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CEPTHPIKAT AKOCTI
CERTIFICATE OF QUALITY
A.R. Ne FG/1375/20
JHara/Date 04.11.2020
Jliapcskuii 3aci6:  OKCAIIIH®  (rafnericw, sxprri naiskosoto 0Go0ik010, mo 300 mr; mo 10 abiterox y Gicrepi: no 3
Gnicrepu y xapronuill ynaikosui)
Medicinal product: OXAPIN®  (film coated tablets, 300 mg, 10 tablets in a blister; 3 blisters are in a carton package)
Jiova pewoBnHa : Oxckapbaseniny 300 mr
Active ingredient: Oxcarbazepine 300 mg ) . ]
Peecrpaniitie nocsixvenna: Ne UA/11096/01/01 sin 12.11.2015, Tepmin Al peccrpaniitiioro nocsixdenss ao :
12.11.2020 poxy
Registration Certificate: e UA/11096/01/01, 12.11.2015; Registration Certificate valid till: 12.11.2020
Jliuensis na BHpoGuunTBO Ne: Rafr2354
Ceprudixar GMP Ne: 001/2018/GMP
BHpoSHUK: Kyeym Xenrxxep Yt Jiva, Tunis-
Anpeca BHpobHuKa: CI1-289 (A), PIIKO Iinactpian apea, Yonanxi, Bxinani, Aict. Annap (Papxcacran), Iunis
Manufactured by: Kusum Healthcare Pyt Ltd, India
Address of manufacturer: $P-289(A), RIICO Industrial ares, Chopankl, Bhiwadi, Dist. Alwar (Rajastlian), India
Cepiz: Ne2003124 Poamip cepii:10000yn. Jara pur.:10/2020 Hitfcrmit no: 09/2023
Batch: Batch Size: DM: Expity date:
Ne Hoxa3aTenu xavecrna TpeGoBanis Pesynsrartes
Tests Requirements AHANN3OB
_Results
1 | Omiacanue Kancynoriono6usic Ta6AeTkH, NOKPHTSIE NieHOTHOR 0BONOYKON KErTor: Coorsercrsyer
LBCTA, © pHCKOH ¢ 06elx cropon. _ , ) '
Description Capsule shape, yellow oolored, film coated tablet; having line on bal Complies
. sides. :
2 | Unenrnduxauus 'Bpeut yACPEMBARAS OCHOBHOTO IHK& HA XDOMATORPAMMAX scnbimyexozo | Coorsercrsyer
OKCKAPGACIH 4 AMandapmrozo PACIBUPOR, HORYUEHHAIX B YCHOBHAX XOTASCCTREHHOTO
OUpECRHER, J0JDKHQ COBHANATS.
Identification The retention times of the major peaks in the chromatograms of the assay | Complies
Oxcarbazepine preparation corresponds to those in the chromatogram of the smandard
] preparation, .
3 | Opennas macca 4120mMr+5% CooTserersyer
Tafnerxa
: Average mass 4120mg+5% Complies
4 | OmiopoanocTs 0suposatHLx | AV <11, rae L1=15.0 1 Cootsercrayer
CAHHMIY
Uniformity of dosage unjts AV <L), where LI=15,0 Complies
5 | Pacnianaemocrs He Gonee 30 MunyT. 08mun 12.cex
Disintegration Not more than 30 minutes 08min 12sec
6 | Pactaopenne He mence 75:% (Q) oxcxapbasenmaa 3a 90 Muu 95:8%- 100.2%
Dissolution NLT 75 % (Q) Oxcarbazepine.afier 90 minutes 95.8%~ 100.2%
7 | Conyrersyoume npamdech Kapbauaziniuu - He 6onee 0,5 %; ) 0.002% -
MemoxcuxapBavasenun — ue Gonee 0,2 %; He oGaapyxeno
Orc:umunocmymeben — e Gonee 0,1 %; He o6uapyxceno
Jliobas veudenmuguyuposannas edunuynas npumecs — e Gonee 0,1 %; 0.003%
Cymma npumecett —ae Gomee 1,0 %. 0.011%
Related substances- Carbamazepine —'NMT 0.5 %; 0.002%
Methaxycarbamazepine — NMT 02 % ; Not detected
Oximinostilbene = NMT 0.1 %; Not detected
Any single.unknown impurity — NMT 0.1 %; 0.003%
Total impurities—~ NMT 1.0 %. 0.011%
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Jlikapenkuii 3aci6: OKCAITIH®  (taGaerxn, srpuri niiskosoio oGononkoio, rio 300 mr, no 10 raGuerox y Gaicrepi; mo 3
6aictepu y KaprosHill ynaxosni) '

