JIEPEKIITKCITYKBA
JEPJKABHA CIIVIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHCBI

syt Bepesusikisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls kyiv@dls.gov.uahttps:/fwww.dls.gov.ua, Kog €IPTIOY 37679055

BHUCHOBOK
HpO SIKICTh BBE3€HOT0 B Y KPaiHY JIKapCHKOro 3acody
24.09.2020 Ne 50213/20/2611
KJIOTPHMA30JI

(mativenyrar:ia MKapeeKoro 3acody 3riHO 8 pecCTPALiHHAM DOCRIFUEHHAM)
Tabnerka Barinanesi mo 100 mr, no 6 Tabuerox y Guicrepi; mo 1 Gaictepy 3 anxikaTopom y
KapToHHil navni

{Gopua BHITyeKy, NOYBAHHA, BUA TIAKYRBAHHS HiXapChKoro sacoby)
Howmep peectpaniiinoro nocsizdesns UA/8794/02/01 crpox nif peecrpaigituoro nocsindenns HeobMeKeHNMH
Cepis nixaperkoro sacody Ne ECM20002B1 KinskicTs seesenoro nikapcekoro sacoby 79884

Bepobrux Eseproxen Jlaid Caencus Jlimiten, Iemis
(HaftMeHyBaHHs BHPOCHNKA HiXapCHROTe 32cofy, KpaiHa NOXOIKEHHH)

Bgeseno B Ykpainy Torapucrro 3 00Mexenon signoeizansuicro "OPTAHOCIH
JITY, inent. xoa: 24377666
(maiiverypanus Ta Kog 3a €APIIOY opumiunol ocodu alo npizsuuie, iM's, 6o Gareroni
Pizuunol ocobu - nignprevis, 1T MicHe OpOXKUBAHES Ta peecTpaliliuuii HoMep 06HiKoBOT
KapTXM [IATHHKA NOAATKIE 200 cepia Ta MOMEp NACTIOPTa)

HIporoxon sizyansrore kowrpoo eix 24.09.2020 N= 2887/2.

3a pesyNbTaTaMyd JSDKABHOTO KOHTPOMIO BCTAMOBNEHO, MG JIKADCBKAN 3aci® Beeseno B Yipainy 3
HAOTPHMAaHHSIM siMor 3aK0R0OZABCTEA 11020 3abesrieyeH s AKOCT }kapcr,mm 3acodin.

Muxona XOJIOJIEHKO
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KAOTPHMARO, parinaneni tabneren no 100 yr Ne6

CERTIFICATE OF ANALYSIS
CEPTHRIKAT AHANIIY

cepin e COM208023)

Certificate No./ Ceprudirar Mo: | 21CP20100041 !
Product name: CLOTRIMAZOLE
Haspa npoayinii: KJAOTPHMA3ZIOJ

Pharmaceutieal form:
JMiscapesna gopua:

vaginal tablets
BariHAILHi TabaeTKH

Strength/potency:
Cina gifaxranniers:

100 mg
100 mr

Type and size of packaging:
Bt i possip ynakoeren:

Active substances:
Airoui pedosiinn:

6 tablets in blister; 1 blister with applicator in cardboard pack

e 6 rabnerox y Gmictepi, no 1 v DIICTEPY 3 ANIIKATOPOM Y KupToniil mavyi

I vaginal tablet contain: Clotrimarole 100.0 mg

| BaTiHATLHA TIONETKA MICTHTS: Knotpumason 100.0 mr

Manufacturer / Bupobnn:

Evertogen Life Seienees Limited
Erepioxen Jlalidy Caencis Jlimiten

Address / Aapeca:

Plot No: 8-8, -9, S-13/P & S-14/P TSHC, Pharma SEZ,
Jadeherla (M}, Mahabubnagar, Telangana, IN — 509 301,

Hnor Ne Ec-8, Ec-9, Be-13/1Ti ta Ec-14/T11 Ti Ec Aii Aif Ci, Papma Ec 1 3er, Ipin humerpian Hapx.
Honermamni (Bi), pepna (Ea), MaxadyOwarap, Tenmanraua, IH-509 301, Tuaia

Green Industrial Park, Polepally ( V),

India

Registration certiicute:
| Peecrpaniiine nocsinuenns:

UA/8794/02/01

Valid upto:
Hiiicie jpo:

Unlimited term
Heobuexersiit

19/MIN/API2014/F/G

License No. / Jinewsis Ne:

Batch Ne -
Cepin No

Date of manufacture
Hara suponamna

Expiry date
Tepstis npunaruocri

Batch size (packs)
Po3naip cepii (viraw) ]

ECM20002B1 §1/2020 n 1272023 83 333
- l?‘dex name_ Acceptable limits /Tonycrami mei SRSt
Hafimenysanun aoxaznuea Pesynsrar

Deseription / Onue

White, elongated, biconvex tablets with one end rounded, the other
- Mat.

= - Complies/Biznoeigac
Tabnetkn powracToi (popmu, 3 swoonyyiow MOBEPXHEK), OAHH : %

Identification / Lientudirauin

KiNerb 3a0Kpy e, APYTHIT - pisnkit, Gilore kKojmopy.
N . <

.

Clotrimazole / Kaorpimase:

.
Retention time of the main peak in the chromatogram of the test
solution for the assay is the same as the retention time of the peak
of clotrimazole in the chromatogram of the standard solution
prepared for the same definition.
Tac  YTPUMYBAHHS  OCHOBHOrO  mika  mHa XpoMATOTpayi
BUIPOGOBYRAHOTO POIUMHY B YMOBAX KiAhKICHOFG BH3HAUCHHA.
MAE CHHBNAATH 3 YacoM yIpuMyRaHNg nika Ha XPOMATOTPAMi
STAHAAPTHOTO POSHUILY B YMOBAX TOTO CAMOTO BUSHAUCHHS,
In the chromatogram obtained with the test solution is detectod the
spot that the size, color and intensity should correspond to the spot
in the chromatogram of the standard solution.
Ha xpomarorpami sunpoGonysasoro POBHHHY Mac BHARMITIICH
IAAMA, - SIKd 3 PO3MIPOM,  KOABOPOM  TA4  IHTCHCHBHICTIO
SaDApUICHRA  Mae  mianomiarH  masvi wa Xpomarorpani
CTAHIAPTHOTO POSIHIY.

