A

AEPKABHA CJIYKBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHUEBI

npoB. Hanii Ceitnuynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
NPOo AKICTH BBE3EHOI0 B YKpaiHy JiKapchbKOro 3acody
24.10.2023 - Ne 54001/23/2611
KJIOTPUMA30JI

(HaliMeHyBaHHS JIKapChKOTO 3aco0y 3TiAHO 3 peecTpalliiiHuM MOCBIAYEHHAM)
TadaeTKH BarinaabHi n10100 Mr; nmo 6 Tadaerok y 6Jicrepi, mo 1 y Gicrepy 3 anaikaropoM y
KAapTOHHIN mavui

(hopma BunycKy, 103yBaHHA, BUJ NTAKyBaHHA JIKapChKOro 3acofy)
Homep peectpaniitroro nocsiguenns UA/8794/02/01 crpok aii peectpamiitHoro noceiguenus HEOOMEKEHUA M
Cepia nikapcekoro 3acoby Ne ECM23001B1 KinexicTe BBe3eHOTO Nikapcehkoro 3acody 76860

Bupo6Huk EBepromxken Jlaid Caencuz Jlimiten, Inmis
(HaiimMeHyBaHHg BUpOOHUKA TIKAPCHEKOTO 3ac00y, KpaiHa MOXOKEHHA)

Beeseno B Ykpainy ToapucrTso 3 o0MexkeHnoro BianoBigaabHicTio "OPITAHOCIH JITA",
inent. xoa: 24377666

(naiimenyBauna Ta koa 3a €/IPIIOY ropuauunoi ocobu abo npissuiile, iM'a, 1o 6aTekosi (izuunol
0oco0u - mAnpHeMI, 1i Miclle IPOKUBAHHA Ta PEECTPALHII HOMep 06IIKOBOT KapTKH TJTATHUKA
nojaTkis abo cepis Ta HOMEp macnopTa)

[Iporokon BizyanbHoro kourpomro ix 20.09.2023 Ne 2796/2.

3a pesyiapTartaMd JEPKABHOINO KOHTPOJIKO BCTAHOBJIEHO, IO JIKApChKWI 3acib BBe3eHO B YkpaiHy 3

AOTPHMAHHSM BuMOTr 3aKOHOAABCTBA 11010 3a0e3meYeHH A AKOCTI JIIKapChKHUX 3ac0o0iB.

B.o HauansHuKa IBan 3AJ/IBOPHHUX

(nocanora ocoba oprany Jep)KaBHOr0 KOHTPOIIO) (mimrmc) (1HianK Ta MpI3BUILE)

M.II.
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Se jences Limite d

KNOTPUMAZON, Barinanbsi Tabnetsn no 100 mr Ned

Product name [ Haaga npogyxuii:

Pharmaceutical form / [likapcska (popma:

Strengthfpotency { Ciuna AlifaKTeriCTh:

Type and size of packaging / Biug i pOImip ynakoBkiA:

Active substances / [Inovi peHOBIHA

Manufaciurer / Bupobuuk:

Address { Aapeca:

Registration certificate f Pecctpayiiie NOCBYIMEHHRA:

License No / Niyexais Ne:

Batch Ne | Cepin Ne:

Date of manufacture / ffata BypoSHAUTSA!

R —— PR

Test
HanmeHysaHHs NOKa3HWKa

Description / Onwc

Clotrimazale / KnotpyuMason

_ Average weight/Cepegra Maca

Uniformity of mass
OAHOPIHICTE MacH

Uniformity of desage unils
OAropiAHICTL A0308RHWX OAVHMLS

Loss on drying / BTpara B Maci npy aMcywyaaHH!
Related substances / CynposigHi aoMiti

2-chiorophenyl-diphenylmethanol
Z-xnopodeHin-auheHinmeTason

Any unknown inpurity f By i #Ka HEBLAOME OMILIES
CLOTRIMAZOLE, vaginal tablets 100 mg Ne &

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHANIRY

21CP23100371

cepia 2 ECM23601B1

CLOTRIMAZOLE | KINOTPUMAZQN

vaginal tablets { sariHankHi TabnaTrM

100 mg (mr)

