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JEPHCIIKCIHY KBA
)IEP)KABHA CIYXKBA 3 JJIIKAPChKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
By bepesuakischka, 29, Kuis, 02098, ren. (044) 295-26-85 e, (044) 295-26-32
E-mail: dis.kyiv@dls.gov.ua https:/Awvww.dls.gov.ua, Ko € JIPTIOY 37079055

BUCHOBOK
PO AKICTb BBEICHOI0 B Y Kpainy JiKapcLKoro 3acoby
23.12.2021 Ne 77682/21/26
METAKAPTHH

(HaHMEHY BAHHR HKEPCLKOrO JE0y 3(1AH0 3 PeCOrPRILIRHIM HOCBIISCHHAM)
PO34HH 135 in'exuid, 1 ¢/5 ma; no S win s amny.ti; Ho S amnys B KoHTYpRil wapyHiKosii
YURKOBUI; 110 | KOHTYPHI 4ADYHKOBI YIaKOBKM B KapTouHil Kopobui
(Popma prnycKy. JOIYRAHHS, BIGL NAKY RAHNS ATKEPCLKONo sacody)

Homep peectpanilinoro noceizuennn UA/15530/01/01 crpox ait peecrpauifinore nocsingenss HeoOMexenn i

Cepin aixapeskoro sacoby Ne 2105012 Kinbkict, sBe3eHoro aikapesoro sacoy 180
BupoGrmx Medap Liau Can. AL, Typeyuuna
{HalMenyBaHHS oupoBiieks IIKEPCHKOro 33008y, KPRTHE NOXVKCHHN)
Bueseno 8 Ykpaisy Tosapuctie 3 ofmexenows sunosinansnicrio "BJAYC DAPMA",
inenT, kou: 43821180

(halivenyssmis ra %0 33 CIPHOY wopranynol ocolu abo npissuute; im's, 1o Sarskosi
dizmusiol ocobu - nixnpuesus, ¥ micue npoKuBAMIE T8 pEECTpauibiui HoMep o6aikoni
KApFKI ke nozaTkis 860 cepis ra noMep nacnopia)
[poroxon Bisyssrunoro xonrpomo aia 28.10.2021 N 3789/4,

Jlaboparopaiit aHaiis SKOCTI AKApCLkoro 3acoby 3 afcHe N

JlaGopatopis dapmaxoneiinoro ananisy [1I1 "Ykpaincokuil HaykoBuit papMakoneHuuil nenrp
AKOCTI JiKapehicux 3aco6is" (M. Xapkis, BY:1. AcTposoMiuHa, 33)

(paliveHy BIHES T8 MiCHEIRExopreHs sadoparopii, wio nposcna saboparopuii Gnanis skocti)
BHCHOBOK WOO AKGCTE Aikapepkoro jacody, Buaanui maGopatopico sin 21.12.2021 Ne 1204/108421

Pesyanrark 3aG0paToOPHOND auailisy SXOCTI TiKapesRoro 1acoby a nepesipennMy noxassikamn BLUANOBLAI0TS
BUMOTEM METOIIB KOHIPOMO SKOCT] (AHAUTHIHO-HOPMATHRIIOT oKy MeRTANIT):

Ba peayARIATAME  ACDKARHOIO KOHTPOMO  BCIGHOR! o 3
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MeTaKapTun 2105012_1jpg

I Locaton: Rammmo;lum Emrw Ne: 2,
| B ik r 34906 Kurtkay - ReaikAsanbul, Toskey
License 20080(
Mm Megup !m Can. A.w.
Micusinaxosmsing  Swan Ne 20,
J490K Kyprrod - rmmgmbm Typesiauia

Hiimnin: 20081

CERTIFICATE OF ANALYSIS No. 2021005219

CEPTHDIKAT ARKOCTI

Product name: METACARTIN

Hasea npodykmy: METAKAPTHH

Pharmaceutical forw, solution for lajection, I ¢/S ml, § mi in ampules, NS, | contour tray logether with x.

