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AEPIKABHA CIYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y M. KHEBI
BYIL Eépe3nuxi20bka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295.26-82
' E-mail: dls.kyiv@dis.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
PO SIKiCTh BBE3EHOTO B YKpainy JiKapebkoro 3acoly
25.07.2023 Ne 37767123126
| 3ENTOJI

(naitseny anns nikapcskoro 3acoby 3rifne 3 pecerpauiiinmum 10CRLAYEHHAM)
rabaerku mo 200 mr; no 10 TadieTox Y erpuni; no 10 erpunis y kapronuiit ynakosui

(ipopsa Buityeky, nosyeanis, sin UAKYBAHIHS HKAPCLKOro 3aco8y)

Howep peecrpauifinaro noceinuenns UA/4870/01/01 CTPOK Ail peecTpauiitnoro nocsiauenns HeobMexceHni

Cepia nikapcukoro 312!(:065/ Ne SKA0O080 Kiznbkics Bresenoro aikapeskoro sacody 2833

Bupobuk Can Gapmacsiornian lupacrpia Jitn, hunis
5 (nalivenynanns supoGiuxa nikapchkoro 2acofy, kpaiia noxoaxenus)

Baeseno B Vipainy | Tosapuerso 3 odmexenorno sianosizansiicro "Panéarci
Dapmacriotikanc Yipaiua', inenr. xon: 38265984
(nadimenysanis Ta kox 3a CAPTIOY lopuananol ocobu abo npissnue, iv's, na Garbkoni
iznanol ocodu - nianpuesus, W sicne pokHBaNNg T8 pecerpatidngit nomep oGaikonoi
KEPTKY [IaTHKIY nonarkis abo cepis Ta nomep nacnopra)

Mpovoroa isyansiore konrpomo siz 06.06.2023 Ne 1525/5.
JlaGoparopuui anasiis skocti Aixaperkoro sacoby saiticHenni:

Hepsasna Haykopo-nociana nabopartopis 3 KOKTPOJIO KOCTI JKapceKuX 3acobin Hepiasuoi
YCTAHOBH "IHCTHTYT rpoMaichKoro 3nopos'a iM. O.M. Mapzeesa HAMH Yrpaiun" (M.Kuis,
By.Llonynpenka 50)

(naiivenyBaiig Ta sicieIHaN OTR eI nabopatopil, wo nposenn naGopatopuuil ananis AKOCTH)

BicnosoK w040 3KOCTI nikapebkoro 3acoby, snaarii nadopatopieio Bia 21.07.2023 No 1599
PesynvraTn aaGopaTepHoro ananisy axocri NIKAPCHKOTO 3ac00y 3a NEPEBIPCHIMH OKASHHKAMH pinnosizarotn
BHMOrasM METoAlB KOHTPOIO RKOCTI (anagirnuno-nopmatusiol AOKYMeHTauii).

3a pesyawtatamu ACPHABHOTO  KOHTPONKO  BCTAKORAGHO, WO Jikapeskuil 3aciG  seeseHo s Yipaiiy 3

A0TpHMA JAKOHOMABCTRA W00 3a0e3ne e HHa AKOCTI NikapeLyux 3gcesis,

Mutkona XOJIOJAEHKO

(iniuiann Ta npissiie)

{ ¥/  «PAHBAKCI
| — (BAPMACBIOTIKAKC
VKPATHA»

IABHTATDKALIR




Kpaina isnoprep:

/78

YKPAIHA / Importing country : UKRAINE

Sun Pharmaceutical Industries Ltd

Survey No. 214, Government Industrial Arca,
Phase {[, Stlvassa —396 230.

{U.T. of Dadra & Nagar Haveli), INDIA

i

1 SUN

[ PHARMA

Kowrpoas sixocri / Quality Control
Ceprndikar siocri / Certificate of Analysis

Product: Zeptol Tablels 200 mg

Hailiveuyrsanns npendpamy: 3enron Tabaetkl 1o 200 mr

Crp. / Page | of 3
damia supodnmea
Mg Date: 012023

Cuta 9iis | Tabieta MicTiTE sapGasmazeniny 200 mr
Strength: | lablet containg Carbamazepine 200 mg

Hpudameiit o
Exp. Date: 12/2037

APTOHHIE yIaKoBUi.

axip | miin prasoegwse: 1o 10 Taénerok y Ctpesi, no 10 crpurin y

| Packing size and tvpe: 10 tablets in strip, 10 strips ins a carton

y | Hdama BURVCKY Cepii
Release Date: 28-Feb-2023

| Cepus Ne/ Batch No. : SKAD080

A0 N /AR No. : T/0212/23

| Parsip cepit / Batch size: 3000 ynaxpgos / packs

Kpaina supodtur /
country-manufacturer: {sdia ¢ India

Harap Xagesmi, lnain.

