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TAPMALERTMKA

CeptuduKkaT Kayectsa cepuu Ne 9505 ot 06.10.2023

MetdopmuH JIoHr, TabneTku ¢ NPoNOHIMPOBaHHbIM BbicBoboxaeHuem 750 mr
TOProBoe HaMMEHOBAHWME NeKapcTBEHHOIO NpenapaTta, NieKapcTeeHHaRA ¢UPME, A03MpOBKa

PernctpaloHHoe yaocTosepenue J1M-005288

Homep cepuu 130923

[aTta Havyana npor3soncTsa 20.09.2023

Konuuecteo 4276 ynakoBoK

AHaNU3 BLINONHEH MO HOPMAaTUBHOMY AOKYMEHTY NMN-005288-040322, uam.Nel

MeTon KOHTPONA

HaumeHoBaHWe nokasaTens
HUpMHTM BHO®@ 3Ha4yeHue

PesynbTaT KOHTpOAA

OnucaHue OpraHonenTUYecKui
OBanbHble ABOAKOBbINYKAbIE Tabnetku benoro wau OsanbHbie ABOAKOBbINYKAbIE TaBneTKu
nout 6enoro UBeTa C PWUCKOW C OFHOW CTOPOHBLI, Henoro UBeTa C PUCKOM C OAHOW CTOPCHBI,
npakTudecky 6es sanaxa. npakTudecky bes 3anaxa.
NopAurHHOCTL BIHKX
Bpems  YOGPKWMBaHWA  OCHOBHOMO  NWKa  Ha
Xpomarorpamme MCMbITYEMOro pacTsopa,
MPUrOTOBAEHHOMO ans KOMWYECTBEHHOTO CooTBeTCTBYET

onpeaeneHua, AOMKHO COOTBETCTBOBATb BPEMEHW
YAEPHMBaHUA OCHOBHOTG NWKA HAa Xpomatorpamme
CTaHAapTHOrO PacTBopa.

Pactsoperue [P PO, VO-cnekTpodboTOMETPUA
071 22 Ao 42 % C4H11Ns-HCl (meTdopmuHa 35%
ruapoxnopuaa) vyepes 14,
Ot 49 no 69 % C4H11Ns-HCl (meTdopmuna 55 %
rMapoxnopuaa) yepes 3 4.
He meHee 85 % CqHyaNs-HCI (MeThopmuHa 94 %
rugpoxnopuaa) yepes 104,

PoacTteeHHble npumecu BaHX
MetdopmuHa npumecs A — He 6onee 0,02 %; 0,003 %
EOMHWMYHAA HEeMOEeHTMPULMPOBAHHAA NPUMECt — HE
Bonee 0,1 %; He o6HapyeHo
Cymma npumeceid — He Gonee 0,6 %. 0,003 %

O[HOPOAHOCTL A03MPOBaHMA [P PO, cnocob 2
AV £ 15%. 2,1%

KonuuyecrseHHoe onpegeneHue BaXX
0T 675,0 mr a0 825,0 mr C4H11Ns-HCl (meTdopmuHa

734,2 mr

rUAPOXNOPUAE), CYUTanA Ha CPRAHIO Mmaccy TabneTku.

