Kustm f(’ealz‘are Pz»_t. ltd.

Plot No. M-3, Indore Special Economic Zone, Phase-1I, Pitham Puy, Distt. Dhar, Madhya Préd.esh—454774 (India},
Ph. 07292-258300, Email: info@kusumhealthcare.com, Website: www.kusumhealtheare.com

Jdixapepxsit zacif:  JIKIOTOA®

Medicinal product: DICLOTOL®
Ahous pewonuna:

Active ingredient:

Pecerpanifive mocsivien A
Registration Certificate;

Jintenis 5a sEpobmmnTno Not
Cepradicar GMP Ne:

Brpobnnk:

Afpeca BUPOGIRKRRL

Manufactured by:
Adilress of nanufacturer:

Cepis: Ne 2002554

Pozstip cepii: 10000 yn.

CIN Ne. : J65929D1.1997PTC085780

CEPTH®IKAT SKOCTI
CERTIFICATE OF QUALITY

AR, Ne KPEP2000189
Hara/Date :30.07.2020

TabaeyRI, BRpuTE 0600k, 10 100 amr, wo 10 TadneTox ¥ futicrepi; no 10 6aicrepis y wapTonuii
ynaxosui

film coated tablets, {00 mg, 10 tablets in a blister; 10 blisters are in a carton package
Anexuoderaxy 100

Aceclofenac 108 yoz

Ne GAJI12364/81/01 pix 12.06.17, Tepyin nif peccrpanifinore nocsinuemin neobyexennii

N GAM2364/01/01,  12.06.17, Registration Certificate validity is unlimited

23/61/2018
040/2015/GMP
Kyeyw Xearsisep O Jrx

A¥qor Mo M-3, Tanop Crewen Tronomix Soyw, Peits-11, THranmyp, Micr, Kxap, Mazpxes Fipager,

Iliﬁ‘454?74, Ig;:in
Kusum Hesltheare Pve Ltd

_Plot No. M-3, Indore Specjal Economic Zone, Phage-II, Pithampur, Distt. Dhar, Madhya Pradesh,

Pin 454774, Tndin

Hara sar.: 06/2020 Hiticani mo: 05/2023

Batch:No, Bately Size: DIM: D/E:
Ne Hanmenonauve noxasavedeit Tpébosanns PodyabTaTLl 4H3AKIOB
Name Index Requirements Resules of analyses
1 | Ououcanpe Kpyrniig 580ax0BsMyKabie. TabaeTKH, nepwiThie aboaodkoto Genore | Coorsergreyer
uBera ‘ ‘ )
Description White cireular biconvex film coated tablets Complies
1 | Haenrydurauns Bpeseésa YHepwWBAHHE OCHOBHOTG 1Twka ua Xpomarorpavmax | CooTsercreyer
Ayexnohenak HCRBIAENO2D W CRAROAPWINGZD  pacnBopa, TONYISHHLIX TIpH
KOAYUCCTREHROM, ONPEACTCHHY, OMXNTILI COBIANATS,
Identification In the Assay lesi; the retention time. of the major component iy the | Complies
Aceclyfenac chromatograni of Test Solufion is concordant 10 that in the
chromatogram of Standard Solution.
3 i Cpeauna maca 2535 wr—268,5 Mr 2571 wr
Averapge Weight 253.5 mg - 266.5 mg 237.1 mg
4 | OmdepuHocTs ROSAPOBATHBLE UL CaotaercTByeT TpefioBalinim _ Coorsercrsyey
Uniformity of dosage units Comnplics to reguirernents Complies
3 | Pacoamaemocts He Gonee 30 mun 01 memt 33 cex
Disintegration NMT:30 min 01 min. 33 sec
& | Pacyeopenpe He menee 80 % (Q) uepes 30 mmm 1 98% - 101%
Dissolution ;

7 | Conyrersywunme nprnetn

Related substances

Not less than 80 % (Q) in 30 min 98% - 101%
He Goaee 0,5 % nprmecn A 0.03%
He Sonze 8,2% xawaol uaansuayasbnol TPHMECH 0.07%
He Gonee 1,5 % cymatnl npnmMeceit 0.12%
Impurity - A:NMT 0.5% 3.03%
Aniy Tudividual Tmpurity: NMT 0.2 % 0.07%
Total Impurities: NMT 1.5% 0.12%

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575
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Kusum i‘[eczlz‘care Pt ltd. Qs jf

Plot No.

