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CeptduKaT KadecTsa cepum Ne 87 ot 09.04.2020

dHananpun, Tabnetku 20 mr

Homep cepuu

[arta npou3soactsa
lopeH ao
Konuuecrso

AHaAM3 BLINCAHEH NO HOPMATUBHOMY AOKYMEHTY

TOProBOe HAMMEHOBAHUE NEKAPETREHHOMO NPENapaTa, NEKIPETIEHHARA $OpMa, AOIHPOBNE

PeructpaunoHHoe yaoctosepedue P N 001694/01

050320
01.03.2020
03.2023

224448 ynakoBoK

P N001694/01-120218, HM3m.Nel, Ne2

HaumenosaHwne nokasarena

MeToa KoHTposa

HopmaTueHOe 3HauyeHue

PeayasTar KoHTpOns

Onwcanue BuayansHbin Kpyrasie nnockoumnuHapudeckue
Kpyrabie nnockoumanHapuueckue Tabaetku 6enoro nan Benaro | TaBnetku 6enoro LBeTa, C PUCKON ¢ OAHOMK
€ WENTOB3TLIM OTTEHKOM LBETa C PUCKOW C OAHOM CTOPOHLI M CTOPOHbI 1 Gackoil ¢ A4BYX CTOPOH.
dbackoi ¢ aABYX CTOPOH.

NoanuktocTs BIMX
Bpema yaepuBaHMA OCHOBHbLIX NUKOB Ha XpomaTorpamme
MCNBITYEMOr0 PacTBopa, NOAYMEHHOW NPWM KONUYECTBEHHOM
onpeaeneHum, AO/KHO COOTBETCTBOBATL BpemMeHH CooTsercTsyer
YAEPHMBAHUA OCHOBHbIX NWMKOB (ManevwHoBOW KUCAOTLI
JHananpuna) Ha XpoOM3TOrpaMMe pacTBopa CTaHAapTHOro
o6pasua (CO) A sHananpuna maneara

PactBopenue BIMKX
He menee 70 % (Q) CaoHasN205:CsHa04 (3nananpuna maneara) 97 %
yepes 45 MuHyT.

PoacTteeHHbie npumeck B3MX
IHananpunar — He Bonee 1,5%; 0,05 %

JHananpuna gukeTonunepaavH — He Gonee 2,5%; 0.03%
EAMHUYHAA HEMAEHTUGUUMPOBAHMAA NpMMECh — He Bonee !

0,3%; 0,12 %
Cymma HemaeHTMdULMPOBaHHbIX npumecel — He 6onee 1,0% 012 %
(cymmapro), e

OAHOPOAHOCTL 0O3MPOBAHMA [ Xill, cnocob 1, BIMX
AV<15,0%. 4,1%

KonuyecteenHoe onpeaenenue | BIHX
Copepmanne  CyoHasN:0s:CiHaO:  (3Hananpuna maneara) A9:. i
AonmHo Buitb oT 18,0 Ao 22,0 mr, cyMTan Ha cpeaHion maccy -

Tabnetku.

Mukpobuonornyecran uucrora | o Xl
KaTeropua 3 A,

Obuee umeno aapobHbix * He Bonee 1000 KOE; <10

MUKpoOpraHuamoe s 1r;

O6uiee YUCN0 APOHOKEBLIX U * e Bonee 100 KOE; <10

nnecHesbix rpuboe B 1r;

