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CERTIFICATE OF ANALYSIS Mo 2‘@2 zzm 2051
CEPTHOIKAT AROCTY

Product name: MEDOTILIN
Hazea npodyrriy: MEFOTHINH )
Pharmuceutical form, solution for injections 1000 mgrd il 4 wl in an ampule: 3 ampuiles in o coniour
package type and size: tray; 1 contour fray together with a leaflet Vi a carvios bex
posuun Onn in'exyit, 1000 mald xx; no & ma s avenai; no 3 MR Y KORMYpPHIT
Jlikapcera gopma, mun wi NAPYRKOGIU ynaxoeyi; no J KOHmMYpHIl YQRyRKOGIT ynaxosyi PAIOM 3 IHCINPYRYICH O3R
POIMID YROKOEKU, MEDUUHO20 SUCIROCYBUHHR 8 KAPTRORNIT KOpoDYyi
Dosage/ potency: Choline alfoscerate (as choline alfuscerate hydrate) 1000 ig/4 mi
.gma'f cHaq Qi | Xontuy anohocyepamy (y dopasi xoainy aspocyepamy 2idpamy) 1000 mz/¢ ma
Registration certificate: T AR 24
Peccmpayinne noceiduenss: UA/18506/01/01
Batch no.
:Jz‘a@‘ Cé’}?H
Bateh size:.
Pozsip cepit:
Manufactere date;
Hama eupobrymygmen:
Expiry date: | 19 Ay
Tepatin npudamiocmi; 122025

2306001
25789 packages/ynakosox
01,2022

TEST Liygrr . RESULT |
Hoxaznuxu axocrii _ Hopavegius y Peyymomam 1
Appearance Clear, colorless or light yellow salution | Cenform
| Onue Hposopuil Seatiapeitli 60 CEIMAG-H00aMI020 KOMOpY posuun | Bidnoeidac
Identification f
Ioenmudiixaia ‘ '
Choline alfpscerate. The retention time of the principal peak in the chromatogram | Conform 1
obtained with the sample solution he same as retention time that i
‘was obtained with the standard solution. zl
Xoniny wishocyepam Yac  ympumysanHs  OCHOBHORO ARV HC xpomamozpani  Bionosidee
-QUCIHOMYBAHOZO POSVUHY NOSUHER BIONOGIDAME: MAKOMY 3 Na-
| XPOMAMOZPAME CRGHOOPMHOZD Lo & XBOI kUT:KicHE20 |
* . BUSHONENNA — e
' Clarity Should be clear - Conforn
 posapicme Hogunen Gymu pposopuss . Bibnogidae |
. Colour Colourless or lght yellow sahirian, not more inters2lv 2oloure?d  Conform
1 than reference solution Y7
 Kousaposicms | Poswmt  mpozomill.  ofe celmuoocosmess voasopy. Ridnoeidac
1 3abapenenivii ne HINEHCURH St 108 DORYEH MomigEsnng Yy

ko A i T S e VA et A A g s d L .

L S

i

Extractable volume Notless 4.0 ml,
00 "em, w0 UmMAZIEMLLA (- He senwe 4,0 ma . -
.pH - 50-7,0 | 5.2
. Density 100~ 1,15 g/ml o
-igcmiz}m- 3 1,00 ~ 1,15 2w e 3,05 gfm}..(eﬁwﬂ) .
{ Particulate contanination:
. Mexoniyni exinguenns

1~ vistble particles should be absent _
| - GUONMT waCmxY nogurni Gymu sidcymmi fy 4 Sttt
| - sub-vigible particles > 10 pm: < 6000 partighéimd” :

| - neououm wacmry {2 10 mra: <8000 e:'{ han,

i l iy Eeds 4 g
';g - ¥ !

i}

42 ml(ma)
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i License: TRATY2020034.-2
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| Related substances
V- Cynpoeidni domituxyu

| ~unidentified single impurity
| - ne idenmudhixoeaia

| QOURIMREBOMINIRY

i ~ total impurities

| ~cyma damivaor

Not more 3 89
He Bimwwre .59
Not more +.0%
He Girswe ] 097

T Assay
| KinbRICHE B13HEaNNR
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| TEST o LIMIT | RESULT |

Hoxasmuey skocmi e Hopysmen_ 1 Pesyuemam |

. 225 mim; < 600 wacmoigpar. .

Sterility Solution should be sterile | | | Sterile

4 Cmepunsuicme | Poguyn mae 6mu amﬁpaag%g{;g{ - N ) { Crmepinpruld
1. Bacterial endotoxins " ?_ ‘
1. Baxmepioauni endomorciay | Not more 0,35 IWU/mg 9.*34?3‘“"".“3 i
- | r s e | L34 MO g
HoObwwe 035 M2 . . 8 .

SRR L

Confami
. Bionogidae

01,5 9%
1015.0 mg/d ral
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