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BHCHOBOK
1po ARICTL BBe3eROro B YKpainy Aikapcbkoro 3acofy

19.01.2021 Ne 1657/21/26

JAEPMA30.1

(Hatixemysakna AEkAPpLEKOro 1acoY 3riaHo 3 poecTpaifim NOCRIRNCHAIM)
CYROIATORT BATiR&/ILMI 10 401 pr, 1o § cynosaropfie y eTpuni; wo 2 crprnu y{kapTonuii
YNagosni .

(hopya HenyeRy. A0TvBAHIN, BT NAKYBEHME MERAPCHKON) 38006Y)

Howmep peectpauintrore necsigensn UA/16144/01/0] CTROK AiY peecTpauitinoro nocsingenar 14.07.2022

Cepis sikaperero sacoby Ne 2003323 Kiirskicry Beesenoro nikaperxore s2cofy 2014

Bapotuk KYCYM XEATXKEP [1BT JITH, Tunis -

(HUIMEHYBAKIR BUPOBHHKS Jikapeakoro Jacaby, kpatua MOXOAMKEHA)

Baegewo » Yupainy Tosapnetso 3 06mewenow sianosizaumricro “"Frengapp JTH",
lnenr, won: 20075891

{wallsenysanus 14 koa sa CPNCY FOPHINYHOT oco0K 850 mpIRie, 'R, no faTeros! vzl
acobin - nianpueug, T vicke nposisanis 1a peectpaniteint stosep ofmikosoilkapTin niarsmia
TouETxin ado cepix T2 Howep nAznopTa)

Iiporokea sisyaasoro wonTpome nia 31.12.2020 X 431972, ;s ¢ . i

HaGoparophid snaniz axocti ni KaPCLKOTro 3acedy 3aidcHeRHA:

AT "Uenrpansia naGopatopis 3 aHANITY AKOCTL JKAPCREUX 3acodip | METHIROT HpoxYKIG”
: (n.KniB, By:.Kynpascbka 10r) ‘

{HURNMEHYBIHIT T2 MICULIHASOURSHES HA3ODATOPIT, WY RPpLBEN 2aGOPATOPHKA BHAANIT SkOCTE)

BHCHOBOK 111010 AKOCTI StixaDCAROIS Tacoby, BrAARNE AaGopatopieia niz 18.01.2021 Ne 0147

] Pesyavmatn naSopatoprore anazisy axocri AMiKapckkoro 3acoly 3a nepesipensnm no@mmxma piandsinarnTs
i BHMOraM METONIB KONTROAH AKOCTI (BH2AITHURO-HOPMATHE HOT JIOKYMERTaIiT). <

38 pesvaratamn ASPHABHOTO  KORTPOMMG  BCTRHORMENO, WO Mikapcbkud  3aci BBEICHY Vipalwy 3
JABCTBA WOA0 FUBENIEHEHHS AXOCTHIIKAPCEKHX 3acobis,
i
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CEPTUDIKATIB

Rusum Healthcare Tot. Ltd .

CEPTHOIKAT AKOCTI

_——“'__wum———n..._._,
R CERTIFICATE OF QUALITY
AR, Na: FG/1542/20
Hara /Date: 21.12.202¢

JHrapeskui 3aci: JEPMA30.
Medicinal product: DERMAZOLE
Hiroua pegopnna:

Active ingredient:

Peecrpaniiine nocsinuenus:
Registration Certificate:

LYRG3RTOPI Barinansui no 400 mr, wo 5 CynosaTopiie y crpuni; no 2 crpunn ¥ KApTOHEI ynskosui
vaginal suppositories 400 mg, 5 suppositories in a strip; 2 strips ina carton package

KeTokonasony 400 mr

Ketoconazole 400 mg

Ne UA/16144/01/01, sin 14.07.17, Tepmin xit peectpamifinoro nocsigvwenns go: 14.07.2022

Ne UA/16144/01/01, from 14.07.17, Registration Certificate valid till: 14.07.2022

