Krstesre Healthcare Pot. Lid.

CEPTHDIKAT SIXOCTI
CERTIFICATE OF QUALITY

AR, Ne: FG/088120
: Hata Mate: 10.07.2020

Hikapesknii sacic: JKJIOCEH@® tynosuTepiine 100 sr.no 5 cynosnropiis y CTPUNI, 10 2 eTpumy y xaprouuii ynaxopui
Medicinal product: DICLOSAFE® suppositories 100 mg, 5 suppositories in a strip; 2 strips in a carton package

Hioun peyosnua: Auxnotenaxynarpino 109 mr

Active ingredient: Diclofenac Sodium 100 mg

Pecctpanifine nocsinenys: Ne UA/16445/01/01, uin 29.1 117, Tepuin ait peecrpaukiinero mocsinuenns go: 29.11,20232
Registration Certificate; Ne UA/16445/01/01, from 19.11.17, Registration Certificate valid fill: 29.11.2022
Jliuensis na supobinuTse Ne: Rajf2354

Ceprudixar GMP.Ne: 001/2018/GMP

Bupobumsr Kycym Xenrawep ot JIrn, ngis

Anpeca Bupobuuxa: CII-289 (A), PIIKO Innacrpidn apes, Yooauwi, Bxisagi, Hicr. Ansap (Pagacactan), Iugia
Manufactured by: Kusum Healtheare Pve Lid, India

Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India

Cepin: Ne 2002664 Poamip cepil: 6000yn, Hara ur.: 06/2020 Hiticunii go: 05/2022
Batch; Batch Size: D/NE D/E:
1 Hanwmenosaune nokasarenei Tpebosanis } | Pesyarrarer annaron
Nartie Index Requirements Result of analyses
1 | Onucanue Cymnosutopun o1 benore  no CRETIO-KenTOre  meera, | Coormercriyer
TORNeAenoat 6xok fopawr.
Description White to light yeliow color tarpedo shaped Complies
supnositories.
1 | Hpeatnbuxaung Bpems  yaepkupanns  ocHoDROTO KA HA  xpomarorpammax | Coorpeternyer

HCOLITYEMOTO H crasnaprioro PacTEOpPOB, NOAYSYEHHEIX B YCnosuax
KONHYECTREHHOFO QUPEACACHHA, AOMKHO COBNARATS.

Identification The retention time of the major peak in thechromalogram of test Complies
solution corresponds tothat of the major peak in the chromategram
ofstandard solution as obtained in assay.

3 | Cpeasms macen 2,500r+5% (2375 r—~ 2,625 1) 2.5021r §i
Average weight 2.500g = 5% (2.375g 1o 2.625g) 2.5021¢g
4 | OanopormocTaMaces He Gonee 2-x 13 20 CYMIIOIHTOPHER MOTYT MMETH OTKNTOHEHHE OT CoorBercrayer

cpenrei Macert Gonee gem Ha 5 % 1 vl opnM 3 HWX HE noMmkeH
HMETE OTKNOHEHHA OT cpeanel Macen: Sonee ven Ha 10 %

Uniformity of mass Out 0F 20 not more than two of the individualweights deviate from the Compiics
average weight bymore than the 5% deviation and none deviatesby
more than 10%.

5 | PacnannemoeTts HeBonee 30 mux 13mue 50 cek
Disintegration time Not more than 30 minutes, {3min 50 sec
6 | Pacrpopenne He metiee uem 70 % (Q) 4a 43 sum 96.1% 10 97.6%
Dissolotion Mot less than 70% (Q) for 45 minutes, 96.1% 10 97.6%
K KoauueeTsennoe onpenenchue Tipu sunyerce:
O1 95,0 Mr 20 105,0 Mrn 1 CYONO3MTOPUY 104.36r/cynoanr.

{or 95,0 % no 1050 % MHKnC(eNake HATPHA OT 3a%BACHHOrO 104.36%
KONHYECTHA)

Ha cpex zo0nocmu:

07 90,0 mr 210 10,0 Mr & | CYNROIHTOPHY

(or 90,0 % a0 110,0 % AHkRODEHAKA HATPHA OT 33ARNCHHOTO

KOJNfyecTea)
Assay Release:
95.0 10 105.0 mg/suppository 104.36mg/supp.
95.0 te 105.0% Diclofenac sodium of label claim (04.36%
Shelf tife:

0.0 to 110.C mg/suppository
90.0 10 110.0% Diclofenac sodium of labe! claim
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Kitsters Healthcare Pt L.

