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AHanu3bl/UCNbITaHWA NPOBEAEHbl B COOTBETCTBMM ¢ HA,

HA P N002052/01-200622

Aara HanmeHoBaHue Tpebosanua HJ, Pe3ynbTaThl aHanu3oB/MCNbITaHUH
aHanu3a nokasarenei )
04.03.2023 Onucanue Bu3yanbHbliA CoorseTcTBYET
Tabnetku 6enoro useta, NNOCKOLUMAUHADUYECKOMA Tabnetku 6enoro ugera,
dopmbl, ¢ hackom. NNOCKOUMAMHAPUYECKOIK GOPMbI, C
Mo BHeWHeMy B1AY AONKHbI COOTBETCTBOBATL backon.
TpebosaHuam M PO, 09C.1.4.1.0015.15
«Tabnetku»
04.03.2023 NoANMHHOCTb BIKX Coorsercrayer
Bpems yaep»uBaHWA OCHOBHOrO NiKa Ha
XPOMaTOrpaMme UCMNbITYeMOro pacTeopa, Bpems yaepHKMUBAHWA OCHOBHOrO NUKa Ha
NoNYy4YeHHOW NPKU KOAWYECTBEHHOM OMNpeaeneHuu, XpOMaTorpaMmme MCNbITyemoro
[O/HKHO COOTBETCTBOBATL BPEMEHU YAEPKUBAHUA pacTBopa, NoAyYeHHOI npu
OCHOBHOTO NKKa Ha Xpomatorpamme pacrsopa CO KONMYECTBEHHOM OMNPEAENEHMHM,
AWTOKCUHA COOTBETCTBYET BPEMEHM YAEPIHUBAHUA
OCHOBHOTO NWKa Ha XpoMaTtorpamme
pacteopa CO aurokcuHa
KayecTBeHHbIE peakumm: CoorsercTayer
- Ha AUruTOKCO3y — Bypoe OKPaWUBaHue Ha Habntopaaetca Gypoe okpawmsaHwWe Ha
rpaHuLe AByX CNOeB, NOCTENEHHOE OKpallMBaHWe rpaHu1Le AByX CNOEB, MPOUCXOAUT
BepxHero cnoa 8 rony6oi user nocTeneHHoe OKpPalWKBaHWe BEPXHEro
cnosn B ronyGol uger
KauecrseHHble peakumm: CoorsercTayer
- Ha AUrOKCMIeHWH — NOCTENEHHO MUcYesaiolee HabGniogaeTca nocTeneHHo ucyesaroliee
cuHe-GMOoNeTOBOE OKpalWKnBaHUe CUHe-QUONETOBOR CKpalMBaHue
04.03.2023 PacTsopeHue [ Pd, BIKX 97,0%
He meHee 75 % (Q) avrokcuHa 3a 45 muH
04.03.2023 PopcreeHHbie npumeck BIX <0,1%
Npumeck A — He 6onee 2,0 %
BIXX 0,11%
MNpumecs C — He Bonee 1,0 %
BIXX 0,88 %
Mpumecs F = He Bonee 3,0 %
BIXX 0,42 %
MNpumeck G - He Bonee 1,5 %
BIXX <0,1%
npumecs K - He Bonee 1,0 %
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BIMKX 0,21 %
EQWHMYHAA HeMAeHTUGUUMPOBAHHAA NPUMECH - HE
6onee 0,5%
BIMX 0,59 %
CyMMapHoe cofiepKaHue eAMHUYHbIX
HEeWOEHTUPUUMPOBAHHbIX Npumeceit = 1,0 %
B3IMX 2,00 %
CymmapHoe coaepaHue npumeceii — He bonee
5,0%
04.03.2023 OgHOpPOAHOCTb r® PO, cnocob 1 33%
0031MpOBaHMA BIXKX
AV<15%
04.03.2023 KonuyecrseHHoe BIMKX 0,246 mr
onpegeneHue Ot 0,212 mr go 0,288 mr gMroKCMHa, cHMTan Ha
CPeAHIo0 Maccy Tabnetku
03.03.2023 MuKkpobuonoruyeckan r® P, Kateropua 3A Menee 10 KOE/r
4YuCTOoTa 06uwee 4Mcno aapobHbIX MUKPOOPraHU3MOB — He
Gonee 103 KOEB 1T
[® PO, Kateropusa 3A Menee 10 KOE/r
06LLee YMCNO OPOHIKEBBIX U NAECHEBbIX rpubos —
He Gonee 10"2 KOEB 11
® P, Kateropua 3A OrcyTcryer
Orcyteraume Escherichiacolis 11 ;
04.03.2023 YnakoBka B cooteetcTemu ¢ HA P NO02052/01-200622 Coorsercrayer
Mo 10 uau 15 TabneTok B KOHTYPHYIO AYEHKOBYIO Mo 15 TabneTok B KOHTYPHYIO AYEHKOBYIO
YNAKOBKY U3 NNEHKW NONMBUHUNXNOPUAHOM K YNAKOBKY U3 NAEHKK
$ONbM aNIOMUHWEBO NEYATHOM NAKMPOBAHHOM. NONAMBUHUAXNOPUAHOMU U GONLIM
3 MM 5 KOHTYPHBIX AYEHKOBLIX YNaKoBoK no 10 antoOMMUHUEBOI NeYaTHon
Tabnerok, 1 MM 2 KOHTYPHbIE AYElKoBbIe NAaKUPOBAHHOM. 2 KOHTYpHbIe AYeiKoBble
yNaKoBKK NO 15 Tabnetok BMeCTe € UHCTPYKLUMeH ynakosKku no 15 Tabnetok BmecTe ¢
N0 NPUMEHEHMIO NOMELLAIOT B NaYKy U3 KapToHa. VHCTPYKUWEH NO NPUMEHEHUIO
NOMELWAIOT B NAYKy M3 KapTOHa. 154
naykv 8 0AHOM Kopobe.
04.03.2023 Mapkuposka B cootseTcTBUM ¢ H/, P N0O02052/01-200622 Cooteetcteyer

