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CERTIFICATE OF ANALYEIS OF THE END PRODUCT

GYNOMAX VAGINAL SUPPOSITORIES MANUFACTURING DATE 03.06.2025 !
Tarkazkay / Tekirdag, Turkey 7 EXPIRY I:AT_E 31.05.2028 ‘
- - 260274 T SAMPLING DATE 15.|:‘|$.ZDZE -
T 4000002TESS EXAMINED BY Salih TURHAN j
T 100242 CONTROL METHOD t 7T pecmoan B |
Ruesia STWGE CONDITIONS - Al tamparsiure % 25 °C B - |
GMPEAEURU 14282028

BATCH SIZE

PARAMETERS

Dascription

Thiaconazola and

7.0582 Packagas GMP CERTIFICATE NUMRER

Walid from 27.06.2024 1o 26.06.2027

SPECIFICATIONS

Methad; Visual Inspection

Yellewlsh vaginal suppasitorlas wiib flat body and rounded tip similar 12 iruncalsd sliipse and round

facass ai its tungaled shie,

Method: HPLC

The raiantion tima of the pamcupel peak in the chmmalog'a'n af the 1e3t sahilen skauld meal the
raigntion time thi end fini onthe of tha etandard salutian,

Msthod: Gravimatry. Ph. Eur.

RESULTS

' Yallowish vaginal suppesitonas with flat bedy and roundad tip simier to truncatad
linss and rourd ratess el its ransated sida.

In the assay loat man paaks rafantion lime a1 the sl solution chrometegram
ehould carfarm 1o fiocanazola and tinklezole peak ratentlon time el standard
salutien chromategram.

251F my ‘

Aomrege weight - —
2500 mg £ 5 % [ 2376 Wy - 2625 mg)
Mathod: Gravimaty. Ph. Eur.
Unifarmity of mass
(2120125 % Cenform
| - _ L Agfze) 0%
. o Molhad: Visual inspection. Ph. Eur.
Diginlegration fme  -— - — 7 min
NMT B0 minum
Mathod: HPLG
Unitormity of dosags T |
- 2.0
uriis Accaptance valus (AV) 3 L3 (L1 < 16.0) Tleconazote I
. Tinidazole |1s o
Method: HPLC
Agzey Tiocanazols (0.0 110.0 ] mg (0.0 % - 110.0 %) of the Iabel cialn 1006 mg
Tinldazols {135.0 -166.0 ymg (90,0 %~ 110.0 %} of the label claien 151.3 m
Methad: HPLS
Ity & NIT1.D% Not Detacted
limpurity & NMT. 1.0 % Not Datactad
Tlacenazole |mpurity G NMT1.0% 0.04 %
Any ofher impurity HMT 0.2 % 0.05 %
Related subsiances Tats| impuritias HMT 3.0 % 917 %
Iinputity & MMTO5 % Not Datactad
Impurity B NMT 0.5 % Not Datacted
Tinidazala Any cther impurily NMT 0.2 % 011 %
...... — i ,
Tatel lmpurities NMT 1.0 % 011 %
- — |
Total Aerchic Microbisl Count <10%cfuig <100 efu ! g
Tetal Yoast snd Mok Count 10" efurg <10 cfufp
Micronal qualily c:‘:icu? 2 Absanoe Candida athicens absanes f g net found f q
Angance Staphpaconeus auwsus absanee /o nolfound /g
Absence Pseydomoias Aorugimast absane £ g notfound /g
Py 7 positorss in 8 PYCILDPE strip. 1 sidp along wilk petient informatlon leatlet in @ carton, T suppasitanes in s PYCILOPE srip into & candbonrd box along wilh 1ha leaflel.
The foilowlng Informatlen 15 Indleatad ot tho sirip In Russisr: Trade neme of tite
0 the strip bz Rustian: Trade name of the drug product, dossgs forn, logatypa of e A4 drig product, dasage form, lagalpps of the MA hulder fin Lalie sharacters), names
hatder {in Latit charpeters), nemas and cantent of achive substances, baich numbar, expiry dafe. snd contant of active aubstances, bateh numbar, expiry date.
On the carton in Russlen: Trade narne of the medicinel producl, generic nama, dosags form, The following infarmation 12 indlcated an the certon in Rusetan; Trade nama
compoeition {namaa and cortant of aclive aub [ Itory, list of axclpl aumber of |of the medicinal praduct, gereric nams, strength, dosage farm, composition
suppusitories par packega, name, couniry end lugoiype {ln Latin char’scﬁar‘s) of the MA& Ralder, {rnames ard centen! of active ear itory, et of excipi
Drug lataling name ey and cuhitty of Lhe fact shxag P g conditions, rumbar of supposioes pt.\rpacksge, name, country ind logotype (in Latie
i har aedicn: "antlk ial", " gl I, "anlifungal’, preceulicrary rotas: *Reed tha characters) m‘tﬂe MA holdsr, nams, ity and counlty nfmemamfacrww, slorage
i ! enclosed leafiel hafors usa*, Do nat use ¢ after the expiry date", "Kewio aut of reach of chlldran®, Jo g Bction; "sntib
batsh humber, menufacturing data “exp.:", barcods, regiatration numkar, the intarnal if i ", “antifungal”. b fonary rotes: "Road the snclosed fagle hafors
cadg{3) of package ardior modisinal nmuucl (manufacturing codes may shange dus ta intarnal 56, “Do not ues after the sXakry dale’, "Keen aul oF reach of chilthren”, storage
ing raasonal. can be applled to manlior the mavement of tha cordifions, kateh number, wesudsciunig data, "sxp.", bercoda, regiciration
medicinal product from the manufaciurer to tha snd user {by printing or sticker mathad), rumber, the intersal marwfasturing code of packsgs, The date matriv ia printed on
the packsgs.
The product balch mests the requirementa of MD: NN-000007-251022, var, 1-2
Registration certificate number, fN-000007 20.10 2019,
Active ph | di Ti le; Bedsh Me: 2500083 Ootimuz Drugs Privata Limited, Indie; - Tinidazols: Batch No: 2500184 Aarti Drugs Limilsd, Indis;

