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CepTudimkaT Ha BLINYCK cepum

CrpaHa:

KnveHT:

MpoaykT:

Cepusa roToBoro npoaykTa
CepuA Ha ynakoske:
Cepusa Mepkne:

Homep B SAP

NekapcteexHas opma;

AKTWBHOE BelecTso:

Ycnosusa xpaHeHus:

PerucTpaunoHHblil Homep

Bbmyu.[eHHoe KOnNu4yecTso:

IuueHaus No:

Ceptudoukar GMP:

YnakoBka:

Hayvano ynakoexu:
OKoHYaHWe ynaKkoBKku:
3TvKeTKa

lMayka KapToHHas
MMmn

MpoussoauTens Ganka:

YnakoBaHo:

MEPKJIE TMBX

'PA®D-APKO IITPACCE 3
_89007-YJIbM

QO-RST@teva.de
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Uepykan pacTBop ANA BHYTPMBEHHOIO U BHYTPUMLILIEYHOTO BBeAEHUSA 5 mMrimn,
¥

2mn Ne10 .
[

“X11791
X11791 o .
X11791

¢ 264012
pacTBop ANS BHYTPUBEHHOTO U BHYTPUMBILIEYHOTO
BBEeEHUA e ﬂi
MeToknonpamuaa ruapoxnopug -

XpaHuTe Npu TemnepaTtype He Bhlm%'ffzs'c
o [TNO12812/02
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Hata nponaéop,c-raa: 06.2021

Cbm( rogHocTtu: 06.2026

Paamep ynakosku: 10

OGwém naprum: 209.480
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DE_BW_01_GMP_2020_0151 — BanuaHo (BnayGoiipeH)

DE_BW_01_GMP_2021_0077 sanuaxo (Bnay6oiipen-Beiinep) .

8 DE_BW_01_GMP_2020_0154 — sanuaHo (Ynsm)

10 amnyn pacTeopal/ Amnyna
08.07.2021 o
08.07.2021 .
266333.02-RU 9
$5266338.04-RU
¢ 281014.04-RU

MEPKIIE rMBX

NIOABWUI MEPKJIE LUTPACCE 3
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' 89143-5NAYBOMPEH
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Merckle batch/item X11791/264012
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Mepkne Im6X - § — T
TeBa AXeHepUKC cucTem & rat|0pharm
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Mecto nposegenus aHanuza:  MEPKNE MVBX
PA®-APKO-LLUTPACCE 3
89079-YNbM *
Fepmanng :
L
Mponasofutens cyGeraHumu:  ‘Alixpom UT KoHkopeaso, Bua genne Aptyu 33 20 863- KOHKOPEJBO
Monaa u Bpuanaa, Uranus

Beinyckarowmit KOHTpOnb MEPKJIE TMBX &5 $ e 2 £
KayecTBa: NOABUI MEPKIIE WUTPACCE 3 ‘
89143-BlTAYEOWPEH
epmanun
Hilkakux 3HaUUTENbHEIX UK KPUTUHECKIX OTKIOHEHWI, KOTOPLIE MOTYT NOBMUSITL Ha BbINYCK CEpHM, He
3aperucTpupoBaHo. L 3

HacToswmm noATeepxaai, YTo ykazaHHas Bbilue uHbopmaums BepHa. [laxHan cepys npoaykTa Gbina
npou3BefeHa, BKIoYas ynakoBKy U KOHTPONb KAYECTBa B NOMTHOM COOTBETCTBUN C Tpeﬁuaaﬁwmn GMP u
cneuvcpukaLmi. 3an1cu o NPOM3BOACTBE, YNakoBKe 1 aHanuae. JaxHHoi cepum cooTBETCTRYIOT S
TpebosaHuam GMP. '

AaHHas cepus gonylieHa AN\ peanvaauui. ﬁ
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4 CepTudpmkat aHanusa 7+ Grpanuya 1/3
Russian Fed. Nata npouaaomnia [oReH A0 BEpCUR !
% P ! 06.2021 06.2026 02
= " Cepus Cepus xnueHra Cepah,:’tocraamuxa
| X117 .
Pr
’ Homep xoHTpons
& | 202104020116 a m
1 npoaykra ID Creundukauun ,
| MOKQ MOKQ-M-FQ9
. ¥

Cerucal solution for inj 5 mg/ml 2 mi No.10 ampules
Liepykan® pacTBOp ANA BHYTPUBEHHOTO M BHYTPUMbILWEYHOTO BBEeeHUs, 5 M:I'_l_ll\ﬂn

