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Monnasckoii Pecriyomuku ot 30 HOs10pst 2011 roma Ne 224-K3-V «O IlpaButenscTBe
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[TpunaectpoBckoit Momnmasckoii Pecriyommku ot 20 gexabps 1994 roma «O
BerepuHapHou  gestenpHocTH» (C3MP  94-4), 3akoHom I[IpuaHecTpoBCKOM
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MOCTAaHOBISACT:

1. VtBepnutrs Ilonoxenue o mMOpsAJKE TOCYIapCTBEHHON perucTpaiuu
JIEKapCTBEHHBIX  CPEACTB  JJISI  BETEPUHAPHOTO NPUMEHEHUS W  BEICHUA
['ocymapcTBEHHOTO perucTpa JICKapCTBEHHBIX CPEICTB Ui  BETEPUHAPHOTO
npuMeHeHus coryiacHo [lpunoxennto k HactosimeMy [loctanHoBIEeHMIO.

2. Hacrosmiee [lomoskeHue BCTymaeT B CHIIY CO JHS, CICAYIOMIECTO 3a JTHEM €ro
o(pUIIMaTBEHOTO OMYOJIMKOBAHMUSL.

ITPEACEHATEJIb ITPABUTEJIbCTBA A.MAPTBHIHOB



[MPUJIOXKEHUE
K Ilocranosnenuro I[IpaBurenscTBa
[TpunaecTpoBCcKkoit MongaBckoi

PecniyOnmku
ot 23 nronsa 2020 roga Ne 222

[NTOJIOXKEHUME
0 MOPSIAKE TOCYAAPCTBEHHON PETUCTPALINN JIEKAPCTBEHHBIX CPEACTB
JUISl BETEPUHAPHOTO MPUMEHEHHS U BeIEHUs | 0Cy1apCTBEHHOrO peErucTpa
JIEKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO MPUMEHEHUS

1. OO01ure noIoKEHUI

1. Hacrosimee IlonoxxkeHnne o TMOpsSAKE TOCYIAPCTBEHHOM pPETrUCTpallu
JEKapCTBEHHBIX  CPEACTB  JJISI  BETEPUHAPHOIO NPUMEHEHUS U BEICHUSA
['ocynapcTBEHHOrO perucTpa JIEKapCTBEHHBIX CPEICTB Uil  BETEPUHAPHOrO
npuMmeHnenuss  (manee —  [lookeHHME)  yCTaHABIMBACT  CIUHBIA  MOPSJIOK
rOCYJIapCTBEHHOM PETUCTpalMd JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
MPUMEHEHUS, OMOJOTUUECKUX MPENapaToB, Ne3UHUIMPYIOMHNX U AHTUCENTUYECKUX
CPEJICTB ¥ KOPMOBBIX J100aBOK (J1aj1ee — JICKapCTBEHHBIC CPEICTBA JIJISl BETCPUHAPHOTO
NPUMCHEHUS), a TakXke TMOpPAJO0K BeAcHHS [ OCylmapCcTBEHHOTO — perucrpa
JIEKaPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO TPUMEHEHUS.

2. TpeGoBanus Hactosimero IlomokeHUS SBISIOTCS 00s3aTEIBHBIMH IS
MPUMEHEHUS] BCEMU (PUBMUECKUMHU JIMIIAMH, OPTraHU3AlUSIMH, OCYIIECTBIISIIOIIUMU
pa3pabOTKy, MOCTAaHOBKY Ha MPOU3BOJCTBO, M3rOTOBJIEHUE, BBO3 M pealn3alluio
JIEKaPCTBEHHBIX CPEACTB JIsI BETEPUHAPHOTO MPUMEHEHUS .

3. TocymapcTBeHHYIO  PETHUCTpAIliO0  JICKAPCTBEHHBIX  CPEIACTB A
BETEPUHAPHOIO MPUMEHEHUS, BeleHuEe [ 0Cy1TapCTBEHHOTO PETHCTpPA JIEKAPCTBEHHBIX
CPEACTB 1  BETEPUHAPHOTO  NPUMEHEHHS,  BbIJady  PETHCTPALUOHHOTO
YIOCTOBEPEHUSA OCYILIECTBIIACT YIIOJIHOMOYEHHBIN [IpaBuTtenbscTBOM
[IpuaHecTpoBCcKOM MonnaBckoii PecniyOnuku VCTIOJIHUTEbHBIN opraH
roCyJIapCTBCHHOH BiIacTH (1ajiee — yroJIHOMOUYEHHBIA OpPraH).

4. OcHOBHBIE TTOHSATHUS, UCTIOJIb3yeMble B HacTosieM [lonoxeHuu:

a) JICKAPCTBCHHBIC CPEJCTBA — BEINECTBA WJIM CMECH BEHISCTB Pa3INIHOIO
MPOUCXOXKIEHHUS, o0naaaronue GpapMakoI0ruueckoil akTUBHOCTBIO U TIPUMEHSIEMbIE
JUTsl PO(UIIAKTUKY, JTUATHOCTUKHU, J€UeHUs 3a00JI€BaHUN Y KUBOTHBIX, a TAKXKE IS
MPOU3BOACTBA U U3TOTOBJICHUS BETEPUHAPHBIX JICKAPCTBEHHBIX MPEMAPATOB;

0) Ka4ecTBO JICKAPCTBEHHOTO CPEACTBA JIJIi BETCPUHAPHOTO MPUMEHEHHS — €0
COOTBETCTBHE TOCYJIAPCTBEHHBIM CTAaHAApPTaM, JACHCTBYIOIIMUM HAa TEPPUTOPUU
[IpuanecTpoBckoit MonaBckoit PecyOnuku B COOTBETCTBUM C 3aKOHOIATEILCTBOM
[IpuanectpoBckoit Mongasckoit PeciyOnuku;

B) JC3UHPUITUPYIONINEC W aHTHCENITUICCKUE CPEIICTBA — BEIICCTBA MM CMECH
BEILIECTB, MPUMEHSIOIIMNECS AJISI YHUUTOKEHUSI OOJIE3HETBOPHBIX MUKPOOPTaHU3MOB



Ha MyTSIX Mepeladyd OT HMCTOYHHMKA HMH(GEKIUU K 3JA0POBOMY OpPraHU3My WIH
MPEIYIPEKICHUS MTONATaHUI MUKPOOPTaHU3MOB B OPTaHU3M KUBOTHOTO;

') KOPMOBBIE JOOABKH — MPOIYKThI PACTUTEILHOTO, )KHBOTHOTO, MUHEPAJIHHOTO,
XUMUYECKOTO M MHUKPOOMOJIOTMYECKOTO0 TMPOUCXOXKACHUS, BKJIIOUYas HX CMECH,
UCIIOIb3yEeMbIE Il KOPMJICHHS KUBOTHBIX BCEX BUJOB WM KaK KOMIIOHEHTHI JIS
MPOU3BOACTBA KOPMOB;

1) penapaThl-aHaJIOT | — IPerapaThl, COJIEPIKAIINE OJTHU U TE K ICHCTBYIOIINE
BEILIECTBA, OJIHY JIEKAPCTBEHHYIO (POpMY, Ha3HAUEHUE U CIIOCOO MPUMEHEHUS,

¢) cepHst — ONPEICIICHHOE KOJUYECTBO OHOPOIHOTO JICKAPCTBEHHOTO CPEICTBA
U BETEPUHAPHOTO  MPHUMEHEHMUS, TOJYYEHHOE B  pE3ydbTare  OJHOrO
TEXHOJIOTUYECKOT 0 [IUKJIA;

’) CpPOK TOJHOCTH JICKAPCTBEHHOT'O CPEJACTBA JUIS  BETCPUHAPHOTO
MPUMEHEHHSI — MIEPUOJ BPEMEHHU, B T€UEHHUE KOTOPOTO MPHU COOIIOJEHUU YCIOBUM
XPAaHEHHUS JIEKAPCTBEHHOE CPEACTBO ISl BETEPUHAPHOIO MIPUMEHEHHS HE YTPAUMBAET
CBOE KauecTBO, 0€301macHOCTh U (P PEKTUBHOCTH;