1) NepBMYHAA YNAKOBKa.

Ha KOHTYPHOI AYEeHKOBOWM YNaKoBKe yKa3blBaoT
COKPALWEHHOE HaUMEHOBaHWe
NpeanpUATUA-NPOU3BOAUTENA, Er0 TOBaPHbIN 3HAK,
TOProsoe HaumeHoBaHWe npenapara,
NeKapcTeeHHyo Gopmy, KONMHEecTBo Tabnetok B
yNaKoBKe, AO3MPOBKY, HOMEP CepUM, CPOK
rofHOCTH.

[onyckaetca HaHeceHune dapmakoaa.

2) BTopU4HAR YNaKoBKa.

Ha nauke yKa3blBalT COKpaLLEHHOe
HaUMEHOBaHWE NPeanNpPUATUA-NPOUIBOAUTENA, Ero
TOBapHbIM 3HaK, CTpaHy, agpec, Ten./dakc., cair,
TOProsoe HaumeHoBaHWe npenapara,
NeKapcTBeHHyo Gopmy, A03UPOBKY, KONUYECTBO
TabneTok B yNnakosKe, yCNOBUA XpPaHeHwUA,
«MPUMEHATL NO HAa3HaYeHMI0 BpaYa», «XPaHWTb B
OPUrMHaNBLHOM ynakoske», «COAGPMMT NAKTO3Y,
caxapo3y, AeKCTPOo3y», «XpaHUTb B HEAOCTYNHOM
ONA feTeid mecTe», YCNOBKUA OTNYCKA,
PErucTpaLMOoHHbIH HOMEp, HOMEp Cepuu, CPOK
rogHocTH, «KapanoTOHWYEeCcKoe CpeacTso —
CepAeYHbIA rNUKO3UA», cnocob NpumeHeHua «na
npuema BHYTPb», WTPpKX-Kog, bapmakopa,.
LonoaHuTenbHO MOryT BbITb HaHeCeHb!
TEXHONOrMYECKUe METKU OTAMYUA (B 0603HaUEHHOK
30HE) M CPeACcTBa UAEHTUPUKALIMK ANA CUCTEMBI
MOHWUTOPUHIA ABUKEHUA NEKAPCTBEHHBIX
NpenapaToBs ANA MEAWUMHCKOTO NPUMEHEHUA.

