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: BUCHOBOK
npo AKICTE: BBE3CHOro B Ykpainy J1ikapcskoro 3acoby

26.02.2021 : Ne 8631/21/26

TAMHEKC® GOPTE

_ (naltvenyBaHKA aixapesRoro” 3&006y 3TIAHG.3 PEECTPRUIAHIM OB YeHHM)
CYHo3ATOpIi BarinaibHi no 7 cynosm'opms Y CIpuni; 7o 1 ¢TpANY y KapToHHii yuakos

(dopma BHTIYCKY, ,1103}733!;'&151 BHJ Ky BAHHT mKachxcoro 3a006Y)
Homep pcecmamifmom nocsifzennn UA/T 6292/01/ 01 erpox aif peectpanitinoro mocsimvers 20.09.2022

Cepis nikapeskoro 3ac06y N 2003398 Kinsxicts sBe3enoro mikaperkoro sacoty 100

BApo6im KYCYM XEJITXI{EP IIBT HT,E[, Inpis

(Hmtcﬂyaaimz BUpabiiyKa: IIlKapCBKOI"O sacofy, Kpaika, MOXOJUKEHHR)

Beeseo 8 Vipainy i ) CHQQEDIO; gmnunmam,ﬂ-xcrno "Frexdapm JITI",

9

i cecrpammmﬁ aa‘mcp oﬁmxe]sm xaprma TUIATHHKA
: nezga'rmn 60 Cepii 1A HoMep nEcHopTa)

[pororosn Biayamsﬁor-o; Koxrposiio in 04, 02;262 1 Ne312/3.

JlaGoparopruit aHams AKOLTI JiKkaperkoro 3acoﬁy saifcHe Rt

Al "L{eﬂxpajrana 1abopaTopid 3 aHATIRY SH{OCTI JixapceKux 3acobis i MemaIol npomyKii"
(. Kuis, Byi. Kyzpsmerka. W0

(Haiiwewaarmx Ta mcr.tessaxo,umcm JiaSopampu, WO:TpoBEna NabopaTopinit ananw mcocn)

BHCROBOK MO0 AKOCT] MIKAPCEKOro 3ac06Y,. er.aumi raGopatopicio-six 25.02. 2021 Ne 0557

PegynsTari ﬂaﬁopa'ropﬂoro AHANI3Y SKOCTI MIKAPCHKOLO 3dc06Y 3! CHEMH lToxasAnKame BInmosigarors
BHMOraM METOJIB xom-pomo AKOCT] (aaammqﬂo-nopuamnﬁm TOKYMeHTalT).

3a pesynpTaTaMy ;:epxcaaucro KQHTPOIIO- scmﬁomeﬂo, mo. JIIKapCLKB}I 3aci0 BBoseHo & Vipalwy 3
,ImTpHI\flaHHﬂM BUMOT aaltorionase'rna mo;m 3a6e3neqamm AKocy 5

Muixona XOJIOAEHKO

(mipmsc) (iminiany Ta npissame)
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koA 20075851
7

Bn
CEPTHOIKATIB

BHCHOBOI{
npo AKiCTH BBE3€HOro B YKpaiHy JiikapcnKkoro 3acoby

26.02.2021 Ne 8632/21/2611

TAMHEKC® ®OPTE
(maliMenypanng AiKAPeEKOTO 3ac08Y 3rinH0 3 peﬂnpamﬁnm NOCBI THEHHM)
CYHO3HTOPIl BBP[HEUILH] Mo 7 cyuozaropiis Y eTpEmi; o 1 crpany v KapTOHHIH ynakosui
: {bopma pumycky, _zzosyﬁariixsr BEX naxynamm quapcmro 3aco0y)

Houmep peec'rpau[mmro noceinzesrs UA/] 6292/01/ 01 erpox uit peecipantﬁaoro noceinyenrs 20,09.2022

Cepist nixapcrpkoro 3ac06y Ne 2003393 Kummm B}seseﬂoro mrsapcworo zacoty 12600

Bupobaux

/ aﬁmi#,

APCEKOro 3aC06Y; KpatHa ioXomweHIIT)

Baeseno B Vipainy Mgg;euﬁ_[o:gjgn:!?pi;iamﬂiqm. "Taexdapm JITA™,

&, I, o GateKosi izwaHoT
&p 0ORIKOBOI KADTRY TaTIKa.

