JEPIKABHA CIIYXBA 3 JIKAPCHKUX 3ACOBLIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHUEBI

npon, Hanit Caivanunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
npo sikicTh BBe3eHOro B YKpainy Aikapebiroro 3acoby
25,10.2024 N 56103/24/26
OOPCAHEK®

(MaiMeHy AN NiKAPCHKOTro 36c06y U0 3 PEeCTPauiiiiumM NoCHiAYeHaM)
TabaeTKH, BKPHTI 1AiBKOBO010 060401K010, 10 90 Mr; no 7 Tabaerox y Gaicrepi, no 4
faicTepH Y KapTOHHIA ynaKosui

(popma BHTyCKY, RO3YBAHHA, BUI NAKYBAHNS AiKapeLKoro 30coBy)

Howmep peecrpanitinoro nocsiauenns UA/18626/01/02 crpok nii peectpauifivoro nocsigacusis 16.03.2026

Cepis nikapeskoro 3acoGy Ne 1004465 KinbkicTs Baesenoro sikapenioro 3acofy 168
Bupofumk KYCYM XEJNTXKEP BT JITH, lupis

(naiidenysanis supobruKa JiKapchkoro 3acoly. kpaika TIOXOJOKECHHS )

Breaewo B Vxpainy Tosapuerso 3 00menenoio simosinasniicrio " Coepdapm JITAY,
inen, won: 20075891

(HaiiMeysanHs T4 KO 3a CAPTIOY 1opranunol ocobn abo npissunie, s, 1o Gaveiron
isnunol 0cobu « nianpuemis, i Micue NPOKHBANHA Ta peceTpauiiismil vomep olnixonol
KAPTIH TNATHIKD NOAATKID &BO CEpin TA HOMED BACHOPTA)

Tporoien Bisyansnoro xowrpomo sin 20.09.2024 Ne 3161/22.
JlaGopaTopuuit anania sxocti nikapebroro 3aco0y saificheyui

JITT "LlenTpaisia mabopatopis 3 ananisy sxocti Nikapehkux 3aco6is I MCIHMHOT IPOY KT
(m.Kuis, Byn. Kynpaecria 10r m.Kuin, syn. Kynpascsia 8B Kuincrka obnacth, ¢. Hosi

[etpisui, ByJi. IBana @panka, 19)
(nalMesyBaHHS TR MICHEIIAXOWKCHHs 1A00PATOPIT, Wo npokesd naboparopunii anania scocri)

BHCHOBOK OO AKOCTI NiKkapenkoro 3acoby, suaanmii naboparopicio sin 24.1 0.2024 Ne 2115
Peaynprati nabopatopnoro ananisy axocti nixkapebkoro 3acoBy 3a nepesipeH My NOKa3HHKaMu BIAHOBILAIOTE
BUMOTAM MCTOLIB KOWTPOIO SKOCT (aHaN iTHY HO-HOPMATHBHOT ROKyMeuTauiv).

3a  pesyabraTaMy  JIEPAABHOr0  KOMTPOJIO  BCTAHOBICHO, WO niKapbeb 3acib  puoezeno B Ykpainy 3
ﬂOTpHM‘dlIlIﬂM BHMMOT 3aKOHOAIBCTEA WLOAO 3a0e3neuCHH AKOCT] nilca}ei,xnx 3acoBis.
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Plot No. M-3, Indore Special Economic Zone, Phase-If, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India},
Ph.: 07292258300, Email: info@Kusum.com, Website: www kusumbhealthcare.com

Airapenwidl 1ncit: Mopeaner®
Medicinal product:  Porsanec®
Jiwma peaonsisia:

Active ingredient:
Pecerpmgiine nocsixucsasy:
Registration Certificate:
JHuensin na supodunurso Ne:
Ceprndivar GNP Ne:
Bupotnnr:

Ajupeca sipoduuka;

Manufactured by:
Address of manufncturer:

Crpisn: Ne 1004463

Posntip eepiit 23000 yn,

CIN No.: U65929DL1997PTC085780

CEPTUGIKAT JKOCTI
CERTIFICATE OF QUALITY

AL Ne T2101P24000838
Harva/Date 06.08.2024

ThACTIH, BRPITE 1)iBK0B010 0foamikoio, uo 90 s, no 7 vabaeroic y §aicTepi; o 4 faicrepy y