Jikcapeswnit sacio: ACNOCERAD® eynesuTopiine 100 Mr,ne 5 cynosntopiis Y ¢rpuni, no 2 crprnun y KAPTOMDIH ynacosuj
Medicinal product: DICLOSAFE® suppositories 100 mg, § suppositories in a strip; 2-strips in a carton package
Cepin: Ne 2002664 ’
Batch:
(38 ConyreTnyrouste TIpHMECH lTpiu gvinyexe:
TMpuvecs A — ue Gonee 6,2 %. He obHapysxeno
Maxcumansrag HEHACRTHGBIEPOTA HHAK IPEMCCE — He Gonee | wymwe HEYYHTLIRAEMOFD
0,3 %. . opezena
Cyaisa tipumecess ~ we Gonee. 1,0 %,

( HIDKE HEYNUTHIBREMOTD
Ha cpox 2ddnacni: npegena

TlpHmecs A - ve Gonee 0,5 %.
Maxcumansuag HEMACHTU(MIpOBANHSA NpKMecs — ve Gonee 0,5 %,
Cysma nipumecefi — ne Gonee 1,0 %,

} Refease:
Related Substances Impurity A Not more than —NMT 0.2%, Not detected
Highest unknown impurity — NMT 0.3% Below disregard limit
Total impurities - NMT 1.0%. - | Below disregard limit
Sheif life:

Impurity A —Not more than 0.5%,
Highest unknown impurity -Not more than 0.5%
Total impurities —Not more than 1.0 %.

9 | MukpoBuonorisueckan OBmee yncno aspobusIx MEkpoopranksmos {TAMC) ne 6onee 10° | <0 KOE/T ]
uHeToTa* KOE/T,
Odires MCo KPORGKEBEIN H TACCHEDEIX rpuios (TYMC) 1e Gonee | <10 KOE/r
102 KOE/,
Mierobiological purity* Total aerobic microbial count (TAMC) - Not more than 10%cfuperg. | <10 CFU/
Total combined yeast and mould count {TYMC) - Not more than | <10 CFU/
10%fu per g. : J

* BunpoSysanns MikpoBionoritHot yrerors NPOBOANTHCA Wid MepwHx 3 cepilt, notiM A komnor 1041 cepii, 760 oA pas ua pik.
¥ Microbial purity will be performed on first 3 cotnmercial batches thereafter at every 10% batch or once in a year.

BHCHOBOK:  Cepis Mz 2002664 sianosinac BuMoram MK ST PTT NoUA/16445/01/0]
CONCLUSION: Batch Ne 2002664 complies with the requirements of MQC RC MUA/] 6445/01/0)
G i

" " i
AHAIIT3 BAKOBAD IATA_ \D* D Vs
ANALYSED BY) M/%@y% (DATE)
¢ é E‘? . Ko
Kof pi: lieMac

Commenis; no

3aspa npo cepruixauizo: «lificapm 3ACBIAYYI0, (0 HABEACHS BHINE iniopmanin ¢ gocrasipnoo i rounoso, s cepin nponywnii byaa
BUTOTOBNRHA {BIANNMIONN YIAKOBKY / MADRYBAKKA} | NPOBEACHO KOUTPOAL T SIKOCT] §a BHUICICUZAHOMY (HANPHEMETBI B nonnii
BifnosiguocTi 3 Buasramy GMP, Berasoraeiim Miclesnm peryasropanm OPraNoM, a TAKGK Bignoniane Ao cneundikauil, wo MicTuThes
B gieenTpauiﬁnomy AoceCxpainnimnoprepa. Mporowaan BHPOBIGILTBR, YNAKOBKHE Ta ananizis Gyan nepernanyTi i Beranonseno fx
sinnosiamicrt srmaram GV Py

Certification statement: «On this [ certify, that the above mentioned information is true and accurate. This product bateh was produced

(including paclaging / labeling) and conducted for its quality control at the above mentioned manufneturer accerding to alirelevant GMP

requirements, established by Local Health Authority, and according to the specification, contained in the registration of the dossier

importing country, Records of manufacturing, packaging and analysis were reviewed and determined for their complinnce with the GMP

requircmentss, mfﬁim{‘“
-,

B

e
[O]0F] 2020 :
Kepipnnk rpynn xowrpomo gxacri Mexemxep singiny aaﬁl Y
Quality control group mnnngeré . (%b/lf"ﬂ Quality Assuranceérou j
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Kusum Healthcare Por. [id.

