LY CEFTHEIATIS : E‘L} /
Kusum Healthcare Por. L[1d. \% \‘_#Zﬂ’

Alrapenraii el JIEPMAZ0
Medicinal produet: DERMAZOLE
ALisoun pesontina;

Active ingredient:

Peccrpaniiine nocsiaweny:
Registration Certificate;
Jhtensin ua pupoinaureg Ne:
Cepridinar GVIP Ne;
Bupodinne:

Ajpeca mitpobnira;
Manufactured by

Address of manufacturer:
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CEPTHUMDIKAT SIKOCTI
CERTIFICATE OF QUALITY

A_H. AN 1110123005 059
Hara /Date: $6.10.2023

eyuorTanit sarinaas i wo 4006 mry v S cynoswropite ¥ erpuni ne 2 cvpuan y xaproaniit vaakosui
vaginal suppositorics 400 mg, S suppesitories in a strvip; 2 stripy in a earton package
KETGRONIGAY 400 v

Ketoconazote 404 my

Ne UAT614401/01, vin 23.02.22, repain aif peecTpauiiinoro nocsijuenist neodsienenni
Ne UAZIGT44/1/01, from 23.02.22, Repistration Certificate valid is unlimited

Raji2354

042/2020/GMP

Kyeyst Xearsweep Flev Jhva, Titis

CII-289 (A), PHKO lugacrpian apen, Youanwi, Bxisaai, Xicr. Aanap (Pagmacran), Inaisn
Kusum Healthearve Pyvi Lid, India

SE-288 (A), RITCO Indosirial area, Chopanki, Bhiwadi, Dist. Ahvar (Rajasthan), India

Cepin: Ne 1001944 Passsip cepit 12000yn. Hava iy 082023 Hitienuit zo: 472023
Batch: Batch Size: D/ D/
Ao Hasna moxasunks Buajorn T Pesyavrarn ananiis |

Name Index

Reguirements Result of anulyses

Cynosyropi mia Glaore  #o cRiTHO-SROWIGro  KOALLPY, | Bianosinne
TOPEROROAIBHOT (opans,

While 1o jight ycllow torpedo shaped suppositories, {owmplies

1 Onne
Deseripiion _
2 Inewrndinanin

Edentification

Hac yrpuMysaniel rixy kemoxonsaion: i niky Syamcioporeianizony | Bixnosinae
Ha XPOMBTOTPAMAX JocfOmVacioe | Cmeudappiiocs  posaiie,
OTPUAMALIEX B YMOBAN  KUIGKICHOUQ  BI3HaNeHiIS,  ToBliHen
CHIRIAIAT, '

The retention. time of Ketoconazole and Buvlated hydroxyanisole 1 Complies
peaks in the chromatogram of 1est solution is corresponds to that of
the Kctoconazole and Fnylated hydroxyanisole peaks s the
clixomalogram ol sumdard  solulion as obiained in assay of
ketoconazole und content of butviated hvdroxyanisole.

3 Cepenas Maca

Average weight

2,513 % (2375v-2,625 1) 2

1

IS

2.0 3% (237310 2.625g) 2.515 @

4 | Oanophoticrs macn

Untormity of weigrht

He Sineume 2-x 2 20 cynosnTopiin MoRYTH M7 BiAXHICHN) 813 | BiTmoBimme
CEPEAHBOT MaCIT OiARIE Nk Ba 5 % 1 sKoden 3 BIX 11e noBhnes
MATH BIANACHIA BIA Cepelhai Mach 8iabnie Hisk Ha 10 %%,

Out of 20 not more than bwo of the individual weights deviate from- | Complies
the average weight by more than the 3 % deviation and none
deviates by maove than 19 %,

5 Tostiaganes [Ie finnine 6 xp 13 xn 48 cok
Risintegration time Not more thim 60 mmntes 13 mun. 48 sce.
6 Kiabwicue puznavenng o siniveiny:
Kemoronaion
B11 380 sr 10 420 vy 1 oynosuropi 4073 sr/eyosr,
(8i 953 %0 n0 105 % nij 3as9Bacnoro saicTv} 101.8%

hymuazidpoxscingizon
Bi1 6,80y a0 120 sr v 1 cyniomrropii 0.854 mricynoany.
{1y 8Q %% 10 120 % iz 3amuienero myery) 83.4%

Ha mepvin npudaimitocnd:

Kemanoncsoa

Bix 360 xr no MO ary | eyironiropii

(114 90 9% 20 11095 uijt 3a08.3001000 BAHCTY)
By wizidpoxeivei e

He menite 0.3 mr v 1 evienirophn

Factory : §P 289 (A), RIICO Indl. Area, Chepankd, Bhiwadi, Distl. Alwar, Rajasthan {ndia), Ph ; =
Emall ;

infolgkuswm.com. Website : wwww. kusumhealthcare.com
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Rusum Healthcare Por. Lid. — U055

