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10 aHBapa 2015
006 yTBEPXOEHMM NOMNOXEHMS O NOPSOKE perncTpaumm NekapCcTBEHHbIX CPEACTB U U3Oenuii MegULUHCKOro
Ha3Ha4YeHud 1 Bblaavun perncTpaymMoHHOro yaoctoBepeHusa

MOCTAHOB/IEHUE

KABMHETA MWUHUCTPOB PECNYBJ/IMKN Y3BEKUCTAH

Ob YTBEPXAEHUU NOJTIOXKEHUA O NOPAAKE PETMCTPALUN JIEKAPCTBEHHbBIX CPEACTB U
U3LENNIA MEQULMUHCKOTO HASHAYEHMA U BbIAAYUN PETMCTPALLMOHHOIO YAOCTOBEPEHUA

(CobpaHue 3akoHodamenscmeaa Pecnybauku Y3bekucmaH, 2014 2., Ne 52, cm. 620)

B cootBeTcTBMM co cTaTbelt 12 3aKkoHa Pecnybnukm YsbekuctaH «O paspewmnTenbHbiXx npoueaypax B cohepe
npeAnpUHUMATENIbCKON AeATENbHOCTUY U NocTaHoBAeHMeM KabnHeTa MuHucTpos Pecnybnmku YsbekuctaH ot 15 asrycta
2013 roga Ne 225 «O mepax no peanusaumm 3akoHa Pecny6anku Ysbekuctan «O paspelumTenbHbIX npolueaypax B coepe
npeanpuHMMmaTeNnbCKon aeatenbHocTM» KabuHeT MMHUCTPOB NOCTaHOBAAET:

1. Y18epauTh MonoxKeHMe 0 NopaaKe PerucTpaumm NeKapcTBEHHbIX CPEACTB U U3AENNN MeANLMHCKOrO HazHaYeHus 1
BblAa4M PErNCTPALLMOHHOTO YAOCTOBEPEHMA COMIAaCHO NPUIOKEHMIO.

2. MuHucTepcTBY 34paBooXpaHeHus Pecny6imKku Y36eKncTaH COBMECTHO C 3aMHTEPECOBaHHbIMM MUHUCTEPCTBAMM U
BEAOMCTBAMM B MECAYHbIA CPOK NPUBECTU BEAOMCTBEHHbIE HOPMATUBHO-TNPaBOBbIE aKTbl B COOTBETCTBME C
HaCTOALLMM MOCTaHOBAEHUEM.

3. KOHTpOAb 332 MCMOIHEHMEM HACTOSALLErO NOCTaHOB/IEHWUA BO3/I0XKUTb Ha 3amecTuTens Mpembep-MmuHUCTPa
Pecnybaukn Y3bekucrtan A.U. Mkpamosa.

Mpembep-munnctp Pecnyb6aunku Ys6ekucran L. MUP3UEEB
r. TAWKeHT,
22 neKkabps 2014 .,
Ne 352
MPUNOXEHNE

K noctaHos/eHuto KabruHeta MmnHUCTpoB oT 22 aekabpsa 2014 roga Ne 352

MONOXEHUE

O nopaAaKe PperucTpauun NeKapCcTBEHHbIX CPeacTB UM U3AENUi  MeOUUMHCKOrOo Ha3sHaueHus WU Bbigauu
pPerncTpaLmoHHOro yao0cTosepeHus

|. O6wue nonoxeHna

1. Hactosawee MonoxeHne pa3paboTaHO B COOTBETCTBUM C 3aKOHaMM Pecnybankm Y3bekuncrtaH «O NeKapCTBEHHbIX
cpencTBax n hapmaLueBTUYecKon aeaTenbHocT» u «O paspeLlnTenbHbIX npoueaypax B coepe
npeanpuMHUMaTEIbCKON AEATENbHOCTM» U ONpeaenaeT NOPAAOK PerncTpaLMm 1 BblAavym PerMcTpaumoHHOro
YAOCTOBEPEHUA NEeKapCTBEHHOrO CPEACTBa U U3AENUA MeSULIMHCKOro Ha3HavyeHus.

2. Perncrpauma feKapcTBEHHOrO CpeacTBa U u3genna MeAnUMHCKOro Ha3HavyeHMA 1 Bblgaya PermcTpauMoHHOro
YAOCTOBEpEHMA OCYLLEeCTBAAIOTCA [NaBHbIM ynpaBieHNeM Mo KOHTPOIO KavyecTBa S1IeKapCTBEHHbIX CPeacTB 1
MEeONUMHCKOM TeEXHUKN MUHWUCTEPCTBA 34,0aBOOXPaHeHUs PecnybinKku Y3beKkucTaH (ganee — MaBHoe ynpaBaeHue)
Nno cxeme COrNacHoO NpunoxeHuo 1 K HacToAwemy MonoxKeHuio.

3. Perncrpauma nekapcTBeHHOro CpeacTBa U U3aenna MeANLMHCKOrO Ha3HaYeHna NpeaycMaTpmBaeT Bblaavy
cybbeKkTam npegnpuHUMaTeNbCTBa, ABNAIOWMMCA IPUANYECKUMU INLaMK (ganee — cybbeKTbl
npeanpMHUMaTENbCTBA), PErUCTPALMOHHOIO YA0CTOBEPEHUSA IEKAPCTBEHHOMO CPeACTBa U U34EeNNA MeAULUHCKOro
Ha3HauyeHusA (fanee — perucTpaLMoHHOe ya0CcToBEpEHME).

4. PernctpaunoHHoe yaoCcToBEpPEeHMeE ABNAETCA OCHOBAaHMEM A/19 MPUMEHEHMUA IEKAapPCTBEHHOMO CpeacTBa U U3genuna
MeOULMHCKOTO HasHauyeHWs B MeAULMHCKOMN NPaKTUKe B NOPAAKE, YCTAHOB/NIEHHOM 3aKOHOAATE/IbHbIMM aKTaMMU.

5. PerncrtpaumoHHoe yaocTtoBepeHue BbiAaeTcA CPOKOM Ha 5 ner.
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6. B cnydae MsMeHeHUn CBeAEHMUI, MPUMBEAEHHbIX B PErMCTPALMOHHbIX 4OKYMEHTAX 1EKAPCTBEHHOIO CPEACTBA U
n3aenna MeaMLMHCKOro HasHaueHus, B Nepuos AeNCTBUA PErucTPaLMoHHOrO YA0CTOBEPEHMA Ha OCHOBAHUM
npeAcTaBieHHbIX CY6GbeKToOM npeanpuHUMaTenbCcTea B [NaBHoe ynpassieHve 3asaBieHna U 4OKYMEHTOB, KacatloLwmxcs
N3MEHEHWI, B PErnCTPaLMOHHbIE JOKYMEHTbI JIeKapCTBEHHOIO CPeACTBa U U3LEANA MEAMNLMHCKOrO HasHayeHus
BHOCATCA COOTBETCTBYIOLLME U3MEHEHWA W AOMOSHEHUA.

7. Pervctpaumsa v Bbifaya perucTpaLMoHHOro yA0CTOBEPEHUA HA 3apybeKHOe NeKapCTBEHHOE CPEACTBO U U3genve
MeANLMHCKOro Ha3HaYeHMA OCYLLECTBASAIOTCA B COOTBETCTBUM C HACTOALLMM [1o/1I0KeHem.

Il. PaspewwunTenpHble Tpeb6oBaHUA U yC0BUA
8. K paspeLwumntenbHbIM TPe6OBaHUAM U YCNOBUAM, 06A3aTeNbHbIM K BbIMOJIHEHWIO CyObEKTOM NPeAnpPUHUMATENLCTBA
NPy NPUMEHEHUWN B MEANLMHCKON NPaKTUKE IEKapCTBEHHOIO CPeACTBa U U3AEeNNA MeULMHCKOIo Ha3HauYeHUs Ha
OCHOBaHWW PErucTpPaLMoOHHOrO yA0OCTOBEPEHUA, OTHOCATCA:

6esycnosHoe cobnogeHne cybbeKkTamyu  NpeanpuHMMaTenscTBa, 0OpPaTMBLUMMUCA 3@ perncrpaumen
NEKapCTBEHHOIO CPeACTBa U U3AENNA MEAULMHCKOTO Ha3HAYeHUsA, 3aKOHOAATeNbHbIX aKTOB NPY UX NPUMEHEHUU B
MEAMUMHCKOW MPaKTUKE;

npeacTaBieHne B Nepuwoj, AencTBUA PernmcTpaumoHHOrO yAOoCTOBepeHMA B [laBHOe ynpaBneHue BAadeNbLem
PErncTpaumMoHHOro  YAOCTOBEPEHUA McuyepnbiBatowen uHbopmaumm 06 U3MEHEHMAX W AONONHEHUAX B
PerncTpaumoHHbIE 4OKYMEHTbI, C U3/10KEHMEM MNO/MHbIX CBEAEHUI O MPUUMHE BHECEHWUA U3MEHEHUIN, UX BAUAHMM Ha
apdeKkTMBHOCTb, 6€30MacHOCTb M MOKa3aTe/siM KayecTBa /IEKAPCTBEHHOTO CPEACTBA W M3AENUA MEeLMLMHCKOro
Ha3HayeHus, BKAtoYan ob6A3aTeNnbHOe peryasapHoe onoselleHne [NaBHOro ynpasieHus 0 HOBbIX AAHHbIX KacaTenbHO
bapmakonornyeckon apdeKTMBHOCTU U 6€30MNaCHOCTM NEKAPCTBEHHOIO CPEACTBa;

obs3aTenbHoe cobsogeHMe HOPMATMBHBIX AOKYMEHTOB B 06/1aCTM TEXHWYECKOro peryinpoBaHua (fanee —
HOPMaTMBHbIE [OKYMEHTbI) Ha JIeKapCTBEHHble CPeacTBa M U34eNUA MEAMUMHCKOTO Ha3HauyeHus, AaHHbIX,
NPUBELEHHbIX B PETUCTPALLMOHHbIX OKYMEHTAX JIeKaPCTBEHHbIX CPEACTB M U34eNUii MeAULMHCKOrO Ha3HauYeHus;

CBOEBPEMEHHOEe YCTPaHeHMe HeJOoCTaTKOB, YKa3aHHbIX JKCMepTaMu, a TaKKe npeacTasneHne o6pasuos
JIeKapCTBEHHbIX CPEACTB U U3AENNN MeAUUMHCKOrO HasHa4YeHWA U ApyrMx maTepuasioB B CPOKK, NpeayCMOTPEHHbIe
nNyHKTOM 16 HacToAawero MonoxeHus.

Ill. oKymeHTbl U 06pasubl, Heobxogumble 418 NONYYEHUA PErucTPaLLMOHHOrO YA0CTOBEPEHUA
9. [1na nony4yeHns perucTpaLMoHHOro yaoCcToBepeHus cybbekT npeanpuHMMaTenbCTea (MM goBepeHHOe 1L,
JelcTBytolLLee OT ero MMeHMW) NpeacTaBaseT B [1aBHOe ynpaBaeHue:

a) 3assneHuMe no ¢Gopme, COMMACHO MPUNONKEHMAM 2 (418 NeKapCTBEHHbIX cpeacTs) M 2a (&na wsgenui
MEeOUUMHCKOTO HasHayeHusa) K HacToawemy MosoKeHuo;

6) KOnu1Io CBMAETENLCTBA O FOCYAAPCTBEHHOW perncTpaumumn cybbekTa npeanpuHUMaTeNbCTBa;

B) PerncTpaumoHHble AOKYMEHTbl NEKAaPCTBEHHOrO CPeACcTBa WMAM U3AENUA MEAMUMHCKOTO HasHayeHua B ABYX
WMOEHTUYHBIX 3K3EeMMAAPaX, YKOMMJIEKTOBaHHble B MOPAAKE, NPeayCMOTPEHHOM B MNPUOXKeHUAX 3 (ans
NleKapCTBEHHbIX Cpeacts) M 3a (4nAa u3denMin MeAMUMHCKOrO HasHadeHua) K Hactoawemy [lonoskeHwuio,
CrPYNNMPOBAHHbIE MO YacTAM, NOCTPAHUYHO NMPOHYMEPOBAHHbIE MO YacTAM COOTBETCTBEHHO, 3aBePEHHbIe NOAMMUCHI0
M neyvyaTblo PyKoBOAMUTENs cybbeKTa NnpeanpMHMMaTeNbCTea, NPeacTaBaaoWwero 3anasneHue;

r) obpasupl EKAPCTBEHHOIO CPEACTBA B KO/IMYECTBE, HEOOXOAMMOM A/18 NPOBEAEHUA TPEXKPATHbIX UCMbITAHUI B
TPex NPOMbILNEHHbIX cepuax (ana 3apybeXkHbIX NEeKaPCTBEHHbIX CPeACTB OAHa Cepusa), U U3aenua MeanLMHCKOro
Ha3HayeHUs B KOAMYECTBEe, HeobXoAMMOM A/ NPOBEAEHUA WCMbITAaHWI B COOTBETCTBUM C HOPMATUBHbLIMM
OOKYMeHTamM, CTaHAapTHble 06pasubl cybcTaHUMIA  (N1leKapCTBEHHbIX BELEecTB), MNOCTOPOHHMX Npumecen W
POACTBEHHDBIX BELLECTB, KOHTPO/IbHbIE MaTepuasbl, cneundUUYecknx peakTMBOB 1 cepTUPMKATbI KaYecTBa Ha HUX ANA
onpeaeneHns COOTBETCTBUA JIEKAPCTBEHHOMO CPeacTBa M U3LENUA MeAMLMHCKOro HasHadeHua TpeboBaHMAM
HOPMaTMBHbIX JOKYMEHTOB.

10. He gonycKkaetca TpeboBaHue OT cybbeKTa npeanpuHNUMaTeIbcTBa NpeacTaB/ieHna AOKYMEHTOB 1 06pasLLoB, He
NpeaycMOTPEHHbIX MYHKTOM 9 HacTosAwero MosoxeHus.

11. [lokymeHTbl U cooTBeTCTBYOWME 06pa3Lbl, HeObXoANMbIE ANA NOAYYEHUA PEFUCTPALMOHHOIO YA0CTOBEPEHUS,
npeacTaBAAoTCA B [1aBHOe ynpaBaeHWe HEMOCPeACTBEHHO, Yepes CPeACcTBa NMOYTOBOW CBA3U MW B 31IEKTPOHHOM
dopme c yegomneHnem o6 nx nonyyeHmu. JoKyMeHTbl, NpeacTaB/ieHHble B 3N1eKTPOHHON dopme, NoATBEpPKAAOTCA
3N1eKTPOHHOM UMdpoBOIM Nognumcbio cybbekTa NpeanpuHUMaTENbCTBA.

Mpu 3ToM 06pasLbl NPeACTaBAATCA HEMOCPEACTBEHHO MM Yepes CPeacTBa NoYToBOMN CBA3K.

12. lIoKyMeHTbI M COOTBETCTBYIOLWME 06pa3Lpbl, NpeacTaBneHHble B [1aBHOE ynpaBaeHue Ans noayvyeHus
PErncTpaumoHHOro yA0CTOBEPEHNA, MPUHMMAIOTCA MO OMNUCK, KOTOPas He3aMea/IMTeNbHO BblgaeTcs (HanpasnseTcs)
cyb6beKTY NpeanpMHMMATENbCTBA C OTMETKOW O AaTe NpMema AOKYMEHTOB, yKazaHMeM AO/MKHOCTU, GaMUanm, UMeHN
W NOATBEPXKAAETCA NOANUCHIO NNLA, NPUHABLIETO AOKYMEHTbI.
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KOHd)VI,CI,eHLI,VIaﬂbele cBeageHuna, npusegeHHble B JOKYMeHTaXx, NpeacrtaBaeHHbIX ANA Noay4YeHUA permctpaumoHHOro
yO0CTOBEPEHUA, HE O0N1XKHbI pa3rialWaTbCA FnaBHbIM ynpasBneHnem.

