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e NuueHana Munuctepcrsa NpombitnenHocTy v Toprosau PO Ne 00072-1C
CeptudurKar Kavecrsa cepumn Ne 787 ot 24.01.2024
NamoTpugkuH, Tabnetku 25mr
TOProsoe HauMeHOB3HWUE IEKAPCTBEHHOrO MPenapaTa, NEKapCTeeRHas GopmMa, A03uPoBKa
PerucrpaumuoHHoe yaoctosepekue J11-004076
Homep cepuu 081223
Lata Havana npou3soacTaa 25.12.2023
Konuyecrso 6880 ynakoBoOK
AHanv3 BbINOMAHEH NO HOPMaTUBHOMY JOKYMEHTY NM-004076-160117, Uam.Nel

MeToa KOHTpoAR

HanmeHoBaHWe NoKkasarens
- HopmaTuBHOe 3Haverue

i Pe3ynsTtaT KOHTROJA

OnucaHme Buzvanskblit
Kpyrasie naockoumauHopuueckme va6aetuu Genoro | Kpyrnble NICCKOUMAMHARUYECKKE TaBneTku
vnv Benoro C eNToBaTEIM OTTEHKOM LBeTa ¢ pUckoi ¢ | Benoro useTa ¢ pMcKoid ¢ 0aHOH CTOPOHbI 1

OHO! CTOPOHS! 1 hacKamm € ABYX CTOPOH. HacKamy ¢ ABYX CTOPOH. -
MopAMHHOCTL B3IHX

Bpema  yAEpHWBAKUA  OCHOBHOTO  NMKa  Ha

XPOMaTOrpamMme MCMBITYEMOTO PacTeopa  A0MKHO CooTseTcTByeT

COOTBRTCTEORaTh BPEMEHMU YIAEPMMBAHWA OCHOBHOIO
nMKa Ha XPOMaTorpamMme PacTBOpa CTaHAapTHOTO
06pa3ua NamoTpUAKKHE.

PacTteoperue [P Xl YO-cnekTnodoTomeTpua
He metxee 75% (Q) CeH7CloNs (namoTpuimuna) yepes 94 %
30 MUHYT.
PoacTeeHHbIe Nnpumecu B3MX
Mpumecs B —He Gonee 0,2%; He ofHapymeHo
npumecs C—He Bonee 0,5%; He o6HapymeHo
EQuHmnyHan HeupeHTMdULYpoBaKHan NPUMECE — HE
Gonee 0,2%, He obHapyeHo
Cymma npumecen — He Bonee 0,8%. He obHapymeso
OaHopogHOCTE BO3UPOBaHMA o Xl
AV<15,0%. 6,4%
KonuyecrseHHoe onpegenerue B3WX
Cogepwarve CsHyClzNs  (13MOTpMgMKKMHE)  SOMKHO 25,04 mr
BuiTh 0T 23,13 Ao 26,88 Mr 8 TabneTke.
MWKpOBHUONOrMUECKaA YACTOTE [ Xl Kateropua 3 A.
Ofuiee YMeno aspobHbIX
MMKROOPTaHM3MOB B 1 T; e 6onee 1-10% KOE / r/mn; Menee 1-10'KOE
OblLLee YUCTO SPOMIKEBLIX U
nnecHesbix rpubos s 1r; e Gonee 1:107 KOE/ r/mn; MeHee 1-10* KOE
Escherichiacolis 1. otcyTeTeme 8 1 r/mia. OTeyTCTBYET
Ynaxoska Mo 10, 25, 30, 50 TabneToK B KOHTYPHYIO A4elikoByio | Mo 30 Ta6AETOK B KOHTYPHOM R4YEiiKOBON
YNBKOBKY U3 MACHKK MOJWUBUHUAXIOPUAHON Y GOALIW | YrAaKOBKE U3 NASHKWA NOAUBUHUAXNOPUAHOM
NKMYUHUEBOIM NEYATHOW NaKkMpOBaHHOK. M Qonbry  AAIOMWHUEBOW  Ne4aTHoW
Mo 10, 20, 30, 40, 50 man 100 TabneTok & BaHKW 43 | NAKMPOBEHHOM.
nosmaTuneHTepedTanaTa nAs ABKAPCTBEHHBIX | 1 KOHTYpHas AYEMKOBas ynakoBKa BMECTE C

CPeACTB, YKYNOPEHHBLIE KPbILUKAMK HABMHYMBABMBIMK | UHCTPYRUMEN NO NPUMEHBHMIO NOMELEHS 8
C KOHTPONEM NEpBOTO BCKPLITUA MAW  CUCTEMOW | KAPTOHHYIO yMakoBRY (nauxy).
CHEWATL-MOBEPHYTH® M3 MOAUMPONMASHE UK
nonusTMNeHa WAKM BaHKu NnoANNPONMAEHOBbLIE AJA
NIEK2PCTBEHHBIX CPEACTS, YKYMOPEHHbIE KPblWKamu
HaTATMBEEMbIMK C KOHTPONIEM MEPBOTO BCKDLITUA U3
NONU3TMNEHE, UM BaHKUM NOAWMPONWAEHOBBIE ONS
JIEKEPCTBEHHBIX CPEACTS, YKYMODEHHBIE KPbILUKaMU
HaTATMBABMBIMIA € KOHTPOJIEM MEPBOTO BCKPbITHA W3
NONUSTUNEH2 BLICOKOTO A2BAEHUA.

