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CEPTHOIKAT AKOCTI]
CERTIFICATE OF QUALITY

Haspa npoayxry: ME3AKAP?, cycrenais opaisna, 100 mr/5 mi, no 100 ma
Name of product: MEZACAR®, oral suspension, 100 mg/3 mi, 100 ml
Cuaa it Kap6amasenin - 100,0 mMr/5 ma
Strength: Carbamazepine - 100.0 mg/5 m] i
Cepist Xe/ Batch No.: SME4001 Posmip ynakosri /P.acka;,g size: 100 ma/ml
Peectp. Ne/ AR.No.: FP/0296/24 Tun ynakoskn / Pack type: daaxon Nel / Bottle No. 1
Posmip cepii/ Batch size: 1 000 nirpinfitres | Mara saroropsaens/ Mfg, date: 05.2024
KGis-t, ynawonow / No. of packs: 7 958 Tepasint npraTioeri / Exp. date: 04.2027
Kpaina / Market: UKR
Peecrpaniiiine noesinuents Ne: TepMin MiF neofmexenni
oAy eouen | UA/9832/03/01 DMIH U1 1EODMENET
Registration Certificate No.: unlimited validity
Ne n/n Hassa anajizy Cremidixanis PesysrbTaTit ananizy
Sr. No. Test name Specification Test resuit
Omne B'g3ka CyCHCH3is OPAINKEBOro KOMLOpY 3i cne- Bixnosinac
HHPIUHIM 3aax0oM.
I - . . . e - .
Description Orange coloured viscous suspension with the specific | Complies
flavour.
exrendikanis
KapGamasenin Uack yTpHMyRalisl OCHOBHOTO Mika Ha XpoMaro- Binnosigae
rpamax BEMPOGORYRAHOTO POZHHHY Ta CTAHIAPTHOTO
POSUHHY, OACPKAIIX NIPH KIALKICHOMY BHANANCIH,
MAIOTH CITiBrAAaTH.
BapBrrK sKOBTHIH 38X14 [lornunanis BHITPOOOBYBAHOIO PO3UMHY B pianasoni | Binnosinae
xpuny 400 - 800 uM moxasye MaxcHMyM I
2 481%2 BM.
Identification
Carbamazepine In the Assay, the prncipal peak in the chroma- Coniplies
togram obtained with the sample solution has the
same retention time as the principal peak in the
chromatogram obtained with the standard solution.
Sunset yellow colour UV-spectrum at the range of 400 nm to 800 nm | Complies
exhibits the absorption maximum at 48142 nm.
pH 3,5-45. 4,0
S 3545, 40
Onmuopiunicrs Macy 103, [Wo Bianosizac BEMOTaM. Bianoninae
BUTHTAIOTHCA §3 6araTopo30B1X
4 KOHTCHHEPIB
Uniformity of mass of delivered Complies with the requirements. Complics
doses from multidose containers
Tyerina 1,050 t/ni - 1,290 1w 1,210 1rimn
3 Specific gravity 1.050 g/m! to0 1.290 g/ml 1.210 g/ml
/o
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SEOTHIDIKATIS '\/ ) o ; _
CERTABIEATE ‘/ , Tea.: 4 38(0542) T7-46-10, dare: 77-46-11

Yxpaiua, 02092, m.Kuis,

o
BYIL AMATRHCLKE, 58 ) &70 - oy s c-mnatls planti@kusum.na
o o O o N7 o M

n.: +38(044) 495-82-88, (axe: 495~8\2‘~‘":{ 1O ;M/M%/ﬁ j)/l(zy"/% www kusiim.ia
Ne n/n Haszea ananizy Crientdixcanis PeaynnhraTi anaaisy
Sr. No. ‘Test name Specification Test result

Po3unHeH s He memmne 75 % (Q) 3a 45 x5. 103 %
6 . . . . .
Dissolution NLT 75 % (Q) in 45 min, 103 %
Cynposinsi 1OMILIKH Jlomiwka A - ne Gineine 0,1 %; Hibkue piBus BH3HAIEHHA
Jlomimka B - ne 6inpiue 0,1 %; He nusBreno
Byb-AK4 OJMAIHA HERITOME JOMILIKA - HE
Ginwuie 0,1 %,; 0,054 %
7 Cyma pomimox - ne 6insuse 0,5 %. 0,054 %
Impurity A: NMT 0.1 %; BDL,
Related substances Impurity E: NMT 0.1 %; ND
Any unknown impurity: NMT 0.1 %; 0.054 %
Total impurities: NMT 0.5 %. 0.054 %
KinbkicHe pH3HaueH s KapGamasenin: -
95,0-105,0 % Bin 3axBIEHOi KibKOCTH, 104,4 %
Kanito copbar:
95,0--105,0 % Bial 3aBIEHOT KiNbKOCTL. 96,2 %
8 Assay Carbamazepine:
95.0 to 105.0 % of label claim. 104.4 %
Potassium sorbate:
95.0 to 105.0 % of Jabel claim. 96.2 %
MikpoGionoriuna ynerora Baranpie  MMCHO  acpoBHEX  Mikpoopramismis
(TAMC) ~ ni¢ Ginpie 107 KYO/ma. <10 KVO/ma
Saraabie YHCHO JPKLKOBYX Ta Tnicenennx Tprbin
(TYMC) — tie Ginbie 10" KYO/mir. <10 KYOMa
Bincyruicts Escherichia coli s 1 Mt npenapaty. Bincyrus
? Microbiological purity Total aerobic microbial count (TAMC):
NMT 10*CFUAnlL < 10 CFU/Mm
Total combined yeasts and moulds count (TYMC):
NMT 10' CFU/ml. <10 CFU/ml
Escherichia coli must be absent in 1 ml. Absent

BUCHOBOK: / CONCLUSION:

FTpodyKT BHTOTOBIEHO, YTIAKOBANO T3 NpOAHANI30BANO 3TIAHO 3 BUMOTAMH PeecTpaLiiiBoro MOCBIAYCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosisae crayjapram ta BuMoram GMP. Ceprudixar N 080/2023/GMP
1t complics with GMP standards and requirements. Certificate No. 080/2023/GMP
JTitensia na BUPOGUHLTEO ATKAPCHRIX 3C0BI; Cepist AB Ne 598054

Licence for medical products production: Bateh AB No. 398054
TP/0296/24
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L[ SHATBEPIUKYIO, DLO BCT RUPOBIINH STalil AUt Uil cepii roTopal mpoyKILiE Sy silicnent » HOWDIH BULFOBLUOCE 3 BHMOTAMH, JAIICIHINI I S
wacranoni 3 GMP, satnepureniit MinicTepeTos OXOponi 3nopon’s YRPUIHH, 173 BHMOT M PECCTPANIHOTO JIOCHE KPATIRE IPH3NANCINIA.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation (ife of the destination country.

XiMiK-anaTuK
Analytical Cheniist

J3as. naGoparopicso BIC
-(Q)C Lab In-charge

| QC Head

Hanansayk BKS

YnopHonazena ocoba
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