M-3, Indore Special Economic Zorte, Phase-11, Pitham Pur, Distt. Dhar, Madhya Pradesh-454774 (Indi a), .
Ph. 07292-258300, Email: info@kusumhealtheare.com, Website: www . kusumhealthcars.com
CIN No. : U65929D1L1997FTC085780

7 AR. Ne KPFP2000189
& | Ocrarodusic koangecrna Hsonpoauaossit cnupt ~ ue Hosee 3000 ppm 1530 ppm
OPraRI YLK PACTEOPHTICH Hexnopmerad - e Goaee 600 ppm He obrapymeno
Residual solvent Isopropy! Alcoho] -~ NMT 5000 ppm 150 ppm
Dichlororethane ~ NMT 600 ppm Not. Detected
9 Koauvecrnenuoe oTmpeRescane an BRITIyCKa:
95,6-105,0'% 0T sasBreHBOrO KOTHuECTEA : 99.9%
Jam cpora romocTH:
90.0-110.0 % o7 3aRBHEHBOTO ROMIECTRA
Assay Relense: .
95.0-105.0 % of the Label Claim $9.9%
Shelf life:
90.0-110.0 % of the Labe] Claim
10 | MuxpoSnoasravscKkan SHcToTa® Ofmee uncno arpobueix suxpdopratnamos (TAMC): e 6ouee 10 <10 KOE/r
KOE/.
OBIuge-HHCI0 NPOTGKEsEE 1 TTCCHERLIX IPHGOB (TYMC): 1ie Gonee | <10 KOE/r
10 KOE/r, -
Oreyrernue Eschrerichia colf 6 1 r npenapara. Oreyrersne fr
Microbiological purity™ ‘Total aérobic microbial cont (TAME) ~ NMT 10° CFU/e. <l0 CFU/g
Total Yeast & Mould Count (I'¥YMC) -~ NMT 16% CFU/g. <10 CFU/g
_ Escherichia coli should be absen: per 1 g. Absent/g
¥ Tect suxolyerhea Ans Neplmiy 3 cepiil, noTim, gax KomeHet 10 cepif atio ofpin pat ua pix .. '
* Microbial purity will be performed on first 3 commercial baiches thereafter at every 10" batch or once in a year.
BUCHOBOK: Cepin Ne 2002534 viznosinae suvoras MESTPIT Ne UA/12364/61/01
CONCLUSION: Batch No 2002554 complics with the requirements of MQC RC Ne UA/123 64/01/01
Rate® S Fmaﬁ Towvtay
AHAS BAKOHAB ‘ ATA gl 2olg
LIS JATA _ o .o o

(ANALYSED BY)

o o 2030 (DATE)

Kosenrapi: gemac

Comments: no

3aspa npo ceprrdikauiio: «Lifickam = JACBINUYIO, WO Hapegera smiute indopmanin € nocronipmow i TeyHolo. IIs cepis

npejgykuif 6yia BuroTOBeHa (BRIIOUAMYH YNaRopxy /

MapKyBRHHA} I nposexeno kouTpens i gicocri Ha BHOISITAAAHOMY

nignpxescersi B nooniit piznosiineeti 3 pivorams GMP, nerasoBgensME Micuesmi PETyAATOPHUM OPraHoM, a TAK0E

Bignosinue nme crnewndiranii, mo aicrarscn s peeceTpalifinoMy nocee Kpaleu ivnoprepa, Mporokonn BUPOGHUITEA
YUHaKOBRHE T2 aHagisis Oynn uepeyaanyTi i Beranosieno ix sigRosianicrs sumoram GMP»..