1) Nepeu4HaR ynakoeka.

Ha KOHTYPHOI A4eiKOoBOM ynakoske
YKa3aHbl COKpaLLeHHOe HAaMMEHOBaHWe
npeanpUATUA-NPOU3BOAMUTENA, EMO
TOBAPHbIIA 3HaK, TOProsoe
HauMeHOBaHKWe npenapara,
NeKapcreeHHas Gopma, Konu4ecTeo
TabNeToK B ynakoBKe, 403MPOBKA, HOMEP
CepuM, CPOK rOAHOCTH.

2) BTopuyHan ynakoska.

Ha nayke yka3aHbl COKpalLeHHoe
HaumeHOoBaHue
npeanpUATUAR-NPOU3BOAUTENA, Er0
TOBApPHbIN 3HAK, CTPaHa, aapec,
Ten./dakKc., caiiT, Toprosoe
HauMeHOBaHMe Npenapara,
NeKapcTeeHHan dopma, AO3MPOBKa,
KONM4eCcTBO TabNETOK B ynaKkoBKe,
YCNOBWA XpaHeHUA, «MpumMeHATs No
Ha3Ha4YeHMUK BpaYa», «XpaHWTb B
OPMUIMHaNbLHOM ynakoske», «CoaepHuT
NaKTO3Y, Caxapo3y, AeKCTpo3y»,
«XpaHuTb B HEAOCTYNHOM ONA AeTel
MecTe», YCAOBMA OTNYCKa,
PErUCTPAUMOHHBIM HOMEP, HOMEP CEPUHM,
CPOK rogHoCTH, «KapanMoToHUYecKoe
CPeacTBO — CEPAEYHbIN rMKO31a»,
cnocob npumeHeHuUs «nA npuema
BHYTPbY», WTPUX-KOA, ¢apmakog.
[ONONHUTENLHO HAHEeCEeHb!
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TEXHONOTMYEeCKHe MEeTKHU OTAUYHA (B
0603Ha4YeHHOM 30He) U cpeacTBa
MAEHTUGMKALMU ANA CUCTEMDI
MOHUTOPUHTA ABUMEHUA NEKAPCTBEHHBIX
npenapaTes ANA MEAULMHCKOTO

NPUMEHEeHKA.
04.03.2023 XpaHeHue MNpwv Temnepatype He Bbiwe 25 °C Coorsercrsyer
04,03.2023 CpOK rogHoCcTH 4 ropa lfogeH go 01.03.2027

3akniouenne OKK: flekapcTeeHHbIi npenapat QurokcuH Tabnetku, 250 mkr cepua 30223 cootsetcrayer HA P N0O02052/01-200622

Beaywwmii cneyunanuct (no
KauecTsy rotosoro
npogykra):

MOANMHHUK INEKTPOHHOTO AOKYMEHTa,
NOANWCAHHOIO 3NEKTPOHHOMW NOANUCHIO, XPAHUTCA B
cucteme IMMC dapmcraHaapt

CepTudmnkar: 03AFDIA30071AE24A24BABOF1E520040E8
Komy BblaaH: Kauuwesa Hagemxaa EsreHbesHa
k;]eﬁcrsmenem ¢ 08.04.2022 no 08.04.2023 Y,

[lata BblAauM 3aKNH04EHKUA O KauecTse 04,03.2023
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