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O BHeceHnn u3meHeHui B Pemenne Komrernn EBpasuiickoit 3KOHOMIIECKOH KOMACCHH OT
25 oxta6ps 2016 . Ne 122

Pemenue Konnerun EBpaszuiickoii saxoHoMuueckon komuccuu ot 19 anpenst 2022 roga Ne 68
B cootBerctBuu ¢ mynkToM 30 I[Iporokona 06 nHpOpMALMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJIOTUSX U HHPOPMAIMOHHOM B3aMMOJEHCTBUU B paMkax EBpasuiickoro
PKOHOMHUYECKOro coro3a (mpuioxenue Ne 3 k JloroBopy o EBpa3suiickoM 3KOHOMHUYECKOM
coto3e ot 29 mas 2014 rona) Konnerus EBpasuiickoil 5KOHOMHYECKON KOMUCCUHN PEIIAIA:

1. Buectu B Pemienne Konnerun EBpa3uiickoit 5KOHOMHUYECKON KOMUCCUU OT 25 OKTAOpS
2016 r. Ne 122 "O TeXHONTOTHYECKUX JOKYMEHTaX, PErJIaMEHTUPYIONINX UHPOPMAIIMOHHOE
B3aMMOJICHCTBUE TPU peaIM3alMU CPEICTBAMU HHTETPUPOBAHHOW HHPOPMAIMOHHON
CHUCTEMBbI BHEIIIHEH W B3aMMHOW TOProBix oOmiero mporecca "dopMupoBaHue, BEASHUE U
UCIIOJIb30BAHUE €JIMHOI0 PEEeCcCTpa 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3K0HOMHUYECKOr0 CO3a" N3MEHEHUS COTJIACHO MPUII0KEHUIO.

2. Hacrosimee Pemenue Berynaet B cuity 1o uctedeHnu 30 KaJleHIapHBIX THEHR C AaThl

€ro opuIMaIbHOrO OMyOJINKOBAHUS.
Ilpencenarensr Komnernu
.. . M. MscaukoBHY
EBpasuiickoii 59KOHOMHYECKOH KOMHCCHH

IMPUJIO’KEHUE
k Pemenuto Komnernn
EBpasuiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 19 anpens 2022 r. Ne 68

N3MEHEHW ],
BHOCHMEIEe B Pemenne Komnernu EBpasuiickoit SJKoHOMIIeCKOi KOMUCCHH OT 25 okTAOpst 2016 T.
Ne 122

1. IlpaBuna MHGOPMALMOHHOIO B3aUMOJAEICTBUS MpU pealU3alUU CPEeACTBAMU
MHTETPUPOBAHHON MH(OPMALMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPrOBIM OOILETO
npouecca "®dopmMupoBaHME, BEIEHHME U  HCIOJb30BAHHE E€JUHOrO peecTpa
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3MiiCKOro 3KOHOMHUYECKOTO CcOro3a’,

YTBCPKIACHHBIC YKAa3aHHBIM PCHIGHI/IGM, HN3JI0KHUTH B CJ'ICI[YIOIHeﬁ pPCaAaKIu:

"VTBEPXXJEHDBI
Pemennem Komnernn
EBpazuiickoil 3KOHOMUYECKOW KOMUCCUU
oT 25 okTsa6pst 2016 . Ne 122
(B penaxumu Pemenns Komnernn
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 19 anpens 2022 r. Ne 68)



ITpaBuia nHGOPMAIMOHHOTO B3aHMOACHCTBHA IIPH peaIM3alliH CPeICTBaMH HHTETPHPOBAaHHOK
AH(POpMaIMOHHOM CHCTEMEI BHEITHEH M B3aUMHOM TOproBim o6mero mponecca "®opmupoBanue,
BE/ICHUC M MCIOIH30BaHME EIMHOTO PEECTPA 3aPETHCTPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB
EBpasuiickoro 5kKOHOMHIECKOT0 COr03a"

L. O6mue monoxenus

1. Hacrosmue [IpaBuna pazpaboTtaHbl B COOTBETCTBHHM CO CIEAYIOIIMMHU aKTaMH,
BXOJIAIIMMU B IpaBo EBpa3uiickoro sSKOHOMUYECKOT0 coto3a (nanee — Coro3):

Jorosop o EBpa3zuiickom 3KOHOMUYECKOM cor03¢e oT 29 mas 2014 rona;

CorunaiieHre 0 eIMHBIX MPUHIUIIAX W MPaBHIIaX 00pallleHUs JIEKaPCTBEHHBIX CPENICTB B
pamkax EBpa3uiickoro 3KOHOMHYECKOro coro3a ot 23 nexadbps 2014 roaa;

Pemenue Briciiero EBpasuiickoro skonomuyeckoro coera ot 23 nekadbps 2014 r. No
108 "O peanuzauuu CorjameHuss O €JUHBIX NPUHIUIAX W MpaBuiiax oOpaleHUs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiicKoro SKOHOMUYECKOTO COro3a';

Pemenue Coera EBpasuiickoil s3koHOMUYeCKOM KoMuccuu oT 3 HosiOpsa 2016 1. Ne 78 "O
[IpaBuiax perucTpanv M SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJICTB ISl MEIULIMHCKOIO
NpUMEHEHHUS";

Pewmenne Komnerun EBpazuiickoil s3koHOMUYecKkoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTAaX, PErlaMeHTUPYIONUX HWH(HOPMAIIMOHHOE B3aUMOJICHCTBUE
IpU peanu3aluu CpelCcTBaMU UHTErPUPOBAHHOW MH()OPMALIMOHHONW CUCTEMbl BHELIHEH U
B3aMMHOM TOPTOBIU OOLTUX MPOIECCOB";

Pemenne Konnernn EBpasuiickoil 3xoHOMUYecKoi komuccuu oT 27 ssHBaps 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHa JAaHHBIMH B HWHTETPUPOBAHHOUN
MH(OPMAIIMOHHON CUCTEME BHEUTHEN U B3aUMHOW TOPTOBIH'";

Pemenne Komnerun EBpaszuniickoit 3xoHOMU4Yeckor komuccuu ot 14 anpens 2015 r. Ne 29
"O nepedHe 00IUX MPOLIECCOB B paMKkax EBpa3uiickoro 3KOHOMUYECKOTO COI03a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoll SKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132";

Pemenne Komernn EBpaszniickoit s3koHOMUYeCKOU Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMK, TAPMOHU3ALMUUA U OMHUCAHUS OOUIMX MPOIECCOB B
paMkax EBpa3uiicKoro SJKOHOMHUYECKOIO cOro3a';

Pemenne Konnernn EBpaswuiickoit axoHOMHYecKoi komuccuu ot 28 ceHTs10ps 2015 1. No
125 "O6 yrtBepxknaenuu Ilomoxenuss o6 oOMEHE SJIEKTPOHHBIMU JOKYMEHTAMHU TIPHU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3uniickoro 3KOHOMHYECKOT'0 COr03a MEXIy coboil m ¢ EBpasuiickoii SKOHOMHUYECKOM
KoMuccuei'";

Pemenne Kommernn EBpasuiickoii 5koHOMUYECKOW KoMHCCHU OT 22 nekadpst 2015 r. Ne
172 "Homenkiiatypa JieKapCTBEHHBIX (popMm".



II. O6nacTe npUMEHEHUS

2. Hacrosiuue IlpaBuna pa3paboTaHbl B LENSX ONpEAEICHUS] MOPSANKA U YCIOBUH
WHPOPMAIIMOHHOTO B3aWMOJCHCTBUS MEXJy YdYacTHHUKaMu oOmero mnpomecca "
dopMupoBaHue, BEICHUE M UCIIOJIB30BAHUE EIMHOIO peecTpa 3aperucTpUpPOBAHHBIX
JIEKapCTBEHHBIX cpeACTB EBpazuiickoro 3kOHOMHYECKOro coro3a" (anee — o0mumii npouecc),
BKJIIOYAsl OIMCaHUE MPOLIETYP, BBIIOJIHIAEMbIX B paMKax 3TOr0 00IIEro mpoiecca.

3. Hacrosimue IIpaBuiia npuMeHsIOTCS y4aCTHUKaMH OOLIEro mpolecca Mpu KOHTpoJIe 3a
MOPSAJIKOM BBIIIOJIHEHUS MPOLEAYp U ONepaluil B paMKax OOIIEero Impoiecca, a Takke Mpu
MPOEKTUPOBAHUH, pa3paboTKe U JOpabOTKE KOMIOHEHTOB HMH(OPMALMOHHBIX CHCTEM,

o0ecTeunBalOIINX PeaaTnu3aIiio 00IIero mporecca.
III. OcHOBHEIE TOHATHA

4. Jlna uenen HactosAwux [IpaBmii MCHONB3YyHOTCS NMOHSTHS, KOTOPHIE O3HAYAIOT
cleytouiee:
"aBTOpHu3anua" — MPEJOCTABICHUE ONPENEIEHHOMY YYaCTHUKY OOIIEro mpouecca npas Ha
BBITIOJTHEHUE OTPEICICHHBIX ACHUCTBUM;

"oOmuit peectp" — MHPOPMAIMOHHBIA pecypc, COJEpKallui HEe MOJJIeKaIue
OMmyOJUKOBAHUIO CBEJCHUA O HOMEpax, cTaTycax oOpaOOTKM 3asBIICHHI Ha IMPOBEICHUE
NpOILEAYp, CBSI3aHHBIX C PErucTpaluedl M SKCIEepPTU30H JIEKAPCTBEHHBIX IPENaparTos,
CBEJICHUSI O COCTaBE JIOKYMEHTOB, O()OPMIICHHBIX B XOJ€ YKa3aHHBIX MPOIEAYp, a TaAKXKe
nojJiexxamniue omnyoJrKoBaHWIO Ha HHGopMauroHHOM mnopTaie Coro3a CBEACHUS O
PETUCTPALIMOHHBIX YJOCTOBEPEHUSIX JIEKAPCTBEHHBIX IMPENApPaTOB, BKIIOUYECHHBIX B €IUHBIN
peecTp JekapcTBeHHbIX cpeacTB Coro3a;

"perucTpauoHHOE AeN0" — COBOKYNHOCTh JOKYMEHTOB, C(HOPMHPOBAHHBIX
YIOJHOMOYEHHBIMH OpraHaMu rocyapcts — ujieHoB Coro3a J1nbo 1o Ux 3ampocy B Ipolecce
OCYILIECTBIICHUS] MPOLEYpP, CBA3AHHBIX C PETHCTPALMEN U HKCIEPTU30M JIEKAPCTBEHHOIO
npenapara;

"CBeIEHHsSI O PErUCTpaluy JEKapCTBEHHOro mpenapara" — COBOKYIHOCTb CBEICHHH O
HOMEpe M cTaryce oOpaOOTKM 3asBJIEHUS Ha MPOBEAEHUE MNPOLEAYp, CBA3AHHBIX C
peructpanreil M SKCIEepTH30M JIEKApPCTBEHHOrO IIpenapara, O COCTaBe JOKYMEHTOB
PErMCTPALIMOHHOTO J€JIa U PErUCTPALMOHHOIO JIOChE JIEKAPCTBEHHOTO Mpenapara, a Takxke o
BBIJIAHHOM PETUCTPAIMOHHOM YJOCTOBEPEHHUH JIEKAPCTBEHHOTO Mpernapara.

[TonsTus "rpynmna npouenyp oodimiero nporecca”, "uHGOPMAITMOHHBIN 00BEKT OOIIETr0o
mporiecca”, "ucnoaHUTER", "oneparus odmero mporecca”, "mpormeaypa oodiero mporecca'
1 "y4acTHUK 0011ero npoiuecca", ucnoib3yemble B Hactosuux [IpaBuiiax, npuMeHsSIOTCS B
3HAUYECHUSX, ONPEIeICHHbIX MeTOIMKON aHanu3a, ONTUMHU3AIlu1, TAPMOHU3AIUU U ONHCAHUS
oOIIUX TPOIECCOB B paMkax EBpa3uilckoro 3KOHOMHUYECKOTO COI03a, YTBEPKICHHOM
Pemrennem Komnernu EBpasniickoi 5kOHOMHYECKOM KoMuccuu oT 9 urons 2015 r. Ne 63.



[TonsiTust "rocynapctBo mnpu3HaHus'", "€QUHBIN peecTp 3aperuCTPUPOBAHHBIX
nekapcTBeHHbIX cpenctB Coroza", '"perucrpanmmoHHoe Jo0cbe", "pErucTparMoOHHOE
YAOCTOBEPEHUE JICKAPCTBEHHOTO TIpenapara’ u "pedepeHTHOE TOCyaapcTBO", UCTIOIb3yEMBIE
B HacTosmux [lpaBuiax, mpUMEHSIOTCS B 3HAUEHUSIX, ONpPEACICHHBIX MH(GOPMAIMOHHBIM
CIIPAaBOYHHUKOM IOHATHH (TEPMHUHOB), MpUMEHsAEMBbIX B paMkax Coro3a B cepe oOpalieHus
JICKApCTBEHHBIX CPEJICTB, YTBEPKAAEMbIM EBpa3ZuiCcKON 3KOHOMUUYECKON KOMUCCHUEH.

IV. OcHOBHEBIE CBereHma 06 06meM nponecce

5. Tlonnoe HammeHoBaHuE oO0Imero mpoiecca: "dopMupoBaHHE, BEICHUE U
HCTOJIb30BAHUE €JUHOTO pEEeCTpa 3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
EBpa3uiickoro 3K0HOMHUYECKOro coro3a'.

6. KonoBoe o603Hauenue obmiero nporecca: P.MM.01, Bepcust 1.1.0.

1. Iens u 3amauu o0mero mporecca

7. Llenbto o61iero npouecca sSBISETCs CO3/JaHUE NPEANOChUIOK JI CHUKEHUSI U3/IEPIKEK,
CBSI3aHHBIX ¢ oOOMeHOM wuHpopMamuei o0 pa3pelieHHBIX K MNpUMEHEHHIo (
3aperuCTPUPOBAHHBIX ) JIEKAPCTBEHHBIX Ipenaparax.

8. I mocTHKEeHHUs LIeNr 0OLIEro mpoiecca HE0OXOAMMO PEIIUTh CIIETYIONINE 3aJauHn:

a) co3/laTh B paMKaxX HUHTETPUPOBAHHOW HMH(POPMAIMOHHOW CUCTEMbl BHEITHEU U
B3aUMHOI TOProBiM (Aajiee — MHTErpUPOBaHHAs CUCTeEMa) HH(POPMALIMOHHBIN pecypc, OOIIHiA
peecTp, coaepkKalmuid CBEAEHHUS O BBIJIAHHBIX PErUCTPALMOHHBIX YIOCTOBEPEHUSAX
3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenaparoB (Jajnee — pPerucTpaoHHOE
YIOCTOBEPEHUE);

0) obecnieunTh BO3MOXKHOCTD IOJYyYEHHUs YIIOJTHOMOYEHHBIMU OPTaHaMU T'OCYAapCTB —
yieHoB Coro3a (fanee — ynoJHOMOUYEHHBIM OpraH rocyapcTBa-4ieHa) akTyallbHOU, MOJHOU
U JIOCTOBEpHOW HHPOpPMaLMHU, HaxoAsdlleldcs B 00IIeM peecTpe CpeacTBamMu
MHTErPUPOBAHHOMN CUCTEMBI;

B) 00ecne4YnTh BO3MOXKHOCTb MOJIy4E€HUsI 3aMHTEPECOBAHHBIMU JINLIAMU U COTPYIHUKAMU
EBpasuiickoil skoHOMHYeckoi komuccuu (manee — Komwuccusi) akTyajlbHOW, MOJTHON H
JOCTOBEPHOI HMH(pOpMaNNM, COAEpKaIIeHCSs B €IMHOM pPEECTpe 3aperucTpUpPOBAHHBIX
JexapcTBeHHbIX cpeacTB Coro3a (nanee — eUHbIA peecTp) CpeicTBaMU MH(POPMALOHHOTO
noprana Coro3a;

r) o0ecneuyuTh MCIOJIb30BAHUE YIOTHOMOYEHHBIMH OPTaHAMH TOCYapCTB-YICHOB
€IMHOW CUCTEMbI HOPMaTUBHO-CIIPaBOYHON HHpopmannu Coro3a.

2. YuacTHHEKH 00mero mponecca
9. IlepedeHp y9acTHHKOB 00mIero mporecca npuBeAeH B Tabmume 1.

Tabmuma 1



TlepedeHs y9acTHHKOB OOIIETO Ipomecca

Konosoe o603Hauenue

1

P.ACT.001

P.MM.01.ACT.001

HanmenoBanue

2

Komuccus

YIOJTHOMOYCHHBIN
rocynapcTBa-uieHa

opraH

Onucanue
3

opran Coro3a, 0OecrednBarOIINN
JOCTYH K CBEICHHSIM €IHHOIO
peectpa Ha HHPOPMALHOHHOM
nopraire Coro3a, a Takxe
NpeAcTaBiIeHUE CBEJEHUU O
perucTpanyu  JIeKapCTBEHHBIX
mpernapaToB IO  3ampocam
YHOJHOMOYEHHBIX  OpPraHOB
roCyJapCTB-4JICHOB CpPEACTBAMHU
MHTEIPUPOBAHHOM CHUCTEMBI,
mojiyyaeT  CBEAEHHsS  OT
YHOOJHOMOYEHHBIX  OpPraHoOB
roCyJIapCTB-4ICHOB U OOHOBIISET
€IMHBIHN peecTp n o0UMii peecTp;
NpeACTaBiIseT 10  3ampocam
YHOJHOMOYEHHBIX  OpPraHOB
TOCy/apCTB-WICHOB CBEACHUS O
perucTpanuy  JIEKapCTBEHHBIX
npenaparosn yepes
WUHTETPUPOBAHHYIO CHCTEMY;
MOJIy4yaeT OT YIOJHOMOYECHHBIX
OpraHoB  TOCYAapCTB-YJICHOB
cBefeHUsT  (OKYMEHTHI) U3
pPETHCTPAllMOHHOTO JeNa WIH
PETHCTPALlMOHHOTO JOCHE TIO0
3aIpocy B paMKax MHpoLEexyp
YperyJMpoBaHusl Pa3HOIIIACUH TPH
perucTpaluu  JIEKapCTBEHHOTO
npenapara

YIOJIHOMOYEHHBII Ha
OCYUIECTBJIGHUE  PETUCTPALNU
JICKapCTBEHHBIX IpEnapaToB OpraH
rocyaapcTBEHHOMU BJIACTH
rocyaapcTBa-djeHa nunu
YIIOJIHOMOYEHHAsI UM OpTraHU3alus,
KOTOpBIM  MHpencTaBiseT B
Komuccuro CBEJCHHUS 0
3apETUCTPUPOBAHHBIX
JeKapCTBEHHBIX IIpemaparax u
CBEJEHUS O 3adBICHHUAX Ha
MPOBEJCHUE MPOLIEIYP, CBI3AHHBIX C
perucTpanued U 3IKCHEpPTU30H
JICKapCTBEHHBIX IPENaparoB A
OOHOBIIEHHS OOIIET0 peecTpa;
noxydaeT oT Komuccun no 3amnpocy
CBEIEHUS O  perucTpaunuu
JIEKapCTBEHHBIX INpenapaToB yepes
UHTETPUPOBAHHYIO CUCTEMY



P.MM.01.ACT.002

P.MM.01.ACT.003

YIOJHOMOYEHHBIN

opras

petdhepeHTHOTO TOCyAapCcTBa

YIOJTHOMOYEHHBIN
rocyAapcTBa MpU3HaHUsS

oprax

YIOJIHOMOYEHHBIH opraH
rocyaapcTBa-4wieHa, KOTOPBIH
OCYIIECTBJISIET  PAacCMOTpPEHHE
MOJJAHHOTO 3asBIICHUS, 3KCIIEPTU3Y
pEruCTpallMOHHOTO JieJla WM
pPEerucTpauoHHOTO Jocke,
MOJATOTOBKY MW MPEJCTaBICHHE
CBE/ICHMH JKCHEPTHOTO OTYeTa 00
OIlEHKE 6e3omacHOCTH,

3 PEeKTUBHOCTH W KadecTBa I
COTJIaCOBAHUs,  HaIpaBJICHHE
yBeIOMJICHHS 00 U3MCHCHHHU
CBEJIEHUH 0  perucrTpaunuu
JICKapCTBEHHOr0 IIpemapara B
YIOJIHOMOYEHHBIH opraH
rocyaapcTaa MIpU3HAHUSA,
MIPEICTABICHNUE CBEACHUN 3asBICHU
Ha TpOBEJACHUE  MpOUEaYyp
perucTpaluu  JIEKapCTBEHHOTO
mperapara B YHOJHOMOYEHHBIN
Opral rocynapcrsa NpH3HaHUS, a
TaKXKe XpaHCHHE W IPEICTaBICHHUE
[0 3ampocy YIOJHOMOYEHHBIX
OpPraHOB TOCYZAapCTB NPU3HAHUA U
Komuccun CBEICHUU
PerUCTPAllUOHHBIX J0ChE U
peTuCTpallMOHHBIX e
JIEKapCTBEHHBIX CPEACTB

YIOJIHOMOYEHHBIN oprax
rocyJgapcTBa-4ieHa, KOTOPBIH
OCYWIECTBJISIET  PacCMOTPEHUE
3asBICHUS Ha POBEJCHUE IPOLETYD
, CBS3aHHBIX C pETrHCTpanued u
9KCIEPTH30H  JIEKAPCTBEHHOTO
mpernapara, mojlyJaeT yBeJOMJICHHUE
00 W3MEHEHHWM CBEJICHHH O
perucTpanuu  JeKapCTBEHHOIO
mpemnapara, (QOpPMHPYET W
HampaBisieT B YHOJTHOMOYEHHBIH
opraH pe(epeHTHOro rocyaapcTBa
YBEIOMIIEHHE O HEBO3MOXHOCTH
paccMOTpeHHs] 3asBIEHHS Ha
MIPOBEICHUE POLEAYP, CBA3AHHBIX C
peructpanueil M HIKCIEPTU30i
JEKapCTBEHHOTO  IIperapara,
MOTYYaeT 10 3aIpocy TOKYMEHTBHI
PErUCTPAllMOHHOTO  JIOChE U
PETHCTPAIlMOHHOTO Jgena
JIEKapCTBEHHOTO  Ipemapara,
NPOBOJUT JKCHEPTUY
JIEKapCTBEHHOI0 Ipemapara ¢
WCIOJIb30BAHNEM  MaTepuajoB
pEeTHCTpaIiOHHOTO Aena W (Win)
perucTpaluoHHOTO JI0ChE,



OCYULIECTBJIIET  PacCMOTpPEHHE
9KCIIEPTHOTO OT4YeTa 00 OICHKE
Oe3omacHOCTH, ()(HEKTHBHOCTH M
Ka4ecTBa, MPEACTABISAECT PEMICHNE O
NpU3HAHUU (Henpu3HaHUN)
HKCIIEPTHOTO OTYETA WM 3aMEYaHUsI
B OTHOILIEHHHU DKCIIEPTHOTO OTYETa
00 omeHke 0O€30MacHOCTH,
3(h(HEeKTUBHOCTH U Ka4ecTBa

YIOJIHOMOYEHHBIN oprax

N rocyJapcTBa-4wieHa, TPUHSIBIIUN
YIIOJTHOMOYCHHBIH opras,

P.MM.01.ACT.004 OTpaHUYUBIIUN oOpamieHue
JIEKapCTBEHHOT'O Mpernapara

pemieHue 00 OTMEHE WU
AHHYJIMPOBAHUHM  PETHCTPALUA
JIEKapCTBEHHOTO Iperapara Ha
TEPPUTOPHH TOCYIapCTBA-UIICHA

YIOJIHOMOYEHHBIH opraH
rocyzapcTBa-4wieHa, KOTOPBIH
MOTYYaeT OMOBEIIeHHE 00 OTMEHE
WIN aHHYJTHUPOBAHUH PETHCTPALUH
JEKapCTBEHHOTO  Ipemnapara
YIIOJIHOMOYEHHBIM OPraHOM JIPYTOro
rocyapcTBa-4jieHa

YIIOJITHOMOYEHHBII oprasx,
OIOBeEIaeMblil 00 oOrpaHUYEeHUU
oOpamieHust  JIEKapCTBEHHOTO
mpernapara

P.MM.01.ACT.005

IOpUIMYECKOe WIH (pH3HYECKOe
JUIO, KOTOpOE 3alpaliuBacT
CBEJICHUS M3 EIMHOIO peecTpa Ha
nHdopmanronHom nopraie Coroza.

B kayecTBe 3aMHTEPECOBAHHOTO
P.MM.01.ACT.006 3aMHTEPECOBAHHOE JIUIIO P
JUIla MOTYT BBICTYNAaTh Kak

CYOBEKTHI oOpameHus
JEKapCTBEHHBIX CPEJICTB, TaK H
3aMHTEPECOBaHHBIE  OPTaHBI
roCcyJJapCTBEHHOM BIIaCTH

3. CtpyxTypa obmero mpomecca

10. OGuuit mporiecc MpeaAcTaBiIsieT CO00N COBOKYIMHOCTh MPOIEAYP, CrPYIIUPOBAHHBIX
M0 CBOEMY Ha3HAYEHHUIO:

a) mporeAypsl GopMUpOBaHUS U BEACHUS OOIIETO PeecTpa;

0) mpolieyphl HAMpaBJICHUS CBEJICHUN O PETHCTpallMy JIEKApCTBEHHOTO Mpenapara u
pacCMOTpPEHHSI CBEJCHUU O 3asBJICHUM Ha TMPOBEICHUE MPOUEAYp pErucTpainuu
JIEKapCTBEHHOI'O MPEIAapara;

B) MPOIIEAYPHI MOJIYYEHUS CBEACHUM, COIEPKAIIUXCS B OOIIEM PEECTPE;

) npouenypsl noiaydeHuss Komuccuen cBeA€HUN, COAEPKAIMXCS B PETUCTPALTMOHHOM
JIeJI€ WU PETUCTPAILIMIOHHOM JIOChE;

1) TpOLEAYyphl MOJYYECHUS YINOJTHOMOYEHHBIM OpPraHOM TrOCYJIapCcTBa MpPU3HAHUS
CBEJICHHM, COJIEPKAITUXCS B PETUCTPAIMOHHOM JI€JI€ WJIU PETUCTPAIMOHHOM JIOChE;

€) mpouenypbsl yBeIOMJIEHUsS 00 OTMEHE WM aHHYJIUPOBAHUU PETrUCTPAIMOHHOTO
YAOCTOBEPEHUS;



) MPOUENYypbl BEJCHHUS INEPENUCKH B OTHOLIEHMM PErMCTPALlMOHHOrO Jeja WIIN
PETUCTPALMOHHOTO JOChE.

11. ITpu BeIMOIHEHUH TpoLEeAyp OOILIEro Impoiecca OCylecTBseTcs popMupoBanue
oO1Iero peectpa Ha OCHOBAaHMHM TMPEACTABISIEMBIX YIOJIHOMOYEHHBIMU OpraHamMu
rocy1apCcTB-4JIeHOB B KOMHCCHIO CBEIEHMH O 3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax, a TaKKe€ CBEJCHHUH O 3asBJICHUSAX Ha NPOBEJICHHE IPOLIENYDP, CBSI3aHHBIX C
pEerucTpanue U SKCIEPTU30M JIEKAPCTBEHHOTO Mpenapara, IpeayCMOTPEHHBIX IPaBUIIaAMU
pErucTpanuyu M SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB JUII MEAULMHCKOTO NMPUMEHEHUS,
yTBepxaaeMbix Komuccueil (manee cOOTBETCTBEHHO — CBEIEHHUS O 3asIBICHUSX, MpaBuUia
perucTpauuu), MNpPEICTABICHUE CBEICHHMM O PETrMCTpaldM JIEKAPCTBEHHBIX IPENapaToB
YIIOJTHOMOYEHHBIM OpPTraHaM rocyAapCTB-4ICHOB CPEICTBAMU MHTETPUPOBAHHON CUCTEMBI, a
TaK)K€ MPEIOCTaBICHUE JIOCTYNa K CBEACHUSM E€AMHOrO peecTpa Ha HH(POPMAIMOHHOM
nopraie Coro3a Uil 3aMHTEPECOBAHHBIX JIMII.

[Ipr BBINOJHEHWH YNOJHOMOYEHHBIMU OPTraHAMM TOCYIApCTB-YJICHOB MIPOLEAYD
perucTpanum, MoATBEPKACHHUS perucTpanuu (epeperucTpalnn), BHECEHUS] U3MEHEHUH B
PETUCTPALIMOHHOE JIOChE WM NPOLEAYDP, CBSI3AHHBIX C PETUCTpALMEN JIEKAPCTBEHHOTO
npenapara, yCTaHOBJIEHHBIX MPAaBUJIAMH PETMCTPALMM (Jajee — MPOUEAYphl pErucTpalumn),
OCyIIECTBIsAeTCS (hOPMUPOBAHKE OOIIET0 peecTpa 3a CUET BHITIOIHEHUS UMHU CIIEAYIOIIUX
npoLeayp 00IIero mpouecca, BKIOYEHHBIX B TPYMIy Opoueayp GopMupoBaHus U BelCHUS
o0uiero peecrpa:

BKJIIOUEHHE CBEJICHUM B OOIIUIT peecTp;

U3MEHEHUE CBE/ICHUH, COAepKaIIUXCs B 00ILIEM PEECTPE;

UCKJIFOUEHHUE CBEJICHUI U3 00ILEro peecTpa;

HaIIpaBJICHUE CBEACHUN O NOJIEKAILEM Pa3MELICHUIO B €JUHOM PEECTPE TOKYMEHTE.

YHUKaJIBbHBIA PETUCTPALIMOHHBIM HOMEDP 3asBJICHUS IPUCBAUBACTCA CPEACTBAMU
MHTETPUPOBAHHONW CHCTEMBbl M BO3BpAIlaeTCsl yMOJHOMOYEHHOMY OpraHy pehepeHTHOro
rocyJiapcTBa B paMKax BBINOJHEHUS mpolenypsl "Bxitouenue cBenenuit B oommii peectp” (
P.MM.01.PRC.001).

IIpy pacCMOTpEHHMH YIIOJTHOMOYEHHBIMU OPTraHaMH I'OCYJIapCTB-WICHOB 3asBJICHUI Ha
IIPOBEJICHHUE MPOLEAYP PETUCTPALIMH JIEKAPCTBEHHOIO Mpenapara, a TAKXKe IPU U3MEHEHUHU
COCTaBa JOKYMEHTOB PETMCTPALlMOHHOTO J€Ja WM PErUCTPAllMOHHOIO JOChE Ha
JIEKapCTBEHHBIN Mpenapar BBINOJHAIOTCA CIEAYyIOLIMe MpPOUEaypbl OOIIEero mpoiecca,
BKJIIOUCHHBIEC B IPYNIy IPOLIEAYP HAIIPABICHUS CBEICHUN O PErUCTPALUM JIEKAPCTBEHHOI'O
Ipernapara ¥ pacCCMOTPEHHUS CBEACHUI O 3asIBJIEHUH Ha MPOBEJACHUE MPOLENYP PErUCTpalUun
JIEKapCTBEHHOI'O IIperapara:

IIOJy4YCHUE CBEICHUM O 3asABJICHUM Ha NPOBEICHUE IPOUEAYpP PETUCTPALUHU
JIEKapCTBEHHOI'O IPEIapara;

YBEJIOMJIEHUE O HEBO3MOXXHOCTH PAacCMOTPEHUs 3asBJICHUs HA MPOBEJICHUE NPOLEAYDP

pErucTpanuu JEKAPCTBEHHOTO MPEIapara;



yBeJIOMJICHHE 00 U3MEHEHUU CBEJICHUHN O PErHCTpalliy JEKapCTBEHHOTO Mperapara.

[Ipu mpencTaBieHUU CBEICHUM O pErucTpalvu yIMOJHOMOYEHHBIM OpraHam
rOCyJapCTB-YJICHOB BBITIOIHSIOTCS CIIEAYIONINE MPOIeAYyPhl 0OIIIETo MpoIlecca, BKIFOYCHBIC B
TPYIITY OPOLEIyp MOJTYUYSHUs] YIIOJJTHOMOYEHHBIMA OpraHaMH TOCYIapCTB-UJICHOB CBEJICHUIH,
COJZIEp KaIINXCs B OOIIEM peecTpe:

noJiyueHre HHPOpMaIlMU O J1aTe U BpeMeHU OOHOBJIEHUS OOIIEro peecTpa;

NOJIyYeHHE CBEICHHUI U3 OOIIEro peecTpa;

noJiy4eHre nHpopManuu 006 U3MEHEHUIX, BHECEHHBIX B OOIIUI peecTp;

NOJIyYeHHE HOMEpa PETUCTPALIMOHHOTO yI0CTOBEPEHMUS;

MOJIyYEHUE CBEACHUIN O pEruCTpaliy JIEKapCTBEHHOro npenapara u3 Komuccuu;

MOJIyYeHHE CBEJICHHUM O pa3MEUIEHHOM B €IMHOM PEECTPEe JOKYMEHTE.

IIpu BO3HUKHOBEHMH HEOOXOIMMOCTH NoTydyeHHst Komuccueit ceeieHuil, coaepxxamumxcs
B PETUMCTPALlMOHHOM JI€JI€ WM PETUCTPALIMOHHOM JI0ChE, PHU YPETYJINPOBAHUU PA3HOTIACUI
Ha DJKCHEPTHOM KOMHUTETE IO JIEKApCTBEHHBIM cpejacTtBaM npu Komuccuu (nanee —
HKCIIEPTHBIN KOMUTET) BBIMOJIHSAETCS Mpoiieaypa oduiero mnpoiecca "[lonyuenue Komuccueit
CBEJICHUI U3 PErUCTPALMOHHOTO JI€]1a UIN PETUCTPALIMOHHOTO A0Che", BKIIOUCHHAS B TPYIIILY
npoueayp noixydeHuss Komuccrnen cBeeHni, COAEPKAIMXCA B PETUCTPALIMIOHHOM JIEJI€ WJIH
PErUCTPALIMOHHOM JIOCKE.

[Ipy BO3HMKHOBEHMH HEOOXOJMMOCTH TMOJYYEHUS] yMOJTHOMOYEHHBIM OPraHOM
rocyapcTBa IPU3HAHUS CBEACHUM, COAEPXKALIUXCS B PETUCTPALMOHHOM [€Jie WIIH
PETUCTPAIMOHHOM JI0ChE€, MPHU BBINOJHEHUHU MPOLEAYP PETUCTPAlMU JIEKAPCTBEHHOTO
npemnapara, a TakKe B MHBIX CIIy4asX, MPEIyCMOTPEHHBIX MOPSAKOM (OPMHUPOBAHUA U
BEJICHUSI €JMHOTO pEecTpa 3aperuCTPUPOBAHHBIX JEKAPCTBEHHBIX cpenctBs Corosa u
nHPOpPMAIIMOHHBIX 0a3 JaHHBIX B cdepe oOpalieHHusi JEKapCTBEHHBIX CPEJCTB,
yTBepxkaaembiM Komuccueil (1anee — nopsiok), BBIIOIHSAETCA Mpoleaypa oOIIero npoiecca
"IloiyueHne CBEEHUH W3 PETUCTPALIMOHHOIO Jeja WJIM PErucTpaloOHHOTO Ja0che",
BKJIIOUCHHAS B TPYIITY MPOIEAYp MOJYYEHHS YMOJHOMOUYEHHBIM OPraHOM TOCyJapcTBa
MPU3HAHUS CBEJACHUMN, COJIEPKAIIUXCS B PETUCTPALIMOHHOM JI€Jie€ WU PETUCTPAIMOHHOM
TOCheE.

[Ipu npunaTuUU peuieHus o0 OTMEHE WM 00 aHHYJIMPOBAHUHU PETUCTPAIMOHHOTO
YAOCTOBEPEHHSI B CIIy4asX, MPEIyCMOTPEHHBIX IMPABUIAMH PETUCTPALMU, BBIMOJIHIETCS
nporieaypa oouiero mpoiiecca "HanpapneHue yBenoMiieHus: 00 OTMEHE WM aHHYJIUPOBaHUU
PETUCTPAIIMOHHOTO YAOCTOBEpEHHS" BKIIOYEHHAs B TPYIIY MNPOLEAYp YBEIOMIICHHS 00
OTMEHE WJIU aHHYJIUPOBAHUHU PETUCTPALIMOHHOTO Y I0CTOBEPEHHUSI.

B pamkax paccMoTpeHHs YHOJHOMOYEHHBIMU OpPraHaMH TOCYJApCTB MpPU3HAHUS
AKCHEPTHOTO OT4eTa 00 oleHkKe Oe3omacHoCTH, 3G()EKTUBHOCTH M KadecTBa (najee —
OKCIIEPTHBIN O0TYET), 0(hOPMIICHHOTO YIIOJTHOMOYCHHBIM OpPTraHOM pe(epeHTHOTO rocyaapcTBa
0 pe3yJibTaTaM 3KCHEPTU3bl JIEKAPCTBEHHOTO IMpemnapaTra, B TOM YHCIE, NPU HNPUHATHU
pelieHusl 0 MpU3HAHUK (HEMPU3HAHUM) SKCIEPTHOIO OTYETA, & TaKKE IPH HEOOXOIUMOCTH



HaIpaBJICHUsI BOMPOCOB U (WJIM) 3aMEYaHU B OTHOIICHUH JOKYMEHTOB PETUCTPAIMOHHOTO
Jena Wi PErucTPalMOHHOIO JOChE BBIMOJHSIOTCS CIEAYIONUE MNPOLEayphl OOIIEro
MpoIecca, BKJIIOYEHHbIE B TPYNIy MNPOLEAYpP BEICHHUS IEPENUCKH B OTHOLIEHUU
PETUCTPALMOHHOTO JI€ja WIN PETMCTPALMOHHOIO JI0ChE:

IIOJIyYEHHE DKCIIEPTHOTO OTUYETA,

MOJYy4YEHUE 3aME€UYaHUW B OTHOUIEHUHU JTOKYMEHTOB PETMCTPALIMOHHOIO JI€JIa WJIU

PETUCTPALIMOHHOTO JOChE;

MOJIyYeHHE PEIICHHUS O MPU3HAHUY (HETIPU3HAHKH ) SKCTIEPTHOTO OTUYETA.

12. ITpuBegeHHOE ONMCAaHUE CTPYKTYPBI OOILEr0 Mpoliecca MPeACTaBIeHO Ha PUCYHKeE 1.



¥ HacTHey i« Y HACTHE

Tponexvper GOpMEpPOBAHAR H B2IEHHA
ofmero peectpa(P MM 01 PGR.001)

WYuacTHes w Y uacTmen

[Ipouenyps HaNpaBIeHAA CBEIEHHE
0 PETHCTPANHEH TeEAPCTEEHHOID
OpenapaTa H paccyoTpedH
CEeIEHEH 0 SAEBISHHH Ha
NpoBeIeHHe OPOUeIVE PeracTpaliy
TeEAPCTEEHHOID

npenapara(P MM 0] PGR.002)

'IOTHOMOUEHHEIE
oprag rocyIapeTsa-
uneHA
(PMM.01LACT.001)

Konmeens
P.ACT.O0L)

WY gacTHE Y gacTHEN

Tponeayvpsl TOTYHeHAT

CBEIEHHE. CONEPAAMHEXCE B
ofmen peecipe

(P MLLOLPGE.O0O3)

WY uacTHe O

Mpenegyper monygenns Konpecned
CEENEHHE, CONEPRANTHRCA B

Y onHoMoseHHER

VIOmHOMOUSHERLH

opra# pedepeRTHOTD PETRCTIAIEOHEOM QEIE Eild OpTaH rocyapeIea
TOCVIAPCTER PErHCTPALHOHNOM JOCRe ApHIHAHEA
(PMML 01 ACT.002) (P01 PGE.OD) (BADLOLACT.003)

# Y HACTHEY w¥uacTaen

[Tpomenyps MOTVIEHER
YIOMHOMOHEHMED OPrameM
TOCYIAPCTEA IPHIHARHA CEeISHHH,
COAPAAIIHECA B PErHCTPAIIROHHEOM
Iede HIH PECECTPANHOHROM J0ChE
(P MM.01 PGR.005)

Y qacTHey d ¥ aactHen

TTpoteype! BeIeNHs DePENHCKH B
OTHOMSHHH PerHCTPANHOHEITO
ZGella HIH PerHCTPALHONHOTO J0Cke
P MMO01PGRO0T)

VnoTHoMoUeHHEE OpTaH,
OIPaHHMHBAIOMARN 0SpamerHe
IEEAPCTEEHHOTO Npemapata

(P.MMOLACT.004)

Y mommoMoHeHHEE opran,
OOOBSIIACMEIE 00 OrpaHHYeHHE
TeEapCTREHHOTD OPenapaTa

(® MM.01 ACT.005) «Yuactaey

o YVeacTHeY

IMponedypht YBEIOMIEHES 00 OTMERS
HITH AHHYTHPOEAHHH

PECHCTPAUKOHHOTO YIOCTORSPEHHA
(P MMLO01 PGER006G)

Puc. 1. Ctpykrypa o6uiero nporecca
13. Ilopsok BBIMOJIHEHUS TpoLEayp OoOLIEro npouecca, CrpynnupoOBaHHbIX 110 CBOEMY
HA3HAYCHUIO, BKIIIOYas JIETAIU3UPOBAHHOE ONKMCAHUE OmNepauui, npuseneH B pasaene VIII
HacrosAwmux [Ipasuir.
14. J1ns xaxm0# rpymniibl Npouexyp NpUBOIUTCS O0IIast cxema, IEMOHCTPUPYIOLIas CBS3U
MEXJly MpoleaypaMu OOIIero mpolecca M MOpsAJ0K MX BhimojiHeHus. OOmas cxema



MpoILIeTyp OCTPOEHA ¢ HCToNb30BaHueM rpadudeckoit Hotaruu UML (yHUPUITUPOBaHHBIN
a3k MosienupoBanus — Unified Modeling Language) u cHa0keHa TEKCTOBBIM OITMCAHUEM.

4. I'pymma npounexnyp "IIponexypsl popMrpoBanua u BeaeHua oomero peectpa” (P.MM.01.PGR
.001)

15. Beinmonnenue npoueayp GopMUpOBaHUS U BEICHUS 00IIETO peecTpa OCYIIECTBISECTCS
npu (HOPMHUPOBAHUU YIOJHOMOYEHHBIM OpPraHOM TOCYJapCTBa-4wieHa CBEIECHUM O
MOJIYyYEHHOM 3asiBIICHUM M PETHCTPALMOHHOM J0ChEe, M3MEHEHUHU CBEJEHU 00 3Tare
pPacCMOTPEHUS PETUCTPALIMOHHOTO J0ChE JIEKAPCTBEHHOIO IIpenapara, IOJYYEeHHU WIIU
M3MEHEHUHU JTOKYMEHTOB PETHUCTPALIMOHHOTO JIOChE€ WM PETMCTPALMOHHOTO J€Ja, a TaKKe
npu 0OPMIICHUH PETUCTPALIMOHHOTO yIOCTOBEPEHHUS.

[Ipu BeIMONHEHUM Tpoueayp GOpMHPOBaHUS W BeJeHUs oOIIero peecrpa
YIOJIHOMOYEHHBIN OpraH rocyJapcrBa-uwieHa (GopmupyeT U mpexacrasisieT B Komwuccuro
CBEJICHHS B COOTBETCTBUU C TOPSIIKOM.

[IpencraBineHue CBEACHUN OCYIIECTBISETCS B COOTBETCTBUU € PerimameHTom
MHPOPMAIIMOHHOTO  B3aUMOJICHCTBUS ~ MEXJYy  YINOJHOMOYEHHBIMH  OpraHamu
roOCyapCTB-YJIEHOB U EBpasuiCKOM JKOHOMHUYECKOM KOMHUCCHUEW IIPU peaanu3aluu
CpelICTBAaMH MHTETPUPOBAHHOM HH(POPMAIIMOHHON CUCTEMBI BHEIITHEH U B3aMMHOUW TOPTOBIIN
obmero mnpouecca "®dopMupoBaHue, BEIEHHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelNcTB EBpa3sumiickoro 3KOHOMHYECKOro coro3a',
yTBepxkaeHHbIM Pemennem Kosuierun EBpasuiickoli 3KOHOMHUYECKONW KOMHMCCHU OT 25
okTsA0ps 2016 1. Ne 122 (manee — PermameHT MH()OPMAMOHHOTO B3aUMOJEHCTBHS MEXIY
YIOJHOMOYEHHBIMU OpraHaMH rocyfapcte-ujieHoB U Komwccueit). opMar u CTpyKTypa
MPEACTAaBISIEMbIX CBEICHHUI OJKHBI COOTBETCTBOBaTh OnucaHuio pOpMaTOB U CTPYKTYP
JJIEKTPOHHBIX JOKYMEHTOB M CBEIEHHUM, HMCIOJIB3YEMBIX I pEaju3allid CpeICTBAMH
MHTETPUPOBAHHON MH(OPMALMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPrOBIM OOILETO
npouecca "®dopmupoBaHME, BEIEHHME U HCIOJb30BAHHE E€JUHOrO peecTpa
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zmiiCKOro 3KOHOMHUYECKOTO coro3a',
yTBepxkaeHHOMY Pemennem Komnerum EBpasmiickoli S3KOHOMHUYECKOM KOMHCCHM OT 25
okTsiOpst 2016 r. No 122 (manee — Omnwucanue (GopMaToB M CTPYKTYP DIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUN).

[Ipy nosmy4yeHn yrnoJIHOMOYEHHBIMU OPraHaMy IOCYAapCTB-WICHOB HOBOT'O 3asIBJIICHUS
BBITNIOJIHAETCA nporeaypa "Bxiatouenue cegenuit B ooumii peectp” (P.MM.01.PRC.001).

Y1onHOMOUYEHHBIA OpraH pedepeHTHOr0 TroCyAapCTBa, BBHITOJHSIONMNA BKIIOYEHUE
CBEJICHUM O HOBOM 3asBJICHUM B OOIIMH peecTp, B cllydae YCIEIIHOTO BBIMOJHEHUS
MIPOLIETyPHI MTOJIy4aeT OTBETHOE COOOILIEHUE C MPUCBOEHHBIM CPEICTBAMH MHTETPUPOBAHHOM
CUCTEMbl YHUKAJIbHBIM PErUCTPAIMOHHBIM HOMEPOM 3asiBIIEHHs, KOTOPBI cooOuiaeTcs
3asIBUTEIIIO.



B xozae BBINONHEHUS MPOLEAYP PETUCTpAlMU NMPU U3MEHEHHUU 3Tala pPacCMOTPEHHS
PETUCTPAIMOHHOIO JI0ChE JIGKAPCTBEHHOTO Tpernapara, MPUHATHN PEIICHUSI O PErUuCTpaluu
JIEKapCTBEHHOI0 Mpenapara, '3MEHEHUU CBEICHUN O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM
nmpernapare, a Tak)Ke MpU U3MEHEHUM COCTaBa JOKYMEHTOB PErMCTPAIIMOHHOTO Jiefla WU
PETUCTPALMOHHOIO JOChE BBIMOJHSIETCS mpouenypa "M3MeHenne cBeAeHUM, COIepKAIUXCS
B o61miem peectpe" (P.MM.01.PRC.002).

B npeaxycMoTpeHHBIX MpaBuiIaMy PETUCTPALUM CIIy4asX MPEKpalleHuss pacCMOTPEHUS
3asiBJICHUS BBITIOJHSETCS mpotienypa "Hckimouenue cBenenuii u3 odmiero peectpa” (P.MM.01
.PRC.003).

[Tocne omyOnMKOBaHUS CBEACHUI O 3apETUCTPUPOBAHHOM JICKAPCTBEHHOM Ipemnapare, B
TOM 4YHClie 00 YHHUKAIbHOM HOMEpE PErHCTPALlMOHHOTO yIOCTOBEPEHMSI, B €AMHOM PEECTpe, a
TaK)K€ B CJIydae BHECEHUS M3MEHEHUN B OJUH W3 pa3MEIIaeMbIX B €IHMHOM PEECTpe
JOKYMEHTOB BBINOJHSETCA Tmpouenypa "HampasieHue cBeieHHUM O MoaJIexKaliemM
pa3menieHuto B eauHoM peectpe nokymente" (P.MM.01.PRC.019).

16. [IpuBenennoe onucanue rpynmsl npoueayp "[lpouenyps popmupoBaHus U BeIeHUS
obmero peectpa" (P.MM.01.PGR.001) npencraBieHo Ha pUCyHKe 2.

«YuacTHER

BraovueHne cBeJeHHH B
ODIMHEA peecTp
(P.MM.01.PRC.001) «YHacTHen

WY ACTHE

YnonHoMoueHHEIHR oprad
pedepeHTHOTO
ToCYAApCTEa
HcrmoderHe cBeaeHHE (PMM.O1LACT.002)

Hi 00LIero peecTpa
(P.MM.01.PRC.003)

a¥yacTHe»

@Y ACTHE
Konmmcens

(P.ACT.001)

«YHACTHE®

HiueHEHHE CEEISHHE.
COTEPAKANHXCA B 00MeM peecTpe
(P.MM.O1.PRC.002)

WY TACTHE

«YuacTHen VnonEoMoueHHEH 0pras
rocyapcTBa-4IeHa
HanpagnerHe cBeJeHHE 0 (P.MM.01.ACT.001)
HOIeKAIIEM PASMEIICHHIO B
eIHHOM peecTpe
moxymerTe{P MM 01 PRC .019)

Puc. 2. O6mas cxema rpymnmsl Npoueayp



"TIpouierypsl hopMHUpPOBaHUS U BEJIEHUS 00111eT0 peecTpa”

(P.MM.01.PGR.001)
17. Ilepeuens nponemyp odIIero nporecca, BXoAAIMuX B rpynmny npoueayp "Ilpomenyps
dhopmupoBanus u BegeHus oomiero peectpa" (P.MM.01.PGR.001), mpuBenex B Tabnuiie 2.

Tabmuma 2

ITepegens nmponexyp odmero mpomecca, BXoAmMuX B rpymry nponexyp "I[Ipomexypsr
¢dbopmupoBanus 1 BeeHus obmero peectpa (P.MM.01.PGR.001)

KonoBoe o603Hauenue

1

P.MM.01.PRC.001

P.MM.01.PRC.002

P.MM.01.PRC.003

P.MM.01.PRC.019

HanmenoBanue

2

BKJIIOYEHUE CBEIECHUN B OOIIUN
peectp

HU3MEHEHHE CBEJICHUMH,

comepKaIuxcs B 00IIeM peecTpe

HCKITIOUCHHE CBEJCHUH U3 00mero
peectpa

HampaBJIeHWE  CBEJCHHH O
MoJJIeXKAIIeM pa3MElIeHUIO0 B
€IMHOM PeecTpe JOKYMEHTE

Onucanue
3

npouenypa IpeJHa3HaYeHa s
(hopMHpOBaHUST M TpeENCTaBICHUS
YHOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOTO rocyjapcrBa B
Komuccuro ceenenuit

0 3asBJICHUH, CBEJICHHH O COCTaBe
JOKYMEHTOB PETrUCTPallMOHHOTO
JieJa HJIM PETHCTPAMOHHOTO J0ChEe
JUIS BKJIIOYEHHS B OOLIMi peectp, a
takxke s (HOPMUPOBAHHUS
YHHUKaJIBHOTO PETUCTPALMOHHOTO
HOMepa 3asiBICHUS

npoueaypa IpeJHa3HaueHa i
(hopMHPOBAHHA W TIPEACTABICHU
YIIOJIHOMOYCHHBIM OopraHom
rocyaapcTBa-uigeHa B Komuccuro
CBEJICHUI, B TOM YHCII€ N3MEHEHHBIX
, O 3aperucTpUpOBAHHOM
JIEKapCTBEHHOM IIpemnapare IS
aKTyaJu3aluM CBEACHUN €IUHOIO
peecTpa, U3MEHEHHBIX CBEACHUN O
3ad4ABJICHUH, U3MCHCHHBIX CBCI[eHl/lﬁ
0 cocTaBe JTOKYMEHTOB
PETUCTPAMOHHOTO Jiejla WIIH
PETUCTPAIIMOHHOIO J0ChE IS
aKTyaJi3alny O0IIero peecTpa

mpoleaypa IpeaHa3HayeHa Jist
(hopMUPOBaHHS W TIPEACTABICHUSI
YIIOTHOMOYCHHBIM  OPTaHOM
pedepeHTHOTO TOCymapcTBa B
Komuccuro MO IJIEKAIIAX
HCKIIIOUEHHUIO M3 OO0IIero peecrpa
CBEJICHUM O 3asBJICHUH

mporeaypa NpeaHa3sHaueHa Jis
(hopMHpOBAHUS M TIPEICTABICHUS
YHOJHOMOYEHHBIM  OpPraHOM

rocyaapcTBa-uigeHa B Komuccuio



CBEICHUH O MOJJIeKalleM
Pa3MEIICHUIO B EIMHOM peecTpe
JIOKYMEHTE

5. I'pymma mponexyp "IIponexypsl HanpaBiieHHs CBEACHMI O PETHCTPALUH JICKapCTBEHHOTO
mpemnapara 1 paCCMOTPEHHSA CBEICHMI O 3as4BJICHHH Ha MPOBEICHAE MPOIEAYP PErACTPaIiH
nexapcTBeHHOro npenapara” (P.MM.01.PGR.002)

18. IIpoueaypsl HalpaBIEHUsI CBEICHUN O PETUCTPALUM JIEKAPCTBEHHOrO Mpemnapara u
pacCMOTPEHHSI CBEACHUUM O 3asABJICHUM Ha IMPOBEIECHUE MPOLEAYp pPErucTpanuu
JIEKapCTBEHHOTO MpemnapaTa BBINOJHSIOTCSA MPHU OCYIIECTBICHUHU IMPOLEAYP PErUCTpalUH
JIEKapCTBEHHOT'O IIPEIapara B rocyAapCcTBax NPU3HAHMS.

[IpencraBineHre CBEACHUM OCYIIECTBIAETCI B COOTBETCTBUH C PerimameHTOM
MHPOPMAIMOHHOTO  B3aUMOJEHCTBUS  MEXJYy  YINOJHOMOYEHHBIMH  OpraHamMu
rOCy/IapCTB-WICHOB MpPHU peau3allud CPEeACTBAMU HHTETPUPOBAHHONW HH(OPMAIIMOHHON
CHUCTEMBbI BHEIIIHEH U B3aUMHOW TOProBiu oOmiero mpoiecca "dopMmupoBanue, BeJeHUE U
UCIIOJIb30BAHUE €IMHOTO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpasuniickoro skoHoMmuueckoro cor3sa', yreepxaeHHbIM Pemennem Komnernu EBpasutickoit
PKOHOMUYECKOM Komuccuu OT 25 okra0ps 2016 r. Ne 122 (nmamee — PermameHt
UHPOPMAIIMOHHOTO  B3aMMOJEUCTBUA  MEXAY  YIOJHOMOYEHHBIMH  OpTraHaMu
roCyAapCTB-4YJICHOB).

[Ipu nonyyeHun ynoIHOMOYEHHBIM OpraHOM peepeHTHOIr0 rocyAapcTBa 3asBICHUs Ha
MIPOBEJECHUE MPOLENYP PETUCTPALMH JEKAPCTBEHHOTO MIpEnapaTa B rocy/1apcTBax MprU3HaHUs
BBINIOJIHAETCS npouenypa "[lonydeHne cBelneHMI O 3asBIEHUM Ha MPOBEJICHHUE MPOLEAYP
peructpaiuu jgekapcreHHoro npemnapara’ (P.MM.01.PRC.004).

B ciyyae HEBO3MOKHOCTH pacCMOTPEHUs YIIOJTHOMOYEHHBIM OPTaHOM TOCYyJapcTBa
NpPU3HAHUS 3asBJICHUS HA MPOBEJICHUE MPOLEAYP PETUCTPALIMU JIEKAPCTBEHHOIO Mpenapara
0 pe3yJibTaTaM MPOBEPKHU MOJHOTHI U (MJIM) KOPPEKTHOCTH MPEICTABIEHHBIX TOKYMEHTOB, a
TaKkXe B CiIydyae BBIABJICHUS HApYIIEHUM, CBS3aHHBIX C OIUIaTOM cOopa (MOILIKHBI),
BBITIOJIHAETCS MpoLEeaypa "YBEIOMIECHHE O HEBO3MOKHOCTH PACCMOTPEHUS 3asBJIICHUS Ha
MIPOBEJICHUE MPOUEAYP perucrpanuu jJekapcrseHHoro npemnapara’ (P.MM.01.PRC.005).

[Ipu HempeacTaBIEHUH 3asIBUTEIEM 3aPOIIEHHBIX TOKYMEHTOB B YCTAHOBJIEHHBIN CPOK
IIPU BBIMOJHEHUU MPOLEAYP PErUCTPallMy, UHBIX CIIy4asX, MPelyCMOTPEHHBIX MpaBUIaMu
perucTpanuu, st yBe1oMiIeHus: 00 3TOM YIIOJTHOMOYEHHOTO OpraHa rocy/1apcTBa MpU3HAHUS
YIOJIHOMOYEHHBIM OPraHOM PePEepEeHTHOr0 rocy1apcTBa, a TAKXKE MPHU U3MEHEHUU COCTaBa
JOKYMEHTOB PETHUCTPALlMOHHOTO JOChE€ WM PETUCTPALMOHHOTO Ji€jia BBINOJHAETCS
npoueaypa "YBenomieHue o0 MU3MEHEHUU CBEJIEHHMI O PErucTpaluy JIEKapCTBEHHOI'O
npenapara" (P.MM.01.PRC.006).

19. ITpuBenennoe onucanue rpynnsl npoueayp "[Ipouenypsl HarpaBiIeHUsT CBEICHUN O
perucTpauuy JEKapCTBEHHOrO IMpernapara U PacCMOTPEHHUs CBEIACHUN O 3asBJICHUHM Ha



MPOBEJICHUE TPOIEAYp peructpanuu jekapcrBeHHoro mnpemnapara" (P.MM.01.PGR.002)
MPEJICTABJICHO HA PUCYHKE 3.

n(l.'l'\ Henue CIjC,-'lI.'IiIiﬁ
O JASBICHHH HA MMPOBEJCHHE
LPOLEIYP PErHCTPALIHE
JICKAPCTECHHOTO TTPEriapaTa
(P.MM.OL.PRC.004)

« Y uacTnes ./,‘_-—‘\ «Yuacren

YBeAOMICHHE 0 HCROAMOAKHOCTH
PACCMOTPEHNS ZaABICHHA HA
NpoBCICHAS TPOLIEIy
PErHCTPALHH AEKAPCTBEHHOIO
npenapara (P.MM.01.PRC.005)

«Yuactuen «Yuacruen

VnogHoModeHHbii
opran pedepenTHOTO
rocyapcTea
{(P.MM.O1.ACT.O02)

Vnonuomouenuwiii opran
racy JapcTBa-yuricHa
{(P.MM.OLACT.O00)

aYyaeTHes a YaacTuer

YeeqoMmrenne of HIMEHEHAH
CBC/ICHHH O PETHCTPALIHN
NEKApCTEEHIOTO Npenapara
(P.MM.01.PRC.006)

Puc. 3. O6mas cxema rpynmnsl npoueayp "llpoueaypsl HampaBlieHUsS CBEICHUU O
perucTpanuu
JIEKapCTBEHHOI0 TMpernapara U PacCMOTPEHHUS] CBEICHUN O 3asBJICHUHM Ha IPOBEICHUE
HpOnUCAyp
peructpanuu jgekapctBenHoro npemnapara” (P.MM.01.PGR.002)

20. ITepeuens nporueayp oOlero npolecca, BXoAAIMuX B rpynmy npoueayp "llpouenyps
HamnpaBJICHUs] CBEJACHUW O PETHCTpalUM JIEKAPCTBEHHOrO Mpernapara U pacCMOTPEHHS
CBEJICHMI O 3asIBJICHUU Ha MIPOBEJCHUE MPOLIEyP PETUCTPALIMH JIEKAapCTBEHHOTO Mpernapara (
P.MM.01.PGR.002), mpuBenen B Tabnurie 3.

Taomuna 3

Ilepegens mponexyp obmero mponecca, BXOAAMMX B rpymry nponeayp "I[Iponeayps
HaIpaBJIeHUA CBEICHUH O PETUCTPAIMH JIEKAPCTBEHHOTO MpenapaTa ¥ paCCMOTPEHHUS CBEACHHM O
3asBJICHHH Ha IPOBEICHHE MPOoLeayp pPerucTpaliy JekapcTBeHHoro npemnapara” (P.MM.01.PGR
.002)

KomoBoe o603HaueHMe HaumenoBanue Onucanue

1 2 3



npoueaypa MpeaHa3HayeHa Jist
HATIPABJIICHUS YIIOJHOMOYCHHBIM

TOJTY4CHHUC CBEJCHUH O 3aiBICHHH oprapom pedepeHTHOTO
P.MM.O1.PRC.004 Ha  IPOBCACHHUE  MPOUEAYP roCyZlapcTBa yIOJHOMOYEHHOMY
perucTpanuy  JIEKApCTBEHHOIO  opraHy rocyjaapcTBa IpU3HaHUS
Iperapara 3asBJICHHSI Ha MIPOBEJICHUE TIPOLIEAYD
perucTpanuu  JIEKapCTBEHHOTO
npenapara

mpouenypa IpeIHa3HaueHa s
HaIpaBJICHUA YIOJIHOMOYEHHBIM
OpraHOM TOCyJIapcTBa NPHU3HAHUS
YIOJIHOMOYEHHOMY  Oprasy
pedeperTHOTO  rocymapcTBa
MIPOBEACHUE NPOLEAYDP PErUCTPALUU
YBEIOMIICHUSI O HEBO3MOXXHOCTH
paccMOTpeHHs 3asBIEHHS Ha
MIPOBEACHUE MIPOIEAYP PEruCTpaLlui
JICKapCTBEHHOTO Npernapara

yBeLLOMHeHI/Ie O HCEBO3MOXHOCTH
ACCMOTPCHUA 3aiABJICHUA Ha
P.MM.01.PRC.005 P P

JICKapCTBCHHOT'O IIperiaparta

mporeaypa MpefAHa3HaueHa s
HAMpaBJICHUS YIOJTHOMOYCHHBIM
OpraHom pedepeHTHOTO
rocyJapcTBa YIOJHOMOUYEHHOMY
OopraHy TrocCyJapCTBa MpU3HAHUS
yBeJIOMIICHHS 00 W3MCHCHHHU
CBEIEHHUI O  perucrpaiuu
JIEKapCTBEHHOTO TpernapaTa

yBeIOMIIeHHE 00 HU3MEHEHHH
P.MM.01.PRC.006 CBEICHHH O  perucTpamuu
JIEKapCTBEHHOTO TIpernapaTa

6. I'pymma mponeayp "IIponemypsl HOXy9eHHS YIIOIIHOMOYCHHBIMHE OpraHaMH I'OCyAapCTB-WICHOB
CBeeHHii, comepxkamuxcsa B o6meM peecrpe" (P.MM.01.PGR.003)

21. Ilpoueaypsl NOTyUYEHUS YIIOJTHOMOUYEHHBIMUA OpraHaMH roCyJapCTB-WIEHOB CBEACHUN
, COIEpIKaIIUXCsl B OOIIEM pEeecTpe, BBIMOIHIIOTCSA MPHU MOJIYYSHHH COOTBETCTBYIOIIETO
3arpoca oT HH(HOPMALMOHHBIX CUCTEM YIIOJIHOMOUYEHHBIX OPTaHOB rOCYJapCTB-UJICHOB.

B pamkax BBIMOJHEHHS MPOIEAYp MOJYYEHHUS YMOJHOMOYEHHBIMU OpraHaMu
rocyJlapCTB-4JICHOB CBEJIEHMH, colepKalmuxcsa B o0meM peecTtpe, 00padaThIBarOTCs
CJICYIOIINE BUBI 3aIIPOCOB, TIOCTYMAIINUX OT HHPOPMAITMOHHBIX CUCTEM YITOJTHOMOYCHHBIX
OpPraHoOB TOCY/IapCTB-YJICHOB:

3anpoc nHGOPMAIIMH O AaT€ U BpEeMEHU OOHOBIIEHHUS O0IIETO PeecTpa;

3aIllpoC CBEACHMIA U3 OOIIETO peecTpa;

3anpoc nHGopManuK 00 N3MEHEHUSIX, BHECEHHBIX B OOIIHIA peecTp;

3aMmpoc HOMepa PEeTUCTPAIMOHHOTO YI0CTOBEPEHUSI.

3anpoc uHbOpMALMK O JaTe U BPpeMEHU OOHOBJIEHUS OOIIEro peecTpa BBHIMOIHICTCS

YIOJHOMOYEHHBIM OPTaHOM TOCYJapCTBa-ujeHa B IEJSIX OICHKH HEOO0XOIUMOCTHU
CUHXPOHM3AIMN UMEIOIINUXCS B €ro MHPOPMAIIMOHHOM PECypCce CBEICHUN O 3asBICHHSX, a
TaKk)Ke CBEIIEHUU O 3aperHCTPUPOBAHHBIX JICKAPCTBEHHBIX Ipernaparax Co CBEICHUSIMH,



cojepKanuMucs B o0mieM peectpe u xpansumumuca B Komuccuu. [lpu ocymiectBiennu
3ampoca BeIMoJiHIeTCs mporeaypa "[lonyuenne nHdopManuu o 1ate U BpeMeHU OOHOBJICHUS
obmero peectpa" (P.MM.01.PRC.007).

3amnpoc CBEJCHHN W3 OOIIEro peecTpa BBIMMOJHACTCA C IEIbI0 IMOJYyYCHUS
YIIOJTHOMOYEHHBIM OpPraHOM TOCYNapCTBa-wWICHA aKTYalbHBIX CBEJACHUN O 3asBICHUSX,
CBEJICHUH, COIEPKAIINXCS B PETUCTPALIMOHHOM JIeJie UM PErUCTPALIMOHHOM JI0ChE, a TaKkKe
CBEJICHUH O 3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX MpernapaTax. B 3aBUCHMOCTH OT yCIIOBUN
3ampoca akTyajabHbIe CBEACHHS U3 OOIIETr0 peecTpa MpeACTaBISIOTCS M0 BCeM peepeHTHBIM
rocyJapCTBaM WM TT0 KOHKPETHOMY peepeHTHOMY TOCYIapCTBY.

3anpoc cBefieHU# U3 00IIEero peecTpa MOKET OCYIIECTBISATLCSA KaK Ha TEKYIIYIO 1aTy, TaK
Y TI0 COCTOSTHUIO Ha JIaTy, YKa3aHHYIO B 3ampoce. [Ipu ocyiiecTBIeHNN 3ampoca BhITIOTHSICTCS
npoueaypa "l[lonyuenue ceeaenuit u3z oduero peecrpa" (P.MM.01.PRC.008).

3anpoc uHbopManuu 00 WU3MEHEHUSIX, BHECEHHBIX B OOLIUN peecTp, BHIMOIHSIETCS C
IEJBI0 TTOTYYCHUS YIIOJTHOMOYEHHBIM OPTaHOM TOCYAapCTBa-4IeHa M3MEHEHHBIX CBEICHUN O
3asBJICHUSX, CBEJICHUM, COAECPKAUTUXCS B PETHCTPAIIMOHHOM JIeJie WJIM PETUCTPALMOHHOM
JI0Che, a TAaK)Ke CBEJICHUI O 3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX TperapaTax.

[lpu 3ampoce wHpopmanuum 00 HM3MEHEHUAX, BHECEHHBIX B OOIIUN peecTp,
MIPEICTABIISIFOTCS CBEICHHMSI, KOTOPBIC OBLIHM JO0ABJICHBI B OOIINI PEecTp, a TAKKE CBEIICHUS,
B KOTOpbIE OBUIM BHECEHHl M3MEHEHHS HAauyWHAas C MOMEHTA, YKa3aHHOTO B 3aIpoce, 0
MOMEHTA BBIIMOJIHEHUS 3TOrO 3ampoca.

B 3aBucumocTH oT ycnoBHil 3ampoca M3MEHEHHBIE CBEACHUS M3 OOIIETO peecTpa
IIPEJICTABIIIOTCS TI0 BCEM pePEPEHTHHIM TOCYyAapCTBaM HIIU 110 KOHKPETHOMY pedepeHTHOMY
roCcyJ1IapCTBY.

[Ipu ocymiecTBiaeHuN 3amnpoca BeInoaHseTcs nporeaypa "[lonyuenue nndopmaiuu 06
M3MEHEHUsIX, BHECEHHBIX B 00muii peectp" (P.MM.01.PRC.009).

[Tpu mpuHATHYN pENIeHUs O PETUCTPAIIUU JIEKaPCTBEHHOTO MpernapaTa yroJIHOMOYEHHBIM
OpraHoM pe(epeHTHOTO TOCyJapcTBa BHIMONHAETCS npomeaypa "lloaydenue Homepa
peructpanuonHoro yaocrosepenus” (P.MM.01.PRC.010).

[Ipy mnonydyeHMHM YHUKAJIbHOTO HOMEpa PEruCTPALMOHHOTO YJIOCTOBEPEHHS
YIOJIHOMOYEHHBIA OpraH peepeHTHOro rocyAapcTBa BbINOJIHAET npoueaypy "M3MeHnenue
cBeleHuH, coaepxkamuxcs B oomem peectpe” (P.MM.01.PRC.002) ¢ nenpio BKIOYCHUS U
OIMyOTMKOBAHUS CBEJACHUIN O 3apEeTUCTPUPOBAHHOM JIEKAPCTBEHHOM TIperapaTe, B TOM YHCIIE
00 yHUKaJIbHOM HOMEpE PETUCTPAIMOHHOTO YIOCTOBEPEHUS, B €IMHOM PEECTpE.

YIIOTHOMOYEHHBIN OpraH rocy/1apcTBa MPU3HAHUS MOJydaeT CBEJACHUS 00 YHUKAITBHOM
HOMEpPE PErUCTPAIMOHHOTO YAOCTOBEPEHUS IMyTEM BBIMOMHEHHUs mporeaypsl "l[lomydenue
uHpopmaiuu 06 M3MEHEHHSX, BHECEHHBIX B oOumii peectp”" (P.MM.01.PRC.009) unu
[Toyuenue ceeaenuii u3 obmiero peectpa’ (P.MM.01.PRC.008).

Jlns mojiydyeHHsi YINOJHOMOYEHHBIM OPraHOM TOCYJIapCTBa-uyji€Ha CBEACHUU O
pEerucTpaIuy JIEKapCTBEHHOTO TpemnapaTa 1Mo KOHKPETHOMY HOMEpY 3asBICHHS W (WIIH)

"



PErUCTPALMOHHOTO YAOCTOBEPEHMS BBINONHAETCA npouenypa "llomydueHue cBeneHUil o
peructpanuu jgekapctseHHoro npenapara uz Komuccun" (P.MM.01.PRC.017).

JUIsl IOy4YeHnsl YIIOJTHOMOYEHHBIM OPTaHOM IOCYJapCTBa-4JI€HA CBEJIEHUN O JOKYMEHTE
PETUCTPALIMOHHOTO JIOChE UM PErUCTPALIMOHHOTO JI0ChE, PA3MEIIEHHOM B €JUHOM PEECTPE,
BBITIOJTHSAETCS Tpouenypa "llosydeHue cBeOEHHM O pa3MEIIEHHOM B €IUHOM peecTpe
nokymente" (P.MM.01.PRC.018).

22. IlpuBeneHHoe onucanue rpynnsl npouenyp "Ilpouenypsl moiaydeHus CBEIEHUN,
conepxkamuxcs B oomeM peectpe” (P.MM.01.PGR.003), npencraBneno Ha pucyHke 4.

onyderHe HHPOPMAHH O

JaTe H BPeMEHH 0OHOBNCHHA
obmeroe peectpa

(P MM .01.PRC.00T)

W YqacTHeY «¥qacTHE

Y HACTHEY

WY qacTHe

[TomytieHde cBedeHHE
H3 0DIIETo peecTpa
{P.MM.01 PRC.O08)

WY aacTHEN m «WYaacTHE N

WY HacTHe.

Y HACTHEY [ony4ente HHQOPMALIHE 00
H3IMEHEHHAX, BHECEHHEIX B OO
peecTp (P.MM.O1.PRC.00S)

Vo MHOMOSE HE LI
OPraH rocyJapcTea-
qIeHa
(P MM O1LACTOOL)

KomuaccHI
(PACT.00L)

[lomyvesHe cBeIeHHA O
PErHCTPALHH JeKAPCTBEHHOTO
npenaparta u: Kouuccun
(P.MM.O1.PRCOLIT)

WY qACTHE Y

[Monywenne ceenenyi o
PASMEIIEHHOM B €JHHOM
peecTpe oKy MeHTe
(PMM.O1.PRC.O1E)

«¥VgacTHEY
[omyuenne wonMepa
PETHCTPALTHOHHOTO Y monHoMose HHBIR
VIOCTOBEPEHHT OpraH pedepeHTHOTD
(P MM.01.PRC 010) rocyZapcrea

(PMM.OLACT.O02)



Puc. 4. O6mias cxema rpyIibl IPoIeayp MOJTYyUEHUs CBECHUN, COACPIKAINXCS
B o6mem peectpe" (P.MM.01.PGR.003)

23. [lepeuens nporueayp odliero npolecca, BXOAAMuX B rpynmy npoueayp "llpouenyps
MOJIyYeHUS CBEICHHM, cofepkamuxcs B oomem peectpe” (P.MM.01.PGR.003), mpuBenen B
tabmnuite 4.

Tabnuia 4

Ilepegens mponexyp o0mero mponecca, BXOAAMMX B rpymny npouenyp "IIpomeaypsl morygaeHus
CBeJieHHi, comepaxkamuxcsa B oomeM peectpe" (P.MM.01.PGR.003)

KonoBoe 0603Hauenme Haumenosanue Onucanue
1 2 3

mporeaypa MpeAHa3HaueHa s
MpEACTaBIEHUS Komuccuen
nojiydeHne MHGoOpManuu O nare U MHPOpPMALUU O JaTe U BPEMEHHU
P.MM.01.PRC.007 BpeMEHH OOHOBJICHHS OOIIEro OOHOBJCHHUS OOIIEro peecTpa Io
peectpa 3ampocaM OT HH()OPMAIHOHHBIX
CHCTEM YIOJIHOMOYEHHBIX OPraHOB
rOCy/JapCTB-WICHOB

mpoleaypa IpeaHa3HayeHa i

NpecTaBICHUS Komuccuei
MOJyYCHHE CBEACHUM M3 OOINEro CBEACHUM M3 OOIIEro peecrpa Io
P.MM.01.PRC.008 Y beeetp
peectpa 3ampocaM OT HWH(OPMAIHMOHHBIX
CHCTEM YIOJHOMOYEHHBIX OPTaHOB

rOCYZapCTB-WICHOB

npoueaypa INpeAHa3HaueHa JJis
npeacrtasienuss  Komuccuei
W3MEHEHHBIX CBEACHUU W3 OOIIero
monydeHue wHopManmum 00  peecTpa 3a MepHoi OT YKa3aHHBIX B
P.MM.01.PRC.009 M3MEHEHUAX, BHECCHHBIX B OOIIMH 3ampoce aaThl W BPEMEHU [0
peectp MOMEHTa BBITIOJHEHHsI 3ampoca I10
3ampocaM OT HWH(OPMAIMOHHBIX
CHUCTEM YIOJHOMOYCHHBIX OPTraHOB
TOCyIapCTB-WICHOB

mporeaypa INpeAHa3HaueHa JJis

npencrasieHus — Komuccueit
OUYEpeTHOr0 YHHUKAJIBHOTO HOMeEpa

MOJy4EeHHUE HOMepa

P.MM.01.PRC.010 Y p PEruCTPaliOHHOIO YIOCTOBEPEHUS
PETUCTPAIIIOHHOTO YJOCTOBEPEHUS .
[0 3ampocy OT MH(POPMAIMOHHON
CHCTEMBbI YIIOJTHOMOYEHHOTO OpraHa

pedepentHoro rocynapcraa

npoleaypa MpeaHasHayeHa Jist
NpeaCTaBICHUAS Komuccuei

NOJy4YeHHUe  CBEJEHUH O CBEICHHII O  perucTpauuu
P.MM.01.PRC.017 perucTpamii  JIeKapCTBEHHOTO  JIGKAapCTBEHHOTO IMIpemapara IIo
npenapata u3 Komuccun 3ampocaM OT HWH(OPMAaIMOHHBIX

CUCTEM YIHOJHOMOYCHHBIX OpPraHOB
rocy1apCTB-4JICHOB



npoueaypa MpeaHa3HayeHa Jist
MpeACTaBICHUS Komuccuei

[oJlydeHue  CBEACHHH O CBEJICHHH! 0 pa3MEIEHHOM B eHHOM
P.MM.01.PRC.018 PasMEICHHOM B €MHOM PEECTPE  ,oocrpe nokyMeHTE 0 3aPOCAM OT
AOKyMCHTE HHPOPMAITMOHHBIX CHUCTEM

YIIOJIHOMOYCHHBIX OpraHos
TrocyaapCTB-4JICHOB

7. I'pymma nponeayp "IIponexyps! nomyuenns Komuccuei cBeenuit, copepxammuxcs B
PErHCTPAIIHOHHOM JeJIe WM perucTpanruoHHoM aocke” (P.MM.01.PGR.004)

24. IIpouenyps! noayuenus: Komuccuen cBeieHU, COAEPKAIUXCS B PETUCTPALMOHHOM
JeJIe WIN PETUCTPALMOHHOM J0ChE, BBINOJHAKTCA KomMuccuen npu yperyanpoBaHUU
pa3HOTJIaCHUl HA HJKCIIEPTHOM KOMHUTETE B CIlIydasiX, NPEAYyCMOTPEHHBIX IpaBUIaMU
pPETUCTPALUN.

B ciiydyae nHeo6xoaumocTu nosyduenusi Komuccuein JOkyMeHTOB pETUCTPAIIMOHHOTO Jieja
WJIA PETUCTPALMOHHOIO JIOChE MTPU YPETYJIUPOBAHUMN PA3HOIIACUNA HA SKCIIEPTHOM KOMUTETE
BBINIOJIHSAETCS mporenypa '"[losydyeHue cCBeAEHHI W3 PETrHCTPALIMOHHOrO [€Jia WJu
peructpaunonHoro nocse Komuccueir" (P.MM.01.PRC.011).

25. IlpuBenennoe onucanue rpynmsl npoueayp "Ilpouenypsl nonydenuss Komuccuei
CBEJICHU, COJIEPKAIIUXCS B PETUCTPALMOHHOM JIeJI€ WIH perucTpauoHHomM jocke" (P.MM
.01.PGR.004), npencraBieHo Ha pUCYHKE 5.

O O
« Y UacTHEe» Q « YuacTHey
[onyuenne ceeeHMil
: " H3 PErHCTPALHOHHOTO 1€/ HIIH
YnonaoMOUeHHEIH opraH PErHCTPALIHOHHOTO 10Cke KoMHCCHS
|}::tj1i:}]::l{'r}mm FLII;}-'JLI[‘?;C'TBEI Komucchei (P.ACT.001)
(P.MM.OL.ACT.O02) (P.MM.01.PRC.O11)

Puc. 5. O6mias cxema rpymnsl poreAyp noiayudenus Komuccueit cBeienuit,
COZIEpKAIINXCS B PETHCTPAIMOHHOM Jielie WM peructpanuoHHoM npocbke" (P.MM.O1.PGR
.004)

26. [lepeuens nporneayp odIIero nporecca, BXOAAIMKUX B rpynmny npoueayp "Ilpomenyps
nonyuenuss Komuccuedt cBeneHMil, coAepKalluXcs B PETrUCTPALMOHHOM JeJie WU
peructpaunonHoM gocke" (P.MM.01.PGR.004), npuBenen B Tadnuiie 5.

Ta0muna 5

Ilepegens nponexyp o6Imero mponecca, BXOAAMMX B rpyminy nponexyp "IIpomeaypsl morygeHus
Komuccrelt cBeZieHHiA, COASPKANMXCA B PETHCTPAIMOHHOM JIeJI€ I PETUCTPAITMOHHOM J10che" (
P.MM.01.PGR.004)



KonoBoe 060o3Hauenue Hanmenosanue Omnucanue
1 2 3

npoleaypa MpeaHa3HaYeHa s

o npeacTaBjICHUs YIOJIHOMOYCHHBIM
MOJIYUCHUEC CBCACHHUU us3

PEeTUCTPAllMOHHOTO Jlefla  WJIU
pETUCTPAILMOHHOTO JI0Che
Komuccuen

OpraHoM pedepeHTHOrO
TOCyZapcTBa CBEJCHUH (JOKyMEHTOB
) U3 PErUCTPAllMOHHOTO Jena WU

P.MM.01.PRC.011

pPErucTpauoOHHOTO  J0ChE IO
3anpocy Komuccun

8. I'pymma mpornexyp HOIXy9IeHHd YIIOJHOMOYEHHBEIM OPraHOM IrOCyJapCTBa IPU3HAHWS CBEICHUH,
COJIepXKAIUXCA B PETHCTPAIMOHHOM Jele WM perucrpanaoraoM aocke” (P.MM.01.PGR.005)

27. Ilpouenypa moiaydeHUs] yYIMOTHOMOYEHHBIM OPraHOM TOCyJapcTBa MPU3HAHUS
CBEACHUI, COJEpKAIIMXCS B PETUCTPALMOHHOM JI€JI€ WM PETHUCTPALMOHHOM JI0ChE,
BBITIOJIHSETCS B CJIydasX, OMNPEACICHHBIX MOPSIKOM, B TOM YHCJIE MPHU BBIMOJTHEHUHU
MPOIEAYP PETUCTPALIUH.

B cnydae BO3HUKHOBEHHS HEOOXOIMMOCTU MOJYYEHHUS YIOJIHOMOYEHHBIM OpPraHOM
rocyJ1IapcTBa MpU3HAHUS JOKYMEHTOB PErUCTPAIMOHHOTO Jieja WM PETUCTPALIMOHHOTO J0ChEe
BBITIOJTHSIETCSL Tipouienypa "[lodydeHue cBeAeHM U3 PETHCTPAMOHHOTO Jeja WU
peructpauunonHoro aocke" (P.MM.01.PRC.012).

28. IlpuBeaenHoe omnucanue Trpynnbsl mnpoueayp "[lpoueaypbl MoJTydeHUS
YIIOJJHOMOYEHHBIM OpPraHOM TOCyJapcTBa NPHU3HAHUSA CBEICHUM, COJAEpKaIIUXCS B
pEruCTpaMoOHHOM Jietie win peructpanonHom gocke” (P.MM.01.PGR.005), npencraBieHo
Ha PUCYHKE 6.

«YuacTuen /—\ « Yuactuen
[Monvuenne cBeaeHnii us
VIonHoMoYe HHE {‘lel Al PETHCTPAIHOHHOTO JIC]Ia HITH VIronHosMOoUe HH LI l‘}}fl!'fili
Ptt{iJEpEITTHO]'U rocyaapeTsa PErHCTPALIHOHHOTD J0CHE rocyaapeTBa MpH3HAHKA
(P.MM.O1.ACT.002) (P.MMOT.PRC.O12) (P.MM.O1.ACT.003)

Puc. 6. O0mas cxema rpynmnsl npouenyp "lIpouenypsl noayuenus
YIOJIHOMOYEHHBIM OPraHOM IrOCyJJapCcTBa MPU3HAHUS CBEEHUH, COEPKAILUXCS B
pPEruCTpaImoOHHOM Jene win peructpannoniom gocke” (P.MM.01.PGR.005)

29. Ilepeuens nporueayp oOiIero npolecca, BXoAAmux B rpynmy npouenyp "llpouenyps
MOJIy4eHHS YIIOJITHOMOYEHHBIM OPraHOM TOCYAapCTBa MPU3HAHUS CBEJICHUMN, COJEPIKAIUXCS
B PETUCTPALMOHHOM Jiene WK perucrpaunoHHoMm nocke” (P.MM.01.PGR.005), npuBeneH B
Tabnuiie 6.

Tabnuua 6



ITepegens nponexyp o6mero mpomecca, BXoAAmMuX B rpymry nponexnyp "IIpomeaypsl moixydeHus
YIIOJIHOMOYECHHBIM OpraHOM I'OCYAapCTBa IPU3HAHKA CBEICHHI, CONCPIKAIINXCS B
PETrHCTPAIIOHHOM Jejie WK perucrpanaonaoM gocse” (P.MM.01.PGR.005)

KomoBoe 0003Hauenme HanmenoBanue Omnucanne
1 2 3

mporeaypa MpeaHa3HadeHa st
MMpEeACTaBJICHUA YIIOJIHOMOYCHHBIM
OpraHom pedepeHTHOTO
rocy/JapcTBa CBECHUH (JOKyMEHTOB
) W3 PETUCTPAIMOHHOTO Jelia HIIH
PETHCTPAIMOHHOTO  J0ChE IO
3aMpoCy YIMOJIHOMOYEHHOTO OpraHa

MOJy4YeHHE CBEIEHUN Hu3
P.MM.01.PRC.012 PEeTHCTPAllHOHHOTO Jlefla  WJIH
PETUCTPAIIHOHHOTO JI0ChE

rocyJaapcTBa MpU3HAHUSA

9. I'pyrma nponexayp "[Iponenypsl yBeaoMiIeHHS 06 OTMEHe WM aHHY/IHPOBaHUH
perucrpanuorHoro yaocroseperus” (P.MM.01.PGR.006)

30. ITpouenypa yBenomieHuss 00 OTMEHE WM aHHYJIMPOBAHUHU PETUCTPALMOHHOIO
YIOCTOBEPEHHSI  BBIMOJHAETCS MNPU  NPUHITHU  YIOJHOMOYEHHBIM  OPraHOM
rocyjapcTBa-ujieHa peuieHuss o0 OTMEHE WM aHHYJHUPOBAHUU PErUCTPALIMOHHOTO
YAOCTOBEPEHUS B CIIy4asix, IPELyCMOTPEHHBIX IPABUIIAMH PETUCTPALIMH.

B cnydae npuHsTHS pemieHus 00 OTMEHE WIM aHHYJIUPOBAHUM PErUCTPALMOHHOIO
yAOCTOBEpEHHs BBINONHsETCS mnpoienypa "Hanpasnenue yBegomiieHuss o0 OTMEHE MWIH
aHHYJIMPOBAHUU perucTparuoHHoro yaocrosepenus” (P.MM.01.PRC.013).

31. I[IpuBeaennoe onucanue rpymmsl npouenayp "Ilpouenypsl yBenomiaeHus 06 oTMeHe
WIM AaHHYJUpOBaHUU peructpamuonHoro ynaocrosepenus" (P.MM.01.PGR.006)
MPEJICTABJICHO HA PUCYHKE 7.

«Yuactuen //—\ wYyactuey

Hanpaenenne veenoMienns obd
OTMEHE HJIH aHHYTHPOBAHHH

T T . T “r L
Y HOMHOMOYEHHEI OPTat.  perpeTpallMONHOTO YAOCTOBEPEHHS  YTIOTHOMOYCHHET Opraw,
ONOBEACMBIH 0D OrpaHHYEHHIN (P.MM.01.PRC.O13) OrpaHu4HBLINIL 0OpanleHne
ICKapCTBCHHOTC NIpETapaTa JIEKAPCTBEHHOTO TIpETapaTa
(P.MM.O1L.ACT.005) (P.MM.OT.ACT.004)

Puc. 7. O6mas cxema rpymimsl npouenyp "[Iponenypsl yBegomineHuss 00 OTMEHE WA
aAHHYJIMPOBAHUU
peructpanuonHoro yaocrosepenus” (P.MM.01.PGR.006)



32. Ilepeuens mporieayp oOIIEro mpolecca, BXOAAMUX B rpymnmny npoueayp "Ilpouenyps
yBeJOMJIEHUSI 00 OTMEHE WJIM aHHYJIMPOBAHUM PETUCTpalMoOHHOro ynoctoBepenus” (P.MM
.01.PGR.006), mpuBeneH B Tadbmnuiie 7.

Ta6numa 7

Ilepegens mponexyp obmero mponecca, BXOAAMEX B rpymry nponeayp "IIponeayps
yBeAOMIIEHHA 00 OTMEHE WM aHHYIHPOBAaHHH PETHCTPAIMOHHOro yaocroBeperua” (P.MM.01.
PGR.006)

KonoBoe o6o3Hauenme Haumenosanue Onucanue
1 2 3

mporeaypa NpeaHa3HadeHa is
HaIpaBJICHUS YIOIHOMOYECHHBIM
OpTaHOM, OTPAaHUYHUBIINM
oOpalieHue  JIeKapCTBEHHOTO
HalpaBlieHUE YyBEJOMJIEHHS 00 Tpemnapara, YHOJHOMOYEHHOMY
P.MM.01.PRC.013 OTMEHE WM aHHYJIMPOBAaHWHM  OpraHy, OIOBelaeMomMy 00
PETUCTPAIIOHHOTO YJOCTOBEPEHUSI OTPaHUYCHUH oOpameHus
JEKapCTBEHHOTO  IIpemapara,
yBeJOMJIEHHSI 00 OTMEHE WIIH
AQHHYJIMPOBAHUHU PETHUCTPALUOHHOTO
YAOCTOBEPEHUS

10. I'pynma nponexyp "IIponeaypsl BeeHHS IEPENUCKA B OTHOMIEHHH PETUCTPAIIMOHHOTO JIENIa
WM perucTpanuorHoro gocse" (P.MM.01.PGR.007)

33. Ilpouenypsl BeleHUs MEPENUCKH B OTHOIICHUU PETUCTPALIMOHHOIO Jejia WJu
PETUCTPAIMOHHOTO JOChE€ BBIMOJHAIOTCA TOCie O(OPMIEHUS IKCIEPTHOTO OTYETa IO
pe3yibTaraM HJKCHEPTU3bl JIEKAPCTBEHHOTO TIpenapara YMOJHOMOYEHHBIM OpPraHOM
pedepeHTHOr0 TOCyJapCcTBa, MPU COTIACOBAHUU SKCIEPTHOTO OTYETa TOCYJIapCTBAMU
MPU3HAHUS, a TaKXe MPU OCYIIECTBICHUHN MEPEIUCKU MEXIY YIMOJTHOMOYEHHBIM OpPraHOM
rocyJapcTBa MPU3HAHUSA M YIMOJTHOMOYECHHBIM OpPraHOM pPedepeHTHOTO TOCyIapCTBa MpPH
BBITIOJTHEHUHM TPOLEAYp PErucTpalvi WIM B MEpPUOJ JEUCTBUS PETUCTPAIUOHHOTO
YAOCTOBEPEHUSI.

[Tocne 3aBepiieHust 0oOpMIIEHUS SKCIEPTHOTO OTUETA YMOJHOMOYEHHBIM OPTaHOM
pedepenTHOTrO TOCYIapcTBa BhINMOJHAETCS mpoieaypa "llonydenue skcnepTHOro otuera" (
P.MM.01.PRC.014).

B cnyyae Hanu4us y ynmoJHOMOYEHHOTO OpraHa rocy/1apcTBa MPU3HAHUS 3aMeYaHUN B
OTHOIIIEHUU JIOKYMEHTOB PETUCTPALMOHHOIO JieJla WM PETUCTPAIMOHHOIO J10ChE, B TOM
yucie, Npu HeoOXOJAUMOCTH HANpPABJICHUS 3alpoca 3asBUTEIIO, BBIMOJHAETCS mpoleaypa '
[TonyuyeHnue 3aMedaHWil B OTHOIICHUHM JIOKYMEHTOB PETUCTPAIMOHHOTO Jiejia WU
peructpanuonHoro aocke" (P.MM.01.PRC.015).

'



B cnydae nmpuHSITHS yHIOJTHOMOYEHHBIM OPTaHOM TOCYJIapCTBA MPU3HAHUS PEIICHUS O
MpU3HAHUM (HEMPU3HAHUM) SKCIEPTHOTO OTYETa BBIMOJHAETCS mpouenypa "llonyuenue
peuieHus o npu3HaHuu (HenpuzHanuu) s3kcneptHoro oryera" (P.MM.01.PRC.016).

34. IlpuBeneHHOE OMUCaHUE TPYMIBI MPOLEAYp BEACHUS MEPENHUCKU B OTHOIICHUU
PErHCTPAlMOHHOrO JieNa WK peructpannonHoro aocke" (P.MM.01.PGR.007) npencraBieno
Ha pPUCYHKE 8.

[Tonyyenue
FRCTIEPTHOTO OTHETA
(P.MMOLPRC.O14)

WY MACTHER WY SACTHEY

«VHacTHEY //rﬁ_‘—\ WVaacTuen

[TomyyeHnse anedalHi B OTHOMCHEH
JOKVMEHTOE PETHCTPANHOHHOIO Tema
HIH PETHCTPALHOHHOTO JOChE
(P MM.OLPRC.O15)

Y IOMHOMOYeHHEIH OpraH
peepeHTHOTO
rocyJapcTEa

(P.MM.01.ACT.002) «VaacTHE

YIomHoMOUeHHEIH OpraH
TOCYIAPCTEA IPHIHAHAA
(P.MM.O1ACT.003)

WV ACTHEY

IMomyuenne pemeHHs o MPHIHAHEHA
(HEeNpHIHAHHH) 3KCOePTHOTO OTIETA
{P.MM.01.PRC.016)

Puc. 8. O6mas cxema rpynmsl npoueayp "lIpouenypsl BeneHUs MePenucky B OTHOLICHUN
PErHCTPAllMOHHOrO Jieja WK perucrpaunoHHoro pocse” (P.MM.01.PGR.007)

35. [lepeuens mporeayp oOIIero mporecca, BXOASIIUX B rpyminy npoueayp "llpouenypsi
BEJICHU TIEPENMCKHA B OTHOIICHUHU PETUCTPALIMOHHOTO JIEJIa NN PETUCTPAIIMOHHOTO Joche" (
P.MM.01.PGR.007), mpuBenen B Tabnure 8.

Tabnuua 8

ITepegens nponexyp odmero mpomecca, BXOAAMHUX B rpymry nponexyp "I[Ipomeaypsl BeaeHus
MEPENUCKA B OTHOIICHWH PETHCTPANOHHOTO JIeNa WM perucTpamuonHoro aocke” (P.MM.01.
PGR.007)

KonoBoe o603Hauenue HaumenoBanue Onucanue
1 2 3

npolenypa MpeAHa3Ha4YeHa IS
HampasJICHUA YIIOJIHOMOYCHHBIM
OopraHom pedepeHTHOrO

rocyJapcTBa YHIOJTHOMOYCHHOMY



P.MM.01.PRC.014 MOJTyYEHHE IKCIIEPTHOTO OTUETa opraHy rocyaapcTBa HNpH3HAHUS
CBCJACHUH O MOATOTOBICHHOM
9KCIIEPTHOM OTYETE, COCTABICHHOM
[0 pe3yibTaTaM dKCIEPTHU3HI
JIeKapCTBEHHOT'O IIpernapaTa

mpouenypa IpeJHa3HaueHa A
MIPEACTaBICHHUS YIOJTHOMOYEHHBIM
OpPTaHOM IOCYZapcTBa NMPHU3HAHUS B
YIOJIHOMOYEHHBIN opras
pedepeHTHOro  rocynapcrba

o CBe)IeHI/Iﬁ o HalmpaBJICHHBIX
IIOJIy4Y€HUEC 3aMCYaHHUu B

3asIBUTEIIO 3amnpocax o
OTHOILIEHUH ITOKYMEHTOB
P.MM.01.PRC.015 y MPEICTABIECHUN JIONTOTHUTEIBHBIX
PEeTUCTPAllMOHHOTO Jlefla  WJIU .
CBeIEeHHUH, a Takxke Iasd

PETHCTPALIOHHOTO JI0ChE .
HampaBJICHUs] 3aMEYaHHil B

OTHOIICHUHU JIOKYMEHTOB
pPerucTpallMoOHHOIO Jena WU
PEruCTPallMOHHOTO J0ChE IpHU
BBITIOJTHEHU N npoueayp
perucTpanuu

mpouenypa IpelHa3HaueHa i
MPEACTaBJICHHUS YITOJTHOMOYEHHBIM
OpraHoM r'oCyJapcTBa NMPHU3HAHUS B
YIOJIHOMOYEHHBIH opraH
pedepeHTHOTO  TroCyIapcTBa
CBEICHUH pelIeHnsl O MpU3HaHUU (
HEMpHU3HAHHUHN ) SKCIIEPTHOTO OTYETa

MIOJTyYeHHE PELICHUs O MPU3HAHUH (

P.MM.01.PRC.016
HEIPU3HAHUH) 3KCIIEPTHOTO OTYeTa

V. HadopmammoHHEIe 00BEKTH 00mero mpomecca

36. Ilepeuenr MHGOPMAIIMOHHBIX O0BEKTOB, CBEJICHUS O KOTOPHIX HIIM W3 KOTOPBIX
MEPETAF0TCS B TIpoliecce MHPOPMAIIMOHHOTO B3aMMOICHCTBHS MEXAY YYaCTHUKAMH OOIIEro
npoiiecca, IpuBeJieH B Tabduiie 9.

Ta6mmma 9

ITepegens uHGOPMAMOHHBIX 0OBEKTOB

KomoBoe 0003Hauenme Hanmenosanue Omnucanne
1 2 3

HHPOpPMAIHOHHBIH pecypc,

COEpIKAILNN:

HE TIOJUIe)KAIINUE OMyOJUKOBAHUIO

CBEJICHHUS O 3asIBJICHUSIX, CBEACHHS O

cocraBe JIOKYMEHTOB

P.MM.01.BEN.001 o0wmwuii peectp PETHCTPALKORKOrO Aena 1 (w1n)
PETHCTPAILIMOHHOTO JI0ChE;
MOJyIeXKAaIIMe OMyOIMKOBAaHUIO Ha
nHpopMmarmoHHOM noprane Coro3a
CBEJIEHHsI O PErHUCTPAI[MOHHBIX
YAOCTOBCPCHUAX, BKIIOYCHHBIX B
€JMHBIN peecTp



CB€ACHHUA 3ai4ABJIICHUA Ha
P.MM.01.BEN.002 3asBJICHUC BBIIIOJIHEHHUE npoueayp

perucTpanun

CBEJICHHS OKCIEPTHOTO OTYeTa,
0(OpPMIIEHHOTO YHOJIHOMOYEHHBIM
OpraHoM pedepeHTHOrO
rOCyZapCTBa, a TAKKE 3aKIFOYCHHS O
BO3MOKHOCTH MPU3HAHUS (
HETIPU3HAHUs) SKCIEPTHOTO OTYETA,
0(pOPMIICHHOTO YIIOJTHOMOYEHHBIM

P.MM.01.BEN.003 9KCHEPTHBIN OTYET

OpraHoM rocyaapCTBa npu3HaHusd

CBEJCHHS, colepxammuecs B
CBEJICHHS PETUCTPALMOHHOTO J10ChEe
P.MM.01.BEN.004 P P PETUCTPAIlMOHHOM JOChE HIIH
WM Jiena
PETHCTPALIHOHHOM JeJIe

VI. OTBETCTBEHHOCTH YIaCTHHKOB 00Iero mpomecca

37. llpuBiedyeHue K JUCIUIUIMHAPHOW OTBETCTBEHHOCTH 3a HECOOIIO/ICHHE TPeOOBaHUM,
HamnpaBJICHHbIX Ha oOO0ecrleYeHHEe CBOCBPEMEHHOCTH U TMOJIHOTHI TEepeadyd CBEICHUH,
Y4acCTBYIOIIUMX B MH(POPMAIMOHHOM B3aUMOJIEHCTBUM JTOJAKHOCTHBIX JIUI U COTPYIHUKOB
Komuccuu ocyiiectsiisieTcs B COOTBETCTBUU € [[JoroBopoM 0 EBpa3uiickoM 3KOHOMUYECKOM
coroze or 29 mas 2014 roma, MHBIMM MEXIYHApOAHBIMH JOTOBOPAMH M AaKTaMH,
cocTaBisAOIKUMHU MpaBo Coro3a, a JNOKHOCTHBIX JIMII U COTPYAHUKOB YIOJHOMOYEHHBIX
OpPraHoB IOCYIAPCTB-YJIEHOB — B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM IOCYAapCTB-UJICHOB.

VII. CopaBo9HHKH M KJIacCH(PHKAaTOpE 00mero mponecca

38. [lepeueHb cripaBOYHUKOB U KJIaCCU(UKATOPOB OOIIEro Mpoiecca NpruBeeH B TaOIHIIE
10.

Taomuna 10

IlepegeHb CIPaBOYHMKOB K KIACCH(PHKATOPOB OOMIEro mpomecca

KonoBoe 0603Hauenue HaumeHnoBanue Tun Omnucanue
1 2 3 4

COJIEPKUT MEePEUYCHb KOJOB
M HaNMEHOBAHUN €IUHUIL

MEXAYHapOoIHbIi M3MEpEHUs! B COOTBETCTBUH
P.CLS.009 KIacCU(UKATOP COMHHI]  KJIACCH(PHUKATOP ¢ Pexomenmanmeit Ne 20
HU3MEpEHUs EBpomneiickoit

YKOHOMHUYECKONH KOMHUCCHH
OOH

COACPIKUT NEepCUYCHDb

KJIAaCCU(UKATOP CTpPaH HaMMEHOBaHMH CTPaH 1 UX

P.CLS.019 KiaccupukaTop

Mupa KOJIbI B COOTBETCTBHHU CO
craagaptom SO 3166-1

COACPIKUT NEPCUCHb KOAOB
n MCIKAYHAPOAHBIX



P.CLS.038

P.CLS.039

P.CLS.041

P.CLS.044

P.CLS.046

CIIPaBOYHHUK
MEXIYHapOIHBIX
HEIaTEeHTOBAHHBIX
HauMEHOBaHHU
JICKAPCTBEHHBIX CPEICTB

CIIpaBOYHUK

KJIacCU(UKATOP CAMHMII
HU3MEPEHUS JO3UPOBKU H
KOHI[EHTpAIUH
JIEHCTBYIONIMX BEIIECTB B
COCTaBe JIEKAPCTBEHHBIX
TpeTapaToB

KiIaccuhukaTop

HOMEHKIAaTypa

KJ1acCU(pUKATOP
JIeKapCTBEHHBIX (hopM

KknaccuuraTop
KOMIUICKTYIOLIUX CPE/CTB

KJ1acCU(PHUKATOP
YIaKOBKH JIEKapCTBEHHBIX

IIpernapaToB

knaccuuratop
JIEKapCTBEHHOTO
PacTHTEIBLHOTO CHIPhSI

KJ1acCU(pHKATOP

HEMaTeHTOBAHHBIX
HauMEHOBaHUU
JIEKapCTBEHHBIX CPEACTB
(mpumensieTcs

B COOTBETCTBHHU

¢ Pemenuem Kommernun

Komuccunm ot 10 mas 2018
r. Ne 71)

COJICPKUT MEepeyeHb KOJ0B
1 HAaNMEHOBAaHUH eIVHMIL
N3MEPEHNS, HCTIOJIB3YEMBIX
B (apmakonorudm s
KOJINYECTBEHHOTO
BBIPOXEHHS JI03UPOBKH U
KOHIEHTpaluH
JIeICTBYIOINX BEIIECTB
(mpumenseTcs

B COOTBETCTBHHU

¢ Pemenuem Komnerun
Komuccun ot 7 ceHTSAOps
2018 1. Ne 150)

COJIEPKUT MEePEICHb KOJOB
u HauMEHOBaHMI
JIEKapCTBEHHBIX QopM  (
MPUMEHSICTCS B
COOTBETCTBHH ¢ Pelrennem
Komnernn Komuccuu ot 17
centsaops 2019 r. Ne 158)

COJIEPKUT NEepeUYeHb KOAOB
51 HauMEeHOBaHUI
KOMILTEKTYOIUX CPEICTB,
COIepXKamuxcs  BO
BTOPHUYHOU (
MOTPeOUTENHCKOI)
YIaKOBKe JIEKapCTBEHHOTO
cpencTea (IpUMEHSETCS

B COOTBETCTBUU

¢ Pemenuem Komneruu
Komuccnn ot 8 oxTsa0ps
2019 1. Ne 171)

COJICPKUT IEPEeUYCHb KOJOB
5 HaUMEHOBAaHUU
JI€KapCTBEHHOTO
pPacTHTEIBHOTO CBIPBS  (
HMPUMEHSETCA

B COOTBETCTBUH

¢ Pemenunem Komnerum
Komuccuu ot 16 ampens
2019 1. Ne 5)

COJIEPKUT MEPEUYEeHb KOJOB
" HauMEHOBaHUI



P.CLS.054

P.CLS.068

P.CLS.069

P.CLS.109

P.CLS.110

P.CLS.111

KinaccupukaTop
OpraHM3aIMOHHO-TIPABOBI  KJIACCH(HKATOP

X popm

CIIPaBOYHHUK METOJOB
HACHTH(DUKATNA
XO035HCTBYIOUINX
CyOBEKTOB

CIIPABOYHUK

KJIAaCCU(UKATOP BHUIOB
MEPBUYHBIX  YIAKOBOK  KIacCH(HKATOP
JIEKapCTBEHHBIX CPEIICTB

CIIPaBOYHHUK
IPYNIUPOBOYHBIX,
OOMENpHUHITHIX |

CIIPaBOYHHK
XUMHUYIECKHUX
HAauUMEHOBAaHUU

JICKapCTBCHHBIX CPCIACTB

CIPaBOYHHUK
BCIIOMOTATENbHBIX

BEIIIECTB, HCIIOJIB3YEMBIX CIIPABOYHHUK
IpU  HPOU3BOACTBE

JIEKapCTBEHHBIX CPEIICTB

CHpPaBOYHUK
(G YHKIIHOHATBHBIX

Ha3HA4YEHUMU

BCIIOMOTaTENbHBIX CIPaBOYHHK
BEIIECTB, HCIOJIb3yEMBIX

OpraHU3alMOHHO-TIPABOBBI
X opm (IpuMeHsIeTCs

B COOTBETCTBHHU

¢ Pemennem Kosterun

Komuccun ot 2 anpens
2019 roma Ne 54)

COJICP)KUT MEPEUYCHb KOJIOB
¥ HaUMEHOBAaHHUI METOJI0B
HACHTHQUKATNA
XO034MCTBYIOLIUX
CyOBEKTOB (IpUMEHSETCS B
COOTBETCTBHUU ¢ Pemenuem
Komnerun Komuccuu ot 10
Mmapta 2020 roga Ne 34)

COJICP)KUT TIepeueHb KOJOB
M HAaNMEHOBAaHUHW BUIOB
IMEPBUYHBIX YIAaKOBOK
JIEKapCTBEHHBIX CPEACTB (
NpPUMEHSIETCS B
COOTBETCTBUH

¢ Pemenuem Komneruu
Komuccun ot 15 suBaps
2019 1. Ne 5)

COJICP)KUT MEPEUYCHD KOJIOB
IPyHNIUPOBOYHBIX,
OOmeNnpUHATEIX |
XUMHUYECKUX
HAaMMCHOBaHHM
JIEKapCTBEHHBIX CPEACTB (
MPUMEHSIETCS B
COOTBETCTBHH C PexomeH[
anusasmu Komuccun ot 23
ampenst 2019 roma Nel3)

COJIEPKUT TMEePEUYCHb KOJOB
u HauMEHOBaHM
BCIIOMOTATEAbHBIX
BEIIECTB, HCIIOJIB3YEMBIX
NpH  TPOU3BOJCTBE
JIEKapCTBEHHBIX CPEACTB (
MIPUMEHSIETCSI

B COOTBETCTBUH

¢ Pemennem Kommeruu
Komuccuun ot 11 wmioHs
2019 1. Ne 95)

COIICPXKUT TIEPEUCHb KOJOB
u HauMEHOBaHHUU

(G YHKIIHOHATBHBIX
Ha3HadYeHUU
BCIIOMOTATEIbHBIX
BEIIECTB, BXOIAIIUX B
COCTaB JIEKApCTBEHHBIX
cpencTB (IpUMEHSIETCS



P.CLS.112

P.CLS.113

P.MM.01.CLS.001

P.MM.01.CLS.002

P.MM.01.CLS.003

Opu  TPOU3BOACTBE
JIEKapCTBEHHBIX CPEIICTB

CIPaBOYHUK
HauMEHOBaHHU
rOMEONaTHYECKOTrO
MaTepuaa

CTPaBOYHHK

KJIacCH(UKAaTOp BHIOB
BTOPHYHBIX (
MOTPEOUTENBCKUX)
YIIaKOBOK JIEKapCTBEHHBIX
CpelCTB

KiaccupukaTop

aHATOMO-TEePATICBTHICCKIIA
-XUMHUYECKUHU
KiaccupuKaTop
KnaccuuraTop

JIEKapCTBEHHBIX CPEICTB

KJIacCH(UKATOP BHIIOB

IOKYMEHTOB

PETHCTPAalMOHHOTO JOChE KIACCHPHUKATOP
Ha  JIEKapCTBEHHBIU

npenapar

KJIacCU(UKATOP BHUIOB

JTOKYMEHTOB

PETUCTPAILIMOHHOTO JieJla  KiacCHU(pHUKaTOP
J€KapCTBEHHOTO

mpenapara

B COOTBETCTBUH
¢ Pemennem Komneruu
Komuccun ot 18 wuroHs
2019 1. Ne 103)

COJIEPKUT MEePEUYCHb KOJOB
u HauMMEHOBaHUN
rOMEONaTHYECKOTr O
MaTepuaa

COJICPKUT IEPEeUYCHb KOJOB
I HAauMEHOBAaHWH BHJIOB
BTOPUYHBIX (
MOTPEOUTENBCKUX)
YIaKOBOK JIEKapPCTBEHHBIX
cpencts ((mpuMeHseTCst

B COOTBETCTBHHU

¢ Pemenuem Konneruu
Komuccun ot 15 suBaps
2019 1. Ne 6)

COJIEPKUT MEPEUYEeHb KOJOB
3| HanMEHOBaHUU
JIEUCTBYIOIINX BELIECTB,
BXOISIIMX B COCTaB
JIEKApCTBEHHBIX CPEJICTB,

YTBEPXKIEHHBIX
BcemupHoii opranuzanuei
37paBOOXpaHEHUS (
MIPUMEHSIETCS

B COOTBETCTBUHN
¢ Pemennem Komneruu

Komuccun ot 10 ampenst
2018 1. Ne 50)

COJIEPKUT MEpeyeHb KOAOB
U HaMMEHOBaHUN BHJOB
ITOKYMEHTOB
PETUCTPALIMOHHOTO JIOCHE
Ha  JEKapCTBEHHBIN
mpemnapar (IpUMeHseTCs

B COOTBETCTBUH

¢ Pemenunem Komnerun
Komuccuu ot

17 centsiops 2019 r. Ne
159)

COIICPKUT TIEPEUCHb KOJOB
M HAaNMEHOBAaHUHW BHUIOB
JTOKYMEHTOB
PETUCTPAIIMOHHOTO Jielia
JIEKapCTBEHHOTO
npemnapara (IpUMEHIeTCS

B COOTBETCTBHUHU

¢ Pemenuem Konneruu
Komuccun or 24 ampens
2018 1. Ne 64)



P.MM.01.CLS.004

P.MM.01.CLS.005

P.MM.01.CLS.007

NepedyeHb 3TarnoB (CTaauil)
IpPOU3BOACTBA
JIEKapCTBEHHBIX CPEICTB

CIIPABOYHUK

CIPaBOYHUK CTPYKTYPHBIX
3JEMEHTOB

PETUCTPALIMOHHOTO JI0ChE CIPaBOYHHK
JIEKapCTBEHHOTO

npenapara

KJIacCH(UKATOpP THIIOB

H3MEHEHHUH

PErUCTPALlMOHHOIO JIOChE  KIIacCU(PUKATOP
JIeKapCTBEHHOTO

npenapara

COJICP)KUT TepeueHb KOJIOB
U HaVMEHOBaHWH BHJOB
3TaloB IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB (
IIPUMEHACTCA

B COOTBETCTBUU

¢ Pemennem Komnerun
Komuccun ot 7 ceHTsopst
2018 1. Ne 149)

COZICPKUT TIEPEUCHb KOJOB
u HanMCEHOBaHUN
CTPYKTYPHBIX 3JIEMEHTOB
PETUCTPallMOHHOTO JI0ChE
JIEKapCTBEHHOTO
npemnapara (IpUMEHIETCS
B COOTBETCTBUH

¢ Pemenuem Komnneruu
Komuccuu ot

17 cents6ps 2019 r. Ne
159)

COJIEPKUT TMEePEICHb KOJOB
1 HaMMCHOBAHUU THUIIOB
H3MCHCHUU
PErUCTPallMOHHOTO J10ChE
JeKapCTBEHHOTO
mpemnapata (IpuMeHsIeTCS

B COOTBETCTBUH

¢ Pemennem Komnerun
Komuccun ot 24 ampens
2018 1. Ne 65)

VIII. Ilpouexypsl o6mero mporecca
1. ITpouexypsl GopMHPOBaHHUS U BeleHHUs OOIIET0 peecTpa
ITpomenypa "Bxmodenue cBeneruii B 00mmuii peectp” (P.MM.01.PRC.001)

39. Cxema BbINOJIHEHUS TIpolleAyphl "Bkitouenue ceenenuit B oomuii peectp” (P.MM.O1.
PRC.001) npencraBnena Ha pucyHke 9.



:¥YmonHoMoueHHLI opran

:KoMmuccus
rocy1apcTea-yuieHa
[lpeacraBnenue cBeaeHU s :00LKi peecTp
BKIOUCHHA B 001mii peectp [cBenenua nng BKIHOUEHHA
(P.MM.0O1.0PR.001T) J nepenaHb |

\

ITpuem u oGpadoTka
CEe/IeHHI O 3aidB/IeHHH,
BKJIIOMAEMOM B 0OMINH peecTp
(P.MM.01.0PR.002)

:00mmii peectp
[HOoMep 3asarnenna L

npeacTapieH|

:00mmii peectp
[cBeennd nony4densi|

v

Ionyuenne coobuieHHA.
COJCP/RALIETO CBEACHHA 00
> VHHKAJIEHOM PETHCTPALHOHHOM

HOMEpE, TPHCBOSHHOM
 3asiBiernio (P.MM.0] .0 PI{,{}{}}L

®

Puc. 9. Cxema BrinosiHeHUs Tipolieaypsl "Britouenue cBenenuii B o0muii peectp”
(P.MM.01.PRC.001)
40. ITpouenypa "Bxurouenune cBeaenuit B oomuit peectp" (P.MM.01.PRC.001)

BBITIOJTHSIECTCS MPH MPEICTABICHUN YIIOJIHOMOUYEHHBIM OPTaHOM TOCyAapCTBa-YIeHa CBEICHUM
0 HOBOM 3asBJICHUU 151 POPMHUPOBAHUS OOIIETO peecTpa.

41. TlepBoii BeinonHsieTca onepanust "lIpencraBieHue cBEAEHHUI IS BKIIOYEHUS B
obmuit peectp" (P.MM.01.OPR.001), mno pe3ynapTaraM BBINIOJHEHUS KOTOPOI
YIIOJTHOMOYCHHBIM OPTraHOM TOCyAapcTBa-uieHa (DOPMHUPYIOTCS W TPEACTABISIOTCS B
Komuccuro cBeneHus 0 HOBOM 3asiBJIEHUH, BKIIFOYa€MOM B OOl peecTp, C yKa3aHUEeM BUAA
3asBJICHMS, IaThl MIOJIa4d 3asBJICHUS], TOCYAapCcTBa nojaauu 3assienus. [Ipu npeacraBieHnn
CBEJICHUM O HOBOM 3asIBJICHWU YIOJHOMOYEHHBIA OpraH pedepeHTHOro rocyaapcrBa He
YKa3bIBAa€T PETUCTPAIMOHHBIN HOMED 3asBJICHUS.

42. Ilpu nocrymienun B Komuccrio cBeIeHUI O 3asBJIICHUH, BKIFOYA€MOM B OOIIHIMA
peectp, BoinoaHseTcs oneparus "[Ipuem u 06paboTka cBeeHUM O 3as8BJICHUH, BKIIOUYAEMOM
B 00muii peectp" (P.MM.01.0OPR.002), mo pe3ysabTataM BBITIOJIHEHHS] KOTOPOU CBEJICHUS O
3asBJICHUU BKJIIOYalOTCs B o0muii peectp. [Ipu nomyyenun Komuccueit cBeneHuit o0 HOBOM
3asBJICHUM OT YIMOJHOMOYEHHOTO oOpraHa pedepeHTHOro rocyaapcTBa Qopmupyercs



YHUKaJIbHBIA pEerucTpalluOHHbIN HOMep 3asBieHus. CooblieHue, cojepxkaliee cBeIeHs 00
YHUKAJbHOM PErucTPallMOHHOM HOMEpEe, NPUCBOCHHOM 3asBICHMIO, Nepenaercs B

YIIOJTHOMOYEHHBIN opraH pedepeHTHoro rocynapctBa. llpum momyuenun Komuccuen

CBEJICHUI O HOBOM 3asIBJIEHUU OT YNMOJHOMOUYEHHOI'O OpraHa rocyAapcTBa NpHU3HAHUS €My
HaIpaBJISIeTCSl YBEAOMIIEHUE O pe3ysbTaTaXx 00paOOTKHU MOJyUYEHHBIX CBEACHUIA.

43. Ilpu mocTymjieHuu B yHNOJHOMOYEHHBIH OpraH rocyjapcTBa-4ieHa COOOIIeHUS,
COJIEPIKAILEr0 CBEACHUS 00 YHUKAIbHOM PErMCTPAllMOHHOM HOMEpPE, MNPUCBOECHHOM
3asBIICHUIO, WJIM YBEJAOMJICHUS O pe3yJibTaTax oOpaOOTKH TOJYUYEHHBIX CBEJCHUM,
BbINIOJNIHsIeTCs onepanus "[loayueHne cooOIeHus, CoAepKallero cBeIeHus 00 YHUKaIbHOM
pEeTrUCTpAallMOHHOM HoMepe, mnpucBoeHHoMm 3aspienuto" (P.MM.01.OPR.003), mo
pe3yJibTaTaM BBITMIOJIHEHUS KOTOPOW OCYIIECTBIISIIOTCS TpUEeM W 00paboTka cooOIIeHus,
COJIEPIKAILEr0 CBEACHUS 00 YHUKAIbHOM PErMCTPAllMOHHOM HOMEpPE, NPUCBOECHHOM
3asIBJICHUIO, WJIM YBEIOMJICHHSI O Pe3yJibTaTax 00pabOTKH MOTYYEHHBIX CBEJICHUM.

44. Pe3ynpTaTaMy BBIIIOJHEHHUS Mpolueaypsl "Bkitoyenue cBeneHnil B oOmuii peectp" (
P.MM.01.PRC.001) sBnsroTCA BKJIIOYEHHE CBEJACHUN O 3asBJICHUU B OOIIUIA peectp,
MOJYyYEHUE YIOTHOMOYEHHBIMU OpPraHOM pe@epeHTHOro ToCyIapcTBa COOOUIEHUS,
COAEPIKAIIEr0 YHUKAJIBbHBIA PETUCTPALIMOHHBIM HOMEp, NPUCBOEHHBIN 3asBJICHHUIO WU
MOJy4YeHUE YIOJIHOMOYEHHBIM OpPraHOM TOCYJapCcTBa MPU3HAHUS YBEAOMIIEHHUS O
pe3ynbTaTax 00pabOTKHU MOTYUYCHHBIX CBEICHHM.

45. Ilepeuenp omepanuii 0o0IIETr0 Mpoliecca, BHIMOIHAEMBIX B paMKax Mpoueaypsl "
Bxurouenue csenenuit B oomwmii peectp” (P.MM.01.PRC.001), npusenen B Tabmuie 11.

Taomuna 11

Ilepegens onepanuii 06mero mpomnecca, BHIIOIHAEMEIX B paMKax mporeaypH "Brmouenne
cBeaeHuii B 0ommmit peectp” (P.MM.01.PRC.001)

KonoBoe 060o3nauenue Hanmenosanue Omnucanue
1 2 3

NpeJiCTaBlIeHNE CBEAGHMH Juis TpuBeaeHo B Tabmune 12

P.MM.01.0PR.001 .
BKJIIOUCHHS B 00Nt peecTp Hacrosmux [IpaBun

mpueM u o0paboTKa CBEICHHH O

13
P.MM.01.0PR.002 3asBJICHUH, BKIIOYaEMOM B OOIIHH MPMBENCHO B Tadmuue

Hacrosiumx [IpaBun
peectp

Moay4deHue coo0ImenNs,

conepiKamero cBeneHus o0 npuBegeHo B Tabmume 14
YHUKaJIbHOM PErHCTPAllMOHHOM  HAacTOsMX [IpaBmi

HOMeEpE, IPUCBOCHHOM 3asBJICHUIO

P.MM.01.OPR.003

Tabauna 12

Omucanue onepanmy "IIpeacraBineHue cBeAeHNH A1 BKIIOYeHHA B 00mmii peectp" (P.MM.01.
OPR.001)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue



Tabmuma 13

Omucanue onepamyn "[IpueM u 06paboTka cBeZeHHI O 3asSBICHHH, BKIII0OIA6MOM B 00mImIHmii peecTp

" (P.MM.01.0PR.002)

Ne /i
1
1

2

Konosoe 0603Hauenue

HanmMenoBanue onepauuu

Ucnonaurens

VCIIOBHS BBIIOIHECHUS

OrpannyeHus

Omnwmcanue onepamnuu

PesynbraTst

0O0603HaueHue dIeMeHTa
2

Konosoe o603HaueHne

HanmMenoBanue onepauuu

Ucnonaurens

V108U BBINOJIHEHUS

3
P.MM.01.0PR.001

IIPEICTABICHUE CBEIACHUM JUIs
BKITIOUYCHUS B 001U peecTp

YIOJIHOMOYEHHBIH opraH
rocyJapcTBa-wieHa

BBINOJTHAETCS. TIPU TPEACTaBICHUN
YHOJHOMOYEHHBIM  OpPraHOM
rocyJapcTBa-4jeHa CBEICHHH O
3asgBICHHH I (HOPMHUPOBAHUS
o0miero peectpa

¢dbopmar u CTPYKTypa
MIPE/ICTaBISIEMbIX CBEJICHUH JIOJKHEI

cooTBeTcTBOBaTh  OIHUCAaHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

HUCIIOJIHUTEIIb bopmupyer
cooOlIeHue, cojepikaniee
MIpeAHA3HAYECHHbBIE Ul TIEpefaduu B
Komuccuro cBeneHust o 3asBiICHHH,
BKJIIOYa€MOM B OOMIMI peecTp, B
COOTBETCTBUU ¢ PeriameHToM
WH(POPMAIMOHHOTO B3aUMOJICHCTBUS
MEXKIY YIOJIHOMOYEHHBIMHA
OpraHamMu TOCYAapCTB-WICHOB U
Komuccueit

CBEJICHHUS O 3asBJICHHUHM IS
BKJIIOUCHHS B OOmUNA peecTp
nepenanbl B Komuccuio

Omnucanue
3
P.MM.01.0PR.002

npueM u o0paboTKa CBEACHHHA O
3asBJICHHH, BKJIIOYAEMOM B OOIIMi
peectp

Komuccus

BBINOJIHSETCS MpU NOJIYUYECHUH
Komuccueit cBenennii o 3asBiaeHuH (
omepanus "IlpencraBnenue
CBENEHHI I BKIIOUEHHS B OOIIMIt
peectp”" (P.MM.01.0PR.001))

dbopwmar u CTPYKTypa
IPENCTaBISAEMBIX CBEICHUH JIOMKHBI

coOoTBeTCTBOBATEL  OIHCAaHUIO



OrpannyeHus

Omnucanue onepanuu

Pesynbratsl

(hopMaToB M CTPYKTYP JIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHui. Tpebyercs
aBTOpHU3ALHS, CBEJCHUS
MPECTaBISIIOTCS TOJIBKO
YIOJHOMOYEHHBIMH ~ OpraHaMu
rocyJapCcTB-4JICHOB. PeKBU3UTHI
3JIEKTPOHHOTO JIOKyMEHTa (
CBEJCHUN) JOJKHBI
COOTBETCTBOBaTh TPEOOBAHMAM,
MpeayCMOTpEeHHBIM PermamenToM
MH(OPMAIMOHHOTO B3aMMOACHCTBHSA
MEXJAY  YIOJHOMOYEHHBIMU
opraHaMy TroCyJapCTB-UJI€HOB U
Komuccueit

UCIIOJHUTEIb IPUHUMAET CBENCHUS
0 3asABJICHUM W MpPOBEpSET HX B
COOTBEeTCTBMM ¢ PermameHTom
MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMH TOCYIapCTB-4JICHOB U
Komuccueii.

