NEPXKABHA CJYXEA 3 JIKAPCBKHUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

yn. Bepeanakibcrka, 29, Kuia, 02098, Ten. (044) 295-26-85 Teu. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua, Koa CAPTIOY 37079055

BHUCHOBOK
Npo AKICTH BBE3EHOro B YKpaiHy JikapcbKoro 3acody

10.07.2023 Ne 35003/23/26

HEQTPH30JI®
(HaMEHYBAHHA NiKAPCHEOro 3ac06y 3riaHo 3 peccTpaiAHHM NOCBLAYEHHAM )
rab.aerxcy parinansHi, no 8 Tabaerox y Gaictepi; no 1 6aicrepy 8 KapToHHil kopobui, ¥
KoMIiexTi 3 anaikaTopoM
{dopma BHITYCKY, A03YBRHHA, BAA MAKYBAHER nixapebkoro 3acofy)

Homep peecrpauitisoro nocsizmenis UA/ 10674/01/01 crpox nif peecTpauifHoro nocBiA4eRRA HeoOMexeHRi

Cepia nikapcbkoro 3acofy Ne ENP23003A1 Kinbkicrs BBeagHOro nixaposkoro sacoly 24948
Bupo6rnk Egepromken Jlatid Caencna JliMiten, Iania

(HaliMeHyBaHHA BAPOCHIUKE NiKapesKoro 3ac00y, KpPAIHA NOXOAKEHHA)

Bae3eno B Ykpalty ToBapHcTBO 3 06MeEMeH0I0 BIANOBIAANLHICTIO "QPrAHOCIH JTI",
inenT. wox: 24377666

(WaliMeHyBEHHA TA KOA 38 CAPMNOY opsianykoi ocolik abo npizanwe, iM'a, No Garbronl Pizwunol
0cOBH - MANPHEMIA. T MiCUC NPORURRAKS T2 peecTpauifinni Homep o6nikoBOT KAPTKH TUIBTHHKA
noAaTKis 460 cepia TR HOMED NacnopTa)

TIpoToko. Bi3yanbHOTO KOHTPONIO Bl 14.06.2023 Ne 1624/7.

JlaGopaTopHuit aHANI3 AKOCTi NiKAPCEKOro sacoby saifcHeHni:

JlepkaBHa HAYKOBO-ZOCiAHA naboparopis 3 KOHTPOMO AKOCTI nixapcrkux 3aco6is JepaanHol
yetanoBu "[HCTHTYT rPOManCHKOro spopor'a iM. O.M. Map3eesa HAMH Vxpaina" (M.Kuis,

syn.llonyapenka 50)
(HA/MEHYBAHHA TA MICLIEIHAXCIKCHHR naGoparopii, WO NpoBLna aaboparopHuit aHAAIS AKOCTi)

BRCHOBOK MIORC AKOCTI ikapokkoro 3acafy, BUaAaKuHA naboparopieio ein 07.07.2023 Ne 1454

PesynsTaTi naboparopHoro awanisy axocti nikapceroro sacedy 3a fniepesipeHIMH TTOKEIHHKAMH BiANOBIAANTL
BHMOTEM METOIB KOHTPOIO AKOCTI (aHani THIHO-HOPMATHBHOY JAOKYMERTALLT).

3a pesyNbTATAMH JCPHABHOTO KONTPOMQ BCTAHOBAEHO, ixapcokuR  3aci6  ®eejeno B Vipainy 2

AOTPHMAHHAM ol IKOHOJABCTRA 1WORO 3abe3nedeHHA AK: { nikapebkux 3acobis.

