YTBEPX/IEHDI

Pemennem Komneruum

EBpa3zuiickoil 5KOHOMUYECKOU KOMUCCUU
OT 20 1. Ne

INPABUJIA
HH(OPMALMOHHOT0 B3aUMOACHCTBUSA
NPH peajin3aluu CpeICTBAMU HHTEITPUPOBAHHOM HH(POPMAIMOHHOM
cucrembl EBpa3uiickoro 3k0HOMH4Y€CKOr0 cOK3a 0011ero npomecca
«@DopMHpOBaHKe, BeleHHEe U UCII0/Ib30BAHUE eIUHON HH(POPMALMOHHON
0a3bl JAHHBIX KAYeCTBEHHBIX U HEJI00POKAYECTBEHHBIX BeTEPUHAPHBIX
JIEKAPCTBEHHBIX NMPENnaparoB, a Tak:ke GajabCuPUUMPOBAHHBIX, U (HJIH)
KOHTPa()aKTHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPeENapaToB,
BbISIBJICHHBIX B PAMKAX IOCyJIapCTBEHHOI0 KOHTPOJIS U HAJ30Pa B
cepe oOpanieHnsi BeTePUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA
TEPPUTOPHUAX I'OCYAAPCTB — 4JIeHOB EBpa3uiicKOro 3KOHOMUY€ECKOr0
COI032»

I. O0mwme monoxeHus

1. Hacrosmue  IlpaBuia  pa3paboTaHbl B~ COOTBETCTBHH  CO
CHEAYIOIMMA MEXKIYHAPOJAHBIMUA JOTOBOPAMU M AKTaMH, COCTABJISIOLIAMU
npaBo EBpa3uiickoro 3k0HOMHUYECKOTO coto3a (nanee — Coros):

JoroBop o EBpazuiickoM 3kOHOMUYECKOM cot0o3¢e 0T 29 mast 2014 rona;

Pemienne CoBera EBpa3uiickoil 3KOHOMHUYECKON KOMHUCCHH OT
21 suBapst  20221. Nel «O [IlpaBunax peryaupoBaHusi oOOpamieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA TAaMOXXEHHOW TEPPUTOPUU
EBpa3uiicKoro 3KOHOMHUYECKOT'O COK03a»;;

Pemienne Kosuternun EBpa3uiickol SKOHOMMYECKONM KOMHUCCHUU OT
6 HosiOpst  2014r1.  Ne200 «O  TEXHONOTHYECKUX  JIOKYMEHTaX,

pETJIaMEHTUPYIOMUX WH(OOPMAIMOHHOE B3aMMOJICUCTBUE TPHU pealn3aIluu
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CpeICTBaMU HWHTETPUPOBAHHOW HMH(POPMALMOHHOW CHCTEMBbI BHEIIHEH U
B3aMMHOM TOPTOBJIM OOIINX MPOIIECCOBY;

Pemienne Komterun EBpa3uicKkoll SKOHOMHUYECKOM KOMHUCCUU OT
27 suBapst 2015 1. Ne 5 «O6 yrtBepxknenun IIpaBun sneKTpoHHOTO oOMeHa
JAHHBIMU B HMHTETPUPOBAHHONM HWH()POPMALIMOHHOM CHUCTEME BHEUIHEH U
B3aWMHOU TOPrOBIIN;

Pemienne Kosmernn EBpa3niickoi 3KOHOMHUYECKOM KOMMCCUU OT
14 ampenst 2015 1. Ne29 «O mepeuHe oOuMX TMPOIECCOB B pamMKax
EBpa3suiicKoro 3KOHOMHUYECKOTO COK3a U BHECEHUH U3MEHEHMs B Pemienue
Komnerun EBpaszumiickoli 3x0HOMHYECKOM Komuccuu oT 19 aBrycra 2014 r.
Neo 132x;

Pemienne Kosmernn EBpa3uiickoi 3KOHOMHUYECKOM KOMHMCCUU OT
9 utonsa 2015 r. Ne 63 «O Metoauke aHaiau3a, ONTUMHU3AIMNA, TAPMOHU3ALUN
U omMcaHusl oOUIMX MPOLECCOB B pamkax EBpa3uiickoro 3KOHOMHUYECKOTO
COI03a;

Pemienne Kosmernn EBpa3uiickoi 3KOHOMHUYECKOM KOMMCCUU OT
28 centsa0ps 2015 1. Ne 125 «OO6 yrBepxknenun Ilonmoxenuss o0 oOmeHe
ANEKTPOHHBIMHA JOKYMEHTAMHM IIpM TPAHCTPAHWUYHOM B3aMMOJECUCTBHUU
OpPraHoOB TOCYJApPCTBEHHOW BIJIACTM TOCYAApCTB — WICHOB EBpa3uiickoro
HPKOHOMHUYECKOTO COI03a MEXIy co0oil m ¢ EBpasmiickoil 3KOHOMUYECKOM

KOMUCCHUEN)).

II. OGnacTh npuUMeHEHUs

2. Hacrosimue IlpaBuiia pazpaboTaHbl B LEJISIX OMPEACIICHUS TOPsaKa
U ycrnoBud WHGOPMAIMOHHOTO B3aWMOJICUCTBHUS MEXKIYy Y4YaCTHUKaAMU
obmiero mporecca «DopMHUpOBaHKE, BEACHHUE W HCIOJIB30BAaHUE EIUHOMN
nHpopMaIMoOHHON 0a3bl JTAHHBIX KAYECTBEHHBIX M HEI0O0POKAYECTBEHHBIX

BCTCPUHAPHBIX JICKAPCTBCHHBIX npemnaparos, a TaK¥XeE
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banbcupUUUPOBaHHBIX, W  (WIM)  KOHTPAPaAKTHBIX  BETEPUHAPHBIX
JIEKAPCTBEHHBIX IPENapaToB, BBISIBICHHBIX B paMKaxX TOCYJAapCTBEHHOTO
KOHTPOJIA M HajJ3opa B cdepe oOpalieHus: BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpEIICTB Ha TEPPUTOPHUIX roCyJapCTB — YJICHOB EBpazuiickoro
PKOHOMHMYECKOI0 COro3ay (llajiee — OOIui Mpolecc), BKIIOYAsl OMUCAHUE
IPOLIEYP, BHIMOJHAEMBIX B paMKax 3TOr0 OOIIEro mpolecca.

3. Hacrosiuiue  IlpaBuia OpUMEHSIOTCS  yYaCTHUKAMHM  OOIIEro
mpoiiecca Mpu KOHTPOJIE 32 MOPSAIKOM BBITIOJIHEHUSI TIPOIIEAYP U OTepaluii B
paMKax oOIlero mporecca, a TakKe MPU MPOCKTUPOBAHUHU, pa3pabOTKe U
n0paboTKEe KOMIOHEHTOB WMH(GOPMAIIMOHHBIX CHUCTEM, OOECIIEUMBAIOIIUX

peanu3aiuio o0IIero mpolecca.

II1. OcHOBHBIE ITOHATHUA

4. JInsa ueneit HactoAmmx IIpaBuia MCHONB3YIOTCS MOHSTHUS, KOTOPHIC
O3HAYaroT CJIEAYIOUIEE:

«enuHast  wHGOpMAIMOHHAs 0a3a  MaHHBIX  KAUYECTBEHHBIX U
HEJI0OPOKAYECTBEHHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX MPEMAPATOB, a TAKXKE
banbcupuuupoBaHHbIX, W  (WIM)  KOHTpaaKTHBIX  BETEPUHAPHBIX
JIEKApPCTBEHHBIX MPENapaToB, BBIABIECHHBIX B paMKaxX TOCYAapCTBEHHOTO
KOHTPOJIA M Haj3opa B chepe oOpalieHus BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEIICTB Ha TEPPUTOPHSIX TocyaapcTB — uieHoB Coro3a (ganee — equHas 6asza
JAHHBIX )» — OOIIMN MH(POPMAIMOHHBIA PECypC, BKIIFOYAIOIINI CBEICHUS O
BETEpUHAPHBIX JICKAPCTBEHHBIX IIpernaparax, NprUu3HaHHBIX KAUYECTBEHHBIMU U
O BETEpUHAPHBIX JICKAPCTBEHHBIX IIpernaparax, B OTHOIIEHWU KOTOPBIX
YIOJHOMOYEHHBIM OPTaHOM TPHUHATO pelieHrne 00 M3BATHU U3 0OpalieHus
WM MPUOCTAHOBJICHUM OOpallleHUs Ha TaMOKeHHOM Tepputopuu Coro3a B
CBSI3M C UX HEIOOPOKAYeCTBEHHOCThIO, (danbcuduxkanuet u  (Uin)

KOHTpa(I)aKTHBIM XaApaKTCpOM HUX TPOUCXOKIACHUA TI0 PpE3yjibTaTaM
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BBIOOPOYHOIO  KOHTPOJII ~ KadyecTBa  HAaXOJAIIMXCSI B OOpallleHuu
Ha TEPPUTOPUSIX TOCYJAPCTB-WICHOB BETEPUHAPHBIX JIEKAPCTBEHHBIX
IpenapaToB  (Jajiee — CBEIEHUST O  BETEPUHAPHBIX  JIEKAPCTBEHHBIX
npenaparax);

«HALIMOHAJIbHBIA MH(OPMAMOHHBIMN pecypc» — HHPOPMALIMOHHBIN
pecypc, KOTOpbI (opMHpyeT M BeAET YIHOJHOMOYEHHBIM B cdepe
oOpanieHus BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB OpPraH rocCyJapcTBa —
yiena Coro3a (Janee — rocyAapcTBo-uieH) W (WJIM) TOJIBEIOMCTBEHHBIM
3TOMY OpraHy »3KCIEPTHOE YUYPEXKJICHHE TIocylapcTBa-wieHa (paiee —
YIOJHOMOYEHHBIM OpraH), COJAEpKalluii CBEIECHUS O BETEPUHAPHBIX
JIEKapCTBEHHBIX Ipenaparax.

[lonsiTUa «rpymnma mpouenyp oOLEero npouecca», «MHPOPMaMOHHBINA
O00BEKT OOILEro MPOILECCa», UCIOIHUTENbY, «ONepalnst OOIIEr0 MPOLEcca,
«rpolenypa OO0mIero mpolecca» W «y4acTHUK OOIIero Impoieccay,
UCIIOJIb3yeMble B HacTtoAmux [IpaBwiiax, NPUMEHSIOTCS B 3HAYCHMUSIX,
onpeneiaeHHbIX MeToaukol aHanM3a, ONTHUMHU3alUM, TapMOHMU3ALUUU U
OMMCaHUsl OOIIMX MPOLECCOB B paMkax EBpazuilckoro 3KOHOMHYECKOTO
cor03a, yTBepkKaeHHOM Pemennem Kosuternm EBpazniickor 3KOHOMHUYECKOU

komuccuu ot 9 uroasg 2015 r. Ne 63.

IV. OcHoBHBIC CBesieHHS 00 00IIeM Mmpoliecce

5. IlonHoe HaumeHoBaHue o0Omero mnpouecca: «PopMUPOBAHUE,
BEJICHUE U WCIOJb30BAHUE €IMHOW HHPOPMAIMOHHONW 0a3bl JaHHBIX
KAueCTBEHHBIX U HEAOOPOKAYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
mpenaparoB, a Takke (ambcuPUIUPOBAaHHBIX, W (WIKM) KOHTpadaKTHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENApPaTOB, BBIABICHHBIX B pPaMKax

rOCyIapCTBEHHOI0 KOHTPOJISl U Ha/a30pa B cepe oOpalieHusl BETepUHAPHBIX
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JIEKapCTBEHHBIX  CPEACTB  HA  TEPPUTOPUAX  TOCYLAPCTB — YWICHOB
EBpa3uiickoro 5KOHOMHYECKOTO COK03a».

6. KogoBoe obo3nauenue oomiero nporecca: P.SS.13, Bepcus 0.1.1.

1. Ilenu u 3amaun o61iero mporecca

7. Lensimu o6111€TO Mpoliecca SBISIOTCS:

CO3/IaHHE YCJOBUU MO OOECIEUEHUI0 OOpallleHUsT Ha TaMOKEHHOMU
tepputopun  Coro3a  KayeCcTBEHHBIX, Oe3omacHbIX H  3(P(HEKTUBHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENapaTOB;

NOBBIIICHUE Y(PPEKTUBHOCTU BBIMOJIHEHUS PYHKIIUNA YIIOJTHOMOYEHHBIX
opraHoB B cdepe KOHTpoJsi (Haa3opa) 3a oOpalleHHEM BeTepUHApPHBIX
JICKapCTBEHHBIX TpErapaToB, 3a cueT oOecreyeHus] eIMHCTBA TPEOOBAHHUM K
KayecTBYy, 0€30MacHOCTH U 3(PPEKTUBHOCTH BETEPUHAPHBIX JIEKAPCTBEHHBIX
IpenapaTroB Ha TEPPUTOPHUSIX TOCYAAPCTB-UIICHOB U UX COOJIOJICHHUSI, a TAKKE
MPUHATUS MEP, HEOOXOUMBIX JIJISl 3aIUTHI MOTPEOUTEINS OT UCTIOIB30BAHUS
HEZI0OOPOKAYECTBEHHBIX, (PaTbCUPUIIMPOBAHHBIX U (WIH) KOHTpadaKTHBIX
BETEPUHAPHBIX JICKAPCTBEHHBIX MPEMapaToB.

8. Jlna moctukeHust 1esneil o0Iero mpoiecca He0oOXOOUMO PEIIUTh
CJIEIYIOIIME 3a/1a4u:

a) obecrieuuTh (GopMHUpOBAHHE W BEJEHHWE TIOJHOM W aKTyaJlbHOU
eanHOW 0a3bl JaHHBIX HA OCHOBE HWH()POPMAIMOHHOTO B3aUMOJICHCTBUS
MEXK]Y YIIOJJHOMOYEHHBIMU OpraHaMu W EBpasuiicKol 3KOHOMUYECKOU
komuccueit  (mamee — Komuccns) mpu  opraHuzaniud W TIPOBEICHUU
BBIOOPOYHOTO KOHTPOJIS KauecTBa HAXOMISIIUXCS B oOpalieHud Ha
TEPPUTOPUAX  TOCYAAPCTB-YICHOB BETCPUHAPHBIX  JICKAPCTBEHHBIX
penapaTos;

0) obecrieynTh MONYYCHHE YIMOJTHOMOYCHHBIMA OpPTaHaMH IO 3arpocy

CBEICHUN U3 €IUHON 0a3bl JaHHBIX,
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B) oOecnieuuTh omyOauKoBaHue Ha MHPpopmanmoHHOM noptaie Corosa
aKTyallbHBIX M JIOCTOBEPHBIX CBEIECHHUW O pe3yJbTaTax BBIOOPOYHOTO
KOHTPOJIS KadyecTBa HAXOMAIIUXCS B OOpalleHWd Ha TEPPUTOPHUSIX
rOCy/IapCTB-WICHOB BETCPUHAPHBIX JICKAPCTBEHHBIX MPENapaToB U3 CIMHON
0a3bl TaHHBIX JIJIS BCEX 3aMHTEPECOBAHHBIX JIUIl C BOBMOYKHOCTBIO ITOWCKA M
MPEIOCTABIICHUS] CBEJACHUW 110 3aJaHHBIM IMapaMeTpaM, MPOCMOTPA,
BBITPY3KM W COXPAaHEHHS CBEJIEHWA B OMNpEIENCHHBIX (opMarax,
obopmiIcHUS TIOANUCKH Ha OOHOBJICGHHE CBEACHUN WH(POPMAIMOHHOTO
noptana Coro3a U onepaTuBHOTO HHOOPMUPOBAHHUS 3aMHTEPECOBAHHBIX JIHII;

r') 00eCIIeYnTh HCIIONB30BaHWE YYaCTHHKAMHU OOIIero mporecca

€ ANHbIX KJ'IaCCI/I(bI/IKaTOpOB H CIIPaBOYHHKOB.

2. YdacTHuKH 00111eT0 Impoiiecca

9. [lepeyenn y4acTHUKOB 00IIIETO MpoIecca MpuBeeH B Tadbmuie 1.

Tabaunma 1
[lepedyeHsb yuacTHUKOB OOIIIETO MpoIecca
Konosoe Haumenoanue Onucanue
o0o3HaUYeHUE
1 2 3
P.ACT.001 Komuccus oprat Coro3a, KOTOpbIi

OCYULIECTBJISIET:
dbopMupoBaHUe U BeICHNE
€IMHOI 0a3bl JAHHBIX, a TAKIKE
OMnyOJIMKOBaHUE CBEICHUI U3
eIUHOU 0a3bl TaHHBIX HA
uH(GOPMAIMOHHOM TOpTalie
Coro3a; mpeocTaBICHHE
CBEJIEHUH U3 eQUHON 0a3bl
JTAHHBIX B YIIOJTHOMOYEHHBIN
Opras 1o 3arpocy
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Konosoe HaumenoBanue Onucanue
o0o03HaYeHHE
1 2 3
P.SS.13.ACT.001 YIOJIHOMOYEHHBIN OpraH YIOJTHOMOYEHHBIN OpraH

rocy/1apcTBa-uieHa, KOTOPbIN
OCYILIECTBIISIET:

dbopMupoBaHue U BeICHNE
HAI[MOHAJIBHOTO
UH(POPMALIMOHHOTO pecypca;
MIPEJCTABICHUE CBEICHUI O
BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenapatax B Komuccuro ans
dbopMHUpOBaHUS €TUHON Oa3bl
JAaHHBIX;

MOJyYEHHE CBEJICHUI U3 €IMHOU
0a3bl JaHHBIX T10 3aMPOCY

P.SS.13.ACT.002 3aMHTEPECOBAHHOE JIULIO du3nUecKoe WK IOPUINIECKOE
JIMLIO, & TAK)KE TPEIICTaBUTEIH
OpraHoOB roCyJapCTBEHHON
BJIACTH TOCY/IapCTB-UICHOB,
3aIpamruBaroIIre 1 MOTyJarolne
CBEJICHUS U3 €JMHON 0a3bl
JaHHBIX Ha HHPOPMAIIMOHHOM
nopraine Coro3za

3. CTpykTypa o0iiero mpoiiecca

10. O0muii mporiecc MpeaCcTaBIsSIET COO0M COBOKYMHOCTh MPOLEAYP,
CTPYIIIHPOBAHHBIX MO CBOEMY HAa3HAUYEHUIO:

a) mpouenypsl «lIporeaypsl GpopMupoBanus U BeACHUS €IUHON 0a3bl
nanaeix» (P.SS.13.PGR.001);

0) npouenypsl «lIpomeaypbl MoaydeHus CBEACHUN, COJIEPIKALIUXCI B
equHoi 6a3e manHbIx» (P.SS.13.PGR.002).

11. Ilpu BbIMOTHEHUH MPOLEAYP OOIIEro Mpolecca YNOJIHOMOYEHHbIE
OpraHbl MPEIOCTABISAIOT CBEIACHUS I (POPMUPOBAHUSA W BEACHUS €IUHON
0a3bl JAaHHBIX, COJIEpPKAIIECH CBEIECHHS O BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparax ¥ NpeACTaBlICHHE YKa3aHHBIX CcBejieHu B KoMwuccuio B mesix

(1)0pMI/IpOBaHI/I$I N BCACHUA eI[HHOfI 0asbl JaHHBIX, a4 TaK¥XKC OHY6JII/IKOBaHI/I$I
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CBEJICHUM M3 eauHOM 0a3bl JaHHBIX Ha MH(popMamumoHHOM mopTaie Corosa
JUIsL 3aMHTEpecOBaHHBIX Jull. Komwuccus oOecreuuBaeT MpeoCTaBICHUE
CBEJICHUH U3 €IMHON 0a3bl JAHHBIX YIIOJIHOMOUYEHHBIM OpPTaHaM I10 3arpocy.
12. [IpuBeneHHoe  omMcaHUE  CTPYKTYphl  0OImIero  mpoiecca

MPEJICTABICHO HA pUCYHKE 1.

«Yuactuey, [Tpouenypsl «Yyactue»
(dhopMupOBaHUS U BEACHUS

eIUHON 0a3bl JaHHBIX
(P.SS.13.PGR.001)

«Yyactuey «Yyactuey)

Komuccus
(P.ACT.001)

Y1o1HOMOYEHHBIN
oprax
(P.SS.13.ACT.001)

[Tpouenypsl mosyyeHus
CBEJECHUM, COJIEPIKALIUXCS
B €IMHON 0a3e JaHHbBIX
(P.SS.13.PGR.002)

Puc. 1. Ctpykrypa obuiero mporuecca

13. ITopsimok BBITIOJTHEHUSA MpOLEAYP o011ero npolecca,
CTPYIIIMPOBAHHBIX IO CBOEMY HA3HAYEHWIO, BKJIIOYAS JIETAIU3UPOBAHHOE
ONMCaHuE onepanuu, npuseneH B pasaene VI nacrosmux [Ipasu.

14. Ilnsg xaxmoW Trpynmbl TpoOLEIyp MTPUBOAUTCS OO0IIas cxema,
JEMOHCTPUpYIOIIas CBSI3M MEXAYy MpoueaypaMHu oOIlero mpoiecca u
NopsiIoOK WX  BbioHeHUs. OOmas cxema Mpoleayp IOCTpoeHa ¢
ucrnosb3oBanueM rpaduueckoit Hotaumun UML (yHuUbUUMPOBAHHBINA S3BIK
moxaenupoBanus — Unified Modeling Language) u cHa0XeHa TEKCTOBBIM

OIINCAHHUCM.
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4. I'pynna nipouenyp «IIpouenypsl popmupoBaHus U BeICHUS €AUHON 0a3bl
nanubix» (P.SS.13.PGR.001)

15. Beimosinenue mnporeayp GOpMUPOBAHHMS W BEACHUSA €AUMHON 0asbl
JAHHBIX HAYMHAETCA NpH NoiydyeHHuH Komuccuend OT yHOJIHOMOYEHHOTO
OpraHa CBEJECHHM O BETEPUHAPHBIX JIEKAPCTBEHHBIX IMpenaparax s
0OHOBJIEHHUS €QUHON 0a3bl JaHHBIX.

[Ipu mnpencraBieHUW YHOJIHOMOYEHHBIM oOpraHoM B Kowmwuccuro
CBEJICHUI O BETEPUHAPHBIX JICKAPCTBEHHBIX MpernapaTrax /Jis BKIIOUCHUS B
eINHYI0 0a3y JaHHBIX BBIMOJHSAETCS Tporeaypa «BkiroueHue CBEICHHU B
ennnHyto 6a3y nanubix» (P.SS.13.PRC.001).

[Ipy mnpencraBieHUW YHNOJIHOMOYEHHBIM oOpraHoMm B Kowmwuccuro
W3MEHCHHBIX CBEJICHUI O BETEPUHAPHBIX JICKAPCTBEHHBIX Ipernaparax s
BHECEHUS M3MEHEHUN B €JMHYI0 0a3y JaHHBIX BBIMOJHSETCS MpoIeaypa
«M3MeHeHne CBEACHUM, COACpKAIMMXCA B eAMHOM 0a3e  JTaHHBIX»
(P.SS.13.PRC.002).

IIpencraBnenue  yka3aHHBIX  CBEICHUWA  OCYLIECTBISIETCS B
COOTBETCTBUU C PermamMmeHTOM MHGOPMAIIMOHHOTO B3aUMOJICUCTBUS MEXTY
YIIOJJHOMOYEHHBIMH ~ OpraHaMH  TOCYJAapCTB — 4J€HOB  EBpa3uiickoro
DKOHOMHYECKOr0 COK3a U EBpa3HiiCKONM SKOHOMHUYECKOW KOMHMCCHUEUW IIpHU
peanu3alnud CpeACTBAaMU HMHTETPUPOBAHHOW HWH(POPMAIIMOHHON CHUCTEMBI
EBpa3zuiickoro s3KOHOMHUYECKOTO cOr03a o01ero npoiecca «@opMUpOBaHUE,
BEJICHUE U WCIOJb30BAHUE €IMHOW HHPOPMALMOHHONW 0a3bl JaHHBIX
KAa4eCTBEHHBIX M HEI0OPOKAYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
mpenaparoB, a Takke (QanbcupUIUPOBaHHBIX U (WiIM) KOHTpadaKTHBIX
BETEpPUHAPHBIX JIEKAPCTBEHHBIX IMPENApPATOB, BBIABICHHBIX B paMKax
roCyJIapCTBEHHOT'O KOHTPOJISI M Ha/130pa B cpepe oOpalieHrs BeTepruHaApPHBIX
JIEKapCTBEHHBIX  CPEACTB  HAa  TEPPUTOPUAX  TOCYJAPCTB — YICHOB

EBpa3uiickoro 3KOHOMHMYECKOTO COK03a», YTBEPKICHHbIM Pemenuem



10

Komnerun EBpasuiickoit sxoHomudeckoit komuccuu oT 20 r. Ne (manee —
PernamenT nH(popMamoHHOTO B3aUMOICHCTBUS).

dopmMaT U  CTPYKTypa MPEACTABISEMBIX CBEICHUM  JOJDKHBI
cooTBeTCTBOBaTh Omnucanuio (QoOpMaToB U  CTPYKTYpP  DJIEKTPOHHBIX
JIOKYMEHTOB W CBEJICHUMN, HUCIOJB3YEMbIX [Ji1 peaii3alldd CpelICTBAMU
VHTETPUPOBAHHOMN UH(OPMaAMOHHOM CHUCTEMBI EBpasuiickoro
PKOHOMMYECKOI0 coro3a obiiero mnpouecca «DopMupoBaHue, BeICHUE U
UCIOJIb30BaHUE €IMHOW MH(POPMAIIMOHHOW 0a3bl JTaHHBIX KAUYE€CTBEHHBIX U
HeZJ00POKAaYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE
banbcupuuupoBaHHbIX W (WIM)  KOHTpadakTHBIX  BETEPUHAPHBIX
JIEKApPCTBEHHBIX IPENapaToB, BBISIBICHHBIX B paMKaxX TOCYJAapCTBEHHOTO
KOHTPOJISI U Haj3opa B chepe oOpallleHusi BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpEACTB Ha TEPPUTOPUSIX rOCyJIapCTB — YWICHOB EBpazuiickoro
DKOHOMHUYECKOIO  CO3a»,  yTBepxkIacHHOMY  Pemenunem  Komterumn
EBpa3uiickoil skoHOoMHuueckord komuccur ot 20 r. Ne (manee — Omnucanue
dhopMaToOB U CTPYKTYP IJIEKTPOHHBIX JOKYMEHTOB U CBEJICHMUI).

16. [IpuBenennoe omucanue Tpynnbl  npouenyp  «lIpouemyps
dbopMupoBanus W BeaeHus eauHod 0a3bl maHHBIX» (P.SS.13.PGR.001)

IIPEJICTABIICHO HA PUCYHKE 2.
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«YyacTtuey «Yyactuey

Bxirouenue cBeneHuii B
eIuHY10 0a3y JaHHBIX
(P.SS.13.PRC.001)

«Yuactuey «Yyaactuey

Komuccus

Y1on1HOMOYEHHBINA
(P.ACT.001)

oprax
(P.SS.13.ACT.001)

HN3menenue cBecHUM,
coAepKaIIMXCsl B €IUHOMN
0ase IaHHBIX
(P.SS.13.PRC.002)

Puc. 2. O6mas cxema rpymisl npoueayp «IIporeaypbl popMupoBaHus 1 BEACHUS €IUHON 0a3bl
nanubix» (P.SS.13.PGR.001)

17. Ilepeyens mpoueayp oOOIIEro mpolecca, BXOIAIIUX B TPYyHIY
npouenyp «lIpouenypst hopmupoBaHuss U BEICHUS] €IUHON 0a3bl JAHHBIX)»

(P.SS.13.PGR.001), mpuBeneH B Tabautie 2.

Ta0muna 2

[Tepeuens mpoueayp oOiero nporecca, BXOASAIMMX B TPy MPOLEIyp
«IIpouenypsl GopMUpOBaHUS U BEACHUS €IUHON 0a3bl TaHHBIX»
(P.SS.13.PGR.001)

Konosoe HanmenoBanue Onucanue
0003HauCHHE
1 2 3
P.SS.13.PRC.001 BKJIFOYEHUE CBEICHUN B €JUHYIO | B IIPOLIECCE BBIOTHEHUS
0a3y JaHHBIX MPOLIEYPhl YIIOJTHOMOUYEHHBIM

OpPTraHOM OCYIIIECTBIISIETCS
npecTtaBieHue B Komuccuro
CBEIICHHI O BETEpUHAPHOM
JIEKapCTBEHHOM IIperiapare s
BKJTFOUCHUS B €IUHYIO 0a3y
JTAHHBIX
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Konosoe
0003HaYeHue

HanmenoBanue

Onucanue

1

2

3

P.SS.13.PRC.002

H3MCHCHHE CBEICHMH,
coJiepKaluxcs B €IMHON 0aze
JIAHHBIX

B [IPOLIECCE BBINOJIHEHUS
MPOLEAYPHI YIOJHOMOYEHHBIM
OpraHOM OCYLIECTBIISAETCS

npejcraBiaenue B Komuccuio
CBEIICHUI O BETEPUHAPHOM
JIEKapCTBEHHOM Ipenapare Jjist
BHECCHUS U3MEHEHUU B CAUHYIO
0a3y TaHHBIX

5. I'pynma mporienyp «IIporieaypbl HOMTy4deHUS CBECHUM, COACPIKAIITUXCS B
equHoi 6a3e manHbIx» (P.SS.13.PGR.002)

18. ITpouemypsl NpeacTaBICHUS CBEICHUN, COACPXKAIIUXCS B €OUHOU

0a3ze JaHHBIX, HA4YMHAIOTCSI C MOMeHTa mnoiydeHus Komwuccuei,
COOTBETCTBYIOLIETO 3aIpOca OT YIOJIHOMOYEHHOTO OpraHa.
B pamMkax  BBINOJHEHHS  OPOUEAYpP  IIOJYYEHUS  CBEICHUM,

COJICpIKAIUXCS B €IMHOM 0a3e JIaHHBIX 00pabaThIBAIOTCS CICAYIOIIUE BUJIbI
3aIpOCOB:

3alpoCc CBEACHMM O JaTe W BPEMEHH OOHOBJICHUS CAWMHON O0asbl
JIAHHBIX

3ampoC CBEACHUN U3 €UHON 0a3bl TaHHBIX;

3apoC U3MEHEHHBIX CBEJICHUMN U3 €IMHOM 0a3bl JaHHBIX.

3anpoc CBEJEHUM O JlaTe U BpeMEHU OOHOBJICHUS €IMHOM 0a3bl JAHHBIX
BBITOJIHAETCS] YIIOJTHOMOYEHHBIM OPraHOM B IIEJISX OLICHKM HEOOXOJIUMOCTH
CUHXPOHM3AIMN XPAHAIIMXCS B HAIMOHAIBHOM HMH(MOPMAITMOHHOM pecypce
YIIOJJHOMOYEHHOIO OpraHa CBEJICHUM O BETEPUHAPHBIX JIEKAPCTBEHHBIX
mpernaparax co CBEJACHUSMH, XpaHSAIIUMHUCS B eauHON Oa3e maHHbIX. [lpu

OCYHICCTBIICHUH YKA3aHHOT'O 3aIllpOCa BBIMMOJHACTCA IIpoucaypa «HOJ’IY‘ICHI/IC
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CBEICHHM O Jare W BpPEeMEHH OOHOBJEHMUS €IMHOM 0a3bl JTaHHBIX»
(P.SS.13.PRC.003).

3anpoc CBEIEHMM W3 €IMHOM 0a3bl JAHHBIX BBITIOJHACTCS C IEIbIO
MOJTYYCHHS YIIOJHOMOYEHHBIM OpPTraHOM aKTYaJlbHBIX CBEJICHHH 000 BceX
BETEpPUHAPHBIX JICKAPCTBEHHBIX Ipenaparax, XpaHAIIUXCS B €AUHON 0ase
JTAHHBIX, IO BCEM IOCYIApCTBAM-WICHAM WJIM 0 KOHKPETHOMY TOCYyAapCTBY-
yjieHy (rocyaapcTBaM-ujeHaM) B 3aBUCMMOCTH OT YCJIOBUM 3ampoca.
Ceepnenus, cojiepkaiiyecss B €IMHOW 0a3e JaHHBIX, 3alpalluBarOTCA 100 B
MOJTHOM 00BeMe, MO0 MO COCTOSTHUIO Ha OMPEACIICHHYIO 1aTy U Bpems. [Ipu
OCYIIIECTBIICHUU YKA3aHHOTO 3aIlpoca BINOJHIETCS npoueaypa «llomydyenue
cBeJeHUM n3 enuHoM 0a3bl JaHHbIX» (P.SS.13.PRC.004).

3anpoc M3MEHEHHBIX CBEJICHUI U3 €IMHOUN 0a3bl JaHHBIX BBIMOJHICTCS
C LEJIbI0 MOJYYEHUSI YIIOJTHOMOYEHHBIM OPTaHOM HM3MEHEHHBIX CBEICHUU O,
BETCpUHAPHBIX JICKAPCTBEHHBIX IIperaparax, XpaHsAIUXCS B €IMHOM Oase
JMaHHbIX. [Ipy BBITIOJIHEHWM 3aIpoca MPEACTABIISIIOTCS U3MEHEHHBIC CBEICHMUS
U3 €IMHON 0a3bl TaHHBIX, J0OABICHUE WM U3MEHEHUE KOTOPHIX MPOU3OILIH
3a TEepUoJ OT JaTbl M BPEMEHHU, YKa3aHHBIX B 3ampoce, OO0 MOMEHTa
BBITIOJTHEHUsI 3arpoca. V3MeHeHHBIE CBEACHUS W3 CAMHON 0a3bl JaHHBIX
MPEACTABISIOTCS MO BCEM TOCYJIapCTBaM-WICHAM WA 1O KOHKPETHOMY
rocyapcTBy-ujeHy (rocyaapcTBaM-4yjeHaMm), B 3aBUCUMOCTH OT YCJIOBUH
3anpoca. [Ipum ocymiecTBieHMrM 3ampoca  BBINOJHSETCS — IpoLeaypa
«IlonyyeHre W3MEHEHHBIX CBEACHUM U3 €AUHOM 0a3bl  JaHHBIX»
(P.SS.13.PRC.005).

IIpencrasnenue YKa3aHHBIX CBEJICHUIM OCYIIECTBIISIETCS B
COOTBETCTBUU ¢ Pernamentom nHpopManimoHHOTO B3auMoAeicTBus. dopmat
U CTPYKTypa YKa3aHHBIX CBEJICHUM JOJKHBI COOTBETCTBOBaTH ONHMCaHUIO

q)OpMaTOB N CTPYKTYP OJICKTPOHHBIX NOKYMCHTOB U CBG)IGHI/II\/’I.
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19. IlpuBenennoe  omucanue rpymnnsl  Opouenyp  «lIpouemyps
MOJYYCHHUS] CBEJICHUHM, CoOAepXKaluxcsi B €IUHOW 0a3e  JaHHBIX»

(P.SS.13.PGR.002) npencraBieHo HA pUCYHKE 3.

[Tonydyenue cBeICHUM O
JaTe U BpEMEHU
OOHOBIIEHUS €IMHOMI
0a3bl JaHHBIX
(P.SS.13.PRC.003)

«YyacTtue» /\ «YyacTtue»

[Tonydenue cBeneHui u3
eMHON 6a3bl JTaHHBIX

(P.SS.13.PRC.004)

«YuacTtuey «YyacTue»

Komuccus
(P.ACT.001)

VYOITHOMOYEHHBIN
opraH

«Yuactue» (P.SS.13.ACT.001)

«YyacTtue»

[ToryueHnre n3MEHEHHBIX
CBEJICHUN U3 €TUHOU
0a3bl JaHHBIX
(P.SS.13.PRC.005)

Puc. 3. O6mas cxema rpynmsl npoueayp «lIpouemypbl nojqydeHus CBEASHUM, COIEPKAIIUXCS B
enuHoi 6aze nanubix» (P.SS.13.PGR.002)

20. [lepeuenr mporeayp oOIIEro mpolecca, BXOMANIAX B TPYIITY
npouenyp «lIpoueaypsl moaydeHus: CBEICHHM, COAEpKAIIUXCS B €IUHOU

0a3e nanubix» (P.SS.13.PGR.002), npuBeaen B Tadmuiie 3.
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Tabnuua 3

[lepeuenb nporueayp 00IIEero Mporecca, BXOIAIIUX B TPYIITy IPOLEAYP
«IIpoueaypsl moTydeHUs CBEJICHHH, COIEPKAIIUXCS B €MHON 0a3e TaHHBIX)
(P.SS.13.PGR.002)

Konosoe HaumenoBanue Onucanue
0003HaUYeHNE
1 2 3

P.SS.13.PRC.003

MOJIyYeHHE CBEICHHUI O aTe U
BpeMeHHU OOHOBJICHHS €IMHOM
0a3bl JAHHBIX

B IIPOLIECCE BBIMTOJIHEHUS
IPOLEAYPHI OCYIIECTBISAETCS
OLIEHKa HEOOXOTUMOCTH
CUHXPOHHU3ALUHU CBEIEHUN O,
BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparax, XpaHsIuxcs B
HAI[MOHAJIbHOM
nH(GOPMAIMOHHOM pecypce
YIIOJTHOMOYEHHOI'O OpraHa, co
CBEICHUSIMH, COJICPKALTUMUCS B
eANHOMN 6a3e TaHHBIX

P.SS.13.PRC.004

MOJIyYEHUE CBEACHUN U3 €IUHON
0a3bl JAaHHBIX

B IIPOLIECCE BBIITOJIHEHUS
IIPOLEAYPHI YIIOJIHOMOUYEHHBIM
OpraHOM OCYLIECTBIISETCS
IIOJIY4EHHE T10 3aIpOCy CBEACHUI
0 BETEPHHAPHBIX JIEKaPCTBEHHBIX
npenaparax, Coaep Kalluxcs B
eIMHON 0a3e JaHHBIX

P.SS.13.PRC.005

MOJy4YEeHUE U3MEHEHHBIX
CBEJICHUN U3 €QUHOI 0a3bl
JTAHHBIX

B IIPOLIECCE BBHIMTOJIHEHUS
pOUEaYPHI YIIOJTHOMOYEHHBIM
OpPTaHOM OCYIIIECTBIISETCS
CUHXPOHM3AIIHS CBEJICHUH O
BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenaparax, XpaHdamunuxcsa B €ro
HAaIlMOHAJIBHOM
uH(GOPMAIIMOHHOM pecypce, Co
CBEICHUSIMH, COJICPIKAITUMUCS B
eIMHON 0a3e JaHHBIX
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V. NudopmanmoHHble 00bEKTHI OOIIETO Mpolecca

21. Ilepeuenb MHGPOPMALMOHHBIX OOBEKTOB, CBEAEHUS O KOTOPBIX HIIU
U3 KOTOPBIX MEpPENaroTcsi B mpolecce MHPOPMALKUOHHOTO B3aUMOICHCTBUS

MEXy Y4acTHUKaMH OOIIETo IMpoliecca, MpUBeeH B Tabdmuiie 4.

Tabnuua 4
[lepeuens nHPOPMALMOHHBIX 0OBEKTOB
Konosoe HanmenoBanue Onucanue
o0o3HaUYeHUE
1 2 3
P.SS.13.BEN.001 CBEICHMSI €IMHON 0a3bl JaHHBIX | CBEJIEHUS O BETEPUHAPHBIX
JICKapCTBEHHBIX MpernapaTax,

MIPE/ICTABIISICMbIC
YIIOJTHOMOYEHHBIM OPTraHOM JIIsI
(GbOopMUPOBAHUS U BEACHUS
€IMHOI 0a3bl JaHHBIX U
3anpaniMBacMbie
YIIOJTHOMOYEHHBIM OPraHOM U3
€IMHOI 0a3bl JAaHHBIX
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VI. OTBeTCTBEHHOCTh YYaCTHUKOB OOIIETO Mpolecca

22. llpuBneyenne K  JUCHHUIUIMHAPDHOM  OTBETCTBEHHOCTH 34
HECOOII0/ICHHE TpeOOBaHUH, HaIlpaBJICHHBIX Ha obecrnieueHue
CBOCBPEMEHHOCTH M TIOJIHOTHI II€peJayd CBEACHUN, YYacCTBYIOLIUX B
UH(OPMALIMOHHOM B3aUMOJICUCTBUN JODKHOCTHBIX JIML M COTPYAHHMKOB
Komuccun, ocymectBisieTcss B cooTBeTcTBUU C JloroBopoMm o EBpaszuniickoMm
DKOHOMMYECKOM co103¢ OoT 29 mas 2014 roga, MHBIMHU MEXAYHAPOIHBIMU
JOTOBOPaMU M aKTaMH, COCTaBJIAIOMKUMU IpaBo Coro3a, a JOJKHOCTHBIX JINLL
U COTPYAHHUKOB OpPraHOB I'OCYJAapCTBEHHOM BJIACTU T'OCYIApPCTB-WICHOB — B

COOTBCTCTBHUHU C 3dKOHOAATCILCTBOM I'OCYAapCTB-YJICHOB.

VII. CripaBoYHMKH U KJIaCCUPUKATOPHI 0OIIETo Mmpoliecca

23. [lepeuenb CHpaBOYHUKOB M KiIacCH(PUKATOPOB 0OIIETro mpoiiecca

MPUBEJICH B Ta0IUIIE 5.

Tabnuua 5

[lepedeHn cipaBOYHUKOB U KJIaCCU(PUKATOPOB OOIIETO Mpoiiecca

Konosoe HaumenoBanue Tun Onucanue
0003HaueHHe
1 2 3 4
P.CLS.016 CIPaBOYHUK CIIPABOYHUK COJIEPKUT MEPEUYEHb
MEXTyHaPOIHBIX KOJ/IOB U
HEeNaTeHTOBAHHBIX HaMEHOBaHUN
HauMEHOBaHUM BXOJIAIIUX B COCTAB
JIEKapCTBEHHBIX JIEKapCTBEHHBIX
CpeAcCTB IpernapaToB
(bapMareBTUYeCKIX
cyOcTaHInii
P.CLS.019 MEXKyHApOIHBIN KJaccupukaTop COJIEPXKUT IIEPEUECHD
KJIaccu(puKaTop cTpaH KOJIOB U
MHpa HAaUMEHOBAHWUN CTPaH
MHpa B COOTBETCTBUU C
ISO 3166-1
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Konosoe HaumenoBanue Tun Onucanue
o0o03HaYeHHE
1 2 3 4
P.CLS.041 HOMEHKJIaTypa KJ1accuukarop COJICP)KUT MEPEUYCHB
JIeKapCTBEHHBIX (OpM KOJIOB U
HAaNMEHOBAHUH
JIEKapCTBEHHBIX (POpM
P.CLS.054 KiaccuukaTop KJaccuukarop COZICPIKUT TIepeueHb
OpraHU3aIOHHO- KOJIOB U
MIPaBOBBIX POPM HAaUMEHOBAHUM
OpraHHU3aIOHHO-
MIPAaBOBBIX POPM
P.CLS.068 CIIPAaBOYHUK METOJIOB CIIPABOYHMK COJICP)KUT MEPEUYCHB
UACHTUDUKAIH KOJIOB U
XO3AHUCTBYIOIINX HaVMEHOBAHUI
CyOBEKTOB METOJIOB
UIeHTU(DHUKAITAN
XO35MCTBYIOIUX
CyOBEKTOB
P.SS.06.CLS.012 IIepeYeHb CTaTyCOB CIIPABOYHUK COJIEPKUT MEPEUYEHb
BETEPUHAPHBIX CTaTyCcOB
JIEKapCTBEHHBIX BETEPUHAPHBIX
MIpernapaToB WK UX JIeKapCTBEHHBIX
cepuit IIpenapaToB Wi UX
cepui
P.SS.13.CLS.001 CIIPaBOYHUK CIIPABOYHMK COJIEPKUT MEPEUYEHb
nokas3areJien KOJIOB U
HECOOTBETCTBUS HaMEHOBaHUH
KayecTBa BXO/JISIIIIUX B COCTaB
BETEPUHAPHOTO JIEKapCTBEHHBIX
npernapara IIpernapaToB
(bapMareBTUYECKIX
cyOCTaHIHi
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VIIL. ITpoteaypsl obiiero mpoiiecca

1. IIpouenyps! «IIpoueaypsl popMupoBaHUs U BEACHUS €AMHOM 0a3bl
nanaeix» (P.SS.13.PGR.001)

[Iponenypa «BxiroueHre cBeicHUN B €AMHYI0 0a3y JTaHHBIX)
(P.SS.13.PRC.001)

24. Cxema BBINOJHEHHS NpoLeayphl «BKIOUEeHUE CBEACHUM B €IMHYIO

0a3y ganubix» (P.SS.13.PRC.001) npencraBneHa Ha pucyHke 4.

:YTIOJTHOMOYEHHBIH OpraH :Kommuccens

!

IIpencraBnenue cBeeHU 1Tl BKITIOYSHHS B
€uHy0 0a3y JaHHBIX
(P.SS.13.0PR.001) J

:CBEJICHUS €MHOM 0a3bl JaHHBIX
[cBenmeHns HATIpaBIICHB]

. [ IMonyuenue u 06paboTKa CBEICHU ISt
:CBEJICHUsI eMHOMN 0a3bl JaHHBIX
[CBeJICHIA BRITIOYCHE] BKJIIOYEHHS B UHYIO 0a3y JaHHBIX
L (P.SS.13.0PR.002)

OnyOnrMKOBaHUE CBEICHHH,
BKJIFOUCHHBIX B CIHHYIO
0a3y JaHHBIX

(P.55.13.0PR.003) (P.SS.13.0PR.004)

;

Puc. 4. Cxema BbINoNHEHUS NTpoLieyphl «BKitoueHne cBeieHni B eAMHYI0 0a3y JTaHHBIX»
(P.SS.13.PRC.001)

[Tony4eHue yBeomMieHus O pe3yibTaTax
BKJIIOYEHHS CBEACHUM B €IMHYI0 0a3y JaHHBIX

25. Ilponienypa «BxirodeHue CBEACHUM B €IUHYIO 0a3y JaHHBIX)»
(P.SS.13.PRC.001) BbIMOJHAETCA NOpH MPEACTABICHUU YIIOJIHOMOYEHHBIM
opranoM B Komuccuro cBefeHUd O BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparax.

26. IlepBoii BeImonHsieTCs onepanus «lIpeacraBieHue cBeneHUn s

BKJIIOUYEHUS B enuHyto 0a3y maHHbix» (P.SS.13.0PR.001), B pe3ynbrare
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BBITIOJTHEHUSI KOTOPOW YMOJHOMOYEHHBIM OpraHoM (GOpMUPYIOTCS U
HarnpaBJisitorcsi B KoMHUCCHIO CBEICHUS O BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenaparax sl BKIIOUCHHs B €MHYI0 0a3y TaHHBIX.

27.1Ipu nonyuyenun Komuccuerd cBeAEeHHI O BETEPUHAPHBIX
JIEKApCTBEHHBIX TIpenaparax s OOHOBJIGHHS €IUHOW 0a3bl JTaHHBIX
BbINIOJTHsIeTCsT  onepanust  «llonmyueHnne u  00paboTka CBEACHUN A
BKJIIOUEHUSI B eAuHyro 0a3y nanubix» (P.SS.13.0PR.002), B pesynbrare
BBIIIOJIHEHHUSI KOTOPOM CBEAEHUA O BETEPHUHAPHBIX JIEKAPCTBEHHBIX
mpenaparax BKIIOYAIOTCA B €AUHYI0 0a3y JaHHBIX. YBEIOMJICHHE O
pe3yibTarax BKJIIOYEHHUSI CBEJICHUN B €AuHYI0 0a3y JaHHBIX MEpPenacTcs B
YIIOJJHOMOYEHHBIN OpraH.

28.IIpu mnosy4eHUH YIOTHOMOYEHHBIM OPTraHOM YBEJOMJICHUSI O
pe3yibTaTax BKJIIOYEHHUS CBEJACHUN B €AMHYIO0 0a3y JAaHHBIX BBIMOJIHSIETCS
onepanus «[lomydyeHue yBenoMIIEHUS O PE3YJIbTaTaX BKIFOUEHHUS CBEJICHHI B
enuHyto 0a3y nanabix» (P.SS.13.0PR.003), B pe3ynbTare BBITIOJTHEHUS
KOTOPOM OCYILIECTBIIAETCS MPUEM U 00paboTKa YKa3aHHOT'O YBEJIOMJICHHUS.

29. B ciuyuae BbinonHeHus omnepanuu «llomydenue u 006padboTka
CBCJICHWI JJIS BKJIIOYCHHUS B eauHyro 0a3y maHabix» (P.SS.13.0PR.002)
BBITIONIHSIETCST  omeparusi  «OmyOnuKoBaHWE CBEACHUM, BKJIIOYEHHBIX B
enqnHyto 0a3y nanabix» (P.SS.13.0PR.004), B pe3ynbTare BBITTOJTHEHUS
KOTOPOM CBEJEHHUSI O BETEPUHAPHBIX JICKAPCTBEHHBIX Mpernaparax,
nyOJIMKyrOTCS HAa nH(popMannoHHoM noprajne Corosa.

