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[Jupextop no kauecrny: Ten/dakc (4712) 36-08-06, ¢-mail<nvkorneeva@pharmstd.ru>

Hauansnnk OKK: Ten/dakc (4712) 36-08-90

HaumeHosaHue npenapara no HJ,

Homep cepun 2800522

Aara npoussoactea 26.05.2022

AHanusbl/McnbITaHWA NPOBEAEHbI B COOTBETCTBMM ¢ HJ,

lfogex go 06 26

©.0639/4

Crp.1u33
MNacnopt N2 040000325685
Auetuncanuumnoeas kucnora Tabnertkm, 500 mr
Konuuecrso npoayKuuu 8 cepun (1.ynak) 75,662

HA P N003846/01-110518, m3m.Nel, nam.No2

Aara HaumeHoBaHue Tpe6osaHua HJ, Pe3ynbrathl aHanu3os/mcnbITaHUi
aHanusa nokasarenem
04.06.2022 Onucanme BusyanbHbiia Cooteercrayer
Kpyrabie nnockoumnmMHaprYeckue Tabnerkm Kpyrabie nACCKOUMAMHAPUYeCKHEe
6enoro nnm nodtn Benoro useTa, cnerka Tabnerkn nouTu 6enoro useTa, cherka
MpamopHble. MpPaMOpHbIe,
Mo sHeWHeMy BHAY AO0NKHLI COOTBETCTBOBAThL
TpebosaHuam M Xlil, 0$C.1.4.1.0015.15
«Tabnetku»
04.06.2022 NoannHHOCTL Ka4ecTBeHHbIe peakuum: Coorsercrayer
- PeakumA LWeNoYHoro ruaponusa
O6pazosaHue GeNOro KpMUCTaNNMYECKOro 0CaAKa. 06pa3yetca 6enblil KpUETANAMYECKUIA
0CaA0K,
KavyecTBeHHbIE peaKkumu: CooTeercrayer
- peakuma ¢ ataHonom 95 % w1 pacteopom
KOHUEHTPUPOBAHHOMN CEPHOIM KUCNOTbI MNosBnAaerca 3anax sTunauerara
MoreneHue 3anaxa aTunauerara
KayecTBeHHble peakumm: CootsetcTayeT
- peakuma ¢ pacteopom enesa (lll) xnopraa
NonsneHue ¢roneToBoro oKpaWmMBaHA MNossnaeTca dMoneToBoe OKpawWwmnBaHue
KavyectBeHHble peakumm: Cootsetcrayer
- PEAKLMA KUCNOTHOMO rMAPONM3a
MNoABAeHWE 3anaxa YKCYCHOM KMCNOTbI NoABAARTCA 3aNax YKCYCHOW KUCNOTbI
KauecTseHHble peakumm: Coorsercrayer
- peakuma ¢ pactsopom popmanmHa
MNosBNeHe po30BOro OKpPaWmnBaHus MNossnaeTca po3osoe OKpawuparHue
04.06.2022 CpegHAaa macca PacyeTHo-BecoBoi 603,1 mr
TabneTok ot 570,0 po 630,0 mr
04.06.2022 Tanek, aspocun re Xl 1,8%
He 6onee 3,0 %
04.06.2022 Pacteopexue [® Xlll, cnektpodoToMeTprUyecKuii 97,2 %
He meree 75 % (Q) aueTMacanmumnoBon KUCNOTbI
yepes 45 MmuH
04.06.2022 PoAcTBEHHbIE NPUMECH: CnexkTpodoToMeTpHYECKni 0,14 %
CanUUMNOBaR KMCNOTa He Bonee 0,25 %
04.06.2022 OaHopoaHocTb I X, cnocob 2, pacyeTHo-BecoBoi 4,6 %
[03MpOBaHKMA AV<15%
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Crp.2m33

Nacnopt Ne 040000325685
AUETHACANMUMNOBAA KMCNoTa TabneTtku, 500 mr
Cepwa: 2800522

