JNEPKABHA CIIVKFBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hanil Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BUCHOBOK w
Npo sIKicTh BBE3€HOro B YKpaiHy JiKapcbKroro 3acody

31.10.2023 Ne 55396/23/26

_____________________________ KJIODAH

(xmimuwnmmsl =mcapcmc01 ‘0 adcoﬁv 3110 3 pcu.m'uulmml nocmzltleunmi)
cyriosuTopil Barinannui no 500 mr; wo 1 cynosuTopiio y cTpuui; 1o 1 etpuny y KAPTOHHIA

- ynaxkosui
(thomm BHITYCKY, rtosynmmsl BEL NARYBAMHS Jlll(d]‘JLl:.l{Ul‘O 3ac00y)

Homep peccrpauiitvoro nocsiguenis U A/14084/02/02 crpox ail peecrpaniiiioro nocrigueHns 24.01.2024

Cepis nikapeskoro sacoby Ne 1002096 KinpKicT BBE3EHOrO Jikapcbkoro 3acoby 7840
BHpo& Kk KYCYM XENTXKEP BT JTH, Inais

(HaiMenyBanis BUPOGHIMKa BiKapcehKkoro 3acoly, xpaina NOXOAKCHHS)

Bieseno B Yipainy ToBapuCcYBo 3 06MEKEHO10 BIXITOBIAANBLUICTIO | 'Taendapm JTA",
inent. kop: 20075891

(ilanmnws.anus: TR KO/L 34 ( ILPI'IOY iopmumnm ocoOu abo NpizsKIe, iM's, 110 BarLrosl PiznvIol
OCOBH - TLANPHEN TS, T MICLIE TTPOMIBANHS Ta peecTpaltiiHui oMep UGJHKDHOI KAPTIH THIAT KA
rosarkin abo cepis Ta noMep nacnopra)

Nporoicon sisyansioro kowrpomo six 23.10.2023 Ne 3264/1.

JNaGopaTopHiit ananiz axocTi sikapehroro 3acody 3AIHCHEHHH!

Ginis AT “Llewrpansha abopaTopis 3 ananizy aKocTi Aikaperkux 3aco6iB i MeAMUHOT oAy Kiuil"
'y MJIBBIB (M.JIbBIB, By Kynnnapkiseeka,131)
(HAFNEHYBAHHS T8 MICLCIHAXOMKEHHS] 11¢160p'1'1 apu 1o npoasum HaGOPATOPHHT AHAI3 AKOCT] )

BUCHOROK WOAO SIKOCTI Aikapchioro 3acoby, sunanuii jabopaTopiero Bl 31.10.2023 Ne 269
Pesynurari 1afopaTopHOro ananizy AKocTi NiKapchKoTo 3acody 3a NepesIpeHHmMH roKasnyams BIATIOBILATE
BHMOIaM METOMIR KOHTPOAIO AKOCT! (aHAITHUHO-HOPMATHBHOT JOKYMEHTAILT).

3a  pezyabraTaMi  ACPKABHOIO  KOWTPONIO  BCTAHOBIECHO, 110 JHKapchxuit 3acid  BzeseHO B Yipainy 3

JOTPHMAHHSIM BUMOF 3aK0HONABCTEA MO0 3a0e3TIedeH s AKOCT NiKapCLKHX 3ac06iB.
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Jikapeskuii 3aci6:

Medicinal producte

BIIDDE

Kustum fea Zﬁz care .ﬂ%" Litd .

CLOYAN
PESHORNT A

Active ingredient:

Peectp

AMITHE OCBIIICH IS

Registration Certificate:
JHinensist na supobunurso Ney
Cepradirar GMP Ne:
Brpodnnn:

Alpeea prpodmKal
NManufactured Dby:

Address of manufactarer:

Cepis: No 1002096

KJIODAN
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Pogaip cepsic 17647yn.
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CEPTH®OIKAT JdKOCTI

CERTIFICATE OF QUALITY

AR N TT10FG23001112
-,In'r:l /Date: 06.10.2023

evuonrrapit Barinagsni no 500 Mr, no 1 cynoezuropho y ¢rpitni, no 1 erpiny y waprousnii
YIAKOBIL

apinal suppositories 800 mg, 1 suppository ina strip; 1.§trip in o earton package
Krorpusmizony 500 ar