CEPTHDIKAT SAKOCTI
CERTIFICATE OF QUALITY

AR Xa: FG/0922/20

Hara /Date: 20.07,2020
eynosnvopiino 100 mryno 5 cynosuropiis y crpunl, no2 €Tpuny y xaprouniit ynaxosui
suppositories 100 mg, S suppositorles in a strip; 2 strips in a carton package
Huknodenaxynarpiio 100 mr
Diclofenac Sodium 100 mg
Ne UA/16445/01/01, pip 29.11.17, Tepmin aif peccrpauiiinoro nocsinwennsa 0; 29.11.2022
Nz UA/16445/01/01, from 29.11.17, Registration Certificate valid till: 29.11.2022

Jikapesxuti 3aci6: JIKJIOCEHD®
Medicinal product: DICLOSAFE®
Hjioua pevonuna:

Active ingredient:

Peecrpaniitne nocpinvenns:
Registration Certificate:

Jliuensin Ha BHpoGHUUTBO Ne; Rajl2354

Ceprupixar GMP Ne: 001/2018/GMP

BnpoBuus: Kycym Xearxwep Isr Jita, Ingin

Anpecs BipoGruiat CIT-289 (A), PLIKO Inpacrpian apea, Yonand, Bxisaai, Hicr. Ansap (Pamwacran), Ingis
Manufactured by: Kusum Healthcare Pvt Litd, India

Address of manufacturer: 8P-289 (A), RIICQ Industrial area, Chopanki, Bhiwadi, Dist, Alwar (Raj asthan), India

Cepia: Mg 2002735 Poamip cepii: 6000yn. Data sur.; 07/2020 Hittcunit no: 06/2022
Batch: Batch Size: D/M: D/E:
N Hanmenonamue nokasareneii Tpebonanus | PesyasvaTs! anANuI0B
Naine Index Requirements Result of‘analyses
1 | Onucanue Cynnogutopuu  or  Geioro 40  CBETNO-WEATOr0  (BeTs, Coorsercrsyer
Topneaononobuoi gopmel,
Description Whilte to Jight yellow color torpedo shaped Complies
suppositorfes.
2 | Anertuduxanns Bpems  yZepupanud OCHOBHOIG NUKA BA  XPOMATOTPAMMAX -Cootaercrpysr
UCITBITYEMOTO ¥ CTAHAAPTHONO PACTBOPOR, NOAYYEHHEIX B YCAOBAAX
KOJHHUECTRERHOMO QNPERCHEHHA, NOHKHO COBRANATE.
Ydentification The retention time of the major peak in thechromatogram of test | Complies
solution corresponds tothat of the major peak in the chromatogram
ofstandard solution as obtained in assay.
3 | Cpennan macca 2,500+ 5% (2,375 r-2,625T) 2.518r
Average weight 2.500g * 5% (2.375g to 2.625g) 2.518¢
4 | OanopoRsocTLAMACCHT He Gonee 2-x us 20 cynnosuTopies MOryT HMETh OTKAOHEMHE OT Coorrercroyer
cpeaueil Macch Gonee weM Ha 5 % i UM OBH U3 HUX He ROTKCH
HMETH OTKIIOHEHHA OT cpeanel! Maccwr Gonee yem 1#a 10 %
Uniformity of mass Out of 20 not more than two of the individualweights deviate from the Complies
average weight bymore than the 5% deviation and none deviatesby
mote than 10%.
5 | Pacnaaaemocts Hebonee 30 mun 12mu15 48 cex
Disintegration time Not more than 30 minutes, ) 12min 48 sec
6 | Pacrsopenne He menee uem 70 % (Q) 3a 45 Mun 101.3%to 103.2%
Dissolution Not less than 70% (Q) for 45 minutes. 101.3% 10 103.2%
7 | Koanuecrsennoe onpenenenue | JIpu guinyeke:
Or 95,0 Mr 2o 105,0 Mr 8} cynnosuropuu 102.05r/cynosur.
(or 95,0 % a0 1050 % nuxnoenaxa narpus or sasmmeHMoro | 102.05%
KOJINYyecTBd)
Ha cpox 200n0cmu;
Or 90,0 mr 0 110,0 mr 8 1 cynnosuropun
(ot 90,0 % no 110,0 % nuknodenaxa HATPHA OT 3aABREHHOO
KO/THMECTBY)
Assay Releuse:
95.0 to 105.0 mg/suppository 102.05mg/supp.
95.0 to 1035.0% Diclofenac sodium of label claim 102.05%
Shelf life:
90.0 to 110.0 mg/suppository
90.0 to 110.0% Diclofenac sodium of label claim
. Page 1 of 2
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Rusum Healthcare Pot. L1d.