IIpoTokoa Bisyan b_u%nro k_c)m-po;jm Bm 2502%021 N_»GISB

3a pesyntraramA nepmasuom KOHTPOJIKO BcTaHOBHCHO, o ~Jkapokmil sacif. BBeseHo B Yrpaiay 3
,E[OTpHMaHHHM BKMOT 34 OHOJIBBCTB& mo;{u 3a0e31IeeH mcot':n mxapcnmx 3acobin,

RN
-\-e;f.:’%; ,
Hagamsnmx [/ & 0:;,’5; Mixcona XOJIOEHKO
(wocanona: @%rﬂn RAEHOTO, KO " ii0) - - {inidiama Ta opizsame)
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Kusum Healthcare Pot. L1d

HAixapeninit 1aci6: TAMHEKCY @OPTE

Medicinal product: GYNEX®* FORTE

Airoui peqornpn:
Active iugredienis:
Peccrpaniiine nocsinacins:

Registration Certificate:

JHinensis va sHpodnnrTee Ne:

Ceprudisay GMP No:
Bupobunx:
Aapeca supobunka:

Manuofactured by:
Address of manufacturer:

el
i

T

P

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

TRENDAPM

JT»
IaeHTMbiK MU AHKRA
xog 20075891

an

AR Ne FG/162002020
dara/Date 12.01.2021

cynosuvopii sarivaneui, ne 7 cymnosnTopife ¥ evpuini; no 1 erpuny Y RApTOHHIE

FOAKOBLU

vaginal suppository, 7 supposifories in the strip: 1 strip in 2 carfon package
Merponinazony 750 mr

Mikonazony nirpaty 200 ar

Metronidazele 750 mg

Miconazole nitrate 200 mg

N UA/16292/01/01 mia 20.09.2017, Tepain AT peecrpaniitnore noceizwcnns g0t

20.69.2022

Ne UA/16292/01/01, from 20.09.2017, Registration Certificate valid tili: 20.09.2022

Raj/2354
0422020/GMP
Kycym Xentxxep Het Jrn, Ingin

CII-289 (A), PIIKO Hupacrpizn apea, Yonauxi, Bxisaai, Jicr. Ansap (Pamacacran),

Tupin
Kusum Healthcare Pvt Lid, India

SP-289 (A), RUCO Industrial area, Chopanki, Bhiwadi, Dist. Alwar {Rajasthan),

Jns cporka rogsocTy:
O7693,75 mr no 806,25 mr s 1 CYMITIO3HTOPKH
{01 92,5 % no 107,5 % mMetpormnasona ot ranmnelmore KOMyecTRaY

India
Cepia: Ne 2003398 Paawip cepii:17142ya. Jlara par.: 1272020 Hivicuii fo: 11/2022
Baich: Batch Size: DIM: Expiry date:
Ne Hoxaratenn kauecraa YpeSosanun Pesyavravey anaanios
Tests Requirements Results
1 | Onrcanue Cynnosuropmy or GETOT0 10 CBETIOSKETTOTD useTa, TopnenononodHel | CooTsercrsyer
dopas.
Deseription White 1o light yellow color torpedo shaped suppositories, Complies
2 | Urewtnduxcaps
Mempomwdason Bpems  ymepmupanu®  mmwa MEMPOHNAIFONT  HA  KPOMATOIpamMMax Coomercrayer
UCHUINMPEMOZ0 M CMaHOGPIIMOZD pOCITEOpos, TIONYJCHELIX B YCROBHAX
XOMUIECTOSHHOMG OPEHENEHHS METPORHARIIA, SOMNHO COBNATATS.
Muxcrasoaa smimpam Bpens yaepaamanng mika muxonazong wa XPOMATOPAMMEX wCtimyernozo H | Cootsercryer
cmandapmuozo  pacmsopos, HONYSEHHBIX B YCHOBIMIX KOMIMECTBEHHONO
OTIPEIENCHIA MIKOH230MA IHTPATA, AOMHHO COBHAIATS,
Identification The retention time of metronidazole peak in the chromatogrem of test solution Complies
Metronidazole is cotrespends to that of the metronidazole peak in the chromatogram of
standard solution as obtained in assay of metromidazole
Miconazole Nitrate The retention time of miconazole peak in the chromatogram of test solution is Complies
comrespands to that of the miconazele peak in the chromatogram of standard
solution as obtained in assay of Miconazole Nitrate
3 | Cpensan mMacca 2.5r=35% (2,375 r 2,625 r). 2.494r
Average Weight 258%5% {2375 -2,625p). 2.494g
4 | OmioponnocTs Macest He Gomee 2-x u3 20 CYDIIO3NTOPHER MOTYT HMETh OTKIGHEHHE OT cpemedt | CoorercTayet
Maccet Gonee weM Ha 5 % W Hi O/1HH B3 HEX Ho AOMKCH HMCTb OTIIIOHEHHS OF
¢peaned Maccst 6oee yes Ha 10 %
Uniformity of weight Out of 26 not more than two of the individual weights deviate from the Complies
average weight by more than the 5 % deviation and none deviates by more
than 10 %.
5 | Pacnasacmocts He 6onee 60 mun [5mur 27 cex
Disinfegration Not more than 60 minutes 5min 27 sec
6 | Konuuectsermoe onpeaensume
Memponudazon [Tpu BRinycre:
OT653,75 mr no 806,25 mrn 1 CYIIOIHTOPHH. 764.55mr/cymmos,
(o7 92,5 % no 107,5 % Metpomsaazona ot JAABACHBOTO KOIHYECTRA). 101.94%