B ciryyae ycnenmHoro BBITTIOJIHEHUS
IPOBEPKHU UCIIOJHUTEINb
OCYIIECTBIISIET BKIIOUEHHUE CBEIICHUI
0 3asBIEHUU B 0OWIMIT peecTp,
3alOJIHSSL J1aTy M BpeMs HuX
oOHoBiIeHMs. B cimydae nepBu4HOTrO
BKJIIOYCHU 3asBICHUSA
YIOJTHOMOYEHHBIM  OPTraHOM
pedepeHTHOro  rocynapcrba
UCIIOIHUTENb  (QOPMHUPYET H
HampaBJIs€T B COOTBETCTBHUU C
PernmamenroM uH(pOPMannOHHOTO
B3aHMOJCHCTBHUS MEXIY
YIIOJTHOMOYEHHBIMH ~ OpraHaMH
rocygapcrB-uieHoB U Komuccueit
YHOOJHOMOYEHHOMY  OpTaHy
pedepeHTHOTO  rocynapcTBa
cooO1IeHne, coaeprkalee CBeICHNs
00 YHHKaJBbHOM PErUCTPAMOHHOM
HOMepe, IPUCBOCHHOM 3asBJICHHIO, a
YHOJTHOMOYEHHOMY  OpraHy
rocyaapcraa MpU3HAHUS
YBEJOMIIGHHE O pe3ylbTarax
00pabOTKHM TOJTyYEHHBIX CBECHUI

CBEJICHUsST O  3asBIICHUH,
BKJIIOYaeMOM B 0OImHil peecTp,
00paboTaHkl, cooOIIeHue,
cozep)kaliee CBeJeHHS 00
YHUKAJIBHOM PETUCTPAI[HOHHOM
HOMEpe, MPUCBOCHHOM 3asiBJICHUIO,
HAMpaBJICHO B YMOJHOMOYEHHBIN
opran peepeHTHOro rocyaapcTBa
WA YBEIOMIIEHHE O pe3yJbTaTax



00paboOTKM CBEAECHUH HAIPaBJICHO B
YIIOJHOMOYEHHBIH opras
rocyaapcTBa IpH3HAHMS

Taomuna 14

Ommucanue onepain "Iloryuenne cooOmenus, COAepPIKanIero CBeAeHNI 00 YHUKAILHOM
PErHCTPaiOHHOM HOMeEpe, IpHCBOeHHOM 3asBieauio” (P.MM.01.0PR.003)

Ne i/ O0o3HaueHne djIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenve P.MM.01.0PR.003
MOJIydeHHE coobueHus,
conepiKamero cBexeHus 00
2 HanmMenoBanue onepauuu
YHUKAJIBHOM PErHCTPAMOHHOM
HOMEpE, IIPUCBOCHHOM 3asIBIICHUIO
MMOJIHOMOYEHHBII opran
3 Ucnonaurens y P

rocynapcTBa-4ieHa

BBITTOJIHSCTCSI TPH TONyYCHHH
YIOJTHOMOYEHHBIM  OPraHOM
rocyJapcTBa-uieHa COOOIICHNUS,
coxep)kamero CcBelIeHus 00
YHHUKAJIbHOM PETUCTPAllHOHHOM

4 VY CII0BHSA BEITOJTHEHUS HOMepe, NPUCBOSHHOM 3asBJICHUIO
WIA YBEAOMIICHHUS O pe3yJbTaTax
00paboTKn cBeneHMH (onepanus
IIpuem u 06paboTka cBelneHHH O
3asBJICHUH, BKIIOYAEMOM B OOLIHI
peectp”" (P.MM.01.0PR.002))

n

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUN JOJIXKHBI

5 OrpannueHus COOTBETCTBOBAaThL  OIHMCaHHIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCTIOJTHUTENIb OCYIIECTBIISCT MPUEM
COOOIICHHUS, COACPIKAIIETO CBSACHUS
00 YHUKaIbHOM PETHUCTPAIMOHHOM
HOMeEpe, MPUCBOCHHOM 3asiBIICHUIO,
WIN yBEAOMJICHHS O pe3yJbTaTax

6 Onucanue onepanyu 06paboTku CBEJICHU U B
COOTBETCTBHHM C PeriameHTOM
WH(POPMAIMOHHOTO B3aUMOJICHCTBUS
MEXKIYy  YHOJHOMOYCHHBIMH
opraHaMu TOCYIapCTB-4JICHOB H
Komuccueit

coo0lIeHNe, CoiepKallee CBEACHUL
00 yHHMKaJbHOM PErMCTPalliOHHOM
7 PesynbTaThl HOMepe, IIPHCBOSHHOM 3asIBJICHUIO,
WIN yBEIOMIICHHE O pe3yjbTaTax
00pabOoTKH CBEIEHHI MOIYUICHO



IIponexypa "Vi3MeHeHMe cBeieHMiA, cogepxammxca B o6meM peectpe” (P.MM.01.PRC.002)

46. Cxema BbITIOJTHEHUS npoueaypsl "M3MeHeHne cBeieHuM, coaepKaimuxcs B o01em
peectpe" (P.MM.01.PRC.002) npencrasnena Ha pucynke 10.

:¥YnoaHoMoueHHbI oprau
rocyaapeTaa-uieHa

?

‘Komuccus

[IpencrapneHue cReASHMI A5 00MmuE peecTp
BHECCHM W3MCHCHHI B 00Imumii [cBenaenuns ams
peectp (P.MM.O1.OPR.004) J H3MEHCHHS [epeiaHbl]
/
( [Tpuem 1 obpadotka I
:001mumil peecTp CBEICHHH U1 BHECCHHA
[oGHoBREH] H3IMeHEeHHil B oDmmii peectp
L (P.MM.OL.OPR.OOS)
Y
[Monyuenune yeeaoMaeHns ¢

[IpoBepka BOIMOMKHOCTH
onyOIHKOBAHHS CBe/IeHH
B EJIHHOM peecTpe

O pe3vibTaTax BHECCHHA
wiMeHeHui B oDUHi peecTp

(P.MM.01.0PR.006) (P.MM.01.0PR.007)
% [npencrasnensl ceeeHns [OTCYTCTBYIOT CBEICHA
0 3aPerHCTPUOBAHHOM O 3aperucipupoBaHHOM
NEKapCTBEHHOM TEKAPCTBEHHOM
npenapare| npepapare]
®

OnyvonHKoBaHKHE CBEICHMI
B €/IHHOM peecTpe
(P.MM.0O1.OPR.00O8)

Puc. 10. Cxema BoImosHeHus npoueaypsl "M3MeHeHne CBEECHN,
coaepxamuxcs B oomem peectpe” (P.MM.01.PRC.002)

47. Tlpouenypa "M3meHeHue cBeneHui, coaepxxamuxcs B oomem peectpe” (P.MM.01.
PRC.002) BeinosiHsSIETCS TPU NIPEACTABICHUN YIIOJTHOMOUYEHHBIM OPTaHOM rOCyAapCTBa-4JIeHA
B Komuccuio cBeigeHuil 00 M3MEHEHHMH ATala pacCMOTPEHUsI PETHCTPAIMOHHOTO JOChE,
MPUHSITUU PEIICHUS O PETUCTPAIUU JIEKAPCTBEHHOIrO MpenapaTra, U3BMEHEHUH CBEJICHUM O
3aperucCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapaTre, a TakKke MpU H3MEHEHHH COCTaBa
JOKYMEHTOB PErMCTPALIMOHHOTO JIeJIa WM PErUCTPALIMOHHOTO JA0ChE.



48. IlepBoil BeimonHseTcs onepauus "lIpencraBieHue cBeIEHUN JJI1 BHECEHUS
n3MeHeHnui B ooumit peectp" (P.MM.01.0OPR.004), no pe3ysibTraraM BBITOJIHEHUS KOTOPOil
YIOJHOMOYEHHBIM OPTraHOM TOCYyJapCTBa-4wieHa (POPMUPYIOTCS U TPEJCTABISAIOTCS B
Komuccuio cBefieHus 111 BHECEHHSI K3MEHEHUN B OOILIUIA pEecTp.

49. Ilpu nocrymiennu B Komuccuto cBefieHnii /it BHECEHUSI M3MEHEHUH B OOIIHIA peecTp
BbINOJIHsAETCA onepanus "[Ipuem u 06paboTka cBeIeHUH JIJ1s1 BHECEHUS] I3BMEHEHHI B 001U
peectp" (P.MM.01.0PR.005), mo pe3ynbTaram BBITIOJIHEHUS KOTOPOH COOTBETCTBYIOIINE
CBeJIeHUsI OOHOBIISIIOTCS B 00IIIeM peecTpe. YBeIOMJICHUE O BHECEHUU U3MEHEHHUM B OOITUI
peecTp nepeaaeTcs B yoIHOMOYEHHBIM Opral rocyapcTBa-ujieHa.

50. IIpu mocTymiieHHH B yIOJHOMOYEHHBIM OpraH rocyJapcTBa-4jeHa YBEJOMIICHHS O
BHECEHMH U3MEHEHUH B 001U peecTp BhINONHsIETCs onepauus "[lonydyeHune yBe1oMiaeHHs O
pe3ynbpTaTax BHeceHUus u3MeHeHuil B oomuii peectp” (P.MM.01.0PR.006), mo pe3ynbratam
BBITIOJTHEHHUSI KOTOPOM OCYIIECTBISIOTCS NMPUEM U 00paboTKa YKa3aHHOTO YBEJIOMIICHUSI.

51. B cnyuae BoinonHenus onepaunuu "llpuem m 00paboTka cBEAEHUM AJis1 BHECEHUS
u3MeHenut B obmuit peectp”" (P.MM.01.OPR.005) Boimonnsiercs omneparusi "[IpoBepka
BO3MOXKHOCTH omyOJukoBaHusi cefeHuii B enuHom peectpe” (P.MM.01.OPR.007), mo
pe3yJibTaTaM BBIIIOJHEHUS KOTOPOM, B Cly4ae €CJIH YIOJHOMOYEHHBIM OpPraHOM
rocyJlapcTBa-ujeHa MpPEICTABICHbl CBEICHUS O 3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM
npernapare win 00 U3MEHEHUU CBEJICHUI O 3aperuCTpUPOBAHHOM JIEKAPCTBEHHOM Ipenapare,
yKa3aHHbIE CBEJEHHUS MOATOTABIMBAIOTCS [JIsi OMYyOJMKOBAHUS HAa WHOOPMALMOHHOM
nopraine Corosa.

B ciydae ecnu ynoJHOMOYEHHBIM OpraHOM IOCYIapCTBa-4IeHa MPEACTABICHBI CBE/ICHUS
0 3asBJIE€HHUH, 00 M3MEHEHHWH 3Tala PACCMOTPEHHUS PErMCTPALlMOHHOTO JI0ChE HIIH 00
W3MEHEHUHN COCTaBa JOKYMEHTOB PErMCTPALMOHHOIO JEJa WIM PETMCTPALIMOHHOIO J0ChE,
nporeaypa "M3meHenue cBeneHuit, coaepxkamuxcs B oomem peectpe” (P.MM.01.PRC.002)
3aBEPILIACTCA.

52. B ciyuae eciau yNnoOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-dJIeHa MPEICTaBIICHBI
CBEJIEHUS O 3aPErMCTPUPOBAHHOM JIEKAPCTBEHHOM IpernapaTe Wik 00 U3MEHEHHH CBEACHUI O
3aperucTPUPOBAHHOM JICKAPCTBEHHOM MperapaTe, BhIMogHsAeTcs onepanus "OmnyoiukoBaHue
ceeneHuil B ennHoM peectpe’ (P.MM.01.OPR.008), no pe3yibraraMm BBITOJIHEHHUS] KOTOPOM
OOHOBJICHHBIE CBEJICHMUS, MOJUICKAIME BKIIOUCHHUIO B €IMHBIA PEECTpP, OIMyOIMKOBBIBAIOTCS
Ha uH(popmarmonHoM nopraiue Coroza.

53. Pe3ynbTaTaMu BBINOJHEHUS Mpoueaypsl "MI3MEHEeHNe CBEIEHU, COIepKaIUXCs B
obmem peectpe" (P.MM.01.PRC.002) sBnsitoTCS BHECEHUE CBEIECHHUM O pErucTpaluu
JIEKapCTBEHHBIX MpernapaToB B oOUIMIl peecTp U ONMyOJIMKOBaHHWE M3MEHEHHBIX CBEICHUN
€MHOro peecTpa Ha uHpopmanmonHom nopraie Corosa.

54. IlepedeHp omepanuii 0OHIEro MPOIECCa, BBIIOJHIEMBIX B paMKax MPOLEIYpPbI
N3menenue cBenenuii, cogepsxkamuxcs B oomem peecrpe” (P.MM.01.PRC.002), npuBenex B

"

Tabmure 15.



Tabmwnma 15

ITepegens onepanuii o6miero mpomnecca, BHIIOIHAEMEIX B paMKax Ipomenyphl "N3MeHeHne

CBEJIEHHH, coepkamuxcs B 06mem peectpe” (P.MM.01.PRC.002)

KomoBoe o603HaueHMe

1

P.MM.01.0OPR.004

P.MM.01.0PR.005

P.MM.01.0OPR.006

P.MM.01.0PR.007

P.MM.01.OPR.008

Tabmuna 16

Omucanue onepanun "TIpencTaBicHue CBEACHHUI 111 BHECCHUA U3MEHEHHH B 00muii peectp” (

P.MM.01.0PR.004)

Ne /it
1
1

HaumenoBanue
2

NIPECTABICHUE CBEOEHUM JUIA
BHECEHUS W3MEHEHUH B O0OIui
peectp

mpueM u 00paboTKa CBEICHUH s
BHECEHUSI HM3MEHEHUH B 0O0IHi
peectp

MOJIyYCHHE  YBEJOMIICHUS O
pe3ysibTaTaXx BHECEHHS U3MCHEHUH B
oOmTHii peecTp

npoBepKa BO3MOKHOCTH
OITyOJIMKOBaHUS CBEJICHUI B €TMHOM
peectpe

OMyOJUKOBaHUE CBEACHUH B CTUHOM
peectpe

O0o3HayeHHE dJIEMEHTA
2

KonxoBoe 0003HaueHme

HaumenoBanue ornepannun

Wcnomaurens

VY ci1oBHs BBINOJHEHUS

Orpannuenus

Omnucanue onepanuu

Omnucanue

3

npuBeneHo B Tabmume 16
HacTtosiux [IpaBun

npuBegeHo B Tabmume 17
Hacrosmux [IpaBun

npuBeneHo B Tabmume 18
HacTosuwmx [IpaBun

npuBeneHo B Tabmume 19
Hactosamux [IpaBun

npuBeneHo B Tabmume 20
HacTosnwmx [IpaBun

Onucanue

3

P.MM.01.0PR.004
MpeacTaBjIeHUe CBEIASHUM ISt
BHECEHUsS HU3MEHEHMH B 0OOmMI
peectp

YIOJHOMOYEHHBIN oprax
rocyaapcTBa-ujeHa

BEITIONHSETCS  YTIOTHOMOYECHHBIM
OpraHoM

rocyAapcTBa-wieHa MpU BHECCHUH
W3MEHEeHHH B 00Ul peectp

dbopmar u CTPYKTypa
MPEJCTABISIEMbIX CBEICHUH JOJIXKHBI
cooTBeTcTBOBaTh  OmHCaHHIO

(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCTIOJTHUTENb (POPMHUPYET CBEICHHUS
TSI BHECEHUSI U3MEHEHU B OOIIHIA
peecTp B COOTBETCTBHH C



PernamenroM uH(pOPMaMOHHOTO
B3aMMOJEHCTBUS MEXIY
YTIOJIHOMOYEHHBIMH OpTraHaMH
rocyaapcTB-uieHoB 1 KoMuccueit

CBCIACHUA JI1 BHCCCHUA W3MEHEHUN
7 Pe3ynbraTsl B 0O0WMI peecTp HampaBJieHB B
Komuccuro

Taomuna 17

Omucarne onepauyun "IIpueM u 06paboTka cBeeHMI 1)1 BHECEHHA H3MEHEHMH B o0mmii peectp”
(P.MM.01.0PR.005)

No /it O06o3HaueHne dIEMEHTA Omnucanune
1 2 3
1 KonxoBoe 0003Hauenme P.MM.01.0PR.005
mpueM U 00paboTKa CBEICHUMA IS
2 HanmMenoBanue onepauuu BHECEHUS W3MEHEHWM B 0O0muii
peectp
3 Ucnonaurens Komuccus

BBIITOJIHSACTCS TNPH  TMOJyYCHUH
Komuccueii cBeneHuN 11 BHECEHUS
W3MEHEeHHH B o0mwmii peectp (

4 Y c1oBUS BBEITIOTHEHUS omepanus "IIpencTaBieHue
CBEJICHHH /1715l BHECEHUS] M3MEHEHUI
B obmmit peectp" (P.MM.01.OPR
.004))

dbopmar u CTPYKTypa
MMPEACTABIIACMbBIX CBe[[eHI/Iﬁ JOJIKHBI

cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB M CTPYKTYP JIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHui. Tpebyercs
aBTOpHU3ALHS, CBEJCHUS
MPEJICTaBISIIOTCS TOJIBKO
YIOJIHOMOYEHHBIMH ~ OpraHaMu

5 OrpanunyeHus rOCyAapCTB-WIEHOB. PeKBU3UTHI
3JIEKTPOHHOTO JIOKyMEHTa (
CBEJCHUN) JOJKHBI
COOTBETCTBOBaTh TPEOOBAHMAM,
MpeayCMOTpEeHHBIM PermamenToM
UH()OPMALMOHHOTO B3aUMOJICHCTBUS
MEXJAY  YHOJHOMOYEHHBIMU
opraHaMy TroCyJapCTB-UJI€HOB U
Komuccueit

UCIIOJTHHUTEND MPUHUMAET CBEACHUS
JUIsi BHECEHUS HW3MEHEHUH U
MpoBepseT UX B COOTBETCTBUU C
PernamenToM wnH(pOpPMaLMOHHOTO
B3aUMOJEHCTBUSA MEXIY
YHOJIHOMOYEHHBIMH ~ OpraHaMu
rocygapcts-wieHoB U Komuccueii. B
Cly4ae YCIIEIIHOTO BBIIOIHEHHS



MPOBEPKU UCTIOTHHUTEIh 3aMOIHACT
ATy ¥ BpeMs OKOHYAHUS JICHCTBHS
xpassmuxcs B Komuccuu ceaenuii
3HaYCHHUEM JaThl M BpeMEHH Hadasa
}Iel’lCTBHH IMOJYYCHHBIX aKTYyaJIbHBIX
cBegeHuil. B pesynbrate
U3MEHSIEMBIC CBEACHUS
COXpaHAITCA I O0CCIeUCHUS
6 Onvcane onepattm BOSMO)KHOC:[I/I MPOCMOTpa UCTOPHUU
W3MEHCHUH W  CTaHOBATCSA
HEIOCTYNHBIMU JJIsI alibHEHIIen
00paboTKH.

HOJ’[y‘IeHHLIe AKTYAJIbHBIC CBCACHUA
UCIIOJIHUTENIb BHOCHT B 00U
peecTp, GUKCHUPYET AaTy W BpeMs
OOHOBIIEHUsI CBeleHHH, GopmupyeT
W HANpaBJseT YHOTHOMOYCHHOMY
opraHy  rocyapcTBa-wieHa
YBEIIOMJICHHE CO 3HAUYCHHUEM KOJa
pe3yibTarta 00paboTKkH,
COOTBETCTBYIOIUM H3MCHCHHIO
CBEJCHUU, B COOTBETCTBHH C
PermamenToM WHGOPMAIIMOHHOTO
B3aNUMOJENCTBUSI MEXAY
YIOJHOMOYEHHBIMH ~ OpraHaMu
rocyaapcT-uieHoB u Komuccueit

CBEJICHMS ISl BHECEHHS N3MEHEHUH
B oOmmuii peectp 00paboTaHHI,
YBEJIOMJICHHE O BHECCHHUU

H3MEHEHUH B 0O0muUid peecTp
HallpaBJICHO B YIIOJHOMOYEHHBIN

7 PesynbraTsl

OpraH rocyAapcTBa-4jicHa

Tabmauna 18

Omucanne onepauun "Ilomyuenre yBeAOMICHHUS O pe3ybTaTaX BHOCCHAA H3MEHEHMH B 00IImii
peectp” (P.MM.01.0PR.006)

Ne /it O0Oo3HauyeHKe dJIEMEHTA Onucanue
1 2 3
1 KonxoBoe 0003HaueHme P.MM.01.0PR.006

MOJIy4YeHHE YBEJOMIJICHHUS O
2 HanmenoBanne oneparin pe3yibTaTax BHECCHHSI N3MEHEHUH B
o0mmmii peecTp

YIOJIHOMOYEHHBIN oprax
3 Hcnonuurens
rocyapcTBa-4jicHa

BBINIOJIHACTCA OpHU HOJTYUYCHUU
YOOJIHOMOYC€HHBIM OpraHomM
rocyJapcTBa-4jicHa YBEIOMIIEHUS O
BHECEHHHM HW3MEHEHHH B OOIIHH
4 VY ca0BusA BEITTOJHEHHS peectp (onepaup{;{ "HpHeM u

00paboTKa CBEICHUH I BHECCHUS



U3MEHEeHnH B o0mui peectp” (
P.MM.01.0PR.005))

(dopmar u CTpyKTypa yBEeIOMIICHUS
JIOJIKHBI COOTBETCTBOBATH

5 Orpanuyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEIECHUN

HCIOJHUTEIIb OCYIICCTBIACT IPUECM
YBCOAOMJICHUSA B COOTBCTCTBUH C
Pernamentom I/IH(l)OpMaIII/IOHHOFO

6 Omnwucanue onepanun .
B3aUMOJEHCTBUSA MEXIY
YHOJTHOMOYEHHBIMH  OpraHaMu
rocyaapcTB-uiieHoB 1 KoMuccueit
yBEJOMJIEHUE O BHECEHHUU

7 PesynbraTs! n3MeHeHu B oOmwuii peectp
MOJTy4EHO

Tabmuma 19

Ommucanue onepaimn "IIpoBepka BO3MOKHOCTH OITyOJIMKOBaHHS CBEACHHUI B €THHOM peecTpe” (
P.MM.01.0PR.007)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue

1 2 3

1 KonoBoe 0603HaueHue P.MM.01.0PR.007
mpoBepKa BO3MOYXHOCTH

2 HanmMenoBanue onepauuu OITyOJTMKOBAHUS CBEACHUH B €IHHOM
peectpe

3 Ucnonaurens Komuccus

BBITIOJIHACTCST TpU OOHOBIEHUU
obmero peectpa (onepanus "Ilpuem
4 VY¢10BUs BBIIOJIHEHUS n oOpaboTka CBeIeHHH s
BHECEHUS HM3MEHEHHWH B oOmMid
peectp" (P.MM.01.0OPR.005))

5 OrpannyeHus -

WCIIOJTHUTEIb BBITOJHSET TIPOBEPKY
MPE/ICTABICHHBIX CBEACHUH U
OTpeneNnsieT BO3MOXHOCTb UX
OnyOJINKOBaHUS Ha
nHpopManmoHHOM nopTane Coro3a.
B cnydae npeacraBineHus cBelIeHUM
0 3apEeruCTPUPOBAHHOM
JIEKapCTBEHHOM TIIpenapare WIH
W3MEHEHHBIX  CBEACHUH O
3apETUCTPUPOBAHHOM
JEeKapCTBEHHOM  IIpemapare
UCTIOJIHUTENh TOATOTaBINBACT UX
IJIss  OmyOJIWKOBaHHS  Ha
nHdopmannonHom nopraie Coroza

6 Omnwucanue onepanuu

W3MEHEHHBIE CBEIEHUS O0O0IIero
peecTpa TOATOTOBICHBI A



onyONNKOBaHUSA Ha

7 PesynbraTsl nHpopManmoHHoM noptaie Coroza
Wi moiydeHa wHpopmamus o006
OTCYTCTBUH CBEJCHUH, MMOIEKAIINX
OMyOJIMKOBAHUIO

Taomuna 20

Omucanue onepaiu "Omy6mkoBanue cBeaeHui B equHoM peectpe” (P.MM.01.0PR.008)

Ne i/t O0o03HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenvie P.MM.01.0PR.008

OHy6JII/IKOBaHI/Ie CBCICHUM B CIUHOM

2 HaumenoBanue onepanuu
peectpe

3 Ucnonaurens Komuccus

BBITIOJIHAETCSA T10CNIE MOATOTOBKH
CBEJICHMH Ul ONyOJIMKOBaHHMA Ha
unpopmannonsom noprane Corosa
4 VYcoBus BEINTOTHEHUS bop i P (
onepauus "IIpoBepka BO3MOXKHOCTH
OIMyONUKOBAaHUS CBEJIEHHI B €IMHOM

peectpe" (P.MM.01.0PR.007))

CBEIICHUS OIyOIMKOBBIBAIOTCS B
5 OrpannyeHus o0beMe,  IpeayCMOTPEHHOM
HOPSAIKOM

UCIOJHHUTENb  OoOecreynuBaeT
onyOIMKOBaHWE OOHOBICHHOTO

6 Onucanue onepauuu
€IMHOTO peecTpa Ha

nHpopmannonHoM nopraie Coroza

OOHOBIICHHBI EIUHBIN peecTp
7 PesynbraTs OITyOJTMKOBAaH Ha WH(POPMAITHOHHOM
noptaine Coro3a

TIponenypa "UckmodeHne cBefeHmit 3 obmero peectpa” (P.MM.01.PRC.003)

55. Cxema BwimonHeHus mporieaypsl "Hckimrouenue cBefeHuit u3 obmero peectpa’ (
P.MM.01.PRC.003) npencraBiena Ha pucyHke 11.



Y nonnomoveHHblii opran

:Komuccua
pedepenTHOrO rocyapersa
[lpencrapnenne ceeaeHmil 1ns :00mmil peectp
HCKIHOUeHH 13 0DLIero peectpa [creneHus s
(P.MM.0O1.0OPR.009) J HCKJTIHOMEHHS Nepe/iaHbi |

[Tpuem u obpaboTka

:00mHi peectp CRBCJACHHH O 3adABRICHHHN,

[oOHoBREH] HCKTIOHAaeMOM H3 00111ero
\J/ { peectpa (P.MM.01.OPR.0O1()

[onyuenune yeeroMIeHns o
pevIbBTATAX HCKITIOYEHHA
CBEJICHWI O 3aABICHHHA H3

o0mIEro peecTpa

(P.MM.01.OPR.O11)

®

Puc. 11. CxemMa BBINOJTHEHHUS NPOLIETYPbI
"Uckmrouenue cBefeHui u3 oduiero peecrpa'
(P.MM.01.PRC.003)

56. Ilpouenypa "Vckimrouenue cenenuit u3 odmero peecrpa” (P.MM.01.PRC.003)
BBITIOJTHAETCS TIPU MPEACTABICHUH YIIOJTHOMOYEHHBIM OPTaHOM pehepeHTHOTO TOCY1apCTBA B
Komuccuto cBeneHuil 0 mojyiexaiieM HCKIIOUCHUI0O M3 OOIIero peectpa 3asBJICHUH,
paccMOTpPEHHE KOTOPOTO MPEKPAILEHO B CBSI3U C HAPYLICHUSIMU TTPaBUIT PETUCTPALIUH.

57. IlepBoii BeimosiHsieTCst onepanus "lIpencraBienrne CBeACHUM sl UCKIIOYECHUS U3
obmero peectpa" (P.MM.01.OPR.009), mo pe3ynbTaraMm BBINOJHEHUS KOTOPOU
YIIOJIHOMOYEHHBIM OpPraHoM pedepeHTHOro TOCyAapcTBa POPMUPYIOTCS U MPEACTABISIOTCS B
Komuccuto cBenenus o 3asBI€HUN, MOJJIeKAIeM UCKIIFOUEHHUIO U3 00IIEero peecTpa.

58. Ilpu nocrymenun B Komuccuio cBeieHuit 0 3asBICHUH, UCKIIOYaeMOM U3 OOIIEro
peectpa, BbImoiHsAeTcs omnepauus "llpuem u oOpaboTka cBeAeHHN O 3asBJICHUHU,
uckiroyaemMmom u3 obmero peectpa” (P.MM.01.0PR.010), mo pe3ynbpTaTam BBITIOTHEHUS
KOTOPOM CBEACHUS O 3asBJICHUU HMCKIIOYAIOTCS M3 OOLIEro peectpa. YBeloMJeHUe 00
WCKITFOUCHHUH CBEJICHUN O 3asIBJICHUU MEPEIacTCsl B YIIOJHOMOYCHHBINH OopraH pedepeHTHOTO

rocyaapcTBa.
59. Ilpu mocTymjaeHHH B YNOJHOMOYEHHBIM OpraH pedepeHTHOIro rocyaapcTBa
yBEJOMJIEHUsI 00 MCKJIIOYEHUH CBEIECHUN O 3asBJICHUM U3 OOILIEro peectpa BBITOJIHIETCS



onepauus "[lonyyeHue yBeJOMIIEHHS O pe3yibTaTax UCKIFOYEHUS CBEICHUIN O 3asIBICHUM U3
obmero peectpa" (P.MM.01.OPR.011), mo pe3ynbTaram BBINOJHEHUS KOTOPOU
OCYIIECTBIISIOTCS MPUEM U 00pabOTKa yKa3aHHOTO YBEIOMIICHHUS.

60. Pe3ynpTaTom BhITIONTHEHUS polieypsl "Mckintouenue cBeieHnid u3 ooiero peecrpa’
(P.MM.01.PRC.003) sBnsieTcsi MOJIydYe€HHUE YMOJHOMOUYEHHBIM OpPraHoM pedepeHTHOrOo
rocyJiapcTBa yBeJOMJICHUS O pe3yJibTaTaxX UCKIIOUEHUs CBEACHUHN O 3asBJICHUU U3 OOIETO
peecTpa.

61. Ilepeyens omeparuii oOIEro mpoiecca, BHIMOIHAEMBIX B paMKax Mpoueaypst "
Ucknrouenue ceeaenuit uz oduiero peecrpa’ (P.MM.01.PRC.003), npusenen B Tadmure 21.

Tabmuma 21

ITepegens onepamuii 06mero mpomnecca, BHIOIHAIEMBIX B paMKax npouenyps "Hckmouenne
cBeaenuii u3 o6mero peectpa” (P.MM.01.PRC.003)

KomoBoe 0003Hauenme Hanmenosanue Omnucanne
1 2 3

NpeacTaBlIeHHe CBEACHUM i1 IHpHUBeAeHo B Tabuauie 22
P.MM.01.0PR.009 ped p "
UCKJIFOUCHUS U3 OOIIEro peecTpa Hacrosmux [IpaBun

mpueM u o0paboTKa CBEICHHUI O
P.MM.01.0PR.010 3asBJICHAH, HCKIIOYaEMOM W3
obmero peecrpa

npuBeneHo B Tabmnume 23
HacTosumx [IpaBun

MOoJIyu€HHUue YBEAOMIICHU o

6 24
P.MM.01.0PR.0O11 pe3yabpTaTax UCKIIOYEHUS CBEICHUN UPHBCACHO B TabIHKE

Hacrosawux [IpaBun
0 3asBIICHIH U3 OOIIET0 peecTpa

Taomuna 22

Omucanue onepanuu "IIpencraBieHue CBeAEHMH IS HCKIIOYEHU U3 obmero peectpa” (P.MM.01
.OPR.009)

Ne i/t O0o03HaueHne dJIeMEHTa Omnucanue

1 2 3

1 Konosoe o6o3Hauenue P.MM.01.0PR.009
MpEeACTaBICHUE CBEACHUH IS

2 HaumenoBanue onepanuu
UCKJTFOUEHMsS U3 00IIero peecTpa
MOJTHOMOYEHHBII oprau

3 Wcnonuurens y P
pedepenTHOrO TOCY IApCTBA
BEITIONHSETCS TIPU TPEICTABICHUU
YIIOJIHOMOYCHHBIM OpraHom
eepeHTHOr0 TrocymapcTsa B

4 VC10BHS BBIIOJIHEHUS pedep yaap

Komuccuro cBenennii o 3asBIICHHH,
MoJJIeKalleM HCKIIOUEHHI0 U3
o0miero peectpa

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH TOMKHBI

5 Orpannyenus



COOTBETCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCTIOJHUTEIb dbopmupyer
coobuienue, cojepxamiee
IpeHa3HauYeHHbIe JUIs Mepeaadn B
Komuccuro cBeneHus o 3asBICHHH,
HCKJII0YaeMOM M3 OOIIEro peecTpa, B
6 Omnncanue onepanun

COOTBETCTBUU ¢ PeriiamMeHTOM
MH(OPMAIIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB W
Komuccueit

CBEICHUS O 3asiBICHUU JJd
7 PesynbTaTs! HCKIIIOYCHHUS U3 OOIIEero peecrpa
nepenansl B Komuccuto

Tabmuua 23

Omucanue onepauun "IIpueM u 06paboTka CBeeHHUI O 3asABICHUH, HCKIF0IAEMOM U3 00mero
peectpa" (P.MM.01.0PR.010)

Ne /it O0o03HaueHHE DIIEMEHTA Omnucanne
1 2 3
1 KomoBoe 0003Hauenme P.MM.01.0PR.010

npueM u o00paboTka cBeIEHHH O
2 HanmenoBanne oneparin 3asBJICHUM, HCKIIOYAaeMOM W3
o0miero peectpa

3 Ucnonaurens Komuccus

BEITIOJTHACTCSA TIPU TIOTyICHUH
KomMuccuell cBegeHuil 0 3aBIEHUNA
JUTS ICKITFOUEHMS U3 001IIero peectpa

4 Yc10BUS BBHITIOTHEHUS (omepamus ~ "IlpeacTtaBieHue
CBe}:[eHPIﬁ JJ1s1 UCKJIFOYCHUS U3
obmero peectpa" (P.MM.01.OPR
.009))

dbopwmar u CTPYKTypa
MPEACTABIIACMBIX CBe]leHI/Iﬁ JOJIKHBI

cooTBeTCTBOBaTh  ONHCAHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKYMEHTOB U cBeaeHui. Tpebyercs
aBTOpHU3aLUS, CBCACHUS
NPEACTABISAIOTCSA TOJBKO
YIIOJITHOMOYEHHBIMH  OpraHaMu
roCyJapCTB-4JICHOB. PeKBU3UTHI
5 OrpaHuyeHus 3JIEKTPOHHOTO JIOKyMEHTa (
CBEICHUN) JLOJI K HBI
COOTBETCTBOBATH TPEcOOBAHUAM,
peayCMOTpEHHBIM PermameHTom
MH(POPMALIMOHHOTO B3aUMOICHCTBUS



MEXIYy YIOJIHOMOYE€HHBIMU
opraHaMu TOCYIapCTB-4JICHOB H
Komuccuein

HCIOJHUTECIIb NPUHUMACT CBCACHUA
W TIPOBEPSIET X B COOTBETCTBHH C
PernmamenroM uH(pOPManMOHHOTO
B3aMMOJEHCTBUS MEXIY
YHOJTHOMOYEHHBIMH ~ OpraHaMu
rocyzaapcTB-uiaeHoB U Komuccueil.
B ciydae ycnenmrHoro BBITOJTHEHUS
MIPOBEPKHU HCIIOJTHUTENb
OCYIIECTBISAET  HMCKJIIOYECHHUE
CBEJICHUH O 3asBJICHWU W3 0OIIEero
peectpa, 3amoyiHAs JaTy M BpeMs
OOHOBJICHHS  CBEJCHUH O
pETUCTpPallud  COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO Iperapara, a TaKkxke
KOHEUHYIO JaTy Mepuoja JeHCTBUS
cBeneHui B obmieM peectpe. Konwus
CBEIICHUH coOXpaHseTrcs B oOmeM
peectpe 0e3 BO3MOXXHOCTH
JATbHEHIIEro pelaKTHPOBAHUS IS
obecriedeHNs  BO3MOXXHOCTH

6 Omnucanue onepanuu

MPOCMOTpPa HMCTOPUU H3MEHEHUU.
Hcnonuutens ¢GopMuUpyeTr u
HampaBJisIeT YMOJIHOMOYEHHOMY
Oprany pe(epeHTHOTO ToCyIapcTBa
yBeIOMIICHHE 00 YCIICITHOM
WCKJTIOUYEHUH CBEIEHUI O 3asBICHUN
u3 o0IIero peectpa co 3HaYCHHEM
Koma pesyinbTata 00pabOTKH,
COOTBETCTCBYIOIUM  YJAJEHUIO
CBEJICHUH, B COOTBETCTBUU C
PermamenToM WHGOPMAIIMOHHOTO
B3aNUMOJIENCTBUSI MEXAY
YIOJTHOMOYEHHBIMH ~ OpraHaMu
rocyaapcTB-uieHoB u Komuccueit

CBEJICHUS O  3asBJICHUH,
HCKITF0YaeMOM M3 OOIIEro peectpa,
obpabotanbl, yBemoMJeHHE 00

7 PesynbTaTsl WCKJIFOYEHUHU CBEJICHUN O 3asIBJICHUU
13 00ILIEero peecTpa HaIpaBICHO B
YIOJTHOMOYCHHBIH opraH
pedepeHTHOTO rocyIapcTBa

Tabmuma 24

Omucanue onepanuy "Ilorygenne yBeAOMICHHAS O pe3ybTaTaxX HCKIIOYCHASA CBEACHHUH O
3asBiieENH U3 o6mero peectpa" (P.MM.01.0PR.011)

Ne /i O003HayeHne dIIEMEHTa Onucanue
1 2 3
1 Konosoe 0603HaueHuE P.MM.01.0PR.011



HOJly4EHHE  yBEJAOMIIEHUS O
2 HammenoBanue onepanun pesynbTaTax UCKIIOUYEHH CBEICHUI
0 3a4BJIEHUH U3 OOIIETO peecTpa

YIOJIHOMOYEHHBIN opran

3 Hcnonuurens
pedepeHTHOro rocynapcTaa

BBITIONHACTCS TIPHU TOTyICHUH
YIIOJTHOMOYEHHBIM  OPTaHOM
pedepeHTHOrO  rocyzapcTsa
yBEIOMJICHUSI 00 UCKIIOUCHUH

4 VCIIOBHS BBIIOJIHEHUS CBEJICHHUH O 3asBJIICHHH U3 OOIIEro
peectpa (omepanus "Ilpuem n
00paboTKa CBeICHUH O 3asBJICHUH,
UCKITI0YaeMoM U3 ob1ero peectpa' (
P.MM.01.0PR.010))

(opmar u CTpyKTypa yBeIOMIICHUS
JIOJKHBI COOTBETCTBOBATH

5 OrparnyeHus Onucannio GopMaToB U CTPYKTYP
3MEKTPOHHBIX JOKYMEHTOB U
CBEJCHUI

UCIIOJHUTENb OCYIIECTBIISET IPUEM
yBEIOMIICHUSI 00 MCKIIOYEHNN
CBEICHUH O 3asBICHHUU U3 OOIIEro
peectpa B COOTBETCTBUH C
PernamenToM WH(pOpPMalMOHHOTO
B3auMoJeicTBUSA MEXy
YHOJIHOMOYEHHBIMH ~ OpraHaMu
rocyaapcTB-wieHoB 1 KoMuccueit

6 Omnwmcanue onepamnuu

MOJy4eHO yBeZOMJICHHE 00
7 Pe3ynbTaTsl WCKJIFOYEHUHU CBEJECHUN O 3asiBJICHUU
n3 o01Iero peecrpa

IIponexypa "HanpaBnenvie CBEZICHHI O OIEKAMEM Pa3sMEIIECHAIO B €IMHOM PEECTPE TOKYMEHTE
" (P.MM.01.PRC.019)

62. Cxema BbINOJHEHHS Mpouenypsl "HampaBieHue CBEACHUN O MOIJIEKAIIEM
pa3menieHuto B equHoM peectpe nokymente" (P.MM.01.PRC.019) npeacraBneHa Ha pucyHKe
12.



: VooaHoOMOYMeHHEIR opral rocyJapcTBa-4IeHa - Komuccrs

?

Hanpaenesne ceegeHHEH 0

CBeJIeHHA PErHCTPALIHOHHOTO IOChe
HIH J&aa
[cBeaenns o JoKyMenTe HampaBIeHs |

MOJIEKAN EM PAIMENIEHHID B
eIHHOM peecTpe JOKYMEHTE J

(P.MM.01.OPR.055)

/

IMomryaenne cEeIeHHE 0 O TeHAITEM
CBEJEHHA PETHCTPALHOHHOTO JOChE

pazMelleHHIO B eHHOM peecTpe
HIIH Tena
{ JOKVMEHTE

[cBeserHs 0 JoKyYMeHTe 0GpadoTaHsl] (P.MM.01.0PR.056)

4 ™
TMonvaerre H 0bpaboTka VEETOMICHHA

O pesvabTaTax cOpabOTKH CBEIEeHHH O
noJlekanleM paiMellleHHIo B eJHHOM
peecTpe JOKYMEHTE
(P MM .01 OPR.057)

.

Puc. 12. Cxema BeinonHeHus npoueaypsl "Hanpapienue cBeaeHuit
0 MOJIJICKAIIEM pa3MeIleHuIo B einHoM peectpe nokymente" (P.MM.01.PRC.019)
63. [Iponenypa "HampapneHue cBeleHHI O MOJIEXAIIEM Pa3MEIICHUI0 B €UHOM
peectpe nokymente" (P.MM.01.PRC.019) BblmonHsieTcs mocie mepefayd CBEICHUN O

BBIJJAHHOM PETHCTPAIlMOHHOM YJIOCTOBEpPEHUHU, a TaKXKe B Ciydyae HEO0OXOIUMOCTH
TEXHUYECKON KOPPEKTUPOBKH OJIOTO M3 pa3MEIaeMbIX B €IMHOM PEECTPE JOKYMEHTOB.

64. IlepBoil BbImosHsETCs omnepanus "HampapiaeHue CBEASHUN O MOjIeKaIiemM
pa3MemnieHu0 B eauHoM peectpe aokymeHte" (P.MM.01.OPR.055), no pesyibraTtam
BBITIOJTHEHUSI KOTOPOW YIIOJTHOMOYEHHBIM OpPraHOM TOCYyJapCTBa-ujieHa (POPMHUPYIOTCS U
npeacTaBisitorcss B KoMuccuio CBEIEHUS O MOJIEXKAIIEM Pa3MEUIEHUIO B €AUHOM PEECTpe
JIOKYMEHTE.

65. IIpu nocrymnennu B Komuccuro cBeieHH 0 MOAJIEkKAIEM Pa3MEIICHUIO B €IUHOM
peecTpe MIOKYMEHTE, BBINOJHAECTCA omnepanusd "[lonydeHue CBEIEHUN O MOAJIEkKAIIEM
pa3MemieHu0 B eauHoM peectpe aokymente" (P.MM.01.OPR.056), no pe3ynbraTtam
BBITIOTHEHUS KOoTopoi Komuccusa monydaeT cBeleHHs O MOJJIeXalleM pa3MElIeHUIO0 B
€MHOM peecTpe JOKYMEHTE OT YIOJIHOMOUYEHHOTO OpraHa rocyAapcTBa-4ieHa U HalpaBsieT
€My YBEJIOMJICHHE O pe3yJibTaTax 00pabOTKU MOTYyYEHHBIX CBEJICHUH.

66. IIpy noCTyIIEHNH B YIIOJTHOMOYEHHBIN OpraH IoCy1apCTBa-wICHa YBEAOMIIEHUS O
pe3yabpTaTtax oOpabOTKU TMOJYyYEHHBIX CBEICHUM, BbINoyHseTcs omeparus "llomydyenue u



00paboTKa YBEJOMIICHHUS O pe3yJibTaTax 0OpadOTKU CBEJISHUM O TOJJIe)KAIEM pa3MEIICHHUIO
B equHOM peectpe nokymente" (P.MM.01.0OPR.057).

67. Pe3ynpTaramu BbITIOHEHUS npoleaypsl "HampaBienue cBeIeHUI O MOJJIekKalleM
pasmenienuro B enuHoM peectpe aokymeHnte" (P.MM.01.PRC.019) sBnusieTcs BKItOYeHUE B
€UHBIN peecTp CBEACHUN O MOAJIEkKAIIEM PA3MEIICHUIO B €AMHOM PEECTPE TIOKYMEHTE.

68. Ilepeuyenp omepaluii oOIIEro MPOIECCa, BHIMOIHIEMBIX B paMKax MPOLEIYpPHI
HanpaBnenue cBeqeHHil 0 MojaJiekalieM pa3MENIeHUI0 B €IMHOM peecTpe ToKymeHTe" (
P.MM.01.PRC.019), npuBenen B Tabnurie 25.

Tabmuua 25

"

Ilepedgens onepanuii 06mero mponecca, BHIIOJHAEMEIX B paMkax mponexypsl "HanpaBinerne
CBEICHHI O MOMJICKAMEM Pa3MEIIEeHHIO B equHOM peectpe nokymente" (P.MM.01.PRC.019)

KonoBoe o603Hauenme HaunmenoBanue Onucanue

1 2 3

HampaBJIeHWE  CBEJCHHH O
MoJJIeXKAIIEeM pa3MElIeHUIO B
€IMHOM PeecTpe JOKYMEHTE

npuBeneHo B Tabunume 26

P.MM.01.OPR.055
Hactosmux [IpaBun

MOJy4YC€HHUC CBeHeHI/Iﬁ o
nmogjeixkamemMm pasMCIICHUIO B
CANHOM pECCTPC NOKYMCHTC

npuBeneHo B Tabmume 27

P.MM.01.0PR.056
Hactosamux [IpaBun

noinydyeHue u  oOpaborka
YBEIOMIIGHHS O pe3yJbTaTax
P.MM.01.0PR.057 00paboTKU  CBeNCHUU  ©
MOJUUIEKAINEM  pa3sMEIIEHUIO B
€IIMHOM PEecTpe TOKyMEHTE

npuBeneHo B Tabnmme 28
Hacroswmux [IpaBun

Taomuna 26

Ommcanne oneparnuy "HampaBiieHne CBeACHHUI O MOYISKANIEM Pa3MEMICHUIO B ©JMHOM PEECTpe
noxymente" (P.MM.01.0PR.055)

Ne i/ O0o03HaueHne dJIeMeHTa Omnucanue

1 2 3

1 Konosoe o603Hauenve P.MM.01.0PR.055
HallpaBJIEHUE  CBEJECHUH O

2 HaunmMeHoBaHue onepaiu MOJJIeXKAIIEM pa3MEUICHHIO B
SIMHOM PeecTpe JOKyMEHTE
MMOJIHOMOYEHHBII opran

3 Ucnonaurens y P
rocy/JapcTBa-uiieHa
BBIMIOJIHSICTCSL TIOCHIe Mepeaaydn
CBEJlEHUH 0 BBIJAHHOM
€rHCTPALMOHHOM YIOCTOBEPEHUH

4 VcoBUs BBITOIHEHUS p p y P >

a Takke B cllydae BHECEHHS
W3MEHEHHUH B OIMH U3 pa3MeNIaeMbIX
B €IMHOM PEECTpE JOKYMEHTOB



(dopMaT u CTPyKTypa HampaBJIIEMbIX

5 OrpaHnyeHns CBEJICHMI JOJDKHBI COOTBETCTBOBATH
Onucannio GopMaToOB U CTPYKTYP
SIEKTPOHHBIX JOKYMEHTOB H
CBEICHUN

UCTIOJHUTENb (POPMHUPYET CBEICHHUS
0 MojJjexaneM pa3MEeIIeHUI0 B
€IMHOM peecTpe JOKYMEHTE,
NpeAHa3HayeHble Uil Nepefadu B
Komuccuio B COOTBETCTBHU C
6 Onucanue onepauuu
PeritamenToM HH(POPMAIIHOHHOTO
B3aMMOJIEUCTBUS MEXAY
YIOJHOMOYEHHBIMH ~ OpTaHaMu
rocynapcts-wieHoB u Komuccueit u
HanpasisgeT ux B Komuccuto

CBCJICHUS O  TOJJIexaliem
pa3MelIeHuI0 B €JUHOM peecTpe
JIOKYMEHTE  HampaBjeHbl B
Komuccuto

7 PesynbraTs!

Taomuna 27

Ommcanue onepaimu "IlorygeHne cBeAeHMI 0 IOAIEKAMIEM Pa3MEMICHAIO B €IHHOM peecTpe
noxymente" (P.MM.01.0PR.056)

Ne /i O0o03HayeHne dJIeMEHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.01.0PR.056

MOJIy4eHUE cBeleHu 0
2 HanmMenoBanue onepauuu MOJJIEKAILEM pPa3sMEIIEHUIO B
€IMHOM pEecTpe JOKyMEHTE

3 Ucnonaurens Komuccus

BBITIONHACTCSA TIPH TOTyYCHUHN

HCIIOJTHUTEIEM CBEIEHHH O

MOJJIeKAIEM pa3sMEIICHUI0 B

€IUHOM peecTpe TOKyMeHTe (
onepauus "llomydeHue cBeeHUi o
MOJJIEeKAIEM pa3sMEIICHUIO B

eanHOM peectpe gokymente" (P.MM
.01.0PR.055))

4 VCIIOBUS BBIIIOJIHEHUS

dbopmar u CTPYKTypa
MPEJCTABISIEMbIX CBEICHUH JOJIXKHBI

cooTBeTcTBOBaTh  OmmcaHHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U cBeaeHuil. TpebOyercs
aBToOpuU3anuAi, CBEACHUA
MpEeACTABISIOTCS TOJIBKO
YIOJHOMOYEHHBIMH ~ OpTaHaMu
5 OrpanudeHus rOCyIapCTB-UJIEHOB. PEeKBU3UTHI
3JEKTPOHHOTO IOKyMEHTa (
CBEIICHUM) IO JIKHBI
COOTBETCTBOBAaTh TPeOOBAaHUAM,



npeaycMOTpeHHbIM PermameHTom
HH(POPMAIMOHHOTO B3aUMOICHCTBUS
MEXIY YIIOTHOMOYEHHBIMU
opraHaMd TOCYIapCTB-4JICHOB H
Komuccuei

WCIIOJTHUTENb TIPUHAMAET CBEICHUS
0 TOJUIeXAalleM pa3MEIIeHUIO B
eMHOM pEEecTpe AOKYMEHTE,
BBIIONHAET HX O00paboTKy B
COOTBETCTBMM ¢ PermameHToM
MH(OPMAIMOHHOTO B3aUMOJICHCTBUS
6 Omnwucanue onepanun
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB W
Komuccueit u HampaBiseT B
YIOJIHOMOYEHHBIN opras
rocyJlapcTBa-uieHa YBEJOMJICHHE O
pe3yabTatax 00paboTKU

CBEIEHHS O  IOJJIEXKaleM
pa3sMEIIEHNI0 B E€OMHOM DEecTpe
JIOKyMEHTE, o6paboTaHsl,

7 PesynbraTs! YBEIOMIJIIEHHE O pe3ylabTarax
00paboOTKH CBEACHUI HAIPaBJICHO B
YIOJHOMOUYEHHBIH opraH
rocyJapcTBa-4ieHa

Tabaunia 28

Omucanue onepanun "Tlomygerne u 06paboTKa yBeIOMIICHHA O pe3yJbTaTax 06paboTKu
CBEACHUI 0 MOAJIeKAIIEM Pa3MEMEHUIO B euHOM peectpe nokymernte" (P.MM.01.0PR.057)

Ne /i O0o03HayeHne dJIeMEHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.01.0OPR.057

monydyeHue W oOpaboTka
YBEAOMIIGHHST O pe3yJbTaTax
2 HammeHnoBanwme omneparumn 00paboTKM  CBeIeHHH O
HOJUIeXKAIeM pa3MEIlECHUIO B
€IUHOM peecTpe JIOKyMEHTE

YIOJHOMOYEHHBIN opraH
rocynapcTBa-4ieHa

3 Ucnonaurens

BBITIOJHSETCS TpPH  TONYYSHHUH
UCIIOJTHUTENIEM  COOOIIeHUs,
cojaeplkamiero CBEIEHHS 00
YHUKQJIBHOM PETHCTPAL[HOHHOM
HOMeEpe, NPUCBOCHHOM 3asIBIICHHIO
4 VY coBUst BBINOTHEHUS WIA YBEIOMIIEHHUsS] O pPe3yibTaTax
0o0paboTku cBeneHui (omepanus "
ITonyuenue  cBegeHuit o
HOJUIEKAIEM pa3sMELIEHUI0 B
eanHOM peectpe gokymente" (P.MM
.01.0PR.056))



dbopmar " CTPYKTypa
MPENCTABISIEMBIX CBEICHUH TOMKHBI

COOTBETCTBOBATHL  OmHCaHHIO
(hopMaTOB U CTPYKTYp IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

5 Orpanuuenus

HCIOJHUTENb MoJIy4aeT
YBEIOMIICHHE O pe3ylbTarax
00paboTku CBEIEHUN 0
MOJUIeKAIIEM pa3MElmeHUI0 B
6 Omucanne onepatan €UHOM peecTpe IOKyMeHTE, B

COOTBETCTBUM ¢ PermameHntom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIY YIOJTHOMOYCHHBIMU
opraHaMu TOCYJIapCTB-4JICHOB H
Kommccueit

yBEJAOMIIGHHE O pe3ylbTaTax
00paboOTKHM  CBEICHHUU O

7 PesynbraTht MOJJIEXKAIIEM pPa3MENICHHIO B
eIMHOM pEeecTpe JOKyMEHTE
MOJTyYEeHO

2. ITpoueyphl HaIPaBICHAA CBEJCHHIA O PETHCTPAIMH JIEKapCTBEHHOTO IIpenapaTa |
PacCMOTpEHHU CBEACHMI O 3ajABJICHHH Ha IPOBEICHHIE MPOLEAYP PErUCTPAIUH JIEKAPCTBEHHOTO
mpemnapara

ITponenypa "Ilomyderne cBeeHMI O 3ajABICHAN HA IIPOBEACHAE MPOLIEAYP PETACTpaAN
nexapcTBeHHOro npemnapara” (P.MM.01.PRC.004)

69. Cxema BbINIOIHEHUA npoueaypsl "[lonydeHne cBeIeHHil O 3asBJICHUN HA MIPOBEICHUE
npouenyp peructpauuu jekapcrseHHoro npenapara" (P.MM.01.PRC.004) npencrapiena Ha
pucynke 13.



:¥oJIHOMOYEHHBIH OpraH :YnoaHoMoueHHEBIH opraH
pedepeHTHOrO rocyaapcraa rocylapcrTsa NpH3HAHUA

b

IIpeacrapnenne creeHHI
O 3AABJICHHHA
(P.MM.01.0PR.012)

SBAABIICHHE
[creenns mpeacTapaeHs |

P

[Ipuem u obpadoTka cpeenuii
< 0 3a8BICHHH
(P.MM.01.0OPR.O13)

:3asiBeHne
|cBeaeHHA NOaYYeHbl |

[lonyuenue yBeaoMIeHHs O
pesyabrarax o0padoTKu
CBE/IeHHH O 3adB/IeHHH

(P.MM.O1.OPR.O14)

o

Puc. 13. Cxema BbeimonHenus: npouenypsl "llonydyeHue cBeqeHU O 3asBICHUU Ha

MIPOBEJICHUE MPOIEYP perucTpaiuu jJekapcrsenHoro npemnapara” (P.MM.01.PRC.004)

70. Ilpouenypa "llosyueHue cBeJEHUN O 3aABJICHUU HA MPOBEJACHUE MPOLETYD
peructpamuu JiekapctBeHHoro mnpemnapara" (P.MM.01.PRC.004) BwimomHseTcs
YIIOJTHOMOYEHHBIM OpraHoM pedepeHTHOr0 rocyJapcTBa MPU HAMpPaBICHUU 3asBJICHUS Ha
IIPOBEJICHUE MPOIIEAYP PErUCTPALMH JIEKAPCTBEHHOTO Mpernapara yIoJIHOMOYEHHOMY OpraHy
rocyJ1apcTBa MPU3HAHUS.

71. Ilepnoii BeimonHsieTcs onepaius "[IpencraBnenue cBenenuit o 3assiaenuun" (P.MM.01.
OPR.012), mo pe3ynpbraTaMm BBHINOJHEHUS KOTOPOW YMHOJHOMOYEHHBIM OpPraHOM
pedepeHTHOTO rocyIapcTBa GOPMUPYIOTCS U TIPEACTABISIIOTCA B YIOJIHOMOYECHHBIA OpTaH
rocyJapcTBa MPU3HAHUS CBEICHMS O 3asBJICHUM HA MPOBEJECHUE MPOUEAYpP PErHCTpPALNU
JIEKapCTBEHHOTO Ipernapara.

72. Ilpu noiay4yeHUHu yHmoJIHOMOYEHHBIM OPTaHOM TOCyJapcTBa MPU3HAHUS CBEICHHM O
3asBJICHUM HA MPOBEJACHUE MPOIIEAYP PETUCTPALINH JIEKAPCTBEHHOTO MpenapaTa BhIITOTHACTCS
onepanus "Ilpuem u oOpaborka cBemenuit o 3aspiaeHuu" (P.MM.01.OPR.013), mo
pe3yJibTaTaM BBINOJHEHUSI KOTOPON YMOJHOMOUYEHHBIM OPraHOM TrOCyAapcTBa MPU3HAHUS
MPUHUMAIOTCS CBEJCHUS O 3asBICHUM Ha TMPOBEAECHHUE NPOLEAYp perucTpaunuu



JEKapCTBEHHOTO Tpemnapara, GopMHUpyeTCs W HampaBseTCs B YIOJIHOMOYEHHBIH OpraH
pedepeHTHOro rocy1IapcTBa YBEJOMIICHUE O pe3yJbTarax 00pabOTKU CBEJICHUN O 3asiBIICHUU
Ha MPOBEJICHUE MPOLETYP PETUCTPALMU JIEKAPCTBEHHOTO Mpernapara.

73. llpu nony4eHUHM YMOJHOMOYEHHBIM OpraHoM pedepeHTHOTO TrocyJapcTBa
YBEIOMJICHHUS O pe3yJibTaTaX 00paOOTKH CBEIEHUN O 3asBICHUM HA MPOBEICHHUE MPOIEAYP
perucTpaiuu JIEKapCTBEHHOro Ipenaparta BeinosHsiercss onepamnus "[lomyuyenue
YBEJIOMIIEHHUS O pe3yJibTatax o0padboTku cBenenuii o 3aasiennn” (P.MM.01.0PR.014).

74. PesynbTaTamu BbINOJHEHUs npoueaypsl "[loydyeHne cBeaeHU O 3asBJICHUU HA
MPOBEJICHUE TMPOLEAYpP perucTpamuu JiekapcrBeHHoro mnpemnapara" (P.MM.01.PRC.004)
SABJISIIOTCSL TIOJIyYEHHE YIOJTHOMOYEHHBIM OpPraHOM TOCyJapcTBa MPU3HAHMS 3aABJICHUS Ha
MPOBEJEHUE MPOUEIYP PETUCTPALMM JICKAPCTBEHHOTO Iperapara, a TaKXke IMOJIyuYeHHe
YIIOJTHOMOYEHHBIM OpPTaHoM pPedEepeHTHOT0 TOCYIapCTBa YBEIOMJICHUS O pe3yJibTaTax
00pabOTKM CBEJIEHUI O 3asBJICHUU HAa MPOBEACHHUE MPOLETYpP PETUCTPALIMH JIEKAPCTBEHHOTO
npenapara.

75. Tlepedyensb omeparuii oOIIEro Mpoiecca, BBHIMOTHAEMBIX B paMKax Mpoueayps "
[Tonyyenue cBeeHUM O 3aBJICHUH HA MPOBEAEHUE MPOLIEYP PETUCTPALIUU JIEKAPCTBEHHOTO
npenapara" (P.MM.01.PRC.004), mpuseaeH B Tabnuiie 29.

Tabnuua 29

ITepeders oneparumii 06mero mpomuecca, BHIIOIHAEMBIX B paMKax npoieaypH "Ilomyderne
CBEJICHUI1 O 3asBJICHUH Ha IPOBEACHUC MPONEAYp PETHCTPAUH JIEKapCTBEHHOTO mpenapara” (
P.MM.01.PRC.004)

KonoBoe o603Hauenue HaumenoBanue Onucanue
1 2 3

P.MM 01 OPR.O12 MpencTaBiIeHHEe CBEeJAeHWH o  mpuBegeHo B Tabmume 30

3asBJICHUHA HaCcTOAIINX HpaBI/IH

mpueM U o0paboTka cBeleHWH o mpuBeaeHo B Tabmume 31
3asBIICHUH HacTosnwmx [IpaBun

P.MM.01.0PR.013

MOJyYCHUE YBEAOMIICHHS O
P.MM.01.0PR.014 pe3yabpTaTtax 00pabOTKH CBEACHUH O
3asIBIICHUH

npuBeneHo B Tabmmme 32
HacTtosux [IpaBun

Tab6mauua 30

Omucarne onepaun "IIpencraBnenue cBemennii o 3assieann” (P.MM.01.0PR.012)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 Konosoe 0603HaueHune P.MM.01.0PR.012
NpeJCcTaBI€HUE CBEJIEHUH O
2 HaumMenoBanue onepauuu
3asiBIIEHUH
MMOJIHOMOYEHHBII opran
3 Ucnonaurens y P

pedepeHTHOrO rocyrapcTaa



4 VY C10BUS BBIMOTHEHUS

5 OrpaHudeHus

6 Omnucanue onepanyuu

7 Pe3ynbraTsl
Tabmuma 31

BBITIOJIHSIETCS  YTIOJTHOMOYEHHBIM
OpraHom pedepeHTHOTO
rocygapcTBa IIpU HaIpaBICHUH
CBEJIEHHUH O 3asgBIEHHH Ha
MPOBEJICHUE TPOIIEAYP PETUCTPALNH
JIEKapCTBEHHOI'O MIperapara

dbopwmar u CTPYKTypa
TIPEJCTABISIEMBIX CBEIICHHH TOJIKHEI

cooTBeTcTBOBaTh  OMNUCAaHUIO
(hopMaTOB M CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB ¥ CBEICHUI

WCTIONTHUTENb (POPMHUPYET CBEICHHUS
0 3asABIEHUU Ha TPOBEICHUE
npomenyp perucTpanuu
JIEKapCTBEHHOTO Ipemapara H
HaMpaBisIeT UX B YIOJIHOMOYEHHBIN
OpraH rocyJapcTBa INpH3HAHHSA B
COOTBETCTBHH ¢ PeriiamMeHTOM
MH()OPMAMOHHOTO B3aMMO/ICHCTBHS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMH rocyJ1apCTB-4ICHOB

YHNOJHOMOYEHHOMY  OpTaHy
rocynapcrsa MpU3HAHUSA
HAaIpaBJICHbI CBEACHUS O 3asBICHUH
Ha TpOBEIEHHE MPOUEAYP
perucTpanuu  JeKapCTBEHHOIO
mpemnapara

Omucanue oneparuu "TIpueM u 06paboTka cBeaeHmii o 3assieann” (P.MM.01.0PR.013)

Ne i/t O0o3HayeHne dJIeMEHTa

1 2

1 KomoBoe o6o3Hauenne

2 HanmMenoBanue onepauuu
3 Ucnonaurens

4 VCII0BHUS BBIIOJIHEHUS

Omnncanne
3
P.MM.01.0PR.013

npueM U o0paboTKa CBEACHHUH O
3asBJICHUHN

YIOJIHOMOYEHHBIH opraH
TOCyZapcTBa MPU3HAHMS

BBIIOJIHACTCA NOpU TOJTYUYCHUU
YIIOJIHOMOYCHHBIM OopraHom
rocyaapcTBa NprU3HAHUA CBCHGHI/Iﬁ (6]
3aj4BJIICHUH Ha OpOBCACHUC

npoueayp perucrpaiuu
JeKapCcTBeHHOro  mpemnapata  (
omeparus "IlpencraBnenue

ceegennid o 3aseiaerun” (P.MM.O1.
OPR.012))

dbopwmar u CTPYKTypa
IPENCTaBISAEMBIX CBEICHUH JIOMKHBI

cooTBeTCTBOBATL  OIHCAaHUIO
(hopMaTOB M CTPYKTYP IJIEKTPOHHBIX



JIOKyMEHTOB U cBeJieHuil. Tpedyercs

aBTOpHU3aALHS, CBEJCHUS

MPEeCTaBISIIOTCS TOJIBKO
5 Orpannuerus YHOJTHOMOYEHHBIMH  OpraHaMu
rocyJapCTB-4JICHOB. PeKBU3UTHI
3JIEKTPOHHOI'O JOKyMEHTa (
CBEJCHUN) JOJKHBI
COOTBETCTBOBaTh TPeOOBAHMSAM,
IpeayCcMOTpeHHBIM PermamenTom
MH()OPMAIMOHHOTO B3aMMOJICHCTBHS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaM# rocyJ1apCTB-UJICHOB

UCIIOJTHUTEb TIPHHUMAET CBEJICHUS
0 3asABICHHUU Ha TMPOBEJCHUE
npoueayp perucrpaiuu
JIEKapCTBEHHOTO TMpernapata u
IMPOBEPACT HUX B COOTBCTCTBUHU C
PernamenToM wnH(pOpPMaLMOHHOTO
B3aMMOJEHCTBUS MEXY
YHOOJHOMOYCHHBIMH ~ OpraHaMu
rocyaapcTB-ujeHoB. B cayuae
YCIIEIIHOTO BBIMOJIHEHHS TPOBEPKU
6 Omnucanue onepanyu HampaBysieT YBEIOMJIEHHE O
pe3ynbpTatax 00pabOTKH CBEICHUM O
3asBJICHMM Ha [POBEJCHHE
npoueayp peructpaiuu
JEKapCTBEHHOTO IMpermapara B
YIOJIHOMOYEHHBIN opras
pedepeHTHOr0 TrocymapcTBa B
COOTBEeTCTBUU ¢ PeriiaMmeHTOM
MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu rocy/JapcTB-4JICHOB

YHOOJHOMOYEHHBIM  OpPraHOM
roCyZapcTBa IPHU3HAHUS MOJTYYCHBI
7 PesynbraTht CBEICHHSI O 3aABJICHHHM Ha
MIPOBEJCHNE MPOLEAYP PETUCTPALIIH
JIEKapCTBEHHOTO TIperapaTa

Taomuna 32

Ommucanue onepain "Iloryuenne yBefoMIeHHS O pe3ybTaTax 06paboTky cBeIeHHi O
sassinernn” (P.MM.01.0PR.014)

Ne i/ O0o3HauyeHne dJIEMEHTa Omnucanue
1 2 3
1 KonoBsoe o603Hauenne P.MM.01.0PR.014
MOJIydYeHUE YBEAOMICHUS O
2 HaumeHnoBanwue omnepariu pesynbpTaTtax 00paboTKH CBEICHHUH O
3asABJICHUHN
IMOJTHOMOYEHHBIH opran
3 Ucnonaurens y P

pedepenTHOTrO TOCY IApCTBA



BBITMIOJHACTCS TPHU  TOIYYCHUH
YHIOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOTO  TroOCyIapcTBa
YBEJOMIIEHHS O pe3ynbTaTax
4 VY coBUs BHIIOTHEHUS 00paboTKU CBE/ICHUH O 3asBICHUN
Ha TpOBeJEHHE MpOoUeayp
perucTpanuu  JeKapCTBEHHOIO
npemnapara (oneparus "llpuem n
00paboTka cBefieHnH 0 3asBieHUH" (
P.MM.01.0PR.013))

(dopmar u CTpyKTypa yBEeIOMIICHUS
JIOJIMKHBI COOTBETCTBOBATH

5 Orpannyenus Onwucannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB W
CBEJCHUMN

HCIOJIHUTENb MoJIy4aeT
yBEJIOMJIICHHE O IpHeMe |
00paboTKe CBEIEHUI O 3asABICHUU
Ha T[pOBEJACHUE  MPOUEAYD
PETUCTpAlMK  JICKAPCTBEHHOTO
mpemnapata B COOTBETCTBHH C
PeryiaMmenTOoM WH(pOPMAIIMOHHOTO
B3auMOAEHCTBUS MEXKY
YHOOJHOMOYEHHBIMH ~ OpraHaMu
rOCYJapCTB-WICHOB

6 Onucanue onepauuu

yBEJAOMIIGHHE O pe3ylbTaTax
00pabOTKU CBEJCHMIA O 3asBICHHUH

7 PesynbraTht Ha TpOBEJCHHE  MHPOIEAYD
pETHUCTpalMK  JIEKapCTBEHHOTO
Tpernapara mojyueHo

ITponenypa "YBemoMiueHHE 0 HEBO3MOXKHOCTH PACCMOTPEHIA 3a4BICHNS Ha IPOBEACHHC
IpOIEAYp perucTpanuy Jekapcrsensoro mpenapara” (P.MM.01.PRC.005)

76. CxeMa BBITIOJIHEHUS MpoLeaAypbl "YBEJOMICHUE O HEBO3MOKHOCTH PACCMOTPEHUS
3asBJICHUS HA TIPOBEJICHUE MPOLEIYP pPEerucTpalny JiekapcTBeHHoro mnpemnapara” (P.MM.01.
PRC.005) npencraBnena Ha pucyHke 14.



1Y noaHoOMOUYEHHLI opran Y noaHoMoveHHbLT oprad
rocy/1apcTBa npu3HaHus pedepenTHOro rocyaapcTsa

3 SAdABNCHHS

nPCﬂCTHBJ’ICHHC YBCIOMIICHHA O l_}"BC,EI,[}}fIJ'lCHIrlﬂ o
HEBOIMOMWHOCTH PACCMOTPCHHA J HEBOZMOMHOCTH

W

sagsnenns (P.MM.01.OPR.015) PACCMOTPEHHS 3asBICHHHA
npeacTaBieHo |

v

:3AsBICHHE _
[Tpuem u obpadoTKa
[vBe1oMIIeHHE O
5 VBEJIOM/ICHHS 0 HEBO3MOMKHOCTH
HEBOZMOMHOCTH =
ACCMOTPEHHA 3asAB/ICHIA
PAcCMOTPEHHA 3asiBIEHHs P P .
(P.MM.01.0PR.016)
MoJay4eHo|

W
[lonyuyenue yBeaoMIeHHs O

pesyabTatax o0padoTru
CBEJICHHIT 0 HEBOIMOKHOCTH
paccMOTPCHHA 3asBICHHA

(P.MM.01.0PR.OT7)

o ‘

Puc. 14. Cxema BBINOJHEHUS NOPOUEAYypbl "YBEeAOMIEHUE O HEBO3MOXHOCTH

paccMOTpeHuUs
3asIBJIEHUS Ha MPOBEAEHUE NPOLENYP PETUCTPALMU JIEKAPCTBEHHOTO Mpernapara’
(P.MM.01.PRC.005)

77. Ilpouenypa "YBeOoOMIIEHHE O HEBO3MOXXHOCTHU PACCMOTPEHHUS 3asIBJICHUS HA
MPOBEJICHUE TPONEAYp perucTpanuu JiekapctBennoro mnpemnapara" (P.MM.01.PRC.005)
BBIMIOJIHSIETCS. YIOJIHOMOYEHHBIM OpPraHOM TOCyAapCTBa MPHU3HAHMS B CIIy4yae BbISBICHHS
HapylI€HUH MPU MPOBEICHUHN MPOBEPKU MOTHOTHI U (WIIM) KOPPEKTHOCTH MPEACTABICHHBIX
JOKYMEHTOB, a TakKe B CJydae BBISBJICHMS HApYyIICHWH, CBSI3aHHBIX C OIJaTod cOopa (
MOIUINHBI).

78. IlepBoii BeinonHsAeTcs onepanus "[IpeacraBieHne yBeJOMICHHS O HEBO3MOKHOCTH
paccmotpenus 3assieHus” (P.MM.01.OPR.015), no pe3ynpraraMm BBIIOJHEHHS KOTOPOM
YIOJIHOMOYEHHBIM OPTraHOM TIOCYJIapCTBa MpU3HAHUS (GOPMHUPYETCS M TPEACTABIISETCS B
YIOJIHOMOYEHHBI OpPraH pepepeHTHOIr0 roCylapCTBa YBEJOMIIEHHE O HEBO3MOXXHOCTH
paccCMOTpEHHSI 3asBJICHHUS HAa MPOBEACHUE NPOUEAYpP PErUCTpallid JIEKAPCTBEHHOIO
npenapara.

79. Ilpu mogyd4eHUH YHOJHOMOYEHHBIM OPTaHOM pepepeHTHOIro rocyaapcTBa
YBEIOMJICHHUSI O HEBO3MOXHOCTH PACCMOTPEHHMs 3asiBIICHHS Ha TPOBEACHUE MPOLEIYD



perucTpanuu JEeKapcTBEHHOro Impemnapara BhlnoiHseTcs onepauus "llpuem u ob6paboTka
YBEJIOMJICHUSI O HEBO3MOXHOCTH paccmoTpenust 3asBienus" (P.MM.01.0PR.016), no
pe3yJibTaTaM BBIIOJIHEHUS KOTOPOIl YIIOJIHOMOUYEHHBIM OpraHOM peepeHTHOr0 roCcy1apCcTBa
NPUHUMAETCA yBEJOMIICHHE O HEBO3MOXKHOCTH PACCMOTPEHHUS 3asBJIEHUS HA MPOBEICHHE
IpoLEIyp PErucTpaluy JIEKapCTBEHHOTO TMpernaparta, (GOpMHUpPYeTCs W HampaBlseTcs B
YIOJIHOMOYEHHBIN OpraH rocynapcTBa MPU3HAHUS YBEIOMIIEHUE O pe3yjbTaTax o0paboTKu
YBEIOMJICHHUSI O HEBO3MOXXHOCTH PACCMOTPEHHMs 3asBJICHHMS Ha MPOBEACHUE MPOLEIYD
perucTpanuy JEeKapCTBEHHOT O Ipenapara.

80. ITpu mosyyeHHH ynoJIHOMOYEHHBIM OpPraHOM TOCYyAapCTBa MPU3HAHUS YBEIOMIICHUS
0 pe3yJibTaTax 00paOOTKH YyBEJOMJIEHUS O HEBO3MOXXHOCTH PACCMOTPEHHUS 3asBJICHUS Ha
MPOBEACHUE MPOLIEYp PETUCTPAIMU JEKapCTBEHHOIO Mperapara BBIMOIHSAETCS oneparus "
[lonyuenue yBemomieHUss O pe3yibTaTax 00paOOTKM CBEAEHUNW O HEBO3MOXKHOCTHU
paccmotpenus 3asBienus”" (P.MM.01.0PR.017).

81. Pe3ynbraTOM BBINOJHEHHUS NPOLEAYPHl "YBEIOMIEHHE O HEBO3MOKHOCTH
pacCMOTpPEHMS 3asBJIICHUS Ha IPOBEACHUE IPOLEAYpP PETHCTPALMU JIEKapCTBEHHOTO
npenapara" (P.MM.01.PRC.005) sBnsercs mnoiaydyeHUE YMNOJHOMOYEHHBIM OpPraHOM
rocylapcrBsa NpHU3HAHUSA YBEJOMJIEHHS O pe3ylibTaTax oOpabOTKH CBEOEHUHM O
HEBO3MOXXHOCTH pPAacCCMOTPEHUsl 3asBJICHUS Ha NPOBEACHHE NPOLEAYpP PErucTpaluu
JIEKapCTBEHHOTI'O IIpenapara.

82. Ilepeuens omnepanuii OOIIETO MPOLECCA, BBINOIHAEMBIX B paMKax MPOLEAypbl
VYBenoMiieHHE O HEBO3MOYKHOCTH PAacCMOTPEHHMS 3asBICHUS Ha IMPOBEICHHUE MNPOLEIYD
peructpanuu jgekapctsenHoro npemnapara’ (P.MM.01.PRC.005), npusenen B Tabmuie 33.

Tabnuna 33

"

Ilepegens onepanuii 00mero mponecca, BHIMOJHAEMEIX B paMKaXx IMponexypsl "YBeIOMICHHE O
HEBO3MOXKHOCTH PacCMOTPEHHA 3as4BJICHHA Ha IIPOBEICHHE MPOLEXyP PETUCTPAIIH
nexapcrBeHHOro npemnapara” (P.MM.01.PRC.005)

KonoBoe 0603HaueHne HaumenoBanue Omnucanue
1 2 3

IPEACTaBICHUE YBEIOMIICHUS O
P.MM.01.0PR.015 HEBO3MOXKHOCTH PAacCMOTPEHUS
3asIBJICHUS

npuBeneHo B Tabmume 34
HacTtosiux [IpaBun

mpreM U 00paboTKa yBEIOMIICHHS O
P.MM.01.0PR.016 HEBO3MOXXHOCTH PacCMOTpPEHUS
3a5BJICHUA

npuBegeHo B Tabmume 35
Hacrosmux [IpaBun

MOJIy4EeHHE YBEAOMIICHHS O

e3yIbTaTax 00paOOTKHU CBEAEHNA O NMpHUBEAEeHO B Tabaume 36

P.MM.01.0PR.017 pesy. P 8 pHBed t
HEBO3MOXKHOCTH PAacCMOTpeHHsl  HacTosux [IpaBun

3asdBJICHUA

Tabmuna 34



Ommcanne onepanuu "IIpeacTaBneHne yBeIOMICHHAS O HEBO3MOXKHOCTH PACCMOTPEHHA 3aSBJICHHUS
" (P.MM.01.0PR.015)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 Konosoe 0o603Hauenue P.MM.01.0PR.015
MpEJCTaBICHUE YBEJIOMIICHHS O
2 HaumeHoBaHue ornepaiuu HEBO3MOXHOCTH PacCMOTPEHUS
3asBIIEHUS
MMOJHOMOYCHHBI I opran
3 Ucnonnurens y p

rocyaapcTBa MPU3HAHUSA

BBIMOJIHSAETCSI  YIOJTHOMOYEHHBIM
OpPTaHOM I'OCyZapcTBa NMPHU3HAHUS B
CiTyyae BBISIBIICHHS HapyLICHUH NpH
MIPOBEJCHNH MTPOBEPKU MOTHOTHI H (

4 Yc10BUS BRITIOTHEHUS WJIN) KOPPEKTHOCTH

MPEJCTAaBICHHBIX JOKYMEHTOB, a
TaK)Xe B CiIydyae BBISBICHUS
HapyIlIEHUH, CBSI3aHHBIX C OIIATON
cOopa (TIOILIHHEL)

dbopmar u CTPYKTypa
MPECTABISIEMBIX CBEICHUH TOMKHBI

5 OrpannueHus COOTBETCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKYMEHTOB H CBEICHUI

HUCTIOJTHUTEIb dbopmupyer
YBEJIOMJIEHHE O HEBO3MOXXHOCTH
paccMOTpeHHs 3asiBICHHUS Ha
NPOBEICHUE TPOLEAYP PETHCTPALIIH
JEKapCTBEHHOIO Ipermapara H
HAaIIPaBIISET €ro B YIIOJHOMOYECHHbIH
Opras pe(epeHTHOro rocy1apcraa B
CcOOTBeTCTBUU ¢ PeriiaMmeHTOM

6 Omnucanue onepauuu

MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXAYy  YHOJHOMOYEHHBIMHU
opraHaMu

TroCyaapCTB-4JICHOB

YHOOJHOMOYEHHOMY  OpTaHy
pedepeHTHOTO  rocynapcTBa
HaIpaBJIeHO YBEJOMJEHHE O
7 PesynbraTht HEBO3MOXKHOCTH PAacCMOTPEHHS
3asBJICHUS Ha IIPOBEJCHUE MTPOLIEAYD
peTHCTpalliM  JIEKAPCTBEHHOTO
mpenapara

Taomuna 35

Omucanue onepaiyu "IIpueM u 06paboTka yBeoMIIeHHS 0 HEBO3MOXHOCTH PACCMOTPEHHAA
3asBieEns” (P.MM.01.0PR.016)

Ne i/t O0o03HayeHne dJIEMEHTA Onucanue



2

KonmoBoe 0003HaueHme

HaumenoBanue ornepannn

Hcnomaurens

VCIIOBUS BBIIOJIHEHUS

Orpannyenus

Omnucanue onepanuu

3
P.MM.01.0PR.016

npueM 1 00paboTKa yBEJOMIICHHS O
HEBO3MOXKHOCTH PacCMOTpPEHHS
3asIBJICHUSI

YIOJIHOMOYEHHBIN opran
pedepeHTHOro rocyiapcTBa

BBITIONHSCTCS TPH  TOIYYCHUH
YHIOJHOMOYEHHBIM  OpPTaHOM
pedepeHTHOTO  rocynapcTBa
YBEJIOMIIEHUSI O HEBO3MOXHOCTH
paccMOTpeHHUs 3asiBICHHUS Ha
MPOBEJCHUE NPOLEAYP PETUCTPALIUH
JEKapCTBEHHOTO  mpemapata  (
omepanusi  "[IpexcraBieHue
YBEIOMIIEHHSI O HEBO3MOXHOCTH
paccmoTpenust 3asBienus”" (P.MM
.01.0PR.015))

dbopwmar u CTPYKTypa
TIPEJCTAaBISIEMBIX CBEIICHHH TOJIKHEI

cooTBeTcTBOBaTh  OmnHCcaHHIO
(hopMaTOB M CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U cBeJieHuil. Tpedyercs
aBTOpHU3ALHS, CBEJCHUS
MPENCTaBISIIOTCS TOJIBKO
YHOJTHOMOYEHHBIMH  OpraHaMH
rOCyJapCTB-4JICHOB. PEKBU3HTEHI
3JIEKTPOHHOIO JOKyMEHTa (
CBEJICHUN) JLOJIKHBI
COOTBETCTBOBaTh TPeOOBAHMSM,
IpeayCcMOTpeHHBIM PermamenTom
MH()OPMAMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOIHOMOYEHHBIMHU
OpraHaMu rocyJapcTB-4IECHOB

HCIIOJIHUTEIb NpUHUMAET
YBEIOMJIEHHE O HEBO3MOXXHOCTH
pacCMOTpeHHUsl 3asBJICHUS Ha
[IPOBEJICHUE NPOLIEAYP PETUCTPALUU
JICKapCTBEHHOI0 Ipenapara u
BBINIOJHACT MIPOBEPKY B
COOTBETCTBUM ¢ PermameHTOM
WH(POPMAIMOHHOTO B3aUMOJCHCTBUS
MEXIy  yYHNOJHOMOYEHHBIMH
OopraHamMM TOCYyJIapCTB-4JIeHOB. B
Cly4ae YCIEIIHOTO BBIITOJIHEHUS
MPOBEPKH (OPMUPYET U HAIPABIISET
YBEJOMIIEHHE O pe3yibTarax
00paboTKHM  CBEIEHUU O
HEBO3MOXHOCTH PAacCMOTpPEHUS
3asBJICHMSI HA IIPOBEIECHUE TIPOLEAYD
perucTpanuy  JIEKapCTBEHHOTO
npenapara B YIOJHOMOYEHHBIN



OpraH rocyJapcTBa INpH3HAHHS B
coOoTBeTCTBUH ¢ PeriiameHToM
MH()OPMAIMOHHOTO B3aMMO/ICHCTBHS
MEXIY  YNOJIHOMOYEHHBIMHU
OopraHamM# rocyJ1apCTB-4ICHOB

YBCAOMJIICHUE O HCBO3MOKHOCTHU
paccMOTpEeHHL 34ajABJICHUSA Ha

7 PesynbTaTsl MIPOBEJICHUE NPOLEAYP PETUCTPALNU
JEKapCTBEHHOTO  Ipemnapara
MOJTy4eHO
Tabmuua 36

Omucanue onepaiuu "IlorygeHne yBeoMIEHHS O pe3ylbTaTax 00paboTKH CBeIeHHi O
HEBO3MOXKHOCTH paccMoTperud 3assienus” (P.MM.01.0PR.017)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 KonoBoe 0003Hauenme P.MM.01.0PR.017

MOJIyYeHHE YBEAOMIIEHHS O
pe3yibpTaTax 00pabOTKH CBEICHUM O
HEBO3MOXHOCTH PAaCCMOTPEHHS
3asBJICHUS

2 HaumeHnoBanwue omnepariu

YIOJHOMOYEHHBIN oprax
rocyaapcTBa NpU3HAHUS

3 Hcnomaurens

BBITIOJHSETCS TPH  MONYYCHHUH
YHOOJHOMOYECHHBIM  OpPraHOM
rocyaapcraa MpU3HAHUS
YBEOMIIGHHUS O pe3yibTarax
00paboOTKH  CBEICHUU O
HEBO3MOXKHOCTH PAacCMOTPEHHS
3asIBJICHUS Ha IIPOBEJCHUE MTPOLEYD
peructpanuu  JIeKapCTBEHHOTO
npemnapata (omeparus "llpuem u
o0paboTka yBEOOMJIEHHS O
HEBO3MOXHOCTH PAacCMOTPEHHS
sasBrieHus" (P.MM.01.0PR.016))

4 VcioBUs BBITOIHEHUS

(opmar u CTpyKTypa yBEeIOMIICHUS
JIOJI>KHBI COOTBETCTBOBATH

5 Orpannyenus Onucanuio GpopMaToB M CTPYKTYP
9JEKTPOHHBIX JOKYMEHTOB U
CBEICHUHI

HCIOJHUTEIb mojydaeT
yBEJAOMIIGHHE O pe3ylabTaTax
00pabOTKH  CBEICHHUU O
HEBO3MOXHOCTH PAacCMOTPEHHS
3asBJICHUS HA [TPOBEJCHUE MTPOIIEYD
pETHUCTpalMK  JIEKapCTBEHHOTO

6 Onucanue onepauuu mpemnapata B COOTBETCTBHH C
PernamenToM MH(pOPMALMOHHOTO



B3aUMOJEHCTBUSA MEXIY
YHOJTHOMOYEHHBIMH ~ OpraHaMu
TOCYZapCTB-WICHOB

YIOJHOMOYCHHBIM  OPTaHOM
TOCY/apCTBa MPU3HAHUS MOYYCHO
YBEIOMIIGHHE O pe3ylbTarax
o0paboTku CBEIEHUN 0
HEBO3MOXHOCTH PAacCMOTPEHHS
3asBJICHUS Ha MPOBEICHHUE POLEIYD
pPETUCTpAlMK  JICKAPCTBEHHOTO
mpemnapara

7 Pe3ynbraTsl

IIponexypa "YBenomiieHre 06 H3MEHEHHH CBEJICHHI O PETHCTPAIIMH JIEKAPCTBEHHOT'O Ipemnapara”
(P.MM.01.PRC.006)

83. Cxema BBINIOJHEHUS Tpoueaypbl "YBenomiieHHEe 00 MU3MEHEHUHU CBEACHUM O
peructpauuu jekapcteenHoro npenapara” (P.MM.01.PRC.006) npencraBieHa Ha pUCyHKe
15.

:¥nonHoOMO4YeHHEI opraH Y noaHOMOYEHHBII opraH
pedpepeHTHOrO rocyaapersa rocyaapersa npu3HaHus

?

Hanpagnenne veegomiaeHns o0

HIMCHCHHH CBEICHWIT 0 :00mmi peectp
PErHCTPAIIHH JICKAPCTECHHOTO [vBemoMIIeHHE NIepeaano |
npenapara (P.MM.O1.OPR.018)

[loayuenue yBeaomMaeHus od
HU3MEHEHHH CREJCHNH O
perucTpalyi JeKapcTBEHHOTO

npenapara (P.MM.01.0PR.019)

Puc. 15. Cxema BbITIOJIHEHUS TTPOTIEAYPHI 'Y BegoMIIeHHE 00 U3MEHEHUH CBEJICHUN
0 peructpanuu JekapcrBeHHoro npemnapara" (P.MM.01.PRC.006)

84. Ilponienypa "YBenomiieHne 00 N3MEHEHUH CBEACHUI O PETHCTPAIUN JIEKAPCTBEHHOTO
npernapara" (P.MM.01.PRC.006) BeIOJHSAETCA YIOJTHOMOYEHHBIM OPTraHOM peepeHTHOTO
rocyjapctBa MpU HENPEJCTABICHUU 3asBUTEJIEM 3alpPOIICHHBIX JOKYMEHTOB B
YCTAHOBJIEHHBIA CPOK TPU BBINOJIHEHUM TMPOUEAYpP PETUCTpAIlMU, HWHBIX Clydasx,
MPEyCMOTPEHHBIX MPAaBUIaMU PETUCTPAIlMU, B OTHOLICHUH HEOOXOJUMOCTU YBEIOMIICHUS
YIOJHOMOYEHHOTO OpraHa TIoOCyJapcTBa IMpPU3HAHUS YHOJIHOMOYEHHBIM OpPraHoM



pedepeHTHOro TOCyJapcTBa, a TakKXke TMpH M3MEHEHHH COCTaBa JIOKYMEHTOB
PErHCTPALIMOHHOTO JI0CHE WM PETUCTPALIMOHHOTO JIENa.

85. IlepBoii BeImonHseTcss omepanus "HampaBneHue yBegomiieHUsS 00 M3MEHEHUH
CBEJICHUH O perucrpamuu JjekapcrBeHHoro mpemnapara" (P.MM.01.0OPR.018), mno
pe3ynbTaTaM BBITIOTHEHUS KOTOPOU YIIOJIHOMOYEHHBIM OPTaHOM PEePEPEHTHOTO TOCYIapCTBa
dbopmMupyeTcss ¥ MPEACTABISIETCS B YIMOJHOMOYEHHBIH OpraH rocyaapcTBa MNpU3HAHUS
YBEIOMIIEHHE 00 U3MEHEHUHU CBEJICHUI O PErUCTPalliy JEKapCTBEHHOT O ITpenapara.

86. [Ipu nosmy4eHun yrnoaIHOMOUYEHHBIM OPraHOM TOCyAapCcTBa MPU3HAHKS YBEIOMIICHUS
00 U3MEHEHUU CBEJICHUI O perucTpalliy JIEKapCTBEHHOIO Mpernapara BhIOJIHIETCS Onepaius
"[lonydyenune yBemoMJieHHs 00 W3MEHEHHHM CBEIACHUU O PETUCTPAIMHU JIEKAPCTBEHHOTO
npenapata" (P.MM.01.0PR.019), no pe3ynbTaTaM BBITIOJHEHUS KOTOPOH YIOJIHOMOYEHHBIM
OpraHoM TOCyJapCTBa MPU3HAHUS MPUHUMAETCA YBEJOMJIEHHE 00 U3MEHEHUH CBEICHUU O
perucTpalum JeKapcTBEHHOTO Mpernapara.

87. Pe3ynbTaToOM BBHITIOJTHEHUS MpolLeaypsl "YBegomieHue 00 U3MEHEHUN CBEJACHUN O
peructpanuu JekapctBeHHoro mnpemnapara" (P.MM.01.PRC.006) saBnsieTcsa mnosyueHue
YIIOJITHOMOYEHHBIM OPraHOM TOCYJapCTBa MPU3HAHUS YBEIOMIICHHUS 00 U3MEHEHUU CBEICHUI
O perucTpalnuu JEKapCTBEHHOTO Mpernapara.

88. Ilepeuens omepanuii oOUIEro MpoIecca, BHIIOJHIEMBIX B paMKax Mpoueaypsl "
YBenomienne 06 N3MEHEHUH CBEJICHUN O PEerUCTpaIliH JIEKapcTBEHHOTO npemnapata” (P.MM
.01.PRC.006), mpuseneH B Tabnuiie 37.

Tabnuia 37

ITepedens onepanuii 06miero mpomnecca, BHIOIHAEMEIX B paMKax IIPOIEAYpPH "YBeIOMICHHE 00
A3MEHEHHH CBEJICHHI O perHCTpamuH JieKapcTBeHHOro npenapara” (P.MM.01.PRC.006)

KonoBoe o603Hauenme HaumenoBanue Onucanue

1 2 3

HAMpaBlIEHUE YBEIOMIICHUS 00
WU3MEHEHUH CBEIECHUN 0 npuBeneHo B Tabmume 38
perucTpanuu  JIEKApCTBEHHOI'O Hacrosmux [IpaBun

npernapaTa

P.MM.01.0PR.018

MoJlydeHUue yBEJAOMJICHUS 00
WU3MEHEHUH CBEIECHUN 0 npuBeneHo B Tabmmme 39
perucTpanuu  JIEKApCTBEHHOT'O Hacrosmux [IpaBun

npernapata

P.MM.01.0PR.019

TaOmuma 38

Ommcanwe onepaiyu "Hampapieare yBeIOMICHHA 00 H3MEHEHHH CBEACHUHN O PErHCTPaIH
nexapcTBeHHOro npemnapara” (P.MM.01.0PR.018)

Ne /it
1
1

O0o3HayeHne dJIEMEHTA
2

KomoBoe 0003Hauenme

Onucanue
3
P.MM.01.0PR.018



HanmMeHoBanue onepanuu

WUcnomaurens

VY ci1oBHS BBINOJHEHUS

OrpanudeHus

Onucanue onepauuu

HamnpaBlieHUE YBEJIOMJICHUS 00
W3MEHEHUH  CBEIEHHH O
peTHCTpalMM  JIEKAPCTBEHHOTO
mpenapara

YIOJHOMOYEHHBIH opraH
pedepeHTHOTO rocyIapcTBa

BBIMTOJHSETCS  YIIOMTHOMOYEHHBIM
OpraHom pebepeHTHOTO
roCyJapcTBa IPH HENpeICTaBICHUN
3asBHUTENIEM  3alpPONIEHHBIX
JIOKYMEHTOB B YCTaHOBJICHHBII CPOK
NpH  BBINIOJHEHUH TIPOIEAYD
pPETUCTpAINK, WHBIX CIOydYasXx,
NPENAYCMOTPEHHBIX  IIPABUIAMU

perucTpanmuu, B ciayuae
HEOOXOJAMMOCTH  YBEIOMJICHUS
YIOJTHOMOYEHHOTO oprasna
rocymapcTBa TMpU3HAHUS

YHOOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOro rocy1apcTBa, a TaKkKe
npu NU3MCHCHUU cocTaBa
JIOKYMEHTOB PETUCTPAIIMOHHOTO
JIOChE UITH PETHUCTPAIIMOHHOTO JIeNia

dbopwmar u CTPYKTypa
MPEACTABIIACMBIX CBe]leHI/Iﬁ JOJIKHBI

cooTBeTCTBOBATL  OIHCAaHUIO
(hopMaTOB M CTPYKTYP IJIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUI

HUCTIOTHUTEIb dbopmupyer
yBEeIOMIICHHE 00 HU3MCHCHHH
CBEAEHUU O  perucrpaunuu
JIEKapCTBEHHOTO TIperapara u
HAalpaBJsIeT €ro B yIOJHOMOYEHHBIH
OpraH rocyJapcTBa NpH3HaHHA B
COOTBETCTBUU ¢ PersamMeHTOM
MH(OPMAIMOHHOTO B3aMMOACHCTBHSA
MCKIY YOOJIHOMOYCHHBIMHA
OpraHaMy rocy1apCTB-4JIeHOB.

B cnyuyae npuHSATHS pemieHus o
NpeKpameHnu npouenyp
perucTpauuyu  JIEKapCTBEHHOTO
mpenapata B yBEJOMJICHHH
YKa3bIBa€TCs MPUIHMHA NIPEKPAILICHUS
MPOIIETyp PETUCTPAIIH.

B cnyuae u3MeHeHus cocTaBa
JOKYMEHTOB pPETHUCTPALIMOHHOTO
JieNla WIN PerucTPariiOHHOTO J0Che
B YBEIOMJICHHU YKa3bIBAETCS BHI
W3MEHHUBIIETOCS  JOKYMEHTa
pPETHCTPAllMOHHOTO JAeia WIH
PETUCTPALMOHHOTO /10ChE, a TAKXKe



HOMeEp 3asiBJICHUS WIN TTOPSAKOBBIN
HOMEp perucTpanoHHOTO
YIOCTOBEPEHHS

YHOOJHOMOYEHHOMY  OpTaHy
rocynapcrsa NpU3HAHUS
HaIpaBJICeHO YyBeJOMJIeHHE 00

7 PesynbraTst .
W3MEHEHUH  CBENEHHH O
peTHCTpanMM  JIEKAPCTBEHHOTO
npenapara

Tabmuua 39

Ommcanue onepaiu "Iloydenue yBegoMieHus 06 M3MEHEHUH CBECHHI O PErHCTPaud
nekapcTBeHHOro mpemnapara” (P.MM.01.0PR.019)

Ne i/t O0o03HayeHne dJIEMEHTA Onucanue
1 2 3
1 Konosoe 0003Hauenne P.MM.01.0PR.019

MOJyYeHHE yBEJOMIJICHUA 00
U3MEHEHUU CBEJICHUM 0
pETUCTpAallUd  JIEKAaPCTBEHHOTO
npenapara

2 HammeHnoBanwme omneparumn

YIOJIHOMOYEHHBIN opras
3 HcmonHuTens
rocyAapcTBa MPU3HAHUS

BBIMIOJIHAETCS MPU TMOJy4EHUH
YHIOJHOMOYEHHBIM  OpPraHOM
rocynapcrsa MpU3HAHUSA
yBeJOMJIEHHS 00 M3MEHEHHHU
CBEAEHUW O  perucrpaunuu

4 VY coBUs BBIIOTHEHUS JeKapCcTBEHHOro  mpemapaTta  (
onepanus "HanpaBneHue
yBeOMIJICHHS 00 M3MEHEHHH
CBEICHHH O  perucrpanuu
JexapcTBeHHOro npemapara” (P.MM
.01.0PR.018))

dbopmar u CTPYKTypa
MIPEACTABISIEMBIX CBEICHUH TOJKHEI

cooTBeTCTBOBaTh  OmnHCaHUIO
(hopMaToB U CTPYKTYp IEKTPOHHBIX
5 Orpannyenus JIOKYMEHTOB U cBeaeHuil. TpeOyercs
aBTOpH3anus, CBEJCHUSA
HNpEeACTABISIOTCS TOJIBKO
YHOJHOMOYEHHBIMH ~ OpraHaMu
rOCYZapCTB-WICHOB

HCIOJHUTEIb nojay4aeT
yBEeJIOMIICHHE 00 U3MCHCHHH
CBEIICHUA O  perucTpamuu
6 Omucane oneparm JEKapCTBEHHOTO IMpermapara B
COOTBETCTBUU ¢ PeriiaMmeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MCXKIOY YOOJIHOMOYCHHBIMHA

OpraHaMu rocyapCTB-4ICHOB



yBeIOMIICHHE 00 W3MCHCHHH
CBEACHHUA O eTHCTpaluu

7 Pe3ynbraTs! P P
JIEKapCTBEHHOTO npemnapara

[OJIy4E€HO
3. Ilpouexypsl MOMy9YeHNMS YIOIHOMOYEHHEIMHA OPraHAMH I'OCYJapCTB-WICHOB CBEICHMUIA,
cofiep kamuxcs B 00meM peecTpe
ITponexnypa "Ilonyderne uapopManmu o gaTe u BpeMeHH 00HOBIeHHs obmero peectpa” (P.MM
.01.PRC.007)

89. Cxema BbimosniHeHUs mpoueaypsl "[lonydenne undopmanuu o Jate U BpeMEHU
oOHoBneHus oduero peecrpa” (P.MM.01.PRC.007) npexncraBiena Ha pucyHke 16.

:YnonnomoueHublii opray Wi
:Kommuce
rocy/lapcTBa-4ieHa

b

:001mit peectp
3anpoc MHpOpMALHH O JaTE H
= £ [mudpopManus o nare u
BpeMeHH 00HOBIEHHS 001Iero R e
peectpa (P.MM.01.0OPR.020) P
sarpolneHal

W

[Toaroroska u npeacTapieHne
Iill[‘lﬁﬂpME’lIIHH 0 J1aTte H BpeMeHH
oOHOBIIEHHA 0DIIero peecrpa
(P.MM.O1.OPR.O21)

:001mHii peectp
[urdopmanns 0 nate u
BpPEMEHH 0OHOBICHHS

nosayvenal

y

Ilpuem n odbpabotka
HHQOPMALIHH O JaTe H BpeMeHH
00HOBIIEHHA 00LLIEr0 peecTpa
(P.MM.06.0PR.022)

o

Puc. 16. Cxema BbIOJIHEHHS IPOLIETYPBI
"Tlonmyyenue nHboOpMaIMK O AaT€ U BpeMEHU OOHOBIIEHHUS 00111er0 peecTpa”

(P.MM.01.PRC.007)
90. ITponenypa "llomyuernne mHDOpMAIIMKU O JaTe U BpEeMEHU OOHOBJICHHS OOIIETO
peectpa" (P.MM.01.PRC.007) BbINoIHSAETCS YIOJIHOMOYEHHBIM OPTaHOM TOCyAapCTBa-4JIeHA




IpyU BO3HUKHOBEHUU HEOOXOJMMOCTH NOJyYeHUs HH(POpPMAlUMU O JaTe U BPEMEHH
0OHOBJICHUS 00IIIETO peecTpa.

91. IlepBoii BwIMoONHSETCS omepanus "3ampoc uHGOpPMAIMU O JaTe U BPEMEHHU
oOHoBneHus obuiero peectpa” (P.MM.01.0PR.020), no pe3ynbraraMm BHIIIOJHEHUS KOTOPOH
YIOJHOMOYEHHBIM OpPraHOM rocyAapcTBa-uieHa popMupyeTcs u Hampasisercs B Komuccuto
3anpoc Ha npejacTaBieHue MHGOPMAIIMK O AaTe U BpeMEHU OOHOBIIEHUS O0IIETO peecTpa.

92. Ilpu nocrymienuu B KoMmuccuro 3anpoca Ha npeAcTaBieHue HHPOopMaluu o AaTe U
BpeMEHHM OOHOBJIEHHSI 00Iero peectpa BbinonHseTcs onepauus "lloaroroBka wu
npejacTaBieHue MH(OpMalMu O JaTe U BpeMeHH oOHoBJIeHus obmiero peectpa” (P.MM.OI.
OPR.021), mo pe3ynbraTaM BbITIOTHEHUsT KoTopod Komwuccueit dopmupyercs wu
MpEACTaBIsAETCS B YHNOJHOMOYEHHBIM OpraH rocyjaapcrBa-ujieHa uH(opMauus o 1are u
BpEeMeHH OOHOBIICHHS OOIIEro peecTpa.

93. Ilpu mocTymieHUU B YIOJIHOMOUYEHHBIM OpraH rocyjaapcrBa-ujieHa HHGopMauu o
JlaTe U BpeMeHU OOHOBJIEHUS O0IIEro peectpa BoinoHsercs onepanus "[Ipuem u oOpaboTka
uH(OpMaIMK O JaTe U BpeMeHu 0OHoBIieHus ob1ero peectpa" (P.MM.01.0PR.022).

94. Pe3ynpraTom BbioJIHEHUs npoueAypsl "[lonyuenue nadopmanuu o gate 1 BpeMeHU
oboHoBneHus oomero peectpa” (P.MM.01.PRC.007) sBnsercst moydeHne YIOJIHOMOYSHHBIM
OpraHoM rocyJapcTBa-ujeHa HHGOpMAaILMK O JaTe U BpeMEHH OOHOBIIEHUS O0ILETO peecTpa.

95. Tlepedens omeparuii o0IIEro MpoIecca, BBHIMOTHAEMBIX B paMKax MPOIETYPHI
[Tonyuenune undopmanuu o nare u BpemeHu ooHoBjIeHus obmiero peecrpa" (P.MM.01.PRC
.007), npuBenen B Tabnwuie 40.

Taomuna 40

"

Ilepegens onepanuii 06mero mpomnecca, BHIIOIHIEMEIX B paMKax mpouexypsl "Ilomygenne
rHGOpMauUH O AaTe B BpeMeHH 00HOBIeHHA oomero peectpa” (P.MM.01.PRC.007)

KonoBoe 060o3nauenue Hanmenosanue Omnucanue
1 2 3

3ampoc MHGOpPMANUU O [gaTe H
P.MM.01.0PR.020 BpeMCHH OOHOBIICHHS OOMIETO
peectpa

npuBeneHo B Tabaume 41
Hacrosamux [IpaBun

MOJATOTOBKA M TPEJCTaBICHHE
P.MM.01.0PR.021 nHOpMAIMK O JaTe U BPEMEHU
0OHOBIIEHHS O0ILETO peecTpa

npuBeneHo B Tabmume 42
HacTtosiux [IpaBun

npueM u 06paboTka HHPOPMALIUN O

4
P.MM.01.0PR.022 Jate W BpeMEHH OOHOBJICHHS MPHBEACHO B Tabmmue 3

HacTosmx [IpaBui
o011ero peectpa

Tabmuua 41

Ommcanue onepaiy "3anpoc HHGOPMALHH O AaTe U BpeMeHH 00HOBIIEHHS 00mero peectpa” (
P.MM.01.0PR.020)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue



1 2 3

1 KonoBoe 0003Hauenme P.MM.01.0PR.020
3anpoc WHGMOpPMAIUK O JOare u
2 HaumeHoBaHwMe omnepaiuu BpPEMCHH OOHOBJICHHUS OOIIETO
peectpa
IMOJTHOMOYCHHBI I oprasu
3 Wcnonaurens M P

rocygapcrBa-4jicHa

BBITIOJIHAETCS TP BO3HUKHOBEHUH

HEOOXOMUMOCTH  IOJIYYEHUS

YIOJIHOMOYEHHBIM OPraHOM

4 VcioBUs BBITOIHEHUS
rocyaapcTBa-4jieHa MHPOpMAIUH O
Jare ¥ BpEMEHU OOHOBIIEHHMS

obero peecrpa

dbopmar u CTPYKTypa
MIPEACTABISIEMBIX CBEJICHUH IOJKHEI

5 OrpannyeHus cooTBeTcTBOBaTh  OmmcaHuio
(hopMaToB U CTPYKTYp IEKTPOHHBIX
JIOKYMEHTOB U CBEICHHI

HCIIONHUTEIb  HAMpaBIseT B
Komuccuro 3ampoc Ha
TpeacTaBIeHre HH()OPMAIIH O 1aTe
U BpEeMEHH OOHOBJEHHUs O0OIIero

6 Omnucanue onepanvu peectpa B COOTBETCTBHUU C
PeriiaMmenTOoM WH(pOPMAIIOHHOTO
B3aUMOJCHCTBHSA MEXKY
YIOJTHOMOYCHHBIMH ~ OpraHaMu
rocyaapcTB-wieHoB 1 KoMuccueit

YIIOJIHOMOYCHHBIM OopraHom
rocyfapcTBa-wieHa HalpaBiieH
7 PesynbraTht 3alIpoc Ha  NpeICTaBJICHHUE
UHQOPMAIIMA O JaTe W BPEMEHH
oOHOBNIEHHS 00MIET0 peecTpa

Taomuna 42

Ommcanue onepain "IIoAroToBKa U IpeAcTaBiIeHre HEGOpMAIIH O JaTe U BpeMeH:H 00HOBICHHUS
obmero peectpa" (P.MM.01.0PR.021)

Ne i/t O0o3HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenme P.MM.01.0PR.021

MOJArOTOBKA M IMPEJCTABICHHE
2 HanmMenoBanue onepanuu nHQOpMAITUK O JaTe U BPEMEHH
0OHOBIIEHHS O0IIETO peecTpa

3 Wcnonaurens Komuccus

BBITMIONHSETCS. IPU TONYdCHHUH
Komuccueit 3ampoca  Ha
npejacTaBieHne NHPOPMAIIMH O JaTe
U BpEMEHHM OOHOBJIEHHS OOIIEro

4 VY c0BUs BBIIOTHEHUS peectpa (omepamus "3ampoc



nHpOpMAlMM O JaTe W BPEMECHH
oOHOBIeHUsT oOmero peectpa" (
P.MM.01.0PR.020))

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH OMKHBI

cooTBeTcTBOBaTh  Onucanuio
(hopMaTOB M CTPYKTYP INIEKTPOHHBIX

5 OrpannyeHus JIOKYMEHTOB U cBeaeHuil. Tpebyercs
aBTOpHU3ALHKS, CBeaeHUA
3alpalIuBaIoTCs TOJIBKO

YOOJIHOMOYCHHBIMHA OopraHaMu
TroCcyaapCTB-4JICHOB

UCIIOJTHUTEIND BBINIOJHAET IPOBEPKY
MOJIy4eHHOTO  3ampoca B
COOTBETCTBUM ¢ PermameHTom
MH(OPMALMOHHOTO B3aUMOJICHCTBUS
MEXAYy  YHOJHOMOYEHHBIMHU
opraHaMu TroOCyJIapCTB-UJI€HOB H
Komuccueil. B cnydae ycnemsoro
BBIIIOJIHEHUS HNpPOBEPKHU
HCIIOJITHUTCIIb HAIIPaBJIACT OTBET HaA
3aIpoc B COOTBETCTBUHM C
PernamentoM WH(pOPMaMOHHOTO
B3aUMOJEHCTBUSA MEXIY
YHOJIHOMOYEHHBIMH  OpraHaMu
rocyaapcTB-uiieHoB 1 Komuccueit

6 Omnucanue onepauuu

uHpOpMAIMI O IaTe U BPEMEHH
oOHOBJEHHUST O00IIEero peecrtpa
OpECTaBlICeHa YIIOIHOMOYECHHOMY
OpraHy rocyaapcTBa-4ieHa

7 PesynbraTs!

Taomuna 43

Omucanne oneparuu "TIpueM u 06paboTka mHGOpPMAIMK O AaTe X BpeMEHH 00HOBJIEHUA 00MIEro
peectpa" (P.MM.01.0PR.022)

Ne i/t O0o03HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHme P.MM.01.0PR.022

npueM 1 006paboTka MHPOPMALIUH O
2 HanMenoBanue onepanuu JaTe W BPEMEHU OOHOBICHUS
ob1ero peecrpa

yHOHHOMO‘IGHHLIﬁ opraH
rocynapcCrBa-4jcHa

3 Ucnonaurens

BBITMIOJHCTCA NPH IPEICTaBICHUU
Komuccuelr nadopmannu o ngare u
BpeMEHH OOHOBJIEHUSI 0O0mIero
4 VY coBus BHIIOTHEHUS peectpa (omepanus "IloaroToBka u
IpeAcTaBICHNE NHPOPMAIINHU O JaTe
U BpEeMEHH OOHOBJIEHHS O0O0IIEro
peectpa" (P.MM.01.0PR.021))



¢dopmar u CTPYKTypa
5 OrpaHnueHust MPEJCTABISIEMBIX CBEICHUH TOJIKHBI

cooTBeTcTBOBaTh  OIHCAaHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

WCTIOJTHUTEIb BBIIOJIHSET TIPOBEPKY
NOJTyYeHHOH HHPOPMaLUH O JaTe U
BpEMEHH OOHOBJIEHHUS OO0IIeTo
peecTpa B COOTBETCTBHH C

6 Onucanue onepauuu
PernamenToM WH(pOPMaLMOHHOTO
B3auMoJeicTBUA MEXy
YHOJIHOMOYEHHBIMH ~ OpraHaMu
rocynapcTs-uineHoB U Komuccueit
YIOTHOMOYEHHBIM  OPTaHOM
rocyJapcTBa-wieHa IOJIydeHa

7 PesynbraTsl yAap J

uHOpMAIMs O JaTe U BPEMCHH
0OHOBIIEHHS 00IIETO peecTpa

ITponenypa "Ilomyderne cBenenwmii m3 obmero peectpa" (P.MM.01.PRC.008)

96. Cxema BrInosiHeHUs npoueaypsl "[lonydyenue ceeaenuit u3 oodmiero peecrpa" (P.MM
.01.PRC.008) mpencraiena Ha pucyHke 17.

:YnonnoModeHHBIH opran
rocyidapctea-icHa

¢

3anpoc cBeAeHHIL
13 oduero peectpa
(P.MM.01.0PR.023)

‘Komuceus

:001IHIf peecTp
i [cBenenns sanpoiuensi|

P

[ [lonroroeka u

:00muii peectp npeacTaBIeHHe CBeIeHHi

[CBedeHHA NpedCTaBICHE | l H3 00LIEro peectpa
(P.MM.01.0PR.024)

:001Mit peectp
[creaenusa oTcyTCeTRYIOT]
[lpuem u %ﬁpaﬁuma
CBeIEHHH
H3 00LLIero peecrpa
(P.MM.01.0PR.025)

®




Puc. 17. CxeMa BBINOJHEHHUS TPOLIETYPbI
"I[Tonyuenue cBeneHuii u3 odiero peecrpa”
(P.MM.01.PRC.008)

97. Ilpouenypa "llonyuenue cBenenuit u3z odbmiero peecrpa” (P.MM.01.PRC.008)
BBITOJIHSETCS YHOJHOMOYEHHBIM OpPraHOM TOCYJIapCTBa-ujieHa NpPU BO3HUKHOBEHHU
HEO0OXO0IMMOCTH TIOJTyYEeHHSI CBEICHHUM U3 OOIIETo peecTpa.

98. Ileproii BeImoJHsIETCS onepaius "3anpoc ceeAaeHuid u3 odiero peecrpa" (P.MM.O1.
OPR.023), mo pe3yabTaTam BBINOJHEHHUS KOTOPOM YIOJHOMOYEHHBIM OPraHoOM
rocyaapcrBa-ujeHa ¢popmupyercs U Hanpasisgercss B Komuccutio 3anpoc Ha npeacTaBieHue
CBEJCHUI U3 0OIIETo peecTpa.

99. Ilpu nmoctymnenun B KoMuccuto 3ampoca Ha IpeACTaBICHUE CBEICHUN U3 OOIIEro
peecTpa BbImoiHsAETCS onepanus "[loAroroBka u mpeacTaBlICHHWE CBEACHUM M3 OOIIETo
peectpa" (P.MM.01.OPR.024), mo pe3yapTaram BbIMOJHEHHS KoTopoil Komuccueit
(bopMHpYIOTCS U MPEACTABISAIOTCS B YIIOJTHOMOYEHHBIM OpraH rocyJapcTBa-4jeHa CBEACHUS
u3 OoO0IIero peecTtpa WM YBEJAOMIIEHHME 00 OTCYTCTBUM CBEICHHH, YIOBJIETBOPSIOIINX
napameTpam 3amnpoca.

100. IIpu nocTymieHu:d B yIOJTHOMOYEHHBIM OpraH rocyapcTBa-yjieHa CBEJICHHI U3
oO1iero peecrpa WJIM YBEAOMJIEHUS OO0 OTCYTCTBUU CBEIEHUM, YJIOBIETBOPSIOMINX
napameTpam 3anpoca, BelnosiHseTcs onepanus "[IpueMm n 06paboTka cBeaeHU U3 00IIETOo
peectpa" (P.MM.01.0PR.025).

101. Pe3ynbpTaTom BeimonHeHus mpoueayps! "[loxyyenue cBenenuii u3 odmero peecrpa (
P.MM.01.PRC.008) siBnsieTcst mojydeHre yMOJHOMOYEHHBIM OPTaHOM TrOCyJaapcTBa-wieHa
CBEJICHUN u3 o0O0lIero peecTpa WIM YBEAOMJIECHUS OO0 OTCYTCTBUU CBEJICHUMH,
YAOBJIETBOPSIOIINX NTapaMeTpaM 3ampoca.

102. [lepeuenp omepanuii 00I1IEro MpPoOIEcca, BHIMOIHIAEMBIX B paMKax IpoLeaypsl "
[Tomyuenue cBeaenuit u3 obmero peectpa" (P.MM.01.PRC.008), mpusenen B Tabnurie 44.

Ta6numa 44

Ilepegens onepanuii 06mero mponecca, BRIIOIHAEMEIX B paMKax mpouexyps "Ilomygenne
cBeeHmit u3 obmero peecrpa” (P.MM.01.PRC.008)

Konosoe 0603nauenue HanmenoBanue Omnncanne
1 2 3

3alpoc CBEACHWM u3 oOmero mpuBeaeHo B Tabiunme 45
peectpa HacTosnwmx [IpaBun

P.MM.01.0PR.023

MOJArOTOBKA M NpEJCTaBJICHHE IMpHUBeAeHO B Tabiuue 46

P.MM.01.0PR.024 .
CBeJICHUI U3 001IIero peectpa Hacrosmx [TpaBun

mpueM U o0paboTKa CBEIACHWH W3 TMpHUBeAeHO B Tabmume 47

P.MM.01.OPR.025
ob1ero peectpa Hactosuwmx [IpaBuin

Taomuna 45



Omucanue onepaiu "3anpoc cBeaeHui w3 obmero peectpa” (P.MM.01.0PR.023)

Ne i/
1
1

O0o3HaueHne dJIeMeHTa
2

KomoBoe o0o3HaueHMe

HaumenoBanue orepannu

HUcnomaurens

VY c1oBHS BBINOJHEHUS

OrpaHuveHus

Omnwcanue onepamnuu

Omnucanue
3
P.MM.01.0PR.023

3ampoc CBEACHHUHW U3 00mero
peectpa

ynOHHOMO‘IeHHLIﬁ opraH
rocyaapcTBa-4JjicHa

BBIMOJTHSIETCS. TIPH BO3HUKHOBEHUU
HEOOXOJAMMOCTH  TOJNYYCHHUS
YIIOJIHOMOYCHHBIM OopraHom
rocyJapcTBa-ujicHa CBEICHUH Wu3
o0rmiero peectpa

¢bopMar u CTpyKTypa 3ampoca
CBEJICHHH JTOJDKHBI COOTBETCTBOBATH
Onwucanuio GpopMaToB M CTPYKTYP
9JEKTPOHHBIX JOKYMEHTOB U
CBEIECHUN

UCIIOJIHUTENIb ~ HalpaBlAeT B
Komuccuto 3anpoc Ha
NpeJiCTaBIeHNe CBEICHUN W3
o01ero peecrpa B COOTBETCTBUH C
PernmamenroM wH(pOPMannOHHOTO
B3aNUMOJENUCTBUSI MEXAY
YHOJHOMOYEHHBIMH  OpraHaMu
rocynapcTe-wieHoB 1 Komuccuei.
Hcnonnutens  3ampanimBaeT
aKTyaJIbHBIE CBEACHHUS 110 BCEM
pedepeHTHBIM TocyapcTBaM MU 110
KOHKpeTHOMY  pedepeHTHOMY
TOCyZAapcTBY, yKa3as B 3aIpoce KO
cTpanbl. B 3ampoce ykasbiBaeTcs
JlaTa, Ha KOTOPYH HEOOXOIHUMO
MIPE/ICTaBUTh AKTyaJbHBIE CBEICHUS.
Ecam para He ykasaHa, TO
MPEJICTABISAIOTCS CBEACHUS U3
o0Imero peecrtpa, akTyaJlbHbBIE Ha
TEKYUIYIO JIaTy.

B cmygae HeobGxomumocTH

OrpaHHYCHUS o0beMa
NpeICTaBIsIeMbIX  CBEJICHHN,
UCIIOJTHUTEIb yKa3bIBaeT

KOJIMYECTBO  3alpalliuBaeMBIX
sanuceit (He 6omee 5000 3amuceit) u
HOMEp TMO3HMIIMH B MacCHUBE
3aIpalnBaeMbIX 3alKcei, HadYrHas
¢ KoTopoii Oyner ¢opmupoBarbcs
OoTBeTHOE  coolmeHue B
COOTBETCTBUU ¢ PermameHtrom
MH(OPMAIIMOHHOTO B3aUMOICHCTBHUS



YIOJIHOMOYCHHBIM OopraHom

7 PesynbraTs!
rocygapcTBa-4jieHa HarpaBlicH
3ampoc Ha NpeIcTaBIeHHe CBEICHUH
u3 ob1mIero peectpa
Ta6numa 46

Ommcanue onepain "IIoAroToBKa U IpeAcTaBlIeHne CBeieHnii u3 o6mero peectpa” (P.MM.01.
OPR.024)

Ne i/ O06o3HaueHue dIeMeHTa Onucanue

1 2 3

1 KomnoBoe 0003HaucHHE P.MM.01.0PR.024

) HanmeroBane orepaium MOATOTOBKA W TIPEICTaBIICHHE

CBeJICHUI U3 00IIero peecTpa
3 Wcnonaurens Komuccus

BBITMIOJHSETCS TPH  TMONYYCHHH
Komuccueit 3amnpoca  Ha
NpeICTaBICHHE CBEJCHHUHA W3
o0miero peectpa (omepanus "3ampoc
cBeleHMH mu3 obmero peectpa" (
P.MM.01.0PR.023))

4 VCIIOBUS BBIIIOJIHEHUS

dbopMaT M CTpyKTypa 3ampoca u
MIPE/ICTAaBISIEMbIX CBEJICHUH JOJIKHBI
cooTBeTcTBOBaTh  OmnHCaHHIO
(hOpMaToOB M CTPYKTYP SJICKTPOHHBIX
5 OrparnyeHus JIOKYMEHTOB U cBeaeHuit. Tpebyercs
aBTOpHU3ALHKS, cBeJeHNUA
3alpalIuBaoTCs TOJIBKO
YHOJHOMOYEHHBIMH ~ OpraHaMH
rOCYZapCTB-WICHOB

WCTIOJTHUTENb BBHIMIOJHAET MPOBEPKY
MOJIy4eHHOTO  3ampoca B
COOTBETCTBUM ¢ PermameHntom
WH(POPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXIYy YIIOJIHOMOYEHHBIMHU
opraHaMu TOCYIapCTB-4JICHOB H
Komuccueti.

B cirydae ycrenrHoro BEITIOTHEHUS
MIPOBEPKH UCTIOITHUTEIH HAIIPABIIAET
OTBET Ha 3ampoc, COAepPKaIIHi
COOTBETCTBYIOIIME CBEJEHUS B
3aBUCUMOCTH OT YCJIOBHH 3ampoca,
oOecrieynBasi IPU STOM COPTHUPOBKY
3amuceii B COOTBETCTBUHM C
MOPSAKOM TIOCTYIUICHHS JTHX
3amnucei B 00mui peectp.
VcnonauTens HampaBiseT OTBET Ha
3alIpoc B COOTBETCTBUH C
PernamenToM MH(pOPMaLMOHHOTO
B3aUMOICHCTBUS MEXAY
YIIOJJHOMOYEHHBIMH ~ OpTaHaMu



Omnucanue onepanuu

rocyaapctB-wieHoB 1 Komuccueit, B
KOTOPOM MOTYT OBITH HAIIPaBIICHBI
COOOIIEHN:

CO CBEACHUSAMH W3 OOIIETO peecTpa;
C YBEIOMIICHHEM O HEBO3MOXXHOCTH
NpeACTaBIEHUS CBCJCHUM,
YIAOBIETBOPSIOMNAX IIapaMeTpam
3armpoca.

B ciyuae eciu yBenomiieHHE O
HEBO3MOXHOCTU MNPCACTABICHUA
CBCIICHHIA, YIOBJICTBOPSIONINX
mapamMeTpam 3amnpoca, GopMHUpPYyeTCs
B CBSI3M C OTCYTCTBHEM B 0OmImIeM
peecTpe CBEJIEHUH,
YAOBIETBOPSIOMNX IapaMeTpam
3ampoca, B  YBEJIOMJIEHHU
YKa3bIBaeTCs

KOJI pe3yibTata 00paboTKH
CBCJICHHI, COOTBETCTBYIOIIUI
OTCYTCTBHUIO  3alpallnBacMbIX
CBEJICHMUII.

B cmywae ecnum yBemomileHHE O
HEBO3MOXXHOCTH TIPEACTABIICHUS
CBEIICHHH, YIOBJICTBOPSIONINX
napameTpam 3amnpoca, GopMHpPYeTCs
B CBSA3M C MpPEBBIINICHUEM
3aIPOMICHHBIMA  CBEJCHHUSIMH
IOMyCTUMOTO  oOBema, B
YBEIOMIICHUH YKa3bIBaeTCS KOJ
pe3ynbraTta 00pabOTKH CBEICHHIA,
COOTBETCTBYIOIINN

MIPEBBIIEHAUIO OITyCTUMOTO 00bheMa
3anpaliuBaeMblX CBEIEHUH, U
KOJIMYECTBO TaKHUX 3alucei,
c(hOpMHUPOBAHHEIX T10 3aIIPOCY.

B  oTBeTHBIX  CcOOOMEHUIX
MPEACTABIAIOTCS  aKTyalbHBIC
CBelleHUsI W3 O0IIero peecrpa Ha
JIaTy, YKa3aHHYIO B 3aIIpOCe, TO €CTh
CBEJICHHUS, JJI KOTOPHIX HayalbHas
JlaTa MEHbIIE YKa3aHHOHU B 3ampoce,
a KOHeyHas jJara 0oJbllie yKa3aHHOH
B 3ampoce ar0o He 3a/1aHa.

B cnyuae ecnu B 3ampoce ykasaH
KOJ CTpaHbl, TO B OTBETHOM
coobmeHnn MpeICTaBICHBI
CBEIIeHUsI M3 OOIIero peectpa mo
yKazaHHOMY  pedepeHTHOMY
rocyJIapcTBY, €CIIM KOJ CTPaHbI He
yKa3aH — [0 BCEM pPEPEPEHTHBIM
rocynapcTBamM

YHOJHOMOYEHHOMY  OpTaHy
roCyZlapcTBa-uieHa MpPEeACTaBICHBI



7 PG3YJ'H)TaTI)I CBEIIEHUs U3 OO0IIEro peecTpa uiun
YBEAOMIICHUEC 00 OTCYTCTBUH
CBEJICHUH,  YIOBJIETBOPSIOMINX
IapaMeTpaM 3ampoca

Taomuna 47

Ommucanue onepain "IIpueM u 06paboTka cBezeHuii u3 o6mero peecrpa" (P.MM.01.0PR.025)

Ne /i O0o03HayeHne dIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.01.0PR.025

npreM M o0paboTka cBEICHHMH U3

2 HanmMenoBanue onepanuu
o0miero peectpa

YIOJIHOMOYEHHBIN opran
rocyapcTBa-4jieHa

3 Hcnonuurens

BEITIONHSICTCS TIPU TPEICTaBICHUU
Komuccueit csenennii u3 oOIero
peecTpa WM YBEAOMIIEHHS 00
OTCYTCTBUHU CBEJCHUII,

4 Yca0BUS BHIIOTHEHUS YIOBJIETBOPSIOIUX TapamMeTpam
3ampoca (oneparws "TloaroroBka u
MpEJCTABICHNE CBEICHHUHA W3
obmero peectpa" (P.MM.01.OPR
.024))

dbopmar u CTPYKTypa
MIPEACTABISEMbIX CBEJICHUH IOJKHEI
5 OrparnyeHus cooTBeTcTBOBaTh  OmmcaHuio
(hopMaToB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

WCTIOJTHHUTENb BBITIOJHSAET MIPOBEPKY
MOJYyYEHHBIX  CBEJCHUH B
COOTBETCTBUU C PeriiamMmeHTOM

6 Omnucanue onepanyuu MH(OPMAIMOHHOTO B3aUMOJICHCTBHS
MCXKIOY YOOJHOMOYCHHBIMHA
OpraHaMu TrOCYJIapCTB-4JICHOB W
Komuccueit

CBEZICHUS M3 OOIIETo peecTpa WiIn
yBeJOMIIEHHE 00 OTCYTCTBUH
CBEICHUH, yIOBJIETBOPAIOLIUX
napameTpam 3anpoca, ojay4eHbl

7 Pesynbrarsl

ITponexnypa "Ilonyderne uadopManyu 06 H3MEHEHHAX, BHECEHHBIX B 00mmii peectp” (P.MM.01.
PRC.009)

103. Cxema BbinosniHeHus1 npouenypsl "llonyyenue nHpopmanuu 00 U3MEHEHUSIX,
BHeceHHbIX B 00mmii peectp" (P.MM.01.PRC.009) npencraBnena Ha pucyHke 18.



VHoaHOMOUYeHHBIH OpraH

; j :KoMmuccuga
rocyjaapcTea-4jeHa
Janpoc H3IMEHEHHBIX CBEICHUI :00mHit peectp
H3 00LIETO peecTpa > |[M3MEHEHHBIE CBEICHHA
(P.MM.01.0PR.026) J 3aTpPOIICHE |

v

IloaroroBka u npeiacrasieHHe
H3MEHEHHBIX CBEIACHHI
13 00wero peecrpa
(P.MM.O1.OPR.027)

:00mmi peectp
[M3MeHeHHBIE CBEEHHA (€
HpcIcTaB/IcHb] ]

:001IHiT peecTp
|l1'5Mt'Ht‘HHbIE CBCICHHA
OTCVTCTBYIOT]

IIpuem u obpabotra
H3MEHEHHBIX CBe/IeHHi
13 00LIero peectpa
(P.MM.06.0PR.028)

®

Puc. 18. CxeMa BBINOJHEHHUS NPOLIETYPbI
"Tlomyuenne nHpopMannu 00 N3MEHEHUAX, BHECEHHBIX B 001IMiA peecTp”
(P.MM.01.PRC.009)

104. IIponeaypa "[lonyuenue nHdopmaluu 00 U3MEHEHUSIX, BHECEHHBIX B OOIIHI peecTp
" (P.MM.01.PRC.009) BbIONAHSAETCS YNMOIHOMOYEHHBIM OPraHOM TOCYJIapCTBa-wieHa MpHU

BO3HUKHOBEHUHU HEOOXOIUMOCTH MOTYYCHHUSI U3MEHEHHBIX CBEJICHUM 13 00IIEeTO peecTpa.

