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AHanW3bI/MCNBITAHWA NPOBEAEHbI B COOTBETCTEMM C HA

fara Haumenosanue TpeboBaxua HA, Pezyneratel ananusos/vMcnbitanuii
aHanusa nokasarenem
07.10,2020 Onwcanwme Benan kpyrnaa nnockan Tabnetxa ¢ hackomn v CooteetcTeyer
PHUCKOWM ¢ OAHOMA CTOPOHBI Benan Kpyrnas nnockans Tabnerka ¢
$3CKOM M_PUCKON ¢ 0AHOM CTOPOHBI
13.10.2020 NogAuHKHOCTL Bpema yaepuBaHna OCHOBHOrO NKUKa Ka MNogrsepxaaerca
XPOMATOrPaMME UCNBITYSMOro PacTeopa,
NCNYYEHHOR NPU ONPEASNEHMM OAHOPOAHOCTH
AQ3WPOBAHWA, AONKHO COOTBETCTBOBATL BRPEMEHM
YAEPHNMBAHNA NKMKE GECMONPECCHHA Ha
XPOMBTCTpamme CTaHAaPTHOTC PacTeapa
15.10.2020 | PactBopeHue He meHee 75 % (Q) aecmonpecenHa ot 126 %
33RBNEHHOID COARPMEHNA AOMKHO NepeiTy B
pacTBOp Yepes 45 mun
16.10.2020 PoacTeerHbie npumecu EQvHMuKHan HEMABHTUOULIMPOBAHHAEA NPUMEC - HE 0,0%
Bonee 2,0 %
Cymma npumeceit - ve Sonee 4,0 % 0,0 %
13.10.2020 MukpoBronoruieckas O6Luge KONMYECTBO 33POBHBIX MHKPOOPFraHM3MOB meree 10 KOE/r
4YKcToTa - ve Bonee 1000 KOE/r
Obwee KONMYECTBO APOHIKEBLIX 1 MASCHEBbIX menee 10 KQE/r
rpnbos - He 6onee 100 KOE/r
Orcytcrame Escherichia coli 1 r OrcyTcreue
13.10.2020 | OaHopogHoCTs B cootsercraum ¢ TpeboBaHnAMM 9%
A03MPOBaHMA
13,10.2020 KonuyecteerHoe CoAepmaHke AECMONPECCHHa B TaBNETKE A0MKHO 0,185 mr
coaepmKaHne 6biTh 0T 0,160 mr go 0,196 mr
Conepanne gecmonpeccuta B Tabnetke AoMKHO 104 %
6b1Tb 0T 90 % 40 110 % oT 33aR8AEHHOMO
KONMYECTBa
13.10.2020 Ynakoexa Mo 30 Tabnetok 80 GAIKOHAX NOAMMEPHBIX, Cooreercrayer
YKYNOPEHHBIX NAACTMECCOBLIMM KPBILLIKaMM (C Mo 30 tabnetok 8o dnaromax
OCYWHTENEM W C KOHTPONIEM NEPBOTO BCKPLITHA). NOAMMEPHbIX, YKYNOPEHHBIX
Ha $pnakoH HaknensaKT camokneALLyiocA NABCTMACCOBbLIMW KPbIWKaMK ¢
3TMKETRY. M0 1 GNaKoHY BMECTE € MHCTPYKUMEH No OCYWHTENEM M C KOHTPONEM Nepsorg
MPUMEHEHMIO B KAPTOHHOM Nadke. BCKPbLITHA. Ha GrakoH HakneeHa
CaMOKNEeALWAACA 3TvKeTKa, o 1
DAZKOHY BMECTE C MHCTPYKUyEN No
NPUMEHEHNIO 8 KADTOHHCK Nayke.

