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 Hasnamme:/Product Name:
: : 1 hnaxon, 100 EQY. _
g Xeomin, powder for solution for Injection, 1 vial, 100 Units
Capus Nez/Batch No: 031768
- DNava npowanoncteay 17.07.2020
Manufacturing date:
Cpok ro,unocm:n‘apiry date: 08.2023

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-60048 Frankfurt am Main
Telefon 069/ 15031
Telefax 069 / 1503200

Kceomun, nnodununiaT AnA NPUrOTOBNeHUA PacTBOPa ans nHy'rmemeunom BBELEHNA,

Teépaodasnore WMmyrogepmerTHoro
ananmaa (ELISA)Immunological identity of
Botulinum NeurotoxinType A, ELISA
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| Onmeanme, DHIYaNLHLIA MOTOR/ Nuodunuaar oT Benoro ao no-ml Senoro uarral CoorpeTCcrByeT cnewuuxalmn/
Appearance and colour, organoleptic examination White 10 off-white solfd i Complies with specification
MoanuHHOCTL/Identity = 1 NognvHHoCTe nogmepm:eusi CooTBETTTBYET CrieumdukaLu/
BOTYNMHUNECKHH TOKCHH THNA A, METOA Identity conflimed - : Complies with spedﬂm!lon

NoanwhinosTbIdentity

MopnnHHoc T nomsep:u.qeml

Cooraercrayer cneuwduram/

BHANMBIG MEXAHUWYECKMO YaCTHULI B
BOCCTAHOBNGHHOM PCTBOPE, BUIYANLHLIA
‘meton, I'® PONVisible particles after
reconstifution, visual examination, Ph. Eur,

corresponds lo requirements

Caxapoaa, cnmpo(bomue‘rpwmcmﬁ Identity confirmed Complies with specification
meTon/Sucrose, enzymatic determination it ;
Bpems pa:ﬁaopeuun. BHIYaNLHLIA MeToLS He Boneo 10 cox/ 1
Reconsiitulion time, visual examination 51058 : _
[lomkeH COOTRETCTBOBATL TPeGOBAHWAM/ CoorBercrayet cneundmkaliyn

Complies with:specification

PpaHKdypT) 4
Frankfurt/Main \?
3

HeBuauMbLIO mxsnuée:.:km. Qacruqbl B s 6000 uacﬁwwnasou paIMopom 2 10 MKM / ]
BOCCTAHOBNEHHOM PacTROPE, CUETHO- _particles 2 10pm: < 6000/vial
thoTomeTpryecKkHil MeTon, I PO/
Sub-visile particles after reconstitution, < 600 yacTUL/hAKOH pasMepoMm 2 25 Mkm | 1
fight obscuration methed, Ph. Eur, particies = 25pm: < 600/vial
pH BOCCTAHOBNEHHOTD pacTBOPA, Or50n07,0/ 6,2
NOTEHUXOMBTPHMECKHI MeToA, M'D PO/ 50-70
pH value of the reconstituted solution,
pctentlometry. Ph. Eur.
Bopa, kynoHoMeTpuueckoe THTpoBaHue, M0 He ﬁonee 50 % ! 1
P Waler contenl. coulometric titration, Ph, Eur. 5%
CTepm'thDc‘m, MeToa MemBpaHHoM Ao.mnen ObiTh crepnnhubml CoOTBeTCTBYST creuuduKkaLmm
$unstpaumm, N'e PO / Sterlle Complies with specification
Sterility, membrana filtration, Ph Eur. i 1
‘| BaxTepnanohble INAOTOKGHHDY, JIATI-TecT, TP =60 Ed/dpnakon| <2
P® [ Bacterlal endotoxins, LAL assay, Ph. Eur. <6 Uhval :
KonuvecreeHHoe onpenenaxuelAssay 0,85-1,15 mricnakon / 1 1,04
ChIBOpPOTONHLIA anbOyMuK yenoaexa, BIWX/ 0,85-1,15 mg/vial
Protein content (human serum albumin), HPLC
KonwyecraenHoe onpegenenne/Assay 90-110 % 102
Caxapoaa, CnekTpothoTOMETPHHECKHA: :
uercnfsucrose content, enzymatic determination
: Cnoumbu-coem anununcm. onpeAeneHno 80-125 EQVdnaxon | 85
LD3e Ha mutwaw/ Biological activity, LDg, assay 80-125 Unitsivial g
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