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O TEeXHONOrHIECKNX AOKYMEHTaX, PErIaMeHTHPYIOIMX HH(POPMAIMOHHOE B3aHMOICHCTBHE
IIPY peali3alliy CPEICTBAMY HHTETPHPOBaHHOM HHPOPMAIMOHHOH crucTeMBl EBpasmiickoro
SKOHOMHMYECKOTO COI03a o0mero mponecca "®opMupoBanue, BeeHHe U HCIOIb30BaHUE
€AMHOT0 peecTpa MPOU3BOAXTENICH BETEpAHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOH3BOJICTBO
KOTOPHIX IIPH3HAHO COOTBETCTBYIOMMM TpeboBanmsaM [Ipasun Hagnexkameit
IIPOM3BOJCTBCHHOM IIPAaKTHKA EBpa3sHiicKOro SkKOHOMHIECKOT0 CO03a"

Pemienue Komnerun EBpaszuiickoii saxonoMmuueckon komuccuu ot 30 mas 2023 roga Ne 71

B cootBerctBuM ¢ myHkToM 30 IIpoTokona 06 mHpOpMAMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJIOTUSX W WHPOPMAIMOHHOM B3aMMOJEUCTBUU B paMmMkax EBpasuiickoro
PKOHOMHUYECKOro coro3a (mpuiioxenue Ne 3 k JloroBopy o EBpa3uiickoM 3KOHOMHUYECKOM
coto3e or 29 mag 2014 roma) u pykoBoxacTtBysich Pemenunem Komnernun EBpasuiickoii
sKOHOMHYECKOH Komuccuu oT 6 Hos0ps 2014 1. Ne 200, Komnerus Espazuiickoit
YKOHOMHMYECKON KOMHCCUH PEIIMIa:

1. YTBepauts npuiiaraemoie:

[IpaBuna MHPOPMALMOHHOTO B3aMMOACHCTBUS MPH PEANTU3ALUU CPEICTBAMHU
WHTETPUPOBAHHON HHGOPMAIIMOHHON cHCTeMbl EBpa3suiickoro 3KOHOMHUYECKOTO CO03a
obmero mnpouecca "®dopMupoBaHUE, BEIECHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa
IIPOU3BOIUTEINIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, POU3BOACTBO KOTOPBIX ITPU3HAHO
COOTBETCTBYIOIIMM TpeboBaHusiM [lpaBun Hamyiexailed NpPOU3BOACTBEHHOW MPAKTUKH
EBpazniickoro 3k0HOMHYECKOro coro3a';

PernamenT nH(GOPMAIIMOHHOTO B3aUMOICUCTBUSI MEX/Y YITOJTHOMOYEHHBIMU OpraHaMU
roCy1apCcTB — WIEHOB EBpasuiickoro SKOHOMHMYECKOrO cow3a W EBpasuiickoi
JKOHOMMYECKOM KOMHUCCHEW MPHU pealM3aluu CpPEeACTBAMH HHTETPUPOBAHHOMN
MH(pOpMalIMOHHOW cucTeMbl EBpa3suiickoro 3KOHOMHYECKOI'0 CO03a OOIIero mpouecca
®opMHUpOBaHUE, BEACHHE M HCHOJB30BAHUE EIMHOIO peecTpa IPOU3BOAUTEIIEH
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOJACTBO KOTOPBIX NPHU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Hajmexaiied NpOU3BOACTBEHHOM MPAKTUKU

"

EBpa3uiickoro 3kx0HOMHUYECKOro cor3a';

PernameHT MHPOPMALIMOHHOTIO B3aUMOJICUCTBUS MEXTY YIIOJTHOMOYEHHBIMU OpraHaMH
rocyJ1apCcTB — WICHOB EBpa3uilcKOro 3KOHOMUYECKOr0 COK03a MPH peaiu3aliid CPeICTBaAMU
MHTETPUPOBAHHON HHPOPMAMOHHON cHuCTeMbl EBpa3suiiCKOro 3KOHOMHUYECKOrO CO03a
obOmero mpouecca "dopMupoBaHHe, BEJEHHE M UCIOIb30BAHUE EIUHOIO peecTpa
ITPOU3BOIUTEINIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, POU3BOJACTBO KOTOPBIX ITPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Hammexaiied NpPOU3BOACTBEHHOM MPAKTUKU
EBpa3uiickoro 3kK0HOMHUYECKOro cor3a';



Omnucanue GopMaToB U CTPYKTYP DIEKTPOHHBIX JOKYMEHTOB M CBEACHHH, HCTIOIb3YEMbIX
JUTSL pealii3aliiy CpeJCTBAMHM MHTETPUPOBAHHON MH(OpMalimoHHOM cuctembl EBpasuiickoro
PKOHOMHUYECKOTO Ccoro3a obmiero mpoiecca "dopMupoBaHue, BEJACHHUE U HCIOJb30BAHUE
€IMHOTO PeecTpa MPOU3BOAUTENCH BETEPUHAPHBIX JEKAPCTBEHHBIX CPEICTB, TPOU3BOJCTBO
KOTOPBIX TPU3HAHO COOTBETCTBYIOIUM TpeboBanusMm [lpaBun Hammexamien
IPOU3BOJICTBEHHOMN MPAKTUKU EBpPa3uilcKOro 3KOHOMUYECKOTr0 COr03a";

[Topsimox mpucoenuHeHuss k obuemy mnpoieccy "dopMupoBaHUE, BEJCHUE U
HCIOJIB30BaHUE €JUHOIO PeecTpa MPOU3BOAUTENIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB,
MPOU3BOJICTBO KOTOPBIX MPU3HAHO COOTBETCTBYIOMIUM TpeboBaHusM [lpaBui Hamniexaiien
MIPOU3BOJICTBEHHOM NTpakTHKU EBpa3zuiickoro 3KOHOMHUYECKOro coro3a'.

2. Hacrosuiee Pemenue Bctynaer B cuily no ucredeHuu 30 KameHAapHbIX JTHEH C JaThl
€ro opUIMaTHLHOTO OITyOJIMKOBAHUSI.

Ipencenarens Koneruu
. . . M. MsgcuaukoBHY
EBpa3suiickoif 5)KOHOMHYECKOH KOMHCCHH

YTBEPX/IEHBI
Pemennem Komnerun
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 30 mas 2023 r. Ne 71

IIpaBuna

AH()OpMaIMOHHOTO B3aHMOAEHCTBHS IIPH PeaTM3aliM CPEICTBaMH HHTETPHPOBAaHHOM
AHPOPMAIHOHHOM cHcTeMEI EBpasuiickoro 5SKOHOMHIECKOTro Co03a odmiero mpomecca "
DopMHupOBaHHE, BEICHNAE H HCIIOIH30BaHHE €IUHOTO PEECTPa IPOU3BOUTENIEH BETEpHHAPHEIX
JIEKapCTBEHHBIX CPEACTB, NPOU3BOACTBO KOTOPHIX MPA3HAHO COOTBETCTBYIOIMMM TPeOOBaHHAM
IIpaBun HagIekKame# MPOM3BOACTBCHHOM MPaKTHKH EBpa3uiickoro S5kOHOMHIECKOr0 COr03a"

I. O6mue monoxenus

1. Hactosimue IlpaBuna pa3paboTaHbl B COOTBETCTBUU CO CJIEAYIOIUMU
MEXJIYHapOJHbIMU JOTOBOPaMM M aKTaMH, COCTaBJISIOIIMMHU MpaBo EBpa3uiickoro
HKOHOMHUYECKOT0 coro3a (nanee — Coro3):

JloroBop o EBpa3niickoM SKOHOMHUYECKOM cotro3€e oT 29 mas 2014 rona;

Pemenue CoBera EBpa3zuiickoil 3KOHOMUYECKON KoMuccHU OT 3 HOsOpst 2016 1. Ne 77 "
O6 yrtBepxnaenuu llpaBun Hajexamieil NpoU3BOJACTBEHHON mNpakTuku EBpasuiickoro
SKOHOMHMYECKOT0 cor03a";

Pemenne Cosera EBpazuiickoii s5koHOMHUecKkor komuccuu oT 21 ssaBaps 2022 . Ne 1 "O
[IpaBunax peryiaupoBaHusi OOpalleHHs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB Ha
TaMO>XCHHOW TEPPUTOPUM EBpa3suiicKoro 5KOHOMUYECKOT0 COr03a';

Pewmenune Komnerun EBpazuiickoil s3koHOMUYeckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, perilaMEHTUPYIOLUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE



MIpU peanu3aliuu CpeJICTBaMU WHTETPUPOBAHHONW MH(OPMAIIMOHHONW CHUCTEMBbI BHEUTHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemenne Komnerun EBpasuiickoil 3xoHoMu4Yeckoit komuccuu oT 27 stuapsa 2015 r. Ne 5
"O6 ytBepxkaeHuu IIpaBuna SJIeKTPOHHOTO OOMEHA JaHHBIMH B HWHTETPUPOBAHHOM
WH()OPMAITMOHHON CHCTEME BHEIITHEH U B3aMMHOUW TOPTOBIN";

Pemenne Komneruu EBpazuiickoil sxoHOMuYeckoit komuccuu ot 14 anpens 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamKkax EBpa3suiickoro 3KOHOMHUYECKOTO CO03a U BHECECHUU
n3meHenus: B Pemenne Komnernn EBpasuiickoil SKOHOMUYECKOW Komuccuu oT 19 aBrycra
2014 1. No 132"

Pemienne Konnerun EBpa3zuiickoii s3koHOMUYecKOr komuccuu oT 9 utons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMU, TAPMOHU3ALMKA U OMUCAHUS OOIIMUX MPOLECCOB B
paMkax EBpa3uiickoro 3KOHOMHU4ECKOro coro3a';

Pemenne Komnerun EBpasuiickoii sxoHOMUYeckoi komuccuu ot 28 ceHTaops 2015 r. Ne
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOOMeEHE >JIEKTPOHHBIMU JIOKYMEHTAMHU IpHU
TPAHCTPAaHUYHOM B3aMMOJIECTBUM OPTraHOB TOCYJAapPCTBEHHOW BJIACTH rOCYAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOI'0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMUYECKOM
KOMHUccuen".

II. O6nacTs NpUMEHEHUA

2. Hacrosimue [lpaBumia pa3paboTaHbl B MENSX ONpEAETCHUs MOPAAKA U yCIOBUH
MH(POPMAIIMOHHOTO B3aUMOJICHCTBUS MEXJY Yy4YaCTHHKaMH OOIIero Impoiiecca
dopMupoBaHUE, BEACHHE M HCHOJB30BAHUE E€IUHOrO peecTpa MPOU3BOAUTENICH
BETEpPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, MPOU3BOACTBO KOTOPBIX MPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Hamamexaiied NpPOU3BOACTBEHHOM MNPAKTUKU
EBpasuiickoro 3xoHOMUYECKOro coro3a" (manee — oOUMA Mpolecc), BKIOYAs OMUCAHUE
MPOIIEAYP, BHITIOJHAEMBIX B paMKaX 3TOTr0 00IIEero mpoiiecca.

3. Hacrosimue [IpaBuiia mpuMeHsIOTCS y4aCTHUKaMH OOIIETo Tpoliecca Mpu KOHTPOJIe 3a
MOPSITKOM BBITIOJTHEHHUSI TIPOIIEAyp W Omepaluii B paMKax oOIIIero mnpoiecca, a Takxke Mmpu
MPOCKTUPOBAHKH, pa3paboTke W J0pabOTKe KOMIOHEHTOB WH(OPMAIIMOHHBIX CHCTEM,
o0ecIeynBaloInuX pean3aliio o0IIero mpoiecca.

"

III. OcHOBHEIE OHATHSA

4. IIns ueneit Hactosmux [lpaBui MCMONB3YIOTCS MOHATHSA, KOTOPHIE O3HAYAIOT
cleytouiee:

"eIUHBIN peecTp MPOU3BOIUTENCH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEeACTB" — 0OIIUA
MH(POPMALIMOHHBIA pecypc, COAEpKaIIUi CBEJCHHUS O HAXOMSIIUXCA HAa TEPPUTOPUSIX
rocyJapcTB — 4JIeHOB EBpa3uiickoro »KOHOMHYECKOrO COI03a U TPEThUX CTpaH
MPOU3BOJIUTEINISIX  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  CPEJICTB, TMPOU3BOJCTBO W



MPOU3BOJCTBEHHbIE IUIOIIAJKH KOTOPBIX IO HTOraM (QapmareBTUYeCKOW HHCHEKIINH
MpPU3HAHBl COOTBETCTBYIOIIMMHU TpeOoBanusM [IpaBun Hajexaiieil Npou3BOACTBEHHON
NpakTUKH EBpasmiickoro 3KOHOMHYECKOI'O COl03a (J1ajleeé COOTBETCTBEHHO — PEECTp
IPOU3BOAUTENIEH, TOCYIapCTBO-UJIEH);
"HaI[MOHAJIHHBIA MH(POPMAIIMOHHBIN pecypc” — HallMOHAIBHBIN HH(POPMALIMOHHBIN pecypc

, COAEpXkalluid CBEJAECHUS O MPOU3BOJUTENSAX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB,
MPOU3BOJICTBO M IMPOU3BOACTBEHHBIE IUIOMIAAKA KOTOPBIX COOTBETCTBYIOT TPeOOBaHMIM
[TpaBun Hajexaie mpou3BoOACTBEHHOM MpakTuku Coro3a.

[Tonsatus "rpynmna npouenyp oodimiero mpoiecca”, "uHGOPMAITMOHHBIN 00BEKT OOIIET0o
mporiecca”, "ucnoaHUTENR", "oneparus odmero mporecca”, "mpormeaypa oodmiero mporecca'
1 "y4acTHUK 0011ero npoiecca", ucnoiib3yemble B Hactosuux [IpaBuiiax, mpuMeHsIOTCS B
3HAYEHUSX, ONPEACIICHHBIX MeToIUKON aHaln3a, ONTUMHU3AIMY, TAPMOHU3AIMN U ONIUCAHUS
oOIIUX TPOIECCOB B paMkax EBpa3uilckoro 3KOHOMHUYECKOTO COI03a, YTBEPXKICHHOM
Pemrennem Komnernn EBpasniickoi 5kOHOMHAYECKON KoMuccuu oT 9 urons 2015 r. Ne 63.

IV. OcHOBHEIE CBEZIeHHA 00 00meM mpomecce

5. Tlonnoe HammeHoBaHue oOmero mnpouecca: "®opMHUpOBaHHE, BEICHUE U
UCITOJIB30BAHUE €IMHOTO PEECTPA NPOU3BOJIUTEEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJNICTB,
MPOU3BOJCTBO KOTOPBIX MPU3HAHO COOTBETCTBYIOIIMM TpeOoBaHusAM [IpaBun Hannexariei
MIPOU3BOJICTBEHHOM NpakTHKU EBpa3uiickoro 3KOHOMHUYECKOro coro3a'.

6. KonoBoe o603nauenue ob6miero nporecca: P.SS.15, sepcus 0.1.1.

1. Iess u 3amauu o0mero mporecca

7. Lenwto oOmiero mporiecca sBseTcs 00ecreueHne eAMHOTO yueTa MPOoru3BOIUTEIICH
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TMPOU3BOJCTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIIUM TpeboBaHusaM [lpaBui Hajjexkaimed ITpOU3BOACTBEHHON MPAKTUKU
Coro3a (nanmee COOTBETCTBEHHO — MPOU3BOAUTENb, [IpaBuna Hajjexaimel MNpakTUKW) U
MIPENOCTAaBICHUS 3aUHTEPECOBAHHBIM JIMILIAM CBEJICHUN U3 peecTpa NPOU3BOAUTENECH.

8. Jlyist mocTHKEeHUS 11eIu 0011ero npolecca HeoO0X0AMMO PEIIUTh CIIECIYIONINE 3a]a4u:

a) obecrnieuuTh co3ganue, popmMupoBaHue M BeJcHHE B EBpa3uiickoli SKOHOMUYECKOM
komuccun (nanee — Komuccus) MOJHOrO M aKTyallbHOTO peecTpa MPOU3BOAUTENCH Ha
OCHOBAHWU CBEJICHUM, MOJYyYaeMbIX OT YMOJHOMOYEHHBIX OPTaHOB TOCYJAapCTB-WICHOB (
Jajee — yIoJTHOMOYCHHBIC OPTaHbl);

0) obecrnieunTh MPEJOCTaBICHUE YIIOJHOMOUYEHHBIM OpraHaM IO 3alpocy CBEIECHUN U3
peecTpa MpoOu3BOAUTENEH;

B) 00€CHeunuTh B3aMMHOE YBEJIOMJICHUE YMOJHOMOYEHHBIX OpPraHoOB O Bblgaude (
M3MCHEHHUHM CTaTyca) cepTUu(HUKaTa IOATBEPKIACHUS COOTBETCTBHSA IPOU3BOIUTEIISIM
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB, YbE IMPOU3BOJICTBO MO HTOraM MPOBEIACHHOMU



(dbapManeBTUUECKON HMHCIEKIMU COOTBETCTBYeT TpeOoBanusiM I[lpaBun Hagiexamien
MPaKTUKH (Janee — cepTudukar);

r) o0ecrneyuTh 3aMHTEPECOBAHHBIM JIMIIAM BO3MOXKHOCTH IMOIYYEHUSI aKTyaJbHOU U
JOCTOBEpPHON MH(pOpMALIMK, COJEpXkaIIEHCs B peecTpe MNPOU3BOIAUTEIEH, CpPEeACTBAMHU
uHpopMarmonnoro noptana Coroza.

2. YdacTHHKH 00IIero mpomecca

9. Ilepeuenp yyacTHUKOB 0OI1IETO Tpoliecca NpuBeeH B Tadule 1.

Tabmuuna 1
Hepeqem. Y49aCTHHKOB OGI[I,'CI‘O mponecca
Konmosoe 0603HaueHmne HanmeHnoBanue Omnucanue
1 2 3
opran  Coro3a, KOTOpBIH

ocymecTBiIsAeT (HOpPMHUPOBAHHE W
BEJICHHUE peecTpa MPOM3BOIUTEINCH,
MpENOCTAaBICHUE CBEACHUM U3
peectpa POU3BOAHTENEH TIO
3ampocy, a TaKke MyOJUKaIHio
CBEJICHUH O MPOU3BOAUTENAX Ha
nHdopmannonHoM nopraie Coroza

P.ACT.001 Komuccus

YIIOJIHOMOUYEHHBIM OpraH, KOTOPBIH
OCYILECTBIIIET IPEJICTABICHUE B
Komuccuro  cBemeHuit s
(opMHpOBaHHS W BEIEHHS peecTpa
MPOU3BOJUTENEH; MOIyYEeHUEe IO
3ampocy CBEIEHHIl U3 peecTpa
MIPOU3BOANTENCH; TPEACTABICHUE B
YBEIOMJISIEMBIH YIIOJIHOMOYEHHBII
opraH cBeleHMM o Bpgaue (
M3MEHEHHH cTaTyca) cepTudukarta

P.SS.15.ACT.001 YIOJHOMOYEHHBIH OpraH

YIOJIHOMOYEHHBIH opraH
rocyJapcra-ujieHa, KOTOpPBII
OCYyILIECTBISIET BEJCHHE
P SS.15. ACT.002 YBEIOMJISIEMBIH YITOJTHOMOYEHHBIH  HAaIMOHAJILHOTO MH()OPMALMOHHOTO
opras pecypca; HoIy4aeT yBeIOMICHUE OT
YIOJIHOMOYEHHOTO opraHa
rocyfapcTBa-djieHa O BbIgaue (

M3MEHEHHH CTaTyca) cepTuuKaTa

(hU3NYEeCKOe WU IOPHINYECKOE
JUIO0, a TakKXKe TMPEJCTABUTEIN
OpTraHOB TOCYIapCTBEHHOW BIIACTH,
HCUONB3yIOIMHE B  CBOCH

P.SS.15.ACT.003 3aWHTEPECOBAHHOE JIUIIO JIESITENFHOCTH CBEACHHUS U3 peecTpa
MPOU3BOIUTEIEH, KOTOpBIE
3anpaiiuBalOT W MOJIYydYaroT
CBellcHUs Ha WH()OPMAIMOHHOM
noptane Coro3a



3. CtpyxTypa obmero mponecca

10. OOumii nmpoiiecc MpeaAcTaBiIsieT cO00N COBOKYIMHOCTh MPOUEAYP, CrPYINIUPOBAHHBIX
110 CBOEMY Ha3HAYEHHUIO:

a) mpoueaypsl popMupoBaHUs U BeleHus peecTpa npousBoauteneit (P.SS.15.PGR.001);

0) mpoleaypbl MOJYyYEHUs] CBEACHHUN U3 peecTpa MPOU3BOJAUTENIEH MO 3ampocy
ynoigHomoueHHbIx opranoB (P.SS.15.PGR.002);

B) IPOLEAYPhI YBeTOMIIEHHS yroaHoMo4YeHHbIX opraHoB (P.SS.15.PGR.003).

11. Ilpu BBIMOJHEHMM MpoLEayp OOILEro mpolecca YHNOJTHOMOUYEHHbIE OpraHbl
oOecnieunBaroT (GOPMUPOBAHUE U BEJECHHUE HAUMOHAIBHBIX MH(OPMALMOHHBIX PECYPCOB,
coAepKalluX CBEICHUS O MPOU3BOAUTENAX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB U
OCYLIECTBIISIIOT TpesicTaBienre B Komuccuio cBeieHnil 0 Mpou3BOAUTENAX BETEPUHAPHBIX
JEKApCTBEHHBIX CPEACTB s (OpMUpPOBaHMS peecTpa NPOU3BOIUTENECH, a TaKkxKe
UH(OPMUPYIOT APYT Apyra O Bblgadye (M3MEHEHHH CTaTyca) cepTudukaTa Mpou3BOIUTENIO
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, KOTOPbIE COOTBETCTBYIOT TpebOoBaHuAM llpaBun
HaJyIeKaled npakTuku. KoMuccusi Ha OCHOBE MOJIy4aeMbIX CBEJICHHM OT YIOTHOMOYEHHBIX
OpPraHoB OCYILIECTBJSIET (QOpPMUpPOBAHME U BEACHHE peecTpa MNPOU3BOAUTENEH U
OIMyOJIMKOBAHUE AKTYaJIbHBIX CBEJACHUN O MPOU3BOJUTEISAX BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpeacTB Ha uH(popMauuoHHOM mopTane Coro3a, a TakKe MPEOCTaBISIET MO 3ampocam
YIIOJTHOMOYEHHBIX OPTraHOB CBEJICHUSI O MPOU3BOAUTENSX BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpeAcTB M3 peectpa mpousBojautenei. [Ipu popmupoBanuu peectpa mpousBoguTENEH
BBINIOJIHAIOTCS CJIEIYIOLIME MPOLETypbl OOLIETrO MPOLECcCa, BKIOYEHHBIE B IPYIIITY MPOLIETYP
(bopMHpPOBaHUS U BEJICHUS PEECTPA MPOU3BOIUTEICH:

BKJIFOUEHHE CBEJICHUI B pEeCTp MPOU3BOIUTENECH;

U3MEHEHHE CBEJCHUI B peecTpe MPOU3BOINUTENEH.

[Ipu npenocTaBaeHUN CBEJIEHUM 10 3apocaM YIOJHOMOUYEHHBIX OPTaHOB BBIMOIHSIIOTCS
CJIEyIOIINE MPOIeAYypbl OOIIEro mpoiecca, BKIOYEHHbIE B TPYIITY MPOLEAYp MOIYyUESHUS
CBEJICHUH U3 peecTpa MPOU3BOAUTEIIEH IO 3aMPOCY YIOIHOMOYEHHBIX OPraHOB:

HoJyuyeHue HHPOPMAIIHH O 1aTe U BpeMEHU OOHOBIICHUS PeecTpa MPOU3BOIUTENCH;

MOJIy4eHHE CBEJICHUM U3 peecTpa MPOU3BOIUTEIICH;

NOJIyYeHHE U3MEHEHHBIX CBEJICHUI U3 peecTpa MpOU3BOIUTENCH.

[Ipu yBeOMIICHHH YTIOJTHOMOUYEHHBIX OPTaHOB BBITIOJHIETCS CIEAYIOIIas mpoleaypa
oO1ero mpoiiecca, BKJIIOUYEHHAas B TPYIIy MNPOUEAYp YBEAOMIICHUS YIOTHOMOYEHHBIX
OpraHoB:

yBeJIOMJIEHHE YIIOJITHOMOUYEHHOT'O OpraHa o BblJIaue (M3MEHEHUH cTaTyca) cepTudukara

12. IlpuBeaeHHOE ONMKCAaHUE CTPYKTYPBI OOIIETO MpoIlecca MPEeACTaBICHO HA PUCYHKE 1.



1Iponeaypm
¢opMHEpOBaHAN H
BE/ICHAA peecTpa
HPORZRONHATCIICH

(PSS.15.PGR.001)

«KY9acTHEY

«YaacTHcY O

«Yaacracy

VYnonnoMoucHHELH Komaccs
e (P.ACT.001)
(P.SS_.15.ACT.001)
IIponeayps DONyICHAS
CECIICHHH H3 poecrpa
«Yuaacraey\ IPOHIBOJHICICH N0 3a0pOCY
YIIONMHOMOYCHHHIX OPraHOR
(P.S5.15.PGR.002)
O
«YaacTHe»
IlponeAypH YBECHOMICHAS y
VOOIHOMOYCHHBX OPTraHOR YBcnowmcmFH
(P.S5.15.PGR.003) YIOIIHOMOYCHHBIH Opran

(P-SS.15.ACT.002)

Puc. 1. CrpyxTypa obmero mponecca

13. TlopsinoK BBIMOJIHEHUS MpOoLEayp OOLIEro npouecca, CrpyninupoOBaHHBIX 110 CBOEMY
HAa3HAYCHUIO, BKIIIOYas JIETAIU3UPOBAHHOE OINKMCAHUE OmNepauui, npuseneH B pasaene VIII
HacrosAwmux [Ipasuir.

14. Jlnsa kax10¥ Tpynmnsl MPOIeayp IPUBOIUTCS 001Ias cxemMa, JeMOHCTPUPYIOIIAsl CBS3H
MEXJly MpoleaypaMu OOIIero mpolecca M MOpsAJ0K UX BhimojiHeHusA. OOmias cxema
MPOIIeTyp OCTPOEHA ¢ MCTONb30BaHueM rpadudeckoit Hotaruu UML (yHHUPUITUPOBaHHBIN
s36Ik MoaiennupoBanus — Unified Modeling Language) u cHaG»eHa TeKCTOBBIM OTTMCAHUEM.

4. I'pymma nponexayp ¢opmupoBanus u BeeHns peecrpa npomspogurenei (P.SS.15.PGR.001)

15. Brimonuenune mporueayp (GpopMupoBaHusi U BEACHUS peecTpa MPOU3BOIUTEINCH
HAYMHAETCS] ¢ MOMEHTA MPUHATHUS YIIOJTHOMOYEHHBIM OPTraHOM IrOCyAapCTBa-WICHA PEIICHUS
0 BblJaue cepTu(UKaTa MPOU3BOAUTEII0 BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB JHOO O
MpPEeKpaIIeHUH WK IPUOCTAHOBIICHNUU JENUCTBUA cepTUu(uUKaTa no uToram GpapmareBTHYeCKOMl
WHCIIEKLINH.

[Ipu BbIMONHEHUHU TpoleAyp (HOPMUPOBAHMS M BEJEHHUS peecTpa MPOU3BOAMUTENICH
YIOOJHOMOYEHHBIH opraH QopMmupyer ©u mpeicTtaBiseT B Komuccuio cBeaeHus o



MIPOU3BOJIUTENSAX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEIACTB JUIsl BKIIFOYECHUS WM U3MEHEHUS
CBEICHHUM B peecTpe npousBoauresier. llpeacraBieHue yka3zaHHBIX CBEACHUU
OCYIIIECTBIISIETCS. B COOTBETCTBUU ¢ PeriiameHToM WHOOPMAIIMOHHOTO B3aMMOJICHCTBUS
MEXIy YIIOJHOMOYEHHBIMU OpPraHaMH IOCyAapCTB — WICHOB EBpa3niickOro SJKOHOMHUYECKOTO
coro3a n EBpa3uicKkol J>KOHOMHYECKOM KOMHMCCHEN IIPU pealu3aluu CPEeACTBAMHU
MHTETPUPOBAHHON HMHPOPMAIMOHHON cucTeMbl EBpa3suicKoro 3KOHOMHUYECKOrO CO03a
obmiero mnpoiecca "®opMupoBaHUE, BEACHHE M HCIOJL30BAHUE EIUHOTO peecTpa
MIPOU3BOJIUTEINIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOACTBO KOTOPBIX MTPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Hamimexaiied NTpPOU3BOACTBEHHON MNPAKTUKU
EBpazuiickoro skoHoMuueckoro coro3a'", yreepxkaeHHbM Pemennem Konnernu EBpasuiickoit
skoHOMHUYecKoil komuccuu oT 30 mast 2023 r. Ne 71 (nanee — PernmamenT nHGOpMAIIMOHHOTO
B3aMMO/ICHCTBUSI MEXK]ly YIIOJITHOMOUYEHHbIMU opraHamu v Komuccueit). @opMar u CTpyKkTypa
NPEAICTABISIEMBIX CBEJIEHUM JOJKHBI COOTBETCTBOBaTh OmnucaHuio (popMaTtoB U CTPYKTYP
AJIEKTPOHHBIX JOKYMEHTOB M CBEIEHHM, HCIOJB3YEMBIX I PEaJu3alld CpPEICTBAMH
UHTETPUPOBAHHON HMHPOPMAIIMOHHON cucTeMbl EBpa3suiickoro 3KOHOMHUYECKOTO CO03a
obmero mnpouecca "®dopMupoBaHUE, BEIECHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa
[IPOU3BOJUTEIIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOACTBO KOTOPBIX MPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Hamexaiied ITPOU3BOACTBEHHON MPAKTUKU
Coroza", yrBepxkaenHomy Pemenuem Komnernu EBpasuiickoit 5)KOHOMUYECKOM KOMUCCUU OT
30 mas 2023 1. Ne 71 (manee — Onucanue GopMaToB U CTPYKTYP IJIEKTPOHHBIX TOKYMEHTOB U
CBEJICHUI).

[Ipu npencraBieHUM YNOIHOMOYEHHBIM OpraHoM B Komuccuro cBeneHU 0O
MPOU3BOJIUTENIC BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEIACTB ISl BKIIOYEHUS B PEECTP
MPOU3BOJIUTENICH BBINOJHSIETCS Mpolenypa "BkiawouyeHue CBEAEHUH B peecTp
npouspoaureneir" (P.SS.15.PRC.001).

[Ipn mpexncraBieHUHM YNOJHOMOYEHHBIM OpraHomM B Komuccuroo cBeneHU o
MPOM3BOJIUTEIIC BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJACTB JJIsl BHECEHUSI U3BMEHECHUH B PEECTP
MpOU3BOJUTENCH BBINOJHSAETCA Tmpoueaypa "H3MeHeHue cBeleHHH B peecTpe
npousBoautenei" (P.SS.15.PRC.002).

16. IlpuBeneHHOe onucaHue rpynmsl npoueayp GOpMHpPOBAHUS U BEIECHHS peecTpa
npousBoauteneit (P.SS.15.PGR.001) npeacraBieHo Ha pUCYHKe 2.



«Yaacracy O

Bxmoucnnc crReicHAH B

peecTp NpOHEOATCIICH
(P.SS_15.PRC.001)

«YaacTae» «YaacTuey

KoMmnrccra
(P.ACT.001)

VY ononaoModcHHALIH
raf
(P.S5.15. ACT.001)

HiMeBeHne cReicHHI B

peecTpe Npor3ROoAMATENCH
(P.SS5.15.PRC.002)

Puc. 2. Obmas cxeMa rpynmbl mponenyp ¢GOpMHpOBaHHS H BEACHHA peecTpa
npousBogureineit (P.SS.15.PGR.001)

17. Ilepeuens mpoueayp oOLIero Mpollecca, BXOASIIUX B TPYIIY MPOLEAYP
dbopmupoBanus u BeaeHusi peectpa npousBomutenei (P.SS.15.PGR.001), nmpuBenen B

Tabmnure 2.
Tabuuma 2

ITepeuens nponexyp obmero mpomnecca, BXOAAMMX B IPYIITy Iponexyp GOpMAPOBaHHUS U BeCHHUS
peectpa npousBoaurenei (P.SS.15.PGR.001)

Konosoe o003HaueHme HanmenoBanne Onucanne
1 2 3

mpolenypa NpeTHa3HadeHa s
MIPEICTABICHUS YITOTHOMOYEHHBIM
opraHom B Komuccuto cBeneHuid o

N MPOU3BOANTENE BETEPUHAPHBIX
BKJIIOUCHHE CBEACHUH B peecTp

P.SS.15.PRC.001 N
MIPOU3BOAUTENCH

JIGKapCTBEHHBIX CPEICTB, A
BKJIIOUECHHSI CBEJEHUM B peecTp
NpOU3BOAUTEINEH u ux
OnyOJNINKOBaHUS Ha

nHpopMannorHoM mopTaiie Corosa

mpoleaypa IpeaHasHaueHa Jist
MPEACTABICHUS YIOJIHOMOUYEHHBIM
opranoMm B Komuccrio m3MEHEHHBIX
CBEJICHUA O TPOU3BOJAUTENE
BETEPHUHAPHBIX JIEKAPCTBEHHBIX

H3MEHCHHE CBEIACHUN B peecTpe .
P.SS.15.PRC.002 . p P CpenCTB 1Ji1 OOHOBJICHHSI CBEJIEHUI
[IPOU3BOAUTENCH

B peecTpe MNpOU3BOJAUTENIEH U
onyOJIUKOBaHUS OOHOBIICHHBIX



CBEJICHHH Ha WHPOPMAIHOHHOM
noptane Corosa

5. I'pyrma mporeyp NOIXy9eHHS CBEICHHI U3 peecTpa MPOH3BOAUTeENIEH 10 3aIpocy
ynomHoModeHHBIX opraHoB (P.SS.15.PGR.002)

18. [lpouenypsl moiydeHUsI CBEJCHUN M3 peecTpa MPOU3BOAUTENEH MO 3ampocy
YIOJHOMOYEHHBIX OPraHOB BBINOJHAIOTCA MpU NorydyeHnn Komuccneil COOTBETCTBYIOIIETO
3amnpoca OT yHOJHOMOYEHHBIX OPTraHOB.

[IpencraBiieHne yka3aHHBIX CBEACHUN OCYUIECTBIAETCS B COOTBETCTBUM ¢ PeriiameHToM
MH(POPMAIMOHHOTO B3aUMOJIEHCTBUSI MEXAY YIMOJHOMOYEHHbIMU opraHamu U Komuccueil.
dopmaT U CTPYKTypa MPEIACTaBISIEMbIX CBEACHUW JOJKHBI COOTBETCTBOBaTh ONMUCAHUIO
(GhopMaTOB U CTPYKTYP JICKTPOHHBIX JOKYMEHTOB U CBEIACHUM.

B pamkax BbINOJHEHHS MPOLEAYP MOTYYSHUSI CBEACHUN U3 peecTpa MPOU3BOAUTENIEH 1O
3ampocy YINOJHOMOUYEHHBIX OpPraHoB 00pabaThIBAIOTCA CIEAYIOIIME BHUIBI 3alpPOCOB,
MOCTYHAIOIIHNE OT YIOJIHOMOYEHHBIX OPTaHOB:

3anpoc MHGOPMAIIMK O AaT€ U BpEMEHU OOHOBIICHHUS PEECTpa MPOU3BOAUTEIICH;

3aMpocC CBEACHUI U3 peecTpa IPOU3BOAUTENEH;

3aIIpOC U3MEHEHHBIX CBEJICHUI U3 PEECTpa MPOU3BOIUTEINICH.

3anpoc MHpOpPMALMUM O JAaT€ U BPEMEHH OOHOBJIEHHS peecTpa NMPOU3BOAUTEIEH
BBITIOJTHAETCS YIIOJTHOMOYEHHBIM OPTaHOM B IIEJISIX OIEHKH HEOOXOUMOCTH CUHXPOHUBAINH
XpaHAIIKUXCS Y YINOJTHOMOYEHHOTO OpraHa CBEJACHUU O MPOU3BOJUTENE CO CBEACHUSIMU,
COJIep KalllMMHKCS B pEECTpe MPOU3BOAUTENEH, XpaHsuumMucs B Komuccuu.

[Ipu ocymiecTBieHUH 3ampoca Ha MpeaocTaBlieHne UHOpMaluu O JaTe U BPEMEHH
OOHOBJIEHUS peecTpa MPOU3BOAMTENEH BbINONIHAETCs npoueaypa "[lonyuenne nnpopmauu o
JaTe U BpeMeHu 0OHoBIIeHUs peectpa npousBoauteneit" (P.SS.15.PRC.003).

3anpoc CBEACHUN M3 PEECTpa MPOU3BOJUTENICH BBINOIHIETCS B LENAX MOITYyYEHHUS
YIIOJJHOMOYEHHBIM OPTaHOM BCEX CBEICHHI O MPOU3BOAMTENSAX, BKIIOYEHHBIX B PEECTP
npousBoauTeneil. CBeneHusl, cojiepKalluecs: B peecTpe MpOU3BOAUTENECH, 3apaliuBaloTCs
aub0 B MOJHOM 00BeMe, OO MO COCTOSHUIO HAa OMpEAeieHHYI0 AaTy u Bpems. [lpu
OCYUIECTBJICHUH 3arpoca CBEJECHUIN 0 MPOU3BOIUTENE BbINONHsAETC npoueaypa "[lonydenue
cBeniennit u3 peectpa npoussogureneit” (P.SS.15.PRC.004).

[Ipu 3ampoce W3MEHEHHBIX CBEICHUN M3 PEecTpa MPOU3BOAUTEICH MPENOCTABISAIOTCS
CBEJICHUS, KOTOpbIE ObUIM J0OABIEHBI B PEECTpP MPOU3BOJAUTENEH WU B KOTOpPbIE ObLIU
BHECEHBI U3MEHEHHSI HAUWHAsl C MOMEHTA, YKa3aHHOTO B 3aIlpOCE, 10 MOMEHTA BBINOJIHECHHS
sToro 3ampoca. IIpum ocyliecTBieHHMH 3ampoca H3MEHEHHBIX CBEACHUW U3 peecTpa
MIPOU3BOJIUTEINIECH BhINOJHAETCS npouenypa "[lonydeHne n3MEHEHHbBIX CBEACHUN U3 peecTpa
npouspoaureneit" (P.SS.15.PRC.005).



19. IlpuBeneHHOE OMMCaHKWE TPYNIBI NPOLEAYp NOJYUYEHHsI CBEIECHHMI U3 peecTpa
MPOU3BOAUTEINEH 1O 3anpocy ynojdHoMoueHHbIX opraHoB (P.SS.15.PGR.002) npeacrasieno
Ha pUCYHKeE 3.

onyucHAC HRGOopManuH
O JIaTE H BPCMCHA
OOHORICHHAN peecIpa
NPOMIROAHTCIICH
(P_S5.15.PRC_003)

«YuacrHe» m «YuacrHe»

llonygenme ceepcHmii Mz

peecTpa NPOMIROAMTENCH
(P_SS_15.PRC_004)

«Yaacracy

MOINHOMOYCHHEIH
Opran
(PS5.15.ACT.001)

Komuaccaa
(P.ACT.001)

«YuaacTHe» «YuaacTHE»

TlonyucHHE IRMEBCHHBIX
CEBCJICHHI H2 poecTpa
NPOAIROAATENCH
(P.S5.15.PRC.005)

Puc. 3. O6mas cxema rpynmsl IDponexyp HOJNy4eHHS CBEACHHN H3 peecTpa
IIPOM3BOAMTEIIEH IO 3ampocy ynoiaHoModeHHBIX opraHoB (P.SS.15.PGR.002)
20. Ilepeuenp npoueayp oOLIEro Npouecca, BXOAAUIUX B IPYNIy IPOLEayp HOJTyYESHUS
CBEJICHHMI U3 peecTpa MPOou3BOIUTENEH 10 3ampocy ynojHoModeHHbIX opraHoB (P.SS.15.PGR

.002), mpuBeneH B Tabnuiie 3.
Tabnwuma 3

ITepedens nponexyp obmero mporecca, BXOAAMMX B FPYIITy NPONeAyp MOTydeHHs CBEICHHH U3
peecTpa IpOU3BOAMTENCH 10 3aIpocy YIOIHOMO4eHHEIX opraHoB (P.SS.15.PGR.002)

KonoBoe o603Hauenme HaunmenoBanue Onucanue
1 2 3

mporeaypa NpeAHa3HaueHa uis
OLIEHKH YIOJIHOMOYEHHBIM OPTraHOM
HEOOXOIUMOCTH CHUHXPOHHU3ALMUU
CBEIEHUI O IPOU3BOJUTEINX,
P.SS.15.PRC.003 XPaHAMIMXCSA Y YHOIHOMOUYEHHOTO



moyiydeHue uHpoOpMaIuu O Jate U OpraHa, co CBCICHUSIMU,
BpeMeHH OOHOBIEHHMA peecTpa COACPXKAIIUMUCA B  peecrpe
npousBoauTenei Ipou3BoOAUTENEH

mpouenypa IpeIHa3HaueHa s

MIOJTyYeHWE CBENEHHH W3 peecTpa N
MOJTy4eHHUsl CBEICHHM W3 peecTpa

P.SS.15.PRC.004 .
TIPOU3BOANTEINCH o
MIPOU3BOIUTENEH

mpolenypa IpenHa3HadeHa s
CUHXPOHHU3ALMU CBEACHUH O

TTOJIYUCHHUE U3MCHCHHBIX CBe]leHI/Iﬁ OPOU3BOOUTEIIAX XpaHAIINUXCS
P.SS.15.PRC.005 y 5 p » XP y
Hn3 peeCTpa HpOI/I?)BOI[I/ITeHeI/I yHOﬂHOMO‘leHHOrO OpFaHa, (¢10)

CBEJICHUSIMU, COJIEpKAIIUMUCS B
peecTpe nIpou3BoauTeNeH

6. I'pymma mponexyp yBeZoMiIeHHa ymoarHOMo4eHHBIX opradoB (P.SS.15.PGR.003)

21. IIpouenypa yBeqOMIICHHS YIIOJTHOMOYEHHBIX OPraHOB O BblJjaue (M3MEHEHUU CTaTyca)
cepTU(UKaTa BBIMOJHIETCS B IEJNSIX B3aUMHOTO HH(GOPMHPOBAHUS YIMOJIHOMOYECHHBIX
OpraHoB O BbIJIaye CEpPTU(PUKATA MPOU3BOJUTEIIO BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJNICTB,
Yp€ MPOU3BOJCTBO COOTBETCTBYET TpeOoBaHusM [lpaBun Hajgnexaniedl NpakTUKU, U
BKJIIOYEHUHM YKA3aHHOTO MPOU3BOAUTENS B PEECTp, a Takke 00 HM3MEHEHUM cTaryca
cepTudukara.

IIpencrasiieHne yKa3aHHBIX CBEACHUN OCYLIECTBIIAECTCS B COOTBETCTBUM ¢ PeritamenTom
MH()OPMALIMOHHOTO B3aUMOJECUCTBUSL MEXAY YNOJHOMOYEHHBIMU OpraHaMH TOCyJapCTB —
4JI€HOB EBpa3uiCKOro HKOHOMHYECKOTO COI03a MpPU pealu3aluu CpeiCcTBaAMU
UHTETrPUPOBAHHON HHPOPMAIMOHHON cucTeMbl EBpa3suiicKoro 3KOHOMHUYECKOrO CO03a
obOmero mpouecca "dopMupoBaHHue, BEAEHHE M UCIOJIb30BAHUE EIUHOTO peecTpa
IIPOU3BOJUTEIICH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOACTBO KOTOPBIX IPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Hamamexaiied NpPOU3BOACTBEHHOM MNPAKTUKU
EBpa3uiickoro skoHoMuueckoro coro3a'", yreepxkaeHHbM Pemenunem Komnernu EBpasuiickoit
skoHOMHUYecKoil komuccuu oT 30 mast 2023 r. Ne 71 (nanee — PernmamenT MHGOPMAIIMOHHOTO
B3aMMOJECHCTBUSL MEXJIY YIOJHOMOYEHHBIMH opraHamu). @dopmaT M CTpPyKTypa
MPEACTAaBISIEMbIX CBEICHHUI JTOJKHBI COOTBETCTBOBaTh OmnucaHuio GOpMaTOB U CTPYKTYP
ANEKTPOHHBIX TOKYMEHTOB U CBEJICHHM.