105. TlepBoii BbImoJIHSETCS omepanus "3anpoc U3MEHEHHBIX CBEICHUN U3 OOILEro
peectpa" (P.MM.01.OPR.026), o pe3yibTaram BBIIOJHEHUS KOTOPOH YIOJIHOMOYEHHBIM
OpraHoM rocyjapctBa-ujieHa (opmupyercss u HampasiseTcas B Komuccuio 3ampoc Ha
Ipe/ICTaBIeHNE U3MEHEHHBIX CBEJICHUHN U3 00IIEro peecTpa.

106. ITIpu noctynnennu B Komuccutro 3anpoca Ha NpPeICTaBICHUE U3MEHEHHBIX CBEACHUM
u3 o0Iero peecrpa BhIMONHsAETCS onepanus "[loAroToBka u mpeacTaBieHNE W3MEHEHHBIX
cBenenuii u3 obmero peectpa" (P.MM.01.OPR.027), mo pe3ynbTaTaM BBITIOJHEHUSI KOTOPOU
KoMuccueit popMupyroTcs © TOPEACTABISIOTCA B  YIIOJHOMOYCHHBIM OpraH
rocyJlapcTBa-ujieHa MU3MEHEHHbIE CBEJCHUs M3 OOIIero peecrpa WIM YBEAOMIICHHE 00
OTCYTCTBUU CBEJICHUH, YJIOBJICTBOPSAIONINX MapaMeTpam 3amnpoca.



107. ITpn NOCTYIUIEHHH B YIOJHOMOYEHHBIM OpraH rocyJapcTBa-4wIeHa U3MEHEHHBIX
CBeJeHUN u3 oO0Ilero peecrpa WIM YBEAOMJIEHHS 00 OTCYTCTBUHM CBEICHHH,
YIOBJICTBOPSIONINX MapaMeTpaM 3arpoca, BeimoiHseTcs onepanus "[Ipuem u o6paboTka
M3MEHEHHBIX CBeJieHuit u3 obiero peectpa" (P.MM.01.0PR.028).

108. Pe3ynbraTom BeInonHeHus nporenypsl "[lonyyenue napopmanuu o0 U3MEHEHHSIX,
BHeceHHBIX B 00mmii peectp”" (P.MM.01.PRC.009) siBasiercs moaydeHue yrnoIHOMOYCHHBIM
OpraHoOM TrocyJapcTBa-ujeHa U3MEHEHHBIX CBEJICHUN U3 OOLIEro peecTpa Wiu yBEIOMIICHUS
00 OTCYTCTBHUH CBEJICHHM, YAOBIECTBOPSIONIMX MapaMeTpaM 3arpoca.

109. Ilepeuenp onepanuii 00I1IEro MpoIecca, BHIMOJHIAEMBIX B paMKax IpoLeaypsl "
[Tomyuyenue nndopmaruu 06 M3MEHEHUSIX, BHECEHHBIX B 00mmii peectp” (P.MM.01.PRC.009
), IpUBEJIeH B Tabnuiie 48.

Tabnuna 48

ITepegens onepanuii 06miero mpomnecca, BHIIOIHAEMEIX B paMKax Ipouexypsl "Tlomydenue
rHpopManuy 06 H3MEHEHUIX, BHECEHHBIX B 00mmuii peectp" (P.MM.01.PRC.009)

KonoBoe o603Hauenue
1

P.MM.01.0PR.026

P.MM.01.0PR.027

P.MM.01.0OPR.028

Taomuna 49

HaumenoBanue

2

3apoC M3MEHCHHBIX CBEJICHUH W3

o011ero peectpa

MOATOTOBKA M MpeACTaBlIeHUE
M3MEHEHHBIX CBEIEHUH M3 OOIIETro

peectpa

mpueM U 00paboTKa M3MEHEHHBIX
CBe/IeHHH U3 00IIero peectpa

Omnucanne
3

npuBeneHo B Tabnmme 49
Hacroswmux [IpaBun

npuBeneHo B Tabmnume 50
HacTosiumx [IpaBun

npuBeneHo B Tabmume 51
HacTosuwmx [IpaBun

Omucanne onepanun "3ampoc H3MEHCHHHIX CBeeHMi w3 obmero peecrpa” (P.MM.01.0PR.026)

Ne i/t
1
1

O0o3HayeHne dJIEMEHTA
2

Konosoe 0o603Hauenue

HanmMenoBanue onepauuu

Ucnonaurens

VCIIOBHS BBIIOJIHEHUS

OrpaHudeHus

Omnucanue
3
P.MM.01.0PR.026

3alpoC U3MEHEHHBIX CBEJACHUN U3
ob1ero peecrpa

YIOJHOMOYCHHBIN opraH
rocyapcTBa-4ieHa

BBIMOJTHSETCS TIPH BO3HUKHOBEHUH
HEOOXOAMMOCTH  TOJYYCHUS
YHOOJHOMOYEHHBIM  OpPraHOM
roCyapcTBa-4ieHa H3MEHEHHBIX
CBEJICHHUH U3 OOILEero peecTpa

dbopmMar W CTpyKTypa 3ampoca
CBEJICHHI JTOJKHBI COOTBETCTBOBATH



Onwucanue ornepanmuu

Pe3ynbTaTsl

Onucanuo GopMaToB U CTPYKTYP
SNEKTPOHHBIX JOKYMEHTOB H
CBEICHUN

WCIIOJIHUTENIb ~ HAaNpaBliIeT B
Komuccuto 3a1poc Ha
MpeiCTaBIeHHEe  HM3MEHEHHBIX
cBeZieH w3 obmero peectpa. [lpu
HEOOXOINMOCTH TIPEJICTABIICHUS
JN00AaBICHHBIX MM H3MEHEHHBIX
CBeJcHUH B 00IIeM peecTpe,
HayuHas C JaTbl U BPEMEHH
OOHOBJICHUS, JaTa W BpeMs
OOHOBIICHHS YKa3bIBACTCS B 3aIIpOCe
B COOTBETCTBHH C PermameHToM
MH()OPMALMOHHOTO B3aMMOJICHCTBUS
MEXIY  YNOJHOMOYCHHBIMHU
OpraHaMu ToCyAapCTB-4JICHOB U
Komuccueit. [lpu HeoOxomumocTn
MpEeACTABICHUS CBEJICHU,
JI00ABIICHHBIX WJIM U3MCHEHHBIX B
obmieM peecTpe B TEUCHHUE
OIIPEJIETICHHOT 0 TIepHo/ia BpEMEHH, B
3ampoce yKa3blBaeTcs
COOTBETCTBYIOLIHI MEPHO]] BpEMEHH
. Jns 3anpoca cBenenuii obmiero
peecTpa B MOJHOM OOBEME JaTa |
BpeMs1 OOHOBJICHHS, a TAK)Ke MEPHOJ
BPEMEHH B 3aIIpOCE HE 3aMONIHSAIOTCA

[Ipu BO3HUKHOBEHUU
HEOOXOAMMOCTH 3ampoca
W3MCHCHHBIX  CBCICHHH IO
KOHKpeTHOMY  pedepeHTHOMY
TOCYapCTBY B 3aIIPOCE YKA3bIBACTCS
KOI cTpaHbl. Jnga moiydeHus
CBEJICHUI 10 BceM pedepeHTHBIM
rocyiapcTBaM KOJ CTpPaHbl B
3arpoce He yKa3bIBaeTCs.

B ciayuae HeoOX0qUMOCTH

OrpaHUYCHUA o0beMa
MpEeACTABIACMBIX CBGHCHI/Iﬁ
HUCITOJTHUTCIIb YKa3bIBacT

KOJINYECTBO  3alpalliiBaeMBIX
3anmceit (He 6osee 5000 3amuceit) u
HOMED IIO3HUII N B MacCcCUuBE
3aIpalrBaeMbIX 3aKcei, HadYlHas
¢ Kotopoil Oyner QopmupoBarbes
OTBETHOE  cooOmeHue B
COOTBETCTBUU ¢ PerimamenTom
MH(OPMALMOHHOTI'O B3aUMOJCHCTBHUS

YIIOJIHOMOYCHHBIM OopraHom
rocyaapCTBa-4jicHa HalpaBJICH
3ampoc Ha OpeaAcCTaBJICHUC



N3MCHCHHBIX CBC}ICHI/Iﬁ nu3 06HICFO
peectpa
Tabmauma 50

Omucanue onepaiun "[loAroToBKa 1 MpeAcTaBlIeHAe H3MEHEHHEIX CBeIeHHH U3 o0mero peectpa”
(P.MM.01.0PR.027)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue
1 2 3
1 KonoBoe 0603HaueHue P.MM.01.0PR.027
MOATOTOBKA W TIPENCTaBICHHE
2 HanmMenoBanue onepauuu W3MEHEHHBIX CBEIEHMI M3 00IIEero
peectpa
3 Ucnonaurens Komuccus

BBITIOJHSETCS TPH  MONYYCHHUH
Komuccueir  3anpoca  Ha
mpeaACTaBJICHUC U3MCHCHHBIX

4 Yc10BUS BHITIOTHEHUS cBeneHMit W3 obmero peectpa (
omepanusi "3ampoc H3MEHEHHBIX
cBeleHMH mu3 obmero peectpa" (
P.MM.01.0PR.026))

dbopMaT M CTpyKTypa 3ampoca u
MIPE/ICTAaBISIEMbIX CBEJICHUH JOJIKHBI
cooTBeTcTBOBaTh  OmnHCaHHIO
(hOpMaToOB M CTPYKTYP SJICKTPOHHBIX

5 OrparnyeHus JIOKYMEHTOB U cBeaeHuit. Tpebyercs
aBTOpHU3ALHKS, cBeJeHNUA
3alpalIuBaoTCs TOJIBKO

YOOJIHOMOYCHHBIMHA OopraHaMu
TrocyaapCTB-4JICHOB

WCTIOJTHUTENb BBHIMIOJHAET MPOBEPKY
MOJIy4eHHOTO  3ampoca B
COOTBETCTBUM ¢ PermameHToM
MH(OPMAIMOHHOTO B3aUMOJICHCTBUS
MEXAY  YHOJHOMOYEHHBIMHU
opraHaMu TOCYIapCTB-4JICHOB H
Komuccueit.

B cirydae ycrenrHoro BEITIOTHEHUS
MIPOBEPKH UCTIOITHUTEIH HAIIPABIIAET
OTBET Ha 3alpocC B 3aBHCHUMOCTH OT
YCIIOBHIA 3ampoca, o0ecreunBas mpu
9TOM COPTUPOBKY 3amuceil B
COOTBETCTBUH C  IOPSIIKOM
MOCTYIUICHUSL J3THUX 3ammcedl B
o0mmmii peecTp.

VcnonauTens HampaBiseT OTBET Ha
3ampoc B COOTBETCTBHUH C
PernamenToM wnH(pOPMaLMOHHOTO
B3aMMOJIEUCTBUS MEXAY
YHOJHOMOYEHHBIMH  OpraHaMu
rocynapcTs-uneHoB U Komuccuei.



Omnwmcanue onepanuu

B oTBer Ha 3ampoc MOryT OBITH
HaTIPaBJICHBI COOOIICHMUS:

¢ N00aBICHHBIMU W M3MEHEHHBIMU
CBEACHUSIMH U3 OOIIEro peecrtpa, 3a
MEepUOa WIIM HAYWHAS C JAaThl |
BpeMEHU OOHOBIICHUSI, YKa3aHHBIX B
3arpoce;

C yBEIOMJICHHEM 00 OTCYTCTBHHU
CBEJICHHUH, YIOBIETBOPSIONINX
napamerpaM 3ampoca (OTCYTCTBHHU
W3MEHEHHH 3a Mepuo/| WM, HaunHas
C JaTel U BpeMEHU OOHOBJICHWS,
yKa3aHHBIX B 3ampoce), co
3HAYCHHEM KOJa pe3yjbTaTa
00pabOTKH, COOTBETCTBYIOIIMM
OTCYTCTBHUIO CBEACHHH.

B cinyuae ecnm yBemomiieHue o
HEBO3MOXXHOCTH IIPE/ICTaBICHUS
CBCIICHHI, YIOBICTBOPSIONINX
mapameTpam 3amnpoca, GopMHUpyeTcs
B CBSI3M C OTCYTCTBHEM B peecTpe
CBEJICHUU, YJOBJIETBOPSAIOLINX
nmapamerpaM  3ampoca, B
YBEJIOMJIEHUH YKa3bIBAaeTCs

KOJI pe3yibpTata 00paboTKH
CBEJICHUH, COOTBETCTBYIOLIMH
OTCYTCTBUIO  3alpallnBacMbIX
CBEJICHUM.

B cmywae ecnum yBemomiieHHE O
HEBO3MOXXHOCTH TIPEACTABIICHUS
CBEIICHHH, YIOBIETBOPSIONINX
napameTpam 3arpoca, GopMUpyeTCst
B CBA3M C IIPEBBIMICHUEM
3alpOIIEHHBIMH  CBEJIECHUSIMH
IOMyCTUMOTO  oOBema, B
YBEIOMIICHUH YKa3bIBaeTCS KOJ
pe3ynpraTta 00pabOTKH CBEICHHH,
COOTBETCTBYIOLIUM

MIPEBBIIIEHHUIO TOITyCTUMOT0 00beMa
3anpaliuBaeMblX CBEIEHUH, U
KOJMYECTBO TaKHX 3alucen,
c(OpMHUPOBAHHBIX TI0 3aI11POCY.

B ciywae ecnm mepuoa BpeMeHH
W3MEHCHHUs CBEACHUU WM JATHl U
BpEMEHH OOHOBJICHHS CBEICHHUI B
3amnpoce He yKasaH, IPEeICTaBIIOTCS
BCE CBeJieHHs M3 00IIero peecrpa ¢
UCTOpHEN X U3MEHEHHH.

B orBeTHOM cooOmeHUH
W3MEHEHHBIE CBEICHUSI M3 OO0IIero
peecTpa NpenCTaBIsSIOTCS IO BCEM
pedepeHTHBIM TOCYIapCTBAM HITH TI0
KOHKpPeTHOMY  pedepeHTHOMY
TOCyIapCcTBY B 3aBHCHUMOCTH OT



Tabmuma 51

PesynbTaTsl

ycnoBui 3ampoca. B pesynbTarte
BBITTOJTHEHHUS 3aIIpOCa CBEICHUS U3
o01mero peectpa MpenCTaBISIIOTCS C
Y4ETOM UCTOPHH U3MEHEHUI

YHOJHOMOYEHHOMY  OpTaHy
rocyJapcTBa-wieHa IpeICcTaBICHbI
W3MCHEHHBIC CBEICHUS U3 0OIIero
peecTpa WIH yBeIOMIICHHE 00

OTCYTCTBHU CBEJIEHUH,
YIOBIETBOPSIOMINUX IapaMeTpaM
3ampoca

Omucanne onepauun "IIpueM u 06paboTka H3MEHEHHBIX CBEACHUMH 13 o6mero peectpa” (P.MM

.01.0PR.028)

Ne /it
1
1

O0o3HayeHKe dJIEMEHTA
2

KomoBoe 0003HaueHme

HanMenoBanue onepauuu

Wcnonaurens

VCIIOBHUS BBIIOJIHECHUS

Orpannuenus

Omnwmcanue onepanun

Pesynbratsl

Onucanue
3
P.MM.01.0PR.028

mpreM U 00paboTKa M3MEHEHHBIX
CBEJICHHUH M3 00IIEeTo peecTpa

YIOJIHOMOYEHHBIN opras
rocyaapcTBa-4jeHa

BBITNIOJHACTCS TPHU  TOIYYCHHUH
YIOJTHOMOYEHHBIM  OPraHOM
roCyZapcTBa-uieHa HM3MEHEHHBIX
CBEJICHUII U3 00LIero peecrpa WiIn
yBEJOMIIEHUsI 00 OTCYyTCTBUH
CBEJICHHUH, YIOBIETBOPSIOUINX
napamerpaM 3ampoca (orepanus
[TonrotoBka W mpeacTaBlieHUE
MU3MCHEHHBIX CBEICHMI M3 00LIero
peectpa" (P.MM.01.0PR.027))

dbopmar u CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH TOJIXKHBI

COOTBETCTBOBATHL  OmHCcaHHIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

WCTIOJTHHUTEIb BBITIOJHAET MPOBEPKY
MOJNYYCHHBIX  CBCICHUU B
COOTBETCTBHH ¢ PeriaMeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUSI
MEXIY YIIOJIHOMOYECHHBIMHU
opraHaMd TrOCYIapCTB-4JICHOB U
Komuccuei

YHOOJHOMOYECHHBIM  OpPraHOM
rocyapcTBa-ujeHa IOJy4eHBI
W3MEHEHHBIE CBEICHUS U3 OOIIEro
peecTpa WIH yBEJIOMIICHHE 00
OTCYTCTBUH CBEIECHUIA,



YAOBJICTBOPAOIINUX HapaMeTpam
3arpoca

ITponenypa "Ilomyderne HOMepa perucrpanoHHOro yxocroseperus” (P.MM.01.PRC.010)

110. Cxema BbImonHeHus mnpoueaypsl "[lonmydeHne HOmMepa perucTpalmoOHHOTO
ynoctoepenus" (P.MM.01.PRC.010) npeacraBneHa Ha pucyHke 19.

:VnonnoMmodeHHBIH oprax
pediepeHTHOrO rocyJapcTea

¢

3anpoc HOMepa
pPErucTPatnoOHHOTO

VJOCTOBEPEHHS
(P.MM.01.0PR.029)

‘Komuccus

001Kl peectp
[HOMEp perucTpallHOHHOrO
YAOCTOBEPEHHUS 3aMPOLIECH |

W

lloaroToska u npejcrasieHue

:00uIHii peecTp
e | HOMEpPa PErucTpalHOHHOTO
[HOMEp perucTpaliHOHHOTO A —
VAOCTOBEPEHUA NPE/ICTABICH P "VIM 01.0PR.030)

L

IIpuem n obpaboTka Homepa
PErHCTPALIHOHHOTO
VJIOCTOBEPEHHS

(P.MM.01.0PR.031)

® |

Puc. 19. CxeMa BBIIIOJIHEHHS IPOLEAYPBI
"TTosiyueHre HOMEpa PEruCTPALMOHHOTO YI0CTOBEPEHUS "
(P.MM.01.PRC.010)

111. IIpouenypa "Ilomyyenne Homepa peructpaurioHHoro yaocrosepenus" (P.MM.O1.
PRC.010) BbImonHSAETCS YNOJIHOMOYEHHBIM OPraHOM pe(epeHTHOTO TOoCyJapcTBa IpHU
IIPUHATUY TIOJIOKUTEIBHOTO PELICHUS O PETUCTPALMK JIEKAPCTBEHHOTO Ipernapara.

112. TlepBoil BBINOJHSAECTCS omepanus '3ampoc HOMEpPA PETHUCTPALIMOHHOIO
ynocroBepenus" (P.MM.01.OPR.029), no pe3ynapbTaTamM BBINOJIHEHUS KOTOPOU
YIOJHOMOYEHHBIM OpraHoM pedepeTHOTo rocy/apcTBa (pOpMHUPYETCS U HAIpaBiIsSETCS B
KoMuccuro 3ampoc Ha pecTaBIeHHe HOMEPa PErUCTPALIMOHHOTO yI0CTOBEPEHHS.




113. ITpu nonyuenun Komuccueii 3arpoca Ha MpeaCcTaBICeHHE HOMEPA PETUCTPALIMOHHOTO
YIOCTOBEpEHUsl BbINONHsAETCA omnepauus "[logroroBka M mpeacTaBiIE€HUE HOMEpaA
peructpaurontoro yaocroepenus” (P.MM.01.OPR.030), mo pe3yiapTaram BBINOJHEHUS
kotopoir Komwuccusi HampaBiaseT HOMEpP PETrUCTPAlMOHHOTO  YJAOCTOBEPEHUS
YIOJHOMOYEHHOMY OpraHy pe(epeHTHOro rocynapcTBa.

114. [1pu nonydyeHUH yHnoJIHOMOYEHHBIM OpraHOM pedepeHTHOro rocyJapcTsa HoMepa
PErUCTPALIMOHHOIO YOCTOBEpEHHUsI BbINoJiHAeTcs onepauus "llpuem u oOpaboTka HOMEpa
peructpanronnoro yaocroBepenusa” (P.MM.01.OPR.031), mo pe3ynbTaTaM BBINOJHEHUS
KOTOPOW YNOJHOMOYEHHBIH OpraH peQepeHTHOro TOoCyIapcTBa MOJIy4aeT HOMEpP
PErHCTPALIMOHHOTO YIOCTOBEPEHUSI.

115. Pe3ynprarom BeinosHEHU npoueaypsl "llonmydeHrne HomMepa perucTpalnuoOHHOTO
ynoctoBepenus”" (P.MM.01.PRC.010) siBisieTcss monaydyeHue yHNOJTHOMOYEHHBIM OPTraHOM
pedepeHTHOro rocy/1IapcTBa HOMEpPa PErUCTPALMOHHOTO YOCTOBEPEHUSI.

116. Ilepeuenb omepanuii o0IIEro Mpouecca, BHIMOJHIEMBIX B paMKax Mpoueaypsl "
[Tonyuenue Homepa peructpanmonHoro ynocrosepenus” (P.MM.01.PRC.010), npuBeneH B
Tabmure 52.

Tabmauma 52

ITepegens onepanuii o6miero mpomecca, BHIIOIHAEMEIX B paMKax Iporenypsl "Tlorydenue
HOMepa perucTpanuoHaoro yaocroseperns” (P.MM.01.PRC.010)

Konosoe o603HaueHue Haumenosanue Omnucanue
1 2 3

3alpoc HOMepa PerucCTPallMOHHOTO TpUBeAeHO B Tabiume 53
yIIOCTOBEPEHHUS Hacrosmux [IpaBun

P.MM.01.0OPR.029

MIOATOTOBKA M NPEJCTaBICHHE
npuBegeHo B Tabmnume 54

P.MM.01.0PR.030 HOMEpa  PEerucTParuoHHOTO
Hacrosmux [IpaBun

YIOCTOBEPEHUS

npueM u oOpaboTka HoOMepa TpuUBeAeHO B Tabiaume 55
PETHCTPAIMOHHOTO YIOCTOBepeHUsT  HacTosmux [IpaBmt

P.MM.01.0PR.031

Tabmauma 53

Omucanme onepanuy "3anpoc HoMepa perucTpanqiuoHEoro yaocroseperus” (P.MM.01.0PR.029)

Ne /it O0o3HayeHHe dJIEMEHTA Onucanue
1 2 3
1 KonxoBoe 0003HaueHme P.MM.01.0PR.029
3alpOC HOMEpPA PETHCTPAL[HOHHOTO
2 HaumeHnoBanwue omnepariu p pa p p
YAOCTOBEPEHUS
IMOJTHOMOYCHHBI oprasn
3 Wcnonaurens y P

pedepentHoOro rocynapcraa

BBIIIOJIHACTCA HOpU HNPUHATUHU
HUCIIOJIHUTCIEM peHaieHus (6]



4 VY coBUs BHIIOTHEHUS perucTpanuyu  JEKapCTBEHHOIO
npenapara

dbopmaTr u cTpykTypa 3ampoca
CBeHeHHﬁ JOJIDKHBI COOTBETCTBOBAThH

5 Orpanuyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEIECHUN

HUCIIOJITHUTCIIb HampaBJIsA€T B
Komuccuro 3anpoc Ha
IpencTaBIeHUE HOMEpa
PEruCTPaliOHHOIO YIOCTOBEPEHUS

6 Omnncanue onepanun B COOTBETCTBHHM ¢ PermameHTtom
MH()OPMAMOHHOTO B3aMMOJICHCTBUS
MCXKIY YOOJIHOMOYCHHBIMHA
OpraHaMu TOCyAapCTB-4JICHOB M
Komuccueit
YIOJIHOMOYEHHBIM  OPTaHOM
pedepeHTHOTO  rocynapcTBa

7 PesynbraTs! HalnpaBJIeH 3ampoc Ha
IpenCcTaBIeHUE HOMEpa
PErUCTPaLMOHHOIO YAOCTOBEPEHUS

Tabnuua 54

Omucanue onepanyy "IloAroTOBKA M MPEACTaBICHAE HOMEPA PETHCTPAIMOHHOTO YAOCTOBEpeHUA"
(P.MM.01.0PR.030)

Ne /i O0o03HayeHHe dIIEMEHTa Onucanue
1 2 3
1 KonxoBoe 0003Hauenme P.MM.01.0PR.030
MOJrOTOBKA ¥ TMPEJCTaBICHHE
2 HaumenoBanue omnepaiuu HOMEpa PETUCTPAI[HOHHOTO
YIOCTOBEPEHHS
3 Ucnonaurens Komuccus

BBITIOJHSIETCS OPH  MONTYYCHHUH
UCIOJHUTEIEM  3ampoca Ha
npeacTaBICHIE HOMepa

4 Vc10BUs BHIIOIHEHUS PETUCTPAIIOHHOTO yIOCTOBEPEHUS (
omepauus "3ampoc  HoMmepa
PETUCTPAIIMOHHOTO YIOCTOBEpeHUs"
(P.MM.01.0PR.029))

dbopmar u CTPYKTypa
MPEACTABIIACMbBIX CBe[[eHI/Iﬁ JOJIKHBI

cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB M CTPYKTYP JIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHui. Tpebyercs
aBTOpHU3ALHS, CBEJCHUS
3aNnpammnBarTCa TOJIBKO
YIOJHOMOYEHHBIMH ~ OpraHaMu
rocyJapCcTB-4JICHOB. PeKBU3UTHI

5 OrparnyeHus
9JIEKTPOHHOTO  JOKyMeHTa  (



CBEICHUN) JLOJI K HBI
COOTBETCTBOBaTh TPEOOBAHHSM,
MPeIyCMOTPEHHBIM PernmamenToM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUSI
MCXKIOY YOOJIHOMOYCHHBIMHA
OopraHaMu TroOCYJIapCTB-4JICHOB U
Komuccueit

WCTIOJTHUTENb BBHIMIOJHAET MIPOBEPKY
MOJYYeHHOTO  3ampoca Ha
npecTaBIeHUE HOMeEpa
PErHCTPAIMOHHOTO YJIOCTOBEPEHUS
B COOTBETCTBHHM ¢ PermameHtom
HH(POPMALMOHHOTO B3aUMOICHCTBUS
MEXIY YIIOTHOMOYEHHBIMU
opraHaMd TOCYJapCTB-4JICHOB W
Komuccueii.

6 Onucanue onepauuu
B ciydae ycnenrHoro BBITOTHEHUS
MIPOBEPKHU HUCIIOJIHUTEND HAMIPaBJISIET
OTBET Ha 3ampoc HoMmepa
PEruCTPAlMOHHOTO YJIOCTOBEPEHUS
B COOTBETCTBHH C PeriaMeHTOM
WH(POPMALIMOHHOTO B3aUMOICHCTBUS
MEXIY YIIOJTHOMOYEHHBIMU
OpraHamMu TOCYJapCTB-UJICHOB H
Komuccuei

YHOTHOMOYEHHOMY  OpraHy
pedepeHTHOro  rocynapcrba
IpeJcTaBlIeH HOMEp
PETHCTPAIIMOHHOTO YAOCTOBEPEHUSI

7 PesynbraTsl

Tabmumna 55

Omucanue onepaiyu "IIpueM u 06paboTka HOMepa peruCTpaMOHHOro yaocroBepenusa” (P.MM
.01.0PR.031)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KonoBoe 0003Hauenme P.MM.01.0PR.031
npueM u o00paboTka HOMeEpa
2 HammeHnoBanwme omneparumn p p p
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
MMOJHOMOYCHHBI I oprasu
3 Ucnonaurens y p

pedepeHTHOr0 rocyiapcTBa

BBITIOJIHAETCST TIPU IPENICTABICHUU
HOMEpa  PErucTpPaluoOHHOTO
yIoocToBepeHHs  (omepanus

4 Y cIIoBHS BBIIOTHEHUS IlonrotoBka ™ TmpeacTaBleHHE
HOMEpa  PEerucTPammoHHOTO
ynoctoeperus”"  (P.MM.01.OPR
.030))

n

dbopwmar u CTPYKTypa
NPENCTaBISEMBIX CBEIICHUH IOIKHBI

5 Orpannuenus cooTBeTCTBOBaTh  OmNHCaHUIO



(hopMaToB M CTPYKTYP INEKTPOHHBIX
JIOKyMEHTOB U CBEIICHUH

HUCIIOJIHUTCIIb BBITIOJIHACT npOBepKy
HOJ'Iy‘IeHHLIX CBeI[eHI/Iﬁ B
COOTBETCTBUM ¢ PerimameHToM

6 Ornucanue onepamnuu WH(POPMAIIMOHHOTO B3aUMOJCHCTBUS
MEXKIY YIIOJTHOMOYECHHBIMU
opraHaMu TOCYIapCTB-4JICHOB H
Komuccueit

YIOJTHOMOYEHHBIM  OPraHOM
pedepeHTHOTO  TroCylnapcTBa

7 PesynbraTst
MOJTy4€H HOMEp PernCTPanioHHOTO

YIOCTOBEPEHHS

ITponenypa "Ilonyderne cBeeHH O perUCTPALIUK JIEKapCTBEHHOTO Ipemnapara u3 Komuccru" (
P.MM.01.PRC.017)

117. Cxema BbimosHeHHUs: mpouenypsl "llonmydeHue cCBEIEHUNW O pErUCTpaluu
nekapcTBeHHoro npemnapara u3z Komuccun" (P.MM.01.PRC.017) npencraBieHa Ha pucyHKe
20.

SV TIoTHOMOHMeHHEE OpTraH rocyIapcTEa--IeHAa - KoMHCCHR

?

Janpoc CBeJIEHHH O PETHCTPALHH w

. ODITHE peecTp
[cBeaeHHA O pETHCTPALIHE 3ATIPOIIEHE |

AeKAPCTBEHHOIO CPeIcTEA
(P.MM.01.0PR.049)

IIpencTaeaeEHe CEBeIEHHE ©
| obmuf peecTp PETHCTPALHH JICKAPCTBCHHOTO
[cEeIeHHR O PETHCTPAINH IpeIcTABICHE] | CpPeIcTEa
(P.MM.01.OPER.0O50)
oOmHEA peecTp .

[cBemeHHE 0 pETHCTPAIHHE OTCYVTCTBYIOT]

{

IlomyueHHe H 00pA0OTEA VEEJOMIEHHA

O peIvaLTaTaX 00paboTEH CBeIEHHH O
NOATEAAIEM PA3MENIeHHIO B e THHOM
peecTpe JOKYMEHTE
(P.MM.01.OPR.O51)

.




Puc. 20. CxeMa BBINOTHEHHUS TPOLIETYPbI
"IlomydeHne CBEICHNN O PETUCTPALIMU JIEKAPCTBEHHOTO ITpenapaTa u3 Komuccnn"
(P.MM.01.PRC.017)

118. IIpouenypa "llonydyeHue CBEAECHUI O perUCTpaLMU JIEKAPCTBEHHOTO Tpenapara u3
Komuccun" (P.MM.O1.PRC.017) BbINONHAETCA  YHOJIHOMOYEHHBIM  OpPraHOM
rocyapcTBa-ujieHa IMpU BO3HUKHOBEHUM HEOOXOJAMMOCTH TMOJYy4YEHHUS CBEICHUM O
pEerucTpanuuu JEKapCTBEHHOIO CPEACTBA IO KOHKPETHOMY HOMEpPY 3asBICHUS U (UJIN)
PETUCTPALMOHHOTO YAOCTOBEPEHHUSI.

119. IlepBoii BeIMOJHAETCS onepanus '3anpoc CBEAECHUN O PETUCTPALIUU JIEKAPCTBEHHOTO
cpeactea" (P.MM.01.0PR.049), no pe3ynbTaTaMm BBIIOJHEHUS KOTOPOl YIOJHOMOYEHHBIM
OpraHoM rocyjaapcTBa-ujeHa (opmupyercs U HampabiseTrcs B Komuccuio 3ampoc o
MPEACTABICHUU CBEJICHUI O PErHMCTPALlUM JIEKAPCTBEHHOIO CPEACTBA C yKa3aHUEM HOMEpa
3asiBJICHUS U(WJIKM) HOMEpa PEruCTPAMOHHOTO Y0CTOBEPEHUSI.

120. IIpm moctymienun B Komucchio 3ampoca O NPEICTABICHUM CBEICHUU O
perucTpanuu JEKapCTBEHHOIO CPEICTBA BhINOIHsAETCS onepanus "[IpeacraBienne cBeIeHUIM
o peructpauuu jaekapctBeHHoro cpenactsa" (P.MM.01.OPR.050), mo pe3ynabTratam
BBITIOJIHEHUST KOoTopoii Komuccuelr GopMUpYIOTCS M TIPEACTABISIOTCS B YIOJIHOMOYEHHBIH
OpraH TOCyJapCTBa-uJieHa CBEICHHUS O PErucTpalu JEKapCTBEHHOTO CpeJCTBA WIIU
yBeZAOMJICHHE 00 OTCYTCTBUU CBEJECHUI, YIOBIETBOPAIOIINX MapameTpaM 3anpoca. [Ipu atom
HE MPEJICTABIISIIOTCS CBEACHUS O CIIEIYIOMINX MOAJIEkKAIUX PA3MELIEHUIO B €IMHOM PEECTpe
JOKYMEHTaX: WHCTPYKIHUS MO MPUMEHEHHIO0, 00Ilas XapakTEepUCTHKA JIEKapCTBEHHOTO
npernapara, MakeThl YIIAaKOBOK, HOPMATHUBHBIA JOKYMEHT IO Kade€CTBY, 3aKJIFOYUTEIbHbBIN
AKCIIEPTHBIN OTYET, IJIaH YIPABIECHUS PUCKAMHU.

121. IIpu mocTymieHuu B YINOJHOMOYEHHBIM OpraH rocyAapcTBa-djieHa CBEIAEHUU O
perucTpauuu JIEKapCTBEHHOTO CPEACTBA WM YBEIOMJIEHHS 00 OTCYTCTBHUU CBEJCHHI,
YAOBIIETBOPSIONINX MMapaMeTpaM 3arpoca, BeIonHseTcs onepaius "[lomydenne u 06paboTka
CBeJIeHUH 0 perucrpauuu jgexkapctBennoro cpeacrea” (P.MM.01.0PR.051).

122. Pe3ynbTaToM BbINOMHEHUST Tpoueaypsl "[lonydeHue cBeneHuil o perucrpamnuu
nekapctBeHHoro mnpenapara u3 Komwuccuu" (P.MM.0O1.PRC.017) saBasercs moydeHHe
YIOJIHOMOYEHHBIM OPraHOM T'OCYJapCTBA-UI€HA CBEJACHHUI O PErucTpauuu JEKapCTBEHHOTO
Cpe/ICTBa WM YBeIOMJIEHUS 00 OTCYTCTBUM CBEICHHH, yJOBIECTBOPAIONIMX MapameTpam
3amnpoca.

123. [lepeuenpb omepaiuii 00IIETO MPOIECCa, BHIMOJHIEMBIX B paMKaxX MPOIEAYPHI
[Tonyyenue cBelleHUid O perucTpanuu JiekapcreeHHoro npenapara u3z Komuccun" (P.MM.01.
PRC.017), npuBenen B Tabmnwuiie 56.

Tabnuua 56

"

Ilepegens onepanuii 06mero mponecca, BHIIOIHAEMEIX B paMKax mpouexyps "Ilomygerne
CBEJIEHHI O PETHCTpanyy JeKapcTBeHHOro mpenapara u3 Kommuccun" (P.MM.01.PRC.017)



KonoBoe 0603Hauenue HanmenoBanue Omnucanne
1 2 3

3alpoc CBEJCHMH O pPErucTpalud TNpuBeaeHo B Tabmune 57

P.MM.01.0PR.049
JIEKapCTBEHHOT'O CPE/ICTBA Hacrosmux [IpaBun

NpEACTAaBICHUE CBEIEHUH O
P.MM.01.0PR.050 perucTpanuu  JeKapCTBEHHOTO
cpeacTBa

npuBeaeHo B Tabmmme 58
Hactosiux [IpaBun

morydeHne u 0opaboTka cBeICHUN O
P.MM.01.0PR.051 perucTpamuy  JEKapCTBEHHOTO
cpencTaa

npuBegeHo B Tabmume 59
HacTosux [IpaBm

Tabmuna 57

Ommcanue onepaiy "3anpoc CBEIE€HHUH 0 perucTpalyin JekapcTBeHHoro cpeacraa” (P.MM.01.
OPR.049)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 KonoBoe 0003Hauenme P.MM.01.0PR.049

3aIpOC CBEACHUM O PErucTpaunuu

2 HanmMenoBanue onepauuu
JIEKapCTBEHHOI'O CPEJICTBA

YIOJHOMOYCHHBIH opraH
rocynapcTBa-4ieHa

3 Ucnonaurens

BBITIOJHSETCS U1l MOJY4YEeHHS
CBEJICHUH O 3asBICHUH W (WIJIN)
PETHCTPALIOHHOM YJIOCTOBEPEHUH C
KOHKPETHBIM HOMEPOM

4 VcoBYs BBITOIHEHUS

dbopMaT W CTPyKTypa 3ampoca
CBEJICHUH JTOJIKHBI COOTBETCTBOBATh

5 Orpannuenus Omnwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEICHUN

UCIONHUTEIh  (popMHUpYEeT U
HampasisieT B Komuccuto 3anpoc o
MpPENOCTaBICHUN CBEACHUH O
perUCTpallikl  JIEKapCTBEHHOTO
CpeICTB B COOTBETCTBUU C
PernamenToM wWH(GOPMaLMOHHOTO
B3aMMOJIEUCTBUS MEXAY
YIIOJHOMOYEHHBIMH ~ OpTaHaMu
rocygapcts-wieHoB U Komuccueii. B
3ampoce YKasbIBaeTCs HOMeEp
3asBieHus W(WIA)  HOMEp
PETUCTPAIIOHHOTO YAOCTOBEPEHHUS

6 Omnwmcanue onepamnuu

YIOJIHOMOYEHHBIM  OPTaHOM
rocyfapcTBa-4JieHa HalpaBleH B
Komuccuto 3amnpoc Ha
NpEeACTaBICHUE CBEACHUU O
perucTpanuy  JIEKapCTBEHHOTO
CpeICTB

7 Pe3ynbraTsl



Tabawnia 58

Ommucanue onepaiyn "[IpencraBiieHne CBEACHUH 0 PErHCTPAIH JEKapCTBeHHOTO cpeacTBa” (
P.MM.01.0PR.050)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue

1 2 3

1 Konosoe 0603HaueHue P.MM.01.0PR.050
MpEICTaBICHUE CBEICHUH O

2 HaumMeHnoBanue onepaiuu peructpainuu  JIeKapCTBEHHOTO
cpencTBa

3 Ucnonaurens Komuccus

BBITIONHSCTCS. TPH TONYICHUH
Komuccueir  3ampoca  Ha
NpeJCcTaBI€HUE CBEJIEHUH O
perucTpauuu  JIEKapCTBEHHOTO
cpencrBa (omepauust "3ampoc
CBEIEHHH O  perucrpainuu
nekapcTBeHHOro cpeactea" (P.MM
.01.0PR.049))

4 VCIIOBUS BBIIIOJIHEHUS

dopmMar U CTpyKTypa 3ampoca H
MIPE/ICTAaBISIEMBIX CBEJICHUH JOJIKHEI
cooTBeTcTBOBaTh  OmHCaHHIO
(hOpMaToB M CTPYKTYP DIIEKTPOHHBIX
5 OrpannyeHus JIOKYMEHTOB U cBeaeHuil. TpebOyercs
aBToOpU3anuAi, CBCACHUIA
3alpalIuBaIOTCA TOJIBKO
YHOJHOMOYEHHBIMH  OpraHaMu
rOCYIapCTB-WICHOB

UCTIOJIHUTEIb BBIMOJIHSACT IIPOBEPKY
MOJIyYeHHOTO  3ampoca B
COOTBETCTBMUM C PermameHTom
MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB U
Komuccuei.

B ciydae ycnemrHoro BBINOTHEHUS
MIPOBEPKH UCIIOIHUTEIb HAPABIISET
OTBET Ha 3allpOC B COOTBETCTBUU C
PernamenToM wnH(pOpPMalMOHHOTO
B3aUMOJEHCTBUSA MEXIY
YHOJTHOMOYEHHBIMH ~ OpraHaMu
rocynapctB-wieHoB 1 Komuccue, B
KOTOPOM MOTYT OBITh HalpaBJICHBI
cooOIIeHHs:

CO CBEACHMAMU O pPETHCTpalUU
JICKapCTBEHHOTO CPEJICTBA;

6 Omnucanue onepauuu

WK ¢ YBEAOMIICHUEM 00 OTCYTCTBUU
CBe[leHI/Iﬁ YAOBJICTBOPAIOIINUX
napamMeTpam 3arpoca.



7 PesynbraTs!

Taomuna 59

IIpu 3TOM HE NpPEACTABIAIOTCS
CBEIEHUd O  CIeAYIIIUX
HOUIEKAIMUX Pa3sMELICHUI0 B
€MHOM PEecTpe TOKyMEHTaXx:
HHCTYpPKLIHS 1O IPUMEHEHHUIO,
obmas XapaKTepUCTHKA
JIEKapCTBEHHOTO ITPENapara, MaKeThl
YIaKOBOK, HOPMAaTHUBHBIN JTOKyMEHT
[0 KadecTBY, 3aKJIIOUYUTEIbHBIN
SKCHEpPTHBI  OT4YeT, MIaH
YIPaBJIECHUS] pUCKAMU

YIIOJTHOMOYEHHOMY  OpraHy

rocyapcTBa-uieHa MPeaCTaBICHBI
CBEIICHUS O  pPETUCTpaluu

JIEKapCTBCHHOTO CpPEJICTBA WU
yBemoMIeHHEe 00 OTCYTCTBHUH
CBEIICHHM, YIOBJICTBOPSIONINX
mapameTpam 3arpoca

Ommcanue onepaiun "Ilorygenne u 06paboTKa CBEEHMIL O PErHCTPALAH JIEKAPCTBEHHOT'O

cpeacrea” (P.MM.01.0PR.051)

Ne i/t O0o3HayeHne dJIEMEHTA

1 2

1 KonoBoe 0003Hauenne

2 HanmMeHoBanue onepanuu
3 HUcnonaurens

4 VY ca0BHUSA BEITTOJHEHHUS

5 Orpannyenus

6 Omnucanue onepanuu

Omnncanne
3
P.MM.01.0PR.051

nmoiy4yeHne u 00paboTka CBEICHUH O
perucrpauuu  JIeKapCTBEHHOTO
cpencTBa

YIOJHOMOYCHHBIH opraH
rocyrapcTBa-4ieHa

BBITIOJIHAETCSI TIPU TIPENICTaBIEHUN
Komuccueit  cBemenuit 0
pETUCTpalliKl  JICKAPCTBEHHOTO
CpeAcTBa WM YBEIOMJICHHS 00
OTCYTCTBHUU CBCICHUH,
YIOBJIETBOPSIONIUX TapamMeTpam
3anpoca (onepamus "[IpencraBnenue
CBEJIEHUH 0  perucTpaunuu
nekapctBeHHOro cpeactea” (P.MM
.01.0PR.050))

dbopmar u CTPYKTypa
MPEACTaBISEMBIX CBEICHUN JTOJKHBI
cooTBeTCTBOBaTh  OmNHCaHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCIIOJTHUTCIIb mojgyydact u
BBINOJIHSIET 00PabOTKY CBEIEHHUH O
perucTpanuu  JIEKapCTBEHHOTO
CpelncTBa B COOTBETCTBHH C
PernamentoM mH(OPMaMOHHOTO



B3aUMOJEHCTBUSA MEXIY
YHOJIHOMOYEHHBIMH ~ OpraHaMu
rocyaapcTB-wieHoB 1 KoMuccueit

CBEIEHHUS O  pEerucTpamnuu
JICKapCTBEHHOTO CpPEJCTBA HIJIH

7 PesynbraTst yBeJOMJIeHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMUX
rapaMeTpam 3ampoca, MOTydIeHBI

IIponenypa "Ilonyderne cBeeHHIA O pa3MEMCHHOM B €MHOM peecTpe nokymernte" (P.MM.01.
PRC.018)

124. Cxema BbinonaHeHus npoueaypsl "llonyueHre cBeeHni 0 pa3MEIIEHHOM B €IMHOM
peectpe nokymente" (P.MM.01.PRC.018) npencraBnena Ha pucyHke 21.

- VIoaHoMOYeHHEE OpraH rocyJapcTEa-4IeHa - Komuccrs
3anpoc cBeIEHHH 0 PAIMENIEHHOM 1 ' CBEEHHA PETHCTPAIHOHHEOTO TOCEE

HITH Jeq1a
[cEedeHHT O PETHCTPALIHE aNpPOMIEHE

(P.MM.01.0PR.052)

B ¢JHHOM peecTpe JOEVMEHTE J

IIpencraBaeHHE CBEOEHHEH
0 pasMemeHHOM B eIHHOM peecTpe
JOKVMEHTE
{(P.MM.01.0PR.053)

: CBEJEHHA PETHCTPAITHOHHOTO JOCKE (
— HIIH Jefa
[cRemenud 0 TOKVMEHTE MPeIcTARIEHE |

. CEEJEHHA PETHCTPAITHOHHOTO J0CkE
HIIH Jema
[cEemeHHR 0 JOKYMEHTE OTCYTCTBVIOT]

"|
' B

TTonyaenHe H 00padOTEA YBEIOMIEHHE
O pe3VvIBTATaX 00pa0OTKH CEEIeHHH
L= 0 pasMeIIeHHOM E eJHHOM peecIpe

JOKVMEHTE
(P.MM.01.OPR.034)

o

Puc. 21. CxeMa BBINOJHEHUS TPOLIETYPHI

"ITosyueHue cBeIeHUI O Pa3MENICHHOM B €IMHOM PEECTpe JOKyMeHTE"
(P.MM.01.PRC.018)



125. IIpouenypa "IlonydeHnue cBeIeHH O pa3MEIEHHOM B €IUHOM PEECTpe JOKyMeHTe"
(P.MM.01.PRC.018) BblnonHs€TCA yNOJIHOMOYEHHBIM OPraHOM TIOCYJapCTBa-yjeHa MpH
BO3HUKHOBEHHU HEOOXOIUMOCTH MOJYyUEHUSI CBEACHHUM O pa3MEUICHHOM B €IMHOM pPEecTpe
JOKYMEHTE.

126. IlepBoii BbIOIHSAETCS onepanus "3anpoc CBEJACHUN O pa3MEIIEHHOM B €JUHOM
peectpe nmokymente" (P.MM.01.OPR.052), mo pe3ynapTaTaM BBINOJHEHUS KOTOPOU
YIOJIHOMOYEHHBIM OpPraHOM rocyiapcTBa-uiieHa (popmupyercs u Hamnpasisercs B Komuccuro
3ampoc O MPEACTABICHUN CBEICHUM.

127. 1lpn nmoctymnenun B Komuccuro 3ampoca O NPEICTAaBIEHUM CBEICHUN O
pPa3MEIIEHHOM B €IMHOM peecTpe AOKYyMEHTE BbINOJIHAETCS omnepauus "lIpeacraBinenue
CBEJCHUM O pa3MmelleHHOM B eauHoM peectpe nokymente" (P.MM.01.OPR.053), mo
pe3yJbTaTaM BBHITIOTHEHUsS KoTopoit Komwuccuedr GopMuUpYyIOTCS W MPENCTABISIOTCS B
YIOJIHOMOYEHHBIM OpPTraH rocyAapCcTBa-4ieHa CBEICHHS O Pa3MEIIEHHOM B €IUHOM PEECTpE
JOKYMEHTE WJIM YBEJAOMJIEHHE 00 OTCYTCTBUM CBEJICHUM, YJIOBJIETBOPSIOLIMX MapaMeTpam
3amnpoca.

128. IIpy mocTymieHun B YIOJHOMOYEHHBIN OpraH rocyJapcTBa-4jieHa CBEICHUHN O
pa3MELICHHOM B €MHOM PEecTpe TOKyMEHTE UM YBEIOMIIEHHS 00 OTCYTCTBUU CBEACHUI,
YAOBJIETBOPSAIONINX MapaMeTpaM 3arpoca, BeinojHsaercs onepauus "[lpuem u o6padoTka
CBEJICHUI O pa3MelleHHOM B enHOM peectpe nokymente" (P.MM.01.0PR.054).

129. Pe3ynbraToM BbINOJHEHUS niponieAypsl "[loslyueHne cBeAeHU 0 pa3MEIleHHOM B
equnoM peectpe nokymente" (P.MM.01.PRC.018) sBnsgercs mojiydyeHre yrnoJIHOMOUYECHHBIM
OpraHoOM TOCYJIapCTBA-4JIC€HA CBEICHUIN O pa3MEIIEHHOM B €IMHOM PEeCcTpe JOKYMEHTE WU
yBeJIOMJIEHUSI 00 OTCYTCTBUU CBEJICHUH, YIOBIECTBOPSAIONIUX MapaMeTpam 3amnpoca.

130. [lepeuensb omepainuii 00IIETO MPOIECCa, BHIMOIHAEMBIX B paMKaxX MPOLEeAyphl "
[Tonyuenue cBeneHuit o pa3menieHHoM B equHoM peectpe qokymente" (P.MM.01.PRC.018),
npuBezieH B Tabmuiie 60.

Tabnuua 60

Ilepegens onepanuii 06mero mponecca, BRIIOIHAEMEIX B paMKax mpouexyps "Ilomygenne
CBEJICHHIA 0 pa3MeIeHHOM B equHOM peectpe nokymente" (P.MM.01.PRC.018)

Konosoe 0603nauenue HanmenoBanue Omnncanne
1 2 3

3arpoc CBEICHUI O pa3MEMICHHOM B TMpHBeIcHO B Tabmume 61
€IMHOM PEeecTpe TOKYMEHTE Hacrosmux [TpaBun

P.MM.01.0OPR.052

NPEACTABICHUE CBEIEHUH O
npuBeneHo B Tabmmme 62

P.MM.01.0PR.053 pa3MelnieHHOM B €MHOM peecTpe
HacTtosiux [IpaBun

JOKYMCHTC

mpueM u o0paboTKa CBEICHHH O
P.MM.01.0PR.054 pa3MelieHHOM B €IWHOM peecTpe
JOKYMEHTE

npuBegeHo B Tabmnume 63
Hacrosmux [IpaBun



Tabmauia 61

Omcarue onepanuy "3anpoc CBeIeHHUI 0 pa3MEMIEHHOM B €IMHOM peectpe xokyMernTe" (P.MM
.01.0PR.052)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.01.0PR.052

3amnpoc CBEJICHUH O PasMCIICHHOM B

2 HanmMenoBanue onepanuu
€INHOM peecTpe JOKyMEHTe

YIOJIHOMOYEHHBIN oprax
3 Hcnonmaurens
rocyapcTBa-4jieHa

BBITIOJHAETCA NPH BO3HUKHOBEHUH
HEOOXOJUMOCTH  IOJy4EHUs
YIIOJHOMOYEHHBIM OPraHOM

4 Vca0Bus BEIOIHEHUS .
rocylapcTBa-4jieHa CBEIECHHH O
Pa3MELICHHOM B €IMHOM DPEECTPE

JOKYMCHTC

¢bopMar m cCTpyKTypa 3ampoca
CBEJICHUH TOJDKHBI COOTBETCTBOBATH

5 Orpannyenus Onucannio GopMaToB U CTPYKTYpP
9JEKTPOHHBIX JOKYMEHTOB U
CBEJICHH.

WUCIIONHUTENh HANpaBisieT B
Komrmccnto 3ampoc o mpeacTaBieHun
CBEJICHUI O pa3MENIEHHOM B €IUHOM
peecTpe TOKYMEHTE B COOTBETCTBHU
¢ PernamenToM MHGOPMAIIMOHHOTO
B3aUMOICHCTBHSA MEXIY
YIOJTHOMOYEHHBIMH ~ OpraHaMu
6 Omnwucanue onepanuu rocygapcTs-wieHoB 1 Komuccueit.
B 3ampoce ykaspiBaeTcs HOMED
PETUCTPAIIIOHHOTO YAOCTOBEPEHUS,
a TakkKe BHI HEO00XOJUMOTO
JIOKyMEHTa MO KJacCu(UKATOPY
BHJIOB JOKYMCHTOB
PETUCTPAIIMOHHOTO JOChe IS
JIEKapCTBEHHBIX IpenapaToB

YIIOJIHOMOYCHHBIM OopraHom
rocyjapcTBa-ujieHa HalpaBJeH
3anpoc B Kowmwuccuwo Ha
MpEeNCTaBICHUE CBEICHUH O
pa3MemeHHOM B €IWHOM peecTpe
JIOKYMEHTE

7 PesynbraTst

Ta0muna 62

Ommcanne onepanuu "IIpeacTaBneHre CBEACHUN O pa3MEMEHAOM B €IHHOM peecTpe JOKyMeHTe"
(P.MM.01.0PR.053)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue



2

Konosoe 0603HaueHue

HanmMeHoBanue onepanuu

WUcnomaurens

VY ¢a0BHUS BEITTOTHEHUS

OrpanuueHus

Omnwmcanue onepamnuu

Pesynbratsl

3
P.MM.01.0PR.053

NpeJCcTaBI€HUE CBEJIEHUH O
pa3MENIeHHOM B €UHOM peecTpe
JIOKyMEHTE

Komuccus

BBIIOJIHACTCA NOpU TOJTYUYCHUU
Komuccueit  3ampoca  Ha
IIpEJICTAaBICHUE CBEICHUH H3 O
pa3sMEIIEHHOM B €IHHOM peecTpe
mokyMeHTe (omepamus "3ampoc
CBEJICHUH O Pa3MEIEHHOM B €JHHOM
peectpe nmokymente" (P.MM.OI.
OPR.052))

dbopMaT u CTpyKTypa 3ampoca u
MPECTABISIEMbIX CBEICHUH JOJIKHBI
COOTBETCTBOBaTh  ONIHCAHUIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB U cBeieHui. TpeOyercs
aBTOpH3AINA, CBCJICHHUSA
3anpaimnBaoTCsa TONBKO
YHOOJHOMOYCHHBIMH ~ OpraHaMu
rOCy/apCTB-4JICHOB

WCTIOJTHHUTEb BBIMIOJHSAET MPOBEPKY
MOJNIYYEHHOTO  3ampoca B
COOTBETCTBUH ¢ PerimameHTOM
WHPOPMALIMOHHOTO B3aUMOICHCTBUS
MEXIy YIIOJTHOMOYEHHBIMHU
OpraHamMu TOCYJapCTB-4JICHOB H
Komuccueii.

B cnydae ycnemHoro BBITOJHEHUS
MPOBEPKH UCTIOIHUTEIH HAIIPABIIACT
OTBET Ha 3aIllpOC B COOTBETCTBHU C
PermamenToM WHGOPMAIIIOHHOTO
B3aNUMOJIENUCTBUS MEXKAY
yHOJ'IHOMO‘-IeHHBIMI/I OpFaHaMI/I
rocyaapcTB-ujieHoB U Komuccuei, B
KOTOPOM MOTYT OBITh HAIPaBJICHBI
COOOIIICHHS

CO CBEICHMSIMU O Pa3MEIEHHOM B
€IMHOM peecTpe JOKyMEHTE;

WIH C YBEIOMIICHUEM 00 OTCYTCTBUH
CBEICHUI  YAOBICTBOPSIONINX
mapameTpam 3arpoca

YIIOJIHOMOYEHHOMY oprany
rocyJapcrBa-uicHa IpeACTaBICHbL
CBEJICHUS O Pa3MEIEHHOM B €JMHOM
peecTpe  IOKyMEHTE  HIH
yBeJOMJIEHHE 00 OTCYyTCTBUH
CBEICHUH, yIOBJIETBOPAIOLINX
rapameTpam 3arpoca



Tabmauia 63

Omucanue onepammn "IIpreM 1 06paboTka cBeZieHHi 0 pa3MEIEHHOM B €IMHOM PeecTpe
nokymenre" (P.MM.01.0PR.054)

No /it O6o3HaueHne dIeMEHTa Onucanue
1 2 3
1 Konosoe o603HaueHne P.MM.01.0PR.054
npueM u 00paboTKa cBEICHHH O
2 HaumMeHnoBanue onepaiuu pa3sMEIIEHHOM B €IHHOM peecTpe
JIOKyMEHTE
MOJHOMOYEHHBII opran
3 Wcnonuurens y P

rocyaapcTBa-4JjicHa

BEITIONHSECTCS TIPU IPEICTaBICHUU
Komuccuert  cBemeHuit o
pasMeIlEeHHOM B €IHHOM peecTpe
JIOKYMEHTE HJIM yBEJIOMIIEHHS 00
OTCYTCTBHH CBEJICHUH,
VIOBIETBOPSIOMAX ITapaMeTpam
3anpoca (onepamus "[IpencraBinenne
CBEICHUH O Pa3MEIICHHOM B €JHHOM
peectpe nmokymente" (P.MM.OI.
OPR.053))

4 Vci10BYs BBITOIHEHUS

dbopwmar u CTPYKTypa
NPENCTaBISEMBIX CBEIICHUH IOIKHBI

5 OrpaHudeHus cooTBeTCcTBOBaTh  OMNHCaHUIO
(hopMaTOB U CTPYKTYP IJIEKTPOHHBIX
JIOKyMEHTOB U CBEJACHUIA

UCIIOJHUTENb  TOJy4aeT W
BEITIOJTHSET 00pabOTKy CBEICHHH B
COOTBETCTBMM ¢ PermameHToM

6 Omnucanue onepanuu MH(OPMALMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB W
Kommuccuneit

CBCJICHHUS O Pa3MEIICHHOM B €HHOM
peecTpe  NOKYMEHTE WU

7 PesynbraTst yBemoMIeHHEe 00 OTCYTCTBUH
CBEIICHHM, YIOBICTBOPSIONINX
mapamMeTpam 3arpoca, MoJIyYeHBI

4. ITpouenyps nonyderus Komuccuei cBeACHNUH, COAEPKAMUXCA B PETHCTPAIIOHHOM AETIC WIH
PETHCTPaIiOHHOM JI0ChE

IIponexypa "Ilomydenue cBeieHHH W3 PErHCTPAMOHHOIO AEJa WM PETHCTPAIIMOHHOIO JOChE
Kommuccrei" (P.MM.01.PRC.011)



131. Cxema BeinosiHeHus npoueaypsl "[lomydeHne cBeIeHHi U3 PErucTPaMOHHOTO Jea
win peructpanumoHHoro gocbe Komuccuei" (P.MM.01.PRC.011) npeacraBieHa Ha pucyHKe
22.

:VHoaHoOMO4eHHBIH opraH

:Komuccus
pedepeHTHOrO rocyaapeTsa

b

Janpoc Komuccueii ceenennii n3
perHeTpallHOHHOTO Jena HiH
PErHCTPALMOHHOTO J0ChE
(P.MM.01.0PR.032)

CBCICHHA PErHCTPALHOHHOTO
= I0CKE WIH Jena
[cBenenus 3anpoiueHs |

HG,ILFUTU BKa H NpCAcTaBICcHHC

(WCBCICHHA PETHCTPALHOHHOID B KomuccHio CREJICHUIT H3
1 JOCEC HITH JIelTa < PETHCTPALLHOHHOID JE/1a HIH
[CBELIEHHE npeacTaBlIcHEl PErHCTPALHOHHOTD Q0ChE

(P.MM.01.0PR.033)

{CBCJICHHA pCrHCTPAllHOHHOTO
A0Che MM Jena
[cBeaeHNA OTCYTCTBYHOT]

[Mpuem u oOpadboTka
Komuccueil cpeieHnH 13
PErHCTPALHOHHOTO JAea HiH
PErHCTPALHOHHOTO T0CHE

(P.MM.01.0PR.034)

Puc. 22. CxeMa BBINOJHEHHUS NPOLETYPbI
"[loryyeHue CcBENEHUNW W3 PETHUCTPALMOHHOIO Je€ja WM PETUCTPALMOHHOTO J0ChE
Komuccuein"
(P.MM.01.PRC.011)

132. Ilpouenypa "IlonydyeHue CBeJEeHUN H3 PETUCTPALMOHHOTO Jejia WU
peructpanmonHoro gocbe Komwuccueir" (P.MM.01.PRC.011) BbeImonHsieTcs mpu
BO3HUKHOBEHHH HEOOX0AMMOCTH nosyueHuss Komuccueidl cBeneHHil (IOKYMEHTOB) U3
PETUCTPALIMOHHOTO JIeJIa UM PETUCTPAIMOHHOTO JI0ChE MPHU YPETYJIUPOBAHUN PA3HOTIIACUN B
ClIyyae€ HEBO3MOXXKHOCTH MPHU3HAHMS 3KCIEPTHOIO OTYETa TrOCYAapCTBOM MNpPHU3HAHMS Ha
DKCIIEPTHOM KOMUTETE.



133. IlepBoii BeimonHsieTcss omnepanus "3anpoc Komuccueil cBeneHuil us
pPErucTpallMOHHOTO Jena WM peructpanronHoro pgocse" (P.MM.01.OPR.032), mno
pe3yJibTaTaM BBITIOTHEHUST KOTOpoiul Komuccuedr ¢opmupyercs W HampaBlsIeTCS B
YIOJHOMOYEHHBIN Oprad pe)epeHTHOr0 rocy/1apcTBa 3arnpoc Ha MPeICTaBIeHUE CBEIEHUN (
JOKYMEHTOB) U3 PErUCTPALIMOHHOTO JI€J1a WIH PErUCTPALIMOHHOTO J0CHE.

134. Ilpu nocTyIieHUH B YIOJIHOMOYEHHBIA Oprad peepeHTHOTo rocyapcTna 3amnpoca
Ha TIPEJCTABICHUE CBEJCHUN (AOKYMEHTOB) M3 PErUCTPALMOHHOTO Jeja WU
PETUCTPAIMOHHOTO J0ChE BBINONHsETCA onepauus "llogrotoBka M mnpencTaBlieHUE B
KoMuccuro cBeieHnit U3 perucTpaloHHOro Jieja Wik peructpaiuontoro npocse” (P.MM.O1.
OPR.033), mo pe3yabTaTam BBINOJHEHHUSI KOTOPOM YIOJIHOMOYEHHBIM OPraHoM
pedepenTHOro rocynapctsa (GopMupyroTcs U npeacrabisiorca B Komuccuio cBeneHus (
JIOKYMEHTBI) U3 PErUCTPALIMOHHOIO JIeJla WU PETUCTPALMOHHOTO JOChE, WM YBEAOMIICHUE
00 OTCYTCTBHUHM CBEJICHHM, YAOBIECTBOPSIOLIMX MapaMeTpaM 3arpoca.

135. Ilpu nocrymiennu B KoMuccuio cBeieHHnil (JOKyMEHTOB) U3 PErUCTPALIMIOHHOTO
7ejga WM PETHCTPAlMOHHOTO JO0Ch€ WU YBEIOMIICHHS 00 OTCYTCTBUM CBEJCHHM,
YAOBJIETBOPSAIONINX MapaMeTpaM 3arpoca, BeinojHsercs onepauus "[lpuem u o6padoTka
Komuccueli cBeieHni U3 perucTpallioOHHOIO Jiefia Wi peructpaunonHoro gocske" (P.MM.01
.OPR.034).

136. Pe3ynbTraToMm BbINOJHEHUs mpouenypsl "llonmydyenue cBeneHud wu3
PErUCTPAIlMOHHOTO Jieja Wi peructpanuonHoro aocke Komuccueit" (P.MM.01.PRC.011)
aBisieTcsa noiaydyenue Komuccuei cBeieHuil (JOKyMEHTOB) U3 PETUCTPALIMOHHOIO Jiefla Uiu
PETUCTPALIMOHHOTO J0ChE WU YBEIOMJIEHUSI 00 OTCYTCTBUM CBEACHHH, YIOBIETBOPSIOMINX
napameTpam 3amnpoca.

137. [lepeuenpb omepaiuii 00IIET0 MPOIECCa, BHIMOIHIAEMBIX B paMKaxX MpOLEeaypsl "
[Tonyyenue cBeeHUI U3 PErUCTPALIMOHHOTO J€JIa WM PerucTpaunoHHoro aocke Komuccueit
" (P.MM.01.PRC.011), mpuBenen B Tabaurie 64.

Tabnuua 64

Ilepegens onepanuii 06mero mponecca, BRIIOIHAEMEIX B paMKax mpouexyps "Ilomygenne
CBEJICHHI U3 PETHCTPAMOHHOTO Aejia WK perucrpanuonHoro gocse Komuccneit" (P.MM.01.PRC
.011)

KonoBoe o603Hauenme HaumenoBanue Onucanue
1 2 3

3anpoc Komuccueil cBeneHuili u3s

65
P.MM.01.0PR.032 PEeTHCTPAllHOHHOTO Jlefla  WJIH MPHBEACHO B Tabmmue

Hacrosmux [IpaBun
PETHCTPAIIMOHHOTO 10Che

MOJrOTOBKA M MPEJICTABJICHUE B

Komuccuro CBEICHUN n3 npuBegeHo B Tabmume 66
pErHCTPallMOHHOTO JeNia Wi  Hacrosmux [IpaBun
PETUCTPAITHOHHOTO JI0ChE

P.MM.01.OPR.033



P.MM.01.0PR.034 mpueM u obpabotka Komuccueit mnpuBeneHo B Tabmume 67
CBEJICHUN W3 PErHCTPAIMOHHOrO HAacTosux [IpaBun
JIeTia WK PETUCTPAILMOHHOTO JI0ChE

Tabmuma 65

Ommcanne onepanun "3anpoc Komuccueit cBeieHuit U3 perucTpaniMoOHHOTO JeJIa WIn
perucrpanuroHHOro Jocke" (P.MM.01.0PR.032)

Ne i/ O0o3HaueHne djIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenve P.MM.01.0PR.032

3anpoc Kommuccuell cBeneHuid u3
2 HammeHnoBanue omneparumn PeTrUCTPAIlMOHHOTO Jeia WIH
PETHCTPAIIOHHOTO JTI0Che

3 Wcnonaurens Komuccus

BoInoaHseTca KoMmuccueid mnpu
BO3HUKHOBEHHH HEOOXOIUMOCTH
4 VYc10BUs BBIIOJIHEHUS MOJIyYeHUs CBEICHUN (JIOKyMEHTOB)
U3 PETUCTPALMOHHOTO Jeja MU
PETUCTPALIIOHHOTO 10Che

dbopMar M CcTpyKTypa 3ampoca
CBeHeHI/Iﬁ JOJIKHBI COOTBETCTBOBAThH

5 Orpanudenus Onucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEIECHUN

HCIIOJHUTENb HampaBisieT B
YIOJIHOMOYEHHBIN oprax
pedepeHTHOrO rocyaapcTaa 3amnpoc
Ha TIpeACTaBIIEHHE CBEACHHH (
JIOKyMEHTOB) M3 PETUCTPALUOHHOTO
6 Omnwmcanue onepamnun JleJla WM PETUCTPALIMOHHOTO JOChE
B COOTBETCTBHU C PerimameHToM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXJAY  YHOJHOMOYEHHBIMHU
opraHamu
rocyaapcTB-wieHoB 1 Komuccueit

YHOJTHOMOYEHHOMY  OpraHy
pedepeHTHOro  rocynapcrba
HalpaBJeH 3ampoc Ha
InpeJcTaBIeHUE CBeJeHUIl (
JIOKYMEHTOB) M3 PETUCTPALUOHHOTO
JieJIa WJIM PETHCTPAOHHOTO JI0ChEe

7 PesynbTaTs!

Tabmauia 66

Ommucanne onepanun "Iloaroroska u npeacrapieHne B KoMuccuio cBeneHMi U3
PETrHCTPaIiOHHOTO JAeja WK perucrpamdonHoro gocse” (P.MM.01.0PR.033)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue

1 2 3



Konosoe 0603HaueHue

HaunmenoBanue onepanuu

Hcnonaurens

VCII0BHS BBIIOJIHEHUS

OrpanudeHus

Onwucanue ornepanuu

P.MM.01.0PR.033

MOJATOTOBKA M MPEJCTABICHUE B
Komuccuro CBEIEHUN 3
PETUCTPAIMOHHOIO Jeia WU
PETUCTPAIIIOHHOTO JIOChE

YIOJIHOMOYEHHBIN opras
pedepenTHOrO TOCy1apCcTBa

BBITIOJIHACTCSA TPU TOTYyYCHUH
YIOTHOMOYCHHBIM  OPTaHOM
pedepenTHOrO TOCYMAPCTBA 3ampoca
Ha TIpeACTaBICHUE CBeOeHUU (
JIOKYMEHTOB) M3 PETUCTPALIUOHHOTO
JieJia WK PErHCTPAIMOHHOTO A0Che (
omepanus "3anpoc Komuccueit
CBEJICHUI W3 PETUCTPAIMOHHOTO
Jiefia WU PErUCTPAIIMOHHOTO J10Che"
(P.MM.01.0PR.032))

dbopmar U CTPYKTypa
MPEACTaBISIEMBIX CBEICHUHN JTOJKHBI
cooTBeTcTBOBaTh  ONUCAHUIO
(hopMaTOB U CTPYKTYp IIEKTPOHHBIX
JOKYMEHTOB WM  CBEJIECHHH.
PexBu3utTH 3JIEKTPOHHOTO
JIOKyMeHTa (CBEJCHUN) JOJIKHBI
COOTBETCTBOBAThH TPCOOBAHUAM,
npeaycMOTpeHHbIM PermameHTom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXKIYy  YHOJHOMOYCHHBIMH
opraHaMd TOCYJapCTB-4JICHOB W
Komuccueit

WCTIOJTHHUTENb BBITIOJHSAET MPOBEPKY
MOJNIY4EHHOTO  3ampoca B
COOTBETCTBUH ¢ PerimameHTOM
HHGOPMAIIMOHHOTO B3aUMOICHCTBUS
Me>1<£[y yHOHHOMO‘IeHHLIMI/I
OpraHaMu TroOCYJIapCTB-4JICHOB U
Komuccueii.

B cimyuae ycrenrHOTO BBITTOJHEHUS
MPOBEPKH UCTIOTHUTEIH HAIIPABIICT
OTBET Ha 3alpOC CO CBEICHUAMH (
JOKYMEHTaMH) u3
pPEeTUCTPAllMOHHOTO Jella WU
PETUCTPAIIMOHHOTO JOChE HIIH
yBeJOMJIeHHE 00 OTCYTCTBUH
CBCIICHHI, YIOBICTBOPSIONINX
mapamMeTpam 3arpoca, co 3HaYCHHEM
Koma pe3yinbTata 00paboTKH,
COOTBETCTBYIOIIUM OTCYTCTBHIO
CBEJICHUN, B COOTBETCTBHU C
PeriiaMmenToM WH(pOPMAIIMOHHOTO
B3aMMOJACHCTBUS MEXKY



YHOJIHOMOYEHHBIMH ~ OpraHaMu
rocynapctB-wieHoB 1 Komuccueit

cBeJeHHSA (AOKYMEHTHI) W3
pPeruCTpallMOHHOIO Jena WU
PEruCTPAllMOHHOTO J1OChE WU

7 Pe3ynbraTsl yBeJOMJIeHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMUX
rapaMeTpam 3arpoca, HarpaBJIcHbI B
Komuccuro

Ta0muna 67

Omucanue onepaiyn "IIpueM u 06pabotka KoMuccreil cBeZieHHii W3 perHCTPAIOHHOTO Aeja WIH
perucrpanuonHoro gocse" (P.MM.01.0PR.034)

Ne i/t O0o03HayeHne dJIEMEHTA Onucanue
1 2 3
1 Konosoe 0003Hauenne P.MM.01.0PR.034

nmpueM u obpaborka Komuccueit
2 HanmMenoBanue onepanuu CBEJICHUI U3 pErucTpanuoHHOrO
JIeJa UM PEruCTPaliMOHHOIO 10Che

3 Hcnomaurens Komuccus

BBITIOJIHSETCS [TPU IPE/ICTABICHUH B
Komuccuto cBeneHnii (J0KyMEHTOB)
U3 PErucTpanMoHHOIO Jeia WIN
PETUCTPALIMOHHOTO JIOChE MU

YBEAOMIIEHHSI 00 OTCYTCTBHUH

CBEICHUIl, YyMOBIETBOPSIOMINX

napaMeTpaM 3ampoca (omeparus

[TonroroBka W mpeiacTaBlieHUE B
Komuccuto cBenennii (10KyMEHTOB)
W3 PErucTpanvoHHOTO Jena WIN

peructpannoHHoro mocee" (P.MM
.01.0PR.033))

4 VY ca0BHUSA BEITTOJHEHHS

dbopmar u CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH TOJIXKHBI

5 Orpannuenus COOTBETCTBOBATHL  OmHCcaHHIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCIIOJIHUTENb IOJydaeT CBedeHus (
JIOKYMEHTBI) U3 PETHCTPALIOHHOTO
JieTia WM PErHCTPAIIMOHHOTO J10ChE,
0o yBemomiieHHEe 00 OTCYyTCTBHUU
CBEJICHUH, YIOBIETBOPSAIOIIUX

6 Omnucanue onepanuu mapaMeTpaM  3ampoca, B
coOoTBeTCTBUU ¢ PeriameHTom
MH(OPMALMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB U
Kommuccunei



7 PesynbraTsl

cBeJcHHUSA  (JIOKYMEHTBHI) W3
pPEeTUCTPALlMOHHOTO Jefla WU
PETUCTPAIIUOHHOTO JOChE HIIH
yBelmoMIIeHHEe 00 OTCYTCTBHH
CBEIICHHH, YIOBJICTBOPSIONINX
mapaMeTpaM 3ampoca, IOJy4eHbI
Komuccuei

5. IIpouexypsl moJIy9eHHs YIOIHOMOIEHHEIM OPTaHOM IOCYAapCTBa IIPU3HAHUS CBE/ICHUIHA,
COAEPKAMMXCA B PETHCTPAMOHHOM JieJIe WM PETHCTPAHOHHOM J0Che

ITponexypa "Ilonyderne cBeieHAI H3 PETHCTPAMOHHOTO Jeja WM PErHCTPAMOHHOrO A0che" (

P.MM.01.PRC.012)

138. Cxema BrinosiHeHHs npoueaypsl "[lomydueHne cBeIeHH U3 PErucTPaMOHHOTO Jea
unu peructpanrontoro aocke" (P.MM.01.PRC.012) npencraBiena Ha pucyHke 23.

‘Y nonHoOMOUeHHBIH Oprad
rocyjaapcTea NpH3HAHHA

:YnoaHOMOYe HHEIH oprad
pedepeHTHOrO rocyapeTBa

¢

3anpoc cBeJICHHH H3
PErHCTPALHOHHODO 1E14 HIH
PETHCTPAllHOHHOIO JOChLE

(P.MM.01.0PR.035)

(CBCICHHA PCTHCTPAIHOHHOTO
J0CBES MJIH deiia
|cBEeAEHUA NpeICTaABICHBI |

:CBEJIEHUSA PErHCcTpalHOHHOTO
JI0Che WIH Jlena
[crenenus anpomens|

(CBEJICHHA PETHCTPAHOHHOTO
J0Ccke WITH JIena
|cBeIeHHA OTCYTCTBYIOT]

A

nU..'ll'ﬂTGBl{H. H HPE.ICT{].BJEHHE
CEC,‘ICIII{ﬁ H3 pCFHCTpﬂI[HﬂIIH{}TD
Jiefia Wi PerncTpalnoHHoro
nocke (P.MM.O1.0PR.036)

l

[lprem n obpaboTka
CBEJICHHH W3 PerHCTpallHoOHHOIO
AC1a HIIH PErHCTPalHOHHOTO
nocke (P.MM.0O1.OPR.037)

®

g




Puc. 23. CxeMa BBINOJTHEHHUS TPOLIETYPbI
"IlonmyyeHue cBeAeHUI U3 PErUCTPALMOHHOIO JIea WM PETUCTPAMOHHOTO JTOChe"
(P.MM.01.PRC.012)

139. Ilpouenypa "IlosydyeHue CBEACHUN M3 PETUCTPANUOHHOIO Jeja WU
peructpanuonHoro gocke" (P.MM.01.PRC.012) BpimonHsieTCss TpPU BO3HHUKHOBEHHUU
HEOOXOIUMOCTH TIOJIYYECHHS YIIOJTHOMOYEHHBIM OPTaHOM TOCyAapCTBa MPU3HAHUS CBEICHUM (
JOKYMEHTOB) U3 PErUCTPALIMOHHOTO JIeJIa WM PErUCTPALIMOHHOTO A0CHE.

140. [1epBoii BeIMOJHAETCS onepanus "3anpoc CBEICHUN U3 PErUCTPALMOHHOIO JIefla Uin
peructpanrontHoro gocbe" (P.MM.01.0PR.035), mo pe3syibTaTaM BBITIOJTHEHUS KOTOPOMU
YIOJTHOMOYEHHBIM OPTaHOM TOCYJapcTBa Mpu3HaHUs (HOPMUPYETCS W HAMPABISIETCS B
YIOJIHOMOYEHHBINA OopraH pedepeHTHOT0 rocy1apcTBa 3arpoc Ha MPeAICTaBICHUE CBEIEHUN (
JOKYMEHTOB) U3 PErUCTPALIMOHHOTO JI€J1a WIH PErUCTPALIMOHHOTO J0CHE.

141. Ilpu nocTyIieHUH B YIOJIHOMOYEHHBIA Oprad peepeHTHOTo rocyjapcTna 3amnpoca
Ha TIPEJICTABJICHUE CBEJCHUN (JOKYMEHTOB) H3 PErUCTPALMOHHOTO Jeja WU
PETUCTPALIMOHHOTO JIOChE BBINOJHAETCS onepanus "[loAroToBka u nNpeacTaBieHUe CBEICHUIM
U3 PErucTpaldoOHHOro Jena win peructpauuoHHoro gocwse”" (P.MM.01.0PR.036), no
pe3yibTaTaM BBITIOJHEHUS KOTOPOU YIIOJIHOMOYEHHBIM OPTraHOM PePEpPEeHTHOT0 TOCyIapcTBa
(bopMUPYIOTCS U TIPEACTABIISIIOTCA CBEICHUS (JOKYMEHTBI) U3 PETMCTPALIMOHHOTO Jiefla WU
PErHCTPALlMOHHOTO J10CKE.

142. [1pu nocTymieHnu B YIIOJTHOMOYEHHBIN OpraH rocy/1apcTBa Npu3HaHUs CBEIEHUH (
JOKYMEHTOB) W3 PETrUCTPALMOHHOIO JieJla WM PETHCTPALMOHHOTO JIOChE BBIMOJIHAETCS
onepamusa "llpuem u o006pabGoTka CBEeACHUN U3 PETUCTPAIMOHHOTO Jefia WU
peructpanuonHoro nocse”" (P.MM.01.0OPR.037).

143. Pe3ynbTaToM BBINOJHEHHUA mpouenypsl '"llonyueHue cBeneHHH U3
pEerucTpalMoHHoro nena wiu peructpanuonHoro jpocke” (P.MM.01.PRC.012) sBusercs
MOJIy4YEeHUE CBEACHUN (JOKYMEHTOB) U3 PETMCTPALMOHHOTO JE€ja WU PErMCTPAlMOHHOIO
JI0Ch€ YIOJIHOMOYEHHBIM OPraHOM Ir'OCY1apCTBa MIPU3HAHUS.

144. Tlepeuenpb omepanuii 00IIETO MPOIECCa, BHIMOIHIAEMBIX B paMKaxX MPOIEIyphl "
[Tonydenue cBeeHUM U3 PETUCTPAIIMOHHOTO Jejia WIIK peructpanronHoro npocse” (P.MM.O01.
PRC.012), npuBeneHn B Tabnuie 68.

Tabmuma 68

Ilepegens onepanuii 06mero mpomnecca, BRITOJHAEMEIX B paMKax npouexnyps "Tlomydenne
CBEICHHUI U3 PETUCTPAIIMOHHOTO Jiejia WM perucTpanuonHoro gocse" (P.MM.01.PRC.012)

Konmosoe 0603HaueHmne HaumenoBanue Omnucanue
1 2 3
3ampoc CBEIEHUU 3

npuBeneHo B Tabmmme 69

P.MM.01.0PR.035 pPETUCTPALlUOHHOTO JeNa WIN
HacTtosmux [IpaBun

PErUCTPALIMOHHOI'O JOCHE



P.MM.01.0PR.036

P.MM.01.0PR.037

Tabmuna 69

moATrOTOBKa W TNPCACTABJICHUC
CBeZ[eHI/Iﬁ U3 PETrUCTpallMOHHOI'O
AcJa U pEeTUCTPALIMOHHOTO JOChE

npueM u o0paboTKa CBEICHHHA W3
pEeruCcTpallMOHHOTO Jelia WU
PETHCTPAILIMOHHOTO J10ChE

npuBegeHo B Tabmume 70
HacTosux [IpaBm

npuBegeHo B Tabmume 71
Hactosiux [IpaBun

Ommcanue onepaiyy "3anpoc CBEACHNUI W3 PETHCTPAIIMOHHOTO JIeIa HIIH PETHCTPAMOHHOTO

nocee”" (P.MM.01.0PR.035)

Ne /it
1
1

Taomuna 70

O0o3HayeHHe dJIEMEHTA
2

KonxoBoe 0003HaueHme

HaumenoBanue ornepannun

Hcnomaurens

VCIIOBHS BBIIOJIHEHUS

OrpaHudeHus

Omnucanue onepanuu

Pesynbrarsl

Onucanue
3
P.MM.01.0PR.035

3ampoc CBeJCHU I u3
pPErUCTPAlMOHHOTO Jefla WU
PETUCTPAIIIOHHOTO JI0ChE

YIOJHOMOYEHHBIN oprax
rocyaapcTBa NpU3HAHUS

BEITIOTHSIETCS TIPU BO3HUKHOBEHUHU
HEOOXOAMMOCTH  TONYYEHHUS
YIOTHOMOYEHHBIM  OPTaHOM
rocyJapcTBa MpU3HAHUS CBEJACHUH (
JIOKYMEHTOB) U3 PETUCTPAIIMOHHOTO
Jleria UM perucTpaliioHHOTO 10Che

dbopMaT M CTpyKTypa 3ampoca
CBEJCHUH OJDKHBI COOTBETCTBOBAThH
Onwucannio GpopMaToB M CTPYKTYp
AJIEKTPOHHBIX JOKYMEHTOB U
cBeleHUll

UCIIOJIHUTENb  HalpaBisieT B
YIOJIHOMOYEHHBIN opran
pedhepeHTHOro TocyJapcTBa 3ampoc
Ha TMpeACTaBIIEHHE CBEACHHU (
JIOKYMEHTOB) M3 PETUCTPALUOHHOTO
JieNa WM PETUCTPALIMOHHOTO J0ChE
B COOTBETCTBMHM ¢ PermameHToM
UH()OPMALMOHHOTO B3aUMOJICHCTBUS
MEXIy  YIOJIHOMOYEHHBIMHU
OpraHaMu rocyJ1apCTB-4JI€HOB

YHOTHOMOYEHHOMY  OpraHy
pedepeHTHOro  rocylapcrba
HalpaBJeH 3ampoc Ha
IpejicTaBlIeHUE
JIOKYMEHTOB) M3 PETUCTPALUOHHOTO
JieTia WM PETUCTPALMOHHOTO 0Che

CBEJIEHUI (



Ommucanne onepanuu "IToAroroBka ¥ NpeAcTaBieHHe CBEACHUHN H3 PErHCTPAIMOHHOIO JeJ1a N
perucrpamuonHoro gocske" (P.MM.01.0PR.036)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 Konosoe 0o603Hauenue P.MM.01.0PR.036

MNOArOTOBKA M IPEACTaBICHUE
2 HanmMenoBanue onepanuu CBEJICHUI U3 PpErucTpanuoHHOrO
JIeJia WU PEruCTPalMOHHOIO 10ChE

YIOJIHOMOYEHHBIN opras

3 Ucnonnurens
pedepentHoro rocynapcraa

BBITMIOJHACTCS TPHU  TOIYYCHUH
YHOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOTO rocyIapcTBa 3ampoca
Ha TIpeACTaBIeHUE CBeOeHUU (
JIOKYMEHTOB) U3 PETUCTPAIIMOHHOTO
Jielia WK PEerucTpalmoHHOro Joche (
omepanus "3ampoc CBeACHUH U3
pPErHCTPAalluOHHOTO JeNa WIH
peructpannoHHoro mocee" (P.MM
.01.0PR.035))

4 VY ca0BusA BEITTOJTHEHHS

dbopmar U CTPYKTypa
MPEJCTABISEMBIX CBEICHUH TOJIXKHBI

cooTBeTcTBOBaTh  OmHCaHHIO
(hopMaToOB M CTPYKTYP JIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHuil. TpebOyercs
aBTOpHU3aLHUS, CBeJEeHUsA
3ampamuBaTCsa TOJIBKO
YHOJHOMOYEHHBIMH  OpraHaMu
roCyJapCTB-4ICHOB. PexBU3UTHI
3JE€KTPOHHOTO JIOKyYMEHTa (
CBEJICHUM) IO JIKHBI
COOTBETCTBOBaTh TPEOOBAHMAM,
MpelyCMOTPEHHbIM PernamenTom
MH(OPMAIMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU

5 OrpaHudeHus

OpraHaMy rocy1apCcTB-4JcHOB

HCIIOJHUTENb BBIONHAET IPOBEPKY
HONY4eHHOTO  3ampoca B
COOTBETCTBUM C PerimameHTom
UH(OPMAIIMOHHOTO B3aUMOAEHCTBIS
MeXIy  YHOJIHOMOYEHHBIMH
OpraHaMH rocy1apcTB-uJIeHOB.
B ciyyae ycnemHoro BHIIOIHEHHUS
IPOBEPKM MCIOJHUTENb HAIIPABJISET
OTBET Ha 3alpoC CO CBEIEHUAMH (
JTOKYMEHTaMH) u3
PErUCTPalluOHHOTO JeNa MM
6 Onucanue onepanuu PETHCTPAI[MOHHOTO IOChE HIIH
yBefloMIIeHHe 00 OTCYTCTBHU
CBEJICHUH,  YIOBJIETBOPAIOLIUX



Tadomuna 71

Pe3ynbTaTsl

napameTpam 3amnpoca, ¢ ykazaHueM
Kojma pe3ynbTata 00paboTKH,
COOTBETCTBYIOILIETO OTCYTCTBUIO
CBEJICHNH, B COOTBETCTBHH C
PeritamenToM HH(pOPMAIIHOHHOTO
B3aMMOJIEUCTBUS MEXAY
YIOJHOMOYEHHBIMH ~ OpTaHaMu
rocyJapCTB-4JIEHOB

cBeeHHS (HOKYMEHTHI) W3
pPErHCTPallMOHHOTO  JieJla WM
PETHCTPAlMOHHOTO JIOChE  MIIH
yBeJOMIIeHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMUX
IapaMeTpam 3arpoca, HalpaBJIeHbI B
YIOJIHOMOYEHHBIN opras
rocyapcTBa NpU3HAHUS

Ommucanue onepaiyu "IIpueM u 06paboTka cBeeHHI U3 PErHCTPAIMOHHOTO Aeja WK
peructpanmorHoro xocke” (P.MM.01.0PR.037)

Ne i/t
1
1

O0o3HayeHne dJIEMEHTA
2

Konosoe 0603HaueHune

HanmMenoBanue onepanuu

Hcnonnurens

VCIIOBUS BBIIIOJTHEHUS

OrpannyeHus

Omnucanue
3
P.MM.01.0PR.037

npueM u 00paboTka CBEACHMH W3
pEerucTpalluoOHHOrO Jeja WU
PETUCTPAIIIOHHOTO 10Che

YIOJIHOMOYEHHBIN opras
roCcyapcTBa MPU3HAHUS

BEITIOHSICTCS TPU TPEJCTABICHUU
YIIOTHOMOYCHHOMY oprany
rocyJapcTBa MPU3HAHUS CBEACHUI (
JIOKYMEHTOB) M3 PETUCTPALIUOHHOTO
JieJIa WM PETUCTPAIHOHHOTO JT0ChE
501058 yBeI[OMHeHI/I)I 06 OTCyTCTBI/II/I
CBCIICHHIA, YIIOBJICTBOPSIONIUX
mapaMerpaM 3ampoca (omeparus
IMoaroToBka W TpeEJCTaBICHUE
CBEJICHUH W3 PETUCTPAIHOHHOTO
Jlera WIH PEeTUCTPallMOHHOTO JT0Che"
(P.MM.01.0PR.036))

n

¢dbopmar n CTPYKTypa
MIPEACTABISIEMbIX CBEICHUH IOJIKHEI

cooTBeTcTBOBaTh  OIHMCaHUIO
(hopmaToB u CTPYKTYp IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUI

WCIIOJIHUTENb ITONydaeT cBedeHus (
JIOKYMEHTBI) U3 PETHCTPAIOHHOTO
JieNia WIN PETHUCTPALMOHHOTO J0ChE
WIN yBEIOMJICHHE 00 OTCYTCTBHHU
CBEJIEHHUH, YJOBICTBOPSIOUINX



6 Onucanue onepanuu mapaMeTpaM  3ampoca, B
coOoTBeTCTBUH ¢ PeriiameHToM
MH()OPMAIMOHHOTO B3aMMO/ICHCTBHS
MEXIY  YNOJIHOMOYEHHBIMHU
OopraHamM# rocyJ1apCTB-4ICHOB

YIOTHOMOYEHHBIM  OPTaHOM
rocy/lapcTBa MPHU3HAHUS MOTYYCHBI
cBeleHHUS (HOKYMEHTHI) |3

7 PesynbraTs! pETUCTPALIMOHHOTO Jiejla HWJIH
PETUCTPAIIHOHHOTO JOChE HIIH
yBeJOMIIeHHE 00 OTCYyTCTBUH
CBEJICHUI

6. ITpouexypsl yBemoMiIeHHS 00 OTMEHE WM aHHYIMPOBAaHHH PETHCTPAMOHHOrO YIOCTOBEPEHHSA

TIpouexnypa "HampapieHre yBeJOMIECHHS 00 OTMEHE HJIM aHHYIHPOBAHHH PErACTPALIHOHHOIO
ymocroseperua” (P.MM.01.PRC.013)

145. Cxema BwImoJiHEHHs Tpoleayphl "Hampasnenue yBenomiieHus 06 OTMEHE WIH
aHHyJIMpoBaHuu peructpanuonHoro yaocrosepenusd” (P.MM.01.PRC.013) npencrasieHna Ha
pucyHke 24.

:VionHoMOUeHHBIH oprat, orpaHHuHBILH [ (Y1I0IHOMOYEHHBIH OpraH. onoeelaemMeli ob
oDpaieHue 1eKapcTBEHHOrO Mpenapara OrpaHHyeHnH IEKApCTBEHHOIO Npenaparta

b

Hanpaeneune yeejomieHus ob
OTMEHE HJIH AHHYJIHPOBAHHH
PErHCTPALIHOHHOIO
YIOCTOBEPEHHA

(P.MM.01.OPR.038) \F
[Tonyuenue yBegoMaeHus oo
OTMECHEC HITH aHHVTHPOBAHHH

PErHCTPALHOHHOTO

VJIOCTOBEpEHHS
(P.MM.01.0PR.039)

® .

:001mii peectp
[veemomnenue nepeaanHo]

Puc. 21. CxeMa BBINOTHEHUS TPOLIETYPBI
"HampaBieHue yBeaOMJICHUS 00 OTMEHEWIM aHHYJIUPOBAHUHM PETrUCTPAIIMOHHOIO
YIAOCTOBEpEeHUS"
(P.MM.01.PRC.013)
146. Ilpouenypa "HampaBieHue yBenomiyieHUsT 00 OTMEHE WM aHHYJIUPOBAHUU
peructparmonnoro yaocroepenus” (P.MM.01.PRC.013) BbinosiHsAETCS yIOJTHOMOYEHHBIM



OpraHoM, OTPAaHWYMBIIUM OOpalleHrue JEeKapCTBEHHOTO Ipernapara, Mpu OTMEHE WIH
AHHYJIMPOBAHUU PETUCTPAITMOHHOTO yI0CTOBEPEHHUS.

147. TlepBoii BeIoHSIETCS oneparus "HamnpaBienue yBegoMiieHUS 00 OTMEHE WITU
aHHYJIMPOBaHUU peructpannoHHoro yaocropepenus” (P.MM.01.0PR.038), no pe3ynbratam
BBITIOJIHEHUSI KOTOPOW YIOJHOMOYCHHBIM OpPTaHOM, OTPAHHUYHUBIINM OOpaieHue
JIEKapCTBEHHOTr0 Tpemnapara, (GOpMUPYETCsS U HaIpaBIseTCs yBEAOMIIEHHE 00 OTMEHE WIIH
AHHYJIMPOBAHUU PETUCTPALIMOHHOTO YAOCTOBEpPEHHUST B YIOJHOMOYEHHBIN Opras,
OTIOBEIIAEMbIN 00 OrpaHUYECHHUH O00paIlleHUs JIEKAPCTBEHHOTO IIpernapara.

148. Ilpu mosy4yeHUH ymOTHOMOYEHHBIM OPTraHOM, OIMOBEIIAEMbIM 00 OTPaHUYCHUU
oOpaleHus JISKApCTBEHHOTO Tpemnapara, yBEeJOMJICHUS 00 OTMEHE WJIM aHHYJIMPOBAHUU
PErUCTPALIMOHHOTO YAOCTOBEpEHHUs BhINOIHsAETCA onepaius "l[lonydyenue yBegomiieHus o0
OTMEHE WJIM aHHYJIUPOBaHUU peructpauoHHoro yapocrosepenus” (P.MM.01.0PR.039).

149. Pe3ynbpTaToM BBITIOJIHEHUS Mpoleaypsl "HamnpapiieHue yBejoMiIeHUs: 00 OTMEHE UITH
aHHYyJUpOBaHUM peructpauroHHoro yupocroBepenus" (P.MM.O1.PRC.013) sBnsercs
MOJIy4YeHHUE YMOJHOMOYEHHBIM OpPraHOM, OINOBEHIaeMbIM 00 OrpaHUYeHUU OOpaleHUs
JEKapCTBEHHOr0 Ipemnapara, YyBEJAOMJEHHS 00 OTMEHE WIM aHHYJIMPOBAHUU
PETHCTPALlMOHHOTO YIOCTOBEPEHUSI.

150. [lepeuenp omepanuii 00IIEro MpPOLECcca, BHIMOJHIEMBIX B paMKax MPOLEAYpHI
HampaBnenne yBemomiieHus 00 OTMEHE WM aHHYJIUPOBAHUHM PETUCTPAITMOHHOTO
ynoctoBepenus” (P.MM.01.PRC.013), npuBenen B Tadmautie 72.

Tabnuia 72

"

ITepegens onepamuii 06mero mpouecca, BHIOTHIEMBIX B paMKax npouenyps "Hampasinerue
yBeIOMIICHHS 00 OTMEHE WIH aHHYIHPOBAaHHH PETHCTPAIHOHHOrO yaocroBeperna” (P.MM.01.
PRC.013)

Konosoe o003HaueHue Hanmenosanune Onucanue
1 2 3

HaIpaBlIeHUE YBEAOMIICHHS 00
P.MM.01.0PR.038 OTMEHE WU aHHYJIUPOBAaHUHU
PETHCTPAIIOHHOTO YIOCTOBEPEHUS

npuBeaeHo B Tabnmme 73
Hacrosamux [IpaBun

NOJTy4YeHUEe yBEIOMIICHH 00 OTMEHE
P.MM.01.0PR.039 UIu AHHYJUPOBAHUH
PETUCTPAIIOHHOTO YJOCTOBEPEHUS

npuBegeHo B Tabmume 74
Hactosiux [IpaBun

Tabmuna 73

Omucanue onepanuy "HampapieHre yBeIOMICHHS 00 OTMEHE WM aHHYJIMPOBaHHH
perucrpanuoHHOro yaocropeperusa” (P.MM.01.0PR.038)

Ne /it O0o3HayeHHe dJIEMEHTA Onucanue
1 2 3
1 KonxoBoe 0003HaueHme P.MM.01.0PR.038



2 HanmMenoBanue onepanuu
3 Ucnonaurens
4 VC1oBYs BBIIOITHEHUS
5 Orpannyenus
6 Onucanue onepauuu
7 PesynbraTs!
Tabmmma 74

HamnpaBlieHUE YBEJIOMJICHUS 00
OTMEHE WJIM AHHYJHPOBAHUU
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS

YIIOJIHOMOYEHHBII oprasx,
OTpaHMYMBIIMK  oOpamnieHue
JIEKapCTBEHHOI'O IIpernapara

BBIMOJIHSAETCSI  YIOJTHOMOYCHHBIM
OpTaHoM, OTPaHUYUBIIUM
oOpamieHue  JeKapCTBEHHOTO
mpemnapara, MpU OTMEHE WU
AQHHYJIMPOBAHUH PETHCTPALIIOHHOTO
YIOCTOBEPEHHS

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUI TOMKHBI

COOTBETCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HUCIIOJTHUTCIIb HampaBJia€T
yBeJIOMJICHHE 00 OTMEHE WU
AHHYJIMPOBAHUU PETHCTPALIMOHHOTO
YAOCTOBEPEHUS B YIIOJTHOMOYCHHBIN
OpraH, OIIOBeIaeMBIi 00
OTpaHUYCHHUU obpamieHus
JIEKapCTBEHHOIr0 Ipemapara, B
COOTBETCTBHHM C PeriameHTOM
WH(POPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXIYy  YHOJHOMOYCHHBIMH
OpraHaM¥ roCyIapCTB-WICHOB.

B yBemomieHHH yKa3bIBaeTCA
NOPSIAKOBBIN HOMED
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS

YHOJHOMOYEHHOMY  Oprany,
omoBeniaeMoMy 00 OrpaHHYCHHUH
oOpameHnss  JEKapCTBEHHOTO
npemnapara, HaInpaBJIeHO
yBeJOMJIEHHE 00 OTMEHE WIIH
AQHHYJUPOBAaHUH PETHUCTPAIIHIOHHOTO
YIOCTOBEPEHHS

Omucanue onepamun "Tlonyderne yBeaoMIeHUS 00 OTMEHE WM aHHYIAPOBAHAH
perucrpanuoHHOro yaocroseperus” (P.MM.01.0PR.039)

Ne /i O06o03HaYeHne dIEMEHTA

1 2

1 KoxoBoe 0003HaueHme

2 HanmMenoBanue onepauuu

Omnucanne
3
P.MM.01.0PR.039

MOJy4EHHE YBEJOMIICHHS 00 OTMEHe
1781878 AHHYJIHNPOBaHUU
PETHCTPALIMOHHOTO YAOCTOBEPEHUS



YIIOJIHOMOYEHHBII oprasx,
OTIOBEIIaeMBbI 00 OrpaHUYEHUH
oOpamieHust  JIEKapCTBEHHOTO
mpemnapara

3 Wcnonuurens

BBITMIOJHSETCS TPH  TONYYSHHH
YHOTHOMOYEHHBIM  OpTaHOM,
OTIOBEIIaeMBIM 00 OrpaHHYCHHHU
oOpalieHust  JIEKapCTBEHHOTO
npenapara, yBeIOMJICHHUS 00 OTMEHe
178871 AHHYJIHPOBaHUU
PETUCTPAIIOHHOTO yIOCTOBEPEHUS (
omeparus "HanpaBieHnue
yBeJOMIIEHHs 00 OTMeHe WIHn
AQHHYJUPOBAHUH PETHCTPALIIOHHOTO
ynocroBeperns”  (P.MM.01.OPR
.038))

4 VY ¢a0BHUSA BEITTOJHEHHUS

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH JOJIXKHBI

cooTBeTcTBOBaTh  OmHCaHHIO
(hOpMaToB M CTPYKTYP DIIEKTPOHHBIX
5 OrpannyeHus JIOKYMEHTOB U cBeaeHuil. Tpebyercs
aBTOopHU3anuAi, CBCACHMUIA
IPEeACTaBIAIOTCA TOJIBKO
YHOJTHOMOYEHHBIMH  OpraHaMu
rOCYZapCTB-WICHOB

HUCTOJHUTEIb MoJIyqdaeT
yBeJOMJIEHHE 00 OTMEHE WIIH
aHHYJIMPOBAHUHU PETHUCTPALUMOHHOTO
YAOCTOBEPEHUS B COOTBETCTBUU C
6 Omnwucanue onepanun

PermamenToM WHGOPMAIIIOHHOTO
B3aNUMOJENUCTBUSI MEXAY
YIOJTHOMOYEHHBIMH ~ OpraHaMu

TOCyapCTB-YJICHOB

YIIOJIHOMOYCHHBIM OpraHom,
OIIOBEUIACMBIM 00 OTpaHUYCHUN

oOpameHnss  JEKapCTBEHHOTO
7 PesynbraTsl
npemnapara, MoJy4eHo yBeJOMIICHHEe

00 OTMEHE WM aHHYJIHPOBAHUHU
PEruCTPaIIOHHOTO YIOCTOBEPEHHUS

7. IIponexypsl BeACHHU EPEIMCKHU B OTHOIICHWM PETHCTPAOHHOIO AETIa HIIH
PETHCTPaIlMOHHOIO JOChE

ITponenypa "Ilomyqerne sxcneprHOro orgera” (P.MM.01.PRC.014)

151. Cxema Boinonanenus npoueaypsl "llonyuenue sxcneptaoro otuera” (P.MM.01.PRC
.014) npencraBiieHa Ha pUCyHKe 25.



:VnoanoMoueHHEI opran 'Y noIHOMOYEHHBIH oprau
pedepeHTHOro rocyaapcerea rocy/lapcTea MpH3HAHHA

b

[lpeacraBnenne cpeaeH il
IKCHOEPTHOIO OTHETA
(P.MM.OT.OPR.040)

IIKCNEPTHBII O0THeT
[cBeaenus nepenansi]

J

[Tpuem 1 obpaboTka cBeenni
= L KCIEPTHOTO OTHETA

| ——

IIKCHEPTHLIT oTUeT
[cBeneHus Oy UEHE]

(P.MM.01.0PR.041)

\

[lonyuenne ypeaoMACHHS O
pe3vasTarax odpaboTkH
CBEJICHNI IKCNepTHOro oTYeTa
(P.MM.O1.0PR.042)

®

Puc. 25. CxeMa BBINOJHEHUS TPOLIETYPBI

"TTonyuenune sxcnieptHoro oryera" (P.MM.01.PRC.014)

152. llpouenypa "llonyuenue sxkcneptaoro oryera" (P.MM.01.PRC.014) BeimonnHsieTcs
YIOJHOMOYEHHBIM OpPraHOM PEePEPEeHTHOr0 rocyJapcTBa IMOCie MOJATOTOBKH IKCIIEPTHOIO
oTyeTa.

153. IlepBoii BemmonHsieTcsa onepanus "[IpeacraBienne cBeneHuil SkcnepTHOro oryera' (
P.MM.01.0PR.040), nmo pe3yiapTaTaM BBINOJHEHUS KOTOPOH YMNOJHOMOYEHHBIM OpPraHOM
pedepeHTHOro rocyaapcTsa (pOpMHUPYIOTCS U MPEACTABIAIOTCS B YIOJHOMOYEHHBIH OpraH
rocyZapcTBa PU3HAHUS CBEIACHUS IKCIIEPTHOIO OTYETA.

154. Ilpn nosmy4eHnH yIoJIHOMOYEHHBIM OPraHOM I'OCYNApCTBa MPU3HAHMS CBEICHUUN
HKCIIEPTHOIO OTYeTa BbINOJIHAETCs onepaius "[Ipuem u oOpaboTka CBEAEHHUM IKCIIEPTHOIO
oruera" (P.MM.01.OPR.041), no pe3ynbTaTaM BBIIIOJIHEHUSI KOTOPOH YIOIHOMOUYEHHBIM
OpPraHoM TIOCYyJapCTBa NPU3HAHHUS IPUHUMAIOTCS CBEACHUS HKCIEPTHOrO OTYETa,
dbopmupyeTrcss U HampaBiseTcsl B YNOJHOMOYEHHBIN OpraH pepepeHTHOIro rocylapcTBa
YBEJAOMJICHHE O pe3ysbTaTax 00pabOTKU CBECHHI SKCIIEPTHOIO OTUYETA.

155. Tlpu monay4yeHUH YIOJHOMOYEHHBIM OpPraHOM pedepeHTHOro TocyaapcTBa
YBEJOMJICHUST O pe3yibTaTaXx O0OpaOOTKM CBEIEHUU SKCHEPTHOTO OTYETA BBIMOIHIETCS
onepanus "llomydyeHne yBeIOMIIEHHS O pe3ysibTarax OOpaOOTKH CBEAEHHUI 3KCIEPTHOIrO
orueta" (P.MM.01.0PR.042).



156. Pesynbratamu BeimodHeHus npoteaypsl "l[lomydenue skcneptaoro otdera" (P.MM
.01.PRC.014) sBastoTcs Mody4Y€HUE YHOJHOMOYEHHBIM OPraHoM TOCyAapcTBa MpU3HAHUSA
HKCIIEPTHOTO OTYETa U MOJIYy4YEHHE YIOJTHOMOYEHHBIM OPraHOM pedepeHTHOT0 rocyJapcTBa
yYBEJOMJICHHUSA O pe3yJibTaTax 00pabOTKU CBEIEHUN SKCIIEPTHOTO OTYETA.

157. Ilepeuenpb omeparuii 001IEro MPOIEcca, BHIOIHAEMBIX B paMKax MpoIeaypsl "
[Tonyuenwne sxcnieptHoro otdyeta" (P.MM.01.PRC.014), npusenen B Tabmuiie 75.

Taomuna 75

Ilepegens onepanuii 06mero mponecca, BRIMOIHIAEMEIX B paMkax mponexypsl "Ilomydenne
skcrneprHOro orsera” (P.MM.01.PRC.014)

KonoBoe 0603Hauenme Haumenosanue Onucanue
1 2 3
MpeaCTaBICHUE CBEIECHUM npuBegeHo B Tabmume 76

P.MM.01.OPR.040
9KCIIEPTHOTO OTYETA Hacrosamux [IpaBun

npueM Hu o0paboTka cBeAeHMH mpuBeaeHo B Tabmuue 77

P.MM.01.0PR.041
9KCHEPTHOTO OTYeTa Hactosmux [IpaBun

MOJIyYCHHE  YBEJOMJICHUS O
P.MM.01.0PR.042 pe3yabTraTtax 00pabOTKH CBEICHUI
9KCIIEPTHOTO OTYETA

npuBeaeHo B Tabmumme 78
HacTtosiux [IpaBun

TabOmuna 76

Omucanue onepaiun "[IpencraBnenue cBeaeHui s3xcneptHOro orgera” (P.MM.01.0PR.040)

Ne i/t O0o03HayeHne dJIEMEHTA Omnucanne
1 2 3
1 KonoBoe 0603HaueHne P.MM.01.0PR.040
NpeACTaBICHUE CBEJIEHUH
2 HanmMenoBanue onepauuu
9KCIIEPTHOTO OTUYETA
MMOJHOMOYEHHEI I opran
3 Ucnonaurens y P
pedepeHTHOTO rocyIapcTBa
BBITIOJTHAETCS  YIIOJTHOMOYEHHBIM
OpraHom e(epeHTHOTO
4 VC10BHS BBIIOJIHEHUS p pedep

rocygapcTtBa mnocCji€e MNOATOTOBKH
OKCIIEPTHOTO OTUCTA

dbopmar u CTPYKTYypa
MMPEACTABIIACMbBIX CBe[[eHPIﬁ JOJIKHBI

5 Orpannyenus cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB U CTPYKTYP JIEKTPOHHBIX
JIOKyMEHTOB U CBEICHUH

UCTIOJHUTENb (OPMHUPYET CBEACHUSA
9KCIIEPTHOIO OTYETa U HAIPAaBISET
UX B YIOJHOMOYEHHBIM oOprax
rocygapcrsa IpHU3HaHUI B

COOTBETCTBHH ¢ PeriiamMeHTOM
6 Omnucanue onepauuu



MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpTraHaMy rocyJapCTB-WICHOB

YHOOJHOMOYEHHOMY  OpTaHy
rocyaapcraa NpU3HAHUS

7 PesynbTaTsl
HaIlpaBJIEHbI CBEICHUS SKCIIEPTHOIO

OT4YCTa

Taomuna 77

Omucanue onepaimn "IIpueM u 06paboTka cBegeHuii 3xcepraoro ordera” (P.MM.01.0PR.041)

Ne /it O0Oo3HauyeHKe dJIEMEHTA Onucanue
1 2 3
1 KonxoBoe 0003HaueHme P.MM.01.0PR.041

nmpueM u 00paboTKa CBEICHHIA

2 HanMenoBanue onepanuu
JKCIIEPTHOTO OTYETa

YIOJIHOMOYEHHBIN opras
rocyaapcTBa MpU3HAHUSA

3 HUcnonaurens

BEITIOJTHACTCSA TPU TIOTyICHUHU
YIOTHOMOYEHHBIM  OPTaHOM
TOCy/apCcTBa NPU3HAHUS CBEICHHUN

4 Yca0BUS BBHITIOTHEHUS JKCTIEPTHOTO oOT4YeTa (omepanus
[IpencraBnenue CBEJECHUU
skcnepTHOoro otdera" (P.MM.O1.
OPR.040))

dbopwmar u CTPYKTypa
MPEACTABIIACMBIX CBe]leHI/Iﬁ JOJIKHBI
cooTBeTcTBOBaTh  OmnmcaHuio
(hopMaToB U CTPYKTYP JIEKTPOHHBIX
JIOKyMEHTOB U cBeJleHuil. Tpedyercs
aBTOpHU3ALHS, CBEJCHUS
MPECTaBISIIOTCS TOJIBKO
YHOJTHOMOYEHHBIMH  OpraHaMu
5 Orpannyenus
roCyJapCTB-4JICHOB. PeKBU3UTHI
3JIEKTPOHHOI'O JOKyMEHTa (
CBEJICHUN) JOJKHBI
COOTBETCTBOBaTh TPeOOBAHMAM,
IpeayCcMOTpeHHBIM PermamenToM
MH()OPMAMOHHOTO B3aMMOJICHCTBHS
MCXKIY YOOJIHOMOYCHHBIMHA
OpraHaMH rocyJ1apcTB-UJI€HOB

UCIIOJTHUTENb TIPHHAMAET CBEJCHUS
JKCHEPTHOTO OTYETAa U HAMPABISET
YBEOMIIGHHE O pe3yJibTarax
00paboOTKH CBEIEHHH 3KCIIEPTHOTO
OTYeTa B YMOJTHOMOYCHHBIH OpraH
6 Omnwmcanue onepanun

pedepeHTHOro0 ToCcylmapcTBa B
COOTBETCTBUU C PeriiamMmeHToM
UH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI
MEXIY  YNOJIHOMOYCHHBIMHU

OpraHamM# rocyJ1apCTB-4ICHOB



YIOJIHOMOYCHHBIM OopraHom
TrocyAapCTBa IMPU3HAHUA MOJYYCHBL
CBCICHHUS DKCIIEPTHOT'O OTYETA

7 PesynbraTsl

Tabmuma 78

Ommucanue onepain "Iloryuenne yBefoMIeHHS O pe3ynbsTaTax 06paboTky cBeeHmiH
skcmeprHOro ordera” (P.MM.01.0PR.042)

Ne i/ O0o3HaueHne djIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenve P.MM.01.0PR.042

NOJly4eHHE yBEIOMIICHUS O
2 HammeHnoBanue omneparumn pesynbTaTax 00pabOTKH CBemeHUH
9KCIIEPTHOTO OTYETa

yHOJ’IHOMO‘leHHHﬁ opraH

3 Ucnonaurens
pedepenTHOrO TOCYMAPCTBA

BBITMOJHSETCS. TPH  TMOIYYSHHUH
YIOJHOMOYEHHBIM  OpPraHOM

pedepeHTHOTO  rocynapcTBa

YBEOMIIGHHS O pe3yibTarax
00pabOTKM CBENCHUN IKCIEPTHOTO
otueta (omepaums "llpuem wu
00paboTka CBEJEHUI IKCMEPTHOTO
oryera" (P.MM.01.0PR.041))

4 VcioBuUs BBIIOIHEHUS

(opmar u CTpyKTypa yBeIOMIICHUS
JIOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucananio GopMaToB U CTPYKTYP
3JICKTPOHHBIX JOKYMECHTOB u
CBeieHuil

HCTIOJTHUTENb nony4aeT
YBEOMIICHHE O pe3yibTarax
00paboTKH CBEACHHI DKCIIEPTHOTO
oTYyeTa B COOTBETCTBHUU C
PeriiaMmenTOoM WH(pOPMAIIOHHOTO
B3aUMOJCHCTBHSA MEXKY
YHOOJHOMOYEHHBIMH ~ OpraHaMu
roCyJapCTB-WICHOB

6 Omnwmcanue onepanuu

YHOJIHOMOYEHHBIM  OpPraHoOM
pedepeHTHOro  rocynapcraa

7 PesynbraTht MOJIy4eHO  yBEJIOMIIEHHE O
pe3ynbTaTax 00pabOTKH CBeICHUH
IKCIIEPTHOTO OTYETA

IIponexmypa "TlomydeHne 3aMeUaHmii B OTHOINICHAN JOKYMEHTOB PETHCTPALIMOHHOTO JEJIa HITH
perucrpanuorHOro gocse" (P.MM.01.PRC.015)

158. Cxema BrinosiHeHus npoueaypsl "[lomyueHue 3ameyaHuii B OTHOIIEHUH TOKYMEHTOB
pPErHCTPallMOHHOrO JAena uiu peructpanuontoro gocse”" (P.MM.01.PRC.015) npeacrasiena
Ha pUCyHKe 26.



:¥YnonnoModeHHBIT opran ¥ nOIHOMOYEHHBIH oprau
rocy/IapeTaa npu3iHaHuA pedepenTHOro rocysapersa

b

Ilpencrapnenne ceeleHHH O
FAMEUAHHAX B OTHOINEHHUH
JIOKYMEHTOB PETHCTPALHOHHOTO
JIe]1a HIIH perHCTPalHOHHOTO

gocke (P.MM.01.0PR.043)

IKCTEPTHRI oTYeT
[3amevanms npeacTasieHsbl |

[Tpuem u obGpaboTka
L‘BEJEHHﬁ O 3AMEYAHHAX B
SAKCIIC P'I'H bIﬁ oTyeT OTHOLICHHHA JOKYMCHTORB
['SEIME‘IHHHH HUJ}"I"‘.‘IIHI pCFHCTpﬂIIHﬂIIII{)FD JAcaa HITH
PErHCTPAIHOHHOTO JIOCHE
: (P.MM.06.0PR.044)
[lonyuenne yseoMIEHHA O 2 g

pesyibratax o0padoTKH cBe/leHui
0 3aMEYaHHAX B OTHOUIECHHH
JOKYMEHTOB PerHcTPallHOHHOIO
Jlena HiH PErHCTPAHOHHOTO J0Che
(P.MM.01.0PR.045)

o

Puc. 26. CxeMa BBIIIOJIHEHHSI IPOLEAYPBI

J

"ITonydenue 3aMe4aHuil B OTHOIIEHUU JOKYMEHTOB PErUCTPALMOHHOTO Jea WIH
peructpauuonHoro nocse" (P.MM.01.PRC.015)

159. IIpouenypa "Ilonydenne 3aMedaHnii B OTHOUIEHUH IOKYMEHTOB PETHUCTPALMOHHOTO
nena win peructpainrontoro aocke" (P.MM.01.PRC.015) BeImosiHsieTCs: pyU BO3HUKHOBEHUU
HEOOXOIMMOCTH MPEACTABICHUS YNOJIHOMOYEHHBIM OpPraHOM TOCYJIapCTBa NMPU3HAHMS B
YIOJIHOMOYEHHBIN OpraH pedepeHTHOr0 TOCyAapCTBA CBEACHUI O HAPaBIICHHBIX 3aIBUTEIIIO
3ampocax O MPEACTABICHUHM JONOJHHUTENBHBIX CBEIACHUW, a TaKKe Uil HalpaBJICHUS
3aMEUYaHHl B OTHOILIEHUU JOKYMEHTOB PETUCTPALMOHHOIO JAEJa WU PEruCTPallMOHHOTO
J0ChE B CiIydyasX, OMNPEACIICHHBIX MOPSAKOM, B TOM YHCIE B MPOLECCE PACCMOTPEHHUS
AKCHEPTHOTO OTYETA.

160. IlepBoit BhImosnHsAETCS onepauus "[IpencraBieHue CBEIEHUN O 3aMEYaHUAX B
OTHOILIEHUH JTOKYMEHTOB PETHCTPALIMOHHOTO AeJia WK peructpanuonHoro gocse” (P.MM.O1.
OPR.043), no pe3yapTaTaM BBINOJIHEHUSI KOTOPOM YIOJTHOMOYEHHBIM OPraHOM roCyJ1apcTBa



NpU3HaHUS (POPMUPYIOTCA U TPEICTABISAIOTCS CBEIEHUS O 3aMEYaHMSIX B OTHOUICHUU
JOKYMEHTOB PETUCTPALMOHHOTO JI€Ja WM PETUCTPAMOHHOTO JI0Ch€ B YIOJIHOMOYEHHBIN
Opras pe)epeHTHOro rocyaapcTBa.

161. Ilpu noiayyeHUr yrnoJHOMOUYEHHBIM OpraHOM peepeHTHOro rocyJapcTBa CBECHUN
0 3aMEYAaHMSIX B OTHOLIEHUH JOKYMEHTOB PETMCTPALMOHHOIO J€a WM PErUCTPalMOHHOTO
nocbe BbinonHgeTcs onepanus "Ilpuem u 06paboTka CBeICHHI 0 3aMEUaHUsSIX B OTHOILLICHUU
JOKYMEHTOB PErMCTPALlMOHHOTO JieJa Uin peructpanronHoro gocbke" (P.MM.01.OPR.044),
MO0 pe3yJibTaTaM BBIMIOJHEHUS KOTOPOM YMOJIHOMOYEHHBIM OpraHoOM pedepeHTHOTO
rocyjiapcTBa MNPUHUMAIOTCS CBEIAEHHUS O 3aMEYaHUSIX B OTHOIIEHHWH JIOKYMEHTOB
PETUCTPAIIMOHHOIO Jieja WM PErUCTPAIlMOHHOTO JI0Che, (POPMUPYETCS] U HaIpaBiseTCs B
YIOJIHOMOYEHHBIA OpraH rocyJapcTBa NpU3HAHUS YBEJOMIIEHHE O pe3yJibTarax o0pabOTKu
CBEJICHUI O 3aMEUaHUSX B OTHOLICHUM JOKYMEHTOB PETHCTPALMOHHOIO Jeja WIU
PErUCTPALIMOHHOTO J10CKE.

162. I1pu HanpaBlieHUU YBEOMIIEHUS O pe3ybTaTax 00pabOTKHU CBEICHUM O 3aMeUaHUsIX
B OTHOIIEHUU JOKYMEHTOB PErUCTPALlMOHHOTO Jiefla WM PEruCcTPallMOHHOTO J0ChE
BbINIONIHsIeTCs onepanus "[loaydeHne yBeqomMiIeHUs: O pe3yJibTarax oOpaOOTKU CBEIEHUN O
3aMEYaHUSAX B OTHOIUIEHUM JTOKYMEHTOB PETMCTPALlMOHHOIO JENa WU PErUCTPAllMOHHOTO
nocee" (P.MM.01.0PR.045).

163. PesynbraTaMu BbINIOTHEHHS npouenypsl "lloyueHne 3ameyanuii B OTHOIICHUU
JIOKYMEHTOB PETUCTPAIIMOHHOTO Jiejia Wik peructpanuonHoro gocke" (P.MM.01.PRC.015)
ABIISAIOTCA TOTYYCHHE YITOJIHOMOYEHHBIM OpraHOM peepeHTHOT0 roCyAapcTBa 3aMeUaHil B
OTHOIIEHUU PETrUCTPAIMOHHOTO JieJla WJIM PETUCTPAIMOHHOIO JO0Che W TMOJy4YeHUe
YIIOJTHOMOYEHHBIM OpraHOM TOCyJapcTBa MpPU3HAHHUS YBEAOMIIEHUS O pe3yJjbTarax
00pabOTKM CBEJEHHUM O 3aMEUYaHUSIX B OTHOIIEHHHM PETUCTPALMOHHOTO Jena WIH
PErHCTPALlMOHHOTO J10CKE.

164. [lepeuenpb omepamuii 00IIET0 MPOIECCa, BHIMOIHIAEMBIX B paMKaxX MPOIEeAyphl "
[lonydyenue 3amMeyaHuMii B OTHOIIEHUU JOKYMEHTOB PErUCTPALIMOHHOTO Jefia WU
peructpanuonHoro gocke" (P.MM.01.PRC.015), npusenen B Tabaute 79.

Tabmuua 79

Ilepegens onepanuii 06mero mpomnecca, BHIIOIHAEMEIX B paMKax mpouexypst "Ilomydenne
3aMeJaHui B OTHOIIEHHUH JOKYMEHTOB PETHCTPAIIMOHHOTO JIella MM PErHCTPAIMOHHOTO A0Che" (
P.MM.01.PRC.015)

KonoBoe o603nauenme HaunmenoBanue Onucanue
1 2 3

MpeACTaBIeHUE CBEICHUU O
3aME€YaHUIX B OTHOIIEHHUH npuBeneHo B Tabuume 80
P.MM.01.0PR.043 p

JOKYMEHTOB PETHCTPAI[HOHHOIO  HacTosAmmx [IpaBmi

Acja Uik peruCcTpaliioHHOI0 J0Che



npueM M o6paboTKa cBejaeHuii o ITpuUBeAcHO B Tabmaume 81
P.MM.01.0PR.044 3aMEYaHUsIX B  OTHOIICHHUH HacTosux IpaBui
JOKYMEHTOB PErUCTPaliOHHOIO

AcJIa U pEeTUCTPALIMOHHOIO JOChE

MOJyYeHUE YBEIAOMIICHHUS O
pe3yibpTatax 00pabOTKH CBEACHUH O

P.MM.01.0PR.045 3aMEYaHHAX B  OTHOLICHUH
JOKYMEHTOB PErHCTPAllMOHHOTO
JIeTia WK PETUCTPAILMOHHOTO JI0ChE

npuBeaeHo B Tabnmme 82
Hacrosawmux [IpaBun

Taomuma 80

Ommcanne onepanuu "IIpencraBneHre CBEACHUN O 3aMEYaHUIX B OTHOMICHWHN JOKYMEHTOB
PETrHCTPaiOHHOTO JAeja WK peructpamdonHoro nocse” (P.MM.01.0PR.043)

Ne i/ O0o3HaueHne djIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenve P.MM.01.0PR.043

NpEACTaBICHUE CBEACHUH O

3aMeYaHuIX B  OTHOIIEHUH
2 HanmMenoBanue onepauuu

JIOKYMEHTOB PETHCTPAIIMOHHOTO

AcJia Uik perucCTpalifioHHOro J0Chbe

YIOJIHOMOYEHHBIH opraH
TOCyZapcTBa MPU3HAHMS

3 Ucnonaurens

BBITIOTHSETCS TPU HaNpaBICHUH
YIOJIHOMOYEHHBIM  OpPraHOM
rocyjgapctsa NpHU3HaHUS B
YIIOJTHOMOYCHHBIH opraH

4 VCIIOBUS BBIIIOJTHEHUS pedeperTHOTO rocyaapcTBa
CBEICHUM
0 3aMEYaHUSIX B OTHOIICHHU
}IOKyMeHTOB pCFI/ICTpaLII/IOHHOFO
Jlesia Uik PEerucTPaliioOHHOTO 10Che

dbopwmar u CTPYKTypa
NPENCTaBISEMBIX CBEIICHUH IOIKHBI

5 OrpaHudeHus cooTBeTCcTBOBaTh  ONHCaHUIO
(hopMaTOB U CTPYKTYP IIEKTPOHHBIX
JTOKYMEHTOB U CBEICHUI

WCTIOJTHUTENb (POPMHUPYET CBEICHUS
0 3aMCYaHUSIX B OTHOIICHHU
JIOKYMEHTOB PETHCTPAIIMOHHOTO
Jlefa UM PErucTPaliOHHOTO J0Che
u HampaBiasieT HX B

6 Onucanue onepauuu YIOJIHOMOYEHHBIH oprax
pedepeHTHOTO TOCyImapcTBa B
COOTBETCTBUH ¢ PerimameHTOM
MH(OPMAIMOHHOTO B3aUMOIEHCTBUS
MEXIy YIIOJTHOMOYEHHBIMHU
opraHamy rocyJapcTB-4JCHOB

CBCIACHHUA O 3aMCYaHUuIX B
OTHOIICHUH JAOKYMCEHTOB



Taomuna 81

Pesynbratst

pPErHCTPAalluOHHOTO  JeNa WIH
PETHCTPALMOHHOTO A0ChE IePeaaHbl
B YINOJIHOMOYECHHBIH OpraH
pedepeHTHOr0 rocyiapcTaa

Ommcanue onepain "IIpueM u 06paboTka cBeAeHMI 0 3aMEYaHMIX B OTHOIICHAH JJOKYMEHTOB
PErHCTPaOHHOTO €A WK perucTpamdonHoro nocse” (P.MM.01.0PR.044)

Ne i/t
1
1

O06o3HaueHMe 37IeMeHTa
2

KonoBoe 0603HaueHue

HaunmenoBanue onepanun

Hcnonnurens

VCIIOBHS BBIIIOJTHEHUS

OrpanudeHus

Omnucanne
3
P.MM.01.0PR.044

mpueM u obpaboTKa CBEACHHHA O
3aMCUYaHUuAX B OTHOLICHUH
JOKYMEHTOB PETUCTPALIMOHHOTO
Jielia WM PETUCTPALMOHHOTO 0Che

YIOJIHOMOYEHHBIN opras
pedepeHTHOr0 rocyiapcTBa

BBINIOJIHAETCA IIPU HAIpaBICHUU
YIOJIHOMOYEHHBIM  OPTaHOM
rocynapcTBa MPU3HAHUS CBEJCHHN O
3aMEeYaHHSIX B OTHOIIEHHUH
JIOKyMEHTOB PErHCTPAIlMOHHOTO
Jiesia WK PerucTPalioOHHOr0 A0Che (

ornepanus "IlpencraBnenue
CBEIEHUMH O 3aMe4YaHUAX B
OTHOIICHUH TOKYMEHTOB

pErUCTPallMOHHOTO  JieNia  WJIH
peructpanuonHoro noceke”" (P.MM
.01.0PR.043))

¢dbopmar n CTPYKTypa
MIPEACTABISIEMbIX CBEICHUH IOJIKHBI

cooTBeTcTBOBaTh  OmmcaHuio
(hopMaTOB U CTPYKTYP 3IEKTPOHHBIX
JIOKYMEHTOB U cBeJieHuil. Tpedyercs
aBTOpH3AIUS, CBEJICHUSA
MPEACTABISIOTCS TOJIBKO
YIOJTHOMOYCHHBIMH ~ OpraHaMu
TOCYJapCTB-WICHOB. PeKBH3UTHI
3IICKTPOHHOTO JIOKyMEHTa (
CBEJICHUN) JIOJIKHBI
COOTBETCTBOBATh TPEOOBAHUAM,
MpeTyCMOTPEHHBIM PeriiaMeHTOM
HH(POPMAIMOHHOTO B3aUMOICHCTBUS
MEXKIYy  YHOJHOMOYEHHBIMH
OpraHamM# rocy1apCTB-4WICHOB

WCIIOJIHUTENb MPUHUMAET CBEACHHUS
0 3aMeYaHHSIX B OTHOIICHUH
JIOKyMEHTOB  PETHCTPAIIMOHHOTO
JleJIa YUTH PETUCTPAIIIOHHOTO JI0ChE
U HANpaBJIseT YBEIOMJIECHHE O



pesynbTatax 00paboTKH CBEEHHI 0

3aMeYaHuAX B  OTHOIIEHHH
6 Onucanne onepauyu JOKYMEHTOB PErucTPalMOHHOIO
JieNa Wik PErHCTPAIMOHHOTO JI0Che
B yHOHHOMOquHBIﬁ opran
rocyapcTsa  MpU3HAHMA B
COOTBETCTBUHM ¢ PermameHTOM
MH(POPMAIMOHHOTO B3aMMOJIEHCTBHS
MEXKJIYy  YNOJHOMOYEHHBIMH
OpraHaMM rocy1apCTB-4JIEHOB

YBEIOMJIEHHE O pe3yjbTarax
00pabOTKH CBEJICHUIA O 3aMEYaHUIX
B OTHOUIEHHM JOKYMEHTOB

7 PesynbraTs! PETUCTPALlMOHHOTO [Jejla WU
PETHCTPALIMOHHOTO n0Che
HallpaBJIEHO B YIOJHOMOYEHHBIN
OpraH rocyJapcTBa MIPU3HAHUSL

TaOmuna 82

Omucanue onepamun "[lorygenre yBeoMIeHHS O pe3ynbTaTax 00paboTKy CBeIeHHI O
3aMEYaHUAX B OTHOIICHHH JOKYMEHTOB PErHCTPAIlHOHHOIO Aeja HWIH PErHCTPAIMOHHOTO Joche" (
P.MM.01.0PR.045)

Ne /i O0o03HayeHne dJIeMEHTa Omnucanue
1 2 3
1 KonoBoe 0603HaueHue P.MM.01.0PR.045

MOJIy4YeHHE YBEAOMIICHHS O
pe3ynpTaTtax 00pabOTKH CBEICHUH O

2 HanmeHoBaHUe onepanun 3aMeYaHUsAX B OTHOIICHHUH
JIOKYMEHTOB  PErHCTPaIllMOHHOTO
Jie7Ia UM PerUCTPAliOHHOTO J0Che

YIOJIHOMOYEHHBIH opraH
TOCyZapcTBa MPU3HAHMS

3 Ucnonaurens

BBIIIOJIHACTCA HpI/l HaHpaBJ’IEHI/II/I
YIIOJTHOMOYECHHOMY oprany
rocyjmapcTrBa NpU3HAHUS
YBEIOMIICHHUS O pe3yibTarax
00pabOTKH CBENICHHUIA O 3aMEYAHUIX
B OTHONICHWH JOKYMCHTOB

4 VY c10BHs BBITTOTHEHHUS PETUCTPAIlMOHHOIO Jejia WU
PETUCTPAIIMOHHOTO J0Che (Omepanus
"[Ipuem u oOpaboTKa CBEICHHH O
3aMeYaHudaX B  OTHOIIEHHUH
JIOKYMEHTOB  PErHCTPAIlMOHHOTO
JieJia WM PEerHCTPanOHHOTO 10Che"
(P.MM.01.0PR.044))

¢dbopmar n CTPYKTypa
MIPEACTABISIEMBIX CBEJICHUH JIOJKHBI

5 OrpannyeHus cooTBeTcTBOBaTh  OmmcaHuio
(hopMaToB U CTPYKTYp JIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI



6 OnucaHue onepanuu

7 PesynbraTsl

ITponenypa "Ilonyderue pemenus o Ipu3HAHUYA (HENpH3HAHUK) 3KkcrepTHOro ordera” (P.MM.01.

