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Evertogen

Evertogen Life Sciences Limited

HEOQTPH30N®, tabretkn Barinanthi Ne B cepin Ne ENP23013A1

CERTIFIGATE OF ANALYSIS

CEPTUOIKAT ARARIZY T2 21CP23100775

Praduct name / Hasga npoaynyfi:  NEOTRIZOLE® { HEOTPUZON®

Phaimaceulical form / Nixapcrva dropa: [ vaginal leblels / rabnenwm earinansHi

nieion. 5003100 mg (equivalent to actity 68 000 1U)/ 100 mgi 3 g
Suengigatency / Cuna aliakssicre: ;500 we 7100 kot {exuinanenmio akmueiogti 68 000 MO}/ 100 057 1 3 wr

. . ; . i 8 lablets in blisler; 1 blister wilh applicalor in cardbaard pack
Type and size of packaging / Bua i poaeip ynaxosss: no § Tabnetow y BricTepi: no § Grictepy paso: 3 annixatopont y keprkadi opoBly

+ 1 vaginal fablet contain: Ornidazole 500mg, Neomycin Sulfale 100mg (equivalent to activity 68 000 1U), Miconazole
: - .+ Nirate 100mg, Prednisalane 3mg
Active substances / i< pesosmar | ¢ gariuan.a rabnemea micTars: opuigasony 500 i, HeomiyuHy cynbdbaty 100 Mr (exsiBaneHiHe aKTEHOCT 63
+ 000 M0), rikouazony Hirpary 160 wr. NPenHisonoHy 3 Mr
Manufacturer / BupoBumx: r Evertogen Life Sciences Limited | Eseprogwen Naiith Caencwz Nimiven

Flot No: 5-8, 58, S-13/P & S-14iP TSIIC, Phamma SEZ, Green ldushial Park, Polepally (V), Jadchera (M),

Mahabubnagar, Telangana, IN - 509 301, India

Ningv Ne Ec-8, Ec-, Ec-13/1Ti 1a Ec-14/Mi Ti Ee A AR G, ®aptaa Ec 1 3ev, [piit lnactpian Nape, Nanenanni {8i),
.. Ensepna (En). MaxaByGuarap. Tenarrana. IH-500 301, Inpin

Address Anpeca:

Registration certificate / Peectpauiite noceinenna: : UANDB74104101 ] Valid wplo / Aiicne go: ~ Unlimited lenanE.'—(-)ﬁ-.‘-.!-E:)-x-eﬁuﬁ i

License No. Nliyenaia Ne: 19IMNIAPI2014/FIG

Batch Nz / Cepin No: ENP23013A1 : Batth size / Poamip cepli: 28 125 péd@ynax.
Date of manulacture / flata eupcGiiyisa: [*ﬁ_'"‘l—mzozs | Expiry dale f TepMin npwaaveocti; | 122025 I
Test I Acceplable crileria {al batch realize) Rasult
Hafugiyeaiom nokaznea KpyTepli NpuAHATHOCT { Ha ArdyCK) Pesyrear

i
Complies (Bignoaigae)

analher end.
" Butaniyri grocnyxni 126netw Gea oBoncHiM Maitke Ginoro KCNLOPY i JA0RDYIIEHI
O/IHHM KIHLIBIA T8 NIRECKUM APYOVN KIHUE

" Desopon/ Onisg

Ofi while elcngaled biconvex unceated tablets having rovnd on ore end and plain on '

_Igeniication / pewmugiagn

- The etenion e of pezk Ormikazoi on tha diromatogrem of e st sokon frust compy wan fesetenion |
‘ &mdpeakanuamfemhedvmabgmdﬂesaﬂaﬁsohﬂmmwmm#my. i
o : Omidazole, mconzzte ta and preciniscione™ !
: '-lacymu.gmnrihycprinamnjmxpor.mapa.iaunpoﬁuayaauuropoateuny ROBKHHEN | Complies (Binnoeinac)
ERIBNAAATH 3 4ACOM YTPHMYBaHKR niky GPHIAA30NY HA XPCMATOAMITA CTaHEDN DD posy !
" BYLCBAXTPOBS/IE HA BTPOOYEEHHA KHINCHE B 1 Cprinacon, ricesnany HipaT1a
TpeAHNCIY

mepﬁ@dledmhmdvmabgmmmmmsdﬁmmm brhe pincpd red spolin

) the domatogrem cbizned vif soton {2) and feprincpal red spotin e chioma'ngram obiehed wah

Neomycin Sulfale Sohston B)appessas a sngie compact et Complies (Bignoalgac)

Heomiyusy cynudpar Ooro6Ha MY HEpacHO HAL0DY +2 XpOMaTOpPatd) posey (1} noesrea EanosiaM oo carE Rk