Complizs/Bianosiane

Comphies/Biznonigue

Average weight/Cepeuns maca

1560 mg £ 5%
1560 Mr = 5% ) M

CLOTRIMAZOLY, vapinal tablets 100 mg Nt 6

Qi oo 197 4 oyn

batch Me ECM20002B1 Iofis3

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telanigans, india www evertogen.com, (N Mo, U24232TG2013PLC085349

Factory : Plot No. -8, 5-9, $.13/P & 5-14/p TSIIC, Pharma SEZ, Green Industnial Park, Polepaily [V), Jadcherla (M}, Mahabubnagar, IN - 509 301 Telangana, indiz

For intarnal use anly not for adrministrative and fegal use.
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KACGTPHMAZOM, parinaassi Tadnericn

o 1O ar Nes

ceplta Az ECM20042B1

Not more than two of the individual weights could have a deviation ]
+ 5.0% and none could have a deviation £ 10.0% from the aver age
: . mass of 2{ tablets.
Unlfurg.n!t?' of mass I3 20 spamennx TaaeToK BIAXHICHHS Biji MacH e Gilblie ik R %o
Onuopinuicte mack ABOX T2OJETOK MOKC CKNAAATH Bilblre HbK = 5.0% Big cepennnol R
MacH. Biaxuacms MacH sxoanol TaBaeTKH He NOBHHHO CICTAATH
Ginsie nix + 10.0% sig copenrboi MacH,
For 10 tablets AV < 15.0. If AV = 15.0, next 20 tablets is tested.
For 30 teblets AV < 15.0 and no individual content should not
Uniformity of dosage units seeed \th(' h_m'l fmm_ G;TD\] & }.'QSM ;- ) 1 f1
()}liiﬂpillziéu"l RETTY T DRETTIFIITEN Ao I,f'] TDIETGR (V) e Dimwe 150, Siono A.\i ‘."? 5.0, A3
’ sinpodoRyioTe me 20 Tabaeron. az 30 tatn. AV < 15.0 1 swoaen
VBHBLUIVATRHIG 8MI0T He Mar BUXOTHTIT 33 MK Biﬂ, 0.75M 10
1.23M
Loss on deving MMT 149 0.200 o
Brpara s sinci npu sseyuysamii He Suibime 1.4,
Related substances / Cyaponiaui zonmingsn
2-chloropheny l-diphenvimerhanol 2-xaopodienn- TdeHIe TR0
Butch release NMT 0.3%,
Banyes He Guibime 0 3%,
Shelf tife NMT 1.07% 2068 %
Tepviin npmaataocri He diabme 1.0 %
Any upkaown impurity * ByClb Ska HesiioMs 10MIMKa
Butch release MAMT 0.2%
Buriver He Sume 0.2% 0.034 %
Shelf lite NMT 0.2% . ’
Tepsis upitarnocti He Ginsnre 0.2%
Total impurities * Cyan aoMimox
Batch release NMT 1.0 %
Bunyew He Ginnie 1.0 % ] 0110 %
Shelf life NMT 1.5 % o :
Tepuin npuaaraceri He e 1.5 %
Eh;im,cgrati(m [ Posnananus NM,T 2D Bn: s T 7.02 -
He Ginbie 20 xz. Xn.
Micrabial test / MikpoSiosorivna sucrora a
Total viable aerobic microorganisms / 3araisne qhono AHTTEBATHH 4ePOGHHX MIKpoOpranismis:
hacteria NMT 1600 in ] g <10 inltg
Darrenii He Gipre 1000 KVO y | ¢ nir
fungi NMT 100inl g <1 inlg
rpubin He Biswe 100y 1 ¢ Blr
Staphylococcus ayreus Shou]d b" abantin) g Absent / Biaeyrii
BineytHicth e 1 1 i
Pseudomonas aeruginosa S_f'wouiu‘h.c absentan:l g Absent / Biaeyrid
Bincyrrictu e 1 1 A |

Candida albicans

Should be absentin 1 g
BigeytHicre s 1 r

Absent / Biaey rui

Assuy / Kinericre suzuavenns

Batch release
Banyer

NLT 95.0 mg and NMT 105.0 mg at labeled amount
He scrwie 95.0 Mr i ne iasire 105.0 M B 385B5CHOT KITBKOCT

Shelf Tife
Tepmin npyparuoeri

NLT 90.0 mg and NMT 1106.0 mg at labeled amount
e menure 90.0 s i ne Giabie [ 10.0 Mr sin saspicnof KUIBKOCT]

mg
M

97.8

CONCLUSION / BAUCHOROK

The tests implemented in accordance with

MQC the manufacturer that approved by MaH of Ukraine,

in the opinion ef the undersigned the s: imple referred to above is of standacd quality is defined in the MQC,
! hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/iabeling and

CLOTRIMAZOLE, vaginal tablets 160 mg Nz 6 bateh Ne

ECM20002B1 lotia3

Qffice : GV Chambers, 7-2-C8 & €8/2, L £., Sanathnagar, Hyderabad - 500 €18, Telangana, india. www.evertogen.com, CIN No, U24232TG2013PLL085349

Factory : Plot No. 5-8, $-9, 5-13/P & 5-14/P TSHC, Pharma SEZ, Green Indistri

al Park, Polepally (v), Jadcherla {M}, Mahabubnagar, [N - 509 301 Telangans, india

Far internal use only not for administrative and legal use.




KAOTPUMAIOL, sarinansni Tabiaerion e 100 sir Mao

cepin Ne ECM2002B]

quality coutrol at the above-mentioned site in full compliance with the GMP requirements of the loczl Repulatory Author
available in registration dossicr, The bateh processing, packaging and analysis records were reviewed - found to be in compliance with GMP,
P

ity and with the specification

Bunpeysanus vponexeni nianosiano qo MICH BHpoGRIKA 3uThepazcenol MO3 Yipainn.

3riamo pucnosry HERICHINCRTOre, BHIIeBICAIAHMIT IPAIOR MAE CTANIAPTHI RORAIIHKN AK0CTI, Nepeniaveni M3,

Hen s aaceinayw, uo nasenema BHIEe indiopManis ¢ JoeTesipnole Ta Townow. o cepite npoayruii Gy BRPOMIEHD  {BIIOYAR
TARYREUHA/MAPKYBAHHI) Ta Komrpons § aroeri na snmeaszmatenii BHPpOBIHYIH QLRI aposeeno ¥ HOBHIH i
BCTANOBALIIHME MiclenHM PETYISTODUHM OPTanoM, 2 TAKOW BiATokiGo A6 enendpikanil, mo »
| BHPOGIMMTA, WAKY BEINS Td AWAIIB Gy NEPLLISYTi - Beranokieus sinnesigicrn GMP,

Name -
Mpizsume i

ANOREINGCTT 3 BHMOray GMP,
ACTHTRCE B pecerpanifivemy pocse. IipoTokonn

Pasition of person authorizing the batch release
Hocaan ocubu, siea Buaasa no3Bid Ha BHAYCK cepli

Sigaatare of person authorizing the butch release
Thianne ocoldn, sica suann yosein ma BV CR Cepi

Sl s —— .
Date of signature i
Hava niamucanny BT el 7t
T T e iy [ A S ——— T |}
|
=i
|
CLOTRIMAZOLE, vaginal tablets 100 mg Rz 6 hateh Ne ECM20002B1 3ofh3
i s ]
Office : 3V Chambers, 7-2-C8 & C8/2, I.E,, Sanathnagss, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCOES 349
Factory = Plot Ho. 5.8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEE, Green Industrial Park, Polepally (Y, Jadcheria {M), Mahabubnagar, IN - 509 301 Telanpana, Incia
For internal use only not for adrinistrative

and iegal use.