IV. PaccmoTpeHue 3a8BAEHUA U NPUHATUE PELLEHUA O BblAaue PerncTpaLMoHHOro yA0CcToBepeHus unm ob otkase B
ero Bblgaue

[naBHoOe ynpaBaeHuWe B yCTaHOB/IEHHOM NOPAAKE Yepes COOTBETCTBYIOLLME OTAENbI OCYLLECTBAAET paboTy no

perncTpaumumn 1eKapcTBEHHOro CPEACTBA U U3LENNA MEAULIMHCKOTO Ha3HAUYEeHUS.

3a paccmoTpeHue 3aaBAEHUA CyObeKTa NPeANPMHMMATENIbCTBA O BblAaue PErMcTPaLMOHHONO YA0CTOBEPEHMSA

B3MmaeTca cbop B 10-KpaTHOM pasmepe MMHUMAJIbHOM 3apaboTHoM naatbl. Cymma cbopa 3aumcnseTca Ha cyeT

focypapCcTBEHHOIO LLEHTPA SKCNepTU3bl U CTaHA4APTU3aL MM IeKaPCTBEHHBIX cpeacTs (aanee — focyaapcTBEHHbIN

LeHTp). B cnyyae oTkasa cybbeKkTa npeanpuHMMaTebcTBa OT NOAAHHOTO 3asABNeHMA O Bblgauye PerncTpaLMoHHOro

YO0CTOBEPEHMA CYMMA yrniadeHHoro cbopa Bo3BpaTy HE NOANENKMUT.

Cymma cbopa 3a paccMOTpeHMe 3aaBNeHMA 3apyberKHOro Npon3BoauTeNa (MAN 4OBEPEHHOIO ANLLA, AENCTBYIOLLErO
OT ero MMeHW) O Bblgaye PErucTPaLMOHHOIO YAOCTOBEPEHUA, BHECEHWM M3MEHEHWI W OOMNOAHEHWN, Bblgaye
Ay6avKkaTa, NpoaneHun cCpoKka geinctemn, nepeodopmieHnn PerncTpaumoHHOro YA0CTOBEPEHUA YCTaHABAMBAETCA
MuHUCTEPCTBOM 3apaBoOXpaHeHna Pecny6imku Y3bekuncraH B npeaenax CyMmMbl pacxoaos [1aBHOro ynpasaeHus Ha
OCYLLECTB/IEHWE YKa3aHHbIX Npoueayp.

[naBHoOe ynpaBaeHWe pacCMaTpMBaET 3anaB/ieHne cybbekTa NnpeanpuHMMaTeNbCTBA O Bblgaye PerncTpaLMoHHOro
YO0CTOBEPEHUA B CPOK, He npesbilwatowwmin 180 paboumx gHel ¢ 4aTbl NpUema 3aABAEHUA, BbIAAET AN OTKa3bIBaeT B
Bblaye PerncTpaLMoHHOro YA0CTOBEPEHUS.

B 0bLweycTaHOBNAEHHbIN CPOK perucTpaumun, He npesbiwatowmii 180 pabounx gHel, He BKAKOYAOTCA:

CPOK, He npesblwatowmin 45 paboumx AHeN, YCTAHOBNEHHbIN AAA YCTPAHEHWUA HELOCTAaTKOB, BbISIBAEHHbIX B
npoLecce 3KCNepTM3bl JIEKAPCTBEHHOIO CPEeACTBa W M3L4eNuUa MEeAMUMHCKOrO Ha3HayeHuAa, UM NpeacTaBieHus
COOTBETCTBYIOLWMX AOKYMEHTOB 3anaBUTENEM;

CPOK, He npeBblluatowmii 45 pabounx gHel, yCTaHOBAEHHbIV ANA NPeACTaBNeHNsA 3aABUTENEM B KIMHMYECKKe 6a3bl
NPOrpaMm KAMHUYECKUX UCMbITaHMI, 06pa3LOB IeKapCTBEHHOIO CPEACTBa U M34eANA MeAULMHCKOTO Ha3HadeHus,
COrNlacoBaHHbIX B COOTBETCTBYIOLLLEM MOPSAAKE AN NPOBEAEHUNA KAUHUYECKUX UCMbITaHWI;

HENoCPeACTBEHHO CPOKM NPOBEAEHMA KANHUYECKUX UCMbITaHUIA.
3a Bblgayy PerucTpaunoHHOro ya0CToOBepeHUs B3umaeTcA cbop B ABYKPATHOM pasmepe MUHMMaAbHOM 3apaboTHOM
nnatbl. Cymma cbopa 3auncnseTcs Ha cyet [ocyaapCTBEHHOro LeHTpa.
[naBHOe ynpaBaeHue B COOTBETCTBMM C HacToAWMM lMonoxKeHMem no pesy/bTatam paboTt no perncrpaumm
/IeKapCTBEHHOIO CPEACTBa U U3AenUA MeAULMHCKOro Ha3HavyeHna He no3agHee 1 paboyero AHA ¢ AaTbl NPUHATUA
COOTBETCTBYIOLLETO PELLUEHNA LOMKHO BblaaTb CyObEKTY NpeAnpMHMMATENbCTBA PETMCTPALMOHHOE YA0CTOBEPEHNE
WU YyBEAOMUTb €ro B NMCbMeHHoW Gpopme 06 OTKase B BblAaye TaKoro JOKYMEHTa.
[naBHOe ynpaBaeHue B LeNax NPUHATUA PeLleHUs O PErucTpauumn NeKapCcTBEHHONO CPeACTBa U U3aenms
MEeAMNUMHCKOIO Ha3HauYeHMA B PaMKax OLLEHKMN PErncTpaLMOHHbIX AOKYMEHTOB /IeKapCTBEHHOMO CPeacTBa U u3aenua
MEeOMUMHCKOTO Ha3sHauyeHwus, yCI0BMIA MPON3BOACTBA, CUCTEMbI 0becrneyeHna KauecTBa, COOTBETCTBUSA
JIeKapCTBEHHOTO CPeACTBa U U3AeNNA MeULMHCKOTO HasHavyeHusa TpeboBaHNAM HOPMATUBHbIX OKYMEHTOB,
KauyecTBa, 3¢ PeKTUBHOCTM M 6e30NacHOCTM, COOTHOLIEHUA OXKUAAEMOM NO/b3bl U PUCKA MPU NPUMEHEHUN ANA
30POBbA YENOBEKA MOKET NMPOBOAMUTL CAMOCTOATE/ILHO MW C NPUBAEYEHUEM TPETLUX WL, NN HE3ABUCUMBIX
9KCMEePTOB HUXKeCeayoLme sKcnepTHble paboTbl, 06C1eA0BaHNA, UCMbITAHUSA, aHaIU3bl, UCCNE0BaAHUSA, U3YYEHUA U
Hay4HO-TEXHUYECKYIO OLLEHKY B BuAe:

3KCNEePTU3bl PErmcTpaumMoOHHbIX AOKYMEHTOB 1IEKAapPCTBEHHOIO CpeacTtea n nsgenmna meanumMHCKOro HasHa4eHusA;

MHCMNEKUMOHHOM MpPOBEPKU C LENbld OUEHKM W onpeaeneHua COOTBETCTBMA YCAOBUIM MPOM3BOACTBA
NIeKapCTBEHHOIO CPeacTBa W U3JENU  MEeAMUMHCKOTO HasHayeHua TpeboBaHWAM MNpaBusi  OpraHusaumu
NPOM3BOACTBA M KOHTPONS KayecTBa, CUCTEMbI YNPaBAeHUA KayecTBOM (B C/ly4ae BHEAPEHUA MEXAYHapPOAHbIX
CTaHAAPTOB, PETyIMPYIOLWMX KaYeCcTBO IEKAPCTBEHHbIX CPEACTB Ha MPOU3BOACTBEHHOM NPeanpUaATUM);

na60paTopr|x MCNbITaHWI U aHann3a NEeKapCTBeHHbIX CPeacTB u M3,Cl,el'll4f;1 MeaNLMHCKOro HasHa4yeHusaA;

3KCNEepPTU3bl JOKYMEHTOB /IEKAPCTBEHHbIX CPEACTB, B COCTABE KOTOPbIX COAEPNKATCA HapKOTUMYECKMe CpeacTsa,
MCUXOTPOMHbIE BELLECTBA U MPEKYPCOPbI;

¢a PMaKonorn4yeckme, TOKCMKonornyeCkme nccnegoBaHma;

OOKNMHUYECKME UCCNeA0BaHNA, UCMbITaHWE BUOIKBUBANEHTHOCTMU.
OTgenbl [NaBHOro ynpaBaeHUs Npy PerncTpaunmn 1eKapcTBEHHOro CPeACTBa UK U3Aenna MeguLUHCKOro
Ha3Ha4YeHMA B MOPALKE M CPOKM, YKasaHHble B NPUAOXKeHUN 1 K HacToAwemy M0N0XKeHNIO, OCYLLLECTBAAIOT
cneaytouee:
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a) oTAen perucTpaumu:

nocae NPUWHATUA 3aABAEHMA HA PErncTpaLMio IEKapCTBEHHbIX CPEACTB U U3LENU MeAMUMHCKOrO HasHauyeHus
NpPoBOAUT NEpPBUYHYIO (NpeaBapuTeNnbHY) 3KCNepTM3y (MPOBEpPKY) 3aABKU M Npunaraembix K Helk o6pasuosB M
PErncTpaumMoHHbIX [OKYMEHTOB JIeKapCTBEHHbIX CPEeACTB M U3Lenuid MeAMUMHCKOro HasHadeHus. B npouecce
3KCMepPTU3bl PacCMaTPUBAETCA Le/Ib NPeLCTaB/IeHNa 3aaBKM U LOKYMEHTOB, KOMMIEKT AOKYMEHTOB B COOTBETCTBUM C
NeKkapcTBeHHOW dopmolt U dapmaKkoTepPaneBTUYECKOW TPYMNMNOW COMMacHO MPUAONKEHUAM 3 (4NA SIeKapCTBEHHbIX
CpeAacTB) 1 3a (ana U3gennii MeaMLMHCKOro HasHavyeHus) K HacToAwemy MoNoXKeHuIo;

BEJET COOTBETCTBYIOLLYIO NEPENUCKY C 3aABMTENEM MO BONPOCAaM PErMcTpaL M 1IeKapCTBEHHbIX CPeACTB U U3Aennii
MeOUNUMHCKOTO Ha3sHauyeHus;

Ha OCHOBaHUM MOJIOKMUTENbHbIX Pe3yNbTaToB NepBUYHON (MpenBapuTeNnbHOM) 3KCNepTusbl (NpoBepKu)
obecneuymBaet 3aKk/0UYeHNe gOroBopa mexKay focyaapcTBeHHbIM LEHTPOM U 3aasuTenem u odopmnseT cueT-pakTypy;

nocne oniatbl Cy6bEKTOM MpeanpuHMMaTeNbCTBa YCTAHOBAEHHOW cymMmbl cbopa nepepaer 3aABneHMe Ha
PerncTpaumio IeKapCTBEHHbIX CPEACTB U U3AeNNA MEeAULMHCKOro Ha3HavyeHusa 1 npunaraemble K Hemy o6pasubl 1
PErncTpaumMoHHbIE LOKYMEHTbI NEKAPCTBEHHbIX CPEACTB U U34eNNi MeAUUMHCKOrO HadHayeHus B [0CyAapCTBEHHbIN
ueHtp, ®apmaronorudeckunii, dapmaxoneiHblit KomuTeTbl, KOMWUTET MO HOBON MEAMUMHCKOW TEXHUKe AaNd
NPOBEeAEHMA 3KCMepTU3bl, a TaKKe B KOMMUTET MO KOHTPO/O 33 HapKoTMKamu (B cC/iyyae, Korga B cocTase
IeKapCTBEHHOrO CPeACTBa COAEePMKaTCA HaPKOTUYECKME CPeacTBa, MCUXOTPONHbIE BELWECTBA U MPEKypCopsbl);

6) nabopaTtopuun focyaapcTBEHHOTO LEeHTpa:

NPOBOAAT 3KCNEpPTU3Y aLMUHUCTPATUBHOMN, XMMUYECKOM, dapmalLleBTUYECKOW, OUMONOTMYECKOM U TeXHUYECKoWM
yacTei perncTpaLMoHHbIX AOKYMEHTOB IeKaPCTBEHHOIO CPEACTBA U U34eANA MEAULMHCKOrO Ha3HaYeHus;

OUeHMBAOT HOPMaTUBHblE AOOKYMEHTbl, NPOBOAAT WCNbITaHMA NO onpeaeneHnto CooTBETCTBUA o6pa3u.0|3
NeKapCTBeHHOro cpeacrtsa nan nsgenna meamyunHCKoro HasHa4yeHuma Tpe6OBaHMﬂM HOPMaATUBHbIX AOKYMEHTOB;

nepenardT MNPOTOKOAbI MCNbITAHWUM, AOOKYMEHTblI NeKapCTBEHHOrNo cpeancrtsa wan unsgenna MmMeauuuHCKoro
Ha3Ha4YeHunA B ¢apmaK0nei/’|Hbu7|, d)apMaKOJ'IOI'VI‘-IECKVIﬁ KomuteTbl U KomnUTeT No HoBoM MeLI,VILI,VIHCKOVI TEXHUKE,;

8) ®apmaKonelHbli KOMUTET:

NPOBOAMUT 3KCMEepPTM3y aLMWHUCTPATUBHOM, XMMUYECKOW, QapmaLeBTUYECKo W  BMONOrMYecKoin yvacten
PervcTpaunoHHbIX SOKYMEHTOB 1EKAPCTBEHHOMO CPEACTBA, MPOTOKON0B 1ab0PaTOPHbIX UCMbITAHWUIA;

Tpe6ye1' OT 3aABUTENA BKNKOYEHNA a/IbTEPHATUBHbBIX METO408B, AONO/THUTEIbHbBIX nokasaTenei u MeToa0B aHa/n3a B
HOPpMaTUBHbIE OOKYMEHTbI NN UX 3aMeHbl, Y4UTbIBaA COBpeMEHHbIE OOCTUXKEHUNA HAYKU U TEXHUKN, a TaKXKe d)VIBMKO-
XMMUYECKME CBONCTBA lCl,eI;'ICTByPOI.I.I,l/iX M BCNOMOTraTe/IbHbIX BELWLECTB;

NPOBOAMUT 3KCNEPTU3Y U NOBTOPHYIO SKCNEPTU3IY PErMCTPALMOHHBIX LOKYMEHTOB C NPUBIEYEHMEM HE3aBUCUMbIX
3KCNEepPTOB.;