(amnyna) 2 mn x 10 (nauka KapToHHas) & & i =
AHanu3isl Cneuundurauus . PesynkTat
O6wwne v cneuundmuyeckue ) i
XapaKTepucTUKK L -
Onucaxue Mpo3pasutbli BecuBeTHbIA pacTeop cooTBETCTBYEeT
BUAMMbLIE HaCTUUL! [lorHe! OTCYTCTBOBATL &  CDOTBETCTBYET
‘ Hesuaumeie yactugbl YacTvu pasmepom == 10! MKM — o~
> He Bonee 6000/mnyna & 0™hcruy
Hesuaymele YacTuub UacTvl| pasmepom >= 25 MKM —
He Bonee 600/amnyna 0 yacTuy
pH . 45-6.5 ' E 5,21 pH
W3snekaemblit 06bem LY He metee 2 mn 2imn
LigeTHOCTL Mpenapar gomxeH BbiTh ) '
_ BecuseTHbIM N0 CPaBHEHNHD ¢
g N . C BOAOW unn mhtg!;lc‘.-xauomat i o=,
e OKpaLUWBaHWA HE A0MKHA
npeesiwars atanoH B9 COOTBETCTBYET
Mpo3pauHocTb MpenapaT AomkeH ObiTh @
NPO3PaUHBIM MO CP2BHEHWUIO
’ C BOAOH 1Nt HE ACKeH £
npeBbILaTh Ne ananecyexLun
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Ceprtudmkar aHanusa Crpannua 2/3
) \ Nava npou:aon&aa lonex fo BEpCHA
. | 06.2021 06.2026 02
' Cepuna Cepua knvenTa Cepun nacrasuuka
| X11791 4
: : - ! Homep xoxTpans iz EE
> 202104020116 ® o i
npoaykra |D Cneuyndnkauur
MOKQ ﬁ MOKQ-M-F09
Cerucal solution for inj 5 mg/mi 2 ml No.10 ampules &

Llepyxan® pacysop Ans BHYTPUBEHHOIO U BHYTPUMbILLIEYHOrO BBEACHUS, 5 mrimn
(amnyna) 2 mn x 10 (nauka kapToHHas)

.

- AHanussl £ Cneuumuuaun;‘F [ ;g):ﬂbﬁT o
MNoAnUHHOCTE » .
MeToKknonpamMwaa ruapoxnopuaa 3
monoruapat {BOXX) t’/ Bpems yaepMuBaHus OCHOBHOTO o
i MUKa Ha XPOMAaTOrpaMme e
MCNLITYEMOrO pacTBOPa A0IMKHO “
. 2 ) COOTBETCTBOBATH BpeMeru & e,
> YAEPKUBAHUS MWKa - B,
METOKMNONpamuaa Ha
= XpOMaTorpamme , g
) cTanpapTHOro pacraopa E
L (paspen «KonuuectseHHoe &
onpefeneHuen) cooTseTcTayer
Harpuit (KauecTaenHan peakuvs) OKpaWWBaHUE NNAMEHN B KENTLIA  «
. L ) useT S i cggTBeTcrayep__
Xnopuabl (KauecTBeHHas:peakuus) OB6pa3oBsaHne ocaaka benorg’
LBETA B @30THOKMCNOM cepebpa
HWTpaTa pacTeope ”5 COOTBETCTBYET
¢ CynbhuTel (KawecTseHHas .
peakuna) . ObecupeduBaHUE Kanvs F
nepMaHrasara B pacTsope u )
obpasosanHue ocaaxa 6enoro =
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Cerucal solution for inj 5 mg/ml 2 ml No.10 ampules
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{Cepwcbsgar aHanu3a Crpanaa 313
| Qara npouasoacTea l'o.qelmo BEPCUR
l 06.2021 06.2026 02
! Cepun Cepun unneqTa Cepun nocrasLyuka
» X11791 -
| Homep koHTpons ﬂl - 2
202104020118
npoaykra ID Cneuyudurayus
LMOKO MOKQ M- FOQ

Uepyian® pacTeop Ansi BHYTPMBEHHOTO U BHYTPUMbILWEYHOrO BBeAeHUs, 5 Mrimn
(amnyna) 2 Mn x 10 (nayka kKapToHHasn)
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Ananu3el L Cneuucpunaqun . ¥ "~ Peaynurat
Ponc‘rneuubte npumecn (BIXX) ﬁ
N,N-guatunatunesguamMvH He Bonee 0,5% : <0,05% -
4-aMvHO-5-xnop-2-meTokcu- & E:
6eH3oiHan kucnorta He Gonee 0,5% . <0,05%
eMHUYHaRA Heu,aequwuupoBaHHaﬂ “
npumecs He Gonee 0,5% <0,05% S
cymma Henaeuwmmuwpoaaﬂﬂblx bl &
npuMecen He Bonee 0,5% <0,05%
CyMma BCEX Npumecen He Bonee 1 % Q < 0,05 %
Konuuecreexnhoe onpenenenml F
1 mn pacTeopa
meToknonpamug, (BOHX) Ot 4,24 po 4,68 mrimn &
‘ METOKNONPamMuaa, 4To o ..
5 SKBMBANEHTHD OT+ - B
4,75 a0 5,25 mr/mn
METOKNONpPaMuaa rvapoxaopuna 4,46 Mmr
B npoueHTax (o1 95 % no 105 % ot s
. . 3aRBNEHHOTO KONWYecTsa) 100% &
HaTpus cynsdar (cnekrpomeTpun 8 Y®  He menee 0,063 Mrimn
(ve meHee 50 % ot “
- ‘ 33ABNEHHOTO KONUHECTEa) - —y
» (<= 105 % ot 33RBnNEHHOro o
KonuyecrTsa) 0,1148 mr
Mukpo6uonoruyeckan 4mMcroTa . §_
'Y NPOAYKT ROMMEH BbiTh -
- CTEPUNbLHLIM COOTBETCTBYET
He Bonee 12,5 E3/mn <50E3/mn
et ‘; L F.a
#
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" NaHHbIl QOKYMEHT Gbm co3nad 8 3ne:n'ponuou cucreme

Marchile Cm Ll
Grafl-Arca-Siratde 3
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