04.06.2022 KonwuyecteeHHoe TUTPHUMETPHUYECKHH 517,4 mr
onpeaeneHue Ot 475,0 no 525,0 mr, cuuTas Ha CPEAHIO maccy
OAHOM Tabnetku
04.06.2022 Mukpobuonoruueckan o X, Kateropus 3A MeHnee 10 KOE/r
yucToTa Obuwiee 4Mcno a3poBHLIX MUKPOOPraHU3MOB — He
6onee 103 KOE B 1r
re Xill, Kateropus 3A Menee 10 KOE/r
Obuiee YMCI0 APOMKIEBbIX M NAECHEBLIX rpubos -
He 6onee 102 KOEB 11
r® Xlll, Kateropua 3A OrcyTcTayet
Orcytcreune Escherichiacoli B1r
05.06.2022 | ¥Ynakoska B cooTserctemm ¢ HAO P NO03846,/01-110518 Coorsercrayer
Mo 10 Tabnetok B KOHTYPHYIO AYEMKOBYIO yaKoBKy
M3 NACHKK NONMBUHUAXNOPUAHOW 1 HONbIM Mo 10 TabneTok B KOHTYPHYIC AYEMKOBYIO
3NIOMUHWEBOW NEYATHOW NAKUPOBAHHOM, YNAaKOBKY U3 NJEHKK
NOAMBUHNAXNOPUAHOM K HONLIK
aNKOMWUHWEBOM Ne4aTHOM
NAaKUPOBAHHOMK, 250 KOHTYPHbIX
AYEAKOBbIX YNaKOBOK C PaBHbIM
KO/IMYECTBOM MHCTPYKLMIA B Kopobe.
04.06.2022 Mapkuposka B cooTsetcTemm ¢ HA P NO03846/01-110518, Cootsercreyer

nam.Nel, nam.Ne2

1) NepBryHan ynakoeka.

Ha KOHTYPHOM AYEKOBOM YNaKoBKe, NOMELLZEMO#
B NaYKy, YKa3blBalOT COKPALLEHHOE HAMMEHOBaHWE
NPeANpPUATHA-NPOM3BOAUTENA 1 €r0 TOBAPHbiiA
3HaK, TOProBoOe HaMMeHOBaHMWe npenapara
{cosnagaer ¢ rpynnpoBOYHBIM HAMMEHOBaHWEM),
NeKapcTBeHHyo Gopmy, A03MPOBKY, HOMED CepuM,
CPOK rogHocTK. [JonycKaerca HaHeCeHUE
bapmakoga.

Ha KOHTYPHOW A4EMKOBOW 1 BeabAYeirnKkoBon
YNaKoBKe Be3 BNOKEHMA B NaYKy YKa3bIBaKOT
COKPalWEHHOE HaMMEeHOBaHWe
NpeanpyATMA-NPOM3BOANTENSA, IO TOBAPHbIN 3HAK,
cTpaHy, aapec, Ten./dakc, caiT, Toprosoe
HavMeHoBaHKWe npenapara (cosnagaer ¢
rPYNNMpOBOYHbIM HAUMEHOBAHKWEM),
NeKapcTBeHHY0 GopMy, A03MPOBKY, KONMYECTBO
TabNeTok 8 OAHOM YNAKOBKE, YCNOBWA XPaHEHUS,
«XpaHWTb B HEJOCTYNHOM ANA AeTel mecTe», «4nA
npuema BHyTpb», «Mepbl NPEAOCTOPOMHOCTH:
CMOTPW MHCTPYKLUMIO MO NPUMEHEHWION, YCAOBUA
OTNYCKA, PErMCTRAUMOHHBIA HOMED, HOMEpP CepmHn,
CPOK MOAHOCTH, WTPUX-KOA,

Honyckaetca HaHeceHue papmakoaa.
HononHuTeNsHo MoryT BbiTb HaHECEHb! CpeacTsa
MAEHTUDUKALMK ANA CUCTEMbI MOHUTOPUHTE
LABMKEHMA NEKAPCTBEHHbIX NPENaparos Ans
MeAMUMHCKOrO NPUMEHEHWA (METOAOM NeyaTh uam
CTUKEPOBAHWA).

2) BropryHas ynakoska.