Escherichiacolis 1. oTCYTCTRME., oTCyTCTBYET

YnaKosxa Mo 10 Tabnerok B KOHTYPHYIO AYEHKOBYIO YNaKoBKY M3 naenkn | 10 TabneTok 8 KOHTYPHOW RYEWKOBOM
NOAMBUHANXNOPUAHOW  GONBIM  ANIOMMHUMEBOIR  nevaTHOM ynaxkoBske 2] NNAeHKH
NaKUPOBAHHOM, NONMBUHUAXNOPUAHOW dbonbrn
Mo 5, 10, 20, 30, 40, 50 unu 100 Tabnetok B 6aHKW M3 | aNOMUHWMEBON nevaTHOM NaKMPOBAKHOM.
noauaTUNEHTEPedTaNaTa ANA NEKAPCTBEHHLIX CPEACTB MAW | 2 KOHTYpPHbIe AvelikoBsie YNaKOBKM BMECTE
NoOAUMNPONUAEHOBbIE Aana NEKAPCTBEHHBIX cpeacts | ¢ WHCTPYKUMEH no NPUMEHEHUIO
YKYNOPEHHBIE KPbILIKAMI M3 NONNSTUNEHA BLICOKOrO AaBNEHUA | NOMELLEHbI B KAPTOHHYIO YNaKeBKy (nayky).
C KOHTRO/NEM MEPBOro MAK KPbILWKAMKW NOAMNPONUAEHOBLIMU €
CUCTEMOM  «HAMATL-NOBEPHYTLY MM KPLIWKAMK M3
NOAM3TUNEHA HU3KOTO A3BACHWA € KOHTPONEM nNEepBoro
BCKPBITUA.

CeobogHoe npocTpaHctao & GaHKe 3an0AHAXT  BaTol
MEAWLMHCKON FMrPOCKONUYECKOM,

Ha 6aHRY HAKNEMBAIOT ITUKETKY CAMOKABAWLYIOCA.

OaHy bamky vam 1, 2, 4, 6, 8 uan 10 KOHTYPHBIX AYeiiKOBbIX
YNaKOBOK BMECTE € UHCTPYKUMEH NO NPUMEHEHMIO NOMELLAIOT B
KapTOHHYIO ynakosKy (nayxy).

Mapkuposka Ha xoHTypHoil aueiikoBoW ynakoske (6auctepe) ykazwisaioT | Ha KOHTYPHOM  AMeWKOBOW  ynakosxe
TOProBoe  HaMMEHOBAHWE  NekapCTBeHHOro  npenapata | (6avcrepe) YKa3avo: Toprosoe
(coBnapaer c MeXAyHapoAHbIM HENaTeHTOBaHHLIM | HaUMEHoBaHue NIEKapCTBEHHOrO
HaUMEHOBAHMEM),  nexapcTBeHHYI0O  GOpPMy,  A03WMPOBKY, | npenapata (cosnagaer ¢ mexayHapoaHbIM
HaMMEHOBAHHE [EPKaTens PerucTpauMoHHOrO YAOCTOBEPEHWA | HeNnaTeHTOBaHHbLIM HaUMEHOBaHMEM),
¥ HaUMeHOBaHWE NPOM3BOAMTENA NeKapCTBEHHOrO Npenapata, | neKkapcTeeHHas dopma, £031pOBKa,
HOMED CepWHM (BKAOHAIOWMIA MECAL, W rOA NPOM3BOACTBA), AATY | HAMMEHOBaHHE Aeparena
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Tluuenana MunucTepersa NpombiwneHHocTH U Toprosau PO N2 00176-1C or 15.11.2017r,

MCTEYEHUA CPOKA rOAHOCTH (Mecay 1 roa).

Ha 3tuketke GaHku ykasbiaoT TOProBoe HaMMeHoBaHue
N1eKapCTBeHHOro npenaparta (cosnagaer c MEMAYHIPOAHBIM
HENATEeHTOBAHHLIM HAUMEHOBAHMEM), NEKAPCTBEHHYIO bopmy,
AO3MPOBKY,  KoAMdecTBO Tabnetok & Bawke, cnoco6
NPUMEHEHMA:  «[INA  Npuema  BHYTPb®, HaUMEHOBaHMe
AepwaTtens PerMcTpayLoHHoro YAoCTOBEpEHMA "
HaUMEHOBAHME NPOM3BOAMTEAR NEKAPCTBEHHOrO npenapara,
foroTun - npoussoauTens,  dapm-kog, HOMEp  cepumn
(Brniovarowmit mecay u FOA Npou3BOACTBA), A3TY MCTEYeHUA
CPOKa roAHOCTH (roAeH 40! MecaL, U roa).