>

Certification statement: «On this I cerfify, that the above mentioned information is true and aceurgte. 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 Health Authority, and according fo the specifieation,
contained in the registration dossier of the importing commiry. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirements».

RAT\IMAR PATEL
Mesiemxep pimainy 3alesnevenun axoeri
Quality Assurance group manager

: GO

Regd. Off.: D-158A, Okhla Indl. Area, Phase-I, New Delhi-110020 (India) Page 2 of 2
Ph. +91-11-41005147, 40514919, 4101 0571, 40527575




JEPAUIKCIIVIKBA
JEPYKABHA CJIYKBA 3 TIKAPCHKHX 3ACOEBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHERBI

Byt Bepesnsxisoska, 29, Kuiie, 02098, ten./daxc: (044) 350-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@d]s.gov.ua,hﬁps://www.disgggv.u_g, Kon €APTIOY 37079055

BHCHOBOK

PO AKICTH BBE3EHOr0 B Ykpainy JiKapeLKoro 3acoby

20.10.2020 Ne 56023/20/26

AKIOTOJI®

(mafimenypanin aikapesxoro 3ac00y 3rimHO 3 peceTpanifiM HOCBIAIeHEAM)
TabeTkn, BRPHTi 06070HK010, IO 100 mr; oo 10 TaGuerox y Gaictepi; no 10 GJicTepis y
KADTORHIi yRaKosIi

(bopma BitiTycky, Ae3yBanRA, B NAKYBARKA MKAPCEROTD 32c06y)
Howmep peectpanitinoro nocimguernns UA/12364/01/01 CTPOK I peecTpaniiiHoro nocsinuenys NeoOMeKCHI
Cepis nixapcsxoro sacoby Ne 2002554 Kinmxicrs sreseroro nikapesxoro sacoby 9744

Brpoimx KYCYM XENTXKEP IIBT JITH, Ianis

(Haifmenyparns BHPOGHHKS JIKAPCEKOrD 3ac00y, KkpaiHa NoXOmKeHHs)

Bresero B Vipainy Toeaprerso 3 ofmexenoro BiznoBiaMBRICTIO "Ianendapm AT,
inenv. kon: 20075891 :

(natiMerrynanns Ta xon 2a EJIPTIOY xoﬁwxmno’f ocobu abo npispiute, iM's, 110 Garsxosi izmus0T
0cobu - manpuemiy, ff Micue upoxreanna T2 peecTpaniitaui nomep 06MkoBOT KApTY MaTHMK:
nozeTkiB 360 cEpia Ta HoMep macTopra)

Hpotoxon Bisyansroro xontpomso six 29.09.2020 N 287871,

JlaGopatopsuit ananis AkocTi nixapeskoro 3acoby saificuennit:

A "Lentpanbna nabGopatopis 3 aRAI3Y AKOCTI JKAPCEKEX 3ac06iB i Memmyio] DpoRyKmii"
(v Kuis, Byn.Kynpssceka 10r)

(HaliMeHyBaHNA T4 MiCHE3HAXOIKEHHS naboparopii, mo npolze:ia hhﬁq_pampunﬁ AHATIS FKOCTI)
Brcropox mozo sxocTi nixapeskoro 3acoby, Buganni nabopatopiewo sin 16,10.2020 Ne 2914

Pesymerara nabopatoproro anaiisy skocti ikapcskoro 3ac00y 3a nepesipesrMy nokasAEKaMu BIOBIIAI0TE
BHMOTAM METORIB KOHTPOIIED AKOCTL (ananmiTuyHo-HopMATEBNOT JoKyMenTanil),

Mmcona_xoho,uﬁmco

(mizammic) (iminiaim Ta npissame)




