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Ty CERTIFICATE OF ANALYSIS OF THE END PRODUCT
PRODUCT NAME GYNOMAX VAGINAL SUPPOSITORIES MANUFACTURING DATE 17.08.2026
MANUFACTURING SITE Gerkezioy / Tokirdag, Turkey EXPIRY DATE 28.022020
BATCH NO 260151 SAMPLING DATE 27032026
CONTROL BATGH NO 40000028577 EXAMINED BY Naile 5ZTURK
PRODUCT CODE 100212 CONTROL METHOD Nt FP.CM.0301
COUNTRY NAME Russia STORAGE CONDITIONS Attemperaure 525 °C
GMP/EAEURUN1426-2024
BATGH 828 0058 Packages (GMP GERTIFICATE NUNEER Valid from June 27, 2024 to June 26, 2027
PARAMETERS SPECIFICATIONS RESULTS
Method: Visusl
Yellowish supposttories with a fia body in the form of a truncated elipse with a rounded end and a depression on the truncated side. Yollowish veginel - sqpasi ook A i
Identification — In the assey test main peaks refention time et the test solution chrometogram should
i and conform to i d tinidazole peak retention time st standerd solution
tinidazoie The retention times of the mein peaks n the chromatogram, oblsined with tha test solution should correspond times of the peaks of t chromatogram.
tinidazole in the chromatogram, oblained with the sendard solution.
Method: Weight method. Ph. Eur.
2488 mg
ot 2500 mg £ 5.0 % (2375 mg - 2625 mg)
suppository and the
untformity of mass 2120 — ot more than 5 %
0120 — not more than + 10 % Conform
Mthod: Ph. Eur.
Time 7 min.
NMT 60 min.
Method: HPLC
30
I
The ecceptance value (AV) for 10 suppositories fs not more than 15 (L1 = 15);
Uniformity of dosage
units Ifthe acceptance value (AV) for 10 suppositories is > L1, carmy out the test with an additional 20 suppositories (L2 = 25.0):
a
the acceptance valus (AV) is < L1 and [Pinicagole i
b)
0.75101.25 M)
Method: HPLC
Assay Tioconazole 90.0 % to 110.0 % of the label claim 1017 mg
Tinidazole 0.0 % to 110.0 % of the label claim 1519 mg
Method: HPLC
impurty A Not more then 1.0 % Not Detected
\mpurty B Not more then 1.0 % 003%
e Impurty C Not more then 1.0 % 005%
single unidentifed impurity Not more then 0.2 % 0.02%
Impurities Totel impurities No more then 3.0 % 042%
impurty A Not more then 0.5 % Not Detected
Impurty B Not more then 0.5 % Not Detocted
Tinidazole single unidentified impurity Not more then 0.2 % Not Detocted
Total impurities Not more then 1.0 % Not Detected
Total aerobic microbial count Not more then 10 % CFUlg <100 clu/g
Total yeasts and molds count is not more than 10 ' CFU/g <10'CFU/g <10cfu/g
Microblological quelity C’g‘h‘ﬂgz 2 Candida elbioans should be absent in 1 g not found /g
Staphykoooccus sureus should bo absent in 1 g notfound /g
Psoudomonas aeruginosa should be absent in 1 g not found /g
7 ftories per siip mads of POy i i (PVCILDPE). -~ — :
Packaging e e oy 7 suppositories in & PVG/LDPE strp into a cardboard box along with the loeflet.
Labeling In accordance with section 1.3.2 of module 1 of the registration dossier LP-N(010962HRG-RU) from 16.07.2025. Complies with Expert Repot deted 14.07.2025 No. 17458 (Sequence 0002)
The product in the ND: I (PF-RU)160725 (0002)
Marketing Authorization number: JT-N&(010962)-(PT-RU) dated 16.07, 2025
Active pharmaceutical ingredent: Tioconazole: Batch No:2600044 Zhejiang East Asia Pharmaceutical, China ; - Tinidazole: Baich No. 2501160 Ati Drugs Limited, India;
Storage : At tempereture not exceeding 25 °C
Shelf ife iSyeas s "
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o o CEPTUGUKAT AHAIM3A TOTOBOTO MPOAYKTA
 HAJBAHME NPORYKTA o TAVHOMAKC CYMMOSUTOPHY BATIHATIbHBIE DATA POMSBOACTBA S 1703208
MECTO NPOH3BOACTBA Uepesein/ Texupper, Typuus TOREH A0 28.02.2020
CEPUS Ne 260151 [ATA OTEOPA OEPAILOB 27.03.2028
KOHTPONb CEPMM Ne 40000028577 NPOBEPEHO Naile 6ZTURK
KOR NPOAYKTA 100212 KOHTPONbHbLIN METOR Ne FP.CM.0301
CTPAHA poccHs YCNIOBR XPAHEHMS Tipw TemnepaType e Bie 25 °C
GMP/EAEU/RU/01428-2024
KOMMYECTBO 6.958| Ynaxoeox HOMEP CEPTUOHKATA GMP TlevoTnrenes o 27 06,2024 10 26,06 2027
TIOKASATENN HOPMB PESYNLTATH!