6 tablets in biister: 1 blister with applicator in cardboard pack
no 6 Tabneton y Brictepi no 1y GricTepy 3 annikaTopoM ¥ KAPTORHIA Navyl

1 yaginal {ablet contain: Ciutrimazméﬁ 000 rﬂg

T o o e

Evertogen Life Sciences Limited ! Esentoaxen

Nant Cacueus NimiTen

S0t No- 5.8 S0 $-43/P & S.14/P TSIIC Pharma SEZ. Green Industrial Park. Polepally (V). Jadoherla {M)

Mahabubnagar Telangana. N -~ 509 307 india

Mot Ne Ec-8 Ec-9 Ec-13/i Ta Ec- 141 Ti Ec Ak An Ci. ®apma Ec | Jer. I'pin InpacTpian MNapk.

€qepna {Ev) Maxabybnarap TEJ'I_BH{EHH. 1!_—I__-509 31, Iuaig

Nonenansi (B,

 UA/STO4/02101

Valid upto / flikcke po:  Unlimited tem { Heoh pMexeHnn

[ERPEE

FEE S SURT S P

2 A L LRRERF

Balch size / Poamip cepi

83333 packs/ ynak.

~ ECM23001B1

- BTt P e A e L T

0612023 Expiry date / Tepmix npupatHocT!, 0872027
Acceplable cnteria {ét hatch I_EEHIE} N Eésult
Kpwrepii npuaHaTroCTi ( 42 BUNYCK} PesynbTaT
White slongated biconvex tablets with one end rounded. the other - flat.
Tabnetkn aomractel  (hOpMM 3 ABDONYWNGH0  NOBEPXHEND. DAMH  KIREUDL o CompliesiBianosigae

330KPYINEHMiA Apyrui - piaHui 0inoro Konbopy.

Retenlion lime of the main peak in the chromatogram of the test solution for the
assay is the same as the retention lime of the peak of clotimazole in the
chromatogram of the standard solution prepared far the same definition
Yac yTDUMYBaHHR OCHOBHOID NiK2 Ha xpomatorpami sunpoOOBYBAHOTo POSHUHY B
YMOBAX KINGKICHOTO BWIHAHEHHR. MAE CNIBMAAATH 3 HACOM YTPMMYBAHHRA Mik3 Ha
XPOMATOrPam poaHiHy NOPIBHAHHA 8 YMOBAX TOrD CAMOIC BUIHAUEHNS.

In fhe cheomatogram obtained with the test sofution is detected the spot that the
size color and intensily should correspond to the spol in the chromalogram of the
standard solution

Ha xpomatorpami MinpoGCBYBAHOrO POTMMHY MEE BURRNATMCA NNAMa. AKka ad
DDIMIPOM KOMLOPOM Ta IHTEHCHBHICTID 3aDapBNEHHA Mag BiANOBIAATY NNSMAL HA
XPOMATOIPaMI CTEHABPTHOMD POIHUHY .

1560 mg + 5 %/ 1560 Mr 2 5 %

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.

2 20 e amesux T36NSTOR BIAXUNERHR BIf Macy He Ginblue HiX ABOX TabNeToK
cknagam Binblie HiK + 50% Big cepeaHsol Macy. BiaxvneHHA macy JEING
TaBRETKK He NOBUHHO cknagaTty Binbwe Hix + 10.0% pin cepesnbo) macy

Acceptance nurmber (AV) is not more than 13
Mpuamansye uMeno (AV) He Binowe 13

Not rmore than (se Binswe) 1 4%

Not more than (He Gincwe) 0 5%

Nat more than {He Binele) § 2%
batch Ne ECM2300181

........................

Complies/Bianosiage

Complies/8ignoBings

156123 mo ()

B

Office : GV Chambers, 7-2-C8 & C8/2, L.E, Sanathnagar, Hyderabad - 500 018, Telangana, In
Factory : Ploi No: 5-8, 5-8, $-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, P

% s o 1643 L8, 10

dia. www.evertogen.com, CiN No. UZ4232TG2013PLCOSS348
olepally {V), Jadcherla {M), Mahabubnagar, IN - 509 301. Telangana, {ndia.
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KROTPUMAIQ, sariHanewi Tabnetke no 100 mr Neb repm Ne ECM23001821

Tc.-tal mpunties { Cyma AOMILICK Not more than (He Ginewe) 10 % G 13?