IpaH 3agBOpPHUX

Vﬁmc} (iniuiany Ta npisswwe)
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Evertogen Life Sciences Limited

HEOTPU30/®, TabneTtku BariHanbHi Ne 8

Product name / Haaga npoayxuii: . NEOTRIZOLE® / HEOTPU30ON®

cepis Ne ENP23003A1

CERTIFICATE OF ANALYSIS

CEPTUOIKAT AHAMIZY V¢ 21CP23100269

Pharmaceutical form / flikapceka dopma: | vaginal tablets / Tabnetku sariHaneHi

Strength/potency / Cuna fiifakTuBHICTb:

Type and size of packaging / Bua i poamip ynaxoBRA:
Active substances / [litoyi pe4oBuHU:
Manufacturer / BupoBuuk:  Evertogen Life Sciences Limited / EBeproaxed Naid CacHcus Nimiten

Address Apnpeca:

500 mg /100 mg (equivalent to activity 68 000 1U) / 100 mg/ 3 mg
500 mr /100 mr (exsisaneHTHo akTuBHoCTi 68 000 MO) / 100 mr/ 3 Mr

8 tablels in biisler, 1 biister wilh applicator in cardboard pack

no 8 TaBineTox y Bnictegi; no 1 GnicTepy pa3omM 3 anNmiKaTOPOM Y kapToHHIA kopobui

[ vaginal tablel contain; Omidazole 560mg. NeomycinSulfate 100mg {equivatent ta activity 68 000 1U), Miconazole |
Nitrate 100mg. Prednisolone 3my

11 BariMansya wabneTka micrwre: apHizasany 500 mr, Heomiyuny cynuthaty 100 Mr (exeisanexTHe akTeHoCTi 68

* (00 MO). Mixonazony kitpaty 100 mr, npeamacnony 3 mr

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ. Green Industrial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN - 509 301, India
. Mnor Ne Ec-8, Ec-9, Ec-13/Mi Ta Ec-14/Mi Ti Ec Ain Aw Ci. ®apma Ec | 3er, Ipin Inpactpian Mapk, Monenanni (Bi),
. Epuepna (Em), Mexabybnarap, Tenanrana, IH-509 301, uain

Registration certificate / PeectpaLiinHe nocsia4eHHs: | UA/0674/01/01 Valid upto / flinicre go:  Unlimited term / HeobMexeHui

License No. Niuenasis Ne: l 19/MNIAP1201_4/FIG

Batch Ne / Cepis Ne: i ENP23003A1 ! Batch size / Poamip cepii: 28125 packs/ ynak.

Date of manufacture / fata supobruuTea: 05/2023 Expiry date / Tepmin npuaaTHocT: 11/2024
Test ) Acceptable criteria (at batch realize) Result
HalMeHyBaHHA Noka3Huka o _ _ __ . Kpurepii npuaHaTHOCTI { Ha Bunyck) ~ Peaynbrat
Off white elongated biconvex uncoated tablets having round on one end and plain on

Description / Onuc

another end.
BuTsrnyTi aBoonykni Tabnetkyv 6e3 060noHKM Maitke BINOro KonbOopy 13 330KPYINEHNM
Of\HUM KIHUEM Ta NNackvm APYruM KIHLEM

Complies (Bianosinac)

Identification / |neHTudpikaLin

Omidazole
OpHinazon

Neomycin Sulfate
Heomiuury cynbgar

Miconazole Nitrate
MikoHasony HiTpat

Prednisolone
MpeaHizonoH

NEOTRIZOLE®, vaginal tablets Ne 8

The retention time of peak Omidazole on the chromatogram of the st solution mustcomply with the retention
time of peak Omidazole on the chromatogram of the standard solution under test conditions "Assay.
Omidazole, miconazoke nitrate and prednisolone "

Yac yTpuMyBaHH riky OpHIDa3osTy Ha xpomaTorpani BUNpoboBY BAHOTO PO3UNHY NOBUHEH Complies (Bianosinac)
cniBnagaTi 3 YacoMm YTPUMYBAHHS Miky OPHIAA30NY Ha XPOMATOrPaMiTa CTAHAPTHOM PaHMHY

BYMOBAX NPOBELEHHA BUNPOBYBaHHA «KinbkicHe Br3Haqerkn OpHINas0n MIKDHASON HITpaT T8

NpeaHBONoH»

The principal red spot in the chromatogram obiained with solution (1) comresponds to the principal red spotin
the chromatogram obtained with solution (2) and the principal red spot in the chromalogram obtained with
solution (3) appears as a single compact spot

