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Macnopt Ne 040000348163

HanmmeHosaHue npenapara no HA, ALETUACANMUMAOBAA KUCAOTa TabneTkn, 500 mr

Homep cepum

5390922

[ara npoussopcrea 25.09.2022

AHanu3bl/MCNbITaHWA NPOBEAEHDI B COOTBETCTBUM C HA

$ Konu4ecTBo NpoAyKLMK B cepum (T.ynak) 90,988

lopeH po 1026

HA P N003846/01-110518, u3m.Nel, uam.Ne2

Oara HaumeHoBaHHWe Tpebosanua HA, Pe3ynbTaTsl aHanW308/UCNbITaHUA
aHanm3a nokasarenei
03.10.2022 | Onucatue BM3yanbHbIi CooTsetcTayeT
Kpyrible nAoCKoLMANHApKIeckme TabneTku Kpyrnbie NNOCKOUUNMHAPHUYECKHE
6enoro unu nout 6enoro UBeTa, cnerka TtabneTku nouyt 6enoro LBeTa, Cherka
Mpamopumé. MpamMopHble.
Mo BHELHeMY BUAY AONKHbI COOTBETCTBOBATL
TpeGosaHuam e Xiil, 09C.1.4.1.0015.15
«Tabnetku»
03.10.2022 | MoAnMHHOCTL KayecTBeHHbIe peaKLuu: CooteetcTyeTr
- peaKuMA Weno4YHoro rMaponusa O6pasyeTca Benblit KPUCTANNMYECKHIA
O6pa3osaHue Genoro KPUCTaNNMHECKOTO OCaAKa. 0CaaoK.
KauecTBeHHble peakuun: CoorteetcTayer
- peaKkumsa ¢ 3TaHonom 95 % v pacTeopom NoABNAEGTCA 3anax aTUNauUerara.
KOHUEHTPMPOBAHHOM CEPHON KMCAOTbI
MNossneHne 3anaxa aTunaueraTa
KauecTBeHHble peaKumm: CooTBeTCTBYET
- peaKuwus ¢ pactBopom wenesa (Ill) xnopnaa MNoaenaeTcA GUONETOBOE OKPALIMBAHKE,
MNossneHve GUONETOBOro OKPALWMBAHWUA
KauyecTBeHHbIe peakumn: CooteetcTayeT
- peakuua KMCNOTHOTO TMAPONM3a MoABARETCA 3aNaX YKCYCHOH KUCNOTbI.
MoABNEHMKE 3aNaxa YKCYCHOM KUCNOTbI
KaqemBEHﬁhle peaxkumu: CoorseTtcTByeT
- PeaKUMA C pacTBopom ¢popmanuHa MoABNAETCA pO30BOE OKPALUMBAHKE.
MNosAsneHne po30BOro OKPaWWBaHHA
03.10.2022 CpepaHAanA macca PacueTHO-BECOBOW 595,8 mr
TabneTox ot 570,0 go 630,0 mr
03.10.2022 | Tanbk, asapocun o Xl 2,3%
He 6onee 3,0 %
03.10.2022 PacTsopeHwve rd X1l cneKTpopOTOMETPUHECKMA 95,3 %
He meHee 75 % (Q) aLeTMncanuuuIOBOMA KUCAOTbI
yepes 45 MuH
03.10.2022 PopcTBeHHbIE NPUMECK: CneKTpodOTOMETPUHECKHA 0,15 %
€anuUMNOBaA KUCNOTa He 6onee 0,25 %
03.,10.2022 OpHOpOAHOCTD I'd XIll, cnotob 2, pacHeTHo-BeCOBOM 1,4%
[03MPOBaHKUA AV<15%
03.10.2022 KonuyecteeHHoe TUTPUMETPHHECKHIA 496,5 mr
onpepeneHue 0T 475,0 p.d 525,0 Mr, CYUTaA Ha CPEAHIOK Maccy
opHowu Tabnetku
03.10.2022 Mukpobuonoruyeckan rd Xlll, Kateropua 3A Menee 10 KOE/r
yucToTa O61wee yncno aapobHbIX MUKPOOPraHM3MOB — He
Gonee 1073 KOE B 1r
rd Xill, Kateropua 3A Menee 10 KOE/r
Obwee YUCNO APOHIKEBLIX U NNECHEBLIX rpubos -
He Gonee 1072 KOEB 11
rd Xlll, Kateropua 3A OrcyTcTayeT
Orcyrcreme Escherichiacoli 811
03.10.2022 | Ynaxoska B cootBetcTaum ¢ HA, P N0O03846/01-110518 CoorsetcTeyeT
Mo 10 TabNETOK B KOHTYPHYIO AHEMKOBYIO YN3KOBKY Mo 10 TaBNETOK B KOHTYPHYIO AYEAKOBYIO
M3 NAEHKU NONMBMHUAXNOPHAHOH U GONbrn YMNaKOBKY U3 NAEHKM
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Macnopr Ne 040000348163
ALETMNCAMUMNOBAA KUCNOTA Tabnetku, 500 Mr
Cepus: 5390922