:Storaga conditions: Al 8 tampereiem not exceading 25'C

.F_Kp.[}ela: 3 yoars
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Cahran MesR 200

o Ho 12
‘ Exeltis CEPTDIAT AHATMSA MOTOBOMS NIPOAYKTA
HAZBAHAE MPOAYIEA FAFHOMAKC CYNNOIUTOPUA BAMMHAMNBHEIE __RATA anchn(:TBA 03.06,2023
" MECTO MPOWISOLCTEA YepreskeR / Texnpaar, TypuER TOOEH G 31.08.2028
CEPWA N2 250274 AATA OTEOPA O5PAILCE 13.06.,2625
KOHTROAE CEPUA Mg 4NeDI027E5E MPOBEPEHOD Sallh TURHAN )
KO NPORYKTA 100212 KOHTPCNEHLI METOR He FP.CM.0301
’ TRAHA POCCIA YCIIGBUA XPAHEHAA Nph TeMnEpATYPE He Brwe 2§ °C
" CMPEAELVRLA428-2024
KONANECTBO 7.082 ‘Ynaraere HOMEP CEPTHEMKATA GMP edTBMTanes ¢ Z7.06 2024 No 26,06 2027
NOKAIAYEAM ’ HORHE: PESYNLTATS!

MeTan: BuzysneHsiii JRBATERATORS UBCTA LYANCAKTURMM & MNACKHM TENOM B BAAE YORYSHHCTD
OnKcaHte i

annunca ¢ KOHYCR M Ha
GTopoHE.
JKaITTORATCrO UReTS CYNNCAKTOEMA & ANGCKIM TENDM B BWAE YORMEHHOND SIAMACE C SSKAYENE HHAM KCHLDR W
YIRYGNGHAGH M YEaUeHHOM TopeHE.
MaTag: REH (AGHOBPRREHHSD G KGMAYZETESHHEIM GPSARNEHUE ]
RONHMHOCTS : - - - BEAIACHE Y1 EMAREHHA CCHOBMLE OB HE XPOMATCrEaMie
i
o EpemeHa yAES MO8 Ha X PEIIE HCLTYE WOTD DACTEORE AOMRLH COUTRRTCTR0RT, | WOTT¥SMOrT PACTIBAPD, COTRETIIBYET BPEMAHEN HEMUERET 2Ikes
o . ; nuioe 165 ¥ THHIE: Ha p P PTHOIY PRACTEGPE. a n ASHTHETS

MeTop: Beconoh EBp.d.
CPefHSR M3CoER . 2517 wWr
2500 M2 5 % ¢ 2375 MI - 2635 W)