HanpasaseT 06pasubl M AOKYMEHTbl /IEKAPCTBEHHOrO CpeacTBa B COOTBETCTBYlOWMe nabopatopuu
focyAapcTBEHHOrO LEeHTpa A1 AOMNONHUTE/IbHbIX UCTIbITAHUI B C/Iy4asX HEBO3MOXHOCTU BOCMPOU3BEAEHMA METOA0B
aHanM3a, MX HeAOoCTaTOUYHOM cneumMpUUYHOCTM, YYBCTBUTENBHOCTM M TOYHOCTM, @ TaKKe BHECEHWA U3MEHEHUA B
HOPMaTMBHbIE AOKYMEHTbI, TPebyIoWMX anpobnpoBaHUA METOAMK,;

yTBEPXKAAET HOPMATUBHbIE JOKYMEHTbI IEKAPCTBEHHbLIX CPeACTB U MS,CI,EJ'IVM MeOULNHCKOIo HasHa4yeHuA;

Ha OCHOBaHWM NPEACTaBNEHHbIX JOKYMEHTOB W 3aK/IIOYEHWI 3SKCMEPTOB BbIHOCUMT Ha IJKCMEpTHbId COoBET
peKoMeHAaLMKN O PerncTpaLLMm NeKapcTBEHHbIX CPeACTB MAK 06 OTKase B UX perucTpauuu;

r) PapmaKkoNormyecKknini KOMUTET:

NPOBOANT 3KCMEPTMIY aAMUHUCTPATUBHOM, (apPMaKONOTMYECKOM, TOKCMKOJIOTMYECKON M KIMHWYECKOM 4vacTewn
pPerncTpaumoHHbIX 4OKYMEHTOB GapMaKoNOrMUYeCcKUX U (M1n) NeKapCTBEHHbIX CPeACTB;

NPOBOAMT 3KCMEPTU3Y W MOBTOPHYHO 3KCMEPTM3Y MAOKYMEHTOB GapMaKOoIOrMUyecknx M (ManM) NeKkapCTBEHHbIX
CPeacTB C NPUBAEYEHNEM HE3ABUCHMMBIX IKCMEPTOB;

onpeaenAaeT suabl WCNbITaHWUN, O,D,06PF|ET COOTBETCTBYOWMNE KANHNYECKne 6a3bl Ana nposeaeHUA KANMHUYECKUX
MCI'IbITaHVIl;i, LAET peKkomeHaumm no pa3pa60TKe nporpammbl KIMHNYECKUX WCMNbITaHUI 1 0,C|,06pﬂeT nx;

Ha OCHOBaHUWW nNnpeacTtaB/€HHbIX AOOKYMEHTOB U 3aKNH0YEHNN 3KCNepToB BbIHOCUT Ha 3KCI'IepTHbI171 coset
peKomeHaaunumn o perncTtpaumn nekapCcrtBeHHbIX cpencts 6€3 KMHNYECKUX UM HA OCHOBE KAMHUYECKUX UCMbITAaHWUM
nnun 06 oTKase B UX perncTpaumu;

yTBEPXKAAET UHCTPYKLUNN NO NPUMEHEHUNIO IEKAPCTBEHHbLIX CPeACTB NI BHOCUMbIE B HUX USMEHEHNUA,
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24,

OCYLLECTBAAET AeATe/IbHOCTb MO GapMaKoIorMyeckoMy Hag3opy;
A) KomUTeT No HOBOM MeANLMHCKON TEXHUKE:

NPOBOAUT 3KCMEPTM3Y aAMUHUCTPATUBHOMN, XMMUYECKOW, BUONOrMYECKON, TEXHUYECKOM YacTel perncTpaLMoHHbIX
[OKYMEHTOB, MNPOTOKO/IOB N1abopaToOpHbIX aHa/M30B, a TaKXe 3JKCNepTU3y MaTepuanoB  KAMHUYECKOro
(MeanuMHCKOro) ncnbiTaHus;

NPOBOAMUT 3KCMEPTU3Y W TMOBTOPHYK 3SKCMEPTU3Y PEerucTpaumMoHHbIX AOKYMEHTOB W3LENUN MeaUUMHCKOTO
Ha3Ha4YeHMs C NpuUBIeYEHMEM HE3aBUCUMbIX SKCNEPTOB;

nucxoaa w3 cneunduKM Msgenua MeAMUMHCKOro HasHauyeHus, obecneymBaeT npoBeAeHWEe WCMbITaHUA B
aKKpeAUToBaHHbIX 1abopaTopuaX UM Ha MecTe YCTaHOBKU U3A4enna MeaULIMHCKOro Ha3HauyeHus;

0aeT peKkoMeHgaumu no paspaboTke NPOrpaMmm KAMHUYECKMX (MeAMUMHCKMX) WMCNbITaHWA M COornacoBsbiBaeT
NpPorpamMmsl KAMHUYECKUX (MEOULMHCKUX) UCMbITAaHWIA;

onpeaenseT BUAbl UCMbITaHWI, 0406PAET COOTBETCTBYIOIWIME KAMHUYECKUE Ba3bl A/1A NPOBEAEHMA KANHUYECKMX
(MeanUMHCKMX) UCNbITaHWUIA;

KOHTPONUPYET NnpoBeaeHNE KNTNHUYECKUX NCNbITaHWUM VI3,C|,€J'IMVI MeaAUUNHCKOro HasHa4yeHusa;

yTBEepPXKAaET UHCTPYKLUUUN MO NPUMEHEHUID N MAPKUPOBKY MSAEHMﬁ MeANLMHCKOINo HasHa4YeHnAa Uam BHOCUMbIE B
HUX USMeHEHNA NN AONONHEHUA;

roOTOBUT HA COrnacoBaHue Unun yteepxXaeHme HopMmaTtuBHbIE AOKYMEHTbI M3ﬂ,eﬂl4!71 MeaANLLIMHCKOIo Ha3Ha4yeHusA;

Ha OCHOBAHWW MNPEACTaBNAEHHbIX LOKYMEHTOB M 3aK/OUYEHMW 3SKCMNepTOB BbIHOCUMT HA DKCMEPTHbIM COBET
pekomeHAaUmMM 0 perncTpauum M3genmii MeanLUMHCKOro HasHadyeHna 6e3 KNMHUYECKMX UKW Ha OCHOBE KAMHUYECKUX
(MeanUMHCKUX) UCNbITaHUIM KM 06 OTKase B UX perncTpaLmu;

€) KomuTeT No KOHTPO/It0 33 HAPKOTUKAMMU:

NPOBOAWUT 3KCMEPTU3Y PErucTPaLMOHHbLIX AOKYMEHTOB JIEKApCTBEHHbIX CPEACTB, WMMeWWMX B cocTase
HapKOTMYECKME CPeACTBa, NCUXOTPONMHbIE BELLECTBA M NPEKYPCOopbI;

Npyv MNPOBEAEHMM 3SKCNEepPTM3bl JIEKAPCTBEHHbIX CPEeACTB, MMEIWMX B COCTaBe HApPKOTMYECKMe CpeacTsa,
NMCUXOTPOMHbIE BELLECTBA M MPEKYPCOPbl, PAaCCMATPMBAET HA/IMUME AAHHbIX BELWECTB B CMMCKE HAPKOTUYECKUX
CPeacTs, NCMXOTPOMHbLIX BELWECTB M NPEKYPCOPOB, HAXOAALMXCA NOZ roCyAapCTBEHHbIM KOHTPO/IEM, paspelleHuns Ha
X MegMLUMHCKOe MPUMEHEHME, a TaKXe HeobXoAMMOCTb OTMyCKa Mo peLenTy Bpaya M BHOCUT NpeasioxeHua B
dapmakonornyecknin n PapmakoneiiHbiii KOMUTETbI;

X) PapmuHcnekuma:

B C/lyyae opraHuM3aumyM NpPou3BOACTBA, KOHTPONA KauyecTBa HOBOM /IeKapCTBEHHON GOpMmMbl MAM BMAA U3OENUA
MEAMLMHCKOTO Ha3HauYeHUa NPoBOAUT 06C/ieloBaHME YCI0BMI NPOU3BOACTBA M KOHTPO/IA KauyecTBa Ha COOTBETCTBME
npaBmaam OpraHM3auumM NPOM3BOACTBA M KOHTPO/A KayecTBa Ha MPeanpuAaTUAX NO NPOU3BOACTBY JIEKaPCTBEHHOIO
CpeacTBa U U3AeNA MeAULUMHCKOro Ha3HauyeHus;

no pesynbtaTam o6cnegoBaHMA Bbl4AeT CMPaBKy O Ha/iMuyMM YCNOBMIA NMPOWM3BOACTBA M KOHTPO/A KayecTsa
COOTBETCTBYIOLLErO BUAA IEKAPCTBEHHOIO CPeacTBa U U3AeNUa MeaMLUMHCKOTro HasHayeHus;

3) OTAaen KoopauHaLMK BHEAPEHUA MeXAYHapOoAHbIX CTaHAAPTOB B GpapmaLleBTMYECKYO OTpac/lb Mo pesy/ibTaTam
MHCNEKUMU JAET 3aKN0YEHUE O COOTBETCTBUM NMPEANpPUATUA NO NPOU3BOACTBY JIEKaPCTBEHHbIX CPeACTB U U3aenuni
MEeAUNUMHCKOIO Ha3HayeHna TpeboBaHNAM MeXKAyHaPOAHbIX CTaHAAPTOB.

MHcneKuma ocyLlecTBaAeTca MO peLlleHMo JKCMepTHOro coBeTa, MPUMHUMAEMOrOo Ha OCHOBAHUW 3aKAOYeHUA
aKcnepToB ®apmakoneliHoro n ®apmaKon0rM4eckoro KOMMTETOB MO SKCNEPTU3E PErUCTPALMOHHbLIX JOKYMEHTOB.
JKcnepTHbIN COBET Ha OCHOBAHMM 3aKkatoveHuin PapmakoneitHoro, ®Papmakosormyeckoro Kommtetos, KomuTeT no
HOBOM MeAMLMHCKOM TEXHMKE, a TaKKe APpYrux noapasaeseHunii [NaBHOro ynpasieHua B Te4eHne cemun paboumx
OHeW NPUHUMAET peLleHne 0 paspeLleHn nam ob oTkase B NPUMEHEHUN 1EKAPCTBEHHOTO CPEACTBA U U3aenus
MeANLMHCKOrO Ha3Ha4YeHUA B MeAMULMHCKOM NPaKTUKe.

. TnaBHoe ynpasneHue B Te4eHUe OLHOro pa60qero OHA nocne NPUHATUA peLlleHna DKCNepTHOro coseTa nsaaet

NPUKa3s o BblAaye PerMcTpaLMoHHOro yA0CTOBEPEHMA AN 06 OTKase B ero Bblgave.

OTaen perucTpaumum B COOTBETCTBUM C NPMKA30M [NaBHOrO ynpas/ieHus B Te4eHne ogHoro pabouero aHs obopmnseT
¥ BblaaeT (MNK oTnpasseT) CybbeKTy perncTpaumoHHoe yaoctosepeHme no ¢opmam, CoracHo NpUoKeHUam 4
(ans nekapctBeHHbIX cpeacTs) u 4a (4na 34NN MeQUUMHCKOrO Ha3zHavyeHua) K HacToslwemy MosoxeHuto.
OcHoBaHMeM A/1A OTKa3a B BblAaye PerncTpaumoHHOro Y40CTOBEPEHUA MOXKET BbITb CneaytoLee:

npeancrtasneHne CY6'bEKTOM npegnpuHUmaTenbCTBa AOKYMEHTOB, HeOGXOﬂ,MMbIX ANnA BblAauyn pPerncTpaumoHHOro
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32.

33.

yaoctoBepeHua, O6pa3LI,OB NEeKapCTBEHHbIX CPeacTts U mn3genma meanumHCKOro HasHadyeHuAa U gpyrnx Tpe6yeMbIX
mMaTepuranos, He B NOJIHOM OGBEME;

HEeCoOTBETCTBME CyObeKTa NpeAnpUHMMATENbCTBA PaspewwnTelbHbIM TPEBOBAHMAM U YCI0BUAM;

Ha/inuMe B JOKYMEHTaX, NpeAcTaB/NeHHbIX CyObeKTOM NpeanpUHMMATE/IbCTBA, HELOCTOBEPHbIX MW UCKAXKEHHbIX
CcBeAeHun;

nony4yeHne OBOCHOBAaHHOTO OTPULLATE/IbHOTO 3aK/IlOYEHUA MO MTOraM M3Y4YeHMWs, WCCeOO0BaHWUM, MPOBEPOK
(0bcnenoBaHUt)  MAM  UHbIX  HAyYHO-TEXHUMYECKMX OLEHOK (3KCMepTM3bl PermcTpaumMoHHbIX  AOKYMEHTOB
JIeKapCTBEHHbIX CPEACTB U U3AeNA MeAULMHCKOTO HasHavyeHuna, NabopaTopHbIX MW KAMHUYECKMX (MeANLMHCKMX)
MCMbITaHUI, XapaKTepusylolWmx KavecTso, 6e30nacHOCTb U 3QHEKTUBHOCTb /IEKAPCTBEHHbIX CPeACTB U M34envi
MEAMLUMHCKOIrO Ha3HayeHus), OCYLECTB/IeHNEe KOTOPbIX B COOTBETCTBMM C HacToAwmm [lonoxkeHnem ssnserca
obA3aTesbHbIM.

OTKas B Bblgaye pPerucTpaLMoOHHOrO YAOCTOBEPEHWA MO WHbIM OCHOBaHMAM, B TOM 4uWcae MO MOTMBaM
HeuenecoobpasHOCTH, He AOMYCKaEeTCA.
YBegomneHue ob oTKase B Bblgaye perncTpauMoHHOro yA0CTOBEPEHNA HAMNPABAAETCA UK BblaaeTca (BpyYaeTcs)
Cy6beKTY NpeanpMHUMATENbCTBA B MUCbMEHHOW GOpMeE C yKasaHMEM NPUUMH OTKa3a, KOHKPETHbIX HOpPM
3aKOHOZATENbCTBA U CPOKA, B TEYEHUE KOTOPOTO CYObEKT NpeAnpMHUMATENbCTBA, YCTPAHMB YKa3aHHbIE NMPUYMHDI,
MOXeT NpeacTaBuTb AOKYMEHTb! 4/19 NOBTOPHOrO paccmoTpeHus. CpoK, B TeHEHME KOTOPOro CybbeKT
npeanpUHMMATENbCTBA BNPaBe YCTPAHUTb NPUYMHBI OTKa3a U NPeacTaBUTb JOKYMEHTbI /15 NOBTOPHOrO
paccMoTpeHun, He MoXKeT BbiTb MeHee 10 pabounx gHel co AHA NoyYeHnn yeegomaeHus ob oTKase B Bblaaye
PerncTpaumoHHOTO YA0CTOBEPEHMA.
B cnyyae ycTpaHeHUs cybbeKTom NpeanpuHUMaTebCTBa NPUYMH, NOCAYKUBLUMX OCHOBAHWEM A/1A OTKa3a B Bblaaye
PerncTpPaunoHHOro yAOCTOBEPEHUS, B YCTAHOB/IEHHbIV CPOK MOBTOPHOE PAacCMOTPEHUE AOKYMEHTOB U NPOAO/IKEHME
npoLecca 3KCNepTM3bl OCyLLecTBAETCA [NaBHbIM YNpaBAeHUeM B CPOK, He npesbiwatowmin 10 pabounx gHelt co gHn
Nosy4YeHus 3aaBNeHUsA cybbeKTa 06 yCTpaHEHMM MPUYMH OTKa3a M COOTBETCTBYIOLMX JLOKYMEHTOB, Y40CTOBEPAIOLMX
yCTpaHeHMe NPUYMH OTKa3a, 3a UCK/IOUYEHNEM C/lyYaeB, NPeayCMOTPEHHbIX ab3auem TPeTbMM HACTOALLEro NyHKTa.