CeobopHoe nNpocTpaHCETES B BaHKe 3aMOMHAIT BaTOW
MEIMUMHCKOM MArpOCKONUYECKOM.

Ha 6aHKy HaKknNewsawT 3STUKETKY Ha OCHOBE
CAMOKNEALIENCS MIBHKA WAM ITUHETHY W3 Bymaru
3TUKETO4HOMN.

OgHy Bawry wam 1, 2, 3, 5 wam 10 KOHTYpPHbIX
AUSMKOBbLIX YMEKOBOK BMECTE C WHCTpykUwe#d no
NPUMEHEHMIO TMOMELIZIOT B KaPTOHHYIO YMaKOBKY
(mauxy). .

OthopmncHo: Mapsuna 1B, Crpannua: 1 uz 2
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FAPMALEETHKA
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JnueHsua MunucTepcrsa MpombiliNeHHoCTU v Toprosan P® No 00072-71C

MapruposKa Ha roHTypHOW A4elikoBOi ynakoske (Baucrepe) | Ha  KowTypHol  mueitkosoi yrarkoexe
YKa3b|B3I0T TOProBoe HauMeHoBaHue feKapcTseHHoro | (BaucTepe) yKasaHo: TOProsoe
npenapara (coBnapaer c MENAOYHAPOAHLIM | HEMMEHOBIHWUE NEKEPCTSEHHOrD npefnapaTa
HEMATEHTOBAHHbLIM HaUMEHOBAHMEM), IEKAPCTBEHHYIO | (cosnagaer c MEMAYHAPOAHbIM
dopmy, [O3VPOBKY, HAMMEHOBAHME [AEDWATENA | HEMATEHTOBAHHSIM HauMeHoBaHWaMm),
PErMCTPALMOHHOIO YAOCTOBEPEHUS W HAMMEHOBAHME | NeKapcTeeHHan dopma, [,034poBKa,
NPOW3BOAMTENA /IEKAPCTBEHHOID MPEnapata, HOMEP | HauMeHoBaHWe LepwaTens
CEpUM (BKMIOYAOLIMI MECAL, W o4 TPOMSBOACTER), | perncTpauMoHHoro yA0CTOBEpEHUa u
[Ty MCTRYeHMA CPOKa roAHOCTH (Mecal v roa). HauMeHoBaHue npov3eoguTens
Ha  oTuketke  BaWKM  YKa3blBaKOT  TOPrOBOE | IEKEPCTBEHHOTO MPenapats, HOMEpP Cepuu
HauMeHOBaHKe NEKIPCTBEHHOTO npenapata | (BKAIOYBIOWMEA MECAL, U rog NpoKU3soaAcTsa),
{cosnagzer c© MewayHapOAHLIM HENaTeHTOBEHHLIM | [ATa WCTEYSHMS CPOKE FOAHOCTM (mecal, u
HaUMBHOBaHMEM), NeKapCTBEHHYH dopmy, | roa).
A03MpoBKY, KoauuecTso Tabnetox B Bakie, cnocob | Ha KapToHHOM ynakoske (nauke) ykasaHo:
NpUMEHeHUA: «[INA NpUema BHYTPL», HAUMEHOBAHWE | TOPFOBOE HAMMEHOBAHME JIEKAPCTBEHHOMO
AgPHATEAN  PETMCTPALMOHHOMO  YAOCTOBEPEHUA 4 | Npenapata (COBagaeT ¢ MEeMAyHapoaHsIM
HaWMEHOBAHME  MPOUIBOAMTENR  /IERAPCTBEHHOID | HENaTeHTOBaHHLIM HaUMEHOBaHUEM),
npenaparta, NoroTWN NPOY3BOAMTENR W/MAM AOrOTUN | HaUMEHOBaHWe AepHaTens
3aKa34vKa, GApM-KOA, HOMED CEpWMM (BAKNEHOWMIA | PErMCTPALIMOHHOMD YAOCTOBEPEHMA ]
MECAL, ¥ rof MPOM3BOACTBA), ASTY WCTEHEHMA CPOKa | HaUMEHOBaHue npou3BoauTENA
rogHocTY (rogen A40: MeCAL, 1 roa). NIeKapCTREHHOD npenapars, agpec
Ha KapTOHHOR ynakoske (nauke) yKa3wiBalOT TOPrOBOR | NDOUSBOAMTENS SEKAPCTREHHOMD npenapara
HaumeHoBsaHue JIeKapeTBEHHOrO npenapata | (ctpaHa, o06nacTs, ropoa), 3NEKTPOHHbLIA
(cosnapaer ¢ MewayHapOAHbIM HENATEeHTOBAHHBIM | 2APeC W CaliT NPOM3BOAMTENS, aapec