30. Pe3ynbpraToM BBINOJHEHUS MPOLEAYpbl «BKIOYEHHE CBEICHUN B
equnyto 60a3y gaaHbx» (P.SS.13.PRC.001) sBnsieTcs BKIFOUCHHUE CBEACHUM O
BETEpPUHAPHBIX JIEKAPCTBEHHBIX IMIpenaparax B €AUHYI0 0a3y JaHHBIX H
onyOJIMKOBAaHWE CBEACHUU €IWHOW O0a3bl JaHHBIX Ha HWHQPOPMAIMOHHOM

noptaje Coro3sa.



21
31. Ilepeyenp omeparuii 00IEro Mpollecca, BBHIMOJHAEMBIX B paMKax

npoueaypsl  «BxirodueHue  cBeeHUM B eIMHYH0  0a3y  JaHHBIX»

(P.SS.13.PRC.001), npuBesneH B Tabsuiie 6.

Tabmnuia 6

[Tepeuens omneparnuii 00IIETO MPOIECCa, BHIMOJHIEMBIX B paMKaX MPOLETYPhI
«Bxirouenue cBefieHuit B equnyto 6a3y nanueix» (P.SS.13.PRC.001)

Konosoe HaumenoBanue Onucanue
o003HauYCHHE
1 2 3

P.SS.13.0PR.001 MIPEACTABJICHUE CBEACHUHN IS MpUBEIEHO B Tabnuie 7
BKJIFOUCHUS B IMHYIO 0a3y TAaHHBIX Hactosux [IpaBun

P.SS.13.0PR.002 MOJTy4eHUe ¥ 00paboTKa CBEJICHUH JIJIsl | IPUBEICHO B TabwIe 8
BKIIFOUCHUS B SIMHYIO 023y JTaHHBIX Hactosux [IpaBun

P.SS.13.0PR.003 MOJIy4EHUE YBEIOMIICHUS O npuBeJeHO B Tabmuie 9
pe3yJibTaTax BKJIKOYEHUS CBEACHUN B Hactosamux [IpaBun
eIuHyIo 06a3y JaHHBIX

P.SS.13.0PR.004 OIyOJINKOBAHUE CBEACHUM, npuseseHo B Tabnuue 10
BKIIIOUEHHBIX B €IMHYIO 0a3y JaHHBIX | HacTosAuwmx [IpaBun

Tabnuua 7

Omnucanue oneparuu «lIpencraBienne cCBeACHUH ISl BKIIOUCHUS B €IHHYIO
0a3y nanubix» (P.SS.13.0PR.001)

No O0o3HaueHne dIEMEHTA Ormricanue
o/
1 2 3

1 Konosoe 0003HaueHME P.SS.13.0PR.001

2 | HauMeHOBaHUe oniepaliii | MPeICTABICHUE CBEACHUN JJIsl BKJIFOUCHHS B SMHYIO
0a3y JTaHHBIX

3 | UcnonHuTens YTIOJIHOMOYEHHBIN OpraH

4 VcaoBus BEIIOTHCHUS BBIITOJIHACTCA IIPU MPEACTABIICHUHU YITOJTHOMOYCHHBIM
OpraHoM B Komuccuro CBCI[CHI/Iﬁ O BCTCPUHAPHBIX
JICKApCTBCHHBIX IIpCIriapaTax
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Ne O6o3HaueHue 3JIeMeHTa Onucanue
/1
1 2 3
5 | OrpannueHus dbopMaT 1 CTpYKTypa IpeICTaBIsIEMbIX CBEACHUIH
JIOJDKHBI COOTBETCTBOBAaTh OnMCcaHuio (opMaToB U
CTPYKTYp JIEKTPOHHBIX JJOKYMEHTOB U CBEICHUI
6 | Onucanue onepauuu UCTIOJHUTENb (POPMUPYET CBEICHUS O BETEPHHAPHBIX
JIEKapCTBEHHBIX IpenapaTax ¥ HaIpaBysieT uxX B
Komuccuro B coorBercTBuM ¢ Permamentom
UH(OPMAIIMOHHOTO B3aUMO/ICHCTBUS
7 | Pe3ynbrats CBEJICHUS O BETEPHHAPHBIX JEKAPCTBEHHBIX MpenapaTax

HalIpaBJICHLI B Komuccuro

Tabmuma 8

Omnucanue onepauuu «Ilomydenne u o0paboTKa cBeIEHUH AJIs1 BKIIIOUEHHUS B
enuHyto 0a3y nanabix» (P.SS.13.0PR.002)

No O06o3HavyeHUE IJIEMEHTA Onmcanue
/1
1 2 3
1 KomoBoe o603HauEeHNE P.SS.13.0PR.002
2 | HaumeHoBaHue onepanuu | Moxy4eHue u o0paboTKa CBeICHUH AJIs BKIIOUEHUS B
eIMHYI0 0a3y JaHHBIX
3 Hcnonuutens Komuccus
4 | YcioBus BBITIOJTHEHUS BBITTOJIHSIETCS TIPU MTOJTYYEHUU UCTIOITHUTENIEM CBEICHHM O
BETEPUHAPHBIX JIEKAPCTBEHHBIX NpernapaTax (onepamus
«IIpencraBneHne CBEICHU JIJIsl BKIIFOUECHHS B €IMHYIO
6a3y nannabix» (P.SS.13.0PR.001))
5 OrpannueHns (dbopMart U CTpyKTypa NMpeACTaBIsIEMbIX CBEACHHM

JIOJDKHBI COOTBETCTBOBAaTH Ommcanuio popmMaToB u
CTPYKTYP DJIEKTPOHHBIX JIOKYMEHTOB U CBEIACHUN.
PekBU3UTHI 27IEKTPOHHOTO JOKYMEHTA (CBEICHUH)
JIOJKHBI COOTBETCTBOBATH TPEOOBAHUSM,
MpeayCMOTPEHHBIM PerniamMmenToM nH(pOpMaImoOHHOTO
B3aMMOJIECHCTBHUSI
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No O0o03HaYEeHUE BIIEMEHTA Onucanue
/o
1 2 3
6 Omnwcanue oneparyu HCIIOJHUATEb IPUHUMAET CBEICHHS U IIPOBEPACT UX B

COOTBETCTBHUH ¢ PerimamMenTOM HHPOPMALIMOHHOTO
B3aUMOJCUCTBUSA. B ciydae yCnemHoro BeIIOIHEHUS
MIPOBEPKH UCIIOIHUTENb OCYIIECTBIIACT BKIFOUCHHE
HOBBIX CBEJICHUII B €IMHYIO 0a3y JaHHBIX, 3AIOJIHICT
AaTy U BpEMsA OOHOBJICHUS U HaITpaBJIACT
YIOJIHOMOYEHHOMY OpraHy YBEJAOMIJICHUE C KOJOM
pe3ynbrata 00paboTKH, COOTBETCTBYIOIINM JT00ABICHUIO
CBEJICHUH, B COOTBETCTBUH ¢ PeriiameHnToM
UH(POPMAIIMOHHOTO B3aUMO/ICHCTBHUS

7 | Pe3ynbTarsl CBEJICHUS O BETEPUHAPHBIX JIEKAPCTBEHHBIX Mpenaparax
BKJIIOUEHBI B €IUHYIO 0a3y IaHHBIX, YIIOJIHOMOYEHHOMY
OpraHy HaIlpaBJICHO YBEJIOMIICHUE O pe3yJIbTaTax
BKJIFOUEHUS CBEJCHUM B €JUHYI0 0a3y TaHHBIX

Tabnuua 9

Onucanue onepanuu «[lomydeHue yBe1oMIIeHUs O pe3yJibTaTaX BKIFOUEHUS
CBeJleHUH B euHy0 0a3y ganubix» (P.SS.13.0PR.003)

No O0o3HaueHne dIEMEHTA Ormricanue
o/

1 2 3

1 Konosoe 0003HaueHME P.SS.13.0PR.003

2 | HaumeHoBaHue onepanuu | MOJTY4YEHHUE YBEAOMIIEHHS O PE3YyIbTaTaxX BKIIOUCHUS
CBe/IeHUH B eiMHYI0 0a3y TaHHBIX

3 | UcnonHuTens YTIOJIHOMOYEHHBIN OpraH

4 | YciioBus BBITTOJTHEHHS BBITIOJTHSETCS TPY TIOJTYYSHUH YITOTTHOMOYCHHBIM
OpPraHOM YBEJIOMIICHUS O Pe3yJbTaTaX BKIIOUEHUS
CBEICHMI 0 BETEpUHAPHBIX JIEKAPCTBEHHBIX MperapaTax
JUTst OOHOBJICHHSI €TMHOM 0a3bl MTaHHBIX (OMepalus
«ITomydenne u 00pabOTKa CBEICHU JIJIST BKIIFOUCHHS B
equayo 6a3y» (P.SS.13.0PR.002))

5 OrpannueHns (dbopMart U CTpyKTypa NMpeACTaBIsIEMbIX CBEACHHM
JIOJKHBI COOTBETCTBOBATH OnucaHuio (opMaToB U
CTPYKTYP DJIEKTPOHHBIX JJOKYMEHTOB U CBEICHUN
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Ne O6o3HaueHue 3JIeMeHTa Onucanue
/1
1 2 3
6 | Onucanue onepanun UCTIOJIHUTENb IPUHAMAET YBEIOMJICHUE U TIPOBEPSET €ro
B COOTBETCTBUH C PeriiaMmeHToM HH()OPMAIMOHHOTO
B3aUMOJICVCTBHUS
7 | Pe3ynbrats YIIOJIHOMOYEHHBIM OPTaHOM 00pab0TaHO yBEJOMJICHHE O

pe3yabTaTax BKIIOYCHHUS CBEICHUH B AMHYIO 0a3y
JAHHBIX

Tabnuua 10

Onucanue onepanuu «OnyOJIUKOBAHUE CBEJCHUM, BKIIFOYEHHBIX B €UHYIO
0a3y ganubix» (P.SS.13.0PR.004)

Ne O06o03HaueHne dJIeMEHTa Onucanue
/11
1 2 3
1 Konosoe 0003HaueHmEe P.SS.13.0PR.004
2 HaumenoBanue onepanuu | onyOJIMKOBaHHE CBEECHUN, BKIIOYCHHBIX B EUHYIO 0a3y
AHHBIX
3 Wcnonuurens Komuccus
4 V108U BBIIOJIHEHUS BBIIIOJIHAETCS NCIIOIHUTEIEM II0CIIE BKIIOUECHUS
CBEJICHUI O BETEPUHAPHBIX JIEKAPCTBEHHBIX MTpenaparax
B eZIHYI0 0a3y naHHbIX (onepanus «[loxydenue u
00paboTKa CBeJIeHUH ISl BKIIOUEHHUS B €IUHYIO 0a3y
nauubx» (P.SS.13.0PR.002)
5 | Orpanudenus CBEICHMSI MyOJIUKYIOTCS B 00bEME, YCTAaHOBJIEHHOM

[Topsinkom popMUpOBaHUs, BEAEHHS U UCIIOJIb30BaHUS
peecTpoB ¥ HH(POPMAIIMOHHBIX 0a3 TaHHBIX
EBpa3uiickoro 3kOHOMU4ECKOTo cor03a B cdepe
oOpallleHus1 BETEpUHAPHBIX JIEKAPCTBEHHBIX CPE/CTB
(npunoxenue Ne 5 k [IpaBunam perynupoBaHust
oOpallieHus1 BETepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha
TaMO>XEHHOU TeppuTopuu EBpasuiickoro
SKOHOMMYECKOTO CO03a)
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No O0o03HaYEeHUE BIIEMEHTA Onucanue
/o
1 2 3
6 Omnwcanue oneparyu HCIIOJHUTEb OMYyOIMKOBBIBACT BKIIOYEHHBIE CBEICHUS O

BCTCPUHAPHBIX JICKAPCTBCHHBIX IIPCIIapaTax Ha
nHpopmanronHoM nopraiie Corosa. JlomkHa ObITh
pean3oBaHa BO3MOXXHOCTb IEPEX0/ia K SIMHOMY PEecTpy
3aperUCTPUPOBAHHBIX BETCPHUHAPHBIX JICKAPCTBEHHBIX
MpemnapaToB, KOPMOBBIX T0OABOK ISl )KUBOTHBIX U HE
BCTYyHaromux B HCHOCPCHCTBCHHBIﬁ KOHTAaKT C
KUBOTHBIMU JIMATHOCTUYCCKUX, JIC3UHPHUIUPYIOIIHX,
JIe3MHCEKIIMOHHBIX ¥ JIe3aKapU3allMOHHBIX CPEJICTB
BeTeprHapHOTo Ha3HaueHus Coro3a

7 PGSYJ'ILTEITBI BKIIFOUCHHBIC CBCACHUA U3 G,Z[I/IHOﬁ 0a3ml JaHHBIX
OHY6J'II/IKOB8.HBI Ha ImopTajic Coroza

[Tponenypa «V3MeHeHrEe CBEACHUM, COASPKAIIUXCS B €IMHOMN 0a3e TaHHBIX )
(P.SS.13.PRC.002)

32.Cxema BBINOJHEHUS mpouenypbl  «/3mMeHeHue  cBeACHUH,

cojaepxkamuxcsi B eauHon 6a3e nmanubix» (P.SS.13.PRC.002) npexacraieHa

Ha PUCYHKE 5.
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:YTIOJTHOMOYEHHBIH OpraH :Kommuccens

!

[IpencraBnenue cBeAeHUIT ISl H3MEHEHUS B ]
eIMHOM 0a3e JaHHBIX
(P.SS.14.0PR.005) J

:CBEJICHUS eUHOM 0a3bl JaHHBIX
[cBemenwmst TSt MI3MEHEHUS HATIPABIICHHI |

. IMonyuenue u 06paboTKa CBENCHUH IS
:CBEJICHUS €qUHOM 0a3bl JaHHBIX N
W3MCHCHUS B €IMHOU 0a3e TaHHBIX
[cBemeHMS N3MEHEHBI | L

(P.SS.13.0PR.006)

Ony0OnuKoBaHUE eANHON
0a3bl JaHHBIX ITOCTIE
U3MEHEHNS CBEAEHUI
(P.SS.13.0PR.008)

[Tony4eHue yBeomMieHus O pe3ysbTaTax
HM3MEHEHUS CBEJCHNN B €IUHON Oa3e JaHHBIX
(P.SS.13.0PR.007)

Puc. 5. Cxema BemoiHeHUs npoueaypsl «V3MeHeHre CBeICHUH, ColepKaIuXcs B €IMHON Oase
nmanaeIXx» (P.SS.13.PRC.002)

33. IIponienypa «3meHeHne CBEACHUMN, COIepKAIIUXCI B €AUHON 0a3e
nanubix» (P.SS.13.PRC.002) BeimosHsieTCE B cly4ae MOpeACTaBICHUH
YIOJTHOMOYEHHBIM oOpraHoM B KOMHCCHIO M3MEHEHHBIX CBEJCHUU O
BETEpUHAPHBIX JIEKAPCTBEHHBIX Iperaparax.

34. IlepBoii BeimosHsAeTcst onepanust «lIpeacraBinenune cBeaeHU s
u3MeHeHus: B enuHou ©Oaze nmanubix» (P.SS.13.0PR.005), B pesynbTaTte
BBITIOJIHEHHSI KOTOPOW  yMOJHOMOYEHHBIM OpraHoM (QOpMHUPYIOTCS U
HarnpapJisitoTcsi B KOMHCCHIO CBECHUS O BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparax, noJjiexKaiire I3MEHEHUIO B €IMHOM 0a3e JaHHBIX.

35.1lpu mnonyuenun Komuccueir cBeneHUM O BETEpUHAPHBIX
JIEKApPCTBEHHBIX TIpernaparax, MOJyIeKalluX HW3MEHEHHUI0 B €JIUHON 0aze
JAHHBIX, BbIONHsETCS onepauus «llomyyenne u o0pabOTKa CBEIEHUUN AJIs

u3MeHeHus: B eauHoi 0Oaze manHbIX» (P.SS.13.0PR.006), B pe3ynbrare
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BBITIOJTHEHUSI KOTOPOM CBEJEHMS TMOJJIEkKAT M3MEHEHUIO B €IMHOM 0ase
JIAHHBIX. YBEJIOMJICHHE O pe3yJibTaTaX U3MEHEHUs CBEJCHUIN B eMHON 0aze
JAHHBIX MEPEACTCS B YIIOJIHOMOYEHHBIN OpraH.

36. [Ilpy mnonydyeHUH YMOJIHOMOYEHHBIM OpPraHOM YBEIOMJICHHUS O
pe3yibTarax MU3MEHEHUs CBEJICHUM B €AMHON 0a3e JaHHBIX BBITIOJHICTCS
oneparus «llosydyeHrue yBeJoOMIEHUS O PE3yIbTaTaX U3MEHEHUS CBEICHUN B
enuHoil 0Oa3e naHHbIX» (P.SS.13.0PR.007), B pe3yinbrare BBIIOJIHEHHS
KOTOPOM OCYIIIECTBIIAETCS MPUEM U 00paboTKa YKa3aHHOTO YBEIOMIICHHUS.

37.B cnyuyae BwimosHeHust omeparuu «l[lomyuenne u oOpaboTka
CBEJCHUM I M3MEHeHus B enuHoi 0Oa3ze maHHbBIX» (P.SS.13.0PR.006)
BBITIOJTHsIETCS onepanusi «OmyOJuKOBaHUE €IUHOW O0a3bl JTaHHBIX TIOCIIE
u3meHenus:i cpeaenuin» (P.SS.13.0PR.008), B pe3ynbTaTe BBITOJIHEHUS
KOTOPOMl WM3MEHEHHBIE CBEACHUS O BETEPUHAPHBIX JIEKAPCTBEHHBIX
npenaparax myoJukyroTcs Ha nHpopmannonHoM nopraine Corosa.

38. Pe3ynbTaToM BBINOJHEHUS Tpouenypbl «/3MeHeHue CBEAEHUMN,
coaepxkamuxcst B eauHoil 06aze panHbix» (P.SS.13.PRC.002) sBasercs
ABJISIETCS OOHOBJICHHass M ONYyOJIMKOBaHHAas eauHas 0a3a JaHHBIX C
BO3MO>KHOCTBIO IPOCMOTPA U3MEHEHUH. .

39. Ilepeuensp omepanuii OOIIETO MPOIECCa, BBHIMOTHAEMBIX B pamMKax

nporneaypsl «MI3MeHeHne CBeICHUM, COePKAIUXCS B €AMHON 0a3e JaHHBIX)

(P.SS.13.PRC.002), npuBeneH B Tabuuiie 11.
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Taomuna 11

[lepeuens onepannii 0OIIET0 MPOLIECcCa, BHITOIHAEMBIX B paMKax MpOLEIypbl

(P.SS.13.PRC.002)

«M3MeHeHne CBeJICHNUM, COJIEPKAITUXCS B €AMHON 0a3e TaHHBIX»

Konosoe HaumenoBanue Onucanue
0003HaUYeHNE
1 2 3

P.SS.13.0PR.005

MIPEACTABICHUE CBEACHUHN IS
W3MEHEHUS B €IUHON 0a3e JaHHbBIX

npuBeseHO B Tabuie 12
Hactosmux [IpaBuin

P.SS.13.0PR.006

MoJTydeHUe U 00paboTKa CBEACHUM s
A3MEHEHUS B €IUHON 0a3e JaHHBIX

npuBeeHo B Tabmuie 13
Hactosmux [IpaBui

P.SS.13.0PR.007

MOJTyYCHUE YBEIOMIICHUS O
pe3ysbTaTtax U3MEHEHHS CBE/ICHUI B
eIMHOI 0a3e JaHHBIX

npuBeeHO B Tabmume 14
Hactosmux [IpaBui

P.SS.13.0PR.008

OMmyOJIMKOBaHUE €AMHOMN 0a3bl JAHHBIX
[I0CJIE€ U3MEHEHUS CBENCHUN

npuBeeHO B Tabmuie 15
Hactosmux [IpaBuin

Tabauma 12

Onucanue onepaunu «lIpencraBienue cBeeHUM 111 U3MEHEHHUS B €IMHOMN
6a3e manHbx» (P.SS.13.0PR.005)

Ne O06o03HaueHue 27IeMeHTa Onwucanue
n/n
1 2 3
1 | KonoBoe o0o3HaueHue P.SS.13.0PR.005
2 | HaumeHoBaHue onepaniuu | MpeAcTaBlIeHUE CBEICHUN AJI1 U3MEHEHUs B €IMHOI 0aze
JTAaHHBIX
3 | UcnonHuTens YIOJITHOMOYEHHBIA OpraH
4 | YcaoBus BBIIIOJIHEHUS BBITIOJIHAETCS B CIIy4ae MPECTABICHUS
YIOJTHOMOYEHHBIM OpraHoM B Komuccrio n3MeHEeHHbBIX
CBEICHMI 0 BETEpUHAPHBIX JEKApPCTBEHHBIX MperapaTax
5 OrpannueHns (dbopMart U CTpyKTypa NMpeACTaBIsIEMbIX CBEACHHM

JOJKHBI COOTBETCTBOBATH OnucaHuio (opMaToB U
CTPYKTYP DJIEKTPOHHBIX JJOKYMEHTOB U CBEIACHUN
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Ne O0o3HaYeHne 3JIEMEHTA Omnucanue
/1
1 2 3
6 Onucanue onepanuu WCIIOTHUTENh (OPMUPYET CBEICHHS O BETCPUHAPHBIX
JIEKapCTBEHHBIX MpernapaTax, MoyIeKaluux N3MEHEHUIO B
eIrMHOM 0a3e JaHHbIX, M HampaBisieT ux B Komuccuio B
COOTBETCTBHUH C PernamMmeHnToM nH(pOPMAITMOHHOTO
B3aUMOJCUCTBUA
7 PesynbTaTel YIIOJTHOMOYEHHBIM OpPraHOM HampaBJI€HbI CBEJICHUS,

MOJIeKAIIE U3MEHEHUIO B €IMHON 0a3e MaHHBIX

Tab6awnma 13

Omnucanue oneparuu «Ilomydenue nu 06padboTka CBeICHHUI 1Is1 ”3MEHEHUS B
enuHou 6a3e nanabex» (P.SS.13.0PR.006)

No O0o3HaueHne dIEMEHTA Omucanue
/o
1 2 3
1 Konosoe 0003HaueHME P.SS.13.0PR.006
2 HaumenoBanue onepainuu | nmoixydeHue u oOpaboTKa CBEICHUN I N3MEHEHHUS B
€IMHON 0a3e JaHHBIX
3 HWcnonuurens Komuccus
4 VY ¢c10BUA BBEIIOTHEHUS BBITIONTHSIETCS PU MOTYYEHUH UCTIOHUTEIEM CBEJICHUH O
BETEPUHAPHBIX JICKAPCTBEHHBIX Mpernaparax,
MOUIEKAINX U3MEHEHUIO B €MHON 0a3e JaHHBIX
(omepanus «IIpencraBienue cBeACHUN A1 U3SMEHEHUS B
equHoM 6aze manubIX» (P.SS.13.0PR.005))
5 | Orpanuuenus (dbopMart U CTpyKTypa NpeACTaBIIEMbIX CBEACHHM

JIOJKHBI COOTBETCTBOBATh Onucanuio (opMaToB U
CTPYKTYp 2JIEKTPOHHBIX JOKYMEHTOB M CBEJICHUI.
PekBU3NTHI 371€KTPOHHOTO JOKYMEHTA (CBE/IEHUH )
JIOJKHBI COOTBETCTBOBATH TPEOOBAHUSM,
Mpe1lyCMOTpPEeHHbIM PernameHToM nH(GOpMalnOHHOTO
B3aUMOJEICTBUSA
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O0o03HaYEeHUE BIIEMEHTA

Ommcanue

2

3

Omnucanue orncpannun

WCIIOJTHUTEIIb IPUHUMAET CBEJIEHUS O BETEPUHAPHBIX
JIEKapCTBEHHBIX MperapaTax, MoyieKanue N3MEeHEHHUIO B
eIMHOM 0a3e NaHHBIX, U IPOBEPSIET UX B COOTBETCTBUU C
PernamenTom nHGOpMAIMOHHOTO B3auMOCHCTBYsA. B
ClIy4ae yCIIEIIHOIO TPOXO0XKIECHHS IPOBEPKU
WCIIOTHUTEIIb 3aI0JIHSET ATy U BPEMsI OKOHUYAHUS
JICACTBUS U3MEHEHSAEMBIX CBEAECHUM, UCIIOJIb3YsI
3HAYEHMS 1aThl U BPEMEHU OKOHYAHUSI IEUCTBHUS,
YKa3aHHBIE B COCTaBE MEPEJAaHHbIX CBEJICHUI, a TAKXKE
¢bukcupyer AaTy u BpeMsi OOHOBJICHUSI CBEICHUH.
HcnonnuTens HanpaBIisgeT YIOJIHOMOUYEHHOMY OpraHy
yBeIIOMJICHHE 00 N3MEHEHUH CBEJICHHIA B €IMHON 0a3e
JAaHHBIX C KOJIOM pe3yibTaTa 00paboTKH,
COOTBETCTBYIOIIEM U3MEHEHUIO CBEJICHUN, B
COOTBETCTBHUH ¢ PerimaMeHToM HHPOPMAITHOHHOTO
B3aUMOJICVCTBHUS

Pe3ynbTaTe!

MOJIeKAIMEe U3MEHEHHUIO CBEJICHUS O BETEPUHAPHBIX
JICKapCTBEHHBIX IperapaTax, N3MEHEHBI B €IMHON 0a3e
JAaHHBIX, YIIOJTHOMOYEHHOMY OpraHy HalpaBleHO
YBEIOMJICHHE O pe3yJIbTaTax U3MEHEHHs CBEJICHUH B
eIMHON 0a3e JaHHBIX

Tabnuua 14

Onucanue onepaunu «lloaydeHue yBeJoMIICHUS O pe3yJibTaTaX U3MEHEHUS
cBeaeHui B enqpHon 0a3e nanabex» (P.SS.13.0PR.007)

Ne O0o03HaueHne DIEMEHTA Omucanue
/o
1 2 3
1 KonoBoe o0o3HaueHme P.SS.13.0PR.007
2 HaunmenoBanwue ornepanuy | MOJIy4eHHE YBEIOMIICHUS O Pe3yJbTaTax N3MEHEHHS
CBEICHUN B eIUHOM 0a3e JaHHBIX
3 | UcnonnuTens YIOJITHOMOYEHHBIA OpraH
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Ne O0o3HaYeHne 3JIEMEHTA Omnucanue
/1
1 2 3
4 V¢i1oBUS BEITIOIHEHUS BBITIOJTHACTCS MPHU TOJYYESHUHU YITOJTHOMOYCHHBIM
OpPraHOM YBEJIOMJICHUS O PE3yJIbTaTaX U3MCHCHUS
CBEJICHMIA O BETCPUHAPHBIX JICKAPCTBEHHBIX MperapaTax
B eJIMHOM 0a3e maHHbIX (onepanus «[lomydeHue u
00paboTKa CBeJIcHUH I U3MEHEHUS B €IMHOMN Oa3e
nanabix» (P.SS.13.0PR.006))
5 OrpaHuveHus (dhopMart U CTpyKTypa MPeACTaBIACMbIX CBEIACHHIMA
JOJDKHBI COOTBETCTBOBATH OIrcaHuio (hOPMAaTOB M
CTPYKTYp JIEKTPOHHBIX JTOKYMEHTOB M CBEIICHUI
6 Onucanue oneparuu WCTIOJTHUTEIb IPUHUMACT YBEJOMIICHUE U ITPOBEPSIET €To
B COOTBETCTBUU C PerimamMeHToM HHPOPMAITMOHHOTO
B3aHUMOJCUCTBUS
7 Pe3ynbTaTe! YIIOJTHOMOYEHHBIM OpPraHOM 00pab0TaHO YBEAOMIICHHE O

pe3ysbTaTax U3MEHEHHUS CBEICHUM B €IMHOU 0aze
JTAaHHBIX

Tab6auma 15

Onucanue onepanuu «OnyOauKoBaHUE €AMHOM 0a3bl JAHHBIX MOCIE

n3menenus ceeaenuii» (P.SS.13.0PR.008)

No O0o3HaueHne dIEMEHTA Omnucanune
/o
1 2 3
1 Komosoe 0003HaueHme P.SS.13.0PR.008
2 HaumenoBanue onepainuu | onyOIrKOBaHHE eIUHON 0a3bl JaHHBIX MOCIE U3MEHEHUS
CBEJCHUN
3 Wcnomuurens Komuccus
4 VY ci10BUs BBIOJIHEHUS BBIIIOJIHAETCS UCIIOJHUTEIEM I10CJIE BKIIIOYECHUS

W3MEHEHHBIX CBEJICHHUI O BETEpPUHAPHBIX JIEKAPCTBEHHBIX
npenapaTax B eUHYI0 0a3y JTaHHBIX (Omepamus
«ITomydenne u 00pabOTKa CBEICHUN 11 N3BMEHEHUSI B
equHOM 0aze manubx» (P.SS.13.0PR.007))
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No O0o03HaYEeHUE BIIEMEHTA Onucanue
/o
1 2 3
5 OrpaHnyeHus CBEJICHUS MyOJIMKYIOTCSA B 00bEME, YCTaAHOBICHHOM

[opsiakoM opMHUpOBaHUs, BEICHUS U UCTIOIb30BAHUS
peecTpoB ¥ HH(POPMAIIMOHHBIX 0a3 TaHHBIX
EBpa3uiickoro 5KOHOMHYECKOro coro3a B chepe
oOpalleHns: BeTepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB
(npunoxenue Ne 5 k [IpaBunam perynnpoBaHust
oOpaleHns: BeTepUHAPHBIX JIEKApPCTBEHHBIX CPEICTB Ha
TaMO>XEHHOU TeppuTopuu EBpasuiickoro
HKOHOMHUECKOTO COI03a)

6 Ornucanue oneparuu WCIIOJTHUTEITb OITYyOJIMKOBBIBAST BKIFOUCHHBIC CBEICHUS
13 eUHON 0a3bl JaHHBIX Ha HH(OPMAIIMOHHOM IIOpTaJIe
Coro3a. JlomkHa OBITH peaTn30BaHa BO3MOKHOCTD
epexo/ia K eqUHOMY PEeCcTpy 3apeTUCTPUPOBAHHBIX
BETEPHHAPHBIX JICKAPCTBEHHBIX MPENapaToB, KOPMOBBIX
N00aBOK JJIsl YKUBOTHBIX ¥ HE BCTYIAIOIIUX B
HEMOCPEACTBEHHBIN KOHTAKT C YKMBOTHBIMH
JTUArHOCTHYCCKUX, IE3UH(DUIUPYIONIUX,
JE3WHCEKIIMOHHBIX U JIe3aKapU3aIMOHHBIX CPEJICTB
BeTepruHapHOTO HazHaueHus: Coro3a

7 | Pe3ynbrarsl BKJIFOUEHHBIE CBEJICHUS U3 €IMHOI 0a3bl OMyOJIUKOBaHBI
Ha uHpopmarmonHoM noprasie Coroza

2. ITpouenyps! «IIpouemypsl nonydeHus CBEICHUHN, COCPKALINXCS B
enuHor 6a3e manubIx» (P.SS.13.PGR.002)

[Tponenypa «IlomyyeHnue cBeieHUN O JaTe U BpeMEHU OOHOBJICHUS €IMHOMN
0a3sl manHeIxX» (P.SS.13.PRC.003)
40. Cxema BbINIOJHEHUA Npoueaypsl «llomydyeHrue cBeIeHUN O Jare U
BpeMEeHH OOHOBIeHHMs eauHoi 0a3el  manHbBIX» (P.SS.13.PRC.003)

npeJicTaBlIeHa Ha PUCYHKE 0.
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:YTIOJTHOMOYEHHBIH OpraH :Kommuccens
3amnpoc cBeJeHHH O JaTe U BpeMEeH! :CBEJICHHS €IMHON 0a3bl TaHHBIX
OOHOBJIEHUS €UHOM 0a3bl TaHHBIX [cBenenus o nate U BpeMeHH OOHOBJIEHHS
(P.SS.13.0PR.009) J 3aIpOLICHBI |

[CBG)ICHI/IZ 0 JaTe€ U BpEMCHU OOHOBJICHHUS BpEMCHU OOHOBJICHHS C,JZ[I/IHOI71 0a3bl JaHHBIX

:CBEJICHMsI €IMHOM 0a3bl JaHHBIX [ IoaroroBka u peACTaBICHUE CBEACHHI O aTe U
HaTpaBJICHBI] L (P.SS.13.0PR.010)

[MonydeHue u 0OpabOTKa CBEACHHUM O AaTe U
BPEMEHU OOHOBJICHUS €JMHON 0a3bl TaHHBIX
(P.SS.13.0PR.0O11)

Puc. 6. Cxema BoIniostHEeHUs TIpotieAypsl «IlomydeHre cBeieHui 0 1aTe U BpeMeHU OOHOBIICHHUS
ennHoi 6a3sl manubx» (P.SS.13.PRC.003)

41. Ilpouenypa «IlomydeHrue cBeIeHUH O JaTe M BpeMEHU OOHOBJICHUS
equHoM 0a3pl qaHHBIX» (P.SS.13.PRC.003) BeIMOIHAETCS YHIOJIHOMOUYCHHBIM
OpraHoM IpY BOSHUKHOBEHUHM HEOOXOJIUMOCTHU TOJTYyUYECHUSI CBEICHUN O JlaTe
Y BpEMEHU OOHOBJICHUS €IMHOM 0a3bl JaHHBIX..

42. IlepBoil BBINOJIHSIETCA omepanus «3anpoc CBEICHUH O Jaare u
BpeMeHU OOHOBJIeHUs eauHod Oaszpl ganHbix» (P.SS.13.0PR.009), B
pe3yibTaTe BHITIOJHEHUS KOTOPOU YIIOJHOMOYEHHBIM OpraHOM (hOpMHUPYETCs
U HampaBisgeTcsi B KoMuccuio 3anpoc Ha npecTaBiIeHUe CBEACHUN O J1aTe U
BpEeMEHU OOHOBJICHUS €IMHOM 0a3bl TaHHBIX.

43. IIpn nomyyennn Komuccuen 3anpoca CBEAECHHUM O 1aT€ U BPEMEHHU
OOHOBJIEHUS €IMHOW 0a3bl JaHHBIX BhIMIONHsETCS omnepainus «[logroroska u
HalpaBJCHUE CBEJEHUW O JaTe W BPEMEHH OOHOBJICHHUS €IWHOW O0asbl

nanabix»  (P.SS.13.0PR.010), B pe3ynbTaTe BBINOJIHEHUS KOTOPOM
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(bOpMUPYIOTCS U HATIPABJIAIOTCS B YIIOJHOMOYEHHBIA OpraH CBEJICHUS O JlaTe
Y BpEMEHU OOHOBJICHUS €IMHOM 0a3bl JaHHBIX.

44. 1Tpy MoJIydeHUH YIOJHOMOYEHHBIM OPTraHOM CBEJICHUN O JaTe U
BpEMEHU OOHOBJICHMSI €JIMHON 0a3bl JaHHBIX BBIMOJHAETCS OIEpaIys
«Ilonyyenue u oOpaboOTKa CBEJICHUM O JaTe€ U BpEMEHU OOHOBJICHUS €UHOMN
0a3bl manHbIX» (P.SS.13.0PR.011).

45. PesynpratoM BbINIONHEHUS Tpouenypsl «llomydyenue cBeaeHuil o
JIaTe W BpeMeHH OOHOBJeHus eauHor 0a3el gaHHbIX» (P.SS.13.PRC.003)
SABJISICTCS TIOJIYyYEHUE YIIOJHOMOYEHHBIM OpraHOM CBEACHHUM O Jare u
BpPEMEHU OOHOBJICHUS €IMHOM 0a3bl TaHHBIX..

46. Ilepeuenn omepanuii oOIIEr0 MPOIECCa, BHIMNOJIHAEMBIX B pamMKax
nponenypsl «llonydeHue cBefeHU O JAaTe U BpeMEHU OOHOBJICHUS €IMHOU

6a3b1 qanubx» (P.SS.13.PRC.003), npusenen B Tabnure 16.

Tabauia 16

Ilepeuensb onepanuii 00IIETO MPOLECCA, BHIMOJIHIEMbIX B paMKaX MPOLEAYPhI
«ITostyueHnue cBeJieHU O JaTe U BpeMEHU OOHOBJICHUS €IMHOMN 0a3bl
nanHbix» (P.SS.13.PRC.003)

Konosoe HanmenoBanue Onucanue
0o003HaUYeHNE
1 2 3

P.SS.13.0PR.009 3aMpocC CBEIACHUM O 1aTe U BPEMEHU npuBeeHo B Tabmuie 17
OOHOBJIEHUSI €JUHON Oa3bl JaHHBIX HacTosimux [IpaBun

P.SS.13.0PR.010 IIOATOTOBKA U IIPEACTABICHUE npuBeeHO B Tabmuie 18
CBEJICHUM O JaTe U BpEMEHU Hactosamux [IpaBun
OOHOBJIEHHS €IUHON 0a3bl JAHHBIX

P.SS.13.0PR.011 norydeHue u o0paboTka CBEACHHI O npuBeeHo B Tabmuie 19
JlaTe ¥ BpeMeHU OOHOBIICHUS €TUHOMN Hactosamux [IpaBun
0a3bl JaHHBIX
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Tabmnuia 17

Onucanue onepanuu «3arpoc CBEJICHUH 0 1aTe U BpEMEHH OOHOBJICHUS
enuHou 6a3pl maHHbeIX» (P.SS.13.0PR.009)

Ne O6o3HaueHue >eMeHTa Onucanue
/1
1 2 3
1 Konosoe 0003HaueHme P.SS.13.0PR.009
2 | HaumeHOBaHUE onepaliii | 3alpoC CBEACHUH O J1aTe U BPeMEHU OOHOBJICHUS eIMHON
0a3bl JaHHBIX
3 | UcnonHuTtens YIOJIHOMOYEHHBIA OpraH
4 | YcinoBus BBIMOTHEHUS [I0JIy4E€HHUE YIIOJIHOMOUYEHHBIM OpPraHOM CBEACHUM O J1aTe
Y BPEMCHH OOHOBJICHUS €TUHOM 0a3bl TaHHBIX
5 | Orpannyenus (dbopMat U CTpyKTypa MPeACTABIIEMbIX CBEIACHHIA
JOJKHBI COOTBETCTBOBATH OnucaHuio (opMaToB U
CTPYKTYP 3JIEKTPOHHBIX JOKYMEHTOB U CBEACHUMN
6 | Onucanue onepanuu HCIOJIHUTENb HanpasisieT B KoMuccuro 3amnpoc Ha
MIpe/ICTaBJICHUE CBEJICHU O JaTe U BPeMEHU OOHOBJICHUS
eIMHOM 0a3bl JaHHBIX B COOTBETCTBUU C PerimamenTom
MH()OPMAIIMOHHOTO B3aMMOJICHCTBHS
7 | Pe3ynbTarsl B Komuccuto HampaBiieH 3anpoc Ha NpecTaBIeHue

CBEJICHUH O J1aTe€ U BPEMEHU OOHOBJICHUS €TMHON Oa3bl
JTAHHBIX

TabOnura 18

Omnucanue oneparuu «lloaroToBka u mpeACTaBICHUE CBEICHUN O 1aTe U
BpeMeHHU OOHOBJICHUS earHOM 0a3bl maHHBIX» (P.SS.13.0PR.010)

No O0o3HaueHne dIEMEHTA Omnucanue
/o
1 2 3
1 KonoBoe 0003HaueHME P.SS.13.0PR.010
2 HanMmeHnoBaHue omnepaiuy | MOATOTOBKA M MPEJICTABICHHUE CBEJCHUH O JaTe U
BpEMEHHN OOHOBIICHUS €IMHOM 0a3bl JAHHBIX
3 Ucnomuaurens Komuccus
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Ne O6o3HaueHue 3JIeMeHTa Onucanue
/1
1 2 3
4 | YcnoBus BBITIOJIHEHUS BBITIOJIHAETCS NIPU TIOJTyYEHUH HCIIOJIHATEIEM 3alIpoca Ha
IIPE/ICTAaBICHUE CBEJICHUH O AaTe U BPEMEHU OOHOBIICHHUS
eIrHOM 0a3bl JaHHBIX (orepanus «3arnpoc CBeIeHUH 0
JlaTe ¥ BpeMeHHU OOHOBIICHUSI €AMHOM 0a3bl JAHHBIX»
(P.SS.13.0PR.009)
5 | Orpannyenus (dopmar u CTpyKTypa NpeACTaBIsIEMbIX CBEICHHIH
JIOJKHBI COOTBETCTBOBATH Onricanuto GopMaToB U
CTPYKTYP DJIEKTPOHHBIX JOKYMEHTOB U CBEJICHUI
6 | Onucanue onepauuu HCIIOJIHUTEIID BBIIOJHSAET IPOBEPKY IOJIYYEHHOTO
3arpoca, (GOpMUPYET U HAINPaBJIAET B YIIOJTHOMOYEHHBIH
OpraH CBEJEHUS O JaTe U BPEMEHU OOHOBJICHUSI €IMHON
0a3pl JaHHBIX B COOTBETCTBUHU ¢ PermamenTom
MH(GOPMALIMOHHOI'O B3aUMOACHCTBUS
7 | Pe3ynbrarsl CBEZICHHUSI O J1aTe U BpeMs OOHOBJICHUS €IMHOM 0a3bl

JAAaHHBIX HAIIPaBJICHbBI YIIOJIHOMOYCHHOMY Oprany

Tabauma 19

Omnucanune oneparuu «llomydenne u 00paboTka CBEACHUH O 1aTe U BpEMEHU
obHoBneHus enuHon 6a3pl maHHbIX» (P.SS.13.0PR.011)

Ne O6o3HaueHue >eMeHTa Onucanue
n/m
1 2 3
1 | KonoBoe o0o3HaueHue P.SS.13.0PR.011
2 | HaumeHoBaHue onepanuu | Moxy4eHue u o0paboTKa CBeICHUHN O JaTe U BpEMEHHU
OOHOBJICHUS €TMHOM 0a3bl TaHHBIX
3 | UcnonuuTens YIOJIHOMOYEHHBIA OpraH
4 | YcinoBus BBIIOJHEHUS BBITIOJIHSIETCS IPU MOCTYIUIEHUH CBEICHUH O JaTe 1
BpEMEHH OOHOBIIEHUS €IMHOM 0a3bl TaHHBIX (OMepanus
«IToaroroBka M NpeICTaBIEHUE CBEJICHUN O JAaTe U
BpEMEHU OOHOBJICHHS €IMHON 0a3bl TAHHBIX)
(P.SS.13.0PR.010)
5 OrpannueHns (dbopMart U CTpyKTypa NMpeACTaBIsIEMbIX CBEACHHM

JOJKHBI COOTBETCTBOBATH OnucaHuio (opMaToB U
CTPYKTYP 2JIEKTPOHHBIX JOKYMEHTOB U CBEECHUI
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No O0o03HaYEeHUE BIIEMEHTA Onucanue
/o
1 2 3

6 Onucanue oneparuu

WCIIOJIHUTEIb BBITIOJHSET MPOBEPKY MOTYyUYEHHBIX
CBEICHHMI O JIaTe ¥ BpEMEHU OOHOBJICHUS €AMHON 0a3bl B
COOTBETCTBHUH ¢ PerimaMmenToM HH()OPMAIIHOHHOTO
B3aUMOJCUCTBUA

7 | Pesynbrarsl

YIIOJIHOMOYEHHBIM OPTaHOM 00pa0OTaHbI CBEIEHUS O
JaTe ¥ BpPEMEHU OOHOBIICHHS €IMHOM 0a3bl JaHHBIX

[Tpouenypa «IlosyyeHnue cBeAeHUN U3 €IUHON 0a3bl TAHHBIX )
(P.SS.13.PRC.004)

477. Cxema BBIIIOJIHEHUS

npouenypsl «llonydyenue cBeieHUN U3 €IUHOU

6a3e1 nanabix» (P.SS.13.PRC.004) mpeacrasieHa Ha pucyHKe 7.

: YII0JIHOMOYEHHBIN Opraxn

: Komuccus

!

(P.SS.13.0PR.012)

3anpoc cBeJieHU U3 eMHON 0a3bl JaHHBIX

:CBEJIEHUS eUHOM 0a3bl

JIAHHBIX
J [cBenenus 3amporieHsl]

[cBeneHUs HalpaBJIEHBI]

:CBEIEHUS eQUHOM 0a3bl JaHHBIX -

[TonroroBka u npeacTaBieHue

CBEJIEHUI U3 eUHON 0a3bl

[cBemeHMs OTCYTCTBYIOT]

:CBEJIEHUS €UHOM 0a3bl JaHHBIX

TAHHBIX
(P.SS.13.0PR.013)

[Tomygenne 1 06paboOTKa CBECHUN U3
0asbl TaHHBIX
(P.SS.13.0PR.014)

eINHOMI

¢

Puc. 7. Cxema BbINIOJIHEHHS TIPOLIE

nypsl «[lonydeHue cBeieHni U3 eAMHON 0a3bl JAHHBIX)
(P.SS.13.PRC.004)
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48. Ilpouenypa «llomydyeHue cBeleHHII W3 €IMHOM 0a3bl JaHHBIX»
(P.SS.13.PRC.004) BbINOJHSIETCA TMpPU BO3HUKHOBEHUHM HEOOXOAMMOCTHU
MOJIy4eHUS! YTIOJTHOMOYEHHBIM OPTaHOM CBEJICHUM U3 €AMHOM 0a3bl JaHHBIX.

49. ITepBoil BBINOJHAETCS OIEpanusl «3ampoc CBEACHUW W3 €IUHOU
0a3pl manHbix» (P.SS.13.0PR.012), B pe3ynbrare BBINOJHEHUS KOTOPOH
YIOJTHOMOUYEHHBIM OpraHom Qopmupyercss v Hampasisiercs B Komwuccuto
3anpoc Ha MPEJICTABICHUE CBEJACHUN U3 €IMHON 0a3bl IaHHBIX.

50.IIpu mnoctrymnennn B Komuccuro 3ampoca Ha MpeEICTaBICHUE
CBEJICHHI M3 €IMHOW 0a3bl IAaHHBIX BBIMIOJHAETCS oneparus «IloaroroBka u
NpeJCTaBICHUE CBeJIeHU u3 eauHoi 0a3bl maHHbix» (P.SS.13.0PR.013), B
pe3yJbTaTe BBIMNOJHEHUS KOTOpOH (OPMUPYIOTCSI W HANpaBIsSIOTCS B
YIOJITHOMOUYEHHBIM OpraH 3arpaiidBacMble CBEJCHUSI WU HAMpPaBISETCS
yBEJOMJICHHE 00 OTCYTCTBUHU CBEICHUM, YIOBJICTBOPSIONIMX IapaMeTpam
3amnpoca.

51. IIpu nocTymjieHuu B YIIOJTHOMOYEHHBIA OpraH CBEICHUN U3 €IUHOU
0a3pl  JAHHBIX WM  YBEAOMJICHUS 00  OTCYTCTBUU  CBEJCHUM,
YAOBJIETBOPSIONIMX  TMapaMeTpaM  3alpoca, BBIMNOJHSIETCS  OIeparus
«Ilomyuyenne wu oOpabOTKa CBEICHWH W3 €IWHOW 0a3bl JTaHHBIX)»
(P.SS.13.0PR.014).

52. Pe3ynpTaToM BbINOJHEHUS TIpoueAypbl «llonyuenne cBeneHuil u3
eauHoil  Oasel  ganHbIX»  (P.SS.13.PRC.004) sBasercs nosydeHue
YIOJTHOMOYEHHBIM OpPraHOM CBEJECHUM U3 €IUHOM 0a3bl JaHHBIX WIH
yBeJIOMJICHHSI 00 OTCYTCTBUM CBEJICHUI B €IMHON 0a3e JaHHBIX.