I qepmum:mpyrexpo:.'ampavipwm;&ﬁaouwiﬁmﬁwpmmnmwmmmﬁ
POl (3.)2@ N30 BATRA MO IOV TG AL

* The reeniontine ofpeck Mooniazok Niree o e chorraiogrom o 2ot s musteerrglywith the
Fetenfon tne of pask Mioonazeie Niraie on the chrometogram of s Siznderd scbution under st condions
Miconazole Ni "Assay. Omidazole, riconazes nifrate and prediisoione *
Hilrate el ; 5 ; 2 '
Mixonzzony wirpar s yTpumeyec 42 Hiky ey HIPATY K3 XpowaTipard BHNPeGOBYBAHOTD PO3UMKY NOBIHEH Complies (Bignosigae)
CRIBN2AATH 3 4ACOM YTPHMYEAHHR Ay MIXOHA3ONY HITPATY Ha ¥POMATOPaN 1A CRHAETHD ]
© PO BYLOSE MPORCHEHHA BATPO/RaHR Lo e B e s, Cpeigaoon, sixaenyHipara
npeprinonois

The ietzntn time of peck Prechiscions on fha chomang m ol the st sotson must comply it e |
r
I
i

Opxinaaon

; Tetenbon &me of peck Prednisticne on e crometng e of e standard Soluor urder st cond®ors
* "Assay Canidazoie, miconazole nitele end prednisnlone *

Epﬁ";ﬁgi I Uacymuutyaars by mesE0n0Hy Ha XpOtATOREN BXNPCBOaYRaHOrD POTMHY FIDBHHER Complies (Bianoigac)
CRIBN2AATH 3 ¥aCOM YTPHASYBAHHR nixy npeakiaonowy va APoMATOPENiTa CRIaEID i
: pmmfaw.mmwmamumrHMEmnmm,r.ﬁu—znnympar'ra
o 2 i)
NEOTRIZOLE®, vaginal tablcts Ne 8 batch Me ENP23013A1

Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC0O5349
Factory : Plot Ne: 5-8, 5-9, §-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), Mahabubna r, 1N - 509 Suymgana, India.
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) Everiogenn

Evertogen Life Sciences Limiter

HEOQTPU30NA, Tabnerkn sarinansyi e 8 cepia NeHENPZSMSA'!

\[ ;\;er'a;é@m!c:apenm naca ] 1600mg () 25% i Jﬁﬂﬁﬂ? __n'g_(rLr) .
T 7 Niol mare han 2 tabtets out of 20 tablels may have deviates fom Me aveiage weight by

Uniformity of mass more than & 5% and nane of tablet must nat have a deviation of mare than = 10% 0.9 o

OAHOPILHICTE M3tk He Ginbute i 2 rabneis 13 20 TASNETOX MOXYTE MATH BYIXHAEHHR Bif cepessbol acH +137
. | bk 2 5% T2 wonna TaBnaTka He NeEHKa Kant BilxMneHHR Ginbwe ik = 10% e

Disinlegration / Poanagatua MMT 15 minutes / He Ginktue 15 xaunuq o ! &4 mm
; _Uniformily of dosage units / OpuopigyicTs 10300AHX oML L o e
i Cmidazos2 / Qpuinaaon Must comespond Pharmacepaaia requirements. / Mae sianosigat petoras map_ {.xzimne'l‘ 0.95 o
| Mfconazblé_ﬁiir;zie mhu_l;i_a;ony HITpar Mus! comespend Pharmacopoeia requirements. / tae Bifriosigam esmoras ®apaxonet ! 084 _
: 'Prredrnisorlone ! n.l-aem;i;xoﬁ;; ) Must corespond Pharmacopoeta requirements. / ae Blanosigans a;timra.-.! Qap:_m_xgnei‘ : L 1_@2__
L::Ilenrﬁycin Sul{él;.' HeomiyuHy cynegar Must corespond Phamacopoeia requirements. / qu BIAN0BIAaTM BuAIOraM GapManonel ‘ " 9_.84 R
" Retated impurilies / Cynaoeiaw aaMiwk o S
 2metybridade/ e S Hpoinson | MY 02 %/ e Ginene 02 % o %
| Sumof mpurites Cpumzowioor | NMT 10%7Ho G 105 o 1 0.12% )
j Assay (alb}jic‘h"réléase)lKmhxicne BHIHBHEHHA (HA BUNYCK)

Omidazde / OpHinazon A75 - 525 mg {Mr) {95-105%) . . 1924 mgfr)
_ Miconazole Niate I Minowadony wmper | 93- 105 mg (ur) (95-105%) T T m2 mgm
Prednisoone /Mpeisonon | 2.83-3.225 mg () 8590757 N T a0 mgem
" Meomycin Sulfale/ Heowigivy cymsipar | 64600 - 88.400 1U (MO) (95-130%) o 7____7;5*9}5& W)

