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JEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ripos. Hanii Caitinunof, 3, 02099, e, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BUCHOBOK
PO AKICTh BBE3CHOro B Y Kpainy jixapebKoro 3acoby

02.02.2024 Ne 4601/24/26

MEJOTUJITH
(HaliMCHY BAHHS NiKapCLKOro 3ac08y 3rifHo 3 peecTpauiiiHuM rocBix4eHHaM)
posunu jurst in’ exxiit, 1000 mr/4 mox; o 4 Ma B aMnysi; mo 3 amMIyJid B KOHTYpHii
yapynkosiii yoaxosni; 1o 1 xontypniil vapynkosiii ynaxoBui b xapTouHii Kopooui
((popma BUryCKy, 103y BAHHS, BH HTAKyBanus jikapchkoro 3acoby)

HoMep peecrpaniitnoro nocsinuenns UA/14716/01/01 crpox i peectpauiitnoro nocsijuents HeoOMeXeHHH

Cepis nixapcnkoro sacoby Ne 2310331 KinsxicTh BBe3cHOTO Hikapeskoro 3acoby 22687
BupoGHuik K.O. Pomdapm Kommani C.P.JL, Pymynis
(uaitmenyBanHs BApOOHHKA JNikapebkoro 3acofy, kpaiHa MoXoMKeHHS)
Bueseno B Vpainy TosapucTBo 3 ofmexenoro Binnopinansuicrio "BJAYC GAPMA",
inenT. wog; 43821180

(naitmenypanig Ta ko 3a CAPLIOY 1opriiiiot ocobu abo npissuine, iM'a, 1o 6ateiosi disuinol
0co6H - nianpuemi, i MiCLIE TPOXCHBANILS Ta peecTpaliiinui 1omep 061iKoBoT KapTKH NAATHHKA
nonarkia afo cepist Ta HOMCEp nacnopra)

Tiporoxon Bisyasibuoro xontposo sig 02.02.2024 M 331/2.

33 pesyabTaTaMH  ASPIKEBHOTO  KOHTPOJIIO BCTAHOBAGHO, 110 nikapcbkuit  3aci® Beeseno B Yxpaiuy 3
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Manufactured by
8.C. Rompharm Company 5.1
Eroilor Nr. 1A, Otopeni, 075100, Hiov Romania
License: 1F
Bupofieuo
K.O. Pomdaps Komnaui C.P.JI

Location; Str.

Micuesnaxomienns: M. Ororiers, sy, Epoinop Ne 1A, ()73100 oxpyr Lados, Pyamywuis

Product name:

Hazea npooyximy:
Pharmaceutical form,
container type and size:
Jixapcera ghopma,

Mun i POIMIP YNaKOGKIL

Strength / potency:
Cuna Qi / axmugHICIb!
Certificate of registration:

Cepmudgpiram peecmpayii:

Batch No.:

Ne cepit:

Batch size:

Posmip cepii:

Date of manufacture:
Jama supodruymga:
Shelf life:

Tepatin npudaniocmi 00:

Jiveusis: 1F
CERTIFICATE OF QUALITY Ne. 2310331
CEPTH@IKAT AKOCTI Mo 23103317

MEDOTILIN
MEJOTHIIH

solution for injection, 1000 mg/4 mi, 4 ml of the solution in a glas
ampoule; 3 ampoules in a blister; 1 blister with a package leailet

enclosed in a cardboard box

po3eLi

Susr iretoicugiil, 1000 a4 sen, no € s5 po3HEHY & casitiil

!L%F?Vili', Ja SRRVt Y 9./71(,'1%(,{7!, l KOHPLypHE SAPYHKOEA ) VIQKOGRE PU30M

3 FHCIMPYKUIEIo 08 MEQUHILOZ0 3GCINOCY8AILIA
Choline alfoscerate (as hydrate) 1000 mg
Xoniny ansocyepany (y Gopal ciopanmy) 1000
TA/N4716/01/01
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TEST LIMIT RESULT
[oxaznuru sxocmi Hopaysanns Pezyitomain
Description Clear, colorless or pale yellow solution. Conforms
Onuc Tposaopuii Besbapsiuii abo 61i00-C061020 KONLODY Bionosioae
po3uLH
Clarity Clear solution (the opalescence intensity doesn't exceed | Conforms
Iposopicme that of the reference suspension ) Bionosioae
Iposopuit  posuun  ((HMEHCUBHICHTD onanecyenyil  He
nepesuyye OnanecyeHylio emaioHHol Cycrensii D
Color valee Colorless or pale yellow solution (the i intensity of the | Conforms

Cmynine 3a6apenenHs

color doesn't c\cecd that of the reference solution Y's).
Besbapenuii afio Gnido-ocosmii posuun (inmencusnicnie

