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Homep cepum 010521 Konnuecrso npoaykuum B cepuu (T.ynax) 4,006

Oara npou3soactea 24.05.2021 Topen po 06.2023

AHanMU3bl/MCNbITAHWA NPOBEAEHbI B COOTBETCTBUM C HA

HAO NMN-001402-050419, M3m.Neol

Oara HaumeHoBaHue Tpebosanua HA

aHanm3a nokasartenei

Pe3ynbTtaTbhl aHaNW30B/MCNbITAHMA

27.05.2021 Onucanune Benan kpyrnaa nnockas Tabnetka ¢ Gackoit u

PUCKOW C OAHOM CTOPOHbI

Cootaetcrayer
Benan kpyrnas nnockan TabneTka ¢
acKoit U PUCKOM € OAHON CTOPOHDI

28.05.2021 NoaonMHHOCTL Bpems yaepmmMBaHMA OCHOBHOrO NUKa Ha
XPOMaTOrpamme MCMbITYeMOro pacTeopa,
NONYYEHHOW NPU ONpeAeNeHU 0OHOPOAHOCTH
A031POBAHMUA, LONIKHO COOTBETCTBOBATL BPEMEHM
YAEDMMBAHWUA NMKA AECMONPECCHUHA Ha

XpoMmaTorpamme CTaHAapTHOroO pacTeopa

Moareepwpaaerca

28.05.2021 PacteopeHue He meHee 75 % (Q) aecmonpeccuHa ot 107 %
33ABNEHHOIO COALPMAHWUA OONKHO nepeﬁm B
pPacTeop Yyepes 45 muH

28.05.2021 PoacreeHHble npumecu EAMHUYHAR HEMOEHTUDUUNPOBAHHAA NPUMECK - He 1,8%
6onee 2,0 %
Cymma npumeced - He Gonee 4,0 % 3,5%

31.05.2021 Mukpobuonoruyeckan Obuwee KoNMYECTBO 33POBHLIX MUKPOOPraHUIMOB
YyncroTa - He Bonee 1000 KOE/r

O6uiee KONMYECTBO ADOHMEBLIX U MNECHEBbIX
rpuboB - He Gonee 100 KOE/r

meHee 10 KOE/r

meHee 10 KOE/r

Otcytctawve Escherichia colilr OrcyTcTeune
28.05.2021 OnHopoaHocTb B cooTsercranm ¢ TpeboBaHUAMM 5%
L03MPOBAHKA
28.05,2021 KonwyecreseHHoe Conepmwanue necmonpeccuHa B Tabnetke AOMKHO 0,089 mr
coepHaHue 6biTb 070,080 mr ao 0,098 mr
CopepraHme 4eCMONpPeccHHa B TabeTKe A0MKHO 100 %
6biTo 0T 90 % A0 110 % OT 3aRBNEHHOTO
KONMYEeCcTea
25.05.2021 YnakoBka Mo 30 TabneTok BO hNakOHaX NOAMMEPHBIX (13 CooTteercrayeT

NONM3TUNEHE BICOKOW NAOTHOCTH), YKYNOPEHHBIX
MNA3CTMACcCoBLIMM (M3 noAUMPONKAEHa)

KPbIWKamK (C OCYLIMTENEM W C KOHTPONEM NEPBOTO
BCKPbLITUA),

Ha $pnakoH HaKNeWBaKT CAMOKNEALLYIOCA
3TUKETKy. Mo 1 dnakoHy BMECTE C MHCTPYKUMENR No
NPUMEHEHWUIO B KAPTOHHOM NadKke.

Mo 30 rabneTox o dnakoHax
NOMMMEPHbIX (M3 NONKUITUNEHA BLICOKOW
NACTHOCTH), YKYNOPeHHbIX
NNacTMaccoBbiMm (M3 nonrnponuaeHa)
KPbIWKaMK (C OCYWMTENEM K C
KOHTPONEM NEPBOro BCKPLITHA).

Ha ¢pnakoH HakneeHa camokneawanca
3TMKETKa. Mo 1 pnakoHy BmecTe ¢
MHCTPYKUMEH N0 NPUMEHEHMIO B
KaPTOHHOMW Nayke,
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Hatuea®, tabnetku 0,1 mr
Cepun: 010521

