b DapMCTaHaapT,
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AHanu3bl/UCNbITaHWA NPOBEAEHbI B COOTBETCTBUM C HA

lfopen o 07 25

.0639/4

Crp.1u33
Nacnopt Ne 040000329422
BanuAon ¢ roKo30# TabneTki NoAbA3bIYHbIE
Konnuectso npoayKumu B cepum (1.ynak) 138,677

H/, P N002535/01-120318, uam.Nel

fara HaumeHOoBaHue
aHanu3a nokasarenei

Tpe6oBaHua H

PesynbTaTbl aHaNU30B/UCNbITAHUA

26.06.2022 OnucaHue

OpraHonenTUIecKUi

Kpyrnble, NNOCKOUMAMHAPUYECKHE Tabnetkn
6enoro C }eNToBaTblM OTTEHKOM LUBETa, C
CepoBaTbIMM1 BKPANNEHWAMK, C XapaKTEPHbLIM
3anaxoM MeHToNa.

M0 BHEWHeMY B1AY AO/IKHbBI COOTBETCTBOBATL
TpeGosaHMAM

reo Pd, 00C.1.4.1.0015.15 «TabneTku»

CooTeercTeyeT

Kpyrnble, NNOCKOUMAMHAPUYECKUE
tabnetku HeNOro C KeNToBaThIM
OTTEHKOM LBET3, C CepOBaTbIMH
BKpaNeHUAMM, C XapaKTepHbIM
33MaxoM MEHTONa.

27.06.2022 NopavHHOCT MeHTon

KX

BpemeHa YOEPHUBAHMUA ABYX OCHOBHbIX MMKOB
MEHTONA U MEHTWU/IM30BaANEPaTa Ha
XpPOMATOrpaMme UCTbITYEMOrO pacTeopa,
MPUrOTOBAGHHOIO [AN1A KOMMYECTBEHHOO
onpeAeneHus, A0MKHEI COOTBETCTBOBATL
BpEMEHaM YAEPKWBAHWA NMKOB MEHTONE 1
MEHTMAM3OBANEpaTa HA XPOMaTorpamme
CTaHAapTHOro pacTeopa.

CooTBeTrcTByeT

BpemeHa yaepHuBaHWA ABYX OCHOBHbIX
NUKOB MEHTONA W MEHTU/IM30BaNEpaTa
Ha XPOMaTorpamme UCMbITYEMOoro
pacTeopa, NPUroTOBEHHOrO ANA
KONMYECTBEHHOTO ONpPefeNeHus,
COOTBETCTBYIOT BPEMEHAM YALPMNBAHUA
MMKOB MEHTONA M MEHTU/IM30BANEPaTa
Ha XpOMaTorpaMmme CTaHAapTHOro
pacTeopa.

26.06.2022 NoaNMHHOCTb
MeHTunM30BaNnepart

KauecTBeHHan peakuyma C CEPHO# KUCNOToM B
NPUCYTCTBUM BAHU/IUHA

MoABNEHWE MANMHOBO-KPAaCHOTO OKPALIMBAaHUA,
nepexoasAwero B ¢uoneToBoe (meHTON) U
XapaKTepHOro 3anaxa U30BaNepHaHoBON
KMCNOTBI.

Cootsercrayer

MosenAeTca MaNUHOBO-KPacHoe
OKpaWWBaHWe, Nepexoaallee 8
tuonetoBoe (MeHToN) 1 XapaKTepHbii
3anax W30BaNepuaHoBON KMCAOTbI.

26.06.2022 Nopa/MHHOCTb FNoKo3a

KauecTseHHan PeaxLma C peakTueom denuHra
BbinageHue KMPrM4HO-KPACHOro 0caika

CooTBercrayeT
BbiNaAaeT KMPNWYHO-KPACHLIA OCAA0K

26.06.2022 CpepHas macca PacyeTHO-BECOBOM 802,1 mr
Tabnetok Ot 760,0 oo 840,0 mr

26.06.2022 PacnapaemocTs re po 9 MUH.
He 6onee 15 mMuH

27.06.2022 | PoAacTBeHHbIe NpUMECH X 0,5%
Cymma HeuAeHTUOUUMPOBAHHBIX npumecen — He
6onee 4,0 %