PRC.016)

165. Cxema BbInosiHeHUA npoueaypsl "[lonydeHnue peueHrs o npu3HaHuu (HEPU3HAHUM

WCTIOJTHHUTENb OCYIIECTBIICT IIPHEM
YBEOMIICHHUS O pe3yibTarax
00pabOTKM CBENICHHUHA O 3aMEYaHUIX
B OTHOILICHUHU lIOKyMeHTOB
PErUCTPAllMOHHOIO Jejia WU
pPETUCTPAIMOHHOTO  JOChE B
COOTBETCTBUH ¢ PerimaMeHTOM
MH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI
MEXIY  YNOJIHOMOYCHHBIMHU
opraHaMmu

rOCYJapCTB-WICHOB

YIOTHOMOYCHHBIM  OPTaHOM
TOCYy/IapCTBa MPU3HAHUS ITOYICHO
YBEIOMIIGHHE O pe3yibTarax
00pabOTKH CBENICHHUI O 3aMEYAHUAX
B OTHONICHWH JOKYMEHTOB
PETUCTPAIMOHHOIO Jejia WU
PETUCTPAIIIOHHOTO JIOChE

) axcnieptHoro otuera" (P.MM.01.PRC.016) npeacranena va pucynke 27.

:VnonuoModeHHBIT opran
rocy1apeTsa pH3HaAHMA

;Y MOJTHOMOYEHHEIH opraH
pedepenTHOro rocyaapeTea

?

[Ipencrasnenue ceeneHMii
pelleHus O MpU3HaHUH
(HeNpU3HAHMM ) HKCTIEPTHOTO
otyera (P.MM.01.0PR.046)

I']EC]’IE[]'I'III.:Iﬁ OTHET
[pCIllL‘IIHL‘ O [MpH3IHANHA

IIKCMEPTHEIH OTYET
[pemenne o npu3HAHHK

(HenpuiIHaHHK)
npejacTasieHo)|

Ay
[Tpuem 1 obpaboTtka cBeeHnii
pelieHHs O NpUIHaHKH

(HENpH3HAHUH)
NOJIYUEHO]

[lonyuenue vBeaomaeHus o
pesvasTarax odbpaboTku
CBEJICHHI pelIeHus o NMpUIHaHHK
(HENPHIHAHHH } IKCIEPTHOT O
otuera (P.MM.0O1.0OPR.048)

(HENPHU3IHAHHHK ) IKCNIEPTHOTO
otyera (P.MM.01.OPR.047)




Puc. 27. CxeMa BBINOJIHEHHUS IPOLETYPbI
"ITonydenue pelieHus o MpU3HaHUK (HEMPU3HAHHUH ) SKCIIEPTHOTO OT4eTa"
(P.MM.01.PRC.016)

166. Ilpouenypa "IlonyueHue pelieHuss 0 MPU3HAHUU (HEMPU3HAHUU) DKCIEPTHOTO
otuera" (P.MM.01.PRC.016) BbImoONHSETCS AJI MPEACTABICHUS YITOJTHOMOYEHHBIM OpPTraHOM
rocyJapcTBa IpU3HaHUs B YIIOJHOMOYEHHBIN opraH peepeHTHOro rocy/1apcTBa CBEICHHI
pENIeH s O TPU3HAHUU (HEMPU3HAHUN ) IKCIIEPTHOTO OTYETA.

167. IlepBoii BeimogHsAeTCs onepanus "[IpeacraBieHne CBEASHNN PEIIEHNs O IPU3HAHUH
(menpusnanun) skcneptHoro oruera" (P.MM.01.0PR.046), no pe3ynbTaTaM BbIIIOJIHEHHUS
KOTOPOW YIOJHOMOYEHHBIM OpPTraHOM TOCyAapcTBa NpU3HAHHUS (QOPMHUPYIOTCS U
MPEJICTABISIIOTCS B YIIOJTHOMOUYEHHBINH OpraH peepeHTHOr0 TOCy1apcTBa CBEICHUS PEILICHUS
O MPU3HAHUM (HETIPU3HAHKUH ) SKCTIEPTHOTO OTYETA.

168. Ilpu nonyyeHnr yrnoJHOMOUYEHHBIM OpPraHOM pe(PEPEHTHOI0 rocyJapcTBa CBEACHUI
pelIeHHs O MPU3HAHUY (HEeMPU3HAHUH) IKCIIEPTHOTO OTYEeTa BhINoHsAeTCs onepaius "[Ipuem
1 00paboTKa CBEJICHUI pelIeHus: 0 MPU3HAHUU (HeMpU3HaHUM) dKcnepTHoro otyeta" (P.MM
.01.0PR.047), mo pe3yibTaTamM BBIIIOJHEHUS KOTOPOW YIOJHOMOYEHHBIM OPraHOM
pedepeHTHOro TOCyAapCTBA MPUHUMAIOTCS CBEJICHUS PEIICHUS O MPU3HAHUY (HEMPU3HAHUN)
HKCIIEPTHOTO O0TYeTa, (GOPMUPYETCS U HAMPABISETCS B YIIOJIHOMOUYEHHBINH OpraH rocyAapcTBa
NpPU3HAHUS YBEIOMJIEHHE O pe3yibTaTax oO0pabOTKM CBEACHUM pelIeHUs O MpU3HAHUU (
HETMPU3HAHUN) SKCIIEPTHOTO OTUETA.

169. IIpu nonydeHN ynoJHOMOYEHHBIM OPTaHOM rOCYyAapCTBa MPU3HAHUS YBEAOMIICHUS
0 pe3ysbTaTax 0OpabOTKH CBEICHHM PEIICHHS O MPU3HAHUM (HEMPU3HAHMM) IKCIEPTHOTO
oTtueta BbINoNIHseTCs omnepauus "[lodyueHue yBenomileHHs O pe3yibTaTax oOpabOTKH
CBEJICHUH pelleHUs O IpU3HaHUU (Henpu3HaHuM) skcneptHoro otuera” (P.MM.01.OPR.048).

170. PesynbraToM BhIONHEHUs Tpouenypsl "llomyuenue pemenuss o npusHaHuu (
HenpusHaHuu) dkcneptHoro otdyera" (P.MM.01.PRC.016) sBusercs mnojyuyeHue
YIOJHOMOYEHHBIM OpPraHoM pe(epeHTHOro ToCyJapcTBa peLIeHUs O TMpu3HaAHUU (
HENPU3HAHUN) IKCIIEPTHOTO OTYETA U MOJYYEHUE YIOTHOMOYEHHBIM OPTaHOM TrocyAapcTBa
MPU3HAHUS YBEJOMJIEHUSI O pe3yjibTaraXx 0OpaOOTKU CBEACHUN pPEIICHUS O MPU3HAHUU (
HEIMPU3HAHUN) SKCIIEPTHOTO OTYETA.

171. Ilepeuenp onepanuii 00IIEro MPOLECCa, BHIMOJHAEMBIX B paMKax IpoLeaypsl "
[Tonydyenue pemeHus o npu3HaHuUU (HenpuszHaHuu) skcneptHoro oruera" (P.MM.O1.PRC
.016), mpuBeneH B Tabnuiie 83.

Tabnuma 83

ITepegens onepamuii 06miero mpomnecca, BHIOIHAEMEIX B paMKax mpouexypsl "Tlomydenue
pemenns o npu3HaHuM (Hempu3HaHWH) SKcneprHOro oruera” (P.MM.01.PRC.016)

KomoBoe 0603Hauenme HanmenoBanue Omnucanne



1 2

NPEICTABICHUE CBENCHUH PEIICHUS
P.MM.01.0PR.046 0 TMpHU3HAHUK (HEIPHU3HAHUN)

OKCIICPTHOT'O OTUYCTA

mpueM u 00paboOTKa CBEICHUI
P.MM.01.0PR.047 pemeHuss O  TPU3HAHUH
HENPU3HAHUHN ) SKCIIEPTHOTO OTYETa

MOJNy4eHUEe yBEIOMIICHUS
pe3ynbraTtax 00pabOTKH CBEACHWN MpUBENEeHO B Tabiume 86
pemeHuss O  MPU3HAHUH

HENPU3HAHWIH) SKCIIEPTHOTO OTYETa

P.MM.01.0PR.048

Taomuna 84

npuBeneHo B Tabmnume 84
Hacrosmux [paBun

npuBeneHo B Tabnume 85
HacTosuwmx [IpaBun

( macrosmux [TpaBun

Ommcanue onepaiu "IIpeacTaBiieHne CBEACHUHN pelIeHUS O IPU3HAHWUY (HEPH3HAHIN)

skcmeprHOro ordera” (P.MM.01.0PR.046)

Ne i/t O0o3HaueHne dJIeMeHTa

1 2

1 Konosoe o603Hauenme

2 HanmMenoBanue onepanuu
3 Ucnonaurens

4 VY ¢a0BHUSA BEITTOJHEHHS

5 OrpannyeHus

6 Omnwucanue onepanuu

7 Pesynbrarst

Omnucanue
3
P.MM.01.0PR.046

MPECTABICHUE CBEICHUI peLICHUs
0 Tmpu3HaHUHM (HETPU3HAHWH)
9KCIIEPTHOTO OTYeTa

YIOJIHOMOYEHHBIH opraH
TOCyZapcTBa MPU3HAHMS

BBINOJTHACTCS. TIPU TPEACTaBICHUN
YHOJIHOMOYEHHBIM  OpPraHoM
rocygapcTBa IpHU3HAaHUA B
YIOJIHOMOYEHHBIH opraH
pedepeHTHOTO  rocynapcTBa
CBEICHUH pelIeHnsl O NpU3HaHHUU (
HEMpHU3HAHHUN ) SKCIIEPTHOTO OTYETa

¢dbopmar n CTPYKTypa
MIPEACTABISIEMbIX CBEICHUH IOJIKHBI

cooTBeTcTBOBaTh  OMHUCaHUIO
(hopmaToB u CTPYKTYp IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

UCTIONTHUTENb (POPMHUPYET CBEICHUS
pemenus o  npusHaHUA  (
HEMpHU3HAHUK) SKCIEPTHOTO OTYeTa
u HanpaBJIACT ux B
YIOJHOMOYEHHBIH oprax
pedepeHTHOr0 ToCcynapcTBa B
COOTBETCTBUM C PermameHTrom
MH(OPMAIIMOHHOTO B3aUMO/ICHCTBUSI
MEXIY  YNOJIHOMOYCHHBIMHU
OpraHaMu rocyJapcTB-4JICHOB

CBEJICHUS pEIICHHs O NPHU3HAHUU (
HETIPU3HAHNHK) IKCIIEPTHOTO OTYeTa
NepeaaHsl B YIOJHOMOYCHHBIH
opraH pedepeHTHOro rocyaapcTBa



Tabaunia 85

Omucanue onepaimn "IIpueM u 06paboTka cBeZieHHI pemeHUA O MpU3HAHNH (HETIPH3HAHAH)
skcmeprHOro ordera” (P.MM.01.0PR.047)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.01.0PR.047

nmpueM Hu o0paboTka CBeACHHH
2 HanmeHoBaHue onepanun pemieHHss 0  mpu3HaHHH
HETIPU3HAaHHUH ) SKCIEPTHOTO OTYeTa

ynOHHOMO‘IeHHLIﬁ opraH

3 Wcnonaurens
pedepeHTHOTO rocyIapcTaa

BEITIONTHAETCSA IIPU HAMPABICHHUH
YIIOJIHOMOYCHHBIM OopraHom
rocyiapcTBa IpU3HAHUS CBEACHUM
peumieauss o  npu3HaHWUd  (
4 Y CITOBUS BBITIOTHEHUS HETPU3HAHWH) 3KCIIEPTHOTO 0TYeTa (
omnepauus "I[IpencraBnenue
CBEJICHUH pEIIeHUs O NMpH3HAHHU (
HEeMpU3HAHUH) dKCIIEPTHOrO oTYeTa"
(P.MM.01.0PR.046))

dbopmar u CTPYKTypa
TIPEJCTAaBISIEMBIX CBEIICHHH TOJIKHEI

cooTBeTcTBOBaTh  OmmcaHuio
(hopmaToB u CTPYKTYp JIEKTPOHHBIX
JIOKyMEHTOB U cBeJieHuil. Tpedyercs
aBTOpHU3ALHS, CBEJCHUS
MPEJICTaBISIIOTCS TOJIBKO
YIOJTHOMOYCHHBIMH ~ OpraHaMu

5 OrpannyeHus rOCy1apCTB-UJI€HOB. PeKBU3UTHI
BIEKTPOHHOTO JIOKYMEHTa (
CBEJICHUN) JIOJIKHBI
COOTBETCTBOBaTh TPEeOOBAHMSM,
peaycMOTpeHHbIM PernmamenTom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIYy  YHOJHOMOYCHHBIMH
opraHaMd TOCYJIapCTB-4JICHOB W
Komuccueit

UCTIOJTHUTEb TIPHHUMAET CBEJICHUS
pemieHuss 0  Tmpu3HaHWH
HETIPU3HAHNN) KCIIEPTHOTO OTYETa
W HampaBisieT yBEJAOMICHHE O
pe3ynbTaTax 00pabOTKH CBeICHUIH
pemeHuss o  mpusHaHum  (
HEMPU3HAHKK) YKCIEPTHOTO OTYETa
B YNOJHOMOYEHHBIH Opraf
rocyaapcTBa TNPU3HAHHSA B
COOTBETCTBUH C PermamenTrom

6 Omnwmcanue onepamnuu



MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpTraHaMy rocyJapCTB-WICHOB

YIOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOTO  rocynapcTBa
MOJTyYeHBl CBEJCHHSI PELICHHS O
MpU3HAHIT (Hemmpu3HAHUN)
9KCIEPTHOTO OTYETA, YBEIOMIICHHUE
7 PesynbraTsl .
0 pe3ynbpTaTax 00pabOTKH CBEICHUIN
pemeHus o  TnOpu3HaHUU  (
HENpPHU3HaHNK) SKCIEPTHOTO OTYETa
HalpaBJICHO B YIOJHOMOYEHHBIH
OpraH rocyAapcTBa NpU3HaHUS

Tabauia 86

Omucanue onepanun "TlonydeHne yBeZOMICHHS O pe3ybTraTax 00paboTKy CBeIeHMi pemIeH s O
OpU3HAHWY (HeIpH3HAaHUK) 3xcnepTHOro ordera” (P.MM.01.0PR.048)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe 0603HaueHue P.MM.01.0PR.048

MOJIy4YEeHHE YBEAOMIJICHHS O
pe3ynbraTax 00pabOTKH CBEACHWH
2 HanmMenoBanue onepanuu

pemenus o  mnpusHaHUHA  (

HETPU3HAHUN) SKCIIEPTHOTO OTYETa

yHOHHOMO‘IeHHHﬁ opraH
rocyaapcTBa NpU3HAHUA

3 Ucnonaurens

BBINOJIHAETCSl NPH HalpaBICHUU
YIOJHOMOYEHHBIM  OpPraHOM
pedepeHTHOTO  rocyaapcTBa
YBEJIOMIICHHS
0 pe3ynbpTaTtax 00pabOTKH CBEICHUI

4 VY coBust BBIMOTHEHUS pemeHuss o  mpusHaHum  (
HETPU3HAHUH) SKCTIEPTHOTO OTYeTa (
onepanusa "llpuem u oOpaboTka
CBEJICHUI pelIeHus1 O MpU3HAHHUU (
HEMNPU3HAHUM) 3KCIIEPTHOTO OoTuyeTa"
(P.MM.01.0PR.047))

(opmar u CTpyKTypa yBEIOMIIECHUS
JIOJI>KHBI COOTBETCTBOBATH

5 Orpannyenus Onwucannio GpopMaToB M CTPYKTYP
SJIEKTPOHHBIX JOKYMEHTOB H
CBEICHUHI

UCIIOJHUTEINb noJydaeT
yBEAOMIIGHHE O pe3yJbTaTax
00pabOTKK CBEJECHUI peleHus o
MpU3HAaHUU (HEempU3HAHUHM)
9KCIEPTHOTO OTYETa B COOTBETCTBUHU

6 Omnwmcanue onepamnuu



¢ PernmamenTom uH(pOPMAaIIMOHHOTO
B3aMMOJEHCTBUS MEXIY
YTIOJIHOMOYEHHBIMH OpTraHaMH

TroCyaapCTB-4JICHOB

YIIOJTHOMOYEHHBIM  OPTaHOM
rocyJlapcTBa MPU3HAHUS MOTYyUEHO
YBEIOMJIEHHE O pe3ylbTarax

7 PesynbraTs! .
00pabOTKH CBEICHUI pEIICHHUS O

MpU3HAHIT (Hemmpu3HAHNN)
IKCIIEPTHOTO OTYETA

IX. Ilopsmok AeicTBHI B HEIITATHRIX CUTYaAAX

172. Ilpu BBIMOJHEHUHU MPOLEAYp OOLIEr0 Mpolecca BO3MOXKHBI MCKIIOUUTEIbHBIC
CUTyalluu, MPU KOTOPHIX 00pabOTKa JAHHBIX HE MOXKET OBITh IMPOU3BENCHA B OOBIYHOM
pexuMe. DTO MOMKET MPOU30MTH NPU BO3HUKHOBEHHWHM TEXHHMYECKHUX COOEB, OIIMOOK
CTPYKTYPHOTO 1 (POPMATHO-TOTUYECKOTO KOHTPOJIS U B UHBIX CITydasx.

173. B ciiyyae BO3HUKHOBEHHS OIIMOOK CTPYKTYpPHOrO M (OPMATHO-JIOTUYECKOTO
KOHTPOJISI YIIOJIHOMOYEHHBIN OpraH rocyJapcTBa-4jieHa OCYIIECTBISET IPOBEPKY COOOIIECHUS
, OTHOCUTEJIBHO KOTOPOT0 MOJYyYEHO yBEAOMIIEHHE 00 o1nOKe, Ha cOOTBETCTBUE ONHUCAHUIO
(GbopMaTOB U CTPYKTYP 3JEKTPOHHBIX JOKYMEHTOB U CBEJCHHUI U TPeOOBAHUSAM K 3aIIOJHEHUIO
AJIIEKTPOHHBIX JOKYMEHTOB U CBEJCHHI B COOTBETCTBUM ¢ PernmaMmeHToM MHPOPMALIMOHHOTO
B3aUMOJICUCTBUS MEXKIY YIIOTHOMOYEHHBIMH OpraHaMu rocyapcTB-ujieHoB U Komuccuei n
PernamentomM MHPOPMAIIMOHHOTO B3aWMOJEHCTBUS MEXIY YIOJHOMOYEHHBIMH OpraHamMu
rocyJlapCTB-WICHOB. B ciyudae BBISIBJIEHUS HECOOTBETCTBHUS CBEJCHUN TpeOOBaHUIM
YKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBIM OpraH TroCyJapCTBa-4jieHa IPUHUMAET
HE0OXOAMMbIE MEPBI JUIsl YCTPAaHEHUS BBISIBICHHON OUIMOKU B YCTAHOBJIIEHHOM MOPSJIKE.

174. B uensix pa3pelieHHUs HEWTATHBIX CUTyalluid YNOJIHOMOYEHHbBIE OPraHbI
rocyJlapCTB-4JIEHOB, OO0ECIEeUMBAIOIME BBHIMOJHEHHE TPEOOBAHUN, MPETyCMOTPEHHBIX
HacTosmmmu IpaBunamu, THGOPMHUPYIOT Ipyryue yIoJHOMOYEHHbIE opranbl 1 Komuccutro o
JUIAX, OTBETCTBEHHBIX 32 00ecleueHrne TEXHUYECKON MOIIEPKKHU MPU peau3aluy 001ero

npouecca.”.
2. PernameHT MH(GOPMAIIMOHHOTO B3aUMOICHCTBUS MEXKAY YIIOJIHOMOUYEHHBIMU OpraHaMu
roCy1apCcTB — WIEHOB EBpasuiickoro SKOHOMHMYECKOrO cow3a W EBpasuiickoit

JKOHOMHMYECKOM KOMHUCCHEW NPHU pealM3aluu CpPEeACTBAMH HHTETPUPOBAHHOMN
MHGOPMAIIUOHHONW CHCTEMbl BHEIIHEWM M B3aUMHOW TOPrOBJIM OOIIEro mpolecca
®opMHUPOBAHUE, BEACHHE W HCIOJb30BAHUE EIMHOIO pPEECTpa 3apEerHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CpeACTB EBpa3uiicKOro 3KOHOMHYECKOro cOro3a', YTBEpKICHHBIN

YKa3aHHI>IM PeHIeHI/IeM, HN3JI0KUTH B cne):[onmeﬁ peI[aKHI/II/IZ
"VTBEPXJIEH
Pemennem Komnernu

EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
oT 25 okTsa6pst 2016 . Ne 122



(B penakuuu Pemenns Komnerun
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 19 ampenst 2022 r. Ne 67)

PernamenT HHPOPMAIMOHHOTO B3aHMOEHCTBUA MEXIY YIIOTHOMOYCHHBIMHA OpraHaMH
rocyZiapcTB — WIeHOB EBpasmiicKoro 3KOHOMAYIECKOr0o C0103a ¥ EBpasmiicKoi 3KOHOMIIECKOM
KOMMCCHEH IIPH peaIn3alliy CpeICTBAMA HHTETPAPOBAHHON HH()OPMAHOHHOH CHCTEMEI
BHEIHEH W B3aMMHO# TOProBim obmero mpoiecca "®opMupoBaHwe, BEICHHE U HCIIOIE30BaHAE
©IMHOTO PEEeCTpa 3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHEIX CcpencTB EBpasuiickoro 3KOHOMHIECKOTO
coro3a"

I. O6mue monoxeHus

1. Hacrosimuii PernameHT pa3paboTaH B COOTBETCTBUM CO CIEAYIOMIMMHU aKTaMH,
BXOJISILIMMH B NpaBo EBpa3uiickoro 3KOHOMUYECKOro coro3a (nanee — Coro3):

Jorosop o EBpa3zuiickom 3KOHOMUYECKOM cor03¢e oT 29 mas 2014 rona;

CornamieHue o eIMHBIX MPUHIMIAX U MpaBUaX OOpallleHUs JEKapCTBEHHBIX CPEJICTB B
pamkax EBpa3uiickoro 3KOHOMHYECKOro coro3a ot 23 nexadps 2014 roaa;

Pemenue Briciiero EBpasuiickoro skonomuueckoro coera ot 23 nekadbps 2014 r. No
108 "O peanuzauuu CorjameHuss O €JUHBIX NPUHIUIAX W MpaBuiiax oOpaleHUs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiicKOoro 3KOHOMUYECKOTO COro3a';

Pemenue Coera EBpasuiickoil s3koHOMUYeCKON KoMuccuu oT 3 HosiOpsa 2016 1. Ne 78 "O
[IpaBmiax perucTpanv M SKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB ISl MEIULIMHCKOIO
NpUMEHEHHUS";

Pewmenne Komnernn EBpazuiickoil s5koHOMUYecKoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, PerilaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE
IIpU peanu3aluy CpelcTBaMU MHTErPUPOBAHHOW MH()POPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOLTUX MPOIECCOB";

Pemrenne Komnernu EBpasuiickoit 3xoHOMUYecKo koMuccuu oT 27 ssHBaps 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHa JaHHBIMH B HWHTETPUPOBAHHOUN
MH(OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiun';

Pemenne Komnerun EBpaszuniickoit 3xoHOMUYeckor komuccuu ot 14 anpens 2015 r. Ne 29
"O nepeyHe 00LIMX NMPOLIECCOB B paMKaxX EBpa3suilckoro 3KOHOMHUYECKOI0 COI03a U BHECEHUU
n3MeHeHus B Pemenne Komnernn EBpasuiickoll SKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132",

Pemenne Komnernm EBpaszniickoit skoHOMUYECKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMK, TAPMOHU3ALUNA U OMUCAHUS OOUIMX MPOIECCOB B
paMkax EBpa3uiicKoro SJKOHOMHUYECKOIO cOro3a';

Pemenue Konneruu EBpasuiickoit axoHOMHYecKoit komuccuu ot 28 ceHTs1ops 2015 1. No
125 "O6 yrtBepxknaenuu Ilomoxenuss o6 oOMEHE SJIEKTPOHHBIMU JOKYMEHTAMHU TIPHU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB



EBpa3unifickoro 3KOHOMHUYECKOT'0 COr03a MEXIy coOoil um ¢ EBpasuiickoii SKOHOMHUYECKOM
KoMuccuen'";

Pemenne Komnerun EBpasuiickoit skoHoMu4eckoit komuccuu ot 22 aexadps 2015 r. Ne
172 "Homenkiiatypa JieKapCcTBEHHBIX (popMm".

II. O6nacTs NpUMEHEHHS

2. Hacroamuii PernameHT pa3zpaboraH B LensXx oOecrnedyeHHus €IMHOOOpa3HOro
MPUMEHEHUS] YYaCTHUKaMH OOLIEro Mpoiiecca NopsiKa U yCIOBHI BBIIOJHEHUS TPAH3aKUUN
obOmero mnpouecca "dopMupoBaHHE, BEJEHHE M UCIIOIb30BAHUE EIUHOIO peecTpa
3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zuiicKOro 3KOHOMHYECKOro coro3a" (
nanee — OO Iporiecc).

3. Hacrosimuit PernamenT onpenensieT TpeOOBaHUS K MOPSIIKY U YCIOBUSM BBIOTHEHUS
omepauuii oOmEero mnpoluecca, HENOCPEACTBEHHO HAIPaBJIEHHBIX Ha pealu3aluio
MH(POPMAIIMOHHOTO B3aUMO/IEHCTBUS MEXly YYaCTHUKaMH OOLLEro mporecca.

4. Hacrosamuii PernaMeHT mpuUMEHSIETCSl yYaCTHUKAMK OOILIETO MpoIecca Npu KOHTPOJIE
3a MOPSIIKOM BBIMIOJIHEHUS MTPOLIEYp U ONEpaluii B paMKax OOILEro mnpoiecca, a Takke Mpu
MPOEKTUPOBAHUH, pa3paboOTKe U JOpabOTKE KOMIOHEHTOB HMH()OPMALMOHHBIX CHCTEM,
00eCneurBaOIIKX pealn3aliio 3TOro o0IIero npoiecca.

III. OcHOBHEIE TOHATHA

5. ns uener Hacrosimero PernaMeHTa MCHOJNIB3YHOTCS MOHATHS, KOTOPBIE O3HAYAIOT
CIEeYIOIICE:

"pEKBU3UT SJIEKTPOHHOTO JIOKYMEHTa (CBEJEHUM)" — eIMHUIA JAHHBIX 3JIEKTPOHHOTO
JOKYMeHTa (CBEJIEHUI), KOTOpasi B ONPEIeICHHOM KOHTEKCTE CUMTAETCS HEPa3IeIuMOi;

"cocTtosiHre MHGPOPMALMOHHOTO OO0BEKTa 00IIero mpoiecca’ — CBOWMCTBO,
XapakTepusyroiiee HHGOPMAIIMOHHBIH O0OBEKT Ha OMPEACIICHHONW CTaJUM €ro >KM3HEHHOTO
IIMKJIa, U3MEHSIIOIEECs IPU BBHITIOJIHEHUH OTepalifii o0Iero mpoiecca.

[Tonsitus "wHunumarop", "uHUIMUpYIOIIAS onepanus’, "mpuHUMaromas onepamus’, "
pecniongieHT", '"coobOmieHue oOmero mnpouecca’ u "TpaH3akius o0uiero mpoiecca"
UCIIOJB3YIOTCS B HAcTOsAIIEeM PernamenTte B 3HAaUEHUSIX, ONpeIesICHHbIX MeToIMKOM aHanusa,
ONTUMU3AIMU, TAPMOHHU3AIMU U ONMUCaHMUs OOIIMX MpollecCOB B paMkax EBpasuiickoro
SKOHOMHUYECKOTO COr03a, yTBepkKaAeHHON Pemennem Komnernn EBpazuiickoil 5JKOHOMUYECKON
komuccuu ot 9 uronst 2015 r. Ne 63.

WHble NOHATHUSA, UCTIOIB3YEMbIE B HACTOSIIEM PerinameHnTte, MpUMEHSIIOTCS B 3HAUCHUSIX,
onpenenaeHHbIX B MyHKTe 4 [IpaBun nHGOPMAIIMOHHOTO B3aUMOJACHCTBUSA MPU peaTU3alUN
CpElICTBAMH MHTETPUPOBAHHOW MH(POPMALIMOHHON CUCTEMBI BHEIITHEN U B3aMMHOUM TOPTrOBIIU
obmero mpomecca "®dopMupoBaHUe, BEICHHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa
3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPeACTB EBpa3niicKOoro sKOHOMHUYECKOTO coro3a",



yTBepKaeHHbIX PemenneM Kosuterun EBpa3zuiickol SKOHOMHYECKOM KOMHUCCHUM OT 25
okTs10pst 2016 1. Ne 122 (nanee — [IpaBuna nHPOPMALMOHHOTO B3AUMOIEHCTBUSA).

IV. OcHOBHEIE CBeZieHUA 006 HHPOpMALMOHHOM B3aMMOJEHCTBAM B paMKax oOLIero mpomecca
1. YgacTHuKHM HHPOPMAMOHHOTO B3aHMOICHCTBHA

6. [lepedenp poseit ydacTHUKOB HH(DOPMAILIMOHHOTO B3aUMOCHCTBHS B paMKax OOIIero
npolecca npuBeAeH B Tadbnuue 1.
Tabnuua 1

ITepedens ponelt yaacTHUKOB HHPOPMAITMOHHOTO B3aNMOAEHCTBAA

HaunmenoBanue ponu Onucanue ponau Y4acTHHK, BBITOJHAIOIUN POIb
1 2 3

MpEeACTaBIseT CBEIEHHUS 00

M3MCHCHUSAX M aKTyallu3alliu
obmero peectpa, 3ampanInBacT
aKTyaJIbHBIE CBEICHUS W3 OOIIero
peecTpa, IpeACTaBIseT CBEACHUS U3

YIOJIHOMOYEHHBIH opras
rocynapctBa-awieHa (P.MM.01.ACT

.001
Bnaneneu cBenennii pErucTpallMOHHOTO Jela WU ) .
YIIOJTHOMOYCHHBIH opraH
pPETruCTPallMOHHOTO JIOChe IO
sanpocy,  mpescTaBiser  u pedepenTroro rocymapcrsa (P.MM
’ .01.ACT.002)

3ampamuBaeT  CBEICHUS O
JOKYMEHTAX, MOJTSIKALTUX
pa3MeIIeHHIO B €JMHOM PeecTpe

oTBe4aeT 3a (QopMHpOBaHUE U
BejeHUe oOmero peecTpa,
NPENOCTABISET JOCTYI K CBEICHUAM

EBpaszuiickas  5KOHOMUYECKas
Koopaunatop , COZEpKAIIUMCS

komuccus (P.ACT.001)
B 00meM peecTpe, 3alpaiinBact

CBCACHUA U3 PETUCTPAMOHHOTO
Jcja Ui peruCTpaliioOHHOIO J0ChEe

2. Ctpyxrypa HHQOPMAITHOHHOTO B3aHMOICHCTBASL

7. UadopmarnmonHoe B3aMMOJCHCTBHE B paMKax OOIIero Impoliecca OCyIIeCTBIISICTCS
MEXJIYy YIOJHOMOYEHHBIMM OpraHaMu rocynapcts — uieHoB Coros3a u EBpazuiickoit
SKOHOMHYECKOW KOMHCCHEN (Jajiee COOTBETCTBEHHO — YIOJIHOMOYEHHBIM OpraH
rocyaapctBa-uieHa, Komuccus) B COOTBETCTBUHU € MPOLIETypaMH OOIIETO Mpolecca:

UH(POPMAITMOHHOE B3auMOIeHCTBUE TpU (POPMUPOBAHUU U BEACHUU OOLIETO pPeecTpa;
UH(OPMAIIMOHHOE B3aUMOJICUCTBHE MPHU MOJIYYSHUH CBEACHHM U3 OOIIETro peecTpa;
MHPOPMALIMOHHOE B3aMMOJEWCTBHE NpU mnojdydeHurn Komuccueill cBeaeHUH,
COAEPKALMXCSA B PETUCTPALIMOHHOM JI€JI€ WJIA PETUCTPALMOHHOM JIOChHE.
CrpykTypa nH(HOPMALMOHHOTO B3aUMOACHCTBUS MEXIY YIIOTHOMOYEHHBIMU OpraHaMHU
rocyapcTe-uieHoB U Komuccuel npeacrapiieHa Ha pUucyHKe 1.



Hudopuaunonunoe
E3aHMOJeHCTRHE
npi GopMEPOBAHEE H BeIeHHH

«YyacTHen «YacTren

obmero peectpa

(P.MM 01 BCV .001)

«YaacTHEN )//_—\\ wYgacTHeR

Hadopmanpouroe B3auMogeiicTEHE

Kooparmatop IIPH IOMVISHHH CBeIeHHA Branener

H3 oDOIero pescTpa CEEeIeHHH

(P.MM.01 BCV.002)

wY gacTHey «YaacTHen

HuadopMaumorsaoe B3anMoaeHCTBHE
npH nony4deHud KoMmucconedt cBetenni,
COTEPHANTHYCA B PETHCTPALIHOHHOM Jee
HIH PETHCTPAIHOHHOM JOCEHE

(PMM.O1 BCV.003)

Puc. 1. Ctpykrypa nHGOPMAIIMOHHOTO B3aUMOJICHCTBUS MEXKTY
YIOJHOMOYEHHBIMU OpraHamMu rocy1apcTB-uiieHoB U Komuccuei

8. MudopmanmonHoe B3aMMOACHCTBHE MEXAY YMOJHOMOYEHHBIMU OpraHaMu
rocynapcTB-wieHoB U Komuccueil peanusyercsa B pamkax oOmiero mnpoiecca. CTpykrypa
oO1ero npotecca onpeneneHa B [IpaBunax nHGOpPMAIMOHHOTO B3aUMOICUCTBUS.

9. UndpopManinoHHOE B3aUMOAECHCTBHUE OMPEIENISIET NOPSAJOK BBIITOJIHEHUS TPaH3aKIUN
o011ero npoiecca, Kaxaasi U3 KOTOPBIX MPECTaBIsIET cO00i 0OMEH COOOIIEHUSIMU B TEAX
CUHXPOHHU3AIMU COCTOSIHUNH HH(POPMALMOHHOTO O0BEKTa OOIIEro Mpolecca MexXIy
y4acTHHUKaMHu o0Imiero mporecca. Jusa kaxaoro WHGOPMAIMOHHOTO B3aMMOJICHCTBUS
OTIpeZieNIeHbl B3aUMOCBSI3U MEXIY ONEPALMSIMH U COOTBETCTBYIOIIMMH TaKUM OIEpalUsM
TpaH3aKIUsIMHU O0IEro Mmpoiiecca.

10. Ilpu BBIOJHEHWH TpaH3aKUUM OOLIEro MpOLEcCa WHHUIMATOP B paMKax
OCYIIECTBIIIEMON UM omnepanuu (MHUIUUPYIOUEH ONepalri) HaMpaBisieT PECOHICHTY
COOOIIeHNe-3aMpoc, B OTBET HAa KOTOPOE PECHOHACHT B paMKaxX OCYIIECTBIISIEMON HM
onepauuu (IpUHHUMAIOIIEH oOmepalnuu) MOXKET HampaBUTh WM HE HaIlpaBUTh
COOOIIEHNE-0TBET B 3aBUCMMOCTH OT I1a0JOHA TpaH3akuuu oduiero mnpouecca. CTpykTypa
JaHHBIX B COCTaBE COOOIICHMSI JODKHA COOTBETCTBOBAaTh OnucaHuio (popMaToB U CTPYKTYP



ANEKTPOHHBIX JOKYMEHTOB W CBEIEHMI, HCIOJIB3YyEMBIX ISl pealu3aluu CpelcTBaMHU
MHTETPUPOBAHHON MH(OPMALMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPrOBIM OOILETO
npouecca "®dopmupoBaHME, BEIEHHME U  HCIOJb30BAHHE E€JUHOrO peecTpa
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3mMiiCKOro 3KOHOMHUYECKOTO coro3a’,
yTBepxkaeHHOMY Pemennem Komnerum EBpasmiickoli S3KOHOMHUYECKOM KOMHCCHM OT 25
okTsi0pss 2016 r. Ne 122 (mamee — Omnmcanue (GopMaToB M CTPYKTYP DICKTPOHHBIX
JIOKYMEHTOB U CBEJICHUN).

11. Tpan3akiuu oOIIEro Mpouecca BBIIOIHSIIOTCS B COOTBETCTBUU C 3aJaHHBIMU
napamMeTpaMM TpaH3aKUUW 00IIero npouecca, Kak 3To onpeesaeHo HactoamuM Pernmamentom

V. UadopmamuoHHOe B3aUMOZIEHCTBHE B paMKaX IPyIII IPONeayp
1. MadopManmoHHOE B3aMMO/ieiicTBHe IpH GOPMHUPOBAHIH ¥ BEIEHMH 00mero peectpa

12. Cxema BBITIOJIHEHHS TpaH3aKIUMK 00IIero npoiecca npu GopMUpOBaHUU U BEJCHUU
o011iero peecTpa npejcTaBieHa Ha pucyHke 2. Jliis kaxaoi npoueaypsl o01Iero mpouecca B
Tabnuile 2 NMpUBE/ICHa CBA3b MEXIY OINEpalusiMu, TPOMEKYTOUYHBIMU U PE3yJIbTUPYIOIUMU
COCTOSIHUSIMU MH(OPMALMOHHBIX OOBEKTOB OOIIEro mpouecca W TpaH3aKUHUSIMHU OOIIEro
nporecca.



- Biaze et cBeieHH [ Koopaunarop

opt

|
| [momydens! cBeIeHIS 0 perHCTPALHH TeKApPCTBEHHOTO [Iperaparal

Ilepenada cBefeHHH O perHCTPALHH TeKapCTBeHHOIO
[IpeapaTa 1M BEIKOYeHHA B 00IIHH peecTp ‘H

(P.MM.01. TENN.001)

opt

I
|
I
|
A
|
: [EBMEHEHH CBeJleHHd O PpelHCcTpallHl TekapcTBeHHOIO npenapa"ra]
[Tepenada cBeeHHA 0 PerHCTPALIHH TeKapCTBEHHOTO
[penapara I8 H3MeHeHHS. B 00LIeM peecTpe
(P.MM.01 TRN.002)

opt

[MCK.TIo4YeHbI CBeIeHHA O PerHCTPalliH JeKapeTBeHHOTO Npenapara

|
i
|
L
|
|
|
|
|
|
I
|

ITepenaua cBeJeHHIH O PErHCTPALIHH JTeKAPCTBEHHOTO |
Tperaparta /19 HCKTIO9eHHS H3 0DIIero peectpa
[ s s Rt L

opt)

|

|

i | BHeceHBI H3MeHeHHS B TOKYMEeHT, pasMellaeMBbli B e THHOM
| peectpe]

| HarmpagsieHHe cBeIeHHIT O [OIIeAAITEM

I
|

pasMellleHHIO B eJHHOM pescIpe JOKyMeHTe
(P.AT.02.TRN.O19)

Puc. 2. Cxema BBINOTHEHUS TpaH3aKIUA 0011IeTo mporiecca
npu GOPMUPOBAHUU U BEACHUU OOIIETO peecTpa
Tabnuma 2

ITepedens TpaH3akimii 06mero mponecca opu (popMUpOBaHMH U BeICHHH 0o0mmIero peecrpa

Ne /i

IIpomexxyTOouHOE PesynpTupytoee
Omnepanus, COCTOSTHUE Omnepanus, COCTOSTHHE

Tpan3zakuus
BEITIOJTHsIEMAast “HGOPMAITHOHHO BBITIOJTHICMAs HHGOPMAIIMOHHO

MHHUILUATOPOM ro o00bBeKTa  PeCmoHIEHTOM IO O00BbeKTa
ob1ero npouecca ob1iero mpouecca
2 3 4 5 6

Brutouenue ceenenuii B oo6muit peectp (P.MM.01.PRC.001)

[IpencraBnenue
CBEIEHUN s
BKJIIOUCHHUA B
obmuit peectp (

obrmero mporecca



1.1

2.1

3.1

P.MM.01.0PR § mpueM " obmuii peectp ( mepenada
.001). obwmuii peectp ( P.MM.01.BEN cBexeHuii o

[Tonyuenue P.MM.01.BEN 25:;:;:;21 o .001): HoMep perucTpanuu
CcoO00IIeHHUS, .001): cBenenus 3aABJICHHH, 3asABIIEHUSA JIEKapCTBEHHOT'O
COAEPIKAIIETO AT BKIIOYCHHA BKmIouaeMom §  PEACTABICH. npemnapara st
cBegeHus 00  TICPCAaHbI obumit peectp (06Hmf1 peectp ( BKJIIOYCHUS B
YHUKaJTbHOM P.MM.01.OPR P-MM.01.BEN obmuit peectp (
PEruCTpaloOHHO .002) .001): ceemenmss P-MM.O1.TRN
M  HOMepe, TIOJTydYeHBI .001)
MPUCBOCHHOM
3asIBJICHUIO (
P.MM.01.OPR
.003)
W3menenne cBenenuii, conepxamuxcs B odmem peectpe (P.MM.01.PRC.002)
[Ipencrasnenue
CBEJECHUN JUIs
BHECEHHS
M3MEHEHUI nepegaua

. MpueM u .
B 00mmwmit peectp ( 5046 CBEJIEHUH O
P.MM.01.OPR  o6mmuii peectp (0 pa OTVKa perucTpanuu
.004). P.MM.01.BEN  CBCACHHI A obmuit peectp ( JIEKapCTBECHHOTO
IMonyyenue .001): cBenenus BHeCEHIA P.MM.01.BEN mpenaparta i

H3MEHEHHH B

. .001): oOHOBJIGH HW3MEHEHHUS B
obmmit peectp (

yBEIOMJICHHS O 1 HM3MCHCHHA

pe3yibTaTrax TepeIaHbl obmem peectpe (
BHECEHUS .I:).(l)\/sli\/I.OI.OPR P.MM.01.TRN
W3MCHCHUH B .002)

obmmii peectp (

P.MM.01.0PR

.006)

Hckrouenue ceeaenuit u3 oouiero peectpa (P.MM.01.PRC.003)

[IpencraBnenue
CBEIEHUN s
HCKIIIOYEHUS U3

obmero peectpa ( - " nepemaya

P.MM.01.0PR P cBeneHuit 0
. o06paboTka

.009). obmwmii peectp (CBe el o perucTpanuu

IMonyuenue P.MM.01.BEN 8 oOmmi peectp ( JIEKapCTBEHHOTO

3asBJICHUH,

P.MM.01.BEN npenaparta namus
UCKJIIOYaEMOM U3

yeemomiienuss o .001): cBenenus

pe3yipTaTax JUI HCKITIOYEHUS .001): oOOHOBNIEH HWCKITIOUCHHS W3
obmrero peectpa (

HCKITIOYCHUS nepeJaHbl P.MM 01.0PR obmiero peectpa (

CBENEHUH O SN P.MM.01.TRN
.010)

3asBIICHUN U3 .003)

o0miero peectpa (

P.MM.01.0PR

.011)

Hampasnenue cBefeHMid O TIOUIeKAIIEM Pa3MEIICHUIO B €IMHOM peecTpe nokymente (P.MM
.01.PRC.019)

Hanpasnenue
CBEJIECHUH O
MOJIEKAIIEM
pa3MeleHnIo B
€IIMHOM peecTpe



JIOKyMEHTE (

CBEICHUSA moJTy4eHue CBEJCHUS HampaBJICHUE
P.MM.01.0PR . et ! pamte
055) PETUCTPAIIMOHHO CBEJCHUW O  PErHCTPAlHOHHO CBEICHHN O
) ’ ro J0Chbe WIM MOJJIeXKalleM ro JI0Ch€ WM IOIJEKAIEM
H60J1ygeH1/Ie M ena (P.MM.01. pasmemennto B gena (P.MM.Ol. pasmemenuro B
4.1 0bpaboTKa BEN.004): equHoMm peectpe BEN.004): eJIMHOM DPEECTpe
YBEJIOMIICHUS] O
CBEJACHUS O  JOKYMCHTE (cBemeHUS O  JIOKYMCHTE (
pesyipTarax JTOKYMEHTE P.MM.01.OPR  nokymeHTe P.MM.01.TRN
06pa60TfH HaTIPaBJICHEI .056) 00paboTaHbI .019)
CBEICHUH O
MOJIekKAIEM
pa3MEIIeHUIO B
€IMHOM peecTpe
JIOKYMEHTE (
P.MM.01.0PR
.057)

2. MadpopManmoHHOE B3aUMOIEHCTBHE IIPH MTOTydeHHN CBEEHHUI 13 00mero peectpa

13. Cxema BBINOJHEHUS TpaH3aKLIMM OOIIEro mpoiiecca Npy MOJyYeHUH CBEIACHUN U3
o01ero peecrpa mpeacTaBieHa Ha pucydke 3. [t kakmoit mporemypsl 001Iero mpoiecca B
Tabnuile 3 npuBe/ieHa CBA3b MEX]Y OINepalusiMu, TPOMEXKYTOUYHBIMU U PE3YJIbTUPYIOIUMU
COCTOSIHUSIMH MH(OPMALMOHHBIX OOBEKTOB OOMIEro Mpouecca W TPaH3aKUHUSIMHU OOIIETro
npolecca.



Brnaaenen ceefeHui | | ' Koopausatop
||

]
opt I' [2anpomena urdopyanns o JaTe H BpeMeHH 0OHOBIEHHA 00mero |
peecTpal I

! IMomy4erne HEQOPMAITHHE O JaTe H EPeMeHH _JI
OOHOBJICHHA OOIIEr0 peecTpa ‘U

|

|

|

|

(PMML.01.TRN.004)

[3anpomess! cBeeHHA H3 0OIIETO peecTpa)

g

Ilomyienne cBeJeHHH H3 0DIIEro peecTpa

(P.MM.01. TRN.005) 'H
|
1
1
|
|
|

AT

opt [zanpomerE! H3MeHEHHEIE CESTEHHA H3 OOMIEro peecTpal

[TonyiesHe HIMEHEHHBIX CBejeHHil HI 0DMero peectpa
(P.AT.02. TRN.006) U

opt " [3ampomen HoMep PErHCTPALIHOHHOTO VOCTOBEPEHHA
| TEKAPCTBEHHOTO npenaparal

1
I
|

TTony4eHHe HoMepa PeTHCTPAOHECHHOTO I
VIOCTOBepeHHA TeKapCTESHHOTO TIpelapaTa '|-|

(P.AT.02.TRN.007)

|
I
|
[3anpoiners! cBeleHHA 0 3aNHCH H3 00IIero peectpal |
I
|

TTomveeHse CBEJEHHE 0 3AIIHCH H3 0DIIero peectpa
(P.AT.02TRN.O17)

|

I

opt | [zanpommensi ceeieH s 0 pasMeleHHOM B eIHHOM peecTpe
: OOKYVMeHTe ]

n@ﬂ}-“itHHE CHEJeHHHA O pAasMeleHHOM B ¢JHHOM
peccTpe JORYVMOHTS

Puc. 3. Cxema BBINOTHEHUS TpaH3aKUUKA 00ILEro mpoiecca npy NOJIy4YeHUH CBEACHUIM
u3 o01ero peectpa
Ta0muna 3



ITepeqens TpaH3aKIHii 00ImIero npomecca OpH MOJy9eHAH CBEACHHUM U3 00IIEro peecTpa

Ne i/t

1.1

2.1

3.1

PesynbpTupytomee
COCTOSIHHE
HH(POPMAITMOHHO
ro oOpexra

Tpanzaknus
o0riero mporecca

ob1ero nporiecca
5 6

[Tomyuenne mHpOpMannu o Aate U BpeMeHH oOHOBIeHHS obmero peectpa (P.MM.01.PRC

IIpomexxyTouHOE
Omnepanus, COCTOSIHHE Omepanus,
BBITIONTHSEMAas  MH(QOPMANMOHHO BBIOJTHSACMAS
HHUIIHATOPOM ro oO0BeKTa  PeCHOHICHTOM
o011ero mporecca
2 3 4
.007)
3anpoc

nHQOpMAITH O

JaTte U BPEeMEHH

0OHOBIEHHUS

oburero peectpa ( obmuit peectp (
P.MM.01.OPR P.MM.01.BEN
.020). .001):
nHpopMaus o
JaTte U BPEMEHHU

MOATOTOBKA U
MpeACTaBICHHE
nHpOpMaK O
JaTte U BPeMEHH

IIpuem u
0OHOBICHHUS

o0OpaboTka
uHGOpMaIME O OOHOBIIEHHMS
JaTe W BPEMEHH 3alpolleHa

P.MM.01.0PR

.021)
00HOBJIEHUS

obmrero peectpa (
P.MM.01.0PR
.022)

o0rrero peecrtpa (

obmuii peectp ( MOJydcHHE
P.MM.01.BEN wunbpopmanuu o
1): JlaTe ¥ BPEMEHH
nHpopManyus o OOHOBIEHHUSA
JaTe W BpeMeHH obmiero peecrpa (

[Tonmyuenne cBenenmii u3 odmero peecrpa (P.MM.01.PRC.008)

3anpoc cBeneHuit
u3  obmero

peectpa (P.MM MOJATrOTOBKA U

00HOBIEHHS P.MM.01.TRN

MoJIy4eHa .004)

obmuit peectp (

P.MM.01.BEN

.001): cBenenms nonyquuHe
CBeJCHUN U3

OTCYTCTBYIOT.

. obmiero peectpa (
obuwmnit peectp (p \rvr 01 TRN
P.MM.01.BEN 005)

.001): cBenenus
MPEICTABIICHBI

.01.0PR.023). obmuit peectp ( mpencraBieHHE

[Mpuem " P.MM.01.BEN cBexgenuii wus

obpaboTka .001): cBenmenus obmero peectpa (

CBCJICHMH W3  3aIlpOLIEHBI P.MM.01.0PR

obero peecrpa ( .024)

P.MM.01.0PR

.025)

[Monyuenue nnpopmaiyu 00 M3MEHEHHSX, BHECEHHBIX B 001uii peectp (P.MM.01.PRC.009)
3anpoc

W3MEHEHHBIX

CBEJIEHUU U3

obmero peectpa ( MMOATOTOBKA H

obmuii peectp (

P.MM.01.0PR
P MM.Ol BEN  "PeAcTaBieHnue
.026). 001): U3MEHEHHBIX
I[lpuem u ) ’ CBENCHMH U3
HW3MEHCHHBIC
obpaboTka CBeCHHS obmrero peectpa (
W3MEHEHHBIX P.MM.01.0PR
. 3aIpOIICHBI
CBEIEHUU U3 .027)
obmero peectpa (
P.MM.01.0PR
.028)

obmmit peectp (

P.MM.01.BEN

.001):

U3MEHEHHBIE MOoJIy4eHue
CBEJICHUS N3MEHEHHBIX
OTCYTCTBYIOT. CBEIEHUU U3

obmuit peectp ( obmero peecrpa (
P.MM.01.BEN P.MM.01.TRN
.001): .006)
HU3MEHEHHBIE

CBEJEHUs

MPEeCTaBIEHbI

[Momyuenne HOMepa peructparuonHoro yaocroseperns (P.MM.01.PRC.010)



3anpoc HoMmepa

PETHCTPALMOHHO
Lo MOATOTOBKA U rofyHenue
yznocroBepeHust ( obmmit peectp (H : CTABNCHHE obmuit peectp ( HOMepa
P.MM.0I.OPR pMM.01.BEN PH P.MM.01.BEN  perncrpaiuuoHHo

HOMeEpa
029). .001): HOMeED P .001): HOMep T o©
PErHCTPaLMOHHO

4.1 I[Tpuem wu pErucTpanroHHO o PErUCTPALlMOHHO  yIOCTOBEPEHUS

obpaboTka r o r o JIEKapCTBEHHOTO
yaocToBepeHus (

HOMEpa YAOCTOBEPEHUS YAOCTOBEpEHHUsI Ipemnapara (
P.MM.01.0PR

PETUCTPALMOHHO  3aIlpOIICH MIPEACTaBIEH P.MM.01.TRN
.030)

r o .007)

yaocToBepeHus (

P.MM.01.0PR

.031)

5 [MomyuyeHne cBeACHU O PETHUCTPAIMH JIEKapCTBEeHHOTO npenapara u3 Komuccnn (P.MM.OI.
PRC.017)
3anpoc cBeneHuit
0 perucTpanuu obmmii peectp (
JIEKAPCTBEHHOI'O P.MM.01.BEN
cpeacrea (P.MM . npeacrasienre .001): cBeneHus 0 monydeHue
01.0PR.049) o0uwit peectp (CBC €Huil o eTHCTpaIuu CBEJICHUH O
i‘[ . . . P.MM.01.BEN e Z[c a E e]lCTEII)BHeHBI’ 3a I[c 3

TUcCT nun 5 IIucu n

5.1 onytcrmne .001): ceenenus o p pall P .
obOpaboTka ermeTpaIT JeKapCTBEHHOTO o0mmuit peectp ( obmiero peectpa (
cBeneHME O fan OH.II;HBI cpenctea (P.MM P.MM.01.BEN P.MM.01.TRN
perucrpanuu P .01.0PR.050) .001): ceenenus o .017)
JIEKapCTBEHHOT'O perucTpanu
cpencta (P.MM OTCYTCTBYIOT
.01.0PR.051)

6 [Tonmyuenue cBeneHmit 0 pa3MeNIEHHOM B eJMHOM peectpe gokymente (P.MM.01.PRC.018)

N CBEICHHUS
3anpoc cBeneHuit
PETHCTPAMOHHO
0 pa3MeLIeHHOM
B exmHOM ro JI0Che HIH
cecthe nena (P.MM.O1.
P P CBENlEHUS BEN.004):
AOKYMCHTC ( CIHCTDALIOHHO IpeaCcTaBICHUC cBeleHHA  © MOJy4YE€HHE
P.MM.01.0PR P pall CBEJICHHH O CBEICHHH O
052) ro Aocwe I a3MELICHHOM B AoKyMerTe a3MELIEHHOM B
e mema (P.MM.OL. P IpeCTABJIEHbI; P
6.1 Ipuewm u €JIMHOM PEECTpe eJIMHOM DPEEcTpe
BEN.004): CBEIECHUSA
o0OpaboTka cBeNCHHI  © JIOKyMEHTE ( CHCTDALIOHHO MOKYMEHTE (
cBemeHuii o P.MM.01.,0PR ~ PerHerpan P.MM.01.TRN
a3MEIIEHHOM B JIOKYMEHTE 053) o Jocee HiH 018)
z o Deecrne | ATPOIICHE ’ nena (P.MM.O1.
HHOM T
A peectp BEN.004):
AOKYMEHTE ( CBEJICHHUSI O
P.MM.01.0PR A
OKYMEHTE
054) AOXY
OTCYTCTBYIOT

3. UrdopManuoHHOE B3aHMOCHCTBHE IIpH moMydeHHH KoMuccueit cBeeHmi, CoepKaMuXcs B

PErAUCTPATMOHHOM JCNIC UK PETUCTPALTNOHHOM NOCHE

14. Cxema BBITIOIHEHUSI TPaH3aKIMil 001Iero mpoiecca npu noxyyenun Komuccueit
CBEJCHUM, COJEpKAIMXCS B PETUCTPAIMOHHOM JIeJI€ WM PETUCTPALIMOHHOM JI0ChE,



npejcTaBiieHa Ha pucyHke 4. J[ns kaxmoil mpouenypsl oOmiero mpoiiecca B tabnuie 4
MpPUBEJEHA CBSI3b MEXKAY ONEpPAlHIMH, TPOMEKYTOYHBIMH U PE3yJIbTHPYIOIIUMHU
COCTOSIHUSIMU WH(OPMAIMOHHBIX OOBEKTOB OOIIETO MpOoIlecca M TPaH3AKIUSIMHU OOIIETO
nporiecca.

:Koopauuarop :Bnanenen ceenenuii

or

I[-;aupmumum CBEICHUSA (JOKYMEHTBL) H3 PErHCTPaLHOHHOTO
ACid HIIH pCIHCTPALLHOHHOTO ,'li.'ICI:-E‘]

i Honyuenne Komucceneii ceeienuii u3 perucTpalHoHHOTO
JeNa i perucTpaunontoro aocke (P.MM.OT. TRN.008) Iﬂ

Puc. 4. Cxema BBINIOJIHEHUS TPaH3aKIIUKA OOIIETO Mporiecca mpu noxydenun Komuccuei
CBEJICHUH, COJIEPIKAIINXCS B PETUCTPAITMOHHOM JIEJI€ WM PETUCTPAITMOHHOM JIOChE
Tabmuma 4

ITepedens TpaH3akimii 06mero mponecca npu noixydernn Komuccueil cBeneHuMi, ConepKamuxcs
B PETHECTPAOHHOM JIeJI€ WM PETHCTPAIIMOHHOM JIOCHE

[IpomexxyTouHOE PesynbTupyroiee
Omnepanus, COCTOSIHHE Omnepanus, COCTOSIHHE T
AH3aKIuAa
Ne /it BBIIIOJIHSIEMAs HH(POPMAIIHOHHO BBITIOJIHAEMAs UH(POPMAIMOHHO p
o01iero mporecca
MHHIUATOPOM ro o0beKTa  pPECHOHIEHTOM TO 00BbeKTa
obrmiero mporecca o0mrero mpormecca
1 2 3 4 5 6

[Tony4yeHue cBeieHUI U3 PETUCTPALMOHHOIO J€Jla WM PErHCTpaloHHOro nocke Komuccuei
(P.MM.O1.PRC.011)

3anpoc MOoJIy4eHue
Komuccuei Komuccuei
CBEIEHUU U3 CBCIICHUSA CBEIEHUN U3
PETHCTPAIMOHHO PCTUCTPALMOHHO  perucTpaIioHHO
ro JI0Che WIH
ro Jneixa WIH HOArOTOBKA H (b MMLO1 ro Jnejga WIH
ea . .01.
PETUCTPALIUOHHO CBedeHMUA pencTaRTeHEe bi PETHCTPAIIMOHHO
ro gocee (P.MM BEN.004):
peructpannoHHo B Komuccuio
.01.0PR.032). . CBCACHUA
ro JI0Che WU CBEIEHUU W3 oTCyTCTBYIOT
1.1 [puem W jepa (P.MM.OI. perncrpammonto '
CBEJEHUS
obpaborka BEN.004): ro neixa WIH a
i €rUCTPALILOHHO
Komncenel CBEJEHUS PErHCTALHOHHO © batt
i ro I0Che WU
CBEACHMHM U3 3aMpoIIEHbI ro pocee (P.MM A
PEerucTpaluoHHO 01.0PR.033) mena (P.MM.OL.

ro nacjia HWIH
perucTpaluoHHO



ro gocee (P.MM BEN.004): ro pocee (P.MM
.01.0PR.034) CBEeJCHUSI .01.TRN.008)
MPE/ICTABICHBI

VI. Omucanme cooOmerHui obmero mpomnecca

15. Ilepeuenp cooOmeHuil oOmero mpoiecca, NepeJaBaeMblX B paMKax
MH(OPMAIIMOHHOIO0 B3aMMOJEHCTBUSI NpPU peaju3aluu OOIIero mpoliecca, NMPUBEIEH B
tabnuie 5. CTpyKTypa JaHHBIX B COCTaBE COOOIIEHUS JOJKHA COOTBETCTBOBATh OTIMCAHHIO
bopMaToB U CTPYKTYp DJIEKTPOHHBIX JOKYMEHTOB M cBeaeHuil. CchUika Ha
COOTBETCTBYIOIIYIO CTPYKTYypy B Omnucanmu ¢GopMaToB U CTPYKTYpP SIEKTPOHHBIX
JOKYMEHTOB U CBEJICHUI YCTaHABIMBAETCS MO 3HAUEHUIO Tpadbl 3 TaOIHIIBI S.

Tabnuua 5

ITepegens coobmenmit o6mero mpomecca

CtpykTypa 3JIEKTPOHHOTO

KomoBoe 0003Hauenme HaumenoBanue .
JIOKyMEHTa (CBE/ICHHI)
1 2 3
CBEJIEHHS O  pEerucTpamnuu CBEIEHHUS O  pEerucTpamnuu
P.MM.01.MSG.001 JIEKapCTBEHHOTO IIperapara sl JIeKapcTBEHHOTo  mpemapara  (
BKJIIOUCHHS B 00IINii peecTp R.HC.MM.01.001)
CBEJCHUS O  perucTpanuu CBEIEGHHS O  pEerucTpanuu
P.MM.01.MSG.002 JIEKapCTBEHHOTO IIpemapaTta i JIeKapCTBEHHOTo  mpemapaTta  (
HU3MEHEHHS B 00IIIEeM peecTpe R.HC.MM.01.001)

CBEJCHUS O  perucTpanuu CBEICHHS O  pErucTpanuu
P.MM.01.MSG.003 JIEKapCTBEHHOTO TIpemapaTa s JIEKapCTBEHHOTO  mpemapaTta  (
HCKITIOUEHUS U3 OOIIEeTo peecTpa R.HC.MM.01.001)

yBEAOMJICHUC O OpUEeME U YBCAOMIICHUC o pe3yabTaTe

P.MM.01.MSG.004
01.MSG.00 00paboTke cBeneHMI obpabotku (R.006)

3anpoc HHGOPMAIMKH O [aTe |
P.MM.01.MSG.005 BpeMEHH OOHOBJIEHHSI OOIIETro
peectpa

COCTOSIHUE aKTyaJH3aliH OOIIero
pecypca (R.007)

nHpOpManys O JaTe W BPEMEHH COCTOSHHE aKTyaJlM3allH OOIIETO

P.MM.01.MSG.
01.M5G.006 00HOBIIEHUs 00LIIEro peecTpa pecypca (R.007)

COCTOSIHHE aKTyaJIM3alld €INHOTO
. peecTpa  3aperMCTPHUPOBAHHBIX
3alpoc CBeACHHH U3 o00uero
P.MM.01.MSG.007 P JMeKapCTBEHHBIX CpeacTB
eecTpa .
beectp EBpa3suiickoro 3KOHOMHYECKOTO
coro3a (R.HC.MM.01.007)

CBEIEHUs O  perucTpaunuu
P.MM.01.MSG.008 CBEZIEHHS U3 00IIIero peecTpa JMEeKapCTBEHHOTO  mpemapara  (
R.HC.MM.01.001)

YBCAOMIICHUC 00 OTCYTCTBHUU YBE€AOMIICHUEC () pe3ybTaTe

P.MM.01.MSG.009
CBEJICHUH B 00IIIeM peecTpe o0pabotku (R.006)

COCTOAHHE aKTyaInu3aluu €IUHOI'0

. peecTpa  3aperHCTPUPOBAHHBIX
3anpoc U3MEHEHHBIX CBEICHUI
P.MM.01.MSG.010 JIeKapCTBEHHBIX CpEACTB



P.MM.01.MSG.011

P.MM.01.MSG.013

P.MM.01.MSG.014

P.MM.01.MSG.015

P.MM.01.MSG.018

P.MM.01.MSG.019

P.MM.01.MSG.020

P.MM.01.MSG.025

P.MM.01.MSG.026

P.MM.01.MSG.027

P.MM.01.MSG.028

13 001Iero peecTpa

N3MCHEHHbIE CBEJICHUS
n3 o01ero peecTpa

CBCACHUA O HOMEPC 3asIBJICHUS

3ampoc CBC}ICHI/Iﬁ O HOMEpEe
PErucTpaiuOHHOTO YJOCTOBCPCHUA
JICKapCTBCHHOT'O ITperiaparTa

CBCACHUA (o} HOMCECpC
PErucTpaiuOHHOTO YAOCTOBCPCHUA
JICKapCTBCHHOT'O MIperiapara

yBeoMIIeHHEe 00 OTCYyTCTBUH
CBEJECHUN

3amnpoc CBEJEHUU u3
pPErHUCTPalluOHHOTO JAeNla WU
PETUCTPAIIIOHHOTO 10Che

CBCACHUA U3 PETUCTPAMOHHOTO
Acja Uik peruCTpaliioHHOIro J0Che

3alnpoc CBEJACHUN O 3amucu U3
o011ero peectpa

CBEICHUSA O 3alHCH U3 0OILIEeTo
peectpa

3aIpOC CBEICHUIT O pa3MEICHHOM B
eIIMHOM peecTpe IOKyMEeHTe

CBEJICHUS O Pa3MEIICHHOM B €IMHOM
peecTpe IOKyMeHTe

VII. Omicanue TpaH3aKmuii 00mero mpomecca

EBpa3zuiickoro 3KOHOMHYECKOTO
coroza (R.HC.MM.01.007)

CBEIEHHUS O  PEerucTpamuu
JeKapcTBEHHOro  mpemaparta  (
R.HC.MM.01.001)

CBEICHUS 0 HOMeEpe
PETHCTPALMOHHOTO yJOCTOBEPEHHS
Ha JIEKapCTBEHHBIN mpemapar (
R.HC.MM.01.004)

CBEJICHUS 0 HOMEpE
PErUCTPALMOHHOTO YIOCTOBEPEHHUS
Ha JIEKapCTBEHHBIM mpemnapaT (
R.HC.MM.01.004)

CBEJCHUS 0 HOMEpeE
PETHCTPALMOHHOTO yOCTOBEPEHHS
Ha JIEKapCTBEHHBI mpemapar (
R.HC.MM.01.004)

YBEAOMJICHHE O pe3yiabTaTe
o0pabotku (R.006)

CBEJIEHHs PETHCTPALIOHHOIO Jeina
WIM PETUCTPALMOHHOIO JOChE Ha
JIeKapCTBEHHBIN npemnapar (
R.HC.MM.01.003)

CBEJICHHs PETHCTPALIOHHOTO Jelna
WIN PETUCTPALMOHHOIO JOChe Ha
JIeKapCTBEHHBIN npenapar (
R.HC.MM.01.003)

CBENCHUS 0 HOMeEpe
PETHUCTPAIMOHHOTO YIOCTOBEPEHHS
Ha JIeKapCTBEHHBIN mpenapar (
R.HC.MM.01.004)

CBEIEHHUS O  PErucTpamuu
JeKapCcTBeHHOro  mpemnapata  (
R.HC.MM.01.001)

CBEJICHHSI PETHCTPAIIOHHOTO Jera
WM PErHCTPAlMOHHOTO J0Che Ha
JIeKapCTBEHHBIN npemapar (
R.HC.MM.01.003)

CBEJICHHS PETHCTPAllIOHHOTO Jera
WM PErHCTPAllMOHHOTO J0Che Ha
JIeKapCTBEHHBIN npemapar (
R.HC.MM.01.003)

1. Tpam3akmus o6mero nporecca "Ilepeziaua cBe/ieHHI O PETHCTPAIAH JIEKAPCTBEHHOTO
mpemnapara i BKnodeHus B oomuit peectp” (P.MM.01.TRN.001)



16. Tpanzakuus o6mero nporiecca "[lepegada cBeeHuii 0 perucTpalyy JEKapCTBEHHOTO
npenapata s BkiarodeHuss B oOmuit peectp" (P.MM.O1.TRN.001) BweimonHsieTcss s
nepeayl MHUITMATOPOM PECHOHACHTY CBEJACHUN O HOBOM 3asBJICHUU NJii OOHOBIICHHS
obmero peectpa. Cxema BBINOJTHEHHMS YKa3aHHOW TpaH3aKUIUM OOWIEro mpolecca

npejacTaBiieHa Ha pucyHke 5. [lapameTpsl TpaH3akiuu oOIIero mnpoiecca MPUBEACHBI B

tabmurze 6.

Munmarop

Pecnonacut

?

NPCITapaTa 008 BRITH'S

CReICHWA O PETHCTP

Omnidka
KOHTPO4

Hanpasaeuue cpenenuii 1
BEIKOYEHHA B [Tﬁ]lll{ii peectTp

(PMMOLMSG.O01)

IHH JEKAPCTBEHHOTO
HUA B oOWRil peectp

VBe0MICHHE O DpHeMe
W obpaboTEe CReIeHH
(P MO MSG.004)

[m]

CreaeHns 0 Homepe
sagpnenns (PMMOLMSGO013)

!

00wl peectp
EIIIL).'\ILTI' TAHBICHHA
[peaCcTABIeH]

DLHiE peecTp
[cBeennn nonyuens]

é Yenex

é Yenex

[Mpaes w obpadoTka
Ii."lil..‘..'[ﬂi'll[ﬁ JUTH BETHIOYMCHWH
B oDwWHil peectp

Puc. 5. Cxema BbInonHeHUs TpaH3akuuu oo1ero npoiecca "[lepegada ceenenuii

O pErucTpaIry JEKapCTBEHHOTO Ipenapara ik BKIIOUSHUS
B o0muit peectp" (P.MM.01.TRN.001)

Tabauna 6

Omucanue TpaH3akmun obmero npomecca "Ilepeada cBeAeHHH O PErACTPAIAH JICKAPCTBEHHOI'O
mpemnapara Juis BKodeHus B oomuii peectp” (P.MM.01.TRN.001)

Ne /i
1
1

O0s3aTENBHBII DJIEMEHT
2

KomoBoe 0003Hauenme

HanMeHoBaHue TpaH3aKIMH OOIIETO
npoiiecca

[IlabmoH TpaH3akUuK OOLIETO
mporiecca

WNuunuupyromas poib
WNHunuupyromas onepanus

Pearupyromas posb

Omnucanne
3
P.MM.01.TRN.001

nepesiauya CBEACHUI O perucTpanuu
JIEKapCTBEHHOT'O IIperapara s
BKJIFOUCHHS B OOIIMIT peecTp

3arpoc/oTBeT

WHUIHATOP

HaIpaBJICHUE CBEJECHUU  JId

BKITIOUYCHUS B 001U peecTp

PECIOHACHT



7 TpuHUMaOLAst OTepaLHs npueM u 00paboTKa CBEAEHUH Ui
BKJTFOYCHHS

B 00mMii peectp

obmuit peectp (P.MM.01.BEN.001):
Pe3ynbTaT BHIMOJHEHHUS TPAH3AKIIMKM HOMEp 3asBJICHUs PEACTABICH

8

o0ero mporuecca o6mmii peectp (P.MM.01.BEN.001):

CBCACHUS IMOJTYUCHBI

9 [MapameTpsl TpaH3aKIHH OOIIETO

mporecca:

BpeMs JUIS  TOJATBEPKIACHUS

MOy YCHHS

BpeMsI TTOATBEPKACHUS IPUHATHS B

P ATBEPAA P 1 MmuH

00paboTKy

BpEeMsI O3KUIAHUS OTBETA 5 MuH

MIPU3HAK aBTOPU3AIHH za

KOJIMYECTBO MMOBTOPOB 2
10 CooOmieHnsT TpaH3aKIUU OOIIEro

mponecca:

CBEIEHHUS O  pEerucTpamnuu
JIEKapCTBEHHOT'O IIperapara s
BKITFOUCHHS B o0muit peectp (P.MM
.01.MSG.001)

HHUIMHpYIOIIee COOOIIeHNE

CBEJICHHA O HOMepe 3asBlieHUs (
P.MM.01.MSG.013)

OTBETHOE COOOLIEHHE yBEAOMIJIEHHE O IIpUeMe |
obOpabotke cBenenuit (P.MM.OI.
MSG.004)

[TapameTpbl cOOOIIEHUI TpaH3aKIINH

11
ob1ero mpouecca:

Het — a1 P.MM.01.MSG.001 (3a
HUCKIIFOYCHHEM CIIydaeB, Koria
NpUMEHEHUE OLIT npu
OCYIIIECTBICHUH HH()OPMAIIIOHHOTO
npuzHak DT B3aMMOJICCTBUS B paMKax OOIIEro
nporecca MpEeIyCMOTPEHO
COOTBETCTBYIOIIUM  PEIICHHEM
Komrernn Komuccnn)
HeT — 11 P.MM.01.MSG.013
nepeaaya dJIEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoit DITT a

2. Tpam3zakmus ob6mero mporiecca "Ilepeziaga cBe/ieHHI O PETHCTPAIAH JIEKAPCTBEHHOTO
mpemnapara i u3MeHeHusa B oomeM peecrpe” (P.MM.01.TRN.002)

17. Tpanzakuust obuiero npoiecca "l[lepenaya cBeIeHU O PErUCTPAIIMU JIEKAPCTBEHHOTO
npenapata ais udMenenuss B obmem peectpe" (P.MM.01.TRN.002) BeimonHsieTcs s
nepejauyd  HMHUIMATOPOM PECHOHJICHTY HW3MEHEHHBIX CBEICHUM O perucrpanuu
JIEKapCTBEHHOTO TMpermapara il OOHOBIeHHs o0mero peectpa. Cxema BBITTOTHEHUS



yKa3aHHOW TpaH3aKIMu OO0IIero mpollecca MIpejacTaBlieHa Ha pucyHke 6. I[lapameTpsi
TpaH3aKIMK OOIIEro Mmpolecca NpuBeAeHbI B Taduie 7.

:Hununarop :Pecnonaent
Creaenns O pericTPdimny JeKapeTREHHOTD
t Npemaparta T8 H3MCHEHTA B oGmeM peecTpe
Oumdka ( (P.MM.01|MSG.002)
KONTPOAA | Hanparaenue ceelenuil 114 [Tprem 1 obpaboTka
@‘% BHECEHHA HIMEHEHHI YBEAOMICHHE O NIPHEME CBEIEHHH 118 BHECEHHS
B obuni peectp 1 00padoTre cReneH il H3MEHCHMI B 0DWmil peectp
\ (P.MMLOT.MSGO04)

[

:o0Hil peectp
[oBnornen]

% Yenex

Puc. 6. Cxema BbINoIHEHUS TpaH3akUuu oo1ero npoiecca "[lepegada ceenenuii
O pErucTpalry JEKapCTBEHHOT O Ipenapara 11 U3MEHEHUs
B o6m1em peectpe"” (P.MM.01.TRN.002)

Tabnuua 7

Omucanue TpaH3akmun obmero npomecca "Ilepeada cBeAeHHH O PErACTPAIAH JICKAPCTBEHHOI'O
mpemnapara Juis u3MeHeHus B o6meM peectpe” (P.MM.01.TRN.002)

Ne /i O0s3aTENLHBII DIIEMEHT Omnucanne
1 2 3
1 KomoBoe 0003Hauenme P.MM.01.TRN.002

nepeaya CBEJCHUA O PErUCTPaIud
HaumeHoBaHue TpaH3aKIKUK OOIIETO
2 JIEKapCTBEHHOTO TIpermapaTta s

nporecca
M3MEHEHHS B 00I1IeM peecTpe
[IlabmoH TpaH3akUuK OOLIETO
3 3a1poc/0TBeT
nporecca
4 WNuunuupyromas poib WHULUATOP
HaIpaBJICHUE CBEJECHUU  IId
5 Wannuupyromas onepamyst BHECEHHSI U3MECHEHHUH
B 00IIHi peecTp
6 Pearupyromas posb PECIIOHJEHT
npueM u 00paboTka CBeACHUI IUIs
7 [MpuHMMatomas omnepanus BHECEHUS M3MEHEHHWH B oOmMid
peecTp
g Pesynbrat BemmonHeHUs Tpanzakmuu ooummii peectp (P.MM.01.BEN.001):
o011ero mporecca OOHOBIICH
9 [TapameTpsl TpaH3akuuu O00IIETO

mnmponecca:



BpeMia s NOATBCPIKACHUA —

TOJTY ICHUSI
BpEMs MOATBCPKACHUA TTPUHATHUA B 20 MHH
00paboTKy

BpeMsi OXKHIAHHUS OTBETA 44
MPU3HAK aBTOPU3AIUH na
KOJIMYECTBO IOBTOPOB 3

10 CooOmieHnst TpaH3aKIUU OOIIEro
mporecca:

CBEICHHUS O  pPErUcTpaluu
JIEKapCTBEHHOTO Ipenapara s
n3MeHeHns B obmem peectpe (
P.MM.01.MSG.002)

MHHULMHPYIOIIee COo0IIeHEe

YBEJIOMJICHHE O IpHEME U
OTBETHOE cOO0IIEHNE obpabotke cBemenuit (P.MM.O1.
MSG.004)
[TapameTpsl cOOOIEHNI TpaH3aKIINH

11
o01ero mpouecca:

Her — a1 P.MM.01.MSG.002 (3a
UCKIIIOYEHHEM CIIydaeB, KOTaa
NpUMEHEHUE OUII npu
OCyIIeCcTBICHHN UH()OPMAaMOHHOTO
npusHak OIIT B3aNMOZEHCTBHS B paMKax OOIIETo
npouecca IpeayCMOTPEHO
COOTBETCTBYIOIIMM  PEIICHHEM
Komrernn Komuccnn)
HeT — g P.MM.01.MSG.004

nepenaya 3JEeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHo DIITT

3. Tpan3akmusa ob6mero mponecca "Ilepegada cBeieHU O pErHCTPAAH JIEKAPCTBEHHOT'O
mpemnapara st HCKIIo4eHua u3 obmero peectpa” (P.MM.01.TRN.003)

18. Tpanzakuust obuiero nponecca "l[lepenaya cBeleHU O pErUCTpaIu JIEKapCTBEHHOTO
npenaparta st uckiodeHus uz oomero peectpa” (P.MM.01.TRN.003) BoinonHsieTcs A
nepegayl MHUIUATOPOM PECIOHJEHTY MNOAJIEKAIIUX HCKIIOUYEHHUI0 U3 OOLIero peecrtpa
CBEJICHUN O PErucTpalliy JICKapCTBEHHOTO Tpemnapara Jijisi OOHOBIEHHUS OOIIEero peecrpa.
CxeMa BBITIOJIHEHUS YKA3aHHOW TPaH3aKIUHU OOILEro mpouecca MpeACcTaBieHa Ha pUCYHKe 7.
[TapameTpbl TpaH3aKIMK OOIIETO MPOIEcca MPUBEICHBI B Ta0IuIe 8.



:Hununatop

:Pecnonnent

[pues w obpadborka

CreleHns O|perHeTpaiii
_ NEKAPCTREHHOTD NPEnapaTa Ui
i =
Oumnbdxa MCEIHEHHA 03 00ers
KOHTPOIA | HanpasieHne ceeacnnii f1is peectpa (P.MM.0O1.MSG 003)

[OF

peectpa

HCETIOHMeHHA W3 obmero

yl‘t'..','lt!."ﬂ.’[l..‘lil{l_' O IpPHeEMe
u oGpadoTie creleHui

!

(P.MM.OMSG.O04)

oDl peectp
[oorOBACH]

g‘&'cl:cx

CREJIEHHH 1A HCKTIOYeHHA
H3 uﬁ[]l;-.:['u pl..‘l..'i."l'[‘H.l

Puc. 7. Cxema BoIoTHEHUS TpaH3akuu oo1ero mporecca "[lepenada cBenenuii

O PETHCTpaIliU JICKaPCTBEHHOTO TIpernapara Juisi HCKITFOUCHUS
u3 oburero peecrpa" (P.MM.01.TRN.003)

Ommcanne Tpar3akmun ob6mero nmpomnecca "Ilepenada cBeieHHI O pErHCTPAIH JIEKAPCTBEHHOTO

Tabmuna 8

mpemnapara Ui HCKmodeHud u3 obmero peectpa” (P.MM.01.TRN.003)

Ne i/

1
1

O0s3aTeNbHBINA IIEMEHT
2

KomoBoe o0o3HaueHMe

HaumMeHoBaHue TpaH3aKIUK OOIIETO
mpolecca

[[Tabmon TpaH3akuu o00OmIETO
nporecca

WNHunuupyromas poib
Muunuupyromas onepanus
Pearupytoias posib
IIpunumaromas onepamus

PeSyHLTaT BBITIOJTHEHHUA TPAaH3aKIIUN
o6mer0 mpouecca

[TapameTpsl TpaH3aknuu 0OIIETO
mporecca:
BpeMs A
MIOJTyYeHHUS

MNOATBEPIKACHUA

BpeMsi [TOATBEPXKICHHS IPHHSTHUS B
00paboTKy

BpEMA OKHMJaHHA OTBETA

Omnucanue
3
P.MM.01.TRN.003

nepeava CBEJACHUI O pPEerucTpamuu
JIEKapCTBEHHOr'0 Mpernapara s
MCKITIOYEHHsSI U3 00LIero peecTpa

3anpoc/0TBET

WHUITAATOP

HanpaBJICHUC CBG[[GHI/Iﬁ JJ1A

UCKITIOYEHHSI U3 001Iero peectpa
PECTIOHICHT

mpueM U 00paboTKa CBEICHUHA IS
HCKITIOYEHHSI U3 001Iero peectpa

obmuit peectp (P.MM.01.BEN.001):
OOHOBIICH

20 MuH




MIPU3HAK aBTOPHU3ALIH Ja
KOJIMYECTBO ITOBTOPOB 3

10 Coo0IieHnsT TpaH3aKIUU OOIIEro
nporecca:

CBEIEHHUSI O  PETUCTpPAlUHU
JICKapCTBEHHOI'0 IMpernapara i

HHUIMAPYIOIIEE COOOIIECHNE
HCKIIIOYCHHS M3 o0miero peecrpa (

P.MM.01.MSG.003)

YBEIOMJIEHHE O TMpUEME |
OTBETHOE COOOIIIEHNE obpabotke cBegenun (P.MM.OI.
MSG.004)
[TapameTpsl cooOmIeHHH TpaH3aKIUH

11
o01miero mporecca:

Her — a1 P.MM.01.MSG.003 (3a
UCKJIIOYCHHEM Clly4aeB, Koraa
NPUMEHEHUE OUII npu
OCYIIECTBICHNN HH()OPMATMOHHOTO
mpu3aak D111 B3aNMOZEHCTBHS B paMKax OOIIETO
mpoiecca MPegyCMOTPEHO
COOTBETCTBYIOIIMM  peLICHHEM
Komnerun Komuccun)
Het — g P.MM.01.MSG.004

nepeavya EKTPOHHOTO JOKYMEHTa
¢ HekoppekTHor DLIIT

4, Tpansakmus o6mero nponecca "Tlomyuerne HEGOpMaIUK O JaTe U BPEMEHH OOHOBIICHHS
o6mero peectpa" (P.MM.01.TRN.004)

19. Tpanzakius ob6miero nporecca "[lonydenue unpopmanuu o JaTe U BPEMEHU
oOHoBnienuss odmero peectpa" (P.MM.01.TRN.004) BoimonHsieTcs Ajd OpeacTaBiIeHUs
PECIIOHJIEHTOM IO 3alpocy WHUIMATOpa MH(GOpPMAIMU O JaTe U BPEMEHH OOHOBIEHUSA
obmero peectpa. Cxema BBINOJTHEHHMS YKa3aHHOW TpaH3aKUIUM OOWIEro mpolecca
npeacTaBiieHa Ha pucyHke 9. [lapameTpsl TpaH3akiuu oOIIEro mnpoiecca MPUBEACHBI B
tabmurie 10.



Munnnarop Pecnonaent

3anpoc HHGOPMAIL}H O 1aTe 0 BPEMEHH
$ OOHOBACHHA O I-3|:| HETD poecTpa
Owmmdka T s (P.MM.O1[MSG.005) i
XOHTPOI ANpOC ¥ IOV UCHHE [peacTasnenme
]ll![l'l'l'l PMAalHe o nare Hill:llﬂpﬂ.ll“l]"! 0 0aTe |
O H BPEMEHH 0OHOBICHHSA Hudopmaus o pare u BpeMeHi 0GHORIEHNA
oblmero peectpa < BPEMeHH COHOBIEHHA obluero peectpa
\ oGLIero| peectpa
$ (P.MMONMSG.006)

00mMA peectp
[mndopranms o garte o
BpEMEHH OBHORISHHA
oy aeHa |

%\J e
yonex '

Puc. 9. Cxema BBINIOJHEHHS TPaH3aKIIUK OOIIETo Iporecca
"TTonydenne nadopMalum O JaTe ¥ BpeMEeHH 0OHOBJIEHUsI 0011ero peecrpa'
(P.MM.01.TRN.004)

Taomuna 10

Ommcanne Tpar3akmun ob6mero nmpomnecca "Ilonmydenue nadopManuu 0 JaTe H BpEMEHH
o6HOBIIeHnA o6mero peectpa” (P.MM.01.TRN.004)

Ne i/t O0s13aTeNbHBIA DIIEMEHT Omnucanue
1 2 3
1 Konosoe o603Hauenue P.MM.01.TRN.004

MOJy4YeHne UHPOPMAINK O Jare H
HaumMeHoBaHue TpaH3aKIUK OOIIETO

2 BpEMEHH OOHOBJIEHHUS O00IIero
mporecca
peectpa
[[Tabmon TpaH3akuu o00OmIETO
3 BOIPOC/OTBET
nporecca
4 WHnnuupyromas poib HMHULIAATOP

3ampoc U Nojy4eHre HHPOpMaIHu o
5 VHunmupyromas onepanus JaTe W BpEMEHH OOHOBJICHHS
o0miero peectpa

6 Pearupytomias posb PECTIOHIEHT
npejcTaBlieHne HHPOPMAIIUU O JaTe

7 [IpuHNMaromas oneparus U BpPEeMCHH OOHOBJIEHHS OOIIEro
peectpa

o6mmit peectp (P.MM.01.BEN.001):
uHpOpMAIM O JaTe U BPEMCHH
0OHOBIICHHA MTOTTyYCHA

Pe3ym>TaT BBITNIOJTHEHHUA TPAaH3aKIIUN
o01iero mporiecca

[TapameTphl TpaH3aKIMHM OOIIETrO
mpolecca:

BpeMs IS TOATBEPKACHUS
MOy YSHHS



BpEMs MOATBCPIKACHUA TPUHATHUA B

00paboTKy
BpeMsi O’)KUJaHUs OTBETA 44
MIPU3HAK aBTOPHU3ALUH na
KOJIMYECTBO ITOBTOPOB 3
10 Coo0ImieHnsT TpaH3aKIUU OOIIEro
porecca:
3ampoc WHGMOpPMAUKU O JgaTte u
MHHULUHPYIOLIee COOOIIeHHEe BpeMeHH OOHOBIIeHUSI 0O0uIero
peectpa (P.MM.01.MSG.005)
uHpOpMAIM O JIaTe U BPEMEHH
OTBETHOE COO0IIEHNE obHOBIIeHHsT oOmero peectpa (
P.MM.01.MSG.006)
1 [TapameTpsr cooOmeHHH TpaH3aKIUH

oO1ero mpouecca:
mpuszHak D111 HET

nepegaya 3JIEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHou DILIIT

6. Tpanmzakmus obmero mponecca "Ilomydenue cBegeHMHA
m3 obmero peectpa” (P.MM.01.TRN.005)

20. Tpanzakmus ob6miero nporecca "l[lomydenne cBenennii u3 oobmero peecrpa” (P.MM
.01.TRN.005) BbInONHAETCS IJIsi MPEICTABICHUS PECIOHJEHTOM IO 3alpocy MHHUIIMATOpa
cBeleHUN u3 obmiero peectpa. Cxema BBIMOJTHEHUS YKa3aHHOW TpaH3aKIUU OOIIETO
npoiiecca mpeacTaBieHa Ha pucyHke 10. IlapameTpsl TpaH3akuuu 0OIIETO Mpoliecca
npuBeAeHbI B Tabaume 11.

Munuunarop Pecnonaent
$ Janpoc crelennii nz obmero peectpa
OmubKs (P.MM.OIL.MSG.007)
KOHTPOJIA 3 . TVHeHHE : =
P j::[-[pt\;?g::{[:::](:';:’]T:&; CeeneHus 3 qoero PECCTP llpc:lc']'ug_';c"”c CBETeHMI
AT " tere (P.MM.OTMSG.008) u3 oblnero peectpa
peecTpn Veegomaenne o0 0TCYTCTRHH
CBEJICHHI B ODIEM peecTpe
Ll: (P.MM.O1|MSG.009)
:00umii peectp

[cBeaeHnd npeicTasiens |

:00mmii peectp (%) N i
[ceeneHns OTCYTCTEYIOT]

é Yenex 1

Puc. 10. CxeMa BBINOTHEHUSI TPaH3aKIIMU 00IIETo Mpoliecca




"ITonydenue cBeneHuit u3 odiero peecrpa”

(P.MM.01.TRN.005)
Tabmuma 11

Omucanue Tpar3akoun obmero npomecca "Ilomydenue cBeneHuit u3 obmero peecrpa” (P.MM.01.

TRN.005)

Ne /i
1
1

10

11

OO0s3aTeNnbHbIIA PJIEMEHT
2
KonxoBoe 0003Hauenme

HaumenoBanue TpaH3aKIHUU 06III€F0
mpounecca

[[laGmon TpaH3akIUU OOIIETO
nporiecca

Wannumpytommas poib
Wannuupytomas onepamus
Pearunpytomas poib

[Ipunnmaromast onepauus

Pe3ynbTaT BBIMOTHEHUS TPAH3AKIIUU
o01ero nporecca

[TapameTpsl TpaH3akuuu O0OIIETO
mporecca:

BpeMs IS
TIOJTYYECHUS

MOATBECPKACHUA

BpEMsI TTOATBEPIKICHUS IPUHATHS B
00paboTKy

BpEM OKMJaHHA OTBETaA

MPU3HAK aBTOPHU3AIUH

KOJIMYECTBO MOBTOPOB

CooOmieHusT TpaH3aKIUU OOIIEro

mnmponecca:

WHUOUHPYIOIIECC COO6H_[€HI/I€

OTBETHOE COOOIIEHNE

[TapameTpsr cooOmeHni TpaH3aKIUH
o01ero mpomuecca:

mpu3zHak D111

Onucanue

3

P.MM.01.TRN.005

MOJIyYeHHE CBEJCHUI M3 00mIero
peectpa

3arpoc/oTBET

WUHHIUATOP
3arpoc U MOJyYeHHEe CBEJCHUH U3
ob1ero peecrpa

PECIIOHACHT

IIPEJICTABJIICHUE CBEICHUHU U3

ob1ero peecrpa

obmmit peectp (P.MM.01.BEN.001):
CBEICHHS OTCYTCTBYIOT

obmmit peectp (P.MM.01.BEN.001):
CBEJCHHS IIPEACTABICHBI

20 MuH

4q

Ja

3aMpoc CBEICHUH H3 00IIero
peectpa (P.MM.01.MSG.007)

yBeIOMIIEHHE 00 OTCYTCTBHH
cBezeHnit B obmiem peectpe (P.MM
.01.MSG.009)

cBemeHHs W3 oOmero peectpa (
P.MM.01.MSG.008)

HCT



nepegaya IEKTPOHHOIO JOKyMEHTa —
¢ HekoppekTHoi DILITT

7. Tpan3akmus ob6mero nporecca "Iloryuyenre H3MEHEeHHBIX CBeACHHUH 13 00mero peecrpa” (
P.MM.01.TRN.006)

21. Tpanzakius obmiero npomecca "[lomyueHne U3MEHEHHBIX CBEICHUN U3 OOIIETO
peectpa" (P.MM.01.TRN.006) BbInIOTHSAETCS AJIs MPECTABICHUS PECITOHASCHTOM IO 3alpOCy
MHUIIMATOpa U3MEHEHHBIX CBEJECHUM M3 obmiero peecrpa. Cxema BBINOJHEHUS! YKa3aHHOU
TpaH3aKIMK OOIIEero mpolecca npejcTaBieHa Ha pucynke 11. Ilapamerpsl TpaH3akiuu
oO11ero mpoliecca NpuBeeHbI B Tadbuie 12.

Hunnuarop :Pecnonnent
t 3anpoc NIMEHEHHBIX CREfienHil H3 obuero peectpa
- P MMLO SG.O10D
Omnbxa (P.MM.O1{MSG.010)
: ’ Aamenentnle cresenms
KOHTPOIIA Janpoc 1 nomTyYeHHe Hamenennble caene [peactasnenne

u3 oluerp peecrpa
(P.MM.OTIMSG.011)
YeegomieHne jod 0Tey ICTBHY
cBeAeHMI B 0pueM peectpe
i (P.MMOTMSG.O09)

W3IMEHEHHBIX CREJICHHI
n3 00mero peccTpa

HIMEHEHHBIX CREe/IeHHH
13 o0IIero peecTpa

00wl peectp
[H3veHeHHER
CBEJICHHA NPe/ICTABICHE |

100K peectp éy
[H3MeHeHHBIE SR

CBe/IeHis OTCY TCTRYIOT]

%&"cncx

Puc. 11. CxeMa BBIITOTHEHHS TpaH3aKIIUU OOIIEro mporecca
"ITonydenne n3aMeHeHHBIX cBefieHui 13 odmero peectpa’ (P.MM.01.TRN.006)
Tabnuma 12

Ommcanue Tpan3akmun o6mero nponecca "Ilomyderne H3MEHeHHBIX CBeACHHUH W3 00IIEro
peectpa" (P.MM.01.TRN.006)

Ne i/t O0s13aTENBHBINA DJIEMEHT Onucanue

1 2 3

1 KonxoBoe 0003Hauenme P.MM.01.TRN.006

2 HaI/IMeHOBaHI/Ie TpaHSaKHHI/I O6LH€FO nonyquMe NU3MCHCHHBIX CBeIleHI/Iﬁ
mporiecca u3 o0IIero peecrpa
[[MabmoH TpaH3aKIUU OOIIETO

3 3a1poc/oTBeT

npotiecca

4 Wnunuupytomias ponib MHULIAATOD



3arpoc U MOJYy4YCHUC U3MCHCHHBIX

5 HNHunuupyromas onepanus .

CBEIICHUH

n3 o0ImIero peectpa
6 Pearupytommas poib PECTIOHIEHT

Mpe/iCTaBlIeHHe  M3MEHEHHBIX
7 [Ipunumaromast onepanus

CBEJICHHH M3 00IIEeTo peecTpa

obmuit peectp (P.MM.01.BEN.001):

N3MCHCHHBIE CBCACHUA OTCYTCTBYIOT
P63yJ'IBTaT BBITIOJTHCHUSI TPAH3aKIINN

8 obmuit peectp (P.MM.01.BEN.001):
o0rmiero mporecca
U3MEHECHHBIC CBEJICHUS
MIPEe/ICTaBIICHBI
9 [TapameTpsl TpaH3aKIUH O0OIIETO
porecca:
BpeMsl JUIS  TOJITBEPKJICHHUS
IOy 4EHHS
BpEMs IIOATBEPKACHUA IIPUHATHUA B
P ATBEPIA P 20 MuH
00paboTKy
BpEMs OKUAAaHHS OTBETA 449
MPU3HAK aBTOPHU3AIHH na
KOJINYECTBO MTOBTOPOB 3
10 CooOmieHnst TpaH3aKIUU O0IIEro
nporecca:
3alpoc M3MEHEHHBIX CBEIEHHH H3
WHUIAHPYIOIIee COOOIIeHNE obmero peectpa (P.MM.01.MSG
.010)
yBeJOMIIeHHE 00 OTCYTCTBUH
cBesieHni B obmem peecrpe (P.MM
OTBETHOE COOOIICHUE .01.MSG.009)

M3MEHEHHBIE CBEICHUSI M3 OO0IIero
peectpa (P.MM.01.MSG.011)

[TapameTpsl cOOOIIEHHMI TpaH3aKINH

11
ob1ero mpouecca:

npu3aak D111 HET

nepenaya 3JIeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoit DITT

8. Tpansakmusa o6mero mponecca "Iloxy4ueHre HoMepa perHCTPAIHOHHOTO YI0CTOBEPEHUS
nexapcTBeHHOro npenapara” (P.MM.01.TRN.007)

22. Tpanzakuus oOmero npouecca "llosyuyeHune HomMepa pPErucTparmOHHOIO
ynoctoBepeHusa JekapcrBeHHoro mpemnapara" (P.MM.01.TRN.007) BeimonHsieTcss aist
MPEJCTABICHUSI PECHOHACHTOM IO 3alpocy HHHUIMATOpPa HOMEpPa PErHCTPalMOHHOIO
yaoctoBepeHus. (Cxema BBINOJHEHHMS YKa3aHHOM TpaH3akIuu oOIIero mpoiecca
npejactaBieHa Ha pucyHke 12. [lapamerpsl TpaH3akuuu OOIIETO Ipoliecca MPUBEACHBI B
Tabmuue 13.



:Huununarop

:PecnonnentT

Omudka
KOHTPOJIS 3anpoc ¥ MOJVUEHHE HOMEPA

YVAOCTOBCPCHHA JIEKAPETRCHHOIO NTpCiapata

3 Qanpnc CBEACHMI O HOMEPE PErHCTPALHOHHOTO

(P.MM.OT.MSG.014)

PETrHCTPALHOHHOTO
YAOCTOBEPEHUH

CresieHus 0 HOMEpe
PErHCTPAlHOHHOTO

lIpeacragnenne HoMepa
PErHCTPALHOHHOTO
YAOCTOBEPEHHS

JIeKapcTBEHHOTO NpenapaTta H< yAOCTORCpeHHA

T JEKAPCTBCHHQIO npenapara

(P.MM.OTIMSG.O15)

:00umii peectp
[HOMEp perucTpalHOHHOIO
VIOCTOBEPEHHA NpeicTanieH |

é Yenex

JNEKAPCTBCHHOTO MIpenapara

Puc. 12. CxeMa BBITIOJIHEHUSI TPAH3AKIIMU OOIIETo Mpoliiecca

"TTomy4yeHne HOMepa PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO
npenapata" (P.MM.01.TRN.007)
Ta6muma 13

Ommcanue Tpar3akmuu o6mero nponecca "Ilonydenne HoMepa pErHCTPAIIOHHOTO
yIOCTOBEPEHHA JIeKapcTBeHHOro mpemnapara” (P.MM.01.TRN.007)

Ne i/t
1
1

O0s13aTeNbHBIA DJIEMEHT
2

KonoBoe 0603HaueHne

HauMeHoBaHMe TpaH3aKIUK OOIIETO
mpotiecca

[[TabmoH TpaH3aKIUU OOMIIETO
npotiecca

MNunnuupyrowmas poib
WNHunuupyromas onepanus

Pearupyromas ponb

IIpunumaromas onepamus

Pe3yJ'H)TaT BBITIOJIHCHU S TPAH3aKIIUN
O6IIICFO mpounecca

[TapameTpsl TpaH3akuuu O0OIIETO
mpolecca:

Omnuncanne
3
P.MM.01.TRN.007

MOJy4YeHHE HOMepa
PETHUCTPAIIMOHHOTO yIOCTOBEPEHHS
JIEKapCTBEHHOTO TpemnapaTa

3anpoc/0TBeT

WHUITUATOP

3alpoc M TOJydYeHHe HoMmepa
PETUCTPALMOHHOTO yJOCTOBEPEHHS
JIEKapCTBEHHOTO TIpernapaTa

PECIIOHICHT

IpeaCcTaBICHHE HOMepa
PETHCTPAIMOHHOTO yI0CTOBEPEHHS
JIEKapCTBEHHOTO TIpernapara

obmmit peectp (P.MM.01.BEN.001):
HOMED pPEeruCTPalliOHHOTO
yIIOCTOBEPEHHMS NIPEACTABICH




BpeMia s NOATBCPIKACHUA —

MOy YCHUSI
BpEMs MOATBCPKACHUA TTPUHATHUA B

1 Mmun
00paboTKy
BpeMsl OXKHIaHHs OTBETA 5 MuH
MPU3HAK aBTOPHU3AIHH Ja
KOJINYECTBO MTOBTOPOB 2

10 CooOmieHnst TpaH3aKIUU OOIIEro
mporecca:

3aIIpoC CBEIEHHH O HoOMepe
PETHCTPAIMOHHOTO yIOCTOBEPEHHS
nexapcTBeHHoro mpemnaparta (P.MM
.01.MSG.014)

MHHULMHPYIOIIee COo0IIeHEe

CBCACHUHA ) HOMEpC
PEruCTpaiuOHHOTO YAOCTOBCPCHUA

OTBETHOE COOOLIeHHE
nexapcTBeHHoro npemnaparta (P.MM

.01.MSG.015)
1 [TapameTpsl cooOmieHHni TpaH3aKLIUH
ob1ero mpouecca:
mpuzHak D11 HET

nepenaya 3JIeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DILITT

9. Tpanzakmus ob6mero nponecca "ITomydenne Komuccuei cBeieHri U3 peTHCTPAIMOHHOTO Jejia
WM perucrpanuonHoro xocke” (P.MM.01.TRN.008)

23. Tpauzakuus ob6bmero mnporecca "llonyuenme Komuccueint cBeaeHuil wu3
PErUCTPAIMOHHOTO JieNia Wi peructpanrorHHoro gocke” (P.MM.01.TRN.008) BeimonHsETCSA
JUISl TIPECTABIICHUSI PECIIOHJICHTOM MO 3alpoCy MHUIIMATOpPA CBEJACHUM (IOKYMEHTOB) W3
PETUCTPAIIMOHHOTO JieJla WM PErHUCTPAIIMOHHOTO J0che. Cxema BBITIOJHEHUS yKa3aHHOM
TpaH3aKIUK OOIIEro mpolecca mpejicTaBieHa Ha pucyHke 15. I[lapametpsl TpaH3akiuu
oO1mero mporecca NpuBeAeHbBI B TaduIe 16.



‘Hunumarop Pecnonyenr

t Janpoc creiennil 0] PeruCTPALIHOHHOTD fena
HITH PErHCTPRITHOHHOTO 10Che
Omubka (P.MM.O1L.MSG.019)
KOHTPOJI 3anpoc u nonyuenne CrejieHus W3 pefucTpatmonHoro ena | IPEACTaBICHHE CBeACHMii
cBeennii u3 HJIH PErHCTPRIHOHHOTO 10Che M3 PErHCTPALMOHHOTO JeNa
PErHCTPAIHOHHOTO JIeNa N (P.MM.D1.MSG.020) HIH PErHCTPAIHONHOTO
PErUCTPALHOHHOTO A0ChE A0che
Vpejomienjie 00 0Tey TCTBHE
T w ceesiennii (PIMM.O1.MSG.O1E)

HCBEIEHMA PErHCTPALHOHHOTO
JIOCKE HITH J1ena
[cBesenus npencrasnens)

CCBCICHHA PETHCTPALHOHHOTO .
L Venex
JIOCEHE HITH JIe]1a

[eBeienns oTCyTCTBYION]

g‘r’cnc:\' !

Puc. 15. CxeMa BbINOTHEHUSI TPaH3aKIIUU 00IIETO Mpoliecca

"ITonyyenue Komwuccueil cBeieHUN U3 PETHCTPAIMOHHOIO Jeia WU PETHCTPAlMOHHOIO
nocee"
(P.MM.01.TRN.008)

Tabauia 16

Ommcanue Tpar3akmun obmero nmponecca "Ilomyderune Komuccueii cBeenunii u3
PETrHCTPaIOHHOTO Aeja WK perucrpamdonHoro gocke” (P.MM.01.TRN.008)

Ne /i O0s13aTeNbHBIA DIIEMEHT Omnucanue
1 2 3
1 Konosoe o603Hauenue P.MM.01.TRN.008

nonyuenue Komuccueit ceenenuit
HanmMeHoBaHue TpaH3aKIMH OOIIETo
2 W3 PETUCTPALUOHHOIO Jeja WIH

mporiecca
PETHCTPAILIMOHHOTO JI0ChE

[IlabmoH TpaH3akUuK OOLIETO
mporiecca

B3aMMHBIE 0053aTEIbCTBA

4 Wannumpytomas poib WHHLATOP

3ampoc U MOJIy4eHUE CBEIEHUH U3
5 Wnunuupytomias onepanus pPErucTpallMOHHOIO Jena Ui
PETUCTPALIIOHHOTO 10Che

6 Pearupytommas ponb PECTIOHIEHT

npeaACTaBJICHUC CBeZ[eHI/Iﬁ u3
7 HpI/IHI/IMaK)IIIaﬂ onepanunsa perucTpallMOHHOrO Acjia HJIHA
PETUCTPALTUOHHOTI'O JOCHC

CBEJICHUSI PETHCTPAHOHHOTO T0ChE
wm nena (P.MM.01.BEN.004):
CBEJICHHS OTCYTCTBYIOT



8 Pe3ynbraT BEIIOTHEHUS TPAH3aKIMKA CBEJCHHUS PETHCTPANMOHHOTO JOChE
oOrmiero mporecca wmn gema (P.MM.01.BEN.004):
CBEJICHHUSI TIPE/ICTABICHBI

[TapameTpsl TpaH3akIMM O0OIIETO

9
nporecca:
BpeMsi Ui TOJTBEPKICHHUS
MOy YeHHSI
BpEMsl TIOATBEPKICHUS IPUHATHS B
1 MuH
00paboTKy
BpeMsi OKUIaHHsI OTBETA 5 MuH
MPU3HAK aBTOPHU3AIUH Ja
KOJIMYECTBO ITOBTOPOB 2
10 Coo0rieHnsT TpaH3aKIUU OOIIEro
porecca:
3ampoc CBEIEHUUN U3

PETUCTPALlMOHHOTO JeJa HIIH
peructparronsoro focse (P.MM.01
.MSG.019)

HWHUIUUPYIOLICC COO6H_[€HI/I€

CBEICHUS W3 PETUCTPAIIOHHOTO

JIeNIa WK PETUCTPALMOHHOTO JOChE (
OTBETHOE COOOIIEHNE P.MM.01.MSG.020)

yBelOMJIeHHEe 00 OTCYTCTBHH

ceeaenuit (P.MM.01.MSG.018)

[TapameTps! cooOmmeHni TpaH3aKIUH

11
o0b1mero mporecca:

npusHak D111 HET

nepenaya EKTPOHHOTO TOKYMEHTa
¢ HekoppekTHor DLIIT

10. Tpanm3akius o6mero mponecca "[lomydenne cBeaeHHit 0 3amucu u3 obmero peecrpa" (P.MM
.01.TRN.017)

24. Tpanzakuus obmiero mporecca "[lonmyuenue cBeieHNH 0 3aUCH U3 001Iero peecrpa’
(P.MM.01.TRN.O17) BbITIONHSIETCS MAJs1 TNPEACTABICHUS PECIOHICHTOM 110 3ampocy
WHUIIMATOpa CBEACHUU O 3amucu u3 odmiero peecrpa. Cxema BBIMOJHEHHS YKa3aHHOU
TpaH3aKIMK OOIIETO TMpoliecca MpeacTaBiieHa Ha pucyHke 13. IlapameTpsl TpaH3aKIuu
o01mero mporecca NpuBeASHbBI B Taduie 14.



. Hemmaatop

. Pecriosgent

?

3anpoc cEeJeH

HH 0 3aMHCH H3

[Tpeacrarnenue cEeJeHHA O

PETHCTPAIHH IeKAPCTESHHOTO
CPeacTEA

oDImero|peecIpa
) (P MM.01|MSG.025)
OnrHdKA
KOHTpOIA 3 . CpejeHHd 0 33 [NHCH H3 oDmero
aTIpoC CBeJSHHI O peelcrpa
PErHCTPALIHH T8KAPCTBEHHOTO (P MM.O1|MSG.026)
cpeacTea
YeemonmaeHHe| 00 OTCYICTEHHE
CERIOHHHA B O|DIIeM peecTpe
i (P MM.01] MSG.009)
00mIHEA peectp
[cEememma o perucTpamEm
OTCYTCTBYIOT]
. OOIHE peecIp
[cBemenma o perHcTpaiHe
IIPeICTABISHEL]
Yemex Venex

Puc. 13. Cxema BbInoJIHEHUS TpaH3aKuu oOuiero npouecca "l[lonydyenue ceeneHuit

o 3anucu u3 obmero peectpa" (P.MM.01.TRN.017)

Ommcanue Tpar3akmun o6mero nponecca "Ilonyderue cBeeHmit 0 3amicu w3 obmero peectpa” (

Taomuna 14

P.MM.01.TRN.017)

Ne i/t

1
1

O0s13aTENbHBIA DIIEMEHT
2
Konosoe 0603Hauenne

HammenoBanue TpaH3aKIHUU OOIIETro
npoiiecca

[ITabmon TpaH3akuK o0OUIETO
mporecca

MNuunuupyromas poib
Muunuupyromas onepanus

Pearupytoias poiib

[IpuHNMaromas oneparus

Onucanue

3

P.MM.01.TRN.017

MOTyYeHUE CBEICHHUHA O 3alUCH U3
obmero peectpa

3anpoc/0TBET

WHULIIATOP

3ampoc CBEIEHUI O perucTpanuu
JIEKapCTBEHHOTO CPEJICTBA

PECTIOHICHT
NnpeACTaBjIeHUE CBEIECHUU O

pETHUCTpAMK  JIEKapCTBEHHOTO

cpencraa

oommit peectp (P.MM.01.BEN.001):
CBEJEHHUSI O  PErucTpaIuu

OTCYTCTBYIOT




10

11

11. Tpar3akuusa o6mero nponecca "IlonydeHne cBeJileHU O pa3MEMEHHOM B €IHHOM PeecTpe

Pe3ynbraT BEIONHEHUS TPAH3aKIIUU
oOrmiero mporecca

[TapameTpbl TpaH3aKIUH OOIIETO
nporiecca:

BpeMia I NOATBCPIKACHUA
NOJIyUCHUA

BpEMs MOATBCPKACHUA TIPUHATHUA B
00paboTKy

BpEMs 0KUAAHHS OTBETA
MIPU3HAK aBTOPHU3AIUU
KOJINYECTBO MTOBTOPOB

Coo0IieHHsT TpaH3aKIUK OOIIEro
npoiiecca:

WHUIAHAPYIOIIee COOOIIeHNE

OTBCTHOC COO6H.[CHI/IC

[TapaMeTpsl COOOIICHHH TPaH3aKIIUU
oO1ero mpouecca:

mpu3Hak D111

obmuit peectp (P.MM.01.BEN.001):
CBEICHUS O  pETUCTpaluu
MIPEICTaBICHEI

20 muH

lg

Ja

3alpoc CBEACHUI O 3amucu U3
obmero peectpa (P.MM.01.MSG
.025)

yBeJOMIIeHHEe 00 OTCYyTCTBUH
cBesieHni B obmmem peecrpe (P.MM
.01.MSG.009)

CBEJCHUS O 3aIMCH M3 00Iero
peectpa (P.MM.01.MSG.026)

HET

nepeaava 3JICKTPOHHOI0 JOKYMCHTA

¢ HekoppekTHoi DT

noxymente" (P.MM.01.TRN.018)

o011ero mpoliecca NpuBeeHbI B Tadmuie 15.

25. Tpanzakuus obuiero npouecca "l[lonyuyeHne cBeeHU 0 pa3MENIEHHOM B €IUHOM
peectpe nokymente" (P.MM.01.TRN.018) BeinomHsIeTCs 4151 TPEACTaBICHUS PECTIOHICHTOM
M0 3arpocy MHUIIMATOpPA CBEACHUM U3 o0miero peectpa. Cxema BBINOJHEHUS YKa3aHHOM
TpaH3aKIMK OOIIEero mpoliecca MpejcTaBiieHa Ha pucyHke 14. IlapameTpsl TpaH3akIuu



: Hemmarop

. PecmoHgeHT

Omudxa
KOHTPOJIA

3ampoc c|BegeHHH ©

JOKV| MeHIe

?

(P MM.01[MSG.027)

PasMaI2HHOM BleJHHOM paacTpea

CrefleHHS © plasMemeHHoM B

331—'[1:'0(: EROMEEHELD SIHHOM peecT|pe JOKYMeHT:

[TpaacTagneHHe CEeIEHHHA O

PAasMemaHHOM B @IHHOM
peecTpe JOKYMEHT®

(P.MM.01|{MSG.028)

YEeegoMIeHHe| 00 OTCYTCTRHHE

PAaIMENISHHOM B 8IHHOM
peecTps I0KYVMeHTe

CEBeIOHHH B 0|OmeM paecIpe
$ (P.MM.01| MSG.009)

CBaJIRHHA PeTrHCTPALHOHHOTO
JOCES HIIH T8l
[cBemenmn o goxyMeHTe
OTCYTCTBYIOT ]

VYemex

- CEedeHHA PelHCTPALHOHHOIO
IOCES HUIH J8Ia
[cBegeHEA O JOKYMeHTS
IpeaCcTABISHE|

Venex

Puc. 14. Cxema BbINOJIHEHHS TpaH3aKuu oOuero npouecca "l[lonydyenue ceeneHuit
0 pa3mMenieHHoM B efuHoM peectpe nokymente" (P.MM.01.TRN.018)
Tabmuua 15

Ommcanue Tpan3akmun o6mero nponecca "IlonydeHue cBeieHUi O pa3MEIIEHHOM B € IMHOM
peectpe noxkymernTte" (P.MM.01.TRN.018)

Ne i/t
1
1

O0s13aTENBHBIA DJIEMEHT
2

Konosoe 0603HaueHue

HaumenoBanue TpaH3aKIHUU 06HI€F0
mponecca

[IMabmon TpaH3akuK o00OmIETO
porecca

Muunuupyromas poib
Muunuupyroias onepauus

Pearupytoias posib

[Ipunnmaromast onepauus

Onucanue
3
P.MM.01.TRN.O18

[IOJIy4EHUE CBEIECHUI
0 Pa3MEIIEHHOM B €IMHOM pEecTpe
JIOKYMEHTE

3anpoc/0TBET

WHULIATOP

3aIpoc CBEACHUH O Pa3MELIEHHOM B
€INHOM peecTpe JOKyMEHTe

PECTIOHICHT

CBEIEHUH O
pa3MemeHHOM B €IWHOM peecTpe
JIOKYMEHTE

MNpEeACTABICHUC

CBCJICHUS PETUCTPAIMOHHOTO JIOChE
wmn gema (P.MM.01.BEN.004):
CBEJICHUS O JIOKYMEHTE OTCYTCTBYIOT



8 Pe?)y.]'H)TaT BBITIOJTHCHUS TPAH3AKIUU CBCJACHHUSA PCTUCTPALIMOHHOI'O JOCHE

oOrmiero mporecca wmn gema (P.MM.01.BEN.004):
CBEICHUSI O  JOKYMEHTE
MIPECTaBIICHEI
9 [MapameTphbl TpaH3aKIMH OOIIETO
mporecca:
BpeMsi JUISI  TOATBEPKACHUS
IIOJyYEHHUS
BpEeMs MTONTBEPKACHUS TIPUHATHS B
P AITBEPKA P 20 MuH
00paboTKy
BpeMsl OKUJJaHUs OTBETa lu
MIPU3HAK aBTOPU3AIIH na
KOJIMYECTBO TIOBTOPOB 3
10 CooOnieHusT TpaH3aKIUU OOIIEro
mporecca:
3aIpoC CBEJICHUN O pa3MEIICHHOM B
HHULMUPYIOIee COODIeHnE equHoM peectpe nokymente (P.MM

.01.MSG.027)

yBeIOMIIEHHE 00 OTCYTCTBHH
cBezeHnit B obmiem peectpe (P.MM
.01.MSG.009)

CBEJICHHsI O Pa3MELICHHOM B €THHOM
peectpe nokymente (P.MM.01.MSG

OTBETHOE COOOIIEHNE

.028)
1 [TapameTpsl cOOOIEHNH TPaH3aKIINU
obrmiero mporecca:
npusHak OII1 HET

nepesiava dEKTPOHHOTO TOKYMEHTa
¢ HekoppekTHou DIIIT

12. Tpansakuusa o6mero nponecca "HampapiieHue CBeIeH I O IOJIeKAIEM Pa3MEIICHHIO B
emuHOM peectpe nokymente" (P.MM.01.TRN.019)

26. Tpanzakius oOmiero mpoiiecca "HampaBiieHue cBeIeHUN O IMOJJIeXKaIeM
pa3Mmenienuto B enuHom peectpe nokymente" (P.MM.O1.TRN.019) BbimonusieTcst s
nepeaayu MHUIIMATOPOM PECTOHAEHTY CBEACHMI O MOJJIE)KAIIEM Pa3MENICHUI0 B €IMHOM
peectpe nokymeHTe. (Cxema BBINOJIHEHHUS YKa3aHHOW TpaH3aKIUM OOIIero mpoiecca
npeacTaBieHa Ha pucyHke 8. IlapameTpsl TpaH3akiuu oOIIEro Impolecca MPHUBEICHBI B
tabmurie 9.



: Hammarop

: Pecriosgent

¥

CBE,Z‘EHIE{ O IIoIIeAanIcn

Ebiion pazMENeHHIO B | 8 THHOM peecTpe
) JOKY [MeHTe
RORTPO™E | Hanpasnenme caenenii o (P MM 0|1 MSG 028) [omyerue cBeacHsii o
TOIE/KAIIEM PAIMEIIEHHIO B IIOIEKAIIEM PAIMENIEHHIO B
SIHHOM peecTpe JoKYMeHTe eIHHOM PeecTpe JOKYMEeHTe
VeegomaeHH| e o OpiHeMe H
obpabotk|e cBegeHHH
I (P MM.0|1. MSG.004)

- CBEISHHA PETHCTPAINHOHHOIO JOCEE HITH J8714a
[cRegenns o ZokyMeHTe 0DpaboOTAHE]

Vemex

Puc. 8. Cxema BbIMOTHEHUS TpaH3aKIMU 00IIero npoiecca "HamnpaBnenue cBeneHuii o
MOJIeKAIEeM pa3MelieHuto B equHoM peectpe gokymente" (P.MM.01.TRN.019)

Tabmuma 9

Omucarue TpaH3akmun obmero nponecca "HampaBieHne cBeileHAl O OMIEKAMEM pa3MEIIECHHIO
B equHOM peectpe noxymente" (P.MM.01.TRN.019)

Ne /i

1
1

O0s13aTeNbHBINA DIIEMEHT
2

Konosoe 0603HaueHne

HaumMeHoBaHMe TpaH3aKIUH OOILIETO
mpolecca

[labmoHn TpaH3akIuK 0OLIETO
mporecca

WNHununupyromwas poib
Wuunuupyromias onepanus

Pearupyromas posb

[IpuHMMaromas onepaus

Pe3ynbTaT BBIONHEHHUS TPAH3aKITHH
o011ero mporecca

[TapameTpbl TpaH3aKIUH OOIIETO
nporecca:

Omnucanne
3
P.MM.01.TRN.019

CBEIECHHHA O
MOJUIeKANIEM pa3MElmIeHUI0 B
€IMHOM peecTpe JOKyMEHTE

HaIlrpaBJICHUC

3ampoc/oTBeT

MHULAATOP

HamnpaBJ€HHE CBEAEHHH O
nojJjieXxaleM pa3MElIeHHIo B
SIMHOM peecTpe TOKyMCHTE
PECTIOHAEHT

nojlydeHue  CBEACHHUH O

MOJUIe)KAIEM pa3MEIICHUIO B
€IMHOM peecTpe TOKyMEeHTE
CBEJICHHSI PETUCTPALMOHHOTO J10Che
wm nena (P.MM.01.BEN.004):
CBEJICHUS O IOKYMEHTE 00paboTaHbI



BpeMia s NOATBCPIKACHUA —

TOJTY ICHUSI
BpEMs MOATBCPKACHUA TTPUHATHUA B 20 MHH
00paboTKy

BpeMsi OXKHIAHHUS OTBETA la
MPU3HAK aBTOPU3AIUH na
KOJIMYECTBO IOBTOPOB 3

10 CooOmieHnst TpaH3aKIUU OOIIEro

nporecca:
CBEJEHHUS O  MOJJIeKAIEeM
HHUIUUPYIOLIEE COODIICHHE pa3MEIEeHUIO B €IHHOM peecTpe
nmokymente (P.MM.01.MSG.028)
yBEJAOMJICHHE O TMpUEME U
OTBETHOE COOOIICHUE obpabotke cBemenuit (P.MM.O1.

MSG.004)

1 [TapameTpsl cOOOIIEHUI TpaH3aKIINH
o01ero mpoiecca:

HeT — must P.MM.01.MSG.028 (3a
HUCKIIFOUCHHEM CIIydaeB, Koria
npumenenne Ol  npum
OCYIIIECTBIICHUH HH()OPMAIIMOHHOTO
npuzHak DT B3aMMOJICHICTBUS B paMKax OOIIEro
npouecca NpeayCMOTPEHO
COOTBETCTBYIONIUM  PEIICHHEM
Komrerun Komuccnn)
HeT — 111 P.MM.01.MSG.004

nepenaya 3JEeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoit DT

VIII. Ilopsaok AeHCTBHIH B HEIITATHBIX CATYAIAsIX

27. Ilpu nHpOpPMAIIMOHHOM B3aUMOJICHCTBUHU B pamMKaxX OOIIEro IMmpoliecca BepOSTHBI
HEIIITaTHbIC CUTYyaIlUU, KOrja o0padoTKa JaHHBIX HE MOXKET ObITh MPOU3BEACHA B OOBIYHOM
pexumMe. HemraTHble cUTyalluu BO3HHUKAIOT IIPH TEXHUYECKUX COOSX, HCTCUCHUH BPEMEHU
OKUJIaHWUSI U B HUHBIX clydasx. i moiaydeHus y4YacTHUKOM OOIIETro Ipoliecca
KOMMEHTApHEB O MPUYMHAX BOZHUKHOBEHHUS HEIITATHOW CUTyallMd U PEKOMEHJAIMU 0 €€
pa3peUICHUI0 TPEYCMOTPEHA BO3MOKHOCTh HAINpPaBJICHUS COOTBETCTBYIOILIETO 3aIlpoca B
CITy0y TMOJJEPKKU WHTETPUPOBAHHONW MH(POPMAIIMOHHON CHCTEMBbl BHEIIHEH W B3aMMHOM
topropiau. OOmuMe peKOMEHAAIUU IO Pa3pPCIICHUI0 HEMITATHOW CUTyallud MPHUBEACHBI B
Tabauie 17.

28. YIOJIHOMOYEHHBIN OpraH rocyJapcTBa-4jeHa MPOBOAUT MPOBEPKY COOOIICHHS, B
CBSI3M C KOTOPBHIM MOJIYY€HO YyBeIOMJIEHHE 00 oImOKe, Ha cOooTBeTcTBUE OmHCaHUIO
($hopMaToOB U CTPYKTYP AJICKTPOHHBIX JIOKYMEHTOB M CBEJACHUM W TPEOOBAHUSAM K KOHTPOJIIO
cooOleHni, ykazaHHbeIM B paznene [X nacrosiero PernmamenTta. B ciiydae eciu BBISIBICHO
HECOOTBETCTBHE YKa3aHHBIM TPEOOBAHUSIM, YHOJHOMOUYEHHBIM OpPraH rocyaapcTBa-uyjieHa



MPUHUMAET BCE HEOOXOAMMbBIC MEPHI JIJIsl YCTPAHEHUS BBIABICHHON omnOKU. B ciydae ecnu

HECOOTBETCTBUU HE BBISIBIICHO, yHOHHOMOquHBIﬁ opran roCcygapCrBa-4JICHa HaAIIPABJIACT

COOOIIEHNE C ONMHWCAaHMEM OJOTOW HEMITaTHOW CHTyallMd B CIYXXOy TMOJIJIEepKKH

MHTErpUPOBAaHHON HHPOPMAIIMOHHOM CHUCTEMbI BHEITHEN U B3AUMHOU TOPTOBIIH.