[Ipu npencraBieHU YIOJHOMOYEHHBIM OPraHOM B YBEIOMIISIEMBIN YIIOJJTHOMOYEHHBIN
OpraH CBEJCHUH O BblJaye (M3MEHEHUHU CTaTyca) cepTH(UKaTa BBIIOJHIETCS mpoueaypa "
VYBenomMieHue yrnoJaIHOMOUYEHHOIO OopraHa O Bbijade (M3MEHEHuHu craryca) ceptudukara” (
P.SS.15.PRC.006)

22. IIpuBeieHHOE ONKMCAHKE IPYIIIBI IPOLEYP YBEIOMIICHHS YIIOTHOMOYEHHBIX OpPTraHOB
(P.SS.15.PGR.003) nmpeacraBiaeHo Ha pUCYHKE 4.



«Yygacrae» m «Yygacrae»

VEeoMIICHHAE O BHIJIA9C

~ y -
Ynonﬂ(())ln)ar(:;emm (mMencHBH cratyca) ceprudmkara ynonﬂlz)iil(?-:?n c“flgpm
(P.5S.15.ACT.001) (P.55.15.PRC.006) (P.SS.15.ACT.002)

Puc. 4. O6mas cxeMa rpymisl DpoIeayp YBEAOMICHHA YIOJIHOMOYEHHEIX opraHoB (P.SS
.15.PGR.003)
23. [lepeuenn nporeayp o0I1Iero npoiecca, BXOASIINX B TPYIITY MPOLEAYP YBEIOMICHUS

ynosHoMoueHHbIX opranoB (P.SS.15.PGR.003), npusenen B Tabnuiie 4.
Tabmuua 4

ITepeuens nponexyp o0LEro mporecca, BXOAAMMX B IPYIITY MPONEAYP YBEXOMICHUT
ynomoModeHHBIX opraHoB (P.SS.15.PGR.003)

KonoBoe 0603nauenue HanmenoBanue Omnncanne
1 2 3

mporeaypa INpeaHa3HaueHa JJis

YBEIOMJICHHE O Bblaue (M3MCHEHUH YBEIOMJICHHUS YIOJIHOMOYCHHBIX

craryca) cepTudukara OpraHoB O BbIJaue (M3MECHEHHH
craTtyca) cepTudukara

P.SS.15.PRC.006

V. UadopmammoHHEIe 00BEKTH 00mIero mpomecca

24. Ilepedyerb HHOOPMAITMOHHBIX OOBEKTOB, CBEACHUS O KOTOPBIX HJIM M3 KOTOPBIX
nepeaarTcs B mpoiecce MHGOPMAIMOHHOTO B3aUMOJEHCTBUS MEX/TY YUaCTHUKAMH OOIIIEeTro

npoI1iecca, IpuBeJIeH B Taduiie 5.
Tabnuma 5

ITepedensr HHPOPMAMOHHEIX 0OBEKTOB

KonoBoe 0603Hauenue HanmenoBanue Omnucanne
1 2 3

CBEJIEHHSI O IPOM3BOIUTEIE
BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpPEelCTB W3 HAaIlMOHAJbHBIX
WH(POPMAIMOHHBIX  PECYPCOB,

P.SS.15.BEN.001 CBEZICHUS O IPOU3BOIUTETIC NnpeacTaBiIsieMble npu
B3aUMOJICHCTBUY YIIOJTHOMOYEHHBIX
opranoB m Komwmccun, a Takxe
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHamu

VI. OTBETCTBEHHOCTH YI2aCTHHKOB 00LIEro mpormecca



25. IlpuBneyeHre K JUCHUILIMHAPHON OTBETCTBEHHOCTH 32 HECOOIO/ICHHE TPEOOBaHUM,
HaIlpaBJIEHHBIX Ha OOECIe4YeHHEe CBOEBPEMEHHOCTH M TOJHOTHI IepeJauyd CBEICHUH,
YYacCTBYIOIIUX B MH(POPMAIIMOHHOM B3aMMOJEHCTBUM JOJKHOCTHBIX JHUI[ U COTPYIHHUKOB
Komuccun, ocymiectBisiercss B COOTBETCTBUM ¢ JJoroBopoM 0 EBpa3zuiickoM 3KOHOMHYECKOM
coroze or 29 mag 2014 roma, MHBIMM MEXIYHApOAHBIMU JOTOBOPAMH M AaKTaMH,
coctaBiassronuMu  npaBo Coro3a, a JOKHOCTHBIX JIMI M COTPYJAHUKOB OpPraHOB
rOCy/JapCTBEHHOM BJACTH TOCYJApCTB-WICHOB — B COOTBETCTBHUHU C 3aKOHOJATEIBCTBOM
roCyJ1apCTB-YJIEHOB.

VII. CopaBo9HuKH ¥ KJIacCH(PHAKATOPEI 00mero mponecca

26. IlepeueHb CIpaBOYHUKOB U KiIacCU(DUKATOPOB OOIIEro mpoliecca MpUBEEH B Ta0IUIIE

6.
Tabmuma 6
ITepedens cipaBOYHHUKOB 1 KIaCCH(PHKATOPOB 00mIEro mporecca
Konosoe o003HaueHmE HanmenoBanne Tun Onmucanne
1 2 3 4
N COZICPXKHT NEPEUCHb KOJIOB
MEAAYHAPOAH B U HaUMEHOBAaHWH cTpaH
P.CLS.019 KJIacCU(PUKATOp CTpaH  KiIaccu(UKaTop P
. MHpa B COOTBETCTBHH C
P 1SO 3166-1
HOMEHKAATYDa COICPXKHT MEpEYCHb KOJIOB
P.CLS.041 P knmaccudukarop u HaWMEHOBaHUU

JIeKapCTBEHHBIX (hopm
P $op JIEKapCTBEHHBIX (OpM

COACPIKUT NEPCUCHb KOAOB

kaaccupuraTop .
u HaMMEHOBaHU I
P.CLS.054 OpraHU3alMOHHO-TIPABOBBI  Ki1acCH(UKATOP
OpraHu3aluOHHO-IIPABOBBI
X hopm
X opm

COACPIKUT NEPCUCHL KOOOB

CIIpaBOYHUK METOJO0B o
1 HAMMCHOBAaHUHU MCTOJJ0B

HACHTH(QUKAIHA
P.CLS.068 . ¢ CIIPAaBOYHUK UACHTHQUKATNA
X03HUCTBYIOUIUX .
XO03SHCTBYIOIINX
CyOBEKTOB
CcyOBEKTOB
CIIPaBOYHUK CTATyCOB COJIEP)KUT  MepeyYeHb
cepTUUKATOB CTaTyCOB CEpPTHU(PUKATOB
MOATBEPKACHUS MOATBEPKACHUS
COOTBETCTBHSA COOTBETCTBHSA
MPOU3BOACTBA MpPOU3BOACTBA
P.SS.15.CLS.001 BETEpUHAPHBIX CIPaBOYHHUK BETEpUHAPHBIX
JIEKQpCTBEHHBIX CPEACTB JIEKapCTBEHHBIX CPEACTB
TpeboBanusM [IpaBun TpeboBanusmM [IpaBun
Haajaexalleu Hajajaexalen
NIPOU3BOJICTBEHHOU MIPOU3BOJICTBEHHOM
MIPAKTHKH MIPAKTHKA

VIII. IIponexyps o6mero mpouecca



1. ITponexypst popMupoBaHus U BeeHU peecTpa nmpomsBoaurenei (P.SS.15.PGR.001)

(v}

ITponemypa "Bxmogenne cBeaeHuii B peectp npomssogurenei” (P.SS.15.PRC.001)
27. Cxema BBITIOTHEHUS MpoLeypsl "BriItoueHne cBeieHuit B peecTp npousBogutenei' (
P.SS.15.PRC.001) npencraBieHa Ha pUCyHKe 5.

- Y nonaoOMOUYCHALIH Opran Kommcens

!

IIpeacrapncane crecHui Jyi
REINIOYCHHAA B PSCCTP
IPOAZROANTENCH
(P.S5.15.0PR.001)

CRCICHHAA O MPOAROJATCIC
[crRenacnna mIn BENIOYCHAA OPSACTABICHE |

IIpaeM B 06paboTEa crReICHNMI

JUIs BENIOUCHHS B PECCTP
CBCHCHHA O IIPOM3ZBOHTCIIC ﬂpomnomeﬁ
[crencAAd REMIOUCHE | | (P.55.15.0PR.002)
Tlony4yenne yrenoMIcHHA ©
PERYIETATE REIMOUCHAL OnyCnHEoRaHNEe RKINIOUCHHBIX
CRC/ICHHI R peecTp B peecTp NpOHZEOARTENCH
NPOH3ROAMTENCH ceenenmii (P.SS_15.0PR.004)
(P.55.15.0PR_003)

Puc. 5. Cxema BEmoNHEHHA npomexypsl "BxirodeHme cBeeHH B pPEECTp
npousBoaureneii” (P.SS.15.PRC.001)

28. Ilponeaypa "Bxmtouenue ceeaeHuii B peectp npouspoauteneit” (P.SS.15.PRC.001)
BBIIIOJIHSIETCS. TIPU MPEACTABIECHUN YNOJHOMOYEHHBIM OpraHoM B Komuccuio cBeaeHui o
IPOU3BOJUTENIE U1l BKIIFOUEHUS B PEECTP MPOU3BOIUTEIIEH.

29. IlepBoii BeimogHsAeTcs onepanus "lIpeacraBnenne cBeaeHUN Ul BKIIFOUEHUS B PEECTP
npousBoautenei" (P.SS.15.0PR.001), B pe3ynabTare BBINOJIHEHUS KOTOPOWH
YIOJIHOMOYEHHBIM OpraHoM (OopMUPYIOTCA W HampaBisitoTcss B Komuccuio cBeneHus: o
MPOU3BOJIUTENEC BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB MJIsI BKJIIOUYEHUS B PEECTP
ITPOX3BOIUTEIIEH.



30. ITpu nonyuenun KomMuccuel cBeieHU 0 MPpOU3BOUTENIE AJIsI BKIIOUCHUSI B PEECTP
MpoU3BOAMTENEH, BbINONHsAETCA onepanus "[Ipuem u 06paboTka CBeIeHUH 11l BKIIOUEHUS B
peectp npousBogutenei” (P.SS.15.0PR.002), B pe3ynbTaTe BHINOJHEHUSI KOTOPOH B peecTp
POU3BOAMTEINICH BKIIOYAIOTCS CBEACHUS O MPOU3BOJIUTENE BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEJIICTB U B YIIOJIJHOMOYEHHBII OpraH HaIpaBJISIETCS] YBEAOMIIEHUE O BKIOYEHUU CBEJEHUM O
IPOU3BOJIUTETIE.

31. IIpu nony4yeHUr yroJIHOMOYEHHBIM OPTaHOM YBEIOMIIEHUS O BKJIIFOUEHUH CBEJICHUN O
MPOU3BOJUTENIE B pPEECTp MNPOU3BOJAUTENEH, BbINOJNHAETCS onepauus '[lomyueHue
YBEJIOMIICHHSI O pe3yJibTaTe BKIIOUEHUs cBeAeHui B peecTp npousBoautenei” (P.SS.15.0PR
.003), B pe3ynbTaTe BBHIMOJIHEHHUS KOTOPOH OCYIIECTBISAIOTCS MpueM U 00paboTka
YBEJOMJICHHSI O BKIIFOUEHUH CBEICHUI O IPOU3BOJIUTENIE B PEECTP POU3BOAUTENEH.

32. B ciyuae BeimosiHeHust onepanuu "[IpueM n 0o6paboTka cBeeHUH sl BKIIFOYCHUS B
peectp mnpousBogutenei" (P.SS.15.0PR.002) Beimonusercs omepanus "OmnyOiukoBaHue
BKJIIOYEHHBIX B peectp mnpousBoaurteneil ceenenuin" (P.SS.15.0PR.004), B pesynbrare
BbITIOJIHEHUsT KoTopoit Komuccusi oGecrieunBaer onmyOIMKOBaHHE OOHOBJIICHHBIX CBEICHUMN
peecTpa npousBoauTeNei Ha nHpopmanmonHoM nopraie Corosa

33. Pe3ynbTaToM BBINOJHEHHUS Tpoueaypbl "BkiltoueHue CBEIECHUN B PEECTp
npousBoauteneir” (P.SS.15.PRC.001) sBisieTcss BKJIOUYEHHUE B peecTp MPOU3BOAUTEEH
CBEJICHUM O MPOM3BOJUTENIC BETEPUHAPHBIX JEKAPCTBEHHBIX CPEJICTB U OMYyOIUKOBAHUE
OOHOBJIEHHBIX CBeJieHnH Ha nHGopMaloHHOM nopraie Coro3a.

34. Ilepeuenp omeparuii oOLIEro Mpouecca, BBHITOIHAEMBIX B paMKax Hpoueayps "

Bxntouenue cBenenuii B peectp npousoauteneit” (P.SS.15.PRC.001), npuBenen B Tabnuie
7.

Tabuuma 7

Ilepegens onepanuii 06mero mponecca, BHIIOJHAEMEIX B paMKax IpoleaypH "Brmouenue
cBemeHHii B peectp npousBomureneit” (P.SS.15.PRC.001)

KonoBoe o603Hauenme HaunmenoBanue Onucanue
1 2 3

MpeACTaBICHUE CBEICHUH IS
MPUBEJICHO B TAOJUIIC 8 HACTOSIINX

P.SS.15.0PR.001 BKJIIOYCHHUS B peectp Tpasi

MPOU3BOJIUTENEH

mpueM u 00paboTKa CBEICHUH IS

P.SS.15.0PR.002 BKJIIOUEHUS B peectp HPHBEZIEHO B Tabamtie 9 HacTOSMMX

N IIpaBun
IIPOU3BOAUTENEH

MOJIyYeHHE YBEAOMIICHHS O
P.SS.15.0PR.003 pe3ynbTaTe BKIIOYEHUS CBEJCHUN B
peecTp mpousBoauTeNen

npuBeneHo B Tabmume 10
Hacrosmux [IpaBun

onyOJIMKOBaHWE BKIIOYEHHBIX B TMpuBedeHo B Tabmmme 11
peectp mpousBoAuTeNel cBeeHuit  Hactosamux [IpaBun

P.SS.15.0PR.004

Tabmauma 8



Omucanue onepanuy "IlIpeacraBieHre cBeACHUH A1 BKIIIOYEHHA B peecTp Ipom3BoAUTeNeH" (

P.SS.15.0PR.001)

Ne i/t
1
1

Omucanue onepauun "IIpueM u 06paboTka cBeeHMUI 1)1 BKIIOYCHAA B PeeCTp MPOM3BOAUTENCH"

(P.SS.15.0PR.002)

Ne /i
1
1

O0o3HayeHne dJIEMEHTA
2

Konosoe 0o603Hauenue

HanmMenoBanue onepanuu

Hcnomaurens

VCIIOBHS BBIIOJIHEHUS

OrpanudeHus

Omnucanue onepanun

PesynbraTs!

O0o3HaueHKe dJIEMEHTA
2

KomoBoe 0003HaueHme

HaumenoBanue ornepannun

Wcnonaurens

VY CIIOBHS BBITIOTHEHUS

Omnucanue
3
P.SS.15.0PR.001

NpEeACTAaBICHUE CBEJIEHUM IS
BKIIOYECHHUSA B peectp
MIPOU3BOIUTENEH

YIOJHOMOYEHHBIN OpraH

BBITIOJIHACTCA HpHU MPEACTABICHUN
YIOJIHOMOYCHHBIM OopraHom
CBCHCHI/Iﬁ O IPOU3BOAUTEIIC

dbopmar u CTPYKTYypa
MPEACTABIIACMbBIX CBe[[eHI/Iﬁ JOJIDKHBI
cooTBeTCTBOBaTh  OmnucaHHIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUI

UCIIONIHUTENb  (QOPMHUPYET H
HampaBisier B Komuccuio cBeneHus
0 TIPOU3BOJIHTEINE ISl BKIIOUCHHUS B
peecTp TpPOM3BOJIMTENEH B
COOTBETCTBUH ¢ PersiamMeHTOM
MH()OPMAIMOHHOTO B3aMMOJICHCTBUS
MEXIYy  YNOJIHOMOYEHHBIMHU
opranamu u Komuccueit

CBEICHHSA O IPOM3BOAWTENE IS
BKJIIOYCHHUS B peectp
MIPOMU3BOANTEIICH TIPEICTABICHBI

Tabiuma 9

Omnucanne
3
P.SS.15.0PR.002

nmpueM U 00paboTKa CBEICHUMA IS
BKJIIOYEHUSI B peectp
MPOU3BOIUTEICH

Komuccus

BBITMIOTHACTCS TPH  TOIYYCHUH
UCIIOTHUTEIEM CBEIACHUH O
npousBoautene  (omepamus "
[IpencraBnenue cBeaeHUM s
BKJIIIOYEHUS B peectp
npousBoautenend” (P.SS.15.0PR.001

)



dbopmar U CTPYKTypa
IpecTaBIsieMOl  MHGpOpMaIH

JIOJIKHBI COOTBETCTBOBATH
Omnwucannio GpopMaToB M CTPYKTYp
3JCKTPOHHBIX JOKYMEHTOB U
CBEICHUIA. CooOmenne u

5 Orpannyenns 3JIEKTPOHHBII TOKYMEHT (CBEIICHHU)
JIOJIAKHBI COOTBETCTBOBATH
TpeOOBaHMAM K 3alOJHEHUIO
PEKBU3UTOB 3JEKTPOHHOTO
IOKYMEHTa (cBenenwnit),
MpeayCcMOTpeHHbIM PermamenToM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXAY  YIOJHOMOYEHHBIMHU
opranamu u Komuccuei

WCTIOJTHHUTENb IPUHAMACT CBEACHUS
0 TIPOU3BOJUTENIC U TIPOBEPSET UX B
COOTBETCTBUM ¢ PerimameHToMm
MH(OPMAIMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
opranamu u Komuccueit. B cinydae
YCHENTHOTO BBIITOJHEHUS TIPOBEPKU
UCIIOJNHUTENb  OCYIIECTBISACT
BKJIIOUEHUE  CBEJEHUH O
NpPOU3BOJUTENE B  PEECTp
MIPOM3BOANTENIEH, 3aIOJHSET ATy U
6 Omnwucanue onepanun .

BpeMsi OOHOBJICHHS CBEJICHUH H
HATPaBJISACT B YIOJTHOMOYCHHEIH
OpraH yBeIOMJICHHE O BKIIOUCHHUH
CBEJICHUH O MPOU3BOJUTENE CO
3HAYCHHEM KOJa pe3yjbTaTa
00pabOTKH, COOTBETCTBYIOIINM
n00aBJIEHUIO  CBEJCHHUH, B
COOTBETCTBHH C PerimameHTOM
WH(POPMALIMOHHOTO B3aUMOICHCTBUS
MEXAY  YHOJHOMOYEHHBIMH
opranamu u Komuccueit

CBEJIEHUST O TMPOU3BOJUTENE
BKJIIOYEHBI B peectp
MPOM3BOIUTENCH, YBEIOMIICHHE O

7 PesynbTaTsl BKJIIOUEHHUH CBEJIECHUU 0
NpOU3BOJUTENE B  peecTp
MPOU3BOAUTENCH HaNpaBJIEeHO B
YIOJHOMOYEHHBIN OpraH

Tabmauma 10

Ommucanne onepanuu "Tlorydenre yBeJOMIICHHUS O pe3yJIbTaTe BKIIIOUYECHNUA CBEACHUN B PEECTp
npomsBoguternei” (P.SS.15.0PR.003)

Ne i/t O0o3HayeHne dJIEMEHTA Omnncanne
1 2 3
1 KonoBoe 0003Hauenne P.SS.15.0PR.003



MOJIydeHUEe YBEIOMJEHHUS O
2 Haunmenosanue omn 45071 .
aMMCHOBAHHE OTIepall pe3ynbpTaTe BKIFOUCHUS CBEACHUN B

peecTp NpOU3BOAUTENEH
3 Hcnonuurens YIOJTHOMOYEHHBIN OpraH

BEITIONHACTCSA TIPH TOTyICHUH
WCIIOTHUTENIEM YBEJOMIICHHAS O
BKJIIOUEHHUH CBEJIECHUU 0
npousBoautene (onepanus "Ilpuem
u 00paboTka CBEIECHUH s
BKJIIOYCHHUS B peectp
npousBoauteneit” (P.SS.15.0PR.002

)

dbopMar ¥ CTPYKTypa COOOIICHHUS
JIOJKHBI COOTBETCTBOBATH

4 VCIIOBHS BBIIOJIHEHUS

5 Orpannyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKyMEHTOB W
CBEICHUN

HCTIOJTHUTENb OCYIIECTBISACT IIPUEM
n 00pabOTKy YyBEIOMIIEHHS O
BKJIIIOUEHUU  CBEACHUH O
MPOU3BOJUTENIC B COOTBETCTBUHU C
6 Omnucanue onepauuu

PermamenToMm WHGOPMAIIOHHOTO
B3auMOIeHCTBUS MEXIY
YOOJIHOMOYCHHBIMU OpraHaMu u

Komuccuein

YBEIOMJIEHHE O BKJIIOYEHHUH
CBEJEHUI O MNpPOU3BOAUTEIE B
peectp MPOU3BOIUTENEH
00paboTaHo

7 PesynbraTsl

Tabmumna 11

Ommcanne onepaimn "Omy0amKoBaHHe BKIIIOYECHABIX B peecTp mpom3BoauTeneii cenennii” (P.SS
.15.0PR.004)

Ne /it O06o03HaueHHE PIEMEHTA Omnucanue
1 2 3
1 Konosoe o603Hauenue P.SS.15.0PR.004
ONyONMKOBAaHNE BKIIOYCHHBIX B
2 HanmenoBanue onepanuu . N
peecTp MpoU3BOAUTENCH CBECHUI
3 Wcnonuurens Komuccus
BEITIOJTHSICTCS. TIPH  BKJIIOYCHUHU
CBEIEHUI O MNpPOU3BOAUTEIE B
peecTp Mpou3BOIUTENEH (omeparus
4 VY c1oBUS BBITOTHEHUS "IIpuem u 00paboOTKa CBEACHUH ISt
BKIIOYEHHUS B peecTp
nponsBoautenei” (P.SS.15.0PR.002

OnyOJIMKOBAHUIO  IOJJICIKAT
CBEJICHUS peecTpa TPOU3BOAUTENCH
38 HUCKIIOYEHHEM CBEJEHUH,



5 OrpanudeHus KOTOpBIE  HE  MOJAJIeXaT
ONMyONUKOBAHHIO M JIOCTYIHBI
TONBKO U1 YHOJHOMOYEHHBIX
OpraHoB ® (WJIH) SKCHEPTHBIX
yapexaeHuit, a Taxoke Komuccun

UCIIOJIHUTENb  O00OeclednBaeT
onyOnMKOBaHWE OOHOBIICHHBIX
CBEAEHUN u3 peectpa
MpoOU3BOUTEIEH Ha
nHdopmanronHoM nopraie Coroza.
JoikHa OBITH peanu3oBaHa
BO3MOXKHOCTh TIepexoJia K eTUHOMY
peecTpy  3aperucTpUpOBaHHBIX
6 Omnwmcanue onepanuu BETEPHHAPHBIX JIEKAPCTBEHHBIX
MIPEenapaToB, KOPMOBBIX J00aBOK
JJId )KUBOTHBIX Y HC BCTYIAIOIINX B
HENOCPEACTBEHHBIII KOHTaKT C
JKUBOTHBIMH  JTHarHOCTUYECKHX,
Ne3nHPUIHUPYIONINX,
JI€3MHCEKIIMOHHBIX u
JIe3aKapHU3aliOHHBIX  CPEICTB
BeTepHHapHoro HazHaueHus Coroza

CBEJICHUS u3 peecTpa
7 PesynbraTs! MIPOU3BOIUTEINCH OIMyOIMKOBAHEI Ha
nHpopMannoHHOM TopTaiie Coro3a

ITponexypa "U3menenne cBeneHuii B peectpe npomssogurenei” (P.SS.15.PRC.002)
35. Cxema BBITOTHEHUS poLeRypsl 'MI3MEHEHNE CBEIEHNI B PEECTPE MPOU3BOAUTEIIECH "
(P.SS.15.PRC.002) npencraBneHa Ha pucyHke 6.



‘YnonsoMoucHHHI opran ‘Kommccnn

?

IIpcacrapncHAC CRCACHAT YIA - CREIICHHS 0 HDOMIEG e
BHECCHHS H3MCHEHHIA B PeecTp > ~eBell P &
i [crRemcHAN WA AZMCHCHAN OPCACTARICHE |
NpOM3BOIATCICH

(P.S5.15.0PR.005)

ITprem n oGpaboTka cReacHmIA

JUIs RHECCHHAN HAMCHCHHIA B
CREJICHHA O MPOHZROHTENE peecTp NPOA3EOAATENCH
[crencnna maMeHeHR] < ‘ (P.S5.15 OPR_006)
%
Hompmerme yrenosmennn o OnyCnMKoranre H2MCHEHHRIX B
PEIYIETATEC HIMCHCHAA =
o peecIpe nponzBOAMTENCH
CREJICHHIA B peecTpe g —
HPOHZBONHTCICH
(P.S5.15.0PR 007) (P.$5.15.OPR.008)

Puc. 6. Cxema BBIMOJNHECHHA HpomeAypsl "H3MeHEHHE CBEIEHHH B peecTpe
npomssogureineii” (P.SS.15.PRC.002)

36. [Iponenypa "M3menenue cenenuii B peectpe npousBoauteneir” (P.SS.15.PRC.002)
BBIMOJIHSAETCS MPH MPEJCTABICHUN YIIOJHOMOYEHHBIM OpraHoM B KOMHCCHIO M3MEHEHHBIX
CBEJICHUU O MPOU3BOJUTEIIE 111 BHECEHUS N3MEHEHHUI B PEECTPE MPOU3BOAUTEIEH.

37. llepBoi BeINIOJIHsIETCS omnepanus "llpencraBieHre CBEACHUN MJIsI BHECEHUS
m3MeHeHud B peectp npousBogutenei" (P.SS.15.0PR.005), B pe3yibraTe BBIOTHEHUS
KOTOPO yIOJHOMOUYEHHBIM OpraHoMm (opMupyroTcs U Hampabisiorcs B Komuccuio
W3MEHEHHBIE CBEJCHHS O IPOU3BOAUTENE ISl U3SMEHEHUS B PEECTPE MPOU3BOIUTEIICH.

38. IIpu noctymieHun B KoMHCCHIO M3MEHEHHBIX CBEAEHHUI O MPOU3BOIAUTEIIE
BbINIOJIHsAETCS onepauus "[IpueM u o6paboTka cBeeHUH sl BHECEHUS U3MEHEHUI B PEECTP
npousBoauteneit” (P.SS.15.0PR.006), B pe3ynbTare BbINOJHEHUS KoTopou Komuccus
MOJy4aeT yKa3aHHbIC CBEICHMS, OCYIIECTBISICT MU3MEHEHHE CBEIICHUW, COIACPKAIIMXCSA B
peecTpe TPOW3BOAMUTENCH, W HANpPaBISICT yBEIOMJICHHE 00 HW3MEHEHUH CBEJICHHUUN O
IPOU3BOJUTENIE B YIIOJTHOMOUYEHHBIA OPraH.

39. Ilpu nocTyInaeHuU B YIIOJTHOMOYEHHBIN OpraH yBEeIOMJIECHUS 00 U3MEHEHUH CBEJICHUIM
O MpOM3BOJUTENE BhIMONHsAETCA omnepauus "llomyyeHne yBeAOMIEHHS O pe3yibTaTe



n3MeHeHus: cBeneHuid B peectpe mnpousBoautenein” (P.SS.15.0PR.007), B mpouecce
BBITIOJTHEHHUS KOTOPOH OCYILIECTBIISIIOTCS IPUEM U 00pab0TKa YKa3aHHOTO YBEAOMIICHHUSI.

40. B cnyuae BoimonHeHus omnepanuu "[lpuem u 06paboTKa CBEICHUI 1T BHECCHHUSI
u3mMeHeHuii B peectp mnpousBoauteneit” (P.SS.15.0PR.006) Bwimonnsiercst omepamus "
Ony6nukoBaHuEe U3MEHEHHBIX B peecTpe mpousBoauteneit ceenennit” (P.SS.15.0PR.008), B
pe3yibTaTe BBINMOJIHEHUs1 KoTopol Komuccus obecrnieunBaeT omy0JInKoBaHUE OOHOBJIECHHBIX
CBEJICHUH peecTpa Npou3BoaAuTeNeH Ha HHPOpMalMOHHOM nopTraie Coro3a.

41. Pe3ynbTaToM BBINOJHEHUS mpoueAypsl "M3MeHEeHHEe CBEAEHUIl B peecTpe
npousBoauteneit”" (P.SS.15.PRC.002) sBnsieTcs u3MeHEHUE CBEJCHUM O MPOU3BOJUTENE B
peecTpe NMPOU3BOJANTENCH, U OIyOJIMKOBaHHE OOHOBIICHHBIX CBEACHUN Ha MH(OOPMAIIMOHHOM
nopraine Corosa..

42. TlepeyeHpb omnepainuid 00IIEro Mpolecca, BHIMIOIHAEMbIX B paMKaxX MpPOLeaypbl "
N3menenue cBenennii B peectpe mpousBoaureneii” (P.SS.15.PRC.002), npuBeaeH B Tadauiie

12.
Tabmauma 12

Ilepegens onepanuii 06mero mponecca, BRIMOIHAEMEIX B paMKax mponexypsl "/3MeHerne
cBezeHuii B peectpe mpomsBogurenei” (P.SS.15.PRC.002)

KonoBoe 0603Hauenme HaumenoBsanue Onucanue
1 2 3
MpeACTaBICHUE CBEICHUH IS
npuBeneHo B Tabmume 13

P.SS.15.0PR.005 BHECEHHUS HM3MEHEHHH B pPEecTp nacTosmux [pasin

MPOU3BOIUTENEH

mpreM u 00paboTKa CBEICHUH s

0 14
P.SS.15.0PR.006 BHECEHMS] H3MEHEHHH B peEecTp UPUBEACHO B - TabAMhe

o HacToAIuX HpaBI/IJ'I
TIPOU3BOAUTEIIEN

MOJIyuY€HUeC YBE€AOMIICHU A o

6 15
P.SS.15.0PR.007 pe3yibTaTe U3MEHEHUS! CBEJCHUI B UPHBEACHO B  Tabiuie

. Hacrosamux [IpaBun
peecTpe npou3BoauTeNeH

onyOIMKOBaHWE HW3MEHEHHBIX B INpHUBeAeHO B Tabmume 16
peectpe mpousBoauTeNnei ceeAeHuit  HacrosAmux [IpaBun

P.SS.15.0PR.008

Ta6muma 13

Ommucanne onepanun "IIpencraBneHne CBeNeHNH 111 BHECEHUA H3MEHEHMIA B peecTp
mpomsBogutenei” (P.SS.15.0PR.005)

No /it O6o3HaueHne dIeMEHTa Onucanue
1 2 3
1 Konosoe o603HaueHne P.SS.15.0PR.005
MpEeACTaBICHUE CBEACHUH IS
2 HanmMenoBanue onepauuu BHECEHUS] HM3MEHEHUH B peEecTp
[IPOU3BOIUTENEH

3 Hcnonuurens YIOJTHOMOYEHHBIN OpraH



4 VY CIIOBUS BBITIOJTHEHUS BHCCCHHUC YIIOJIHOMOYCHHBIM
OpraHoM H3MCHCHHBIX CBC,I[@HI/II‘/‘I o
IIPOU3BOJUTETIC

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH OMKHBI

5 OrpaHudeHust COOTBETCTBOBATHL  OIHMCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCIIOIHUTENb  (QOPMHUPYET H
Harpaisier B Komuccnio cBeneHunst
0 TPOU3BOAWTENE JJISI BHECEHUS
U3MEHEHUH B peectp

6 Omnwmcanue onepanuu MPOU3BOANTENIECH B COOTBETCTBHHU C
PeritaMmenToM HH(POPMAIIHOHHOTO
B3aMMOJIEUCTBUS MEXAY
YHOJIHOMOYEHHBIMH OpraHaMH H
Komuccueit

CBEJIEHUSI O IPOMU3BOAMTEINE IS
7 PesynbraTs! U3MEHEHUS B peectpe
MIPOU3BOUTENEH MTPEICTABICHBI

Ta6muma 14

Ommucarue onepain "IIpueM u 06paboTka cBeeHuMI 11 BHECEHH H3MEHEHHH B PEECTp
mpomsBoguteiei” (P.SS.15.0PR.006)

Ne i/ O0o03HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenue P.SS.15.0PR.006
mpueM u o0paboTKa CBEICHUH IS
2 HanMenoBanue onepaunu BHECEHUS] HM3MEHEHUH B pEECTp
MIPOU3BOUTENEH
3 Hcnonnurens Komuccus

BBITIONHACTCSA TIPU TOTYyICHUH
HCIIOJHUTEIIEM CBEICHUH O
npouspoautene  (omepamus "
4 VCIIOBHS BBIIOJIHEHUS [IpencraBnenue cBeneHUN ISt
BHECEHUsS] HM3MEHEHUH B peecTp

npousBoxuteneit" (P.SS.15.0PR.005
)

dbopmar U CTPYKTypa
MpeJCTaBIsieMOl  MH(pOpMaIH

JIOJKHBI COOTBETCTBOBATH
Onucannio GopMaToB U CTPYKTYP
3MEKTPOHHBIX JOKYMEHTOB U
ceenenuit. CooOuieHue o
JIEKTPOHHBIN TOKYMEHT (CBEICHUS)

5 OrpaHnueHus JOJIKHBI COOTBETCTBOBATH
TpeOOBaHMAM K 3alOJHEHUIO
PEKBU3UTOB 3JEKTPOHHOTO
TOKYMEHTa (cBenenwnit),
IPeIyCMOTPEeHHBIM PermamenToM



MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
opranamu u Komuccueit

HCIOJHUTECIIb NPUHUMACT CBCACHUA
W TIPOBEPSIET X B COOTBETCTBHH C
PernmamenroM uH(pOPManMOHHOTO
B3aMMOJICHCTBUS MEX Y
YHOJIHOMOYCHHBIMH OpraHaMH H
Komuccueii. B ciayuae ycnemnoro
BBITNIOJIHEHHUA NIPOBEPKHU
WCIIOJHHUTENb 3alloJIHAET JaTy |
BpeMs OKOHYaHHA JACHCTBUS
M3MEHSIEMBIX CBEJCHUN 3HAYCHHEM
JIAThl ¥ BPEMEHU Hauana AeUCTBUS
MOJY4EHHBIX U3MEHEHHBIX CBEICHUI
[Tonyuennble  cBeneHUs

6 Omnucanue onepanuu UCIIOJIHUTENIb BHOCHT B peecTp
MIPOM3BOANTENIEH, 3aIOJHSET ATy U
BpeMsi UX OOHOBIIEHUs, HopMHUpYET
W HAMpaBIISET B yIMOJHOMOYCHHBIN
OpraH yBeJOMIICHHE O PE3yJIbTaTe
W3MEHEHHs] CBEJEHMIl B peecTpe
MPOU3BOJIUTENEH, CO 3HAaYEHHEM
KoJa pe3ynbTata 00paboOTKH,
COOTBETCTBYIOLIMM H3MEHEHUIO
CBEJICHUU, B COOTBETCTBHH C
PernamentoM HHGOPMALUOHHOTO

B3aHUMOJIENCTBUS MEXAY
YHOHHOMO‘JCHHBIMI/I OpFaHaMI/I u
Komuccuei

CBEACHUS O TIPOU3BOJHUTEIC
U3MEHCHBI B peecTpe
MPOM3BOIUTENECH, YBEIOMIICHHE O
pe3ysbraTe U3MEHEHHs CBEICHUH O
MPOU3BOJUTEE HANPaBICHO B
YHOJTHOMOYCHHBIA OpTraH

Tabmnuua 15

7 Pesynbrarsl

Ommcanne onepanuu "Tlorydaerue yBeJOMIICHHS O Pe3yJIbTaTe H3MEHEHUA CBEACHUN B PEECTpe
npomsBogutenei” (P.SS.15.0PR.007)

Ne i/t O0o3HayeHne 3JIeMEHTA Omnncanne
1 2 3
1 KonoBoe 0003Hauenne P.SS.15.0PR.007

MOJy4YeHHUE yBEAOMIECHUA O
2 HanmMeHoBanue onepanuu pe3yibTaTe U3MEHEHUS CBEACHUN B
peecTpe NpOoU3BOIUTEIEH

3 Ucnonunurens YIOJHOMOYEHHBIN OpraH

BBIIOJIHACTCA MNpU TOJTYUYCHUU
HCIIOJIHUTEJIEM YBCIAOMJICHUSA O
pe3yabTaTe U3MCHCHUA CBeI[eHI/Iﬁ (6]



4 VCIIOBHS BBIIOJIHEHUS npousBoaurene (onepauus "Ilpuem
u 00paboTka CcBeIECHUH IIs
BHECEHUS] HM3MEHEHUH B peEecTp
npousBoxuteneit” (P.SS.15.0PR.006

)

dbopMar M CTPYKTypa COOOIICHHUS
JIOJIKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
JJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI

WCTIOJTHUTEIb OCYIIECTBIISIET TIPHEM
n 00pabOTKy VyBEIOMIICHHUS O
pe3yibTaTe U3MEHEHHs CBEACHHH O
MPOM3BOJHUTEIEC B COOTBETCTBUH C
6 Ormncanue onepanuu

PernamenToM WH(pOpPMalMOHHOTO
B3aMMOJEHCTBUS MEXY
YIOJTHOMOYEHHBIMH OpraHaMH H

Kommuccueit

YBEIOMJICHHE O PpEe3yJIbTaTe
7 PesynbTath H3MEHEHHUs  CBeJEeHHH O
npou3BoauTeEIe 00paboraHo

Tabnuua 16

Ommucanue onepaimn "Omy0nmKoBaHNe H3MEHEHHEIX B peecTpe mpousBoauteieii ceegenmii” (P.SS
.15.0PR.008)

Ne i/t O0o03HayeHne dJIEMEHTA Omnucanne
1 2 3
1 Konosoe o603Hauenne P.SS.15.0PR.008
omyOJIMKOBaHWE W3MEHEHHBIX B
2 HanmenoBanue onepauuu . N
peecTpe IPOU3BOUTENEH CBEACHUN
3 Hcnonnurens Komuccus

BBITMIONHSETCS IPU HM3MECHEHHUH
CBEJICHUM O MpPOU3BOJIUTENE B

peecTpe nmpousBoaAUTENEH (omeparius

4 VY coBUs BBIIOTHEHUS "[Ipuem u 0OpabOTKa CBEAEHUH IS
BHECEHMSI WM3MEHEHUH B peEeCTp

npousBoxuteneit” (P.SS.15.0PR.006

)

OnyOJMKOBaHUIO  MOJIEXAT

U3MEHEHHBIE CBEACHMS peecTpa
MIPOM3BOAMTEINICH 3a HUCKITIOUCHHEM
CBE/ICHUH, KOTOpBIE HE MOJJIEXaT
OMyONMKOBaHUIO M JOCTYIHBI
TONBKO IS YIOJTHOMOYEHHBIX

5 OrpannyeHus

OpraHoB M (MJIM) 3KCHEPTHBIX
yupexaeHul, a Takxke Komuccun

UCIIONHUTENbs  oOecrednBaeT
onyONMKOBaHME  HM3MEHEHHBIX
CBEJICHUI peecTpa NpOU3BOAUTENECH



Ha WHGOPMAIMOHHOM IIOpTaye
Coro3a. [lomkHa OBITH peann3oBaHa
BO3MOXKHOCTh Iepexo/ia K eIUHOMY
peecTpy  3aperucTpUpOBaHHBIX
6 Onucanue onepauuu BETEpUHAPHBIX  JIEKAPCTBEHHBIX
IpenaparoB, KOPMOBBIX [00aBOK
JUISL )KUBOTHBIX U HE BCTYMAIOIIUX B
HEIIOCPEACTBEHHBIl KOHTaKT ¢
JKUBOTHBIMH ~ JTHarHOCTUYECKHX,
Ne3NHQUIUPYIOMHX,
JN€3UHCEKIIMOHHBIX u
Jle3aKapu3alMOHHBIX  CPEACTB
BeTepuHapHOro HazHaueHus Coro3a

OOHOBIICHHBIE CBEJICHHUS peecTpa
7 PesynbraTs! MIPOU3BOIUTEINCH OIMyOIMKOBAHBI Ha
nHpopmanmonHom nopraie Coroza

2. IIponenypsl HOMy9CHHSA CBEICHUI U3 peecTpa IPOU3BOAMTEIIEH 110 3aIIpOCy YIOTHOMOYECHHBIX
opranos (P.SS.15.PGR.002)

[Ipouenypa "Ilonydyenue mHdOpMalMu O JaTe U BpeMEHU OOHOBIICHUS peecTpa
npouspoaurenen” (P.SS.15.PRC.003)
43. CxeMa BeInoJiHEHUs nporeaypsl "llonydenue mHpopmanuu o gaTe U BpeMEHU
oOHoBneHus peectpa npousBoaureneil” (P.SS.15.PRC.003) npeacrasiena Ha pucyHke 7.

'Y onHOMOUCHHKIH OopraH :Kommccens
Sanpoc madopmManan o Aarc H I CREJICHAA O HPOA3BOHTICIE

BpcMEHHA 00OHOBIICHHA peecTpa > [madiopManns o fare A RpeMcHA OOHORICHAN
IIPOH3ROJHTCICH zanmpomcHal
(P.55.15.0PR_009)

OGpaborka zanpoca B
npeaocTaRncHAe HEOPMALIHHA O
JIATE H RPCMCHH 00HORICHAA
PeecTpa DpOMRONATCICH
(P-SS.15.0PR_010)

*CRCJICHHA O MPOH3ROJATCIIC
[madopmanan o aare H EpcMcHA OOHOBICHAA

HANparicHa|

IIpreM B o6paGoTEa
HE(OPMAIAH O AATC H BPCMCHA
OCHORNCHAA peecTpa
OpOMRONATEICH
(P-$5.15.0PR.011)




Puc. 7. Cxema BemonaeHna npouexnyps "Ilonyderne nHpOpManum O AaTe U BpEMEHH
obOHOBIIeHH peectpa nmpousBoaureneii” (P.SS.15.PRC.003)

44. Tlpouenypa "llonyuenune uHOpMaIMu O JaTe U BpeMEHU OOHOBJIEHUS peecTpa
npousBoauteneit” (P.SS.15.PRC.003) BbeimonHs€TCS B ILENSAX OIEHKH HEOOXOAUMOCTH
CUHXPOHM3AIUU HUHGOPMAIMU O COCTOSIHUU (JaTe€ W BPEMEHHU IMOCJIEAHEr0 OOHOBJICHUS)
CBEICHUW O TMPOU3BOAUTENIX, XpaHAUEHCS y YIOJIHOMOYEHHOTO OpraHa, cC
COOTBETCTBYIOIIEH MH(OpMaIEel U3 peecTpa Mpou3BoAUTeNeH, Xpansiehcs B Komuccun.

45. IlepBo#i BbeImoNHsETCS onepauus "3ampoc MHGOpMAMU O JaTe U BPEMEHU
obHnoBnenusi peecrpa mpousBonutenei”" (P.SS.15.0PR.009), B pe3ynbrare BBIMOTHEHUS
KOTOpPOM yIOJHOMOUYEHHBIM OpraHoM ¢opMupyeTcs U HanpasisieTcss B Komuccuio 3anpoc Ha
noyuyeHue nHGopMaluu o AaTe U BpEMEHU OOHOBJIEHUS PEeCTpa MPOU3BOIUTEIECH.

46. Ilpu nonyyenuu Komuccueit 3anpoca undopmanuu o 1ate 1 BpeMeHH OOHOBIICHHUS
peecTpa MpOU3BOAUTENEH BhIMOJHIETC onepanus "OOpaboTka 3ampoca U MPei0CTaBICHUE
uH(OopMaIIK O JIaTe U BpeMeHu 0OHoBIieHus peectpa npousBoauteneit” (P.SS.15.0PR.010),
B PE3yJIbTATE BHIIIOJIHEHUS] KOTOPOU (pOopMUpYETCs U MPEIOCTABISAETCA B YIOJTHOMOYEHHBIN
oprad uHGOpMaIus O AaT€ U BpEMEHU OOHOBIICHUS PEECTPa MPOU3BOIUTEIICH.

