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Konuuectso npoaykumnu B cepum (T.ynak) 160,289

Aata HaumeHoBaHue Tpebosanusa HJ, Pe3ynbraTtbl aHaNM308/UCNbITAHUH
aHanusa nokasarenei

24.,08.2023 Onwucaxue BuayanbHbIA CoorsercTsyer
Ta6netku 6enoro UBeTa, NNOCKOUMAMHAPUHECKON
$opmbi, ¢ HAcKoH. Tabnetkn Genoro LBeTa,
Mo BHeWHeMy BUAy A0NKHbI COOTBETCTBOBATbL NNOCKOLMNMHAPHUYECKON (OpMbl, C
Tpebosanuam Me Pe, 09C.1.4.1.0015.15 dackon.
«Tabnetkn»

24.08.2023 NoanruHHOCTL B3HX CooTseTcTBYET
Bpemn yaepHmnBaHWMA OCHOBHOTO NWKa Ha Bpema yaepsuBaHMA OCHOBHOTO NWKa Ha
XPOMaTOrpaMmme MCnbITyeMoro pacTsopa, XPOMATOrpamme UCNbITyemoro
NONYYEHHOW NPK KONMYECTBEHHOM ONpeaeneHun, pacTBOpa, NONYYEHHOM NpK
[OMKHO COOTBETCTBOBATL BPEMEHM YACDPKMUBAHKUA KONWYECTBEHHOM ONpegeneHu,
OCHOBHOTO NKKa Ha xpomatorpamme pactsopa CO COOTBETCTBYET BPEMEHW Y/IEPHUBAHNA
AWITOKCHHA OCHOBHOrD NWKa Ha xpomarorpaMMe

pactsopa CO aurokcuHa
KayecTBEeHHbIE peakumum: CooTBeTcTBYET
- Ha AUIMTOKCO3Yy — Bypoe oKkpawmBaHue Ha MNossnsetcA Bypoe OKpalwmBaHUe Ha
rpaHMLe ABYX CN0EeB, NOCTeNeHHOe OKpalnBaHue rpaHuLie AByX CN0eB, NOCTeNeHHoe
BepxHero cnona B ronybon user OKpaluMBaHue BepXHero cnoA 8 ronyboi
uBer,

Ka4yecTBeHHbIE peakunn: CooTBeTcTByeT
- Ha AMIOKCUIEHUH — NOCTENEHHO UCHesalowee MNoABNABTCA NOCTENEHHO MCYe3atoLee
CHHE-GUONETOBOE OKPALLMBaHWE CUHe-PMOoNEToBOE OKPalMBaHHWe

24.08.2023 PactBopeHne r® PO, BIKX 104,8 %
He menee 75 % (Q) avrokcuHa 3a 45 MuH

24.08.2023 PoacTBEHHbIE NPUMECH BIHKX 0,21 %
MNpumeck A — He Bonee 2,0 %
B3HKX 0,10 %
Npumeck C —He bonee 1,0 %
BIMHKX 0,60 %
MNpumecs F — He 6onee 3,0 %
BIKX He obHapymeHo
Npumeck G — He bonee 1,5 %
BIMX 0,23 %
npumeck K — He bonee 1,0 %
BIHKX 0,40 %
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EAMHWYHEA HEMAEHTUOULMPOBAHHAA NPUMECH - HE
bonee 0,5%

