000 «Tepa»

Poccus, Sipocaasckas 06a., r. fApocaaBab, ya. 1-a Texuonornveckas, a. 20

te\ﬁa JIMuen3us Ha ocyllecTBJIeHHe IPOH3BOACTEA JIeKAPCTBEHHBIX cpencte Ne 00081-JIC ot 23 mapTa 2018 roga
3ax/10uenne 0 COOTEETCTBHH NPOUIBOANTENS JIEKAPCTEEHHbIX CPEACTB A1 MEIHUMHCKOT0 NPUMEHeRus

TpeSoBanuam Ipapua Hanaeskaineii MpoU3BOACTBeHHOI npakThku Ne GMP-0067-000251/18 ot 29 mapra 2018 r

TOpl"OBOC HaHMCHOBaHUC

JICKapCTBEHHOI'O IIpeIapara,

nex. ¢popMma, T03MpPOBKa

Howmep perucrpanuonnoro
YAOCTOBEpEHUS

IIponsBoauTents (Bee cragun

IPOM3BOJICTBA), B T.4.

BBIHYCKaIOHII/Iﬁ KOHTPOJIb Ka4€CTBa

Howmep cepun

O6wem cepun

Jata nmpousBoacTBa
Cpok rogHocTH
CyOctanuus/SAP cepus/

IIponzBoauTens cybcTaHmm

Hata noctymienus npoOsI
PexBu3UTH HOpMATHBHOM

ITACITOPT Ne 23/20
oT «03» derpans 2020 r.

Amuinoganun-TeBa, TabaeTkH, 5 Mr Ne30

JICP-005772/10 ot 23.06.2010 (nara BHeCEHHs H3MEHEHHIH B
PETHCTPAllHOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOTO TIpenapara

31.10.2018 )

00O «Teay, Poccus (150066, SIpocnasckad 061acTs,

r. SIpocnasis, yu. 1-1 Texnomoruueckas, 1. 20)

40120

19 247 ynakoBok

01.2020

01.2025

AmomunuHa 0e3unat/600329/

IOnuxkem Jlaboparopus Jlumuren, Uumus

22.01.2020

JICP-005772/10-110518 ¢ uam. Nel

JOKYMEHTAIH
e HauMenoBanue Tpebopanns HIT JICP-005772/10-110518 .
i/ Pe3ynbTaTs! nenbiTaHmis

0 HIOKa3aTels ¢ u3M Nel

1. | Onucanue

TabneTku 5 mMr

Kpyrneie  nBOsKOBBMIYKIBIE — TabneTkwm
b6enoro mnsera. Ha oxmoit u3 cropon
rpaBupoBka «AB 5». Jlpyras cropoHa
riagKas.

CootBeTcTBYyET

TTommeHOCTE

~aMJIOTUIIHH

-6en3oncynshoHoBas
KHcnoTa (6e3unar-uoH)

Bpems yaepxuBaHMS OCHOBHOIO ITHKa Ha
XpoMaTorpaMMe HKCIBITYEMOIO pacTBOpa,
IIPATOTOBJIEHHOTO JUISI KOJMYECTBEHHOIO
OIIpENiENICHHs, MAOJDKHO COOTBETCTBOBATH
BPEMEHH YJIEP>KUBAHKH OCHOBHOTO ITHKA Ha
XpOMaTOrpaMMe CTaHJapTHOTO pacTBOpa.

CootBercTByeT

OCHOBHOE HATHO Ha XpoMaTorpamMme
HCHEITYEMOIO pacTsopa IO IIOJOXKEHHIO,
HHTEHCHBHOCTH OKpacku B Y®-cBeTe H
BEIMYHHE  JODKHO  COOTBETCTBOBAThH
OCHOBHOMY IIATHY Ha XpoMaTrorpamme
CTaHAApPTHOTO PacTBOPA.

CootBeTCcTBYET

Bpemsa ynepxuBaHHS OCHOBHOTO ITHKa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBopa
JIOTDKHO COOTBETCTBOBATH BpEMEHHN
YOSpXKWBAaHUA  OCHOBHOTO THKa Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
0eH30M1CcyIb(POHOBON KHCITOTHL.