Micrabislogica) test f MinpoBionorivia unctora

Yolal aerobic miceahizl count (TAMEC)/ Saranche qucno aepalux mixpoopranianis (TAMC)

; NMT 10 CFUlg / He Ginuie 107 KYO! 1 [ <10 gF Uiglevae
m‘l‘ulal c_ombfne yeastsimoylds count (TYMC) / 3aransHe yuEnD Apisaxanix Ta nnicHaox pubie (TYMC) ; o B ) o B
- o © ] T 100 CRUlg e Biee 107 RYOTT o P e CFUBKYO
. T’S—ez}don;onas aemgr‘nos;a' o Should be absent per 1 g/ He n;r;y_ca;bcn HaRBHICTH B 1 rnpenapary - . Absem (éu;cyrm)
S!apiry:’acocéué a}}réﬁ; T %m‘ be:!;ent- ;;er 1‘g! !;i;ng;ycuaemcn Haﬁsﬁgn; e ﬁb?enépa?y - T Wﬂ;br;en_l(éﬁiﬁymi)
' ann_'ida a{vr:c;’r_)s_ '- o o Srmuld b-egu;e;:-t.;aéf 19/ He fonyckaeThen HaremicTb 6 1 1 ngehéﬁéﬁ_ - "—_ﬁ;ﬁﬁiﬁnn

CONGLUSION / BMCHOBOK ‘

The lesls are pevformed in accordance with MQG of the manufacturer (hal appraved by MoH of Ukraine,

In the opinion of he urersigned Lhe sample relered to above is of standard quality is defined in the MQC.

| hereby cerify hat the above information is aulhenlic and accurate This balch of product has been manufactuced, inclisding packagingffabling ang quality control al ihe above-mentioned
sile in fut compliance with the GMP requirements of the local Regulalory Authority and with the spedfication available in registration dossier The batch pracessing, packaging and analysis -
FECOIds were reviewed - found [0 be In compliance with GMP :
Bunpobyearmp npoBaReH BiANOEIAND A0 MKA arpaBHIka, W0 3aTREPYeHT Hakason MO3 Ykpain, :
3rigro EwzHOBKY HoERIgAREaHOrD, BHEBKAIHKA IPAIOK MAE CTAHRIPRHI NOKGHIKH AKOCTI, nepepGaveni MKA )
Llim 7 32caig4yi0, 10 Haseiera auwe HDOPMALIA € AOCTORPHON T3 TowHow Lo cepin npoayul Gynp BrpoBnesn [BRTONaKMI MAKYBARHALIBMYBNHAY T3 KOHTPONDL Ti RDCTI WY
EMeIaHI-eHN BUPOGIIE AinbnuLi NpoBENEHD ¥ NoBHiil EIAN0BiOCTE 3 BHMoray CMP, BCIaHOBNEHAM MICU2EMM PEIYTIATOPHRL OPFZHGY, 3 TAKOX BINORIAHO 10 eneubinauli, wo |
HICIHTECA B peCCTRayiiamy Aocee TTpaTOKOn BipOBHHLTES, RaRysaKHR T2 axaridie Gyan NEPErARHYTI - BCTEHOBREHD BIAROBIAHICTL GMP ;

Person, authorizing the batch release ] OcaGa, anoul,qz;r]bh.hiaj_r_s_n_yu_:_@}:@l‘[

. i S e e S S
6. SvasaRao | | Manager QA L Y= T 06.05-2024
Mame { Naisgnua Position / Mocana Signalute 1 Mignie Data of signalure / da1a nianucanks

NEOTRIZOLE®, vaginal tablels Ne 8 batch Ne ENP23013A1 2cfflaz

Office : GV Chambers, 7-2-C8 & C8/2, L.E,, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No, U24232TG20E3PLCORS349
Factory : Plot No: 5-8, 5-5, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaliy (v}, Jadcherla (M), Mahabubnagar, IN - 508 301. Telangana, india.
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AEPIKABHA CJIYIKBA 3 JIKAPCBEKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMU y M. KTEBI

npoe. Hagii Ceitanunoi, 3, 02099, ey (044) 295-26-85
E-mail: dis.kyiv@dls.gov.va, Kog €IAPTIOY 37079055

BUCHOBOK
Npo SIKICTE BBE3EHOro B Yipainy JIKAPCLKOTO 3ac00y
08.08.2024 Ne 40368/24/26
HEOTPH30JI®

