000 «TeBa»

Pocens, SIpocnapckasn o6a., r. SIpocnasib, yi. 1-a Texnonornyeckas, a. 20

teVG JInueH3ys Ha oCyLIeCTB/IeHHE IPOU3BOJACTEA JIeKapeTBeHHBIX cpeacts Ne 00081-JIC ot 23 mapta 2018 roaa
3aKA1049€HHE 0 COOTBETCTBHH NPOH3BOAHTE/S JEKAPCTBEHHbIX CPEACTB A1l MEAHLHHCKOTO PUMeHeHus

TpeGoBanuam llpaBu nagaexameit npoussoacTeeHHoi npakTukn Ne GMP-0067-000251/18 ot 29 mapra 2018 ¢

HACIIOPT Ne 558/19
oT «16» nexabps 2019 r.

ToproBoe HaHMEHOBaHUE
JIEKapCTBEHHOTO IIpemapara, JuyBep (Topacemun), Tabnerku 5 mr Ne20
jek. popma, 103MpoBKa

JIC-001027 or 31.08.2010 (mata BHeCCHHS M3MCHEHMI B

Howmep perucrpanuonnoro
PETUCTPAalHOHHOE YAOCTOBEPEHHE JIEKaPCTBEHHOTO IIpenapaTa

YAIOCTOBEPEHHA 28.04.2018 1)

ITpousBoauTens (Bce CTaauu 00O «Tea», Poccus (150066, SIpocnasckas 061acTs,

IPOM3BO/ICTBA) T. Slpocnaeis, yi. 1-a Texnomoruueckas, 1. 20)

Howmep cepun 611119

Ob61eMm cepun 72 729 ym.

Jara npousBojacTBa 11.2019

Cpox rogaocti 11.2022

Cy6crannus/SAP cepus/ Topacemun/600443/ IlimiBa XpBarcka 11.0.0., PeciyGimuka

IIPOM3BOIUTEINE CyOCTAHITHH XopBatus

Hata nocrymnenus npoOsr 27.11.2019

PeKBHSHTE HOpMATHBHOH JIC-001027-280418 ¢ w3 Nel

JOKYMEHTAIHH

HJ\}.Q Hanverosaiive TpeGoranus JIC-001027-280418 ¢ m3m. Nel Pe3ynbTaTel HCHBITAHHIA
I TIOKa3arTeyda

Jlo3upoBka 5 Mr
besneie WIH OYTH Genble  Kpyriible
1. | Onucanue JIBOSKOBBIITYKJIbIE TabJI€TKU ¢ (ackoif, ¢ pHucKoit CootsercTBYeET
Ha OAHOH CTOpOHE U TIpaBUpPOBKOH «915» Ha
JIpyro# cTopoHe.

Bpemsa ynepxuBaHHS OCHOBHOTO IHKa Ha
XpOMATO-TPaMM€e HCIIBITYEMOTO PacTBOPa AOJDKHO
2. | IlognaHHOCTE COOTBETCTBOBATH BpPEMEHH YAepKUBaHHUS CootBeTcTBYET
OCHOBHOT'O MHKa Ha XpoMaTorpamMmme
CTaHJIapTHOTO PacTBOpa TOpaceMH/Ia.

He wmeree 75 % (Q) ot 3asBieHHOro

3. | PactBOpenue KOJIIY€CTBa TopaceMuaa JOJDKHO 102 %
pacTBOpUTECS Yepe3 30 MuH.
IIpumect R-1 — ne 6omee 0,2 %o; ) MgHee 0,05 %
ITpumecek R-2 — ne 6onee 0,3 %; 0,24 %
4 PoxacrBeHHEBIE T 5 YT 007
* | apavecn ecneLuuMpyeMas pumech — He Gotee 0,1 Y%; ,03 %
Cymma mpumeceit (kpome npumeceii R-3 u R-6) — 0.32 %

He 6onee 0,6 %.

Kpurepnii npuemnemoctd (AV) ana 10 Ttabnerok

<L1 %.
OZHOPOZHOCTH Kpurepuii npuemnemoct (AV) mma 30 Tabnerox
5. < L1 %; copepxaHHe AEHCTBYIOIETO BEINECTBA B 3,3
AO3UPOBaHUA Kaxaoil TableTke MOMKHO OBITH HE MEHEE HeM
1 - L2x0,01) M wu He Oomee deMm

(1+12x0,01) M.
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000 «TeBa»n
Poccusi, SIpocnaeckas 06.1., r. SIpocnasas, yia. 1-a Texnonorudeckasn, . 20
te\ﬁd JluneHsusi Ha ocyllecTBIEHUE IPOM3BOACTRA JeKapcTBeHHbIX cpeners Nt 00081-JIC ot 23 mapTa 2018 roaa
3ak/04eHHe O COOTBETCTBHH NpPOMU3BOAUTEA JIEKAPDCTBECHHLIX CPEICTB A1 MeAHUHHCKOro NMPHMEHEHHUHA
TpeGosannam IIpaBuT HaadekaLueil NPoM3BoOACTBEHHON npakTHKH Noe GMP-0067-000251/18 ot 29 mapTa 2018 r
No HammenoBaHue "
Tpe6osanus JIC-001027-280418 ¢ m3Mm. Nel Pe3ynbTaThl HCTIBITAHAH
n/m MoKa3aTesis
O6mee gucno a3poGHeX MukpoopraHusMoB (TAMC)
— He 6onee 10° KOE/T;
O6miee 9uCIO MAPOJOKEBHIX M IUIGCHEBBIX TIpuOOB
Mukpobuosorudeckas
6. P (TYMC) — ne 6onee 10? KOE/T; CooTBeTCTBYET
1ACTOTA Escherichia coli — otcyrctBue B 1 T.
WA
Karteropusa 3A.
KomugecTBeHHOE JlosupoBka S mr: ot 4,75 no 5,25 Mr Topacemuna
7. 6 4,94 mMr
onpeneneHHe B TaOJICTKE.
CooTBeTCTBYET:
ITo 10 Tabnetok B Gmuctep
TTo 10 Tabnerok B Giwctep u3 wieHku [IBX/TIBIX n u3 meHky [IBX/TIBIX u
ATIOMHUHUEBOH GOIbIY. TIOMUHHEBOI QOIBIH.
8. | YmakoBka y
ITo 2 umm 6 6IMcTepOB BMECTE ¢ HHCTPYKIWMEH 110 ITo 2 Gimctepa BMECTE €
TPHMEHEHHIO B KAPTOHHYO TTAUKY. HHCTPYKLHEH 1o
HOPHUMEHEHHIO B MAYKy
KapTOHHYIO
9. | MapkupoBka B cooteercTBun ¢ HJI. CooTBeTCTBYET
Xpasnenue: npu Temueparype He Boie 30 °C.
3axkmouenne: Jluysep TabieTky 5 Mr cepun 611119 coomeemcmeyviom ___ TpeOOBaHUIM

HaAUMEHOBAHUE

npernapara, HOMep cepuu SAP

JIC-001027-280418 c m3m. Nel.

Homep HJL

COOTBETX C'mye'r/ HE COOTBETCTBYET

PyxoBoautens

aHaATHTUYeCKo# 1abo, 16.12.2019
(moanucs) (nara)
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