53. Ilepedens omepainuii OOIIETO MPOIECCa, BBHIMOIHIEMBIX B pamMKax
npouenypbl  «llomydenue cBeneHMM W3 eAMHOM  0a3bl  JAHHBIX)

(P.SS.13.PRC.004), npuBenen B Tabnuiie 20.
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Tabnuua 20

[lepeuens onepannii 0OIIET0 MPOLIECcCa, BHITOIHAEMBIX B paMKax MpOLEIypbl
«Ilonmyuyenue cBeaeHuit u3 equHon 6as3el JaHHbBIX» (P.SS.13.PRC.004)

Konosoe HaumenoBanue Onucanue
0003HaUYeHNE
1 2 3

P.SS.13.0PR.012 3aMpoc CBEJACHUHN U3 eIMHOMN 0a3bl npuBeeHo B Tabmuie 21
JaHHBIX Hactosmux [IpaBui

P.SS.13.0PR.013 MOJrOTOBKA M MPEJICTABICHUE pUBEJEHO B Tabuie 22
CBEIEHUI U3 €IUHOM 0a3bl JaHHBIX Hactosamux [IpaBun

P.SS.13.0PR.014 noslyueHue u o0paboTka CBeIeHUI U3 | mpuUBeIeHO B Tabnuie 23
eIMHON 0a3bl JaHHBIX Hactosmux [IpaBui

Tab6anma 21

Onucanue onepanuu «3arpoc CBEICHUHN U3 €IMHON 0a3bl JaHHBIX)
(P.SS.13.0PR.012)

No O0o3HaueHne dIEMEHTA Ormrcanue
/o

1 2 3

1 Komosoe 0003HaueHme P.SS.13.0PR.012

2 HaumenoBanue onepaiuu | 3ampoc cBeIeHUH U3 eAMHOM 0a3bl JaHHBIX

3 | UcnonHuTens YTIOJIHOMOYEHHBIN OpraH

4 Vci10BUS BBINIOJIHEHUS BBITIOJTHSIETCS TIPY BO3HUKHOBEHUU HEOOXOAUMOCTH
MOJIyYEHUs YIIOJTHOMOUYEHHBIM OPTaHOM CBEJICHHUH U3
eIMHOMN 0a3bl JaHHBIX

S | Orpannyenus (dopmar u CTpyKTypa 3anpoca CBEACHUH TOJIKHbI
cooTBeTcTBOBaTh Onucanuio GopMaToB U CTPYKTYP
AJIEKTPOHHBIX IOKYMEHTOB U CBEICHUN
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O0o03HaYEeHUE BIIEMEHTA

Ommcanue

2

3

Omnucanue orncpannun

WCIIOJIHUTEINDb HampasiisgeT B Komuccuro 3anmpoc Ha
MpeACTaBICHUE CBEACHUHN U3 eIMHOIN 0a3bl TaHHBIX B
COOTBETCTBHUH ¢ PerimamMeHTOM HHPOPMALIMOHHOTO
B3auMOoJIeiicTBUS. VICTIONHUTENb 3apallIiBacT
aKTyaJlbHbIE CBEJICHUS 10 BCEM T'OCyIapCTBaM-uIeHaM
WJTU TI0 KOHKPETHOMY TOCY/IapCTBY-WICHY
(rocynapcTBaM-usieHaM), yKa3aB B 3aIIpOCE €ro KoJl
(xomwl). B 3ampoce yka3biBaeTcs J1ata, Ha KOTOPYIO
He00X0IMMO MPEACTaBUTh aKTyallbHbIe cBeleHus. Eciu
JaTa He yKa3aHa, IPEICTaBISAIOTCS BCE aKTyallbHbIE Ha
TEKYIIYIO AaTy CBEJCHHS, COACPIKALINECs B eIMHON Oa3e
JaHHBIX

Pe3ynbTaTe!

YIIOJITHOMOYEHHBIM OPraHOM HAMPABJIEH 3aPOC HA
MpEeACTaBICHUE CBEACHUHN U3 €IUHOMN 0a3bl TaHHBIX

Tabmuna 22

Onucanue onepanuu «IloaroToBka u mpeACTaBICHUE CBEICHUIN U3 €IUHOU
0a3bl JanHeIX» (P.SS.13.0PR.013)

No O0o3HaueHne dIEMEHTA Ormricanue
o/
1 2 3
1 KonoBoe o0o3HaueHmE P.SS.13.0PR.013
2 HaumenoBanue onepaiuu | MOArOTOBKA U MPEACTAaBICHUE CBEICHUH U3 eAMHON 0a3bl
JTAHHBIX
3 Hcnomuurenns Komuccus
4 Vci10BUSA BBINIOJIHEHUS BBITIOJTHSETCS IPH TIOCTYTUICHUH 3ampoca Ha
MIpe/ICTaBICHUE CBEJICHUI M3 €IMHON 0a3bl TaHHBIX
(omepanust «3arpoc CBEASHUI U3 eIUHON 0a3bl TaHHBIX)
(P.SS.13.0PR.012)
5 OrpanudeHus (dhopMaT U CTpYKTypa 3ampoca U MpeICTaBIIeMbIX

CBEIECHUN JOJDKHBLI COOTBETCTBOBATHL OMUCAHUIO
(hopMaToB U CTPYKTYP MEKTPOHHBIX JOKYMEHTOB U
CBEICHUN
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O0o03HaYEeHUE BIIEMEHTA

Ommcanue

2

3

Omnucanue orncpannun

WCIIOJIHUTEIb BBHIIOJIHSET MPOBEPKY MOTY4YEHHOTO
3ampoca B COOTBETCTBUM ¢ PernamMmeHnTom
MH(POPMAIIMOHHOTO B3aUMOIeCcTBUS. B cirydae
YCIICLTHOTO BBITIOJHEHUS TIPOBEPKHU UCTIOIHUTEIh
HaIpaBJIAeT OTBET Ha 3aMPOC, B KOTOPOM MOTYT OBITh
HaIlpaBJIEHbI COOOIIEHUS: CO CBEICHUSAMHU U3 €JUHON
0a3bl JaHHBIX; C YBEJOMJICHHEM 00 OTCYTCTBUU CBEJCHHIMA
B €IMHOM 0a3e NaHHBIX, C KOJOM pe3ylibTaTa 00padoTKH,
COOTBETCTBYIOIIUM OTCYTCTBHIO CBEICHUN. B OTBETHBIX
COOOIIIEHUSAX CO CBEACHUAMHU U3 €UHON 0a3bl JaHHBIX
MMpCACTABIAIOTCA aKTyaJIbHBIC CBCACHUS HA AAaTy,
YKa3aHHYIO B 3aIIpOCE, TO €CTh CBEJEHUS, ISl KOTOPBIX
HayalpbHas JaTa MEHbIIIEe YKa3aHHOH B 3ampoce, a
KOHEYHasl jaTa OoJibllle YKa3aHHOM B 3ampoce Jubo He
3agana. Eciu B 3ampoce ObIT yKa3aH KOJ CTPaHbI, TO B
OTBE€THOM COO6HI€HI/II/I MMpeaACTaBJICHBI CBCACHUS U3
eIMHOM 6a3bl JAHHBIX 110 KOHKPETHOMY YKa3aHHOMY
rocy/1apCcTBy-4ieHy (rocyiapcTBaM-4jeHam), HHa4e — 10
BCEM IoCylapcTBaM-4IeHaM

Pesynbrarsl

YIIOJTHOMOYEHHOMY OpraHy HalpaBJI€Hbl CBEICHUS U3
eMHOM 0a3bl JaHHBIX WM YBEAOMJIEHHE 00 OTCYTCTBUU
CBEJICHUH, yIOBJIETBOPSIOIIMX TapaMeTpaM 3arpoca

Tabnuua 23

Onucanue onepanuu «Ilomydenue nu 06padboTka CBeIeHUN U3 €AMHOM 0a3bl
nanHbIx» (P.SS.13.0PR.014)

Ne O6o3HaueHue >eMeHTa Onucanue
n/m
1 2 3
1 | KonoBoe o603HaueHne P.SS.13.0PR.014
2 | HaumeHnoBaHue onepanuu | noiaydeHue u o0paboTKa CBEACHUN U3 eTUHON 0a3bl
JAHHBIX
3 | UcnonHuTens YIIOJITHOMOYEHHBIA OpraH




42

No O0o03HaYEeHUE BIIEMEHTA Onucanue
/o
1 2 3
4 VcnoBuUs BBITIOJIHEHUS BBIMOJIHSETCS MIPH MTOCTYIUICHUH CBEACHUIN U3 €TUHOMN

0a3bl JTaHHBIX OO0 yBeIOMIICHHS 00 OTCYTCTBUHU
CBEJICHUI B €IMHOI 0a3e TaHHBIX, YOBIETBOPSIOMINX
napamertpam 3arnpoca (onepauus «[loaroroska u
IIPEJCTAaBICHUE CBEICHUI U3 eJMHOM 0a3bl JaHHBIX»
(P.SS.13.0PR.017)

5 | Orpannyenus (dbopMarT U CTPYKTypa MpeACTaBISIEMbIX CBEACHUIA
JOJKHBI COOTBETCTBOBATH OmrcaHuio (opMaToB U
CTPYKTYP DJIEKTPOHHBIX TJOKYMEHTOB U CBEACHUI

6 Onucanue onepanuu HCIIOJIHUTEIIb BBIIIOJIHAET IPOBEPKY MTOIYyUYECHHBIX
CBEJICHUU B COOTBETCTBUHU ¢ PeriiamMenToM
MH()OPMAIIMOHHOTO B3aMMOJICHCTBHS

7 | Pesynbrarsl YIIOJTHOMOYEHHBIM OPraHOM 00pabOoTaHbl CBEICHUS U3
eIMHOM 0a3bl JaHHBIX OO0 yBeTOMIIEHHE 00 OTCYTCTBUH
CBEJIeHUI B eIMHOI 6a3e TaHHbBIX

[Tponienypa «IlomydeHrne U3MEHEHHBIX CBEJICHUM U3 €IMHOU 0a3bl TAHHBIX)
(P.SS.13.PRC.005)

54.Cxema BbInonHEHUA npouenypbl «llomyyeHne W3MEHEHHBIX

cBeneHnil u3 eauHor 0a3el ganHHbIX» (P.SS.13.PRC.005) npencrapieHa Ha

PHUCYHKE 8.
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:YTIOTHOMOYEHHBIN OpraH :Komuccus

!

3anpoc U3MEHEHHBIX CBEJCHUH U3 eIMHON
0a3bl JaHHBIX
(P.SS.13.0PR.015) J

:CBEJICHUS €JUHON 0a3bl JaHHBIX
[M3MEeHEHHBIE CBEICHUS 3alPOLICHbI]

:CBEJICHMS €IMHOM 0a3bl JaHHBIX -
[M3MeHEeHHBIE CBEJICHUS HAIIPABJICHBI ]| TTOATOTOBKA ¥ [PEICTABICHHE
W3MEHEHHBIX CBEICHUHN U3

eIUHOI 0a3bl TaHHBIX
(P.SS.13.0PR.016)

:CBEJIEHHS €TMHOM 0a3bl JaHHBIX
[M3MeHeHHBIE CBEJIEHUSI OTCYTCTBYIOT ]

[Nony4yenne u 06paboOTKa H3MEHEHHBIX
CBeEeHUI U3 eJUHOM 0a3bl JaHHBIX
(P.SS.13.0PR.017)

6

Puc. 8. Cxema BoinonHeHus npoueaypsl «llonydeHre n3MeHeHHbIX CBEJICHUH U3 eIMHOM 0a3bl
nmaaaeix» (P.SS.13.PRC.005)

55. Ilpouenypa «llonydeHue M3MEHEHHBIX CBEJCHUM W3 €IMHOUN 0a3bl
nanubix» (P.SS.13.PRC.005) BbIMONHSETCA YNOJHOMOYEHHBIM OpPraHOM B
HEeIsIX TOJNYYeHHS HW3MEHEHHBIX CBEIACHUN W3 eAUHOW 0a3bl JaHHBIX,
n00aBJIeHHE KOTOPHIX B €AMHYIO 0a3y aHHBIX WJIM BHECEHUE W3MEHEHUU B
KOTOpbIE MPOM3OILI0O C MOMEHTAa, YKa3aHHOTO B 3ampoce, J10 MOMEHTa
BBITIOJTHEHUSI ATOTO 3aMpoca.

56. [IepBoi1 BBITONHSAETCS onepaus «3anpoc U3MEHEHHBIX CBEJACHUUN
u3 equHor 0as3el maHHbix» (P.SS.13.0PR.015), B pe3ynbTare BBINOJIHEHUS
KOTOPOW YIIOJTHOMOYEHHBIM OpPraHoM (OPMHUPYETCS € HaIMpaBiseTCs B
KoMuccnto 3anmpoc Ha OpeacTaBlICHUE W3MEHEHHBIX CBEICHUW M3 €OUHOMN
0a3bl JaHHBIX.

57.1lpu mNOCTYIUIGHHH 3ampoca Ha MPEACTABICHHE HW3MEHEHHBIX
CBEJICHUI U3 €IMHOW 0a3bl IAaHHBIX BBINOJHAETCS oneparus «IloaroroBka u

MPEJACTABIICHUE M3MCHEHHBIX CBEJICHMH W3 €IWHOW ©0as3bl JaHHBIX»
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(P.SS.13.0PR.016), B pe3ysbTaTe BBINOJHEHUS KOTOPOU (HOPMUPYIOTCS U
HaIPaBJISIIOTCS B YIIOJIHOMOYEHHBIA OpraH U3MEHEHHbBIE CBEJICHUS U3 €IUHOU
0a3pl JaHHBIX WIM HAMpaBisieTCs YBEAOMJIEHHE OO0 OTCYTCTBHUU CBEICHUM,
yAOBJIETBOPAIONIMX [TapaMeTpaM 3arpoca.

58.IIpu mOCTYymJI€HUHM M3MEHEHHBIX CBEJICHUM U3 €IuHON 0asbl
JAHHBIX WJIW YBEJIOMJICHHS 00 OTCYTCTBUU CBEJACHUMN, YJOBIECTBOPSIONIUX
napaMeTpaMm 3ampoca, BhIMoJIHseTcs omnepanust «llomydenue u oOGpaboTka
W3MEHEHHBIX CBEJCHUN U3 eauHOoM 0a3bl JanHbIX» (P.SS.13.0PR.017).

59. PesynpraroMm BbITIONIHEHUS Tipouenypsl «llonydeHne m3MeHEHHBIX
cBejgeHui w3  eauHoM Oaspl  gaHHBIX» (P.SS.13.PRC.005) sBnsercs
MOJIyYCHHE YMOJHOMOYEHHBIM OPraHOM M3MEHEHHBIX CBEJICHUN U3 €IMHOU
0a3bl JTaHHBIX WJIM TOJYYECHHE YBEIOMJICHHS 00 OTCYTCTBUM CBEICHUMU,
yAOBIIETBOPSIONIMNX MTapaMeTpam 3arpoca.

60. [lepeuenn omepanuii OOIIETO MpoIlecca, BBHIMOIHAEMBIX B pamMKax

nporneaypsl «IlodydeHne n3MEHEHHBIX CBEACHUN M3 €IMHOW 0a3bl JaHHBIX)

(P.SS.13.PRC.005), npuBeneH B Tabuuiie 24.

Tabnuua 24

ITepedens onepalyii 00IIETO MPOIIECCa, BHIMOIHAEMBIX B paMKax MPOLEAYPbl
«Iloyuenne n3MEHEHHBIX CBEICHUHN U3 €IMHOM 0a3bl JaHHBIX)

(P.SS.13.PRC.005)

KomoBoe HanmenoBanmne Onucanue
0003HaueHue
1 2 3
P.SS.13.0PR.015 3apoC U3MEHEHHBIX CBEJICHUH U3 MpUBEJEHO B Tabmuie 25
eINHOH 0a3bl JaHHBIX Hactosimux [IpaBun
P.SS.13.0PR.016 MOJATrOTOBKA M MPEJICTABICHUE puBeJeHO B Tabmuie 26
W3MEHEHHBIX CBEJICHUH U3 eIMHON HacTosimux [IpaBun
0a3nl JTaHHBIX
P.SS.13.0PR.017 nojiydeHue 1 00paboTka H3MEHEHHBIX | MpUBEAEHO B Tabmuie 27
CBEIECHUH U3 enrHOM 0a3hl JaHHBIX Hacrosmux [IpaBun
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Tabnuua 25

Onucanue onepaiuu «3arpoc U3BMEHEHHBIX CBEJICHUN W3 €UHON 0a3bl
nanHbeIx» (P.SS.13.0PR.015)

Ne
/o

O003HaueHue 3JIEMEHTA

Onucanue

2

KonoBoe o0o3naueHue

P.SS.13.0PR.015

HanmenoBanue onepanuu

3anpoc U3BMEHEHHBIX CBEJCHUN U3 €IMHOMN 0a3bl TaHHBIX

Ucnomuurenns

YIIOJIHOMOYEHHBIN OpraH

YcnoBus BBINOJIHEHUS

BBIIIOJIHACTCS MPU BOBHUKHOBEHUH HEOOXOAMMOCTH
MTOJIYYCHU ST UCTIOJTHUTEIIEM U3MECHEHHBIX CBEJACHHUN U3
€IMHON 0a3bl JaHHBIX

OrpanunueHus

(dbopmar u CTpyKTypa MpeACTaBISIEMbIX CBEICHHUH
JOJKHBI COOTBETCTBOBATH OnucaHuio (opMaToB U
CTPYKTYP 3JIEKTPOHHBIX JOKYMEHTOB U CBEJICHUI

Onucanue onepanuu

WCIIOHUTEIb HanpasisieT B Komuccuto 3ampoc Ha
MPEeACTaBICHIUE U3MEHEHHBIX CBEICHUN U3 €TUHOMN 0a3bl
JTAHHBIX, HAYMHAs C AaThl U BPEMEHU, YKa3aHHBIX B
3amnpoce, B COOTBETCTBUM ¢ PernaMenTom
nH(popMalMoHHOTro B3aumozeicTus. s 3anpoca
M3MEHEHHBIX CBEIEHNI U3 eUHON 0a3bl JaHHBIX B
MOJIHOM 00bEMe JlaTa U BpeMsl B 3aIIpOCe HE
3anonHstoTcs. [Ipu BOSHUKHOBEHUH HEOOXOUMOCTH
3ampoca U3MEHEHHBIX CBEJICHUMN 110 KOHKPETHOMY
rocyJaapcTBy-uieHy (TocyaapcTBaM-ujieHaM) B 3apoce
JOJKeH OBITh yKa3aH ero ko (koasl). Ecnu kon cTpansl B
3amnpoce He yKa3aH, MPeACTaBISIOTCA U3MEHEHHbIE
CBEJICHUH 110 BCEM ToCyJapcTBaM-4IeHaM

Pesynbrarsl

B Komuccuto HampasiieH 3anpoc Ha Npe/ICTaBlIeHUE
W3MEHEHHBIX CBEIECHNUH U3 €IUHON 0a3bl JaHHBIX
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TabOnuia 26

Omnucanue oneparuu «IloaroToBka u MpeACTaBICHUE U3MEHEHHBIX CBEICHHIM
u3 enuHoii 0a3el naHHBIX» (P.SS.13.0PR.016)

Ne
/o

O003HaueHue 3JIEMEHTA

Onucanue

2

KonoBoe o0o3HaueHue

P.SS.13.0PR.016

Hanmenoanue onepanuu

MOATOTOBKA U MPEACTABICHUE U3MEHEHHBIX CBEACHUN U3
€IMHON 0a3bl JaHHBIX

Ucnomuurenns

Komuccus

VY ci10BUA BRINOIHEHUS

BBINOJIHSETCS TP MTOTYYECHUHU UCIIOJIHUTEIEM 3aIlpoca Ha
MPEeACTaBICHUE U3MEHEHHBIX CBEICHUN U3 €TUHOMN 0a3bl
TaHHBIX (omepanus «3anpoc U3MEHEHHBIX CBEJICHUN U3
equHoM 0a3wl manHbIX» (P.SS.13.0PR.015)

Orpanuuenus

(dbopMaT U CTpYKTypa MpeACTaBISAEMbIX CBEICHUIA
JIOJKHBI COOTBETCTBOBATH OmucaHuio (OpMaToB U
CTPYKTYP DJIEKTPOHHBIX TOKYMEHTOB U CBEACHUI

Omnucanue Oo1cpanuu

WCIIOJIHUTEIb BHITIOIHSET MPOBEPKY MOTYYEHHOTO
3ampoca B COOTBETCTBUM ¢ PernmamMmeHnTom
nH(pOpMalMOHHOTO B3auMozeicTus. B cioyuae
YCTICIITHOTO BBITIOTHEHUS IPOBEPKHU UCTIOTHUTEIh
HampaBJIgeT OTBET Ha 3ampoc. B oTBeT Ha 3ampoc MoryT
OBITH HAMpPaBJIEHBI COOOIIECHUS: C K3MEHEHHBIMU
CBEACHHUSIMH U3 €IMHOW 0a3bl TAHHBIX, HAYWHAS C JIAThI U
BPEMEHH, YKa3aHHBIX B 3alPOCE; C yBEIOMIIEHHEM 00
OTCYTCTBHH CBEJIEHUH (OTCYTCTBUE N3MEHEHU N, HAUMHAas
C J1IaThl ¥ BPEMEHU, YKa3aHHBIX B 3aMPOCE), C KOJOM
pe3yibTaTa 00paboTKH, COOTBETCTBYIOIIUM OTCYTCTBHIO
CBeZieHMiA. B 0TBETHOM COOOIIIEHNY CBEACHUS U3 €MHON
0a3bl JAaHHBIX MPEACTABISIOTCS MO BCEM TOCyIapCTBaM-
YJI€HAM WJIU 110 KOHKPETHOMY TOCYIapCTBY-UJIEHY
(rocymapcTBaM-usieHaM) B 3aBUCUMOCTH OT yYCIIOBUM
3ampoca. B pe3ynbTaTe BBIOIHEHHUS 3aMIpOCa CBEICHHS
W3 eUHON 0a3bl JAaHHBIX MPEACTABISIOTCS C YIETOM
HCTOPUU U3MEHEHHUS

Pesynbrarsl

YIIOJTHOMOYEHHOMY OpraHy HalpaBJIEHbl H3MEHEHHbIE
CBEICHMSI U3 €IMHOM 0a3bl TaHHBIX WIH yBeIOMIIEHHE 00
OTCYTCTBHHM CBEJICHMH, YOBJIETBOPSAIOIIMX ITapaMeTpam
3ampoca
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Tabnuria 27

Onucanue onepanuu «Ilonydenue u 00pabOTKa U3MEHEHHBIX CBEICHUM U3
ennHor 0a3bl JaHHbIX» (P.SS.13.0PR.017)

Ne O0o3HaueHne 3IeEMEHTa Onucanue
/o
1 2 3

1 Konosoe 0003HaueHme P.SS.13.0PR.017

2 | HaumeHoBaHue oniepaliii | MOJTy4eHUE U 00pabOTKa U3MEHEHHBIX CBEICHUH U3
€IMHON 0a3bl JAHHBIX

3 | Ucnonnurens YIIOJTHOMOYEHHBIN opraHn

4 | YcinoBus BBIMOTHEHUS BBINOJIHSETCS YIIOJITHOMOUYEHHBIM OPraHOM IpU
MTOJIYYCHUY U3MEHEHHBIX CBEJICHUN U3 €MHON 0a3bl
naHHbIX (onepanus «[loAroToBka u npeacraBicHue
W3MEHEHHBIX CBEJCHHUN U3 eqUHON 0a3bl TaHHBIX
(P.SS.13.0PR.016)

5 | Orpannyenus (dbopmar u CTpyKTypa NpeACTaBISIEMbIX CBEJICHHI
JOJKHBI COOTBETCTBOBATH OnucaHuio (opMaToB U
CTPYKTYP 3JIEKTPOHHBIX JOKYMEHTOB U CBEJICHUI

6 Ornucanue oneparuu HCTIOJIHUTEIb BBITIOJIHSIET IPOBEPKY MOTYUYECHHBIX
CBEJICHUU B COOTBETCTBUHU ¢ PerimamMeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBHS

7 | Pesynbrarsl YIOJIHOMOYEHHBIM OpraHOM 00pabOTaHbl N3MEHEHHBIE
CBEJIEHUS U3 €JMHOM 0a3bl JTaHHBIX WK YBeAOMIIEHUE 00
OTCYTCTBHMHM CBEJICHUH, YAOBIETBOPSIOLIUX [TapaMeTpam
3ampoca

IX. [Topstnok 1eMCTBUM B HEIITATHBIX CUTYALIUSIX

61.[Ipu BEIMONHEHWH TpOIEAYp OOIIEro Iporecca BO3MOKHBI
HUCKJIFOYUTEIbHBIC CHUTYalluH, MPHU KOTOPHIX 00pabOTKa MaHHBIX HE MOXKET
OBITHh TIpOM3BEACHA B OOBIYHOM pEKHUME. OTO MOXKET MPOUZOUTU TPH
BO3HUKHOBEHHHM TEXHUYECKHX COOEB, OMIMOOK CTPYKTYpPHOTO U (hOpMaTHO-

JIOTUYCCKOT'O KOHTPOJIAA U B UHBIX CIIyYasiax.
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62. B cnydyae BO3HHUKHOBEHHSI OHIMOOK CTPYKTYpHOTO M (popmaTHO-
JIOTUYECKOTO0 KOHTPOJISi YMOJHOMOYEHHBIM OPraH OCYIIECTBIISIET MPOBEPKY
COOOIIIEHHS, OTHOCUTEIFHO KOTOPOTO TOJYYEHO yBEIOMJIEHHE 00 OIIMOKe,
Ha cooTBercTBUe Omnucanuio (GopMaroB U CTPYKTYp DIEKTPOHHBIX
JOKYMEHTOB M CBEJACHUMW M TPEOOBAHUSIM K 3aMOJIHEHUIO AJIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUHN B COOTBETCTBUM C PernameHToM nHGOPMAIIMOHHOTO
B3aMMO/ICUCTBUSA MEX]ly YIMOJHOMOYEHHBIMU OpPTaHaMU TOCYJapCTB-UJICHOB
u Komuccueir u PernmameHToM MH(pOPMAIMOHHOTO B3aUMOJCHCTBHUS MEXKTY
YIOJIHOMOYEHHBIMU OpraHaMHu TOCYyAapCTB-4IEHOB. B ciydae BBISBICHHS
HECOOTBETCTBUSI ~ CBEJACHUW  TpeOOBaHUSM  YKa3aHHBIX  JOKYMEHTOB
YIOJITHOMOYEHHBIN OpraH MPUHUMAET HEOOXOJIUMbIE MEphI JIJisi YCTPaHCHUS
BBISIBJICHHOM OIIMOKU B YCTAHOBJIECHHOM IMOPSIJIKE.

63. B mensx pa3pemieHusl HEIITATHBIX CUTyalldid roCyJapCTBa-4JICHbI
uHopMUPYIOT Apyr Apyra u Komuccuio 00 yrmoOTHOMOYEHHBIX OpraHax, K
KOMIIETEHLINU KOTOPBIX OTHOCHUTCS BBITIOJTHEHUE TpeboBaHUH,
NpEeyCMOTPEHHBIX HacTosimuMu [IpaBuiamu, a Takke TMPECTABISIOT
CBEJICHUSI O JIMIaX, OTBETCTBEHHBIX 3a OOCCIIEUCHHE TEXHUYECKOU

MOAACPKKHY TIPU peau3aiiuy 00IIIero mpoiecca.




YTBEPXIEH

Pemenunem Kosuternun
EBpa3zuiickoil 5KOHOMUYECKOU KOMUCCUU
oT 20 1. Ne

PEI'IAMEHT
HH(OPMALMOHHOTO B3aUMOACHCTBUSA

MEKAY YIIOJTHOMOYEHHBbIMH OPraHaMH roCyAapCcTB — YJICHOB
EBpa3uiickoro 3k0HOMHY€ECKOro co3a u EBpasuiickoi 3KOHOMHYECKOM

KOMMCCHEH NPH peain3alu CPpeACTBAMU HHTETPUPOBAHHOM

HH(POPMALMOHHON cucTeMbl EBpa3suiicKOro 3KOHOMHYECKOro c013a
o0urero mpouecca «@P@opmupoBaHue, BeleHHEe U UCIO0JIb30BaHHE eAUHOM
HHGPOPMAUMOHHOM 0a3bI JAHHBIX KAYeCTBEHHbIX H
HEeJ00POKAYeCTBEHHBIX BETEPHHAPHBIX JIEKAPCTBEHHBIX NPENapaTos, a
Tak:kKe PpajbCu(PUUMPOBAHHBIX, U (WJIH) KOHTPAGaAKTHBIX
BETEPHMHAPHBIX JIEKAPCTBEHHBIX MPENaparoB, BbIABJICHHLIX B paMKaX

roCyJapcTBEHHOI0 KOHTPOJISI M HaA30pa B cepe oOpamieHust

BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA TEPPUTOPHUAX FOCYIAPCTB —
Yi1eHOB EBpasuiicKoro 3KOHOMHYECKOI0 COK03a»

I. O0me monoxeHust

1. HacTosimuii  PermameHT  pa3paboTaH B COOTBETCTBHHM  CO
CIICAYIOIUMUA MEXTyHAPOJAHBIMU JOTOBOPAMHM M aKTaMH, COCTABJISIOIIUMU
npaBo EBpa3uiickoro 3koHoMu4Yeckoro corosa (gaiee — Coro3s):

JHoroop o EBpa3zuiickoM 3koHOMHYECKOM coto3e oT 29 mas 2014 rona;

Pemenne CoBera EBpa3uiickodl 3KOHOMHYECKOWM KOMHMCCHUHM OT
21 suBapst  20221. Nel «O [IlpaBunax peryaupoBaHusi oOpalieHus
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB HAa TAMOXXEHHOW TEPPUTOPUH
EBpa3zuiickoro 3kOHOMHUYECKOTO COI03a»;

Pemenne Kosuternn EBpa3uiickoll SKOHOMHYECKOM KOMHUCCUU OT
6 HosiOpst  2014r. Ne200 «O  TEXHOJOTMYECKUX  JIOKYMEHTaX,

PETIIaMCHTUPYIOIIHUX I/IH(l)OpMaI_II/IOHHOS B3aHMOHeﬁCTBHe IIpu pcajin3anuu
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CpeICTBaMU HWHTETPUPOBAHHOW HMH(POPMALMOHHOW CHCTEMBbI BHEIIHEH U
B3aMMHOM TOPTOBJIM OOIINX MPOIIECCOBY;

Pemienne Kosternn EBpa3uickoll SKOHOMHUYECKOM KOMHMCCHUU OT
27 suBapst 2015 1. Ne 5 «O6 yrtBepxkaenun IIpaBun sneKTpoHHOTO oOMeHa
JAHHBIMU B MHTEIPUPOBAHHOM HH(POPMALIMOHHOM CHUCTEME BHEUIHEH U
B3aWMHOU TOPrOBIIN;

Pemenne Kosmernn EBpa3niickoi 3KOHOMHUYECKOM KOMMCCUU OT
14 ampenst 2015 1. Ne29 «O mepeuHe oOHMX TMPOIIECCOB B paMKax
EBpa3suiickoro 3KOHOMHYECKOTO COI03a U BHECEHWM M3MEHEHMA B Pemenne
Komnerun EBpaszuniickoii 3x0HOMHYECKOM Komuccuu oT 19 aBrycra 2014 r.
Neo 132x;

Pemienne Kosmernn EBpa3uiickoi 3KOHOMHUYECKOM KOMHMCCUU OT
9 utonsa 2015 r. Ne 63 «O MeTtoauke aHanu3a, ONTUMMU3AIMNA, TAPMOHU3AIUN
U omMcaHusl oOUIMX MpOLEcCCOB B pamkax EBpa3uiickoro 3KOHOMHUYECKOIO
COI03a;

Pemienne Koismernn EBpa3uiickoi 3KOHOMHUYECKOM KOMHMCCUU OT
28 centsa06ps 2015 1. Ne 125 «O6 yrtBepxknenun Ilonmoxxkenuss o0 oOmeHe
ANEKTPOHHBIMM JOKYMEHTAMH IIPU TPAHCTPAHUYHOM B3aWMOJCHCTBUH
OpPraHoB TOCYJApCTBEHHOW BIJIACTM TOCYAApCTB — WICHOB EBpa3uiickoro
HPKOHOMHUYECKOTO COI03a MEXIy co0oil um ¢ EBpasmiickoil 3KOHOMUYECKOMH

KOMUCCHUEN)).

I1. OGnacTh npUMeHEHUs

2. Hactosimuit  PermamenT paspaboTtaH B IensX  oOecrnedeHus
eAMHOOOPA3HOTO MPUMEHEHHUSI YYaCTHUKAMH OOIIero mpoiecca Mmopsaka u
YCIIOBHM BBITIOJIHGHMSI TpaH3aKIuii obmero mporecca «DopMUpoOBaHHUE,
BEJICHUE U WCIOJb30BaHUE €IUHONW WH(POPMAIMOHHONW 0a3bl JaHHBIX

Ka4€CTBCHHBIX U HG)IO6pOKa‘IeCTBCHHBIX BCTCPUHAPHBIX JICKAPCTBCHHBIX
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npenaparoB, a Takxke (anbCUUIIMPOBAHHBIX, W (WIH) KOHTpadaKTHBIX
BETEPUHAPHBIX JICKAPCTBEHHBIX IMPENAPATOB, BBIABICHHBIX B paMKax
roCyJapCTBEHHOTO KOHTPOJIS U HaJ30pa B chepe oOparieHus: BeTepUHAPHBIX
JEKapCTBEHHBIX  CPEJICTB  HAa  TEPPUTOPHUSAX  TOCYJIAapCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOTO COK03a» (Janee — 00mMil mpouecc).

3. Hacrosiuuii PernmameHnt omnpenenser TpeOOBaHUA K HOPSAKY U
YCJIOBUSIM BBINOJIHEHUS oOIepanuii oOIlero mnpoiecca, HEMoCPEICTBEHHO
HaIpaBJCHHBIX Ha peanu3aiuio HHHOPMAIMOHHOTO B3aUMOJICHCTBUS MEXKY
y4aCTHHUKaMHU OOIIIETO Ipoliecca.

4. Hactosimuii  PersiamMeHT MNpUMEHSIETCS  y4acTHUKaMU  OOIIEero
npoIecca mpu KOHTPOJIE 3a MOPSIIKOM BBITIOJTHEHUS TIPOLIEYP U onepaluii B
paMkax oOIlero mpoliecca, a TaKXKe IMPU MPOEKTUPOBAHUHU, Pa3pabOTKE U
n0paboTKe KOMIOHEHTOB WMH(MOPMAIIMOHHBIX CHCTEM, OOECTICYMBAIOIIUX

peaM3aIyio 3TOro 00IIero mporecca.

II1. OcHOBHBIE TOHATHS

5. ns uemer Hacrosimero PermameHTa WMCHONB3YIOTCA —TOHSTHSA,
KOTOPbIE€ 03HAYAIOT CIICIYIOLIEE:

«aBTOpHU3ALMS» — MPEAOCTABICHUE ONPEJACICHHOMY YYaCTHUKY
oO11ero mporiecca ImpaB Ha BBITIOJIHCHUE ONPEACICHHBIX ICHCTBUM;

«PEKBU3HUT AJIEKTPOHHOI'O JTOKYMEHTa (CBEICHUN)» — €IMHUIIA JAHHBIX
AJIEKTPOHHOIO JIOKYMEHTa (CBEJICHMIT), KOTOpask B OMPEJAEICHHOM KOHTEKCTE
CUUTAETCSI HEPA3ICIIMMON;

«coctosiHue UHGPOPMAIIMOHHOTO O00BEKTa OO0IIero mporeccay —
CBOMCTBO, XapaKTepu3yromiee HHGOPMAIMOHHBIM O0BEKT Ha OINpeaeICHHON
CTaJIMU €0 KU3HECHHOTO IIUKJIA, U3MEHSIOIIECECS ITPHU BBIMOJIHCHUN OTICpAI

O6HIGFO Imporecca.



[TonsTus CUHULIMATOPY, CUHULIMUPYIOIIAs omnepanus,
«pUHUMAKOIIAs  Omepanus», «PECIOHJCHT», «COOOIIEHHE  OOIIEro
IpoIIecCcay U «TPaH3aKIUs OOIIET0 MPOIECCa», UCTIOIb3yEeMble B HACTOAIIEM
Pernamenrte, NpUMEHSIOTCS B 3HAUYEHUSAX, ONPEICICHHBIX MeToauKon
aHajau3a, ONTHUMU3AIMU, TapMOHU3AIMM U ONHCAHUsA OOIIUX MPOIIECCOB B
paMKax EBpa3suiicCKOro 3KOHOMHUYECKOI'O CO03a, YTBEpXKICHHON Pemenunem
Kosuternn EBpa3uiickoil 3KOHOMHYECKOM Komuccuu oT 9 wuroHa 2015 r.
No 63.

Nuple  1mOHATHA, WUCIOJB3yeMbIE B  HAcToslleM Periamenre,
MPUMEHSAIOTCS B 3HAUYEHUSIX, oONpeAcieHHbIXx B nyHkTe 4 IlpaBun
MH(POPMAIMOHHOTO  B3aUMOJCHUCTBUSI MPU  peaU3allUd  CPEACTBAMHU
VHTETPUPOBAHHOMN UH(OpPMAMOHHOM CHUCTEMBI EBpaszuiickoro
PKOHOMHUYECKOTO cOro3a 00mero mporecca «DopMUpOBaHHE, BEACHUE U
UCIIOJIb30BAaHUE €IMHOW MH(POPMAIIMOHHOW 0a3bl JAHHBIX KauyeCTBEHHBIX U
HeZJ00POKaYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE
banbcupuuupoBaHHbIX, W  (WIM)  KOHTpaaKTHBIX  BETEPUHAPHBIX
JIEKApCTBEHHBIX MPENapaToB, BBISBICHHBIX B paMKax TOCYJIapCTBEHHOTO
KOHTPOJIA M Haa3opa B chepe oOpalieHus BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpEACTB Ha TEPPUTOPHUIX rOCyJIapCTB — WICHOB EBpa3zurickoro
DKOHOMHYECKOTO  COK3a»,  yTBEpxkAEHHbIX  Pemenuem  Komnerum
EBpasuiickoit AKOHOMUYECKOU KOMHUCCHUH OT 20 r.

No (manee — IIpaBuina HHPOPMALIMOHHOTO B3aUMOJIEHCTBHUS).

IV. OcHoBHBIC cBeneHNs 00 HHOOPMAIIMOHHOM B3aUMOJICHCTBUN
B paMKax oO0I1Iero mpoiecca

1. YaacTHuKM HHOOPMAITMOHHOTO B3aNMOICHCTBHUS

6. Ilepedens poiieil y4aCTHUKOB HH(POPMAITMOHHOTO B3aMMO/ICHCTBHS B

paMKax 06H_IGFO mponecca NpruBCICH B Ta6J'II/II_I€ 1.



Tabnuia 1

[lepeueHb poselt y4aCTHUKOB MH(POPMAIMOHHOTO B3aUMO/ICHCTBUS

HaumenoBanue posn

Onucanue poau

Y4acTHUK, BBITOJTHSIONTHI

poJIb
1 2 3
Brnanenen cBeneHmii OCYIIECTBIISCT: YIIOJTHOMOYCHHBIH OpTraH
(dhopMupOBaHHE U BEJCHHE (P.SS.13.ACT.001)
HAI[MOHAJILHOTO

MH(GOPMALIMOHHOI'O pecypca;
IIPEJCTaBICHHUE CBEIEHU O
BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparax, Ipu3HaHHBIX
KayeCTBEHHBIMH U O
BETEPUHAPHBIX JIEKAPCTBEHHBIX
npernaparax, B OTHOLIICHUT
KOTOPBIX YIIOJIHOMOYEHHBIM
OpPraHOM IPUHATO pelieHne 00
U3BATHH U3 O0paLeHNs WIN
IIPUOCTAHOBIICHUH OOpaleHUs Ha
TaMokeHHOU Tepputopuun Coroza
B CBSI3U C UX
HEe100pOKaYeCTBEHHOCTHIO,
¢banbcudukanuein u (1im)
KOHTpa(aKTHBIM XapaKTEPOM HX
MIPOUCXOXKACHHUS (Tanee —
CBEJIEHUS O BETEPHUHAPHBIX
JIEKapCTBEHHBIX Iperaparax) B
EBpa3uiickyto 5KOHOMUYECKYIO
koMmuccuto (nanee — Komuccust)
1 GOPMHUPOBAHUS €AUHON Oa3bl
JTAHHBIX;

MOJTyYCHUE CBEICHUHN U3 €AMHON
0a3pl JaHHBIX 110 3aIIPOCY
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Haunmenosanue ponu Onucanue poau Y4acCTHUK, BBITOIHAIOIIUN
pOJIb
1 2 3
Koopaunarop OCYILIECTBIISIET: Komuccus (P.ACT.001)

(dbopMHUpOBaHUE U BECHHUE
€IMHOI 0a3bl JAHHBIX, a TAKIKE
OITyOJIMKOBAaHWE CBEJICHUN U3
eIMHOM 0a3bl JaHHBIX Ha
MH(POPMALIMOHHOM ITOpTalie
Coro3a;

MPEIOCTABIICHUE CBEICHUMN U3
eMHOMI 0a3bl TaHHBIX B
YIIOJIHOMOYEHHBIN B cepe
oOpallieHus: BETEpUHAPHBIX
JICKApPCTBEHHBIX CPEJICTB OPTaH
rocynapctsa — wieHa Coro3a u
(unn) MOABEAOMCTBEHHOE ATOMY
OpraHy 3KCIEPTHOMY
YUPEKIECHUIO TOCY1apCTBA —
yjIeHa (nanee —
YIIOJIHOMOYEHHBIN OpTaH) 1o
3arpocy

2. CTpykTypa uH(POPMAITMOHHOTO B3aUMO/ICHCTBUS

7. UnpopMallMOHHOE B3aUMOJCICTBME B paMKax o0OIIero mnporecca
OCYLIECTBIISICTCA MEXIYy YIOJHOMOYEHHBIMM OpraHaMu TIOCyJapCTB —
YJIeHOB  EBpa3WicKOro  3KOHOMHMYECKOTO  COr3a W EBpasuiickou
IKOHOMHMYECKOM KOMHUCCHEHl B COOTBETCTBUU C NpoOUEAypaMu OOUIEero
npoIrecca:

a) UHPOPMAIIMOHHOE B3auMOJeCTBUE MPpU (HOPMUPOBAHUHU U BEACHUU
eIMHOU 0a3bl JaHHBIX;

0) nHQOPMAIIMOHHOE B3aUMOJICHCTBHE TIPU ITOJIYUYCHHH CBCACHUHU,
CoJIepKalInXcs B €AMHOM 0a3e TaHHbIX.

Crpykrypa UH(OPMALMOHHOTO B3aUMOJICUCTBUS MEXIY
YIOJHOMOYEHHbIMM ~ OpraHaMu  rocynapcts-uieHoB W Komuccuei

MPEJICTaBIICHA HA PUCYHKE 1.



«YyacTtue» «Yuyactuey

HNudopmammonnoe

B3aMMOJICUCTBUE IIPH

(bopMHUpPOBaHUH U BEJICHUH
€IMHOM 0a3bl JaHHBIX

(P.SS.13.BCV.001)

O

Bnanenenx
CBEJEHUU

Koopaunatop

«Ydactuey «Yyactuey

NudpopmammonHoe
B3aMMO/ICUCTBHE MPU
MOJy4YEeHUU CBEICHUM,

CoIepIKaIIMXCS B € IMHOM
0a3e JaHHBIX

(P.SS.13.BCV.002)

Puc. 1. Crpykrypa nndopmManimoHHOTr0 B3aUMOICHCTBHS MEXIY YIIOJTHOMOUYEHHBIMU OpraHaMu
rocyaapcTB-uieHoB U Komuccuei

8. UndopmaiimoHHoe B3aMMOJICUCTBUE MEXAY YIOJIHOMOYEHHBIMHU
opraHamMu rocyaapcTB-wieHoB U Komuccuel peannsyeTcsi B paMKax OOIIEro
npouecca. Crpykrypa oOumero mpoiecca omnpeneneHa B [IpaBumax
WH(POPMAITMOHHOTO B3aUMOICHUCTBHUSI.

9. Undopmanmionnoe B3aNMOJCHUCTBUE ompenenser  MOPSIAOK
BBITIOJIHEHHST TPaH3aKIMi 0O0Imero mporecca, Kaxaas M3 KOTOPBIX
MpeACTaBIIeT CcOo00M OOMEH COOOIIEHHSIMH B IMEISIX CHHXPOHH3AIHNH
COCTOSHMM  MH(OPMALMOHHOTO O0BEKTa OOIIero mpouecca MExIy
y4acTHHUKaMu oOmero mpouecca. g  Kaxaoro HMHPOPMALMOHHOTO
B3aMMOJICUCTBUS  OMNPEJEICHbl B3aUMOCBSI3M  MEXKIY OINEpalUsIMU U
COOTBETCTBYIOIIMMH TaKUM OTEPALUSAM TPAH3aAKIUAMU OOIIIET0 mpoIiecca.

10. [Ipu BBIMOTHEHWW TPAH3AKIMK OOIIETO MpOIlecca WHHUIMATOP B
paMKax OCYIIECTBIAEMOM UM omepanuu (MHULIUUPYIOIICH Oreparym)
HaMpaBJsieT PECHOHACHTY COOOIIEHHE-3apoc, B OTBET HA KOTOPOE

PECIIOHJIEHT B paMKax OCYLIECTBISIEMOM UM onepauuu (IMPUHUMAIOIIEH
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omepaluy) MOXET HalpaBUTh WJIM HE HAIMPaBUTh COOOIIEHHWE-OTBET B
3aBUCUMOCTH OT MIa0JioHAa TpaH3akiuu ooiiero mpoiecca. CTpykTypa
JAHHBIX B COCTaB€ COOOIIEHHWS JIOJDKHA COOTBETCTBOBATH OMNHCaHUIO
dbopMaToB U  CTPYKTYp DOJEKTPOHHBIX JIOKYMEHTOB M  CBEICHUH,
UCIONB3YEMBIX  JUISl ~ peaiu3allid  CPEJICTBAMU  HMHTETPUPOBAHHOM
UH(OPMALMOHHON cUCTEMBI EBpa3niicKoro 3KOHOMUYECKOTO COI03a OOILIEro
nporiecca  «DopMUpOBaHME, BEJAECHHE W HUCIOJIb30BAaHUE  €IMHOU
nH(popMaIMOHHON 0a3bl JTaHHBIX Kauye€CTBEHHBIX W HEIOOPOKaueCTBEHHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX MpEnaparos, a TaKXe
banbcupuuupoBaHHbIX, W  (WIM)  KOHTpaaKTHBIX  BETEPUHAPHBIX
JIEKApPCTBEHHBIX IPENapaToB, BBISIBJICHHBIX B paMKaxX TIOCYJAapCTBEHHOTO
KOHTPOJISI U Haja3opa B cdepe oOpalleHusi BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpEICTB Ha TEPPUTOPHUIX rOCyJapCTB — YJICHOB EBpasuiickoro
DKOHOMHUYECKOTO  COK3a»,  yTBepkIeHHOMY  Pemennem  Komnerun
EBpazuiickoil  3KOHOMMYECKOHW KOMHMCCUM  OT 20 r.
Ne (manee — Onucanue GopMaToOB U CTPYKTYP JIEKTPOHHBIX IOKYMEHTOB
Y CBEJICHHIN).

11. Tpanzakmuu oOIIEero mpolecca BBHITOIHSIIOTCS B COOTBETCTBUU C
3aJJaHHBIMHA ~ TIapaMeTpaMu TpaH3aKIMi O0OIIero Tmporecca, Kak 3TO

OIIPCACIICHO HACTOAIINM PernamenTom.

V. UndopmanmonHoe B3aMMOICUCTBUE B paMKax IPYyII MPOLIEAYP

1. UadopmanimonHoe B3auMoeicTBIE TTpU (DOPMUPOBAHUY U BEJICHUHU
€IMHON 0a3bl JaHHBIX
12. Cxema BBINOJHEHHS TpaH3aKUMil  oOIIEro mpolecca Mpu
GbopMHUpOBaHMM W BEACHWM €IWHOW 0a3bl JAaHHBIX IIPEACTaBIICHA Ha
pucyHke 2. s KaxaoW Tmpoueaypbl oOliero mpoiecca B Tadiauie 2

IMpUBCACHA CBA3b MCIKIOY OoIIcpanusIMu, IMPOMCIKYTOYHBIMHA 51
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PE3YIABTUPYIOMIMMHU COCTOSIHUSIMA HH(OPMAIIMOHHBIX OOBEKTOB 0OIIETro

npoIriecca U TpaH3aKIUsAMH 00IIero mporecca.