Clotrimazole SH0 g |
Ne UA/14084/02/02, sia 24.01.2019, vepasii i peceTpaiinnoro woeniwreins ot 24, U.l 2024
24.01.2019, Registration Certificate valid till: 24.01.2024

Rajf23584

042/72020/GVLP

Kyceyst Xesrxwep ot g, Tanin

CI1-289 (A), PTHKO Jnaacrpian apea, Honmiwi, Bxivani; Lier. Ansap (Papxacran), Hinis

Kusum Healtheare Pyt Ltd, India ) | | . | |
. SP=289 (A), RITCO Yudustrial area, Chopanlki, Bhiwadi, Dist. Abwar (Rajasthan), India

Jara sne: 0972023 Hificunil no: 08/2026

Bateh: __Baweh Size: MM .
Nt Hazua HoKATHIKIE Buaior PL'H”II:T‘I TH anaisin
Name Index Reguirements Resuit of analyses
I | Ooue Cynosuronli Bl GA0r0 20 CBITIO-KORTONO  ROHLOPY, | Bianopigac
TOPNEA01I0AI0HOT dop MK
I Deseription - White w hght yellow color (orpedo Shdl}_ﬁgﬂhlll}l}th]l(}l]L‘» o _“_ML__nyn]ﬂlt
2 [nesrdiranin Hac  yIpUMYBUMES  QCHOBROTY  TURY U4 XPOMary pama\ Bianonizae
SOCHIDHCYEARG20 1 CuRUpIINQes  DO2uNIE, OTPHUMAHUN B
YMOB AN KIILRICHOr0 BI3REHEHN, TIORHHEIT CTIRIAAATY.
Tdentification The retention time of the wajor peak i the chromatogram of test | Complies
solution 1s corresponds to that of the major peak in the
i i i) st i it i Chromatogram of standard solution as obtained nassay. b
3 C epc,nm Maca 1,70 £3% (1,615 ¢ 1,735T) 1,700
CAverage Weight 1.7 g 45% (1 613 g —1.785 g) 1.700 ¢
4 Oanopiaticrs macn [ TFle-Giatue 2-x is 20 c& nmnmpnn urmn.ru, MTH IANGReHHs Big | Bianoninac
CcepeansoT aacty Ginbuie wive na ¥ % 1 K02e1 13 BHX e TI0BIHEN
{ Math MAKBACIHIY B Lt])i.‘;.li-ihul stac Olimie tiaca 1%
Uniformity of mass “Out of 20 not more than two of the individual weighits deviate | Complies
from the average weight by more than the 5% deviation and
e e none deviates by more than 10%, T
5 Pmn qmmm He Gianie 60 xprnin 17 xprmms 21 ceicyn
| Disintegration ~Notmore than 60 minutes. | 17 minutes 21 seconds
{ i et et et Rt # fieiey deeddrrat 40 ettt I T - T - w4 b —— L e e - A e ik L e A
6 | Kiangione snanasens Bind75,0 My o 525.0 mry c',no‘mrt}pu 3119 \m’cj,um,
93,0 Yo~ 103,0 % RNOTDHNGIONY BRI BAARACHOTD RMICTY 102.4%:
Assay 475.0 i to-525.0 my per 1 suppository 3 11.9 mg/supp.
05.0% to 105, 0% clotrimazole of label ¢laim 102.4%
7 Cynpopumii aoaiur e !Irr BHILYCR:
2-xH0pOIPITAR0A — He Miantue (.5%; EIEACMC MO ITHOPYBAMD
Mammmn TR I}Lljldllll[{lHl\GBdlhl JoMirra - 1e Otaswe 0,5% HZRME MEH IOy BaA
LCyma 'l(}‘lelJIOlu---llt. Olauue 1,0%. HHMKIE MK WHOPYBURHY
Ha nepsiin npudanuiocni:
C2-xsoporpHTanon - e Ginnnie F.0%,
- MarenmaasHa neinenTRGIRORENA JoMinmea - e oianire §,5%;
o Oy IOMIIOK =< e Ginslie 2.0%.
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JHisapesiiii 3acif: KIODAILL

-wmau*rupi'f_nnriua.n LRI e 300 a1, no 1 eynosirropiio v cTpini, o Lerpuny y Rapronsii
YHARQRIN |
Medieinal produety CLOFAN vaginal suppositories 300 mg, 1 suppository ina strip; 1 strip in t carton package
Cepia: Ne 1002096
Balch:

ﬁz‘hucd Substance

At refease:

2-chlorowitinol - NMT 0.5%

Highest unknown impurity - NMT 0.5%
Total impurities - NMT 1.0%

Below disregard Limit

Below disrepard Nmit
Below disregard hmit

At shelf tife:

2-chlorowitanol ~NMT 1 0%

Highest unknown impurity - NM7T 0.5%

Total un;mulm NMT 2.0% |
3arannbia KiahrICT aq)(}ﬁ;m\ m}q)nup: AHIAMID (] AM(_,} He ('Umnn.
10* KYO/iry

Jaramena Kinseicrs apinaeconus o najcenenis Tpréin (TYMC) ne
Olasine 100 KYOM

Bincyrmers Staphylococcus anrens 8 1 rmpetiapary,

| Bigcyrnicry Psendomonas aeruginosa » 1 v nparapary,
Bincymicrs Cendida alhicans 1 r npenspary.

8 | Mixpodionorivna auerora®

Total aerobic microbial cownt (TAMC): NMT 107 CFUp
Total Combined veast /mould count (TYMC): NMT 10! CFU/g
Staphylococens awrens: Ahsentper | g

Pseudomonas acruginosa: Absent per 1 ¢

Condida albicans Absenl DEE LR e e S
® Bnupnﬁvuaunn uncpooumm 0T NCTOTH B UPCHAPATI MPOBOAMTLES TIMLRY AN NEPIIKUN 3~ X CCplIi ‘noTiM ana Kool 10-5 cepiy, dff& QAN Pad
118 pixk.

* Tegt of Microbiological purity will be performed on first 3 commercial batches and  therealter on every (0% bateh or once in a year whichever
15 earlier,

BUCHOBOK:,  Cepisr No 1062096
CONCLUSION: Batch Xe 1002096

Microbiological purity” Not reguired

miznoniae stisorast MICSE PTT Ne 13A714084702/02
complies with the requirements of MQC RC Ne UA/14084/02/02

mwfcnr}m Wwrd JiaTA © /fC/ Q2.5

‘\\ i o - {(T L (DATE)

(ANALYSED BY)
Konenrapi: semac
Comments: no
3asna npo ceprhdixaiiio: «dilfeuns 8 3acpiiuyio, NI6 Haseacna pHLe indopmanis € ;_umompumo i roanor. s cepis
apopyruil fysa suroroicua (BKIFOMAOYN YNAKOBKY / MAPKYBAHUS) | NPOBEHLHO KOHTPOAL 1T SKOCTI HA BHIRE3FANAHOMY
manpyeMceTei B oBuilt BinoBiAMOCTI 3 BUMOraMy, 3n3nauenuam B yunuill nacranopi GMP, sarsepaxeniit Minierepersom
oxoponn spopos'a YxpainM, i 3 sumorams pecerpaniiinore xocwne xpainn npmuavenist. JIporoxoasn BRpoiHNOTBA,
YHAROBKY Ta aHanisis oyan vepernsimy i i seramoraeno Ix pimropimicrs sunroram GMP».

Certification statement: «On this T certify that the above-mentioned information is true and accurate. This product bateh was
produced (inclhiuding packaging / labeling) and conducted for its guality control at the above-mentioned manufacturer
aceording to specified in the current GMP guidelines, approved by the Ninistry of Health of Ukraine, and with the
requirentents of the registration dossier of the destination country. Records of manufacturing, packaging and 111’11\*315 were
reviewed and determined for their compliance with the GMP requirements».

IKEPIBHMR IPYITH KOWTPOAKY HROCT] SHIBEIHOE

Ynownopakena  ocoba, 110
Quality contro] group manager

cepridikaniio cepii
Qualified Person certlying 1@ l;au.h Y

Ivsra npissuine %) - In's T2 II}JIEBHUIL AT -.;f_'_;'r_,_.:\__
e e e £ e, CRgng vy )
Flarmc 11!‘:,:1141: S F A S )
(Signature) (Signature) AL T
Jlara nmmica - A iy J1aT2 AR HS C S <x_,* *’
-(D’il ﬂ g&ﬁﬁm% (Date-of signature) T SR ~="}*"

Puage Na2ol2

Y ; Plod]. Ares, Chopanki, Bhiwadi, Distt. Alwar, Rajagthan (India), Ph i +91-1493:298232/33/34/35

Email @ info@kusunicom, Website @ ww W.Lusum]n.altlwaru.emn