47. 1lpu monay4YeHUH YIOJHOMOUYEHHBIM OpraHoM HHGOpPMAIUU O JaTe U BPEMEHHU
OOHOBJICHUSI peecTpa MPOW3BOAUTENCH BbITIONHsAETCs omeparnus "llpuem m o6paboTka
uHdopMaluu o JaTe U BpeMeHu oOHOBIIeHHS peecTpa npousBoauTeneit” (P.SS.15.0PR.011).

48. PesynbratoM BblIONIHEHMS Tipoueayps! "[lomydeHnne nHpopManuu 0 JaTe U BpEMEHU
obnoBienust peectpa mnpouszBoaurteneir” (P.SS.15.PRC.003) sBasiercss mnonydeHue
YIOJTHOMOYEHHBIM OpraHoM HH(}OpMalUMu O JaTe W BPEMEHH OOHOBJIEHHS peecTpa
MIPOU3BOIUTEIIEH. .

49. Ilepeuenp omnepanuii 0o0IIEro Mpolecca, BHIMOJHAEMBIX B paMKax Mpoueaypsl "
[Tomy4yenune nHbopManmu 0 AaTe U BpeMeHU 0OHOBIICHUS peecTpa npousBoguteneit" (P.SS.15

.PRC.003), npuBenen B Tabaune 17.
Tabmuna 17

Ilepegens onepanuii 06mero mponecca, BHIIOIHAEMEIX B paMKax mponexyps "Ilomygerne
rHGOpPMAUH O AaTe H BpeMeHH 00HOBIIeHHA peecTpa mpousBogurenei” (P.SS.15.PRC.003)

KonoBoe 060o3Hauenue HanmenoBanue Omnucanue
1 2 3

3ampoc MHGOpPMAUU O JaTre H
P.SS.15.0PR.009 BpEeMEHN OOHOBJIECHHS peecTpa
MIPOU3BOUTENEH

npuBeneHo B Tabmume 18
Hacrosawmux [IpaBun

o0OpaboTka 3ampoca u

npeJocTaBlIeHne WHPOpManuMu O TmpuBeaeHo B Tabmuue 19
JaTe W BpEeMEHH OOHOBIIEHHS HacTosmux [IpaBmn

peecTpa Mpou3BogUTENCH

P.SS.15.0PR.010



P.SS.15.0PR.O11 npueM 1 06paboTka uHpopManuu o IpuBeacHO B Tabmume 20
JmaTte W BpeMeHH OOHOBIeHus  Hacrtosuux IIpasun
peecTpa npousBoauTeNen

Tabmnuma 18

Omucanue onepaiyu "3anpoc HHGOPMAKH O AaTe U BPEMEHH 0OHOBIIEHHUS peecTpa
npomsBogurernei” (P.SS.15.0PR.009)

Ne i/t O0o3HayeHne dJIeMEHTa Onucanue
1 2 3
1 KonoBsoe 0603HaueHne P.SS.15.0PR.009
3anpoc WH(MOpPMAIUK O [gaTte u
2 HaumeHoBaHue omnepaiiuu BpEMEHH OOHOBJICHHS peecTpa
pou3BoauTENeH
3 Ucnonunurens YIOJHOMOYEHHBIN OpraH

BBITIOJIHSIETCA B LEIAX OICHKU
HEOOXOMMOCTH CUHXPOHH3AINU
MHQOPMAIIMK O COCTOSHUM (HaTe H
BPEMEHH ITOCIIETHETO OOHOBIICHUS)
CBEJCHUI O MPOU3BOIUTEIIX,
XpaHseics y yHnoIHOMOYEHHOTO
opraHa, ¢ COOTBETCTBYIOLIEH

nndopmamnmeid u3  peectpa

MPOU3BOJUTENEH, XpaHSIEHCcs B
Komuccun

4 VY ¢a0BHUSA BEITTOJIHEHHUS

dbopmar u CTPYKTYypa
MPEACTABIIACMbBIX CBe[[eHI/Iﬁ JOJIDKHBI

5 Orpanuyenus cooTBeTcTBOBaTh  Onucanuio
(hopMaToB M CTPYKTYP INIEKTPOHHBIX
JIOKyMEHTOB U CBEICHUH

UCIIOJIHUTENb  (QOPMHUPYET H
HarpasisieT B Komuccuto 3anpoc Ha
MoJy4eHue MHPOpMaIMH O Jare U
BpEeMEHH OOHOBJICHHS peecTpa

6 Omnucanue onepanuu MPOU3BOAMTENCH B COOTBETCTBHU C
PernamenrtoM uH(GOPMALMOHHOTO
B3auUMOIeHCTBUS MEXIY
YHOJIHOMOYEHHBIMH OpraHaMH H
Komuccueit

3ampoc WHPOPMAIMU O JaTe H
BpEMEHH OOHOBIIGHHS peecTpa
HpOH3BOI[PITeJ'Ieﬁ HaIlpaBJICH B
Komuccuto

Ta6muma 19

7 PesynbraTsl

Ommucarue onepain "O6paboTka 3ampoca u mpeocTaBieHne HHGOPMAIHHK O JaTe U BpEMEHHU
oGHOoBIIeHNA peecTpa npomsBogurenei” (P.SS.15.0PR.010)

Ne i/t O0o03HaueHne dJIeMEHTa Omnucanue

1 2 3



1 Konosoe 0603HaueHue P.SS.15.0PR.010

oOpaboTka 3ampoca u
npejocTaBjieHue WHPOPMAIUU O
2 HanmenoBanue onepauuu

JlaTe W BpPEMEHU OOHOBICHUS

peecTpa npou3BoUTeNeH
3 HcrnonauTenb Kommccns

BBIIIOJIHACTCA NOpU HOJTYUYCHUU
HCTIOJTHUTEIEM 3ampoca
nHpOpMAlMM O JaTe W BPEMCHH
00HOBICHUS peecTpa

4 Y cI10BHS BBIIOTHEHUS pou3BoaUTENeH (omeparus "3ampoc
HHGOPMAIMM O JaTe W BPEMEHH
OOHOBJICHUS peecTtpa
npousBoauteneit” (P.SS.15.0PR.009

)

dbopwmar u CTPYKTypa
MpeCcTaBIsieMol  MHpOpMaIiK
JIOJIKHBI COOTBETCTBOBATH
Onucanno GopMaToB U CTPYKTYP
SNMEKTPOHHBIX JOKYMEHTOB H
CBEIEHUM. CooOmenne u
3JIEKTPOHHBIA JOKYMEHT (CBEICHHS)

5 OrpannyeHus JTOJIKHBI COOTBETCTBOBATH
TpeOOBaHUAM K 3alOJHCHUIO
PEKBHU3HUTOB 3JIEKTPOHHOTO
JOKyMEHTa (cBenenwuit),
MpeIyCMOTPEHHEIM PerimaMeHTOM
WH(POPMALIMOHHOTO B3aUMOICHCTBUS
MEXIYy  YHOJHOMOYCHHBIMH
opranamu u Komuccueit

UCIIOJHUTEITb BBIMOJHACT 00paboTKy
MOJYYeHHOTO 3ampoca, GopMHupyeT
U HalpasiisieT HHPOPMALMIO O JaTe
W BpEMEHH OOHOBIICHHS peecTpa

6 Omnucanue onepanuu MIPOU3BOAUTENIEH B COOTBETCTBHUHU C
PernamenToM wWH(pOpPMalMOHHOTO
B3aUMOJCHCTBHUS MEXIY
YIIOJIHOMOYCHHBIMH OpraHaMHu |
Kommuccuneit

uHpopMalnus O Jare U BPEMEHH
0OHOBJICHUS peecTpa
IpOU3BOAMUTENEH HAIpaBlIeHAa B
YIOJTHOMOYEHHBII OpraH

Tabmauma 20

7 PesynbTaTsl

Ommucanue onepaiy "IIpueM u 06paboTka HEGOpMamuy 0 AaTe ¥ BpeMEeHH OOHOBJIEHHUA peecTpa
npomsBogurenei” (P.SS.15.0PR.011)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 KonxoBoe 0003Hauenme P.SS.15.0PR.011



npueM 1 06paboTka uHGopManuu o
2 HaumenoBanue oneparun JaTe W BpEMEHH OOHOBICHHS

peecTpa Ipou3BOaUTENEH
3 Hcnonuurens YIOJTHOMOYEHHBIN OpraH

BBITMIONHSCTCS TPH  TOIYYCHUH
WCTIONTHUTENIEM HH(OPMAIUH O 1aTe
U BpEMEHH OOHOBIIEHHUS peecTpa
npousBonuTeNnerd  (omepamus

4 VY c1oBUS BBIIOTHEHUS OO0paboTka 3ampoca u
npeaocTaBieHue MHGOpPMauu o
JaTeé W BPEMEHH OOHOBIICHHS
peectpa mpousBoauteneit" (P.SS.15.
OPR.010))

dbopMar M CTPYKTypa COOOIICHUS
JIOJIKHBI COOTBETCTBOBATH

5 Orpannuenus Omnwucannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB H
CBEJCHUN

WCIIOJTHUTEIb OCYIIECTBISIET IPHEM
n 00paboTKy TIOIy4YeHHOH
uHbOpMAIMK O JaTe W BpPEMCHH
00HOBIICHUS peecTpa

6 Omnucanue onepanyuu MIPOU3BOIUTENIEH B COOTBETCTBHUHU C
PernamenToM WH(pOpPMalMOHHOTO

B3aUMOJIEHCTBUSI MEXIY
YIIOJTHOMOYEHHBIMU OpTraHaMH U
Kommuccueit

nHpopManus O JaTe U BPEMEHH
7 PesynbraTsl 00HOBIEHUS peecTpa
MIPOU3BOIUTENEH MOTyUYeHa

[Tpouenypa "Ilonyuenne cBenenuii u3 peectpa npousBoguteneit” (P.SS.15.PRC.004)
50. Cxema BoInosiHEHUS TIpotieAypsl "[loyyenue cBeieHui U3 peecTpa nporu3BoauTeeit”
(P.SS.15.PRC.004) npencraBiieHa Ha pUCYHKE 8.



‘Y nonaoOMOYCHARIH OpPraf :Kommcensn

?

Sanpoc cecAcHHIl H2 poccrpa upomno;m’reneﬁl :CREJICHAS 0 MPOAIROJIHTENE
(PSS.15.0PR.012) \ [cBenenna sanpomensi]

:CBEACHMA O HPOHIBOAATENE
[cecnecnns manpaencu] O6paborka zanpoca i
OPCAOCTARIICHAE CREACHHI H3

peecTpa NPOH3ROATCICH
(P$5.15.0PR.013)

:CECACHAA O MPOHIROTHATEIC
[ceenenna orcyremylor]

N

peecTpa npomzEoATENCtH
(P.S5.15.0PR 014)

.

Puc. 8. Cxema BemomHeHHs nponenypsl "IlomydeHme cBeneHHMIt #W3 peecTpa
npousBogureneir” (P.SS.15.PRC.004)
51. IIpouenypa "[lonyuenue cBenennii u3 peecrpa npoussoauteneit” (P.SS.15.PRC.004)
BBIIIOJIHACTCA IIpU HGO6XO,ZII/IMOCTI/I IMOJIYYCHHUA YIIOJIHOMOYCHHBIM OPIraHOM CBGI[GHI/Iﬁ nu3
peecTpa NPOU3BOAUTEIEH.

‘ IIpaem n obpaborka creacHmii uz |

52. TlepBoii BBITIOJIHSIETCS omepalus "3arnpoc CBeICHH U3 peecTpa npousBoaureneit” (
P.SS.15.0PR.012), B pe3ynbraTe BBINOJHEHUS KOTOPOW YMOJHOMOYEHHBIM OpPraHOM
dbopmupyeTcs u Hampasisiercs B Komuccuio 3ampoc Ha mpenocTaBiieHUE CBEICHUN M3
peectpa mnpou3BoauTenel. B 3aBUCMMOCTH OT 3aJaHHBIX MApaMEeTPOB BO3MOMKHO
dbopmupoBaHre 2 BUAOB 3aIIPOCOB:

3ampoc Ha MPEAOCTABICHUE CBEJICHUM, COAEPKAIIUXCS B peecTpe MPOU3BOIUTENEH, B
IIOJTHOM 00BeMeE;

3apoc Ha NPEJOCTABICHUE YKA3aHHBIX CBEJICHUI IO COCTOSIHUIO HA ONPEEICHHYIO 1aTy.

53. Ilpu nonyyennn Komwuccuen 3ampoca Ha MpeAOCTABICHUE CBEICHUN W3 peecTpa
MPOU3BOAMTENEH BBITIONHSETCS oreparus "OOpaboTka 3ampoca v MpeJOCTaBICHUE CBEACHUIM
u3 peecrpa npousBoaurtenei” (P.SS.15.0PR.013), B pe3ynbTaTe BBINOJHEHUS KOTOPOM
bopMUPYIOTCS M TPEJOCTABISAIOTCS B YIIOJTHOMOYEHHBIN OpraH 3ampaliuBaeMble CBEJACHUS
WIM HaNpaBJIIeTCsl yBeIOMIIEHUE 00 OTCYTCTBUU CBEJICHUM, YAOBIETBOPSIONIUX TapaMeTpam
3ampoca.

54. Ilpu nosy4eHUH YIOJTHOMOYEHHBIM OpPraHOM CBEJICHUN U3 peecTpa MPOU3BOIUTENCH
WU YBEIOMJIEHHUS 00 OTCYTCTBHMU CBEJICHMH, yJOBIETBOPAIONIMX IMapaMeTpaM 3ampoca,



BeITIOTHsIeTCs oneparus "[Ipuem u oOpaboTka cBeneHnit u3 peectpa npousBoauteneit” (P.SS
.15.0PR.014).

55. PesynbpraToM BhIMONHEHUs mpouenypsl "llonydyeHune cBeigeHuil U3 peecTpa
npousoautenei”" (P.SS.15.PRC.004) sBnseTcss mojgydeHHUE YIOIHOMOYEHHBIM OpPraHOM
CBEJICHUM U3 peecTpa MPOU3BOJAUTENICH WIM YBEJOMJIEHHS 00 OTCYTCTBHU CBEICHHIA,
YAOBJIETBOPSIOIIMX NTapaMeTpaM 3ampoca.

56. Ilepeuens omnepanuii oOUIEro MpoIEecca, BBIIOJHIEMBIX B paMKax MpoUeaypsl "
[Tonyuyenue cBenenuit u3z peectpa npousBoauteneir” (P.SS.15.PRC.004), npuBeneH B

Tabmure 21.
Tabmnuma 21

TTepeuens onepamnuii 00mero mporecca, BHIOIHAEMEIX B paMKax mponexypsl "Tlomydenue
cBeeHHit u3 peectpa npomssogureneii” (P.SS.15.PRC.004)

KonoBoe 0603nauenue HanmenoBanue Omnncanne
1 2 3

3ampoc CBEACHUH W3 peecTpa TMpUBeAeHO B Tabmume 22
MIPOM3BOAUTENCH Hacrosmx [IpaBun

P.SS.15.0PR.012

o0OpaboTka 3ampoca u

0 23
P.SS.15.0PR.013 NpeoCTaBIeHUE CBEACHUN U3 UPHBEACHO B TabiuKe

. HacTtosiux [IpaBun
peecTpa npousBoauTeNeH

mpueM U o0paboTKa CBeIeHWH W3 TpUBegeHO B Tabmume 24
peectpa nmpou3BoaUTENEH Hacrosmux [IpaBun

Ta6muma 22

P.SS.15.0PR.014

Omucanme onepanun "3ampoc cBeneHmit 3 peectpa npousBopureneit” (P.SS.15.0PR.012)

Ne /it O06o03HaYEHNE JICMEHTA Onucanue

1 2 3

1 KonoBoe 0003Hauenme P.SS.15.0PR.012

2 HammeHnoBanwme omneparumn 3anpoc CBeﬂteHﬁ 13 peectpa
MPOU3BOIUTEICH

3 Ucnonnurens YIOJHOMOYEHHBIN OpraH

BBITIOJIHACTCA TIPpU HEO6XOI[I/IMOCTI/I
MOoJIy4CHU A YIOOJIHOMOYCHHBIM

4 VCoBYs BBIIOJTHEHUS .
OpraHoOM CBeJEeHUH H3 peecTpa
MIPOU3BOIUTENEH
dbopmar u CTPYKTypa
MPEACTaBISEMBIX CBEICHUN JTOJKHBI
5 Orpanuuenus COOTBETCTBOBATL  OIHCaHUIO

(hopMaToB M CTPYKTYP JIEKTPOHHBIX
JIOKyMEHTOB U CBEIICHUH

UCIIOJIHUTENb  (QOPMHUPYET H

HampasiseT B Komuccuro 3amnpoc Ha
MOJIyYeHHE CBEIICHHH W3 peecTpa
NPOU3BOJIMTENICH B COOTBETCTBHU C



PernamenroM uH(pOPMaMOHHOTO
B3aMMOJEHCTBUS MEXIY
YHOJTHOMOYEHHBIMH OpraHaMH H
Komuccueii. IIpy BO3HUKHOBEHUU
HEOOXOJAMMOCTH  TOJNYYCHHUS
CBEJEHUU u3 peecTtpa
MIPOM3BO/INTENIEH B IOJHOM 00beMe,
JaTta M BpeMs aKTyalH3alUuHd B
3ampoce He ykasbBaercs. llpwm
BO3HHKHOBEHHUH HEOOXOANMOCTH
MOJTy4EHHs CBEICHUH MO COCTOSHUIO
Ha OTpE/eNICHHYIO JaTy U BpeMs B
3arpoce A0JKHA yKa3bIBaThCs JaTa
U BpeMs aKTyalu3aluu peecTpa
MPOU3BOIUTEINEH. IIpu
BO3HHKHOBEHHUH HEOOXOANMOCTH
MOJTy4EHHs CBEACHHUMH, BKITIOUEHHBIX
B peecTp IpPOU3BOJAUTENEH, Ha
OCHOBAHUU CBEJCHUH,
MPEICTaBICHHBIX OIpPEACICHHBIMU

6 Omnwucanue onepanun

rocynapcTBaMHU-4IEHAMH, B 3aIpoce
YKa3bIBAIOTCS  KOJOBI  3THUX
rOCYZapCTB-WICHOB

3anpoc CBEJEGHUH U3 peecTpa
7 Pesynbrarst MpOU3BOJUTENCH HaMpaBieH B
Komuccuro

Tabmnuma 23

Omucanne onepaiyu "O6paboTka 3ampoca u MPeIOCTaBICHHE CBEICHAN
m3 peectpa mpousBoaureneit” (P.SS.15.0PR.013)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 Konosoe 0o603Hauenue P.SS.15.0PR.013

obpaboTka 3amnpoca u
2 HaumenoBanue onepanuu NpEAOCTAaBICHUE CBEIEHUU U3
peecTpa nmpou3BoauTeNeH

3 Ucnonuurens Komuccus

BBITIOJHSETCS TpPH  TOIYYSHHUH
UCTIOJTHUTEIIEM 3aIIpoca CBEJCHUI 13
peectpa npou3BoAUTeENeit (onepanus
"3ampoc cBeIeHHWH M3 peecTpa

npousBoxuteneit” (P.SS.15.0PR.012

)

¢dbopmar n CTPYKTypa
MpeCcTaBIsIeMOl  MH(pOpMAaINH

JIOJIKHBI COOTBETCTBOBATH
Onucananio GopMaToB U CTPYKTYP
3J'[eKTpOHHI>IX I[OKyMeHTOB nu
ceegenuii. CoolOmeHnue u
3JICKTPOHHBINA JOKYMEHT (CBEIICHUS)

4 VcioBUs BBITOIHEHUS



Orpannyenus

Onmucanne ornepannu

Pe3ynbTaTs!

JIOJIKHBI COOTBETCTBOBATH
TpeOOBaHUAM K 3alOJHEHUIO
PEKBU3UTOB 3IEKTPOHHOTO
JOKYMEHTa (cBenenwnit),
MpelyCMOTPEHHbIM PermaMenToM
MH(OPMALIMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
opranamu 1 Komuccuei

UCIIOJIHUTENb  OCYIIECTBISACT
00paboTKy 3ampoca B COOTBETCTBUH
¢ PernamenTom uH(pOpPMAaIMOHHOTO
B3aMMOJEHCTBUS MEXY
YIOJTHOMOYEHHBIMH OpraHaMH H
Komuccueit, dopmupyer u
MIPEACTaBISACT B YIOJIHOMOYECHHBIN
OpraH CBEJICHHS U3 peecTpa
MPOU3BOJIUTENIEH B COOTBETCTBUU C
napaMeTpamMH, YyKa3aHHBIMH B
3arpoce. [lpm mpepocraBieHnn
MOJTHON MHGpOpPMaUU U3 peecTpa
MPOM3BOJUTENEH OCYIIECTBISACTCS
MIPEJOCTaBICHUE BCEX 3aIMCEH,
XpaHALIUXCS B peectpe
NpOU3BOAUTENEH. IIpu
MPENOCTaBIEHUN CBEACHUH 110
COCTOSIHMIO Ha YKa3aHHYIO JaTy U
BpEMsI OCYIIECTBISETCS BBIOOpKA
CBEJICHHH, COZIEPKAIINXCS B PEECTpe
MIPOU3BOAUTEINIEH, IO COCTOSTHHIO Ha
JIaTy ¥ BpeMs, yKa3aHHYIO B 3a1poce

Bribop cBemenmii M3 peecrpa
MIPOM3BOJUTENEH OCYIIECTBISICTCS
[0 BCEM CTpaHaM JIH0O C y4eTOM
KOJOB  TOCYIapCTB-WICHOB,
yKa3zaHHbIX B 3ampoce. Ilpu
OTCYTCTBUU B peecTpe
NpOU3BOAUTENEH  CBEACHUH,
YIOBJIETBOPSIONINX IapaMeTpamM
3ampoca, B YIOJIHOMOYCHHBIN OpraH
HaIpaBIsAeTCsl yBEIOMIIEHHE 00
OTCYTCTBHU CBEJIEHUH,
Y/IOBJIETBOPSIIOLINX —IapaMeTpamM
3ampoca

B YIOJNHOMOYCHHBIH OpTraH
MpEeNOCTaBIEHBl CBEINCHUA U3
peecTpa MPOU3BOAMUTENEH WU
HalpaBJIEHO yBEJIOMJICHHE 00
OTCYTCTBHU CBEJICHUM,
YIOBJIETBOPSIOIIUX MapamMeTpam
3ampoca

Tabmnuma 24



Omucanue onepaiu "IIpueM u 06paboTka cBezeHuii u3 peecrpa mpomsBoaureieit” (P.SS.15.0PR
.014)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue
1 2 3
1 Konosoe 0o603Hauenue P.SS.15.0PR.014

npueM u 00paboTka CBEACHHMH W3
2 HaumMenoBanue onepauuu .
peecTpa nmpou3BogUTeNeH

3 Ucnonunurens YIOJHOMOYEHHBIN OpraH

BBIIIOJIHACTCA MTOpU TOJTYUYCHUU
WCIIOJTHUTENIEM CBEACHUH U3 peecTpa
MPOU3BOAUTENICH UITH YBEIOMIICHHUS
00 OTCYTCTBUH CBEJICHUHM,
YIOBIETBOPSIOIINX IapaMeTpaM
3anpoca (omepanus "OOpaboTka
3ampoca M IIPEAOCTaBICHHE
CBeJEHUU u3 peecTtpa
npousBoauteneid” (P.SS.15.0PR.013

)

dhopMaT M CTPYKTypa COOOIIEHHUS
JOJI?KHBI COOTBETCTBOBATH

5 OrpaHnyeHus Onwucanuio GpopMaToB M CTPYKTYP
9JEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI

4 VY ¢a0BHUSA BEITTOJIHEHUS

UCIIOJTHUTEJIb MOTYy4aeT CBEACHUS U3
peecTpa MPOU3BOAMUTENEH WU
yBeJOMIIeHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMINX
mapamMeTrpaM  3ampoca, W
OCYIIECTBIISIET HX 00pabOTKyY

6 Omnucanue onepanuu

CBEICHUS u3 peectpa
MIPOU3BOJIUTENEH MU YBEIOMIICHUE

7 Pesynprars 00 OTCYTCTBUH  CBEJICHUM,
VIOBIETBOPSIOMAX ITapaMeTpam
3ampoca, 00paboTaHbI

[Tponenypa "Tlomydyenne n3MEHEHHBIX CBEJIEHUI U3 peecTpa mpouspoaurtenei (P.SS.15.
PRC.005)
57. Cxema BbinoiHeHus npoueaypsl "[lonydenre n3MEHEHHBIX CBEICHHUIN U3 peecTpa
npouspojaureneir” (P.SS.15.PRC.005) npencrasieHa Ha pucyHke 9.



‘Y nonaoMoUCHHEIH opran :Kommcenn

?

Sanpoc AIMCHEHARIX CREICHAI W2
peecIpa DpoHzROATCICH
(P.S5.15.0PR 015)

:CBC/ICHAA O NPOHROHTCIC
[2MeHeHARIC CRENCHAN 2apOMeHE |

:CECNICHHA O OPOH3ZBONIHICIIC

[A3Menennnie CRENCHAN HANPARICHE | OGpaGoTxa 3anpoca H
= NPESAOCTARNCHAC HIMCHCHALIX
CEC/ICHHH H2 peecIpa
CECIICHHAA O HPOHIRONHTCIC | NpoR3BOIATENCH
[EzMcHCHARIC CRCACHAA OTCYTCTRYIOT] (P.S5.15.0PR_016)

IIprem n o6paboTKa HIMCHEHHMX CREJICHMI
H2 peccTpa NpOHIROAMTCICH
(P.55.150PR 017)

6

Puc. 9. Cxema BrmoHeHUS OporeAyps "Ilonydenne m3MEHEHHBIX CBEACHUIN U3 peecTpa
mpousBoauteneii” (P.SS.15.PRC.005)

58. IIpouenypa "llonyueHre n3MeHEHHBIX CBeJIeHUI U3 peecTpa npousoaurenein” (P.SS
.15.PRC.005) BbITIONHSAETCS B MENAX MOJIYUYCHHS YIOJTHOMOYEHHBIM OPTaHOM CBEJICHHUHN U3

peecTpa MpPOU3BOAUTENEH, J0OABIEHUE KOTOPBIX B PEECTp WJIM BHECEHUE W3MEHEHHI B
KOTOpPBIE IPOU30IIIO HAUWHAS C MOMEHTA, YKa3aHHOT'O B 3aIMIPOCE, O MOMEHTA BBITIOJIHEHUS
sToro 3ampoca. lIpouenypa BBINOTHSAETCS B TOM YHUCIE, €CIM B PE3YJIbTaTE BBIIOJHEHUS
npoueaypsl "lloaydenue wuHpopmanuu O JaTe M BpPEeMEHU OOHOBIEHHS peecTpa
npouszBoautenei" (P.SS.15.PRC.003) BbIsiBIIEHO, YTO JaTa U BpeMs MOJyYEHUs CBEACHUHN U3
peecTpa NPOU3BOAUTENCH YITOJIHOMOYEHHBIM OPraHOM SIBJISIOTCS O0Jiee paHHUMHU, YeM JaTa u
BpeMs U3MEHEHUS peecTpa npousBoaurenei B Komuccnn.

59. IlepBoii BeImoONHSETC omnepanus "3anpoc U3MEHEHHBIX CBEIECHHN U3 peecTpa
npousBoautenein" (P.SS.15.0PR.015), B pe3ynbTare BHINOJHEHUS KOTOPOM
YIOJIHOMOYEHHBIM OpraHoM (opMupyercs
1 HanpasisieTcss B KoMuccHro 3ampoc Ha IOJIy4YeHUE U3MEHEHHBIX CBEJCHUI, BHECCHHBIX B
peecTp NMPOU3BOAUTEIIEH.

60. IIpu monyuenun Komuccueit 3ampoca napopmanumu 06 U3MEHEHUSIX, BHECCHHBIX B
peecTp mpou3BOAUTENEH BbINoHAeTCs onepanus "OOpadoTka 3ampoca U MPEJOCTABICHHUE
M3MEHEHHBIX cBejeHui u3 peectpa npousBoauteneit” (P.SS.15.0PR.016), B pesynbraTe
BBITIOJIHEHUSI KOTOPOW (OPMUPYIOTCA M MPEJOCTABIAIOTCA B YIOJTHOMOYEHHBIM OpraH
M3MEHEHHbBIE CBEJICHUS U3 peecTpa MPOU3BOJUTENEH C JaThl U BPEMEHHU, YKA3aHHBIX



B 3alpoce, WIKM HaIpaBiIsIeTCsl YBEJOMIIEHUE 00 OTCYTCTBUM CBEJIEHUH, YJOBIIETBOPSIOIINX
napameTpam 3amnpoca.

61. IIpu nonydyeHUU yrnoJIHOMOYEHHBIM OPraHOM U3MEHEHHBIX CBEJCHUI, BHECEHHBIX B
peecTp NMPOU3BOIUTEINCH, NN YBEIOMIICHUS
00 OTCYTCTBHH CBEJICHUH, YAOBIETBOPAIOLIUX ITapaMeTpaM 3arpoca, BHIIOIHAETCS OTeparus
"IIpuem u 00pabOTKa U3MEHEHHBIX CBEICHUMN
u3 peectpa npouspogutenein" (P.SS.15.0PR.017).

62. Pe3ynpTatoM BBINOJHEHUS Npoueaypsl "llolydeHrne U3MEHEHHBIX CBEIACHUM W3
peectpa mpousBogutenei" (P.SS.15.PRC.005) saBasiercss mojydeHUE YHMOJTHOMOYEHHBIM
OpraHOM M3MEHEHHBIX CBEJICHUI U3 peecTpa MPOU3BOAUTENECH U CHHXPOHHU3ALUS CBEICHUHN U3
peecTpa NpOU3BONUTEINIEH MEXKTY YIIOJIHOMOYEHHBIM opranoM u Komuccuei.

63. [lepeuenpb omepanuii oOIIETO Mpolecca, BHIMOIHAEMBIX B paMKax MpPOLEAypbl "
[Tonydyenue W3MEHEHHBIX CBeleHHN u3 peectpa mpousBomutenei” (P.SS.15.PRC.005),

NpUBEEH B Tabmuue 25.
Tabmuma 25

Ilepegens onepanuii 06mero mponecca, BRIIOIHAEMEIX B paMkax mponexypsl "Ilomydenne
A3MEHEHHBIX CBeZieHui u3 peectpa npomssoauteneii” (P.SS.15.PRC.005)

KonoBoe 0603Hauenme HaumenoBsanue Onucanue
1 2 3

3aIIpoC W3MEHEHHBIX CBEIEHMI W3 MpUBENEHO B Tabmume 26
P.SS.15.0PR.015 P . P

peecTpa mpON3BOIUTEIEH Hacrosmux [TpaBun

o0OpaboTka 3ampoca u

MpeJOCTaBIIeHHEe WM3MEHEHHbIX  MpHBeAeHO B Ttabmune 27
cBeneHu u3 peectpa Hacrosumx [IpaBun
MIPOU3BOUTENEH

P.SS.15.0PR.016

mpueM U 00paboTKa M3MEHEHHBIX
npuBeneHo B Tabmmme 28

P.SS.15.0PR.017 cBeJeHU us3 peecTpa
Hacrosamux [IpaBun

MIPOU3BOIUTENEH

Tabmnumua 26

Ommcanue onepaiyy "3anpoc H3MEHEHHBIX CBeJIeHHH U3 peecTpa mpousBoaureneii” (P.SS.15.
OPR.015)

Ne i/ O06o3HaueHue dIeMeHTa Ornucanue

1 2 3

1 KomoBoe o0o3HaueHHE P.SS.15.0PR.015

) HammeroBane orepatm 3apoC M3MEHEHHBIX CBEICHHUH M3

peecTpa Ipou3BOAUTENECH
3 Ucnonunurens YIOJHOMOYEHHBIN OpraH

BBITIOJTHACTCA B LCJIAX MOJTYUYCHUA
YIIOJIHOMOYCHHBIM opraHom



4 Vci1oBUs BBITOTHEHUS M3MEHEHHBIX CBEJCHUM M3 peecTpa
MPOM3BOAUTENCH 32 ONpeAeICHHbIH
MepHo.

dbopmar u CTPYKTypa
NpeACTaBIsIeMO  HHPOPMALUH
JOJKHBI COOTBETCTBOBATH
Omnucannio GopMaToB M CTPYKTYP
9MEKTPOHHBIX JIOKYMEHTOB H
CBEICHUI

5 OrpannyeHus

UCIONHUTENh  (QopMHUpYEeT U
HanpasiseT B Komuccuio 3ampoc Ha
MOJIyYeHHE M3MEHEHHBIX CBEIECHUMN
6 Omvcanme orepar U3 peecTpa NPOU3BOAUTENEH B
COOTBETCTBUH ¢ PeriaMeHTOM
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXKIY YIOJIHOMOYEHHBIMU

opranamu u Komuccuei

3apoc M3MEHEHHBIX CBEICHUH W3
7 PesynbTaTsl peectpa MPOU3BOJAUTEIIEH
HarpasJieH

Ta6muma 27

Omucanue onepaimn "O6paboTka 3ampoca U MpeIoCTaBICHNE H3MEHEHHBIX CBEICHMUI H3 peecTpa
mpomsBoauteinei” (P.SS.15.0PR.016)

Ne i/ O0o03HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenue P.SS.15.0PR.016
obOpaboTka 3ampoca u
MPEAOCTAaBICHHE H3MEHEHHBIX
2 HanmenoBanue onepauuu .
CBEIEHUN u3 peecTpa
IIPOU3BOIUTENCH
3 Wcnomaurens Komuccus

BBITIOJHACTCA TPU TOJTYy4CHHH
UCIOJIHUTENEM 3ampoca Ha
MpPEeAOCTaBICHUE H3MEHEHHBIX
4 VY c1oBUS BBITOTHEHUS cBeAct 513 peectpa
npou3BoauTeNneH (omneparys "3ampoc
M3MCHEHHBIX CBEACHUH M3 peecTpa

npomsBoautenei" (P.SS.15.0PR.015
)

¢dbopmar u CTPYKTypa
MpeICTaBIsIEMON  MH(OPMAINH

JOJIKHBI COOTBETCTBOBATH
Onucanuio GopMaToB U CTPYKTYpP
3JICKTPOHHBIX JOKYMCHTOB u
ceenenuii. CooOmenue
JJIEKTPOHHBIN TOKYMEHT (CBEIICHH)

5 OrpaHuyeHus JIOJKHBI COOTBETCTBOBATH
TpeOOBaHUSAM K 3aMOIHEHUIO
PEKBHU3UTOB 3JIEKTPOHHOTO



JIOKyMEHTa (cBenenwuit),
IpeaycMOTpeHHBIM PernmamenTom
MH()OPMAIMOHHOTO B3aMMO/ICHCTBHS
MEXIY  YNOJIHOMOYEHHBIMHU
opranamu u Komuccueit

UCIIOIHUTENb  OCYILECTBISAET
00paboTKy 3ampoca B COOTBETCTBUH
¢ PermamenTom nH(pOPMAIIMOHHOTO
B3aUMOAEHCTBUS MEXKAY
YIOOJIHOMOYCHHBIMU OpraHaMu H
Komuccuei, dQopmupyer wu
IpEICTaBIAET B YHOJTHOMOUYEHHBIN
OpraH H3MEHEHHBIC CBEICHUS U3
peecTpa NOpPOU3BOAMUTENEH B
COOTBETCTBHH C MapaMeTpaMHu,
YKazaHHBIMHU B 3alpoce, HIn

6 Omnwucanue onepanun

yBeJOMIIeHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMINX
napaMeTpam 3ampoca

B yNOJHOMOYEHHBIH OpraH
HalpaBJICHbI U3MCHCHHBIC CBCICHUSA
U3 peecTpa MPOU3BOIUTEICH, MIn

7 PesynbraTst yBeJOMIIeHHE 00 OTCYyTCTBUH
CBEJICHUH, YIOBIETBOPSIOMNX
mapameTpaM 3ampoca H3 peecTpa
[IPOU3BOIUTENEH

Tabmuma 28

Omucanne onepauun "IIpueM u 06paboTka H3MEHEHHBIX CBEICHUH 13 peecTpa npomsBoauTeneit” (
P.SS.15.0PR.017)

Ne n/n O6o03HaueHne HIEMEHTa Onucanue
1 2 3
1 KomoBoe 0003Hauenme P.SS.15.0PR.017
npreM U 00paboTKa M3MEHEHHBIX
2 HaumenoBanue onepanuu CBEJIEHUU U3 peectpa
MIPOU3BOAUTEICH
3 Hcnonaurens YIIOJIHOMOYEHHBIH OpraH

BEITIOJTHACTCSA TPH TOTyICHUH
UCIIOJIHUTENIEM  M3MEHEHHBIX
CBEJICHU, BHECEHHBIX B PEeCTp
MPOU3BOIUTENICH, UIIN YBETOMIICHUSI
00 OTCYTCTBHH  CBEJCHUM,

4 Y CIIOBUS BBITIOITHEHUS YIOBIICTBOPSIOIIAX —IMapaMeTpam
3ampoca (omepanus "OOpaboTka
3ampoca ©  MPENOCTABICHHE
M3MEHEHHBIX CBEICHUI M3 peecTpa
npousBogutener” (P.SS.15.0PR.016

)

dbopMar M CTPYKTypa COOOIICHHUS
JIOJKHBI COOTBETCTBOBATH



5 Orpannyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEICHUN

WCIIOJTHHUTEIb MOJTy4aeT N3MEHEHHBIC
CBEJICHHS, BHECEHHBIC B pEECTp
MIPOM3BOUTENEH, NI YBEIOMIICHHUE
00 OTCYTCTBUM  CBEACHHUIA,
YIOBIETBOPSIOIINX IapaMeTpaM
3ampoca, W OCYIIECTBISIET HUX
o0paborky. Ilpm monydyeHuu
W3MEHEHHBIX CBE/ICHUH, BHECEHHBIX
B peecTp IPOU3BOAUTENICH,
00paboTKa  OCYIIECTBIISETCS
COTJIACHO CJEIYIOIIUM IIPaBHIIaM:
CBEJICHUS, IPUCYTCTBYIOIIUE B
COCTaBE€ TOJIyYEHHBIX H3MEHEHMH
6 Omnwmcanue onepamnuu =

CBEJCHUM u3 peecTtpa
MIPOM3BOANTENIEH U OTCYTCTBYIOIIE
B YIOJHOMOYECHHOM OpTaHe,
BKJIIOYAIOTCA B  CBEJCHUA,
XpaHALIMECS B YIOJIHOMOYCHHOM
oprase; CBEJECHUA,
NPUCYTCTBYIOIIME B COCTaBe
MOJY4YEeHHBIX W3MEHEHUH CBEICHUI
U3 peecTpa IPOU3BOAUTENCH WU
NPUCYTCTBYIOIME B CBEICHHSAX,
XpaHALIMXCS B YIOJHOMOYEHHOM
oprase, akTyarusupymores  (
OOHOBIISIOTCS)

CBEJICHUS u3 peecTpa
NPOU3BOAMUTENECH

7 PesynbraTsl CUHXPOHHU3UPOBAHBl  MEXIY
Komuccueil u ynorHOMOYEHHBIM
OpraHoM

3. IIponemypsl yBeomieHAS ynorHoModeHHBIX opraHoB (P.SS.15.PGR.003)

[Ipouenypa "YBenomienue o Beinaue (n3mMeHenun craryca) ceprudukara” (P.SS.15.PRC
.006)
64. CxeMa BBINIOJHEHHUS TIPOUEAYphl "YBEIOMIIEHHE O BblJaue (U3MEHEHUU CTaTyca)
ceptuduxara" (P.SS.15.PRC.006) npencraBnena Ha pucynke 10.



- YOoIIHOMOUCHHEIH Opral ' YeeoMIseMEIH YIONHOMOUCHHEIH Opran

!

Hanpagnenne yReIOMIICHAA O RRI/IAYE ‘

(mzMcHCHNMN cTaryca) cepradHEEaTa
(P.S5.15.OPR.018) J

:CRE/ICHHA O NPOHZROJIHTENC
[yremomMnenne nanpasncHo |

ITpnem B 06paborra
YRCIOMIICHHA O BHI/|AYE
(A3MecneHnm craryca)

ceprajmEara
(P.S5.15.0PR.019)

6

Puc. 10. Cxema BHIIOIHEHHS MponeaypHl "YBenoMIEHHE O BblIade (H3MEHEHHH CTaTyca)
ceprudukara” (P.SS.15.PRC.006)
65. Ilpouenypa "YBenomiieHue o Bhlaue (M3MeHeHuu ctatyca) ceprudukara” (P.SS.15.

PRC.006) BbImONHSETCA PU YBEAOMIIEHUH YIIOJIHOMOYEHHOI'O OpraHa O BblJaue (M3MEHEHUH
craryca) cepTu(uKaTa TMPOU3BOJUTEII0 BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB,
MIPOU3BOJICTBO KOTOPOTO COOTBETCTBYET TpeboBanusaM [IpaBun Haiexamen mpakTUKH.

66. IlepBoii BeimosiHseTCs onepanus "Hampapienue yBe1oOMIEHUS
o BhIIaue (u3meHeHuw craryca) ceprudukara” (P.SS.15.0PR.018),
B pe3yjbTaTe BBINOJHEHUS KOTOPOW YIOJHOMOYEHHBIM OpraHoM (QOpMUPYETCI U
HampaBJISIETCS] B YBEJOMJISIEMBI YIOJHOMOUYEHHBIM OpraH YBEJIOMIIEHHE O Bbigaue (
M3MEHEHHUH CTaTyca) cepTuduKaTa mporu3BOJAUTENIO0 BETEPUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB.

67. Ilpu monay4eHUH YBEAOMJIISEMBIM YMOJHOMOYEHHBIM OPraHOM YBEIOMJICHHS,

BhITIONTHAETCS oneparus "[IpueM n 06paboTka yBe1OMICHUS
o BeIIaue (M3mMeHeHuu craryca) ceprudukara” (P.SS.15.0PR.019),
B pe3yJIbTaTe BBHIMOJHEHUS KOTOPOU YBEJOMISIEMbIA YIIOJHOMOYEHHBIA OpraH MOJy4aeT U
oOpabaThIBaeT yBeIOMJICHHUE O BbIjjaue (M3MEHEHUH cTaTyca) cepTuduKara.

68. Pe3ynbTaTOM BBINIOJIHEHUS TTPOIIEAYPHI 'Y BeJOMJIEHUE O BhIaue (M3MEHEHHUH cTaTyca
) ceprudukara" (P.SS.15.PRC.006) siBnsieTcst moyiydeHre yBeIOMIISIEMbIM YITOTHOMOYEHHBIM
OpraHoM yBeJIOMJICHUS
0 BbIJa4Ye (M3MEHEHUU CTaTyca) cepTUuduUKaTta TMPOU3BOJAUTEI0 BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB.