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. A}
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Jlikapeswuii sacis: TAHEKC® OOPTE

Medicinal producs: GYNEXN*FORTE

Cepia: N0 2603398
Batch:

YOAKOBL{

Murowasosa wumpam

Assay
Metronidazole

Miconazole Nitrate

Mpy Bornyeke:
071900 Mr o 2100 mrg | CYTMID3HTOPHH.

(o1 95,0 % xo 105,0 % Muxoazona 4TA OT 32ABACHHOrO KOITYECTRA).
i HETpa

Ilns cpoka romocT
Ot 180.0 Mr 20 220,0 mrsp | CYIUIO3HTOPHIL

(o1 90,0 % 50 110,80 % MuxoRazona HRTpaTa OT 335BJCHHOTO KOAHTECTBA)

For release:;

693,75 to 806,25 mg/fsuppository

925 10 107.5 % Metronidazole of label claim
For shelf [ife:

693,75 to 806,25 mg/suppository

52.5  to 107.5 % Metronidazole of label claim
For release;

190.0 to0 210.0 mg/suppository

95.0 1o 105.0 % Miconazole Nitrate of label claim
For shelf life:

180.0 to 2200 mg/suppository

90.0 to 110.0 % Miconazole Nitrate of Jabel claim

7 | Conyrereyontue npimvecn
Memporudazon

Mixoriazona wumpant

Related substances
Metronidazole:

Miconazole Nitrate:

£ynoswyopil sarinannui, o 7 cynasnropiis v erpuni; no 1 CTPHIY ¥ KAPTONINE

vaginai suppository, 7 suppositorics in the st rip; 1'strip in a carton package

197 42vafeynnos.
98.71%

764.55mg/suppos.
101.94%

197.42mg/suppos.
98.71%

Mpu sarmyexe:

2-MeTHN 4-(5)}HTpouMitnazon — He Gomes 0,4 %.

Maxcnnanshas HeHACHTHOUIMPOBaKHAR NpiMecs — He Gonee 0,4 %,
CyxMa npumecer — ke Gonee 0,8 %.

Jna cpora roanocrm;

2-metun 4-(5)-RuTpormunazon — ne Sogee 0.5 %,

Maxcinamnas BEWIEHTH(HUNpOBaKHAs NpMMecs — He Gonee 0.5 %,
Cymna pumeceit — ue Gomes 1,0 %.

Tpn asirycxe:

Maxcumanesas HennentadHposanias nprsmecs — ue Gonee 0,25 %.
Cymma nprmeceis — ne Gonee 0,5 %.

His cpoxa ronrocTa:

MaxcuMamsias HewekTH(MUMpPOBAKHAs IpUMecs — Re Gones 0,25 %,
Cymua npineeceii — ge Gonmec 1,0 %.