package type-and size: Teuflet in'% carton box

Jixupenca popma, mun ma

pazaun onn in'exuiiiy, 1 /S ma, no 5 sa posauny 0an In'exuils  aunynax; no 5

PSP YRaKOSKU: amnyi 8 Kowmyprili qapynxoelii ynaxosui; no I xonmypulii sapyrixosii
ynaxosyi 3 IREMPYKRIEND Q18 MeOUUNIZ0 JACHIOCYSARNA & KADMORRITL Kopotyi.
Dosage / poteney: févoesrnitine 1 g
Husa/ cura Ol negoxaprinn 1z
Registratlon certifieate:
Peecmpeyling UA/15530/01/01
HOCBIQUBRIR
Batch no.:
Ne cepit: 2105012
Batch size: o : ) 3
Posip cepit: 22034 packages/yhnrosox
Manufactire date: PO—
Aama aupobuuyinga; .26
Expirydate: 06,2025
Tepmin npuamuocni: '
- TEST LIMIT "RESULT
| HoxanuxuAxocati Hopmysanin Peaynvinam
- Appearance o Clear, colourless sofution | Conformi
[ Soeniwniii { auensd Hposopull Gedbapenuii posurs | Bianosifa¢
Clarity and degree of opales- | Clear Conform
' cence . . )
- Hposopicms i cmynine Hposopui Bianoninae
onaiecyenylt
Degree of colouring Colourless Conform
| Cryndne 3a0apengsis Begbapanui Biggxoni;m-
| Density 1.033 - 1,053 g/ml 1.043 g/mi é
LN ye‘mw;a 1,033 - 1,053 2/mn 1,043 r/mn
pH 60-7.0 6.6
Extractable volume 25.0mb 5o mi
Bumnaysanuii ob'en S.2mMn
Identification
{oenmudbixayin Retention times of main peaks which are obtained from | Conform
L - devocapnitine samiple and standard chromatograms should be the'| Bianosinae ;
L AEBOKaPHImUN same i
Yacu ympusmysanss conognux nixie, ompumanl #g-
xposamozparax  sunpodysanoco i cmandap
posuuNie, tosimui Byt vORaKGaUMY
Assay
Kivibsicne snanagenin 1g/5mil+£5,0%10.95 - 105 g/5md
- levocarnitine 95.0% ~ 105.0 % of the label claim
- AesORUpHInUN le5mast5,0% (0,95~ 1.05 23 m1)
95.0% - 108,0 %
. Related Substances
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) _ Mannfatsured by Mebnr e Sag. A, S:
: s i Location: Remezancgiu Mah. EmsarCad. No 20,
| % ] 34906 Kurtkoy ~ Pendiksmanbul, Turkes
h License: 2008101
Bupobrens: Megap Lasw Con AL
Micygasaxomsenns. Paprsstorsy Max: Excap Ibxas Ne20,
3496¢ Kyprook - Dentwe/Crasiys, Typewswia
Hiuerow: 200841

CynpoGioni dombucu <0.5% 0.0004 %

~ impigrity 4 <0,5%

--any unknown single impurity | £0.2% 10.06%

- Gydemaka weidenmughixosana  |'<0,2%

cowHnineg Ooxtlua

~ total impurity £1.5% 1 0.06 %

~ CYME DOMTOR <1,5%
Sterility - Sterile ' Conform
Cmepunenicme Corepuapnnii Bianosinac
Bacterial endotoxin £0.1 EU/mg of levocarnitine < 0. EUmg of
Baxinepiansii endomoxcun €01 OF/mz zesoxaprimuny {evocamitine

<0,1 OEmr
JIEBOXADHITHHY

Particulate substance
MEXURUNBCRUE BERIOYCHUR

- visible particles Practically free from particles Conform

- BuduMI wacmi [Mpaktuaso Biakuuil Bix wacToK Bumosinae

- sub-visible particles 2 10 pm; < 6000 particles/amp. 7 particlesfamp.

- Heaudunl yacmy 2 25 pm: < 600 particles/amp. 0 particles/amp.

2 10 mxm: < 6000 wacrow/ami, 7 qaCTOK/ amey.
2 25 MM: < 600 yacTox/amn. 0 uaerow/amn,

, o

da hereé my,'v that the ?”Mm% d‘ﬁa ure tramg}ln 0::‘»& 20:«% This pmdua %
full cwy“ rmify with the éﬂP re , esta ls agency. of ?hrkey as wa as with the
sp i and congrol metho «of the anai wmo m%‘ mm The proto-
cols of manufacture, packaging and analysis arz rMcwiI; mfo
Lum s .ma:c:du 9, u;o nepepmoma siaye nhopmayia ¢ docmosipno 1 mnm acm? mdyxggt 6yﬂa
suzamuenena [eRUONMONK nakygaIn / m Haj 2 npoaedemm KOHMPOmS 8K HA GUyeBKa3aNil

supobiuYi Olnsnuyi @ noexili eidnosionocmi. 3 eumozasy GMP, mmawom&w DEEYIRMOPHUM  ODLANOM
Typewuuny, a makox y eionosidnocrti 3i  cneyupixanicnr | memodawy Kowmpomo axoemi  (MKH),
qapeccmposanuMI 8 Ykpaiui. leomomm GUPOOHUYNIBL, YRAKOGRY ma awanisie Oynu wepemsinymi ma
gemanogieno aionosioniomy GMP.

Surname and position of person, approving bateh release to market  Quality assurance Manager: Buket Erel

TIpissuye mia nocada 7 56annr 0CobY, AKG BUOLIA JO3BIN KA SUNYCK cepil

Signature and date, stump
Hionmic mu Sama widniconus, nevamsa/ wmamn

Menedncep iz abemevennn sivocmt:Bysem Epen

27082021
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