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OAPMALEBTMKA

CeptudmkaT Kayectsa cepun Ne 12135 o1 10.01.2022

Menokcukam, Tabnetku 15 mr

Gopma, Aoswnp
PerucrpauuoHHoe yaocrosepenue JICP-001946/09

Toprosoe pale, L

101221

22.12.2021

86730 ynakoBok
JICP-001946/09-230119, U3m.Nel

Homep cepuu

[ara Hauana npousBoACTBa

Konunuectso

AHa/113 BbINO/NHEH NO HOPM3TUBHOMY AOKYMEHTY

MeToa_KoHTpona

HaumeHoBaHue nokasarens
HopmartusHoe 3HayeHue

PesynbTaT KOHTpONA

Kpyrnsie nAoCKOUMAMHAPHYECKUE
TabneTKM CBETNO-HKEATOrO UBETA C YacKoM
¥ PUCKOM, MPUCYTCTBYET HE3HAYMTENLHAA
MpPamOpHOCT.

Onucaxue BusyanbHbiit
Kpyrasie nnockouuanHgprieckue TabnaeTtiu ot
CBET/IO-XENTOro [0 XeNTOro UBETA ¢ H3CcKoW v

PHCKOM, AONYCK3ETCA HE3H3YUTR/IbHAA MPAMOPHOCTL,

Y®-cnekrpodotomerpua

V¢4cnempbt MOrNOWeHUA UCNBITYEMOrO pacTeopa 1
pacteopa ctanaapTHoro o6pasua (CO) MenoKcukama s
obnactu ot 250 HM 40 400 HM A0MKHBI UMETb
MaKCUMYMbl NPU OAHOM W TOM e ANUHE BONHLI 2
HM,

BIXX

Bpemsa yaepmusaHua OCHOBHOIO NuKka Ha
XpOMaTtorpamme MCnbITYEMOrO PacTBOpPa A0/KHO
COOTBETCTBOBATL BPEMEHN YAEPIKUBAHUA OCHOBHOIO
N1Ka Ha XxpomaTtorpamme pactsopa CO MeNoKCUKama.

NopganHHOCTL

Cootsetcrayer

CootsetcTayet

PacteopeHue [® Xl , Y®-cnekTpodoTtomerpus

He meHee 75 % (Q) C14H13N3045, (menokcukama)
yepes 45 MuH.

100 %

PoacreeHHble npumech BIXX

Npumecs B (5-meTtuntuason-2-amun) — He 6onee 0,15
%.

EanHuyHan HenaeHTHPUUMPOBaHHaA NPUMECH — He
Gonee 0,2 %;

Cymma Bcex HemaeHTUOUUMPOBAHHBLIX NPUMECEH — He
Gosee 0,5 %.

0,005 %
He obHapymeHo

He o6HapyweHo

OfHOPOAHOCTL BO3UPOBaHMUA

[® Xl cnocob 1, Y®-cnektpodoromerpus

AV=15,0%. 8,9 %

KonuyecteeHHoe onpeneneHue BIMX
Copepranue CiaH13N304S; (MenoKcukama) aomiHO
6bits 0T 13,8 A0 16,1 Mr, CYUTAA Ha CPEAHIOKD maccy

Tabnetku.

14,7 mr

MuKpoBuonoruyeckas YUcToTa
O6uwee yncno aspobHbix
MHKPOOPraHMsmMoB 8 1 r;
O6uiee YUCNO APOHOKEBbIX K
nnecHessIx rpuboBe 1r;
Escherichiacolis 1r.

[P Xill, Kateropus 3 A.

He 6onee 1000 KOE; <10

He 6onee 100 KOE; <10
OTCYTCTBME. oTCcyTCTBYET

YnakosKka

Mo 10, 20, 30 TabneTok 8 KOWTYPHYIO AueiiKosyio
YN3KOBKY W3 NAEHKW NONMBUHMAXNOPMAHON M donbru
ANIOMWHWEBOW NEYaTHON NAKUPOBAHHOM.

Mo 10, 20, 30, 40, 50 wamn 100 Tabnetok B BaHKK U3
nonuaTuneHTepedTanaTa ANA NEKapPCTBEHHLIX CPeACTS
WAW NOAMNPONUABHOBLIE A/IA NIEKADCTBEHHBIX CPeLCTs
YKYNOPEHHbIE KPBIWKAMK M3 MOAUITUAEHE BbLICOKOrO
A3BAGHMA C KOHTPOJIEM MEPBOro BCKPBLITMA WMAM
KPbilUKAMW  MOAMNPONWABHOBBIMM € CHCTEMOW
«HAKATL-NOBEPHYTLY UK KPbILWKaMKU U3 NOAUITUEH
HWU3KOrO AABNEHUA C KOHTPONEM NEPBOro BCKPbITUA.
CeoboaHoe npocTpaHcTBo B8 GaHKe 3anONHAIT BaTOM
MEMLUMHCKON MMIPOCKONUYECKORN.

