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Nacnopt Ne 040000357162
HaumeHoBaHue npenaparta no HA HuTpokop® TabneTkn nogwAsblvHbie, 0,5 mr
Homep cepun 391122 Konuuectso npoayKuuM B cepum (T.ynak) 15,098

Aata npouseogcrsa 03.11.2022 lfopen go 12 24

H/[, NC-001302-191118, nam.Ne1, n3am.Ne2, uam.Ne3, usm.Ned,

AHanusbl/McnbiTaHua npoBeAeHbl B cooTseTcTeun ¢ HA

n3m.Ne5
Aara HaumeHoBaHue Tpebosanua HJ, Pe3ynbTaThl aHaNM30B/UCNbITaHWI
aHanu3a nokasavenew
14.11.2022 Onucanune Bu3yanbHbliA CooTseTcrayeT
Tabnetku 6enoro unu noutu Benoro usera, Tabnetku no4tn Benoro uBeTa, Kpyrable,
KpYyrable, NNOCKOUMAMHAPUYECKKE, C GacKoW. NAOCKOUMIMHAPUYECKKME, C GaCKON.
Mo BHeWHEeMY BUAY AONKHbI COOTBETCTBOBATL
TpebosaHuam M PO, 00C.1.4.1.0015.15
«TabneTku»
16.11.2022 NopnuHHOCTL B3IXX CooTeetcrByeT
Bpemsa yaepmrBaHmua OCHOBHOTO MUK Ha
XpOMaTOrpamMmme UCrbITYeMOro pacTeopa, Bpems yaepKUBaHUA OCHOBHOTO NMKa Ha
NPUrOTOBNEHHOTO A/1A KONUHYECTBEHHOTO XPOMaTOrpamMme UCNbITyemoro
onpeaeneHus, AOMKHO COOTBETCTBOBATL BPEMEHW pacTBopa, NPUroTOBNEHHOTO ANR
YAEPHMBAHUA OCHOBHOTO NWKa Ha KOMIM4ECTBEHHOIO ONPeaeNeHuA,
xpomatorpamme pacrsopa CO HUTpOrAMUEepuHa. COOTBETCTBYET BPEMEHM YAEPIKMUBAHUA
OCHOBHOIO NUKa Ha XxpOMaTorpamme
pactsopa CO HUTpOTNMUEPUHA.
XapakTepHas peakuua A Ha HuTpatbl (M0 PO) CooteetcTayeT
O6pa3syeTcA CMHee OKpalWBaHue. 06pasyeTca CUHEee OKpaluBaHue,
14.11.2022 CpenHana macca PacyeTHO-BECOBOM 45,3 mr
Tabnetok o1 40,5 no 49,5 mr.
14.11.2022 Aapocun re po 22%
He 6onee 3,0 %
14.11.2022 PacnapaemocTb o PP 11,0c
He 6onee 1 MUHYTbI
16.11.2022 PoacTeeHHbie NpUMECH B3XKX <0,1%
Niobaa eanHuyHas npumecs - He Gonee 1,0 %
BIWX <01%
Cymma npumeceit = He 6onee 3,0 %
16.11.2022 OaHOPOAHOCTL rd PP, cnocob 1 BIKX 7.9%
L03WPOBAHMA AV<150%
16.11.2022 KonuuecrsenHoe BIXKX 0,452 mr
onpeaeneHve 070,425 0o 0,575 Mr HUTPOTMLEPUHA B OQHOM
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Hutpokop® TabneTtku nogbAsbI4HbIE, 0,5 Mr