"

69. Ilepeyens omeparuii oOIIEro MPOIECcca, BBHIOIHAEMBIX B paMKax MpPOIEAYPHI
YBenomiienue o Bbijjaue (M3meHennu craryca) ceprudukara” (P.SS.15.PRC.006), npusenex

B Tadume 29.
Ta6muma 29

ITepedens onepanuii 06miero mpomnecca, BHIOIHAEMEIX B paMKax IPOLEAYPH "YBEIOMICHHE O
BbIIade (m3MeHeHnn craryca) cepruduxara” (P.SS.15.PRC.006)

KonoBoe o603Hauenue HaumenoBanue Onucanue
1 2 3

HampaBJICHUE YBCIAOMIICHUSA O

30
P.SS.15.0PR.018 BhIIaue (M3MEHEHHH CTaTyca) MPHBEACHO B Tabmmue

Hactosumx [IpaBui
ceprudukara

NpHeEM B 00pabOTKa YBEIOMIIEHHS O
P P y npuBeneHo B Tabmume 31

P.SS.15.0PR.019 BhIJade (M3MEHEGHHH CTaTyca) nacrosmux [pasin

cepTudukara

Ta6muma 30

Omucanue onepauun "HanpapneHnne yBeoMiIeHHS O BhIfade (M3MEHEHUH CTaTyca) cepradukara”
(P.SS.15.0PR.018)

No /it O06o3HaueHne dIEMEHTA Omnucanune
1 2 3
1 KonmoBoe 0603Hauenmne P.SS.15.0PR.018
HAMpaBJICHHE YBEJAOMJICHHS O
2 HaumMeHnoBanue omnepaiuu Bbliaue (M3MEHEHHH CTaTyca)
cepTuduKaTa
3 Hcnonaurenn YIIOJTHOMOYEHHBIH OpraH

BBITIOJIHACTCSL TIPH HampaBlICHUU
4 VY CII0BHS BBITOJIHEHUS YBEIOMJICHHS O Bblaue (M3MECHCHUH
craryca) ceptudukara

dbopmar " CTPYKTypa
MPEACTaBISIEMBIX CBEICHUHN JTOJIKHBI
5 OrpannyeHus COOTBETCTBOBaTh  OIHCAHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

UCIIOIHUTENb  (QOPMHUPYET W
HampaBJIieT B yBEAOMISEMBIH
YIOJIHOMOYEHHBIH opras
YBEIIOMJIEHHE O Bblaue (M3MEHEHUHU

6 Omnwucanue onepanuu craryca) ceprudukara B
COOTBETCTBMM ¢ PernmameHTom
MH(OPMAIMOHHOTO B3aNMOJICHCTBUS
MEXAy  YHOJHOMOYEHHBIMHU
opraHamu

yBEJIOMJICHHE O BblIaue (MU3MEHCHHH
cTaryca) cepTH(HKaTa HapaBICHO

7 PesynbraTs!



YBEAOMIIIEMOMY YHNOJTHOMOUYEHHOMY
oprany

Tabmnuma 31

Ommcanue onepaiu "IIpueM u 06paboTka yBegoMiIeHH O BeAa4de (M3MEHEHHH CTaTyca)
ceprudukara"” (P.SS.15.0PR.019)

Ne /m O0o3Ha4eHHe 37IeMeHTa Omnmucanne
1 2 3
1 Konosoe 0o603Hauenue P.SS.15.0PR.019
mpueM U 00paboTKa yBEIOMIICHHS O
2 HanmMenoBanue onepanuu BbIZJaue (M3MEHEHHM CcTaTryca)
cepTu(uKara

YBEIOMJISIEMBIN  YIIOJTHOMOYEHHBIN
opraH

3 Ucnonnurens

BBITMIOJHACTCS TPHU  TOIYYCHHUH
WCIIOJTHUTENIEM YBEIOMJICHHS O
BbIJaue (M3MEHCGHHH CTaryca)

4 Y CII0BHS BBIIOTHEHUS ceprudukara (omepamus
Hanpasiienne yBeAOMJICHHS O

"

BhIJlaue (M3MEHEHHH CTaryca)
ceprudukara” (P.SS.15.0PR.018))

dbopwmar u CTPYKTypa
MpeACTaBIsIeMO  MH(POPMaHH
JIOJKHBI COOTBETCTBOBATH
Onwucanuio GpopMaToB M CTPYKTYP
9JEKTPOHHBIX JOKYMEHTOB U
ceenenuii. CoolOmenue
SJIEKTPOHHBIA JOKYMEHT (CBEICHIS)

5 OrpannyeHus JTOJIKHBI COOTBETCTBOBATH
TpeOOBaHUSAM K 3alOJHEHUIO
PEKBU3UTOB 3JIEKTPOHHOTO
JOKYMEHTa (cBenenwuit),
IpeayCcMOTpeHHBIM PermamenTom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIYy  YHOJHOMOYECHHBIMH
opraHamu

WCTIOJTHUTEIb BBITIOJHSIET TIPOBEPKY
MOJIy4eHHOTO YBEJOMJICHHUS O
BbIaue (M3MEHCHHH CTaryca)

6 Omnwmcanue onepanuu cepTu(UKaTa B COOTBETCTBHH C
PernamenToM wWHGOPMAaLMOHHOTO
B3aMMOJIEUCTBUS MEXAY
YIIOJIHOMOYEHHBIMU OpraHaMH

yBEIOMJICHHE O Bblaue (M3MECHCHUH
7 PesynbraTs! craryca) cepru(ukara moIydeHo u
00paboTaHo

IX. ITopsAanok AEHCTBHIT B HEIITATHBIX CHTYaMIX



70. Ilpu BBIMOJHEHUHU MpoOLEAyp OOIIEro IMpolecca BO3MOXKHBI HCKIIOUUTEIbHbIE
CUTYyallH, MPU KOTOPHIX 00pabOTKa JAaHHBIX HE MOXET ObITh MPOU3BEJICHA B OOBIYHOM
pexuMe. OTO MOXET MPOU30UTH MPU BO3HUKHOBEHHUU TEXHUYECKHUX cOOEB, OIMMOOK
CTPYKTYPHOTO U (POPMATHO-TOTUYECKOT'O KOHTPOJISL U B UHBIX CIyYasix.

71. B ciyyae BO3HMKHOBEHHS OIMIMOOK CTPYKTYPHOTO U (POPMATHO-JIOTHYECKOTO
KOHTPOJIS YIOJTHOMOYEHHBIH OpraH OCYIIECTBIISIET MPOBEPKY COOOIICHUS, OTHOCUTEIHHO
KOTOPOTro MOJIYYEHO yBeJOMIIEHHE 00 ommMOKe, Ha cooTBeTcTBUE OnucaHuto (GopmMaToB U
CTPYKTYpP D3JEKTPOHHBIX JIOKYMEHTOB M CBEJEHUH U TpeOOBaHUSAM K 3alOJHEHUIO
AJIIEKTPOHHBIX JOKYMEHTOB U CBEJCHHUI B COOTBETCTBUM ¢ PernmaMeHToM MHPOPMAaLMOHHOTO
B3aUMOJICUCTBUS MEXKY YIIOJTHOMOYEHHBIMU OpraHaMu rocy1apcTB-ujieHoB U Komuccuei n
PernamenToM MHPOPMAIIMOHHOTO B3aUMOJIECHCTBUS MEXKIY YIOJIHOMOYEHHBIMH OpraHamMu
rocyJapcTB-4wieHOB. B ciyuae BBISIBIECHUS HECOOTBETCTBUS CBEICHHM TpeOOBaHUSAM
yKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBIM OpraH NMpUHUMAeT HEOOXOAUMBbIE MEphI s
YCTPAaHEHHMsI BBISIBIEHHOW OIIMOKH B YCTaHOBJIEHHOM MOPSIKE.

72. B nensix paspenieHust HeMTaTHbIX CUTYyallui rocyJapcTBa-uieHbl UHPOPMUPYIOT IPYyT
apyra u Komuccuio 00 ynojJHOMOYEHHBIX OpraHax, K KOMIIETEHI[UM KOTOPBIX OTHOCHTCS
BBINIOJIHEHUE TpeOOBaHUM, NPEAyCMOTPEHHBbIX HactosmuMmu IlpaBunamu, a Takxke
MIPEICTABIISIIOT CBEJICHUS O JIMIIAX, OTBETCTBEHHBIX 32 00€CIeYeHNE TEXHUUYECKON MOAePKKU

MIpH peaju3anuu 00IIero mporecca.

YTBEPXJIEH
Pewennem Konneruun
EBpa3zuiickoii 3KOHOMUYECKONH KOMUCCUH
o1 30 mas 2023 1. Ne 71

Pernament

FHGOPMAIMOHHOT0 B3aUMOIEHCTBUA MEX Y YIOTHOMOYeHHBIMY OpraHaMH FOCYAAapCTB — WICHOB
EBpasuiickoro 5K0HOMHIECKOr0 CO03a ¥ EBpasmiickoil SKOHOMAIECKOM KOMUCCHEH ITPH
pearm3aIy CpeICTBAMHA HHTEITPUPOBAHHOH MH(POPMAIMOHHOH crcTeMsl EBpasuiickoro
S5KOHOMMYECKOTO COI03a 00mero nponecca "®opMupoBaHue, BeIcHHE H HCIOI30BAaHAE €AHHOTO
peecTpa IPOU3BOAUTEIIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, MPOM3BOIACTBO KOTOPHIX
IPH3HAHO COOTBETCTBYIOMUM TpeGoBanmaM IIpaBmit Hayiexkame# MpOU3BOACTBEHHOH IPAKTHKHA
EBpa3uiickoro ’kKOHOMHIECKOTO COr03a"

I. O6mue monoxeHus

1. Hacrosmmuii PermameHT pa3paboTaH B COOTBETCTBHUU CO CIEIYIOIIUMHU
MEXAYHApOJHBIMU JIOTOBOpAaMU W aKTaMH, COCTaBJAIOIUMHU TipaBo EBpasuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Horosop o EBpa3uiickom skOHOMUYECKOM coto3e oT 29 mas 2014 rona;



Pemenue CoBera EBpa3zuiickoil 3kKoHOMUYECKON KoMuccHU OT 3 HOsOpst 2016 1. Ne 77 "
O6 yrtBepxnaenuun llpaBun Hajexameil NpoOU3BOJACTBEHHON mpakTuku EBpasuiickoro
SKOHOMHYECKOT0 cor03a";

Pewmenne Cosera EBpazuniickoit skoHOMHUecKoi komuccuu oT 21 ssuBaps 2022 1. Ne 1 "O
[IpaBunax peryiaupoBaHusi OOpalleHHs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB Ha
TaMO>XCHHOW TEPPUTOPUM EBpa3suiickoro 5KOHOMUYECKOT0 COro3a';

Pewmenune Komnerun EBpazuiickoil s5koHOMUYecKkoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, periiaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE
MpU peanu3aluu CpelcTBaMU UHTEIPUPOBAHHOW MH(OPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemenne Konnernn EBpasuiickoil 5xoHOMUYecKo koMuccuu oT 27 ssuBapsa 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBun »IEKTPOHHOTO OOMEHA JAaHHBIMHM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOMN cHCcTeME BHEIIHENW U B3aUMHOM TOprosin';

Pemrenne Komnernn EBpasniickoit s5koHOMHUYECKON KoMuccuu oT 14 anpens 2015 r. Ne 29
"O nepeyHe o0LIMX MPOLIECCOB B paMKaxX EBpa3suilckoro 3KOHOMHUECKOI0 CO103a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SDKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132",

Pemenne Kosernn EBpa3zuniickoit s3koHOMUYECKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMH, TAPMOHU3ALUNA U OMHUCAHUS OOUIMX MPOIECCOB B
pamkax EBpa3nuiickoro 3JKOHOMHYECKOIo coro3a';

Pemenne Komnerun EBpasuiickoii skoHOMHUYECKO# Komuccuu oT 28 ceHtsaopst 2015 r. Ne
125 "OO6 ytBepxaenuu I[lonoxxkeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMH IpU
TPAHCTPAaHUYHOM B3aMMOJIEVCTBUH OPTraHOB TOCYAAPCTBEHHOW BJIACTH IOCYAApCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOT'0 COr03a MEXIy coboil um ¢ EBpasuiickoii SKOHOMHUYECKOM
KOMHCCHER".

II. O6nacTe npUMEHEHUS

2. Hacrosmuii PernmameHnt paspabotan B 1eisix oOecneyeHHs eAMHOOOpPa3HOro
NPUMEHEHHUS YYaCTHUKaMH OOIIETO MpoIiecca MOpsiAKa U yCIOBUI BBIMOIHEHUS TPAH3AKIIHA
obmiero mpouecca "®opMupoBaHUE, BEJECHHUE U HCIIOJb30BAHUE EIUHOTO peecTpa
MPOU3BOUTENCH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEZCTB, MPOU3BOJICTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIIUM TpeboBanusMm [IpaBun Hamexameld HPOU3BOACTBEHHON MPAKTUKH
EBpazuiickoro a3xoHoMuuyeckoro corosa" (manee — oOmuil mpoiiecc).

3. Hactosmuit PernamenT onpeaenser TpeGoBaHMs K NOPSAIKY U YCIOBHSIM BBIOJIHEHUS
omepamnuii  o0IIero mpolecca, HEMOCPEACTBEHHO HANpPaBICHHBIX Ha peaan3aiuio
MH(GOPMAIIMOHHOTO B3aUMOACHCTBUS MEXAY YUYaCTHHUKAMH OOILEro mpolecca.

4. Hacrosmmii PermamMeHT npuMeHseTCs y9aCTHUKaMH OOIIETo MpoIiecca Mpyu KOHTPOJIE
3a MOPSIAKOM BBITIOJIHEHHUS MPOLIEYP U ONEPALUi B paMKax OOILEro mpoiecca, a Takke Mpu



MPOCKTUPOBAHKH, pa3paboTke U JO0pabOTKe KOMIOHEHTOB WH(MOPMAIIMOHHBIX CHCTEM,
o0ecrneunBarOIINX peaanu3aluio 3TOro 00IIero mpoiecca.

III. OcHOBHEIE MOHATHA

5. ns uenen Hacrosiuero PernaMeHTa UCMOJNIB3YHOTCS MOHATHUSA, KOTOPBIE O3HAYAIOT
() (137011 (SIS

"aBTOpHU3aLUA" — MPEOCTABICHNUE ONPEICICHHOMY YYaCTHUKY OOIIEero mpoliecca mpas Ha
BBITOJIHEHUE OIPEICICHHBIX JICVCTBHIA;

"PEKBUBHUT DJIEKTPOHHOTO JIOKYMEHTa (CBEeJACHHI)" — eIMHUIIA JAHHBIX JIEKTPOHHOTO
JIOKyMEHTa (CBEJICHU ), KOTOpasi B OMPE/ICICHHOM KOHTEKCTE CUUTACTCS HEpa3IeTMMON;

"cocTtositHue WHGPOPMAIIMOHHOTO 00BeKTa 00Iero mpoiecca" — CBOWMCTBO,
XapakTepu3syroiiee HHPOPMAIMOHHBIA OOBEKT Ha OMpEJeICHHON CTaJuu €ro >KM3HEHHOTO
LMKJIa, U3MEHSIIOIEECs] IPH BHIMOJHEHUH OTNepaliuii oO1ero nporecca.

[Tonstus "wnunmarop", "uHUIUMUpYOLIAsS onepauusa’, "mpuHUMaromas onepamus’, "
pecnongeHt", "cooOmeHue oOuiero mpouecca” u "TpaHzakuus oOuiero mnpoiecca”,
UCIIOJIb3yEMbIE B HacTosilleM PeriameHTte, MPUMEHSIOTCS B 3HAYEHHUSX, ONPEIEIICHHBIX
Metoaukoii aHayin3a, ONTUMU3AIMY, TAPMOHU3AIMU U OTTMCAHUSI OOIIUX MPOIIECCOB B paMKax
EBpa3niickoro 3k0OHOMHUYECKOTO COr03a, yTBEp)KAeHHOM Pemenunem Komternn EBpasuiickon
AKOHOMUYECKON Komuccuu ot 9 nronst 2015 1. Ne 63.

WHble NOHATHUA, UCIIOIb3YEMbIE B HACTOSIIIEM PerinaMeHnTte, MpUMEHSIOTCS B 3HAUCHUSIX,
omnpeaesieHHbIX B MyHKTe 4 [IpaBuin nHOOPMAIIMOHHOTO B3aUMOJICHCTBHS TIPU peaau3aluu
CpeACTBaMH MHTETPHPOBAHHON MH(POPMAIIMOHHOM cucTeMbl EBpa3nuiicKOro SKOHOMHYECKOTO
coro3a ofOuiero mnpoiecca "d®opMupoBaHue, BEACHUE U UCIOJIB30BAHHE €JIMHOTO pEecTpa
MPOU3BOIUTEINICH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOJACTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIKMM TpeboBaHusiM [IpaBun Hamyiexaiiei MNpPOU3BOACTBEHHOUW MNPAKTUKH
EBpa3uiickoro s’KOHOMHYECKOTO cOor03a", yTBepxkaeHHbIX Pemennem Konnernu EBpasuiickoi
skoHoMuYeckor komuccuu ot 30 mas 2023 r. Ne 71 (manee — [IpaBuna nHbOpPMAITMOHHOTO
B3aUMO/ICHCTBUS).

IV. OcHOBHEIE CBeZieHUA 006 HHPOPMALIMOHHOM B3aMMOJEHCTBAM B paMKax 0OLIEro mpomecca
1. YaacTHMKHM HHPOPMAIMOHHOTO B3aHMOICHCTBHA

6. Ilepeuenp poiieil yHaCTHUKOB MH(OPMAIIMOHHOT'O B3aMMOJICHCTBHS B paMKax OOIEro

Ipouecca IMpuBCACH B Ta6JII/III€ 1.
Tabmuma 1

ITepedens poneii y9acTHHKOB HHPOPMAIIMOHHOTO B3aHMONEHCTBUA

HaumenoBanue ponu Omnucanue poau Y4acTHUK, BBINOJHAIOUIUN POJIb

1 2 3



HampaBJIieT  CBEACHUS o
MIPOU3BOJUTENSAX BETCPUHAPHBIX
JIEKapCTBEHHBIX CPEACTB (nanee —
MIPOU3BOJIUTENH), MPOU3BOACTBO H
MPOU3BOJCTBEHHBIE  TUIOMIAIKH

KOTOPBIX NPU3HAHBI
COOTBETCTBYIOIUMH TPEOOBAHHUSIM N
. Y P . ynonHoMmoueHHBIH opran (P.SS.15.
Branenen ceenenmii [IpaBun HaJJiexanieu

! ACT.001)
HPOI/IBBOI[CTBCHHOI/I HpaKTI/IKI/I B

EBpa3suiickyl0 3KOHOMHYECKYIO
KOMMCCHIO (J1ajie€ COOTBETCTBEHHO —
Komuccus, IlpaBuna Hamiexameit
MIPaKTHKH);
MoJy4aeT CBEJIEHUS M3 peecTpa
MIPOU3BOAMTENEH IO 3alpoCy depes
HWHTETPUPOBAHHYIO CHCTEMY
oTBe4yaeT 3a (GOpPMUpPOBAHUE U
BEJICHUE peecTpa NMpPOU3BOIUTENEH
Coro3za, monydaeT CBEICHHSI O
MIPOU3BOAUTENSAX, IPEJOCTABIIACT 110
Koopnunatop 3ampocy cBeneHuns u3 peectpa Kommuccus (P.ACT.001)
MIPOU3BOANTEIIEH YITOTHOMOYEHHBIM
opraHaM TOCYAapCTB — HWICHOB
Coro3a (manee — yrnmoJaHOMOYEHHBIN
opraH)

2. Crpykrypa uHE(QOpMAIIHOHHOI'O B3aNMOAEHCTBAA

7. UndopmanimoHHOE B3aMMOJICHCTBHE B paMKax OOIIEro IMpollecca OCYIIEeCTBIISIETCS
MEXKy YIOJJHOMOYEHHBIMU OPTaHAMU T'OCYJaPCTB — WIEHOB EBPa3uiCKOro 3KOHOMUYECKOTO
coro3a 1 EBpa3uiickoii 5)KOHOMUYECKONH KOMHUCCHEN B COOTBETCTBUU C MPOIeAypamMu 00IIero
poIiecca:

a) nHGOPMAIIMOHHOE B3aWMOJICHCTBUE MpH (POPMHUPOBAHUM W BEICHUU peecTpa
IIPOU3BOJAUTEIIEH;
0) uHpOpMAIMOHHOE B3aMMOJEHCTBUE MpPHU MOJYUYEHHUHM CBEJEHUN M3 peecTpa
IPOU3BOJUTENIEH IO 3aMPOCY YIOTHOMOYEHHBIX OPTaHOB.
Crpyktypa nHOOPMAIIMOHHOTO B3aUMOAECHCTBUSI MEXAY YIOJHOMOUYECHHBIMU OpraHaMu
rocyaapcTB — 4ICHOB EBpa3niickoro 3KOHOMMUYECKOro coro3a u Komuccuen npeacrasieHa Ha
pucyHke 1.



«YaacTae»

HndiopMarponnoe «Yuaacrae»
B2AHMOJICHCTRHC IIPH
dopMApPORAHNAN H RCACHAA

peecTpa npor3RoAATENCH
(P.S5.15BCV_001)

O

«YaacTae» «YaacTacy

Bnapenen ceeacamii
Koopmanaarop

Hadopmanmmaonroe
E3aHMOICHCTRHAC NIPH
OOJNYYCHHH CBCACHHH H3 peccIpa
IPOHZEOANTENCH 10 2aIpoCy

YIHOIIHOMOYCHHMX OpPraHORB
(P.SS.15BCV.002)

Puc. 1. Ctpykrypa HHGOPMAIMOHHOTO B3aMMOAECHCTBHAA MEXKAY YIOIHOMOYCHHBIMH

opraHaMH rocyAapcTs — wieHoB EBpa3suiickoro 3xoHOMH9IeCKOro coro3a u Komuccuei

8. UndopmanmonHoe B3auMoAeicTBUE MEXAY YIIOJHOMOUYEHHBIMU OpraHaMu rocyapCTB
— wieHOB EBpa3smiiCKOro 3KOHOMHUYECKOTO cor3a U Komuccuen peanusyercs B pamkax
obmero mporecca. Crpykrypa oOmero mpouecca omnpeneneHa B [IpaBunax
MH(OPMAIMOHHOTO B3aUMOICHCTBUS.

9. UndpopManinoHHOE B3aUMOAECHCTBHIE OMPEENSIET NOPSAIOK BBIITOJIHEHUS TPaH3aKIUN
o011ero npoiecca, Kakaasi U3 KOTOPBIX MPECTaBIsIET cO00i 0OMeH COOOIIEHUSIMU B TEAX
CUHXPOHHU3AIMU COCTOSIHUN HH(POPMALMOHHOTO O0BEKTa OOMIIEro Mpolecca MexXIy
y4acTHUKaMu oOiero mporecca. g Kaxaoro MHGOPMALMOHHOTO B3aWMOJIEUCTBUS
OTIpeZieNIeHbl B3aUMOCBSI3U MEXIY ONEPALMSIMH U COOTBETCTBYIOIIMMH TaKUM OIEpallUsM
TpaH3aKIUsIMHU O0IEro Mmpoiiecca.

10. Ilpu BBINOJHEHUH TpaH3aKUHUM OOLIEro MpOLEcCa WHHUIMATOP B paMKax
OCYIIECTBIIIEMON UM omnepanuu (MHUIUUPYIOUEH ONepalii) HampaBisieT PECHOHIEHTY
coOOIIEHHEe-3alpOC, B OTBET Ha KOTOPOE PECHOHJIEHT B paMKax OCYLIECTBIISIEMOH UM
omepanuu (MIPpUHUMAIONIEH OMepalnru) MOXKET HalmpaBUTh WJIM HE HAINPaBUTh
COOOIIIEHNE-0TBET B 3aBUCUMOCTH OT I1a0JI0HA TpaH3aKIuu oo1iero mnpouecca. CTpykTypa
JaHHBIX B COCTaBE COOOIICHMSI JODKHA COOTBETCTBOBAaTh OnucaHuio (popmMaToB U CTPYKTYp
AIEKTPOHHBIX JOKYMEHTOB W CBEIIEHMH, HCIOJb3yEeMBIX ISl peaju3alliu CpelcTBaMu
UHTETPUPOBAaHHON MHOOPMAIIMOHHONW CHCTEMBbl EBpPa3suiiCKOro 3KOHOMHUYECKOTO COM03a
obmero mnpouecca "®dopMupoBaHue, BEIEHHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa



MIPOU3BOJUTEIIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOACTBO KOTOPBIX MPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Hamamexaiied NTpPOU3BOACTBEHHON MNPAKTUKU
EBpasuiickoro »KOHOMHYECKOTro coto3a", yrBepxkiaeHHoMmy Pemenuem Komnerun
EBpasniickoit s3xoHoMHu4eckoit komuccur ot 30 mas 2023 r. Ne 71 (manee — Onucanue
($hopMaToOB U CTPYKTYP AICKTPOHHBIX JOKYMEHTOB M CBEJICHHN ).

11. Tpanzakiuu o0uIero mpoiiecca BBINOJHAIOTCS B COOTBETCTBUM C 3aJIaHHBIMU
napaMeTpaMu TpaH3aKIUi OOIIEro Mpolecca, Kak 3TO OMpeesieHo HacTosuM PernamMmenTom

V. HadopManroHHOE B3aUMOICHCTBHE B paMKaX I'PYIII IPOLEAyP
1. MadpopManmoHHOE B3amMOIeiicTBHE IpH OpPMIPOBAHNY U BEJCHHAH PEECTpa MPOA3BOAUTEIICH

12. CxeMa BBITIOTHEHHUS TPaH3aKIMi 00111ero npoiecca npu GopMUPOBAHUM U BEJCHUU
peecTpa MpOU3BOAUTENEH MpencTaBieHa Ha pucyHKe 2. [l kaxaoi mpoueaypsl 0OIIero
npoiecca B Tabiuile 2 TPUBEACHA CBSI3b MEXIY ONEpalMsSIMH, MPOMEKYTOYHBIMH H
PE3YJIBTUPYIONIUMHU COCTOSIHUSIMA HH(POPMALIMOHHBIX OOBEKTOB OO0IIEro Mmpoiecca u
TpaH3aKIHUAMHU O0IIIEeTo Iporiecca.

:Bnapencn ceeacHmii :Koopmanarop

| |
opt] | |
[upe;qcrannepne CRC/ICHHI O MPOWROJATCIIC VI EKIIIOUCHAA B PEECTp npomqomencﬁ]

\ Ilepenaua crepeHnii yIs BKIMOYCHAS B PECCTp
npomzeopmrenci (PSS 15. TRN.001)

@tj | |
[npcncrannémc HEMCHCHHBIX CEC/ICHHIH O ONPOH3BOAMTECIE JUIA EHECCHAA MMCLICHBﬁ B
peccip [lpon:Lno;amTcneii] |

| Ilepenaua cRCACHHAN ANA BHCCCHAA HIMCHCHHH B PCCCTp
| npomzropmrenci (P_SS_15. TRN.002)

Puc. 2. Cxema BHIIOJIHEHMS TpaH3aKnui obmero mpomecca npd (GpopMHpPOBaHAU H

BCOCHHUHA PCCCTpa llpOH3BOI[PII‘CJICﬁ
Tabuuma 2



Ilepeqens TpaH3aKHii 06mero nponecca npu GOPMUPOBAHUH K BEAEHUH PEECTpa

MIPOX3BOUTEIICH
Omnepanus,
Ne /it BEITIOJIHSIEMAast
HHHUIIMATOPOM
1 2

1.1

2.1

[IpomexxyTouHOE
COCTOSHHE Omnepanus,

WH(POPMAIIOHHO BBITIOJIHsEMAast

ro o0beKTa  PECHOHICHTOM
o01ero npouecca
3 4

PesynpTupytomee
COCTOSIHHE

HH(POPMAITOHHO
ro oObekTa

o01ero mponecca

5

Brutouenue cBenenuii B peectp npousoaureneit (P.SS.15.PRC.001)

[IpencraBiaenue
CBEIEHUN HJs
BKJIIOUCHHUS B
peectTp
MIPOU3BOAUTENEH
(P.SS.15.0PR
.001).
[Monyuenue
YBEIOMIICHUS O
pe3ynbTare
BKJIIOUCHU S
CBEIEHUU B
peectTp
MIPOU3BOAUTENEH
(P.SS.15.0PR
.003)

npueM W
cBeneHnss o  obOpaboTka
npousBonutTesie ( CBEOCHHM s
P.SS.15.BEN.001 BkmtoueHHs B
): CBeleHUs OIS peecTp

BKJIIOUEHHU S MIPOU3BOIUTEINEH
MpeICTaBICHBI (P.SS.15.0PR
.002)

CBEIEHHSI O
mpousBoauTene (
P.SS.15.BEN.001
):  cBeaeHus
BKJTFOUCHBI

W3menenue cBenenuii B peectpe npouspoaureneii (P.SS.15.PRC.002)

[IpencraBnenue
CBEIEHUN IS
BHECEHUS
H3MECHECHUH B
peectTp
MIPOU3BOAUTENEH
(P.SS.15.0PR
.005).
[Tonyuenue
YBEIOMJIEHHUS O
pe3ynbTarte
H3MEHEHHUS
CBEJCHUNA B
peecTpe
MIPOU3BOAUTENEH
(P.SS.15.0PR
.007)

npuem u

o0paboTka
CBEJCHHUSA O

CBEIEHUIN s
npousBoAuTene ( NS
P.SS.15.BEN.001 .

W3MEHEHHH B
): CBeICHUS IS

peectTp
N3MCHCHUS o
IIPe/ICTABICHE] HpOI/I3BOHI/ITeHeI/I
P (P.SS.15.0PR
.006)

CBEJEHUS O
npousBoguTene (
P.SS.15.BEN.001
):  cBeaeHus
U3MCHCHBI

Tpaunzakuus
o0rmiero mporecca

mepengada
CBEICHHUN A
BKJIFOUCHHUA B
peectp
MIPOU3BOAUTENEH
(P.SS.15.TRN
.001)

mepengada
CBEICHHUN s
BHECEHUS
H3MEHEHHH B
peectp
MIPOU3BOAUTENEH
(P.SS.15.TRN
.002)

2. UadopManimoOHHOE B3aHMOJICHCTBHE IIPH ITOJIyICHHAHN CBEIECHHI U3 peecTpa MPOU3BOJUTENEH IO
3aIpoOCy YHOTHOMOYEHHEIX OPTaHOB

13. Cxema BBIMOJHEHUST TPAH3aKIMK OOIIEro mpoliecca Mpu MOJTYyUYCHUU CBEJACHUN U3
peecTpa MPOU3BOAUTEINEH 1O 3aMpOCy YHOJIHOMOYEHHBIX OPraHOB MPEJICTaBICHA HA PUCYHKE



3. Jns xaxaod mpoieaypbl oOmiero mpoiecca B Tabnuile 3 mpuUBEIEHA CBSI3b MEXKIY
omepanusIMu, MPOMEXKYTOUYHBIMU U PE3yJIbTUPYIOIIUMHU COCTOSHUSMH HH(POPMAIMOHHBIX
00BEKTOB 00IIIET0 MpoIlecca U TPAH3AKITUIMHU O0IIEro mporiecca.

:Bnapenen crencHAi :Koopmmmarop
| |
opt | |
[zanpomepr crepenna 0 Aare B EPEMEHA OOHORIICHAN PeecTpa NponzEoOAHTccii]
| |

. Tlonyuecnne nadopMAIAA O AT H BPCMCHHA OOHOBIICHHA
peectpa nmpomzroamTencii (P.SS_15.TRN.003)

|<_ ____________________________________________________________________
| |

opt] i i

3anpomc| CEC/ICHHA H3 PSecTpa HNPOARROAATEICH
i |

| Tlonyuenne cRencHAli H3 peccTpa MPOAIROATCICH
| (PSS_15.TRN.004)

[3anpomcFH H3IMCHCHHHIC CBS/ICHAA PECCTPa NPOH3BOATCICH]

| IonyucHHE A3MERCHARIX CRSICHHI H3 PEecTpa
| npomromrencii (P.SS.15. TRN.005)

L

Puc. 3. CxeMa BHIIOIHEHAA TPaH3aKIHMi 00IIero mpouecca IpH IOTy9ICHUN CBEICHUHA 13

peecTpa HPOMBOI[PITCJIeﬁ I10 3aIpoOCy YOOTHOMOYCHHBIX OPIraHOB
Tabmuma 3

ITepegens TpaH3akimii 06Iero mpomecca IpH MOJYICHAH CBEACHH U3 peecTpa MPOH3BOAHUTEIICH
IO 3aIpOCy YIIOTHOMOYEHHEIX OPTraHOB

[IpomexxyTodHOE PesynbTupyromiee
Omnepanus, COCTOSIHHE Omnepanus, COCTOSIHHE
Tpanzakuus
Ne m/mt BBITIOJTHSAEMAas  MH(QOPMAIIMOHHO BBIMONHsAEeMas  WUHPOPMAIMOHHO
o011ero mporecca
MHHIUATOPOM ro o0beKTa  pPeCHmoHIeHTOM TO 00BbeKTa

o0rmero mporecca o0miero mporecca



1 2

PRC.003)
3anpoc
nHQOpMAIIH O
JaTte U BPEMEHH

3 4

5 6

[Monmyuenne nHpOpMAIMK O AaTe U BpeMEHU OOHOBIEHHS peecTpa nmpomssoaurtener (P.SS.15.

00HOBIEHHS
o0paboTka
peectpa
. 3ampoca W moJiydeHue
HNPOU3BOAUTENEH CBemeHUs O ocTaperye CPEACHHA O (opmatn o
mnpe
(P.SS.15.0PR  mpoussomurene ( P cbﬂo . o |TmPOH3BOAUTENE ( are p ene
nHbopMaIuu T€ U BPEMEHHU
009). P.SS.15.BEN.001 pMatl P.SS.15.BEN.001 ™ P
JlaTe ¥ BPEMEHH OOHOBIEHHS
1.1 IIpuem u ): mH(pOPMAIHS O ): maOop™MAaI O
0OHOBJIEHUS peecTtpa
o0OpaboTka JlaTe€ U BPEMEHU JaTe U BPEMEHHU .
0OHOBIEHHSA peectpa 00HOBIEHHS HPOUSBOAITEICH
mHQopMaHH 0 saIPOLICHA MIPOU3BOAUTENEH - (P.SS.15.TRN
I‘ZT" 1 BPEMCHH  3alp (P.SS.15.0PR P 003)
OOHOBIJICHUA 010)
peectpa
MIPOM3BOAMTEINCH
(P.SS.15.0PR
.011)
2 [Tonyuenue cBeaenuii u3z peectpa npousogutenei (P.SS.15.PRC.004)
3anpoc cBeneHui
u3  peectpa CBEICHUS O
MIPOU3BOANUTEIEH o6paboTKa npousBoguTene (
(P.SS.15.0PR 3ampoca W P.SS.15.BEN.001 monyuenue
CBENEHHS O N
.012). OpeJOCTaBI€HUE ). CBEIEHMS  CBEIEHHH u3
I[Ipuewm u HpoHsBoANTEIC (CBeueHHﬁ U3  HAalpaBJICHbI eecTpa
2.1 p P.SS.15.BEN.001 - |peserP .
o0OpaboTka peecTpa CBEJEHUS O  MpoHU3BOAUTENEH
. ): cBeneHus N
CBEICHUU U3 3aMpOMICHBI npoussoaurenedl mpoussogutene ( (P.SS.15.TRN
peecTpa (P.SS.15.0PR  P.SS.15.BEN.001 .004)
TIPOU3BOANUTEIEH .013) ):  cBeaeHUs
(P.SS.15.0PR OTCYTCTBYIOT
.014)
3 [MTonydenne n3MeHEeHHBIX CBelleHNH n3 peectpa npousBoaureneii (P.SS.15.PRC.005)
3amnpoc
U3MCHCHHBIX
. CBEICHUS O
cBeleHUN W3
eecTpa obpaboTka npomsBoAnTeIe (
peeerba P P.SS.15.BEN.001
MPOU3BOAUTENCH 3anpoca MoJIydeHue
CBEJIEHHUS O ): M3MEHEHHbIE
(P.SS.15.0PR MIPEIOCTAaBICHNE N3MEHECHHBIX
015) NPOH3BOAITEC (I/ISMCHCHHBIX CBCACHIA CBEICHHH U3
S P.SS.15.BEN.001 . HAIIPaBJICHEL
3.1 [Mpuem u CBEIEHUH U3 peectpa
): M3MEHEHHbBIE CBEAEHUs O .
obOpaboTka peectpa MIPOU3BOAUTENEH
CBEJICHUS . mpousBoautene (
M3MEHEHHBIX AP OMICHET TIPOM3BOAMTENEH P SS.15.BEN. 001 (P.SS.15.TRN
cBeleHUU W3 P (P.SS.15.0PR T ) .005)
): W3MEHEHHbIE
peecTpa .016)
. CBEJIEHUS
MPOU3BOAUTENCH OTCVICTBVIOT
(P.SS.15.0PR YICTRY
.017)

VI. Omucanme coobmeruit obmero mpomnecca



14. Tlepeuenb cooOmeHuil oOmero mporecca, MepeJaBaeMblX B paMKax
MH(POPMALIMOHHOTO B3aWMOJICHCTBUS MpPHU peanu3aluu oO0IIero mnpoiecca, MPUBEICH B
tabauie 4. CTpyKTypa JJaHHBIX B COCTaBe COOOIICHMS JTOJKHA COOTBETCTBOBATh OIHUCAHUIO
dbopMaToB U CTPYKTYp DOJCKTPOHHBIX JIOKYMEHTOB U cBejaeHuil. Cchlika Ha

COOTBETCTBYIOIIYIO CTPYKTYypy B Omnucanum ¢GopmMaToB U CTPYKTYp 3JIEKTPOHHBIX

JOKYMEHTOB U CBEJICHUI yCTaHABIMBAETCS MO 3HAYCHUIO Tpadbl 3 Tabnuis 4.

Ilepegens coobmenuii o6mero mpomecca

Komosoe o0o03HaueHUE

1

P.SS.15.MSG.001

P.SS.15.MSG.002

P.SS.15.MSG.003

P.SS.15.MSG.004

P.SS.15.MSG.005

P.SS.15.MSG.006

P.SS.15.MSG.007

P.SS.15.MSG.008

P.SS.15.MSG.009

P.SS.15.MSG.010

HanmenoBanue
2

CBCICHUA O MHOPOU3ZBOAMTCIIC JIA
BKIIIOYCHUA

CBCICHUA O MNOPOU3ZBOAUTECIIC I
HU3MCHCHUA

yBemoMJieHHEe 00 OOHOBJICHUHU
peecTpa Mpou3BOAUTENCH

3anpoc HHGOPMAIMH O [aTe |
BPEeMEHH OOHOBIICHHS peecTpa
MIPOU3BOAUTENCH

nH(popMaus 0 JaTe W BpeMEHH
OOHOBIECHHSA peecTpa
IIPOU3BOUTENCH

3alpoc CBEACHUN W3 peecTpa
MIPOU3BOIUTENEH

CBEIEHUS nu3
MPOU3BOIUTENEH

peectpa

3alpOC U3MEHEHHBIX CBEACHUH U3
peectpa nmpou3BoaUTENEH

U3MEHEHHBIE CBEJIEHUSI U3 peecTpa
MIPOU3BOIUTENEH

yBeJOMIIeHHE 00 OTCYTCTBHH
CBeCHUI

VII. Onmcanue TpaH3aKknuii 06mero mpomecca

1. Tpan3axums o6mero mponecca "[lepenaua cBemeHuit 0711 BKIIOYCHAA B peeCTp MPOM3BOAUTENCH

" (P.SS.15.TRN.001)

15. Tpanzakius ob6miero npouecca "llepegaya cBeneHuid 11 BKIFOYEHHS B PEECTP

npousBoauTenein'”

Tabmuma 4

CTpykTypa 3JIEKTPOHHOT O
JIOKYMEHTa (CBEJICHUIN)

3

CBENIEHUS O TMPOU3BOIUTENE
BETEPUHAPHBIX JIEKAPCTBEHHBIX

cpencts (R.HC.SS.15.001)

CBEJICHHSI O MPOU3BOIUTEIC
BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpencts (R.HC.SS.15.001)

YBEAOMJICHHE O pe3yIabTaTe
obpabotku (R.006)

COCTOSIHUE aKTyaJH3aliH OOIIero
pecypca (R.007)

COCTOSIHUE aKTyaln3aluu oO0Iero
pecypca (R.007)

COCTOSIHUE aKTyaJH3aliH OOIIero
pecypca (R.007)

CBEJICHUS O
BETCPUHAPHBIX  JIEKAPCTBEHHBIX
cpexncts (R.HC.SS.15.001)

IMPOU3BOAUTEIIC

COCTOSIHUE aKTyalu3aluu oO0IIero
pecypca (R.007)

CBEACHUS O TIPOU3BOJHUTEIC
BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpencts (R.HC.SS.15.001)

yBEJOMJICHHE O pe3yJbTaTe
00pabotku (R.006)

(P.SS.15.TRN.001) BemonHsi€TCS ANl MepeAayd HHULHATOPOM



PECIIOHJICHTY CBEJICHUI O MMPOU3BOJIUTENIE JIJIsl BKIIFOUCHUS B peecTp npousBoauTeneil. Cxema
BBITIOJTHEHUS YKA3aHHOM TpaH3aKLIMM OOILEro mpolecca MpeacTaBlieHa Ha PUCYHKe 4.
[TapameTpsl TpaH3aKIMK OOIIETO MPOIEcca MPUBEACHBI B TAOIHIIE 5.

:Haammarop :Pecoonpent

!

o | CReficHnA O MIPOM3BOAATENC JIIA |

lI[ﬂGKa 1—[ H;

KO PCACTABICHAC BEINIOUCHHAA [P.SS.IS.MSG-OOIT'
I CBCACHHHM niA

@é BEIIOYCHAA B peecTp | YeemomncHue o0 0OHORICHHH
IPOHZRONHTCHCH | peecTpa NpOHIRONATCICH
L T (PSS]15MSG.003)

T

ICBCIICHAA O IPOHIBOMTCIC
[cecncnAa BxmoucHE ]

é Venex

Puc. 4. Cxema BHIIOIHEHHA TpaH3aKmuu obmero mpouecca "Ilepenaua cBeneHmit Ayt
BKIIO9eHUA B peecTp npomssogurenei” (P.SS.15.TRN.001)

IIpreM 1 oGpaGoTka
CRE/ICHHIH U BKIIOYCHANA

B PeccTp NpoH3BOAATENCH

Tabmuma 5

Omucanue Tpar3akmuu obmero nmponecca "Ilepenada cBeeHuit I BKIIOYESHUA B peecTp
mpomsBoguteneir” (P.SS.15.TRN.001)

No /it O0s3aTENbHBIA DJIEMEHT Onucanue
1 2 3
1 Konosoe o603Hauenne P.SS.15.TRN.001
s HammeHoBaHue TpaH3aKIKK OOINEro Iepeaada CBEICHUHA T BKITIOYCHHUS
mporecca B PEECTp IPOU3BOJUTEICH
[Ilabmon TpaH3akuuK OOLIETO
3 3arpoc/0TBeT
mporecca
4 Wunnuupytromas poib WHUIHATOP
MpEACTAaBICHUE CBEIEHUM IS
5 Wuunuupyromias onepanus BKIIOYEHHUS B peecTp
MIPOU3BOIUTEINEH
6 Pearupytommas poib PECTIOHIEHT
mpueM U 00paboTKa CBEICHUMA IS
7 [IpuHMUMaromas oneparus BKJIIOYCHUS B peecTp
MIPOU3BOIUTENEH
g Pe3ynbraT BEINONHEHUS TpaH3aKIUK cBefeHus o mpousBoautene (P.SS.15

o0ero mporuecca .BEN.0O1): cBeieHMs BKITIOUEHBI



9 [TapameTpsl TpaH3akuum 00IIETO
mporecca:

BpeMmi JJIA MOATBEPKACHUA

TIOJIyYEHUSI

BpEM MONTBEPXKICHISA PHHATHA B |, ) My
00paboTKy

BpeMsI OKUIAHUSA OTBETA 4 yaca
NPU3HAK aBTOPU3ALUH HeT
KOJIUYECTBO ITOBTOPOB 3

10 CoolmieHns TpaH3aKIUH OOIIEro
nporecca:

CBCICHUA O HPOU3ZBOAUTEIIC I

MHHLHAPYIOWEE COOOWICHAE piomouckns (P.SS.15.MSG.001)

yBenoMJIeHHE 00 OOHOBJICHUHU
OTBETHOE COOOIICHNE peectpa mpomsBoautenerr (P.SS.15.
MSG.003)

[TapameTpsl cooOmeHHH TpaH3aKIUH

11
o01ero mpomuecca:
mpusHak D111 HET

nepegada dIEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHou DILIIT

2. Tpamzakous ob6mero nporecca "[lepeaua cBeieHHi )11 BHECEHUA H3MEHEHHUH B PEeCTp
mpomsBoauteneit” (P.SS.15.TRN.002)

16. Tpanzakius o6miero npomecca "[lepemada cBeaeHuid 111 BHECCHUS U3MCHCHUN B

="

peectp npousBogutenei" (P.SS.15.TRN.002) BeimonHseTcs il nepeadyd WHUITUATOPOM
PECIIOH/IEHTY CBEJICHUW O TPOU3BOJAUTENE JJISi BHECEHUS U3MEHEHUU B peecTp
npousBoauTeneid. CxeMa BBINMOJTHEHHUS YKAa3aHHOW TpaH3akIuu oO01ero mpoiecca
npeacTaBieHa Ha pucyHke 5. [lapameTpsl TpaH3akiuu OOILETO Mpoliecca MPUBEICHBI B

tabmnuize 6.



:Haammarop

:PecoonacHT

!