For release:

2-Methy! 4(5)-nitroimidazole — NMT 0.4%,
Highest unknown impurity — NMT 0.4%
Total impurities — NMT 0.8 %,

For shelf life:

2 methyl 4-(5)-nitroimidazole — NMT 0.5%
Highest unknown impurity -~ NMT 0.5%
Total impurities — NMT 1.0%

For release; 2
Highest unknown impurity - NMT 0.25%
Total impurities — NMT 0.5 %,

For shelflife:

Highest unknown impurity - NMT 0.25%

Total impurities - NMT 1.0%

HIDKE HEYYHTBRIBAEMOrD
npeaena
HINE HEYTHTAIBAEMOTO
mpenena
HIDRE HEYMHTHIRASMOTD
npeaena

0.063%
0.063%

Below disregard fimit
Below disregard limit
Below disregard limit

0.063%
0.063%
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 Rusum tHealthcave Pot. [1d . S
Akapeswui 3acis; TARHEKC® ®OPTE CYROXNTOPIT Barinasbmi, 6 7 cynosnyopiia y eTpirni; no I erpunyy @y
yaranopui
Medicinal produci: GYNEX® FORTE vaginal suppesitory, 7 suppositories in the strip; 1 strip in 4 carton packige
Cepin: Mo 2003398
Baich:
§ | MukpeGuoaornectan OBuiee uneiio 23p0BHLIX MIIKPOOPraHIEMOB (TAMC} - e 6onee 102 KOF/r. <10 KGE/r ]
| wuerora* i OGniec wuecno IpOXoKeBEIX K TNCCHCBLIX FpHOOB (TYMC)-ue Gonee 100 | <10 KOB/r
! KOE/.
} Orevrorsue Pseudomonas aeruginosa s 1 r npenapara. OTteyterauen
: Oreyrerane Siaphviococcus aureus s 1 v Tiperapara. Orcyrcrsme/r
i Oreyrereue Candida albicans 1 v npenapara, OteyreTene/r
i Mierobiclogical purity®
i Taotal aerobic microbial count (TAMC} — Not more than 102 cfu/g <10 CFU/g
! Total combined yeast and mouid count (TYMC) —Not more than 10! cfu/g <10 CFU/g
Pseudomonas aeruginosa: Absent/g Absent/g
Staphylococcus aureus: Absent/g Absent/g
Candida albicans: Absent/g Absent/g

¥ Teer puxonyersea ana nepumux 3 Cepifi, oTiy An% KoRwoT 10 cepii afo omm Pa3 Ha pix .
* Microbial purity will be performed on first 3 commercial batches thereafier at every 10% batch or once in a year.

BUCHOBOK: Cepia Ne 2003308 Binnosiaae prsmoram MICGT PTI MNe UA/16292/01/01

CONCLUSION: Batch Ne 2003398 complies with the requirements of MQC RC Ne UA/16292/01/01

AHAJL3 BUKOHAD nata 1210} (200
(ANALYSED BY) @U (DATE) P
12612

'qum ke

Komentapi: Hemae
Comments: no

3assa npo ceprudikaiito: «lilicunm u 3ACBIYI0, WO HaBeneHa smme fdopmanig € zocrowipuor i Tognow. 1n
cepin NPoAyKuil Gyna BHCOTOBNCHA (BICTOIADIH YNAROBKY / MAPKYBAHHS) 1 NijloBesens kouTpons § sxocti na
BHMEIraNaWoMy niunpremeTsi B noBHill mizmosiamocri 3 samoravy GMP, seraromnenwmn  micnesun
PETYRITODHHM OPrAHeM, 3 TAKOXK BIIOOBiIHO X0 caeundikauil, o micTaTLeR 8 peecypaniiinomy Jocke kpainn
imnopvepa. Mporoxain BRPOCHHNTRS, YNAaKoBKH T4 ananizie GYau neperyIsHYTI | BeTaANUBACHO TX BiMnosinAicTE
BHMOram GMPsy,

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product
batch was produced {including packaging / labeling) and conducted for its quality control at the above mentianed
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
* 1o the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and analysis were reviewed aind determined for their compliance with the GMP requirementss,

ﬂégﬂ C——, £ 3 . C;Li{\ )
T2V 011202 (v -

KepipnHk rpyns xonTpomio sxocTi Menemxep slaniny 3a%\c3

Quality control group manager Quality Assurance groyp

Page No.: 3 of 3

Factory : SP 289 (A}, RIICO (udi. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan {India), Ph : +91-1493-298232/33/14/35
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CEPTHOIATIS

W

JEPHUTKCITYKBA
TEPKABHA CIYKBA 3 JNKAPCHKUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

8yn. bepesnaxiscobka, 29, Kuir, 02098, Ten./daxc: (044) 550-23-55, Teun. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.zov.ua. Kon €IPTIOY 37079055