OcHOBHa NMAMA YEPBOHOND KOMEOPY HaA XPOMATORPaMI PO3-MHY (1) N0BUHHE BIANOBILATV OCHOBHIA A
YEPBOHOND KONLOPY Ha XPOMATONDAMI PO3HMHY (2)Ta OCHOBHIA MM HEPBOHO KOMLOPY Ha XPOMATOIPami
pasquHy (3,) SKa Mae BUISA LiiNICHOT KOMMNAKTHOI FTAN#

Complies (Bignosinac)

The retention time of peak Viconazole Nitrate on the chromatogram of the test solution must comply with the

batch Ne ENP23003A1

retention time of peak Miconazoke Nitrate on the chromatogram of the standard sokuton under test conditions

"Assay. Omidazoke, miconazoke nitrate and prednisolone

Yac yTpUMyBaHHS! Miky MIKDHa30My HITPATY HA XpoMaTorpami BunpoboBy BAHOIO PO3UMHY NOBUHEH Complies (Bianosigac)
cniBnagaTi 3 YacoM yTPUMyBaHHA NiKy MIKOHA30My HITPATY Ha XPOMATOrPamiTa CTaHAAPTHO

POGYMHY B YMOBEX NPOBEAEHHA BANPODYBaHHA «KinbiicHe Bu3Haqenkss OpHIIa30n, MIKHA3O!Ty HITpET Ta

NPEAHDBANIOH»

The retention time of peak Prednisolone on the chromatogram of the test solution must comply with the

retention time of peak Prednisolone on the chromatogram of the standard solution under test conditons
"Assay, Omidazole, miconazole nitrale and prednisolone ™

Yac yTpWMyBaHHA Niky NPELHIBANOHY HA XPOMATONPaM BUPOBOBYBAHOTO PO3UNHY NOBUHEH
CNIBNAAATI 3 YACOM YTPUMYBEHHS Niky NPESHI30NOHY Ha X POMATOrPAMITA CHBHAAETHOM

f
1ofl32

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: $-8, 5-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.



© Evertogen

Evertogen Life Sciences Limited

HEQTPU30/1®, Tabnetku BariHankHi Ne 8 cepis Ne ENP23003A1
: Average weight / Cepefiha maca : 1600mg {(mr) +5% ' 1602.78  mg{mr)
" " Not more than 2 tablets out of 20 tablets may have deviates from the average weight by '
Uniformity of mess more than + 5% and none of tablet must not have a deviation of more than + 10%. . -1.99 y
OpnHopigHiCTs Macu He 6inblue Hix 2 Tabnetkn i3 20 TabNETOK MOXYTb MaTH BIAXMNEHHS Bia CEPeAHLOi Mac +1.97 °
| HiX + 5% Ta %o7Ha TabNETKa He NOBUHHA MATV BifMNGHKA Binbue Hix + 10%. | B
! Disintegration / Po3naganHs NMT 15 minutes / He 6inbiwe 15 xgunuH | 6.2 min. (x8.)

Uniformity of &)_sage Uni[S_/_Q,ClHOpi,C(HiCTb ,qosoea_u.wg OEM;WIle

Omidazole / Opuiga3on Must correspond Pharmacopoeia requirements. / Mae Bignosinatu sumoram ®apmakonei 115
" Miconazole Nitrate / M_i;onaaony HiTpar Must correspond Pharmacopoeia requirements _l Mae pignosinaTh sumoram ®apmakonei ' 1.1_8 -
| Prednisolone / MpepHiaonoH B __‘ M_us?correspond Phamacopoeia requiré.m_e_rg.-/_ I\E BiANOBIAaTH Bm;;réM ®apmakonei 117
Neomycin Sulfate / Heomiuuny cynsgat o M_ust corresgnd Phannaédpz)eiel_requiremenls, / Mae Biﬂl‘IOB_i,ﬂE-iTM BuMoram dapmakonei 98