Medicinal product: OXAPIN®  (film coated tablets, 300 mg, 10 tablets in a blister; 3 blisters are in a carton package)

Cepis: Ne 2003124

Batch:

8 | Komudecrsennoe copepxanne | Ilpu seinycke:
Or 95% no 105% okckapbasermua B TaGrerxe (oT saseaesHoro | 102.53%
KOIMHeCTBa)

Ha cpox z00n0cmu:

Or 90% no 110% oxckapGasenuna B TabNeTke (OT 3ANBICHHODO
KO/IHYESCTRA)

At release:
Assay 95 % to 105 % of Oxcarbazepine per tablet (of Label Claim). 102.53%
On shelf life:

90 % to 110 % of Oxcarbazepitie per tablet (of Label Claim)

9 | Muxpobuonoriacckas Obmee uncno aspobHEX Mmxpooprasmsmos (TAMC): He 6onee | <10 KOE/r
TucroTa¥ 10° KOEA. »
Obmee uucno npomaessX M WiCCHEBRX rpubo (TYMC): me Gonee | <10 KOE/r
10? KOE/ .
Microbiological purity* Orcyrersae Escherichia coli s 1 r mpeitapara. Orcyrcerane /v

Total actobic Microbial count (TAMC) - NMT 10° CFU/g. <10 CFU/g
Total Yeast & Mould Count (TYMC) —NMT 102 CFU/g. <10 CFU/g
Escherichia coli should be absent per 1 g Absent/g

* TecT BUKOHYETHCH Ju14 Neprmix 3 Cepift, noTin U1 womkol 10 cepil 860 0AMH pas Ha pix , ‘
* Microbial purity will be petformed on first 3 commercial batchies thereafter at every 10® batch or once in a year which comes earlier,

BHCHOBOK: Cepis Na 2003124 Bimnosinac Bimoran MKA PIT  Ne UA/11096/01/01
CONGLUSION: Batch Ne 2003124 complies. with the requirements of MQC RC Ne UA/11096/01/01

AR BTRONAL | IATA DU 1) Yoy

{ANALYSED BY) . (DATE)
%Lu Yuwar NAXQ»’T

OMEHTapi: HeMage
Comments: no

3ai8a npo cepradiraiio: «ilicaum s sacsituyio, o Hareseya Biie indopmanis € nocroiproio i Towmow. I
cepis npoaykiil Gyna BUroToRNena (BKII09AI0MH YIAKOBKY / MapKyBaHHs) i Dpogeleno KoHTpoL 1Y AKoeTi Ha
BHIIEIrAAIHOMY nianpreMcTei B mosuilt Bianosimuocti 3 ‘Bkmol'auu GMP, BCTAHOBJICHHMR MicueBHM
PEryJISTOpUUM OpranoM, a Takexk sianosinuo Ao cneuudlicauil, mo Micrwrsen B peccrpaniitnomy gocke KpalAn
ImMnoprepa. Iiporoxanu sHpoGHUNTRS, ynakosky Ta ananisia Gynw meperssnyxi § scranonieno Ix slamoBinticrs
sumorsM GMP».

Certification statement: «On this I certify, 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 all relevant GMP requirements, established by Local Heatth Authority, and according
to the specification, contained in the registration of the dossier importing country. Re W wmanufactaring,
packaging and analysis -gere reviewed and determined for their compliance/With the G} 4 RR.

