‘ Exeltis CERTIFICATE OF ANALYSIS OF THE END PRODUCT
PRODUCT NAME GYNOMAX VAGINAL SUPPOSITORIES MANUFACTURING DATE 07.04.2025
MANUFACTURING SITE Cerkezkoy / Tekirdag, Turkey EXPIRY DATE 31.03.2028
BATCH NO 250166 SAMPLING DATE 10.04.2025
CONTROL BATCH NO 40000027479 EXAMINED BY Naile 6ZTURK
PRODUCT CODE 100212 CONTROL METHOD Ne FP.CM.0301
COUNTRY NAME Russia STORAGE CONDITIONS At temperature < 25 °C
BATCH SIZE 6.491 Packages GMP CERTIFICATE NUMBER Valic? ¥01E5E3£32?22;23622027
PARAMETERS SPECIFICATIONS RESULTS
Method: Visual inspection
Description Yellowish vaginal suppositories with flat body and rounded tip similar to truncated

Yellowish vaginal suppositories with flat body and rounded tip similar to truncated ellipse and round
recess at its truncated side.

ellipse and round recess at its truncated side.

Thioconazole and

Method: HPLC

In the assay test main peaks retention time at the test solution chroma(ogram

The rstentlon time of the prlnclpal peak in the chromatogram of the test solution should meat the

should conform to and peak time at d:
solution chromatogram.

time on the of the dard solution.
Method: Gravimetry. Ph. Eur.
Average weight 2510 mg
2500 mg £ 5 % ( 2375 mg - 2625 mg)
Method: Gravimetry. Ph. Eur.
Uniformity of mass
220):5% Conform
(0/20) £ 10 %
Method: Visual inspection. Ph. Eur.
Disi ion time 7 min
NMT 60 minutes
Method: HPLC
Uniformity of dosage N
its - T 0.9
uni Acceptance value (AV) < L1 (L1 = 15.0)
Tini 2.7
Method: HPLC
Assay Tioconazole (90.0-110.0 ) mg (90.0 % - 110.0 %) of the label claim 99.9 mg
Tinidazole (135.0 - 165.0 ) mg (90.0 % - 110.0 %) of the label claim 151.9 mg
Method: HPLC
Impurity A NMT 1.0 % Not Detected
Impurity B NMT. 1.0 % Not Detected
Tioconazole impurity C NMT 1.0 % 0.01%
Any other impurity NMT 0.2 % 0.06 %
Related substances Total impurities NMT 3.0 % 0.15%
Impurity A NMT 0.5 % Not Detected
Impurity B NMT 0.5 % Not Detected
Tinidazole Any other impurity NMT 0.2 % 0.03%
Total impurities NMT 1.0 % 0.03 %
Total Aerobic Microbial Count <102cfulg <100 cfu/g
Total Yeast and Mold Count <10"cfulg <10cfulg
Microbial quality C:‘:gE‘L?’ 2 Absence Candida albicans absence / g not found / g
Absence Staphylococcus aureus absence /g not found / g
Absence Pseudomonas aeruginosa absence / g not found / g
Pack 7 suppositories in a PVC/LDPE strip. 1 strip along with patient information leaflet in a carton. 7 pessaries in a blister into a cardboard box along with the leaflet.

On the strip in Russian: Trade name of the drug product, dosage form, logotype of the MA
holder (in Latin characters), names and content of active substances, batch number, expiry date.

On the carton in Russian: Trade name of the medicinal product, generic name, dosage form,
composition (names and content of active per itory, list of i number of
suppositories per package, name, oountry and logotype (ln Latin characiers) of the MA holder,

The following information is indicated on the strip in Russian: Trade name of the
drug product, dosage form, logotype of the MA holder (in Latin characters), names
and content of active substances, batch number, expiry date.

The fc i is on the carton in Russian: Trade name
of the medicinal product, generic name, strength, dosage form, composition
(names and content of active per itory, list of excipie

number of suppositories per packege, name, country and logotype (in Latin
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Drug labeling name, city and country of the : storege
action: "antib ial", 1", i ", y notes: "Read the characters) of the MA holder, ‘name, ctty and country of the menufac!urer, storage
enclosed leaflet before use", "Do not use after the explry date", “Keep out of reach of children", action: "
batch number, manufacturing date "exp.:", barcode, registration number, the internal i “ y notes: "Read the enclosed Ieaﬂet before
oode(s) of package and/or medu:mel produc( (manufacturing codes may change due to internal use" "Do not use after the exp/ly date”, "Keep out ofreach of children”, storage
ion can be applied to monitor the movement of the conditions, batch number, manufacturig date, "exp.:", barcode, registration number,
medicinal produm from the manufac(urer to the end user (by printing or sticker method). the internal manufacturing code of package. The date matrix is printed on the
package.
The product batch meets the requirements of ND: JIN-000007-251022, var. 1-2
Registration certificate number: N1M-000007 20.10.2010.

