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O TeXHONOrHIECKNX AOKYMEHTaX, PEriIaMeHTHPYIOIMMX HH(POPMAMOHHOE B3aHMOICHCTBHE
IIPY peali3alliy CPeICTBAMY HHTETPHPOBaHHOM HHPOPMAIMOHHOH crucTeMBl EBpasmiickoro
SKOHOMHMYECKOTO COI03a o0mero mponecca "®opMupoBanue, BeieHUe U HCIOIb30BaHUE
€AMHOT0 peecTpa MPOU3BOAXTENICH BETEpAHAPHBIX JIEKApCTBEHHBIX CPEACTB, IPOH3BOJICTBO
KOTOPHIX IIPH3HAHO COOTBETCTBYIOMMM TpeOoBanmsaM [Ipasun Hagnexkameit
IIPOM3BOJCTBCHHOM IIPaKTHKA EBpa3suiicKOro SkKOHOMHIECKOr0 CO03a"

Pemienue Komnerun EBpaszuiickoii axonoMmuueckoi 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 Komnernn Eppasuiickoit
SKOHOMHUYECKOH KOMUCCUHU
ot 30 mas 2023 1. Ne 71
(B pemakumu Pemenns Komnernn

EBpazuiickoil 3KOHOMHUYECKOW KOMUCCUU
ot 10 mapta 2026 r. Ne 28)

IIpaBuna

AHGOPMAIMOHHOT'0 B3aNMOJEHCTBHSA IIPH peaTA3alliy CPeICTBAMA WHTETPHPOBAHHON
AHPOPMAIHOHHOM cucTeMBI EBpasuiickoro SKOHOMHIECKOTro CO03a odmiero mpomecca "
®opMupOBaHHE, BEACHAE U UCIIONH30BaHIE €MHOTO PEECTPa IPOU3BOUTENCH BETEpUHAPHEIX
JIEKapCTBEHHBIX CPEJCTB, MPOU3BOJCTBO KOTOPHIX IPA3HAHO COOTBETCTBYIOMMM TPeOOBaHAAM
IIpaBun HagIexameii MpOM3BOACTBEHHOM MPaKTUKA EBpa3suiicKOro SkOHOMHIECKOro coro3a"

Cnocka. IIpaBuna - B penakuuu pemenus Komnernn EBpasuiickoil S3KOHOMHUYECKOU
komuccuu ot 10.03.2026 Ne 28 (BcTymaer B cuiny no uctedyeHuu 30 KajgeHJIapHBIX JHEH ¢
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

I. O0mue mosoxeHus

1. Hacrtosmue IIpaBuna pa3paboTaHbl B COOTBETCTBUU CO CIEAYIOIIUMU
MEKIYHApOAHBIMH JIOTOBOPAMU UM AaKTaMH, COCTaBJISIONIMMHU mpaBo EBpasuiickoro
AKOHOMHYECKOTO coro3a (janee — Coro3):

HoroBop o EBpasuiickom skoHOMUYECKOM coro3¢e oT 29 mas 2014 rona;

Pemenue CoBera EBpa3zuiickoil 3koHOMUYECKON Komuccuu OT 3 HOs0pst 2016 r. Ne 77 "
O6 ytBepxknaenuu [IpaBun Hammexameil TPOU3BOIACTBEHHOW MPAKTHUKU EBpazuiickoro
SKOHOMHUYECKOTO cOoro3a';



Pemennie CoBera EBpa3zuniickoi skoHoMHuueckoit komuccuu ot 21 siuBapst 2022 . Ne 1 "O
[IpaBunax peryinupoBaHusi OoOpalleHUs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA
TaMOKEHHOU TeppuTopuu EBpa3zuiickoro 3K0HOMUYECKOro coro3a" (B penakuuu Pemienus
Coseta EBpa3zuiickoit skoHOMHUUecKkoi komuccuu ot 22 amnpeist 2024 r. Ne 36);

Pemenne Coera EBpasuiickoil 3xoHOMUYECKON Komuccuu ot 23 ceHTaops 2022 r. Ne
140 "O IlpaBunax peryiaupoBaHus OOpallleHHs] TUarHOCTUYECKUX CPEJICTB BETEPUHAPHOTO
Ha3HA4YEHUS HA TAMOKEHHOU TEpPUTOpHUM EBpa3niiCKOro 3JKOHOMHUYECKOIO COr03a'";

Pemenue Coera EBpasuiickoil sxoHoMuueckoi komuccuu oT 12 nexadbps 2023 r. Ne 150
"O IlpaBwiax peryaupoBaHus OOpallleHUs Ne3MHPUIHUPYIOUIUX, IE€3UHCEKIIMOHHBIX U
JI€3aKapU3alMOHHBIX CPEJICTB BETEPUHAPHOI'O HA3HAYEHUS HA TAMOYKEHHOW TEPPUTOPUU
EBpa3uiickoro 3k0HOMHUYECKOro cor3a';

Pemenne Komnerun EBpazuiickoit skoHOMUYecKkoil komuccuu ot 6 Hosiopst 2014 r. Ne 200
"O TEeXHOJIOTMYECKUX JOKYMEHTAaX, PErilaMeHTUPYIOUUX HH(OPMAIIMOHHOE B3aUMOJICHCTBUE
IIpU peanu3aluu CpelcTBaMU MHTErPUPOBAHHOW MH()POPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBJIM OOIIMX MPOIIECCOB";

Pemenne Komnernn EBpasuiickoit 3xoHOMUYecKo koMuccuu oT 27 ssHBaps 2015 r. Ne 5
"O6 ytBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHA JaHHBIMHM B HWHTETPUPOBAHHOUN
MH(OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiun';

Pemenne Komnerun EBpazuiickoit skoHoMuueckoil komuccuu ot 14 anpenst 2015 r. Ne 29
"O nepedHe 00IIKX MPOLIECCOB B paMKax EBpa3uiickoro 3KOHOMUYECKOTO COI03a U BHECEHUU
n3meHenus B Pemenne Komnernn EBpasuiickoll SKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132"

Pemenne Kosernm EBpaszniickoit skoHOMUYeCKOM Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMK, TAPMOHU3ALUNA U OMNHUCAHUS OOLIMX MPOLECCOB B
paMKax EBpa3uiicKoro 5JKOHOMHUYECKOIO COr03a'";

Pemenue Konmnernu EBpasuiickoit axoHOMHYecKoit komuccuu ot 28 ceHTs1ops 2015 1. No
125 "OO6 ytBepxaenuu I[lonoxxkeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMH IpU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3uniickoro 3KOHOMHUYECKOT'0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMHUYECKOM
KOMHCCHEn".

II. O6nacTe npUMEHEHUS

2. Hacrosiuue IlpaBuna pa3paboTaHbl B LENSX ONPEAETICHUS MOPANKA U YCIOBUH
MHPOPMAIIMOHHOTO B3aMMOJIEHCTBUA MEXJy YdYacTHUKaMu oOmero mnpomecca "
dopmupoBaHue, BEICHHUE W WCIOJIB30BAHUE EIMHOTO pEecTpa IMPOU3BOJAUTEICH
BETEPUHAPHBIX  JIEKAPCTBEHHBIX CPEJACTB, TMPOU3BOJCTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [IpaBui HamIexamed MPOU3BOACTBCHHOW MPAKTUKH
EBpa3uiickoro sKOHOMHYECKOTo coro3a" (manee — oOmmMi mporiecc), BKIOYas OMHCAaHUE

Mpoucayp, BbIIIOJHACMBIX B paMKaXx 3TOI'O O6HICFO Imponcecca.



3. Hacrosimue [IpaBuiia mpuMeHsIOTCS y4aCTHUKaMH OOIIIETo Ipoliecca Mpu KOHTPOoJIe 3a
MTOPSITKOM BBITIOJTHEHHS TIPOIICAYP U ONEpaIiuii B paMKax OOIIEro Mmporecca, a Takxke MpH
MPOCKTUPOBAHKH, pa3paboTKe U JO0pabOTKe KOMIOHEHTOB HWH(MOPMAIIMOHHBIX CHCTEM,
00€eCTIeUNBAOIINX PEATH3AIHIO 00IIEro Mmpolecca.

III. OcHOBHEIE TOHATHSA

4. g ueneit Hactosmux [IpaBuin MCHONB3yHOTCS MOHATHUSA, KOTOPBIE O3HAYAIOT
() (1447011 STk
"eIUHBIA peecTp MPOU3BOJMUTENICH TOBAPOB BETEPUHAPHOTO Ha3HAUYeHHS" — OOIIUiA
MH(POPMALIMOHHBIA pecypc, COAEpKaIIUi CBEJCHHUS O HAXOMSIIUXCA HAa TEPPUTOPUIX
rocyJapcTB — 4JICHOB EBpa3uilckOro »KOHOMHYECKOrO COI03a U TPEThUX CTpaH
MIPOM3BOIUTEIISIX TOBAPOB BETEPUHAPHOIO HA3HAYCHUS, POU3BOICTBO U MPOU3BOJACTBEHHbBIC
MJIOMAJKA KOTOPBIX MO HTOraMm (apMareBTUYECKOW WHCIEKIUN TMPU3HAHBI
COOTBETCTBYIOIIUMH TpeboBanusM [lpaBun Hamsexaieid NpPOU3BOJACTBEHHON MPAKTHKU
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a (Janee COOTBETCTBEHHO — PEECTp MPOU3BOJUTENEH,
roCyJ1apCTBO-YJIEH);
"HaMOHANbHBIA MH()OPMALMOHHBINA pecypc” — HaAlMOHAIbHBIA HH()OPMAIMOHHBINA peECypC
, COJepXKalluid CBEIECHUS O IMPOU3BOJMUTEISAX TOBAPOB BETEPUHAPHOI'O HA3ZHAYCHMS,
MPOU3BOJCTBO W TMPOU3BOJACTBEHHBIE IUIOMIAJKH KOTOPBIX COOTBETCTBYIOT TpeOOBaHUSIM
[IpaBun HaexKaIe mpou3BOACTBEHHOM MpakTUKK Co103a;
"ToBap BeTepuHapHoro HazHadeHus, TBH" — o0bekT 0611ero nporecca, onpeaeisieMblit
KaK BETEpUHAPHBIN JICKAPCTBEHHBIN ITpenapaT, KopMoBasi 100aBKa, a Tak:Ke HE BCTyMarolee
B HEIMOCPEJCTBEHHBIM KOHTAKT C XUBOTHBIMU JUArHOCTUYECKOE, Ne3MH(UIINPYIOIIEe,
JNE3UHCEKIIMOHHOE WJIN JI€3aKapU3alMOHHOE CPEICTBO BETEPUHAPHOTO HA3HAYECHHS,.
[TonsiTusa "rpynma mporeayp ooOuiero mnpoiecca”, "uHGOPMaAIMOHHBIN 00BEKT 00IIeTO
nporiecca”, "ucnoaHuTeNs", "oneparus oduero mpoiecca”, "mpoieaypa ooduiero mpoiecca'
1 "y4acTHHUK 00IIero mpoiecca”, Hcroiib3yemblie B HacTosux [IpaBuiax, mpuMeHSIOTCS B
3HAYCHUSX, ONPEICICHHBIX MeToIMKOM aHaln3a, ONTUMU3AIMY, TAPMOHHU3AIUN U ONKCAHUs
OoO0IIMX MPOILIECCOB B paMkax EBpa3zuilckoro 3KOHOMHUYECKOTO COI03a, YTBEPKIACHHOU
Pemenuem Komnernu EBpasuiickoit s3koHOMUYeckoil komuccuu ot 9 uronst 2015 r. Ne 63.

IV. OcHOBHEBIE CBereHmA 06 06meM nmponecce

5. Tlonnoe HammeHoBaHue o0Omiero mpoiecca: "®opMupoBaHHE, BEJICHUE H
WCITOJIb30BAHUE €TMHOTO PEECTpa MPOU3BOAUTENIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPE/ICTB,
MIPOU3BOJICTBO KOTOPBIX MPU3HAHO COOTBETCTBYIOMMM TpeOoBaHusaM [IpaBun Hammexamiei
ITPOU3BOICTBEHHOM NTPAaKTUKN EBpa3suiickoro 3KOHOMHUYECKOT0 COro3a’.

6. KomoBoe o603nauenue obmiero mporecca: P.SS.15, sepcus 2.0.0.

1. Lexs u 3agauu o0mero mporecca



7. Lensto oOmiero mporecca sABasieTcss o0ecrneyeHne eIMHOTr0 yueTa Iponu3BOIuTENeH
TOBAPOB BETEPUHAPHOTO HA3HAYEHHUSI, IPOU3BOJCTBO KOTOPHIX MIPU3HAHO COOTBETCTBYIOIIUM
TpeboBaHusaM IlpaBun Hajgnexaneid npous3BoJACcTBEHHOW mpakTuku Coro3a (nmanee
COOTBETCTBEHHO — MPOU3BOAUTEND, [IpaBuia Hajiexaied TpakTUKU) U MPEeI0CTaBICHUS
3aMHTEPECOBAHHBIM JIMLIAM CBEIEHUN U3 PEECTPA MPOU3BOAUTENCH.

8. J1is1 mocTrkeHus ey oOLIero npoiecca HeoOX0JUMO PEIINTh CIIEAYONINE 3aauu:

a) obecnieuuTh cozganue, popmupoBaHue U BejaeHUe B EBpa3uiickoii SKOHOMUYECKOMN
komuccun (nanee — KoMuccusl) MOJHOIO M aKTYaJIbHOIO pEECcTpa MPOU3BOAMUTENEH Ha
OCHOBaHUU CBEJICHUM, MOJYYAaE€MbIX OT YIOJIHOMOYEHHBIX OPraHOB TOCYJAapCTB-UJICHOB (
Jajiee — yIoJTHOMOYEHHbIE OpPraHbl);

0) obecrnieunTh MPEOCTaBICHUE YIIOJHOMOUYEHHBIM OpraHaM IO 3aMpocy CBEJCHUN U3
peecTpa NpOU3BOAUTENEH;

B) o0OecrneuuTh B3aMMHOE YBEJOMJICHHE YIOJHOMOYEHHBIX OPTraHOB O Bblaaue (
M3MEHEHUH CTaTyca) cepTU(UKATa MOATBEPKICHUS COOTBETCTBUS MPOU3BOIUTENSIM TOBApPOB
BETEPUHAPHOTO HA3HAYEHMS, YbE MPOU3ZBOJACTBO MO HUTOraM IPOBEIECHHOU
(dapMalleBTUUECKONM HMHCIEKIUU COOTBETCTBYeT TpebOoBanusiM I[lpaBun Hajgnexamnien
MPaKTUKH (nanee — cepTudukar);

r) 00ecneyuTh 3aMHTEPECOBAHHBIM JIUIIAM BO3MOXHOCThH MOJIYYEHHUS aKTyallbHOU U
JIOCTOBEpHON uH(OpManuM, coAepKallelcsi B peecTpe MPOU3BOJAUTEINCH, CpeacTBaMu
nHpopManmonHoro noprana Coroza.

2. YuacTHHEKH 00IIero mpomecca

9. [lepedenb y4yaCTHUKOB 0OIIEro Mpoiiecca npuBeieH B Taduuiie 1.

Tabmuma 1
HepequL Y49aCTHHKOB OGIEICI‘O mmpomecca
KonoBoe o603Hauenme Haumenosanue Onucanue
1 2 3
opran  Cor3za, KOTOpPHIH

OCyIIecTBIAEeT (HOPMHUPOBAHHUE U
BEJICHUE peecTpa MPOU3BOAMTENEH,
MPEAOCTAaBICHUE CBEIEHUM U3
peecTpa TpPOMU3BOAMTENEH IO
3ampocy, a TaKXke ITyOJUKaluio
CBEICHNH O MPOU3BOAWUTENAX Ha
nHpopMannoHHOM mopTaiie Coro3a

P.ACT.001 Komuccus

YIIOJIHOMOYEHHBIN OpraH, KOTOPBIH
OCYLIECTBIISIET MPEJCTABICHUE B
KoMuccurw  cBemeHMH — Oisa
(hopMupOBaHUS U BEIEHUS peecTpa
MPOU3BOJUTENEH; IOJNyYEeHUE 10
P.SS.15.ACT.001 YIOJIHOMOYEHHBINA Opra’ 3ampocy CBEJEHUH U3 peecTpa



MIPOM3BOANTENCH; NPE/ICTABICHUE B
YBEIOMIISIEMBIN  YIIOTHOMOYCHHBIH
opraH cBedeHHH o BbeHaue (
M3MEHEeHHH CTaTyca) cepTuuKaTa

YIOJIHOMOYEHHBIH opraH
rocyaapcTBa-4wieHa, KOTOPBIH
OCYIIECTBISIET BeJCHHE
YBEIOMIISIEMBIH yTIOJTHOMOYEHHBIH  HAIMOHAIBHOTO WH()OPMAIMOHHOTO
opraH pecypca; HoIydaeT yBEIOMICHHE OT
YHOJHOMOYEHHOTO oprasa
rocyjapcTBa-wieHa O Bblgaue (
M3MEHEHHH CcTaTyca) cepTuduKaTa

P.SS.15.ACT.002

(hu3MdecKoe WM IOPHINYECKOe
JUI0, a TaKXe TMpeJCTaBUTEIN
OpraHoB roCy/1apCTBEHHOH BJACTH,
HUCHOJIB3yIOIIUE B  CBOell

P.SS.15.ACT.003 3aMHTEPECOBAHHOE JIULO JIeATENbHOCTU CBEIECHUS U3 peecTpa
MPOU3BOIUTENCH, KOTOpBIC
3aMpaliMBalOT W IOJYYaroT
CBeIIcHUA Ha HMH()OPMALMOHHOM
nopraie Corosa

3. CtpyxTypa obmero mpomecca

10. OGuuit mporiecc MpeacTaBiIsieT cO00N COBOKYIMHOCTh MPOIEAYP, CrPYIIUPOBAHHBIX
110 CBOEMY Ha3HAYECHHUIO:
a) mporeaypsl GOopMUPOBAHUS U BEACHUS peecTpa MPOU3BOIUTENEH;

0) mporeayphl MOJYyYEHUs CBEACHHUN U3 peecTpa MPOU3BOJAUTENICH IO 3ampocy
YIIOJJTHOMOYEHHBIX OPTaHOB;

B) IIPOLIEYPHI YBEIOMJICHHS YIIOJTHOMOYEHHBIX OPTaHOB.

11. ITpu BhIMONHEHWU MpolLEAYyp OOIIETO Mpoiecca YHOJTHOMOUYEHHBIE OpraHbl
obOecrieunBaroT (GOPMUPOBAHUE U BEJECHHUE HAIMOHAIBHBIX MH(GOPMAIMOHHBIX PECYPCOB,
COJEpKAIUX CBEACHUS O MPOU3BOJUTEIISIX TOBAPOB BETEPUHAPHOTO HA3ZHAYEHUS H
OCYLIECTBJISIIOT mpenacTtaBieHrue B KoMuCCUIO CBEACHUM O IPOU3BOAUTENSAX TOBApPOB
BETEPUHAPHOTO Ha3Ha4YeHHs JJis1 (OPMHUPOBAHUS pPeecTpa MPOU3BOAUTENICH, a TaKkKe
UH()OPMUPYIOT APYT Apyra o Bbimade (M3MEHEHUU CTaTyca) cepTu(uKaTra MmpOU3BOIUTEIIO
TOBApOB BETEPUHAPHOIO0 HA3HAYEHHUS, KOTOPbIE COOTBETCTBYIOT TpeOoBaHusiM [lpaBui
HaJJIe)KAlIed npakTuku. Komuccus Ha OCHOBE MOJIy4a€MbIX CBEICHUN OT YITOJHOMOYEHHBIX
OpPraHoB OCYIIECTBISET (QOpPMUPOBAHME U BEJCHHE peecTpa MPOU3BOJAUTENCH U
ONyOJIMKOBAHHE AaKTYaJbHBIX CBEJCHUM O MPOU3BOJUTENSX TOBAPOB BETEPUHAPHOIO
Ha3Ha4YeHUs Ha WHpopMaroHHOM mopraje Cor3a, a Takke MPEJOCTABISIET MO 3ampocam
YIIOJJHOMOUYEHHBIX OpPraHOB CBEJCHUS O NPOU3BOAUTENSAX TOBAPOB BETECPUHAPHOTO
Ha3HA4YeHHUs U3 peectpa mpousBoauTeneit. [Ipu GpopmupoBanum peectpa MpoOU3BOIUTEIEH
BBITIOJTHSIOTCS CIIEAYIOIIUE TTPOIIEAYPHI 00IIEro mpoliecca, BKIFYEHHBIE B TPYIITY MPOIETYP
(hOopMHPOBaHUS U BEICHUS PEECTPA MPONU3BOTUTEICH:



BKJIFOUCHHUE CBEJICHUN B PEECTP MPOU3BOUTEIICH;

U3MEHEHUE CBEJCHUN B peecTpe MPOU3BOIUTEIICH.

[Ipu npenocTaBieHUH CBEICHHI MO 3apOCaM YIIOJIHOMOYEHHBIX OPraHOB BBIOIHSAIOTCS
CeAyIoIIMe MPOIeayphbl 00IIEero Mmpolecca, BKIIOUCHHBIC B TPYIITY MPOUEAYP MOTYyUCHUS
CBEJICHHI U3 peecTpa MPOU3BOIUTENEH 0 3aMPOCy YIOTHOMOYEHHBIX OPTaHOB:

noJiy4eHre MHPpOpMallUU O 1aTe U BpeMEHU OOHOBJICHUS PeecTpa MPOU3BOAUTEIICH;

MOJy4YEHUE CBEJACHHUI U3 peecTpa MPOU3BOAUTENICH;

MOJIyYEHUE U3MEHEHHBIX CBEICHUI U3 peecTpa MPOU3BOIUTEIECH.

[Ipu yBe1OMIJICHUN YIIOJTHOMOYEHHBIX OPTaHOB BBHITIOIHSAETCS CIEAYyIOIasi mpoieaypa
o011ero mpoiiecca, BKJIOUYEHHAs B TPYINY HPOUEAYP YBEAOMIIEHHUS YHNOJTHOMOYEHHBIX
OpPraHoB:

YBEJIOMJICHHE YTIOJTHOMOUYEHHOTO OpraHa o Bbljjaue (M3MEHEHUH cTaryca) cepTudukara.

12. IlpuBeeHHOE OMMCAaHUE CTPYKTYPbI OOIIEro Mpoliecca MPeACTaBICHO Ha pUCYHKe 1.

(PSS.15 PGR _001)
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Puc. 1. Ctpyktypa o6mero mpomecca
13. [lopstoK BBIOJIHEHUS HPOLEAYyp OOLIETo mpolecca, CrpyIupOBAHHBIX IO CBOEMY
HAa3HAYECHUIO, BKIIOYas JETAIU3UPOBAHHOE OINKMCAHUE Oomlepalui, npuseneH B pasaene VIII
Hactossux [IpaBuo.



14. Jlns xaxo# rpymniibl npouexyp NpUBOIUTCS 00IIast cxema, IEMOHCTPUPYIOLIas CBS3U
MEXJly MpoleaypaMHu OOIIEero mpolecca M MOpsAJ0K UX BhimojiHeHUsA. OOmas cxema
MpoIIeTyp OCTPOEHA ¢ MCToNb30BaHueM rpadudeckoit Hotaruu UML (yHUPUITUPOBaHHBIN
a3k MosienupoBanus — Unified Modeling Language) u cHaGkeHa TEKCTOBBIM OITMCAHUEM.

4. I'pymma nponeayp ¢opMupoBaHHS U BEICHAA peecTpa IPOU3BOUTENEH

15. Brimonuenune mporueayp (GpopMupoBaHUsi U BEACHUS peecTpa MPOU3BOIUTEINCH
HAYMHAETCS] ¢ MOMEHTA MPUHATHUS YIIOJTHOMOYEHHBIM OPTraHOM IrOCyAapCTBa-WICHA PEIICHUS
0 BbIJaue cepTUdUKaTa MPOU3BOIUTEIIO TOBAPOB BETEPUHAPHOTO HAa3HAYEHUS JHUOO O
MPEKpaIIeHUH WM IPUOCTAHOBIIEHUH JEHCTBUS cepTU(UKaTa M0 UToraMm (papMareBTUIEeCKOM
MHCTIEKIUU.

[Tpu BbImoONHEHUM Tpolueayp GOpMUPOBAHUS U BEACHUS peecTpa MPOU3BOIUTENEH
YIIOJTHOMOYCHHBIM opraH ¢opmMupyeT W mnpeacTtaBisieT B KoMHCCHIO CBEICHHUS O
OPOU3BOAUTENSAX TOBAPOB BETEPUHAPHOTO HA3HAYEHMS [JI1 BKJIIOUYECHUS WM H3MEHEHHS
CBEIEHUM B peecTpe npousBoaurteneil. IlpeacraBieHne yKa3aHHBIX CBEICHUU
OCYILECTBIISIETCS. B COOTBETCTBUMU € PernameHTOM MHMOPMAIMOHHOTO B3aMMOJIEUCTBUSA
MEKy YIOJHOMOYEHHBIMU OPTaHAMU T'OCYJaPCTB — WIEHOB EBPa3HiCKOro 3KOHOMUYECKOTO
coro3a M EBpa3uiiCKOM HSKOHOMHUYECKOW KOMHUCCHEW IpU pealiu3aluu CpeaACcTBaMu
MHTETPUPOBAaHHON HHGPOPMAMOHHON cHucTeMbl EBpa3suiicKOro 3KOHOMHUYECKOrO CO03a
obOmero mpouecca "dopMupoBaHHe, BEJEHHE M UCIOJIb30BAHUE EIUHOIO peecTpa
IPOU3BOJUTENIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TPOU3BOJICTBO KOTOPHIX IPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Hajaimexaiied NpOU3BOACTBEHHOM MNPAKTUKU
EBpaszuiickoro skoHomMmuueckoro corosa'", yreepxaeHHbIM Pemienuem Komneruu EBpazuiickoit
skoHOMHUYecKkoil komuccuu oT 30 mast 2023 r. Ne 71 (nanee — PernmameHT MHGOPMAIIMOHHOTO
B3aUMOJICHCTBHS MEXY YIIOJTHOMOUYEHHBIMU opraHaMu 1 Komuccueil).

dopmar u CTpyKTypa MPEACTABIIIEMBIX CBEEHUN JOJKHBI COOTBETCTBOBATh ONMCAaHUIO
GbopMaTOB M CTPYKTYp DJICKTPOHHBIX JOKYMEHTOB W CBEJCHUM, HCIOIb3YEMBIX IS
peanu3anuy CpeCcTBaMU MHTETPUPOBAHHON HHQPOpMAIMOHHOW cucTtembl EBpaszuiickoro
PKOHOMHYECKOT0 COr03a obmero nporecca "®opMupoBaHue, BEJCHUE U HCIOJIB30BaHUE
€IUHOTO peecTpa MPOU3BOJUTENECH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOJCTBO
KOTOPBIX MPU3HAHO COOTBETCTBYHOIIMM TpeOoBanusMm [lpaBun  Hammexanien
pOU3BOCTBEHHOM MpakTuku Coro3za", yreepxkaenHomy Pemennem Komnernn EBpasuiickoi
skoHOoMHueckoi komuccun ot 30 mas 2023 r. Ne 71 (manee — Onucanue GpopmaToB U
CTPYKTYP SJEKTPOHHBIX TOKYMEHTOB U CBEJICHHUIN).

[Ipu nmpencraBieHUM YHNOJIHOMOYEHHBIM OpraHoM B Komuccuio cBeneHui o
MPOU3BOJUTENE TOBAPOB BETEPUHAPHOIO HA3HAYCHHUS JUIS BKIIOYEHUS B PEECTpP
NPOU3BOJAUTEIICH BBIMOJHAETCS IMpoueaypa '"BkiIoyeHue CBEAEHUH B peecTp
npousBoauteneit” (P.SS.15.PRC.001).



[Ipn mpexncraBieHUH YNOJHOMOYEHHBIM opraHomM B Komuccuro cBeneHuit o
MIPOM3BOAUTENE TOBAPOB BETEPUHAPHOTO HA3HAUECHUS JJISI BHECEHHS M3MEHEHUU B PEECTP
MPOU3BOJUTENCH BBINOJHSAETCA Tmpoueaypa "H3MeHeHue cBeAeHHH B peecTpe
npousBoautenei" (P.SS.15.PRC.002).

16. [IpuBenenHoe omucaHue TPYIIIBI mpoueayp GOpMUpPOBAHUS U BEICHUS peecTpa
IPOU3BOJUTENIEH TPEACTABICHO HA PUCYHKE 2.

Y L L
o (P_ACT 001)

L
(P SS.15 ACT 001)

Hasenerme caenenmaii B

PEECTE ITNEETRONHTENEE
(PSS_15PRC.002)

Puc. 2. O6mas cxema rpynmel mponeayp GopMHpOBaHHSA U BEACHHUSI peecTpa
IIPOU3BOIUTENICH
17. Ilepeuens mpoueayp oOIIero mpoliecca, BXOMSAIMIUX B TPYIIY IPOLEAYP

(I)OpMI/IpOBaHI/I}I M BCIACHHU pEeCTpa HpOHSBOHHTeHCﬁ, IIPUBCIICH B Ta6JII/II_I€ 2.
Tabmuma 2

ITepegens nponexyp odmero mpomecca, BXOIAIIX B TPyIITy mponexyp GopMAPOBaHHS U BEACHUL
peecTpa IpOU3BOAUTENEH

KonoBoe 0603Hauenue HanmeHnoBanue Omnucanue
1 2 3

npolueaypa IpeaHa3HayeHa Jist
MIPEACTABICHUS YIOJIHOMOUYEHHBIM
opranom B Komuccuio cBeneHuid o
MPOU3BOIUTEIE TOBapoB
BETEPUHAPHOTO HAa3HAYCHMS, IS
BKJIIOUEHHSI CBEJEHUN B peecTp
MNPOU3BOAUTENEN 5 ux
OnyOJIMKOBaHUS Ha
nHpopMannoHHOM TopTaiie Coro3a

BKJIFOUEHHE CBEJEHUM B peecTp

P.SS.15.PRC.001 N
MIPOU3BOANTECH

mpoluenypa IpenHa3HaueHa i
MPEACTABICHUS YIOJIHOMOUYEHHBIM
opranoMm B KoMuccrio u3aMeHEHHBIX



CBGI[CHI/Iﬁ O MMPOU3BOAUTEIIC TOBAPOB
BCTCPUHAPHOT'O HA3HAYCHUSA I

P.SS.15.PRC.002 HU3MCHCHHC CBC\’IleHPII;’I B peecTpe
IIPOU3BOAUTEIIEN

OOHOBJICHHSI CBEICHUII B peecTpe
NPOU3BOAUTENEH U OITyOIMKOBaHU
OOHOBJICHHBIX CBEJEHUM Ha

nHpopmannonHom nopraie Coroza

5. I'pyrma nponeayp noiry9eHHs CBEACHHUH U3 peecTpa IPOM3BOAUTEIICH IO 3aIIpOCy
YIIOJTHOMOYEHHBIX OpPraHOB

18. IIpouenypsl MoJiydeHUs] CBEACHUN U3 peecTpa MPOU3BOAUTENEH IO 3ampoCy
YIOJIHOMOYEHHBIX OPTaHOB BBITOJIHSIOTCSA IPH ModydyeHnn KoMuccuen cOOTBETCTBYOLIETO
3amnpoca OT yHOJHOMOYEHHBIX OpPTraHOB.

[IpeacraBieHne yka3aHHBIX CBEIEHUI OCYIIECTBIISIETCS B COOTBETCTBHM ¢ PernameHTom
MH(OPMAIMOHHOTO B3aUMOJICUCTBUSI MEXKY YIOJIHOMOUYEHHBIMU opraHamMu u Komuccuei.
dopMar U CTPYKTypa MPEACTABIAEMbIX CBEICHHH JOJKHBI COOTBETCTBOBATh ONHMCaHUIO
(opMaTOB U CTPYKTYP NEKTPOHHBIX TOKYMEHTOB U CBEJICHUH.

B paMkax BBINOJIHEHUS MPOLEAYpP MOJYyUYEeHHs CBEIEHUHN U3 peecTpa NPOU3BOAUTEINEH 110
3aMpocy YMOJHOMOYEHHBIX OpraHOB 00padaThIBAIOTCS CIEAYIONIME BHJbI 3alpPOCOB,
MOCTYIAIOIIKNE OT YIIOTHOMOYEHHBIX OPraHOB:

3anpoc nH(pOpPMaLIMKU O JaTe U BPEMEHH OOHOBJICHHSI peecTpa MPOU3BOAUTENICH;

3amnpoc CBEJAEHUN U3 peecTpa MPOU3BOAUTEIICH;

3aMpoC U3MEHEHHBIX CBEJICHUM U3 peecTpa NPOU3BOINUTEIICH.

3anpoc MHpOpPMALUK O JaT€ U BPEMEHH OOHOBJIEHHS peecTpa MPOU3BOAUTEIEH
BBITIOJIHAETCS YIIOJTHOMOYEHHBIM OPIaHOM B IIEJISIX OLEHKH HEOOXOUMMOCTH CUHXPOHU3ALNH
XPAHALIMXCS Y YHOJHOMOYEHHOI'O OpraHa CBEJACHUN O MPOU3BOAMUTENE CO CBEICHUSIMU,
coJiep KalllUMKCS B peecTpe Npou3BoIuTENeH, XpaHsmumucs B Komuccuu.

[Ipu ocymiecTBIeHUHU 3ampoca Ha MpeaocTaBieHre HHGOpPMAIMU O AaTe U BPEMEHU
OOHOBJIEHUS peecTpa MPoU3BOAUTENEH BbiNoyHgeTCs npoleaypa "[lonyuenue undopmaiuu o
naTe u BpeMeHn oOHoBiIeHHs peectpa nmpousBoguteneir” (P.SS.15.PRC.003).

3anpoc cBeEHUM M3 peecTpa MPOU3BOJUTENICH BBIMOJHSICTCS B LIENSIX MOJTYyUYECHUS
YIOJIHOMOYEHHBIM OPraHOM BCEX CBEIECHHUM O NMPOU3BOJUTENSAX, BKIIOYEHHBIX B PEECTP
npousBoauTeneil. CBeleHNs], COIEpKAIIUECs] B PEECTPE NPOU3BOAUTENIECH, 3alIpaIlIMBAIOTCS
aub0 B MOJHOM 00BeMe, MO0 MO COCTOSHHUIO Ha ONpeAesieHHYK AaTy u Bpemd. Ilpu
OCYLIECTBJIEHUH 3aIpoca CBEAEHUI O MPOU3BONTENE BbINONHAETCA npoueaypa "l[lomydenne
cBeneHui u3 peectpa npoussogutenen” (P.SS.15.PRC.004).

[Ipu 3anpoce M3MEHEHHBIX CBEACHUN U3 PEeecTpa MPOU3BOAUTENIECH MPEIOCTABIISIOTCS
CBEJICHMsI, KOTOpbIe ObUIM J00aBJIEHBl B PEECTp MPOU3BOAUTENECH WM B KOTOpbIE ObLIU
BHECEHbI U3MEHEHHUS HAUMHAasi ¢ MOMEHTA, YKa3aHHOIO B 3aIIpOCE, 10 MOMEHTA BBINOJIHEHUS



atoro 3ampoca. I[Ipm ocyIecTBIEHHH 3ampoca HM3MEHEHHBIX CBEJSHHH H3 peecTpa
MIPOU3BOAUTEIICH BBITIOJHSAETCS Tporeaypa "IlomydeHne n3MEeHEHHBIX CBEJICHUI U3 peecTpa
npousBoauteneit” (P.SS.15.PRC.005).

19. IlpuBeacHHOE OMMCAHHWE TPYNIBI MPOIEAYP MOJYUYCHHS CBEICHHH M3 peecTpa
MIPOU3BOAMUTEIICH TI0 3aITPOCY YIIOTHOMOYEHHBIX OPTraHOB MPEICTABIICHO HA PUCYHKE 3.

(®_ACT_001)

opr
(PSS.15 PRC.004) (P.SS.15_ACT.001)

« YaarTaes o Y IarTHER

(P SS_15 PRC.005)

Puc. 3. O6mas cxema rpynmsl IpoIeAyp NONyYeHHS CBEICHHH M3 peecTpa
IIPOM3BOAMTEIIEH MO 3alIPOCy YIIOTHOMOYEHHEIX OPTraHOB

20. Ilepeuenp npoueayp oOLIEro Npouecca, BXOAAUIMX B Py OpOLUEayp HNOJTyYeHUs

CBEJCHMI U3 peecTpa MPOU3BOAUTENEH 1O 3aIPOCy YIIOJIHOMOUYEHHBIX OpPraHOB, IPUBEJICH B

Tabmnure 3.
Tabauna 3

ITepeuens nponexyp ob1Iero mporecca, BXOAAMMX B FPYIITY NPONEAYp MOTyIeHHS CBEICHHUI 13
peecTpa mpOH3BOAUTENEH MO 3aMPOCY YIOJIHOMOYEHHBIX OPTaHOB

KonoBoe o603Hauenme Haumenosanue Onucanue
1 2 3
mpolenypa IpeTHa3HadeHa s

OLC€HKHU YIIOJTHOMOYE€HHBIM OpPTaHOM
HEOOXOAUMOCTH CHUHXPOHU3AIINN



mosrydeHue WHGOPMAIUU O JaTe M CBEACHUH O TPOU3BOIUTEIIAX,

BpEMEHH OOHOBJICHHS peecTpa  XPaHANIMXCSA Y YHOTHOMOUYEHHOTO

TIPOU3BOANTEINCH oprama, CcO  CBEICHHSIMH,
COIepXalUMHCS B  peecTpe

P.SS.15.PRC.003

IIPOU3BOIUTENEH

npoueaypa MpeaHa3HayeHa Jist

MOJyYEeHUE CBEJICHUN U3 peecTpa .
MONTy9eHUsI CBEICHUHA W3 peecTpa

P.SS.15.PRC.004 N
IIPOU3BOAUTENEN

MIPOU3BOIUTENEH

nporeaypa NpeaHa3HadeHa s
CHHXPOHHU3AIMU CBEJEHUUA O

ITOJIYUYCHHUEC HU3MCHCHHBIX CBCHCHI/Iﬁ IIPOU3BOAUTECIAX, XPaHAIINUXCA
P.SS.15.PRC.005 Y . P P P Y
n3 peeCTpa HpOI/IBBOﬂI/ITeHeH yHOHHOMOquHOFO OpraHa, (¢10)

CBEICHUSMU, COJEpXKAIIUMUCI B
peecTpe mpou3BOAUTENCH

6. I'pyrma nponexyp yBeIOMIIEHH YIIOITHOMOYEHHBIX OPTaHOB

21. IIpouenypa yBeJOMIICHHS] YIOJHOMOYEHHBIX OPraHOB O Bblaue (M3MEHEHUU CTaTyca)
cepTu(dUKaTa BBINOJIHAECTCS B LENAX B3aUMHOrO MH(OPMUPOBAHUS YIOJIHOMOYEHHBIX
OpraHoB O BblJlaue cepTU(UKaTa NPOU3BOJUTEIIO0 TOBAPOB BETEPUHAPHOIO Ha3HAUYEHUS, UYbE
IPOM3BOJICTBO COOTBETCTBYET TpeOoBaHusAM [IpaBui Hajyexaiield NpakTUKUA, U BKIIOYCHUU
YKa3aHHOT'O MPOU3BOJUTENS B PEECTP, a TAKXKE 00 U3MEHEHHH cTaTyca cepTudukara.