ANOMWHMEBO NEYaTHOM NAKUPOBAHHON. NONVBUHUNXNOPUAHON U dONbrv
[IONYCKAETCA KOHTYPHbBIE AYEAKOBLIE YAKOBKM C anOMUHUEeBOM neyaTHok
PaBHbIM KONMYECTBOM MHCTPYKUMIA NO NAKUPOBAHHOM.
NPUMEHEHWIO MOMELWaTL B TPYNNOBYIO YNaKOBKY. 250 KOHTYPHbIX AHEMKOBbIX YNAaKOBOK C
i PaBHbIM KONUYECTBOM WHCTPYKLMIA B
! Kopobe.
03.10.2022 MapK1poBKa B cooTBeTcTemu ¢ Hi, P NO03846/01-110518, CoorBeTcTayer
wam.Nel, nam.Ne2 1) MepBUYHAA YNAKOBKA.
1) NepBUYHAA YNAKOBKA. Ha KOHTYpHO# AYEHKOBOM YNaKoBKe 6es
Ha KOHTYPHON AYEMHKOBOW YNaKOBKe, noMeLLaemoin BNOMEHMWA B Ma4Ky YKa3aHsbl
B MAYKy, YKa3blBAKOT COKPalWEHHOE HaMMeHoBaHH1e COKpaleHHOE HauMEeHoBaHWe
npeAnpUATUA-NPOU3BOAWTENA W €r0 TOBApPHbIA npeanpUATUA-NPOM3BOAUTENS, ero
3HaK, TOProBOe HaumeHoBaHWe npenapara TOBapHbIiA 3HaK, CTPaHA, aAPeC,
(coBnaaaer ¢ rpynnMpoBOYHLIM HauMeHoBaHWeMm), Ten./daKc, caiT, ToproBoe
NeKapcTBEHHYIO OPMY, A03VNPOBKY, HOMEP cepum, HaumeHOBaHWe npenapara (coBnagaer ¢
CPOK ro4HOCTH. [IOMYCKAETCA HAHECEHWe rpynnUMpPOBOYHbLIM HauMeHOBaHMeM),
¢dapmakoaa. nekapcreeHHan Gopma, A03MPOBKA,
Ha KOHTYPHON AYEHKOBOM W BeabAdeliKoBOM KONWMYEcTBO TabNeTOK B OAHOM YNaKOBKe,
ynakoske 6e3 BNOMEHMA B MaUKy yKa3blBaloT YCNOBWA XPaHEHWA, «XPaHWTL B
COKpaLLeHHOE HaMeHOBaHWe HEeAOCTYNHOM ANA AeTei MecTen, «OnA
NpeanpUATUA-NPOM3IBOAWUTENR, ET0 TOBapHbIH 3HAK, npuema BHyTpb», «Mepbl
cTpaHy, agpec, Ten./dakc, cair, Toprosoe NpeaoCcTOPOXHOCTH: CMOTPH
HaWMeHOBaHWe npenapaTa (coBnaaaet ¢ MHCTPYKLMIO NO NPUMEHEHUIO», YCNOBUA
rpYnNNUPOBOYHBIM HauMeHoBaHWEM), OTNyCKa, PErvcTPaLMOHHbIA HOMEP,
NEeKapcTBeHHyY0 GOpMY, AO3MPOBKY, KONMYECTBO HOMEp CepuK, CPOK FOAHOCTH,
TabNeToK B OQHON YNAKOBKe, YCNOBWA XpaHEHUA, WTPUX-KOA,
«XpaHWTb B HEAOCTYNHOM ANA pervei mecten, «4nA [lononHUTeNbHO HaHeceHbl CPEACTBa
np1ema BHyTpbY, «Mepbl NPeAOCTOPOKHOCTH: naeHTudUKaLMKU ANA CUCTEMBI