(Haiiseuysaes nikapenkoro 3acoBy srino 3 peecTpauifnns nocsintenusy)
Tabaercn parinanasi no § Tadnerox y Baicrepi; o 1 Gaicrepy pazom 2 ANUTIKATOPOM Y
KapTonnii Kopooui
{thopaa siuycky, gosysanus, sus TRKY BN AikapcLioro 3acofy)

Howep peecrpaniiitiore noceinuemn UA/10674/01/01 CTPOK AT pecctpautiinoro nocsiguenna HeobMexEn ki
Cepis nikapeskoro zacoby Ne EMP23013A1 KinukicTs ssesenoro nikaperkoro sacody 308

BupoBuui Esepromen Jlatid) Caerens Jlintiren, Yuzist
{naitsenysanin supoBanks Aikapcskoro sacoBy, kpaina noxeancin)

Bueseno B Yipainy Tonapuerso 3 o6mexrenoo sixnosinansuicTo "OPTAHOCIH
JIT", inenr. won: 24377666
(sratisciysauns ta kog 3a CAPTIOY 10pHUHYIOT ocobu abo npisnuiue. s, 1o BarLroni

(hisuunol ocabi - mianpucsusl, 1 aicue NPOKHBANHSL Ta peceTpariinui HoMep oBnikonoi
KapTKH TIATHIKR noaaTkin abo cepis Ta HoMep nactiopa)

poToxon sisyansnore xourpoesmo sin 21.01,.2024 ¥ 139/17.

Jlaboparop#uiii ananis sicocri Jtikapewskoro sacofy anificnennii:

Jlabopatopis 3 xouTpoio sxocti nixapepkux 3aco6is TOB "JIOBPOBY T-JIIKHJIAE" (a1, K.
ByJ1. Hosropon-Cisepeska, §ya.3, HexcuTnosi npuMimmenus 92)
{nafisenypanus Ta micuesnaxomicers naGoparopil, uie nponcsa raGoparopimit anatiz siwoeri)

BucHonox moao sxocri nikaperioro 3acoBy, uganii naboparopieto Bin 07.08.2024 Ne 173-24

Pesynuraru saGoparoproro ananizy axocri nixapeskoro 3acofy 3a nepesipeiniMu Moka3HMKAM K BignosinaoTn
BHMOAN MCTOMIB KOHTPOITIO SIOCT {(aHANITHYHO-HOPMATHEHOT BokymenTauii).

32 pesynctaramMi  NepIKABHONO  KOHTPOMIO BETAHOBAEHO, U0 NiKapenk, 3acib mmescio B Vipainy 3

AOTPHMAHHSIM BHMOT 3aK0HO/ABCTRA WOAO 3a6E3NeUeHHS AKOCT] Ml CHKIX 33c06iB.

Muxona XOJIONEHKO

(mianuc) (intidana ta npissnme)




AEPIKABHA CIIYKBA 3 MIKAPCBKHUX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTUKAMU y M. KHEBI

npos. Hapit Ceitmiuncd, 3, 02099, ren. {044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koy CIPIIOY 37079055

BHCHOBOK
npo AKICTL BBe3enoro B Yipainy JiKkapeLKoro zacoby
08.08.2024 | Ne 40370/24/261)
HEOQTPHU30JI®

{HadiMenysanis giknpenicoro 3ac0By 3riauo 2 peecTpauiiiimae TIOCBIAHCHIIAM)
Tabuerin parinansui; no 8 taénerox y Guricrepi; mo 1 Guicrepy pason 3 ALJIKATODOM ¥
RAPTONNIi xopobui
{(hopma sunyexy, nosypanns, sz naKyBANHA NiKapeLKOIO 30c06y)

Hontep peccrpanifinoro nocsinveni UA/10674/01/01 crpox it peecTpawiitHoro noceimerns HeoBMeKeH Uit
Cepin stixapcbroro sacoBy MNe ENP23013A1 KinsiicTs BBesenoro nixapebkoro sacoby 25256

BupoBiny Esepromxen Jlaiid Caencua Jlimiren, Innis

(mmativenynanus snpoduuKa aikapcrkoro sacoBy, kpaina noxozxcus)

Beserio 8 Vxpainy Tosapucrso 3 obmeenoio sigmorinansuicrio "OPTAHOCIH
JITA", inenr. won: 24377666
(naiimenysanis ra xoi sa CAPIIOY W0pHAHI0T 0coBH afo npisntine, iM'a, 1o Barbroni

(izsuiol ocobit - nignpHetim, 17 Micie NpOIHEAHNA Ta peccrpauilitunii Homep oOnikonot
KAPTKE 1ITHHKA noaTrin alo cepin va omep nacnopia)

IIporoxon isyannroro worrposuo sin 07.03.2024 ¥ 765/2.