Bionogioae

3aBapenents He Repesuuyc 3a0apGReHis  CmaIonHoz0

posuuny ¥s)
pH 5.0-7.0 6.3
Extractable volume > 4.0 ml/amp. 4.1 miamp.
Bumsizysanuii 00'em > 4,0 s/, 4,1 ma/amn,
Particulate matter Absent Absent
Mexaniuni erniouesinn Biocymmni Biocymii
- visible particles: > 10 pm: < 6000 particles/ampoule 15 particles/amp.
- UOUMI HaACTIKU! > 10 mrm: < 6000 vacmoi/avin. 15 uwacmor/amn.
- sub-visible particles: > 25 pm: < 600 particles/ampoule 3 particles/amp.
- HEGUOUMI UQCTIKU, 25 s <600 vacmor/an, N %v*w MOR/AMA.

Identification
Ioeunuiraiia
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The principal peak retention time in the r,hzomatog ?nx
the sample solution should conform to the retest

of choline alfoscerate peak in the cmomatogzx;am
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‘ Tel: +4 (021} 350 46 40; 300 77 80; 300 77 31 \“«.\ $.C. Romphatm Comgany S.R.L. - Remania, lilov, 75100 Otopar, Str. Eroilor, Nr. 1A,
i Foxi+4 (021) 3304645, E-mail: ofice@rompharm.ro T CUERC 14390648, RC: J23/1321/2004
standard solution,
Yac ympumyGarHa OCHOBHOZO RIKY Ha XPOMEMOSPE
GUNPOBYBAHO20  POSUUHY  MAE gionosioamu  Hacy
ympumyeanus  nixy — X0AiHY ansghocyepanty  Ha
XPOMAMOEPANE CIMAHOQPINHO20 POSHURY |
Assay of choline
alfoscerate 950.0-1050.0 mg/amp. 1012.6 mg/amp.
Kinvricne usnauenns 950,0-1050,0 me/amn 1012.6 ma/omn
XONIHY aibpocyepaniy
Related substances
Cynposioni 0ominixy
- glycerol: <0.2% <Disregard limit
- enhyepoi: <Meoici gusaGHeHHS
- choline: <0.2% Not detected
- XOIH. He susgneno
- impurity 2: <0.2% <Disregard {imit
- Qomiiuka 2: <Mevici quAGIeHHA
- any unidentified <02 % 0.03 %
impurity:
- 6YOb-axa
neidenmupirogan
OOMILURA:
- total impurities: <0.5% 05.07 %
- CYAM QOMILOK.
Bacterial endotoxins
Baxrepiansiui
EHIOTOKCHHH
- choline alfoscerate: <035 EU/mg <0.35 EU/mg
- xoniny aneocyepam. <0,35 OE/mr <(.35 OF/we
- 4 ml of the solution for
injection: <350 EU <350 EU
- 4 pozuuny Ons
in'eryiii <350 OE <350 OF
Sterility The solution should be sterile. Conforms
CmepunoHicnb Posuun aae Oymu CREpUIbHLM Bionosidae B

I do hereby certify that the abovementioned data are trustworthy aad accirate.

This product buaich i

manufactured (packaging/labelling included) under the quality control on the abovementioned manufucturing
site in fulf cof;/ormizy with the GMP requirements, established by the regulatory agency of Romania a5 well as

with the specification and conirof methods of the analytic-normalive documentaiion, regisiered in Ukraine. The

protocols of manufacture, packaging and analysis are reviewed: conformity with the GM
Lum 5 3aCGIOUYI0, WO REPEPAXOBANa Suwe IHpopMayis € docmosipnon 1 mouHelo. Lz cel

is established.
vig npodykyil dyad

GU2OMOBIEHA  (GINOUAIONU  NAKYBAHTIS / MAapKySamHus) 3 NPOGEOCHHAM KOHIMPOMO AROCHI MG GUUEERA3ANITE
GupoGHuuil Oinbruyl 8 NOGHIL I0NOGIONOCTE 3 BUMO20MU GMP, 6emanoseniimy peeyismopHum opaanom Pyuyni,

a maxovc y 6i0nogionocmi 3i cneyugixayieio i memodamu KoHmponio axocmi (MEA), sapeecmposanuri 6

~

Kpain.

TIpomoxony GupoGHUYMEE, YNUKOGKYU INd anaii3ie Byt nepesnsitymi me GCMAN0GIEHO 8l mosionicmy GMP.

Surname and position of person, approving batch release to market
[Ipissue ma nocada / 36anns 0coby, KA 6UOAIA 003611 Ha SUNYCK cepil

Signeture and date, stamp
TTionue ma dama niGAUCanIs, REYAmKA / Wimamn

Head guality cortrol depariment:

Logofety Raluca

3as. GIGOINOM KOUMIPOIO AKOCHTL

Jozogemy Panweq‘_"f
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