Tabmauna 17

JlelficTBHS B HEINTATHBIX CATYaLUAX

Kon nemrraTHoM cuTyaunu

P.EXC.002

P.EXC.004

Omnucanne HEMTAaTHOH
CUTYyaIlH

2

WHHIUATOP JBYCTOPOHHEH
TpaH3aKOHM  OOMIEeTO
mpolecca He MOJY4YuI
COOOIICHNUE-0TBET II0CIIE
HCTEYEHUS
COrJIacOBaHHOTO
KOJIMYECTBA TIOBTOPOB

WHUIMATOP TPaH3aKIUU
o01Iero mporecca Moy
yBeoMIIeHUe 00 ormmnodke

IlprunHel HewTaTHOU

CUTyallun

3

TEXHHYECKHe CcOoM B
TPAHCIIOPTHON CHUCTEME
WA CUCTEMHAs oOmuOKa
IpOrpaMMHOTO
obecrieyeHus

HE CHUHXPOHH3UPOBAHBI
CIPaBOYHUKHU u
KJTaCCU(UKATOPHI WU HE
o6HoBIeHE XML-cXeMbl
AJIEKTPOHHBIX TOKYMEHTOB
(cBencHwmiA)

Onucanue OeUCTBUMI

IpH  BO3HWKHOBEHUH
HEWITATHON CUTyalu1
4

HEOOXOAMMO HAIPaBHUTh
3almpoc B CIyxO0y
TEXHUYECKON MOAJEPKKU
HAIMOHAILHOTO CETMEHTA,
B KOTOpOoM OblIO
chopMHUPOBAHO
cooOrmenne

HHUIIIATOPY TPaH3aKINH

obmero  mpoiecca
HeoOX0oaMMO
CHHXPOHU3HPOBATH
HUCIOJb3yEeMbIE
CIPaBOYHUKH "
KJIacCU(UKATOPHl WU

00HOBUTh XML-cxemMbl
3JIEKTPOHHBIX TOKYMEHTOB
(cBeneHwmiA).

Ecnu cnpaBouHUKH U
Ki1accu(UKATOPHI
CHHXPOHU3UPOBAHEI,
XML-cxeMbl 3JEKTPOHHBIX
JIOKyMCHTOB (CBEICHHI)
00HOBJIEHEI, HEOOXOINMO

HampaBUTh 3ampoc B
cyxk0y  TOAACPKKH
NPUHUMAKIIETO
Y4aCTHHUKA

IX. TpeboBaHWA K 3aIIOHEHHIO ICKTPOHHBIX JOKYMEHTOB U CBEACHUN

29. TpeboBaHuUs K 3aMOJHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX JOKYMEHTOB (CBEACHUI) "

Csenenus o peructpanuu jekapctseHHoro npenapara” (R.HC.MM.01.001), nepenaBaembix B

cooOuieHun "CBeJIeHUs O PErucTpaluy JEKapCTBEHHOTO Mpernapara Jyisl BKIIOYEHUs B OOLTUI
peectp" (P.MM.01.MSG.001), npueaeHs! B Tabmwmie 18.

TaOmuma 18



TpebGoBaHMA K 3aII0THEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeieHHi) "CBeieHnd 0
perucrpanyu nekapcrBeHHOro npenapara” (R.HC.MM.01.001), mepenaBaeMsIX B cooGmenun "
CBenieHHs O pETHCTpAIMH JIEKAPCTBEHHOTO IpenapaTa Ui BKIIo4eHn B 06mmii peectp” (P.MM

.01.MSG.001)

Kox tpeboBanus

DopMynupoBKa TPEOOBAHUS

B 3JICKTPOHHOM COOOIIEHWH IOJDKEH IepenaBaThes |

SK3eMIUIIp pekBu3uTa "CBEAEHHS O pPETUCTPALHH

JEeKapCTBEHHOTO npenapara" (hccedo:
DrugRegistrationDetails)

B 3JICKTPOHHOM COOOIICHUH JOJDKEH IepeaaBathes |
JK3eMIUIIp pekBu3uTa "CBEHeHHUS O PETHCTPAINH
JIEKapCTBEHHOT'0 TIpermapara B rocyaapcTBe-wieHe" (
hcedo:DrugCountryRegistrationDetails)

pexBm3utr "HawampHas matra u Bpemsa' (csdo:
i JIOJKEH OBITH 3aII0JIHEH
StartDateTime) gomken 6 3aI10JIHe

pexkBuzutr "Koneunas gara u Bpems" (csdo:
EndDateTime) He 3anmonHseTCs

pexBm3uT "Konm Buma 3asBICHHS Ha BBITOJHCHHE
MPOIICYP, CBSI3aHHBIX C PETUCTPAIMel JIEKAPCTBEHHOTO
npenapara”  (hcsdo:DrugApplicationKindCode)
COOTBETCTBYET OJHOMY U3 3HAUCHHUIA:

01 - 3asBICHHE HA PETUCTPALHMIO JICKAPCTBEHHOTO
mperapara;

02 - 3asgBicHHE Ha TONTBEPXKICHUE peructpanuu (
TIEPEePETUCTPAIIHIO);

03 - 3asgBIcHHE Ha BHECCHHE H3MCHEHHH B
PETHUCTPAIIIOHHOE I0CHE;

04 - 3asBnIcHWE HA MPHUBEACHHUE PETHCTPAIIOHHOTO
JIOCHE JICKAPCTBEHHOTO Mperapara B COOTBETCTBHE C
TpeboBanusmu Corosa

99 - npyroe

ecii pekBu3HT "KoJ BH/a 3asBiIeHHS Ha BBINOJIHEHHE
MIPOLIEAYP, CBA3aHHBIX C PETHCTpaIMel JIEeKapCTBEHHOTO
mperapaTa Ha BBIOJHEHHUE TPOIENyp, CBSI3aHHBIX C
peructpanmeit nekapctBeHHoro mpemapata" (hesdo:
DrugApplicationKindCode) cooTBeTcTBYeT 3HaUCHUAM
"0l — 3asBIIeHHE HA PETUCTPAIHIO JIEKAPCTBEHHOTO
npenapata" unu "04 — 3asBleHHE Ha IMpPHUBEACHHE
PETUCTPAIMOHHOTO JIOChE JIEKapCTBEHHOTO IIpernapara B
cooTBeTcTBHE ¢ TpeboBanusmu Coro3a", To pekBU3HT "
ITopsankoBeIi HOMEp PETUCTPALLUOHHOTO
ymocToBepeHHs JekapcTBeHHoro mpemapara” (hesdo:
RegistrationNumberld) ne 3anonnsercs

eciy pekBu3HT "KoJ BHIa 3asBiIeHHS Ha BBINOJIHEHHE
MPOLEeNyp, CBA3AHHBIX C PETUCTpPALAEH JICKAPCTBEHHOTO
mpenapara"  (hcsdo:DrugApplicationKindCode)
COOTBEeTCTBYeT 3HaueHUsM "02 — 3asBIeHHE Ha
MOITBEPKICHUE PETUCTpaIlH (TIepeperucTpanuio)”, To
pexBu3uT "TlopsAAKOBEI HOMEpP PETHCTPAlMOHHOTO



10.

11.

12.

13.

yIOCTOBEepeHUsl JiekapcTBeHHoro mnpemnapara" (hesdo:
RegistrationNumberld) nomxen ObITh 3armonHeH
pexBu3ut "Kom pomu rocymapcrBa-uineHa" (hcsdo:
CountryKindCode) cCOOTBETCTBYeT OIHOMY U3
3HAYECHHUI:

01 - pedbepenTHOE TOCYAAPCTBO;

02 - rocynapctBo

ecain 3HaueHue pexkBuzuta "Kox  pouam
rocynapcra-uneHa"  (hesdo:CountryKindCode)
coorBeTcTByeT 3HaueHunoo "0l — pedepeHTHOE

rocygapctBo”, To pexBu3uT "Homep 3asgBieHHSI O
peTUCTpalMy  JICKApCTBEHHOTO IIpermapara o
peructpanuu JekapctBeHHoro mpemnapara" (hesdo:
Applicationld) He 3amonHseTCS

ecnm  3HadeHume peksusuta "Kox  ponam
rocynapctBa-uieHa"  (hesdo:CountryKindCode)
COOTBeTCTByeT 3HaueHuto "02 — rocynapcTBo

npuszHaHus", To pekBU3UT "Homep 3asBneHus o
peructpanuu JekapctBeHHoro mpemnapara" (hesdo:
Applicationld) nomkxeH OBITH 3aTIOTHEH

ecnu pexkBM3UT "Homep 3asdBleHUS O perucTpanuu
nekapctBenHoro mnpenapata” (hcsdo:Applicationld)
3aI10JTHEH, TO B OOIIEM PEeecTpe JOJDKHBI OTCYTCTBOBATh
CBEJICHUsI, JUIS KOTOPBIX 3HaueHusi pekBu3utoB "Kox
crpausl"  (csdo:UnifiedCountryCode), "Homep
3asBJICHHSI O PETUCTPAIlMU JIEKapCTBEHHOTO mpemnapara”
(hcsdo:Applicationld) B coctaBe pexkusuta "CBeaeHUs
0 perucrpanuy JIEKapCTBEHHOro Ipemnapara B
rocygapcTBe-uiaeHe" (hcedo:
DrugCountryRegistrationDetails) coBmamaror ¢
NepelaHHbIMK 3HAYCHHUSMH YKA3aHHBIX PEKBH3HUTOB, a
pexBm3uT "KoHeunas nata u Bpems"
(csdo:EndDateTime) He 3anmonHeH

ecnu  3HadeHue pexsusuta "Kox  ponam
rocynapcrBa-wieHa"  (hcsdo:CountryKindCode)
COOTBETCTBYET 3HaueHuto "02 — rocygapcTBo
npu3HaHUA", To pekBM3UT "CBENCHHS O TOKYMEHTE
PETHCTPAIIMOHHOTO JI0Che (mema)" (hccedo:
RegistrationDossierDocDetails) He 3anonnsiercs

ecnu 3HadeHne pekBusuta "Kop BuIa 3asBieHHs Ha
BBINOJIHCHHE TIPOLEAYP, CBS3aHHBIX C PETHCTpALUEH
JIeKapCTBEHHOTO npemnapara" (hesdo:
DrugApplicationKindCode) cooTBeTcTByeT 3HaYCHUSIM
"0l — 3asBIICHHE HaA PETUCTPAIHIO JICKAPCTBEHHOTO
npemnapara" uiu

"04 — 3agBNeHHE Ha NMPUBEICHHUE PETHCTPAIIIOHHOTO
JIOChE JICKAPCTBEHHOT'O Ipernapara B COOTBETCTBHE C
TpeboBaHusiMu Coro3a", To pexkBU3nTH "CBeneHus o
PETUCTPALMOHHOM yJOCTOBEPEHHH HA JIEKAPCTBEHHBIN
mpemapatr” (hcedo:DrugRegistrationCertificateDetails) u
"CBemeHuss 00 HW3MEHSEMOM pPETHCTPAllHOHHOM
YIOCTOBEpEHUHU Ha JiekapcTBeHHbIN mpenapar” (hcedo:



14.

15.

16.

17.

DrugRegistrationCertificateChangeDetails) HE
3aMoJTHSIETCS

ecnu 3HaueHue pekBuzuta "Kon Buza 3asBiIeHUS Ha
BBITIOJTHEHUE TMPOLENYP, CBA3aHHBIX C PErucTpanuen
JIEKapCTBEHHOTO npenapara" (hesdo:
DrugApplicationKindCode) cooTBeTCcTBYeT 3HAUCHUIO
"02 — 3asBJCHME Ha MOATBEPXKICHUE peructpanuu (
nepeperucrpannio)”, 1o pexkBu3uT "CBemeHHs O
PETUCTPALMOHHOM YJOCTOBEPCHNH Ha JIEKapCTBEHHBIN
mpemapat” (hccdo:DrugRegistrationCertificateDetails)
JIOJDKEH OBITH 3aII0JTHEH M COOOTBETCTBOBATh 3HAUCHHIO
3TOr0 PEKBHU3MTA B €IUHOM peecTpe

ecnu 3Hauyenue pekBusuta "Koj Buaa 3asBieHUs Ha
BBIMOJIHEHHUE TIPOLIEAYP, CBSI3AHHBIX C PETHUCTPALIUCH
JIEKapCTBEHHOTO npemnapara" (hcsdo:
DrugApplicationKindCode) cooTBeTcTByeT 3Ha4YECHUIO
"03 — 3agBIEHME HAa BHECEHHE HW3MCHEHHH B

"nn

perucrpanroHHoe gocbe"", To J0JKEH OBbITh 3aIl0JHEH,
mu6o pexBm3uT "Homep m3MeHseMOro 3asBIICHUS O
peructpanuu JekapctBeHHoro mpemnapara" (hesdo:
ApplicationChangeld), mubo pexsusut "Csenenus 00
M3MEHSIEMOM PETrUCTPAllMOHHOM Y/JOCTOBEPEHUH Ha
JeKapCTBEHHBIN npenapat"” (hccedo:
DrugRegistrationCertificateChangeDetails), koTopsie

JOJDKHBl  COOOTBETCTBOBATH 3HAYEHHUSIM  ITHX

PEKBU3UTOB B €ITUHOM PEECTPC

ecnu 3HaueHwne pexBusurTa "Kon Buma 3asBiieHus Ha
BBITTOJTHEHUE TMPOLENYP, CBI3aHHBIX C pErucTpanuen
JIEKapCTBEHHOTO npemnapara" (hesdo:
DrugApplicationKindCode) coorBeTrcTBYyeT 3HaYeHUIO "
03 — 3asBieHHMEe Ha BHECEHHE MW3MEHEHUH B
perucrpamnuonHoe 1ocke", To pekBu3uT "CBeneHus 00
W3MEHEHUH, BHOCUMOM B PETHCTPAIMOHHOE JOChE Ha
JeKapCTBEHHBIN npenapat"” (hccedo:
DrugApplicationChangeDetails) B cocTaBe CII0)KHOTO
pekxBu3uTa "CBeleHHUs O PETUCTPALUU JEKapCTBEHHOTO
nmpenapara B rocynapcrae-ujieHe" (heedo:
DrugCountryRegistrationDetails) gomkeH ObITH
3aI10JTHEH

pexBu3uT "Kox 3Tama paccMOTpeHMs 3asBJICHUS Ha
peructpanuio JekapcTBeHHoro mupenapata" (hcsdo:
ApplicationStatusCode) coOTBETCTByeT OIHOMY W3
3HAYEHUH:

01 - mpuem 3as1BKH;

02 - sxcnepTH3a JOCKE;

03 - arrpobarnyst METOJJ0B KOHTPOJISI KA4eCTBa;

04 - uHCHIeKUMs MPOU3BOJICTBA;

05 - moAroTOBKAa AKCIEPTHOTO OTUETA;

06 - omoOpeHUe IKCIIEPTHOTO OTYETA;

07 - oTKaz;

08- 0T3bIB 110 OOpAIICHUIO 3asIBUTES,

99 - npyroe



18.

19.

20.

21

22

23

24

25

26

27

28

29

30

3HayeHue pekBu3uta "Koa sTama paccMoTpeHHs
3asABIICHHS] Ha PETUCTPALAI0 JIEKAaPCTBEHHOTO
mpemapata” (hcsdo:ApplicationStatusCode) momxHO
COOTBETCTBOBATh 3HAUCHUIO

"01 — mpuem 3asBKH"

ecau 3HaueHue pexBuzuta "Kon BuIa 3asBiIeHUS Ha
BBINOJIHEHUE TIPOLIEAYP, CBSI3aHHBIX C PETHCTpalUer
JEKapCTBEHHOTO IIperapaTa Ha JIEKapCTBEHHBIN
mpenapat" (hesdo:DrugApplicationKindCode)
cooTBeTcTBYyeT 3HaueHuto "0l — 3asBIeHHWEe Ha
PETHUCTpAIHIO JIEKAPCTBEHHOTO TpenapaTta’’, To TOKEH
ObITh 3amosiHeH pekBu3uT "Kon BHIa Ipoueaypsl
peructpanun” (hesdo:RegistrationKindCode)

ecin pekBm3uT "Koj Buma mporeaypsl peructpamun’ (
hcsdo:RegistrationKindCode)  3anonHeH, To
COOTBETCTBYET OJTHOMY M3 3HAaUCHHN:

01 - mponerypa B3aMMHOTO TIPU3HAHWSI,

02 - meneHTpaIu30BaHHAs MPOIEAypa

pexBu3uT "CBeneHus o JekapcTBEHHOM mpemnapate’ (
hcedo:DrugDetails) He 3anonHsiercs

pexkBu3uT "CBemeHuss 00 oOImedl XapaKTepHCTHKE
JIEKapCTBEHHOTO npemnapara" (hcedo:
DrugGeneralCharacteristicDetails) He 3anonnseTcs

pexBu3uT "CBemeHHs 00 HWHCTPYKIUU IIO
MEIUIMHCKOMY IPHMEHEHHIO JICKapCTBECHHOTO
npenapara” (hccdo:DrugUsagelnstructionDetails) ne
3aIOJHSETCS

pekBu3uT "CBeIeHUs] 00 HTOrOBOM DKCIIEPTHOM OTYETE
" (hccdo:ExpertReportDetails) He 3amonaseTCs

pexBu3uT "CBeneHHUs O IJIaHe ynpaBieHus puckamu' (
hcedo:RiskManagementPlanDetails) He 3anonnsiercs

pexBu3uT "CBeneHHs 0 HOPMATHBHOM IOKYMEHTE II0
KauecTBY JekapcTtBeHHoro mpemnapara" (hccdo:
QualityRegulatoryDocDetails) He 3anonnsercs

pexBm3uT "CBemeHHS O [aepkarene (3asBUTEIE)
perucTpanmoOHHOTO yaocToBepeHus" (hcedo:
RegistrationCertificateHolderDetails) re 3anmonmsiercs

ecnu pexkBU3UT "Homep 3adBlIEHUS O perucTpanuu
nexapctBeHHoro mnpenapara” (hcsdo:Applicationld)

3aMoJIHEH, B OOIIEM peecTpe JOJDKHBI CONEpPXKaThCs
CBEICHHUS, Ui KOTOPHIX pekBm3UT "KoHeunas mara u
Bpems" (csdo:EndDateTime) He 3amosiHeH, a 3HAYCHHE
pexkBuszuta "Homep 3asBiaeHUS O perucTpanuu

nekapctBenHoro mnpenapara” (hcsdo:Applicationld)

COBIIQJIAET C MEepelaHHbIM

pexBu3ut "Jlokyment B OmHapHOM dopmare" (hcsdo:
PdfBinaryText) He 3anonHsiercs

pexBu3nuT "XML-nokyment" (ccdo:AnyDetails) He
3amoJTHSIeTCS
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ecnu 3HaueHue peksusuta "Kon Buma mokymeHTa
PETUCTPAIIOHHOTO Jieja Ha JIEKapCTBEHHBIH Mpenapar”
(hcsdo:DrugRegistrationFileCode) wmu pexBusura "
HanMmeHOBaHHE BUJA JOKYMEHTa PErHCTPALMOHHOTO
mena Ha JjekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3HaYeHUIO "
3ampoc 0 MpENOCTaBIECHHHM  HEJOCTaroUlei
JIOTIOJIHUTENBHON  WH(pOpManUK, HEOOXOAUMBIX
pa3bACHCHUI WM YyTOYHCHUH JOKYMEHTOB U NAHHbIX,
MPEJCTAaBICHHBIX B PETUCTPAllMOHHOM HOChe" W
pexBm3uT "Omucanwme snementa gokymenta" (hesdo:
DrugAttributeEnumText) 3amonmHeH, TO 3HaYeHHE
peKxBu3nTa "KOI BHJA 3JIEMEHTa JOKyMeHTa" (aTpudyT
AttributeKindCode) wnmu pexBu3uTa "HanMEHOBaHHE
BUJAa  dJeMeHTa  JokyMmeHta"  (atpuOyr
DrugAttributeKindEnumCode) JOTKHO
COOTBETCTBOBATH 3HaUeHUIO "CpoKk 0TBeTa Ha 3ampoc”

ecnu 3HaueHue peksusurta "Koa Buma nokymeHTa
PETrUCTPAIIOHHOrO eja Ha JIeKapCTBEHHBIN npenapar”
(hcsdo:DrugRegistrationFileCode) wmm pekBusura "
HamMenoBanue BHIa DOKyMEHTa PETHCTPAIOHHOTO
mena Ha JekapcTBeHHBIM mpemapatr”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
OTBer Ha 3ampoc O MPEIOCTABICHUM HEAOCTalouIen
JIOTIOJIHUTENBHONH  WH(pOpManuK, HEOOXOAUMBIX
pa3bsICHEHNH WM YTOYHEHUH JOKYMEHTOB M JIaHHBIX,
MIPEJICTABICHHBIX B PETUCTPAIMOHHOM J0Che", U
pexBm3uT "Omucanwme snementa gokymenta" (hcesdo:
DrugAttributeEnumText) 3amomHeH, TO 3HAYEHHE
pekBu3uTa "KOJ BHJA DJIEMEHTa JoKyMeHTa" (aTpulyTt
AttributeKindCode) wimu pexBu3uTa "HauMEHOBaHHE
BHJa  JJeMeHTa  JokymeHTa"  (aTpuOyT
DrugAttributeKindEnumCode) JOJDKHO
COOTBETCTBOBaTh "HoMmep AO0KyMeHTa OCHOBaHUS"

ecnu 3HaueHue peksm3uTa "Kon Buma mokymeHTa
PEeTUCTPAIIOHHOIO Aeja Ha JIeKapCTBEHHBIH npemnapat”
(hcsdo:DrugRegistrationFileCode) wmm pekBusura "
HanmenoBanue BHIa DOKyMEHTa PETMCTPAMOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
3anmpoc O TpeACTaBICHHH KOMHH MacTep-(aiiia
cuctembl (hapmakoHansopa" u pekBusutT "OmnmcaHue
anemenTa gokyMmenrta" (hcsdo:DrugAttributeEnumText)
3aI0JHEH, TO 3HaueHne pexBu3uTa "Koj Bua semMeHTa
nokymenta" (atpmOyrt AttributeKindCode) wnm
pexBH3HTa "HaWMEHOBAaHUE BUIA JIEMEHTa TOKyMeHTa"
(arpudytr DrugAttributeKindEnumCode) nomxHo
coO0TBeTCTBOBaTh "CpoK oTBeTa Ha 3ampoc”

3HaUCHHE aTpuOyTa "UICHTU(PHKATOP CHpPABOYHHUKA (
knaccugukaropa)" (atpubyrt codeListld) B cocraBe
cnoxaoro pekBm3uta "Kom crpamsl" (csdo:
UnifiedCountryCode), BXOmsIIero B COCTaB JIIOOBIX
CJIOKHBIX PEKBU3UTOB, JIOJDKHO COJEPXkATh KOJIOBOE
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39

obo3HaueHne Kkiaccupukaropa CTpaH MHpa,
ykazanHoro B paszaene VII [IpaBmi napOpMaImoHHOTO
B3aUMOJENCTBUSA

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) B cocTaBe IIOOBIX CIIOKHBIX
PEKBHU3UTOB 3aMOJHEH, TO €ro 3HAYeHHE OJIKHO
COOTBETCTBOBATh KOAY CTpaHbl M3 KiaccudukaTopa
CTpPaH MHpaA, COJEPKAILIETO MNepeYeHb KOIOB U
HAaUMEHOBAaHUN CTpaH MHUPa B COOTBETCTBHH CO
cranaaptom [SO 3166-1

ecnu 3HadeHWe pekBusuTa "Koj Buaa 3asBICHUs Ha
BHINIOJIHCHHE TNPOLEAYP, CBA3AHHBIX C perucTpanuei
JIeKapCTBEHHOTO npemnapara" (hesdo:
DrugApplicationKindCode) coorBeTcTBYeT 3HaYeHUIO "
99 — npyroe", To pexBu3uT "HammeHoBaHHE BHIA
3asBJICHHS Ha BBIMOJHEHHE MPOLEAYD, CBSI3aHHBIX C
peructpanmel JyekapctBeHHoro mnpemnapara” (hcsdo:
DrugApplicationKindName) 3amonHsieTcst 00s3aTeTHHO

pexkBu3uT "Koxm craryca perucTpanuoHHOIO
ynocroBepenus”  (hcsdo:RegistrationStatusCode)
COOTBETCTBYET OJTHOMY M3 3HAaUECHHH:

01 - mpuocTaHOBIIEHO;

02 - aHHYTMPOBaHO;

03 - 3aperucTpupoBaHo;

04 - mpekpamieHO B CBSI3M C HCTEYEHUEM CpOKa
JICUCTBUS;

99 - npyroe

ecnu 3HadueHue pekBuzuta "Konm crartyca
PErUCTPaiOHHOTO yaocToBepeHus" (hcesdo:
RegistrationStatusCode) cooTBeTCTBYeT 3HaYeHHIO
apyroe", To pekBu3uT "HammeHoBaHHe cTaryca
peTUCTPAIMOHHOTO yaocToBepeHus" (hesdo:
RegistrationStatusName) 3anonHsieTcst 00s3aTeIbHO

ecnu pexBm3uT "Kox Buma ocoboro ycmoBus
peructpanuu JnekapcTBeHHoro mnpenapara” (hcsdo:
DrugUsageRestrictionKindCode) 3amonHeHH, TO
COOTBETCTBYET OJTHOMY M3 3HaUECHHH:

01 - BKITIOYCHHE ONPEACICHHBIX MEp JUIsl 00CCIICUCHUS
0e301acHOro MPUMEHEHHS JISKapCTBEHHOTO IIperapara
B CHCTEMY yIIPaBJICHUS PUCKAMU;

02 - mpoBeseHNEe OCTPETHCTPALIMOHHBIX NCCIIEIOBAHUN
0€301IaCHOCTH;

03 - ycTaHOBICHHE IOMOJHUTENBHBIX TPeOOBaHHHA K
pEeTHCTpaIliy U ToAade COOOICHUH O TTOA03PEBACMBIX
HEXKETaTENbHBIX PEaKIIHX;

04 - mpoBeeHNE TOCTPETUCTPAIIIOHHBIX UCCIIEIOBAHIIHA
3(PeKTUBHOCTH, MPU HEOOXOJUMOCTH HCCIIETOBAHUS
Pa3IMYHBIX aCMEeKTOB d(PPEKTUBHOCTH JIEKAPCTBEHHOTO
rpernapara, KOTOpble He MOTYT OBITh MCCIIEJIOBAHBI JI0
HayaJla peau3aliy JEKapCTBEHHOTO Mperapara;



40

41

42

43

44

45

46

05 - gpyrue yclnoBHsI WM OTpPaHUYEHUS B IIEJSIX
OezomacHOrTO W 3(QPEKTUBHOTO IMPUMCHCHUS
JICKapCTBCHHOTO IIperapara

ecyu 3HadeHne pexBusnTa "Kon Buma ocoboro ycnoBus
peructpanuu JekapcTBeHHoro mnpenapara” (hcsdo:
DrugUsageRestrictionKindCode)  coorBercTByeT
3HAUYCHUIO "PYrHe YCIOBHS MM OTPAHUUYCHUS B LENAX
OezomacHoro W 3(G(PEKTHBHOTO MPUMCHEHUS

"

JEeKapCTBEHHOTO IMpemaparta”, TO pPEKBH3UT
HanmeHoBaHHe BHIa 0COOOT0 YCIOBHS PETHUCTPALMU
JIEKapCTBEHHOTO npemnapara" (hcsdo:

DrugUsageRestrictionKindName)  3amosHsercs
00513aTeNIEHO

ecin pekBm3uT "CBeieHus 00 H3MEHEHIH, BHOCHMOM B
PETHCTPAIIOHHOE TOChe HA JIEKAPCTBEHHBIN Ipemapat"

(hcedo:DrugApplicationChangeDetails) win "CBenenus
00 M3MEHEHUH, BHECEHHOM B PETUCTPALMOHHOE J0ChE

Ha JIEKapCTBEHHBIN npenapat"” (hccedo:
DrugApplicationChangedDetails) 3amosnHen, To B ero

cocTaBe JIOJDKECH OBITH 3armonHeH pekBm3uT "Kop tuma
u3MeHeHns: B peructpammonaoM nocke" (hesdo:
ChangeTypeCode) u (win) pexsusut "HaumeHoBauue

TUIa U3MEHEHUs B peructpaunoHHoM jaocke" (hesdo:
ChangeTypeName)

ecnu 3HaueHme pexBusnurta "Konm Tuma mM3MeHEHHUs B
peructpanuonHom jaocke" (hcsdo:ChangeTypeCode)
COOTBETCTBYET 3HauYeHHUIO "Apyroe", TO PEKBU3UT

HaumeHoBaHue THITa U3MEHEHHS B PETHCTPAMOHHOM
nocke" (hesdo:ChangeName) 3amonHseTCs 0053aTEEHO

ecnmu pekBm3uT "OmmcaHue sneMeHTa JokyMmeHTa' (
hesdo:DrugAttributeEnumText) 3amonHeH, To B ero
COCTaBe JOJDKEH OBITh 3alOJIHEH PEKBHU3HUT "KOI BUIA
anemeHTa fokymenTta" (arpudyt AttributeKindCode) u (
WIH) PEKBU3UT "HAaMMEHOBAaHUE BHUJAA JJIEMEHTA
nokymenta" (arpudyt DrugAttributeKindEnumCode)

eCIM 3HadYeHHEe pEeKBU3UTAa "KOA BHAA JJIEMEHTa
JIOKyMeHTa"

(arpubyt AttributeKindCode) cooTBeTCTBYeT 3HaUEHHUIO
"npyroe", To peKBU3UT "HaUMEHOBAaHHUE BHJIA DJIEMEHTA
nokymenta" (atpubyr DrugAttributeKindEnumCode)
3aI0HSETCS 0053aTENBFHO

ecnu 3HaueHue peksm3uTa "Kon Buma mokymeHTa
PEeTUCTPAIIOHHOIO Aeja Ha JIeKapCTBEHHBIH npenapat”
(hcsdo:DrugRegistrationFileCode) cooTBeTcTBYeT

3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHUe
BHJla JOKYMEHTAa pErHCTPAllMOHHOIO Jena Ha

JeKapCTBEHHBIN npemapat" (hesdo:
DrugRegistrationFileName) 3amonnsercs 00s13aTenbHO

ecnu 3HaueHue pekBuszuTa "Kon Bula AoKkymeHTa
PETUCTPAIIMOHHOTO JI0ChE Ha JIEKApCTBEHHBIN Ipenapar
" (hcsdo:DrugRegistrationDocCode) cooTBeTcTByeT
3HaueHuio "zapyroe", To pekBm3uT "HanmeHoBaHme



Kox tpeboBanus

BHJIAa [JOKYMEHTa pETHCTPAllMOHHOTO0 J0Che Ha
nekapcTBeHHBIH npenapat” (DrugRegistrationDocName
) 3amoJTHsAeTCS 00s3aTeILHO

®dopmynHpoBKa TpeOOBaHMS

B JJIGKTPOHHOM COOOILEHHU JOJDKEH TepenaBarbest 1

SK3eMIUSIp pekBu3uTa "CBeleHHS O pPETUCTpaLUU

JIeKapCTBEHHOTO npemnapara" (hcedo:
DrugRegistrationDetails)

B DJIGKTPOHHOM COOOIICHUH JOJDKEH MepeaaBaThes |
SK3eMIUIIp pekBu3uTa "CBeleHHS O pPEeTUCTpaluu
JIEKapCTBEHHOTO Ipernapara B rocyiapcrBe-uiene” (
hcedo:DrugCountryRegistrationDetails)

pexBm3ut "Konm pomm rocymapctBa-uimeHa" (hcsdo:
CountryKindCode) cooTBeTCTByeT OIHOMY U3
3HAYEHUI:

01 - pedbepenTHOE TOCYAAPCTBO;

02 - rocynapcTBo

ecru pexBu3uT "Koj 3Tanma paccMOTpeHUs! 3asBICHUS
Ha perucTpamuio JekapctBeHHoro mpemapara” (hesdo:
ApplicationStatusCode) 3amoiHEH, TO COOTBETCTBYET
OJIHOMY U3 3HAYEHUI:

01 - mpuewm 3asBKWy;

02 - ’sxciepTH3a J0Cke;

03 - anpoOarvist METOOB KOHTPOJISI KaUeCTBa;

04 - uHCnIEeKUMsI IPOU3BOJICTBA;

05 - moArOTOBKA HKCIIEPTHOTO OTYETA,;

06 - omoOpeHHe SKCIIEPTHOTO OTYETA;

07 - oTkaz;

08- 0T3BIB IO OOPAIICHUIO 3aIBUTEIIS;

99 - npyroe

€CJIM B JICKTPOHHOM COOOLICHHH 3HAaYCHUE PEKBU3UTA
"Kon poiu rocyaapcrBa-dieHa" (hcsdo:
CountryKindCode) cootBercTByeT 3Hauenuto "01 —
pedpepeHTHOE TOCYIapCTBO" U 3HAYCHHE pEKBH3UTA "
Kopn arama paccMoTpeHUs 3asBJICHHUS HAa PETUCTPALIUIO
JIeKapCTBEHHOTO mpemnapara" (hesdo:
ApplicationStatusCode) coorBeTcTByeT 3Ha4eHHUIO "06 —

0100peHHe HKCIIEPTHOrO OT4YeTa", TO 3HAYCHHE
pexBusuta "IlopsAaKOBBIE HOMEpP PErHCTPAllMOHHOTO
yaocToBepeHus JekapcTBeHHoro mpemapara” (hesdo:
RegistrationNumberld) momkHO coOOTBETCTBOBATH
3HAYEHHIO O3TOTO pPEKBHU3UTA, IIOJYYECHHOMY B
pe3yJibTaTe BBIIOJHEHUS IPOLENYPhl 00IIero mpouecca
"[lonyuenue HOMepa PEeTHCTPAalHOHHOTO
yaoctoepenus" (P.MM.01.PRC.010)

3Ha4YeHue aTpubyra "upeHTH(UKATOp CHpaBOYHMKA (
knaccugukaropa)" (atpubyrt codeListld) B cocrae
cnoxuoro pekBm3uta "Kom crpamer" (csdo:
UnifiedCountryCode), BXomsmero B COCTaB JOOBIX
CJIOKHBIX PEKBU3UTOB, JIOJDKHO COJEPXkATh KOJOBOE



10.

11.

obo3HaueHne Kkiaccupukaropa CTpaH MHpa,
ykazanHoro B paszaene VII [IpaBmi napOpMaImoHHOTO
B3aUMOJENCTBUSA

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) B cocTaBe IIOOBIX CIIOKHBIX
PEKBHU3UTOB 3aMOJHEH, TO €ro 3HAYeHHE OJIKHO
COOTBETCTBOBATh KOAY CTpaHbl M3 KiaccudukaTopa
CTpPaH MHpaA, COJEPKAILIETO MNepeYeHb KOIOB U
HAaUMEHOBAaHUN CTpaH MHUPa B COOTBETCTBHH CO
cranaaptom [SO 3166-1

B DJICKTPOHHOM COOOIICHHWHU JIOJDKEH OBITH 3aI0IHEH
pexBm3uT "Homep 3asgBIEHHS O pPETHCTPALHH
nexapctBeHHoro npemnapata” (hesdo:Applicationld) u (
unu) pexBu3uT "Homep permcTpanmoHHOTO
ynocroBepenus" (hcsdo:RegistrationCertificateld)

B 00mIEeM peecTpe IOJDKHBI IPUCYTCBOBATh CBEACHUS,
IUIS KOTOPBIX 3HAYCHHs CIEAYIOUINX PEKBU3HTOB
COBMANalOT C MEPEJaHHBIMU, HE 3aMOJHEHHBIM
pekBusutom "Koneunas mata u Bpemsa" (csdo:
EndDateTime), a Takke MEHBIIUM 3HAYCHUEM
pekBu3uta "Havanmpnas pmatra u  Bpemsa' (csdo:
StartDateTime):

"Homep 3asiBIIEHHS O pETHCTpaLlUH JIEKAPCTBEHHOTO
mpemapara” (hcsdo: Applicationld);

"ITopsaaKoBbIf HOMEp pETUCTPALHOHHOT O
ymocToBepeHHs JekapcTBeHHoro mpemapara” (hesdo:
RegistrationNumberld);

"Kox ctpansr" (csdo:UnifiedCountryCode);

"Kon ponu rocygapcrBa-dieHa" (hcsdo:
CountryKindCode)

ecny 3HayeHne pekBusuTa "Koj sTama paccMoTpeHHs
3asBJICHUS] Ha PETUCTPALMIO JIEKapCTBEHHOTO
npemnapara" (hcsdo:ApplicationStatusCode)
COOTBeTCTBYeT 3HaueHnio "06 — omoOpeHume
JKCIepTHOro oTUeTa" U 3HaYeHue pekBu3uTa "Koxa ponu
rocynapctBa-uieHa"  (hesdo:CountryKindCode)
coorBercTByeT 3HaueHuio "0l — pedepentHoe
rocygapctso", To pexkBusuT "CBeigeHus o
nexapctBeHHOM tpemnapare” (hccdo:DrugDetails)
3aI0THSAETCS 003aTENBHO

eciu 3HadeHue pexBusuta "Kop 3tanma paccMoTpeHus
3asBJICHUSI Ha PETUCTPALMIO JIEKapCTBEHHOTO
npenapara" (hesdo:ApplicationStatusCode)
COOTBETCTBYeT 3HaueHni "06 — omoOpeHHe
SKCIEpTHOTO oT4eTa" U 3HadeHue peksm3uTa "Kox ponm
rocynapcrBa-uwieHa"  (hesdo:CountryKindCode)
cootBercTByeT 3HaueHuio "0l — pedepeHTHOE
rocynapctBo”, To pekBu3uT "CBeneHus o aepxkarene (
3asBUTENIE) perucTpaonHoro yaocrosepenus” (hcedo
:RegistrationCertificateHolderDetails) 3amomnsiercs
00s13aTeNBEHO



12.

13.

14.

15.

ecnn  3HadeHue pexsusuta "Kox  ponam
rocynapcrBa-wieHa"  (hcsdo:CountryKindCode)
COOTBETCTBYyeT 3HaueHuto "02 — rocymapcTBo
npu3HaHUA", TO peKBU3UT "CBEICHHS O JIEKAPCTBEHHOM
mpemapare” (hccdo:DrugDetails) He 3amonHseTCS

ecnu  3HadeHue pexsusuta "Kox  ponam
rocynapcrBa-wieHa"  (hcsdo:CountryKindCode)
COOTBETCTBYeT 3HaueHutro "02 — rocygapcTBo

"

MPU3HAaHUA", TO B COCTaBE CIIOKHOTO pPEKBU3HTA
CBeleHust 0 PEerucTpalyy JEKapCTBEHHOTO ITperapaTa B
rocymapctBe-uieHe" (hccedo:
DrugCountryRegistrationDetails) ~ nomyckaetcs
3all0JHEHHE TOJBKO CIEAYIOIUX BJIOKEHHBIX
PEKBH3HTOB:

"ToproBoe HauMEHOBaHHE JIEKAPCTBEHHOTO Mpemnapara”
(hcsdo:DrugTradeName);

"CBeZieHHsI O JOKYMEHTaX pPErHCTPAllHOHHOTO JI0CHE
JICKapCTBEHHOr'O TIperapaTa, BHOCUMBIX B CIHHBIN
peectp” (hcedo:DrugDocumentsDetails);

"CBeieHHsI O PErHCTPAIliOHHOM YIIOCTOBEPEHHU Ha
JieKapCTBEHHBIN npenapat" (hccedo:
DrugRegistrationCertificateDetails);

"CBemeHHsT O 3asBICHHM Ha PErucTpPaIuio
JIEKapCTBEHHOTO npemnapara" (hcedo:
DrugApplicationDetails)

ecnu 3HaueHwe pexBusmurTa "Kon Buma 3asBiieHHs Ha
BBINIOJIHEHUE IIPOLEAYP, CBS3aHHBIX C pETHCTpaluei
JIEKapCTBEHHOTO npemnapara" (hesdo:
DrugApplicationKindCode) cooTBeTcTByeT 3Ha4YECHUIO
"03 — Ha BHECEHHME HM3MEHEHUH B PETUCTPALMOHHOE
mocee", pekBusnT "CBemeHus 00 U3MEHCHUH,
BHOCHMOM B pPErHUCTpPallMOHHOE JO0Che Ha
JeKapCTBEHHBIN npemapat" (hecedo:
DrugApplicationChangeDetails) B cocTaBe ci0XHOTO
pekBu3uTa "CBEACHHS O PETUCTPALNH JICKAPCTBEHHOTO
npenapara B rocynapcrae-ujieHe" (heedo:
DrugCountryRegistrationDetails) nmomkeH OBITH
3aI10JHEeH

eciu pekBm3uT "Kop Buma 3asBieHNS Ha BBIIIOIHEHUE
IIPOLEAYP, CBSI3aHHBIX C PErUCTPALUEN JIEKAPCTBEHHOTO
npenapara”  (hcsdo:DrugApplicationKindCode)
3apIOJHEH, TO COOTBETCTBYET OJTHOMY W3 3HAYCHUI:

01 - 3asBICHHEC HA PETUCTPAIMIO JICKAPCTBEHHOTO
rperapara;

02 - 3asgBicHHME Ha TONTBEPXKICHUE peructpanuu (
TIEPEPETUCTPALHIO);

03 - 3asBieHHEe Ha BHECEHHE H3MEHEHHUH B
PETHUCTPAIIIOHHOE I0CHE;

04 - 3asBlICHWE HA MPHUBEACHHUE PETHCTPAIIOHHOTO
JIOCBE JICKAPCTBEHHOTO Mperapara B COOTBETCTBHE C
tpeboBanusmu Coro3a

99 - npyroe



16.

17.

18.

19.

20.

ecny 3HayeHue pekBusnta "Koj BuIa 3asBieHHs Ha
BBIIIOJIHCHHE MPOLIEAYP, CBA3AHHBIX C perucTpaiuei
JIeKapCTBEHHOTO mpemnapara" (hesdo:
DrugApplicationKindCode) cooTBeTcTBYeT 3HaUECHHIO
"02 — 3asBICHHE Ha MONTBEpXKIACHHE perucTpanuu (
nepeperucTpanuio)” , 3Hauenue pexsuzuta "Kop stama
paccMOTpeHHs  3asiBJI€HHS] Ha  PETrUCTpaIuio
JIEKapCTBEHHOTO npenapara" (hesdo:
ApplicationStatusCode) coorBercTByeT 3HaueHH0 "06 —

000peHne SKCHEpPTHOrO0 oT4eTa" W peKkBU3uUT
CBejieHHS O PETHCTPAllMOHHOM YJOCTOBEPSHHH Ha
JeKapCTBEHHBIN npemapat" (hecdo:
DrugRegistrationCertificateDetails) 3amonneH, To
pexBusut "Jlata" (csdo:EventDate) B ero cocrase
3aIoJIHsETCs 00513aTENBHO

ecnu 3HaueHue pexBusmurTa "Kon Buma 3asBiieHHs Ha
BBITMIOJTHEHNE TPOIENyp, CBA3AHHBIX C PErucTpaluei
JIEKapCTBEHHOTO npemnapara" (hesdo:
DrugApplicationKindCode) cooTBeTcTByeT 3HaYECHUIO
"03 — 3afBIEHME HAa BHECEHHE H3MEHEHHH B
peructpauoHHoe noche" u 3HadeHue pekBusurta "Koj
JTama PacCMOTPCHHS 3asABICHUS Ha PETUCTPALHIO
JIeKapCTBEHHOTO npenapara" (hesdo:
ApplicationStatusCode) coorBeTcTBYyeT 3Ha4eHHUIO "06 —

ono0peHne SKCIepTHOTO oTdeTta", TO PEeKBU3UT "
CBengenuss 00 UW3MEHEHHMH, BHECEHHOM B
PEerUCTpallIOHHOE 0ChE Ha JIEKapCTBEHHBIHM npenapar”
(hcedo:DrugApplicationChangedDetails) 3amomasieTcs
00s13aTeIEHO

ecmn pexBu3uT "Kon craryca perucTparroHHOTO
ynoctoBepenus”  (hcsdo:RegistrationStatusCode)
3aI10JIHEH, TO COOTBETCTBYET OJJHOMY W3 3HAYCHUH:

01 - mpuocTaHOBIIEHO;

02 - aHHYTMPOBaHO;

03 - 3aperucTpupoBaHo;

04 - mpekpamieHO B CBSI3M C HCTEYEHUEM CpOKa
JICUCTBUS;

99 - npyroe

ecnu 3HadueHue pekBuzuta "Konm craryca
PErUCTPaiOHHOTO yaocToBepeHus" (hcesdo:
RegistrationStatusCode) coorBeTcTByeT 3HaueHH0 "02
— aHHyJupoBaHo", To pekBu3uT "[Ipumeuanue” (csdo:
NoteText) B cocraBe pexBusuta "CBeneHHS O
PETUCTPALIMOHHOM yJOCTOBEPEHHHN HA JIEKaPCTBEHHBIN
npenapar” (hcedo:DrugRegistrationCertificateDetails)
3aI0IHSAETCS 003aTENBHO

ecnu 3HaueHue pekBusuta "Kom craryca
peTUCTPalHOHHOTO yaoctoBepeHus" (hcsdo:
egistrationStatusCode) cCOOTBETCTBYET 3HAYCHHIO
RegistrationStatusCod "02



21.

22.

23.

24.

25.

26.

27.

28.

29.

— aHHYJIMPOBAHO", TO peKBU3UT "JlaTa aHHYIUPOBAHUS
peruCTpalHOHHOTO yaoctoBepeHus" (hesdo:
CertificateCancelDate)

3aI0JIHICTCS 00sI3aTEIBLHO

ecyu pekBU3UT "CBesleHHs 0 JIEKapCTBEHHOM IIpernapare
" (hcedo:DrugDetails) 3amonnen, To B ero cocrase
JIOJDKEH OBITH 3aIloJHEH OJWH M3 pekBH3uTOB "Kon
nexapctBeHHOH (opmbr" (hcsdo:DosageFormCode), "
HanvenoBanme nexapcrBeHHo# ¢opmber"  (hesdo:
DosageFormName) nimm "Omnucanue chIpbeBOi 4acTu
pPacTUTEIBHOTO uHTpenueHra" (hcsdo:
RawPartMaterial Text)

pekBu3uT "[IpU3HaK MPUMEHUMOCTH JIEKAPCTBEHHOTO
mpermapara B IoBeHWwiIbHOM mepuoae”  (hcsdo:
ChildJuvenileIndicator) He 3amonHsAETCS

ecnu  pekBu3UT "CBegeHHs O JOKYMEHTE
PerUCTPallMOHHOTO  JOCHE (mema)" (heedo:
RegistrationDossierDocDetails) 3anonaeH, To 3HaUeHHE
pexkBm3uta "Kox pomm rocymapcrBa-wiena" (hcsdo:
CountryKindCode) [10KHO  COOTBETCTBOBATh
snayenuto "01 — pedepenrHoe rocyaapcTo”

ecain 3HaueHue pekBuzuta "Koa  pouam
rocynapcra-uieHa"  (hesdo:CountryKindCode)
COOTBeTCTByeT 3HauyeHuio "02 — rocymapcTBO

npusHaHuA'", TO PekBU3UT "CBelneHUs O JOKYMEHTE
PETHCTPAIHOHHOTO JIOChE (memna)" (hccedo:
RegistrationDossierDocDetails) He 3anonnsiercst

pexkBu3uT "Hauampmas mata u Bpems" (csdo:
StartDateTime) moymkeH OBITH 3aNIOTHEH

pexkBuzutr "Koneunas gata u Bpems" (csdo:
EndDateTime) He 3amomHsIeTCs

ecnu 3HaueHue pekBu3uTa "Kon BHma 3asBieHUS Ha
BBITIOJTHEHUE TMPOLENYP, CBA3aHHBIX C PErucTpanuen
JIEKapCTBEHHOTO IIpernapaTa Ha JIEKapCTBEHHBIN
mpemapat”  (hcsdo:DrugApplicationKindCode)
cooTBeTCTBYeT 3HaueHuto "O1 — 3asBieHue Ha
PETHUCTpAITNIO JIEKAPCTBEHHOTO TIpenapara’, T JOKeH
OpITh 3amosiHeH pexBus3uT "Kox Buma mpouexypsl
peructparmu” (hesdo:RegistrationKindCode)

pexBusut "Kox Buna npouenypst peructpannu’ (hesdo:
RegistrationKindCode) cooTBeTCTByeT OgHOMY U3
3HAYCHU:

01 - mporenypa B3aMMHOTO IPU3HAHMS;

02 - neneHTpanu3oBaHHAS MPOIIETypa

pexBu3uT "Kox Buaa MakeTa yIakoBKH JEKapCTBEHHOTO
npemapata" (hesdo:DrugPackagelLayoutKindCode)
COOTBETCTBYET OJTHOMY M3 3HAUECHHH:

01 - makeT nepBUYHON yIaKOBKH;

02 - MakeT IPOMEXKYTOUHOU yIIaKOBKH;

03 - MakeT BTOPUYHOM yIaKOBKU



30.

31.

32.

33.

34.

pexBu3ut "JlokymeHt B Ounapaom ¢opmate" (hesdo:
PdfBinaryText) B cocTaBe CIIOXHOTO pekBHU3HTA
CBeneHUsT 0 JOKYMCHTE PETHCTPAIIMOHHOTO NOChE (
nmema)"  (hccdo:RegistrationDossierDocDetails) He

3aII0JIHACTCSA

pexBu3uT "XML-nokyment" (ccdo:AnyDetails) B
COCTaBe CJIOKHOTO pekBu3uTa "CBeleHus: 0 JOKYMEHTE
PETHCTPAIIHOHHOTO oCche (mema)" (hcedo:
RegistrationDossierDocDetails) He 3amonHseTcs

ecnu 3HaueHue peksusurta "Kon Buma nokymeHTa
PErUCTPalIOHHOTO JIeja Ha JIEKapCTBEHHBIH Mpenapar”
(hcsdo:DrugRegistrationFileCode) wmm pexBusura "
HamMenoBanue BHIa DOKyMEHTa PETHCTPAOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
3ampoc 0 MpEeJOCTaBIEHHHM  HEJOCTaloUlei
JIOTIOJIHUTENBHONH  WH(pOpManuK, HEOOXOAUMBIX
pa3bsSICHEHNH WM YTOYHEHUH JOKYMEHTOB M JIaHHBIX,
MIPEJICTABICHHBIX B PETUCTPALlMOHHOM Jaoche" W
pexBm3uT "Omucanme snementa gokymenta" (hcesdo:
DrugAttributeEnumText) 3amonmHeH, TO 3HAYeHHE
pexBu3nTa "KOJI BHJA 3JEMEHTa JOKyMeHTa" (aTpudyT
AttributeKindCode) wim pexBuU3WT "HauMeHOBaHHE
BUJAa  dJeMeHTa  JokyMmeHta"  (arpuOyr
DrugAttributeKindEnumCode) JOTKHO
COOTBETCTBOBATh 3HAYECHHUIO "CPOK OTBETA Ha 3arpoc”

ecnu 3HaueHue peksu3uTa "Koa Buma mokymeHTa
PEeTUCTPAIIOHHOIO Aeja Ha JIeKapCTBEHHBIH npenapat”
(hcsdo:DrugRegistrationFileCode) wmm peksBusura "
HauMmeHOBaHHE BUA JOKYMEHTa PErHCTPALMOHHOTO
mena Ha JekapcTBeHHBIM —mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
OTBET Ha 3ampoc O MPEJOCTaBICHUHM HEIOCTAIOIIEH
JIOTIOJIHUTENBHON ~ WH(pOpManUK, HEOOXOAMMBIX
pa3bsICHEHNH WM YTOYHEHUH JOKYMEHTOB M JIaHHBIX,
MIPEJICTAaBICHHBIX B PETUCTPAlMOHHOM Jocke" W
pexBm3uT "Omucanwme snementa gokymenta" (hesdo:
DrugAttributeEnumText) 3amoimHeH, TO 3HAYCHHE
pekBu3uTa "KOJ BHJAA DJIEMEHTa JoKyMeHTa" (aTpulyTt
AttributeKindCode) wiu pekBu3uTa "HanMeHOBaHHE
BUJa  DJEMEHTa  JOoKyMmeHTa" (arpudyT
DrugAttributeKindEnumCode) JOJDKHO
COOTBETCTBOBATh 3HAYCHHIO "HOMEp JOKYMEHTa
OcHOBaHHSA"

ecnu 3HaueHue peksusuta "Kon Buma nokyMmeHTa

PETUCTPAIIOHHOTO JIejia Ha JIEKapCTBEHHBIH Mpenapatr”
(hcsdo:DrugRegistrationFileCode) wmm pexBusura "
HaumeHoBaHue BHJA AOKYMEHTa PETHCTPAIIMOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4YeHUIO "
3ampoc O TpeACTaBICHHUH KONHMH Mactep-daiina

cuctembl (hapmakoHan3opa" U pekBusuT "OnmcaHue
anemenTa gokymenrta" (hcsdo:DrugAttributeEnumText)



35.

36.

37.

3aIl0JIHEH, TO 3HaYeHUE PEKBH3HTA "KOJ BU/Ia DIIEMEHTA
nokymenta" (atpubyrt AttributeKindCode) wnim
pexBH3HTa "HaWMEHOBAaHUE BUIA DJIEMEHTa TOKyMeHTa"
(atpubyt DrugAttributeKindEnumCode) nomxHO
COOTBETCTBOBATH 3HAYCHHUIO "CPOK OTBETA Ha 3ampoc”

ecnu 3HaueHue pekBusuTa "Kon BuIa AoKkymeHTa

PETHUCTPAIOHHOTO JIejia Ha JIeKapCTBEHHBIH mpemnapar”
(hcsdo:DrugRegistrationFileCode) wnm pexsusura "
HanmeHoBaHne BHIa JOKyMEHTa PErHCTPAIIMOHHOTO
nena Ha JekapcTBeHHblid  mpemapat”  (hcsdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3HaYeHUIO "
3alpoc TrocyJapcTBa MPU3HAHUS B OTHOLICHHH
JIOKYMEHTOB PETUCTPAIIIOHHOTO AOChe" U PEKBH3UT
Omnucanune JJIeMEHTA IoKyMeHTa" (hcsdo:
DrugAttributeEnumText) 3amonmHeH, TO 3HaYeHHE

peKxBu3nTa "KOJI BHJA 3JEMEHTa JOKyMeHTa" (aTpudyT
AttributeKindCode) wimu pexBu3uTa "HauMeHOBaHHE
BUJAa  dJeMeHTa  JokyMmeHta"  (arpuOyr
DrugAttributeKindEnumCode) JOTKHO
COOTBETCTBOBATh 3HAYCHHWIO "BUJ JIOKyMEHTa
PETUCTPAIIMOHHOTO JOChE B OTHOLIEHWH KOTOPOTO
HampaBJsgeTcs 3ampoc”

ecnu 3HaueHue pekBuszuTa "Kon Bula AokymeHTa
PETHUCTPAIIOHHOTO Jiejia Ha JIEKapCTBEHHBIH mpemnapar”
(hcsdo:DrugRegistrationFileCode) wmmm pexsusura "
HanmeHoBaHne BHIa JOKyMEHTa pPErHCTPAIIMOHHOTO
nena Ha jgekapcTBeHHbld  mpemapatr”  (hcesdo:
DrugRegistrationFileName) coorBeTcTBYeT 3HaYeHUIO "
OTBET Ha 3aIpoC TOCYIapCTBa MPU3HAHUS B OTHOILIECHUU
JIOKyMEHTOB PEruCTPalMOHHOTO N0Che" W PEeKBU3UT "
Omnucanue JJIeMEHTA JoKyMeHTa" (hcsdo:
DrugAttributeEnumText) 3amoimHeH, TO 3HAYEHHE
pekBu3UTa "KOJ BHJA DJIEMEHTa JoKyMeHTa" (aTpulyTt
AttributeKindCode) wiu pexBu3uTa "HanMEHOBaHHE
BUJa  DJEMEHTa  JOoKyMeHTa" (arpudyT
DrugAttributeKindEnumCode) JIOJDKHO
COOTBETCTBOBATh 3HAYCHHIO "HOMEp JOKYMEHTA
ocHOBaHUA"

ecnu 3HaueHue peksusuta "Kon Buma nokymeHTa
PETUCTPAIIIOHHOTO JIeja Ha JIEKapCTBEHHBIH mpenapat”
(hcsdo:DrugRegistrationFileCode) wmm pexBusura "
HanMmeHOBaHHE BUA JTOKYMEHTa PErHCTPALMOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hcesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3HaYCHUIO "
OTBeT Ha 3aMeYaHHsd OT TOCyIapcTBa MpHU3HAHUA" U
pexBm3uT "Omucanue s3nementa gokymenta" (hesdo:
DrugAttributeEnumText) 3amonHeH, To 3HaYeHHE
pexBH3HTa "KOA BHAA DIIEMEHTa JTOKyMeHTa" (aTpuOyT
AttributeKindCode) mnmm pexBu3uTa "HamMeHOBaHWE
BUIa  DJEMeHTa  JoKyMmeHTa" (aTpubyTt
DrugAttributeKindEnumCode) JIOJIKHO
COOTBETCTBOBAaTh 3HAYCHHIO "HOMEp JOKyMEHTa
ocHoBaHHUs"



38.

39.

40.

41.

42.

43.

ecmu  pexBusuT "Kom Buma azgpeca" (csdo:
AddressKindCode) B cocraBe CI0XXHOTO peKBH3HTA
Anpec" (ccdo:AddressV4Details) 3amomHeH, TO €ro

3HaYeHHE JOJDKHO COOTBETCTBOBATH OJHOMY W3

CIEAYIOMINX 3HAYCHUI:

1 — "agpec peructpanuu';

2 — "daxTrueckuii agpec";

3 — "mouroBsIi ampec"

€CIIM 3HaUCHHE PEKBHM3MTA "KOJ EIMHUIIBI N3MEPEHUs
JO3UPOBKM W  KOoHumeHtpauuu"  (atpubyTt

SubstanceMeasureCode) cooTBeTCTByeT 3Ha4YeHHIO "
apyroe", TO pPEKBH3UT '"HAaWMEHOBAaHUE €IMHHUIIBI
M3MEpEeHMs TO3UPOBKH M KOHIEHTpanuu" (aTpudyT

SubstanceMeasureName) 3amoHAeTCs 0053aTeIbHO

ecnu 3HayeHWe pekBusuTa "Kon Buaa 3asBiCHUs Ha
BHINIOJIHECHHE TMPOLEAYP, CBA3AHHBIX C pEerucTpaluei
JeKapCTBEHHOTO npemnapara" (hesdo:
DrugApplicationKindCode) coorBeTcTBYeT 3HaYeHHUIO "
99 —npyroe", To pekBH3UT "HammeHoBaHHE BHAA
3asBJICHHS Ha BBINIOJIHEHHE IPOIEIYpP, CBS3aHHBIX C
peructpanuel JyekapctBeHHoro mnpenapara” (hcsdo:
DrugApplicationKindName) 3amomHsieTcst 00s3aTeTHHO

ecnu 3HadeHue pekBusuTa "Kop 3tama paccMoTpeHus
3asBJICHHUSI Ha PETUCTPALMIO JIEKapCTBEHHOTO
npenapara" (hesdo:ApplicationStatusCode)
COOTBETCTBYET 3HAUEHHUIO '"Apyroe", TO PEKBU3HUT
HauMeHoBaHMe dTama paccCMOTPEHHs 3asiBICHUS Ha
peructpanuio JekapcTBeHHoro mpemapata" (hcsdo:
ApplicationStatusName) 3amoHseTcst 0053aTeIbHO

ecnun 3HaueHue peksBusuta "Kox cratyca
peTuCTpalHOHHOTO yaoctoBepeHus" (hesdo:
RegistrationStatusCode) cooTBeTcTByeT 3HaYeHHIO
npyroe", To pexBusuT "HammeHoBaHHWEe crTaryca
PETUCTPAIMOHHOTO yaocToBepeHus" (hcsdo:
RegistrationStatusName) 3anoyHseTCs 0053aTeIbHO

ecnu pexBm3uT "Kom Buma ocoboro ycioBus
peructpamun JekapctBeHHoro mnpenapara” (hesdo:
DrugUsageRestrictionKindCode) 3amnosnunen, T1o
COOTBETCTBYET OJTHOMY M3 3HAaUCHHN:

01 - BriTIOYEHHE ONpeAeIEHHBIX Mep IS O0ECTICUCHUS
0€e3011acHOr0 MPUMEHEHHSI JISKApCTBEHHOTO Tpernapara
B CHCTEMY YIIPABJICHUS PHCKaAMH;

02 - mpoBeseHNe NOCTPETHUCTPAIIMOHHBIX NCCIIEIOBAHUN
0e30MacHOCTH,

03 - ycraHOBIE€HHE NOMOJIHHUTENIBHBIX TPEOOBAaHUH K
perucTpanuy 1 nogade COOOMEHNH 0 TI0A03PEeBACMbIX
HEXXEJIATEIbHBIX PEAKIHAX;

04 - mpoBeeHNE OCTPETHCTPAIIMOHHBIX NCCIIEIOBAHUN
3¢ (eKkTUBHOCTH, MPH HEOOXOAMMOCTH HCCIICAOBAHUS
Pa3IUYHBIX acleKTOB 3 (HEKTHBHOCTH JIEKAPCTBEHHOTO
npenapara, KOTopble He MOTYT OBITb MCCIIEJJOBaHBI IO
Havalia peaiu3aliy JIEKapCTBEHHOTO Mperapara;



44,

45.

46.

47.

48.

49.

50.

05 - nmpyrue ycnoBus WIM OTpaHMYEHHUS B LEIIX
OezomacHoro W 3(G(PEKTHBHOTO MPUMCHEHUS
JIEKapCTBEHHOTO IIperapara

ecni 3HaueHue pexBusuTa "Kon Buga 0codoro ycioBus
peructpanuu JiekapctBeHHoro mpemnapara" (hesdo:
DrugUsageRestrictionKindCode)  coorBercTByeT
3HAUYCHUIO "PYTHe YCIOBHS WM OTPAaHUYCHUS B IENSX
OezomacHoro W A((PEKTHBHOTO NPUMECHEHUS

"

JIEKapCTBEHHOTO TMpemapara", TO PEKBHU3UT
HanmenoBanue Buaa 0CO0Or0o yCIOBHS PETUCTPALUA
JIEKapCTBEHHOTO npenapara" (hesdo:

DrugUsageRestrictionKindName)  3amonHsercs
00s13aTeIEHO

ecnu pekBu3uT "CBeieHns 00 M3MEHEHUH, BHOCUMOM B
pErucTpanMoHHOE 10Che Ha JISKapCTBEHHBIH mpenapat”

(hcedo:DrugApplicationChangeDetails) wiu "Ceenenus
00 M3MEHEHUH, BHECEHHOM B PETHUCTPALMOHHOE J0ChE

Ha JeKapCTBECHHBIN npenapat" (hccdo:
DrugApplicationChangedDetails) 3amomHeH, TO B ero

COCTaBe JIOJDKEH OBITh 3amoyiHeH pekBusut "Kox tuma
u3MeHeHus: B peructpaunonHoM pocke" (hcsdo:
ChangeTypeCode) u (wnn) pexsusut "HaumeHoBaHue

TUIa U3MEHEHUs B peructpaunoHHoM gaocke” (hesdo:
ChangeTypeName)

ecnu 3HaueHue pekBuszuTa "Koa Tuma m3MeHEHHs B
peructpaimonroM aocke" (hesdo:ChangeTypeCode)
COOTBETCTBYET 3HaueHHUIO '"Apyroe", TO PEKBU3UT
HaunmMeHoBaHue THIIa M3MEHEHHS B PETHCTPALIMOHHOM
nocee"  (hcsdo:ChangeTypeName) 3amomHsieTcs
00s13aTeNBEHO

ecnu 3HaueHue pexBusuta "Kom pasmena

peructparonsoro nocke” (hesdo:DossierSectionCode)
COOTBETCTBYET 3HAauYCHHUIO "Apyroe", TO peKBU3UT "
HammenoBanue pasnena perucTpannoHHOro gocke” (
hcsdo:DossierSectionName) 3amoiHseTCsl 0053aTEITHLHO

€CIM 3HAYCHHE PEKBH3UTa "KOJA BHUAA DJIEMEHTA
nokymenta"  (atpubyr  AttributeKindCode)
COOTBETCTBYET 3HauyeHUIO "Apyroe", TO PEKBU3HUT
HanMEHOBaHUE BHIA dIIEMEHTa JOKyMeHTa" (aTpuOyT
DrugAttributeKindEnumCode) 3aIMOTHAETCA
00s13aTeIbHO

ecnu 3HaueHue pekBuszuTa "Kon BuIa AokymeHTa
PETHUCTPAIIOHHOTO Jiejia Ha JIeKapCTBEHHBIH npemapar”
(hesdo:DrugRegistrationFileCode) cootBercTByeT

3HadYeHuto "apyroe", To pekBu3uT "HammeHnoBaHme
BHJIa JOKYMEHTa PErHCTPAllHOHHOrO Jejia Ha

JICKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationFileName) 3amonHsieTcss 00s3aTeIBHO

ecin 3HadeHue peksm3urta "Kon Bmma mokymeHTa
PETHCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIN Mpenapar
" (hcsdo:DrugRegistrationDocCode) cooTBeTcTBYyeT
3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHUe



51.

52.

53.

54.

55.

BHJIAa [JOKYMEHTa pETHCTPAllMOHHOTO0 J0Che Ha
nekapcTBeHHBIH npenapat” (DrugRegistrationDocName
) 3amoJTHsAeTCS 00s3aTeILHO

ecnu pekBU3UT "CBesleHHs 0 JIEKapCTBEHHOM IIpernapare
" (hcedo:DrugDetails) 3amosnnen, To B ero cocrase
nmoiokeH ObITh 3amonHeH pekBm3uT "Kog ATX" (hesdo:
ATCCode) wnm pekBusur "HanmMmeHoBaHme
JIEKAapCTBEHHOI'0 mpemnapaTta B cooTBercTBUM ¢ ATX
knaccudukanuei” (hesdo:ATCName)

ecnu pekBU3UT "Koa JONMONHUTENBHOrO INpHU3HAKa
JIE€KapCTBEHHOTO npenapara" (hcsdo:
DrugAdditionalFeatureCode)  3amomHeH, TO
COOTBETCTBYET OJTHOMY M3 3HAUCHHH:

01 - pacTuTenbHEIH;

02 - roMeonaTHYECKHIA;

03 - pagmoapMaleBTHICCKUIA;

04 - BEICOKOTEXHOJIOTHIHBII;

05 - OMOTEXHOJIOTHYCCKUH;

06 - *MMYHOJIOTHYECKHH;

07 - mpenapaT niaa3msl KpOBY;

99 - npyroe

ecnu 3HaueHWe pexBuinTa "Kox MOMONMHHUTETHHOTO
nmpu3Haka JiekapctBeHHoro mpenaparta"  (hesdo:
DrugAdditionalFeatureCode) cOOTBETCTBYET 3HAUCHHUIO
"npyroe", To pexBu3uT "HaumeHoBaHHe
JIOTIOTHUTEILHOTO  TPU3HAaKa  JIEKAPCTBEHHOTO
nperapara”  (hcsdo:DrugAdditionalFeatureName)
3aroHAeTCS 0053aTEIEHO

ectu pexkBu3uT "Kom BHIa perucTpupyemoro
JIEKapCTBEHHOTO npenapara" (hesdo:
RegistrationDrugKindCode)  3amomnen,  TO
COOTBETCTBYET OTHOMY M3 3HAUCHHH:

01 - opuruHanbHbIN;

02 - BocIipou3BEACHHBI;

03 - buoanaJor;

04 - rubpUIHEIH;

05 - xopoI1110 U3y4eHHBIH;

06 - KOMOMHUPOBaHHBIN;

07 - pedepenTHBIN

ecnu pexkBu3uT "Konm cremeHu H3MeENbUEHHOCTH
CBIPBEBOM YacTH pactutensHoro marpeauenta’ (hesdo:
DegreeRefinementRawMaterialCode) 3anonneH, To
COOTBETCTBYET OJTHOMY M3 3HAaUCHHN:

01 - nensHOE;

02 - u3MeNnbYEHHOE;

03 - moporok;

99 - npyroe

ecnu 3HayeHue pekBusuta "Koa cremenu
WU3MEJIBUYECHHOCTH CHIPHEBOM YacTH DPaCTHTEIBHOTO
nHTpeauecHTA" (hcsdo:
DegreeRefinementRawMaterialCode) cooTBeTcTBYyeT



56.

57.

58.

59.

60.

61.

62.

63.

64.

3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHue
CTENEHW H3MEIbYCHHOCTH CHIPHEBOH  YacTH
PacTHUTENBPHOTO WHITPEAWEHTA  JIEKAapCTBECHHOI'O
npemapara" (hesdo:
DegreeRefinementRawMaterialName) 3amnonnsiercs
00s13aTeIbHO

ecmu  pexBusuT "Kom cratyca opdanHOTO
nexapcTBeHHOTO TTpenapara” (hcsdo:OrphanDrugCode)
3aI10JHEH, TO COOTBETCTBYET OJHOMY U3 3HAUCHUIL:

01 - mpucBoeH cratryc ophaHHOTO;

02 - He mpucBoeH cTatyc ophaHHOTO;

03 - B mpotecce paccMOTpEeHHUS

ecnu pekBusuT "Anpec" (ccdo:AddressV4Details) B
COCTaBe JIIOOBIX CIIOKHBIX PEKBU3UTOB 3aIIOJHEH, TO B
ero cocraBe pexBu3ut "Kox cTpans" (csdo:
UnifiedCountryCode) 3amonasieTcst 00s3aTebHO

ecnu pekBusut "Anpec" (ccdo:AddressV4Details) B
cocTaBe JIFOBIX CI0KHBIX PEKBU3UTOB 3aMOJHEH, TO B
ero cocraBe pekBusuT "Kon Bmma anmpeca" (csdo:
AddressKindCode) 3anonnsiercst 00s3aTensHO

ecnu pekBusuT "Anpec" (ccdo:AddressV4Details) B

COCTaBe JIIOOBIX CIIOKHBIX PEKBU3UTOB 3aIOJHEH, TO B
€ro COCTaBe JIOJKCH OBITh 3amoiiHeH pekBu3uT "T'opox"
(csdo:CityName) nu pexBusut "HaceneHHbIit myHKT" (
csdo:SettlementName)

eciu pexkBm3ut "Anpec” (ccdo:SubjectAddressDetails) B
COCTaBe JIOOBIX CIOXHBIX PEKBH3HUTOB 3aIllOJHEH, TO

pexBu3uT "Ymuna" (csdo:StreetName) B ero cocrase

3aMoJTHSIETCS 00A3aTENBHO

ecnn  pekBusuT "KoHTakTHbIM pekBm3ut" (ccdo:
CommunicationDetails) B cocTaBe JIOOBIX CIIOKHBIX
PEKBU3UTOB 3aI0JIHEH, TO B €r0 COCTaBE JI0JDKEH OBITh
3anonHeH pekBu3uT "Konx Buma cBsazu" (csdo:
CommunicationChannelCode) wnum  pexBusur "
HauMmenoBanue BUIA cBa3n" (csdo:
CommunicationChannelName)

ecmu  pexBu3ut "Kox Bmma cBsa3u"  (csdo:
CommunicationChannelCode) 3amomHeH, TO ero
3HaYCHHE JOJDKHO COOTBETCTBOBAaTh OJHOMY W3
CJEYIOIIMX 3HAYEHUI:

AO — "agnpec caiita B cetn aTEepHET",;

TE — "renedon";

EM — "snextpoHHas nmouta';

FX - "tenedaxc"

ecnmu pekBU3UT "CBeNeHHsS O HaMMEHOBAaHHH
nexkapcTBeHHoro mpemapara (cpenctsa)"  (hccdo:
DrugNameDetails) 3anosHeH, To B ero cocTaBe J10JKeH
ObITE 3amonHeH pekBm3UT "Kon HamMeHOBaHHUS
akTUBHOHM (apmanerrueckoit cyOcranmuu” (hesdo:
DrugCode) nnn pexBm3ut "HammeHoBaHNE aKTHBHOU
(bapmanesTuyeckoii cyocraniun” (hesdo:DrugName)
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ecnmu  pekBu3UT "CBemeHus 00 aKTHUBHOM
(dapmaneBTHueckol  CcyOCTaHIMM B  COCTaBe
JIeKapCTBEHHOTO mpemapara" (hccedo:
ActiveSubstanceDetails) 3amoigHeH, TO B €ro cocTaBe
JOJKeH OBITh 3amoiHeH pekBH3UT "Koni axTuBHOM
(dbapmareBTHYCCKON cyocranuu" (hcsdo:
ActiveSubstanceCode) wiu "HanMeHOBaHUE aKTUBHON
(apmaneBTHYECKOH cyOcTaHINH"
(hcsdo:ActiveSubstanceName)

ecnu  pexkBu3uT Koa (yHKuMM B cocTaBe
JIEKapCTBEHHOTO npemnapara" (hcsdo:
DrugSubstanceRoleCode) 3amonHeH, TO COOTBETCTBYET
OJIHOMY U3 3HaUEHUH:

01 - neficTByrolI€€E BEUIECTBO;

02 - BcmoMorareiabHOe BeleCcTBO;

03 - pearent

eciM 3HayeHue pexBusnuTa "Kox GyHKUnM HHrpenueHTa
B coctaBe JekapcTtBeHHoro mpemnapara" (hcsdo:
DrugSubstanceRoleCode) wunm  pexBuszura "
HaumenoBanue (GyHKIMHM WHICPEIUEHTa B COCTaBe
JIeKapCTBEHHOTO npemnapata" (hesdo:
DrugSubstanceRoleName) cooTBeTcTByeT 3HaueHHIO "
JeHCTBYIOIIEE BEIIECTBO", TO B COCTAaBE€ CJIOXKHOIO
pexBm3uTa "CBeneHUs 00 WHTPEAMEHTE, BXOIAIIEM B
coctaB  JekapctBeHHoro  mpemaparta"  (hccedo:
DrugSubstanceDetails) momkeH ObITh 3amoJiHEH
pekBu3uT "CBeeHus 00 aKTUBHOM (hapMaineBTHUCCKOM
cyOCTaHIIMM B COCTaBe JIGKAPCTBEHHOTO Ipemnapata’ (
hcedo: ActiveSubstanceDetails)

ecyn 3HayeHne peksm3uta "Koa ¢pyHKIMM MHTpeuenTa
B cocTtaBe JekapcTBeHHoro mpemapara” (hcsdo:
DrugSubstanceRoleCode) wunum  pexBusura "
HaumMeHnoBanue (yHKIMH HHTPEIUEHTa B COCTaBe
JIE€KapCTBEHHOTO npenapara" (hcsdo:
DrugSubstanceRoleName) cooTBeTcTBYyeT 3Ha4YCHHIO "
JIeHCTByIOIee BEmecTBO", TO B COCTaBe CIOXKHOTO
pekBusnTa "CBeneHusi 00 MHTPEANCHTE, BXOIAIIEM B
coctaB  JjekapctBeHHoro  mpemapara"  (hcedo:
DrugSubstanceDetails) pekBusutbl "CBencHus o0
BCIIOMOTAaTEIbHOM  BEIIECTBE B  COCTaBe
JeKapCTBEHHOTO mpemnapara" (hccedo:
AuxiliarySubstanceDetails) wu "HanmeHnoBanme
peareHra, BXOISIIETO B COCTaB JIEKAPCTBEHHOTO
npenapara" (hcsdo:ReagentName) He 3amonHsroTcst

eciy 3HaYeHue pekpm3uta "Kon GyHKIUM MHTpeTueHTa
B coctaBe JekapcTtBeHHoro mpemnapara" (hcsdo:
DrugSubstanceRoleCode) wunm  pexBuszura "
HaumenoBanue (GyHKIMHM WHTPEIUEHTa B COCTaBe

JIeKapCTBEHHOTO npemnapata" (hesdo:
DrugSubstanceRoleName) cooTBeTcTBYeT 3Ha4YCHHIO "
BCIIOMOTaTEJIEHOE BEMIECTBO'", TO B COCTaBE CIIOKHOTO
pexBm3uTa "CBeneHus 00 WHTPEAMEHTE, BXOISIIEM B

coctaB  JekapctBeHHoro  mpemaparta"  (hcedo:
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DrugSubstanceDetails) nomkeH ObITh 3amoyiHeH
pexBu3uT "CBeAeHNs 0 BCIIOMOTaTEIbHOM BEIIECTBE B
coctaBe JekapcTtBeHHoro mpemnapata"  (hccdo:
AuxiliarySubstanceDetails)

ecii 3Ha4eHue pekBusuta "Kox GyHKIMM HHrpeareHTa
B cocraBe JiekapcTBeHHoro mpemnapara” (hcsdo:
DrugSubstanceRoleCode)  wnmm  pexBusmra "
HaumMenoBanne ¢(yHKUIMM HHTpEJUEHTa B COCTaBe
JIEKapCTBEHHOTO npemnapara" (hcsdo:
DrugSubstanceRoleName) cooTBeTcTBYyeT 3Ha4YCHHIO "
BCIIOMOT'aTeJIbHOE BEIIECTBO'", TO B COCTAaBE CIOMXHOTO
pexBusuTa "CBeneHust 00 MHIpENCHTE, BXOISIIEM B
cocraB  JjekapcTBeHHoro  mpemnapara”  (hccdo:
DrugSubstanceDetails) pexBusuter "CBeneHus 00
aKTUBHOW (papMaleBTHYECKONW CyOCTaHIIMHM B COCTaBe
JIEKapCTBEHHOTO npemnapara" (hcedo:
ActiveSubstanceDetails) n "HaumeHnoBanue pearcHra,
BXOJSIIIIETO B COCTaB JIEKapCTBEHHOro mpemapara” (
hcsdo:ReagentName) He 3amomHsroTCS

ecni 3HadeHue pekBusura "Kox GyHKIMKM HHTpeareHTa
B cocTaBe JekapcTBeHHoro mpemapata" (hcsdo:
DrugSubstanceRoleCode) wunam  pexBusuTa
HaumMenoBanue (yHKIMH HHTpEIUEHTa B COCTaBe
JeKapCTBEHHOTO npenapara" (hcsdo:
DrugSubstanceRoleName) cooTBeTcTBYyeT 3Ha4YeHHIO "
pearent", To B cocraBe pekmsuta "CBemeHus o006
HHTPEUCHTE, BXOSIIEM B COCTaB JIEKAPCTBEHHOTO
npemnapara” (hccdo:DrugSubstanceDetails) momxen
OBbITh 3amoNHeH pekBH3UT "HanMeHOBaHHE peareHTa,
BXOJALIETO B COCTaB JICKAPCTBEHHOro mpemapara"” (
hcsdo:ReagentName)

ecii 3Ha4eHue pekBuzuta "Kox GyHKIMHM HHrpeareHTa
B cocTaBe JekapcTBeHHoro mpemapara” (hcsdo:
DrugSubstanceRoleCode)  wnm  pexBusura "
HaumMenoBanue ¢(yHKUWM WHTpEIUEHTa B COCTaBe
JeKapCTBEHHOTO mpemnapara" (hesdo:
DrugSubstanceRoleName) cooTBeTcTBYyeT 3Ha4YeHHIO "
peareHT", TO B COCTaBe CIOXHOTO peKkBuU3uTa "
CBCI[CHI/I}I 06 HHTPCAUCHTC, BXOJAAIICM B COCTaB
JIeKapCTBEHHOTO npemnapara" (hcedo:
DrugSubstanceDetails) pexBusznutsl "CBeneHust 06
aKTHBHOH (papManeBTHYECKOI CyOCTaHIMH B COCTaBE

JIeKapCTBEHHOTO npemnapara" (hccdo:
ActiveSubstanceDetails) wu  "CBemeHus o
BCIIOMOTATEILHOM  BEIIECTBE B  COCTaBe
JIEKapCTBEHHOTO npemnapara" (hcedo:

AuxiliarySubstanceDetails) He 3amonHsroTCcs

ecrn pekBm3uT "CBeACHHS O BCIIOMOTAaTEIbHOM
BEIIECTBE B COCTaBe JIEKapCTBEHHOro mpemapata" (
hcedo: AuxiliarySubstanceDetails) 3amonsen, To B ero
COCTaBe JOJDKCH OBITh 3amoyiHeH pekBu3uT "Kon
BCIIOMOTATENHHOTO BEUIECTBA, BXOJIIETO B COCTaB
JeKapCTBEHHOTO npenaparta" (hesdo:
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AuxiliarySubstanceCode) wunu "HanmeHoBanwue
BCIOMOT'aTEJIbHOIO BELISCTBA, BXOMSIIECIO B COCTaB
JIeKapCTBEHHOTO mpemnapara" (hesdo:
AucxiliarySubstanceName)

ecnu pexBu3uT "CBegeHUsT O BCIIOMOTraTeIbHOM

BEIIECTBE B COCTaBE JIGKAPCTBEHHOro mpemapaTa" (
hcedo: AuxiliarySubstanceDetails) 3amonHeH, To B ero
CcOCTaBe JOJDKEH OBITh 3amonHeH pekBu3uT "Kox
(YHKIMOHAIBHOTO Ha3HAYEHHs BCIOMOIATEIbHOTO
BemiecTBa" (hcsdo:FunctionalPurposeCode) wiun

HaumMenoBanne (QyHKIIMOHATLHOTO HA3HAYCHUS

BCIIOMOTATEIIBHOTO BemecTBa" (hcsdo:
AuxiliarySubstanceName)

€CIM PEeKBHU3UT "KOJA THIA BEIUYHHBI JTO3UPOBKHU (
KOHIIeHTpanuun)"

(atpudyT SubstanceMeasureTypeCode) 3amonHeH, TO
€ro 3HaueHHe JIOJDKHO COOTBETCTBOBATH OJHOMY M3

CJEeIyIONINX 3HAYSHU:

01 — yxa3aHa TOYHasl BETMYMHA JTO3UPOBKY;

02 — BenuuuHaA [O3UPOBKHM MeEHbIIE JMOO paBHA

YKa3aHHOMY 3HAYCHUIO;

03 — BenuumHA JO3MPOBKH Oousible MO0 paBHA

YKa3aHHOMY 3HAYCHUIO;

04 — BenwYWHA MO3UPOBKH MEHBIIE YKa3aHHOTO

3HAYCHHS,

05 — BenuwumHaA MOO3UPOBKH OOJIBINE yKa3aHHOTO

3HAYCHUSA

ecnu pekBU3UT "CBeleHHs O €AMHHUIE JAO3UPOBAHUA
coctaBa JekapcTtBenHoro mpenapara"  (hccdo:
DrugDosageUnitDetails) 3anonHeH, To B €ro cocrase
JOJDKEH OBITh 3amoiHeH pekBu3uT "Kox BHIa eMMHULEL
BBIpOKEHHUSI COCTaBa IeKapCTBEHHOro mpemapara’ (
hesdo:DrugDosageUnitKindCode) wnu  pexBuszut "
HaumenoBanue BUJa €AWHHIBI BBIPpAXKXCHUA COCTaBa
JIeKapCTBEHHOTO npemnapata" (hesdo:
DosageUnitKindName)

ecmn pexkBusnT "Koa Buma equWHUIBI BBIPaKEHUS
coctaBa JjekapctBenHoro mpemapara"  (hcsdo:
DrugDosageUnitKindCode) 3anosHeH, TO ero 3HaucHue
JOJDKHO COOTBETCTBOBATH OIHOMY M3 CIIEIYIOLIMX
3HAYEHUH:

01 — mo3upoBKa yka3aHa Ha €AMHUILYy JIEKaPCTBEHHOU
(hopmBr;

02 — mo3upoBKa yKka3aHa Ha SAUHUITY JO3UPOBAHHUS,

03 — mo3upoBKa yKa3aHa Ha CAWHUITY MacChI;

04 — no3upoBKa yka3aHa Ha SAMHUILY 00bEMa;

05 — nmo3umpoBka ykazaHa Ha o0lIee KOJIHYECTBO
JICKApCTBECHHOTO CPEJICTBA B IEPBUYHON YIIAKOBKE;

06 — no3upoBKa yka3aHa Ha €AMHUIYy 0oObeMa rocie
pacTBOpeHUS;

07 — mo3mpoBKa yka3aHa Ha eAWHHUITy o0BbeMa mepen
pa3BencHUEM;
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08 — mo3npoBKa yKka3aHa Ha €JUHUILY BPEMEHH;
09 — no3upoBKa yka3aHa Ha €AMHUIYy JI€KapCTBEHHOU
(hopMBI, COBIAJAIONIYIO C SIMHHIICH JO3UPOBAHUS

ecnu pekBu3UT "CBeneHus o mpousBoauTese"
(hccdo:ManufacturingAuthorizationHolderV2Details)
3aI0JIHeH, TO B €r0 COCTaBe JOJDKEH OBbITh 3alOJHEH
pexBu3uT "HanMmeHoBaHKE XO3SUCTBYIOIIETO CyObeKTa"
(csdo:BusinessEntityName) u (nn) pexBusut "KpaTtkoe
HaMEHOBaHHE XO3sgHCTByromero cyowekra" (csdo:
BusinessEntityBriefName)

ecan pexkBu3uT "CBeneHus: o aepratene (3asBUTEINE)
PeTUCTPAIlHOHHOTO yaocToBepeHus" (hcedo:
RegistrationCertificateHolderDetails) 3anomnnen, to B
€ro cocraBe JOJDKEH OBbITh 3amoyiHeH pekBu3uT "Kop
ctpansl” (csdo:UnifiedCountryCode)

ecan pekBu3uT "CBeneHUs o aeprkatene (3asBUTEINE)
peTUCTPalHOHHOTO yaocToBepeHus" (hcedo:
RegistrationCertificateHolderDetails) 3anomnnen, to B
€ro COCTaBe JIOJDKEH OBITh 3alOJIHEH PEKBU3HT
HanmenoBanme xo3siicTByromero cyopekra" (csdo:
BusinessEntityName) u (wim) pexBusut "Kpartkoe
HAUMEHOBaHHUE XO3sMcTBYyromEero cyobekra" (csdo:
BusinessEntityBriefName)

B COCTaB€ CJIOXHOIo pPEKBU3HUTA "CBCI[CHI/IH (8}

npousBogurene" (hccdo:
ManufacturingAuthorizationHolder V2Details) nomken
OBITH 3al0JIHEH PEKBU3HUT "Kon

OpraHU3aIMOHHO-TIPABOBOM dbopmbr" (csdo:

n

BusinessEntityTypeCode) 38105 PEKBU3UT
HanmeHnoBanue opraHH3alliOHHO-TIPaBOBOU (HOpMBI" (
csdo:BusinessEntityTypeName)

B COCTaBe CJIOXKHOro pekBu3uTa "CBeaeHHs 00
YIIaKOBaHHOW eIMHMIIE JICKapCTBEHHOTo Tpemnapara’ (
hccdo:PackageDetails) nomken ObITh 3amoiHEH
pexBu3utr "Kom BHOa TEpBHYHOW YIaKOBKH
JIeKapCTBEHHOTO npemnapara" (hesdo:
DrugPackageKindCode) nnu pekBusut "HanmeHnoBanue
BU/Ia TIEPBUYHOM YIIAaKOBKU JICKAPCTBEHHOTO Iperapara
" (hcsdo:DrugPackageKindName)

ectu pexBm3uT "[lpmsHak HepachacoBaHHOM
npoxykuun (in  bulk)" (hesdo:InbulkIndicator)
COOTBECTBYeT 3HaueHUI0 0 — MPOAYKLHUS HE SBISETCA
Hepac(hacOBaHHOM, TO B COCTaBe CIIOKHOTO PeKBH3HTA "
CaeneHust 00 yrakoBaHHOM €IMHUIIE JIEKAPCTBEHHOT'O
mpernapata" (hccdo:PackageDetails) B cocrase
pexBu3uTa "KonudyecTBo B yIaKkOBKE JICKAPCTBEHHOTO
mpemapara” (hccdo:PackageMeasureDetails) pexksusur "
KonuvecTBo B ynakoBKe JIeKapCTBEHHOTO mpemnapara (
hcsdo:PackageMeasure) o0si3aTeneH A/ 3al0IHCHUS, U
pexBu3UTH "HrokHss rpaHuna MHTEpBaJa KOJIMYECTBA B
ynakoBke JekapctBeHHoro mpemapata”  (hesdo:
PackageLowerLimitMeasure), "BepxHsisi TpaHuIa
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WHTEpBaJla KOJMYECTBA B YIAKOBKE JICKAPCTBEHHOTO
npemnapata” (hcsdo:PackageUpperLimitMeasure) He
3aTOJTHSIOTCS

ecmu  pekBusutr "llpusHak HepacdacoBaHHOM
npoaykuun (in  bulk)" (hcsdo:InbulkIndicator)
COOTBECTBYET 3HAYCHUIO | — MPOIYKUHS SBISETCS
Hepac(acoBaHHOM, TO B COCTABE CII0KHOTO PEKBU3HUTA "
Ceenennst 00 yImakOBaHHOW €AMHUIIE JIEKAPCTBEHHOTO
npenapara” (hccdo:PackageDetails) B cocrase
pekxBusuTa "KoinuecTBo B ymakoBKe JIEKAPCTBEHHOTO
npemnapata" (hccdo:PackageMeasureDetails) pekBU3HUTBI
"HukHsisl TpaHKLla HHTEpBaia KOJIUYESCTBA B YIAKOBKE
JeKapCTBEHHOTO npenapara" (hcsdo:
PackageLowerLimitMeasure), "Bepxssst TpaHHIa
MHTEpBaja KOJIMYECTBA B YMAKOBKE JIEKAPCTBEHHOTO
npemapata"  (hcsdo:PackageUpperLimitMeasure)
00513aTeNIbHBI JJIs 3ATIOTHCHUS U

ecmu  pexBm3uT "[lpmsHak HepachacoBaHHOU

nponykuuu (in  bulk)" (hcsdo:InbulkIndicator)

COOTBECTBYET 3HAYEHHIO | — NPOAYKIHs SBISETCS
HepachacoBaHHOW, TO pekBu3uT "KoymuecTBo B
ynakoBke JiekapctBenHoro mpemapara”  (hccdo:
PackageMeasureDetails) B cocTtaBe Ci0XHOTO

pekBuzuta B "CBemeHuss o ¢opMe BBINTyCKa

JIeKapCTBEHHOTO mpemapara" (hccdo:
PackageFormDetails) He 3anmonasercs

ecin  pekBusur "lIpusHak HepacdacoBaHHOM
mponyknuu (in  bulk)" (hcsdo:InbulkIndicator)
COOTBECTBYET 3HaueHUI0 0 — MPOXYKUUs He SBIAETCS
Hepac(acoBaHHOH, B COCTaBE CIIOKHOTO PEKBHU3UTA
Ceenennst 00 yImakOBaHHOW €AMHUIIE JIEKAPCTBEHHOTO
npemapata" (hccdo:PackageDetails) momkeH OBITh
3anonHeH pexBu3uT "Konm Bupma BropuuHO#  (
MOTPEOUTENBCKOIM) YMAKOBKH  JIEKAPCTBEHHOI'O
npenapara” (hcsdo:DrugSecondaryPackageKindCode)
nin pekBu3uT "HanMeHoBaHWE BHIOa BTOPUYHOM (
MOTPEOUTENBCKOW)  YMAaKOBKH  JICKAPCTBEHHOTO
npemnapata" (hcsdo:DrugSecondaryPackageKindName)

"

Ecnu pexBusut "CBegeHHUs O PETHCTPALMOHHOM
yIOCTOBEpEHNH Ha JieKapcTBeHHBbIH mpenapat” (hcedo:
DrugRegistrationCertificateDetails) 3amomnen, wu
3Ha4YeHne peksmusuta . "Kop ponn rocynapcrBa-uieHa"
(hcsdo:CountryKindCode) COOTBETCTBYET
pedepeHTHOMY rocynapcTBy, TO B 0OOIEM peecTpe
JOJDKHBI TIPUCYTCBOBATh CBEICHHS, JUISI KOTOPBIX
3HaueHus pekBusuTtoB "Homep 3asgBineHus o
peructpanuu JekapctBeHHoro mpemnapara" (hesdo:
Applicationld), "Kox cTpanst
(csdo:UnifiedCountryCode)" B cocraBe pexBu3ura "
CBezeHNs 0 PETHCTPAIMH JIEKAPCTBEHHOTO ITpernapara B
rocynapcrpe-uieHe"
(hccdo:DrugCountryRegistrationDetails) coBmamaioT ¢
MepelaHHbIMHI, a TAaKXKe 3aMoJIHEH PeKBU3HT "JlOKyMeHT



B ¢opmare PDF" (hcsdo:PdfBinaryText)B cocraBe
CIIEIYIOMUX CJOXHBIX PEKBHU3UTOB: "CBemeHHS 00
WHCTPYKIHH 10 MEIUIUHCKOMY IPUMEHEHHIO
JIeKapCTBEHHOTO npemnapara" (hccdo:
DrugUsagelnstructionDetails), "CBeaenust 06 ooOuiei
XapaKkTepUCTHKe JiekapcTBeHHoro mpemnapara” (hcedo:
DrugGeneralCharacteristicDetails), "Csemenust o
MakeTe YHMakoBKH JiekapcTBeHHoro mpemnapara” (hcedo:
DrugPackageLayoutDetails), "CBenenns 00 ©TOroBomMm
skcrieptHoM otdeTe" (hcedo:ExpertReportDetails), "
CBenleHUs 0 HOPMATUBHOM JOKYMEHTE II0 KauecTBY
JIEKapCTBEHHOTO IIpenapaTa”
(hcedo:QualityRegulatoryDocDetails)

30. TpeGoBaHus K 3aMOJHEHUIO PEKBU3UTOB 3JEKTPOHHBIX JOKYMEHTOB (CBeaeHuit) "
Cenenus o peructpanuu jekapctsenHoro npenapara” (R.HC.MM.01.001), nepenaBaembix B
cooOmieHun "CBelIeHHs 0 PEeTUCTPALIMH JICKAPCTBEHHOTO Tperapara Jijisi U3MEHEHHS B 0011eM
peectpe" (P.MM.01.MSG.002), npuBeaeHs! B Tabauie 19.

Tabmuua 19

TpeboBaHwMA K 3aII0IHEHHIO PEKBU3UTOB AJIEKTPOHHLIX JOKyMEHTOB (cBeaeHHit) "CBeeHnd o
peructpanym aekapcrBeHHOro npenapara” (R.HC.MM.01.001), mepegaBaeMbIX B cooOmeHu# "
CBezeHMs 0 perHCTpanyy JIEKapCTBEHHOTO Ipenapara i H3MeHeHus B o6mem peectpe” (P.MM
.01.MSG.002)

31. TpeboBaHusl K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeAeHUM) "
Ceenenus o peructpanuu jekapctseHHoro npenapara” (R. HC.MM.01.001), nepenaBaembix B
cooOmiennn "CBeleHUsT O PErHCTpaly JICKAPCTBEHHOTO TMpernapara JJisi UCKIIOYEHUS U3
obmero peectpa" (P.MM.01.MSG.003), npuBenens! B Tadiuiie 20.

Tab6maua 20

TpeboBaHmA K 3aIIOTHEHUIO PEKBU3HTOB DJIEKTPOHHBIX JOKYMEHTOB (CBeeHuit) "CBeneHn 0
peructparym jgekaperserroro npenapara” (R.HC.MM.01.001), mepezaBaeMsix B cooOmenwn "
CBezeHMs O pETHCTpAIHH JIEKAPCTBEHHOTO IpenapaTa Ui HCKIIoYeHnd U3 obmero peectpa" (
P.MM.01.MSG.003)

Kox tpeboBanus DopMynrupoBKa TPeOOBAHUS

B 2JIGKTPOHHOM COOOIIEHHH JIOJDKEH IepenaBaTbes |

SK3eMIULIp pekBu3uTa "CBEAEeHHS O pPETUCTPALUH

JeKapCTBEHHOTO mpemnapara" (hccedo:
DrugRegistrationDetails)

pekBu3utr "HauanpHas pmara u Bpemsa" (csdo:
StartDateTime) 1oymkeH OBITH 3aII0JIHEH

pexBm3utr "Komewnas pmara u Bpemsa" (csdo:
EndDateTime) 1o/keH ObITh 3aITOJHECH

pexBu3uT "Kox sTama paccMOTpeHMs 3asBJICHUS Ha
peructpanuio JexkapcrBeHHoro mnpenapata” (hesdo:



ApplicationStatusCode) coOTBETCTByeT OIHOMY W3
3HAYCHUI:

01 - npuem 3asBky;

02 - skcnepTu3a A0ChE;

03 - anpoOarust METOI0B KOHTPOJISI KAYeCTBA;
04 - uHCIeKMs MPOU3BOJICTBA;

05 - moAroTOBKa SKCIEPTHOTO OTYETA;

06 - 0moOpEeHUE IKCIIEPTHOTO OTYECTA;

07 - oTKas;

08- 0T3BIB 10 OOpAIICHUIO 3asIBUTEIS,

99 - npyroe

3HayeHue pekBu3uta "Koa »sTama paccMoTpeHHs
3asBIICHUS] Ha PETUCTPALAIO JIEKaPCTBEHHOTO
5. mpemapata” (hcsdo:ApplicationStatusCode) momxHO
COOTBETCTBOBaTh 3HaueHuo "07 — orTka3" wuin
3Ha4yeHu1o "08- OT3bIB 110 0OpameHuIo 3asgBuTens"

3HavyeHue peksusuta "Kox ponm rocynapcra-uiena" (
hcsdo:CountryKindCode) nomKHO COOTBETCTBOBATH
3HAYEHHIO

"01 — pecepentHOE TOCYHAPCTBO"

B 00IlIEM peecTpe JOJDKHBI MPHUCYTCTBOBATh CBEACHUS,
COBIQJAIOIINE C HCKIFOYaEMBIMH CBEACHHSIMH II0
3HaueHUsIM pekBu3uToB "Homep 3asgBieHus o
peructpamuu JekapctBenHoro mnpenapara” (hesdo:
Applicationld), "Kon cTpaHb" (csdo:
UnifiedCountryCode), He3amoJHESHHBIM PEKBH3UTOM "
Koneunas nara u Bpems" (csdo:EndDateTime), a Taxoxe
MEHBIIUM 3HadeHueM pekBu3uTa "HauanbHas nata u
Bpems" (csdo:StartDateTime), yeM B HCKIFOYaEMBIX
CBEJICHUSX

3HaueHHe aTpubyra "WACHTH(UKATOP CIpPaBOYHHUKA (
knaccugukaropa)" (arpubyrt codeListld) B cocrase
cioxnoro pekBmsuta "Kom crpamsl"  (csdo:
UnifiedCountryCode), BXOIsImero B COCTaB JIFOOBIX
CJIOKHBIX PEKBH3UTOB [IOJDKHO COJCPIKATH KOJOBOE
obo3HaueHWe Kiaccu(ukatopa CTpaH MHpa,
ykazanHoro B pazzaene VII Ipaswun uadopmamioHHoro
B3aUMOJEICTBUA

eciu PEKBU3UT "Kon cTpaHsbI" (csdo:
UnifiedCountryCode) B cocTaBe IIOOBIX CIIOKHBIX
PEKBU3HUTOB 3allONHEH, TO €ro 3HAY€HHE IOJDKHO

9. COOTBETCTBOBATh KOAY CTpaHbl U3 Kjiaccupurartopa
CTpaH MHpA, COJAEPKALIero IepeueHb KOJIOB U
HauUMEHOBaHWH CTpaH MHpa B COOTBETCTBHUH CO
cragaaptom [SO 3166-1

32. TpeboBaHus K 3alOJHCHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeAeHU) "
CBenleHUsl PEeTUCTPAIMOHHOTO Jiefla WJIM PEruCTPAllMOHHOTO J0Che Ha JIeKapCTBEHHBIN
npemnapar” (R.HC.MM.01.003), nepenaBaembix B coobOmieHnn "CBeeHHUs O TOICKAIIEM
pa3merieHuo B equHoM peectpe gokymente" (P.MM.01.MSG.028), npuBeseHbl B TaOIHIE
21.



Tabmuma 21

TpeboBaHAA K 3aMOHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHui) "CBeneHn
PErHCTPAIOHHOTO JIe/Ia MIA PErHCTPAMOHHOTO JOCKE Ha JiekapcTBeHHEI npenapar” (R. HC.MM
.01.003), nepemaBaeMbIx B cooOmeHuy "CBeIeHHA O MO ISKAIIEM Pa3MEIICHHUIO B IHHOM
peectpe mokymernre" (P.MM.01.MSG.028)

Kox tpeboBanus DopMynHpoBKa TPeOOBAHUS

JIOJDKEH OBITH 3aIoNTHEH PeKBU3UT "TIopsSaKOBEIA HOMEP
1 PErUCTPAllMOHHOTO yIOCTOBEPEHUSI JIEKAPCTBEHHOTO
mpemapara” (hcsdo:RegistrationNumberld)

JIOJDKEH OBITh 3alOJHEH TOJBKO OJHUH 3K3EMILISP
2 pekBusuta "CBeeHUS O TOKYMEHTE PErUCTPAMOHHOTO
nmocke (mena)" (heedo:RegistrationDossierDocDetails)

B COCTaBe CIOXHOTO pekBu3nuta "CBemeHUs o
JIOKYMEHTE perucrpanuoHaoro mocwe (mema)" (hcedo:
RegistrationDossierDocDetails)  nomkHBI  OBITH
3aMoHeHbl PeKBU3UTHl "[IpU3HAK NPUHAAICKHOCTH
MOKyMeHTa K peructpanuoHHoMmy pgocbe" (hcsdo:
RegistrationFileIndicator), "HanmeHoBaHHE TOKyMEHTa
" (csdo:DocName), "Jlara pmoxymenrta" (csdo:
DocCreationDate), "/lokyment B 6uHapHOM (hopmate" (
hcsdo:PdfBinaryText), a Takke TOJIbKO OJMH U3
pexBu3uToB "Kon Buia NOKyMeHTa PErHCTPallHOHHOTO
Jocbe Ha sekapctBeHHbId  mpemapatr”  (hesdo:
DrugRegistrationDocCode) nnm "Kox Buaa nokymeHra
PETHCTPALIOHHOTO JiejIa Ha JISKApCTBEHHBIH Ipernapar (
hesdo:DrugRegistrationFileCode)"

eciu 3HaYeHue pexBusnta "IIpu3HaK MPUHAAICKHOCTH
MOKyMeHTa K peructpanuoHHomy pgocbe" (hcsdo:
RegistrationFileIndicator) cooTBeTcTBYeT 3HaUeHHIO 0,
IODKeH ObITh 3amoiHeH pexBm3uT "Kox Buma

4 JOKYMEHTA PEerUCTPallMOHHOTO JieIa Ha JIeKapCTBEHHBIH
npemapat”  (hesdo:DrugRegistrationFileCode)",
3anoiHeHue pexBusuta "Kon BHIa OKyMeHTa
PETHCTPALOHHOTO I0ChE HA JICKAPCTBEHHBIH Mpenapar
" (hcsdo:DrugRegistrationDocCode) He nomyckaercs

ecnu 3HadeHne pekBusnta "lIpu3HaK MpUHAIIEKHOCTH
JMOKyMeHTa K peructpainnoHHoMmy gocke" (hcsdo:
RegistrationFilelndicator) cooTBercTBYeT 3HaueHHMIO 1,
MOJDKeH OBITh 3amonmHeH pekBusut ""Kon Buma
JOKYMEHTa  pEerucTpPallMOHHOTO  JOChe  Ha
JeKapCTBEHHBIN npemapat"” (hesdo:
DrugRegistrationDocCode), 3amonHenue pexsu3ura "
Kon BHJa [OKyMEHTa pPEerucTpaludoOHHOrO Jiena Ha
JeKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationFileCode)" ne nomyckaercs

B 00IIeM peecTpe JOJKHBI IPUCYTCTBOBATH CBEICHHMS,

COBIAJAIOIIUE C IIEPEAaBAEMBIMU CBEJIEHHSIMM IIO

3HayeHusM pexBu3uToB "IlopsAnkoBelil  HOMep
5 PEruCcTPallMOHHOTO YIOCTOBEPEHHUS JIEKapCTBEHHOTO



npenapata” (hcsdo:RegistrationNumberld) 1 "Homep
3asBJICHUS O PETUCTPALIUK JIEKApCTBEHHOT0 Ipenapara”
(hcsdo:Applicationld)

"Kox Buma QOKyMeHTa pErucTpaIliOHHOTO OChE Ha

JIeKapCTBCHHBIH npemnapat"” (hesdo:

DrugRegistrationDocCode) MoxeT UMETh TOJIBKO OJTHO

W3 HIDKECIJIEAYIOIUX 3HAaYeHU:

WHCTPYKIHSI 110 MEIUIIMHCKOMY HPHUMEHEHHIO

JeKapcTBEHHOro npenapara - 02002;

o01asi XapakTepUCTHKa JIEKAPCTBEHHOTO IperapaTa -
6 02010;

MaKeT TIepBHYHOW YIIAaKOBKH JIEKaPCTBEHHOTO

npenapara - 02005;

MaKeT BTOpUYHOM ynakoBku - 02004;

MaKeT MPOMEKYTOUHOM yrnakoBku - 02006;

IIJ1aH ynpasieHus puckamu - 07004;

HOPMAaTHUBHBIM JOKYMEHT 10 KauecTBy — 13028.

"Kon Bmma mOKyMEHTa PETrHCTPallMOHHOTO Jejia Ha

JeKapCTBEHHBIN npemnapat" (hesdo:
DrugRegistrationFileCode)" MoXeT WMETh TOJBKO

3HauyeHue 0401

33. TpeGoBaHus K 3alOJHCHHUIO PEKBU3UTOB AJICKTPOHHBIX JOKYMEHTOB (CBeAeHUi) "
CBefeHUsI 0 HOMEpE PErucTPaIlMOHHOTO YJAOCTOBEPEHMs Ha JIEKapCTBEHHBIN mpenapat” (
R.HC.MM.01.004), nepenaBaeMbiXx B cooOmeHuu "3ampoc CBEACHUN O HOMeEpe
PETUCTPAIIMOHHOTO YJIOCTOBEpEHUsl JekapcTBeHHoro mpemnapara" (P.MM.01.MSG.014),
MpUBEIEHBI B Ta0IMIE 22.

Tabmanma 22

TpeboBaHmA K 3aIIOTHEHUIO PEKBU3HTOB JJIEKTPOHHBIX JOKYMEHTOB (cBeeHuit) "CBeneHns 0
HOMEpEe PErHCTPAIMOHHOIO YAOCTOBEpEeHNA Ha JiekapcTBeHHEIH npenapar” (R.HC.MM.01.004),
mepeaaBaeMbIX B COOOmMEHHH "3anpoc CBeIeH!H 0 HOMEpE PErACTPAHOHHOI0 YAOCTOBEPEHHUA
nekapcTBeHHOro npenapara” (P.MM.01.MSG.014)

Kox tpeboBanus DopMynrupoBKa TPeOOBAHUS

pexBu3uT "IlOpSAKOBBIT HOMEpP PErucTParoOHHOTO
1. yIocTroBepeHus: JekapcrBeHHoro mnpemnapara” (hesdo:
RegistrationNumberld) ne 3anonasiercs

pexBu3uT "Kon srama paccMOTpeHHs 3asBICHHUS Ha
peructpanuio JekapcrBeHHoro upenapata” (hcsdo:
ApplicationStatusCode) coOTBETCTByeT OIHOMY W3
3HAYEHUH:
01 - npuewm 3asBky;
02 - skcnepTu3a A0ChE;

7 03 - anpoOaruist METOZI0B KOHTPOJISI KAYeCTBA;
04 - uHCIIEeKIMsI MPOU3BOJICTBA;
05 - moAroTOBKa 3KCIEPTHOTO OTYETA;
06 - og00OpeHne HKCIIEPTHOTO OTUYETA,



07 - oTKaz;
08- 0T3BIB IO OOPAIIICHUIO 3aIBUTEIIS;
99 - npyroe

B 00IIIeM peecTpe JOJDKHBI IPUCYTCTBOBATH CBEICHHMS,
COBIAJAIOIUE C IIEPEAABAEMBIMU CBEICHHSIMH IO
3Ha4eHUsAM pekBu3uToB "Homep 3asgBieHHS O
peructpanuu JiekapctBeHHoro mpemnapara" (hesdo:
Applicationld) wu  "Konm  crpans"  (csdo:
UnifiedCountryCode), nmms KOTOPBIX 3HAYCHUE
3. pexBusura "Koja stama paccMOTpeHHsl 3asBIECHUSI Ha
peructpanuio JekapcTBeHHoro mpemapata" (hcsdo:
ApplicationStatusCode) B cocraBe 3asBICHHSA C
NepeaHHBIM HOMEPOM COOTBETCTBYET 3HaueHu:o "06 —
0J100peHne 3KCIepTHOro otyera', a Koja pedepeHTHOro
rocyJapcTBa COBHANAeT C MEpeAaHHBIM 3HAYEHUEM
pexBmsuta "Kox crpanst” (csdo:UnifiedCountryCode)

34. TpeboBaHus K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CcBeAeHUM) "
CBeneHUsT 0 HOMEpPE PErHUCTPAIIMOHHOTO YJAOCTOBEPCHHS Ha JIEKapCTBEHHBIN mpemnapat” (
R.HC.MM.01.004), nmepenaBaeMbix B cooOmieHnn "3ampoc CBEICHHI O 3amucu U3 o0Iero
peectpa" (P.MM.01.MSG.025), npuBeaeHs! B Tabauie 23.

Tabnuma 23

Tpe©oBaHAA K 3aMOHEHUIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHiH) "CBeIeHHA O
HOMEpEe PETHCTPAIMOHHOIO YAOCTOBEpEeHN Ha JiekapcTBeHHEI npenapar” (R.HC.MM.01.004),
mepegaBaeMBIX B cO00meHnH "3anpoc cBeAeHuH 0 3amucy u3 oomero peecrpa” (P.MM.01.MSG
.025)

Kox tpeboBanus DopmynrpoBKa TpeOOBaHU

JIOJDKEH OBITH 3aIl0JIHEH XOTs ObI OIMH U3 PEKBU3UTOB "
[MopsakoBsIii HOMEp perucTpanMoHHOTO
ynocroBepeHus: JjekapcrBeHHoro mnpemnapara” (hesdo:
RegistrationNumberld) u (wnmm) "Homep 3asBieHUS O
peructpamuu JekapctBeHHoro mnpenapara” (hesdo:
Applicationld)

Ecnn PEKBU3UT "IlopaAKOBBIN HOMED
PETUCTPAIMOHHOTO yJIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpemapara” (hcsdo:RegistrationNumberld) 3amonmaes,
JOJDKEH OBITh 3amoiHeH pekBm3uT "[lata mokymenTa" (
csdo:DocCreationDate) B cocTaBe CI0)KHOTO PEKBH3UTA
"CBeileHHsI O PErucTpaliOHHOM YJIOCTOBEPEHHU Ha
JeKapCTBCHHBIN npemapat" (hcedo:
DrugRegistrationCertificateDetails)

B 00IIEM peecTpe NOJDKHBI IPUCYTCTBOBATh CBEACHHS,
COBIAJIAIOIIUE C IIepelaBaeMbIMU CBEICHHSIMH IO
3HaYeHUsIM pekBH3UTOB "Homep 3asBieHus o

3 peructpanuu JekapctBeHHoro mpemnapara" (hesdo:
Applicationld) u (mnm) "IlopsiakoBwlli HOMEp
PETHCTPALIMOHHOTO yIOCTOBEPEHUS JICKAPCTBEHHOTO
mpemapara” (hcsdo:RegistrationNumberld)



35. TpeboBaHus K 3alOJHEHUIO PEKBU3UTOB AJICKTPOHHBIX JTOKYMEHTOB (CcBeAeHUi) "
CBenleHUsl PETUCTPAIMOHHOTO Jiefla WJIM PEruCTPAllMOHHOTO J0Che Ha JIEKapCTBEHHBIN
npenapar" (R.HC.MM.01.003), mepenmaBaeMbix B cooOmieHuu "3ampoc CBEICHHH O
pa3mernieHHOM B euHOM peectpe nokymente" (P.MM.01.MSG.027), npuBeneHsl B TaOIuUIIE
24.

Tabnuua 24

TpeboBaHw K 3aIIOIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKyMEHTOB (cBeAeHuit) "CBeneHna
PETrHCTPaIiOHHOTO JA€eja WIHA PErHCTPAMOHHOrO AOChe Ha JiekapcTBeHHEIH nmpenapar” (R. HC.MM
.01.003), nepemaBaeMBIX B COOOIEHHH "3apOC CBEICHMI O pa3MEMICHHOM B €HHOM PEeCTpe
noxymente" (P.MM.01.MSG.027)

Kon tpeboBanus DopMynHpoBKa TpeOOBaHUS

JIOJDKEH OBITh 3aroyiHeH pekBu3uT "[lopsakoBbIil HOMEp
1 PETUCTPAIMOHHOTO yIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpemapara” (hcsdo:RegistrationNumberld)

JOJDKEH OBITh 3alOJHEH TOJNBKO OJMH DK3EMIUIP
2 pexBu3uta "CBelieHHs O JOKYMEHTE PErUCTPALIIOHHOTO
nmocke (mema)" (hcedo:RegistrationDossierDocDetails)

B COCTaBe CJIOXHOTO pekBu3uta "CBeJAeHHS O
JIOKYMEHTE peructpanuoHHoro aocee (mena)" (hcedo:
RegistrationDossierDocDetails)  nomkHbI ~ OBITH
3aroJTHeHbl PeKBU3UTHl "[IpH3HAK NPHHAIE)KHOCTH
IOKyMeHTa K peructpannoHHoMmy pgocke" (hcsdo:
RegistrationFileIndicator), "/lata moxymenta" (csdo:
DocCreationDate), a Takke TOJABKO OJHH W3
pexBu3uToB "Koxa BHIa TOKyMEHTa perucTpariioHHOTO
mocke Ha JekapctBeHHbIH mpemapat”  (hesdo:
DrugRegistrationDocCode) nnm "Kox Buaa nokymeHra
PETUCTPAIIIOHHOTO JIeTa Ha JIEKapCTBEHHBIH Ipemapar (
hcsdo:DrugRegistrationFileCode)"

ecJii 3HadyeHue peksusurta "lIpu3Hak MpUHAIIEKHOCTH
JMOKyMeHTa K peructpanuonHoMmy pgocke" (hcsdo:
RegistrationFilelndicator) cooTBercTByeT 3HaueHMIO 0,
IODKeH OBITh 3amoiHeH pekBm3uT "Kox Buma

4 JIOKyMEHTa PEruCTPALMOHHOrO JIeJia Ha JISKApCTBEHHBIH
npenapar”  (hcsdo:DrugRegistrationFileCode)",
3anosHeHHe pexBu3uTa "Kon BHuIa [OKyMeHTa
PETUCTPALMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN Mpenapar
" (hesdo:DrugRegistrationDocCode) He mormyckaercs

ecyi 3HaueHne peksm3uTa "l[Ipu3Hak MpUHAIIE)KHOCTH
JOKyMeHTa K peructpainnonHomy gocbe" (hcsdo:
RegistrationFileIndicator) cooTBeTCTBYyeT 3HAYCHHUIO 1,
JMOJDKeH OBITh 3amoiHeH pekBu3uT "Kon Buma
JOKYMEHTa  pEerucTpallMoOHHOTO  JOoChe  Ha
JeKapCTBECHHBIN npemapat"” (hesdo:
5 DrugRegistrationDocCode), 3amonaenne pexBuzura



Kox BuIa mokyMeHTa perucTpandoOHHOTO Jejia Ha
JeKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationFileCode)" e momyckaercs

ecnu  pexBusut "Koa BuUaa  JOKyMeEHTa
PErUCTPallMOHHOTO JI0ChE Ha JIEKapCTBEHHBIH MpenapaT
" (hcsdo:DrugRegistrationDocCode) 3amonmHeH, TO
COOTBETCTBYET OTHOMY M3 3HAUCHHH:

02002 - uHCTPYKUHS [0 MEAULIUHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO TIpenapaTa;

02010 - oOmas xapaKTepHCTHKA JIEKApCTBEHHOTO
npenapara, yTBepkKA€HHas! YIIOJTHOMOYCHHBIM OpPTaHOM
CTPaHBI-NIPOU3BOJUTENS] WM CTPaHbl — JepiKaTels
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS;

02005 - makeT mepBUYHOM (BHYTpPEHHEH) yMaKOBKH
JIEKapCTBEHHOTO IIpenapara;

02004 - w™maxeT BTOPUYHOH (MOTPEOUTENBCKOM)
YIaKOBKH JIEKapCTBEHHOTO Mpernapara;

02006 - MakeT NPOMEXKYTOUHOW YNaKOBKHU
JIEKapCTBEHHOTO TIpeTapaTa;

07004 - nnan ynpaBieHUs PUCKaMU Ha JEKapCTBEHHBINH
rpenapar;

13028 - mpoeKT HOPMAaTUBHOI'O JOKYMEHTA 110 Ka4eCTBY
JUISl JIEKApCTBEHHOT'O Npemnapara, IMOArOTOBJICHHBIN B
COOTBETCTBUM C pekoMmeHAauusamu EBpasuiickoii
SKOHOMHYECKOH KOMHCCUU

ecniu  pexBusut Kox  Buga  goKyMmeHTa
PETUCTPAIIIOHHOTO JIeIa Ha JIEKapCTBEHHBIH Ipernapar (
hcsdo:DrugRegistrationFileCode) 3amomHeH, TO s
HUTOTOBOTO SKCIIEPTHOTO OTYETa YKa3bIBAeTCs 3HAUCHUE
"0401 - DkcmepTHBINA OTYET 00 OIeHKE OE30MMaCHOCTH,
3¢ GeKTUBHOCTU U KauecTBa"

B 00IIEM peecTpe NOKHBI MPUCYTCTBOBATH CBEICHUS,
COBIIAJIAIOIINE C IepefaBacMbIMU CBEACHUSAMHU I10
3HaueHusAM pexBu3uToB "[lopsAnkoBeiii  HOMEp
PETHCTPAIHOHHOTO yIOCTOBEPEHHsI JIEKapCTBEHHOTO
npenapara” (hcsdo:RegistrationNumberld), a Taxxe
Kon BHAa MOKyMEHTa PETHCTPAl[HOHHOTO NOChEe Ha
JeKapCTBEHHBIH npenapat"” (hcsdo:
DrugRegistrationDocCode) mm "Kop Buma noxkymeHTa
PErHCTPAMOHHOTO JIeNla Ha JISKapCTBEHHBIH Iperapar (
hesdo:DrugRegistrationFileCode)"

36. TpeboBaHusl K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHuUi) "
CBelleHUsl PETUCTPAIMOHHOTO JIefla WJIM PEruCTPAllMOHHOIO JOCh€ Ha JIEKapCTBEHHBIN
npemnapat” (R.HC.MM.01.003), nepenaBaembix B cooOmeHUHu "3ampoc CBEASHHH U3
PETUCTPAIMOHHOTO JieNia WK peructpanuronnoro aocbke" (P.MM.01.MSG.019), npuBenens! B
tabmurie 25.

