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NueH3ns MuHucTepcrsa MpombiwneHHocTH U Toprosaun PO Ne 00072-NC

CepTuduKaT Kavectsa cepun Ne 3693 ot 18.04.2023

NamoTpuaKuH, Tabnetku 25mr

TOProBOe HauMeHOoBaHKe NeKapCTBEHHOro NPenapaTa, ekapcreerHan Gopma, 403MPOBKa
PeructpauunorHoe yaoctosepexue J1M-004076

Homep cepum
Jara Hayana npov3BoacTBea
Konuyectso

AHan13 BbINOJIHEH MO HOPMATUBHOMY LLOKYMEHTY

020423
04.04.2023
7135 ynakoBoK

JM-004076-160117, U3m.Nel

HavmeHoBaHWe Noxkasatens

MeToa KOHTPOAA
HopmaTtuBHOe 3Ha4yeHue

Pe3ynsTaT KOHTPOAA

EAMHMYHAR HenaeHTMdULMPOBaHHaA NpUMech — He Bonee
0,2%,

OnwucaHue BusvanbHbli
Kpyrable naockouunuHapuyeckue Tabnetku 6Henoro uau Kpyrabie nNoCKoUMAMHAPUYECKUE
Benoro ¢ enTosaThiM OTTEHKOM LBETa ¢ PUCKOM € OaHOM TabneTkm Benoro LBeTa C pUCKOW ¢
CTOPOHBI 1 PacKamu C ABYX CTOPOH. OQHOM CTOPOHBI M hacKkamu ¢ ABYX
CTOPOH.
MooAMHHOCTL B3XX
Bpems yOoepMuBaHMA OCHOBHOrO MUKa Ha xpomartorpamme
UCMLITYEMOTO PacTBOPa A0/MKHO COOTBETCTBOBaTh BPEMEHM CooTBeTCTBYET
VOEPMUBAHMA  OCHOBHOMO MMKa Ha  XpomaTtorpamme
pacTsopa CTaHA4apTHOro 06pasua NamoTpPUaMKUHE.
PacTsopeHune [ Xl Yd-cnektpodoTomeTpus
He meHee 75% (Q) CsH;ClzNs (namoTpuauHa) uepes 30 97 %
MUHYT.
PopacTBeHHble NpUMECH BIMKX
Mpumeck B — He Bonee 0,2%; 0,002 %
npumecs C— He 6onee 0,5%; 0,004 %

He o6Hapy®eHo

23,13 go 26,88 mr B Tabnetke.

Cymma npumeceit — He Bonee 0,8%. 0,006 %
0O4HOPOAHOCTE J03MPOBaHUA [ Xill

AV<15,0%. 7.7 %
KonunuectseHHoe cnpegeneHue BIXX

Coneprarme CgH7ClNs (namoTpuorkvba) fomxHO BbiTs OT 25,91 mr

MukpoBuonoruyeckan yucToTa
Ob6uwee yncno aspobHbIx
MUKPOOPraHM3moe 8 1 1;
06Lee YUCNO APOHKEBLIX 1
nnecHesbIX rpnboe 8 1r;
Escherichiacolis 1,

I'® Xl Kateropusa 3 A.

He Bonee 1-10° KOE / r/mn;

He Bosnee 1:102 KOE/ r/mn;
oTcyTcTeume B 1 r/mn.

MeHee 1-101KOE

Menee 1-10' KOE
OTcyTcTByeT

YnakosKa Mo 10, 25, 30, 50 TabneTok B KOHTypHyo fA4yeikosyio | Mo 30 Tabnetok B KOHTYpHON
YNakosKy W3 MAEHKWM MNOAUBMHUAXNOPUAHOW W GONbIM | AYEWMKOBOM  YNaKoBKE U3 NIGHKM
aNIOMUHUEBOMW NEYaTHOM NEKUPOBEHHOM. NOSMBUHUAXNOPUAHOM M donbru
Mo 10, 20, 30, 40, 50 uau 100 Ttabnetok B BaHKW W3 | a/NIOMUHWEBOM neyaTHOM
nonvatuneHTepedTanata AN8  JIEKSPCTBEHHLIX CPEACTB, | NakMpOBaHHOM.

YKYMOPEHHbLIE KPbLIWKaMK HABUHYMBEEMbLIMW C KOHTPOMEM | 1 KOHTYpHaA AYSMKOBAA YNaKoBKa
NEepBOro BCKPLITUA WM CUCTEMOW «HaXKaTb-MOBEPHYTLY M3 | BMecTe c MHCTPYKLMEN no
nonunponuieHa UK noAW3TUNEHA wunm BaHKu | MPUMEHEHUKIO NOMELLEHE B KaPTOHHYIO
NONWNPONMIEHOBLIE  ANR  NEKapCTBEHHbIX  CPEACTB, | YNakoBRy (nauky).