32 pesynbTATAMH ACPIABHOTO  KOHTPOIIO BCTAHOBNICHO, MO Jiikapebkuit 3aci6 neesco ©  Vipainy 3

AOTPUMAHHSEM BHMOT 32KOHOXABCTBA 1ONO 3a6€3MNEUCHHS FKOCT] nikapcykify 3acobis.

Havansuux Mrxona XOQJIOAEHKO

(minmumc) (iniuiasmn Ta npisnme)




76

Evertogen Life Sciences Limited

) Evertosen

HEOTPUION®, TaBReri marinams: No § ' ' cepl Ne ENP23012A1

CERTIFICATE OF ANALYSIS
CEPTUGIKAT AHAnjay  N° 21CP2310053i

Product name / Hassa npoayruyi: LNEOTRIZOLE@ { HEQTFU3OND

Pharmaceutical form / Mixapeska diopra; I vaginal tablets / raBney parivans B L
. . | 500 mg /100 mg (equivalent to activily 68 000 I} 100 mgf 3my
Strenglhipotency / Gura AlaKnienicre: 500 mr 1100 ar {exsisanenmio axvaHogT 68 000 MO)/ 100 e/ 3 iar

8 lablels In blister; 1 blister with applicatorin cardbaard pack

10 8 abnevox y Brictepl; no 1 Bnicrepy pasaws 2 annikatopar y XEAPTOHHIT kopoGif

" { vagine] tablet conta: Omidazale 500mg, Neomycin Sulfate 100mg (equivalent lo activity 68 000 U), Miconazale
Nitrate t00mg, Prednisolane 3myg ]

1 pariantHa Tabnena MioTTe: opuigazony 500 ur, HEOMiUMHY cyrechary 100 Mr (exsisaneHTHo ameHosT 68

1000 MO), Miranasony wimary 100 wr, npensizonony 3 wr

Manufacturer / BispoGnni: ’ Evertogen Lie Sclences Limited / Emepronxen flaiith Cackena Niniveg

Plot No: §-8, 5-9, S-13/P & 5-14P T8IIG, Pharma SEZ, Grean Indushial Park, Polepelly {v), Jadcheda (M),
Mahabubnagar, Tetangang, [} - 508 301, India

ot Ne Ec-8, Ee.9, Ee-137i va Ee-#4/7T T1 Ee Aft At Cl, ®apma Ec | 3er, Fpix Inacipian Nap, Menenanni (Bi),
Envepna (Ew), Maxatiybuarap, TenaHrana, IK-509 301, Ingia

Registration certificate / Peccypatgiine NOCBIAYEHNR; ] UA/0B74/01/01. _I Valid uplo / ificre fo:  Unlimiled term / HeoGkexery
License No, lliyenaia Ne; l_‘l QIMNIAPIZ014IFIG

Type and size of packaging / Bug i poauip ynéxuam*

Active substances / fliiout pevoanm;

Address Anpeca:

Baichie/ Cepinhe: | ENP2301ZA ] Baich slze / Posmip cepl: 28125 packe/ynax, ]
Date of manufacture f flara nupobisiyTea: ' 0912023 —I Expiry dale / Tepain npugamoci: 09/2025 —I
Test ) T T T Acceptabte crfeita (at batch realizg) ~ Result
Halmenynaina nokasHika Kpmrepli npinaTvocT { Ha v tx) Pexynbyar
Off white elongaled hiconvex uncoated lablets having reand on ore end and plain on
Desaiion/ Onug anaer end. Complies {Binroeigac)

BuraneyTi Avoomykni Tabnemm 6ea obononk maitxe Ginoro kenLopy is aackpyrAeHAm
AWM KHUEH T3 NNECKIM ApyIM KiHten

Identification f lnevmudhirarin

The reentontme of peck Omikzole an the duomangram ot he testsoidion mstoomply wih e retenion

tmaofpesk Ormidazcie en e dvomatogrem dh‘xesiandaaﬂsbbﬁmuﬁer&ﬂmdﬁa‘s'kwy.