3) 3 PEKTUBHOCTD JICKAPCTBEHHOTO CPEJICTBA JIJIsl BETCPUHAPHOTO IPUMEHEHUS
— XapaKTEPUCTUKA CTENIEHU BJIMSHHS JIEKAPCTBEHHOTO CPEJICTBA i1 BETEPUHAPHOTO
MPUMEHEHUS HA YMEHbIIICHHE KIMHUYECKUX MPOsIBICHUN 3a001€BaHuUs;

1) TIOCTaHOBKA HAa MPOM3BOJICTBO JICKAPCTBEHHBIX CPEJCTB I BETCPUHAPHOTO
MIPUMEHEHHSI — OCYIIECTBICHUE AECATEIBHOCTA NO TPOU3BOJICTBY JIEKAPCTBEHHBIX
CPEACTB i1 BETEPUHAPHOTO NMPUMEHEHHUSI OPraHU3aALUsSMHU — HNPOU3BOJMUTENSIMHA Ha
OJIHOM CTaJINM, HECKOJIBKUX WJIM BCEX CTAAUSIX TEXHOJIOTUUECKOTO MPOIECCA, a TAKKE
0 XPAHEHHIO U PeA3alNU TPOU3BEICHHBIX JICKAPCTBEHHBIX CPEJICTB,;

K) pa3pabOTUYHK JICKApCTBEHHOTO CPEJICTBA JIJIi BETCPUHAPHOTO IPUMEHEHUS —
IOPUIMYECKOEe WU (DU3MUECKOE JIMIO, pa3padaThiBaromlee HOBOE (OPUTHHAILHOE)
JIEKapCTBEHHOE CPEJCTBO JJISI BETEPUHAPHOIO IPHUMEHEHHS HA OCHOBE IATEHTA,
BBIJIAHHOTO B TMOPSJIKE, YCTAHOBJIECHHOM 3aKOHOJATENbCTBOM [IpuaHecTpoBCKOM
Monnasckoii PecnyOnuku, WM 1O HMHBIM OCHOBAaHMUSIM, HE MPOTHUBOpPEYALUM
3aKkoHoAaTenbCcTBY [IpuanecTpoBckoii MonnaBckoit PecryOnuku;

J) PETUCTPALUS — CHCTEMa ydeTa M OICHKH 11e1ecO00pa3HOCTH UCTIONb30BaHUS
JIEKapCTBEHHBIX CPEJICTB JJIsI BETEPUHAPHOTO NpuMeHeHus B IlpuaHecTpoBckon
Monnasckoii PecryOmuke;

M) 3asBUTENb — (PU3HUYECKOE JIUIO, FOPUIUICCKOE JIUIIO0, KOTOPOE TIPOBOJUT BCE
HEO0OXOUMbIE IOPUANYECKHE U (DUHAHCOBBIE JIEUCTBUS OTHOCUTEIBHO PErUCTpaluu
JIEKapCTBEHHBIX  CPEACTB  JUISI ~ BETEPUHAPHOIO  NPUMEHEHUS, HU3MEHEHUM
M JONOJIHEHUWA K PErUCTPALMOHHBIM MaTepuallaM M HECET OTBETCTBEHHOCTh
3a JOCTOBEPHOCTDH MPEACTABICHHBIX TAHHBIX;

H) DJKCIIepTH3a — TIPOBEPKa, aHaIW3, OKCIEPTHAs OICHKA MaTepHalioB
JIEKapCTBEHHBIX CPEJACTB JJIsI BETEPUHAPHOTO NPUMEHEHUS C LEJIbK MHOATOTOBKH
MOTHUBHPOBAHHBIX BBIBOJIOB ISl IPUHATHS PELICHUS O TOCYJapCTBEHHOM perucTpanuu
WIM OTKa3a B TOCYJApCTBEHHOW PpETUCTpAlMU JICKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOI'O IPUMEHEHUS,;

0) DOKCIepTH3a W3MCHCHHA — OJKCIEPTH3a MAaTepUAIIOB OTHOCUTEIIHHO
3apPETUCTPUPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA I BETEPUHAPHOI'O NMPUMEHEHMUS,
pE3yJbTATOM KOTOPOM SIBISETCS NPUHATHE PEUIEHUS O BHECEHWHM W3MEHEHUW WU
JIONTOJTHEHU B PETMCTPALMOHHOE YIOCTOBEPEHHE HA JIEKAPCTBEHHOE CPEACTBO IS



BETEPUHAPHOIO TMPHUMEHEHUS WM NEPBOHAYAJIbHAS PETUCTpAlUs JIEKAPCTBEHHOIO
CpEeACTBa AJIsl BETEPUHAPHOIO NPUMEHEHHUS B YCTAHOBJIEHHOM MOPSIKE;

1) BETCPUHAPHO-CAHUTAPHBIC TPEOOBAHHMS — KOMIUIEKC CAHUTAPHBIX HOPM
YW TpaBWJI, HAMNpPABJICHHBIM Ha CO3[aHUE OJIATONPUSATHBIX CAHUTAPHBIX YCIOBUM
BHEIIIHEW Cpelbl C I[ENbI0 OXPaHbl KUBOTHBIX OT MH(PEKIIMOHHBIX U MHBAa3MOHHBIX
OoJie3HEM, a TakKe Ha TMOJy4YeHHEe TMPOAYKIUU KUBOTHOBOACTBA BBICOKOIO
CaHUTApPHOTO KayeCTBa,;

p) PETHCTpaIMOHHBIA HOMEp — KOJOBas IOMETKAa, KOTOpas IpPHCBaWBACTCS
JIEKapCTBEHHOMY CPEJICTBY U1l BETEPUHAPHOIO MPUMEHEHUS NIPU FOCYAAPCTBEHHOU
perucTpanuuy,

C) PpETUCTpPAIlMOHHOE VYJOCTOBEpEHHUE — JOKYMEHT, IOATBEPXKIAFOIINI
PETUCTPALIMIO  JICKAPCTBEHHBIX  CPEACTB I  BETEPUHAPHOTO  MPUMEHCHUS
B [IpunnectpoBckoit Monnasckoi PeciyOmnuke.

2. [Topsmok ToCyAapCTBEHHOU PETHCTPAITUH JIEKAPCTBEHHBIX CPE/ICTB
JUISl BETEPUHAPHOTO MPUMEHEHHUS U BEIEHUS | 0Cy1apCTBEHHOIO PErucTpa
JIEKapCTBEHHBIX CPEACTB I BETEPUHAPHOTO IPUMEHEHUS

5. N'ocynapcTBeHHOM perucTpalu MojiekaT BCe JIEKapCTBEHHBIE CPEeICTBa JJIst
BETEPUHAPHOIO TPUMEHEHHUs, HE BKIIOUYEHHbIE B [ OCYZapCTBEHHBIH PETUCTP
JCKApCTBEHHBIX  CPEJACTB  JUII ~ BETEPHHAPHOIO  NpUMeHeHHWsl  (manmee  —
["ocymapCTBEHHBIN PETHUCTD).

6. ['ocynapcTBeHHON perucTpanuy He MOJIeKAT JIEKAPCTBEHHBIE CPEICTBA IS
BETEPUHAPHOIO0 MPUMEHEHUS, U3TOTOBIISIEMbIe B (DapMalleBTUYECKUX OPTraHU3alUsIX
[0 peuenrtaM BEeTepUHApPHBIX Bpaueil U TpeOOBaHMSIM Je4ueOHO-MPOYUIAKTUYECKUX
YUpPEKJCHHUM, a TakKe TOTOBBIC JIEKAPCTBEHHBIE CPEJCTBA Jii BETEPUHAPHOIO
NpUMEHEHUs, pachacoBaHHBIC BETCPUHAPHOW amnTekod (BHyTpHamTeyHas (acoBKa),
M JIGKapCTBEHHOE pACTUTENbHOE ChIphE, NPHOOpETEHHOE U pachacoBaAHHOE
BEeTEPHHAPHOW anTeKOW JJIs najbHeWmed peaim3anun (BHYTpHANTeYHas 3ar0TOBKa),
a Takke napadapmaneBTHIECKas MPOIYKIIHS.

