000 «TeBa»

teva

Poccus, Apocaabckas 06, I. AApociaBis, ya. 1-a Texnonorugeckasi, 1. 20
JInuen3us HA ocyllecTB/ICHHE NPOH3BOACTRA JeKapeTBeHHbIX cpexcts Ne 00081-JIC ot 23 Mapra 2018 roaa
3akn0uenue ¢ COOTBETCTBHH NIPOH3BOMTENs IEKAPCTBEHHBIX CPEICTB AT MEJUIHHCKOT0 NPHMEHEeHHS
TpedoBannam Ipaeua magnexameii npou3BoacTBeHHOR MpakTuKH Ne GMP-0067-000251/18 ot 29 mapTa 2018 r

ToproBoe HanMeHOBaHHE
JIEKapCTBEHHOTO TIperiapara,
nek. popma, 103upoBKa

Howmep perucrpanuonsoro
YIOCTOBEPEHUS

IIpow3eoaurens (Bce cTaauu
IIPOU3BOJCTBA)

Howmep cepun

O0nbeM cepun

Hata npoussocTra

Cpoxk rogHocTH
Cy6cranmus/SAP cepus/
TPOM3BOJMTEND CYOCTAHITHA
Jlata nocrynnenus npoos
PexBu3uTH HOPMATHBHOIM
JIOKyMEHTAIlHH

ITACITIOPT Ne 559/19
oT «16» nexabps 2019 r.

JAnyBep (Topacemun), Tabnerku 5 Mr Ne20

JIC-001027 ot 31.08.2010 (mara BHECEHHS N3MEHEHHI B
PEruCTPalMOHHOE YAOCTOBEPEHHE JIEKAPCTBEHHOI'O IIpenapara

28.04.2018 1)

00O «Tesay, Poccus (150066, SIpocnasckas 061acTh,
r. SIpocnasis, yiu. 1-1 Texsomornyeckas, 1. 20)

621119

73 069 ym.

11.2019

11.2022

Topacemn1/600443/ IlmuBa Xprarcka 1.0.0., Pecry6iuka

XopBaTus

28.11.2019

JIC-001027-280418 ¢ u3m. Nel

HanmenoBanue
nokKasareis

Ne
/o

TpeGopanus JIC-001027-280418 ¢ u3m. Nel

Pe3ynbTaThl HCTIBITAHHI

1. | Onucanne

Ho3upoBka 5 mr
Besbre HITH TOYTH Oesbie KpyTJble
JBOSIKOBBITYKJIBIE TaOneTKu ¢ ¢ackoi, ¢ pHCKoi
Ha OIHOH CTOpPOHe M TpaBHpPOBKOH «915» Ha
JIpYroHf CTOpOHE.

CooTBeTcTBYET

2. | llommHuHOCTE

BpeM;[ YAepKUBaHUsT OCHOBHOI'O IIHKa Ha
XpOMAaTO-rpaMMe HCIBITYEMOT'O PacTBOpA JIOJDKHO
COOTBETCTBOBATH BpPCMECHH YACPXKUBAHUA
OCHOBHOT'O HKa Ha XpoMaTorpaMme
CTaHAPTHOI'O pacTBOPa TOpaceMHIA.

CootBeTrcTBYeT

3. | PacTtBopenue

He wmemee 75 % (Q) ot 3ageieHHOro
KOJIN9ECTBA TOpaceMuza TOJDKHO
pacTBopuTECA depe3 30 MuH.

100 %

Pojcrrennsie
IPUMECH

_l'Ipm\_aeCL R-1 — ne Gonee 0,2 %;

Memnee 0,05 %

| [Ipumecs R-2 — He Gonee 0,3 %;

0,24%

Hecnenudunuupyemas npumecs — e Gonee 0,1 %;

0,03 %

Cymma npumeceit (kpome npumeceii R-3 u R-6) —
He 6onee 0,6 %.

0,32 %

OpnnopomHOCTD
JO3MPOBAHUS

Kpurepuii mpuememoctd (AV) mma 10 Tabnetox
<Ll %.

Kputepuit npuemnemocti (AV) ana 30 Ttabmerok
< L1 %, copepxaHue JeHCTBYIOIIEr0 BELIECTBA B
KaxpoH Ttabnerke IOMKHO OBITh HE MEHEEe uYeM
(1 - L2x0,01) M u mHe OGomee ueM

(1+L2x0,01) M.
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000 «TeBa»

Poccus, Slpocnascxas 06, 1. SIpocaasib, ya. 1-a Texnoaornueckas, a. 20

tEVO JIuneHsus HA ocymecTBeHNe NPOU3BOACTEA JeKAPCTBeHHBIX cpeacTs Ne 00081-JIC ot 23 mapra 2018 ropa
3aKa04eHte 0 COOTBETCTBHM NPOM3BOANTEIA NEKAPCTBEHHBIX CPEACTE ANH MEIHUHHCKOTO PHMEHEHHs!
tpeboeannsm Mpasnn Haanexameii npousBoAcTBeHHOi npakTukn Ne GMP-0067-000251/18 ot 29 mapTa 2018 r
Ne Haunmenopanue . o
TpeGosanus JIC-001027-280418 ¢ u3Mm. Nel Pe3ynsTaThl HCTILITAHKHA
v/ MOKAa3aTens
Ob6iee yncno aspobHbix MHKpoopraHusmMor (TAMC)
— He 6onee 10° KOE/T;
O6mee HHCIO IPOXOKEBBIX K IUIECHEBBIX TpHOOB
MuxkpoOunonorrgeckas
6. P (TYMC) — ne 6osee 102 KOE/T; CootseTcTBYET
IUCTOTA Escherichia coli — otcytctBUe B 1 T.
1781
Kareropms 3A.
7 KonuuectBeHHOE Jlozupoeka 5 mr: ot 4,75 mo 5,25 Mr Topacemuna 4.99
. Mr
omnpeAeNicHue B TabneTKe. ’
CooTtBeTCTBYET:
Io 10 Tabnetox B 6iHcTEp
ITo 10 tabuerok B GaucTep u3 mwienku [IBX/TIBJAX n u3 wieHkH [IBX/TIBJAX n
8. | Voaxoska AMOMHHUEBOH (PONBTH. AIOMHHHEBOH (HOJIBTH.
) ITo 2 unu 6 GAUCTEPOB BMECTE C MHCTPYKLWEH 1o Ilo 2 6mmcrepa BMecTE ¢
NPHMEHEHUIO B KAPTOHHYIO MAuKy. HHCTPYKIMeH 110
[PHMEHEHUIO B MAYKY
KapTOHHYIO
9. | Mapkuposka B cooreercteuu ¢ HJI, CootseTcTBYET
Xpauenne: npu temneparype e Boime 30 °C.
3axmouenne: JluyBep TaOIETKH S MT cepun 621119 coomeemcmeviom __ TpeGOBaHUAM

HAKMCEHOBAHME Npenapara, HOMep cepHH SAP

JIC-001027-280418 ¢ u3M. Nel.

Homep HJJ

PyxoBonutenn
aHAITHTHYECKOMH 1ab0

P

COOTBETCTBYET/HE COOTBETCTBYET

16.12.2019 1

(mommuét)

10022578 nysep 621119

(nata)

Crpasnua 2 u3 2