Tabmuua 25

TpebGoBaHWA K 3aII0THEHHIO PEKBU3HTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHui) "CBeneHns
PETHCTPanFOHHOTO JeNa WIH PEerHCTPaMOHHOrO A0Che Ha JiekapcTBeHHEI npenapar” (R.HC.MM



.01.003), nepenaBaeMbIX B COOOMEHUH "3ampoc CBEICHAN W3 PETHCTPAIIOHHOIO Aeja AN
perucrpanuorHoro gocske”" (P.MM.01.MSG.019)

Kox tpeboBanus DopmynrpoBKa TpeOOBaHU

B IEKTPOHHOM COOOILIEHHH NOJMKEH OBbITh 3allOJHEH
pexBu3uT "Homep 3asBiIeHHs O peruCTpalUU
nexapcrBeHHoro npenapara” (hcsdo:Applicationld) nim
pexBu3uT "IlOpSNKOBBIH HOMEpP PETHCTPALUOHHOTO
ymocToBepeHHs JekapcTBeHHoro mpemapara’ (hesdo:
RegistrationNumberld)

pexBm3ut "Jlokyment B OmHapHoM ¢opmate" (hesdo:
PdfBinaryText) B cocTraBe CIOXHOTO peKBH3UTA

2 CBelieHHsT O JOKYMEHTE PErHCTPAlMOHHOIO A0Che (
nmema)" (hccdo:RegistrationDossierDocDetails) =e
3aIOJHSETCS

pexBu3uT "XML-nokyment" (ccdo:AnyDetails) B
COCTaBE CJIOKHOTO pekBH3HTa "CBeeHHs O JOKyMEHTE
PeTHCTPAIIHOHHOTO I0Che (mema)" (hcedo:
RegistrationDossierDocDetails) He 3amonuseTcs

3Ha4yeHue aTpulyra "upeHTH(UKATOp CHpaBOYHHKA (
knaccupukaropa)”" (arpudyr codeListld) B cocrase
cnoxuoro pekBm3uta "Kom crpamer"  (csdo:
UnifiedCountryCode), BXomsmero B COCTaB JOOBIX
CJIOKHBIX PEKBH3UTOB JIOJDKHO COJEPIKATh KOJOBOE
o0o3HaueHue kiaccupukaropa CTpaH MUpa,
ykazanHoro B paznene VII [IpaBun nHpopmanuoHHoro
B3aUMOJAEHCTBUS

ecitu PEKBH3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) B cocTaBe JIOOBIX CIOKHBIX
PEKBHU3UTOB 3aIOJHEH, TO €ro 3HA4YeHHUE JOJKHO
COOTBETCTBOBATh KOAY CTpPaHbl M3 KiaccupuKaropa
CTpaH MHpa, COAEPXKAaIIero MepeYeHb KOIOB U
HAUMEHOBAHHWN CTpaH MHpPa B COOTBETCTBHU CO
CTaH/IapTOM

ISO 3166-1

ecnu pekBu3uT "OmnucaHue sneMeHTa JOKymeHTta" (
hesdo:DrugAttributeEnumText) 3amonHeH, To B ero
COCTaBe JOJDKEH OBITH 3aIOJIHEH PEKBH3HUT "KOJA BUAA
anemeHTa aokyMmeHnrta" (atpuOyt AttributeKindCode)
WM PEKBU3UT '"HAWNMEHOBAaHUE BHUAA DSJIEMECHTA
nokymenta" (arpudyt DrugAttributeKindEnumCode)

€CIM 3HAYCHHE PEKBH3UTa "KOJA BHUAA DIJIEMEHTa
nokymenta"  (atpubyt  AttributeKindCode)
COOTBETCTBYET 3HauYeHHWIO "Apyroe", TO PEKBU3HUT
HanMEHOBaHUE BHIA dIIEMEHTa JOKyMeHTa" (aTpuOyT
DrugAttributeKindEnumCode) 3aT0JIHAETCS

"

00s13aTeNLHO

ecIi 3HaueHue pekBu3uTa "[Ipn3HaK IpHUHAAIEKHOCTH
IOKyMeHTa K perucrtpannoHHoMmy nocbe" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JIOKYMEHT PETUCTPAIIMOHHOTO Jiea", TO B 3JIEKTPOHHOM



10

11

12

13

COOOIIEHUH JIOJDKCH OBITH 3amoiHeH pekBu3utT "Koj
BUJa JOKYMEHTAa pPETUCTPAl[MOHHOTO JeJla Ha
JeKapCTBEHHBIN npemapat"” (hesdo:
DrugRegistrationFileCode) wu (wmm) pexusur "
HaumenoBanue BUJa JOKYMCHTaA PETrUCTpalilMOHHOIO
nena Ha  JekapcTBenHslid  mpemapat”  (hcesdo:
DrugRegistrationFileName)

ecim 3HadeHWe peksm3urta "Kon Bmma mokymeHTa
PETHCTPAIIMOHHOTO JIejia Ha JIEKapCTBEHHBIN Ipemnapat"
(hcsdo:DrugRegistrationFileCode)  cooTBeTcTBYET

3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHue
BHJIa JOKYMEHTAa pErHCTPAllMOHHOIO Jela Ha

JeKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationFileName) 3amonHseTcst 00s3aTeTBHO

ecJIi 3HaueHue peksusurta "lIpu3Hak MpUHAIIEKHOCTH
JMOKyMeHTa K peructpanuonHomy gocke" (hcsdo:
RegistrationFilelndicator) cooTBeTcTBYyeT 3Ha4YcHHIO "
JOKYMEHT PErucTPalMOHHOTO J0Che", TO B
SJIEKTPOHHOM COOOUICHUH JOJDKEH OBITH 3alloJTHEH
pexBu3ut "Kon BHIa NOKyMEHTa PETHCTPAIIMOHHOTO
mocke Ha JekapctBeHHbIH mpemapat”  (hesdo:
DrugRegistrationDocCode) u (unm) pekBH3UT
HanmenoBanue BHIa HOKyMEHTa PETMCTPALMOHHOTO
Jocbe Ha JekapcTtBeHHBbIH mpemapat”  (hesdo:
DrugRegistrationDocName)

n

ecnu 3HaueHue peksusuTa "Koa Buma nokymeHTa
PErUCTPALMOHHOTO JIOChE Ha JIEKAPCTBEHHBIN Ipenapar
" (hesdo:DrugRegistrationDocCode) cooTBeTCTByeT

3HaueHuto "apyroe", To pekBu3uT "HanmmenoBaHue
BHJAa JOKYMEHTAa pPETUCTPALMOHHOTO JOChe Ha

JeKapCTBEHHBIN npemnapat" (hesdo:
DrugRegistrationDocName) 3amonHseTcs 00s13aTebHO

€CITH B DJICKTPOHHOM COOOIICHNH 3aII0JIHEH PEKBU3MT "
ITopsankoBeli HOMEp pPETUCTPALLUOHHOTO
ymocToBepeHHs JekapcTBeHHoro mpemapara” (hesdo:
RegistrationNumberld) pekBuszut "Homep 3asBienust o
peructpanuu JnexkapctBeHHoro mnpenapata” (hcsdo:
Applicationld) nomken ObITH 3aI0JIHEH 00513aTEIBEHO

3HaueHne arpudyta "Konx Buma snemeHnTta gokymenTa' (
atpubyt DrugAttributeKindEnumCode) nmomxHO
COOTBETCTBOBATh OJTHOMY M3 CIICAYIOIIMX 3HAYCHHIA:

01 — mpenenpHast nata orseta Ha 3ampoc ['OCT UCO
8601-2001;

02 — HOMEp JJOKYMEHTa OCHOBAHUS;

03 — BUA NOKYMEHTa PETUCTPAIIMOHHOTO JIOChE, B
OTHOIIEHHH KOTOPOTO HAIPAaBJISIETCsI 3apoc;

04 - Buag mgokyMeHTa, OGMOPMICHHOTO TMpPH
PaccMOTPEHUH PErHCTPAIMOHHOIO JI0Che (JIOKYMEHT
PETUCTPAIIIOHHOTO fiefla), B OTHOIIEHHH KOTOPOTO
HaTpaBJIsIeTCs 3aIpoc;

05 — myTs K aitny B crpykType nocke B popmate UNC;



06 — HanMeHOBaHKE 3aMeHsIeMoro (aiia;
99 — npyroe
37. TpeboBaHus K 3aMOJHCHUIO PEKBU3UTOB AJICKTPOHHBIX JOKYMEHTOB (CBeAeHUi) "
CBelleHUsl PETrHCTPAMOHHOIO Jefla WJIM PETMCTPAllMOHHOIO JOCh€ Ha JIEKapCTBEHHBIN
npenapat" (R.HC.MM.01.003), nepengaBaembix B coobuienun "CBeaeHus u3
PETUCTPALIMOHHOTO Jesia uin peructpannonHoro gocke" (P.MM.01.MSG.020), npuBeaeHsbI B
Tabnuie 26.
Tabmauia 26

TpeboBaHAA K 3aMOHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHui) "CBeneHn
PErHCTPAIOHHOTO JIe/Ia MIA PErHCTPAMOHHOTO JOCKE Ha JiekapcTBeHHEI npenapar” (R. HC.MM
.01.003), nepenaBaeMsIx B cooOmenun "CBeieHUS U3 PETHCTPAMOHHOrO JeJIa WK
peructpanuorHOro Aocke" (P.MM.01.MSG.020)

Kox tpeboBanus DopMynrupoBKa TPeOOBAHUS

B 3JIEKTPOHHOM COOOLICHWH JOJDKEH OBITh 3alloJIHeH

PEKBHU3HT

"Homep 3asiBIIEHHS O pErHCTpalUM JIEKAPCTBEHHOTO
1 mpenaparta" (hcsdo:Applicationld) wmum pexBu3HT

ITopsankoBelit HOMEp PETUCTPALIUOHHOT O

ymocToBepeHHs JekapcTBeHHoro mpemapara’ (hesdo:

RegistrationNumberld)

"

B COCTaBe€ CIOXHOTro pekBuzuta "CBeleHHUS O
JMOKYMEHTE perucrpannoHaoro pocke (mema)" (hcedo:
RegistrationDossierDocDetails) momkeH 3amoiHeH
pekBusut "JlokymeHT B OuHapHoM ¢opmare" (hcsdo:
PdfBinaryText) u (wiun) pexBusut "XML-gokymeHT" (
ccdo: AnyDetails)

3HadeHHe aTpuOyTa "WACHTU(UKATOpP CIpaBOYHUKA (
kiaccugukaropa)" (atpubyrt codeListld) B cocraBe
cnmoxHoro pekBusuta "Kom ctpamb"  (csdo:
UnifiedCountryCode), BXoasiiero B cocTaB JHOOBIX
CIIOKHBIX PEKBH3UTOB JIOJDKHO COJEpIKATh KOJOBOE
obo3HaueHne Kkiaccupukaropa CTpaH MHUpa,
ykazanHoro B paszaene VII [IpaBun napOpMamoHHOTO
B3aUMOJENCTBUSA

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) B cocTaBe ITIOOBIX CIIOKHBIX
PEKBHU3UTOB 3aMOJHEH, TO €ro 3HAYEHHUE [OJIKHO

5 COOTBETCTBOBATh KOAY CTpaHbl M3 Kiaccudukatopa
CTPaH MHpa, COJEPKALIer0 MepeYeHb KOIOB U
HanMEHOBaHUN CTpaH MHpa B COOTBCTCTBUU CO
cranaaptom [SO 3166-1

ecnu pekBm3uT "Ommcanuwe smeMeHTa JOKyMmeHTta' (

hesdo:DrugAttributeEnumText) 3amomHeH, TO B ero

COCTaBE JIOJKEH OBITh 3aII0JTHEH PEKBU3HUT

"Kox BHWAa DdIeMeHTa JokymeHTa" (aTpuOyT
6 AttributeKindCode)



WIM PEKBU3UT "HaWMMCHOBaHHE BHIA dJEMEHTA
JIOKyMeHTa"
(arpubyTt DrugAttributeKindEnumCode)

€CIM 3HA4YCHHE PEKBH3UTa "KOA BHUAA 3JIEMEHTA
nokymenta"  (atpudyt  AttributeKindCode)
COOTBETCTBYET 3HAaueHHUIO "Apyroe", TO PEKBU3UT
HalMEHOBaHNE BHJa dJIEeMEHTa JIOKyMeHTa" (aTpulyT
DrugAttributeKindEnumCode) 3alO0JIHAETCS
00s13aTeNBEHO

ecJii 3HaueHue peksusurta "lIpu3Hak MpUHAIIEKHOCTH
JMOKyMeHTa K peructpanuonHomy pgocbe" (hcsdo:
RegistrationFilelndicator) cooTBeTcTByeT 3Ha4YcHHIO "
JIOKYMEHT PErHCTPAIIMOHHOTO jiena", TO B 3JIEKTPOHHOM
COOOIIEHUN JOJDKHBI OBITH 3alOTHEHBI PEKBU3UTHL: "
Kox BHIa DOKyMEHTa pPErdMCTPAllMOHHOTO Jeja Ha

JIeKapCTBCHHBIH npemnapat"” (hesdo:
DrugRegistrationFileCode) nnn "HaumenoBanue Bujga
JIOKyMEHTa PEruCTPallMoOHHOTO Jieia Ha JISKapCTBEHHBIH
npenapatr” (hcsdo:DrugRegistrationFileName)

ecnu 3HadeHue pekBusuTa "Konm BuIma aokymeHTa
PETUCTPAIMOHHOTO JIeNa Ha JISKapCTBEHHBIH mpenapar”
(hcsdo:DrugRegistrationFileCode) coorBeTcTBYET
9 3HaueHuto "zapyroe", To pexBusuT "HanmeHoBaHUe
BHJla JOKYMEHTAa pETHCTPAlMOHHOIO Jena Ha
JeKapCTBEHHBIN npemapat" (hesdo:
DrugRegistrationFileName) 3amomnHsercs 00s13aTenbHO

ecni 3HaYeHue pexBusnTa "[Ipn3Hak NpHUHAAIEKHOCTH
JOKyMeHTa K perucrtpannoHHomy pnocbe" (hcsdo:
RegistrationFilelndicator) cooTBeTcTByeT 3Ha4YeHHIO "
JOKYMEHT pEeTHCTPAallMOHHOTO 1ocke", TO B
JIEKTPOHHOM COOOIIEHHU JOJKHBI OBITH 3aIlOJHEHBI
10 pexBu3uTh: "Kox BUJIa TOKYMEHTa PerucTpariioHHOTO
mocke Ha JjekapctBeHHbIH mpemnapat”  (hesdo:
DrugRegistrationDocCode) nmu "HanMeHoBaHME BHIA
JOKYMEHTa  pPErHCTPAlOHHOTO  JOChe  Ha
JeKapCTBEHHBIN npemapat"” (hesdo:
DrugRegistrationDocName)

ecnu 3HaueHue pekBuszuTa "Kon BuIa AOKymMeHTa
PETHUCTPAIMOHHOTO TOChE Ha JICKApCTBCHHEIN TpenapaT
" (hcsdo:DrugRegistrationDocCode) cooTBeTcTByeT

11 3HaueHuio "zapyroe", To pekBm3uT "HanmeHoBaHme
BUAAa JOKYMEHTa pPETUCTPAllMOHHOTO JAOChe Ha
JICKapCTBCHHBIH npemnapat"” (hesdo:

DrugRegistrationDocName) 3anonnseTcs 00s13aTebHO
38. TpeboBaHus K 3aMOJHCHHUIO PEKBU3UTOB AJICKTPOHHBIX JOKYMEHTOB (CBeaeHUi) "
CocTosiHuE aKTyallu3aluu €IMHOT0 PEecTpa 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
EBpazuiickoro sxonHomuyeckoro coro3a" (R.HC.MM.01.007), nepenaBaeMbIx B cooOiieHuut "
3anpoc ceeaeHuit u3 oodmiero peectpa" (P.MM.01.MSG.007), npuBeneHs! B TadmuIe 27.
Tabmuua 27



TpebGoBaHWA K 3aIIOIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKyMEHTOB (cBeaeHmit) "CocTosHne
aKTyalIu3alyiy eIUHOTO PEEeCTpa 3aperHCTPUPOBAHHBIX JIEKaAPCTBEHHEIX CpeacTB EBpasmiickoro
sxoHOMHIecKoro coro3a" (R.HC.MM.01.007), mepemaBaeMbIX B cooOmeHwH "3anpoc CBeAeHMI 13
ob6mero peectpa" (P.MM.01.MSG.007)

Kon TpeboBanus ®opmynrpoBKa TpeOOBaHUS

ecin pekBm3uT "KonndecTBo 3ampammBaeMbIX 3alucei
1 " (smsdo:RecordQuantity) 3amonHeH, TO €ro 3HaYCHHE
He J10JDKHO npeBbimath 5000 3anuceit

pesusutsl "HawaneHas pmata u  Bpemsa"' (csdo:
2 StartDateTime) u "Koneunass mata m Bpemsa" (csdo:
EndDateTime) He 3amonHst0TCS

3Ha4YeHue aTpulyra "uaeHTH(UKATOp CHpaBOYHHKA (

Kiaccudukaropa)"

(arpubyT codeListld) B cocrtaBe pexBusurta "Kon
3 crpanbl"  (csdo:UnifiedCountryCode), momkHO

collepkaTh KOoIoBoe o0Oo3HadueHHe Kiaccu(pukaTropa

CTpaH Mupa, ykaszaHHoro B pasgene VII Ilpasun

MH(pOPMALIMOHHOTO B3aUMOICHCTBUS

eciu PEKBU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3amoiHeH, TO €ro 3Ha4YcHHE
JOJDKHO COOTBETCTBOBATh KOAY CTpaHbl U3
KJIaccuduKaTopa CTpaH MHUpPa, COACPIKAILETO MePEeYeHb
KOJIOB U HANMEHOBAHUI CTPaH MUpa B COOTBETCTBHUHU CO
cranaaptom [SO 3166-1

39. TpeGoBaHus K 3aMOJHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX JOKYMEHTOB (CBeaeHUi) "
CocTosiHuE aKTyallu3alluu €IMHOT0 PEECTpa 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
EBpazuiickoro sxonomuyeckoro cor3a" (R.HC.MM.01.007), nepenaBaeMbIx B cooOiieHuu "
3anpoc U3MEeHEeHHBIX cBefeHur u3 obmero peectpa" (P.MM.01.MSG.010), npuBeneHs! B
Tabmurie 28.

Tabnuma 28

Tpe6oBaHKA K 3aIIOTHEHUIO PEKBU3HTOB JJIEKTPOHHBIX JOKyMeHTOB (cBeneHuit) "CocTosHne
aKTyaJM3aIyy eJUHOTO PEeCTPa 3aperuCTPUPOBAHHEIX JIEKAPCTBEHHEIX cpeacTB EBpasuiickoro
skoHOMHIeckoro coro3a" (R.HC.MM.01.007), mepemaBaeMbIX B COOOmMEHHH "3ampoc H3MEHEeHHBIX
cBezeHuit u3 o6mero peecrpa” (P.MM.01.MSG.010)

Kox tpeboBanus DopmynnupoBKa TpeOOBaHHS

ecnu pexBu3uT "KomauuecTBo
3ampammnBaeMbIx 3amucei” (smsdo:

1 RecordQuantity) 3amomHeH, TO ero
3HAYCHUE HE JIOMDKHO MPEBBIIIATH
5000 3ammceit

"

3HA4YCHUE aTpubyra
nnaeHTudukarop crpaBoyHHKA  (
knmaccuukaropa)"”



(arpubyT codeListld) B cocrase
pekBusura "Kox crpansr" (csdo:
UnifiedCountryCode), momxHO

coJiepKaTh KOJOBOE 00O3HAuYCHHUE
KiaccupuKkaTopa CTpaH MHUDPA,

yka3zaHHoro B pazzaene VII IlpaBun
UHGOPMAIIMOHHOTO B3aMMOICHCTBHS

eciu pexBu3uT "Kop ctpansr” (csdo:
UnifiedCountryCode) 3amomHeH, TO
ero 3Ha4YEHUE JIOJIKHO
COOTBETCTBOBATh KONy CTPaHbl W3

3 KiaccupukaTopa CTpaH MUpa, ;
coJlepiKallero rnepeyeHb KOIOB M
HanMMEHOBAaHWH CTpaH Mupa B
COOTBETCTBUU CcO cTaHaaptoM ISO
3166-1

3. PernameHT MHGOPMALIMOHHOTO B3aUMOICUCTBUS MEXKIAY YIIOJTHOMOUYEHHBIMU OpraHaMu
rocyJapcTB — WieHOB EBpa3uiicKoro 3KOHOMHUYECKOT0 COK03a MPHU pean3aluu CpeICTBaMu
UHTETPUPOBAHHON MHGOPMAIIMOHHON CUCTEMBbI BHEIIHEW M B3aMMHOW TOPTOBIHM OOIIETO
npouecca "®dopmupoBaHME, BEIEHHME U MCIOJb30BAHHUE E€JAUHOrO peecTpa
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3suilckoro 3KOHOMHUYECKOTO coro3a',

YTBEPKACHHBIN YKa3aHHBIM Permennem, U3J10KUTh B CIEAYIOLIEH PEIaKLIUU:
"VTBEPXXIEH
Pemenuem Komnnerun
EBpa3uiickoil 5KOHOMHUUECKOH KOMHCCUHI
ot 25 okTs0ps 2016 . Ne 122
(B pemakumu Pemenns Komnernn

EBpazuiickoil 5KOHOMUYECKOW KOMUCCUU
ot 19 anpens 2022r. Ne 67)

PermamenT nHEGOPMAMOHHOTO B3aUMOICHCTBHSA MEXK Y YIIOJIHOMOICHHEIMH OpraHaMHA
roCyapcTB — WICHOB EBpasuiickoro "kOHOMHYECKOTO COI03a IIPH peaIu3allii CPEICTBAMHA
HHTETPUPOBaHHOM HH()OpPMAIMOHHOM CHCTEeMEI BHEIMHEH M B3aMMHO# TOPTroB/IH 00mIiero mpomecca
"®opMHupOBaHNUE, BEACHNE® H HCIONL30BAHNE EMHOIO PEECTPA 3aPETHCTPAPOBAHHBIX
JIeKapCTBEHHBIX CpeJCcTB EBpasmiickoro SkOHOMHUIECKOTo COr03a"

1. O6mume monoxxeHus

1. Hacrosimuii PernameHT pa3paboTaH B COOTBETCTBUHU CO CICAYIOIIUMHU aKTaMU,
BXOJISILIMMH B 1paBo EBpa3uiickoro 3KOHOMUYECKOro coro3a (nanee — Coro3):
Joroop o EBpasuiickom skoHOMHUYECKOM coro3e oT 29 mas 2014 rona;
CorunaiieHre 0 eIMHbIX MPUHIUIIAX W MPaBHIIaxX 00pallleHus JIEKaPCTBEHHBIX CPEJICTB B
pamkax EBpazuiickoro skoHoMu4eckoro corosa ot 23 nexadbps 2014 roga;
Pemenue Briciiero EBpasuiickoro sxkoHoMmuueckoro coeta ot 23 aekadops 2014 r. Ne
108 "O peanuzauuu CoryameHus O €JUWHBIX NPUHUUIAX W MpaBUiax oOpalieHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiicKoro 5KOHOMUYECKOT0O COro3a';



Pemenue Coera EBpasuiickoil sxoHOMUUYeckoi komuccuu oT 3 Hosiops 2016 . Ne 78 "O
[IpaBunax perucTtpanv U SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB ISl MEIULMHCKOIO
MpUMEHEHUS";

Pemenue Komnerun EBpazuiickoii s5koHoMuyeckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTAX, PErIaAMEHTHPYIOIMX UH(OPMAIIMOHHOE B3aUMOJEHCTBIE
Opy peaau3alii CPe/ICTBAMU MHTEIPUPOBAHHONM MHMOPMAIMOHHON CUCTEMBbI BHEIIHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemenne Konmnernn EBpasuiickoil 3xoHoMUuuYeckoit komuccuu oT 27 stuapsa 2015 r. Ne 5
"OO yrtBepxaeHuun I[IpaBun »1IEKTPOHHOrO oOOMEHa JAaHHBIMM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOM CHCTEME BHEIITHEH ¥ B3aUMHON TOPTroOBJIN';

Pemenne Komnernn EBpazuniickoit s5koOHOMHUYECKON Komuccuu oT 14 ampens 2015 r. Ne 29
"O nepedHe 00IIKX IPOLECCOB B paMKax EBpa3niickoro 3KOHOMUYECKOIO COK03a U BHECEHUU
n3MeHenus B Pemenue Komnernn EBpaszuiickoid 5KOHOMUYECKON KoMUccuU OT 19 aBrycra
2014 r. Ne 132";

Pemenne Komnerun EBpa3zuiickoii sSkoHOMUYEeCKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMH, TAPMOHU3ALMKA U OMUCAHUS OOIIMX MPOLECCOB B
paMkax EBpa3uiickoro SKOHOMHUYECKOIo coro3a';

Pemenue Konneruu EBpasuiickoit 3xoHoMHueckoit komuccuu ot 28 ceHtsiops 2015 r. Ne
125 "O6 ytBepxaenun I[lonoxxkeHus o0 oOMEHE SIEKTPOHHBIMU JIOKYMEHTAMHU IIpU
TPAHCTPAaHUYHOM B3aMMOJIEVCTBUH OPTraHOB TOCYJAapPCTBEHHOW BJIACTH IOCYAapCTB — YJICHOB
EBpasuiickoro sKOHOMHYECKOTO COI03a MEXAy co0oil m ¢ EBpasuiickoil SKOHOMHYECKOM
KoMHuccHen'";

Pemenne Komnerun EBpazuiickoil skoHOMU4eckoil komuccuu ot 22 nexadps 2015 r. Ne
172 "HomeHnkiatypa JeKkapcTBEHHbBIX Gopm".

II. O6nacTs NpUMEHEHUA

2. Hacrosimuii PermamenTt paspabotan B 1eisx obOecneyeHHs eauHO0Opa3HOTo
MIPUMEHEHUS YYaCTHUKAMH OOIIETO Mporiecca MopsiKa U YCIOBHHA BBITIOJHEHUS TPAH3aKIINN
obmero mpomecca "®dopMupoBaHWE, BEICHHUE M UCIOJIb30BAHUE EIMHOTO peecTpa
3apEeTrUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3zuiickoro 3KOHOMHYECKOro coro3a" (
nanee — o0 mpoiiecc).

3. Hacrosinuit PernamentT onpenensieT TpeOOBaHUS K MOPSIAKY U YCIOBUSM BBITOTHEHUS
omepamnuii o0ImIero mpolecca, HEMOCPEACTBEHHO HANpPaBICHHBIX Ha peaan3aiuio
MH(OPMAITMOHHOTO B3aUMOCHCTBUS MEXIAY YYaCTHUKAMHU OOIIEro mpoiiecca.

4. Hacrosmuii PernmaMeHT mpuUMeEHSIETCSl y4aCTHUKaMM OOILIEeTO Mpolecca Npyu KOHTPOJIE
3a TIOPSIKOM BBITIOJTHEHUS MPOIIEAYP U ONEepalfii B paMKax OOIIEero mporecca, a TakKe mpu
POCKTUPOBAHHUM, pa3pabOTKe W J0pabOTKE KOMIIOHCHTOB HH(OPMAIIMOHHBIX CHCTEM,
00€eCIeurBAIOIINX PeaTH3aIlfio 3TOT0 OOIIETo Mpolecca.



III. OcHOBHEIE MOHATHA

5. nsa uenen Hacrosuero PernaMeHTa MCHONIB3YHOTCS MOHATHUSA, KOTOPBIE O3HAYAIOT
clIelytouiee:

"PEKBUBUT DJIEKTPOHHOTO IOKYMEHTa (CBEeJCHUI)" — eIMHUIIA JAHHBIX 3JIEKTPOHHOTO
JIOKyMEHTA (CBEICHU ), KOTOpasi B OMPE/ICICHHOM KOHTEKCTE CUUTACTCS HEPa3/IeTUMON;

"cocTtosiHne WHGPOPMAIIMOHHOTO 00BeKTa 00Iero mpoiecca" — CBOWMCTBO,

XapakTepu3yroiiee HHPOPMaAIMOHHBIA OOBEKT Ha OMPEJEICHHON CTaJuu €ro >KU3HEHHOTO
IIMKJIA, U3MEHSIIOIIEECS TIPU BBIIOJTHEHUH OIlepaliuii o0IIero mpoiecca.

[Tonatus "wnnnmartop", "MHULMUpPYIOWAs onepauus’, "MpUHUMAaromas onepauus',
pecniogeHT", '"cooOmeHue oOImero mpomecca' um "TpaH3akiusa oO0Iero mpomecca"
UCIIOJIB3YIOTCSl B HACTOsIIEM PeriiamenTe B 3HaUCHUSX, OMPEIeICHHBIX MeTOoIMKOM aHanu3a,

"

ONTUMU3AIMN, TAPMOHHU3AIMN W OMUCAaHMS OOIIMX TPOIIECCOB B paMkax EBpaszmiickoro
AKOHOMHYECKOTO COI03a, yTBepKAeHHOM Pemennem Komnernu EBpa3uiickoil 5KOHOMUYECKOM
komuccuu oT 9 nrons 2015 r. Ne 63.

WHble NOHATHS, UCNIOJIB3YEMBIE B HACTOSIEM PernaMeHnTe, NpUMEHSIOTCS B 3HAYEHUSIX,
onpeaesieHHbIX B yHKTe 4 [lpaBui nHGOPMaIMOHHOTO B3aUMOJICUCTBUS TIPU pealu3aluu
CpelICTBaMH MHTETPUPOBAHHOM HH(POPMAIIMOHHON CUCTEMBI BHEIITHEN U B3aMMHOUW TOPTOBIIN
obmero mnpoiecca "®opMupoBaHUE, BEJACHHE M HCIOJIL30BAHUE EIUHOTO peecTpa
3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3niicKOro 3KOHOMHUYECKOTO coro3a’,
yTBepkJIeHHbIX Pemenuem Kosuiernu EBpaszuiickoli SKOHOMHYECKOW KOMHUCCHUHU OT 25
okTA0pst 2016 1. No 122 (nanee — [IpaBuna nHGOpMaAIIMOHHOTO B3aUMOJICUCTBUA).

IV. OcHOBHEIE cBeAeHHA 00 HH(POPMAIMOHHOM B3aHMOACHCTBAM B paMKax 00IIero mpomecca
1. YuacTHIKH HHPOPMAHOHHOTO B3aHMO/ICHCTBHS

6. [lepeuens poiieil y4aCTHUKOB MH(GOPMAIIMOHHOTO B3aMMOJICHCTBHS B paMKaxX OOIIETo
npoliecca npuBeeH B Tadbauue 1.
Tabnuna 1

ITepegens poneii yaacTHUKOB HH(POPMAIMOHHOTO B3aHMOAEHCTBHA

HaunmeHnoBanue ponu Omnwmcanue poin Y4acTHUK, BBIIOJIHAIOIUN POIb
1 2 3
yBeloMIsieT 00 OTMEHE WIM  YIOJHOMOYECHHBIH opras,

aHHYJHPOBAaHUN PETHCTPAIIMOHHOTO OTPAHMYMBIIMKA  oOpamieHune

OTnpaBUTENDb CBEACHUN
YIAOCTOBEpEHHsI JIEKApCTBEHHOTO  JIeKapcTBeHHoro mpemnapara (P.MM

mpernapara .01.ACT.004)
MOJy4YaeT yBeIOMIICHHE 00 OTMEHE YIOJHOMOYCHHBIH opras,
178971 AHHYJIHPOBaHUH ormoBeniaeMblii 00 OrpaHUYECHUH

ITonyyarens cBepeHui
PETHUCTPAIHOHHOTO yIOCTOBEpEHHsI OOpamieHusi  JIEKapCTBEHHOTO

JIEKapCTBEHHOTO MIpemapara npemnapata (P.MM.01.ACT.005)



HaIpaBJIIET CBEJCHUS 3asBJICHUS Ha
MIPOBEJICHUE NPOLEAYP PETUCTPALUU
JIEKapCTBEHHOI'0  Ipenapara,
HampaBJsIeT yBeIOMJEHHE 00
U3MEHEHUH CBCJICHHH 0
pEeTUCTpallud  JIEKAPCTBEHHOTO
npernapara, MpefoCcTaBiseT JOCTyN
o 3ampocy K JOKyMEHTaM
PETUCTPALlMOHHOTO JIeJla  WJIH

YIOJIHOMOYEHHBIN oprax
pedepentHoro rocynapctea (P.MM
.01.ACT.002)

Peructparop

PETUCTPALIOHHOTO JOCHE, MTOIyJIaeT
3aME€YaHHus M IPEANIOKECHUS B
OTHOIIEHUHU JOKYMEHTOB
pErucTpalluOHHOrO Jejla WU
PErUCTPAIOHHOTO A0ChE, MOIyYaeT
CBEICHUS pPEIICHHUs] O TpHU3HaHHUU (
HETIPU3HAHUN) SKCTIEPTHOTO OTYETa

MOJIyYaeT CBEAEHHs O 3asiBICHUN Ha
MIPOBECHUE MPOLIEAYDP PETUCTPALIUH
JIEKApCTBEHHOr0  Mperapara,
HAmpaBlSeT VBEIOMIICHHE O
HEBO3MOJKHOCTH  PacCMOTPEHHS
3asBJIEHHs HA TPOBEICHUE MPOLIELYD
perucTpanuy  JIEKapCTBEHHOTO
npemnapara, mojay4aeT yBeAOMIICHUE
00 M3MEHEHHH CBEICHHH O
pPETUCTpAIIMH  JIEKAPCTBEHHOTO
mperapara, MojydaeT CBEICHUS U3

YIOJIHOMOYEHHBIN oprax
rocyaapctsa npusHanus (P.MM.OI1.
ACT.003)

Cornacyromnuit

pPErHUCTPallMOHHOTO JAeNia WU
PErucTpallMOHHOTO JI0ChE IO
3aIpocy, HalpaBisieT 3aMevaHus 1
MPEMIOKEHUST B  OTHOIICHHUH
JOKYMEHTOB PErUCTPanioOHHOTO
JieTia WIA PETHCTPAlMOHHOTO JI0ChE,
HanpasJsieT peructparopy
MOATBEPXKIACHUE  Tpu3HaHus  (
HENpPHU3HaHK) SKCIEPTHOTO OTYETa

2. Crpykrypa uE()OPMAIIHOHHOI'O B3aNMOAEHCTBHA

7. UndopmanimoHHOE B3aMMOJICHCTBHE B paMKax OOIIEro Mpoiecca OCYIIEeCTBIISIETCS

MEXJY YINOJIHOMOYEHHBIMM OpraHamu rocyaapctB — wieHoB Coro3a (nmamee —
YIOJHOMOYEHHBIM OpraH rocyJapcTBa-ujieHa) B COOTBETCTBHM C MpOIEAypamMu OOILero
poIiecca:

nH(pOpMAIIMOHHOE B3aMMOJICHCTBHE TPU HAMPABICHUU CBEICHUN O PETUCTPaAIllUH
JIEKapCTBEHHOI0 Mpenapara U PACCMOTPEHUM CBEIECHUW O 3asBJICHUHM Ha NPOBEICHUE
MIPOLIEAYP PETUCTPALIMH JIEKAPCTBEHHOT' O IIpenapara;

uH(}OpMaIIMOHHOE B3aUMOJIEHCTBUE MPHU TMOJYYEHUU CBEIACHUU, COJEPKAIIUXCS B
PETUCTPALIMOHHOM JI€JI€ WJIM PETUCTPALMOHHOM J0ChE;



uH(OPMAIMOHHOE B3aMOJICHCTBHUE MIPU YBEOMIICHHH 00 OTMEHE WJIM aHHYJIMPOBAHUU
PETUCTPALIMOHHOTO YA0CTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara;
HHPOPMAIIMOHHOE B3aMMOJCHUCTBUE TMPHU BEICHUU MEPENMUCKH B OTHOIICHUU
PETUCTPALMOHHOTO J€Ja WIH PETUCTPALIMOHHOIO JIOCHE.
CtpykTypa nHGOPMAITMOHHOTO B3aUMOACHCTBUS MEXIY YIIOTHOMOYEHHBIMU OpTaHAMHU
rocyJ1apCTB-YJIEHOB NIPEACTABICHA HAa PUCYHKE 1.

Hudopmaunonsoe
B3aHMOJICHCTBHE
1pH NOTY4eHHH CBe/IeHHH,
cojIepiKalIHXCs B
PErHcTPAIHOHHOM JleNle HITH

PETHCTPALIHOHHOM JI0ChE
(P.MM.01.BCV.005)

«YdacTHE» /f_\ «YdacTHE»

HudopmanponHoe B3anMoaeiicTBHE
npH BeJeHHH MepPerHCKH B
OTHOIIECHHH PErHCTPAITHOHHOTO
Jelna HIH PerHCcTPalHOHHOIO J10Che
(P.MM.01.BCV.007)

«YdgacTHeR «YaacTHeR

Cornacyromsii Peructparop

«YaactHe» «YuacTHe»

HNudopmannonsoe B3anMoieiicTBHE
IPH HANIPABICHHH CBeICHHI O perHcTPalHH
J€KapCTBEHHOTO MpeNapata H PaccMOTPEHHH

CBEICHHI O 3aABICHHH Ha [IPOBEICHHE
MpOLEIYP PErHCTPAIHH JeKapCTBeHHOIO
npenapara
(P.MM.01.BCV.004)

«YuacTHE» /’#—\ «YyuacTHen

HNudopmannonHoe B3auMOIeHCTBHE NIPH

> YBEIOMICHHH 00 OTMEHE HIIH [Tomyuaremns

CHEASEE AHHYTHPOBAHHH PErHCTPALIHOHHOIO CBE/ICHHH
YAOCTOBEPEHHA JIEKAPCTBEHHOTO IIpenapaTta

(P.MM.01.BCV.006)

OtnpasHTEeTH

Puc. 1. Crpykrypa nHPOPMAITMOHHOTO B3aUMOJCHCTBUSI MEKITY
YIIOJTHOMOUYEHHBIMHM OpraHaMU rOCy1apCTB-YJICHOB



8. NudopmanmonHoe B3anMOACHCTBHE MEXIY YIOJIHOMOYEHHBIMU OpraHamMu
rocyJapcTB-4JI€HOB peaiu3yercsa B pamkax odurero npouecca. CTpykTypa o01iero mpoiecca
onpenenena B [IpaBmiax nHGOPMAIIMOHHOTO B3aUMOICHUCTBHS.

9. UndopmanmonHoe B3aUMOJIEHCTBUE OMPEIESET MOPSAIOK BBIOJIHEHHS TPAH3aKIUN
o01ero mporecca, Kaxaasi U3 KOTOPBIX MPEACTABISIET CO00H OOMEH COOOIICHUSIMU B LETISX
CUHXPOHU3AIMU COCTOSIHUNM HH(GOPMAIIMOHHOTO O0BEKTa OOIIero mpolecca MExXay
y4acTHUKaMH oOmero mnporecca. Jiud kKaxaoro MH(GOPMALMOHHOTO B3aUMOJIEUCTBUS
ONpPEAEIICHBl B3aUMOCBA3U MEK]y OMNEPALUMIMU MU COOTBETCTBYIOIIMMHU TAaKUM ONEpaLUSIM
TpaH3aKIUsIMHU OOILEro Mmpoliecca.

10. Ilpu BBIIOTHEHWU TpPaH3aKIUU OOIIEro MpOoIlecca WHHUIIMATOP B paMKax
OCYILIECTBIIIEMON UM omnepauuu (MHULIUMUPYIOLEH ONepalri) HampaBisieT PECHOHIEHTY
COOOIIeHHE-3allPOC, B OTBET HAa KOTOPOE PECHOHACHT B paMKax OCYIIECTBIISIEMON HM
omepanuu (IpUHUMAIOIIEH oOmepalnru) MOXET HampaBUTh WJIM HE HaIMpPaBUTh
COOOIIIEHNE-0TBET B 3aBUCUMOCTH OT I1a0JI0HA TpaH3aKiuu obimiero npouecca. CTpykrypa
JaHHBIX B COCTaBE COOOIICHUS JOJKHA COOTBETCTBOBATH Onucanuio GopMaToB U CTPYKTYP
ANEKTPOHHBIX JOKYMEHTOB W CBEJI€HMI, HCIOJb3yEeMBIX ISl pealu3alliu CpelCTBaMu
WHTETPUPOBAHHON MH(GOPMAIMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPTOBIU OOIIETO
npouecca "®dopmupoBaHHE, BeIEHHWE U HCIOJb30BAaHUE E€JAUHOrO peecTpa
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3niicKOro 3KOHOMHUYECKOTO coro3a’,
yTBepxkacHHOMY Pemennem Kosmernum EBpa3uiickoil 3KOHOMHUYECKOM KOMHUCCHU OT 25
okTsA0pss 2016 1. Ne 122 (manmee — Omnucanue QopMaToB U CTPYKTYpP IJIEKTPOHHBIX
JOKYMEHTOB U CBEJICHU).

11. Tpanzakiuu oOI1Iero mporecca BBIMOJHSIIOTCA B COOTBETCTBUM C 3aJJaHHBIMU
napamMeTpaMH TpaH3aKIUK 00IIero mporecca, Kak 3To onpeieseHo HactoamuM Permamentom

V. UadopMamuoHHOE B3aUMOIECHCTBHE B paMKaX I'pyIIl IPOLeRyp

1. UadpopManmoHHOE B3aHMOISHCTBHE IPH HAIPaBIIEHHH CBEJCHUM O PETHCTPAI[H
JIEKapCTBEHHOT'O IIpEiapaTa i PaCCMOTPEHMH CBEACHHI O 3a4BICHAM Ha MIPOBEJICHUE IIPOIETyP
PETUCTpalliy JIEKapCTBEHHOTO IIpenapara

12. Cxema BBINIOJIHEHUSI TpaH3aKIMI OOIIEro mpolecca Mpyu HampaBiIECHUU CBEACHUMN O
perucTpaiuu JeKapCTBEHHOr0 Mpenapara U pacCMOTPEHUM CBEICHUW O 3asBJICHUHM Ha
MPOBEICHUE TIPOLECYP PETUCTPAIMHU JIEKAPCTBEHHOTO Tpernapara npeacTaBieHa Ha PUCYHKE
2. Jlns xaxxmou mporeAypbl oOmiero mporecca B Tabimile 2 TpUBEACHA CBA3b MEXKIY
OnepalusIMu, MPOMEKYTOUYHBIMU U PE3YJbTUPYIOIIUMHU COCTOSIHUSIMU HHGOPMAIMOHHBIX
00BEKTOB 00I1IETO Tpoliecca U TPaH3aKIUsIMH OOIIEro mpoiecca.



:Peructpatop :Cornacytonmii

opy |

l li'ID."l}"‘]EHO 3aABJICHHUC Ha PETHCTpAlHK ICKAPCTBCHHOTO |

npenapara B rocyapcTee MpH3HaHHs |

1 [MonyueHue CBEICHHH O 3aABJICHHH HA [IPOBEICHHE
[IPOLEIYP PerucTpallii JIeKapeTBEHHOIO npenapara
(P.MM.01.TRN.009)

k_ ____________________________________________________________________

| |
op |

i[npnusrm pellieHHe 0 HEBO3MOKHOCTH PAcCMOTPEHHS

3asB/IeHHA |

YBeOMICHHE O HEBO3MOKHOCTH PACCMOTPEHHS 3asBICHIA
Ha MPOBEJACHHE NMPOLEIYP PErHCTPALIHH JIEKAPCTBEHHOT O
npenapata (P.MM.01.TRN.010)
| |

opt l[l‘IpHHﬂTD peleHHe O MpeKpalleHi NPoLeIVpsl perucTpaiun

JIEKAPCTBEHHOTO Mpenaparta Hid H3MEeHEH COCTaB JOKYMEHTOB
| PErUCTPAIMOHHOTO JIeJIa WIH PETHCTPAHOHHOTO 0Cke]

; YeenoMaeHue 00 H3MEHEHHH CBEICHHIH O perucTpaluu

| nekapcteeHHoro npenapara (P.MM.01.TRN.011)

—— E—

Puc. 2. Cxema BBINIOTHEHUS TPaH3aKIIMA OOIIETO MpoIlecca NPy HAMPABICHUU CBEJCHUN
O pETUCTpalKU JICKAPCTBEHHOTO TIpernapara U paCCMOTPEHUU CBEACHUN O 3asBJICHUN
Ha MPOBEJEHUE NPOLIEAYP PETUCTPALIMHU JIEKAPCTBEHHOIO Mpenapara

Tabmuma 2

Ilepegens TpaH3aKiuii 00IEro mporecca mpy HAIPaBJICHUH CBEACHUHN O PerHCTPaIiHi
JIEKapCTBEHHOT'O NIpeNapaTa i paCCMOTPEHUY CBEICHHUH O 3a4BJICHHM Ha MPOBEACHUE MIPOLEAYD
PEerHuCTpaIyy JeKapCTBeHHOTO IIpenapara

IIpomexxyTOouHOE PesynpTupytoee
Omnepanus, COCTOSTHUE Omnepanus, COCTOSTHHE
Tpan3zakuus
Ne n/m BBINIOJIHSIEMass ~ WH(OPMAIIMOHHO BBIMOJNHSAeMass  MH(OPMALMOHHO
obrmiero mporecca
WHHULUATOPOM ro o0BeKTa  pEecmoHIEHTOM TO 00BeKTa
oO1ero mpouecca ob1ero nmpouecca
1 2 3 4 5 6

[MonyueHue cBeJcHUI O 3asBJICHUU Ha MPOBEICHHUE MPOIEAYP PETUCTPAIMH JICKAPCTBEHHOTO
npemnapara (P.MM.01.PRC.004)



IIpencraBnenue

CBEICHUH O MOJIydeHUE
3asBIICHUHU ( CBEICHUH O
P.MM.01.0PR npuem u 3a4BJICHUU Ha
012). 3asBICHUE ( o6paboTka 3asiBIICHUE ( mpoBenenue
11 [Tonyuenue P.MM.01.BEN cBemenuit o P.MM.01.BEN mpouenyp
’ yBenomieHus o .002): cBelneHUs 3asiBICHUU (1.002): cBemeHust perucTparuu
pe3yapTaTax TIPECTaBIIECHBI P.MM.01.OPR  nonyueHsl JIEKapCTBEHHOTO
o6paboTku .013) npemnapara (
CBEICHUH O P.MM.01.TRN
3asBJICHUU ( .009)
P.MM.01.0PR
.014)

YBenomileHHE O HEBO3MOKHOCTH PAacCMOTPEHHs 3asBICHHS Ha IPOBEJCHHE MNPOLEIYD
2 perucTpanyuu
nexapctBeHHoro npemnapata (P.MM.01.PRC.005)

IIpencraBnenue
YBEJOMJICHUS O
HEBO3MOKHOCTHU
paccMOTpeHUS YBEIIOMIICHUE O
3asBICHUS (3a N (mpue sasBIeHIIC HEBO3MOXHOCTH
SABJICHH IOIpueMm )44 SABJICHHU
P.MM.01.0PR accMoTpe
P.MM.01.BEN o0GpaGoTka P.MM.01.BEN  PaceMoTPenis
.015). 3a4BJICHUS Ha
.002): yBegomiieHus o .002):
[Tonyuenue NIPOBEJCHUE
YBEIOMJICHHE O HEBO3MOXXHOCTH YBEIOMIICHHE O
2.1 YBEIOMJICHHUS O oponenyp
HEBO3MOXXHOCTH PACCMOTPEHHUS  HEBO3MOXHOCTHU
pe3yJibraTax perucrpaiuu
naborki paccMoTpeHHsl  3asBICHUS ( paccMoTpeHus HeKAPCTBEHHOTO
oop . 3asABICHUS P.MM.01.OPR 3asBieHus
CReACHIH 0y €/ICTaBJICHO 016) MOJy4eHO nperiapata (
HEBOZMOKHOCTH | T ' P.MM.01.TRN
paccMOTpeHHS .010)
3asBIICHUS (
P.MM.01.0PR
.017)
3 YBenomieHre 00 M3MEHEHHUU CBEICHUH O PETHCTpAIMH JEKapCTBEHHOTO mpemnapaTta (P.MM
.01.PRC.006)
Hamnpasnenue moJiy4eHue
yBeIIOMJICHHE 00
YBEAOMIICHHUS 00 YBEIOMIICHUS 00
o U3MECHCHUHU
W3MCHCHUHU W3MEHCHUH obmmumii peectp (CBe eHuii o
CBEJIEHUN O CBEIEHUHA O P.MM.01.BEN A
perucTpanuu
3.1 perucTpamnuu - perucTpaIuu .001):
JIEKApCTBEHHOTO
JIEKapCTBEHHOT'O JICKAPCTBEHHOTO  YBEIOMJICHHUE
npemnapara ( npenapara ( mepenano nperiapata (
perap penap P P.MM.01.TRN
P.MM.01.0PR P.MM.01.0PR 011)
.018) .019) '

2. UadopManimOHHOE B3aMMOJICHCTBHE IIPH IOTyI€HHH CBENCHUMN, COASPIKAMMUXCA B
PErUCTPaHOHHOM JIeJIe WK PErHCTPAlAOHHOM JJOChE

13. CxeMa BBHITIOTHEHUS TPaH3aKIM OOIIETo MpoIecca MpHu MOJyYeHUH CBEIACHUH,
CoJIepKaIINXCsS B PETUCTPAIMOHHOM JIeJie WIM PETrUCTPAIlMOHHOM JIOChe, MPEe/ICTaBlIeHa Ha
pucyHke 3. Iy kaxx10# mpoiieaypsl o01ero npoiecca B Tadiuiie 3 mpuBeieHa CBSA3b MEXKITY



OoIcpanusiMu, IPOMCIKYTOYHBIMHU H PC3YJIbTUPYIOIMUMH COCTOSAHHUAMHU HH(bOpMaHI/IOHHLIX

00BEKTOB 00I1IETO Tpollecca U TPaH3aKIUIMH OOIIEro mpolecca.

:Peructpatop

:Cornacyrommii

]
J

[3anporiensl cBeeH S (IOKYMEHTRI) H3 PErHCTPALHOHHOIO

Jef1a HIH PETHCTPAIlHOHHOTO 10Che |

n{}ﬂ}"L[CHHC CBEJICHHIT 13 PETHCTPALHOHHOIO OC/Id HITH

peructpaudonHoro gocee (P.MM.OI.TRN.012)

Puc. 3. Cxema BBINOTHEHUS TpaH3aKIMUA 00IIIETO MpoIiecca Mpy MOJTyIeHUN CBEIACHUH,
COJIEPIKAILUXCS B PETUCTPALIMOHHOM JIEJIE WM PETUCTPALIMOHHOM JIOChE
Tabnuma 3

ITepedens TpaH3akimii 06mero mponecca MpH MOJYyISHAN CBEACHHIH, COIEPKAIMXCS B
PETrHCTPaHOHHOM JIeJIe WM PErACTPAlAOHHOM JJOChe

Ne /i

1.1

PesynpTupyromee
COCTOSIHHE
MH)OPMAIIMOHHO
ro obObexra
o0riero mporecca

5 6

Tpanszakuus
o011ero mporecca

[MonydeHue cBeZeHUH M3 PETHCTPALIMOHHOTO JIeJIa WIIM peTHcTpaoHHoro gocke (P.MM.01.

IIpomexyTouHoe
Omnepanus, COCTOSHUE Onepanus,
BBINIOJIHSIEMass ~ WH(OPMAIMOHHO BBIMOIHIEMAas
WHHULMATOPOM ro o0bBeKTa  PECHOHICHTOM
o0rmiero mporecca
2 3 4
PRC.012)
3anpoc cBeneHui
u 3
pEerucTpanuoHHO

ro JgcjIa HIH
IIOATOTOBKa H

MpeCTaBlIeHUE
CBEJEHUU U3

PErUCTPALIUOHHO CBEJCHUS
ro gocbke (P.MM perucrpannonso

.01.0PR.035). ro J0Che WIH CMHCTDALIONHO
Mpuem u  gema (P.MM.OL. fo eIJ’I a“ o
obpaboTka BEN.004): 8

. PETHCTPAIIHOHHO
CBeJCHUU H3 CBEIEHUS

PETUCTPAIIMOHHO  3aIIPOLICHEI
ro jena Wiu
pEerUCTPauOHHO

ro mocse (P.MM
.01.0PR.037)

.01.0PR.036)

ro nocke (P.MM

CBEJICHUS
pEerucTpanuoHHO
ro J0Che HIH
nena (P.MM.O1.

BEN.004): nojydeHue
’ ' CBeJEHMI U3
cBejeHus
PErucTpalMoHHO
OTCYTCTBYIOT.
ro jgena HIH
CBEJEHHUA
PETUCTPAIMOHHO
€rUCTPAIIMOHHO
p pant ro pocee (P.MM
ro Joche WIH
A 01.TRN.012)
nena (P.MM.O1.
BEN.004):
cBejeHus
peCTaBJIEHbI



3. UapopManmmoHHOE B3aHMOJICHCTBHE IIPH YBEAOMJIEHMH 00 OTMEHE W aHHYJIMPOBaHUA
PETHCTPanOHHOTO YAOCTOBEPEHHUS JICKapCTBEHHOTO IIpenapaTa

14. Cxema BBIIOTHEHHS TPAH3aKIIMA OOIIET0 Mpoliecca MPH YBEJOMIECHUH 00 OTMEHE WU
AHHYJIMPOBAHUU PETHCTPALIMOHHOTO YJIOCTOBEPEHMUS JIEKAPCTBEHHOrO Ipemnapara
npeqcTraBieHa Ha pucyHke 4. Jlis kaxjaod mpouemypbl oOmiero mpoiecca B Tabnuie 4
MpUBEICHA CBS3b MEXAY OINEpalusiMH, MPOMEKYTOUHBIMU U PE3YJbTUPYIOUIUMU
COCTOSIHUSIMU WH(POPMAIMOHHBIX OOBEKTOB OOIIETro Mpollecca M TPaH3aKIUSIMU OOIIEero
npolecca.

Tlonyuarens ceenenmii :OTrpaBuTeNs CBEICHHIH

oy |

|lOT3~IC]JCHD HIH aHHYJIHPOBAHO PErHcTpalHOHHOE
V0CTOBEPEHHE JIEKapCTBEHHOTrO npernaparal

Hanpasiaenue ypeaomiaeHus o0 oTMeHe HITH
aHHY.JTHPOBAHHH PErHCTPAIHOHHOTO Y 10CTOBEPCHHA
nexkapceTennoro npenaparta (P.MM.O1.TRN.013) )l

Puc. 4. Cxema BBINOJHEHUS TPaH3aKIMKA 00IIETo mpoiiecca
P YBEIOMJICHUH 00 OTMEHE UM aHHYJIUPOBAHUU PETUCTPAITMIOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO IIpernapara

Tabmmma 4

ITepeuers TpaH3aKimii 00mero mpomecca mpy yBeAOMICHHH 00 OTMECHE WM aHHY/INPOBAHHA
PETHCTPAIIMOHHOTO YAOCTOBEPEHNMS JIEKAPCTBEHHOrO Ipenapara

IIpomexxyTouHOE PesynbTupyroiee
Omnepanus, COCTOSIHHE Omnepanus, COCTOSIHHE
Tpanzaknus
Ne /it BBIIIOJIHSIEMAs “HGOPMAITMOHHO BHITIOTHSICMAs HHGPOPMAIIMOHHO
o011ero mporecca
MHHIUATOPOM ro o0beKTa  pPeCHmoHIeHTOM TO 00BbeKTa
obrmiero mporecca o0miero mporecca
1 2 3 4 5 6

Hampasnenue yBenomieHuss o0 OTMEHE WIM aHHYJIUPOBAHUU PETUCTPALIMOHHOTO
ynocroBeperus (P.MM.01.PRC.013)

HalnpaBJeHUE
Hamnpasnenue MoJy4yeHue YBEIOMJICHUS 00
yBeIOMJICHUS 00 yBeJIOMJIEHUS 00 OTMEHE WU
OTMEHE WJIH OTMEHE HIH  oGriyii peectp ( AHHYMPOBAHMH
AHHYJIMPOBaHUU aHHYJMPOBAaHWH p MM.0]1.BEN  PETHCTPAllHOHHO

1.1 PETUCTPALIMOHHO _ PETUCTPALIMOHHO r o

r o r o yAOCTOBEpPEHUS



ynocroBepeHus ( ynocroBepernst (.001): JIEKapCTBEHHOT O

P.MM.01.0PR P.MM.01.OPR  yBenomneHue npenapara (
.038) .039) nepeaano P.MM.01.TRN
.013)

4. NapopManmoHHOE B3aNMOJIEACTBHE IIPH BEJCHUH IIEPEIMCKH B OTHOICHHH PErACTPAHOHHOIO
JieJIa WM PETACTPAnMOHHOTO JIOChe

15. Cxema BBITIOJTHEHHS TpaH3aKIUK OOIIero mporecca Mpyu BEICHUU NEPENuCcCKH B
OTHOIIEHUM PETUCTPALIMOHHOTO Jiejia MWW PETrUCTPAIMOHHOTO JIOChE MpeJCTaBiIeHAa Ha
pucynke 5. Jlns kaxo# mporeaypsl 00IIero mpoiecca B TabJIUIe 5 TpUBEICHA CBA3b MEXKTY
omepanusIMu, MPOMEXKYTOUYHBIMU U PE3yJIbTUPYIOIIUMHU COCTOSHUSMH HH(POPMAIMOHHBIX
00BEKTOB 00IIIET0 IpoIiecca M TPaH3aKITUIMHE OOIIETo Mpolecca.

: Perucrparop : Cornacylonsi

I

opt | [CocTaBIeH 3KCNePTHBIH OTUET IO pe3yIbTaTaM SKCIepPTH3b
JIeKapCTBeHHOr O Mpernapara]

1

|

|

| |

! HO.?I}“I CHHE 3KCIEPTHOI'O OTTIETA __!
: (P.MM.01.TRN.014) 'H

ke

|

I

|

1

|

|

|

|

>

|

|

|

|

|

|

|

|

|

>

|

[HHHPBBHEHH CBEJICHHA 0 3aMedYaHHAX II0 JOKYMCEHTaM
PETHCTPAITHOHHOT O Jela HIH PEerHCTpallHOHHOT O ILDCLE}

I
I
opt |
|

|
| Ilomy4eHHe CBelleHHH 0 3aMeMaHHAX B OTHOMIEHHH JOKYMEHTOB
u PErHCTPALHOHHOIO JJ2]1a HIIH PErHCTPAITHOHHOIO JJOCkE

(P.MM.01.TRN.015)

|

I

@ | [Hanpag/1eHs! CBe/IeHHA PEIIeHHA O NPH3HAHHH (HEeNPH3HAHHH)
: IKCIIEPTHOTO GT'-IETB}

| [Toimy4eHHE CBeIEHHH pelIeHHA 0 NPH3HAHHH
| (HEIIPH3HAHHH) YKCIIEPTHOIO OTHeTa

u (P.AT.02.TRN.016)

|

I

Puc. 5. Cxema BBITTOTHEHUS TpaH3aKIUKA 00IIIETro Mmporiecca Mpy BeICHUN TIEPETTUCKA
B OTHOIIICHUU PETUCTPAIMOHHOTO Jieja WIIH PETUCTPAIIMOHHOIO JI0ChE
Tabnuua 5

Ilepegens TpaH3aKiuii 0OIMEro mponecca Npy BeACHHH IEPEMUCKU B OTHOIMICHUH
PETrHUCTPAIOHHOrO AeNa WIX PErHCTPAHOHHOTO AOCHE



Ne /it

1.1

2.1

[IpomexxyTouHOE

PesynpTHpyioiiee
Omepanus, COCTOSIHHE
BBIIIOJIHSIEMAas MH(POPMAIIMOHHO

PECIIOHICHTOM ro oo0Obexkra

ob1ero npoiiecca
4 5

Nnpuem u

6046 9KCIEPTHBIN
:Bgﬂaeg:;a otuer (P.MM.OI.
BEN.003):
9KCIIEPTHOTO CcBeACHUS
oryera (P.MM.01
.OPR.041) HOTyHet®t

Omnepanus, COCTOSIHHE

BBINIONIHSAEMAas  HMH()OPMAIMOHHO

HHHUIIMATOPOM ro oObekTa
o01iero mporiecca

2 3

[Tonmyuenue sxcnieptaoro oruera (P.MM.01.PRC.014)

IIpencraBnenue

CBEIEHUN

9KCIIEPTHOTO

otuera (P.MM.01

.OPR.040). SKCIIEPTHBIN

[Tonyuenue otuer (P.MM.OI.

yeemomienus o BEN.003):

pe3yibraTax CBEJCHHUS

00paboTku TepeaHbl

CBEIEHUU

9KCIIEPTHOTO

otuera (P.MM.01

.OPR.042)

Tpauzakius
oOrmiero mporecca

MoJIydeHue
9KCIEPTHOTO
otuera (P.MM.01
.TRN.014)

[MonyueHue 3aMevyaHWii B OTHOIIEHWH JOKYMEHTOB pErHCTPAI[OHHOTO Jefa WIH
peructpanmontoro gocke (P.MM.01.PRC.015)

IIpencraBnenue
CBEAEHUH O
3aMe4YaHUuAX B

OTHOLICHUU
JIOKYMEHTOB

pEerucTpanuoHHO

ro jena WU

pEerucTpanuoHHO

ro gocee (P.MM

.01.0PR.043). JKCHEPTHBIN
[onyuenue oryer (P.MM.01.
yeemomiienust o BEN.003):
pe3yibTaTtax 3aMe4YaHus
06paboTku MIPEICTABICHBI

CBEJCHUHU O
3aMEUaHusiIX B
OTHOILLIEHUHU
JIOKYMEHTOB
PErucCTpaLioOHHO
ro Jnaejga WM
pPETUCTPallOHHO
ro gocee (P.MM
.01.0PR.045)

npuem 5

0o6paboTka

CBEJEHUH O

3aMEYaHMsIX B  OIKCHEPTHBIN
OTHOIICHUH otuer (P.MM.O1.
JOKyMEHTOB BEN.003):
PETUCTPALIMOHHO 3aMEYaHUs
ro Jnejia WIH  TOJYYCHBI
pEeTHCTPaIMOHHO

ro pocee (P.MM
.01.0PR.044)

MOJIy4eHHUE
CBEICHHUA O
3aMCUYaHUAX

B OTHOIICHUHU
JIOKYMEHTOB
PETHCTPAIIMOHHO
ro jaeja HWIH
PETHCTPAIHOHHO
ro nocke (P.MM
.01.TRN.O15)

[Tonmyuenwne perreHus o npu3HaHUA (HETIpU3HAHWH) sKcnepTHOro oTdeta (P.MM.01.PRC.016)

IIpencraBienue
cBeAEHUil
pemeHus o
NpU3HAHUHU (
HEMPU3HAHNN)
9KCIEPTHOTO



oryeta (P.MM.01 skcnepTHbIit npueM |
.OPR.046). oruer (P.MM.01. o6paGoTka
[Tonyuenue BEN.003): CBEJICHHH

3.1 YBEOMJIEHHSI O pEIIeHHEe O  pEemeHHs o
pe3yipTaTax MpU3HAHUHT ( mpu3HAHUHT (
o0paboTku HEeTNpU3HAHUW)  HENMPU3HAHUH)
CBEJICHUM MIPEICTABIICHO 9KCHEPTHOTO
peumeHus o oruera (P.MM.01
NpU3HAHUHT ( .OPR.047)
HETPU3HAHWIN)
9KCIIEPTHOTO
otuera (P.MM.01
.OPR.048)

VI. Omicarne coobmermit 06mero mpomnecca

9KCIEPTHBIN MOJIy4YeHHE
oruer (P.MM.01. cBeneHUH
BEN.003): pelmieHus o
pemeHne o0 IIpU3HAHUA (
NIPU3HAHUHA ( HENPHU3HAHHH)
HeMpHU3HAHWUK)  IKCIEPTHOTO
MOJY4€HO oryera (P.MM.01
.TRN.016)

16. Tlepeuenp cooOmeHuil oOmero mpoiecca, MepeJaBaeMblX B paMKax
MH(POPMALIMOHHOTO B3aWMOJICHCTBUS MpPHU peanu3aluu oO0IIero mnpolecca, MPUBEICH B
tabauie 6. CTpyKTypa JJaHHBIX B COCTaBe COOOIICHMS JTOJKHA COOTBETCTBOBATh OIHUCAHUIO

bopMaToB U CTPYKTYpP ODJIEKTPOHHBIX JOKYMEHTOB U CBEJICHUM.

CcplIKa Ha

COOTBETCTBYIOIIYIO CTPYKTYypy B Omnucanum ¢GopmMaToB U CTPYKTYp 3JIEKTPOHHBIX
JOKYMEHTOB U CBEJICHUN yCTaHABIMBAETCS MO 3HAUCHUIO Tpadbl 3 TabnuIs 6.

Tabmuma 6

ITepegens cooOmeHmit obmero mponecca

KonoBoe o6o3HaueHue HaumenoBanue

1 2

P MM.01.MSG.004 YBEIIOMJICHHE O ) npueMe U
00paboTke cBeeHuMit
CBEIECHHUS O 3asBJICHHH Ha

P.MM.01.MSG.012 MIPOBEACHUE TIPOLIEAYDP PETHCTPALUU

JICKapCTBCHHOT'O ITpeIriapaTa

YBEJIOMJICHHE O HEBO3MOKHOCTH
paccMOTpeHUs
MIPOBEJICHNE MPOLEAYDP PETUCTPALIUH
JIEKApPCTBEHHOTO TIperapara

00
perucTpauuu

3as4BJICHHUS Ha

P.MM.01.MSG.016

YBEAOMIIEHUE HN3MCHCHUU

P.MM.01.MSG.017 CBEIECHHUH O

JICKapCTBCHHOT'O ITpeIriaparTa

P MM 01 MSG.018 yBe;[OaneHHe 00 OTCyTCTBUU
CBEICHUI
3amnpoc CBEJICHU U u3

P.MM.01.MSG.019 PEeTHCTPAllHOHHOTO Jlefla  WJIH

PErUCTPALIOHHOTO JIOChE

CTpykTypa 3IEKTPOHHOTO
JIOKyMeHTa (CBEIICHHN)

3

yBEJIOMJICHHE O
obpabotku (R.006)

pes3ynbTate

CBEJIEHHs PETHCTPALIOHHOIO Jeia
WIM PETUCTPALMOHHOIO JOChE Ha
JIEKapCTBEHHBIN npenapar (
R.HC.MM.01.003)

CBEACHUS paccMOTpEHHH
3asBIICHUS W/WIN PETUCTPALIMOHHOTO
nocse (R.-HC.MM.01.006)

o

CBEJEHHSI O PacCMOTPEHHH
3asBJICHUS W/WJIN PETUCTPALIMOHHOTO

nocke (R.HC.MM.01.006)

yBEIOMJICHUE O
obpadotku (R.006)

pe3ynbrare

CBEJICHHs PETHCTPAlIOHHOIO Jeia
UM PETUCTPALMOHHOIO JOCHE Ha
JeKapCTBEHHBIHI npemnapar (
R.HC.MM.01.003)



P.MM.01.MSG.020

P.MM.01.MSG.021

P.MM.01.MSG.022

P.MM.01.MSG.023

P.MM.01.MSG.024

CBCJICHUA U3 PETUCTPAUOHHOTO
AcJia WK pEeTUCTPALIMOHHOTIO 1OChE

CBEIICHUS DKCIIEPTHOI'O OTYETA

yBegomiieHHEe 00 OTMEHE WU
AHHYJIMPOBAHUU PETUCTPALIMOHHOT'O
YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapara

CBEICHUS pPEIICHHUs] O TPHU3HAHHUU (
HETIPU3HAHUN) SKCTIEPTHOTO OTYETa

CBCACHUA O
OTHOIMICHUH

3aMEUaHuAX B
JOKYMEHTOB
pEerucTpalliOHHOTO Jella WU
PETHCTPAIIIOHHOTO 10Che

VII. Onncanue TpaH3aKmmii 00mero mpomecca

1. Tpam3zakmousa o6mero nporecca "[lorydenre cBeieHN# O 3aj4BJIEHAH Ha IPOBEJEHHE NPOLELYP

CBEJIEHHs PErHCTPALMOHHOIO Jeia
WM PETUCTPALMOHHOIO JOChE Ha
JIEKapCTBEHHBIN npenapar (
R.HC.MM.01.003)

CBEJIEHHs PETHCTPAlIOHHOIO Jeia
WIM PETUCTPALMOHHOIO JOChE Ha
JIEKapCTBEHHBIN npenapar (
R.HC.MM.01.003)

CBEJICHUS O PpacCMOTPECHHH
3asBIICHUS W/WIN PETUCTPAIMOHHOTO
nocse (R.HC.MM.01.006)

CBEACHUS O
skcrieptHOoro otdera (R.HC.MM
.01.002)

coriaiacoBaHUH

CBEJCHUS O COTJacOBaHUU
skcrieptHoro oruera (R.HC.MM
.01.002)

perucrpanum jJekapcrBeHHOro npemnapara” (P.MM.01.TRN.009)

17. Tpauzakius obmiero mporecca "[lomydeHue cBeIeHH 0 3asiBJICHUN Ha MPOBEICHNE
nporeayp peructpaiuu jekapctsennoro npenapara” (P.MM.01.TRN.009) Beinomausercs ais
nepelaud MHUIMATOPOM PECHOHJCHTY CBEJACHUU O 3asiBICHUM HAa MPOBEJCHUE MPOLEAYP
pEerucTpanuu JEeKapCTBEHHOTro mpenapaTa. CxeMa BBINOJHEHUS YKa3aHHOW TpaH3aKLIUU
oO11ero mpouecca npeacTaBlieHa Ha pucyHke 6. [lapameTpsl TpaH3akuuu 00ILIEro mpoiecca

MIPUBEJICHBI B Ta0IHIIE 7.

:Munnmarop

:Pecrionnent

Cpenenns 0 3aiaBICHNH 1

?

a MpoBECHHE NPOLEIYP
perucTpalHH JIEKaperBeHHOIO npenapara

Omudka .

aENE (P.MM.01/MSG.012)

KOHTPOJIA 12 I
Hanpapnenue ceneHuii [Tpuem u obpaboTtka
0 3asABICHHH VBeoMIcHEie 0 pHeMe CBeJICHHIi O 3aABICHUH
1 00paboTKe cBeIeH i
$ (P.MM.O1MSG.004)
3aABICHHE

CBEJICHHS MOTYYeHBI|

% Ycenex




Puc. 6. Cxema BBINOTHEHUS TpaH3aKIIUU OOIIETO mporiecca
"[Tonydenue cBeIeHUM O 3asiBJICHUH Ha MPOBEJACHUE MPOIICAYP PETUCTPALIMH JIEKAPCTBEHHOTO
npenapara"
(P.MM.01.TRN.009)

Tabnuma 7

Omucarue TpaH3akmuu obmero mpomecca "IlorydeHne CBeACHHMI O 3a4BICHAH Ha MIPOBSICHUE
MPOILeAyp PerHCTpaly JekapcTBeHHOro mpenapara” (P.MM.01.TRN.009)

Ne /it OO0s13aTeNnbHbIN PJIEMEHT Onucanue
1 2 3
1 KomoBoe 0003HaueHme P.MM.01.TRN.009

MOJIydeHHe CBEJICHUH O 3asBICHUU
HammeHoBaHME TpaH3aKIKMU OOIIETO Ha  MPOBEACHUE  HIPOIEHYpP

2
mporecca peTHCTpallMM  JIEKApPCTBEHHOTO
mpenapara
[IlabioHn TpaH3akuuK O0OLIETO
3 3ampoc/0TBeT
mpolrecca
4 Wannumpytomas poib WHHLATOP
5 Wuunuupytomias onepanus HampaBJIeHUE CBEJICHUN O 3asBICHUU
6 Pearupyromas posb PECIIOHJEHT
npueM U 00paboTka CBeIEHHH O
7 [Ipunnmaromas onepauus
3asIBIICHUU
p Pesynbrat BemmonHeHus Tpan3akinun  3asBicane (P.MM.01.BEN.002):
o01mero mpouecca CBEJICHHUS TTOJTyYEHBI
9 [TapameTpsl TpaH3akuuu 00IIETO
mporecca:
BpeMsl IS TOATBEPKICHHUS
p P 20 MuH
MOy 4eHHSI
BpEMsI TTOATBEPIKICHUS IPUHATHS B
00paboTKy
BpeMs1 O’KUJaHUs OTBETA 44
MIPU3HAK aBTOPH3ALUH na
KOJIMYECTBO TIOBTOPOB 3
10 CooOmieHnsT TpaH3aKIUU OOIIEro

mnmponecca:

CBEIeHHUS O 3asBJICHHU Ha
MIPOBEJIEHUE TPOIEAYP PETUCTPALNU

MHULIMAPYIOIIEE COOOIIEHNE
by nekapcTBeHHoro npenaparta (P.MM

.01.MSG.012)

yBEIOMJICEHHE O TMpueMe H
OTBETHOE COOOIIIEHUE obpabotke cBegaenun (P.MM.OI.

MSG.004)

[TapameTps! cooOmmeHni TpaH3aKIUH

11
o0brmiero mporecca:



HeT — st P.MM.01.MSG.012 (3a
UCKJIIOUEHHEM CJIy4aeB, Korja
NPUMEHEHUE OUII npu
OCYIIECTBICHNN HH()OPMATMOHHOTO
B3aMMOZCHCTBHSA B paMKaXx OOILIETO
npoiecca peJyCMOTPEHO
COOTBETCTBYIOLIUM  pEIICHHEM
Konnerun Komuccun)

HeT — 11 P.MM.01.MSG.004

npusHak D111

nepeaava IEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHoH DLIIT

2. Tpan3zakmus o6mero mporecca "YBeIOMICHHAE 0 HEBO3MOXKHOCTH PACCMOTPCHHA 3asBIICHAS Ha
IPOBEICHHUE MPOLEAYP PErHCTPanyy JeKkapcTBeHHOro npenapara” (P.MM.01.TRN.010)

18. Tpanzakuus oOmero nporecca "YBeIOMIEHUE O HEBO3MOXHOCTH PACCMOTPEHUS
3asBJICHUS Ha MIPOBEJCHUE MPOLEIYP PEerUCTpalny JiekapcTBeHHOro mpemnapara” (P.MM.01.
TRN.010) BeimonHsieTcss s NEpeJadydl WHUIUAATOPOM PECHOHJIEHTY CBEIEHUU O
HEBO3MOXHOCTH PACCMOTPEHUS 3asBJICHUS Ha TPOBEACHUE NPOIEAYp PEerucTpanuu
JIEKapCTBEHHOTO Tipemapara. Cxema BBITIOJIHCHHS yKa3aHHOW TpaH3aKIMKU 00IIero mpoiecca
npeacTaBieHa Ha pucyHke 7. IlapameTpsl TpaH3aKIMU OOIIEro Mpolecca MPUBEACHBI B

Tabnurie 8.
‘Huunumarop :Pecnongent
‘_\f'HE_‘,fl_llM_'IE}IHE O HEBOIMOAKHOQCTH pE]CC.'\.!{]I'l'pEHIIH SAARIICHUA
HA MPOBEIEHHE MPYLUEIYP PerHcTpaLun
o
Oumnbka JIEKAPCTBEHRHTO Npenapar
KOHTpOs | Hanpaesnenwe crenenuii o (P.MM.0OILMSG.016) Ipnem n obpaboTtka
@(— HEBOIMOMKHOCTH CBEJICHHH O HEBO3MOKHOCTH
pACCMOTPEHHA 3asdBIACHNA YBeAoMIeHHE O HpHeMe PACCMOTPEHHS 3asIB/ICHHA
i obpaboTke cReIeHUE
$ (P.MM.OIMSG.004)
BasBIeHNHE

[vBemOMIEHHE O
HEBO3IMOKHOCTH
paccMOTPEHHA 3asaB/IeHHA
NOJIYYEHO |

é Yenex

Puc. 7. Cxema BBINOTHEHUS TpaH3aKIUU 0OIIETo mpoiiecca
"YBeOMIIEHHE O HEBO3MOXXHOCTH PACCMOTPEHUS 3asiBJICHUS HA TIPOBEACHUE MIPOIICAYP
peructpanuu jgekapcrseHHoro npenapara’ (P.MM.01.TRN.010)

Tabnuua 8




Ommcanne TpaH3akiuy obmero mponecca "YBeIOMICHHE O HEBO3MOXXHOCTH PaCCMOTPEHHAA
3asBIICHHS Ha IPOBEJICHUE MPOLEAYP PETUCTPaiH JiekapcTBeHHOTo mpemnapara” (P.MM.01.TRN

.010)

Ne /i
1
1

10

11

OO0s3aTeNnbHbIN DJIEMEHT
2

KonxoBoe 0003Hauenme

HanmeHoBaHne TpaH3aKIMU OOIIET0o
nporecca

[ITabmon TpaH3akIuK 0OmIETO
mpolecca

WNHunuupyromas poib

Wunnumpyromiast onepanus

Pearupytoias poiib

[Ipunnmaromast onepanus

Pe3ynbTaT BBIONHEHHUS TPAH3AKIIHH
o011ero mporecca

[TapameTpsl TpaH3akIMH O0OIIETO
mporecca:

BpeMia I NOATBCPIKACHUA
TIOJTY4YCHU S

Omnucanue
3
P.MM.01.TRN.010

YBEJIOMIIEHHE O HEBO3MOXHOCTH
paccMOTpeHHs 3asBICHHUS Ha
MIPOBEJCHNE MPOLEAYP PETUCTPALINH
JIEKapCTBEHHOTO TpeTnapaTa

3anpoc/0TBET

WHUITAATOP

HaIlpaBJICHUC CBCJ_'[CHI/Iﬁ (o)
HEBO3MOXHOCTH PACCMOTPCHUA
3asABJICHUA

PECTIOHIECHT

nmpueM u o0paboTKa CBEACHHHA O
HEBO3MOXKHOCTH PacCMOTpPEHHS
3asBIICHUS

3asBienne (P.MM.01.BEN.002):
YBEJIOMIIEHHE O HEBO3MOXHOCTH
PacCMOTpPEeHUS 3asBICHUS IOJyYEHO

20 MuH

BpEMs MOATBCPIKACHUA NTPUHATHUA B

00paboTKy

BpeMs1 OXKHAAHHUS OTBETa
MPU3HAK aBTOPU3AIIUH
KOJINYECTBO IIOBTOPOB

CooOrieHnsT TpaH3aKIUU OOIIEro
nporecca:

HHUIMHpYIOIIee COOOIIeHNE

OTBETHOE COOOIIEHIE

[TapamMeTpsl coOOICHNH TPaH3aKIIUU
o01mero mporecca:

44

Ja

YBEJOMIIEHHE O HEBO3MOXKHOCTHU
paccMOTpeHHs 3asBIEHHS Ha
[IPOBEJICHUE NPOLENYP PETUCTPALUU
nexapcTBeHHoro npenaparta (P.MM
.01.MSG.016)

yBEIOMJICHHE O [puUeMe |
obpabotke cBeaenur (P.MM.OI.
MSG.004)



HeT — st P.MM.01.MSG.016 (3a
UCKJIIOUEHHEM CJIy4aeB, Korja
NPUMEHEHUE OUII npu
npusHak DIIIT OCYIIECTBICHNN HH()OPMATMOHHOTO
B3aMMOZCHCTBHSA B paMKaXx OOILIETO
npoiecca peJyCMOTPEHO
COOTBETCTBYIOLIUM  pEIICHHEM
Konnerun Komuccun)
HeT — 11 P.MM.01.MSG.004

nepeaava IEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHoH DLIIT

3. Tpar3akmus oGmero mpomecca "YBenoMiIeHHE 00 H3MCHEHHH CBECHUI
0 peructpamuu Jekapcreernoro npenapara" (P.MM.01.TRN.011)

19. Tpanzakiusa ob6miero mporecca "YBemomieHnne o0 M3MEHEHUU CBEACHUM O
peructpanuu jekapctBennoro npemnapara’ (P.MM.01.TRN.O11) BeimonHsieTcs A nepeaadu
WHUIIMATOPOM PECHOHACHTY yBEIOMJICHHS 00 W3MEHEHHH CBEJCHUN O pErucTpanuu
JIEKapCTBEHHOT0 Tpenapara. Cxema BBIIIOJIHEHHS YKa3aHHOM TpaH3aKIMK 00I1ero mpoiecca
npejacTaBieHa Ha pucyHke 8. [lapameTpsl TpaH3akIuu OOIIETO MpOIEecca MPUBEACHBI B

tabmure 9.
:Munumarop :Pecnionnent
Omnbra i d e s =
KOHTpOS Hanpasnenue ypenomaenusa | ¥ BEAOMICHHG O HIMEHCHHH TTomyuenne ypenomaenns ob
@ . 00 H3MEHEHHH CBeleHMi CRENCHUM QperncTpally H3MEHEHHH CBe/IeHHii
O perucTpainn ACKapCTECHHPIO Npelapara 0 perHcTpaiuu
2 AN AN

NeKapcTBEHHOTO TIpenapara (P.MM.OI.MSG.017) JAE€KapCTBEHHOTO Ipenapara

L.

!

:001uii peectp
|vBenoMaeH e nepeaHo |

% Yenex

Puc. 8. Cxema BBINOJHEHUS TPaH3aKIMK OOIIETO mpoiiecca

"VBenmomiieHre 00 N3MEHEHUU CBEJICHUN O PETUCTPAIIMH JIEKAPCTBEHHOTO Mpemnapara”
(P.MM.01.TRN.O11)
Tabnuma 9

Omucarue TpaH3aKkmun obmero mpomnecca "YBenoMiIeHHe 00 H3MCHEHHH CBEICHHUM O pETHCTPAI[H
nexapcTBeHHOro mpenapara” (P.MM.01.TRN.011)

Ne /i O0s13aTeNbHBINA DIIEMEHT Omnucanne



1 2 3
1 KonmoBoe 0003HaueHme P.MM.01.TRN.O11

yBEeJIOMIICHHE 00 U3MCHCHHH
HauMeHoBaHMe TpaH3aKIUK OOILIETO

2 CBEJIEHUH O  perucrpaunuu
mporiecca
JIEKapCTBEHHOTO TIperapaTa
[[TabmoH TpaH3aKIUU OOIIETO
3 OIOBEIIEHUE
mporiecca
4 WNuunuupyromas poib WHULUATOP
HalpaBlieHUEe YBEIOMIIEHUS 00
W3MEHEHUH  CBEJEHHH O
5 WNHunuupyromas onepanus
perucTpauuu  JIEKapCTBEHHOTO
npenapara
6 Pearupytomias poJib PECTIOHIEHT
MOJIy4eHHe YBEIOMIICHHS 00
W3MEHEHUH  CBEIEHHH O
7 [TpuHUMatomas onepanus
peTHCTpallMM  JIEKAPCTBEHHOTO
mpenapara
g Pesynbrat BeIONHEHUS TpaH3akimu oouwmit peectp (P.MM.01.BEN.001):
o01ero mpouecca YBEJIOMJICHHE TIEpPEIaHo
9 [TapameTpsl TpaH3aKIMH O0OIIETO
mporiecca:
BpeMs 1A MOATBEPKACHMA ),
q
IOy YEHHS
BpEMsi TTOATBEPIKICHUS IPUHATHS B
00paboTKy
BpEMs 0KUAAHHS OTBETA -
MIPU3HAK aBTOPHU3AIHH Ja
KOJINYECTBO MTOBTOPOB 3
10 CooO01mennsi TpaH3aKIUKU OOIIEro

mporecca:

yBeqoMIIeHHEe 00 H3MEHEHHH
CBEIEHUW O  perucTrpaunuu

MHHULMHPYIOIIee CooOIIeHNe
by nexapcTBeHHoro mpemnaparta (P.MM

.01.MSG.017)
OTBETHOE COOOIIEHNE HET
1 [TapameTpbl cOOOIIEHUI TpaH3aKIINH
o011ero mpoiecca:
npusHak O HET

nepenaya 3EeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHou DIIIT

4. Tpar3akmus o6mero npomnecca "[loryuenne cBeeHIMI H3 PETHCTPAIIMOHHOTO JIEJIa MIIA
peructpanuorHOro gocse" (P.MM.01.TRN.012)

20. Tpanzakuus obmiero npoiecca "[lomydenre cBeeHUN U3 PEruCTPAlMOHHOTO Jielia
unu peructpauronHoro gocke" (P.MM.0O1.TRN.012) BwinmosiHsieTcsl g MpeICcTaBICHUS



PECIIOHACHTOM IIO 3allpOCy HHHIOHATOpPA CBG,HCHI/II;’I N3 PCTUCTPAMOHHOI'O ACJIa HIIN

PErUCTPallMOHHOTO J0che. CxemMa BBINMOJIHEHUsI YKa3aHHOW TpaH3aKLMK OOIIero mporuecca

npejacTaBiieHa Ha pucyHke 9. IlapameTpsl TpaH3aKIMu OOIIETO MpoIlecca MPUBEACHBI B

tabmurie 10.

ZHHF!HHZ‘[TOP

Pecnonnent

?

3anpoc ceegeHuil u3 py

HITH pETHCTPAalL

HOHHOTO J10ChEE

FTHCTPRALHOHHOTO e

Omnbra
KOHTPOIIA Janpoc H noayueHHe

CBEJCHUH H3

(P.MM.01

Crenenus us pe

MSG.019)

THCTPAUHOHHODO JE)1a

[lpencrapnenne creneHHI

PErHCTPALHOHHOTO JIEa HITH
PETHCTPALHOHHOTD JI0ChEe

HIH PErucTy)
(P.MM

Y BCAOMICHHC

(1. MSG.020)

00 OTCYTCTEHH

PALLHOHHOTO JIOCHE

H3 PErHCTPALHOHHOMD 1e1a
HITH PErHCTPallHOHHOID
J0CkEE

J

cretenni (P.M

JOCKE HITA JTe1a

CBCICHHA PETHCTPALIHOHHOTO

[cBesenus npetcraBiensi|

ICBEIEHNS PETHCTPAllHOHHOTO
JIOCHE WK JIefa
[esenenus oreyTeTBYIOT]

Yenex

MO MSGLOLR)

é Yenex

Puc. 9. Cxema BbInonHeHUs TpaH3akuuu ooiero npoiecca "[lonyyenue

CBEJICHHUI U3 PErUCTPAIlMOHHOTO Aena win peructpanuonHoro gocse” (P.MM.01.TRN.012)
Taomuna 10

Omucanue Tpar3akmun ob6mero nponecca "Ilonydenue cBeeHMI U3 PErHCTPAIHOHHOTO €A HIH
peructpanuorHoro gocse" (P.MM.01.TRN.012)

Ne i/t
1
1

O0s13aTeNbHBIA DIIEMEHT
2

KomoBoe o0o3HaueHHe

HaumenoBanue TpaH3aKIHUU 06HI€F0
mponecca

[[TabmoH TpaH3aKIUU O0OMIIETO
rpoiecca

MHunuupyromas poib
WNuunuupyromas onepanus

Pearupyromias posib

[Ipunumaromas onepanus

Omnucanue
3
P.MM.01.TRN.012

MOJIy4YeHHE  CBEACHUM
pPErUCTPAalluOHHOTO JIeNla WU
PETHCTPAIIMOHHOTO J10ChE

n3

B3aMMHBIE 005A3aTEIbCTBA

WHULIATOP

3alpoc U MOJYYCHUE CBEJCHUM U3
pPErHCTPALIMOHHOTO JieNla WU
PETHCTPAILIMOHHOTO I0ChE

PECIIOHICHT

NpEICTAaBICHUE CBEAECHUU U3
pPeruCTpPalMoOHHOTO Jena WU
PETHCTPAIIOHHOTO JI0ChE



CBEJICHHSI PETUCTPALMOHHOTO J10Che
PesynbraT BeImonHeHus Tpausakunu win  gena (P.MM.01.BEN.004):

8
o0riiero mpoiecca CBEJICHUS OTCYTCTBYIOT
CBEJCHUS PETHCTPALMOHHOTO 10CHE
nma  gena (P.MM.01.BEN.004):
CBEJICHHUSI TIPE/ICTABICHBI
9 [TapameTpsl TpaH3aKIUK OOIIETO
porecca:
BpeMsi JUIsS  TOJTBEPIKICHHUS
MOy YeHHSI
BPEMs! IOATBEPAICHIS IPHHATHS B |
MHUH
00paboTKy
BpeMsi OKUIaHHs OTBETA 5 MuH
MPU3HAK aBTOPHU3AIUH Ja
KOJIMYECTBO ITOBTOPOB 1
10 Coo0IieHusT TpaH3aKIUU OOIIEro
nporecca:
3ampoc CBEIEHUHN U3

PETUCTPALlMOHHOTO JieJa HIIH
peructparonsoro rocse (P.MM.01
.MSG.019)

WHAOUHPYIOIIECC COO6H_[€HI/I€

CBEICHHS M3 PETUCTPALUMOHHOTO

JieJ1a WM PEerUCTPaluOHHOTO JI0Che (
OTBETHOE COOOIIEHHE P.MM.01.MSG.020)

yBeIOMJIeHHEe 00 OTCYTCTBHH

ceeaenuit (P.MM.01.MSG.018)

[TapameTps! cooOmmeHnH TpaH3aKIUH

11
ob1miero mporecca:

HeT — it P.MM.01.MSG.019

Het — a1 P.MM.01.MSG.020 (3a
UCKJIIOUEHHEM CJIy4aeB, Korja
NIPUMEHEHUE OUII npu
OCyIIECTBICHNN NH()OPMAMOHHOTO
B3aNMOZCHCTBHS B paMKax OOIIETO
mpoiecca PeSyCMOTPEHO
COOTBETCTBYIOLIUM  pEIICHHEM
Komnerun Komuccun)

Het — g P.MM.01.MSG.018

npusHak OIIIT

nepeavya EKTPOHHOTO JOKYMEHTa
¢ HekoppekTHor DLIIT

5. Tpar3akmus o6mero mponecca "HampaBierue yBeioMiIeHHst 00 OTMEHE AWM aHHYTHPOBaHHH
PErHCTPAIIOHHOTO YOCTOBEPEHNUS JiekapcTBeHHOTO npemnapara” (P.MM.01.TRN.013)

21. Tpan3zakius oOmiero mporecca "HampaBinenue yBegomiieHus 00 OTMEHE WU
aHHYJIMPOBAHUU PETUCTPALMOHHOTO YJIOCTOBEpEHHUs JiekapcTBeHHOro npemnapata” (P.MM.01.
TRN.013) BeImonHAETCS 7151 TIepeadd HHUIIHATOPOM PECTIOHIEHTY YBEIOMJICHUSI 00 OTMEHE
WJIY aHHYJIMPOBAHUM PETUCTPALIMOHHOTO yAOCTOBEPEHUS JIEKApCTBEHHOIO npenapara. Cxema



BBITIOJTHEHUS yKa3aHHOW TpaH3aKIMu OoOIero mpoiecca mpeacTaBieHa Ha pucyHke 10.

[TapameTpbl TpaH3aKLMK OOILETO MpoIecca NpuBeaeHbI B Tadbauue 11.

:Munnmarop

:Pecnonient

p

Ciidites Hanpapnenue yBegomiaenns | YBeIOMIEHHE 00 OTMEHE HIH . _
JnoKe e vt v y
d T AHHY THPOBAHHI ONYYEHHE YBEIOMIACHHA 00
KOHTPOJIS . _ OTMEHE HIH aHHYIHPOBAHHH
@6 R pORan g THCTPAIHOHHOTO
L c =T
pPerucTpalHoHHOrO YAOCTOBEpeHHS P p
T s Y 10CTOREPEHHS
VI0CTOREPEHHS JEKAPCTBEHHQI O TIpenapaTa
- ) NeKapcTBEHHOTO Npenapara
JIEKapCTBEHHOT O Tpenapara (P.MM.01{MSG.022) ap PeRapaT:

S

!

:00muit peectp
[yBenomaenue nepetana]

é‘.‘r’cnex

Puc. 10. Cxema BBINIOJHEHHS TpaH3akIuu oOIero mpoiecca "HampapneHue
YBEJIOMJICHUS

00 OTMEHE WM aHHYJIUPOBAHUHU PETHCTPAIMOHHOTO YIOCTOBEPEHUS
nekapctBeHHoro npemnapara” (P.MM.01.TRN.013)
Tabmauma 11

Omucarue TpaH3aknuu obmero nponecca "HampaBierue yBezoMireHHst 06 0OTMEHE WK
aHHYJIMPOBAHMUH PETHCTPAIIMOHHOTO YAOCTOBEPEHNUS JiekapcTBeHHOro npemnapara” (P.MM.01.TRN
.013)

Ne i/t O0s13aTENbHBIA DIIEMEHT Omnucanne
1 2 3
1 KonoBoe 0603HaueHne P.MM.01.TRN.O13
HallpaBJeHUE YBEIOMICHHS 00
) HanMeHoBanue TpaH3akIuu OOIIET0 OTMEHE WJIH AaHHYJIUPOBAHUH
npoiiecca PErHCTPAIMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOI'O MpernapaTa
[[TabmoH TpaH3aKIUU OOIIETO
3 OITOBEIIICHUE
nporecca
4 Wuunuupytomias ponib MHULIAATOD
HallpaBJICHUE YBEIOMIICHHS 00
OTMEHE WIW AaHHYJIHUPOBaHUU
5 WNHunuupyromas onepanus
PETHCTPAIMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOI'O MpernapaTa
6 Pearupytomas poib PECTIOHIEHT



MOJy4YeHHE YBEJOMIICHHS 00 OTMEHe
17001 AHHYJIUPOBAHUHU
PEruCTPallMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara

7 [MpuHMMaromas onepanus

PesynbTat BBIMIONHEHUS TpaH3akiuu obmuit peectp (P.MM.01.BEN.001):
o0ero mporuecca YBEJIOMJICHHE TTEpPEaHo

[TapameTpsl TpaH3aknuu OOIIETO
mpouecca:

BpeMia 1 NOATBECPIKACHUA
MOJIyuCHUs

24 g

BpeMsi [TOATBEPKICHHS IPHHSTHUS B
00paboTKy

BpeMs1 0KUIaHHs OTBETa -
MIPU3HAK aBTOPHU3ALUH Ja
KOJIUYECTBO ITOBTOPOB 3

Coo0mieHnsT TpaH3aKIUU OOIIEro
mporecea:

10

yBeJIOMJICHHE 00 OTMEHE WU
AHHYJIMPOBAHUHU PETHCTPALIMOHHOTO
YIOCTOBEPEHUS JICKAPCTBEHHOTO
npemnapata (P.MM.01.MSG.022)

HHUIMHpYIOLIee COOOIIeHne

OTBETHOE COOOIIEHNE HET

[MapameTpsl cOOOIEHNH TPaH3aKIINH

11
obrmiero mpormecca:

npusHak D11 HET

nepenavya dIEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHor DLIIT

6. Tpar3akmus o6mero mponecca "Ilorydenue sxcnepraoro ordera” (P.MM.01.TRN.014)

22. Tpanzakuusa obuiero npouecca "llonyyenue skcnieptaoro oruera" (P.MM.O1.TRN
.014) BblmonHsIETCS NI NEepeayd MHUIMATOPOM PECIOHJIEHTY CBEIECHHI 3KCIEPTHOIO
oruera. CxeMa BBINOJIHEHMS] YKa3aHHOW TpPaH3aKIMU OOWIEro mpolecca MpeAcTaBieHa Ha
pucyske 11. [TapameTpsl TpaH3akuuu 0011I€T0 Mpoiiecca NpruBeIeHb B Tabmuie 12.



‘Muuuuarop :Pecnonjent

& "BEICHHS IKCIIE "0 OTUET:
G t CaeteHus HKCI PTHOTO OTHeTa
contpons| (P.MM.01|MSG.021) m—
KOHTpOII4 " [puem u obpabotka
Hanpasienue cBenennii u
@e » CBEICHHH IKCTIEPTHOTO
IKCHEPTHOIO OTHETA Y BEJOMICHHE O TIPHEME :
e = oT4eTa
\ H 00padoTKe cBeIeHHIl
v (P.MM.0|.MSG.004)
IKCHEPTHBIN 0TUeT
[cBEIEHHS MOTYYCHBI]

(% Yenex A

Puc. 11. Cxema BoInoaHeHus TpaH3akiuu ooiiero npouecca "[lonydyenue
skcneptHoro oruera" (P.MM.01.TRN.014)
Taomuna 12

Ommcanue Tpar3akmun o6mero nponecca "Ilomyderue sxcneprHoro orgera” (P.MM.01.TRN.014)

Ne i/ O06s3aTeabHBINH DIIEMEHT Onucanue

1 2 3

1 Komosoe 0603HaucHue P.MM.01.TRN.014

2 Hanvenosarme Tpansakiym odmero MOJIyYCHHE IKCIIEPTHOTO OTYCTA

mponecca

[IlabmoH TpaH3akUuK OOLIETO

3 3arpoc/oTBeT
mporecca
4 WNuununupyromas poib WHULUATOP
HaIlpaBJICHUE CBEEeHUH
5 WNHunuupyromas onepanus

HKCIIEPTHOTO OTYETa
6 Pearupytomas poib PECTIOHIEHT

npueM u o00paboTKa CBEICHHMA

7 [Ipunumaromast onepauus
9KCIEPTHOIO OTYETA

PesynbraT BEIMONHEHUS TpaH3akuy dKcrepTHbt otder (P.MM.01.BEN

obrmiero mporecca .003): cBeeHus MOTydeHBI
9 [TapameTpsl TpaH3akuuu O00IIETO
porecca:
BpeMsl IS TOJATBEPKICHUS
p P 20 MuH
TIOJIyYEHUSI
BpEMsI TTOATBEPIKICHUS IPUHATHS B
00paboTKy
BpeMs1 O’KHUJaHUs OTBETA 44
MIPU3HAK aBTOPHU3ALUH na
KOJIMYECTBO TIOBTOPOB 3
10 CooOmieHusT TpaH3aKIUU OOIIEro

mnmponecca:



CBEICHMSA OJKCIEpTHOro oryera (
P.MM.01.MSG.021)

MHHULUHPYIOIIee COoOIIeHNEe

yBEIOMICHHE O u
obOpabotke cBenenuit (P.MM.OI.

MSG.004)

npueme
OTBETHOE COO0IICHNE

[TapameTpsl cOOOIEHNH TPaH3aKIINU

11
obrmiero mporecca:

HeT — st P.MM.01.MSG.021 (3a
UCKIIIOUEHHEM CIIy4aeB, Korja
NpUMEHEHUE OUII npu
OCYIIECTBICHNN HH()OPMALTMOHHOTO
B3aUMOJICHCTBUS B paMKaX OOILIETo
npoiecca MIpe1yCMOTPEHO
COOTBETCTBYIOLIUM  pEIICHHEM
Komnernn Komuccun)

HeT — 11 P.MM.01.MSG.004

npuzHak DT

nepesiada dIEKTPOHHOTO IOKYMEHTa
¢ HekoppekTHoU DT

77. Tpan3akmus o6mero nponecca "TlomyueHne cBeIeHMiA 0 3aMEeIaHIAX B OTHOIICHUH
JIOKYMEHTOB PErHCTPAI[HOHHOIO Jieja i perucrpanuoraoro gocse” (P.MM.01.TRN.015)

23. Tpan3zakuus obuero mporecca "[lonyueHne cBeneHuil 0 3aMeUaHUsIX B OTHOIICHUH
JOKYMEHTOB PETrUCTPALIMOHHOIO Jena uin perucrpauuonHoro nocse” (P.MM.01.TRN.015)
BBITIOJTHACTCS UIsI Mepelayd WHULIHUATOPOM PECHOHJIEHTY CBEIEHUN O 3aMEYaHHSIX B
OTHOIICHUH SKCIEPTHOTO oTyeTa. CXeMa BBHITIOJHEHHUS YKa3aHHOW TpaH3aKUUU OOIIETO
npolecca mnpejactaBieHa Ha pucyHke 12. IlapameTrpsl TpaH3akuum oOIIero mporecca
npuBeJeHBI B TabuIe 13.

:Muuumarop Pecnonaent

CrejieHHd 0 3aMedaHHAaX
PETHCTPALHOHHOIO e/ Wl

?

B OTHOUICHHH JOKYMCHTOB
H PETHCTPALHOHHOTO J10ChHE

- ,_, > / ASG .24 B - -
Oumbka | Hanparienue cBejeHnii o (P.MM.01MSG.024) [Tpuem n odbpaborka
KOHTPOJA | 3aMeYaHHAX B OTHOIICHHH CBEACHHI O 3aMeYaHnAX B

@% JIOKYMEHTOB Vpegomienfie o npHeMe OTHOIICHHH J0KYMEHTOB

PErHCTPALMOHHOTO JIE/1a HilH i 06paBoTK

i CRe/IeHHi PErHCTPAlHOHHOTO de1a HITH

PETHCTPALHOHHOT® JIOCHhE

!

(P.MM.OI1

IIKCTIEPTHBIA OTUHET
[3ameuanns nony4qeHsl)

PErHCTPALHOHHOTO) JI0CKE

MSG.004)

é Yemex

Puc. 12. Cxema BbITIOJIHEHUS TpaH3aKIuu oO1ero mpouecca "[lomydenne cBeneHmit

0 3aMEYaHUSAX B OTHOILIEHUH JJOKYMEHTOB PErHCTPALIMOHHOTO Jeia
K peructpauronnoro gocbke" (P.MM.01.TRN.015)



Tabmauma 13

Omucarue Tpar3aknun obmero nponecca "Ilorydenue cBeieHMI 0 3aMEYaHAAX B OTHOIICHHH
JIOKYMEHTOB PErHCTPAI[HOHHOIO Jieja i perucrpanuoraoro gocse” (P.MM.01.TRN.015)

Ne /i OO0s3aTeNnbHbIN PJIEMEHT Omnucanue
1 2 3
1 Konosoe o603HaueHne P.MM.01.TRN.O15

MOJIyuUCHHUC CBG,HGHI/II\/‘I O 3aMCYaHHAX
HaumenoBanue TpaH3aKIINHU 06H.[6F0 B OTHOIICHUH JOKYMEHTOB

2
mporecca pPErHCTPAllMOHHOTO Jela HUIH
PETHCTPAIIMOHHOTO JI0Che
[ITabmon TpaH3akuK o0OUIETO
3 3anpoc/0TBET
mporecca
4 MNuunuupyromas poib MHULIMATOP
HampaBJe€HHE CBEACHHH O
3aMEYaHHSIX B  OTHOLICHHH
5 Wuannuupytommas onepamyst
JIOKYMEHTOB PETHCTPAIlHOHHOTO
Jieia WIN PETUCTPALMOHHOTO JOChE
6 Pearupytomas ponb PECIIOHJIEHT
mpueM u o0paboTKa CBEACHHHA O
3aMEUaHMUsIX B  OTHOILIEHUHU
7 [Ipunumaromiast onepauus
JOKYMEHTOB PETUCTPALIMOHHOTO
Jielia WM PErUCTPALMOHHOTO 0Che
p PesynbraT BEIMONHEHUS TpaH3akmuy dKcrepTHbt otder (P.MM.01.BEN
obrmiero mporecca .003): 3aMeqaHus MOTyIEHBI
9 [MapameTpsl TpaH3akuuu 00IIETO
mporecca:
BpeMsl IS TOJATBEPKICHHUS
IIOJyYEHHUS
BpEMsI TTOATBEPIKICHUS TIPUHATHS B
P P P 20 MuH
00paboTKy
BpeMs1 O’KHUJaHUs OTBETA 44
TIPU3HAK aBTOPHU3ALNH Ja
KOJIMYECTBO TIOBTOPOB 3
10 CooOmieHusT TpaH3aKIUU OOIIEro
mporecca:
CBEICHUS O 3aMEYaHHUSIX B
OTHOLIECHUHU JOKYMCHTOB
MHHULMHPYIOIIee COo0IIeHEe pPErHCTPAalMOHHOTO  JieJla WM
peructparonHoro nocee (P.MM.01
.MSG.024)
yBEAOMIJIEHHE O IpueMe |
OTBETHOE COOOIICHUE obpabotke cBemenuit (P.MM.O1.

MSG.004)

[TapameTps! coOOIEHNH TPaH3aKINU

11
o01ero mporiecca:



HeT — jus P.MM.01.MSG.024 (3a
HCKIIFOUCHHEM CIIy4aeB, Koria
npumernenune OLII  mpum

npu3max LI OCYIIECTBIEHUH HH()OPMAITIOHHOTO
B3aUMOJICHCTBUS B paMKaxX OOIIETro
npoiecca MIpe1yCMOTPEHO
COOTBETCTBYIOIIMM  pelIeHHEM
Komnernu Komuccun)

HeT — 11 P.MM.01.MSG.004

mepenada MEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHou DT

8. Tpan3akmusa o6mero mponecca "Ilony4ueHne cBeieHHi pemeHns O IpU3HAHUH (HEIIPH3HAHUH)
skcmeprHOro ordera” (P.MM.01.TRN.016)

24. Tpan3zakuusa odmero nponecca "llonyyenue cBeleHUil penieHus o MpU3HaHUU (
Henpu3zHaHuu) skcreptHoro otdeta" (P.MM.O1.TRN.016) BbimomHsieTcs Juisi nepenadu
MHUIIMATOPOM PECTIOHJICHTY CBEJICHUN PEIIeHUs O MPU3HAHUM (HEMPU3HAHUH) IKCIIEPTHOTO
oruera. CxeMa BBINOJIHEHMS YKa3aHHOW TpaH3aKIMU OOWIEro mpouecca MpeAcTaBieHa Ha
pucyske 13. [TapameTps! TpaH3akiuu 0011IeT0 MpoIiecca MpUBeIeHbI B Tabmuie 14.

Hunumarop ‘Pecnionnent

t Cse/leHus pelesns o NpHIHAHHHE (HENPH3HAHHK )
IKCHEPTHPIO OTHETA
(P.MM.OIMSG.023)

Omubka
KOHTpOIA

@ PEIICHHA O IIPHIHAHHH

(HENMPHIHAHKMH ) YKCTIEPTHOTO
oTHETa

Hanpaenenue ceenennii [Tpuem n oGpaborka
CREJICHHI petenns o
NMPHIHAHHH tlicﬂ]ﬂH?IIﬂIIHH]

YBeIOMICHIE O 1 PHEMC
IKCMEPTHOID OTYETA

i 00paboTKE cReIeHMi
:]; (P.MM.O1LIMSG.004)
IKCIEPTHRIH oTHeT
[pemenue o npusHanun
(HeNpPHIHAHHM) TOTYUEHO]

(*) Yenex

Puc. 13. Cxema BbINOJIHEHUS TpaH3aKuu oOuiero npouecca "l[lonydyenue cBeneHuit
pelieHus 0 Npu3HaHuy (HEMPU3HAHUM ) SKCIIEPTHOrO oTyeTa"
(P.MM.01.TRN.016)

Tabnuna 14

Omucanue Tpar3akmun obmero npomecca "IlorydeHue cCBeACHNMI PEMIEHNUS O IPU3HAHUH (
HenpusHaHuK) 3xcrnepTaOro ordera” (P.MM.01.TRN.016)

Ne /i O0sA3aTENLHBII DIIEMEHT Omnucanne
1 2 3
1 KomoBoe 0003HaueHme P.MM.01.TRN.016



10

11

HaumeHoBaHue TpaH3aKIKUK OOIIETO
npoiiecca

[Ilabmon TpaH3akuuK OOLIETO
mporiecca

WNuunuupyromas poib

HNuunuupyromas onepanus

Pearupyromas posb

[MpuHMUMaromas onepaus

Pe3ynbTaT BBIMOIHEHUS TPAH3AKIIUU
o01ero nporecca

[TapameTpsl TpaH3aKIMH O0OIIETO
nporecca:

BpeMid I NOATBCPIKACHUA
NOJIyUCHUA

BpEMs MOATBCPKACHUA NIPUHATHUA B
00paboTKy

BpEMsA OKHMJAHHA OTBCTA
IIPU3HAK aBTOpHU3aAIlUN
KOJIMYCCTBO MOBTOPOB

CooO0IieHHsT TpaH3aKIUH OOIIEro
mpotiecca:

WHUIAHPYIOIIee COOOIIeHNE

OTBETHOE COOOINECHNE

[TapameTpbl cOOOIIEHUI TpaH3aKIINH
o01ero mpouecca:

npusHak D111

MOJIyYeHHUE CBEJCHHUH pEHICHUs O
MpU3HAHIU (HempuU3HAHUN)
9KCIIEPTHOTO OTYETA

3armpoc/0TBeT

WHUIHATOP

HalpaBJlieHUEe CBEACHUI pelIeHus O
MpU3HAHUU (HEempU3HAHUH)
9KCMEPTHOTO OTYETa

PECIOHACHT

npueM u 00paboTKa CBEICHHIA
pemieHuss o  npusHaHUH  (
HEMPHU3HAHKUHN ) YKCIIEPTHOTO OTYeTa

skcnepTHed otyer (P.MM.01.BEN
.003): pewenue o mnpuszHaHuU (
HENPHU3HAHHUN) MTOJTY4EHO

20 muH

44

Ja

CBEIICHUS PEIICHUS O MPH3HAHMU (
HETPU3HAHUH) SKCTIEPTHOTO OTYeTa (
P.MM.01.MSG.023)

yBEIOMJICHHE O MpUeMe W
obOpabotke cBenenuit (P.MM.OI.
MSG.004)

Her — a1 P.MM.01.MSG.023 (3a
UCKIIOYCHHEM CIIy4aeB, KOTraa
NpUMEHEHUE OLIT npu
OCYIIIECTBICHUH HH()OPMAIIMOHHOTO
B3aMMOJICCTBUS B paMKax OOIIEro
nporecca MpEeIyCMOTPEHO
COOTBETCTBYIOIIUM  peIlICHHEM
Komrernn Komuccnn)

HeT — g P.MM.01.MSG.004

nepejaya SMEKTPOHHOTO JOKYMEHTa

¢ HekoppekTHoit DITT

VIII. Ilopsaaok AeHCTBHM B HEIITATHRIX CATYAIAsIX



25. Ilpu nHpOpMAIIMOHHOM B3aUMOJICHCTBUHU B pamMKaxX OOIIEro Mpolecca BEpOSTHBI
HEIlITaTHbIE CUTYyallUH, KOrjaa o0paboTKa JaHHBIX HE MOXKET ObITh MPOU3BEAEHA B OOBIYHOM
pexumMe. HemraTHble cCUTyalluu BO3HUKAIOT IIPU TEXHUYECKUX COOSX, HCTCUCHUU BPEMEHU
OKUJIaHWUSI WU B HUHBIX clydasx. [l moiaydeHus y4YacTHUKOM OOIIETro Ipoliecca
KOMMEHTApUEB O NMPUYMHAX BO3HUKHOBEHHS HEINITATHOW CUTYAIlMH U PEKOMEHJIAIMN MO €€
pa3pelICHUI0 MPEYCMOTPEHA BO3MOKHOCTh HAINpPaBICHUS COOTBETCTBYIOLIETO 3aIlpoca B
CITy0y MOJJEPKKU WHTETPUPOBAHHONW WH(POPMAIIMOHHON CHCTEMBl BHEIIHEH W B3aWMMHOM
toproiau. OOmKe peKOMEHAAIUU IO Pa3pEIICHUI0 HEIITATHOW CUTyallud MPHUBEACHBI B
Tabauie 15.

26. YTIIOJITHOMOYEHHBIN OpraH rocyJapcTBa-4jeHa IPOBOAUT MPOBEPKY COOOIICHHS, B
CBSI3M C KOTOPBHIM MOJIYy4€HO YyBeIOMJIeHHE 00 ommOke, Ha cOOTBeTCTBUE OmHCaHUIO
(GhopMaToOB U CTPYKTYP AJIEKTPOHHBIX JIOKYMEHTOB M CBEJCHUM W TPEOOBAHUSAM K KOHTPOJIIO
cooOleHni, ykazaHHbIM B paznene [X nacrosimero PermamenTta. B ciiydae eciu BBISIBICHO
HECOOTBETCTBHE YKa3aHHBIM TPEeOOBAaHUSAM, YIOJHOMOUYCHHBIM OpPraH rocyaapcTBa-djicHa
IPUHUMAET BCE HEOOXOIUMbBIC MEPHI sl YCTpaHEHUsI BBISABICHHOMN omnOku. B ciydae ecinm
HECOOTBETCTBUN HE BBIABICHO, YIOJHOMOYEHHBINM OPraH rOCyJapCTBa-4YJICHA HAIPABISET
COOOIlIEHUE C ONMUCAHUEM HSTOW HEIITATHOW CHTyalluu B CIYXO0y TMOJJACPKKU
MHTErPUPOBAHHON MH(POPMALIMOHHOIN CUCTEMbI BHEILIHEW U B3aUMHOM TOPrOBIIU.

Tabmuma 15

JlelicTBHA B HEINTATHBIX CATYaIlMAX

Omnucanne AeicTBUN

. Onucanne HemTaTHOH  IIpuunMHBI HelmTaTHOU
Kon HemrratHoOM cutyaruu Ipd  BO3HUKHOBEHUH
CUTYyaLlH CHUTYaINH N
HEIITaTHOM CUTYyaIiu
1 2 3 4

P.EXC.002

P.EXC.004

MHULMATOP IBYCTOPOHHEH
TpaH3aKUUH  00IIero
mporecca He MOIy4Yui
COOOIICHNE-0TBET TI0CIIE
HCTCUYCHUS
COTJIACOBAaHHOTO
KOJIMYECTBA TIOBTOPOB

HHUIHATOP TPaH3aKIIUU
o01ero nporiecca Moy ImiI
yBepomiieHre 00 ommoke

TeXHUYECKHE cOou B
TPAaHCIIOPTHOM CHUCTEME
WA CUCTEMHas oIlmnOKa
MIPOTPaMMHOTO
obecrneyeHus

HE CHHXPOHU3UPOBAHEI
CIIPAaBOYHUKH u
KJIaCCH(HUKATOPHl WIH HE

HEOOXOJUMO HANPABUTH
CIyX0y
TEXHHYCCKOW TMOAEPIKKH

3ampoc B

HalMOHAIEHOTO CETMEHTa,
B KOTOPOM
chopMHPOBAHO
coobmienne

OBILIIO

HHUIMATOPY TPaH3aKIHH
obmero  mpoiecca
HEO0OXOAUMO
CHHXPOHU3UPOBATH
HCIOJb3yEMBbIC
CIIPaBOYHUKU u
KJ1acCU(UKATOPBl  WIH
00HOBHTE XML-cxembl
ANEKTPOHHBIX TOKYMEHTOB
(cBemeHuit).

Ecnu cmpaBouHWKH U
Ki1acCHu(UKATOPHI



oOHOBIeHBI XML-cXemMbl CHHXpPOHH3UPOBAHHI,

ANIEKTPOHHBIX TOKYMEHTOB XML-CcXeMBI AIeKTPOHHBIX

(cBeneHmiA) IOKyMEHTOB (CBEICHIH)
O0OHOBJIEHBI, HEOOXOIUMO
HalmpaBUTh 3amIpoc B
cnyx0y  MOAACPKKH
NPUHUMAIOIIETO
YyYacTHHUKA

IX. TpeboBaHHA K 3aIOIHEHHIO JIEKTPOHHBIX JOKYMEHTOB M CBEIECHHUHI

n

27. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJEKTPOHHBIX TOKYMEHTOB (CBEIEHUI)
CBefieHUs PETUCTPAIMOHHOTO JieJia WJIM PETUCTPAIMOHHOTO J0Che Ha JIEKapCTBEHHBIN
npenapat”" (R.HC.MM.01.003), nepenaBaeMbix B coobmieHnu "CBelleHUs O 3asBJICHUU Ha
MPOBEJICHUE MPOLEAYp perucTpamuu JiekapcrseHHoro mnpemnapara" (P.MM.01.MSG.012),
pUBEJICHBI B Ta0uIe 16.

Tabmuua 16

TpeboBaHMs K 3aIOHEHHIO PEKBH3HTOB AIIEKTPOHHBIX JOKYMEHTOB (cBeeHu) "CBeeHns
PETHCTPanFOHHOTO JeNa WIH PEerHCTPaMOHHOrO A0Che Ha JiekapcTBeHHEI npenapar” (R.HC.MM
.01.003), nepenaBaeMsIx B cooOmenun "CBeieHHs O 3as4BICHHH Ha IIPOBECHUE IIPOIETYP
perucrpanum JeKapcTBeHHOro npemnapara” (P.MM.01.MSG.012)

Kon TpeboBanus dopmynnpoBKa TpeOOBaHUS

pekBu3uT "HoMmep 3asBieHUS O perucTpaluu
1 nekapctBeHHoro mnpenapara” (hcsdo:Applicationld)
3aIoJIHsIETCs 00513aTENBHO

pexBm3uT "IlOpSAAKOBEIE HOMEpP PErHCTPAIOHHOTO
2 ymocToBepeHHs JekapcTBeHHoro mpemapara” (hesdo:
RegistrationNumberld) He 3anosnsercs

pexBusut "Kon Buna mporenypst peructpammn” (hesdo:
RegistrationKindCode) 3anmonasieTcst 00s3aTensHO

3HaueHue pexBuU3UTOB "Koj Bua JOKyMeHTa

PETHUCTPAIMOHHOTO TOChE Ha JICKAPCTBCHHBIN TpenapaT
(hcsdo:DrugRegistrationDocCode)  wim "
HanMmeHoBaHWE BHIa JOKYMEHTa pPErHCTPAIIHOHHOTO

"

mocke Ha JekapctBeHHBIH mpemapat”  (hesdo:

4 DrugRegistrationDocName) JOKHO COOTBETCTBOBATh
3HAQYEHUIO  "3adBIIEHHE HAa  PETHCTPAIUIO
JIEKapCTBEHHOTO IMpemapaTta, OQOPMICHHOE B
cooTBeTcTBUU ¢ npuioxeHuem Ne 2 k IlpaBunam
PETHCTPalU U 3KCIEPTHU3BI JICKAPCTBCHHBIX CPE/ICTB
JUTSL METUIUHCKOTO IpUMEHeHus "

B 3JICKTPOHHOM COOOLICHUH JOJDKEH OBITh 3allOJIHEH
pexBm3uT "JlokymeHT B OuHapHOM Qopmare” (hcesdo:
DocCopyBinaryText) u (uir) peKBU3HUT
"XML-nokyment" (ccdo:AnyDetails)



28. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIIEKTPOHHBIX JTOKYMEHTOB (CcBeAeHUi) "
Ceenenus o peructpanuu jekapctseHHoro npenapara” (R.HC.MM.01.006), nepenaBaembix B
cooOrmieHnu "YBEJOMIICHHE O HEBO3MOXKHOCTH PACCMOTPEHHS 3asBJICHHUS Ha TPOBEJICHHE
nporeayp perucTpaiuu JjekapcrsenHoro mnpemnapara" (P.MM.01.MSG.016), npuBeaeHbI B
tabmuue 17.

Tabnuua 17

TpeboBaHwM K 3aIIOIHEHHIO PEKBU3UTOB AJIEKTPOHHLIX JOKyMEHTOB (cBeaeHmit) "CBeeHnd o
PacCMOTpEHAH 3asBJIeHUS W/WH perucTpanuonHoro gocse" (R.HC.MM.01.006), mepeaaBacMEIX B
coobmernn "YBeOMIICHHE 0 HEBO3MOKHOCTH PACCMOTPEHHUS 3asBJICHUA Ha IPOBEICHHE
IPOIEyP PeruCTpaIH JekapcTBeHHOro mpenapara” (P.MM.01.MSG.016)

Kon tpeboBanus DopMynHpoBKa TpeOOBaHUS

3Ha4yeHue aTpulyra "uaeHTH(UKATOp CHpaBOYHMKA (
knaccugukaropa)" (atpubyrt codeListld) B cocrae
pexBusuta "Kox crpanst” (csdo:UnifiedCountryCode)
JOJKHO  coJepkaTb KoJOBoe 0OO3HaueHHe
KJaccuduKaropa CTpaH MUpPA, YKa3aHHOTO B pazjelne
VII [IpaBun uHGHOPMAIIMOHHOTO B3aUMOACHCTBHUS

3HaueHne peksusuta "Kom crpams"  (csdo:
UnifiedCountryCode) m0MKHO COOTBETCTBOBATH KOIY
2 CTpaHbI U3 KIaccu(HKaTOpa CTPaH MHUPA, COACPIKAIET0
nepeyeHb KOJOB W HAaUMEHOBaHUI CTpaH MUpa B
cooTBeTcTBUH co cTaggapToM ISO 3166-1

pexkBu3utr "Koxa mpUYMHBL HEBO3MOXHOCTHU
paccMOTpeHUs 3asiBaeHus" (hcsdo:
ApprovallmpossibilityReasonCode) moxer conepxath
TOJIBKO CJIEYIOIUE 3HAUCHHUS:

"01" — BBIABIEHBI HapyLIEHUs, CBSI3aHHBIE C OIIATOM
cOopa (TOILIHHEI);

3 "02" — BBIABIEHBl HapyLIEHUs NpPU MIPOBEAECHUU
MPOBEPKH TOMHOTHL ¥ (WIM) KOPPEKTHOCTH
MIPEACTaBICHHBIX JOKyMEHTOB;

"03" — 3asBHUTENIEM HE NPEICTABJICHbI 3alPOLIECHHBIE
JOKYMEHTBI

"04" — 3asiBUTENEM OTO3BAHBI TOKYMEHTHI

"99" - npyroe

3HaueHue pexsusuTa "Koa ponu rocymapcrpa-uieHa"
4 hcsdo:CountryKindCode) 10KHO COOTBETCTBOBATH
3HAYEHHUIO "TOCYIapCcTBO MPU3HAHUA"

pexBm3uT "Homep 3asgBIEHHS O pPETHCTPALHH
5 nekapctBenHoro mnpemnapata” (hesdo:Applicationld)
3arnoJiHAeTCS 0053aTENIBHO

n

29. TpeboBaHUA K 3alOJIHEHUIO PEKBU3UTOB AJEKTPOHHBIX TOKYMEHTOB (CBEIEHUI)
CBeneHuss perucTpallMOHHOIO JeJIa WIM PETHCTPAllMOHHOIO JOChE Ha JIEKapCTBEHHBIN



npemnapatr” (R.HC.MM.01.003), mepemaBaembix B cooOIeHHH "3ampoc CBEASCHUU U3
PErUCTPaIMOHHOTO Jiefia WK peructpanuonHoro aocke" (P.MM.01.MSG.019), npuBeneHs! B
Tabmmie 18.

Ta6numa 18

Tpe6oBaHMA K 3aII0IHEHHIO PEKBU3UTOB JJIEKTPOHHLIX JOKYMEHTOB (CBeeHuit) "CBeneHna
PETrHCTPaIOHHOTO JeJIa WM PETHCTPAlMOHHOrO JOChe Ha JiekapcTBeHHENH mpenapar” (R. HC.MM
.01.003), nepenaBaeMbIX B COOOmMEHHH "3apoC CBEICHAN W3 PETHCTPAIIHOHHOTO JIeja HIH
perucrpanuorHOro gocse" (P.MM.01.MSG.019)

Kon TpeboBanus dopmynrpoBka TpeOOBaHUS

B DJICKTPOHHOM COOONICHHWU JOJDKEH OBITHh 3aI0NHEH

PEKBH3HUT

"Homep 3asBIEHHS O PETUCTPALUU JEKAPCTBEHHOTO
1 npemapata" (hcsdo:Applicationld) wnnm pekBu3uT

ITopsankoBeli HOMED PETUCTPALIMOHHOTO

yaocToBepeHus JekapcTBeHHoro mpemapara” (hesdo:

RegistrationNumberld)

"

pexBu3ut "Jlokyment B OmHapHOM (popmare” (hcsdo:
DocCopyBinaryText) B cocTaBe CIIOKHOTO peKBU3uTa "

2 CBefieHUs 0 JOKYMEHTE PETUCTPAIMOHHOTO J0Che (
nena)"  (hccdo:RegistrationDossierDocDetails) He
3aI0JIHseTCS

pexkBm3uT "XML-gokymeHnt" (ccdo:AnyDetails) B
COCTaBe CIOKHOTO pekBH3UTa "CBeACHUS O TOKYMEHTE
PETHCTPAIMOHHOTO JIOChE (nemna)" (hccedo:
RegistrationDossierDocDetails) He 3anonnsiercs

3HadeHHe aTpuOyTa "WACHTU(UKATOP CIpaBOYHUKA (

kinaccupukaropa)"

(atpubyt codeListld) B cocTaBe cnokHOTO pekBH3UTa "
4 Kon crpansl" (csdo:UnifiedCountryCode) mosmkHO

coJiepKaTh KOJIOBOe 00O3Ha4YeHHE Kiaccudukaropa

cTpaH Mupa, ykazaHHoro B paznene VII TlpaBun

MH()OPMAIMOHHOTO B3aNMOJICHCTBHS

3Hayenne pekBuzuta "Kom crpanm"  (csdo:
UnifiedCountryCode) T0JKHO COOTBETCTBOBATH KOIY
5 CTpaHbl U3 Kiaccu(ukaTopa CTpaH MHpa, COACPIKAIIETO
MepeucHb KOJOB W HAWMMCHOBAHHWHA CTpaH MHUpa B
cooTBeTcTBUU co ctanaapTom [SO 3166-1

ecau pexkBusuT "Ommcanue sneMeHTa JokymeHTa" (
hesdo: DrugAttributeEnumText) 3anosnneH, To B ero
COCTaBE JIOJDKEH OBITH 3aIl0JIHEH OJMH U3 PEKBH3HUTOB "
KON BHJa JJeMeHTa JokyMeHta" (aTpubyr
AttributeKindCode) wim "HamMeHOBaHHE BHIA
anemeHTa gokymenta" (arpubyt AttributeKindName)

eCclIM 3HAa4YCeHHE PEKBHM3MTa '"KOJ BHJAA JJIEMEHTa
nokymenta"  (atpubyt  AttributeKindCode)



10

11

12

COOTBETCTBYET 3HAUEHHUIO '"Apyroe", TO PEKBU3UT
HalMEHOBaHME BHJa 3JIEMEHTa JIOKyMeHTa" (aTpuOyT
AttributeKindName) 3amosHsieTcst 0053aTeIbHO

ecJIi 3HauyeHue peksusurta "lIpu3Hak MpUHAIIEKHOCTH
JMOKyMeHTa K peructpanuonHomy jgocke" (hcsdo:
RegistrationFilelndicator) cooTBeTcTByeT 3Ha4YcHHIO "
JOKYMEHT PETHCTPALIMOHHOTO Aena", TO B 3JIEKTPOHHOM
COOOIIEeHNH OJKeH OBITh 3amoiHeH pekBu3uT "Kop
BUAAa JOKYMEHTAa pETrHCTPAlliOHHOIO Jeja Ha
JIeKapCTBCHHBIH npemnapat"” (hesdo:
DrugRegistrationFileCode) wu (unam) pexBU3HT
HanmenoBanue BHIa DOKyMEHTa PETMCTPALMOHHOTO
mena Ha JjekapcTBeHHBId mpemapatr”  (hesdo:
DrugRegistrationFileName)

n

ecnu 3HaueHue peksusuTa "Koa Buma nokymeHTa
PErUCTPaIOHHOTO JIejia Ha JIEKapCTBEHHBIH Ipenapar”
(hcsdo:DrugRegistrationFileCode) cooTBercTBYeT

3HaueHuto "apyroe", To pekBusuT "HammenoBanue
BHJla JOKYMEHTAa pETHCTPAllMOHHOIO Jena Ha

JeKapCTBEHHBIN npemnapat" (hesdo:
DrugRegistrationFileName) 3amonusercs 00s13aTenbsHO

eci 3HaYeHue pexBu3nTa "[Ipu3HaK IpHUHAAIEKHOCTH
IOKyMeHTa K perucrpanuoHHoMy pnocbe" (hcsdo:
RegistrationFilelndicator) cooTBeTrcTByeT 3HaYeHHIO "
JOKYMEHT PEruCcTpalMoHHOTO Jocke", TO B
3JICKTPOHHOM COOOIICHUH JOJDKEH OBITh 3arOJHCH
pexBu3uT "Kon BHIA JOKYMEHTa PErHCTPAL[IOHHOTO
Jocbe Ha JyekapcTtBeHHBbIH mpemapat”  (hesdo:
DrugRegistrationDocCode) wu (unm) pexBu3utr "
HanmeHOBaHMe BHIA JOKYMEHTa PErHCTPALMOHHOTO
mocke Ha JgekapcrBeHHbid  mpemapat”  (hesdo:
DrugRegistrationDocName)

ecnu 3HaueHue pekBusuTa "Kon BuIa AokymeHTa
PETHUCTPAIMOHHOTO TOChE Ha JICKApCTBCHHBIN TpenapaT
" (hcsdo:DrugRegistrationDocCode) cooTBeTcTByeT

3HadYeHuto "apyroe", To pekBu3uT "HammenoBaHume
BHJa JIOKYMCHTa PETHCTPAllMOHHOTO JOChe Ha

JICKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationDocName) 3amonasieTcs 0053aTebHO

€CJI B DJICKTPOHHOM COOOIICHUH 3aIlOJIHEH PEKBHU3HT "
ITopsankoBeli HOMED PETUCTPALIUOHHOTO
yaocToBepeHus JekapcTBeHHoro mpemapara” (hesdo:
RegistrationNumberld) pexkBuzut "Homep 3asiBienus o
peructpanuu JekapctBeHHoro mpemnapara" (hesdo:
Applicationld) nomkeH OBITH 3aII0THEH 005M3aTEIHHO

3HaueHue atpudyta "Koxa Buaa sneMenTta qokymenta" (
atpubyt DrugAttributeKindEnumCode) nomxHo
COOTBETCTBOBATh OJJHOMY M3 CJICAYIOIINX 3HAYCHUM:

01 — npenensHas nata otBeTa Ha 3anpoc ['OCT UCO
8601-2001;

02 — HOMEp NOKyMEHTa OCHOBaHUS;



13 03 — BuA JNOKyMEHTa PErHCTPAllMOHHOTO JIOChE, B
OTHOILCHHH KOTOPOTO HAIIPABIISIETCS 3aIIPOC;
04 — Bux nOKyMeHTa, OG(OPMIICHHOTO TIpH
PAcCMOTPEHUH PETHCTPALMOHHOTO NOChE (IOKYMEHT
PETHCTPALIMOHHOTO Jeia), B OTHOLICHUH KOTOPOTrO
HaIpaBIIsieTcs 3a1poc;
05 — myTs K daiiny B cTpykType nocke B popmare UNC;
06 — HamMeHOBaHUE 3aMEHsAEeMOT 0 (aiina;
99 — npyroe

30. TpeboBaHusl K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CcBeAeHUM) "
CBelleHUsT PETUCTPAIMOHHOTO Jlefla WJIM PErUCTPAllMOHHOIO JOCh€ Ha JIEKapCTBEHHBIN
npenapat" (R.HC.MM.01.003), mnepenaBaembix B coobmenun "CBeiaeHus u3
PETUCTPAIMOHHOTO Jiefia WK peructpanuonHoro aocbke" (P.MM.01.MSG.020), npuBeneHsl B
tabmnmie 19.