25.05.2021 Mapkuposka 1) NepeururHan ynakosxa. CooTtsercrayer
Ha atukeTKe $NakoHa YKa3biBa T TOBAPHbLIM IHAK 1) MepsuyHan ynakoska.
M COKpaUleHHOe HAMMEHOBaHUE Ha atukeTke dnakoHa yKkaszaHb
NPeAnpPUATUA-NPOM3BOAMTENS, TOProBoe TOBAPHbIN 3HAK M COKPaLLEHHOE
HaumeHOBaHMWe npenapata C NpeaynpeauTensHOM HaMMeHOBaHKe
M3PKWPOBKOH ®, MexayHapoaHoe NPEANPUATUA-NPOU3BOAMTENR, TOProBOe
HENaTeHTOBAHHOE HAMMEHOBAHVE, IEKAPCTBEHHYIO HanmeHoBaHWe Npenapara ¢
bopmy, 103UpOBKY, COCTaB Ha 1 TabneTky, npeaynpeaMTensHon mapkuposkoi ®,
Konu4ecTso TabneTox Bo dnakoHe, cnocob MEX/YHapOOHOE HENAaTEHTOBAHHOR
npumeHeHna («4na npruema BHYTpL»), «XpaHuTh B HaMMeHOBaHMe, NeKapCTBeHHAA dopma,
HEeZOCTYNHOM ANA AeTen mMecTe», «He NnpUMeHaTh £03MPOBKa, COCTas Ha 1 TabneTry,
no UCTEYEHWKM CPOKA rOAHOCTUY, «TePMETUYHO KoNu4ecTso Tabnetok Bo dAakoHe,
3aKpbiBaTh GNakoH NocAe NepBOro BCKPLITUAY, cnocob npumeHeHua («na npruema
YCNOBMA XPaHEHWUA, HOMEp cepun («cepua N:»), BHYTPbY»), «XpaHWTb B HEAOCTYMHOM ANA
CPOK roAHOCTY («rogeH ao:»), papmaroa. neted mecTen, «He NpUMeHaTb No
2) BropuyHas ynakoska MUCTEYEHUM CPOKA rOAHOCTHY,
Ha nauke yKa3biBalOT COKpaweHHoe «[epMeTHYHO 3aKpbIBaTe GNEKOH Nocae
HaMMeHOBaH1e NPeanpPUATUA -NPOU3BOAUTENS, €rO Nepsoro BCKPbITUAY, YCNOBHA XPAHEHWS,
TOBAPHbIN 3HaK, KOPUAMYECKMIA agpec (MHAEKCE, HOMep cepum («cepua N2:»), cpox
CTpaHa, ropoa), TOproBoe HauMeHoBaHWe roaHocTH («roaeH Ao:»), apmakon.
npenapara ¢ npeaynpeauTensHoN MapkuposKoi 2) BTopnuHan ynakoexa.
®, MeMayHapoaHOe HenaTeHTOBaHHoe Ha nauke ykasaHbl COKpaleHHoe
HaUMEHOBaHWe, NeKapCTBEHHYIO dopmy, HaWMEHOBaH 1e
[03MpOBRY, cocTas Ha 1 Tabnetky, KonuyecTao npeanpuATUe-NPOU3BOAMTENA, ero
TabneToK B ynaKkoBKe, cnocob npumeHeHus («ans TOBaPHbIN 3HaK, IOPUAMYECKAM agpec
NPUEMa BHYTPLY), «XpaHWTL B HEAOCTYNHOM AnA (MHAeKe, cTpaHa, ropoa), Toprosoe
faeTeit mecten, «He NPUMEHATL NO MCTEYEHUK HavMeHoBaHKWe Npenapara ¢
CPOKa roAHOCTUY, «[ePMETUYHO 3aKpblBaTh npeaynpeanTeNsHon MapkupoBKon ®,
bnakoH nocne Nepsoro BCKPLITUAY, YCAOBUA MeXayHapoaHoe HenaTeHTOBaHHOe
XPaHEHMWA, YCNOBUA OTNYCKA, PErMCTPALMOHHBIA HaWMEHOBaHWe, NeKapcTBeRHAA popma,
HOMEP, HOMEP CePUM, CPOK FOAHOCTH, WTPUX-KOA, A03upoBKa, cocTas Ha 1 Tabnetky,
bapmaxoa, KONM4ecTso TabNETOK B yNaKkoBke,
HAONOAHMTENBHO HA NAYKY MOTYT HaHOCUTLCA €nocob NPUMEHEHHA («4Ns npuema
CPeacTBa MOEHTUGUKAL MK 4N8 CUCTEMbI BHYTPb»), «XpaHWTb B HEAOCTYNHOM ANR
MOHWUTOPUHTE ABUIKEHUA NEKAPCTBEHHbIX fAetei mecten, «He NpUMeHATs no
NPenapaTos 418 MeAULMHCKOTO NPUMEHEHHA. MCTEYEHMM CPOKA FOAHOCTHY,
«fepMeTMYHO 3aKpbIBaTh BNakoH nocne
NepBOro BCKPbITUAY, YCNOBUA XPAHEHMA,
YCNOBMA OTNYCKA, PETMCTPAUMOHHbINA
HOMEP, HOMEP CEPUK, CPOK FOAHOCTHI,
WTPUX-KoA, dapmakoAn.
LONONHWTENEHO HA NaYKy HaHEeCeHbI
CPencTea uAeHTUGUKALUMM ONA CUCTEeMbI
MOHUTOPKHIa OBUMEHWA NeKapCTBEHHbIX
npenapaToe A1 MeaUUUHCKOro
NMPUMEHEHHA.
25.05.2021 XpaHeHue B 3aluMLLEHHOM OT CBETa MECTe Npu TemnepaType Cooteercrayer
He Bbiwe 25°C
25.05.2021 Cpok rogHocTy 2 ropa Coorsercrayer

lopen go 01.06.2023

3akmouenne OKK: flekapcTaeHHsii npenapar Hatuea®, Tabnertku 0,1 mr cepun 010521 cootsetcrayer H/ 1N-001402-050419,

Mam.No1l




BTopo# samecTutens
HauyanbHuWKa oTaeNa
KOHTPONA KauecTBa:

NacnopT Ne 040000241287
Hatnea®, tabnetku 0,1 mr
Cepua: 010521

MOANMHHUK INEKTPOHHOTO AOKYMEHTA,
NOAMNMCAHHOTO 3NEKTPOHHOM NOANMUCHIO, XPAHWTCA B
cucteme IMMC dapmcrananapt

Komy BblaaH: KoBanbuyk TathaHa AnexkceesHa
kﬂeﬁc-rawrener«: ¢24.11.2020 no 24.11.2021

CBEAEHWA O CEPTUOUWKATE 31N
CeprduKaT: 02a5¢541007dacsfbedecaf8bb2f6d4219
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[aTa Bbifauu 3aKN0YEHKMA O KadecTBe 31.05.2021