Nagar Haveli, [ndia

Bupobnux: Cau Dapmaceorakan fngactpiz firx Cypeeii No2 {4 Hinanka
MNa20 Nant bapn Epig, ®aa E!,l'!ina;zia,Cinwacca-39623{).Y.T.llempa i

. Manufacturer: Sun Pharmaceutical lndustries Lid Survey No.214,Plot
No.20,Gove.Ind]. Area, Phase II, Piparia, Silvassa-396230,U.T. of Dadra &

Bupotuuna riyessin / o
Manufacturing license, : NH/ 26

“Feecmpaniiine nocsiguennn. (747 4870/0170]

Cepmucpivam GMP / GMP Certif.

Registration certificate No. 062:202 27 MP
Ne : : T o ; ;
Sr. Ananizu / Tests Pesvasratn / Results Cueundixauii / Specifications .

1. onHe Bini, kpyri, nnocki tafaerky ¢ Binsl, kpytni, miocki Tadnersy 3 Gackoio, 3 HanucoM
Description thackoro, 3 Hanmcom «ZEPTOL | «ZEPTOL 200» Ha ouHomy Goul ta ninicro poinomy wa

200» 1 oanomy Boui ra inuomy Soui. o
TEHIE  polIoMy Ha imwomy | A white, circular, flat bevelled edge, uncoated tablet with
Boul. A while, circular, flat "ZEPTOL 200" marked on one side and breakline on the
bevelled edge, uncoated tablet | other side.

with “ZEPTOL 200" marked

on one side and breakline on

the other side.

2. Laentudikanis Bignoninae Tudpavepsonnit CITeXTD NOCAHHAHHA 1PaIKa Npeaapary

[dentification Meets the requirements. noBiEEH BiANos aaTH Cnekpy NOPiBHAHHA

xapbamaseniny (RS 406)
The infra-red absorption spectrum of the sample
preparation crystals, is concordant with the reference
spectium of carbamazepine (RS 406).

Biasgorinac Hopowox porrepTnx Tabnerok nosmHen NOKA3YBaTH

Meets the requirements. inTewcusuy Gnakuray $ryopecuenuino apa noswuni
XBHAI 365 Hm (kapBamazenin).
Powdered tablets show an intense blue fluarescence in
UV light at 365 nm (carbamazepine).

; Binnorigse Mosea OPAHKERO-HEPBOHOTO zabapsiiesus,

Meets the requirements. {kapbamazeniu}.

_ Appearance of orange-red coloration {carbamazepine).

3. Crapasticrs 0.14 % saim wiw He Ginewe 1,.0% (M / m)

Friability Not more than 1.0% w/ w
4, PACHANAEMOCTE 02 xauTuea / mingtes He Binswe 15 xa.
Disintegration Not more than 15 minutes
5 Cepeans maca 3019 mrime 300,0 Mr £ 3% (8in 291,0 mr 2o 309,0 Mr}
Average weight Standard ave, wi. 300.0 mg + 3%
(Le. between 291.0mg and 309.0me)

6. OUHOPIAHICTE MacH | ssiHiMyMm / minimum: -0.96 % He Ginbirie 180X 3 20 inAusinyam.uux wac MOXY Th METH
Uniformity of | stakchmyM / maximum: 1.29 €4 sinxuncuun giy CCPCAMBOT MACH Ginbwe ik Ha £ 5%,
weipht KOAHA 3 HUX HE [TOBUHHA MATH BIIXWICHHS Big

Cepeansol macH §instie kix Ha + 109%.

Not more than 2 units of the 20 individual weights
deviate from the average weight by more than + 5% and
none deviates by more than + 10%

o TAHBARCT TNBW
A PMAL O TIRANC
YRPAH A
TeHTHhaLADa
oy 38265084




' ~ Kpaiua isnoprep: YKPAIHA / Importing country : UKRAINE
'f'““. Sun Pharmaceutical Industries Lid Konrpoar sixocri / Quality Control

: Survey No. 214, Governiment Industrial Area, I iR i
T e T e at axocti / Certificate of Analysi
SUN | phase IL. Sitvassa - 396 230, Cepridikar suocy/Cep i