Jliversia ua BupoGuuTas No: Raj/2354
Cepradixar GMP No: 001/2018/GMP
BupoGuuk: Kyeym Xearxwep Her Jta, Ingis
Anpeca pupoGrmia: CH-289 (A3, PIIKO Lunacrpinn apea, Honauki, Bxinn, Xicer, Ansap (Pamxacran), Iugia
Manufactured by: Kusum Bealthtare Pvt Ltd, India
Address of manufacturer: SP-285 (A), RHCO Industrial area, Chiopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepis: Ne 2003323 Poamip cepil: 6000yn, Hara sar.: 122020 Hitickn#i no: 1172022
Batch: Batch Size: D/M: D/E:
Ne Haumenonanue nokmareneit Tpebonanns Pesymiratis anamzon
Name Index Reguirements Result of analyses
1 | Onncayue Cynnosiropun  or  GeNOTS 40 CBETMO-WENTOrD usere, | CooTsercrayer
TOPTEAONON0GHOH HOpMEL,
Description White to light yellow torpedo shaped sippositories. Complies
2 | Hrenraducagun Bpems - ynepmuBANMR  Tuka  xemoxomarons #  mmxa | Coorsercrayer
Bymunzudpoxeyanusoas ua XPOMATOMPEMMAX  uChbimpeMozo W
emandapmuozo PAcmeopos,  NONYMEHHBIX B yCHORMEX
KOIHSECTBEHHOO CIPCACIEHNS, HOBKHO COBNANITL. :
Identification “Thie. retenition time of Ketoconazole and Butylated hydroxyanisole | Complies
| peaks inthe chromatogram of test.sobution is corresponds to that of
the 'Ketoconazole and Butylated hydroxyanisole peaks in the
chromatogram  of standard solution ‘a5 obtained in assay of
1 ketoconazole and content of butylsied hydroxyanisole.
3 | Cpeanss macea 2575 % (233 r~2,6251) 23%r
Average weight 2.3p45% (23758 t0.2.6255) 2.494p
4 | OBROpPORHOCTL Macchs He Gonee 2x m3 20 CYNNOIATOPHER MOFYT MMETE OTKIOHEHHE OT | - Coorsercrayer
' cpenscii Macci GoNee weM Ha 5 % B HH OHN U3 X He AomkeR
| MMETE OTRACHEMIA OT Cpenweli Macesr Gonee uen wa 10 %, i
‘Uniformity of welght Out:of 20 not wore than two of the individual weights deviate from Complies
the sverage weight by more than the S % devi ation and none
deviates by more than 10 %.
§ | Pacriagaemocts Hé Gonee 60 mux 12muy
Disintegration fime Not mofe than 60 minutes | 12hin
6 | Komusecrsenuoe onpenenenne Hpivgvimyese:
Kenioxonasax
-O7 330 jar o 420 mrg 1 CYNIC3HTOPHY “402,86mr/cynosnT.
(0T95% no 105 % o sassncruoro XOAiHecTsa) 100.7%
Bymyuszudpoxcuarizon N
Ot 0,80 Mr 10 1,20 Mr B 1 CYUHOHTOPHH 0.886 mr/cynoaur.
(o1 80 % mo 120 % oT 3assnexsoro KONWgecTEa) 88.6%
Ha epox 260nociu:
Kemoxonaszan
Or360 mrno 440 mrse 1 CYTIO3HTOPHH
{or 90'% 110 110 % ot 3assnersoro KONHTecTsa)
Bymunzudporxcuanuson
He menee 0,5 mrn 1 CYUNO3HTOpHYE
(e Mmence 50'% or sageaennoro KONHYCCTRE)
Assay Release:
Ketaconazole .
380 to- 420 mefsuppository 402.86mg/supp.
95 % 10 105 % of label claim 100:7%
Butylated hydroxyanisole

. ’ P
Factory : SP 289 (A), RITCO [ndl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajaéthan (India), Ph - +9 1~1493-298232/33/34/35

Email : info@kusum.com, Website : www.kusyinhealthcare.com
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Kusum ﬂealz‘/zéare For. Ltd.

