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Evertogen Life Sciences Limited

{UIOTPYMASION, sariuansyi Tabneris no 100 Mr b copin N2 ECM2400181

CERTIEIGATE OF ANALYSIS
CERTMOIRAT AHATIGy 1 21CP24100314

Product name  Hassa mposyific | CLOTRIMAZOLE / KNOTPAMASON ' '

Phamaceutical form / Mikapcesa dopwa; | vaginal tablats { sariHansti TaGneTRA

Strengthipotency / Cuna giifaxtuaHicy: 100 mg (1)

. . L 6 tablets in blister; 1 blister with applicator in cardboard pack
Type and size of packeging / B | poskip yRGHOSH 6 Tabnetox y Gricrepi, no 1y bricTepy 3 annikaTopoM Y KapTORHIA nav

) - Y vaginal tablet contain: Clotrimazale 100.0 mg
Active substances / Fioui peIOBH | ¢ oo ua TaBrieTia icTaTe: Knotpunason 100.0 wr

Evertogen Life Sciences Limited | Epepropxes Taiit Cacricus fiimiten

S—

Marufacturer / BupoBru

Piot No: 58, 8.9, S-131P & S-14/P TSIIC, Phama SEZ, Green Industriat Park, Polepally (v), Jadcherla (M),
Address | Agpeca: Mahabubnagar, Telangana, IN - 509 301, india :
PECET | oot Ne Ec-8, Ec-9, Ec-13/M Ta Ec-1471 Ti EC AR A Ci, apma Ec | 3er, Tpii IngacTpian Faps, Nonenanni (B3,

Saqepna (Ew), Maxalybuarap, Tenanrana, {H-509 301, Ivaia
Regisiration certficate / Pescrpaufiiue nocsiuess: § UA/B794102/01 l Vali upto/ e fo: | Unlimited term / heoBexerus !

License No. / liyersis Ne: | 10IMN/API2014IFIG :

Baich Ne / Cepis Ne: g. ~ ECM2400184 j Balch size / Posuip cepiht 83333 packe/ yrak. i
Date of manufacture / flata supcBmuTea: g 0512024 j Expiry date / Tepsin npuaaTHoc: 0512028 ‘ i
Test Acceptable criteria {at batch realize) Result
HailMeHyBaHHA NOKAIHME Kpurephi npyitnaTHocTt { Ha BUITYCK) Peaynurat
WWhite, elangated, biconvex tablets with one end rounded, the other - flal.
Description / Onuc  Tabneven  fowractol opms, 3 ABOORYXNGIO  ROBEPXHEID, 0fuH  KiHSHb Gomplies/Bipnosigae

JAOKDYTTIEHIR, ApYrui - pisud, Ginoro RonLOPY.

Identification / inennudpivaiin

Retention ime of the main peak in the chromatogram of the test solution for the
assay is the same as the ratention time of the peak of clotimazole in the
chrontatogram of the standard solution prepared for the same definition. " .
' ac yTpiKYBaHHA OCHOBHOTO NiKa KA XEOMATOIPaNM BUNPOGORYEAHOT0 pOZIMYY B Complies/Bigrosiat

yMOBAX WIRKICHOTO BU3HANEHHS, MAE CNIBNSNaTH 3 MECON YTPUMYBaHKS rika Ha
¥POMATONDM] PO3HMHY FIODIBKAHHA B YMOBBX TOFD GAMOTO BAGHANSHHR,

Clotimazole / Knovpumason X N T -
In the chirormatogram obtained with the lest solution is detected the spot that the

size, color and intensity should correspond to the spot in the chromatogram cf the
standard solution. o
Ha xpoMarorpani BMpOGOBYBAHOTO POSHAHY MAD BBRATHCA NAAMA, kA 82 Complies/Bigriosinac
poanipom, Konkopos T3 iHTEHoHBHICTIC 3aDapBiieHHn MaT gignosigand nnawi WY
¥poMaTorpami CTaHiapTHOO POSINHY.