Dls;ntagratlen { Poanaganns Not more than (He Ginewe) 20 min. {x8.) 546  min {x8.)

1 . P, o R o e

Mlcrﬂblal iestf MmpuﬁmnorHHa Y1cIosa

Tntat viable aerobic microorganisms { 3EFE.I'L§:HE HMCNO KUTTEINATHIX aE[J{]ﬁHH! Mmpmpramama

JEPIPRIIIN A e o A AR A A

Baclenafﬁan&pm NWMT 1000 in 1 g { He Ginstue 1000 I{YE}M r | o " <10 inlg{siy)
fungl!rpuﬁis NMT 100in1qfHe Elnhme 1{}[! y‘l r <10 inigin
gE;phylﬂcnccus aureus Shnuld "1-.‘.!E absenllm q f Bmf;yTHH:TI:. B 1 r - Ahsent [Bigcy i)
Fsaudﬂmﬂﬁas AeNIginosa Should be ahsenl i 1 g f BiaCyTHICTL B 1 T e Absent (BIﬂC‘f‘IHE}
Caﬂdlda albicans | - M-Shau!d be absent in 1 g / Bm.cyTHm;_E;_‘!_F - “ I AbSEﬁt[BIﬂC}FEHI}

NLT 95 0 mg and NMT 105 & mg at labeled amuun!

Assay / KinoxicHe uiHaueHHA . .
Y He mexwe 95.0 mr i He Binbiue 105.0 Mr Big 338BREH0 KINLKOCTI

987 g (m)

CONCLUSION { BECHOBOK

The lests are perlormed n accordance with MQC of the manufacturer thal approved by W.oH of Ukraine

In the oprion of the undersigned ihe sample referred 10 above is of standard quality is defined in the MQC.

| hereby certify thal the above informalicn is authentic and accurate This baich of produst has been manufactured including packagingfabeling and quality cantrol al he above-
mentigned sile s full comphance with 1he GMP requirements of he local Regulatary Authority and with the specilication available i registralion dossier The baich processing
packaqing ard analysis records were reviewed - found to be in compliance with GMP

Bunpobyeanua nposeneH siAnoBIHO A0 MKH Bupolhuka LI 3aTaepaxen nakaiom MO Yrpaiku

JMfHC BUCHOBRY HUXUEMKANUCAHOTO BALISBK3AHMA IPAIOK MAE CTAHIAPTHI NOKAZHMKW AKoCTi, nepenbaqeni MKH

LM A JaCBIINY0. WO HaBeaeHa Bue IHcopMaLA € AGCTORIPHOID Ta YouKDKD. LI Cepio NPOAYKGT BYND BUPOONEHD {BKNIGHAIONM NAKYBSHHAMADKYBAHHA) T3 KOMTDONb i AKOCTI HA
BHLUS3EIHANCHIA BUPOOHIMIK AINBHAU NPOBEAESHD ¥ NOBHIA BIANOSTAHOCTI 3 BUMOram GMP, BCTBHOBNEHYMA MICLEEMM PEMYNRTODHWM ODrasHoM 3 TaKOK SianomAase 4o cneuwdkayi
IO MICTHTELS 8 DECCTPILAHOMY A0CRE FIPOTOKONK BMPOBHMUTBEA NAaKYBaHHA Ta aHani3ie Byny NepernaKyTi - BCTAHOANEHO BiANOSigMIc T, GMP

Person, aulimnzmg the batch releasef()coﬁa anuﬂlnanbha :::a aunych ¢epn
P S

G Srinivasa Rao 3 Manager QA 'S/Lf" 21-07-2023 J

Name ¢ Rpaevwe Position ¢ Nocapa Sigravke ! fHanee Dwe of smnaute * Hara nooucass

CLOTRIMAZOLE wvaginat tablets 100 mg Nz § hatﬁh Ne ECMZ3001B1 2 0ff3 2

Office : GV Chambers, 7-2-C8 & €8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. UJ24232TG2013PLCO85349 |
Factory : Plot No: 5-8, §-9, 5-13/P & $-14/P TSUC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherfa {M), Mahabubnagar, IN - 509 301, Telangana, India.