Ommbxa
EOHTpOIA

@

IIpencrarncane
CBCACHHH A BHCCCHHA
H3IMCHCHHH B peecTp
ODpPOM3ROATCHCH

L V1A H3MCHCHHA

CReicHns (0 TIPOM3RONATENC

(P.SS.15MSG.002)

peecTpa HpoHzBoATENCH

[

YecnoMmucHue 00 0OHORNICHAA

IIpreM 1 oGpaGoTka
CBCACHHH AN BHCCCHHA
H3MCHCHHIA B peecTp
HpPOHZROAHTCICH

(P-SS]15MSG.003)

T

:CREJICHAA O HPOMZROJMTENC
[crencnra mzmenenm |

é Venmex

Puc. 5. Cxema BHIIONHEHUA TpaH3akmuu obmero mponecca "Ilepenada cBeneHmit s

BHECEHHS M3MEHEHUH B PEeCTp IPOU3BOAUTEIICH

AL

(P.SS.15.TRN.002)

Tabnuia 6

Ommcanue Tparsakmun o6mero nponecca "Ilepenada cBeAeHuit IS BHECEHUA H3MEHEHUI B

Al

peecTp IpoH3BOAHUTENEH

Ne i/t
1
1

(P.SS.15.TRN.002)

OO0s13aTeNnbHbIN 2JIEMEHT
2

KonoBoe 0603HaueHue

HaumenoBanue TpaH3aKOHUU O6HI€1"O
mponecca

[[TabmoH TpaH3aKIUU O0OMIIETO
mpotiecca

Nuaunuupyromas poib
WNuunuupyromas onepanus
Pearupyromias posb
IIpunumaromas onepamus

Pe3ynbTaT BEIMOIHEHUS TPAH3aKINT
oOmiero mporecca

[TapameTphl TpaH3aKIMHM OOIIETrO
mpolecca:
BpeMsl  And
MOy 9EHHS

MTOATBEPKACHUS

Omnucanue
3
P.SS.15.TRN.002

nepegava CBEACHUN IS BHECEHUS
W3MEHEHUH B peectp
IIPOU3BOUTENICH

3anpoc/0TBeT

WHULIATOP

MpEICTaBICHHE CBEACHUH IS
BHECEHUS] HM3MEHEHUH B peEecTp
IIPOU3BOIUTENEH

PECIIOHICHT

npueM u 00paboTKa CBEICHHH IS
BHECEHHUsS] U3MEHEHHH B peecTp
IIPOU3BOUTENICH

cBenenus o npoussojurene (P.SS.15
.BEN.001): cBeieHHS N3MEHEHBI



BpEMs MOATBCPIKACHUSA TPUHATHUA B 20 MUHYT

00paboTKy

BpEMA OKHMJaHUA OTBETA

MPU3HAK aBTOpHU3allun

KOJIMYECTBO ITIOBTOPOB

10
mpolecca:

Coo0ImieHnsT TpaH3aKIUU OOIIEro

WHUIUUPYIOLICC COO6H_[6HI/I€

OTBCTHOC COO6H.[CHI/IC

11

o01ero mponecca:

mpu3Hak D111

[MapaMeTpsl COOOIICHHH TPaH3aKIIUU

4 gaca
HET

3

CBEIEHUA O IPOU3BOIUTENE IS
n3meHenus (P.SS.15.MSG.002)

yBeIOMJICHHE 00 OOHOBJICHUU
peectpa mpomsBoauteneir (P.SS.15.
MSG.003)

HET

nepenaya 3JIeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoM DT

3. Tpanzakmua o6mero mporecca "Tlonydyenue HEGOpPMAIUK O JaTe X BpEMEHH OOHOBIICHUA

peectpa npousBoaurenei” (P.SS.15.TRN.003)

17. Tpanszakuus obmero npouecca "llonmydenue nHpopmanuu O JaTe€ U BPEMEHU
oOHoBneHusa peectpa npousBoauteneit" (P.SS.15.TRN.003) BoinonHseTCs A TOTyYSHUS
WHULIMATOPOM OT pPECHOHAEHTa MH(OpMalMU O JaTe U BPEMEHM OOHOBIIEHMS peecTpa
npousBoguTeneid. Cxema BBINOJHEHUS YKa3aHHOM TpaH3akUMM OOIIero mpoiiecca
npeacTaBieHa Ha pucyHke 6. IlapameTpsl TpaH3akIMu OOIIEro Mpolecca MpUBEACHBI B

Tabauie 7.
:Haammarop :Pecnonpent
3 3anpoc mEgOpMAIAA O AaTE H
Oumbra 3anpo AR O6paborka zanpoca H
EOHTPONA c mmopm e (P.S5.]15.MSG.004) I (i
© < A aagopMAanHAn O AaTE B
OOHOBIICHHA peccIpa UndopMamys o aare A
OPOH3BOMTENCH BPEMCHH OGHORICHAN PecCrpa EPEMCHH OCHORIICHAA
L e IIPOIJBBOII;H’R:llﬂ'i L PeCTpa DPOHZROHTCIICH
L[ (P-S5/15M5G.005)
ICBC/ICHAA O MPOH3BOAATCIC
[madopmarma o aare u ppemenn
OOHORNCHA HANTpaRneHs|
Venex




Puc. 6. Cxema BHIIOJHEHHS TpaH3akmyu# 06mero nponecca "[lomyderne nHpopmanuu o
JlaTe U BpeMeHH o0HOBIeHUA peecTpa npousBoaurenei” (P.SS.15.TRN.003)

Ta6muia 7

Ommcanue Tpar3akmuu o6mero nponecca "Ilonydenue uadopManmy 0 aTe ¥ BpEMEHH
obHoBieHA peectpa npomsBoauteneit” (P.SS.15.TRN.003)

Ne i/t
1
1

10

OO0s13aTeNnbHbIN 2JIEMEHT
2

KonoBoe 0603HaueHue

HaumenoBanue TpaH3aKIHUU O6HI€1"O
mponecca

[[TabmoH TpaH3aKIUU OOIIETO
npotiecca

MNuunuupyrowmas poib

MHunuupyromas onepanus

Pearupytomas ponb

[IpuHNMaromas oneparus

Pe3ynbTaT BEIONHEHUS TPaH3aKIIUU
o0rmiero mporecca

[TapameTpsl TpaH3aknuu 00IIETO
porecca:

BpeMs JAJdd TOJATBEPKIECHUA
TIOJTyYEHHUS

BpeMsI TIOATBEPIKACHUS IPUHATHS B
00paboTKy

BpeMsI O’)KUAHUS OTBETA
MIPU3HAK aBTOPHU3ALUH
KOJIUYECTBO ITOBTOPOB

CooOmieHnsT TpaH3aKIUU OOIIEro
mpotiecca:

HHUIIUPYIOIEe COOOIIEHNE

OTBETHOE COOOIIEHNE

Omnncanne
3
P.SS.15.TRN.003

mosrydyeHue WHPOpMaIui O JaTe |
BpeMeHU OOHOBJICHUSI peecTpa
IIPOU3BOUTENICH

BOIPOC/OTBET

WHUITUATOP

3ampoc HMHGOpPMANUU O JAaTre Hu
BpEMEHH OOHOBIIGHHS peecTpa
MIPOU3BOUTENIEH

PECTIOHCHT

oOpaboTka 3ampoca u
MpeloCTaBICHHEe HHPOPMAIH O
JlaTe W BpPEMEHU OOHOBICHUS
peecTpa npou3BogUTeNeH

cBeaeHus o mpousBoautene (P.SS.15
.BEN.001): madopmanus o nate u
BpEeMEHHU OOHOBJICHHUS HaIlpaBiieHA

1 gac

4 qaca

HET

3anpoc uH(MOpPMAIUU O JOare u
BpeMEeHH OOHOBJIEHHS peecTpa
npousBoautenei (P.SS.15.MSG.004

uHpoOpMalus O Jare U BPEMEHH
00HOBIEHUS peecTpa

npousBoautenei (P.SS.15.MSG.005
)



11 [TapameTpsr cooOmIeHHH TpaH3aKIUH
oO1ero mpouecca:

mpusHak D111 HET

nepejaya JIEKTPOHHOIO JOKyMEHTa
¢ HekoppekTHou DILIIT

4. Tparzakous o6mero nponecca "[lorydenue cBenernuii u3 peecrpa nmpousBogurenei” (P.SS.15.
TRN.004)

18. Tpanzakuus obmero npouecca "[loaydeHune cBeeHuit u3 peectpa mpouspoautenei” (
P.SS.15.TRN.004) BeInosHSIETCS JJIs1 TIOTYUYCHUSI HHUIIMATOPOM OT PECIIOHJICHTA CBEJCHUM
13 peecTpa npousBoauTenei. Cxema BBIMIOJTHEHUS YKa3aHHOW TpaH3aKIMU 00IIEeTo mpolecca
npejcTaBieHa Ha pucyHke 7. IlapameTpsl TpaH3akiuu oOOIIEro IMpoliecca MPUBEICHBI B
Tabnuie 8.

Hoanmarop Pecnonpenr
3 3anpoc crelicHAi A3 peccTpa
IpPOHROHTCICH i
55.15MSG.006)
Omm6Gka 0 Lz O 6
EKOHTpONd | 3anpoc CRe/ICHHI H3 Yeeagmucane ob - Oe 8 3ang "
- he OTCYICIRHH CEC/ICHMIA | TIPEAOCTARIICHAE CReICHMI
@é 1131 o I i (PS5.15MS5G.010) H2 peccrpa
-0 3%01@1‘%3 peectpa . OPOH3ROfIHTENCH
HPOH3BONATENCH
‘]: 7 (PS5.15MSG.007)

:CRCJICHHAA O MPOMIROJATENC
[crencans nanparncHR]|

Yenex gﬁ :CBE/ICHAS O IPOH3RONATENE
[crencann oTcyTCTRYIOT]

Vemex é

Puc. 7. CxeMa BHIIOIHEHHU TpaH3akuuu obmero nponecca "[lomydeHue cBeneHui U3
peectpa mpom3Boaureneit” (P.SS.15.TRN.004)

Ta6muia 8

Ommcanue Tpan3akmuu o6mero nponecca "Ilonydenue cBeieHHi U3 peecTpa npousBoauTeei"” (
P.SS.15.TRN.004)

Ne i/t OO0s13aTeNnbHbIN 2JIEMEHT Omnncanne
1 2 3
1 KonoBoe 0003Hauenne P.SS.15.TRN.004



2 HanmMeHoBaHue TpaH3aKIUK OOIIETO TOJNYYEeHUE CBEICHHH W3 peecTpa

nporecca MIPOMU3BOANTEICH
[[TabmoH TpaH3aKIUU OOIIETO
3 3arpoc/oTBET
mpolecca
4 WNuunuupyromas poib WHULUATOP
3aIpoC CBEIAEHUH M3 peecTpa
5 WNHunuupyromas onepanus p . p p
MIPOU3BOUTENECH
6 Pearupyromas posb PECIIOHIEHT

obpaboTka 3amnpoca u
7 [MpuHMMaroIIas orepars MpeNoCTaBIeHnEe CBEIECHUU U3
peecTpa nmpou3BoUTeNeH

cBepenus o mpousBoautene (P.SS.15
Pesynbrat BeimonHenus Tpansakuun .BEN.001): cBenenus HanpaBieHsl

8
o0rero mporecca ceeaenus o nmpousBoautene (P.SS.15
.BEN.0O1): cBenenns oTCyTCTBYIOT
9 [TapameTpsl TpaH3aknuu 0OIIETO
mporecca:
BpeMs JJs  NOATBEPKIAECHUS
IOy YEeHHS
BpEMsl TTOATBEPXKICHUS NPUHATHS B
P ATBEPIA P 20 MUHYT
00paboTKy
BpeMs1 0)KUIaHHs OTBETa 4 yaca
MIPU3HAK aBTOPHU3ALNH HET
KOJIUYECTBO ITOBTOPOB 3
10 CooOmieHnsT TpaH3aKIUU OOIIEro
mpomecca:
3alpoC CBEJCHHMH M3 peecTpa
MHHULUHPYIOIIee COoOIIeHNe npousBoautenei (P.SS.15.MSG.006
)
CBEICHHUS u3 peecTpa
npousBonuteneit (P.SS.15.MSG.007
OTBETHOE COOOIIEHHE )

yBeJOMIIeHHE 00 OTCYTCTBUU
ceegenuit (P.SS.15.MSG.010)

[TapameTpsl cOOOICHNH TPaH3aKIINU

11
ob1ero mporiecca:

npusHak OII1 HET

nepesiada dIEeKTPOHHOTO IOKYMEHTa
¢ HekoppekTHoU DT

5. Tpar3akmus o6mero mponecca "IlorydeHue H3MEHSHHBIX CBEIeHH U3 peecTpa
mpomsBoguteneir” (P.SS.15.TRN.005)

19. Tpanzakuus obuiero npouecca "l[lonydyeHne U3MEHEHHBIX CBEJECHUN U3 peecTpa
npousBoauteneit” (P.SS.15.TRN.00S5) BwimosiHsieTcsl s MOJIYyYEHUS WHUIMATOPOM OT
pPECIIOH/IEHTAa MU3MEHEHHBIX CBEJCHHMI W3 peecTpa mpouszBogutTeneid. Cxema BBINOJHEHUS



yKa3aHHOW TpaH3aKIMu OO0IIero mpoiiecca mpejacTaBiieHa Ha pucyHke 8. [lapameTpsi
TpaH3aKIMKU OOIIEro Mmpolecca NpuBeAeHbI B Taduiie 9.

TJ ;

:CREJICHEAA O POMIBOJATENC
[mamencrARc crRepcHms
HANPARIICHH |

Haammarop :PecnonpecHT
t Sanpoc m3MeHEHARX cncncmjﬁ Ll .
peccIpa npomzeoARTCnCH
Ommbra b a
EOHTpONA | 3ampoC HIMCHECHNLX (P-55.MS5G.008) O6paborka 3anpoca H
O < | YecoMncHEE 00 OTCYICTEHH | HPCIOCTABICHHS
e —— & " ceepcnmii (B.SS_15MSG.010) | msmencHBBIX cBeicHHEl 13
NPOHZROAATCICH r
Hamene € CREICHAA W3 1 PESCTPATIPOIEECNUTCINCH
peecTpa ﬁmo;m’mneﬁ

(P-SS.15 MSG.009)

Yceoex & CBCACHHA O MPOH3IBOTHTCIIC
[HBMCHCHHIJC CRCNCHAA

OTCYTCIBYIOT]

Venex é

Puc. 8. CxeMa BHITOJIHEHHUA TpaH3akIwH obmero mpomnecca "Ilomydenne n3MeHEHHBIX
cBeeHUH U3 peectpa mpousBoamreneii” (P.SS.15.TRN.005)

Tabmuma 9

Ommcanue Tpar3akmun obmero nmponecca "IlonydeHne H3MEeHEeHHBIX CBEIEHHI U3 peecTpa

mpomsBoguteieit” (P.SS.15.TRN.005)

Ne m/mt OO0s13aTeNbHBII JIEMEHT

1 2

1 KonoBoe o6o3HaueHme

) HauMeHoBaHMe TpaH3aKIUK OOIIETO
npotiecca

3 [ITaba0oH TpaH3akIWK OOIIETO
mporecca

4 Wunnuupytomas poib

5 WNHunuupyromas onepanus

6 Pearupytommas poib

7 [Ipunumaromast onepanus

Onucanue

3

P.SS.15.TRN.005

MOJy4YEeHUE M3MEHEHHBIX CBEICHHI
U3 peecTpa MPOU3BOIUTENCH

3ampoc/0TBeT

WHUIHATOP

3aIpoC M3MEHEHHBIX CBEJCHUHN W3
peecTpa npou3BoauTeNeH

PECTIOHIEHT

obOpaboTka 3ampoca u
MPEeNOCTaBICHUE  HM3MEHEHHBIX
CBeJMeHMH u3 peecTpa

MIPOU3BOIUTENEH



cenenus o npoussojurene (P.SS.15
.BEN.0O1): nu3MeHeHHbIC CBEICHUS
HaTIPaBJICHBI

PG3yJ'H)TaT BBITIOJTHCHUSI TPAH3aKIINHN

oOrmiero mporecca
cBeaeHus o npousBoautene (P.SS.15

.BEN.0O1): nu3MeHEeHHbIC CBEICHUS

OTCYTCTBYIOT
9 [TapameTpsl TpaH3akuuu 00IIETO

mporiecca:

BpeMm4d JJIs MOATBECPKACHUA

TIOJIyYEHUSI

BpeMsl TTONTBEPKACHUS IPUHATHS B

P P P 20 MUHYT

00paboTKy

BpeMsI OKUIAHUSA OTBETA 4 yaca

MIPU3HAK aBTOPU3AIIH HET

KOJINYECTBO ITOBTOPOB 3
10 CooOmieHusT TpaH3aKIUU OOIIEro

mporecca:

3alpoC U3MEHEHHBIX CBEACHUN U3
HWHUIMHAPYIOIICE COOOIICHUE peectpa mpousBoautener (P.SS.15.

MSG.008)

yBeIOMJIEHHE 00 OTCYTCTBHH

ceenenuii (P.SS.15.MSG.010)
OTBETHOE COOOIIECHHE M3MEHEHHBIE CBEICHUS M3 peecTpa

npousBonuteneit (P.SS.15.MSG.009

)

[MapamMeTpsl coOOIEHNH TpaH3aKIINU

11
obrmrero mpormecca:
npusHak OIIT HET

nepenava dIEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHor DLIIT

VIII. ITopsanok AeiicTBIIt B HEIITATHBIX CUTYaI[AAX

20. IIpu uaGOPMAITMOHHOM B3aUMOJCHCTBUM B paMKax OOIIETO MPOIecCa BEPOSTHHI
HEIITaTHbIe CUTYaIlMH, KOrjia 00paboTKa TaHHBIX HE MOXKET ObITh IIPOU3BEJEHA B OOBIYHOM
pexume. HemraTHble cCuTyallui BO3HUKAIOT MIPU TEXHUYECKUX COOSIX, UCTEUCHUU BPEMEHU
OXKHUIAHUS M B MHBIX chydasx. Jljs mojiydeHuss Y4YacTHMKOM oOOIIero mnpoiecca
KOMMEHTApUEB O MPUYMHAX BOZHMKHOBEHUS HEIITATHOW CUTyallMd U PEKOMEHIAIMU IO €€
pPa3peLICHUIO IIPEAYCMOTPEHA BO3MOXHOCTh HAIPABICHUS COOTBETCTBYIOILIErO 3arpoca B
CIyxk0y TOAJAEPXKKU HHTEIPUPOBAHHOW HHOOPMALIMOHHONW cHUCTeMBbl Epasuiickoro
SKOHOMHYECKOro coro3a. O0mme peKoOMeHJaluHu MO Pa3pellieHUI0 HEIITaTHOW CHUTYalluH
npuBeieHbl B Tabuie 10.

21. YnonHOMOYEHHBIH OpraH rocyAapcTBa-d4JieHa MPOBOIUT MPOBEPKY COOOIIEHHUS, B
CBSI3U C KOTOPBIM TOJYYEHO YBeAoMmiieHHE 00 ommuOke, Ha cooTBeTcTBUE ONHUCAHUIO
(opMaToB U CTPYKTYp 3JIEKTPOHHBIX TOKYMEHTOB M CBEJICHUI U TPeOOBAaHUSIM K KOHTPOIIIO



cooOIIeHn, ykazaHHeIM B pasnene IX nacrosmero Permamenrta. B ciiydae eciau BBISIBICHO
HECOOTBETCTBHE YKa3aHHBIM TPEeOOBAHUSIM, YMOJHOMOUYCHHBIM OpraH rocyaapcTBa-dyjicHa
MPUHUMAET BCE HEOOXOAMMBIC MEPHI JIJIsl YCTPAHEHUS BBIABICHHON OoMMOKU. B ciydae ecnu
HECOOTBETCTBUI HE BBISBJIICHO, YIOJHOMOYEHHBIM OpraH rocyaapcTBa-4Ji€HA HaIpaBsieT
COOOIIEHHE C ONHWCAHMEM JTOW HEWTAaTHOM CHTyalMd B CIYXOy MOJIIEPKKH

PIHTerHpOBaHHOﬁ I/IH(l)OpMaIlPIOHHOﬁ CHUCTCMBEI EpaSHﬁCKOFO HKOHOMHUYCCKOT'O COI03Aa.
Ta6muma 10

JlelicTBHA B HEINTATHBIX CATYaIlMAX

. . Omnucanue nericTBHi
Onwucanne HemTaTHOW [IpWuYWHBI HemITaTHOU

Kon HemrratHOM cuTyaruu NIpH  BO3HUKHOBEHUH
CUTYaIIH CUTYaIliH N
HEIITaTHOM CUTyaIiu
1 2 3 4
WHUIMATOP JBYCTOPOHHEH HE0OXOIUMO HAIPaBHUTH

TpaH3akIWK OO0IIero  TexXHUYeckue cOoM B 3ampoc B CIYXOy
mpolecca He TOJYUYMJI TPAHCIOPTHON CHUCTEME TEXHUYECKOH MOANEPKKHU

P.EXC.002 COOOIIEHNe-0TBET TOCIe WM CUCTEMHas OIMMOKa HAIlMOHAIBHOTO CErMEHTA,
HCTECUYCHUS NpOrpamMMHOTO B KOTOpOM ObLIO
COTJIACOBAaHHOTO obecrieueHns chopMHUPOBAHO
KOJINYECTBA IIOBTOPOB coo0IIcHNE

WHHULIMATOPY TPaH3aKLUU
obmero  mpoiecca
HEO0O0XOIUMO
CHHXPOHHU3HUPOBATH
UCIOIb3yEMBbIE
CIPaBOYHUKH u
KJ1acCU(UKATOPBl  WIIH

HE CHHXPOHHU3UpPOBaHbI 0OHOBUTH XML-cxembl

CIPaBOYHUKHU u 3JIEKTPOHHBIX JOKYMEHTOB
MHULIMATOP TpaH3aKLHU

P.EXC.004 00II1ero MpoIecca Moy YT
yBenomIieHHe 00 onmbke

KIaccupUKATOpsl WK He (CBEIEHHIA).

obHoBieHbl XML-cxembl Ecnu CHOpaBOYHUKH |

SNEKTPOHHBIX JTOKYMEHTOB KJaCCH()HUKATOPHI

(cBenenmii) CHUHXPOHU3UPOBAHEHI,
XML-cxeMbl 2J1eKTPOHHBIX
JIOKyMEHTOB (CBEJCHHUI)
OOHOBJIEHBI, HEOOXOIUMO
HalpaBUTh 3alpoc B
cyx0y  TOAACPKKH
NPUHUMAIOIIETO
Y4aCTHHUKA

IX. TpeboBaHM K 3aIIOJIHEHHUIO AIEKTPOHHBIX JOKYMEHTOB H CBEIEHHIA

22. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (CBeAeHUM) "
CeneHusi 0 MPOU3BOAUTENE BeTepuHApHBIX JekapcTBeHHBIX cpeacTB" (R.HC.SS.15.001),
nepeaaBaeMbIX B cooOmenuu "Crenenus o nmpousBoautene st Bratouenus" (P.SS.15.MSG

.001), mpuBenensl B Tabmute 11.
Tabmuma 11



TpeboBaHwM K 3aII0IHEHHIO PEKBU3UTOB AJIEKTPOHHLIX JOKyMEHTOB (cBeaeHHit) "CBeeHnd o
IIPOM3BOAUTENE BETepUHAPHBIX JiekapcTBeHHBIX cpeacTB” (R.HC.SS.15.001), nepexaBaeMbIX B
coobmennu "CBenenns o mpousBomureire mia Bkmoderus” (P.SS.15.MSG.001)

Kox tpeboBanus DopMynrupoBKa TPeOOBAHUS

B DJIEKTPOHHOM COOOIIEHHUH J0JKEH IPUCYTCTBOBATH |
9K3eMIUIIp pekBu3nuTa "CBENEHHS O NMPOHM3BOJHTEINE
BETEpPHHAPHBIX JiekapcTBeHHBIX cpeactB” (heedo:
VeterinaryManufacturerDetails)

pekBu3utT "Hauvanpnas gmgata u  Bpems" (csdo:
StartDateTime) B cocraBe CIOXHOTO PEKBU3HTA

2 TexHONOrnYecKHe XapaKTepUCTHKH 3alHCH OO0IIero
pecypeca" (ccdo:ResourceltemStatusDetails) momxen
OBITh 3aIIOJTHEH

"

pexkBuzutr "Koneunas gara u Bpems" (csdo:
EndDateTime) B cocTaBe CIOXHOTO pPEKBU3HTA

"

3 TexHonornyeckne XapakTEPUCTHKH 3alUCH OOIIEro
pecypca"  (ccdo:ResourceltemStatusDetails) He
3aT0JIHCTCS

3HaueHue pekusuta "Kom  crpams"  (csdo:
UnifiedCountryCode) TODKHO COOTBETCTBOBATh KOAIY

CTpaHBl U3 MEXAYHAPOJHOro Kiaccudukaropa crpaH

MHpa, CoJeprKallero repedeHb KOIOB M HAMMEHOBaHUH
cTpaH mMupa B cooTBeTcTBUU ¢ ISO 3166-1, a 3HaueHNE

atpubyta  "Ugentudukatop - cmpaBouHHKa  (
kiaccudukaropa)" (arpudyt codeListld) B ero cocrase

JIOJDKHO COOTBETCTBOBAThH 3HAYCHHIO KOJIAa YKAa3aHHOTO

KJaccu(UKaToOpa B peecTpe HOPMATUBHO-CIIPABOYHOM

nudopmarmu Coroza

NP BKJIIOYEHUH CIIPABOYHUKA CTATyCOB CEPTU(PHUKATOB
HNOJNTPEPKACHHUST  COOTBETCBHUS  IPOM3BOJICTBA
BETEPHUHAPHBIX JIEKAPCTBEHHBIX CPEACTB 3HAUYCHHE
pexBusura "Konx craryca" (csdo:StatusCode) B coctaBe
CIIOXHOTO pekBu3nuTa "CBeOeHHS O MOATBEPKIACHUU
COOTBETCTBHS MPOU3BOJACTBA CPEICTBA, BXOISIIIETO B
COCTaB TOBapa BETEPUHAPHOrO HAa3HAYCHHS,
TpeboBanusaM [IpaBuit HaaexKaIIel MPOU3BOICTBCHHOM
npakTuku" (hccdo:
VeterinaryltemGMPConformityDetails)  momxHO
COOTBETCTBOBATH OJHOMY U3 CICAYIONINX 3HAUYCHUH
cupaBouYHUKA: "melicTByrommuii", "oto3Ban", "neiicTBre
npekpaimeno", "melcTBHE NPHUOCTAHOBIEHO", a
3HadyeHue arpudyra "Vpentudukatop crnpaBodHuKa (
knaccugukaropa)" (arpubyr codeListld) momxHO
COOTBETCTBOBaTh 3HAYCHHIO KOJa YKa3aHHOI'O
CIIpaBOYHUKA B peecTpe HOPMATHBHO-CIIPABOYHOMN
nHpopmannu Coroza

B COCTaBe CJIOXHOTo pekBu3zuta "CBeJeHHus o
MPOU3BOAUTENE BETEPUHAPHBIX JIEKAPCTBEHHBIX



cpencts"”  (hccdo:VeterinaryManufacturerDetails)
JOJDKHBI OBITh 3aIOJHEHBI CICAYIOIME PEKBU3UTHL: "
PerucrpannonHsiii HoMep 3amucu”
(hcsdo:RecordRegistrationNumberld), "Kox ctpansr" (
csdo:UnifiedCountryCode), "CsemeHuns o ToBape
BETEPUHAPHOTO Ha3HaueHUs"
(hccdo:VeterinaryDrugDetails), "Ceemenus o
NPOMU3BOJIMTENE TOBapa BETEPHHAPHOTO HAa3HAYCHMS
WM eTo cocTaBJistromeit yactu"

(hccecdo
VeterinaryltemManufacturingAuthorizationHolderDetai
Is), "CBenmeHust o TOATBEPKICHHH COOTBETCTBHSA
MIPOU3BOJCTBA CPEACTBA, BXOJSALIEIO B COCTAaB TOBapa
BETCPHHAPHOTO Ha3HaueHHMs, TpeGoBaHMsAM IIpaBmi
Haauexkame mpousBoacreennoil npaktuku" (hecdo:
VeterinaryltemGMPConformityDetails)

pexBm3utr "Kon nexapcrBenHod ¢opmbr"  (hesdo:
DosageFormCode) B coctaBe CIOXHOTO pekBu3uTa '
CBeneHHs O TOATBEPKAGHUU COOTBETCTBHS
IPOU3BOJICTBA CPEACTBA, BXOAAIIETO B COCTAaB TOBApa
BETEPUHAPHOTO Ha3HaueHHs, TpeOoBaHusIM [IpaBun
HaJJIeallel NPou3BOACTBEHHON NPaKTHKU"

(hcedo: VeterinaryltemGMPConformityDetails)
3aloNHAETCs 0053aTeNnbHO, MpPH JTOM 3HauYeHUE
YKa3aHHOTO PEKBH3HTA JJOJDKHO COOTBETCTBOBATH KONy
JeKapCTBEHHOW (GOpPMBI W3  HOMEHKJIATYDEHI
JeKapCcTBeHHBIX (OpM, a 3HadeHHe aTpudyra
Wnentudukarop cnpaBounuka (kiaaccuduraropa)” (
atpubyTt codeListld) B ero cocraBe JOJKHO
COOTBETCTBOBaTh 3HAYCHHWIO KOJa YKa3aHHOTO

"

CIpaBOYHMKA B peecTpe HOPMaTHBHO-CIIPAaBOYHOMH
nHpopmarmu Coro3a.

[pu OTCYTCTBHM HOMEHKJIATYPBI JIEKAPCTBEHHBIX (hOpM
peecTpe HOpMaTHBHO-CIIpaBoYHOM HHPOopMarmu Coroza
JIOJDKCH OBITh 3amoHeH peKkBU3WT ''HanMeHoBanwme
nexkapctBeHHON (Gopmer” (hesdo:DosageFormName) B
COCTaBe CIIOXKHOTO pekBu3uta "CBeaeHus o
MTOJTBEP>KACHUH COOTBETCTBHUS ITPOU3BOICTBA CPEJNICTBA
, BXOJIIETO B COCTAaB TOBapa BETEPUHAPHOIO
Ha3HaveHus, TpeboBaHusM [IpaBun Haanexarien
MIPOU3BOJACTBEHHOU npakTuKu" (hcedo:
VeterinaryltemGMPConformityDetails)

pexBu3ut "Kox ocoboii xapakTepucTuku mponykra' (
hesdo:SpecialCharacteristicsProductCode) B coctase
CIIOXHOTO pekBu3nuTa "CBeOeHHS O MOATBEPKIACHUU
COOTBETCTBHS NPOU3BOJCTBA CPE/ICTBA, BXOJISAIIETO B
COCTaB TOBapa BETEPUHAPHOrO Ha3HAYCHHS,
TpeboBanusM [IpaBui HauIexKanIel MPON3BOICTBEHHOM
npakTuku" (hccdo:
VeterinaryltemGMPConformityDetails) HE
3aI0IHSAeTCS

PEKBU3UT "YHnonrHOMOUYEHHBIH oprax
rocynapctBa-wicHa" (ccdo:UnifiedAuthorityDetails) B
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COCTaBe CIOXHOro pekBusuta "CBeneHHS O
npoBesieHHON (apmaneBTHdeckoi nHcnekmmn" (heedo:
InspectionDetails) 3amomnHsieTcs 00s3aTENBEHO

B COCTaBe CJOXHOTO pekBu3zuta "CBeJeHHus o
NPOU3BOJMTENE TOBapa BETEPHHAPHOTO Ha3HAYCHMS
HJIH €0 COCTaBJIAIONIEH yacTH"

(hccecdo
VeterinaryltemManufacturingAuthorizationHolderDetai
Is) pexsmsut "Kox crpansr" (csdo:UnifiedCountryCode)
u "HamMeHoBaHme xo3siicTByIommero cyorekra” (csdo:
BusinessEntityName) 3amonHsirorcst 00s3aTeIbHO

ecnu pekBu3uT "Kox opraHusanuoHHO-IPaBOBOM
¢dopmer" (csdo:BusinessEntityTypeCode) 3amonueH, To
€ro 3Ha4YeHHE [OJDKHO COOTBETCTBOBATh KOIy
OpraHU3aIMOHHO-TIPABOBBIX (OpM M3 Kilaccupukaropa
OpraHM3allMOHHO-NIPaBOBBIX (opM, a 3HaueHue
atpubyra  "Wnentnduxatop  cupaBouHmka  (
knaccudukaropa)" (arpudyt codeListld) B ero coctase
JOJDKHO COOTBETCTBOBATH 3HAYEHHIO KOJIa YKa3aHHOTO
KiaccuuKaTopa B peecTpe HOpMAaTHBHO-CIIPABOYHON
napopmanuu Coroza

OpU  BKJIIOYCHUM  CIPaBOYHHKA  METOJ/OB
AAEHTH(UKAIMN XO3HCTBYIONINX CYOBEKTOB B PEECTP
HOpMaTHUBHO-cIIpaBoyHOH wnH(popmanuu Coroza
3HaueHne arpubyra "Merox wuneHTHduUKamun" (
atpubyt kindld) mOmKHO COOTBETCTBOBATH KOIY
MeTo/la WACHTHU(GUKAIMH XO3SHCTBYIONINX CYyOBEKTOB
YKa3aHHOTO CIIPaBOYHHUKA.

B wuHOM cinyuae 3HaueHue arpubyra "Merton
naeatTudukanun”  (arpudyr kindld) momkHO
COOTBETCTBOBATh OJJHOMY M3 CJICAYIONINX 3HAYCHHUMH:
I'PIOJI — rocynapcTBeHHBIH peecTp FOPHINUECKHUX JIHIL (
s PecryOnmuku Apmenns);

OKOI'Y — obmerocynapcTBeHHBIN KiaccuukaTop
Pecrrybnmuku Bemapyce "OpraHbsl ToCyIapCcTBEHHOM
Biactu U ynpasienus" (mst Pecriy6mmku bemapycs);
OKIOJIIT — obmerocynapcTBeHHBIH KiIaccHPHUKATOP
Pecny6mukn bemapycs "HOpuamdeckue numa u
WHJUBUAYaJbHbIE npeanpuHuMarenu" (st
Pecnyonuku Benapycs);

BUH - OwusHec-uaeHTUGUKANUOHHBIA HOMEp (I
Pecniyonmkn Kazaxcran);

OKIIO - oOmepecnyOauKaHCKHI Kiiaccu(pUKATOP
NIpeaIpUATHHA

n opranuzauuit (ast Keipreizckoit PecrryGmnmkn);

OTPH -  oCHOBHOW  rocyiaapcTBEHHBII
PETUCTPAIIIOHHEI HOMED

(mns Poccwuiickoit @enepanun);

OI'PHUII - ocHOBHOW TOCYZapCTBEHHBIN
PerHCTPAallMOHHBIH  HOMEpP  HMHIWBHUIYaJlbHOTO
npennpuaIMatens (s Poccutickoit @enepartim)
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23. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (CBeAeHUM) "
CeneHusi 0 MPOU3BOAUTENE BeTepuHApHBIX JekapcTBeHHBIX cpeacTB" (R.HC.SS.15.001),
nepenaBaemMbix B cooOueHnn "Caenenust o npousBoautene st uamenenus” (P.SS.15.MSG
.002), mpuBeneHsl B Tabaute 12.

TpeboBaHwM K 3aII0IHEHHIO PEKBU3UTOB JJIEKTPOHHLIX JOKyMEHTOB (CBeeHHit) "CBeeHnd o
IIPOM3BOAUTENIE BETepUHAPHBIX JiekapcTBeHHBIX cpeacTB” (R.HC.SS.15.001), nepexaBaeMbIX B

ecnmu  pexBusut "Kom Buma azapeca" (csdo:
AddressKindCode) B cocraBe cI0XHOTO peKkBH3HTa
Anpec" (ccdo:SubjectAddressDetails) 3amonnen, To ero
3HaYCHUE JOJDKHO COOTBETCTBOBATH OJHOMY U3
CJEYIOIIMX 3HAYEHU:

"1" — ajgpec perucTpanum;

"2" — ¢akTHIECKUH agpec

ecnin  pexBusut "Kox Bumma cBasu"  (csdo:
CommunicationChannelCode) B coctaBe CII0KHOTO
pexBu3uTa "KOHTaKTHBIN peKBU3UT"
(ccdo:CommunicationDetails) 3amoiHeH, To ero
3HauYeHHE JOJDKHO COOTBETCTBOBATh OJHOMY W3
CIIEYIOIIHMX 3HAYCHHIA:

"TE" — TenedoHn;
"EM" — s51eKTpOHHAas I0YTa;
"FX" — daxc

Tabmuma 12

coobmervn "CBenenns o mpoussoauTene mia msmeHerus" (P.SS.15.MSG.002)

Kox tpeboBanus

DopMynrpoBKa TpeOOBaHU

B 3JICKTPOHHOM COOOIIICHHUH JJOJKEH MPUCYTCTBOBATH |
9K3eMIUIAp pekBu3uta "CBeleHHS O MPOM3BOAUTENEC
BETEpPHHAPHBIX JieKapcTBeHHBIX cpeactB” (heedo:
VeterinaryManufacturerDetails)

COOTBETCTBYIOT TpeOoBanusaM 2-14 Tabmunber 11
Hacrosimiero Pernamenra (3HaueHHs1 KOJJOB TpeOOBaHHUI
B Tabmume 11 u Tabnuie 12 coBmagaroT)

B €/IMHOI 6a3e MaHHbBIX JOJDKHA CONEPIKATHCS 3aIHCh, B
KOTOPOH COBOKYIMHOCTHh 3HaueHUH pekBu3uToB "Koxa
cTpaHbr" (csdo:UnifiedCountryCode) u "
Peructpanuonnsiii.  Homep 3amucu"  (hesdo:
RecordRegistrationNumberld) B cocraBe cioxxHOTO
pexBu3uta "CBeieHHs O MPOU3BOAUTENEC BETEPHHAPHBIX
JeKapCTBEHHBIX cpencts" (hccdo:
VeterinaryManufacturerDetails)  coBmamaror ¢
NepeIaHHbIMU

YTBEPX/JEH
Pemennem Komnerun
EBpa3zuiickoil 3KOHOMUYECKOM KOMUCCUU
ot 30 mast 2023 r. Ne 71



Permament

AH(OPMAIMOHHOT0 B3aUMOAEHCTBHS MEXy YIOTHOMOYECHHBIMH OpraHaMH I'OCyJapCTB — WICHOB
EBpa3uiickoro 3k0OHOMAYECKOT0 COI03a NP PEAIA3alH CPEACTBAMI HHTETPAPOBAHHON
FHGOPMAMOHHOM CHCTEMEI EBpasuiickoro Sk0OHOMAIECKOro COI03a o0mero mpomecca "
®dopmupoBaHHe, BEICHAE H HCIIOB30BaHHE EIUHOTO PEeCTpa MPON3BOAUTENIEH BETEpHHAPHEIX
JIEKapCTBEHHBIX CPEJICTB, MPOU3BOJICTBO KOTOPHIX IPH3HAHO COOTBETCTBYIOMMM TPeOOBaHIAM
IIpaBun HajIeXKaMEeH MPOM3BOACTBEHHOM MPpakTUKH EBpa3uiickoro 3kOHOMHIECKOro COr03a"

I. O6mue monoxeHus

1. Hacrosmmuii PermameHT pa3paboTaH B COOTBETCTBHUU CO CIEIYIOIIUMHU
MEXIYHApOJHBIMH JIOTOBOpAaMU W aKTaMH, COCTaBJIAIOIIUMHU TipaBo EBpasuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Horosop o EBpasuiickom skoHOMUYECKOM coto3¢e oT 29 mas 2014 rona;

Pemenne CoBera EBpa3zuiickoil 3koHOMUYECKON KoMHuccUU OT 3 HOs0pst 2016 1. Ne 77 "
O6 ytBepxnaenuu I[lpaBun Hajexamieil NpoOU3BOJACTBEHHON mNpakTUKu EBpasuiickoro
SKOHOMHUYECKOTO cO103a";

Pemennie CoBera EBpa3zuiickoi skoHoMHuueckoit komuccuu ot 21 ssuBapst 2022 . Ne 1 "O
[IpaBunmax peryaupoBaHus oOpallleHHUs BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJACTB Ha
TaMOKEHHOU TeppuTOpuu EBpa3niickoro SJKOHOMHYECKOTO cOr03a'";

Pemenne Komnernn EBpazuiickoit skoHOMHUUYecKkoi komuccuu ot 6 Hosiops 2014 1. Ne 200
"O TEXHOJIOrMYECKHUX JTOKYMEHTAX, PErIaMEHTUPYIOIUX UHPOPMAITMOHHOE B3aUMO/JICUCTBUE
IpyU peaau3alii Cpe/ICTBAMU HMHTEIPUPOBAHHON MHMOPMAIMOHHON CUCTEMBbI BHEIIHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemenne Konmnerun EBpasuiickoil 3xoHoMu4Yeckoit komuccuu oT 27 stuapsa 2015 r. Ne 5
"OO yrtBepxaeHuun IIpaBun »1EKTPOHHOrOo oOMEHa JAaHHBIMM B HWHTETPUPOBAHHOMN
MH(POPMAIIMOHHOM CHCTEME BHEIITHEH ¥ B3aUMHON TOProOBJIN';

Pemenne Komnernn EBpazuniickoit s5koOHOMHUYECKON Komuccuu oT 14 ampens 2015 r. Ne 29
"O nepeyHe 00IMX MPOIECCOB B paMKax EBpa3uiickoro 5KOHOMHUYECKOT0 COI03a U BHECCHUH
n3MeHenus B Pemenue Komnerun EBpasuiickoid 5KOHOMUYECKON KoMUcCcUU OT 19 aBrycra
2014 1. No 132"

Pemenne Komnerun EBpa3zuiickoi s3koHOMUYeCKOW komuccuu oT 9 urons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3AIMU, TAPMOHU3AIMU U OMHCAHUS OONIUX MPOLIECCOB B
paMkax EBpa3uiickoro SKOHOMHYECKOIo coro3a';

Pemenune Konmnerun EBpasuiickoit 3xoHoMuueckoit komuccuu ot 28 ceHtsiops 2015 r. Ne
125 "OO6 ytBepxaenun I[lonoxxkeHus o0 oOMEHE SIEKTPOHHBIMU JIOKYMEHTAMHU IpU
TPAHCTPAaHUYHOM B3aMMOJIECTBUH OPTraHOB T'OCYJAapPCTBEHHOW BJIACTH IOCYAApCTB — YJICHOB
EBpasuiickoro sKOHOMHYECKOTO COI03a MEXAy co0oil m ¢ EBpa3uiickoil SKOHOMHYECKOM
KoMHccuen".



II. O6nacTe npUMEHEHUS

2. Hacrosimuii Pernmament paspabotan B 1eisix oOecneyeHHs eAMHOOOpa3HOro
MPUMEHEHUST YYaCTHUKAMH OOIIETO Mporiecca MOpsIKa U YCIOBHMA BHITIOTHEHUS TPAH3AKIINN
obmero mpomecca "dopMupoBaHHWE, BEAECHHE U UCIIOIH30BAaHUE EIUHOTO peecTpa
MIPOU3BOANTEIICH BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB, TPOU3BOICTBO KOTOPHIX IPH3HAHO
COOTBETCTBYIOIIUM TpeboBaHusaM I[IpaBun Haiexameld MTpPOU3BOJACTBEHHOW NPAKTHKU
EBpazuiickoro a3xoHoMuuyeckoro corosa" (nanee — oOmuil mpoiiecc).

3. Hacrosimuit PernmamenT onpenensieT TpeOOBaHUS K TOPSIIKY M YCIOBHUSM BBITOTHEHUS
omepamnuii  o0IIero mpolecca, HEMOCPEACTBEHHO HANpPaBICHHBIX Ha peaan3aiuio
UH()OPMAITMOHHOTO B3aUMOCHCTBUS MEXIY Y9aCTHUKAMHU OOIIEro mpoiecca.

4. Hacrosmmii PermameHT mpuMeHseTCs y9aCTHUKaMH OOIIEeTo Mpoliecca Mpy KOHTPOJIE
3a MOPSIIKOM BBITIOJIHEHHUS MPOLIEYP U ONEPALUi B paMKax OOILEro mnpoiecca, a Takke Mmpu
NPOSKTHPOBAHUU, pa3paboTKe M MOpabOTKE KOMIOHEHTOB WH(OPMAIMOHHBIX CHCTEM,
o0ecrneunBalOIINX peaanu3aliio 3TOro 00IIEro mpoiecca.