KAPTOUHT yHaRoBLE

film coated tablets 90 myr, 7 tablets iu a blister; 4 blisters are in a carton package

‘Eropicorend 90 mr

Etoricoxib 90 my

Nt UA/L8626/01/02 pin 16.03.2021, vepwin i pecerpaniiinoro nocsinuenuns no 16.03.2026
Ne UA/18626/01/02 pin 16.03.2021, Repgistration Certificate validity til) 16,03.2026

25/61/2018
070/2023/GNMY
WKyeynt Xesrexwsep Hor Jlg, Juain

o Ne V-3, Inpop Crewesr Tirononix 3oyu, Wesis-I1, Mivasmyp, Aier. Axap, Maaxws Tpagent,

i 454774, Inist
Kusum Healtheare Pyt Ltd

Plot No. M-3, Indore Special Economic Zone, Phase-11, Pithwinpur, Distt. Dhar, Madhya Pradesh,

Pin 454774, India

Hava BHre.:06/2024

JLiiternit po: 0372027

Baieh: Bateh Size: IR Expiry da:
Ne Morkazonw skoeri Buators Pesysbratn ananizis
Tests Requirements Results
| Onse Kpyrai vaGaersu, srpiri naiskosoo ofonoikoo 3 asconykson | Binnosigae
nosepxnera, pia Ginoro a0 amibre Giaoro  konsopy, 3 piBuoo
nonepxieio 3 obox foxin,
Deseription Complies
White to off" white color raund shape biconvex il coated tablet plain
on both sides.
2| laewvodiieanin Hae yrpuasysanms 0CnoRRoOro firy ta Xpoaarorpami aocaiokynanore | Bimosinae
pO3YuNy  RiAGOBIKAC vacy YrpRMyBanun niky Ha o XpomarTorpanti
CrAUAPTIOCO  POBIHUY,  OTPHMAROIO 11 YMORAX  kixwxicnoro
RI3HAHCII,
Identification
The retention time of the major peak in the chromatogram of sample Complics
solution corresponds to that of the major peak in the chromotogram of
standard sofution s obtained under assay.
30 Inewrpirnanin turany Tasiea kopnuueso-uepronora 3adupsiennn Bianosinac
DoKeny
Tdentification of titunivm Appearance of brownish red color Complics

dioxide

4 1 Cepegas aaca

Average Weight

309 8 2% (302.8 M= 315,2 a0)

309 mg £ 2% (302.8 my- 313.2 mg)

308.2 .y

3082 mg

KLIPAOADNO00 82AQNGH T 100

Regd. Off.: D-188A, Okla Indl. Area, Phase-1, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 405275753
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Kususe Fealtbhcare Prt 114,

Plot No. M-3, Indere Special Economic Zone, Phase-11, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Th.: 07292-258300, Email: i.nfo@Kusum.cmn, Website: www . kusumhealthcare.com
CIN No.: U5929D1L1997PTC085780