Active phar dient: Ti Batch No: 2401412 Optimus Drugs Private Limited, India; - Tinidazole: Batch No: 2500164 Aarti Drugs Limited, India;

Storage Ata not ing 25°C

Exp.Date: 3 years

QUALITY CONTROL ANALYST CHECKED BY APPROVED BY
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s KapTOHHYIO. MHCTPYKUER NO NPUMEHEHMIO B NauKe KapTORHOM.
Ha cTpune Ha pycckoMm A3bike YKa3aHO! TOProBOe HauMeHOoBaHWe
npenapara, nexkapcreeHHan qaopma, I0rOTHUN KOPUAMYECKOTO NULIA Ha UMS
KOTOPOTO BbiAaHO PY (Ha "
Ha cmpune Ha p A3bIKE Toprosoe NeKapeTBEHHYI0 hopMY, it HOMEp Cepum, AaTa OKOHYaHUS
norotun nopnnuuecxoro NUL@ Ha UMA KOTOPOro BbIAGHO PY (Ha [ CpOKa roAHOCTH.
AEVICTBYIOLYMX BELLECTB, HOMEP CepyM, AaTY OKOHYAHUA CPOKa ronnocm Ha KapTOHHO NaYKeHa PyCCKOM f3blIKe YKa3aHO: TOProBoe HaMeHOoBaHue
Ha i nayKe Ha p; A3blKe penap q;opl;;. cocTas (Haw n 7 Ly 8
HauMeHOBaHue, Aosupoaxy, nexapcrsennyno dopmy, coctas (i [ 7z 1 opuu, oro
81 op! m ), Kor pves B BO opues B norotun (Ha
Mapkuposka HasBaHve, norotun (Ha naTuHuue) crpany PY, ycriosus ycnosus ), cTpaHa ya PY, ycnosus
oTnycka, 8 o30iHoe", " ) yenosus amycna daapmaxoncruuecnoe ReicTame:
npepynpeauTenbHble uaAnucu I‘IepeA n", "He P P s
0BaTh NO ", "XpaHuTs 8 Henocrynuom AnA peten Mecre.”, Homep cepum, pary "Mepen Tech ¢
NpoU3BOACTBa, AaTy oxouuauue cpoKa FOAHOCTH, WITPUX-KOA, PEruCTPaLMOHHbIN HoMep, suy‘rpenm(ue) 7 uven”, "He no cpoka
n(ne) koa(sl) W/unn NpoayKTa (TeXHU4ECKNe KOAbl MOTYT MEHATLCA NO BHYTPEHHUM NpUYUHaM roauocm ", "XpaHuTb B HercTynHoM ANA peTen mecTe.", HOMep cepuu,
NPOM3BOACTBA). [IONONHUTENBHO MOXKET BbiTh ANS MOHUTOPUHTa p 0| para np par: GpOKa FOAHOCTM, WTPUX-KOA,
ot no (MeTOROM NeyaTy UNk CTUKePOBaHNS). p " HOMep, Hay y
yTpUnp: 1 Kogbl, HbIA b1i)
3HaK N7 MOHUTOPUHTa penap . Ha
YNaKoBky HaHeceHa AaTa MapTUKC.
Cepus 1 a cooTBeTCTBYeT TpebGoBanmam, ykasaHHbiM B HI /IM-000007-251022, nam. 1-2
HoMep PeructpauymorHoro yaoctosepenus: fIN-000007 or 20.10.2010 .
nyeckan ums: T cepus: 2401412 OnTumac [parc MpaitseT Numuten, UHpusa. TuHuaason cepus: 2500164, AapTu [parc flumuten, UHaus.
XpaHeHue : Mpu Temneparype He Bbilwe 25 °C
CpoK rogHocTH : 3ropa
CneynanucT RO KOHTPONID MposepeHo gvﬁe n1
3 - PeaynbTath!
De Weﬁ’fﬁLuéaetﬂ | PEHLIVAN ¢l KO iy
’ K i ord
Kid A alite Kontrol Midirll . HI:‘E/GQV ce K ('rdlnatoru g OTKNOHEHO
ua ~oordinator
Sedi8ratiiv Control Scecuzﬂé{a“iv Cantrol Manager
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CEPTUGUKAT AHAIIU3A FOTOBOIO NPOAYKTA