CH TR § (UL, of Dadra & Nagar Haveli), INDIA Crp./Page 2 of 3
| Haiisenysanns npenapamy: Ieaton Tabnersu no 200 wr Sama supobinnmea
.. Produce: Zopiol Tablets 200 me My Date- 812023
[ Cuza OiF: | Tabrerxa MicTHTS kapGasmaseniny 200 mr Hpudamnuii oo
Strength: | tablet contains Carbamazepine 200 mg Exp. Duate: 1212027
Possiip i mun yaukossi: no 10 raSactoxk y Ctpuni, no 10 CTPHMIB ¥ Aeama gunycxy cepii _
KapTOHIHT YITaKkoBLi. Release Date: 18-Feb-2023
[ Packing size and type: 10 tablets in strip, §0 strips in a carton
¢ _prm M / Batch No. : SKAQOR0 A0 M /AR No. - T/R212/23
: Poxvip cepii / Batch size: 3000 yraxasox - packs Kpatna eupobinux /

couwntry-manufacturer: fnudis / India

| Bupotnux: Cau Oapuacerikan tuaactpis Jirn Cypaeit Me2 14, /linsuka Bupobnuaa 1iyenzin /

| Ne20,lapr iuma Epis, daza il,inapia,Cinteacea-396230,Y.T Janpa i Manufacturing license, : NH 7 26
71 Harap Xaeeni,luzgix.

-] Manufacturer; Sun Pharmaceutical Industries Ltd Survey No.214,Plat

No.20,Govt.Indl. Area, Phase 11, Piparia. Sitvassa-396230,U.T. of Dadea &

Nagar [Haveli, India

Pecompanitne nocsivonennsn: U4~ 1870:01701 Cepmudbinam GMP / GMP Cerif.
Registration certificate No. (062/2022/GMP
Ne | Ananizu/ Tests Peryanratu/ Results Crensdikauil / Specifications
Sr.
7. Onuopianicrs MinisyM / minimum: 99.3 % Bigmosinae Busoram
A030BAHHX MakcHMyM / maximum: 102.5% | Complies with the requirements
OJIHHHUE cepenuc / average: 101.0 %
Uniformity QF MpuimManese yHeno
Deosage Units / Acceptance Value: 2.5

Bianoeigae sumoras Meets
requirements

8. Pozunnesns MiviMys / minimum: 9§ % He menur 75% (Q) 8in 1agpiienal kinpkoeri
Dissolution MarcumyM/ maximum: 100 % | kapSamazenidy poauuuseTses 2a 60 XBHmHEL
cepenne / average: 99 % Ik S1 pistx: ne menure §0%.

Hnx 52 pivns: cepenme anauenns 12 Tabrerok {51+
52} nopiButoc abo nepenmutyc 75%, | %oaHe sHavenns
He OBHHEO DY TH MeHie 60%.

Jlnn 83 pisus: cepeaite snauenun zas 24 tafnetox S+
S2 + 83) nopisnioe aGo nepesnurye 75%, i AONYCKAETHECA
He Binkiue 2-X suaqens. merue 60%, i Npy ULEOMY KOIHS
3 3HRYEHB HE HOBMKHO BYTH MeHe S0%.

Not less than 75% (Q) of the labelled amount of
carbamazepine is dissolved in 60 minutes.

For S tevel each unil is not less than 80%.

For 52 level-average of 12 units (S1 + §2) is equal to or
greater than 75% and no unit is less than 60%.

For 33 level average of 24 units (81 + §2 + 83) is equal
to or greater than 75% not more than 2 units are less than
60% and no unit is legs than 50%. )

9. cynyThi He sussneno / not detected NoMiwxa A; ue Gitsiue O, |%;
BOMILLKH He Brstrsiens / not detected Homiwka E: ne Ginsme 0,1%;
Related Substances He susaneno / not detected Byas-ska imtna gomimka: we Sigsue 0,1%,;

He Bustsneuo / not detected Cysa zomitmoxr: e Siasme 0,5%.

Impurity A: Not more than 0.1%

Impurity E: Not more than 0.1%

Any other impurity: Not more than 0.1%
Total others impurities: Not more than 0.5%

. | kinekicne 202.0 mr g rabaeTui /mg / tab. | Bia 1900 mr g0 2100 mr KapbaMazeniy B oauif
BHIHAYEHHA Tabnerui (sin 95,0% o 105,0% sin sansnesol KiABKOCTI)
Assay Nat less than 190.0mg and not more than 210.0mg of
Labeled amount of Carbamazepine,
101.0% Naot less than 95.0% and not more than 105.0% of
Labelod amount of Carbamazepine.