Ha BaHKky HakNeMBAIOT STMKETKY CaMOKNEALLYIOCA.
Opny Gauky wam 1, 2, 3, 4, 5 uam 10 KOHTYPHbIX
AYEIKOBLIX YNaKOBOK BMECTE ¢ MHCTPyKuued no
NPUMEHEHMIO TNOMELAOT B  KAPTOHHYIO YNaKoBKy

Mo 10 TabnetoK B KOHTYpHOIH A4eiKOBON
ynakoske W3 NAeHKK
NOAUBHHWUAXAOPHUAHOMN “ donbru
a/1OMUHWMEBOIA NEYATHOM NaKUPOBAHHOM.
2 KOHTYpHblE AYEKOBbIE YNaKOBKM
BMECTE C MHCTPYKUAEH NO NPUMEHEHMIO
NOMEUEHbl B  KapTOHHYIO  YN3aKOBKY
(nauky).

Odonmaneno: wikenen no cenmuhukamau Ciknan A R

Crnauuna 1wz ?
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CAPHALIEBTHKA
(nauky).
MapKkuposka Ha HOHTYpHOW A4efiKOBOM ynakoske (6nucTepe) | Ha KoOHTYpHO# Auelikosoii  ynakoske

YKasbiBaloT TOProsoe HauMEHOBaHWe /IeKapcTBEHHOTO
npenapata  (coBnag@eT ¢ MEeMAyHapoaHbIM
HEMAaTeHTOBAHHLIM HaUMEHOBAHUEM), NEKAPCTBEHHYIO
dopmy, [AO3MPOBKY, HaUMEHOBaHWe [epHaTens
PErucTpauMOHHOrO YAOCTOBEPEHMA M HaMMEHOBaHKUe
NPOM3BOAMTENR NEKaPCTBEHHOTO npenapata, Homep
cepuu (BKNIOYAIOWMIA Mecal W rog npou3BoacTBa),
AATy UCTEYEHMA CPOKa FOQHOCTH (MecAL, W rog).

Ha  3Twketke  GaHKM  yKasbiBalOT  Toprosoe
HaWMEHOBaHue NEeKapCTBEHHOrO npenapara
(cosnagaeT ¢ MexayHapoaHbIM HenaTeHTOBaHHLIM
HaWMeHOBaHUEM), /IeKapCTBEHHYI0 dopmy,

[03MpOBKY, Konmuectso Tabnetok B BaHke, cnocob
MPUMEHEHMA: «[1A NpUMema BHYTPbL», HaUMEHOBaHue
AepwaTens pPerucTpauMoHHOrO YAOCTOBEPeHWA W
HaUMEHOBaHWe  NPOM3BOAMTENA  /IeKAaPCTBEHHOIO
npenapara, fOroTMN NPOM3BOAUTENA W/WMAKM NOroTMN
33Ka3yuka, Gapm-Kon, HOMEp cepuu (BKAKOY3IOWLMIA
MECAL, 1 rof NPOM3BOACTBA), 4aTy UCTEYEHMA CpOKa
rogHOCTH (rogeH A0: MECAL, v roa).

Ha kapToHHOii ynakoske (nayke) ykasbiBaloT TOprosoe
HaumeHoBaHue NEKAPCTBEHHOTO npenaparta
(coBnagaeT ¢ MeQyHapOAHLIM HENaTEeHTOBAHHBIM
HauMeHoBaHWem), HaumeHOoBaHMe pepwarena
PerucTpayMoHHoOro  yaoctosepeHus (cosnagaer ©
HaumeHoBaHUem npoussoaurens), appec
npoussoauTens NeKapcTBEHHOro npenapara
(coBnapaet ¢ agpecom Aepartens perucTpaLMoHHOTO
YAOCTOBEPEHUA) (cTpana, obnactb, ropoa),
INGKTPOHHLIM  agpec WM CauT  NPOW3BOAWTENA,
NeKapcTBeHHyl  GOopMy, [03MPOBKY, KOAMYECTBO
Tabnetok 8 ynakoske, WHdOpMauuio © cocTase

NIEKapPCTBEHHOTO npenaparta (HaumeHoBaHMe
AeNCTBYIOWErO BELECTBA U 0 KOAMYECTBO, NepeyeHb
BCMOMOTaTeNbHbIX  BEWECTB),  Homep  cepum

