PASPEIIEHHUE
Ha BBOJI B IpakaHCKUil 060poT B Poccuiickoil denepalinu cepun Wi napTuu
npoussesienHoro B Poccniickoit Menepaunu M BBo3uMoro B Poccuiickyro deiepaiuio

UMMYHOOHOJOTHYECKOTO JIEKAPCTBEHHOT'O ITperapara
ot 11.10.2021 Ne 005703/21

Bei1ano O0uiecTBy ¢ 0rpaHHucHHON oTBeTCTBeHHOCTHIO "Mepi ®apma”, Pocens, 125124,
r. Mocksa, 3-s1 yi. fmckoro mouss, A. 2, Kopm. 26, stax 2, nmoMm. VII, xomn. 29,
NHH: 7714689244,

(HaMMEHOBAHUE KPUAMYECKOro auua, ropuauecknii anpec, MHH)
Depepanbuas cayxkba mo Haazopy B cdepe 3ApaBOOXpaHEHHS HAa OCHOBAHHM
3akJo4eHus:  MOCKOBCKOH — MCHBITAaTeJIbHONH  J1aDOpaTOpUH  KOHTPOJIS  KadyecTBa
JIEKAPCTBEHHBIX cpelcTB DeaepalibHOr0 rocylapCTBEHHOrO OIOKETHOrO YUYPEIKACHUS
"HdopMallHOHHO-METOAMYECKUI LIEHTP M0 IKCIEPTU3e, YUeTy M aHauu3y oOpalleHus
CPEJICTB MEIMUMHCKOro npuMmeHenus" @eaepanpHOil cay:kObl 1Mo Haazopy B cdepe
3JpaBOOXpaHCHUS.
(HauMEHOBaHUE cbe,uepanbﬂoro rocyaapCcTBEHHOIO 6}021>K€THOF0 yqpe}ic;leﬂm)
or 07.10.2021 Ne 2606JIK-11/21 pa3pemiaetr BBOA B IpaskJIaHCKHi 000poT
(nara) (HOMep)
B Poccuiickoii @eepauimm HMMYHOOHOJIOMHYECKOI0 JIEKAPCTBEHHOI0 Mpenapara

Kceomun
(TOproBoe HAMMEHOBAHHE)
BoTynuHUYeCKUI TOKCHH TUIa A
(Memyuapomxoe HEIAaTeHTOBAHHOC HAMMEHOBAHHKE I'PYNIIMPOBOYHOE UITH XI/IMMHCCKOE)
JMo(GuIIM3aT Ui IPUroTOBJISHUs! pacTBOpa Ui BHYTpUMbIlneyHoro Beeaenus 100 EJI -
(nakoHs! (1 WT.) - 1AYKH KaPTOHHEIE
(hopma BeIIIYCKA C YKa3aHHEM JiekapCcTBeHHOH (OpPMBI, 103UPOBKH, ()aCOBKH U KOJIMYECTRBO B YIIAKOBKE)

cepun 137616 , 0o0bem cepuu wiau naptuu 24788 ,
(HOMep cepHH) (KOTHYECTBO YIAKOBOK)
rojgen jo 02.2024 p

(CpOK roJIHOCTH)
npousBojacTBa Mepuy ®apma I'm6X u Ko. Kl'aA, TD'epmanus, Ludwigstrasse 22,
64354 Reinheim, Germany (BTOpU4YHas yNakOBKa, BBIMYCKAIOUIMI KOHTPOJIb KavyecTBa);
Mepu, bapmg I'M6X 1 Ko. KI'aA, I'epmannst, Am Pharmapark, 06861 Dessau-Rosslau,

(Jem}&ny (ﬁpomﬁozlm‘enb (rotosoii JID), nepsuyHas yrnaxkoBka).
(naﬁmeaonaﬂne 1 aJpec MpOoM3BOIUTEISA C YKa3aHUEM CTa1il [IPOU3BO/ICTRA)

o 1ncrpéﬂuormoﬁyﬂocmsepeﬂne Ne JICP-004746/08 ot 23.06.2008.
JL pma'i‘eh, pamnoHHoro yaocrosepenusi Mepu ®apma I'M0X u Ko. KlaA,
I CpMaHHﬂ, E{ imer Landstrasse 100, 60318 Frankfurt am Main, Germany.

% (HauMeHOBaHue, ajapec)
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3aMecTUTEsIb PYKOBOJIUTEIIS ~ 1.B. IlapxoMeHnko
; JOKYMEHT HOJINCAH
SJIEKTPOHHOM TOJMTHCHIO

Ceprdpukar E1036E1BO7E00481 EB1TA3ZDIDEADCA]
Brazeneullapxomenro Javrpuii BeeBonogosuy
Jeiferutened ¢ 30.06.2021 no 30.06.2022
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https:/iroszdravnadzor.qov.ru/services/turnover
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CBeneHuA O CTaguax
npow3BoacTea

Mepu @apma 'mbX » Ko,
KraA, Mepmanus
(¥YnakoBwmr/chacoBumk
{BTOpUUHas/TpeTUYHanA
ynakoska}); Mepu 2apma
MBX u Ko. KlaA, Mepmanuna
(Mpown3sogutent (roTOBOWM
Na)); Mepu ®apma M'mMGX v
Ko. KlaA, Nepmanua
(¥Ynakosumi/dhacoswmk (8
MePBUYHYIO yNaKoBKy))

[

'HopmarueHas |
| AOKyMeHTaum |

A

nce-
004746/08-

Ne1 k [ICP-
004746/08-

Ne2 k ICP-
004746/08-

Ne3 k ICP-
004746/08-
010419

010419; Uam.