[IpencraBiieHne yka3aHHBIX CBEJACHUN OCYLIECTBIIAETCS B COOTBETCTBUM ¢ PeriiameHTomM
MH()OPMALMOHHOTO B3aUMOJECUCTBUSL MEXAY YNOJHOMOYEHHBIMH OpPraHaMH TOCYJapCTB —
4J1eHOB EBpa3uiCKOro -HKOHOMHYECKOTO COI03a IPU pealu3aluu CpeACTBAMU
MHTETPUPOBAaHHON HHGPOPMAMOHHON cHucTeMbl EBpa3suiicKOoro 3KOHOMHUYECKOrO CO03a
obOmero mpouecca "dopMupoBaHHe, BEJEHHE U UCIOJIb30BAHUE EIUHOTO peecTpa
IPOU3BOJUTENIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TPOU3BOJICTBO KOTOPHIX IPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Hajamexaiied NpOU3BOACTBEHHOM MPAKTUKU
EBpasuiickoro skoHoMmuueckoro corosa', yreepxaecHHbIM Pemienuem Komneruu EBpazuiickoit
skoHOMHUYecKoil komuccuu oT 30 mast 2023 r. Ne 71 (nanee — PernmamenT MH(GOPMAIIMOHHOTO
B3aMMOJICCTBHUSL MEXKJY YIHOJIHOMOYEHHBIMU opraHamu). PopMar U CTPYKTypa
MpPEACTAaBISEMbIX CBEICHHUI TOJKHBI COOTBETCTBOBaTh OnucaHuio pOpMATOB U CTPYKTYP
AIEKTPOHHBIX TOKYMEHTOB U CBEJICHUM.

[Ipu npencraBieHuM yIOJIHOMOYEHHBIM OPIaHOM B YBEJIOMIISIEMBIM YITOJTHOMOYEHHBIN
opraH CBEJCHUHN O BhIJaye (M3MEHEHUU CTaTyca) cepThdHUKaTa BBITIOJHIETCS mporeaypa "
VYBenoMieHue yrnoJIHOMOUYEHHOI'O opraHa O Bbijade (M3MEHEHUHu craryca) ceptudukara (
P.SS.15.PRC.006).

22. IlpuBeaeHHOE ONMCAaHKUE TPYNIIIBI IPOLIEAYP YBEAOMIIEHUS YIIOJTHOMOUYEHHBIX OPraHOB
MPEJICTABJIEHO HA PUCYHKE 4.
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Puc. 4. O6mas cxeMa rpynmsl OpoLeayp YBEAOMIECHHA YIOJTHOMOYEHHEIX OpraHOB
23. [lepeuens npoueAyp oOIIero npoiecca, BXOAAIMMX B IPYIILY MPOLEAYDP YBEIOMICHUS

YIOJIHOMOYEHHBIX OPTaHOB, IPUBECH B TabmuIe 4.
Tabnuma 4

ITepeuers mponexyp o6miero mpomnecca, BXOAAMMX B IPYIITy IPOLEAYP YBEAOMICHHS
YTIOTHOMOYEHHEIX OPTraHOB

KonoBoe 0603HaueHne HaumenoBanue Omnucanne
1 2 3

npoueaypa IpeJHa3HAaYeHa s

yBEOMJICHHE O BblJauye (M3MEHEHUH YBEJOMIJICHHS YIIOJIHOMOYEHHBIX

craryca) cepTuukara OpraHoB o BbIjade (M3MEHEHHUHU
cTaryca) cepTudukara

P.SS.15.PRC.006

V. HadopMamuoHHEIe 00b€KTH 00mEro mponecca

24. Tlepeuenb MHOOPMAITMOHHBIX OOBEKTOB, CBEACHUSI O KOTOPBIX WM U3 KOTOPBIX
MepeIaroTCs B Ipoiiecce NHPOPMAIIMOHHOTO B3aMMOJICHCTBHSI MEXAY YUYACTHUKAMH OOIIEro

Imponecca, HpI/IBelleH B Ta6J'II/IIIC 5.
Tabauna 5

ITepegens nHGOPMATMOHHBIX 0OHEKTOB

KomoBoe 0603Hauenme HanmenoBanue Omnucanue
1 2 3

CBEJIEHHS O MIPOU3BOAUTEIIE TOBAPOB
BE€TCPUHAPHOTO HAa3HAYCHUA U3
HalMOHAIBHBIX WH(OPMAaIMOHHBIX
pecypcoB, MpeAcTaBIse€Mble MpH
B3aUMOJCHCTBUH YIIOJTHOMOYEHHBIX
opranoB u Kommuccum, a Ttakxke
MEXIY  YNOJIHOMOYEHHBIMHU
opraHaMu

P.SS.15.BEN.001 CBEJICHUS O IPOU3BOIUTEIIE

V1. OTBETCTBEHHOCTh Y9aCTHHKOB 00MIEro mpormecca



25. llpuBneyeHue K AUCIUIUIMHAPHON OTBETCTBEHHOCTH 3a HECOOI0/IeHne TpeOOBaHUH,
HalpaBJIEHHbIX Ha OOecreYeHue CBOEBPEMEHHOCTH U TMOJHOTHI IEpeladyd CBEACHUM,
Y4acTBYIOIIUX B MH(OPMAILIMIOHHOM B3aUMOJAECMCTBUM JOJKHOCTHBIX JIMII U COTPYJIHUKOB
Komuccun, ocymiectpisiercst B cOOTBETCTBUHU € JloroBopoMm 0 EBpazuilcKOM 3KOHOMUYECKOM
coroze or 29 mas 2014 roma, MHBIMM MEXIYHApOAHBIMU JOTOBOPAMH M AaKTaMH,
cocraBisitoniuMu  npaBo Coro3a, a JOJDKHOCTHBIX JIMIL M COTPYJHUKOB OpPraHoOB
rOCYyJapCTBEHHOM BJACTH TOCYJApPCTB-WICHOB — B COOTBETCTBHH C 3aKOHOJATEIBCTBOM
roCy1apCTB-YJICHOB.

VII. CopaBo1HHKH B KIacCH(PHKATOpEI 06mero mpomecca

26. [lepedenp cripaBOYHUKOB U KilacCU()UKATOPOB 0OIIEro Mpoiiecca MPUBEICH B TaOIHIIe

6.
Tabnuua 6

IlepegeHb CIPaBOYHMKOB K KIACCH(PHKATOPOB OOMIEro mpomecca

Komoroe obo3HaucHme HaumenoBanue Tun Onwucanue

1 2 3 4
COIEPKUT MEePEUCHb KOJAOB

P.CLS.001 KJIaCCH(PUKATOP CTPaH T — W HauMEHOBaHUHN CTpaH

MHpa MHpa B COOTBETCTBHU C

1SO 3166-1

COIEPKUT MEPEUeHb KOJAOB
1 HauMCHOBAHHU BHIOB
cpeacTB (KaHaANOB) CBA3M (
CIIPABOYHUK NpUMEHSAETCS B
COOTBETCTBHUU ¢ Pemenuem

TepeveHb BUAOB CPEACTB (

P.CLS.008
KaHaJOB) CBA3U

Konnernu Komuccuu ot 6
nekabps 2022 1. Ne 192)

COJEPKUT  TIepeyYeHb
HalMEHOBAaHUH SI3BIKOB U
UX KOJBI B COOTBETCTBHHU
co craagaprom ISO 639-1 (
OpUMEHIeTCS B
COOTBETCTBUHU C Pemenuem
Komnernn EBpasuiickoit
HKOHOMHYECKOH KOMHCCHH
ot 10 cenTsopst 2019 1. Ne
152)

P.CLS.024 KJIacCHU(pHUKATOP S3BIKOB knaccudukarop

COJIEPKUT MEePEUYCeHb KOJOB
u HaMMEHOBaHUN
JIeKapCTBEHHBIX QopM  (

knaccudukarop MPUMEHSICTCS B
COOTBETCTBHUU ¢ Pemennem

HOMEHKJaTypa

P.CLS.041
JICKapCTBEHHBIX (hopM

Komnernn Komuccun ot 17
ceHta6ps 2019 r. Ne 158)



P.CLS.048

P.CLS.053

P.CLS.054

P.CLS.055

P.CLS.068

P.SS.CLS.026

P.SS.06.CLS.010

NEepeIYCHb BUJOB aJipeca CIIPABOYHUK

CIIPaBOYHMK PE3YJIHLTATOB
00pabOTKU 3JIEKTPOHHBIX  CIIPaBOYHHK
JIOKYMEHTOB U CBE/ICHUI

KinaccuuraTop
OpraHU3allMOHHO-IIPABOBEI

X GopM X03s1iicTBOBaHMS B Kitaccu(UKaTop

pamkax EBpa3suiickoro
9KOHOMHYECKOI'O COH032

CIPaBOYHHUK (HOPMATOB

CIPaBOYHHUK
JTAHHBIX

CIPaBOYHUK METOJIOB
HACHTH(QUKAIHU

XO035HCTBYOUIUX

CyOBEKTOB TMpH UX
rocyJIapCTBEHHOH CIIPaBOYHHK
perucTpanuu B

rocymapcTBax — 4ieHax
EBpa3suiickoro

HKOHOMHUYECKOT'O COI03a

CIIPaBOYHHUK OpPraHOB
roCyJapCTBEHHOH BIIACTH U

YIpaBIICHUS TOCYIapCTB —

yi1eHoB EBpasuiickoro  crpaBOYHUK
9KOHOMHUYECKOT'0 CO03a, a

TAKXC YHNOJHOMOYCHHBIX

MU OpraHu3anuit

KJIacCH(UKAaTOp BHIOB
JOKYMEHTOB,
HUCIOJB3YEMBIX B XOI€

perucTtpallvi WJIW HHBIX KJ'IaCCI/I(l)I/IKaTOp

MpoLEeaypax, CBI3aHHBIX C
TOBapaMu BETEPHUHAPHOIO
Ha3HAYCHUS

COJICPIKUT TepeUeHb KOJIOB
U HAaMMEHOBAHWI BH/OB
ajpeca

COIIEP>KUT MEePEUCHb KOJOB
u HauMEHOBaHMI
pe3ynbTaToB 00pabOTKU
ANEKTPOHHBIX JOKYMEHTOB
U CBEIEHUN

COJICPKUT IEPEeUYCHb KOJOB
U HalUMEHOBAaHUU
OpTraHU3aLUOHHO-IIPABOBEI
X ¢opM (puMeHsieTcs B
COOTBETCTBUU ¢ Pemennem
Konnerun EBpasuiickoi
H9KOHOMHUYECKON KOMHUCCHU
ot 2 ampenst 2019 r. Ne 54)

COJIEPKUT MEPEUYEHb KOAOB
u HauMEHOBaHUM
¢bopMaTOB  IaHHBIX,
HNPUCBOCHHBIX
AnamMuHHCTpanuei
aJpecHOro MpOCTPaHCTBA
WnTepner

CONEpPXKUT TEepeUeHb
UIeHTU(DHUKATOPOB U
HalMEHOBaHUN METOJI0B
UICHTH(QUKATHU
XO03AUCTBYIOLIUX
cyOBEeKTOB TpH HX
rocyaapCTBEHHOMN
perucTpanuu (
MPUMEHSETCS B
cooTBeTcTBUU C Pemennem
Konnernn EsBpasuiickoit
SKOHOMHUYECKON KOMHUCCHU
ot 10 mapra 2020 roma Ne
34)

COJIEPKUT NEpeyeHb KOAOB
1 HaMMEHOBAHUI, OPraHoB
TOCYAapCTBEHHOHN BJIACTH U
yHnpaBIeHHS
roCcy/apCTB-4JICHOB, a
TaK)Xe YMOJTHOMOYEHHBIX
MU OpraHu3anuit

COJICPXKUT TIEPEUYCHD KOJOB
U HaMCHOBAaHUH BHJIOB
IOKYMEHTOB
PETHUCTPALINOHHOTO JIOChE
Ha TOBAap BETCPHUHAPHOIO
HA3HAYCHUS



P.SS.06.CLS.022

P.SS.15.CLS.001

CIPaBOYHHUK TUIOB (BHUIOB)
TOBAapOB BETEPUHAPHOTO
Ha3HaYCHUS

CIIPABOYHUK

CIPaBOYHUK CTaTyCOB
cepTu(UKaTOB
MOATBEPIKACHUS
COOTBETCTBHUSA
MPOU3BOACTBA TOBAapOB
CIIPaBOYHUK
BETEPHHAPHOTO
Ha3HAYEHUS TPeOOBAaHUAM
IIpaBun Hapnexamei
MIPOU3BOJACTBEHHOU
MIPaKTHKH

COJICPXKUT TepeueHb KOJIOB
W HaMMEHOBAaHUI THIIOB (
BHUJIOB) TOBapoB
BETCPUHAPHOTO
Ha3HaYCHUS

COJIEPKUT MEPEUYEeHb KOJOB
Y HAUMCHOBaHUI CTaTyCOB
cepTudUKATOB
MOATBEPKACHUS
COOTBETCTBHS
MPOU3BOJICTBA TOBapOB
BETEpUHAPHOTO
HA3HAYCHUS TPEOOBAHUSIM
[IpaBun Hagnexamei
MPOU3BOJICTBCHHON
MIPAKTHKH

VIIL. Ilpouexypsl o6mero mporecca
1. ITpouexypsi GOpMHPOBAHHUS U BEJICHUS PEECTpa MPOU3BOAUTEIEH

[Tpouenypa "Bxirouenue ceeaenuii B peectp npousBoaureneit” (P.SS.15.PRC.001)
27. Cxema BBITIOTHEHUS MpoLeypshl "BriTtoueHne cBeieHui B peecTp npousBoguTenei' (
P.SS.15.PRC.001) npencraBieHa Ha pUCyHKe 5.



- Yrnerems orernnIi ofan Konsrcom

?

Tlpepcrauener menena pus

E PEECTD
IR ONETCREH

(PSS5_15.0PR_001)

(RENCHES 0 OMEERONETERE
[Renemas nus ECroTeaEY OpERCcTARNEHE]

Tl m obpaboxa che e
Il EENNHFICHESN B PEECIp
[menemas maroyen] L {(P_SS_15.OPR_002)
4
' N
Tonyaenme yReqmuueaas O
PEIYELTATE RERIOFIEEN Ony lamEmmane EERIrIeEaELx
CHENEHAH B PEECTD B PEECTD MR ONETENEH
DR O ETENe cmepemai (PSS 15 OPR_004)
(P_SS_15_OPR_003)

Puc. 5. Cxema BeImomHEHHA Hponenyphl "BkirodueHue cBenaeHH B peecTp
npousBoaureneit” (P.SS.15.PRC.001)

28. Iponeaypa "Bxmtouenue ceeaeHuii B peectp npouspoauteneit” (P.SS.15.PRC.001)
BBIIIOJIHSIETCS TIPU MPEACTABIECHUN YINOJHOMOYEHHBIM OopraHoM B Komuccuio cBeaeHui o
IPOU3BOJUTENE JJISl BKIIFOUEHUS B PEECTP MPOU3BOIUTEIEH.

29. IlepBoii BeimogHsAeTCs onepanus "lIpeacraBinenne cBeaeHUN Ul BKIIFOUEHUS B PEECTP
npousBoautenei" (P.SS.15.0PR.001), B pe3ynabpTare BBINOJIHEHUS KOTOPOWU
YIOJHOMOYEHHBIM OpraHoM (OopMUPYIOTCA W HampasisiioTcs B Komuccuto cBeneHus: o
IIPOM3BOJUTENIE TOBAPOB BETEPUHAPHOTO HA3HAYEHMsS [JIs1 BKIKOYEHHS B pPEECTp
MIPOU3BOJUTEIIEH.

30. IIpu nmonyuenun Komuccuen cBeIeHUN O MMPOU3BOIUTENE ISl BKIIFOUEHHS B PEECTP
npou3BoauTeNeH, BeinoiHseTcs oneparus "[IpueM n 06paboTka cBeIeHUH I BKIIOUEHUS B
peectp npousBoaurteneii” (P.SS.15.0PR.002), B pe3ynbTare BBIIOJHEHUS KOTOPOR B peecTp
NPOU3BOJUTENIECH BKIIOYAKOTCS CBEACHUS O IPOU3BOJUTENE TOBAPOB BETEPUHAPHOIO
Ha3HAYEHUs W B YINOJHOMOYEHHBIH OpraH HampaBiseTcs yBEIOMJIEHHE O BKIIOYEHUU
CBEJICHUU O MPOU3BOJUTEIIE.



31. Ilpu noxy4yeHnn yrnoJHOMOYEHHBIM OPraHOM YBEIOMIJIEHHS O BKIOUEHUU CBEICHUM O
MIPOU3BOJUTENIE B PEECTp NPOU3BOJAUTENEH, BBINOJHAETCA onepauus 'l[loiydeHue
YBEAOMJICHHUS O pe3ysibTaTe BKIIOUECHUS CBeJAeHUN B peecTp npousBoautenei” (P.SS.15.0PR
.003), B pe3yJbTaTe BBIMOJHEHUS KOTOPOW OCYIIECTBISIOTCS TpuUeM U 00paboTka
YBEJIOMIICHHSI O BKIIFOUEHHH CBEICHHUI O IPOU3BOIUTENIE B PEECTP IPOU3BOAUTEIIEH.

32. B cnyuae Boimosinenust onepanuu "[IpueM u o6paboTka cBeeHUMN sl BKIIIOYCHHS B
peectp mnpousBogutenei" (P.SS.15.0PR.002) Beimonusercs omnepanus "OmnyOiukoBaHue
BKJIIOUEHHBIX B peecTp mnpousBoautenein ceaeHuid" (P.SS.15.0PR.004), B pesynbrare
BBINIOJIHEHUST KoTOpoil Komuccust obecrieunBaer onyOIuKOBaHHE OOHOBJIEHHBIX CBEIACHUMN
peectpa npou3BoauTesei Ha nHpopMamoHHoM noptaie Coro3a

33. Pe3ynbpTaToM BBINOJHEHHUS TpoueAypbl "BkIrOueHUE CBEOEHUN B PEECTP
npousBoauteneir” (P.SS.15.PRC.001) sBusieTcsi BKJIIOUYEHUE B pEeCcTp MPOU3BOAUTEIEH
CBEJICHUI O MPOU3BOJUTENIC TOBAPOB BETEPUHAPHOI'O HA3HAUCHHS U OMYyOJHMKOBaHHE
OOHOBJICHHBIX CBeIcHUI Ha nH(popMalonHoM nopraine Coro3a.

34. Tlepeyensb omepaluii oOIIEro MpoIEcca, BHIMOTHAEMBIX B paMKax MpPOILEAYpPHI
Bxntouenue ceenenuid B peectp npousoauteneit” (P.SS.15.PRC.001), npuenen B Tabnuue
7.

"

Tabmuma 7

ITepegens onepamuii 06mero mpomnecca, BHIIOIHIEMBIX B paMKax npolenyps "Bimodenue
cBeeHuii B peectp npousBomutenei” (P.SS.15.PRC.001)

KomoBoe 00603Hauenme HanmenoBanue Omnucanne

1 2 3

NpeNCTaBICHUEe CBEASHUN IS
MIPUBEJICHO B TAOIHUIIC 8 HACTOSIINX

P.SS.15.0PR.001
[IpaBun

BKJIIOYEHUS B peecTp
MIPOU3BOIUTENECH

mpueM u 00paboTKa CBEICHUH s
MPUBEJICHO B TAOIUIC 9 HACTOSAIINX

P.SS.15.0PR.002 BKIIOYCHUSA B peecTp

. [IpaBun
MIPOU3BOIUTENCH

MmoJIyueHue YBEAOMIICHU o

., npuBeneHo B Tabuume 10
pe3yJbTaTe BKIIOYCHHUs CBEICHHUN B

P.SS.15.0PR.003
. HacTosiuwmx [IpaBun
peecTp IPOU3BOAUTEINCH

OHy6J’II/IKOBaHI/Ie BKJIIOUCHHBIX B IMPUBCACHO B Ta6J'II/III€ 11

P.SS.15.0PR.004 N .
peecTp NpOU3BOAMTENEH cBeleHni  HacTosAmux [IpaBun

Tabmuia 8

Ommcanue onepain "IIpeacTaBiieHne CBEACHUH IS BKIIIOYESHUA B peecTp mpom3BoauTeieii” (
P.SS.15.0PR.001)

Ne i/t
1
1

O06o3HaveHMe 37IeMeHTa
2

KonoBoe 0603HaueHue

Omnucanne
3
P.SS.15.0PR.001



3} TaBJICHU BeJeHUN s
2 HaumenoBanue onepanuu PEACTaBICHUC  CBEAC Al
BKIIOUEHUS B peectp

MPOU3BOAUTENEH
3 Hcnonnurens YIIOJIHOMOYEHHBIN OpraH

BEITIOHSICTCS TPU TPEJCTABICHUU
4 VCI10BUS BBIIOJIHEHUS YIIOJIHOMOYEHHBIM OpraHom
CBEJICHUH O POU3BOANTEIC

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH TOMKHBI

5 OrpaHuueHus COOTBETCTBOBAThL  OIHCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUI

UCIIOJIHUTENb  (QOPMHUPYET H
Hampaisier B Komuccnio cBeneHuns
0 TIPOU3BOJMTEINE ISl BKIIOUCHHUS B
peecTp TpoOU3BOOUTENCH B
COOTBETCTBHH C PerimameHToM
HHGOPMALIMOHHOTO B3aUMOICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
opranamu u Komuccueit

6 Omnucanue onepauuu

CBEJICHUSI O MPOU3BOAMTENE IS
7 PesynbraTs! BKJIIOUEHHU S B peectp
[IPOU3BOUTEINIECH IPEICTABICHbI

Tabuma 9

Omucarne onepauun "IIpueM u 06paboTka cBeeHMIt O)11 BKIIOYSHAA B peecTp MPOU3BOAUTeNeH"
(P.SS.15.0PR.002)

No /it O06o03HaueHHE dIEMEHTA Omnucanue
1 2 3
1 KonoBsoe o603HaueHne P.SS.15.0PR.002
mpueM U 00paboTKa CBEICHUMA IS
2 HaumMeHnoBanue omnepaiuu BKJIIOYEHU S B peectp
IIPOU3BOUTENEH
3 Wcnonuurens Komuccus

BBIMIOJIHAETCS MPU TMOJy4YEHHH
HCIIOJTHUTEIEM CBEIEHHUH O
npou3BoauTene  (omepamus
4 VY¢10BUs BBIIOJIHEHUS IIpencraBneHue cBeNEHUN AJIs

BKJIIOUEHHUS B peectp
npousBoautenen” (P.SS.15.0PR.001

)

dbopmar U CTPYKTypa
MpEeACTaBIsIeMO  MHGOpPMAIIHH
JTOJTIKHBI COOTBETCTBOBATH
Onucannio GopMaToB U CTPYKTYP
JJEKTPOHHBIX JOKYMEHTOB U
CBEICHUIA. CooOmenne u
JIEKTPOHHBIA TOKYMEHT (CBEJCHUS)

5 OrpanunueHus JIOJIXKHBI COOTBETCTBOBATH



TpeOOBaHUSAM K 3aMOJHCHUIO
PEKBH3HUTOB 3IEKTPOHHOTO
IOKYMEHTa (cBenenwit),
MpeIyCMOTPEHHBIM PermamMeHTOM
HHGOPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIy  yHNOJIHOMOYEHHBIMH
opranamu u Komuccueit

WCTIOJTHUTENb IPUHAMACT CBEACHUS
0 TIPOU3BOIUTENIE M TIPOBEPSET UX B
cooTBeTCTBUU ¢ PernameHtom
WH(POPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXIYy  YHOJHOMOYCHHBIMHU
opranamu u Komuccueit. B ciyudae
YCHENTHOTO BHIITOJHEHUS TIPOBEPKU
UCIIOJNHUTENb  OCYIIECTBISACT
BKJIIOUEHUE CBEJCHUM 0
NPOU3BOJUTEIEC B  peecTp
MPOU3BOIUTEIICH, 3aIONHSET JaTy U
6 Omnucanue onepanuu .
BpeMsi OOHOBIICHHS CBEACHUH U
HATIPaBJISAET B YIOJTHOMOYCHHBIH
OpraH yBeIOMIICHHE O BKIIOUCHHH
CBEJICHUH O MPOU3BOJUTENE CO
3HAYCHHEM KOJa pe3yJbTaTa
00pabOTKH, COOTBETCTBYIOIINM
N00aBJIEHUIO  CBEJCHHUH, B
COOTBETCTBHH C PerimameHToM
WH(POPMALIMOHHOTO B3aUMOICHCTBUS
MEXIY  YHOJHOMOYCHHBIMH
opranamu u Komuccueit

CBEJIEHUST O TMPOU3BOJUTENE
BKJIIOYEHBI B peectp
MPOM3BOIUTENCH, YBEIOMIICHHE O

7 PesynbTaTsl BKJIIOUEHHUH CBEJIECHUU 0
NpOU3BOJUTEIE B  peecTp
MPOU3BOAUTENCH HampaBJIECHO B
YIOJHOMOYEHHBIN Opran

Tabmauma 10

Ommcanne onepanuy "Tlorydenue yBeAOMIICHHUS O Pe3yJIbTaTe BKIIIOUYCHNUA CBEACHUN B PEECTP
npomsBoguteinei” (P.SS.15.0PR.003)

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

MOJy4YeHHUE yBEAOMIECHUA O
2 HanmMeHoBanue onepanuu pe3ynbTaTe BKIIOUEHUS CBEACHUN B
peecTp IpoUu3BOJUTENIECH

3 Ucnonunurens YIOJHOMOYEHHBIN OpraH

BBIIOJIHACTCA MNpU TOJTYUYCHUU
HCIIOJIHUTEJIEM YBCIAOMJICHUSA O
BKJIIIOUCHU U CBe}.‘[eHI/Iﬁ (o}



4 VCIIOBHS BBIIOJIHEHUS npousBoaurene (onepauus "Ilpuem
u 00paboTka CcBeIECHUH IIs
BKJIIOUCHMU S B peectp
npousBoxuteneit” (P.SS.15.0PR.002

)

dbopMar M CTPYKTypa COOOIICHHUS
JIOJIKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
JJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI

WCTIOJTHUTEIb OCYIIECTBIISIET TIPHEM
n 00pabOTKy VyBEIOMIICHHUS O
BKJIIOUEHHUH CBEIECHUU 0
MPOM3BOJHUTEIEC B COOTBETCTBUH C
6 Ormncanue onepanuu

PernamenToM WH(pOpPMalMOHHOTO
B3aMMOJEHCTBUS MEXY
YIOJTHOMOYEHHBIMH OpraHaMH H

Kommuccueit

YBEOMJICHHE O BKJIIOYEHHUH
CBEJIEHUI O TMpPOU3BOAUTENE B
peectp NpouU3BOIUTENCH
o0OpaboraHo

7 PesynbraTs!

Tabmuma 11

Omuacanue onepanuy "Omy6nrKkoBaHVe BKIIOYEHHBIX B peecTp npomsBoauTenei cegenuit” (P.SS
.15.0PR.004)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue
1 2 3
1 Konosoe 0603HaueHne P.SS.15.0PR.004

0Hy6HI/IKOBaHI/Ie BKIIIOYCHHBIX B

2 HanmenoBanue onepauuu . .
peecTp MPOU3BOIUTENCH CBEICHMIA

3 Wcnomaurens Komuccus

BBITIOJTHAETCA TMPH BKJIIOYECHUH
CBEICHUI O MpPOU3BOJIUTEIE B
peecTp MpOou3BOAUTENEH (Omepalus
4 VY ¢a10BHSA BEITTOJHEHHS "[Ipuem 1 00paboTKa CBECHUIA IS
BKJIIOYCHUS B peectp
npousBoxuteneit” (P.SS.15.0PR.002

)

OMyOJMKOBAHUIO  MOAJIEXKAT
CBEJICHUSI peecTpa MPOU3BOIUTENCH
3a HCKIIOYEHHEM CBEJICHHH,
KOTOpBIE  HE  MOJJexar
5 OrpanundeHust

ONMyOJIMKOBAaHUIO M JOCTYITHBI
TONBKO Ui YIOJHOMOYCHHBIX
OpraHoB ® (MJIH) DKCHEPTHBIX

yupexxaeHui, a Taxke Komuccuu

HUCIIOTHUTENs  OOecrmeynBaeT
onyOJUKOBaHHE OOHOBIICHHBIX



CBEJEHUMU U3 peectpa
NPONU3BOIUTEINICH Ha
nHpopMannmoHHOM mopTaie Coro3a.
JomkHa OBITH peann3oBaHa
BO3MOXKHOCTh Mepexojia K eTUHOMY
peecTpy  3apeTUCTPUPOBAHHBIX
BETEPHHAPHBIX JIEKAPCTBEHHBIX
MIpernaparoB, KOPMOBBIX J00aBOK
JUISl )KMBOTHBIX M HE BCTYTAIOIINX B
HENOCPEACTBEHHBIII KOHTaKT C
KHUBOTHBIMH JMarHOCTHYECKHUX,
NEe3UHPUIHPYIOIIHUX,
JIE3UHCEKIIMOHHBIX u
JIe3aKapHu3alOHHbIX  CPEICTB
BeTepHHapHOro HazHadeHus Coro3a

6 Omnucanue onepauuu

CBEICHUS u3 peecTpa
7 PesynbraTst MIPOU3BOAUTEINCH OIMyOINKOBAHBI Ha
nHdopmannonHoM nopraie Coroza

[Iponienypa "N3menenue ceeaenuii B peectpe npouspoaureneit” (P.SS.15.PRC.002)
35. Cxema BBINIOJHEHUS NpolieAyphl "M3MeHeHne CBeICHU B peecTpe Npou3BoauTene”
(P.SS.15.PRC.002) npencraBiieHa Ha pUCYHKE 6.

- Vommms eI opran Kosaar-cox

!

Ilpepcrmuense: cReyenwE us
REECENHE MM EAPHAH | PEECTp

~

ONER OAETENEH
(PSS5.15 OPR 005)
L J .
Ilmesa = obpaborea chemermi
JFES BEECCHWE WIMeArAaH B
PEECTD NN ONETEN €

Ony hemEoRArRe B EHEHRRX B
PeeCTpE DpEERONETE Nk
CRENEAN
(P_S5.15 OPE_008)

(PSS_15_OPR 007)




Puc. 6. Cxema BRIIONHECHHA HpomeAyphl "W3MeHEHHE CBEICHHH B peecTpe
npomssogureneii” (P.SS.15.PRC.002)

36. IIpouenypa "M3menenue ceenenuit B peectpe npouspoauteneii” (P.SS.15.PRC.002)
BBITIOJTHSICTCSI TIPU MPEJICTABICHUN YIIOJHOMOYEHHBIM OpraHoM B KOMHCCHIO M3MEHEHHBIX
CBEJICHHMI O NMMPOU3BOJUTEIIE JIJI1 BHECEHUSI N3MEHEHHUM B PEECTPE MPOU3BOIUTENEH.

37. IlepBoii BeINOJHsIETCS omnepanus "llpeacTaBieHne CBEACHUN IS BHECEHUS
m3MeneHuid B peectp npousBogutenei" (P.SS.15.0PR.005), B pe3yibraTe BBIOTHEHUS
KOTOPOH YIMOJTHOMOYEHHBIM OpraHoM (opMUpYIOTCS M Hampabisiorcss B Komuccuto
M3MEHEHHbIC CBEICHUS O MPOU3BOIUTENE I U3MEHEHUS B peecTpe MPOU3BOIUTEICH.

38. IIpu moctymienun B KoMHUCCHIO M3MEHEHHBIX CBEJICHUN O MPOU3BOJUTENIC
BhITIOTHsIeTCs onieparus "[Ipuem u 06paboTka cBeACHUM NI BHECEHUS] U3MEHEHHI B pEeCTp
npousBoaureneit” (P.SS.15.0PR.006), B pe3ynbTare BbInoJiHEHUS KoTopou Komuccus
NOJIy4aeT yKa3aHHbIE CBEICHUS, OCYILECTBISECT U3MEHEHHUE CBEICHHM, COAECPKAIIUXCS B
peecTpe MPOU3BOAUTENICH, U HaMpaBisSIET YyBEAOMJIEHME 00 HU3MEHEHUM CBEJICHUN O
POU3BOIUTENIE B YIIOJTHOMOUYEHHBIA OPraH.

39. [Ipu nocTymieHUU B YIIOJTHOMOYEHHBIN OpraH yBeIOMJIEHUSI 00 U3MEHEHUH CBEJICHUIM
0 Mpou3BOJUTENE BhIMONHsAETCA onepauus "[lomydyeHwe yBeAOMIEHHS O pe3yjbTaTe
U3MEHEeHHUsl cBeleHuil B peectpe mnpousBoautenei" (P.SS.15.0PR.007), B mpouecce
BBITIOJIHEHUSI KOTOPOU OCYIIECTBIISIOTCS MPpUeM U 00paboTKa YKa3aHHOTO yBEIOMIICHUS.

40. B cnyuae BoinonHeHus onepauuu "[lpuem u oOpaboTka CBeIEHUI 1JiI BHECEHUS
m3MeHeHut B peectp mnpousBoautenei" (P.SS.15.0PR.006) BeimonnsieTcss omnepanus
Ony06nukoBaHMe U3MEHEHHBIX B peecTpe npousBoauteneit ceeaennit” (P.SS.15.0PR.008), B
pe3yJibTate BhIMOJHEHUST KoTopoit Komuccus obecrnieunBaeT onmy0JIMKOBaHHE OOHOBIICHHBIX

"

CBEJICHUI peecTpa Mpou3BoauTeNe Ha nHpopMamoHHoM nopraie Coroza.

41. PesynbTaToM BBINOJHEHUS HpoueAypsl "M3MeHEeHHE CBENEHHN B peecTpe
npousBoautenei”" (P.SS.15.PRC.002) sBnsieTcs M3MEHEHUE CBEICHUIN O MPOU3BOJUTEINE B
peecTpe NpOou3BOJIUTENEH, U OMyOIMKOBaHNE OOHOBIICHHBIX CBEJEHUN HA HH(POPMALIMOHHOM
noptajue Coro3sa..

42. Ilepeuenp omepanuii oOLIEro Mpolecca, BHIIOIHAEMBIX B paMKax MPOLEAYpHI
N3menenue cenenuit B peectpe npousogutenein (P.SS.15.PRC.002), npuseaeH B Tadiuie
12.

"

Ta6muma 12

ITepegens onepanuii o6mero mpomnecca, BHIIOIHAEMEIX B paMKax Ipouexypsl "U3MeHeHne
cBeaeHuii B peectpe mpomssogureneit” (P.SS.15.PRC.002)

Konosoe o603Hauenue Haumenosanue Omnucanue
1 2 3

NpeACTaBI€HUE CBEIEHUM Mt
P.SS.15.0PR.005 BHECEHHUS H3MEHEHMH B peecTp
MIPOU3BOANTEIICH

npuBeaeHo B Tabmnmme 13
Hacrosmux [IpaBun



P.SS.15.0PR.006

P.SS.15.0PR.007

P.SS.15.0PR.008

mpueM u 00paboTKa CBEICHUH s
BHECEHUS] H3MEHEHHH B peecTp
IIPOU3BOUTENCH

MONy4YeHUE yBEIOMIICHUS O
pe3ynbTaTe W3MEHEHHs CBEJCHHUN B
peectpe nmpou3BoaUTENEH

onyOJIMKOBaHWE W3MCHCHHEIX B
peecTpe NpoU3BOUTENEH CBEACHUI

npuBeneHo B Tabmume 14
Hacrosmux [IpaBun

npuBeneHo B Tabmnuume 15
HacTosiumx [IpaBun

npuBeneHo B Tabmnume 16
Hactosmux [IpaBun

Tabmuma 13

Ommcanue onepaiyu "IIpeacTaBiieHue CBEACHUH U1 BHECCHUA H3MEHEHUH B peecTp
opomsBogurenei” (P.SS.15.0PR.005)

Ne i/t
1
1

Omucanne onepauun "IIpueM u 06paboTka cBeieHMIt )11 BHECEHHUA H3MEHEHUI B pEeCTp

O0o3HayeHne dJIEMEHTA
2

Konosoe 0603HaueHnE

HanmMeHoBanue onepanuu

Hcnomaurens

VCIIOBHS BBIIOJIHEHUS

OrpanudeHus

Onmucanne ornepannu

PesynbraTs!

mpomsBogutenei” (P.SS.15.0PR.006)

Ne /i
1
1

O6o3HaueHne dIEMEHTa
2

KonoBsoe 0603Hauenne

Onucanue
3
P.SS.15.0PR.005

NpEACTAaBICHUE CBEJICHUM IS
BHECEHUsS U3MEHEHHH B peecTp
MIPOU3BOIUTENEH

YIOJHOMOYEHHBIN OpraH

BHCCCHHUC YHOOJIHOMOYCHHBIM
OpraHoM HU3MCHCHHBIX CBeZ[eHI/Iﬁ o
MMPOU3BOAUTEIIC

dbopmar u CTPYKTypa
MPEACTABIIACMbBIX CBe[[eHPIﬁ JOJIKHBI

cooTBeTcTBOBaTh  OmnucaHuio
(hopMaToB M CTPYKTYP JIEKTPOHHBIX
JIOKyMEHTOB U CBEIICHUH

UCIIOJIHUTENb  (QOPMHUPYET H
HampasJISICT B Komuccuro CBCIACHUA
0 TPOU3BOAUTENE AN BHECEHUs
U3MEHEHUH B peectp
MIPOU3BOANTEINEH B COOTBETCTBHH C
PernamenToM WH(pOPMaMOHHOTO
B3aUMOJAEHCTBUS MEXKAY
YOOJIHOMOYCHHBIMU OpraHaMu H
Komuccueit

CBEIICHUS O IPOU3BOAMTENE IS
U3MEHEHU S B peectpe
MIPOU3BOUTENEH MTPEICTABICHBI

Ta6muma 14

Omnucanue
3
P.SS.15.0PR.006



HaumenoBanue ornepannu

HUcnomaurens

VCIIOBUS BBIIIOJIHEHUS

OrpannyeHus

Onucanue ornepannu

npueM 1 006paboTKa CBEACHUI JUIs
BHECCHHUSI H3MEHEHHUH B peecTp
NPOU3BOAUTEINCH

Kommuccus

BBITIOJIHSIETCS TMpPU TOJTYyUYECHUHU
WCIIOJITHUTEJIEM CBEIACHUU O
MPOU3BOAUTEIE (omepanus "
IIpencraBnenue cBeOEHUN ISt
BHECEHUsS U3MEHEHHH B peecTp

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

dbopwmar u CTPYKTypa
MpeACTaBIsieMO  MHGPOPMAHH
JIOJKHBI COOTBETCTBOBATH
Onwucanuio GpopMaToB M CTPYKTYp
SJEKTPOHHBIX JOKYMEHTOB H
ceenenuii. CoolOmenue
SJIEKTPOHHBIA JOKYMEHT (CBEICHIS)
JTOJIKHBI COOTBETCTBOBATH
TpeOOBaHUSAM K 3alOJHEHUIO
PEKBU3UTOB 3JEKTPOHHOTO
JOKYMEHTa (cBenenwuit),
IpeayCcMOTpeHHBIM PermamenTom
WH(POPMALMOHHOTO B3aUMOICHCTBUS
MEXKIYy  YHOJHOMOYCHHBIMH
opranamu u Komuccuei

WCIIOJIHUTENb MPUHUMAET CBEACHHUS
U MPOBEPSET UX B COOTBETCTBUU C
PermamenToM WHGOPMAIIIOHHOTO
B3aNUMOJIEUCTBUS MEXKAY
YHOOTHOMOYEHHBIMH OpPTaHaMH |
Komuccueii. B ciayuyae ycnemHoro
BBIMTOJHEHUS MpOBEPKHU
WCIIOJHUTENb 3aloJIHIeT AaTy Hu
BpeMs OKOHYAHUA JeHCTBUA
M3MEHSEMBIX CBEACHUN 3HaUYCHHEM
JaTBl ¥ BpPEMEHHU Hadaja JeHCTBUS
TMMOJIYUYCHHBIX U3MCHCHHBIX CBeI[eHI/Iﬁ

[TonyyeHnHsie  cBeJEHUSA
WCIIOJHUTENb BHOCHT B peEecTp
MIPOU3BOUTEICH, 3aIIOHSACT JaTy U
BpeMs UX OOHOBIICHUS, POpPMHUPYET
W HaIpaBIIIET B YIIOJHOMOYECHHBIH
opraH yBEJIOMIICHHE O Pe3yJIbTaTe
W3MEHEHHsS CBEJCHMIl B peecTpe
MPOU3BOJUTENEH, CO 3HAYCHUEM
KoJa pe3yinprara o0paboTKu,
COOTBETCTBYIOIIUM H3MCHCHHIO
CBCJICHWH, B COOTBETCTBHH C
PernamenToM wWH(GOPMAaLMOHHOTO
B3aUMOJIENCTBUS MEXAY
YIIOJTHOMOYEHHBIMU OpTaHaMH U
Komuccueit



CBEJIEHUST O TMPOU3BOJUTENE
H3MEHEHEI B peectpe
MIPOM3BOAUTEIICH, YBEIOMIICHHE O
7 PesynbraTe P A - YBed .
pe3ynapTaTe U3MEHEHHs CBEICHUHN O
MPOU3BOJUTENIC HAMpPaBJICHO B

YIIOJIHOMOYEHHBIN OpraH

Tab6muma 15

Ormmcanne onepanun "Tlomydenne yBeIOMIICHHS O pe3yIbTaTe H3MEHEHNA CBEACHUN B PeeCTpe
mpomsBogutenei” (P.SS.15.0PR.007)

Ne i/t O0o03HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenue P.SS.15.0PR.007

MOJy4YeHUE yBEAOMICHHUS O
2 HammeHnoBanwme omnepaiumn pe3ynpTaTe M3MEHEHHs CBEICHUN B
peectpe mpou3BOAUTENEH

3 Hcnonnurens YIOJIHOMOYEHHBIH OpraH

BBITMIONHSETCS. TPH TONYICHHUH
UCIIOJIHUTENIEM YBEJIOMIICHHUS O
pe3ynabpTaTe U3MEHEHMs CBEICHUH O
4 N — IIPOU3BOJUTENE (onepaum{v"l'[pneM
u 00paboTka CcBeIeHUU s
BHECEHHUS! HM3MEHEHHH B peecTp

npousBoxuteneit” (P.SS.15.0PR.006
)

dbopMar M CTPYKTypa COOOIICHHUS
JIOJKHBI COOTBETCTBOBATH

5 OrpannyeHus Onucannio GopMaToB U CTPYKTYP
9JIEKTPOHHBIX JOKYMEHTOB U
CBEICHUN

WCIIOJTHUTEJb OCYIIECTBIISIET IPHEM
H 00pabOTKy VyBEIOMIICHHS O
pe3yibTaTe M3MEHEHHs CBEACHHH O
IPOU3BOJUTENE B COOTBETCTBHH C
PernamenToM wuH(GOPMAaLMOHHOTO
B3aMMOJEHCTBUS MEXIY

6 Onucanue onepauuu

YIIOJTHOMOYEHHBIMU OpTaHaMH U
Komuccuen

yBEIOMJIEHHE O pe3yibTaTe
7 PesynbTaTsl W3MEHEHUS CBEICHUU o
npou3BoauTese 0OpaboraHo

Ta6muma 16

Ommucanue onepaipn "Omy0nuKoBaHHe H3MEHEHHEIX B peecTpe mpousBoauteleii ceeenmii” (P.SS
.15.0PR.008)

Ne i/ O0o3HauyeHne dJIeMEHTa Omnucanue
1 2 3
1 KonoBsoe o603Hauenne P.SS.15.0PR.008



OHy6JII/IKOBaHI/IC HN3MCHCHHBIX B

2 HanmenoBanue onepanuu . N
peecTpe IpOU3BOIUTETICH CBEACHUI

3 HUcnonaurens Komuccus

BBITIONHACTCSA TIPU HW3MECHCHUH
CBEJICHUM O TMpPOU3BOJIMUTENE B

peecTpe mpou3BoAUTENEH (oreparius

4 VY coBUs BHIIOTHEHUS "[Ipuem u 0OpaboTKa CBEACHUH ISt
BHECEHHUS M3MEHEHHH B peecTp

npousBoxuteneit” (P.SS.15.0PR.006

)

OnyOJIMKOBAHUIO  MOJJICKAT

W3MEHEHHbIE CBEJCHHS peecTpa
MIPOM3BOJMTENIECH 3a HUCKITIOYCHHUEM
CBEJICHUl, KOTOpBIE HE MOJIEKAT
OMyOJIMKOBAaHUIO H JAOCTYITHBI
TOJIBKO Ui YIOJHOMOYEHHBIX
OpraHoB M (MJIM) 3KCHEPTHBIX
yupexneHuii, a Takxe Komuccun

5 OrpanuueHus

UCIIOJIHUTENb  OOeclednBacT

OImyONMKOBaHHE  H3MEHEHHBIX

CBEJICHUI peecTpa MpOU3BOAUTENEH
Ha WHGPOPMAIMOHHOM IOpTase
Coro3a. [lomkHa OBITH peann3oBaHa
BO3MOXKHOCTh TIepexojia K eTUHOMY
peecTpy  3aperucTpUpOBaHHBIX

BETEPHHAPHBIX JIEKAPCTBEHHBIX
IIPernapaToB, KOPMOBBIX J00aBOK
JJId )KUBOTHBIX W HC BCTYIAIOIINX B
HENOCPEACTBEHHBIII KOHTaKT C

6 Omnucanue onepauuu

JKUBOTHBIMH ~ JTHarHOCTUYECKHX,
NEe3NHPUIHUPYIONINX,
JN€3WHCEKIIMOHHBIX u
Jle3aKapHU3alOHHBIX  CPEICTB
BeTepruHapHOro HazHaueHust Coro3a

OOHOBIJICHHBIE CBEJCHHS peecTpa
7 Pesynprarsl MIPOU3BOUTEINCH OIyOIMKOBAHEI Ha
nHpopMannoHHOM mopTaie Coro3a

2. IIponexypsl HOMY9CHHSA CBEACHHUI U3 PEECTpa IIPOU3BOAMTEIICH 110 3aIIpOCy YIOTHOMOYCHHBIX
OpraHoB

[Ipouenypa "llonydyenue mHbOpMaIMU O jJaTe U BpeMEHU OOHOBIICHUS peecTpa
npousBoautenei” (P.SS.15.PRC.003)
43. Cxema BoimonHenus npornenypsl "l[lonydenne unpopmamuu o gate U BpeMeHHU
obHoBiieHus peectpa npousBoauTeneit” (P.SS.15.PRC.003) npeacraBieHa Ha pucyHke 7.