26.06.2022 OaHopoaHOCTE rd PO, cnocob 1, TUTPUMETPUA 1,2%

[I03UPOBaHNUA
TnioKo3a

AV<150%




©.0639/4

Crp.2u33

Nacnopt Ne 040000329422
Banuaon ¢ F0Ko30#1 TabneTki NoAbAIbIYHbIE

Cepua: 50622

26.06.2022 Konwu4ecteeHHoe MHX MKW NONAPUMETPHA 64,4 mr
onpepggeneHve Ot 54,0 £o 66,0 Mr, cHUTaA Ha CPeaHIoD maccy
Bannpon TabneTku
26.06.2022 Konu4ecreeHHoe TUTpUMETPHA 186,5 mr
onpeaeneHue Ot 179,0 mo 197,0 mr, cuuTan Ha CPeaHIo maccy
rAKKO3a Tabnetkm
25.06.2022 Murpobuonoruyeckan rd Po, Kareropua 3A Menee 10 KOE/r
yucTora
Obuiee YUCNo a3apobHbIX MUKPOOPraHU3MOB = He
6onee 103 KOEB 1T
rd Pd, Kateropusa 3A MeHee 10 KOE/r
O6LLee YACNO APOHKEBDIX M NNECHEBLIX FPHG0B —
He Bonee 10"2 KOEB 1T
[® PO, Kateropua 3A OtcytcTeyer
Orcytereue Escherichiacolis 11
26.06.2022 Ynakoska B cooTeetcTeum ¢ HA P N002535/01-120318, Coorsetcreyer
nam.Nel Mo 10 TabneTok B KOHTYPHYIO AYEHKOBYIO
YNAKOBKY U3 NNEHKK
Mo 10 TaBNETOK B KOHTYPHYIC AYENKOBYIO YNAaKOBKY NOAMBUHUNXNOPUAHOM U GOALIU
13 NAEHKA NONMBUHUNXNOPUAHOM 1 honbri anOMUHUEBOW NeYaTHOM
aNiOMUHMEBOI NEY3THOW NAaKMPOBAHHONA. NakuposaHHOW. 250 KOHTYPHbIX
KOHTYpHbIE A4eIKOBbIE YNAKOBKU C PaBHbIM AYEMHKOBbIX YNAKOBOK C PaBHbIM
KONMHECTBOM WHCTPYKLMIA N0 NPUMEHEHWIO KONMUECTBOM MHCTPYKLUiA no
NOMELLAIOT B rPYNNOBYHO YNAKOBKY. NPUMEHEHUIO MOMELLEHBI B KAPTOHHBbINA
Kopob.
26.06.2022 MapKupoBka B cooTsercTBum ¢ HA P N002535/01-120319, CooTeeTcTByeT

nam.Nel

1) NepBrYHaA yNarkoBKa.

Ha KOHTYPHOM A4EAKOBO# YNaKOBKe YKasblBakoT
HaWMeHOBaHWe NpPeanpUATUA-NPOU3BOAUTENA, er0
TOBapHbIY 3HaK, agpec, Ten./dakc, caliT, Toprosoe
W rpynNnNMPOBOYHOE HAMMEHOBaHUE Npenapara,
NEKapCTBEHHYH GOpPMY, KONUUEecTBO TabneTok B
YNakoBKe, HAMMEHOBAHWE W COAEPIKaHUE
AeHCTBYIOWMUX BelecTs B TabneTtxke 8
MUANUrPaMMax, YCNOBUA XPaHEHUA, YCIOBKA
OTNYCKa, «XpaHWTL B HEAOCTYNHOM ANA AeTei
mecten, «Tabnetky cneayeT AepaTth BO pTy noa
A3bIKOM [0 NONHOrO PacTBOPEHUAY, «[lpenapat
COAEPIKNT Caxaposy», PErUCTPALMOHHBIA Homep,
HOMEP CEpPHM, CPOK rOAHOCTH, LUTPUX-KOA,

2) BTOpU4HanA ynakoBka.