/. 3ampeniaeTcs peanau3alus JIEKapCTBEHHBIX CPEACTB AJIsI BETEPUHAPHOTO
MPUMEHEHUS, MPUIIEAIINX B HETOAHOCTh, C HCTEKIIUM CPOKOM TOJHOCTH
(9kcruTyaranuu), 3a0pakoBaHHBIX, (aTbCUPUIIUPOBAHHBIX (HE3aKOHHOW KOIIHH),
HE3apEeTUCTPUPOBAHHBIX W HAXOMSIIMXCS B HE3aKOHHOM 000pOTE Ha TEPPUTOPUU
IIpunnectpoBckoit MomnaBckoit PecnyOnmku, a Takke HE COOTBETCTBYIOIIHUX
TpeOOBaHUSM, MPEIBSABISIEMBIM K KaueCTBY, 0€3 IOKYMEHTOB, MOJTBEPKIAIOMINX UX
KaueCTBO, U B MHBIX CIIy4asX, YCTAHOBJICHHBIX 3aKOHOJATeIbCTBOM [IpuaHecTpoBCcKoOii
Momnnasckoii PecniyOnuku.

8. 3asBHUTENEM TOCYAApCTBEHHOW PETHCTPAIMU JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NMPUMEHEHUS MOXET BBICTYyNaTh (PU3UUYECKOE JUI0, OpraHu3alus —
pa3paboTYMK MeIUKOo-(papManeBTUYECKON MPOAYKIMU WIH OPUAUYECKOE JIHIIO
M0 MOPYUYEHUIO OpraHu3aluu-pa3paboTuynKa MeINKO-(papMaleBTUUECKON MPOAYKIUU
b0  opraHm3aius,  BBO3AMAS  MEIUKO-(hapMaleBTHUYECKYI0  MPOIYKITHIO,
MOJIEKAIYIO0 PETUCTPAIUU.

JInst  TOoCynapCTBEHHOW  pETUCTpallid  JIGKAPCTBEHHBIX  CPEACTB  JJIA
BETEPUHAPHOIO MPUMEHEHHUS, MPOU3BOAUMBIX Ha Tepputopuu [IpuaHecTpoBcKoit



MonnaBckoii PecniyOnuku, 3asiBUTENb MPEACTABISET B YHOJHOMOYEHHBINH Opraf
3asBJICHUE O TOCYJapCTBEHHON pErucTpanuu JICKAPCTBEHHBIX CPEACTB s
BETEpUHAPHOIO MpuMeHeHus o (popme coriacHo [Ipunoxenuro Ne 1 k HacrosieMy
[lonoxkeHno B JBYX OK3EMIUIIpaX W PETUCTPALMOHHOE JOChE, BKIIOYAIOIIEE
CJeAYIOIINE IOKYMEHTHI U JIAaHHBIE !

a) JOKyMEHT 00 ymiare cOopa 3a TOCYJAapCTBEHHYIO PETHUCTPALIUIO
JEKapCTBEHHOI'O CPEJICTBA /11 BETEPUHAPHOTO IPUMEHEHHUS;

0) mepeyeHb KOMIIOHEHTOB, BXOJISIINX B COCTaB JICKAPCTBEHHOTO CPECTBA JIJIs
BETEPUHAPHOTO MPUMEHEHHUS, U UX KOJIUYECTBO;

B) HHCTPYKIIHS ITO MPUMEHECHHUIO JICKAPCTBEHHOTO CPEACTBA JUISI BETCPUHAPHOTO
MPUMEHEHHST Ha OJHOM M3 OopuUIMANbHBIX sI3bIKOB [IpunHectpoBckoit MoinaBckoi
Pecny6nukwy,

r) oOpa3selr JISKapCTBEHHOT'O CPEACTBA JIJIi BETCPUHAPHOTO IPUMEHEHUS OTHOMN
CEpUHU B TOBAPHOU YITAKOBKE;

1) HOPMATHBHO-TEXHUYECKas JOKYMEHTAI[Ms — TMpaBWIa OpraHu3anuu
MPOU3BOJICTBA U KOHTPOJISI KaUueCTBa JIEKAPCTBEHHOI'O CPEJICTBA AJIsI BETEPUHAPHOIO
MIPUMEHEHMUS;

€) METOJMKA WCIBITAHUS JICKAPCTBEHHOTO CPEACTBA I BETCPUHAPHOTO
MPUMEHEHUS WM apMaKkoneiiHas CTaThsl NPEANPUITHUS;

K) JIOKYMCHT, TOJTBEP)KIAIOIINNA KAa4eCTBO JICKAPCTBCHHOTO CpEACTBA IS
BETEPUHAPHOTO MPUMEHEHUS.

9. Jlns TOCYmapCTBEHHOW pETUCTpAIlMU JICKAPCTBEHHBIX CPEACTB A
BETEPUHAPHOTO TMPUMEHEHMS, BBO3UMBIX Ha Tepputoputo [lpuaHecTpoBCKoit
MonnaBckoir PecnyOnuku, 3asiBUTENb MPEACTABISET B YHNOJHOMOYEHHBINH Opras
3asBJICHUE O TOCYJapCTBEHHON pErucTpanuy JICKAPCTBEHHBIX CPEACTB s
BETEpUHAPHOIO MpuMeHeHus o ¢popme coriacHo [Ipunoxenuto Ne 1 k HacrosieMy
[lonoxkeHno B JBYX OK3EMIUIIpaX M PETUCTPALMOHHOE JOChEe, BKIIOYAIOIIEe
JIOKYMEHTHI ¥ JJaHHBIC, YKa3aHHBIC B MOAIMYHKTAX «a», «0», «B», «I», «K» MyHKTa 8
Hacrosero [lonoxenus.

10. TocymapcTBeHHas peTUCTpamusi JIEKapCTBEHHOTO  CpPEeACTBA  JUIS
BETEPUHAPHOIO MPUMEHEHHUS BKIIIOUAET B C€0s CIEAYIOUIUE ATAbl padOThI:

a) TpUEM ¥ BXOJHOW KOHTPOJb 3asBIICHUS, JOKYMEHTOB, 00pasioB
JIEKAPCTBEHHBIX CPEJICTB /JI1 BETEPUHAPHOTO MPUMEHEHUS;

0) mpocmoTp 0a3bl JaHHBIX ['0CyIapCTBEHHOTO PETUCTPA,;

B) NMPOCMOTP JIOKYMEHTOB U ONPE/ICIICHNE KOMIUIEKTHOCTH PErHCTPAI[HOHHOTO
JI0OChE Ha JIEKAPCTBEHHOE CPEACTBO JJI BETEPUHAPHOTO MPUMEHEHUS, I MPUHATHS
JOKYMEHTOB Ha JKCIEPTH3y JUOO OTKaza B CiIy4ae OTCYTCTBHUSA (HECOOTBETCTBHS)
JOKYMEHTOB U MaTEPHUAJIOB PETUCTPALIMOHHOTO JTOChE;

r) paboTa ¢ MpeACTaBICHHBIMUA Ha PETHCTPAIMIO o0pa3laMu U JOKYMEHTaMHU
(M3y4yeHue U aHAIIU3 MAaTepUaTIOB PErUCTPALIMOHHOIO TOChE, SKCIIEPTU3A, PE3YJIbTAThI
KOHTPOJIS Ka4eCTBa) C IEIbI0 COCTABICHHSI MOTUBUPOBAHHOTO BBIBOJIa OTHOCHUTEIIHHO
3(peKTUBHOCTH, OE30MaCHOCTH M KadecTBa JIGKAPCTBEHHOI'O CPEJICTBO  JIs
BETEPUHAPHOIO PUMEHEHUS;

1) 1abopaTopHbIC UCCIIeIOBAaHUS (MCITBITAHNS), IPH HEOOXOUMOCTH.