Murpobuonoruyeckas yucrota Kateropua 3A

O6uiee yncno aspobHbIx

MWKpOOPraHusMoB B 1T; He Bonee 1-10° KOE/ r/mn; Menee 1-10*KOE

OfLee YMCNO APOHIKEBbLIX U MASCHEBbIX

rpubos B 1T He 6onee 1:10%2 KOE/ r/mn; Menee 1:10'KOE

Escherichia colis 1. oTcyTcTBMe B 1 /M. OTcyTcryer

YrnaKkoBKka Mo 3, 5 10 Tabnetok B KOHTYpHYK Adeikosyio | Mo 60  TabnetoK B BaHke w3
VNaKOBKY M3 MASHKW MOAMBWMHMAXNOPWAHOW, aAvbo | nonuatuneHTepedTanarta, YKYMOpeHHYIo
NASHKK KPbIWKOW NOAMNPONMABHOBOW € CUCTEMON
AOAUBUHUAXAOPUAHON/NOAUBUHUAUAEHXNOPUAHON «HaMaTb-NOBEPHYTD.
1 GONbr aNIOMUHWEBOM Ne4aTHOW NaKUPOBAHHOM, CeobogHoe NpOCTPaHCTBO B8 BaHke
W no 3, 5, 10 TabneTok B KOHTYPHYK AYElKOBYIO | 3aMOJHEHo BaTol MeaULMHCKOW
YNakoBKy W3 maTepuana KOMBMHUPOBAHHOTO Ha | TUrPOCKOMNMHECKOMH.
OCHOBe donbru (TpexcnoiHbIM maTepwan, | Ha BaHKy HaKkneeHa ITUKETKA
BRNOYBKOLWMIA  antoMuHWeByio  Gonery, NAEHKY W3 | CaMOKAeAlanca.
OPWEHTMPOBAHHCTO nonvamuga, | OgHa 6aHKa BMECTE C MHCTPYKUWeHd no
NOAMBUHUIXNOPUAHYIO NAGHKY) " dOALMM | MEOMUMHCKOMY — MpUMEHEeHMo  (MCToK-
aNHOMUHWEBOI NeYaTHOM NaKUpOBaHHOMW. BK/34bll) NOMELLEHE B KAPTOHHYIO NadqKy.

Mm no 10, 20, 30, 40, 50, 60, 90, 100 uamn 120
TabneTok B BaHKy M3 noAM3TUNEHTepedTanata UM
6aHKy MOAMNPONUASHOBYH, YKYNOPEHHYK KPbLILUKON
W3 MOMM3TUIEHa BLICOKOTO A3BJEHWA C KOHTpoOaem
nepeoro BCKPBITUA uau KPBILUKO#H
NONUNPONMUNEHOBOW c CUCTEMOIA «HaMaTb-
NOBEPHYTE», MW KPLILKOW U3 MONMITUNGHA HU3KOTO
[A3BASHUA C KOHTPOAEM NEePBOro BCKPbITUA.
Lonyckaetca cBoBogHOe NpOCTPaHCTBO B OaHke
3aM0NHATL BaTON MEAMLMHCKOW.

Odoomneno: Benosa H.C. Crpannua: 1 u3 2
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NnueH3ns MuHucrepceraa NpombiwaeHHocTy 1 Toprosaum P® Ne 00072-1C

Ha BaHKy HaKNensaloT STUKETKY CAMOKNBALLYIOCA.

1, 2, 3, 6, 9, 10 vam 12 KOHTYpPHbIX AYEMKOBbLIX
YNaKoBOK MM OAHY BaHKy BMECTE C MHCTPYKLUMENR no
MEAMUMHCKOMY MPUMEHEHMIO  (MCTOK-BKA3AbIL)
NOMELLAIOT B KAPTOHHYIO MayKy.

MapKupoBKa

Ha KoHTypHOW AuelikoBoW ynakoske (6aucTepe)
YKa3blBaKOT Toprosoe HauMEHOBaHUe
NeKapCTBEHHOTO Mpenapata W MemayHapoaHoe
HEMaTeHTOBAaHHOE HaWMEHOBAHWUEe, NEeKaPCTBEHHYK
dopmy, A0O3MPOBKY, HaWMEHOBaHWE AepwaTens
PEruMcTPaLMOHHOrO YAOCTOBEPEHMA M HAMMEHOBaHUe
NpOM3BOAMTENR NIEKAPCTBEHHOIO NpenapaTta, Homep
cepum (BKAKOUAIOWMIA MECAL WM ros NpoM3BOACTBA),
ASTY UCTEYEHUA CPOKA rogHOCTM (Mecau, 1 roa).