Jliapesicuit 3aci6: JIKIOCEN ®® cynasuvopitno 100 Mryno 5 cynosiropiis y cTpuni, N0 2 cTpUny y xaprousii ynaxkonul

Medicinal product: DICLOSAFE® suppositories 100 mg, 5 suppositories in a strip; 2 strips in a carton package
Cepis: Ne 2002735
Batch: .
8 | Comyrersyiowmue npusech Hpue auinycrce:
[Tpumect, A — ne Goxee 0,2 %. He o6uapysxeno
Makeumanbhian HEBICKTH(UIHPOBA.HHAA TpuMech — He Gonee He o6wapyxeno
0,3 %.
Cymma npnmeceit — we Gonee 1,0 %.
Ha epox zodmnocmu:
TIpumecs A ~ e Gonee 0,5 %.
Makcumansnas ResHEUTROHUAPOBAHRAR NIPUMECh ~ He Gonee 0,5 %,
Cymma npumecelt —ne Gonee 1,0 %.
Release; ‘
Related Substances Impurity A Not more than — NMT 0.2%. Not detected
Highest unknown impurity -~ NMT 0.3% 1 Not detected
Total impuriiies ~ NMT 1.0%. Not detected
Shelf life:
Impurity A ~Not more than 0.5%,
Highest unknown impurity —No6t more than 0.5%
Total impurities ~Not more than 1.0 %. )
9 | MuxpoGsuoaoruuecxan Obmee yucno a3pobitix Murpooprassmon (TAMC) re Bonee 10° | <10 KOE/r
aueToTa* KOEfr. _
OBitee “HENO APORIKEBLIX W TUIECHEBEIX rpHEOB (TYMC) He Gonee | <10 KOE/r
102KOE/r,

He o6rapyxeno

Microbiological purity* Total aerabic micrabial count (TAMC) « Not more than 10°cfu perg. | <10 CFPU/g
Total combined yeast and mould count (TYMC) - Not more than | <10 CFU/g
10%cfu per g,

* BunpoOypaina MikpoBionoriumol MuCTOTH NPOBOAWTECS NS NEPUHX 3 CEpiM, HOTIM 172 KoKHOT JO-T cepif, a6o oxms pas wa pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10" batch or once in 4 year.

BUCHOBOK: Cepis Na 2002735 siznosizae sumoram MK PIT NeUA/16445/Q1/01

CONCLUSION: Batch Ne 2002735 complies with the requirements of MQC RC NeUAs16445/01/01

e S ;

AHATI3 BUROHAB , MAA/Q/)% JATA 20 O Vg
(ANALYSED BY) . (DATE)
I(ouemaﬁgzhﬁé‘&”eo' K—L\V\’W

Comments: no

3asana npo ceprudixauiio: «Mificuum 1 3acsinuyio, mo HaBeaens pume lagopmanin € pocrosiptoio § Tosuomw. 1in cepin npoaywuii Gyaa
BiToTORACHA (BKMOYAIONH yoarosxy / mapkynanus) | VIPOBEAGND KOHTpOsL Ti sIKOCT B8 BHIIE3rapaHOMY nianpuemcTni B nobnil
signosindocti 3 BuMoramu GMP, Berarovmennmn Micuesum peryaaropuss opranon, 8 Takexk sianosigne no caeundrixauly, mo micrareca
B peccrpanifivomy pocuexpalnunimnopreps, MMpovoxkonn BHPOGHALTBA, YHAKOBKH Ta AHARINB Oynu neperasuyri | perationneno x
signaeinuicts BumMoram GMP»

Centification statement: «On this 1 certify, that the above mentioned information is true and accurate, This preduct batch was produced
(including packaging / labeling) and conducted for its quality control at the above mentioned manufacturer according to allrelevant GMP
requirements, established by Local Health Authority, and according to the specification, contafned in the vegistration of the dossier
importing country. Records of manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP

requirementsy, §

Kepivhux rpyns KOHTpOmMO SKoCTi Menenxep Binniny 3a6e3nk

Quuality control group manager A Quality Assurance gr
& ahoo .
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JEPXUIIKCITYKBA
JEPXABHA CJIYKBA 3 JIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