Jlns mpoBencHusT J1aO0OPAaTOPHBIX UCCICAOBaHUN (MCIBITAaHUM) 3asBUTEIH
MpEACTABISET B JIaOOpaTOpHIO 00pa3Ilbl JIEKAPCTBEHHBIX CPEICTB JJIsl BETEPUHAPHOTO



MPUMEHEHUSI B KOJMYECTBE, HEOOXOJUMOM Juisi MX mpoBeieHus. Ha ocHoBaHuwu
MPOBEICHHBIX  J1TA0OPATOPHBIX  MCCIeaoBaHui  (MCObITaHMi) — JabopaTopuei
COCTaBJISICTCSI OTYET O pe3y/bTaTax J1abOpaTOPHBIX HCCIICIOBAHHUKA (MCITBITAHHIA)
B JIByX OK3EMIUIAPAX, OJWH W3 KOTOPBIX BBIJAETCS 3aABUTEII0, BTOPOUM —
MPUCOEIUHSAETCS K PETUCTPAMOHHOMY JIOChHE;

€) TMPHUHITHE PEIICHUS O TOCYJapCTBCHHONW pErHCTpaliil WU  OTKa3e
B PETUCTPALUHN.

[Ipy npuHATHM pElICHUS O TOCYJApPCTBEHHOW PETUCTPALMHA OJUH SK3EMILIAP
3as1BJICHUS BO3BPAIAETCS 3asIBUTENIO C OTMETKOW O PETUCTPALINH;

’K) BHECEHHME MH(pOpMaLUK B 0a3y JaHHBIX, BeJcHUC 0a3bl JaHHBIX;

3) BbIIAYy PETUCTPAIMOHHOTO CBUICTEILCTBA WM MOTHBHPOBAHHBIN OTKa3
B FOCYJAapPCTBEHHOW PETUCTPALUN.

I'ocynapcTBeHHasi perucTpanus JEKApCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO
MPUMEHEHHUS, NPOU3BOJUMBIX Ha Ttepputopun IlpunHectpoBckorr MonmaBckon
PecnyOnuku, mpoBoAMTCS B CPOK, He npeBbimaroniuit 30 (Tpuanati) pabounx JHEH co
JHA T0JIa4y 3asIBJICHUSI O TOCYAAPCTBEHHOW PErMCTPALMU JIEKAPCTBEHHBIX CPEACTB U
JOKYMEHTOB. ['ocynapcTBeHHass peructpauusi JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPUMEHEHUsS, BBO3UMBIX Ha Tepputoputo IIpuaHecTpoBCKOU
MonnaBckoit PecnyOiivku, TpoOBOIUTCS B CpoK, He npeBbimmaromuid 10 (mecsTu)
pabouux JHEW cO JHS MOJAa4yu 3asBJICHHUS O TOCYJApPCTBEHHOW pErUCTpalud U
JOKYMEHTOB. B Cpok perucrpanuu JIEKapCTBEHHBIX CPEACTB JJIsI BETEPUHAPHOTO
MIPUMEHEHUSI HE BXOJUT CPOK pabOT MO MPOBEACHUIO JIa0OPATOPHBIX UCCIEAOBAHUM
(MCIIBITaHMI), TIPU KX HEOOXOJUMOCTH.

11. ITo okoHYaHUM TTPOIIEAYPHI TOCYTAPCTBEHHOM PErUCTpaIluy JIEKAPCTBEHHBIX
CPEACTB [JIi BETEPUHAPHOIO MPUMEHEHUS YIOJIHOMOYEHHBIA OPraH MNPUHUMAET
pELIEHHE O PpErucTpauMd WIM O MOTHUBUPOBAHHOM OTKa3€ B PErUCTpAllUU
JIEKapCTBEHHBIX CPEACTB JIsI BETEPUHAPHOTO TPUMEHEHUS.

12. Ha ocHOBaHWHM peImICHHS O TOCYIapCTBEHHOW  pEerucTpanuu
YIIOJTHOMOYCHHBI OpraH B TedeHHe 2 (ABYX) pabo4MX JHEHW BBIAACT 3asBUTEIIO
JOKYMEHT YCTAaHOBJIEHHOI'O 00pa3lla O TOCYyJAapCTBEHHOM PETHCTPALMM Ha KaXKIYIO
dbopMy  JEKapCTBEHHBIX  CPEACTB  MJii  BETEPUHAPHOIO  NPUMEHEHUS  —
perucTpaimoHHoe ynoctoBepeHue coriacHo I[lpunoxenuto Ne 4 k HacTosimemy
[lonoxkeHnto CpokoM Ha 5 JeT ¢ BHeceHHMeM ero B ['oCcynapCTBEHHBIM PErucTp
coriacHo npmwioxeHussM Ne 5 u 6 k HacTosmemy [lomoxeHuto.

13. B I'ocymapcTBEHHBIN pEerUCTp BKIIOYAIOTCS CICAYIONMINE CBEICHUS :

a) TOProBoe HAaMMCHOBAHHE JICKAPCTBEHHOI'O CPEJICTBA JUISI BETCPUHAPHOTO
MIPUMEHEHHS;

0) dapmakonoruueckoe (MEXIYHAPOIHOS HEMATEHTOBAHHOE) HAMMEHOBAHHE
JIEKapCTBEHHOT'O CPEACTBA JIJIsI BETEPUHAPHOTO PUMEHEHUS,;

B) JICWCTBYIOIIME BEIIECTBA JICKAPCTBEHHOTO CPEJCTBA JUIsI BETCPUHAPHOTO
MIPUMEHEHHS;

r) JIekapcTBeHHas (popma BBITTyCKa W YIIAaKOBKA JICKAPCTBEHHOTO CPEJICTBA JIJIs
BETEPUHAPHOI'O IPUMEHEHUS,;

A) TPOW3BOAMTEIb, HA3BAaHUEC CTPAHBI TMPOWCXOXKIACHUS JICKAPCTBEHHOTO
CpPEeACTBa JJIsl BETEPUHAPHOIO NPUMEHEHUS,;

¢) JaHHBIC OTBETCTBEHHOTO 3asBUTEIISA;



) CPOK F'OJTHOCTH JICKQPCTBEHHOTO CPEJICTBA JIJIsl BETCPUHAPHOTO MPUMEHCHHSI

3) YCJIOBHsI OTIyCKa JICKAPCTBEHHOTO CpPEICTBA JIJII  BETCPUHAPHOI'O
MPUMEHEHUS,

M) PerucTpaIlMOHHBIN HOMEpP JICKAPCTBEHHOTO CPEJCTBA JJIi BETCPHUHAPHOTO
MIPUMEHEHUS.

14. PeructpaniioHHbII HOMEP JIEKAPCTBEHHOI'O CPEACTBA AJISI BETEPUHAPHOTO
MIPUMEHEHUS] COCTOUT U3 CIIECNYIOIMINX 3HAYEHUMN  MOPSIKOBBIM MATU3HAUYHBIA HOMED,
MPUCBOCHHBIA B TOPSIKE MOCJENOBATEIIbHON HyMepaluu, HauuHas ¢ mudpsl 1,
OTICIICHHBI 3HAKOM «/» OT nByX nudp Mecsma, MOCICTHUX ABYX IHU(Pp Toaa
U JIBYXOYKBEHHOTO MEXIYHApOJHOTO 0003HAaYeHHs CcTpaHbl mpoucxoxaenus (RU —
Poccust, UA — Ykpanna, MD — MonaaBus 1 Tak jajnee), pa3aeiieHHbIE MEXy COOOM
3HAKAMU «-».