JEPXXITIKCITYXBA VKPATHHA
AEPYKABHA CITVKBA 3 IKAPCHLKHUX 3ACOEIB
TA KOHTPOJIXO 3A HAPKOTUKAMH y m. KUEBI

ByiL. Bepesuskincrka, 29, Kuis, 02098, Tent./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua, Kon COPIIOY 37079055

BUCHOBOK _
PO AKiCTE BBE3eHOro B YKkpainy JiKapcbKoro 3acoby
20.07.2020 _ Ne 32177720426
JUKJIOTOJI®

(HafiMeHyBaHuA NiKapcEKoro 3a¢00y 3rifKo 3 peecTpaniiinm NOCBMYCHHAM)
TabaeTiH, BKpHTI 06010EK0I0, Mo 100 Mr; o 10 raéaerox y Gaicrepi; mo 10 6micrepis y
KapTonuiil ynaxosui

(dbopma Bunycky, nosypanns, Bua naxysanua niKapeskoro 3acofy)

Homep peecrpauifinoro nocrimwenns UA/12364/01/01 CTPOK il peeCTpaLiiHoro nocsixseH s HeoOMexenuii

Cepis nixapcekoro sacoby Ne 2002179 Kinsxics sBesenoro nixapebkoro sacofy 9700
BupoBapx KYCYM XEJITXKEP IIBT JTH, Ingia
(naliMenypanns aupoGHuKa Aikapcpkoro sacoby, kpaina TNOXOAKEHHS)
Baeseno s Vkpainy TorapueTro 3 obMexenolo BignositanbHicTIO "I'nexdpapm JITH",
izenT, kon: 20075891

(nakimenysanna ta kog 3a €JIPTIQY HOPUIHIHOT 0co0H 260 npisenule, iM's, N0 Garbxoni
(iznusol 0coBH - niznpuemug, i Micue TIPOIHBASHA Ta peecTpanifiuuif RoMep o6nikorof
KBpTK{ NTaTHHKA NTOAATKIB 260 Cepif TA HOMED nacnopra)

IpoTokon sisyanesore kontpomo sig 03.07.2020 X 1967/2.

Jlabopatoprnif ananis axocri sikapcskoro 3acoby 3xificHenuii:

ATl "Hentpansaa naGoparopis 3 aHa3y Axocti MKApCLKAX 3acobis | Memmamol TIpORyKuii"
(m.Kuis, Byn.Kyapssceka 10r) '

(HaHMEHYBRHES Ta MiCUCIHAXOKEHHS naboparopii, 1o nposena AaopaTtoprik anania fKoCTH)

Bucnoox mozo skocTi nikapcskoro 3acofy, suaaunii nabopatopicio six 17.07.2020 Ne 2197
Pesynwrarn naSoparoproro aHanisy sxocri NiKAPCHKOro 3acofy 33 NEPeBIPCHUMH IOKATHHKAMH BiRuoBizarTn
BHMOTAM METOJIIB KOHTPOMIO AKOCT] (RHANITHYHO-HOPMATHEHOT BOKyMeHTauin).

3a pesyneTaTaMu ACPHABHOIO KOHTPOMO BCTAHOBNEHO, GO JIKADCHKHM 3aci6 meeseso B Vxpainy 3

AOTpHMa ﬂﬁi’ﬁﬁ\aﬁé%mgﬁmcm Iono 3abesnedennn AKocTi Mixapchrux sacobia.
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Plot No. M-3, Indore Spezial Economic Zone, Phase-II, Pitham Pur, Distt Dhar, Madhya Pradesh-454774 (India),
Ph. (7292-258300, Email: info@kusum.com, Website: www.kusum.com
N No. : U65929DL1997PTC0857:30

Jlikapebkuii 3aci6:

Medicinal product: DICLOTQL®
Hiova pedosuna:

Active ingredient:

Peectpaniiine nocsingcany:
Registration Certificate:

Jivensis na supobunnreo Ne:
Cepradixar GMP Ne:

Bupobum:

Anpeca BRPOGHHKE:

MKLOTOA®

Tabaz Ty, BRpuTi 06ononkoo, ne 100 ar

CEPTH®IKAT AKOCTI
CERTIFICATE QF QUALITY

ynakesui

film oated tablets, 100 mg,
Aucimofienary
Acecifenac

Ne Ua/12364/01/01 8in 12.06.17, e
Ne Ua/12364/01/01,
25/612018
040/2)19/GMP
Kycy s Xenmxrep Iy Jdvg

Hae= Ne M-3, lngop Cremen Iconomik Joys, Deiiz-

190 »ir
100 mg

AR. Ne KPFP2000095
Rata/Date :12.05.2020

2 1o 10 Taéaerox y Gnicrepi; mo 10 Gaicrepin y wapronnii

10 tablets in a blister; 10 blisters are in a carton package

pvid Aii peecTpaidiinoro mocsinuens 1eobmeoxen it
12.06.17, Registration C ertificate validity is unlimited

11, Mirasryp, Micr, HAxap, Manxsa Npagem,

IEin 454774, Tunis
Manufactured by: Kusum Healtheare Pvi Ltd
Address of manufacturer; Plot do. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya Pradesh,
Pin 434774, India
Cepia: Ne 2002179 Poawmip cepif: 10000 yn, Jara sur.; 02/2020 Hiticauit mo: 01/2023
Batch:No. Batch Size: D/M: D/E:
[‘Nz Haumenosanie noxaiaTtenen Tpebosanan PesyasTatet anannsor
Name Indec Requirements Results of gnalyses
1 | Onucanue Kpyrnue neoskosemyknsre Tabners, TIokpelTsie 000104K0I0 Helloro Coorsercrayer
uBeTa :
Description White circular biconvex film coated taklets Complies
2 | Hoenriduxaunsg Bpemena  ynepkumanns  ocwosHoro nuka Ha xpomatorpammax | Cootpeterayer
Ayexnogbenax HCnBONyeMOZO M CHIONOOPINNOZO  Facmeopa, TIOAYSeHHIX np#
KOJIAYECTBERHOM ONPEAETEHUN, IOMKEb COBNAAATS.
Identification In the Assay test, the retention time of the major component in the | Complies
Aceclofenac chromatogram of Test Solution is concordant to that in the
chromatogram of Standard Solution.
3 | Cpeausa maca 253,5 Mr—266,5 mr 2575 mr
Average Weight 253.5 mg - 266.5 mg 2575 mg
4 | OnHOpOANOCTE AOIMPOBEHHEIX eunIILE Cootaercrayer Tpebopannam Coorpercrayer
Uniformity of dosag = uniks Complies ta requirements Complies
|75 | Pacnanaestocts He Gonee 30 mun O1 mun 25 cex
Disintegration NMT 30 min 01 min. 25 sec
G | PocTeopenwe He menee 80 % (Q) vepes 30 mun 98% - 101%
Dissolution
Not less than 80 % (Q) in 30 min 98% - 101%
7 | ConyrcTrysomue npume:n He Gonee 0,5 % npumec A 0.03%
He Gonee §,2% kasxnoh HHAHBHAYANLIAOH npumecu 0.04%
He Gonee 1,5 % cymumer npumeceii 0.07%
Related substances Impurity - A: NMT 0.5% 0.03%
Any Individual Impurity: NMT 0.2 % 0.04%
Total Impurities: NMT 1.5% 0.07%
Regd. Off.: D-1582, Okhla Indl. Area, Phase-], Nevr Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571, 40527575 Page 1 of 2
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Plot No. M-3, Indore Special Zconomic Zone, Phase-II, Pitham Pur, Distt, Dhar, Madhya Pradesh-454774 (India
Ph. 07292-258300, Email: info@kusum.com, Website: www kusum.com
CIN No. : U65929DL1997PTC085720.