:Bnanenen cBeneHuit :Koopaunartop

opt [npeILCTaqneHHe CBEJICHUI O BETEPUHAPHBIX JICKAPCTBEHHBIX IpenapaTax |
TSt BKJ'II-OI—IGHI/I}I B €IMHYIO 0a3y JaHHBIX | |

. Ilepemaya cBemeHnii I BKJIIOYEHNS B EIUHYI0 0a3y JaHHBIX

: (P.SS.13.TRN.001) 'H
|<_ _____________________________________________________________________

opt [mpe/icTaBiieHNe N3MEHEHHbIX CBEICHHH O BeTEPHHAPHBIX JTEKAPCTBEHHbIX
npenapardx Juist BHECEHHs U3MEHEHHH B €MHYI0 0a3y JaHHBIX |

| Tlepenmaya cBeIECHMI /Ui U3MEHEHHUsI B €AUHON 0a3e JaHHBIX ﬂ

| (P.SS.13.TRN.002)

Puc. 2. Cxema BBINOJHEHUS TPaH3aKIIMK 00IIIero mpoiecca npu GopMUpPOBaAaHUU U BEIACHUU
€IMHOI 0a3bl JAaHHBIX
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Tabnuua 2

[lepeuenpb TpaH3akIinii 00IIero Mpoliecca npu GOPMUPOBAHUH U BEJICHUH €AMHON 0a3bl JaHHBIX

Ne Omneparusi, BBITIOJIHSIEMAs [TpomexxyTounoe coctossaue | Omepariys, BHITOTHIEMAs PesynpTupyromee Tpan3zakius o01ero

n/n MHULMATOPOM MH(POPMAIIMOHHOTO 00BEKTa PECIOHJIEHTOM COCTOSTHUE nporecca
oOuiero npoiecca MH(OPMaLHOHHOTO
00BeKTa 00IIIETO
npoiecca

1 2 3 4 5 6

1 Bxurouenue cBeenuii B eaunyto 6a3y nanusix (P.SS.13.PRC.001)
1.1 | [IpencraBieHue cBeneHUM CBEICHUS €IUHON 0a3bl

JUIS BKJIFOUEHUS B €AUHYIO
0a3y JaHHBIX
(P.SS.13.0PR.001).
[Tonydyenue yBenoMiaeHus O
pe3ynbTaTax BKJIIOUEHUs
CBEJICHUIA B eIMHYIO 0a3y
maaaeix (P.SS.13.0PR.003)

npaaabeix (P.SS.13.BEN.0O1):
CBEJICHUS HaIlPaBJIECHBI

roJiyueHue u oopabdoTka
CBEJICHUM IJIs
BKJIFOUEHUS B EAUHYIO
0a3y TaHHBIX
(P.SS.13.0PR.002)

CBEIECHUS €IUHOMN
0a3bl JaHHBIX
(P.SS.13.BEN.001):

CBCJICHHSA BKIIFOUYCHBI

nepeaya CBEICHUN
JUISl BKIIIOYEHUS B
eIMHYI0 0a3y JaHHBIX
(P.SS.13.TRN.001)
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Ne Omnepanusi, BbIIOJIHAEMAsT [Tpomexxyrounoe coctosHue | Onepanus, BbIIIOJIHAEMAs PesynpTHpyromee Tpan3zakuus obero

n/n MHULMATOPOM MH(POPMALIMOHHOTO 00BEKTa PECIIOHJIEHTOM COCTOSIHUE nporecca
of1ero npouecca MH(POPMAIIMOHHOTO
o0BekTa o01Iero
npoiiecca

1 2 3 4 5 6

2 N3menenue cBeneHui, coaepxamuxcs B enuHon 6a3e nanubix (P.SS.13.PRC.002)
2.1 | IlpencraBnenue cBEIEHUM CBEICHUSI €JMHON Oa3bl noJry4eHne 1 00paboTka | CBeIEHHS €IUHOMN

JUISL U3MEHEHMS B €IMHOU
0a3e TaHHBIX
(P.SS.13.0PR.005).
[Tonydyenue yBenoMieHus O
pe3yabTaTax W3MEHEHHS
CBEJEHMI B eTUHON Oa3e
nmaaaeix (P.SS.13.0PR.007)

nmanseiX (P.SS.13.BEN.001):
CBEACHMS JJI M3MEHCHUS
HarpaBJICHbI

CBEIIEHUN IUId U3MEHEHUS
B €IMHON 0a3e JaHHBIX
(P.SS.13.0PR.006)

0a3bl JaHHBIX
(P.SS.13.BEN.001):

CBCIACHHUSA U3MCHCHBI

nepeaaya CBEICHUN
IUI1 U3BMEHEHUS B
eINHOI 0a3e JaHHBIX
(P.SS.13.TRN.002)




2. UndopMaiinoHHOE B3aMMOACHCTBUE TPU MOJTYUYEHUH CBEJICHUM,
COJICpIKAIMXCS B €IMHON 0a3e JaHHBIX
13. Cxema BBINIOJHEHHWS TpaH3aKIMK oOmiero mporecca Ipu
MOJTYYCHHUH CBEJICHUM, COJICPKAIUXCS B €IMHON 0a3e TaHHBIX MPECTaBIICHA
Ha pucyHke 3. I kaxmod mporeaypbl oOiiero mpoiiecca B TaOmuie 3
NpUBEICHA  CBSI3b  MEXAY  ONEpalusiMM,  MOPOMEXKYTOUYHBIMU U
PE3YIABTUPYIOMIMUMHU  COCTOSIHUSIMUA HWH(OPMAIIMOHHBIX OOBEKTOB 0OIIEro

npoIriecca U TpaH3aKIUsAMH 00IIero mporiecca.

:IToTpebuTens cBeAeHMI :Koopnunartop

opt [H€06XOILFIMO MOJYYEHHE CBEJACHUH O 1aT€ U BPEMEHU |
06HOBJ'ICI—1PI5I eIMHOH 0a3bl JaHHbIX | |

. IlomydueHnwne cBeieHHH 0 AaTe ¥ BpeMeHU OOHOBJIEHUS €IMHON
6a3b1 qanHbX (P.SS.13. TRN.003)

|<_ _____________________________________________________________________
| |

opt [HeO6XOI[1lIMO MOJIy4eHUE CBEACHUN U3 eMHON 0a3bl JAHHBIX | |

(P.SS.13.TRN.004)

|L_ _____________________________________________________________________
|

opt [HE0OX0IMO TIONTyYEeHNE U3MEHEHHBIX CBEJACHUN U3 €IUHOU
0a3bl JaHHBIX |

| IlonyyeHue cBeACHUN U3 €AMHON 0a3bl JaHHBIX

| TlonyyeHune N3MEHEHHBIX CBEIEHNN U3 €IMHON 0a3bl JAHHBIX
| (P.SS.13.TRN.005)

Puc. 3. Cxema BbINIOJIHEHUS TPaH3aKIUI 0OIIETo Mpolecca Mpy NOJy4YeHUH CBEIEHUH,
coJiepKaluXxcs B eIMHON 6a3e JaHHbIX
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Tabnuua 3

[lepeuenp TpaH3aKIKi OOIETO Mpoliecca MPH MOJIYYESHUH CBEJICHUM, COJICPKAIUXCS B €IMHOM 0a3e TaHHBIX

Ne Omneparusi, BBITIOJIHSIEMAs [TpomexxyTounoe coctossaue | Omepariys, BHITOTHIEMAs PesynpTupyromee Tpan3zakius o01ero

n/n MHULMATOPOM MH(POPMAIIMOHHOTO 00BEKTa PECIOHJIEHTOM COCTOSTHUE nporecca
oOuiero npoiecca MH(OPMaLHOHHOTO
00BeKTa 00IIIETO
npoiecca

1 2 3 4 5 6

1 [Tonyuenue cBeeHuit 0 1aTe U BpeMeHU oOHoBIeHus eanHoi 6a3bl JanHbIX (P.SS.13.PRC.003)
1.1 | 3ampoc cBeneHwuii o gatTe u CBEJICHUS €TUHOI 0a3bI

BpEMEHU OOHOBJICHUS
€IMHOM 0a3bl JAHHBIX
(P.SS.13.0PR.009).
[Tonyuenue n 06paboTka
CBEJIEHUH 0 J1aTe U BpeMeHH
OOHOBJICHUS €AMHON 6a3bl
naaabeix (P.SS.13.0PR.011)

npaaabeix (P.SS.13.BEN.0O1):
CBEJIEHUS O J1aTe U BPEeMEHHU
OOHOBJICHHUS 3aMPOLLIEHBI

IIOATOTOBKA U
MIpe/iCTaBJICHHE CBEICHUIN
0 JaTe U BpEMEHU
OOHOBJICHUS €IMHON
0a3bl JaHHBIX

(P.SS.13.0PR.010)

CBEJICHUS SIMHOM
0a3nl JaHHBIX
(P.SS.13.BEN.001):
CBEJICHUSA O JIaTe U
BpEMEHU OOHOBJICHHS
HaTPaBIIECHBI

MOJTyYEHHE CBEJICHHI
0 JIaTe U BpeMEHU
OOHOBJIEHUS €IUHON
0a3bl JaHHBIX

(P.SS.13.TRN.003)
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Ne Omnepanusi, BbIIOJIHAEMAsT [Tpomexxyrounoe coctosHue | Onepanus, BbIIIOJIHAEMAs PesynpTHpyromee Tpan3zakuus obero

n/n MHULMATOPOM MH(POPMALIMOHHOTO 00BEKTa PECIIOHJIEHTOM COCTOSIHUE nporecca
of1ero npouecca MH(POPMAIIMOHHOTO
o0BekTa o01Iero
npoiiecca

1 2 3 4 5 6

2 [Tonyuenue cBeaenuii u3 eauHon 6a3el qaHHbx (P.SS.13.PRC.004)
2.1 | 3ampoc cBeACHMI U3 €IUHON | CBEJIEHUS €AMHOM 0a3bl IIOJArOTOBKA U CBEJICHHUS €IMHON IIOJIy4EHUE CBEACHUN

0a3bl JAaHHBIX
(P.SS.13.0PR.012).
[Tonyuenue u 06paboTka
CBEICHUN U3 €INHON 0a3bl
naaabeix (P.SS.13.0PR.014)

nmanseiX (P.SS.13.BEN.001):
CBEJICHUS 3alPOLIEHBI

IpeaACTaBJICHHUC CBeACcHUMN
W3 €OUHOMN 0a3bl JaHHBIX

(P.SS.13.0PR.013)

0a3bl JaHHBIX
(P.SS.13.BEN.001):
CBEIEHUSA
HaIPaBIICHBI.
CBEJICHUS €IMHOM
0a3nl JTaHHBIX
(P.SS.13.BEN.001):
CBEIEHUS
OTCYTCTBYIOT

W3 €IUHOUN 0a3bl
TAHHBIX
(P.SS.13.TRN.004)
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Ne Omneparusi, BBITIOJIHSIEMAs [TpomexxyTounoe coctossaue | Omneparniys, BHITOTHIEMAs PesynpTupyromee Tpan3zakius o01ero

n/n MHULMATOPOM MH(POPMALIMOHHOTO 00BEKTa PECIIOHJIEHTOM COCTOSIHUE nporecca
of1ero npouecca MH(POPMAIIMOHHOTO
00BeKTa 00IIIETO
npoiecca

1 2 3 4 5 6

3 [TomryueHnne n3MeHEHHBIX cBeleHuH u3 eauHoi 6a3el Janubx (P.SS.13.PRC.005)
3.1 | 3ampoc u3MEeHEHHBIX CBEJIEHUS €IMHON 0a3bl MOATrOTOBKA U CBEJIEHUS €IUHOMN MOJIyYCHHUE

CBEJICHUU U3 €IUHON 0a3bl nmanseiX (P.SS.13.BEN.001): MpeJICTaBICHUE 0a3bl JaHHBIX U3MEHEHHBIX

nmanHeIX (P.SS.13.0PR.015).
[Tonyuenue u 06paboTka
M3MEHEHHBIX CBEICHUH 13

€IMHOM 0a3bl JAHHBIX
(P.SS.13.0PR.017)

W3MEHCHHBIC CBEICHUS
3aIPOIIICHBI

U3MEHEHHBIX CBEIEHUH
U3 eIUHOM 0a3bl JaHHBIX

(P.SS.13.0PR.016)

(P.SS.13.BEN.001):
N3MEHEHHEBIC
CBeJCcHUS
HaIIPABJICHBI.
CBEICHUS eqUHOM
0a3bl JaHHBIX
(P.SS.13.BEN.001):
W3MEHEHHEIC
CBeACHUS
OTCYTCTBYIOT

CBEJICHUN U3 €IUHOUI
0a3bl JaHHBIX

(P.SS.13.TRN.005)
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VI. Onucanue coodiieHuit 0011ero mnpoiecca

14. Ilepeuens cooOleHnid 00LIEro Npouecca, Nepe1aBaeMbIX B paMKax
MH(POPMAIIIOHHOTO B3aUMOJICHCTBHS TPH pealu3aluyd OOINero mpoiecca,
npuBeseH B Tabnuie 4. CTpykTypa aHHBIX B COCTaBE COOOLIEHMS JOJIKHA
cooTBeTcTBOBaTh OmnucaHuto (HopMaroB U  CTPYKTYp DJIEKTPOHHBIX
JOKYMEHTOB M cBefeHUil. CchbUulka Ha COOTBETCTBYIOIIYIO CTPYKTYpY B
Omnucannu (HoOpMaToB U CTPYKTYP DICKTPOHHBIX JOKYMEHTOB U CBEACHHI

yCTaHABIUBAETCS MO 3HAYCHUIO rpadbl 3 TaOIHIbI 4.

Tabauma 4

[lepeuens coobuieHuit o0I1Iero mpoiecca

KonoBoe o0o3HaueHme Haunmenosauue CTpyKTypa 31eKTPOHHOTO
JOKYMEHTA (CBEJICHUH)

1 2 3

P.SS.13.MSG.001 CBEJICHUS O BETEPUHAPHBIX CBEJICHUS O KOHTPOJIE KayeCcTBa
JIEKapCTBEHHBIX Mperaparax A | ToBapa BETEPUHAPHOIO
BKJIFOYEHHUS B eIUHYIO 06a3y HazHaueHus (R.HC.SS.13.001)
JTAHHBIX

P.SS.13.MSG.002 CBEJICHUs O BETEPUHAPHBIX CBEJICHUS O KOHTPOJIE KayeCcTBa
JIEKapCTBEHHBIX Npenaparax /uisi | TOBapa BETEPUHAPHOTO
H3MECHEHHS B €IMHON 0ase HaszHauenus (R.HC.SS.13.001)
JTAHHBIX

P.SS.13.MSG.003 yBesoMiIeHHe 00 00paboTke YBEJIOMJICHHE O PE3yJIbTaTe
CBEJCHMI o0pabotku (R.006)

P.SS.13.MSG.004 3anpoc CBEJEHUI 0 1are u COCTOSIHME aKTyaJIn3aliu
BPEMEHH OOHOBJICHHS €TMHON obmero pecypca (R.007)

0a3bl JAHHBIX

P.SS.13.MSG.005 CBEJICHUS O JaTe U BPEMEHU COCTOSTHUE€ aKTyaIu3aluu
OOHOBJICHUS €MHOM 0a3bl ob1ero pecypca (R.007)
TAHHBIX

P.SS.13.MSG.006 3ampoc CBEJCHUH U3 eIMHOM 0a3bl | COCTOSHUE aKTyaTu3aIlluu

JTaHHBIX obmiero pecypca (R.007)
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KonoBoe o6o3HaueHue HaumenoBanue CrpyKTypa 3JI€KTPOHHOTO
JIOKyMEHTA (CBECHUIN)
1 2 3

P.SS.13.MSG.007

CBEJIEHUS U3 €IUHON 0a3bl
AHHBIX

CBCACHHUA O KOHTPOJIE Ka4€CTBa

TOBapa BETEPUHAPHOTO
HaszHaueHus (R.HC.SS.13.001)

P.SS.13.MSG.008

yBEJIOMJICHHE 00 OTCYTCTBHH
CBEJICHUH

YBEIOMIICHHE O pe3yJIbTaTe
obpabotku (R.006)

P.SS.13.MSG.009

3aIpOC U3MEHEHHBIX CBEJICHUMN U3

eIMHOM 0a3bl JaHHBIX

COCTOSIHUE aKTyalIu3aI[iu
obmiero pecypca (R.007)

P.SS.13.MSG.010

W3MEHEHUS CBENCHUN U3 €IUHON
0a3bl JaHHBIX

CBEJICHHS O KOHTPOJIC KaueCTBa
TOBapa BETEPHHAPHOTO
HaszHaueHnus (R.HC.SS.13.001)

VII. Onucanue TpaH3akiuii oO1ero mpoiecca

1. Tpanzakius o6miero npoiecca «llepegava cBeeHuit 1711 BKIIFOYEHUS B
eaunyto 6a3y nanabix» (P.SS.13.TRN.001)

15. Tpanzakius

obmiero mpoiiecca

«ITepenaua

CBEJIECHUMN UId

BKJIIOYeHHS B enuHyto 0asy manubix» (P.SS.13.TRN.001) Beimonusercs nmus

nepcaadinu MHUIHUATOPOM PCCIIOHACHTY COOTBCTCTBYIOIINX CBGHGHHﬁ. Cxema

BBITIOJIHEHHST YKA3aHHOW TpaH3aKIUM OOIIETro Mpollecca MpeCTaBlieHa Ha

pucynke 4. IlapameTpsl TpaH3akiMu OOIIEr0 TMpoliecca MPUBEIACHBI B

tabauue 5.
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: UuunmaTop : Pecmonient
t CaeneHus 0 BeTepruHapHBIX
- -, JICKapCTBEHHBIX npengpaTax s <
KIJIFOUCHUS B eIIHY0 0a3y JaHHBIX
Ommoka b ga
IIpencraBienue
KOHTpOJIA pel (P.55.13M3G.001) [Momyuenue u 06paboTka

@<—

CBEIICHUH I
BKJTIOUCHHS B €TUHY IO
0a3y maHHBIX

CBeIEHUH ST BKIIOYCHUS
B €IUHYIO 0a3y JTaHHBIX

|

1

VBenomijienue oo
00paboTKg CBEMEHUIA
(P.SS.13.MSG.003)

:CBEJICHUS €AUHOI 0a3bl JaHHBIX
[cBeeH S BKIIIOUCHHI |

é Ycenex

Puc. 4. Cxema BbInosnHEeHUs TpaH3akLuu oOuiero npouecca «llepenaya ceeaenuii 1uist

BKJIIOUEHUS B einHYyI0 0a3y naHHbix» (P.SS.13. TRN.001)

Tabmuna 5

Onumcanue TpaH3akiuu oomiero mnpoiecca «llepemada ceeaeHuin s

BKJIFOUEHUS B euHyto 0a3y gaHHbix» (P.SS.13.TRN.001)

No OO0s3aTeIbHBIA JIEMEHT Onucanue
n/m
1 2 3
1 KonmoBoe o6o3naueHME P.SS.13.TRN.001
2 | HaumeHoBaHue TpaH3aKIIMU nepeaayda CBEICHUM JIJIsl BKIIFOUECHHS B €IMHYIO 0a3y
o01ero mporecca JTAHHBIX
3 | [HaGsoH TpaH3aKIMK OOILIEro | 3ampoc/OTBET
npoiiecca
4 | NHunuupyromas poJib WHULIUATOP
5 Wuuuupytornias onepanus MpeJICTaBICHUE CBEJICHU JIJIs1 BKIIOUCHHS B €TUHYIO
0a3y MaHHBIX
6 | Pearupyromas poib PECIIOH/IEHT
7 | [IpuHuMaromias onepamus MoJTy4eHue U 00paboTKa CBEICHUN sl BKIIOUEHUS B
eluHyI0 0a3y JaHHBIX
8 Pesynbrar BhINOIHEHHUS cBeneHus equHor 0a3bl qanubIX (P.SS.13.BEN.001):

TpaH3aKIMK OOIIEro mpolecca

CBCACHHA BKIIFOUYCHBI
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No O0s3aTENbHBIN DIIEMEHT Omucanue
/o
1 2 3

9 | IlapameTpsbl TpaH3aKLHUU
oO1iero npoiecca:

BpEMA OJId IMOATBEPKACHUA —
MMOJIYy4YCHUSA

BpeMsi TOATBEPKIACHUS 20 MuH
MIPUHATHSA B 00pabOTKY

BpeMs O’KUJIaHUS OTBETa 44
IpPU3HAK aBTOPU3ALIUN Ja
KOJINYECTBO ITOBTOPOB 3

10 | CooOmieHust TpaH3aKIUH
oO1ero nporecca:

WHULANAPYIOLIECE CBEJICHUs O BETEPUHAPHBIX JIEKAPCTBEHHBIX
cooO1ieHne npernaparax JJis BKJIYEHUS B UHYI0 0a3y TaHHbBIX
(P.SS.13.MSG.001)

OTBETHOE COOOIIEHNE yBeoMIIeHHe 00 00paboTKe CBEICHHUI
(P.SS.13.MSG.003)

11 | ITapameTpbl coOOIIEHMH
TpaH3aKIMU OOIIEro mpolecca:

npusHak DI HET

nepesada IEKTPOHHOIO —
JIOKYMEHTa C HEKOPPEKTHOM
OUII

2. Tpanzakius o6miero mporecca «Ilepemada cBeaeHnit 111 N3MEHEHUS B
enunou 6a3e manabex» (P.SS.13. TRN.002)
16. Tpanzakust obmero mnporecca «llepenaya cBemeHuit s
m3MeHenus B equHoi 0asze jpanHbIX» (P.SS.13.TRN.002) BbImOIHSETCA I
nepeaayd MHUIMATOPOM PECIIOHJICHTY COOTBETCTBYIOIIMX CBeneHUM. Cxema

BBITIOJTHCHHST YKA3aHHOW TpaH3aKIUM OOIIETO Mpollecca MpeCTaBlieHa Ha
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pucynke 5. IlapameTpsl TpaH3akiMu OOIIETO TMpoliecca TMPUBEIACHBI B

Tabnuie 6.
: IannmaTop : PecrioHieHT
$ CBezieHUsI O [BeTEpUHAPHBIX
- ~ JIKAPCTBEHHBIX MpETIapaTax Wi - N
Oumbica Ipencrasnenne ﬁmMeHeHIIf;ég 61323[%%14(}6883 B
KOHTPOJIA P (P.SS. 002) [onmyyenne u 0OpaboTKa

CBEJICHUHN I
@é U3MEHEHUS B €IUHON

0a3e NaHHBIX

CBCI[CHI/IfI JJIs1 U3MCHCHUS B

YBenomjienue o0 o
eIMHOM 0a3e JaHHBIX

00paboTK¢ CBEICHUIA

<

|

1

(P.SS.13.MSG.003)

:CBEJICHUS €QUHON 0a3bl JaHHBIX
[cBemeHMs N3MEHEHE! |

é Ycenex

Puc. 5. Cxema BbInosnHeHus TpaH3akuuu oduiero npouecca «llepenaya ceeaeHuii 1uis
H3MeHeHus B eanHon 6a3ze manubix» (P.SS.13.TRN.002)

Tabmuma 6

Onucanue TpaHzakiuu oouiero npoiecca «llepenayva ceeaeHuit s
n3MeHeHHs B equHoi 0a3e nanubix» (P.SS.13.TRN.002)

No OO0s13aTeNbHBINA DJIEMEHT Ormricanue
o/
1 2 3

1 Konosoe 0003HaueHmEe

P.SS.13.TRN.002

2 HaumenoBanue TPpaH3aKOUU
O6H_ICFO nmponecca

nepeaada CBEJICHUM IJ1 U3MEHEHUS B € JUHOM Oase
JaHHBIX

3 | llIaGnoH TpaH3akMK OOIIETO | 3aIPOC/OTBET
npolecca
4 | Uauuuupyromas poJib WHUIIMATOP

5 | Uaumuupyrommas onepaus

MPEJCTABICHUE CBEICHUM ISl U3MEHEHUS B €IMHOU
0ase TaHHBIX

6 | Pearupyromas poib

PECHOHICHT

7 [TpuHuMaromas onepanus

MoJTydeHue U 00paboTka CBEICHHM IJI1 N3MEHEHUS B
eIMHOM 0a3e MaHHBIX
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No O0s3aTeNbHBIN DIIEMEHT Omucanue
/1
1 2 3
8 Pe3ynbTaT BBITIOTHEHUS cBenenus enunoi 0a3el ganHeiX (P.SS.13.BEN.001):
TpaH3aKIKU OOIIETOo Mmporecca | CBEICHUS N3MEHEHBI
9 | IlapameTpsl TpaH3aKLHUU
oO1iero npoiecca:
BpeMs JUISl TIOATBEPXKIACHUS | —
MOJTYYCHUS
BpeMsi TOATBEPKIACHUS 20 MuH
OPUHSTUS B 00pabOTKyY
BpeMsi 0>KHJIaHHS OTBETA 4q
MIPU3HAK aBTOPU3AIUU na
KOJIMYECTBO ITOBTOPOB 3
10 | CooOmieHus TpaH3aKIUH
oO1ero nporecca:
WHULUUPYIOIICE CBEJICHUS O BETEPUHAPHBIX JICKAPCTBEHHBIX
cooOiienue npenaparax Juisi K3MEHCHHsI B €IMHOW 0a3e TaHHBIX
(P.SS.13.MSG.002)
OTBETHOE COOOIIEHNE yBesomiieHre 00 00paboTKe CBEeIeHU
(P.SS.13.MSG.003)
11 | [TapameTpsl cooOIIEHU

TPaH3aKIMU OOIIEro mpolecca:
npusHak DI

nepesada IEKTPOHHOIO
JIOKYMEHTa C HEKOPPEKTHOU
OUII

HCT

3. Tpanzakmus oomiero nporecca «Ilomyduenue cBeeHuit 0 1aTe ¥ BpEeMEHU
oOHOBJIeHUs enuHOM 0a3bl JaHHBIX» (P.SS.13. TRN.003)

17. Tpanzakmusi obmero mporecca «llonyuenue cBeiaeHuid o nare u

BpeMeHU OOHOBjIeHUs enuHor 6a3bl  ganHHbIX» (P.SS.13.TRN.003)

BBIIIOJIHACTCA LA IPCACTABIICHUA PCCIIOHACHTOM 110 3alIpOCy HMHHIIMATOPA
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COOTBETCTBYIOIINX CBeIeHUU. (CXema BBINOJHEHUA YKA3aHHOW TpaH3aKIUuu

oOwero mpolecca MpeAcTaBieHa Ha pUCyHKe 6. Ilapamerpsl TpaH3akiuu

oO11ero mporiecca MpruBeACHBI B TaOIHIIE 7.

KOHTPOJIS
% Y BpeMEcHH OOHOBJICHHS

: IanmaTop : PecnonneHt
$ 3amnpoc cBelleHu ¢ AaTe U BpeMEeHU
g OOHOBJIEHMS €IUHPI 0a3bl TaHHBIX -
P.SS.13.MISG.004
Ombka u ( ) >0 ITonroroBka u

3anpoc cBeleHHi O AaTe

€IMHOM 0a3bl JAHHBIX

CBeneHUA O J1afe ¥ BpEMEHH
OOHOBJIEHUS eNUHON 0Oa3bl
| nanHbIX (P.SS.13.MSG.005)

IPEICTaBICHUE CBEICHUN O
Jate ¥ BpeMEHH
OOHOBJIEHUS €AUHON 0a3bl
i

l

JaHHBIX

:CBEJICHUS €QUHOM 0a3bl JaHHBIX

[cBenmeHus 0 naTe U BpeMEeHH OOHOBJICHUS

HalpaBJICHbI|

VYcenex

Puc. 6. Cxema BbINIOTHEHUS TpaH3aKIUK o01ero mporecca «l[lomyuenue cBeaenuii o nate u
BpeMeHU 00HOBeHHS eanHon 6a3bl JaHHbIX» (P.SS.13. TRN.003)

Tabnuua 7

Onucanue TpaH3zakiuu odiero npoiecca «Ilonyuenue cBeienuii o nare u

BpeMeHU 0OHOBJICHUs euHOM 0a3bl maHHbIX» (P.SS.13.TRN.003)

Ne O0s13aTeIbHBIHN DIIEMEHT Onucanue
n/m
1 2 3
1 KogoBoe 0003HaueHne P.SS.13.TRN.003
2 | HaumeHoBaHue TpaH3aKIIMU MOJTydeHUE CBEJICHUM O JlaTe U BpeMEHU OOHOBIICHUS
o0rmiero mporecca eINHOH 0a3bl JaHHBIX
3 | lllaGyioH TpaH3aKIKK OOIIETO | BOMPOC/OTBET
npoiiecca
4 | Uannuupyromas poib MHUIUATOP
5 Nuunmupyroras omneparust 3ampoc CBEJEHUM O J1aTe U BpeMEH!U OOHOBIICHUSI
€IMHOM 0a3bl JaHHBIX
6 | Pearupyromas poib PECTIOH/ICHT
7 [TpuaMMaromas onepanus MOATOTOBKA U MPEACTABJICHUE CBEJACHUI O JaTe U
BpEeMEHU OOHOBJICHHSI €TMHON 0a3bl TAHHBIX
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Ne O0s3aTeNbHBIN DIIEMEHT Omucanue
/1
1 2 3
8 Pe3ynbTaT BBITIOTHEHUS cBenenus enunoi 0a3el JaHHeIX (P.SS.13.BEN.001):
TpaH3aKIUU OOIIETo mporecca | CBEIECHUS O JaTe U BpEMEHU OOHOBIICHUS
HaIpaBJIEHbI

9 | [TapameTpsl TpaH3aKIUU
oO1iero npoiecca:

BpeMs Ul HIOATBEPXKACHUSA | —
MOJTYy4YECHUS

BpEMsI ITOITBEPIKICHUS -
HOPUHSTUS B 00pabOTKY

BpEMs OJKUJIaHUS OTBETA 44
MpPU3HAK aBTOPU3ALINN na
KOJIMYECTBO IMOBTOPOB 3

10 | CooOmieHust TpaH3aKIUH
oO1ero npoiecca:

UHUIUUPYIOIIee 3aMpocC CBEJCHUH O JaTe U BPEMEHU OOHOBJICHHS
Cco00IIEeHnE eanHoii 6a3sl ganHbx (P.SS.13.MSG.004)
OTBETHOE COOOIIEHNE CBEJICHHSI O 1aTe U BpeMEHU OOHOBJICHUS €IUHON

0a3bl ganHbex (P.SS.13.MSG.005)

11 | ITapameTpbl cOOOIIEHMH
TPaH3aKIMU OOIIEro mpolecca:

npusHak DI HET

nepesada IEKTPOHHOIO —
JIOKYMEHTa C HEKOPPEKTHOU
OUII

4. Tpan3akius o6miero npomecca «lloyuenne cBeaeHU U3 IUHONU 0a3bl
nanHbIX» (P.SS.13.TRN.004)
18. Tpanzakiust obmiero npoiecca «llonyuenne cBeaeHU U3 €UHOU
0a3bl gaHHbIX» (P.SS.13.TRN.004) BbIMOJHSETCS IS JJISI MPEICTaBICHUS

PECIIOHACHTOM II0 3alpoCy WHUIIMATOPA COOTBETCTBYIOIIUX CBEJICHUM.



24
CxeMa  BBINOJHEHUs  YKa3aHHOM  TpaH3akKUMM  OOWIEero  Impouecca
npejcTaBieHa Ha pucyHke 7. [lapameTrpsl TpaH3akiuu oOIllero mpoiecca

MIPUBEICHBI B TAOIHIIE 8.

: UnuummaTop : Pecnonnent
$ 3anpoc cBeA¢HUN U3 eAUHON
0a3bl |[JaHHBIX
( ) (P.SS.13MSG.006) A
Ommbka 0 —F - >
KOHTPOJIS . . TTogroroBka u
3ampoc cBefeHuit U3 |CpeneHus U3 enyiHON 0a3bl JaHHBIX | N ——
@< cxumoii Gaser panmmix [~ (P.SS.13.MSG.007) o peAcTast A
A3 eqUHON 0a3bl JaHHBIX
he YBGHOﬁHeHI/Ie 00 0
L OTCYTCTBIH CBEICHHI L )
i (P.SS.13.MSG.008)

:CBEJIEHUS €IUHON 0a3bl
JIAHHBIX
[cBeeHMs HAIIPaBJICHBI]

:CBEIEHUS €JUHON 0a3bl
JTAHHBIX
[cBeneHUs OTCYTCTBYIOT]

Ycenex

Ycenex

Puc. 7. Cxema BbInosHEHUSI TpaH3akuu o01ero npoiecca «llomyduenne cBeieHnit U3 eAMHOM
6a3nl manubx» (P.SS.13.TRN.004)

Tabmuma 8

Onmcanue TpaH3akmuu oomiero mporecca «[lonydenue cBeneHnit U3 eAMHOM
0a3n1 ganaeIX» (P.SS.13.TRN.004)

Ne O0s13aTeIbHBIHN DIIEMEHT Onucanue
n/m
1 2 3
1 KonoBsoe o60o3naueHMne P.SS.13.TRN.004
2 | HaumeHoBaHue TpaH3aKIIMU MOJTy4eHHUE CBEICHUN U3 eAMHON 0a3bl JaHHBIX

obero mporecca

3 | llIaGnoH TpaH3akMu OOIIETO | 3aIPOC/OTBET

nporecca
4 | MHunuupyromas pob WHUIIATOP
S | Mannuupyromas onepanus 3aIpoC CBEJICHUN U3 eIMHON 0a3bl TaHHBIX

6 | Pearupyromas poin PECTIOH/ICHT
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Ne OO0s3aTeNbHBIN IIEMEHT Ornucanue
/11
1 2 3
7 | [Ipunumaromias onepanus MOJATOTOBKA U MPEJCTABICHUE CBEACHUN U3 eTUHON
0a3bl JAaHHBIX
8 Pe3ynbTaT BBITIOTHEHUS cBeneHnus enunoi 0a3el JaHHbIX (P.SS.13.BEN.001):
TpaH3aKIKU OOIIETOo Mmpolecca | CBEICHUS HAPABICHBI
cBeneHus equHou 0a3el qanubiX (P.SS.13.BEN.001):
CBEJICHHS OTCYTCTBYIOT
9 | [TapameTpsl TpaH3aKIUU
oO1ero npoiecca:
BpEMSI JIUIS TIOATBEPIKIACHUS | —
MOJTYYCHUS
BpEMs IOATBEPHKIACHUS 20 MuH
HOPUHSTUS B 00pabOTKY
BpeMsl OXKHUIaHUS OTBETA 44
MpU3HAK aBTOPU3ALIUN na
KOJIMYECTBO IMOBTOPOB 3
10 | CooOuienus TpaH3aKLIUU
o01ero nporecca:
WHULIUUPYIOLIEE 3anpoc CBEJCHUI U3 eIMHOM 0a3bl TaHHBIX
CcOoOOIIeHNE (P.SS.13.MSG.006)
OTBETHOE COOOIIECHHE CBEJICHHSI U3 €IMHOM 0a3bl TaHHBIX
(P.SS.13.MSG.007)
yBeIOMJIEHHE 00 OTCYTCTBUU CBEIECHUN
(P.SS.13.MSG.008)
11 | [TapameTrpsl cooOmeHn

TpaH3aKIMU OOIIEro mpolecca:
npu3Hak DI

nepeaayda EKTPOHHOTO
JIOKYMEHTA C HEKOPPEKTHOU
OIII

HET
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5. Tpanzakuus o6uiero mporecca «IloaydeHne n3MEHEHHBIX CBEICHUN U3
enquHoM 0a3bel maHHbIX» (P.SS.13.TRN.005)

19. Tpanzakmust oOmero mporecca «llomyuyeHne  HM3MEHEHHBIX
cBenennii n3 equHon 0as3bl gaHHBIX» (P.SS.13.TRN.005) BeImomHSCTCS IS
MPECTABIICHUS] PECTIOHACHTOM IO 3alpOCy MWHHUIIMATOPA COOTBETCTBYIOIIMX
cBelieHnil. CxeMa BBIMOJHEHHS YKa3aHHOM TpaH3aKIUK OOIIEro mpoiecca
npejcTaBieHa Ha pucyHke 8. I[lapamerpsl TpaH3zakiuu oOIero mpoiecca

MPUBE/ICHBI B TA0IHIIE 9.

: MuunmaTop : PecnonieHT
t 3amnpoc U3MEHGHHBIX CBEICHUHN U3
- N €IUHON (pa3nl JaHHBIX <
P.SS.13.MSG.009
Oumbka 5 ( ) IToaroroBska u
KOHTpOJIs | 3arpoc U3MEHEHHBIX YBenomerre 06 . TIPEICTABIEHHE
@e CBEICHHIA U3 eIUHON OTCYTCTBHUH CBEIECHUU p 5
Ga3b1 TAHHBIX (P.SS.13.MSG.008) A3MEHEHHBIX CBEIEHUI 13
he H3MeHeHUs CBEJICHUN U3 0 eanHOMN 0a3bl JaHHBIX
L - eIMHOM (a3pl JaHHBIX L )
i (P.SS.13.MSG.010)
:CBEICHUS €IUHON 0a3bl
AHHBIX
[M3MeHEeHHBIEC CBEICHUS
HaIlpaBJICHBI]
:CBEIICHUS €IUHOM 0a3bl
Yenex JIAaHHBIX
[M3MeHeHHBIE CBEACHUS
OTCYTCTBYIOT]
Vcenex

Puc. 8. Cxema BBITIONIHEHUS TPaH3aKIUH 0011ero mpouecca «[lonydenrne n3aMeHeHHBIX CBEICHUN
u3 enuHol 6a3nl JaHHBIX» (P.SS.13. TRN.005)

Tabnuua 9

Omnucanne TpaH3akIuu oo01Iero npomecca «Iloydenne n3aMeHEHHBIX
cBeJieHuH n3 equHoM 0a3nl JaHHBIX» (P.SS.13.TRN.005)

No O0s3aTeNbHBIA PIIEMEHT Omnucanue
/o
1 2 3

1 Konosoe 0003HaueHmE P.SS.13.TRN.005
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Ne OO0s3aTeNIbHBIN AJIEMEHT Onucanue
1/
1 2 3
2 | HaumeHnoBaHue TpaH3aKIIMH MOJTydeHUE U3MEHCHHBIX CBEJCHUHN U3 €IMHOMN Oa3bl
oO1ero npoiecca JTAHHBIX
3 | [llaGyoH TpaH3aKIMK OOIIIETO | 3alpOC/OTBET
npoiiecca
4 | Uauuuupyroimas poib WHUIIATOP
5 | Uaumuupyrommas onepanus 3ampoc U3MEHEHHBIX CBEJICHUIN U3 €IMHOMN 0a3bl
JTAaHHBIX
6 | Pearupyromas poib PECIIOH/ICHT
7 | llpuauMaroias onepaus MOJTOTOBKA U TIPEICTABICHUE U3MEHEHHBIX
CBEJICHUI M3 CJMHON 0a3bl JaHHBIX
8 Pe3ynbrar BhITTOIHEHUS cBenenus eaquHo 0a3el ganubeix (P.SS.13.BEN.001):
TpaH3aKIMU OOIIEro Mpoiecca | U3MEHEHHBIE CBEICHUS HAIIPaBJICHBI
cBenenus enunoi 0a3el JaHHbeIX (P.SS.13.BEN.001):
M3MEHEHHBIE CBEJICHUSI OTCYTCTBYIOT
9 | IlapameTphl TpaH3aKIIUH
oO1ero nporecca:
BpeMsl JIJISl IOATBEPKACHUS | —
MOJTyYeHUs
BpeMsI IOATBEPKIACHUS 20 muH
HOPUHATHS B 00pabOTKy
BpEeMs OXKHJIaHUS OTBETA 44
MPU3HAK aBTOPU3AIAN na
KOJIMYECTBO MMOBTOPOB 3
10 | CooOuienus TpaH3aKLIUU

o011ero mporecca:

HHUIUUPYIOIIEE
cooO1ienue

OTBETHOE COOOIIEHNE

3ampoc U3MEHEHHBIX CBEJICHUN U3 €IMHON 0a3bl
nmaasbeix (P.SS.13.MSG.009)

YBEJIOMJICHHE 00 OTCYTCTBUU CBEJICHU
(P.SS.13.MSG.008)

M3MEHEHMs CBEICHUH U3 eJMHOM 0a3bl JaHHBIX
(P.SS.13.MSG.010)
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No O0s3aTeNbHBIA PJIEMEHT Omucanue
/o
1 2 3

11 | ITapameTtpsl cooOmeHMIA
TpaH3aKIMU OOIIEro mpolecca:

npusHak LI HET

nepegada JEKTPOHHOIO —
JIOKYMEHTa C HEKOPPEKTHON
OUII

VIII. ITopsimok nelCTBUM B HEIITATHBIX CUTYalHSIX

20.Ilpu wuHpOpMAIMOHHOM B3aWMOJEHCTBUM B paMKax OOIIETrO
npoliecca BEPOSATHBI HEIITaTHbIE CUTyallMd, KOrja oOpaOOTKa JaHHBIX HE
MOXXET ObITh MpOM3BEACHa B OObIYHOM pexkuMe. HemratHele cutyanuu
BO3HUKAIOT MPU TEXHUYECKUX COOSX, UCTCUCHUU BPEMEHHU OXKUJIAHUS U B
WHBIX ciaydasx. Jlosg moiydeHHss y4yacTHHKOM — OOIIero  mpoiiecca
KOMMEHTAapUEB O IMPUYMHAX BO3HUKHOBCHHS HEIITATHOM CHUTYallUd U
PEKOMEHIALMA IO €€ Pa3pelICHUI0 IPEAYyCMOTPEHA BO3MOYKHOCTH
HalpaBJ€HUsI COOTBETCTBYIOIIETO 3ampoca B CHOYKOy  HOAIEPKKU
VHTETPUPOBAHHOMN UH(}OPMALIMOHHOM CHUCTEMBI Epasutickoro
IKOHOMHYECKOro coro3a. OOmme pekoMeHJaluu [0  Pa3pelIeHUIo
HEIITaTHOW CUTyalluu MpuBeneHsl B Tabmwuie 10.

21. YIOJTHOMOYEHHBIM OpraH rocyAapCcTBa-4jeHa MPOBOJUT MPOBEPKY
COOOIIEHUS, B CBSI3U C KOTOPBIM IOJYYEHO YBeaOMJIeHHE 00 omuOKe, Ha
cootBeTcTBUE Onucanuio (opMaToB U CTPYKTYP 3IEKTPOHHBIX JOKYMEHTOB
U CBEJICHUH U TpeOOBaHUSIM K KOHTPOJIO COOOLICHUH, yKa3aHHBIM B pa3jele
IX Hacrtosimero PermamenTta. B ciydae eciy BBISIBICHO HECOOTBETCTBUE
yKa3aHHbIM TpeOOBaHUSIM, YIOJIHOMOYEHHBIH OpraH TroCyJapcTBa-4JieHa

INPpUHUMACT BCC H€O6X0)II/IMBI€ MCEPBI I YCTPAHCHUA BBISBJIICHHOU OIIMOKH.
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B ciydae ecnum HECOOTBETCTBHMU HE BBISIBICHO, YIOJHOMOYEHHBIM OpraH
rocyJapcTBa-ujieHa HalpaBisieT COOOLIEHUE C OMHCAaHUEM 3TOM HEIITaTHOM
CUTyallul B CHyXOy TMOAJEPKKH HWHTEIrPUPOBAHHOM HH(POPMAIIMOHHON

crucTeMbl Epasuiickoro 3KOHOMHUYECKOTO COO3a.

Tabanma 10
JIeCTBYs B HEIUTATHBIX CUTYaLUsAX
Kon Omnucauue [IprunHbI HEIITATHON Onucanue nelCTBUI
HEIITATHON HEIITATHON CUTYyaIuu IIPU BO3HUKHOBEHUH
CUTYaIluu CUTYalluu HEIITaTHOMN CUTYyalllH
1 2 3 4
P.EXC.002 WHULIAATOP TEXHUYECKHe cOoH B HEO00XO0IMMO HaIlpaBUTh
JIBYCTOPOHHEM TPAHCIIOPTHOH cUCTEME | 3ampoc B CIYkKOY
TpPaH3aKIMK OOIIEro | WKW CHCTEMHAs ONIMOKA | TEXHUYECKOU MOICPIKKH
mporiecca He IPOrPaMMHOTO HAI[MOHAJILHOI'O CErMEHTA,
MOJIY4HIT oOecrnieuyeHus B KOTOPOM OBLJIO
Cco0011IeH1Ee-0TBET chopMHUPOBaHO
[IOCJIE€ UCTEUEHUS cooO1ienue
COTJIACOBAaHHOIO
KOJIMYECTBA
MTOBTOPOB
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TpaH3aKIMK O0IIETO
mporecca MmoaydrI
yBEIOMJICHHE 00
OIINOKE

CIIPABOYHUKHU U
KJIACCHU(PUKATOPBI HITH
He 00HOBJIeHBI XML-
CXEMBI 3JIEKTPOHHBIX
JIOKYMEHTOB
(cBenenuit)

Kon Onucanue [IprunHbI HEIITATHON Onucanue nelcTBUI
HEIITaTHON HELITaTHON CUTyaluu IIPY BOSHUKHOBEHUHU
CUTYyalluu CUTYyalluu HEIUTaTHOH cuTyanuu
1 2 3 4
P.EXC.004 WHULIAATOD HE CUHXPOHU3UPOBAHBI | MHUIMATOPY TPAH3AKLIUU

o0rmiero mporecca
HE00X0aMMO
CUHXPOHU3UPOBATh
UCTIOJIb3yeMbIe
CIIPABOYHUKHU U
KJ1accu(hUKATOPBI WIIH
00HOBHUTh XML-cxeMbl
JNEKTPOHHBIX IOKYMEHTOB
(cBeneHuit).

Ecnu cipaBoyHukH 1
KJIaCCHU(PUKATOPBI
CUHXPOHHU3UPOBAHBI,
XML-cxembl
ANIEKTPOHHBIX JIOKYMCHTOB
(cBeneHuit) OOHOBJICHBI,
HEOOXOIUMO HaIPaBUTh
3amnpoc B CIIyx0y

MO IICPIKKH
MPUHUMAIOIIIETO
y4acTHUKA

IX. TpeGoBaHus K 3aMOTHEHUIO STIEKTPOHHBIX TOKYMEHTOB U CBEJICHUMN

22. TpeOoBaHMs K 3aNIOJIHEHUIO PEKBU3UTOB JIEKTPOHHBIX TOKYMEHTOB

(cBeneHumiN)

«CBeieHUsI O KOHTpOJE KayecTBa TOBAapa BETEPUHAPHOTO

HazHaueHus» (R.HC.SS.13.001), nepenaBaembix B coobiieHnu «CBeaeHUs 0

BETEPUHAPHBIX JIEKAPCTBEHHBIX IMperapaTax il BKIIOUECHHS B €IMHYIO0 0azy

nanubix» (P.SS.13.MSG.001), mpuBenenst B Tabnuiie 11.
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Taomuna 11

TpeboBaHUs K 3aMOJIHEHUIO PEKBU3UTOB JIEKTPOHHBIX IOKYMEHTOB
(cBeneHuii) «CBeIeHUsI O KOHTPOJIE Ka4yeCcTBa TOBapa BETEPUHAPHOTO
nazHadeHnus» (R.HC.SS.13.001), nepenaBaembix B cooOmieHnn «CBEICHUS O
BETEPUHAPHBIX JIEKAPCTBEHHBIX MIpernaparax JJisg BKIIOUEHHUS B €IUHYIO 0a3y

nanubix» (P.SS.13.MSG.001)

Kon
TpeOOBaHUS

dopmynupoBKa TpeOOBaHUS

1

B AJICKTPOHHOM COOOIIIEHUH JOKEH PUCYTCTBOBATH | SK3EMIUISIp PEKBU3UTA
«CBeieHHs 0 KOHTPOJIC Ka4eCTBA BETEPUHAPHOTO JICKAPCTBEHHOTO
npenapata» (hcedo:VeterinaryDrugMonitoringltemDetails)

3HadyeHue pexkusnuta «Kox crpansn (csdo:UnifiedCountryCode) momxao
COOTBETCTBOBATh KOAY CTPaHbl M3 MEXIYHAPOIAHOTO KiacCU(pHUKaTopa CTpaH
MHpa, COJEPIKAILEro MepeyeHb KOJA0B 1 HAMMEHOBaHUH CTpaH MUpPa B
coorBercTBuH ¢ ISO 3166-1, a 3Hauenue arpudyra «MaentudukaTop
cnpaBouHHKa (Kinaccudukaropa)» (arpudyt codeListld) B ero cocrase
JOJDKHO COOTBETCTBOBATh 3HAUCHMIO KOJIa YKa3aHHOTO Kitaccu(ukaTopa B
peecTpe HOpMaTHBHO-CIIPAaBOYHOM nHpopmMarmu Coro3a

3HaueHue pekBusuta «Kox craryca» (csdo:StatusCode) B cocTaBe cI0KHOTO
pekBu3nTa «CBEICHUS O KOHTPOJIE KauyeCcTBa BETEPUHAPHOT'O JIEKAPCTBEHHOTO
npemnaparay (hccdo:VeterinaryDrugMonitoringltemDetails) momxao
COOTBETCTBOBATH 3HAUYEHUIO KOJIA CTATyCa BETEPHUHAPHOTO JIEKAPCTBEHHOTO
npemnapara «cBoOoHOe obpalieHuey; «paabcudurar»; «koHTpadaxT;
«oOpalieHue mpernapara NpuOCTaHOBJIEHO; «00pallleHHe Cepun
MIPUOCTAHOBIICHOY; «IIpeNapaT U3bAT U3 O0PAIICHUY; «CePHS U3BATA U3
00palIeHus» U3 MEPEYHsI CTaTYCOB BETEPUHAPHBIX JIEKAPCTBEHHBIX
IpenapaToB WM UX Cepuid, a 3HaueHue arpulyra «Maentudpukatop
crnpaBoyHHKa (KiIaccupukaropa)» (atpudyt codeListld) B ero cocrase
JIOJDKHO COOTBETCTBOBATH 3HAYEHHUIO KOJIa YKa3aHHOTO CIIPAaBOYHUKA B
peecTpe HOpMaTUBHO-cIIpaBouHOM nH(popmaruu Coro3a.