Ormidazsia Omidazole, moonazole dirate gt prednisoiong

Optinasan Llacytpm,mmmyopﬁmymmmma\i BHAPOTOBYEEHOID POSYMHY NOBNHEH Complies (Binnoaisae)
cnlanafarm 3 4acom YTPMMYBEHHA NiKY OPHIAA0MY Ha XpoMaTOIpaMita CTBHETHOO O34y

amgmmmmmmmmmmmm.mmm

npegpionom

The pincpd redspotn ﬂ'edWrdngrancbﬁ)aiwhsoiﬁm(T)wrespmdsbhepm@dradspom
the chomzpgramchiahed vizh solution {2}and e pincpalred spotin he chomsbgram ebisned wih
Neom_ycin Sulfale s:hmmzppeasasas‘:ghmma:tm

HeoMiyuy cynuthar Dmamwmmwrammpaﬁmw(ﬂmmmﬁmmﬁmmmﬁﬁmﬁ
wmwmm.ﬂmwpm_mmmlwmm.mpaﬁ
pazaty 3) pa st B un ook e,

memmmdpeacmmmmaammmdmmmmmmm
mmdmmwohN?wMMMMdﬂemusdﬁmuﬁammﬂﬁm
Miconazole Nirate riss=y. Omidazoe, ricorazoerirals nd recisolone , e
NikaHazany Kitpat - Hacypumysaaniy MEOHBO0JY HTDRITY PGSO paA Binp BBy BaHora PO3KKY NDBYHEK Complies (Binnosigac)

Gomplies {Bignceinac)

CRBNBATH 3 YACOM YTRutyaaKHa Ny wikonasony wirpary Ha XfoMaTomaniTacTaIapTHOM
MEWWWEMBMM,MWE

e
mmmmumnmmmmmmdmmmmmmm
reb'ﬁm&rpofpaak[’laﬁsobam hechmx_abgrand!heslaﬂadsonﬁmuﬂertstwmhs
Prednisolone "WOMMWWE“W‘“‘F' R
Npearizonon t!acylpmmammqummmymxpoﬁmapauaunpoﬁoayaauom POYMKY ROEWHEH Complies (Bignosinae)

CNIEN3R2TH 3 YACOM YIWIyEAHHA Nixy npenavnony va XPOMETOrPamita CTaHgApTHCD

wyanmwma%nﬁm&mummﬂpﬁmnﬂummm
NMPEHOGN0HS

NEOTRIZOLE®), vaginal fablels Ne g batch N ENP23012A1 1offz2

bfﬁce : GV Chambers, 7-2-C8 & C8/2, I.E, Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCO85349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Grean Industrial Park, Polepally (v}, Jadcherla {M], Mahabubnagar, IN - 509 301. Talangana, india,

_)57( .0,(,(//9(9,/ 0 A5 ?
& y é?()a .M.M&




Evertogen

Evertogen Life Sciences Limited

HEOTPU30N®, vabnetsn Barinansyl Nz B, cepin Ne ENP23012A1
Average weight / Cepeana maca | 1600mg (1) +5% 1603.832  mg(w)
Not more than 2 tablets ol of 20 tablels may have daviates from Uhe average weight by
Uniformity of ress ’ more than + 5% and none of tablet must not have a deviation of more than + 10%._ -1.39 o
Opuopiasics Mack ’ He Blnbuwse kix 2 1aBrenot ia 20 Tabnetok HOXYTb MaTH BIAXMNEHHA Bl CRpERHLOT MacK +{.4
Bk 2 5% T2 %0013 TAGNETHA HE NUBHHNA MaTH xS lennr Blsite tin 10%.
Disintegration / Poanagauna NMT 15 minutes / He Ginwe 15 xewnun : 588 min, (xg.)
Unifonmity of dosage units / Oavopianicts JozoBanuk GAMEMUE E 7
Omidazole / Qpinason Must cotrespend Pharmacopoeia requirements. / Mae Bignosigand eMmoran Papuakonel 2.8
Miconazole Nilrale / Misonasony wirpar Must correspond Phamacoposia requirements, / Mae BiAnobigam sumoram Gapmakone] 223
Prednisolone / ipeAnizonofi Must comespond Phamacapoeta requirements, / Mae signosinans sumoram @apmakonel 9.85
Neomycin Sulfate / Heoniumry cynsthar Must cerrespand Phanmacoposia requirements. / Mae BIANORIAATH BAMOTEN Papyakonel 4.66
Relaled impurities / Cynpoalnsi somium
2-rnem5nhi'n'dazde12-i.semn-5-|-ﬁmoimi,qaaon NMT 0.2 %/ He Sinsie 0.2 % 0.06 %
Sum of impurities / Cyma oo NMT 1.0 %/ He Binbwe 1.0 % . _ Co010%
Asszy (At balch release) / Kinokicke BaHaYents (12 Bunycr} ’ ) ' L
* | OmidmoesOpigason | 475525 mg ) 85-105%) ‘ 45 mgp)
iﬂmazole Nilrate / Mixonasony witpar 95 105 mg {mr) (95-105%) 101 mgf
i Prednisolone / Mpewisonon 2.85-3.225mg (wr) (95-107.5%) 307 mg{m)
Neomycin Sulfate / Heouiymy cynbthat 64 600 - 88 400 IU (MO) {95-130%) 69407 U MO)

Micrabiclogical test / MikpoGionoriana wictora
Total agroblc microbial count (TAMC) / 3arancHe scho aepoGhiv aikpoopraniania (T, AMC)

§ NMT 102 GFUlg /e insue 107 kvorr <10 CFUlg (KVOIT)
Tolal combine yeasts/moutds count (TYHIC) / 3aransite wkeno apixaxoumx 1@ nnickRBux rpubia (TYMG) .