/ertogen

Even‘ogeri Life Scier

KAOTPUMA3OJ, narinassui Tabaericn no 100 mr Ne6 cepin Ne ECM20004B1
CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJI3Y
Certificate No./ Cepradixar Ne: | 21CP20100044
Product name: CLOTRIMAZOLE
Hazsa npoayknii: KJIOTPUMA3OJI
Pharmaceutical form: ‘vaginal tablets
Jlixapcuka dopma: BaridareHi TabneTkn
Strength/potency: 100 mg
Cuna gii/agTuBRicTL: 100 Mr
Type and size of packaging: 6 tablets in blister; 1 blister with applicator in cardboard pack :
B i posMip ynakoBiu: 1o 6 Tabnerok y Gaicrepi, mo 1 y 6micTepy 3 annikaTopoM'y KapToHHiH gaumi
Active substances: - 1 vaginal tablet contain: Clotrimazole 100.0 mg
Hiroui pevonunin: 1 BarinansHatabnerka Mictath: Knorpumason 100.0 mr
Evertogen Life Sciences Limited
Manufactater./ BupoGug: Enep'rf}mceu Jlaiip Caencus JTimiTen
Plot No: S-8, S-9, S-13/P & S$-14/P TSIIC, Pharma SEZ, Green Industrial Park; Poiepatiy (V)
Address / Aapeca: Jadcherla (M), Mahabubnagar, Telangana, IN ~ 509 301, India
) Tinot Ne Ec-8, Ec-9, Ec-13/11i Ta Ec-14/1Ti Ti Ec Ait Ait Ci, Papma Ec I 3er, T'pin Irmac'rpmn Ilapx,
Honenanni (Bi), €xuepna (Em), Maxaby6uarap, Tenanrara, IH-509 301, Ingia
Registration certificate: / Valid upto: | Unlimited term
Peecrpaiiiiine noceiyuenns: UA/8794/02/01 Jidicne no: | HeoOmexernuit
License No. / Jiges3ia No: 19/MN/AP/2014/F/G
Batch Ne Date of manufacture Expiry date Batch size (packs)
Cepin No Jara pupobuuirsa Tepmin upnaaruocri Poamip cepil (ynak.)
ECM20004B1 01/2020 12/2023 83333
Haiine l:(:?nmiamm % Acceptable limits /Tomycrami mexi Pel;yﬁ:?a .
White, elongated, biconvex tablets with one end rounded, the other
A . : - flat,
Description / Omuc Tabrierkn foBractoi (OpMH, 3 JBOONYK/IOI NOBEPXHEH, ONHH Complios/Blxmmninié
Kiffeib 320KPYT/IERHIT, APYrHil - piBnmii, GLIOro KOTBOPY. )
Identification / InenTudixanuin ol
Retention time of the main peak in the chromatogram of the test |
solution for the assay is the same as the retention time of the peak
of clotrimazole in the chromatogram of the standard solution
prepared for the same definition. ) ) Complies/Bianosinae
Yac yTpEMYB4HHS OCHOBHOrO I@ika Ha  XpoMaTorpami
BUIPOGOBYBAHOTO PO3YHMHY B YMOBAX KiIbKICHOrO BH3HAY€HHA, ’
Mac CHiBIaJaTH 3 4acoM YTPHMYB&HHS Mika Ha XxpoMarorpami
Clotrimazole / Knotprmason CTaHAaPTHOIO PO3YHHY B YMOBAX TOIO CAMOro BH3HAYCHHA.
In the chromatogram obtained with the test solution is detected the
spot thgt the size, color and intensity should correspond to the spot
in the chromatogram of the standard solution.
Ha xpoMarorpaMi BHNPOCOBYBAHOTO PO3UHHY M€ BHABISTHCS Complies/Bianosinac
- nusMa, SKa 32 PO3MIpOM, KOIBOpOM T2 1R 3
3abapeleHHs Mac BiIMOBiZaTM ILMIMiI K3
CTAHIAPTHOTO POSUKHY., .
9,
Average weight/Cepexnn maca iggg ‘:«‘rg: 55 o;f’

CLOTRIMAZOLE, vaginal tabléts 100 mg Ne 6

batch Ne ECM20004B1

S S

Office : GV Chambers, 7-2-C8 & CBf2, 1.E,; Sanathnagar, I
Factory : Plot No: $-8, 5-9, S-13/P & 5-14/P TSIIC, P :




Evertogen

Evertogen Life Sciel

KIAOTPUMA3OJN, sarinansui tabaerca no 100 Mr Ne6

cepis Ne ECM20004B1

Uniformity of mass
Onuopinanicrs macs

Not more than two of the individual weights could have a deviation
+ 5.0% and none could have a deviation & 10.0% from the average
mass of 20 tablets.

I3 20 3BakeHKX TabJEeTOK BIAXHICHHA BiX MacH He OUIBIIC HIX
IBOX TabneTox MOXe cKiIagaty Gimsine Hix + 5.0% Bia cepexHBol
macy. BigxuieEHA Mack x0IHOT TabIeTKH HE MOBHHHO CHJIATATH
Giasie Hix + 10.0% Bix cepexnpoi macu.

+1.14

an %

| Uniformity of dosage units
Oanoplasicrs 1030BaUUX OARANIN

For 10 tablets AV < 15.0. If AV > 15.0, next 20 tablets is tested.
For 30 tablets AV < 15.0 and no individual content should not
exceed the limit from 0.75M to 1.25M _
Jng 10 tabnerox (AV) me Gimemic 15.0. Sxmo AV > 15.0,
sHinpoGosyrors me 20 Tabaetox. i 30 rabn. AV < 15.0 i xomen
inmmeinyansundl BMicT He Mae BaxoauT 3a Mexi Bix 0.75M go
1.25M

4.18

atypauni

NMT 1.4%
He 6inpiue 1.4%

0.62 %

Brpara s maci npi suc

..

~diphenylinethanol / 2-xnopodenin-mueninmeranon

NMT 0.5%
He 6inpire 0.5%

NMT 1.0%
He 6insme 1.0 %

0054 %

5 AKA HEBiROMa JOMIIKa

NMT 0.2%
He 6insmre 0.2%

NMT 0.2%
He 6inpire 0.2%

0.020 %

s/

Cymia moMinok

se

NMT 1.0 %
He 6insme 1.0 %

NMT1.5%
He Gimpie 1.5 % 2

0074 %

ion / Posnananis

NMT 20 min.
He Ginsine 20 xB,

min

6.32
y XB.

"Microbial test/ Mikpobionoriua wncrota

Total viable acrobic microorganisms / 3arapHe THCIO XHTIE3AATHAX acPOOHHX MiKpOOpradi3mis:

bacteria
Daxrepiit

NMT 1000inl g
He Ginpime 1000 KVOy i1

inlg

<10 Blr

fungi
rpubiB

NMT100inlg
He 6inpie 100y 11

inlg

<10 slr

Staphylococcus aureus

Should be absentin 1 g
BiacyTHicts B 1 T

Absent / Bincyrai

Pseudomonas aeruginosa

Shou}l'ge absentinl g
Bineytiictes 1 T

Absent / Biacyrai

Candida albicans g

Should be absentin I g
BiacyraicteB I 1

Absent / Biacytni

Assay / KinbkicHe BRIHRUERHS

Batch release
Banyck

NLT 95.0 mg and NMT 105.0 mg at labeled amount
He menme 95.0 mr i #e Gireme 105.0 MT Bix 3a7B/ICHOL KUTBKOCTI

Shelf life
Tepmin npupdTnocti

NLT 90.0 mg and NMT 110.0 mg at labeled amount

He menme 90.0 Mr i ne 6insme 110.0 Mr Bi 3aSBIEROT KiTEKOC e

CONCLUSION / BHCHOBOK

The tests implemented in sccordance with MQC the manufacturer that approved by MoH of Ukrai
In the opinion of the undersigned the sample referred to.above is of standard quality is defined in tify }
1 hereby certify that the sbave information is authentic and accurate. This batch of product hias b

CLOTRIMAZOLE, vaginal tablets 100-mg Na 6

batch Ne ECM20004B1

e

P P
A fq )
& :

Office : GV Chambers, 7-2-C8 & C8/2, |.E,,
Factory : Plot No: 5-8, 5-9, $-13/P & 5-14/P TSHC, Pharma SEZ Green In¢

Sanathnagas

fanggna, !mi}a “wik.evertogen.com, CIN No.