IIPU OTCYTCTBUHM CIIPaBOYHHUKA «IlepedeHb cTaTycoB BETEpHUHAPHBIX
JIEKapCTBEHHBIX MPENapaToB WIM UX CEPUI» B peecTpe HOPMAaTUBHO-
cnpaBoyHoi uHpopmaruu Coroza pexBusut «Koj crarycay
(csdo:StatusCode) B cocTaBe ClI0KHOTO pekBU3UTA «CBEIEHUS O KOHTPOJIE
KayecTBa BETEPHUHAPHOTO JIEKAPCTBEHHOTO MperapaTay

(hcedo: VeterinaryDrugMonitoringltemDetails) momkeH cooTBeTCTBOBATh
OJTHOMY M3 CJeAyIomux 3HaueHuii: «05» - ceoboaHOoe oOpamenue; «06» -
danscudukar; «07» - kouTpadakT; «08» - oOpalieHue nmpemnapara
MPUOCTaHOBIIEHO; «09» - oOpaleHne cepuy MPUOCTaHOBIEHO; «10» -
npemnapar u3bsIT u3 ooparienus; «11» - cepust u3para U3 oopalieHus

pexBu3uT «HauanbHas nara u Bpems» (csdo:StartDateTime) B coctase
CJIO’KHOTO pekBU3uTa « TeXHONIOrn4eckne XapakTeprUCTUKU 3alTUCH O0IIEero
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Kon
TpeOOoBaHUs

dopmynupoBka TpeOOBaHUS

pecypca» (ccdo:ResourceltemStatusDetails) siBisieTcst 00s13aTeIbHBIM TS
3aIllIOJIHCHU L

pexBusut «Koneunas nara u Bpems» (csdo:EndDateTime) B coctae
CJIOKHOTO pekBU3nTa «TeXHOIOTHYeCKHe XapaKTePUCTUKH 3aITUCH OOIIEeTo
pecypca» (ccdo:ResourceltemStatusDetails) He 3anmonHsieTcst

ecnu pekBU3HT «Koa HaMMEeHOBaHMS aKTUBHOW (hapMarieBTHYECKON
cyocrannmm» (hcsdo:DrugCode) B cocTaBe ciokHOro pekBusnuta «CBeieHus
0 HaMMEHOBaHHH JIEKAPCTBEHHOT'O IIpernapara (CpecTBa)»
(hcedo:DrugNameDetails) 3amoiHeH, TO €ro 3Ha4€HHE TOJKHO
COOTBETCTBOBATh 3HAUCHUIO U3 CIIPABOYHUKA MEKTyHAPOTHBIX
HEMaTEeHTOBAHHBIX HAMMCHOBAHUH JICKAPCTBEHHBIX CPEJICTB, 4 3HAUCHUE
aTpubyra «nentudukarop cnpaBoyHuKa (kiaccuduxaropa)» (aTpuOyT
codeListld) B ero coctaBe 1OKHO COOTBETCTBOBATH 3HAYCHHUIO KOJIA
YKa3aHHOTO CIIPAaBOYHUKA B peeCTpe HOPMATHBHO-CITPABOYHON WH(OpMALIUN
Coro3za. [Ipu OTCYTCTBUY CIIPaBOYHHUKA MEKIYHAPOTHBIX HEIATCHTOBAHHBIX
HAaMMEHOBAHMI JIEKAPCTBEHHBIX CPEJICTB B PEECTPe HOPMATHUBHO-CIIPABOYHON
unpopmanuu Coro3a 0KeH ObITh 3aM0JIHEeH peKBU3UT «HanMmeHnoBaHnue
aKTUBHOH (apmarieBTudeckoit cyocranmmum» (hesdo:DrugName) B cocrase
CJIOKHOTO peKBU3HTa «CBEACHHUS O HAMMEHOBAHUH JICKAPCTBEHHOTO
npenapata (cpenctsa)» (hcedo:DrugNameDetails)

B COCTaBe CJIOXKHOTO pekBH3HTa «CBENECHHS O TOBApE BETEPHHAPHOTO
HaszHaueHus» (hccdo:VeterinaryltemDetails) pexBusutel «CBeeHus o
nexapcTBeHHOH Gopme» (hecdo:DosageFormDetails), «CBenenus o popme
BBITTyCKa JekapcTBeHHoro npenapatay (hccdo:PackageFormDetails),
«CBenieHus 0 POU3BOJIMTENIE TOBAPA BETEPUHAPHOTO Ha3HAYCHHUS WU €TO
COCTAaBJISIOLIEH YacTH»

(hcedo: VeterinaryltemManufacturingAuthorizationHolderDetails), «/lata
npon3BojicTBa» (hcsdo:ManufacturingDate), «Jlata okoHuanus cpoka
rogHoctu mpoaykTay (csdo:ProductShelfLifeEndDate) momkHb! ObITH
3aI0JIHEHBI, a PEKBU3UTHI «CBeCHUS O MPOU3BOICTBEHHOH IJIOIA/IKE TOBAapa
BETEPUHAPHOT0 HA3HAUYEHUS WM €0 COCTABIIAIONICH yacTu»

(hcedo: VeterinaryltemManufacturingAreaDetails), «CBenenust o
npaBoobnagarene» (hcedo:RightholderDetails), «Komx oco6oit
xapakrtepuctuku npoaykray (hcsdo:SpecialCharacteristicsProductCode),
«JlonoTHUTEbHBIE TPU3HAKH JIEKAPCTBEHHON (POPMBI»
(hcedo:DosageFormAdditionalFeaturesDetails), «Kona
(hapMakoTeparneBTHIeCKON TPYIIB BETEPHHAPHOTO JIEKAPCTBEHHOTO
npenapara» (hcsdo:PharmacotherapeuticGroupCode), «HanmenoBanue
¢bapmakotepaneTuueckoit rpynms» (hcsdo:Pharmacological GroupName),
«CBeznenust 0 Ha3HaueHUU (001aCTU MPUMEHEHUS) BETEPUHAPHOTO
nekapctBeHHoro npenapata» (hcedo:VeterinaryDrugApplicationFieldDetails)
HE 3aM0JIHSIOTCS
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Kon
TpeOOoBaHUs

dopmynupoBka TpeOOBaHUS

8

pexBusut «Kon nekapcreennoit popmen» (hesdo:DosageFormCode) B cocrae
CJIO’KHBIX pEeKBU3UTOB «CBEICHNUS O JIEKApCTBEHHOU (hopme)
(hcedo:DosageFormDetails) 3anonHsieTcs 0053aTeIbHO P BKIIOYEHUN
HOMEHKJIATYPHI JICKAPCTBEHHBIX ()OPM B peecTp HOPMATHBHO-CIIPABOYHOM
uHpopmanmu Coro3a, MpH TOM 3HAUYCHHE YKA3aHHOTO PEKBU3HTA JOJKHO
COOTBETCTBOBATH KOy JIEKAPCTBEHHOH (POPMBI BETEpPUHAPHOTO
JICKApCTBEHHOT'O Mpernapara u3 HOMEHKJIATyphI JICKAPCTBEHHBIX (opM, a
3HaveHue arpudyra «aenTudukarop cnpaBodyHHKa (KIacCupUKATOPa)»
(atpubyT codeListld) B ero cocraBe 10KHO COOTBETCTBOBATH 3HAYCHHIO KO
yKa3aHHOT'O CIIPAaBOYHMKA B PEECTPe HOPMATUBHO-CIIPABOYHOM WH(POpMALIUN
Coroza. [Ipu oTCyTCTBUM HOMEHKIIATYPHI JIEKAPCTBEHHBIX (JOPM B peecTpe
HOPMAaTHUBHO-CIIPaBOYHOM nHpopMmarmu Coro3a I0JHKEH ObITh 3ar0JIHEH
pekBu3uT «HanMeHoBaHuUe JiekapcTBEHHOU (OPMBI»
(hcsdo:DosageFormName) B cocTaBe CIIOKHBIX peKBU3UTOB «CBEIEHUS O
nekapctBeHHOH Gopme» (heedo:DosageFormDetails)

B COCTaBE CJIOXHBIX PEKBU3UTOB «CBENICHHs O IIPOU3BOJUTENE TOBAPA
BETEPUHAPHOTO HA3HAYEHUS WM €TO COCTABIIIONICH YacTu»
(hcedo:VeterinaryltemManufacturing AuthorizationHolderDetails)
3anoNHs0TCS TONbKO pekBU3UTHI «Kon crpansly (csdo:UnifiedCountryCode)
n «HanMeHnoBanue xo3sicTByomIero cyobekr» (csdo:BusinessEntityName)

10

MIpH 3amoJHeHnH pekBu3nTa «Anpec» (ccdo:SubjectAddressDetails) B ero
COCTaBe JJOJDKHBI OBITH 3aIIOTHEHBI peKBU3UTHI «Kox Buaa
anpecan(csdo:AddressKindCode), «Kox ctpanbi»
(csdo:UnifiedCountryCode), «I"opoa» (csdo:CityName) nnu «HaceneHHbIi
nyHKT» (csdo:SettlementName), «Ynunay (csdo:StreetName) u «Homep
nomay (csdo:BuildingNumberld)

11

3HavyeHue pexkBusuta «Koa Buaa aapeca» (csdo:AddressKindCode) B coctase
CIIOXKHOTO pekBHu3uTa «Anpecy» (ccdo:SubjectAddressDetails) nomknao
COOTBETCTBOBATh OJJHOMY M3 CJICIYIOIIMX 3HAYEHU: «1» — aapec
perucrpanuu; «2» — GpakTudeckuit aapec

12

eciu pekBu3HUT «Kop Buaa cBsa3u» (csdo:CommunicationChannelCode) B
COCTaBe CIOKHOTO peKBU3UTA «KOHTAKTHBINA PEKBU3UT
(ccdo:CommunicationDetails) 3amonHeH, To €ro 3HaYeHHE JOIKHO
COOTBETCTBOBATh OJTHOMY M3 cienyromux 3HaueHuii: «TE» — tenedon;
«EM» — snextponHas nouta; «FX» — dakc

13

€CITH B COCTaBe CIIOKHOTO PeKBU3UTa «CBEIEHUS O TOBApE BETEPUHAPHOTO
HazHaueHus» (hcedo:VeterinaryltemDetails) pexBusut «CBenenus o
xo3sicTBytomeM cyobekTe» (hcedo:BusinessEntityDetails) 3amonnen, To B
€ro CocTaBe peKBU3UTHI «HanmMeHOBaHHE X03SICTBYIONIETO CyOHEKTa
(csdo:BusinessEntityName) u «Axapec» (ccdo:SubjectAddressDetails)
3aIMOIHSIOTCS 0053aTeNbHO
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Kon
TpeOOoBaHUs

dopmynupoBka TpeOOBaHUS

14

eciu 3HaueHue peku3uTa «Kom craryca» (csdo:StatusCode) B cocraBe
CJIOKHOTO pekBU3uTa «CBEIEHUS O KOHTPOJIE KauyecTBa BETEPUHAPHOTO
nekapctBeHHoro npernapatay (hcedo: VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HAUCHHIO «OOPAIICHUE CEPUH TPHOCTAHOBIICHOY, «CEPHS
U3BATa U3 00paleHus», TO peKBU3UT «HoMep cepun J1ekapcTBEHHOTO
npemnaparay (hcsdo:BatchNumberld) B coctaBe cioxHoro pexkusura
«CBelleHUs 0 BETEPHHAPHOM JIEKaPCTBEHHOM TIpenapaTe»

(hcedo: VeterinaryDrugDetails) qomxkeH ObITh 3am0JHEH

15

eciu 3HaueHue peku3uTa «Koma craryca» (csdo:StatusCode) B cocrase
CIIO)KHOTO pekBU3nTa «CBEICHUS O KOHTPOJIE KauyeCcTBa BETCPUHAPHOTO
nekapctBeHHoro npenapata» (hccdo:VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HAYEHHIO «CBOOOHOE OOpalleHne», To peKBU3UT «CBeneHus
o xozsicTBytomieM cyonekTe» (hcedo:BusinessEntityDetails) He 3amonnsieTcst

16

ecinu 3HayeHue pexBuzuta «Kon craryca» (csdo:StatusCode) B coctae
CJIOHOTO PeKBU3HTa «CBEACHHS O KOHTPOJIC Ka4eCTBa BETCPUHAPHOTO
nekapctBeHHoro npenapata» (hcedo:VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HAUCHHIO «(PaIbCUPUKATY, KKOHTPAPaKT», «0OpaIieHne
npernapara MpUOCTAHOBJICHOY, «OOpaIIeHNEe CEPHH TPUOCTAHOBICHOY,
«IIpenapar U3bAT U3 O0PAIECHUN», «CePUS U3BATA U3 OOPAIIECHUS», TO
pekBU3UT «CBEACHUS O XO3AUCTBYIOIIEM CYOBEKTE»
(hcedo:BusinessEntityDetails) gomkeH ObITh 3arioHEeH

17

ecnu 3HaueHue pekBusuTa «Koz craryca» (csdo:StatusCode) B coctaBe
CIIOKHOTO peKkBH3HTa «CBEIEHHS O KOHTPOJIE KauecTBA BETEPUHAPHOTO
nekapctBeHHoro npenapata» (hcedo:VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HAYEHHIO «CBOOOHOE 0OpaIlieHrne», To peKBU3UT «CBeneHus
o BbisiBIIeHHOM HecooTBeTcTBUM» (hecdo:IdentifiedDiscrepancyDetails) He
3aIOTHSICTCS

18

ecnu 3HaueHue pekBusuTa «Koz craryca» (csdo:StatusCode) B coctaBe
CIIOYKHOTO pekBH3HTa «CBENEHHS O KOHTPOJIE KauecTBa BETEPUHAPHOTO
nekapctBeHHoro npenapata» (hcedo:VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HaUEHMIO «(DaabCcUPUKaT». «KOHTpadaKT», «oOpallieHne
npernapara MpruoCTaHOBJIEHOY, «00paleHue Cepur MPUOCTAHOBICHOY,
«penapar U3bsT U3 00palICHUs», «CePHs U3bsITa U3 00PALIEHUS» TO
pexBu3nT «CBeeHHs 0 MoKa3aTelie HOPMAaTHBHOTO TOKYMEHTA 0 KayeCTRY,
0 KOTOPOMY BBISIBJICHBI HECOOTBETCTBHS JIJIsl TOBAPa BETEPUHAPHOTO
HaszHaueHus» (hcedo: VeterinaryltemLowQualityDetails) 3amonusiercs
00513aTeNIbHO

19

ecnu 3HaueHue pekBusuTa «Kox craryca» (csdo:StatusCode) B coctaBe
CJIO’KHOTO pekBU3uTa «CBeIeHUs O KOHTPOJIe KauyecTBa BETEPUHAPHOTO
nekapctBeHHoro mnpernapatay (hccdo:VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HAUCHHIO «OOpaIleHne mpernapaTa mpruoCTaHOBICHOY,
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Kon
TpeOOoBaHUs

dopmynupoBka TpeOOBaHUS

«oOpaleHre ceprr MPUOCTAHOBIICHOY, «IIPEMapaT U3BAT U3 O0pAICHUSY,
«cepus U3bsiTa U3 OOPAIICHUS», TO B COCTABE CII0KHOTO PEKBU3UTA
«CBeJieHHs 0 TMOKa3aresie HOPMaTUBHOTO JJOKYMEHTA 110 Ka4eCTBY, 110
KoTopoMy BbIsiBIeHBI HecooTBeTcTBHA» (hccdo:LowQualityDetails) nomken
OBITh 3amoiHeH peKBU3UT «Koj mokaszaresns HECOOTBETCTBHS KaueCTBa
JICKApPCTBEHHOTO TIperapara yCTaHOBICHHBIM TPEOOBAHUSIM)
(hesdo:LowQualityCode) nnu pexBu3ut «HanmeHoBaHME TTOKa3aTENs
HECOOTBETCTBHSI KAUECTBA JICKAPCTBEHHOTO Iperapara yCTaHOBJICHHBIM
tpeboBanusam» (hcsdo:LowQualityName)

20

pexBm3uT «HanMeHOBaHME MTOKa3aTeIss HECOOTBETCTBHS KaueCTBa TOBapa
BETEPHHAPHOTO Ha3HAYCHUS YCTAaHOBJICHHBIM TPEOOBAHUSIM»

(hcsdo: VeterinaryltemLowQualityName) B cocTaBe CII0KHOTO PEKBH3UTA
«CBeneHus 0 MOKa3aTesie HOPMaTUBHOTO JOKYMEHTA 110 KaueCTBY, 110
KOTOPOMY BBISIBJICHBI HECOOTBETCTBHSI ISl TOBapa BETEPHHAPHOTO
naznaueHus» (hcedo:VeterinaryltemLowQualityDetails) nomken ObITh
3aroJIHeH

21

ecnu 3HaueHune pexksusuta «Koxa craryca» (csdo:StatusCode) B cocrase
CJIOHOTO PeKBU3HTa «CBEACHHS O KOHTPOJIC Ka4eCTBa BETCPUHAPHOTO
nekapcTBeHHoro npenaparay (hcedo:VeterinaryltemMonitoringDetails)
COOTBETCTBYET 3HAUCHUIO «(PaTbCU(UKATY WIN «KOHTPADAKT», TO PEKBU3HT
«Onucanue BoisiBIeHHBIX HapymeHuin» (hesdo:IdentifiedFalsificationsText) B
COCTaBe CIIOKHOTO PeKBU3HUTA «CBEIACHMS O BBISIBJICHHOM HECOOTBETCTBUM)Y
(hcedo:IdentifiedDiscrepancyDetails) qonmxen ObITh 3am0HEH

22

ecnu 3HaueHue pekBuzuta «Kon crarycay (csdo:StatusCode) B coctae
CIIO’)KHOTO peKBU3nTa «CBEIEHUS O KOHTPOJIE KauyecTBa BETEPUHAPHOTO
nekapcTBeHHOro npenapara» (hcedo:VeterinaryDrugMonitoringltemDetails)
COOTBETCTBYET 3HaUEHUIO «(panbCu(PUKAT» WIN «KKOHTPADaAKT», TO PEKBU3UT
«M300paxkenre ynakoBku ¢aabCuGUIIMPOBAHHOTO U (MM ) KOHTPadaKTHOTO
nekapctBeHHoro cpeactBa» (hesdo:FalsificationSignPicture) B coctase
CJIO’KHOTO pekBU3uTa «CBeIeHUS O KOHTPOJIE KauyecTBa BETEPUHAPHOTO
nekapcTBeHHOro npenapara» (hcedo:VeterinaryDrugMonitoringltemDetails)
JIOJKEH OBITh 3aIlOJIHEH U B €r0 COCTaBE JI0JKEH OBbITh 3aIl0JIHEH aTpudyT
«Kox popmara garasix» (arpudyT mediaTypeCode)

23

eciu atpudyT «Koxa dopmara nanueix» (atpudyt mediaTypeCode) B cocTase
pekBusnTa «M300pakenne ynakoBku (HanbCuPUITIPOBAHHOTO U (MITH)
KOHTpa(aKTHOTO BETEPHUHAPHOT'O JIEKAPCTBEHHOT'O TpernapaTa»
(hesdo:FalsificationSignPicture) 3anonHeH, To €ro 3HaY€HUE TOJKHO
MIPUHUMATD OJIHO U3 CJIEAYIONINX 3HaUeHUM: «image/bmp» — popmar naHHbIX
BMP «image/git» — dopmar gannsix GIF «image/png» — dopmat gaHHbIX
PNG «image/jpeg» — dopmar nanusix JPEG

24

ecyu pekBU3UT «KoJl opraHr3alimOHHO-TIPaBOBOM (POPMBI»
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Kon
TpeOOoBaHUs

dopmynupoBka TpeOOBaHUS

(csdo:BusinessEntityTypeCode) 3anonHeH, To ero 3Haue€HUE TOJHKHO
COOTBETCTBOBATH KOy OpraHU3aIMOHHO-TIPABOBBIX (hOpM U3 KilacCupUKaTopa
OpraHu3aIOHHO-TIPaBOBBIX (popM, a 3HaYeHne arpubyTa «aeHTudukaTop
crpaBovHHKa (Ki1accudukaTopa)» (arpudyt codeListld) B ero cocrase
JIOJDKHO COOTBETCTBOBATH 3HAYEHHUIO KOJIa YKa3aHHOTO Kiaccudukaropa B
peecTpe HOpMAaTUBHO-CIIPaBouHOM nH(popmanuu Coro3a

25

IIPU BKIIIOYEHUH CIIPABOYHHUKA METOJIOB UACHTHU(PHUKAIINN XO03IHCTBYIOIINX
CyOBEKTOB B peecTp HOpMaTHBHO-CIIpaBoYHOM nH(popMaru Coro3a 3HaueHue
atpudyra «Meton unenruduxanun» (arpudyt kindld) gomkHo
COOTBETCTBOBAThH KOJly METOJIa HICHTU(UKALIMH XO3SIHCTBYIOIUX CyObEKTOB
yKa3aHHOI'O ClipaBOYHMKA. B MHOM ciyuyae 3HaueHue atpudyra «MeTtoj
uaentuukanum» (atpudyT kindld) 10oKHO COOTBETCTBOBATH OHOMY H3
cnenyromux 3HaueHuid: [ PYOJI — rocynapcTBeHHBI peecTp I0OpUAHUECKUX
mun (st Pecmybnuku Apmennsi); OKOI'Y — obierocynapcTBeHHbIN
knaccudukarop PecniyOnuku benapycs «Opransl rocyjapcTBEHHO BIacTH U
ynpasieHus» (s Pecniyonuku benapycs); OKIOJIII -
obmierocynapcTBeHHbIH Kiaccudukarop Pecrydnuku benapych
«HOpuanyeckue nuua 1 UHAUBUYaIbHbIE IPEAIPUHUMATEIN (115
Pecniy6nuku benapycn); BUH — 6usnec-uneHTudUKanOHHBIA HOMEp (1S
Pecnyonmuku Kazaxcran); OKIIO — oOmepecnyOnukaHCKuii kiaccudukarop
npennpusaThil u opranuzanuil (st Keipreizckoit Pecy6nuku); OI'PH —
OCHOBHOM IrOCY1apCTBEHHBIN perucTpaluoHHbI HoMep (i1 Poccuiickoit
®eneparun); OI'PHUIT — ocHOBHOI rocyiapcTBEHHBIN perucTpalluOHHBIN
HOMEp MHAMBUAYATLHOTO NIpeanpunumarens (st Poccuiickoit denepariun)

26

pexBu3uTH «Koj Buaa NepBUYHON YIIaKOBKM TOBapa BETEPUHAPHOTO
HazHaueHus» (hcsdo: VeterinaryltemPackageFirstlyKindCode),
«HammeHoBaHMe BH/Ia IEPBUYHON YITAKOBKH TOBapa BETCPUHAPHOTO
HaszHaueHus» (hesdo::VeterinaryltemPackageFirstlyKindName), «Onucanune
MaTepHasa MepBUYHON YIIaKOBKM TOBAapa BETEPUHAPHOTO HA3HAYECHUS»
(hcsdo:VeterinaryltemPackageMaterial Text) B cocTaBe CJI0)KHOTO pEKBU3UTA
«CBenenus 00 yrrakoBaHHOW €IMHUIIE TOBapa BETEPUHAPHOTO Ha3HAYCHUSD)
(hccdo: VeterinaryltemPackageDetails) 3amonsstorcs

27

pekBU3UTHI «CBEAEHUS O KOMIUIEKTYIOIIEM YCTPOMCTBE B COCTaBE BTOPUYHOM
(moTpebuTeNbCKOIl) yIIakoBKM TOBAapa BETEPUHAPHOTO HA3HAUCHUS»

(hcedo: VeterinaryltemComponentDetails), «Koz Buna BTopuuHOi
(moTpeOuTeNnbCcKOl) YIIaKOBKH TOBapa BETEPUHAPHOTO HA3HAUYEHUS»

(hcsdo: VeterinaryltemSecondaryPackageKindCode) «HanmeHoBanue Buga
BTOPUYHOM (OTPEOUTENBCKOM) YITAKOBKU TOBAapa BETEPUHAPHOTO
HaszHaueHus» (hcsdo:VeterinaryltemSecondaryPackageKindName) B cocrae
CIIOKHOTO pekBu3HTa «CBefieHHs 0 popMe BBIITyCKa TOBapa BETEPUHAPHOTO
HazHaueHus» (hccdo:VeterinaryltemPackageFormDetails) ne 3amomasitoTcst

28

pexBusnut «HavanpHas gara u Bpems» (csdo:StartDateTime) B coctase
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Kon
TpeOOoBaHUs

dopmynupoBka TpeOOBaHUS

CJIOKHOTO pekBU3UTa « TEXHOIOTNYECKHE XapaKTCPUCTUKH 3alTUCH OOIIETo
pecypca» (ccdo:ResourceltemStatusDetails) moikeH ObITh 3aTI0THEH

29

pexBu3ut «Koneunas nata u Bpems» (csdo:EndDateTime) B coctaBe
CJIOKHOTO pekBU3UTa « TeXHOIOTHYeCKne XapaKTePUCTUKH 3aITUCH OOIIEeTo
pecypca» (ccdo:ResourceltemStatusDetails) He 3anmonHsieTcst

30

pexBm3uT «Koa pyHKIIMY HHTPEANECHTA B COCTABE JICKAPCTBEHHOTO
npenaparta» (hcsdo:DrugSubstanceRoleCode) nomken ObITh 3aII0THEH B €T0
3HAa4YCHHUE JIOJDKHO COOTBETCTBOBATh 3HaUeHHIO «01» — neicTByroIee
BeniecTBo. PexBusut «HanmenoBaHue GyHKIIMKM HHTPEIMEHTA B COCTAaBE
nekapctBeHHoro npemnapara» (hcsdo:DrugSubstanceRoleName) e
3aIOJTHACTCS

31

pexkBm3UT «CBeIeHUsI 0 HANMEHOBAHHH JISKAPCTBECHHOTO TIperapara
(cpenctBa)» (hccdo:DrugNameDetails) B cocTaBe cli0’)KHOTO pEKBH3UTA
«CBeJleHHs 0 KOHTPOJIC Ka4eCTBA BETEPUHAPHOTO JICKAPCTBEHHOTO
npenapata» (hcedo:VeterinaryDrugMonitoringltemDetails) nomxen ObITh
3aroJIHeH

32

eciu pekBU3HT «Koj1 HauMEHOBaHMSI aKTUBHOW (hapMarieBTHYECKON
cyocranmum» (hcsdo:DrugCode) B coctaBe cnokHOTO pekBu3uTa «CBeeHUs
0 HaMMEHOBaHUM JIEKAPCTBEHHOI'0 IIpernapara (CpeacTBa)»
(hccdo:DrugNameDetails) 3anonHeH, To ero 3Hau€HUE TOJKHO
COOTBETCTBOBATh 3HAYCHUIO U3 CIIPABOYHHUKA MEXKITyHAPOIHBIX
HETaTCHTOBAHHBIX HAMMECHOBAHUIT JICKAPCTBEHHBIX CPEJICTB, & 3HAUCHHE
aTpubyra «MnenTudukarop cnpaBoyHuka (kiaccudukaropa)» (aTpulyt
codeListld) B ero cocrtaBe 7OKHO COOTBETCTBOBATH 3HAYCHHUIO KOJIa
YKa3aHHOTO CIIPABOYHHKA B peecTpe HOPMaTHBHO-CIIPAaBOYHON MH(pOpMauu
Coro3a. [Ipy 0TCYTCTBHH CIIPAaBOYHHUKA MEKIYHAPOIHBIX HEMATCHTOBAHHBIX
HaMMEHOBAHMH JICKAPCTBEHHBIX CPEJICTB B PEECTPE HOPMATHUBHO-CIIPABOYHOM
nHpopmarmy Coro3a T0KeH OBITh 3aM0THEH peKBU3NT «HanMeHoBaHMe
aKTUBHOM (apmarnieBTudeckoit cyoctanuun» (hesdo:DrugName) B coctaBe
CIIO’)KHOTO pekBU3nTa «CBEICHUSI O HAMMEHOBAHUH JIEKAPCTBEHHOTO
npenapara (cpeactsa)» (hccdo:DrugNameDetails)

23. TpeOoBaHMs K 3aMIOJIHEHUIO PEKBU3UTOB JIEKTPOHHBIX TOKYMEHTOB

(CBCHGHHﬁ) ((CBCI[GHI/IH O KOHTpPOJIC KadeCTBa TOBapa BCTCPUHAPHOTO

nazHadenms» (R.HC.SS.13.001), nepenaBaembix B coobmennn «CBeneHus O

BETEpUHAPHBIX JIEKAPCTBEHHBIX Mpenaparax JJisi U3MEHEHUS] B €IMHOW 0aze

nanubix» (P.SS.13.MSG.002), npuBenensl B Tabnuiie 12.
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Tabmuna 12

TpeboBaHUs K 3aMOJIHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX IOKYMEHTOB
(cBeneHuii) «CBeIeHUsI O KOHTPOJIE Ka4yeCcTBa TOBapa BETEPUHAPHOTO
nazHadeHnus» (R.HC.SS.13.001), nepenaBaembix B cooOmieHnn «CBEICHUS O
BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpernaparax JJjisi '3MEHEHUs B €IMHOM 0aze

nauubix» (P.SS.13.MSG.002)

Kon dopmynupoBKa TpeOOBaHUS
TpeOOBaHUS

1 B AJICKTPOHHOM COOOIIIEHUH JOKEH PUCYTCTBOBATH | SK3EMIUISIp PEKBU3UTA
«CBefieHHs 0 KOHTPOJIE Ka4eCTBa BETEPUHAPHOTO JIEKAPCTBEHHOTO
npenapata» (hcedo:VeterinaryDrugMonitoringltemDetails)

2 COOTBETCTBYIOT TpeOoBaHusAM 2-31 Tabnuuel 12 HacTosmero Pernamenra
(3HaueHus KoJ10B TpeOoBaHuii B TabauIe 12 u Tabnuie 13 coBmamaroT)

3 B €MHOMW 0a3e JaHHBIX JOJDKHA COJIEPIKATHCS 3aICh, B KOTOPOU

COBOKYITHOCTb 3Ha4eHUH peKBU3UTOB «KoJ CTpaHb»
(csdo:UnifiedCountryCode) u «Peructpannonusiii Homep 3anucu» (hesdo:
RecordRegistrationNumberld) B coctaBe ciioxxaOr0 pekBu3nTa «CBEIACHHS O
KOHTPOJIE KaueCTBa BETEPUHAPHOTO JEKAPCTBEHHOTO MTPETapaTay

(hcedo: VeterinaryDrugMonitoringltemDetails) coBnagaroT ¢ nepenaHHbIMH




YTBEPXIEHO

Pemrennem Komnerun
EBpa3zuiickoil 5KOHOMUYECKOW KOMUCCUU
OT 20 1. Ne

ONMUCAHHUE
(popMaTOB M CTPYKTYP JIEKTPOHHBIX JOKYMEHTOB M CBEACHUI,
HCIOJIb3YEeMbIX VIl PeaJIN3alMi CPEeACTBAMHI HHTEIPUPOBAHHOM
HH(pOPMALMOHHON cucTeMbl EBpa3uiickoro
IKOHOMHUYECKOI0 COr03a 001ero npouecca «DopMupoBaHue, BeAeHUe U
HCIOJIb30BAHNE eAMHON HHPOPMANMOHHOM 0a3bI JAHHBIX KA4eCTBEHHBIX
1 HeIOOPOKAYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENaparos,
a Takxke GanbCcuPUUUPOBAHHBIX, U (UJIM) KOHTPa(aKTHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX NPENapaTOB, BHIABJICHHBIX B PAMKAaX
roCyJapCcTBEHHOI0 KOHTPOJISI M HAJA30pa B c(pepe oOpaleHust
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA TEPPUTOPHUAX FOCYIAPCTB —
4j1eHOB EBpa3uiickoro JKOHOMHUYECKOIr0 COK3a»

I. O0ume monoxeHus

1. Hactosimee  Omnucanue  pa3paboTaHO B COOTBETCTBHUU  CO
CIEAYIOUIMMHA MEXIyHApOJHBIMU JOTOBOPAMHM M AKTaMH, COCTABJISIOIIMMU
npaBo EBpa3uiickoro 3k0HoMU4YecKkoro corosa (gaiee — Coro3s):

JHoroBop o EBpazuiickoM 3KoHOMUYECKOM coro3e oT 29 mas 2014 rona;

Pemienne Kosermn  EBpasuiickoi  3KOHOMHUYECKOM  KOMMCCUU
or 6 HosOps 2014 1. Ne 200 «O TEXHOJOTHMUECKUX JIOKYMEHTaX,
pErIaMEeHTUPYIOUX HH(OPMALMOHHOE B3aMMOJICUCTBUE NPHU pealln3aluu
CpEeACTBAMHM HMHTETPUPOBAHHONW HWH(POPMAIMOHHONW CHCTEMbI BHEITHEH
Y B3aMMHOM TOPrOBJIM OOIINX MPOIIECCOBY;

Pemienne Kosuternun  EBpa3uiickod  3KOHOMHYECKOM  KOMHCCUU
ot 27 stuBaps 2015 r. Ne 5 «O06 yrBepxkaenuu [IpaBuit a3nekTpoHHOTO 0OMeHa
JAHHBIMU B HMHTETPUPOBAHHOW MHGOPMAIMOHHOM CHCTEME BHEIIHEH

Y B3aMMHOW TOPTOBJINY;
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Pemenne Komternn EBpa3uiickodi 3KOHOMUYECKOM  KOMHCCUH
or 14 ampens 2015 r. Ne 29 «O nepeuHe oOHMIMX MPOLECCOB B paMKax
EBpazuiicKOro  3KOHOMHMYECKOTO  COK3a W BHECEHHMM  HU3MEHEHHS
B Pemenne Komnernm  EBpa3uiickol  3KOHOMHUYECKOM  KOMHMCCHH
ot 19 aBrycra 2014 r. No 132x;

Pemienne Kosmermn  EBpasuiickod  3KOHOMHUYECKOM  KOMMCCUU
oT 9 wmoua 2015 r. Ne 63 «O Meroauke aHanu3a, OINTHMU3ALMU,
rapMOHU3AIMU M OMMCAHUS OOLIMX MPOIEcCcOB B pamkax EBpasuiickoro
HSKOHOMMYECKOIO COI03a»;

Pemienne Kosmermn  EBpasuiickod  3KOHOMHUYECKOM  KOMMCCUU
ot 28 centsa0ps 2015 r. Ne 125 «O06 yrBepxkaeuuu Ilonoxxenuss 06 oomeHe
ANEKTPOHHBIMA JOKYMEHTAMH IIPpU TPAHCTPAHUYHOM B3aUMOJICHCTBUH
OpPraHoB TOCYJIApCTBEHHOM BJACTH TOCYAApCTB — WIEHOB EBpa3uiicKoro
PKOHOMHUYECKOTO COI03a MEXIy co0oil u ¢ EBpasmiickoil 3KOHOMUYECKOMH

KOMUCCHUEN.

II. OGnacTe npuMeHEeHUs

2. Hacrosimee Omnucanue ompexaenser TpeOoBaHus K (opmaram u
CTPYKTypaMm 3JIEKTPOHHBIX JOKYMEHTOB M CBEICHUH, HCIOJIb3YEMBIX IPH
uH()OPMAIIMOHHOM  B3aUMOJCHCTBUM B paMKax oOOIIEro mpoiecca
«DopmupoBaHue, BEACHHE W MCIOJB30BAHWE EAMHOW HWH()OpPMaIMOHHON
0a3bl JIaHHBIX KAYECTBEHHBIX M HEIOOPOKAYECTBEHHBIX BETEPUHAPHBIX
JIEKapCTBEHHBIX TMpenaparoB, a Takke (aibcuUUUPOBAHHBIX, U (WIJIH)
KOHTpa(aKTHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX MPENApPaTOB, BLISIBICHHBIX B
paMKax TOCYyJapCTBEHHOTO KOHTPOJIE W Haa3zopa B cdepe oOpauieHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA TEPPUTOPUAX TOCYHAPCTB —

yjieHOB EBpa3uiickoro 5KOHOMUYECKOTO COr03ay (J1ajiee — OOl mporiecc).
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3. Hacrosamee Onucanne TPUMEHSETCA NOpPU  NPOCKTUPOBAHUU,
pa3paboTke M JOpabOTKE KOMIIOHEHTOB HH(GOPMAIMOHHBIX CHCTEM IpHU
peanu3anuyd MpoueAyp OOIero mpolecca CpeacTBaMyu HHTETPUPOBAHHOU
uH(popMaImoHHON crucTeMbl EBpa3niickoro 3KOHOMHUUYECKOTO COr03a (j1ayiee —
MHTErPUPOBAHHAS CUCTEMA).

4. Onucanue ¢GopMaToB M CTPYKTYpP OJJIEKTPOHHBIX JOKYMEHTOB H
CBEJICHUI TMPUBOAUTCA B TaOMUYHOU ¢GOpME C YyKa3aHUEM IMOJHOIO
PEKBU3UTHOIO COCTaBa C yYETOM YPOBHEW MEpPApXUHU BIUIOTh 10 MPOCTHIX
(aToMapHBIX) PEKBU3UTOB.

5. B Tabnuue omnuchiBaeTCcs OJHO3HAYHOE COOTBETCTBUE PEKBU3UTOB
AJIEKTPOHHBIX JOKYMEHTOB (CBEIECHUM) (7ajee — PEeKBU3UTHI) U BJIEMEHTOB
MOJIENIA JAHHBIX.

6. B Tabnunie hopmupyrotcs ciaeayromue mois (rpadsl):

«HEPAPXUUECKU HOMEPY — MOPSAKOBBI HOMEP PEKBHU3UTA;

«UMSI  PEKBU3UTA» — yCTOSIBIIEECS WM OQUIMAIBHOE CIOBECHOE
0003HaYeHNE PEKBU3UTA;

«OTKMCAHUE PEKBU3UTA» — TEKCT, TMOSICHSIIOMIMN CMBICT (CEMaHTHUKY)
PEKBU3UTA;

«MICHTUPUKATOP» — UACHTU(DUKATOP dJIEMEHTAa MaHHBIX B MOJEIHU
JAHHBIX, COOTBETCTBYIOIIETO PEKBU3UTY;

«00JacTh 3HAYEHMI» — CIIOBECHOE OINHUCAHME BO3MOKHBIX 3HAYCHUU
PEKBU3UTA,;

«MH.» — MHOKECTBEHHOCTb PEKBU3UTOB: 0053aTENBHOCTD
(OMIMOHAIIBHOCTH) M KOJIMYECTBO BO3MOKHBIX IOBTOPEHUN PEKBU3UTA.

7. Jlnda  ykazaHMST MHOMXECTBEHHOCTHM PEKBU3UTOB HCIOJBb3YIOTCS
clielyIole 0003HaYeHUSI:

1 — pexBU3UT 00s13aTENIEH, MOBTOPEHUS HE IOITYCKAIOTCS;

N — PEKBU3UT 00s13aTENEH, HOJKEH MOBTOPSITHCA n pa3 (n > 1);
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1..* — peKBU3UT 00sA3aTEIEH, MOXKET MOBTOPSITHCS O€3 OrpaHUUYECHUI;

n..* — peKBU3UT 00s3aTENEH, JOJDKEH MOBTOPATHCS HE MEHEe n pas
(n>1);

N..m — PEeKBU3UT 00s13aTeJEeH, JOJKEH MOBTOPSATHCS HE MEHEEe h pa3
U He Oosiee m pa3 (n > 1, m > n);

0..1 — pexBU3HT ONIMOHAJIEH, TOBTOPEHUS HE JIOITYCKAIOTCH;

(0..* — pEeKBU3HT ONLKOHAJIEH, MOXKET MMOBTOPATHCA 0€3 OrpaHUYCHUI;

0..m — peKBU3HUT OMIIMOHAJIEH, MOXET IMOBTOPATbCA HE Oosiee m pa3

(m>1).

II1. OcHOBHBIE ITOHATHUA

8. dnsa wuenmeir Hacrtosimero OnNuMcaHUS UCIOJB3YIOTCA TOHATHS,
KOTOPbIE€ 03HAYAIOT CIICIYIOLIEE:

«rOCyAapCTBO-WIEH» — FOCYIapCTBO, sIBIsIroNIeecs yieHoM Coro3a;

«PEKBHU3UT» — €IMHUIIA TAHHBIX 3JIEKTPOHHOTO JTOKYMEHTA (CBEIAECHUI ),
KOTOpAsi B ONPEICIICHHOM KOHTEKCTE CYUTACTCA HEPAZACIUMOU.

[TonsiTust «0Oa3ucHas MOJIENIb JAHHBIX», «MOJEIb JAaHHBIX», «MOJIEIb
JAHHBIX MPEIMETHON 00JIaCTHY, «IIPEIMETHAsI 00JACTh» U «PEECTP CTPYKTYP
AJEKTPOHHBIX JOKYMEHTOB M CBEICHUW» HCHOJB3YKOTCS B HACTOALIEM
Onucanu B 3HAYEHUSIX, ONpPEACICHHBIX  METOAUKOW  aHaju3a,
ONTHUMU3AIMKM, TapMOHHU3AIMM W  ONUCAaHMUS  OOIIMX  MPOIIECCOB
B paMkax EBpa3uicKOro 3KOHOMHUYECKOI'O CO03a, YTBEPKICHHOMU
Pemennem  Komutermm ~— EBpa3ulCcKOM ~ 3KOHOMHMYECKOW  KOMHMCCHM
oT 9 utonst 2015 r. Ne 63.

Nupie  mnowsTHs, wcnonb3yemble B HacrosAmeMm — OnucaHuu,
MPUMEHSAIOTCS B 3HAUEHUSX, onpeAciaeHHbIx B nyHkre 4 IlpaBun
WH(POPMAITMOHHOTO  B3aUMOJCHCTBUS IPU  peau3allui  CPEJACTBAMHU

UHTETPUPOBAHHOMN UH(OpMAIIMOHHOM CHUCTEMBI EBpaszuiickoro
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PKOHOMHMYECKOI0 coro3a o00miero mporecca «DopMupoBaHue, BEACHUE U
UCIIOJB30BaHUE €IMHON MH(POPMAIMOHHOW 0a3bl JAHHBIX KAYECTBEHHBIX U
HEZJ00POKAaYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE
banbcupuupoBaHHbIX, W  (WIM)  KOHTpaaKTHBIX  BETEPUHAPHBIX
JIEKapCTBEHHBIX MPENapaToB, BBISBICHHBIX B paMKaxX TrOCYJIapCTBEHHOTO
KOHTPOJISI U HaJ3opa B chepe oOpallleHusi BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpEACTB Ha TEPPUTOPUAX rOCYJIapCTB — YWICHOB EBpa3suiickoro
DKOHOMHMYECKOTO  COI3a»,  yTBEpxkIcHHbIX  Pemenuem  Kosuiernu
EBpa3niicko 93KOHOMUYECKOW KOMUCCUU OT 20 1. Ne

B Tabomumax 4, 7, 10 Hacrosmero Omnucanusa nox Perimamenrom
UH(pOPMAIMOHHOTO B3aUMOJICHUCTBUS MMOHUMAETCS Permament
MH(POPMAIMOHHOTO B3aUMOJICHCTBUS MEXKY YMOJHOMOYEHHBIMU OpraHaMH
roCyJlapCTB — WICHOB EBpa3zuiCKOro 3JKOHOMHUYECKOTO COt03a U EBpazuiickoi
DKOHOMHUYECKOW KOMUCCHUEU TMPHU Pean3alnu CPEeICTBAMU UHTETPUPOBAHHOU
uH(OPMAIMOHHOMN cUCTEMBbI EBpa3suiickoro 3KOHOMHUYECKOTO COI03a OOIIETO
npouecca «DOpMUPOBAHWE, BEACHHE W  HCIOJIb30BAHUE  €IUHOU
uHpopMaIMOHHON 0a3bl JAaHHBIX KAYECTBEHHBIX M HEI0O0POKAYECTBEHHBIX
BETEpPUHAPHBIX JIEKAPCTBEHHBIX penaparos, a TaKke
danbcudupoBaHHbIXx, W  (WIUM)  KOHTpPa(daKTHBIX  BETECPUHAPHBIX
JIEKapCTBEHHBIX MPENapaToB, BBISBICHHBIX B paMKaxX TIOCYJIapCTBEHHOTO
KOHTPOJISI U Haj30opa B chepe oOpallleHus: BETEPUHAPHBIX JIEKAPCTBEHHBIX
CpEACTB Ha TEPPUTOPUIX rOCYJIapCTB — YICHOB EBpasuiickoro
DKOHOMHYECKOTO  COK3a»,  yTBepxkAcHHbIM  Pemenunem  Komnerunm

EBpa3niickoil 5KOHOMUYECKOW KOMHUCCUU OT 20 1. Ne

IV. CtpyKTypbl 3JIEKTPOHHBIX TOKYMEHTOB U CBEICHUI

9. IlepeueHb CTPYKTYp DJEKTPOHHBIX JIOKYMEHTOB U CBEICHUU

npuBejieH B Tabmute 1.



Tabnuua 1

IlIepedeHb CTPYKTYp 3IAEKTPOHHBIX JOKYMEHTOB U CBEACHUM

Ne | Unentuduxarop Nwms IIpocTpancTBO HMEH
/11
1 2 3 4
1 CTpYKTYypbl 3JIEKTPOHHBIX TJOKYMEHTOB U CBEICHUHN
B 0a3UCHOI MOIeTTN
1.1 | R.006 YBEJIOMJICHHE O pe3yJibTaTe urn:EEC:R:ProcessingResultD
00paboTku etails:vY.Y.Y
1.2 | R.007 cocrosiHue aktyanuzanuu odmero | urn:EEC:R:ResourceStatusDet
pecypca ails:vY.Y.Y
2 CTpyKTYpBI 2JIEKTPOHHBIX IOKYMEHTOB U CBEICHUI

B IIpeIMETHON 00acTu

2.1 | R.HC.SS.13.001 | cBegeHust 0 KOHTpOJIEC KauecTBa urn:EEC:R:HC:SS:13:Veterina
TOBapa BETEPUHAPHOTO ryltemsMonitoringDetails:v0.0
Ha3Ha4YCHUSI 1

CumBonbl «Y.Y.Y» B IPOCTPAaHCTBAX HMMEH CTPYKTYpP SJIEKTPOHHBIX
JOKYMEHTOB M CBEJCHUM COOTBETCTBYIOT HOMEDPY BEPCHH CTPYKTYPBI
AJIIEKTPOHHOI'O JIOKYMEHTa (CBEICHMI), ONpPEAENIIEMOM B COOTBETCTBUU
C HOMEpPOM BepcHMU O0a3MCHOM MOJCIM JaHHBIX, MCIIOJIL30BAHHON TIpHU
pa3paboTke B COOTBETCTBUU C HACTOSAIMM ONHCAHUEM TEXHUYECKOW CXEMBbI
CTPYKTYPBI 3JIEKTPOHHOTO JOKYMEHTA (CBEACHUI ), MOJjIexXallleid BKIIOUYECHUIO
B PEECTP CTPYKTYP DJIEKTPOHHBIX JTOKYMEHTOB M CBEIECHUN, MUCIIOJIb3yEMBIX
npu peanu3aluyl MHPOPMALMOHHOTO B3aUMOJEUCTBUSI B MHTETPUPOBAHHOM

CUCTEME (J1aJiee — PEECTP CTPYKTYP JIEKTPOHHBIX IOKYMEHTOB U CBEJICHU).

1. CTpyKTyphI 2JICKTPOHHBIX TOKYMEHTOB U CBEJICHUHN B OA3MCHON MOJIEIIH

10. Onucanue CTPYKTYpbl 3JIEKTPOHHOTO JIOKyMEHTa (CBEACHUI)

«YBenomieHue o pesyibrare oopadotku» (R.006) mpuBeneno B Tabnuiie 2.



Tabmnuiia 2

Onrcanue CTPYKTYPBI AIEKTPOHHOTO TIOKYMEHTA (CBEICHNH) «Y BETOMIICHUE
o pe3ysbTtaTe 00padoTkm» (R.006)

Ne | O6o3nauenue >nemeHTa Onucanue
n/m
1 2 3
1 | Nms YBEJIOMJICHHE O Pe3yJIbTaTe 00paboTKH
2 | Unentuduxatop R.006
3 | Bepcus YYY
4 | Onpenenenue CBEICHUSI O pe3yibTare 00paboTKHU 3arpoca PeCIOHAEHTOM
5 | Ucnonb3oBanue —
6 | Unentuduxarop urn:EEC:R:ProcessingResultDetails:vY.Y.Y
MPOCTPAHCTBA UMEH
7 | KopHeBoii anemeHT ProcessingResultDetails
XML-nokymeHnTa
8 | Ums ¢aitna XML-cxemsr | EEC_R_ProcessingResultDetails_vY.Y.Y.xsd

CumBonbl «Y.Y.Y» B IPOCTPAaHCTBAX HMEH CTPYKTYpP SJIEKTPOHHBIX

JOKYMEHTOB M CBEACHUW COOTBETCTBYIOT HOMEPY BEPCHUM CTPYKTYpPHI

AJIEKTPOHHOTO JIOKYMEHTa (CBEIEHMUI), OmpeeasieMOd B COOTBETCTBUM C

HOMEpPOM BepcuM 0a3ucHOM mozenu JaHHbIX Coro3a, WCMHOJIB30BAHHOM MpH

pa3paboTKe B COOTBETCTBUHU ¢ HacToAmuM ONMUcaHueM TEXHHYECKOH CXEMBI

CTPYKTYPBI 3JIEKTPOHHOTO JOKYMEHTA (CBEACHUI), MOJjIexXallleid BKIIOUYECHUIO

B PEECTP CTPYKTYP IEKTPOHHBIX JOKYMEHTOB U CBEICHUM.