Meron: Becopon EBp.d.
DHCROHOTTE 110 MEREE - 2490 wa Gonae + 5 % COOTBRTCTEOBATE
——— 020 we Gories 10 % ]
MeToy: BuayansHoii. £Bpo apu
Pacnzgaemocrh T oA,
He Gonee 60 MuH.
MeTon: BIHX i
HOPOAHGCTL
T;!“::‘;a"m THOKOHAXON 20
KQstbhMUMEHT FRUStMnemMorTit AY - He Gones 15 ANS 10 CyNNOsUTORMED. _—
TuHWnason 1.3
Me'n:u: Bj)"’}{
BEHREE TwanoHason or ‘!0 U %Ao 1100 % or KGMMSECTRA T) 190.6 ur
THHHAZEDN = 50,0 % po 1100 % ot C KONV BCTEE TI 151.3 ar
Meaon: BEHX
TlpaMEce A He Gonee 1.0 % HE OOHaRYMEHD
Mpamecs 8 Ha Gonee 1.0 % He oHapyweHe
Ttocanazole Mpamecs C 14 Gomee 1.0 % 004 %
ok 2 NEvMeCh Ha Gange 0.2 % .05 %
POyCTEEHBING NRHMES) —_ —
Cymma npamece i IHa Gonee 3.0 % A7 %
anMBﬁb A D—b ﬁmue 0.5% He COHAPYMNEHD
Mipimece B Ha Senge 0.5 % He CEHAPNEHO
TyHHAEON -
10 HEHAEH OBEHHEA nnvmech Hc Smeeu 2% 011 %
CyMuMa npnmeuan 1% Gunee 1.0 % B1%
OBIEE HCND AIRCTHBI MARBEORISHNIMGD Fie Benee 102 KOEN < $00 KOE 14
DIAE HHASD ALTHRE BblX M NIBGHB BRIX IDRECE - HE B . - . - T
4 <10 K
fionee 10 ' KOEK %40 TRQE T 1CKOE /1
Il dpeTaT sy z OTeyieTehe Candids sibicens BOMAAEE OTCYTCTE0RATE 6 1T He Haleh
OreyieTeus Staohplococous SurBys AOMARE OTC)TCTROBATE B 1T He Hainek
OTEYTETBME Preudononas Beriginass ONHHEA OTCYTCTROBATE & 11 k¥ Hainet
Vnaoats Me 7 cynnoawropree B CTpUN2 wa NBXMISHT. Mo 1 STRUY BMECTE © MHETPYKLWEN N NEMMEHE HWG B NZUKY Ma 7 cynnaaurapaes & cipmne na FBXIME-TL M2 T STEaNy BuecTs ¢
KACTCHHYH. VIHGTRYRLNE I G NPRIMBHEHHKY B NEMKE RAPTOHH
i CTRANE 33 PYeckom ASHKE YRAIBHD: TOIMCECE HENMEHLGAHIE
TPENINETA NEKARCTEE HAA ¢opna, [GFDThN KIPHAWHECRAMG nm.yu HE UMA
KATAROra BhEHD PY (Ha
FIS SPIOIIES MO RYECNOM SIBME YXAILIG2M0M! TOPFCACE HAMME HOBAHKS NPENAPATS, NBKIPCTBE HHYEG qaopw "Unewg;:;c?:msmmn! ““c“ HEMER GERVK, [FTE ORO qa""’ H
hebermposit s oere. waaop certn, Aovy cncersmen shona e i bl S A
A ioL “ P Gepeti, RaTy A Npenapara, rpynnapoBcHHGE Hauueuoaaﬁue DOBHPCEHR,