Kepismrpymmnmmmm””% mainy sa6xwe il drdes
Quality control group manager A, =, [ Quality Assurance \No mansge;
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JEPAJIKCIIYXbA
JEPKABHA CJIYXKXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By:1. Bepesusxiserka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox EJIP OV_37079055

- BACHOBOK ‘
Npo SIKICTh BBE3€HOr0 B YKpainy JikapcbKoro 3acoby

22.01.2021 N ¥ 2131/21/26

OKCAIIIH®

(HafiMeRyBaHHA fliKapcbkoro 3acoby 3rimuo 3 peecrpamﬁmm noc,nu(qemm)
TabJeTKH, BKPATI NVIiBKOBO10 06010HK010, 10 300 Mr o 10 'raﬁne'rox y Oaicrepi; o 3
GaicrepH y KapTonsiii ynakosni - ,

(hopma BirTycky, HO3YBAHHS, BHU HAKYBBHHS mxapcsxom sacoﬁy}

Homep peectpauiitioro noceimenns UA/11096/01/01 crpox aii peecxpamﬁao g1}5}0\{}3

Cepis srixapcsroro 3acoby Ne 2003124 KizskicTs BeE3CHOTO mxapcsx

Bapobamk KYCYM XEJTTXKEP TIBT JT]L, Ingis

xpama noxomxc:-mx)

v"[‘.rxend)apu JITJI"

(paiimerysarma BupoGHAKa Hikapeskoro 33065)(,

Baesero 8 Yipaisy Tosapucreo 3 o6Mexenorw Bumoamanbm c
inenr. xop: 20075891

(walmenysanus Ta xoa 38 EAPTIOY wopuangiiol owGu aﬁo iagume, M, 10 Gmxom n;bnmm
0cobu - nignpuemus, T Micle NPOXUBARAS TA pea:rpam ; P osmxoam m;mm nna'muka
nonarkip:abo cEpia Td HoMEp ; :

oo ks

IpoTokox Bi3yansuoro kourponso six 24.12.2020 N 4197/4.
Jla6opaToprnit anami3 AKOCTi AiKapChKoro 3aco§y 3dificHenuit:

Ginig 11 "Tertpanbra nabopatopis 3 aHanisy axoeri TKaPCHKEX 3a006m71 MCIIH‘-!HOI Dpofykii"
y M.JIbBiB (M.JIbRiB, Byn. Kynbiapkiscska,131) 4 :

(HaﬁMeHysa.HHn Ta MIOIJ.CBHB.XOMCHHR 'laGOpa‘mpn, uxo nponcna na

Pesyns-ra'ru 5ia6opaTopHOTO auamsy AxocT] yikapepkoro 3acoby 3a nepempemmn 1 fmxamn Bl,ltnonmalo'm
BHMOTaM METONB KOHTPOJSIO AKQCT] (aHAMTHYRO-HOPMATHBHOT JOKYMEHTANT). -