11. UmMnopTupyemMble MpoCTpaHCTBA UMEH TPUBEIEHBI B Tabuiie 3.



Tabnuua 3
NmMnoptupyeMble IPOCTPaHCTBA UMEH
Ne WnenTudukaTop mpocTpaHCTBa UMEH [Tpedukc
/1
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X. X ccdo
2 | urn:EEC:M:SimpleDataObjects: vX.X.X csdo

CumBonbl  «X.X.X» B HMIOPTHPYEMBIX MPOCTPAHCTBAX HMEH
COOTBETCTBYIOT HOMEPY Bepcuu 0a3MCHOU MOJIENIU JJAaHHBIX, UCIIOJIb30BAaHHON
npu pa3padOTKE B COOTBETCTBUU C HACTOAMMUM ONHUCAHHEM TEXHUYECKOU
CXEMBbI CTPYKTYphl 3JIEKTPOHHOI'O JOKYMEHTa (CBEACHUI), MOJJIexKaAIEH
BKJIIOUEHHIO B PEECTP CTPYKTYP BJEKTPOHHBIX JOKYMEHTOB U CBEJICHHIA.

12. PekBU3UTHBIN COCTaB CTPYKTYPhl JJIEKTPOHHOIO JIOKYMEHTa
(cBenenumil) «YBegomsieHue o pesyisibrate oopadotku» (R.006) mpuseneH B

tabuue 4.



Tabnuia 4
PeKBH3UTHBIN COCTaB CTPYKTYPHI JICKTPOHHOTO JOKYMEHTA (CBEIeHM) «YBEJOMJICHHE O PE3yIbTaTe 00padoTKU»
(R.006)
Nwms pexBusura Onucanue peKBU3UTA Wnentudukarop Tun nanHbIX MH.
1. 3aros0BOK 3J€KTPOHHOTO COBOKYIHOCTh TexHojoruueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBU3UTOB JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JIOKyMEHTa (CBeIeHUH) BJIOJKEHHBIX DJIEMEHTOB
1.1. Kox cooOmienus obmero Ko7i0BOo€e 00o3HaueHue cooduenuss | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npomecca obmiero mpouecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3HaueHne KoJla B COOTBETCTBHH C
PeritamenToM HH(pOpPMAIIHOHHOTO
B3aMMOJICHCTBHSI.
[Ta6mon: P\.[A-Z]{2}\.[0-
O1{2}\.MSG\.[0-9]{3}
1.2. Kop 31eKTpOHHOTO JOKYMEHTa KOJZI0BOE 0003HAUYEHNE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) AJIEKTPOHHOTO JIOKYMEHTa 3HaueHue KoJ]a B COOTBETCTBHH C
(csdo:EDocCode) (cBeneHmit) B COOTBETCTBHH C PECCTPOM CTPYKTYP SNEKTPOHHBIX
PEECTPOM CTPYKTYP SJIEKTPOHHBIX AOKYMCHTOB 1 CBENCHUH.
JOKYMEHTOB U CBE/EHHiA [a6mon: RO\.[A-Z]{2}\.[A-Z]{2}\.[O-
IH2HN[0-91{3}




10

WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
1.3. Unentudukarop 3JIeKTPOHHOTO | CTPOKA CUMBOJIOB, OJJHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
JIOKyMEHTa (CBEICHUI) UACHTUPHULMPYIOLIAs] (M.SDT.90003)
(csdo:EDocld) JIEKTPOHHBIN TOKYMEHT 3HaueHNE HACHTH(HUKATOPA B
(cBezeHHs) cootBercTBuM ¢ ISO/IEC 9834-8.
[[Ta6non: [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}
1.4. NnenTudukaTop UCXOTHOTO UACHTU(PHUKATOP DIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0..1
3JIEKTPOHHOTO JIOKYMEHTA JI0KyMeHTa (CBeJIeHHMIT), B OTBET (M.SDT.90003)
(cBeneHui) Ha KOTOPbIN ObLT chopMHUpOBaH 3HaueHHE NICHTH(HUKATOPA B
(csdo:EDocRefId) JIAHHBIN SIEKTPOHHBIN JOKYMEHT coorsercTBru ¢ ISO/IEC 9834-8.
(cBeieHms) [a6non: [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}
1.5. Jlata u BpeMs 3J€KTPOHHOTO JlaTa U BpeMs CO3/1aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JOKyMeHTa (CBeIeHui) 5JIEKTPOHHOTO JIOKYMEHTA O0o3HaueHuE 1aThl U BPEMEHH B
(csdo:EDocDateTime) (cBenmeHuin) cootBercTBuu ¢ ['OCT UCO 8601-2001
1.6. Kon si3p1ka KOZI0BO€ 0003HAUYEHHUE S3bIKa M.SDE.00051 csdo:LanguageCodeType 0..1
(csdo:LanguageCode) (M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
cootBetrcTBUH ¢ ISO 639-1.
IIa6non: [a-z]{2}
2. lata u Bpemst JlaTa ¥ BpeMsi OKOHYAHMSI M.SDE.00132 bdt:DateTimeType (M.BDT.00006) 1

(csdo:EventDateTime)

00paboTKHU CBeEeHUI

O0o3HaueHue 1aThl U BPEMCHH B
cootrBercTBUu ¢ ' OCT UCO 8601-2001
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
3. Konx pesynbTata 00paboTKH KoZioBoe o0o3HaueHue pesynbrara | M.SDE.90014 csdo:ProcessingResultCodeV2Type 1
(csdo:ProcessingResultV2Code) 00pabOTKH MOJIYYEHHOTO (M.SDT.90006)
AJIEKTPOHHOI'O JJOKYMEHTA 3HaueHue KoJla B COOTBETCTBUH CO
(cBenenuii) mHGOPMAITIOHHON CIPAaBOYHUKOM PE3YJIHTaTOB 00pabOTKH
CUCTEMOH y4aCTHHKa OOIIEeTOo JNEKTPOHHBIX IOKYMEHTOB U CBEICHUN
mporecca
4. Onucanue onucaHue pesynbrata oopadorku | M.SDE.00002 csdo:Text4000Type (M.SDT.00088) 0..1

(csdo:DescriptionText)

CBEJICHUH B IMPOU3BOJILHON (hopme

Ctpoka CHMBOJIOB.
Mun. qmmma: 1.
Makc. mmnaa: 4000




13. Onucanue CTPYKTYpbl BJIEKTPOHHOIO JOKYMEHTa (CBEIACHUI)

«Cocrosaue aktyanuzanuu obmero pecypca» (R.007) mnpuBegeHo B

tabaune 5.

Tabmnuia 5

Onucanue CTPYKTYpPhI JIEKTPOHHOTO JOKyMeHTa (cBeaeHuil) «CocTosiHue
akTyanuzainuu ooriero pecypca» (R.007)

Ne | O6Go3nauenue >nmemeHTa Onucanue
/1
1 2 3
1 | Uma COCTOSTHME aKTyalu3aluy 00IIero pecypca
2 | Unentuduxarop R.007
3 | Bepcus YYY
4 | Onpenenenue CBEICHMS JUIsl aKTyalu3aluu o0ILero pecypca
5 | Ucnonb3oBanue WCIOJIb3YETCs IS 3aIpoca 1aThl U BpEMEHH OOHOBIICHHS
o011ero pecypca v OTBETa Ha 3TOT 3aIpoc, a TAKXKE IS
3arpoca aKTyaJbHBIX MJIH MTOJTHBIX (M3MEHEHHBIX,
0OHOBJIEHHBIX ) CBEJIEHUI U3 OOIIIETO pecypca
6 | Unentudukarop urn:EEC:R:ResourceStatusDetails:vY.Y.Y
IPOCTPAHCTBA UMEH
7 | KopHeBoil anemeHT ResourceStatusDetails
XML-nokymeHTa
8 | Ums daitna XML-cxemsr | EEC_R_ResourceStatusDetails_vY.Y.Y.xsd

CumBonbl «Y.Y.Y» B IPOCTPAaHCTBAX HMMEH CTPYKTYpP SJIEKTPOHHBIX

JOKYMEHTOB M CBEICHUHA COOTBETCTBYIOT HOMEPY BEPCHUH CTPYKTYPBI

AJIEKTPOHHOI'O JOKyMEHTa (CBEACHUI), OMpeaensieMO B COOTBETCTBUU C

HOMEpPOM BepcuM 0azucHOM Mojenu JaHHbIX Coro3a, UCIOJIL30BAHHON TpH

pa3pa60TI<e B COOTBCTCTBHU C HACTOAIIHNM OmnucanueM TEXHUYECKOM CXEMBI

CTPYKTYPBI 3JIEKTPOHHOTO JOKYMEHTA (CBEACHUI), MOjIexXalleid BKIIOUYECHUIO

B PEECTP CTPYKTYP AIECKTPOHHBIX JTOKYMEHTOB U CBEJACHUM.
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14. UmnopTupyembie NpOCTPAHCTBA UMEH ITPUBEICHBI B TA0OIHIIE 6.

Tabnuua 6
Nmnoptupyembie IpOCTPAHCTBA UMEH
No Nnentudukarop npocTpaHcTBa UMEH [Tpeduxc
/1
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X. X ccdo
2 | urn:EEC:M:SimpleDataObjects: vX.X.X csdo

CumBonel  «X.X.X» B HMIOPTHPYEMBIX MNPOCTPAHCTBAX HMEH

COOTBETCTBYIOT HOMEPY Bepcuu 0a3MCHOM MOJIENIU JIAaHHBIX, UCIIOJIb30BAHHOM

npu pa3pabOTKe B COOTBETCTBUU C HacTosAUM OmnucaHueM TEXHUYECKOMH

CXEMBbI CTPYKTYphbl JJIEKTPOHHOIO JOKYMEHTa (CBEICHHMI), MOJIECKAIIEH

BKJIFOUEHUIO B PEECTP CTPYKTYP JIEKTPOHHBIX TOKYMEHTOB U CBEJICHUM.

15. PEeKBU3UTHBIM COCTaB CTPYKTYpPbl 3JIEKTPOHHOIO JTOKYMEHTa

(cBenennil) «CocrosiHue aktyanusaiuu oodiiero pecypca» (R.007) npusenex

B Tabnuie 7.
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Tabnuua 7
PexBU3UTHEBIN COCTAB CTPYKTYPHI DJIEKTPOHHOTO JOKYMeHTa (cBeneHuil) «COCTOSHUE aKTyaIn3allid 00IIEro pecypcay
PYKTYpP p y y pecyp
(R.007)
Nwms pexBusura Onucanue peKBU3UTA Wnentudukarop Tun nanHbIX MH.
1. 3aros0BOK 3J€KTPOHHOTO COBOKYIHOCTH TexHojoruueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBU3UTOB JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JIOKyMEHTa (CBeIeHUH) BJIOJKEHHBIX DJIEMEHTOB
1.1. Kox cooOmienus obmero Ko7i0BOo€e 00o3HaueHue cooduenuss | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npomecca obmiero mpouecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3HayeHue KoJia B COOTBETCTBUU C
PernmamenToM nHGOPMAIIMOHHOTO
B3aUMO/ICHCTBUS.
[Ta6mon: P\.[A-Z]{2}\.[0-
O1{2}\.MSG\.[0-9]{3}
1.2. Kop 31eKTpOHHOTO JOKYMEHTa KOJZI0BOE 0003HAUYEHNE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) AJIEKTPOHHOTO JIOKYMEHTa 3HaueHue KoJ]a B COOTBETCTBHH C
(csdo:EDocCode) (cBeneHmit) B COOTBETCTBHH C PECCTPOM CTPYKTYP SNEKTPOHHBIX
PEECTPOM CTPYKTYP SJIEKTPOHHBIX AOKYMCHTOB 1 CBENCHUH.
JOKYMEHTOB U CBE/EHHiA Hla6non: RO\.[A-Z]{2}\.[A-Z]{2}\.[0-
I2HN.[0-91{3}
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
1.3. Unentudukarop 3JIeKTPOHHOTO | CTPOKA CUMBOJIOB, OJJHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
JIOKyMEHTa (CBEICHUI) UACHTUPHULMPYIOLIAs] (M.SDT.90003)
(csdo:EDocld) AIIEKTPOHHBIN JOKYMEHT 3HaueHHE HICHTH(HUKATOPA B
(cBezeHHs) cootBercTBuM ¢ ISO/IEC 9834-8.
[[Ta6non: [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}
1.4. NnenTudukaTop UCXOTHOTO UACHTU(PUKATOP STEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0..1
3JIEKTPOHHOTO JIOKYMEHTA JI0KyMeHTa (CBeJIeHHMIT), B OTBET (M.SDT.90003)
(cBeneHui) Ha KOTOPbIN ObLT chopMHUpOBaH 3HaueHHE NICHTH(HUKATOPA B
(csdo:EDocRefId) JIAHHBIN SIEKTPOHHBIN JOKYMEHT coorsercTBru ¢ ISO/IEC 9834-8.
(cBeieHms) [Ta6non: [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}
1.5. Jlata u BpeMs 3J€KTPOHHOTO JlaTa U BpeMs CO3/1aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JOKyMeHTa (CBeIeHui) 5JIEKTPOHHOTO JIOKYMEHTA O0o3HaueHuE 1aThl U BPEMEHH B
(csdo:EDocDateTime) (cBenmeHuin) cootBercTBuu ¢ ['OCT UCO 8601-2001
1.6. Kon si3p1ka KOZI0BO€ 0003HAUYEHHUE S3bIKa M.SDE.00051 csdo:LanguageCodeType 0..1
(csdo:LanguageCode) (M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
cootBetrcTBUH ¢ ISO 639-1.
[Ta6mon: [a-z]{2}
2. Jlata u BpeMs OOHOBJICHHUS nata u Bpems ooHoBieHus oduiero | M.SDE.00079 bdt:DateTimeType (M.BDT.00006) 0..1

(csdo:UpdateDateTime)

pecypca (peectpa, mepeuHs, 6a3bl
JTAaHHBIX )

O0o3HaueHue 1aThl U BPEMCHH B
cootrBercTBUU ¢ [ OCT NCO 86012001
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
3. Kox cTpanbl KOJIOBOE€ 0003HAYEHUE CTPAHBI, M.SDE.00162 csdo:UnifiedCountryCodeType 0..*
(csdo:UnifiedCountryCode) MIPEICTaBUBIIEH CBEJICHUS B (M.SDT.00112)
o0muii pecypc (peectp, nepeyueHsb, 3HaueHne IBYXOYKBEHHOTO KOJIa CTPAHBI
0a3y TaHHBIX ) B COOTBETCTBHH CO CIIPABOYHUKOM
(kmaccupukaTopoM), HISHTUPHUKATOP
KOTOPOTO ONpE/IENICH B aTpulyTe
«neaTrduKaTop CipaBOIHUKA
(xmaccuduraTopa).
[Tabnon: [A-Z]{2}
a) UJICHTU(PHUKATOP CIPABOYHUKA 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(knmaccudukaropa) (knmaccudukaropa), B (M.SDT.00091)
(atpubyT codeListld) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHas cTpoka CUMBOJIOB.
KOJ Mun. mmga: 1.
Makc. anuna: 20
4. Unentudukatop MHPOPMAIIMOHHOTO | CTPOKAa CHMBOJIOB, M.SDE.00326 csdo:InformationResourceldType 0..1

00beKTa 00IIIeTo TpoIiecca
(csdo:InformationResourceld)

UAeHTUOUIUPYFOIIAas OOITUI
pecypc (peectp, mepedeHb, 6a3y
JTAHHBIX )

(M.SDT.00330)

Hopmanu3zoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.

Maxkc. mmHa: 20




2. CTpyKTypBbI 2JIEKTPOHHBIX IOKYMEHTOB U CBEAEHUN B IPEAMETHON

16. Onucanue CTPYKTYypbI

o0J1acT

AJIEKTPOHHOTO JTIOKYMEHTa (CBEINCHUM)

«CBCI[GHI/IH O KOHTPOJIC KadeCTBa ToOBapa BCTCPHUHAPHOI'O HA3ZHAUYCHHA»

(R.HC.SS.13.001) npuBeneno B Tadnute 8.

Tabnuia 8

Onucanue CTPYKTYphI JIIEKTPOHHOTO JOKYMEHTa (cBeaeHu) «CBEIEHUS O
KOHTpOJIE KauecTBa ToBapa BeTepuHapHoro HazHadeHus» (R.HC.SS.13.001)

Ne | O6Go3nauenue >nemeHTa Onucanue
n/m
1 2 3
I | Umsa CBEIEHHS O KOHTPOJIE Ka4eCTBAa TOBAPA BETEPUHAPHOTO
Ha3HAYCHUS
2 | Unentudukarop R.HC.SS.13.001
3 | Bepcus 0.0.1
4 | Onpenenenue CBEJIEHUS O KAaUeCTBEHHBIX U HEJJOOPOKAaueCTBEHHbIX
BETEpUHAPHBIX JIEKAPCTBEHHBIX MTpEraparax, a TakxKe
(banbcUPUIMPOBAHHBIX U (MJIM) KOHTpa(aKTHBIX
BETEpUHAPHBIX JIEKAPCTBEHHBIX MpernapaTax
5 | Ucnonb3oBanue —
6 | Unentudukarop urn:EEC:R:HC:SS:13:VeterinaryltemsMonitoringDetails:v0O
IIPOCTPAHCTBA UMEH 0.1
7 | KopHeBo# 351eMeHT VeterinaryltemsMonitoringDetails
XML-nokymeHTa
8 | Ums ¢aitma XML-cxemsr | EEC_R_HC_SS_13_VeterinaryltemsMonitoringDetails_v0.

0.1.xsd

17. UMnopTupyemMble TpOCTPaHCTBA UMEH TPUBEIEHBI B Tabuiie 9.
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Tabnuua 9
HMHOpTpreMBIe IMpOCTPaHCTBA UMCH
Ne WnenTudukaTop mpocTpaHCTBa UMEH [Tpedukc
/1
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X. X ccdo
2 | urn:EEC:M:HC:ComplexDataObjects:vZ.Z.Z hcedo
3 | urn:EEC:M:HC:SimpleDataObjects:vZ.Z.Z hcsdo
4 | urn:EEC:M:SimpleDataObjects: vX.X.X csdo

CumBonel «X.X.X» U «Z.Z.Z» B UMIOPTUPYEMBIX IPOCTPAHCTBAX
UMEH COOTBETCTBYIOT HOMEPY BepcHM 0a3UCHOW MOJAENU JaHHBIX U MOJAEIU
JaHHBIX MPEAMETHOM 00JIacTH, WCIOJNb30BAaHHBIX TMpU pa3paboTKe B
COOTBETCTBUM C HAcTOSAMM ONHMCaHWEM TEXHUYECKOW CXEMBI CTPYKTYPBI
AJIIEKTPOHHOIO JOKYMEHTa (CBEAEHUM), MOJJIeKallleld BKIOYEHUIO B PEECTp
CTPYKTYP DJIEKTPOHHBIX TOKYMEHTOB U CBEICHUM.

18. PeKBU3UTHBI COCTAaB CTPYKTYpPBl 3JIEKTPOHHOIO JOKYMEHTA
(cBenmennii) «CBeneHHUsT O KOHTPOJIE KadecTBa TOBapa BETEPUHAPHOIO

HazHadeHus» (R.HC.SS.13.001) nmpuBenen B Tabmuie 10.
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Tabnuua 10

PeKkBU3UTHBIN COCTAB CTPYKTYPHI IJEKTPOHHOTO JOKYMEHTa (CcBeneHuil) «CBeZieHus: 0 KOHTPOJIE KauecTBa TOBapa
BeTepuHapHoro HazHaueHus» (R.HC.SS.13.001)

Nwms pexBusura Onucanue peKBU3UTA Wnentudukarop Tun nanHpIX MH.
1. 3aros0BOK 3J€KTPOHHOTO COBOKYIHOCTH TexHojoruueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBU3UTOB JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JIOKyMEHTa (CBeIeHUH) BJIOJKEHHBIX DJIEMEHTOB
1.1. Kox cooOmienus obmero Ko7i0BOo€e 00o3HaueHue cooduenuss | M.SDE.90010 csdo:InfEnvelopeCodeType 1
nporecca obm1ero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3HaueHHUE KOJIa B COOTBETCTBUH C
PernamenTom HHQOpPMAIMIOHHOTO
B3aUMO/ICHCTBUS.

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

1.2. Kop 31eKTpOHHOTO JOKYMEHTa KOJZI0BOE 0003HAUYEHNE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) AJIEKTPOHHOTO JIOKYMEHTa 3HaueHue KoJ]a B COOTBETCTBHH C
(csdo:EDocCode) (cBeneHmit) B COOTBETCTBHH C PeeCTpOM CTPYKTYP ICKTPOHHBIX

JIOKYMEHTOB U CBEICHUM.
Hla6non: RO\.[A-Z]{2}\.[A-Z]{2}\.[0-
N{2HN.[0-9]{3}

PEECTPOM CTPYKTYP AJIEKTPOHHBIX
JIOKYMEHTOB U CBEACHUI
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1.3. Unentudukarop 3JIeKTPOHHOTO | CTPOKA CUMBOJIOB, OJJHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
JIOKyMEHTa (CBEICHUI) UACHTUPHULMPYIOLIAs] (M.SDT.90003)
(csdo:EDocld) AIIEKTPOHHBIN JOKYMEHT 3HaueHHE NICHTH(HUKATOPA B
(cBezeHHs) cootBercTBuM ¢ ISO/IEC 9834-8.
[[Ta6non: [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}
1.4. NnenTudukaTop UCXOTHOTO UACHTU(PUKATOP STEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0..1
3JIEKTPOHHOTO JIOKYMEHTA JI0KyMeHTa (CBeJIeHHMIT), B OTBET (M.SDT.90003)
(cBeneHMI) Ha KOTOpBI ObLT CHOPMUPOBAH 3HaueHHEe MICHTH(UKATOPA B
(csdo:EDocRefId) JIAHHBIN 3JIEKTPOHHBINA JOKYMEHT coorsercTBru ¢ ISO/IEC 9834-8.
(cBeieHms) [Ta6non: [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}
1.5. Jlata u BpeMs 3J€KTPOHHOTO JlaTa U BpeMs CO3/1aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JOKyMeHTa (CBeIeHui) 5JIEKTPOHHOTO JIOKYMEHTA O0o3HaueHuE 1aThl U BPEMEHH B
(csdo:EDocDateTime) (cBenmeHuin) cootBercTBuu ¢ ['OCT UCO 8601-2001
1.6. Kon si3p1ka KOZI0BO€ 0003HAUYEHHUE S3bIKa M.SDE.00051 csdo:LanguageCodeType 0..1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
cootBetrcTBUH ¢ ISO 639-1.
[Ta6mon: [a-z]{2}




21

WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
2. CBeneHus 0 KOHTPOJIE KauecTBa CBEJICHHS O KAUeCTBEHHBIX U M.HC.CDE.00924 | hccdo:VeterinaryltemMonitoringltem 1..*
BETEPUHAPHOTO JIEKAPCTBEHHOTO HEe00pOKaYeCTBEHHBIX DetailsType (M.HC.CDT.00982)
npenapara BETEPUHAPHBIX JICKAPCTBEHHBIX Omnpenensercst 001acTSIMU 3HaYECHUN
(hcedo: VeterinaryltemMonitoring npenaparax, a TaKxe BJIO’KEHHBIX 3JIEMEHTOB
Details) banbcuUIMPOBAHHBIX U (WIIH)
KOHTpa(aKTHBIX BETePUHAPHBIX
JIEKApCTBEHHBIX Ipernaparax
2.1. Kog crpanbl KOJIOBOE 0003HAaYCHUE M.SDE.00162 csdo:UnifiedCountryCodeType 1

(csdo:UnifiedCountryCode)

rocy/apcTBa-uieHa,
MPE0CTABUBIIETO CBEACHUS 00
0OpalleHNnn Ha ero TEPPUTOPHH
Ka4eCTBEHHOI'0 BETEPUHAPHOTO
JIEKapCTBEHHOTO TIperapara JInoo
BBISIBIICHUH
HEe100pOKaYeCTBEHHOTO,
(banbcupUIMPOBAHHOTO WK
KOHTpPa(akTHOrO BETEPUHAPHOTO
JIEKapCTBEHHOTO IIperapara

(M.SDT.00112)

3HadeHne IBYyXOYKBEHHOTO KOJa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOPOTO OIpeZeNieH B aTpudyTe
«nerTndukaTop cripaBOYHHIKA
(xmaccudukaTopa).

[Ta6non: [A-Z]{2}

a) WICHTHU(PHUKATOP CIPaBOYHUKA
(xmaccudukaropa)
(atpubyT codeListld)

0003Ha4YeHHe CIIpaBOYHUKA
(xnmaccugukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

csdo:ReferenceDataldType
(M.SDT.00091)

HopmanuzoBaHHast CTpOKa CUMBOJIOB.
Mun. gouHa: 1.

Makc. muaa: 20
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2.2. PeructpaurOHHBIIA HOMEP peructpannonnbiii Homep 3anmucu | M.HC.SDE.01461 | csdo:1d20Type (M.SDT.00092) 1
3aIUCH U3 HAllMOHAJILHOTO HopmanuzoBanHasi cTpoka CUMBOJIOB.
(hcsdo:RecordRegistrationNumberld) | nadopManmonHoro pecypca Mun. pmna: 1.
Makc. mnmuna: 20
2.3. PeructpaurOHHBII HOMEP PETHCTPAIMOHHBIN HOMEP M.HC.SDE.01463 | hcsdo:VeterinaryltemRegistrationldType | 0..1
TOBapa BETEPUHAPHOTO Ha3HAUEHUSI | BETEPUHAPHOTO JIEKAPCTBEHHOTO (M.HC.SDT.00916)
(hcsdo: VeterinaryltemRegistrationld) | mpenapara, mpuCcBOCHHBIN HopmanuzoBanHasi CTpoka CHMBOJIOB
pedepeHTHBIM OPTaHOM I10
perucTpanuu
2.4. Kop craryca KOJZI0BO€ 0003HaueHue craryca M.SDE.00130 csdo:StatusCodeType (M.SDT.00040) 1
(csdo:StatusCode) MpeocTaBIsieMoi HHpOpMaLUU O 3HaueHue KoJia craryca.
BETEPUHAPHOM JIEKAPCTBEHHOM Mumn. pmana: 1.
npenapare Makc. aimuHa: 3
a) WIEHTU(HUKATOP CIPAaBOUYHUKA | 0003HAUYEHHUE CIIPABOYHUKA - csdo:ReferenceDataldType 0..1
(xmaccudukaropa) (xmaccudukaTopa), B (M.SDT.00091)
(arpubyt codeListld) COOTBETCTBUU C KOTOPHIM yKa3aH Hopmanu3oBanHast cTpoka CHMBOJIOB.
KOJI Mun. quna: 1.
Makc. nnuna: 20
2.5. CeneHust 0 ToBape CBEJICHUS O BETEPUHAPHOM M.HC.CDE.00918 | hccdo:VeterinaryltemDetailsType 1

BETEpUHAPHOT'0 Ha3HAUCHHUS
(hcedo: VeterinaryltemDetails)

JICKAPpCTBCHHOM IIPCIIapaTe

(M.HC.CDT.00989)
Omnpenensercst 001acTIMU 3HAYCHUN
BJIOKCHHBIX 3JICMCHTOB
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2.5.1. ToproBoe HauMEHOBaHHE TOProBO€ HAMMEHOBAHUE TOBapa M.HC.SDE.01576 | csdo:Name300Type (M.SDT.00056) 1
TOBapa BETEPUHAPHOTO BETE€PUHAPHOI'0 Ha3HAYCHUS HopmanusosanHas cTpoka CHMBOJIOB.
HA3HAYCHHIS MuH. qnuna: 1.
(hcsdo: VeterinaryltemTradeName) Make. qinna: 300
2.5.2. CBeneHusi 0 HAMMEHOBAaHUU | CBEACHHS O MEXKIYHAPOIHOM M.HC.CDE.00269 | hccdo:DrugNameDetailsType 0..*
JIEKapCTBEHHOTO TIpenapaTa HENATEHTOBAHHOM HAMMEHOBAHUU (M.HC.CDT.00252)
(cpencTBa) BETEPHUHAPHOTO JIEKAPCTBEHHOT'O Omnpenensiercst 00IaCTsIMU 3HAYCHUN
(hcedo:DrugNameDetails) npenapara uin oOIenpHHATOM BIIO’KCHHBIX 3IEMCHTOB
(rpynnupoBOYHOM), 1100
XUMHUYECKOM HAaMMCHOBAaHUU
BETEPUHAPHOTO JIEKAPCTBEHHOTO
npernapara
*.1. Kon HauMeHOBaHMs KOZI0BOE€ 0003HaUYeHHe M.HC.SDE.00526 | hcsdo:DrugCodeType 0..1

aKTUBHOM (papMalieBTUYECKON
cyOcTaHuu
(hcsdo:DrugCode)

MEXYHAPOIHOTO
HETaTeHTOBAaHHOT'O HAMMEHOBAHUS
WM OOILENPUHSITOTO,
IpyNIHAPOBOYHOTO, XUMUYECKOTO
HAUMEHOBAHUS aKTUBHOMN
(bapmareBTUIeCKOr CyOCTaHITII

(M.HC.SDT.00211)

3HaueHue KoJla B COOTBETCTBUH CO
CIPaBOYHHUKOM (KJIACCH(PUKATOPOM),
UICHTHUPHUKATOP KOTOPOTO ONpesiesieH B
atpudyre «Mnentudukarop
CIIpaBOYHHKA (KIacCHupUKATOPa)».
Mun. nnmHa: 1.

Maxkc. mmna: 10

a) uAeHTUUKATOP
CIpaBOYHHKA
(xknmaccuduraTopa)
(arpudyT codeListld)

0003Ha4YeHHe CIIpaBOYHUKA
(xkmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM yKa3aH
KOJ

csdo:ReferenceDataldType
(M.SDT.00091)

Hopmanu3oBaHHasi cTpoKa CHMBOJIOB.
MuH. nnuHa: 1.

Makec. qmuna: 20
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* 2. HanmeHnoBanue akTuBHOW | rpynmnupoBouHoe, oomenpuasaToe | M.HC.SDE.00525 | csdo:Name500Type (M.SDT.00134) 0..1
(hapmareBTHIECKOU WM XUMHUYECKOC HANMEHOBaHUE HopmanusosanHas cTpoka CUMBOJIOB.
cyOcTaHIMH aKTUBHOHU (hapMarieBTHYECKON Mun. nmana: 1.
(hcsdo:DrugName) cyOcTaHIIH Make. jumna: 500
2.5.3. HaumenoBanue HAaWMEHOBAHHE XUMUYECKOTO M.HC.SDE.01577 | csdo:Name500Type (M.SDT.00134) 0..*
XUMHUYECKOTO BEIECTBA TOBapa BEIIECTBA, BXOJSIIErO B COCTaB HopmanusosanHas cTpoka CHMBOJIOB.
BETEPUHAPHOTO Ha3HAYCHUS TOBapa BETEPUHAPHOIO Mumn. gmna: 1.
(hcsdo: VeterinaryltemChemical Ha3HAYCHUS Make. gmuna: 500
Name)
2.5.4. Kon nexapcTBeHHO# QOpMBI | KOJIOBOE 0003HAYCHHE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 0..1
(hcsdo:DosageFormCode) JNeKapCTBEHHON (POPMBI (M.HC.SDT.00051)
BETCPHHAPHOTO JICKAPCTBEHHOTO 3HaueHue KoJa JIEKapCTBEHHBIX (OpM B
npenapata COOTBETCTBUH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTUDUKATOP
KOTOPOTO ONIpeZieieH B aTpuldyTe
«UnenTndukarop cpaBoyHUKA
(xkmaccuduraTopa).
Mun. gnuHa: 1.
Maxkc. mmHa: 10
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1

CIIPAaBOYHUKA
(kmaccudukaTopa)
(arpudyT codeListld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOA

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Makc. mmHa: 20
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2.5.5. HaumenoBanue HaMMEHOBAHHE JICKAPCTBCHHOM M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0..1
JIEKapCTBEHHOU (DOPMBI (dhopMBI BETEpUHAPHOTO HopmanusosanHas cTpoka CUMBOJIOB.
(hcsdo:DosageFormName) JIEKapCTBEHHOIO IIpernapara Mun. pmna: 1.
Makc. nnuna: 500
2.5.6. Konx ocoboit KOJIOBOE 0003HAaYEHUE 0COOOM M.HC.SDE.01466 | csdo:UnifiedOptionalCode20Type 0..1
XapaKTePUCTHKH MPOTYKTa XapaKTePUCTHKH TOBapa (M.SDT.00335)
(hcsdo:SpecialCharacteristics BETEPUHAPHOTO HA3HAYCHUS 3Ha4CHHE KOJIa B COOTBETCTBUHU CO
ProductCode) CIIPAaBOYHHMKOM (KJIacCU(PUKATOPOM),
UICHTU(PHUKATOP KOTOPOTO MOXKET OBITH
ofpeJiesieH B aTpulyTe
«nenTndukarop cupaBoyYHUKA
(xmaccudukaTopa).
MuH. quna: 1.
Makc. aimuna: 20
a) UIeHTH(UKATOP 0003HaueHHE CIPAaBOYHUKA - csdo:ReferenceDataldType 0..1
CIIPaBOYHMKA (knaccudukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KO MuH. nnuna: 1.
Makc. anuna: 20
2.5.7. Cenenus o popme cBeZieHHsI 0 popMe BBIITYCKa M.HC.CDE.01228 | hcedo: VeterinaryltemPackageForm 0..*

BBIITYCKa TOBapa BETEPUHAPHOTO
Ha3HAYCHUS

(hcedo: VeterinaryltemPackage
FormDetails)

TOBapa BETCPUHAPHOTO
Ha3HAa4YCHUA

DetailsType (M.HC.CDT.01221)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOXKCHHBIX 3JIEMCHTOB
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*.1. Ilpusnak MpU3HaK HepacdacoBaHHOM M.HC.SDE.00220 | bdt:IndicatorType (M.BDT.00013) 1
HepacdacoBaHHOM npoaykuuu | npoaykuuu (in bulk): OnHo U3 IBYX 3HAYCHUI: «truey
(in bulk) 1 — mponykuus ABisieTcs (nctuma) nimm «false» (103xb)
(hcsdo:InbulkIndicator) HepachacoBaHHOM;
0 — npoayKuus He SBIsETCA
HepachacoBaHHOM
*.2. CBeneHus 00 ynakoBaHHOU | CBEJEHHS 00 yIaKOBaHHOM M.HC.CDE.01224 | hccdo:VeterinaryltemPackageDetails 1..%
€JIMHUIIC TOBapa BETEPUHAPHOTO | €AMHUIIE TOBapa BETEPUHAPHOIO Type (M.HC.CDT.01222)
Ha3HAUYCHMS HA3HAYCHIS Omnpenensercst 001acTSIMU 3HaYECHUN
(hcedo: VeterinaryltemPackage BIIO’KCHHBIX STIEMECHTOB
Details)
*2.1. Koxg nekapcTBeHHOU KOZI0BO€ 0003HaueHNe M.HC.SDE.00232 | hcsdo:DosageFormCodeType 0..1

(bopmbl
(hcsdo:DosageFormCode)

JeKapCTBEHHOM (popMBI

(M.HC.SDT.00051)

3HayeHue KoJia JIEKapCTBEHHBIX (hOpM B

COOTBETCTBHUH CO CITPABOYHUKOM
(kmaccuGuKaTopom), UAEHTHPHUKATOP
KOTOPOTO OIPE/IENIeH B aTpuOyTe
«MnentudukaTop cripaBOYHUKA
(xnaccuduxaTopa)».

Mun. nnmHa: 1.

Makc. ainuna: 10

a) uAeHTUPUKATOP
CIPaBOYHHUKA
(kmaccuduraTopa)
(atpubyT codeListld)

0003Ha4YeHHe CIIpaBOYHUKA
(knaccudukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJT

csdo:ReferenceDataldType
(M.SDT.00091)

Hopmanu3oBaHHasi cTpOKa CHMBOJIOB.
MuH. mmHa: 1.

Makc. muna: 20
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*2.2. HaumenoBaHue HaMMEHOBAHHE JICKAPCTBCHHOM M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0..1
JIEKapCTBEHHON (hOPMBI dbopMbI Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
(hcsdo:DosageFormName) Mun. umna: 1.

Makec. gmuna: 500

*2.3. CBenenus o equHuiie | cBenenus o eauHuie aosuposanus | M.HC.CDE.00712 | hccdo:DosageUnitDetailsType 0..1
JI03UPOBAHHUS JIEKapCTBEHHOTO Mpernapara (M.HC.CDT.00719)
JIEKapCTBEHHOTO TIpenapara Omnpenensercs 00JacTAMH 3HAYEHUH
(hcedo:DrugDosage Unit BJIO’KEHHBIX 2JIEMEHTOB
Details)

*2.3.1. Kon Buna KOZI0BO€ 0003HaueHUE BUa M.HC.SDE.00616 | csdo:Code2Type (M.SDT.00170) 0..1

€IMHUILIBI BBIPAKEHUS €/IMHULIBI BBIPKEHHSI COCTaBa Hopmanu3oBaHHas CTpOKa CUMBOJIOB.

COCTaBa JIEKapCTBEHHOI'O | JIEKAPCTBEHHOI'O Ipenapara HAnnna: 2

mpernapara

(hcsdo:DrugDosageUnit

KindCode)

*2.3.2. HammeHOBaHME HanMeHOBaHHe BUAA €IMHUIIBI M.HC.SDE.00617 | csdo:Name500Type (M.SDT.00134) 0..1

BU/JIA €IMHUIIBI BRIPAKEHUS
COCTaBa JICKapCTBEHHOTO
mperapara
(hcsdo:DosageUnitKind
Name)

BBIPpAXKCHUSA COCTABa
JICKApCTBCHHOTO IIpCIiapara

HOpMaJ'II/ISOBaHHaf{ CTpPOKa CUMBOJIOB.

Mun. nnmHa: 1.
Makc. mmna: 500
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*.2.3.3. BennuuHa BenuuuHa eauHUI 1o3upoBanus | M.HC.SDE.00615 | hcsdo:DosageUnitMeasureType 0..1
€IMHUIIBI I03UPOBAHUS (KOHIIEHTpALHHN) (M.HC.SDT.00719)

(KOHI[CHTPALIHH) Yuciao B 4eCATUYHOUN CUCTEME
(hcsdo:DosageUnit CHuCICHIA
Measure)
a) KOJl €MHUIIbI KOJIOBO€ 0003HAYCHHUE €AMHUIIBI — hcsdo:SubstanceMeasureCodeType 0..1
W3MEpPEHUS JO3UPOBKHU U | U3MEPEHUSI IO3UPOBKU U (M.HC.SDT.00217)
KOHIIEHTPALIUU KOHIEHTPAIIUU 3HaueHue KoJla €AMHULl U3MEPEHUS
(atpubyT Substance JIO3UPOBKH U KOHIIEHTPAILlUU B
MeasureCode) COOTBETCTBHUH CO CIIPAaBOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOPOTO ONpeZeNieH B aTpudyTe
«nerTndukaTop cripaBOYHHIKA
(xnaccuduxaTopa)».
Mun. gnuHa: 1.
Makc. nnuna: 3
6) uneHrudukarop 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 0..1

CIpaBOYHHKA
(kmaccuduxaTopa)
(atpudyT codeListld)

(knmaccudukaropa), B
COOTBETCTBUH C KOTOPBIM YKa3aH
KOJl

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmHa: 1.

Makc. mmHa: 20
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B) HaMMEHOBAaHHE HaMEHOBaHUE CIUHUIIBI - csdo:Name500Type (M.SDT.00134) 0.1
€AVMHUIBI U3MEPEHUS WU3MEPEHHS JIO3UPOBKH U Hopmanu3oBanHas cTpoka CHMBOJIOB.
JIO3UPOBKU U KOHLEHTPAUN! MuH. miuna: 1.

KOHLEHTpaLUn Makc. anuna: 500
(atpubyT Substance
MeasureName)
r) Macmrab MaciTad BEIUYUHEI, - csdo:Number2Type (M.SDT.00096) 0..1
(arpubyT ScaleNumber) | mpencTaBiIeHHbBIN B BUC Yucio B IECATUYHON CUCTEME
rmokasarens creneHnu gncia 10 CUHUCJICHUS.
Makc. xoin-Bo udp: 2.
Makc. koi-Bo 1po6. mudp: 0
*2.4. Jlo3upoBka KOJIMUECTBO BEILIECTBA, M.HC.SDE.00050 | hcsdo:DrugSubstanceDimensional 0..*

(KOHLIEHTpaus)
(hcsdo:SubstanceMeasure)

BBIPAXEHHOE B €IMHMIIAX MacCBhl,
00BEMHBIX WJIU YCIOBHBIX
(Omosornyeckux) eAMHMIIAX, JTUO0
rOMEOIaTHYECKOE PA3BEICHUE

MeasureType (M.HC.SDT.00216)
Yucnno B AECATUYHON CUCTEME
CUHCJICHHS.

Makc. koin-Bo mudp: 24.

Makc. kos-Bo 1po0. mudp: 6
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a) KOJI eIVHMIIBI KOJIOBOE 0003HAUYEHUE €IUHUIIBI — hcsdo:SubstanceMeasureCodeType 0..1
HU3MEpEHHUs JO3UPOBKHU U M3MEPEHUsI TO3UPOBKHU U (M.HC.SDT.00217)

KOHIICHTPALIUU KOHIICHTpaIluu 3HaveHMe KO/1a €IUMHULl U3MEPEHUS

(atpudyT Substance JIO3UPOBKU U KOHIIEHTPALlUU B

MeasureCode) COOTBETCTBUU CO CIIPABOYHUKOM
(kmaccuduraTopoM), HICHTUPHUKATOP
KOTOPOT'O OIMpEIeNieH B aTpudyTe
«neaTrduKaTop CripaBOIHUKA
(kmaccuduraTopa)y.
Mun. nnuHa: 1.
Makc. nnuna: 3

0) uneHtudukarop 0003HaueHHE CIPAaBOYHUKA - csdo:ReferenceDataldType 0..1

CIPaBOYHMKA (xnmaccugukaropa), B (M.SDT.00091)

(kmaccudukaTopa) COOTBETCTBUU C KOTOPHIM yKa3aH HopmanuzoBanHas cTpoka CHMBOJIOB.

(atpubyT codeListld) KOJ Mun. nnuHa: 1.
Makc. nnuna: 20

B) HAaMCHOBAHHEC HauMEHOBaHHUE € IUHUIIBI — csdo:Name500Type (M.SDT.00134) 0..1

€IMHULIBI U3MEPEHUS
JO3UPOBKH U
KOHIICHTPAIU!
(arpubyT Substance
MeasureName)

HU3MCPCHUA JO3UPOBKHU U
KOHICHTpPAIun

HopmanuzoBanHas cTpoka CUMBOJIOB.
Mun. nnmHa: 1.
Makc. gimmaa: 500
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r) MacmrTad MaciTad BEITUIUHEI, - csdo:Number2Type (M.SDT.00096) 0..1
(atpubyT ScaleNumber) MIPEJICTAaBJICHHBIN B BUE Yucio B IeCATUYHON CUCTEME

nokasaTelist cTernenu uncia 10 CUHCJICHHS.
Makc. xos-Bo mudp: 2.
Makc. koi-Bo aApo06. mudp: 0
1) KOJI TWUIIA BETUYUHBI KOJIOBOE 0003HAYCHUE THIIA — csdo:Code2Type (M.SDT.00170) 0..1
JO3UPOBKU BEJIMYMHBI TO3UPOBKH HopmanuzoBaHnHasi cTpoka CHMBOJIOB.
(KOHIIEHTpAITUH ) (KOHIIEHTpAITHH ) Jnuna: 2
(atpubyT Substance
MeasureTypeCode)
*3. Onucanue ONMCAaHNE TPOMEKYTOUHOM M.HC.SDE.01578 | csdo:Text1000Type (M.SDT.00071) 0..1

MIPOMEKYTOUYHOM YITAKOBKH
TOBapa BETEPUHAPHOTO
Ha3HauYeHUs

(hcsdo: VeterinaryltemMiddle
PackageText)

YIIAaKOBKHM TOBapa BETEPUHAPHOIO
Ha3Ha4YCHUs

Ctpoka CUMBOJIOB.
Mun. nnmHa: 1.
Makc. gjmuaa: 1000
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*4. Kopn Bu1a MepBUYHOMN KOJIOBOE 0003HAUYEeHUE BUIA M.HC.SDE.01583 | hcsdo:VeterinaryltemPackageKindCode | 0..1
YIIaKOBKU TOBapa MEPBUYHON YITaKOBKHU TOBapa Type (M.HC.SDT.01055)
BETEPUHAPHOI'0 HA3HAYECHUS BETEPUHAPHOI0 HA3HAYECHUS 3Ha4CHHE KOJIA BHIOB NIEPBUYHBIX
(hcsdo: VeterinaryltemPackage YIaKOBOK TOBapa BETCPUHAPHOTO
FirstlyKindCode) Ha3HA4YEeHUs B COOTBETCTBUHU CO
CIIPAaBOYHHUKOM (KJIacCU(PUKATOPOM),
UACHTH()HUKATOP KOTOPOTO OIpEeicH B
atpubyre «nentudukarop
CIpaBOYHHKA (KJIACCU(PUKATOPA)».
MuH. nivna: 1.
Makc. anuna: 10
a) uneHtudurarop 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIPaBOYHMKA (xnmaccugukaropa), B (M.SDT.00091)
(xmaccudukaropa) COOTBETCTBUU C KOTOPBIM yKa3aH Hopmann3zoBaHnHas cTpoka CUMBOJIOB.
(atpubyT codeListld) KOJ Mun. gnuHa: 1.
Makc. anuna: 20
*.5. HaumenoBanue Buaa HalMEHOBAHUE BUJIA IEPBUYHOMN M.HC.SDE.01584 | csdo:Name500Type (M.SDT.00134) 0..1
NEPBUYHOMN YIIAKOBKH TOBapa YIAKOBKH TOBAapa BETCPUHAPHOTO Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
BETEPUHAPHOT0 HA3HAYEHUS Ha3HA4YCHMS Mumn. nmisa: 1.
(hcsdo: VeterinaryltemPackage Make. jumna: 500
FirstlyKindName)
*.6. Onucanue marepuana ONMCAaHUE MaTepuasa, us3 M.HC.SDE.01585 | csdo:Text4000Type (M.SDT.00088) 0..1

IIEPBUYHOM YITAKOBKH TOBapa
BETEPUHAPHOTO Ha3HAUCHUS
(hcsdo: VeterinaryltemPackage
Material Text)

KOTOPOI'0 U3roTOBJICHA IICPBUYHAsA
YIIaKOBKa TOBapa BETEPUHAPHOTO
Ha3HAUCHUS C YKa3aHUEM
JIOTIOJTHUTEIIHHBIX CBOMCTB

Ctpoka cUMBOJIOB.
MuH. mmHa: 1.
Makc. mmna: 4000
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*7. CBeneHus 0 KOJIMYECTBE konmdecTBo npemnapata (cpeactsa) | M.HC.CDE.01225 | hcedo: VeterinaryltemPackageMeasure 0..*
nperapara (CpeicTsa) B B IIEPBUYHON YIIAKOBKE DetailsType (M.HC.CDT.01224)
yIIaKOBKE TOBapa Onpenensierca 00aacTsIMU 3HAaUEHUN
BETEPUHAPHOTO HA3HAUYCHUS BIOKCHHBIX 3IICMCHTOB
(hcedo: VeterinaryltemPackage
MeasureDetails)

*7.1. Kox Buia yrnakoBKU KOJZI0BOE 0003HAaYEeHNE BUIA M.HC.SDE.01595 | csdo:Code2Type (M.SDT.00170) 1

TOBapa BETEPUHAPHOTO YIIAaKOBKU TOBapa BETEPUHAPHOTO Hopwmanu3oBaHHas CTpoKa CHMBOJIOB.

Ha3HA4YECHUS Ha3HAYECHUs Hnnna: 2

(hcsdo:Veterinaryltem

PackageKindCode)

*7.2. KonuuecTBo B konuuecTBo npenapata (cpeacrsa) | M.HC.SDE.O1586 | csdo:UnifiedPhysicalMeasureType 0..1

yIakoBKe Ipernapara
(cpenctBa)
(hcsdo:Veterinaryltem
PackageMeasure)

B YIIaKOBKC

(M.SDT.00122)

Yucnno B ASCATUUHOM CUCTEME
CUHCIICHUS.