YKYNOPEHHbIE KPbIWKaMKM HaTArMBaeMbIMKM C KOHTPOAEM

MepBoro  BCKPLITWUR W3 MNOAMSTMAEHa, WAM  BaHku

NoAUNpPonuWAeHOBbIE  ANA  NIEKapCTBEHHLIX  CPEACTB,

YKYMOPEHHbIE KPbIWKEMW HATATMBAEMbBIMM C KOHTPOJEM

NepBOro BCKPbITWA U3 MONUITUIEHE BLICOKOTO AaBNeHus,

CsobogHoe npocTpascTeo B OaHKE 3aMo/fHAKT BaToM

MeAMLMHCKOM rMrpOCKOMMYECKoM.

Ha BaHKy HakneuBaloT 3TUKETKY H2 OCHOBE CaMoKNealleilcs

NNEHKK MAM 3TUKETKY U3 BYMaru STUKeTO4HOM, |

OpHy BaHky uam 1, 2, 3, 5 unu 10 KOHTYPHbIX AYeRKOBbIX

YNaKoBOK BMECTE C  WHCTPYKUMEH Mo npuMeHeHUIo

NOMELLRIOT B KAPTOHHYIO YNaKoBKY (nauky).

Mapkuposka Ha KoHTYpHOW A4elikoBOM ynakoBke (Bauctepe) ykazbisaioT | Ha KOHTYpHOM AYEHKOBOW ynakoske
TOpProsoe HaUMEHOB3aHWE JleKapcTeeHHOro npenapata | (6BaucTepe) yKa3aHo: Toprosoe
(coBnapaer ¢ MeMOyHapOAHBIM  HEMAaTEHTOBAHHBIM | HaumeHoBaHue NEKapCTBeHHOro

Odoomneno: Benosa H.C.

Crpanuua: 1 w32
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HaUMEHOBAHWEM), AeKapcTBeHHyl dopmy, [O03MPOBKY,
HaumeHoBaHWe oepsaTens PerucTpaLMoHHoro
YOOCTOBEPEHMA M HauMeHOBaHWe  npou3sBoaMTens
NeKapcTBEHHOrO Mpenapata, HOMep Cepuu (BKAYaKoLLMA
MECAL, W rog MpPOM3BOACTBa), AaTy WUCTEYEHMA CpOKa
rogHocTM (Mecal 1 roa).

Ha aTukeTKe BaHKu yKa3bIBaOT TOProBOE HaMMeHOoBaHue
NeKapcTBeHHOro npenapara (CosnaaaeT ¢ MeXAYHaPOAHbLIM
HENaTeHTOBaHHLIM  HaMMEHOBAHWEeM),  JIEKaPCTBEHHYIO
bopmy, no3mpoeky, KonuyecTso TabneTok 8 BaHke, cnocob
npymeHenuna: «[na  npuema BHYTPb», HAUMEHOBaHWe
fAeprartens PErucTPaLMoHHOro YAOCTOBEPEHNS "
HaWMEHOBaHWe NpoW3BOAMUTENA NEeKapCcTBeHHOro
npenapaTa, AOrOTUN NPOM3BOAMTENA W/MAM  norotvn
3aKa34yuka, Papm-Kom, HOMEp Cepur (BRAKUAKWMI MecsaL 1
rof, NpoV3BOACTBA), AATY UCTEYEHUA CPOKA rOAHOCTH (ropeH
[0: Mecsl 1 roa).

Ha KapToHHOW ynakoBKe (nadyke) yKa3blBAKT TOProsoe
HaMMeHOBaHWe NeKapCTBEHHOrO npenaparta (coenagaer ¢
MEAYHapOAHbIM  HENaTEeHTOBaHHbLIM  HaWMEHOBaHWEM),
HaumeHoBaHue pepwarens PerucTpaLmMoHHOro
YAOCTOBEPEHMS WM HaMMEHOBaHWe  MPOM3BOAMTENS
NeKapcTBEHHOrO  npenapata, adpec  nNpoussoguTens
NEKapcTBEHHOro npenapaTa (cTpaHa, o6nacts, ropoa),
SNEKTPOHHLIM agpec W CaWT npou3BoaWTens, agpec
OepXatens perucTpaLMoHHOre YAOCTOBEpPEeHMA (cTpaHa),
NEKapPCTBEHHYD OPMY, [O3MPOBKY, KOAMYEcTso TabeToK B
ynakoske, WHPOPMaUMI0O © COCTaBE /IEKAPCTBEHHOro
npenapaTta (HaMmeHOBaHWe AeMCTBYIOLIErD BELWECTBa U ero
KOAWYECTBO, NEpeYeHb BCMOMOraTenbHbIX BEULeCTs), Homep
cepum (BKNKOYAIOWMIA MecAl M rof, npou3sBoacTea), Aaty
MCTEMEHWMA CPOKa rogHOCTM (rogeH [Jo: mecaly W rog),
YCNOBMA XpaHeHuAa, cnocob npumededua: «Jns npuema
BHYTPb», YCNOBWA OTMYCKA, HOMED DPEruMcTpaLMOHHOTO
YOOCTOBEPEHWS, JIOTOTMN NpPOM3BOAWMTENA W/WAWM NOTOTUN
3aKasumKa, Gapm-Ko4, WTPMXOBOW  KOA,  ABYMEPHLINA
WUTPMXOBOKM KOZ C MOAHOM WAM YACTUYHOM pacliMppPOBKOM
MHOOPMaLMKM, COOEPMaLEHca B ABYMEPHOM LWITPHUXOBOM
Koge uam 6e3 Hero, «CMOTPY MHCTRYKUMIO N0 NPUMEHEHKIO
(nucTok-BKAaabIW)», «He NPUMEHATE MO UCTEYEHWM CPOKa
rOAHOCTUY, «XpaHWTL B HEAOCTYNHOM ANA ASTEH MecTe.
[ononHWTeNsHO  Ha  KapTOHHOW  ynakoBKe  (nauxe)
aybnupyetcs TOProBoe HaWMEHOBaHME W [03UPOBKa C
MCNob30BaHWem wpudTa Bpains.