{noctinosa ocoba
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CEPTH®DIKAT AKOCTI
CERTIFICATE OF QUALITY
AR. M FG/32521
JHara/Date 19.03.2021
Jlixapeskuti 3aci6: OKCAIIIH® (vabaerku, sxputi naiskosor 06osionKoro, no 300 Mr, xio 10 Tabaeror y Gricrepl; no 3
GalcTepn y kapToniil ynaxositi)
Medicinaf product; OXAPIN® (film coated tablets, 300 mg, 10 tableis in a blister; 3 blisters are in a carton package)
JHiro4a pevosuna : Oxcrapbaseniny 300 mr
Active ingredient: ‘Oxcarbazepine 300 mg
Peecrpauifine nocsinyenys: NeUA/11096/01/01 i 30.10.2020, repmin ail peccrpaniiinore nocpiaedns:
weobmemenuit
Registration Certificate; Ne UA/11096/01/01, 30.10.2020; Registration Certificate validity 4s unlimited
Jlinessist a BupoSumuurso Nt Raji2354
Cepritlar GMP Ne: 04212020/GMP
Bipabnusc: Kyeym Xenrxxep It Jivn, Inain
Anpeca sHpofHuKA: CII289 (A), P 1&0 Inaecrplan apes, Yonansd, Bxlsaal, m:r Anpap (PIAan). Trnia
Manufactured by: Kusum Healthcare Pvt Ltd, India
Address of manufacturers .SI’489 (A), RUICO Industrial ares, Chopanki, Bhiwadi, Dist. Alvesr (Rajasthnn), India
Cepin; Ne 2003614 Powp cepiLloooﬂyn. Jara ur.:02/2021 " Hitlcrutt no: 0172024
Batch:. ch:Size: " - D/M: Expiry date: -
N Hoxasavenn m-‘recru Tpebosanusa Pesyaurainl antasnzon
Tests Requirements Results
1 | Omucaime ‘KancymononofSsbic T80Meris, MOKPMTHE TUICHOYHOH oﬁamsxo‘x Coorsercrayer
. XERTGNO LBeTH, € pHCKO! C 06EUX CTOPOH: :
Description Capwleshapq, yellow colored, filu ¢oated tablet, havmg line oni: boﬂl | Complies
2 | Hacirrudukaums Bpm . YNCpUBARWA OCHOBHONO TMKa Ha xpoumrpmmax Coorsercrsyer
oxcxapbazenun mupbwoza ¥ cmandapmuipzo PACTROPOR, MONYHCHHEX B YCNOBESX
KORHYSCTECHHOID ONPEASICHUR, JOMKHD COBNANATE,
Identification The setgiition times of the majot puks in the.chromatograms of the.assay” | Complies
Oxcarbazepine pwpmﬂon corresponds to those in the chromatogrant of the stmdml
3 | Cpenusx macca 4123)5&:& 5 % Cooncwmyur
_Average mass A4120mg+ 5% Complies _
4 | OznoponnocTs Rossposaix | AV <L, 1ae L1=15.0 Coorsetersyer
Unifonmity of dosage ugiits AV;i.i,whara L1=15.0 Complies’
S | Pacmanaemocts Ha Bowee 30 mwmyT. { Odamir 29Cexyn
Disintegration. _NOCmore than 30 minutes Odrmin 29 se0
6 | Pacreoperine "Hé Meie 75:% (Q):oxcxapGaserniia 38 90 Mun ] 104.1% to 108.8%
Dissolution _ NI.T’I 5 % (Q) Oxcarbazepine aftes 90 minutes | 104:1% to'108:8%
7 | ConyrcTayiolHne NPAMECH a3 m-neﬁmwcos%. ’ '0025% -
~ge Gonee 0,2 %; He susneno
uacmwen-ﬂc&lnee(!l% 1 0.028%
{ Jot neudpnmuq&uqupmnm edununan npumecs — e Gonee 0,1 % 10, 012%
Cyunaupuueeeﬁ ae-Gomree. 1,0 %. 0.085%
Related substances Ci z 0.025%
y 1 Notdetmd
Wmﬂilbsm NMT 0.1 %, 0.028%
, 0.012%
.| 0.085%
8 | Kouu4corseHHOE conepianmc |
. Or 95% no 105% oxcxapSasermna B Talnerke (or sawsweEHONG | 102.77%
XONAYECTRA) :
Ha. €pox 200nocmu:
Or 90% no 110% OKCkapbaseniHa B TaGncTke (0T daxBRCHHOND
Assay KONFHEUTBA)
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Jixapenkuit 3aci6:  OKCAJITH®  (rabaerxs, sxpnii naiskosoto o6onomkoio, no 300 r; wo 10 Tatrerox y Gaicrepi; no 3
Guictepn y KapTonnilt ynakosiiiy ) )

Medicinal product: OXAPIN® (film coated tablets, 300 mg, 10 tablets in a blister;’3 blisters are in a carton package)

Cepis: Ne 2003614

Batch:

At release: _ _
95 % to 105 % of Oxcarbazepine per tablet (of Label Claim). 102.77%
On shelf life:
90 % to 110 % of Oxcarbazepinc pér tablet (of Label Claim)

Muikpobronormacckas Obmee uueno aspobHex Mukpoopramusmos (TAMC): He 6Gonee | <10 KOE/r

yucroTa* 10 KOEx.
O6inee uncho ApoxcAeBLX M nuecieBsix rpuGor (TYMC) sie Gonee | <10 KOE/r
10 KOE/r.

Microbiological purity* Ortcyrcraue Escherichia coli 8 1 r npenapara. . Orcytersue It
Totdl aerobic Microbial count (TAMC) — NMT 10° CFU/g. <10 CFU/g
Total Yeast & Mould Cousit (TYMC) — NMT 102 CFU/g. <10CFU/g
Escherichia coli should be absentper1g. - Absent/g

* Tecr BMKOHYETEGR ANA NepmikX 3 ¢epill, morim xns xoxcsol 10 copid 460 oauH pas Hapik .
* Microbial purity will b perfarmed on first 3 comimercial batches thereafier at every 10%batch orgtice in a year which comes earlier.

