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Manufactured by Rompharm Hac San. ve Tic. Ltd. Sti.
Location: Gazi Osman Pasa Mah. Cerkezkoy Organize Sanayi Bolgesi 5. Cad. No:17 Cerkezkoy/Tekirdag, Turkey

CERTIFICATE OF ANALYSIS
CEPTH@IKAT AKOCTI

License: TRATY/2015/06

No. 40000033418

Product name: METACARTIN

Heazga npodyrnny: METAKAPTHH

Pharmaceutical form, solution for injection, 1 ¢/5 ml, 5 ml in ampule, 5 ampules in contour tray, 1
package type and size: contour tray together with a leaflet in a carton box

JTixapcvra thopya, mun ma posuun Oaa in'exuii, 12/5 ma, no 5 i ¢ amnyni; no 5 amuyn 6 KowmypHin

PORMID YROAROGKIL

wapynrosiil yraxoaui; ro | konmypuiii vapyrkoeii yraKoeyi 3 IHCHpYRWiew 6aa

MEQUUHO20 JACHOCYBAHHA ¢ KAPMIOHNIL KOpoBUi

Dosage / potency:

levocarnitine 1 g/5 mli

Hoza / cuna oii: aesoxapuinumy 12/5ma
Registration certificate:
Pecempaitine UA/15530/01/01
HOCeIouens;
Batch no.: 311001160
N cepit:
Eg;;%;l:e;ii? 66 292 packages/ynarosox
Manufacture date:
Hama supobuiamea: 11.2023
Expiry date:
Tepatin RPUSARHOCHIL 10.2027
TEST LIMIT RESULT
Horaznuxu axecmi Hopatysanns Pezyapmiani
Appearance Clear, colouriess solution Conform
Joeniumil euennd Ipozopuii GezbapeHitit po3YUn Bidnaeidae
Clarity and degree of opales- Clear Conform
cence
IIpozopicmy § cinyninb onanecyenyiv {Iposzopuii Bionosioae
Degree of colouring Colourless Conform
Cmyninb 3abapefenns Fesbapenuit Bidnosidae
Density 1.033 -1.053 g/ml 1.042 g/ml
I'vemuna 1,033 — 1,053 o/ 1,042 2/mn
pH 6.0-70 6.5
Extractable volume =50ml 51ml
Bumaazyeanuti 06'em > 35,0 M1 3,1 ma
Identification
- levocarnitine Retention times of rmain peaks which are obtained from | Conform
Idenmudhixayin sample and standard chromatograms should be the | Bidnosidac
~ ACGOKAPHIMUHY same
Yacu ympuMmysanns OCHOGHIX nixie, ompumani ra
Xpomamozpomax  sunpobyeanozo 1 CHOHCGPIHOZO
pOTVHHIG, HOBURHI DYmu 00HGKOSUMIL
Assay
- levocarnitine 1g/5ml+50%(0.95-1.05g/5ml)
95.0% - 105.0 % of the 1abel claim
KinbkicHe BU3HAYCHHN Pe/5mn+5,0% (0951052355
- ACGORADHIMUNY 05.0% - 105,0 % &id saagrenol Kiavrocni 4
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Related Substances
Cynpogioni domiuiru <0.5% <Reporting limit

- imparity A <0,5% <Menci GUNBAEHHS

- dosiuka A

- any uerknown single imparity <0.2% 0.1 %

- Gvdb-aka Heidenmughivosana < 0,2%

oOuHMHA CoMIUKA

- total impurity <1.5% Conform

- CyMa QOMIMOK <15% Bionogicoas
Sterility Sterile Conform
Cmepunsnicms Cmepunonuii Ridnogidac
Bacterial endotoxin < 0.1 EU/mg of levocarnitine < 0.1 EU/mg of
Faxmepiioni endomorciniy < 0,1 QFE/mez desoxapuiniuuy levocarnitine

< i OFfe
ACEOKAPHIMURY

Particulate substance
Mexanuueckue EROYeHUA

- visible particles Practically free from particles Confonmn

- GUOUMI HACTRY {Iparmmsio ginpruil 810 vaCmor Biornosidac

- sub-visible particles 2 10 pm: < 6000 particles/amyp. 67 particles/amp.

- HesuOuAMi YacHu 2 25 pm: < 600 particles/amp. 4 particles/amp.

67 HECHIOK QM.
4 vacmor/an.

=2 10 mra: < 6000 wacmor/amn.
2 25 anow < 600 wacmaor/ann.

1 do hereby cem;);v that the abovementioned data are trustworthy and accurate. This product baich is manufactured
ackaging/flabelling included) under the quality controel on t}':e abovementioned manufacturing site in full con-
ormity with the GMP requirements, established by the regulatory agency of Turkey as well as with the specification
and control methods of the analytic-normative documentation, registered in Ukraine. The protocols of manufac-
ture, packaging and aralysis are reviewed; conformity with the GMP is established.
Luv n saceidyyio, 140 nepepaxoedna suye nopmayis € J0CMOsIPHOID | MOUHOI. Lin cepis mpodykyil Gyna
SU20MOGNEHA (BKIONAIONY NAKYBAVNS / MUDKYEAHHS) 3 HPOGEISHHAM KOHMPOIIO SKOCINI HAl BUUYEEK AN SUPOBHUHIT
dinbruyi 8 nosuiil gidnogionockti 3 gumozdanu GMP, ecmanosieruMit DESYAAMOPHUM OPEAHOM Typeuuuny, a markoye y
sionosionocmi 3i cneyudirayicro 1 MEmoouMy KOHMPOAIO AKOCHTH (A/[Kf}) sapeccmposanivau ¢ Vipaini, Hpomoxony
BUPODHUYMBY, YHAKOSKY A GHARIRIG BYNY nepezinnymi Ma 6CManosaeno sidnosionicms GMP.

Surname and position of person, approving batch release to mavket
Hpiveuwe ma necada / 36aunn ocoby, axa UOAAA 0036 HA BURYCR cepil

Signature and date, stamp
HHionuc ma dama RIONUCANHA, HEwKa / Wmamn 07.02.2024
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