-V o orrersn opan Kouarcam

Sanpoc =ad opanEE 0 JaTe B . (RENEHES 0 NNECRONETENE
BpeMend ODHMRMECHES PeECTpa b opanEs o pare u RpeweTE obEMmEEEET
DR O TENEE AT N eHA |

(PSS _15_OPR_009)

Obpabotxa zampoca |
) OPENOCTARNETNE
CHENCHAN O NNEIRONMTERE majopRcpr o
[==h opaanms 0 paTe m ppeveTT oA EETEY JTC N M. 5
SHS i PEECIPa NpETRONETEREEH
] (PSS 15 OPR_010)

Tlmess w obpaborea
HEEp O[RMATEHE O JATE ¥ RPEMEEA
obamEenws peecIpa
PR ONMTERER
(PS8.15.OPR 011)

Puc. 7. Cxema BemonHeHENa nponexaypsl "Ilonyderne nadopMamun 0 AaTe U BpEMEHH
oOHOBIIeHH peecTpa mpomsBoaurenei” (P.SS.15.PRC.003)

44. Tlpouenypa "llonydenune nHPopMalu O JaTe U BpeMeHU OOHOBJIEHHS peecTpa
npousBoauteneit” (P.SS.15.PRC.003) BbeimonHsE€TCS B ILENSAX OIEHKH HEOOXOAUMOCTH
CUHXPOHM3AIUU HUHGOPMAIUU O COCTOSIHUU (JJaTe€ W BPEMEHHU IMOCJIEAHEr0 OOHOBJICHUS)
CBEICHUM O TMPOU3BOAUTENIX, XpaHAUEHCS y YIOJIHOMOYEHHOTO OpraHa, cC
COOTBETCTBYIOIIIEH MH(GOpMAIIUEH U3 peecTpa Nporu3BOAUTENCH, XpaHsieics B Komuccunu.

45. IlepBoii BeImonHseTCS onepauus "3ampoc MHOpMaIMU O JaTe U BPEMEHU
obHoBieHus peectpa mpomspoautenei’ (P.SS.15.0PR.009), B pe3ynbpTaTe BBINOJHECHUS
KOTOPOW YIMOJHOMOYEHHBIM OpranoM (GopmMmupyercs U Hampasisercs B Komuccuro 3anpoc Ha
noyuyeHue nHGopMaluu o AaTe U BpEMEHU OOHOBJIEHUS pPeecTpa MPOU3BOIUTEIICH.

46. Ilpu nonyyenuu Komuccueit 3anpoca nndopmanuu o 1ate 1 BpeMeHH OOHOBIICHHUS
peecTpa MpOU3BOAUTENEH BhIMOJHIETCS onepanus "OOpaboTka 3ampoca U Mpe10CTaBICHUE
uH(OpMaIIK O JlaTe U BpeMeHu 0OHoBIieHus peectpa npousBoauteneit” (P.SS.15.0PR.010),
B PE3yJbTaTe BBINOJHEHUS KOTOPOU (HhOPMUPYETCA U MPEAOCTABISACTCS B YIIOTHOMOYEHHBIHN
oprad uHGOpMaIUs O AaT€ U BpEMEHU OOHOBIICHUS PEECTPa MPOU3BOIUTEIICH.

47. 1lpu mony4YeHUH YIOJHOMOUYEHHBIM OpraHoM HHGOpPMAIUU O JaTe U BPEMEHHU
OOHOBJICHUSI peecTpa MPOW3BOAUTENCH BbINIONHsAETCS omepanus "llpuem m o6paboTka
uHdopMalmu o JaTe U BpeMeHu oOHOBIIeHHS peecTpa npousBoauTeneit” (P.SS.15.0PR.011).



48. Pe3ynbraTtoMm BhITIOIHEHHS Tipotieaypsl "[lonydenne napopManuu o 1aTe U BpeMEHU
obHoBneHuss peectpa mnpousBogutenei" (P.SS.15.PRC.003) sBnsercs mnojy4dyeHue
YIIOJTHOMOYEHHBIM OpraHoM HWH(OpMAIMu O Jare W BPEMEHH OOHOBJICHHS peecTpa
ITPOX3BOIUTEIIEH. .

49. Ilepeuenp onepauuii 0OILIEro Mpolecca, BHINOJHAEMBIX B paMKax Mpoueaypsl "
[Tonyuenne nadopmaluu o gaTe ¥ BpeMEeHH OOHOBIIeHUs peecTpa npousBoauTeneit” (P.SS.15

.PRC.003), npuBenen B Tabaune 17.

Tabmuma 17

Ilepegens onepanuii 06mero mponecca, BHIIOJHAEMEIX B paMKkax mponexypsl "Ilomydenne
rH(popMamuy 0 aTe B BpeMeHH 00HOBICHUA peecTpa npousBoauteneit” (P.SS.15.PRC.003)

KonoBoe o603Hauenme

1

P.SS.15.0PR.009

P.SS.15.0PR.010

P.SS.15.0PR.011

HanmenoBanue
2

3ampoc MHGOpPMAIMU O JAaTe H
BpeMEHH OOHOBICHHS peecTpa
MPOU3BOIUTENEH

obpaboTka 3ampoca u
NpeAOCTaBICHHEe WHPOPMALMU O
Iare W BPEMEHH OOHOBICHHS

peecTpa npou3BoaUTENIEH

npueM 1 06paboTka nH(GopManu o
JaTe W BpPEMEHH OOHOBIICHHUSA
peecTpa Mpou3BogUTENCH

Omnucanue

3

npuBeneHo B Tabmume 18
HacTosumx [IpaBun

npuBegeHo B Tabmume 19
Hactosumx [IpaBuin

npuBeneno B Tabmume 20
Hacrosamux [IpaBun

Tabmnuma 18

Ommcanwe onepaiy "3anpoc HHGOPMALHH O AaTe U BpEMEHH 0OHOBIIEHHUS peecTpa
npomsBogureinei” (P.SS.15.0PR.009)

Ne i/t
1
1

O0o3HayeHne dJIEMEHTA
2

Konosoe 0o603Hauenue

HaunmenoBanue orepannu

Hcnomaurens

VCIIOBHS BBIIOJIHEHUS

Omnucanue
3
P.SS.15.0PR.009

3anpoc uH(MOpPMAIUK O JgaTte Hu
BpeMEHH OOHOBICHHS peecTpa
MPOM3BOAUTENEH

YIOJHOMOYEHHBIN OpraH

BBIMIOJIHSIETCS B LEIAX OICHKU
HEOOXOMMOCTH CUHXPOHH3AINN
nH(POPMAINH O COCTOSIHHH (HaTe U
BPEMEHH IIOCIIEAHET0 OOHOBIICHU)
CBEJCHUI O MPOU3BOIUTEIIX,
XpaHsIIENHcs: y YNOJIHOMOYEHHOTO
opraHa, ¢ COOTBETCTBYIOLIEH

nnpopmanmeir u3  peectpa

IPOU3BOJIUTENEH, XpaHSIEHCS B
Komuccnn



dbopmar U CTPYKTypa

5 OrpaHndeHus MPEACTaBISIEMBIX CBEICHUHN JTOJKHBI
cooTBeTCTBOBaTh  OmHCaHUIO
(hopMaTOB U CTPYKTYp IIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCIIOIHUTENb  (QOPMHUPYET H
HarpasisieT B Komuccuto 3anpoc Ha
noxydeHne MHGOPMAIMU O IaTte U
BpEMEHH OOHOBIIGHHS peecTpa
6 Omnwmcanue onepanuu MIPOU3BOANTENICH B COOTBETCTBHHU C
PeritamenToM HH(POPMAIIHOHHOTO

B3aMMOJIEUCTBUS MEXAY
YIIOJTHOMOYEHHBIMU OpTaHaMH U
Komuccuen

3anpoc uH(MOpPMAIUK O [gaTte Hu
BpeMeHU OOHOBIICHUSI peecTpa
MpOU3BOJUTENCH HaMpaBieH B
Komuccuto

Tabnuma 19

7 PesynbTaTsl

Ommcanue onepaiun "O6paboTka 3ampoca u mpeocTaBieHrne HHGOpMAIHHK O JaTe U BpEMEHH
oOHOBIIEHHA peecTpa npomsBogutenei” (P.SS.15.0PR.010)

Ne i/t O0o03HauyeHne dJIEMEHTA Omnucanne
1 2 3
1 KonoBoe 0603HaueHne P.SS.15.0PR.010

oOpaboTka 3ampoca u
npejocTaBjieHue WHPOPMAIUU O
2 HaumenoBanue onepauuu

JlaTe W BpPEMEHU OOHOBICHUS

peecTpa nmpou3BoUTeNeH
3 Hcnonuurens Komuccus

BBITIOJHSETCS TpPH  TONTYYSHHUH
HCTIOJTHUTEIEM 3ampoca
UHQOpMAIIMK O JaTe W BPEMEHH
00HOBICHUS peecTpa

4 Y cIIoBHS BBIIOTHEHUS pou3BoauTENeH (omeparus "3ampoc
HHpOpMAIMM O JaTe W BPEMEHH
OOHOBJICHUS peecTtpa
npousBoautenen” (P.SS.15.0PR.009

)

dbopwmar u CTPYKTypa
NpeJCcTaBIsieMol  MHpOpMaIu

JTOJIKHBI COOTBETCTBOBATH
Onucanuio GopMaToOB U CTPYKTYP
SNEKTPOHHBIX JOKYMEHTOB H
CBEIICHUIA. CooOmenne u
AIIEKTPOHHBIN JTOKYMEHT (CBEICHHUS)

5 OrpaHnyeHus JIOJKHBI COOTBETCTBOBATH
TpeOOBaHUAM K 3aIMOJHCHUIO
PEKBHU3HUTOB 3JICKTPOHHOTO
JIOKyMEHTa (cBenmeHwmit),



IpelyCMOTpPEHHbIM PermaMeHnToM
MH()OPMAMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYECHHBIMHU
opranamu u Komuccueit

WCIIOJTHUTEIIb BBITIOJHSAET 00paboTKy
MOJY4YEeHHOT 0 3ampoca, (GopMupyer
W HampaBIisieT HH(OpPMALIUIO O JaTe
U BpEMEHH OOHOBIIEHHS peecTpa
6 Omnucanue onepanyuu MIPOU3BOIUTENIEH B COOTBETCTBHUHU C
PernamenToM WH(pOPMaLMOHHOTO

B3aUMOJIEHCTBUSI MEXIY
YIIOJTHOMOYEHHBIMU OpTraHaMH U
Komuccuen

nHpopManus O JaTe W BPEMEHH
OOHOBJICHUS peecTtpa
NPOM3BOJMTENCH HampaBlicHa B
YIIOJTHOMOYEHHBIN OpraH

Tabmnuma 20

7 PesynbraTsl

Ommucanue onepaiyu "IIpueM u 06paboTka mEGOpMamUH O AaTe ¥ BpeMEeHH 0OHOBJIEHHA peecTpa
npomsBogutenei” (P.SS.15.0PR.011)

Ne i/t O0o3Ha4yeHne dJIEMEHTA Omnuncanne
1 2 3
1 KonoBoe 0003Hauenne P.SS.15.0PR.011

npueM 1 00paboTKa HHPOPMAIIUH O
2 HanmMeHoBanue onepanuu JaTe ¥ BpEeMEHU OOHOBICHHS
peecTpa IpOU3BOIUTEIEH

3 Ucnonunurens YIOJHOMOYEHHBIN OpraH

BBIIOJIHACTCA MNpU TOJTYUYCHUU

UCIIOJTHUTENIEM HH(OPMALUH O J1aTe

U BpPEMEHH OOHOBIJICHHUS peecTpa

npousBoauTeNeld  (omepanus
4 Y cIIoBHS BBHIIOTHEHUS Obpaborka 3ampoca u

n

MpeIOCTaBICHHEe HHYOPMAIMH O

JlaTe W BpPEMEHU OOHOBICHUS

peectpa mpoussoauteneit" (P.SS.15.
OPR.010))

dopMaT M CTPYKTypa COOOIICHHUS
JIOJI>KHBI COOTBETCTBOBATH

5 OrpannyeHus Onwucannio GpopMaToB U CTPYKTYP
AJIEKTPOHHBIX JOKYMEHTOB U
cBeleHUll

WCIIOJTHUTEIb OCYIIECTBISIET IPHEM
1 00pabOTKy TMOJYyYEHHOU
nHpOpMallMM O JaTe M BpPEMEHH
0OHOBIICHUSA peecTpa
MIPOU3BOANTENICH B COOTBETCTBHH C

6 OnmcaHue onepanun PernamentoM uHGOPMAIMOHHOTO



B3aUMOJIECHCTBHUSI MEXAY
YIOTHOMOYEHHBIMA OpPTaHAMH |
Komuccuein

uHpopMalus O Jare U BPEMEHH
7 PesynbraTs OOHOBJICHUS peectpa
IPOU3BOIUTENEH MOTyUYeHa

[Iponienypa "llonyuenue ceeaenuii u3 peectpa npoussoauteneit” (P.SS.15.PRC.004)
50. Cxema BoInosiHEHUS TIpotieAypsl "[loyyeHne cBeIeHui U3 peectpa Nporu3BoauTenei”
(P.SS.15.PRC.004) npencraBiieHa Ha pUCYHKE 8.

- Yoomerss oresni opr an e
& 5 e CREAEAES O NNECROAETENE
(PSS.15 OPR 012) [ eppem anpom el
J(REAEHAS 0 ONEEROAETENE i
[menemas manpanmerns ] Obpaborea zanpoca |
NPEAOCTARNEHEE CRENCHEN B2
: POCCIpA pNERONETC ReH
“CRENCEES 0 NP ONETERE < (PSS_15.OPR 013)
[eenemas orcyrcmeyIOT]

Ilpmews & obpaboTea coepenmi Bz
PEECTDA I[N RONHTE NEH
(PS5 15.0PR 019)

.

Puc. 8. Cxema BhmomaeHHs mponenypsl "Ilomydenwme cBeaeHMii uM3 peecTpa
npousBoputeneii” (P.SS.15.PRC.004)

51. IIponenypa "[lonydenue cBenennii u3 peecrpa npoussoauteneit” (P.SS.15.PRC.004)

BBINOJIHAETCSL MPU HEOOXOAMMOCTU MOTYYEHUS YIOJIHOMOYEHHBIM OPraHOM CBEJACHUU U3

peecTpa Mpou3BOAUTEINECH.

52. IlepBoii BHITIOTHSAETCS omepaius "3amnpoc CBeIeHU U3 peecTpa npousBoautenei” (
P.SS.15.0PR.012), B pe3yibTaTe BBINOJHEHUS KOTOPOU YIOJTHOMOYEHHBIM OpPraHOM
dbopmupyercss u Hamparisercss B Komuccuio 3ampoc Ha MpeaoCTaBiICHUE CBEICHUN U3
peecTtpa mnpousBoauTeneid. B 3aBUCHMMOCTHM OT 3aJaHHBIX NApaMETPOB BO3MOXKHO
(dbopmupoBaHue 2 BUAOB 3aIIPOCOB:

3ampoc Ha MPEJOCTABICHUE CBEACHUM, COJEPKALIUXCA B PEECTpe MPOU3BOAUTENCH, B
IIOJIHOM 00BEME;



3alpoc Ha MPEIOCTABICHUE YKa3aHHBIX CBEICHUI MO0 COCTOSIHUIO HA ONPEACICHHYIO AaTy.
53. Ilpu nonyyennn Komwuccuen 3anmpoca Ha NMpeAOCTABICHUE CBEICHUN M3 peecTpa
MPOU3BOAMTENEH BBITIONHSETCS oreparus "OOpaboTka 3ampoca v MpeIOCTaBICHUE CBEACHUIM
u3 peecrpa npousBogutenei” (P.SS.15.0PR.013), B pe3ynbTaTe BBINOJHEHUS KOTOPOM
(GOpPMHUPYIOTCS U TIPEAOCTABIISIIOTCS B YIIOJTHOMOUYCHHBIN OpraH 3alpalinBacMbIe CBEICHUS
WIM HAMpaBIIIETCs YBeIOMIIEHUE 00 OTCYTCTBUU CBEJICHUM, YAOBIETBOPSIONIUX TapaMeTpam
3amnpoca.

54. Ilpu nosy4eHUn yIOJTHOMOYEHHBIM OPTaHOM CBEIEHUN U3 peecTpa MpOoru3BOAUTENEH
WU yBEJIOMJIEHHSI 00 OTCYTCTBUU CBEICHUH, YJIOBJIETBOPSIOIIUX IMapamMeTpaM 3ampoca,
BeITIONTHsIeTCs oneparus "[Ipuem n oOpaboTka cBemeHni u3 peectpa npouspoauteneit” (P.SS
.15.0PR.014).

55. PesynbpraToM BbIMONHEHUs mpoiuenypsl "llonydyeHue cBegeHuil W3 peecTpa
npousBoautenei" (P.SS.15.PRC.004) sBnseTcss mojgydeHHE YIOJIHOMOYEHHBIM OpPraHOM
CBEJICHUM U3 peecTpa MPOU3BOJAUTENICH WJIM YBEJOMJEHHS 00 OTCYTCTBHUU CBEICHHUIA,
YAOBJIETBOPSIOIINX MTapaMeTpaM 3ampoca.

56. Ilepeuens onepanuii 0OUIEro MPOIECCa, BHINOJHIEMBIX B paMKax MpOUEaypsl "
ITonyuenue cBenenuit u3z peecrpa npousBoauteneit” (P.SS.15.PRC.004), npuBeneH B

Tabmurte 21.
Tabmnuma 21

Ilepegens onepanuii 06mero mponecca, BHIIOIHAEMEIX B paMKax mpouexypst "Ilomygerne
cBeaeHuii u3 peectpa npomssogurenei” (P.SS.15.PRC.004)

KonoBoe 0603Hauenue HanmenoBanue Omnucanne
1 2 3

3ampoc CBEJCHUN W3 peecTpa MpUBEAeHO B Tabmume 22
MIPOU3BOAUTENCH Hacrosumx [IpaBun

P.SS.15.0PR.012

obpaboTka 3ampoca u

6 23
P.SS.15.0PR.013 NpeNoCTaBJIeHUE CBEJECHUN U3 UIPHBEACHO B  TabIMLe

. HacTtosiux [IpaBun
peecTpa npousBoauTeNeH

mpueM M o0paboTKa CBEICHWHA W3 TpUBeAeHO B Tabmume 24
peecTpa Npou3BOAUTENICH Hacrosmux [IpaBun

Ta6muma 22

P.SS.15.0PR.014

Omucanme onepanuy "3anpoc cBeeHui U3 peectpa npomssoaurenei” (P.SS.15.0PR.012)

Ne i/t O0o3HayeHne dJIEMEHTA Onucanue

1 2 3

1 Konosoe 0o603Hauenue P.SS.15.0PR.012

) HanmeroBane oreparum 3ampoc CBEJCHUH U3 peecTpa

IIPOU3BOIUTENCH

3 Ucnonunurens YIOJHOMOYEHHBIN OpraH



4 VY cI10BHS BBITOJTHEHUS
5 Orpannyenus

6 Omnucanue onepanuu
7 PesynbraTsl

BBITIOJIHACTCA TIPpU H€O6XO[[I/IMOCTI/I
MOJIy4CHU A YIOOJIHOMOYCHHBIM

OpraHoOM CBG,HGHI/Iﬁ n3 peecTpa
HpOPI3BO,Z[I/IT€JIeI>‘I

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

UCIIOJIHUTENb  (QOPMHUPYET H
HanpasisieT B Komuccuro 3anpoc Ha
MOJIyYeHUE CBEIEHHHM U3 peecTpa
MPOU3BOAUTENEH B COOTBETCTBHHU C
PernamenToM WH(pOPMaMOHHOTO
B3aUMOJAEHCTBUS MEXKAY
YHOTHOMOYEHHBIMH OpTaHaMU M|
Komuccueii. Ilpu BO3HHUKHOBEHHHU
HEOOXOAMMOCTH  TOJY4YCHHUS
CBEJIEHUN U3 peecTpa
MIPOM3BOANTENICH B IOJTHOM 00BEME,
JlaTa M BPeMs aKTyalH3alHuHd B
3anpoce He ykasbiBaeTcd. [lpu
BO3HHUKHOBEHUH HEOOXOJANMOCTH
MOJIyYeHHs CBEJICHUI MO COCTOSHHIO
Ha ONpPEAEICHHYIO JaTy U BpeMs B
3arpoce J0JDKHA yKa3blBaThCs Jara
U BpeMs aKTyalu3aluu peecTpa
MPOU3BOAUTEINEH. Ilpu
BO3HUKHOBEHHU HEOOXOIUMOCTHU
MOJIyYeHUs CBEJICHUH, BKIIIOUEHHBIX
B peecTp Npou3BOAuUTENell, Ha
OCHOBAaHHU CBEJECHHUH,
MPEICTABICHHBIX ONPEICICHHBIMU
rocy1apCcTBaMH-4IEHAMH, B 3aIIpOCE
YKa3pIBAaIOTCA  KOJBI  3THUX
rOCyAapCTB-4JICHOB

3ampoc CBEIEHUU U3 peecTpa
MPOU3BOJUTENICH HAMpaBieH B
Komuccuro

Ta6muma 23

Omucanne onepanun "O6paboTka 3anmpoca U MpeIoCTaBICHHE CBEICHNI U3 peecTpa

mpomsBogutenei” (P.SS.15.0PR.013)

Ne /i O6o3HaueHne dIEMEHTA

1 2

1 KonxoBoe 0003Hauenme

2 HanmMenoBanue onepauuu

3 Ucnonaurens

Omnucanue
3
P.SS.15.0PR.013

oOpaboTka 3ampoca "
MPENOCTaBICHNE CBEJIEHUH U3
peecTpa Ipou3BOaUTENEH

Komuccus



VCIIOBHS BBIIOJIHEHUS

OrparnyeHus

Onucanue ornepannu

BBITMIOJHACTCS TPHU  TOIYYCHUH
UCIIOJIHUTEIIEM 3aIpoca CBEICHUI U3
peectpa npou3BoauTeNei (onepanus
"3ampoc cBeIeHHWH M3 peecTpa

npousBogutenen” (P.SS.15.0PR.012

)

¢opmar n CTPYKTypa
MpeNCTaBIsIeMOl  MHGOPMAINH

JIOJIKHBI COOTBETCTBOBATH
Onwucannio GpopMaToB M CTPYKTYP
AJIEKTPOHHBIX JOKYMEHTOB U
ceenenuii. CoolOmienne
3JIEKTPOHHBIN TOKYMEHT (CBEIICHHM)
JIOJKHBI COOTBETCTBOBATH
TpeOOBaHUSAM K 3aMOIHEHUIO
PEKBU3UTOB 3JIEKTPOHHOTO
JIOKyMEHTa (cBenenuit),
peaycMOTpeHHBIM PermamenToM
MH()OPMAMOHHOTO B3aNMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
opranamu u Komuccueit

UCIIOJHUTENb  OCYIECTBISAET
00paboTKy 3ampoca B COOTBETCTBUH
¢ PernamenTroMm nH(MOPMAIIIOHHOTO
B3aNUMOJENUCTBUSI MEXAY
YIOTHOMOYEHHBIMA OpPTaHaMH M
Komuccueit, dopmupyer u
NPEACTaBISIET B YIOJHOMOYEHHBIN
OpraH CBEJIEHHS U3 peecTpa
MIPOM3BOANTEINCH B COOTBETCTBHU C
mapaMeTpaMd, YyKa3aHHBIMH B
3anpoce. Ilpm mnpemocraBieHnun
MOJTHOW WH}OpMaIuu U3 peectpa
MPOU3BOAUTENCH OCYIIECTBISACTCS
MpeoCTaBICHUE BCEX 3alucei,
XpaHAMHUXCSI B peecTpe
MPOU3BOIUTEINEH. IIpu
MPEAOCTABICHUN CBEACHUH TI0
COCTOSTHUIO Ha yKa3aHHYIO JaTy U
BpeMsl OCYILIECTBISIETCS BhIOOpKa
CBEJICHUH, COIePIKAIIUXCS B peecTpe
MIPOM3BOANTENIEH, IO COCTOSIHUIO Ha
JIATy ¥ BpeMs, yKa3aHHYIO B 3ampoce
Bribop cBenenuit w3 peecrtpa
MPOM3BOAUTENEH OCYIIECTBISETCS
10 BCEM CTpaHaMm JHOO C y4eToM
KOJIOB TOCyAapCTB-UJICHOB,
yka3aHHBIX B 3ampoce. Ilpu
OTCYTCTBUH B peectpe
MpOU3BOAUTENEH CBCIICHHH,
YIOBIETBOPSAIOMNAX ITapaMeTpam
3ampoca, B yIOJIHOMOYEHHBIN OpraH
HalpaBJsieTCsl yBeloMIIeHHe 00
OTCYTCTBUHU CBEICHUI,



YAOBJICTBOPAOIINUX HapaMeTpam
3arpoca

B yHOHHOMO'—IGHHBIfI opran
MpENOCTaBICHbl CBEJCHUS U3
peecTpa MNPOU3BOJAUTENEH WU

7 Pesynprars HalpaBIICHO yBEJOMIICHHE 00
OTCYTCTBHHU CBEICHUM,
YIOBIETBOPSAIOMKAX ITapaMeTpam
3ampoca

Ta6muma 24

Omucanue onepamun "TIpueM u 06paboTka cBeaeHuit u3 peectpa npousBogureneii” (P.SS.15.0PR
.014)

Ne /i O0o03HayeHne dIeMEHTa Onucanue
1 2 3
1 KonmoBoe 0003Hauenme P.SS.15.0PR.014

npreM u o0paboTka cBeJCHHH W3
2 HanmMeHoBanue onepanuu N
peecTpa Ipou3BoANTEICH

3 Hcnonuurens YIOJTHOMOYEHHBIN OpraH

BBITIOJHSIETCS OPH  MONYYCHUH
UCIIOTHUTENIEM CBEACHUI U3 peecTpa
MPOM3BOAUTENCH WM YBEAOMIICHUS
00 OTCYTCTBUM  CBEJICHUH,
YIOBJIETBOPSIONIMX [apaMeTpaM
3anpoca (onepanus "OOpaboTka
3ampoca H  MPENOCTaBIIEHHE

4 VCII0BHUS BBIIOJIHECHUS

CBEJCHUH nu3 peecTpa
npousBoxuteneit" (P.SS.15.0PR.013

)

dbopMar U CTPYKTypa COOOIICHUS
JIOJIKHBI COOTBETCTBOBATH

5 Orpannyenus Omnwncannio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKyMEHTOB H
CBEJCHUN

WCTIOJTHUTEIIb TIOJTy4aeT CBEACHHS U3
peecTpa IPOU3BOJIUTENEH WIIH
yBEAOMIICHHE 00 OTCYTCTBHUH
CBEICHUIl, YyMOBIETBOPSIOMINX
mapaMeTpaM  3ampoca, H
OCYIIECTBIISIET UX 00pabOTKy

6 Omnucanue onepauuu

CBEICHHUS nu3 peecTtpa
MIPOU3BOANTENCH WM YBEIOMIICHHE

7 PesynbraTs! 00 OTCYTCTBUM CBEICHUH,
YAOBIETBOPSIOMNUX IapaMeTpaM
3anpoca, 00padoTaHbI

[Ipouenypa "IlonyueHrne n3MEHEHHBIX CBEEeHUH 13 peectpa npousBoguteneit” (P.SS.15.
PRC.005)



57. Cxema BbinosiHeHUs npouenypsl "llolydyeHne U3MEHEHHBIX CBEACHUN M3 peecTpa
npouspoaurenei (P.SS.15.PRC.005) npencrasneHa Ha pucyHke 9.

-V OOme T eRnRIE opE s Kouarces

!

32!][!‘!: METEHLIE (RENENHE W
PEECIPA IMEERONETE NEH
(P SS.15_OPR 015)

PENEIE CHENCHEN AN FHE |

CRENEEEN O DNETRONETENE -
[EeremmIe ey enEs BATpatEenE | Obpaborea zanpoca ®
NPENOC TARNENHE HIMETFHLIE
CRENCHAH W [EECTPA
ICHENCHAN O DNECRONETENE TR O ETERE
[EeEemmae cReneEEn oTcy TR YROT] (PSS _15.0PR_016)

HZ pEECIPa I (ER O TEREH
(PSS 15.0PR 017)

.

Puc. 9. Cxema BemonHEHHS nponeayps! "Ilomydenne m3MEHEHHBIX CBEACHUN U3 peecTpa
npomsBogureineii” (P.SS.15.PRC.005)

58. IIpouenypa "IlonyueHre u3MEeHEHHBIX CBEJCHUN U3 peectpa npousBoauteneit" (P.SS
.15.PRC.005) BbInOSHAETCS B LENAX MOJYYEHUSI YIOJIHOMOYEHHBIM OPraHOM CBEICHUN W3

peecTpa MpoOU3BOJUTENEH, J00aBIEHHE KOTOPBIX B pEeCcTp WM BHECEHHWE M3MEHEHUU B
KOTOpbIE TPOU30IILIIO HAYMHASI C MOMEHTA, YKA3aHHOTO B 3apoce, 0 MOMEHTA BBIMOJIHEHUS
sTOro 3ampoca. IIpouenypa BBINOJIHSAETCS B TOM YHUCIE, €CIU B PE3YJIbTATE BBIIOJIHEHHS
npouenypsl "[lomydenue wuHboOpMaluu O Jare U BpeMEHH OOHOBJIEHHUS peecTpa
npouspoautenein” (P.SS.15.PRC.003) BbIsIBJIE€HO, UTO J1aTa U BpeMsl MOJIyYEHHUS CBEJCHUM U3
peecTpa MPOU3BOUTENCH YITOJTHOMOYEHHBIM OPTraHOM SIBIISIIOTCS O0JIee paHHUMH, YeM JaTa u
BpeMsi U3MEHEHUS peecTpa npousBoauteneil B Komuccun.

59. TlepBoii BbIIONHSETCA omepauus "3anmpoc WU3MEHEHHBIX CBEICHUN M3 peecTpa
npousBoautenei" (P.SS.15.0PR.015), B pe3yabTare BBINOJIHEHUS KOTOPOU
YIOJHOMOYEHHBIM OpranoM ¢opmupyercs u Hampasiserca B Komuccuio 3ampoc Ha
NOJIy4eHHE U3MEHEHHBIX CBEJICHUN, BHECEHHBIX B PEECTp MPOU3BOIUTENCH.

60. IIpu nonyuennn Komuccueit 3anpoca uadpopmanu 00 U3BMEHEHUSIX, BHECEHHBIX B
peecTp mpou3BOAUTENEH BbINoHAeTCs onepanus "OOpadoTka 3ampoca U MPeJOCTaBICHUE
M3MEHEHHBbIX CBelleHui u3 peectpa npousBoautenein” (P.SS.15.0PR.016), B pesynbTaTe



BBITIOJTHEHUS KOTOPOM (OPMUPYIOTCS U TPEIOCTABIAIOTCA B YIOJTHOMOYECHHBIM OpraH
W3MEHECHHBIC CBEJICHUA U3 PeecTpa NMPOM3BOAMUTENICH C JaThl U BPEMEHH, YKa3aHHBIX B
3ampoce, WIM HAMpaBJSIETCS YBEAOMIICHHE 00 OTCYTCTBHHM CBEACHUH, YOBJICTBOPSIONIINX
napamMeTpaM 3anpoca.

61. [Ipyu mony4eHnn yrmoJIHOMOYEHHBIM OPraHOM M3MEHECHHBIX CBEJCHHM, BHECEHHBIX B
peecTp MPOU3BOAUTENEH, UM YBEAOMIICHUS 00 OTCYTCTBHM CBEJCHUM, yIOBIECTBOPSIONIINX
napamMeTpam 3anpoca, BeinojHsercs onepamus "[Ipuem n 06padboTka U3MEHEHHBIX CBEIACHUN
u3 peectpa npousBoaurenein” (P.SS.15.0PR.017).

62. Pe3ynpTatoM BBINOJHEHUS Npoueaypsl "[lorydeHrne U3MEHEHHBIX CBEIACHUN W3
peectpa mpousBoautenei" (P.SS.15.PRC.005) sBasercs mojgydeHHE YHOJTHOMOYECHHBIM
OpraHOM M3MEHEHHBIX CBEICHUIN U3 PEECTpa MPOU3BOIUTENEH U CHHXPOHU3AIUS CBEICHUHN U3
peecTpa NpOU3BOAUTENEH MEXKAY YIIOJHOMOYECHHBIM Opranom u Komuccuen.

63. Ilepeuyens omeparuii oOIIEro mpouecca, BHIIOIHAEMbIX B paMKax Mpoueayps "

[Tonyyenue wu3MeHEHHBIX cBeleHHN u3 peectpa mnpousBoguteneir” (P.SS.15.PRC.005),
npuBeeH B Ta0IuUIE 25.
Ta6muma 25

ITepegens onepanuii o6mero mpomnecca, BHIIOIHAEMEIX B paMKax Iporuenypsl "Tlorydenue
M3MEHEHHBIX CBeieHm# u3 peectpa npomsBogureneii” (P.SS.15.PRC.005)

Konmosoe 0603Hauenne HaumenoBanue Omnucanue
1 2 3

3alpOC M3MEHEHHBIX CBEIEHUNM U3 MpHUBeJeHO B Tabuuue 26
P.SS.15.0PR.015 P 8 P

peecTpa mpou3BoguTeNeH Hactosiux [IpaBuin

obpaboTka 3ampoca u

NpenoCTaBlIeHHe H3MEHEHHBIX npuBegeHo B Tabaume 27
P.SS.15.0PR.016 peRoctas p H
CBeJeHU u3 peectpa Hacrosmux [IpaBui
IIPOU3BOUTENCH

mpueM U 00paboTKa M3MEHEHHBIX

2
P.SS.15.0PR.017 CBEICHUH u3 peectpa HpHBCACHO B Tabmiue 8

o HaCTOAIINX HpaBI/IJ'I
IIPOU3BOAUTEIICU

Ta6muma 26

Omucanue onepanuy "3anpoc H3MEHEOHHBIX CBeICHMI U3 peecTpa npousBogureneii” (P.SS.15.
OPR.015)

Ne i/ O06o3HaueHue dIeMeHTa Ornucanue

1 2 3

1 KonxoBoe 0003Hauenme P.SS.15.0PR.015

) Hamverosasue oneparym 3aMpoc M3MEHEHHBIX CBEJCHHN U3

peecTpa IpON3BOIUTEIICH
3 Hcnonuurens YIIOJTHOMOYEHHBIN OpraH

BBITIIOJIHACTCA B LCJIAX MOJTYUYCHUS
YIIOJIHOMOYCHHBIM OopraHom



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

Ommucarue onepain "O6paboTka 3ampoca U IpeIoCTaBICHNE H3MEHeHHBIX CBEICHHUI H3 peecTpa
mpomsBoguTenei” (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

Omucanue onepanun "TIpueM u 06paboTKa H3MEHEHHBIX CBEJICHUI H3 peecTpa mpou3BoauTeNeH" (
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. IIpouexypsl yBeJOMIICHHS YIIOJIHOMOYCHHEIX OPTaHOB

[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.