AR. Ne KPFP2000095

)

8 | Ocratounnte xonuvecron M3zenponuncawii cnupt ~ ne Gonee 500( ppm He obuapyeno
OPTRINYECKIX PACTBCPUT2 2K Apxiiopmeran — ie Gonee 600 ppm He obwapyxeno
Residual solvent Isopropyl Alcohol — NMT 5000 ppm Not Detected

Dichloromethane — NMT 600 ppm Not Detected

9 | Kosuvecrsennoe onp2aesenne JHnn setnycka;

95,0-105,0 % ot sansnenuoro koanyccTa 101.3%

s cpoka romuoecT:
90,0-110,0 % or 3axanenHoro komivecT=a

Assay Release;
95.0-105.0 % of the Label Claim 101.3%
Shelf life:
90.0-110.0 % of the Label Claim

10 | MuxpoSrosornieckan uncrora® OBmee wmeno a3poGHEIX MUKPOOPFrAHHITMOB (TAMC): ne 6onee 10° <10 KOE/r

KOE’r, '
Obutee uneno nposckeskix 1 Anecuers: rputos (TYMC): ne Gonee | <10 KOE/r
107 KOE/r.
Otcyrereue Escherichia colin ] r npemIpara. Qreyretaue fr

Microbiological purity* Total aerobic microbial count (TAMC) - NMT 10° CF U/g, <10 CFU/g
Total Yeast & Mould Count {TYMC) - NMT 10° CFU/g. <10 CFU/g
Escherichia coli should be absent per | 3. Absent/g

* TeCT BHKOHY€ETECA AR TIepuinX 3 cepiif, noim Wi koscol 10 cepii abo onuA pa2 Ha pix .
* Mierobial purity will be perforred on first 3 canmercial batches thereafer at every 10Mba ch or once ina year.

BHICHOBOK: Cepia Ne 2002179 pignosinar sumoram MK S PIT Ne UA/12364/01/91

CONCLUSION: Batch Ne 2002179 compliss with the requirements of MQC RC Ne UA/12364/01/01

(Grrbaspatipete! /
AHAJI3BUKOHAB =g JATA 2.0 5 2020
(ANALYSED BY) /ﬁ} 2079 (DATE)

72-

Komenrapi: gemae

Comments: no

3anBa npo ceprudikauiic: «XNiiicnum a zaceinuyie, wo waseaena Bmue inpepmauia € pocrosipnole i Tounow, Ln cepisn
nponyxuil 6yna BHroTobIena (BKANURIEIY YRAaKoBKY / mapkysanuns) i NpoEeRene KOHTPONL ¥ sKocri na BHUIE3TaaHOM)
nignpremersi B nosHii simoBigHoeTi 3 BuMoraMu GMP, BeTanosnennMn micties s PEryIATOPHHM ODPrAHOM, 3 TAKOM%
sianosiane a0 cnewmdiawdl, mo micTHTLC B pecerpauiiinomMy Rocee kpaiuu istoprepa. Iportoxoan BHPOGHHUTES

YNAKOBKH Ta aKANI3IB GY1 nepernsuy i i Beranosaeno ix signosizuieTs BHMOITaM GMPy.

Certification statement: «On this [ certify, that the above mentioned informatioq is true and accurate. This product batch wa:
produced (including packaging / fabelicg) and conducted for its quality cantrel at the abave mentioned manufacture)
according to all relevant GMP requirements, established by Local Health Authority, and according to the specification

contained in the registration dossicr of the importing country, Records of manufacturing, packaging and analysi
reviewed and de i or their compiance with the GMP réquirements». '

i e r‘f‘"‘ ? Asevmne paTEL L,./o;zow

1 AR Y - ;
Kepiamntﬁ%;gﬂ KOHTpON g'r:o n® Menensxep signiny 2abesnevenns axoeri
Quality conirol group manage- Ouality Ac:nranr‘a_g_mup_m_a_n_a_gm;

Regd, Of.: D-1584, Okhla Indl. Area, Phase-I, New Delhi-110020 (India)
Ph. +91-11-41005147, 40514919, 41010571 40527575 ——
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