(BrMlovalowmin mecay, u roa npowssoacTsa), Aaty
MCTEYEHWA CPOKa rofHOCTH (rOAeH A0: Mecal M rog),
ycnosva xpaHenus, cnocob npumenenua: «[ns
npuema  BHYTPb»,  YCNOBMA  OTNYCKA, HOMEp
PErucTpaumMoHHOro YAOCTOBEPEHUA, norotun
NPOM3BOAMTENA WM/WUAKM NOTOTMN 3aKasuuka, hapm-koa,
WTPMXOBOW KOA, OBYMEPHLIM WTPUXOBOW Kog C
NO/IHOW MK YACTUMHOI pacluMdpoBKoil MHPOpMaLMK,
coAepaleiica 8 ABYMEPHOM LUTPUXOBOM KoZe Wau
6ea Hero, «CMOTPM MHCTPYKUMIO MO MPUMEHEHMIO
(nucTok-BRNaABIW)», «HE NPUMEHATL MO WCTEYEHMM
CPOKa ro4HOCTU», «XPaHWTb B HELOCTYNHOM AAR
heten mecren,

flononHuTeNbHO Ha KAPTOHHOM ynakoBKe (nayke)
AY6AnpyeTcA TOProsoe HaMMEHOBaHME M [O3MPOBKA C
ucnonblosakuem wpudra bpainna.

(6aucrepe) YKa3aHo: TOprosoe
HauMeHoBaHWe NeKapcTBeHHOro
npenapara (coBnagaet c
MEXAYHAPOAHbLIM HENaTeHTOBaHHbIM

HaMMEHOBaHWEM), IeKapcTeeHHan Gpopma,
[03MPOBK3, HaUMEHOBaHME AepHaTens
PerucTpauMoHHOTO  YAOCTOBEPEHMA W

HaumeHoBaHKue npoussoauTens
/IeKapCTBEHHOIO Npenapara, HoMep cepuu
(BrNKOYaIOWMA mecay n rog,

NpoW3BOACTBA), [aTa MCTEYEHMA CPOKa
roAHOCTM (Mecaly v rog).

Ha KapTOHHOW YynakoBske (nauxe) ykasaHo:
TOProBOE HalMEHOBAHWE IEKaPCTBEHHOTO

npenapara (coenagaer c
MeXyHapoaHbIM HENaTeHTOBaHHbLIM
HauMeHOBaH1em), HauMEeHOBaHue
AepKarens PerucTpauMoHHOro
yAoCTOBEepeHUA (coBnapaer c
HaMMEHOBaHUEM MpPOW3BOAWTENRA), aapec
npoussoauTens NeKapcTBEeHHOro
npenapata (coenagaer Cc  aapecom
AepwaTens PerucTpaumoHHoro
yAoctosepenun) (cTpaHa, o6aacts, ropog),
3/1eKTPOHHbIH agpec ] CanT

NPOv3BOAMTENA, JieKapcTBeHHan ¢opma,
AO3MPOBKA, KOAMYecTBO Tabnetok B
ynakoske, wuHpopmaums © cocTase

NeKapcTeeHHOro npenapara
(HaumeHOBaHMe feficTBYIOWEro BEWecTsa
“u ero KONKUYeCTBso, nepeyeHb

BCNOMOraTenbHbiX  BEWECTB),  Homep
cepum (Brmovalowmii mecay W rog
NPOM3BOACTBA), A3Ta WCTEYEHWA CpPOKa
rogHocTM {rogeH po: mecay M rog),
YCNOBUA XpaHeHus, cnocob npumeHeHus:
«[na npuema BHYTPb», YCAOBUA OTNYCKa,
HOMep PerncTpaumMoHHOro
YOOCTOBEPEHWUA, NOrOTUN MPOU3BOAMUTENR,
bapm-koa, WTPUXOBOW KoL, ABYMEpHbIH
WTPUXOBOH Kog, c 4aCTUYHOH
pacwupoBKOn MHOOPMALMHK,
coAepHaleica B ABYMEPHOM LTPUXOBOM
Kopne, «CmoTpu VMHCTPYKUMIO no
NPUMEHEHUIO (NUCTOK-BKNagbIw)», «He
NPUMEHATL MO WCTRYEHMM  CPOKa
roAHOCTHY», «XPaHUTL B HEQOCTYNHOM ANA
OeTen mecte»,

LononHWTeNnsHO Ha KapTOHHOW YNaKOBKe
(nauke) npoay6auposaHo  Toprosoe
HauMeHoBaHHe W [03MPOBKa C
MCNO/Ib30BaHMeM WpudTa Bpaina.

CpoK rogHocti

3 roga

lopex go: 11/2024

XpakeHue

B 3awMLeHHOM OT CBETa MeCTe Npu Temnepatype He Bbiwe 25 °C.

3aKnio4eHme: COOTBETCTBYET/He cooTBETCTBYET TpeboBaHuam JICP-001946/09-230119, Mam.Nel
T [MeoBxoanmoe nosNepKHyTs)

HavanbHuk OKK

Odonunenn umweuen na cenruhuvanuu Cenan A R

="~ [KupunuHa N.0.

Mvmarmaa: D ws 9
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