CoorBeTcTBYET
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000 «TeBa»

Poccus, Apocaapckas o6a., r. Apocaapab, ya. 1-a Texnonorndeckas, a. 20

teVO JlMueH3us Ha OCYIECTBAEHHE NPOMU3BOACTBA JeKapcTBeHHBIX cpeacts Ne 00081-JIC ot 23 mapTta 2018 roaa
3akawueHne 0 COOTBETCTBHN NPoU3BOANTENA JIEKAPCTBCHHBIX CPEACTB A7 MEAUIIMHCKOr0 NPHMEHEHHA
TpeGopanuaM Ipasui Hagexaleii npoussoacTeenHoil npakTuku Ne GMP-0067-000251/18 ot 29 mapTa 2018 r
Ne
HaumenoBanue Tpe6osanus HJT JICP-005772/10-110518 .
1/ Pe3ynpTarsl ncnpTanui
o oKa3aTess ¢ u3M Nel
He menee 70 % (Q) oT 3asgBiueHHOrO
3. | PactBopenne KOJIMYECTBA aMJIOJMIINHA JOIDKHO IIEpeHTH 90 %
B pacTBOp uepes 45 MuH.

4. | Bona He 6onee 6,0 %. 2,92 %
[Ipumeck D — e 6onee 1,0 %; Memnee 0,05 %
eIMHUYIHAS UJIEHTA(UIIMPOBAHHAS HPHUMEChH

. . o urup p Memnee 0,05 %
— He 6onee 0,3 %;
5. | PomcrBenHbie IpUMeECH | enpHUYHAS HeHEHTHPUIMPOBAHHAS 0
o Mesnee 0,05 %
npumech — He 6onee 0,2 %;
cymma npumeceit (kpome npumecu D) — e
yMMa by (kpome mp ) Mesee 0,05 %
6oiee 0,5 %.
Kpurepnii npuemnemocti (AV) nis
10 Tabnerox <L1 %, AV gz 30 Tabnetox
6 OxHOPOAHOCTH <L1 %, conepxxanne JeHCTBYIOIIETO 28
" | mo3upoBaHUA BEIMIECTBA B KAKJIOH TabJIeTKe NOJKHO ’
ovrTh He MeHee ueM (1 — L2 x 0,01) M u ve
6omnee weMm (1 + L2 x 0,01) M.
Obmee wumcno adpo0HBIX MHKPOOPTaHM3MOB
(TAMC) - ne 6onee 10> KOE/T.
MUKDOBHO IO IECKas O6uiee 4YHCIO OPOMOKEBBIX H IUIECHEBBIX
7. P rpu6os (TYMC) — He 6onee 102 KOE/r. CooTBeTCTBYET
YUCTOTa . i
Escherichia coli — orcyrctBre B 1 T.
HIH
Kareropus 3A.
3 KomugecTtBernHoe Or 95,0 mo 1050 % ot 3agBICHHOrO 992 9%
. 0
oTIpe/ieieHue KOJIMYECTBA aMJIOTUTTHHA ’
Ilo 10 Tabnerok B 6nuctep
ITo 10 Tabnerox B 6nucTep U3 HHGHKI:I’ 3 ek TBX/TIBJIX u
IIBX/TIBJIX u ¢onbru aJroMUHUEBOM. OBIH AMIOMHUHKEBOI.
9. | Ymakoska Tabnetku 5 mr: mo 1 wm 3 Gimcrepa B 3 6mactepa B mauKy
MauKy KAPTOHHYIO BMECTE C HHCTPYKIHEH KapTOHHYI0 BM;"TG ¢
HMHCTpYKIHEH o
10 IPUMEHEHMIO. sim—
10.| MapxupoBka B cootrercteuu ¢ H/. CootBerciByer

XpaHeHHe: XpaHUTh IIPH TeMIepaType He Brlme 25°C.

3axmoueHue: AMIO/HINH-]1eBa TAOJETKH 5 MT 40120 coomgemcmaeyem
HAHMEHOBAHMNE Mpenapara, HOMEp cepHu SAP  COOTBETCTBYET/HE COOTBETCTBYET
tpedoBarusm HJ1 JICP-005772/10-110518 ¢ u3m. Nel.
Homep HJL
PykoBoauTes A';F N J{MD[
aHAINTHYECKOM 1abopaTpRiin: He 03.02.2020 r
4 (moamKck) (nara)
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