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Pocews, Hpocnascicas 004, 1. Sipocnapas, ya. 1-a Texnonorngeckas, a. 20
Jlvnensss i 0CyLUeCTBACHIE NPOHIBOACTHA AeKapeTBeHnLIX cpeaeve Ne 00081-JIC or 23 mapra 2018 roaa
Jarnouenne ¢ coot BETCTBUH MPOU3EO/(HTEIN JICKAPCTBEHHBIX CPpeacTs AN MEAHLHHCKOro NpPHMEHEHNA
Tpetosanuay Hpasua nanaemameil npoussosersennoli nparruki Ne GMP-0067-000251/18 ot 29 mapra 2018 r

Toprosoe nanmenoBanune
JIEKapCTBCHHOTO npenapara,
JIeK. hopMa, JO3HPOBKa

Homep perucrpannonnoro
YIOCTOBCPCHHM

ITponzBoamrens (Bee crajiiu
TPOH3BOJCTBA)

Howmep cepuu

O6neM cepuu

Jlara npoussojicrea

Cpok roguocrtu
Cy6cranuus/SAP cepus/
IponsBojmrens cyGcTantmm
Hara nocrynnenus npo6n
PexBu3HTLI HOPMATHBHOM
JOKYMEHTALUTH

ITACIIOPT Ne 545/19
ot «07» uekadpst 2019 1.

Jnysep (Topacemun), Tabuerin 10 mMr No20

JIC-001027 o 31.08.2010 (nara BHECeHN H3MEHEHHH B
PETHCTPAUHOHAOC Y/I0CTOBEPEHHE JIEKAPCTBEHIIOTO IpelapaTa

28.04.2018 r)

000 «Tepay, Pocens (150066, Spocnasckas o6acts,
. Apocnanis, vii. 1-a Texnonoruuccras, . 20)

811119

36 329 yu.

11,2019

11.2022

Topacenmun/600443/

Inusa Xpnarcka 1.0.0., PecnyGmixa XopsaTHsl

29.11,2019

JIC-001027-280418 ¢ uzm. Nel

Hawmenosanue
noKazareJs

Ne
n/n

Tpebopanus JIC-001027-280418 ¢ nam. Nel

Pe3ynpTaThl HCIHBITAHHI

1. | Onvcanue

Jloauposxka 10 mr

Bennte W HOYTH Henvie Kpyrible
ABOKOBBITYKIIEIC TabNeTku ¢ (ackoii, ¢ puckoii Ha
OJIHOM CTOPOHE H rpasupoBkoit «916» Ha sapyroii
CTOpOLE.

Cootsercrayer

2. | Ilopnuunocts

Bpems yaepikuBaHs OCHOBHOTO [IHKA HA XPOMATO-
IpaMMe  HCOBITYCMOIO  pacTBOpa  JIOJDKHO
COOTBETCTBOBATL BpCMCHH YACPIKHBAHMSA
OCHOBHOT'O IHK& HA XPOMATOrPaMMe CTaHAAPTHOrO
PacTBOpa TOPaceMMA.

CootsercTByeT

3. | Pactopenue

He menee 75 % (Q) oT 3aunjleHHOTO KONH4eCTBA
TOPAcEeMHIA JIOJDKHO PacTBOPHTECT uepes 30 Mun.

101 %

Porersernnie
npUMecH

Tpumecs R-1 — e Gouee 0,2 %;
Jipumce R-2 - no Bonee 03 6,

Me;iee 0,05 %

‘Hecneuncpnunp_ycmau upumecs — ue Gosiee 0,1 %;

0,24 %

0,03 %

Cymma npumeceii (xpome npumeceit R-3 u R-6) —
ne Gonee 0,6 %,

0,32 %

OnnoposHocT
JO3HPOBAHMSA

Kpurepuii  npuemnemocrn (AV) mna 10 Ttabrnetok
<L1%.

Kpurepuii
< L1 %;
Kakaoi  tabnetke  TOMKHO  GbiTh
(I - L2x001) M u He

(1 +L2x0,01) M.

upuemnemoctn (AV) w30 Tabnerox
cojiepxanye ,LlBﬁC'['BleULeFO BeUleCcTBa B
HE MeHee ueM

Gosiee  ueMm

2,4
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Pocenn, Apocaaseias oba., r. Spucaasib, yiu. T-u Texnonornyueckan, a. 20
JIHIEeHsHs Ha 0CY HCCTBALHIE NPONIBOACTER JerapeTBennbix cpeaers Ne 00081-JIC o1 23 mapra 2018 roaa
FarcroHenie 0 COOTBETCTEHI NPOHIBOINTENS NEKAPCTBEHHBIX CPEACTD [UIS MEAHNHHCKOTO PHMEHEHHS
rpefonasas Hpanui nagiesailiel Npon3IsoacTBeniol nparuke Ne GMP-0467-000251/18 ot 29 mapra 2018 r

teva

9 Havmenoeanue 7
N ) . TpeGoranms JIC-001027-280418 ¢ mam. Nel Pe3ynbTaThl MCIIBITAHKH
n/n HOKA3ATEIIS
Obwee yucno axpobunix muxkpoopranusMos (TAMC) —
e Gosee 10° KOE/T;
MUKpOBHOIOrHUeCKas O0uee 4YHCNO JPONGKEBHIX M TUICCHEBBIX  Ipubos
{4 " i
6. : (TYMC) - ne bonee 10° KOE/T; CootBercTByeT
UHCTOTA : Y :
Escherichia coli — orcytersve B 1 1.
Wik
Iareropus 3A.
7 Konuuecraeunoe Jozuposka 10 Mr: or 9,5 1o 10,5 Mr 9.90 Mr
" | onpenenee TopaceMuaa B TableTKe, ’
CoOTBETCTBYET:
[To 10 Tabnerox B GmucTep
[To 10 raGnerox b Gaucrep 3 menku [BX/AIBIAX u 13 maenkn IIBXAIBIX u
J H DONIBTH. H .
& | Venics aIOMBHHEBOH HOErH ‘ a/oMHHNEBOH $oNErH
Mo 2w 6 Gaucrepon svecTe ¢ HHCTpYKLMEt 1o ITo 2 Gumcrepa BMecTe ¢
NPHMEHCHHIO B KAPTOHHYIO [TaYKY. HHCprKlIHEﬁ o
MPUMEHEHHIO B MAYKy
KapTOHHYIO
9. | Mapxupoeka B coorsercrenn ¢ HJL Coorsercryer

Xpauenue: upu remueparype ne soiue 30 °C,

COOMGEMCIMGIom TPeOoBaHMAM
COOTBETCTBYCT/1IC COOTRCTCTBYCT

cepun 811119

HoMep cepun SAP

Juveep tabneriu 10 Mr
HAHMCHOBAHUC npenaparty,

JIC-001027-280418 ¢ m3M. Nel,

Saxmouenue:

nomep HJ
T S,
PykoBoaurens s 5’.351—- 8 3;\ fi’ rd
Py
aHATHTHICCKOH abopy 13\ mn A Yeifelioa C.A. . 07.12.2019
/ ibL g\ @HO) (ROAMICE) (nata)
" 1) H o
w

| & ‘j(_;j’ﬁ'fpmm
w“ 3 L{'_a_a e v 1‘513

10022680 qnynep 811119 Crpanuua 2 13 2