BIMX 0,61 %
CymmapHoe coaepmanve eaMHUYHbIX
HEWAEHTUGULMPOBAHHLIX Npumecei — 1,0 %
B3MX 1,75 %
CymmapHoe cogepaHve npumecei — He bonee
5,0 %
24,08.2023 OpgHopoaHoCThL r® Pe, cnocob 1 2,6%
£A031MPOBaHMA BIMX
AV<15%
24.08.2023 KonuuecreeHHoe BIWX 0,237 mr
onpegeneHue 070,212 mr 4o 0,288 Mr AMrOKCKMHAE, CHMTAA HA
cpeaHIo maccy TabneTku
22.08.2023 Mukpobuonoruyeckas ® P®, Kateropua 3A MeHee 10 KOE/r
4yucToTa O6wee 4ncno aapobHbIX MWKPOOPraHU3MOB ~ He
bonee 103 KOEB 11
[® PO, Kateropua 3A MeHee 10 KOE/r
ObLee YMCNO APOHIKEBBIX U NNECHEBbLIX rpUboB —
He bonee 102 KOEB 11
[® PO, Kateropua 3A OtcyTcTBYET
Orcytctme Escherichiacolis 1r
24.08.2023 YnakoBka B cootBetcTBuM ¢ HA P NO02052/01-200622 CootBercTeyer
Mo 10 unm 15 TabneTok B KOHTYPHYIO AYEHKOBYIO
YNAKOBKY M3 NNEHKW NONMBUHWUNXNOPUAHOM M Mo 15 TabneToKk B KOHTYPHYHO AYEHKOBYIC
GONbIU aNOMUHMEBO NEYATHON NAKUPOBAHHOM. YNAKOBKY M3 NNEHKN
3 MNn 5 KOHTYPHbBIX AYEHKOBbIX YNaKoBOK no 10 NONMBUHUNXNOPUAHOM W GONLIM
TabneTok, 1 unu 2 KOHTYpPHbIE AYENKOBbIE ANIOMMHWEBOI NeYyaTHOM
YNaKkoBKM No 15 TabneTok BMECTE C MHCTPYKUMER NAaKNMPOBAHHOM.
No NPUMEHEHMWIO NOMELLAIOT B NAYKY M3 KapTOHa. 2 KOHTYpPHbIE A4EMKOBbIE YNAaKOBKM NO
15 Tabnetok, BMECTe C MHCTPYKUMel no
NPUMEHEHMIO NOMELLAIOT B NaYKY 13
KapToHa. 154 naykm B ogHOM Kopobe.
24.08.2023 MapkupoBKka B cooteetcTaum ¢ H P NO02052/01-200622 CooTBeTcTBYET

1) NepBUYHAA YNAKOBKA.

Ha KOHTYPHOM SYeMKOoBOM YNaKoBKe yKa3biBaloT
COKpdlWEHHOEe HauMeHOoBaHWe
NPEANPUATHUA-NPOU3IBOAUTENA, IO TOBAPHDIA 3HAK,
TOpProBoe HaumeHOBaHWe nNpenapara,
NEeKapCTBEHHYIO HOPMY, KOSMHECTBO TabneTok B
YNAKOBKe, A03MPOBKY, HOMEP CEPUM, CPOK
roOAHOCTH.

[Lonyckaetca Hanecenne Gapmakoaa.

2) BropudHas ynakoska.

Ha na4ke yka3biBaloT COKpaleHHoe
HaMMEeHOBaHWe NpeanpUATUA-NPOU3BOANTENA, Er0
TOBapPHbI 3HaK, CTpaHy, aapec, Ten./paxc., canr,
TOpProBoe HaMMeHOBaHMWe npenapara,
NeKapcTBEHHYO GopMy, O3UPOBKY, KONMYECTBO
TabneToK B yNakoBKe, YCNOBMA XPaHEHWA,
«MPUMEHATL NO HAa3HAYeHWIO Bpaday, «XpaHWuTb B
OpUrMHaNbHOM ynakoBke», «CoAePKMT NakTosy,
caxapoa3y, AeKCTPo3y», «XpaHWTb B HEAOCTYNHOM
ONA AeTei MecTe», yCIoBKA OTINYCKa,
PErMCTPaLMOHHbBIA HOMED, HOMEP CEPUK, CPOK
rofAHOCTK, « KapAnOTOHWMUYECKOE CPeacTBo —
CepABYHbIN MUKO3WA», CNOcob NpUMmeHeHua «Ana
NPMEMa BHYTPb», WTPUX-KoZ, papmMakos.
[oNoNKUTENBHO MOTYT BbITh HAHECEHbI
TEXHONOMMYECKWE METKK OTIMYMA (B 0603HaYeHHON
30HE) U CPpeaCcTBa MACHTUGUKALMK ANA CMCTEMbI
MOHWUTOPUHIA ABUMEHWA NEKAPCTBEHHbIX
npenapatoB AnA MEAWMLIMHCKOTO NPUMEHEHUA.