Ha  3TMReTKe  BaMKM  YKasblBAOT  TOProsoe
HaMMEHOBAHWE  NEK3apPCTBEHHOro  npenapata W
MEXAYHAPOAHOE HEenaTeHTOBAHHOE HAaWMEHOBaHUe,
NIEKapCTBeHHY  QOpMY, AO3MPOBKY, KOJU4ECTBO
Tabnetok B 6GaHKke, cnocob npwumeHeHua: «Ona
npuema  BHYTPb», HaWMeHOBaHWe  Aeparens
pEFHL‘I’paLI‘VIOHHOFCI V,D,OCFDBEPEHMH 1 HaMMEeHOBaHWe
NPOM3BOAMTENR NEKAPCTBEHHOTO NpenapaTa, noroTvun
NpPOU3BOAWTENS, bapm-kog, Homep cepuu
(BKNtOYEIOWMIA MecAL, M rof4 NPOM3BOACTBAE), AaTy
UCTEYEHWA CPOKa FOAHOCTM (rofeH A0: MECALL v roa).
Ha KapTOHHOM yNakoBKe (MadKe) yKa3biBakoT TOProsoe

HanmeHoBaHue NeKapcreeHHoro npenapara "
MexAyHapoaHOoe HenaTeHTOBaHHOE HauMeHOBaHue,
HanMeHoBaHue AepHaTens pPerucTpaLmoHHoro

YAOCTOBEPEHUA WM HAaMMEHOBAHME NpPOU3BOAMTENA
NeKapCTBEHHOTO npenapaTta, a4pec NpousBoguTEnA
NekapcTBeHHOro npenapara (crpaua, obnacts, ropoa),
3/IEKTRPOKHBIA 3Apec W CalT NPOM3BOAMTENR, afipec
OEPWaTens  PerucTpaumoHHOTO  YAO0CTOBEpEeHMA
(cTpaHa), nexapcTBeHHyl0  dopmy,  LO3MPOBKY,
KoAudecTeo TabneToK B yNakosKe, MHPOPMaUMIO O
COCT2Be JIEKaPCTBEHHOrO nNpenapaTa (HaumeHoBaHue
OESMCTBYIOLEro  BelecTBa . U ero  KOJMMYECTBO,
nepeyeHb BCMOMOTraTe/IbHbIX BELLECTB), HOMEP CepuM
(BKAtOYaOWMIK MecAlL, WM ro4 NPOM3BOACTBA), A4arty
WCTEYEHWA CPOKa roaHOCTH (rO4eH 40 MECAL, U rog),
YCNOBMA XpaHeHWsa, cnocob npwmeHeHua: «Ana

npuMema  BHYTPbY, YCNOBMA  OTMYCKA, HOMEp
PErmMcTPaLMOHHOro YAOCTGBEPEHMS, NoroTun
npoussogutens,  Gapm-Kod,  WTPMXOBOW  Kog,

OBYMEPHbIN WUTPUXOBOW KOA, C NONHOW MK YaCTUHHOM
pacwubpoBKoi  MHbOpMaLMK, Ccoaepalleica B
ABYMEPHOM LUTPUXOBOM Koge Mnm 6es Hero, «CmoTpu
WMHCTPYKUMIO MO MEAMUMHCKOMY  NPUMEHEHMEO
(nucTok-BrAagbiw)», «He NPUMEHATL NO WCTEYEHMM
CpoKa rofgHOCTM®, «XpaHWTb B HEAOCTYNHOM AR
A8Teln mecTen.

LONONHWTENBHO HA KapTOHHOM YynakoBKe (nmadke)
aybnupyeTca TOProBOE HEMMEHOBaHWE WU L03MPOBKa
C MCMoNb3oBaHwem wpudTa bpaiaa.