Ha i AaYKe Ha RILIKE S TOProace 3, TPYNNWADECHHCE Ma, GOCT2B |
1 HHMPMEHHB
HEAHMEHCESHIE, JOSMPCETRY, NERAPCTOEMHYIO GopMy, cwcran " BEUECTD nemmywuwx nf&ems wnno‘amopu-q | ynakonke,
B 1 GYancauToRNg, 3 B ynakosie, o
Maprkpoess HIIBFHUE, HATCTHN (Ha REATHHALE] | crpavy ENA PY¥, ycnneuﬁ FCNCEH :j::;:‘_;e n:y“;gi:“;::‘::"’q c:ﬂz::c;ga;ﬁ; npwsammenu
OTNytR, BAPMANLACTAITCREE AEHFTENA: "N{CTHEOMAKROBHEE". "N paTW LA CTCARAIGE", "D Bt ", U Y,y neiﬁ?-raue p);_muwm ’[. ot
fipeAYNDERUTENEHES HARNMGK: “Mepen np #Ch & NP MHCTRYRUAER”, "He " e Brasca”, e AMTENBHbE
MCNGNEIOEETE N0 HETEYE HHE SROES MR HOSTI", "KREHUTE B HEAOCTYNIHOM N8 JeTesk MecTe ", DME R GERMU, AFTY "mac.’?-p.-,t:r::m"m WMEW.W e F:?ll}‘TID o i
NpOWASTASTER, ASTY CKOHYEHWE CPOEA MIHOCTY, WTUX-ASE, Pe MACTPELMCHHSIA HOMBD, BHYTRR HAA e ) . an e o e -
B ! RHCTPYRLMES ", "He MGNGNBICRATE N0 WOTRNEHUA CPOKS TORHCCTR.,
TEXHHUECAMHE | Wbl ¥ HAMFH [ e Kb 1Ty DO BHYTREHEMM MPHUMERT Lo T NHOM AR G2TedA MECTE, ”, HOND ¢, ATA
NPWSDORGTRA) MOoKET ﬁhl'lb L] 1A B9 & NEKAPCTBEHHOTO , nara enara . LLTpH-HeA,
Np2napEnA OT NRAKZELWTENRA 40 KDHEYHOUC NOTREGRTENA {METOQOM BENSTH W% r’lmepnaa.—mn} DerMcha R HOMEE, Ha YNZoiCaRy HAHEGEMDI
EHYTEMNECAIBORGTEENH B KORH, KOHTPRVIBHIR (vp.bn'rnﬁ)maqmonkbm]
2HER RR MDHATD 5 Hs
YMIARCARY HAHBLEHE AATE MEPTIKT METOLD [RYETH.
. T coT- Tt T CepWR NE2ANapaTa COUTBETCTBYET TLEABSHIAM jKesemHEm B ] F-000007 261022, vam 12 -7
i _ Home: Per OHHIN D (ICCTCRE e WA, NTEHI000T &T 20, $0.2010T.
ARTHEESA PIPMAUSETHYE Gham CYBETaHYR, T) N ceprR: 2500053 Onrusac Opars NpameeT UMW, MHAKA. THHRAESGN CepuA: 2500154 AapTh [iRarc NuseTen, MHakd.
iXpareHue Mpw TEMNBpaTYPe He Brwe 25 °C
ch:'JK MOIHCCTH - H T - T T T —_ i
CneumanicT na ¥SHTpamn Npoeepavo Cnobpera
E2HECTES . ) Poaynsrave:
. - - GUOBPEHG
LA . !
i . Y R i =
B : L o OTKNGHEHD
:!/ v A
L ) FLY A S oL - — -