3a NOBTOPHOE pPaccMOoTpeHMe 3asaB/ieHMs cybbeKkTa npeanpuHumaTesbcTea cbop He B3MMaeTcs.

B cnyyae, ecan ycTpaHeHMe NpPUUYMH OTKasa CcybbeKTom npeanpuHMMATENbCTBa BAEYET M3MEHEHMEe CBOWCTB
IeKapCTBEHHbIX CPEACTB U U3AEeNNA MEAMUMHCKOrO Ha3HauYeHUs, CBA3AHHbIX C UX KayecTBoMm, 3PpdEeKTUBHOCTbIO U
6e30MacHOCTbIO, TO 3asB/ieHMe CYMTAETCA BHOBb NOAAHHbIM M paccmaTpuBaeTcs [aBHbIM ynpasBieHMem Ha 06Lmx
OCHOBaHMUAX.

Mpy NOBTOPHOM PACCMOTPEHUN LOKYMEHTOB He [OMNyCKaeTcs NpMBeAeHMeE CO CTOPOHbI [TaBHOro ynpaBaeHus
NPUYMH OTKa3a, paHee He U3/I0XKEHHbIX B MUCbMEHHOM GopMe 3afBUTE/I0, 38 UCKIIOYEHUEM NPUBEAEHNA NMPUYMNH
OTKa3a, CBA3AHHbIX C JOKYMEHTaMM, YAOCTOBEPAIOLLMMU YCTPAHEHNE paHee YKa3aHHbIX MPUYMH.

3anBneHune, NnogaHHoe cyb6beKToM NpeanpMHMMaTEIbCTBA MO UCTEYEHUM CPOKA, YKa3aHHOro B yBEAOM/IEHUN 06
OTKa3e B Bblgaye perncTpaumoHHOro yaA0CTOBEPEHNA, CYMTAETCA BHOBb NOAAHHbIM W paccmaTpuBaeTcs MnaBHbIM
ynpasaeHMem Ha 06LMX OCHOBaHUAX.

CybbeKT npeanpuHMMaTeNbCTBA MMeET NpaBo 06XKanoBaTh B YCTAHOBAEHHOM MOPALKE 0TKa3 B Bblgaye AOKYMEHTa
paspeLInTeNbHOrO XapaKTepa, a TaKKe AeicTeus (besaercTene) fOMKHOCTHOIO nua MMaBHOro ynpasieHus.

V. BHeceHWe U3MEeHEHMIA M JONOAHEHUI B PErMCTPALMOHHbIE JOKYMEHTbI
B cnyyae M3MeHeHUn CBeAEeHMUI, NPUBELEHHbIX B PErMCTPALMOHHbIX 4OKYMEHTAX 1EKaPCTBEHHOrO CPeaCTBa U
U3penna MeauLMHCKOro Ha3HaueHus, B TeUeHME CPOKa AeWCTBMA PErMCTPALLMOHHOIO yA0CTOBEPeHUA CyBbeKT
npeanpuHMMaTenbcTea obpauwaeTcs B [1aBHOe ynpaB/ieHne C 3a8BeHNEM O BHECEHUU U3MEHEHWIA U AOMNONHEHWUI C
NPUIOYKEHUEM COOTBETCTBYIOLLMX JOKYMEHTOB, 1 NPU HEOBXOAMMOCTU NpeacTaBaseT 06pasLbl U CTaHAAPTHI.

Mpu 3TOM B CAy4yasx BO3MOMKHOFO HEraTUBHOIO AEWCTBUSA M3MEHEHWI HA Ka4vyecTBo, 3PPEeKTUBHOCTb MU
6€30MacHOCTb IEKAPCTBEHHOIO CPEeACTBA U U3AENNA MEAULIMHCKOrO HasHaYeHMA MnaBHoe ynpaeieHne 060CHOBAHHO
OTKa3bIBaeT BO BHECEHUWN U3MEHEHWUIN N AONONAHEHUN.
3anBsieHMe cybbeKTa NpeanpUHUMATENBCTBA O BHECEHUWN USMEHEHWUI U AONONHEHUI B PErUCTPALLMOHHbIE
JOKYMEHTbI B Npegenax NnoIHOMOUYMUI COOTBETCTBYHOLLMX OTAENO0B [NaBHOIo ynpaB/ieHMA pacCMaTpMBaEeTCA B CPOK, He
npesblwatowmii 90 paboumx gHen. 3a paccMoTpeHMe 3anaBAEHNA cyDbeKTa NpesnpPUHMMATENbCTBA O BHECEHUM
N3MEHEHWI 1 JOMNONHEHWUI B PerncTpaLmMoHHble JOKYMEHTbI B3MMaeTca c6op B MONOBMHHOM pa3mepe CyMMbl,
ynnaunBaemon 3a pacCMOTPEHUE 3aABIEHMA O BblAAYe PErMCTPALMOHHOIO YAOCTOBEPEHUS.

B cny4ae, Korga BHECEHWE U3MEHEHUA B PErMCTPaALMOHHbIE JOKYMEHTbI TpebyeT MU3MEeHEeHUA cBeAeHUH,
NnpuBeAEHHbIX B PETMCTPALMOHHOM Y40CTOBEPEHMM, BHECEHME COOTBETCTBYHOLLMX MU3MEHEHWNI B perncTpaLmoHHoe
YAOCTOBEPEHME OCYLLLECTBNIAETCA TaKXKe corlacHo nyHKTam 33, 34 un 35 pasgena VI HacToAwero MNonoxeHumsa.

VI. NepeodopmneHne pernctTpaLMOHHOro ya0CTOBEpeHuUs, MPOoA/ieHNe CPOKa ero AeicTens, Bbigada aybnmnkaroe
B cnyyae npeobpazoBaHua cybbeKTa NpeanpuHUMaTeNbCTBa, U3MEHEHNUSA ero HaUMEHOBaHUA UK
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MECTOHaxX0XAeHus, 6e3 nsmeHeHna mecTa GyHKLMOHMPOBAHUSA (MOYTOBOrO agpeca) CybbekT npeanpuHMMaTeNbCTBa
nmbo ero npasonpeeMHUK 06A3aH B TeYeHUe ceMm pabounx gHel Nocae NPOXOXKAEeHUA nepeperucTpauun noaatb B
[naBHoOe ynpasaeHue 3asiBneHne o nepeodopMIeHNN PErMCTPALMOHHOTO YAOCTOBEPEHUSA C NPUIOKEHNEM
[OKYMEHTOB, NOATBEPKAAOLIMX YKA3aHHbIE CBeAeHUS.

[ OKYyMeHTbI NPeACcTaBATCA CYyObeKTOM NpeanpuHMMaTe/bCcTBa B [1laBHOe ynpaBiaeHue HenocpeacTBeHHo, nbo
yepes cpeacTBa MOYTOBOM CBA3KU C yBeAOMEHWEM 06 WX OOCTaBKE WMAM B 31EKTPOHHOM dopme. [OKYMEHTbI,
npeacTaBNeHHble B 3/IEKTPOHHOW ¢dopme, NOATBEPNKAAIOTCA 3NEKTPOHHOW UMPpPoBOM nognucbio cybbekTa
npeanpuMHMMaTeNbCTBA.

TpeboBaHWe OT cybbeKkTa NpeanpuHUMAaTENbCTBA NPEACTaBNAEHUA JOKYMEHTOB, HE MPEAYCMOTPEHHbIX HACTOALLMUM
NYHKTOM, He AONYyCKaeTcA.
[lo nepeodopmneHmns perucTpaLMoHHOro yA0CTOBEPEHMA CYObeKT NpeanpMHUMATENbCTBA MW ero NPaBoNpPeemMHmK,
NoAaBLINiA 3asBNeHMe O NepeodOopPMIEHUN PErUCTPALMOHHOIO YA0CTOBEPEHUS, OCYLLECTBAAET MPUMEHEHUE
JIeKapCTBEHHOTO CPeACTBa WM U3L4ENUA MEAULMHCKOTO Ha3HAaYeHMSA Ha OCHOBAHMM NOAAHHOIO 3aABEHUA O
nepeodopmaeHNN PErMCTPALMOHHOIO YA0CTOBEPEHMA C OTMETKOM YNOHOMOYEHHOro OpraHa o gaTe npuema
3asAB/ieHus.

. Mpu nepeodopmneHnn perncTpaumoHHOro yaocToBepeHnn MasHoe ynpasieHne BHOCUT COOTBETCTBYIOLLME

N3MEHEHWA B PeecTp BblAaHHbIX PErMCTPALMOHHBIX Ya0cToBepeHuit. NepeodopmneHme 1 Bbigaya
pPerncTpaumoHHOro yA0CTOBEPEHUNA OCYLLECTBAAIOTCA B CPOK He bosiee 5 pabounx gHel co AHA NonydyeHun MaBHbIM
ynpaBieHueMm 3asB/eHUA 0 NepeodOopPMIEHUN PErUCTPALMOHHOIO Y40CTOBEPEHUSA C NPUJIONKEHNEM
COOTBETCTBYIOLMNX AOKYMEHTOB.

. 3a nepeodopmMneHne perncTpaumoHHOro y40CTOBEPEHUA B3MMaeTcs c6op B NOJIOBUHHOM pa3mepe CYMMbl,

yniauyvMBaemoit 3a paccMoTpeHue MaBHbIM ynpas/ieHWem 3aaBaeHna cybbekTa npeanpuHMMaTeIbCTBa O Bblaade
perucTpaumoHHoro yaoctosepeHusa. Cymma cbopa 3aumcanertca Ha cHeT focyaapCcTBEHHOrO LeHTpa.

CpoK AeicTBUA PErMcTPaLmMoHHOrO YA0CTOBEPEHNA MOXKET BbiTb MPOANEH MO 3aAB/JIEHUIO, NOAAHHOMY CYy6bEKTOM
npeanpuHMMaTeNnbCTea B [1aBHOE yripaBaeHne C NPUAOXKEHNEM HeobX0ANMbIX IOKYMEHTOB. 3asBaeHmne O
NPOANEHUN CPOKA AENCTBMA PErncTPaLMOHHOrO YA0CTOBEPEHNA AOMKHO BbITb NOAaHO B [1aBHOE yrnpaBiaeHue B
TeyeHMe Tpex MecsALEeB A0 UCTEYEHUA CPOKa ero aeictensa. MpoaneHune cpoka gencTBuA permcTpaLMoHHOro
YOOCTOBEPEHUA OCYLLECTBAACTCA B NOPAAKE, NPeAyCMOTPEHHOM A BblAa4n PErMCTPaLMOHHOTO YA0CTOBEPEHUS.

3a npoaneHve CpoKa AEWCTBUA PErMcTPaLMOHHOrO YAOCTOBEpeHUs B3umaeTca cb6op B MONOBUMHHOM pasmepe
CYMMbI, YN1auMBaeMol 3a pacCMOTPeHMe 3aaB/1eHna cybbekTa npeanpuHUMaTeNbCTBa O BblAadve PerncTpaLMoHHOro
yooctosepeHmnsa. Cymma cbopa 3aumncnserca Ha cyeT [oCyAapCTBEHHOIO LEHTpa.
B c/iyyae yTpaTbl MM NOPUU PErMCTPALMOHHOIO YAOCTOBEPEHMA MO 3aAB/EHUIO CyObeKTa NpeanpuHNUMaTebCTea
BblgaeTcs ero ay6aukar.

[naBHoe ynpasneHue 06A3aHO Bbl4ATb MAM HANPaBWUTb Ay6/MKaT PErMcTPaLMOHHONO YAOCTOBEPEHUA B CPOK He
6onee NATM pabounx AHel CO AHA NONYYEHUA 3aAB/EHUA, @ TAKKE OPUrMHANA PErUCTPALMOHHOIO Y40CTOBEPEHUSA B
C/lyyae ero nopyv v AOKYMeHTa, NOATBEPKAAIOLLEIO BHECEHME CYObEKTOM NpeanpMHMMaTeNbCTBa cbopa 3a Bblaady
Ay6avKaTa perncTpaumoHHOro yA0CTOBEPEHMUS.

3a Bblgayy AybauKaTa pPerucTpauMoOHHOrO YAOCTOBEPEHWA B3MMaeTcA cbop B MOSIOBMHHOM pa3mepe CYMMbl,
yniaauynMBaemol 3a paccmoTpeHue [NaBHbIM ynpaBaeHMem 3ass/ieHus cybbekTa npeanpuHMMaTensCTBa O Bblaaye
PerncTpaunoHHOrO YAOCTOBEPEHUA Ha AaTy NoAayv 3anas/eHus o Bbigade Aybamkata. Cymma cbopa 3auncnsercs Ha
cyeT focyaapcTBEHHOrO LeHTpa.

VII. MpuocraHoBneHUe, NpeKpaLieHne AeUCTBUA U aHHYIMPOBaAHUE PErucTpaLMoOHHOrO YA0CTOBEPEHUA
MpuocTaHOBNEHUE, NPEKpaLLeHNe AeNCTBUA U aHHYIMPOBAHME PErMCTPALLMOHHONO YAOCTOBEPEHUA NPOU3BOANTCA B
CNy4Yasnx U nopsake, NpeaycMOTPEHHbIX COOTBETCTBEHHO cTaTbaMM 22, 23 1 25 3aKkoHa Pecnybnunkn Y3bekucTaH «O
paspeLwmnTenbHbIX Npoueaypax B chepe npegnpuHMMaTeIbCKOMN AeATeIbHOCTU Y.

K og4HOKpaTHOMY rpyboMy HapyLUEeHUIO pa3pewwnTenbHbiX TPe60BaHWI 1 YCI0BUI, AatOLWEMY OCHOBaHWe ans
npeKpaLeHna B yCTaHOBNEHHOM NopAAKe AeNCTBUA PErMcTpaLMOHHOIO YAOCTOBEPEHUSA, OTHOCATCA:

YK/IOHEHME OT MPOBOAMMbLIX B YCTAaHOB/JEHHOM NOpAAKe [NaBHbIM ynpaBieHWEM NPOBEPOK CObAAEHUSA
paspeLwmnTenbHbIX TPeboBaHN 1 YCNOBUI;

NPUYMHEHWE BPeaa *KU3HW U 300POBbI0 TpaXKaaH b0 co3gaHne peasnbHOM yrpo3bl NPUYMHEHUA TaKoro Bpesa B
pesynbTaTe COBepLlIeHMs AeNCTBUMIM W (MAK) OCYWEeCTBAEHMS OnpeaeneHHoro BMaa AeATeNbHOCTU, Ha KoTopble
BblaHO PErucTpaLuoHHOe YA0CTOBEPEHME.