ByN. BepesniikiBceka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten, (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BHCHOBOK
npo siKicTe BBe3eHOro B YKpainy JikapcbKkoro 3aco0y

31.08.2020 Ne 44680/20/26

JKJIOCEH®®
(ualimeryBanHs Aikapeskoro 3acoby 3rifHo 3 peec‘rpauinum TOCBiAYCHHAM)

cynosuropii mo 100 mr; o 5 cynosuropiis y crpuni; o 2 erpuny y kapronuiif ynakopui
(dopma BunycKy, N03YBAHHS, BHI NAKYBAHHA AiKapcLkoro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/16445/01/01 crpok nif peecrpauiinoro nocsimaenns 29.11.2022
Cepis nixapeskoro sacoby Ne 2002735 KinekicTs BBe3eHOro Jikapcskoro 3acoly 56

BupoGruk KYCYM XEJITXKEP IIBT JIT]L, Iunisn

(HaftiMeHyBaHHA BUpOOHNKA JiKapCekoro 3acoby, kpalHa NOXOmkeHHS)

Beeseno B Ykpainy Tosapucreo 3 o6mexenorn ixnosixaasnicrio *I'aeadpapm JTI",
inenT, xon: 20075891

(Halimerypanns Ta xon 3a EJIPTIOY iopuansnol ocobu a6o mpissmite, iM's, no GaTekoBi disuuHoi
0COGH - niAnpuemia, I MiClie NPOXKHBANKA T4 peecTpauifHui HoMep o6nikoBoT KapTKH MIETHHKE
nozatkis a6o cepia Ta HOMEp nacNopTa)

HpoToxon sisyansuoro kourpoio sin 17.08.2020 Ne 2414/6.
JlaGoparopHmuit ananis skocTi fikapcbkoro 3acoby 3miticHennii:

AT "Lentpansha naboparopis 3 aHanisy skocTi nikapcskux 3aco6is i Mexaunol mpoayKuii™
(M.KuiB, Byn.Kyapseceka 10r)

(uafiMenyBaHHs Ta MiCUS3HAXO DkeRHA JaBopaTopii, 1Mo npoBena TaGopaTOpHHH aHanis ixocri)

BrcHOBOX o0 sxocTi stikapcekoro 3acoby, Bunanuit naGoparopieio aix 28.08.2020 Ne 2536

Pesynstatu na6oparopnoro aHani3y AKoCTi Jlikapchkoro 3acofy 3a NepesipeHMMH Noka3HuKaMy BIAOBIZAI0TL
BHMOraM METOLiB KOHTPOJIO AKOCTi (aHATITHYHO-HOPMATHBHOT JOKYMCHTA).,

3a pesynbTaTaMH [EepXaBHOTO KOHTPOMIO BCTAHOBAGHO, MO JiKapchKWif 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA MO0 386e3NEUEHHS AKOCT] JikapchKiKBacobiB.

Jhomvuna CTOPOXXEHKO

(iniuiany Ta npissume)
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TEPHCTIKCITY KB A
AEPKABHA CJIYIKBA 3 TIKAPCHLKHX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHUKAMH y m. KHCBI

Byn. Bepesnakisckka, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua, Kox €PIIOY 37079055

BHCHOBOK
po fAKicTHL BBe3eHOro B YKpainy Jikapeskoro 3aco0y

31.08.2020 - Ne 44679/20/26

JIKJIOCEN®O®

(HaliMenypanus nixapeskoro 3acofy 3rifHo 3 peecTpaLtiAkM TTOCBIAYEHHAM )
cynosuropii mo 100 mr; no 5 CynosuTopiis y crpuni; no 2 crpunu Y Kaprouuii ynaxkosui

(dbopma sunycky, a03ypanus, sun nakysanma aikapcekoOTo 3ac06Y)
Homep peectpauitinoro noceixgenns UA/16445/01/01 CTPOK Ml peectpaliiivoro noceinuernns 29,11.2022
Cepia nixapcekoro sacoby Ne 2002734 Kinsxicts BBesenoro sikapeskoro 3acoGy 168

BipoGunx KYCYM XEJITXKEP IIBT JITJT, Tnzis

{HalMeHyBanKa BHPOGHHKa JKAPCEKOTO 3acofy, Kpaia MOXOKEHHSA)

