000 «Tesarn

Poceun, Apocaaperan oba,, r, Spocnasan, ya. 1-a Texioaoriuccikan, 1. 20

teva

JIHUCHSHA W 0CyLeCTBAEIE NPONIBO/CTHA JRKaPETBENHLIX cpencTa Ne 00081-JIC ot 23 mapra 2018 roaa

Jainoeiie 0 COOTHCTCTBHM NPOUIBOAKTENH JEIAPCTBEHIBIX CPEICTB L5t MEIHIMHCICOro PUMEHEH IS
TpeGosaiasin Hpasun napaeicanielt npowssoacraensoi npaxnucn No GCMP-0067-000251/18 ov 29 mapra 2018 r

TOPFOBOG HAHMCHOBAHHUC
JIEKapCTBEHHOI0 Ipenapara,
ek, opMa, JA03HPOBKa

Homep perucrpanronmoro
YAOCTOBEPECH S

IMpoussomress (Bee cramn
IIPOM3BOACTBEA)

Homep cepun

O6rem cepuu

Jara npoussoicrsa

Cpox rojHocrtu
Cy6eranuusg/SAP cepus/
MPOH3BOJHTENE CYOCTAHIHI
Hara nocrymienus npoGel
PexBH3HTEI HOpMATHBHOI

IACTIOPT Ne 552/19
oT «16» nexabpst 2019 r.

Huysep (Topacemun), Tabnerkn 5 mr Ne60

JIC-001027 or 31.08.2010 (nara BHeceHns usmeHenwuii B
PCTHCTPALMONIIOE YAOCTOBEPCHHE JICKAPCTBEHHOTO IIperapaTa

28.04.2018 r)

000 «Tesan, Pocenst (150066, Spocnasekas 061acTs,
r, SIpocnasny, vi. 1-g Texnonornaeckas, x. 20)

541119

24 047 ym.

11.2019

11,2022

Topacemnn/600361/ Thmusa Xpsatcka 41.0.0., PecrryGmuxa

Xopsatus

14.11.2019

JIC-001027-280418 c u3m, Nel

JOKYMEHTalH1
Ne Haumenoranue ] .
| - - 0
s ——— Tpebosamms JIC-001027-280418 ¢ usm. Nel Pesynbrarsl ucnsrraHuii
Jlosuposka 5 Mr
Beseie HJIH NOYTH Genwie KpyTJble
1. | Onucanne ABOSKOBBITYKIIbIC TabieTku ¢ (ackoi, ¢ pHckoii CootsercrByer
Ha OJHON cTopone H rpaBHpoBKOH «915» Ha
JApYyroii cTopone.
Bpemst  yjepiHBaHHMA OCHOBHOTO THMKAa Ha
XpoOMAaTO-IpaMMe HCILITYEMOTrO PACTBOPE NOJIKHO
2. | llognmuunocts COOTBETCTBOBATD BPCMCHH YAEPKHBAHUS Cootsercrsyer
OGCHOBHOIO IHKa Ha XpOMaToOrpaMme
CTAH/IAPTHOTO PacTBOPa TopacemMma.
He menee 75 % (Q) or 3assnenHoro
3. | Pacreopenne KOJIHYECTRa TOpaceMuIa JOJKHO 103 %
pacTBopuThECS Yepes 30 Mum.
Ipumecy R-1 — ne 6ounee 0,2 %; 0,05 %
P IIpumecce R-2 — ne Gonee 0,3 %; 0,16 %
OACTBEHHEIE -
4. n Mech — H 1 %; %
TIpHMECH Heeneuudumaupyemas npum He Goaee 0,1 Yo; 0,02 %
Cymma npumeceit (kpome npumeced R-3 i R-6) — "
" 0,28 %
ue Gonee 0,6 %.
Kpurepnit npuemnemoctn (AV) i 10 Ttabnerok
<LI %. )
Kpurepnit npuemiiemoctu (AV) mwis 30 Tabnerox
HOCT
5. OanopoaHocts < L1 %; copmepxaHue JCHCTBYIOWErQ BCLIECTBA B 1,9
AOC3HPOBAL KL KaXoH Tabnerke IOMKHO OFITL He Melee 4em

(I - L2x0,01) M wu me Oomee yem

(1 +12x0,01) M.
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Q00 «Tesan
I’UEC!I:l, Apoecaaocrast ¢6i., r, Apuerasie, ya. 1-u Texugiornveckan, a. 20
A - ~
tEWJ JHHLEHIH B 0CY e TBACHIE IPOMIBOACTEA JIEKAPETBEHHBIN CPEALTS Ne ¢0081-JIC o1 23 mapTa 2018 roaa
BAKTI0NEHIE 0 COOTDETCTBHH TPONIBOMAHTENN JIKIPCTBENILIX CPEICTB AN MEAHUNHCKOTO PHMEHEHHS

vpeGosumunm Tpapna wajiescaniel npousooacTeensoll npakruks Ne GMP-0067-000251/18 ot 29 mapra 2018 r

Ne Haunmenonanye e &

: TpeGosanma JIC-001027-280418 ¢ uam. Nel PPe3ynpTaThbl HCNBITAHHIA
/n noKazares

Muxpobrosoraveckas
YUCTOTA

OGuwee uncne azpobusix Mukpooprannsmon (TAMC)
— ne Gonee 10 KOL/T;

OO0uige 4HCIO JPOJCKEBLIX H
(TYMC) - ne Gonee 10 KOE/T,
Escherichia coli — orcyretsne b 1 1.
WK

Kareropus 3A.

[JICCHCBLIX J";).l‘[ﬁ(')B

CoorsercTByer

Konunuecrsennoe
onpeneiente

Josnposka 5 mri ot 4,75 10 5,25 Mr TopaceMHaa
s rabierke.

4,94 mr

8. | Ynaxogka

I1o 10 1abnerox B Ounerep ns noenxu NBX/ATBIX u
WIOMMHUEBOR QONLIIL

1o 2 i 6 GMcTepos BMECTe ¢ UHCTPYKUHEH 1o
[PUMEHEGHHIO B KaPTOHIHYIO MAYKy.

COOTBETCTBYET:

ITo 10 radnerok B Gaucrep
u3 muenku [IBX/TIBIX 1
AMOMHBHEBOH (HONLTH.
1o 6 GnucTepoB BMECTE C
HHCTPYKUHEH 1o
IPHMEHEHHIO B YKy

KapTOHHYIO
9. | Mapxupogia B coornerctrmn ¢ HIT. CoorseTcTBYET
Xpanenue: npu TeMueparype ne seuue 30 °C.
Baxmouenne:  Jluyvsep tabierin 5 Mr cepuir 541119 coomeemciigyiom ___ TpebOBAHNIM
HANMEHOoUAHNKE npenapara, HOMED CEPHH SA? CUCITHCTUI‘B)/L‘.T}’HC COOTHETCTBYCT
JC-001027-280418 ¢ uam. Nel.
womep HJL
A /
Pykososurenns {(&’;’“ ~ RN \/L\//
AHAIHTHYECKOH J1al) / 7!6})]:1}}; N nesa C.A, - 16.12.20191
T (OHO) (nommes) (naTa)
B o oﬁﬁ
YontP
g
‘{;a;ﬂeb
'\.?3 .\"-._\ —
S, B *
\‘i;_.-:.‘_'-‘-;
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