MPAJIOXKEHUE

k Pemienuto Coeta
EBpasniCcKoi 3 KOHOMHYECKOH KOMHCCHH
oT 20 1. Ne

USMEHNENONA,
BHecuMble B IIpaBuia peryauposanus o0parmeHus BeTePHHaPHBIX
JIeKAPCTBEHHBIX CPEACTB HA TaMOKEeHHOI TeppuTopun EBpasuiickoro
HKOHOMHYECKOI'0 COX63a

1.1lo TexkcTy CJOBO «HEIOOPOKAUCCTRCHHBIN» B COOTBETCTRYIONIHX
YHCle U NMaJieXke 3aMEHUTh CIOBOM «HEKaYeCTBEHHBI» B COOTBETCTBYIOIIHX
yuclie U Tajexe, CloBa «KIMHUYECKMX HCCleJoBaHull (HMCHBITAHUH )»
3aMEHUTL  CJHOBAMM  «KJIMHUYECKMX  HUCCIEAOBaHUN  (MCOBITAHHN)
BeTCPUHAPHBIX  NEKAPCTBEHHAIX  IIPENaparoBy, CIOBO  «YHUYTONKCHUCH
B COOTBETCTBYIOUIEM  IaAeKe  3aMEHUTh  CJIOBAMU  «YHUUYTOXKEHHE
(yTwimzanusi)» B COOTBETCTBYIOLICM I1aJ(€XKe, CJIOBA <QIOKITMHUYECKHX U»
3aMEHHUTH  CJIOBAMH  «IOKIMHUYECKMX  UCCJICHOBaHUN  (MCIBITAHUIA)
BETEPUHAPHBIX JIEKAPCTBCHHBIX CPEACTB M», ciaoBa «cCop (momummHa)y
B COOTBETCTBYIOWIEM IAKEKE 3AMEHUTE CIIOBAMHM «cOOp (ONUIMHA) WA WHBIE
00s13aTeIbHBIE MIATEKU» B COOTBETCTBYIOIIEM Iajleke, CIOBO «PEareHTHI»
3aMEHUTH CIIOBAMH «PEaKTHBEI (peareHTHl)», C10Ba «IIepedeHb AOKYMCHTOR)
B COOTBETCTBYIOIEM ITAfekKe 3aMCHHTHL CIIOBAMM «IICPEYCHb H3MCHCHHI
B COOTBETCTBYIOLLEM LIAIEXKE.

2. B nynxkre 3:

a) mpejUioKeHHe INepBoe ad3ala BOCBEMOTO TMOCHe CIOB  «(QYHKIHH
OpraHu3Ma >KUBOTHOIO» AOIMOJHUTE CIOBAMH «(B TOM YHCIE CPEACTBO JUIL
HapKO3a)y;

©)B abzane xABaguaTh BTOPOM CNOBa «papMmakomnedHON crarbuy

3aMeHMTh caoBaMi «bapmakoneinoit crarsn @apmaronen Corozan;
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B) B ab3alle JBajlaThk TPETheM cJJoBa «dapMakoneHHOW CraTbuy
3aMEHHUTE clloBaMU «papmakoneiinolt craten ®apmaxonen Coroszan,

r) ab3al TPUALATE BTOPOH HCKIIOYNTE;

1) mociic abzaua TPUAUATH IATOrO ACHOJIHHUTE ab3aleM CleAyrOIero
CO/ICPAKAHHSL:

«HEKAaYeCTBEHHOE  BETCPUHAPHOE  JIEKApCTBEHHOE  CPEeacTBO»  —
BETEPUHAPHOE JIEKAPCTBEHHOE CPeiCTBO, HE COOTBETCTRYMOIIEE TpeOOBAHUIM
HOPMATUBHOIO JOKYMEHTa Ha BETEPHHAPHOE JIEKApCTBEHHOE CPEHCTBO
uny papmaxoneitHol crateu ®apmaronen Cowosa (IPH HATMYHH);»;

e) abzarr TpUALATH IIECTOH TMOCHe CJIOB «KOHTPONK KayecTBa
BETEPHMHAPHOTO  JIEKAPCTBEHHOI'O  CPEACTBA,»  JOIOIHHUTH  CJIOBaMH
«oopmrisieMeil  mipaBooONafareneM  BETEPUHAPHOIO  JIEKAPCTBEHHOTO
Lperapara u»;

k) abzarg  TpHOUAThE  CEObMOM  TOCHEe  CIOB  (JIOKIMHHYECKHX
uccaeoBannii  (MCTIBITAHUWM)»  JIONOTHHTHL — CIOBAMH  «BCTEpPHHAPHBIX
JIEKAPCTBEHHBIX CPEACTBY;

3) a03a1] COpOK NEpBBIl HOCHE CHOB «MOKIWHUYECKHX WCCIeoBaHmii
(ucrbITaHui)»  IONOJHUTH  CIIOBAMH  «BETEPHMHAPHBIX  JICKAPCTBEHHBIX
CPEACTBY;

1) B ab3alle IATbAECIT BTOPOM CJIOBA «TPETBUX T'OCYNApPCTB» 3aMCHUTH
CJIOBAMU «TPETBUX CTPaH»;

K) 20321 TATHACCAT YSTBSPTHIA U3NOKUTE B CIHEAYIOWCH pelakumu:

«pedepeHTHRI  BCTCpUHAPHBIH  JIEKAPCTREHHBIH  Opemapar»y  —
BETEPUHAPHBIN  JIEKAPCTBEHHBIM  [Ipenapar, BKIIOUEHHBIM B peecTp
BETEPUHAPHBIX  JICKAPCTBCHHBIX  lipeniaparoB  (Cows3a  Ha  OCHOBAHUH
PETHCTPALIMOHHOTO  JIOCBE  BETEPHHAPHOIO JIEKAPCTBEHHOTO IIpenapara,
COJIepPKAIero pe3yabTaTsl BCeX NOKIMHUUECKUX MCCAeAOBaHMi (MCuburTanmii)

BETCPHHAPHOT'Q JICKAPCTBCHHOI'O CPCJICTBA W KITHHHYECKHUX HACCIIEIOBAHUH
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(¥cnEITaHuil) BeTepUHApPHOro JeKAPCTREHHOD Npenapara, IO ITRepKAatoNinK
ero KauecTBO, 0e30macHocTb M A(P(PEeKTHBHOCTH, a TakkKe HCIONL3YCMBIi
B KayecTBE Ipenapara CpPaBHEHMA U SIBISIOLIEHCS 2TANOHOM, T10 KOTOPOMY
ONpEneIOTCH (HOPMUPYIOTCs) CBOUCTBA BETEPUHAPHOTO JIEKAPCTBEHHOTO
mpenapara;»;

7) B ad3alle NATHIACCAT BOCBMOM ClIOBA «BETEPUHAPHOE JIeKapCTBEHHOE
CPE/ICTBO, MIPOM3BE/ICHHOE) 3aAMEHHUTH CIOBaMU «KOJMYECTBO BETEPHUHAPHOTO
JIEKAPCTBCHHOT'O CPEJICTBA, TPOU3BEICHHOTOY;

M) mocne  abzama  IIECTRAECAT  HEPBOIO  JIONOAHUTH  ab3aleM
CHEYIOIIEr0 COAePHKAHUA:

«yTIOIHOMOYEHHOE IO [TPOH3BOTHTEST BeTepUHAPHLIX
JIEKapCTBEHHBIX CPEACTB» — COTPYAHMK IPENNPHATHSA, KOTOPHIH aTTecTOBaH
COrJIACHO 3aKOHOHATENBCTBY [OCY/apCTBa-yleHd, Ha KOTOPOTO BO3JIAraercs
OTBETCTBEHHOCTE 32 KAYECTBO MMPOU3BOAUMEIX U BHIILYCKAEMBIX B peanu3aluio
BETCPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB ¥ KOTOPHIA IrapaHTHPYeET, YTO Kaxaas
CepUs BETCPUHAPHOT'O JICKAPCTBEHHOI'O Cpe/CcTBa IIPOH3BeIcHa U LIPOBEPCHA
B COOTBECTCTBMM ¢ [lpaBunamu Hamexawed MpOU3BOACTBEHHON IPAKTUKH
Espasuiickoro 3>KOHOMHYECKOTO COI033, a TaKXKE € yHYETOM IIONOKCHWH
HOPMATHBHOTO JIOKYMEHTAa HA4 BETEPUHAPHOC JEKAPCTBEHHOE CPEeACTBO
1 PETUCTPAUHOHHOIO JIOCKE BETEPHHAPHOrO JIEKAPCTBEHHOTO IIPenapara;.

3. Pazpen I nononimrs nyHkToM 7' CHeNyIOmero CoaepKanms:

«7". Cieriupukaliiy 1 METOALI KOHTPOJIS KauecTBA BETEPHHAPHBIX
JICKAPCTBEHHBIX  CPEACTB  ompejpensioress  corjlacHo  Dapmakonee
EBpazuifckoro 3K0OHOMUYECKOro coro3a, yreepxacHHou Pemennem Komneruu
Eppazuiickoit skoHoMmuueckod komuccum ot 11 asrycra 2020 r. Ne 100
(namee — Mapmaxoness Coroza), a OpH OTCYTCTBHH B Hell HeoOXoammoi

dapmakoneoll cTared — coOrNlacHO QapMaxonesM IOCYIapCTB-UNeHOB,
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a B cliydae OTCYICTBMS B HWX (PAPMAKOHCHHOW Crathi — COTNACHO
HOPMaTUBHOMY JIOKYMEHTY Ha BETEPUHAPHOE JIEKAPCTBEHHOE CPEJICTBO.Y.

3L IMognynkt «6» myHKTa 9 TOCHC CIOB «IEKAPCTBEHHOIO CPEICTBA
AOTIONHATE  CHOBAMM  «(32 HCKIIOYeHHWEM MPOM3BONACTRA (apMalleRTUICCKOM
CYOCTaHITHH }».

4. JlomoHUTE MYHKTOM 9! cileIyIomero coaepixaHust:

«9'. [lpousBoayTens —~ BCTCPHHAPHOIO  JIGKAPCTBCHHOIO — CPeICTBA
OCyITieCTBIIsIer  MPOBEPKY KauecTRa W O€30MacHOCTH  KaxJoH  cepuu
BBIILYCKaEMOTI'0 BETEPUHAPHOIO JIEKAPCTBEHHOIO IIperiapara Ha COOTBETCTBUE
moKazareysiM HOPMATHBHOIO JIOKYMEHTA Ha BETCPUHAPHOE JICKAPCTBEHHOS
CPEICTRO W 1O pe3yjbTaTaM JaHHOH UpoBepkH oQopM/sieTr JIOKYMEHT,
TOJATBePKJAIOILMI KadecTBO U 0e3011aCHOCTh BETEPUHAPHOTO JIEKAPCTBEHHOTO
npenapara (cepTuhuKaT KauecTBa, aHATUTUICCKAN TTACTIOPT | Jp.).».

5. HynkT 10 mpu3HaTs yTpaTHBIIIM CHITY.

6. B BauMeHoBaHuM TioApazjena 1 pazjena IV CIOBO «pervcTparyu»
3aMEHUTH CJIOBOM «OOparieHus».

7. B mynxre 24:

a) IOANMYyHKT «0O» 1I0Cie  CIOB  «WUMEHOMIEH» JIOTOJNIHUTE — CIIOBAMM
«IEHCTBYIOIIYIO JIMLICH3HIO 1]

©) OTOIHUTD TIOAITYHKTOM «B» CIIEAYIOLIErO COAEPIKaHM:

«B) MX COTIPOBOXIACHHUA WMHCTPYKIMEH TI0 NPUMCHEHWO BETEPHHAPHOTO
JICKapCTBEHHOI'O IIperapara M YIaKOBKOH € TEKCTOM Ha PyCcCKOM si3bIKe U Ha
rOCYAapPCTBEHHOM SI3bIKE TOCYAApCTBa-wicHa (Ipy HAIWYMKA COOTBETCTBYROIIUX
TpeGoRaHUH B 3aKOHOMATENLCTBE IOCYAApCTBa-WIeH], HA TEPPUTOPUH KOTOPOro
o0paruaeTcs BeTepUHAPHEIN HeKapCTBEHHBIH Iperapar).».

8. JonoMHUTL NYHKTOM 24! CIIelyrOIIero coaepKammst:

«24'. Ha ramoxenunoif rteppuropun Coroza sanpemaercs obpaiieHue

HEKQUeCTREHHBIX, (albCHPHUIHPOBAHHLIX, KOHTPA(aKTHLIX BETCPHHAPHEIX
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MEeKapCTBEHHBIX ~ CPEACTB,  BETEPUHAPHBIX  JIEKAPCTBEHHBIX  [IPEIapaTtos,
He 3aperMCTPUPOBAHHBIX B COOTBETCTBMM ¢ Hactosiumu [lpasunamu
(32 UCKITFOUCHHEM CIIydaeB, olipe/iesieHHbIX IynkroM 340 Hacrosmwmx [lpapu),
a TAKXKe BETCPHHAPHBIX JIEKAPCTBCHHBIX CPEJICTB ¢ HCTEKIIAM CPOKOM TOJTHOCTH.

HexauecTperHsle, GascuGuMpoBaHHble, KOHTpa(akTHEIC BeTepUHAPHEIE
JEKAPCTBEHHLIE CPEACTRA, 2 TakKe BeTePHHAPHEIC JCKAPCTREHNHIC CpencTBa
C HCTCKIIMM CPOKOM TOJHOCTH TIOJUIEKAT M3BATHIO W3 ofpauieHus Ha
tamOXenHoW  Tepputopun  Coro3a M [IOCAEAYIOIIEMY — YHHUTOXKEHHIO
(yTminsaneu) — WAM BBIBO3Y ¢ TaMOXeHHOM — Tepputopuu  Corosza
(ipu oOHapyKEeHHM B TIYHKTAX IIPOIYCKa Hepe3 TOCYAAPCTBEHHBIE I'PaHHUIlbI
TOCYApCTB-4ICHOB, PACTIONOMKEHHLIX Ha TaMokeHnol rpanune Corosa).

VHnutoxkeHre (YTWIH3AIM) HeKadeCTBEHHBIX, (DatbCHUUUPOBAHILIX,
KOHTpaaKTHBIX  BETEPUHAPHBIX  JIEKAPCTBEHHBLIX  CPEACTB, a  TaKKe
BETCPUHAPHBIX JICKAPCTBEHHBIX CPCICTB € MUCTEKIGHM CPOKOM  TOHOCTH
OCYIECTBILICTCS 3a cUeT UX BJIAACHBUA B COOTBETCTBHM C 3aKOHOJATENECTBOM
TOCY/apCTB-YWICHOB.

JIma, pomyctuBiiMe obpareHue Ha TaMmkeHHOH Tepputopun (Coroza
HEKAYeCTBCHHBIX, (GabCHQUIMPOBAHHbLIX, KOHTpadaKTHLIX  BETCPHHAPHBIX
JIEKAPCTBCHHBIX CPENICTB, & TAKKE BeTePUHAPHBIX NEKAPCTREHHLIX IIperapaTon
C MCTEKIIMM CPOKOM TOIHOCTH, HECyT OTBETCTBEHHOCTH B COOTBETCTBHH
C 3aKOHOAATEIRCTBOM FOCYAapCTBA-UNIeHa, HA TCPPUTOPUM KOTOPOTO YCTAHOBIEH
(paxT HapyIICHHSL.

9. B abzane meproM MyHKTa 32 cioBa «(MOATBEPKIIEHUS PErHCTPalli,
NPABEJICHMAS  PETHCTPAllMOHHOTO  JIOChe  BETEPHHAPHOTO  JIEKAPCTBEHHOTO
[Iperapara B COOTBETCTBHE ¢ TpeOoBaHMsiMH Hactosdlux [Iparmm)» 3aMeHHTE
CIIOBAMH  «WJIM TIPUBEASHHS  PECUCTPAllIOHHOIO  JOChE  BETEPUHAPHOTO
JeKapCTBEHHOIO Tpenapara B COOTBETCTBME C TPeOOBaHMSMH HACTOSIIHX

[ IpaBui».
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10. B ab3ane nepoM nynkra 36:

a) IOCIIE CJIOB «3asBJICHUS W PEryCTPAlMOHHOTO JOCEEY» JIONOIHUTE
CIOBAMM «BETEPHUHAPHOIO JIEKAPCTBEHHOTO Mperaparay;

0) CIIOBO «peakTUBOBY 3aMEHMTH CIIOBAMHU «PEAKTUBOB (peareHTOoR )».

11.B nyskre 38 cnopa «B 3eKTPOHHOM BUIE» 3aMCHUTH CJIOBAMH
«B BNIEKTPOHHOH hopme.

12. B nyukre 41:

B TIPE/UIOKEHUH HEPBOM CJIOBA «B 2JIEKTPOHHOM BHJIC H» 3aMCHUTH
CIIOBaMH «B 3IEKTPOHHOM BU/IE AIIH»;

IIPEUIOKEHAE BTOPOE H3JIOKUTL B cieiytomed penakiuu: «B ciyuae
HallpaBIEeHUS [MCbMA 3aKA3HLIM IIOYTOBBIM OTOPABJICHUEM OHO CUMTACTCS
[IOJIyYeHHBIM 110 MCTedeHUH 5 pabouux AHEH ¢ AarTel €ro OTHPaBKH, a MU
HaIpaBlICHUU B DIEKTPOHHOM BH/JIE — B ICHb OTIIPABKU.».

13. B nynxkre 42:

a)B a03ale [EpBOM  CIOBO  «3asBUTEIA»  3aMEHUTL  CIOBAMH
«, HAallpaBIEHHOMY 3asIBUTENIeM B IHUCEMEHHOH popme B pedepeHTHBIA oprax
Mo perucrpanuu B TeueHue 90 KaneHgapHLIX AHEH € AaThl NPUHITHS
pedepeHTHEIM OPraHOM 110 PErHCTPAIMK COOTBETCTBYIOIIETO PEMICHHIS,»;

0) IOAIYHKT «B» U3JIOKUTH B ¢IEAYIOMEH pe/lakyu:

«B) JOKYMEHTHI, IIPEJCTABJICHHBIC 3asBUTENeM B paMKax TIPOIEIyphl
BHECEHHsI B PETHCTPALMOHHOE NOCHE 3apPErMCTPHPOBAHHOTO BETCPHUHAPHOI'O
JeKapCcTBCHHOTO TMperapara M3MeHEHMH (Jlanee — IHporenypa BHECCHHMS
U3MEHeHMit) Mo HepedHr0 coriacHo npuioxkenuto Ne 6 (nanee — nepeveHnb
H3MEHCHUHH );».

14. Moronuuats nyartamMy 42! u 422 crnepyromero coepikasus:

«42", TlpH HENOCTYIUIEHAM OT 3asABUTCIISA B CPOK, YKa3aHHEIM B ab3are
neppoM IyHkTa 42 nacrosmux IlpaBui, sanpoca O BO3Bpare JOKYMEHTOB

pedepeHTHBIH oprad Mo perucTpanuy NPUHUMAST PeISHUe O JallbHeHIeM Uux
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XpaneHuu — WAA  YHUSTOXKEHM#H  (YyTWiM3allu) B COOTBETCTBHW
C 3aKOHO/JATEIBCTBOM IOCYAapCTBA-LJICHA.

42°. B ciyyae 3aBepIICHMS HPOLEAYPH! PEIHCTPALMH BETEPHHAPHOTO
NEKAPCTREHHOI'O NIpeapara Wik OCYLIECTBIACHUS UHBIX HPOLELYD, CBA3aHHRIX
C PErucTpanyeci, ¢ NOIOKUTCIBHBIM PE3YIbTATOM 3ad4BUTEIbL COTJIACOBBIBAET
¢ YHOJIHOMOYEHHBIM OPTAHOM IocCynapcTaa-uileHa, Ha TepPUTOPHU KOTOPOro
[lanupyercs oOpalleHue BEeTEPUHAPHOIO JEKAPCTBEHHOTO [Iperapara,
TIEePeBosi HMHCTPYKIMM MO IPUMEHEHHIO BETCPUHAPHOTO JIEKAPCTBEHHOTO
npenapara M TEKCTa Ha MakKeTe YIAKOBKM BETCPHUHAPHOrO JIEKAPCTBEHHOTO
nperapara Ha TOCYAApCTBEHHEIM S3BIK 3TOTO TOCYAapCTBA-HIieHa, eClid
PYCCKHMM SI3bIK B 3TOM TOCYHApCTBE-WIEHE HE ABIICTCH [OCYIapPCTBCHHBIM
(Mpy  HaJMYMUA  COOTBETCTBYIOUIMX TpeOCBaHUN B  3aKOHOJATCIILCTBE
rocyJlaperBa-ujicHa).».

[5. B nynkre 44:

a) B IOANYHKTe «O»:

B af3zale BTOPOM CJIOBa «B AaKKPECUMTOBAHHBIX  J1ab0OpaToOpHsx
(MCIBITaTENBHBIX HE@HTPAX )» UCKITFOUUTh;

B alzale ISITOM CJ1OBa «OHEHKY COOTBETCTBUS» 3aMEHKTH CIIOBAMU
«B) OLICHKY COOTBETCTBUSY;

0) MOANIYHKT «B» HU3NI0KHUTH B CIIeAYIOIICH peiakuiy:

«1) ohOpMIICHHUE IKCHIEPTHOTO 3AKITIOYCHUS.Y.

16. B nynkre 46:

a) 1nocie cloBa «OHONIOTHYECKOEY JOTIOJTHUTE CIIOBOM
«, OHMOTEXHONOTHYECKOeY,

©) CIIOBA «CTEMEeHb MAIMCTPa WK YUEHYI CTerneHb B npodunupylomniei

OGH&CTH,)) HCKIIOYHTH.




17. B nynakre 47:

a) B a03alie BTOPOM IOJIYHKTA «a» CIIOBA «, HA3HAYUBILIETO DKCIEPTH3Y,
OT 3asIBUTENS WM JApYyIMX 3adHHTEPECOBAHHBIX B PE3YNLTATAX HKCIEPTU3BI
JUI» 3aMEHHTH CIOBAMM «WJIH TPYHIbl JHI (Kak IOPMOAYCCKUX, Tak
1 QU3HUECKHX ), KOTOpPBle MOI'YT JeHCTBOBATL B MHTEPECaX 3asBUTEISI»;

0) B abzame BTOPOM TNOANYHKTa «0» CIOBA «PErdCTPANHOHHBIX
MaTepyalioB» 3aMEHHUTh CIIOBAMM «PErHCTPAIMOHHOIO J0Che BETEPUHAPHOI'O
JIEK2PCTBEHHOIO npenapara UITH JIOKYMEHTOB, JOIOTHSIFOIINX
PETUCTPAIIMOHHOE IOChE BETEPHHAPHOIO JIEKAPCTBEHHOTO liperapara,».

18. IIyakt 48 mnocrne cnoB «HCCHeNOBaHUS (MCIBITAHMA)» TOTOIHHTE
CIOB2MHU «0OPa3OB BETEPUHAPHOTO JIEKAPCTREHHOIO CPEACTRAN.

19. B abzanax nepsoM u 8TOpoM nyHkTa 50 ciioBa «MeXIyYHAPOIHRIM
AMU300THYCCKHM OIOpOo» 3aMEHUTHL ciloBaMH «BceMupHOH opraHuzanueit
3A0POBbA JKHUBOTHBIX.

20. [Ipepnoxkenue BTOpOE DYHKTA 33 U IpeAJIoXKeHUE IIepBoe nyHxTa 57
I10CJIE CMOB «UCCHAEOBAaHHM (MCIBITAHUIN)» HOMNOIHUTEL CIIOBAMU «00pasIos
BETEPHHAPHOI'O JIEKAPCTBEHHOTO CPECTBAY.

21. ITyHKT 58 U3102KUTH B CIENYIOIICH pelakilvu:

«58. B ciydae mpuBIIedCHUS pedepeHTHBIM OPraHoM MO pPerHcTpalny
COrJIACHO NYHKTY 45 Hactosmmx 1IpaBUi ApYruX 3KCIEPTHBIX YUpexAcHUH
HIIM GpTaHu3aluil pedepeHTHBI opral 1o Per’cTpaluy HazHAdaeT OJHO W3
HHUX OTBETCTBEHHBIM 3a 0OODILCHHE BCEX Pe3yJbTaTOB  IKCICPTH3LI
BETEPHHAPHOIO JIEKAPCTBEHHOTO CPENCTBA. Y.

22. B mpepnoxeHun nepBoM myHKTa 68 ciosa «45 paboumx nrHei»
3aMEHHTE CcJJoBaMH «45 pabouux AHEH ¢ JiaThl [I0JYYEHUS PELIeHM s

e(epeHTHOIO OpraHa IO PETUCTpallMM O IIPOBEACHMHM  3KCIIEPTU3bI

BETCPUHADHO'O JIEKAPCTREHHOT'Q CPEACTRAY .
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23. lipennoxenue mepsoe NyHKTa 09 mOCKHEe CIOB  «MCCIeAOBAHUN
(McrpiTanu#)»  JIONOJHUTD CJIOBaMHU «obpazos BETEPUHAPHOTO
JIEKapCTBEHHOT'O CPEACTBAY.

24.B aGzanme Tperbem nypkra 70 nudpsr  «90»  3aMEHNTH
Hu@paMu «95%.

25. AG3anbl NepBbIH — TPETHH ITyHKTa 77 NMPU3HATh YTPATHBILUMHU CHITY.

26.B abszaumec neppoMm nyHkra 78 cloBa « a TaKkKe IEpeBOjIA
COTJIACOBAHHBIX  Pe(MEpPCHTHBIM  OPraHoM TI0  PErHCTPAIMH  [IPOEKTOB
MHCTPYKIMH O IHPUMCHEHHIO BETCPMHAPHOIO JEeKapCTBEHHOTO Mpenapara
W TeKCTa Ha IIPOeKTe MaKeTa YIakOBKH €  PYCCKOro  A3bixa
Ha TOCYIJAPCTBEHHBIN S3BIK IOCY/APCTBA-WIEHA, HA TEPPUTOPHH KOTOPOIO
npeanonaraeTcs OOpallleHHe BETEPUHAPHOTO JeKapCTBEHHOIO Ipemaparta
(Opu  HaJM4YuUM  COOTBETCTBYIONMX TpeboBanuili B  3aKOHO/ATENIBCTBE
rocyapcTBa~-uieHa)» UCKIHOUUTD.

27. B nyukte 79:

a) mudpsl «20» 3ameHuTs nuppamu «15»;

0)ciioBa  «, W OCYIIECTBUTb 1IEPEBOJI €  PYCCKOrO  sA3BIKa
Ha TOCYJApPCTBEHHBIH S3BIK I'OCYAApCTBA-UIeHa, Ha TEPPUTOPHH KOTOPCIO
npenanonaraercst obpallieHHe BETEPHHAPHOTO JISKapCTBEHHOI'O IIpelapara,
COINIACOBAHHBIX  pe(epeHTHLIM  OpraHoM 1[I0 PerucTpalu  NpoeKTa
HHCTPYKLUMKM 110 NPHMEHEHUIO BETEPUHAPHOIO JICKAPCTBEHHOrO Mpenaparta
U TEKCcTa Ha IIpoeKTe MakeTra YIIAKOBKH BETCPUHAPHOIO JICKAPCTBEHHOIO
npenapara (npu HATUYUH COOTBETCTRYIOLMX TpeOORaHAHN
B 3aKOHO/IATENBCTBE [OCY/IaPCTRA-UWICHA))» UCKIHUUTD.

28.B nynkre 81 cnoBa « a Takke B Ciydae MpeACTaBICHHA
Ha 3JIEKTPOHHOM HOCHUTENE NIEPEBO/A C PYCCKOTO S3BIKA Ha IOCYIapCTBEHHBIH
S3BIK  TOCYAApCTBA-4IEHA, Ha TEPPUTOPHH KOTOPOrO  TIPE/oIaraercs

o0pallleHie BETEPUHAPHOTO JIEKAPCTBEHHOTO IPENapara, COINacOBaHHBIX
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pedepeHTHEIM ~ OpraHoM [0 PETHUCTPALHH  UPOEKTa  HHCTPYKUWH
110 NPUMEHCHHUIO BETEPUHAPHOIO JEKAPCTBEHHOTO IIperapara W TeKeTa
Ha TIPOCKTE MakKera YNaKOBKU BETEPHHApHOrO JIEKApCTBEHHOTO Tmpelapara
(MpY  HANMYUHM  COOTBCTCIBYIOMUX TPeOOBaHWM B 2aKOHOAATEILCTBE
rocyfapcTBa-wieHa)» M «(B TOM UHCIE K MX MepeBOAY C PYCCKOTo S3BIKA
Ha TOCYAApPCTBEHHBIN S3BIK TOCYJApcTBa-ylieHa, Ha TEPPUTOPHH KOTOPOTO
apenrionaraercs oOpalleHHre BETEPHHAPHOIrO JEeKapCTBEHHOTO mperanara
(mp¥ HaNMYUH CGOTBETCTBYIOIMHX TPeOOBAHWH B 3aKOHOAATEIRCTBE ITOIO
rOCyaapcTBa-UIeHa))» UCKIOUHTE.

29. IIyHKT 82 npu3HATE YTPATHBIIIAM CHILY.

30. B nynkre 38:

a) IpeJUIoKeHHe LEPBOE JIONOJNHUTH CIOBAMH «C COOMIOJICHUEM
KOH(QUAESHLHAIBHOCTH cBeJleHuit 00 JKCIEePTax, COZiEpAKALUUXCS
B DKCIIEPTHOM 3aK/IIOUCHUNY;

©) Npe/UToKEHNE BTOPOE HCKIIIOYUTE.

31. B mynxTe 389:

a) B OJITYHKTE «O» CJI0BA «H HA FOCYJApCTREHHOM SI3BIKE MoCcydapcTRa-
YJICHA, HA TEPPUTOPUM KOTOPOro NPEAIIOaracres o0palicHUe BETEPUHAPHOTO
JEKEPCTBEHHOTO Tpenaparta (IpH HATWIUN COOTBETCTBYIOMIKX TpeboBanmni
B 3aKOHOJAATe/ILCTBE TOCYapCTBA-UIEHA)» UCKITIOYUTE;

0) B IOANYHKTE «B)» CJIOBA «M Ha ITOCYJAPCTBEHHOM A3BIKE TOCYNapCTRa-
4ieHa, Ha TEPPUTOPHH KOTOPOTO TpejIonaracTes odpalieHie BETepHHAPHOTO
JTEKapPCTBEHHOI'O Mpenapara (Opd HaTMYUU COOTBETCTBYIOIUX TpeOOBAHUM
B 3aKOHO/IaTEILCTBE IOCYIapCTBA-UIeHA),» HCKIFOUHTh.

32. B moanyHkre «B» nywkTa 91 croBa «, M (UnH) HenpercTaplIeHHe
IEPEBO/IA C PYCCKOTrO A3BIKA HA roCyHapCTBEHHLIN 43BIK TOCYAapCTBa-wIeHa,
Ha TCPPUTOPUM KOTOPOIro TIpe Ioiaractcs oOpallleHue BeTepHMHApHOIo

NMeKapCTBEHHOTO Iperapara, M[poeKTa HHCTPYKOUU TI0 T PHMEHEHHFO




11

BETEPHHAPHOTO JICKAPCTBEHHOI'O IIpellapara M TEeKCcTa Ha TMPOEKTe MakeTa
YIaKOBKH BETEPUHAPHOTO JIEKAPCTREHHOIO Iiperiapara (Ipu  HaJuduu
COOTBETCTBYIOIIHX TpeCoBaHUH B 3aKOHOJATENTLCTBE FOCYIApPCTBa-uIcHA))
HBCKITIOYUTE.