HaumeHoBaHuem), HAMMEHOBaHWE AepaTenn | nepmartenn PErMCTPaLMOHHOrO
PErviCTPALIMOHHOMD YADCTOBEPEHNA M HaUMEHOBAHWE | YAOCTOBEPEHMA (CTpaHa), JEKapcTREHHER
NPOM3BOAMTENA /IGKAPCTBEHHOrO npenapata, agpec | Gopma, A03UPOBKA, KOAKYECTBO TabASTOK &
NPOM3BOAMTENA JIEKAPCTBEHHOrO npenapata (cTpada, | ynakoske, wHOpMaLMs O  cocTase
06nacTs, TOPOA), 3NEKTPOHHBIA aApec u  caliT | JekapcTeeHHOro npenapata (HaumeHoBaHue
NPOM3BOAVTENS, APEC AEPWATENA PETMCTPALMOHHOND | ASHCTBYIOWETO BEILECTEa W Er0 KOAUYEecTso,
ynocrosepenms  (cTpaHa), nekapcTeeHHyio GOPMY, | NepedeHb  BCMOMOTaTeNbHbIX  BEW|ECTS),
AO3MPOBKY, KOAWMECTBO TabNeToK & YMaKoBKe, | HOMeEp Cepuk (BKNOYaloWMi Mecal, M rog
MHOOPMaLMIO O COCTABE /IEKEPCTBEHHOTO Mpenapara | MPOM3BOACTE2), AaTa WUCTeUeHWs Cpoka
(HaumeHoBakMe AECTBYIOLETO BEILECTBA ¥ €r0 | rogHOCTV (FOBeH f0: MeTsl, W rOA), YCAosua
KO/IMHECTEO, MepeveHb BCMOMOraTensHbIX BeUECTs), | XpaHeHus, cnocob npumeredma: «ns
HOMED  cepuu  (BKMIONAOWWMIA  MECAW M TOA | MPUeMa BHYTPE», YCACBMA OTMycKa, Homep
NPOM3BOACTBE), [aTy WCTEUeHWS CPOKAa [OAHOCTM | PErMCTPALKOHHOTO YAOCTOBEPeHHMS, AOroTun
(roger go: mecal 1 rog), yenoBua xpaHeHus, cnocob | npoussoamTens, dapm-Koa, WTPUXOB0K koA,
npumeHeHus:  «[lAf  npuema  BHYTPLY, YCNOBMA | ABYMEPHBIN WTPMXOBOW KOA C YacTWuHOM
OTMYCKa, HOMEP PERrMCTPAUMOHHOIO YAOCTOBEPEHWS, | pacwudposkoii nHbOpMaLLMK,
NOTOTAN MPOW3BOAMTENA W/UAM NOTOTMN 3aK334MKa, | COARPIKAWEHCA B ABYMEPHOM LWTPUXOBOM
$apm-Kop, WTPMXOBOM KOA, ABYMEPHBLIN WTPMXCBON | Koae, «CmoTpu WHCTPYKUMIO no
Ko4 C MOAHOM WAW HacTUMHOW paciudpoBKON | NpuMeHeHwio  (AvMcTok-BKaaasiw)»,  «He
vHOODMallhy,  COpepKaledcs B ABYMEPHOM | MPUMEHATH MO WCTEYEHMM CPOKA COZHOCTHY,
WTPUXOBOM KOZE M 6es Hero, «CMOTPY MHCTPYKIMIO | «XPaHWT 8 HeAOCTYMHOM  AnA  peteil
no NPMMeHEHMIO (AUCTOK-BRNaAEIWL)», «He NPUMEHATL | mecTen,
Mo MCTRYEHUM CPOKA [OAHOCTU®, «XpaHuTb 8 | [JONONHUTENBHO Ha KAPTOHHOM ynaKoske
HEeAOCTYMHOM A/18 AETEW MecTey. (na4xe) npoaybnuposaHsi TOprogoe
LononHuTeNsHO Ha KapTOMHOM yNaxoBke (nayke) | HaumeHosaHue U DO3KUPOBKa o
AyBaupyeTcs TOProBoe HaumeHoBaHWe W A03UPOBKE C | MCNONB30BaHMEM WPpKGTa Bpaiis,
MCNONb30BaHKWEM LpuTa Bpaitas.

ApaHeHue MNpu Temnepatype He ssiwe 25 °C.

CpOK roaHoCTv 3 ropa | Frogex po: 11/2026

3aKknloyeHne: COOTBETCTBYET/ He cooTeeTcTByeT TpeboBaHuam JIM-004076-160117, Mam.Nel

Odopmaero: Mapeuna H.B.

(HeoBxoAMMOE NOLYEPKHYTS)
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