III. OcHOBHEIE TOHATHA

5. nga nenen Hacrosuero PernaMeHTa MCHOJIB3YHOTCS MOHATUA, KOTOPBIE O3HAYAIOT
clenyolee:

"apTOopu3aIug" — IpPeJA0CTaBICHUE ONPEACIICHHOMY YYaCTHUKY OOIIEro mpoiecca rnpas Ha
BBINOJIHEHUE OIPEICIICHHBIX ICUCTBUI;

"PEKBU3UT 3JIEKTPOHHOTO JOKYMEHTa (CBEeJCHMI)" — eIMHUIIA JAHHBIX 3JIEKTPOHHOTO
JIOKyMEHTA (CBEICHU ), KOTOpasi B OMPE/ICICHHOM KOHTEKCTE CUUTAETCS HEPa3IeTUMON;

"cocTtosiHne WHGPOPMAIIMOHHOTO O0BeKTa 00Iero mpoiecca" — CBOWMCTBO,
XapakTepusyroiiee HHPOPMaIMOHHBIA OOBEKT Ha OMPEJEICHHON CTauu €ro >KU3HEHHOTO
IIMKJIA, U3MEHSIIOIIEECS TIPU BBIIOJTHEHUH Ollepaliuii o0IIero mpoiecca.

[Tonatus "wnnnmartop", "MHMOMUpPYrOWAsA onepauus”, "mpuHUMaromas onepauus', "
peconneHt", '"cooOmeHue obmero mporecca" u "TpaH3akmus o0OIero mpoiecca',
HCIIOJIb3yEeMbI€ B HACTOsAIIEM PeriaMeHTe, MPUMEHSIOTCS B 3HAUCHHSIX, OMPEACICHHBIX
Mertoaukoii anain3a, ONTUMU3AIMN, TAPMOHU3AIMHU U OMTUCAHUS OOIIUX MPOILIECCOB B paMKax
EBpa3niickoro 3KOHOMUYECKOTO COI03a, yTBepkaeHHOM Pemenuem Komnernn EBpaszuiickoi
AKOHOMUYECKON Komuccuu oT 9 nronst 2015 1. Ne 63.

WHble NOHATHUA, UCIIOIB3YEMbIE B HACTOSIEM PerinaMeHnTe, IpUMEHSIOTCS B 3HAUCHUSX,
omnpeaesieHHbIX B yHKTe 4 [lpaBui nHGOPMalIMOHHOTO B3aUMOJICUCTBUS TIPU pealu3aluu
CpelICTBaMH MHTETPUPOBAHHOM HH(POPMAIIMOHHOMN CUCTEMBI EBpa3uiickoro 3KOHOMUYECKOTO
coro3a obmiero npoiecca "@opMupoBaHHUE, BEICHUE W UCIOJIB30BaHUE €IMHOTO peecTpa
MIPOU3BOJIUTEIICH BETEPUHAPHBIX JICKAPCTBEHHBIX CPECTB, MPOU3BOJACTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIIMM TpeboBaHusiM [lpaBun Haasexailei NpPOU3BOACTBEHHOW MPAKTUKU
EBpazniickoro s3K0HOMHYECKOro coro3a", yreepxkaeHHbIX Pemennem Komternn EBpasuiickoii



skoHoMuYeckor komuccuu ot 30 mas 2023 r. Ne 71 (manee — [IpaBuna nHbOpMaAIMOHHOTO
B3aUMOJICHCTBHA).

IV. OcHoBHEIE cBefieHUA 06 HHHOPMALIOHHOM B3aMMOAEHCTBAI
B paMKax o0Iiero mpomecca

1. YuacTarKHM HHPOPMAMOHHOTO B3aUMO/ICHCTBUS

6. [lepeuens poiieil y4aCTHUKOB MHGOPMAIIMOHHOTO B3aMMOJICHCTBHS B paMKaxX OOIIETO

npoliecca npuBeaeH B Tadbmauue 1.
Tabmuua 1

ITepegens poneii ygacTHUKOB HHPOPMAIMOHHOTO B3aHMOAEHCTBHA

HaumenoBanue ponu Onucanue ponau Y4acTHUK, BBHITIOJTHSIOLIUHN POJIb
1 2 3

YBEAOMIISIET ~ YIOJHOMOYEHHBIC
opraHsl rocyapcTs — uieHoB Coro3a
(anee — ynoJTHOMOYEHHBIH OpraH) O
BhIJade (M3MEHEGHHH CTaTyca)
cepTuuKaTta TPOU3BOAHUTEIIO

BETEPUHAPHBIX JIEKAPCTBEHHBIX .
puHap P ynonHoMmoueHHbI opran (P.SS.15.

Brnanenen cenenunit CpeaCTB (Jajiee — MPOU3BOIUTEIIH
P ( P ) ACT.001)

MPOU3BOACTBO KOTOPOTO MPU3HAHO
COOTBETCTBYIOIIMM TPeOOBaHUAM
[IpaBun HaJJIexaniei
MPOW3BOIACTBEHHON TpakTUKH  (
nanee — IlpaBuna Hajgnexamen
MIPAKTHUKH)

MOJIy4aeT yBeJOMJIEHHE O BhIgaue (
HN3MEHECHUH cTaTyca) cepTudukara
MPOM3BOANTENIO BETEPHHAPHBIX  YBEAOMIIIEMBIH YIIOJIHOMOYCHHBIN

I 0 i
OTPEOHITEID CBEACHIH JeKapcTBeHHBIX cpeacts wu3  oprad (P.SS.15.ACT.002)

HAI[HOHAILHOTO UH(POPMAIHOHHOTO
pecypca yIoJIHOMOYEHHOTO OpraHa

2. Crpykrypa nuHE(QOpMAIHOHHOI'O B3aMMOAEHCTBAA

7. UndopmanimoHHOE B3aMMOJICHCTBHE B paMKax OOIIEro Mmpoiiecca OCYIIEeCTBIISIETCS
MEXAY YIOJHOMOYEHHBIMU OpraHaMu IroCyAapcTB — WieHOB EBpazuiickoro 3KOHOMHUYECKOTO
COl03a B COOTBETCTBMM C Ipouenypoil obmero mnpouecca "WHpopmaunoHHoe
B3aUMOJIEUCTBHE NMPU YBEAOMIICHUN YIIOJTHOMOYEHHBIX OpPraHoB".

Crpyktypa uH(GOPMALMOHHOTO B3aUMOACHCTBHUS MEXAY YIOJIHOMOYEHHBIMU OpTaHaMU
rocyAapcTB — WieHOB EBpa3uiickoro 3KOHOMUYECKOTO COI03a MpeCTaBiIeHa Ha pucyHke 1.
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HudopmanponHoc
Buagenci B3aHMOJICHCTBHAC NIPH Totpc6 .
CRCICHAM yRENOMUCHUN CBCCHHM

YHOITHOMOYCHHBX OPraHOB
(P.$5.15 BCV.003)

Puc. 1. CtpykxTypa HHGOPMAIMOHHOTO B3aMMOACHCTBHAS MEXKAY YIOJTHOMOYECHHBIMU

OpraHamMy rocyAapcTB — WICHOB EBpa3uiiCKoro 3kOHOMHIECKOT0 COI03a

8. UnpopmanimoHHOE B3aUMOJICHCTBUE MEXKTY YIIOJTHOMOYEHHBIMU OpraHaMu TOCYIapCTB
— ujeHOB EBpa3uiickoro s5KOHOMHUYECKOTO COI03a pean3yercs B paMKax OOIIero mnpoiiecca.
CrpykTypa obiiero npouecca onpeaeneHa B [IpaBunax nHPOpMaMOHHOTO B3aUMOJEHCTBU.

9. UndopmarnmonHoe B3aMOJICHCTBUE OMPEEseT MOPSIOK BBIIOJIHEHUS TPAH3aKIIUN
o011ero npoiecca, Kakaasi U3 KOTOPBIX MPECTaBISIET cO00M 0OMEH COOOIEHUSIMHU B TENAX
CUHXPOHHU3AIMU COCTOSIHUN HH(POPMALIMOHHOTO O0BEKTa OOIIEro Mpolecca MeXIy
y4acTHUKaMu oOiero mporecca. Jiud Kaxaoro MHGOPMALMOHHOTO B3aWMOJIEUCTBUS
OTpEe/IeICHbl B3aUMOCBS3U MEXK]y OMEpalusIMU U COOTBETCTBYIOIIMMHU TaKUM OMEpalUSIM
TpaH3aKIUsIMHU 00IIEro Mmpoiiecca.

10. Ilpyn BBINOJHEHWH TpPaH3aKUHUM OOLIEro MpOLEcCa WHHUIMATOP B paMKax
OCYIIECTBIIIEMON UM omnepanuu (MHUIUUPYIOLEH ONepalri) HaMpaBisieT PECOHIEHTY
cOOOIIEHHE-3alIpOC, B OTBET Ha KOTOPOE PECHOHJIECHT B paMKax OCYLIECTBISIEMONM UM
onepauuu (IMpUHHUMAKOIIEH OINEpalru) MOXET HalNpaBUTh WJIM HE HANpPaBUTh
COOOIIIEHNEe-0TBET B 3aBUCUMOCTH OT I1a0JIoHA TpaH3aKIuu ob1iero npouecca. CTpykTypa
JAHHBIX B COCTaBE COOOMICHMS JOJDKHA COOTBETCTBOBATh Onucanuio GopMaToB U CTPYKTYP
AIEKTPOHHBIX JOKYMEHTOB W CBEIIEHMH, HCIOJb3yEeMBIX ISl pealu3alliu CpelcTBaMu
WHTETPUPOBAHHON HHGOPMAIMOHHON cHCTeMbl EBpa3suiicKOTO 3KOHOMHUYECKOTO CO03a
obmero mnpouecca "®dopMupoBaHue, BEIEHHUE M UCIOJIb30BAHUE E€AMHOTO peecTpa
MPOU3BOIUTEINICH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB, MPOU3BOJACTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIIMM TpeboBaHusiM [lpaBun Hamyiexaiiei NpPOU3BOACTBEHHOUW MPAKTUKH
EBpa3zuiickoro »KOHOMHYECKOTO co10o3a", yrTBepxkaeHHoMy Pemenuem Koimmernu
EBpasniickoil 3xoHOMH4eckoil komuccun ot 30 mas 2023 r. Ne 71 (manee — Onucanue
(hopMaTOB U CTPYKTYP JIEKTPOHHBIX JOKYMEHTOB U CBEACHUM).

11. Tpanzakmuu oOImIero mporecca BBIIOJHSIIOTCS B COOTBETCTBHUM C 3aJJaHHBIMU
napaMeTpaMu TpaH3aKIUK 00IIero mnpoiecca, Kak 3T0 ONpPeeIeHO HacTosM PernamenToM



V. UadopMamuoHHOE B3aUMOIECHCTBHE B paMKaX I'pyIIl IPOLeayp
1. UadpopManmoHHOE B3aHMO/ISHCTBHE IIPH YBEXOMJICHHH YIIOJIHOMOYSHHBIX OPraHOB

12. CxeMa BBINOJHEHUS TpaH3aKIui oOIIero mpolecca NpU YBEIOMICHUU
YIOJHOMOYEHHBIX OPTaHOB IMpEJCTaBiIeHa Ha pUcyHKe 2. J{ns Kakaoil nmporeaypsl 001Iero
mpouecca B Tabnuile 2 NpUBEICHA CBSI3b MEXIY ONEpalusMu, MPOMEKYTOUHBIMU U
PE3YJIBTUPYIOMIMMHU COCTOSIHUSIMH HH(POPMAIMOHHBIX OOBEKTOB O0OIIEro mpolecca u
TpaH3aKIMAMU 00IIIEero mpoiiecca.

:Bnapenen creneHnii Tlorpeburens crencHnii
I |

opt |

[eripaua (memenenne craryca) cepradmkaral

YBenoMIcHAE O BEjIaUe (AXMCHEHAN CTATyCa) cepTRdprraTa
(P.S5.15. TRN.006)

Puc. 2. CxeMa BHIIONHEHWS TPaH3aKOWi OOIEro mpomecca MpPH yBEAOMIICHHH

YIOJIHOMOYCHHBIX OpPraHOB
Tabnuma 2

ITepeuens TpaH3aKIHii 00ImIEro npomnecca Npx yBEAOMIICHHH YIOJIHOMOYEHHEIX OPraHOB

[IpomexxyTouHOE PesynbTupyromiee
Omnepanus, COCTOSHHE Omepanus, COCTOSTHHE
Tpanzaknus
Ne ni/n BBINIOJIHsIEMass ~ WH(OPMAIMOHHO BBIMOJHSIEMas  MH()OPMALHUOHHO
oOriero mporiecca
HHUIIHATOPOM ro oObekTa PECTIOHICHTOM ro oObekTa
o01ero nporecca ob1ero mporecca
1 2 3 4 5 6
1 YBenomienue o Beigaue (M3MeHeHnu cratyca) ceprudukara (P.SS.15.PRC.006)
npueM u
Hanpasnenue P
obpaboTka YBEZOMIIEHHE O
YBEIOMJICHHUS O
( YBEJIOMIICHHSI O CBEJIECHHUS O  BbIjgaue (
BBIJJaYe
n BBEIJAaYE ( mpomsBoautene ( M3MEHEHHH
W3MCHCHUHU
1.1 - W3MEHEHUH P.SS.15.BEN.001 crartyca)
cTaTyca)
cTaTtyca) ): yBemomiieHue ceptudukara (
ceprudukara  (
P SS.15.0PR.018 ceprudukata ( HampaBICHO P.SS.15.TRN.006
R ’ P.SS.15.0PR.019 )

) )

VI. Omicarme coobmeru# odmero mponecca



13. Tlepeuenp cooOmeHuil oOmero mporecca, MepeJaBaeMblX B paMKax
MH(POPMALIMOHHOTO B3aWMOJICHCTBUS MpPHU peanu3aluu oO0IIero mnpoiecca, MPUBEICH B
tabauie 3. CTpyKTypa JaHHBIX B COCTaBe COOOIICHMS JTOJKHA COOTBETCTBOBATh OIMHUCAHUIO
dbopMaToB U CTPYKTYp DOJCKTPOHHBIX JIOKYMEHTOB U cBejaeHuil. Cchlika Ha
COOTBETCTBYIOIIYIO CTPYKTypy B Omnucanuu (GopMaToB U CTPYKTYp DJIEKTPOHHBIX

JOKYMCHTOB H CBGI[GHI/Iﬁ yCTaHaBJIMBACTCs 110 3HAYCHUIO Fpa(l)BI 3 Ta6JII/IIlI>I 3.
Tabmauma 3

Ilepegens coobmenuii o6mero mpomecca

CTpykTypa 3JIEKTPOHHOT O
JIOKYMEHTa (CBEJICHUIN)

1 2 3

Komosoe o0o03HaueHUE HaunmenoBanue

CBENIEHUS O TMPOU3BOIUTENE
YBEAOMIICHHE O BBIJaUe (M3MECHCHHUU

P.SS.15.MSG.011
craryca) cepTudukara

BE€TCPHUHAPHBIX JICKAPCTBEHHBIX

cpencts (R.HC.SS.15.001)
VII. Onncanue Tpan3aKnmii 00mero mpomecca

1. Tpar3akmus o6mero mpornecca "YBegoMIeHHE O BEIa9e (M3MEHEHHH CTaTyca) cepTudukara” (
P.SS.15.TRN.006)

14. Tpanzakius oOmiero npoiecca "YBegomieHue o Bbigade (M3MEHEHHH CTaTyca)
ceprudpukara" (P.SS.15.TRN.006) BemonHseTcs Mg IJsi Iepeaadyd HHHUIMaTOPOM
PECIIOHJICHTY CBEJEHUN O BbIJaue (M3MEHEHWHU CTaTyca) cepThudukaTa MPOU3BOIUTEIIO
BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, MPOU3BOJCTBO KOTOPOTO COOTBETCTBYET
TpeboBanusaM [IpaBun Hammexame mpakTuku. CxeMa BBITIOJHEHUS YKa3aHHOW TPaH3aKIUN
oO1ero mporecca npeacrabieHa Ha pucyHke 3. [lapameTpsl TpaH3akiuu 00IIEero mpoiecca
MpUBEIEHBI B Ta0MIIE 4.



HAnmmmarop ‘PecononacHT

3 VYEecnoMjICHHE O BEIJIAYE
(MzMeHEHNH cTaryca)
Ommbxa Hanparncane aEEara TIpuem 1 obpaborka
KOl
HIPo YREJIOMIICHHSA O BHIJIAYE (P.S5/15MSG.011) _| yeemomnecHmi o BRIIAYE
@< (mamcHcHAn cTatyca) | | (mamecncHEE craryca)
cepra(pHEEaTa ceprA(HEEaTa

:CRCTICHAN O MPOHZROIHATCIC
[yRenoMncHAC HANpaRNcHO|

é VYenex

Puc. 3. CxeMa BEIIOJIHEHHA TPAaH3AaKIHH 00mero mpomecca "YBegoMiIeHHEe O BEIIade (
W3MeHeHnH cTaryca) cepruduxara” (P.SS.15.TRN.006)

Tabmuma 4

Omucarue TpaH3aKmuM obmero mpomecca "YBenoMIeHHE O Briade (M3MEHEHUH CTaTyca)
ceprudukara” (P.SS.15.TRN.006)

Ne n/m OO0s3aTeIbHBIN 2JIEMEHT Onucanue
1 2 3
1 KonoBoe o603HaueHue P.SS.15.TRN.006
s HanmMeHoBaHue TpaH3aKIMK OOIIETO YBEAOMIICHHE O BblAauye (M3MEHEHUN
mporecca craryca) ceptudukara
[Ilabmon TpaH3akuuK OOLIETO
3 OIIOBEIIEHNE
nporecca
4 Wannumpytomas poib WHHLATOP
HalpaBJICHHE YyBEJAOMJICHHS O
5 Wanmuupyrommas onepamyst Bbl1aye (M3MEHEHHH CTaTyca)
cepTu(uKara
6 Pearupytommas ponb PECTIOHIEHT
npueM 1 00paboTKa yBEeJOMIICHHS O
7 [MpuaMMaromas ornepamus Bbl1aue (M3MEHEHHHM CTaTyca)
cepTuduKaTa
cBeneHus o mpousBoautene (P.SS.15
Pe3ynbTaT BEIMOIHEHUS TPAaH3AKINT
8 .BEN.001): yBeJOMJICHUE
o01ero nporecca
HarpasJIeHO
9 [TapameTpsl TpaH3aKIUH O0OIIETO
npotiecca:
BpeMsl IS TOJITBEPKJICHHUS
P P 4 gaca

MOJIyUCHUA



BpEMsI TTOATBEPXKJCHUS MIPUHATHS B _
00paboTKy

BpEMA OKHMJaHUA OTBETA —
MIPU3HAK aBTOPHU3ALUH HeT
KOJIMYECTBO ITOBTOPOB 3

10 Coo0ImieHnsT TpaH3aKIUU OOIIEro

porecca:
YBEIOMJICHHE O Bblaue (M3MEHEHUH

WHUILMUPYIOIee COOOIIeHNE cratyca) ceprudukara (P.SS.15.
MSG.011)

OTBETHOE COODIIEHHE HET

[TapameTpsl cOOOIIEHUI TpaH3aKIINH

11
ob1ero mpouecca:
npu3aak D111 HET

nepenaya 3JIEeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DITT

VIII. Ilopsaaok AeHCTBHM B HEIITATHRIX CATYAIAsIX

15. Tlpu uHpOpMaIMOHHOM B3aMMOJICHCTBUHM B paMKax OOIIEro mpoliecca BepOsSTHBI
HEIIITaTHbIE CUTYallUH, KOrjga o0paboTKa JaHHBIX HE MOXKET ObITh MPOU3BEACHA B OOBIYHOM
pexumMe. HemraTHble cCUTyalluu BO3HUKAIOT IIPU TEXHUYECKUX COOSX, HCTCUCHUU BPEMEHU
OKUJIaHUSI U B HUHBIX clydasx. [l moiaydeHus Yy4YacTHUKOM OOIIETro Ipoliecca
KOMMEHTApHEB O MPUYMHAX BOZHUKHOBEHHUS HEINTATHOW CUTyallMu U PEKOMEHJAIUMU 10 €€
pa3pelICHUI0 PETYCMOTPEHA BO3MOKHOCTh HAINpPaBICHUS COOTBETCTBYIOLIETO 3aIlpoca B
cnykOy TOAACPKKH WHTETPUPOBAHHONW WH(POPMAIMOHHONW CHCTEMBI Epa3uiickoro
PKOHOMHUYECKOTO coro3a. OO0Iue peKoMeHIauu M0 pa3pelieHuI0 HEIITaTHON CHUTyalluu
MIPUBEIECHBI B TA0IMIIE 5.

16. YIOJTHOMOUYEHHBIM OpraH rocyjapcTBa-ujeHa MPOBOJHUT MPOBEPKY COOOIIEHUS, B
CBSI3M C KOTOPBHIM MOJIY4€HO YyBeIOMJIEHHE 00 ommOke, Ha cooTBeTCTBUE OnuUcCaHUIO
(GhopMaToOB U CTPYKTYP AJIEKTPOHHBIX JIOKYMEHTOB M CBEJCHUM W TPEOOBAHUSAM K KOHTPOJIIO
cooOleHni, ykazaHHbeIM B paznene [X nacrosimero PernmamenTta. B ciiydae eciu BBISIBICHO
HECOOTBETCTBHE YKa3aHHBIM TPEOOBAaHUSAM, YIOJHOMOUYCHHBIM OpraH rocyJaapcTBa-djicHa
MPUHUMAET BCE HEOOXOIUMBIC MEPHI sl YCTPaHEHUsI BBISABICHHOMN omnOku. B ciydae eciu
HECOOTBETCTBUI HE BBISIBJICHO, YIOJHOMOYEHHBIN OpraH rocyJapcTBa-ujiecHa HalpaBlseT
COOO0IlIEHUE C ONMUCAHUEM HSTOW HEIITATHOW CHTyalluu B CIYXO0y TMOJJACPKKU

MHTErPUPOBAHHON MHPOPMALIMOHHOM cucTeMbl Epa3niickoro 3SKOHOMUYECKOTO COH03a.
Tabmuma 5

JleficTBHS B HEINITAaTHHIX CATYALUAX

. . Omnucanue nercTBuil
. Omnuncanme HemTaTHON IIpWunHBI HemWTaTHOU
Kon HewrraTHoOM cuTyauuu IpU BO3HUKHOBEHUH
CUTYaINH CUTYalluu N
HEWITATHON CUTyalu1



1 2

WHULUATOP IBYCTOPOHHEH
obmero
mpolecca He MOIy4ul
COOOLICHNE-0TBET TI0CIIe
HCTEUYECHUSI
COTJIACOBAHHOTO

TpaH3aKUUU

P.EXC.002

KOJINYECTBA ITOBTOPOB

HHULMATOP TpPaH3aKLUH
00IIIero MpoIecca Moy YT
yBeJIOMIICHHE 00 oImoOKe

P.EXC.004

TeXHHYECKHE cOou B
TPAHCIIOPTHOM CHUCTEME
WU CHCTEMHAas OlInOKa
MPOTPaMMHOTO
obecneyeHus

HC CHHXPOHU3UPOBAHBI
CIpaBOYHUKHU u

KIaccu(PUKATOPhI MM HE
o0HOBIeHBI XML-cXxembl
ANEKTPOHHBIX JOKYMEHTOB

4

HE0OXOIUMO HAIpPaBHUThH
3ampoc B CHyxO0y
TEXHUYECKON IMOAJEPIKKU
HallMOHAJIEHOTO CETMEHTa,
B KOTOpPOM OBlIO
chopMHUPOBAHO
cooOrmeHne

WHUOUATOPY TpaH3aKOHUU

obmrero  mporecca
HEO0OXOAUMO
CHHXPOHU3UPOBATH
HCIIOJIB3YEMBIC
CHpaBO‘IHI/IKI/I nu
KJ1acCU(UKATOPBl  WIIH

00HOBUTh XML-cxembl
ANEKTPOHHBIX TOKYMEHTOB
(cBemeHuit).

Ecnu cnpaBowHWKH U
KIacCH(UKATOPHI

(cBenenHwmit) CHHXPOHU3UPOBAHEI,
XML-cxeMbl 31EKTPOHHBIX
JIOKyMEHTOB (CBEJCHHI)

OOHOBJIEHBI, HEOOXOIUMO

HalpaBUTh 3ampoc B
cayx0y  MOIIepKKH
NPUHUMAIOIIETO
y4acTHHUKA

IX. Tpe6oBaHMA K 3aII0THEHHIO JIEKTPOHHBIX JOKYMEHTOB U CBEACHUIA

17. TpeboBaHUs K 3aNOJIHEHUIO PEKBU3UTOB AJIIEKTPOHHBIX JTOKYMEHTOB (CBeAeHUi) "
CeneHusi 0 TIPOU3BOAUTENE BeTepUHApHBIX JekapcTBeHHBIX cpeacTB" (R.HC.SS.15.001),
nepeaBaeMbIX B coo0IIeHuH "Y BeloMJIeH e O Bbljjaue (M3MEHeHUU cTatyca) cepTuduxara (
P.SS.15.MSG.011), npuBeaeHs! B TabnuIie 6.

Tabnuma 6

TpeboBaHMA K 3aIOIHEHHIO PEKBU3UTOB AJIEKTPOHHLIX JOKYMEHTOB (CBeeHHi) "CBeieHnd 0
IIPOM3BOAUTENIC BETEpUHAPHBIX JiekapcTBeHHBIX cpeacTB” (R.HC.SS.15.001), nepexaBaeMbIX B
coobmervn "YBeoMIIeHHE O BhIade (M3MeHeHMH cTaryca) ceprudukara” (P.SS.15.MSG.011)

Kon TpeboBanus dopmynHpoBKa TpeOOBaHNS

B JIEKTPOHHOM COOOIIIEHUH TOJKEH IPUCYTCTBOBATH |
sK3eMIuIsAp pekBusuTa "CBeIeHHs O NMPOU3BOIUTEINE

BETEpPHHAPHBIX JiekapcTBeHHBIX cpeactB” (heedo:
VeterinaryManufacturerDetails)
pekBu3uT "HawanpHas gata wu Bpemsa" (csdo:

StartDateTime) B cocraBe CJIOXHOTO PEKBU3HTA



TexHonornyeckne XapakTEPUCTHKH 3aIMCH OOIIEro
pecypea" (ccdo:ResourceltemStatusDetails) momxen
OBITh 3aIT0JTHEH

pexkBuszutr "Konewynas mara wu Bpems"' (csdo:
EndDateTime) B cocTaBe CIOXHOTO pPEKBU3HTA
TexHonornyeckne XapakTEPUCTHKH 3alMCH OOIIEro
pecypca" (ccdo:ResourceltemStatusDetails) He
3aIoIHSAETCS

"

3HaueHne pekusuta "Kom  crpams"  (csdo:
UnifiedCountryCode) OKHO COOTBETCTBOBATh KOIY

CTpaHBl U3 MEXAYHAPOJHOro Kiaccudukaropa crpaH

MHpa, COIeprKaLIero MepeyeHb KOIOB 1 HAMMEHOBaHUH
cTpaH mMupa B cooTBeTcTBUU ¢ ISO 3166-1, a 3HaueHNE

atpubyta  "Ugentudukatop  cmpaBouHHKa  (
kiaccudukaropa)" (arpudyt codeListld) B ero cocrase

JIOJDKHO COOTBETCTBOBATH 3HAYCHHIO KO/Ia YKAa3aHHOTO

Kjaccu(UKaToOpa B peecTpe HOPMATUBHO-CIIPABOYHOM

nudopmarmu Coroza

snaueHue pexsusuta "Kop craryca" (csdo:StatusCode)
B COCTaBe CJIOXHOTo pekBu3zutra "CBeJeHHUs O
MOJTBEP>KACHUH COOTBETCTBHUS ITPOM3BOICTBA CPEJICTBA
, BXOJIIETO B COCTAaB TOBapa BETEPUHAPHOIO
HazHadeHus, TpeOosaHmsM I[IpaBun Haanexamen
MPOU3BOACTBEHHOU npakTuKu" (hcedo:
VeterinaryltemGMPConformityDetails)  momxHo
COOTBETCTBOBaTh OJHOMY M3 CIEIYIOIIUX 3HaueHHM: "
nercTByrommii”, "oro3Ban", "neficTBue npexkpaimeHo", "
JeicTBHE TPUOCTAHOBIIEHO", a 3HaueHHWe aTpudyra "
Wnentuduxarop crnpaBounuka (kinaccuduraropa)” (
atpubyt codeListld) momxHO COOTBETCTBOBATH
3HAYCHUIO KOJa YKa3aHHOTO CIPAaBOYHHMKA B PEECTpe
HOPMaTHBHO-CIIPaBouHOM nHpopmarmu Corosa

B COCTaBE€ CJOXHOTO pekBu3uta "CBeneHus o
MIPOM3BOJMTENEC BETEPUHAPHBIX JIEKAPCTBEHHBIX
cpenctB"  (hcedo:VeterinaryManufacturerDetails)
JOJDKHBI OBITH 3allOJHEHBI CIEAYIOIINE PEKBU3UTHI:
PerucrpannonHslii Homep 3anucu”

"

(hcsdo:RecordRegistrationNumberld), "Kon crpansr" (
csdo:UnifiedCountryCode), "CBemeHus 0 ToBape
BETEPUHAPHOTO Ha3HAUYEHUA"
(hcedo:VeterinaryDrugDetails), "CeemeHus o
MPOU3BOJUTENIC TOBapa BETCPHUHAPHOTO HA3HAYCHHUS
HWJIH €0 COCTaBIIAIONIEH yacTh"

(hccdo

VeterinaryltemManufacturing AuthorizationHolderDetai
Is), "CBenmenuss 0 TOATBEPKACHUU COOTBETCTBHUSA
NPOM3BOJCTBA CPENICTBA, BXOJSIIEIO B COCTAB TOBapa
BETCPHHAPHOT'O Ha3HaueHWs, TpeOoBaHmsM I[IpaBui
Hajuiexamed npousBoacTBeHHON mpaktuku" (hcedo:
VeterinaryltemGMPConformityDetails)

pexBusutr "Kom sekapcrBerHoi ¢dopmer" (hesdo:

"

DosageFormCode) B cocTaBe CII0)KHOTO PEKBHU3UTA



10

11

CBesieHHsT O TOATBEPXKIEHUU COOTBETCTBUS
MIPOU3BOJCTBA CPEACTBA, BXOJSLIEIO B COCTAB TOBapa
BETCPHHAPHOTO Ha3HaueHHWs, TpeOoBaHMsAM IIpaBmi
HaJJIeXaIed IpOu3BOCTBEHHOW IPaKTUKA"
(hcedo:VeterinaryltemGMPConformityDetails)
3amonHsAeTcs 00s3aTeNbHO, NPH 3TOM 3HAYCHHE
YKa3aHHOT'O PEKBU3UTA JIOJDKHO COOTBETCTBOBATH KOIY
JeKapCcTBEHHOW  (GOpMBI W3  HOMEHKJIATYPHI
JeKapcTBeHHBIX (OpM, a 3HadeHWe aTpudyra
Unentuduxarop crnpaBounuka (kinaccuduraropa)” (
atpubyt codeListld) B ero cocrtaBe mOKHO

"

COOTBETCTBOBATh 3HAYCHHWIO KOJAAa YKa3aHHOTO
CIpaBOYHMKA B peecTpe HOPMAaTHUBHO-CIIPABOYHOMN
undopmanuu Corosa.

[Tpu OTCYTCTBMM HOMEHKJIATYPBI JIEKAPCTBEHHBIX (hOpPM
peecTpe HOpMaTHBHO-CIIpaBoYHOM nHPopmaruu Coroza
JIOJDKEH OBITh 3amoiHeH pekBu3uT "HamMeHoBaHue
nexapctBeHHOH QopMmbr” (hcsdo:DosageFormName) B
COCTaBe CIOXHOTo pekBu3uTa "CBemeHHs o
HOATBEPkKACHUN COOTBETCTBUS MIPOU3BOICTBA CPENICTBA
, BXOJISILIETO B COCTaB TOBapa BETEPUHAPHOIO
Ha3zHadeHusi, TpeOoBaHusM [lpaBun Hajexamei
MPOU3BOCTBEHHON MpakTuKu" (hcedo:
VeterinaryltemGMPConformityDetails)

pexBu3uT "Kozx ocoboi XapakTepHUCTHKH MpoaykTa' (
hesdo:SpecialCharacteristicsProductCode) B cocrase
CIIOXKHOTO pekBu3uTa "CBeNeHHS O MOATBEPKACHUU
COOTBETCTBHS TPOU3BOJICTBA CPE/ICTBA, BXOJISAIIETO B
COCTaB TOBapa BETEPHHAPHOTO HA3HAYCHHS,
TpeboBanmsaM [IpaBun Haanexamel mpon3BOICTBEHHOM
OpaKTUKH" (hcedo:
VeterinaryltemGMPConformityDetails) He
3aI0JIHSETCS

PEKBU3UT "VOoITHOMOYEHHBIH oprax
rocynapcrBa-wieHa" (ccdo:UnifiedAuthorityDetails) B
COCTaBe CJIOXKHOTO pekBU3UTa "CBeneHus

0 MpoBeACHHOHN (apMaleBTHYCCKON wuHCmeKnun" (
hcedo:InspectionDetails) 3amonHsieTcs: 00s3aTeIbHO

B COCTaBe€ CIOXHOro pekBuzuta "CBeleHUS O
MIPOM3BOJIUTENIEC TOBAapa BETCPUHAPHOIO HA3HAYCHUS
WJIH €0 COCTaBJIAIOIIEH yacTH"

(hccdo
VeterinaryltemManufacturingAuthorizationHolderDetai
1s) pexBusut "Kox crpansr” (csdo:UnifiedCountryCode)
u "HauMeHoBaHue X03sicTBYOIEro cyonsekra" (csdo:
BusinessEntityName) 3amonHsirorcest 06s3aTeIbHO

ecmn pexBm3uT "Kox opraHm3anmoHHO-TIPaBOBOM
dhopmer" (csdo:BusinessEntity TypeCode) 3amonues, To
€ro 3HayeHHe JOJDKHO COOTBETCTBOBATh KOIY
OpraHU3alMOHHO-IIPAaBOBHIX (HOpM U3 KiaccudukaTopa
OpPTraHU3alMOHHO-IPABOBEIX (GOpPM, a 3HAYCHHE
atpubyta  "Ugentudukatop  cmpaBouHWKa  (
knaccuduraropa)" (arpubyt codeListld) B ero coctaBe
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13

14

JIOJDKHO COOTBETCTBOBATH 3HAYEHHIO KOJIAa YKa3aHHOTO
KJaccu(UKaTOpa B peecTpe HOPMATUBHO-CIIPABOYHOM
nHpopmannu Coroza

IpU  BKIIOYECHUM  CHPAaBOYHHKA  METOJMOB
WIeHTH(UKALNY XO3SHCTBYIONINX CYOBEKTOB B PEECTp
HOpMaTHUBHO-cIIpaBoyHOH wmH(popmanuu Coroza
3HaueHne arpubyra "Merox wuneHTHdUKaUH" (
atpubyT kindld) mOXKHO COOTBETCTBOBATH KOIY
METO/a MACHTH()UKANY XO3SHCTBYIONINX CyOBEKTOB
yKa3aHHOT'O CIIpaBOYHHKA.

B wuwHOM cnywyae 3Hauenuwe atpubyra "Merton
uaentupukanun" (arpudyr kindld) momkHO
COOTBETCTBOBATh OJJHOMY M3 CJICAYIOIINX 3HAYCHUMH:
I'PYOJI — rocynapCTBEHHBIH peecTp IOPUAMUECKUX JIUIT (
st PeciyOnku Apmenust);

OKOI'Y — ofmerocyaapcTBeHHBIH KilaccHUKaTop
Pecny6nukn benmapyce "Opransl rocynapcTBEHHOH
Bractu u ynpasienus" (must Pecriy6nmkn bemapycs);
OKIOJIIT — obmerocyapcTBEHHBINH KJIAaCCH(DUKATOP
Pecny6mmkn bemapyces "HOpuamdeckue nwma u
WHIWBUAYalbHBIE  NpeanpuHuMartenu"  (ang
Pecniy6nuku benapych);

BUH — OusHec-uAcHTH(QHUKAIMOHHBIA HOMEp (s
Pecniyonukn Kazaxcran);

OKIIO - oOmepecnyOarKaHCKH KiacCupUKATOP
HIpeanpUsSTHHA

u oprauu3anuit (g Keipresckoit Pecy6nukn);

OTPH -  ocHOBHOWl  rocyaapcTBEHHBIH
PErUCTpaIOHHBI HOMED

(ms Poccutickoit deneparun);

OI'PHUII - ocHOBHOW TOCyZapCTBEHHBIN
pPerHCTPallMOHHBIA  HOMEpP  HMHIWBHUIYaJlbHOTO
npeanpuaumMatens (s Poccuiickoit deneparyn)

ecnn pexBusut "Kom Buma azgpeca" (csdo:
AddressKindCode) B cocTaBe CI0KHOrO peKBU3HMTA
Anpec" (ccdo:SubjectAddressDetails) 3amonHeH, To ero
3HAaYCHHE JOJDKHO COOTBETCTBOBATb OJHOMY U3
CIIE/TYFOIIMX 3HAYCHUIA:

"1" — agpec perucrpanuu;

"2" — akTHueckuii agpec

eciu  pexBusutr "Koxm Bmma cBa3u"  (csdo:
CommunicationChannelCode) B cocTaBe CII0KHOTO
pexBu3nTa "KOHTaKTHBIN peKBU3UT"
(ccdo:CommunicationDetails) 3amosHeH, TO ero
3HaueHWE JOJDKHO COOTBETCTBOBAaTh OJHOMY W3
CJEIYIOUINX 3HAUCHUN:

"TE" — TenedoH;
"EM" — 3nekTpoHHas 10YTa;
"FX" — dakc

VYTBEPXJIEHO
Pemennem Komnernn



EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 30 mas 2023 r. Ne 71

Omucanue

(OopMaTOB H CTPYKTYP 3IEKTPOHHEIX JOKYMEHTOB M CBEACHHH, HCIIONB3YEMBIX I peaTn3alliy
CpeICTBaMH HHTETPHPOBAHHOH HH(GOPMAHOHHOH cHCTeMBI EBpa3uiickoro AkOHOMHUIECKOTO
coro3a obmero mponecca "®@opMupoBaHwe, BeICHHE U HCIOIb30BaHIE SIMHOTO PEECTpa
IPOM3BOAUTEICH BeTePHHAPHBIX JIEKaPCTBEHHBIX CPEICTB, IIPOM3BOJCTBO KOTOPHIX IPH3HAHO
COOTBeTCTBYIOIMM TpeboBanmaM ITpaBri HaTexxameil MPON3BOACTBEHHOM IIPAKTHKA
EBpa3uiickoro 5KOHOMHIECKOTO CO103a"

I. O6mue monoxenus

1. Hacrosmee Omnucanue pa3pab0TaHO B COOTBETCTBUHM CO CIEAYIOMIHMU
MEXJIYHapOJHbIMU JOTOBOPaMHM M aKTaMM, COCTaBJISIOIIMMHU MpaBo EBpa3uiickoro
AKOHOMHUYECKOTO coro3a (anee — Coro3):

Jorosop o EBpa3niickoM 3KOHOMHUYECKOM cotro3e oT 29 mas 2014 rona;

Pemenune Komnernn EBpazuiickoil s5koHOMU4eckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTAaX, PErilaMeHTUPYIOUUX WH(HOPMAIIMOHHOE B3aUMOJIEHCTBUE
IpHU peanu3alii CpeiCTBaMU HHTETPUPOBAHHON MHPOPMAIIMOHHONW CHUCTEMBbl BHEUIHEH U
B3aMMHOM TOPTOBJIM OOIIMX MPOIIECCOB";

Pemrenne Komnernn EBpasuiickoit 3xoHOMuYecko koMuccuu ot 27 saBaps 2015 r. Ne 5
"OO0 yrtBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHa JAaHHBIMHM B HWHTETPUPOBAHHOU
MH(OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiun';

Pemennie Komnerun EBpazuiickoit skoHoMHuueckoit komuccuu ot 14 anpenst 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamKkax EBpa3suiickoro 3KOHOMHUYECKOTO CO03a U BHECCHUHU
n3meHenus B Pemenue Komternn EBpa3uiickoii 3KOHOMHUYECKOW KOMHUCCUUM OT 19 aBrycra
2014 1. Ne 132";

Pemenne Komernn EBpaszniickoit skoHOMUYeCKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMU3AIMU, TAPMOHU3AIMUA M OMHUCAHUS OOIIUX IMPOIECCOB B
paMKax EBpa3nuiicKoro 3JKOHOMHUYECKOIO COr03a';

Pemenue Komneruu EBpasuiickoit axoHoMuueckoit komuccuu ot 28 ceHtsiops 2015 r. No
125 "OO6 ytBepxaeHuu IlonoxxeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMHU IpU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHYECKOT'0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMHUYECKOM
KoMuccuen".

II. O6nacTh npMeHEHNS

2. Hacrosimee Omnucanue omnpenenseT TpeOoBaHHs K (opMaraM U CTPYKTypam
ANEKTPOHHBIX JIOKYMEHTOB U CBEJIEHMI, MCHOJIb3yEMbIX MNpU HHPOPMALMOHHOM
B3aUMOJICHCTBUHU B paMKax oOuiero npouecca "®opMupoBaHue, BEAEHUE U UCIOIb30BaAHUE



€UHOTO peecTpa MPOU3BOAUTENCH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOJICTBO
KOTOPBIX NPU3HAHO COOTBETCTBYHOIIMM TpeboBanusiMm [IpaBun  Hamiexamen
MIPOU3BOJICTBEHHON MPAKTHKKA EBPa3zuiicKOro 3KOHOMHUYECKOTro coro3a" (mamee — oOuuid
poIIecc).

3. Hacrosmee Onucanue npuMeHsieTcs Npyu NIpOEKTUPOBAHUH, pa3pabOTKe U 10pabOTKe
KOMIIOHEHTOB MH(OPMALIMOHHBIX CHUCTEM MPH pealu3aluy Mpoleayp OOIIero mpoiecca
CpeACTBaMH MHTETPUPOBAHHOUN MH(POpMAIIMOHHOM cucTeMbl EBpa3niickoro 5JKOHOMHUYECKOT0
coro3a (fajiee — MHTETPUPOBAHHAS CUCTEMA).

4. Onucanue HopMaToB U CTPYKTYP DJICKTPOHHBIX IOKYMEHTOB U CBEJACHUN MPUBOJIUTCS
B TaOnM4HOU (GopMe C yKa3aHWEM MOJIHOTO PEKBHU3UTHOTO COCTaBa C y4€TOM YypOBHEH
HepapXxuu BILIOTh J0 MPOCTHIX (ATOMApPHBIX) PEKBU3UTOB.

5. B Tabnuie omuchiBaeTCS OJHO3HAYHOE COOTBETCTBHE PEKBHU3UTOB DJICKTPOHHBIX
JOKYMEHTOB (CBeJIeHUI) (1ajiee — peKBU3UTHI) U 3JIEMEHTOB MOJICIH TaHHbIX.

6. B Tabnuiie popmupyroTcs ciaeayromniue mnoss (rpadsl):

"uepapxudeckuii Homep' — NopsAKOBBIN HOMEp PEKBU3HUTA;

"Ms peKkBU3UTA" — YCTOSABILEECS WM OPUIIMATBHOE CIOBECHOE 0003HAUCHHE PEKBU3NTA;

"onucaHne peKBU3UTA' — TEKCT, MOSICHAIOIIUN CMBICH (CEMaHTUKY) PEKBU3UTA;

"unentudukatop" — uAEHTUPUKATOP dJIEMEHTa JAHHBIX B MOJICJIM JaHHBIX,
COOTBETCTBYIOIIIETO PEKBU3UTY;

"00s1aCTh 3HAUCHUN" — CJIOBECHOE OMMCAHNE BO3ZMOXHBIX 3HAUEHUN PEKBU3UTA;

"MH." — MHOECTBEHHOCTb PEKBU3UTOB: 00S3aTEIbHOCTH (OMIIMOHAIBHOCTH) U
KOJIMYECTBO BO3MOXHBIX TOBTOPEHUN PEKBU3UTA.