npenapata (coenapaer €
MeXAYHapoAHbIM  HENaTEHTOBaHHbLIM
HanMEHOBaHUEM), NeKapcTeeHHan
dopma, [03MPOBKA, HaUMEHOBaHMe

LepMaTena PEFUCTPALMOHHOIo
YAOCTOBEPEHWA W HauMeHoBaHMe
npovssogmTens NEeKapCTBEHHOro
npenaparta, HOMEp cepun

(BKAtOYaOLLMIA meca " roa
NpoOu3BOACTBA), AaTa MCTEYEHWA CpoKa
ro4HOCTM (Mecau, v roa).

Ha KapToHHOM ynakoBske (mauke)
YKa3aHo: TOProsBoe HauMeHoBaHMe
NeKapCTBEHHOrO 7 npenapara
(cosnagaet (3 MEXAYHAPOAHEIM
HENaTeHTOBaHHLIM HaWMMeHOBaHWem),
HauMeHoBaHKe Aepwarens
PerMcTPaLMOHHOrO YAOCTOBEPEHMA W

HaumeHoBaHue npov3BoAUTENA
NEeKapCcTBEHHOrO  npenapata, agpec
npov3soauTena NEKapCTBEHHOMO

npenapata (cTtpaHa, obnacts, ropog),
3NEKTPOHHbBIN aapec “ canT
npouseoguTens, aapec gepxartens
perncTpaumoHHoro YO0CTOBepeHua
(ctpana),  nexkapcTeeHHas  popma,
0O3MPOBKA, KoawWyecTBo Tabnetok 8
yrnakosxe, wuHdbopmaura o coctase
NIeKapCTBEHHOrO npenapara
(HaumeHoBaHMe OENCTBYIOWEro
BeLLECTBa W ero KoONKM4ecTBo, Nepe4yeHs
BCNomoraTenbHbIX BELLLECTB), HoMmep
cepuu (BrMoualoOWMi mecay, u rog
Npou3BOACTBA), AATa MCTEYEHUA CPOKa
roAHOCTM (rogeH oo mecay u rod),

ycnosus XpaHeHus, cnocob
npumMmeHeHua: «lna npuema BHYTPb»,
ycnosua OTNYCKa, Homep
PerncTPaLMoHHOrO  YAOCTOBEPEHMS,
NOTOTUN  NpoM3BOAMTENA, Gapm-Kog,
LWUTPUXOBOM KOA, LBYMEDHbBIN
WTPMXOBOM  KOZ, € YacTU4HOM
pacwudpoBKoi nHbopmaLmy,
conepallenca B OBYMEpHOM
LWITPMXOBOM Koge, «CmoTpm

MHCTPYKLMIO MO NPUMEHEHUIO (NUCTOK-
BKNagbiw)», «He npumeHaTs no
UCTEYEHMM CPOKA FTOAHOCTUY, «XPaHWUTh
B HEAOCTYNHOM 44 AeTel mecTen,
[ononHuTensHO Ha K2pTOHHCM
ynakoske (nauke) npomyBAKpOBaHbI
TOProBOE HAMMEHOBAHME M A03MPOBKE
€ MCNOAb30BaHMem wpndTa bpaiina.

XpaHeHue

Mpu TemnepaType He Bblwe 25 °C.

CpoK rogHocTn

3 ropa

\ logeH po: 03/2026

3aknwoueHue: _c_‘_j_q_ts__ma_s@‘r/ He cooTeeTcTeyeT Tpebosanuam Jf1M-004076-160117, U3m.Nel

Odoomieno: benosa H.C.
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