Cepua: 391122

Tabnetke
15.11.2022 Mukpoburonoruueckas e Pd, kateropua 3A Menee 10 KOE/r
4yucToTa O6uiee YMcno a3pobHbIX MUKPOOPraHU3MOB — He
6onee 10*3 KOEB 1T
rd PO, kateropua 3A Menee 10 KOE/r
ObLee UNCIO APOMMKEBLIX U NNECHEBbIX rprboB —
He Gonee 1072 KOEB 1T
r® P, kateropua 3A OtcyTcTeyeT
Ortcyrereue Escherichiacoli 811
14.11.2022 YnakoBka B coorsercrteum ¢ HA /1C-001302-191118, nam.Ne3, CootsercreyeT
n3am.Ne5 Mo 40 TabneTok B NeHanbl NOAMMEDHbIE
Mo 40 TabneToK B NeHaNbl NOMMEPHbIE U3 W3 noaucTHpona. Mexan ykynopueawTt
noAUCTMPONa. NpoBKoW NONUITUNEHOBOM. Ha neHan
MeHan yKynopvBaoT NpobKOM NOAMITUNEHOBON. HaKNeMBAKIT CAMOKNEALLYIOCA ITUKETKY.
Ha neHan HaKNeMBaKT ITUKETKY U3 Bymaru MeHan BMECTe C MHCTPYKLMEH no
0hCETHOM MU CAMOKEALLYIOCA STUKETKY, UK NPUMEHEHMIO MOMELLAKOT B NAYKY K3
HaHOCAT TEKCT HENOCPEACTBEHHO Ha NeHan. KapToHa. 81 nauka B 0AHOM Kopobe.
MeHan BMECTE C MHCTPYKLMEH NO NPUMEHEHUIO
NOMEeLLAKT B NaYKy U3 KApTOHa.
14.11.2022 MapKupoBKa B cootsercreum ¢ HA NC-001302-191118, n3m.Nel, CootsetcryeT
u3m.Ne2, uam.Ne3, uam.Ne5 1) MepBHYHAA YNaKoBKa.
1) NepBUYHARA ynaKoBKa. Ha 3TMKeTKe NeHana ykasaHbl TOBapHbIi
Ha 3TMKeTKe NeHana yKasbiBakT TOBaPHbIMA 3HaK 3HaK NPeanpUATUA-NPOU3BOAUTENS,
npeanpUATUA-NPOU3IBOAUTENA, TOPrOBOE TOProBOe HaMMEHOBaHWe npenapara c
HaumeHOBaHWe npenapara C NpeaynpeauTensHoi npeaynpeauTencHoi MapKUpoBKon ®,
M3pKUPOBKOM ®, rpYNNUPOBOYHOE HaWMEHOBaHUE, rpynnNMpOBOYHOE HAMMEHOBAHMe,
NeKapcTBeHHYK Gopmy, AO3UMPOBKY, KOUMHECTBO nekapcTeeHHan Gopma, AO3UPOBKA,
TabneToK B ynakoBKe, HOMEP CEPUM, CPOK KonuuecTso TabneTok B ynakoske, Homep
roAHOCTH, [ONYCKAETCA HaHeceHWe dapmakoaa. CEepHM, CPOK rOAHOCTH, HAHECEeH
2) Bropu4Han ynakoeka. dapmakoa,
Ha nauke yka3biBaloT COKpaLleHHOe 2) BTOpU4Han ynaKkoska.
HaumMeHoBaHue NPeanpUATUA-NPOU3BOJUTENR, €0 Ha nauke yKa3aHbl COKpaleHHoe
TOBapHbIM 3HaK, aApec, CTpaHa, Ten./gakc u caur, HaumeHOBaHWe
TOProBOE HaMMEHOBaHWe Npenapara ¢ npeAnpUATUA-NPOU3IBOAMTENA, €r0
npeaynpeanTenbHOM MapKUpPOBKO ©, TOBapHbIWA 3HAK, aApec, CTpaHa,
rpYNNUpOBOYHOE HAUMEHOBAHWE, IEKAPCTBEHHYHO Ten./daKc u caiT, Toprosoe
GopMy, A03UPOBKY, HAMMEHOBaHWE AEeHCTBYIOWEND HauMeHoBaHuWe npenapaTa ¢
BELUECTBA U ero coaepmaHue B Tabnetke, npeaynpeavTeNbHOM MapKuposKoi &,