AT

1A

BACHOBOK
PO AKICTh BBE3eHOro B Ykpainy JIHKAPCHLKOro 3206y

30.11.2020 Ne 65935/20/26

TAVHEKC® ®OPTE
(naimenyBanms rikapcekoro 3acoby srinHo a PECCTpALiiENM [Tochi TucHusM)
CynosuTopii Barisaasyi ne 7 cynosnropiis y crpuni; mo 1 CTPHIY V KApToAwid ynaxosmi
{<bopra BuTyCKy, Ho3yBAHHS, BUA TIAKYBaBHAY MKapeEkord 2acofy)

Howmep peccrpaniftuoro noceimsern UA/16292/01/01 erpox mif peecTpanilftnore nockinvenss 20.09.2022

Cepis ixapeskoro sacofy Ne 2003052 Kinskicrs sBe3enoro jixapeskoro sacefy 150
Bupoamx KYCYM XEJITXKEP [IBT JITT, Inyis
(maitmenynanms supoGiia JIKAPCEKOTO 34C06Y, KPATHA TOXOIKEHRS)
BreseHo B Ykpaiiy Tonapucreo 3 odMexeH010 4-ﬁ§unqaigagnnimm "Tnengapm JITA",
inent. xom: 20075891 zsalA '
(alivierypirng Ta ko sa CITPTIOY 10pRAMIHOT CCOGH AGO IPIBHTIE, iM%, 10 GaTKoRT Hiiol
0c00H - mimpHeMIL, 1 Mictie MPoXHBASNS T2 peccrpariiis: { HoMep ofxixosol xapTxe InaTHwKE

NONATKIA 860 0EPis TR ROMEp fcnopra)
Hporokon sisyanuroro xorrpomo six 16.11.2020 X 3554/7.
Jlaboparoptui asanis axocti Nixapesxoro sacoby anificHenHil:

JI1 "HerTtpamsaa 1aboparopis 3 anamisy gxocri TiKaPCERHX 3ac00iB | MerHOl mpo;TyKaii”
(M.Knis, Bys.Kynpasceka 10r) s BB 2l o

{RaliMeHyBaxns m'miénésnnomphnx naboparopit, monpoma maﬁopzrmpmm auaniz xxom)
BHCHOBOK 1O/I0 AKOCTi JIKAPCLKOTO 3aC00Y, Braaswi TaGopatopieto ,izngG.*l 1.2020 Ne 3297

PezyJirTats 1aGopaTopHOTO anaNisy AKoCT MikaperKoro 3acofy 2a n‘epempemu TIoKasEEKaMA BiMOBIAaIoTE
BHMOIM METORIB KOHTPOJEO AKOCT] (AHANITHIRO-HOPMATHEHOT TOKYMEHTAITT), :

3a pesynsTaTaMy [EPKEBHOTO KOHTPONIO BCTAHOBAEHO, INO nixapeskHii  3acif msesemo B Vapainy 3
AOTPHMAHHAM BUMOT 33K0HOAARCTSA MOKO 3afeaniedenya AKOCTI MHRAPCEREX 3acobin.

4}3@1& CTOPOXEHKO

" {issittian Ta apizaMme)




«FAERDAPM
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¥oq 20075897
AN
CEPTHGJIKAT'?B

JAEPXITIKCIIY )KBA
AEPKABHA CJYXKBA 3 JIKAPCHBKHX 3ACOEIB
- TA KOHTPOJIIO 3A HAPKOTUKAMHA y m. KHEBI
Bys1. Bepesuakiscoka, 29, Kuis, 02098, ren./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dIs.kyiv@dls.gov.ua,httgs://www.dls,g__ ov.ua, Kog €JPTIOV 37079055

BHCHOBOK

PO SIKICTH BBE3eHOro B YKpainy Jikapchkoro 3acoby
01.12.2620 Ne 66155/20/2611
TAVHEKC® ®OPTE

(nalimeryBanus nikapebkoro 3aco8y SrifHO 3 peectpauifiuum noceiguennmm)
CynosuTopii paridaaeyi no 7 cynmosuropiis y crpumi; no 1 CTPHITY Y KAPTOHHIH Ynakosoi
) (dopma Brmyexy, H03yBaKHS, BUX NaKyBarua nixapcrxoro sacofy)

