CERTIFICATE OF ANALYSIS
CEPTH®IKAT AKOCTI

Product name;:

Hazse npodyxmy:

Pharmaceutical form,

package type and size:

Hixapeora popma, mun

. ma posnMip yrakoey:
Dosage / potency:

Hoza / euna dit:

Registration certificate:

Pecempanyitine

noceioyenns:

Batch no.:

A2 cepli:

Batch size:

Pozuip cepit:

Manufacture date:

Muanufactured by WORLD MEDICINE IEAC SAN.VE TIC. A8,
Location: 15 Temmuz Mahatles] Cami Yolu Caddesi
No:50 GunesH Bageilay/Istanbul, Turkey
License: TRAUYR2019/12.0

Bupobiena: YOPIE METHIHH LIAM CAIL BE TIUTK. A0
Micuesuaxomucerizs: 15 Tesiys Maxannenri Foxami Hory Huanueci
Ne50 Donewni Barmknnap/Crambyn, Typevwauna

TNinensig: TRIUYR2019/12-0

No.40000009450

METACARTIN

METARAPTHH

oral solution 2 g/10.ml, 10 mi in a flacon; 10 Sflacons together with a leaflet in
a cdrton box _

Dosuun opaneruti 2 J10 M, no 10 mn y aaxoni: no 10 padronie pasom 3
IHempyKyicio Ong medunnozg SACTOCYBAHHA Y RAPMOnHit kopobuyi
levocarnitine 2 g/10 ml

nésokaprimuiy 2 2710 mn

UA/18029/01/01

310002520

28 Y78 packages/ynarxosox

Hama supobrnuymea: 10.2023
Expiry date:
Tepmin npudammnocmi: 052027
TEST LIMIT RESULT
_ Tloxkazruru axocmi Hopmysanna Pesvroman
| Appearance ' | Clear cblourless or light veilow sclution Conform
Omuc, fIposoputi  Gesbapenuit  abo  ceimno- | Bidnoeidae
. _ arcoemuil posyui
Tdentification
1 [oenmudinayin
- levocarnitine The retention time of the principal peak in | Conform
~ HeBORADHIMUNY the chromatogram obtained from sample | Bidnosidae
' solution should correspond to that of the
standard solution in the assay
Hac ympumysanns ocwoenozo nixy na
xpomamozpanmi Oocridacysanczo  posuuwny
nosuwex  sionogidamu  maxomy — wa
xpomamozpami cmandapmnozo posuuny e
X00f Kinbricnozo susngUenHS.
- sodium benzoate The retention time of the principal peak in | Conform
- Hampiie Benzoamy the chromatografm obtained from sample | Bidnosidae
solution should correspond to that of the
' standard solution in the assay
Yac  ympumyeauii. ocrosnozo mixy wa
Xpomainozpami docridocysanozo pozeuy
noSunen  eidnogidamu  maxomy — Ha
Xpomamozpanti CrandapmHoez0 PoIvuURy. 8
| x00! Kinpricnpzo ewsnanenns.
Nominal volume 210.0ml 10.2 ml (ur)
Hominanomidi o6 ch 1210.0m1
Clarity Clear solition Conform
Hposopicme Pozvin nposopul Bidnoegidae
Degrée of coloration Solution is not more intense coloured than | Conform
reference solution Y
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Manufactured by WORLD MEDICINE A LACSAN, VE TIC, 4.8,
Location: 15 Temmizz Mahailesi:Cami Yolu Caddest
No:50 Qunesli Bageilaristanbul, Tutkay
Licenst: TRAIY2015/12-0

Eupotinerio: YORILI MEAMITHE LIAY CAH. BE THIAC AT,
Mictigssaxmierian: |5 Tesmys Maxaaneni Tosani Homy Moazieed
NSO Dioweinnd birawamnap/Crantyn, Typewupsa

' JHoéwaw: TRAUYR619/12-0°

TEST Livrr RESULT
Hoxasnuru axoci Hopyysanna Pesynomam
Konvopogicmn Posyun ne Ginvw inmencueno sabapenenus, | Bidnoeidae
Hizig emanon ¥y
pH 4.0-6.0 5.5 _
Tty 0.95-1.5 g/l (2/n) 1,05 g/ml (2/3e3)
Uniformity of dosage units Acoeptance value (AV) should be suitable | Conform
Odunopionicmy dozosanix Hpuiingmue suaquenis (V) mae Bionosioae
COutaD iOnoaidamu aumozan
Assay
Kinvxicue susnavenns
- levocarnitine 1921 g/10.ml (950 %~ 105.0 %) 2.02 g/10 mi (101.0%)
- hesoxapHimuHy L9 ~2,1 /10 M1 (95,0 % —105,0 %) 2,02 2710 ma {101,0%)
| ~sodigm benzoate 86.4 - 105.6 mg/10 mi (90 % ~ 110 %) 99.5 mg /10 ml (103.6%)
- Hampio Genzoamy 86,4 —103,6 m2/10 mn (90 % — 110 %) 98,5 m2 /10 ma (103,6%)
Related substanees '
Cynpo6idni doniuxic
- impurity A <Disregard limit
~ OoMiiira A <0.5% <Medici eusenenns
~ any unknown single impurity
- Eydv-ara negidoma odunuNHG
Sontitikg 201% 0.1%
~ total impurities Conform
| - eysa domiwox _ <1.0% Bionoeidae
Microbiological quality
Mixkpobionoeiuta yucmeona
| - total aerobic microbial count
| (TAMC) <10*CFU/g <1 CFU/g
~ 3d2aitbnd-xinexicms aepobuux
| mixpoopaanizmie (TAMCY <SIPKRYO/2 <l K¥O/z
~ total yeast/moulds count
(TYMC) =10 CFU/g <1 CFU/g
-~ 30200ILHA KIAbKICMY
Oplacdocosie ma nuicnaei: <10 Kyoyz <] KYO/z
2pubie (TYMC)
- E, ¢colt "Abséntin 1 ml Absent
- E coli Bidcymui ¢ 1 mn Bideymui

I do hereby certify that the abovementioned duta are frustworthy and accurate. This product baich is ‘manufuctured
the gitality cantrol on the abovementioned muanufucturing site in. full conformity
With the GMP requirements, establishied by the regulatory agency of T urkey as well as with the specification and control
registered. in-Ukraine. The protocols of manufacture,

{packaging/labelling included) under

methods of the analytic-normative documentailon,

-apralysis-are reviewed;

Llum 5. 3aceidupio;
{romronaoun naxysanng / Mopiyearn)
sidnoeidiioenti 3 sumoz o

conformity with

g ananisie Gynu nepeananymi

* Surnameé and posttion of person, approving batcki relcase ¥ murkiz
Tpiseuue ma nocada / sears ocobu, axa sudana dossin wea eunyor cepit

Stgnature ithd dute, stamp
HHidnue ma dama ridnucanns, vewamia

4o nepepaxosang euye inghopraiin ¢ Jdocmosiprotw | mounore, [ cepin npodyryiy Gyna aueomagnens
: AKOCmI Ha BUIeERA3aNI BUpOBHUYH dltbmmi ¢ noswil
: GMP, ecmanoanenwinu pezynamoprum opzanom Typewdunu, a maxesc y eidnogidnoemi 31
cneyughivayicny i Memoddmy. kormponro axocmi (MESH), sapesciposgiiv 6 Vipatni. Hpomoxonu eupobiymaa, VRAKCEKI
Na SCMAR0Enero gidnogighicing GMPE,

the GMP is esiablisfied.
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