Ha kapronHnoii ynakogske (nauxe) ykaswisaioT TOprosoe
HaMMEHOBAHWe NeKapCTBEHHOTO npenapata (coBnagaer ¢
MEXAYHAPOAHBIM HEN3aTeHTOBaHHbIM HaUMEHoBaHueMm),
HAUMEHOBaHWE AEPKATENA PErrCTPALMOHHOrD YAOCTOBEpEHMA
(cosnasaer ¢ wHammenosamnem npoussoautens), aapec
AGPKATENA PEruCTPALMOHHOrO YAOCTOBEpEHUA (coenapaer ¢
aapecom  npomssoautens)  (crpama, obnacts,  ropog),
INEKTPOMHLIA aApec u caiiT NPOM3BOAWTENA, NeKapcTBEHHYIO
dopmy, A03MpoBKY, KOAMuecTBO Tabnetok & ynakoswe,
uHPOPMaALUMIO ©  cocTase NeKApCTBEHHOrO  npenapata
(Haumenosanmua peiictayioutero BELLEeCTBA M ero KoAW4ecTso,
Nepe4eHb  BcnomoratenbHbix  Beuwlects), HOMEp  cepuu
(Brnovaowmil mecay, u FOA NPOM3BOACTBA), AaTY WMCTEUeHMS
CpoKa roaHoCTV (roAeH Ao: mecay u roa), yenoema XpaHeHwus,
cnocob npumenenua: «fnn npuema BHYTPb», YCnoBmA oTnycka,
HOomMeEp PErMCTPaUMOHHOrO yAoCTOBEpEHMS, norotun
NpouseoauTens, dapm-koa, WTPUXOBOL KOA, ABymMepHbili
WTPUXOBOA KOA € NOAHON MAM YacTMYHO pacwndposkoi
UHDOPMALIHM, CoaepalLeiicA B ABYMEpPHOM WITPUXOBOM Kope
Wnu 6es Hero, «CMOTPU MHETPYKLMIO no NPUMEHEHMIO (ANUCTOK-
BKNaAbIW)», «He NpuMeHATs no ucTeueHuu CPOKa roAHOCTHY,
«XpaHuTL B HedocTynHoM aan AeTell mecten,

B cayyae wusrotosneHus npenapata Ha npou3sBoACTEeHHON
naowanke 000 «O30H ®apmy, Poceus Ha KapTOHHOR ynakoske
{nauke) ykaswisaioT Toprosoe HaUMEHOBAHME NIEKAPCTBEHHOrO
npenaparta (cosnagaet ¢ MeMAYHAPOAHLIM HENATEHTOBaHHbIM
HanmeHoBaHuem), HaumeHoBaHue Aepwarens
PErACTPaLMOHHOTO  yAOCTOBEpeHus M HaumeHoBaHue
npoussoamTens NeKapcTBeHHOro npenapara, aapec
POU3BOANTENA NEKAPCTBEHHOrO NpenapaTa (cTpana, obnacts,
Ceno), BNEKTPOHHLIA aapec u caiir npoussoauTenn, aapec
ACPHATENA  PRTUCTPALMOMHOrO  YAOCTOBEPEHMA (cTpana),
NIBKAPCTBEHHYIO OPMY, A03MPOBKY, KOAMMECTBO TabneTok B
YN3KOBKE, MHHOPMAUMIO O COCTABE NEKAPCTBEHHOrO npenapara
(HaumeHoBaHme ARWCTBYIOWEro BelecTsa U ero KOAM4ecTso,
NEepeveHb  BCMOMOraTensHblx  Bewlecrs), HOMep  cepuu
(Brmioualowmit Mecay u roa NpPou3BOACTBA), AaTy WCTeueHus
€poKa roaHocT (roaeH Ao: mecay u rog), YCNOBMA xpaHeHua,
cnocob npumeHeHun; «lna npuema BHYTPbY, YCNOBUA OTNYCKa,
Homep PErucTPauMoHHOro YADCTOBEpPEHMA, norotun
nNpowseoauTenn, dapm-koa, WTpMxosok K04, ABYMEpPHbIN
WTPHUXOBOH KOA C noaHoM wmaw HacTM4HOA pacumdposkoii
uHbOpMaLMY, Copepalelica B ABYMEPHOM WTPMXOBOM KoAae
nau 6es Hero, «CmoTpu MHCTPYKUMIO MO NPUMEHEHUIO (AnCcTOK-
BKNAAbIW)», «He NPUMEHATL NO MCTeYeHMM CpOKa roAHOCTMY,
«XpaHuTh B HEAOCTYNHOM AnA Aetell mecren,