e

wHBARL
drpaian BOTIRALC
i &

e

\.y et T DI wan
\\i},& Kop 38265484
£ v




Kpatna imnopre

p: YKPATHA / Tmporting country : UKi%AINE_

% 1 Sun Pharmaceutical Industries Lid Kourpons stoeri / Quality Control
a7 | Survey No. 214, Government [ndustrial Ares, Comrmnd i P e
N el epiudinaT axocri / Certificate of Analysis
H PPUR-1 ¢
SUN Phase |1, Sitvassa 396 230. TR
(LT, of Dadra & Nagar Havell), INDIA Tp. / Fage

1 Haamenyeanns napenagamy: 3eyron Tabastxn no 200 Mr
“Product: Zaptol Tablets 200 mg
“Cuna 8it: | tabnetka MicTHTY kapbasazeniny 200 mr
Strength: | tablel containg Carbamazepine 200 mg

damu eupobrumpmen
Mfg Date: 01:2023
flpudamnti oo

| fap. Date: 1202027

Poxvip i mun ynarosru: 1o 10 rabaetor
KAPTOHHIN Y HAKOBIII.
Packing size and rype: 10 tablets in strip, 10 strips tn a carton

y Ctpuni. no [0 crpunis v

Hame gunyexy cepit
Release Date: 28-Feb-2021

Cepus Az Butch No. : SKAQ080

4.0 M/ AR No. 1 Ti2]2/23

Porwip cepii / Batch size: 3000 FHAROGOK ¢ prrck.s"m ;

Kpatua eupobuik /
courdry-manufaciurer: noia Indig

Ne20,Fasv luan. Epin, ®aa 11, Flinapia,Cinesacca-3962
Harap Xaseni,linzis.

| Manufacturer: Sun Pharmaceutical Industries Lid Survey No.21
{.Ne.20,Gov [ndl Area, Phase [1
- Nagar Haveli, India

: -Bupodwuux: Can dapmaceyriran tupactpis Jlva Cypeedt Mo2 14 dinguxa
30,Y.T Janpa i

» Piparia, Silvassa-396230,15.T. of Dadra &

Bupobrua riyensis /
Manufacturing license. - NI/ 26

4 Plot

Y Peecmpaniine noceiduennn; Ud 7 4870:01:0}
| Registration certificate No.

Cepmughicam GMP / GMP Certif,
DE22022/GMP

N Ananizg / Tests ! Pesyaerarn / Results l Creundugauii / Specifications

Sr. ]

Ll | MixpoSionoriuna <10 Baxrepi#t / Total aerobic | B | ¢ fipenapaty QonyGKacTees HakgHicTs ke finsure 107
SHCTOTA count Gakrepin i 10° rpuGin.
Microbiological <10 'pudis / Mold count He sonyckaetees Bscherichia coli s [ npenapary
limit test Totai aerobic count: Not more than THesui CFU / g

Mold count: Not more than 100CFU / g
Escherichia coli sincyrua / Absence of Escherichia coli.
absent

12. | ¥ragoska ta Binnosigae Binuosinno no enmor MKS JKAPCEKOre Npenapaty
MAPKY BAHHR Meets requirements As per the requirements of Methods of product quality
Packing and comeol.

J warking |

3anpn npe cepradicaio: [[im » 3acsimy}5, We axajaHa

nikapcskore npenapary o peectpailifivoro nocsinveris Ne
auanilis Oyau neperngiyTi [ BCTAHORNEHD BinosianicTs GMP,
Declaration about certification:
product was manufactured {includi
accordance with the GMP and i
Registration Certificate No. UA/4870/01/01.

teviewed and compliance with GMP wag proved.

TIpOLY KNIT 6y/1a BHroToORNENa (BRI AIGUM YNAKOBKY / MApKYRaHH
32BOAI B nOBHIK sianosianocti 4 wamoraMt GMP, a takow &

Here by | rtestify reliability and accuracy of the above information, This bateh of
ng packaging / labeling), and its quality was conteolled at th
compliance with specifications comtai
Baich manufacturing

we JHpopsMalit € JOCTOBIPHOI | TOMHOW. Ha cepin
4} i nposeneHo kontpons i aKaCTi Ha BHIUEBKATZHOMY
ianoiano o coemwdixauii, wo Micvirben 8 MKK
UA/MBTO/G1/01. Mporoxonu BHPODUHUTSA, YNAKOBKH Ta

i3

¢ above stated site in fufl
ned in methods of drug quality control for
» packaging and analysis records {protocols) were

JasepeHO /Authorized By

MeHe, I1}!(ep/Executive — Quality
Kywmap Tawanu / Kumar Thadani
| Hara / Date:
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