Tabmuua 19

Tpe6oBaHWA K 3aII0IHEHHIO PEKBU3HATOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHHi) "CBeneHna
PETHCTPAIMOHHOrO JefIa WIN PETHCTPaMOHHOTO JOChE Ha JiekapcTBeHHEIH mpenapatr” (R.HC.MM
.01.003), mepenaBaeMbix B coobmienun "CBeIeHHsT H3 PErHCTPAIIHOHHOTO JAeja WIH
perucrpanuoHHOro Jocke" (P.MM.01.MSG.020)

Kon TpeboBanus ®dopmynrpoBka TpeOOBaHUS

B DJIGKTPOHHOM COOOIIEHUH IOJDKEH OBITH 3aIloiTHEH
pekBu3nT "HoMmep 3asBieHUS O perHCTpaluH

nexapcrBenHoro npenapara” (hcsdo:Applicationld) uim
pexBu3uT "TlopsAAKOBEI HOMEpP PETHCTPAlMOHHOTO
yIocToBepeHus: JiekapcTBeHHoro mnpemnapata” (hesdo:
RegistrationNumberld)

pexkBu3uT "[Ipu3HAK MPUHAIJIEKHOCTH TOKyMEHTa K
2 PEeTUCTPAIHOHHOMY noceke"” (hesdo:
RegistrationFilelndicator) 3amonusiercst 00s13aTenbHO

B cocraBe pekBusznta "CBeoeHHUS O TOKYMEHTE

PErucTparmoOHHOTO JIOChe (mema)" (hcedo:
RegistrationDossierDocDetails)  gomkeH — ObITh
3 3aI0JIHEH PEKBU3UT

"lokyment B Ounapuom ¢opmare" (hcsdo:
DocCopyBinaryText) wu  (unm)  pPEeKBHU3HT
XML-nokyment" (ccdo: AnyDetails)

n

3HaueHHe aTpudyra "WACHTU(UKATOP CIpaBOYHUKA (

knaccugukaropa)"

(atpudyt codeListld) B cocTaBe C0KHOTO peKBH3UTA "
4 Kox ctpansr" (csdo:UnifiedCountryCode) momxHO

coJiepkaTh KOJOBOe 00O3Ha4YeHHE Kiaccu(ukaropa

cTpaH Mupa, ykazaHHoro B pazgeine VII Tlpasun

WHPOPMAIIMOHHOTO B3aUMO/ICUCTBUS

eciu PEKBHU3UT "Kon cTpaHbl" (csdo:
UnifiedCountryCode) 3amojiHeH, TO €ro 3HA4YCHHE
JOJDKHO  COOTBETCTBOBATh KOAY CTpaHbl U3

KJaccu(puKaTopa CTpaH MHUpPa, COJEPIKAIIETO TepeUCHb



10

11

KOJIOB M1 HAUMEHOBAaHUN CTpaH MHUPa B COOTBETCTBUU CO
cragaaptom [SO 3166-1

ecnu pekBm3uT "OmmcaHue sneMeHTa JokKyMmeHTa" (
hesdo: DrugAttributeEnumText) 3anosnneH, To B ero
COCTaBE JIOJDKEH OBITH 3aIl0JIHEH OJMH U3 PEKBH3HUTOB "
KOJI BHJa DOJeMeHTa JokyMeHTa" (aTpuOyT
AttributeKindCode) wim "HamMeHOBaHHE BHIA
anemeHTa gokymenTta" (arpubyt AttributeKindName)

€CIM 3HAYCHHE PEKBH3UTa "KOJA BHUAA DIIEMEHTa
nokymenta"  (atpubyt  AttributeKindCode)
COOTBETCTBYET 3HAUEHHUIO '"Apyroe", TO PEKBU3HUT
HanMCHOBaHUE BHIA dIIEMEHTa JOKyMeHTa" (aTpuOyT
AttributeKindName) 3amosHsieTcst 0053aTeIbHO

eclu 3HaueHue peksusura "lIpu3Hak NpUHAIIEKHOCTU
JMOKyMeHTa K peructpanuoHHomy jgocke" (hcsdo:
RegistrationFilelndicator) cooTBeTcTByeT 3HadYeHHIO "
JOKYMEHT PETUCTPAIIMOHHOTO Jiena", TO B 3JIEKTPOHHOM
COO0IIEeHNN OJKEH OBITh 3amoiHeH pekBu3uT "Kox
BUJA JOKYMEHTa pPETHCTPAlMOHHOTO Jejia Ha
JeKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationFileCode) wn (umum) pexBuzur "
HammenoBanue BHIa HOKyMEHTa PETMCTPAMOHHOTO
mena Ha JekapcTBeHHBIM mpemapatr”  (hesdo:
DrugRegistrationFileName)

ecnu 3HaueHue peksusuta "Koj Buma nokymeHTa
PETHCTPALIOHHOTO JIejia Ha JICKAPCTBEHHBIN mpenapat”
(hcsdo:DrugRegistrationFileCode) coorBercTBYeT

3HaueHUIo "zapyroe", To pekBm3uT "HanmeHoBaHme
BUJAa JOKYMEHTa pETrHCTPAllMOHHOrO Jela Ha

JIeKapCTBCHHBIH npemnapat"” (hesdo:
DrugRegistrationFileName) 3amonnseTcs 00s13aTensHO

ecJIM 3Ha4YeHue pexBusnTa "IIpu3HaK MpUHAIICKHOCTH
IOKyMeHTa K peructpannoHHoMmy nocke" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT PErucTpaliMoOHHOTO Jocke", TO B
JNIEKTPOHHOM COOOIICHUH [OKCH OBITh 3aIlONHEH
pexBu3uT "Koa Buaa NOKyMEHTa PErHCTPAILMOHHOTO
mocke Ha JnekapctBeHHBIH mpemapat”  (hesdo:
DrugRegistrationDocCode) u (mnm) peKBU3HT
HanmeHoBaHMe BHAa NOKYMEHTa PErHCTPAlOHHOTO
mocke Ha JgekapctBeHHbid  mpenapat”  (hesdo:
DrugRegistrationDocName)

n

ecnu 3HaueHue pekBuszuTa "Kon BuIa AOKymeHTa
PETHCTPAIIMOHHOTO JOChE Ha JIEKaPCTBEHHBIN ITpenapar
" (hcsdo:DrugRegistrationDocCode) cooTBeTcTBYeT

3HaueHuio "zapyroe", To pexBusuT "HanmeHoBaHue
BUJa JOKYMEHTa pETUCTPAallMOHHOIO JOChe Ha

JeKapCTBEHHBIH npenapat"” (hcsdo:
DrugRegistrationDocName) 3amonasieTcs 00s53aTebHO

€CJI B DJICKTPOHHOM COOOIICHNH 3aIl0JIHEH PEKBU3HT "
ITopsinkoBbIil HOMED PETUCTPALIUOHHOTO
yaocToBepeHus JekapcTBeHHoro mpemapara” (hesdo:



12

13

RegistrationNumberld) pexkBuzut "Homep 3asBienus o
peructpanuu JekapctBenHoro mnpemnapara" (hcsdo:
Applicationld) nomkeH OBITH 3aII0THEH 005M3aTEITHHO

3HaueHune arpudyta "Koz Buna snemeHta nokymeHTa" (
atpubyT DrugAttributeKindEnumCode) momkHO
COOTBETCTBOBATH OJJHOMY M3 CJICAYIOIINX 3HAYCHHUMH:

01 — npenenbHas nara orsera Ha 3anpoc ['OCT UCO
8601-2001;

02 — HOMEp NOKyMEHTa OCHOBaHUS;

03 — BuA NOKyMEHTa PErHCTPallMOHHOTO JOChE, B
OTHOIIIEHUH KOTOPOTO HAINpPaBIIETCS 3aIpoc;

04 — Bux nOKyMeHTa, OG(OPMIICHHOTO TIpH
PaccMOTPEHUH PErHCTPALIMOHHOTO J10Che (JOKYMEHT
PETUCTPAIMOHHOTO J€Ja), B OTHOIIEHHH KOTOPOTO
HAaIpaBJsieTCst 3apoc;

05 — myTh K daiiny B cTpykType nocke B popmare UNC;
06 — HamMeHOBaHUE 3aMEHsAeMOr o (aiina;

99 — npyroe

31. TpeboBaHusl K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHuUi) "

CBelleHUsl PETUCTPAIMOHHOTO JIefla WJIM PEruCTPAllMOHHOTO JOCh€ Ha JIEKapCTBEHHBIN
npenapat” (R.HC.MM.01.003), nepenaBaembix B cooOuieHuu "CBeaeHUsl 3KCIEPTHOTO
otuera" (P.MM.01.MSG.021), npuBenens! B Tadbnuiie 20.

Tabmauma 20

TpeboBaHAA K 3aMOTHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHui) "CBeneHn
PErHCTPAIOHHOTO A€jIa WIA PErHCTPAMOHHOTO AOChe Ha JiekapcTBeHHEI npenapar” (R. HC.MM
.01.003), nepemaBaeMsix B coobmenun "CBenenus sxcneprHoro oraera” (P.MM.01.MSG.021)

Kox tpeboBanus

1

dopmynHpoBKa TpeOOBaHMS

pexBusuT "Kox Buma nponenyps perucrpanuu” (hesdo:
RegistrationKindCode) 3anomnsiercst 00s13aTesbHO

ecim pekBm3uT "Koj Buma mporeaypsl peructparun’ (
hcsdo:RegistrationKindCode) cooTBeTcTBYeT 3HAUCHHIO
"meneHTpadu3oBaHHAs Tporeaypa’, TO 3HAUCHHE
pekBu3uTa "Koja BUJa JOKYMEHTa PEerucCTpalliOHHOTO
mocke Ha JekapctBeHHbIH mpemapat”  (hesdo:
DrugRegistrationDocCode) wmnm  pexBusura "
HammenoBanue BHIa DOKyMEHTa pPETHCTPALMOHHOTO
mocke Ha JekapctBeHHBIH mpemapat”  (hesdo:
DrugRegistrationDocName) mH0MKHO COOTBECTBOBATH
OJIHOMY U3 CIEAYIIMX 3HAYCHUM:

"O611ast xapakTepruCTHKa JIEKapCTBEHHOTO mpemnapara';
"MHCTpYKIIUA 1O MEIUIIUHCKOMY MpUMEeHEeHUIo (
JIUCTOK-BKJIA IbII)";

"MakeT ynakoBKH MEPBUYHON (BHYTPEHHEH) yITakoBKH"
5

"MaxkeT BTOpUYHOM (IOTpeOUTEIHCKOM) yIIaKOBKU";
"MaxkeT MpoMeXyTOYHOH yImakoBKH";

"MakeT 3TKETKH JIEKapCTBEHHOTO Mpemnapara';



"MakeT cTHKepa JIEKapCcTBEHHOr 0 TIpemnapara';
"HopMaTHUBHBIN JOKyMEHT IO Ka4ecTBY";

"[Inan ympaBiaeHHS pUCKAMH Ha JEKapCTBEHHBIN
npenapar”

ecin pekBm3uT "Koj Buma mporexypsl peructpamun’ (
hcsdo:RegistrationKindCode) cooTBeTCTBYET 3HAUCHHIO
"NeneHTpanu30BaHHas mpoleaypa"’, To 3Ha4YeHHE
pexBusura "Koz BuIa JOKYMEHTa PErHCTPALlMOHHOTO
nema Ha sekapcTBeHHBIM  mpemapar”  (hesdo:
DrugRegistrationFileCode) wmm  pexBuszura "
HanmeHoBaHMe BHIa JNOKYMEHTa PErHCTPALMOHHOTO
mena Ha  JgekapcTBeHHbld  mpemapat”  (hesdo:
DrugRegistrationFileName) 10/KHO COOTBECTBOBAThH
OJTHOMY M3 CJICIYIINX 3HAYCHHMH:

"DKCIEepPTHBIA OTYET OO0 OIEeHKe Oe30MacHOCTH,
spdexTuBHOCTH ™ KawyecTBa"'; "3ampoc o
MIPEIOCTABICHNN HEIOCTAIOEeH JOIOIHUTEIBHON
HHpOpPMaLUH, HEOOXOAMMBIX pa3bACHCHUH WIH
YTOYHEHHH TOKYMEHTOB M JaHHBIX, IIPEICTABICHHbIX B
PETHCTPAIIIOHHOM JI0Che";

"OTBEeT Ha 3ampoc O MPEIOCTABICHUHN HEIOCTAIONICH
JIOTIOJIHUTENBHON  WH(pOpMaAnUK, HEOOXOAUMBIX
pa3bACHEHUI WK YTOYHEHUH JOKYMEHTOB U NAHHBIX,
MPEICTABICHHBIX B PETUCTPALIMOHHOM J0cke"; "3ampoc
0 TpPEACTaBICHUM KOMUU MacTep-daiiia cucTeMsl
(apmakonamzopa”

eciu pexBu3uT "Koj Buga nporenyps! peructparun’ (
hesdo:RegistrationKindCode) cooTBeTcTBYeT 3HaUECHHIO
"mpouenypa B3aUMHOIO MpHU3HAHUA", TO 3HAYEHHE
pexBusuTa "Koz BHIa TOKYMEHTa PErHCTPAllMOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileCode) wunu  pexBu3uta "
HammeHoBaHue BHIa AOKyMEHTa PETMCTPALMOHHOTO
nena Ha JekapcTBeHHslid  mpemapat”  (hcsdo:
DrugRegistrationFileName) H0mKHO COOTBECTBOBAThH
3HAYCHHWIO "JIKCIEPTHHIH oT4eT 00 OIlCHKE
Oe3omacHocTH, 3pPekTrBHOCTH U KadecTBa'

ecnu 3HaueHue peksusurta "Kon Buma nokymeHTa
PErUCTPaIOHHOTO JIejia Ha JIEKapCTBEHHBIH Mpenapar”
(hcsdo:DrugRegistrationFileCode) wmmm pekBusnta
HaunMmeHOBaHHE BHA JHOKYMEHTa PETHCTPALMOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
3ampoc 0 MpEJOCTaBIEHHHM  HEJOCTaIoUlei
JIOTIOJIHUTENBHON  WH(pOpManuK, HEOOXOAUMBIX
pa3bsSICHEHNH WM YTOYHEHUH JOKYMEHTOB M JIaHHBIX,
MPEJCTAaBICHHBIX B PETUCTPALMOHHOM HOChe" |
pexBm3uT "Omnmcanne smemeHTa mokymenrta' (hcsdo:
DrugAttributeEnum) 3amomnses, To 3HaYeHHE PEKBU3UTA
"Kox BHAa DdIeMeHTa JokymeHTa" (aTpuOyT
AttributeKindCode) wnu pexBu3uTa "HauMeHOBaHHE



10

BHJA JJIEMEHTAa nokymeHrta" (aTpubyr
AttributeKindName) 10KHO  COOTBETCTBOBATh
3ragennto "Cpok oTBeTa Ha 3ampoc”

ecnu 3HaueHue peksusurta "Koa Buma nokymeHTa
PErUCTPalIOHHOTO JIejIa Ha JIEKapCTBEHHBIH Ipenapar”
(hcsdo:DrugRegistrationFileCode) wmm pexBusura "
HamMenoBanue BHIa DOKyMEHTa PETHCTPAOHHOTO
mena Ha JekapcTBeHHBIM mpemapat”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
OTBeT Ha 3ampoc O MPEIOCTABICHHH HEJOCTaoNIen
JIOTIOJIHUTENBHON ~ WH(pOpManuK, HEOOXOAUMBIX
pa3bsSICHEHNH WM YTOYHEHUH JOKYMEHTOB M JIaHHBIX,
MIPEJICTAaBICHHBIX B PETUCTPALlMOHHOM Joche" W
pexBm3uT "Omnmcanne smemeHTa mokymenrta' (hcsdo:
DrugAttributeEnumText) 3amonmHeH, TO 3HaYeHHE
peKxBu3nTa "KOJI BHJA 3JEMEHTa JOKyMeHTa" (aTpudyT
AttributeKindCode) wimu pexBu3uTa "HauMeHOBaHHE
BUJAa  dJeMeHTa  JokyMmeHta"  (arpuOyr
AttributeKindName) nomkHo cootBercTBOoBaTh "HoMep
JIOKyMEHTa OCHOBaHus"

ecnu 3HaueHue peksusuTa "Kon Buma mokymeHTa

PETrUCTPAIIOHHOrO Aeja Ha JIeKapCTBEHHBIN npenapar”
(hcsdo:DrugRegistrationFileCode) wmm pekBusura "
HamMmeHoBaHUE BHIa JOKYMEHTa pPErHCTPAIIHOHHOTO

mena Ha JekapcTBeHHBIM —mpemapatr”  (hesdo:
DrugRegistrationFileName) cooTBeTcTBYeT 3Ha4eHUIO "
3anpoc O MpeACTaBICHHM KOMUU MacTep-daiiia

cuctembl (hapmakonansopa" u pexkBusut "OmnmcaHue

anemenTa gokymenrta" (hcsdo: DrugAttributeEnumText
) 3amoJIHEeH, TO 3HAa4YeHHE PEeKBU3UTa "KOJI BHUAA

anemeHTa aokyMmeHnrta" (atpuoyt AttributeKindCode)

WU pEKBU3WTAa "HAaNMCHOBAHHWE BHIA DSJEMEHTa

mokymenta" (atpubyt AttributeKindName) mosmkHO

coOoTBeTCTBOBaTh "CpoK oTBeTa Ha 3ampoc”

B cocraBe pekBu3zuTta "CBeIEHHS O JIOKYMEHTE
PeTHCTPAIIHOHHOTO I0Che (mema)" (hcedo:
RegistrationDossierDocDetails) nmomkxeH  OBITH
3arnojHeH pekBu3MT "JlokyMeHT B OuHapHOM ¢opmare"
(hcsdo:  DocCopyBinaryText) wu  (wim)
XML-nokymenTXML-nokyment" (ccdo: AnyDetails)

n

ecitu PEKBH3UT "Kon cTpaHbI" (csdo:
UnifiedCountryCode) 3amoiiHeH, To 3HaYeHUe aTpudyTa
"Unentuduratop kinaccudukaropa"  (aTpubyr
codeListld) B ero cocraBe JOIKHO coepkKaTh KOJOBOE
obo3HaueHne Kkiaccupukaropa CTpaH MHpa,
ykazanHoro B paszaene VII [IpaBui napOpMAaImoHHOTO
B3aUMOJENCTBUSA

eciu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amoyiHeH, TO €ro 3Ha4YcHHE
JIOJDKHO  COOTBETCTBOBATh KOAY CTpaHbl U3
KJIaccH(HKATOpa CTpaH MUPA, COIEPIKAIIETO TepEeUeHb
KOJIOB M HANMEHOBAHUIA CTPaH MHUpPa B COOTBETCTBHH C
ISO 3166-1



ecnu pekBm3uT "Ommncanue sneMeHTa JoKymeHTta" (
hesdo: DrugAttributeEnumText) 3anmonneH, To B ero
COCTaBE JIOJDKCH OBITH 3aIlOJIHEH OJVH W3 PEKBU3HUTOB "
KOJ BHIa 9dieMeHTa pJokymenta" (atpulyrt
AttributeKindCode) wunau "HauMeHOBaHHME BHIA
aneMenTa gokymenrta" (atpudyt AttributeKindName)

11

€CITM 3Ha4YeHHEe pEKBH3MTa "KOI BHIA DIEMEHTa
mokymernta"  (atpubytr  AttributeKindCode)
12 COOTBETCTBYET 3Ha4YeHHUIO '"Apyroe", TO PEKBU3HT
HaMCHOBAHHE BUJAA 3JIEMEHTa JOKyMeHTa" (aTpulyT
AttributeKindName) 3amosnHsiercst 00s13aTeIbHO

ecJIM 3Ha4YeHue pekBusuTa "I[Ipu3HaK MpUHAIICKHOCTH
IOKyMeHTa K peructpannoHHoMmy nocbe" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT PETUCTPAI[MOHHOTO Jiena", TO B 3JIEKTPOHHOM
COOOIIEHUH JIOJKCH OBITh 3amoiHeH pekBu3utT "Koj
13 BHJA [OKYMEHTa pPETUCTPAlMOHHOTO Jejia Ha
JeKapCTBECHHBIN npemapat"” (hesdo:
DrugRegistrationFileCode) w (wmm) pexsusur "
HanmeHoBaHMe BHAa AOKYMEHTa PErHCTPAlMOHHOTO
nena Ha  jekapcTBeHHblid  mpemapatr”  (hcesdo:
DrugRegistrationFileName)

ecnu 3HaueHue pekBuszuTa "Kon BuIa AOKymMeHTa
PETUCTPAIIMOHHOTO JIejIa Ha JISKapCTBEHHEIH mpenapar”
(hcsdo:DrugRegistrationFileCode) cooTBeTcTByeT
14 3HaueHuio "zapyroe", To pexBusuT "HanmeHoBaHUe
BUJAa JOKYMEHTa pETHCTPAallMiOHHOTO Jejia Ha
JeKapCTBEHHBIH npenapat"” (hcsdo:
DrugRegistrationFileName) 3amonHseTcss 00s3aTeTBHO

ecyii 3HaueHue pexksusuTa "lIpu3Hak MpuHAIICKHOCTH
JOKyMeHTa K peructpainuonHomy gocbe" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT pEerucTpanvoHHOTO Jocke", TO B
9JIEKTPOHHOM COOOLICHUH JOJDKEH OBITH 3aIlOJHeH
15 pexBu3uT "Kon BHIa HOKyMEHTa PETUCTPAIIMIOHHOTO
mocke Ha JgekapcrBeHHb  mpemapat”  (hesdo:
DrugRegistrationDocCode) u (unu) pexBuzutr "
HanmenoBanue BHIa AOKyMEHTa PETMCTPAMOHHOTO
Jocbe Ha sekapcrBeHHbId  mpemapat”  (hesdo:
DrugRegistrationDocName)
ecnu 3HaueHue pekBusuTa "Konm BuIma aokymeHTa
PErUCTPALMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN Ipenapar
" (hcsdo:DrugRegistrationDocCode) cooTBeTcTByeT
16 3HaueHuto "zapyroe", To pexBusuT "HanmmeHoBaHUe
BHJAa JOKYMEHTAa pPETUCTPALMOHHOTO JOChe Ha
JeKapCTBEHHBIN npemapat" (hesdo:
DrugRegistrationDocName) 3amnonHseTcs 00s13aTelbHO

32. TpeboBaHus K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHUM) "
Cenennst o corsacoBanuu skcreptHoro oryera" (R.HC.MM.01.002), nepenaBaeMbix B
cooOmienun "CBeeHus pelieHrs o0 Mpu3HaHuM (HeMpu3HaHuM) skcnepTHoro otdyeta" (P.MM
.01.MSG.023), mpuBeaeHs! B Tabmwmre 21.



Tabmuma 21

TpeboBaHAA K 3aMOHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKyMEHTOB (CBeeHHuit) "CBeeHHA 0
coritacoBaauy 3xcneptHOro ordera” (R.HC.MM.01.002), nepenaBaeMsix B coOOmernmu "
CBenieHus pelICHHs O MPU3HAHUH (HepH3HAHUK) SkcnepTHoro ordera” (P.MM.01.MSG.023)

Kon TpeboBanus dopmynnpoBKa TpeOOBaHUS

3HaueHue pekBu3uta "Kom Buaa gokymeHTa
PETUCTPAIMOHHOTO JIeNa Ha JISKapCTBEHHBIH mpenapar”
(hcsdo:DrugRegistrationFileCode) wim pekBusuta
HammenoBanue BHIa HOKyMEHTa PETMCTPALOHHOTO
mena Ha JekapcTBeHHBIM —mpemapat”  (hesdo:

1 DrugRegistrationFileName) nomkHO COOTBETCTBOBATH
3HaueHnto "IloaTBepkaeHue coriacoBaHusA (HE
COTJIACOBaHMs) 3KCIEPTHOrO OTYeTa pedhepeHTHOTO
rocynapcTBa IO  pe3yJibTaraM  JKCIEpPTHU3BI
O6ezonacHocTH, O3(QQPEKTUBHOCTH M  KadecTBa
MEIUIUHCKUX U3aeanii"

pekBu3uT "Homep 3asBieHUS O perucTpaluu
2 nekapctBenHoro mnpenapara” (hcsdo:Applicationld)
3aIoJIHsIeTCsl 0053aTENBHO

pexBmsut "llpusHak cormacoBanus gokymenta" (hesdo:
DocAgreementlIndicator) 3amonHseTcs 0053aTeNbHO

ecnu pekBm3uT "OmmncaHue sneMeHTa JOKymeHTta" (
hesdo: DrugAttributeEnumText) 3anonneH, To B ero
COCTaBE€ JOJDKCH OBITH 3aIOJIHEH PEKBH3HUT "KOJA BUAA
anemeHTa gokymenrta" (atpubyt AttributeKindCode)
unu "HaMMEHOBaHWE BHJAAa dJEeMEHTa MOoKyMeHTa" (
aTpudyT AttributeKindName)

ecnu pekBm3uT "Ommcanue sneMeHTa JOKyMmeHTta' (
hcsdo:  DrugAttributeEnumText) 3amomHeH, To
3HAa4YeHHE PEKBHU3HUTA KO BHJIA dJIEMEHTa TOKyMeHTa" (

5 atpubyt AttributeKindCode) wunu pexBuszura "
HavMEHOBaHHE BHJA 3JeMeHTa JOKyMeHTa" (aTpulyT
AttributeKindName) nomkHo cootBercTBOBaTh "HoOMep
JIOKyMEHTa OCHOBaHus"

B cocraBe pekBu3uTa "CBemeHHS O TOKYMEHTE

PETrUCTPAIIUOHHOTO JIOChE (mema)" (hcedo:

RegistrationDossierDocDetails)  gomkeH  ObITH
6 3aI0JIHEH PEKBU3UT

"loxyment B OuHapHoMm ¢opmare" (hesdo:

DocCopyBinaryText) u ()

"XML-nokyment" (ccdo:AnyDetails)

ecitu PEKBH3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) 3amojiHeH, TO 3HaYeHHE aTpudyTa
"unentudukarop crnpaBoyHHKa (KiIaccudukaropa)' (

7 aTpuOyT codeListld) B ero cocraBe TOMKHO COAepKATh
KOIoBOe 00O3HaueHHe Kiaccu(uKaTopa cTpaH MHUpa,
ykazanHoro B paszaene VII [IpaBun napOpMaimoHHOTO
B3aUMOJENCTBUSA



eciu PEKBH3UT "Kon cTpaHsbI" (csdo:
UnifiedCountryCode) 3amonHeH, TO ero 3HadeHHE
JOJDKHO COOTBETCTBOBATH KOAY CTpaHBl H3
KIaccu(UKaTOpa CTpaH MUPA, COAEPIKALIETro IIepedeHb
KOJIOB M HAUMEHOBaHHI CTpaH MUpPa B COOTBETCTBHH C

ISO 3166-1

ecJIM 3Ha4YeHue pekBusnuta "IIpu3HaK MPpUHAIICKHOCTH
IOKyMeHTa K peructpannoHHoMmy nocbe" (hcsdo:
RegistrationFileIndicator) cooTBercTByeT 3HaueHHIO "
JOKYMEHT PErHCTPAIlMOHHOTO Jiena, TO B 3JIeKTPOHHOM
COOOIIEHUH JIOJKCH OBITh 3amoiHeH pekBu3utT "Koj
9 BHJIa JOKYMEHTa pErHCTPAlMOHHOIO Jeia Ha
JeKapCTBCHHBIN npemapat"” (hesdo:
DrugRegistrationFileCode) w (wmm) pexsusur "
HanmeHoBaHMe BHAa NOKYMEHTa PErHCTPAlMOHHOTO
nena Ha jekapcTBeHHblid  mpemapat”  (hcesdo:
DrugRegistrationFileName)

ecnu 3HaueHue pekBuszuTa "Kon BuIa AOKymeHTa
PETHUCTPAIIOHHOTO Jejia Ha JIEKapCTBEHHBIHN npemnapar”
(hcsdo:DrugRegistrationFileCode) coorBercTByeT
10 3HaueHuio "zapyroe", To pexBusuT "HanmeHoBaHue
BUJAa JOKYMEHTa pETHCTPAallMOHHOTO Jejia Ha
JeKapCTBEHHBIH npenapat"” (hcsdo:
DrugRegistrationFileName) 3amonHseTcss 00s3aTeIBHO

33. TpeboBaHus K 3alOJHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (CcBeAeHU) "
Cenenust o corinacoBanuu skcneptHoro otuera" (R.HC.MM.01.002), nepenaBaembix B
coobmennu "CBefeHHs 0 3aMEYaHUSIX B OTHOIICHUU JOKYMEHTOB PErHCTPALlMOHHOIO Jela
uiu peructpanronHoro aocke" (P.MM.01.MSG.024), npuBeneHs! B Tabuie 22.

Tabnuma 22

Tpe©oBaHAA K 3aIOHEHUIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHi) "CBeIeHHA O
coritacoBaruy 3kcrieptHOTO oT49era” (R.HC.MM.01.002), nepenaBaeMuIx B cooOmernun "
CBepieHUs 0 3aMEYaHUAX B OTHOIICHWH JOKYMEHTOB PErHCTPAIIMOHHOIO Aeja WK
peructpanmonHoro xocke" (P.MM.01.MSG.024)

Kon TpeboBanus dopmynnpoBKa TpeOOBaHUS

pexkBuszutr "Homep 3asBieHHS O
perucTpanuu  JIEKapCTBEHHOTO
npenapata” (hcsdo:Applicationld)
JIOJDKEH OBITH 3aI0JTHEH

B cocTaBe pekBu3uTa "CBelneHus o
JOKYMEHTE pPEruCTpPaliOHHOTO
J0Che (mema)" (hccedo:
RegistrationDossierDocDetails)
JOJDKEH OBITH 3aII0THEH

pexBm3uT "J[oOKyMeHT B OMHapHOM
dbopmare" (hesdo:
DocCopyBinaryText) wu (wim)



pexBusut "XML-gokymeHt" (ccdo:
AnyDetails)

eciu pexBusuT "Kop crpanst” (csdo:
UnifiedCountryCode) 3anoiHeH, To
3Ha4YeHUE aTpubyra
nnaeHTudukarop crpaBoyHHKA  (
kmaccupukaropa)”  (aTpubyTt
codeListld) B ero cocraBe JOIKHO
coliepxath KOJ0BOe 0003HAYCHHE
kinaccupukaropa cTpaH MUpa,
ykazanHoro B pazzaene VII Ipasun
MH()OPMAIMOHHOTO B3aUMOECHCTBHUS

"

ecnu pexBu3uT "Kop ctpansr” (csdo:
UnifiedCountryCode) 3amoiHeH, TO
ero 3HA4YeHHUE JIOJIKHO
COOTBETCTBOBATh KOJy CTPaHBI U3
Kiaccupukaropa cTpaH MUpa,
COJIepIKAILIET0 MEepeyeHb KOOOB H
HAaUMEHOBAaHUN CTpaH MHpa B
COOTBETCTBUHU cO cTaHaaptoM ISO
3166-1

ecnu pekBU3UT "OnucaHue 31eMeHTa
nokymeHrta" (hcsdo:
DrugAttributeEnumText) 3anonnes,
TO B €ro COCTaBE JOJKEH OLITh
3aM0JIHEH OJUH U3 PEKBU3HUTOB "KOJ
BUJAa 23JieMeHTa gokymeHTta" (
atpulyt AttributeKindCode) wmu "
HaMMEHOBAHHE BHAA DJICMEHTA
nokymeHTta" (aTpubyT
AttributeKindName)

€CIIM 3Ha4eHHe PEeKBU3NTa "KOJ BHUA
ameMeHTa JokyMeHTa" (aTpuOyT
AttributeKindCode) cooTBeTcTByeT
3HaYeHHUIO "nmpyroe", TO PeKBU3UT
HaNMEHOBAaHHE BHAA JJIEMEHTa
JOoKyMeHTa" (aTpubyT
AttributeKindName) 3amonHsercs
00s13aTeIBHO

n

B DJICKTPOHHOM COOOIICHUH JOJIXKHBI
OBITH 3aroJHEeHbl pekBU3UTHL: "Kox
BUJIA JIOKYMEHTA PETUCTPALMOHHOTO
JieTia Ha JIeKapCTBEHHBIN npemapat” (
hesdo:DrugRegistrationFileCode)
nnn  "HaummeHoBanume BuOa
JOKyMEHTa PEeruCTPallioOHHOTO Jeia
Ha JIeKapCTBEHHBINH mpemapat" (
hcsdo:DrugRegistrationFileName)

eciau 3HaueHue pekBusuta "Kon
BHJA TOKYMEHTa PETUCTPAIIHOHHOTO
Jienia Ha JIeKapCTBEHHBIN mpemnapat” (
hcsdo:DrugRegistrationFileCode)
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COOTBETCTBYET 3HaUeHUIO "apyroe",
TO pexkBu3uT "HaumeHoBaHue Buaa
JOKYMEHTa PETHCTPAMOHHOTO Jeia

Ha JIeKapCTBEHHBIN mpemapat” (

hcsdo:DrugRegistrationFileName)
3aI0JIHACTCS 005A3aTEIILHO

pexBu3uT "Kon Buaa noKyMeHTa
peTHCTpAallMOHHOTO Jeja Ha

nexapcTBeHHbli mpenapat” (hesdo:

DrugRegistrationFileCode) moxeT
MPUHUMATh OJHO U3 CJCIYIOIINX
3HAYEHUMH:

0101 — 3anpoc o mpenocraBieHUU
HEJIOCTAIOIIEH JTOMOIHUTENbHOM
HHQOpMAINH, HEOOXOIUMBIX
Pa3bACHEHUH WM yTOYHEHUI
JOKYMEHTOB U  JaHHBIX,
npeaACTaBICHHBIX B
PETUCTPAIIHOHHOM J0Che
JICKAPCTBEHHOTO MpEIapara;

0102 — 3ampoc rocyaapcTsa
NpU3HAHUS B  OTHONICHUU
JOKYMECHTOB PETHCTPAIlHOHHOTO
J0Che JIEKapCTBEHHOTO TIpernapara;
0103 - 3ameyaHus K
pPEeTHCTPAIHOHHOMY Joche
JICKApCTBEHHOTO Ipemapara OT
rocyapCTBa MPU3HAHUS;

0104 — OrtTBer Ha 3ampoc O
MPEAOCTABICHUN HEIOCTAIOIICH
JOTIOTHUTENBFHON  HWHOopMaImw,
HEOOXOIUMBIX Pa3bsICHCHUH WIN
YTOYHEHHN TOKYMEHTOB W JaHHBIX,
nmpeacTaBICHHBIX B
PEeTHUCTPAIIHOHHOM J0Che
JICKApPCTBEHHOT'O Mperapara;

0105 — 3ampoc o npenocTaBiIeHUU
Komuu MacTep-(daiia CHCTeMBI
(apmakoHaI30pa;

0106 — OTBer 3asBUTENS HA 3apPOC
rOCyapCTBa MPU3HAHUS

B OTHONICHHM JOKYMEHTOB
PEeTHCTPAIIMOHHOTO JIoche
JIEKapCTBEHHOTO TIPETapara;

0107 — OrtBer 3asBUTEN Ha
3aMeuUaHus OT TocyJapcTBa
NIpU3HAHUSA,

0199 — [Ipyroe;

0403 — 3ampoc yImOJHOMOYEHHOTO
opraHa (dKCIEpPTHONH OpraHU3aIliH)
rocyaapcTBa NpU3HAHUS,
HATIPaBJICHHBIA B YITOITHOMOYCHHBIH
opraH peepeHTHOT'0 TOCYAapCTBa;



0405 — 3ameuaHus rocynapcTsa
NpU3HAHUSA B  OTHOIICHUHU
3aKJIIOYUTEIHFHOTO  3KCIIEPTHOTO
OTYeTa 10 Ka4eCTBY;

0406 - I[Ipenmoxenue
YIIOJTHOMOYEHHOTO oprana  (
3KCIEPTHOH OpTaHU3aLUN)
rocyjapcrBa NpHU3HAHUS B
OTHOIICHNU 3aKJIIOYHUTEIHHOIO
9KCIEPTHOTO OTYETa II0 KadecTBY,
HalpaBJICHHOE B YITOJHOMOYEHHBIH
opras peepeHTHOro Tocy1apcTBa

4. Onucanue (HopMaTOB U CTPYKTYP BJIEKTPOHHBIX JOKYMEHTOB M CBEICHUM,
UCIIOJIB3YEMBIX [IJISl peaau3alliu CPpeJICTBAMU NHTETPUPOBAHHON HH(POPMAITMOHHON CUCTEMBI
BHEIIHEH ¥ B3aMMHOM ToproBiu oOmero mpoiecca "dopmupoBanue, BeleHHUE U
HCIOJIb30BAHUE €IUHOTO pEEeCTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB
EBpa3uiickoro 3kK0HOMHUYECKOr0 COr03a'", yTBEPKIECHHOE YKa3aHHbIM PellieHneM, u3oxKuTh B

CIEIYIOLIEN PENAKLINU:
"VTBEPXXJIEHO
Pemennem Komnernn

EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 25 okTsa0ps 2016 . Ne 122

(B penakumu Pemenns Komnernn
EBpa3uiickoii 3KOHOMUYECKOH KOMUCCUH
ot 19 ampens 2022r. Ne 67)

Omucarne GopMaTOB U CTPYKTYP IEKTPOHHBIX JIOKYMEHTOB M CBEI€HHIA, HCIOIb3YEMbIX JUIS
peam3anyy CpeCTBaMH HHTEIPUPOBAHHOH HH(OPMAIIMOHHOK CHCTEMEI BHENTHEH M B3aHMHOM
TOproBIM odmero mponecca "dopMuapoBaHKe, BEACHHE H HCIONH30BaHIE SIUHOTO PeecTpa
3apEerHCTPUPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB EBpasuifickoro ’JKOHOMHIECKOT0 COr03a"

1. OOmue monoxeHus

1. Hacrosimee Onucanue pa3paboTaHO B COOTBETCTBUHU CO CIEAYIOINIUMU aKTaMHU,
BXOJSIIIMMU B MpaBo EBpa3uiickoro 3KOHOMUYECKOTo coro3a (ganee — Coro3):
Jorosop o EBpazuiickoM 3KOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;
Cornamenue o €eAMHBIX MTPUHINNAX U MPaBUiIaX OOpaIleHUS JIEKAPCTBEHHBIX CPEJICTB B
paMkax EBpa3uifickoro sKOHOMHYECKOTO coro3a oT 23 aekadps 2014 rona;
Pewmenne Bricmero EBpasuiickoro skoHomuuyeckoro copera ot 23 nekadbps 2014 r. Ne
108 "O peanuzamuu CoryamieHusi O €IMHBIX MPUHIHMIIAX W MpaBuiIax oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3suiickoro 5KOHOMHUYECKOT0 coro3a';
Pemenue Coera EBpasuiickoit sxoHOMU4Yeckoi komuccuu oT 3 Hosiops 2016 . Ne 78 "O
[IpaBuiax perucTpanv U SKCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB ISl MEIULIMHCKOTO
MpUMEHEHUS";



Pemenue Komnerun EBpazuiickoil s5koHoMu4eckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOrMYECKUX JOKYMEHTAX, PErlaMeHTUPYIOUUX UH(HOPMAIIMOHHOE B3aUMOJIEHCTBUE
MIpU pean3aliuu CPeICTBaMU WHTETPUPOBAHHONW WH()POPMAIIMOHHONW CHUCTEMBbI BHEUTHEH U
B3aMMHOM TOPTOBJIA OOIIMX MPOIECCOB";

Pemenne Komnernn EBpasuiickoit 3xoHoMuyeckor komuccuu ot 27 ssaBaps 2015 r. Ne 5
"OO ytBepxaeHuu I[IpaBui »lIEeKTpOHHOTO OOMEHa JAaHHBIMM B HWHTETPUPOBAHHOU
MH(OPMAITMOHHOW CUCTEME BHEIIHEN U B3aMMHOUM TOProBiu';

Pemenne Komnerun EBpazuiickoi skoHOMHueckoil komuccuu oT 14 anpenst 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamkax EBpasuiickoro 3KOHOMHUYECKOTO CO03a U BHECCHUU
m3meHenus: B Pemenne Komnernn EBpasuiickoil skoOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132";

Pemienne Komneruu EBpa3zuiickoit s3koHoMU4ecKkor komuccuu oT 9 utonst 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMU, TAPMOHU3AIMUA M OMUCAHUS OOIIUX MPOIECCOB B
paMKax EBpa3uiiCKOro 3JKOHOMMYECKOIO COr03a'";

Pemenue Komneruu EBpasuiickoit axoHoMHuueckoit komuccuu ot 28 ceHtsiops 2015 r. No
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMHU IMpU
TPAHCTPAaHUYHOM B3aMMOJICICTBUH OPTraHOB T'OCYJapPCTBEHHOW BJIACTU rOCYAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOT'0 COr03a MEXIy coboil u ¢ EBpasuiickoil SKOHOMUYECKOM
KoMHccuen'";

Pemenue Kosmernu EBpasuiickoii s5koHOMUYECKOW KoMuccuu oT 22 nekadpst 2015 r. Ne
172 "HomeHkiaTypa JieKapCTBEHHBIX (GopM".

II. O6nacTh npMeHEHUS

2. Hacrosimee Omnucanue omnpenenseT TpeOoBaHHs K (opMaraM U CTPYKTypam
ANEKTPOHHBIX JIOKYMEHTOB M CBEJIEHMI, MCHOJIb3yEMbIX MNpU HHPOPMALMOHHOM
B3aUMOJICHCTBUHU B paMKax oOuiero npouecca "®opMupoBaHue, BEACHUE U HCIOIb30BAHUE
€JUHOr0 peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeacTB EBpasuiickoro
AKOHOMMYECKOTO coro3a" (J1anmee — oOuuii mporiecc).

3. Hacrosmee Onmcanue nmpuMeHseTcs Ipy MPOSKTHPOBAHUH, pa3padOTKe U T0paboTKe
KOMIIOHEHTOB MH(OPMALMOHHBIX CHUCTEM MPH pealu3aluu Mpoleayp OOIIero mpoiecca
CpEICTBAMHM MHTETPUPOBAHHOW MH(POPMALIMOHHON CUCTEMBI BHEIITHEN U B3aUMHOM TOPTrOBIIN
(manmee — UHTErpUPOBAHHAS CUCTEMA).

4. Onucanue (HopmMaToB U CTPYKTYP JIEKTPOHHBIX IOKYMEHTOB U CBEICHUI MPUBOJIUTCSA
B TaOIM4YHOW (opMe C yKa3aHHEM IOJIHOI'O PEKBU3UTHOTO COCTaBa C YYETOM YpOBHEU
Mepapxuu BIUIOTh JI0 MPOCTHIX (ATOMAapHBIX) PEKBU3UTOB.

5. B Tabnuue onuchiBaeTCsd OJHO3HAYHOE COOTBETCTBHUE PEKBU3UTOB SJIEKTPOHHBIX
JOKYMEHTOB (CBeJIeHUI) (1ajiee — pEeKBU3UTHI) U 3JIEMEHTOB MOJIEIH IaHHbIX.
6. B Tabnuie ¢popmupyrotcs ciemytomntue nois (rpadsi):
"uepapxudeckuii Homep' — NopsIAKOBBIN HOMEp PEKBU3UTA;



"UMS peKBU3UTA" — YCTOSABIIEECS WX OPUITHATHHOE CIOBECHOE 0003HAYCHHE PEKBU3UTA;
"onucaHue peKBU3UTA" — TEKCT, MOACHSIIOUINI CMBICT (CEMaHTHKY) PEKBU3UTA;
"unentudukaTtop" — HASHTUPUKATOP dJIEMEHTa JAaHHBIX B MOJICIHM JaHHBIX,
COOTBETCTBYIOILIETO PEKBU3UTY;
"00J1aCTh 3HAYEHUI" — CJIOBECHOE ONTMCAHNE BO3MOXHBIX 3HAUEHUN PEKBU3UTA;
"MH." — MHO>KECTBEHHOCTb PEKBH3MUTOB: 0053aTE€NbHOCTh (OMIMOHAIBHOCTh) U
KOJIMYECTBO BO3MOKHBIX IOBTOPEHHUM PEKBU3UTA.
7. dna ykazaHHSI MHOKECTBEHHOCTH PEKBU3UTOB HCIOJb3YIOTCS CIEAYIOIINE
0003HAYEHUS:
1 — pekBU3UT 00s13aTENEH, TOBTOPEHUS HE OMYCKAIOTCS;
n — pEeKBU3UT 00sI3aTeNIeH, JOJDKEH MOBTOPATHCS h pa3 (n > 1);
1..* — pexkBU3UT 00sA3aTEIICH, MOKET MOBTOPSITHCS O€3 OTPAaHUYCHHUIA,
n..* — peKBU3UT 00513aTEJICH, I0JHKEH TTOBTOPSITHCSA HE MeHee n pa3 (n > 1);
N..m — peKBU3HUT 00513aTEJIEH, TOJKEH IIOBTOPITHCSA HE MEHEE N pa3 U He OoJiee m pa3 (n >
1, m > n);
0..1 — peKBHU3UT ONIIMOHAJIEH, HOBTOPEHUS HE JAOITY CKAIOTCS;
0..* — pEeKBU3UT OINMIIMOHATICH, MOXET MOBTOPSATHCS 0€3 OTpaHUYCHUN;
0..m — peKBU3UT OMIIMOHAJIEH, MOXXET MOBTOPSTHCS HE Oosiee m pa3 (m > 1).

III. OcHOBHEIE MOHATHUSA

8. nsa uene Hactosmero ONuUcaHUs UCMOJIb3YIOTCS MOHATHUS, KOTOPbIE O3HAYAIOT
i (14% 011 (SK

"rocyaapcTBO-4J€H" — TOCY1apCcTBO, siBJIsItolIeecs yieHoM Coro3a;

"peKBU3UT" — €IMHUIIA TAHHBIX 3JIEKTPOHHOTO JOKYMEHTa (CBEIEHMI), KOTOpas B
ONpPEICIECHHOM KOHTEKCTE CUUTAETCS] HEPA3IETUMOM.

[Tonsarus "Ga3ucHas MojAeNb JaHHBIX", ""MO/IeNb NTaHHBIX", "MOJI€NIb TaHHBIX MTPEIMETHON
obmactu", "mpeameTrHas o0nacTe" W "peecTp CTPYKTYp DJICKTPOHHBIX JOKYMEHTOB H
CBEeJleHUI", HCIOJb3yeMble B HacTosuemM OmNHCaHuMU, NPUMEHAIOTCS B 3HAUYCHHSX,
ompeneNeHHbIX MeTOMNKON aHamu3a, ONTHUMHU3AINK, TAPMOHU3AIMA U OMHUCAHUS OOIIHMX
IpOIIECCOB B paMKax EBpa3miicKOro 3KOHOMHYECKOIO COI03a, YTBEPKICHHOU Pemenuem
Komnerun EBpasuiickoii 5koHOMHYECKON KoMHuccuH OT 9 mroHs 2015 r. Ne 63.

WHble MOHATHSA, UCTIOIB3YEMBbIE B HacTOsAEeM ONUCaHUM, IPUMEHSAIOTCS B 3HAYCHHUSIX,
omnpeaesieHHbIX B yHKTe 4 [lpaBuin nHGOPMaIIMOHHOTO B3aUMOJICUCTBUS TIPU pealu3aliuu
CpelICTBAaMH MHTETPUPOBAHHOM MH(POPMAIIMOHHON CUCTEMBI BHEIITHEN U B3aUMHOUM TOPTOBIIU
obmiero mnpoiecca "®@opMupoBaHUE, BEJACHHUE M HCIOJIL30BAHUE EIUHOTO peecTpa
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3niicKOro 3KOHOMHUYECKOTO coro3a',

yTBepkaeHHbIX Pemennem Komnermm EBpasuiickoi 3KOHOMHYECKOM KOMHUCCHUM OT 25
OoKTs10ps1 2016 . Ne 122,



B Tabmunax 4, 7, 10, 13, 16, 19 u 22 nacrosmero Onucanus mmoa Periramenramu
MHQOPMAIIMOHHOTO B3aUMOJEHCTBUA TMOHUMAaIOTC PernamMeHT HHGOPMALIMOHHOTO
B3aNMOJECHUCTBUS MEXY YIIOJTHOMOYEHHBIMU OPTraHaMU I'OCYIApCTB — YIEHOB EBpa3uiickoro
HKOHOMHUYECKOTO COI03a MPHU peann3aliy CpeICTBAMU UHTEIPUPOBAHHON MH(MOPMAIIMOHHON
CUCTEMBI BHEIIHEW M B3aUMHOUN TOProBiu 00mIero mporecca "dopmupoBanue, BeJICHUE U
UCIIOJIb30BAHUE €JIMHOI0 PEECcCTpa 3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpazniickoro 3KOHOMHUYECKOro coro3a", u PermamMeHT nH()OpMaMOHHOTO B3aUMOACHCTBUSA
MEX/y YIIOJJHOMOUYEHHBIMU OpraHaMH I'OCYIapCTB — WIEHOB EBPa3uiicKOro 3KOHOMHUYECKOTO
coro3a W EBpa3suiicCKOl HJKOHOMHUYECKONW KOMMCCHEW IIpU pealu3aluu CpeacTBamu
WHTETPUPOBAHHON MH(GOPMAIMOHHON CHUCTEMBl BHEIIHEW M B3aMMHON TOPTOBIU OOIIETO
nporecca "dopMupoBaHuE, BEICHUE W HMCOOJB30BAHUE EIMHOTO peecTpa
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeNCcTB EBpa3sumiickoro 3KOHOMHYECKOro coro3a',
yTBepxkaeHHble Pemennem Komnernn EBpasuiickoil 3KOHOMHUYECKOW KOMHUCCUU OT 25
okTA0pst 2016 1. No 122,

IV. CIpyKTypHI 31I€KTPOHHEIX JOKyMEHTOB H CBEICHHMIA

9. [lepedeHb CTPYKTYp ICKTPOHHBIX TOKYMEHTOB U CBEJCHUI NpUBEICH B Ta0HIE 1.
Tabmuma 1

IlepedeHs CTPYKTYyp 37IEKTPOHHBIX JOKYyMEHTOB 1 CBEICHAMN

Ne m/m Wnentudukatop Nwms [IpocTpancTBo HMeH
1 2 3 4
1 CTpYKTypHI IIEKTPOHHBIX JOKYMEHTOB U CBEIEHHI B Oa3MCHOM MOIeNN
CHOMICHIE O Des aeurn:EEC:R:
BEIOMJICHH TBTaT . .
1.1 R.006 Z 6 i 60 pesy ProcessingResultDetails:
TKHU
P VYYY
COCTOSIHHE aKTyaJIH3aluu urn:EEC:R:
1.2 R.007 OBIIErO Dec CZ a ResourceStatusDetails:
Hiero peeyp VY.Y.Y
) CTpyKTYpHI 3JEKTPOHHBIX ITOKYMEHTOB M CBEICHHH B MpenMeTHoi oOmacta "
3npaBooxpanenue"”
ceenenusa o peructpanuu  urn:EEC:R:HC:MM:01:
2.1 R.HC.MM.01.001 JIEeKapCTBEHHOT O DrugRegistrationDetails:
npenapara v1.1.0
cBere o COMTAcOBA urn:EEC:R:HC:MM:01:
BEACHUS TJIACOBaHUU . .
2.2 R.HC.MM.01.002 s DrugRegistrationExpertRe

9KCMEPTHOTO OTYeTa .
P portDetails:v1.1.0

CBEJACHUS
peructpanmronnoro naena urn:EEC:R:HC:MM:01:
2.3 R.HC.MM.01.003 win  peructpanuonHoro  DrugRegistrationDocConte
Jocke Ha JiekapcTBeHHBIN ntDetails:v1.1.0
npenapar



ceenenus o Homepe Urn:EEC:R:HC:MM:01:

2.4 R.HC.MM.01.004 perucTpanuoHHOTO DrugRegistrationNumberR
yIOCTOBEpPEHUsI  Ha equestDetails:v1.1.0
JICKapPCTBEHHBIN MpenapaT

cBenenus o paccMorpennn urn:EEC:R:HC:MM:01:
2.5 R.HC.MM.01.006 3agBiaeHust u (mnm)  DrugApprovalApplication
perucrpanuonsoro gocke  Details:v1.1.0

COCTOSIHUE AKTYaJIU3aLHU
€IMHOT 0 peecTpa
3apeTUCTPUPOBAHHBIX

urn:EEC:R:HC:MM:01:
DrugRegistrationStatusDet
ails:v1.0.0

2.6 R.HC.MM.01.007
JIEKapCTBEHHBIX CPE/ICTB

EBpasuiickoro
9KOHOMHUYECKOT0 COI03a

CumBonbl "Y.Y.Y" B mpocTpaHCTBax MMEH CTPYKTYpPBI 3JIEKTPOHHOTO JOKYMEHTa (
CBEJICHHI1) COOTBETCTBYIOT HOMEPY BEPCUH CTPYKTYPbI SJIEKTPOHHOIO IOKYMEHTA (CBEJICHMI)
, OIpenenseMod B COOTBETCTBHM C HOMEPOM BepcuH 0a3uCHON MOJENH NaHHBIX,
WCIIOJI30BaHHOM TIPHU pa3pabOTKe TEXHUUECKON CXEMbI CTPYKTYPhI AJIEKTPOHHOTO JTJOKYMEHTA
(cBeneHuii) B coorBeTcTBUM ¢ TyHKTOM 2 Pemenust Komnerun EBpazuiickoil 3KOHOMUYECKOM
KOMHCCHH OT 25 okTsA0pst 2016 1. No 122,

1. CTpyKTypbl 3IEKTPOHHBIX JTOKYMEHTOB U CBEACHHUI B OA3UCHON MOJEIH

10. Onucanue CTPYKTYpbI DJIEKTPOHHOTO JOKYyMeHTa (CBeleHui) "YBelroMeHue o

pesynbtare o6padbotku" (R.006) mpuBeneHo B Tadaute 2.
Tabmuia 2

Ommcanne CTPYKTYPHI SJIEKTPOHHOTO JOKYMEHTA (CBeleHHiA) "YBeHOMIICHHE O pe3ylbTaTe
o6paborku" (R.006)

No /it O6o3HaueHne dIeMEHTa Onucanue
1 2 3
BEJIOMJIEHHE O e3yJIbTaTe
1 Nmsa yBea pesy
00paboTku
2 Wnentudukatop R.006
3 Bepcus YYY
CBEIIEHHUS O Pe3yJIbTaTe 00paboTKHU
4 Omnpenenenue A Pesy P
3aIpoca PecIiOHICHTOM
5 Hcnons3oBanue —

Unentupukarop mnpoctpanctea  urn:EEC:R:ProcessingResultDetails:

HMEH vY.Y.Y
Kopuesoit 3JIEMEHT . .
7 P
XML-oKkyMeHTa rocessingResultDetails
3 Vims aiina XML-cxemst EEC R ProcessingResultDetails_v

Y.Y.Y.xsd

CumBonbl "Y.Y.Y" B mpocTpaHCTBax MMEH CTPYKTYpPhI 3JIEKTPOHHOIO JOKyMEHTa (
CBEJICHHI1) COOTBETCTBYIOT HOMEPY BEPCUM CTPYKTYPbI SJIEKTPOHHOIO IOKYMEHTA (CBEJICHHMI)
, OIpenenseMod B COOTBETCTBUM C HOMEPOM BepcuM O0a3uCHON MOJENH JaHHBIX,



MCIIOJIb30BaHHOM NMPH pa3padOTKe TEXHUUECKON CXEMbI CTPYKTYPBI AIEKTPOHHOI'O JOKYMEHTa
(cBeaenwuii) B cootBeTcTBUM ¢ MyHKTOM 2 Pemenus Komnernn EBpazuiickoit SKOHOMUYECKOM

KoMuccuu oT 25 okTsi0ps 2016 r. Ne 122.

11. Umnoptupyembie MpOCTPAHCTBA UMEH MTPUBEJEHBI B Ta0IMIIE 3.

Tabnuua 3

HMmopTapyeMEie IPOCTPaHCTBAa HMEH

Ne n/m
UMEH

1 2

| urn:EEC:M:ComplexDataObjects:
vX.X.X

) urn:EEC:M:SimpleDataObjects:
vX.X.X

Wnentndukarop mpocTpaHcTBa

[Mpeduxc

ccdo

csdo

CumBonsl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcur 0a3MCHOW MOJICIU JaHHBIX, UCIIOJIb30BAHHOW MpH pa3pabOTKe TEXHUUYECKON CXEMBI

CTPYKTYpPBI DJIEKTPOHHOI'O JOKYMEHTA (CBEJIEHUI) B COOTBETCTBUU C MyHKTOM 2 PemieHus

Komnnerun EBpasuiickoli 5)KOHOMHYECKON KOMHUCCHU OT 25 okTa0pst 2016 1. No 122,
12. PeKBU3UTHBIA COCTaB CTPYKTYpPbl 3JIEKTPOHHOIO JOKyMeHTa (cBeaeHuii) "
YBenomienne o pesynbrare 0opadotku” (R.006) npusenex B Tadmuie 4.

Tabauna 4

PexkBU3UTHELA COCTaB CTPYKTYPHI DJIEKTPOHHOT'O TOKYMEHTa (CBeieHui) "YBefoMIIEHHE O

pesyibsTare 06pabotku” (R.006)

Onucanue

Wwms pexBusura Unentndukarop Twum naHHBIX MH.
pEKBH3HTA
ccdo:
COBOKYITHOCTb EDocHeaderType
TEXHOJOTHICCKUX (M.CDT.90001)
1. 3aronoBok 3JIEKTPOHHOIO
JIOKYMEHTAa (CBEJICHU ) PEKBHIHTOR M.CDE.90001 Onpenenserca 1
(ccdo:EDocHeader) PICKTPOHHOLO 06HaCTHN£H
JOKYMEHTa ( 3HAYEHU N
CBeJICHUIN) BJIOKEHHBIX
3JIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
1.1. Kon 3HaueHue Koja B
coo0menus KOIOBOE COOTBETCTBUU C
obmiero mpouecca 0603HaYCHHE M.SDE.90010 Pernamenrom )
(csdo: coobueHus MH(OPMAIHOHHO
r o

InfEnvelopeCode ofmiero mpouecca

)

B3aUMOEUCTBHUS.



1.2. Kon
3JIEKTPOHHOTO
JIOKyMEHTa (
CBEJICHUH)
(csdo:EDocCode)

1.3.
Wnentudukarop
3NEKTPOHHOTO
JIOKYMEHTa (
CBeZIeHUiN)
(csdo:EDocld)

1.4.
Unentudukarop
HUCXOJHOTO
3JIEKTPOHHOT'O
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDocRefld

)

1.5. Jlara wu
BpeMs
3JIEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)

KOJA0BOE
o0o3HaUeHHE

3JIEKTPOHHOTO

JOKYMEHTa (

CBEIECHUH) B

coorBercTBuu ¢  M.SDE.90001
peecTtpom

CTPYKTYD

SIEKTPOHHBIX

JOKYMEHTOB H

CBEJICHUM

CTPOKa CHMBOJIOB

, OJHO3HAYHO
uAeHTHGUIUPYIO

o a s M.SDE.90007
SIEKTPOHHBIN

JOKYMEHT (

CBEJICHUS)

uaeHTH(PHUKATOP
9JIEKTPOHHOTO
JOKyMEHTa (
CBeJeHMil), B
OTBET  Ha
kotopeid  Obm  M.SDE.90008
chopMupoBaH
JaHHBIHI
3JIEKTPOHHBIN
JTOKYMEHT (
CBEZICHU)

JaTa U BpeMms
co3JaHus
M.SDE.90002

abnon: P\.[A-Z
J{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDocCodeType (
M.SDT.90001)
3HaueHue KoJa B
COOTBETCTBHH C
peecTpom
CTPYKTYp
3JIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHUM.
MMa6mon: R(\.[
A-Z1{2}\.[A-Z]{
21\.[0-9]{2})?\.[0
9143}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHHE
uaeHtupuraropa
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHue
uaeHrupuraropa
B COOTBETCTBHH C
ISO/IEC 9834-8.
[Ta6moH: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}
bdt:
DateTimeType (
M.BDT.00006)

O6o3Hauenne
JIAThl U BPEMEHU

0..1

1



(csdo:
EDocDateTime)

1.6. Kon si3p1ka
(csdo:
LanguageCode)

2. lata u Bpems
(csdo:EventDateTime)

3. Kox pesynbraTa 00paboTku
(csdo:ProcessingResultV2Code)

4. Onucanue
(csdo:DescriptionText)

3JICKTPOHHOTO
JOKyMEHTa (
CBEJICHUIN)

KOJO0BOE
obOo3Hauenne
SI3BIKA

M.SDE.00051

Jata U Bpems
OKOHYaHHUS
00paboTku
CBEJICHUI

M.SDE.00132

KOJOBOE
o6o3HaueHUE
pe3yibTara
00paboTku
MTOTYyYCHHOTO
PICKIPORHOTO 1 SDE.90014
JOKyMEHTa (

CBEJICHUM)

WHPOPMAIIOHHO

U cucremoi

y4acTHHKA

o0riero mpoiecca

OIIMCAaHHUucC
pesynpTara
obpadoTku M.SDE.00002

CBEJCHUN B
MIPOU3BOJILHOM

dopme

B COOTBETCTBUU C
I'OCT HUCO 8601
-2001

csdo:
LanguageCodeTy
pe (M.SDT
.00051)
JIByXOyKBEHHBIN
KOJ s3bIKa B
COOTBETCTBUU C
ISO 639-1.
[Ta6mon: [a-z]{2
§

bdt:
DateTimeType (
M.BDT.00006)

O6o3Hauenne

0..1

1
JIaTBl ¥ BPEMEHU

B COOTBETCTBHUH C
I'OCT HCO 8601
—2001

csdo:
ProcessingResult
CodeV2Type (
M.SDT.90006)
3HaueHue Koja B
COOTBETCTBHH CO
CIPaBOYHUKOM
pe3ylnbTaToB
o6paboTku
3JIEKTPOHHBIX
JIOKYMEHTOB H
CBEJICHUI

csdo:
Text4000Type (
M.SDT.00088)
Ctpoka
CPIMI;OJ'IOB. 0.1
Mun. pquHa: 1.
Makc.
4000

JJIMHA:

13. Onucanue CTPYKTYphl 3JIEKTPOHHOTO AokyMmeHTa (cBenaenuit) "CocrosiHue
akTyanuzaiuu oomero pecypca" (R.007) npuBeaeHo B Tabuiie 5.

Tabmuna 5

Ommcanue CTPYKTYpPHI JIEKTPOHHOI'O JOKyMeHTa (cBezieHmit) "CoCTOsHNe aKTyaIH3alyud 00mero

pecypca” (R.007)

Ne i/t
1

O0o3HayeHne dJIEMEHTA

2

Onucanue

3



1 Umsa COCTOSIHUC aKTyaJIu3aluun 06HI€FO

pecypca
2 Wnentudukarop R.007
3 Bepcus YYY
CBeJCHUSA Ui aKTyalu3aluu
4 Omnpenenenue
ob1ero pecypca
HCTIIONB3yeTCs [UIS 3aIpoca MaThl U
BpEMEHH OOHOBICHHUS OO0IIeTo
pecypca 1 OTBETa Ha STOT 3arpoc, a
5 Hcnonb3oBanue TaKKe JUIS 3a1pOca aKTYaJbHBIX WU
IIOJIHBIX (I/ISMCHCHHI)IX,
OOHOBJICHHBIX) CBEJICHUIN U3 00IIEro
pecypca
6 Wnentudpukarop mnpoctpanctBa  urn:EEC:R:ResourceStatusDetails:
UMEH vY.Y.Y
Kopuesoit 3JIEMEHT

ResourceStatusDetails
XML-gokymeHTa

EEC R ResourceStatusDetails vY.
Y.Y.xsd

8 Nwms daitma XML-cxeMsr

CumBonbl "Y.Y.Y" B mpocTpaHCTBax MMEH CTPYKTYpPhI 3JEKTPOHHOIO JOKyMEHTa (
CBEJICHHI1) COOTBETCTBYIOT HOMEPY BEPCUH CTPYKTYPbI 3JIEKTPOHHOIO IOKYMEHTA (CBEJICHHIN)
, OIpenenseMod B COOTBETCTBUM C HOMEPOM BepcHM Oa3UCHON MOJAENH [aHHBIX,
MCIIOJIb30BaHHOM NMPH pa3padOTKe TEXHUUECKON CXEMbI CTPYKTYPBI AIEKTPOHHOI'O JOKYMEHTa
(cBeaenwuii) B cooTBeTcTBUM ¢ MyHKTOM 2 Pemenus Kosnernn EBpazuiickoit 5JKOHOMUYECKOM
KOMHCCUU OT 25 okTsi0ps 2016 1. Ne 122.

14. mnopTupyeMble IpocTpaHCTBA UMEH IIPUBENIEHBI B Ta0IuLE 6.

Tabmnuma 6

HMmopTapyeMEie IPOCTPaHCTBAa HMEH

Wnentndukarop mpocTpaHcTBa

Ne i/ IT
n/m MeH pedukc
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2 VXXX esdo

CumBonbl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3MCHON MOJIENU JaHHBIX, UCIIOJb30BAaHHOM MpHU pa3pab0TKe TEXHUUYECKOU CXEMBI
CTPYKTYpPBI JIEKTPOHHOI'O JOKYMEHTA (CBEJIEHUI) B COOTBETCTBUU C MyHKTOM 2 PermieHust
Komnerun EBpasuiickoii 5)KOHOMHYECKON KOMHUCCHU OT 25 okTsa0pst 2016 1. No 122,

15. PekBU3UTHBIN COCTaB CTPYKTYpPHI AEKTPOHHOTO TOoKyMeHTa (cBeaenuit) "Cocrosinue
aktyanuzanuu obmrero pecypca” (R.007) mpuseaen B Tabnurie 7.
Tabnuua 7



PexkBU3UTHELA COCTaB CTPYKTYPHI DJIEKTPOHHOT'O JoKyMeHTa (cBeaeHmit) "CocTosHue
axTyamm3amnuu obmero pecypca” (R.007)

Onucanue

Nms pexBu3uTa Wnentudpukarop Tum maHHBIX MH.
pexBu3nTa
ccdo:
COBOKYITHOCTD EDocHeaderType
TEXHOJIOTHIECKUX (M.CDT.90001)
1. 3arosoBOK 3JIEKTPOHHOI'O 0
JIOKYMEHTAa (CBEJICHU) S e:BHS;TO(]: o M.CDE.90001 61'[pe£[€J'I$I€TC$I 1
JIEKTPOHHOT'
(ccdo:EDocHeader) P 0 HaCTﬂNiH
JOKYMEHTa ( 3HAYEHU N
CBeJICHUIN) BJIOKEHHBIX
3JIEMEHTORB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
1.1. Kon
3HaueHue Kojaa B
coo0menns KOIOBOE
obmiero mporecca 0003HaYeHUE COOTBETCTBHI €
M.SDE.90010 PernamenTtom 1
(csdo: cooOuieHus HHOPMALIHONHO
InfEnvelopeCode o6miero npomnecca - OP :
) B3aUMOECUCTBHUS.
[[Ta6non: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}
csdo:
EDocCodeType (
Kgﬂo‘”e M.SDT.90001)
ODO3HATCHHE 3HayeHne KoJa B
3JICKTPOHHOTO

COOTBETCTBUH C
1.2. Kon JIOKYMEHTA (

. peecTpom
AIEKTPOHHOTO CBEJCHUN) B
TPYKT
JOKyMEHTa ( coorBercTBUM ¢ M.SDE.90001 CTPYKTYP 1
N JTEKTPOHHBIX
CBEJICHUT) peectpom
do:EDocCode) CTpyKT FIOKYMEHTOB 1
(esdo: PYKLYP CBEJICHHIA.
3MEKTPOHHBIX
Ma6bmon: R(\.[
JOKYMEHTOB |
N A-Z1{2}\.[A-Z]{
CBEJICHUI
23\[0-91{2})\.[0
-91{3}
csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
1 3 CTpOKa CUMBOJIOB 3HAYCHME
Unentudukarop ’ O/UTOSHATHO uaeHTuuKaropa
3JIEKTPOHHOIO MACHTHHIMPYIO B COOTBETCTBHH C
JoKyMeHTa ( o a s ) M.SDE.90007 ISO/IEC 9834-8. |
CBEJICHUIN) PJICKTPOHHEIH ( [Ta6mon: [0-
OKYMEHT
(csdo:EDocld) HOKY 9a-fA-F]{8}-[0-
CBEZICHUA)

9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-



1.4.

Unentudukarop

HUCXOJHOTO
3JIEKTPOHHOTO
JOKyMEHTa
CBEJICHUH)

(

(csdo:EDocRefld

)

1.5. Hara wu
BpeMs
AJIEKTPOHHOTO
JTOKYMEHTa
CBEJICHUH)
(csdo:
EDocDateTime)

1.6. Kop s1361Ka

(csdo:
LanguageCode)

2. ata u BpeMsi OOHOBJICHUS
(csdo:UpdateDateTime)

(

UaeHTH(PHUKATOD
3IEKTPOHHOTO
JOKyMEHTa (
CBeJeHMil), B
OTBET  Ha
KOTOPBIH OBII
chopMupoBaH
JaHHBII
3JIEKTPOHHBIN
JOKYMEHT (

M.SDE.90008

CBEZICHU)

JaTa W BpeMms
cO3JaHUs
3JIEKTPOHHOTO
JOKYMEHTa (
CBeZICHUIN)

M.SDE.90002

KOJ0BOE
o0o3HaueHue
SI3BIKA

M.SDE.00051

Jata W BpeMms
OOHOBJICHUS

obmero pecypca ( M.SDE.00079
peecTpa, mepeydHs

, 0a3bl JAHHBIX)

KOJIOBOE
o0o3HaueHue
CTpaHBHI,

9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHHE
uaeHrupuraropa
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6moH: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:
DateTimeType (
M.BDT.00006)
O06o3HaueHue
JIAThl U BPEMEHU
B COOTBETCTBUU C
I'OCT HUCO 8601
-2001

csdo:
LanguageCodeTy
pe (M.SDT
.00051)
JIByXOyKBEHHBIN
KOJ S3BbIKa B
COOTBETCTBUU C
ISO 639-1.
abmaon: [a-z]{2
}

bdt:
DateTimeType (
M.BDT.00006)
O6o3HauecHUE
JaTbl 1 BpCMCHU
B COOTBETCTBHHU C
T'OCT HCO 8601
-2001

csdo:
UnifiedCountryC
odeType (M.SDT
.00112)
3HaueHue
JIBYXOyKBEHHOT'O
KOJZla CTpaHbl B
COOTBETCTBUU CO
CIIPAaBOYHUKOM  (
KJIACCH(PHUKATOPO

0..1

0..1



3. Kon ctpanst

(csdo:UnifiedCountryCode)

4. Nnentuduxarop
uH(pOpPMAIMOHHOTO 00BEKTa 0OILETO

nporecca

(csdo:InformationResourceld)

npeactaBuBmedr  M.SDE.00162
CBEJIEHUS B

obmmuit pecypc (

peecTp, mepedeHb

, 0a3y ITaHHBIX)

a ) o0o3HaueHne
Wnenrtudukatop cmpaBounnka  (
cnpaBoyHuKa  ( KimaccupHKaTopa)
K1accudMKaTOpa) , B COOTBETCTBUU
(atpubyT ¢ KOTOPHIM

codeListld) yKa3aH KoJ

CTpOKa CHMBOJIOB
uaeHTHGUINpYIO
mas  o0muit
pecype (peectp,
mepedeHs, 0azy
JIAHHBIX )

M.SDE.00326

M), 0..*
uaeHTuduUKaTop
KOTOpOTO
ompeneneH B
aTpubyre
Unentudukarop
cnpaBoyHuKa  (
KJaccudukaropa)
[a6mon: [A-Z]{
2}

csdo:
ReferenceDatald
Type (M.SDT
.00091)
HopmanusoBanna 1
1  CTpOKa
CHMBOJIOB.

Mun. qaaa: 1.
Make. mmua: 20

csdo:
InformationReso
urceldType (
M.SDT.00330)
Hopmanusosanna 0..1
s CTpOKa
CHMBOJIOB.

MuH. nnuHa: 1.
Make. mmHa: 20

2. CTpyKTypHI SIEKTPOHHEIX JOKYMEHTOB U CBEICHMI B IpeIMETHO#H 06acTn "3mpaBooXpaHeHHe

"

16. Onucanue CTPYKTYpbl AJIEKTPOHHOTO AOKyMeHTa (cBenenuit) "CBeaeHus o
peructpanuu jgekapctBeHHoro npenapara’ (R.HC.MM.01.001) npuseneno B Tabnuie 8.
Tabnuma 8

OmnucaHue CTPYKTYpHI IEKTPOHHOTO JOKyMeHTa (cBeneHmit) "CBeIeHus O perucTpanuu
nexapcreHHOro npenapara” (R.HC.MM.01.001)

Ne /i
1

O06o03HaueHHE PIEMEHTA

2
Nmsa

Unentudukarop

Bepcus
Omnpenenenue

Wcnoap3oBanue

Omnucanue
3

CBCACHUA 0
JICKapCTBCHHOT'O ITpfIiapaTra

R.HC.MM.01.001
1.1.0

perucTpanuu

CBCIACHUA (6] perucrtpanunun
JICKApCTBEHHOI'O IIperiapara



6 WUnentnpukarop mnpocrpanctea urn:EEC:R:HC:MM:01:

UMEH DrugRegistrationDetails:v1.1.0
K o
7 X;f;_;gi;;eﬁm daemMent DrugRegistrationDetails
EEC_ R HC MM 01
8 Nwms daitna XML-cxemsl C R _HC_ .

DrugRegistrationDetails_v1.1.0.xsd
17. UMmopTupyemMble TPOCTPAHCTBA UMEH MPUBEICHBI B TabuIie 9.
Tabnuua 9

HMmopTapyeMEie IpOCTPaHCTBAa HMEH

Wnentndukarop mpocTpaHcTBa

0 II

Ne n/n - pedukc

1 2 3

| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X

) urn:EEC:M:HC: heedo
ComplexDataObjects:vX.X.X
urn:EEC:M:HC:SimpleDataObjects:

3 VX XX hesdo
urn:EEC:M:SimpleDataObjects:

4 VXXX esdo

CumBonbl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu O0a3uCHOM MOJIENIM JaHHBIX W MOJENHU [JaHHBIX MpeaMEeTHOW o00nacTH,
WCIIOJIb30BAHHBIX TIPU Pa3pabOTKe TEXHUYECKOW CXEMBl CTPYKTYPHI JJIEKTPOHHOTO
TOKyMeHTa (cBeJeHul) B cOOTBeTCTBUU ¢ NMyHKTOM 2 Pemenust Komnmernu EBpaswuiickoit
PKOHOMHUYECKON KOMHUCCUH OT 25 okTA0ps 2016 r. Ne 122.

18. PeKBU3UTHBIN COCTAB CTPYKTYPBI AJIEKTPOHHOTO JOKyMeHTa (cBenenuii) "CBeneHus o
peructpauuu jgekapctBeHHoro npenapara’ (R.HC.MM.01.001) npusenen B Tabaune 10.
Tabmauma 10

PexBU3HTHEIL COCTaB CTPYKTYPEI 2JIEKTPOHHOTO NOKyMEHTa (cBeAeHmit) "CBeneHu 0
peructpamy jgekapcrBerHOro npenapara” (R.HC.MM.01.001)

g;:ca Npent Tun
Wwms pexBusura udukar AaHHbl MH.
peKBU3
uTa °p X
ccdo:
EDocH
COBOKY eaderT
MTHOCTH ype (
TEXHOII M.CDT
ormyec .90001)
KHX Omnpen
pEeKBU3 eJsieTc

1. 3aro0BOK 3JEKTPOHHOTO JOKYMEHTA (CBEICHUIN) HTOB 4 !



(ccdo:EDocHeader)

1.1. Kox coobmienus obmiero nporecca
(csdo:InfEnvelopeCode)

1.2. Koz »1eKTpoHHOTO TOKYMEHTa (CBEICHII)
(csdo:EDocCode)

anektp M.CDE obnact
onHoro .90001 smwu
TIOKyMe 3HaueH
HTa ( " i
CBEICH BIIOKE
ui) HHBIX
3JIeMEH
TOB

csdo:
InfEnv
elopeC
odeTyp
e (
M.SDT
.90004)
3HaucH
ue
KOJa B
COOTBE
TCTBHH
c
M.SDE Pernam

KOZI0BO
e
0003Ha
yeHue

0
COPM 90010  enrom
eHHUs niho
o0miero p
MaImo
TpotIec
HHOTO
ca
B3alMO
JIIEUCTB
Hs.
II1a60
H: P\[
A-Z]{2
\.[0-9]
{2}\.
MSG\ [
0-91{3}
csdo:
EDocC
odeTyp
e (
KOZI0BO M.SDT
¢ .90001)
0003Ha
3HaueH
4eHHe
ue
DIIEKTP
KOJia B
OHHOTO
COOTBE
JIOKyMe
TCTBHUH
HTa (
CBEJIEH ¢
i) B peecTp
oM
COOTBE
tcteun M.SDE CTPYKT
c 90001 ¥ P
JIEKTP

peectp



1.3. U neHTH(UKATOP IIEKTPOHHOTO JOKYMEHTA (CBEICHHN)
(csdo:EDocld)

oM
CTPYKT
yp

JNEKTP
OHHBIX
JIOKyMe
HTOB H
CBEJICH
3478

CTpOKa
CHMBOJI

0B,

OJTHO3H

a4yHo

UJICHTH

¢umup M.SDE
yromas 90007
IIEKTP

OHHBIN

JIOKyMe

HT (

CBe/IeH

us)

UJICHTH
¢ukaro

OHHEIX
JIOKyMe
HTOB U
CBEJCH
Wi,
[Ta60
H: R(\.[
A-Z]{2
N.[A-Z
20\
0-91{2}
)N.[0-9
143}
csdo:
Univer
sallyUn
iqueld
Type (
M.SDT
.90003)
3HaueH
He
HJIEHTH
¢ukato
pa B
COOTBE
TCTBUU
¢ ISO/
IEC
9834-8.
JHEGH()
H: [O-
9a-fA-
F1{8}-[
0 -
9a-fA-
F]{4}-[
0 -
9a-fA-
F1{4}-[
0 -
9a-fA-
F]{4}-[
0 -
9a-fA-
F1{12}

csdo:

Univer
sallyUn
iqueld
Type (
M.SDT
.90003)



P 3HaueH

3JIEKTP ue
OHHOTO HICHTH
JIOKyMe ¢ukaro
HTa ( pa B
CBEZICH COOTBE
uit), B TCTBUHU
OTBET c ISO/

1.4. WnentudukaTtop HCXOIHOTO OIJICKTPOHHOTO JOKyMeHTa ( Ha M.SDE IEC

CBEACHHUH) xoropsr 90008 9834-8. 01
(csdo:EDocRefld) # GBI a0
chopm . [0-
UpOBaH 9a-fA-
JTaHHBI F1{8}-[
i 0 -
DIEKTP 9a-fA-
OHHBIH F1{4}-[
JOKyMe 0 -
HT  ( 9a-fA-
CBCJICH Fl{4}-[
us) 0 -
9a-fA-
FJ{4}-[
0 -
9a-fA-
Fl{12}
bdt:
DateTi
meTyp
e (
nara u M.BDT
BpeMsi .00006)
CO3J1aH O603Ha
u s YeHHe
1.5. Jlata 1 Bpemsi 3JIEKTPOHHOTO JOKYMEHTa (CBEICHHN) anektp M.SDE pate u 1
(csdo:EDocDateTime) onHoro .90002 Bpemen
JIOKyMe i B
HTa ( COOTBE
CBe/IeH TCTBHHU
nit) c
roCT
nco
8601—
2001
csdo:
Langua
geCode
Type (
M.SDT
.00051)
IByx6
KOJ/IOBO YKBCHH
e Bl KOZ

1.6. Kox sa3b1ka



(csdo:LanguageCode)

2. CBeieHHsI O peTUCTpaIUU JIEKAPCTBEHHOTO Mpernapara
(hcedo:DrugRegistrationDetails)

2.1. TlopsakoBBIE HOMEpP PETHUCTPALMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapara
(hcsdo:RegistrationNumberld)

o6o3na M.SDE s3pika  0..1

YCHUC
sA3bIKa

CBE/ICH
us o
perucr
panun
neKapce
TBEHHO
ro

npemnap
aTa

TOPSIK
OBBIH
HOMEp
perucr
painuoH
HOTO
YAOCTO
BEepEeHH
i
JeKapc
TBEHHO
r o
npenap
ara

cBelleH
Hs O

.00051

M.HC.
CDE

B
COOTBE
TCTBHUHU
¢ ISO
639-1.
[Ta6m0
H: [a-Z]
{2}
hcedo:
DrugR
egistrat
ionDet
ailsTyp
e (
M.HC.
CDT
.00025)
Omnpen
eIsIeTC

.00028
s

M.HC.
SDE
.00672

obnact
AMHU
3HAYEH
u "
BIIOKE
HHBIX
sIeMeH
TOB

hcsdo:
Registr
ationN
umberl
dType (
M.HC.
SDT
.00629)
HopMma
JIU30Ba
HHasd
CTpOKa
CHMBOJI
OB.
JHERH)
H: \d{6
}

hecedo:
DrugC
ountry
Registr
ationD
etailsT

ype (

0..1



peruct M.HC.

pauuun CDT
2.2. CBemeHHS O pETHUCTpAIMH JIEKAPCTBEHHOTO IIpermapaTta B nekape M.HC. .00457)
rocyaapcTBe-uieHe reerno CDE Onpen
(hcedo:DrugCountryRegistrationDetails) ro 00457 orgetc
npemnap P
ata B obmact
rocyna MU
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a) Unentuduxarop cripaBoyHrka (kiaccuduraropa

)
(atpubyT codeListld)

2.2.2. Kop ponu rocynapcTpa-ujieHa
(hcsdo:CountryKindCode)

2.2.3. CsemeHus O 3asgBICHHM Ha pPETHCTPAIUIO
JISKApPCTBEHHOTI'O Mperapara
(hcecdo:DrugApplicationDetails)
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*.1. Homep 3asBIeHHS O pPETUCTpPALHHN
JIEKapCTBEHHOTO TIpeTiapaTa
(hcsdo:Applicationld)

*2. Konx Buma 3asgBiIeHHS Ha BBINTOJIHEHHE
MpoLenyp, CBA3aHHBIX C perucrpauuei
JICKapCTBEHHOT'O Mpermapara
(hesdo:DrugApplicationKindCode)
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*.3. HaumenoBanme BHUma 3asBIEHUS Ha
BBIIIOJTHEHUE  OpOLENyp, CBS3aHHBIX C
perucTpanueil IekapcTBEHHOT0 Ipenapara
(hcsdo:DrugApplicationKindName)

*4. Jlata momayu 3asiBICHUS O PErHCTpaluu
JIeKapCTBEHHOTO TIperapaTa
(hcsdo:ApplicationReceiptDate)

*.5. CBeneHus 00 3Tane pacCMOTPEHUS 3asBICHUSA
Ha PErUCTPALUIO JEKApCTBEHHOTO Nperapara
(hcedo:ApplicationStatusDetails)
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*5.1. Kom »rama paccMoTpeHms
3asBICHUS  Ha  PETUCTPAIHUIO
JIEKapCTBEHHOTO Mpernapara

(hcsdo: ApplicationStatusCode)

*5.2. HaumMenosaunue yramna
paccMOTpeHus 3asABIICHUS Ha

PETHCTPAIHIO JIEKAPCTBEHHOTO Iperapara

(hesdo: ApplicationStatusName)

*5.3. Jlata
(csdo:EventDate)
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*.6. Ilpu3Hak perucTpanu JEKapCTBEHHOTO
mpemapara 1o ocobo mpomenype (¢
YCTaHOBJICHHEM IIOCTPETUCTPAMOHHBIX Mep)
(hcsdo:DrugRegistrationSpecialProcedurelndicator)
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*7. Kon tuma ocoboil mporeaypsl perucTpanun
JIEKapCTBEHHOI'O Mpernapara (¢ yCTaHOBJICHHEM
MTOCTPETUCTPALIMOHHBIX MEp)
(hcsdo:DrugRegistrationSpeciaProcedureCode)
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*8. [lpu3Hak Hamuuus 0COOOTrO YCIOBHS HIIH
MOCTPETUCTPAIMOHHON MEpBI B KaYECTBE yCIOBUS
perucTpanun
(hcsdo:DrugRegistrationConditionIndicator)

*9. Kon ocoboro YCIOBHSA 150185¢
MOCTPETHCTPALIOHHON MEphI B KAYeCTBE YCIOBHS
perucTpanyun
(hcsdo:DrugRegistrationConditionCode)
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*.10. IlpusHak mpoOBeNEHUS YCIOBHOH
peTHUCTpalMi JIEKAPCTBEHHOTO IIpenapara o
WHHULMATHBE YIIOJIHOMOYSHHOTO OpraHa
(hcsdo
AuthorityDrugConditionalRegistrationIndicator)
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2.2.4. CBeneHHs O PETUCTPAIIOHHOM YIOCTOBEpEHHUH Ha
JIEKapCTBEHHBIN IIpenapaT
(hccdo:DrugRegistrationCertificateDetails)

*.1. HoMep perucTpaiioHHOTO yI0CTOBEPEHHUS
(hcsdo:RegistrationCertificateld)

* 2. Jlata mOKyMeHTa
(csdo:DocCreationDate)
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pPCTBOM c

15801871 rocrt
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MpU3HA 2001
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*.6. Konm craryca perucrpanmoHHOTO
Y/I0CTOBEpEHHS
(hcsdo:RegistrationStatusCode)

*7. HauMeHOBaHHWE cTaTyca PErHCTPAl[HIOHHOTO
YAOCTOBEPEHUS
(hcsdo:RegistrationStatusName)

* 8. [Ipumeyanue
(csdo:NoteText)
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*.9. [Ipu3HaK BBIAAYN HOBOTO PETUCTPAIIMOHHOTO
YI0CTOBEPEHHS
(hcsdo:NewRegistrationCertificateIndicator)

*.10. Jata
(csdo:EventDate)
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YCIIOBH CDT
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pauuu HopMma
JeKapc JM30Ba
TBEHHO HHas
ro CTpOKa
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*.11.3. Onucanue
(csdo:DescriptionText)

*11.4. Cenenus 00 00sA3aTenbLCTBE
JeprKaTens PErucTpaoOHHOrO
YI0OCTOBEPEHHS
(hcedo:ObligationHolderDetails)

*11.4.1. Koneunas nara
(csdo:EndDate)
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*.11.4.2. Onucanue

(csdo:DescriptionText)

*.12. Csemenns 00 H3MEHEHUH, BHECEHHOM B
PETUCTPALIMOHHOE JOChe Ha JIEKapCTBEHHBIN
npemnapar
(hcedo:DrugApplicationChangedDetails)
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a) Unentudukarop crupaBoyHmKa
(xmaccudukaropa)
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*.5.1. [opsinkoBbIif HOMEP
(csdo:ObjectOrdinal)
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*5.3. lata moxymeHTa
(csdo:DocCreationDate)
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a) Kox dopmata manHbIX
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*.6.5. lokymeHt B popmare PDF
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r o
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a) UnentudukaTtop crupaBoyHMKa
(xmaccudukaropa)
(arpubyT codeListld)

*2.6. HaumeHoBaHMe BUAAa TEPBUYHON
YIaKOBKH JIEKAPCTBEHHOTO TIperapara
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*2.7. Onucanme MaTepuana NEpBHYHON
YIIAaKOBKH JIEKAPCTBEHHOTO Iperapara
(hcsdo:PackageMaterial Text)

*2.8. KommuectBO B  ymakoBKe
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(hcedo:PackageMeasureDetails)
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*2.8.1. KonmnuectBo B ymakoBke tBeHHo M.HC. wHOH

JIEKApCTBEHHOTO Tperapara
(hcsdo:PackageMeasure)
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*.2.8.2. Hwxuis rpaHHDa
UHTEpBaJlla KOJIMYECTBA B
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npenapara
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*.2.8.3. BepxHsas rpaHuna
WHTEpBalla KOJUYECTBA B
YHaKOBKE  JIEKAPCTBEHHOTO
npenapara
(hcsdo:
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6) MWnenruduxarop
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(atpubyT
measurementUnitCodeLi
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*2.9. Cpok ToJHOCTH JEKapCTBEHHOI'O
npernapara
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*3. Omnuncanue NPOMEKYTOYHOH yIaKOBKH
JIEKapCTBEHHOTO TIperiapaTa
(hcsdo:MiddlePackageText)

* 4, CBeeHHsI 0 KOMILICKTYIOIIEM yCTPOWCTBE B
COCTaBe BTOPHYHOM (MMOTPEOUTENLCKON) YIaKOBKH
JIEKapCTBEHHOTO TIperapaTa
(hcedo:RegisteredDrugComponentDetails)
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*4.1. Kol KOMIDIEKTYIOIIETO
(hcsdo:ComponentCode)
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* 4.2. HamMeHOBaHHE KOMIUIEKTYIOIIIETO
(hcsdo:ComponentName)
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a) HWpentudpukatop CHpaBOYHHKA
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npemnapara
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*7. KonuyecTBO B yHakoBKE JIEKAPCTBEHHOTO

npemnapara
(hcedo:PackageMeasureDetails)

*.7.1. KonmuectBO B
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(hesdo:PackageMeasure)

yHaKOBKe

KoJIn4e
CTBO
JeKapc
TBEHHO
ro
npernap
ata (

YHaKoB \r e,
AHHBIX C DE

CAHHHIL. (0702
JieKapce

TBEHHO
ro
npemnap
aTta) BO
BTOPHY
HOU
yIaKoB
Ke

KOJIn4e
CTBO

neKape

tBenHo M.HC.
r o SDE
npenap .00194
aTa B

yIakoB

Ke

KOZIOBO
e
0003Ha

hcedo:
Packag
eMeasu
reDetai
IsType
(
M.HC.
CDT
.00220)
Onpen
enaeTc
P
obnact
AMHU
3HAYCH
U u
BJIOXKE
HHBIX
dIeMeH
TOB

csdo:
Unified
Physica
IMeasu
reType
(
M.SDT
.00122)
Yucao
B
JECATH
IHOU
CHUCTEM
e
cuucie
HUSL.
Makc.x
0JI-BO
wugp:
24.
Makc.x
0JI-BO
npo0.
uudp:
6
csdo:
Measur
ement
UnitCo
deType
(
M.SDT
.00074)

0..1

0..1



a) Enqununia uamepenus
(arpudyTt measurementUnitCode)

6) Unentuduxarop cnpaBoYHHKA
(xmaccudukaropa)
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KOJIMYECTBA B YIIAKOBKE JIEKAPCTBEHHOTO
mpenapara
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a) Enunnna m3mepeHus
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(xmaccudukaropa)
(atpubyr
measurementUnitCodeListId)
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a) Equnnia usmepenus
(atpudyT measurementUnitCode)

0) UnerTudukarop cnpaBoYHUKA
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* 8. Ilpu3Hak Hanuuus HaOoOpa YHaKOBaHHBIX
€IMHUII BO BTOPUYHON YIaKOBKE JIEKAPCTBEHHOTO
npenapara

(hcsdo:DrugSetIndicator)
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(hccdo:ManufacturingAuthorizationHolderDetails)
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Name3
00Type
(
M.SDT
.00056)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIAHA:
300

csdo:
Busine
ssEntit
yldTyp
e (
M.SDT
.00157)
HopMma
JNU30Ba
HHadAa
CTpOKa
CHUMBOJI
OB.

0..1

0.1



rocyna Mus.

pCTBEH JUTMHA:
HOM 1.
peruct Makc.
panun JUTAHA!
20
csdo:
Busine
ssEntit
yIdKin
dIdTyp
e (
M.SDT
.00158)
3HaueH
He
HIEHTH
METOLI ¢ukato
HUJICHTH pa us
(uxarir CIIpaBo
a) Merton uu YHHUKA
uaeHTuGuKanum Xo34Hc - METOJI0
(arpubyT kindId) TBYIOI B
" X HIACHTU
CcyOBeK ¢dukarg
TOB unu
X03sHC
TBYIOI]
" X
cyOBek
TOB.
Mus.
JUIMHA:
1.
Make.
JUIMHA:
20
csdo:
yHmiaH Unique
PHBIH Custom
HAJIEHTH <Numb
(purcan erldTy
HMOHHBI
i pe (
M.SDT
HoMeD .00089)
X03s1iic
HopMma
TBYIOIIL
*12.1.7. YHUKaIbHBIH ero JU30Ba
UICHTU(DUKATTHOHHBINA cy6orex M.SDE HHaA
TaMOKEHHBIH HOMEP Ta, 00135 CTPoka
(csdo:UniqueCustomsNumberld) npemna CAMBOT
3HAuYCH OB
HBIH

I



*.12.1.8. Hpentuduxarop
HaJIOTOILIATEJIbIIIKA
(csdo:Taxpayerld)

*.12.1.9. Kom mnpu4yuHBI
MIOCTaHOBKH Ha y4eT
(csdo
TaxRegistrationReasonCode)

neiei
TaMOXK
€HHOTO
KOHTPO
s

HUJICHTH
(hukaro
p
X035IUC
TBYIOI]
ero
cyOBeK
Ta B
peectp

HaJoro
iaTen
BITHUKO
B
CTpaHBI
perucr
pauuu
HaJoro
IaTen
BIIMKA

KOJ,
HUJICHTH
(uump
YIOIIHH
MpUYHU
HY
MoCTaH
OBKU
X03sTHC
TBYIOII]
ero
cyOBek
Ta Ha
HaJIoro
BB
y4eT B
Poccuit

M.SDE
.00025

M.SDE
.00030

MuH.
JJIMHA:
1.
Makc.

JUIMHA:
17

csdo:
Taxpay
erldTy
pe (
M.SDT
.00025)
3HaveH
ue
UJICHTH
¢ukaro
pa B
COOTBE
TCTBHH
c
TIPaBHII
aMH,
TIPUHST
BIMH B
CTpaHe
perucr
paruu
HAJIOTO
TiaTes
BIIUKA.
Mus.
JUTHHA:
1.
Makec.

JUTAHA:
20

csdo:
TaxRe
gistrati
onReas
onCode
Type (
M.SDT
.00030)
Hopma
JIU30Ba
HHas
CTpOKa
CHMBOJI
OB.

0..1

0..1



CKOH
®denepa
147071

azapec
X03sHcC
*.12.1.10. Anpec
(ccdo:AddressV4Details) ero
cyOBek
Ta

KOJOBO

*.12.1.10.1. Kox Buna

azpeca
JeHHE
(csdo:AddressKindCode)
BUJa

ajpeca

tBytoi; M.CDE

.00076

e
obo3na M.SDE

.00192

[Ia6i0
H: \d{9
}

ccdo:
Addres
sDetail
sV4Ty
pe (
M.CDT
.00079)
Ompen
emseTc
A
obmact
AMHU
3HAYEH
ui
BIIOXKE
HHBIX
JJIEMEH
TOB

csdo:
Addres
sKindC
odeTyp
e (
M.SDT
.00162)
3HaucH
ue
KOJIa B
COOTBE
TCTBUU
co
CIpaBo
YHUKO
M
BHUJIOB
azpeco
B.
Mus.
JUTHHA:
1.
Makc.
JUTHHA:
20

csdo:

Unified
Countr
yCode
Type (
M.SDT
.00112)

0..*

0..1



*.12.1.10.2. Kox cTpaHbI

(csdo:
UnifiedCountryCode)

a )
Wnentudukarto
P CIpaBOYHHUKA
(
KIIACCH(HUKATOP
a)

(aTtpubyT
codeListld)

KOZOBO
e
0003Ha
yeHue
CTpaHbI

0003Ha
YeHUE
CIpaBo
gHUKA (
KJlaccu
¢ukaro
pa), B
COOTBE
TCTBHU
c
KOTOPBI
M
yKa3aH
KOJl

M.SDE

.00162

3HayeH
e
IBYXO0Y
KBEHHO
ro KoJa
CTpaHbI
B
COOTBE
TCTBUU
co
CIPaBo
YHUKO
Mo
KJIacCH
¢ukato
pom),
UICHTU
¢ukaro
p
KOTOPO
ro
ompene
JeH B
aTpudy
Te "
Wnent
npukat
op
CIIpaBo
9HUKA (
KJ1accu
¢ukaro
pa)".
Ta6m0
H: [A-Z
{2}
csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopwma
JM30Ba
HHAas
CTpOKa
CHUMBOJ
OB.
MusH.
JUTHHA!
I.

0..1



*.12.1.10.3.  Kon
TEPPUTOPUH
(csdo:TerritoryCode)

*.12.1.10.4. Peruon
(csdo:RegionName)

*.12.1.10.5. Paiton
(csdo:DistrictName)

KO Tl
€IMHMUI
bl
aIMUH
UCTpat
WUBHO-T
eppuTO
pHATbH
oro
JIeIIeHH
s

HaNMeEH
OBaHHE
€IIMHHUIT
bl
aIMUH
UCTpaT
WUBHO-T
eppHuTo
pHaNbH
oro
JIeNeHU
s
epBOT
0
YpOBHS

HauMeH
OBaHHE
€IMHHUI
bl
aZMUH
UcTpart
WUBHO-T
eppuUTo
pHaIbH
oro
JIeNIeHH
s

M.SDE
.00031

M.SDE
.00007

M.SDE
.00008

Makec.

JUIMHA:
20

csdo:
Territor
yCode
Type (
M.SDT
.00031)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJT
OB.
Mus.
JITAHA:
1.
Makc.
JITAHA:
17

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITHHA:
1.
Make.
JUTAHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.

0..1

0..1

0..1



*.12.1.10.6. T'opon
(csdo:CityName)

*.12.1.10.7.
Hacenennslil myHKT
(csdo:SettlementName)

*.12.1.10.8. Yuma

BTOpPOT
0
YpOBHS

HalMeEH
OBaHHE
ropoza

HaNMeEH
OBaHHE
Hacelne
HHOT'O
MyHKTa

HauMeH
OBaHHE
3JIeMEH
T a
YIUYHO
JIOPOXK
HO M

M.SDE
.00009

M.SDE
.00057

MuH.
JJIMHA:
1.
Makc.

JUIMHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JU30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makec.
JUTAHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HHaAa

0..1

0..1

0..1



(csdo:StreetName) cetu  M.SDE crpoka
ropoac .00010 cumBoOa
Ko OB.
uHppac MuHs.
TPYKTY JUTAHA!
pBI 1.
Makec.
JUTHHA:
120

csdo:

Id50Ty
pe (
M.SDT
.00093)

0003Ha Hopma

YeHUE JH30Ba
*.12.1.10..9..HOMep JIOMa JtoMa, M.SDE HHas
(csdo:BuildingNumberld xopmyc crpoka 0..1

.00011
) a CHMBOJI

>

CTpOEH OB.

ust Mus.
JJTAHA:
1.
Makc.
JJIMHA:

50

csdo:
1d20Ty
pe (
M.SDT
.00092)
Hopma

JH30Ba
%*12.1.10.10. Homep M€ HHas
MTOMEIICHHUS opuca M.SDE ctpoka 0..1

.00012 h

(csdo:RoomNumberld) :}f;;m CHUMBOJI

OB.

pet Mus.
JUTHHA!
1.

Makec.

0003Ha

JUIMHA:
20

csdo:
PostCo
deType
(
M.SDT
.00006)
IIOYTOB HopMma
Bl U JIN30Ba
HWHJIEKC HHas
peanp CTpOKa



*.12.1.10.11. Ioyroselit uatus M.SDE cumsoxn 0..1

HHJIEKC noutoB .00006 oB.
(csdo:PostCode) oH [Ia610
CBSI3U H: [
A-Z0-9
1[A-Z0
-9 -l
1,8}[
A-Z0-9
]
csdo:
1d20Ty
pe (
M.SDT
HoMEp .00092)
aboHeH
Hopma
TCKOT'O
JM30Ba
*12.1.10.12. Homep <& HHas
H a M.SDE
A0OHEHTCKOTO SIIHKA crpoka 0.1
npeanp .00013
(csdo:PostOfficeBoxId) CHUMBOJI
USATHU o8
I0YTOB '
N MuH.
o i
JUTHHA:
CBsI3H )
Makec.
JUTHHA:
20
csdo:
Text10
Habop 00Type
3IIEMEH (
Tos M.SDT
anpeca, .00071)

peCT

*.12.1.10.13. Anpec B
aBiieHH M.SDE

Crpoxka

TEKCTOBO# hopme cumBoa 0..1
pIx B .00005
(csdo:AddressText) OB.
cB0OOOIT
. MuH.
HOH
JUINHA:
dhopme :
B BHIE ’
Makec.
TEKCTa
JUIAHA:
1000
ccdo:
Comm
unicati
onDeta
ilsType
KOHTaK (
THBIH M.CDT
peKBuU3 .00003)

(0]
*.12.1.11. KOHTaKTHBIA PEKBHU3HUT T . M.C eﬂrif;i 0%
X03siic .
(ccdo:CommunicationDetails) .00003

TBYIOIT



*12.1.11.1. Kox Buma
CBSI3H
(csdo:

CommunicationChannel
Code)

*12.1.11.2.
HaumenoBanue Buja
CBS3H

(csdo:
CommunicationChannel
Name)

ero
cyOBek
Ta

KOJIOBO
e
0003Ha
yeHue
BUA
cpencT
Ba (
KaHana
) cBsI3H
(
tenedo
H, (hakc
)
JNEKTP
OHHAas
Imo4yrTa

u 1ip.)

HAanMCH
OBaHHE
BHUJA
cpenct
Ba (
KaHana
) CBsI3H
(
tenedo
H, (hakc
)
INEKTP
OHHas
Imo4yrTa

U Jp.)

M.SDE
.00014

M.SDE
.00093

obmact
AMH
3HAYEH
u i
BIIOKE
HHBIX
s7eMed
TOB

csdo:
Comm
unicati
onChan
nelCod
eV2Ty
pe (
M.SDT
.00163)
3HaueH
ue
KoJa B
COOTBE
TCTBHUH
co
CIpaBo
YHUKO
M
BHUIOB
CBSI3H.
Mus.
JUTHHA:
1.
Makec.
JUTHHA:
20

csdo:
Namel
20Type
(
M.SDT
.00055)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTUHA:
1.
Makc.

JUIAHA:
120

0..1



*12.1.11.3.
Wnentudukarop kaHaiga
CBSI3H

(csdo:
CommunicationChannell

d)

*.12.2. Cenenus 00 3Tare Nporu3BOICTBA
(hccdo:ManufactureStageDetails)

nocesn
oBaren

BHOCTb

CHMBOJI

0B,

HJICHTH

ump

yromast

KaHan M.SDE

cessu (00015
yKa3zaH

ue
HOMepa
tenedo
Ha,
(axkca,
azjpeca
JNEKTP
OHHOH
IIOYThI

u 1ip.)

CBEJICH
us 06 M.HC.
srane CDE
mpouss .00769
OZICTBa

csdo:
Comm
unicati
onChan
nelldT
ype (
M.SDT
.00015)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUIAHA:
1000

heedo:
Manufa
ctureSt
ageDet
ailsTyp
e (
M.HC.
CDT
.00795)
Omnpen
emseTc
o
obnact
AMHU
3HAYCH
u i
BIIOXKE
HHBIX
37eMeH
TOB

hcsdo:
Manufa
cturing
StageC
odeTyp
e (
M.HC.
SDT
.00006)
3HadyeH
ue
Koaa

*

*



*.12.2.1. Kon JTamna
IPOU3BOJCTBA JIEKAPCTBEHHOTO
cpencTea
(hcsdo:ManufacturingStageCode)

a) MWnentudukarop

KOZ0BO
e
0003Ha
JeHHe
Jrana
TPOU3B
OJICTBA
JIeKape
TBEHHO
ro
cpezct
Ba

00o03Ha
yeHUe

CIpaBo
gHUKA (
KJlaccu
(ukato

CIIpaBOYHHKA (pa), B

knaccudukaropa)
(atpubyT codeListld)

COOTBE
TCTBUHU
c
KOTOPHI

M.HC.
SDE
.00026

arana (
CTauu
)
TIPOU3B
0JICTBA
B
COOTBE
TCTBUU
co
CIIPaBo
YHUKO
Mo
KJIACCHU
¢ukaro
pom),
AICHTH
¢ukato
P
KOTOpO
ro
omnpene
JeH B
aTpudy
te "
HUnent
udukar
op
CIIPaBO
9HUKA (
KJIACCH
¢ukaro
pa)".
Mus.
JUINHA:
l.
Makec.

JUIMHA:
3

csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JUTHHA:
1.

0.1



2.4.5. Kog ATX
(hcsdo:ATCCode)

*.12.2.2. HaumeHOBaHHEe 3Tara
MPOU3BOJICTBA JICKAPCTBEHHOTO
CpeacTBa

(hcsdo:ManufacturingStageName

)

M
yKa3aH
KO

HAMMEH
OBaHUE
JTamna
MIPOM3B
0JICTBa
JeKapc
TBEHHO
ro
cpencT
Ba

KOJIOBO
e
0003Ha
yeHue
neKapc
TBEHHO
ro
npermap
aTta B
COOTBE
TCTBUU
c
aHaTOM
o-Tepa
MEBTUY
€CKOIi-
XHMHAY
ecKoH
KJ1accu

HC.
SDE
.00065

M.HC.
SDE
.00009

Makec.

JUIAHA:
20

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHada
CTpOKa
CHMBOII
OB.
Mus.
JIUTAHA:
1.
Makec.
JITHHA:
500

hesdo:
ATCC
odeTyp
e (
M.HC.
SDT
.00004)
3HaueH
" e
KoJa
ATX B
COOTBE
TCTBHUH
co
CIIPaBo
YHUKO
M (
KJTaCCH
¢ukaro
pom),
HJICHTH
¢ukato
p
KOTOPO
ro
ompeze
JieH B
aTpudy
Te "
Nnent
udukar

op

0..1



a) Nnertudukatop cripaBoyHrKa (K1accupuKaTopa

)
(arpubyT codeListld)

2.4.6. HanMmeHOBaHUE JIEKAapCTBEHHOI'O IIpenapara B
cootBercTBUH ¢ ATX kinaccudpukarmen
(hcsdo:ATCName)

(uxar
Heu

0003Ha
YeHUe
CIpaBo
gHUKA (
KJ1accu
(hukaro
pa), B
COOTBE
TCTBHUU
c
KOTOPBI
M
yKa3aH
KOJl

HauMeH
OBaHUE
neKape
TBEHHO
ro
npenap
aTta B
COOTBE
TCTBHH
C
aHaTOM
o-Tepa
MEBTUY
€CKOM-
XHUMHAY
eCKoH
KJIaccu
(huxar
neu

M.HC.
SDE
.00269

CIIPaBO
gHUKA (
KJIaccH
¢ukato
pa)".
[Ta60
H: [
ABCD
GHJL
MNPR
SV\d{
2} [A-Z
1{23\d{
2}
csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUIAHA:
1.
Makc.

JUIAHA:
20

csdo:
Name?2
50Type
(
M.SDT
.00068)
HopMma
JIN30Ba
HHada
CTpOKa
CHUMBOJT
OB.
Mus.
JIUTAHA:
1.
Make.
JITHHA:
250



2.4.7. Onucanue
(csdo:DescriptionText)

2.4.8. CselneHuss O JIOIOJHHUTEIBHOM
JIEKapCTBEHHOTO TIperapara
(hcedo:DrugAdditionalFeatureDetails)

*.1. Kom IOMOJHUTEIBHOTO
JIEKapCTBEHHOTO Tpernapara
(hcsdo:DrugAdditionalFeatureCode)

IIpU3HAKE

IIpHU3HaKa

ommcaH
ue
yCIIOBU
i
OTIIYCK
a
neKapc
TBEHHO
T o
mpemnap
aTta

CBe/IeH
us o
JTOTIOINTH
UTENbH
oM
Mpu3Ha
K e
JeKapce
TBEHHO
T o
mpermap
aTta

KOZ0BO
e
0003Ha
yeHue
JIOTIOTH
UTENBH
oro
MpU3Ha
K a
JIeKape
TBEHHO
ro
npernap
ara

M.SDE
.00002

M.HC.
CDE
.00848

M.HC.
SDE
.00276

csdo:
Text40
00Type
(
M.SDT
.00088)
Crtpoka
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUIAHA:
4000

hcedo:
DrugA
ddition
alFeatu
reDetai
IsType
(
M.HC.
CDT
.00764)
Onpen
emnseTc
s
obOmact
AMHU
3HAYECH
u i
BIIOKE
HHBIX
a7eMeEH
TOB

csdo:
Codel0
Type (
M.SDT
.00179)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JUTHHA:
1.
Make.
JUTUHA:
10

0..1

0.1



* 2. HaumeHoBaHue JONOJIHUTCJIbHOTO IpU3HaKa

JICKapCTBCHHOT'O ITpeIiapaTa

(hcsdo:DrugAdditionalFeatureName)

2.49. Kom BMma perHCTPUPYEMOTO JIEKapCTBEHHOTO

npernapara
(hcsdo:RegistrationDrugKindCode)

2.4.10. HaumeHnoBanue Bujga
JIEKapCTBEHHOTO TIpeTapaTa
(hcsdo:RegistrationDrugKindName)

pPEruCTPUPYEMOTO

HanMCH
OBaHHUC
JOIIOJIH
HUTCIIBH

ore M.HC.

SDE

.00773
neKapc

TBEHHO
r o
npemnap
aTa

NpU3HA
K a

KOJIOBO
e

0003Ha

YeHUE

BHA

peruct M.HC.
pupyem SDE
oTo .00429
neKapc

TBEHHO

ro

npenap

aTa

HanMeH
OBaHHE

BUJA

perucr
pupyem M.HC.
oro SDE
nekapc .00894
TBEHHO

ro

npemnap

aTa

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JUTAHA:
1.
Make.
JUTUHA:
500

csdo:
Codel0
Type (
M.SDT
.00179)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
10

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHadAa
CTpOKa
CHUMBOJT
OB.
Mus.
JIUTAHA:
1.
Makc.
JIUTHHA:
500

0..1

0..1

0..1



2.4.11. CeneHus o BKIIOUCHHUH JISKAPCTBEHHOTO TIpenapaTa
B CIIICOK KOHTPOJIUPYEMBIX
(hcedo:ControlListDetails)

*.1. Kox ctpansl
(csdo:UnifiedCountryCode)

CBeZIEH
usga o
BKJIIOY
€HUH
neKapce
TBEHHO
ro
mpemnap
ara B
CIIUCOK
KOHTPO
TIIpyeM
BIX

KOJIOBO
e
0003Ha
YeHHne
CTpaHBbI
, B
KOTOpO
i
neKape
TBEHHBI
npemap
arT
BKJIIOY
€H B
CITHCOK
KOHTPO
JUpyEeM
BIX

M.HC.
CDE
.00267

M.SDE
.00162

hcedo:
Control
ListDet
ailsTyp
e (
M.HC.
CDT
.00249)
Omnpen
emnserc
s
obmact
AMHU
3HAYECH
Hu i
BJIOXKE
HHBIX
a7eMeEH
TOB

csdo:
Unified
Countr
yCode
Type (
M.SDT
.00112)
3HaueH
ue
IBYXO0Y
KBEHHO
ro KoJa
CTpaHbI
B
COOTBE
TCTBHUHU
co
CIpaBo
YHUKO
Moo
KJIacCH
¢ukaro
pom),
UICHTH
(ukaro
p
KOTOPO
ro
ompene
JeH B
aTpudy
Te "
Nnent
nouxar

op



a) HWpentudpukaTop CHpaBOYHHKA
KiaccuukaTopa)
(atpubyT codeListld)

* 2. Ilpu3HaK IMCUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
(hcsdo:PsychotropicDruglndicator)

(

0003Ha
YeHUE
CIpaBo
gHUKA (
KJlaccu
(ukaro
pa), B
COOTBE
TCTBHUU
c
KOTOPBI
M
yKa3aH
KOJl

Mpu3Ha
K b
ompeje
JISTFOTIN
i
MIPUHAT
JIEXKHOC
Th
neKape
TBEHHO
ro
npemap
aTa K
nepeyH
0
MICUXOT
POTIHEI
x: 1 -
MICUXOT
POTIHBI
u; 0 —
He
IICUXOT
POTIHEI

u

M.HC.
SDE
.00027

CIIPaBO
gHUKA (
KJIaccH
¢ukato
pa)".
[Ta60
H: [A-Z
142}
csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJT
OB.
Mus.
JITAHA:
1.
Makc.
JIUTAHA:
20

bdt:
Indicat
orType
(
M.BDT
.00013)
OnHo
" 3
IBYX
3HAYCH
ui: "
true" (
HUCTHHA
) uam "
false" (

JIOKb)

0..1



* 3. Ilpu3HaK HAPKOTHUECKOTO TIpernapara
(hcsdo:NarcoticDruglndicator)

2.4.12. CBenenus 06 opaHHOM JIEKAPCTBEHHOM IIperapaTe
(hcedo:OrphanDrugV2Details)

IpU3Ha
K b
omnpene
JISIFOIIA
51
IpUHAN
JICKHOC
Thb
Jiexapc
TBEHHO
Tro
npemnap
ara

K
NepeyH
0
HapKOT
HNYCCKHU
X:

1 _
HAapKOT
NYCCKHU
i

0 — e
HapKOT
HNYCCKHU

u

CBeJICH
us 06
opdan
HOM
JeKape
TBEHHO
M
npemnap
are

M.HC.
SDE
.00022

M.HC.
CDE
.00273

bdt:
Indicat
orType
(
M.BDT
.00013)
OnHo
H 3
IBYX
3HAYCH
ni: "
true" (
HCTHHA
) umm "
false" (

JIOKb)

hcedo:
Orphan
DrugD
etailsV
2Type (
M.HC.
CDT
.00253)
Omnpen
esfeTc
a1
obnact
AMHU
3HAYEH
U U
BIIOKE
HHBIX
3JeMeH
TOB

csdo:

Unified
Countr
yCode
Type (
M.SDT
.00112)

0..1



*.1. Kox ctpansl
(csdo:UnifiedCountryCode)

a) HWpentudukartop
KiaccuukaTopa)
(atpubyT codeListld)

CIIPaBOYHHUKA

(

rocyna
pcTBO-
YJIeH,
MIPUCBO
UBIIICC
neKapc

tBenno M.SDE

My
npernap
aTy
cTaTyc
opdan
HOTO

0003Ha
YeHUE
CIpaBo
gHUKA (
KJlaccu
¢ukaro
pa), B
COOTBE
TCTBHU
c
KOTOPBI
M
yKa3aH
KOJl

.00162

3HayeH
e
IBYXO0Y
KBEHHO
ro KoJa
CTpaHbI
B
COOTBE
TCTBUU
co
CIPaBo
YHUKO
Mo
KJIacCH
¢ukato
pom),
UICHTU
¢ukaro
p
KOTOPO
ro
ompene
JeH B
aTpudy
Te "
Wnent
npukat
op
CIIpaBo
9HUKA (
KJ1accu
¢ukaro
pa)".
Ta6m0
H: [A-Z
{2}
csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopwma
JM30Ba
HHAas
CTpOKa
CHUMBOJ
OB.
MusH.
JUTHHA!
I.



*2. Koxm craryca ophaHHOTO JEKapCTBEHHOTO
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* 2. CeneHNsl O HAUMEHOBAaHUH JIEKAPCTBEHHOTO
npenapara (CpeacTna)
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*2.1. Koxg wHamMeHOBaHUS aKTUBHOM
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*2.2. HauMeHOBaHHME aKTHBHOMH
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* 3.1. Kox cTpanst
(csdo:UnifiedCountryCode)
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* 3.2. HamMmeHOBaHUE XO3SMCTBYIOIIETO
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*3.4. Kon opranm3aimioHHO-IIPaBOBON
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a) UnentudukaTop cpaBoYHMKa COOTBE -
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*3.11.3. Unentudukarop Kanaia
CBSI3U
(csdo:CommunicationChannelld)

BUIA
cpezet
Ba (

kanaima M.SDE
.00014

) cBsI3H

tenedo
H, (hakc
)
INEKTP
OHHAas
rnoyra

u JIp.)

HauMeH
OBaHHUE
BUIA
cpencT
Ba (
KaHana
) cBsi3U
(
tenedo
H, (hakc
)
JJIEKTP
OHHas
rmoura

u 1p.)

nocnesn
oBarel
bHOCTb
CHUMBOIT
0B,
HJICHTH
(uuup
yromast
KaHas
cBs3n (

ykasasn M.SDE

ue
HOMepa
tenedo
Ha,
(hakca,
azpeca
JIIEKTP

M.SDE

.00093

.00015

3HayeH
" e
KoJa B
COOTBE
TCTBUH
co
CIIpaBo
YHHUKO
M
BHUJIOB
CBSI3U.
Mus.
JUTAHA:
1.
Makec.

JUIAHA:
20

csdo:
Namel
20Type
(
M.SDT
.00055)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JUTAHA:
1.
Makc.
JIUTAHA:
120

csdo:
Comm
unicati
onChan
nelldT
ype (
M.SDT
.00015)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuHn.
JUTHHA:
1.

0..1

0..1



2.5. Cenmenuss o paepxkatene (3asBUTENC) PETUCTPALHOHHOTO
YIOCTOBEPEHUS
(hcedo:RegistrationCertificateHolderDetails)

OHHOM
IMOYTEI

H Ip.)

CBEJIEH
us o6
opraHu
3aluu
Jiepxar
ene
perucT
paroH
HOTO
YAOCTO
BEPCHU
s Ha
JIeKapc
TBEHHEI
npermap
aT WIH
o
3aBUT
ene,
[O/1aB
meM
3asBe
HUE Ha
peruct
paruo
JIeKapc
TBEHHO
ro
npemnap
ara

KOJ0BO
(5]

M.HC.
CDE
.00089

Makec.
JJIMHA:
1000

hcedo:
Busine
ssEntit
yExpan
dedDet
ailsTyp
e (
M.HC.
CDT
.00108)
Omnpen
emseTc
A
obmact
AMH
3HAYEH
u i
BIIOKE
HHBIX
37eMEH
TOB

csdo:
Unified
Countr
yCode
Type (
M.SDT
.00112)
3HaueH
ue
IBYX0y
KBEHHO
ro Koja
CTpaHbI
B
COOTBE
TCTBUH
co
CIpaBo

0..1



2.5.1. Kox crpansl
(csdo:UnifiedCountryCode)

a) nentnduxarop cripaBoyHrka (kiraccudukaropa

)
(arpubyT codeListld)

00o03Ha

YeHHe

ctpanel M.SDE
peruct .00162
pauuu

XO03sHcC

TBYIOII

ero

cyOBeK

Ta

0003Ha
YeHHE
CIpaBo
YHHKA (
KJIacCH
(ukaro
pa), B
COOTBE
TCTBHUHU
c
KOTOPBI
M
yKa3aH
KOJ

HIOJTHOE
HanMCH
OBaHHE
X03s5HC
TBYIOII
ero
cyOBex
Ta UWin
thamun

YHUKO
M (
KJ1accu
¢ukato
pom),
UJICHTH
¢ukaro
p
KOTOPO
r o
ompeze
JICH B
aTpudy
TE "
Nneunt
npukat
op
CIPaBo
YHHKA (
KJ1accu
¢ukato
pa)".
JIEGH()
H: [A-Z
142}
csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIAHA:
20

csdo:
Name3
00Type
(
M.SDT
.00056)

0..1



2.5.2. HanmeHOBaHIE XO3IHCTBYIONIETO CyOHEKTa
(csdo:BusinessEntityName)

2.5.3. KpaTkoe HauMEHOBaHHE XO3IHCTBYIOIIETO CyOBEKTa
(csdo:BusinessEntityBriefName)

Hsl, UMS
u
OTYECT
B O
(huznue
CKOTO
TIHIa,
BEAYI
ero
XO03sTHC
TBEHHY
10
JesTen
BHOCTH

COKpa
HICHHO
e
HAMMEH
OBaHUE
X03s1ic
TBYIOII
ero
cyOBeK
Ta WK
hammn
usl, AMs

OTYECT
B O
¢uznue
CKOT'0
JIATIA,
BeTyII
ero
X035TUC
TBCHHY
10
JesTel
BHOCTD

KOZ0BO
e
0003Ha
JeHHe

M.SDE
.00187

M.SDE
.00188

Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JJTAHA!
1.
Makec.

JUIMHA:
300

csdo:
Namel
20Type
(
M.SDT
.00055)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Make.
JUTHHA:
120

csdo:
Unified
Code20
Type (
M.SDT
.00140)
3HaucH
ue
KOJa B
COOTBE
TCTBHH
co
CIpaBo
YHUKO
Moo (

0..1



2.5.4. Kox oprann3aninOHHO-IIPaBOBON (hOPMBI
(csdo:BusinessEntity TypeCode)

a) nentnduxarop cripaBoyHrKa (KiraccuukaTopa

)
(arpubyT codeListld)

opranu
3allMOH
HO-TIpa
BOBOH
hopmMbI
, B
KOTOpO
i
3apern
CTpUpPO
BaH
XO03sHcC
TBYIOII]
u i
cyOBeK
T

0003Ha
YeHHE
CIpaBo
YHHKA (
KJlaccu
(ukaro
pa), B
COOTBE
TCTBHHU
c
KOTOPBI
M
yKa3aH
KOJ

HanMeH
OBaHNE
OpraHu
3aI[OH
HO-TIpa
BOBOH

hopmbr
, B

M.SDE
.00023

KJIaCCH
(ukaro
pom),

HACHTU
¢ukaro

KOTOPO
ro
ompene
JIEH B
aTpudy
Te "
Unent
upukar
op
CIIPaBo
9HUKA (
KJIaccu
¢ukaro
pa)".
Mus.
JUTHHA:
1.
Makc.
JIUTAHA:
20

csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JUTHHA:
1.
Makec.

JUIAHA:
20

csdo:
Name3
00Type
(
M.SDT
.00056)
Hopma
JIN30Ba

0.1



2.5.5. HaumeHoBaHHE OpPraHU3allMOHHO-NIPaBoBOM Gpopmel  koTopo M.SDE mmas ¢

(csdo:BusinessEntityTypeName) 174 .00090 crpoka
3aperu CHMBOJI
CTpUpPO OB.
BaH MuH.
XO03sic JIMHA:
TBYIOII 1.

u i Makec.
cyObek JJTAHA!
T 300
csdo:
Busine
HOMEP ssEntit
o,y
e (
o M.SDT
peectp .00157)
y ( HopMma
peruet JN30Ba

2.5.6. Unentudukarop xo3siicTByromnero cyobekra py), M.SDE wHas Ol

(csdo:BusinessEntityld) npucso .00189 '
CHHBIN crpoKa
npu CHUMBOJI

OB.
rocyna
pCTBEH Mun.
Hoii JUTMHA:
perucr L
paH Makc.
JUTHHA:
20
csdo:
Busine
ssEntit
yIdKin
dIdTyp
e (
M.SDT
.00158)
3HayeH
He
HJIEHTH
¢ukato
METOT pa u3
HAJIEHTH Cripaso
duxan YHUKA
I METO0
a) Meton nneHTHhUKAITNA <ossic |- B |
(arpubyT kindId) TByIONI WIEHTH
_— (bukar
cyOBex uu .
TOB X035HC

TBYIOII



2.5.7. YHUKanbHBIA WACHTH()UKAIMOHHBI TaMOXXEHHBIH
HOMEp
(csdo:UniqueCustomsNumberld)

2.5.8. UnerTnukaTop HAIOTOIIATEIBININKA
(csdo:Taxpayerld)

YHUKAI
BbHBIN
HUJICHTH
duxarir
HOHHEI
51
HOMED
X03sTHC
TBYIOII]
ero
cyOBek
Ta,
mpenHa
3HAYECH
HBI U
s
nenaeu
TaMOX
€HHOT'O
KOHTPO
s

HAJIEHTH
(ukaro
p
XO03sTHC
TBYIOIIL
ero
cyOBek
Ta B
peectp
e
HAJIOTO
raTes
BIIUKO
B
CTpaHbI
peruct
pauuu

M.SDE
.00135

M.SDE
.00025

U X
cyOBeK
TOB.
Mus.
JUTNHA:

Makec.
JJIAHA:
20

csdo:
Unique
Custom
sNumb
erldTy
pe (
M.SDT
.00089)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JITAHA:
1.
Makc.
JIUTAHA:
17

csdo:
Taxpay
erldTy
pe (
M.SDT
.00025)
3HadeH
ue
UJICHTH
¢ukaro
pa B
COOTBE
TCTBHHU
c
HpaBuil
aMH,
mpunsat 0..1
BIMH B
CTpaHe
peruct
pauuu



2.5.9. Koa npuuuHbI TOCTAHOBKY HA y4YeT
(csdo:TaxRegistrationReasonCode)

2.5.10. Anpec
(ccdo:AddressV4Details)

HaJIOro
mIares
BIIIMKA

KOJ,
HICHTH
(urmp
YIOIIHI
NpUYu
HY
IIOCTaH
OBKH
X03sTHC

tBytoir M.SDE

ero
cyOBek
Ta Ha
HAJIOr0
BB
Y4er B
Poccuit
CKOM
®depnepa
LUK

anpec
XO03s1iic

tBytoi; M.CDE

ero
cyOBeK
Ta

.00030

.00076

HAJIoTo
mIaTen
BIIHKA.
Mus.
JITAHA:
1.
Makec.
JUTAHA:
20

csdo:
TaxRe
gistrati
onReas
onCode
Type (
M.SDT
.00030)
HopMma
JU30Ba
HHaAa
CTpOKa
CHUMBOJI
OB.
[Ta60
H: \d{9
}

ccdo:
Addres
sDetail
sV4Ty
pe (
M.CDT
.00079)
Omnpen
eNsIeTC
o
obnact
AMHU
3HAYEH
u i
BIIOKE
HHBIX
JJIEMEH
TOB
csdo:
Addres
sKindC
odeTyp

0..1



*.1. Kon Buma agpeca
(csdo:AddressKindCode)

* 2. Kop ctpaHsl
(csdo:UnifiedCountryCode)

KOZOBO
e

obo3na M.SDE

YeHUE
BHUIA
ajpeca

KOZI0BO
e
0603Ha
yeHue
CTpaHbI

.00192

M.SDE
.00162

e (
M.SDT
.00162)
3HaucH
" e
KoJa B
COOTBE
TCTBUU
co
CIIPaBO
YHUKO
M
BHJOB
aJpeco
B
Mus.
JIUTAHA:
1.
Makc.
JIUTAHA:
20

csdo:
Unified
Countr
yCode
Type (
M.SDT
.00112)
3HayeH
ue
IBYx0y
KBEHHO
To KoJa
CTpaHBbI
B
COOTBE
TCTBUU
co
CIpaBo
YHUKO
Mo (
KJIACCH
¢ukaro
pom),
HAICHTH
¢ukato
p
KOTOpPO
ro
orpene
JeH B
aTpudy
te "
Unent

0..1

0..1



a) MUpenrudukarop
KiaccudukaTopa)
(atpudyT codeListld)

* 3. Kon repputopun
(csdo:TerritoryCode)

CIIPpaBOYHUKA

(

0003Ha
YeHHe
CIIpaBo
YHHKA (
KJlaccu
¢ukaro
pa), B
COOTBE
TCTBUH
c
KOTOPBI
M
yKa3aH
KOJ

KOJ
CIIFHUIT
Bl
aIMUH
UCTpat
HUBHO-T
eppHuTo
pHUaNbH
oTo

bi () ()01
o

HauMCH
OBaHHEC
CIAUHUAILL
bI

M.SDE
.00031

upukar
op
CIpaBo
9HUKA (
KJTaCCH
¢ukaro
pa)".
[Ta6mo
H: [A-Z
142}
csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
HopmMma
JU30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JUTHHA:
1.
Make.
JUTHHA:
20

csdo:
Territor
yCode
Type (
M.SDT
.00031)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIAHA:
17

csdo:
Namel
20Type
(
M.SDT
.00055)

0..1



*4. Pernon
(csdo:RegionName)

*.5. Paiion
(csdo:DistrictName)

*.6. Topon
(csdo:CityName)

aIMUH
UCTpaT
WUBHO-T
eppuTo
pHaNbH
oro
JIeNeHU
s
TIepBOT
0
YpOBHS

HauMeH
OBaHNE
€IMHHIL
bl
aIMUH
UCTpat
WUBHO-T
eppuTo
pHaIbH
oro
JIeNIeHH
o
BTOpPOT
0
YpOBHS

HaMMeH
OBaHHe
ropona

M.SDE
.00007

M.SDE
.00008

M.SDE
.00009

Hopma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HHada
CTpOKa
CHMBOII
OB.
Mus.
JIUTAHA:
1.
Makc.

JUINHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makec.

JUIMHA:
120

csdo:
Namel
20Type

0..1



* 7. HaceneHHBIH MyHKT
(csdo:SettlementName)

* 8. Yimna
(csdo:StreetName)

*.9. Homep noma
(csdo:BuildingNumberld)

HanMeH
OBaHNE
Hacelne
HHOTO
MyHKTa

HauMeH
OBaHHUE
371EMEH
Ta

YIUYHO

M.SDE

.00057

nopox M.SDE

HOH
CeTH
ropojc
KoM
nuHdpac
TPYKTY
pBI

0003Ha
YeHHe
JioMma,
KOPITyC

)
CTPOEH
ust

.00010

M.SDE
.00011

(
M.SDT

.00055)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
Mus.
JITAHA:
1.
Makc.

JUIAHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITHHA:
1.
Make.
JUTUHA:
120

csdo:
Id50Ty
pe (
M.SDT
.00093)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIMHA:
50

csdo:
1d20Ty

pe (

0..1

0..1

0..1



*.10. Homep momerieHus
(csdo:RoomNumberld)

*.11. ITouTOBBIT HHIOEKC
(csdo:PostCode)

*.12. Homep aOOHEHTCKOTO SIIITIKA
(csdo:PostOfficeBoxId)

0003Ha

yeHue

opuca M.SDE
AU .00012
KBapTH

pBl

MMOYTOB

Bl ¥

WHJICKC

npeanp M.SDE
uatus  .00006
IIOYTOB

oH

CBSI3U

HOMED

aboHEH

TCKOTO

SIITAKA

H a M.SDE
npeanp .00013
HSATHH

MOYTOB

oH

CBSI3U

M.SDT
.00092)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUIMHA:
20

csdo:
PostCo
deType
(
M.SDT
.00006)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOJI
OB.
JHEGRH()
H: [
A-70-9
1[A-Z0
9 I
18}
A-70-9
]

csdo:
1d20Ty
pe (
M.SDT
.00092)
HopwMma
JIN30Ba
HHaAa
CTpOKa
CHMBOJT
OB.
Mus.
JITAHA:
1.
Makc.