AononnutensHo Ha KapToHHOI ynakoske (navke) ay6nupyercs
TOProOBOE HAaWMEHOBAHWe M A03UPOBKA ¢ MCNONbICBAHMEM
wpudTa Bpaiina.

PerucTpauMOHHOTO  YAOCTOBEPEHMA  ©
HaWMEHOBaHue npoussoautens
/NEKApCTBeHHOro npenaparta, HOMEp cepuM
(sKntoMaIOWMI MecaL U rog, Npou3BOACTBRa),
A3Ta UCTEYEHMA CPOKA rogHOCTH (MecaL, u
roa).

Ha kapToHHoii ynakoske (nauke) YKa3aHo:
TOProBoe HaMmeHoBsaHue NIeKapCTBEHHOro
NPenapaTa (CoBnanaeT ¢ MemxayHapoAHbIM

HEeNaTeHTOBAHHbLIM HaUMeHOBaHMeMm),
HaUMEHOBaHUe Aepmwatens
PErHCTPAUMOHHOIO  yAOCTOBEPEHMA m
HaUMEHOBaHMe Npou3BoAUTENA
NleKapcTBEHHOro npenaparta, aapec
npon3soauTens NEKapCTBEHHOro
npenapata  (ctpaHa, o6nacTn, ceno),
INEKTPOHHbINA aapec 7 caiir
npou3BoauTeNs, agpec AepHarena
perucTpaumonHoro YAOCTOBEpEHUA
(cTpana), NeKapcTBeHHan tdopma,

AO3MPOBKa,  KoAMMecTBO Tabnetok 8
ynaKkoske, MHbOpMauMs o  cocTase

NeKapeTseHHoro npenapara
(HaumeHoBaHUe ABWCTBYIOWIRrO BewecTsa
" ero KONMYECTBO, nepeyexs

BCNOMOraTenbHLIX BRULECTB), HoMep cepuu
(BrAtOMatOWMit mecay u ro4 npovasoacTsa),
A3Ta NCTEYEHHA CPOKA rOAHOCTH (roaeH Ao:
MECAL, W rOA), YCAOBUA XpaHeHua, cnocob
npumMeHexuna:  «/lna  npuema BHYTpb»,
ycnosua OTNycKa, Homep
PerucTpauMoHHoro YAOCTOBEPEHUA,
norotun npoussoautens,  dapm-kog,
WTPHXOBOWA KOA, ABYMEPHbI WTPUXOBOH
Koa c HaCTUYHOM pacwndposKoii
uHbopmaymu, coaepxallerica ]
ABYMEPHOM  LUTPUXOBOM KkoAe, «CMOTpH
MHCTPYKUMIO N0 npuMeHeHno  (AucTok-
BRAABIW)», «HE NPUMEHATS NO UCTEYEHUU
cpoka rogHocTU», «XpaHuTh [:}
HEAOCTYNHOM ANA AeTel mecTen,
AononkutensHo Ha kapToMHoii ynaxkoske
{nayke) npoay6nuposaHo TOprosoe
HaUMEHOBaHKe " Ao3uposka €
ucnonblosaHuem wpudta Epaking.

Cpok roamocTu 3ropa
XpaHenue B 33WMLEHHOM oT cBeta mecTe npu TemnepaTtype He sbiwe 25 °C.
3aKknwueHue: cooTsetcTeyeT TpebosaHuam P N001694/01-120218, M3m.No1,No2
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