Bre3seno 8 Vipainy Toapucrso 3 obmesxenor BianosizanLuicTio "Fuexpapm JIT]",
inent. xox: 20075891

(ualiMenyBanns Ta kod 3a CAPIIOY lopunwasoi ocobu abo npissuue, im's, no 6atexes] dizsrunol
0cobH - nianpremus, if Mictie NPOXHUBAHHA Ta peecTpauiftuli Homep oBikoBol XapTRH MATHHKE
nozarkis afo cepis Ta HoMep nacnopra)

Nporoken sisyansuore kourponio sin 17.08.2020 Ne 2414/5.
Jiabopatopumii ananis skocti MHKapebkoro 3acofy 3ailcHeHu:

HIT "Lientpansna #abopatopis 3 aHanisy axocti JKAPCHEMX 3aC06IB | Memmumo] npoxyxuii”
(m.Kuis, Byn.Kyapsscpxa 10r) '

(naliMenyBaHHR T2 MICHESHAX0LKOHIT N1a60opatopil, o nposena naGoparoprult ananis skocti)

BrcroBok moxo sxocti nikaperkoro 3aco0y, Branuit naGoparopiero sin 28.08.2020 Ne 2535

PesymbTaTi aGoparoproro ananisy skocri MKAPCHKOTO 3ac00Y 38 NepeBipeHIMH HOKASHUKAMH BixmoBinarwTL
BHMOTraM MeTOAIB KOHTPONFO AKOCTI (ananiTiHO-HopMaTHBHGT RoKyMenTargi).

3a pesyneTaramu ACPXaBHOTO KOHTPOMIC BCTAHOBNEHO, MO mKapcskmM  3aci6  BmeseHo B VYxpainy 3
AOTPHMAaHYAM-5 BIQI 3AKOHONABCTBA MO0 3a0e3MeYeH s SKOCT] nikapce 3ac06ia.

Jropmuna CTOPOXKEHKO

(imiuiany Ta npizsyme)

KOHTpONO)
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JEPHOTIKCITY KBA
AEPIJKABHA CJIYXBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KUE€BI
By bepesnskisceka, 29, Kuis, 02098, ten./daxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon CIPIIOY 370:79055

BHCHOBOK
HpO HKIiCTH BBE3¢HOTo B YKpainy JiKkapcskoro 3acoby
12.16.2020 Ne 55509720/2611
JNKJIOCEHD®

(maitvenyBanuy fikapeskoro 12¢06Y rique 3 peectpauitiam TOCBIYEHHSM)
cynosuTopii wo 100 mr; mo-5 cynosuropiis y crpuni, mo 2 CIPMIH Y KapTOANIH YIaK0BI

(hopma Bumycky, HO3YBAHES, BUR naxymux pixapc‘:mlcom 3aco6y)
Homep peectpaniinoro nocsimerns UA/16445/01/01 crpox aii peectpaniinoro mocsimaenna 29.11.2022
Cepis nixapcrxoro sacofy Me 2002734 KinbKicTs BBe3eROTO Mikapehkore sacoby 5376

BupoGuuk KYCYM XEJITXKEP IIBT JITH, Teis

(alivenynanus BAPODIIKA NKAPCEKOT0 34C0GY, KpaiHa HOXOMKCHIX)

BBesero B Vipainy TonapucrBo 3 o6MexeH0K0 smnonma.rmmc'm} "Tnexapm JITA",
inen, xox: 20075891 T s iy '

(walimesyBaHux Ta xox 32 CIIPTIOY s0pHARTHOT 06008 46O TPEBHAIIG, A, 10 Gateron]
rizrguol ocobH - migupuens, Tl Miciie npoxcaaiing 1o peectpatiiiiamil HoMep oGnikonol
KapTKH IUIATHHKA NOAATKLS aGo Cepid Ta homep nacopra)

Iporokoen pisyansuoro xowrpomia six 12.10.2020 X 31 iﬁls.