33. Ilpemiioxkenue BTOpOE UOJANYHKTa «a» HyHKTa 92 110cie cClIOB
CHCCIEOBaHUM (ucnplTaHmif)»  JIONOJHUTL  CIIOBAMH «00PasIoB
BETCPUHAPHOIO JIEKAPCTBEHHOI'O CPEICTBAY.

34. B nyuxte 113 nudper «10» 3ameruTs mudpamu «15».

35. B mynkre 118:

a) B abzale NepBOM CIOBAa «HA OCHOBAH¥WM JAHHSLIX (hapMaKOHaA30pay
UCKITIOUHTS;

0) B alzane TpeTheM CJIOBA «, HMX UEPeBOJ C PYCCKOro S3BIKa
HA TOCYAApCTBEHHBIM SI3BIK I'OCYJAPCTBA-YICHA, Ha TEPPHTOPHH KOTOPOTO
oOpamIaeTcsl BETCPUHAPHBIA JNeKapCTBEHHBIH mperapar B COOTRETCTBHH
C YCIOBHMSAMH perucTpaudy (OpH HATWYMH COOTBETCTBYIOIINX TpebORaHMIA
B 3aKOHO/IATENLCTRE TOCYIapCTBA-WIEHA), i» 3aMEHHUTE CIIOBAMH «H UX)».

36.B mynxte 120 cnoBa «u (MIM) HempeiacTaBlIeHus HX ICpeBoJa
C pPYCCKOTO sI3bIKa Ha TOCYIAPCTBEHHBIM S3BIK  IOCY/IapCTBa-4jIcHA,
Ha TepPUTOPHH KOTOporo obpaillaercs BeTepUHAPHBIM JIeKapCTBEHHBIH
npenapar B COOTBETCTBHM C YCIOBHSIMA peructpaiind (IpH  HaJlWYHH
COOTRETCTRYIOUIMX TPeOOBaHUN B 3aKOHOAATENRCTBE TOCY/IapCcTBa-UIIeHA),»
UCKITIOYUTh.

37. B ayuxre 126:

a) IPEUIOXEHHE UepBOe JOIONHMTE CIIOBAMH  «C  COONIIOJIEHUEM
KoH(UICHIIMANBHOCTH  CBelenuid 00  2IKcmepraX,  COIEPIKAILUXCS
B DKCIIEPTHOM 3aKIIOUCHUUY;

0) NPEIIOKEHUE BTOPOEC UCKIIOUMTD.
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38. B nynkre 127:

a) B OJAIYHKTE «a» CIIOBA «M Ha IoCyAapcTBEHHOM SI3LIKE TOCY/TAPCTRA-
YJIeHa, Ha TEPPUTOPHU KOTOPOIo oOpallaercs BeTCPUHAPHEIN JICKapCTRCHHEIH
npenapar B COOTBETCTBHUM € YCIOBHSMH pEruMcTpald (MpU  HATUYHH
COOTBETCTRYIOUTUX TpPeOOBaHMM B 3aKOHOHNATCILCTBE TOCYNApCTBa-ylcHa)»
UCKJIFOUHTE;

0) B TOAMIYHKTE «O» CIOBA «M HA T'OCYAapCTBEHHOM SI3BIKE TOCYHApCTRAa-
IeHa, Ha TEPPUTOPHH KOTOPOro odpalnaercsl BeTepUHAPHBIN eKapCTBEHHEIHA
Ipernapar B COOTBCTCTBHH C YCIOBHAMH peructpaiuy (Ipd  HATHYMK
COOTBETCTBYIOIINX TpeDOBaHHHI B 3aKOHOMAATENHCTBE TOCY/IAPCTBA-UIEHA),»
UCKJIFOUUT.

39. B noanyHkTe «m» nyHKTa 129 cnoBa «, W (Wid) HEMpecTaBIcHHE
MEPEBOJA ¢ PYCCKOrO A3BIKA HA FOCYNAPCTBEHHBIN SI3BIK TOCYAApCTBA-YJIEHA,
HA TEePPUTOPUM KOTOporo oOlpamaercs BeTePUHAPHRIA JICKAPCTBEHHEBIH
npernapar B COOTBETCTBHM C YCHOBUSMH PerucTpalldH, OPOCKTa WHCTPYKITHA
II0 TIPUMEHEHHWIO BETEPHHAPHOI'O JIEKAPCTBEHHOrO IIpenapara H TeKeTa
Ha IIPOEKTE MAKeTa YIIAKOBKHM BETEPHHAPHOIO JEKAPCTBEHHOrO Ipemnapata
(Mpy  HaNMY¥KM  COOTBETCTBYIOMMUX  TpeDOBAHMH B  3aKOHOJATENLCTBE
rocy1apcTBA-WISHA)» UCKIIOUUTE.

40. [IpennoxeHue BTOpoe NOANYHKTA «a» TYHKTA 130 UCKIOYUTS.

41.Tlo Texcry abzaua nepsoro nynkra 133 cnoBa «HOPMATHBHEIH
JIOKYMCHT Ha BeTepPUHAPHOE JEKAPCTBEHHOE CPEJICTBO KU» 3aMEHUTH CJIOBAMH
«PETHUCTPAIIMOHHOE JIOChe BETEPHHAPHOIO JIGKAPCTBEHHOIO Mperapara,
HOPMATHMBHBIA JIOKYMEHT Ha BETEPUHApHOE JIEKapCTBEHHOE CpelCTBO
U (m)».

42, Abzann Tpetuii mymkTa 139 mocne cioBa «BHAE)» JOIONHUTE
CIIOBAMH  «, coOjepKallue ODOCHOBAaHME W TIOATBEPXKACHHE BHOCHMBIX

M3MEHEHUH, a TakKe AOKyMeHT (ero 3aBepeHHas KOTM), MOATBEPKIAIIINH
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NIPABOMOYHOCTE  3agBuTesnss  (ero  HpejcTaBuUTEeNs)  Ha  BHECEHUe
B PErHCTpallMOHHOE JIOChe BETCPHHAPHOIO JIEKAPCTBEHHOTO I[Ipenapara
H3MEHEHHH (B TOM YHCIIC TOBEPEHHOCTE),».

43. B nognyHKTe «a» NyHKTa 144 crnoBa «M (UIHM) HENPEACTABIICHUEC
TiepeBoJia ¢ PYCCKOTO SI3bIKA HA TOCYIAPCTBEHEBIN A3BIK TOCYAapCTRa-ulieHa,
Ha TEPPUTOPHH KOTOPOTO o0pallaeTcss BETEPHHAPHBIM JleKapCTBeHHLIH
LIpe1apar B COOTBETCTBHU C YCIOBUSIMU PErMCTPALUI, IIPGEKTOR UHCTPYKIIHHK
MO MPUMEHEHHI0 BEeTePHHAPHOr0 JIEKAPCTREHHOTO Iperiapara W TekcTa Ha
MPOCKTe MAKeTa VYIAKOBKW BETEPHHAPHOrO JIEKApPCTBCHHOTQ Upernapara
(Ipy  HaIAYUH  COOTBETCTBYIOIIMX TpeboBanuii B 3aKOHONATENLCTBE
roCy/IaPCTRA-UIICHA )» UCKIIFOUUTE.

44. 1pepyioxkeHue BTOpoe NOANYHKTA «a» NyHKTa 145 u npemroxenye
neproe mMyHKTa 150 mociie cJIOB «MccaeqOBAHMI (HMCTIBITAHUN)» JONOIHUTE
CIIOBAMHM «00pa3IOB BETCPUHAPHOTO JICKAPCTBEHHOTO CPEJICTRAY.

45, AD3arel mepBBI — TpeTH# myHKTa 158 TIPU3HATE YTpaTUBUIMMH
CHUIY.

46. B aGzane meproM nyHKTa 159 cnoBa «, a Takke MepeBojd
COINIACOBAHHBIX  PE(EPCHTHEIM ~ OPraHoM [0 PETHCTPAlNK  TIPOEKTOB
WHCTPYKLMH 1O TIPUMEHEHHMIO BCTEPUHAPHOIO JICKAPCTBEHHOIO IIpenapara
M TEKCTA Ha  [POEKTC  MakeTa  YIAaKOBKHM € PYCCKOrO  SI3BIKA
Ha TOCY/IaPCTBEHHEIH S3BIK IOCYJapcTRA-ujieHa, Ha TEPPUTOPHH KOTOPOIO
fpenmonaraeTcss oOpalleHUMe BETEPUHAPHOTO JIEKapCTBEHHOT'O Ipenmapara
(0pn  HamUYMW  COOTRETCTBYMOIMX TpeOOBaHWM B 3aKOHORATENILCTBE
rocyJapcTBa-uieHa)» HCKIIOUNTS.

47. B nyukTte 160:

a) uudpet «20» 3aMenuTs MU pamu «15x»;

O)coBa «, W OCYUIECTBUTH LEPEBOJ C  DPYCCKOIO  SI3EIKA

Ha TOCYJapCTBEHHBIH SI3bIK T'OCYNAPCTBA-YJIEHA, HA TEPPUTOPHU KOTOPOID
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obpaltaeTcsd BeTEPHHAPHBIM JeKapCTBEHHBIH IpemapaT B COOTBCTCTBUH
C YCIOBHSMH DPErMCTPAIMM, COIVIACOBAHHBIX pe(EePEeHTHBIM OpraHoM
10 PErucTpalfi MPOEKTa HHCTPYKUMH IO TPUMEHCHHIO BETCPHHAPHOTO
JEKapcTBEHHOrO Mpernapara ¥ TeKCTa Ha [OPOeKTe MaKeTa YIMAaKOBKH
BETEPHUHAPHOTO JICKAPCTBCHHOTO IIpenapara (TIpyu HATMYMHM COOTBETCTBYIONHUX
TpeOOBaHUH B 3aKOHOJATENBCTRE IOCY APCTBA-WIEHA)» HCKITOUNTh.

48. B nyHkTe 162:

a) B abzalle NepBOM CJIOBA «M IIPEACTABICHYS HA BIIEKTPOHHOM
HOCHTENE TIepeBOojla € PYCCKONO0 s3blKA Ha T[OCYHAapCTBEHHBIM  S3BIK
rocyapeTBa-uieHa, Ha TepPUTOPHM KOTOPOTO 0OpalldeTcss BeTepuHapHbIH
JIeKAPCTBEHHBIA Ipenapar B COOTBETCTBMM € YCIOBHMSIMH DPETUCTpAIUu,
COIVIACOBAaHHBIX ~ pedepeHTHHIM  OpPraHoM 110 pPerhcTpanuM  [pOeKTa
HHCTPYKLHK TIO TIPUMEHEHHMIO BETEPUHAPHOro JIEKApCTBEHHOTO Ipenapara
W TEKCTa Ha IIPOeKTe MakeTa YIIAKOBKH BETEPHHAPHOTO JICKAPCTBEHHOT'O
npernapara (1pu HATHYUH COOTBETCTBYIOIIHX TpeboBaHU
B 3aKOHOJIATENILCTBE FOCYAAPCTBA-WICHA)» U «(B TOM UHCIC K UX NEPEBOJTY
C pPYyCCKOro s3blKa Ha TOCYHApCTBEHHBIM SBBIK  roCynapCTBa-ujIcHA,
Ha TEePpUTOPHU KOTOPOro olpamiaercs BeTEpHHAPHBIH JIEKapCTBEHHBIH
upernapaT B COOTBETCTBHE C YCIOBUSIME PETHUCTPALIMH )» HCKIKOUHTE;

6) abzarl BTOPOH IPU3HATE YTPATUBIIMM CHILY.

49. [IpenmoxkeHue Iepoe IyHKTa 163 I10ciie CIOB «HCCIeIOBAaHMM
(ucnpITaHWE)»  HOTIONHHTD CIIOBaMHU «00pa3noB BETECPUHAPHOI'O
JEKAPCTBEHHOTO CPEACTBAY.

50. B a63ane sropom nyHxra 167 u nynkre 169:

a) MpeJUIOKCHNe TCPBOEe  JONONHUTH  CIIOBAMH  «C  COOIIOJICHHEM
KON(GUACHIIHAILHOCTH  CBEICHUM o0  sKcrmeprax,  copepKandxcs
B AKCHEPTHOM 3aKITIOUSHU;

0) mpeoKeHyue BTOPOe UCKITIOUHTh.
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51. B noanynkrax «6» 1 «B» mynkra 170 ci1oBa «¥ Ha FOCy1apCTBCHHOM

A3BIKE  [OCYAapCeTBa-wieHa, Ha  TEPPUTOPHH  KOTOporo  obpariaercs
BETCPUHAPHBIA JIEKAPCTBEHHBIH npenapar B COQTBETCTBUU
C YCIOBWSIMHM pErucTpauuu (IIpH HATHYKWH COOTBETCTBYIOIMX TpeOoBamuii
B 3aKOHOJATENHCTRE ['OCY/IAPCTBA-UICHA)» UCKITIOUUTE.

52. B nyakre 178 mudps «10» 3amMmeHHATH @ pamu «15».

53.B ab3ane TpeTheM MyHKTa 183 cloBa «, UX LEPEBOJ C PYCCKOTO
A3bIKA HA TOCYJAPCTBEHHBIM S3BIK T'OCYJApCcTBa-UNeHa, Ha TEPPUTOPHH
KOTOpPOro  oOpamaeTcsi — BeTepHHApPHBIH  NEKApCTBEHHBIM  mperapar
B COOTBETCTBHMM C YCIOBHSMH perucTpaiuu (Ipy HAIHYUU COOTBETCTBYOIINX
TpeOoBaHUH B 3aKOHOATENLCTRE TOCY AAPCTBA~UIIEHA),» HCKIIOUHTE.

54.B npeuokenuu 1epsoM nOyHkra 185 cmoBa «m (Wmm)
HEIIPC/ACTABIICHUS UX NIEPEBO/A € PYCCKOTO SI3BIKA Ha IOCY/IAPCTBEHHBIN A3BIK
rocyjlapeTBa-uicHa, Ha TCPPUTOPUM KOTOpOro odpaulaercs BeTepHHAPHEIH
JEKApCTBeHHBIH [Ipenapar B COOTBEICTBUH ¢ YCIOBHSIMM PETHCTPAITHH
(Ip¥  HaIKMUMU  COOTBETCTBYIOMMX TpeOoRaHMU B 3aKOHOHATENLCTBC
rocyaapcTBa-1ieHa),» UCKIFOUYHTh.

55. B abzaue sropom nynkra 189 u nyukre 191:

a) MPeJIOKEHHE IIepBOE€ HOIMOJNHUTE CIOBAMH «C  COOIIOACHUEM
KOHOUIACHINANLHOCTH  cBeldenuilt o0 okcIeprax, COJIEPIKALITUXCS
B OKCIIEPTHOM 3aKITHOUCHUNY;

0) mpe/UIOKEeHHE BTOPOE UCKITIOYUTD.

56. B noanyskTax «O» 1 «B» nyHkTa 192 cnosa «# Ha rocy 1apcTBEHHOM
A3BIKE  rOoCyJlapcTBa-ulieHa, Ha  TEePpUTOpPMH  KOTOpPOTO  obpainaetcs
BETEPMHAPHBIM JIEKaDCTBEHHBIH Npenapar B COOTBETCTBUH C  YCIIOBHSIMU
perucTpanyy (npn HATUYHAH COOTBCTCTBYIOLIUX TpeGoBaHnA

B 3dKOHOAATCHECTBC FOCY,I[HPCTB&-‘-IHGH&))) UCKHIIOUYHTD,
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57. B af3aue nmaToM Imydkra 195 crnoBa «B COOTBETCTBHU C IIepeyHEM
JIOKYMEHTOBY» HCKIIIOYUTD.

58. B nyuxre 198:

a)B ab3aue nNepBOM CIIOBA «U IEpeBojla € PYCCKOIo f3bIKa
Ha TOCYJIAPCTBCHHBIN $3BIK [OCyJapcTBa-dlieHa, Ha TEPPUTOPHH KOTOPOTO
obOpanlaeTcs BETEpPUHAPHBLIM JIEKAPCTBEHHEBIA MpenaparT B  COOTBETCTBUU
C YCIHOBHAMH PErHCTPAIMM, TpPOEKTa HHCTPYKIHUH [JO HPHAMEHEHMIO
BETEPHHAPHOTO JISKApCTBCHHOTO IlIpendpara X TEKCTa HAa IPOEKTe Makera
YIaKOBKM BETCPHUHAPHOIO JICKAPCTBEHHOTO Ipenapara (OpH  HaH4dd
COOTBETCTBYIOIINX TpeboBaHUN B 3aKOHOJATENLCTBE TOCYIAPCTBA-UIICHA)
HCKIIFOYUTD;

0) B upelNoxKeHHM I1iepBoM ab3ama  BToporo cioBa  «u  (HIiK)
HEeMpeACTaBIeHH] LIepeBoAa ¢ PYCCKOIO s3blka HAa [OCYIApPCTBEHHBIH SA3BIK
rocy/[apCTBa-uieHa, Ha TEePPUTOPUM KOTOpOro obpalmaeTcs BeTepHHAPHBIN
NMeKapCTBEHHBIH HpernapaT B COOTBETCTBHMM € YCJIOBHUSMH pErMCTpaluy,
IpOEKTa MHCTPYKUHUM 110 [PUMEHEHHIO BETEPUHAPHOIO JIEKAPCTREHHOrO
mpemapata M TEKCTa Ha IIPOEKTe MAakKeTa YIAKOBKH BETEPHHAPHOTO
NeKapcTBEHHOI'0 INpenapara (Ipd HalW4YUH COOTBETCTBYIOIIMY TpeOOBaHMM
B 3aKOHOAATENbCTBE FOCYAAPCTBA-UISHA)» UCKITIOUUTE.

59.B a€szane mnepBom nyHkra 199 cnopa «, a Taxxke IepeBoja
C PYCCKOTO sA3bIKa Ha T[OCYAApCTBEHHBIA A3BIK  IOCYJIapCTBa-4JIeHa,
Ha TEPPUTOPHH KOTOPOTo obOpaniaercss BeTEpUHAPHBIH JleKapCTBEHHBIH
Ipenapar B COOTBETCTBHU € YCIHOBHUSIMU PETUCTPALINN, TIPOEKTOB UHCTPYKLHMHA
[0 [IPUMEHEHHIO BETEPHUHAPHOrO JIEKAPCTBEHHOIO IIpenapara W TexcTa
Ha IIPOEKTe MAKeTa YIAKOBKHW BETEPUHAPHOTO JIEKapCTBEHHOrO IIpenapara
(IpH  HAIMYMM  COOTBETCTBYIOIIMX TpeOOBaHMH B  3aKOHOAATEILCTBE

IO CYJ],apCTBa-*‘:UIeHa))) NCKIIIOYHTD.
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60. B noanynxre «i» nmyakra 200:

a) B ad3a1le TPETHEM CJIOBA «M HA TOCYAAPCTBEHNOM S3bIKE TOCYapCTBa-
qrieHa, Ha TEPPATOPUH KOTOPOro oOpallaercs BETEPUHAPHBINA JIEKapCTBEHHLIH
npenapar B COOTBETCTBHH € YCJIOBHSMH perycTpaluu ([Ipyd  HaIWYHU
COOTBETCTBYIOUIMX TPeOOBAaHUH B 3aKOHOJATCITLCTBE TOCYAAPCTBA-UJICHA)Y
WCKIIIOUUTD;

0)B alzalle dYeTBEPTOM CJIOBA «H Ha TOCYJapCTBEHHOM  SI3bIKE
rocyaapcrBa-ujieHa, Ha TEPPUTOPUM KOTOPOro 0OpaliacTces BeTCPUHAPHLIM
JEKapCTBEHHBIA IpeNapar B COOTBETCTBUM € YCIOBHIAMM pPErHUCTPaIliH
(Ipy  HaJM4YMH  COOTBETCTBYIOLIMX TpeDOBaHHH B  3aKOHOJATENBCTBE
rocyZlapcTBa-uiIeHa),» HCKITHOYATh.

61. B nyuxre 203:

a) IOTOJMHUTE  CAOBAMM  «JJs1  BETEPHHAPHBEIX  JEeKAPCTBEHHBIX
IpenapaTroB, KOTOPEIE HE OTHOCATCS K TpyINIEe (KaTeropuu) BETEPUHAPHBIX
JeKapCTBEHHBIX — IpernaparoB (¢ OAHHM  ACHCTBYIOIIUM  BEWICCTRBOM),
3aPCrUCTPHPOBAHHBIX B COOTBETCTBUM C 3aKOHOAATEILCTBOM TOCYIapCTB-
YICHOB M HE UMEIOIUX B COCTaBe NEUCTBYIOINUX BELUECTB (B cliydac HaJWIHs
coorBeTcTBYytoled  QapmaxomeiiHofi  crateu  Mapmakorew  Corosa)
110 TIEPEHHIO COTIAcHO Npunokenuro Ne 16, u BeTepuHapHBIX NeKapCTBeHHBIX
npenaparoB, KOTOPBEIE HE OTHOCATCs K Tpynre (KaTeropuu) BetepHHapHbBIX
JIEKapCTBEHHBIX  IIPErapartoB,  3aperMCTPUPOBAHHLIX B COOTBCTCTBHU
C  3aKOHOZATEJBCTBOM  [OCYJAPCTB-YICHOB, II0  [EPEYHIO  COTJIACHO
punoxKeniio Ne 16'y;

0) JONMOMHUTDL ab3alleM CAEAYIONIero COACKAHUS:

«Cpok  mpoBelleHMs  OpOLeAYpPbl  IIPUBEICHHUS B COOTBETCTRHE
PErHCTPAMOHHOIO JJOCKE HE JAOKEH TpeBbiuarh 130 pabounx mme# ¢ marhl
[PUHATUA PehEPeHTHHIM OPraHOM N[O PETUCTPALMK PEINSHUA O TPOBEJeHIU

SKCIIEPTH3LI BETEPHUHAPHOI'C JCKAPCTBCHHOI'O CPEACTBA 110 LCHBL BHCCECHHA
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CBeflenud O  BETEpUHAPHOM  JEKAPCTBEHHOM  Ipenapare B peecTtp

BETEPUHAPHBIX JicKapeTBeHHbix  npenaparoB  Corosa  (Gnok-cxema  9.12!
npunoxkenus Ne 9 k  wHacrosmum llpaBumam) aius rpynn  (kKarteropui)
BETePHHAPHBIX  JICKAPCTBEHHBIX  TIPEnaparos, 3aperuCTPUPORABHEIX
B COOTBETCTBMHM C 3aKOHOJATENBCTBOM TOCYJAPCTB-YIIEHOB, IO IEPEUHIO,
MpeAyCcMOTPEHHOMY TpunoxkeHueM Ne 16! k nactosmum IIpasunam.».

62. B a0zane aeBstom myHkTa 204 cnosa «JlavHble 0 TOKIMHUYCCKUX
u» 3AMEHUThL ClHOoBaMH «JlaHHBEIE © JOKJIMHHUYECKMX HCCIEeIOBAHHUSX
(MCIIBITAHHSIX ) BETEPHHAPHOTO JIEKAPCTBEHHOTO CPEICTBA 1.

63. ITyuxT 206 H3N0KUTE B CIEAYIOUIEH pelaKIliu:

«206. Ilpouenypa upHBencHHA B COOTBEICTBHE PETHCTPALHOHHOTO
I0che:

a)He TpeOyercs /sl BETEPUHAPHBIX JICKAPCTBEHHEBIX MPENapaToR,
KOTOPEIE OTHOCATCS K TpyIllle (KATETOpHH) BETCPHHAPHBIX JIEKAPCTBEHHBIX
npenapaToB (¢ OJHMM JeHCTBYIOIIHM BELIECTBOM), 3aperHCTPUPOBAHHEIX
B COOTBETCTBUM C 3aKOHOJATENECTBOM TOCYAapCTB-UIEHOB M  MMEIOMIIMX
B cOcTaBe JeHCTByOIME BellecTsa (B Clyyae HAJM4Msl COOTBETCTBYIOIIEH
dapMakoneiHol  crarbu Gapmakonen  Cow3sa) 10 HepedHio,
npeaycMOTpeHHOMY IpuioxkenueM Ne [6  x  pacroamuMm  llpasuiam.
B oTHOINEHHM  TAKMX  BETEPHHAPHEIX  JIEKAPCTBEHHBIX  [PEIaparoB
YITOJTHOMOYEHHBIW  Opran  OCYIISCTBASICT JICMCTBMA, NPCRYCMOTPCHHBIE
nyakToM 235 macrosmux I[lpaBui, B cpoK, yCTaHOBJCHHBIH myHKTOM 205
Hacrosux [paBui;

0) ocyuiecTBIsIeTCsT Nt rpynn  (KaTeropull)  BeTepUHAPHBLIX
JICKAPCTBEHHEIX  [IPENaparoB,  3apeTUCTPUPOBAHHEIX B COOTBETCTBUH
C 3AKOHOJATEIBCTBOM FOCYJAPCTB-WIEHOB, IO [IEPEYHIO, NIPETYCMOTPEHHOMY
npunoxendeM Ne 16' k macrosmpm [lpasdnam, Mo cxeMe B3aMMHOIO

npusHaskd. B Xo[e 1aHHON Tpoueyphl AU YKa3aHHbIX TPy (Kareropui)
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BEeTEPHHAPHBIX JICKAPCTBEHHEIX NPEIapaToB MOJIOKEHHSI IYHKTOB 219 — 225,

230 — 232,237 u 241 gacrosux IIpasuil He NPEMEHSIIOTCSL. .

64. lpepoxenre neppoe nyHkra 216 mocie CHOB «UCCNeNOBAHMIA
(HCIIBITAHUH )» JONOIHUTE CIIOBaMHU «00pazloB BETEPHHAPHOT O
JIEKApPCTBEHHOIO CPEACTRAY.

65. I1yHKT 217 M3NOXUTE B CeAyIoned peakiiuu:

«217. Cpok  TIpOBeZIeHUS DKCIEPTHBIM YUPEIKAECHACM DKCHEPTHU3BI
BETEPUHAPHOIO  JIEKAPCTBEHHOIO  CpeACTBA B UENsAX  OpHBEACHUS
PErHCTPALMOHHOTO  JIOChE  BETCPUHAPHOTO  JIGKAPCTBEHHOIO  I[Ipeiapara
B COOTBETCTBYE ¢ TpebopauusiMu Hactosinux [Ipasun cocrapnser:

ISl BETCPUHAPHBIX  JICKAPCTBEHHLIX  [IperaparoB,  KOTOpbIE
He OTHOCATCS K TIpymie (KaTeropuy) BETEPUHAPHEBIX JIEKAPCTBEHHBIX
npenaparos (¢ OAHUM [JeHCTBYIOIMM BELUECTBOM), 3apPEIHCTPHPOBAHHBIX
B COOTBETCTBUH € 3aKOHOJATEIILCTBOM [OCYAAPCTB-UIEHOB WM HE HUMEIOMINX
B COCTaBe ACUCTBYIOIIUX BellecTB (B cllydae HalW4Wd COOTBETCTBYHOIISH
(dapMakoIlelHOW  CTaThH MDapmaxonen  Cowza) 1m0 IEpeuHIo,
OpeAyCMOTpPEHHOMY npuitoxendem Ne 16 x  mHacrosimMm  lpaBunam,
W BETEPUHAPHBIX JICKAPCTBEHHBIX I[IPENAparoB, KOTOPEIE HE OTHOCATCS
K Tpynmne (KaTeropuu) BETEPUHAPHBIX  JEKAPCTBSHHBIX  IPENaparos,
3apEeruCTPUPOBAHHBIX B COOTBETCTEUM C 3aKOHCAATEIBCTBOM IOCYyJapcTrBa-
YiIeHa, MO MEePEUHIO, MPEYCMOTpEHHOMY npHioxkenreM Ne 16! k macTosummM
I IpaBunam, — He Oostee 90 pabouux jHel;

IS Ipynn (Kareropyi) BETEPHHAPHKIX JIEKAPCTBEHHBIX IPENnapaTos,
3apETUCTPUPOBAHHBEIX B COOTBETCTBHMM C 3aKOHOAATEILCTBOM I'OCY/apCTB-
YJIeHOB, 10 IIEPEYHIO, TPEAYCMOTPCHHOMY  NpuwiokeHdem Ne 16
K HacTosiuM IIpasnunam, — He Gosee 70 pabouux aHeEH.

ITo wroram OBKCHMEPTHU3Bl BETEPUHAPHOTO JIEKAPCTBEHHOTO CpeJICTBA

obopMIIIETCS  NPEIABAPUTENHHOE  HKCIEPTHOE  3aKII0YCHHUE, a  TaKKe
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B COOTBETCTBMH C NyHKTamu 52 — 55 mactesinwx [lpaswmr 3anpoc B ajipec
3agBUTENS O  DPEAOCTAaBIEHHH  HEAOCTAIOWleH  (AOIIONHUTEIBHOM)
HHQOPMAITHH, HEOOXOMUMEIX PasBSCHCHMH HITH YTOUHCHHH, KacarOIIuXcs
JOKYMEHTOB, BXOTAIIMX B COCTAB OOHOBJICHHOTO PETUCTPAIIMOHHOIO JOCHE,
JAHHBIX, YKa3aHHBIX B ODHOBIICHHOM pErHCTPAallMOHHOM J0ChLe, ¥ JAAHHEIX,
YKa3aHHBIX B IICPHOJHYCCKOM OTYETe, NOSICHUTENBHON 3aMUCKe-000CHOBAHUH.
[lpeapapurenbHoe 3KCHCPTHOC 3aKMIOUSHHE W 3aTpOC B ajipec 3asBUTENd,
a B Clly4ae OTCYTCTBUA 3allpoca — HTOIOBOE 3KCIEPTHOE 3akIOUeHHe
HAPassaOTess B YKasaHHbIC  CPOKM  OKCHEPTHBIM  YUPEXKIECHHEM
B pe(epCHTHEIH OpraH.».

66. JlomonuuTs nyskTom 218! cremyrommero comepikanus:

«218". B cnydae  odopmiIeHHS  IIPEABAPHTENLHOIO  IKCIEPTHOrO
3aKNIOYEHMs B OTHONIEHMM — IpyIlnn  (KaTeropuil)  BeTepWHAPHBIX
JIEKAPCTBEHHBIX  IIPENaparoB,  3aperucIpMpOBaHHBIX B COOTBCTCTBUU
C 3aKOHOJATENHCTBOM TOCYIAPCTB-WISHOB, 110 IIEPEUHIO, [IPETyCMOTPEHHOMY
npunoxkenneM Ne 16' x macrosiqum Ilpasuiam, nponenypa MpuBeleHUS
B COOTBEICTBHE pETHCTPALMOHHOIO J0CLe BO30OHOBISETCS C  OaTH
NOCTYINIEHUS B peepeHTHBIA Oprai mo perucTpanuy 0TBEeTa 3asBHUTEIS Ha
3arpoc, yKasaHHeli B nyHKTe 217  Hacrosumx [IpaBui, KoTopsiid
He T1ozgHee 4 paboumx jHe#l HanmpasifeTcs pedepeHTHbIM OPraHoM
M0 PErucTpaliiy B 2KCIEPTHOE YUPEKIACHUE NS 3aBCPIIeHUs] SKCIEPTU3HI
BETEPUHAPHOI0 JIEKAPCTBEHHOIO CPEJICTRA, a B ciydae OQOpMIIEHHS
IIOJIOXKUTEIbHOTO MTOIOBOI'O DKCIIEPTHOrO 3aKIIOUeHUsT pedepeHTHBIA opran
Io pPETHCTPAlH OCYUIECTBISIET JICHCTBHS, IIpeayCcMOTPEHHEIE
myakTamu 227 — 229 (mpu HeoOXOoAMMOCTH) M NYHKTOM 233 HACTOSIIHX
Ilpasuin.».