NMT 10" CFU/g / He Gintwe 101 KYO! r ) <10  CFUR (KYO!)
| Pseudomonas asruginosa Should be absent per 1 g f He AOMYCKAETHCA HAREHIET B 1 r npenapary Absent {BincyHi)
| Staphyiococcus auraus Shau.ld-ﬂe aE;enl p-er 19/ He ponycraereca wasokicrs g 1 ¢ npenapary Absent (ﬁi:,qcﬁm')
L Cantlida ablicans ) Should be absent per 1 g /He ACTYCKAETLCA HARBHIGTS B 1 penapaty Absenl {Bigcyii}

CONCLUSION  BUCHOBOR

The lests are performed in accordanca with MQC of the manwfaclurer that approved by MoH of Ukeaine,
In the gpinion of the undersigned the sample referred 1o above Is of standard quality is defined in the MQE.
I nereby cerlify (hat Iha above information is authenllc and aceurate. This balch of preduct has been manufaciured, including packaging/abeling and quality conlrol at the above-mentioned

site In full complianca with [ha GMP requirements of the local Regulatary Aulhority and with Ihe specificalion available in registration dossier. The balgh processing, packaging and analysis
fecords ver reviewed - found {o be in compliance with GMP, . : i : :

BunpoGysakHa npacenet sinnosigno go MKA BipobHWXa, 010 JaTBepkeHT Hakazom MO3 Yipalhn

o Bucroary HAKSRRIANHCEHOMD, BUllleBXaIaHHA 3pa3cK MAE CTEHRAPTH] NOKBINHKA FXOCTI, NepenBiaqeni MKH, ©

L4 A aaceiy:0, 1o HaBeneHa BUYE THOPMAUA € BOCTOBIDHOK) T8 TOMHOW, Llio cepiio npoayyii Gyno supoBnesa {Bxmtaoum NaKYBEHHA/MAPKYBIHHAY Ta KCHTPONL Ti AKOCIE Ha
BMULEIAHANEHIR BUPOGHHYIR Alnsinyi nposagero ¥ NOBHiR BlAncelfrocyi 3 suroran GMP, seranuenenmmy MICUBEHM PEryRATORHMM DpreHom, a rakox eignosigke so cretpthlrayll, wo
WICTHILCA B peeCTRAUIRHOMY AOCHE. Mpataoxont BapoSHiLTas, nakypan Ta aHaniss Gynu neparnaiyTi - BeTanoeneHo BlancslgHicTs GMP.

! Persem, aulhorizing the hatch re!easeIOcnSa,nlnnoquam,Ha 33_BHRYCK Cepii j
/0y
| osmvasaRo | [ Manogeroa I Yoo 1 [ teosaom
MName { Npizanwe Position 7 Mocana Sigraturd 7 Nignc Dale of signalure / lara_ nignacans

NEOTRIZOLE®, vaginal tahlets Ne g irateh he ENP2301241 2022

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

Factory : Plat No: 5-8, 5-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), iahabubnagar, IN - 509 301, Telangana, India.
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MEPIKABHA CJYIKBA 3 JOKAPCHKIX 3ACOBIB
TA KOHTPOJIO 3A HAPI(OTHRAMH y M. KHEBI
npos. Haail Ceitmraroi, 3, 02099, Ten, (044) 295-26-85

. E-mail: dls kyiv@dls.gov.ua, Kog €JIPTIOV 37079055

BHCHOBOK
- TpO sIKICTH BBe3eHoro B Yipainy JixapesKoro zacoly
08.08.2024 - ' : | Ne 40372/24/26
HEOTPH30QJI®

= (Halivenynasus nikapenkoro 3acofy 3rimno 3 pecerpauiinnm nocBiRgCHHAM)
Tabnerina Barinaasni no 8 Tabxerox y Guaicrepi; mo 1 Gnicrepy B Kaproeuuii xopobui, y
KOMIJICKTI 3 anutikaropom
(tropma Bunycky, Rozysanms, BYY TaKypaHts nikaperkoro 3acoGy)

Houep peectpauiiisoro nocinuenna UA/10674/01/01 CTpOX Aii peceTpauiittoro nocsinuenHs HeOBMEKEHUH
Cepin sixapcsxoro saco6y Ne ENP23012A1 Kinsxicrs Baesenoro nikapcrxoro zacofy 148