TY o oTernEIE Ofr an CYREn oM CMETH YIIONE O TE RHLE O 3

?

Hanpmuensr yRepqouMuens 0 BEFIC i
(F=MeBEPEE cTaTyca) cepTApERaTa ;w & mwﬂ;
(PSS.15.0PR 018) J B
Ilpess & obpaboxa
VHENOMNCHEN O BEIIFIE
(EMenEEaE cTaTYCA)
CEpTApEEATA

(PSS_15.OPR 019)

.

Puc. 10. Cxema BHIIOIHEHHA IPOnEAYPH "YBEIOMIICHHE O BeIIade (A3MEHECHHH CTAaTyca)
ceprudukara” (P.SS.15.PRC.006)

65. Ilpouenypa "YBenomiieHue o Bhliaue (M3MeHeHnU ctatyca) ceprudukara” (P.SS.15.
PRC.006) BbImoNHSETCSA MPU YBEAOMIICHUN YIIOJIHOMOYEHHOI'O OpraHa O Bbljjaue (M3MEHEHUH

cTaTyca) cepTu(uKaTa MPOU3BOJUTENIO TOBAPOB BETEPUHAPHOTO HA3HAYEHUS, TPOU3BOICTBO
KOTOPOI'0 COOTBETCTBYET TpeOoBaHMsM [IpaBuin Hagexamen npaKTUKH.

66. IlepBoii BeimoHsieTcst onepanus "Hanpapnenue yBeoMIIeHUs O Bbijade (M3MEHEHUU
craryca) ceprudukara" (P.SS.15.0PR.018), B pe3ynbTare BBINOIHEHUS KOTOPOIl
YVIIOJTHOMOYEHHBIM OpraHoM (opMupyercss W HampaBisieTCs B yBEJIOMIISEMBII
YIIOJTHOMOYEHHBIM OpraH yBEJOMJICHHE O BblJaue (M3MEHEHUHU cTaTyca) cepTudukara
MIPOU3BOJIUTEIIIO TOBAPOB BETEPUHAPHOIO HA3HAYECHUS.

67. Ilpu moay4eHUH YBEAOMJIISIEMBIM YMOJHOMOYEHHBIM OPraHOM YBEIOMJICHHS,
BEITIONTHSIETCS orneparus "[Ipuem u 06paboTka yBeOMIICHHUS O Bbljjaue (M3MEHEHUHU CTaTyca)
ceprudukara" (P.SS.15.0PR.019), B pe3ynbTare BBINOJIHEHUS KOTOPOW YBEAOMIISIEMBIN
YIOJIHOMOYEHHBIN OpraH Mojy4daer u oOpaldaThiBaeT yBEJAOMJIEHHE O BblJaue (M3MEHEHHH
cTaTryca) cepTudukara.

68. Pe3ynbTaTOM BBINOIHEHUS NpoUeayphl 'Y BeloMIIeHHE O BblAaue (M3MEHEHUH cTaTyca
) ceprudukara" (P.SS.15.PRC.006) siBnsieTcst mosiy4eHHe YBeIOMIISIEMbIM YIIOTHOMOYEHHBIM
OpraHoM YyBEJIOMJICHUSI O BbIJaue (M3MEHEHUHU cTaTyca) cepTudukara MpOU3BOJIUTEIIO
TOBApOB BETEPUHAPHOTO HA3HAUCHMUSI.

69. Ilepeuyenp omeparuii oOIIEro Mpouecca, BHIIOIHAEMbIX B paMKax Mpoueayps "
VYBenmomiienne o Beiaue (n3mMeHeHuu craryca) ceprudukara” (P.SS.15.PRC.006), npuBenex
B Ta0me 29.



Tabmnuma 29

Ilepegens onepanuii 06mero mponecca, BHIMOJHAEMEIX B paMKaX Iponexypsl "YBeOMICHHE O
BhIIa4e (M3MeHeHnH cTaryca) ceprudukara” (P.SS.15.PRC.006)

KonoBoe o603Hauenme Haumenosanue Onucanue
1 2 3

HampaBJICHUEC YBCOAOMJIICHUSA O

o 30
P.SS.15.0PR.018 BBhIJade (M3MEHEHHH CTaTyca) FPUBEASHO B Tabudie

Hactosmux [IpaBun
cepTuduKaTa

IpreM 1 00pabOoTKa yBEIOMIIEHUS O
P P y npuBeneHo B Tabmume 31

P.SS.15.0PR.019 BBhIJade (M3MEHEHHH CTaTyca) nacrosmux Tpasin

cepruduKaTa
Tabmauma 30

Omucanue onepanuy "HampapineHre yBeJOMIEHHS O BhIjade (M3MCHEHHH CTaTyca) cepTa(mnkara”
(P.SS.15.0PR.018)

Ne o/mt Ob6o3HaueHNe HIEMEHTa Onucanne
1 2 3
1 KomoBoe 0003Hauenme P.SS.15.0PR.018
HampaBlieHHE YBEJIOMIIEHUS O
2 HaumenoBanue onepanuu BbIZaue (M3MEHCHHH CTaryca)
cepTu(uKara
3 Hcnonuurens YIIOJTHOMOYEHHBIN OpraH

BBIMOJIHAETCS. TPH HaNpaBICHUN
4 VYcnoBus BBITTOTHEHUS YBEIOMJICHHS O Bblaue (M3MCHCHUH
craryca) ceprudukara

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUI OMKHBI

5 OrpaHudenust COOTBETCTBOBAaThL  OIHMCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUI

UCIIOIHUTENb  (QOPMHUPYET H
HampaBJsgeT B yBEAOMISEMBIN
YIOJIHOMOYEHHBIH opraH
YBEIOMJICHHE O Bblaue (M3MCHCHUH

6 Omnwucanue onepanuu cratyca) ceptudukara B
COOTBETCTBUH ¢ Perimamentom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIY  YNOJHOMOYEHHBIMHU
opraHamu

yBeIOMJICHHE O BhIJaue (M3MEHEHUU
craryca) ceprudukara HarpaBJIeHO

YBEIOMIIIEMOMY YIIOJTHOMOYCHHOMY
oprany

7 PesynbraTs!

Tabmnuma 31



Omucanue onepaiu "IIpueM u 06paboTka yBegomMiIeHH O BeAade (M3MEHEHHH CTaTyca)
ceprudukara” (P.SS.15.0PR.019)

Ne /m O0o3Ha4eHHe 31IeMeHTa Omnmucanne
1 2 3
1 Konosoe 0o603Hauenue P.SS.15.0PR.019
mpueM U 00paboTKa yBEIOMIICHHUS O
2 HanmMenoBanue onepanuu BbIZJaue (M3MEHEHHMM CcTaryca)
cepTu(uKara
YBEIOMIISIEMBIN  YIIOJTHOMOYEHHBIN
3 Hcnonnurens

opras

BBITMIOJHACTCS TPHU  TOIYYCHUH
WCIIOJTHUTENIEM YBEIOMJICHHS O
BbIJaue (M3MEHCGHHH CTaryca)

4 Y cIIoBHS BBIIOTHEHUS ceprudukara (omepamus
Hanpasiienne yBeZOMJIEHHS O
BhIJlaue (M3MEHEHHH CTaryca)
ceprudukara” (P.SS.15.0PR.018))

"

dbopwmar u CTPYKTypa
MpeACTaBIsieMO  MHGpOPMaIHH
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
MEXKIYy  YHOJHOMOYCHHBIMH
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 (M3MCHCHUH
7 PesynbraTs! craryca) cepru(ukara moIydeHo u
00paboTaHo

IX. ITopsAanok AEHCTBHIL B HEIITATHBIX CUTYaMIX

70. Ilpu BBIMOJHEHWH TPOIEAYpP OOIIETO Mpollecca BO3ZMOXKHBI UCKIIOUUTEIIbHBIC
CUTYyallH, MPU KOTOPHIX 00pabOTKa JAaHHBIX HE MOXET ObITh IMPOU3BEICHA B OOBIYHOM



pexuMe. DTO MOXKET MPOU30MTH TPU BOZHUKHOBEHUM TEXHHYECKHX COOEB, OIIMOOK
CTPYKTYPHOTO ¥ (hOPMATHO-JIOTMYECKOT0 KOHTPOJISI U B UHBIX CITydasXx.

71. B cmy4ae BO3HUKHOBEHHS OIMIMOOK CTPYKTYPHOTO M (HOPMATHO-TOTHYECKOTO
KOHTPOJIS YIIOJTHOMOYEHHBIH OpraH OCYIIECTBIISIET MPOBEPKY COOOHICHUS, OTHOCUTEIHHO
KOTOPOTO TMOJIy4eHO yBeIomiieHHe 00 omudke, Ha cooTBeTcTBUE Ommcanuio GopmMaTroB H
CTPYKTYp OJJEKTPOHHBIX JIOKYMEHTOB M CBEICHUW U TpeOOBaHUSIM K 3aMOJHEHUIO
AIEKTPOHHBIX JOKYMEHTOB U CBEJICHUIN B COOTBETCTBUU ¢ PermaMeHTOM MH()OPMAITMOHHOTO
B3aUMOJICHCTBUS MEXTY YIIOJHOMOYEHHBIMU OpraHaMU rocyAapcTB-wieHOB U Komuccueil n
PernamenTomM MHOOPMAIIMOHHOTO B3aMMOJICUCTBUS MEXIY YIMOJHOMOUYECHHBIMU OpraHamMu
rocyJlapCTB-WICHOB. B ciyuae BBISIBIEHUS HECOOTBETCTBHUSI CBEJCHUN TPeOOBAHUSIM
yKa3aHHBIX JOKYMEHTOB YIOJHOMOYEHHBIH OpraH MPUHUMAET HEOOXOAUMBIE MEphI s
YCTpaHEHUsI BBISIBICHHON OMIMOKU B YCTAaHOBIICHHOM MOPSJIKE.

72. B uensix pazpenieHusi HeMTaTHBIX CUTYyalluid rocyaapcTBa-uieHbl UHPOPMUPYIOT IPYyT
npyra u Komuccuio o0 ynoJIHOMOUYEHHBIX OpraHax, K KOMIETEHIIMU KOTOPBIX OTHOCUTCS
BBITIOJTHEHHE TpeOOBaHUM, NPEeAYCMOTPEHHBIX HacTtogmumu I[lpaBunamu, a Takxke
MPEACTABIISIIOT CBEJIEHUS O JIMIAX, OTBETCTBEHHBIX 32 00€CIEeYEeHNE TEXHUUYECKON MOIAEPKKU

MIpH peajn3aluu 001Iero mpoiecca.

YTBEPXJIEH
Pewennem Konnernn EBpasuiickoit
3KOHOMMUYECKON KOMHCCHU
ot 30 mast 2023 r. Ne 71
(B penakuuu Pemenus Komnerun
EBpa3uiickoil 5KOHOMHUUECKOH KOMHCCUHI
ot ot 10 mapta 2026 . Ne 28)

Permament

PHGOPMAIMOHHOTO B3aMMOJIEHCTBUSA MEXy YIIOTHOMOYCHHEIMY OpraHaMy r'OCYAapCTB — WICHOB
EBpasuiickoro 3k0HOMHIECKOr0 co03a ¥ EBpasmiickoi SkOHOMHIECKOH KOMUCCHEH ITpH
peanu3anyy CpeAcTBaMA HHTETPUPOBaHHOM HH(POpManMOHHO cucTeMBbl EBpasuiickoro
5KOHOMMYECKOTO COI03a 06mero npomnecca "®opMupoBaHue, BeIeHHE U HCIOI30BAHUE €IHHOTO
peecTpa IPOU3BOAUTEIIEH BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOM3BOACTBO KOTOPHIX
IPU3HAHO COOTBETCTBYIOMUM TpeGoBaHmaM [IpaBmi Hamiexamei Mpou3BOCTBEHHOM MPaKTHKA
EBpa3miickoro 3kx0HOMHYECKOTO COr03a"

CHocka. Pernmamenr - B penakuuu peuienuss Komnernu EBpasuiickoil 5KOHOMUYECKOU
komuccuu ot 10.03.2026 Ne 28 (BcTymaer B cuiny no ucteueHuu 30 KajJeHJapHbIX JHEH ¢
JaThl €r0 O(UIIUATIBHOTO OITyOIMKOBAHUS ).

I. O6mue monoxeHus

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



HoroBop o EBpasuiickom skoHOMUYECKOM coro3¢e oT 29 mas 2014 rona;

Pemenne CoBera EBpa3zuiickoil 3koHOMUYECKON KoMHucCUU OT 3 HOs0pst 2016 1. Ne 77 "
O6 ytBepxknaenuu [IpaBun Hammexamieil TPOU3BOIACTBEHHOW MPAKTHUKU EBpazuiickoro
SKOHOMHYECKOTO COr03a";

Pewmenne Coera EBpasuiickoii sxoHOMHUecKoi komuccuu ot 21 suBapst 2022 1. Ne 1 "O
[IpaBunax peryiaupoBaHusi OOpalleHUs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB Ha
TaMOKEHHOUN TeppuTopuu EBpa3zuiickoro 3K0HOMUYECKOro coro3a" (B penakuuu PemeHus
Cosera EBpa3uiickoii s5koHOMHUYeCKOr kKomuccuu oT 22 anpenst 2024 r. Ne 36);

Pemenue Coera EBpasuiickoil 3xoHOMUYECKON KoMuccuu ot 23 ceHTaops 2022 r. Ne
140 "O IlpaBunax peryiaupoBaHus OOpalieHUs TUarHOCTUYECKUX CPEJCTB BETEPUHAPHOTO
Ha3HAYEHHUS Ha TAMOXEHHOU TeppUTOpUH EBpa3suiickoro 5KOHOMUYECKOTO coro3a';

Pemenue Coera EBpasniickoit sxoHOMHUUYecKoi komuccuu oT 12 mexadbps 2023 r. Ne 150
"O I[lpaBunax peryiupoBaHusi OOpaileHHus AC3UHPUUUPYIOMUX, AC3MHCEKIIMOHHBIX U
J€3aKapU3aLMOHHBIX CPEJICTB BETEPUHAPHOIO HA3HAYEHUS HA TAMOKEHHOW TEPPUTOPUU
EBpa3uiickoro 3kx0HOMHUYECKOro cor3a';

Pemenue Komnerun EBpazuiickoil s5koHOMuYeckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, periiaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIECHCTBHE
IpU peanu3aluu CpelcTBaMU MHTEIPUPOBAHHOW MH()POPMALIMOHHONW CHUCTEMbl BHELIHEH U
B3aUMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemienne Konneruu EBpaszuiickoit 5koHOMHYECKO KoMUccUM OT 27 situBapst 2015 . Ne 5
"OO0 yrtBepxaeHuun IIpaBun 3IEKTPOHHOrO OOMEHA JAaHHBIMM B HWHTETPUPOBAHHOMN
MH(GOPMAIIMIOHHON CUCTEME BHEUTHEN U B3aUMHOU TOPTOBIH'";

Pemrenne Komnernn EBpazniickoit s5kOHOMHUYECKON KoMuccuu oT 14 ampens 2015 r. Ne 29
"O nepeyHe o0IIMX MPOLIECCOB B paMKaxX EBpasuilckoro 3KOHOMHUYECKOI0 COI03a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SJKOHOMHYECKOW KoMuUccHH OT 19 aBrycra
2014 r. Ne 132";

Pemenne Komernn EBpaszuniickoi s5koHOMHYECKON KomMuccuu oT 9 urons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMH, TAPMOHU3ALMNA U OMUCAHUS OOIIMX MPOLECCOB B
paMkax EBpa3uiickoro SJKOHOMHUYECKOI0 coro3a';

Pemenne Konnernn EBpasuiickoil 3xoHOMHUECKOM komuccuu oT 28 ceHTsopsa 2015 r. Ne
125 "OO6 yrtBepxaenuu I[lonoxxkeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMHU IpU
TPAaHCTPAHUYHOM B3aUMOJIEUCTBUU OPraHOB rOCYJJaPCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3unifickoro 3KOHOMHUYECKOT'0 COr03a MEXIy coOoil um ¢ EBpasuiickoli SKOHOMHUYECKOM
KOMHCCHUEn".

II. O6nacTh NpUMEHEHUS

2. Hacrosmuit PermameHT pa3paboraH B 1eisx oOecredeHus €IuHO0Opa3HOro
MPUMEHEHHUS YYaCTHUKAMH OOIIETO Mporiecca MOpsIKa U YCIOBHMA BHITIOTHEHUS TPAH3AKIIAN
obmero mnporecca "®opMupoBaHWE, BEJACHHE M HCIOJIB30BaHUE EIUHOTO peecTpa



MIPOU3BOJUTEIIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOACTBO KOTOPBIX MPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [lpaBun Hamamexaiied NTpPOU3BOACTBEHHON MNPAKTUKU
EBpazutickoro 3xoHoMH4ecKoro cor3a" (manaee — o0l mporecc).

3. Hacrosimuit PernmameHnT onpenenseT TpeOoOBaHUS K MOPSAIKY U YCIOBUSIM BBITTOTHEHUS
omepanuii o0IIero mpoiecca, HEMOCPEACTBEHHO HAMpPaBJICHHBIX Ha peaau3aluio
MH(GOPMAIIMOHHOTO B3aUMOICUCTBHS MEXTYy Y4aCTHUKaMH OOIIEro mpolecca.

4. Hacrosamuii PernaMeHT mpuUMeEHSIETCSl y4aCTHUKAaMHK OOILEeTo MpoIecca Npu KOHTPOJIE
3a TIOPSIKOM BBITIOJTHEHUS MPOIIEAYP U ONepalfii B paMkax oOIIEro mpoiiecca, a Takke mpu
MPOEKTUPOBAHUU, pa3pabOTke U JA0pabOTKEe KOMIOHEHTOB HH(OPMAIMOHHBIX CHCTEM,
00eCIeunBaOIINX PeATU3aIII0 ATOTO OOIIETo MpoIecca.

III. OcHOBHEIE TOHATHA

5. ns uener Hacrosimero PernaMeHTa MCMOJNIB3YHOTCS MOHATHS, KOTOPBIE O3HAYAIOT
[ (14%0)11 (ST
"aBTOpHU3aua" — IPeI0CTABICHUE ONPEICICHHOMY YYaCTHUKY OOIIEro mpoliecca rnpas Ha
BBITIOJTHEHUE ONPEJICTICHHBIX ICUCTBUIA;
"pEKBU3UT SJIEKTPOHHOTO JIOKYMEHTa (CBEJEHUM)" — eIMHUIA JAHHBIX 3JIEKTPOHHOTO
JIOKyMEHTa (CBEJICHUI ), KOTOpasi B OTPEICICHHOM KOHTEKCTE CUUTACTCS HEpa3IeTuMON;
"cocTtositHre WHGPOPMALIMOHHOTO O0BEKTa 00Iero mpoiecca" — CBOWMCTBO,
XapakTepu3yromee HHPOPMAIMOHHBIA OOBEKT Ha OMPEISICHHON CTaaud €Tro KM3HCHHOTO
IIUKJIa, U3MEHSIONIEeCs MPU BBIMOJHEHUH OTlepaliuii 00IIIero mpoiecca.
[Toustuss "wnunmartop", "MHULMUpPYIOWAs onepanus”, "mpuHUMaromas onepauus',
pecnongeHt", "cooOmeHue oOmiero mporecca" u "TpaH3akuus o0O0Iero mpoiecca”,

"

HCTIOJIB3yEMBIE B HACTOsAIIEM PernaMeHTe, MpUMEHSIOTCS B 3HAUYEHUSX, ONMPEICICHHBIX
Metonukoii aHanm3a, ONTUMHU3AINHI, TAPMOHHU3AIMU U OTMCAHMS OOIIMX MPOIIECCOB B paMKax
EBpa3uiickoro 3k0OHOMHUYECKOT0 COK03a, yTBepkAcHHON Pemennem Komnernn EBpasuniickoin
AKOHOMHYECKOI koMuccuu ot 9 utons 2015 r. Ne 63.

WNHble NOHATHS, UCIOJIB3YEMbIE B HacCTOsIEM PernaMeHTe, NpUMEHSIOTCS B 3HAYEHUSIX,
ompeneneHHbIX B MyHKTe 4 [IpaBun nHGOPMAIMOHHOTO B3aUMOACHCTBUS MPU PeaTU3AINH
CpelICTBAMH MHTETPUPOBAHHOM MH(POPMAIIMOHHOMN cucTeMbI EBpa3uiickoro 3KOHOMUYECKOTr0
coro3a obmiero npoiecca "@opMupoBaHUE, BEICHUE W UCMOJIb30BAaHUE €IMHOTO peecTpa
IPOU3BOJIUTEIIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TPOU3BOJICTBO KOTOPHIX IPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Haanmexaiied NpPOU3BOACTBEHHOM MNPAKTUKU
EBpa3uiickoro s3koHOMH4€eCKOTO coro3a", yrBepxkaeHHbIX Pemennem Komnernn EBpasuiickoit
skoHOMH4YecKor komuccuu oT 30 mas 2023 1. Ne 71 (nanee — I[paBuia unpopmMauoHHOTO
B3aUMOJICHCTBU).

IV. OcHOBHEIE CBeZieHHA 00 HHPOpMALIMOHHOM B3aMMOJICHCTBHH B paMKax oOIIero mpomecca



1. YuacTHMKHM HHPOPMAAOHHOTO B3aUMOIEHCTBUS

6. Ilepeuenp poiieil y4aCTHUKOB MH(GOPMAIIMOHHOTO B3aUMOJICHCTBHS B paMKax OOIIETro

mpoiiecca nmpuBeseH B Tabmuie 1.
Tabmmna 1

ITepedens poneii y9aCTHHKOB HHPOPMAIIHOHHOTO B3aNMOAEHCTBUA

Haumenosanue ponn Omnucanne ponn Y4acTHHK, BBIIONTHAIONMHA PONIb
1 2 3

HalpaBJsieT  CBEJEHUS O
MIPOU3BOIUTEIAX TOBapoOB

BETEPHHAPHOTO Ha3HA4YEeHUs (Janee

— IPOU3BOJUTEND), IIPOU3BOJCTBO U

MPpOU3BOACTBCHHBLIC mIomaakKku

KOTOPBIX MPU3HAHBI

COOTBETCTBYIOIIUMH TPEOOBAHHAM

[IpaBun Hajanexamen ynonHomoueHHbii opran (P.SS.15.
MPOM3BOACTBEHHOW mpakTuku B  ACT.001)

EBpa3uiickyl0 3KOHOMHYECKYIO

KOMHCCHIO (Jajiee COOTBETCTBEHHO —

Komuccus, IlpaBuna Hamiexameit

MIPAKTHKH);

Bnanenen cBenenmii

MOJIydaeT CBEACHUS M3 peecTpa
TIPOM3BOAMTENCH 1O 3ampocy depe3
HMHTETPUPOBAHHYIO CHCTEMY

oTBeyaeT 3a (OPMHUPOBAHHE H

BEJICHUE peecTpa MPOU3BOAUTENEH

Coro3a, mHoiay4yaeT CBEIEHHUSI O

TIPOM3BOANTENSX, MPEJOCTABISET 10

KoopaouraTtop 3ampocy cBeneHuss u3 peectpa Kommuccus (P.ACT.001)

MPOU3BOANTENIEH YIIOIHOMOYEHHBIM

OopraHaM ToOCyIapCTB — YJIEHOB

Coro3a (anee — ynoaHOMOYEHHBIN

opraH)

2. Crpykrypa nEGOPMAIIHOHHOI'O B3aMMOAEHCTBIA

7. UHpopmManmoHHOE B3aUMOJIEHCTBHE B paMKax OOIIEro MpOLEcca OCYLIECTBIISIETCS
MEXIYy YIOJHOMOYEHHBIMM OpraHaMu rocynapcts — uwieHoB Corsa m EBpasuiickon
HPKOHOMHUYECKON KOMHUCCHEHN (fajgee COOTBETCTBEHHO — YIIOJHOMOYEHHBIH OpraH
rocynapcra-uieHa, Komuccust) B COOTBETCTBUY C NTPOLIELypaMu OOIIEro mpouecca:

a) mH(popMalLMOHHOE B3auMojecTBUE NpU (HOPMUPOBAHUU M BEICHHH peecTpa
IIPOU3BOUTEIIEH;

0) uHpOpMaIMOHHOE B3aMMOJECHCTBUE MpPHU MOJYUYEHHUHM CBEJEHUN M3 peecTpa
IPOU3BOJUTEIEH TI0 3aIIPOCY YIIOJIHOMOYEHHBIX OPraHOB.



Crpykrypa uH(GOPMaLMOHHOTO B3aUMOCHCTBUS MEXAY YIOJIHOMOYEHHBIMU OpTaHaMU
rocyJ1apcTB — WIEHOB EBpa3niickoro 5KOHOMMUYECKOTO cor03a 1 KoMuccueit npeacrasieHa Ha

pucyHke 1.
O RIAAMONEHr THAE INE O
SopumEpon I ¥ REETE ‘
PEECT[a NERONETENEH U
m (PSS 15 BCV.001) [
B m « YaarTaen « YoarTaes b

Hjﬂnptiinm
BEARMONCI THRAE T
MONYICHAE (RENEHEH Wt EECTpa
IMECRONETENEH 10 Iy
VIONAFIEHEERLX. O S
(PS5 15 BCV 002)

Puc. 1. Ctpykrypa HHGOPMAIMOHHOTO B3aMMOAECHCTBHAA MEXAY YIOTHOMOYECHHBIMHA

OopraHaMH rocyAapcTs — wieHOB EBpa3uiickoro 3xoHOMHYIECKOro coro3a u Komuccueit

8. UndopmanmonHoe B3auMoAeCTBUE MEXAY YIIOJHOMOUYEHHBIMU OpraHaMU rocyapCTB
— wieHOB EBpa3suiiCKOro 3KOHOMHUYECKOTO cor3a U Komuccuen peanusyercss B pamkax
obmero mporecca. Crpykrypa ob0mero mpouecca omnpeneneHa B [IpaBunax
UH(GOPMAITMOHHOTO B3aUMOICHCTBHUS.

9. UndpopManinoHHOE B3aUMOAECHCTBHUE OMPEENSIET NOPSAJOK BBITOJIHEHUS TPaH3aKIUN
o011ero npoiecca, Kaxaasi U3 KOTOPBIX MPECTaBIsIET cO00i 0OMeH COOOIIEHUSIMU B TENAX
CUHXPOHHU3AIMU COCTOSTHUN HH(POPMALMOHHOTO O0BEKTa OOMIIEro Mpolecca MexXIy
y4acTHHUKaMHu o0Imiero mporecca. Jusa kaxaoro WHGOPMAIMOHHOTO B3aMMOJICHCTBUS
OTIpeZieNIeHbl B3aUMOCBSI3U MEXIY ONEPALMSIMH U COOTBETCTBYIOIIMMH TaKUM OIEpallUsM
TpaH3aKIUsIMHU O0IEro Mmpoiiecca.

10. Ilpu BBIOJHEHWH TpaH3aKUUM OOLIEro MpOLEcCa WHHUIMATOP B paMKax
OCYIIECTBIIIEMON UM omnepanuu (MHUIUUPYIOUEH ONepalri) HampaBisieT PECOHIEHTY
COOOIIeHNe-3aMpoc, B OTBET HAa KOTOPOE PECHOHACHT B paMKaxX OCYIIECTBIISIEMON HM
onepauuu (IpUHHUMAIOIIEH oOmepalnuu) MOXKET HampaBUTh WM HE HalpaBUTh
COOOIIEHNE-0TBET B 3aBUCMMOCTH OT I1a0JOHA TpaH3akuuu oduiero mpoiecca. CTpykTypa
JaHHBIX B COCTaBE COOOIICHMSI JOHKHA COOTBETCTBOBAaTh OnucaHuio (popmMaToB U CTPYKTYp
AIEKTPOHHBIX JOKYMEHTOB W CBEJIEHMH, HCIOJb3yEeMBbIX ISl peajlu3alliu CpelcTBaMu



WHTETPUPOBAaHHON HHGOPMAIMOHHON cHCTeMbl EBpa3suiicKoro 3KOHOMHUYECKOTO CO03a
obmero mnpouecca "®dopMupoBaHUE, BEJIECHHUE M UCIOJIb30BAHUE E€IMHOTO peecTpa
IIPOU3BOAMTEIIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, IPOU3BOICTBO KOTOPBIX IPU3HAHO
COOTBETCTBYIOIIMM TpeboBaHusiM [IpaBun Haasexailed NPOU3BOACTBEHHOW MPAKTUKH
EBpa3zuiickoro 5»KOHOMHYECKOro coro3a", yrBepxkiaeHHoOMY Pemenuem Komnerun
EBpasniickoit s3xoHOMHu4eckoit komuccur ot 30 mas 2023 r. Ne 71 (manee — Onucanue
(opMaToB U CTPYKTYP JIEKTPOHHBIX JOKYMEHTOB M CBEICHH).

11. Tpanzakiuu o01Iero mpoiecca BBHIMOTHAIOTCS B COOTBETCTBUM C 3aJaHHBIMU
napamMeTpaMM TpaH3aKUUW 00IIero npouecca, Kak 3To onpeesaeHo HactoamuM Pernmamentom

12. B uensx BBINOJHEHHS MPOUETYyp MapUIpyTHU3alMU COOOUIEHUN B YCIOBHSIX, KOTJaa
OJIHY POJIb MOTYT UCHIOJHATH HECKOJIBKO YYACTHUKOB OOIIIEro mporecca, npu popMupoBaHUH
JOTUYECKOT0 ajjpeca ydacTHHMKa OOIero mpolecca JIOMOJHUTENbHO YKa3blBaeTCs
UJICHTU(QUKATOP OpraHa TOCYJapCTBEHHOM BJIAcTH TOCyJapcTBa-djieHa JHOO
YIOJHOMOYEHHON UM OpraHu3allid B COOTBETCTBUU C MyHKTOM 52 IIpaBui 31€KTpOHHOTO
oOMeHa JaHHBIMU B MHTEIPUPOBAHHOW MH(GOPMAIMOHHOM CHUCTEME BHEUIHEH M B3aUMHOMN
TOPTOBIIH, yTBEpkAeHHBbIX peieHnneM Komnernn Komuccun ot 27 ssuaps 2015 . Ne 5.

Unentudukarop opraHa rocyaapCTBEHHOM BJIaCTH TOCyJIapcTBa-ujeHa Ju0o
YIIOJJHOMOYEHHONM MM OpPTraHW3alMM YKa3bIBAETCA B COOTBETCTBUM CO CIIPABOYHUKOM,
ykazaHHbIM B pazjeine VII [IpaBun nuadopMaiimoHHOTO B3aUMOICHCTBUS.

V. UadopMampoHHOE B3aUMOIEHCTBHE B paMKaX IPYIII IPOLEAYP
1. UrpopManmoHHOE B3aNMOIEHCTBHE IIPH (JOpMHUPOBAHUY U BeICHUH PEECTPa IIPOM3BOAUTEINCH

13. Cxema BBINIOJIHEHUS TPaH3aKUUK OOIIEero npoiecca npu GopMUpPOBAHUU U BEIECHUN
peecTpa MPOU3BOAUTENEH MpeacTaBlieHa Ha pucyHke 2. J{ims xaxaoil mpoienypbl oOIero
npouecca B Tabnuile 2 NpUBEIEHA CBSI3b MEXIY ONEpalusMu, MPOMEKYTOUHBIMU U
PE3YNBTUPYIOIIUMH COCTOSIHUSIMA HH(POPMAIIMOHHBIX OOBEKTOB OOIIEro mporecca u
TpaH3aKIMAMU O0IIIEeTo MpoIiiecca.



Brapemen cren e :Koopnmaarop

| |
opt | |
[rmcrmncpm CRENEHNEE 0 NMETRONMTENE NS EXNIFICHAN B PEECT] O} opaTeneii]

! Hepenaia coeneraid AR BENIFICHES B PEECTD
: npermomarexeii (P.SS.15. TRN.001)

[[mnm.ur.lam HGMEHEHHELX. CRENEEEE 0 ONEEEO(ETENE NS BHEC CHE B
peccIp nposks opETen ] |

| Tlepenasa cRepenai fus BHECEHES HXMEHEHEN B EECTD

| opeernopETene (PSS 15 TRIN 002)

Puc. 2. Cxema BHIIOJIHEHMS TpaH3aKnui obmero mpomecca mpyu GpopMHpOBaHHH H

BCOCHHHA PCCCTpa llpOH3BOI[PII‘CJICﬁ
Tabuma 2

ITepedgens TpaH3akumii 06mero nporecca Npu GopMHUPOBAHAM H BEACHUH PEECTpa
MIPOM3BOJUTENCH

[IpomexxyTouHOE PesynpTupytomee
Omnepanus, COCTOSIHHE Omepanus, COCTOSIHHE
Tpauzakuus
Ne n/n BBINIOJIHSIEMass ~ WH(OPMAIIMOHHO BBIMOIHIEMAs UH(POPMAITMOHHO
o0riero mporecca
MHUITUATOPOM ro o0OBeKTa  pECHOHICHTOM TO o0O0BeKTa
o01iero mporiecca o0miero npouecca
1 2 3 4 5 6
1 Bxrouenue ceenenuii B peectp npousBoaurteneit (P.SS.15.PRC.001)
[IpencraBnenue

nepemaya
CBEICHHUH UIA
BKJIIOUCHHUSA B

CBEIEHUN s
BKJIIOYEHUSI B

peecTp
. peecTp
HpOMSBOAII EICH MPOU3BOIUTENEH
npuem "
(P.SS.15.0PR P p
CBEJAEHHUSI O ob6paboTka
.001). . CBEJIEHHUS O
Monyuenme npousBoauTene ( CBeNEHUU s npowssomTene (
P.SS.15.BEN.001
1.1 YBEIOMIICHUA O BITHOHCHHA B b o3 15 BEN.001
): CBEIGHUS ISl peecTp
pe3yibTare . ). CBEICHHS
BKJIIOYCHUS mpouspoguTened o
BKH}OHGH}“ TIPECTaBIICHBI (P.SS.15.0PR
CBCIACHUHU B 002)

peecTp



MPOU3BOAUTENEH (P.SS.15.TRN
(P.SS.15.0PR .001)
.003)
2 W3menenue cBeaenuii B peectpe npouspoautenei (P.SS.15.PRC.002)
[IpencraBnenue
CBENEHUN s
BHECCHUS
U3MEHEHUN B
peecTp npueM u
. mepengada
[IPOU3BOJAUTENCH ob6paboTka CBeNCHMH 115
(P.SS.15.0PR cpeAcHmA 0 CBEJICHUH JJII CBEACHHUSA O A A
npousBoAuTene ( BHECCHUS
.005). P SS.15.BEN 001 BHECCHHUS npousBoguTene ( aMeHEHMW
.SS.15. . U3MCHEHUH B
2.1 [Tonyuenue u3Mmenennii B P.SS.15.BEN.001
): cBeleHHUs JUIS peecTp
YBEIOMIICHUS O peecTp ):  cBeIeHUA .
U3MCHCHUS DON3BOTHTEICH  H3MCHCHE! MIPOU3BOIUTENCH
pesynprare MPEACTABIIECHBI P (P.SS.15.TRN
W3MEHEHUS (P.SS.15.0PR
. .002)
CBCJCHUIH B .006)
peecTpe
MIPOU3BOAUTEICH
(P.SS.15.0PR
.007)

2. UadopManimoHHOE B3aHMOJICHCTBHE IIPH ITOJIyICHHUHN CBEICHHIA U3 peecTpa MPOU3BOJUTENEH IO
3aIpOCy YHOTHOMOYEHHEIX OPraHOB

14. Cxema BBINOJHEHUS TPaH3aKIMK OOIIETO Mpoliecca MpH MOJyYeHUH CBEICHUN U3
peecTpa MPOU3BOAUTENEH 1O 3aMpoCy YHOJHOMOYEHHBIX OPraHOB MPEJICTaBICHA HA PUCYHKE
3. ns xaxaod mpoieaypbl oOmiero mpoiecca B Tabnuile 3 mpuUBEIEHA CBS3b MEXKIY
omepanusIMu, MPOMEXKYTOUYHBIMU U PE3yJIbTUPYIOIIUMHU COCTOSHUSMH HH(POPMAIMOHHBIX

00BEKTOB OOIIETro MpoIecca U TPAH3aKIIUAMHU OOIIETo MmpoIiecca.



‘Beapemen cren e :Koopnmaarop
| |
opi | |

[zanpomehra crenemas o gaTe B RpeMenT obEORNEHES PEECTA INGERONETENESH ]

| |
. TNosyseswe smjops AWa 0 faTE H BpeMesd o0HOREEEan

peecTpa npocmonETenes (PSS 15 TRN 003)

[ﬂlmmurm CRENEHEN B2 PeeCIPa NMEIRONET ene]

| Tloxyaerme creyemaE B: PEECTPA ISR O ETEREH

| (P_SS_15.TRN 004)

Puc. 3. CxeMa BHIIOHEHAS TPaH3aKIMii O0IIET0 MpoIecca NPy MOTyICHHH CBEACHUH U3

peecTpa leOH3BOIIIITeJIeﬁ 110 3aImpoCy YIHOJIHOMOYCHHBIX OPraHOB
Tabmuma 3

Ilepegens TpaH3aKiuii 00Imero mpoecca mpy NOIy9eHNH CBEACHUMN U3 peecTpa IPOM3BOIUTENCH
IO 3allPOCy YIOJIHOMOYEHHEIX OpraHOB

[MpomexyTouHoe PesynbTupyromiee
Omnepanus, COCTOSIHHE Omepanus, COCTOSTHHE
Tpanzaknus
Ne o/mt BBITIOTHSAEMAas  HMH(QOPMANMOHHO BBIMOJHsAEeMas  WHPOPMAIMOHHO
o01ero mpouecca
HHUIIHATOPOM ro oObekTa PECTIOHIECHTOM ro oObekTa
o01ero nporecca ob1ero mporiecca
1 2 3 4 5 6
| [Monmyuenne nHpOpMAIMK O AaTe U BpeMEHU OOHOBIEHHS peecTpa nmpomsoaurtenen (P.SS.15.
PRC.003)
3anpoc

nHQOpMAIIH O



JaTe U BpEMCHU

00HOBIICHHS obpaborka
peectpa CBEJACHUSI O 3a1;p(§)ccz eH . CBE€JICHHUSI O nogzqezne o
NPOM3BOAUTENCH mpomsBoauTene ( P q)Ho TaBH HHO npousBoauTene ( H: . PM HeI/II/Ie
nH(pOpMaHH T€ W BPEMCHH
(P.SS.15.0PR P SS.15.BEN.001 patl P.SS.15.BEN.001 " P
JaTe€ U BPpEMCHU O6HOBHCHI/I${
.009). ): nH(pOPMAIHS O ): maOop™MAaIH O
1.1 OOHOBIICHHSI peecTpa
IIpuem w JaTe W BpPEMEHU JlaTe U BPEMEHHU .
peectpa MIPOU3BOIUTENCH
obpaboTka 0OHOBJIEHUS . oOHoBIEeHHUS
HH(OPMALME O  3ampomeHa NIPOU3BOAUTENCH e —— (P.SS.15.TRN
(P.SS.15.0PR .003)
JlaTe U BPEMEHU
.010)
00HOBIICHHS
peecTpa
[IPOU3BOAUTENEH
(P.SS.15.0PR
.011)
2 [onmyuenne cBenenwmii u3 peectpa nponspoauteneii (P.SS.15.PRC.004)
3anpoc cBeneHuit
u3  peecrtpa CBEICHUS O
HPOHSBOILI/ITeﬂeﬁ 06pa60TKa MPOU3BOJUTEIIC (
(P.SS.15.0PR sampoca wu  P.SS.15.BEN.001 monygenwue
CBEIACHUS O .
.012). NpeoCTaBIeHNE ). CBEJACHHS  CBEJECHHH W3
[Ipuem u HpotsBoaITEse (CBeneHHﬁ U3  HampaBJICHbBI peectpa
2.1 p P.SS.15.BEN.001 ' .
obOpaboTka peecTpa CBemeHuss O  IPOU3BOJUTEINICH
. ):  cBeneHUA .
CBeJleHUH U3 — npousBoauteneil mpoussomurene ( (P.SS.15.TRN
peectpa (P.SS.15.0PR  P.SS.15.BEN.001 .004)
MIPOU3BOAUTENECH .013) ):  cBeleHUA
(P.SS.15.0PR OTCYTCTBYIOT
.014)
3 [Tony4yenne n3aMeHEeHHBIX CBeAieHH U3 peectpa npousBoauteneit (P.SS.15.PRC.005)
3ampoc
W3MEHEHHBIX
. CBEICHUS O
CBEICHUN W3
cecTha o60a6oTKa npousBoguTene (
peeetp . P P.SS.15.BEN.001
MPOU3BOAUTENICH 3ampoca H MOJIyYCHUE
CBEJAEHHUSI O ): W3MCHEHHBIE
(P.SS.15.0PR NpeaoCTaBlIeHue H3MEHEHHBIX
015) TPOM3BOAHTEIIC (I/I3M6H€HHI>IX CBeACTIA CBCJICHHH W3
S P.SS.15.BEN.001 . HaIpaBJIEHEL.
3.1 IIpuem u CBEICHUH U3 peectpa
): U3MEHEHHbIe CeBenenuss o .
o0OpaboTka peecTpa MIPOU3BOANTENCH
CBEICHUSA . mpousBoaurene (
N3MEHEHHBIX SO IIPOU3BOUTENEH P.SS.15.BEN.001 (P.SS.15.TRN
cBeeHMi U3 P (P.S8S.15.0PR . > BENAUL 44
): W3MCHEHHBIE
peectpa .016)
. CBEJCHUS
MPOU3BOAUTENICH OTOVICTEVIOT
(P.SS.15.0PR YTOTBY
.017)

VI. Omicarwne coobmeru# odmero mponecca

15. Tlepeuenp cooOmeHuil oOmero mnpoiecca, NepeJaBaeMblX B paMKax
MH(OPMAIIMOHHOTO B3aMMOJEHCTBUSI MpPU peaju3alud OOIIero mpoliecca, NMPUBEIEH B
tabmuie 4. CTpyKTypa JaHHBIX B COCTaBe COOOIIEHUS JODKHA COOTBETCTBOBATH OMHICAaHUIO

dbopMaTOB © CTPYKTYp OJJIEKTPOHHBIX JOKYMEHTOB U cBeaeHui. Cchuika Ha



COOTBETCTBYIOIIYIO CTPYKTypy B Omnucanuum ¢GopMaToB U CTPYKTYpP IIEKTPOHHBIX

JOKYMEHTOB U CBEJICHUI yCTaHABIMBAETCS MO 3HAUEHUIO Ipadbl 3 Tabnuis 4.