Ha aTukeTKe 6aHKkM YyK33aHO: TOprosoe
HalMMeHOBaHWE IBKAPCTBRHHOIO Npenapara u
MeMayHapoaHoe HEMaTeHTOBaKHHOE
HaWMEHOBaHMe, /EKapCTBEHHas  GOpMma,
£403WpoBKa, KonmvecTso Tabnetork B Bawdke,
cnocob npumeHeHua: «/lna NpUema BHyTpbY,

HaumeHoBaHue Aepmartens
DErucTpaLMoHHOro YAOCTOBEPeHMA n
HauMeHOoBaHue npoussoauTens
NEKapCTBEHHOTO npenapara, NOroTHn

npoussoauTend, apm-Kod, HOMep cepuu
(BKAKOMAKOLLMIA MECAL, U rog Npou3BOACTSa),
AaTa MCTeYEeHMA CPOKa roAHOCTM (rogeH oo:
mecaL 1 roa).

Ha KapTeHHOW ynaxkoBKe (navke) yKasaHo:
TOProsBoE HaWMEHOBaHWE JIEKapCTBEHHOro

npenapara " MeMayHapoaHoe
HENaTeHTOBaHHOE HaumeHoBaHue,
HavMeHoBaHue Aeparens
PerucTPaLMOHHOrO YAOCTOBEPEHMA "
HaumeHoBaHWe npou3BoAuTENA
NEKapCTBEHHOMO npenapara, agpec

NpoW3BOAMTENA NEKAPCTBEHHOrO npenapara
(cTpaHa, o06nacTb, TOPOA), 3ACKTPOHHLIM
appec M CaliT npou3BOAWTENA, aApec
LepwaTens pPerncTpaLmuoHHOro
YAOCTOBEPEHMA  (CTpaHa), JIeKapcTseHHas
¢dopma, A03MPOBKA, KoAu4ecTBo Tabnetox B
yNakoBKe, nHbopmaLma o cocrase
NEeKapcTBEHHOro NpenapaTa (HaumeHoBaHue
AENCTBYIOLLEro BELLeCTBa U ero KOAWYecTBo,
nepeyeHb  BCMOMOraTefbHbIX  BEWEecTs),
HOMEp Cepuu (BRAKYALWMIA MEeCAL ¥ T4
NpOW3BOACTBA), [4aTa MWCTEYeHMA  CpoKa
roAHOCTH (rofeH A0 Mecal W rog), ycnosua
xpaHenua, cnoceb npumeHenua:  «[na
npuema BHYTPb», YCNOBMA OTNYCKa, HOMED
PErMcTpauyMoHHOro YAOCTOBEPeHMA, NOroTvn
npoussoauTens, Gapm-Koa, WTPUXOBOM KoA,
OBYMEDHbIA WTPMXOBOM KOA € 4YacTUYHOM
pacwudposroM MHbOpMaLLMK,
CoOAepKalleinca B ABYMEPHOM LUTPUXOBOM
Koae, «CmoTpu MHCTPYKLMIO no
MEAMUWVHCKOMY  MPUMEHEHMID  (AMCTOK-
BKAaAbIW)», «He NpUMEHATL Mo ucTe4YeHun
CpOKa rogHoCTM», «XPaHWTb B HELOCTYMHOM
ANA AeTel mecTen.

JONONHUTENEHO Ha KapTOHHOW YNaKkoBKe
(nauke) npoaybanposanb TOprosoe
HauMeHOBaHMe " [03MpOBKa c
MCNONb30BaHWeM WpndTa bpainsa.

Cpok rogHocTH

3 roaa

FoneH ao: 08/2026

XpaHeHue

Mpu TemnepaTtype He Bblwe 25°C,

3aknoueHue: cooTsetcrayet/ He cooTseTcTayet TpebosaHuam JIN-005288-040322, U3m.Nel
(HeoBxoaMMOE NOOYEPKHYTS)

3am. HayansHMKa OKK no npovssoacray:

Odopmneno: Benosa H.C.
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