32 pesymbTaraMu JEPKABHOTO KOHTPONIO BCTAHOBJNGHO, IO Hixgpopimit 3acif BBezemo B Vikpaimy 3
AOTPHAMAHHAM samMor 3aKk0HOMABCTEA WOLE 3abe3eye A KKOCT] JKAPCBKIX 33C0B1B,

’“
B ﬁ’ Maxona XOJIQAEHKO

(elzimc) . (mitiam Ta npiseie)
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JHkapes kit 3acio: JIKJNOCEHQ®
Medicinal product: DICLOSAFE®

Hiroua peyosuua:
Active ingredient:

PeccTpanifive nocsinueds:

Repistration Certificate:

Jinensis ua supofiuuures Ne:

Ceprydirar GMP Ne:
Bripobnuc:

Appeca BHpoGunKa:
Manufactured by:
Address of manufacturer:

Kustsm Healthcare Pot, L1

CEPTHRIKAT SAKOCTI
CERTIFICATE OF QUALITY

AR, Ne: FG/0918R20

HJara [Date: 20.07.2020
cynmosurepiine 100 sr,no 5 cynosurepiie ¥ €Tpax, 00 2 erpung y gapronsiil ynakosui
suppositories 100 mg, § suppositories in a strip; 2 strips in a carton package
Aurenodenaxysarpio 100 ar
Diclofenac Sodium 100 mg
Ne UA/16445/01/01, win.29.11.17, Tepmin Ail pecetpaniiinoro nocnigyenna ao: 29.11,2022
Ne UA/16445/01/01, from 29.11.17, Registration Certificate valid &l 29.17,2022
Raj/2354
001/2018/GMP
Kycym Xenrxxep st Jita, Inais
CI1-289 (A}, PIIKO Iunacrpias apea, Homausi, Bxisagi, Jicr. Anpap (Pagxacran), Ingin
Kusum Healthcare Pyt Lid, India )
SP-289 (A), RIICO Industrial arch, Chopanki, Bhiwadi, Dist. Abwar {Rajasthan), India

Cepin: Mo 2002734 Poswmip cepii: 6000yn, Jata sur.: 07/2020 Hidicmit no: 06/2022
B/M:

Bateh: Batch Size: D/E:
e ‘Haumenobanue noxpsnresed Tpebonanisn ‘Pei!y:rh'r;cm AHANHIOB
Nanie Index Requirements Result of analyses
1 Dnueannie Cynnoanropun 0T  Genore 2o | CREITG-ReToro uscra, | Coorsercrayer
TOpNeACnone8HOR (opMET,
Description White to light yellow cclor torpedo shaped Complies
suppositories.
2 Brenthdureaums Bpems yHepwHDaHNS OCHOBMOTO IHMKa Ha xpomarorpasmax | Coorsercroyer
HEALITYEMOrO U CTAHAAPTHOTO PACTROPOB, IONYHEHHMY B YCIOBHAX
KOJIMUECTBSHHOTO ONPEALNEHNA, IONKHO CORMANATS.
Identifieation The retention time of the major peak in thechromatogram of test Complies
solution corresponds tothat of the major peak in the chromatogram
ofstandard solution as obtained in agsay.
3 Cpemuss stacen 2.500r+5%(2375r~2,625 1) 2.5094y
Average weight 2.500g % 5% (2.375g 10 2.625g) 2.5094¢
4 QOnnoponnocthmacest He Gonee 2-x u3 20 cynnosutopnes MOIyT BMETe OTKNOHEHHE or | CootReTerByer
CpeitHeH Macehl Jomee Mem tia 5 % ¥ HH OAHK W3 HUX HE nOMeN
HMET'h OTKNOHCHHS OT cpefnelt maces Gonee yem Ha 10 %
Uniformity of mass Out of 20 nol more than two of the individualweiglits deviate from the | Complies
average weight bymore than the 5% deviation and none deviatesby
more than 10%.
5 | PacnanaemocTs Hebosee 30 Mun 13mun 53 cex
Disintegration time Not more than 30 minutes. 13min 53 sec
6 | Pacveopeuye He menee vent 70 % (Q) 33 45 mun 100.3% 10 103.0%
Dissolution Not less than 70% (Q) for 45 minutes. 100.5% to 103.0%
7 | Kennuecrseliiroe onpenenesiie lipu eninyexe.
Or 95,0 Mrn0 1050 mr e | CYNMOIUTOPHR 100.80r/cynosnT.
(ot 950 % gmo 103,0 % amknofenaxa Harpyug ot 3aammennoro | 100.80%
KOANYEeCTDa)
Ha cpox z0dnocmu:
Or 90,0 mr 210 110,031 p | CYNIFOIHTOPHM
(o1 90,0 % mo 110,0 % murnofenaxa BATPHA OT 3a9BAEHHOrO
KOMHNECTHA)
Assay Release:
93.0 to 105.0 mgfsuppository 100.80mg/supp.
95.0 1o 103.0% Diclofenac sodium of label claim 100.80%
Shelflife:
96.0 to 110.0 mp/suppositary
90.0 to 110.0% Diclofenac sodivm of label claim ]
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Rusunm Healthcare Por, [1d.