Related impurities / Cynposiani Aomituky

2metyt5ritoimidazoe/ 2-vetun5-Hirpoiminazon  NMT 0 2% / He Binbiwe 02 % 0.04%
}-_Sum of impuritie-s /-Cyma AOMILLOK - _NMT 1.0 % / He 6inbwe 1.0 % - o 0.09 %
Assay (at batch release) / Kinbxi;e B;3HaL48HHﬂ (Ha BunycK) S B
" Omidazoke / Optinason 475525 mg (ur) (95-105%) - 5080 mg(w)
: Miconazole Nitrate / Mikonasony witpat ~95-105 mg _(w) (95-105%)— 850  mg(mr)
Prednisolone / Mpeasiaonou 2.85— 3225 mg (mr) (95107 5%) 30 mgw)
Neomycin Sulfate / Heomiumy cynibbar 64 600 - 88 400 1U (MO) (95-130%) - 6892198 1U(MO)

Microbiological test / Mikpobionoriuna wuctoTa

Total aerobic microbial count (TAMC) / 3aransHe uucno aepobrux mikpooprariamis (TAMC)

| NMT 102 CFU/g / He 6inbwe 102 KYO/ r i <10 CFU/g (KYOIT)
Total combine yeasts/mould;count (TYMC)_/S;a;bHe YACNO OPIKIKOBUX Ta NNiCHABUX rpubiB (TVIVTC)__ -

N - NMT 10" CFUIg / He Ginswe 10° KYO/ r T <10 CFUIg (KYOIT)
Pseudomonas aéruginosa Should be absent per 1 g / He gonyckaeTbea HaaBHICTL B 1 1 npenaparty o Absent (BigcyTHi)
Staphylococcus aureus - i Should be absent per 1 g / He ponyckaeTees Héﬂsrab B 1 r npenaparty Absenl(BﬁyTHi)

i Candida ablicans ! Shoqu be absent per1g/He AonycxaeTbc-ﬂ HasABHICTL B 1 T Nnpenapary T Absent (BincyThi)
B CONCLUSION / BACHOBOK

The tests are performed in accordance with MQC of the manufacturer that 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 certify that the above information is authentic and accurate This batch of product has been manufactured. including packaging/labeling and quality control at the above-mentioned '

site in full compliance with the GMP requirements of the local Regulatory Authonity and with the specification available in registration dossier The batch processing. packaging and analysis
records were reviewed - found to be in compliance with GMP

BunpobypaHHa nposesieni BignogiaHo Ao MKS BupobHvka Lo 3ateepaxeHi Hakasom MO3 Ykpainu,
3riAHO BUCHOBKY HWKYENIANUCAHOr0 BULLEBKa3aHWA 3pa30K Mae CTaHAapTHI NOKA3HMKW AKOCTI nepeabadeni MKH

Lium 5 3aceiguyio. WO HABEAEHa BAWE HOPMALA € AOCTOBIDHOK Ta TouHOK LK cepiio npoaykuii Byno supobneHo (BkNHar4y NakyBaHHA/MApKYBaHHA) Ta KOHTPONL i AKOCTI Ha
BUILE3IA3HAYEHIN BUPOBHUYIR AiNbHWLI NPOBEAEHO Y MOBHIM BIANOBIGHOCT 3 BUMOram GMP BCTaHOBNIEHVMM MICLI@BMM PErynATOPHVM OPraHOM. & TakoX BIAMOBIAHO A0 cneyudikavi, wo
MICTUTLCA B PEECTPALIAHOMY A0CHE. MPOTOKONM BUPOBHMLTBA. NaKyBaHHA Ta aHaniais Gynu NepernaHyT - BCTAHOBNEHO BiANOBIAHICTL GMP.

G. Srinivasa Rao

Manager QA | Y 31-05-2023

Name / Mpissuie

NEOTRIZOLE®, vaginal tablets No 8

Position  Mocana Signature / Mignuc Date' of signalure / flara manucans

batch Ne ENP23003A1 20ff32

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349

Factory : Plot No: 5-8, 5-9, $-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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