67. B myrxre 220:

a) nudprt «10» 3aMeHuTs HdpaMu «15»;
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O)cnoa « @  OCYIIECTBHTh IIEPEBOJ C  PYCCKOTO  SI3LIKA
Ha TOCY/JapCTBEHHBIA $3BIK TOCYIapCTBa-dileHa, HAa TEePPUTOPUM KOTOPOro
npeanonaraercsi OOpaIleHHe BETEPUHAPHOrO JIEKAPCTBEHHOTO IIpenapara,
COINIACOBAUNLIX  PeQEpPeHTHRIM  OpraHoM 110 PETHUCTPallMM  IPOCKTa
WHCTPYKLUMK 110 TIPUMCHEHUIO BETEPHHAPHOTO JIEKAPCTBCHHOI'O mperiapara
U TEKCTa Ha MPOCKTe MaKeTa YNAKOBKU BETEPUHAPHOTO JIEKapCTBEHHOTO
npenapara (upn HATUYUH COOTBETCTRYIOUIUX TpeOoBaHUH
B 3aKOHOAATENBCTBE I'OCYAapCTBA-UICHA)» HCKIIOUNTD.

68. Ilynkr 222 w npemjioxeHue nepsoe IMyHKra 223 mocne CloB
«HCcIenOBaHUN  (McOBITAHWA)»  HOMOJIHHATH  CIOBaMH  «oOpas3loB
BETEePUHAPHOTO JIEKAPCTBEHHOTO CPEJICTRAY.

69. B aGzane TpeTheM mMyHKTa 227 ¢I0Ba «, a TAKKe MIEPEBOI MPOEKTa
MHCTPYKUMH TI0 TIPHIMEHEHHIO BETEPHHAPHOTrO JIEKAPCTBEHHOIO IIpeilapara
W TEKCTa Ha IIPOEeKTe MaKeTa VYIIAKOBKH BETEPHMHAPHOIO JIEKAPCTBCHHOTO
Ipenapara ¢ pyccKoro si3blKa Ha IOCYAapCTBEHHBIA H3BIK COOTBETCTBYIOUICTO
roCy/JapCTRA-YICHA» UCKIIOYUTD.

70.B  npemiioxmeHHH 1epBOM  nyHkTa 229 cinoBa  «u (Wim)
HEeNpeAcTaBietus Ieperoja ¢ PycCKOIO Si3bIKa Ha IOCYJApCTBEHHBIH A3bIK
rOCYapCTBa-WieHa, Ha TEPPUTOPUM KOTOPOro obpamactesi BETePUEADHBIN
TeKapCTBEHHBIR IpenapaT B COOTBETCTBHM C YCJIOBUAMH pPETUCTPAIAH,
IPOCKTOB HHCTPYKIHU 10 TPUMCHEHUIO BETSPUHAPHOTO JIEKAPCTECHHOTO
npernapara M TEKCTa Ha IPOCKTe MakeTa YIaKOBKM BETEPHUHAPHOIO
JICKAPCTBEHHOTO Iipenapara ([Ipu HAIMYUM COOTBETCTBYIOMUX TpedoBaHUH
B 32KOHOJIATEeNLCTBE FOCYIAPCTBA-UJICHA)» UCKIIIOYUTh.

71. Ilynkt 233 U3I0KUTE B CINENYIOWEH PeJaKIiin:

«233. PedbepeHTHBIH OpraH mo perucTpaliid Ha OCHOEAHMH CBOJHOTO
MM WTOTOBOTO SKCIEPTHOIO 3aKIMIOUeHHS (B Caydasx, NpelyCcMOTpeHHBIX

nyakramu 217, 218, 226 v 232 wacrosawux [Ipagun) ne nozguee 5 paboumx
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JHEH ¢ AaThl ero IMOJYUYEHHS OT 3KCUEPTHOIO YUPEeKICHHUS MPUHUMALT OJTHO
U3 CJIe/IYIOIIMX PEeIIeHNMN:

a) O TIOJTBEPKIIEHUM ITPUBEHEHUS B COOTBETCTBUE C TPeOOBAHUSIMH
Hactogmux  Ilpasun PETHCTPAIOHHOr0 A0Che BETEPUHAPHOTO
IEKApCTBEHHOTO IIperapara, KOTOPBIM He OTHOCHTCSA K TPyIle (KaTerOpHH )
BETEPUHAPHLIX JICKAPCTBEHHBIX IIpernapaToB (¢ OAHUM HCHCTBYIOIMUM
BEIIECTBOM), 3apEIMCTPUPOBAHHBIX B COOTBEICTBUU C 3aKOHONATEIBCTBOM
IOCYIAPCTB-WICHOB ¥ HE HMMCIOIIMX B COCTaBe AEHCTBYIOIMX BEIECTB
(B ciyyae HaJMHYHSl COOTBETCTBYIONIEH (apMakoneitHoll crarsl ®apmaxonen
Co103a) 110 NepevHIo, IpeIycMOTpeHHOMY ITpriiokeHueM Ne 16 K HacTOsIIMM
[lpaBunam, WM BETEPUHAPHOrO JIEKAPCTBEHHOrO Lpenapara, KOTOPHIH
HE OTHOCHTCS K Trpymie (KaTeropuu) BETEPUHAPHBIX JICKAPCTBEHHEBIX
IIpenapaTos, 3aperuCTPUPOBAHHEIX B COOTBETCTBHH ¢ 3aKOHOJATENHCTBOM
TOCYAApCTB-WIEHOB, N0 HEPEUHIO, IPEYCMOTPEHHOMY HpuiokeHveM No 16!
K nacrosmmM IlpaBminam (¢ BO3MOXHOCTBIO 00pallleHHsT B COOTBETCTBUH
¢ HacrosiuMy lIpaBuinaMM BeTepHUHApHOTrO JIEKAPCTBEHHOIO Ipernapara,
3aPErHCTPUPOBAHHOIO B COOTBETCTBHMM € 3aKOHOAATENHECTBOM TOCYHAPCTB-
WIEHOB, HA TEPPUTOPHSAX TOCYIaPCTB-WICHOB, YIOJIHOMOYCHHBIC OPraHEl
KOTOPHIX ~TIOATBEPAWIM TIPUBCJCHUE PETHCTPANMOHHOIO  HOCHE  ITOTO
nperapara B COOTBETCTRUE ¢ Tpeboranusimu Hactosimx [Ipasun),

6) 0 NONTBEPKIACHUY NPHUBE/CHMS B COOTBETCTBHE ¢ TpeOOBAHMIMU
HACTOSIIIHAX [Tpasun perucTpalMoOHHOro JIOChE BETEPHHAPHOTO
JICKAPCTBEHHOTO ITpernaparta, KOTOPBIH oTHOCHTCS K Ipynre (Kareropuu)
BETEPUHAPHBIX  JICKAPCTBEHHBLIX  [PENaparoB,  3aperdHcTPUPOBAHHBIX
B COOTBETCTBHM C 3aKOHOIATENLCTBOM IOCYIApCcTB-UICHOB, N0 NEPEUHIO,
npeaycMOTpeHHoMy  mpuitoxenumeM  Ne 16! x  macrosmmm  [lpasuinam
(C  BO3BMOKHOCTBIO OOpalleHUsT JTOr0 BETEPUHAPHOI'O  JIEKAPCTBEHHOT'O

npernapara Ha Tamoxkennoi Teppuropun Coiosa);
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B) 00 OTKa3e B MOATBEPNKICHUH IPHBENECHMS PETHCTPAUOHHOTO JO0Che
BETCPUHAPHOTO JIEKAPCTBEHHOTO Npeliapara B COOTBCTCTBHE ¢ TpeOOBaHUSIMU
Hacrosux IpaBum.».

72. B nynkre 234:

a) B IIPENTIOKEHHH TIEPBOM:

CIIOBA «B Clly4ae, MPeAyCMOTPEHHOM NYHKTOM 221» 3aMEHMTE ClI0BAaMHU
«B CIy4asx, NpelycMOTPEeHHBIX nyHKTamu 217, 218, 226 u 232»;

TOIIOJIHUTE CIIOBAMH «C COOMIOAEHUEM KOH(PUAEHUHANEHOCTH CBeJCHIH
00 sKenmepTax, COACPKAITMXCs B 3KCIEPTHOM 3aKIIHYCHUNY;

0) Ipe/UToKeHUEe BTOPOE UCKITFOYNTS.

73. B nmoamyHKTe «r» NyHKTA 235:

a)B abzane NEpBOM CloOBa «IYHKTOM 206» 3aMeHMTS:  CIIOBaMH
«IOAUYHKTOM «a» IyHKTa 206»;

©) B abzale TPEeThLEM CI0BA «U Ha TOCYAAPCTBEHHOM SI3BIKE MOCY apCTBa-
ujicHa, Ha TCPPUTOPUN KOTOPOT'O MPEAIIoaraeTes oOpallleHUe BEeTCPUHAPHOTO
NEKapCTBEHHOro Ipernapata (IpH HaMYMK COOTBETCTBYIONIMX TpeboRaHUH
B 3aKOHOAATENILCTBE I'OCY JapCTBA-WIEHA)» UCKIIIOUHUTH;

B) B ab3aue 4erBepTOM CJI0BAa «M Ha [OCYAAPCTBEHHOM  SI3BIKE
TOCYIapCTBA-WICHA, HA TEPPUTOPHH KOTOPOIO MpeAnosaraeTes obpaiieHue
BETEPUHAPHOTO JIEKAPCTBEHHOTO Mpenapata (pu HATAYUU COOTBETCTRYIOIIMX
TPeOORAHUHN B 3aKOHOAATEIBCTRE NOCYAAPCTRA-UlieHa),» UCKIIOUUTS.

74. Abzan, nepsbld IyHkTa 236 nocie cioBa «lIpaBwi» JomoJHATE
CIOBAMH «(B cHy4ae, TNPELYCMOTPEHHOM IOJIIYHKTOM «a» TyHKTa 233
HacTosmux llpaBui), Mo € BO3MOXKHOCTBE) OOpalllcHUs] BETSPHUHAPHBIX
JIEKapCTBEHHBIX IIPEIapaToB Ha TaMOXXeHHOH Tepputopur Cotosa (B ciydae,

TIPEIYCMOTPEHHOM TOATYHKTOM «O» NTyHKTa 233 Hactosimux [ Ipasum)».
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75. B niyuxre 237:

a) B ab3ale neprom:

nocie  cjIoB  «B  OTHOWEHMM  BeTepUHAPHEIX  JIEKAPCTBEHHBIX
NpernaparoB» JONONHHATE CHOBAMH  «, KOTOpBIE OTHOCATCS K IPYIIe
(KaTeropHun) BETEpUHAPHBIX JISKAPCTBEHHEIX IIPEIIapaToBy;

crnoBa «thapmaxonelHoM CTaThH» 3aMEHUTH ClIoBaMH «dapMaroneHHoil
crateu Papmakonen Corwozay,

0) B abzaie BTOPOM CJIOBA <«JI0 TIOMAYM 3ajABJIICHUS O IPHUBCACHHM
B COOTBETCTBUE PETMCTPALMOHHOIO J0CHE» 3aMEHUTDL CJIOBAMH «JI0 MaTh
WHUIIMMPOBAHMS YTIOMHOMOUEHHBIM OpraHoM HEHCTBHH, TPEIyCMOTPEHHBIX
MOATYHKTOM «a» IyHKTa 200 Hactosiuux [Ipasuiy;

B) B abzale TpeTbeM CJIOBA «I0 IOJAYM 3asBIEeHHs] O TIPHBEICHHU
B COOTBETCTBUE PErUCTPALMOHHOIO J0ChE» 3aMEHHUTH CJIOBAMH 0 HATHI
AHUALAUPOBAHUS YIIOJIHOMOUCHHLIM OpraHoM JICHCTBHH, 1IPEyCMOTPEHHbIX
TONNYHKTOM «a» nyHxra 206 nacrosmx [Ipasun,».

76. B nyHkre 238:

a) B IOJANYHKTe «a» ClIoBa «IyHKTOM 206» 3aMeHHTL CJOBaMU
KHOANYHKTOM «a» nyskra 200»;

0) B IOJIIYHKTE «O»:

Cl10Ba «IyHKTOM 206» 3aMeUUTh CIOBAMM  IIOAITYHKTOM  «a»
myHkTa 206%;

IIOCJIE CIIOBA «1IPErNapaToBy JAOHOIHUTE CIOBAMH «, KOTOPHIE OTHOCATCS
K I'PyIIie (KaTeropyuu) BeTepruHAPHBIX JIeKaPCTBEHHLIX IPENapaToBy.

77.B noanyukTte «B» IyHKTa 240 crnoBa «u (WiM) HeNnpeAcTapRleHue
[IepeBOJa C PYCCKOro sA3bIKa Ha I'OCYJAApPCTBEHHBIN SI3BIK IrocyIapcrBa-ulicHa,
H4 TEPpUTOpUU KOTOporo oOpamniaercsl BeTepUHApPHBIM JIEKAPCTBEHHBIH
[ipenapar B COOTBETCTBUH C YCJIOBHIMH PErHCTPAIMH, IPOCSKTa HHCTPYKIHH

10 HNPUMCHCHHIO BETEPHHAPHOIO JNEKAPCTBEHHOI'0 nperapara W TCeKCTa Ha
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[[POEKTEe MaxeTa YIAKOBKYA BETEPHHAPHOTO JIEKapCTBEHHOTO Tpenapara
(Ipy  HATMYU@  COOTBETCTBYIOLMX TpeOOBaHUM B 3aKOHOJATEILCTBE
roCyJapCTBA-4ICHA }» HCKIIIOUUTE.

78. Ilpemyioxkerue BTOpoe IOANYHKTA «a» NyHKTa 241 mocne cios
«AcCneioBaHAi  (MCUBITAHUH)»  JONONHWTE  CIORAMMU «o0pazuoB
BETEPUHAPHOTO JIEKAPCTBEHHOTO CPEACTBAY.

79. TIONMYHBKTEI «€» M «H» IIyHKTa 249 HCKITIOYUTD.

80. IIyHKT 254 npwu3HaTh yTPATURIIIUM CHITY.

81. B rynkTe 255:

a)mocne  ad3aua  [EepBOre  AONONHUTL — a03aleM  CHERYIONEero
COJIEPIKAHMSL:

«aKTyalld3uPOBAHHOE CBOJHOE WM UTOIOBOE 3KCHEPTHOE 3AKITIOUEHHE
(B ciaydasx, olpeleleHHsix HacTodummu [IpaBunamu) ¢ coOmromenvem
KOHGUACHITAANLHOCTH — CBeJeHUH 00 DKCTeprax,  COIepKaluXcs
B 3KCIIEPTHOM 3aKITFOUEHHH ;)

©) ab3anbl BTOPOid ¥ TPETUH U3NOXUTH B CIEAYIONIEH PEeNaKIIiu:

CMHCTPYKLHIO 110 TNPUMEHEHUIO BETEPUHAPHOTO  NEKapCTBEHHOTO
nperapara Ha pyCCKOM S3bIKE;

MaKeTh! NEePBUYHON M IIPH HAJWYUU BTOPHYHOM YIAKOBOK HA PYCCKOM
S3BIKE ¢ YKa3aHMEM Ha HUX PErHCTPAllMOHHOIO HOMEpPa BeTECPUHAPHOTO
JICKAPCTBEHHOI'O TIPEnapara..

82. JIOIIOJIHUTE MyHKTOM 2551cne,uy10mero COICPHAHMSL:

«255". TlepeBox JIOKYMEHTOB, VKa3anHBIX B NYHKTe 249 HaCTOAHIHX
[TpaBui1, ¢ pyccKOro si3bIKa Ha TOCYHAPCTBEHHBIN SI3LIK HOBOI'O IOCyAapcTRa~
YJICHA OCYIICCTBASIETCA HOBBIM YIIOJHOMOYEHHBIM OPrasoM U (MJIH) HOBEIM
DKCIIEPTHBIM YUpexIeHneM (Mpy HaW49MHM COOTBETCTBYIOIIMX TpeboBaHui

B 3aKOHOATENLCTBE roCy/JapcTBa-uieHa).
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ITeperog HHCTPYKIUH 10 HPUMCHEHHUIO BETEPUHAPHOTO JICKAPCTREHHOTO

npernapara M TEeKCTOB HA Makerax YIAKOBOK, YKazaHHBIX B NyHKTe 255
HacToAlux tipaBuil, ¢ pycCcKOro sI3bIKa HA TOCYAAPCTBEHHBIA S3BIK HOBOTO
rocylapcrtpa-wieHa  (MpU  HAIWYAKM  COOTBETCTBYIONHMX  TpebOBaHUH
B 3aKOHCHATEINbCTBE TOCYAApPCTBa-UileHAa) OCYIISCTBISETCS 3asBHTEICM
B COOTBETCTBAH ¢ MyHKTOM 42° pactodmmpx IIpaBHi 1O COracoBaHHIO
¢ HOBBIM YIIOJTHOMOYEHHBIM OPTaHOM.».

83. B mpeasioxkeHHH BTOPOM IOANMYHKTa «e» IIyYHKTa 264 crnosa
«Takoe HECOOTBETCTBHE» 3aMEHMTh cnoBaMu «MHpopmalMs o TakoM
HECOOTBETCTBUMY, CIIOBO «OCYIIECTBICHNAS) 3aMCHUTD CIIOBOM «IIPOBCISHMSY,

84. IIyHKT 265 nipu3HaTh yIPATUBIIUMU CHUITY.

85. B niyHKTe 266:

B ab3aiax BTOPOM — BOCHBMOM clioBa «lIpaBuil, OPUHHMAET» 3aMEHHTL
cnoBamu «lIpasun, - HpUHUMALTY;

B abzane Cce/lbMOM CJIOBO «OCYIUIECTBICHHUS» 3aMEHHTH CJIOBOM
«TIPOBEICHUS;

ab3aly JeBSTHIM MOCiIe CJIOBAa «YBEJOMIIAETCS» ITOIONHHTE CIIOBAMHU
«IYTEM HaIpapJIeHMs HHPOPMALTUHY .

86. JIONOAHKTE IIyHKTOM 266! CIIeIyIOIero coAepKanys:

266'. Pertierivie 0 pHOCTAHOBICHUH OOPAILCHUS! CEPHM BETEPUHAPHOTO
NEKApCTBEHHOIO 1Iperapara Ha TePPUTOPUAX HECKOJBKHUX TOCY/1apCTR-UNICHOB
NPUHUMAETCS TEM YIOJHOMOYEHHBIM OPraBOM, KOTOPBIA SBJISUICS HA ATy
perucTpallid  3TOTO  BETEPHHAPHOIO  JIZKAPCTBEHHOIO  Hperapara
pedepeHTHEIM  OpPraHoM [0 PErUCTPalliM, a4 Ha TEeppUTOPKHH  OJIHOIO
U3 FOCYAPCTB-WICHOB — YIMONHOMOUYEHHBIM OpPraHOM 3TOr0 TOCYAapcTBa-
yiIcHa, Ha OCHOBAHHHU:

a) MHMIMATHBHOIO  3asBICHMS  TIPaBOOOIajaTeNlss  BETCPHHAPHOTO

NeKapCTBEHHOr0 Ipenapara o© [PUOCTAHOBINEHWM OOpallcHus Cepuu
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BETEPUHAPHOIO JIEKapCTBEHHOrO Mpenapara (¢ ykazaHxeM TMpearnoiaraeMok
JaThl  Bo3oOHOBieHMsI 0OpalleHMs) HAa OyMaxHoM Hocurelie Hu  (WiIn)
B DJEKTPOHHOM BHAE Ha PYCCKOM fA3bIKE IIO (opMe, NPeyCMOTPeHHOH
npunoxxkenneM Ne 10 x Hacrosizum [paswiam (dpopma 10.8);

0) MePBHUHOrO BLIABJICHMST HECOOTBETCTRUS 0OPaA3LOB BETCPHHAPHOTO
JIEKAPCTBEHHOrO  Tperaparta  ONpejelieHHOW  cepudm  TpeOOBaHHIM
HOPMATUBHOTO JOKYMCHTA Ha RETEPMHAPHOE JIEKapPCTBEHHOE CPENCTBO IO
HUTOraM OCYLICCTBIEHUS BLIOOPOUHOIO KOHTPOUNS KAadeCcTBA BETEPHHAPHEIX
JICKAPCTBEHHBIX IIPETIAPATOB.».

87. IlyHxTe 267 1 268 UpU3HATE YTPATUBIIMMY CUTTY.

8§8. B abzamax BTOPOM M TpPeTheM ITyYHKTa 209 cloBa «IIyHKTa 2635%
3aMEHHTH CJIOBAMY «IIYHKTA 266,

89. Jlomonuuts nyHKkTamMu 272 u 2727 claenyromero coaepKaHus:

«272". IlpencrasieHinie mpasoobnagareneM BCTEPUHAPHOTO
NEKapCTBEHHOTQ NpenapaTa B COOTBETCTBUM ¢ ad3auaMud BTOPBIM, YUETRBEPTHIM,
HICCTHIM M CCABMBIM MYHKTa 2660 1 a03alieM TPeTbUM MYHKTa 269 HACTOSIIHX
IIpaBun pe3ysbTaThl LOIOJIHHUTEIBHO TIPOBEACHHBRIX DKCIEPTH3 M HHBIS
MATCPUAJIEL He TT03/IHee S pabouunx JHeH ¢ JaThl WX HOJYyYeHUs HalmpaBIIsioTC
pedepeHTHLEIM OpPraHoM MO PEerucTpallid WIH YIIOJMHOMOYEHHBIM OPraHoM
B DKCIIEPTHOE YUPEKICHUE IS aHATA3A.

2727, PedepeHTHEI Oprad 10 perdcTpaud WIH  YIOJHOMOYEHHEI!
OpraH He MO03JHee 3 padouyux AHEH ¢ JaThl [OJIYYCHHS 3aKIIOUCHHS
SKCTIEPTHOTO YUPSXKICHHUS ¢  pe3yabTaTaMH TMPOBE/JICHHOTO  COIVIACHO
nyHKTY 273 "Hactosimux IlpaBun ananusa:

a) IPUHUMAET PEeLIEHHUE O COXPAHEHHWH IIPUOCTAHOBIICHUA OOpallleHuUs
BETEPHUHAPHOTO JEKAPCTBEHHOTO TpenapaTa WK ero CepHH N0 YCTPaHCHHS
OPUYHMH, NPEACTABISIOMIUX YIPO3y 3HOPOBBIO, JKU3HU UYeNOBEKa MW

KHBOTHBIX IIPH TIPUMEHCHHH BETCPHUHAPHOI'C JICKAPCTBCHHOI'O Mpeliapara,




28

nuG0 [0  BHECEHWS {3MeHenuii B MHCTPYKOWIO [0  HPUMEHEHWIO
BETEPHHAPHOIO NEKAPCTBEHHOIO IIperapara (B cilydae eCjIM 3KCIEPTHHIM
YUPEKICHUEM BEIHECEHO 3aKJII0MCHHIE O TOM, YTO IPUUYUHEI IIPHOCTAHORIICHHS
OOpalleHUsl BETEPHHAPHOIO JISKAPCTBEHHOI'O TMpenapara Wi ero CepHH
HC YyCTpaHeHw! (HAaOpUMEp, TIPUMCHCHUE BETEPUHAPHOTO JEKapCTBEHHOIO
mpenapara InpeicTaBiisieT Yrpo3y 3/0POBEI), XKU3HH YeI0BeKa HIIH KUBOTHBLIX
M (MnM)  CBEJAEGHHS O  BETCPUHAPHOM  JIEKapCTBEHHOM  HOperapare
HC COOTBETCTBYIOT CBCICHHSM, COACPKAIIUMCS B HUHCTPYKUHH 110 €ro
IIPUMEHEHUI0)) U yBEJOMSeT  IpaBooOnajgatellsi  BETEPHHAPHOIO
JIEKapCTBEHHOTO lIpenapara (IyTeM Harpasiesus: HndopMaum Ha 6yMax HOM
HOCHUTENEe W I10 3JIeKTPOHHOH TOoUTEe) O NPUHSTOM peUIeHHd ¢ yKazaHHeM
OPUYHAH [PHOCTAHOBICHHAS OOpallleHus] BETEPUHAPHOTO JIEKAPCTBEHHOTO
npenapara ¥ ¢ IPAIoKEeHHEeM KOIMMH 3aKII09eHUSI DKCIIEPTHOTO YUPEKASHNS;

0) IpUHUMAET pellleHre 0 BO300HOBICHUM OOpAllleHHs] BeTePHHAPHOTO
JEKapCTBCHHOTO TIpernapara Wi ero Cepur 1M HanpapisgeT npaBoodIagaTeio
BCTCPUHAPHOTO JICKAPCTBEHHOrO lpenapara (Ha OYM&XHOM HOCHTENIe
WU 10 DIEKTPOHHOM 1I0YTE) KOTHIO 3aKIKUYEHHs] 3KCHEPTHOrO VUpeKIeHHS
(B City4ac ecim SKCIEPTHLIM YUPEKICHHEM BBIHECEHO 3AKITIOYCHHE O TOM, 4TO
NPUYMHEL TIPHOCTAHOBJIEHMS OO0pallleHnus BETEPHHAPHOIO JIEKAPCTBCHHOIO
npenapara  ycTpaHeHBl  (Hanpumep, — OPUMCHCHHME  BETEPUHAPHOTO
JIEKAPCTBEHHOI'O IIpernapara HE IIPEJACTAaBIBICT YIrPO3y B3JICPOBBIO, JKH3HU
YeJIOBEKa WJIM JKUBOTHBIX, a CBELCHMUS O BCTEPUHAPHOM JIEKAPCTBEHHOM
[perapare COOTBETCTBYIOT CBEACHMSIM, COIEPKaIIUMEs B HHCTPYKIIUHE 10 €ro
[IPUMEHEHULO }).».

90. ITyuxkT 274 DOMONHATH aG3aleM CIASTYIOMEro COJICPKAHM:

«B  mepuon  npuwocTaHoBiIEHHs — oOpallieHHsT  BETEPHUHAPHOTO
JAeKapCTBEHHOTO npenapara 3anpelaroTes €To IPOM3BBOACTRO,

TPaHCIIOPTHUPOBKA, OTIIYCK, peain3alys, IIPUMCHCHHC, BBO3 HA TAMOXCHHYIO
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TeppuToprio (oio3a, mnepeMelieHne Mo TaMOXeHHOH Tepputopun Coiosa
M BBIBO3 C TaMOXXeHHOH TeppuTopun Cor3a.».

91. B nynxre 282:

a) MOJITYHKT «0» WU3JIOXKHTE B CISAYIONIeH peaKIMK:

«0) peficTyroud ceptudukar (wir xonus cepTudUKaTa, 3aBepeHHAS
B YCTAHOBJIEHHOM MOPSIKE), BBIAAHHBIA B COOTBETCTBMM € HOAMYHKTOM «O»
nyskTa 9 Hacrosux [pasut.

I'ocypnaperBa-uiieHsl B3aUMHO TNPH3HAIOT JTHIEH3MM Ha IPOH3BOICTBO
BeTEPUHAPHBIX JIEKAPCTBEHHBIX CPCACTB ¥ (MAH) cepTH(UKATEL, BLIIaBACMBIC
YIOJIHOMOYEHHBIMM OPIraHaMH B COOTBETCTBHH C TIOJIYHKTAMHM «a» W «O»
nyskTa 9 macrosinux I pasuir.

B crnydae HEBO3ZMOXHOCTH NpEACTaBIeH s e CTBYIOMEro cepTuhuKaTa
pud IoJade 3asgBICHUS O PErucTpanyy BeTepHHAPHOTO JeKapCTBEHHOTO
riperapara 3asBUTEb MPeCTABISIET BMECTO HEro:

KOIMIO  PEIICHMS  YIOJHOMOUSHHOTO  OpraHa O  [POBEACHUH
dbapmaleBTHYECKOH HHCICKIMHA HAa COOTBETCTBHE YCIOBHH IPOM3BOJCTBA
TpeboBanusm  IlpaBun  gaanexameld  OpPOU3BOIACTBEHHOW  NPaKkTHKU
(1% NPEITPUATHI-TIPOU3BOAUTCHEH TOCYIAPCTR-HIIEHOB) MK O LIDOBCACHUU
COBMECCTHOH (apMalieBTHUeCKOH MHCIICKIIMK Ha COOTBCTCTBUE YCIIOBHH
TIPOU3BOJCTBA CTpaHbI-TIpou3BoANTENs TpeboBanuam llpaBun napnexamei
IIPOH3BOJICTBEHHON TNMpPaKTUKA (U1 UPeANpUATUH-TIPOU3BOAUTENEH TPETHIX
CTpaH);

KOIHIO JOChE MPOU3BOJ/ICTBEHHOTO yUacTKa (MacTep-daiin).

B ciiyuae HeBO3MOXKHOCTH PE/ICTaBICHU AcHCTBYIOLIEro cepTrdukata
IpU 110j1a4¢ 3asBJCHHUA O [PHUBEICHUH B COOTBETCTBHE PETHCTPALHOHHOTO
JIOCKE 3asIBUTEIB IPECTABIISICT BMECTO HETO!

KOMNHIO  pPeHISHMs.  YIIOJHOMOYCHHOIO  OpraHa O  IPOBEACHHU

(hapmarieBTUYECKOH HHCMEKLWH Ha COOTBETCTBHE YCIOBHWH NPOW3BOJICTBA
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TpeOOBaHMSM [TpaBun HasIexalen MPOU3BOACTBEHHOMN [TPAKTHKH
(Ul TIPeMIPUATHA-IIPCU3BOAUTENEH TOCYAapCTB-WIEHOB) WM O IPOBEACHHE
COBMECTHOM  (apMmaleBTUUeCKOd MHCIEKIIMM Ha  COOTBETCTBHE  YCJIOBMI
HPOH3BOJICTBA  CTPaHbI-Ipou3BoaUTeNd TpebopanuaMm HpaBwn nauiexaiei
TPOU3BOJICTREHHOH MPAKTHKA (Ul PeAIPUsITHA-IIPOU3BOANTENCH TPETEUX
CTpaH);

KOTIVIIO ZIOCHE TTPON3BOJICTBEHHOIO yHacTKa (Mactep-(aiin);

KOITHIO TOCIIEJTHETO MHCIIEKIMOHHOTO 0THeTA, BBIJIAHHOT'O
VIIONHOMOYEHHBIM  OPraHOM WM KOMIICTCHTHBIM OpraHOM HE paHee ueM
32 3 roja A0 Jarkl HOJA4M  3asBJICHUS O IPUBCIACHHH B COOTBETCTBHE
PErUCTPAIMOHHOTO AOCHE;

CBEICHUS O pe3yspTaTaX RceX WHCMEKUMH JTaHHOH IIPOW3BOJICTREHHOM
IUIOIIAAKK  Ha  COOTBeTcTBME  TpeOoBaHusM  Ilpapun  Haanexarned
[PONU3BOJCTBEHHON TIPAaKTUKH, NPOBEACHHBIX 3a [PEAIISCTBYIOIME 3 roja
J0 JIaTBl TTOJIAYM 3asBIECHUS O NIPUBCACHUHM B COOTBETCTBHE DETHCTPALHUOHHOIO
J0ChE;

CBEJICHUSI O HaIW4uy (OTCYTCTBHH) peKllaMalui B OTHOIISHWH KadecTha
BETEPUHAPHOIO JICKAPCTBCHHOI'C  [pellapara, UPOWSBCACHHOIO Ha  JIaHHOM
TPOM3BOICTBEHHON TUIOLLAJIKE, 38 NOCIEAHUE 3 1o/la € LPELOCTABICHHEM KOMUH
STHX peKJIaMaliiii;»;

0) NOIIYHKT «K» U3JIOXKUTE B CHEAYIOICH peaKi1H:

«K) JOKYMEHTBHI, cofieprkanine TpeOoBaHus K KauecTBy (hapMalieBTHISCKOH
cyOCTaHIUM W OITHCAHME Ce METOJ0B KOHTPOJIA JMOO yKa3aHWUe CCHUIKH Ha
dapmaxoneiinsic cratbyt Papmaxorien Coroza Unn GapMakolicyl rocyaapcrsa-
YNIEHA (10K HAJIMYAN );»;

B) JOTOIHHTE MOAITYHKTOM «H» CIIEIYIOMIETO COICPIKAHSE:

«u') pelicTByrolllas JMIEH3Us Ha IPOM3BOJCTBO  (hapManeBTHYECKOM

C}’6CT&HHHH, BBEITAHHAA B COOTBETCTBHH C ITOAJIIYHKTOM «a» ITYHKTAa 9 HACTOIIHUX
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HpaBHH, WJin  JOKYMEHT, HO,IITBGp')KI[aIOIHI/If{ COOTBECTCTBHUC  IIPOM3BOACTBA

dhapMaleBTUYCCKON  cyOCTaHIMK  [paBUNaM  HaJulexaulel  [pOU3BOJICTREHHON
NPAKTHKKA CTPaHbI-IIPOU3BOANTES, BEITAHHBIN KOMIIETCHTHBIM OPIraHOM TPeTheH
CTpaHbl, JUIS KAKIOH POU3BOACTBEHHOM INIOLIA/IKH, Ha KOTOPOH OCYIECTRISIETCS
IIPOM3BOACTRO (DapMaleBTHHECKOH CyOCTaHIMM; Y.