ITepegens coobmenmit o6mero mpomecca

KonoBoe o603Hauenme

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

CB€ACHHUA O MNPOU3ZBOAUTEIIC IJIA
BKJIKOYCHUA

CBCICHUA O MHOPOU3ZBOAMTCIIC JIA
N3MCHCHUSA

yBemoMJieHHe 00 OOHOBJICHUHU
peecTpa npou3BoauTeNIEH

3anpoc WHGOPMAIMU O JaTe |
BpeMeHH OOHOBJICHHS peecTpa
TIPOM3BOAUTENEH

nHbopMaysl O JaTe U BpPEMEHH
oOHOBIEHUS peecTpa
MIPOM3BOANTEIICH

3ampoc CBEeACHUN W3 peecTpa
MPOU3BOIUTENEH

CBCACHUA nus3
IIPOU3BOUTENEH

peecTpa

3alpOC W3MEHEHHBIX CBEICHUHN U3
peecTpa mpousBouTeNeH

HU3MCHCHHBIC CBCJICHUA U3 pecCTpa
HpOHSBOHHTCHeﬁ

yBeJIOMIICHHE 00 OTCYTCTBUU
CBEJCHUN

VII. Onucanue TpaH3aKiyii 00mero mpouecca

Tabnuna 4

CTtpykTypa 3JIEKTPOHHOI'O
JIOKyMEHTa (CBE/ICHHN)

3

CBEJICHHUSA O ITPOU3BOJIUTEINIE TOBAPOB
BETEPUHAPHOIO  Ha3zHayeHUsd  (
R.HC.SS.15.001)

CBEJICHHUS O MIPOU3BOAUTENIE TOBAPOB
BETEPUHAPHOTO  Ha3HaueHus  (
R.HC.SS.15.001)

YBEIOMJICHHE O pe3ylbTare
obpadotku (R.006)

COCTOSIHUE aKTyalu3aluu OoO0IIero
pecypca (R.007)

COCTOSIHUE aKTyaJH3aliH OOIIero
pecypca (R.007)

COCTOSIHUE aKTyalHu3aluu OoO0IIero
pecypca (R.007)

CBCACHUA O MMPOU3BOAUTEIIC TOBAPOB
BCTCPUHAPHOTO HAa3HA4YCHUA (
R.HC.SS.15.001)

COCTOSIHHE aKTyalu3al[ii OOIIero
pecypca (R.007)

CBEJICHHS O MPOM3BOUTEINEC TOBAPOB
BETEPUHAPHOTO  Ha3HaueHUs  (
R.HC.SS.15.001)

YBEAOMJICHHE O pe3yiabTaTe
obpabotku (R.006)

1. Tpam3akmus ob6mero nporiecca "Ilepezaua cBeieHHid A BKIFOYCHHUS B PEECTp MPOU3BOAATENCH

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

16. Tpanzakius ob6miero npouecca "llepenaya cBeneHuid A1l BKIIOYEHHUS B PEECTP

npousBoauTeNe"

(P.SS.15.TRN.0O1) BeimonHs€TCA s Tepenayd HHUIHAATOPOM

PECIIOHJICHTY CBEJCHUHN O MIPOM3BOIUTENIC NIl BKIIOUCHHS B peecTp npousBoauTencii. Cxema
BBITIOJIHEHUS YKa3aHHOM TpaH3aKIHUM OOIIEero mpoilecca MpeCcTaBiIeHa Ha PUCYHKE 4.
[TapameTpbl TpaH3aKIMK OOIIETO MIPoIlecca MIPUBEICHBI B Ta0IHUIIE 5.



- HmanmaTop Pecrmmmenr
| ® eSS 19 3856 oo |
pPENCTAMEETAE : |
KOs il — nEmovenms (P ) Ilpmaes & obpaborxa
@é 5 CRENCHEEEH ANy RENF-TCHES
npeeeh Yeen o8 B peeCIp OMEERONETENEH
OPOECROAETENEH | | peecIpa PpOEzRONETENeH .
I ) (PSS8115 MSG_003) )
ICHENECHEN O NEERONHTENE
[ceenensm pxarorem: |
é Yomex

Puc. 4. Cxema BHIIIONHEHHA TpaH3akmuu obmero mponecca "Ilepenada cBeneHmit Ans

BKIIIOYCHUA B PEECTP NPOU3BOAUTENCH"

(P.SS.15.TRN.001)

Tabauna 5

Ommcanue Tpar3akmuu o6mero nponecca "Ilepenada cBeAeHuMi I BKIIOYESHUA B PEECTP

mpomsBoguTenei” (P.SS.15.TRN.001)

Ne /it OO0s3aTeNbHBIA 2JIEMEHT

1 2

1 KomoBoe o0o3HaueHMe

) HammenoBanue TpaH3aKIuM OOIIETO
npoiiecca

3 [[TabmoH TpaH3akKIUU OOIIETO
mporiecca

4 WNHunuupyromas poib

5 WNHunuupyromas onepanus

6 Pearupytomias posb

7 [Ipunumaromast onepauus

g Pe3ynbTaT BEIONHEHUS TPAH3aKIIUU
oOrmiero mporecca

9 [TapameTpbl TpaH3aKIUU OOIIETO
nporiecca:
BpeMs Ui TOATBEPKIACHUS
IOy YSHHS

BpEMs MOATBCPKACHUA NTPUHATHUA B
00paboTKy

Omnucanue
3
P.SS.15. TRN.001

nepezada CBeICHUH IS BKIFOYCHUS
B peecTp IpOoU3BOAUTENEH

3anpoc/0TBET

WHUITAATOP

HNpEeACTaBICHUE CBEACHUN It
BKJIIOYCHHS
MIPOU3BOIUTENEH

B peectp

PECTIOHICHT

mpreM U o0paboTKa CBEICHUMA I
BKJIIOYEHU S peectp
MPOU3BOIUTENIEH

B

cBenenus o npoussoaurene (P.SS.15
.BEN.001): cBeieHHs BKITFOUEHBI

20 MUHYT



BpeMs O’KHMJaHHUs OTBETA 4 gaca
MIPU3HAK aBTOPU3ALUU HET
KOJIM4€ECTBO II0OBTOPOB 3

Coo01ieHnsT TpaH3aKIUUH OOIIEro
nporecca:

10

CBCJICHUA O HNPOU3ZBOAUTCIC IJIsA

MHULPYIOLLEE COOBLICHHE pomouerus (P.SS.15.MSG.001)

yBellOMJICHHE 00 OOHOBJICHUU
OTBETHOE COOOIICHUE peectpa mpousBoaureneir (P.SS.15.
MSG.003)

[TapameTpbl cOOOIIEHUI TpaH3aKINH

11
o01ero mpoiecca:

npusHak O HET

nepesiada 3JIEKTPOHHOTO JIOKYMEHTa
¢ HexoppekTHoH DIIIT

2. Tpam3zakmus ob6mero mporiecca "Ilepeziaua cBeieHu 1711 BHECEHUA H3MEHEHHI B PEeCTp
mpomsBoguTeneir” (P.SS.15.TRN.002)

17. Tpanzakius oOuiero npoiecca "l[lepenaua cBefeHuil 11 BHECEHUSI U3MEHEHUN B
peectp npousBoautenei" (P.SS.15.TRN.002) BeimoaHseTCS I Nepeaayd WHUIIUATOPOM
PECIIOHJICHTY CBEJCHUNW O TIPOU3BOJAUTENE JUJII BHECEHUS HU3MEHCHUU B peecTp
npousBoauTeneir. (Cxema BBITIOJHEHHUS YKa3aHHOW TpaH3aKIuu OOIero mpoiecca
npejcTaBieHa Ha pucyHke 5. IlapameTpsl TpaH3akiuu oOOIIEro IMpoliecca MPUBEICHBI B
Tadmune 6.

Hemmeatop Pecrmmpmenr
P t CeepenEs o INEEZRONETERE -
Ommbea ’ R [HMEFE -
Tpepcranmenmas (PSS 15 MSG _002) Tmaess 1 obpaborxa
I CRENCHEHE NES BRE CEHEE CRENCHEHE MES REECEHER

®E HIMEHERAE B DEECTD YVeenmuserue 00 olammaermm HIMEHEEMH B EECTD

(P SS[15.MSG_003)

I CHENCHEE 0 DNECROAETENE
[cRenerm wsernrar)

® Vo

Puc. 5. Cxema BRIONMHEHHs TpaH3akmuu obmero mpouecca "Ilepenada cBemenmit mis
BHECEHMS H3MeHeHmi B peectp npomssogureneit” (P.SS.15.TRN.002)




Tabiunma 6

Ommcanue Tpan3akmuu obmero nponecca "Ilepenada cBeaeHuit 11 BHECEHUA H3MEHEHUH B
peectp mpomsBogurenei” (P.SS.15.TRN.002)

Ne i/t OO0s13aTeNbHBIN 2JIEMEHT Onucanue
1 2 3
1 KonoBoe 0003Hauenme P.SS.15.TRN.002

rnepeaya CBeACHUN il BHECEHUS
HammenoBanue TpaH3aKIuM OOIIETO

2 H3MEHEHUH B peectp
npouecca .
IPOM3BOAUTECH
[[Mabmon TpaH3aKIUU OOIIETO
3 3arpoc/oTBET
npolecca
4 WNuunuupyromas ponb MHULAATOD
MpEJCTaBICHUE CBEACHUH IUId
5 MHunuupyromas onepanus BHECEHUSI M3MEHEHUH B pEECTp
pou3BoauTeNei
6 Pearupyromas posb PECIIOHJEHT
npueM u 00paboTka CBEACHUI IS
7 [MpuHMMatomas omnepanus BHECEHHUS M3MEHEHHH B peecTp
MIPOM3BOIUTEICH
g PesynbraT BEIIONHEHUS TpaH3aKIUK cBefeHus o npousBoautene (P.SS.15
o01ero nporecca .BEN.001): cBeieHns NU3MEHEHbI
9 [TapameTpsl TpaH3akuuu 0OIIETO
nporecca:
BpeMmi JJIA MOATBEPKACHUA
TIOJIyYEHUSI
BpeMsI TTOATBEP)KICHUS IPUHATHS B
P P P 20 MUHYT
00paboTKy
BpeMsi O)KUAaHHs OTBETa 4 yaca
MIPU3HAK aBTOPHU3ALNH HET
KOJINYECTBO ITOBTOPOB 3
10 CooOmieHusT TpaH3aKIUU OOIIEro

Imponecca:

CBCCHUA O HPOU3ZBOAUTEIIC IJIsA

MHHLHAPYIOWEE COOOWICHAE msmenenms (P.SS.15.MSG.002)

yBemoMJIeHHE 00 OOHOBJICHUHU
OTBETHOE COOOIICHNE peectpa mpomsBoautener (P.SS.15.
MSG.003)

[TapameTpsr cooOmeHni TpaH3aKIUH

11
o01ero mpomuecca:
mpu3zHak D111 HET

repesiada 3JIeKTPOHHOTO JTIOKYMEHTa
¢ HekoppekTHor DLIIT

3. Tpanmzakxmus ob6mero nponecca "ITomydenre nEGOpMAIUK O JaTe X BpeMEHH OOHOBIICHUS
peectpa npousBomureineir” (P.SS.15.TRN.003)



18. Tpanzakmus ob6mero nporecca "[lomydenue uadopmanuu o JaTe U BpEeMEHU
obHoByienus peectpa npousBoautenei” (P.SS.15.TRN.003) BeimonaHsETCS IJIs TMOJTYYCHUS
WHUIIMATOPOM OT pPECHOHACHTa MH(OpMamuu O JaTeé W BPEMEHH OOHOBIICHHS peecTpa
npousBoauTeneid. CxeMa BBINOJTHEHUS YKAa3aHHOW TpaH3akKIMU o0miero mpoiiecca
npeacTaBieHa Ha pucyHke 6. IlapameTrpsl TpaH3akiuu oOILEro Mpolecca MPUBEICHBI B
Tabmurie 7.

I CHENCHEN 0 DNECROAETENE
[Embopanas 0 pare B EpeMens
obamuenay R Eesa |

Yomex

Puc. 6. Cxema BHIIOMHEHHS TpaH3akmu# 06mero nponecca "[loryderne nHpopMamuu o

(V]

JlaTe U BpeMeHH 00HOBJIeHUA peectpa mpousBogureneit” (P.SS.15.TRN.003)

Tabmuma 7

Ommcanue Tpar3akmun ob6mero nponecca "Ilonydenue nadopManmy 0 aTe U BpEMEHH
oGHOBIIeHHA peecTpa npomsBogurenei” (P.SS.15.TRN.003)

Ne i/t OO0s13aTeNnbHbIN 2JIEMEHT Omnucanue
1 2 3
1 Konosoe o603Hauenue P.SS.15.TRN.003

MOJy4YeHHne UHPOPMAIMK O Jare U
HaunmMeHoBaHue TpaH3aKIuH 0OIIETO

2 BpEMEHH OOHOBIIGHHS peecTpa
mporecca .
HPOU3BOAUTENEH
[ITabmon TpaH3akuuK o00OUIETO
3 BOIIPOC/OTBET
nporecca
4 MNuunuupyromas poib MHULIMATOP
3ampoc MHGOpMAUU O Jgare Hu
5 VHumupyromas onepanus BpeMEHH OOHOBICHHS peecTpa

IIPOU3BOIUTENEH

6 Pearupyroras posib PECIIOHAEHT



oOpaboTka 3ampoca u

7 [MpuaMMaromas ornepamnus npeaocTaBieHue MHGOpPMauu o
JaTeé W BPEMEHH OOHOBIICHHS
peecTpa Ipou3BOJUTENEH

cBenenus o npoussojurene (P.SS.15
Pe3ynbTat BBIIOIHEHHUS TPAH3AKINH

8 .BEN.001): undopmanus o nate u

o01ero mporecca

BpeMeHH OOHOBJICHHS HAIIPaBJIeHA

9 IMapameTpsl TpaH3aKIUK OOGIIETO

mporecca:

BpeMsi IS MOATBEPKACHHS

MOy YESHUS

BpEMsl TIOATBEPIKACHUS IPUHSATHS B

00paboTKy

BpeMsI OXKHIaHHs OTBETA 4 qaca

MPU3HAK aBTOPU3AIIUH HET

KOJIMYECTBO ITOBTOPOB 3
10 CooO0IieHnsT TpaH3aKIUU OOIIEro

mpounecca:

3ampoc WHGOpPMAUU O nOaTte u
BpEMEHH OOHOBIIGHHS peecTpa
npousBonuteneit (P.SS.15.MSG.004

)

uHpOpMAIM O JaTe U BPEMEHH
00HOBIICHUS peecTpa
npousBoautenei (P.SS.15.MSG.005

)

[MapamMeTpsl coOOICHANN TPaH3aKIIUU
o01mero mporecca:

WHUIUUPYIOLICC COO6H_[6HI/I€

OTBETHOE COOOIECHNE

11

mpusHak D111 HET

nepeavya EKTPOHHOTO JOKYMEHTa
¢ HekoppekTHor DLIIT

4, Tpansakmus o6mero nponecca "Tlomyuenne cBeeHuit u3 peectpa npousBoaurenei” (P.SS.15.
TRN.004)

19. Tpanzakuus obmiero nporecca "[lonydenue cBenenuii u3 peectpa npousBoauteneit” (
P.SS.15.TRN.004) BbInoJIHSIETCS AJIs MOJTYYEHUsI UHULIMATOPOM OT PECIIOHJIEHTA CBEICHUIM
u3 peectpa npousBoauTeneil. Cxema BBITOJHEHUS YKa3aHHOM TpaH3aKIMK 00IIero mporecca
npejacTaBieHa Ha pucyHke 7. [lapameTpsl TpaH3akiuu OOILIEro Mpolecca MPUBEACHBI B
Tabnuue 8.



J(RENEHEN O NNEIRONETENE
[menemss manparmens |

e

CREACHAS O DR ONETCEE

[eenermas orcyrcmyron]

ez &

Puc. 7. Cxema BeoNMHEHHA TpaH3akuu obmero mporecca "[lomydenune cBeeHuii u3
peectpa nmpom3Boaurenei” (P.SS.15.TRN.004)

Tabuma 8

Omucanue Tpar3akuy odmero mponecca "Ilomydenne cBeeHM W3 peecTpa mpou3BoguTeneit” (

P.SS.15.TRN.004)
Ne /it OO0s13aTeNnbHbIN PJIEMEHT
1 2
1 KonxoBoe 0003HaueHme
) HaumeHoBaHMe TpaH3aKIUU OOIIETO
npotecca
3 [[Mabmon TpaH3aKIUU OOIIETO
npoiiecca
4 Wuunuupyromias ponb
5 WNHunuupyromas onepanus
6 Pearupyromas ponb
7 [Ipunumaromas onepanus
g Pe3ynbraT BEIMONHEHUS TPAH3aKIAN

o01ero nporecca

Onucanue
3
P.SS.15.TRN.004

MOJIy4eHUE CBEICHUM U3 peecTpa
MIPOU3BOIUTENEH

3arpoc/oTBET

HHUIUATOP

3aIpoC CBEACGHHMH M3 peecTpa
IIPOU3BOUTENICH

peCIoHACHT
ob6paboTka 3ampoca u
MpEeAOCTAaBICHUE CBEIEHUU U3
peecTpa pou3BoANUTEICH

cBeaeHus o mpousBoxutene (P.SS.15
.BEN.001): cBenerns HampaBiIeHBI

cBeaenus o mpousBoautene (P.SS.15
.BEN.001): cBeieHHs OTCYTCTBYIOT



9 [TapameTpsl TpaH3akuum 00IIETO
mporecca:

BpeMmi JJIA MOATBEPKACHUA

TIOJIyYEHUSI
BpeMsI TIOATBEPIKACHUS IPUHATHS B
P ABEPIA P 20 MUHYT

00paboTKy

BpeMsI OKUIAHUSA OTBETA 4 yaca

NPU3HAK aBTOPU3ALUH HeT

KOJIUYECTBO ITOBTOPOB 3

10 CooOmieHusT TpaH3aKIUU OOIIEro

nporecca:
3alpoC CBEJCHHMH M3 peecTpa

HMHHLUHPYIOIIee COoOIIeHe npousBoauteneit (P.SS.15.MSG.006
)
CBEJIECHHSA u3 peecTpa
npousBoxuteneit (P.SS.15.MSG.007

OTBETHOE COOOILEHNE )

yBeJOMIIEHHE 00 OTCYTCTBUU
csegenuit (P.SS.15.MSG.010)

[TapameTpsl coOOIECHNH TPaH3aKIINU

11
obrmero mporecca:

npusHak OIIT HET

nepenava dIEKTPOHHOTO JOKYMEHTa
¢ HexoppekTHor DLIIT

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

20. Tpanzakiust obuiero npouecca "llonydyeHne U3MEHEHHBIX CBEJEHUN U3 peecTpa
npousBoauteneit” (P.SS.15.TRN.00S5) BwimosiHsieTcsl IJis MOJIYyYEHUS WHUIUATOPOM OT
pPECIIOHJICHTAa MU3MEHEHHBIX CBEJACHUN M3 peecTpa npousBoautenieil. Cxema BBIMOIHEHUS
YKa3aHHOM TpaH3akIMU oO0uiero mpoiecca mnpejacTaBiieHa Ha pucyHke 8. [lapameTpsl
TpaH3aKIMHU OOIIETo Ipollecca MpUBEACHBI B Tabmiie 9.



JCRENCHEN O DNERONMTERE
[Freenermae chemermn

HAN RN

Yomex

ICRENCHEES 0 DIMEERONETCEE

[Fsenernrae caepery
OICYTICIRYIOT]

Yoex

Puc. 8. Cxema BHINONMHEHUA TpaH3aKmuu o0mero mpouecca "Ilomydenne n3MEeHEHHBIX
cBeicHU U3 peectpa mpomsBoamreneii” (P.SS.15.TRN.005)

Tabiuma 9

Omucanue Tpar3akmun obmero mponecca "IlorydeHne H3MEHCHHBIX CBEICHHI U3 peecTpa
mpomsBoauteneit” (P.SS.15.TRN.005)

Ne /it
1
1

2

OO0s13aTeNnbHbIN PJIEMEHT
2
KonxoBoe 0003HaueHme

HaunmMeHoBaHue TpaH3aKIUK OOIIETO
mpolecca

[[Mabmon TpaH3aKIUU OOIIETO
mporiecca

Wuunuupyromas poib
Wunnumpytomias onepanus

Pearupytomiast poib

[Ipunumaromas onepauus

Onucanue
3
P.SS.15.TRN.005

MOJIyYeHHe M3MEHEHHBIX CBEJIECHUMN
U3 peecTpa Npou3BOAUTENEH

3arpoc/oTBET

HHUIUATOP

3aIpOC U3MEHEHHBIX CBEICHUHN U3
peecTpa Ipou3BOAUTENECH

PECIIOHICHT

ob6paboTka 3ampoca u
MPEAOCTABICHHE HW3MEHEHHBIX
cBeJeHUM u3 peectpa
MIPOU3BOIUTEICH

cBeaenus o mpousBoautene (P.SS.15
.BEN.0O1): nu3MeHeHHbIE CBEICHUS
HaIlpaBJICHbI



Pe3ynbTar BRIMIONHEHUS TPAH3AKIMK  cBenenus o npoussoaureie (P.SS.15
obmiero mpouecca .BEN.001): nu3mMeHeHHbIE CBEIECHUS
OTCYTCTBYIOT

[TapameTpbl TpaH3aKIUH OOIIETO
nporiecca:

BpeMia I NOATBCPIKACHUA

TOJTY ICHUSI
BpEMs MOATBCPKACHUA TIPUHATHUA B 20 MHHYT
00paboTKy

BpeMsi OXKHAAHHUS OTBETa 4 qaca
NpU3HAK aBTOPU3ALUU HET
KOJINYECTBO TIOBTOPOB 3

10 Coo01mennst TpaH3aKIUKU OOIIEro

mporecca:
3alpoc M3MEHEHHBIX CBEICHHH H3
WHUIAHAPYIOIIee COOOIIeHNE peectpa mpomsBoautenerdr (P.SS.15.
MSG.008)
M3MEHEHHBIE CBEIEHUS U3 peecTpa
npousBoxuteneit (P.SS.15.MSG.009
OTBETHOE COOOIIECHNE )

yBeqoMIIeHHEe 00 OTCYyTCTBUHU
ceenenuit (P.SS.15.MSG.010)

[TapaMeTpsl COOOIICHHH TPaH3aKIIUU

11
o01ero mpounecca:

mpu3Hak D111 HET

nepenaya 3JEeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DT

VIII. ITopsanok AelicTBHIt B HEIITATHBIX CUTYAI[AIX

21. Ilpu uHpOpMaIIMOHHOM B3aUMOJICHCTBUU B pamMKax OOIIEro Mmpoliecca BEPOSTHBI
HEITaTHBIC CUTYaIlNH, Korjaa 00padoTKa TaHHBIX HE MOXKET OBITh TPOU3BEJEHA B OOBIYHOM
pexume. HemratHple cuTyanuu BOZHUKAIOT MPU TEXHUYECKUX COOSAX, UICTCUCHUH BPEMEHU
OKUJIaHUSI W B HUHBIX clydasx. Jljas monaydeHus y4YacTHHKOM OOIIero mnpoiecca
KOMMEHTapUEB O MPUYMHAX BOZHUKHOBEHUS HEIITATHOW CUTyallMU U PEKOMEHJAIMU I10 €€
Pa3pEIICHUI0 IIPEAYCMOTPEHA BO3MOXHOCTh HAMNPABJIEHHUS COOTBETCTBYIOLIETO 3ampoca B
Cy’k0y TOIACPKKU HMHTETPUPOBAHHONW HWH(POPMAIMOHHONW CcHCTEMBbl EBpa3uiickoro
PKOHOMHUYECKOT0 coro3a. O0mme peKoMeHJalud MO Pa3pellieHUI0 HEIITaTHOW CHUTYalluH
npuBeneHsbl B Tabnuie 10.

22. YIOTHOMOYEHHBIH OpraH rocyJlapcTBa-ujieHa MPOBOJUT MPOBEPKY COOOIIEHUS, B
CBSI3U C KOTOPBIM IOJYYEHO YBEAOMIIEHME 00 omuoOke, Ha coOoTBEeTcTBHE ONUCAHUIO
(GhopMaToB U CTPYKTYp SJIEKTPOHHBIX JIOKYMEHTOB M CBEJICHHUI U TPeOOBAHUSIM K KOHTPOIIIO
cooO1eHnil, ykazanHbeIM B paznene [X nacrosimero PernmamenTta. B ciiyyae eciu BBISIBICHO
HECOOTBETCTBHE YyKa3aHHBIM TPEOOBAHUSM, YIOJTHOMOYEHHBIH OpPTaH TocyJapcTBa-dJieHA



MPUHUMAET BCE HEOOXOAMMbBIC MEPHI JIJIsl YCTPAHEHUS BBIABICHHON omnOKU. B ciydae ecnu
HECOOTBETCTBUN HE BBISABICHO, YIMOJHOMOYEHHBIN OpraH rocyJapCTBa-4yj€HA HAIMpPABISAECT
COOOIIEHNE C ONMHWCAaHMEM OJOTOW HEMITaTHOW CHTyallMd B CIYXXOy TMOJIJIEepKKH

MHTErpUpPOBaHHOM HHPOPMAIIMOHHOM crucTeMbl EBpa3niickoro 3KOHOMUYECKOT0 COI03a.
Ta6muma 10

JlelicTBHS B HEINTATHBIX CATYaIUIX

. . Omnucanue nericTBHi
Omnucanme HemTaTHOW [IpWYuWHBI HemTaTHOU

Kon HemrraTHO#M cuTyanuu Npu  BO3HUKHOBEHHUU
CUTYaIlH CUTYaIllH N
HEIITaTHON CUTYyaIlu1
1 2 3 4
WHUIAATOP JIBYCTOPOHHEH HEOOXOIUMO HAIPaBHUTh

TpaH3akiuu 0Omero  TexHHYeckue cOOM B  3ampoc B CIHyXOy
mpolecca He TMOJYYUI TPAHCIOPTHOM CHCTEME TEXHHYECKOW MOIEP:KKU

P.EXC.002 COOOIICHNE-0TBET IOCJIE WM CHCTEMHAas OINMOKAa HAI[MOHAJIBHOIO CErMEHTa,
HCTCUYECHUS MIPOTPaMMHOTO B KOTOpoM OBINO
COTJIACOBAaHHOTO obecrieueHus chopMHUPOBAHO
KOJIMYECTBa TIOBTOPOB cooOIIeHne

HHULUATOPY TPaH3aKIUH
obmero  mpomecca
HeoOXoaMMO
CHHXPOHHU3UPOBATH
HCIOJb3yEeMBbIC
CIpPaBOYHUKU u
KJacCU(UKATOPBl WK

HE CHHXPOHU3WUpPOBaHbI 0OHOBUTH XML-cxembl

CIPaBOYHUKHU u 3JIEKTPOHHBIX JOKYMEHTOB
MHULIMATOP TpaH3aKLUU

P.EXC.004 o01ero nporiecca Moy 4uiI
yBeJOMIJIEHHE 00 OommoKe

KIaccupUKATOpsl WK He (CBEIEHHMIA).

o6HoBieHbl XML-cxembl Ecnu COpaBOYHWKH |

IEKTPOHHBIX JOKYMEHTOB KJIaCCH(PUKATOPHI

(cBenenuit) CUHXPOHU3UPOBAHHI,
XML-cxeMbl 3JEKTPOHHBIX
JIOKYMEHTOB (CBEJICHHI)
O0OHOBJICHBI, HEOOXOIUMO
HalpaBUTh 3alpoc B
cyx0y  TOAACPXKKH
NPUHUMALIETO
y4acTHHKa

IX. TpeboBaam4 K 3aIOJIHEHHUIO DIEKTPOHHBIX JOKYMEHTOB M CBEIEHMIA

23. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (CcBeAeHuUM) "
Ceenenust o mpousBoauTene ToBapoB BerepuHapHoro HazHaueHus" (R.HC.SS.15.001),
nepeaaBaeMbIX B cooOmieHuu "Cenenust o nmpousBoautene st Bratouenus" (P.SS.15.MSG

.001), mpuBenensl B Tabaute 11.
Tabmuma 11



TpebGoBaHMA K 3aII0THEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeieHHi) "CBeieHnd 0
mpow3BoJMTele TOBapoB BerepuHapHoro HazHadeHna" (R.HC.SS.15.001), nepenaBacMbIx B
coobmennu "CBenenns o mpoussourelre g Bkmodenus” (P.SS.15.MSG.001)

Kox tpeboBanus

®dopMynupoBKa TpeOOBAHUS

B DJICKTPOHHOM COOOIIEHUH JOJKEH IPUCYTCTBOBATH |
sK3eMIUsIp pekBusnuTa "CBeIeHHS O IPOU3BOIUTEINE
ToBapoB  BerepmHapHoro HasHaueHus" (hccdo:
VeterinaryManufacturerDetails)

pexkBusutr "Hawanpuas mara u  Bpems" (csdo:
StartDateTime) B cocTraBe CIOXHOTO peKkBH3UTa "
TexHomornueckne XapakTEPUCTHKH 3aMUCH OOIIEro
pecypca" (ccdo:ResourceltemStatusDetails) siBnsiercs
00s13aTeNbHBIM IS 3aII0JTHEHUS

pexkBuzutr "Koneunas garta u Bpemsa" (csdo:
EndDateTime) B coctaBe CIOXHOTO pekBm3uTa
TexHonornyeckne XapakTEPUCTHKH 3alUCH OOIIEro
pecypca"  (ccdo:ResourceltemStatusDetails) He

3aII0JIHACTCA

ecitu PEKBHU3UT "Kon cTpaHsbl" (csdo:
UnifiedCountryCode) B cocTaBe IIOOBIX CIIOKHBIX
PEKBU3UTOB 3allOJHEH, TO €ro 3HAY€HHE IOJKHO
COOTBETCTBOBaTh KOAY CTpaHbl M3 KiaccudukaTopa
CTpaH Mupa, ykasaHHoro B pasgene VII IIpasBun
WH()OPMAIIMOHHOTO B3aUMOJICHCTBHS

3HadeHHe aTpudyTa "WACHTH(UKATOP CIpaBOYHUKA (
kinaccudukaropa)" (arpudyt codeListld) B cocrase
3anmosHeHHOro pekBu3uTa "Kox crpamel" (csdo:
UnifiedCountryCode), BXOZSIIEro B COCTaB JIFOOBIX
CJIOKHBIX PEKBU3UTOB, JOIDKHO COJEPXKATh KOJOBOE
ob6ozHayenwue "2021"

NPY BKJIIOYEHUH CIPABOYHUKA CTATyCOB CEPTU(PHKATOB
HOATBEPHKICHHUS COOTBETCTBHSI IIPOU3BOJICTBA TOBAPOB
BETEPUHAPHOT0 Ha3HAueHMs 3HaueHne pexBusura "Kon
craryca" (csdo:StatusCode) B cocTaBe CI0XXHOTO
pexBm3uta "Cratyc" (ccdo:StatusV2Details) momxnO
COOTBETCTBOBATh OJHOMY M3 CIECAYIOIUX 3HAYCHUIH
crpaBouyHUKa: "nmercTByromuit", "oTo3Ban", "nercTere
npekpameHo”, "geidicTBME NPHUOCTAaHOBJIEHO", a
3HavyeHue arpudyra "Vpentudukatop crpaBodHuKa (
knaccudukaropa)" (arpudbyr codeListld) momkHO
COOTBETCTBOBaTh 3HAYCHHWIO KOJA YKa3aHHOTO
CIpaBOYHUKA B peecTpe HOPMAaTHBHO-CIIPAaBOYHOMH
nHpopmanuu Coro3a.