Jixapenwuii sacit: NIKJIOCEH®? cynosutopiing 100 mr,rio 5 eynosuvopiie y erpumi, 1o 2 cTpunu y RapTouniit yrarosi
Medicinal product: DICLOSAFE® suppositories 100 mg, 5 suppositorics in a strip; 2 strips in a carton package
Cepis: Mo 2002734
Baich:
8 | ConyrcTBylonue npunecn Hpu euinycre:

Tpumecs A — ne Gonee 0,2 %, He obuapyceno
Makeubansias HenmenrudHumpona.HHag NpHMeck — He Gomee | He ofHapy:KeHo
0.3 %.
Cynnia npunicceit — ne Gonee 1,0 %. He oSuapyxeno
Ha cpoi 2oonocmu:
[Tpumecs A — he Gonee 0,5 %..
MakcHmanbHas HewaeHTROEIUPOBaRHas npHMecs — ke Bonee 0,5 %.
Cynima npuMeceii — ve Gosiee 1,6 %.
Refease:

Related Substances Impurity A Not more than — NMT 0.2%. Not detecled
Highest unknewn impurity - NMT 0.3% Not detected
Total impurities— NMT 1,0%. Not detected
Shelf life:
Impurity A —Not more than 0.5%,
Highest unknown impurity =Not more than 0.3%
Total impurities “Not more than 1.0 %.

9 | Muxpofuonorivyeckas Obuee uncno aspobrely Mukpoopratuusmon (TAMC) ne Goxee 10? | <10 KOE/

uHeToTAY KOE/r.
Ofmee aucno APOROKEBLIX B MIecheBstx rpubos (TYMC) e Gonee | <10 KOB/Kr
10*KOE/r.

Microbiological purity® Total aerobic microbial count (TAMC) - Not more than 10%cfu perg. | <10 CFU/g
Total combined yeast and mould count (TYMC) - Not more than | <10 CFU/g
10%cfu per g.

* BunpoBysanss Mixpofionorivkol ysCTOTH NpoBOAMTEES AN EpWAX 3 Cepill, MoTiM ANA KoxHoT 10 cepii, afo onun pas Ha pik,
* Microbial purity will be performed on first 3 commercizl batches thereafter at gvery 10% batch or once in 2 year,

BHCHOBOK:  Cepin Na 2002734 BinRopinac exnvoran MICT PTT NelUA/16445/01/01
CONCLUSION: Batch Ne 2002734 complies with the requirements of MQC RC NeUA/16445/01/01
AHAJI2 BAROHABR . JATA_ 2.0 (v

oLl e lesatar M R

Konenrali: HeMae

Comments: no

3asna apo ceprudiikaniio: «dificnum s 3aceinuyw0, 1m0 nasesena pume mGopmanin € Jocrosipnato i Touwoe, L cepis npoaysuil Gyna
BIYOTOBNena (BLMOMAITIM YNAKOBKY / MAPDKYRARES) | ADOBeNeNd KOHTPOAL i FIKOCTI NA BUINEIFLARMOMY MIADPHEMCTS B NOBHIT
sipnoeimirocria pusorantn GMP, BCTAHOBACHNMIT MICUCBHM PETYIATOIHHM OJTRHOM, & TAKOAK Biznopiane ao coewndixanii, wo micTHTECH
B peecTpAMifinOsy Avenhexkpainnimnoprepa. Tipovoiesis eupoSnuuTea, ynakoskn Ta awanizis Gyauw nmepernsHyT 1 BeTAROBSEMO X
BignoBin#icTs Bumoray GHP»

Certification statement: «On this I certify, that the above mentioned information is true and aceurate. This product bateh was produced
(including prekaging / labeling) and conducted for its quality control atf the above mentioned manufacturer according to allrelevant GMP
requirements, established by Lacal Health Authority, and according fo the specification, contained in the registration of the dossier
importing country. Records of manufacturing, packaging and analysis were reviewed and determined for their complance with the GMP

requirementsy. !

2007 [ho20

KepiBHiK rpyrH KOUTPOAo AKoCTi Menenkep #j,

Quality contrel group manage Quality Assy R
ﬂ' - ?)&/Lﬂﬂ N
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