92.B mynkTte 284 CIOBO «peakTHBAM» 3aMEHUTE CIOBAMM «PCaKTHBAM
(peareHTam)».

93. JononuuTs MyHKToM 330! ¢re/TyIoLero cofepyaHus:

«330!, Cenennis 06 YIONHOMOYEHHBIX  JIMIAX TTPOM3BOANTENCH
BETEPHHAPHBIX ~ JEKAPCTBEHHBIX CPEACTB IO Pe3ynnTaraM  TIPOBEICHHOM
ATTECTALMU Pa3MELAIOTCsl B peectpax YIIOMHOMOUCHHBIX UL TPOU3BOAMTENCH
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBYIONIEIO IOCYAapcTBa-y/icHa
Ha OQHUIMAIBGHBIX CcaldTax YIIOMHOMOYEHHBIX OpPraHoB B COOTBETCTBHUA ¢
MOPSIKOM, YCTAHOBIICHHBIM 3aKOHO/IATCIIBCTBOM T'OCYAApCTBa-11TeHa.».

94.B mynkre 335 cnoBa «O K&YECTBEHHBIX XU HEeJOOPOKAYECTBEHHBIX
BETCPUHAPHBIX JIEKAPCTBEHHBIX Tpenaparax, a Takke GanbCHPUIMpPOBaHHBIX
U (AIH) KOHTpa(aKTHBIX BETCPHHAPHBIX JICKAPCTREHHBIX MperapaTaxy 3aMeHUTE
CIIOBAMH «O HEKa4YeCTBEHHEIX, (Qanscu(UIMPOBAHHBIX H (HIH) KOHTpahaKTHEIX
BETEPMHAPHBIX JIEKAPCTBEHHBIX CPECTRAXY.

05.B myHkTe 336 cloBa «HEIOOPOKAYECTBEHHBIX  BETCPUHAPHBIX
JIEKAPCTBEHHRIX  [penaparoB, a Tawke QanscnuMpoBaHHBIX ¥ (WTH)
KOHTPA(haKTHEIX BETCEUHAPHBIX JICKAPCTBEHHBIX MPENApaToBy 3aMEHUTE CIIOBAME
«HEKaueCTBEHHBIX,  QalsCHOUITMPOBaHELIX ®  (WiM)  KOHTpadakTHBIX
BETEPHHAPHLIX TEKAPCTBEHHBIX CPEICTRY.

96. TlyrxTe! 338 1 339 M3NOXKUTE B CICTYIOMIEH PeaKiMu:

«338.BBo3 Ha TamoxkeHHylo Tteppuropuio (Coro3a (papMaleBTHUYCCKUX
cyOCTaHTIH# ocyLIecTBIsieTcs PH YCJIOBUM HAMUSL HA MOMEHT YBEHOMIICHHSI

TAMOJKEHHOTO OpraHa rocyJaperea-wieHa o TNpUOBITHH TaKOro ToBapa Ha
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TAMOXKCHHYIO —TeppurTopuio  (Colo3a  paspellieHHsT Ha BBO3,  BBLAAHHOTO
YIIOJIHOMOYEHHBIM OpPTaHOM B ITOPSIKE, YCTAHOBJIEHHOM 3aKOHOIATCIILCTROM
rocyapcTBa-uscHa.

Beo3z Ha rtamoxkenHyro tepparopuro  Coroza  papManeBTHUeCKux
CyOCTaHIINH, BHECEHEBIX B YCTAHOBIEHHOM HacTOAIMMU |lpaBumamu mopsiike
B PeecTp BETEpPHUHAPHBIX JIEKAPCTBEHHBIX MpernapatoB (01033, OCYIIECTRISIETCS
B ile)igX [POU3BOJCTBA MIHM PCANM3alMM  BETEPUHAPHEIX  JICKAPCTBEHHBIX
IIpenaparoB, 3aperMCTPUPOBAaHHBIX B COOTBETCTBUM C HacTosiummu lIpasumamuy,
a TaKKe B LENIX allTeUHOro W3rOTOBIICHHUS BETCPUHAPHBIX JIEKAPCTBEHHBIXK
IpenaparoB ¢ YIeTOM MOJOXKEHUI MOAMYHKTA «BY TIyHKTa 13 HacTosmx Ipasw.

Beoz wa rtamoxennyr Tepputopuio Coro3a  apManeRTHUYCCKUX
cyOcTaHIpi, e BHECEHHBIX B PEECTP BETEPUHAPHBIX JICKAPCTBEHHBIX NIPEIIApaTOB
Coroza, OCYLIECTRIISCTCH B LENSIX:

pazpaboTKy BeTePUHAPHBIX JICKAPCTBEHHEBIX CPEICTB;

NPOBCACHUS — MCCIICHOBAHMI  (MCIHbITAaHUi)  cTaHjapTHeiX  00pasIoB
JICUCTBYIOIIMX ~ BELUIECTB  [IPU  YCIHOBMU  TIOCHEAYIOIIEIO  YHWUYTOXKCHUS
(yTMIH3aIMK) Ha TEPPUTOPHUHE TOCYAApCTBA-WIeHa 3a CHeT CPEACTR BIa/eIbla
HEH3PACXOIOBaHHBIX O0pa3L0B WM OCTaTKOB BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEJICTB TIOCIE 3aBEPIICHUS HCCISNOBAHMYU (UCHBITAHMH) WM WX BBIBO3A
¢ TaMOKCHHON TeppuTopun (Coto3a B COOTBETCTBUM C TAMOXKCHHOM HPOUEILYPOH,
JIOITY CKarOILEH TaKOH BBIBO3,;

IKCIIEPTH3BI BETCPUHAPHBIX JICKAPCTBEHHBIX CPSICTB B PAMKAX MPOTICAYPLI
PETHCTpalliY  BETEPUHAPHBIX  JIGKAPCTBEHHBIX  1IPETIaparoB  TPM  YCIIOBHU
MOCJIEAYIONIEr0 YHHITOXKeHUs (YTUIM3allMK) Ha TEPPUTOPHH ToCyIapcTRa-wicHa
332 CYeT CPEJACTR BJajeNblla HEU3PACXOJ0BAHHHIX 00pa3lioB MIM  OCTATKOB
BETEPUHAPHBIX JIEKAPCTBEHHLIX CPE/ICTB M0CE 3aBSPIISHUS DKCIIEPTU3E] Ml UX
BBIBO3a ¢ TaMOXKeHHOH Tepputopuu (Coro3a B COOTBETCTBMM C TAMOXEHHOM

IIPOLIEIYPOH, TOMYCKAIOIIER TaKOH BBIBO3,
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IPOM3BOJCTBA  OMBITHO-NIPOMBHILIEHHON — [apTHU  BETEPUHAPHOTO
JIEKAPCTBEHHOrO TIpenapara Uil AOKIMHMYECKHUX HCCIENOBAaHAN (MCIBITAHMN)
BETCPUHAPHBIX  JIEKAPCTBEHHBIX  CPEACTB M KIMHHAYECKUX — HCCICHAOBAHHH
(ACTIBITAnMI) BETEPHHAPHBIX JIEKAPCTBEHHLIX MTPETIapaToB.

339.Bo3 Ha TtaMoxenHywo teppuropuio Corosa  GapMaleBTUYSCKUX
cyOcTaHIui Ul anTeyHOUO W3IOTOBJEHHUS BETePUMHAPHBIX JIEKApCTBEHHBIX
TIPETapaToB  OCYIIECTBIIETCS B YCTAHOBIEHHOM  3aKOHOJATETLCTBOM
roCy 1apCTBa-wWICHA NOPSIKE.».

97. B nnynkre 340:

a)R TOAMYHKTE «O» ClORA «(KIMHUUSCKUX WCCIeJOBAHUM (WCIBITanuif)
BETEPHHAPHOTD JIEKAPCTBEHHOTO CPE/ICTRA» 3AMEHUTH CIOBAMH «KITHHUYCCKUX.
WCCNeoBaHuH (MCIBITaHUH) BETePHHAPHOTO JTEKAPCTBEHHOTO MIPErapaTay;

0) Ipe/UIOKEHHEe BTOpOE MOMIMYHKTOB  «JI» — «3» TIOCHE  CIOB
«B KONMWHYECTBE,» HOIMOJHUTL CIIOBAMM «YKa3aHHOM B TapaHTUMHOM ITUCHME,
3alIpoce Ha pazpelieHne BBO3a WIH PELSIITe,».

98. IIynkr 341 JOHNONHHTE CIOBAMM «B COIPOBOXKICHUH JOKYMEHTA
TIPOU3BOIUTEI BETEPUHAPHOI'O JICKAPCTBEHHOI'O CPEICTBA, IOJITBEPIKIAOIISTO
ero KauecTBO M 0e30MacHOCTh (CepTU(UKAT Ka4ecTRa, aHATMTHYCCKUN [acIopT
H JIP. ), 33 UCKJIFOUEHHEM BETCPUHAPHBIX JIEKAPCTBECHHBIX TIPEIAPATOB JITS TUUHOIO
OTPEOIICHHUSI.

99.Tlyakr 342  jmomonmuuTh — cloBaMH  «(cepThduKaT  KadyecTra,
AHATMTHYCCKAN LactCpT ¥ JIP.), 32 ACKIIFOYCHHUEM BCTCPUHAPHBIX JIEKAPCTBEHHBIX
TIPETIAPATOB ISl JIMUHOTO OTpeONeH sy,

100. Liyaxrsr 343 — 346 npu3Hare yTpaTUBLIMM CHITY.

101. B myukre 348 cioBa «, nyHKTOB 343 v 344» UCKIOYHTE.

102. B abzane rTopoMm mogpazsiena 3.3 npwiokendst No 3 K yKazaHHBIM

I'TpaBumam crnoBa «¥ KaTuOpOBaHO» 3aMEHUTE CIIOBAME «H (MJTH) KaTHOPOBaroy,
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103. B npunoxennd Ne 5 K yKasaHHBM ITpaBunam:

a) B pasueae I:

B IIYHKTE 7:

JOMOJHUTH MOANYHKTOM «H'» CIIEYIOIIEro CoIepKaHus:

«u') cratyc obpalleHys BETEPHHAPHOTO JEKAPCTBEHHOTO IIpelapara:

JAHHBIE O CTATyCe YKA3bIBAKOTCH C YUCTOM IOJIOKEHUH MOJIMYHKTA «I
uyHkra 7 pasgena 1l wacrosmuero Ilopsinka («eBoOGoguoe obOparieHHe,
«hasibcuuraT?, «KOHTpadakT», «odpallleHre mperapara MPUOCTAHOBIEHO,
«oOpallleHne Cepuyl TPUOCTAHOBICHO», «Ipenapar M3biAT U3 OOpalieHus»,
«cepust U3bsTa U3 00paIeHus» );

ZAHHBIEC O CTATYCE YKa3blBAOTCH C YUETOM TOJNOKEHUH MOIIYHKTA (3%
nynkra 7 pazpena IV mactosuuero Ilopsiika {«cBoGopHoe oOparmenuey
(L1 BETEPMHAPHBIX JICKAPCTBEHHBIX [IPENapaToR, IMPOH3BOAMTENb KOTOPHIX
uMeer gelcreyrommi  ceprudmkar) Mam  «oOpalienre  OrpaHHueHo»
(U1t BCTEPHHAPHBIX JNEKAPCTBCHHBIX NPenaparoB, NPOHM3BEACHHBIX I10CHE
JATHl, KOT/I2 Y UX TPOU3ROAUTENst OLIN OTO3BaH cepruduKar, ero naeicreue
IIpEKpaIleHo WK ero AefCTBHE NPUOCTAHOBIEHO));»;

B MOJIIYHKTE <JI» CIIOBA «TaMO)XeHHas TeppuTopHs (Coro3a» 2aMCHUTH
CIOBaMM «yKasblaeTcs «EBpasHiiCKUU 9KOHOMHYECKUM COI03Y;

B IOHILYHKTE «H» CIIOBA (IIOJHOE¢ HAUMEHOBAHME» 3aMEHUTh CIIOBAMM
«KOJ1, IIOJTHOC HAUMEHOBAHHE

IYHKT 8 U3II0KHUTh B CIEAYIOLEN PeTaKIIMU:

«8. B ciyyae oTMenbl PEruMcTpaliid BETePUHAPHOTO JICKAPCTBEHHOTO
fIpernapara COOTBETCTBYIOIME CBENCHUS MHEPefaloTcsl YIOJIHOMOYEHHBIMHI
opraHaMH W (KWI¥) OBKCHEepTHBIMKA  yupexjenusmMd B Komuccuro
C MCIIOJIb30BAHUEM CPE/ICTB HATETPUPOBAHHON CHCTEMBI B TEUCHHUE 5 pabouux
JHEH ¢ JaThl NIPUHSITHS TAKOI'O PELIEHUs JUld BHCCEHUSI U3MEHCHUH B peecTp

BETEPUHAPHBIX JICKAPCTBCHHEIX TIPCIIAPATOB COE03a, HC HCKJItOHas IIpH 3TOM
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CBCACHHUH U3 peecTpa BETECPHHADHBIX JIEKAPCTBEHHEBIX IpenaparoB Coroza
O BETEPHHAPHOM JICKAPCTBEHHOM IIpemnapare, perucrpauus KOTOporo
NMpU3HAHA HEJECHCTBUATEIBHON. »;

B IyHKTe 1 3;

B al3aue I1epBOM clioBa «He McHee dem 20 JeT ¢ jaThl MORaYd
325ABJICHUS. Ha PErMCTPAIMIO BETCPHHAPHOI'O JICKAPCTBEHHOrO Mpenaparay
UCKIIIOYU T

JOTIIOJIHATE [OJITYHKTCM «B» CIEHYIOUIETO COICPIKAHNS:

«B) COIJIACOBAaHHBIE HOPMATHBHBIC [JOKYMCHTHI Ha BETePHUHAPHEIE
JIEKapCTBEHHBIE CPEACTBA, HHCTPYKLUMHU IO UCIIOJIB30BAHKUIO CPEIICTB U MaKeThl
YLAKOBOK CPEJICTB.»;

JOIIOJTHUTE MyHKTaMK 14 1 15 cremyroniero coaepkasust:

«l4.C parel 1ogauud 3asBICHUS HA PETUCTPALMIO BETEPUHAPHOTO
JICKAPCTBEHHOIO TIperapara XpaHeHue B JIeKTPOHHOM BHjE JOKYMEHTOB,
yKkazaHHBIX B InOyHKTe 13 Hacrosmuero Ilopsinka, obecnedmBacTes
petpepeHTHLIMH OpraHaMy II0 PETUCTpallMM B TEHUCHHE <poKa JeHCTBHS
perucTpaliii BeTepuHApHOIO JIEKapCTBCHHOIO IIperapara U He MeHee 5 J1eT
[0Cile  OKOHMAHWsl CPOKa  ACHCTBUA  PEIMCTPALMK  BETEPUHAPHOTO
JIEKapCTBEHHOI'O Npenapara (XpaHeHHe JIOKYMEHTOB Ha OYMAaKHOM HOCHUTENe
OCYLIECTBISICTCS TTPH HEOOXOJUMOCTH ).

15. Xpanenue, KOMIUIEKTOBaHWe, ydYeT, TMepegadya B apXuB
W HCIOJB30BAHHUE APXMBHBEIX JOKYMEHTOB, VYKa3aHHBIX B TIyHKTE 13
HACTOSALIErO ITopsaka, OCYILECTRIISETCS B COOTBETCTBUM
C 3aKOHOIATE/ILCTBOM TOCYAPCTBA-UICHA.»;

0) B paznene I1:

B HAaMMEHOBaHHU CJIOBA «O Ka4YECTBEHHBIX M HeJ0DpOKaueCTBEHHBIX
BETEPUHAPHBIX JIEKAPCTBEHHBIX IIperapaTax, a Takxe QanscuhHuIHPOBAHHEIX

M (MnM) KOHTpadaxKTHBIX BETePUHAPHBIX JIEKapCTBEHHBIX —Iperaparaxy
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3aMEHMTH CJIOBAMHM «O HCKAYCCTBEHHBIX, (alsCHbHIMPOBAHHRIX W (WIH)
KOHTpaakTHBIX BETEPHHAPHBIX JIEKAPCTBEHHbIX CPECTBAXY;

10 TEKCTY CJIOBO «HEJ0OpPOKAUECTBEHHBIN) B COOTBETCTBYIOIIMX YHCIIC
# 113J1eKe 3aMEHHTH CTOBOM «HEKaueCTBEHHAIN» B COOTBETCTBYIOIIHMX YHCIIE
H [&/IeKe, CIHOBO «HEHOOPOKAYECTBEHHOCTE» B COOTBETCTBYIOIIMX UHUCIIE
M NAJIEKE 3aMEHUTD CIIOBOM «HEKAYECTBEHHOCTBY B COOTBETCTBYIOUIUMX THCIIE
U NaJiexKe;

B UyHKTe | CIIoBa «O0 Ka4YeCTBEHHEIX M HENOOPOKAYCCTBEHHRIX
BeTCpHHAPHBIX JICKAPCTBEHHLIX IIpernaparax, a Takke PanberuPUIMPOBAHHBIX
M (M) KOHTpaakTHBIX BETCPHHAPHBIX JICKAPCTBEHHBIX IIPEHapaTax»
3AMCHMTE CJIOBAMHK «O HEKAUCCTBEHHBIX, (PanbCUPUIMPOBAHHBIX U (¥H)
KOHTpa(hakTHBIX BETEPUHAPHBIX JICKAPCTBEHHBIX CPE/CTBAXY;

B NYHKTE 2 CJIOBA «IIPU3HAHHBIX KAYECTRCHHBLIMU, M BETEPUHAPHBIX
NeKapCTBEHHBIX TIpEnaparax,» HCKIHUNTS;

B TIOAMYHKTE «a» IIYHKTA 5 CJIOBa «IIPU3HAHHBIX KaueCTBEHHBIMH, HIIH
BETCPHHAPHAIX JICKAPCTBCHHEIX IIperapaTax,» HCKIOUNTS;

B IIyHKTE 7:

HONIIYHKT «a» U3JI0KHUTh B ClEAYIOIEeH pefakKiiu:

«a) KOJ ¥ HAaUMEHOBAHNUE T'OCYIapCTBa-uIeHa, HA TEPPUTOPHH KOTOPOTO
BEISIRJIEHA CepHsl (apTHs) HEKAYECTBEHHOTO, (GaribCHPHIMPOBAHHOTO W (HIJTH)
KOHTPaPaKTHOTO BETEPUHAPHOTO JIEKapCTBEHHOTO CPEACTBA;»;

B IIOAIYHKTE «B)» CIIOBA «KAYECTBEHHBIMH WIN» HCKIIOUHATE;

B HOANYHKTE «I»:

ab3aubl NePRBIA 1 BTOPO U3NOKHUTL B CIHEAYICIICH pelakiuu:

«T) cTatyc oOpallieHus BETePHHAPHOrO JIEKAPCTBEHHOTO Ipenapara
¥ jlaTa U3MEHEHHUs HTOro craryca:

«cBoOoHOe oOpaneHue»;»;
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B ab3anax TPETheM U YeTBEPTOM CJIORO KIIPEMAPATOBY) 3aMEHHTH CIIOBOM
«CPEHCTBY;

MOAIYHKT «M» H3JIOXHATH B CACAYIOIMIEH peIaKITHH:

«M) KOJ ¥ HaUMEHOBaHHE CTpaHEl, Ha TEPPUTOPHH KOTOPOH HAXOTHTCS
NIPOM3BONTEIIE BETEPUHAPHOIO JIeKAPCTECHHOrO perapara;»;

TIOJIIYHKT «O» H3JIOKUTE B CICAYIOWCH pelakiuu:

«0) HAaUMEHOBaHHe OplraHu3aluHd, B  KOTOPOH OBUIO  BBIBIEHO
HekadecTBeHHOe,  Qanbcudunuposannoe u (Whiu)  KoHTpadaxTHOE
BeTCpHUHAPHOE JIEKAapCTBEHHOE CPEACTBO, MECTO €€ HAXOKIeHUs (ajipec
FOPUANYECKOTO JTUIA) U aApec MeCcTa OCYIIECTBICHUS IesITeNBHOCTH (B ciyuae
ecri azpeca paziuvaloTes) — A FOPWIMUSCKOrD JMia Wik QamMuis, UMs
U oTuecTBO (NipW HAJWYKMM), MECTO IKMTENbCTBA M afipec MecCTa
OCYHIECTBIICHUS JAEATSIBHOCTH (B CIydae €ClM ajpeca pasiudarorcs)) — s
QU3UYECKOTO JTUIA, 3aPeruCTPHPOBAHHOTO B KadeCTBE WHIHUBUTYaIBHOTO
npenpuHuMaTenis, b0  HauMeHOBaHHE OprdaHa rocylapcTBa-wiieHa,
BBISIBUBIIIET'O HEKQ4EeCTBEHHOE, (panscuduIpoOBaHHOE " (uin)
KouTpahakTHOE BETEPHHAPHOC JIEKAPCTBEHHOE CPEICTBO;»;

B IOJANYHKTAX «II» H «p» CI0Ba «(He 3aNOIHSETCSA JiisS BeTCPHHAPHBIX
TEKAPCTREHHBIX [PEIEPATOR, IPU3HAHHBIX KAYSCTBEHHBIMEA )» UCKIIFOUNTE;

JOTIONHHUTD MOAMYHKTOM «C» CIEIYIONIETO COACPKAHUS:

«c¢) capasovHas WHPOPMAIIMS O TPOBEASHHOM BEIOOPOYHOM KOHTPOIIE
KaiecTBa  BETCPUHAPHOTO  JIGKAPCTREHHOTO  CPENCTBA,  HAXOMSMILET'OCS
B ofpalenuu Ha TaMOXeHHOH TeppuToprK Coro3a (TOProBoe HaMMEHOBAHKE
BETCPHHAPHOIO JICKApCTBEHHOTO IIpernapaTra, pervMCcTPaluoOHHbI  HOMEp
BETEPHHAPHOrO JIEKAPCTBEHHOTO Tipelnapara, HOMEpP CepUMH BETEPHUHAPHOTO
JEKAPCTBEHHOTO CPEACTBA, KOA M HAWMEHOBAHHEC TOCYIapCTBa-w/IeHa,
HA TEPPHTOPHU KOTOPOTO MPOBOAMICSH BBIOOPOUHBIH KOHTPOIbL KAUCCTBA

BETECPUHAPHOrO JICKAPCTBEHHOI'O CPENCTBA, Jata M HOMep IIPOTOKOJIA
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HCCIEJOBAHMA  (MCTIIBITAHMSI)  KOHTIPOJIA  KAuecTBA  BETEPUHAPHOIO
JIEKaPCTBEHHOT'O CPEACTBa).»;

B IIYHKTE 9 clloRa «KAYECTBEHHBIM U (MITH )» HUCKIKOUUTE;

nyHkrT 10 pomonnwThs  cnoBamMM &, 33 HCKIDOYEHHEM CBeHCHHH,
YKa3aHHBIX B HOJANYHKTIC «C» NYHKTa 7 HaCTOSINEro pasfeiia, KOTOphIe
He TIoMJIeXaT onyOUMKOBAHUIO U JCCTYIHEl TOJNBKO M YHONHOMOYEHHBIX
OpraHoB U (WIH) 3KCOEPTHBIX YupeskIeHuH, a rawke 1 Komuccun»;

B) B iyHKTE 7 pazjena IV:

B IIOAIYHKTE «a» CIOBO «HAUMEHOBAaHHME» 3aMEHHUTH CIIOBAMH KO/
¥ HaMCHOBaHWE»;

B MTOJILYHKTE «&» CII0BO «IIOATBEPIKIECHUS UCKIIOYUTH;

B NOJNYHKTE «3»:

a03all IepBEIl JIOTIOMHUTE CIIOBAMH «H JAaTa U3MCHCHHS 3TOTO CTaTyCay,

ab3ai BTopoit gomonuuts ciaopamu «JJIMMITIT (ykasnizaercs jara
Hayvasia AefcTBHs cepTuduKara)y,

ab3au Tpernit qonoiHUTE cioaMu «J[JLMM.ITTT (ykaseeaercs para
OT3BIBA CEPTUPUKATA)Y;

ab3an werBepTsld JononHuTh ciioBamu «/JILMMITIT (ykassipaercs
naTa mpeKpanienus geicrBus ceptudukara)y;

ab3an mwarelit mononsuth ciosaMu «JJJIMMITIT (ykaswisaercs gaTta

[IPUOCTAHOBIICHUS NCHCTBHA cepTuduKrara).
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104. Npunoxkenue  Ne 6 K ykasannblM  llpaBmiiam  MBJOXKMTE
B CIEAYIONICH pedaKLim:
«HPVJTOXEHME Ne 6

k [Ipapunam perynupoBanns
oOpalileHNs] BeTepHHAPHBIX
JIeKAPCTBEHHBIX CPEICTB
Ha TAMOKEHHOU TepPUTOPHUH
EBpa3sulickoro 9KOHOMHYECKOTO COK3a
(8 penaxuuu Pemenus Coperta
EBpazuiicKol 3KOHOMUYECKOH
KOMHCCHH OT 20 1. No )

NMNEPEYEHD
H3MEHeHU I PerucTpaluoOHHOI0 J0Che BeTePUHAPHOIO JIEKAPCTBEHHOI'0
openapara, TpeOyluX WK He TPeOyI KX NPoBeIeHUS IKCIePTU3BI
BETEPHHAPHOI'0 JIEKAPCTBEHHOFO CPeACTBa

[. U3ameHEHNUS, BHOCUMBIE B JOKYMEHTEL, COACPKALIUECSH
B PErvCTPallHOHHOM JIOCHE BETEPUHAPHOTO JIEKApCTBEHHOTO IIpenapara,
He TpeOYIOUINe IPOBEICHH I BKCIIEPTU3HI BETEPHHAPHOTO JIEKAPCTBEHHOTO
cpeacTsa (0e3 npopeeH s IKCIePTH3Bl PErHCTPAMOHHOTO 10Cke
BeTCPUHAPHOT0 JIEKAPCTBEHHOTO Tipenapara 1 0e3 IpoBeeHIS SKCIIePTU3EI
00pa3loB BETSPUHAPHOIO JEKAPCTBEHHOTO CPEICTRA)'

1. M3menenne TOPrOBOrO HaUMEHOBaHMSI BETEPUHAPHOIO
JICKAapCTBEHHOIO TIperapara.

2. U3MeHeHHsT  HaMMEHOBAHWS  HPOM3BOJAUTENA  BETEPUHAPHOTO
JIeKapCeTBEHHOTO  ¢pejicTBa W (WiM) Mecra ero  HaxoxaeHus (agpec
FOPUIHYECKOT0 JTMIA) Oe3 U3MeHeHHUs aJ[pecoB IPOU3BOACTBEHHBIX TOILAJ0K,
YIaCTBYIOITHX B IIPOU3BOJICTBE BETEPHHAPHOTO JIEKAPCTREHHOI'O CPeCTBA.

3. Usmenenus  HAaWMCHOBAaHWS  Npasoolnayaresis  BETCPWHAPHOTO
JeKapCcTBEHHOro Impemapara H (WIIKM) MecTa ero HaxoxieHus (ajapec
OPUANYESCKOTO muia) | (KMnu) ajgpeca mMecta OCYIICCTBICHMS NSATCIIBHOCTHI

(B ciyJae eclid ajjpeca pazjiMyarOTCs).
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4, iamMeHenuss B TEXHONOTWM  TPOW3BOACTBA  BETEPHHAPHOTO
JCKapCTBEHHOrO IIperapara, He BIMAMOIIAE Ha KadgecTBO, 3((PeKTUBHOCTH
1 06€30TIaCHOCTE BETEPHHAPHOTO IEKAPCTBEHHOTO Npeliapara.

5. NUamenenus, BHOCUMBIE B TOKYMEHTEI, cojlepKaliuecs
B PEruCTPAlMOHHOM [JOChE BETCPHHAPHOrO JIEKApPCTBEHHOIO [pernapara,
B CBS3M ¢ BCTYIUIGHMEM B CHJIy akToB opraHoB Espasuiickoro
SKOHOMHYECKOr0 coro3a (Hasiee — CoOr03) M HOPMATHRHBIX MPABOBBIX aKTOB
rocynapcts — wieHos Coioza (Aaliee — rocyqapcTBa-wieHbl), e BIHSIONINE
Ha  KadecrBo, OddexTusHocTh U 0e30MacHOCTb  BETEPHHAPHOTO
JeKapCTREHHOIO Mpelapara.

6. M3MeHenne B crnemgdukanyuw M (MId)  IIpOHEAYpe  aHAIM3a
JeHCTBYIOMIETO  BenecTBa M (W)  BCIOMOTaTelNbHOIO  BEIecTBa
0e3 U3MEHCHHMST MeTOI0B KOHTpPOJISL ¥ MoKaszaTesied KauecTBa BETEPHHAPHOTO
NeKapcTBEHHOIO [penapara.

7. M3meHenue TpeOOBaHuM KavecTBa ¥ METOAOB KOHTPOJIS LEPBUUYHCH
VIAKOBKK 0e3 M3MEHCHHS MCTOLOB KOHTPOJSL M IIOKasaTeled KadecTsa
BETEPUHAPHOTO JICKAPCTBEHHOI'O HIpeilapara.

8. M3meHenue iy noOapieHHe HOBOro BuAa (acoBKH 0€3 M3MEHEHUS
THIIA H Marepuajia NEPBAYHON YIAKOBKM BETEPUHAPHOIO NEKAPCTBEHHOTO
rpenapara.

9. zMeHenre BTOPHYHON YIAKOBKH BETEPHHAPHOIO JIEKapCTBEHHOTO
npenapara.

10. U3MeHenne  aus3aiiHa  MaxkeToB  HEPBUYHOA W BTOPUHHOM
(pu HATMUKHM ) YITAKOBOK BETEPUHAPHOIO JICKAPCTBEHHOIO IIperapara.