1) NepBHYHaA ynaKkoBKa.

Ha KOHTYPHOM AYEHKOBOM yNaKkoBKe
YKa3aHbl COKPaLLEHHOE HauMEHOBaHKe
npeaAnprATUA-NPOM3BOAMTENA, €r0
TOBaPHbIN 3HaK, TOProsoe
HauMeHoBaHue npenapara,
NEKapCTBEHHAR GOpPMa, KONUHECTBO
TabneTok B ynakoske, 403MPOBKA, HOMEP
CepuK, CPOK rOAHOCTH.

2) Bropu4Han ynakoBka.

Ha nayke ykasaHbl COKpalleHHoe
HaummeHoBaHWe
NPeANPUATUA-NPOU3BOAUTENSA, ET0
TOBapHbIWA 3HAK, CTPaHa, agpec,
Ten./dakc., canT, Toprosoe
HanmeHOBaHWe npenapara,
NEeKapcTBEHHAA Gopma, A03MPOBKa,
KONM4ecTBO TabNETOK B yNaKkoBke,
YCNOBUWA XpaHeHunA, « pumeHATL No
Ha3HaYeHWIo Bpada», «XpaHuTb B
OpPUTMHANBHOMK yNakoBKe», «CogepwmT
NAKTO3Y, Caxapo3y, AeKCTpOo3y»,
«XpaHWTb B HEAOCTYNHOM ANA AeTein
MeCTe», YCNOBMA OTNYCKA,
PErvcTPaLMOHHbBIA HOMED, HOMEP CEpPUK,
CPOK roaHoCTH, « KapAMoTOHKUYeCKoe
CPEeACTBO — CEPAEYHbIA INMKO3NAY,
cnocob npumeHeHus «nA npuema
BHYTPb», WUTPUX-KOZ, papmaKkoa.
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AONONHUTENLHO HaHeceHbl
TEXHONOMMYECKME METKK OTAMYMA (B
0603Ha4eHHOMN 30He) U cpeacTsa
MAEHTUOUKALMKA ON1A CUCTEMbI
MOHWUTOPMHIA ABUMEHWUA NEKAPCTBEHHbBIX
npenaparos ANA MeOULMHCKOTO

NPUMEHEHKA.
24,08.2023 XpaHexue Mpwu TemnepaType He Bbiwe 25 °C CooTBeTcTByer
24.08.2023 CpoOK roaHocTm 4 ropa lfopen oo 01.09.2027

3akniouenne OKK: /lekapcTBeHHbIiA Npenapat [urokeuH TabaeTku, 250 mkr cepua 110823 cootsetcrsyer HJ P ND02052/01-200622

Beaywmii cneymanuct (no
KauecTBy roToBOro
npoaykra):

MOANMHHWK 3NEKTPOHHOIO AOKYMEHTA,
NOANMUCAHHOIO 3NEKTPOHHOM NOANUCHIO, XPAHUTCA B
cucreme IMMC
Ceprudmrar: 04204f5400cfaf239548666187 ebfe38fb
Komy BblaH: Kanmuwesa Hagewaa EBrenbesma

uCleﬁcanemzH: ¢ 24.03.2023 no 24.03.2024
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[laTa BblAaum 3akNi04EeHMA 0 KavecTee 24.08.2023
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