VIIl. PeecTp BblAAHHbIX PErUCTPALMOHHbIX YA0CTOBEPEHU
[naBHOe ynpaBneHue BeAeT peecTp BblAAHHbIX PErMCTPALMOHHBIX YAOCTOBEPEHUI U pasmeLLaeT ero Ha CBOUX
canTax.

https://www.minzdrav.uz/documentation/detail.php?ID=43249
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B peecTtpe BblgaHHbIX pPerucTpaunoHHbIX y,D,OCTOBepeHVIVI YKa3blBakOTCA chneagywuine cseaeHuna o Cy6'bEKTaX
npeanpuHMmaTenbCTea:

HauMeHOBaHMWe cybbeKTa NpeAnpPUHMMATE/IbCTBA, ero0 OPraHM3aLMOHHO-NPaBoBaa ¢opma, agpec, TenedoH;

TOProBoe, MeXayHapoaHO-HenaTeHTOBaHHOe Ha3BaHWe JIeKapCTBEHHOro CPeACTBa, JieKapcTBeHHan Gopma, 403a,
dopma BbiNycKa M HaMMeHOBaHME M3AENMIN MEeAMUMHCKOrO HasHaveHusa, moaenb, Gopma, BuA, pacxodHble W
KOMM/IEKTYIOLLME YacTu 1 Ap.;

[aTa BblAaun 1 NOPAAKOBbIA HOMEP PErNCTPALMOHHOIO YA0CTOBEPEHUS;
CPOK AeNCTBMA PerncTpaLmMoHHOro ya0CTOBepeHus;

OCHOBaHMA W AaTtbl nepeodopmMneHus, NPoANeHWs, MPUOCTAHOBNEHUA AEeWCTBUA, aHHY/IMPOBAHUA M Bblgauu
AybanKaTa perucTpaLMoHHOro yaocToBepeHus.
42. UHdopmaLmsa, CoAePHKaLLAACA B PEECTPE BblAaHHbIX PErMCTPALMOHHBIX YA0CTOBEPEHWUM, ABNAETCA OTKPLITOM ANA
03HaKOMJIEHUA C Hell IPUANYECKUX U GUSUUYECKUX NINLL.

MPUNOXKEHUE 1

K MONI0XEHUIO O NOPAAKE PErncTpaLmm IeKapCTBEHHbIX CPEACTB U 34NN MeAMLMHCKOro HasHauYeHUA 1 Bblaaun
PerncTpaunoHHOro ya0CcToBepPeHUSA

CXEMA

perucTtpaunmn 1eKapcTteeHHoro cpeacrsa U nsaenna meguuuHCKOro HasHavyeHus

MeponpusaTas CpoKH ERIN0THERHSA

Irans CyiBeKTRl

[TOATOTARTHBACT IOKYMEHTH H O0pasis,
HEOOXO MBS aa NOTYHCHHA
PETHCTPALHOHHOTO YAOCTOBCPEHHA

CyGBexT JEKAPCTRCHHBIX  CPEICTB M H3TETna
TIpePHHEMATEIBCTRA MEIHUHHCKOTD HASHAYCHHA, NPEICTaBIACT HX
B [78BEOC YNpaBleHie N0  KOHTPOTO |
KAUECTBA  ICKAPCTBCHHBIX  CPCICTE
METMUIHCKOR TexuHkE (Jatee — [iaBHOE
VOpaBTeHHE)

To sKenaHmio 3a9BHTER

1-it aran

-

[lpueM 3aMBKIL JOKYMEHTOB M 0Gpaslon,
TIPe;ICTARIEHHEIX JaABHTEIEM ans
PETHCTPALINE, NPOLTCHHA CPOKA PErHCTPALHE
— wm BHECEHIA HIMEHEHHA B
PETHCTPALHOHHKIE OKYMEHTBL, H IPOBEIEHHE
nepBHYHON (NpeBapiTeIbHOMN) IKCHEPTHILL.

O1aen perucTpaunn Jo 5 pabounx anefi

2 aman

3t aman

O1en percTpariy

1. OGecrieumBacT 3IAKTOYCHHC J0TOBOPA
MERTY T OCYIaPCTREHHEIM LEHTPOM
IKCTEPTHIH! " CTAHTAPTH3ANEH
JEKAPCTBEHHEIN  CPeAcTB  (Jatee  —

[T TocyaapcTReHHEIll LEHTP) M 3asBHTEIEM H

oopuMIgeT cueT-harTypy.
2 Hanpagrnenne MpeACcTARTEHHBIX

JIOKYMEHTOB M 00pailoB B CTPYKTYDHBIE
TIP3 ACTCHES,

1) 1 paGoumit Jews mnocite
OPOBEICHNA nepeHHOl
(npexBapuTentHOI)
IKCIEPTHED

2) 1 pabowmit geHp mocie
OILTATH cy0BexToM
OPEANPHHHMATEIECTBA CYMMEL
clopa

4-f aman

JlaGoparopun
TocyaapeTBeHBOIO
HeHTpa

[Mpopeaenne  NalOpaToOpHEIX — AHATHIOB,
TpEICTARICHHE  3aKmoueHnii B JpyTHe

CIPYKTYpHBe — mojpasnetcend  [rasmoro | |

VIIpaB/IeHA,

I

DapuaxoToriHeck il

! KoMHTET 10 HOBOH
| ME/HITHHCKO TeXHIKe

! KoMurer no KoHtpomo |
Hl 32 HAPKOTHKAMH

https://www.minzdrav.uz/documentation/detail.php?ID=43249

DapyaroneiiHsi KoMuTeT

TIpoBe/IeHHE FKEMEPTHIE NPEICTARTCHHBIX
JIOKYMCHTOB, CPaBHEHHE HX C 3aKTHOMCHHEM
JaGoparopii [OCyIapcTBEHNONO UCHTPa,

1) permctpamma — 10 60
patounx Heit

2)  npoxleHHe  CpoKa
aeftcTeis " BHECEHIHE
FIMEHCHEA B
PEFHCTPAIHOHHBIE JOKYMEHTE
— 10 30 patounx nueit

TTpopeenyie IKCIEPTHIA NPeICTARTCHHEIN
AOKYMEHTOB (B Clydac, KOrZa B COCTaBe
MEKAPCTREHHOTD CpecTRa HMeRTed
HAPKOTHYECKHE  CPEICTBA.  TCHXOTPOMHBIE

: BEIIECTRA I MPEKYPCOPEI).

TIpoReaeHiie NHEMIEKIMORHON MPOBEPKI B

| ueTIX ONeHKH YCTORMI NMPOIRBOICTEA (MpH

HeOOKOTIMOCTH).

Jo 85 padowmx meit
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P TToAroToBEa JAKTONEHIA O COOTRETCTBHIE
BHEAPCHIA i | mpennpisaTig no HPOHIBOICTEY
MERIYHAPOIHEIX KAPCTBCHHRIN  CPGICTB 0 Isaemii
e CTANAPTOR L] MemmmmcKore  mamauemm  TpeGoBamIAM
i BapMaleBTINECKYIO | | MCHAYHAPOLIBIX CTARIAPTOR (npn
} oTpach i | neoGxommroctn)
Papsaroneiinsii KoMirer
E Dapmakonorigeckiii K PACCMOTPEHINO n
il KOMITTET € wa saceaamm  Jxcneproero | 1o 20 padoumyx sweli
- Kosmurer 1o sopoit
fe] i TexHiKe
+ ¥
TipimaTine  pemieHns o paspemiesing wim
DIRCICPTHBI COBET | |oTKale B MPHMCHCHIN  ICKAPCTHCHHOTO | | Mo 6 paGounx anedi
CpeACTBA M WIICANA  MeLNIIMHCKOTO
] HATHAYCHIL B MEUMIHCRON MpaKkTike.
= ¥
& Hanasire npukasa [nasHoro yopanienn o
[napnoe ynpatenne | | BRLAYE  PEMICTPALNIOHHOTO  VAOCTOBEPEHHA f— 1 pabounii aenn
i JTKalE B BLAYE PErHCTPAIIIOHHON
VAOCTOREPEHIA
¥ +
= Odopienite i1 BrAYa (1N BaNpanTenie)
; Oraen perucTpam | | sasmnTemno pericTpanontoro | | 1 paboumii aens
= YAOCTOBEPCHNA [ICKAPCTBEHHOTO CPEACTBA 11
- W3IETNA MeIIIHHCKOTO HAMAYEHIA

MpumeyaHme:
B 06LLeyCTaHOBNEHHbIN CPOK perucTpaunn, He npesblwatowmin 180 paboumx gHen, He BKAKOYAOTCA CheaytoLme:

CpPOK, He I'IpEBbILIJBFOLLI,MVI 45 pa60tw1x ,EI,HEI;'I, yCTaHOBHEHHbIVI AnAa yCcTpaHeHnA HeAOCTaTKOB, BblABNEHHbIX B npouecce
9KCNEepPTU3bl N1eKapCTBEHHbIX Cpeacts U VI3LI,€)1VII‘/’I MegNUMNHCKOINo Ha3HadeHuA, U npeacraBneHnAa COOTBETCTBYHOLWLMX
AOKYMEHTOB 3aABUTENEM;

CPOK, He npeBsblwatowmin 45 pabounx gHei, yCTaHOBIEHHbIN 4N npeacTaBieHns 06pasLoB IeKapCTBEHHbIX CPEACTB M
N30eNMN MEAMUMHCKOrO Ha3HaYeHUA, MPOrpamm KAMHUYECKMX UCTbITaHWI, COrNacoBaHHbIX B COOTBETCTBYIOLLEM MOPALKE,
3aABUTENIEM B KIMHUYECKMX Ba3ax 418 NPOBEAEHUA KIMHUYECKUX UCTbITaHWIA;

HenocpeACTBEHHO CPOKU npoBeaeHNA KAIMHUYeCKUX MCMbITaHWUA.

MNPUNOMEHUE 2

K MoNoXeHMIo 0 NopsAAKe PerncTpaummn eKapCTBEHHbIX CPEACTB U U3LeNUA MegULMHCKOTO Ha3HauyeHUs 1 Bblaaum
perucTpaLnoHHOro yaocToBepeHmsa

Dori vositasini O‘zbekiston Respublikasida ro‘yxatdan

o‘tkazish uchun

ARIZA

APPLICATION

on registration of a medical product in the Republic

of Uzbekistan

3AABJIEHMUE

Ha perucTpaumIo NeKapCTBEHHOro CpeacTsa

B8 Pecnybnuke Y36ekucraH
Ne Ma’lumotlar/ Data

(CBeneHus)
1. Ariza beruvchi tadbirkor to‘g‘risida ma’lumot/Data on the subject of business who is submitting the
application
(CBepeHus o cybbekTe NpegnpUHUMATENLCTBA, NOAAIOLWEM 3asB/EHME)
Tadbirkorlik subektining nomi, tashkiliy-
huquqiy shakli (davlat va ingliz tillarida) /
Name, organizational-legal form of the subject
of business (in a state and English languages)

https://www.minzdrav.uz/documentation/detail.php?ID=43249 9/27
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(HaumeHoBaHMWe, OpraHM3auMOHHO-NPaBOBas
dopma cybbekTa npeanpMHMMaTENbCTBA (Ha
rocyaapCcTBEHHOM W aHT/TIMIACKOM A3blKax))

Pochta adresi va joylashgan manzili (davlat va
ingliz tillarida), telefon, faks, e-mail / Mailing
address and site (in a state and English
languages), phone, fax, e-mail (MoyToBbLIN
afpec u mecToHaxoxaeHue (Ha
rocy4apcTBEHHOM U aHIIMACKOM A3bIKax),
TenedoH, dpakc, e-mail)

Rahbar F.1.0./ Full name of the head ($.1.0.
pyKoBoguTens)

2. Ishlab chigaruvchi tashkilot to’g‘risida ma’lumot /Data on a manufacturing organization

(CBeneHus 06 opraHusauuun-nponsBoguTene)

Tashkilot nomi, tashkiliy huqugiy shakli (davlat
va ingliz tillarida)/ Name, organizational-legal
form of the subject of business (in a state and
English languages)

(HaumeHoBaHMe, OpraHM3aLLMOHHO-NPaABOBAsA
dopma cybbekTa npeanpMHMMaTeNbCTBa (Ha
rocyaapcTBEHHOM W aHT/IMIACKOM A3blKax))

Litsenziya ragami, faoliyat turi, amal gilish
muddati /Number, period of validity of
license, kind of activity

(Homep, cpok aencTemA ANLEH3UK, BUS,
AeATeNnbHoCTH)

Yuridik manzili (davlat va ingliz
tillarida),telefon, faks, e-mail/The legal
address (in a state and English languages),
phone, fax, e-mail

(FOpuanuecknin agpec (Ha rocyLapcTBEHHOM M
aHrnIMCKoM A3blkax), TenedoH, pakc, e-mail)

Rahbar F.I.0./Full name of the head
(9.1.0. pykoBogutens)

Ish yuritish bo‘yicha mas’ul shaxs F.1.0. /Full
name of the responsible person on office-
work

(P.1.0. oTBETCTBEHHOTIO /1MLLA NO
AenonponsBoacTay)

3. Dori vositasi to‘g‘risida ma’lumot/Data on a medical product

(CBeneHMs o0 nekapcTBeHHOM cpeacTse)

Dori vositasi nomi (savdo nomi) /Name ofa  Dauvlat tilida / In a state language (Ha rocynapcteeHHOM
medical product (trade name) A3blKe)

(HaumeHoBaHMe 1eKAPCTBEHHOTO CPEACTBA  |ngliz tilida / In English language (Ha aHrauiickom asbike)

(roprosoe Ha3BaHve)) Lotin tilida / In Latin language (Ha naTMHCKOM si3bike)

Xalgaro patentlanmagan nomi (XPN) Ingliz tilida / In English language (Ha aHraniickom s3bike)
/International non proprietary name (INN)
(MexayHapogHoeHenaTeHTOBaHHOEeHa3BaHWe

(MHH))
Dori shakli/Medicinal form Davlat tilida/ In a state language (Ha rocyaapcTBeHHOM
(NekapcrBeHHan popma) A3blKe)

Ingliz tilida/In English language (Ha aHrnnitickom a3bike)
Lotin tilida/In Latin language (Ha naTMHCKoM s3bike)

Dozasi (mg, XB, TB va h. k. z.) konsentratsiyasi
(mg/ml, XB/ml, TB/mlva h. k. z.)/

Dose (mg, IU, EQ etc.) concentration (mg/mL,
IU/mL, unit/mLetc.)
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(Do3a (mr, ME, EQ 1 T. A.) KoyueHTpaumsa (mr/

ma, ME/mn, EO/mManT. a.))

Dori vositasi/Medical product e Original/Original (OpurnHanbHoe)
(NekapcTBeHHOE cpeacTso) e Generik/Generic (feHepwk)

e Orfan/Orphan (OpdaHHoe)

e Biosimilyar/Biosimilar (Buocumunap)

e O‘simlikdan olingan dori vositasi /Medical product of
herbal origin
(NekapcTBEHHOECPEACTBOPACTUTENBHOTONPOUCXOXKAEHNUSA)

e Gomeopatik vosita/Homeopathic product
(fomeonaTtnyecknit npenapart)

e Tibbiy immunobiologik preparat (TIBP)/Medical
immunobiological product (MIBP)

(MeanumnHCKMin UMMmyHoBMOIOrMYecKkuiA npenapar
(MUBM))

4. Dori vositasi xom ashyosi to‘g‘risida ma’lumot/Data on raw material of a medical product

(CBepeHMsa 06 UcxoaHbIX NPOAYKTaX NEKAPCTBEHHOIO CPeacTBa)

Xom ashyo turi (keragini belgilang)/Kind of an «in bulk» mahsulot [J cy6ctaHuma [
initial product (mark the necessary) «in bulk» product API
(Bna ncxoaHoro npofyKta(oTMeyatb HyXKHoe))

Ta'sir etuvchi modda(lar)ni, ishlab chigaruvchi

tashkilot, davlati/API, manufacturer (s), 1. Name of APl — manufacturer — country
country(s)
(OewncTeytoulee (Me) BewecTso (a), 3.

opraHv3auma-NpPon3BoanTENb, CTPaHa)

Yordamchi moddalar/Additives
1. Name of additive — manufacturer — country

2.
3.