Howmep peectpantitinoro nocsiguenns UA/16292/01/01 erpox nii peectpanitinoro noceimaenns 20.09.2022
Cepis sikapcskoro sacofy Ne 2003052 KiapkicTs BBE3€HOro Nikapcsxoro saco6y 15750

BupoGuuk KYCYM XEJTXKEP IIBT JITT, Iunis

{HafimeHyBanus BUPOGHUKA NiKAPCLKOTO 3acoly, kpaina NoxXoLxKeHHs:)

Baesero B Vxpainy ToBapuerso 3 olMerkeHOI0 BiNOBINATBLHICTIO "T'neadapm JITA",
igenT. kop: 20075891
(nafimetysanna Ta ko4 38 CJIPTIOY 10pHAHIHOT 0006H 860 npi3BHe, iM's, 0 BaTHKOBI (izHIHOT

0coGu - nianpuemus, if micle npoxusanus Ta peectpauifinuit Homep 06nixosof kapTky naaTHUEA
moaatkis abo cepix Ta HOMep Macnopra)

[Iporoxen eisyansroro koutpono sin 01.12.2020 Ne 3828/10.

3a pesyisTaTaMH  [epKaBHOIO KORTPOJIO BCTAHOBNEHO, IO JiKapchkuii 3aci6  Beeseno ® Vipainy 3
AOTPHMAHHAM BEMOr 3aK0HONABCTEA MO0 3a6e30eHeHHS SKOCTI JiKapchKEX 3ac06iB,

/ / Tromvmra CTOPOXXEHKO

BB 1A
e
RSN

" (iniuianara npiserie)




Kuswrm ft’ea[t/zare Jot. L1td.

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

AR Ne FG/E257120
5 Hata/Date 08.10.2020
Jlikapebkuii 3aci6: TAHHEKC® @OPTE cynosuTopif saritanbhi, no 7 cynosuropiis y crpuni; no 1 crprny y KapTousiii

ynakoaui
Medicinal product: GYNEX® FORTE vaginal suppository, 7 suppositories in the strip; 1 strip in 2 carton package
Jiroui pevoBuH Metpouigazony 750 wmr
Mikonazony wirpaty 200 mr
Active ingredients: Metronidazole 750 mg
Miconazole nitrate 200 mg
Peccrpauifine nocsinyenns: Nz UA/16292/01/01 sin 20.09.2017, Tepmin aif peecrpauifivora nocsiauesus no:
20.09.2022
Registration Certificate: Nz UA/16292/01/01, from 20.09.2017, Registration Certificate valid till: 20.00.2022
Jlinensia Ha pupobunuTeo Ne: Raj/2354
Ceprudixar GMP Ne: 001/2018/GMP
Bupobuuk: Kyeym Xenmxxep It Jiva, Inaia
Anpeca BHpeGHHKA: CI1-289 (A), PIIKO Innzcrpian apea, Yonanci, Bxisaxi, Ticr. Ansap (Pammacran),
Innin
Manufactured by: Kusum Healthcare Pyt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopaunki, Bhiwadi, Dist. Alwar (Rajasthan),
India
Cepia: Ne 2003052 Posmip cepii:17142yn. JHara sar.: 09/2020 Hiitcunit no: 08/2022
Batch: Batch Size: D/M: Expiry date:
Ne TokazaTean Kavecrsa Tpefosanus Pe3yanTaThy
Tests Requirements AHAITH30B
Results
1 | Onucamne Cyanosuropsy OT Gef0ro A0 CBETRO-KENTOTO UBeTa, Toplledononobhol | CooTsercrayer
(hopmsl.
Description White to light yellow color torpedo shaped suppositories. Complies
2 | Hnenruduxanns
Memponudazon Bpems  yaepwmsasus [HKa  mempourda’ond Ha  Xpomarorpammax | Coovsercrayer
UCHBIMIYEMO20 W CMAHOGPNING20 pACHMBOpoe, TIONMYYEHHEIX B  YCMOBMAX
KOTHYECTBEHHOTO ONpPERe/leHHN METPOHIAR30E, [O/IKHO COBIIANATE.
Muxonazona numpam Bpemsa yaepxwsanna nuka Muxona3ona HA XPOMATOIDAMMAX ucnbimyeMozo v | Coorsercrayer
cmandapmnozo pacmeocpos, NOTYYEHHBIX B YCIOBHSX KOAHYECTBEHHOTO
ONpEeeNeHHA MUKOHA30/1a HUTPATR, AOMBKHO CORNANATD,
Identification The retention time of metronidazole peak in the chromatogram of test solution | Complies
Metronidazole is corresponds to that of the metronidazole peak in the chromatogram of
standard solution as obtained in assay of metronidazole
Micorazole Nitrate The retention time of miconazole peak in the chromatogram of test solution is | Complies
corresponds to that of the miconazole peak in the chromatogram of standard
solution as obtained in assay of Miconazole Nitrate
3 | Cpenuss Macca 25rx5% (2,375r—-2,625r1). 24873r
Average Weight 258+5%(2375g-2625p). 2.4873g
4 | OnHoponHOCTS Macchl He Gonee 2-x 3 20 cynno3nTOpHeB MOryT UMETE OTKIOHECHWE OT cpefueil | CootmetcrayeT
Maccrt 6onee uem Ha 5 % W HU ONMH W3 HUX HE JIOIDKEH MMETh OTKAOHEHUS 0T
cpenseit Macesl Goinee vem ua 10 %
Uniformity of weight Out of 20 not more than two of the individual weights deviate from the Complies
average weight by more than the 5 % deviation and none deviates by more
than 10 %.
5 | Pachnagacmocts He 6onee 60 muu 14 mue 10 cex
Disintegration Not more than 60 minutes 14 min 10 sec
6 | KonryecrseHHOE Onpeacnedie
Memponudason Tipw srinycke: . )
Ot 693,75 mr o 806,25 mr B 1 cyrmosuTopsn. 744.56Mr/cymmos.
(ot 92,5 % a0 107,5 % MeTpoHUAa30/ma OT 3848JIEHHOrO KOMHYSCTRA). 99.27%
JinAa cpoka rogHocTtH:
Ot 693,75 mr ao 806,25 mr 8 | cynmosuTopHH
(o1 92,5 % no 107,5 % MetpoHHAa3ONa OT 3aHBIEHHONO KOMHUESCTRA)
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JTikapesxuit 3aci6: TAHHEKC® ®OPTE