BHCHOBOK: Cepin N 3003614 siznoBiziae BumMoran MKSI PIT e UA/11096/01/01
CONCLUSION: Batch Ne 2003614 complies with the requirements of MQC RC Ne UA/11096/01/01
Diluy S ndas
1] J20
(NALYSEDBY) o
Komenrapi: Hemae
Comments: no

3assa npo ceprapixauio: «Nilicuum 51 3acsiavyio, wo HaBe/leRa BUIe ihqaopmanjﬂ. € pocresipuoo I Tounow. s
cepig npoaysenil Syas sarorounena (BKMOYAIOYH YNAKOBKY / MADKYBAHHS) i npgseneso konrpons Y axocri wa
BUILeIrafauoMy mianpuemcrsl B nosuid BixnosigmocTi 3 sumoramn  GMP, mcrasosmensmyu  micuesnm

PETYARTOPHEM: OPFANOM; 3 TAKOXK BiAMOBIARO K0 crremuircanil, mo MicTHILCA 8 percrpaniiinumy aocse Kpalan

imnoprepa. HpoToros BHPOGHHUTER, YUAKOBKN Ta aHABIB Gy.rw nepernsuyTi | BETaHOBAERD Ts simnosiznicrs
suMoram GMP».

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product
batch was-produced (including packaging / Iabeling)-and conducted for its quality control at the above mentioned
manufacturer:seoording to il relevant GMP requirements, established by Local Heéalthi Authoiity, aid aécording
to the specification, contained in the registration of the dossier importing tountry. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirements»,

A

03] %02/

Kepinank rpym; mmpomonocﬁ Menemxep siztig :

b 005
Quality ¢onral group manag , Quality Assurancq #
;iféalwo ‘ k&
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JAEPXINKCIIV)XBA
HEPXKABHA CIIYV)KBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHE€BI
. Byn. Bepeaaxiscska, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov. ua,https://www.dls.gov.us, Kog CIAPTIOY 37079055 -

BHCHOBOK
IPO SIKiCTL BBe3eHOro B Ykpainy Jgikapcnkoro sacoby

28.04.2021 Ne 23179/21/26

OKCAIIIH®

(nalucHynauix RiKapcukoro 3acofy srimos psmpudﬁm nocizyeitisin)
Tabnerxn, nxpuri niiskosoi0 060morK0K0, N0 300 Mr no 10 TabreTox y Gricrepi; mo 3
Gricrepn y kaprommill ymaxoemi

(bopma suriyoxy, XOSySain, BiI HEKYBSHIE Aixgpeakoro sacofy)
Howmtep peccrpanifinioro nocaizsesn UA/11096/01/01 ‘cTpok il peecrpauiitioro nocsinucuns BeoGMexeHnY

Cepix nixapcaxoro sacoGy Ne 2003614 Kinsxicms BBe3enoro nixapcsxoro sacoby 250
Bitpobunx KYCYM XEJITXKEP IIBT JITA, Ianix
ey (aficaysaimia supdGaka Hikapcssoro 3acoby, kpaliia noxoxeeHis)
- Biesenon Yapaley TorapucrBo 3 d6Mexenoio simuosinsisuicrio *Iieadapm JTH",
inear. xox: : 20075891

‘ nmnemnoymuumloeoanﬁomm 0o Gwiskoni isisnol
m-nmﬂummnmlmmmnmm
mnﬁoeepuuuouepmopn)
NpoToxan sisyamuoro xorrpona sia 12.04.2021 } 1121/8.
' JiaSopatopunit ananis sxocti Aikapcsxoro sacoy sailcremidi:

Al “Hempamnamﬁopmnpu 3 agarnisy axocTi aikapceiix 3aco6iB i MeHYHOT HPOAYKIT"
(Kuis, syn Kyapsscska 10r) 4

(mmﬁmwmn&mtmmwmm =

Buicrosok moo axocti aikapcsxoro 3acoly, sunauwit-taSopatopleno pix 27.04.2021 Ne 0985

Pesymrati naGopatoproro ananisy skocti aikaposxoro 32000y 38 IEPERIPCHIME BOKAMHIKAME sixnoninaroTs
EHMOTEM METOIIS KORTPOMO AXOCTI (AHANTTNYBO-HOPMETREHOT AOKYMERTAIL).

&mmmmmmmmmmmsnﬁmﬁmnywws
ACTPHMAHHAM BLMOT JaxamenaaCTss mono 3abeamreaeniin AXocTi pixaposKnx 3acoGin.
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