AiRapenknit sacit; JEPMA3Z0 |
Medicinal product: DERMAZOLE
Cepis: Na 1001944

Balch:
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eysnmurapii warinaaeui wo 100 yry no § eyuosaropiie y copuni; no 2 evpoan y RapToaniii yuaonui
vaginal suppositaries 400 myg, 5 suppositorics in a siyip; 2 strips in a carfon package

Assuy

Release:

Kefoconazole

380 to 420 mg/suppesitory
93 % 10 105 %, of label chaim
Bundaied Iydroxvanisole
Q.80 10 1.20mg/suppositary
B0 % to 120 % of label claim
Shelf tife:

Ketoconazale

360 lo 440mp/suppositorv
(90 — 110% of label claim)
Buplaied hvdroxyemisole
NLT 6.5 mgfupposilory
{NLT 30% of label claim)

4073 mgfsupp.
H1.8%

(1854 mg/supp.
835.4%

Cynposiani gosiuren

Related Substances

Fpn suigyewy:

Maxkcimasbia nepienTUdixonars novimxa — e Ginsire §,7 Y%,
Cyma noMillior - ue Gimsme 1,0 %,

Ha mepsidn npudamuocmi:

Makciasani HeienTdikonana JosMika ~ e Ginwe 0,2 %
Cynma XoMIIoK ~ we Giusire 1.0 % {

0.06%
0.06%

3

Releuse:

Highest unknown impurity - NAT .24

Total impurities — NMT [ .0%,

Shalf life:

Highest unknown impurity - Not niore than 0.2%,
Total impurities — Mot moerc than 1.0 %,

(.06%
0.06%

MirpoGionoriuna mcrorn®

Microbiotogical purity®

3arauLun )iALKicTs acpoSuux  Mikpoepranisyis (TAMC) - o
Sinne 10° KYO/T.

FAraunIm KALKICTD APDIGEEGBNN | NBICCHRBIS rprdus CFYMC) — ue
Oinpine 100 KYOIL.

Biacyrnicts Psendomonus acruginosa s ¥ r Ipenapary.

Bigeynicts Staphylococens aureus v | v npenapary,

Bincyruicts Candida albicans ® 1 v npenapary,

Fotal acrobic microorganisnis (TAMC) - NAT 12 CFU/.
Total Yeast & Mould Count (TYMC) - NMT 107 CFU/
Pseudamonas aernginosa should be shsent per 1 g,
Jiaphviococens awrens should be absen( per 1 g,

Candida albicans should be absent per I g,

Not required

* BrnpoGyransy sikpobiosoriunoi upcrotn NIPOBOARTBCA JU (CPunx 3 cepill, BOTis s Kownoi {0-7 cepil, abo onmy pay pa pik,

* Microbial purity will be performed ox first 3 eommercial batches thereattor at every 10" batch or once in a year.

BUCHOBOK:

CONCLUSION: Batch Ne 1001944
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AHAJLS BHUIKOHAB
(ANALYSED BY)

Komenrapi: nesae

Commoents: no

Cepist No 1001944

Biznosinac grumoras MICA PIT NeUA /1614470101 -

Page 2 o 3

Factory : SP 289 (A), RIICO indl. Area, Chopanki, Bhiwadi, Disit. Alwar, Rajasthan (India}, Ph : +911493.298232/13/34/35
Fmail - info@kusum.com, Website : www kusumbeaitheare.com




Jlirapesknit 3acid: JEPMARQH
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CYHO3UTORIT Bavimdnul no 400 s, 1o 5 Cynosntopiis ¥ crpuii; 010 2 CTRURK Y RapTouuiii yuawopi

Medicinal product: DERMAZOLE  yaginal suppositories 400 myg, S suppasitories in a sirip; 2 strips in a cavton package

Cepisi: No 1001944
Bateh

Jaupa npo ceprudiraniio: «diliennm g 3acBiguyio, wo Hasegena sume indoprranis ¢ Rocrosipnow i Tounow. 1 cepia
BRoAyINil Gysa BHroToRNeIa (BKIICTAOMH YRAKOBKY / MAPKYBARNM) | RPOB ACRO CCrypods 1Y IK0CTi Ba B utesragan oMY
niAUPREMCTR] B OBMIN BIANOBIANOCTI 3 BHMOTANN, 3A3HAYEINIMI B YRR HacTANOR] GMP, 3atnepmmenid Minicrepersom
oXoponu 3a0poB't YRpaluw, i3 pustorayu pecerpantiinore goeve Kpaimy npuseagensst. Jporoxonn BHpOORYMITBA,
YTMAROBKH Ta aNN3iB Oy nepernanyTi i seravosyenn IX pianosimtiers snmoram OGN Pr,

Certifrcation statenment: «On this I certify that the above-mentioned information is true and accurate. This product hatch was
produced {including packaging / labeling) and conducted for its quality control at the absve-mentioned manufacturer
accarding to specified in the cuyrent GMP guidelines, upproved by the Ministry of Health of Ukraine, and with the
requirements of the registration dossier of the destination conntry. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementss.