7. JAns yka3aHHUsT MHOXECTBEHHOCTH PEKBH3UTOB HMCHOJB3YIOTCS CIEIYIOIINE
0003HAUYEHHUS:

1 — pexkBU3UT 00sA3aTEICH, TOBTOPEHUS HE JOMYCKAIOTCS;

N — PEKBU3UT 00s3aTeIICH, JOJKEH MOBTOPSATHCA n pa3 (n > 1);

1..* — peKBU3UT 00s3aTeNIeH, MOXKET MOBTOPSITHCS O€3 OrpaHUYCHHUIA;

n..* — peKBU3UT 00sI3aTENCH, TODKEH TOBTOPSATHLCS HE MEeHee n pa3 (n > 1);

N..m — peKBU3UT 00s513aTeNIeH, TOKEH MMOBTOPATHCS HE MEHEE h pa3 U He OoJiee m pa3 (n >
1, m > n);

0..1 — peKBU3UT OMIIMOHAJICH, TOBTOPEHUS HE IOMYCKAIOTCS;

0..* — peKBU3UT OINLMOHAIEH, MOXET MOBTOPATHCSA 0€3 OrpaHUYEHUN;

0..m — peKBU3UT OMIIMOHAJICH, MOXKET TIOBTOPSTHLCSA HE Oosiee m pa3 (m > 1).

III. OcHOBHEIE TOHATHA

8. Jlna neneit Hactosimero OnucaHusi UCHOB3YIOTCS MOHITHUS, KOTOPHIE 03HAYAIOT
ClIeayroIee:
"rocy1apcTBO-wieH" — rocy1apcTBo, sBisonieecs yieHoMm Coro3a;



"peKBU3UT" — €IMHULIA TAHHBIX 3JIEKTPOHHOTO JOKYMEHTa (CBEIEHHI), KOTOpas B
ONPEIEIIEHHOM KOHTEKCTE CUATAETCS HEPA3IETUMOM.

[Tonsarus "6a3ucHas MOACHb JaHHBIX", ""MOJIENIb TaHHBIX", ""MOJIeIIb TAHHBIX MTPEIAMETHON
obmactu", "mpeameTrHas o6nacTe" M "peecTp CTPYKTYp DJIEKTPOHHBIX JOKYMEHTOB H
CBeJICHHUI" HCTONB3YyIOTCA B HacTosieM ONucaHuu B 3HAYEHUAX, ONPEIeICHHBIX MeTO UKo
aHaly3a, ONTHUMM3AIMU, TapMOHHU3ALUMHM M ONHCAaHUS OOIMX MPOIECCOB B paMKax
EBpa3uiickoro 3k0OHOMHUYECKOTO COK03a, yTBepkAcHHON Pemennem Komnernn EBpasuiickon
AKOHOMHYECKOI koMuccuu oT 9 utons 2015 r. Ne 63.

WNuble noHATHSA, UCTIOJIB3YEMBIE B HacTOsAMEM ONUCaHUU, TPUMEHSIOTCS B 3HAUYCHUSAX,
ompenenaeHHbIX B MyHKTe 4 [IpaBun uHGOPMAIIMOHHOTO B3aUMOJACHCTBUS MPU peaTU3aAlNH
CpeACTBaMM MHTETPUPOBAHHON MH(POPMAIIMOHHOM cucTeMbl EBpa3niickoro 5KOHOMHUYECKOT0
coto3a obmero mpouecca "dopmupoBaHue, BeeHUE U HCIOJIB30BAHUE €IUHOTO peecTpa
IPOU3BOJUTEIICH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TPOU3BOJICTBO KOTOPHIX IPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Haamexaiied NTpPOU3BOACTBEHHOM MNPAKTUKU
EBpazuniickoro skoHomMmuueckoro coro3a", yreepxxaeHubix Pemennem Komiernn EBpazuiickoit
skoHOMUYeckor komuccuu oT 30 mast 2023 r. Ne 71.

B Tabnunax 4, 7, 10 Hacrosmero Onucanus moj Permamentamu nHGOPMaAIMOHHOTO
B3aUMOJICHCTBUSI MOHUMAIOTCsI PeriiameHT WMH(OpPMAIMOHHOTO B3aUMOJICHCTBUS MEXY
YIIOJJHOMOYEHHBIMU OpTraHaMU rOCYyJapCTB — YICHOB EBpa3uilcKOro 3kOHOMHYECKOTO COK03a
pU peasin3ali CpeACTBaMU UHTETPUPOBAHHON MH(POPMALIMOHHOM crucTteMbl EBpasuiickoro
PKOHOMHYECKOT0 cOro3a obmero mporecca "®opMupoBaHue, BEJCHUE U HCIOJIb30BaHHUE
€IUHOTO peecTpa MPOU3BOAUTENEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOICTBO
KOTOPBIX MPU3HAHO COOTBETCTBYHOIIMM TpeboBanusim [IpaBun  Hamiexamen
MPOU3BOJCTBEHHON NpakTUKu EBpa3uiickoro ’koHOMHYECKOro corosa", u PermameHt
MH(POPMAIMOHHOTO B3aUMOJCHCTBUS MEXIY YIOJTHOMOYEHHBIMU OpraHaMu TOCYJIapCTB —
41eHOB EBpa3uiicCKOro 3KOHOMHYECKOT0 CO03a U EBpa3zuiicKoi 3KOHOMUYECKON KOMUCCUEN
MIpHU peain3aluu CPeJCTBAMU UHTETPUPOBAHHON MH(GOPMAIIMOHHON cucTeMbl EBpasuiickoro
HPKOHOMHYECKOT0 COr03a obmero nporecca "®opMupoBaHue, BEJCHUE U HCIOJIB30BaHUE
€IUHOTO peecTpa MPOU3BOJUTENEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOICTBO
KOTOPBIX NPU3HAHO COOTBETCTBYHOIIMM TpeboBanusim [lpaBun  Hamiexamen
IPOU3BOACTBEHHON MNPAKTUKA EBpa3smMiiCKOro 3KOHOMHUYECKOTO COr03a", yTBEpPKICHHBIE
Pemrennem Komnernu EBpazuniickoit skoHOMHUYecKkoi komuccuu ot 30 mast 2023 1. Ne 71.

IV. CtpykTypHl 31E€KTpPOHHBIX JOKYMEHTOB M CBEICHMM

9. [lepeueHb CTPYKTYp AJIEKTPOHHBIX TOKYMEHTOB M CBEJICHU NMpuUBeAcH B Tabnuie 1.
Tabmnuna 1

Ilepedensb CTPYKTYp 3EKTPOHHEIX JOKYMEHTOB B CBEICHMH

Ne n/m Unentuduxarop Nms IIpocTpancTBO UMEH



1 2 3 4

CTpyKTYpBbI DJIEKTPOHHBIX TOKYMEHTOB U CBEJCHUI
B 0a3MCHOI MOJEIN

CHOMICHIE © Des aeurn:EEC:R:
BEIOMIICHU JBTAT . .
1.1 R.006 Z 5 i otk pesy ProcessingResultDetails:
P VY.Y.Y
COCTOSIHHE aKTyalu3aluu urn:EEC:R:
1.2 R.007 OBIIErO Dec CZ t ResourceStatusDetails:
Hiero peeyp VY.Y.Y
5 CTpyKTYpBbI DJIEKTPOHHBIX TOKYMEHTOB M CBEICHUI
B IIPEIMETHOM 00aCcTH
;BSS;:BHOHjITeHe © urn:EEC:R:HC:SS:15:
2.1 R.HC.SS.15.001 p A VeterinaryManufacturerDe
BETEPUHAPHBIX

tails:v0.0.1
JIEKAPCTBEHHBIX CPEICTB

CumBoiibl "Y.Y.Y" B mpocTpaHCTBaX UMEH CTPYKTYpP 3JIEKTPOHHBIX JOKYMEHTOB U
CBEJICHHI COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPHI AJIEKTPOHHOTO JIOKYMEHTA (CBEJICHHI),
OTpeesieMOll B COOTBETCTBUM C HOMEpPOM BepCUU Oa3MCHOM MOJENH JTaHHBIX,
UCIIOJI30BaHHON TIPU pa3pab0TKe B COOTBETCTBUU ¢ HacTOSIMMM ONUCaHUEM TEXHUYECKOM
CXEMBI CTPYKTYpPbl 3JEKTPOHHOTO JIOKYMEHTa (CBEIECHUH), MOJiekKalleld BKIIOYEHUIO B
PEECTP CTPYKTYP DJIEKTPOHHBIX JIOKYMEHTOB U CBEJCHHH, UCIOJIb3yEeMbIX MIPHU peann3aliuu
MH(QOPMAIIMOHHOTO B3aUMOJICHCTBUSI B UHTETPUPOBAHHOU CUCTEME (Jajiee — peecTp CTPYKTYP
AIIEKTPOHHBIX IOKYMEHTOB U CBEACHUH).

1. CTpyKTypHI 3JIEKTPOHHEIX JOKyMEHTOB U CBEeJIeHHiA B 6a3HCHOM MOZeIH

10. Onucanue CTPyKTYyphl 3JIEKTPOHHOTO AOKyMeHTa (CBeaeHuil) "YBegomieHue o

pesyabtare 0opadbotku" (R.006) mpuBeneHo B Taduie 2.
Tabmwuma 2

Ommcanue CTPYKTYpPHI JIEKTPOHHOI'O IOKYMeHTa (CBeieHHit) Y BeIOMIICHHE O Pe3y/IbTaTe
ob6paborxu" (R.006)

Ne i/t O0o03HayeHne dJIEMEHTA Omnucanne
1 2 3
BEeIOMJICHHE O e3yabTaTe
1 Nms yBea pesy
00paboTku
2 Wnentudukarop R.006
3 Bepcus YYY
CBEJICHHUS O Pe3yJIbTaTe 00paboTKH
4 Omnpenenenue A pesy P
3amnpoca peCoHEHTOM
5 Hcnonrs3oBanue —

Unentudukarop mnpocrpanctea  urn:EEC:R:ProcessingResultDetails:
UMEH vY.Y.Y



7 Kopuesoit SIEMEHT ProcessingResultDetails
XML-gokymeHTa

EEC R ProcessingResultDetails_v
Y.Y.Y.xsd

8 Nms daitma XML-cxeMsr

CumBoibl "Y.Y.Y" B mpoCTpaHCTBaX MMEH CTPYKTYpP JJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI COOTBETCTBYIOT HOMEPY BEPCHUU CTPYKTYPbI 3JIEKTPOHHOTO JOKYMEHTA (CBEIEHU),
OMpeNeNIeMO B COOTBETCTBUM C HOMEpPOM Bepcuu 0OasucHod monenu nanHbeix Corosa,
MCIIOJIb30BAHHOM NpHU pa3padOTKe B COOTBETCTBUU C HACTOSIMIMM ONMUCAaHUEM TEXHUYECKOU
CXEMBbl CTPYKTYphI 3JIEKTPOHHOTO JIOKYMEHTa (CBEIEHHUI), MOJUIeKAallel BKIIOUYECHHUIO B
peecTp CTPYKTYP DJIEKTPOHHBIX JOKYMEHTOB U CBEICHUM.

11. I/IMHOpTI/IpyeMHe IIPpOCTPAHCTBAa UMCH IIPUBCACHEI B Ta6JII/IHe 3.
Tabmuma 3

HNmMmopTrpyeMsie IPOCTPaHCTBa HMEH

Unentudukarop mnpocrpaHcTBa

Ne i/ IT
/T MeH pedurc
1 2 3
1 urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2
VXXX esdo

Cumposbl "X. X. X" B UMIIOPTUPYEMBIX POCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
BepcUM 0a3MCHOM MOJIENM AaHHBIX, UCIIOJB30BAHHON NMpU pa3pabOTKEe B COOTBETCTBUU C
HacTosIuM ONHUCaHWEM TEXHUYECKOM CXEMbl CTPYKTYpPbl 3JEKTPOHHOIO JOKYMEHTa (
CBEJICHMI), MOAJIe)KalEel BKIIOUEHUIO B PEECTP CTPYKTYP SJIEKTPOHHBIX JOKYMEHTOB M
CBEJICHU.

12. PexBU3UTHBIA COCTaB CTPYKTYpPbl 3JIEKTPOHHOrO JIOKyMEHTa (cBeieHuil) '

YBenomienne o pesynbrare oopadotku" (R.006) npusenen B Tabdmure 4.
Tabnwa 4

'

PexBU3UTHEL COCTaB CTPYKTYPHI AIEKTPOHHOTO JOKYMEHTa (CBEICHUIT) "YBEZOMIICHHE O
pe3yibsTare o6paboTku” (R.006)

Onucaunue

Nms pexBusuTa Wnentnpukatop Tum maHHBIX MH.
peKBU3UTA
ccdo:|
COBOKYITHOCTB EDocHeaderType
TEXHOJOTHIECKUX (M.CDT.90001)
1. 3arosioBOK 3JIEKTPOHHOIO 0
N €KBU3UTOB TpeaensaeTcs
JIOKyMeHTa (CBEICHHUI) p M.CDE.90001 6p A 1
3J€KTPOHHOTO obnactsamMu
(ccdo:EDocHeader) P N
JOKyMEHTA ( 3HAa4YCHU I
CBCIICHUI) BJIOKECHHBIX
JJIEMEHTOB
csdo:

InfEnvelopelCode



1.1. Kon
coo0menus
o01rero mporecca
(csdo:|
InfEnvelopelCode
)

1.2. Kon
AJIEKTPOHHOTO
JIOKyMeHTa (
CBEJICHUH)
(csdo:EDocCode)

1.3.
Wnentudukarop
3JIEKTPOHHOT'O
JIOKYMEHTa (
CBEJIICHUH)
(csdo:EDoclld)

1.4.
Unentudukarop
HUCXOJHOTO
3JIEKTPOHHOT'O
JOKYMEHTa (
CBEJIICHUH)
(csdo:EDocRefld
)

KOJIOBOE
obo3Hauenue
COo00UeHUs
o0rriero mpoiecca

M.SDE.90010

KOJOBOE
o0o03HaUEeHHE

3JEKTPOHHOTO

JOKYMEHTa (

CBeIEeHUM) B

coorBercTBuu ¢  M.SDE.90001
peecTpom

CTPYKTYD

3JIEKTPOHHBIX

TOKYMEHTOB |

CBEJICHUM

CTPOKa CHMBOJIOB
, OJIHO3HAYHO
UACHTHGUIHPYIO
o a o
SIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

M.SDE.90007

uaeHTH(PHUKATOP
3JIEKTPOHHOTO
JOKyMEHTa (
CBeJeHMil), B
OTBET  Ha
KOTOPBIH OBII
copmupoBan
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (

M.SDE.90008

CBEZICHUA)

Type (M.SDT

.90004)
3HadeHue KOJa B
COOTBETCTBHHU C
Pernamentom
“H()OPMAITMOHHO
r o
B3aMMOJCHCTBHA.
abnon: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:|
EDoclCodeType (
M.SDT.90001)
3HayeHue Kojaa B
COOTBETCTBHH C
peecTpom
CTPYKTYp
AIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHUM.
Ma6mon: R(\.[
A-Z1{2}\.[A-Z]{
21\.[0-9]{2})?\.[0
9143}

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}

csdo:|
UniversallylUniqu
eldType (M.SDT
.90003)
3HadeHHE
uaeHTupuKaropa
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}

0..1



1.5. Jlata wu
BpeMs
3JICKTPOHHOTO
JNOKYMEHTa
CBEJICHUH)
(csdo:|
EDocDateTime)

1.6. Kop s1361Ka
(csdo:|
LanguagelCode)

2. ata u Bpems
(csdo:EventDateTime)

3. Kox pesynbraTa 06paboTku
(csdo:ProcessingResulfV2[Code)

4. Onucanue
(csdo:DescriptionText)

(

Jata U Bpems
co3/MaHuA
anekTpoHHoro  M.SDE.90002
JOKYMEHTa (

CBEJICHHH )

KOJ0BOE
o0o3HaueHue
SI3BIKA

M.SDE.00051

nata U Bpems
OKOHYAHUS
00paboTku
CBEJICHHI

M.SDE.00132

KOJOBOE
0003HaUeHHNE
pe3yibTara
00paboTku
MOJIy9EHHOTO
PICKIPOHIOTO 1 1k 90014
JOKYMEHTa (

CBEeJCHUN)

WHPOPMAIIOHHO

i cucreMmoit

y4acTHHKA

obrmiero mporecca

OmuCcaHue
pe3yiabTaTta
00paboTKu
CBEACHUN B
MIPOU3BOJILHOMN

dopme

M.SDE.00002

bdt:|
DatelTime[Type (
M.BDT.00006)
O0o3HaueHue
JIAThl U BPEMEHU
B COOTBETCTBHH C
T'OCT 1CO 8601
-2001

csdo:
LanguagelCodeTy
pe (M.SDT
.00051)
JIByXOyKBEHHBIN
KOJ s3bIKa B
COOTBETCTBHH C
ISO 639-1.
[a6mon: [a-z]{2
}

bdt:]|
DateTime[Type (
M.BDT.00006)

O6o3Hauenne |
JaThl U BpeMeHI/l
B COOTBETCTBHHU C
T'OCT HUCO 8601

—2001

csdo:
ProcessingResult
CodelV2[Type (
M.SDT.90006)
3HadeHue KoJa B
COOTBETCTBHH €O
CIPAaBOYHUKOM
pe3yabTaToB
006paboTku
3JCKTPOHHBIX
JIOKYMCHTOB H
CBEIECHUN

csdo:
Text4000Type (
M.SDT.00088)
Ctpoka
CI/IMILOJ'IOB. 0.1
Mun. gnmuna: 1.
Makc.
4000

JJINHA:

13. Onucanue CTPYKTYphI 3JEKTPOHHOTO JoKkyMeHTa (cBeaeHuii) "CocTosiHue
aktyanuzaiuu oomiero pecypca" (R.007) npuBeaeHo B Tabnuiie 5.

Tabauna 5



Ommcanue CTPYKTYPHI JIEKTPOHHOI'O JOKyMeHTa (cBezeHmit) "CocTosHIe aKTyaIn3alyud 00mero
pecypcea” (R.007)

Ne /m O0o3Ha4eHHe 31IeMeHTa Omnmucanne
1 2 3
COCTOSIHHE aKTyalW3aluu OO0IIero
1 Nmst
pecypca
2 Wnentudukarop R.007
3 Bepcus YYY
CBCACHUA JJIs1 aKTyajJu3anuu
4 Omnpenenenne
ob1ero pecypca
WCIIOJIB3YETCS ISl 3a1poca JaThl U
BpEMEHH OOHOBJIEHHUS O00IIero
pecypca U OTBeTa Ha 3TOT 3aIpoc, a
5 Hcnonb3oBanue TaKKe JUIS 3alpoca aKTYaJbHBIX WU
MOJIHBIX (M3MEHEHHBIX,
O0OHOBJIEHHBIX) CBEJCHUIT M3 00ILETo
pecypca
6 Unentudukarop mnpocrpanctea  urn:EEC:R:ResourceStatusDetails:
HUMEH vY.Y.Y
Kopuesoit 3IEMEHT

ResourceStatusDetails
XML-nokymeHTa

EEC R ResourceStatusDetails vY.
Y.Y xsd

8 Nwms daitma XML-cxeMbr

CumBosibl "Y.Y.Y" B mpocTpaHCTBaX UMEH CTPYKTYpP DJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUN COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPHI AJIEKTPOHHOTO JOKyMEHTA (CBEACHUM),
ONpeNIeNIeMO B COOTBETCTBUM C HOMEpPOM Bepcuu OasucHod monenu naHHbeix Corosa,
MCIOJIb30BAHHOM MpU pa3pab0TKe B COOTBETCTBUM € HACTOSIIMM OTNUCAaHUEM TEXHUYECKOM
CXEMBbl CTPYKTYpbI 3JIEKTPOHHOTO JOKYMEHTa (CBEIEHHI), MOJIeKAlle BKIIOUYEHHUIO B
PEECTP CTPYKTYP IEKTPOHHBIX JTOKYMEHTOB U CBEACHUIA.

14. Imnoptupyembie MPOCTPAHCTBA UMEH MTPUBEJEHBI B Ta0IHIIE 6.
Tabnuna 6

HNmvmopTrpyeMsie IPOCTPAHCTBA HMEH

Unentudukarop mnpocrpaHcTBa

Ne m/m e IIpeduxc
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2 VX.X.X esdo

CumBonsl "X.X. X" B HMIIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3uCHOW MOJENU JAHHBIX, UCIIOJNB30BAHHON NpHU pa3pabOTKe B COOTBETCTBUU C
HacToAmUM OnNUCaHUEM TEXHUYECKON CXEMBI CTPYKTYphl 3JIEKTPOHHOTO JOKyMEHTa (



CBEJICHUI), MOAJIeKAIIEH BKIIOYEHHIO B PEECTP CTPYKTYpP BJIEKTPOHHBIX JOKYMEHTOB U

CBEICHUI.

15. PekBU3UTHBIN COCTaB CTPYKTYPHI AIEKTPOHHOTO TO0KyMeHTa (cBeaenuil) "Cocrosinue
aktyanuzaiuu oomero pecypca" (R.007) mpuBenex B Tabnuiie 7.

Tabmuma 7

PexkBU3UTHEIA COCTaB CTPYKTYPHI JIEKTPOHHOT'O ToKyMeHTa (cBeaeHmit) "CocTosHue
axTyammsanuu obmero pecypca” (R.007)

Wwms pexBusura

1. 3aromoBoK 3JIEKTPOHHOTO
JIOKyMEHTa (CBEJICHHUIN)

(ccdolEDocHeader)

1.1. Kon
CcoOOMICHUS
o0irero mporecca
(csdo:|
InfEnvelopelCode
)

1.2. Kon
3IEKTPOHHOTO

TOKyMEHTa (

CBEJICHUT)
(csdo:EDocCode)

Onucanue
Wnentudukarop Tun naHHbIx MH.
pEeKBH3HTA
ccdo:|
COBOKYITHOCTh EDocHeaderType
TEXHOJIOTHYECKUX (M.CDT.90001)
€KBU3HUTOB Onpenensercs
P M.CDE.90001 pe 1
3IEKTPOHHOTO obmacTamMu
JOKYMEHTa ( 3HAYCHU M
CBEJICHUI) BJIOKEHHBIX
AIIEMEHTOB
csdo:
InfEnvelopelCode
Type (M.SDT
.90004)
3HayeHne KoJa B
KOJO0BOE
So3HATCHILC COOTBETCTBUU C
o
M.SDE.90010 PernamenTom 1
COOOTIeHUS
MH()OPMAIMOHHO
obrmiero mporecca
r o
B3aHMOJICHCTBUSL.

KOJIOBOE
o0o3HaUCHHE
BIEKTPOHHOTO
JOKYMEHTa (
CBEJEHUN) B
coorBercTBun ¢ M.SDE.90001
peecTtpom

CTPYKTYD

BIIEKTPOHHBIX
JTOKYMEHTOB U
CBEJICHUI

[Ta6mon: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}

csdo:
EDoclCodeType (
M.SDT.90001)
3HadeHue KoJa B
COOTBETCTBHH C
peecTpom
CTPYKTYP
3JIEKTPOHHBIX
JIOKYMEHTOB H
CBEJICHUIA.
Ma6mon: R(\.[
A-Z1{2}\.[A-Z]{
23\[0-91{2})\.[0
9143}

csdo:
UniversallylUniqu
eldType (M.SDT
.90003)



1.3.
Unentudukarop
AIEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDoc[ld)

1.4.
Wnentudukarop
HUCXOJHOTO
3JIEKTPOHHOT'O
JOKYMEHTa (
CBCJICHUIN)
(csdo:EDocReflld
)

1.5. Jlata wu
BpeM4
AJIEKTPOHHOTO
JOKYMEHTa (
CBEJICHUH)
(csdo:|
EDocDateTime)

1.6. Kop s1361Ka
(csdo:|
LanguagelCode)

2. ata u BpeMsi OOHOBJICHUS
(csdo:UpdateDateTime)

CTpOKa CUMBOJIOB
, OJHO3HAYHO
npentudumpyro M.SDE.90007
o a s

3JIEKTPOHHBIN

JTOKYMEHT (

CBEZICHUA)

UaeHTH(PHUKATOP
3JIEKTPOHHOTO
JOKyMEHTa (
CBeJeHMil), B
OTBET  Ha
KOTOPBIH OBII
chopmupoBan
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (

M.SDE.90008

CBEZICHUA)

Jata U Bpems
co3TaHusd
anekTpoHHoro  M.SDE.90002
JOKYMEHTa (

CBEJICHHH )

KOJ0BOE
o0o3HaueHue
SI3BIKA

M.SDE.00051

Jata U Bpems
00HOBIICHUS

obmero pecypca ( M.SDE.00079
peecTpa, mepeydHs

, 0a3bl JAHHBIX)

3HadeHHUE
HUACHTU(PHUKATOPA

B COOTBETCTBHUHU 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}

csdo:|
UniversallylUniqu
eldType (M.SDT
.90003)
3HadeHHE
uaeHtupuraropa
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)
O0o3HaueHue
JIAThl U BPEMEHU
B COOTBETCTBUU C
T'OCT HUCO 8601
-2001

0..1

csdo:|
LanguagelCodeTy
pe (M.SDT
.00051)
JIByXOyKBEHHBIN
KOJ s3bIKa B
COOTBETCTBHH C
ISO 639-1.
[a6mon: [a-z]{2
}

bdt:|
DateTime[Type (
M.BDT.00006)
O6o3HaucHUE

0..1

JIaTBl ¥ BPEMEHHU
B COOTBETCTBUU C
T'OCT HUCO 8601
-2001

csdo:|
UnifiedCountrylC

0..1



odeType (M.SDT

.00112)
3HadeHUE
JIBYXOYKBEHHOTO
KOJOBOE KO/a CTpaHbl B
0003HaUEHHE COOTBETCTBHH CO
CTpPaHHI, CIIPaBOYHHUKOM (
IIPEACTaBUBILCH
3.K0,.u CTPaHH CzeieHHﬂ | M.SDE00162 KJ1accu(prKaTopo
(csdofUnifiedCountryiCode) M)
obmuit pecype ( unaeHTuduKaTop
peecTp, nepedeHb KOTOPOTO
, 623y IaHHBIX) ompeneneH B
atpubyTte "
Unentudukarop
copaBouHuKa  (
KJaccudukaropa)
[Ma6mon: [A-Z]{
2}
csdo:
ReferenceDatalld|
a ) o0o3HaueHHE Type (M.SDT
UIEHTU(PUKATOP CrpaBoOYHHKA  ( .00091)

cupaBouHuka ( kiaccudukaTopa)
Kiaccu(ukaTopa) , B COOTBETCTBUU
(atpubyT ¢ KOTOPHIM

HopmanusoBanna 1
1  CTpOKa

) CHMBOJIOB.
codelListld) yKa3aH KoJ
Mun. quaa: 1.
Make. mmHa: 20
csdo:
CTPOKA CHMBOJIOB InformationReso
4 " , urcelldType (
' AeHTHOUKATOD HIeHTHOMIMPYIO M.SDT.00330)
nH(pOpMaIMOHHOTO 00BEKTa 00ILEro -
mas oomuit M.SDE.00326 Hopmanmzosanna 0..1
npoteeea (peectp 1  CTpOKa
ecypc ,
(csdo:InformationResourceld) peeype (p
nepedyeHsb, 0azy CHMBOJIOB.
JTAHHBIX ) MuH. nnuna: 1.

Make. mmna: 20

2. CTpyKTypHI NEKTPOHHEIX JOKYMEHTOB U CBEICHHI B IPEIMETHO#H 06IacTi

16. Onucanue CTPYKTYphl 3JIEKTPOHHOTO JOKyMeHTa (cBeneHuid) "CBeaeHHs O
IPOM3BOINTENIC BeTepuHApHBIX JiekapcTBeHHBIX cpeacTB" (R.HC.SS.15.001) nmpuBeneHo B

tabaure 8.
Tabmuma 8

Ommcanue CTPYKTYpPHI 3JIEKTPOHHOI'O JOKyMeHTa (cBezeHmit) "CBeIeHNs O IPOA3BOIUTENE
BeTepHHApHHIX JekapcTBeHHBIX cpeacTB" (R.HC.SS.15.001)

Ne i/t O0o3HayeHne dJIEMEHTA Omnucanue

1 2 3



1 Nms CBEJICHUS O [POU3BOJUTEIE
BETEPHHAPHBIX JIEKAPCTBEHHBIX

CpencTB
2 Wnentudukarop R.HC.SS.15.001
3 Bepcus 0.0.1
CBEJIGHHSI O MPOU3BOIUTEINE
4 Omnpenenenue BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpelcTB
5 Hcnons3oBanue -

urn:EEC:R:HC:SS:15:
Wnentudukarop mpocTpaHCTBA

6 VeterinaryManufacturerDetails:
HUMEH
v0.0.1
K 7 . .
7 OpHEBOH daeMent VeterinaryManufacturerDetails
XML-nokymenTa
EEC R HC SS 15
8 Nms daitma XML-cxeMsr VeterinaryManufacturerDetails v0.0

.1.xsd

17. UmnopTupyembie MpOCTPAHCTBA UMEH MTPUBEJEHBI B Ta0IMIIE 9.
Ta6muia 9

HNmMmopTrpyeMsie IPOCTPAaHCTBa HMEH

Unentudukarop mnpocrpaHcTBa

Ne m/mt MeH IIpeduxc

1 2 3

1 urn:EEC:M:ComplexDataObjects: cedo
vX.X.X

) urn:EEC:M:HC: heedo
ComplexDataObjects:vZ.Z.Z

3 urn:EEC:M:HC:SimpleDataObjects: hesdo
VZ.2.Z
urn:EEC:M:SimpleDataObjects:

4 VX.X.X csdo

CumBonel "X.X. X" n "Z.Z.Z" B uMNOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpPY BepcuU 0a3MCHOW MOJENM JaHHBIX M MOJENM JIaHHBIX NPEeIMETHON o0JacTw,
MCIIOJIb30BAaHHBIX MPHU pa3pabOTKe B COOTBETCTBUM € HACTOSIIIUM ONHUCAHHEM TEXHUYECKON
CXEMBI CTPYKTYpBI 3JIEKTPOHHOTO JIOKYMEHTAa (CBEIEHHI), MOJJIEKAIIEH BKIIOUYECHHUIO B
PEECTP CTPYKTYP MIEKTPOHHBIX JOKYMEHTOB U CBEACHUIA.

18. PEKBU3HUTHBIN COCTAB CTPYKTYPBI ANEKTPOHHOIO JOKyMeHTa (cBeneHuil) "CBeneHus o
npousBoAuTeNe BerepuHapHbIX JiekapcTBeHHbIX cpenctB" (R.HC.SS.15.001) mpuBenen B

tabmuue 10.
Tabmauma 10

PexBH3UTHEINA COCTaB CTPYKTYPHI JIEKTPOHHOI'O JOKyMeHTa (cBeJieHHi) "CBeneHns o
IPOM3BOAMTEIIC BETEpHHAPHBIX JiekapcTBeHHBIX cpeacTB” (R.HC.SS.15.001)



Nms pexBusuTa

1. 3aron0BOK 3JIEKTPOHHOTO JOKYMEHTA (CBEACHUIN)
(ccdolEDocHeader)

1.1. Kox cooOuienus o0iiero mpoiecca
(csdo:InflEnvelopeCode)

1.2. Kox 351eKTpOHHOT 0 TOKYMEHTa (CBEICHUN)
(csdo:EDocCode)

Onucanue Unentund Tum

PEKBH3HT  yyarop
a

COBOKYITH
OCTbH

TEXHOIIOT
HYECKHUX
PEKBU3UT

0B M.CDE
anexkTpoH .90001
HOTO

JTOKYMEHT

a (

CBEICHUN

)

KOOJOBOC

0003Haue

nue M.SDE
coobmen 501
nu i

o0mero

nporecca

KOJ0OBOE
0003Haue

HHUE

3JIEKTPOH

HOTO

JIOKyMEHT

a (
CBEICHUM

) B M.SDE
COOTBETCT 190001
BUHU C

peecTpoM

MHn.
JIaHHBIX

ccdo:]
EDocHea
derType (
M.CDT
.90001)
Omnpenens
eTcs
o0JacTsIM
nu
3HAYCHUH
BIIOJKEHH
Bl X
3JIEMEHTO
B

csdo:|
InfEnvelo
peCodeTy
pe (
M.SDT
.90004)
3HaueHue
KoJa B
COOTBETCT
BHU C
Pernamen 1
TOM
nHpopma
LIMOHHOTO
B3aUMOJIe
HWCTBHSL.
IIa6non:
P\.[A-Z]{
23\.[0-914
2HN.MSG\.
[0-91{3}

csdo:|
EDoclCod
eType (
M.SDT
.90001)
3HaueHue
KoJa B
COOTBETCT
BHUU C
peecTpom

CTPYKTYP

3JIEKTPOH
1

H BI X



1.3. HWpeHTHUKATOp JIEKTPOHHOTO JOKyMEeHTa (
CBEJICHUI)
(csdo:EDoclld)

1.4. VpeHTH(PHUKATOP HCXOIHOTO 3JICKTPOHHOTO
JIOKyMeHTa (CBEJIeHUIN)
(csdo:EDocReflld)

CTPYKTYpP
JJICKTPOH

HBI X
JIOKyMEHT
OB u

CBEJICHUM

CTpOKa
CHMBOJIOB
)
OJTHO3HAY
H O
uaeHTnu
Upyomna
o
3JEKTPOH
H Bl U
JIOKYMEHT
(cBenenus

)

uaeHTnu
KaTop
3JIEKTPOH
HOTO
JIOKYMEHT
a (
CBEJICHUM
), B OTBET
H a
KOTOPBIH
O b1T
chopmup
OBaH
JTaHHBIA
SJIEKTPOH
H Bl i

M.SDE
.90007

M.SDE

.90008

JIOKYMEHT
OB H
CBEIICHMIA.
[Ia6nox:
R(\.[A-Z]
{2}\.[A-Z
142}\.[0-9
1{2H2\.[0
9143}
csdo:|
Universall
ylUniquell
dType (
M.SDT
.90003)
3HaueHne
UOCHTUDHU
KaTtopa B
COOTBETCT
Buu ¢ ISO
/TIEC 9834
-8.
[Ia6non:
[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:|
Universall
ylUniquell
dType (
M.SDT
.90003)
3HaueHue
uneHTHOU
KaTtopa B
COOTBETCT
Buu ¢ ISO
/IEC 9834
-8.
1Ia6moH:
[O-
9a-fA-F]{
8}-[0-
9a-fA-F]{
4}-10-

0.1



JIOKYMEHT 9a-fA-F]{

(cBeneHust 4}1-10-
) 9a-fA-F]{
43-[0-
9a-fA-F]{
12}
bdt:|
DateTime]
Jata H Type (
BpeMs M.BDT
CO3JIaHUS .00006)
1.5. JlaTa ¥ BpeMs 3JIEKTPOHHOI'O JOKyMEHTa (CBEACHUN 3JEKTPOH M.SDE 00603Haue
) HOTO .96002 Hue natel 1
(csdofEDocDateTime) JOKYMEHT
a ( BpEMEHU
CBEJCHUN B
) COOTBETCT
Buu ¢ ISO
8601
csdo:]
Language|
CodeType
(M.SDT
.00051)
KOJIOBOE JIByxOykB
1.6. Kox s3pIka obo3Haue M.SDE  eHHBIN )
(csdo:LanguageCode) HUE .00051 KOJI A3bIKA
SI3BIKA B
COOTBETCT
Buu ¢ ISO
639-1.
[Ta6oH:
[a-z]{2}
hccdo!|
Veterinar
yManufac
turerDetai
CBEJIEHUS IsType (
© M.HC.CD
TPOH3BOA T.00986)

2. CBeneHusl O MPOM3BOJIUTENIC BETCPUHAPHBIX JICKAPCTBEHHBIX HTEIE
M.HC.CD Omnpenernst

CPEICTB BETCPHHA 1.*
. . PHHE 00931 ercs
(hcedo:VeterinaryManufacturerDetails) pHOTO
o0acTsIM
JIeKapcTBe
nu
HHOTO .
3HAYEHUH
cpencTaa
BJIOKEHH
Bl X
3JIEMEHTO
B
csdo:|
UnifiedC
ountrylCo

deType (



M.SDT

.00112)
3HaueHue
IIBYXOYKB
E€HHOT0
KoJa
CTpaHbI B
COOTBETCT
KOJIOBOE BUH CO
o0o3Haue CIIPAaBOYH
HHC nkom  (
2.1. Kox ctpanst rocynapet M.SDE  knaccudu
(csdo:UnifiedCountryiCode) Ba-uieHa, .00162 KaTtopom),
HpeacTan uneHTHu
MBIIETO KaTop
CBEICHUS KOTOPOro
ompeene
H B
aTpubyre
Wnentud
HUKaTOp
COpaBOYH
nKa (
Kiaccudu
Katopa)".
[abs0H:
[A-Z]{2}
csdo;|
Referencel
0003Haue DataldTy
HUE pe (
CIIPaBOYH M.SDT
uKa ( .00091)
a) uaeHtuduxatop cmpaBouHuka ( kimaccudu Hopmanu
KiaccudukaTopa) Karopa), B — 30BaHHAs
(arpubyT codelListld) COOTBETCT CcTpoKa
BUU C CHUMBOJIOB
KOTOPBIM
yKa3aH MuHs.
KOJ nuHa: 1.
Makec.
JmHa: 20
csdo;|
1d20Type
(M.SDT
perucTpa .00092)
LUOHHBIN Hopmaiu
HOMEp 30BaHHas
2.2. PeructpaliMOHHBIH HOMEp 3aIlliCH SAITHCH 13 M.HC.SD ¢Tpoka
(hesdo:RecordRegistrationNumberfld) I::IT:;HM E.01461 CHMBOIOB

nHpopma



2.3.

BCTCPHUHAPHOTO HA3HAYCHHA HIIN CTO COCTaBHﬂIOHICﬁ

YacTH
(hec

VeterinaryltemManufacturingAuthorizationHolderDetai

Is)

CBeﬂeHI/IH o MNpoOu3BOJUTECIIC

cdo:|

2.3.1. Kog crpansr
(csdo:UnifiedCountryiCode)

TOBapa

LIUOHHOTO
pecypca

COBOKYIIH
OCTh
CBEJICHUI
0
MIPOU3BOJ
HTeae
BETEpUHA
pHOTO
JIeKapcTBe
HHOTO
npemnapar
a

KOJIOBOE
0003Haue
HUE
CTpaHbI
peructpa
LU U
XO3SHCTB
VIOIIET0
cyObeKTa

M.HC.CD
E.01221

M.SDE
.00162

Mus.
muHa: 1.
Makc.
muHa: 20

ccdo:]
BusinessE
ntityDetai
IsType (
M.CDT
.00061)
Omnpenens
ercs 1
obnacTam
u
3HAYCHMI
BIIOXKEHH
Bl X
3JIEMEHTO
B

csdo:|
UnifiedC
ountryiCo
defType (
M.SDT
.00112)
3HaueHue
JIByXOYKB
E€HHOT'0
KoJa
CTpaHHI B
COOTBETCT
BUU CO
CHpaBOYH
koM  (
KIaccudu
KaTopoMm),
uaeHTuhu
KaTop
KOTOpPOTO
orpenene
H B
aTpudyre

0.1

Unentud
UKaTOP

CHpaBOYH
nKa (
KIaccudu
Karopa)".
[abm0H:
[A-Z]{2}

csdo:|
Reference]



00o03Haue DatalldTy

HUE pe (
CIIPaBOYH M.SDT
uKa ( .00091)
a) WACHTU(HUKATOP CIIPABOYHUKA Ktaccudu Hopmau
(knmaccudukaropa) Katopa), B — sopannas |
(aTpubyT codelListld) COOTBETCT cTpoKa
BHH C CHUMBOJIOB
KOTOPBIM
yKa3zaH MuH.
KOA nauHa: 1.
Makec.
mnHa: 20
MOJIHOE
HaHMEHOB csdo:|
aHue Nanw30w
XO3SHCTB Type (
YIOIIETo M.SDT
cybbekTa .00056)
ni1u Hopmanu
2.3.2. HaummeHoBaHME XO3SMCTBYIOILIETO  aMuius, M.SDE 30BaHHAs
cyObekTa UM " 06187 ctpoka 0.1
(csdo:BusinessEntitylName) OTY4ECTBO CHMBOJIOB
(uznueck
oro JIAIa, MuH.
BEIYIIECTO qumHa: 1.
XO3SIUCTBE Makec.
HHY IO JUTNHA:
JIESATCITbH 300
0CTh
COKpalleH
Hoe csdo]
HAUMCHOB Name120)
e Type (
XO3SICTB M.SDT
yromero .00055)
cyOBexTa Hopmar
2.3.3. KpaTtkoe  HamMeHOBaHHE et 30BaHHas

dbamumusa, M.SDE

7 0
XO03sHCTBYIOLIEr0 CyOBbeKTa aMs 00188

crpoka 0.1

(csdo:BusinessEntityBrieflName) CHMBOJIOB
OTYECTBO
(pusnueck '
MuH.
Oro JuIa,
miuHa: 1.
BEYIIECTO
. Makc.
X035 IUCTBEC
JUIUHA:
HHY IO
120
IEeSITENbH
OCTh
csdo:
UnifiedC
0de20Typ
e (M.SDT

.00140)



2.3.4. Konx opraHu3zallMOHHO-IIPaBOBOM

(dopmbI

(csdo:BusinessEntityTypelCode)

2.3.5.

a) UOeHTU(UKATOP CIIPABOYHUKA

(xmaccuduxaropa)
(atpubyT codelListld)

HaumenoBaHue
OpTraHU3aIMOHHO-TIPABOBOH (POPMEI

(csdo:BusinessEntityTypelName)

KOJIOBOE
o0o3HaUe

HHUCE

oprasmusa
IIUOHHO-TI
paBoBOH

dOpMBL B M.SDE
KOTOPOii .00023
3aperucTp
UPOBaH
XO035HCTB
yIOHUR

CyOBeKT

0003HaYe
HUE
CIpaBOYH
nKa (
kiaccudu
Karopa), B —
COOTBETCT
BUU C
KOTOPBIM
yKa3zaH
KOJT

HauMCHOB

aHue

opranmza
IIUOHHO-TI
paBoBOH

¢opmer, 8 M.SDE
kotopoit .00090
3aperucTp

UpOBaH

3HaueHue
KoJa B
COOTBETCT
BHH CO
CIIPaBOYH
koM  (
Kaccudu
KaTopoMm),
UOCHTUDU
KaTop g
KOTOPOTO
ompenene
H B
aTpudyre
"
Unentud
HUKaTop
CIIPaBOYH
nKa (
Kaccudu
Katopa)".
Mus.
muHa: 1.
Makc.
mmHa: 20

csdo:
Referencel
DataldTy
pe (
M.SDT
.00091)
Hopmanu
30BaHHas |
CTpoKa
CHMBOJIOB

Mus.
muHa: 1.
Makc.
mnuHa: 20

csdo:
Name300|
Type (
M.SDT
.00056)
Hopmanu
30BaHHas
CTpOKa
cumpoios 0-1

MuH.
muHa: 1.



XO3SIUCTB Makec.