AR, N T210FP24000838

5 Oanopianicrs 1o30BADIK ANVELL ne L1150 Bimoninac
oA
Uniformity of dosage units AV <L, where L1=15.0 Complics
[ Pusnaganys Me Shmse 30 X 01 xp 32 cex
Disintegratian Not more than 30 minutes 031 min. 32 sec.
7 | Posunuenus He sermine 80,0 % (Q) 3a 15 xmunin 99% - L01%
Dissolution Not less than 80 % (Q) in 15 minules 99% - 101%
8 Kintkicuie possasennn 85.5 - 94,5 mrfradneriy 90.9 mrfrabnerky
95,0 %« 1035,0 % nin 3aspicuoro syicry 101.0 %
Assay §5.5 mg - 94.3 me/tablet 909 masablet
95.0 % - 105.0 % {abel cluim 101.0%
9 1 Cynposimii goaims EropuroxenG enopispena crronyka 02 (H-ETCRC02): e Ginnwme 0.2 | He nansacio
U,
HaiiGinewo neinernnpikosaa postimme: ne Giasme 0.2 Y% 0.1%
Cyna gosiimor: ne Gisiue 1,0 % 0.1%
Related substances '
Etoricoxib retated compound 02 (H-ETCRCO2): NMT 0.2 %% whw Not Detected
Highest unknown impurity: NMT 0.2 % why 0.1%
Total impuritics: NMT 1.0 % w/w 0.1%
{0 | MixpoGionorisia wucrova® Saranena kinedcrs aepofunx mikpoopranizais (TAMO): ne Ginoue | Fe BHKOUYECTHES
103 KYO/r,
Zaransna kimsicrs apbramontix i naicenesnx vpudin (TYMCO): e
Ginpuie 10% KYOS,
Bincyvuicrs Kscherichio coli v 1 v npenapaty.
Microbiological purity®
Total acrobic microbial count (TAMC)Y - NMT 10° CFU/g. Not Applicable
Tatal Yeast & Mould Count (TYMC) - NMT 10% CTU/g. Tt ADPRELEE
Eseherichia coli should be absent per 1 g

FTeeT BIKONYCILEE U1 nepiunX 3 ceplif, novia ann koxcod 10 cepii abo oann pus na pix .
# Microbial purity will be performed on first 3 commercial batehes thercalier at every 10V bateh or once in a year.

BMCHOBOK: Cepin Mo 1004465 pianosinae susoran MICT PIT No UA/18626/01/02
CONCLUSION: Batch Mo 1004465 complies with the requirements 6Ff MQC RC No

UANE626/01/02

AHMARIS BI/II{O!~IAB,,,/"< .
(ANALYSED BYY o

KHPIQAQRO0IS/ALD00LT-00)

JATA G 3100y

(DATE)

Lagr.2.0f3

Regd. Off.: D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (India)

Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum Plealtheare Pee fd

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pithampur, Distt. Dhar, Madhya Pradesh-454774 (India),
Ph.: 07292-258300, Email: info@Kusum.com, Website: www kuswumhealthcare.com
CIN No.: U65929DL1997PTC085780

AR, Ne 1210FP24000838

Konmenrapl: nemac
Comments: no

Saapa npo cepripixanio: «/Afifennar v 3aesinuyio, 1o nanesena sume indgopmamis € Koerosipioio i TouNos,
[ln cepist upoayrnil Syna surorosacua (BII0MI0MY YHAKOBKY / MAPRYBAUNR) | HPOBCACHO KONTROSS Tf
SICOCTE 08 BHAMC3TANADOMY wimpuemerni B nonniil BignoBimiorTi 3 BEMOrAMI, 3a3MAYCEME B SN
nacranosi GMP, sarsepreniit Minicreperpom oxapous sgopos’s Yipaiui, i 3 sustoramn pecerpauiiinoro
ROCLC wpaiuy uphsnavenyst. [porowkonn supebHnuYna, ynakosku Ta auajiziz Hyun neperasnyvi i
BCTANOBALIO IX siguosimnicts sumoran GVIP».

Certificalion stalement: «Oun this I certify, that the above mentioned information is true and accurate. This
product bateh was produced (including packaging / labeling) and conducted for its quality control at the
above mentioned manufacturer according fo specified in the current GMP guidelines, approved by the
Ministry of Heallh of Ukraine, and with the requirements of the registration dossicr of the destination
country. Records ol manufacturing, packaging and analysis were reviewed and determined for their
compliance with the GMP requirementsy.

IepiBHHR IpyITH KOWTPOMO stocti Yrosuopaskena  ocoby, w0 sgifickioe
Quality control group manager ceprudpinauiio cepit

Qualified Person certifying the batch

[a'a Ta npissine far's ra npisnmme

(Name) (Name) ¢ 9
i - Viow
e Minnue

(Signature) € T (Signalure)

Java nixnucanns o - A Hara vinnvcavus
(Date of signature) (Date of signalure)

IS HPAQAOO00: 8/ABOOOT 1-001

Page 3 0f3

Regd. Off: D-158A, Okhla Indl. Area, Phase-1, New Delhi-110020 (Indlia)
Pho+91-17-41005147, 40514919, 41010571, 40527575
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