Evertogen

Evertogen Life Sciences Limited

KIIOTPHMA3OJL, parinansni maGaerian no 100 mr Ne6 cepiz Ne ECM20004B1

quality control at the above-mentioned sife in full compliance with the GMP requireraents of the local Regulatory Authority and with the specification
avatlable in registration dossier. The batch processin, ckaging and analysis records were reviewed - found to be in compliance with GMP.
BunpoOysannx nposeneni sixnosiano no MKA sapobinka sarsepmxenol MO3 Yipainu. )

3riare BHCHOBKY HNAMETHANHCAROTO; BHINCBKAAANH 3PA30K Ma€ CTANAPTHI HOKAIWHKY AKOCTi, Hepeabateni MKsL.

M a1 sacsinwyio, ‘o WaBeléHa. bume indiopmanis € nocrosiprore T2 Touncw. ko cepile mpoayknii Gymo BupeGneno (BKmoussoun
NaKyBanHR/MAPKYBAHEA) T KOOTPOIL § aK0CTi HR RMMIeIa3Naneniit Bupofunyif AabHul Mposeneno y nosuik pignoniznocri 3 pAMoram GMP,
BCTAHOBIRHIMA MICHERUM PEYARTODHEM ODISHOM, 2 TAKOXK sinmorigHo fo cnenmgicanii, mo MicTHThCH B peccrpanifinomy ocse. Tlporokenn

| PRpOSHHNTES, NaKyBaHNs T8 unaniis Gymr uepernsyTi - BeTaNORNeHo BitNOBIMICT: GMP.

- Name
Dpizsxine
arizing the batch release

BimyCK cepil mmgg - AgA

24[o3)2020

Ce o Soyimi ’
> e imiVaSa Raa

W

CLOTRIMAZOLE, vaginal tablets 100-mg Ne 6 batch Ne ECM20004B1




JEPXIIIKCITY. }KBA
AEPJKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

BYy1. Bepesnsikieceka, 29, Kuis, 02098, Ten./daxc: (0442) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov;% Kon €IPTIOY 37079055

BHCHOBOK

NPo SIKiCTH BBE3€HOI0 B YKpainy Jiikapcbxoro 3aco0y
24.03.2021 | Ne 14372/2172611
KJIOTPEMA30.J1

(naltMeHyBaHHA JiKapCHKOro 3acoby 3riaHo 3 peecTpanifinuM nocinyeHHIM)
TabJeTkH BarinaabHi mo 100 Mr; no 6 Tabaerok y Guicrepi; mo 1 6xicrepy 3 annikaTopom y
KAapTOHHIM mavmi |

(dopma Bumycky, 103yBaHHS, BUA MaKyBaHHT hikapcekoro 3acoGy)
Howmep peecpaniinoro nocsixaenns UA/8794/02/01 crpox nii peecipaniitoro moceimaerss HEOOMeK eI
Cepis nikapcskoro 3aco6y Ne ECM20004B1 Kinskicts BBE3€HOTO MiKapcskoro 3aco6y 47880

Bupo6muk Esepromxken Jlaitp Cacucus Jlimiten, Inmis

(naiiMeHyBaHHA BUPOGHMKa NIKAPCHKOrO 3aco0y, KpaiHa IOXOMKeHHs)

BaeseHo B Vxpainy TosapucrBo 3 06Mexkenor0 BinnoBizansHicTI0 "OPTAHOCIH JTA",
izenT. xon: 24377666

(HaiiMeHyBanHs Ta Koz 32 €MIPTIOY ropummaHol 0cobHu abo TPi3BHIIIE, iM's, N0 GaThKOBi (isHarOT
0co0H - mianpremuy, ii Micue npoxuanns T4 peecTpauiiuuit Homep o6nikoBOT KapTKM MiaTHHKA
nonarkis a6o cepis Ta HoMep nacnopra)

Iporokon BisyansHoro kourpomo Bin 24.03.2021 Ne 963/1.

3a pesyibTaTaMHM IEpXaBHOrO KOHTPOIIO BCTRHOBJICHO, INO JIiKApCHKHM 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA MIOAO 3a0€3MEUSHHS SKOCTI JiKapceKAX 3aco6iBb.

Havameaux Muxkona XOJIOEHKO

(miznuc) (ininiama Ta npizeume)




L

JAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

nmpoB. Hanii CriTimanroi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BHACHOBOK
Npo AKICTHL BRE3€HOI0 B YKpaiHy JiKapchbKoro 3acody
24.10.2023 Ne 54001/23/2611
KJIOTPHMA30J

{HaiMeHyRAHAA MiKapChKOTro 3aco0y IriAHo 3 peccTpaniiANM NOCBLTICHAAM)
TadmeTkn Barinanbai o100 mMr; mo 6 Tabaerok y duicrepi, mo 1 y 6aicrepy 3 amiaikaTtopom y
KAPTOHHIH ma9ig

{dopMa BHITYCKY, NOZYBAHHSA, RAJ] HAKYBAHAA MIKaPCLKOTO 3ac00y)

Homep peectpaniiinoro noceizaenns UA/8794/02/01 crpox nii peectpaniiinoro noceimaenas HeoOMeXeHII
Cepina nikapcekoro 3acoby e ECM23001B1 KimsKicTh BEBe3HOTO JiKapchkoro 3acoby 76860

Bnpo6ank Egepromken Jlaiid Caencns Jlimiten, Tnmis

(HaliMcHYBAHHA REPOOHHKA KAPCEKOTO 3acody, KpdiAa MOXOJKCHHA)

Brezeno B Yipainy ToBaprcTBO 3 06MexeHo0 BignoBixaasnicTio "OPIAHOCIH JIT/I",
inenr. kox: 24377666

(maliMeHYBaHHA Ta kof 3a €J/IPTIOY jopamriHol ocobn abo mpizeumie, iM'a, mo GaTkkoRri dizmamaoi
ocobu - miampuemna, 1i Miclie MPOXKHBAHHA Ta peccTpaniifmiii HoMep oOIiKORO] KAPTKY MIATHAKA
MIOJATKIB 260 cepisl Ta HOMep HacIopTa)

Iporoxoa Bizyanenoro kourpome six 20.09.2023 Na 2796/2.

3a pe3yIbTaTaMH  AepK
AOTPHMAHHAM BaMJY

OBJICHO, INO JIKAPCHKMII 3aci0 BBe3cHO B VYEpaiHy 3

€UCHHA AKOCT] NKAPCHKHX 3aco0iB.

Isan 3AJ[BOPHIX

{migmmc) (iminiame Ta DpizRHEME)

MLII.