KonuyecTso TabneTok B ynakoske, «Coaepwut rpynnMpoBOYHOE HaMMEHOBaHKe,
NAaKTO3Y M acnapTamy, YCNOBUA XPaHEHUA, NeKapcTBeHHan Gopma, A03MPOBKa,
«MPUMEHATL MO HA3HAYEHUIO BpaYa», «XpPaHUTL B HaWMeHOBaHUe AEUCTBYHILLErO BellecTsa
HeAOCTYNHOM A1 AeTei MmecTen, NOKa3aHUA K U ero coaepanue B Tabnetke,
NpUMEHeHKI0 B BUAE Hagnucu «KynuposaHue U KonM4ecTBo TabNeToK B yNaKoBKke,
NpodUNAKTUKE NPUCTYNOB CTEHOKAPAWKY, «CoaepMuT NAaKTO3y U acnapTam»,
«(penapar XpaHWTb B OPUrMHANbHOW YNaKoBKe», YCNOBMA XpaHeHUs, «[IpUMEHATL NO
YCNOBMA OTNYCKA, PErMCTPaLMOHHBIA HOMep, Ha3HaYeHMIo Bpaqa», «XpaHuTb B
HOMEP Cepu1M, CPOK FOAHOCTH, LWTPUX-KOA, HeA0CTYMHOM ANA AeTeit mecte»,
thapmakoa. NOKa3aHUA K NPUMEHEHMIC B BUAE
Ha nauke AONYCKAEeTCa MCNoNb30BaHKe a3byku Haanucn «KynupoBaHue 1
Bpaina ona HaHeCceHUA HAUMEHOBAHWUA npodUNaKTUKa NPUCTYNOB
npenapara. cTreHoKapanu», «Mpenapar XpaHuTh B
[lONONHKUTENBHO MOTYT HAHOCUTLCA CPeaCTBa OPUIMHANBHOM YNAKOBKeY, YCNOBHUA
WABHTUOUKALMM ANR CUCTEMbI MOHUTOPUHIA OTNyCKa, PerucTPaUnoHHbIi HOMEP,
[BUHEHWA NIEKAPCTBEHHbIX NpenapaTos Ana HOMEp Cepum, CPOK roOAHOCTH,
MEAULMHCKOTO NPUMEHEHMA. WTpux-Koa, Gapmakoa.
[0oNONHUTENEHO HAHECEeHbI CPeACTBa
WaeHTUOUKALMK ANA CUCTEMbI
MOHUTOPUHIA ABUXEHUA NEKAPCTBEHHbBIX
npenapatos A8 MEAULMHCKOTO
NPUMEHEHKA.
14.11.2022 XpaHeHue Mpw Temnepatype He sbiwe 25 °C, BAaNU OT OTHA. Cootsercrayet
14.11.2022 Cpok rogHocTH 2 ropa lopeH po 01.12.2024
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Hutpokop® Tabnetku noavAasbiuHbIe, 0,5 Mr
Cepun: 391122

3aknouenune OKK: NlekapcTeeHHbli Npenapat Hurpokop® Tabnetku noapasbiHbie, 0,5 mr cepua 391122 coorsetcreyer HO

N1IC-001302-191118, u3m.Ne1, usm.Ne2, uam.Ne3, nam.Ne4, nam.Ne5

Begywmii cneynanucr (no
KayecTBY roToBOro
npoaykra):

-

MOANMHHUK 3NEKTPOHHOTO AOKYMEHTa,
NOANUCAHHOIO 3NEKTPOHHOM NOANKUCHID, XPAHWTCA B
cucteme IMMC dapmcTaHaapr

CBEAEHWMA O CEPTU®MKATE 3N

Ceprudmkat: 03AFDIA30071AE24A24 BABIF1E520040E8
Komy BbinaH: Kanuwesa Hagexaa EsreHbesHa
kﬂEﬁUEHTeHEH: ¢ 08.04.2022 no 08.04.2023
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[aTa BblA34M 3aKNO4EHMA O KavecTee 16.11.2022
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