11. McxnmoueHne ogHoro U3 NoKasaHui K NpUIMEHEHHIO BETEPHHAPHOLIO
JIEKAPCTBEHHOrO [pernapara, OJHOTO M3 CHOCOOOB BBC/ICHUS KHBOTHBIM

BETEPUHADPHOTO JICKAPCTBCHHOI'O IIpellapaTa, OAHOIO U3 BHAO0B XKHMBOTHBIX.
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12. Vismenenue OTIICYATKOB, IIITAMIIOE K Hajacen HETIOCPCACTBEHHO

Ha JIeKapCTBeHHOH (opMe, HE BIIIOIMIMX HA Ka4ecTBO JICKAPCTBCHHOIO

npernapara.

II. M3meHeHuUs1, BHOCUMBIE B JIOKYMEHTEI, COJIEpHKATAECS
B PErHMCTPAllMOHHOM JIOChe BETEPHHAPHOIO JIEKAPCTBEHHOTO IIpernapara,
TpeOylole NPoBEASHH IKCIIEPTU3El BETEPUHAPHOTO JIEKAPCTBEHHOTO
cpenctea (C MpoBeAeHUEM 3KCIEPTU3El PErucTPaAONHOTO AOCHE
BETEPUHAPHOTO JEKAPCTBEHHOIO Ipernapara i IPpOoBEACHUEM IKCIEPTHSHI
00pa31loB BETEPUHAPHOTO JICKAPCTBEHHOTO CPEICTEA)

13. ismeHenue W (Mam) poOaBicHUE [POM3BOJUTENA ©U (HMITH)
IIPOM3BOACTREHHON NIIOMIAIKHA:

a) rapanTuiHoOE IIUCHEMO IpaBooOIanaTens BETEPUHAPHOTO
JEKapCTBEHHOrO  IIpenapara O COXpaHeHHMH KayeCTBa BeTEPHHAPHOTO
JIEKAPCTBEHHOrO Tpenapara Tpd H3MEHeHHH M (unu) JoOaBlIeHUM HOBOM
TIPOM3BOACTBEHIION nnomamcﬁ;

0) ceemenuss O HOBOM  IIpoM3BojdTede W (MiM)  HOBOHM
IIPOU3BOACTBEHHON TIIOMIA/IKe: HAHMCHOBAHNE, MeCTa MX HaXOXKICHUS (aapec
HOPUARHECKOro JUIA) M ajxpec MecTa HMPOM3BOACTRA (B CHyUae ecnu ajpeca
pasnMuarTes),  ykKazaHue  CTauMi  IIPOM3BOJICTBEHHOIO  lIpollecca,
OCYIIECTRIAEMEIX ~ HOBBIM  HpOM3BoaMTENeM M (WaM) Ha  HOBOH
[IPOU3RBOJCTREHHOU MNOIIAKE;

B) KOTIHSl JACHCTBYIOLIETO JOKYMEHTA, BBIAAHHOTO YIIOJHOMOYCHHBIM
B chepe oOpalllcHUsS BEeTCPUHAPHBIX JICKAPCTBEHHBIX CPEICTB OpraHom
rocyJapcTea-jieHa U1 KaKA0M HOBOW IPOM3BOACTBEHHOM ILIOIHANKH,
3aBCpeHHAass B YCTAHOBICHHOM MOPSJIKE H NOATBEPKAAKOIAS COOTBETCTBUC
IPOU3BOJINTENS],  PACHOJIMKEHHOIO HA  TCPPUTOPUM  TPEThEH  CTpaHbl
WM TaMoxeHHod tepputopun Cotoza, TpebosanusaMm [lpaBui Hamrexkanein

IIPOW3BOJCTBEHHON NPakTUKK EBpazMicKoro 3KOHOMHYECKOIO €034,
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yrBepxacHERX Perennem Corera Eppasniickoil sKOHOMWUECKOH KOMHCCHH
or 3 Hostops 2016 r. Ne 77 (manee — IlpaBuiia HamiexaieH
IIPOU3BOACTBCHHON NPAKTHKK), M KOMUS JAcHCTBYIOLIEH JTUICH3INE HA MPaBo
NPOM3BO/ICTBA BETEPUHAPHOTO JICKAPCTBCHHOrO Iperapara Ha TaMOXKeHHOH
Teppuropun Coro3a;

I') CXéMa  TEXHOJNIOTHYECKOTO  Tpollecca  IMPOU3BOIACTBA  HOBOTO
IPOU3BOJMTENS UM HA HOBOW IPOM3BOJACTBEHHON INIOMIAKE BETCPHHAPHOIO
JIeKapCTBEHHOrO Mpenapara, BKIIoYas KOHTPOJb KAadecTRa INPOMEXYTOUHOM
PO AYKITUH;

1) JOKYMEHT,  TOATREPXNAIOMIMM  KauecTBO M OE30MacHOCTh
BETEPUHAPHOTO  JIEKAPCTBEHHOTO  Ipelapara, [POU3BEIEHHOTO  HOBBIM
IPOU3BOJIUTEIICM WM Ha HOBOU HPOM3BONCTBEHHOH Itomazke (cepTudukar
Ka4eCcTRa, aHATHTHIECKUH TACIOPT U Ap.);

) 0Opaslbl BETEPUHAPHOTO JCKAPCTBCHHOrO Ipenapara B 3asBJIEHHOH
VIAaKOBKe, IIPOM3BEACHHBIE HOBBIM  TMPOW3BOAMWTENIEM HIJIM Ha HOBOHR
TPOU3BOICTBEHHOMN [LUIOMANKE;

)K) IPOEKTHL  WHCTPYKLMM 10  NPHMCHEHHIO  BETEPHHAPHOrO
JICKAPCTBEHHOTO Tpenapara, HOPMATHBHOIO JAOKYMCHTA Ha BeTepUHApPHOE
NIeKapCTBECHHOE CPEACTBO, MAKeTHl MEPBUYHON W BTOPHUUHOMN (TIpH HaTUYMK)
YIIAKOBOK €  yKa3amWeM  HOBOrO  INPOM3BOJAMTENS  WIH  HOBOH
IIPOU3BOICTBEHHON [ITOINAKH.

14. N3menenne wid no0aBiicHHE INPOU3BOLMTENS (PAPMAIIEBTHUYECKOR
cyOCTaHmnmy,  WCIONb3yeMOW  TIpH  TIPOM3BOACTBE  BETEPUHAPHOIO
NTeKapcTBEHHOrO TIpenapara:

a) rapanTUHHOE MHECBMO paBoobIaaTens BETEPHHAPHOro
ACKApCTBCHHOTO IIperapara O TOM, UTO HW3MEHEHHE TIPOU3BOJUTEIIS

HE NMPUBOIHT K CHHXKCHHIO KadeCTBa QJapMaHeBTquCKOﬁ CY6CT8HL[I/IH;
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0) rapanTHitHoe TTHCHEMO npapoobrafarens BETEPUHAPHOTO

NEKapCcTBEHHOI0  Ipemapara 00  OTCYTCIBMHM — M3MCHEHHWE B 4acTH
TEXHOJICTHYECKOTO IIpolecca IPOU3BOCTBA U METO/I0B KOHTPONS KadecTsa
BCTCPHHAPHOTO JIEKAPCTBCHHOTO TIpenapara,

B) CBCACHUSL O HOBOM IPOU3BOAUTENE (hapMalleBTHUeCKol cyOcraniimy
(monHOE HaMMEHOBAaHWE MPOU3BOAUTENS, MECTO €ro HaxXOXICHUs (anpec
JOPUIMYECKOro JHIA) M aJpec MecTa MPOU3BOJCTBA (B Cliydac eciiv ajpeca
pasnuyarored), TenepoH, aapec 3NeKTPOHHOH 1T0YTHI );

I') KOl ACHCTBYIOMIETO JOKYMEHTA, BBIIAHHOI'O YIOJHOMOYEHHMLIM
B cepe oOpallleHUS BETePUHAPHBIX IJIEKAPCTBEHHEIX CPEJICTB OPraHoM
rocy/lapcTBa-wieHa Uil KakKAod HOBOM IIPOH3BOJCTBEHHON ILTOIIANKH,
3aBepeHHas B YCTAHOBJIEHHOM TIOPSAKE M MOATBEPAIOIIAS COOTBETCTBHE
HPOU3BOIMTENS], PAacIONIOKEHHOIO Ha  TEPPUTOPUM  TpeThed  crpamkbl
Wi TaMOxkeHHOH Ttepputopun Corosa, TpeboBanusm Ilpapun mammexamei
IPOU3BOJCTBEHHON MPAKTUKH, M KOMUSl AeHCTBYHOUICH JIMIEH3WHW Ha IIPaBo
ITPOU3BOJICTBA BETEPHHAPHOTO JIEKAPCTBEHHOIO [Ipernapara Ha TaMOMKCHHOM
teppuropun Corosa;

1) OIACAaHUEe TEXHOJNOIMYCCKOro TIpolecca IMPOM3BOJCTBA  HOBLIM
Ipous3BoAUTEIeM (dapManeBTHueckol cyOCTaHIMy, BKIIOYAS KOHTPOIb
HUCXO/IHOTO CBIPHA, NPOMEKYTOIHOH NPOAYKIHH W yKa3aHWC KPUTHUCCKHUX
cTagdi MPOU3BOACTRA, UCIIOJIB3YEMBIX OPraHUYECKMX PACTBOPUTEIICH,

¢) IOKYMEHT,  IMOATBCPKJAIOIMI  KadecTBO W De30I1aCHOCTh
(hapMaLeBTHUECKOW CYOCTaHIMM, TPOU3BEACHHOH HOBBIM ITPOU3BOJUTENEM
(cepTudukar kauecTBa, aHANUTUUCCKUH TIACTIOPT U JP.);

) Pe3yJIbTAThI HU3YUeHUS CTA0MIILHOCTH (papManeBTHUeCKOM
cyOcTaHIIMM, IIPOU3BEJEHHON  HGBBHIM  TPOM3ZBOAUTEIIEM, B  TedyeHHUe

3a4BJICHHOI'O CPOKd TOJHOCTH ¥ IIPH PEKOMCHIOBAHHBIX YCJIOBUAX XPAHCHH A,
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3) 0Opaznel hapMaieBTHUCCKOW cyOCTanmy, MPOU3BCACHHON HOBEIM
HIPOU3BOAUTEIIEM;

1) 00pasIsl BETCPUHAPHOI'O NEKapCTBEHHOTO [Iperapara,
NIPOU3BEACHHOTO C HCIIONL30BaHHEM (PapMalleBTHUECKOH CYOCTaHIIMH HOBOTO
IIPOU3BOUTENS C CEPTHPHKATOM Ka4ecTRA.

15. M3meHeHUE TEXHOJIOTUIECKOTO poliecca IPOM3BOACTRA
BETEPUHAPHOTO JCKAPCTBEHHOIO NIPenapara, KOTOpoe MOKET 0Ka3aTh BIUSHHEC
Ha Ka4eCTBO roTOBOIO JIPOAYKTA:

a) ONMcaHue M3MEHEHMS] B TEXHOJIOTHUECKOM ITPOIECCe ITPOM3BOJICTBA
BETEPUHAPHOTI'O JIEKAPCTBEHHOI'O IPETIapaTa;

O) B ciiydae BHECEHMs HU3MEHCHHMHM B 4YacTd IIOKaszareliel KadecTBa
H (WId) MeTOIOB KOHTPOJS KAYeCcTBa BETCPHMHADHOrO JICKAPCTBEHHOTO
riperiapara — MpPOeKT HOPMATHBHOIO JOKYMEHTA ¢ 00OCHOBaHWEM BHOCHMBIX
W3MEHEHUH,

B) JOKYMEHT,  HNOATBEPXKIAWOWME  KayecTBO M OE30IIaCHOCTH
BETCPHUHAPHOTO JEKAPCTBEHHOIO npenapara, ITPOU3BEICHHOIO
OpH  HM3MEHEHMM TEXHOJOTHMH IIPOU3BOJICTBA  (cepTH(hUKAT KadecTBa,
aHAMTUYCCKUIA TTacTIopT U Ap.);

r) oOpasnel BETEPUHAPHOTO NEKapCTBEHHOTO npenapara,
IPOM3BEJEHHOIO  IIOCIE  M3MEHEHHH  TEeXHOJIOTHUECKOI'O  mporecca
[IPOU3BOJICTBA BETEPHHAPHOIO JICKAPCTBCHHOI'O Mpernapara.

16. U3menenus B HOPMAaTHBHOM JOKYMEHTC Ha BETEPHHAPHOE
JICKapCTBEHHOE CPEJCTBO, KacayolllMecss METOA0B KOHTPOMs W (M)
KOHTPOJIUPYEMBIX TOKa3aTeNneil KauecTra;

a) OTYeT O BAIM/IAIIUH U3MEHEHHBIX METO/I0B KOHTPOJIS;

0) DpoeKkT HOPMATHBHOTO JOKYMEHTA Ha BETEPUHAPHOE JICKAPCTBEHHOE

CPEeaOCTBO WA IPOEKT HW3IMCHCHM A HOPMAaTHBHOT'O AOKYMEHTA
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Ha BETCPHHAPHOC JICKapCTBEHHOC CpPLACTBO, BKJIKOUAKOWIMNA OTIMCAaHUC BCeX

noxazare/led Ka4ecTBa ¥ METOAOB KOHTPONS, B KOTOPBIC BHOCITCS H3MEHEH S,

B) JIOKYMEHT, TIOJITBCPIKIIAFONIH I KadeCcTBO " £e3011acHoCTh
BETEPUIIAPHOr0  JIGKAPCTBEHHOTO  Iperapara  (cepTUdHKAT  KadecTsa,
aHATMTHYCCKUH HaclopT U Jip.);

r) o0pa3iibl BETePHHAPHOTO JIEKAPCTBCHHOTO MIpernapara.

17. U3smMeHeHne coctaBa  BCIIOMOTATENBHLIX — BEIICCTB  (BKIHOUAS
KpacMTClIM M BKYCOBble J00aBKM), He Bhusawmee Ha 3PGeKTHBHOCTD
1 6€3011ACHOCTb BETEPUHAPHOTO JIEKApCTBEHHOT O Ipenapara:

a) TOKYME@HTH!, TOATBEP KIAONIAE KaYeCTBO M 0e301acHOCTh HOBLIX
BCIIOMOTaTeIbHEIX  BEHIECTB  (CepTH(MHMKAT  KAuecTBd, AaHAHTHYECKHM
1ACIOPT U JP.);

0) omucanye METONCB KOHTPOJS HOBBIX BCIIOMOTATENRHBIX BEIICCTB
WM CCBUIKa Ha (apmakoneiinyro crateio @Papmaxornenm Eppaswiickoro
AKOHOMHYECKOIO cO103a, yreepxieHnol Pewennem Koiernn Erpaszulickoro
JKOHOMHYECKOM  Komucemu ot 11 asrycra 2020 . Ne 100
(nanee — @apmakones Coro3a), W papMakoled rocy/IapcTRa-qJiCHa,;

B) PE3yIABTATHI HU3YICHUS cTabUNBHOCTH BETEPHHAPHOTO
JEKApCTBEHHOTO  Ipenapara, NPOU3BEACHHOTO C  HOBBIM  COCTABOM
BCIIOMOTaTEIbHBIX BEUIECTB BO BCEX TUIIAX ITEPBHYHON YIIAKOBKUY;

I') pe3ynbTaThl COOCTBEHHBIX MCCIENOBAHUK (MCMBITAHMA) MITH ClIpaBKa
Ha OCHOBAaHMM MHPOPMAIMA U3 HAYUHBIX JIMTEPATYPHBIX MCTOYHHKOB
no  (apMaKkO-TOKCUKOJIOTMUECKHM CBOHCTBAM HOBBIX  BCIIOMOI'ATENBHBIX
BEleCTB, coaepxkallasi Haydnoe OOOCHOBAaHHME C  IPC/CTaBIeHHEM
QaKTHICCKMX JIaHHBIX, MOATBEPXKIAIONIMX, YTO HAJIHUHE B COCTABC HOBBIX
BCIIOMOTATEIBHBIX BEILECTB HE ITPUBEACT K YXYALIEHHIO TOKCHKONOTHYECKUX.
CBOMCTB ¥ (MJIM)  U3MEHCHHWIO  OHOJOCTYIIHOCTM  BETEPHHAPHOTO

JICKapCTBCHHOT O IIPETiapdTa;
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1) oOpazuml BETEPUHAPHOTO NEeKapCTBEHHOTO upenapara,
IPOU3BEICHHOIO ¢ HOBBIM COCTABOM BCIIOMOTATE/ILHEIX BELIECTR;

) IPOEeKThl  WHCTPYKOMM 1O HUPUMEHCHHIO  BETCPHHAPHOTO
IeKapCTBCHHOrO IIpernaparda, HOPMATHMBHOIO JIOKYMCHTA Ha BETEPHMHAPHOE
JICKapCTBEHHOE CPEACTBO C HOBBHIM COCT2BOM RCIIOMOTATENBHBIX BEIIeCTB,
MaKeTOB MEPBHYHON U BTOPHUUHOH (TIpY HANKWYYH) yIAKOBOK.

18. M3MeHEHHEe cOCTaBa BCIOMOTATeIbHEIX BEIIECTR, KOTOPOE MOMKET
TTOBNHATE Ha (PapMakOKHHETHYEeCKME M TOKCHKOJOIHHECKHE [MapaMeTphl
BETEPUHAPHOTO IEXapCTBEHHOTO npenapara’;

a) 000CHOBAHWE BHOCHMbBIX H3MEHEHMH M MPOBENENHEIX UCCIIENOBAHMIT
(uenbranuil),  MOATBEPXKIAIOMIMX, YTO HANM4YHEe B COCTaBe  HOBBIX
BCIIOMOlaTeJIbHBIX BEIICCTB He IIPUBCAET K VXY AIICHUIO
$apMaKOTOKCHKOJIOTUYECKUX  CBOHCTB  BETEPHHAPHOIO  JICKAPCTBEHHOTO
mpenapara;

©) cipaBka Ha OCHOBaHMM HMH(OPMALUMH W3 HAYYHBIX JUTEPATYPHBIX
HCTOUHHMKOB O HOBBIX BCIIOMOTATENhHbIX BellecTBaX (0 QU3HMKO-XUMUUCCKHX,
hapMameBTUYECKIX, TOKCHKOJIIOTHYECKHUX CBOMCTBAX, MCIIONB30BAHHH HORBIX
BCIIOMOIaTEClibHBIX BEIIECTB B COCTABE BETEPUHAPHBIX JICKAPCTBEHHBLIX
NpenapaToB, HaxoOAmuxcs B oOpaiieHud, M 00 UX HKCIONL30OBAHUM
B (apMaleBTHUYECKOH WM KOCMETHYECKOH IPOMBIIIIEHHOCTH), CCHUTKH
Ha <¢apmakomeiinpte cratebn  Dapmakonen Coroza win  Qapmakornen
rocyaapcTBa-wieHa (Mpy HANM4HH );

B) JOKYMEUTHI, NOATBEPKAAIOINHE KauecTBO W 0e30IacHOCTh HOBBIX
BCIIOMOTATENBHBIX — BelllecTB  (cepTU(HUKAT  Ka4yecTBa, aHAIATHYECKHH
nacnopT u Jip.);

r) TpedOBaHMA K KadeCcTBY BCHOMOTATENBHEIX BEIISCTB, MCTOJLI

KOHTPOJISL M OTYETHI 110 BaWIALMN MEeTO/I0B aHalm3a (jiis HedapMakoneusix
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METOAOB aHaln3a), Konuu (apMmaxolelnrix crareil Papmaxornen Corwsa wiu
thapMakomnen rocyaapeTsa-unena (Iipu HATHIUN );

J1) JaHHbIE O CTaOUILHOCTH BETEPUHAPHOrO JIGKAPCTBEHHOIO Ipenapara,
{IPOHU3BEIEHHOT0 € HOBBIM COCTABOM BCIOMOTATENbHBIX BEIIECTB BO BCEX
TUNIAX [EPBUYUNHOM YMAKOBKM, [AAHHBIE O CTA0UNBHOCTH BO BCKPBITOH
YIIAKOBKE, €CNU I[PEeaycMOTPEHO XpaHeHWe IIpernapara MOocie [epBOro
BCKPBITH,

€) OT4eT 0 CPaBHUTEJILHOM UCCNE/IOBAHUH (MCIIBITaHWH)
TOKCUKOJOIMUECKHX CBOMCTB BETEPHMHAPHOrO JIEKAPCTBEHHOI'O Ipenapara
C TIPEKHHUM U HOBBIM COCTaBOM BCIIOMOTATe/BHBIX BEIIECTB Ha JIabopaTOpHBIX
KHUBOTHEIX upu OJIHOKPaTHOM U MHOTOKPaTHOM BBCJICHIH,
MOJTBCPXNAIOIIKUH, YTO HOBEIE BCIIOMOratellbHble BEIECTBA HE IPUBOIST
K H3MEHEHHIO TOKCHYHOCTH BETEPHHAPHOIO JIEKAPCTBEHHOrO Npenapara;

x®)otaer  ¢6  MccnepoBanud  (MCIIBITAHUM) [IEPEHOCHMOCTH
BETCPUHAPHOTO  JIEKAPCTBEHHOIO  IIpenapara ¢ HOBBIM  COCTaBOM
BCIIOMOTATC/THHEIX BEIECTRB IeJIeBRIMY KMBOTHEIMH B PEKOMEH]TyEMOM 03¢
1IpK MHOT'OKPATHOM BBEJCHUU B CIIy4ae BBIABIIEHHUS yBEIHUEHUS TOKCHUHOCTH
B XOJi€ OIBITOB Ha J1a00PaTOPHHIX KABOTHLIX,

3)ordeT o6  ucciaepoBanyMu  (McOBITAOMM)  (DapMaKOKHHETHKU
BETEPUHAPHOIO  JEKAPCTBEHHOro  Ipenapara ¢  HOBEIM  COCTaBOM
BCITOMOTATENBHBIX BEIECTB HA NEJIEBBIX JKUBOTHBIX IIPH PEKOMEHIYEMOM
pexuMe TO3UPOBaAHU,

W) oT4eT 00 M3YUEHWU JAUHAMHUKHA BBLIBEJIEHHS OCTATOYHBIX KOIHYECTB
ACHCTBYIOUIMX — BeUlecTB  (DEHCTBYIOIIErO  BEIECTBA)  BETEPUHAPHOTO
JICKApCTBEHHOTO TpenapaTa U (M) MX MeTabOoIMTOB C HOBBIM COCTaBOM
BCITOMOTATE/IBHBIX  BEIECTB W3 Opranu3Ma IPOAYKTHBHBIX KHBOTHBIX
(B cilydae H3MCHCHUH (PapMaKOKHHETHUCCKHX NapaMerpoB, BbIABJICHHEBIX

npr  W3yueHHH (HapMaKOKHHETHKH), [OATBEPIKIAIOWNH 000CHOBAHHOCTE
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CPOKOB  BO3MOKHOTO  [ONYHCHHS  HHINEBOTO  CBIPhA  JKHUBOTHOTO
OPOUCXOXIEHUSA TIOCHIE TPUMCHERMS BETEPUHAPHOIO  JIeKApCTBEHHOTO
IperapaTa B OTHOIICHHU MPOIYKTHBHEIX KWBOTHBIX;

K) OTYeT O KJIMHHYECKOM HCCIEHOBAHMH (HCMBITaHUU) 3(h(QEKTHBHOCTH
OpH  3aiBJCHHLIX  ITOKa3aHEMIX K IPUMEHEHHN  BETEPHHAPHOID
JTeKapCcTBEHHOrO IIpernapara ¢ HOBBIM COCTABOM BCHOMOTATCIBHBIX BEICCTB
(B ciiyvac BBIABICHHBIX U3MEHCHHMH HapMaKOKMHETHHYCCKUX NapaMeTPOB) HITH
HayyHoe O0OOCHOBaHWE TOTO, YTO BBIABIEHHBIE H3MEHEHUS HEe IPUBEIYT
K CHHKEHHIO D(PEKTUBHOCTH BETEPHUHAPHOTO ISKAPCTBEHHOIO [IPENapara;

1) OTYeT, OATBEPIKIAIONMH, YTO U3MEHEHHE cocrana
BCIIOMOTATENBHBIX BEILECTB HE [IPUBENO K CHHXKCHUIO HMMYHOMEHHOCTH
BETEPHHAPHOTO  JIEKAPCTBEHHOrO —mpenapara (s HMMYHOJIOTHIECKIX
(MMMYHOOMOIOTHYECKHX ) BETEPHHAPHEIX JIEKAPCTBCHHBIX [IPEIapaToB);

M) IDOEKTHl  MHCTPYKIMH 1O [PUMCHEHHIO  BETCPUHAPHOTO
JEeKapcTREHHOrO Tpenaparta, HOPMATHBHOTO JOKYMEHT4 Ha BeTEpHHApHOE
NEKAPCTBEHHOE CPEICTBO C BHECEHHBIMIA H3MEHEHUSIMH B MacTH IPUMEHCHHS
BETCPHHAPHOIO  NEKAPCTBEHHOrO  TIperapata,  MaKeThl  IePBUYHOU
¥ BTOPUYHOU (IpU HATHYHHN) YIIaKOBOK;

H) 00pa3isl  BETEPUHAPHOIO JIGKAPCTBEHHOTO IIperapata ¢ HOBBIM
COCTaBOM;

0) CTaHjapTHEIe OOpasupl W (MiM) TecT-cucTeMbl (B clydae HX
UCTIONIR30BAHMS [TPY KOHTPOJIE KavuecTRa).

19. 3ameHa {papManeBTUUECKON cyOCTaHIInH, UCTIONIE3Y CMOH
NpH  POM3BOJACTBE BETEPUHAPHOIO JEKAPCTBEHHOI'O Iperiapara, Ha ee
COJICBOE WJIM M30MEpHOE MPOM3BOJHOE (Janee — HoBas (papmarieBTHUECKAS

cyOcTaHums):
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a) MOTUBHPOBAHHOE 000CHOBAHKE BHOCHUMBIX W3MeHEeHUH
M [POBEJACHHBEIX HCCHENORAHMN (HMCILITAaHME) C OUEHKOH HpeuMyInecTB
HCIIOJIb30BAHMS HOBOH (hapManeBTHYecKOH cyOcTaHIu;

6) ccuika wa  dapmakonednyio crateio  Dapmaxonen Coroza WM
dapmarolien rocyaapcrpa-wicHa U (M) HOPMATUBHBIM JIOKYMEHT Ha HOBYIO
dapManeBTIYECKYO CyOCTaHIIMIO {CHeIMpHKATHI, METOE KOHTPOTIS);

B) IOKYMEHT, TIOJITBEPXKIAFONIME KauecTBO H 0€30MacHOCTE HOBOH
dapmarieeTrueckoi cyOcraHuuud  (cepTudMKaT KayecTBa, aHATUTUYECKHH
MACIIOPT U JIP.), PE3YILTATh! AHATH3d HPOMBIITUICHHEIX CEpHif;

r)cxema Iipollecca  TPOM3BOACTBA  HOBOM  (papmareRTHUCCKOMH
cyOCcTaHUMM 1 KOHTPOJIS €€ KAYECTBa B IPOoIlecce MIPON3BOICTBRA;

1) lannple 0 cTabHIBHOCTH HOBOM (apMaleBTHUYecKoH cybcraHnnu
B [Ipoilecce XpaHenns B NePBHYHON YIIAKOBKE IMPOU3BOAUTEN U 0O0CHOBAHHE
YCIOBHH XpaHCHUs,

) CIIpaBKa HAa OCHOBaHWHM HHMOpPMaLMM U3 HAYYHBIX JIMTEPaTypHEIX
HCTOYHHKOB O HOBOH  GapmaneBTuueckod cybcrannmmu {0 QuzHKO-
XUMHUYECKUX, papmaneBTHICeCKUX, TOKCUKOJIOTHYECKUX CBOMCTBAX,
UCIONL30BAHAA  HOBOW  (papMalleBTUYECKOM  CcyOCTanuMu B COCTaBe
BCTEPUHAPHEIX JIEKAPCTBEHHEIX MPElapaToB, HAXOANINXCS B 00palieHnu, Wid
O ee HUCIIONAB30BAaHMK B (DAPMALEBTHYECKOM WIH  KOCMETHYCCKOM
NIPOMBINUICHHOCTH, (apMaLIeBTHICCKON COBMECTHMOCTH ),

k) cOOCTBEHHBIE  HMCCIENIOBaHMS  (UCHBITAHUs)  WIM  HaydHoe
obocHOBaHWE ¢ NpeACTaRAcHUEM (HaKTHHECKHWX JAHHBIX O CPaBHUTEILHOM
U3ydeHnU PapMakoIUHAMUKY (B TOM uuche crelmpruyecKoil akKTHUBHOCTH)
IpEeKHEH 1 HOBOH (hapMalieBTHUECKHX CyOCTaHIUT;

3) OTUET 0 CPaBHUTENEHOM UCCIEOBAHMH (MCTIBITAHMH )
TOKCUKOJIOTHIEGCKUX CBOMCTB BeTepHHAPHBIX JIEKAPCTBEHHBIX NPENapaToRr,

IIOIYYeHHBIX W3 TIpekKHEH W  HOBOH  (apmaleBTUYECKUX CyOCTaHIMH
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Ha MabopaTopHBIX YKUBOTHEIX [IPH OMHOKPATHOM W MHOTOKPATHOM BBEACHWH,
NO/[TEEPIKAAIONINI, YTO HOBas (apMaleBTHYCCKas cyOCTaHIMs He TIPUBOAUT
K U3MEHEHMIO TOKCHUHOCTH BETEPUHAPHOTO JICKAPCTBCHHOIO TIPenapara;

1) OTYET 06 MCCIIEAOBAH UM {MCTBITAHKHM } IIEPEHOCUMOCTH
BETePUHAPHOTO IIEKAPCTBEHHOIO Iiperiapata ¢ HOBOM (apmaleBTHUECKOH
cyOcTaHuMed  Ha  WEJEBRIX  KMBOTHLIX B PEKOMEHAYEMOH  jlo3e
OpH MHOIOKpAaTHOM BBeIeHWH (B ciydae BRIABICHHS  YBCIHYCHUS
TOKCHYHOCTH B XO/I¢ OTTBITOB Ha HabOpaTOPHBIX JKUBOTHBIX);

K) oT9eT 00  HcclaepoBanwH  (WCTBITaHuM)  (hapMaKOKHHETHKU
BETCPUHAPHOrO JIEKapCTBEHHOTO MHpenapara ¢ HOBOM dapmainesTydeckol
cyOcTaHiMed Ha [EJEBLIX JKHBOTHBIX IIPH  PEKOMCHAYEMOM PEKHME
JIO3UPOBAHUS;

1) oTyeT 00 W3Y4YeHUH JIMHAMHMKH BBIBCJCHUS OCTATOYHBIX KOJUYECTB
JIEHCTBYIONIMX BELICCTB BETCPUHAPHOTO JIEKAPCTBEHHOI'O Ipenapara B (Him)
WX  MeTadOIMTOB € HOBBIM  COCTABOM  BCIIOMOTATENBLHBIX  BEIIECTB
U3 OpraHu3sMa TNpOAYKTHUBHEIX OKMBOTHBIX (B cliyyae M3MEHCHHH
(GapMaKOKHHETHUSCKHX  MApaMeTPOB,  BBHISIBICHHBIX  JIPM  H3YUYCHHH
(hapMaKOKUHETHKH), TIOATBEPIK IALOTITHI 000CHOBAHHOCTD CPOKOB
BO3MOMKHOTO TIOJIYUEHUS TUHIEBOTO CHIPBS YXABOTHOIO NPOUCXOXKACHUS TIOCIIEC
NMPUMEHCHUS BETCPUHAPHOTO JICKAPCTBCHHOI'O IMIpenapara B OTHOILUCHHHU
NPOAYKTHRHEIX JKUBOTHBIX;

M) OTUET O KJIMHWYECKOM HCCAENOBAHUH (MCIBITaHUH) HPHEeKTHBHOCTH
Ipy  3aABJCHHBIX  IIOKa3aHUAX K TPUMEHEHHI0  BETEPHHAPHOTO
NEeKApPCTBEHHOrO IIpenapara ¢ HOBOH (apManeBThyeckoil cyOcraHuueh
(B cllydae BBISIBJIEHHBIX H3MEeHEHHMH TOKCHKOIOTHYECKHUX
¥ (apMAKOKHHCTHYCCKUX MapaMeTpOB) WIJIM HaydHOe OOOCHOBaHHE TOrO,
YTO BBLISBJACHHEIE M3MCHCHHs He TIPHBEAYT K CHIDKEHHIO d(PPekTHBHOCTH

BETEPHUHAPHOT'0 JICKAPCTBEHHOTO TIperapara;
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H) IPOEKTHl ~ MHCTPYKUHM 10  I[IPUMCHCHHMIO  BETepHHAPHOTO
JeKapCTBEHHOIO [Iperaparta, HOPMATMBHOTO JOKYMEHTA Ha BeTepHHAPHOE
NEKapCTBEHHOE CPE/ICTBC ¢ BHECEHHBIMH M3MEHEHHUSIMU B 4acTH [IPUMCHCHHS
BETCPUHAPHOIO  JIGKADCTBEHHOIO  IIpenapara,  MakeThl  HNepBUYHOM
W BTOPUUYHOM (NIPH HATMYHH) YIIAKOBOK;

0) 00pa3uBl  BEeTePUHAPHOIO JIEKAPCTBEHHOTO Ipenapara ¢ HOBBIM
COCTaBOM;

) cTapfapTHeIe O00pasusl W (WIM) Tecr-cUcTeMbl (B cllydae HX

HCITONB30BaAHUA TIPH KOOTPOIIC K&‘ISCTB&).