Evertogen

Evertogen Life Sciences Limited

KNOTPUMA3ON, BariHankbHi Tabnetin no 100 mr Ne6

Product name / Haasa npoayxuii:

Pharmaceutical form / Jlikapceka gpopma:

Strength/potency / Cuna aii/akMBHICTb:

Type and size of packaging / Bua i poamip ynakosku:

Active substances / flitoui peuosmtm:

Manufacturer / Bupobhuk:

Address / Aapeca:

Registration certificate / PeectpaLliine NocBia4eHHs:

License No. / Mliuenaiss Ne:

Batch Ne/ Cepis Ne:

Date of manufacture / ata BupobHuiiTea:

Test
HaimeHysaHHs nokasHuka

Description / Onuc

Identification / [nexTucbikayis

Clotrimazole / Knotpumason

Average weight/CepeaHs maca

Uniformity of mass
OaHopigHicTb macu

Umformny of dosage units
OAHopmHme [£030BaHNX OAUHULL

Loss on drylng / BTpata B Maci npv BMCYLIJyBaHHi

Relaled substances / CynpogiaHi uowmm

2 chlorophenyl diphenylmethanol
2-xnopoderin-guteHinmeTaHon

Any unknown impurity / By Ab sika HeBioMa Aomituka
CLOTRIMAZOLE, vaginal tablets 100 mg Ne

330KPYINEHWA APYIUR - PiBHAA. BINoro konbopy.

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANI3Y Ne

21CP23100371

cepin Ne ECM23001B1

CLOTRIMAZOLE I KIIOTPMMABOI'I

vaginal tablets l BariHanoHi TabneTku

TOO mg (mr)

6 tablets in blister: 1 blister with applicator in cardboard pack
no 6 TabneTok y Bnictepi no 1y GnicTepy 3 annikaTopoM y KAPTOHHIA NauLi

1 vaginal tablet contain: Clotrimazole 1000 mg
1 ariHanbHa TabneTka micuts: Knotpumason 100.0 mr

Evertogen Life Sciences Limited / Eseptomuen and Caencus Nimiten

" PlotNo: S-8 $-9. S-13/P & S-14/P TSIIC. Pharma SEZ. Green Industrial Park. Polepally (V). Jadcherla (M).

Mahabubnagar Telangana. IN - 509 301, India

[noT Ne Ec-8, Ec-9 Ec-13/Mi Ta Ec-14/Mi Ti Ec Air Aia Ci. ®apma Ec | 3er. I'pin IHaacTpian Mapk. Monenanni (Bi),

€n4epna {Em) Max36y6Harap TenawraHa. IH-509 301. Ingis

UA/8794/02/01 Valid upto / flilche po:  Unlimited term / HeoBmexeHun
19/MN/API2014/FIG -
ECM23001B1 Batch size / Poamip cepii: 83333 packs/ ynax.
06/2023 Expiry date / TepmiH npuaatHocTi: 06/2027
Acceptable criteria (at batch realize) Result
KpwuTepii npuAHATHOCTI ( Ha BUNYCK) PesynsTat
White, elongated biconvex tablets with one end rounded. the other - flat,
Tabnetkm poeractoi ¢OpMW. 3 ABOONYKMOK NOBEPXHEID, OAWH  KiHeub Complies/Bianosiaae

Retention time of the main peak in the chromatogram of the test solution for the
assay is the same as the retention time of the peak of clotrimazole in the
chromatogram of the standard solution prepared for the same definition, |
Yac yTpuMyBaHHS OCHOBHOIO Mika Ha XpomaTorpami BunpoBoBYBaHOTO PO3HMHY B
yMOBaX KIMIbKICHOTO BM3HA4EHHS, Mae CniBnapgaTh 3 HacoM yTPUMYBaHHA Nika Ha
XpOMATOrpami po3quHy MOPIBHSIHHSA B YMOBaX TOT0 CaMOro BU3HA4EHHS.

Complies/Bianosinae

In the chromatogram obtained with the test solution is detected the spot that the
size color and intensily should correspond to the spot in the chromatogram of the
standard solution ‘
Ha xpomatorpami BunpoBOBYBAHOrO PO3YMHY MAE BMABNATUCA NNAMA, Aka 3a
PO3MIPOM. KONBLOPOM Ta IHTEHCWBHICTIO 3abapaneHHs Mae BianoBiAaTM NNAMI Ha
XpOMatorpami CTaHAapTHOTO POIHUHY .

Complies/Bianosinae

1560 mg + 5 %/ 1560 Mr + 5 % 156123  mg (mr)
Not more than two of the individual weights could have a deviation + 5.0% and

none could have a deviation = 10,0% from the average mass of 20 tablets. a1

13 20 3BaxeHux TabNeToK BIAXMIEHHN B Macy He Ginblue Hix ABOX TabneTok Moxe 43 %
cknagam™ Binbwe Hix + 50% 8ig cepeaHbOl mMac, BiaxunexHa macu xoaHoi :

TabneTku He NOBUHHO CKNaaaTy Binblue Hix + 10 0% Bi4 CepeaHLOT Macy,

Acceptance number (AV) is not more lhan 15 . o ) 290
MpuimansHe yucno (AV) He Ginswe 15. )

Not more than (ve 6inbwe) 14% 0,70 %
Not more than (He 6inblwe) 0 5% 0120 %

Not more than (He inbwe) 0.2%
batch Ne ECM2300181




Evertogen

Evertogen Life Sciences Limited

KNOTPUMA3ON, sarinanbHi Tabnetku no 100 Mr Ne6 cepia Ne ECM23001B1
Tolal |mpur|t|es / Cyma AOMILLIOK Not more than (He Ginbwe) 1.0 % 0137
‘ Dlsmtegranon ! PosnauaHHﬂ Not more than {He Ginbwue) 20 min. (x8.) 546 min (x8.)

i Micrabial test / MleoﬁlonorNHa umucToTa

Total viable aerobic mlcroorgamsms / 3arankHe YMCNO KNTTE3ASTHUX aepobHMX MIKpOOPraHi3Mie:

Bacteria / 6arepif NMT 1000 in 1 g / He Gibwe 1000 KYO y 1 1 ' <0 intg(1n)
fungi / rpubie NMT 1001in 1 g/ He Bincwe 100y 11 <10 in1g(s1r)
Staphyloc_occus aureus ) Should be absentin 1 g/ BiacytHictb 8 11 - N Ab_sent iBiucyTHi)
Pseudomonas aeruginosa - Should be absentin 1 g/ BiacytHicte B 11 - Al;éent (BincyTHi)
Candlda alblc-a_né - Should be absentin 1 g/BiacytHicb8 11 Absent (BiacyTHi)
o  NLT95.0mg and NMIT 105.0 mg at labeled amount “A. T o &7 ]
He meHwe 95.0 Mr i He Binbwe 105.0 Mr Big 3asBNEHOI KINLKOCTI

Assay / KinbKicHe BU3HaYeHHS

CONCLUSION / BUCHOBOK

The lests are performed in accordance with MQC of lhe manufacturer lhat approved by MoH of Ukraine
In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.
I hereby certily thal the above informalion is authentic and accurale This balch of product has been manufaclured. including packagingfiabeling and quality control at the above- |
mentioned sile n full comphiance with the GMP requirements of the local Regulatory Authority and with the specification available i registration dossier The batch processing
packaging and analysis records were reviewed - found to be in compliance with GMP .