5 Dori vositasining to‘liq sifat va migdor tarkibi/Full qualitative and quantitative composition of a
medical product

(MonHbIM KaYecTBEHHbIN M KONNYECTBEHHbI COCTaB IEKaPCTBEHHOTO CPeAcTBa)

Modda/ Substance Dori shakli birligidagi miqdori/Quantity in one Sifatini belgilovchi normativ
(BewecTso) unit of medicinal form hujjat /Normative document
(KonuuectsoBeamHuuenekapcteeHHondpopmbl) regulating the quality
(HopmaTWBHbLIAAOKYMEHT,
pernameHTUPYHOLLMIAKAYecTBo)

Ta’sir etuvchi modda(lar)/Active ingredient(s)

(OencTeytowee(ne) BewecTso(a))
1. Ta’sir etuvchi

modda nomi/ Name

of API

2.

3.

Yordamchi modda (lar)/Additives

(BcnomoratenbHoe(ble) BewecTtso (a))

1.Yordamchi modda

nomi/name of an

additive

2.

3.

6. Dorivor o‘simlik

xomashyosi

(yig‘ma)/Combination

herbal medicinal

product
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(NekapcTBeHHOE

pacTuTenbHoe cbipbe

(c6op))

O'simliklarning Sifatini reglamentlovchi me’yoriy Ishlab chigaruvchi korxona
botanik lotincha nomi, hujjat/Normative document regulating the nomi va manzili/The name
o‘zbekcha va inglizcha quality and address of manufacturer
nomi (yig‘ma (HopmaTUBHbIN LOKYMEHT, (HanmeHoBaHue 1 agpec
tarkibiga kiruvchi) pernameHTUpYIoLWMIA KauyecTso) opraHusaumm-

/Botanical Latin npov3soAuTens)

names of plants,
names in Uzbek and
English languages

(combination herbal
medicinal product)

(BoTaHuuyeckne
NAaTUHCKMeE Ha3BaHuA
pacTeHWi, Ha3BaHMsA
Ha y36eKcKom n
aHMUIACKOM A3bIKax
(exodsawux e cocmas
cbopa))
7. Dori vositasi o‘rami to‘g‘risida ma’lumot (mavjudligi va gisga
tavsifi)/Data on packing of a medical product

(CBepeHMA 06 ynakoBKe NeKapCTBEHHOIO cpeacTsa)

Birlamchi (dori vositasi migdori ko‘rsatilgan holda)/Innerpack (with note
of quantity of a medical product)
(MepBMYHas (c yKaszaHMeM KOAMYEeCTBa IeKapCTBEHHOro CpeacTBsa))

Ikkilamchi (birlamchi o‘ramlar ko‘rsatilgan holda)/ Outerpack(with note of
quantity of inner packs)
(BTopuuHas (c yKasaHMemM KonnyecTBa NepBUYHbIX YNAKOBOK))

Gurubhli (ikkilamchi o‘ramlar ko‘rsatilgan holda)/ Grouppack(with note of
quantity of outer packs)
(MpynnoBgas (c ykasaHMem KoMYecTBa BTOPMYHbIX YNAKOBOK))

8. Farmakologik ma’lumotlar/Pharmacological information

(Papmakonoruyeckune ceegeHUn)

Asosiy farmakologik ta’siri/Main pharmacological action
(OcHoBHOE dapmaKkonornyeckoe aencTene)

Farmakoterapevtik guruhi/Pharmacotherapeutic group
(PapmakoTepanesTUyecKan rpynna)

Qo‘llash sohasi (dori vositasining tibbiyot amaliyotida qo‘llash tavsiya
etilgan kasalliklar ko‘rsatilgan holda/A scope (specify the diseases at
which a medical product is recommended)

(Obnactb NnpuMeHeHus (c ykazaHMem 3aboseBaHNi, NP KOTOPbIX
pPeKoMeHA0BaHO MegULMHCKOE NPUMEHEHWE NEKAaPCTBEHHOIO CPeacTBa))

ATX kodi (mavjud bo‘lganda) yoki unga tegishli takliflar/ ATCa code or if
necessary offers concerning it
(Koa, ATX (npu Hannuuun) unm npeanoxKeHuns KacaTeNbHo ero)

9. Dori vositasining yaroqlilik muddati to‘g‘risida ma’lumot/Data on shelf-
life of a medical product

(CBepmeHMA o cpoKe rogHOCTU IeKapCTBEHHOIO cpeacTsa)
Yaroglilik muddati/Shelf-life
(Cpok roaHocTH)

Birlamchi o‘ramni birinchi marotaba ochilgandan yoki eritilgandan so‘ng
saqlash (yaroqlilik muddati) /Shelf-life (use) after the first opening of
inner packing or dissolution of contents of inner packing

(Cpok rogHOCTM (MCNONBb30BaHMA) NOCNE NEPBOrO BCKPbLITUA NEPBUYHOM
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YMNaKOBKM UAN PacTBOPEHMA COAEPIKMMOTO NEPBUYHON YNaKOBKN)

10. Dori vositasini saglash to‘g‘risida ma’lumot/Storage conditions of a
medical product

(CBepeHus 06 ycnoBuAX XpaHeHUA NeKapCTBEHHOO CpeacTBa)

11. Dori vositasini dorixonadan berish tartibi/ Form of delivery of a medical
product

(YcnoBua oTnycka nekapcTBEHHOro CpeacTBa U3 anTekn)
Toldirilgan sana:

20vyil « »

Yuridik shaxs rahbarining F.1.0.
Imzo

Tashkilot muhri

Date of filling: (JaTa 3anonHeHun):

« » 20r

Full name of the Head
Signature
Organization stamp

(P.N.0. pykoBoautens ropuandeckoro anua Noanuck MeyaTb opraHM3aumm)

MPUNOMEHUE 2a

K MOMI0XKEHUIO O NOPALAKE PErncTpaLmm IeKapCTBEHHbIX CPEACTB U 34NN MeAMLMHCKOrO HasHauYeHUA 1 Bblaaun
PerucTpaunoHHOro yaocToBepeHus

Tibbiy buyumlarni O‘zbekiston Respublikasida
ro‘yxatdan o‘tkazish uchun
ARIZA
APPLICATION
on registration of a medical device in the Republic
of Uzbekistan
3AABJIEHUE
Ha perncTpaumio 3fennsa MeaULMHCKOro HasHauyeHus

B Pecnybnuke Y3bekucraH
Ne Ma’lumotlar/Data

(CBepeHun)
1. Tibbiy buyumning nomi/Name of a medical device

(HaumeHoBaHMe U34ENNA MEAULMHCKOrO Ha3HaYeHus)
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Davlat va ingliz tillarida/ In a state and English languages

(Ha rocynapcTBEHHOM M aHIJIMMCKOM A3bIKax)

2. Tibbiy buyumning modeli/ Model of a medical device

(Mopgenb usgenns megmMUMHCKOro HasHavyeHus)
Modeli/model

(mopensb)

Modifikatsiya/Modification

(mogndukauma)

Butlovchi gismlar/ Accessories (komnaekTytowme 4actu)
Hajmi/ Packing

(06bem)

Qo’‘llash usuli/ application mode
(cnocobnpumeHeHus)

O‘ramdagi migdori/ quantity in one pack (KonnyecTBoBynakosKe)

3. O‘rami / Packing

(Ynakoska)
Birlamchi/ inner
(nepBunyHasn)
Ikkilamchi/ outer
(BTOPUYHAZRA)
4, Ariza beruvchi tashkilot nomi va davlati/ Name and country of applicant

(HaumeHoBaHMe 1 cTpaHa 3aaBuTeNA)

Davlat va ingliz tillarida / In a state and English languages
(Ha rocypapcTBEHHOM M @aHIIMIMCKOM S3bIKaX)

Pochta adresi/ Mail address

(MouToBbIaapec)

Tel., faks, e-mail/ Tel., Fax, E-mail

(Ten., dpakc, e-mail)

Rahbar F.1.0./Full name of the Head

(9.1.0. pyroBoguTens)

Ishlab chigaruvchi tashkilot to‘g‘risida ma’lumot/ Data on firm-
manufacturer

(CBegeHuA 06 opraHMsaunn-NponsBoanUTeNe)

Davlat va ingliz tillarida /In a state and English languages
(Ha rocypapcTBEHHOM M @aHIIMIMCKOM A3bIKaX)

Yuridik manzili/ Legal address
(ropmnanueckunitagpec)

Tel., faks, e-mail/ Tel., Fax, E-mail
(Ten., dakc, e-mail)

6. Tibbiy buyum ishlab chiqgarish («in bulk» mahsulotni ishlab chiqarish,
gadoglash (birlamchi, ikkilamchi o‘rami), sifat nazoratini ko‘rsatgan
holda) (kerak emasini chizib tashlang)/Data on manufacture of a medical
device(manufacture of «in bulk» products, pre-packing, packing (inner,
outer packs), specifying the quality control) (delete the unnecessary)

(MpounsBoACTBO M34ENUA MEANLMHCKOTO HasHaYeHuMs (NPon3BOACTBO «in
bulk» npoayKkunn, dbacoBka, ynakoBKa (nepBMYHas, BTOPMYHAA YNaKOBKM),
C YKa3aHMeM KOHTPOAA KayecTBa) (BblYepKHYTb HEHYXKHOE))

«in bulk» mahsulot/ «in bulk» production («in bulk» npoaykuws)
Qadoglash va (yoki) o‘rami / Pre-packing and (or) packing

(dacoeka u (unn) ynakoska)

Tayyor mahsulot ishlab chigaruvchisi/ Manufacturing of finished product
(MpownsBoanTENLIOTOBOrONPOAYKTA)

Tibbiy buyumni ishlab chigaruvchisi va boshga ishtirokchilari/
Manufacturer and other participants in manufacturing of a medical
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product
(MpownsBoauTenb M ApyrMe y4acTHUKN NPOM3BOACTBA U34eNnn
MeOMUMHCKOTO Ha3HayeHws)

7. Ishlab chiqaruvchi davlatida va boshga davlatlarda ro‘yxatdan
o‘tkazilganligi (davlatlar ro'yxati)/Registration in the country of origin
and other countries (list of countries)

(Pernctpaums B cTpaHe NPOM3BOACTBA M APYIUX CTPaHaX (CMUCOK CTpaH))

8. Tibbiy buyumlarning yaroqlilik muddati/ Shelf life of a medical product

(Cpok rogHOCTM M34envsa MeaUUMHCKOTO Ha3HaYeH )

Yaroglilik muddati/ Shelf life
(cpok rogHocTH)

9. Tashish usuli/ Transport conditions

(YcnosuaTpaHcnopTUpPOBKK)

10. Saqlash sharoiti/ Storage conditions

(YcnosuaxpaHeHus)

11. Tibbiy buyumlarni go‘llash sohasi/Scope of application of a medical
device

(O6nacTb NpMMeHeHUsA U3genna MeanLMHCKOTO HadHaueHus)
To‘ldirilgan sana:

20 il « »

Yuridik shaxs rahbarining F.1.0.
Imzo

Tashkilot muhri

Date of filling: (daTa 3anonHeHuA):

« » 20r

Full name of the Head

Signature

Organization stamp

(d.1.0. pykoBoguTens opuandeckoro nunua Moanucb MNeyaTb opraHu3aumnn)
NPUNOXKEHWNE 3
K MoN0XKeHW0 0 NOpALKE PErnCcTPALLUM NEeKapCTBEHHbIX CPEACTB U U34eNNIA MeANLMHCKOTO Ha3HaYeHMA U Bbloaum

PEerncTpauMoHHOro yaocrtosepeHuna

LoKymeHTbI, NnpeacTaBasemblie ANA PErucTpaLmmn NeKapcTBeHHbIX cpeacTs*
JNekapcTBeHHOE CPeAcTBO

NleKapCTBeHHbI cybcTaHumA NeKapcTBeHHoe romeonaTtnueckui MUBHN
npenapar pacTutenbHoe npenapar
cbipbe

1 2 3 4 5 67
I. O6wan gOKyMeHTauuA
| CopeprkaHue
1A AAMUHUCTPaATUBHbIE

BaHHble
A1 3anaBneHue no + + + + +
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IA2.

IA3.

A4,

IAS.

IA6.

IA7.

IA8.

IAQ.

yTBEpPKAEHHON Ppopme
CepTuduKar Ha +
dapmaL,eBTMYECKNI
npoaykt (CPP),
BblAAHHbI COrNAcHO
pekomeHgauum BO3
(3aBepeHHbIe
HOTapManbHoO)

npw OTCYTCTBUMK:
perucTpaumoHHoe
YAOCTOBEpPEHME B
CTpaHe nNpousBoanUTeNs

Ceptudurkatr GMP (c +
YKasaHuem AaTtbl 1
pe3ynbTaToB

nocnaegHen MHcNekunm)

Konus nMueHsumn Ha +
NnpaBo OCYLLECTBNEHUA
dapmaueBTUYecKomn
AeATeNIbHOCTU

Echn s +
npon3BoACTBEHHOM
npouecce y4acTsyroT
HECKOJIbKO
npovsBoauTenen,
OOKYMEHTbI MYHKTOB

A2, 1A3, IA4
npeacTaBNAOTCA HA

BCEX Y4ACTHMKOB
npoun3BoacTBa

JIMLLEH3UOHHDbIN +
[oroBop (cornaweHue)

Ha npaBso

npouseoacTea (40
UCTeyeHun CpoKa
OENCTBUA NaTeHTa Ha
OPUIMHA/bHbIN
npenapar)

Konua oxpaHHoOro +
AOKYMeHTa (naTeHTa)
(npu HanUummn)
JOKymeHT, +
NOATBEPKAAOLLNN
KayecTBO aKTUBHOIO
BelecTBa (ceptTnudukar
aHanusa cybcTaHuum ot
npoussoauTens,
ceptuduKar
COOTBETCTBMUS,

NPOTOKO/ aHaNu3a,
aHa/INTUYECKUI

nacnopT, BXOLHOM
KOHTPO/b U Ap.)

JoKymeHT, +
NoATBEPNKAAMOLL MM
KayecTBO rOTOBOrO
npoayKTa Tpex
NPOMbILWIEHHbIX CEPUI
(ceptndmKaT aHanusa,
NPOTOKO/ aHa/M3a U

ap.)
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I A10.

IA11.

IB1.

IB2.

IB3.