[II. U3meHeHus, BHOCUMBIE B JOKYMEHTEL, COJIepHaTLHecs
B PETHCTPAlHOHHOM J0Che BETEPHHAPHOIO JIEKAPCTBEHHOTO fIpernapara,
TPEOYIOIIUE HPOBEICHUS SKCHEPTU3EL OTHOIIECHUS OXKUAASMOH O3
K BO3MOXHOMY PHUCKY IIPUMEHEHUS BETEPUBAPHOTO JIEKAPCTBEHHOT'O
npenapara U He TpeOyIolKe MPOREICHY 1 3KCIIEPTU3HI BETEPUHAPHOIO
JIEKapCTBEHHOI'O CPEACTRA (C ITPOBEACHMEM SKCIIEPTH3HI PETHCTPAITHOHHOTO
JIOCh€ BETEPHHAPHOI O JIEKAPCTREHHOTO Mperapara
1 0e3 NpOoBeIeHuUs 3KCIEPTU3hl 00PA3IOB BETEPAHAPHOTO
JIEKapCTBEHHOTO CPEeICTRA)

20. UsMeHeHHE CpPOKOB TOAHOCTH M (WJIH) YCIOBHH XpaHeHHS
BETEPUHAPHOTO JIEKapPCTBEHHOTO IIpernapara:

a) JJaHHbBIE O CTa0WIIHLHOCTH BETEPUHAPHOTO JIEKAPCTBEHHOTO TMperapara
(RO BCeX 3as4BJICHHBIX THIIAX TIEPBHYHONA YIAKOBKM), IIO/TBEPKIAIOIIHE
CcTaOMNBHOCTL  IIpemnapaTa B TEUEHHME 3asBJIIEHHOTO CpPOKa IOAHOCTH
[IpH PEKOMEH IOBAHHBIX YCITOBUX XPaHCHHST,

0) IPOEKTEI ~ HHCTPYKUHH 11O  IPUMEHEHHIO  BETCPUHAPHOTO
JIEKApCTBEHHOTO INpenapara, HOPMATWBHOIO JOKYMEHTAa HA BETCPUHApPHOC
JEKAPCTBEHHOE CPEACTBO, MAKEThI NEPBHYHOW W BTOPUUHOW (TIPH HATMYHH)

YIIaKOBOK C BHCCECHHbBIMH U3MCHCHMAMH.
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21. U3MeHeHHue CpPOKOB TOAHOCTH W (WJINM) YCIHOBHE — XpaHenHs
QapmaueBTAYECKON  CYOCTAHUMY, — HUCMONB3YeMOM Uil HPOM3BOICTRA
BETEPUHAPHOTO  JICKAPCTBEHHOrO  TIperapaTta:  pe3ynbTaThl  H3y4YeHW:
cTabUIBLHOCTU (papMalleBTUUECKON CYOCTAHIUM B TEUCHHE 3aJBIICHHOTO CPOKa
IIPH PEKOMEHJOBAHHBIX YCIGRMIX XPaHEHUS.

22. U3menenne nokazaTeneidl kadecrBa W (MIIM) METOJIOB KOHTPOJIs
KavecTBa GapMalleBTHYeCKON CyOCTAHIIUH, UCTIONb3YSeMOH JIJIsl IPOU3BOACTBA
BETEPUHAPHOTO JIEKAPCTREHHOTO TIperapara;

a) OLUCHKa BHOCHMBIX M3MECHEHMH B HApaMeTps! KOHTPOHA KayecTma
dbapmManepTHUYeckod CyOCTAaHIMHA B CPAaBHUTCIEHOM AacllekKTe OTHOCHTEIRHO
HEPBOHAYAILHO 3ATTOKEHHbIX 11aDAMETPOB;

6) cnenudukaMst ¥ METOHBI ‘KOHTPOJS KadecTBa (GapMareBTHUeCKOM
cyOCTAHITHH C BHECEHHBIMH M3MCHEHHSIMHU;

B) JaHHble O  CTaOWJIBHOCTH,  I[OJTBEPKAAIONINE  COOTBETCTBHE
dapmanesTHueckoi cybcTaHuy TpeboBaHUAM OOHOBIEHHOHN crnierupuKanum
B TEYCHUE BCETO CPOKA TOAHOCTH.

23. Coxparrenve NPOAOIKHTENBHOCTH Kypca IPUMEHEHUSI
BETEPHHAPHOTO JIEKAPCTBEHHOI'O NpernapaTa;

a) oTuerhl,  moarBepxuaromme  PEKTUBHOCTH  BETEPHHAPHOTO
JICKAPCTBEHHOT'O Mpellapata LpU COKPaUlCHUM 1IPOJIOIDKATEIBHOCTH Kypea
TPUMEHEHNS;

0) npoexT UHCTPYKIUX 1o IPUMEHEHHIO BETCPUHAPHOTO
JeKapCTREHHOIO IIpelapara, MaKeThl IICPBAYHON A BTOPUUHOH (IIpK HAIHYLH)
YIAKOBOK € BHECEHHBIMH M3MEHCHHSMHM B HacTH NPOJOIKUTEIBHOCTH
IpUMEHEHMS BeTepUHAPHOT0 JIEKAPCTBEHHOTO ITperapara.

24. VI3MEcHEHME CPOKOB BO3MOJMKHOI'O HOJAYYEHHUS [IHMLICBOTO CHIPhS
AUBOTHOIO  IIPOMCXOMICHHSI  1IOC/Ie  I[IPUMEHCHUS  BETEPHHAPHOTO

JICKAPCTBCHHOI'C IIpcliapdTa B OTHOINCHWH IIPOAYKTHBHBIX JKMBOTHBIX:
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a) oT4er 00 M3YHUEeHHH JMHAMUKHU BBIBEJEHHS OCTATOUHLIX KOJMYECTB
JICUCTBYIOIINX BEIUECTB BETEPUHAPHOrO JEKApCTBEHHOIO Ipelapara 1 (Hiu)
170'¢ MeTa00IUTOB U3 opranu3Ma IPOAYKTUBHBIX YKHBOTHBIX,
MOJITBEPKAAIONIMI  HEOOXOAUMOCTh,  W3MEHEHH YCTAHOBJICHHBIX CPOKOB
BHIBEIICHHS OCTATCYHBIX KOJMYECTB JeHCTBYIONIUX BEHIECTB BETCDHHAPHOIO
JeKapCTBeHHOI0 npenapara W (WMIW) HMX MeTadOIuTOB ¥3 Opranu3Ma
IPOJYKTUBHBIX HBOTHBIX [OCIE KYPCOBOTO IIPUMEHEHHS BETEPUHAPHOTO
TeKapCTBEHHOTO Hpenapara;

©) MpoexT HHCTPYKIMHI o [IPUMEHEHHU IO BETCPUHAPHOTO
JEKAPCTBEHHOIO IIpenapara ¢ BHECEHHBIMH H3MEHEHUAMH B YACTH CPOKOB
BO3MOKHOTI'O [TOIYYEHU MMHUILEBOTO ChIPhA )KHMBOTHOTO IPOUCXOXKACHHUS 110CIIC
IIPUMCHEHHS BETEPHHAPHOTO JIEKAPCTBEHHOIO Npenapara B OTHOLICHWU
IPOAYKTUBHBIX KUBOTHBIX.

25. JlobagneHne  OKa3aHUMH K IIPUMEHEHHUIO  BETEPHHAPHOTO
JICKapCTREHHOTO Hpenapara (6e3 U3MEeHSHHS peKiMa A031POBAHUI U HCTeBBIX
BHJIOB YKUBOTHBIX):

a) OTYeT 06 H3y4eHuH d(P(PEeKTUBHOCTH BETEPUHAPHOTO JICKAPCTBEHHOTO
Ipenapara Mpu HOBBIX NOKA3aHUAX. K TPUMEHEHHUIO;

0) MPOeKT MHCTPYKLIHMHA no IPUMEHEHUTO BETCPUHAPHOTO
JICKapCTBEHHOI'O  IIpernapata M MaKeThl IIepBUYHOM UM BTOPUYHOU
(IIpy HAIMYKMM) YIIAKOBOK ¢ BHCCEHHEIMY U3MEHEHHWSAMU B YaCTW [IPUMEHeHUs
BETEPUHAPHOTO JIEKAPCTBEHHOIO NIpernapara.

26. JloGagiieHUe HOBOI'O BU/Ia JKUBOTHBIX, JUISI KOTOPOI'O PEKOMEHTYETCS
PHEMEHATh BETEPUHAPHBIA JIeKapCTBEHHBIH ITpenapar:

a) OTYET 00 UCCIE/(OBAHUM (MCUBITAHUH ) NIEPEHOCUMOCTH
BETePUHAPHOTO NEKAPCTBEHHOTO IIperiapara Ha HOBOM BHJAE KMBOTHBIX TPH
OJIHOKPATHOM M MHOTOKpaTHOM  IpPHUMEHEHMM B  TepaleBTHHeCcKOH

1 IOBBIIIEHHOHN [103aX;
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0) oTuer 00  HccAcAOBaHHM  (MCHBITAHHM)  (PapMAKOKHHETHKH
BETEPHUHAPHOTO JTEKAPCTBEHHOTO Iperapara Hpu NPUMCHEHHN B OTHOINEHUH
HOBOTO BHUJIA HUBOTHLIX [PU PEKOMEHIYEMOM PEIKHMeE JTO3NPOBAHMS,

B) oTdeT 00 U3YYCHHUH AMHAMMKH BBIBCJICHHS OCTATOUHBIX KOIHYECTB
ACHCTBYIOMIUX BEHIECTB BETEPUHAPHOTO JIEKAPCTBEHHOTO IIpenapara | (i)
X MeTabONHMTOB U3 OpraHu3Ma HOBOTO BHIOA IPOIYKTUBHEIX JKMBOTHBIX
(B cioyuae, ecnu Jo0aBidge€TCs  BUJ  MPOJYKTHBHBIX  JKUBOTHBIX),
HOJATBEPIHKAAIOILINN CPOKH BEIBEACHHUS OCTATOUHBIX KOJHMUYECTB JEHCTBYIOIIMX
BEIUECTB BETEPUHAPHOTO IEKAPCTRBCHHOTO MpenapaTta ¥ (KN ) 1X MeTaboIuToR
M3 OpraHu3Ma MpOAYKTHBHBIX JKHBOTHBIX TIpH KYPCOBOM IIPHMEHEHWH
BETCPHUHAPHOTO JeKaApPCTBEHHOTO nperapara B MaKCUMAaJIbHOH
PEKOMEHTOBAHHOMN 103€;

) OTUET O KIWHUYECKOM HCCIenosannd (MCHBITaHuN) d2)PeKTHBHOCTH
BETEPUHAPHOTO  JIEKAPCTBCHHOTO  Iperapara NP BCeX  3asBISIEMBIX
TIOKa3aHHUsAX JIJI1 HOBOT'O BHIA JKABOTHBIX;

1) IPOCKT WHCTPYKITUK IO HPUMEHCHHIO BETESPUHAPHOTO
JICKApCTBEHHOIO  IIperapara M MakKeThl TEepBUYHOM U BTOPHUHOR
(TILpu HATUYWH) YIIAKOBOK ¢ BHECEHIBIMU U3MCHCHHUSIMU B UaCTH IPUMEHEHHsI
BETEPUHAPHOTO JICKAPCTBEHHOTO TIpernapara.

277. U3Menenne pexumMa AO3MPOBAHUSA (M3MEHCHHME HO3BI, KPAaTHOCTH
U HHTEepBala MEXJy BBCJCHHAMH, MIUTCIBHOCTH Kypca NPUMEHEHHS)
BETESPHUHAPHOTO JICKAPCTBEHHOTO IIperapara:

a) oTyeT 00 u3yHueHuW (QapMaKOKWHETHKH (B Cllydae YMEHBIICHHS WK
YBEJIWYEHHs! JTO3BI, ¥ (M) M3MEHEHUS! KPaTHOCTH, 4 (WIH) H3MCHEHUS
HUHTEPBATIOB MEXK/TY BBEJICHHAMU );

0) oTuer 00 M3YUCHMH AWHAMWKH BBIBEICHUS OCTATOYHBIX KOJIMYCCTB
JeHCTBYIOILIMX BEIIECTRE BETEPHHAPHOI'C JIEKAPCTBEHHOIO rnpenapara v (HIIK)

X MeTabOMTOB, NOATBEPHAAKOIUMNA CPOKH  BRIBEACHMSI OCTAaTOUHBIX
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KOJIMYECTB  JICHCTBYIOLUMX  BCIIECTB  BETEPUHAPHOrO  JIEKAPCTBEHHOTO
mperapara d (W) UX MeTabOJIUTOR U3 OpraHu3Ma IPOJYKTUBHBIX HKUBOTHHIX
IOC/jJe KYpPCOBOTO IIPUMEHEHHS BETCPUHAPHOTO JISKAPCTBEHHOI'O TIperapara
B CJIydae YBCIMUEHHUS OJTHOKPATHON WM KYPCOBOH JO3HI;

B) OTUCT 00 UCCTIE/IOBAHNH (MCTIBITABMH ) 3 eKTUBHOCTH
BETEPUHAPHOI'O JICKAPCTBCHHOI'O IIpenapara NpH 3asBISCMBIX [MOKa3aHUIX
K TPUMEHEHMIO 1IPH HOBOM PEKUME NO3MPOBAHUS WM M3MEHEHHUM CXEMBI
IIPUMEHCHUS;

) HPOEKT MHCTPYKIHU 1o IPUMEHEHHUIO BETCPHHAPHOI'O
NMeKapCTBEHHOIO  IIpenapaTa,  MaKeThl  [IepBUYHOH M BTOPUYHOHU
(IIpH HATMYHM) YIAKOBOK ¢ BHECCHHBIMHM W3MCHCHUSIMM B YACTH MPUMEHEHM S
BETEPUHAPHOI'O JIeKapPCTBEHHOI'O Mperiapara.

28. MI3amMeHerre TNyTH BBEJEHUA BCTEPUHAPHOIO  JIEKAPCTBEHHOTO
npenapara:

a) OTYCTEI O TMPOBEHEHHBIX MCCAEHOBAHUIX (MCTHITAHUAX). O0beMm
HEOOXOMUMBIX TOKIMHAYECKUX HCCIE/IOBAaHUM (UCIBITAHUM) BeTepUBapHOTO
JICKAPCTBEHHOTO CPEACTBA M KIMHMYECKUX HCCIEA0BAHUHE (McupITanuil)
BETEPHHAPHOTO JICKAPCTBCHHOIO Mfpenapara 3apHCHT OT HOBOTO HyTH
BBEJICHUS W Oupeseisiercss B COOTBETCTBHU ¢ IpuiiokenuemM Ne 19
k llpaBumaMm perynuposanus OOpallcHUsl BETCPUHAPHBIX JICKAPCTBEHHBIX
CPEACTB Ha TAMOXKEHHOH Tepputopur EBpaszuiickoro 3KkOHOMHYECKOr0 COI03a,
yreepkieHHbiM Pemenniem Copera EBpazuiickoit 5SKOHOMUYECKOR KOMUCCHH
ot 21 aupaps 2022 r. Ne 1 (X rpynna);

0) mpoexThl  HHCTPYKIMM  TIO  [PUMEHEHHUIO  BETEPHHAPHOIO
JACKAPCTBCHHOTO Ipenapara, HOPMATUBHOIO JIOKYMEHTA Ha BETCPHHAPHOE
TeKApCTBEHHOE  CPEACTBO,  MAKeThl  NEpBUYHON W BTOPUYHOH

(IpH HATTMYKHM ) YHAKOBOK (IIpH HeOOXOMMOCTH ).
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29. Jlpyrue H3MEHEHHs, BHOCHMBIC B JOKYMEHTBI, COJep:Kalluecs

B PETHCTPAIIMOHHOM JIOChe BETEPUHAPHOrO JIEKAPCTBEHHOIO IIpenapara,

He yKazaHHbl¢ B pasaesax [ u 1l sacrogniero repeyss.

Ipumeuanus:

1. /g kateropuu H3MCHeHHMH, ykazaHHBIX B pasjene I, oGocHoBaHue
JOIDKHO COJEPKaTh HHMOPMAUMIO, NOMTBEPXAAIOUIYK), 4YTO BHOCHMEIS
B PErUCTPALlMOHHOE JOChE BETEPHHAPHOIQ NEKAPCTBEHHOrO Ipenapara
H3MEHeH A He BIHAIOT Ha €ro KayecTBO, 3P HeKTHBHOCTE M Oe3011aCHOCTD.

2, Or4ersl O  JIOKAHMHMYECKHX — MCCIEJIOBAHHMAX  (MCIBITAHUAX)
BETEPHHAPHOIO INEKAPCTREHHOIO CPEACTRA M KIMHAYECKUX HCCIE/IOBAHUNX
(MCIIBITAHMSX ) BETEPHHAPHOIO JIEKAPCTBEHHOIO IIperiapara, lepedHcleHHBIe
B HOAINYHKTAX «K» — I» OYHKTA 1§ HACTOMAIIEr0 NepetHs, MOMXKHO 3aMEHHUTD
OTIETOM 00 U3Yy4YCHHH OHOIKBUBAJIEHTHOCTH BETEPUHAPHEIX JIEKAPCTBEHHBIX
[penaparoB C TIPEXKHHM M HOBBIM COCTABOM BCHOMOTATENBHEBIX RBELIECTR
(JUIst BETEPUHAPHBIX JIEKAPCTBEHHBIX IIPEIAPATOB, K KOTOPBIM IIPHMEHHMO
HCCTIEIOBAHHE (McnBITaHHE ) OHOIKBHBANIEHTHOCTH BETEPUHAPHEIX
JeKapcTBeHHBIX  IIpenaparoB B ciydae  gayuHoro  oOOCHOBaHHWA
COMOCTABUMOCTH TOKCHUHOCTH TIPEKHHX M  HOBBIX  BCIIOMOTRTEILHBIX
BEIIIECTB).».

105. B moauynkre 1.1 npunoxenns Ne 7 k ykazanHeiM Ilpasunam cioBa

«TePPUTOPHHU

Coroza» 3ameHuTh ciloBaMu «repputopuu  Erpasmiickoro

HKOHOMHMYECKOrO €0i03a, yTRepxneHHeiMu Pentenunem Copera EBpazuiickoi

SKOHOMHYECKOH koMuccuu oT 21 stBaps 2022 . No 1».
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107. B upunoxennu No 10 k yxazanubiM [ Ipasunam:

a) B popme 10.1:

TIOCTIE CTIOB «HA TAMOXCHHON TEppUTOpHU ERpasHHCKOr0 SKOHOMHYECKOro
COMO3a» MOMONHUTE CAOBAMU «, VIBCpKAeHHEIM Petiermem Copera ERpasuiickofii
3IKOHOMHYECKOM xomuccun oT 21 sHpapst 2022 r. No 1)»;

B IYHKTE 6 c/lOBa «B HOPMATMBHBIA IIPaBOBOH akT, COCTAaBJISIOIIMHA [PABO
EBpasHifcKOro 3KOHOMHHYECKOTO COH03d,» 3aMCHHTH CIJOBAMH «B AaKThl OPraHoB
EBpasuiickoro SKOHOMHYECKOTO COHO3ay,

6)B mynkre & Qopmel 10.5 cnoBa «B HOPMATHBHLIA MPaBOBOH  AaKT,
COCTABIISIIOILIMHA paBo EBpasHiCKOro 3KOHOMHYECKOIO COM034,» 3aMCHUTH CJIOBAMU
«B aKTbl OPradoB EBpasHicKoro SKOHOMUYECKOro col03ay;

B) B opme 10.6 cnoBa «ipasunamMu Coroza» 3amMeHuTs ciiosamu «l Ipapunamm
PeryIHpOBaHus 0OpallCHHsT BETCPUHAPHBIX JIEKAPCTBCHHEBIX CPEICTB HA TAMOMEHHOM
TePPUTOPHE EBPAsHICKOTO SKOHOMUYECKOTO COMO3a;

r) B dopme 10.9 rocre cnoB «mpakTHKM ERpasuiickKoro SKOHOMUYECKOTO CORO3a»)
JOIONMHUTL — ClOBaMH  «, yTBepkmeHHpIMEH  Pemmennem Copera  Eppaswuiickoit
HSKOHOMUYECKOH KOMHUCCHH OT 3 HOs0pst 2016 T Ne 77».

108. B npunoxenuu No 11 k yxazanueiM [ Ipasunam:

a) B a(3alie TpeTpeM nojyHxTa 1.2.3.1:

CIIOBO «IIO/ITBEPIKICHUS HCKIIOUHT;

cnosa  «llpapuil  HanIeKaAllEH NPaKTUKE» 3aMEHUTH  cioamil  «[lpaBrmn
HagJIekKaell MpOU3BOJICTREHHON NMpakTHKK EBpazHiCKOro SKOHOMHUYECKOIO CO033,
yrBepkaeHHLIX  Pemennem CoBera EBpasuiickoil  dKOHOMHYECKOH — KOMMCCUH
ot 3 HostOpst 2016 1. Ne 77 ),

cioa  «(mamee —  cepragukar) 10 QopMme,  NPEIYCMOTPEHHOH
nprioxkenreM Ne 3 k nproxeanto No 1» 3aMeHWTB ClOBaMH «(1aJice — CepTH{pHKAT)
(33 HCKIIFOUEHHUEM TIPOM3BOACTBA (papMalleBTHUSCKHUX CyOCcTaHImiA) 1o GhopMe CoriacHo

TIpUNOKeHuto No 1,
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cnopa «reppuropun Cor03a» 3aMeHUTH CIOBAMH «TeppHTopur EBpasuiickoro
IKOHOMHMYECKOTO  COI03a, yrBepkneHHuIM  Pemrenumem  Cosera  Eppasuiickoi
SKOHOMMUECKOH KoMuCccHH OT 21 sHBaps 2022 r. Ne 1 (nanee — [pasuna),»;

0) noamyHKT 1.2.3.2 H3TOXKUTE B CHEAYIOIIEH Peaakiin:

«1.2.3.2. L nipe ApusaTHHR-IIPOUBROJUTENEH TPETHHX CTPaH HPeCTARIIICTCS:

JOKYMENT, IOATBREPIAIOMH COOTBETCTBUE MPOU3BOJICTRA (hapMarleBTHUECKOH
cyOCTaHIM  IipaBU/IaM  HAJUIOKAIEH  HPOU3BOJICTBEHHOM NPaKTHKM — CTPAHbI-
IIPOM3BOANTENS, BHLIAHHBIA KOMIIETCHTHBIM OPIaHOM TPETHEH CTpaHbl, VIS KaKIOMH
NPOM3BOACTBEHHON  INOWAOKH, 1Ha KOTOPOM  OCYIUECTBISETCS — IIPOH3BOJCTBO
(hapmarieBTAYeCKOi CyOCTaHIIM;

cepTH(QUKAT (33 UCKIIIOUCHUEM TPOM3BOACTRA (hapMAlleBTUUECKUX CyOCTaHIui)
no opme comtacHo npwiokeHuro Ne 1 k llpapunmam (B cioyuae pasmericHus
IPOM3BOJICTBEHHEIX IUIOIUA/IOK HAa TePPUTOPUSIX PasHBIX CTpaH CASNYeT MPE/ICTABUTH
cepTu(HKaThl (UM UX KOLMH, 3aBEPeHHbIE B YCTAHOBJICHHOM MOPSIKE), BBLIAHHEIS
YIIOTHOMOYEHHEIM OPraHOM OJIHOTO W3 TOCYAaPCTB-UICHOB).»;

B}B mommynkre «0» mnommyokra 24.1.2 cnopa «{cepTHuKAT aHamu3a
WM NAcHopT KAa4ecTBa)y 3aMEHHTH CIOBaMH «(CepTU(MKAT KauecTBa, aHAIMTUYSCKHIT
TIACTIOPT U JP. )»;

r)B adzaue BTOpOM HOAIIYHKTa 3.2.2 crlioBa «perylMpoOBaHMS obpaliensis
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB Ha TamMokeHHOH Teppuropud  (Corozay
WCKJIFOYHTh.

109. B mpunoxxenuu Ne 12 k ykazanusIM [Ipasunam:

a)B pasgene 2 clioBa  «COOTBETCTBYIOUIYIO OOJACTH  aKKpS/UTAIHMH B
COOTBCTCTBHYM €  3aKOHONATEILCTBOM — rocylapcrBa  —  WieHa  EBpaswmiickoro
DKOHOMHMYECKOTO €Oro3a (Jallee — rocyjaperBo-uiieH, COr03)» 3aMeHHTh CIIOBAMH
«HEOOXOMUMYIO  MarTepUallbHO-TEXHHUeCKYlI0  0azy M KBaNM(pHUHPOBAHHLIX
CIIELMANMCTOB B COOTBETCTBYIOLUEH 00nacTH HCcnemoBaHWM (MCTIBITAHWH)», CIOBO

«Coro3a» 3aMeHUTH CIIOBAMHI ((EBp&BHﬁCKOI‘O IKOHOMHYECKOUQ COH3ay,
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6) a03ar1 cenpMOoi moapazgena 2.1. H3MOKHTE B CIETYIOWIEH peaakUuyH:

«IIpy  HccnemoBaHMM  (MCIbITaHUM)  OMOSKBMBAJNCHTHOCTH B KaueCTBE
pedepeHTHOrO  BETEPUHAPHOrO  JIEKAPCTBEHHOIO  Tperapara  HCIOJB3YeTcst
BETCPHUHAPHBIA  JEKApCTBEHHBIM  [Ipenapar,  Ipollequdid B COOTBETCTBHHU
¢ IlpaBunamu perynupoBanusi oOpallletisl BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTRB HA
TAMOYXKEHHOH Tepputopui LBpasuiickoro »KOHOMMUYECKOrO COK3a, YTBEPKICHHLIMU
Pemennem Coreta EBpazuiickoil sxoHOMMueckol komuccud oT 21 smBaps 2022 T.
Ne 1 (nanee — IlpaBuna), npoueaypy NOATBEPXKASHWS PEUHCTPALMH HITH [PHBEICHIHS
PETUCTPAlHOHHOTO JIOChe B COOTBETCIBHE C yKa3aHHbIMM |IpaBumamum B HMEIOTIHii
DeCCPOUHYIO PEFHCTPAITHIO.Y;

B) ab3all ABAJIUATE YETREPTHIA pazziena 10 mocie clioBa «PeakTUBOB» JONOIHUTE
CIIOBOM «{peareHToB)».

[10. B cuocke 1 k npumosxeHmio Ne [3 kK ykazanusiM 1 Ipasunam:

a) cIoBa  «BETEPHHAPHOIO JIEKAPCTBEHHOIO Iperapara, 3apeldCTpUpOBAHHOTO
B cooteercTBMM ¢ [lpaBunmaMp  peryiavpoBaHust  0OpailleHUsI  BeTCPHUHAPHBIX
JIEKAPCTBEHHBIX Cpe/ICTB Ha TaMOxeHHOM Teppuropun Coroza (zance — Ilpapnma),»
UCKITFOUHTH;

0)cnora  «Hacrosiummu  llpapunmamm»  3amMeddTs  cioBavu  «I [paBwiamu
PErylIHpORAHKsl QOPAIICHHS BETEPHHAPHKIX JIGKAPCTREHHBIX CPEACTB HA TaMOKEHHOU
TEPPUTOPHH EBPa3HiCKOr0 S3KOHOMMUYECKOTO COFO3aY.

111. B npunoxxernn Ne 14 x ykazanuasM I Ipapanam:

a)B nyHkre 2 ciosa «llpaBusit peryiampoBaHusi OOpallicHWs! BeTEpUHAPHBIX
JTeKAPCTBEHHEIX CPENCTB Ha TAMOXKECHHON TeppuTopul HRPasUiCKOro 3KOHOMIUECKOTO
coroza (nanmee — | lpaBuna)» 3ameHUTH cioBamu «lIpaBun perynupoBaHus oOpanieHHs
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEIACTB Ha TaMOKEHHOH Tepputopru Eppasuiickoro
OKOHOMMHYECKOro  COr3a, yrBepwaeHHeX  Pemenmem  Coeta  EBpasuiickoii

SKOHOMMUeCKO! KoMuecnu oT 21 suBaps 2022 r. No Iy
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O)B NOAMYHKTE «r» TIyHKTa 12 CIIOBO «, pEarcHTOB» 3aMeHHTL CIOBOM
«(peareHToB)»;

B) B HAaEMEGHOBaHMHM pazjiena [V clopa «, peakTHBaM M peareHTaM» 3aMeHHTD
CJIOBAMH «M peaKThBaM (pearcHTam)»;

r) B 1mynkre 17:

B abzale TepBOM CIIOBA «PCAKTHBBI M PEATCHTBD) 3aMEHHUTH CIIOBAMU «PEAKTHBEI
(peareHThI)»;

1 al3arie BTOPOM CITOBO «, PEareHTOR,» 3aMEHUTE CIIOBOM «(PEarcHTOR),»;

J)B TOANYHKIC «B» IIyHKT2 35 CIOBO «peaKTHBOB» 3aMEHMTL CIIOBAMM
«peaKTHBOB (peareHTOB)»,

€)B [OJIYHKTE «I» TyHKTa 38 CJIOBO «, PEArcHTOB,» 3aMEHUTL CIIOBOM
«(peareHTos),»;

K)B nyHxre 42 CcroBa «, pPeareHThl H PEaKTMBRL 3aMEHUTL  CJIOBAMHU
«, PEaKTHRLI { peareHTr )».