[Ipu oTcyrcTBuM cripaBodHnKa "CHpaBOYHUK CTAaTyCOB
CepTU(GHUKATOB  IMONTBEPXKAEHUS  COOTBETCTBUS
MPOM3BOJICTBA TOBAapOB BETEPUHAPHOI'O HAa3HAYCHMUS
TpeboBanusM [IpaBui HauIexKamiel NPON3BOICTBEHHOM
npaktuku" pekBu3uT "Kox craryca" (csdo:StatusCode)
B cocTtaBe cioxkHoro pekBm3ura "Cratyc" (ccdo:



10

11

StatusV2Details) moimkeH cOOTBETCTBOBATH OJTHOMY M3
cienyromux 3Hauenuit: "01" — pelicrByromui, "02" —
nmeiictue mpuocTaHoBieHo, "03" — meiicTBHe
npekparieHo, "04" — oTo3BaH

B COCTaBe CJOXHOTo pekBu3zura "CBeJeHus o
MIPOM3BOUTEIIC TOBAPOB BETEPUHAPHOTO Ha3HaUYeHHs" (
hcedo: VeterinaryManufacturerDetails) momkHBI OBITH
3aMOJIHCHBI CIAEqYIONHE PEKBU3UTHI:
PerucTpanmoHHpldi  HOMep  3amucu" (hcsdo:
RecordRegistrationNumberld), "Kox crpans”" (csdo:
UnifiedCountryCode), "CBeneHust 0 ImpouU3BOANTEINE
TOBapa BETEPUHAPHOIO HA3HAYEHUS WIH €ro

n

COCTaBIAIOIIEH gactu" (hcedo:
VeterinaryltemManufacturing AuthorizationHolderDetai
Is), "CBenmenuss o0 TOATBEPKACHUU COOTBETCTBHUSA
MPOM3BOJICTBA CPENICTBA, BXOJSIIEIO B COCTAB TOBapa
BETCPUHAPHOIO Ha3HaueHus, TpeOoBaHusM [IpaBui
Hajuiexamed npousBoacTBeHHON mpaktuku" (hcedo:
VeterinaryltemGMPConformityDetails)

pexBusutr "Kom sekapcrBerHoi ¢dopmer" (hcsdo:
DosageFormCode) B cocTaBe CIOKHOTO pekBusuta '
CBesieHHsT O TOATBEPXKIEHUU COOTBETCTBUS
MIPOM3BOJICTBA CPE/ICTBA, BXOAALIEIO B COCTaB TOBapa
BETCPUHAPHOTO Ha3HA4YCHWA, TpeOoBaHUsAM [IpaBui
Hajurexameil npomsBoacTBeHHONH mpaktuku' (hcedo:
VeterinaryltemGMPConformityDetails) 3amomnsercs
o0s3aTensHO, eciau 3HaueHue pekBusurta "Koa Bumaa
ToBapa  BeTepuHapHoro HasHauenus'  (hcsdo:
VeterinaryltemKindCode) cooTBercTByeT 3Ha4YeHUIO "
01", mpu 3TOM ero 3Hau€HUe JOJKHO COOTBETCTBOBATH
KOIy W3 HOMEHKIATYpHl JIEKApCTBEHHBIX (QOpM,
ykazanHo# B pazmene VII IIpaBun mHpOpMannmoHHOTO
B3aUMOJICUCTBHS

3Ha4yeHue aTpulyra "uaeHTH(UKATOp CHpaBOYHHMKA (
knaccupukaropa)”" (arpudbyr codeListld) B cocrase

3aroHeHHOTO pekBu3uTa "Kox nekapctBeHHOH HOpMBI
" (hcsdo:DosageFormCode), momkHO coaepkaTh

KomoBoe o0o3Hauenue "2057"

pexBu3uT "Kox ocoboi XxapakTepucTHKu mponykra'" (
hesdo:SpecialCharacteristicsProductCode) B coctase
CIIOKHOTO pekBu3uTa "CBeOeHHS O MOATBEPXKIACHUU
COOTBETCTBHS NPOU3BOJCTBA CPEACTBA, BXOIAIIETO B
COCTaB TOBapa BETEPUHAPHOrO Ha3HAYCHHS,
TpeboBanusM [IpaBui HauIexKaniel NPON3BOICTBEHHOM
npakTuku" (hccdo:
VeterinaryltemGMPConformityDetails) HE
3aI0THSAETCS

B COCTaBe peKkBH3UTa "YIOIHOMOYEHHBIH OpraH
rocynapcrBa-wicHa" (ccdo:UnifiedAuthorityDetails) B
COCTaBe CIOXHOro pekBusuta "CBeneHHS O
mpoBeficHHON (papmaneBTudeckoil nHcneknuu" (heedo:
InspectionDetails) pexBm3ut "Kom crpans" (csdo:
UnifiedCountryCode) 3amonHsieTcst 00s3aTenbHO
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B COCTaBe€ CIOXHOTo pekBuzuta "CBeleHUS O
MPOU3BOUTEIE TOBApPa BETCPUHAPHOTO HA3HAUCHHUSI
WITH €ro COCTAaBJISAIOIIEN gacTu" (hccedo:
VeterinaryltemManufacturing AuthorizationHolderDetai
1s) pexBusut "Kox crpansr” (csdo:UnifiedCountryCode)
u "HauMeHoBaHue Xo3siicTByOIIEro cyonekra" (csdo:
BusinessEntityName) 3anoqHsFOTCs 0053aTEITBHO

ecmm pexBm3uT "Konx opraHm3anmoHHO-TIPaBOBOM
¢dopmer" (csdo:BusinessEntityTypeCode) 3amonuen, To
€ro 3Ha4YeHHE IOJDKHO COOTBETCTBOBATH KOAY M3
KJaccu(puKaTopa OpraHM3alMOHHO-TIPABOBHIX (OPM,
ykazanHoro B paznene VII [IpaBun nHpopManuoHHoro
B3aNMOAEHCTBUS

3HaueHne aTpudyta "MneHtuduxatop crnpaBodyHHKA (
knaccudukaropa)" (arpubyrt codeListld) B cocrase
3aI0JIHEHHOT O pEeKBU3UTA "Kon
OpraHU3allMOHHO-IIPABOBOM ¢dbopmsr" (csdo:
BusinessEntityTypeCode), nomkHO comepkaTb KOJIOBOE
o6ozHauenwne "2049"

ecnn arpulyt "meron wuneHrudukanuu" (arpulyt
kindld) 3amomHen, TO ero 3HauYeHHE JOJIKHO
COOTBETCTBOBaTh KOJAYy M3 CIPaBOYHHKA METO/OB
UACHTU(DHKAMN XO3SHCTBYIOIMX CYOBEKTOB MPU UX
TOCYIAapCTBEHHOH pPErHCTpalMd B TOCydapcTBax -
yneHaXx EBpasuiickoro 5KOHOMHYECKOTO COI03a,
ykazanHoro B paznene VII [IpaBun nHpopManuoHHOro
B3aUMO/JIeHCTBUS

ecmn pexsu3uT "Kom Buma agpeca" (csdo:
AddressKindCode) B cocTtaBe cinokHOTo pexBu3uta '
Anpec" (ccdo:SubjectAddressDetails) 3amonHeH, TO ero
3HayeHWE JOJDKHO COOTBETCTBOBAaTh OJHOMY W3
CIEIYIOUINX 3HAUCHUN:

"1" — agpec peructpanuu; "2" — hakTHUECKUIT afpec

ecmm  pexBu3utr "Koxm Bmma cBsa3m"  (csdo:
CommunicationChannelCode) B cocraBe CI0KHOTO
pekBuzuta  "KOHTakTHBIM  peKBU3UT" (ccdo:
CommunicationDetails) 3amojHeH, TO ero 3HaueHHUE
JIOJDKHO COOTBETCTBOBAThH KOy BUJIA CBS3M U3 TIEPEUHS
BHJIOB CPEICTB (KaHAJIOB) CBS3H, YKA3aHHOTO B paszee
VII [IpaBun uHGOPMAITMOHHOTO B3aNMOACHCTBHS

pexkBu3uT "Konx Buga ToBapa BeTEpHHApPHOTO
nasHaueHus" (hcsdo:VeterinaryltemKindCode) momxken
OBITH  3allOJTHEH, €ero 3Ha4YeHHe JOJDKHO
COOTBETCTBOBATH OJJHOMY W3 CIICAYIOIINX 3HAUCHHIA:

01 — BeTepuHapHBIl TE€KapCTBEHHBIN MIpenapar;

02 — muarHocTHYecKoe CpeCTBO;

03 — ne3uHbUIUpYIOIIEe CPENCTBO;

04 — ne3uHCEeKIIMOHHOE CPENICTRO;

05 — ne3akapu3alOHHOE CPE/ICTBO;

06 — xopMoBas 00aBKa



pexBu3UTH "CBeZieHUs O MPOU3BOACTBEHHON IUIOIIAIKE
TOBapa BETEPUHAPHOTO Ha3HA4YEHUS WIH €ro

COCTaBIAIOMEN qactu" (hcedo:
VeterinaryltemManufacturingAreaDetails), "Kon
19 crpanbl” (csdo:CountryCode) u "PernctpannoHHBINH

Homep 3amucu” (hcsdo:RecordRegistrationNumberld) B
COCTaBe CIIOXKHOTO pekBu3uta "CBeaeHus o
OpPOU3BOJUTENIC TOBapa BETCPHHAPHOTO HA3HAYCHUSI
wim  ero  cocrtaBnsamomei  vactu"  (hccdo:
VeterinaryltemManufacturing AuthorizationHolderDetai
Is) He 3amoHsIOTCS

B COCTaBe peKkBU3UTa "YNOIHOMOYEHHBIH OpraH
rocynapcrBa-wicHa" (ccdo:UnifiedAuthorityDetails) B
COCTaBe CIOXHOro pekBusuta "CBeneHHS O
npoBeZicHHOM (papmaneBTudeckoil nHcneknuu" (heedo:
InspectionDetails) pexBusur "Wnentuduxatop
ynojaHoMoueHHoro oprana" (csdo:Authorityld) nu6o
pexBu3uT "HanMeHOBaHHE yIIOTHOMOYEHHOTO opraHa"
(csdo:AuthorityName) qomkeH ObITH 3aTI0THEH

20

ecnn pekBm3UT "MHeHTHUKATOp YIOTHOMOYEHHOTO

oprana" (csdo:Authorityld) 3amonneH, ero 3HadeHHe

JOJDKHO ~ COOTBETCTBOBaTh  KOJy  OpraHa

rOCyJapCTBEHHOW BJIACTH TIOCYyJapCTBa-wieHa JH00

)1 YIIOJIHOMOYEHHOM WM OpraHM3alui M3 CHpPaBOYHHKA
opraHoB Coro3a, OpraHOB TOCYAapCTBEHHOHW BIACTH U
yOpaBiICHUS TOCYAapCcTB-WJIEGHOB, a  TaKXke
YTIOJTHOMOYEHHBIX UMW OpPTaHHU3aIMH, IPEICTaBICHHBIM
B pasaene VII IlpaBunr wuHPOPMAIIMOHHOTO
B3aUMOJEICTBUA

B €IMHOH 0a3e NaHHBIX HE JIOJDKHA COAEPKATHCS 3aIiCh
, B KOTOPOH COBOKYITHOCTB 3HaUeHUH pexkBu3nToB "Kox
cTpaHsr" (csdo:UnifiedCountryCode), "
Peructpanuonnsiii  Homep 3amucu"  (hesdo:
RecordRegistrationNumberld) u "Kox Buga ToBapa
22 BETEPUHAPHOTO Ha3HavyeHUs" (hcsdo:
VeterinaryltemKindCode) B cocTtaBe CIOXHOTO
pexkBusuta "CBeleHus O NPOU3BOAUTENE TOBAPOB

BETEPUHAPHOTO Ha3zHadeHus" (hcedo:
VeterinaryManufacturerDetails)  coBmamaroT ¢
NepeIaHHbIMU

24. TpeOoBaHUs K 3alOJHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX JOKYMEHTOB (CBedcHHUIT) "
p p p AOKY il
CBenenust 0 mpousBoauTene ToBapoB BerepuHapHoro HazHauenus" (R.HC.SS.15.001),

nepenaBaemMbix B cooOuieHun "CBenenust o npousBoautene it usmenenus" (P.SS.15.MSG

.002), mpuBeneHsl B Tabaute 12.
Ta6muma 12

Tpe©oBaHAA K 3aIOHEHUIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHi) "CBeIeHHA O
MPOM3BOAUTENIE TOBapoB BerepurHapHoro HazHadenua" (R.HC.SS.15.001), mepegaBaeMbix B
coobmennu "CBenenns o npoussogureire mia m3sMeneans” (P.SS.15.MSG.002)



Kon TpeboBanus dopmynrpoBka TpeOOBaHUS

B 3JIEKTPOHHOM COOOIICHUH TOJDKEH
MPUCYTCTBOBaTh | 3K3EMILISP
peKBU3UTA "CBeneHus 0
MIPOU3BOJIUTENE TOBapoB
BeTeprHapHoro HazHaueHus" (hccdo
:VeterinaryManufacturerDetails)

COOTBETCTBYIOT TpeboBaHUAIM 2-21
TaOIHIIBI 11 HACTOSIIETO

2-21 Permamenra (3HaueHHss KOJIOB
TpeOoBanuii B Tabmume 11 wm
Tabnwuie 12 coBmamaor)

B €IUHOU 6aze JaHHBIX JOJI)KHA
COACPIKATLCA 3alucChb, B KOTOpOﬁ

COBOKYITHOCTB 3HaYeHUH
pexsm3utToB "Kox crpamsr" (csdo:
UnifiedCountryCode), "

Perucrpannonnsiii Homep 3amucu” (
hcsdo: RecordRegistrationNumberld
) u "Kon Buzma ToBapa
BeTepuHapHoro HazHaueHus" (hesdo:
VeterinaryltemKindCode) B coctase
cI0XHOTO pekBu3nTa "CBeAeHUS O
NPOU3BOAUTEIE TOBapoB
BeTepuHapHoro HasHaueHus" (hccdo

22 :VeterinaryManufacturerDetails)
COBNANAIOT C INEepelaHHbIMH B
coobmennu, pekBusut "KoHeuHas
nara u BpeMs" (csdo:EndDateTime)
B COCTaB€ CJIOXKHOTO pPEKBHU3HTA "
TexHomornueckne XapakTepPUCTHKU
3amucu obmero pecypca" (ccdo:
ResourceltemStatusDetails) He
3aIl0JIHEH, a 3HaYCHHE peKBu3nTa "
Havanpras gata u Bpemsa" (csdo:
StartDateTime) MeHbIIe 3HAYCHHS
COOTBETCTBYIOIIETO PEKBU3HUTA B
CcOoCTaBe COOOIICHHS
YTBEPXXIEH
Pemennem Komnernu Eppasuiickoit
HKOHOMHYECKOI KOMHCCHU
ot 30 masg 2023 r. Ne 71
(B pemakunu Pemenns Komnernn
EBpa3uiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 10 mapta 2026 r. Ne 28)
Permament

FHGOPMAIMOHHOT0 B3aUMOIEHCTBUA MEXy YIOTHOMOYeHHBIMY OpPraHaMH FOCYAapCTB — WICHOB
EBpa3uiickoro 5SKOHOMAYECKOT0 COI03a IPH PeAIM3alliA CPEACTBAMH HHTETPAPOBAHHOM
rHGOpPMAMOHHO#M cucTeMEI EBpasuiickoro Skx0HOMHIECKOro co03a oomero mponecca "



®dopmupoBaHHE, BECHAE U HCIIOIB30BaHUE €IUHOTO peecTpa MPOU3BOTUTEINEH BeTEpPUHAPHEIX
JIEKapCTBCHHBIX CPEACTB, MPOU3BOACTBO KOTOPHIX MPA3HAHO COOTBETCTBYIOMMM TPeOOBaHUAM
IIpaBun HaUIEKAMmMEH IPOM3BOICTBEHHOM MpaKTUKK EBpa3uiickoro 3kOHOMHIECKOTO COI03a"

Cnocka. PernmameHnr - B penakuuu peuieHus Komnernn EBpa3uiickoil 5KOHOMHUYECKOU
komuccuu ot 10.03.2026 Ne 28 (BctynaeTr B cuiny no ucteueHuu 30 KajJeHJIapHBIX AHEU ¢
JIaThl €ro OPUIMATBLHOTO OIMYOJUKOBAHUA).

I. O6mme momoxeHus

l. Hactosammuii PernameHT pa3paboTaH B COOTBETCTBUHM CO CIEAYIOIIUMHU
MEXIyHApOAHBIMU JIOTOBOPAMHM H aKTaMH, COCTAaBJISIOIIMMHU MpaBo EBpasuiickoro
AKOHOMHYECKOTO coro3a (janee — Coro3):

Horosop o EBpasuiickom skoHOMUYECKOM coto3e oT 29 mast 2014 rona;

Pemenne CoBera EBpa3zuiickoil 3koHOMUYECKOH KoMHUCcCUU OT 3 HOs0pst 2016 1. Ne 77 "
O6 yrtBepxnaenuu I[lpaBun Hajexamieil MpoOU3BOJACTBEHHON NpakTUKu EBpasuiickoro
SKOHOMHYECKOTO cO03a";

Pemennie CoBera EBpa3zuiickoit skoHoMHuueckoit komuccuu ot 21 siuBapst 2022 . Ne 1 "O
[IpaBunax peryinupoBaHusi OOpalleHUs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPENCTB HA
TaMOXEHHOUN TeppuTopur EBpa3uiickoro 3KOHOMHYECKOTro coro3a" (B pemakuuu PerieHus
Coseta EBpa3zuiickoit skoHOMHUUecKoi koMmuccuu ot 22 amnpens 2024 r. Ne 36);

Pemenne Coera EBpasuiickoii 3koHOMUYECKON Komuccuu ot 23 ceHTaops 2022 r. Ne
140 "O IlpaBunax peryiaupoBaHus OOpalleHUsl TUarHOCTUYECKUX CPEJCTB BETEPUHAPHOTO
Ha3HAYEHUS Ha TAMOXEHHOU TeppUTOPUH EBpa3suiickoro 3KOHOMUYECKOTO coro3a';

Pemenue Coera EBpasuiickoit sxoHoMuueckoit komuccuu oT 12 nexadps 2023 r. Ne 150
"O IlpaBwiax peryaupoBaHUs OOpallleHUs Ne3WHPUIHUPYIOUIUX, IE3UHCEKIIMOHHBIX U
J€3aKapU3alMOHHBIX CPEJICTB BETEPUHAPHOTO HA3HAYEHUS] HA TAMOXEHHOW TEPPUTOPUU
EBpa3uiickoro 3kK0HOMHUYECKOro cor3a';

Pewmenne Komnernn EBpazuiickoil 5koHOMUYecKol komuccuu ot 6 Hosi0ps 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTAX, PErlaMeHTUPYIONUX HH(HOPMAIIMOHHOE B3aUMOJICHCTBUE
IIpU peanu3aluy CpelcTBaMU MHTEIPUPOBAHHOW MH()POPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOLTUX MPOIECCOB";

Pemrenne Komnernn EBpasuiickoit 3xoHOMUYecKo koMuccuu oT 27 ssaBaps 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHA JaHHBIMH B HWHTETPUPOBAHHOU
MH(OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiun';

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



Pemenue Komerun EBpazuiickoit skoHOMUYeCKONH KoMHUCCHU OT 9 nroHst 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMU, TAPMOHU3ALMUA U OMUCAHUS OOIIMX MPOLECCOB B
paMkax EBpa3uiickoro SKOHOMHUYECKOro coro3a';

Pemenue Komneruu EBpasuiickoit 3xoHoMuueckoit komuccuu ot 28 ceHtsiops 2015 r. Ne
125 "O6 ytBepxnenun I[lomoxenus o0 oOMeHE SJIEKTPOHHBIMU TOKYMEHTAMH MIPH
TpaHCTPAHUYHOM B3aWMOJECUCTBUU OPraHOB I'OCYAapCTBEHHON BJIACTH I'OCYAapCTB — YJICHOB
EBpasuiickoro 3KOHOMHYECKOI0 COr03a MEXIy co0oil u ¢ EBpa3uiickoii SKOHOMUYECKOI
KoMHuccuen".

II. O6nacTs NpUMEHEHUA

2. Hacrosmuii PermamenTt paspaboran B 1ensx obOecneyeHHs eauHOO0Opa3HOTO
MPUMEHEHUs] YYaCTHUKaMH OOUIETo Mpoiiecca NopsiKa U yCIOBUM BBINOJHEHUS TPAH3aKIUN
obOmero mpouecca "dopMupoBaHHe, BEAEHHE M UCIOIb30BAHUE EIUHOTO peecTpa
IPOU3BOJUTENIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TPOU3BOJICTBO KOTOPHIX IPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Hamamexaiied NpPOU3BOACTBEHHOM MNPAKTUKU
EBpa3zuiickoro 3koHOMHYECKOTo coro3a" (faee — oOmuii mporecc).

3. Hacrosimuii PernamenT onpenensieT TpeOOBaHUS K MOPSIIKY M YCIOBUSM BBIOTHEHUS
ormepanuil o0miero mnpolecca, HENOCPEACTBEHHO HANpaBJIEHHBIX Ha pealu3aluio
MH(OPMAITMOHHOTO B3aUMOACHCTBUS MEXAY YUaCTHUKAMHU OOLIEro Mmpoliecca.

4. Hacrostimumii PermaMeHT mpuMeHsIeTCsl y9aCTHUKaMU OOIIETo Mmporiecca Mpu KOHTPOJIe
3a TIOPSAJIKOM BBITIOJITHEHUS MPOIEAYP U ONepaluii B paMkax oOIIEro npoiecca, a Takke npu
MPOEKTUPOBAHUM, DPa3pabOTKe U 0pabOTKe KOMIOHEHTOB HH()OPMAIMOHHBIX CHCTEM,
00ecCIeynBaloIIuX pean3alfio TOro 00IIEero mpolecca.

III. OcHOBHEIE MOHATHSA

5. JIns ueneit Hactosimero PersaMeHTa MCHONB3YIOTCS MOHSTHS, KOTOPhIE O3HAYAIOT
ClelyIouIee:

"aBTOpHU3anUA" — MPEJOCTABICHUE ONPEICTICHHOMY YYaCTHUKY OOIIIETo Ipoliecca mpas Ha
BBITIOJTHEHUE ONPEAECTICHHBIX JEUCTBUM;

"pEKBU3UT SJIEKTPOHHOTO JIOKYMEHTa (CBEAEHUM)" — €IMHHUIA JAHHBIX 3JIEKTPOHHOTO

JOKYMeHTa (CBEJIeHUI), KOTOpasi B ONPeIeIEHHOM KOHTEKCTE CUMTAETCS HEpa3IeIuMoi;

"cocTosiane WHPOpMaMMOHHOTO O0OBeKkTa oO0mero mpoiecca” — CBOMCTBO,
XapakTepusyroiiee HHGOPMAIIMOHHBIA OOBEKT Ha OMPEACIICHHONW CTaJMH €ro >KM3HEHHOTO
IIUKJIa, U3MEHSIIOIEECs IPU BBHIMIOJHEHUH OTepalifii oOIero nporecca.

[Tonsitus "wHunuarop", "uHUIMUpYIOIIAsS omnepauus’, "mpuHUMaromas onepamusa', "
pecnongeHt", "cooOmeHue oOuiero mpouecca" u "TpaH3akuus oOmero mnpoiecca”,
UCIOJIb3yEMbIE B HACTOsAIIEM PeriaMeHTe, NPUMEHSIOTCA B 3HAUYCHUSIX, OMPEAECICHHBIX
Metoaukoii aHayin3a, ONTUMHU3AIMN, TAPMOHU3AIMHU U OTTMCAHUSI OOIUX MPOIIECCOB B paMKax



EBpa3niickoro 3k0OHOMHUYECKOTO COr03a, yTBep)KAeHHOM Pemennem Komernn EBpasuiickon
AKOHOMUYECKON Komuccuu oT 9 nronst 2015 1. Ne 63.

WNHble NOHATHA, UCIOJIB3YEMBIE B HACTOSAIEM PernaMeHnTe, NpUMEHSIOTCS B 3HAUEHUSIX,
omnpeaesieHHbIX B MyHKTe 4 [IpaBuin nHOOPMAIIMOHHOTO B3aUMOJICHCTBHS TIPU peaau3aluu
CpeICTBaMH MHTETPUPOBAHHOU HH(POPMAIIMOHHON CUCTEMBI EBpa3uiickoro 3KOHOMHYECKOTO
coroza oOuiero mnpoiecca "d®opMupoBaHue, BEACHUE U UCIOJIB30BAHHE €JIMHOTO pEecTpa
MPOU3BOJUTEIIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, MPOU3BOACTBO KOTOPHIX MPU3HAHO
COOTBETCTBYIOIMM TpeboBaHusiM [IpaBun Hamyiexaiiei MpPOU3BOACTBEHHOUW MPAKTUKH
EBpa3uiickoro s’kOHOMHUYECKOTO cOor03a", yTBepxkaeHHbIX Pemennem Komnernu EBpasuiickoi
skoHoMuYeckor komuccuu ot 30 mas 2023 r. Ne 71 (manee — [IpaBuna nHbOpPMAITMOHHOTO
B3aMMO/ICHCTBUS ).

IV. OcHOBHEIE CBereHIA 00 MHGOPMALIMOHHOM B3aMMOICHCTBAM B paMKax o0mmiero mpomecca
1. YaacTHMKHM HHPOPMAIMOHHOTO B3aHMOICHCTBHA

6. Ilepeuenp poiield yHaCTHUKOB MH(OPMAIIMIOHHOI'O B3aMMOJICHCTBHS B paMKax OOIEro

Ipouecca IMpuBCACH B Ta6JII/IIIe 1.
Tabmuma 1

ITepegens poneii y9acTHHKOB HHPOPMAIIMOHHOTO B3aNMONEHCTBUA

HanmeHnoBanue ponu Omnwucanue poin Y4acTHUK, BBITOJIHAIOIIUN POJIb
1 2 3

YBEIOMIISIET YIOJIHOMOYCHHEIE
oprassl rocynapcTs — wieHoB Coro3a
(manee — ynmomHOMOYEHHBIH OpraH) O
BbIJade (M3MEHCHHM CTaTyca)
cepTu(UKaTa TPOU3BOJAUTEIIO
TOBapOB BETCPHHAPHOTO HA3HAYCHUS
Biagenen csenenmii (mamee — TPOMBBOOUTEINH),
MIPOM3BOACTBO KOTOPOTO MPU3HAHO
COOTBETCTBYIOIIMM TpeOOBaHUAM

ynosiHoMoueHHbI opran (P.SS.15.
ACT.001)

IIpaBun HaJJiexalen
MPOU3BOJCTBEHHON TpakTUKH  (
nanee — IlpaBuna HajIexamien
TIPAKTHUKH)

MOJy4aeT yBeJOMJIEHHE O Bblgaue (

HU3MEHEHUH craTyca) cepTudukara

MPOU3BOJUTEIIO TOBAapoB YBEAOMIISIEMBIIl YIOJTHOMOYEHHBIN
BeTepuHapHOro HasHadeHus wu3 opras (P.SS.15.ACT.002)
HaIlMOHAIBHOTO MH(OPMAIIMOHHOTO

pecypca yIoIHOMOYEHHOTO OpraHa

[TorpebOuTens cBeacHMIA

2. Crpyxrypa HHGOPMAHOHHOTO B3aHMOACHCTBAL



7. UadopmanimoHHOE B3aUMOJICHCTBHE B paMKax OOIIEro Mpoiecca OCYIIEeCTBIISICTCS
MEXJY YINOJHOMOYEHHBIMM OpraHamu rocygapctB — uwieHoB Coro3a (nmamee —
YIOJHOMOUYEHHBI OpraH rocyJapcTBa-ujieHa) B COOTBETCTBUU C MPOLEAYpOil oOuiero
npouecca "MHpopManmoHHOE B3aMMOJCHCTBUE MPU YBEAOMIICHHUH YIIOTHOMOUYEHHBIX
OopraHoB".

CrpykTypa nHGOPMAIMOHHOTO B3aUMOACHCTBUS MEXKIY YIOTHOMOYEHHBIMU OpraHaMHU
roCyJIapCTB — WICHOB EBPa3niiCKOro 3KOHOMMYECKOTO COK03a ITPEACTABIICHA HA PUCYHKE 1.

O

m VTN N FU

J Hinhmepaoe J
B BIAAMON CHCTREE IPHE I 6
CHRENCHEH s e CRENCHEH
FIONHOMFIEEARLX (T30
(PSS 15 BCV 003)

Puc. 1. Ctpykrypa HHGOPMAIMOHHOTO B3aHMOACHCTBHAA MEXAY YIOITHOMOYCHHBIMHA

OpraHaMH rocyAapcTB — wWieHOB EBpasuiickoro 3KOHOMHYIECKOTO COI03a

8. MnpopmanmoHHOe B3aUMOACICTBUE MEXAY YIIOJHOMOYEHHBIMU OpraHaMu rocyJapCTB
— yIeHoB EBpa3uiickoro s5KOHOMHUYECKOT0 COI03a pean3yeTcsl B paMKax oOIero mpoliecca.
CrpykTypa ob1iero npoiiecca onpeaeneHa B [IpaBunax uHQOpMaMOHHOTO B3aUMOJIEHCTBUS.

9. UndpopmanimoHHOE B3aUMOACHCTBHE OMPEEISIET NOPSAIOK BBIITOJIHEHUS TPaH3aKIUK
oO11ero nporecca, Kaxaasi U3 KOTOPbIX MPEACTABISIET cO00 0OOMEH COOOIICHUSIMU B LIETISX
CUHXPOHHU3AIUU COCTOSTHUH HH(POPMAIMOHHOTO O0BEKTa OOMIETo MpoIecca MEeXIy
ydacTHUKaMu oOmiero mporecca. i kaxgoro MHGOPMAIMOHHOTO B3aWMOJEHCTBUS
ONpeJIeJICHbl B3aUMOCBSI3U MEXAY ONEPALMSIMU M COOTBETCTBYIOIIMMHU TAKUM OIEPALHIM
TpaH3aKIUsIMHU 00IIEro MmpoIriecca.

10. Ilpu BBIOJHEHWH TpaH3aKUHUM OOLIEro MpOLecca WHHUIMATOP B paMKax
OCYILECTBIIIEMOM MM onepauuu (MHULUUMUPYIOLIEH OINEepalnyy) HaIlpaBlIIeT PECHOHIECHTY
coOOIIIeHHEe-3alpoC, B OTBET Ha KOTOPOE PECHOHJIECHT B paMKaxX OCYLIECTBISIEMON UM
onepauuu (IpUHUMAIOIIEH oONEepalvu) MOXET HaopaBUThb WJIM HE HAIPABUTH
COOOIIEHNE-0TBET B 3aBUCMMOCTH OT I1a0J0HA TpaH3akUuK oluiero mpoiecca. CTpykTypa
JaHHBIX B COCTAaBE COOOIIEHUS JOJKHA COOTBETCTBOBATh ONucaHuio POPMATOB U CTPYKTYP
AJIEKTPOHHBIX JOKYMEHTOB M CBEIEHHI, HCHOJB3YEMBIX [Js peaju3alld CpeICTBAMU
MHTETPUPOBAHHON HHGPOPMAMOHHON cHUCTEMbl EBpa3suiiCKOro 3KOHOMHUYECKOrO CO03a
obOmero mpouecca "dopMupoBaHHe, BEJEHHE M UCIOIb30BAHUE EIUHOIO peecTpa
MIPOU3BOAMTEIIEH BETEPUHAPHBIX JEKAPCTBEHHBIX CPECTB, IPOU3BOICTBO KOTOPBIX IPU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Haamexaimed NpPOU3BOACTBEHHOM MPAKTUKU
EBpa3uiickoro »KOHOMHYECKOTr0 coro3a", yTBepxkaeHHOMY Pemenuem Komnernun



EBpazuiickoili skoHoMu4eckoi komuccuu oT 30 mas 2023 r. Ne 71 (manee — Onucanue
(hopMaTOB U CTPYKTYP JICKTPOHHBIX JOKYMEHTOB U CBEACHUM).

11. Tpanzakmuu oOImIero mporecca BBIIOJHSIIOTCS B COOTBETCTBHUM C 3aJJaHHBIMU
napamMeTpaMu TpaH3aKIui 00IIIero mpoiiecca, Kak 3T0 OMpPeIesICHO HacTosSImKuM PerinameHnToM

12. B uensix BBIMOJHEHUS MPOLEAYp MapHIPyTU3AIUU COOOIIEHUN B yCIOBHSIX, KOTaa
OJIHY pOJIb MOTYT UCIIOJHATH HECKOJIBKO YYACTHUKOB OOILEro mpoiiecca, npu GopMHUpPOBaHUN
JOTUYECKOTO ajpeca y4acTHHMKa OOIIEero mpolecca JIOMOJHUTENBHO YKa3bIBaeTCS
UJICHTU(QUKATOP OpraHa TOCYJapCTBEHHOM BJIAcTH TroOcCyJapcTBa-ujieHa JHOo
YIIOJTHOMOYEHHON MM OpraHU3allUi B COOTBETCTBUM C MyHKTOM 52 IIpaBuil 31€KTPOHHOTO
oOMeHa JaHHBIMU B MHTEIPUPOBAHHOW MH(GOPMAIMOHHOW CHUCTEME BHEUIHEH M B3aUMHOMN
TOProBIIH, yTBEepkAeHHbIX pemenneM Komnerun Komuccun ot 27 stuaps 2015 . Ne 5.

Unentudukarop opraHa rocyJaapCTBEHHOW BIacTH TOCyJapcTBa-ujeHa Ju0o
YIIOJJHOMOYEHHOM MM OpPTraHW3alMM YKAa3bIBAETCA B COOTBETCTBHM CO CIIPABOYHUKOM,
ykazaHHbIM B pasnaene VII [IpaBun undopmaimoHHOTO B3aUMOICHCTBUSI.

V. UadopmMamroHHOE B3aUMOICHCTBHE B paMKaX TPYII TIPOLIEAYP
1. TadopManmOHHOE B3aMMOIEHCTBH® IIPH YBEAOMIIEHHH YIIOJTHOMOYEHHBIX OpPraHOB

13. Cxema BBINOJHEHUS TpaH3aKIUid oO0LIero mpolecca MpU YBEIOMIECHUU
YIOJTHOMOYEHHBIX OPTraHOB MpEACTaBICHa Ha pUCYHKE 2. J[s Kax1o#l npouenypbl 001ero
npoluecca B Tabiuie 2 NPUBEIEHA CBA3b MEXAY ONEpalusMH, MPOMEXKYTOUHBIMH U
PE3YIABTUPYIOIIUMH COCTOSIHUSIMA HMH(POPMAIIMOHHBIX OOBEKTOB 00IIero mpoiecca u
TpaH3aKUUsAMHU OOIIETro Mpolecca.

|
|
|
Veenouuenme 0 REIpATEe (AIMEBPHAE CTATYCA) CEPTHMPEEATA |
(P_SS_15 TR 006) 'B

Puc. 2. CxeMa BHIIOJNHEHHWA TPaH3aKOWii 00Iero mpomecca HpH yBEHOMIICHHH

YOOJIHOMOYCHHBIX OPraHOB
Tabmuma 2



ITepeqens TpaH3aKHii 00mero npomecca Npu yBEAOMIICHHH YIOJIHOMOYEHHBIX OPraHOB

[IpomexxyTouHOE PesynbTupyromee
Omnepanus, COCTOSHHE Omepanus, COCTOSTHHE
Tpanzaknus
Ne ni/n BBINIOJIHsIEMass ~ WH()OPMAIMOHHO BBIMOJHSIEMas  MH()OPMALMOHHO
o01ero mpouecca
HHUIIHATOPOM ro oObekTa PECTIOHIIEHTOM ro oObekTa
o01ero nporecca ob1ero nporiecca
1 2 3 4 5 6
1 YBenomienue o Beigaue (M3MeHeHnu cratyca) ceprudukara (P.SS.15.PRC.006)
npueM u
Hanpasnenue P
obpaboTka YBEIOMIIEHHE O
YBEIOMIJICHHUS O
( YBEJOMIICHHSI O CBEJICHHUS O  BbIjgaue (
BBIJTaYe
n BBEIJAaUE ( mpomsBoauTene ( M3MEHEHHU
W3MCHCHUHU
1.1 - U3MEHEHUH P.SS.15.BEN.001 cratyca)
cTaTyca)
cTaTtyca) ): yBemomiieHue ceptudukara (
ceprudukara  (
P SS.15.0PR.018 ceprudukata ( HaIpaBICHO P.SS.15.TRN.006
T ’ P.SS.15.0PR.019 )

) )

VI. Omicarwne coobmeru# odmero mponecca

14. Ilepeuenb cooOuieHU o0O0IIErO Mpolecca, MepeaaBaeMblX B pamMKax
WH()OPMAIIMOHHOTO B3aUMOJICUCTBUSA TPH pealn3alnuu OOIIero mporecca, MPUBEACH B
tabnuie 3. CTpyKTypa TaHHBIX B COCTABE COOOIICHUS JOJKHA COOTBETCTBOBATh OTNHCAHUTO
Cchinka Ha
COOTBETCTBYIOIIYIO CTPYKTYypy B Omnucanuum ¢GopmMaToB U CTPYKTYP DJIEKTPOHHBIX
JOKYMEHTOB U CBEJICHUN yCTaHABIMBAETCS 0 3HAYCHUIO Tpadbl 3 Tabmuis 3.

GbopMaTOB © CTPYKTYpP OJJIEKTPOHHBIX JTOKYMEHTOB U CBEJICHUM.

Tabmuma 3
Ilepegens coobmenuii o6mero mponecca
KomoBoe 0603Hauenme HanmenoBanue Crpyxrypa SHeKvaOHHOFO
JIOKyMeHTa (CBEIICHH)
1 2 3

CBEICHUS O MIPOU3BOAUTENIEC TOBAPOB
BETEPUHAPHOTO  HazHaueHus  (
R.HC.SS.15.001)

YBEAOMJICHUE O BbIJa4€ (I/ISMGHGHI/II/I

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

VII. Onucanue Tpan3akimii 00mero mpomecca

1. Tpar3axmus o6mero mporecca "YBeJoMIIeHHE O BEa4de (M3MEHEHUH CTaTyca) ceprudukara” (
P.SS.15.TRN.006)

15. Tpanzakius o0miero npoiecca "YBenoMiieHHE O Bbljlaue (M3MEHEHUM CTaTyca)
ceprudukara" (P.SS.15. TRN.006) BrimonHsETCS 1715 Mepeadil HHUIIMATOPOM PECTIOHICHTY
CBeJeHHI O BbIJadYe (M3MEHEHHHU cTaTyca) cepTudukKara MPOU3BOJUTEII0 TOBAPOB
BETEpPUHAPHOT0 Ha3HAYEHHUSI, IPOU3BOJICTBO KOTOPOTO COOTBETCTBYET TpeOoBaHusiM [IpaBui



HaJyIexKame mpakTuku. Cxema BBITIOTHEHUS YKa3aHHOW TpaH3aKIMU OOIIEro mpoiiecca

npeAcTaBiieHa Ha pucyHke 3. [lapameTpsl TpaH3aKIMU OOIIETO IMpoIlecca MPUBEACHBI B
tabmnurie 4.

Hesnparop Pecrmmneny
i Hapamueaee - ; Tlmars w obpaboTea
KOO | oMo opEae | (PSS|ISMSGO1T) | yRenoumemm o mupare
% (ewenemam cTatyca) | ™ (Eseoaomm cTaryca)
cepraduEaTa CepTR§mEEATA
ICRENEHEE 0 DNEEROEICNE
[Frenmenar manparweno]
gYm

Puc. 3. CxeMa BHIIONHEHHA TpaH3aKmuH o0mero mpouecca "YBenomieHue o Bhiade (
W3MeHeHnH cTaryca) ceptuduxara” (P.SS.15.TRN.006)

Tabuuma 4

Omucanue TpaH3akmuy o6mero npomnecca "YBeIoOMIEHHE O BRIa4e (M3MEHEHHH CTaTyCa)
ceprudukara” (P.SS.15.TRN.006)

Ne o/mt OO0s3aTeNbHBIN YIIEMEHT Omnmcanne
1 2 3
1 KonmoBoe 0003HaueHme P.SS.15.TRN.006
’ HaumeHnoBaHue TpaH3aKIMU OOILEro yBeAOMIIEHHE O Bblgaue (M3MEHEHUU
npoiiecca craryca) cepTudukara
[[MabmoH TpaH3aKIUU OOIIETO
3 OIOBEILECHUE
mporiecca
4 Wnunuupytomias ponib MHULIAATOD
HampaBlICHHE YBEAOMIICHUA O
5 Wnunmuupytomias onepanus BbIZJaue (M3MEHEHHH CTaryca)
ceprudukara
6 Pearupyromas posb PECIOHIEHT
npueM U o0paboTKa yBEAOMIICHHS O
7 IIpunumaromas onepamus BhIJlaue (M3MEHEHHH CTaryca)

cepruuKara



8 Pe3ynbTar BRIMIONHEHUS TPAH3AKIMK  cBenenus o npoussoaureie (P.SS.15
oOrero mpouecca .BEN.001): yBeJOMJICHUE
HarpasJIeHO

[TapameTpbl TpaH3aKIUH OOIIETO
nporiecca:

BpeMia I NOATBCPIKACHUA
NOJIyUCHUA

4 gaca

BpEMs MOATBCPKACHUA TIPUHATHUA B
00paboTKy

BpeMs O’KHMJaHHs OTBETa -
MIPU3HAK aBTOPU3ALUU HET
KOJIM4€ECTBO II0OBTOPOB 3

10 Coo01mennst TpaH3aKIUKU OOIIEro

mporecca:
yBEIOMJICHHE O BblIaue (M3MCHCHUH
WHUIAHAPYIOIIee COOOIIeHNE cratryca) ceprudukara (P.SS.15.
MSG.011)
OTBETHOE COOOLIEeHHE HET

[TapameTpsl coOOIEHNH TPaH3aKIINU

11
o01ero mporiecca:

npusHak DI HET

nepesiada dEKTPOHHOTO TOKYMEHTa
¢ HekoppekTHoU DT

VIII. ITopsnok AeiicTBHit B HEIITATHBIX CUTYaIAIX

16. IIpu uHPOPMAIIMOHHOM B3aMMOJEHCTBUU B pamMKax OOIIETO MPOIeccCa BEPOSTHHI
HEIITaTHbIC CUTYyaIlUuH, Korja o0paboTKa JaHHBIX HE MOXKET ObITh MPOU3BEACHA B OOBIYHOM
pexume. Hemratapie cuTyaruu BOSHUKAIOT MPU TEXHUYECKUX COOSX, UCTCUYCHUH BPEMEHU
OXKHMIAHUS M B MHBIX chyyasx. Jljs mojiydeHuss Y4YacTHMKOM o0OIIero mnpoiecca
KOMMEHTApUEB O MPUYMHAX BO3ZHMKHOBEHUS HEIITATHOW CUTyallMd U PEKOMEHIAIMU IO €€
pPa3pelICHUI0 MPEAYCMOTPEHA BO3MOXKHOCTh HAMpPaBJIECHUS COOTBETCTBYIOILIETO 3ampoca B
CIyk0y TOIJAEPX KU UHTErpUpOBaHHONW HH(POpMaMOHHONH cucTemMbl EBpazuiickoro
PKOHOMHUYECKOTO coro3a. OO0Imme peKoOMeHalluu MO0 Pa3pelIeHUI0 HEIITaTHOW CHUTYalluH
MIPUBEJICHBI B Ta0IUIIE 5.

17. YomHOMOYEHHBIN OpraH rocyJapcTBa-4ieHa MPOBOJUT MPOBEPKY COOOIIEHUS, B
CBSI3U C KOTOPBIM TMOJYYEHO YyBeAomiieHHuE 00 ommuOke, Ha cooTBeTcTBUE ONUCAHUIO
($hopMaToB U CTPYKTYP DJICKTPOHHBIX JIOKYMEHTOB M CBEJICHHUHN U TPeOOBAHUSIM K KOHTPOIIIO
coo0mieHui, ykazanubiM B paszzene [X nacrosimero Pernamenta. B ciydae ecnu BBISIBIEHO
HECOOTBETCTBHE YKa3aHHBIM TPEOOBAHUSIM, YMOJHOMOUYCHHBIM OpPraH rocyaapcTBa-dyjicHa
MPUHUMAET BCe HEOOXOAMMBIC MEPHI JIJIsl YCTPAHEHUS BBIABICHHON oMOKU. B ciydae ecnu



HECOOTBETCTBUM HE BBIABJICHO, YIOJHOMOYEHHBIM OpPraH roCyJapCTBa-4Jj€HA HaIpPABISET

COOOIIEHHE C ONHWCAaHMEM JTOM HEWTAaTHOW CHUTyalUMHd B CIYXO0y MOJIJIEPKKH

WHTETPUPOBAHHON MH(POPMAITMOHHOM crcTeMbl EBpa3nuiickoro 5KOHOMUYECKOTO COI03a.