Dokiiman NoAR.00614
Rev. No: 12

HA3BAHVE NPOOYKTA FAVHOMAKC CYMMO3UTOPWN BATUHATbHBIE OATA NPO3BOACTBA 07.04.2025
MECTO NMPOU3BOACTBA Yepxeakein/ Tekuppar, Typums FOOEH OO 31.03.2028
CEPUS Ne 250166 OATA OTBOPA OBPA3LIOB 10.04.2025
KOHTPOJb CEPUW Ne 40000027479 NPOBEPEHO Naile 62ZTURK
KOO NPOAYKTA 100212 KOHTPONbHbLIN METOR Ne FP.CM.0301
CTPAHA POCCUR YCnosua XPAHEHUA Mpy Temneparype He Bbilwe 25 °C
GMP/EAEU/RU/01428-2024
KONWYECTBO 6.491| YnakoBok HOMEP CEPTU®OUKATA GMP [LleiicTautenen ¢ 27.06.2024 no 26.06.2027
MOKASATENU HOPMbI PE3YNbTATbLI
MeTon: BusyansHem
useta P C NNOCKWM TenoM B BUfje YCeUeHHOro
Onvcanve ¢ 3aKp KOHLIOM ¥ yr Hay 1 CTOPOHe.
XKenTosaroro useTa pUY ¢ Terniom B Bupe y ANNANCA C 33KPYTIIEHHBIM KOHLIOM 1
yrny6neHnem Ha yceyeHHOM CTOPOHE.
MeTa: BOXX (OJHOBPEMEHHO C KQMU4ECTBEHHDIM OfpefiesieH1eM)
NUKOB Ha Xp
T"fft?"a;?n" MUKOB Ha Xp i~ UCTIbITYEMOro p LOMKHbI COOT TMC"HTYEMOWMT P W‘;a YeT ::xo:
A nukos ] Ha XpomarTorp {RAPTHOTO P P x = it e ra
MeTopn: Becosoin. EBp.®.
CpepHsis Macca 2510 Mr
2500 Mr £ 5 % ( 2375 mr - 2625 mr)
MeTon: Becosoin. Esp.®.
ORHOPOAHOCTL NO Macce 3750 e Bonee £5 % COOTBETCTBOBATL
0/20 He Gonee + 10 %
MeTon: BuayanbHbiit. EBpo.®apm.
F b 7 MUH.
He Ganee 60 MuH.
MeTog: BXX
o‘:’;:’:’fu"::;b TuokoHason 0.9
Ro3up KoahhuumeHT npuemsiemMocTut AV - He Gonee 15 4ns 10 cynnosuTopves.
Tunupason 2.7
MeTop: BOXX
Konuyecteentoe TrokoHason 07 90,0 % go 110,0 % or 0 Kor 99.9 mMr
TuHuaason 01 90,0% A0 110,0 % of o 151.0 wr
MeTon: BOXX
Mpumecs A He Gonee 1.0 % He oGHapyXeHo
Mpumecs B He Ganee 1.0 % He OBHapyXeHo
¥°°°"°z°'° Towmecs C He Gonee 1.0 % 001%
A npuMech He Ganee 0.2 % 0.06 %
PoacTBeHHble NpuMecy
Cymma npuMecei He Gonee 3.0 % 0.15%
Mpumecs A He Gonee 0.5 % He oBHapyxeHO
T Mpumeck B He 6onee 0.5 % He oGHapyXeHo
A npumech He Gonee 0.2 % 0.03%
Cymma npumecei He Gonee 1.0 % 0.03 %
O6ee Y1CNO A3POBHBIX MUKPOOPraHH3MOB He Gonee 10 2 KOE/T <100 KOE /1
OBlLyee YUCNO APONOKEBbIX U NNECHEBBIX FPUBOB - He B
Gonee 10 ' KOE/r <10 KOE /1 <10 KOE /T
MUKPOBHONOrMYE CKas YMCTOTa KE?B':%‘“ 2 OreyTetame Candida albicans AOMXHbI OTCYTCTBOBATS B 1 7 He HaigeH
OtcyTeTeue Staphylococcus aureus ACIXHb! OTCYTCTBOBATL B 11 He HaipneH
OtcyTeTeue Pseudomonas aeruginosa AOMKHbI OTCYTCTBOBATL B 11 He Haiigen

Mo 7 cynnosutopues B cTpune 13 MBX/MAHMN. Mo 1 cTpuUny BMeCTe ¢ MHCTPYKUMEN NO NPUMEHEHHUIO B NauKy

Mo 7 cynnosutopues B cTpune us MBX/MAHM. Mo 1 cTpuny BmecTe ¢

2305, 2275

27 VL