Medicinal product: GYNEX® FORTE

Cepia: Ne 2003052

yaaxosui
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CYNo3HTOPii BariHa/ibHi, 00 7 cyno3uTopii ¥ cTpuni; no 1 cvpuny y kapTouuiii

vaginal suppository, 7 suppositories in the strip; 1 sirip in a carton package

Batch:

Murorazona vumpam Ipu eminycke:
Ot 190.0 mr a6 210,0 Mc 8 1 cyTnosaTopHa. 194.97mr/cynnos,
{or 950% no 1050% MexoHasona wMTpaTa oT s3assaenHoro | 97.49%
KOHyecTsa).
Jng cpoka rogMocTH:
Or 180,0 mr a0 220,0 Mr 8 1 cynnosuTopry
(ot 90,0% a0 110,0% mMuxoHaIoNa HWTPaTa OT 328BAEHHOTO

Assay KONHYECTBA)

Metronidazole
For release:

Miconazofe Nitrate

693.75 to 806.25 mg/suppository

92.5 to 107.5 % Metronidazole of Iabel claim
For shelf life:

693.75 to 806.25 mg/suppository

92.5 1o 107.5 % Metronidazole of label claim
For release:

190.0 to 210.0 mg/suppository

935.0 to 105.0 % Miconazole Nitrate of label claim
For shelf life:

180.0 to 220.0 mg/suppository

90.0 to 110.0 % Miconazole Nitrate of label claim

744.56mg/suppos.
99.27%

194.97mg/suppos.
97.49%

7 | ConyTcrayiollHe NpHMECH
Memponudason

Muxonazona numpam

Related substances

Metronidazole:

Miconazole Nitrate:

ITpwu Brimycke:

2-metun 4-(5)-HuTpormugason — ue Gonee 0,4 %.

Maxcumanshas HenaenTHOHUMPOBAHHAN pHMECh — He Gonee 0,4 %.
Cymma npumecedt — ue Gonee 0,8 %.

Jlna cpoka FORHOCTH;

2-metun 4-(5)-HUTpOMUASE3ON ~ He Bonee 0,5 %.

Makcumansnas HenneHTHOHUAPOBAHHAR npAMech — He Gonee 0,5 Y%.
Cymna npumeceit — se Honee 1,0 %.