)
BunpobysarHs nposenen eianoBIAH0 A0 MKA BupoGHUKa Lo 3aTBepaxeHi Hakazom MO3 Ykpaiku,
3rifIHO BACHOBKY HUKUENIANUCAHOO. BULLEBKA3aHWA 3pa3oK MAE CTaHAAPTHI NOKA3HWKW SKOCTI, nepeabadeHi MK,
Uum 5 3acBigqyio. Wo HaseaeHa Buwe iHdopMalia € A0CTOBIPHOIO Ta TouHok. Lilo cepito npoaykuii 6yno BupoBneHo (BKNKOYaluM NaKyBaHHA/MAPKYBAHHS) Ta KOHTPOMb i AKOCTi Ha
BULIE3EIHAYEHIN BUDODHUHIA AINBHULY NPOBEAEHO Y NOBHIN BignosigHoCT 3 BuMoraM GMP, BCTBHOBNEHAMW MICLIEBUM DEryrATOPHUM OpraHOM, @ TaKOX BIANOBIGHO OO Crieundikawy,
L0 MICTUTLCS B PEECTPALIAHOMY A0CHE. MPOTOKONV BUPOBHWLITBA. NakyBaHHA Ta aHanisie Gynyt nepernsHyTi - BCTaHOBAEHO BignosiaHicTb GMP

Person, _:at:l_lhﬂlzing the batch release / Ocoba, BignosinansHa 2a .Bnrtyc_n ct_apl'l'

. _ o1 . .
G SinvasaReo | | Manager QA I V- || 21-07-2023 |
Name ' Mprasvue Posilion / Mocaga Signatube 1 Tligrag Baiz of sgnatire * l3ta nianucandn

CLOTRIMAZOLE. vaginal tablets 100 mg Ne 6 batch Ne ECM23001B1 20f32
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PIT 024428

M2 996).

12 P6€CTpaIIIHHe nocm,uquHﬂ oc}:opMJIeHe' 10.0 07 2018

‘M., KmB

““"PEECTPAIIII/IHE HOCBI):U—IEHH;I

I—IA JIIKAPCBKI/II/I 3ACIB

NﬂUA/8794/02/01

leemm Tpo ,uepxcaBHy nepepeecmpauuo mlcapcmcoro 3acoby 3aTBep/:mceHe;
HaKaBOM MO3 YKpamH Bl,u; 06 07 2018 Ne 1270.

3r111Ho 31 CTaTrefo 9 3aKOHy Y;Kpamn "IIpo JIlKapCBKl 3ac06p1 Ta OCTaHOBOIC

"’Ka61H6Ty MlHlCTplB Vkpainn sin 26 TpaBHSI 2005 poxy Ne 376 'TIpo

- .,3aTBep)1>KeHH51 Hopsnxy xepxcaBHm peecTpauii (nepepeecTpartii) - TiKapChKHX

; : aco6ua 1 pOBMlplB 360py 3aix z[epmaBHy peec:Tpam}o (nepepcecrpauno)

mKapCLKHH 3a016
' | - I{JIOTPI/IMASOJI

Taﬁ.nencu Barma.ubm no 100 mr ‘, '

i ,jnepepeecmpoaanuu B VKpalm 6e3c’rp01c0130.

TepM1H ;zm peecrpaumﬂoro IIDCBI,I[‘IGHHS{ Ha TepuTopn YKpamn neoﬁmemenuu.

Hepzoauumcmb noaanmz pezymp 0 ouoemoeauozo 361my 3 Ee3ne1<u sdtiicHoemses
6i0n0siono 00 Hopﬂaxy 301ucneum1 qbapmaxonaaﬁﬂéy, 2aMEePOINCER0Z0  HAKAZOM
- Minicmepcmea  oxoporu :300p06 8 - chpamu 6i0 27 epyous 2006 poxy MNe 898,
zapeecmposanozo 8 Minicmepcmesi. zocmm;u Yrpaini 29 civna 2007 poxy 3a Mo 73/13340
(v pedaryii naxasy Mzmcmepcmea oxopouu 300poe g YKpamu 6i0- 26 sepecns 20] 0 poxy

i 3a51BHPIK Ta Horo Mlcne3Haxo,mKeHHa

Opzauocuu JIauqb Caencu3 IIem., JImt)
- Ci-88, Kipmi Hazap; Hzio Heni-11 0 01 5, Inoia
. Organosyn Life Sciences Pyt. Lid.. =
C—88 Kirti Nagar, New Delhz-l 1 0 01 5 Indla




~ Jlixapceka opma, fosyBaHHA:

~ IH®OPMALIS ITPO JIKAPCHKHII 3ACIB

~'Ha33a__;1,iKapét>1§ofd. 3&6063}; KJIOTPI/IMA3OJI

"‘T‘a’ﬁ&reﬂm BaFlHaJIBHIHO 100 Mr

i ;‘LHme BBG,Z[CHH}I eaemwzbnuu

'Ko,u; ATX GO]A FOZ

' Hoxcazamm

' mqbem;uy am;zm;z cmamesux opeame (3a2mzm) cnpuquuem apub'amu (3a3euqau poayv ,
Candtda) ma cynepmcpekuu cnpuuw—zem 6axmepwmu uynmueumu Oo Kﬂompumamﬂy '

e ";Bpm, p03M1p Ta KOMIU[GKTH!CTL yIIaKOB Leth

no 6 ma@zemmc y cmpum no 1 cmpuny 3 amzmamopom y Kapmonmu nawz 3
: Mapk'yea‘HH}iM yxpamczoxmo Mo8010 : . o
- no 6 mabnemox y 6Jzzcmepz no. 1f»6Jncmepy 3 amz;camopam y mpmomm natu,;z 3
Maprg/eanﬂm yxpamcaxom ‘MOBOI0 E '

b TéleH’ npnnaiTHocn; 4 p'oxu,:
BHpOGHHK(H) nlxapcsxoro 3aco6y |

4 Eeepmoaoiceu ﬂaud) Caechs' ﬂmzmed S e : ,
~ IInom Ne: Ec-8; Ec- 9, Ec-IS/Hz ma Ec- 14/Hz Ti Ee AuAu C'z @apMa Ec IS’em Fpm
4 ,L’:IHOacmpzan Hapk, Ho;zenwwz (Bz  Cattepzza (EM) Maxa6y6naeap, T eraHzaHa IH 509
306 Inoin Cait ; , Py Sl
Evertogen sze Sczences Lzmlted =N ' B
- Plot No: §-8, S- 9, S—]3/P & S-1 4/P'T SIIC Pharma SEZ Green Industrzal Park Polepally
(V) Jadcherla (M Mahabubnagar T elangana IN-S 09 30] Ina’za




’ o BI/ICHOBKI/I
HP’O!}IKICHI/II/I‘ \ KIIBKICHUI CKJIA,I[-
'~ TIKAPCBKOIO3ACOBY

| 1. HasBa JIlKapCBKOFO 3ac06y, ﬂlKaPCBKa q’(’pMa HOByBaHHﬂ
~ KJIOTPHMA3OI, - e '

ma6ﬂemku eaemaﬂbm no 1 00 MZ

- 2. SIxicHui Ta KiNbKicHUH CKIa TIKapCHKOro 3ac00y:

,I[norn peqomun' ;

] maﬁfzemxa Mzcmumb mompumaao.fzy ] 00 M2

- -,Honommm perBHHH

l‘:".;r‘:i_KpoxMaJZb Ky;cypyt)sﬂnuu JAKMO34 ‘knoezéou (K—30) Maemio cmeapam
L erMHno azoxcud xwzozc)Huu 6e3300uuu Hampiio KpOX.MCUZbZJZlKOJl}lm (mun A)

,«HaqaﬂBHHK lepaBmHHsi fin
i, c})apmaueB'rnt;Hm ,I[l}IJIBHOCTlT ‘

VHKOCTI (papmaueBmt{Hm npo;( BHI ) “T.M. JIACKOBCBKUH




AEPXKNIKCITYXKbA
AEPKABHA CHYXBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
Byn. bepesusxiscuka, 29, Kuis, 02098, vea. (044} 295-26-85 Ten. (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPMOY 37079055

BUCHOBOK
Mpo AKICTH BBC3EHOr0 B YKpaiuy Jiikapeskoro 3acoby

14.02.2023 Ne 6468/23/26

KJIOTPUMAION

{HaliMeny A AKAPCLROTO 3acofy 300 3 peeeT pralifings nucRLTHE I )
Tabuerkn Barinansni no 100 Mr, no 6 rabacror y 6aicrepi; o 1 daicrepy 3 anaikaropom y
KapTOHHii nayui

{hopMa BINY CEY. 0T IIIHAL SHL HARY B HEAPELKOTIO Jacoy }
Homep peectpauiiinoro nocsiguenns UA/8794/02/01 crpox il peectpauifinoro nocsinuenHs HEOBMEKEH UM
Cepin nikapesxoro sacofy e ECM22001B1 KiahkicTs BROICHOTO Jlikapebkoro sacody 8064

BupoGHuk Epepromken Jlaiip Caenens Jlimiten. 1uais

{HAITMCHN BaH I3 BHPOGHHKIL JHKUPCLKOIO 3C0Gy . KPS oxXoweim

Beeaeno n Vrpainy TosapucTpo 3 obmexenoto Bitnositaasnicrio "OPFAHQCHI JIT/",
inenT. wo;i: 24377666

fHadmeny s 1 ko sa CJPTOY opiinor veotin ato npi s, 1573, no Ganskaeni i s
OCOOH - LLANPACMUAL 11 SECHRE IPORHBIINE 1L DSCC T PALTHIMA NOMCP o0 HEEHOT KEPTEH 6L R
HOEITRTR 460 Cepis T nosep nacuopTal

Jlabopatophunii aHaNis AKOCTI AIKAPCLROIO 3aCONY 31itic)Hennii:

Jlepikakna HayKORO-U0CHLIHA NabopaTopis 3 KOHTPOIIO SKOCT AlKapehkux 3acobis JlepxarHol
YCTAHOBHN "HCTHTYT rpoMalnchbKoro 3:1o0pos'a iM. O.M. Mapisecsa HAMII Ykpatuu™ (M. Kuis.
sya.Tonyapenka 50)

{naiiMesyianus Ta Micnesnaxo.kenns nadopatopii, wo nposensa nadopatomini ananis akocti)

BHCHOBOK oA sKoCTi iikapebkero sacoBy., supanyil sadoparopico sia 09.02.2023 Ne 257
PeayasTatit naGopaTopHOIO aHAN3Y RKOCTI NIKAPCHKOrD 3ac0bY 3a NEPCBIPCIIMH IoKaIKaMsl BiUITOBINAIOTE
BUMOFaM METONIR KOHTPOMO AKOCTI (RHAIITHM HO-HOPMA TIIBHOT JLOKY MeH TaLT),

3a pesynbTaTaMM  IEPMABHOMC KOHTPONKY  BCTAHOBICHO., 1O JHKapesknii  cid  BacieHo  # Yepainy

AOTPHMAHHAM BHUMOr 1aKOKROIARCTBA 1010 AN HeHIA AKOCTI NiKan X GCOOIR.

wWE 3‘;05,'8
vd’.“aumn‘,:

Mukoaa XOJIOJIEHKO

Y ROUTPOINO) fininiazn ra ppiassne)



Evertogen

Evertogen Life Sciences Limited

. KTOTPHMA3ON, sarixanusi Tabnerkm no 100 ur Neb ' : capia Ne ECM22001B1

CERTIFICATE OF ANALYSIS
CEPTUDNAT AHANIZy 1 21CP221003%4
Product name / Hassa npoayxyf. ‘ CLOTRIMAZOLE f KROTPUMA3ICON ' : I

Pharmaceutical farm / Nikapeexa dopma: | vaginal lablets fgarivancki TaBneTM : . |
Strengthipolency / Cana iasmssicrs: | 100 mg (w) - L s _ - |

6 tablets in blister; 1 blister with appficator in cardboard pack
no b TaBnetox y EnicTepi, no 1 ¥ GRICTEDY 3 ANNIKATOPOM ¥ KAPTOHHIH naul.u

Type and size of packaging / S | posuip ynaoss

1 vaginal fablet contain: Clotrimazole 100.0 mg
-1 BariHanNLHa TabneTa MicTL: KnoTprmason 100.0 wmr

Active sibstances / liiow pedoamn:

Manufacturer / BrpofiHuic | Evertogen Life Sciences Limited ! Eseprogwen Naiid Caencwa Nimiten |

Plot No: $-8, 59, $-13/P & $-14/P TSIIC, Pharma SEZ, Green Indlustrial Park, Polepally (v), Jadcherla (M),
Mahabubnagar, Telangana, IN - 509 301, India

Nnot M Ec-8, Ec-8, Ec-13/Mi 1a Ec-14/i Ti Ec AR Ah Ci, Papma E¢ | Jer, MpiH Iugacpian Napx, MNonenann (81},
£g9epna (Ew), MaxabybHarap, TenaHrana, (H-509 301, Inaia

Reglstraljon cerlificale / PeecTpauiiHe NOCBIANEHHA: | UA/STI402/01 Valid upto f figcHe go: | Unlimited term / seobMereHmi
License No. / iuenain Ne: | 19IMNIARI2M4IFIG ' '

Address f Appeca;

BauhMe/Cepinhe: | ECM22001B1 | Batch size / Poowip cepiic | 83333 packs/ynax.

Date of manufacture / lata eupobevyTea; | 1212022 : | Expiry date / Tepuin npuaaTHOCTI | 122026

Test Acceptable ¢riteria {at batch realize) Result
HalmeHyBanHA nokaHmea KpuTepii NPHAHATHOCT { Ha BHMYCK) Pexyn:tat
White, elongated, biconvex tablets with one end rounded, the other - fial.
Description / Onue Tabnens  Aoeractoi  (OpM4, 3  ABOOMYHMOW MOBEPXHEID, OAWH  KiHeUb Complies/Bignosinae
3A0KPYITICHNA, APy - piar, Sinoro Konbopy.