MeTon: Busyanssiit
Onmcanme fnocKm YoeuenHoro
anmnca KoHUOM W
Tenom & suge Hay,
Meton: BIXX
pe nuroe Ha
ey pe R Spewenam yneprBa D w | pocreope Speweram iged
MeTop: Becosoit Eep.0.
2486 r
2500 ur £5,0 % ( 2375 ur - 2626 wr)
Macest
2720 e Banee £5 % Bosams
0720 e Ganee £10 % cooseTorT
MeTon: E2po.Oapm.
7w
He Ganee 60 .
MeTon: BOXX
1) THoxoHason 3.0
(AV) anm Ganee 15 (L1 = 15);
2)
‘OAHOPOAHOCTI AOIHPOBANHMIX CANUL Ecnn W) st S, 2=250)
a)
KooAMLMNT NpUEMNBMECTH (AV) S L1 1 Tunuaason a1
B0 enuHML HAXORSTOR B Avanasoe of 0,75 10 1,25 onopHor sHaveHs (M)
MeTon: BOMX
KonusecTBenHo® onpegeneme Troxowason o790,0 % 20 110,0 % OT 3aRBNeHHOrO KoMMuECTBA 101.7 wr
Twawnason O790,0 % 20 110,0 % oT saABNEHHOrD KonudecTER 1519 wr
MeTon: BIXX
Npwmecs A He Gonee 1.0 % e OBHBpyeHO
Mpwmecs B He Ganee 1.0 % 003%
T Mpumect C He Gonee 1.0 % 0.05%
. CAMHVIHER HEWREHTUEMLIADOBAHHER NIpHMECH He Gonee 0.2 % 002%
umecH
Cywma npumecei +e Gonee 3.0 % 0.12%
Tpymecs A He Gonee 0.5 % He OOHapyKeHo
7 Tipumecs B He Ganee 0.5 % He oGHapyxeHo
‘MHugason
AVHWHaR HEWIEHTUMLPOBZHHER NIDHMECH He Gonee 0.2 % He OGHapyweHo
Cywma nprmecest He Ganee 1.0 % He OOHapyXeno
Obiyee UUCNIO BIPOBHBIX MUKPOOPraHHIMOB He Gonee 10 2 KOE/r <100 KOE /1
OBLiee YHGIIO APOXKEBLIX H MTIECHEBBIX TPHEOB we Gonee 10 ' KOE /1 <10 KOE/r
MMKPOSHOROTHYECKAR YHCTOTA '@'E:r:g:ﬁ 2 Candida albicans oL oTeyTCTACRATR B 1 T He HalgeH
Staphylococous aurous oMKy OTCYTCTBORETS B 1 T He wargen
Pseudomonas asruginosa Ronxeel oTcyToTe0BATS 8 1 He Hargen
no7
fo7 (MBXIGHN).
Ynaxosxa nnorHooTH (MBX/MGHT).
g SERYTY ENACTS'c IBAGEAON e it B 0 S proiaicht 101 GTpMNY BMEGTE G NMCTKOM-BKNATILIEM B NANKE KaPTOHHO/.
Y Cooreectayer akcnepTHOMY OTeTy oT 14.07.2025 Ne 17456
Mapuposxa B cooTBeTOTEMM © pasaenow 1.3.2 MORYNAT peruGTPaLMOHHONO Aocke MM-Ne(010962)-(PI-RU) or 16.07.2025 (Hocnencesten 0002,
Xpanenue P Tlpu Temneparype He Bbie 25 °C
oo ronrocTn /] 3o
Cr 110 KOHTDANID ki H
newanveT "Pand ke E |“ in e Pesynurarsi
il i Apsm
Kalite Kontroi Lideri A
. -Q Quq“t COI’\tFOl Lead o OTKIOHEHO
( )’6 <
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