Tpu BERTyCKE:

MakcamansHas HenaeHTHGMUMPOBaRHAS NpHMECh — ne Gonee 0,25 %.
Cymma npumeceii — ne Gonee 0,5 %.

Has cpoxa ronHoCTH:

Maxckvanbian HeHneHTHQHIMPOBAHHAA TpuMecs — He Gonee 0,25 Y.
Cymma npumeceit - ne Gonee 1,0 %.

For release:

2-Methyl 4-(5)-nitroimidazole — NMT §.4%,
Highest unknown impurity — NMT 0.4%
Total impurities - NMT 0.8 %.

For shelf life:

2 methy] 4-(5)-nitroimidazole ~ NMT 0.5%
Highest unknown impurity —~ NMT 0.5%
Total impurities ~ NMT 1.0%

For release:

Highest unknown impurity — NMT 0.25%
Total impurities — NMT 0.5 %.

Far shelf life:

Highest unknown impurity — NMT 0.25%
Total impurities — NMT 1.0%

HWKC HCYYHTRIBACMOTO
Apenena
HIDKE HCYYHTBIBACMOrO
npezena
BUKE HEYIHTLIBAEMOTO
npenena

0.056%
0.056%

Below disregard [imit
Below disregard limit
Below disregard limit

0.056%
0.056%
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Jlikapeakuft zaci6: FAFHEKC® @OPTE cyno3uTopil BATIHANLHI, No 7 cyno3uTopiis y crpumi; no 1 cTpuny y kapToukuia

ynakosui
Medicinal product: GYNEX® FORTE vaginal suppository, 7 suppositories in the strip; ! strip in a carton package
Cepia: No 2003052
Batch:
8 | Mukpobuonorsyecxan Obuuee HHeno a3poGHbIX MUkpooprasmuimos {TAMC) - e 6oree 10° KOE/T- <10 KOE/r
YHCTOTA™ Obwmee wnemo mposokessix ¥ riecteBwx rpubo {TYMC)-ue Gogee 107 | <10 KOE/X
KOE/r.
Orcyrernue Psendomonas aeruginosa s 1 r npenapara. Otcyrerame/r
Oreyverene Staphylococcus aureus 8 1 T npenapara, Orreyretane/r
Greyrersue Candida albicans B 1 T npenapata. Orcyreraue/r
Microbiclogical purity* Total acrobic microbial count (TAMC) — Not more than 10 efufg <10 CFU/g
Total combined yeast and mould count (TYMC) — Not more than 10! cfir/g <10 CFU/g
Pseudomonas aeruginosa: Absent/g Absent/g
Staphylococcus aureus: Absent/g Absent/g
Candida albicans: Absent/g Abseént/g
* TecT BUKOHYETLCH M4 Nepirux 3 cepi H, notiM ans koxHoi 10 cepii a60 omuu pas Ha pik .

* Microbial purity will be performed on first 3 commercial batches thereafter at every 10® batch or once in a year.
BHUCHOBOK: Cepin Ne 2003052 signonizae Bumoram MEST PIT Ne UA/16292/01/01

CONCLUSION: Batch Ne 2003052 complies with the requirements of MQC RC Ne UA/16292/01/01

%ﬂ?w
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KomenTapi: Hemae
Comments: no

3asBa npo ceprudixamiio: «icHum A 3acBindyo, wo HaBenrena pALIE iHGOPMALIS € A0cToBipHOI0 i TowHOMW. g
cepisi npoayKuUil 6yjia BUTroToBAeHa (BKAIOYAOMH YRAKOBKY / MapKyRAHuS) | NpOBeAEHC KOHTPOJL 1 AKOCTI Ha
BHUIEaJaHOMY nixnpHemcTsi B nosHifi BignoBigHocTi 3 BHMOraMH GMP, BCTAHOBMGHHMH MicuesHM
PECYTATOPHUM OPFaHOM, 3 TAKOXK BIATOBIAHO A0 cheundikauil, uio mMicTHTLEA B peecTpanifinoMy Kocke KpaiHu
imnoprepa. IpoTokoan BHPOSRMUTES, YH2KOBKH Ta akaaisis Gyam meperasuyTi i Beranosaeno 1x BianosigHicTs
Bamoram GMP».

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country, Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP reguirements».

. " 08 1o |20%0
Kepibuuk rpynu KOHTPOIR SXOCTL
Quality control group manager /‘} é ;
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