Bupobam Esepromxen Jlatid Cacrens Jlimirtes, Tupis
(naiimenynanns pupobunka nikapesxoro sacoby, kpaikna ROXOHEH )

Beeseo B Vipalny Torapucrro 3 06meenoro sitnosinaneuicrio "OPT AHOCIH
JIEL", inenr. xom: 24377666 , .
(natimenyeaang a xox 3a CIIPTIOY 10pHasHof 0coGH 860 npisiuie, iM'A, 10 GaTeROBI

{risnumol ocoBH - nignpremi, T Micue NPpOKUBAIIHA T& peecTpauibiumii nomep oGaironol
KAPTRH MITATHHKA NoAarkis afo cepif 12 noMep niacnopra) '

IlpoToxon sisyansroro konrpomo six 23.11.2023 X 361.0/19.

JlabopaTopuwii ananis sxocti NKAPCEKOFO 3acoby 3xiiicHenmii:

JlaGopaTtopis 3 KoRTpOMO sIKOCT JKapehKEX 3aco6inz TOB "JOBPOBY T-JUKUJIAB" (M. Kuin, -
nyi. Hosropoz-Cisepceka, 6yx.3, HenaTioni UpaEMiInerHEs 92) : e :
(natiMesypanng ta Micuesnaxomens naBaparopil, me nponena naSopatopnuit aranis axocri)

BHCHOBOK (010 AIKOCT NiKapcrKkoro 2acoby, Bupanmii naGoparopieto ein 07.08.2024 Ne 500-23

Peayarrat naBoparopuoro aHaiisy axoeti Jikaposkoro 3acoby sa nepesipeHnMyU nokasHukaMK BITITOBIAAIOTE
BHMOTaM METORIB KCHTPOJIIO SKOGCT] (aHaniTITIHO-HOPMATHBHOT FOxyMenTaxii).

38 pesynTaTaMu  JAepKABHOrO KOHTPONIO ECTAHOBAGHO, 1IN0 Jnikapchipii 3aci6 Bmescno B Yepaiuy 3
JOTPMMAHHAM BHMOT 3aKOHONABCTRR mone sabesneyeHs akocTi i

Muxona XOJIOAEHKO

(nignuc) _ (iniuiany a npissinue)




AEPIKABHA CIIVIKBA 3 IKAPCLKIX 3ACOLBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA y m. KHEBI

npos. Hanii Caitmuanod, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox EJPIIOY 37079055

BHCHOBOX -

1IPO SAIKICTH BEE3EHOr0 B Yxpainy nixapericoro 3aco0y
08.08.2024 Ne 40373/24/26T1
HEOTPH30JI®

) (natimermyBanus nikapcskoro 3acoly srigHo s peecpauifinny nocsinyenmn)
TabaeTy Barinansui o 8 Tadieror y SaicTepi; mo 1 Gnicrepy pazom 3 anyikaropom y
' KapTouniii xopolui
{(dopra sunycky, AO3YBAHHA, BUJL NAKYBAHHA NIKAPCEKOro 3ac0Gy)

Howmep peecrpauititoro nocainuersa UA/10674/01/01 CTpOK Al peecrpauiiitoro noceimenna HeoBMeKREH M i

Cepix nikapcskoro zaco6y Me ENP23012A1 KinskicTs BBe3enoro nikaperkoro sacoBy 24024

Bupo6unk Esepromuen Jaitd Cacacus Jimiten, Innis
(BeiiveRynanHA BHPOOHHKA nirgapcr,koru 3acofy, xpaiua ROX0jGkemn)
Beezeno 8 Vipainy Tosapracrso 3 oGmekenor Binnosinaneuicrio "OPTAHOCIH
) JITI", inent. xom: 24377666

(natimenynanns ta xog 3a €JIPIIOV lopagutHoi ocofn abo npiseuue, iM's, Mo GaThioni
(isnunot ocobn - njanpuemny, if Micue npoxueaxmT Ta peecTpauiiiHuii noMep obnikonat
KapTIRH NAATHUKA nogaTkis a6o cepin Ta HOMC] nacnopTa)

HpoToxosn sisyansmoro kourpono sin 18.04.2024 Ns 1355/4,

3a pesymeraTaMu  HepiaBHoro KOMTpOINO  BCTAHOBNEHO, IO JikapcskMii 3acib sseseno s Ypainy 3
AOTPHMAHHSIM BHMOT 3aKOHOJABCTES MO0 3a6e3nedeHna sxoeTi nikpebkix 3aco6in,

Hagansrm e Murona XOJIONEHKO

(mianmc) (inivdany ta npisauie)
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