112. B mprtoskernu No 15 k ykazasaeM | Ipaprmam:

a) B rynkre 2 pazznena I cnopa «wactosuimx [paBurny 3amMenuts cioramu «lIpapun
 perympoBaHust o0palleHtsl BeTePHHAPHLIX JIEKAPCTREHHBIX. CPEICTB Ha TAMOIKEHHOM
TEPPUTOPUN ERpazHiicKoro SKOHOMHYECKOTO COM03a, YTBEPX/IeHHbIX Pertienuem CoseTa
Erpazuiicxoit s3xonoMuueckoi koMuccuu ot 21 sasaps 2022 1. Ne 1.y;

6) B paznene V:

TIOLIYHKTE «B» JIYHKTA 2 CIOBO «PEAKTHBOB,» 3aMEHHTDH CIOBAM¥ «PEaKTHBOR
(peareHToB),»;

B TIOJIYHKTE «M» IIYHKTa 3 W B IOJIYHKTE «M» IYHKTA 5 CJI0BA «PEAKTHBOR,
PEareHTOB» 3aMCHUTH CIIOBAMU «PEAKTHBOB (PEarcHTOB )»;

B OyHKTC & CJIOBA «PEareHThl M pPEakTHBLIY 3aMEHHTH CIIOBAMH «PEaKTHBBI
(pearcHTBI)».

113. Haumegoranue tpunoxenns Ne 16 k ykazanubiv [lpaBunam pononHurts

CJIOBAMH «B @apMaKonee EBpElSHfICKOI“O OKOHOMHYCCKOT'O COHO3a».
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114. Jononuuts npunoxeHuem Ne 16! creyromero conepxanus:

«TTPUJIOXEHHE Ne 16!

k {IpaBunam perynuposanus
o0pallleHUst BETCPUHAPHEBIX
NEKAPCTBEHHBIX CPEJICTB
Ha TaMOKEHBOU TeppUTOPUH
EBpasuiickoro 3K0HOMHYECKOI'0 COt03a

NMEPEYEHD
TPYII (KATeropui) BeTEPUHAPHBIX JIEKAPCTBEHHBIX NIPEHapaToB,
3aperucTPUPOBAHHBIX B COOTBETCTBHH C 3aKOHOAATENbCTBOM
rocyjgapers — 4ienos EBpasuiickoro 5k0OHOMHYECKOT0 €OK03a, NPUBEJCHHUE
PErHcTPalMOHHOIO0 J0che KOTOPBIX B COOTBETCTBHE ¢ TpeOOBAHMSIMU
IIpaBuJ peryanpoBadgust o0panieHUs] BETEPHHAPHBIX JeKapCTEEeHHbIX
CpeacTB HA TaMOKeHHO# TeppuTopui EBpasuiickoro JKOHOMHYECKOTO
CO103a OCyILecTBAsIeTCcsI 110 cXeMe B3aHMHOTI0 IPH3HAHNUA (B cliyuae
NPOH3B0/CTBA BETEPUHAPHBIX JIeKAPCTBEHHBIX IIPeiaparon
HA TAMOKEeHHOIi Teppuropuu EBpa3suicKoro dJKOHOMHYECKOI0 CO1e3a
H HAXGK/IeHHS UX B 00paleHuy Ha TAMOKEHHOH TeppUTOpUM
Erpazuiickore 3JKOHOMHUUECKOr0 o032 foJtee S jieT
(o cocTosIHMIO HA AaTy BeryuieHus B eudty Ilpasuin))

1. lpoTusonapazuTapupie BeTCpPHHAPHBIE JIEKAPCTBEHHBIE IIperiapaTsl,
TpeTHAa3HAYCHHBIC B 1EIAX HPUMEHEHHUS JUISt HEIIPOAYKTUBHEIX JKUBOTHBIX.

2. BerepunapHblie JIEKApPCTBEHHBIC npenaparsl pacTUTENLHOTO
TIPOUCXOMKICHUS,

3. ButaMuHBI ¥ BUTAMHHOIO/(00HBIC BETCPUHAPHBIC nekapCTBeHHble
1pernapars!.

4, BetepuHapHeie JIEKapCTBEHHEBIE Ipenaparkl, COAEpKallde B KayecTBe
JIEUCTBYIOMMX BEIIECTB MUHEDANEL.

5. AHTHCENTHYCCKUE BETEPHHAPHLIE JICKAPCTBEHHBIE NPEIapaThL.

6. BereprHapubie  JIGKapcTBEHHBIE — IIpepapaTel,  IpedHasHavyeHHbIe

O BOCCTAaHOBIICHKA BOIAHO-DJICKTPOIMTHOT'O Dananca B OpPraHu3Me XXUBOTHBIX. ».
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115. B cgocke 1 x mpunoxennio Ne 17 x ykazavHbeIM [Ipaunam:

a) CIoBA «PETYISIPHOI0 MOHHUTOpUHTAa Oe3omacHocty # IPDHEKTHBHOCTH
IPUMEHEHUS BETEPUHAPHOTO JIEKAPCTREHHOTO IMIPENapara, 3aperucTpUupOBaHHOTO
B cooreeTcTBUMM ¢ llpasunamu peryauposauus oOpalieHHsl BETEPHHAPHEIX
JEKAPCTBEHHBIX CPEeACTB Ha TaMOXKEHHOH Teppuropuu Corosa (nanee -- Ilpapuna),
CBOAATCS) 3aMEHHUTH CIIOBOM «0000IAIOTCS;

0) JOIIOJHUTL  CHOBAMH  «PEIYJIMPOBAHMS  OOpalleHHsl BETEPHHAPHBIX
JMEKAPCTBEHHBIX  CPENCTB Ha  TaMOXeHHOW  Tepputopuu  HBpasuiickoro
HKOHOMHUUECKOIO COI03an.

116.B nyukre 2 npwroxennss No 18 x ykaszansriM llpaemnam ciosa
«llpaBun perynuposanus oOpallicHHs BETEPUHAPHBIX JIEKAPCTBEHHLIX CPEICTB
Ha TaMOoxeHHOH Ttepputopun Corosza, llpaBui perymupoBaHds obOpaincHus
KOPMOBEIX  A100aBOok Ha TaMmoxkeHHOM Teppuropuu Coroza u  Ilpasun
PEryJIMPOBAHUS oOpareRmst JIEATHOCTHYECKHX, AC3UHQUIUPYIONHX,
JE3UHCEKITMOHHABIX W Je3aKapHU3allMOHHEIX CPEIACTB BECTCPUHAPHOIO HA3ZHAUCHMI
Ba TamoxkeHHOM Tepputopum  Corozay  3ameHUTE  cnoamMu  «llpapun
peryNMpoBaHUA  O0palleHust  BETEPHHAPHBIX  JICKAPCTBEHHBIX  CPEICTB
Ha  TAMOXKEHHOH  TeppuTopHd  EBpasuiickKoro  3KOHOMMYECKOIO — COH3a,
yTEEp)KIAeHHEIX Pemwennem Cosera EBpasuiickoll 3KOHOMHUYECKOH KOMHUCCHU
or 21 auapa 2022 r. Ne 1, llpaBun perynupoBaHHUs 0OpallleEMs] KOPMOBBIX
n0CaBOK Ha TaMOXKEHHOH TeppuTopuu EBpazuiickoro >KOHOMHYECKOTO COI03a,
yTBep:KaAaeMblx  EBpasuiickoil SKOHOMHYECKOU KOMHUCCHEH, [Tparun
perynupoBanus  oOpailichysi  JAWAarHOCTUYECKUX — CPEACTB  BETEPHHAPHOTO
HA3HAYECHUsS HA TAMOXXEHHOW TeppuTopun EBpasuiickoro 3KOHOMUYECKOTO COI03a,
yrBepxaAeHHEIX Pemenuem (CoseTa EBpasuiickod 3KOHOMUYECKOH KOMUCCHH
or 23 cenrstbps 2022 1. No 140, IlpaBun perynuposanusi oOpalieHus
JAe3uHQUIUPYIOIIMX,  JAC3HHCEKIMOHHBIX M JIe3aKapH3al[HOHHBIX  CPEJICTB

BETEPUHAPHOIO Ha3zHayeHMsi Ha TaMOXEHHOH Tepputopuu Eppasuiickoro
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SKOHOMHYECKOI0 COr3a, yTBepxwIeHHbIX Pemrennem Coera Eppazutickoit
SKOHOMMUECKOH KoMuccut oT 12 pexadps 2023 . Ne 150,

117. B npunoxennn Ne 20 K ykazaHubIM [Iparuiiam:

a) ad3a1b!l IEPBEIA 1 BTOPOH UCKITIOYHTh;

0) nyHKT 1.7 M310XUTh B cliegyroulell pegakiuu;

«1.7.B  perucrpayuoOHHOM  JIOCEE  BETEPHHAPHOIO  JIEKAPCTBEHHOI'O
Ipenapara 0Tpa)aloT Bee Pe3y/IbTaThl IPOBEACHHBIX UCCIe0BaHUH (MCIBITaHKH)
B COOTBETCTBHH ¢ Tpebopanuamu [lpaBun perymuposanus oOpaineHus
BCTCPMHAPHBEIX  JICKAPCTBCHHLIX  CPEJICTR  HAa  TaMOXEHHOH  TeppUTOpPUH
[Bpazuiickoro JKOHOMUUECKOIO COr03a, YTREpIeHHBIX Pemrennem CopeTa
EBpasulickoli skoHOMHMUecKOH Komuccuu oT 21 smsaps 2022 . Ne |
(namee coorpercTBeHHO — llpaBmma, Co103), ¢ yKaszaimuem MecTa W BpeMeHM
NIPOBEIENUs] UCCIENOBANUH (UCTIBITAHUI), a TaKKe ¢ IPEJICTABICHUEM JaHHbIX
0 KOKJAOMY OTJENBHOMY JXUBOTHOMY, 00paslly M pacCUMTAHHBIMU CPEIHUMH
BeMYHHAMY ¢ 00A3aTeIbHON CTAaTHCTAYECKOH 00paboTKoll pe3yabTaToR.»;

B) B HaWMEHOBAaHHUM pasfieia 2 W B myHKre 2.1 croBa «3asBIICHUS K»
UCKIIIOYHUTB;

r)s no3unEu ¢ kKojaoM «RD2» cinoso «Coroza» 3aMCHHTL CIIOBaMH
«EBpazniickoro 3SKOHOMUYECKOTO COK3aY;

) B nosuimu ¢ koaoM «RD2.4» crosa «rocymapcrBa-uieHa» 3aMeHHTD
cioBaMu «rocyfaperna — wicHa Coroza (ganee — rocyJapcTBO-4seH )»;

€) MO3MIHIO ¢ KogoM «RD3» 1ocie clioB «BETEpHHAPHOTO JIEKAPCTBEHHOTO
CpEJICTBa» JIOIOJIHMTE CIIOBAMM «HJIK OTYET O TMNPOBEACHHU MCCICAOBAHMN
(ncnprTaHuii)  OMODKBUBAIGHTHOCTH — BOCHPOW3BEIEHHBIX  BETEPUHAPHBIX

JEKaPCTBEHHBIX IIPENapaToB (JKEHEPUKOB)»,
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x) mo3uauio ¢ KomoM «RD9f.10» U3n0XUTE B CIICAYIONICH peflakiiny;

«9f.10.

JIOKYMEHTEI, cojieprkariie TpeboBaHHs K Ka4eCTRY
(hapMateBTHYecKol cyOCTaHIIMK U OIIHCAHHE METO0B
KOHTPOIISI OO0 YK&3aHWE CCHUIKM Ha (papMaKoIeHHbIe
ctatei PapMaxonen Coroza UK GapMakoieH
rocyzapera-wiena (pH HaTHHK )

3) no3uimio ¢ kKoaoM «RDIL.11» uckmounTs;

u) B nosurusax ¢ kojamu «WWIl» u «WZ1l» cioBa «B COOTBETCTRHH
C IepevyHeM JOKYMEHTOB,» 3aMECHWTH CIIOBAMHU «B COOTBETCTRUM C TepeuHeM

U3MEHEHUH, IPeIyCMOTPEeHHLIM TpunokeHuem Ne 6 k Hpasunam peryaupoBadns

RDYf. 10»;

OGp&H.[GHHH BCTCPHHAPHBIX JICKAPCTBCHHLIX CPCACTB Ha TaMOYKEHHOMN TePPHUTOPHHA

EBpElSHfICKOFO IKOHOMMUCCKOI'O COXO34,»,

K) [TOCiIe  NO3ZHLUAH ¢ KOJOM

CIIEAYOIIErO COACPHKAHUS:

25

26

27

28

29

«SR9»  pononHuts TAOMMIY pasgenom

«/loxyMEHTBI pEruCTpaliOHHOTO J0ChE BETEPHHAPHOIO
JEKapCTBEHHOTO LIpenapara, lipe/ICTaBIsIEMsle B paMKax MPOLeaYPhl
IPU3HAHUS PEruCcTpalluy BETEPUHAPHOIO JICKAPCTBEHHOIO IIPEnapara,

PErHCTPalHOHHOE IOCHE BETCPHHAPHOTO
JeKAPCTECHHOTO Ipenapara

OTHYET O PE3YIBTATAX PETYISPHCIO MOHUTOPHHTE
0e30macHOCTH 1 3K THRHOCTH BETEPHHAPHOTO
JIeKapCTBEHHOIO Iperapara 3a nepuoi o0pateHus
BETCPHHAPHOTO JIEKAPCTBEHHOIO Ipenapata

HNEePHOAHYCCKUI OTUET 38 HIEPHO PErUCTPAITHH
BETEPHHAPHOTO ACKAPCTBEHHOIO Mperapara, Ho He Gomee
yeM 3a 5 IOCIEIHUX NeT eTo GakTHyYeckoTo obpalueHus

Marepuaibl (TIpH HAIHYKHE ), HPESICTABICHHEIE 10
HHUITHATYRE 3aIBUTENA B paMKax QapMakoHaa3opa

CBOJIHOC MJIM HTOTOBOE DKCIIEPTHOR 3aKiTKIYEHHE

(B cygasx, oupeacrnennsx [panumam)

110 pe3yJILTATAM 38BEpIICHHBIX HA ATy I10JaqH
3asBJIEHMS O IPH3HAHNMH BETEPHHAPHOIO JIEKAPCTBEHHOTO
npenapara B HOBOM T'OCYJapCTBE-1IeHe IIPOLEAyD
PErHCTPALMH BeTEPUHAPHOTO JIEKAPCTBCHHOTO
npernapara, OATBREPIKACHHS ero PErHCTPAIlUH,

3apEriCTPUPOBAHHOIO B COOTBCTCTBHHA C HpaBI’IJ'IElMH

NRI

NR2

NR3

NR4

NRS5
{(NR5.1,NR5.2,
NRS5.3, NR5.4,
NR5.5 (ipn
HeODX0TUMOCTH ))
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BHECEHHs B PETHCTPALMOHHOE J(OChE BETEPHHAPHOTO
IEeKapCIBEHHON0 [IpeNapara u3MeHeHn i

30 HMHCTPYKUHS 110 TIPUMEHEHUIO BETCPHHAPHOTO NR6
JEKapPCTBEHHOTO Ipeapara

31 HOPMATHBHBIH JOKYMEHT Ha BeTEPHIApHOe NR7
JEKAPCTRECHHOE CPEJACTBO

32 MAaKeT YTaKOBKH BETEPHHAPHOTO JEKAPCTBEHHOTO NRZ
npenapara
33 MaTepHansl, IIpeacTaBISHABIC 110 HHHIPAaTHEe 3aseraTess  NRO»;

Ipu OTCYTCTRuH B npase Coroza MY (moxymeHT
YIOJHOMOUYCHHOTO OPrasa B 00NacTH 0XPAHEI 3A0POBES
4¢II0BEKA TOCYlapeTBa-uleHa o coraacosasun MY
(BBIIIIE, UEM «HE AOIYCKAETCSI»), Pe3YNIBTATEL
JIOTIONHUTENBHIX JOKITHHHYCCKUX U (MITH) KITHHHYECKHX
HCCHEJI0BAHUN (MCTILITAHKH ), ClIpaBKa Ha OCHOBAHHM
AKTYaJIBHOH HHGOPMAIUK M3 HAYYHBIX JIATEPATYPHEIX
HCTOYHKKOB H Jp.) (IIpU HANW9IKHH)

) B mojryukTe 2.1.3:

B ab3a1e TpeTheM Kol «RDIf. 1 1» 3aMenuTs xogoM «RDIL 10y

nociae abzaua NaTOrO HOHOJIHUTHE ab3aleM CIeOYyIOIIEro CONSPKaHUs:
«NRS5-name-NNNNNN.zip — 0OBeIHsAET JIOKYMEHTEIL, HMEIOIIIe
B COOTBETCTBUM ¢ moAnyHKToMm 2.1.1 macrosiiero npuiioxkeHuss koiabl NR5S.1 —
NR5.5 (nipu He0OXOLUMOCTH);»;

B absaue mecrom ciiosa «RD2, RD9f, RD10 u SR1» 3aMeHuTh clIoramu
«RD2, RD9f, RD10, SR1 1 NR5».

118. B mpunoxennu Ne 23 k ykazauHbiM IIpaBunam:

a) IOMNYHKT «r» nyHKTa 19  gonosHuTh  ab3auaMy  ClCyIONIEro
COJICPIKAHUS:

«cuncienne cpoka rojIHOCTH BETCPUHAPHEIX JICKAPCTBEHHBIX TIPEIApaTOB
(3@ umcKIOYeHHMeM OHONIOTHYECKMX MW OHOTEXHOJOTMYCCKUX BETCPHHAPHBIX
HEKapCTBeHHBIX  [PENaparoB)  OCYMIECTBISICTCS ¢ YYeTOM  [OJIOKEHHH
Pexomennaimn Konnerun Epazuiickoi SKOHOMHUECKOH KOMHUCCHHU

ot 26 derpans 2020 r. Ne 2 «PyKoBOACTBO 110 MCUHCISHHIO NaThl HA4alla OTCHeTa
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CPOKa TOTHOCTU TOTOBBIX NEKAPCTBCHHBIX OPM JICKAPCTBEHHBIX NPENAPaATOR
JUISI MEJTHUMHCKOTO IIPUMEHEHHS 1 BETCPHHAPHBIX JICKAPCTBEHHBIX {IpellapatToB.

Jara HAYAIa oTcuera cpoKa I'O/IHOCTH OHOJIOTHYECKHUX
H OHOTEeXHOJOTHYSCKUX BETCPUHAPHBIX IIPEMaparoB pPacCUYUTHIBACTCS C JIATEHI
BLIJIAYN YIOJIHOMOYCHHBIM JTUIIOM TIPOU3BO/IUTENA BETEPUHAPHEIX
JICKapCTBCHHDBIX CPEACTB paspelietns (IPOTOKONa) O COOTBETCTBHAN BEINYIIESHHOM
cepuu BETEPUHAPHOTO TEKapCTREHHOFO npemnapara OKa3aTeNsIM,
YCTAHOBIEHHBIM B PETrUCTPAlMOHHOM JOCHEe BETEPHHAPHOTO JIEKAPCTBEHHOTO
npenapaTa (B TOM 4HCIE€ B HOPMATHMBHOM JOKYMEHTE Ha BETEPHMHAPHOE
JCKApCTBEHHOE  cpelcTBo), U TpeboBanusiM  llpaBun  Haznexaliek
MPOU3BOACTBEHHON — HpaxkTHku  EBpasuiickoro  3KOHOMHYECKOIO  €OI03a,
yTBepkieHHBIX PermenweM CopeTa EBpasuiicKOH IKOHOMHUYECKOH KOMHMCCHH
ot 3 HosOpsa 2016 r. No 77 (manee — IlpaBuia Haanexkaled IpoOU3BOICTEEHHOM
OPaKTHKH).»;

6) B mnynkte 20 cnoBa «EBpasuiickoro AKOHOMHYECKOI'O  COHO3A,
yrBepkIeHnsIMu PeitenueM Copera EBpasuilckoll 3KOHOMHMYECKOH KOMMCCHM
ot 3 nostOps 2016 r. Ne 77» UCKIIFOYUTE.

119. B npunoxennn Ne 24 k yxazannbiM [pasunam:

a) B HANMEHOBAHUH CIOBO «ITPEIapaTory 3aMEHHTH CJIOBOM «CPEACTRY,

0) nyakT 17 U3NM0KUTE B CIEAYIOLUICH peaKIIuu:

«17. HokaszaTtemu kadecTBa, NPUMEHHMBIE KO BceM (apMaileBTHIeCKIM
cyOCTaHIIHIM, HCITOIb3YEMBIM JUTS IPOM3BOACTBA BETEPUHAPHEIX JIEKAPCTBEHHBIX
[IpernapaTos:

a) orncanue. CrnemyeT MPEACTABUTh OTMCAHUe BHEUTHETO BUAA (HampuMmep,
3ammax, (opma, 1uBeT). Kpurepwm npuemMiIeMOCTH AOIDKHBI BKIIOUATH B ceds
OKOHUATENBHLI TNpHeMIeMBIH BHeIHuM BHA. Ecnu BO BpeMsa XpaHeHHs
dapmanepTHYeckod cyOcTanmuu HaOmojaercst HW3MEHEHHE e©€¢  OKPAaCKH,

HGHGCOO6p83HO BKJIIOUEHHE KOIHYCCTBEHHOM METOAHKH OTIpEeJICNIEHNA IIBETA,
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0) naentudukanust. MceremoBanns (MCIBEITAHMS) TIPH  HASHTHOHKAIIAK

JIOJDKHBI ~ YCTaHaBAWBATL  MOMJAHHOCTE  (apMalleBTHYECKOH  cyDCcTaHIMu
(B TOM YHCIE IITAMMOB MHUKpPOOPraHU3MOB) C BO3MOMKHOCTBIO pasTpaHmdeHus
AHAJIOMHYHBIX 110 CTPYKTYPE COSAMACHHH, KOTOpbie MOTYT B HEH NpUCYTCTBOBATE.
Hccnenosanusg  (McHbITaHMs)  [PU HACHTHQUKAOWU — JIODKHBL  OBITH
cienuUYHBIMH - A7 papMaleBTHYecKOM  cyOCTaHUUH HW  [POBOJHTHCA
¢ UCTIONIB30BAHUEM HECKOJIBKUX CTICUM(UUHBIX XUMHYCCKUX TN OHOIOTHYECKITX
METOLOB, KCJIATCIHHO B COUETAHUY C (DUBMKO-XUMHUYECKOH METOAUKOM,;

B) maccoBass mojs. C 1eNbl0 YCTAHOBICHMS COACPXKAHHS (AKTHBHOCTH)
JEHCTBYIOLLIErO BEILECTBA W MPHU  HEOOXOAMMOCTM TIPOAYKTOR Jlerpajallud
B (papMaleBTHUECKOH cyOCTaHIMM CledyeT HCUOJb30BaTh CrHeMHPUUHEIC
(hH3MKO-XUMUYUECKHE, XUMUUYECKHE UJIH OUoIOrHUecKre METOJBI
KOJIIMYECTBEHHOTO  OIIpEAENeHuUs, IMO3BONSIIOIINE NOIydaTh JOCTOBEPHBIC U
CcTabUIBbHBIC PE3YJIbTATHLY;

I') AOMOJHUTE NYHKTaMH 18 1 19 cnenyromero cogepxatus:

«18. TpeOopanmst K kadecTBy  (apmanentuueckodl  cyOcTanumu
B 3aBUCHMOCTH OT €€ arperardHoro CoCTOSHWS M JICKAPCTBEHHOH GopMEI
BETCPHHAPHOTO JIEKAPCTBEHHOIO Mpenapara, AJisi NMPOM3BOJICTBA KOTOPOTO OHA
Ipe/IHa3HA4YEeHa, BKIIOYAIOT B ce0S CIICAYIONIME 10Ka3aTe/i KauecTRa:

a) pACTBOPHUMOCTb;

0) remmepatypa  IUIABICHUS (pazyioxKenus), WIH TeMIeparypa
3aTBEPACBAHUS, HIIA TeMIIepaTypa KATICHUS;

B) MIIOTHOCTb;

) YAEHBHOE BPALUCHUE;

11} yenbHBIM I0Ka3aTellb NONIONIeHNs;

) moxazaTesb IPEeJOMIICHUSI;

K) PO3PAuHOCTh PaCTBOPA;

3} IBETHOCTE PACTBOPA,;
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u) pH pacrsopa;

K) MCXaHHYCCKHEC BKJIIHOUEHH A,

JT) IOCTOPOHHKE TIPUMecH (pOICTBEHHbBIE COCTUHCHHS );

M) [10Ka3aTe/ld YUCTOTHl (XJIOPHIBL, CYIb(ATEL, Cyas(paTHas 30718, TSKeIIbie
METAUTBI U J1P.);

H) MaccoBas [0JIs BIArH;,

O) OCTATOTHBIC OPraHHYCCKHME PAaCTBOPUTEIINA (B Ciiydde HMX HCIOJIE30BAHHA

Ha NOCNEeNAHEeH CTaiuu TEXHOIOTHUECKOr0 IpoIlecca);

) THPOTEeHHOCTE HWIIH  COJIepKaHne OakTepHaNbHBIX  DHAOTOKCHHOB
(JIAJI Tect);

P) TOKCHYHOCTD,

¢) MUKPOOHAS YHCTOTA WU CTEPUITLHOCTD.

19. Ilepeyesb M HAaMMEHOBAHME IIOKa3zaTenel kauecTBa (HapMareBTHICCKON
cyOCTaHLMH HODKHEL COOTBETCTBOBAThH IIEPEUHIO W HAUMEHOBAHUIO TIOKA3aTeNeH
KauecTsa, NUPUBCACHHBEIM B (Papmakcriee (oro3a, WIH IIPH WX OTCYTCTBHH —
B dapmakoneax rocyaapcTB-wigHOR. llpu orcyrersuu B Dapmakonee Coroza
ung  (papMakonesx — FOCy/IapCTB-HJIEHOB  COOTBETCTBYIOIIMX  TpeOOBaHMH
Ha (DapMaleBTHUCCKYIO CYOCTAHLWIO IPOHABOAUTENL JOJDKEH YCTaHOBUTH
MOKAa3areny KadecTBa TakuM o0pa3oM, uToObl 0OCCTeYHTh COOTBETCTBHE
BETEPHHAPHOIO JIEKapCTBEHHOI'O npenapara, [IPOU3BOLUMOTO
(M3roTaBJMBaEMOrO) U3 (hapMaleBTHUYecKOl  cyOcTanmuy, TpeOoBaHHUSM
HOPMAaTKBHOI'O JJOKYMEHTa Ha BeTCpUHApHOe JeKapPCTBEHHOE CPENCTBRO.».

120. B npunoxenun Ne 26 « ykazanuwsiM [Ipasuniam:

a)B nyskre 3 croso «Corozan 3amenurh clioBam#  «EBpasuiickoro
3KOHOMHYECKOTO COI03a»;

0)B myunkre 12 croBa «MHcOekims MOMXET TPOBOJAWUTHCI» 3aMEHHTH
cnoBaMu  «MHcmexkimsi  npow3BoguWTeNs  (HEPE3WAEHTA),  HAXOAKILIETOCH

3a IIpeJenamMu Coro3a5 IMpOBOOMTCSD
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B) IyBKT 13 M3I0KUTE B CIEAYIOIEH pelakiiiu:

«13.B ciydae HUCBMEHHOIO VYBEAOMIICHUA YIIOJTHOMOUYCHHOI'O OpraHa
00 oTkaze (Cc yKazaHWeM IMPHYHH OTKA3a) B IIPOBCJEHHH MHCIEKI[HU
NPOM3BOAUTENSE (Hepe3uAeHTa), Haxopagerocs 3a npeaenamu Corws3a, cyObekT
B chepe oOpailieHust BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB BIIPaBe 0OPATHTHCS
C 3asBICHHEM Ha (IPOBEJACHHME TaKOH MHCMEKIHMM B YIIOIHOMOUEHHBIH Oprai
APYroro rocyapeTra-uieHa.y,

I') MYHKT 17 U3HOKUTE B clieyrouleil pelakinu:

«Bemymuid ¢apmaleBTHYECKU HHCIEKTOp obecneyuBaeT pa3padboTKy
mporpaMMbel  MHCHEKTHPOBAaHUS 10 dopme cormacHo mnpunoxkenuto Ne 1
Y O/ATOTOBKY KOHTPOJLHBIX TACTOB 10 (GOopMe coracHo npunoxenuro Ne 2 6o
unetx GopM pabounmx szammuceil. [IporpaMva HHCHEKTHPOBAHHS HANPABNSETCS
MHCIIEKTHPYEMOMY CYOBEKTY He mosiguee ueM 3a 10 pabouumx jueit g0 Hadasa
IPOBENCHU HHCIIEKIIUH.

Bepymuit  dapMaleBTHUECKUH MHCIEKTOP W YJICHBI HMHCHEKIMOHHOMH
IPYIIIBL B XO/1€ MHCIICKIMH BIIPABE:

nonydarb JOCTYN (BXOAUTh) B m000e TIOMEHICHHE B COOTBETCTBHH
¢ IpOrpaMMOil MHCIIEKTUPOBAHHUS,

II0JyJaTh TAKHE /I0KA3aTeNbCTBA, KAK AOKyMEHTallMd, (hoToMaTepuallnl
(BHACO3AIHCH ) TIOMEHIeHUH | 000pY/I0BAHNS;

NoJIy4arh JIOCTYNl K Jirobomy 0ObekTy (npermery) B pamMkax cOnacTu
UHCTICKTHPOBAHUS U U3yYaTh €ro;

NpUHEMAThL MEPhl HIIM TPeOORATE MPUHATHS MEP B OTHOIICHUHU TPEAMETOB
(MaTepuabHBIX ~ CBUJICTENLCTB),  KOTOphbIE  NPEANONOKHATETHHO  MOTYT
CBHJETCIILCTBOBATL O HECOOTBETCTBHM Tpebopanusim  IlpaBmil  Hajnexaimei
ITPOX3BOJACTBEHHON MPaKTHKH, B TOM YMCIIE B OTHOIUEHHAH OrpaHHuYeHus JOCTyIa
K T4KUM TipeaMeraM W O0eCTeUCHUst UX COXPAHHOCTH B IEHAX JalbHeiuero

pazbupaTenbpCTBA B YCTAHOBIEHHOM MOPSAKE;
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OCYIIECTBASTH  OCMOTP  TIPOBEPSEMBEIX  OOBEKTOB,  O3HAKOMIIEHHE
C NOKYMEHTalMed M 3alncsiMU, OIpOC OTBCTCTBEHHBIX ML MHCIIEKTHUPYEMOTO
cyObeKTa, KabmtoAenne 3a JeSTeNbHOCTRIO Ha pabodux MecTax;

pexpaark IMpPOBEJICHUe HHCIIEKTUPOBaHUS [IPU  [PEISTCTBOBAHUU
B peanu3aiuy YKa3aHHBIX I1paB.»;

A) B abzange mepBoM nyHKTa 26 crnoBa «(B caydae IepBOHAYATBHOM
HHCTIeKUMHU) WM npuwioxedauto Ne 4 (B cnydae HOBTOPHOM (KOHTPOJIBHOI)
HMHCITEKI[MI ) K HACTOSLINM [ [paBuiiam» HUCKIIFOUHTS,

e) B IyHKTe 28:

B ab3are neppoM udpel «30» 3aMmeHUTD undpamMu «30»,

B a03alle BTOPOM CIOBAa «d BBINOJHAET NOBTOPHYIO (KOHTPONBHYIO)
HUHCIIEKL[UF0» UCKITIOUHTh;

a03a1 TpeTUi UCKIFOYHTS;

) B IIyHKTe 29 ab3a1ibl BTOPOH, TPETHH ¥ YeTBEPTHIH UCKITIOYUTE;

3) WyHKT 30 U3JI0XKUTE B CAEAVIOMER pefakinu:

«30.C  ywerom  pesynpraTtoB  oueukd — CAPA-tuiiama  Benymuit
dapManeBTHUYSCKUA HHCIIEKTOpP 00eClIeYHBaeT COCTaBlIeHME oTdeTa no ¢opme
cornacHc mpuiaoxednio Ne 4 B tedenue 30 KanengapHblx JHeH co AHS
peaocTaBieHust UHCIEKTUpyeMbIX cybbekToM CAPA-rutana v oryera o ero
BHIIIOJTHEHUH. »;

1) OVHKT 36 MpH3HAThL YTPATHBIIMM CHIY;

K) ab3ar] 4eTBepTHH HyHKTa 37 W3I0XUTh B CHEAYIOWeH pelakuun:

WIPEISITCTBOBAHUE B OCYILECTBIEHUH HHCIIEKTOPOM IIPaB, YCTAHOBIICHHBIX
nmyHkTOoM 17 HacTosmmx IIpaBuiL.»;

a)B  ab3ane ngTom  nyHkra 37 ciosa  «B  cioywae»  3aMeHutsh

cirosam «37'. B ciryuaen;
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M) B ITpATOKEHKH No | K yXa3aHHOMY TPHIIOKESHUIO:

IIOC/I€ CIIOB  «HA COOTBeTCTBHE TpeOoBanuaMm [lpaBun HaIekaiuei
NPOMU3BOACTBCHHON — NpakTHKM  EBPazsUMcKOrO0  3KOHOMMYECKOTO  COMO3a
JOTIONHATL  CIOBaMHM  «, yTBepkIeHHbIX Peinenuem Copeta Empasufickoit
AKOHOMUUYECKOH KoMmHuccwu oT 3 Hostbpsa 2016 r. Ne 77 (nance — Ilpapuna
Ha/IeKALLEH TPOU3BOJCTBEHHOM IIPAKTUKY )»;

II0 TEKCTY cJioBa «EBpazsniickoro "KOHOMUYECKOTO CO03a» UCKITIOUNTD,

B nopnyHxre 6.4 TaGuuMUBl CHOBO «PEAKTHUBED» 3aMCHHUTE CIIOBAMH
«PEaKTUBBI (pearcHTHI)»;

H) npuioxenus Ne 3 w 4 K yKazaHHOMY TIPHIOKEHUIO H3NOXHTD
B CIEAYIOIIEH penaKIIfu:

I IPHJTOXEHHWE Ne 3

K [IpaBunaM uposeeHus
(GapMalieBTMUECKIX HHCIISKIHH

(dopma)

OTYET
0 NpoBeXeHHU PapMaleBTHYCCKOH HHCNICKIMH ITPOU3BO/ICTBA
BETE¢PHHAPHBIX JEKAPCTBEHHBIX CPEJCTB HA COOTBETCTEHE TPEOOBAHMSIM
IIpaBua Haaae:kalileil NIPOU3BOJACTBEHHOH IPAKTUKH EBpa3uiickoro
IKOHOMHYECKOro COK3a

oT « » 20 r No XX~ YYY-GMP/20NN!

