KRusum Healthcare Por. Lid .

Jlixapesxuil 3acif: ME3AKAP® (ratnerxu 1o 200 mr, no 10 rabnerox y Guicrepi; nio 5 Suicrepis y kaprouaiil ynaxosud )
Medicinal product: ~ MEZACAR®  (tablets 200 mg, 10 tablets are in a blister, 5 blisters are in a carton package
Cepin: Ne 2005688

Batch:

8 | Mixpobionoriuna uucrora* SaranbHe yucno aepofuux mikpoopranismiz (TAMC) me Simpme | < 10 KYO/r
10° KYO/,
Sarampre wHCno ApbrAKOBHX Ta miicenesnx rpudis (TYMQ) we | <10 KYO&
Glasme 107 KYO/r.
Bincyraicrs Escherichia coli 8 1 v npenapary. Bincyraiers /v

Microbiological purity* Total Aerobic Microbial Count {TAMC) — NMT 10° cfu per | gm <10 CFU/g

Total yeasts and Moulds count (TYMC) —NMT 10° cfu per 1 gm <10 CFU/g
Escherichia coli Must be absent/g. Absent/g

* Tecr puxonyerses ana nepmux 10 copiit, norim: ans xoxuol 20 cepif a60 omun pas wa pik.
* Test of microorganism purity will performed on initial 10 batches and after that on every 20% batch and any one batch of every year.

BUICHOBOK: Cepis Ne 2005688 pianosigae samorad MK PIT Ne UA/832/01/01

CONCLUSION: Batch No 2005688 complies with the requirements of MQC RC Ne UA/9832/01/01

(—/f 1 Mag /2&"}, b I,
AHAH]SBMKOHAB Ni*ﬁiﬁﬁ& f‘7gw JIATA i MDQ/?G I F

(ANALYSED BY) (DATE)

Komexrapi: nemae
Comments: no

3assa npo ceprudikauiio: «Aiicuum s 3acsinuyo, wo nasenena ene ingopmanin € gocrosipuolo i Touncio. a
cepia npoxyKuii 6yiia BUroToBIeHa (BRINIOYAI0YY YIAKOBRY / MADKYBaHHS) | HPOBENSHO KOHTPOIL Y skocTi Ha
BRINesragaHoMy minnpuemersi 8 noBRil BIANOBIAHOCTI 3 BUMOramMy, 323HAYeHUME B winEIl HacTaHoBl GMP,
saTeepiokeniil Minicrepersom oxoponu 310poB's Ykpaiun, i 3 BUMOraMn peeeTpaiifHoro Aoese Kpaini
npussavenns. Hporoxony BUPOGHHUTSA, YNAKOBKH Ta ananizie 6y1M neperasnyTi i BCTAHOBIEHO X
signosinaicrs sumorav GMPy».,

Certification statement: «On this 1 eertify that the above-mentioned information is true and accurate. This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above-mentioned
manufacturer according to specified in the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requiremernts of the registration dossier of the destination country. Records of
manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirementsy.
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Jikapeerud 3acit:
Medicinal product:

Rusum Healthcare Pot. Lid.

-JAiloua pewopuna:

Active ingredient:
Pecerpanifine pocpiirenna:
Registration Certificate!
Jinensin na pupoGunuree No:
Ceprudixar GMP Ne:
Bupobuux:

Anpeca supofunka:
Manufactured by:

Address of manufacturer:

Cepis: Ne 2005688

ME3AKAP®
MEZACAR®

Posmip cepii: 10000 yn.

CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne FG/O803/22
Hara/Date 17.06,2022

(radaerin no 200 mr, no 10 Tabaetox y Gaictepi; no 5 Gajcrepin y kapronnii ynaxonni )
{tablets 200 mg, 10 tablets are in a blister, 5 blisters are in a carten package

200 mr
200 mg

Kapbamazeniny
Carbamazepine

Ne UA/9832/61/01 ig 21.03.19, vepmin 1if pecorpanilinoro nocinaenns neobpemennii
Ne UA/9832/01/01, 21.03.19; Registration Certificate validity is unlimited

Raj/2354
042/2020/GMP
Kyeym Xearswep Hsr Jra, Tnjis

CII-289 (A), PHKO Ingacypian apes, Yonanxi, Bxisagi, Zier. Aapap (Pamwxacran), Ty

Kusam Healthcare Pyt Ltd, India

SP-289 (A), RHCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), india

Hara sur.:05/2022

Jhscamit no: 04/2026

Batch: Batch Size! D/M: Expiry date:
Ne Tokazaurn axocri Buwmoru Pesyaprarn ananidis
Tests Requirements Results of analyses
1 | Opnc Binoro abo maibxe Binoro xoawopy Kpyrai TabneTku 3i cxowenoio | Bigmosixde
FHIEIO posgaMy 3 oxsoro Goky { TeHeHHaM «K» - 3 inmoro.
Description White to.off white color, circular tablet having breakline on one side
and “K” symbol embossed on another side. Complies
2 | InenTudicauia Yac  yTpuaMEHHi  OCHOBHOrO  miKy  Ha  xpomarorpadax | Bigsmosimae
SUNPOBOBYEANOZ0 1 CIMAHOAPINKOZO POSUNIE, OTPUMAREX B YMOBAX
KUTBKICHOTO BHSHAYCHES, TIOBUHCH CILiBIIAAATH.
Identification In the test of assay by HPLC, the retenition time of the prineipal peak | Complies
obtained with test solution shonld be the same as that of peak
obtained in the chromatogram obtained with standard solution.
3 | Poznagamus He 6impme 15 x8 02 xB 25 cex
Disintegration NMT 15 min 02 min.25 sec.
4 | OawmopianicTs,  moyopanmx | AV<LI neL1=15.0 Biagrositae
ORMHHNE:
Uniformity of dosage unit AV <L, whereL1=15.0 Complies
5 | Posunueunn He memne 70 % () kapGamazeniny 3a 45 xn 99.56% - 103.10%
Dissolution NLT 70 % {Q) of carbamazepine for 45 min 99.56% - 103.10%
6 | Cysposizniaomimga Homiuxa A ~ne Hiwue 0,1 %, He sugsaeno

Related substances

Hoxiuixer F— e Gimsime 0,1 %.
Heidenmugirosara dominika — tic Gizsme 0,1 % xokaol.

He tinsme 0,5 % cyMut JOMILIOR.

Tmpurity A: NMT 0.1 %.

Tmipurity E: NMT 0.1 %.

Any single unknown impurity: NMT 0.1 %.
Total impurities: NMT 0.5 %.

He sussieso

HYDKE HeYHHTHIBAEMOTO
npeaena

BYOKE HEYIHTRBASMOT0
npenena ‘

Not Detected

Not Detected

Below Disregard Limit
Below Distegard Limit

Kinsxicne pysnavens

TIpu eurtyery:

Bin 95 % o 105 % xapfamazeniny s tabrerni {Biz sasppenoro | 99.45%
e BMICTY)
= YRPATH .4 ¥ Ha mepain npudamnocmi:
Bixn 95 % a0 105% xapGamaszeriny » valaerui (B 3a4B3EHOTO
JTEIOAPM BMiCY)
T :
JpeHTAdIKaUAHYA ;41 release:
K04 200;5891 95.0-105.0% of catbamazepine per tablet (of label claimed) 99.45%
CEFTADIATI At shelf life:
95.0-105.0% of carbamazepine per tablet {of label claimed)
& #
Uiy wﬁé’/ 74
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