Hanpumep: 00001/10-19-RU, rue:

00001 — mopsinKOBBIA HOMED;

10 — mecsinn peructpanmu (10 — okTs0pB);

19 — nocnenuue ae nudpsl roga perucrparyu (19 — 2019 ron);

RU — 6ykBenHOe 0003HaueHue cTpansl mpoucxoxacaus (RU — Poccns).

15. VYmnonHomoueHHBI OpraH BIpaBe OTKa3aTh B TOCYJApPCTBEHHOM
perucTpaluu Ha CTaJdd TpUeMa JOKYMEHTOB, HMX OJKCHEPTHU3bl, MPOBEICHUS
71a00paTOPHBIX UCCIICAOBAHNM (MCTIBITAHUI) B CITydasX:

a) HETpEJCTAaBIICHUS JOKYMCHTOB M JIAHHBIX, yKa3aHHBIX B MyHKTax 8, 9
Hactosmero Ilonoxenns;

0) 3ampera wucnonb3oBanus B [lpumHecTpoBckoit MomnnmaBckoit PecryOnnke
PErUCTPUPYEMOrO JIEKAPCTBEHHOT'O CPEJICTBA JJIsl BETEPUHAPHOTO IPUMEHEHHS ;

B) MPEJCTaBICHUS HEIOCTOBEPHBIX CBEJCHU, KAaCAIOIINUXCS PETHCTPUPYEMOTO
JIEKApCTBEHHOT'O CPEJICTBA /Il BETEPUHAPHOTO IPUMEHEHHS;

T) OTKa3a OT MPOBEACHHS JTAOOPATOPHBIX UCCIICIOBAHUM (MCIIBITAHUN);

1) OTKa3a B IPEJICTABICHUN 3alpaIlnBacMbIX MATECPHUAJIOB,;

¢) TOJIy4eHUS] OTPULIATEIIBHBIX PE3yJbTATOB PETUCTPAIIMOHHBIX HUCCIICIOBAHMMA
(MCTIBITaHU).

OTka3 B TMPOBEICHUM TOCYAAPCTBEHHOM pErucTpaluu JeKapCTBEHHOTO
CpeAcCTBa Jii BETEPUHAPHOrO MpUMEHEHUs OQOPMIISIETCS B MUCbMEHHOM BHUJE
C YKa3aHMEM OCHOBaHMSI TAaKOro OTKa3a.

16. TloBTOpHAs TOCYmMapCTBEHHAS PETUCTPANNS JICKAPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO  TMPUMEHEHHUs, paHee 3apPErUCTPUPOBAHHBIX W  BHECEHHBIX
B ['ocymapCTBEHHBIN PETHCTpP, OCYIIECTBIISICTCS B TeueHUe S (IATH) JTHEH B MOPSIKE,
NpPEeAYyCMOTPEHHOM  JIJIi  TEepPBOHAYaJbHOM  TOCYJApCTBEHHOW  perucTpanuu
JIEKAPCTBEHHBIX CPEJICTB JJIsl BETEPUHAPHOTO IPUMEHEHUS, HA OCHOBAaHUU 3asIBIICHUS
O TMOBTOPHOM TOCYJAPCTBEHHOM pETUCTpAlMM JIEKAPCTBEHHBIX CPEIACTB IS
BEeTEpUHAPHOTO IpuMeHeHHs 1Mo Gopme cornacHo [Ipunoxkenuto Ne 3 k HacTosIEMy
[Tonoxenuto.



3. [Nopsinok BHECEHUsT M3MEHEHUH U (MJIU) TOTIOJTHCHUI
B PETUCTPAIMOHHOE JIOChE U (MJIM) PETUCTPAIIMOHHOE CBUICTEIBLCTBO

17. B TeueHnue cpoka NEHCTBUS TOKYMEHTa O TOCYJapCTBEHHON PErHCTpaIliu
3asIBUTENTh HECET OTBETCTBEHHOCTH 32 KAUECTBO 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX
CpEeICTB JUISt BETEPUHAPHOTO MIPUMEHCHUS u 00s13aH co001IaTh
0 JIOOBIX WM3MEHCHHSX, KOTOPBIE TPEIIOIaraeTcsi BHECTH B PETUCTPAIIMOHHBIE
JTOKYMEHTBI, W TIPEJCTABISATh HMCUEPIBIBAIONIYI0 WHMOPMAIMIO O MPUYUHAX ITHX
M3MEHEHUM M UX BIUAHUM Ha 3(PQEeKTUBHOCTHb, OE30MAaCHOCTb M KAaueCTBO
3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA /IS BETEPUHAPHOTO TPUMEHEHUS, B
TOM 4YHCIie 00 U3MEHEHUH TEXHOJIOTHH M MECTa MPON3BOJICTRA.

18. DkcnepTr3a N3MEHEHH TIPOBOJAUTCS B TOM JK€ TMOPSAKE, YTO M IKCIIEPTU3A
PETHCTPAIMOHHBIX MATEPUAJIOB MPHU PETUCTPANH JICKAPCTBEHHBIX CPEJCTB IS
BETCPUHAPHOTO TPUMEHEHUS.

JIns BHECEHHMsS M3MEHEHHH W (WJIM) JOMOJIHEHWH B PErHCTPAI[MOHHOE IOChE
u (WIm) perucTpalioHHOEC CBHJICTENBCTBO JICKQPCTBEHHOTO CpPEJCTBA IS
BETCPUHAPHOTO TPUMEHEHHUS 3asBHUTEII0 HEOOXOAMMO TPEICTABUTH CIIECIYIONINE
JTOKYMEHTHI:

a) 3asBJICHUEC B JIBYX IK3EMILUIAPaX O BHCCCHUH U3MEHEHUH 1 (MJTH) JOTTOJTHEHU
o ¢opme cormacHo [Ipunoxkenuro Ne 2 x Hactosmemy [lomoxenuto;

0) MTPOEKT HOBOrO JIOKYMEHTAa PETHCTPAIMOHHOTO JIOChe, B KOTOPBIH
TUTAHUPYETCSl BHECTH U3MCHEHHS U (WJIH) JOTIOJTHEHHUS,

B) JIOKYMEHTBI, TTOJITBEPKIAIOIINE OCHOBAHUS BHOCHMBIX M3MCHCHHU W (WJIH)
JIOTIOJTHEHUH

r) uwHboOpMaIMs O BIMSHAA BHOCHMBIX HW3MEHEHHH Ha 3((HEKTHBHOCTH
¥ Ka4eCTBO JIEKAPCTBEHHOTO CPEJICTBA JJISI BETEPUHAPHOTO MPUMCHCHHSI .

[lpy BHeceHWM wu3MeHEeHWH u (WJIM) JONMOJIHEHWH B PETUCTPAMOHHOE
YIOCTOBEPEHHE 3apETUCTPUPOBAHHOTO JIGKAPCTBEHHOT'O CPEICTBA ISl BETEPUHAPHOTO
MPUMEHEHUST BBIJACTCS HOBOE PETHUCTPAIIMOHHOE YAOCTOBEpPEHHE, MPU ITOM pPaHEE
JICHCTBYIOIIEE PETUCTPANIMOHHOE YIOCTOBEPECHHUE N3BIMACTCS.