Ha nayke yKasblBalOT HAMMEHOBaHWE
npeAnpUATUR-NPOU3BOAUTENA, Er0 TOBAPHLIN 3HAK,
apgpec, Ten./dakc, cailT, Toprosoe 1
rpynnHpPOBOYHOE HaMMEHOBAHHUE Npenapara,
nekapcreeHHyto dopmy, Konnuectso Tabnetok 8
yNaKkoBKe, HAWMEHOBaHWE U COAepMHaHue
[eCTBYIOLMX BELLECTB B TabneTke B
MWANUIPAMMaX, YCIOBHMA XPAHEHWA, YCNOBUA
OTNyCKa, «XPaHuTbL B HEAOCTYMHOM ANA AeTei
mecre», «TabneTky cneayeT Aepykato BO PTy NoA
A3bIKOM [0 NONHOrO PaCTBOPEHUAY,
«KopoHapogunaTMpyrouiee cpeacTeo
pednekTopHOro AeicTBKUAY», «lpenapar CoAEePHUT
caxaposy», PErncTPauMOHHbIA HOMEP, HOMEP
cepvM, CPOK FOAHOCTH, WTPUX-KOA, GapMaKkoa.
[onNONHUTENBHO MOTYT HAHOCUTLCA CPEACTBA
UAEHTUOUKALMM ONA CUCTEMbI MOHWTOPWHTA
NBUKEHUA NeKAPCTBEHHbIX NPenapaTos Ana
MEAUUMHCKOrO NPUMEHEHUA.

1) NepeuyHan yNakoBKa.

Ha KOHTYPHOW AYENKOBOM YNaKoBKe
YKa3aHbl HAUMEHOBaHWe
npeanpUATUA-NPOU3BOAUTENS, €r0
TOBApHbIM 3HaK, aapec, Ten./dakxc, cair,
TOProBOE W rPpYyNNMpPOBOYHOE
HauMeHOBaHWe npenapaTa,
NeKkapcTBeHHan ¢opma, KONMHECTBo
TabneTok B YNaKoBKe, HAWMEHOBaHWE U
cofepHaHue AeiCTBYIOLLMX BEWECTB B
TabNeTKE B MUANUIPAMMAX, YCNOBUA
XPaHEHUs, YCNIOBKA OTNYCKa, «XpaHuTb B
HeoOoCTYNHOM ANA JETEN MecTes,
«TabneTky cneayer AepwaTb BO PTY No4
A3LIKOM [0 NONHOrO PacTBOPEHUAY,
«MpenapaTt COAEPIUT Caxaposy»,
PerucTPaLMOHHBIA HOMEDP, HOMED CEPUM,
CPOK FOAHOCTH, LUTPUX-KOA.
[ononHutenbHO HaHeceHbl CpeacTea
MAESHTUPUKALMMN LR CUCTEMBI
MOHUTOPUHIa ABUIKEHWA NEKAPCTBEHHBIX
npenapaToB A4/1A MeAULWHCKOM
NPUMEHEHUA.
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Macnopt Ne 040000329422
BanwAaoN C FAKOKO30M TaBNeTKU NOABLAIbIMHbIE
Cepwn: 50622

26.06.2022

XpaHeHue

Mpu Temnepartype He Bbiwe 25 °C

CooTBercrByer

26.06.2022

CpoK roaHocTH

3 ropa

fopen po 01.07.2025

3akniouenue OKK: lekapcTBEHHbIM NPenapat Banuaon C rIKo30M Tabnetku noabA3bIYHbIE cepuA 50622 cootsercreyer HA P
N002535/01-120319, nam.Nel
HauvanbHuK otaena:

s

NOANMHHKMK INEKTPOHHOTO AOKYMEHTS,
NOANMCAHHOrO 3NEKTPOHHOH NOANUCHH), XPAHWUTCA B
cucteme IMMC dapmcTaHgapt
CBEAEHMA O CEPTUMUKATE 21N
CepTuduKat: 0273487D00SEADAEBE433C262261D693DA
Komy BblaaH: /lbiceHko EkaTepuHa AnekcaHapoBHa

kﬂ.eﬁc:rswreneu: ¢ 24.08.2021 no 24.08.2022
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[aTa BblAauM 3aKNI04EHMUA O KavecTse 27.06.2022