Ha nayke yKasbiBaloT COKpalleHHoe
HauMeHoBaHue NpeanpPUATUA-NPOU3BOAMUTENA, €r0
TOBAPHbIA 3HAK, CTPaHy, aApec, Ten./dakc, canT,
TOProBoe HaMMeHoBaHWe npenaparta (CoBNaaaeT ¢
rRPYNNMPOBOYHbLIM HAMMEHOBAHMEM),
NeKapcTeeHHYIo GOopMy, A03MPOBKY, KOMUMHECTBO
TabneToK B OAHOM YNAKOBKE, YCA0BUA XPaHEHMA,
«XpaHuTb B HeAOCTYNHOM ANA AeTer mecTtex, «Ana
npuema BHyTpb», «Mepbl NPeaoCcTOPOXKHOCTU!
CMOTPM MHCTPYKUMIO NO NPUMEHEHMION, YCNO0BUA
OTNYCKA, PErMCTRALUMOHHBLIA HOMED, HOMEP CepHHn,
CPOK roAHOCTH, WTpKHX-Koa, dapmakoq,

1) NepBrYHanA yNaKkoBKa.

Ha KOHTYpHOW A4EKOBOWH 6e3 BNOKEHWA
B NayKy yKa3aHbl COKpalleHHoe
HauMeHoBaHue
NPeanpPUATUA-NPOM3BOAUTENA, €r0
TOBApHbIA 3HaK, CTPaHa, afapec,
Ten./dakc, cant, Toproeoe
HaumeHoBaHWe npenaparta (coenagaet ¢
rPYNNUPOBOYHBIM HAUMEHOBAHWEM),
nexkapcrseHHan ¢opma, LO3MPOBKA,
KoNM4YecTBo TabNETOK B OAHOM yNakosKe,
YCNOBWUA XPaHEHUA, «XpPaHUTL B
HEAOCTYNHOM ANA AeTel mecTter, «OnA
npuema BHyTpb», « Mepbl
NPeaoCcTOPOXKHOCTU: CMOTPH
MHCTPYKLUMIO N0 NPUMEHEHUIO», YCNOBUA
OTNyCKa, PErucTPaUMOHHBIN HOMep,
HOMEp Cepuu, CPOK rOAHOCTH,
WTPUX-KOL,.

[ononkuTeNnbHO HaHeCeHbl CPeACTBa
MAEHTUPMKALMIM AN CUCTEMBI
MOHWTOPKHIa ABUKEHWUA NeKapCcTBeHHbIX
npenapaToB ANA MeAULMHCKOro
npumeHeHWA (MeTOA0M CTHUKEPOBaHMA).
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Crp.3m33

Macnopt Ne 040000325685

Auetuncanmuunosas kucnora tabnetku, 500 mr
Cepwun: 2800522

JononHuTensHo MoryT GbiTe HAHECEHbI
TEXHONOTMYECKWE METKM OTAUUUA (B 0003HAYEHHON
30HE) ¥ CPEACTBA MABHTUDUKALMM ANA CUCTEMbI
MOHWTOPUHTA ABUIKEHWA NeKAPCTBEHHbIX
npenapaTos ana meguunHCKoro NPUMEHEHNA
(MeTofoM NeYaTh UK CTUKEPOBAHMA).

04.06.2022 XpaHeHue Mpu Temnepatype He goiwe 25 °C CoorsetcTayer

04.06.2022 Cpok rogHocTH 4 ropa

loger go 01.06.2026

3axntouenne OKK: lekapcTBeHHbI Npenapat AUETMACANMUMAOBAA KMCNOTa TabneTku, 500 mr cepua 2800522 cooteeTcTBYeT HA P
NO03846/01-110518, u3m.Ne1, nam.Ne2

HawanbHuk oTgena:

43 o2,
MOANMHKHKK 3NEKTPOHHOrO AOKYMEHTA,

NOANKCAHHOTO INEKTPOHHON NOANUCHID, XPAHWUTCA B
cucreme SIMMC @apmcradgapt

Ceptudmrar: 0273487D008EADAESBE433C2622610693DA

Komy BblaaH: flbiceHko EkaTepuHa AneKkcaHaposHa

Lﬂeﬁc-rameneﬁz c 24.08.2021 no 24.08.2022 J

[aTa Bblgaym 3akNOYEHMA O KavecTee 06.06.2022