19. B perucrpanuonHoe nocke M (WMIM) PETUCTPAIMOHHOE YIAOCTOBEPCHHUE
3aperuCTPUPOBAHHOTO JICKAPCTBEHHOTO CPENCTBA I BETEPUHAPHOTO MPUMEHEHUS
MOTYT BHOCUTHCSI HF3MCHECHHS U (WJIH) JTOTIOJIHEHUS B CIICAYIOMUX CIydasx:

a) U3MCHEHUE HAaWMMCEHOBAHUS JICKAPCTBEHHOI'O CPEJICTBA JUISI BETEPHHAPHOTO
MIPUMEHEHUS,

0) peopranuzanus u (WIK) U3MEHEHUE HAMMCHOBAaHUE IOPUIAMYECKOTO JIMIA —
MPOU3BOJUTENS JIGKAPCTBEHHOTO CpEACTBA JUIsl BETEPUHAPHOTO TMPUMEHEHUS,
U3MeHeHue (aMWINK, UMEHHU, OTYeCTBA (€CIIM TaKOBOE MMEETCS) WHIAMBHUIYAIBHOTO
MPEATNPUHUMATENS — MMPOU3BOJAUTEINS JIEKAPCTBEHHOTO CPEICTBA JIJIsi BETEPUHAPHOTO
MIPUMEHEHUS,

B) OIpejC/ICHUE APYTUX BUIOB JKMBOTHBIX, B OTHOIICHHH KOTOPBIX COTJIACHO
WHCTPYKIIMH pa3perieHo TPUMEHEHUE JIEKAPCTBEHHOTO CPEICTBA /I BETEPUHAPHOTO
IPUMEHEHUS,

T) BBEJICHHE, HCKITOUCHHE U (M) 3aMEHa B COCTAaBE JICKAPCTBCHHOTO CPEIICTBA
Ui BETEPUHAPHOTO TPUMEHEHHS OJHOTO WM HECKOJbKHX BCIOMOTATEIbHBIX
BCIIECTB,;



1) W3MCHCHHE METOJIOB KOHTPOJS KavyecTBa JICKAPCTBEHHOI'O CpEICTBa JJIS
BETEPUHAPHOIO IPUMEHEHUS,

¢) U3MCHEHHE CPOKa TOJHOCTH JICKAPCTBEHHOT'O CPEJCTBA JIJISI BETCPUHAPHOTO
MIPUMEHEHMUS;

’K) U3MCHEHUE YCJIOBHI XpaHCHUS;

3) U3MEHEHHUE MaTepHualia WK BUJa IIEPBUYHON YITAKOBKH;

1) BHECCHUE U3MEHEHUI B MPOIIECC MTPOU3BOICTRA,

K) U3MEHEHUE 00beMa YIIaKOBKH.

20. B cnyuasx wW3MEHEHHsS COCTaBa JIEKAPCTBEHHOTO CpEICTBA A
BETEPUHAPHOTO NMPUMEHEHUS, MOTYYEHUsI 0OOCHOBAHHBIX MPETEH3UN K €ro KaueCTBY
YIIOJTHOMOYEHHBIM OpraH MMEET MpaBO MNPUHATh PEIIEHWE O IPUOCTAHOBICHUU
JNEUCTBUS  PETUCTPALMOHHOIO  YJIOCTOBEPEHUS JIO YCTPAHEHHS  BBIABICHHBIX
HECOOTBETCTBUN WJIM JaTh YKa3aHUE 3asBUTENI0 00 HX YCTPaHEHUH B CPOK,
He mnpeBpmatomuii 60 KaleHmapHBIX JHEH, HE TNPUOCTAaHABIWBAas JCHCTBUC
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO CPEJICTBA IJIsi BETEPUHAPHOTO
MIPUMEHEHHUSI.

O OpuHATOM pPENIEHWH YIOJHOMOYEHHBIM OpraH NUCBMEHHO B TEUYCHUE
2 (mByx) paboumx JHEW yBEJAOMJISCT 3asBHUTEIS C yKa3aHUEM MPHYUH
MIPUOCTAHOBJIEHUS] JICUCTBHSl PETUCTPALMOHHOIO YAOCTOBEPECHUS JIEKAPCTBEHHOTO
CpeacTtBa Il BETEPUHAPHOIO  NMPUMEHEHMS, JaTbl, C  KOTOPOM  OHO
MPUOCTAHABIIMBACTCS, U CPOKA IPUOCTAHOBJICHUS.

CpoK TpPUOCTAHOBJIEHUS JACHUCTBUSA PETHUCTPALMOHHOTO  YAOCTOBEPECHUS
JICKapCTBEHHOTO CPEICTBA /ISl BETEPUHAPHOTO MMPUMEHEHHUST HE MOXKET ObITh Oosiee 60
KaJICHIapHBIX JHEH.

3asgBUTENb B TEUYEHUE YCTAHOBJIEHHOIO CpPOKa YCTPAHSET HapyLICHUs,
MOBJICKIIIUE €r0 MPUOCTAHOBJICHHWE, W B TeUeHHE 2 (IBYX) pabo4mMXx IHEH IMociie MX
yCTpaHEHUs MUCbMEHHO YBEOMIISIET 00 3TOM YIIOJTHOMOUYEHHBIA OpraH.

Y1OMHOMOYEHHBIA OpraH Ha OCHOBAaHMM PE3YJIbTATOB J1A0OPATOPHBIX
ucciie/IoBaHui  (MCIIBITAHWN) JISKAPCTBEHHOTO CpPEACTBA I BETCPUHAPHOTO
MPUMEHEHUS, KOTOpble ObUIM MpPOBEIAEHBI B JIA0OpATOpUU TMOCIE YCTpPaHEHUS
HAapylLIEHHM, TMOBJIEKIIMX  [PUOCTAHOBJICHHUE  JIEUCTBUS  PETHCTPALMOHHOTO
YAOCTOBEPEHUS], MPUHUMAET PEILICHHE O BOZOOHOBJIECHUHU WU MPEKPAICHUU 1EUCTBUS
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO CPEJICTBA JJIsI BETEPUHAPHOTO
MPUMEHEHHSI.

O OpuHATOM pPENIEHWH YIOJIHOMOYEHHBIM OpraH MNUCBMEHHO B TEUYECHUE
2 (mByx) paboumx JHEH yBeIOMIIICT 3asBUTEISI C YKa3aHHWEM JAThl BO30OHOBIICHUS
WM TOPEKPAIICHUsT ACHUCTBUS PETHCTPALMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOT'O
CpPEACTBa JJIsl BETEPUHAPHOIO IPUMEHEHUS.

Pemienne 0 BO300HOBIEHUMU JACHCTBUS PETUCTPALIMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O0  CPEACTBA I BETEPUHAPHOIO NPUMEHEHHS TPUHUMAETCS
YIOJTHOMOYEHHBIM  OPraHOM  IPU  COOTBETCTBMM  IIOKa3aTeJled  KadecTBa
U 0€30MaCHOCTH JIEKAPCTBEHHOTO CpPEACTBA JUIsi BETEPUHAPHOIO MPUMEHEHUS,
MIPOMU3BEICHHOTO TTOCJIE€ YCTPAHEHUS BBISIBICHHBIX HAPYLICHUM.



4. [TprocTaHOBIICHUE WK TIpeKpalieHne (0OTMEHA) periucTpaIiu
JICKAPCTBEHHOTO CPEJICTBA JIJISl BETCPUHAPHOTO IIPUMEHEHUS

21. Pemenne o mnpekpamieHud (OTMEHE) JEUCTBUS PETUCTPAIMOHHOTO
YIIOCTOBEPEHHS JICKAPCTBEHHOT'O CPEJICTBA JUISl BETCPUHAPHOTO TIPUMCEHEHUS
MPUHAMAETCS YITOJITHOMOYCHHBIM OPTaHOM:

a) TpH HECOOTBETCTBHHM IOKa3zaTelled KadecTBa ©  0€30MacHOCTH
JICKapPCTBEHHOTO CPEJICTBA JUISI BETCPUHAPHOTO MPUMEHEHHS, TIPOU3BEICHHOTO MTOCIIE
YCTpAHCHHS BBISBJICHHBIX HAPYIICHHUH, TPeOOBaHMSIM BETCPHUHAPHO-CAHUTAPHBIX
NIPaBWJI, HOPM, STUHBIM BeTEPHHAPHBIM (BETCPUHAPHO-CAHUTAPHBIM) TPSOOBAHHSIM;

0) TpH HEyBEJIOMJICHHM 3asBUTEJIEM B TCUCHHE CpOKa, Ha KOTOPBIH
MPUOCTAHOBJICHO JICWCTBUE PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBECHHOTO
CpeICTBa JJIs BETCPUHAPHOTO IPUMEHEHUS, 00 YCTPAHCHUH BBISIBJICHHBIX HAPYIICHUH,
MOBJICKIIIUX €TI0 IPHOCTAHOBIICHUE;

B) 110 3asIBJICHUIO 3asIBUTEIIS.