Identification / lneHmdikauin

Retention fime of the main peak in the chromatogram of the lest solution for the
assay is the same as the retention time of the peak of dofimazote in the
chromatogram of the standard sclution prepared for the same definition.

ag yTpUMYBaHHA OGHOBHOMO Mika Ha XPOMATONpaM BUMPABORYBAHOR POUMHY B
ymaax KINBKICHON BMIHAMEHHA, MAE CNIBNAAATH 3 YACOM YTPMMYBAKHA Nika Ha
XPOMATOTPAMI CTAHAAPTHOID POTHAHY B YMOBAX TORO CAMOTD BHIHAHEHHR.

Complies/Bianosigae

. Giamazala  kngypuason In the chromatogram ablained with te test solution is detectad the spot that the .
’ size, color and intensity should cosrespond to the spot in the chromatogram of the
standard solution.

Ha xpomaTorpami eMnpoGOBYEAHORD POSHWHY M3 BMMBIIATUCA NNAMA, A¥a 33
POIMIPOM, XONLOPOM Ta IHTEHCHBHICTIO 3abapenesHA Mac BianoBinat ANAKI Ha

XPOMATOMPAM CTAHAAPTHOITD POIMHHY.
Average weightiCepegna maca 1560mg £ 5%/ 1560 wr+ 5% 15544  mg {mr}

Not more than two of the individua! weights could have a deviation + 5.0% and
nong could have a deviation + 10.0% from the average mass of 20 lablets.

13 20 3ezweHn TABNETOK BAOXMNSHHA Bif MacK He Ginblue Hik ABOX TaBNATOK MOKe
cxnagaty Binswe Wix £ 5.0% eig cepeansol mack. BigxuneHHA macw woamHot
TabneTky He NOBKMHHO CknapaTh Binwiwe Hix + 10.0% sig cepeaHbol Macu. b

For 0 tablets AV < 15.0. If AV 2 15.0, next 20 tablets is tested. For 30 tablets AV <
150 and ng individual content should not exceed the fimit from 0.75M fo 1.25M

fna 10 sabnetor {AV}) ve Ginswe 15.0. Anuo AV 2 15.0, sunpobosyioTe we 20 18
Tabneror. Ana 30 Tabn. AV < 15,01 ¥oAeH IHAWRAYANLHHA BMICT HE MAE BUXCAMTY
3a mewi eig 0.75M no 1.25M

Loss on drying NMT 1.4%
Brpata e maci npu encydryeanH He Binowe 1.4%

Complies/Bianoinae

Unifarmity of mass
(aHOpigHICTL Mack

0.7

43 %

Uniformity of dosage units
OaHopigHicTs A0308AHMX OfMHWLL

045 %

CLOTRIMAZOLE, vaginal tablets 100 mg M2 6 batch Ne ECMZ2001E1 1ofi32

. L . . z
Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hydérabad - 500 018, Telangana, tndia. www.evertogen.com, CIN No. U24232TG2013PLC0OB5349
Factory : Plot No: 5-8, 5-9, 5-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (), Mahabubnagar, IN - 509 301, Telangaha, India.



© Evertogen

Evertogen Life Sciences Limited

KNOTPHUMA3ON, earivansHi raéaeten no 100 mr Mg

cepin Ne ECM22001B 1

Related substances / Cynposigni gomium
2-chloraphenyl-diphenylmethano! 3 BOL
_2xnopoberin-uiberinMe raHon NMT 0.5%/ He Ginowe 0.5% Hetmue Mend BU3HZ-4eHHA
Any unknown impurity ) BOL
- ByAb AKa HEBIGOMA ADMILKE NMT 0.23/ He Binbwe 0.2% Humese Mexd eHIHAMEHHR
Total impurities : BOL
Cywa pomitox NMT 1.0 %/ He Ginswe 1.0 % i s S
Disintegration f Poanagakka NMT 20 min. f He Ginbwe 20 xe. 647  min. (xe)

Microhiat test! MixpoGionoriuna wacToTa

Total viatie aerobic microorganisms / JarasmHe HHCNO XMTTEINATHHY aepobHIX Mikpoopraniavie:

Bacteria / Gaxvepii NMT 1000 in 1 g/ He Bintwe 1000 KYO y 1 ¢ <10 inigfats)
fungi / rpubie NMT 100 in 1 g/ He Bincwe 100y 1 r " <10 inigf{etir)
Staphylococous aureus Should be absentin 1 g/ Biacynikmue 1r Absent / BigcyTHi
Pseudomonas aenuginosa Should be absent in 1 g/ Biacymikmen 11 Absent f Bigcymi
Candida albicans Should be absent in 1 g/ Biacymicten 11 Absent f Bincymi
Assay NLT 95.0 mg and NMT 105.0 mg at labeted amount 987  mg (u)

- KineMicHe BHIHAYEHHA He metiwe 95.0 Mri He Sinble 5.0 wmr eig 3anBneHol KinbkocT -

CONCLUSICN / BUCHOBOK

The tesis are performed in accordance with MGC of the manufacturer that approved by MoH of Ukraine.

In the apinion of the undersigned the samgple refermed to above is of standard quality is defined in the MQC.

| heteby cerlify that the above information is authentic and accurale. This balch of product has been manufactured, including packagingdabeling and qualily conirol al the abowe-
mentioned site in full compliance with the GMP requirements of the local Regulatory Aulhority and with the specification avallable in registralion dossier. The balch grovessing,
packaging and analysis. records were reviewed - found Lo be in compliance wilh GRMP.

Bunpofyaanta nposeaent sianosigna A MIKA eupoBmia, wo 3ateepanedi Hawaom MO3 Yepaii,

3riano BUCHOBKY HHNMSMNIGIMCAHOND, BULBBKAZEHWA 3PA30K MAE CTIHOZPTHI MOKASHIM AKOCT, nepeaBaven MKA.

LiMM A 33CB4YI0, WO HABSLRHA BYLLS HDOPMAUIA € DOCTOBIPHON T2 TOYHI0. Lbo copin nponykuji Gyno eupodneHG {ExreouaIo NaYBIHHAMMAPKYBAHHS] TA KOHTPOAL i AKDCTI Ha
EMLEIIHAMEHIA BUPOSHWYIA iMuHAL NPOBSLEHT ¥ NOBHIR BIANOAIAHACTT 3 BrMoram GMP, BCTIHOBNSHWMM MICLSEVM PEYTRATODHSM OPFaHOM, 3 TIKOW BIGNOBIAHG 10 CReywdikaul,
WO MICTWTECA B PRECTPAUIRHOMY A0CHE. NpOTORONH BHPOGHILITES, NAXYBAHHA T4 aHaniie GynM nEperirHyTi - BETAHOBNEHD BignoBiIHICT GMP.

| Persan, authorizing the baich release ! OcaGa, signoeinansia 3a Bunyce cepli |

LG Somusc Rd | Z | |

Name f ipizewwe Signature ¢ Nignne

Z»’/)z}zazz. |

Date of signatwe / flata nignucasn

Mavaogy- ¢4 | |
Position / Mcaga

batch Me ECM22001B4 2ot 2

I ¢ R

CLOTRIMAZOLE, vaginal tablels 100 mg He &

Office : GV Ch'amhers, 7-2-CB & CB/2, |.E., Sanathnagar, Hyderabad - 500 018, Te'langana, India. www.evertogen.com, CIN No, U24232TG2013PLCO8S349
Factory : Plot Mo: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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