Makc. koin-Bo mudp: 24.
Makc. kos-Bo 1po0. mudp: 6

a) €IMHUIIA U3MEPECHUS
(aTpubyT measurement
UnitCode)

KOJI0BOE 0003HAYEHHUE €IUHUIIBI
U3MEpEHHUS

csdo:MeasurementUnitCodeType
(M.SDT.00074)
BykBeHHO-1IM(DPOBOI KOI.
[a6non: [0-9A-Z]{2,3}N\d{3,4}
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0) uneHTuduKaTop uneHTudukaTop kiaccudukaropa | — csdo:ReferenceDataldType 1
CIIPAaBOYHHUKA €JIMHUL] U3MEPEHUS (M.SDT.00091)

(xmaccudukaropa) HopmanuzoBanHas cTpoka CHMBOJIOB.
(aTpubyT measurement MuH. nnusa: 1.
UnitCodeListld) Makc. mmuna: 20
*.7.3. HuxHss rpanuna HIDKHSS TPaHULa MHTEpBaJIa M.HC.SDE.01587 | csdo:UnifiedPhysicalMeasureType 0..1
WHTEpBaJla KOJINYECTBA B KOJIMYECTBA B YIIAKOBKE (M.SDT.00122)
yIaKoBKe Tperapara npenapara (CpeacTBa), BXOISAIIETO Hucio B ICCATHYHOM CHCTEME
(cpencTBa), BXOAAIETO B B COCTaB TOBApa BETEPHHAPHOIO CHNCIICHUA.
COCTaB TOBapa Ha3HAYCHUS Make. xon-B0 app: 24.
BETEPUHAPHOTO HA3HAUYEHUS Make. ko11-8o Apob. uudp: 6
(hcsdo: Veterinaryltem
PackageLowerLimitMeasure)
a) eAVHMIIA U3MEPEHUS KO0/10BO€ 0003HAYCHHE €UHULIBI - csdo:MeasurementUnitCodeType 1

(aTpubyT measurement
UnitCode)

U3MEpEHUS

(M.SDT.00074)
bykBenHo-1111hpOBOIA KOJI.
[Ta6non: [0-9A-Z]{2,3}N\d{3,4}

0) uneHTuduraTop
CIpaBOYHHKA
(xkmaccuduraTopa)
(aTpubyT measurement
UnitCodeListId)

uaeHTudukaTop kinaccudukaropa
€IMHUL] U3MEPEHUS

csdo:ReferenceDataldType
(M.SDT.00091)

HOpMaJ'II/ISOBaHHaH CTpOKa CUMBOJIOB.

Mun. gnomHa: 1.
Makc. muna: 20
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*.7.4. BepxHss rpaHuaLia BEpXHSIs IPaHMIIA UHTEpBaJIa M.HC.SDE.01588 | csdo:UnifiedPhysicalMeasureType 0..1
MHTEpBaJla KOJIMYECTBA B KOJINYECTBA B YIIAKOBKE (M.SDT.00122)

YIIaKOBKE TIperapara nperapara (CpeiCTBa), BXOISIIETO Hucno B IecATHIHOH cuCTeMe
(cpencTBa), BXOISAMIETO B B COCTaB TOBAapa BETEPHHAPHOIO CHUCIICHIAL.
COCTaB TOBapa Ha3HA4YEHUs Make. xoi1-o uugp: 24.
BETEPUHAPHOTO HA3HAUYEHUS Make. ko11-80 1pob. uudp: 6
(hcsdo:Veterinaryltem
PackageUpperLimitMeasure)
a) eAMHMIIA U3MEPEHUS KOZI0BO€ 0003HAUYEHUE €IUHULIBI — csdo:MeasurementUnitCodeType 1
(aTpubyT measurement U3MEpEHUS (M.SDT.00074)
UnitCode) BykBeHHO-1IMDPOBOI KOI.
[Ta6non: [0-9A-Z]{2,3}N\d{3,4}
0) unentudukarop UJeHTUPHUKATOD KIaccudukaropa | — csdo:ReferenceDataldType 1
CIIPaBOYHHUKA €IUHULl U3BMEPEHUS (M.SDT.00091)
(kmaccudukaTopa) HopmanuzoBanHas cTpoka CHMBOJIOB.
(aTpubyT measurement MuH. nnusa: 1.
UnitCodeListId) Makc. qmuna: 20
*.8. Cenenus o CBEJICHUS O KOMILJIEKTYIOIIEM M.HC.CDE.01226 | hcedo:VeterinaryltemComponentDetails | 0..*

KOMIUIEKTYIOIIIEM YCTPOWCTBE B
COCTaBE BTOPUYHOMN
(moTpeduTeNnbCKON) YIaKOBKH
TOBapa BETEPUHAPHOTO
Ha3HAYEHUS

(hcedo: Veterinaryltem
ComponentDetails)

YCTPOMCTBE B COCTaBE BTOPUYHOMN
(TOTpeOUTENBCKON) YITAaKOBKH
TOBapa BETEPUHAPHOTO
Ha3HAYCHUS

Type (M.HC.CDT.01223)
Omnpenensiercs 006IaCTsIMU 3HAYSHUN
BJIOKCHHBIX DJICMCHTOB
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*8.1. Kon KOJIOBOE 0003HaUeHUE M.HC.SDE.00257 | hcsdo:VeterinaryltemComponentCode 0..1
KOMILJIEKTYIOLIET O KOMIIJIEKTYIOIIIETO, BXOISIIEIO B Type (M.HC.SDT.01054)
(hcsdo:ComponentCode) YIaKOBKY TOBapa BETEPUHAPHOTO 3Ha4YeHHE KOJa KOMILICKTYOIIHX

HA3HAYCHMS CpEeZCTB YIIaKOBKH TOBapa

BETEPUHAPHOI0 HA3HAYECHUS B
COOTBETCTBUH CO CIIPABOYHUKOM
(xmaccupuKraTopom), HIACHTHPHUKATOP
KOTOPOT'O OIpEeZIeIeH B aTpuldyTe
«MnenTndukaTop cripaBOYHUKA
(kmaccupuraTopa)y.
Mun. nnuHa: 1.
Makc. nnuHa: 6

a) UIeHTH(UKATOP 0003HaueHHE CIPAaBOYHUKA - csdo:ReferenceDataldType 1

CIIPaBOYHMKA (knaccudukaropa), B (M.SDT.00091)

(kmaccudukaTopa) COOTBETCTBUU C KOTOPHIM yKa3aH HopmanuzoBanHas cTpoka CHMBOJIOB.

(atpudyT codeListld) KO MuH. nnvsa: 1.
Makc. anuna: 20

*.8.2. HaumenoBanue HauMmeHoBaHue koMmiuiekTyromero, | M.HC.SDE.00005 | csdo:Name40Type (M.SDT.00069) 0..1

KOMIUIEKTYIOILLETO
(hcsdo:ComponentName)

BXOIAIICTO B YIIAKOBKY TOBapa
BCTCPUHAPHOT'O HA3HAYCHUS

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmHa: 1.
Makc. pmuna: 40
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*.8.3. KonmuuectBo KOJIMYECTBO KOMIUIEKTYHOIINX M.HC.SDE.01579 | csdo:Quantity4Type (M.SDT.00097) 0..1
KOMIUIEKTYIOIIUX YCTPOUCTB | YCTPOHCTB B COCTABE BTOPUYHOM Llenoe HeOTpHUIIATENBHOE YUCIIO B
B COCTaBE BTOPUUYHOM (TOTpeOUTENBCKOI) YITaKOBKU JIECATHIHOH CHCTEME CUHCIICHHS.
(MOTPEOUTENBCKOM) TOBapa BETEPUHAPHOTO Makxe. xon-o udp: 4
yIIaKOBKHU Ha3HAYCHUS
(hcsdo:Veterinaryltem
ComponentQuantity)

*.8.4. Marepuan ONMCaHue MaTepuaa, u3 M.HC.SDE.00019 | csdo:Text4000Type (M.SDT.00088) 0..1
HU3TrOTOBJICHUSI KOTOPOT'0 U3TOTOBJIIEHO Crpoka CMMBOJIOB.
KOMILIEKTYIOIIIETO KOMILJIEKTYIOIIIEe YCTPONCTBO, Mun. pmna: 1.
yCTpOWCTBA BXOJISILIIEE B YIIAKOBKY TOBapa Makxc. qmiua: 4000
(hcsdo:ComponentMaterial BETEPUHAPHOI0 HA3HAYEHUS
DescriptionText)

*.9. Koa Buga BropuuHOM KOZI0BO€ 0003HaUYeHHE BUIA M.HC.SDE.01580 | hcsdo:VeterinaryltemSecondaryPackage | 0..1

(moTpeOuTENbCKON) YIIAaKOBKH
TOBapa BETEPUHAPHOTO
Ha3HA4YeHUs
(hcsdo:Veterinaryltem
SecondaryPackageKindCode)

BTOPUYHOMU (TIOTPEOUTENHCKOMN)
YITaKOBKH TOBapa BETEPUHAPHOTO
Ha3HA4YeHUS

KindCodeType (M.HC.SDT.01056)
3HavYeHNe KOJIa BHIOB BTOPUYHBIX
(MOTpebUTEeNbCKUX) YITAKOBOK TOBAPOB
BETEPUHAPHOTO HA3HAYCHUS B
COOTBETCTBHUH CO CIIPABOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOPOT'O OIpe/iesieH B aTpulyTe
«nerTndukaTop cripaBOYHAKA
(xkmaccudukaTopa).

Mun. qyuna: 1.

Makc. muaa: 10
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a) uneHtudukarop 0003HaYCHHE CIIPABOYHUKA - csdo:ReferenceDataldType 1

CIIpaBOYHHUKA (xnmaccudukaropa), B (M.SDT.00091)

(xmaccuduraropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.

(atpudyT codeListld) KOJ MuH. nnusa: 1.

Makc. mmuna: 20
*.10. HaumenoBanue Buja HAaUMEHOBAHUE BUJIa BTOPUYHOMN M.HC.SDE.01581 | csdo:Name500Type (M.SDT.00134) 0..1
BTOPUYHOM (OTPeOUTENbCKOI) | (MOTPEOUTENBCKON) YIAaKOBKH HopmanusoBanHast cTpoka CHUMBOJIOB.
yIaKOBKH TOBapa TOBapa BETEPUHAPHOIO Mumn. pmana: 1.
BETEPUHAPHOT0 HA3HAYEHUS Ha3Ha4YCHMS Make. nmmna: 500
(hcsdo:Veterinaryltem
SecondaryPackageKindName)
*.11. Ilpuznak Hanuuus Habopa | MpU3HAK HAOOpa ymaKOBaHHBIX M.HC.SDE.01582 | bdt:IndicatorType (M.BDT.00013) 1
YIaKOBaHHBIX €IUHUIL BO €IMHUI] BO BTOPUYHOM YIIAKOBKE OnHO U3 IBYX 3HAYEHUIl: «true»
BTOPUYHOMU YIIaKOBKE TOBapa TOBapa BETEPUHAPHOIO (uctuna) win «falsey (110xb)
BETEPUHAPHOTO Ha3HAUEHUS Ha3HAYCHMUS:
(hcsdo: VeterinaryltemSet 1 — TOBap BETEpUHAPHOTO
Indicator) HA3HAYCHHUS SIBISIETCS HAOOPOM;
0 — TOoBap BETEpUHAPHOIO
Ha3HAYCHMSI HE SIBISETCS HAOOpOM

*.12. ®aiin ¢ pororpadpueit u3zo0paxxenue maketa ynakoBku B | M.HC.SDE.O1589 | csdo:BinaryTextType (M.SDT.00143) 1..*

(dboTorpadusmu) MakeToB
YITaKOBOK
(hcsdo:PackagelayoutPhoto
BinaryText)

dbopmare jpeg, bmp, gif wmm png ¢
pa3pelieHneM He HIDKE YeM
1027x1500 nuxceneit nnm 300 dpi

Koneunast mocnenoBaTensHOCTD
JBOMYHBIX OKTETOB (0alTOB)
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a) kox (hopmaTa JaHHBIX KOJIOBOE 0003HaueHue hopmara - csdo:MediaTypeCodeType 0..1
(arpubdyT mediaTypeCode) JIaHHBIX (M.SDT.00147)
3HaueHue KoJia B COOTBETCTBUH CO
CIPAaBOYHUKOM (hOpPMATOB JTaHHBIX.
MuH. mmHa: 1.
Makc. qnmuna: 255
2.5.8. Kon KOJIOBOE 0003HAaYCHHUE M.HC.SDE.00158 | hcsdo:PharmacologicalGroupCodeType | 0..1
(bapmakoTepaneBTHYECKO (bapmakoTepaneBTHIECKO (M.HC.SDT.00028)
TPYIIIIBI IPyIIbl BETEPUHAPHOTO 3HaueHHe Koja
(hcsdo:Pharmacological Group JIEKapCTBEHHOTO Ipenapara (apmakoTepaneBTHIECKOH rpyMIThI B
Code) COOTBETCTBHUH CO CIIPAaBOYHUKOM
(xnaccuduxaTopom), HIEHTUDUKATOP
KOTOPOTO OIpeNiesieH B aTpulyTe
«MnentugukaTop cripaBOYHUKA
(xnaccuduxaTopa)».
[ITa6non: [ABCDGHIJLMNPRSV\d{2}
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHKA (xnmaccugukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBanHasi cTpoka CUMBOJIOB.
(arpubyT codeListld) KOJ Mun. gouHa: 1.
Makc. nnuna: 20
2.5.9. HaumenoBanue HaMMEHOBAaHHE M.HC.SDE.01103 | csdo:Name250Type (M.SDT.00068) 0..1

dbapmakoTepaneBTHIECKOM
TpyMIbI
(hcsdo:Pharmacological Group
Name)

(bapmakoTepaneBTHIeCcKOi
IPyNIbl BETEPUHAPHOTO
JIEKapCTBEHHOT'0 Ipernapara

Hopmanu3oBaHHasi cTpOKa CHMBOJIOB.
MuH. mmHa: 1.
Make. qmuna: 250
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2.5.10. Cenenus 0 Ha3HAUYCHUU cBenenus o HazHauenuu (o6mactu | ML.HC.CDE.01145 | hcedo:VeterinaryltemApplicationField 0..*
(061acTH IpUMEHEHHs ) ToBapa NpUMEHEHHs) ToBapa DetailsType (M.HC.CDT.01145)
BETEPUHAPHOI'0 HA3HAYECHUS BETEPUHAPHOI0 HA3HAYECHUS Ompenensiercst 00IACTIMU 3HAYCHUI
(hcedo: VeterinaryltemApplication BIIO’KCHHBIX 3JICMCHTOB
FieldDetails)

*.1. Kon HazHaueHus (obmacTu | KOJAOBOE 0003HAUYEHUE M.HC.SDE.01468 | csdo:UnifiedOptionalCode20Type 0..1
MIPUMEHEHHUsI) TOBapa Ha3Ha4eHH (00IacTH (M.SDT.00335)
BETEPUHAPHOTO HAa3HAYCHUS MIPUMEHEHHS ) TOBapa 3HaYCHHE KOJIa B COOTBETCTBUH CO
(hcsdo: Veterinaryltem BETEPUHAPHOIO HA3HAYCHUS CIIPABOYHAKOM (KJIaccHHUKATOPOM),
ApplicationFieldCode) UIEHTU(PHUKATOP KOTOPOTO MOXKET OBbITh
ompeJieseH B aTpulyTe
«UnenTndukatop cCipaBoYHUKA
(xnaccuduxaTopa)».
MuHn. miaa: 1.
Makc. mmuHa: 20
a) UACHTUPUKATOP 0003Ha4YeHHEe CIIpaBOYHUKA — csdo:ReferenceDataldType 0..1
CIPaBOYHMKA (knmaccudukaropa), B (M.SDT.00091)
(xkmaccuduraTopa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBaHHast CTpOKa CHUMBOJIOB.
(atpudyT codeListld) KO MuH. nnuna: 1.
Maxkc. mmHa: 20
*.2. HammeHoBaHue HAaNMEHOBAHUE HA3HAYEHUS M.HC.SDE.01469 | csdo:Name250Type (M.SDT.00068) 0..1

Ha3HaveHus (o0macTu
IIPUMEHEHHUS) TOBapa
BETEPUHAPHOTO HA3HAUCHUS
(hcsdo: Veterinaryltem
ApplicationFieldName)

(o6yacTu mpUMEHEeHus) ToBapa
BCTCPUHAPHOT'O HASHAYCHUS

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.
Makc. gimuga: 250
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2.5.11. Csenenus o CBEJICHUS O TIPOU3BOAUTEIIC M.HC.CDE.01221 | ccdo:BusinessEntityDetailsType 1
IPOM3BOJUTENE TOBapa TOBapa BETEPUHAPHOTO (M.CDT.00061)

BETEPUHAPHOI0 HA3HAYECHUS NN Ha3Ha4YCHMS Ompenensiercst 00IACTIMU 3HAYCHUI
€ro COCTABIAIOMICH YacTH BJIOKEHHBIX 3JIEMEHTOB
(hcedo: Veterinaryltem
ManufacturingAuthorization
HolderDetails)
*.1. Kopa ctpanbl KOJIOBOE 0003HAYCHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) PErHCTPAINH X03AHCTBYIOMIETO (M.SDT.00112)
cyOBeKxTa 3HaueHHe IBYXOYKBEHHOIO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOPOTO OIpeZeNieH B aTpudyTe
«nerTndukaTop cripaBOYHHIKA
(xmaccudukaTopa).
Hlabnon: [A-Z]{2}
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHMKA (knmaccudukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KO MuH. nnuna: 1.
Makc. anuna: 20
*.2. HammeHoBaHue MOJTHOE HAMMEHOBAaHHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0..1

XO3SICTBYIOLIETO CyOBEKTa
(csdo:BusinessEntityName)

XO3SIMCTBYIOLIETO CYyOBEKTa UITH
bamuus, UM 1 OTYECTBO
(HU3MYECKOTO JHIIA, BEAYIIETO
XO3AHCTBEHHYIO JIESITEIbHOCTD

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.
Makc. gmuaa: 300
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*.3. Kparkoe HaumMeHOBaHUE COKpaIleHHOC HAMMEHOBaHUE M.SDE.00188 csdo:Namel20Type (M.SDT.00055) 0..1
X035HCTBYIOIIETO CYOhEKTa XO3UCTBYIOIIETO CYOBEKTA UITU HopmanusosanHas cTpoka CUMBOJIOB.
(csdo:BusinessEntityBrief (damunus, UM ¥ OTYECTBO Mun. nmana: 1.
Name) (U3UYECKOTO JINIIA, BEIYIIETO Make. jumna: 120
XO3SIMCTBEHHYIO J1€ATEIILHOCTh
*.4. Kon opranu3aliioHHO- KOZI0BO€ 0003HauYeHUE M.SDE.00023 csdo:UnifiedCode20Type 0..1
IpaBoBOH (hOpMBI OpraHU3alMOHHO-IIPABOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) | ¢dopmbl, B KOTOpOi 3HaueHHE KOJIa B COOTBETCTBUM CO
3apEerHCTPUPOBAH CTIPAaBOYHHUKOM (KJIACCH(PHKATOPOM),
xo3THCTBYIONHH CYGHEKT UIEHTU(PHUKATOP KOTOPOTO ONpE/IeNieH B
aTpubyre «nentudukarop
CrpaBOYHMKA (KJIaccudukaropa)y.
MuH. qnuna: 1.
Makc. anuna: 20
a) UIEeHTH(UKATOP 0003HaueHHE CIPAaBOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHKA (xnmaccugukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBanHasi cTpoka CUMBOJIOB.
(arpubyT codeListld) KOJ Mun. gnuHa: 1.
Makc. anuna: 20
*.5. HaumenoBanue HaMMeHOBaHMe opranuzanuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0..1

OpraHU3aIIOHHO-TIPABOBOM
(bopMbI
(csdo:BusinessEntityType
Name)

paBoBOi (OPMBI, B KOTOPOH
3aperucTpUpPOBaH
XO3SIUCTBYIOIHUHA CYOBEKT

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.
Makc. mmnaa: 300
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.6. Unentudukarop HOMED (KOJT) 3aIUCH 10 PEECTPY M.SDE.00189 csdo:BusinessEntityldType 0..1
XO3SMCTBYIOILIETO CyObEKTa (perucTpy), MPUCBOCHHBIN MIPH (M.SDT.00157)
(csdo:BusinessEntityld) rOCYJapCTBEHHOM perucTpaiuu HopmanuzoBanHast CTpoka CHMBOJIOB.
MuH. pivna: 1.
Makc. anuna: 20
a) METoJ ACHTHU(PHUKAINN METOJ UACHTU(DUKAIIH — csdo:BusinessEntityldKindIdType 1
(atpudyT kindld) XO3SIMCTBYIOINX CyObEKTOB (M.SDT.00158)
3HaueHHe UICHTU(HUKATOpA U3
CIIPaBOYHUKA METOAOB HICHTU(DHKALIUH
XO3SICTBYIOIUX CYOBEKTOB
*7. YHUKaIbHBIA YHUKAJIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0..1
UACHTUDUKAITTOHHBIT UICHTU(QHUKAIIMOHHBIN HOMEp (M.SDT.00089)
TaMOXXEHHBIN HOMEpP XO03SUCTBYIOLIEr0 CyOBEKTa, HopmasmsoBanHas CTpoKa CHMBOJIOB.
(csdo:UniqueCustomsNumber IpeaHa3HAYEHHBIH JUIs Henen Mun. nymna: 1.
Id) TAMOYKEHHOTO KOHTPOJIS Maxe. pmna: 17
*.8. Unentudukatop uneHTudukarop xosgicreyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0..1

HAJIOTOTIIATEIIbIINKA
(csdo:Taxpayerld)

CcyOBeKTa B peecTpe
HAJIOTOILIATEIIBIIIMKOB CTPAHBI
PETUCTPAIIMH HAIOTOILIATEITBIIHKA

3HaueHue uaeHTUPUKaTOpa B
COOTBETCTBUU C MTPABWIAMU, TPUHATHIMHU
B CTPAHE PETUCTPALIMHU
HaJOTOIIaTSIIBITHKA.

Mun. npnmHa: 1.

Maxkc. mmHa: 20
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Wwms pekBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.9. Kon mpuunHbI TOCTAHOBKH | KO, UAECHTU(PHUIUPYIOIIHA M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0..1
Ha y4eT MIPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason XO03SUCTBYIOIIETO CyOhEKTa HA HopmanuzoBanHast CTpoka CHMBOJIOB.
Code) HAJIOrOBBIH yuer B Poccuiickoit [TTa6mom: \d{9)
®enepanuun
*.10. Anpec azapec xozgiictBytoniero cyorekra | M.CDE.00058 ccdo:SubjectAddressDetailsType 0..*
(ccdo:SubjectAddressDetails) (M.CDT.00064)
Omnpenensierca 006IacTsIMU 3HAYSHUN
BJIOYKEHHBIX 3JIEMCHTOB
*.10.1. Kon Buna agpeca KOZI0BO€ 0003HaUeHHE BUIA M.SDE.00192 csdo:AddressKindCodeType 0..1
(csdo:AddressKindCode) azpeca (M.SDT.00162)
3HavYeHne KoJla B COOTBETCTBUU CO
CIIPaBOYHHKOM BHJIOB a/IPECOB.
Mun. nnuHa: 1.
Makc. anuna: 20
*.10.2. Konx ctpansl KOZI0BO€ 0003HAUEHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1

(csdo:UnifiedCountryCode)

(M.SDT.00112)

3HadeHne IByXOYKBEHHOTO KOJa CTPaHbI
B COOTBETCTBHUH CO CIIPABOYHUKOM
(xnaccuduxatopom), HIEHTUDUKATOP
KOTOPOT'O OIpe/IeieH B aTpulyTe
«nerTndukaTop cripaBOYHIKA
(xmaccudukaTopa).

[Ta6non: [A-Z]{2}
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
a) uneHtudukarop 0003HaYCHHE CIIPABOYHUKA - csdo:ReferenceDataldType 1
CIIpaBOYHHUKA (xnmaccudukaropa), B (M.SDT.00091)

(xmaccuduraropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KOJ MuH. nnusa: 1.
Makc. mmuna: 20
*.10.3. Konx Tepputopun KOJ eIuHUIBlI aaMuHucTpatuBHo- | M.SDE.00031 csdo:TerritoryCodeType 0..1
(csdo:TerritoryCode) TEPPUTOPHAILHOTO JEICHHS (M.SDT.00031)
HopmanuzoBanHasi cTpoka CUMBOJIOB.
MuH. muHa: 1.
Makc. nnuna: 17
*.10.4. Peruon HAaVMEHOBAHME €JIMHUIIbI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:RegionName) aJIMIUHUCTPATHBHO- HopmanuzoBanHas cTpoka CUMBOJIOB.
TEPPUTOPUATBHOTO JIEJICHUS Mun. nmina: 1.
IIEPBOTO YPOBHS Makc. anuna: 120
*.10.5. Paiion HaVMEHOBAHME €JIMHUILIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:DistrictName) aIMUHUCTPATUBHO- HopmanusoBaHHasi CTpOKa CHMBOJIOB.
TEPPUTOPUATBHOIO JEIICHUS Mun. qmna: 1.
BTOPOTO YPOBHS Makc. nnuna: 120
*.10.6. T'opon HaMMEHOBAaHHE ropoja M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:CityName) HopmanuzoBanHas cTpoka CHUMBOJIOB.

MuH. mmHa: 1.
Makc. gimuga: 120
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Wwms pekBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.10.7. HaceneHHbIN TyHKT | HAHMEHOBAHHE HACEIICHHOTO M.SDE.00057 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:SettlementName) MyHKTa Hopmanu3zoBanHasi CTpoka CUMBOJIOB.

MuH. mmHa: 1.

Makec. gmuna: 120
*.10.8. Ynuua HauMEHOBaHUeE AneMeHTa yianuno- | M.SDE.00010 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:StreetName) JIOPO’KHOM CETH TOPOJCKOU Hopmanu3soBanHas cTpoKa CUMBOJIOB.

HHPPACTPYKTYPHI MuH. qnuna: 1.

Make. gmuna: 120
*.10.9. Homep noma o0o3Ha4YeHne JoMa, KopIryca, M.SDE.00011 csdo:Id50Type (M.SDT.00093) 0..1
(csdo:BuildingNumberld) CTpOCHUS HopmanuszoBanHas cTpoka CUMBOJIOB.

Munu. nnuHa: 1.

Makc. mmuHa: 50
*.10.10. Homep nomenienust | o6o3HadeHue opuca Uim M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0..1
(csdo:RoomNumberlId) KBapTHPBI HopmanusoBanHas CTpOKa CUMBOJIOB.

Munu. nnuHa: 1.

Makec. quna: 20
* 10.11. ITouToBEINH HUHIEKC MOYTOBBINA MHAEKC MPEAIPUITUS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0..1
(csdo:PostCode) [IOYTOBOU CBSI3U HopmanuszoBanHast cTpoka CUMBOJIOB.

[Ta6non: [A-Z0-9][A-Z0-9 -1{1,8}[A-

70-9]
*.10.12. Homep HOMeEp aOOHEHTCKOTO SIIMKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0..1

a0OHEHTCKOr0 AIUKA
(csdo:PostOfficeBoxId)

MPEAIPUATHH TIOYTOBOM CBS3U

Hopmanu3zoBanHas cTpoka CHUMBOJIOB.
MuH. mmHa: 1.
Makc. mmaa: 20
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.11. KoHTaKkTHBIN PEKBU3UT KOHTAKTHBIA PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0..*
(ccdo:CommunicationDetails) XO3UCTBYIOIIETO CYOhEKTA (M.CDT.00003)

Omnpenensercst 001acTSIMU 3HaYCHUN
BJIOKEHHBIX 3JIEMEHTOB
*11.1. Kon Buga cBsizu KOZI0BO€ 0003HaueHUE BUa M.SDE.00014 csdo:CommunicationChannelCodeV?2 0..1
(csdo:Communication cpencTBa (kaHama) CBA3M Type (M.SDT.00163)
ChannelCode) (Tenedon, dakc, HIEKTPOHHAS 3HaueHHUE KOJIa B COOTBETCTBUHU CO
rouTa 1 7Ip.) CIPaBOYHUKOM BHUJIOB CBSI3U.
MuH. niuHa: 1.
Makc. anuna: 20
*.11.2. HaumeHoBaHuE BUa | HaMMEHOBAaHHE BHJIAa CPEJCTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0..1
CBsI3U (xanana) cBsizu (TenedoH, pakc, HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
(csdo:Communication 3JIEKTPOHHAsI [ToYTa U JIp.) Mun. qmmna: 1.
ChannelName) Makec. qmunaa: 120
*.11.3. Wnentudukartop II0CJIE0BATENBHOCTH CUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1..*

KaHaja CBSI3U
(csdo:Communication
Channelld)

UACHTU(DUIIUPYIOTIAsl KaHAT CBSI3U
(ykazanue Homepa TenedoHa,
dakca, agpeca dJIEKTPOHHON
MOYTHI U JIP.)

(M.SDT.00015)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmHa: 1.

Makc. gmmaa: 1000
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
2.5.12. Csenenus o CBEJICHHUS O TTPOU3BOACTBEHHOM M.HC.CDE.01222 | ccdo:BusinessEntityDetailsType 0..*
IIPOM3BOJICTBEHHOM ILIOIIAKE IUIOIAKE TOBapa BETEPUHAPHOIO (M.CDT.00061)

TOBapa BETCPHHAPHOTO Ha3HAYEHHS Onpenensierca 00aacTsIMU 3HAaUEHUN
HA3HAYCHMS W €10 BJIOKEHHBIX 3JIEMEHTOB
COCTaBJISAIOLIEH YacTu
(hcedo: Veterinaryltem
ManufacturingAreaDetails)
*.1. Kopa ctpanbl KOJIOBOE 0003HAYCHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) PErHCTPAINH X03AHCTBYIOMIETO (M.SDT.00112)
cyOBeKxTa 3HaueHHe IByXOYKBEHHOIO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOPOTO OIpeZeNieH B aTpudyTe
«nerTndukaTop cripaBOYHHIKA
(xmaccudukaTopa).
Hlabnon: [A-Z]{2}
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHMKA (knmaccudukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KO MuH. nnuna: 1.
Makc. anuna: 20
*.2. HammeHoBaHue MOJTHOE HAMMEHOBAaHHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0..1

XO3SICTBYIOLIETO CyOBEKTa
(csdo:BusinessEntityName)

XO3SIMCTBYIOLIETO CYyOBEKTa UITH
bamuus, UM 1 OTYECTBO
(HU3MYECKOTO JHIIA, BEAYIIETO
XO3AHCTBEHHYIO JIESITEIbHOCTD

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.
Makc. mmnaa: 300
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Wwms pekBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.3. Kparkoe HaumMeHOBaHUE COKpaIleHHOC HAMMEHOBaHUE M.SDE.00188 csdo:Namel20Type (M.SDT.00055) 0..1
XO3SICTBYIOLIETO CyOBEeKTa XO3SIMCTBYIOLIETO CYyOBEKTa UIIH HopmanuszoBanHas CTpoKa CUMBOJIOB.
(csdo:BusinessEntityBrief (damunus, UM ¥ OTYECTBO Mun. nmana: 1.
Name) (U3UYECKOTO JINIIA, BEIYIIETO Make. jumna: 120
XO3SICTBEHHYIO 1E€ATEIbHOCTD
*.4. Kon opranu3aliioHHO- KOZI0BO€ 0003HauYeHUE M.SDE.00023 csdo:UnifiedCode20Type 0..1
IpaBoBOH (hOpMBI OpraHU3alMOHHO-IIPABOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) | ¢popmbl, B KOTOpOi 3HaueHHE KOJIa B COOTBETCTBUM CO
3aperHCTPHPOBAH CHpaBOL(IpHI/IKOM (xmaccuduraTopom),
osstiic i ocvBBe UACHTU(DUKATOP KOTOPOIO ONPEAEIIEH B
ROSHHCTBYIOIHII CYORET aTpubyre «nentudukarop
CrpaBOYHMKA (KJIaccudukaropa)y.
Mun. nnuHa: 1.
Makc. anuna: 20
a) UIEeHTH(UKATOP 0003HaueHHE CIPAaBOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHKA (xnmaccugukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBanHasi cTpoka CUMBOJIOB.
(arpubyT codeListld) KOJ Mun. gnuHa: 1.
Makc. anuna: 20
*.5. HaumenoBanue HaMMeHOBaHMe opranuzanuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0..1

OpraHU3aIIOHHO-TIPABOBOM
(bopMbI
(csdo:BusinessEntityType
Name)

paBoBOi (OPMBI, B KOTOPOH
3aperucTpUpPOBaH
XO3SIUCTBYIOIHUHA CYOBEKT

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.
Makc. mmnaa: 300
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.6. Unentudukarop HOMED (KOJT) 3aIUCH 10 PEECTPY M.SDE.00189 csdo:BusinessEntityldType 0..1
XO3SMCTBYIOILIETO CyObEKTa (perucTpy), MPUCBOCHHBIN MIPH (M.SDT.00157)
(csdo:BusinessEntityld) rOCYJapCTBEHHOM perucTpaiuu HopmanuzoBanHast CTpoka CHMBOJIOB.
MuH. pivna: 1.
Makc. anuna: 20
a) METoJ ACHTHU(PHUKAINN METOJ UACHTU(DUKAIIH — csdo:BusinessEntityldKindIdType 1
(atpudyT kindld) XO3SIMCTBYIOINX CyObEKTOB (M.SDT.00158)
3HaueHHe UICHTU(HUKATOpA U3
CIIPaBOYHUKA METOJ0B HICHTU(PHUKALIUH
XO3SICTBYIOIUX CYOBEKTOB
*7. YHUKaIbHBIA YHUKAJIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0..1
UACHTUDUKAITTOHHBIT UICHTU(QHUKAIIMOHHBIN HOMEp (M.SDT.00089)
TaMOXXEHHBIN HOMEpP XO03SUCTBYIOLIEr0 CyOBEKTa, HopmasmsoBanHas CTpoKa CHMBOJIOB.
(csdo:UniqueCustomsNumber IpeaHA3HAYEHHBIH IS e Mun. nymna: 1.
Id) TAMOYKEHHOTO KOHTPOJIS Maxe. pmna: 17
*.8. Unentudukatop uneHTudukarop xosgicreyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0..1

HAJIOTOTIIATEIIbIINKA
(csdo:Taxpayerld)

cyOBeKTa B peecTpe
HAJIOTOILIATEIIBIIIMKOB CTPAHBI
PETHUCTPAIIMH HATOTOTLIATEITBIIHKA

3HaueHue uaeHTUPUKaTOpa B
COOTBETCTBUU C MTPABWIAMU, TPUHATHIMHU
B CTPAHE PETUCTPALIMHU
HaJOTOIIaTSIIBITHKA.

Mun. npnmHa: 1.

Maxkc. mmHa: 20
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Wwms pekBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.9. Kon mpuunHbI TOCTAHOBKH | KO, UAECHTU(PHUIUPYIOIIHA M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0..1
Ha y4eT MIPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason XO03SUCTBYIOIIETO CyOhEKTa HA HopmanuzoBanHast CTpoka CHMBOJIOB.
Code) HAJIOrOBBIH yuer B Poccuiickoit [TTa6mom: \d{9)
®enepanuun
*.10. Anpec azapec xozgiictBytoniero cyorekra | M.CDE.00058 ccdo:SubjectAddressDetailsType 0..*
(ccdo:SubjectAddressDetails) (M.CDT.00064)
Omnpenensierca 006IacTsIMU 3HAYSHUN
BJIOYKEHHBIX 3JIEMCHTOB
*.10.1. Kon Buna agpeca KOZI0BO€ 0003HaUeHHE BUIA M.SDE.00192 csdo:AddressKindCodeType 0..1
(csdo:AddressKindCode) azpeca (M.SDT.00162)
3HavYeHne KoJla B COOTBETCTBUU CO
CIIPaBOYHHKOM BHJIOB a/IPECOB.
Mun. nnuHa: 1.
Makc. anuna: 20
*.10.2. Konx ctpansl KOZI0BO€ 0003HAUEHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1

(csdo:UnifiedCountryCode)

(M.SDT.00112)

3HadeHne IByXOYKBEHHOTO KOJa CTPaHbI
B COOTBETCTBHUH CO CIIPABOYHUKOM
(xnaccuduxatopom), HIEHTUDUKATOP
KOTOPOT'O OIpe/IeieH B aTpulyTe
«nerTndukaTop cripaBOYHIKA
(xmaccudukaTopa).

[Ta6non: [A-Z]{2}
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
a) uneHtudukarop 0003HaYCHHE CIIPABOYHUKA - csdo:ReferenceDataldType 1
CIIpaBOYHHUKA (xnmaccudukaropa), B (M.SDT.00091)

(xmaccuduraropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KOJ MuH. nnusa: 1.
Makc. mmuna: 20
*.10.3. Konx Tepputopun KOJ eIuHUIBlI aaMuHucTpatuBHo- | M.SDE.00031 csdo:TerritoryCodeType 0..1
(csdo:TerritoryCode) TEPPUTOPHAILHOTO JEICHHS (M.SDT.00031)
HopmanuzoBaHHasi cTpoka CHMBOJIOB.
MuH. muHa: 1.
Makc. nnuna: 17
*.10.4. Peruon HAaVMEHOBAHME €JIMHUIIbI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:RegionName) aJIMIUHUCTPATHBHO- HopmanuzoBanHas cTpoka CUMBOJIOB.
TEPPUTOPUATBHOTO JIEJICHUS Mun. nmina: 1.
IIEPBOTO YPOBHS Makc. anuna: 120
*.10.5. Paiion HaVMEHOBAHME €JIMHUILIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:DistrictName) aIMUHUCTPATUBHO- HopmanusoBaHHasi CTpOKa CHMBOJIOB.
TEPPUTOPUATBHOIO JEIICHUS Mun. qmna: 1.
BTOPOTO YPOBHS Makc. nnuna: 120
*.10.6. T'opon HaMMEHOBAaHHE ropoja M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:CityName) HopmanuzoBanHas cTpoka CHUMBOJIOB.

MuH. mmHa: 1.
Makc. gimuga: 120
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Wwms pekBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.10.7. HaceneHHbIN TyHKT | HAHMEHOBAHHE HACEIICHHOTO M.SDE.00057 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:SettlementName) MyHKTa Hopmanu3zoBanHasi CTpoka CUMBOJIOB.

MuH. mmHa: 1.

Makec. gmuna: 120
*.10.8. Ynuua HauMEHOBaHUeE AneMeHTa yianuno- | M.SDE.00010 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:StreetName) JIOPO’KHOM CETH TOPOJCKOU Hopmanu3soBaHHas cTpoKa CUMBOJIOB.

HHPPACTPYKTYPHI MuH. qnuna: 1.

Make. gmuna: 120
*.10.9. Homep noma o0o3Ha4YeHne JoMa, KopIryca, M.SDE.00011 csdo:Id50Type (M.SDT.00093) 0..1
(csdo:BuildingNumberld) CTpOCHUS HopmanuszoBanHas cTpoka CUMBOJIOB.

Mun. gnuHa: 1.

Makc. mmuHa: 50
*.10.10. Homep nomenienust | o6o3HadeHue opuca Uim M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0..1
(csdo:RoomNumberlId) KBapTHPBI HopmanusoBanHas CTpOKa CUMBOJIOB.

Munu. nnuHa: 1.

Makec. quna: 20
* 10.11. ITouToBEINH HUHIEKC MOYTOBBINA MHAEKC MPEATPUITHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0..1
(csdo:PostCode) [IOYTOBOU CBSI3U HopmanuszoBanHast cTpoka CUMBOJIOB.

[Ta6non: [A-Z0-9][A-Z0-9 -1{1,8}[A-

70-9]
*.10.12. Homep HOMeEp a0OHEHTCKOT O SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0..1

a0OHEHTCKOr0 AIUKA
(csdo:PostOfficeBoxId)

MPEAIPUATHH TIOYTOBOM CBS3U

Hopmanu3zoBanHas cTpoka CHUMBOJIOB.
MuH. mmHa: 1.
Makc. mmaa: 20
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WM pexkBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
*.11. KoHTaKkTHBIN PEKBU3UT KOHTAKTHBIA PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0..*
(ccdo:CommunicationDetails) XO3UCTBYIOIIETO CyOBEKTa (M.CDT.00003)

Omnpenensercst 001acTSIMU 3HaYCHUN
BJIOKEHHBIX 3JIEMEHTOB
*11.1. Kon Buga cBsizu KOZI0BO€ 0003HaueHUE BUa M.SDE.00014 csdo:CommunicationChannelCodeV?2 0..1
(csdo:Communication cpencTBa (kaHama) CBA3M Type (M.SDT.00163)
ChannelCode) (Tenedon, dakc, HIeKTpOHHAS 3HaueHHUE KOJIa B COOTBETCTBUHU CO
rouTa 1 7Ip.) CIPaBOYHUKOM BHUJIOB CBSI3U.
MuH. niuHa: 1.
Makc. anuna: 20
*.11.2. HaumeHoBaHue BuJa | HaMMEHOBAaHHUE BHUJA CPEJICTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0..1
CBsI3U (xanana) cBsizu (TenedoH, pakc, HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
(csdo:Communication 3JIEKTPOHHAsI [ToYTa U JIp.) Mun. qmmna: 1.
ChannelName) Makec. qmunaa: 120
*.11.3. Wnentudukartop II0CJIE0BATENBHOCTH CUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1..*

KaHaja CBSI3U
(csdo:Communication
Channelld)

UACHTU(DUIIUPYIOTIAsl KaHAT CBSI3U
(ykazanue Homepa TenedoHa,
dakca, agpeca dJIEKTPOHHON
MOYTHI U JIP.)

(M.SDT.00015)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. gomHa: 1.

Makc. gmmaa: 1000
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2.5.13. Kog crpansl CTpaHa MPOUCXOXKJICHHUS TOBapa M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) BETCPUHAPHOTO HA3HAYCHUS (M.SDT.00112)

3HavyeHne IByXOYKBEHHOTO KOZA CTPaHBI
B COOTBETCTBHUH CO CIIPAaBOYHUKOM
(xmaccuGuKaTopom), HACHTHPHUKATOP
KOTOPOTO ONpE/ENICH B aTpulyTe
«nenTndukaTop cripaBOYHUKA
(kmaccuuraTopa)y.
[Ta6non: [A-Z]{2}
a) uneHTudurarop 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHMKA (knaccudukaropa), B (M.SDT.00091)
(knaccuduraTopa) COOTBETCTBUM C KOTOPHIM yKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(atpudyT codeListld) KOJ MuH. nnvsa: 1.
Makc. anuna: 20
2.5.14. Homep cepuu ToBapa HOMEp Cepuu ToBapa M.HC.SDE.01591 | csdo:Id50Type (M.SDT.00093) 0..1
BCTCPHUHAPHOI'O HA3HAYCHMSI BETCPHHAPHOIO0 HA3HAYCHMSI HopmanusosanHas cTpoka CHMBOJIOB.
(hcsdo: VeterinaryltemBatch Mun. qmna: 1.
Numberld) Makc. gnmunHa: 50
2.5.15. Jlara npou3BOJCTBa JlaTa IpOU3BOICTBA TOBapa M.HC.SDE.00585 | bdt:DateType (M.BDT.00005) 0..1
(hcsdo:ManufacturingDate) BETEPUHAPHOIO HA3HAYCHUS O6o3Ha4eHne ATl B COOTBETCTBHH C
I'OCT HCO 8601-2001
2.5.16. Jlata okoHYaHUs CpOKa naTa (Mecsil) HICTeYSHHSI CPOKa M.SDE.00248 bdt:DateType (M.BDT.00005) 0..1

TOJTHOCTH TIPOIYKTA
(csdo:ProductShelfLifeEndDate)

TOAHOCTHU TOBapa BETCPUHAPHOT'O
Ha3HAa4YCHUA

O06o03HaueHue JaThl B COOTBETCTBUU C
I'OCT UCO 8601-2001
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2.5.17. Ilpumeuanue JIOTIOTHUTEJIbHBIE CBEACHHUSI O M.SDE.00076 csdo:Text4000Type (M.SDT.00088) 0..*
(csdo:NoteText) TOBape BETEPUHAPHOIO CTpoka CHMBOJIOB.
HA3HAYCHIS MuH. qnuna: 1.
Makc. gnuna: 4000
2.6. CseneHus o mpaBooOaaaTee CBeZIeHHsI 0 TipaBooOaiarene M.HC.CDE.00919 | ccdo:BusinessEntityDetailsType 0..1
(hcedo:RightholderDetails) BETEPUHAPHOTO JIEKAPCTBEHHOT'O (M.CDT.00061)
nperapara Omnpenensercs o0nacTIMHU 3HAYCHUN
BJIO’KEHHBIX 2JIEMEHTOB
2.6.1. Konx cTpanbl KOZI0BO€ 0003HauY€HUE CTPaHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) PETHCTPAINHN XO3SHCTBYIOIIETO (M.SDT.00112)
cyObekTa 3HavyeHue IByXOYKBEHHOI'0 KOJa CTPaHbl
B COOTBETCTBUU CO CIIPABOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOpOTO OIpeNiesieH B aTpulyTe
«UnenTndukatop cpaBoYHUKA
(xnaccuduxaTopa)».
[Ta6mon: [A-Z]{2}
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1

CTpaBOYHHKA
(xnaccuduxaropa)
(arpubyT codeListld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOA

(M.SDT.00091)

Hopmanmn3oBanHast cTpoka CHMBOJIOB.
Mun. gnuHa: 1.

Makc. mmHa: 20
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2.6.2. HaumeHnoBanue MOJITHO€ HAUMEHOBAHHE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0..1
XO3SIMCTBYIOLIETO CyOBEKTa XO3SIMCTBYIOLIETO CYyOBEKTa UIIH HopmanusosanHas cTpoka CUMBOJIOB.
(csdo:BusinessEntityName) dbaMusus, UM U 0TYECTBO Mun. gnuna: 1.
(U3UYECKOTO JINIIA, BEIYIIETO Make. pmna: 300
XO3SIMCTBEHHYIO J1€ATEIILHOCTh
2.6.3. Kparkoe HauMeHOBaHUE COKpAILEHHOE€ HAUMEHOBAHUE M.SDE.00188 csdo:Namel20Type (M.SDT.00055) 0..1
XO3SIMCTBYIOLIETO CyOBEeKTa XO3SIMCTBYIOLIET0 CyOBEKTa UIIH HopmanusoBanHast cTpoka CHUMBOJIOB.
(csdo:BusinessEntityBriefName) dbaMuIus, UMs U OTYECTBO Mus. umna: 1.
(U3UYECKOTO JINIIA, BEIYIIETO Make. jumna: 120
XO3SIUCTBEHHYIO J€STENbHOCTD
2.6.4. Kon opranu3aiiioHHO- KOZI0BO€ 0003HaueHNe M.SDE.00023 csdo:UnifiedCode20Type 0..1
IPaBOBOI (POPMBI OpraHu3alMOHHO-TIPABOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) ¢dbopMmbl, B KOTOpOH 3HaueHHe KOJ1a B COOTBETCTBHH CO
3aperHCTPHpOBaH CIPAaBOYHHUKOM (KJIaCCU(PUKATOPOM),
xo3gHCTBYIONHH CYGHeKT UIEHTU(PHUKATOP KOTOPOTO ONpE/IeNieH B
atpubyre «nentudukarop
CrpaBOYHHKA (KJIaccudukaropa)y.
MuH. nnvsa: 1.
Makc. nnuna: 20
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1

CIPaBOYHHUKA
(xnaccuduxaropa)
(atpubyT codeListld)

(knaccudukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJT

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.

Makc. mmHa: 20
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2.6.5. HaumenoBanue HauMeHOBaHMe opranm3anonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0..1
OpraHU3aIMOHHO-TIPABOBOM paBoBO# (OPMBI, B KOTOPOIi HopmanuszoBanHas CTpoKa CUMBOJIOB.
bopmbI 3aperucTpupoBaH Mun. pmna: 1.
(csdo:BusinessEntityTypeName) XO3AUCTBYIOIIUNA CYOBEKT Maxec. amuna: 300
2.6.6. Unentudukartop HOMep (KOJ1) 3aIIUCH 110 PEECTPY M.SDE.00189 csdo:BusinessEntityldType 0..1
XO3SICTBYIOILIETO CyOBhEeKTa (peructpy), IPUCBOCHHBIN MTPU (M.SDT.00157)
(csdo:BusinessEntityld) rOCyJapCTBEHHOM perucTpanun HopmainusoBaHHast CTpOKa CHMBOJIOB.
MuH. mmHa: 1.
Makc. mnmuna: 20
a) METOJ UACHTU(DUKAIINH METO] ACHTU(DUKAIINH — csdo:BusinessEntityldKindIdType 1
(arpuOyT kindId) XO3SIMCTBYIOINX CYObEKTOB (M.SDT.00158)
3HaueHue uJeHTUPUKaTopa 13
CIPaBOYHHMKA METOJOB UACHTU(PUKAIUU
XO3SIHCTBYIOLINX CYObEKTOB
2.6.7. YHUKaIbHBII YHUKAJIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0..1

UACHTU(DUKAITMTOHHBIHA
TaMO>KEHHBIH HOMED
(csdo:UniqueCustomsNumberld)

UACHTU(DHUKAIIMOHHBII HOMED
XO03SUCTBYIOIIETO CyOBEKTa,
MpeIHa3HAYEHHbIN JIJIS LeIen
TaMOKEHHOTO KOHTPOJIS

(M.SDT.00089)

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.