22. PemeHust 0 MpUOCTAHOBJICHUH, BO30OHOBJICHUN U MpeKpaineHun (0OTMeHe)
JACHCTBHS PETUCTPAIMOHHOTO YJOCTOBEPCHHUS JICKApPCTBEHHOTO CPEJCTBA IS
BETEPUHAPHOT'O TPUMEHEHUST OPOPMIISFOTCS TIPUKA30M YIIOJTHOMOUYEHHOTO OpraHa.

[lpy  npuHATHM  pemieHus o  npekpameHur  (OTMEHe) — JeHCTBUS
PETHUCTPALMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO CPEICTBA I BETCPUHAPHOTO
NPUMCHEHHUS YIOJHOMOYCHHBIA OpraH HCKJIIOYaeT JICKAPCTBEHHOE CPEACTBO JIJIs
BETEPUHAPHOT'O TPUMEHEHUs 13 ['0cy1apcTBEHHOT'O PerucTpa.

23. B ciydae, korja npemnapaTt Hed(pPEKTUBEH B YCIOBUSIX, ONMPEACICHHBIX IS
ero MPUMEHEHHS, WM MPEACTABIIICT OMACHOCTD JIJIS 3JI0POBbSI JTFOACH WA KHUBOTHBIX,
MIPOBOJIUTCS €T0 U3BSATUE U3 OOpALICHUS.



[Tpunoxxenue Ne 1 x ITonoxxenuto

0 MOpSAKE TOCYJApPCTBEHHON PEruCTpaLun
JICKapCTBEHHBIX CPEACTB JIsi BETEPUHAPHOTO
NPUMEHEHUs U BeleHus | ocy1apcTBEHHOTO
perucrpa JIeKapCTBEHHBIX CPEJICTB

U1l BETEpUHAPHOTO IPUMEHEHUS

3AABJIEHUE

[Tpomry 3apeructpuposats B [IpuanectpoBckoit MongaBckoii PecriyOiyke BeTeprHapHbIit
npenapar, OMOJOTUYECKHUil Ipenapar, KOPMOBYIO 100aBKY OT€YECTBEHHOTO (3apy0eKHOTO)
IIPOU3BOJCTBA

(ToproBoe Ha3BaHHE MPOAYKI[MU — BETEPUHAPHOIO Mperaparta, OHOJIOrHIECcKOoro mpernapara, KOpMOoBOil 100aBKH)

1. 3asgBureis

(ropuanYecKoe IUIo, haMUIAs, UMsI, OTIECTBO (IIPH HAITHYNH) PYKOBOINTEIIS)

2. MecToHaX0XKACHUE 3assBUTEIISI

(anpec, renedon/daxc, E-mail)

3. Hpe,[[CTaBI/ITeJIB 3asABUTCIIA

(pamumst, mMs, 0TIeCTBO (IPH HAMYKH), apeC, TelIehOH, TOBEPEHHOCTh — aara, Ne)

4. CBenieHHs O IPOAYKIIUH (O BETEPUHAPHOM Ipernapare, OMoJOTHYECKOM Ipernapare,
KOPMOBOH J100aBKe):
a) Ha3BaHHUE MPOTYKIIUU

(TOpFOBOe Ha3BaHHUE, OPUTMHAIBHOC Ha3BaHUE HAa PYCCKOM SA3bIKE, HAYYHOE Ha3BaHUE HA

JIATUHCKOM S3BIKE, BK/IIOYasA MEXKXAYHAPOAHOE HENATEHTOBAHHOC HasBa}me)

0) popma BbImyCcKa

B) cOCTaB

(KOMITOHEHTHBIN COCTAB MPOAYKIHH IO (papM. TpyIIIie, ACHCTBYIOIICE BEIIECTBO)

(HaJ’II/I‘II/Ie KOMITIOHEHTOB PAaCTUTEIIBHOI' O, )KUBOTHOI'O IPOUCXOKACHUS, HE COACPIKAIIUX FMO)

I') Ha3HAYEHHE

5. Hanmuue natenTa CTpaHbl-IPOU3BOIUTENS HA PETUCTPUPYEMBIH IPOAYKT, €0 HOMEP

6. Pa3paboTurk mpoayKiuu

(HanMeHOBaHHE FOPUANYCCKOTO JIUIA, aPEC MECTa HaXOXKICHNUS, TeIe(OH)

7. IIponsBoauTenb NPOAYKINN

(ampec mecta HaxOXICHUS, TEICPOH)

(nanmeHOBaHHE HUPMBI-IPOU3BOAUTEINS], HANMEHOBAHHE 3aPyOEKHOTO TPOU3BOAUTEIIS)

3asgBUTENb rapaHTHUPYCT OIIATY PACXOA0B I10 SKCIECPTU3C, UCIIBITAHUAM U PETUCTPAlIUU.

3asBKa nogana.
« » 20 T.

(moxmHCh 3asBUTEIIS) (pamummst, mmst, 0TIECTBO (IIPU HAJTHYUH))

Ileuats



[Tpunoxenue Ne 2 x [Tonoxxenuto

0 HOpSAKE TOCYJApPCTBEHHON PErucTpalun
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MTPUMEHEHHS

U BesieHus [ ocy1apCTBEHHOTO perucTpa
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS

3ASABJIEHUE

3agBUTEND

(damumust, umst, oT4ecTBO (MPH HAIMYHH), MECTO

JKATEIIbCTBA HHANBUAYAJIBHOI'O IIPEANTPUHUMATEIIA, HAUMEHOBAHNUE U MECTO HAXOXIACHUA

IOpUANYECKOro JImna, KOHTaKTHBII TCJ'IB(bOH, peFHCTpaHI/IOHHHf/’I HOMED B E[[I/IHOM

TOCYAapCTBEHHOM PETUCTPE IOPUANICCKUX JIUI 1 HHAUBUAYAJIbHBIX npeﬂnanuMaTeneﬁ,

HAaNMMEHOBAHUE I'OCYAapCTBEHHOI'O OpraHa, HHOUI I‘OCy,I[&pCTBeHHOf/’I OopraHusanuu,

OCYIIECTBUBIIHX TOCYaPCTBEHHYIO PETHCTPALHIO)

[Tpoury BHECTH M3MEHEHUs U (MIJIH) OTIOJHEHHS B PETUCTPAIIMOHHOE TOChE U (WJTH)
PEruCTpallMOHHOE CBUIETENBCTBO BETEPUHAPHOIO IIpenapara

(HaMMEHOBaHNE BETCPUHAPHOIO Mperapara)

HOMCDP pCruCTpalifuOHHOr0 CBUACTCILCTBA

CPOK JEHCTBUS pEerucTpanyu

MMPOU3BOAUTCIIb

(ampec, KOHTAKTHBIH TeedoH, dakc)

KOTOpHﬁ OTHOCHUTCA K

(yxa3aTh KIMHUKO-(apMaKOJIOrHYECKYIO IPYIIITY)

B COCTaB KOTOPOT'0 BXOIAT
(yxa3aTh [eiiCTBYIOIIHE U BCIIOMOraTeIbHBIC BEIIECTBA)

BBIITyCKaeMblil B popme

(mexkapcTBeHHas hopma)

3asBUTENb FApAaHTUPYET JOCTOBEPHOCTh MH(OPMALIMH, COAEpPIKALICICA B HACTOSILEM
3asBJICHUH.