Kepipunuk rpyng xONTROIKY HKOCT
Quality control group manager

tv'y ra npizsnbie

(Name) A - 5{%@
innsic
{Sianature)

Ml

06 [10]9007

Hara nianmneanns
(Date of signatwe)

Kepistivg rpynu KOHTPOAIO SKOCT
Quality conuol group manager

YriopHopaxena ocoBa, o 3aiiicnioc
ceprugikuLtho cepii
Qualified Person certifying the hatch.
Iam’s Ta npizsnu

{Name)

Tlinnuc
{Signature)

Hara pimcann WC::’:}{""' :

{Datc of signatvre)
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MeHeinxkep sizany snbeanevens akoo. . -
Qualily Assurance group manager
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Factory : SP 289 (A), RICO Indl. Area, Chopanki, Bhiwadi, Distl, Alwar, Rajasthan {India), Ph; =91-1493-298232/33/34/35
Email @ infolzkusum.com, Website 1 www.kusumheahheare.com




6.3

AEPJKABHA CIIYXKBA 3 JIIKAPCHKUX 3ACOEIR
- TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KHEBI
| npos. Hanil Ceitnuunof, 3, 02099, ten, (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Koz CHPTIOY 37079055
BUCHOBOK
St NPo SIKICTh BBE3EHOTrD B'Yicpa'l'nyﬂixapcbmom 3acoly
’-23.1_1}'2023' Ne 60188/23/26

AEPMA30J1

_ (nalisenysanus gikapeLkoro sacoGy 3o 3 peecTpauitiim nocninuennam)
cynosuropii Barinansui no 400 mr; no § CYRO3NTOPIIB y cTprni; no 2-crpunn Yy KapToHHiit
YHAKORII --

(popsia sunycky, 103y BanNg, BIUL NaKyBarHy NiKapcLKoro aacoly)
Homep peectpanitiioro nocsingenus UA/16144/01 /01 crpoxk nii peccTpaliftoro nocuinterns HeoOMexen il
Cepis nikapcbkoro sacoby Ne 1001944 KinukicTs BBE3eHOT0 Nikapeskoro 3acoby 5616

BupoBhik KYCYM XEJNTXKEP [1BT JTH, Inpis

{narmenysauig supoGunxa HiKupeLKoro 3acoly, KPATHA NOXOUMKEHNS)

Breseno B Vkpaiuy Topapucrso 3 o6mesncenoro Bianosixsasuicrio "I aeadapm JITHAY,
_iaenT, kox; 20075891

{'Haﬁmmtynum-m Ta o/t 3a CAPTIOV iopuamunof ocobu a6o npissuwe, iam'a, 1o 6arekosi Giznunor
0CO0M « manpHemus, 17 Micie APOXUBAHIA T4 peceTpauiflimil Homep oGaikonai KAPTKH TAaTHHKA
noaaTkis abo cepis Ta Homep. naciopra)

IpoToxon Bizyalienoroe konrpomo sin 25.10.2023 N 3282/2.
JlaGopaTopsuii ananiz sxocri JKAPCLKOTO 3ac00Y 3MIHCHEHHIT:

A1 "Lenrpanssa nabopaTopis 3 aHamisy sKocT Nixapehkux 3acs6iR i Mexuyol nponyKuir’”
(M.KniB, Byn. Kyapsaseska 10r M.Kuis, By, Kyapsscska 8B Xu'rerka obnacTe, ¢. Hosi Ilerpinui,

_Byx. Ipana Dpauxa, 19) ez
E TR . (nalmenysannsg TA MICHE3HAXDMKCHHS naboparopil, wo nposena naboparopuui analiia sxocri)

A’ -'Bﬁggﬁﬁ'g‘gf_m@;m AKOCTI NixapcsKoro 3acoby, Bunannii naboparopieio sin 22.11,2023 Ne 2193

Pesynsraty naboparoproro anaisy AKOCTi NiKapcbKoro 3acoBy 3a NepenipeHumMH NoKazHUKaMH BIANOBIAAI0TE
BHMOT&M METOMIB KOHTPOMO AKOCTI {ananiTHYHO-HOPMATHRHOT ROKyMeHTauil),

Ja pe_syhBTémM1! AEPKABHONO  KOHTPOMIO  BCTAHOBJIEHD, nikapcbkuil  3aci6 BBeseHo B YKpainy 3

AOTPHMAHHAM BUMOT 3aK0HOAABCTBA LON0 3a6e3neenHs
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