e,
o eP 3 A
Q0@ .‘.3.-'7_.‘

4 of SH Ty,
Wt CTAH PECA Y
R

//‘_ > 3 ‘-4 ‘f).
Tl T




@ COI1-BIM-OKK-685 A.2
Crp.2u33

Macnopr Ne 2308/2020MN
Hatuea®, Tabnetru, 0,2 mr
Cepuna: 051020

13.10.2020 Mapkupogka 1) MepBrYHARA YNaKoBKa, Cooteercreyer
Ha aTukeTke pnakoHa yKa3ssiBaioT TOBAPHBIN 3HaK 1) MNepeuuHas ynakoska.
W COKP3LEHHOE HaMMEHOBaHWe Ha aTnkeTke paakoHa yKazaHbl
NPEANDUATHA-NPOKIBOAUTENA, TOProeoe TOBAPHbLIM 3HK K COKpalleHHoe
HaWUMBHOBaHUE NPENapara ¢ NPeaynpearTeNsHOM HaKMEHOBaHKe
MapKMPOBKOW ®, MEemayHapoaHoe NPEANPUATUA-NPON3BOAUTEAR, TORFOBOR
HENABTEHTOBEBHHOE HAMMEHOBAHME, NEKAPCTBEHHYIO HaMMEHOBaHWE npenapara ¢
dopmy, ao3upoBKy, cocTae Ha 1 TabreTky, npeaynpeaMTeNbHOW MapKMpOBKoH ®,
KonryecTso TabneTok Bo PaakoHe, cnocob MEXAYHAPOAHOE HEMATEHTOBAHHOE
NPUMEHEHWA («NA NpUema BHYTpbY), «XpaHnTh 8 HaWMEHOBaHKMe, NEKAPCTBEHHAR GOPMa,
HEROCTYNHOM ANnR deTel mecTen, «He npUMeHATL A03MPOBK3, COCTaB Ha 1 TabneTky,
NO UCT@YEHWM CPOKA FOAHOCTHY, «[EPMETHYHO KonmuecTao Tabnetox Bo Gnakowe,
3aKPbIBaTb $NAKOH NOCNE NEPBOTO BCKPLITHAR, cnocob npumeHeHua («nr npuema
YC/IOBMA XPaHEHMA, HOMEP Ceprn («cepua Nan), BHYTPb?), «XPaHWTb B HEAOCTYMHOM ANA
CPOK rogHocTH («rogen go:n), dapmaxoa, AeTeid mecTe», «He NPUMEHATL NO
2) BTOpHYHanA yNnaKkoeka HCTEYEHHM CPOKa rOGHOCTH,
Ha nauke yHa3blBAOT COKPALLEHHOR «[ePMETHYHC 3aKpbIBaTL HABKOH Nocne
HaWMEHOBAHHWE NPEANPHUATHE-NPCKU3BOAUTENA, EIO NepBOro BCKPbLITUAY, YCNOBUA XPAHEHWS,
TOBAPHbLIA 3HAK, KPHANYECKKA aapec (MHAOEBKC, HOMEP cepuu («cepun No»), cpox
CTPaHa, ropoa), TOProsoe HaMMEeHOBAHKUE roAHOCTH («rodeH 40:»), bapmakoa.
npenapara ¢ npeaynpeanTensHOR MapKMPOBKON 2) BropuqHas ynaKkoska.
®, MeMAYHAPOAHOR HENATeHTOBAHHO. Ha nauxe yxasaHbl COKpalEHHOe
HaUMEHOBARKE, NEKANCTBEHHYIO GOPMY, H3UMEHOBaHME
AC3MPOBKY, cOCTas Ha 1 TabneTxy, Konu4yecTeo NPeanpHATE-NPOM3BOAUTRNR, Er0
TabneToK B ynakoBke, cnocob npumeHeHua («ana TOBAPHLIM 3HAK, IOPUAMHECKHI aapec
NPUEMA BHYTPBY), «XPaHMTL B HEAOCTYNHOM ana (uHAaeKe, cTpaHa, ropog), Toprosoe
aetei mecten, «He NPUMEHATL NO MCTEYEHHW HanMeHoBaHWe NpenapaTta
CPOKa rogHoCTHY, «[EPMETHHHO 33KPbIBATL NpeAyNpeanTeNbHOK MaPKMPOBKOH ¥,
$AAKOH NOCNE NEPBOTO BCKPLITUAY, YCNOBKA MEXAYHAPOAHOE HENATEHTOBAHHOE
XPaHEMHA, YCNOBHMA OTNYCKA, PErMCTPAUMOHHBLIA HaMMEHOBAHKME, NEKAPCTBEHHAA QOPME,
HOMED, HOMEP CePWHK, CPOK TOAHOCTH, WTPUX-KOA, A03upoBeKa, cocTas Ha 1 Tabnetky,
dapmarog. KONU4ecTBo TabNeTokK B yNaKoeKe,
AONONHWTEABLHO HA N3YKY MOMYT HAHOCHUTLCA cnocob npumeneHua («Ana npuema
CPEOCTBA UABHTUGUKALMM QAR CUCTEMBI BHYTPbY), «XPaHUTL 8 HEAOCTYNHOM AAA
MOHMTOPHHIA ABMMEHWA NEKARCTBEHHbIX AeTei mecte», «He NpUMeHATs No
NPenapaTos ANA MEAUUMHCKOTO MPUMEHEHHA. MCTEYEHWM CPOKA FrOAHOCTHY,
«[epPMETHYHO 33KPLIBaTL GAAKOH Nocne
NEPBOro BCKPbLITHAY, YCAOBUA XPAHEHWS,
YCNOBUA OTNYCKA, PErUCTPALMOHHbIR
HOMEP, HOMEP CEPMM, CPOK FOAHOCTK,
WTPHX-KOA, papmakon,
[ONONHWTENBHO Ha N3YKY HAHECEHbI
CPEACTBa MASHTHPUKALMM O/IR CUCTEMbI
MOHUTOPHHIZ ABHKEHUA NEKAPCTBEHHbIX
npenaparos o8 MeAWLMHCKCTD
NPUMEHEHUA,
13.10.2020 XpaHeHwe B 3awMiweHHoM OT CBETA MECTe Npu Temneparype CoorsetcTeyer
He Bbiwe 25°C
13.10.2020 Cpok rogHocTH 2ropa Cooteercrayer
fopgeH a0 01,11,2022

3akniovermne OKK: /lekapcTeeHHsid npenapar Hatusa®, tabnetky, 0,2 mr cepiu 051020 cootsetcrayer NIM-001402-050419, M3m.Nel

Ha4anbHMK aHaNUTHYECKOR
naboparopum:

MNOANMHHMK 3NEKTPOHHOrO JOKYMEHTA,
NOAAMCAHHOTD INEKTPOHHOW NOANWCHIO, XPAHUTCA B
cucreme NAMC dapmcraHgapT
CBEAEHWA O CEPTU®UKATE 30N
Ceprudmnkat: 76ce60a06c3cb0a36356c9534650fbes
Komy Bbigan: 3ybapesa i0nmna Bauecnasosmna
[eWcTenTeneH: ¢ 15.01.2019 no 15.01.2021
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[A3Ta 8blAayYm 3aKNt0NEHHA O KavecTee 19.10.2020
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