(mara) (roarmvch) (bammmust, ums, oTgecTBO (TIPU HATHUHH))

M.IL



[Tpunoxenue Ne 3 x Ilonoxxenuro

0 TIOPSIKE TOCYTAPCTBEHHON PErucTpaluu
JIEKapCTBEHHBIX CPECTB ISl BETEPUHAPHOTO
NpUMEHEHUs U BeieHus [ ocy1apcTBEHHOTO
perucTpa JIeKapCTBEHHBIX CPEJICTB

U1 BETEPUHAPHOTO IPUMEHEHUS

3ASABJIEHUE

3agBUTEND

(dpamumust, umst, 0oT4eCTBO (NPH HAJIMYHH), MECTO

JKUTEJIbCTBA MHAWUBUAYAJIBHOI'O NPEANIPUHUMATENSA, HAUMEHOBAHUE U MECTO HAXO0KICHUS

IOpUAUIECKOro JImna, KOHTaKTHBII TeJ'Ie(bOH, peI‘HCTpaHI/IOHHHﬁ HOMED B E[[I/IHOM

TOCYAApCTBEHHOM PETUCTPE IOPUANICCKUX UL 1 HHAUBUAYAJIbHBIX HpeﬂHpHHHMaTeHeﬁ,

HAaNMMEHOBAHUE I'OCYJapCTBEHHOI'O OpraHa, HHOM FOCyﬂapCTBeHHOﬁ OopraHusanuny,

OCYIIECTBUBIIHX TOCYIaPCTBEHHYIO PETHCTPALHIO)

[Tporry nmoBTOpHO 3apeructpuponath B [Ipunnectposckoit Mongasckoii PecryOmmke
BETEpUHAPHBIN Ipenapat, OMOJIOrHYeCKHi penapaT, KOPMOBYIO J00aBKY OT€YECTBEHHOTO
(3apyOeKXHOTO) MPOU3BOJICTBA

(HaMMEHOBaHNE BETCPHHAPHOIO Mperapara)

HOMEpP PETUCTPALIMOHHOIO CBUJETENBCTBA
CPOK JEHCTBHS pEruCcTpalyu

MMPOU3BOAUTCIIb

(anpec, KOHTAKTHBIH TexedoH, hakc)

KOTOpHﬁ OTHOCHUTCA K

(yka3aTh KIMHUKO-(apMaKOIOrHYECKYIO IPYIIILY)

B COCTaB KOTOPOI'0 BXOIAT

(yxa3aTh [IEiCTBYIOIIHE U BCIIOMOraTe/IbHBIC BEIIECTBA)

BBIITyCKaeMblil B popme

(mexkapcTBeHHas hopma)

3asgBUTEIb T ApaHTUPYCT JOCTOBCPHOCTDH I/IH(I)OpMaI_II/II/I, conepmameﬁcg B HACTOAIIEM
3asABJICHUMU.

(mata) (roarmich) (bammmust, mmst, oTaecTBO (TIPH HATHUWH))

M.IL



[Tpunoxenue Ne 4 x [Tonoxxenuto

0 TIOpSiIKE TOCYJapCTBEHHON PErucTpauu
JICKapCTBEHHBIX CPE/ICTB JJIsl BETEPUHAPHOTO
IpUMEHEHHs U BeleH!s [ ocyapcTBEHHOTO
perucTpa JIekapCTBEHHBIX CPEICTB

IUIs1 BETEpUHAPHOTO IPUMEHEHUS

MIHICTEPCTBO
CIABCBKOTI'O I'OCITIOZJAPCTBA
TA IIPUPOJHHUX PECYPCIB
IIPHOHICTPOBCHKOI MOAJABCHKOI
PECIIYBAIKH

MHHHCTEPYA ATPHKYATYPHH
LT PECYPCEAOP HATYPAAE
PEITYBAHYHM
MOAZOBEHEIITH HUCTPEHE

MHHHCTEPCTBO CEAI:CKOI‘OVXOSHI‘;ICTBA H ITPHPOHBIX PECYPCOB
NNPHOAHECTPOBCKOH MOAJABCKOH PECITYBAHKH

Y «Pecny6/iMKaHCKMA LLeHTP BETepMHApPHO-CAaHUTApPHOIO 1
cputocaHuTapHoro 6narononyumsi»
MD-3300, I[IMP, . Tupacmions, yi. I'Bapaeiickas, 31 «a»
ten./pake (0533) 7 65 71

PETUCTPALIMOHHOE YIOCTOBEPEHHME
0 rOCYJJapCTBEHHOM PErUCTPALUU JICKAPCTBEHHBIX CPEICTB Il BETEPUHAPHOTO IIPUMEHEHUS

Perucrpanuonnsiii Homep
OT CPOK JEHCTBHS 10
(maTa) (mata)

HaCTOSIIJ_[ee CBUACTCIBCTBO BbIAAHO

(3astBUTEID)

0 TOM, 4YTO

(moxHOE Ha3BaHME BETEPUHAPHOTO Mpernapara, Onomnpenapara, KOpMOBO J100aBKH)

B BHUJC

(dbopma BeTepuHapHOTO Mpenapata, Ouonpenapara, KOpMOBOI J0OaBKH)

3apeructpupoBato B [Ipunnectposckoit Mongasckoit Pecrry0mmke

(TomKHOCTD) (moamuck, nevaTh) (©.11.0.)



[Ipunosxenune Ne 5 k [lonoxkenuto

0 MOPSIAKE TOCYIAPCTBEHHOW PErUCTPALIMKI
JIEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUS U BECHUS
l'ocynapcrBenHOrO perucrpa
JIEKapCTBEHHBIX CPECTB

JUISl BETEPUHAPHOTO MPUMEHEHHUS

YT1Bepxkaaro:

I'11aBHBINM rOCynapCTBEHHBIN BETEPUHAPHBINA HHCIIEKTOP

ITpunuectpoBckoit Monaasckoi Pecriy0nvku

(moamuch, pamuHst, UMst, 0T4eCTBO (TP HAIMYHH))

« » 20 T.
I'ocynapcTBeHHBINM pErucTp
JIEKApCTBEHHBIX CPEJCTB [UUIsl BETEPUHAPHOI'O IPUMEHEHMUS,
3aperucTpupoBaHHbIX B IlpuanectpoBckoit Monnasckoii Pecriy6imke
Boimyck Ne
Toproso | MexayHaponHo eHCTBYIOIN
Ne Hata Cpok p AYHAPOA A yrout ®opma Crpana
Perucrpanyonsst - e e e BelllecTBa ITpousBoauten [Tpumeyann
n/ M perucrpanu | AeHCTBU BBIITYCK HPOUCXOXKJICHH
it HoMep Ha3BaHHE | HEMATCHTOBAHHO b e
I u s a s
¢ Ha3BaHHE
1 2 3 4 5 6 8 9 10 11




[Tpunoxenue Ne 6 x [Tonoxxenuto

0 MOPSAJKE FOCYAAPCTBEHHOU pEerucTpanuu
JIEKAPCTBEHHBIX CPEJCTB JUIsl BETEPUHAPHOTO
IIPUMEHEHHUs U BeIeHUs [ '0Cy1apCTBEHHOTO
pPErucTpa JIEKapCTBEHHBIX CPEICTB

JUIsL BETEPUHAPHOIO IPUMEHEHHUS

YT1BEpx)aaro:

I'1aBHBINM rOCYIapCTBEHHBIN BETEPUHAPHBINA HHCIIEKTOP

[TpunnectpoBckoit Monaasckoit PecryOnuku

(moarmuch, GpamMuIHst, UMs1, OTIECTBO (TP

HaJIMYNH)) « » 20 I.
I'ocynapcTBeHHBINM perucTp
KOPMOBBIX T00ABOK, 3apETUCTPUPOBAHHBIX
B [IpuanecrpoBckoit Monnasckoit Pecriyonuke
Boimyck Ne

HaumeHoBaHue

Ne Perucrpanyonnsiit Hara Cpok ToproBoe Ha3BaHHE DopMa BBITYCKA IIPOU3BONUTENS U HencTByroniue

n/m HOMEp perucTpanuu JEUCTBHS KOPMOBO# 100aBKH p y CTpaHBbI BEIIIECTBA
MIPOUCXOXKICHHS

1 2 3 4 S) 6 7 8