010419; Wam.

010419; WU3m.

vt Ha 15.10.2021 12:48»

Opranwn3saums,
BbINYCTUBILIAA B
rpaxpaHckuie obopot

Ne
cepum,
napTum

| Ne
pazpelweHus,
narta
| paspewennn
‘PocagpaBHag
_ 3opa Ha WNN

000 "Mepu ®apma”

137616

005703121,
11.10.2021




Ceprudbukat aHanuaalCertificate of Analysis

Haaeanme:/Product Name:

1 pnaxon, 100 EQY
Xeomin, powder for solutlon for injection, 1 vial, 100 Units

Cepwun Ne:/Baich No: 137616
Oara npouasoacraa:/ 05.03.2021
Manufacluring date”

Cpok ronHocTu:/Expiry date: 02.2024

Merz Pharma GmbH & Co, KGaA
Poslifach 11 13 53

D-80046 Frankfurt am Main
Telefon 069 / 15031

Telefax 069 / 1503200

KeaoMuH, MMOMUNUIAT ANA NPUIOTOBNEHURA PACTBOPA ANA BHYTPHMBIWEYHOTO BBEAEHNA,

Noxkasavens, merog/Parameler, method

Hopmbi/Nominal Value

DaxTH4eckoe Ivavonue/Aciual value

OnNWCanue, BUIYaNsHbIA MeToa/
Appearance and colour, organcleptic examination

Nuonnuaar o1 Senoro 4o no4Tu Genoro usera/
White to off-white solid

Co0TBeTCTBYRT CneUUdHKaLMH/
Complies with spacification

MoanuHHocT/Identity

BOTyNnMHMYECKHA TOKCHH TUNA A, MoToA
TBEPAOPATIHOTO HMMYHOGIEPMEHTHOTO
ananusa (ELISA)/Immunological identity of
Botulinum NeurctoxinTyce A, ELISA

MoANMHHOC T NOATBEPNABHE/
Identity confirmed

CootaercTRYeT CneundmnKaunn/
Complies with specification

NoanuHrocTw/Identity
Caxapoaa, CNeKTPOdIOTOMETPHYOCKHA
meroa/Sucrose, enzymatic determination

MoANKHHHOCTE NOATBEpPXARKA/
Identity confirmed

CoOTBETCTBYET CreundHKaLMK/
Complies with specification

BpeMA PacTBOPEHHUA, BUIYanbHbiR MeToa/
Reconstitution time, visual examination

He 6onee 10 cox/
s10s

BUAWMBIE MEXAHUUECKHE YBCTHULI B
BOCCTaHOBA@HHOM PACcTBOPE, BU3YaNbHbIA
meToa, T® PO/Visible particles after
reconstitution, visual examination, Ph, Eur.

Tlomxen cOOTBETCTBOBATEL TpeGoBaHWAMS
corresponds {o requirementls

CooTaeTtcTayer cneuudukalmn/
Complies with gpecification

HeBMOWMbIG MEXAHUMBCKHE YACTHULI B S 6000 YacTHL/PNAKOH paamepom Z 10 mMkm / 5
BOCCTAHOBNEHHOM PACTBOPE, CH¥THO- particles 2 10pm: s 8000/vial

oToMETpUYECKHA MeToA, FP PO/

Sub-visible particles after reconstitution, < §00 4aCTUL/DNAKOH PaIMepom 2 25 Mxm [ 0
light obscuration method, Ph. Eur, particles 2 25pm: < 800/vial

pH BOCCTAKOBNEHHOTO PACTROPA, or50nm07,0/ 6,1
NOTeHLUMOMBTPWMUeCKUA MeToa, D PO/ 50-7,0

pH value of the reconstituted sclution,

potentiometry, Ph. Eur,

Boaa, KyNOHOMETpUYeckoe THTpOBaHue, P He 6onee 5,0 % / 1
P® | Water content, coulometric titration, Ph. Eur. <5%

CrepuibHOCTE, METOA MeMBPaHHOR
punbTpaumun, Ne PO/
Sterility, membrane filtration, Ph. Eur.

LonxeH BbiTe CTePHIBHbIM/
Sterile

COoOTBETCTBYET cneundykaunm/
Complies with specification

¥ £
CneuudHu4eCcKan BKIMBHOCTE; onpeRengHs By
LDsa Ha MlusaxiBlological dctivity; LD ﬁf
N -0
c meng 1

BakTepHanuHbie IHAOTOKCHHLI, NATI-TecT, F® s 8,0 E3/dnaxon / <2
P® / Bacterial endoiox‘{uﬁiﬁﬁ{}}sﬂy;ﬁh, Eur. s 8 |Ufvial
FECUROE Of [ k),
KonnyecTaeHHOg oMpea eHue/ASSaY - 0,85-1,15 mr/conaxo / 1,01
CblBOpOTO‘th}’f"V u}gﬁ?}(}g 0.85-1.15 mgivial
L7\
)iﬁ 90-110 % 103
80-125 EQVdnaxoH / 91

80-125 Units/vial

CootpercrayeT TpefoBaHnsy
Complies with the require

419, nameHeHHe Ne 1, 2,3
B808-010419, variation Ne 1, 2,3

oL

Merz Pharma GmbH & Co. KGaA

Eckenheimer Landsir. 100
60318 Franklurt/Main

Posttach 11 13 53
80048 Frankfur/Main

PykoBoawTen 674€Na KOHTPONA KAYECTES
//b/p‘el Dept. of Q. C.