JOKymeHT 0 +
NpUOHOBOWM
6e3onacHocTM Ha
BELLECTBA XMBOTHOMO
NPOUCXOXKAEHMA OT
npoussoauTens,
cnpaBskKa 06 oTcyTCcTBUM
rybuyatom
sHuedanonatum
KPYMHOro poratoro
cKorta (BSE/TSE)

CBeneHus 0b oTkaseB +
perucTpaumu, oTsbise ¢
PbIHKa KOMMNETEHTHbIM
OpPraHom unau
3asBUTENEM, O
npekpaLLeHnu
nencrems
PerucTpaumoHHoro
YO0CTOBEPEHUA UK
NPUOCTAHOBJEHUU €50
KOMMNETEHTHbIM
opraHom (c ykasaHuem
NPUYMHbBI B Ciyyae
HaN4YKA NpeLeaeHToB)

KpatKkasa
XapaKTepUcTuKa
NIeKapCTBEHHOro
cpeacrtea (SmPC),
MapKUPOBKaA U
MHCTPYKLMUA NO
NPUMEHEHUIo

**Kpatkas +
XapaKTepPUCTUKA
NNEKapCTBEHHOTO
cpeacTea (SmPC)

Konus MHCTpyKumMm no  +
NpUMEHEHWUIO
NeKapCTBEHHOrO
cpeacTBa,

yTBEPKAEHHOM B

CTpaHe

npovssoauTens,

NPOEKT UHCTPYKLMK NO
NPUMEHEHMIO Ha
rocy4apcTBEHHOM M
PYCCKOM fA3bIKax

LiBeTHble MaKeTbl +
YNaKoOBOK U

MapPKUPOBKM Ha
BymarkKHOM U1
3NEKTPOHHOM

HOCUTensx

[LetanbHoe onncaHne +
dapmaKoormyeckoro
Haj30pa U cUCTEMDbI
ynpaBAeHUsA PUCKamM
npyv MeanuUNHCKOM
npUMeHeHnn
JIeKapCTBEHHOTO
npenaparta,
npeanaraemoe
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3aABUTENEM
ID LOKymeHT, + - + + +

noATBEPKAAOLWMIN
Hannune
KBanMPpUUMpPOBAHHOIO
nunua, oTBETCTBEHHOrO
3a GapMaKonormyeckuit
Haa3op, 4na cbopa u
perncrtpauuu
NoBOYHbIX peaKL i,
BblABAAEMbIX Ha
Tepputopumn
Pecnybnukn
Y36ekuncTaH

IE OT4yeTbl HE3aBUCUMbBIX  + - + ++
3KCNepToB Mo
XUMUYECKON,
dapmaLeBTMYECKON U
6uonornyeckonm
AOKYMeHTauuu,
dapmako-
TOKCUKO/IOrMYECKOM
OOKYMeHTauuu,
K/IMHUYECKOM
AOKYMeHTauuu
(MHPopmaums 06
OCHOBHbIX CBOMCTBaX
NIeKapCTBEHHOTO
cpeacTea)

Il. Xumuueckan, papmaueBTUyecKkas u 6uonoruyeckas 4OKyMmeHTaums

Il CopeprkaHue + + + + +
A Cocras
1A 1. CocTaB neKapCTBEHHOTO + - + ++

cpeacTsa (c ykaszaHvem
Ko/lMyecTBa u
KBaNMPUKaLUNOHHOM
XapaKTEPUCTUKM
KaXk4oro MHrpeaneHTa,
B TOM YMUCNe COCTaBa
NOKPbITUA N Koprnyca

Kancyn)

1A 2. YnaKkoBka (KpaTkoe + + + + +
onucaHue)

I1A 3. dapmavuesTUYecKan + - + ++
pa3paboTka

(obocHoBaHwMe cocTaBa,
BblI6Opa NepPBUYHbIX
yMNaKoBOK U ap.)

1B MeTog U3rotoBsieHuUA
(cxema
TEXHO/IOTMYECKOTro
npouecca, NPoeKT
TEXHOJIOTMYECKOTO
pernameHTa)

1B 1. MpownssoacTBeHHaA + + + + +
dopmyna

1B 2. Mpoun3BOACTBEHHDIN + + + + +
npouecc

11B3. KoHTponb B npouecce + + + + +
npoussoacTsa
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IIB 4.
Ic

INc1.
INc1.1.

INci.2.

I1c1.2.1.
1C1.2.2.
1C1.2.3.
1C1.2.4.

I1C1.2.5.

I1C1.2.6.
c1.2.7.
I1C1.2.8.

nca.

Ica.i.

ca.z.
I1ca.s.
INc3.

I1c3.1.

I1c3.2.
IID

IIE

https://www.minzdrav.uz/documentation/detail.php?ID=43249

(onepauymoHHbIN
KOHTPO/Ib)
Banngaums npouecca
MeToabl KOHTPOASA
NCXOAHbIX
maTepuanos*
AKTUBHaA cybcTtaHumna™
HopmaTusHble
[OKYMEHTbI
(cneundukaumm un
MeToAbl KOHTPOA
KayecTBa)* aKTUBHbIX
BELLECTB

HayuHble gaHHble*
HomeHknaTypa*
OnucaHue*
MpownssoacTBo*
KoHTponb KayecTsa B
npouecce
npov3BoAcTBa
(npomekyToUHbIN
KOHTPO/b)
Xumunyeckas
pa3paboTka
Mpumecn*

AHanus cepumn*®

CseneHna No U3yyeHuto

CTa6MJ’IbHOCTM, OT4YeTbl
M CPOK rogHocCTu

BcnomorartenbHble
BelecTea

HopmaTusHble
[OKYMEHTbI
(cneundukaumm un
YCTaHOBNEHHblE
MeToAbl KOHTPONA
KayecTBa)
BCMOMOTaTe/IbHbIX
BeLLecTs

HayuHble aaHHble
AHanus cepumn*

YnaKoBOYHbIN
martepuan
(BHYTPEHHAA/BHELIHAA
yrNaKoBKa)

Cneumduraumm un
YCTaHOBNEHHbIE
MeTOoAbl KOHTPOIA
KayecTBa YNaKOBOYHbIX
MaTepuanos u
cepTudMKaTbl KayecTBa
HayyHble paHHble
MeToapbl KOHTpONA
KayecTBa
NPOMEKYTOUHbIX
NpoAyKTOB

MeToabl KOHTpPONA
KayecTBa KOHEYHOTrO

+ + + + + +

+

+

+ o+ o+ o+ +

+ + o+ o+ o+

+ 4+ o+ o+ o+
+ 4+ o+ o+ o+

19/27



09.08.2016 O6 yTBepXOEHN NOMOXEHSI O MOPSIAKE PErucT paL v NEeKapCTBEHHbIX CPEACTB U U3AenuiA MeULMHCKOro Ha3HaYeHVs 1 Bbl4a4M PETVCT PaLVOHHO. ..

IIE 1.

INE1.1.

INE1.2.
IIE1.3.

ITE1.4.

IIE 2.

IIE2.1.

IIE2.2.

II'F
IIF1.

IIF2.

I1G

II'H

1K

'L

npoayKTa
CneunduKkaumm u +
MeToAbl KOHTPONIA
KayecTsa C

ayTEHTUYHbIM
nepeBoLoOM Ha PYCCKUiA
A3bIK

HopmaTunsHbI +
OOKYMEHT
NeKapCTBEHHOO
cpeacTtsa

CeeneHusa o cTaHZapTax +

MoacHuTenbHanA +
3anucka K
HOPMaTMBHOMY
OOKYMEHTY

Mpu npoaneHnn cpoka +
perncrpaumm Konma
YyTBEpPKAEHHOro
HOPMaTMBHOIO
AOKyMeHTa

HayyHble gaHHble +

Banngauus +
aHaA/INTUYECKMX

MeToA0B U
KOMMEHTapuu,
CTaHAapTbl (paboune
CTaHOApPTbI)

AHanuns cepumn +
CrabunbHoCTb
MeTozabl U3yyeHua +
CTabunbHOCTH

Pe3ynbTaTbl UCMbITAHUA +
ctabunbHoOCTU He
MeHee yem Ha 3-x
NPOMBILLIEHHbIX UK
OMbITHO-
NPOMBbILUNEHHbIX
(MMnoTHbIX) cepunx
(maHHbIE 1 OTYeTHI
CTpecc-TecToB U
[ONTOCPOYHBIX
MCNbITaHUN B
peanbHOM BpemeHu)

CseaeHus o npodune +
pacTBopeHusa (ann
TBEpPAbIX

[03UPOBaHHbIX
JIeKapCTBEHHbIX hopm)

[aHHble no +
6roaocTynHoCTY,
6103KBUBANEHTHOCTHU
(ana reHepukos), ana
napeHTepanbHbIX Gpopm
reHepuKoB — AaHHble

no 6esonacHocTu 1
addeKkTMBHOCTU

[aHHble KOHTpONs Ha -
YKUBOTHbIX

[aHHble no BepoATHOM +
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onacHocTK Ans
OKpYsKatoLLeit cpeapl
ANA Npenaparos,
coaepalLmx
reHeTMYecKn
N3MEHEHHble
OpraHM3mbl

1M Mepurogmnyecknit + - + + +
ob6HOBNAEMbIN OTYET MO
6e3onacHoCTH

1Q JononHutenbHas + + + + +
nHdopmaums,
noaTBepKAAoLWAn
KayecTBo

Il ¢apmaxonormecxaﬂ U TOKCUKONOrM4eCcKaa AOKyMmeHTauua

1 CopepxaHue + + + + +
1A TOKCMYHOCTb Npu + - - ++
OAHOKpaTHOM

BBEAEHUM U BBEAEHUM
MOBTOPHbIX 403
(ocTpan, nogoctpas,
XpOHMYecKan
TOKCUYHOCTb)

1B Bananue Ha + - - -+
penpoayKTUBHYIO
dYHKUMIO
[aHHble no
TepaToreHHoCTH,
rOHaA0TOKCUYHOCTHU U
3MBPUOTOKCUYHOCTH

nc *[laHHbIE No + - - -+
MyTareHHoCTU

D *[1aHHble no + - - -+
KaHLLepOoreHHoCTH

IE dapmakoanHaMKKa + - - ++
(cneunduueckoe
necrsue, obume
dapmakonornyeckue
cBolicTBa (ans
MeAULMNHCKUX
UMMYHOBMONOTNYECKUX
npenapaTos —
PEaKTOreHHOCTb,
cneuundunyeckasn
aKTMBHOCTb)

IF dapmaKOKMHETUKa + - - -+
(scacbiBaHMe,
pacnpegeneHue,
meTabonnsm,
BblaeneHue)

G [aHHble no + - - -+
6103KBUBANEHTHOCTH
(anAa reHepuKos), ana
MUBN —
CpaBHUTENbHaA
XapaKTepuCTMKa
IH *[1aHHbIE O MeCTHO- + - - -+
pasgparkatoem
aevicteuu (ans MWBMN,
B TOM YncCne BaKUMH —
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MMMYHOTFeHHOCTb)

1K *NpuBbIKaHWE K + - + -+
NeKapcTBeHHOMY
cpencTey m
KYMYNATUBHbIE
CBOMCTBA

1L * AHTUT@HHOCTb + - - -+

+
+
+
+
+

1M JononHutenbHas
MHbOpMauus,
noATBep:KAaroLWan
6e3onacHocTb

IV. ** KnuHuueckan goKymeHTaLuus

1\ CopepaHue + + + ++

IV A JaHHble no + - - ++
KAMHUYECKOM
dapmaKkonorum
(dapmakoanHammka,
dbapmakoknHeTHKa) (in
ViVO AN meanUMHCKUX
UMMYHOBMONOTNYECKMX
npenapaTtoB — AaHHble
no
3NUAEMMOIOTNYECKOMN,
K/IMHUYECKOW,
UMMYHO/I0TUYECKOM
addeKkTUBHOCTH)

IV B Pesynbtathbl + - - + +
KNMHNYECKUX
MCMNbITAaHWUI, Hay4YHble
ny6anKaumm, otyeTsl

IVC [aHHble + - - + +
NOCTPErncTpaLMOHHOro
onbiTa (ec/nv TakoBOM
mmeeTcs)

IVD JononHutenbHaa + - - ++
MHbOpMauus,
noATBepKAaoLWan
3¢ PEeKTUBHOCTb U
6e3onacHoCTb,
KauyecTBO, KNMHUYECKasn
3¢ PeKTUBHOCTL U
6e30MnacHOCTb U Apyras
[ONOo/IHUTENbHAA
uHdpopmauua nocne
pernctpauum

MpumeyaHuna:

*[JOKYMeHTbl, YKa3aHHble B nepeyHe, TPebyloTcA C y4eTOM MPOMUCXOMKAEHUA, CBOMUCTB, ocobeHHocTelt cnocoba
nony4yeHuns/NPOM3BOACTBA /IEKAPCTBEHHbIX CPEACTB; €C/IM  OTAENbHble YacTM AOKYMEHTaUMM He BK/OYEHbl B
perucTpaLmoHHoe J0Cbe, TO CIeflyeT B COOTBETCTBYHIOLLEM MECTE YKa3aTb NPUUUHY NOA COOTBETCTBYHOLLMM 3ar0/I0BKOM.

**Mpun Hannuuu.

**¥%INA NeKapCTBEHHbIX NpenapaToB KMBOTHOTO MPOMUCXOXKAEeHUA B pasgene IIC1 pgomkHa 6biTb npeacTaBneHa
cnepyowasn fononHUTeNbHas HGopmaumsa:
[OaHHble OTHOCUTENbHO BMAA, BO3PACTa, PaLMoHa M reorpadmyeckoro perMoHa NponCXOMXKAEHUA }KUBOTHbIX, OT KOTOPbIX
MOJIYYEHO CbIPbE;
[OaHHble 0 XxapaKTepe (KaTeropmum) TKaHW, U3 KOTOPO NONYYAETCA Cbipbe A4 NPOM3BOACTBA IeKAPCTBEHHOIO CPeACTBa, C
TOYKM 3PEHUSA ee OMACHOCTU OTHOCUTENIBHO COAEPKAHUA NPUOHOB;
TeXHoNornyecKas cxema 0bpaboTKuM CbipbA C YKa3aHWEM 3KCTPAreHToB, TeMNepaTypHOro pexnma nuT. n.;
MeToAbl KOHTPOA UCXOAHOTO CbIpbA.

https://www.minzdrav.uz/documentation/detail.php?ID=43249

22/27



09.08.2016 O6 yTBepXOEHN NOMOXEHSI O MOPSIAKE PErucT paL v NEeKapCTBEHHbIX CPEACTB U U3AenuiA MeULMHCKOro Ha3HaYeHVs 1 Bbl4a4M PETVCT PaLVOHHO. ..