JlelicTBHS B HEINTAaTHBIX CATYALMAX

Kon HemraTHOM cuTyaunuu

P.EXC.002

P.EXC.004

Omnucanne HEMTAaTHOH
CUTYaIlH

2

HWHHIUATOP JBYCTOPOHHEH
TpaH3aKOWM  OOMIeTO
npouecca He MOJY4uIl
COOOIIEHNE-0TBET TOCIIE
ACTEYEHUSA
COTJIACOBAHHOTO
KOJIUYECTBA TIOBTOPOB

WHUIIMATOP TPaH3aKIUU
o011ero mporecca Moy
yBeJIOMIJIEHHE 00 OmHnOKe

IIprunHbel HeEWITaTHOU

CUTyallun

3

TEXHHYECKHEe CcOoOM B
TPaHCIIOPTHOW cHUCTEME
WA CHUCTEMHAs oOmuOKa
OpOrpaMMHOTO
oOecreyeHus

HE CHUHXPOHH3UPOBAHBI
CIpPaBOYHUKHU u
KJTaCCU(UKATOPHI WU HE
o0HOBIeHB XML-cXembl
AJIEKTPOHHBIX TOKYMEHTOB
(cBeneHwmin)

Tabmuma 5

Onucanue OeUCTBUMI

IpH  BO3HHKHOBEHUH
HEUITATHON CUTyalu1
4

HE0OXOUMO HANpPaBUTh
3ampoc B cIyxO0y
TEeXHUYECKON MOJJICPHKKHU
HaI[MOHAJILHOTO CErMEHTa,
B KOTOpoM OblIO
chopMHUPOBAHO
cooO1IeHne

HHUIIIATOPY TPaH3aKIINH

obmero  mpoiecca
HEOoOX0AUMO
CHHXPOHHU3UPOBATH
HUCMOJb3yEMbIE
CIPaBOYHUKH "
KJIacCU(PUKATOPHI WU

00HOBUTh XML-cxeMbl
3JIEKTPOHHBIX TOKYMEHTOB
(cBeneHwmit).

Ecnu cnpaBouHWKH U
Ki1accu(UKATOPHI
CHHXPOHU3UPOBAHEI,
XML-cxeMbl 3JEKTPOHHBIX
JIOKYMEHTOB (CBeJeHUH)
00HOBJIEHEI, HEOOXOINMO

HampaBUTh 3ampoc B
cyxk0y  TOAACPKKH
NPUHUMAKIIETO
Y4aCTHHUKA

IX. TpeboBaHNA K 3aIIOHEHHIO IEKTPOHHBIX JOKYMEHTOB U CBEACHHMH

18. TpeboBaHus K 3aMOJHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX JOKYMEHTOB (CBeACHUI) "
CBenenusi o mpousBoauTeie ToBapoB BerepuHapHoro HaszHauenus" (R.HC.SS.15.001),
nepeaBaeMbIX B co00IIeHUH "Y BeIoMJIeHHE O Bbljjaue (M3MEHEHUU cTatyca) cepTuduxara’ (
P.SS.15.MSG.011), mpuBenensi B TadmuIe 6.

Tabuma 6



TpebGoBaHMA K 3aII0THEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeieHHi) "CBeieHnd 0
mpow3BoJMTele TOBapoB BerepuHapHoro HazHadeHna" (R.HC.SS.15.001), nepenaBacMbIx B
coobmenuu "YBenomireHne 0 Bhiiade (M3MeHeHHH cTaTryca) cepruduxara” (P.SS.15.MSG.011)

Kon tpeboBanus dopmynupoBka TpeOOBaHUS

B 3JICKTPOHHOM COOOIICHUH JO0JKSH
OPHUCYTCTBOBaTh 1 OIK3EMILIAP
pexBu3uta  "CBemeHus o
IPOU3BOAUTEINE TOBapoB
BeTeprHapHoro HasHaueHus" (hccdo
:VeterinaryManufacturerDetails)

pexBm3utT "HavanpHas mata v BpeMs
" (csdo:StartDateTime) B cocraBe
CIIOKHOTO peKBH3UTA
TexHONOrN4ecKre XapakTepHUCTHKH
3amucu obmero pecypca" (ccdo:
ResourceltemStatusDetails)
SBJISIETCSL  00S13aT€NbHBIM IS
3aroJIHEHHS

pexBu3uT "Koneunas nara u Bpems"
(csdo:EndDateTime) B cocrase
CJIOKHOTO peKBHU3UTA "

3 TexHOMOTNYECKNE XapaKTEPUCTHKH
3amucu  obmero pecypca" (ccdo:
ResourceltemStatusDetails) He
3aIoJIHSAETCS

eciu pexBu3uT "Kop ctpansr” (csdo:
UnifiedCountryCode) B cocraBe
JMIOOBIX CJOXKHBIX PEKBU3UTOB
3aIl0JHEH, TO €r0 3HaUeHHE JOJIKHO
COOTBETCTBOBATh KOJy CTPaHBI U3
Kinaccupukaropa cTpaH MUpa,
ykazaHHoro B pazzene VII IIpaBun
MH()OPMAIMOHHOTO B3aNMOACHCTBUS

3Ha4YeHUe aTpubyra
UACHTH(GHUKATOP CIPaBOYHUKA  (
kiaccudukartopa)”  (arpubyr
codeListld) B cocTaBe 3an10JTHEHHOTO
5 pexkusura "Koxa crpamsr" (csdo:
UnifiedCountryCode), Bxoasiiero B
cocTaB  JIIOOBIX  CJOXHBIX
PEKBH3HUTOB, JOJDKHO COJCPIKAThH
KozoBoe o6o3HaueHue "2021"

IIpyu BKJIIOYEHHUH CIIPAaBOYHHUKA

CTaTycoB cepTudUKaToB
MOATBEPKIEHUSI  COOTBETCTBUS
MPOU3BOJCTBA TOBapoB

BETCPUHAPHOTO  HA3HAYCHHUS
3HadeHne pexBusuta "Kox craryca"
(csdo:StatusCode) B cocraBe

cnoxkHoro peksusuta "Cratyc" (



ccdo:StatusV2Details)  momkHO
COOTBETCTBOBAaThH OJHOMY W3
CIIEAYIOINX 3HAYCHUH CIpaBOYHUKA
"me#fictByromuit", "oto3maH", "
JeHCcTBUE TpekpanieHo", "neicTeue
MIPUOCTAHOBIIEHO", a 3HauYeHUeE
atpubyra  "Unentudukarop
cnpaBoyHuKa (kinaccugukaropa)” (
atpubyt codeListld) momkHO
COOTBETCTBOBATh 3HAYCHUIO KOAA
YKa3aHHOTO CIIPaBOYHHUKA B PEECTpe
HOPMAaTUBHO-CIIPAaBOYHOMU
nHdpopmanmu Corosa.
IIpn otcyrcTBUM chpaBo4yHHKA
CnpaBoYHUK CTaTycoB
cepTu(UKATOB MOJNTBEPKICHUS
COOTBETCTBUS  HPOU3BOJACTBA
TOBAapOB BETEPUHAPHOTO Ha3HAYCHUS
TpeboBanusM [IpaBun HajIekamen
MPOU3BOJACTBEHHON MpakTUKH"
pekBusutr "Kom craryca" (csdo:
StatusCode) B cocTaBe CIOKHOTO
pPEKBH3HTA "Craryc" (ccdo:
StatusV2Details) IOJIKEH
COOTBETCTBOBaTh OJHOMY H3
cnenyromux 3HaueHun: "O1"
nerctByromuii, "02" — neiicTBue
npuoctanoBieHo, "03" — nelcTBue
npekpaileHo, "04" — oro3Bax

"

B COCTaBE CIIOKHOTO PEKBH3HTA
CaeznieHHs 0 IPOM3BOUTETIE TOBAPOB
BeTeprHapHoro HaszHaueHus" (hccdo
:VeterinaryManufacturerDetails)
JOJDKHBI ~ OBITH  3aIOJTHEHBI
cIenyromue PEKBU3HUTHL:
PeructpannonHusiii Homep 3amucu" (
hesdo:RecordRegistrationNumberld)
, "Kon cTpaHsbl" (csdo:
UnifiedCountryCode), "CBenenus o
NPOU3BOJUTEIIC ToBapa
BETEPUHAPHOTO HAa3HAYCHUS WU €T0
cocrapisaromeit  wactu"  (hccdo:
VeterinaryltemManufacturingAuthor
izationHolderDetails), "Csenenus o
MOJATBEPKICHUH  COOTBETCTBHS

MPOU3BOJICTBA CPEJCTBA, BXOMASIIETO
B COCTaB TOBapa BETCPUHAPHOTO
Ha3HauyeHusi, TpeboBanusiM [IpaBun
Ha/JIeKalel Mnpou3BOJICTBEHHOU
npakTukKu" (hccdo:
VeterinaryltemGMPConformityDeta
ils)

pexkBuszutr "Kox nexapcTBEHHOM
¢dopmer" (hesdo:DosageFormCode) B



10

11

COCTaBE CIIOKHOTO pPEKBU3UTA
CBeneHUs O TMOATBEPKICHUH
COOTBETCTBUA  IPOM3BOJICTBA
CpeACTBa, BXOJAIIETO B COCTaB
TOBapa BETEPHHAPHOTO HAa3HAUCHUS,
TpeboBanusaM [IpaBui Haexkaiei
MIPOM3BOACTBEHHOW MpakTHKH" (
hccdo:
VeterinaryltemGMPConformityDeta
ils) 3amomHseTCS 00s3aTENBLHO, €CIIN
3HadeHue peksusuTa "Kom Buaa
TOBapa BETEPUHAPHOTO Ha3HaueHus"
(hesdo: VeterinaryltemKindCode)
COOTBEeTCTBYET 3HaueHuto "01", mpu
9TOM €ro 3Ha4YeHHE OJKHO
COOTBETCTBOBATH KONy U3
HOMEHKJIATYPHl  JICKapCTBEHHBIX
¢dbopMm, ykaszanHoil B pasmeie VII
[lpaBun  WHPpOPMANHOHHOTO
B3aUMOJCHCTBUS

"

3HAYCHHE aTpubyra
UICHTU(PUKATOP CIpaBOYHHKA  (
kinaccudukaropa)”  (arpubyr
codeListld) B cocTaBe 3amoHEHHOTO
pexBusuta "Koxa nexkapcTBeHHON
¢dopmer" (hcsdo:DosageFormCode),
JIOJDKHO — COIEPXKaTh KOJOBOE
obo3HaueHue "2057"

pexkBuzutr  "Kom  ocoboit
xapakrepuctuku npoaykra" (hcsdo:
SpecialCharacteristicsProductCode)
B COCTaBE CIIOKHOTO PEKBH3HTA
CBeneHHst O MOIATBEPKIACHHUU
COOTBETCTBHSI ~ MPOU3BOJICTBA

"

CpelCTBa, BXOMALIETO B COCTaB
TOBapa BETEPHHAPHOT'0 Ha3HAUCHHS,
TpeboBarmaM [IpaBun Hamiexaei
MPOU3BOACTBEHHON mpakTuku" (
hccdo:
VeterinaryltemGMPConformityDeta
ils) He 3amonHseTCA

"

B cocTaBe peKBHU3UTA
Y10IHOMOYEHHBIN opras
rocyaapcrtaa-uieHa" (ccdo:

UnifiedAuthorityDetails) B cocrase
cnoxxHoro pekBusuta "CBelneHus o

MIpOBE/IEHHOHN (papMareBTHYECKOH

nacnexknuu" (hccedo:
InspectionDetails) pexsusut "Kox

crpansl" (csdo:UnifiedCountryCode)
3aI0JIHSETCsl 0053aTeNIbHO

"

B COCTaB€ CJIOKHOI'O PCEKBU3UTA
CBC,I[GHI/ISI O IPpOU3BOJAUTEIIC TOBApaA
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14

15

16

BETEPUHAPHOTO HAa3HAYCHHS WU €ro
cocrapisromeit  wactu"  (hccdo:
VeterinaryltemManufacturing Author
izationHolderDetails) pexBm3ur "
Kon cTpaHsb"” (csdo:
UnifiedCountryCode) u "
HammeHoBaHne X03SHCTBYIOLIETO
cyobekra"” (csdo:
BusinessEntityName) 3amonastoTcs
00s13aTETBHO

eciau PEKBU3HUT "Kon
OpraHU3allMOHHO-TIPaBOBOM (QOpMBI"
(csdo:BusinessEntityTypeCode)
3aII0JHEH, TO €r0 3HaUYCHHE JOJDKHO
COOTBETCTBOBAThH  KOAy U3
kiaccudukaTopa
OpraHu3allMOHHO-TIPABOBBIX (HopM,
ykazanHoro B pazzgene VII Ilpasun
MH()OPMAIMOHHOTO B3aNMOACHCTBHUS

3Ha4YCHHE aTpubyra "
Unentudukarop crpaBoyHuka (
kinaccudukartopa)”  (arpulyr
codeListld) B cocTaBe 3amoHEHHOTO
peKBHU3UTA "Kon

OpTraHMU3alNOHHO-TIPaBOBON (HopMBI"
(csdo:BusinessEntityTypeCode),
JIOJDKHO — COJIEpKaTh KOJOBOE
o0o3HaueHue "2049"

eclu aTpuOyT "MeToxa
nneatudukanun” (atpudyT kindId)
3aIl0JHEH, TO €r0 3HaUYCHHE JOJIKHO
COOTBETCTBOBAaTh  KOIy U3
CIpaBOYHHUKA METOA0B
UACHTU(QUKAINN XO3SIHCTBYONINX
CyOBEKTOB IPU UX rOCYJapCTBEHHOM
perucTpanud B TOCYyAapcTBax -
YlIeHaXx EBpasuiickoro
9KOHOMHYECKOI'0 COI03a, YKa3aHHOTO
B pasgene VII Ilpasun
WH()OPMAIMOHHOTO B3aUMOEHCTBHUS

ecim pexkBusnT "Kox Buma agpeca (
csdo:AddressKindCode) B cocrase
crnoxHoro peksusuta "Anpec” (ccdo
:SubjectAddressDetails) 3amosnHeH,
TO €ro 3HA4YCHUE JOJIKHO
COOTBETCTBOBATH OJHOMY W3
CIEeAYIOUINX 3HAYEHUI:

"1" — agpec peructpanuum; "2" —
(akTuaeckuit agpec

ecnu pexkBu3uT "Koxa Buma cesazu" (
csdo:CommunicationChannelCode)
B COCTaBE CIOXXHOTO DPEKBU3HTA
KonrtakTtHerii  pexBusut”"  (ccdo:

"
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20

CommunicationDetails) 3anonneH,
TO ero 3Ha4yeHHE JOJIKHO
COOTBETCTBOBATh KOy BHIA CBS3U
U3 TIepeYHs BUIOB CPEACTB (KaHAJIOB
) cBsA3M, yKazaHHOTO B pazzaene VII
[MpaBun  WHPOpPMALHOHHOIO
B3aUMOJCHCTBUS

pexBm3utr "Kom Buma ToBapa
BerepuHapHoro HazHaueHus" (hesdo:
VeterinaryltemKindCode) nomxen
ObITh 3alOJIHEH, €ro 3HauyeHHE
JIOJDKHO COOTBETCTBOBATH OIHOMY
U3 CIEIYIONINX 3HAYCHHIA:

01 — BeTepuHapHBIN JEKaPCTBEHHBIH
TIperapar;

02 — TMarHoCTHUYECKOE CPECTBO;

03 — me3uHpUIIpYIOIIEe CPEICTBO;
04 — ne3nHCeKOHHOE CPENCTRO;

05 — me3akapu3alMOHHOE CPEICTBO;
06 — xopmoBast 10O6aBKa

PEKBHU3UTHI "CBeneHuss o
IPOM3BOJCTBEHHOH  IUIOIIAJKE
TOBapa BETEPHHAPHOTO Ha3HAUCHHMS
UM ero cocrtapisdmoomen uvactu" (
hccdo:
VeterinaryltemManufacturingAreaD
etails), "Kom cTpans" (csdo:
CountryCode) u "PeructpannoHHbIi
HOMeEp 3anucu" (hcsdo:
RecordRegistrationNumberld) B
COCTaBE CIIO)KHOTO DPEKBU3UTA
CBezieHHs O ITPOM3BOAMTEIE TOBApA
BETEPUHAPHOTO HAa3HAYCHUS WU €To
cocrapisatomeit  wactu"  (hccdo:
VeterinaryltemManufacturingAuthor

izationHolderDetails) HE
3aIOJHAIOTCS

B cocTaBe peKBU3UTA "
Y10IHOMOYEHHBIN opras
rocyaapcrtaa-uieHa" (ccdo:

UnifiedAuthorityDetails) B cocrase
cnoxxHoro pekBusuta "CBelneHus o
IIpOBeIeHHOH (papmareBTHYECKOM
nacnexknuu" (hccedo:
InspectionDetails)  pexBuzur "
Wnentudukarop ynoIHOMOYEHHOTO
oprana" (csdo:Authorityld) nu6o
PEKBU3UT "HaumeHoBaHUE
yHOJTHOMOYEHHOro opraHa" (csdo:
AuthorityName) momxeH OBITh
3aI0JTHEH

ecnu pekBusuT "UneHrudukarop
yHoJaHOMO4YeHHOro oprana" (csdo:



Authorityld) 3anonnen, ero

3Ha4YEHHE JIOJDKHO COOTBETCTBOBATh
KOy oOpraHa TroCyAapCTBEHHOU
BJIACTH TOCYZapcTBa-wieHa IHO0
YIOJTHOMOYEHHON MM OpraHHU3aluu

21
u3 cmpaBo4yHHKa opraHoB Coro3sa,

OpraHOB roCyJapCTBEHHOU BIIACTH U
YIpaBJI€HUs] TOCYJapCTB-UIEHOB, a
TaKkXKe YIOJTHOMOYEHHBIX HUMHU
OpraHu3aIfi, MPEeICTaBICHHHM B
pasnene VII [IpaBun
UHGOPMAIIMOHHOTO B3aMMOICHCTBHS

YTBEPXXIEHO
Pemennem Konnernn Eppasuiickoit
9KOHOMHUYECKOH KOMHCCUHI
ot 30 mast 2023 . Ne 71
(B penakunu Pemenns Komrerun
EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU
ot 10 mapta 2026 r. Ne 28)

Ommcanue

(OpMaTOB U CTPYKTYp SIIEKTPOHHKIX JOKYMEHTOB M CBEACHMIA, HCIIONB3YEMBIX IS peaIn3ayi
CpeICTBaMH HHTETPHPOBAHHOH HH(POPMAIHOHHOH cHCTeMBI EBpa3niickoro SKOHOMHYECKOTO
coro3a obmero mpouecca "®@opMupoBaHTE, BeICHHE U HCI0Ib30BaHAE ©JUHOTO PeecTpa
IIPOM3BOAUTEIICH BETOPHHAPHBIX JIEKAPCTBEHHEIX CPEACTB, MPOU3BOACTBO KOTOPHIX IPH3HAHO
COOTBETCTBYIOmUM TpeGoBanmaM IIpaBui Ha yIexKame# MPOU3BOACTBEHHOH IIPAKTHKHA
EBpa3uiickoro 5kKOHOMHIECKOTr0 COr03a"

Cuocka. Onucanue - B penakiuu pemenus Komnernn EBpasuiickoil 5KOHOMHAYECKOM
komuccun ot 10.03.2026 Ne 28 (BcTynaer B cuiny no ucrteueHuu 30 KaJeHJIapHbIX AHEU ¢
JaThl €ro 0(UIKUAIBLHOTO OIYOJIMKOBAHUS).

I. O6mue monoxenus

1. Hacrtosmee Omnucanue pa3paboTaHO B COOTBETCTBUHM CO CIEAYIOIMIHMU
MEXAYHApOJHBIMU JIOTOBOpAaMU W aKTaMH, COCTaBJIAIOIIUMHU TipaBo EBpasuiickoro
AKOHOMHUYECKOTO coto3a (janee — Coro3):

Jorosop o EBpazniickoM SKOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;

Pemenue CoBera EBpa3zuiickoil 3KOHOMUYECKON Komuccuu OT 3 HOsOpst 2016 1. Ne 77 "
O6 ytBepxkaeHuu [IpaBun Hamexaimieil TPOU3BOJACTBEHHOW MpakTUKU EBpaszuiickoro
PKOHOMHYECKOI'O COro3a'";

Pemenue Coseta EBpa3zuniickoil 3xoHOMu4eckoit komuccuu ot 21 gaBapst 2022 1. Ne 1 "O
[IpaBunax perynupoBanusi OOpallleHUs] BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB Ha
TaMOKEHHON TeppUTOpUU EBpa3uilckoro 3KOHOMUYECKOro coro3a" (B penakuuu PemieHus
Cosera EBpa3uiickoil s3koHOMUYecKor komuccuu oT 22 anpenst 2024 r. Ne 36);



Pemenue CoBera EBpasuiickoi a3xoHOMUYEeCKON KOoMuccuu oT 23 ceHTaops 2022 1. Ne
140 "O IlpaBunax peryiaupoBaHusi oOpalleHUsl TUarHOCTUYECKUX CPEJCTB BETEPUHAPHOTO
Ha3HAYEHUS Ha TAMOKEHHOU TeppuTopru EBpa3niickoro 3JKOHOMHUYECKOIo coro3a';

Pemenne CoBera EBpaszuiickoit skoHoMuueckoit komuccuu ot 12 nexadps 2023 r. Ne 150
"O IlpaBumax peryimpoBaHus OOpameHus AC3MHPUIHUPYIOMHNX, AC3HHCEKITMOHHBIX U
J€3aKapU3allMOHHBIX CPEJCTB BETEPUHAPHOTO HA3HAYEHUSI HAa TAMOKEHHOW TEPPUTOPUU
EBpa3suiickoro 3K0HOMHUYECKOTro Cor3a';

Pemenune Komnernn EBpaszuiickoii s5koHoMu4eckoi komuccuu ot 6 HosiOps 2014 r. Ne 200
"O TEXHOJIOrMYECKUX JOKYMEHTAX, PErlaMeHTUPYIOUUX UH(OPMAIIMOHHOE B3aUMOJEHCTBUE
MIpU peanu3aliuu CPeICTBaMU WHTETPUPOBAHHONW MH(OPMAIIMOHHONW CHUCTEMBbI BHEUTHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemennie Konmnerun EBpasuiickoil s3xoHoMuyeckoit komuccuu ot 27 stuBaps 2015 r. Ne 5
"OO0 ytBepxaeHuu I[IpaBui »IEKTPOHHOTO OOMEHa JaHHBIMM B HWHTETPUPOBAHHOU
MH()OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiu';

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 1. No 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";

Pemenue Komneruu EBpasuiickoit axoHoMuueckoit komuccuu ot 28 ceHtsiops 2015 r. Ne
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMH IpU
TPAHCTPAaHUYHOM B3aMMOJIEICTBUM OPTraHOB TOCYJAapPCTBEHHOW BJIACTU rOCYAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMUYECKOM
KoMuccuen".

II. O6nacTh npMeHEHNS

2. Hacrosmee Omnucanme ompenensieT TpeOoBaHus K (dopMaraMm U CTPYKTypam
AJEKTPOHHBIX JIOKYMEHTOB U CBEJEHHH, HCMOJb3YyEeMbIX TMpU HHOOPMAIMOHHOM
B3aUMOJICHCTBUHU B paMKax oOuiero npouecca "®@opMupoBaHue, BEAECHUE U HCIOJIb30BAHUE
€IUHOTO peecTpa MPOU3BOAUTENEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOICTBO
KOTOPBIX NPU3HAHO COOTBETCTBYHOIIMM TpeboBanusim [IpaBun  Hamiexamen
MPOU3BOJICTBEHHON MpPaKTUKKW EBpa3uiickoro 3KOHOMHYECKOTro coro3a" (nanmee — oOuui
poIiecc).

3. Hactosmee Onrcanue nmpuMeHseTcs Ipy MPOSKTHPOBAHUH, pa3padOTKe U T10paboTKe
KOMIIOHEHTOB WH(OPMAIMOHHBIX CUCTEM IPU peaM3alliu Mpoleayp OOIIero mpoiecca
CpeACTBaMH MHTETPHPOBAHHON MH(POPMAIIMOHHOM cucTeMbl EBpa3nuiicKoro SKOHOMHYECKOTO
coro3a (fajiee — MHTETPUPOBAHHAS CUCTEMA).



4. Onucanue GopmMaToB U CTPYKTYP DJIEKTPOHHBIX JIOKYMEHTOB U CBEJICHHUM MPUBOIUTCS
B TaONM4YHOW (opMeE C yKa3aHMEM MOJHOTO PEKBU3UTHOTO COCTaBa C y4YETOM YpOBHEH
MepapXyu BIUIOTh J0 MPOCTHIX (ATOMAPHBIX) PEKBU3UTOB.
5. B Tabnuue onuckeiBaeTcs OAHO3HAYHOE COOTBETCTBHE PEKBU3UTOB 3JIEKTPOHHBIX
JIOKYMEHTOB (CBeICHUH) (J1ajiee — PEKBU3UTHI) U JJIEMEHTOB MOJIEIH TaHHBIX.
6. B Tabnuie ¢popmupyroTcs ciaeayroniue mos (rpadsl):
"HepapXu4eCKuii HOMep' — NOPSAIKOBBI HOMEDP PEKBU3UTA;
"M peKBU3UTA" — YCTOSABIIEECS WM OPUITMATHHOE CIOBECHOE 0003HAUCHHE PEKBU3UTA;
"onucaHue peKBU3UTA" — TEKCT, MOACHSIOIINI CMBICT (CEMaHTHKY) PEKBU3UTA;
"unentudukaTtop" — HASHTUPUKATOP dJIEMEHTa JaHHBIX B MOJICIHM JTaHHBIX,
COOTBETCTBYIOILIETO PEKBU3UTY;
"00s1acTh 3HAUYECHUI" — CJIOBECHOE OMMCAHNUE BO3MOXKHBIX 3HAUYEHUN PEKBU3UTA;
"MH." — MHO>KECTBEHHOCTb PEKBH3HUTOB: 0053aTE€IbHOCTh (OMIUOHAIBHOCTh) U
KOJIMYECTBO BO3MOKHBIX TIOBTOPEHHUI PEKBU3UTA.
7. Jlns ykazaHUsS MHOKECTBEHHOCTH PEKBU3UTOB HCMOJIB3YIOTCA CIETYIONIHE
0003HAYEHUS:
1 — pexkBU3UT 00s13aTENEeH, TOBTOPEHUS HE AOITYCKAIOTCS;
N — PEKBU3UT 00sI3aTeNeH, JOJDKEH MOBTOPATHCS h pa3 (n > 1);
1..* — pekBU3UT 00sA3aTEIICH, MOKET IMMOBTOPSITHCS O€3 OTPAaHUYCHMUIA,
n..* — peKBU3UT 00513aTeNICH, I0JHKEH TTOBTOPSITHLCSA HE MeHee h pa3 (n > 1);
N..m — PEKBU3HT 00513aTEJIEH, TOJKEH IIOBTOPITHCSA HE MEHEE N pa3 U He OoJiee m pa3 (n >
1, m > n);
0..1 — peKBHU3UT ONIIMOHAJIEH, HIOBTOPEHMS HE JAOITYCKAIOTCS;
0..* — pEeKBU3UT OIMIIMOHATIECH, MOXET MOBTOPATHCS 0€3 OTpaHUYCHUN;
0..m — peKBU3UT OMIIMOHAJIEH, MOXET MOBTOPSTHCS HE Oosiee m pa3 (m > 1).

III. OcHOBHEIE MOHATHA

8. na uener Hactosmero ONUcaHUs UCMOJb3YIOTCS MOHATHS, KOTOPbIE O3HAYAIOT
Cleayromee:

"rocyaapcTBO-4J€H" — TOCY1apCTBO, siBIIsItoIIeecs yieHoM Coro3a;

"peKBU3UT" — €IMHUIIA JTAHHBIX DJICKTPOHHOTO JOKYMEHTa (CBEIECHUI), KOTOpas B
ONpPEIEIEHHOM KOHTEKCTE CUUTAETCS HEPA3IETUMON.

[Tonsarus "Ga3ucHas MojAeNb JaHHBIX", "MO/I€Nb NTaHHBIX", "MOJI€NIb TAaHHBIX MTPEIMETHON
obmactu", "mpeamerHas o06xacTe" W "peecTp CTPYKTYp DJIEKTPOHHBIX JOKYMEHTOB H
CBEJICHUI" UCTIOJIB3YIOTCA B HAacTOseM ONUCAaHUU B 3HAUYCHUSX, ONIPEJACTICHHBIX MeToauKOM
aHalu3a, ONTHMM3AIM{, TApPMOHU3AIMK M OMHCAaHUS OOIUX MPOIECCOB B paMKax
EBpa3uiickoro 3kOHOMUYECKOT0 COK03a, yTBepkAcHHON Pemennem Komnernu EBpasuiickoi
AKOHOMUYECKON Komuccuu oT 9 nronst 2015 1. Ne 63.



WNHble MOHATHS, UCTIOIb3YEeMble B HacToseM ONUCaHuM, IPUMEHSAIOTCS B 3HAYCHHUSIX,
onpenenaeHHbIX B MyHKTe 4 [IpaBun nHGOpMaMOHHOTO B3aUMOACHCTBUS MPU peaTnu3aluu
CpelICTBaMH MHTETPUPOBAHHOU HH(POPMAIIMOHHOMN CUCTEMBI EBpa3uiickoro 3KOHOMUYECKOTO
coroza obuiero mnpoiecca "®opMupoBaHue, BEACHUE U UCIOJIB30BAHHE €JIMHOTO pEeecTpa
IIPOU3BOIUTEINIEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, POU3BOJCTBO KOTOPBIX ITPU3HAHO
COOTBETCTBYIOIIMM TpeboBaHusiM [lpaBun Hamyiexaiiei NpPOU3BOACTBEHHOW MPAKTUKH
EBpa3uiickoro 5KOHOMMUYECKOTO cOor03a", yTBepxkaeHHbIX Pemennem Komnernu EBpasuiickoin
sKoHOMHYecKOoil komuccuu ot 30 mast 2023 1. Ne 71.

B tabnunax 4, 7, 10 nacrosmero Onucanus nojx Permamentamu MH(QOPMalMOHHOTO
B3aMMOJICHCTBHS TOHUMAIOTCA PernameHT WHGOPMAIMOHHOTO B3aMMOJCUCTBUS MEXKIY
YIIOJITHOMOYEHHBIMH OPTraHaMH I'OCYJIapCTB — WICHOB EBpa3zuiicKOro S5KOHOMHUYECKOTO COK03a
MpYU pean3aIui CpeJICTBAMU HHTETPUPOBAHHOW MH(GOPMAIIMOHHON crCcTeMbl EBpasuiickoro
HKOHOMHUYECKOT0 coro3a obiiero mpoiecca "dopMupoBaHue, BEACHUE U HCIOJIb30BAHUE
€IUHOTO peecTpa MPOU3BOAUTENEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOJICTBO
KOTOPBIX MPU3HAHO COOTBETCTBYHOHIMM TpeboBanusim [lpaBun  Hammexanien
IIPOM3BOJCTBEHHON IPAKTUKM EBpa3suiiCKOro »KOHOMHYECKOIro coro3a', u PermameHt
MH()OPMAIIMOHHOTO B3aMMOJICUCTBUS MEXKAY YMOJTHOMOUYECHHBIMU OpTraHaMH TOCYIapCTB —
Yi1eHOB EBpa3uiicKoro 3KOHOMUYECKOr0o COr03a U EBpa3suiicKoi S3KOHOMUYECKOW KOMUCCUEN
MIPU pean3aIiuy CpeJICTBAMU HHTETPUPOBAHHOM MH(GOPMAIIMOHHON crcTeMbl EBpasuiickoro
PKOHOMHUYECKOT0 coro3a obmiero mpoiecca "dopMupoBaHue, BEAECHUE U HCIOJIb30BAHUE
€UHOTO peecTpa MPOU3BOAUTENEN BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB, IPOU3BOJICTBO
KOTOPBIX MPU3HAHO COOTBETCTBYHOUIMM TpeboBanusim [lpaBun Hammexanien
MPOU3BOJCTBEHHON MPAKTUKU EBpPa3HilCKOTO 3KOHOMHYECKOTO COK03a", YTBEPKICHHBIC
Pemennem Komneruu EBpasuiickoit skoHoMudeckoi komuccuu ot 30 mast 2023 1. Ne 71.

IV. CtpyKTypH 31€KTPOHHBIX JOKYMEHTOB H CBEICHHIA

9. [lepeueHb CTPYKTYP AJIEKTPOHHBIX JOKYMEHTOB M CBEJICHUM MPpUBEACH B TadbmuIe 1.

Tabmmma 1
Ilepedensb CTPYKTYp 3MEKTPOHHEIX JOKYMEHTOB H CBEACHHUHM
Ne /mt Wnentudpukarop Nwms [IpocTpancTBO NMEH
1 2 3 4
i CTpYKTYpBI 3J€KTPOHHBIX JOKYMEHTOB U CBEJCHHI
B 6a3uCHO MoIenn
BEIOMJICHHE O PE3yIIbTaTe urn:EEC:R:
1.1 R.006 Z 5 z o pesy ProcessingResultDetails:
P vY.Y.Y
COCTOSHHE AKTyanH3amn - EEC:R:
1.2 R.007 Y a ResourceStatusDetails:

o0rrero pecypca vY.Y.Y



2 CTpyKTYpHBI DJIEKTPOHHBIX JIOKYMEHTOB M CBEJICHUI
B IIpEIMETHOHN 00JIaCTH

CBjﬂae:Hﬂe e ooa op |W:EEC:R:HC:SS:15:
21 R.HC.SS.15.001 [IpOM3BOIUTEIE TOBAPOB VeterinaryManufacturerDe
BETEPHUHAPHOTO

tails:v2.0.0
Ha3HAYECHUS

CumBoibl "Y.Y.Y" B IpOCTpaHCTBAX MMEH CTPYKTYpP JJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI COOTBETCTBYIOT HOMEPY BEPCHUU CTPYKTYPbI 3JIEKTPOHHOT'O JOKYMEHTA (CBEIEHUN),
ompeAenasieMoldl B COOTBETCTBUM C HOMEpPOM BepCUU 0a3MCHOM MOJENH JIaHHBIX,
MCIIOJIb30BAHHOM NpHU pa3pabOTKe B COOTBETCTBUU C HACTOSAMMM ONUCAaHUEM TEXHUYECKOU
CXEMBbl CTPYKTYpPbI 3JIEKTPOHHOTO JOKYMEHTa (CBEIEHHMI), MOJIeKAallel BKIIOUYEHUIO B
peecTp CTPYKTYp IJIEKTPOHHBIX JOKYMEHTOB U CBEICHUH, UCIOJIb3YEMBIX IIPU PEeANU3aLUU
MH(OPMAIIMOHHOTO B3aUMOICHCTBUSI B UHTETPUPOBAHHOMN CUCTEME (J1aJiee — PEECTP CTPYKTYP
ANIEKTPOHHBIX TOKYMEHTOB U CBEACHUI).

1. CTpykTypHI 3NEKTPOHHEIX JOKYMEHTOB U CBEICHHI B 6a3HCHOM MO

10. Onucanue CTPyKTypbl 3JIEKTPOHHOIO JOKYMEHTa (CBedeHHi) "YBenoMieHue o

pesyabrare oopadotku" (R.006) mpuBeneHo B Tadauiie 2.
Tabnuma 2

Ommcanne CTPYKTYPHI SJIEKTPOHHOTO JOKYMEHTA (CBeleHHiA) "YBeHOMIICHHE O pe3ylbTaTe
o6paborku" (R.006)

No /it O6o3HaueHne dIeMEHTa Onucanue
1 2 3
BEJIOMJIEHHE O e3yJIbTaTe
1 Nmsa yBea pesy
00paboTkH
2 Wnentudukatop R.006
3 Bepcus YYY
CBEIIEHHUS O Pe3yJIbTaTe 00paboTKHU
4 Omnpenenenue A Pesy P
3aIpoca PecIiOHICHTOM
5 Hcnons3oBanue —

Unentupukarop mnpoctpanctea  urn:EEC:R:ProcessingResultDetails:

HMEH vY.YY
K .

; OpHEBOM ACMEHT ProcessingResultDetails
XML-nokymeHTa

8 Nwms daitma XML-cxeMsr EPER ProcessingResuliDetails. v

Y.Y.Y.xsd

CumBosel "Y.Y.Y" B mpoCTpaHCTBaX MMEH CTPYKTYpP JJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPBI AJIEKTPOHHOTO JOKYMEHTA (CBEAEHUN),
OIIpeeNsIEMON B COOTBETCTBUM C HOMEPOM Bepcuu Oa3ucHOM monenu gaHHbIX Corosa,



MCIIOJIb30BaHHOW TIPH pa3pabOTKe B COOTBETCTBUU C HAcTOAMUM OMUCAaHUEM TEXHUYECKON
CXEMBbI CTPYKTYpPbl 3JEKTPOHHOTO JIOKYMEHTa (CBEICHHH), MOJyIekKalleld BKIIOYEHUIO B
peecTp CTPYKTYP JIEKTPOHHBIX JTOKYMEHTOB U CBEJICHUMN.

11. Umnoptupyembie MpOCTPAHCTBA UMEH MTPUBEJEHBI B Ta0IMIIE 3.
Tabmuma 3

HMmvmopTrpyeMsie MPOCTPAaHCTBa HMEH

Unentudukarop mnpocrpaHcTBa

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

CumBonsl "X.X. X" B UMIIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
BepcUH 0a3MCHOM MOJENW AaHHBIX, UCIIOIB30BAHHON NpU pa3pabOTKE B COOTBETCTBUU C
HacTosIIMM ONHMCaHUEM TEXHUYECKOM CXEMbl CTPYKTYpbl 3JIEKTPOHHOTO JOKyMeHTa (
CBEJICHMI), MOAJekKaleld BKIIOUYEHUIO B PEECTpP CTPYKTYP DSJIEKTPOHHBIX JOKYMEHTOB M
CBEJICHUM.

12. PekBU3UTHBIA COCTaB CTPYKTYpbl 3JIEKTPOHHOrO JOKyMeHTa (cBeaeHuii) "

YBenomiienne o pesynbrare 0opadotku" (R.006) npusenen B Tabdmure 4.
Tabmuma 4

PexBU3UTHEL COCTaB CTPYKTYPHI JJIEKTPOHHOTO JOKyMEHTa (CBECHUIT) "YBEZOMIICHHE O
pesyibsTare o6paboTru” (R.006)

Nms pexBusuTa Sel:c:;jn}lze Wnentnpukatop Tum maHHBIX MH.
ccdo:|
COBOKYITHOCTH EDocHeaderType
1. 3arooBOK  SIEKTPOHHOIO TEXHOJIOTHYECKHUX (M.CDT.90001)
JOKyMeHTa (CBeIeHHit) PEKBHSHTOR /iy ggpop  OnPeAenseTea
(cedoEDocHeader) 3JICKTPOHHOTO o6nacm1vil/1
JOKyMEHTA ( 3Ha4YEeHUN
CBEZIEHUIN) BJIOKEHHBIX
3JIEMEHTOB
csdo:
InfEnvelopeCode
Type (M.SDT
.90004)
1.1. Kon 3HaueHue Kojia B
coobmeHus koJoBoe COOTBETCTBUH C
o01Iero npouecca 0603HaYCHHE MSDES00l0  Permamentom |
(csdo:| coo0IeHus ' ' MH(OPMALIHOHHO
InfEnvelopelCode obmiero mpouecca r o

) B3aNUMOICUCTBHS.