B cooTBeTCTBHH €
(HauMmeHOBaHKe, fara 1 Ne JOKYMEHTd, SRIIOETOCS OCHOBAHHEM I IPOBEJICHHST
(hapmaleBRTHICCKON HHCTIEKITHE )

C« » 110 « »

npopeiena  GapMmaueBTHIecKasl HITCIIeKIMsA  TMPOH3BOACTBA  BCTCPHHAPHBIX
JIeKapCTBEHHBIX Cpe/ICTB Ha cooTBeTCTBHE TpeboBaumsiM llpaBun napgexaniei
TIPOU3BOJICTBCHHOM — MPAKTUKM  EBpasvilckoro  SKOHOMHYECKOIO  COH3a,

yTRepAcHHbIX Pentennem (Copera EBpa3miickol 5KOHOMUYECKOW KOMMCCHH
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or 3 HosOpsa 2016 r. Ne 77 (nanee — Ilpapuna namexamieil npou3BOACTBEHHOM

IIPAKTHKHN )

(HAaMMCHOBAHNS HHCMIEKTHPYeMOro cyihexTa B chepe o0palieHns BeTepUBAPHEIX TeKAPCTREHHUBIX CPENCTR)

(azipec MeCTa HaXOKAEHHUST HHCIEKTHPYEMOH IIPOHU3BOACTBEHHOM IIIOMTATKH )

rpynrnoi GpapManeBTHUECKUX UHCIIEKTOPOB B COCTABE:!

(yxa3aTh BODKHOCTE, PAMEIHMIO, MMS, OTUSCTRO (HPH HATHUNW) BSIVIHEro
(hpapMaIeBTHUECKOTO HHCIIEKTOPA )

{(yKa3arsk JODKHOCTH, (haMUIHIO, HMS, OTYECTRO (I1pHY HANHYHH ) ()apMATICBTHUECKOIO HHCITEKTOPA)

(yKaszarp JIOKHOCTE, haMIITHIO, KM, OTYeCTBO (IIpH HATHYHY) (apMareBTHICCKOr0 HHCIIEKTOPA)

YCTaHOBJIICHO CIEAYIOIIES:

HpOI/IBBO,HHTeI[B OCYILCCTBIIACT CBOKY ACATCIBHOCTL HA OCHOBaAHHUH

(yKazaTh HOMED, CPOK HEHCTBUS JOKYMEHTa, PA3pEUIarOIEr0 B COOTBETCTBHH C 3aKOHOJATEIECTBOM

rocygapcTea — WicHa EBpaSHﬁCKOFO IKOHOMHYCCKOTO COI03a UITH TpCTLCﬁ CTpaHbl JaHHBIH BHT

JEATEITBEHOCTH, HAMMEHOBAHKE YTIOITHOMOYEHHOI'O Oprada rocy1apcTsa — qiena Erpasuickoro

3KOHOMHYECKOI) CORO3a MIIH KOMIIETEHTHOTO OpraHa Tpm‘},eﬁ CTpaHbl, BEITABIICTO JIOKyM€HT)

Hepeqeﬂb BCTCPHHAPHLIX JICKAPCTBCHHBIX CPCACTB,
MPOU3BOACTBO KOTOPLIX 3a4BJICHO IUJIA IIPOBCACHNS HHCIICKITHH

Ne | Toproroe HaMMEHOBAaHHE Mexynapoatoe Jlexapcreennas Gopma Crapun
/n BETCPUHAPHOIO HEIATEHTOBAHHOE (UpH HATHYHH) IPOM3BOACTRA”
JEeKapCTBEHHOTO HAHMEHOBaHUE 1 T03UPOBKa

cpescTBa BETEPHHAPHOTO

JIEKAPCTBEHHOIQ
CpeiicTBa MITH [IPH €ro

OTCYTCTBHUH
oblenpuHATOS
(rpynnuporounoe)
- HAHMEHOBaHHE

Buabl AestTeNbHOCTH HHCITEKTUPYEMOro cyObeKTa

d

[TpoussoacTso GapmaleBTHIECKUX CyOCcTaHIuH
TIpou3BoscTRO BETEPUHAPHEIX NIEKAPCTREHHBIX IPETIAPATOB W
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1Ipor3B0ACTBO TPOMEKYTOUHBIX UM Hepac(acoBaHHBIX («Oamk») O
BeTEPHHAPHEIX JIEKapCTBEHHBIX CPENICTB

VYrakorka (HepBUYHAs/ BTOPUIHAS) [
Beinyckaroniii KOHTPOIb CEPUH BeTePUHAPHBIX JICKapPCTBEHHBIX CPEJACTB O
BrImyck B peaauzanuio cepuu (11apTHM) BETEPUHAPHOIO JIEKAPCTBEHHOIO 0
cpejicTRa

Ipouce (ykasarh) [l

Kparkoe onucaHse HHCIEKTUPYEMOTO CyObeKTa:

(vkazars reorpaduaeckoe MONOKEHHE, HATHIHE PIAOM APYHX TTPOU3BOACTR, HEATCILHOCTE
KOTOPBIX MOYKET [TOBIIMSITE Ha KaUECTBO BRILYCKAEMOH TAHHBIM CYOBEKTOM ITPOIYKITHI )

Jara uposesieHus Npeabyue GapmatuesTudeckoit WUHCTIEKIUI ;

MDapmareBTHYeCKHEe HACTEKTOPB!, IIPOBOIMBIINE IPEALIYIIYIO (GapMaleBTHISCKY O

HHCIICKIIHIO :

(yKa3arh AQINKHOCTH, (PaMUITHIQ, UM, OTIECTRO (IPH HAMYKHN) BEAYIIEIO
{apManeBTHYeCKOTO HHCIIEKTOPE)

(yKa3arh JIOHKHOCTE, (PaMHITHIO, HMS, OTIECTBO (IIPH HATHYHH) (hapMaleBTHICCKOTO HHCIIEKTOPA)

(yxazars JOIKHOCTR, (DaMHIIKIO, UM, OTYECTBO (IpH HAIMYKY) (PapManeBTHYIECKOrO HHCIIEKTOPA)

PesyiibrarThl 1 3aMedanis Ipeblyiei GapMaresTudeckol HHCIeKIUT: ;

OcroBHEIE H3MCHCHUS, IIPOHU30IICAIIUE C JaThl TIPOBC/ICHMA Hpeﬂbmymeﬁ

dapMaLeBTHYCCKON HHCTIEKIHH" ;

Ilenp mpoBeaeHHs dapMalleBTHYECKONM MHCIEKLMW: NOATBEPXKIECHUE COOTBETCTRUS
IIPOW3BOJCTRA BETEPHHAPHBLIX JIEKapCTBEHHBIX cpeacTB TpeboBaHusM lpasun
HapIeKaIel TpON3BONCTBEHHON TIPakTMKA EBpasuiickoro 3IKOHOMUUECKOTO
cOlI034a.

Cgeenrsl 0 JOMKHOCTHRIX JIMIAX H COTPYLHHKAX WHCHEKTHUPYEMOTO CYOBEKTa,

YUACTBYIOIHMX B [IPOBCACHHH d)apMaHGBTquCKOfI HHCHCKIINH:

(yKa3aTh JIOJKHOCTh, (PAMHIHIO, MM, OTUECTBO (HPH HAITHYUM))
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(yKazaTh NODKHOCTD, GaMUIHIO, MM, OTYECTBO (1IPH HAIMYMHH))

(yKa3ath JOJKHOCTE, GaMMIIHIO, UMSi, OTUCCTRO (TIPU HATHYHUH))

Hepequb AOKYMCHTOB, HJOHOIHHTE/IBHO IIPEACTABICHHLIX HMHCIHCKTHPYCMEBIM

cyOBECKTOM — MHCHCKUMOHHOM —Tpynme Uit  mposefienms  (apManeBTHyYceKoi

WHCIIEKIMH:

Pesynprarsl npoBeacHHON (hapMaleBIuueCKON HHCIICKIIUU:

1. @apmarnieBTHUECKast CHCTEMa KaueCcTBa

2. Tlepconan

3. IlomenieHns u odopynoranue

4. ToxymeHTalusA

5. 11pou3BONCTBO

6. Kourpoas kauectsa

7. JledarenbHOCTE, HepedaBacMasi sl BLIIIOJHEHMS

(ayTcopcHHr)

JAPYTOH  OpraHMsaluu

8. [IpeTensun, nedeKTr KauecTBa U OT3HIBEI IPOILYKIIMH

9. CaMOHHCTIEKIHS

10. Peanuzanus u TpaHCHOPTHPOBKA IPOAYKIIHH

11. Onetika 0CHOBHOTO AOCHE MPOU3BOICTBEHHON MIOMIAAKY

12. PasHoe

13, Ilepeuenb BBISBICHHLIX HECOOTBETCTBHH Tpebosanusm [lpaBui najyiexanmei

IPOU3BOCTREHHON IPAKTUKH

[ynkr [Ipasun

Ne Haexamen [loapobHoe onHcanue
n/n TIPOH3BOACTBEHBOH BBISBIEHHOTO HECOOTBETCTBHA
TIPAKTHKH

Kuaccudukanms
HECOOTBETCTRUS

1 2 3
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[ynxr Ilpasun
Ne Hajylexauei TlonpobHoe omHcanue Knaccudurans
n/n IIPOM3BOACTBEHHOH BBLIBJICHHOTQ HECOOTBETCTBUSA HECOOTBETCTBHS
NpaKTHKY
1 2 3 4

(I)apMaHBBTHT-IQCKaH CHCTCMAa KavdeCTha

[lepconan

[Tomemenus 1 000pyROBaHHE

JoKyMeHTaIus

IIpou3BoOICTBO

KouTpons kagecTBa

JIesITenEHOC T, TIepe/laBacMas JUTsl BRIIOIHEHHSI IPYTOH OpraHu3anui (ay TCOPCHHT)

TIperensny, Aed)eKThl KAYSCTBA M OT3BIBBI IPOIYKIHH

CaMQUHCIIEKIHHA

B pesynkrare npoeejleHHOM —(apManeBTHYECKOM  HHCHCKIMH  BBISBIEHR!  HECOOTBETCTBHS

Tpebosanvsam lpasun maaneskamedl TPOM3BOACTBEHHON Hpaktuky ERpasuiicKoro sKOHOMHIECKOIo
COHO3d, KOTOPBIE H3JIOKEHB! H KIACCHOUIMPOBAIIL] B KHCIIEKIIMOHHOM OTHETE, BCETO: . Y3 HHX:

KPHTHUCCKHE HECOOTBETCTBUS® — —
CYIECTREHHEIE HECOOTBETCTRUL® —

npoure’ —

KomauecTeo 3K3eMIEPOB | | DK3EMIUTIP —
HHCTIEKITHOHHOTO OTYETA
H MX HOJyJaTel

(}’Kaiia’l‘b HaHMCHOBAHME HHCIICKTHDYEMOTO CyG'LBKT&

& cfepe obpalieHud BETEPHHAPHBIX NEKAPCTBCHHBIX CPEACTS, FOCYAAPCTBO ~ YileH
EEBpaznfickoro 3KOHOMHUYECKOI0 CO103a / TPEThs CTPAHA)

2 IK3eMILIp —

(yxasaTh HAUMEHOBAHHE  YTONHOMOUEHHOTO  OpraHa,
rocysapcTaa — uieHa Eppasuiickoro IKOHOMHYECKOI0 COH3a)

14, 3axmoueHue: 1Ipou3BOACTBO  BETEPUHAPHBIX  JIEKAPCTBEHHEBIX — CPEJNCTR
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(HauMeHOBanre MHCTIEKTHPYeMOora cyObekTa)

(cooTBeTCTBYET/HE COOTBETCTRYET (YKA3aTh HYXKHOE))

Tpeboparmasim I paBum HaeKarei Nporu3BOACTBEHHOM IPaKTHKH.

Otuer cOCTaBIEH M IO/INMKCAH YJIeHaMK MHCIICKITHOHHOH IPYIIIbL:

{ykazarb JOIDKHOCTD, GaMIUIMIO, UMS, OTYCSCTBO (1IPH HAJHYAN ) (mommmce)
peayinero GapManeBTHIeCKOTO HHCIIEKTopa)

{yxasars JOTKHOCTL, (HaMMIHKY, AM, OTYECTBO (HPH HAIHYHH) (nommucs)
(papMarieRTHICCKOTO HHCIIEKTOPA)

(YKa3aTh I0KHOCTD, (DAMUIMIO, HMSL, OTHECTRO (IIPH HAIAYMH ) {mosHces)
(papmarieBTHUECKOTO HHCIIEKTOPa)

Hara: « » 20 T

! Vyermmif noMep oOTdeTa © [OpoBefeHHOH (ApPMALEBTHYECKOH HHCHEKUMM  (OPMMpYeTCH N0 cxeMme, rie:

XX — 2-3pavyHERI OyKBEHHBIM MEXIYHapolHelil kof rocypapcTsa — wieda EBpasHiiCKOTO 3IKOHOMMUYCGCKOIC COKI3a,
YYY - HoMep, NpUCBOSHHBIH OTHETY B IOPAIKe, YCTAHOBJEHHOM 33KOHOLATENILCTBOM IOCYRAPCTBA — 4eHa
EBpa3iiickOro 3KOHOMHYECKOTD COHO34,;

GMP — Tlpaepuna Hamnexamed  Npou3BOACTBEHHOH npakTuxd  EBpasmiickoro  3KOHOMHMECKOIC — COHO3a;
20NN — rop nposegeHus (apMaleBTHYECKOH HRCIIEKIMH.

2 Craguu TIPOU3BOACTRA BETePHHAPHOIC NEKAPCTREHHOrO CpelcTBd, YKa3aHiIbIe B 3aABIeHHT

0 MpoBEeREeHHY PapMalEBTHYECKOH HHCIIGKIMH NPCH3BOICTEA BETEPHHAPHOTO JIEKAPCTBEHUOIC CPEACTBA.
!B cryuae npoBeaenus GapMalesTHIECKOH HHCTIEKLHH.
' BLIABNEHHEIE HECOOTBETCTBHA OIIEHHBAIOTCA COTIAcHO TpeGorammsiM [Tpapil HaUIeRaieH NPoM3Bo/ICTREHHOH NPaKTHKA
EBpa3uiickOro 3k0HOMMIECKOTO COM3a C IIPUBSACHREM CCBLIOK HA TIYHKTh 3TOT0 AOKYMEHTA,
3 HecouTBETCTBHS, KOTOPBIE CO3NAIOT BOIMOKHOCTD TIPOHIBOACTEA WM NPHBOAT K CYNIECTBEHHOMY PHCKY TPOH3BOACTRA
BEeTePHHAPHOTO JIEKAPCTBEHHOTO CPEAICTRA, OMACHOTQ A 3/0PORbA H MKHIHH XHBOTHOTO HIH YENOBEKA,
 HeCoOTBETCTEHS, KOTOPIE HE MOTYT KNACCHGUUMPOBATLCA KAk KPHTHYECKHE, HO:

TMPpHBETA WY MOTYT UPHUBECTH K HPOU3IBOICTBY BETECPHHAPHOIQ JICKapCTBCHHOTO Cpe,ILCTBa, HE COOTRETCTEYHOMIETO
JOKYMEHTAM PrHCTPALMOHHOTO JI0Che HAHHOIO BETEpHHAPHOTO NeKapeTBEHROIC IIpenaparTa;

YKA3LIBAIOT HA CYLIECTBEHHOE OTKNOoHeHHe orT TpeboBannii IlpaBmy uamlexaweld TPON3IBOACTBEHHOH MHMPAKTHKH
EBpa3znicKoro 3xoHOMHHECKOT0 COH3A;

YKA3RIBAIOT HA CYIIECTBEHHOE OTKIOHEHHE OT TpeGOBAHMH MeXIYHAPONHBIX MOCOBCOPOB MM WHBIX akToB B cihepe
Oﬁpa]l[eH_[/DI BGTGprIHapl-H:IX JICKAPCTBCHHBIX CPEACTE, BXOAAUIUX B ITPABC EBpEISHI‘:ICKOFO IKOHOMMYECCKOT'0 COH034,

YKA3pIBAIOT HA HECTIOCOOHOCTE HHCIIEKTHRYEMOTO CyGLSKTa OCYIICCTBNATEL Cepﬁﬁ}iizlﬁ BBITYCK BETEPHHAPHBIX
JISKapCTBEHHBIX CPEACTE OAHOPOLHOTO KA4EecTBA MM HEcrnoco0OHOCTE YNOJHOMOYEHHOIO JIMUE HHCIIBKTHPYEMOTO
cyOBeKTa BRIIONHATE CBOH JOMKHOCTHLIE 00A3aHHOCTH;

TpeAcTaRIgoT cob0il KOMDHHALIKMIO HECOOTBETCTBHI, HH ONHO K3 KOTOPHIX CaMo M0 ce0¢ HE ABIRETCH CYLISCTBEHHBIM,
HO KOTOPHIE B COBOKYMHOCTH [PEACTARIAIT CYUIECTBEHHOE HECOOTBETCTRME H JIODKHEI OOBACHATHECA ¥ (DUKCHPORATHCH
B KAYecTBE TAKOBOrO.
" HecooTBeTCTRIS, KOTOPBIE HE MOTYT KITACCH(UITHPOBATECS KakK KPUTHYECKHE WITH CYIHECTBEHHbIE, HO YKA3BIBAIOT
Ha ortkinoneHue ot Tpebosanuii [lpasan wannexkawedl NPOH3BOACTBEHHOH OpakTHku EBpazuiickoro 3KOHOMHYECKOTO
COm334a.
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TPAJIOXEHUE Ne 4

K [IpaBunam nposeacHus
GrapManeBTUYECKUX MHCIICKIIHH

(bopna)

OTHET
0 TPOBEACHUU MOBTOPHOI (KOHTPOILHOH) dapMANEBTUYECKON HHCIIeKIHH
HPOU3BOACTBA BeTEPHHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHUE
TpeboBanusM [IpaBui HauIesRalIeH TIPOU3BOACTBEHHOM IPAKTHKHA
EBpa3zniickoro 3x0HOMHAYECKOT0 COK03a

oT « » 20 r Noe XX - YYY-GMP/20NN-F!

B cootBercTBUM C
(HauMeHOBAHHE, KaTa 1 Ne JIOKyMEeHTa, ABIMIOIErocs OCHOBAHUEM TS NPOBCACHMS
thapMaleBTHECKOH HHCTIEKLIVH)

€« » 1o « »

IpOBe/JIeHa IMOBTOpHAst (KOHTPOJIBHAS) (apMalleBTHYECKass WHCICKIHMSA METOA0M
JOKYMEHTApPHOTO / BBIE3THOTO ~ MHCIEKTUPOBAHMSL  (HYJICHOE  HOOHEepPKHYMb)
IPOU3BOJCTBA BETCPHHAPHBEIX JIEKAPCTBCHHBIX CPEACTE HA  COOTBETCTBHE
TpeGopanusM 1 IpaBuit HayexKaliel mpous3BoACTBeHHON nipakTuky Espasutickoro

IKOHOMUYECKOIro ¢0t03a, yreepxiacHHbIX Pewennem Cosera Eppasuiickoit

AKOHOMHYECKOH komuccru oT 3 HosOps 2016 r. No 77 (pmamee — Ilpasmia

HaAJIewarueil Mpou3BOACTBEHHOU IPAKTUKN)

(HauMeHOBaHWe HHCIEKTUPYeMoro cyObexra B chepe obpalenys BeTepUHapPHEIX IEKaPCTBEHHBIX CPEJICTE)

(aﬂpec MECTa HAXOXKACHHWA HHCI’[CKTpreMOﬁ l'IpO]/lE-BO,Z[CTBeHHOﬁ HJ'[OLHEI,[[KH)

rpynoi gapmMaileBTHIeCKUX HHCTEKTOPOB B COCTABE:!

(yKazars AOKHOCTE, GaMHIIMIO, WMSL, 0TUECTBO (TIPR HAIMYHH) BEAIYILIETO
hapMaleBIHYCCKOT0 HHCHEKTOPA)

(YKa3aTh JOMKHOCTE, (PaMUITEHIO, HMsI, OTIECTRO (IIPY HAITMYHH ) (QapMaIeBTHUSCKOTO HHCIIEKTOPa)
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(yxazarp AOIIOCTD, (PaMUIMIO, UM, OTIECTRO (IpH HAMMUHH) GapMaleBTHIECKOI0 HHCIEKTOPA)
Ilene  mpoBegenus — TMOBTOPHOM  (KOHTPONLHOW)  (hapMaleBTHUECKOit
WHCIICKIIMH: OATBCPHKACHHUC YCTPAHCHUA HGCOOTBGTCTBHﬁ, BLIABJICHHEIX B XOJIC
paHee NPoOBEACHHON (apMalleBTUYECKOW HHCTICKIINN.
CrenmeHust 0 IPebIyIeH GapMarieBTHUYCCKOW HHCITEKIH:
1. dara (narb1) mpopeneHus (hapMaileBTHIECKOW MHCIEKIUH:

C K« » ITO « »

2. Homep M gata oryera O IPOBEICHHOM (DapMarleBTHYECKOW HHCIEKLHH

(MHCTIIEKITMH, O pe3yhsratam KoTopod npeacrapieHbl CAPA-IIaH ¥ oTYer O ero

BBITOAHEHUK):  No OT  «_» L.
(YKazviedemcsi  YYEmHuIL ~ HOMEp — OM4ema,  WPUCBOEHHBIU  NO  cxeMe,
npedycmompennot  npuiodceniem Ne 3k npunoxcenuio Ne 26« Ilpaeunam
PecVIupoeanus  OOpawjeHus — GeMEPUHAPHBIX  JIeKAPCMBEHHBIX — CpedCcme
HA MAMOACEHHOU meppumopuy E6pasuticKo20 IKOHOMUYECKO20 CO03d).

3. CocTaB HWHCHECKUIMOHHOM T'pyHIBL, MIPOBOAMBLICH (apMareBTHYECKYIO
WHCTIEKITMIO (MHCIEKIUIO, TO PEe3yisraram KoTopol npencrasieHbl CAPA-nnau

1 OTHET O €10 BI)IHOJIHGHI/H/I)Z

(yKa3aTh JODKHOCTE, (HaMUNHIO, M, OTYECTBO (IIPH HATHYHH) BELYIIErO
(hapMaleBTHHECKOTO MHCIIEKTOPA)

(ykazaTh DONKHOCTL, GaMHIIHIO, HMS, OTUECTBO (IIpH HAMHUKH) (hapMalleBTHIECKOTO HHCIEKTOPA)

{(yKasaTh JOIDKHOCTS, (haMHIIHED, MMS, OTHECTBO (FPH HAIMYHH) GapMaleBTHYCCKOTO MIICTIEKTOPA).

4. PeszynbTaThl U 3aMedaHHUs (apMaleBTHUECKON MHCIIEKIHH (MHCIIEKLHH,
10 pesyrbrataM Koropoi npencrasnensl CAPA-IUTaH ¥ OTYET O €0 BBITOIHEHWH ):

BLISABJICHO HeCOOTBETCTBHﬁ, W3 HUX:
(olIIee KONKUUYeCTRO)

KPHTHYECKHE HECOOTBCTCTBHS — ;

CYIECTBCHHBIC HECCOOTBCTCTBUA — 5

pouue —
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WHcnekTUpyeMble 30HBL TOBTOpHAS (KOHTposibHast) (apMaleBTHYecKas
MHCHEKNUS TPOM3BOACTBA BETEPUHAPHBIX JICKAPCTBEHULIX CPEACTB NMpPOBEASHA
METOIOM

] J0KyMEHTApHOrO HHCHEKTHPOBAHHUS

L] BEIE3IHOrO MHCIICKTHPOBAHHS COIVIACHO TPOrPaMMe MHCIIEKTHPOBAHUS

OT « » 20 L

CeeneHUS O JOJDKHOCTHBIX JIMIIAX W COTPYIHUKAX MHCIEKTHPYEMOTO
00BEKTa,  YYACTBYIOWUMX B TPOBEMAGHMM  HOBTOPHOH  (KOHTPOIHHOMN)
(QapMaIeBTUISCKON HHCIEKIWH (3arofHAeTCsl B ciIydae MPOBENCHHS BBIE3IHONO

HHCTIEKTHPOBAHUS ):

((paMuIKA, UM, OTIECTBO (NP HANHYIH) NIPE/ICTABHTEIA MHCTIEKTHPYEMOro 06 beXTa, JOKHOCTE )

(hamunus, ums, OTHeCTRO (TIPH HAMHYHH) NIPEICTABUTENA HHCIIEKTUPYEMOTO 0fbeKTa, J0MKHOCTE)

{daMunud, ¥Ms, OTYECTBO (TIPH HATIHYKH) TIPE/(CTABHUTENS HHCIIEKTHPYEMOTO 00BEKTA, JOTDKHOCTE)

Pesynprathl npoBemeHHONH MOBTOPHON (KOHTpOsIsHOM) dapMalieBTHHeCKOHR

WMHCIICKI KA.
HepequB HECOOTBETCTBHH Creyenns o6 YCTPaHEHHANW HCCOOTBCTCTBHA
Orenxa yCTpancHusd
W WX KBATA(pHUKaLas (kpaTKoe co/epXKanie MEPOTIPUATIL,
. HECOOTBETCTBHS
ITOATBEPKIAIOIUH JOKYMEHT)
1 |
KomeyecTRO JICMILIAPOB 1 BKSGMHHHp — —|
HHCIIEKI[MOHHQIO OTYeTa (vkazars  HaMMEHOBAHHE MHCIEKTHpYEMOIro  cyObexTa
Y HUX 110J1yvaTeny B cthepe obpalluetns BeTepHHAPHBIX JIEKAPCTBEHHBIX CPENCTR, TOCYAPCTED — UNIER
ERrpazuiickoro 3K0HOMHYECKOT0 COt03a / TPETRA CTpaHa)
2 DK3EMILISIP —
(ykazarh HAHMEHOBAHNE YOQIHOMOUEHHOO opraHa
TOCYIEPCTRa — Wwielia EEpa3suiiCKOTO IXK0HOMUEECKOIO COI03a)
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Jakrodenue: [IpOU3BOACTRO  BETEPUHAPHEIX HEKAPCTBEHHBIX CPEACTB

(MaHMEHOBAHHE HHCIICKTHPYEMOI0 cyOLeKTa)

(cooTBeTCTRYET/HE COOTBETCTRYET (YKA3aTh HYKHOE))

TpeGoBanusM [Ipapuil HajIIeKaweH HPOU3BOACTBEHHON IPaKTUKH.

Otuer gBisiercs HEOTHEMIIEMOM 4YacTBIO oOtdyeTa O  IPOBENEHUU
npeasiyieil  hapMaLeBTHUCCKOH MHCHEKIMH [IPOHU3BOJACTBA BETCPUHAPHEIX
NMeKapCTBeHHBIX CPelCTB, 1O pesyibraraM KoTopol rpegcrasicHbl CAPA-nnan

H OTUCT O €I'0 BEREIIIOTHCHMH.

OTueT cocTaBlIcH U noJIucal 4JIeHaMHU HHCUCKIIMOHHOH I'PYIINBL

(yKazarh NODKHOCTE, GaMHIIHIO, UM, OTHECTBO (IIPH HAIHYMK) (monmmce)
BeAynero GapManeBTHIecKOI0 HHCIIEKTOpA)

(yKasare JODKHOCTD, (haMUIIHIO, HMS, 0TIECTBO (ITpH HAJTHYHH ) (ronmuck)
(hapmaneBTHYeCKOTO HHCIEKTOpa)

(YKazaTh JIOIKHOCTH, HaMUIIHID, MM, OTHECTBO (IIPH HAJIMYMH ) (rroanuce)
thapMaleBTHYEeCKOI'0 HHCIIEKTODA)

JlaTa: « » 20 1.

I Yuernnlll Homep QuHANLHOMD (OKOHUATENLHOTO) OTHETA O NPOBEIEHEN 1ORTOPHOM (KOHTpONLHOl) (hapMaleBTHYeCKOMH
KHCNEKLHH QOPMUpPYETCS MO CXeMe, TAge:

XX — 2-3Ha4HplH OYKBEHHBIA MEXKIYHAROAHBLH KOA rocyzapeTea — unena EppasHicKoro 3JKOHOMHYECKOTD COM3a;

YYY — wsomep, [pucBoeHHBIH OTHeTY B TIOPANKS, YCTAUOBNCHHOM 3AKOHONATSNLCTROM TOCYAAPCTEA ~ UNeHA
Eppaszuiickoro 3KoHOMHMECKOTO COK034,

GMP — Ilparung Hapexalieit npou3BoacTBenHOH NpakTdky EBpa3uiicKoro 3KOHOMHYECKOTO COKY3a;

20NN - ron npopefieHHd (APMaLEBTHUECKOH HHCIICKIH;

F — 6yxBenHsI ko, obo3navarolmi GHHANLHLIH (OKOHUATENBHEL) OTYET.».