Jirkaperrnii 3acif: JEPMA3OMN CYNO3UTORIT BariHA/bEI Mo 400 Mr, no 5 cynosnTopils ¥ crpuni; no 2 crpumr y kapronsii ynakosui
Meditinal product: DERMAZOLE vaginal suppositories 400 mg, S suppositories in a strip; 2 sirips in a carton package
Cepist: Ne 2003323

Batch:
| 0.80 to 1.20mg/suppository 0.886mg/supp.
| 80 % to 120 % of fabel laim 88.6%
i Shelf life:
| Ketoconazole
360 to 440mg/suppository
(90~ 110% of labe] claim)
Butylated hydroxyanisole
NLT 0.5 mg/suppository
(NLT 50% of label claim)
7 | ComyrcTayomne npumecy 1Ipu sunyexe:
Makenmansnas HEHNECHTA LUK POBAHHAY npmMect — | (.120%
ue Gonee 0,2 %,
Cymma npameceii — ne Gopee 1,0 %, 0.174%
Ha epox 200nocmu:
MaxcaMansias HEHNEHTRMRIHPOBAHHAY TIPHMECE —
He Gonee 0,2 %. )
Cymua npumecelf — He Gonee 1,0 %,
Related Substances Release: .
Highest wikarown impurity — NMT 0.2% 0.120%
Total impurities — NMT 1.0%. 0.174%
Shelf life: _
Highest unknown impurity - Not more than 0,2%%
Total impurities — Not more than 1.0 %.
8 | Muxpobnoaornueckas Ofuiee wucio a3pobHLDX MAKpCOpraruasos (TAMC) ne Gonee 107 | <10 KOE/r
YHCTOTR* KOE/r,
Ofitiee YHCRO IPOREEBEIX H MAECHEBLIX rpubon-(TYMC) se Gonee | <10 KOE/r
10*KOE/r. Creyreraue /i
Qreyrorene Pseadoronas aeruginosa B 1 T-npenspara, Orcyrersae /i
Oreyreraue Staphplécoccus aureus s 1 1 npekapaTa. Oreyicrane /v
Oucyreraue Candida albicaris s | 5 nperapata.,
Microbiological purity* Total aerobic microorganisims (TAMC) - NMT 102 CFU/g, <10 CFU/g
Total Yeast & Mould Count (TYMC) ~ NMT 10! CFU/g. <10 CFU/g
Pseudomonas ceruginasa should be absentper 1 g Absent/g
Staphylococcus aureus should be ahsent perlg Absent/g
Candida afbicans should be. absentper 1 g, Absent/g N

* BunpoGypsanms MIKpOGIOROTiHHOT YHCTOTH MPOBOARTECR LT nepuzex 3 cepill, notiM mia koxcrol T0-Copi, 260 G1aR pas ua pix,
* Microbiud purity will be performed on first 3 commercial batches thercafter at every 10% batch-oronce ina year.

BHUCHOBOK:  Cepin Ns 2003323 Bignosinac savoram MKA PIT NelUA/16144/01/01

CONCLUSION: Batch Ne 2003323 complies with the requirements of MQC RC Ne UA/16144/01/01
%w Ny }‘Jafj fhrnsar -

AHAITI3 BHKOHAB HATA 119124 W0

(ANALYSED BY) : {DATE)

Kowmeurapi: wemae

Comments: no

3asna npo ceprudixaniro: «Micnnm s JACBIIMYI0, 10 HABENPHA BHIE inpopmania ¢ noctosiprow i TouHow. ln cepin
apoxykuil 6yna BHIOTORTeHE (BI/IONAKYA YIAKORKY / MApKYBAHUS) | NpoBeAeHa KoOHTPONE I SKOCT Ha BHU(eIrafaHoMy
nignpuemersi B nosxiit Bitnesianocti 3 BuMorams GMP, peranosnesnvu Micnesum PEryAATOPHHM OPTaHOM, 8 TaKoxk
Bignosiznoe no coemmpivanil; wmo micTAThcE B peecTpanifiiomy Aocke kpalum imnoprepa. IpoTokoan Bupo0uRuTES,
ynaxosiu Ta ananisis 6ynu neperanuyTii Beranosieno Ix BianosimaicTs BuMoraM GMP»

Certification statement: «On this T certify, that the above menfioned 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 Health Authority, and according {o-thespecification,
contained in the regisiration of the dossier importing country. Records of manufactaring, packaghig S Statwis

reviewed and determined for their gompliance with the GMP requirements». '

KepisEnk Tpynu KoHTpoma 1KocTi Mémmxgp Bimmimy 2aBesnegerns by
Quality control group manager ﬁl 1192 )w@a Quality Assurance group manager 2,
' v 2 of2

- d : i
Factory : SP 289 (A), RIICO Indl. tea, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph ; +91-1493-2032
Email : info@kusuni.com, Website : www.kusumhealthcare.com
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