Maxkc. mmnHa: 17
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2.6.8. Unentudukarop uneHtudukaTop xozsicreyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0..1
HajoromnjaaTebIIKa cyObeKTa B peecTpe 3Ha4yeHue uaeHTUGUKaTopa B
(csdo:Taxpayerld) HAJIOTOTUIATEIBIIUKOB CTPAHBI COOTBETCTBUU C NIPABHIIAMH, IIPUHATHIMA
PETUCTPALUK HAJIOTOIIATENbIIUKA B CTpaHC perncrpaiiu
HaJIOTOIUIaTENbIIHKA.
MuH. nivna: 1.
Makc. anuna: 20
2.6.9. Kox npU4HMHBI TOCTAHOBKH | KO, HACHTUDHUIMPYIOITHHA M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0..1
Ha y4er IPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason XO34HCTBYIOLIETO CyOBEKTa Ha Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Code) HAaJIOTOBBIi yueT B Poccuiickoit [Tabmon: \d{9}
denepaunn
2.6.10. Anpec aapec xossiicTBytomiero cyorekta | M.CDE.00058 ccdo:SubjectAddressDetailsType 0..*
(ccdo:SubjectAddressDetails) (M.CDT.00064)
Omnpenensercst 001acTSIMU 3HaYECHUN
BJIO’KEHHBIX 2JIEMEHTOB
*.1. Kon Buna agpeca KOZI0BO€ 0003HaueHHe BUa M.SDE.00192 csdo:AddressKindCodeType 0..1

(csdo:AddressKindCode)

ajpeca

(M.SDT.00162)

3HadyeHMne KoJia B COOTBETCTBUH CO
CITPAaBOYHHKOM BHUJIOB a/IpECOB.
Mun. nnmHa: 1.

Makc. mmHa: 20
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*.2. Kopa cTpansl KOJIOBOE 0003HAYCHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) (M.SDT.00112)
3HaueHne MBYXOYKBEHHOTO KOJIa CTPAHBI
B COOTBETCTBHUH CO CIIPABOYHUKOM
(xmaccuGuKaTopom), HACHTHPHUKATOP
KOTOPOTO ONpE/ENICH B aTpulyTe
«neaTnduKaTop cripaBOYHUKA
(kmaccuuraTopa)y.
[Ta6non: [A-Z]{2}
a) uneHtudukrarop 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHMKA (knaccudukaropa), B (M.SDT.00091)
(xmaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KOJ MuH. nnvsa: 1.
Makc. anuna: 20
*3. Kon tepputopun KOJ eIuHUIBI aaMuHucTpatuBHOo- | M.SDE.00031 csdo:TerritoryCodeType 0..1
(csdo:TerritoryCode) TEPPUTOPHATBHOTO JICTIEHHSI (M.SDT.00031)
Hopmanu3oBaHHas cTpoka CHMBOJIOB.
Mun. gouHa: 1.
Makc. nnuna: 17
* 4, Pernon HauMEHOBaHHUE € IUHUIIBI M.SDE.00007 csdo:Namel120Type (M.SDT.00055) 0..1
(csdo:RegionName) aIMUHHUCTPATUBHO- HopMmanuszoBanHast cTpoka CUMBOJIOB.

TEPPUTOPHUATBLHOTO JIETICHUS
MIEPBOTO YPOBHSA

MuH. mmHa: 1.
Make. qmuna: 120
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*.5. Paiion HaWMEHOBAHHE €IMHUIIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:DistrictName) aJIMUHHACTPATUBHO- HopmanuzoBaHHast CTpOKa CUMBOJIOB.
TEPPUTOPHUATIBHOTO JIEIICHUS Mus. gnuna: 1.
BTOPOT'O YPOBHS Makc. gnmuna: 120
*.6. T'opon HAaUMEHOBAaHUE ropoJa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:CityName) HopmanuzoBanHas cTpoka CHMBOJIOB.
MuH. nnusa: 1.
Makc. nnuna: 120
*7. HaceneHHBINA MyHKT HaVMEHOBAHME HACEJIIEHHOIO M.SDE.00057 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:SettlementName) MyHKTa HopmanuzoBanHas cTpoka CHMBOJIOB.
Mun. nnuHa: 1.
Makc. nnuna: 120
*8. Yiuua HauMEHOBaHUE AeMeHTa yiauuno- | M.SDE.00010 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:StreetName) JIOPOKHOM CETH TOPOACKOM HopMmanu3zoBanHasi CTpoka CUMBOJIOB.
I/IH(I)paCprKTprI Mun. JUINHA: 1.
Makc. qimmaa: 120
*9. Homep noma 0003HaYeHHE ToMa, KOpITyca, M.SDE.00011 csdo:Id50Type (M.SDT.00093) 0..1
(csdo:BuildingNumberld) CTPOCHUS Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmaa: 1.
Maxkc. mmHa: 50
*.10. Homep nomemienus o0o3HavyeHune oduca Uiu M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0..1

(csdo:RoomNumberld)

KBapTUPBI

Hopmanu3oBaHHast CTpOKa CHMBOJIOB.

MuH. mmga: 1.
Makc. muna: 20
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*.11. ITouroBbIil HHAECKC MOYTOBBIN UHICKC MPEATPUITHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0..1
(csdo:PostCode) MOYTOBOU CBSI3U HOpMaJ'II/ISOBaHHaﬂ CTpOKa CHMBOJIOB.
[Ta6non: [A-Z0-9][A-Z0-9 -1{1,8}[A-
70-9]
*.12. Homep aboHEHTCKOTO HOMEpP a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:Id20Type (M.SDT.00092) 0..1
AIUKA HPEANPUATHH TI0YTOBOM CBA3U HopmanuzoBanHasi cTpoka CUMBOJIOB.
(csdo:PostOfficeBoxId) Mun. mmna: 1.
Makc. nnuna: 20
2.6.11. KOHTaKTHBIN pEKBU3UT KOHTaKTHBIA PEKBU3HUT M.CDE.00003 ccdo:CommunicationDetailsType 0..*
(ccdo:CommunicationDetails) XO3SHMCTBYIONIETO CyObEKTa (M.CDT.00003)
Omnpenensercst 001acTSIMU 3HaUYECHUN
BJIOKEHHBIX DJIEMEHTOB
*.1. Kon Buna cBsizu KOJIOBOE 0003HAYCHUE BUIA M.SDE.00014 csdo:CommunicationChannelCodeV?2 0..1
(csdo:CommunicationChannel | cpefcTsa (KaHana) CBA3H Type (M.SDT.00163)
Code) (terredoH, (aKc, HIEKTPOHHAS 3HaueHue KoJla B COOTBETCTBHH CO
MouTa 1 p.) CIIPAaBOYHHKOM BHJIOB CBSI3H.
MuH. nivna: 1.
Makc. nnuna: 20
*.2. HamMeHOBaHUE BUJA CBSI3M | HANMEHOBAHUE BHJIA CPENICTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0..1

(csdo:CommunicationChannel
Name)

(xanana) cBsizu (TenedoH, pakc,
AIIEKTPOHHAS 110YTa U JIP.)

HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
Mun. nnmHa: 1.
Makc. mmna: 120




63

Wwms pekBusura Onucanue pekBU3UTA Wnentudukarop Tun nanHeIX MH.
* 3. WUnentudukarop kaHana MOCJIEI0BATEILHOCTH CUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1..*
CBSI3U UACHTUGHULIMPYIOLIas KaHaJ CBA3U (M.SDT.00015)
(csdo:CommunicationChannel (ykazanue Homepa tenedona, HopmanuzoBanHast CTpoka CHMBOJIOB.
Id) (axca, agpeca 31eKTPOHHOM Mun. pomma: 1.
TOUTEI 7 7Ip.) Makc. nimuna: 1000
2.7. CBeneHus 0 X034HCTBYIOIIEM CBe/IeHUS 00 OpraHM3alny, B M.HC.CDE.00134 | ccdo:BusinessEntityDetailsType 0..1
cyOBeKTe KOTOPOW OB BBISIBIICH (M.CDT.00061)
(hccdo:BusinessEntityDetails) He00pOKaYECTBEHHBIN Omnpenensercs 001acTAMU 3HAYCHUH
BETEPHHAPHEIN JIeKapCTBEHHBIN BIOXKCHHBIX 3JICMCHTOB
npenapar
2.7.1. Kon cTpanbl KOJI0BO€ 0003HaUY€HUE CTPaHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) PETHCTPAINH XO3SHCTBYIOIIETO (M.SDT.00112)
cyObekTa 3HavyeHue IByXOYKBEHHOT'0 KOJa CTPaHbl
B COOTBETCTBUU CO CIIPABOYHUKOM
(xnaccuduxaTopom), UIEHTUDUKATOP
KOTOPOTO OIpesieieH B aTpulyTe
«MnentugukaTop cripaBOYHUKA
(xnaccuduxaTopa)».
[Ta6mon: [A-Z]{2}
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1

CIIPAaBOYHUKA
(kmaccudukaTopa)
(arpudyT codeListld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOA

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Makc. mmHa: 20
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2.7.2. HaumeHoBaHue MOJITHO€ HAUMEHOBAHHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0..1
XO3SIMCTBYIOLIETO CyOBEKTa XO3SIMCTBYIOLIETO CYyOBEKTa UIIH HopmanusosanHas cTpoka CUMBOJIOB.
(csdo:BusinessEntityName) dbaMusus, UM U 0TYECTBO Mun. gnuna: 1.
(U3UYECKOTO JINIIA, BEIYIIETO Make. jumna: 300
XO3SIMCTBEHHYIO J1€ATEIILHOCTh
2.7.3. Kparkoe HauMEHOBaHUE COKpallleHHOE HANMEHOBaHUE M.SDE.00188 csdo:Namel20Type (M.SDT.00055) 0..1
XO3SIMCTBYIOLIETO CyOBEeKTa XO3SIMCTBYIOLIET0 CyOBEKTa UIIH HopmanusoBanHast cTpoka CHUMBOJIOB.
(csdo:BusinessEntityBriefName) dbaMuIus, UMs U OTYECTBO Mus. umna: 1.
(U3UYECKOTO JINIIA, BEIYIIETO Make. jumna: 120
XO3SIUCTBEHHYIO J€STENbHOCTD
2.7.4. Kon opranu3aliiioHHO- KOZI0BO€ 0003HaueHNe M.SDE.00023 csdo:UnifiedCode20Type 0..1
IPaBOBOI (POPMBI OpraHu3alMOHHO-TIPABOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) ¢dbopMmbl, B KOTOpOH 3HaueHHe KOJ1a B COOTBETCTBHH CO
3aperHCTPHpOBaH CIPAaBOYHHUKOM (KJIaCCU(PUKATOPOM),
xo3gHCTBYIONHH CYGHeKT UIEHTU(PHUKATOP KOTOPOTO ONpE/IeNieH B
atpubyre «nentudukarop
CrpaBOYHHKA (KJIaccudukaropa)y.
MuH. nnvsa: 1.
Makc. anuna: 20
a) uIeHTH(UKATOP 0003HaueHHE CIPABOYHUKA - csdo:ReferenceDataldType 1

CIPaBOYHHUKA
(xnaccuduxaropa)
(atpubyT codeListld)

(knaccudukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJT

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.

Makc. mmHa: 20
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2.7.5. HaumeHnoBanue HauMeHOBaHMe opranm3anonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0..1
OpraHU3aIMOHHO-TIPABOBOM paBoBO# (OPMBI, B KOTOPOIi HopmanuszoBanHas CTpoKa CUMBOJIOB.
bopmbI 3aperucTpupoBaH Mun. pmna: 1.
(csdo:BusinessEntityTypeName) XO3AUCTBYIOIIUNA CYOBEKT Maxec. amuna: 300
2.7.6. Unentudukartop HOMep (KOJ1) 3aIIUCH 110 PEECTPY M.SDE.00189 csdo:BusinessEntityldType 0..1
XO3SICTBYIOILIETO CyOBhEeKTa (peructpy), IPUCBOCHHBIN MTPU (M.SDT.00157)
(csdo:BusinessEntityld) rOCyJapCTBEHHOM perucTpanun HopmainusoBaHHast CTpOKa CHMBOJIOB.
MuH. mmHa: 1.
Makc. mnmuna: 20
a) METOJ UACHTU(DUKAIINH METO] ACHTU(DUKAIINH — csdo:BusinessEntityldKindIdType 1
(arpuOyT kindId) XO3SIMCTBYIOINX CYObEKTOB (M.SDT.00158)
3HaueHue uJeHTUPUKaTopa 13
CIPaBOYHHMKA METOJ0B UJEHTU(DUKALUN
XO3SIHCTBYIOLINX CYObEKTOB
2.77.7. YHUKaJIbHBIA YHUKAJIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0..1

UACHTU(DUKAITMTOHHBIHA
TaMO>KEHHBIH HOMED
(csdo:UniqueCustomsNumberld)

UACHTU(DHUKAIIMOHHBII HOMED
XO03SUCTBYIOIIETO CyOBEKTa,
MpeHa3HAYEHHbIN JJIS LIEeTen
TaMOKEHHOTO KOHTPOJIS

(M.SDT.00089)

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.

Maxkc. mmnHa: 17
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2.7.8. Unentudukarop uneHtudukaTop xozsicreyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0..1
HajoromnjaaTebIIKa cyObeKTa B peecTpe 3Ha4yeHue uaeHTUGUKaTopa B
(csdo:Taxpayerld) HAJIOTOTUIATEIBIIUKOB CTPAHBI COOTBETCTBUU C NIPABHIIAMH, IIPUHATHIMA
PETUCTPALUK HAJIOTOIIATENbIIUKA B CTpaHC perncrpaiiu
HaJIOTOIUIaTENbIIHKA.
MuH. nivna: 1.
Makc. qumna: 20
2.7.9. Kox npu4YMHBI TIOCTAHOBKH | KO, HACHTUPHUIIUPYIOITHA M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0..1
Ha y4er IPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason XO34HCTBYIOLIETO CyOBEKTa Ha Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Code) HAaJIOTOBBIi yueT B Poccuiickoit [Tabmon: \d{9}
denepaunn
2.7.10. Anpec azapec xossiictByronero cyorekra | M.CDE.00058 ccdo:SubjectAddressDetailsType 0..*
(ccdo:SubjectAddressDetails) (M.CDT.00064)
Omnpenensercst 001acTSIMU 3HaYECHUN
BJIO’KEHHBIX 2JIEMEHTOB
*.1. Kon Buna agpeca KOZI0BO€ 0003HaueHHe BUa M.SDE.00192 csdo:AddressKindCodeType 0..1

(csdo:AddressKindCode)

ajpeca

(M.SDT.00162)

3HadyeHMne KoJia B COOTBETCTBUH CO
CITPAaBOYHHKOM BHUJIOB a/IpECOB.
Mun. nnmHa: 1.

Makc. mmHa: 20
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*.2. Kopa cTpansl KOJIOBOE 0003HAYCHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0..1
(csdo:UnifiedCountryCode) (M.SDT.00112)
3HaueHne MBYXOYKBEHHOTO KOJIa CTPAHBI
B COOTBETCTBHUH CO CIIPABOYHUKOM
(xmaccuGuKaTopom), HACHTHPHUKATOP
KOTOPOTO ONpE/ENICH B aTpulyTe
«neaTrduKaTop CipaBOIHNKA
(kmaccuuraTopa)y.
[Ia6non: [A-Z]{2}
a) uneHtudukrarop 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHMKA (knaccudukaropa), B (M.SDT.00091)
(xmaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHasi cTpoka CUMBOJIOB.
(atpudyT codeListld) KOJ MuH. nnvsa: 1.
Makc. anuna: 20
*3. Kon tepputopun KOJ eIuHUIBI aaMuHucTpatuBHOo- | M.SDE.00031 csdo:TerritoryCodeType 0..1
(csdo:TerritoryCode) TEPPUTOPHATBHOTO JICTIEHHSI (M.SDT.00031)
Hopmanu3oBaHHas cTpoka CHMBOJIOB.
Mun. gouHa: 1.
Makc. nnuna: 17
* 4, Pernon HauMEHOBaHHUE € IUHUIIBI M.SDE.00007 csdo:Namel120Type (M.SDT.00055) 0..1
(csdo:RegionName) aIMUHHUCTPATUBHO- HopMmanuszoBanHast cTpoka CUMBOJIOB.

TEPPUTOPHUATBLHOTO JIETICHUS
MIEPBOTO YPOBHSA

MuH. mmHa: 1.
Make. qmuna: 120
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*.5. Paiion HaWMEHOBAHHE €IMHUIIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:DistrictName) aJIMUHHACTPATUBHO- HopmanuzoBaHHast CTpOKa CUMBOJIOB.
TEPPUTOPHUATIBHOTO JIEIICHUS Mus. gnuna: 1.
BTOPOT'O YPOBHS Makc. gnmuna: 120
*.6. T'opon HAaUMEHOBAaHUE ropoJa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:CityName) HopmanuzoBanHas cTpoka CHMBOJIOB.
MuH. nnusa: 1.
Makc. nnuna: 120
*7. HaceneHHBINA MyHKT HaVMEHOBAHME HACEJIIEHHOIO M.SDE.00057 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:SettlementName) MyHKTa Hopmanu3oBanHas cTpoka CHMBOJIOB.
Mun. nnuHa: 1.
Makc. nnuna: 120
*8. Yiuua HauMEHOBaHUE AeMeHTa yiauuno- | M.SDE.00010 csdo:Namel20Type (M.SDT.00055) 0..1
(csdo:StreetName) JIOPOKHOM CETH TOPOACKOM HopMmanu3zoBanHasi CTpoKa CHMBOJIOB.
I/IH(I)paCprKTprI Mun. JUINHA: 1.
Makc. qmuaa: 120
*9. Homep noma 0003HaYeHHE ToMa, KOpITyca, M.SDE.00011 csdo:Id50Type (M.SDT.00093) 0..1
(csdo:BuildingNumberld) CTPOCHUS Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmaa: 1.
Maxkc. mmHa: 50
*.10. Homep nomemienus o0o3HavyeHune oduca Uiu M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0..1

(csdo:RoomNumberld)

KBapTUPBI

Hopmanu3oBaHHast CTpOKa CHMBOJIOB.

MuH. mmga: 1.
Makc. muna: 20
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*.11. ITouroBbIil HHAECKC MOYTOBBIN UHICKC MPEATPUITHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0..1
(csdo:PostCode) [IOYTOBOU CBSI3HU Hopmanu3zoBanHasi CTpoka CUMBOJIOB.
[Ta6non: [A-Z0-9][A-Z0-9 -1{1,8}[A-
Z70-9]
*.12. Homep aboHEHTCKOTO HOMEpP a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:Id20Type (M.SDT.00092) 0..1
SIIHUKa PEANPUATUNA IIOYTOBOM CBSI3U HOpMaJII/I3OBaHHa$I CTpOKa CUMBOJIOB.
(csdo:PostOfficeBoxId) Mun. nmna: 1.
Makc. mmuna: 20
2.7.11. KOHTaKTHBII pEKBU3UT KOHTaKTHBIA PEKBU3HUT M.CDE.00003 ccdo:CommunicationDetailsType 0..*
(ccdo:CommunicationDetails) X034ICTBYIOIIErO CyOheKTa (M.CDT.00003)
Omnpenensercst 001acTSIMU 3HAYCHUN
BJIO’KEHHBIX 3JIEMEHTOB
*.1. Kon Buna cBsizu KOJIOBOE 0003HAYCHUE BUIA M.SDE.00014 csdo:CommunicationChannelCodeV?2 0..1
(csdo:CommunicationChannel | cpencTsa (kaHama) CBA3M Type (M.SDT.00163)
Code) (TeneoH, haxc, HIEKTPOHHAS 3HaueHHEe KOJ1a B COOTBETCTBUHU CO
rouTa H 1p.) CITPAaBOYHHUKOM BHUJIOB CBSI3H.
Mun. nnmHa: 1.
Maxkc. mmHa: 20
*.2. HamMeHOBaHUE BUJA CBSI3M | HANMEHOBAHUE BHJIA CPENICTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0..1

(csdo:CommunicationChannel
Name)

(xanamna) cBsizu (TenedoH, pakc,
AIIEKTPOHHAS 110YTa U JIP.)

HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
Mun. nnmHa: 1.
Makc. mmna: 120
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* 3. WUnentudukarop kaHana MOCJIEI0BATEILHOCTH CUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1..*
CBA3U UAECHTHOUIHMPYIOILAS KaHAII CBI3H (M.SDT.00015)
(csdo:CommunicationChannel (yxazanme Homepa Tenedona, HopmanuzoBanHast CTpoka CHMBOJIOB.
Id) (akca, agpeca IEKTPOHHOM Mun. una: 1.
TOUTEI 7 7Ip.) Makc. nimuna: 1000
2.8. CBeneHus O BBISBIEHHOM CBEJICHUS O BBISIBJIEHHOM M.HC.CDE.01230 | hcedo: VeterinaryltemIdentified 0..1
HECOOTBETCTBUU TOBapa HECOOTBETCTBUU BETEPUHAPHOI'O DiscrepancyDetailsType
BETEPUHAPHOTO Ha3HAUCHUS JIEKapCTBEHHOT'O Tperapara (M.HC.CDT.01227)
(hcedo: VeterinaryltemIdentified Onpenensiercst 06macTAMY 3HAYCHHH
DiscrepancyDetails) BJIO’KEHHBIX 2JIEMEHTOB
2.8.1. Ceznenus o mokaszatesie CBEJICHNUs O TIOKa3arele, M.HC.CDE.01229 | hcedo: VeterinaryltemLowQualityDetails | 0..*

HOPMAaTHUBHOTO JIOKYMEHTA TI0
Ka4yeCTBY, 10 KOTOPOMY BBISIBIICHBI
HECOOTBETCTBHS JIJIsl TOBapa
BETEPUHAPHOTO HA3HAYCHUS
(hcedo: VeterinaryltemLowQuality
Details)

YCTaHOBJIEHHOM B HOPMaTUBHOM
JIOKyMEHTE Ha TOBap
BETEPUHAPHOI'O Ha3HAUEHUS 110
KOTOpPOMY BBISIBIIEHO
HECOOTBETCTBHE

Type (M.HC.CDT.01226)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKCHHBIX JJICMCHTOB
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*.1. Kox nokasarens kosoBoe ooo3naueHue nokasarens | M.HC.SDE.01592 | hcsdo:LowQualityCodeType 0..1
HECOOTBETCTBUS KauecTBa HECOOTBETCTBMS KauecTBa TOBapa (M.HC.SDT.00005)
TOBapa BETEPUHAPHOTO BETEPUHAPHOTO HA3HAUCHHUSI 3HaueHHe KOJIa MOKa3aTels B
Ha3HAYEHHUS YCTAHOBJICHHBIM YCTaHOBJIEHHBIM TPEOOBAHUAM COOTBETCTBUH CO CIIPABOHHUKOM
TpeGoBammIM (xnaccuduraTopom), HISHTUPUKATOP
(hcsdo:VeterinaryltemLow KOTOpOTO ONPE/CICH B aTpuyTe
. «nenTndukaTop cripaBOYHUKA
QualityCode) (kmaccuuraTopa)y.
MuH. mmHa: 1.
Makc. mmuaa: 10
a) UIeHTH(]UKATOP 0003HaueHHE CIPAaBOYHUKA - csdo:ReferenceDataldType 1
CIIPaBOYHMKA (knaccudukaropa), B (M.SDT.00091)
(kmaccudukaTopa) COOTBETCTBUU C KOTOPHIM yKa3aH HopmanuzoBanHas cTpoka CHMBOJIOB.
(atpudyT codeListld) KO MuH. nnvsa: 1.
Makc. aimuna: 20
*.2. HaumeHnoBaHue HaVMEHOBAHME IOKAa3aTeNs M.HC.SDE.01593 | csdo:Name500Type (M.SDT.00134) 0..1

II0Ka3aTessl HECOOTBETCTBHUSA
KauecTBa TOBapa
BETEPUHAPHOTO Ha3HAUEHUS
YCTaHOBJICHHBIM TPEOOBAHUIM
(hcsdo: VeterinaryltemLow
QualityName)

HCECOOTBCTCTBUA KAaUYCCTBA TOBApa
BCTCPUHAPHOT'O HA3HAYCHUS
YCTAaHOBJICHHBIM Tpe60BaHI/I5[M

Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Mun. nnmmHa: 1.
Makc. mmnaa: 500
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*.3. Ilpumeuyanue nonojHuTenbHas nHpomparus o | M.SDE.00076 csdo:Text4000Type (M.SDT.00088) 0..1
(csdo:NoteText) II0Ka3aTese HOPMaTUBHOIO CTpoka CHMBOJIOB.
JIOKYMEHTA [0 KaueCTBY, 110 Mun. pimna: 1.
KOTOPOMY BBISIBJICHBI Make. nimna: 4000
HECOOTBETCTBHUSI
2.8.2. OnucaHue BbISBICHHbBIX OIHMCaHUE IPU3HAKOB M.HC.SDE.01475 | csdo:Text4000Type (M.SDT.00088) 0..1
HapyleHUH danscupukanuy u (1iam) Crpoka CMMBOJIOB.
(hcsdo:IdentifiedFalsifications KOHTPa(aKTHOTO MPOUCXOKICHUS Mumn. pmana: 1.
Text) TOBapa BETEPUHAPHOTO Make. niuna: 4000
Ha3HAYCHUS
2.9. N3o6pakeHue ynakoBKH ¢dororpadus ynakoBKu M.HC.SDE.01594 | csdo:Picture1MbType (M.SDT.00175) 0..*
danbcuPpUIMPOBAHHOTO U (UJIN) danbcuPUIMPOBAHHOTO U (UJIN) [TocnenoBaTenbHOCTh JIBOMYHBIX UMD
KOHTpa(haKTHOTO TOBapa KOHTPa(haKTHOTO BETEPHHAPHOTO (6buros) He mHHee 1 M6.
BETEPHHAPHOTO Ha3HAYCHUS JIEKapCTBEHHOTO ITperapara Mun. pomna: 1.
(hcsdo: VeterinaryltemFalsification Makxc. nmina: 1048576
SignPicture)
a) xoxa (popmarta JaHHBIX KOJI0BOE 0003HaueHue hopmara — csdo:MediaTypeCodeType 0..1

(arpubyt mediaTypeCode)

JaHHBIX

(M.SDT.00147)

3HadyeHMue Kojia B COOTBETCTBUH CO
CIPaBOYHUKOM (POPMATOB JaHHBIX.
Mun. nnmHa: 1.

Makc. qmuga: 255
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2.10. TexHonorunueckue COBOKYMHOCTH TexHonorudeckux | M.CDE.00032 ccdo:ResourceltemStatusDetailsType 1
XapaKTEPUCTUKH 3aIIUCH OOLIEero CBe/IeHUHl 0 3amucu o01Iero (M.CDT.00033)
pecypca pecypca Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:ResourceltemStatusDetails) BIIO’KCHHBIX 3JICMCHTOB
2.10.1. Ilepuon neiicTBus nepuon neictus 3anucu oomero | M.CDE.00033 ccdo:PeriodDetailsType (M.CDT.00026) | 0..1
(ccdo:ValidityPeriodDetails) pecypcea (peectpa, epedHs, 0a3bl Onpenensiercs 001aCTIMU 3HAYCHUH
JIAHHBIX) BJIOKEHHBIX 3JIEMEHTOB
*.1. HauanbHas nata u Bpems HayaJIbHasl 1aTa U BpeMs M.SDE.00133 bdt:DateTimeType (M.BDT.00006) 0..1
(csdo:StartDateTime) O6o03HaueHue 1aThl U BpEMEHHU B
coorBercTBuM ¢ [OCT UCO 8601-2001
*.2. KoneuHas nara u Bpems KOHEYHas JjaTa U BpeMsi M.SDE.00134 bdt:DateTimeType (M.BDT.00006) 0..1
(csdo:EndDateTime) O603HaueHue 1aThl U BpEMEHHU B
cootBercTBuM ¢ [OCT UCO 8601-2001
2.10.2. Mara u Bpemst oOHOBNIEHUS | JaTa U BpeMsi oOHoBieHus 3anucu | M.SDE.00079 bdt:DateTimeType (M.BDT.00006) 0..1

(csdo:UpdateDateTime)

o0mrero pecypca (peectpa,
nepeyHs, 0a3bl TaHHBIX )

O6o03HaueHue 1aThl U BpEMEHH B
cootBercTBuM ¢ [OCT UCO 8601-2001




YTBEPKJIEH

Pemiennem Komnerum

EBpa3zuickoi 53KOHOMHUYECKOW KOMUCCUU
OT 20 1. Ne

HOPAJOK

NpUCOeUHEHNS K 001IeMy Mpoueccy
«DopMuUpOBaHUe, BeeHHE U UCII0JIb30BaHNE ¢TUHON MHPOPMALTHOHHOM
0a3bl JAHHBIX KAYECTBEHHBIX U HEJI00POKAYECTBEHHBIX BeTEPUHAPHBIX
JIEKAPCTBEHHBIX NMPenaparoB, a TakKe PpajabCu(PUIMPOBAHHBIX U (MJIN)

KOHTPA(aKTHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX NpPeNnaparos,
BbISIBJICHHBIX B PAMKAaX rocyJIapCTBEHHOI0 KOHTPOJISI 1 HAA30pa B
chepe oOpanieHusi BeTePUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA
TEPPUTOPHUAX FOCYAAPCTB — 4JIeHOB EBpa3uiicKOro 3KOHOMUY€ECKOIr0o
COI032a»

I. O0wwme mooKeHus

1. Hacrosimuii [lopsnok pa3paOoTaH B COOTBETCTBUU CO CIEAYIOIIMMU
MEXKIYHAPOJAHBIMUA JOIOBOPAMM M  AaKTaMH, COCTaBJISIOLIAMHU IIPABO
EBpazuiickoro skoHoMHU4eckoro corosa (naiee — Coros):

Horoop o EBpazuiickoM 3kOHOMUYECKOM coto3¢e oT 29 mas 2014 rona;

Pemienne  CoBera  EBpa3uiickoil  3KOHOMHUYECKOM  KOMHCCHUU
or 21 smBaps 2022 1. Nel «O IlpaBunax peryiupoBaHus OOpaIIeHHUs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB HA TaMOXXEHHOW TEPPUTOPUU
EBpa3uiicKoro 3KOHOMHUYECKOT'O COKO3a»;

Pemienne Kosermn  EBpa3uiickoi  3KOHOMHUYECKOM  KOMHMCCUU
or 6HoaA0ps 2014r. Ne200 «O TEXHOJOTMYECKHX JIOKYMEHTAaX,
pPETJIaMEHTHPYIOMUX WH()OPMAIMOHHOE B3aMMOJICUCTBUE TIPU peaU3aIluu
CpeICTBAMHM HMHTETPUPOBAHHONW HWH(POPMAIMOHHONW CHCTEMbI BHEITHEH
Y B3aMMHOM TOPTOBJIM OOIINX MPOIIECCOBY;

Pemienne Kosmermn  EBpa3uiickoli  3KOHOMHYECKOM  KOMHMCCHUU

or 14 anpens 20151. Ne29 «O mepeynHe oOmMMX MPOIECCOB B pPaMKax
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EBpa3uiickoro 3KOHOMHYECKOTO COI03a M BHECEHWHM W3MEHEHUs B PeleHune
Kosuterun EBpazuiickoii 3KkoHOMHYECKOW koMuccuu oT 19 aBrycra 2014 r.
No 132»;

Pemenne Komnernum  EBpa3uiickodi 3KOHOMUYECKOM  KOMHCCUH
oT 9muioHa 2015r. Ne63 «O Meroguke aHaau3a, ONTUMM3ALUH,
rapMOHM3AIMM M ONHCaHUs OOLMX MpoueccoB B pamkax EBpasuiickoro
SKOHOMHYECKOTO COK03a»;

Pemienne Komnernn  EBpasuiickod  3KOHOMHYECKOW  KOMHCCHU
or 18 amrycra 2015 r. Ne 96 «O MeXrocylapCTBEHHBIX HCIBITAaHUAX
UHTErPUPOBAHHON HWH(OPMALMOHHON CHUCTEMbl BHEUIHEH U B3aUMHOUN
TOPTOBIINY;

Pemenne Kosuternn  EBpa3uiickod  3KOHOMHYECKOM  KOMHCCUH
ot 19 nexabps 2016 1. Ne 169 «O6 yrtBepx)aenuu llopsinka peamuzanuu

OOIIIHUX MPOIECCOB B pamkax EBpa3zniickOro 5)KOHOMUYECKOTO CO03a.

II. OGnacTe npyUMeHEHUs

2. Hacrogmmi [Topsimok OIpeaessieT TpeOOBaHUS
K COCTaBYy M COAEPKaHUIO TIPOIIEAYP BBEICHUS B JICHCTBHE OOIIETO Mpoliecca
«DopmMupoBaHue, BEICHWE W HCIOJb30BAaHHE CIUHOW WH(POPMAIMOHHON
0a3pl JTaHHBIX KAYEeCTBEHHBIX M HEIOOPOKAYECTBEHHBIX BETCPUHAPHBIX
JIEKApCTBEHHBIX TIpEnaparoB, a Takxke QaabCuPUIUPOBAHHBIX U (WJIN)
KOHTPa(aKTHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX MIPENApPaTOB, BHISIBJICHHBIX B
paMKax TOCyJapCTBEHHOTO KOHTPOJIE W Haa3zopa B cdepe oOpauieHus
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB HAa TEPPUTOPHUSAX TOCYAApCTB —
yneHoB EBpasmiickoro skoHommuueckoro coroza» (P.SS.13) (manmee — oOmmit
MpOIECC) M MNPHUCOCAMHEHHS HOBOTO ydYacTHHKA K 0OIIemMy mpolieccy, a
TaKke TpeOOBaHMUSI K  OCYIIECTBISEMOMY TIpU WX  BBINIOJHECHUH

nH()OPMAITMOHHOMY B3aUMO/ICHCTBHIO.



III. OcHOBHBIE TOHATHA

4. Jlns ueneit Hactosmero [lopsiika UCTIONB3YIOTCS MOHATHS, KOTOPBIE
O3HAYaroT CIEAYIOLIEE:

«JIOKYMEHTBI, MPUMEHSIEMbIE MpPU O0ECHeYeHUU (PYHKINOHUPOBAHUSA
UHTEITPUPOBAHHONW  MH(GOPMAIMOHHOM  CHUCTEMB» —  TEXHUYECKHUE,
TEXHOJIOTUYECKUE, METOJUYECKHE U  OpPraHU3AlMOHHBIE JOKYMEHTHI,
pa3pabateiBaeMble ¥ yTBepkaaemble EBpasuiickoii  3KOHOMHYECKOMN
KOMHCCHEH B cooTBeTcTBUM ¢ ITyHKTOM 30 IIpoTokona 00 mHpopmarimoHHo-
KOMMYHUKAIIMOHHBIX TEXHOJOTHUSIX M HHPOPMALMOHHOM B3aUMOJACHCTBUU
B pamkax EBpasmiickoro sKOHOMHUYECKOro coro3a (mpuiioxkeHue Ne3
K [loroBopy o EBpazuiickom 3xoHOMu4eckoM Coroze ot 29 mas 2014 roga);

«TEXHOJIOTUYECKHE  JIOKYMEHTBI» —  JOKYMEHTBI, BKJIIOUYECHHbIC
B TUITOBOW MEPEUYEHb TEXHOJOTMUECKUX JOKYMEHTOB, YKa3aHHbIA B MyHKTE |
Pemenus Kosuternn EBpaszuniickon DKOHOMUYECKOU KOMHUCCHUU
ot 6 HOs10ps 2014 1. Ne 200.

WNHuble noHATHS, UCIONb3yeMble B HacToseM llopsnke, mpuMeHstoTcs
B 3HAYCHUSX, oOmpenereHHbXx B mnyHKTe 4 IlpaBun wuHpoOpMannoHHOTO
B3aMMOJICUCTBUA  TPU  peajnu3aldd  CPEACTBAMH  HWHTETPUPOBAHHOU
uH(OPMAIIMOHHON CUCTEMBbI EBpa3uiickoro 3KOHOMHUYECKOTO COI03a OOIIEro
nponecca  «POpMUpPOBAHME, BEACHHE M  MUCIIOJIb30BAaHUE  €IMHOU
uH(OpMaALMOHHON 0a3bl JAHHBIX KAUYE€CTBEHHBIX M HEIOOPOKAUYE€CTBEHHBIX
BETEPHUHAPHBIX JIEKAPCTBEHHBIX MPEMapaToB, a TakkKe (HarbCuPUIIMpOBaHHBIX
u (unm) KOHTpaakTHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPEMapaToB,
BBISIBJICHHBIX B paMKaX TOCYJapCTBEHHOTO KOHTPOJISI W Haa3opa B cdepe
oOpalieHusi BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HA TEPPUTOPHUSIX
rocyJapcTB —  WiIEHOB  EBpa3uiicCKOro  >KOHOMHYECKOIO  COI03a»,

yTBepkAcHHbIX Pemennem Kosmernn EBpa3uiickol  3KOHOMHYECKOU
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KOMHUCCUH  OT 2019r.  Ne (mamee — IlpaBuna
MH(POPMAITMOHHOTO B3aUMO/ICHCTBHS).
IV. YuactHuku B3anMoOIeNCTBUS

5. Pomm Y4aCTHHUKOB BBaHMOI[CfICTBHH IIpn  BBIIOJIHCHHUHW HUMHU

MpoIEayp MPUCOCTUHEHUS K 00IleMYy MpoliecCy MpUBEACHBI B Tabuie 1.

Tabmnuia 1
Ponn yyacTHUKOB B3aMOIENCTBUS
Ne YyacTHHK,
i HanmenoBanme Onucanue BBITOHAIONIHH POJTD
1 | ITpucoequHAOIUKACS | BBIIOJHSET MPOUEAYPHI, YIIOJTHOMOYEHHBIN
YYaCTHHUK 0OOIIIEero MPEAYCMOTPEHHBIE HACTOSITUM Opras rocyaapcraa —
rporecca MOPAAKOM wieHa EBpa3uiickoro
SKOHOMHYECKOTO
coro3a (manee —
roCyAapCTBO-YJICH)
(P.SS.16.ACT.001)
2 | AIMMHHUCTpPATOP KOOPAMHUPYET BBINOJIHEHUE Ipouenyp, | EBpasuiickas
MPEAYCMOTPEHHBIX HACTOSIIINM SKOHOMUYECKAs
[TopsinkoM, ydacTByeT B TECTUPOBAaHUM | KOMHCCHUS (1anee —
nHpopmanroHHoro B3anumozeicTeus ¢ | Komuccus)
MIPUCOETUHSIOIINMCS YYaCTHUKOM (P.ACT.001)
o01miero mporecca

V. Benenne o0miero mporecca B 1eHCTBHE

5.C nparel Becrymienus B cwiy Pemennss Komternn Kowmwuccuu
OT 20 1. Ne «O TEXHONOTHUYECKUX JIOKYMEHTaX,
perIaMEeHTUPYIOMKUX HHOOPMAIIMOHHOE B3aUMOJICUCTBUE TMPHU pPeaTU3aAlUU
CpeACTBaMH HHTErPUPOBAHHOM WH(OpMAIMOHHOW cucTeMbl EBpasuiickoro
HKOHOMHUYECKOT0 coro3a 001iero mnpouecca «PopMuUpoBaHHE, BEACHUE U
WCIIOJIb30BaHUE €IMHOW WH(POPMAITMOHHOW 0a3bl TaHHBIX KAUY€CTBEHHBIX U

HeZ00POKaYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MTPEMAPaTOB, a TAKKE




banbcupuuupoBaHHbIX W (WIKM)  KOHTpadaKTHBIX  BETEPUHAPHBIX
JIEKAPCTBEHHBIX IPENApaToB, BBISBIECHHBIX B paMKaxX TIOCYJAapCTBEHHOTO
KOHTPOJIA M HajJ3opa B cdepe oOpalieHus BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEICTB HA TEPPUTOPUAX TOCYIApCTB — UJICHOB  EBpasuicKoro
AKOHOMHUYECKOr0 CO03a» rOCyAapCTBa-wiIEHbI Ipu koopauHanuu Komuccun
MPUCTYIAIOT K BBIMNOJHEHUIO MPOIEAYPbl BBEJACHUS B JICHCTBHE OOIIEro
npouecca.

6. s BBEICHUS B JIECTBUE 00111€TO npoiiecca
rocyJlapCTBaMU-YiICHAMHU  JIOJKHBI ~ OBITh  BBITIOJHEHBI  HEOOXOJIUMbIC
MEpONPUATHS, ONPEICIICHHBIC TMPOILEAYPON MPUCOCTUHEHUSI K OOIIeMy
MPOLIECCY B COOTBETCTBUU € pasnenoM VI Hacrosero [opsaka.

7.Ha OCHOBaHMHM PEKOMEHIAIMK KOMHUCCHUM II0 IPOBEIACHUIO
MEXTOCYJapCTBEHHBIX HUCIBITAHUN HMHTETPUPOBAHHON HH(POpPMAIIMOHHON
CHUCTEMBbI BHEIIHEN U B3auMHOM ToproBiau Komnerus Komuccuu npuHumaet
pacropsKEHHUE O BBEJICHUH B JEHCTBHUE OOIIIETO Mpoliecca.

8. OCHOBaHMEM [UUIsI TNPUHATUS PEKOMEHIAIMKW KOMHUCCUU IO
MPOBEACHUIKD  MEXKIOCYJAPCTBEHHBIX  HCOBITAHWUM  MHTETPUPOBAHHOU
UH()OPMAIIMOHHON CHCTEMBbl BHEITHEH M B3aMMHON TOPTrOBIM O TOTOBHOCTHU
oO111ero mpoIecca K BBEICHUIO B JICUCTBHE MOTYT SIBJISITHCS PE3YJIbTAThl
TECTUPOBAHUS MH(POPMAITMOHHOTO B3aUMOJICHUCTBUS MEXTY
WHPOPMAIMOHHBIMU ~ CHUCTEMaMHM  OJIHOTO M3  TOCYJIapCTB-WJICHOB W
Komuccum.

9. Tlocne BBeneHuss B JEWCTBUE OOLIErO0 MpoIlecca K HEMY MOTYT
MPUCOCANHATLCA HOBBIE YYACTHUKM TMYTEM BBINOJHEHUS MPOLEAYPbI

MPUCOEIUHEHUS K 0011IeMYy Mpol1ieccy.
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VI. Onucanue nporeaypsl NPpUCOETUHEHUS

10. lnga mpucoeauHeHusi K OOIIEMYy MPOLECcCYy MPUCOETUHSIONIMMCS
Y4aCTHUKOM OOIIEr0 Mpoliecca JIOKHBI OBITh BBITIOJHEHBI TPEOOBAHUS
JOKYMEHTOB, TMPUMEHIEMBIX TIpH OOeCIeYeHUH (PYHKIIMOHUPOBAHUS
WHTETPUPOBAHHOW  WH(GOPMAIMOHHOW  CHCTEMBI,  TEXHOJOTHYECKHUX
JOKyYMEHTOB, a TaKXe TpeOOBaHMs 3aKOHOJATEIhCTBA TOCYAapCTBa-dJICHA,
periiaMeHTupyromuue UHQOPMAllMOHHOE  B3aUMOJIEUCTBHME B  paMKax
HAIMOHAJIBHOTO CErMEHTA.

11. BeirmomHeHUE TIpoLeayphl TMPUCOSAMHEHUS HOBOTO YYacCTHHUKA
K 00IIIeMy MPOIeCcCy BKIIOYAET B CeOs:

a) ”HPOPMUPOBAHKE Komuccun rocy1apCTBOM-YJIEHOM 0
MPUCOCIUHEHUH HOBOTO YYacTHHUKAa K 0O0IeMy mporeccy (C ykKa3aHueM
YIOJHOMOYEHHOTO oprasa, OTBETCTBEHHOTO 3a oOecrieueHue
UH()OPMAIIMOHHOTO B3aUMOJICUCTBHS, W BBIMOJHAEMBIX WM (QYHKIHH B
paMkax oOI1ero mpoiiecca);

0) BHECEHHE TpU HEOOXOAMMOCTH B HOPMATHBHBIC TPABOBBIC AKTHI
rocyJapcTBa-ujiecHa  W3MEHEHWW, HEOOXOJUMBIX NIl BBITIOJHCHHS
TpeOOBaHUN TEXHOJOTUYECKUX JOKYMEHTOB (B TECYCHHE 2 MECSIIEB C JaThl
HavaJia BHITIOJTHEHUS MTPOIIEAYPhI MPUCOSANHEHUS );

B) pa3pabOTKy (mopaboTky) uH(pOopMaIMOHHOM CUCTEMBI
MIPUCOCIUHSIONIETOCS YIaCTHUKA OO0Iero mporecca (B TedeHne 4 MecsIeB
C IaThl HAYaJIa BBHITIOJTHEHUS TPOILIEAYPHI IPUCOSTNHEHUS );

T) MOJKIIOYCHHEe WHOOPMAIMOHHON CHUCTEMBl MPHUCOCTUHSIIONIETOCS
yY9acTHHKA OOIIEeTro Mporecca K HAIMOHAIBPHOMY CETMEHTY, €CIU TaKoe
MOJAKIIOYEHNE He OBIJIO OCYIIECTBIICHO paHee (B TCUCHHE 6 MECSIEB C AaThl

Ha4daJia BBIIIOJJTHCHUA ITPOUCAYPhI HpI/ICOC)II/IHCHI/IH);



7

1) IOJy4YeHUE MPUCOCAUHSIONMMCS YYaCTHUKOM OOIIEro Impolecca
CIIPABOYHHUKOB M KJIACCU(PUKATOPOB, PACIPOCTPAHIEMBIX aJIMUHUCTPATOPOM,
ykazaHHbIX B [IpaBriiax nuHGOpMalmoHHOTO B3aUMOICHCTBUS;

€) mepefaya MNPUCOCTUHSAIOMIMMCS Y4YaCTHUKOM OOIIEro mpolecca
oopMIIEHHBIX B cOOTBeTCTBUM ¢ Onucanuem (opMaToB U CTPYKTYp
AJIIEKTPOHHBIX JIOKYMEHTOB W CBEICHUM, HMCHOJB3YEMBIX IJisi pean3aluu
Cpe/JCTBaMH HMHTErPUPOBaHHON WH(pOpMaImoHHON cucTtembl EBpazuiickoro
PKOHOMHUYECKOTO coro3a obiiero mporecca «DopMUpOBaHHE, BEACHUE U
UCIOJIb30BaHUE €IMHOW MH(POPMALMOHHOW 0a3bl JAHHBIX KaY€CTBEHHBIX U
HEZ0OPOKAaYECTBEHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MTPENapaToB, a TAKKE
banbcupuuupoBaHHbIX W (WIM)  KOHTpa(daKTHBIX  BETEPUHAPHBIX
JIEKapCTBEHHBIX MPENApPaToOB, BBIABICHHBIX B paMKaxX TOCYJapCTBEHHOIO
KOHTpPOJISI M Haja3opa B cepe oOpalieHUs] BETEpUHAPHBIX JIEKAPCTBEHHBIX
CPEICTB Ha TEPPUTOPUAX TOCYIApCTB — UJIECHOB  EBpasuickoro
PKOHOMHUYECKOTO  COM03a»,  YyTBEpkJIeHHbIM  Pemenuem  Komeruun
EBpaszuiickon SKOHOMHUYECKOU KOMUCCHUU OT 20 1.
No CBEJICHMI W3 HAIMOHAIRHOTO HWHGOPMAIIMOHHOTO pecypca
aIMUHUCTPATOpPy I  IEPBOHAYAJIBHOTO  BKJIKYEHUS B  E€AUHYIO
UH(OpPMALMOHHYIO 0a3y JaHHBIX KaueCTBEHHBIX U HEI0OPOKAUYEeCTBEHHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENApaToB, a Takxke (haabCuPUIMpPOBaHHBIX
U (i) KoHTpadaKTHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENapaToOB,
BBISIBJICHHBIX B paMKaX TOCYJapCTBEHHOTO KOHTPOJISI U Haa3opa B cdepe
oOpallleHusT BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB Ha TEPPUTOPHUSIX
rocyaapcTB — Wi€HOB EBpa3suiickoro 5SKOHOMHYECKOTO COm03a U
onyOnukoBanus Ha wuH@opmarmonnom moptane Coro3a (B TeueHue 9
MECSAILIEB C 1aThl HayaJla BHIMOJIHEHUS MPOLIEAYPhI IPUCOEIUHEHU);

) TECTUPOBAaHHE  WH()POPMALMOHHOIO  B3aUMOJCUCTBUS  MEXAY

I/IH(bOpMaI_II/IOHHBIMI/I CUCTeMaMi IMPUCOCINHAIOMNXCA YIACTHHUKOB O6HICFO



mporiecca M aJIMMHUCTPATOPOM  OOIIEro TIpollecca Ha COOTBETCTBUE
TpeOOBAHMAM TEXHOJOTHYECKUX TOKYMEHTOB (B TeueHHE 9 MECSIEeB C JaThl

Hayasa BBIITOJIHEHUS NPOLIEAYPbl IPUCOCTNHEHNS ).