CMOTPM MHCTPYKLMIO N0 MPUMEHEHUIOR, YCN0BUA MOHWTOPWHIA [ABUHEHWUA NEKAPCTBEHHDIX
oTnycKa, pgrucrpaquonubm HOMEp, HOMEp CepUK, npenapaTos ANA MeAULMHCKOTO
CPOK FOAHOCTH, WTPUX-KOA, npUMeHeHua (METOAOM CTUKEpOBaHWA).
[lonyckaeTca HaHeceHune papmaroaa.
[lononHUTeNsHO MOryT BbiTb HaHECeHbI CPEACTBA
WAEHTUOUKALMK LNA CUCTEMbBI MOHUTOPWHIa
[BUHEHWA NEKAPCTBEHHbIX NpenapaTos ANA
MEAMULMHCKOrO NpUMEHeHNA (meTogom neyaT unu
CTWMKEpOBaHuA).
2) BTopu4HaA ynakoBKa.
Ha nayxe yKasblBakoT COKpalleHHoe
HaMMeHoBaH1e NPeAnpPUATMA-NPOU3IBOAUTENA, Er0
TOBapHbIiA 3HAK, CTPAHY, aApPEC, Ten./dake, canT,
TOprosoe HaumeHoBaHWe npenapara (coBnagaeT ¢
rpYNNUPOBOYHBIM HaUMEHOBaHWEM),
NEKapCTBEHHYI0 HOPMY, SO3MPOBKY, KONMHECTBO
TabneToK B'oaHOI YNaKkoBsKe, YCNOBUA XPaHEHUA,
«XpaHuTb 8 HEJOCTYNHOM ANA AeTeit mecTey, «fnA
npuema BHyTPbY, «Mepbl NPEAOCTOPOMKHOCTH:
CMOTPH nHéTvaumo MO NPUMEHEHMION, YCNOBUA
OTNYCKa, PErucTpaLMOHHbIA HOMED, HOMEP CepuK,
CPOK rOAHOCTH, WTPUX-KOA, GaPMaKOA.
[lonoAHUTENEHO MOTYT BbiTh HAHECEHbI
TEXHONOTMYECKME METKM OTNHUMA (B 0603HaYeHHOM
30HE) U CPEACTBA MAEHTUGUKALMK ANA CUCTEMDI
MOHWTOPHMHIA ABUMEHWA NEKAPCTBEHHbIX
npenapaTos ANA MeAULIMHCKOTO NPUMEHEHUA
(METoA0M NeyaTu uan CTUKepOBaHuA).
03.10.2022 XpaHeHue Mpu TeMnepaTtype He Bbile 25 G CootBetcTeyeT
03.10.2022 CpOK rogHoCTH 4 ropa fogex go 01.10.2026

3aknioueHue OKK: JlekapcrerHbli npenapat AueT

N003846/01-110518, uam.Nel, uam.Ne2

uncanuumnosan kucnora tabnetku, S00 Mr cepua 5390922 coorsercreyetr HO P
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NoANMHHWK INEKTPOHHOTO AOKYMEHTA,
NOANWUCAHHOTO 3NEKTPOHHOW NOANMCLIO, XPAHWTCA B
cucreme JIMMC ®apmcTaHaapT

CBEQEHWA O CEPTUDWKATE 31
CeptuduKar: 03AFD9A30071AE24A24BA89F1ES20040E8
KoMy BbiaaH: KaHuwesa Hagexaa EsreHsesHa
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