MPUNOXEHWUE 3a

K MON0OXEHUIO O NOPALAKE PErUCTPaALMM 1IEeKAPCTBEHHbIX CPEACTB U 34NN MeAMLMHCKOrO HasHauYeHUA 1 Bblgaun
PEerncTpaunoHHOro ya0CTOBEPEHUSA

NEPEYEHb

AOKYMEHTOB, nNpeAacTaBiAaemMbiIX gna perncrpaumm usgenma meamumHCKoOro HasHa4yeHusa

1. Cnucok npeactaBnfAemMblX JOKYMEHTOB.
2. [loBepeHHOCTb OT NpeanpuaTua — NPOU3BOAUTENA HA LOMKHOCTHOE /IULLO, YNIOTHOMOYEHHOE AN1A BeAeHUsA
JenonpounsBoAcTBa NO perncTpaLmu.
3. O6wan nHdpopmaLma 06 U3gennn MeauuMHCKOro HasHaveHus.
4. PermctpaumoHHoe yaoCcToBepPeHUE U3AeNNA MEOULMHCKOTO Ha3sHayeHua (ecim nsgenme MeguumMHCKOro HasHayeHus
6b1/10 paHee 3aperncTpmMpoBaHo).
5. HopmaTuBHbIV SOKYMEHT, BK/tOUAKOLWMIA B cebA NOPAAOK MU MEeTOAbl UCMbITaHUA U3LeNUA MeAULLMHCKOTO
Ha3HayeHuA, CTaHAAPT HA aHANOMMYHYIO0 MPOAYKLMIO.
6. [1nA NpoAyKLMKN CePUIAHOTO NPOM3BOACTBA NPOEKTbI CTaHAaPTa OpraHn3aummn/dapmarkoneiiHoi cTatbh,
TEXHO/IOTMYECKOTO PeriaMeHTa, TEXHONOMMUYECKOWM MHCTPYKLMMU.
7. MacnopT Ha MeAMLIMHCKYIO TEXHUKY, aHANUTUUYECKMIA NAcNopT Ha U3genne MeguLMHCKOro HasHauYeHus.
. TexHnyeckoe onucaHme MeanUNHCKON TEXHUKMN.
9. UHPopmauma o nabopaTopHbIX UCMbITAHUAX, TEXHUHECKUX UCTbITaHUAX, AOKANMHNUYECKUX UCCNe0BAHUAX U
KANHUYECKUX (MEeOULMHCKMX) UCMbITAaHUSAX.
10. MeToap! UCNbITaHUI, NPOrPaMmbl U NPOTOKOAbI (418 CTEPUABHBIX U3LEANA MESUUMHCKOTO HasHayeHus —
UCMbITaHWUA, NPOBEAEHHbIE 33 NOCNEAHMWI rO4) Ha U3LEeNUs MEeAULMHCKOTO HasHaYeHUs.
11. NHPopmauus 0 COOTBETCTBUMN U3LENNA MEANLMHCKOTO HA3HAYEHMA MEXKAYHAPOAHbBIM CTaHAAPTaM (NpU HaAMYUNK).
12. MeToapb! NOBEPKN MEAMULMUHCKOM TEXHUKU (819 U3MEPUTENbHBIX CPeacTs).
13. UHpopmaums 06 oTCYyTCTBUM MHPEKLMOHHbIX areHToB B «in Vitro» — AMarHoCTUYECKUX CpeacTBax, MPUroTOBAEHHbIX
U3 KPOBU YesioBeKa.
14. NHpopmaums o cTabuabHOCTU NPU XPaHEHUN U TPAHCMOPTUPOBKE «in Vitro» — AMArHOCTUYECKUX CPeACTB.
15. UnntocTpupoBaHHble peK/laMHble MaTepurasibl, MPOCMNEKTbI, KaTanoru, ¢oto pasmepom He meHee 13x18cm.
16. O6paseu, M3aenma MeanuUNHCKOro HasHauYeHus (B 4OCTaTOMHOM KOJIMYECTBE 4/15 NPOBEAEHUA UCMbITAHUI COrNAacHO
HOPMaTMBHOMY LOKYMEHTY).
17. NpoToKoN aHaNM30B NpPeaCcTaBAEHHOM CEPUM U3AENNA MELULIUHCKOTO Ha3HaYeHus.
18. LiBeTHble rpaduyeckne maKkeTbl NEPBUYHON U BTOPUYHOWM YNAKOBKM.

oo

BblLwe yKasaHHble AOKYMEHTbI NPeACTaBAAOTCA B [NaBHOE ynpaBaeHne B ABYX SK3eMMNiApax.
Konuu fOKYMEHTOB A,0/KHbI 6bITb YMTabeNbHbIMM U 3aBEPEHbI NEYATHIO M MOAMUCHI0 PYKOBOAUTESA OpraHM3aumm.
NMPUNOXKEHWNE 4

K MON0XKEHUIO O NOPAAKE PErncTpaLmm eKapCcTBEHHbIX CPEACTB U 34NN MeAMLMHCKOro Ha3HauYeHUA 1 Bblaaun
PEerncTpaunoHHOro ya0CTOBEPEHUSA

https://www.minzdrav.uz/documentation/detail.php?ID=43249 23/27



09.08.2016 O6 yTBepXOEHN NOMOXEHSI O MOPSIAKE PErucT paL v NEeKapCTBEHHbIX CPEACTB U U3AenuiA MeULMHCKOro Ha3HaYeHVs 1 Bbl4a4M PETVCT PaLVOHHO. ..

O*ZBEKISTON RESPUBLIKASI
SOG'LIQNI SAQLASH
VAZIRLIGI

MINISTR OF HEALTH
OF THE REPUBLIC
OF UZBEKISTAN

DORI VOSITALARI VA TIBBIY TEXBIKA
SIFATINI NAZORAT QILISH BOSH BOSHQARMASI

HEAD DEPARTMENT OF DRUG AND MEDICAL EQUIPMENT
QUALITY CONTROL

IITABHOE YIIPABTEHHE ITO KOHTPOIFO KAUECTBA
JIEKAPCTBEHHBIX CPETICTE H METHITHHCKOH TEXHHKH

ROYXATDAN O‘TEAZILGANLIK TO'G'RISIDAGI GUVOHNOMA
REGISTRATION CERTIFICATE

PETHCTPAITHOHHOE YIOCTOBEFEHHE
Ragam DV/Number DV- 0000/00/00
(Homep DV)
Dori vositasi ro‘vxatdan o'tkazilgan sana
Date of registration of drug
(JaTa perucTpaITHH TeRapCTEEHAOTO CPEacTEa)

Ro'yxatdan o'tkazilganlik to’grisida guvohnomaning amal gilish muddati

Period of validity yil'year
(Cpox geficTENA PETHCTPAIHOHHOTO YIOCTOEEPEHHA)

Ro'yxatdan o'tkazilganlik to’g'risida guvchnoma berilzan yuridik shaxsning nomi va pochta
manziliName and address of the legal entity on whose name the certificate of registration is
issued

(Hamprenosamme ® NOYTOESI ajpec OpPHIMHECKOTO JIHIA, HA HMA KOTOPOTO  BRLTAHO
pETHCTPAITHOHHEOS VIOCTOESpEHHE)

Dori

vositasining savdo nomiTrade name of the drug
(TeproBoe HasEaHHe JeKapCTEEHHOTO
cpencIsa)

Dori vositasining xalgaro patentlanmagan nomi voki boshga nomi’ International non proprietary
or other name of drug
MewIyHAPOTHOE HEMATEHTOEAHAOE HIH APVTOE HASEAHHE JERAPCTEEHHOTO CPEICTEa)

ATX kodi/ATC group
(Koa ATX)

Dori vositasining tarkibi (ta’sir etuvehi‘yerdamchi moddalar)/
The compesition of drug (active/avxiliary substances)
(CocTas JerapcTEEHHOTO CPEACTEA { AeACTEVIONT S ECIIOMOTATEBHEE BEMIECTES))

Dori shakli’ Dosage form

(JlexapcTeensan Gopna)
Izhlab chiqarilizh shakli’ Releaze form

(PopMa BRIV CEE)

Dori vositasini berish tartibi’ Conditions of delivery Retzept bo'vichaRetzeptsiz

(VeaoBHA OTIVCHA IEKapCIEEHHOTO CPEICIES) Prescription Non-prescription
(Ilo penenTy/Bes penemnta)

Dori vositasini ishlab chigaruvehi korxonalaring joylashgan manzili to‘g risida ma’lomot®/

Information on the location of manufacturer of dmg *

(Creaerna 0 MECTOHAXOKIEHHE NPeINPHATHE — NPOMIEQIHTENeH IeKapCTESHEOTO CPeICTE])

*dori vozitasini ishlab chiganrechi korxonalar to*g risidagi ma’lumot ilova gilinadi/ Information
on the location of manufacturer of drug attached

(*Ceemesma 0 MECTOHAXCEISHHE NPOMIECICTESHHENS NPeINpHATHH JeRapcTESHHOTO CPedcTEa
TIPHTATAROTCA).

Ushbu guvohnoma mazkor dori vositasimi tibbiyot amaliyotida go‘llash huqugini beradiThis
certificate entitles using this drug in medical practice

(HacToamee yaccToEeperne 43T NpaE0 HA HCMONBIOEAHHE JAHHOTO IEEapCTEEHHOID CPEIcTEa B
METHITHHCEOH NPaETHEE)

Deori vositalari va tibbiy texnika sifatini nazorat
gilish Bosh boshgarmasi boshlig®i

Chief of Head Department of drug and medical
equipment quality control

(Hagaresms: [TaEHOro VOpaETeHHA IO
EOHTPOUIED Ea49ecTEA JeEapcTEeHHEX cpeqets B (MIL) (mogrmcs) (FHO)
METFITHHCEOH TEXHHEN)

M

Imzo/ FOIL/

Stamp Signature Name
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OZBEKISTON RESPUBLIKASI MINISTR OF HEALTH
SOG'LIQNI SAQLASH OF THE REPUBLIC
VAZIRLIGI OF UZBEKISTAN

DORI VOSITALARI VA TIBEIY TEXNIKA
SIFATINI NAZORAT QILISH BOSH BOSHQARMASI

HEAD DEPARTMENT OF DRUG AND MEDICAL EQUIPMENT
QUALITY CONTROL

I'TABHOE YTIPABJTEHHE IIQ KOHTPOIID KAUECTBA
JEKAPCTBEHHBIX CPEJCTE H METHITHHCKOH TEXHHKH

dagi DV-0000/00/00-sonli RO*YXATDAN
O'TKAZILGANLIK GUVOHNOMASIGA
ILOVA

ATTACHMENT TO THE REGISTRATION CERTIFICATE
Ne DV-0000/00/00 date

MMPHICKREHHE K
PETHCTPAITHOHHOMY YIOCTOBEPEHHIO
oT Ne DV -0000/00/00

Ushbu ilova ro*yxatdan o‘tkazilganlik guvchnomasining ajralmas qismi hisoblanadi.
This attachment 13 an integral part of the registration certificate.
(HacToAnree IpHICHEHHE ABTASTC HEOTHEMIEMOHR HacTEHY PETHCTPANHOHHOTC TA0CTORED EHELT).

Dori vositalari va tibbiy texnika sifatini nazorat

gilish MO Imza/ FOLS
Bosh boshgarmasi boshlig's

Chief of Head Department of drug and medical
equipment quality control

(Hagazemmy: [nasE0ro YIpasTesmns oo
EOHTPOVIED F39ecTER JIeKapcTEeHEs: cpencte . (MLUIL) (mommacs) (®.HO)
METHITHHCEOH TEXHHEH)

Stamp Signature Name

Sana -
Date -
Page ~Varaq
O*ZBEKISTON RESPUELIKASL MINISTR. OF HEALTH
SOG'LIQNI SAQLASH OF THE REPUBLIC
VAZIRLIGI OF UZBEKISTAN

DORI VOSITALARIT VA TIBBIY TEXBIKA
SIFATINI NAZORAT QILISH BOSH BOSHQARNMASI

HEAD DEPARTMENT OF DRUG AND MEDICAL EQUIFMENT
QUALITY CONTROL

ITTABHOE VIIPABIEHHE ITO KOHTPOTIO KAUECTEA
JIEKAPCTEEHHBIX CPEICTE H METHITHHCKOH TEXHHKH

RO'YXATDAN O‘TEAZILGANLIK TO*G'RISIDAGI GUVOHNOMA
REGISTRATION CERTIFICATE

PETHCTPAITHOHHOE YIOCTOBEPEHHE
Ragam TB/Number TB- 0000/00/00
(Homep TB)
Tibbiy buyum ro‘yxatdan o‘tkazilgan sana’
Date of registration of medical devices
(Jata perncTpal B3I MeIHIHHCEOTO HASHAMEHH )

Ro'yxatdan o'tkazilganlik to® g risida guvohnomaning amal qilish muddati/
Period of validity yiliyear
(Cpox JefCTENA PETHCTPANHOHHOTD VIO CTOBEPEHHA)

Ro'yxatdan o'tkarzilganlik to’g'risida guvchnoma berilzan yuridik shaxsning nomi va pochta
manzili

Name and address of the legal entity on whose name the certificate of registration is issued
(HarpenoBamme M DOYTOEEIH alpec IOPHIMMECKOTO JHUE, Ha HMA KOTOPOrO BEIJAHO
PETHCTPAITHOHACE YAOCTOBEPEHHE)

Tibbiy buvumning nomi/
Name of medical devices
(HasBanue H3IETHA MEIHITMHCEOTO HASHATEHHA)
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Tibbiy buyumning turd (butloveh buyumlar va sarf materiallari®)/
Type of medical devices (components and consumables®)
(Tom  msgemed  MeJHIMEHCHOTO HAasHAUEHMA (FOMILIEKTVIOIIHE M3JRTHA H  PacxIHBle
MaTepHamsr*)}

Tibbiy buyumni ishlab chigaruvchi koronaning manzili to'g'risida ma’lumot/

Information about the location of the manufacturer preducing medical devices

{Cremennn 0 MeCTOHAXOHIEHNN NPOHIEOACTECHHOID IPEIIPHITHA, IPOHSEOIAIETO HITeInE
METHITHHCEOTO HASHA9eHHA)

* tibbiy buyumning butlovchi buyumlar va sarf materiallari to’g'rizidagi ma’lumot ilova
gilinadi.‘information about the components and consumables is attached
(*CBemesnna o FOMILTEETYIONTHY HITETHAX B PacXOTHEDE MATEPHATAX IPHTATa0TCA)

Ushbu guvchnoma mazkur dori vositasini tibbivot amalivotida go‘llash huqugini beradi. This
certificate entitles uaing this medical devices in medical practice.

(HacToAmee ymocToBepemie JaeT MPaB0 Ha HCOOIBSOBAHHE JAHHOTO HIISTHE MeTHMITHHCEOTO
HATHAIEHHA E METHIHHCKOH OparTHEE).

Dori vositalari va tibbiy texnilea sifatini nazorat
gilish Bosh boshgarmasi boshlig’i

Chief of Head Department of drug and medical
equipment quality control

(Haganemm [masgCero YOpasmeHsm: oo
EOETPOMIO KadecTEa TeKapeTEeHHE: cpegere . (MIL) (mogrmecs) (2H.O)
METMITHHCEOH TEXHHEH)

MO Imzo/ FO.L/

Stamp Signature Name

O*ZBEKISTON RESPUBLIKASI MINISTR OF HEALTH
SOGLIQNI SAQLASH OF THE REFUBLIC
VAZIRLIGI OF UZBEKISTAN

DORI VOSITALARI VA TIBBIY TEXNIKA
SIFATINI NAZORAT QILISH BOSH BOSHQARMASI

HEAD DEPARTMENT OF DEUG AND MEDICAL EQUIPMENT
QUALITY CONTROL

TTABHOE VIIPABTEHHE IO KOHTFOITK) KAUECTEA
JEKAPCTBEHHBIX CPEJCTB H METHITHHCKOH TEXHHKH

dagi TB-0000/00/00-sonli RO*YXATDAN
O'TEAZILGANLIK GUVOHNOMASIGA
ILOVA
ATTACHMENT TO THE REGISTRATION CERTIFICATE
Ne TB-0000/00/00 date

IIPHIOAREHHE K PETHCTPAITHOHHOMY YIOCTOBEFPEHHIO
oT NeTV -0000/00/00

Ushbu ilova ro“yxatdan o'tkazilganlik guvohnomasining ajralmas qismi hisoblanadi.
This attachment iz an integral part of the registration certificate.
(HacToamee npHIo#eHHe ABIASTCA HEOTEEMIEMOH YacTEI0 PETHCTPALHOHHOTO Y0 CTOBSPRHHA).

Deori vositalari va tibbiy texnilca sifatini nazorat

qilish MO/ Imzof FOIf
Bosh boshgarmasi boshlig®i

Chief of Head Department of drug and medical
equipment quality control

(Hauazemsx [massero yOpasmesns oo
EOETPOMIO ESYeCcTEa TeKapeTEeHHEN: cpeaete (ML) (momrmecs) (2 HO)
METHITHHCEOH TEXHHEH)

Stamp Signature Name

Sana -
Date -
Page -varag

Tvn gokymeHTa: locTtaHoBNAEHMe
Homep gokymeHTa: Ne 352
[ata npuHatmna: 22.12.2014
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