Average weight/Cepeans maca | 1560mg + 5%/ 1560 Mr£5 % 1550.42 mg (ur)
Not more than 2 units from the 20 deviates from the average weight more than the
I £5.0% and none deviates more than = 10.0% from the average weight.
‘5“2%“{“%;1“5;; |5 20 IDEKEHIK TEBRETOK BBXUTGHHA Bif MaCK He GinbiLe HK AB0X TAAETOR HOXe *fgg %
AHCHIA ’ cunanam Gimwige Hik + 5.0% sin cepegHEol Mack. BlaxunenHn Mac KoaHot X
TaBReTY He NDBMHHO CXNaAaT Binbtue six £ 10.0% Bi3 CepeaHLoT Mack.
Uniformity of dosage unils Acceptance number (AV) is notmore than 15. 243
OaropiAHicTs A0I0BEHIX OAVHULD 1. Mpwivarste yvono (AV) e Ginswe 15. )
Loss on drying / Brpara 8 Maci nput BHCYyIIyaaHH Notmore than (ke inswe) 14% ‘ 081 %
Related substances / CynposiHi oM
2-chicrophenyl-diphenylmethanol g ’ o) o
2-xnopocheHin-AHbeHIMETaHON Not more than (re Ginswe) 0.5% 0.010 %
; Ay unknown impurity { Bye sika weoinoma posiwka | Not more than (se Ginbiwe) 0.2% 0.130 %
CLOTRIMAZOLE, vaginal fablets 100 mg Ne 8 batch Ne ECM2400181 ) 1offa2

- ) * ey
Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. (J24233TG2013PLLCOB5349
Factory : Plot No: $-8,5-9, 5-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangans, india.
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Evertogen Life Sciences Limited

KNOTPUMAION, Barinanusi rabrarky no 100 mi Neb cepis e ECM24001B1
Totalimpurities / Cywma fiomiurok Notmore than (He Binsiue] 1.0 % 0.140 %
Disintegration / Poanaganss Not more than (e Sinsie) 20 min. (xa.} 06 min, {xa.) 38 sec {cexy
Nicrobial lest/ MixpoSionorisHa werora ‘ '
Tola! viable aerobic microorganisms / 3aranbHe WCTD XUTTEYIATHAX aepebig wirpoopranisnia:
Bacleria / Gaxrepii NMT 1000 in 1 g / He Binbiue 1000 y 11 <0 infglein)
Fungi / rpubia NMT 10010 1 g/ He Gimbwe 100y 11 <10 intg1n)
Staphylocotous aureus Should be absent in1g/BigcyTHice B 11 - o Absent {Biacy i)
Pseudomenas aeruginosa $hould be absentin 1 g / BigcyrHicTo 8 ir Absent (BiacyTHi)
Candida atbicans k Should be absentin 4 q/Bincymices 11 Absent (Biacyri)
. NLT 95.0 mg and NMT 105.0 mg at labeled amount
Assay [ KinbKicHE BOHEHAR He veuuie 95.0 tr i we Ginstue 105.0 wrsin JasBreHct KinekocTi 98.4mg ()
CONCLUSION / BUCHOBOK

The tests are performed in accordance with MQC of the manufscturer hat approved by MoH of Ukralne.
in the opinion of the undersigned the sample referred to above i of slendard quality is defined in the MQC.
{ hereby certify that the above information is suthenlic and accurate, This balch of product has been manufaciured, including packagingflabeling and quality control al the above-

mentioned site fn ful compliance with the GMP requirements of the local Regulatory Authority and with the specification avallable in registration dossier. Production, packaging and
analysis protocols were reviewed and GMP compliance was confirmed.

Bunpobysais npesesen siarosigHe A0 MKA BupoBia, 1o 3ateepen Haxgsom MOS Yrpaii.

BiiH0 BUCHOBRY HIDKURHIfINMCAHOIG, BUIL{ERXA3BHI 3D230K MRS CTANABPTHI ROKB3IKA saxocTi, nepeatavei MKA.

Livw 5t 3aceinuyio, 10 HaseaeHa BULE IHpOpMAUls & AoCTOBIpHOR T8 TN, Lo cepiio npoRykT Gyio BrpOBian (BXIoHaI0NH nNBRYBAHIAMIDLYRGKIA} T3 KOHTPORS T swoct Ka
sMit|eIaIHakeHTA arpobHii ginbHul NDOBEAEHO ¥ nosHlit sinrosiaroeT 3 susoran CMP, BoraHOBREHIN wicueBIs DRIYIIRIONHAM OfHOM, 8 TAKOK sinosinko Ac cneumdikall,
1[0 MicTHTEER B pescTpaufitony Aocee. [poTCKomm BUpOGHILITRa, NaxyBaHKA Ta akanials Synn nepernauyTi - BeTaHoBneHo eignoaigricts GMP.

i Person, authorizing, the balch release | Ocoz, Binosinansua 3a Bunyck cepll H
— s — e ; - : :
G.SinvasaRao | | Manager QA I % — | | 14-06-2024 |

Named Nphae Fadion 7 fiotwaa Sinature § (g Dale of signature 7 Jare wandans

e,

Y

CLOTRIMAZOLE, vaginal tablets 100 mg Ne 6 patch Ne ECM24001B1 20t32

CIN No. U24233TG2013PLC085349

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com,
IN - 509 301. Telangans, India.

Factory : Plot No: 5-8,5-9, 5-13/P & §-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar,