IUIAHA:
20

csdo:
Text10

0..1

0..1

0..1



*.13. Aapec B TeKCTOBO# hopme
(csdo:AddressText)

2.5.11. KOHTaKTHBIN pEKBU3UT
(ccdo:CommunicationDetails)

* 1. Kox Buza cBs3u
(csdo:CommunicationChannelCode)

Habop
3IeMeH
TOB
azpeca,
PEeACT
aBJICHH
LIX B
cB0O0OJT
HOM
hopme
B BHJIE
TEeKCcTa

KOHTaK
THBIN
peKBH3
HT
XO035UC
TBYIOII
ero
cyOBex
Ta

KOJIOBO
e
0003Ha
JeHHe
BUA
cpenact
Ba (
KaHaja
) cBsi3u
(
tenedo
H, (hakc

>

JIEKTP

M.SDE
.00005

M.CDE
.00003

M.SDE
.00014

00Type
(
M.SDT
.00071)
Crtpoka
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIAHA:
1000

ccdo:
Comm
unicati
onDeta
ilsType
(
M.CDT
.00003)
Omnpen
enseTc

obnact
AMHU
3HAYCH
u i
BIIOJKE
HHBIX
3JIEMEH
TOB

csdo:
Comm
unicati
onChan
nelCod
eV2Ty
pe (
M.SDT
.00163)
3HaueH
He
KoJlia B
COOTBE
TCTBHUH
co
CIIPaBO
YHUKO
M
BHUIOB
CBSI3H.

0..1

0.1



* 2. HaumeHOBaHMe BU/IA CBA3H
(csdo:CommunicationChannelName)

* 3. Unentudukarop xaHajga CBI3H
(csdo:CommunicationChannelld)

OHHas
modra

¥ 1p.)

HaMMeEH
OBaHUE
BUJA
cpencT
Ba (
KaHaya
) cBsI3n
(
teredo
H, (hakc
)
ANEKTP
OHHasI
mnoura

¥ 1p.)

nocIen
oBarel
BHOCTh
CHUMBOJI
OB,
UJICHTH
(uump
yromas
KaHaJ
cBA3H (
yKa3aH
ue
HOMepa
tenedo
Ha,
(axca,
azpeca
DIEKTP
OHHOM
TIOYTEI
u 1p.)
CBE/ICH
us o
JIOKyMe
HTE,
BXOJI
meM B
cocraB
peruct

M.SDE
.00093

M.SDE
.00015

MuH.
JJIMHA:
1.
Makc.

JUIMHA:
20

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
120

csdo:
Comm
unicati
onChan
nelldT
ype (
M.SDT
.00015)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JIUTAHA:
1.
Makc.
JITAHA:
1000

hecedo:
Registr
ationD
ossierD
ocDetai
IsType

(

1.*



panuoH M.HC.
Horo nMpyc. CDT

2.6. CpezieHHs 0 JOKYMEHTE PETHCTPALMOHHOIO J0Che (J1era) nema  cpp  00023) o «
(hcedo:RegistrationDossierDocDetails) WIH 00044 Ompen
peruct CIACTC
pauvoH P
HOTO obmact
JI0Che IMH
Ha 3Ha4YeH
JIeKapc u i
TBEHHBI BIIOXKE
174 HHBIX
npemnap JJeMeH
ar TOB
npu3Ha
K,
ompene
JSIOIIU
i
MpUHAa
JISKHOC bdt:
Tbh Indicat
JIOKyMe orType
HTa K (
perucr M.BDT
panyoH .00013)
2.6.1. IlpusHak NPUHAMIECIKHOCTH JIOKyMEHTa K HOMY M.HC. Omso
JI0Che: u3
PEruCTpaliuOHHOMY J0ChE .- SDE 1BYX 1
(hcsdo:RegistrationFilelndicator) .00527
JIOKyMe 3Ha4YeH
HT 1707 S
peruct true" (
panmnoH UCTHHA
HOTO ) wim "
JIOChE; false" (
0 - JIOXKB)
JIOKyMe
HT
perucr
panuoH
HOTO
Jena
csdo:
1d50Ty
pe (
M.SDT
.00093)
HOMEp HopMma
JIOKyMe JM30Ba
HTa HHas
2.6.2. Homep nokymeHTa peruct M.SDE crtpoka 0.1
(csdo:Docld) paumon .00044 cumBom

HOTO OB.



2.6.3. HaumeHnoBaHue JOKyMEHTa
(csdo:DocName)

2.6.4. Kon BuJa JOKyMEHTa PErUCTPALMOHHOIO JIOChE Ha
JIEKapCTBEHHBIN IIpenapaT
(hcsdo:DrugRegistrationDocCode)

nena (
JIOChE)

HaMMEH
OBaHUE
JIOKyMe
HTa

peruct
parnuoH
HOTO

nmena (
JIOChE)

KOJIOBO
e
0003Ha
yeHue
BHUJIA
JIOKyMe
HTa

M.SDE

.00108

peruct M.HC.

parmoH
HOTO
JloChe
Ha
JeKapc
TBEHHBI

SDE
.00098

Mus.
JIUTAHA:
1.
Makc.

JUIAHA:
50

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITHHA:
1.
Makec.
JUTAHA:
500

hcsdo:
DrugR
egistrat
ionDoc
CodeT
ype (
M.HC.
SDT
.00022)
3HadyeH
ue
KoJa
BUJA
JIOKyMe
HTa B
COOTBE
TCTBUU
co
CIpaBo
YHUKO
Mo (
KJ1accu
¢ukaro
pom),
UACHTH
¢ukaro
p
KOTOPO
ro

0..1

0..1



a) Unentuduxarop cripaBoyHuka (kiaccudukaropa

)
(atpubyT codeListld)

2.6.5. HaumeHoBaHue BUJla TOKyMEHTa PETUCTPAILIMOHHOTO
JOChE Ha JIGKaPCTBEHHBIH Ipemapar
(hcsdo:DrugRegistrationDocName)

i
npemnap
aT

00o03Ha
YeHHe
CIIpaBo
YHHKA (
KJ1accu
¢ukaro
pa), B
COOTBE
TCTBUH
c
KOTOPBI
M
yKa3aH
KOJ

HaNMeH
OBaHHE

BHJA

JIOKyMe

HTa

peruct

pamon M.HC.
moro SDE
nocee .00789
Ha

nekapc

TBEHHBI

omnpene
JIEH B
aTpudy
Te "
Wnent
udukar
op
CIIPaBo
gHUKA (
KJIaccH
(ukaro
pa)".
MuH.
JUTAHA:
1.
Makc.

JUIAHA:
10

csdo:
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Make.
JUTHHA:
20

csdo:
Name5
00Type
(
M.SDT
.00134)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTUHA:
1.

0..1



2.6.6. Kox Bupa MOKyMEHTa PETrHCTPAIMOHHOTO Jieja Ha
JIEKapCTBEHHBII npenapar
(hcsdo:DrugRegistrationFileCode)

i
npemnap
aT

KOJIOBO
e
0003Ha
yeHue
BUaIa
JIOKyMe
HTa
peruct
pannoH

Jiena Ha
JeKapc
TBEHHBI
i
npemnap
ar

M.HC.

.00528

Makec.

JUTHHA:
500

hcsdo:
DrugR
egistrat
ionFile
CodeT
ype (
M.HC.
SDT
.00024)
3HaueH
ue
KoJa
BUJIA
TIOKyMe
HTa B
COOTBE
TCTBUH
co
CIpaBo
YHUKO
Mo (
KJ1accu
¢uxaro
pom),
HUJCHTU
¢ukato
p
KOTOpO
ro
orpene
JEeH B
aTpudy
te "
Nnent
upukat
op
CIpaBo
gHUKA (
KIJIacCH
¢ukato
pa)".
MusH.
JUINHA:
1.
Make.
JUTHHA!
10

csdo:
Refere
nceDat

0..1



a) nentnduxarop cripaBouHrKa (Ki1accupukaTopa

)
(arpubyT codeListld)

2.6.7. HaumeHoBaHNe BUAa JOKYMEHTA PETUCTPAIIOHHOTO
JieTia Ha JIEKapCTBEHHBIH Ipernapar
(hcsdo:DrugRegistrationFileName)

2.6.8. lata toKyMeHTa
(csdo:DocCreationDate)

0003Ha
YeHUe
CIpaBo
gHUKA (
KJlaccu
(uxato
pa), B
COOTBE
TCTBHU
c
KOTOPBI
M
yKa3aH
KOJl

HaNMEH
OBaHHE
BHUIA
JIOKyMe
HTa
perucr
paunoH
HOTO
Jienna Ha
JeKapc
TBEHHBI
i
npemnap
aT

jaaTa
BbIJIAYH
JIOKyMe
HTa

peruct
pauvoH
HOTO

nena (
JIOCHE)

JgaTa
HUCTCUC

M.HC.
SDE
.00901

M.SDE
.00045

aldTyp
e (
M.SDT
.00091)
Hopma
JIM30Ba
HHas
CTpOKa
CUMBOI
OB.
MusH.
JUTNHA:
1.
Makc.

JUINHA:
20

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIMHA:
500

bdt:
DateTy
pe (
M.BDT
.00005)
0O603Ha
YeHNE
JIaTHI B
COOTBE
TCTBUH
c
I'oCT
HCO
8601
2001

bdt:
DateTy

0..1



2.6.9. Jlata ucreyeHus cpoka JefcTBUSA TOKyMEHTa
(csdo:DocValidityDate)

2.6.10. HanmeHoBaHMe X03HCTBYIONIETO CyOBEKTA
(csdo:BusinessEntityName)

2.6.11. Onmcanme meMeHTa JOKyMEHTa
(hcsdo:DrugAttributeEnumText)

HU S
cpoxa
IelncTB
u s
JIOKyMe
HTa
peruct
parnmoH
HOTO
nema (
JIOCHE)

HAanMCH
OBaHHE
opraHu
3aIuu,
BBIJIaB
men
JIOKyMe
HT
peruct
parmoH
HOTO
nema (
JIOCHE)

oTMcaH
ue
JIOTIOJTH
UTEJbH
oro
NpU3Ha
K a
JIOKyMe
HTa

KOJIOBO
e
0003Ha
JeHHe
BHA

M.SDE
.00052

M.SDE
.00187

M.HC.
SDE
.01436

pe (
M.BDT
.00005)
0O603Ha
YeHNE
JIaTHI B
COOTBE
TCTBUU
c
I'oCT
NCO
8601-
2001

csdo:
Name3
00Type
(
M.SDT
.00056)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JUTHHA:
1.
Makc.

JUIMHA:
300

hesdo:
Attribu
teText
Type (
M.HC.
SDT
.00215)
Crtpoka
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIMHA:
4000

csdo:

Codel0
Type (
M.SDT
.00179)

0..1

0..1



JIOTIOJIH Hopma

WTENIbH JIN30Ba
a) Kon Bua anmemMeHTa TIOKyMEHTa oro HHAA
(arpubyt DrugAttributeKindEnumCode) pHU3Ha cTpoka

K a CHMBOII
JIOKyMe OB.
HTa MuH.
peruct JIMHA:
pannoH 1.
HOTO Makec.
nena ( JUIMHA:
J0Che) 10
csdo:
Name5
HauMeH
00Type
OBaHHe ( P
Braa M.SDT
AlOTOITH .00134)
WTENBH Hopa
oro
JIA30Ba
MpU3Ha
6) HamvmeHnoBanue Buia 3JIeMEHTa TIOKYMEHTa HHas 0.1
K a - .
(arpubyT AttributeKindName) CTpoOKa
JlOKyME CHUMBOJI
HTa
OB.
peruct
MuH.
paroH
JUIAHA:
HOTO
1.
nmena (
Maxkec.
JIOChE)
JUIAHA:
500
csdo:
Binary
TextTy
JIOKyMe pe (
Y M.SDT
nr .00143)
peruct
paton Koneu
2.6.12. JTokyMeHT B GMHApHOM (Qopmare HOTO M.HC. |mnas
(hesdo:DocCopyBinaryText) ema ( SDE "~ nocren 0.1
: X
Py y A .01435 oBaren
JIOChe)
5 BHOCTH
bopma JIBOMYH
Te PDF X
OKTETO
B (
0aiToB
)
csdo:
Media
TypeC

odeTyp



a) Kox popmaTa nanHbIxX
(arpubyT mediaTypeCode)

2.6.13. XML-noxkymMeHT
(ccdo:AnyDetails)

*.1. XML-nokymeHT

KOJIOBO
e
0003Ha
JeHHe
dbopma
Ta
JTaHHBI
X

JIOKyMe
HT
perucT
pannoH
HOTO
nema (
JIOCBE)
B
dhopma
TE
XML

coIepx
HMO€
XML-n
OKyMEH
T a
MIPOU3B
OJIBHOM
CTPYKT

YpBI

M.CDE
.00081

e (
M.SDT
.00147)
3HaucH
He
KOJIa B
COOTBE
TCTBUU
co
CIpaBo
YHUKO
M
dhopma
TOB
JAHHEBI
X.
Mus.
JUTHHA:
1.
Makc.
JUTHHA:
255

ccdo:
AnyDe
tailsTy
pe (
M.CDT
.00086)
Omnpen
esaeTc
P
obmact
AMHU
3HAYEH
u i
BIIOKE
HHBIX
sIeMeH
TOB

MpOU3B
OJIBHEI
74
3JIEMEH
T
IIpoctp
aHCTBO
MMEH:
mo0oe.
Bamuga
10978: &
TIPOBOJT
HTCS
BCeraa

0..1

0..1



2.6.14. ITocnenoBaTeNbHOCTE MPEACTABICHUS TOCHE
(hcsdo:SubmissionSequenceCode)

2.6.15. ATpuOyT onepauuu
(hcsdo:OperationAtributeCode)

2.6.16. HammeHoBaHme aKTHUBHOW (hapMareBTHUECKON
cyOcTaHIun
(hcsdo:ActiveSubstanceName)

MOPSAIK
OBBIHN
HOMED
B
IocCIe
oBaTen
BHOCTH
npescT
aBJICHHU
s1 10ChE

CBEJICH
us 00
onepar
HH,
BBIIIOJI
HseMOM
Hap
JIOKyMe
HTOM
JI0ChE

HanMeH
OBaHHE
AKTUBH
oi
hapma
HEBTHY
€CKOM
cybcra
HIIMHU

M.HC.
SDE
.00102

M.HC.
SDE
.00103

M.HC.
SDE
.00620

csdo:
Codel0
Type (
M.SDT
.00179)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Make.
JUTHHA:
10

csdo:
Code20
Type (
M.SDT
.00160)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIMHA:
20

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
Mus.
JITAHA:
1.
Makc.
JITAHA:
500

0..1

0..1

0.1



csdo:

HanMeEH
Name5
OBaHHE
BCIIOMO 00Type
raTeib (
M.SDT
HOTO
BerecT .00134)
2.6.17. HanMmeHoBaHHE BCIOMOTAaTENBHOTO BEIIECTBa, Ba, M.HC. Hopwma
BXOJISILETO B COCTAB JIEKAPCTBEHHOTO Ipenapara Bxoas SDE M30Ba 0.1
(hesdo: AuxiliarySubstanceName) mero B .00044 AT -
cocraB C¢TpoKa
nexape CHMBOJI
TBECHHO OB
ro MusH.
nperap JUTHHA:
ara L.
Makec.
JUINHA:
500
csdo:
Name?2
50Type
(
M.SDT
.00068)
HanMeH
Hopma
OBaHNE soBa
2.6.18. HammeHoBaHME QapMareBTHIECKOTO MPOAYKTa bapwa IQADPIIEC HHad 0.1
HEBTHY .
: CTpOKa
(hcsdo:DrugProductName) cckoro 00252 TPOK:
CHMBOJI
IPOIYK oB.
Ta
Mus.
JUINHA:
1.
Makec.
JUINHA:
250
csdo:
Text40
00Type
(
M.SDT
OIucaH 00088)
ue
HC. C
2.6.19. Onucanue noka3zaHui K NIPUMEHEHUIO oKasa HC. Crpoxa
hcsdo:IndicationText) HUA K SDE - \cimson .1
(hesdo: 00079 os.
puMe Mot
HEHUIO '
JUINHA:
1.
Makec.
JUINHA:
4000
csdo:

Name3



2.6.20. HaumMeHOBaHUE TPOU3BOAUTENS
(hcsdo:ManufacturerName)

2.7. TeXHOIOTUYECKUE XapaKTEPUCTHKH 3aIKCH OOIIETo pecypca
(ccdo:ResourceltemStatusDetails)

2.7.1. Ilepuon nercTBus
(ccdo:ValidityPeriodDetails)

HauMeH
OBaHUE
MpOU3B
OUTEN
s

COBOKY
MMHOCTH
TEXHOJI
OTHYEC
KU X
CBEJECH
3anKucH
o01mero
pecypce
a

nepuo
encTB
n s
3aMnKucH
o0mero
pecypc
(

M.HC.
SDE
.00235

M.CDE
.00032

M.CDE
00033

peectp

a,
nepeyH
s1, 0a3bl
JIaHHBI

X)

00Type
(
M.SDT
.00056)
Hopma
JIU30Ba
HHaA
CTpOKa
CUMBOJ
OB.
Mus.
JUTHHA!
l.
Make.

JUIAHA:
300

ccdo:

Resour
celtem
Status
Details
Type (
M.CDT
.00033)
Onpen
emseTc

obnact
AMHU
3HAaYEH
u i
BJIOXKE
HHBIX
3JIeMEH
TOB

ccdo:
Period
Details
Type (
M.CDT
.00026)
Omnpen
esaeTc
s
obnact
AMHU
3HAYEH
u
BJIOXKE
HHBIX
3JIEMEH
TOB

0..1

0..1



* 1. HavanpHast maTa U BpeMs
(csdo:StartDateTime)

* 2. Koneunas nara u Bpemst
(csdo:EndDateTime)

2.7.2. Nata v Bpemsi OOHOBIICHUS
(csdo:UpdateDateTime)

Havalb
Has M.SDE
natrau .00133
BpeMsi

KOHEUH
as jmatra M.SDE
u .00134
BpeMs

Jata u

BpeMs

OOHOBIT

eHHS

3aMucH
o0miero
pecypc M.SDE
a (.00079
peectp

a,

nepeyH

s1, 0a3bl
JIaHHBI

X)

bdt:
DateTi
meTyp
e (
M.BDT
.00006)
0O603Ha
YeHHE
JIaThI U
BpEMCH
U B
COOTBE
TCTBUH
c
I'oCT
nCco
8601—
2001

bdt:
DateTi
meTyp
e (
M.BDT
.00006)
0O603Ha
YeHHUE
aThl U
BPEMEH
U B
COOTBE
TCTBUU
c
I'OCT
nco
8601-
2001

bdt:
DateTi
meTyp
e (
M.BDT
.00006)
0O603Ha
YeHHUe
JIaThl U
BpeMeH
U B
COOTBE
TCTBUH
c
T'OCT

0..1
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nco
8601—
2001

19. Onucanue CTPYKTYpbl AJIEKTPOHHOTO AOKyMeHTa (cBenenuit) "CBeaeHus o
cornacoBanuu 3kcneptHoro oryera" (R.HC.MM.01.002) npuBeneno B tabauie 11.
Tabmuma 11

Ommcanue CTPYKTYPHI SJIEKTPOHHOI'O TOKyMeHTa (cBeneHmit) "CBeIeHHs O COTIIaCOBaHHA
skcmeprHOro ordera” (R.HC.MM.01.002)

No /it O6o3HaueHne dIEMEHTa Onucanue
1 2 3
CBEJECHHS O COIJIacOBaHHU
1 Nmsa
9KCIEPTHOTO OTYETa
2 Wnentudukatop R.HC.MM.01.002
3 Bepcus 1.1.0

CBEJICHUS O COTJIACOBAaHUU
JKCIIEPTHOTO OTYETa MO OICHKE

4 Omnpenencaue 6e3omacHocTH, 3()(HEKTHBHOCTH H
KavyecTBa JIEKPAaCTBEHHBIX
MPEenapaToB MPHU PETUCTPALUU

5 Hcnons3oBanue -
VgenTnduxaro oeThANCTEE urn:EEC:R:HC:MM:01:
HTU(DUKAT MIPOCTPAHCTB . . .
6 A P Hpoctp DrugRegistrationExpertReportDetail
HUMEH
s:vl.1.0
7 Kopuesoit SIEMEHT DrugRegistrationExpertReportDetail
XML-nokymeHnTa S
EEC R HC MM 01
8 Nwms daitma XML-cxeMsr DrugRegistrationExpertReportDetail
s v1.1.0.xsd

20. UmnoptupyemMbie TpOoCTPaHCTBA UMEH MPUBECHBI B Ta0mIe 12.
Tabmuua 12

HMmopTapyeMEie IpOCTPaHCTBAa HMEH

Wnentndukarop mnpocTpaHcTBa

0 II

Ne n/m e pedukc

1 2 3

| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X

) urn:EEC:M:HC: heedo
ComplexDataObjects:vX.X.X
urn:EEC:M:HC:SimpleDataObjects:

3 VXXX hesdo

4 urn:EEC:M:SimpleDataObjects: esdo

vX.X.X



CumBonbl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY

BCpCUH 0a3ucHOM MOACIIN HOaHHBIX HW MOJCIHW HOAaHHBIX HpCI[MGTHOﬁ O6J'IaCTI/I,

HCTIOJIBb30BAHHBIX MPH pa3paboOTKe TEXHUYECKOM CXEMbI CTPYKTYPBI 3JISKTPOHHOTO

TOKyMeHTa (CBeJeHUI) B COOTBETCTBUU ¢ MyHKTOM 2 Pemenus Komnernn EBpazuiickoit

SKOHOMHUYECKON KOMHUCCHH OT 25 okTA0ps 2016 r. Ne 122.
21. PeKBU3UTHBIN COCTAB CTPYKTYPHI AJIEKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeeHus o
cornacoBanuu 3kcneptHoro oryera" (R.HC.MM.01.002) npuBenen B Tabnuiie 13.

Tabmauma 13

PeKBH3UTHEIA COCTaB CTPYKTYPHI JIEKTPOHHOT'O TOKyMeHTa (cBeeHmit) "CBeneHns o

coritacoBanuy 3kcneptHOro orgera” (R.HC.MM.01.002)

Nms pexBusnTa

1. 3aromoBOK 3JIEKTPOHHOTO
JIOKyMEHTa (CBEICHUI)

(ccdo:EDocHeader)

1.1. Kon
COoOOIICHUS
o01rero mpoiecca
(csdo:
InfEnvelopeCode

)

1.2. Kon
3JEKTPOHHOTO
JOKyMEHTa (
CBEJICHUIN)
(csdo:EDocCode)

Onucanue
Wnenrtndpukarop Tum gaHHBIX MH=.
peKBU3HTA
ccdo:
COBOKYITHOCTD EDocHeaderType
TEXHOJIOTHYECKUX (M.CDT.90001)
€KBU3UTOB Onpenensiercs
P M.CDE.90001 pen 1
3JEKTPOHHOT O obnacTamu
JOKyMEHTa ( 3Ha4YeHU
CBEICHUI) BJIOKEHHBIX
3JIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
3HayeHne KoJa B
KOJOBOE
- COOTBETCTBHU C
o
M.SDE.90010 PermamenTom 1
co00IIEeHns
MH(QOPMAIIMOHHO
o0rmero mporecca
r o
B3aUMO/ICHCTBUSL.

KOJOBOE
o0o03HaUECHHE

3IEKTPOHHOTO

JOKYMEHTa (

CBeIEeHUM) B

coorBercTBuu ¢  M.SDE.90001
peecTtpom

CTPYKTYD

3JIEKTPOHHBIX

JTOKYMEHTOB H

CBEICHUI

[la6mon: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDocCodeType (
M.SDT.90001)
3HayeHue Koja B
COOTBETCTBHU C
peecTpom
CTPYKTYP
3JIEKTPOHHBIX
IOKYMEHTOB H
CBEJICHUIA.
Ma6mon: R(\.[
A-Z1{2}\.[A-Z]{
23\[0-91{2})\.[0
9143}



1.3.
Wnentudukarop
3JIEKTPOHHOT'O
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDocld)

1.4.
Unentudukarop
HCXOJHOTO
3IEKTPOHHOTO
JIOKYMEHTa (
CBEJICHUT)
(csdo:EDocRefld

)

1.5. Jlara wu
BpeMs
3IEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:
EDocDateTime)

1.6. Kox s361Ka
(csdo:
LanguageCode)

CTpOKa CHMBOJIOB
, OJIHO3HAYHO
uAeHTHGUIUPYIO
o a s
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

M.SDE.90007

UACHTU(PHUKATOP
AJIEKTPOHHOTO
JOKYMEHTa (
CBEJICHMI), B
OTBET  Ha
kotopeiii 6611 ML.SDE.90008
chopmupoBaH

JLaHHBI I

BIIEKTPOHHBIN

JOKYMEHT (

CBEIICHU)

Jata U Bpems
co3JaHus
3JICKTPOHHOTO
JOKyMEHTa (
CBEJICHUIN)

M.SDE.90002

KOIOBOE
o0o3HaueHune M.SDE.00051

S3bIKa

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HadeHUE
naeHTHPUKATOpa
B COOTBETCTBUHU C
ISO/IEC 9834-8.
[la6mon: [0-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HadeHUE
naeHTHUKATOpa
B COOTBETCTBUHU C
ISO/IEC 9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:
DateTimeType (
M.BDT.00006)
O6o3HaueHHE
JaTel 1 BPEMEHH
B COOTBETCTBHH C
I'OCT UCO 8601
-2001

csdo:
LanguageCodeTy
pe (M.SDT
.00051)

JIByxOyKBEHHBIH 0

KOJ s3bIKa B
COOTBETCTBHU C
ISO 639-1.
[a6mon: [a-z]{2
§

csdo:
UnifiedCountryC
odeType (M.SDT
.00112)
3HaueHue
JIByXOYKBEHHOTO

0..1

1



2. Kon cTpanbt
(csdo:UnifiedCountryCode)

a )
Unentudukarop
CIpaBOYHUKA

KOJd0BOE
o0o3HaueHHE
CTpaHBbI,
HalpaBUBIIECH
JIOKYMEHT

0003HauUeHNE
crpaBoyHHKa  (

KJaccu(uKaTopa) , B COOTBETCTBUU

(aTpubyt
codeListld)

3. Homep 3asiBiIeHHs O peTHCTPALIAN
JIEKapCTBEHHOTO Tpernapara
(hcsdo:Applicationld)

4. [MopaakoBeIid
PETHCTPALIMOHHOTO YIOCTOBEPEHHS
JIEKapCTBEHHOTO Mpernapara
(hcsdo:RegistrationNumberld)

HOMED

5. Homep nokymeHnTa
(csdo:Docld)

C KOTOpPBHIM
yKa3aH Kof

HOMEp 3asBICHUSA
0 perucTpaunuu
WM TIPOBEACHUHU
UHBIX IpOLERYpP,
CBSI3aHHBIX C
peructpanuen
JIEKapCTBEHHOTO
mpemnapara

MOPSIKOBBIN
HOMED
pEeTHCTPAaIHOHHO
o}
YIOCTOBEPECHUS
JIEKapCTBEHHOTO
npenapara

HOMED
JOKYMEHTa
perucTpantoHHO
ro nejra Ha
JIEKapCTBEHHBIN
npenapar

HaAanMCHOBAHHUC
JAOKYMCHTA

M.SDE.00162

( kmaccudukaropa)

M.HC.SDE
.00260

M.HC.SDE
.00672

M.SDE.00044

KOJa CTpaHbl B
COOTBETCTBUH CO
CIIPaBOYHUKOM  (
KJIACCH(PHUKATOPO
M) L
uacHTU()UKATOD
KOTOpOTO
ompezaeneH B
aTpubyre
Wnentndukarop
crnpaBoyHuKa  (
knaccudukaropa)

"

[a6mon: [A-Z]{
2}

csdo:
ReferenceDatald
Type (M.SDT
.00091)
HopmanuzoBanna
i CTpOKa
CHMBOJIOB.

MuHn. gouHa: 1.
Makc. mmna: 20

csdo:1d50Type (
M.SDT.00093)
HopmanusoBanna
s CTpoOKa
CHMBOJIOB.

MuH. nuHa: 1.
Makec. giauna: 50

hcsdo:
RegistrationNum
berldType (
M.HC.SDT
.00629)
Hopmanuzosanna
S CTpoKa
CHMBOJIOB.
[a6smon: \d{6}

csdo:1d50Type (
M.SDT.00093)
HopmanuszoBanna
g  CTpoOKa
CHUMBOJIOB.

MuH. nuHa: 1.
Makec. mmua: 50
csdo:

Name500Type (
M.SDT.00134)

1

0..1

0..1

0..1



6. HanmeHoBaHue JOKYMEHTA PErHCTPALMOHHO )+ ¢yE 00108 Hopmanusosanna (j |
(csdo:DocName) ro pngeira Ha S CTpoKa
JIEKapCTBEHHBII CHMBOJIOB.
nperapar MuH. nnuna: 1.

Maxkc. paiauHa:
500

hcsdo:
DrugRegistration
FileCodeType (
M.HC.SDT
.00024)
3HaueHue Koja
BUJIa JOKyMEHTa
B COOTBETCTBUH

KOJOBOE
CO CIIPaBOYHHKOM
o003HaueHNE
7. Koan Buga J0KyMeHTa (
BUJA JOKYMEHTa
pEerucTpaMOHHOTO Jejla Ha fia ROKY M.HC.SDE KJIACCU(PHUKATOPO
N peTHCTPaIHOHHO 0..1
JIEKapCTBEHHBIN Ipernapar .00528 M),
. - ro pngeira Ha
(hcsdo:DrugRegistrationFileCode) . UAEeHTH(GHUKATOP
JIEKapCTBEHHBIH
KOTOpPOTO
npenapar
ompejeneH B
atpubyre "
Unentudukarop
cnpaBoyHuKa  (
Kiaccudukaropa)
"
MuH. gnuna: 1.
Makc. mmna: 10
csdo:
. ReferenceDatald
a
. ) o0o03HaueHue Type (M.SDT
JNeHTU(DUKATOP crpaBoYHHMKa  ( 00091)

cnpaBouHuKa  ( KIacCHpHKATOpPa)

HopmanuzoBanna 1
KiIaccu(UKaTopa) , B COOTBETCTBUU

A CTpOKa

(aTpubyt ¢ KOTOPHIM
) CHMBOJIOB.
codeListld) yKa3aH KoJ
MuH. nnuna: 1.
Makc. mmna: 20
csdo:
Name500Type (
HaWMCHOBaHUE M.SDT.00134)
8. HamMeHOBaHME BHIA JOKYMEHTA BHA JOKYMEHTA
HopmanuzoBanna
pErucTpaliMoHHOro0 xaena Ha  peructpanuonao M.HC.SDE 4 cTpoka 0.1
JleKapCTBEHHBIH pernapar ro gema Ha .00901 P b
] o . CHMBOJIOB.
(hcsdo:DrugRegistrationFileName)  JeKapCTBEHHBIH
MuH. gnuna: 1.
mpernapar
Makc. panuHa:
500
bdt:DateType (
M.BDT.00005)
Aata  BRIIATH O6o3HaUeHHE
JOKyMEHTa TaTH B
9. Jlata noxymeHTa PETHCTPALMORHO |\ (e 0004 |

(csdo:DocCreationDate) ro ngeira Ha



JIEKapCTBEHHBIN COOTBETCTBUU C
rpenapar I'OCT HUCO 8601
-2001

NpU3HAaK,
ONpe eI IOIIHNI
cTartyc
COIJIacoBaHUs

10. IlpusHak COIJIacOBaHMA  HKCIEPTHOTO

bdt:IndicatorType
(M.BDT.00013)
M.HC.SDE OnHo U3 JBYX

0..1
.00503 3HayeHwui: "true"

JIOKYMEHTa otuera: |

(hcsdo:DocAgreementIndicator) JKCIEPTHBIN
OTYET COTJIACOBaH
; 0 — sxcepTHBIN

OTYET HC

(uctuHa) WM
false" (710%n)

CcorjiaCoBaH

MpU3HAK
MpOBEECHUS
YCIOBHOM
perucTpanuu
JIEKapCTBEHHOTO
mpenapara 1o
HHHUIIUATHUBEC
YIOJTHOMOYEHHOT
o oprana: 1 —

11. TIpu3HaK NpOBEJECHUS YCIOBHOW MPOBOAUTCS

bdt:IndicatorType
PErucTpaluy  JIEKapCTBEHHOTO  yCJIOBHAs

(M.BDT.00013)
M.HC.SDE OnHo U3 JBYX
.00687 3HayeHwuii: "true"

nmpemapata [0 HHHIHATHBE  perucTpaius

YHOJHOMOYEHHOT'O OpraHa JIEKApCTBEHHOTO 0..1

(hcsdo: mnpemnapara 1o

AuthorityDrugConditionalRegistrati HHHIIMATHBE

onlndicator) YIIOJIHOMOYEHHOT
o oprana; 0 — e
MPOBOIUTCS
yCIOBHAA
peructpanus
JIEKapCTBEHHOTO
npenapara 1o
MHULHATHBE
YIOTHOMOYEHHOT
0 oprana

(uctuHa) WM
false" (710%n)

CBEIEHHS O
COTJIaCOBaHHUH csdo:
AKCIIEPTHOTO BinaryTextType (
OT4YeTa IO OLIEHKE M.SDT.00143)
WU 3aMEYaHMs Koneunas
rocynapcraa MOCJIEI0BATENLHO
NpU3HAHUSA B CTh BOMYHBIX
OTHOUIEHUHU OKTETOB (0aiToB)

12. Joxymenrt B popmare PDF IKCICPTHOTO M.HC.SDE

0..1
(hcsdo:PdfBinaryText) OTHCTA O OLCHKE. )37
I 3a1poc

rocyzapcraa
NpU3HAHUS B
OTHOIIEHUH



CBEACHUU
AKCIIEPTHOTO
oTYeTa o OICHKE
B (hopmate PDF

csdo:
MediaTypeCode
Type (M.SDT
.00147)
a) Kox ¢opmara 3HayeHne KoJa B
KOJOBOE
JIAHHBIX COOTBETCTBUU CO
o0o3HaucHUE -
(atpubyt CIIPaBOYHHUKOM
. (bopmaTa JaHHBIX
mediaTypeCode) dbopmaroB
JIAHHBIX.
MuH. nuna: 1.
Makc. pnuna:
255
CBEIEHHUS O
COTJIACOBAHHH
3KCIIEPTHOTO
OTYETa MO OICHKE
WM 3aMeUYaHUst
rocyaapcraa ccdo:
MpU3HAHUS B AnyDetailsType (
OTHOIIIECHUH M.CDT.00086)
13. XML-noKkyMeHT AKCIEPTHOTO Onpenensiercs
. P M.CDE.00081 pen 0.1
(ccdo:AnyDetails) oTYeTa Mo OIEHKE obnacTamu
WU 3am1poc 3HaYeHU I
rocyJapcraa BJIOKEHHBIX
NpU3HAHUS B JJIEMEHTOB
OTHOIICHUH
CBeeHUI
3KCIEPTHOTO
OTYETa MO OICHKE
B popmate XML
MIPOU3BOJIBHBIN
JJIEMEHT.
COZIepIKUMOEC
13.1. XMLp IIpoctpancTBO
-IOKYMEHTa
XML-noKyMeHT FIOKY L |- HMEH: JTF000¢€. 1.*
MIPOU3BOJIHHON
Banupanus:
CTPYKTYpPBI
MPOBOIUTCS
BCerna

22. OnucaHue CTPYKTYpbl 3JIEKTPOHHOrO AoKyMmeHTa (cBeaeHuil) "CpeneHus
PErUCTPAIMOHHOTO Jiefla WJIM PEruCTPAllMOHHOTO JI0Che Ha JIeKapCTBEHHbIM mpemnapat" (
R.HC.MM.01.003) mpuBeneno B Tabnure 14.

Taomuna 14

Ommcanue CTPYKTYPHI JIEKTPOHHOI'O JOKyMeHTa (cBezieHmit) "CBeIeHus peruCTPaMOHHOTO Aejia
FJIM PETHCTPAMOHHOrO JOChe Ha JiekapcTBeHHEIN npenapar” (R.HC.MM.01.003)

Ne i/ O0o03HaueHne dJIeMeHTa Omnucanue



1 Nwmst

2 Unentudukartop
3 Bepcus

4 Omnpenenenue

5 Hcnonp3oBanue

Wnentudukarop mnpocrpaHcTBa

6
UMEH

7 Kopuesoit 3JIEMEHT
XML-gokymeHTa

8 Nwms daitna XML-cxemsbl

3

CBEJICHHS PETUCTPALMOHHOTO J€ela
WY PETrUCTPALMOHHOTO NOChE Ha
JIEKapCTBEHHBIN IIpenapar

R.HC.MM.01.003
1.1.0

CBEJICHHUS PETUCTPALIOHHOrO Jela
WIA PETUCTPALMOHHOTO JO0Che Ha
JIEKapCTBEHHBIN Ipenapar

urn:EEC:R:HC:MM:01:
DrugRegistrationDocContentDetails:
v1.1.0

DrugRegistrationDocContentDetails

EEC_R_HC_MM 01 _
DrugRegistrationDocContentDetails
~v1.1.0.xsd

23. UmnoptupyeMbie TpOCTPAHCTBA UMEH MPUBEEHBI B TabuIe 15.

Tabmuma 15

HMmvmopTrpyeMsie MPOCTPAaHCTBa HMEH

Wnentudukarop
HMEH

1 2

Ne i/t

vX.X.X

urn:EEC:M:HC:
ComplexDataObjects:vX.X.X

vX.X.X

urn:EEC:M:SimpleDataObjects:
vX.X.X

IpOCTpaHCTBa

urn:EEC:M:ComplexDataObjects:

urn:EEC:M:HC:SimpleDataObjects:

[peduxc

ccdo

heedo

hcsdo

csdo

CumBonsl "X.X. X" B UMIIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu Oa3ucHON MoOJeNM JaHHBIX M MOJEIM JaHHBIX NpPEeAMETHOW 001acTu,
UCIIOJb30BAHHBIX MpPU pa3pabOTKe TEXHUYECKOW CXEMbl CTPYKTYPhl 3JIEKTPOHHOTO
NOKyMeHTa (CBeleHul) B cOOTBETCTBUU ¢ NMyHKTOM 2 Pemenusi Komnernu EBpazuiickoit
SKOHOMMYECKON KOMUCCHH OT 25 okTsA0ps 2016 1. No 122,

24. PeKBU3UTHBIN COCTaB CTPYKTYPBI JJIEKTPOHHOIO TOKYMEHTa (cBefeHui) "CeneHus
PETUCTPALIMOHHOTO J€Jla WM PETHCTPALMOHHOrO J10Ch€ Ha JIEKapCTBEHHBIM mpemapat" (
R.HC.MM.01.003) npusenen B Tabauiie 16.

Tabmauia 16



PexBH3UTHEIA COCTaB CTPYKTYPHI DJIEKTPOHHOI'O TOKyMeHTa (cBeieHHH) "CBeneHus
PETHCTPanFOHHOTO JeNa N PEerHCTPaMOHHOr0 A0Che Ha JieKapcTBeHHEIH npenapar” (R.HC.MM

.01.003)

Nms pexBusuTa

1. 3aronoBOK 3NEKTPOHHOTO JOKyMEeHTa (
CBE/ICHUIN)
(ccdo:EDocHeader)

1.1. Kox coobuieHus o61iero

nporecca
(csdo:InfEnvelopeCode)
1.2. Koa »31eKTpOHHOTO

JIOKyMEHTa (CBEeICHU)
(csdo:EDocCode)

Wnentuduxar
op

Onucanune
peKBU3UTA

COBOKYITHOCTb
TEXHOJIOTHYEC
K U X
pexBusutoB  M.CDE.90001
JIEKTPOHHOTO

nokyMeHTa  (

CBEJICHUIN)

KOIOBOE
o0003HaueHne
CO00IIIeHHS
obmero
mpoiiecca

M.SDE.90010

KOJI0BOE
0003HaUYCHUE
JJIEKTPOHHOTO
nokyMeHTa  (
CBEJICHMI) B
cootBerctBM  M.SDE.90001
Cc peecTpoM
CTPYKTYD
AIEKTPOHHBIX
JIOKyMEHTOB U
CBEJCHUN

Twun nanaeix  MH.

ccdo:
EDocHeaderT
ype (M.CDT
.90001)
Ompenensiercs 1
obaacTaMu
3HAYCHUM
BJI0KEHHBIX
3JICMEHTOB

csdo:
InfEnvelopeCo
deType (
M.SDT.90004)
3HaveHne Koaa
B

COOTBETCTBUHU

C

Permamentom 1
WHPOPMAIOH
HOT O
B3aUMOJIEHCTB
Hsl.

[Ta6mon: P\.[
A-Z]{2}\.[0-9]
{2}\.MSG\.[0-
91{3}

csdo:
EDocCodeTyp
e (M.SDT
.90001)
3HaueHue Koaa
B
COOTBETCTBUH
Cc peecTpoM
CTPYKTYP
AIEKTPOHHBIX
JIOKYMEHTOB U
CBEJICHUI.
Ma6mon: R(O\.[
A-Z1{2}\.[A-Z
I{23\.[0-9142})
N.[0-9]{3}

csdo:
UniversallyUni



1.3.

CBEJICHUH )

Unentudukarop
JMEKTPOHHOTO JOKyMeHTa (

(csdo:EDocld)

1.4.
HUCXOJHOI0

Unentudukarop

3JIEKTPOHHOTO

JIOKyMEHTa (CBEeICHMI)
(csdo:EDocRefld)

1.5. Jlara

ANEKTPOHHOTO JOKyMeHTa (

CBEJICHUT)

U BpeMms

(csdo:EDocDateTime)

1.6. Kox s361Ka

(csdo:LanguageCode)

CTpOKa
CHMBOJIOB,
O/IHO3HA4YHO
UACHTUQHULIUD
yomas
ANEKTPOHHBIN
JOoKyMeHT  (
CBEJICHUS)

UICHTU(UKATO
p
3NIEKTPOHHOTO
nokyMeHTa  (
CBeleHUH), B
OTBET
KOTOPBIA ObII
chopMupoBaH
TaHHBIH
3JIEKTPOHHBIN
OOKyMeHT  (
CBEZICHUA)

Ha

Jata ¥ BpeMs
co3maHus
3JIEKTPOHHOTO
nokymeHTa  (
CBEJICHH)

KOIOBOE
0003HaUYEHHE
SI3BIKA

M.SDE.90007

M.SDE.90008

M.SDE.90002

M.SDE.00051

queldType (
M.SDT.90003)
3HadyeHUEC
UOCHTU(UKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[la6non: [O-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
1-[0-9a-fA-F]{
41-[0-9a-fA-F]
{12}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HayeHue
UACHTU(UKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[Ia6mon: [0-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
4}-[0-9a-fA-F]
{12}

bdt:
DateTimeType
(M.BDT
.00006)
O6o3HadyeHHE
qIaTel ®
BpeMEHU B
COOTBETCTBUH
¢ 'OCT UCO
8601-2001

csdo:
LanguageCode
Type (M.SDT
.00051)
JIByxOyKBEeHH
BIil KOJI SI3BIKA
B
COOTBETCTBHUH
¢ ISO 639-1.
[Tabnon: [a-z]
{2}

0..1

1

0..1



2. Kon ctpanbt

(csdo:UnifiedCountryCode)

a) Nnentuduxarop
CIpPaBOYHHUKA
knaccudukaropa)
(atpubyT codeListld)

3. IlopsankoBblil HOMEP PErHCTPALlMOHHOTO
YAOCTOBEPEHUs IEKApCTBEHHOTO NIpenapara
(hcsdo:RegistrationNumberld)

4. Howmep 3asBieHus

0 peructpanuu

JICKapCTBCHHOT'O ITpIiapaTta

KOJOBOE
o0o3HaueHHE
CTpaHHI, M.SDE.00162
HallpaBUBILIEH

JIOKYMEHT

0003HaueHNE

CIIpaBOYHHKA (
KJ1accu(UKaTo
pa),
COOTBETCTBHH

B -

¢ KOTOpEIM
yKazaH KoJ

MOPSKOBBIN

HOMED

pEeTHCTpaOH

HOTO M.HC.SDE
ynoctoseperu 00672

s

JIEKapCTBEHHOT

0 mpermapara

HOMED
3agBICHHUA O

perucTpanuu
NHINn
IIPOBCACHUU
poBed M.HC.SDE
U HBIX
00260

npouexnyp,

csdo:
UnifiedCountr
yCodeType (
M.SDT.00112)
3HadyeHUE
JIBYXOYKBEHHO
ro Kkoja
CTpaHBl B
COOTBETCTBHHU
c o
CIPaBOYHUKOM
(
KiaccupuKaTro
pom),
UACHTU(UKATO
P KOTOpOTO
ompejeneH B
atpudbyre
Wnentuduxat
o p
CIIpaBOYHHKA (
KJ1accu(UKaTo
pa)".
[Tabmon: [A-Z
12}

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHasi CTpPOKa
CHUMBOJIOB.

"

Mun. mmHa: 1

Makc. mimHa:
20

hcsdo:
RegistrationNu
mberldType (
M.HC.SDT
.00629)
Hopmanuzosa
HHasi CTpoOKa
CHUMBOJIOB.
[Ma6mon: \d{6
H

csdo:1d50Type
(M.SDT.00093
)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

0.1

0..1



(hcsdo: Applicationld) CBSI3aHHBIX C Mumn. nnuna: 1

perucrpanuein
JIEKapCTBEHHOT Makc. niuHa:
O Ipemnapara 50
csdo:
Codel0Type (
M.SDT.00179)
KonoBoe Hopmanuszosa
5. Kox Buza npouenyps! perucTpaniu oboznatenne M.HC.SDE  HHasg cTpoka
(hesdo:RegistrationKindCode) puag .00425 CHMBOJIOB. =
MpoLenypbl
Mun. mmHa: 1
perucrpanyu
Makc. mmHa:
10
hccdo:
RegistrationDo
ssierDocDetail
CBEICHUS O sType (
6. CezieHMsl 0 JOKYMEHTE PETMCTPAllMOHHOIO JTOKYMEHTE M HC.CDE M.HC.CDT
Jocke (mena) PETHCTPALIUOH 00044 .00023) 0..*
(hcedo:RegistrationDossierDocDetails) HOTrO Joche ( Onpepensiercs
Jena) o0nacTIMu
3HaYEeHUU
BJIO’KEHHBIX
3JIEMEHTOB
NpHU3HaK,
OTIPE eS0T
" bdt:
TPUHALIICIKHO IndicatorType
6.1. IIpu3Hak NpUHAATIEKHOCTH CTh AOKyMeHTa (M.BDT

JOKYMEHTA K « .00013)

PETHCTPALHOHHOMY J0Che peructpaunon M.HC.SDE

21 .00527
(hcsdo: HOMY 0Ebe 3HAYCHUN:

Onuo u3 aByx 1

. - . — JIOKYMEHT
RegistrationFileIndicator) true" (uctTuHa)
PETHCTPALIAOH
nau "false" (
HOro 1ocke; 0
JIOXKB)
— JOKyMEHT
peruCTpannoH
HOTO Jiena
csdo:Id50Type
(M.SDT.00093
HOME )
P Hopmanuzosa
JIOKYMCHTa
6.2. Homep nokymenTa HHasi CTpOKa
peructpauron M.SDE.00044 0..1
(csdo:Docld) CHMBOJIOB.
Horo gena (
MuH. puHa: 1
JIOCHE)

Makc. mimHa:
50

csdo:
Name500Type



6.3. HaumeHoBaHue TOKyMEHTa
(csdo:DocName)

6.4. Kon Buma nokymeHTa
PETUCTPAIIMOHHOTO JOCHhE Ha
JIEKapCTBEHHBIN IIpenapaT
(hcsdo:
DrugRegistrationDocCode)

a )
Unentuduxar
o p
CIpaBOYHHUKA (
Kiaccuduraro
pa)

(aTpubyT
codeListld)

6.5. HaumenoBaHue BHIa
JTOKYMEHTA PETUCTPAIMOHHOTO

HaMEHOBaHHUE
JOKYMEHTa

PerucTpaiion  \1 SPE.00108
Horo nena (

JIOChE)

KOJOBOE
obo3HaueHHE

BHU A

JOKYyMEHTa M.HC.SDE
peructpanuon .00098

HOTO JIOChE Ha
JIEKapCTBEHHBI

1 mpenapar

obo3HaueHNE
CIpaBOYHHKA (
KJIACCH(HUKATO
pa), B -
COOTBETCTBUU

C KOTODPBIM
yKa3aH KoJl

HalMEHOBaHUE
BUIAa

(M.SDT.00134
)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

Mun. mmmHa: 1

Makc. mimHa:
500

hcsdo:
DrugRegistrati
onDocCodeTy
pe (
M.HC.SDT
.00022)
3HaueHue Koaa
BUA
JOKYMEHTa B
COOTBETCTBHHU
c o
CIIPaBOYHHUKOM
(
KJ1accu(pUKaTo
powm),
UOCHTU(UKATO
P KOTOpOTO
ompernesieH B
atpubyre
Unentuduxar
o p
crpaBoYHHKA (
KIIACCH(PHUKATO
pa)".

Mun. mmHa: 1

Makc. mimHa:
10

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.

Mus. mmuHa: 1

Makc. jumiHa:
20

csdo:
Name500Type
(M.SDT.00134

)

0.1

0..1



JIOCbE Ha JIEKAPCTBEHHBIH  JOKyMEHTa M.HC.SDE  HopwmanuzoBa

npenapar peructpanuon 00789 HHas CTPOKa 0-1
(hcsdo: HOTO JIOChE Ha CHMBOJIOB.
DrugRegistrationDocName) JIEKapCTBECHHBI Mun. anuna: 1
i mpenapar
Makc. mmHa:
500
hcsdo:
DrugRegistrati
onFileCodeTy
pe (
M.HC.SDT
.00024)
3HaveHHne Koza
BUA
JOKYMEHTa B
COOTBETCTBHHU
KOJIOBOE c o
6.6. Kon Buza JoKyMmeHTa o003HavYeHHe EHpaBO‘{HI/IKOM
BUa
perHCTpauHomjoro aea e JOKyMEHTa M.HC.SDE  knaccudukaro
JIEKapCTBEHHEIH IIperapar 0..1
(hesdo: peructpanuon .00528 pom),
) . HOTO Jeja Ha uaeHTH(HUKATO
DrugRegistrationFileCode)
JIeKapCTBEHHBI P KOTOpOTO
it mpemnapar onpenesicH B
atrpubytre "
Wnenatuduxat
o p
CIIpaBOYHHKA (
KJ1accu(UKaTo
pa)".
Mumn. nnuna: 1
Makc. mmHa:
10
csdo:
ReferenceData
Ia;I,Z[C)HTI/I Qukar 0003HaueHKE IdType (
o p CTpaBOYHMKA ( M.SDT.00091)
KJ1accu(pUKaTo Hopmanuzosa
CIPaBOYHHUKA (
KiaccuduKaTo pa), B - HHasg cTpoka |
pa) COOTBETCTBHU CHMBOJIOB.
C KOTOpBIM Mun. mmHa: 1
(atpubyr
codeListld) yKasat gon
Makc. mimHa:
20
csdo:
Name500Type
HaVMeHOBaHHE (M.SDT.00134
6.7. HaumenoBanue BHIa
JIOKyMEHTa PEerucTpalioHHOTO praa )
Jela Ha JIEKapCTBEHHBIN AOKyMEHTa M.HC.SDE Hopmamisosa
npenapar perucrpanyon 00901 HHas cTtpoka 0..1

CHUMBOJIOB.



(hcsdo: HOTO Jiena Ha
DrugRegistrationFileName) JIEKapCTBEHHBI
1 mpenapar

JlaTa BBLIAYU

6.8. lata toxyMeHTa AIOKYyMerTa
. perucTpanuon
(csdo:DocCreationDate) Horo zena
JIOCHE)
qaTa
HCTEUYCHUS
6.9. Jlara ucTeueHUs cpoka cpuoxa
JIeHCTBUS JOKYMEHTA ACHCTBHA
o JOKYMEHTa
(csdo:DocValidityDate) perHCTpaIION
Horo gena (
JIOChE)
HAUMCHOBAHUE
OpraHusallu,
6.10. HaumeHnoBanue BBIIABIIEH
XO3SHCTBYIOLIET0 CyOBhEeKTa JOKYMEHT
(csdo:BusinessEntityName) perucTpalmoH
Horo jgena (
JI0ChE)
6.11. OmucaHme »>IIEMEHTa ONKMCAHHE
JIOKyMEHTa JIOTIOJTHUTEbH
(hesdo: Oro HmpHu3HaKa
DrugAttributeEnumText) JOKyMEHTa
KOJIOBOE
a) Kox Buma o6o3HaueHue
JJIeMEHTa BUIA
JIOKYMEHTa JIOTIOJTHUTEIbH
(atpubyr Oro IpHU3HAKa
DrugAttribute nOoKyMeHTa
KindEnumCod peructpanuox
e) Horo nena (

JI0Che)

M.SDE.00045

M.SDE.00052

M.SDE.00187

M.HC.SDE
.01436

Mun. mmuna: 1

Makc. mmHa:
500

bdt:DateType (
M.BDT.00005
)

Ob6o3HaueHne
JaTel B

1

COOTBETCTBHHU
¢ I'OCT UCO
8601-2001

bdt:DateType (
M.BDT.00005
)

O6o3HayeHHE
qaTe B

0..1

COOTBETCTBHHU
¢ 'OCT UCO
8601-2001

csdo:
Name300Type
(M.SDT.00056

)

Hopmanuzosa
HHast cTpoka 0.1
CHUMBOJIOB.

Mus. mmuHa: 1

Makc. jumiHa:
300

hcsdo:
AttributeTextT
ype (
M.HC.SDT
.00215)

Crpoka 0.*
CHMBOJIOB.

MuH. gnuHa: 1

Makc. mmHa:
4000

csdo:
Codel0Type (
M.SDT.00179)
Hopmanuszosa
HHas CTpOKa
CHUMBOJIOB. 0.1

Mun. mmHa: 1

Makc. mimHa:
10



csdo:

Name500Type
6 ) HAUMEHOBaHUE (M.SDT.00134
HaumenoBanu B u g a ) . .
e BUJA JIOTIOJTHUTENbH HopMatnsosa
JJIeMeHTa Oro IpH3HAaKa HHS}I ctpoka 0.1
JIOKYMEHTA JIOKYMEHTa CI/IMBOJ’[OE )
(aTpubyT perucrpanuoH ‘
. ] MuH. 01
AttributeKind ©HOTO gmema ( L e
Name) Aocke) Makc. anuna:
500
csdo:
BinaryTextTyp
e (M.SDT
JOKYMCHT
.00143)
6.12. 0
JlokyMeHT B OMHApHOM pETHUCTPAIOH M.HC.SDE  Koneunas
¢dopmare Horo gena ( 0..1
. .01435 Moce0BaTeN
(hcsdo:DocCopyBinaryText) nocke) B BHOCTD
¢dopmare PDF IBOMUHBIX
OKTETOB (
0aifToB)
csdo:
MediaTypeCo
deType (
M.SDT.00147)
2) Kox 2HaquHe KoJa
bopmara KOnoBOC COOTBETCTBHH
JTAHHBIX o0o03HaYeHHE c o 0.1
(atpubyT bopmara CTIPABOYHHKOM “
mediaTypeCod naHHbIX dopMaTos
€) JTAaHHBIX.

Mun. mmHa: 1

Makc. mmHa:

255

ccdo:

AnyDetailsTyp
JOKYMEHT e (M.CDT

6.13. XML-10KyMeHT PETHCTPALHOH .00086)

(cedo: AnyDetails) Horo xena ( M.CDE.00081 Omnpenensiercss 0..1
nocbe) B obmacTamMu
¢dbopmare XML 3HAYCHUH

BJIIOKE€HHBIX
9JIEMEHTOB
MIPOU3BOJIbHBII
6.13.1. COZICPIKHIMOC 9JICMCHT.
XML-z10KkyMeH XML-nokymen IIpoctpancTBo
T T a - uMeH: moboe. 1..*
IIPOU3BOJIBHOM Banupanus:
CTPYKTYpPBI MIPOBOJUTCS

BCCria



6.14. TlocimenoBaTeIbHOCTD
MPEACTAaBIEHUS JOChE
(hcsdo:
SubmissionSequenceCode)

6.15. ATpuGyT omneparun

(hcsdo:OperationAtributeCode)

6.16. HammeHOBaHMe aKTHBHOM

bapmareBTHIECKOM
cyOcTaHIun
(hcsdo:ActiveSubstanceName)

6.17.
BCIIOMOT'aTEJIbHOTO BEILECTBA,

HaumenoBanue

BXOJISANIETO B
JIEKapCTBEHHOTO MpernapaTa
(hcsdo:
AuxiliarySubstanceName)

cocTaB

6.18. HaumenoBanue

(hapMareBTHIECKOTO IPOAYKTA

(hcsdo:DrugProductName)

MOPSAAKOBBIN

HOMEp B

nociaenosaren M.HC.SDE
BHOCTHU .00102
MIPEICTaBICHU

S 10ChE

cBeleHud 00

omnepanuu,

Beimoausemorr M.HC.SDE
Ha/m .00103
JIOKYMECHTOM

A0CBC

HaNMEHOBaHUE
AKTUBHOHU
(apmaneBTHYE
CKOH
cyOcTaHIN

M.HC.SDE
.00620

HauMMCHOBAHUC
BCIIoMOrartecib

HOro BCIICCTBa M.HC.SDE

, BXOJISAIIIETO B 00044

cocTas
JIeKapCTBEHHOT
0 Tpenapara

HaMMEHOBaHUE
¢dapmanestiue M.HC.SDE
CKOTO .00252

MIPOAyKTa

csdo:
Codel0Type (
M.SDT.00179)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

Mun. munHa: 1

Makc. mmHa:
10

csdo:
Code20Type (
M.SDT.00160)
Hopmanuzosa
HHasi CTpoOKa
CHUMBOJIOB.

Mus. mmuHa: 1

Makc. jumiHa:
20

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.
MuH. gnuHa: 1

Makc. mmHa:
500

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHasg CTpOKa
CHMBOJIOB.

Mun. mmuHa: 1

Makc. mimHa:
500

csdo:
Name250Type
(M.SDT.00068
)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.

Mus. mmuHa: 1

0..1

0.1

0.1

0..1

0..1



6.19. Onucanue mMokKa3aHWM K ONMHCaHUE

M.HC.SDE Crtpoka

Makc. mimHa:
250

csdo:
Text4000Type
(M.SDT.00088

)

MIPUMEHEHHTO MOKa3aHus K 0..1
. .00079 CHMBOJIOB.
(hcsdo:IndicationText) MIPUMEHEHHUIO
Mun. mmHa: 1
Makc. mimHa:
4000
csdo:
Name300Type
(M.SDT.00056
)
6.20. HaumenoBanue HauMEHOBaHUE M.HC.SDE Hopmanuzosa
MIPOU3BOIUTEINS MIPOU3BOAUTEN 00235 HHas cTpoka 0.1
(hcsdo:ManufacturerName) o ' CHUMBOIJIOB.

Mun. muHa: 1

Makc. mmHa:
300

25. OnucaHue CTPYKTYphI 3JEKTPOHHOrO TOKyMeHTa (cBefeHuit) "CBeaeHus o Homepe

PETUCTPALIMOHHOTO YJIOCTOBEpeHUs Ha JekapcTBeHHbIM mpemnapar” (R.HC.MM.01.004)

MpUBEICHO B Tabuie 17.
Tabmnma 17

Omucanne CTPYKTYpHI 2IEKTPOHHOTO TOKyMeHTa (CBeeHHit) "CBeeHHs 0 HOMEpe
PErHCTPAIOHHOTO YOCTOBEPEHU Ha JekapcTBeHHbIH mpenapat” (R.HC.MM.01.004)

Ne /i
1

O06o03HaueHne dIEMEHTA

2

Nwms

Wnentudukatop

Bepcus

Omnpenenenne

Hcnonws3oBanue

Wnentndukarop mnpocrpaHcTBa

HUMCH

Kopuesoit
XML-gokymeHTa

QJIIEMCHT

Omnucanue
3

CBENEHUS 0 HOMepe
PETUCTPAIMOHHOTO YIOCTOBEPEHUS
Ha JIEKapCTBEHHBIH Mpenapar

R.HC.MM.01.004
1.1.0

CBEICHUS 0 HOMeEpe
PETHCTPALMOHHOTO yJOCTOBEPEHHS
Ha JIEKapCTBEHHBIN Ipenapar

urn:EEC:R:HC:MM:01:
DrugRegistrationNumberRequestDet
ails:v1.1.0

DrugRegistrationNumberRequestDet
ails



8 Nwms daitna XML-cxemsbl EEC_R_HC_MM _01_
DrugRegistrationNumberRequestDet

ails v1.1.0.xsd

26. UmnoptupyeMble TpOCTPAHCTBA UMEH MPUBEAEHBI B Tabuie 18.
Tabnuua 18

NMmopTrpyeMEle IPOCTPaHCTBa UMEH

Wnentndukarop mnpocrpaHcTBa

Ne /it e Ipeduxc

1 2 3

| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X

) urn:EEC:M:HC: heedo
ComplexDataObjects:vX.X. X
urn:EEC:M:HC:SimpleDataObjects:

3 VXXX hesdo
urn:EEC:M:SimpleDataObjects:

4 VXXX esdo

CumBonsl "X.X. X" B HMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3McHOM MOJENH JaHHBIX W MOJENU JaHHBIX MpeIMEeTHONW o00aacTH,
HCTOJIb30BAHHBIX MPU pa3pabOTKe TEXHUUYECKOW CXEMbI CTPYKTYpPbl 3JIEKTPOHHOTO
JTOKyMEHTa (CBeJieHHI) B COOTBETCTBUU ¢ NMyHKTOM 2 Pemenus Komnerum EBpaszuiickoit
HKOHOMHUYECKON KoMHUCCUH OT 25 okTa0ps 2016 r. No 122.

27. PEKBU3UTHBIN COCTAB CTPYKTYPbI AJEKTPOHHOTO TIOKyMeHTa (cBeaeHuil) "CBeaeHus o
HOMEpE PETUCTPAIlMOHHOTO YJIOCTOBEpeHUs Ha JekapcTBeHHbd mpenapar” (R.HC.MM
.01.004) npuBeneH B Tabauie 19.

Tabnuua 19

PeKkBH3UTHEIA COCTaB CTPYKTYPHI JIEKTPOHHOT'O JTOKyMeHTa (cBejeHmit) "CBeeHns 0 HoMepe
PETrHCTPaIiOHHOIO YOCTOBEPEHU Ha JeKapcTBeHHbIH mpenapat” (R.HC.MM.01.004)

Onucanue

Nwms pexBusuta Wnentudukarop Tum naHHBIX Ms=.
pEeKBH3HTA
ccdo:
COBOKYITHOCTh EDocHeaderType
TEXHOJIOTHYECKUX (M.CDT.90001)
1. 3aroJiloBOK 3JIEKTPOHHOT'O 0
N €KBU3UTOB npenensiercs
JIOKyMEHTa (CBEIICHUIA) P M.CDE.90001 6p A 1
3IEKTPOHHOTO obmacTamu
(ccdo:EDocHeader) P N
JOKYMEHTA ( 3HAYCHU M
CBEJICHUI) BJIOKEHHBIX
AIIEMEHTOB
csdo:

InfEnvelopeCode
Type (M.SDT
.90004)



1.1. Kon
coobuieHus
o01ero mpouecca
(csdo:
InfEnvelopeCode

)

1.2. Konx
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJIICHUH)
(csdo:EDocCode)

1.3.
Unentudukarop
IIEKTPOHHOTO
IOKyMEHTa (
CBEJICHUT)
(csdo:EDocld)

1.4.
Unentudukarop
HCXOJHOTO
IIEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDocRefld

)

KOOJOBO€
0603HauEHUE M.SDE.90010
COOOTIeHUS

o011ero mporecca

KOJA0BOE
o0o3HaueHHe

3IIEKTPOHHOTO

JOKyMEHTa (

CBEJCHUN) B

coorBeTctBur ¢  M.SDE.90001
peecTpom

CTPYKTYP

3IEKTPOHHBIX

JIOKYMEHTOB U

CBEJICHUN

CTpOKa CHMBOJIOB
, OIHO3HAYHO
HOCHTUDUITUPYIO
o a s
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHHMS)

M.SDE.90007

UACHTU(DUKATOD
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJICHU), B
OTBET Ha
kotopeii  Ob1  M.SDE.90008
chopmMupoBaH

NaHHBI U

3JIEKTPOHHBIN

JOKYMEHT (

CBEJICHUS)

3HayeHue Koja B
COOTBETCTBHH C
Pernamentom
WH(POPMAIIMOHHO
r o
B3aMMOCHCTBHS.
[ITa6non: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDocCodeType (
M.SDT.90001)
3HaueHne KOJa B
COOTBETCTBHUHU C
peecTpom
CTPYKTYp
SIEKTPOHHBIX
JIOKyMEHTOB U
CBEJCHUM.
[Ta6mon: R(O\.[
A-Z]{2}\.[A-Z]{
21\.[0-9]{2})?\.[0
9143}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHHE
UACHTU(DHUKATOPA
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo:
UniversallyUniqu
eldType (M.SDT
.90003)
3HaueHUE
UACHTU(DHUKATOPA
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

1

0..1



1.5. Jlara wu
BpeMs
AIEKTPOHHOTO
JIOKyMEHTa
CBEJICHUT)
(csdo:
EDocDateTime)

1.6. Kop s1361Ka

(csdo:
LanguageCode)

2. Homep 3asiBIICHHS O PETHCTPALIUH
JIEKapCTBEHHOTO Tpernapara
(hcsdo:Applicationld)

3. ITopaakoBbIi HOMED
PETUCTPALIMOHHOTO yJIOCTOBEPEHHS
JIEKapCTBEHHOTO TIperapaTa
(hcsdo:RegistrationNumberld)

4. Kox ctpaHsl
(csdo:UnifiedCountryCode)

Jata U BpeMs
CO3TaHHUS
3JIEKTPOHHOTO
JOKyMEHTa
CBEJICHUIN)

( M.SDE.90002

KOJOBOE
o0o3HaueHue M.SDE.00051

SA3bIKa

HOMEp 3asBICHUS
0 PpEerucTpanuu
WM TIPOBEACHUHU
HHBIX IpOLERYP,
CBSI3aHHBIX C
peructpanuen
JIEKapCTBEHHOTO
mpenapara

M.HC.SDE
.00260

MOPSIKOBBIN

HOMED

pEeTHCTPaIHOHHO
o

M.HC.SDE

.00672
YIOCTOBEPEHUS

JICKapCTBEHHOTO
npernapara

KOJOBOE
o0o3HaUcHUE
CTpaHBbI,
3amnpanmBaroein
HOMED
peructpannonno M.SDE.00162
r o
YAOCTOBEPEHUS
H a
JIEKapCTBEHHBIN
mpernapar

bdt:
DateTimeType (
M.BDT.00006)
O0o3HaueHue
JIaTBl ¥ BPEMEHH
B COOTBETCTBUU C
TI'OCT HUCO 8601
-2001

csdo:
LanguageCodeTy
pe (M.SDT
.00051)
JIByXOyKBEHHBIN
KOJ s3bIKa B
COOTBETCTBUU C
ISO 639-1.
[la6mon: [a-z]{2
}

csdo:1d50Type (
M.SDT.00093)
HopmanuzoBanna
1  CTpoOKa
CHMBOJIOB.

MuH. nnuna: 1.
Makc. qnuHa: 50

hcsdo:
RegistrationNum
berldType (
M.HC.SDT
.00629)
Hopmanuzosanna
s  CTpOKa
CHMBOJIOB.
[a6mon: \d{6}

csdo:
UnifiedCountryC
odeType (M.SDT
.00112)
3Ha4yeHUe
JBYXOyKBEHHOTO
KOoZa CTpaHbl B
COOTBETCTBUH CO
CIIPaBOYHUKOM  (

KJIACCH(PHUKATOPO
M) L
uacHTU(DUKATOD
KOTOpOTO
ompezaeneH B
aTpubyre "
Wnentudukarop

crnpaBoyHuKa  (

1

0..1



a ) 0603HauEHNE
Wnentndukarop cnpaBounuka (
cnpaBoyHuKa  ( KiIaccHpHKATOpPa)
KIaccu(UKaTopa) , B COOTBETCTBAU
(aTpubyt ¢ KOTOPHIM
codeListld) yKa3aH KoJ

Kkiaccudukaropa)
[Ma6mon: [A-Z]{
2}

csdo:
ReferenceDatald
Type (M.SDT
.00091)
HopmanuzoBanna 1
i CTpOKa
CHMBOJIOB.

MuHn. gnuna: 1.
Makc. mmna: 20

28. OnucaHue CTPYKTYphl 3JIEKTPOHHOTO MOoKyMmeHTa (cBeaeHuit) "CBeneHus o

paccMOTpeHuH 3asiBiieHus U (win) peructpanuonHoro gocke” (R.HC.MM.01.006) npuBeaeHo

B Tadmure 20.

Taomuna 20

Ommcanare CTPYKTYpHI JIEKTPOHHOI'O TOKyMeHTa (cBezieHmit) "CBeileHus 0 pacCMOTPEHHAHA
3asBJICHUA ¥ (W) perucrpanuoHHoro nocse” (R.HC.MM.01.006)

Ne i/t
1

O0o03HayeHne dJIEMEHTA

2

Nmsa

Unentudukarop

Bepcus

Omnpenenenue

Hcnons3oBanue

Unentudukarop mnpocrpaHcTBa
HUMEH

Kopuesoit
XML-gokymeHra

QJIEMECHT

Nwms daitma XML-cxeMbr

Omnucanue
3

CBEJICHUS O PacCCMOTPEHHH
3asBIICHUS u (mmm)
PETHCTPAIIMOHHOTO I0ChE

R.HC.MM.01.006
1.1.0

CBEJEHUA O PACCMOTPEHHUH
3asIBJIE€HUS u (unm)
PETHCTPAILIMOHHOTO JI0ChE

urn:EEC:R:HC:MM:01:
DrugApproval ApplicationDetails:
v1.1.0

DrugApprovalApplicationDetails

EEC_ R HC MM 01 _
DrugApprovalApplicationDetails vl
.1.0.xsd

29. UmniopTupyembie IPOCTPAHCTBA UMEH MPUBEEHBI B Ta0IMIE 21.
Tabmmma 21

NMoopTrpyeMEle IPOCTPaHCTBa HMEH

Ne i/t

Wnentudukarop mpocTpaHCTBA
UMeH

Ipepukc



1 2 3
urn:EEC:M:ComplexDataObjects:

: VX.X.X cedo

) urn:EEC:M:HC: heedo
ComplexDataObjects:vX.X.X
urn:EEC:M:HC:SimpleDataObjects:

3 VXX X hcsdo
urn:EEC:M:SimpleDataObjects:

4
VXXX esdo

Cumposbl "X. X. X" B UMIIOPTUPYEMBIX POCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3uCHOM MOJeNu JaHHBIX W MOJENM JaHHBIX NpeIMETHOW o0JacTy,
UCIIOJBb30BAHHBIX TIPU pPa3pabOTKE TEXHUYECKOW CXEMbl CTPYKTYPBI JJIEKTPOHHOTO
JOKyMeHTa (CBElIeHHI) B cOOTBETCTBUU ¢ NMyHKTOM 2 Pemenusa Kosneruu EBpazuiickoit
HKOHOMHUYECKON KOMHUCCUH OT 25 okTa0pst 2016 1. No 122,

30. PexkBU3UTHBIN COCTAB CTPYKTYPHI JJICKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeeHus o
paccMoTpeHuH 3asBiieHus u (uian) peructparmonHoro gocke” (R.HC.MM.01.006) npusenex
B Ta0uIe 22.

Tabnuia 22

PexBU3UTHEI COCTaB CTPYKTYpHI DJIEKTPOHHOTO JOKyMeHTa (CBeZcHMi) "CBeIeHn O
PacCMOTpEHHH 3asBJIeHUA U (WIH) peracTpanuoaHoro xocke" (R.HC.MM.01.006)

Nms pexBusuTa Onucanue Unenndpuxar Tum nanapix  MH.
peKBH3HTA op
ccdo:
COBOKYITHOCTh EDocHeaderT
TEXHOJIOTHIEC ype (M.CDT
1. 3aroioBOK 3JEKTPOHHOTO JAOKyMeHTa ( K U X .90001)
CBEJICHUI) pexksusutoB  M.CDE.90001 Ompenensiercst 1
(ccdo:EDocHeader) JIEKTPOHHOT'O obnactsmMu
noKyMeHTa  ( 3HAYCHUMU
CBEJICHUI) BJIO’KEHHBIX
9JIEMEHTOB
csdo:
InfEnvelopeCo
deType (
M.SDT.90004)

3HayeHHe Koaa
B
COOTBETCTBHH

KOIOBOE
1.1. Kox cooOmenust oOmero o603Ha4YEHUE ¢
npouecca coobmenns  M.SDE.90010 Pernamentom |
(csdo:InfEnvelopeCode) 061mero UHGOPMAIHOH
nporuecca HOTO
B3aHMO/ICHCTB
Hs.
[Ta6mon: P\

A-Z]{23\.[0-9]



1.2. Konx

QJICKTPOHHOTO

IOKYMEHTa (CBEIICHHIA)
(csdo:EDocCode)

1.3.

CBeZICHUIN)

Unentudukarop
JMEKTPOHHOTO JOKyMeHTa (

(csdo:EDocld)

1.4.
HUCXOITHOI0

Unentudpukatop

OJICKTPOHHOTO

IOKYMEHTa (CBEIICHHIA)
(csdo:EDocRefld)

KOJIOBOE
o0o3HauCHNE
AJIEKTPOHHOT'O
JOKyMeHTa (
CBEJICHUIT) B

cootBerctBun  M.SDE.90001

Cc peecTpoMm
CTPYKTYP
AJIEKTPOHHBIX
JIOKYMEHTOB U
CBEJICHHM

CTpOKa
CHMBOJIOB,
O/THO3HAYHO
naeHTHGUIIp
ylomas
3JIEKTPOHHBIN
JoKyMeHT  (
CBEJICHHS)

UOCHTU(UKATO
p
AJIEKTPOHHOTO
TOoKyMeHTa  (
CBeJleHUl), B
OTBET Ha
KOTOPBIA OBLIT
cthopmupoBaH
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT  (
CBEJICHH)

M.SDE.90007

M.SDE.90008

{2}\.MSG\.[0-
91{3}

csdo:
EDocCodeTyp
e (M.SDT
.90001)
3HadeHue KoJaa
B
COOTBETCTBUHU
c peecTpoMm
CTPYKTYP
3JIEKTPOHHBIX
JIOKYMEHTOB U
CBEICHUM.
[Ta6mon: R(\.[
A-Z1{2}\.[A-Z
H{23\.[0-9]{2})
N\.[0-9]{3}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HaueHue
HUOCHTU(UKATO
pa B
COOTBETCTBUH
¢ ISO/IEC
9834-8.
[Ta6bmon: [O-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
41-[0-9a-fA-F]
{12}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HayeHue
UACHTU(UKATO
pa B
COOTBETCTBHH
¢ ISO/IEC
9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
4}-[0-9a-fA-F]
{12}

0..1



2.

Howmep

1.5. Jata wu BpeMms
3JIEKTPOHHOTO JOKyMeHTa (
CBeZICHUIN)
(csdo:EDocDateTime)

1.6. Kox s361Ka
(csdo:LanguageCode)

3a4dBJICHUA O perucrpanuu

JIEKApCTBEHHOTO TIperapara
(hcsdo:Applicationld)

Jata U BpeMs
co3JaHus
JIEKTPOHHOT'O
nokyMeHTa  (
CBEJICHUI)

KOIOBOE
0003HaueHne
SI3BIKA

HOMEDP
3asBJICHUS Ha
perucTpanuio,
MOTBEPKACHH
€ perucTpanuu
(
nepeperucrpa
Hi0),
BHECCHHE
U3MEHEHHH B
pETUCTPaLNOH
HOE J0Che U
SKCIEPTHU3BI
JIEKapCTBEHHEI
X TpernapaTroB
pighi g
MEIUIMHCKOTO
MIPUMEHECHHUS, a
TaKXKe HHBIX
CBSI3aHHBIX C
peructpanueit
JIeKapCTBEHHBI
X TIpemnapaToB
high O
MEIULUHCKOTO
MPUMEHEHUs
Hpoueayp

MOPSIAKOBBIHN
HOMED
pEerucTpalmoH
HOTO

M.SDE.90002

M.SDE.00051

M.HC.SDE
.00260

bdt:
DateTimeType
(M.BDT
.00006)
O6o3HaueHue
qIaTel H
BpeMEHU B
COOTBETCTBUH
¢ 'OCT UCO
8601-2001

csdo:
LanguageCode
Type (M.SDT
.00051)

JByxOyKBEeHH

1

bl Ko si3b1ka 0.1

B
COOTBETCTBHU
¢ ISO 639-1.
[Tabnon: [a-z]
{2}

csdo:Id50Type
(M.SDT.00093
)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

Mun. mmuHa: 1

Makc. mimHa:
50

hcsdo:
RegistrationNu
mberldType (
M.HC.SDT
.00629)

0.1



3. IopsankoBblil HOMEP PETUCTPALMOHHOTO
yIOCTOBEPEHHS JIEKAPCTBEHHOT'O ITpenapara
(hcsdo:RegistrationNumberld)

4. TocymapcTBO-ulieH, B

KOTOPOM

OCYIIECTBIISIETCS oOpaleHne JIeKapCTBEHHOIO

npemnapara

(hcedo:CountryDrugRegistrationDetails)

4.1. Kox ctpansl
(csdo:UnifiedCountryCode)

a )
Wnentudukar
o p

ynocroBepenu M.HC.SDE
st .00672
JIEKapCTBEHHOT

0 mpernapara

CBEJICHUS O
rocynapcTae-4
JeHe,
HalpaBHUBIIEM
YBEIOMJICHHE
0
HEBO3MOXHOCT

M.HC.CDE

PacCMOTPeHMsL 5 ¢

3asBJICHASA Ha
MpOBeICHUE
npoueayp,
CBSI3aHHBIX C
perucrpanuei
U 9KCIEepPTU30H
JIEKapCTBEHHOT
0 TIperapara

KOJIOBOE
o0003HaUeHHE
rocyaapcTBa-u
JIeHa, B
KOTOPOM
Mpe/IoaracTc
s1 obpareHue
JIEKAPCTBEHHOT
0 mperapara

M.SDE.00162

o6o3HaueHHe
CIIpaBOYHHKA (
KJIACCH(PUKATO

pa), B

Hopmanuszosa 0..1

HHas CTpOKa
CHMBOJIOB.

[a6mon: \d{6
H

hccdo:
CountryDrugR
egistrationDeta
ilsType (
M.HC.CDT
.00295)
Omnpenensercs
o0acTamu
3HAUYCHUU
BJIOXCHHBIX
3JIEMEHTOB

csdo:
UnifiedCountr
yCodeType (
M.SDT.00112)
3HadyeHHUE
IBYXOYKBEHHO
ro Kojga
CTpaHbl B
COOTBETCTBUH
c o
CIPaBOYHUKOM
(
KJIACCH(HUKATO
pom),
UACHTU(UKATO
P KOTOpOTro
omnpenencH B
atpubyre
Unentuduxat
o p
crpaBoYHUKa (
KJIACCH(PHUKATO
pa)".
[abmon: [A-Z
{2}

csdo:
ReferenceData
IdType (
M.SDT.00091)



CIIpaBOYHHKA ( COOTBCTCTBUU -
KJ'IaCCI/I(I)I/IKaTO C KOTOpbIM

pa)
(aTpubyT
codeListld)

4.2.
rocymapcTBa-4ieHa
(hcsdo:CountryKindCode)

Kon ponu

5. Kox npuuuHb
paccMOTPEHUS 3asBICHUS

HECBO3MOXHOCTH

(hcsdo: ApprovallmpossibilityReasonCode)

6. [Ipumeuanue
(csdo:NoteText)

7. CBeneHHs O TOKYMEHTE PErHCTPAllMOHHOTO

Joche (aerna)
(hcedo:RegistrationDossierDocDetails)

Hopmanuzosa |
HHas CTPOKa

yKazaH KOJ[ CHMBOJIOB.
MuH. muHa: 1
Makc. mmHa:
20
hcsdo:
CountryKindC
KgHOBoe odeType (
o0003HaueHne M.HC.SDE M.HC.SDT
poH 00510 .00204)
rocynapcTBa-u
Hopmanuzosa
JIeHa
HHasg CTpOKa
CHMBOJIOB
KOJOBOE
0003HaUYeHne
MPUYUHBI
HEBO3MOYKHOCT
csdo:
" Code2Type (
PaccMOTpeHHA M.SDT.00170)
3asgBieHusg Ha M.HC.SDE
Hopmanuzosa 0..1
nposeaeHue  .00488
poten HHas CTpOKa
P yps CHMBOJIOB.
CBSI3aHHBIX C
N Juna: 2
peructparuei
U DKCIEPTU30U
JICKapPCTBEHHOT
0 mpermapara
csdo:
Text4000Type
(M.SDT.00088
JIOTIOJTHUTEIbH )

i Crtpoka
o . M.SDE.00076 P 0.1
MMOSICHSFOIIM CHMBOJIOB.
TEKCT MuH. mmuHa: 1

Makc. mmHa:

4000

hcedo:

RegistrationDo

ssierDocDetail
cBeleHus o0

sType (
N3MCHCHHOM M HC CDE MHCCDT
JIOKYMCHTE .HC. 00023) 0. *
peructpanuox .00044

Omnpepensiercs
HOro Jgocke (

o0nacTaMu
nena) .

3HAYCHUU

BJIOXEHHBIX

3JIEMEHTOB
MpU3HAK,

OTIPEACIISAIOIIH



u

7.1. Ilpu3HaK IPUHAUICKHOCTH pHHAUIEKHO

JOKYMCHTaA

PETUCTPALIIOHHOMY JJOChE

(hcsdo:

RegistrationFileIndicator)

K

7.2. Homep nmokymeHTa

(csdo:Docld)

7.3. HamMmeHOBaHHE TOKYMEHTa
(csdo:DocName)

7.4. Kom Buaa OOKyMeHTa
PETHCTPAIIMOHHOTO JIOChe Ha
JICKapCTBEHHBIN Tpenapar

(hcsdo:

DrugRegistrationDocCode)

CTh TOKYMEHTa
K
perUCTpanoH
HOMY J0che: 1
— JOKYMEHT
PETUCTpaLOH
HOro mocke; 0
— JOKyMEHT
peTUCTpaoH
HOTO Jieja

HOMED
JOKYMEHTa

peructpauron M.SDE.00044

Horo gena (
JIOCHE)

HanMMEHOBaHME
JIOKyMEHTa

peructpanron  M.SDE.00108

Horo gena (
JI0Che)

KOJO0BOE
o0o3HaueHNE
BUIA
JOKyMEHTa
pEerucTpanroH
HOT'O J1I0ChE Ha
JIeKapCTBEHHBI
1 mpemnapar

M.HC.SDE
.00527

M.HC.SDE
.00098

bdt:
IndicatorType
(M.BDT
.00013)

OxHo W3 OBYX
3HayeHuu: "
true" (uctuHa)
n "false" (
JIOKb)

csdo:1d50Type
(M.SDT.00093
)
Hopmanuzosa
HHasi CTpPOKa
CHMBOJIOB.

Mus. muHa: 1

Makc. mimHa:
50

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.
MuH. guHa: 1

Makc. mmHa:
500

hcsdo:
DrugRegistrati
onDocCodeTy
pe (
M.HC.SDT
.00022)
3HaueHue Koaa
BHIA
IOKyMEHTa B
COOTBETCTBUH
c o
CIPaBOYHUKOM
(
KJIACCH(HUKATO
pom),
UACHTU(UKATO
P KOTOpOTO
ompejiesieH B
atpudyre
Unentuduxat

"

1

0.1

0..1

0..1



a )
Unentuduxar
o p
CIpaBOYHHUKA (
KJIaCCU(PUKATO
pa)

(aTpubyT
codeListld)

7.5. HauMmeHoBaHue BuIa
IOKYMEHTa PETUCTPALHOHHOTO
JI0CbE€ Ha JE€KapCTBEHHBIN

npemnapar
(hcsdo:

DrugRegistrationDocName)

7.6. Kox Buma nokyMeHTa
PETUCTPAIMOHHOTO Jejia Ha
JIEKapCTBEHHBIU IIpenapar

(hcsdo:

DrugRegistrationFileCode)

0003HauCHHE
CIIpaBOYHHKA (
KJIACCH(HUKATO
pa), B
COOTBECTCTBUU
C KOTOPBIM
yKa3aH KOJ{

HaNMEHOBaHNE
BuUaga
JIOKYMEHTa
PErucTpaLroH
HOTO J0ChE Ha
JIEKapCTBEHHBI
1 mpenapar

KOJIOBOEC
0003HaYCHHUE
BH A
JIOKYMEHTa
pEeTHCTpaOH
HOTO jena Ha
JIeKapCTBEHHBI
i mpenapar

M.HC.SDE
.00789

M.HC.SDE
.00528

o p
CIpaBOYHHKA (
KIJIACCU(PHUKATO
pa)".
Mun. anuna: 1

Makc. mimHa:
10

csdo:
ReferenceData
IdType (
M.SDT.00091)
Hopmanuzosa
HHas CTpOKa
CHMBOJIOB.
MuH. guHa: 1

Makc. miuHa:
20

csdo:
Name500Type
(M.SDT.00134
)
Hopmanu3zosa
HHas CTpOKa
CHMBOJIOB.

MuH. mmuHa: 1

Makc. mimHa:
500

hcsdo:
DrugRegistrati
onFileCodeTy
pe (
M.HC.SDT
.00024)
3HaueHue Koaa
BUIA
JOKYMEHTa B
COOTBETCTBHH
c o
CIPaBOYHUKOM
(
KJIACCH(PHUKATO
pom),
UACHTU(UKATO
P XOTOpoTro
ompejeneH B
atpudyrte
Wnenrudurar
o p

"

0.1

0..1



cnpaBoYHHKA (
KIIACCU(HUKATO

pa)n.
Mun. mmHa: 1

Makc. mimHa:

10
csdo:
) ReferenceData
a
S P—— 0003HaYEHHE IdType (
R CIIPaBOYHHKA ( M.SDT.00091)
P KIIACCH(PHUKATO Hopmanuszosa
CrpaBOYHHUKA (
pa), B - HHasg cTpoka 1
Kiaccuuraro
2) COOTBETCTBHHU CHUMBOJIOB.
P ¢ KOTOpBIM Mun. anuna: |
(arpubyt Ka3aH KOJI
codeListld) Y
Makc. miuHa:
20
csdo:
Name500Type
HaNMEHOBAHIE (M.SDT.00134
7.7. HaumeHoBaHue BHIa )
JIOKYMEHTA PErUCTPaHOHHOTO puaa HopMasosa
Jela Ha JIEKapCTBEHHBIN AOKyMeHTa M.HC.SDE P
perucTpamnuon HHasg cTpoka (..1
mpernapar .00901
HOTO Jejia Ha CHUMBOJIOB.
(hcsdo:
. . . JIEKapCTBEHHBI MuH. gnuHa: 1
DrugRegistrationFileName) .
il mpemnapar
Makc. miuHa:
500
bdt:DateType (
M.BDT.00005
JaTa BbIIAYH )
7.8. Jlata TOKyMeHTa FIOKYMEHTa O603HauyeHNE
. peructpanmnon M.SDE.00045 1
(csdo:DocCreationDate) oaTe B
Horo gena (
H0cke) COOTBETCTBHHU
¢ 'OCT UCO
8601-2001
qarTa bdt:DateType (
HCTEUYECHHUS M.BDT.00005
7.9. lata ucTeueHHUs CpokKa Cpf)Ka 3)6
JIeHCTBUS JOKYMEHTA AlenCTBIA M.SDE.00052 OSHAACHIE 1
OKyMEHTa
(csdo:DocValidityDate) HOKY Aatet B
perucTpanvuon COOTBETCTBHU
Horo jgena ( ¢ 'OCT UCO
JIOChE) 8601-2001
csdo:
Name300Type
HaMMEHOBaHUE (M.SDT.00056
OpraHusalluy, )
7.10. HaumenoBanue BBIZABIIEH Hopwmanusosa
XO3SMCTBYIOIIETO CYOBEKTA JOKYMEHT M.SDE.00187 HHas CTpokKa (.1

(csdo:BusinessEntityName) perucTpanvuon CHUMBOJIOB.



7.11.
JIOKyMEHTa

(hcsdo:
DrugAttributeEnumText)

OnucaHue 3JIeMEHTa

a) Konx Bupga
JJIeMEeHTa
JIOKyMEHTa
(aTpubyr
DrugAttribute

KindEnumCod

e)

6 )
HanmeHnoBanu
e BH]A
JJIeMEcHTa
JIOKyMEHTa
(aTpubyT
AttributeKind
Name)

7.12. JlokyMeHT B OHHapHOM
¢dopmare
(hcsdo:DocCopyBinaryText)

Horo jgena (
JI0ChE)

ONMCaHUE

npononautesibH M.HC.SDE
oro mpusHaka .01436
JIOKYMCHTa

KOIOBOE
0003HaUYCHUE
BHUJOa
JOIIOJTHUTCJIbH
Oro INpH3HaKa -
JTOKYMEHTa
pEerucCTpanuoH
Horo penma (
JIOCHE)

HANMMCHOBAHHEC
BHUOa
JIOTIOJTHUTEITBH
Oro TpH3HaKa
JOKYMEHTa
perucTpanuon
Horo jpena (
JIOCHE)

JOKYMEHT
peruCTpannuoH
Horo jpena (
nocbe) B

¢dopmare PDF

M.HC.SDE
.01435

MuH. mmuHa: 1

Makc. mmHa:
300

hcsdo:
AttributeTextT
ype (
M.HC.SDT
.00215)
Crtpoxka
CHMBOJIOB.

Mun. mmmHa: 1

Makc. mimHa:
4000

csdo:
Codel0Type (
M.SDT.00179)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

Mun. muHa: 1

Makc. mmHa:
10

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHasi CTpoOKa
CHUMBOJIOB.
Mumn. nnuna: 1

Makc. miuHa:
500

csdo:
BinaryTextTyp
e (M.SDT
.00143)
Koneunas
MoCJIeI0BaTeN
BHOCTH
JIBOUYHBIX
OKTETOB (
0aiToB)

csdo:
MediaTypeCo
deType (
M.SDT.00147)
3HayeHue Koaa
B

0..*

0.1

0..1

0..1



a) Kog
dbopmara
JIAHHBIX
(atpubyr

mediaTypeCod

e)

7.13. XML-nokyMeHT
(ccdo:AnyDetails)

7.13.1.

XML-nokymeH
T

T

7.14. TlocnenoBaTenbHOCTH
MIPEICTaBIICHUS JOChE
(hcsdo:
SubmissionSequenceCode)

7.15. ATpuOyT omnepauun

(hcsdo:OperationAtributeCode)

7.16. HammeHOBaHNE aKTHBHOM

bapMaieBTUYCCKOMN
cyOcTaHIUN

KOJIO0BOE
0003HaUYeHUE -
dbopmaTta
JAHHBIX

JOKYMEHT
perucTpanvuoHn

Horo gena ( M.CDE.00081
Jocbe) B

¢dopmare XML

COICPKUMOE
XML-nokymen

a -
MPOU3BOJILHON
CTPYKTYpBI

NIOPSAKOBBI
HOMEp B
nocnegoBaten M.HC.SDE

BHOCTH .00102

MIPEICTaBICHU

s1 JOChE

cBeneHus o0

omepaluu,

BeimosiHsIeMor M.HC.SDE

Hajmj .00103

JOKYMEHTOM

JIOChE

HauMEHOBaHHE

aKTUBHOM M HC.SDE
.00620

COOTBETCTBHHU
cC O 0..1
CIIPaBOYHHUKOM
¢dbopmaTtoB
NaHHBIX.

Mun. muHa: 1

Makc. mmHa:
255

ccdo:
AnyDetailsTyp

e (M.CDT
.00086)
Ompenensiercst 0..1
obmacTaMu
3HAYCHUM
BJI0KEHHBIX
3JIEMEHTOB

TIPOU3BOJIbHBIN
3JIEMEHT.
IIpocrpancTBo
HMeH: mroboe.  1.*
Banupanmus:
MPOBOJIUTCS
Bcerga

csdo:

Codel0Type (
M.SDT.00179)
Hopmanuszosa
HHad CTpOKA |

CHMBOJIOB.

Mun. mmHa: 1

Makc. mimHa:
10

csdo:
Code20Type (
M.SDT.00160)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

0..1

Mun. mmHa: 1

Makc. mimHa:
20

csdo:
Name500Type
(M.SDT.00134

)

Hopmanuzosa
HHasi CTpoka ().]
CHMBOJIOB.



(hcsdo:ActiveSubstanceName)

7.17.

BCIIOMOT'aTCJIbHOTI'O BEIICCTBA,

BXOOAUIICT O

B

HaumenoBanue

cocTaB

JIEKapCTBEHHOTO MpernapaTa

(hcsdo:

AuxiliarySubstancName)

7.18.

(hapMaleBTUIeCKOr0 MPOAYKTAa

HaumenoBanue

(hcsdo:DrugProductName)

(apmaneBTHYE
CKOH
cyOcTaHIn

HaMEHOBaHHUE
BCIIOMOTaTelb
HOT'O BeIeCTBa
, BXOISIIETO B
cocTasB
JIEKapCTBEHHOT
0 mpermapara

HAMMCHOBAHHEC
(apmaneBTHYE
CKOTO
IpPOAYKTa

7.19. Onucanue mokKa3aHHM K omNucaHue

MIPUMEHEHHIO

(hesdo:IndicationText)

7.20.
MIPOU3BOAUTENS

HaumenoBanue

(hcsdo:ManufacturerName)

MOKa3aHus K
MIPUMEHEHHUIO

HaMMCHOBAHUEC
MMPOU3BOAUTECIT
A

M.HC.SDE
.00044

M.HC.SDE
.00252

M.HC.SDE
.00079

M.HC.SDE
.00235

MuH. mmuHa: 1

Makc. mmHa:
500

csdo:
Name500Type
(M.SDT.00134
)
Hopmanuzosa
HHasg CTpOKa
CHMBOJIOB.

Mun. mmmHa: 1

Makc. mimHa:
500

csdo:
Name250Type
(M.SDT.00068
)
Hopmanuzosa
HHasi CTpOKa
CHMBOJIOB.

Mus. mmuHa: 1

Makc. jumiHa:
250

csdo:
Text4000Type
(M.SDT.00088
)

Ctpoka
CHMBOJIOB.
MuH. gnuHa: 1

Makc. miuHa:
4000

csdo:
Name300Type
(M.SDT.00056
)
Hopmanuszosa
HHasi CTpoOKa
CHMBOJIOB.

Mun. mmHa: 1

Makc. mimHa:
300

0..1

0..1

0..1

0.1



31. Onucanue CTPYKTYphl 3IEKTPOHHOrO noKyMeHTa (cBenenuit) "CocrosiHue

aKTyaIM3allid eIWHOTO peecTpa 3aperHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB
EBpasuiickoro sxoromuueckoro coroza" (R.HC.MM.01.007) npuBeneno B Tabmure 23.

Taomuna 23

Ommcanue CTPYKTYPHI JJIEKTPOHHOT'O TOKyMeHTa (cBeqieHmit) "CocTosHNe aKTyaM3anuy €IUHOTO
peecTpa 3aperuCTpHPOBAaHHEIX JIEKapCTBEHHBIX CpeACTB EBpasuiickoro SkOHOMHIeCKOro cor3a" (

R.HC.MM.01.007)

Ne /it
1

O0o3HauyeHne dJIEMEHTA

2

Nwms

Wnentudukatop

Bepcus

Omnpenencare

Wcnoap3oBanue

Unentudukarop mnpocrpaHcTBa
HUMEH

Kopuesoit
XML-nokymeHTa

QJICEMCHT

Nwms daiina XML-cxeMbr

Onucanue
3

COCTOSIHME aKTyallU3alud €JUHOTO
peecTpa  3aperHCTPUPOBAHHBIX
JCKapCTBEHHBIX CpeacCTB
EBpa3uiickoro 3KOHOMHYECKOTO
cor03a

R.HC.MM.01.007
1.0.0

CBEJICHUS s aKTyaJlu3aluu
€IMHOTO peecTpa
3apEeruCTPUPOBAHHBIX
JICKapCTBEHHBIX CpEacCTB
EBpa3zuiickoro 3KOHOMHYECKOrO
COI03a

UCIIONB3YETCsl [ 3ampoca
AKTYaJIbHBIX niun IMOJIHBIX (
U3MECHEHHBIX, OOHOBJICHHBIX)
€IMHOTO peecTpa
3aperucTpUpPOBAHHBIX
JIEKapCTBEHHBIX cpencTB
EBpa3uiickoro 3KOHOMHYECKOTO
cor03a

urn:EEC:R:HC:MM:01:
DrugRegistrationStatusDetails:
v1.0.0

DrugRegistrationStatusDetails

EEC_ R HC MM 01 _
DrugRegistrationStatusDetails_v1.0.
0.xsd

32. UmnopTtupyembie MPOCTPAHCTBA UMEH MTPUBEJEHBI B TA0IUIE 24.

Tabmuma 24

HMmopTapyeMEle IPOCTPaHCTBa HMEH

Ne i/t

1

Wnentudukatop mpocTpaHCTBA
HUMECH

2

IMpeduxc

3



urn:EEC:M:ComplexDataObjects:

! VX.X.X cedo

) urn:EEC:M:HC: heedo
ComplexDataObjects: vX.X.X
urn:EEC:M:HC:SimpleDataObjects:

3 VXX X hcsdo
urn:EEC:M:SimpleDataObjects:

4
VXXX esdo

CumBonsl "X.X. X" B UMIIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3ucHON MOJeNM JaHHBIX M MOJENH JaHHBIX TNPEeAMETHOW 001acTu,
UCIIOJIb30BAHHBIX IpU pa3pabOTKE TEXHUYECKOM CXEMBbl CTPYKTYpPbl 3JIEKTPOHHOI'O
JOKyMEHTa (CBeJEeHUI) B COOTBETCTBMM C IyHKTOM Pemenuss Komnerun EBpaszuiickoit
HKOHOMHUYECKON KOMHUCCUH OT 25 okTa0pst 2016 1. No 122 .

33. PexkBU3UTHBIN COCTaB CTPYKTYPHI JJIEKTPOHHOTO JOKyMeHTa (cBenenuil) "CocTosiHue
aKTyaJIM3allud €IMHOTO peecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpazutiickoro axonomuueckoro cor3sa" (R.HC.MM.01.007) npuBenex B Tabnuiie 25.

Tabmuua 25

PexBU3UTHEI COCTaB CTPYKTYPHI DJIEKTPOHHOTO TOKyMeHTa (cBeaeHuit) "CocTosHue
aKTyaJM3anyy eJUHOTO PEeCTpa 3aperuCTPUPOBaHHEIX JIEKAPCTBEHHEIX cpeacTB EBpasuiickoro
skoHOMHYIeckoro coro3a" (R.HC.MM.01.007)

Mmst pexBusuTa Omncae Hnentnguiar Tun nanHelx  MH.
PpEeKBU3MUTA op
ccdo:
COBOKYITHOCTh EDocHeaderT
TEXHOJOTHYECC ype (M.CDT
1. 3aroioBOK 3JIEKTPOHHOIO K U X .90001)
JOKYMEHTa (CBEIECHUH) pexkBuzutoB  M.CDE.90001 Omnpenensiercs 1
(ccdo:EDocHeader) AJIEKTPOHHOTO o6nactamMu
IoKyMeHTa  ( 3HAaYEHU N
CBEJICHUHN) BJIOKEHHBIX
AIIEMEHTOB
csdo:
InfEnvelopeCo
deType (
M.SDT.90004)
3HayeHne Koma
1.1. Kogxg B
COOOIIEHNS KOJOBOE COOTBETCTBUU
obmero o0o3HaueHHne c
nporecca coobmennss  M.SDE.90010 Permamentom |
(csdo: obmero HH(OPMALIHOH
InfEnvelopeCo npouecca HOTO
de) B3aUMOJICUCTB
us.
[Tabmon: P\.[

A-Z]{2}\.[0-9]



1.2. Kogxg
SIIEKTPOHHOTO

TOKyMeHTa  (

CBEJICHUH )

(csdo:
EDocCode)

1.3.
Wnentuduxar
o p
JJIEKTPOHHOTO
JIOKyMEHTa
CBEJICHUT)
(csdo:EDocld)

1.4.
Wnentuduxar
Op MCXOIHOTO
JIEKTPOHHOT'O
JIOKyMEHTa
CBEJICHUT)
(csdo:
EDocRefld)

(

(

KOJI0BOE
o0o3HauCHNE
AIIEKTPOHHOTO
JOKyMeHTa (
CBEJICHUH) B

cootBerctBH  M.SDE.90001

C peecTpoM
CTPYKTYp
SIEKTPOHHBIX
JIOKYMEHTOB U
CBEACHUM

CTpOKa
CHMBOJIOB,
OJTHO3HAYHO
UACHTADULIND
yiomas
3JIEKTPOHHBIN
JOKyMeHT  (
CBEJICHUS)

HIOCHTA(DUKATO
p
3JIEKTPOHHOTO
JOKyMeHTa (
CBEJICHUH), B
OTBET Ha
KOTOPBIH OBLI
chopMupoBaH
NaHHBIHA
3JIEKTPOHHBIN
JOKyMeHT  (
CBE/ICHUS)

M.SDE.90007

M.SDE.90008

{21\.MSG\.[0-
91{3}

csdo:
EDocCodeTyp
e (M.SDT
.90001)
3HaueHue Koja
B
COOTBETCTBUU
C peecTpoM
CTPYKTYp
AJIEKTPOHHBIX
JIOKYMEHTOB U
CBCICHHUM.
Ma6mon: R(\.[
A-Z1{2}\[A-Z
1{2)\[0-91¢2})
N.[0-9]{3}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HadueHHUE
HUACHTU(DHUKATO
pa B
COOTBETCTBHHU
¢ ISO/IEC
9834-8.
[Ta6mon: [0-
9a-fA-F1{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
41-[0-9a-fA-F]
{12}

csdo:
UniversallyUni
queldType (
M.SDT.90003)
3HaueHue
UACHTU(DUKATO
pa B
COOTBETCTBHHU
¢ ISO/IEC
9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[
0-9a-fA-F]{4}
-[0-9a-fA-F]{4
}-[0-9a-fA-F]{
4}-[0-9a-fA-F]
{12}

0.1



1.5. Hara u
BpeMms
ANIEKTPOHHOTO
IoKyMeHTa  (
CBEJICHUT)
(csdo:
EDocDateTim

e)

1.6. Kox s3b61Ka
(csdo:
LanguageCode

)

2. Jlata u BpeMsi OOHOBJICHUS
(csdo:UpdateDateTime)

3. Kon ctpanst

(csdo:UnifiedCountryCode)

JlaTa U BpeMs
CO3JaHus
3JIEKTPOHHOTO
JIOKyMEHTa
CBEJICHUIN)

KOJOBOE
o0o3HaueHUE
SI3bIKA

Jara u BpeMs
00OHOBIICHUSA
oburero

pecypca
peecTtpa,

M.SDE.90002
(

M.SDE.00051

( M.SDE.00079
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it i ji BIX 3aIHCEH, M.BDT.00022
7. IopsikoBbli HOMEp NEpBOM M.HC.SDE

3aIHCH OTCUYUTHIBACM ) 0.1 "
(hcesdo:RecordOrdinal) wit or 0, 00236 Henoe

HauWHas C MOJIOXUTEIBHO

KOTOpOi OyneT € 4YHCJI0 B

(hopMupoBaThC JIeCATUYHON

s OTBETHOE cucreme

cooOIIeHIe CUHCJICHUS

5. Topsmok mpucoenuHeHus K ooOmemy mporeccy "d@opMupoBaHHE, BEACHHUE U
UCIIOJB30BAaHUE E€IMHOIO pPEeecTpa 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
EBpa3uiickoro 3K0HOMHUYECKOT0 COK03a", yTBEPKACHHBIN yKa3aHHBIM PerenneM, n3noKnuTh B

CIEYIOIIEN peNaKIIu:
"VTBEPXXIEH
Pemennem Komnernn

EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU

ot 25 okTsa0ps 2016 . Ne 122

(B penakuuu Pemenns Komnerun

EBpa3uiickoii 5KOHOMUYECKOH KOMUCCUH

ot 19 ampenst 2022 1. Ne 67)

ITopsamox mpucoenuHaeHn K 06meMy mpomneccy "®opMupoBaHHe, BeleHAE H UCIIOIH30BaHHE
eIMHOTO PeecTpa 3aperuCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPeAcTB EBpasuiickoro 3KOHOMHIECKOTO
coro3a"

I. O6nme monoxeHus

1. Hacrossmumii [lopsimok pa3paboTaH B COOTBETCTBUU CO CIEAYIONIMUMH aKTaMU,
BXOJIAIMMU B IpaBo EBpa3uiickoro sSKOHOMUYECKOT0 coro3a (nanee — Coro3):

Jorosop o EBpa3zuiickom 3KOHOMUYECKOM cor03¢e oT 29 mas 2014 rona;

CornanieHue o eIMHBIX MPUHIMIAX U MpaBUaX OOpallleHus JEKapCTBEHHBIX CPEJICTB B
pamkax EBpa3uiickoro 3KOHOMHYECKOro coro3a ot 23 nexadbps 2014 roaa;

Pemenue Briciiero EBpasuiickoro skonomuyeckoro coera ot 23 nekadbps 2014 r. No
108 "O peanuzauuu CoriamieHus O €JUHBIX NPUHUUIAX W MpaBUiiax oOpalleHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3suiicKoro 3KOHOMUYECKOT0 COro3a';

Pemenue Cosera EBpasuiickoil s3koHOMUYecKOi KoMuccuu oT 3 HosiOpsa 2016 1. Ne 78 "O
[IpaBuiax perucTpanv M SKCHEPTU3bI JIEKAPCTBEHHBIX CPEJICTB ISl MEIULMHCKOIO
NpUMEHEHHUS";

Pewmenne Komnernn EBpazuiickoil s3koHOMUYecKol komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJIOIMYECKUX JOKYMEHTaX, PErilaMEHTUPYIOLUINX UH(POPMAIIMOHHOE B3aUMOIEHCTBHE
IpU peanu3aluu CpelCcTBaMU UHTErPUPOBAHHOW MH(POPMALIMOHHONW CUCTEMbl BHELIHEH U
B3aMMHOM TOPTOBIU OOLTUX MPOIECCOB";

Pemenne Konnernn EBpasuiickoil 5xoHOMUYecKoi koMuccuu oT 27 ssHBaps 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHA JAaHHBIMH B HWHTETPUPOBAHHOUN
MH(OPMAIIMOHHON CUCTEME BHEUTHEN U B3aUMHOW TOPTOBIH";



Pemennie Komnerun EBpazuiickoii skoHoMHuueckoil komuccuu ot 14 anpenst 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamKkax EBpasuiickoro 3KOHOMHUYECKOTO CO03a U BHECCHUU
m3meHenus: B Pemenne Komnerun EBpasuiickoil skoOHOMHYECKOW KomMuccuu oT 19 aBrycra
2014 r. Ne 132";

Pewenne Komnernn EBpa3zuiickoil 3xoHOMHUYECKOW Komuccuu oT 9 utonsd 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3AIMU, TAPMOHU3AIMUA U OMUCAHUS OOIIUX MPOIECCOB B
paMKax EBpa3uiicKOro 3JKOHOMHYECKOTO COr03a'";

Pemenue Konnerun EBpasuiickoit axoHoMHueckoit komuccuu ot 28 ceHtsiops 2015 r. No
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMHU IpU
TPAaHCTPAHUYHOM B3aUMOJIECTBUM OPraHOB rOCYJaPCTBEHHOM BJIACTH FOCYJapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMHUYECKOM
KoMHuccuen".

II. O6nacTh npMeHEHUS

2. Hactosimuit [Topsimok onpenensieT TpeOOBaHUSL K COCTABY U COJICPKAHUIO MIPOLEYP
BBEJCHUSI B JeicTBUE obOmiero mpoiecca "®opMupoBaHue, BEJICHUE U HCIOJIb30BaHUE
€IMHOT0 peecTpa 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro
skoHOMHUYeckoro corosa" (P.MM.01) (manee — oOmmii mporecc) U MPUCOESTUHEHHUS] HOBOTO
y4acTHHUKa K OOIleMy IMpoleccy, a Takxke TpeOOBaHUS K OCYIIECCTBISEMOMY MPHU HX
BBITIOJIHEHUH MH(DOPMAITMOHHOMY B3aMMOICHCTBHIO.

III. OcHOBHEIE TOHATHA

3. lnsa mener Hacrosimero Ilopsiika MCMOJIB3YIOTCS MOHATHSA, KOTOPBIE O3HAYAKOT
CIEeYIOIICE:

"TOKYMEHTBI, IPUMEHSIEMbIE TIPU 00eCreueHUN (PYHKIIMOHUPOBAHUS WHTETPUPOBAHHOM
CUCTEMBI' — TEXHUYECKHE, TEXHOJOTMYECKHE, METOJAMYECKHE U OpPraHU3al[MOHHBIE
NOKYMEHTHI, NpeayCMOTPEHHBIE IIYHKTOM 30 [IpoTokona 00
UH()OPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTHSIX U MH(POPMAIIMOHHOM B3aUMOJICHCTBUU
B pamkax EBpasuiickoro skoHoMuueckoro coro3a (mpuioxkenue Ne 3 k JloroBopy o
EBpazuiickom s3xoHOMUYECKOM cor03e oT 29 mast 2014 roxa);

"TEeXHOJIOTUYECKNE TOKYMEHTHI' — TOKYMEHTBI, BKJIIOUEHHBIE B TUIOBOM NEpPEUYCHb
TEXHOJOTMYECKUX JTOKYMEHTOB, PErilaMeHTUPYIOUX HHGOPMALIMOHHOE B3aWMOJICUCTBUE
npy peanus3anuu OO0IIero mpoiiecca, npeaycMoTpeHHbid nyHktoMm 1 Pemenust Komnerun
EBpazuiickoil s5koHOMUYecKoi komuccuu ot 6 HosiOpst 2014 r. Ne 200.

WNuble noHATHS, UCTIONB3yEMbIE B HacTodleM [lopsnke, IpUMEHSAIOTCA B 3HAYEHHUSIX,
onpeaesieHHbIX TyHKTOM 4 [lpaBuin uHpOpMaIMOHHOTO B3aUMOJICUCTBUS MIPHU peaau3aluu
CpelICTBaMH MHTETPUPOBAHHOU HH(POPMAIIMOHHON CUCTEMBI BHEITHEN U B3aMMHOUW TOPTOBIIN
obmero mnpouecca "®dopMupoBaHue, BEIEHHME M UCIOJIb30BAHUE E€IMHOTO peecTpa



3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeICTB EBpa3smiickoro 3KOHOMHYECKOTO coro3a',
yTBepkAeHHbIX Pemennem Komnerun EBpasuiickoli 3KOHOMHUYECKONM KOMHUCCUU OT 25
okTsi0pst 2016 1. Ne 122 (manee — [IpaBuina nuHPpOPMAIIMOHHOTO B3aUMOICHCTBUS).

IV. YuacTaukH B3auMOOeHCTBHAS

4. Ponm y4YaCTHHUKOB B3aWMOJECWCTBHUS IPU BBINOJHEHUH HMH HOPOLEAYD,
IpeayCMOTPEHHBIX HacTosuM [lopsiikom, npuBeaeHsl B Tabauiie 1.
Tabnuua 1

Pomi y9acTHHKOB B3aUMOAEHCTBUS

Y4acTHUK,
Ne /it HanmvenoBanue ponu Onucanue ponu .
BBINOJIHSAIOUIUHA POJIb
[Ipucoenuustomuics BBIIIOJIHSIET MPOLEAYpPHl, YIOJHOMOYEHHBIH OpraH
1 y4yacTHHK  oOmiero IpelyCMOTpPEHHEIE rocyiapcrsa — wWiICHa
mporiecca HactosmuM [lopsakom Coroza
KOOPAHHHUPYET
BBIIIOJIHEHUE IIPOILIET EBpasuiickasa
2 AJMUHHUCTpPATOP P M P
IpenyCMOTPEHHBIX 9KOHOMHYECKass KOMUCCHUS

HactoawuM Ilopsaxom

OCYUIECTBISIET
B3aHUMOJIEHCTBHE B
COOTBETCTBUHU C
TEXHOJIOTUUYECKUMHU yHOJ‘IHOMO‘IeHHHﬁ Oopran
JOKYMEHTaMH U y4acTBYET rocyjapcTBa — 4YJIeHA
VyacTHHK obmrero Y M Y yaap
3 B TECTUPOBAHUHU Coro3a,
npoiecca .
HHPOPMAIHOHHOTO EBpa3suiickas
B3aMMOJEHCTBUA C 3KOHOMHUYECKAA KOMUCCHUA
NPUCOEUHSIOIIUMCS
YY4aCTHUKOM  OOIIero
npoiiecca

V. Breaenue ob6miero mporecca B IeiCTBHE

5. C patwl Berymienus: B cuity Pemenust Konnerun EBpa3uiickoil 5KOHOMHYECKOI
KoMuccuu OT 25 okTsa6ps 2016 1. Ne 122 "O TEeXHOJIOTHUECKUX JOKYMEHTaXx,
pErIAMEHTUPYIONINX WH()OPMAIIMOHHOE B3aMMOJCHCTBUE TPH pEeaTU3alNi CPEIACTBAMHU
MHTETrPpUPOBAHHON MH(OPMAIMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPTOBIM OOILETO
npouecca "®dopmupoBaHME, BEIEHHME U HCIOJb30BAHHE E€JAUHOrO peecTpa
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3MiiCKOrO0 SKOHOMHUYECKOTO COro3a'
rocynapctsa — ujienbl Coro3a (Jajiee — rocyAapCcTBa-4JieHbl) Mpy KoopauHauu EBpazuiickoit
HPKOHOMHUYECKON Komuccuu (nanee — KoMmuccus) mpUCTYalT K BBIMOIHEHUIO MTPOIIEAYPHI
BBEJICHUS B JICUCTBUE 00I1IETO Ipoliecca.



6. [lns BBeAeHUs B AeicTBHE OOIIEro mpoiecca rocyapCcTBaMu-4ieHaMu JOKHbBI ObITh
BBINTOJIHEHBI HEOOXOAMMBIE MEPONPUSATHUS, ONPEEICHHbIE MPOUEAYPON NPUCOECTUHEHUS K
o01eMy MpoIeccy B COOTBETCTBHH ¢ pazzaenoM VI Hactosimero ITopsaka.

7. Ha ocHOBaHMM PEKOMEHJAIMNA KOMHUCCUU MO MPOBEACHUIO MEXKIOCYJaPCTBEHHBIX
UCIBITAHUN WHTETPUPOBAHHON MHPOPMAITMOHHON CUCTEMBI BHEIIHEH U B3AaUMHOM TOPTOBIH
Komnerus Komuccun npuHuMaeTr pacnopsikeHUe o BBEACHUH B IHCTBHE OOIIETo Mpolecca.

8. OcHOBaHHMEM JUIS TNPUHATHS PEKOMEHIALUMU KOMHMCCHUU IO IPOBEICHUIO
MEXTOCYAapCTBEHHBIX UCIIBITAHUI WHTETPUPOBAHHON MH(GOPMAIIMOHHON CUCTEMbI BHEIIIHEH
Y B3aMMHOI TOPTOBJIM O TOTOBHOCTH OOILErO MPOIECCa K BBEICHUIO B JCHCTBUE SBISIOTCS
PE3yNbTAThl TECTUPOBAHKS HH(POPMAIIMOHHOTO B3aMMOICHCTBHS MEX Ty HH(GOPMAIIMOHHBIMU
CHUCTEMAMU BCEX TOCyIapCcTB-wieHOB U KoMuccuu.

VI. Omcanne npouexypsl IPUCOCAUHEHUA

9. Ilocne BBeneHUs B IeicTBUE OOIIETO Mpoliecca K HEMY MOTYT NMPUCOEAUHATHCS HOBbIE
YYaCTHHUKH TTyTEM BBITOTHEHUS TIPOIEYPhl MPUCOSANHEHUS K 00IIEMY TPOIIECCy.

10. Jlnst mpucoeMHeHus K o0IIeMy MPOIECCY MPUCOSAUHSIONUMCS YYACTHUKOM OOIIETO
mporiecca JOJDKHBI OBITh BBITIOJTHEHBI TPEOOBAaHUS JOKYMEHTOB, NMPUMCHSIEMBIX IPH
obecnieyeHnn (DYHKIMOHHPOBAHUS HWHTETPUPOBAHHON CHUCTEMBI, TEXHOJIOTUUYECKUX
JOKYMEHTOB, a Takxke TpeOoBaHUA 3aKOHOJATEIhCTBA TOCYyAapCTBa-dJICHA,
periiaMeHTUPYIOIIHe HHPOPMAIIMOHHOE B3aUMOJICHCTBIE B paMKax HAI[MOHAJIILHOTO CErMeHTa
rocyiapcTBa-4JeHa.

11. BeimonHenue npoueaypsl NPUCOCTIUHEHUS HOBOTO YYACTHHUKA K 00IIEMY Mpoleccy
BKJIIOYAET B ceOsl:

a) nHGOPMHUPOBAHHUE TOCYAApPCTBOM-WiIeHOM Komuccuu 0 mpUCOEAMHEHWH HOBOTO
YYaCcTHHKA K 00IIeMy Tpoiieccy (C yKa3aHHeM YIIOJTHOMOYEHHOTO OpraHa, OTBETCTBEHHOIO 3a
oOecrnieueHre NHPOPMAITMOHHOTO B3aUMOJICHCTBHUS B paMKax OOIIETo mporiecca);

0) BHECEHHWE B HOPMATHBHBIC MPABOBBIE aKThI TOCYJapCTBa-wieHA H3MEHEHHH,
HEOOXOAUMBIX JJISl BBITIOJIHCHHSI TPEOOBAHUI TEXHOJIOTHYCCKUX JOKYMEHTOB (B TeUeHHUE 2
MECSIICB C JIaThl HaYaja BRIMOJTHEHUS MPOIIECTYPhI TIPUCOSTUHEHUS );

B) pa3paboTky (1opabOTKy) HmpHU HEOOXOAUMOCTH HH(OOPMAIIMOHHOW CHCTEMBI
MPUCOCANHSIONIETOCS YYaCTHHUKA OOIIero mporecca, B TOM YUCJIE B YaCTH MPUMEHEHUS
CPEACTB DJIEKTPOHHOW HUQPPOBON MOANMUCU (PIEKTPOHHOM MOINUCH), COBMECTHUMBIX C
CepBUCAMU JIOBEPEHHOUN TPEThel CTOPOHBI HAITMOHAIBHOTO CErMEHTA rOCyIapCcTBa-4ieHa (B
TEeYEHHUE 8 MECAIIEB C JIaThl Hauaja BRIMOJHEHUS TPOLIETYPbl TPUCOSTUHEHUS );

I') TIOJIKJIFOYCHHE WH()OPMAITMOHHOW CUCTEMBI IPUCOCIUHSIONIETOCS YY4aCTHHUKA O0IIEro
mpoiiecca K HallMOHAJbHOMY CETMEHTY TOCy/IapCTBa-ujieHa, €CIU TaKOe IMOIKIIOUYCHHUE HE
OBLTO OCYIIIECTBIICHO paHee (B TEUCHHE 8 MECSIIeB C JaThl Hayaja BBITOJHEHUS MPOIIEAYPhI
MPUCOETUHEHHUS);



1) TIOJTy4eHHE TTPUCOCTUHSAIONIMMCS YIACTHIKOM 0OIIIero Mpoliecca pacipoCTPaHIeMbIX
aJIMUHUCTPATOPOM CHPABOYHUKOB U KjaccuukaTtopoB, YykazaHHbix B [IpaBuiax
WH()OPMAITMOHHOTO B3aUMOJICHCTBUS;

€) TecTupoBaHUE MHPOPMALIMOHHOTO B3aMMOJICHCTBUS MEXIYy HHOOPMAITMOHHBIMU
CHUCTEMaMH TPUCOCAUHSIONINXCS yYYaCTHUKOB OOIIEro mpolecca M y4aCTHUKOB OOIIEro
mpoliecca Ha COOTBETCTBHE TPEOOBAHMSIM TEXHOJIOTMYECKUX JOKYMEHTOB (B TeueHue 12
MECSIIIEB C JIaThl Ha4YaJla BBIMIOJHEHUS TIPOLIEAYPhl MPUCOCTUHECHUS).

12. IlpucoenuHstomuiicss y4yacTHUK 001miero mporecca "d®opMupoBanue, BEICHUE U
UCIIOJIb30BAHUE E€IMHOTO peecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
EBpa3uiickoro 5KOHOMHYECKOTO CO03a" JOJAKEH BBIIIOIHUTH MPOUEAYPY MPUCOEIUHEHHS B
cooTBeTCTBUM ¢ TyHKTOM 11 Hacrosmero [Topsanka.

13. Ilpu ycnoBum coOmroaeHust TpeOOBAaHUN M yCIIEIITHOM BBIMOJHEHUH JCHCTBHM B
cooTBeTCTBUM ¢ MNyHKTOM 11 wmnu 12 Hactosimero I[lopsinka mocnenyromuii oOMeH
CBEJICHUSIMU MEKY NPUCOEIUHSIOMMMCS YYaCTHUKaMH OOIIEro mpoLecca, OCyIeCTBIsSETCS
B COOTBETCTBUH C TEXHOJOTHMYECKUMHU JOKYMEHTaMHU, PpPErIaMEHTUPYIOUIUMU
MH(pOpPMAIMOHHOE B3aMMOJICUCTBUE TPU peanu3ainuu oodiero mnpoiecca "dopMupoBanue,
BEJICHUE U UCITOJIb30BAHUE €IMHOTO PEECTpa 3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 5»KOHOMHYECKOTO coro3a", yTBepkiacHHbIMH Pemenuem Komnnerun
EBpasuiickoif 5kKOHOMUYECKOH KOMUCCUU OT 25 okTsi0pst 2016 1. No 122,

14. B ciayyae HanuuWsi HECKOJBKUX JEHUCTBYIOUIMX BEPCHH TEXHOIOTHYECKHUX
JOKYMEHTOB OOIIEro Imnpouecca NPUCOSAUHSIOMNICS YYacTHHK OOIIEro Ipouecca
oOecrieynBaeT MPUCOEIMHEHNE K CaMOM TTO3IHEN BEPCHH.

VI. Omacarwe npouexypsl BBEACHUS B ACHCTBAE HOBOM BEPCUH TEXHOJIOTHYECKUX JOKYMEHTOB

15. C nater onyb6nukoBanusi Pemenust Komnerun EBpasuiickodt 9KOHOMUYECKOMN
komuccun ot 19 ampens 2022 r. Ne 67 "O BHecenun usmeHeHuid B Pemenune Komnerum
EBpa3suiickoit s5KOHOMUYECKON KOMHUCCUH OT 25 okTs0pst 2016 1. Ne 122" (manee — perienue
00 yTBEp>KJIEHUH HOBOW BEPCHUM TEXHOJOTMUYECKUX JOKYMEHTOB) TOCYJapCTBa-wWICHBI TIPU
KoopanHauuu Komuccuu mpUCTYynarT K BBINOJHEHHUIO MPOLEAYPHI BBEJICHUS B JIEUCTBUE
HOBOM BepCHUU TEXHOJOTUYECKHUX JOKYMEHTOB OOIIETo Mmpoliecca.

16. IIpouenypa BBeneHUs B AEUCTBHE HOBOM BEPCUU TEXHOJIOTHYECKHUX JTOKYMEHTOB
oO1ero mporecca MOJDKHA OBITh 3aBepIllieHa BCEMHM y4YacTHHKaMu OOIIEro mporecca K
MOMEHTY BCTYIUICHHUS B CUJTy PEIICHUS 00 YTBEPKICHUU HOBOM BEPCHUM TEXHOJOTHUYECKUX
JOKYMEHTOB.

17. BbInoJiIHEHHE TIPOLEAYPHI BBEICHUS B JIEMICTBUE HOBOW BEPCHUM TEXHOJOTMUYECKHUX
JIOKyMEHTOB OOIIEro mpoiiecca BKIOYAeT B ceOsl MEpONPHUSATUS U3 COCTaBa yYKa3aHHBIX B
nyHkte 11 Hactosiero nopsaka. Heo6XoauMocTh BBIMOTHEHUS] KOHKPETHBIX MEPOTPUSITUI
3a UCKIIOYEHUEM TECTUPOBAHHS HWH(POPMAITMOHHOTO B3aMMOACHCTBUS OMpPEIACIIETCS
YYaCTHUKOM OOIIIETO MPOIECCa CAaMOCTOSATEIbHO.



18. IIpeoOpazoBanue panee chOPMUPOBAHHBIX TAHHBIX B COOTBETCTBUU C TPEOOBAHUAMHU
pemieHUss 00 YTBEpP)KJICHUM HOBOW BEPCHUU TEXHOJOTHYECKUX JTOKYMEHTOB TIPHU
HEO0OXOMMOCTH BBITIOJHAIOTCS KaXKIbIM YYACTHHKOM OOIIIETO MPOIecca CaMOCTOATEIBHO.

19. Ilponienypa BBEIEHUS B JCHCTBHE HOBOW BEPCUHU OOIIETO MPOIECCa CUMTACTCSA
3aBEpPIICHHOW Ha OCHOBAHWM PEKOMEHIAIUM KOMHUCCHHM TI0 TPOBEICHUIO
MEXTOCYJapCTBEHHBIX HCTBITaHUH. OCHOBaHHEM ISl IPUHSTHS PEKOMEHIAITNN KOMHUCCHH
M0 TPOBEICHUIO MEXTOCYAAPCTBEHHBIX WCIBITAHUN WHTETPUPOBAHHOW WH()OPMAIMOHHOMN
CUCTEMBbI BHEIIIHEW U B3aMMHOW TOPTOBJIM O 3aBEPIICHUM MPOLIETyPhl BBEJICHUS B ICUCTBUE
HOBOW BepcUHU 0OIIero mpoliecca TOTOBHOCTH OOIIETO Mpoliecca SIBISIOTCS pe3yJIbTaThl
TECTUPOBaHUS HHPOPMAITMOHHOTO B3aUMOICUCTBUS MEKIYy MHGOPMAIIMOHHBIMU CUCTEMaMHU
BCEX TOCYapCcTB-wWIeHOB 1 Komuccuw.
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