1.2. Kog
3IEKTPOHHOTO
TOKyMEHTa (
CBEJICHUT)
(csdo:EDocCode)

1.3.
WNnentudukarop
AJIEKTPOHHOTO
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDoclld)

1.4.
Wnentudukarop
HUCXOJHOTO
AJIEKTPOHHOTO
JIOKYMEHTa (
CBEJICHUH)
(csdo:EDocReflld
)

1.5. Jlata #u
BpeM4
3JEKTPOHHOTO
JOKYMEHTa (
CBEJICHUH)

KOJOBOE
o0o03HaUCHHE

3JIEKTPOHHOTO

JOKYMEHTa (

CBEJCHUN) B

coorBercTBuu ¢  M.SDE.90001
peecTtpom

CTPYKTYD

BIIEKTPOHHBIX

JTOKYMEHTOB H

CBEJICHUI

CTpOKa CUMBOJIOB
, OJIHO3HAYHO
UAEHTHGUIHPYIO
o a s
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

M.SDE.90007

HICHTH(PHUKATOD
3JIEKTPOHHOTO
JOKYMEHTa (
CBeJeHUil), B
OTBET
KOTOPEIH  OBLI
copmupoBan
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHH)

Ha
M.SDE.90008

JaTa W BpeMms
CO3MaHUs
3IEKTPOHHOTO
JOKYMEHTa (
CBEZICHUIN)

M.SDE.90002

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

csdo:|
EDoclCodeType (
M.SDT.90001)
3HaueHue KoJia B
COOTBETCTBHHU C
peecTtpom
CTPYKTYD
3JIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHUIA.
Ma6non: R(\.[
A-Z]1{2}\.[A-Z]{
23\.[0-9]{2})?\.[0
9143}

csdo:|
UniversallylUniqu
eldType (M.SDT
.90003)
3HadeHHE
UACHTH(PHUKATOPA
B COOTBETCTBHU 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)
3HadeHUE
UACHTHPHUKATOPA
B COOTBETCTBHU C
ISO/IEC 9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:|
DateTimeType (
M.BDT.00006)
O06o3HaucHUE
JIAThl U BPEMEHHU
B COOTBETCTBHH C
cepueit

1

0..1

1



(csdo:|
EDocDateTime)

1.6. Kop s3p1xa
(csdo:|
LanguagelCode)

2. Jlara u BpeMs

(csdo:EventDate[Time)

3. Kon pesynerara 00paboTKH
(csdo:ProcessingResulfV2[Code)

4. Onucanue
(csdo:DescriptionText)

KOJIOBOE
o0o3HaueHue
SI3BIKA

M.SDE.00051

Jata U Bpems
OKOHYAHUS
00paboTku
CBEJCHUN

M.SDE.00132

KOJOBOE
o6o3HaueHUE
pe3yibTara
00paboTKHu
MTOJIy4EeHHOTO
3IIEKTPOHHOTO
JOKyMEHTa (
CBEJICHUN)
WHPOPMAIIOHHO

M.SDE.90014

M cucremon
yd4acTHHKaA
oOrmiero mporecca

OmHuCcaHHE
pe3yabTara
o0OpaboTku
CBEJCHUN B
TIPOU3BOJILHOU

¢dopme

M.SDE.00002

cranaaptos ISO
8601

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

bdt:|
DateTimeType (
M.BDT.00006)
O0o03HaueHHE

0..1

JaTel ¥ BpeMeHu |
B COOTBETCTBUH C
cepueit
cranaaptoB ISO
8601

csdo:
ProcessingResult
CodelV2[Type (
M.SDT.90006)
3HayeHue Koja B
COOTBETCTBHH CO
CIPaBOYHUKOM
pe3ylnbTaToB
o6paboTku
3JIEKTPOHHBIX
JIOKYMEHTOB H
CBEJICHUIA.

Mun. gnuna: 1.
Makc. nimuna: 20

csdo:
Text4000Type (
M.SDT.00088)
Ctpoka
CHMBOJIOB.

0..1

Mun. mna: 1.

Makec.
4000

JJIMHA:

13. Onuca"ue CTPYKTYphl IJIEKTPOHHOTO JokyMeHTa (cBeienuit) "CocrosiHue
aktyanu3zanuu obmero pecypca” (R.007) mpuBeaeHo B Tadmuie 5.

Tabmuma 5

Omnmcanue CTPYKTYpHI 3IEKTPOHHOTO OKyMeHTa (cBeneHwmit) "CocrosHue akTyanu3anuy o6mero

pecypca" (R.007)

Ne /i

O6o3HaueHne dIEMEHTA

Omnucanne



1 2 3

COCTOSHHUEC aKTyaIu3aluunu o01Iero

1 Nms
pecypca
2 Unentudukartop R.007
3 Bepcus YYY
CBEJICHUS s aKTyaJlu3aluu
4 Omnpenenenue
o0rIero pecypca
HCIOJB3yeTcs I 3ampoca JaThl U
BpeMeHH OOHOBIIEHUSI 0OO0mIero
pecypca U OTBETa Ha 3TOT 3a1mpoc, a
5 Hcnons3oBanue TaKKe IS 3aIpoca aKTyalbHbBIX WITH
MOJIHBIX (M3MEHEHHBIX,
OOHOBJICHHBIX) CBEJACHHUI M3 0OIIETr0
pecypca
6 Wnentndukarop mnpocrpanctBa  urn:EEC:R:ResourceStatusDetails:
HMEH vY.Y.Y
Kopuesoit 3JIEMEHT

ResourceStatusDetails
XML-nokymenTa

EEC R _ResourceStatusDetails vY.
Y.Y .xsd

8 Nwms daitna XML-cxemsbl

CumBonsl "Y.Y.Y" B mpoCcTpaHCTBaX MMEH CTPYKTYP DPJIEKTPOHHBIX TOKYMEHTOB M
CBEJICHHUI COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPHI AJIEKTPOHHOTO IOKYMEHTA (CBEJICHHI),
OTpeNIeNIIeMO B COOTBETCTBUM C HOMEpPOM Bepcuu OaszucHod monenu nanHbeix Corosa,
MCIIOJb30BAHHON MPHU pa3pabOTKEe B COOTBETCTBUM C HACTOSIIMM OnucaHUEM TEXHUYECKOU
CXEMBI CTPYKTYpPbl 3JEKTPOHHOTO JIOKYMEHTa (CBEIECHMI), MOJJIekKalleld BKIIOYEHUIO B
peecTp CTPYKTYP AIAECKTPOHHBIX JOKYMEHTOB U CBEICHUM.

14. UmnopTupyemble IpOCTPAHCTBA UMEH MPUBEACHBI B TabuUIIE 6.
Tabnwa 6

HMmopTrpyeMEie IpOCTPaHCTBA HMEH

Wnentndukarop mpocTpaHcTBa

0 II
Ne n/m Ve pedukc
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2 VXXX esdo

CumBonbl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3MCHON MOJEIN JaHHBIX, UCIOJIb30BAHHOW MpPH pa3pabOTKE B COOTBETCTBUM C
HacTosiUM OmNHcCaHUEeM TEXHUYECKON CXEeMbl CTPYKTYpPhl 3JEKTPOHHOrO JOKYMEHTa (
CBEJICHMI), To/JIe)Kaleld BKIIOUEHUIO B PEECTpP CTPYKTYP DJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUM.

15. PekBU3UTHBIN COCTaB CTPYKTYPHI AIEKTPOHHOTO JOKyMeHTa (cBenenuit) "CocTosHue
aktyanuzaiuu oomiero pecypca’ (R.007) mpuBenex B Tabnuiie 7.



Tabuuma 7

PexBU3UTHEIA COCTaB CTPYKTYPHI JIEKTPOHHOT'O JoKyMeHTa (cBeaeHmit) "CocTosHue
axTyamm3amnuu obmero pecypca” (R.007)

(@)
Nms pexBu3uTa frucamnme Unentupukatop Tum maHHBIX MHn.
peKBU3UTA
ccdo:|
COBOKYITHOCTD EDocHeaderType
TEXHOJIOTHYCCKHUX (M.CDT.90001)
1. 3arojioBoKk  3JEKTPOHHOTO o
JIOKyMEHTa (CBEIICHUN) S e:BHB:TO(]: o M.CDE.90001 61'[pe£[€J'I$ICTC$I 1
JIEKTPOHHOT obiac
(ccdoiEDocHeader) P a1 T’INiH
JOKYMEHTa ( 3HAYEHUH
CBCJICHUI) BJIOXKEHHBIX
9JEMEHTOB
csdo:
InfEnvelopelCode
Type (M.SDT
.90004)
1.1. Konx
3HayeHne KoJa B
coo0Imenus KOIOBOE
ob1ero mporecca 0603HaYECHHUE COOTBETCTRHI €
M.SDE.90010 Permamentom 1
(csdo:| CcOO00MIeHU HHOPMALIHOHHO
InfEnvelopelCode obmero mpouecca - op 8
) B3aUMOJICHCTBHS.
[Ta6nou:P\.[A-Z]
{2}\.[0-9]{2}\.
MSG\.[0-9]{3}
csdo:
EDocCodeType (
KOA0BOE M.SDT.90001)
o0Oo3HaueHne
3HayeHne KoJa B
3JIEKTPOHHOTO
COOTBETCTBUH C
1.2. Kon JIOKYMEHTA (
. peecTpom
3IEKTPOHHOTO CBEJCHUN) B
TPYKT
JNIOKYMEHTa ( coorBercTBur ¢ M.SDE.90001 CTPYKIYP
. 3IEKTPOHHBIX
CBeJICHUT) peectpoMm
doiEDoclCode) cTpyKT AIOKYMEHTOB  H
(esdo: PYKTYP CBEJICHUM.
SIEKTPOHHBIX
[Ta6mor:R(\.[
JOKYMEHTOB H
. A-Z1{2}\.[A-Z]{
CBEIECHHN
21\.[0-9]{2})?\.[0
9143}
csdo:
UniversallylUniqu
eldType (M.SDT
.90003)
13 CTpPOKa CHMBOJIOB 3HaucHMe
Wnentudpuxarop ’ OAHO3HATHO UACHTU(DHUKATOPA
3JIEKTPOHHOTO HHeHTH(bHquyK) B COOTBETCTBUU C
CBEJICHUH) [Ta6mon:[0-

(csdo:EDoclld)

9a-fA-F]{8}-[0-



1.4.

Wnentudukarop

MCXOJHOTO
3JIEKTPOHHOI'0
JIOKyMEHTa
CBEJICHUH)

(

(csdo:EDocReflld

)

1.5. Hata wu
BpeMs
3JIEKTPOHHOTO
MTOKyMEHTa
CBeZIeHUiN)
(csdo:|
EDocDateTime)

1.6. Kopx s3b1ka
(csdo:|
LanguagelCode)

2. Jlata u Bpemst OOHOBJICHHS
(csdo:UpdateDateTime)

SIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

HACHTH(HUKATOD
AJIIEKTPOHHOTO
JOKYMEHTa (
CBeJICHMI), B
OTBET
KOTOpEIH  OBLI
copmupoBan
JlaHHBI I

Ha
M.SDE.90008

3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHHM)

JaTa W BpeMms
CcO3MaHUs
3JIEKTPOHHOTO
JOKYMEHTa (
CBeZICHUIN)

M.SDE.90002

KOJO0BOE
obOo3Hauenne
SI3BIKA

M.SDE.00051

Jata U Bpems
OOHOBJICHUS

obmero pecypca ( M.SDE.00079
peectpa, mepeyHs

, 0a3bl JAHHBIX)

KOIIOBOE
o0o3HaueHune

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)

3HadeHUE
UACHTUDHUKATOPA

B COOTBETCTBUHU C 0.1
ISO/IEC 9834-8.
[Ta6mon:[0-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt:|
DateTimeType (
M.BDT.00006)
O0o03HaueHHe
JaTel ¥ BpeMeHu |
B COOTBETCTBHHU C
cepueit
crangaptoB [SO
8601

csdo:|
LanguagelCodeTy

pe (M.SDT
.00051)
JByxOykBennsiit 0..1
KOJ sI3bIKa B
COOTBETCTBUH C

ISO 639-1.
[abmon:[a-z] {2}

bdt:|
DatelTime[Type (
M.BDT.00006)
O0o3HaueHue

natel u Bpemenn 0..1
B COOTBETCTBHHU C
cepueit

crangaptoB [SO
8601

csdo:|
UnifiedCountrylC
odeType (M.SDT
.00112)
3HaueHue
JIByXOYKBEHHOTO
KOJla CTpaHbl B



CTpaHBbI, COOTBETCTBHHU CO

Hpe/ICTABUBILCH CIIPaBOYHUKOM  (
3. Kox crpaHsl CBEJICHUS B KIJIACCH(PHUKATOPO
; i M.SDE.00162
(csdo:UnifiedCountrylCode) odmwmii pecype ( M),
peecTp, NepedeHb uaeHTu(UKaTOp
, 0a3y JaHHBIX) KOTOpOTO
ompeneneH B
arpubyre "
Wnenruduxarop
crpaBoYHUKa  (
Kinaccudukaropa)

"

[Ta6mon: [A-Z]{

2}

csdo:

ReferenceDatald|
a) 0003HauYeHHE Type (M.SDT
UICHTH(QUKATOD CHpaBOYHHKA  ( 00091) .

ciopaBouHuKa  ( KigaccH(pHKaTOpa)

- HopmanuzosanHa 1
Kaccu(pMKaToOpa) , B COOTBETCTBHU

s  CTpOKa

(aTpubyT ¢ KOTOPBIM
. CHMBOJIOB.
codeListld) YKa3aH KoJ
MuHn. muHa: 1.
Makec. niauna: 20
csdo:
CTPOKA CHMBOJIOB InformationReso
4 " ) ) urcelldType (
. eHTH(PHUKATO
8 P HICHTAQUITPYIO M.SDT.00330)
“H(POPMAIIMOHHOTO 00BEKTa 00IIEro °
mas ob6muii  M.SDE.00326 HopmanuzoBanna 0..1
fipotiecea (peectp s CTpoOKa
. . pecypce )
(csdodInformationResourceld) Hepevenb, Gasy CHMBOIIOB.
JTAaHHBIX ) Mun. muna: 1.

Makc. qnuna: 20
2. CTpyKTypHI 3JIEKTPOHHEIX JJOKYMEHTOB U CBEICHUI B IpeIMETHOH 00JIacTh

16. Onucanue CTPYKTYphl SJEKTPOHHOTO JTOKyMeHTa (cBenenuit) "CBeneHus o
npousBoauTesie ToBapoB BerepuHapHoro HazHaueHus" (R.HC.SS.15.001) npuBeneno B

Taduie 8.
Tabmuma 8

Omucanne CTPYKTYPHI SIEKTPOHHOTO JOKYMeHTa (cBeeHmit) "CBeleHHs O MPOH3BOIUTENE
TOBapoB BerepuHapHOro HasHaderus" (R.HC.SS.15.001)

Ne /i O0o03HayeHne dIeMeHTa Omnucanue
1 2 3

CBC€ACHUA O IMTPOU3BOAUTEIIC TOBAPOB
BETCPHUHAPHOI'O HA3HAYCHUA

2 Wnentudukatop R.HC.SS.15.001
3 Bepcus 2.0.0

1 Nmsa



4 Onpez:eneHI/Ie CBCACHUA O MPOU3BOAUTEIIC TOBAPOB
BCTCPHUHAPHOI'O HAa3HAYCHUA

5 Hcnonb3oBanue -
VigenTnpukato oCThAHCTEE urn:EEC:R:HC:SS:15:
HTU(PUKAT I TPaHCTB
6 A P fpocip VeterinaryManufacturerDetails:
HUMeH
v2.0.0
K N
7 OPHEBOH daemMent VeterinaryManufacturerDetails
XML-nokymeHTa
EEC R HC SS 15
8 Nwmst daitna XML-cxembl VeterinaryManufacturerDetails v2.0

.0.xsd

17. UmniopTupyemMble IPOCTPAHCTBA UMEH MTPUBEJEHBI B TA0IMUIE 9.
Tabnuna 9

NMmnopTHpyeMEle IPOCTPaHCTBa UMEH

Wnentndukarop mnpocrpaHcTBa

0 II

Ne n/n ven pedukc

1 2 3

) 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.Z.Z
urn:EEC:M:SimpleDataObjects:

4 VXXX esdo

CumBonsl "X.X. X" u "Z.Z.Z" B uMNOPTUPYEMBIX MPOCTPAHCTBAX UMEH COOTBETCTBYIOT
HOMEpY Bepcuu Oa3MCHOW MOJENW JAaHHBIX M MOJENH JaHHBIX MpPeIMEeTHOH obiacTtu,
WCIIOJB30BAaHHBIX MPU Pa3pabOTKE B COOTBETCTBUU C HACTOSAMM ONHUCaHUEM TEXHUUYECKOMN
CXEMBI CTPYKTYpPbl 3JEKTPOHHOTO JIOKYMEHTa (CBEIECHMH), MOJJIekKalleld BKIIOYEHUIO B
peecTp CTPYKTYP AIAEKTPOHHBIX JOKYMEHTOB U CBEICHUM.

18. PeKBU3UTHBIN COCTAaB CTPYKTYPHI AIEKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeneHus o
MpOU3BOUTENIE TOBapoB BeTepuHapHoro HazHaueHus" (R.HC.SS.15.001) mpuBeneH B

tadmuie 10.
Ta6muma 10

PexBU3UTHEI COCTaB CTPYKTYpHI DJIEKTPOHHOTO JOKyMeHTa (CBeZcHMi) "CBeIeHn O
MPOM3BOAHUTEIIE TOBapoB BerepuHapHoro HazHadeHn1" (R.HC.SS.15.001)

Onucanu
e Nnentn Twun

Nwms pexBusuTa H.
pekBu3u  (HUKATOP JAaHHBIX

Ta

ccdo:]
EDocHe



1. 3arosioBOK 3IEKTPOHHOIO TOKyMEHTa (CBEICHUI)

(ccdolEDocHeader)

1.1. Kox coobmieHus o01ero mporecca
(csdo:InfEnvelopelCode)

1.2. Kopx 31eKTpOHHOTO TOKYMEHTa (CBEICHMIA)
(csdo:EDocCode)

COBOKYII
HOCTB

TEXHOJIO

THYECKU

X M.CDE
pexBuzu .90001
TOB

3JIEKTPO

HHOTO

JIOKYMEH

Ta (
CBEJICHU

i)

KOJIOBOE
0003HaY

eHHe

coobmen M.SDE
H s 90010
o01Iero

MIPOIIECC

a

KOJIOBOE
0003HaY

eHHne

AJEKTPO

HHOTO

JIOKYMEH

Ta (
CBEIEHN

) B

COOTBETC

tBun ¢ M.SDE
peectpo 90001
M

CTPYKTY

p

aderType
(M.CDT
.90001)
Omnpenen
seTcs
obiacts
M U
3HAaYEHU
i
BIIO’KEHH
Bl X
DJEMEHT
OB

csdo;
InflEnvel
opelCode
Type (
M.SDT
.90004)
3HaueHH
€ KoJa B
COOTBETC
TBUU C
Pername
HTOM 1
nHpopM
alMOHHO
T 0
B3aUMOJ
CUCTBHSL.
IIa6moH:
P\.[A-Z]
{2}\.[0-9
23\
MSG\.[0
9143}
csdo;|
EDoclCo
delType (
M.SDT
.90001)
3HaYCHH
€ KoJa B
COOTBETC
TBHHU C
peecTtpo
M
CTPYKTY
p
snexTpo |
HHBIX
JNIOKYMEH
TOB W
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Pemennem Konnerun Espasuiickoit
9KOHOMHUYECKOH KOMHCCUHI
o1 30 mast 2023 . Ne 71
(B pemakunu Pemenns Komnernn
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUH

ot 10 mapta 2026 r. Ne 28)

Ilopsmox

IpUCcOoeqUHEHA Kk 00meMy mponeccy "®opMupoBaHue, BEICHHE H HCIIOIB30BAHHE €IAHOTO
peecTpa pOU3BOJUTENIEH BeTepHHAPHBIX JIEKAPCTBEHHBIX CPECTB, MPOU3BOACTBO KOTOPHIX
IPU3HAHO COOTBETCTBYIOMUM TpeGoBaHuaM IIpaBui Hayiexamei MpoU3BOCTBEHHON IPAKTHKH
EBpa3uiickoro ’KOHOMHIECKOrO CO103a"

Cnocka. Ilopsanok - B penakunu pemennss Kommernn EBpasuiickoil 3JKOHOMUYECKOU
komuccuu ot 10.03.2026 Ne 28 (Bctynaer B cuiny no ucteueHuu 30 KaJeHJIapHbIX AHEU C
JaThl €r0 0(UIIUATIBHOTO OIMYOIMKOBAHUS).

1. OOmue monoxeHus

1. Hacrosmuit Ilopsmoxk pa3paboTaH B COOTBETCTBHM CO CIEAYIOUIUMHU
MEXJIYHapOJHbIMU JOTOBOpPaMHM M aKTaMH, COCTaBJISIOIIMMHU NpaBo EBpa3uiickoro
HKOHOMHYECKOTro coro3a (nanee — Coros):

Jlorosop o EBpa3niickoM 5KOHOMHUYECKOM coro3e oT 29 mas 2014 rona;

Pemenne Coseta EBpasuiickoii s5koHOMUYECKON Komuccuu oT 21 suBaps 2022 1. Ne 1 "O
[IpaBunax peryaupoBaHusi OOpall€HUs] BETEPUHAPHBIX JEKAPCTBEHHBIX CPEICTB Ha
TaMOKEHHOU TeppuTOpun EBpa3uiickoro 3KOHOMUYECKOro coro3a" (B penakuuu Pemienus
Cogsera EBpa3uiickoil s5koHOMUYecKOM kKomuccuu oT 22 anpens 2024 r. Ne 36);

Pemenue CoBera EBpasuiickoii a3xoHOMUYECKON KoMuccuu oT 23 ceHTaops 2022 1. Ne
140 "O IlpaBunax peryiaupoBaHus 0OpalleHusl TUarHOCTUYECKUX CPEACTB BETEPUHAPHOTO
Ha3HAYEHUS Ha TAMOXEHHOW TeppUTOPUH EBpa3suiickoro 3KOHOMUYECKOTO COro3a';



Pemenue Coera EBpasuiickoil sxoHoMuueckoit komuccuu oT 12 nexadps 2023 r. Ne 150
"O IlpaBwiax peryaupoBaHUs OOpallleHUs Ie3WHPUIUPYIOUIUX, IE3UHCEKIIMOHHBIX U
N€3aKapU3alMOHHBIX CPEJICTB BETEPUHAPHOIO HA3HAYEHUS HA TAMOYKEHHOW TEPPUTOPUU
EBpa3uiickoro 3k0HOMHUYECKOro cor3a';

Pewmenne Komnernn EBpazuiickoil 3koHOMUYecKoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTAX, PEriaMeHTUPYIONUX WH(OPMAIIMOHHOE B3aUMOJICHCTBUE
IIpU peanu3aluu CpelcTBaMU MHTEIPUPOBAHHOW MH()POPMALIMOHHONW CHUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBJIM OOIIMX MPOIIECCOB";

Pemrenne Konnernn EBpasuiickoit 3xoHOMUYecKo koMuccuu oT 27 ssaBaps 2015 r. Ne 5
"O6 ytBepxaeHun I[IpaBui »IeKTpOHHOTO OOMEHa JaHHBIMHM B HWHTETPUPOBAHHOUN
MH(OPMAIMOHHOW CUCTEME BHEIIHEN U B3aMMHOM TOProBiun';

Pemennie Komnerun EBpazuiickoit skoHoMuueckoit komuccuu ot 14 anpenst 2015 r. Ne 29
"O nepedHe 00IUX MPOLECCOB B paMKax EBpa3uiickoro 3KOHOMUYECKOTO COI03a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasmiickoll SKOHOMHYECKOW KoMuccuM OT 19 aBrycra
2014 r. Ne 132",

Pemenne Komnernn EBpaszniickoii s3koHOMUYECKOU Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMH, TaPMOHU3ALUU U OMUCAHUS OOUIMX MPOIECCOB B
paMkax EBpa3uiicKoro SJKOHOMHUYECKOIO cOr3a';

Pemenne Komernu EBpasuiickoil skoHoMHuueckoi komuccuu oT 18 aBrycra 2015 r. Neo
96 "O MeXrocyaapCTBEHHBIX HUCTIBITAHUAX UHTETPUPOBAHHON MH(OPMAIMOHHON CHUCTEMBbI
BHEILIHEN U B3aMMHOU TOProBiIu";

Pemenue Komneruu EBpasuiickoit axoHoMuueckoit komuccuu ot 28 ceHtsiops 2015 r. Ne
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMH IpU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMUYECKOM
KoMuccuen'";

Pemenne Komnerun EBpazuiickoil skoHomuueckoil komuccuu ot 19 nexadpst 2016 r. No
169 "O6 yrBepxknennn [lopsinka peanu3anuu oOIUX MPOIECCOB B paMKax EBpasuiickoro
SKOHOMHYECKOTO c0r03a".

II. O6nacTs npUMEHEHHS

2. Hacrosiuuit [lopsnok onpenensier TpeGoBaHUS K COCTaBY U COJIECPHKAHUIO MPOIIEAYD
MPUCOEIMHEHNS] HOBOTO YYacCTHHKA K 00lIeMy mpoleccy (HOBOM Bepcuu o01iero mpoiecca) "
dopmupoBaHue, BEACHHE U WCIOJIB30BAHUE EIMHOTO peecTpa MPOU3BOAUTENCH
BCTEPUHAPHBIX  JICKAPCTBEHHBIX CPEJCTB, IMPOU3BOJCTBO KOTOPBIX TMPHU3HAHO
COOTBETCTBYIOIIMM TpeOoBaHusM [lpaBun Haamexaimied NpOU3BOACTBEHHOM MPAKTUKU
EBpasuiickoro skonomuueckoro corsa" (P.SS.15) (manee — oOmmii mporiecc), a Takxe
TpeOOBaHUN K OCYIIECTBISEMOMY TpPH UX BBIMOJHEHHU HWHPOPMAITMOHHOMY
B3aMMO/ICHCTBHIO.



3. [Ipoutemypsl, onpeaeiacHHbIe B HacTosAmeM [lopsiake, BBITTOTHSIIOTCS OJHOMOMEHTHO
au00 Ha TPOTSHKEHUHM OMPEACICHHOTO TEPHOJa BPEMEHU NPH MPUCOCTUHCHUU HOBOTO
yJacTHHKA K 00IIeMy IpOIecCy.

III. OcHOBHEIE TOHATHA

4. Ina ueneut Hacrtoswero Ilopsaka ucnonb3yrOTCs MOHIATHS, KOTOPHIE O3HAYAIOT
CIEeAyIOICE:

"TOKYMEHTBI, IPUMEHSIEMbIE TIPU 00eCreueHU (PYHKIIMOHUPOBAHUS UHTETPUPOBAHHOM
MHQOPMAIMOHHOW CHUCTEMBI" — TEXHUYECKHUE, TEXHOJOTHYECKHE, METOJUYECKUE U
OpraHu3allMOHHBIE JIOKYMEHTHI, pa3pabaTbiBaeMble U yTBepxkaaemble EBpaszuiickoi
DKOHOMHUYECKOM KOMHCCHEH B cooTBeTcTBUM ¢ nyHKTOM 30 IIpoTokona 00
MH(POPMAITMOHHO-KOMMYHUKAIIMOHHBIX TE€XHOJOTHUIX U MH(OOPMAIIMOHHOM B3aUMOJICUCTBUU
B paMkax EBpaszuiickoro skoHomuueckoro cotoza (mpuioxkenue Ne 3 k JloroBopy o
EBpazutickom saxonomudeckom Corose ot 29 mas 2014 rona);

"TEXHOJIOTUYECKNE TOKYMEHTHI' — TOKYMEHTBI, BKJIIOUYEHHBIE B TUIIOBOM IEPEUYCHb
TEXHOJIOTUYECKUX JOKYMEHTOB, PErIaMEHTHPYIOMUX HHPOPMAIIMOHHOE B3aUMOJICHCTBHE
IpU peanu3auud OOUIero mnpouecca, npeaycMoTpeHHbld myHkToM 1 Pemenuss Komnerum
EBpasniickoif s5koHOMUYecKkoi komuccuu ot 6 HosiOpst 2014 r. Ne 200.

WNnble nousTHs, UCTIONB3yEMbIE B HactosiueM [lopsake, TpUMEHSIOTCS B 3HAUYCHUSIX,
ompeneneHHbIX B MyHKTe 4 [IpaBun nHDOPMAIMOHHOTO B3aUMOJCHCTBUS MPU peaTU3aAINH
CpeACTBAaMM MHTETPUPOBAHHON MH(POPMAIIMOHHOM cucTeMbl EBpa3niickoro 5)KOHOMHUYECKOT0
coro3za obmiero mporecca "d®opMupoBaHHe, BEACHUE W UCIIOIB30BAHUE €IMHOTO PEECTpa
IPOU3BOIUTEIIEH BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB, TPOU3BOJICTBO KOTOPHIX IPU3HAHO
COOTBETCTBYIOIIUM TpeOoBaHusM [IpaBun Hammexaiieil MpOU3BOJACTBEHHOW MNPAKTUKU
EBpa3uiickoro s3koHOMHYECKOTO coro3a", yrBepxaeHHbIX Pemennem Komnerun EBpasuiickoit
skoHOoMH4Yeckor komuccuu oT 30 mas 2023 r. Ne 71 (manee — I[paBuia nuapopMaluoOHHOTO
B3aUMOJICHCTBUS).

IV. YyacTauku B3auMoneiCTBHA

5. Ponu y4yacTHMKOB B3aMMOJEHUCTBUS IIPU BBIIOJIHEHUU MU ITPOLETYP MPUCOECAUHECHUS

K O6IHCMy IIpouEeCCy NMPUBCACHEI B Ta6JII/II_I€ 1.
Tab6numna 1

Posnm ygacTHHKOB B3aUMOAECHCTBHUS

Y4YacTHUK, BBITTOTHSIONTAN

Ne i/t Haunmenosanue Omnucanue
poJb
[IpucoenuusOmuics BBITMOJIHAET MPOLEAYPHI, YIOJTHOMOYCHHBIH OpraH
1 Y4aCTHHK oburero MpeyCMOTPEHHbBIE rocyJapcrea — 4JieHa

npoiecca HacTosmuM [lopsakom Coro3a (P.SS.15.ACT.001)



KoopaunaTop o00mero xoopauHUpyeT EBpa3suiickas

2 mnmponecca BBINIOJIHEHHUE MpoLeayp, OKOHOMHYECKAasts KOMUCCUA
OPEIyCMOTPEHHBIX (P.ACT.001)
HactosiuM [Topsiakom
OCYIIECTBISAET
B3aUMOJeHicTBHE B
COOTBETCTBHHU c N
YIOJHOMOYEHHBIH OpraH
TEXHOJIOTHYECKUMHU
rocyjiapcrsa — wWieHa
JOKyMEHTAMH H y4acTBYeT
YyacTHUK  obmiero Y y YT Coroza (P.SS.15.ACT.001)
3 B TECTHPOBAHUH .
nporecca EBpasuiickas
HHPOPMALITOHHOTO
. HKOHOMHYECKast KOMUCCHS
B3aMMOJCHCTBUA  C
(P.ACT.001)
MIPUCOEIUHSIOIIUMCS
Y4acCTHHUKOM  001Iero
porecca

V. Onmcanne nponeayps NpACOSTUHEHASL

6. Jlns npucoenMHEHUs K 00IIeMy IPOLECCY NPUCOETUHSAIONIUMCS YYaCTHUKOM OOILEro
mpolecca JOJKHBI OBbITh BBIMOJHEHBI TPEOOBaHUS JIOKYMEHTOB, NPUMEHSEMBIX MpH
oOecrieueHn (QYHKIMOHUPOBAHUSA MHTEIPUPOBAHHOM MH(pOpMaMOHHON cucTemMbl Coro3a,
TEXHOJIOTUYECKUX JTIOKYMEHTOB, a TaKXe TpeOOBaHUs 3aKOHOJATENIbCTBA IOCyAapCcTBa —
wieHa Coro3a (majnee — rocynapcTBO-WIEH), pPErjJaMeHTHpYloUue HHPOPMAIMOHHOE
B3aUMOJICHCTBUE B paMKaX HAIIMOHAJIBHOI'O CErMEHTA IOCyAapCTBa-YIeHa HUHTETPUPOBAHHOM
UHpopMaMoHHOH cucteMbl Coro3a (Jajnee — HalMOHAJIbHBIM CErMEHT I'OCy/1apCTBa-uJIeHa).

7. Ilponenypa NpuCOEOUHEHHSI HOBOTO YYaCTHHKA K OOLIEMY ITPOLIECCY BKIKOYAET B ce0s

a) nHGOPMHUPOBAHHUE TOCYAAPCTBOM-WIeHOM EBpa3uiickoil SKOHOMUYECKOU KOMHUCCHUU (
nanee — Komuccus) o mpucoeAMHEHNN HOBOTO YYaCTHHUKA K 00IIeMy Tpoiieccy (C ykazaHueMm
YIOJHOMOYEHHOTO OpraHa ToCyJapCTBa-ujeHa, OTBETCTBEHHOTO 3a obOecrieueHue
MH(POPMAITMOHHOTO B3aUMOJICHCTBHS B paMKaX OOIIETo MmpoIecca);

0) BHECEHHME B HOPMATHBHbBIC MPABOBbIE AKThl IOCyJapCcTBa-dJieHa MU3MEHEHH,
HEOOXOAMUMBIX JJISl BBITIOJIHCHHSI TPEOOBAHUI TEXHOJOTHYCCKUX JOKYMEHTOB (B TeUeHHUE 2
MECSIIEB C JaThl HaYasa BHIMOJIHEHUS IPOIEAYPhl IPUCOSTUHEHHUS);

B) pa3paboTKy (IopaboOTKy) mpH HEOOXOIAMMOCTH HH(POPMALMOHHON CHCTEMBI
MIPUCOEIMHSIONIET0Cs Yy4aCTHUKA 00I1Iero mpoiiecca (B TeUeHHe 3 MECSIEB ¢ JaThl Havasia
BBITIOJTHCHHUS TTPOTICAYPBI TPUCOCTUHCHUS );

T') TOJIKJIFOYeHHE WH()OPMAITMOHHOM CUCTEMBI TPUCOEIUHSIONIETOCS YYaCTHUKA O0IIEero
nporecca K HaIlMOHAIbHOMY CETMEHTY TOCyJapCTBa-4ieHa, €ClId TaKoe TMOJKIIOUEHUE HE
OBLJIO OCYIIECTBIICHO paHee (B TeUeHUE 3 MECSAIEeB C aThl HaYaja BBIMOTHEHUS TPOIETyPhI
IPUCOCTUHEHUS );



1) TIOJIy4eHUE MPUCOSAUHSIOMNMCS YYaCTHUKOM OOIIEro Mmpoliecca CIPpaBOYHUKOB U
KiaccuukaTopoB, pacrnpoctpanseMbix Komuccuei, ykazanueix B pazjaene VII IlpasBun
WH()OPMAITMOHHOTO B3aUMOJICHCTBUS;

€) nepeaavyy MpUCOSAUHSIONIMMCS YYACTHUKOM OOIIEro Mpolecca, OCyIeCTBISIONIIM
dbopMupoBaHUe U BeJCHHE HAIMOHAIBHOM YacTu MHPOPMAIMOHHOTO pecypca, CoIEepKaIlero
CBEJCHUS O MPOU3BOAUTENAX TOBAPOB BETEPUHAPHOI'O HA3HAYEHMS, MPOU3BOJCTBO U
MPOM3BOJICTBEHHBIE TUIOMIAJAKA KOTOPBIX MO HTOraM (apmManeBTUUYECKOM HMHCIEKINU
MPU3HAHBI COOTBETCTBYIOIMMHU TpeOoBanusM [IpaBun Hajuiexaiiei Mpou3BOJCTBEHHON
NpakTUKu EBpa3uiickoro 3kOHOMHYECKOT0 COr03a (Janee — eAUHbII peecTp MPOU3BOAUTENEH
ToBapoB BeTepuHapHoro HazHaueHus) (P.SS.15.ACT.001), akTyann3upoBaHHBIX CBEICHUH U3
HAIlMOHAJIBHOM YacTH €JUHOT0 peecTpa MPOU3BOJAUTENIEH TOBApPOB BETEPUHAPHOTO
HA3HAYCHUS JJIs1 IEPBOHAYAILHOTO OMyOJIMKoBaHus Ha nHMopmarmonHoM nmoptaie Coro3a (B
TeueHue 6 MeCcAIIEeB C JIaThl Hauaja BRIMOJHEHUS TPOLIEYPbl IPUCOCTUHEHUS );

) TECTUpPOBaHUE MHPOPMAIMOHHOTO B3aUMOJICUCTBUS MEXKIYy HMHOOPMAIMOHHBIMU
CUCTEMaMH TPUCOSTUHAIONINXCS YYACTHUKOB OOIIEro mpoiiecca U y4aCTHUKOB OOIIETo
mpolecca Ha COOTBETCTBUE TPEOOBAHUSM TEXHOJOTMYECKUX JOKYMEHTOB (B TedeHUe 6
MECSIIIEB C JJaThl HAYaJla BHIMOJHEHHS IIPOLIEAYPhI IPUCOCTUHEHUS ).

8. Ilpu ycnoBum cobirofeHus TpeOOBAHUN M YCHEITHOM BBINIOJHEHUU JEUCTBUM B
COOTBETCTBUU C MyHKTamu 6 u 7 Hacrosiiero [lopsaka mocneayromuii oOMeH CBEIECHUSIMHU
MEXJy MPUCOCTUHSIONMMCS YYaCTHUKOM OOIIEro mpolecca M y4aCTHUKAMH OOIero
polecca OCyIECTBISIETCA B COOTBETCTBUM C TEXHOJIOTHYECKUM JOKYMEHTAMM.

VI. Omucanne mpoueaypsl IPUCOSIMHECHUA K HOBOM BEpCHH 0OMIEro mpomecca

9. C natel BcTymuieHus B cuiy pemienust Komternn Komuccuu 06 yTBEp»KIEHUN HOBOM
peIaKIMi TEXHOJOTUYECKUX JIOKYMEHTOB, pErIaMeHTUpYIoNel HWHGOPMAIIMOHHOE
B3aMMOJICCTBHUE B paMKaX HOBOM BepCHUU OOILEro mpoliecca, rocyaapcTBa-4wieHbl NPHU
KoopauHaiuu KoMuccuu nmpucTynarT K BBIIOJHEHUIO NPOLEIyPbl IPUCOSIUHEHUS K HOBOU
BepcUU 0011ero npoiecca (B TeueHre 6 MecsleB ¢ JaThl Havalla BBHINOJIHEHUS MPOIEAYPHI
MPUCOEIMHEHNS K HOBOM BEpCUHU OOIIEro Mpoliecca).

10. [Ipouenypa npucoenrHEHUsS K HOBOM BepcHM OOIIEro mpoliecca 3aBeplIaeTcs
y4acTHHKaMu O0O0ILIero nmpolecca Ha OCHOBAaHMM pPE3yJbTaTOB TECTUPOBAHUS
MH(OPMAIMOHHOTO B3aUMOJICHCTBHS MEXy MHPOPMAIIMOHHBIMUA CUCTEMAMU yYaCTHUKOB
o011ero mpoiiecca Ha COOTBETCTBHME TPEOOBAHUSIM HOBOW PEAAKIIMU TEXHOJOTHYECKUX
JOKYMEHTOB.

11. IIpouenypa npucoeIMHEHHs] K HOBOM Bepcuu OOIIEro npouecca BKIYAET B ce0s
MEpONpUATHS, YKa3aHHble B NyHKTe 7 Hacrosimero Ilopsiaka ¢ ydeToMm cpoka,
IpeayCMOTPEHHOTO MyHKTOM 9 Hacrtosmero I[lopsaka. HeoOxoaumMocTh OCyIIECTBICHUS
KOHKPETHBIX MEPOIPUATHI, 32 UCKIIOUEHHEM NOoANYHKTa "e" myHkTa 7 Hactosiero [lopsaka
, OIIPENIETISIETCS YYaCTHUKOM OOIIETO MPOIECca CaMOCTOSATEIbHO.



12. Tlocne BbINOIHEHUS TPOLEAYPHI MPUCOSIMHEHHSI K HOBOM Bepcuu 001Iero mpoiecca
BCEMHM YYaCTHUKaMHM OOIIETo Mpolecca, paHee MPUCOSANHUBIIMMUCS K MPEIbIIYIIEH BEpCUH
o0uiero mpoiiecca, MOciaeaAyomuil 0OMeH CBEICHUSMU MEXIYy HHUMH OCYLIECTBISETCS B
COOTBETCTBUM C pEAaKIHEHd TEeXHOJOTMYECKUX JOKYMEHTOB, pETJIaMEHTUPYIOIINX
nH(GOPMAIMOHHOE B3aMMOICHCTBUE IPU peau3alii HOBOM Bepcuu OOIIETo mporiecca.

13. IIpeoOpazoBanue paHee chOPMUPOBAHHBIX TAHHBIX B COOTBETCTBUU C TPEOOBAHUAMHU
HOBOM pEIAKIMM TEXHOJIOTHMYECKUX JOKYMEHTOB MpPU HEOOXOJMMOCTH BBINOJHSIOTCS
KaXJIBIM YYaCTHHUKOM OOIIEro MpoIecca caMOCTOSITEIbHO (B T€UEHHE 6 MECSIEB C JaThI
HayaJia BBIIIOJIHEHUSI POLIEAYPhI IPUCOEIUHEHNSI K HOBOW Bepcuu o011ero mnpoiecca)."”.
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