YIOIHT IJINHA:
CyOBEKT 300
csdo:|
BusinessE
EZM(;p ( ntityldTy
A pe  (
3aIIMCH TI0 M.SDT
peectpy ( 00157)
2.3.6. Unentuduratop XO03HCTBYIOMIETO perucTpy) M.SDE Hopmanu
cyObekTa ’ . 3oBaHHas 0..1
. . npucBoeH .00189
(csdo:BusinessEntitylld) I CTpOKa
p CHMBOJIOB
rocynapcT
BEHHOI )
MuH.
peructpa
miuHa: 1.
105071
Makc.
muHa: 20
csdo:|
BusinessE
ntityldKin
dldType (
M.SDT
.00158)
3HayeHHe
UACHTUDHU
METO I
KaTopa u3
UACHTUDHU
CIIPaBOYH
Kaluu
a) MeTOJT MJICHTU(UKAIIH N HKa
. XO3HCTB —
(arpubyT kindld) METOJI0B
YIOMHIX
UACHTUDU
CyOBEKTO
Kaluu
B XO3SHCTB
VIOMIUX
CyOBEKTO
B.
Mumn.
miuHa: 1.
Makc.
mnHa: 20
csdo:|
yHIiKa“HLH UniquelCu
Bl #1
stomsNu
uneHTuu mberldTy
KalMoOHH
bIil HOMEp pe (
N M.SDT
XO03SHCTB 00089)
YIOIIETO

2.3.7. YHUKaNbHBIH HICHTU(QHUKAMOHHBIH CyGheKTa, M. SDE Hopmanu

TaMO>XEHHBIH HOMEp 30BaHHasa ()..1

. npenHasH (00135
(csdo:UniqueCustomsNumberld)

N CTpOKa
a4eHHbII

. CHMBOJIOB
IS 1eaei

TaMOXCH



2.3.8. UnerTn(uKaTOp HANOTOILIATEIBIINKA
(csdo:Taxpayerld)

2.3.9. Kog npuuuHBI TOCTAaHOBKH Ha y4eT
(csdo:TaxRegistrationReasonCode)

2.3.10. Anmpec

HOTO
KOHTPOJIS

uaeHTHGu
KaTop
XO035HCTB
YIOIIETo
cyOBeKTa
B peectpe

HaJIOT'OIJI M.SDE

aTCJIBIINK 00025

0 B
CTpaHBbI
peructpa
1197871
HaJIOTOILT
aTeJNBIINK
a

KO/,
UACHTUDHT
HUPYIOIIN
i
MPUYHHY
MMOCTaHOB
K "

XO34UCTB M.SDE

YIOMETO ' (0030

cyOBexTa
H a
HaJIOT'OBBI
i y4eT B
Poccuiick
o
Denepan
un

ampec
XO3SUCTB

Mus.
mmHa: 1.
Makc.
mmHa: 17

csdo:
Taxpayerll
dType (
M.SDT
.00025)
3HaucHUE
UACHTUDHU
KaTopa B
COOTBETCT
BUH C
MpaBwiIaM
u 9
TIPUHSTHI
MH B
cTpaHe
perucrpa
0 UH
HAJIOrOILIT
aTelbIINK
a

Mus.
niauHa: 1.
Makc.
niuHa: 20

csdo:|
TaxRegist
rationRea
soniCodeT
ype (
M.SDT
.00030)
Hopmann
30BaHHast
CTpOKa
CHMBOJIOB

II1absoH:
\d{9}

ccdo:]
SubjectA
ddressDet
ailsType (
M.CDT
.00064)
Onpenenst
eTcs

0..1

0.1

0.*



(ccdo:SubjectAddressDetails) yromero M.CDE o6mactsam
cyopekra 00058 u
3HAYCHHI
BIIOXKEHH
bl X
3JIEMEHTO
B

csdo:|
AddressK
indCodeT
ype (
M.SDT
.00162)
3HaueHnE
KOJIOBOE KoJa B
*.1. Kon Buza ampeca obo3zgaue M.SDE  coortBercT
(csdoiAddressKindCode) uue Buga .00192 BHHU CO
azapeca CIIPaBOYH
HKOM
BHIOB

0.1

a7pecoB.
MuH.
muHa: 1.
Makc.
mmHa: 20

csdo:
UnifiedC
ountry/Co
deType (
M.SDT
.00112)
3HaueHne
JIByXOYKB
€HHOT'0
Kona
CTpaHBbI B
COOTBETCT
BHH CO
CHpaBoOYH
ukoM  (
Kaccudu
katopom), 0..1
UOCHTUDHU
KaTop
KOTOPOTo
ompenene
H B

KOJIOBOE

* 2. Ko ctpaHsl ob6osnaue M.SDE

(csdo:UnifiedCountrylCode) HHE .00162
CTpaHbI

aTpudyre
Unentud
UKaTop

CHpaBoOYH
nKa (



Kjaccugu

Karopa)".
[Ta6ioH:
[A-Z]{2}
csdo:|
Referencel
0003Haue DatalldTy
HUE pe (
CIPaBOYH M.SDT
a) uaeHtupukatop
kiaccudu Hopmann
CIIpaBOYHUKA (
KaTopa), B — 30BaHHas |
knmaccuukaropa)

5 deListld) COOTBETCT CTpoka
(arprbyT co BUU C CHUMBOJIOB
KOTOPBIM

yKa3aH MuH.
KOJ, muHa: 1.
Makec.
mnHa: 20
csdo:|
Territory]
CodeType
(M.SDT
Kon .00031)
S IMHHUIIBI
Hopmanu
* 3. Kon repputopun MIMHHACT 1 SDE  soBanmas 01
ATHBHO-T .
(csdo:TerritoryiCode) P .00031 CTpOKa
eppaTopH CHUMBOJIOB
ANBHOTO
ene '
FICHCHI MuH.
miuHa: 1.
Makec.
muHa: 17
csdo:|
Name120|
Type (
HalMEHOB M.SDT
anue .00055)
S IUHHULIBI
Hopmanu
aJMHHHUCT
30BaHHAs
* 4. Pernon paruBHo-T M.SDE ctpoxa 0.1
(csdo:RegionName) eppuropu .00007 CHMBOIOB
AIBHOTO
JIeJIeHUs Mo,
HIEPBOTO
poBHA JuMHa: 1.
Y Makc.
JUINHA:
120
csdo:l

Name120|



*.5. Paiion
(csdo:DistricfName)

*.6. Topon
(csdo:CityIName)

* 7. HaceneHHBII MyHKT
(csdo:SettlementName)

* 8. Viuma
(csdo:StreetName)

HAauMEHOB
aHue

€IUHUIIBI
aAMHHHUCT M.SDE
paTUBHO-T (0008
eppuTOpU
aJIBHOTO

JeNeHHs

BTOPOI0O

YPOBHS

HanMCHOB M.SDE

A 60009

ropoJa

HAaNMCHOB
a;iee M.SDE
H JICHH

00057
oro

IIyHKTa

HAaMCHOB
aHme

3JIeMEHTa
YIIMYHO-]I
opoxHoii M.SDE
cCeTHu .00010
TOPOJCKO

Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpoOKa
CHMBOJIOB

MuH.
miuHa: 1.
Makc.

JUIMHA:
120

csdo:|
Name120|
Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpOKa
CHUMBOJIOB

MuH.
miuHa: 1.
Makc.

JUIMHA:
120

csdo:
Name120|
Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpOKa
CHUMBOJIOB

MuH.
muHa: 1.
Makc.

JUIMHA:
120

csdo:|
Name120|
Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpoOKa
CHUMBOJIOB

0.1

0.1

0.1



51 MuHs.
uHppacTp JumHa: 1.
YKTYPBI Makec.
JUINHA:
120

csdo:|
1d50Type
(M.SDT
.00093)
Hopmanu
30BaHHAs
CTpOKa
CHMBOJIIOB

o0o3Haue
*.9. Homep noma uHue qoma, M.SDE
(csdo:BuildingNumberld) kopmyca, .00011
CTPOCHUS
MuH.
nuHa: 1.
Makec.
niuHa: 50

csdo:|
1d20Type
(M.SDT
.00092)
ob6o3Haue Hopmanu
*.10. Homep nomereHus 2(;:% M.SDE zz;i)l:;aa
(csdo:RoomNumberild) - .00012 CHMBONOB
KBapTUPBI )
MuH.
JnHAa: 1.
Makc.

mmHa: 20

csdo:|
PostiCode]
Type (
M.SDT
.00006)
Hopmanu
30BaHHAs

IMOYTOBBIN
WHJEKC
*.11. ITouTOBBIN MHAEKC npeanpus M.SDE
(csdo:PostCode) THSA .00006
MMOYTOBOM

CTpoKa
CHMBOJIOB
CBS3U )

[ITabsoH:
[A-Z0-9][
A-70-9 -]
{18}
A-Z0-9]

csdo:|
1d20Type
(M.SDT
.00092)
Hopmanu
30BaHHas

HOMED
aboHEeHTC
KOTO

ALK Ha



*.12. Homep abOHEHTCKOTO
SIIIUKE

(csdo:PostOfficeBoxId)

2.3.11. KoHTaKTHBIN pEKBU3UT
(ccdoiCommunicationDetails)

*.1. Kox Buza cBsi3u
(csdo:|
CommunicationChannelCode)

* 2. HaumeHOBaHue BU1a CBA3U

(csdo:|
CommunicationChannelName)

npeanpus M.SDE
TUH .00013
MIOYTOBOU

CBSI3U

KOHTaKTH
Bl ¢

pexBmsur M.CDE
xo3stict .00003
YIOIIETO

cyOBeKTa

KOJIOBOE
o0o3HaUe
HUE BUA
cpezncTBa
(kanaina)
CBSI3U

tenedon,
thaxc,

JNEKTPOH
Hasg nmodrta

¥ 11p.)

( M.SDE
.00014

HaMMEHOB
aHue BUIA
cpencTBa

(xaHana)

ces3u ( M.SDE
tenedon, .00093
daxkc,

AJIEKTPOH

crpoka 0.1
CHUMBOJIOB

Mus.
mnHa: 1.
Makc.
niuHa: 20

ccdo:]
Communi
cationDet
ailsType (
M.CDT
.00003)
Onpenenst
eTcs 0..*
obyacTamM
u
3HAYCHHI
BIIOXKEHH
Bl X
3JIEMEHTO
B

csdo:|
Communi
cationCha
nnelCodel
V2Type (
M.SDT
.00163)
3HaueHNE
KoJa B
COOTBETCT
sHn c 0..1
epeyHeM
BHJIOB
cpenctB (
KaHaJIOB)
CBSI3H.
Mus.
niauHa: 1.
Makc.
niuHa: 20

csdo:|
Name120|
Type (
M.SDT
.00055)
Hopmanu
30BaHHAas
CTpOKa
CHiBOHOB 0.1



* 3. Wpentrudukarop kanama
CBSI3H

(csdo:CommunicationChannelld)

2.4. CpemeHHs O TOATBEPKICHUH COOTBETCTBUS
MIPOU3BOICTBA CPEICTBA, BXOIAIIETO0 B COCTaB TOBapa
BETEpPUHAPHOIO Ha3HaueHus, TpebomaHusaM I[Ipasun
HAJIJICKAIICH MPOU3BOACTBEHHON MPAKTHKU
(hcedo:VeterinarylltemGMPConformityDetails)

2.4.1. Cenenuss 0 NPOU3BOJCTBEHHOM
IJIOIIaJKE TOBapa BETEPUHAPHOTO
Ha3HAYEHUS WIHA €TI0 COCTABIIAIOIIEH YacTh

Hasd rnmoyra
¥ Ip.)

MOCIIEI0B
aTeNbHOC

T b

CHMBOJIOB

)

uaeHTudu
Upyoma

s KaHal

cessu  ( M.SDE
ykazanue .00015
HOMeEpa
TenedoHa,
tdaxkca,
ajgpeca
3JIEKTPOH
HOH
MOYTH U
7p.)
CBEJICHHS
0
TIOJITBEPXK
ICHUH
COOTBETCT
BHU A
MIPOU3BO]
CTBa
BETEpHUHA
pHOTO
JIeKapCTBE
HHOTO
cpezncTBa
TpeOoBaH
UM

M.HC.CD
E.01231

IIpaBun
HaJIexKa
1 € ¥
MIPOU3BOJ]
CTBEHHOM
MPAaKTUKA

CBCICHUS
o
MIPOU3BOJ]
CTBEHHOM
ILTOIIAIKE
TIPOU3BOJ]
HTEeNs

CPeACTBA, N HC.CD
BXOMAIICT § (1222

MuH.
muHa: 1.
Makc.

NAWHA:
120

csdo:|

Communi
cationCha
nnelldTyp
e (M.SDT
.00015)

Hopmanu
30BaHHAsA
CTpoKa

CHMBOJIOB

MuH.
muHa: 1.
Makec.

IVHA:
1000

hccdo
Veterinar
yltemiGM
PConform
ityDetails|
Type (
M.HC.CD
T.01228)
Omnpenens
eTcs
obnacTam
i
3HAYCHMI
BJIOJKEHH
Bl X
3JIEMEHTO
B

ccdo:]
BusinessE
ntityDetai
IsType (
M.CDT
.00061)
Ornpenenst
eTcs
obnacTaMm

0.*



(hccdo:
VeterinaryltemManufacturingAreaDetails)
*.1. Kox ctpansl
(csdo:UnifiedCountrylCode)
a) uaeHtuduraTop
CIIpaBOYHHUKA (
KJaccupukaTopa)
(atpubyT codelListld)

0 B
COCTaB
TOoBapa
BETEepPHHA
pHOTO
Ha3zHaueH
ust

KOJIOBOE
0003Haue
HUE
CTpaHbI
peructpa
OUH
XO3SHICTB

M.SDE
.00162

VIOIIETO
cyOBeKTa

o0o3Haue
Hue
CIpaBOYH
nKa (
Kaccudu
Karopa), B —
COOTBETCT
BUU C
KOTOPBIM
yKazaH
KOJ,

i
3HAYCHHI
BJIOJKEHH
Bl X
3JIEMEHTO
B

csdo:|
UnifiedC
ountrylCo
defType (
M.SDT
.00112)
3HaueHue
IIBYXOYKB
E€HHOT0
KoJa
CTpaHbI B
COOTBETCT
BUH CO
COpaBOYH
nkoMm  (
KIaccudu
KaTopoMm),
UACHTUGU
KaTop
KOTOPOTO
ompeene
H B
aTpudyre
Unentud
HUKaTOp
COpaBOYH
nKa (
Kiaccudu
Katopa)".
[Ta6soH:
[A-Z]{2}

csdo:|
Referencel
DatalldTy
pe (
M.SDT
.00091)
Hopmann
30BaHHAs
CTpOKa
CHMBOJIOB

MuH.
mmHa: 1.

0..1



Makc.

muHa: 20
MOJIHOE
HanuMEHOB csdo:|
aHue Name300\
XO3SHCTB Type (
YIOIIETO M.SDT
cybbekTa .00056)
ni1u Hopmanu
*.2. HaumeHnoBaHue ¢bamunns, M.SDE 30BaHHAas
XO3SIMCTBYOIIETO CYOBEKTA UMS U 0 0 187 crpoka 0.1
(csdo:BusinessEntityName) OTY4ECTBO CHMBOJIOB
(husnueck .
oro JIAIa, MuH.
BEIYIIETO mmHa: 1.
XO3SIUCTBE Makec.
HHYIO JIJIVHA:
JIeSTCITbH 300
0CTh
COKpalleH
Hoe csdo;|
HAUMCHOB Name120)
aHme
y Type (
XO3SICTB M.SDT
yromero .00055)
cyOBexTa
Hopmanu
niInu
* 3. Kparkoe HamMeHOBaHHE 30BaHHas
. dbamunmusa, M.SDE
XO3SMCTBYIOWIETO CYyOBEKTa 00188 crpoka  0..1
. . . UM ©u .
(csdo:BusinessEntityBriefName) CHMBOJIOB
OTYECTBO
(usnueck '
Mus.
Oro JIUIIA,
nuHa: 1.
BEYILETO
. Makec.
XO34UCTBE
JUTHHA:
HHY IO
120
JIESATCITbH
0CTh
csdo]
UnifiedC
0de20Typ
e (M.SDT
.00140)
3HaueHue
KoJa B
COOTBETCT
BUU CO
KOJIOBOE CIIPaBOYH
o0o3Haue ukoMm  (
HUeE Kaccugu
opraHusa KaTOpOM),
HMOHHO-II
* 4 Kon 1T g UAeHTUOHU
N aBOBOU
OpraHU3aIMOHHO-TIPABOBOM P M.SDE X2TOP
¢dopmsl, B xoroporo 0..1

(hopMBI .00023



(csdo:BusinessEntityTypelCode) kotopoit ompeene

3aperucTp H B
HpOBaH aTpudyre
XO3STHCTB "
YIOIUH WUnentud
CyOBeKT UKaTOP
CHpaBOYH
nKa (
KIaccudu
Karopa)".
MuHs.
JumHa: 1.
Makc.
qmHa: 20
csdo:|
Referencel
0603Haue DatalldTy
HUE pe (
CIIPaBOYH M.SDT
nKa ( .00091)
a) uaeHtuduxaTop
Kaccudu Hopmamu
CIIpaBOYHUKA (
KaTopa), B — 30BaHHas 1
kiaccudukaropa)

5 deListld) COOTBETCT CTpOKa
(arpuOyT co BUU C CHMBOJIOB
KOTOPBIM

yKa3aH MuH.
KoZ JumHa: 1.
Makc.
JuinHa: 20
csdo:|
Name300|
HanMEHOB
Type (
amme M.SDT
opraHuza 00056)
IUOHHO-TI Hopman
*.5. HaumenoBanune paBoBOH
o 30BaHHAas
OpraHM3alMOHHO-IIPABOBOM ¢opmer, B M.SDE
8 crpoka  0..1
(hopmbI kortopoii .00090
. . CHUMBOJIOB
(csdo:BusinessEntityType[Name) 3aperucrp
MpOBaH '
N MuH.
XO3SIHCTB
. muHa: 1.
yIOmun
Makec.
CyOBEKT
JUTHHA!
300
csdo:|
BusinessE
HOME;p ( ntitylldTy
KOJ
3aICH 0 be (
M.SDT
peectpy )( 00157)
perucTpy
*.6. u Hopmanu
IeHTH(QUKATOP M.SDE P

30BaHHas ()..1
CTpOKa

XO3SICTBYIOIIETO CYOBEKTA ’
yiom Yy npucBoeH .00189



(csdo:BusinessEntitylld)

a) METON
UICHTHU(UKAIIN
(arpubyT kindld)

* 7. YHuKaIbHBIHI
UICHTU(DUKAIIMOHHBIN
TaMOKEHHBIH HOMEP
(csdo:UniquelCustomsNumberld)

HBIN npu
rocyaapceT
BEHHOU
peructpa
17071

METOJ
UACHTUDHT
Kaluu
XO3UCTB —
VIOIIHX
CyOBEKTO

B

YHUKaJIbH

bl U

uaeHTnu
KaIlOHH

bIil HOMEp
XO035MCTB
yromero M.SDE
cyonekTa, 00135
MpeIHA3H
AQUEHHBIN

JUTSL Lesied
TaMOXXCH

HOTO

KOHTPOJIS

uaeHTnu
KaTop
XO35UCTB
YIOIETO

CHMBOJIOB

Mus.
muHa: 1.
Makc.
mmHa: 20

csdo:
BusinessE
ntitylldKin
dldType (
M.SDT
.00158)
3HaucHue
uneHTuu
KaTtopa u3
CIIpaBOYH
nKa
METOJI0B
UAaeHTUOHU
Kaluu
XO3SMCTB
VIOIIHX
CyOBEKTO
B.

Mus.
muHa: 1.
Makc.
niuHa: 20

csdo:
UniquelCu
stomsNu
mbedldTy
pe (
M.SDT
.00089)
Hopmanu
30BaHHAs
CTpOKa
CHMBOJIOB

Mus.
niauHa: 1.
Makc.
niauHa: 17

csdo:|
Taxpayerl
dType (
M.SDT
.00025)
3HaueHNe
uneHTuu
KaTopa B
COOTBETCT



*.8. UnerTudukarop
HAaJIOTOILIATEJIbIIHIKA

(csdo:Taxpayerld)

*.9. Kox mpuuMHBI TOCTAHOBKU
Ha y4eT

(csdo:|
TaxRegistrationReasonCode)

*.10. Aapec
(ccdoiSubjectAddressDetails)

cyOBeKTa

B peectpe
nanoromn M.SDE
arenpmuk 00025
0B

CTpaHsbI
peructpa

U H

HaJIOTOILI
aTeNbIINK

a

KO,
uneHTudu
UPYIOIIN
7}
MPUYHHY
ITOCTaHOB
K U

XO03AUCTB M.SDE

YIOMETO 65030

cyObekTa
H a
HaJIOTOBBI
I y4eT B
Poccuiick
o
®denepary
U

azxpec
xo3siictB M.CDE
yromero .00058
cyOBeKTa

BUH C
MpaBwIIaM
u,
MIPUHSATHI
MU B
cTpaHe
peructpa
o UH
HAJIOTOTLIT
aTelbIINUK
a.

Mus.
mmHa: 1.
Makc.
mmHa: 20

csdo:|
TaxRegist
rationRea
sonCodeT
ype (
M.SDT
.00030)
Hopmann
30BaHHas
CTpOKa
CHMBOJIOB

IIaGnox:
\d{9}

ccdo:
SubjectA
ddressDet
ailsType (
M.CDT
.00064)
Ornpenenst
eTcCs
obnacTam
u
3HAYCHHI
BIIOXKEHH
bl X
3JIEMEHTO
B

csdo:|
AddressK
indCodeT
ype  (
M.SDT
.00162)

0.1

0.1



*.10.1.
azpeca
(csdo:

AddressKindCode)

Konx Buna

*.10.2. Koz crpansr
(csdo:
UnifiedCountrylCode)

a)
uneHTuhu
KaTop
CIPAaBOYH

nKa (

Kkiaccupu
Karopa)

KOJIOBOE
o06o03naue M.SDE
aue Buga .00192
azapeca

KOJOBOE
o6o3naue M.SDE
HHUE .00162
CTpaHbI

o0o3Haue
HUE
CIIPaBOYH
HKa (
kiaccudu
Karopa), B
COOTBETCT

3HaueHHue
KoJa B
COOTBETCT
BHH CO
CIIPaBOYH
HKOM
BHJIOB
aJIpecoB.
Mus.
muHa: 1.
Makc
mnuHa: 20

csdo:
UnifiedC
ountry/Co
deType (
M.SDT
.00112)
3HayeHne
JIBYXOYKB
SHHOTO
Kona
CTpaHbI B
COOTBETCT
BUU CO
CHpaBoOYH
koM  (
KIaccudu
KaTopoMm),
UACHTUDU
KaTop
KOTOpPOTO
ompenene
H B
aTpudyre
Unentud
HUKaTOP
CHpaBOYH
nKa (
KIaccudu
Katopa)".
[Ta6oH:
[A-Z]{2}

csdo:|
Reference|
DataldTy
pe (
M.SDT
.00091)
Hopmanu
30BaHHAs
CTpOKa

0.1

0.1

1



(aTpubyt BHH C CHMBOJIOB
codeListl KOTOpBIM )
d) yKaszan Mus.

KOII JuHa: 1.
Makc.
nrHa: 20
csdo:|
Territory]
CodéType
(M.SDT
KO .00031)
CIANHUILIBI HOpMaJH/I
*10.3. Kon aJIMHUHUCT
- THBHOLT .SDE 30BaHHas |
toTersitorCod P 00031  crpoka
(csdo:TerritoryCode) eppuTopu CHMBOJIOB
aJlbHOIO
eJe '
JIeJIeHUs M.
miuHa: 1.
Makc.
nnuHa: 17
csdo:|
Namel20|
Type (
HalMEHOB M.SDT
aHHC .00055)
€IMHHLIBI
Hopmanu
aNMHUHUCT 30BaHHASI
*.10.4. Peruon paruBHo-T M.SDE ctpoka 0.1
(csdo:RegionName) ~ epputopu .00007 =~
albHOI0
eJIeHUs M.
MEPBOro
Yponis JuHa: 1.
Makc.
JUIUHA:
120
csdo:|
Namel20|
Type (
HaNMCHOB M.SDT
aHHC .00055)
€IMHHLIBI
Hopmamu
ANMHUHUCT 30BaHHAS
*.10.5. Paiion parmro-t M.SDE L 0
(csdo:DistricfName)  eppuropu .00008 CHMBOJIOB
albHOI0
LeJIeHUs M.
BTOpPOTO
Do JunHa: 1.
y Makc.
JUIUHA:
120
csdo:|

Name120)|



*.10.6. T'opox
(csdo:CityName)

*.10.7. HaceneHHsbrit
MYHKT

(csdo:
SettlementName)

*.10.8. Yiuna
(csdo:StreetName)

*.10.9. Homep moma
(csdo:
BuildingNumberild)

HanMCHOB

aHueE
M.SDE

.00009

ropoza

HanMCHOB

aHHE
M.SDE
HACEJIEHH

.00057
oro

MyHKTa

HanMCHOB
aHme
3JIeMEHTa
YJIIMYHO-]1
OPOXKHOM
ceTHu
TOPOJICKO

)51

uHppacTp
YKTYPBI

M.SDE
.00010

00o3Haue
uue goma, M.SDE
kopmyca, .00011

CTPOCHHS

Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpoOKa
CHMBOJIOB

MuH.
miuHa: 1.
Makc.

JUIMHA:
120

csdo:|
Name120|
Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpOKa
CHUMBOJIOB

MuH.
miuHa: 1.
Makc.

JUIMHA:
120

csdo:
Name120|
Type (
M.SDT
.00055)
Hopmanu
30BaHHAs
CTpOKa
CHUMBOJIOB

MuH.
muHa: 1.
Makc.

JUIMHA:
120

csdo:|
1d50Type
(M.SDT
.00093)
Hopmanu
30BaHHas
CTpOKa
CHMBOJIIOB

0.1

0.1

0.1



*.10.10. Homep
ITOMEILEHUS
(csdo:|
RoomNumberld)

*.10.11. TTouToBsIit
HHJIEKC
(csdoiPostiCode)

*.10.12. Howmep

aOOHEHTCKOTO SIIIHUKA

(csdo:|
PostOfficeBox|Id)

0003Haue
HUE
oduca
HIu

M.SDE
.00012

KBapTUPbI

ITOYTOBBIM

HHIEKC

npeanpus M.SDE
THS .00006
IMOYTOBOK

CBA3U

HOMED

abOHEHTC
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Pemennem Kosnerun
EBpazuiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 30 mas 2023 1. Ne 71

Ilopsmox

IPUCOeAMHEHM K 00meMy mponeccy "®opMupoBaHue, BeICHHAE H HCIIOIB30BaHHE €IHHOTO
peecTpa IpOU3BOAMTENCH BETEPHHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, MPOM3BOJICTBO KOTOPHIX
OPU3HAHO COOTBETCTBYIOMUM TpeboBanmaM IIpaBui HamIexamei mpou3BOCTBEHHON IIPAKTHKH
EBpa3uiickoro ’kKOHOMHYECKOTO COr03a"

I. O6mme monoxxeHus



1. Hacrosmuii Ilopsmoxk pa3paboTaH B COOTBETCTBUHM CO CICAYIOIIHNMH
MEXJIYHapOJHbIMU JOTOBOpaMHM M aKTaMM, COCTaBISIOIIMMHU MpaBo EBpaszuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Jorosop o EBpa3uiickoM 3KOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;

Pemenne CoBera EBpa3uiickoil 53KOHOMUYECKON KOMHUCCUU OT 3 HOs0pst 2016 1. Ne 77 "
O6 ytBepxkaenuu [IpaBun Hamexaimieil TPOU3BOJACTBEHHOW MPAaKTUKU EBpazuiickoro
SKOHOMHUYECKOTO CO103a";

Pemennie CoBeta EBpa3zuiickoii skoHoMHuueckoit komuccuu ot 21 ssuBapst 2022 . Ne 1 "O
[IpaBunax peryiaupoBaHusi OOpalleHUs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB HA
TaMOKEHHOW TeppuTOpuH EBpa3niickoro SKOHOMHYECKOTO COr03a";

Pemenue Komnerun EBpazuiickoil s5koHoMuueckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJIOTUYECKUX JOKYMEHTAX, PErIAMEHTUPYIONUX WH(HOPMAITMOHHOE B3aUMOJICHCTBIE
IpyU peaau3ali Cpe/ICTBAMU MHTEIPUPOBAHHONM MHMOPMAIMOHHON CUCTEMBbI BHEIIHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemenne Komnernn EBpazuniickoii s5koHOMHUeCcKO komuccuu oT 14 anpens 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamkax EBpa3suiickoro 3KOHOMHUYECKOT0 CO03a U BHECCHUU
m3meHenus: B Pemenne Komnernn EBpasuiickoil sJKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132";

Pemenne Komnerun EBpa3zuiickoit s3koHOMUYecKor komuccuu oT 9 utonst 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMU, TAPMOHU3AIMUA M OMUCAHUS OOIIMUX IMPOIECCOB B
pamkax EBpa3niickoro 3KOHOMHYECKOI0 coro3a";

Pewmenne Kosernn EBpasuiickoil skoHOMHueckor komuccuu oT 18 aBrycra 2015 r. Neo
96 "O MeXrocy1apCTBEHHBIX UCNBITAHUAX UHTETPUPOBAHHON MH(OPMALMOHHON CHUCTEMBI
BHEIIIHEN ¥ B3aUMHOM TOProBiun';

Pemenue Komnernn EBpa3zuiickoil s3xoHOMHUYEcKO kKomuccuu oT 19 nexadbpst 2016 r. Neo
169 "O6 yrBepxacHuu Ilopsiaka peanu3amuu oOIIUX IPOIECCOB B paMKax EBpaswuiickoro
SKOHOMHYECKOTO c0r03a".

II. O6nacTs NpUMEHEHHS

2. Hacrosiuuit [lopsinok onpenensier TpeboBaHUS K COCTaBY U COJIECPKAHUIO MPOLIEAYD
BBEJICHUSI B JeicTBUE oOuiero mpouecca "dopMupoBaHuE, BEACHUE M HUCIOJb30BaHUE
€IUHOTO peecTpa MPOU3BOAUTENEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOICTBO
KOTOPBIX NPU3HAHO COOTBETCTBYHOIIMM TpeboBanusim [IpaBun  Hamiexamen
MIPOU3BOJACTBEHHON MpakTuku EBpaszuiickoro sxoHomuueckoro corsa" (P.SS.15) (manee —
oO0ImMi mpoIecc) U MPUCOETUHEHUS HOBOTO yYaCTHHKA K OOIIEMYy IpoIeccy, a TakkKe
TpeOOBaHUA K OCYIIECTBISIEMOMY TIPU WX BBHIMIOJHEHUH HWHPOPMAIMOHHOMY
B3aMMO/CHCTBHIO.

III. OcHOBHEIE TOHATHSA



3. J_—[H}I ueﬂeﬁ HaCTOAIICTO Hopﬂzu(a HCIIOJB3YIOTCA IMOHATHA, KOTOPBIC O3HAYAIOT

() (1447011 STk
" TOKyMEHTBI, TPUMEHSIEMbIE NPU oOecrieueHnn GyHKIIMOHUPOBAHUSI MHTETPUPOBAHHOM
MHPOPMAIITMOHHON CHUCTEMBI" — TEXHUYECKHE, TEXHOJIOTUUYECKHE, METOJAUYECKUE U

OpraHM3allMOHHBIE JOKYMEHTHI, pa3pabaTeiBaeMble H yTBepxkaaeMbie EBpazuiickoi
PKOHOMUYECKOW KOMHUCCHEH B cooTBeTcTBUM ¢ TnyHKTOoM 30 IIpoTokona 00
WH()OPMAITMOHHO-KOMMYHHUKAITMOHHBIX TEXHOJIOTHSIX U HHPOPMAIIMOHHOM B3aUMOJICHCTBUU
B pamkax EBpasuiickoro skoHoMuuYeckoro cotoza (mpuisioxenue Ne 3 k JloroBopy o
EBpazuniickom s3xoHoMuuyeckoM Corose ot 29 mas 2014 roga);

"TEeXHOJIOTUYECKNE TOKYMEHTHI' — IOKYMEHTBI, BKJIIOUEHHBIE B TUIOBON NMEpPEUYCHb
TEXHOJIOTUYECKUX JOKYMEHTOB, PErIaMEHTHUPYIOIIUX HH(POPMALMOHHOE B3aHUMOJIEHCTBUE
IpU peanu3anuu OOIIero mporecca, npeaycMoTpeHHbld myHnktom 1 Pemenuss Komnerum
EBpasuiickoil s5koHOMUYecKOl Komuccuu ot 6 HosiOpst 2014 r. Ne 200.

WNuble noHsATHS, UCTIONB3yEMbIE B HacTodileM [lopsnke, IpUMEHSAIOTCA B 3HAYEHHUSIX,
omnpeaesieHHbIX B yHKTe 4 [lpaBmi nHGOPMAIIMOHHOTO B3aUMOJICUCTBUS TIPU peaTu3aliuu
CpeICTBaMH MHTETPHPOBAHHON MH(POPMAIIMOHHOM cucTeMbl EBpa3nuiicKOro SKOHOMHYECKOTO
coroza obuiero mnpoiecca "d®opMupoBaHue, BEACHUE U UCIIOJIB30BAHHE €IMHOTO pEecTpa
ITPOU3BOIUTENIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, POU3BOJACTBO KOTOPBIX ITPU3HAHO
COOTBETCTBYIOIIMM TpeboBaHusiM [lpaBun Hamyiexaiiei NPOU3BOACTBEHHOW MPAKTUKH
EBpa3uiickoro s5KOHOMHYECKOTO cOor03a", yTBepxkaeHHbIX Pemennem Konnernu EBpasuiickon
skoHoMuYeckor komuccuu ot 30 mas 2023 r. Ne 71 (manee — [IpaBuna nHbOpMAITMOHHOTO
B3aMMO/ICHCTBUS).

IV. YuacTauku B3auMoOOeCcTBUA

4. Pomm Y4aCTHHKOB BSaHMOHGﬁCTBHH IMIpru BBIIIOJIHCHUNW HWMH IIpoHcayp,

MpeayCMOTPEHHBIX HacTosAmuM [lopsnkom, npuBeaeHsl B Tadnuie 1.
Tabmuma 1

Pom y9acTHHKOB B3aUMOAEHCTBUA

V4YacTHHK, BBITOJHSIOMIHI

No i/t HaunmenoBanue Onucanue
poib
YIIOJIHOMOYEHHBIH OpraH
rocyjapcrsa — 4JjieHa
[Ipucoenuustomuiics BBINOJHSET mpouenypsl, EBpasuiickoro
1 YYaCTHUK oOmrero MpeIyCMOTPEHHBIE 9KOHOMHYECKOTO Coro3a (
rpoiecca HacrosmuM [Topsakom Jmanee COOTBETCTBEHHO —
YIIOJIHOMOYEHHBIN OpraH,
rOCyAapCTBO-UJIEH)
KOOPIUHUDPYET

BBITIOJTHEHHE TIPOIEAYD,
MPeayCMOTPEHHBIX
HacTosiuM  [lopsigkom,



5 AJIMHHHCTPATOp y4acTBYeT B TecTUpoBaHMH EBpasuiickas
UHPOPMAIHOHHOTO 9KOHOMMYECKAST KOMUCCHUS
B3aMMOJIEHCTBUS c (manee — Komuccus)
MIPUCOCAUHSIOIIUMCSI

YYaCTHUKOM  OOIIero

npotuecca

OCYIIECTBISACT
B3aHMMOJIEHCTBHE B
COOTBETCTBUH C
TCXHOJIOTNYCCKUMHU
IOKYMEHTAaMH M y4aCTBYET
VYyacTHHK obmrero Y M y
3 B TECTUPOBAHUU
npoiiecca
HHPOPMAIIHOHHOTO
B3aUMOJIEHCTBUS c

YIIOJIHOMOYEHHBIN OpraH,
Komuccus

MPUCOCIUHSIOIIUMCS
YYaCTHUKOM  OOIIero
npotuecca

V. Breaenue o6miero mporecca B AeicTBHe

5. C natsl Betymiienus B cuity Pemennst Komnnernn Komuccun ot 30 mast 2023 . Ne 71 "O
TEXHOJOTHUYECKUX JTOKYMEHTaX, PEerJaMEeHTUPYIOIUX HHGOPMAIIMOHHOE B3aWMOJICUCTBUE
MIpU peain3aIuu CpeJICTBAMU HHTETPUPOBAHHOM MH(GOPMAIIMOHHON crucTeMbl EBpasuiickoro
PKOHOMHUYECKOr0 coro3a obiiero mpouecca "dopMupoBaHue, BEAECHUE U HCIOJb30BAHUE
€MHOTO peecTpa MPOU3BOAUTENCH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOJICTBO
KOTOPBIX MPU3HAHO COOTBETCTBYyHOUIMM TpebOoBanusMm [lpaBun Hammexanien
MIPOU3BOJICTBEHHON MPAKTUKU EBpa3uiickoro 3KOHOMHUYECKOTO COr03a" TOCyapCTBA-UJICHbI
npu KoopanHanuu Komuccun nprcTynaroT K BBIIOJHEHHIO MTPOLEAYPHI BBEACHUS B ICMCTBUE
o011ero mporecca.

6. [lns BBeieHus B JielicTBUE 00IIIero mpolecca
rocyJapCcTBaMHU-4wICHAMH JOJKHBI OBITh BBIOJHEHBI HEOOXOIUMBIE MEPONPUATHS,
olnpeeeHHbIe MPOLEIypOl MPUCOEAUHEHUsT K O0IIeMy MpOLEeccy B COOTBETCTBUHU C
pazzenioMm VI Hacroswmero [opsaka.

7. Ha ocHOBaHMM pEKOMEHIAUN KOMHUCCHUH IO MPOBEACHHUIO MEXKTOCYAapCTBEHHBIX
UCIIBITAHUN MHTErPUPOBAHHON MH(DOPMAIIMOHHONW CUCTEMbI BHEIITHEN U B3aUMHOW TOPTOBIU
Konnerus Komuccnu npuHuMaeT pacnopsiKe€HUE O BBEACHUH B IEWCTBUE OOIIEro Npouecca.

8. OcHOBaHMEM ISl TPUHATHS PEKOMEHIAUHMU KOMHCCHUU IO MIPOBEICHUIO
MEXIOCYAapCTBEHHBIX UCIIBITAHUI MHTErPUPOBAHHON MH(OPMAIIMOHHON CHUCTEMbI BHEIIIHEN
¥ B3aMMHOW TOPTOBIM O TOTOBHOCTHU OOIIETO Ipollecca K BBEJACHUIO B JCHCTBUE MOTYT
SABIATHCS PE3YyJbTaThl TECTUPOBAHUS HWHPOPMAIIMOHHOTO B3aUMOJCUCTBUS MEXKITY
WH()OPMAIIMOHHBIMU CHCTEMAaMHU KaK MHHHUMYM JBYX TOCYJapCTB-UJICHOB MEXIy COOOH, a
TaKXe€ TECTUPOBaHUA HWH(POPMAIIMOHHOTO B3aUMOJACHCTBUS MEXAy HH(GOPMAUUMOHHOU
CHUCTEMOM OJHOTO U3 IOCYIAPCTB-YJICHOB
u Komuccun.



9. Ilocne BBeneHUs B AeicTBHE 00IIEro Mpolecca K HEMy MOTYT IPUCOEIUHATHCS HOBBIE
YYACTHUKHU MIyTEM BBIIOTHEHUS POLEAYPhl MPUCOEAMHEHHS K 001IEMY MPOLIECCY.

VI. Omucanue mponeayphl IPUCOSTHHEHHUS

10. s npucoennHeHust K oOLEeMy Npoueccy NpUCcOeANHSIIOIUMCS YYACTHUKOM OOIIET0O
mpoliecca JOJDKHBI OBITH BBIMOJHEHBI TPEOOBaHUS JTOKYMEHTOB, MPHUMEHSEMBIX MpH
obecnieyeHUn (GYHKIIMOHUPOBAHUS HHTETPUPOBAHHONW HHQPOPMAIMOHHOW CHUCTEMBI,
TEXHOJIOTHYECKHUX JJOKYMEHTOB, a TAKXe TpeOOBaHUs 3aKOHOIaTEIbCTBA FOCYJapCTBa-4JIeHa,
periaamMeHTUpyoye HHHOpPMaIMOHHOE B3aUMO/IEHCTBUE B paMKaX HAIlMOHAJIbHOI'O CErMEHTa
rocyJapcTBa-ujieHa.

11. BeinmosniHeHue nporeaypbl NPUCOEINHEHUST HOBOI'O YYaCTHUKA K 00IIeMy Mpoleccy
BKJIIOYAET B ceOs:

a) UHQOpPMUPOBAHUE TOCYAapCTBOM-uieHOM Komuccuu o mpucoeaMHEHHH HOBOTO
y4acTHHKA K 00111eMy Tpolieccy (C yKazaHueM YIOJIHOMOYEHHOI'0 OpraHa, OTBETCTBEHHOTO 32
oOecrieyeHue MH(HOPMALIMOHHOIO B3aUMO/ICHCTBUS B paMKax OOLIEro mpouecca);

0) BHECEHHWE B HOPMATHBHBIC IMPABOBbIE aKThl IrOCyJapCTBa-uJieHa N3MEHEHH,
HEO0OXOAUMBIX ISl BBINOJHEHHS] TPEOOBaHUM TEXHOJIOTMYECKUX JOKYMEHTOB (B T€UeHHUE 2
MECSILIEB C JaThl Hayaja BBIIOJIHEHUS IPOLELYPbl IPUCOEIUHEHUA);

B) pa3paboTKy (IopaboTKy) mpu HEOOXOIMMOCTH HH(POPMALMOHHON CHCTEMBI
MPUCOEIUHSIONIETOCs yYaCTHUKA 00Iero mnpoiecca (B TeueHue 4 MecsleB C JaThl Hayaja
BBITIOJTHEHUS MTPOLIETyPbl IPUCOETUHEHUS );

T') NOJKII0YeHHEe NHPOPMAITMOHHON CUCTEMBI MPUCOEAUHSAIOMIET0CS YYaCTHUKA OOIIETro
polecca K HAallMOHAIBHOMY CETMEHTY IOCYyAapCTBa-4yJI€HA, €CIU TaKOe MOAKIIOYEHUE HE
OBLJIO OCYILECTBIIEHO paHee (B TeueHue 6 MecsLEeB ¢ 1aThl Hayaja BBIMOJIHEHUS MPOLETYpPbI
MIPUCOEIUHEHNS);

1) TIOJIy4eHHE TPUCOETUHSAIOMIMMCS YYACTHUKOM OOILEro MpoLecca pacpoCTPaHIeMbIX
aIMUHUCTPATOPOM CIIPAaBOYHHUKOB M KJacCU(UKATOPOB, yKa3zaHHbIX B I[IpaBuiax
MH(OPMAIMOHHOTO B3aUMOJECHCTBUS;

€) mepeaaya MPUCOSAUHSIONMMCS YYaCTHUKOM OOIIero mpouecca o(hOpMICHHBIX B
cooTBeTcTBUM ¢ OnucanueM GopMaToB U CTPYKTYP SJIEKTPOHHBIX TOKYMEHTOB U CBEJCHUH,
MCIIOJIB3YEMBIX JUISl peAJIM3alMK CPEICTBAMH MHTETPUPOBAHHOW HH(POPMALIMOHHON CUCTEMBI
EBpasuiickoro 3K0OHOMHYECKOTro coro3a oOmiero mporecca "d@opMHUpOBaHHUE, BEIACHUE U
MCII0JIb30BAHUE €IMHOTO PEECTpa MPOU3BOJIUTENEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENICTB,
IPOU3BOJICTBO KOTOPBIX MPU3HAHO COOTBETCTBYIOMIMM TpeboBaHusM [IpaBun Hamnexaien
MPOU3BOJICTBEHHOW MpPAaKTUKU EBpazuiicKOro 3KOHOMHYECKOTO CO103a", YTBEPKICHHBIM
Pemienuem Komnerun EBpasuiickoil skoHomuyeckoit komuccun oT 30 mast 2023 r. Ne 71,
CBEJCHUU U3 HAIMOHAJIBHOTO HWH(POPMAIMOHHOTO pecypca aJAMUHUCTPATOPY IS
IIEPBOHAYAIBHOI'O BKJIIOYEHHUS B €IWHBIA pEECTp HNPOU3BOJMUTENEH BETEPUHAPHBIX
JEKapCTBEHHBIX CPENCTB, MPOU3BOACTBO KOTOPBIX MPHU3HAHO COOTBETCTBYIOIIUM



TpeboBanusm [IpaBun Hammexamed NTPOU3BOJACTBEHHON mpakThku EBpasuiickoro
PKOHOMHUYECKOI0 COI03a, U onyOiaukoBaHus Ha uHdopmarmoHHoMm moptaie Coroza (B
TeueHue 9 MecsIIeB ¢ JaThl Ha4aJla BHIMOJHEHHS IPOLIEAYPhI IPUCOECTUHEHMUS );

) TECTUpPOBaHUE MH(POPMAIMOHHOTO B3aUMOJCUCTBUS MEXKAYy UHGOPMAIIMOHHBIMU
CHUCTEMaMH TMPUCOSTUHSIONINXCS YYACTHUKOB OOIIEro Mmporecca W yYaCTHUKOB OOIIETO
npolecca, a Takke Mexay HHOOPMAIMOHHBIMUA CUCTEMaMHU MPUCOESAUHSIIONIUXCS] YYACTHUKOB
oO1Iero mpouecca ¥ aJMUHUCTPATOpa Ha COOTBETCTBHE TPEOOBAHUSAM TEXHOJIOTHYECKHUX
JIOKYMEHTOB (B TeueHHue 9 MecsIIeB ¢ AaThl Havyalsla BBITIOJIHEHUS POIIEAYPhI IPUCOCTUHEHMUS )
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