CERTIFICATE OF ANALYSIS OF THE END PRODUCT

PRODUCT NAME GYNOMAX VAGINAL SUPPOSITORIES MANUFACTURING DATE 25.03.2026
MANUFACTURING SITE Cerkezkoy / Tekirdeg. Turkey EXPIRY DATE 28.02.2020
BATCHNO 260154 SAMPLING DATE 31032026
CCONTROL BATCH NO 40000028501 EXAMINED BY Ahmet ESER
PRODUCT CODE 100212 CONTROL METHOD Ne FP.CM.0301
COUNTRY NAME Russia STORAGE CONDITIONS Attemporature < 25 °C
o S — J— —tESm
PARAMETERS SPECIFICATIONS. RESULTS
Method: Visusl
b Yellowish vaginal ories with fist d rounded tip similar to truncated
Yellowish suppositories with a flat body in the form of @ truncated elipse with a rounded end and a depression on the truncated side. veginal :;;l"::‘: o ol 5 Ay Wy bt
Identification m——— Inthe atee et meinpesks ol tm f the et sltonchrometogram shoukd
4 d retention time &t standard solution
tinidazole The retention times of the main peaks in the chrometogram, obtained with the test solution should correspond times of the peaks of and chromatogram.
tinidazole in the chromatogram, obtained with the standard solution.
Method: Weight method. Ph. Eur.
2489 mg
e bl 2500 mg # 5.0 % (2375 mg - 2625 mg)
supposttory and the
uniformity of mass 2120 — ot more than £5 %
0720 — ot more than + 10 % Conform
Method: Ph. Eur.
Time 7 min.
NMT 60 min.
Method: HPLC
15
1
‘The acceptance value (AV) for 10 suppositories is not more than 15 (L1 = 15)
Uniformity of dosage
units Ifthe scceptance value (AV) for 10 suppositories is > L1, carry out the test with an additional 20 suppositories (L2 = 26.0):
a
the ecceptance valus (AV) fs 5 L1 and [Finidazola 27
Al units are in the range from 0.75 to 1.25 reforence value (M)
Mothod: HPLC
Assay Tioconazole 90.0 %10 110.0 % of the label claim 100.2 mg
Tinidazolo 90.0 %10 110.0 % of the label cleim 146.5 mg
Method: HPLC
Impurity A Not more than 1.0 % Not Detected
Impurity B Not more then 1.0 % 003%
5 Impurity C Not more then 1.0 % 005%
single unidentifed impury Not more then 0.2 % 002%
Impuritios Totel impuritios No more then 3.0 % 011%
Impurity A Not more then 0.5 % Not Detoctod
Impurity B Not more then 0.5 % Not Detected
Tinidazole single unidentied impurity Not more than 0.2 % Not Detected
Tolal impurites Not more then 1.0 % Not Detected
Total aerobic microbiel count Net more than 10 2 CFU/g <100chu/g
Total yeasts and molds count is not more than 10 ' CFU/g <10'CFU/g <10cfu/g
Microblological quality cs‘h'ﬂé“',\: 2 Candide albicans should be absentin 1 g not found / g
Staphylocoocus aureus should be absentin 1g not found /g
Pssudomonas aeruginosa should be absentin 19 not found /g
7 i i oo (PVCILDPE). - . bond .
Packaging 1 erkstopemarnih o b e o] 7 & PVCILDPE strip box elong with the leeflet.
Labeling In accordance with section 1.3.2 of module 1 of the registration dossier LP-N(010862HRG-RU) from 16.07.2025. Complies with Expert Ropot dated 14.07.2025 No. 17456 (Sequence 0002)
“The product batch meets in the ND: fI7-Ne(010962)-(PT-RU)-160725 (0002)
Marketing Authorization number; J-Ne(010962)-(PT-RU) dated 16.07. 2025
Active phamaceutical ingredient: Tioconazole: Batch No:2600044 Zhejiang East Asia Pharmaceutical, China ; - Tinidazole: Batoh No: 2501160 Aarti Drugs Limited, Indis;
Storege. + Ata temperature not exceeding 25 °C
Shelf e : 3 years
QUALITY CONTROL ANALYST CHECKED BY APPROVED BY
ECKEDS Ve RESULTS
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CEPTUGHKAT AHATIU3A FOTOBOTO MPOAYKTA

HAIBAHME MTPOJIYKTA ) * FAVHOMAKC CYTTIOBUTOPMIA BATMHATBHBIE © DATANPOM3BOACTBA B 25.03.2028
MECTO NPOMBOACTBA Uepreken/ Texnpaar, Typums ronEH o 28022020
CEPHA Ne 260154 DATA OTEOPA OEPALIOB 31.03.2026
KOHTPQITs CEPHM Ne 40000028501 NPOBEPEHO Anmet ESER
KOf MPORYKTA 100212 KOHTPOMbHI METOR Ne FP.CM.0301
CTPAHA poccis YCNOBUS XPAHEHMA o TemnepaType e Bbie 25 °C
oBoK GMP/EAEU/RU1428-2024
TBO 7.
KOMUUEC 200|yna HOMEP CEPTUOMKATA GMP evoTmmenets o 27 06,2054 25 06 2027
NOKASATENM HOPMB! PESYNILTATSI
MeTon: Busyanssiit
Osicaink IKEATTOBATON LIBET CYTINOSMTOPHA C TIOCKHM TENIOM B BWAE YCENEHHOTD
KoM U
IKETOBATOD LBETB GYANOSTOpHA G NIOCKAM TeNoM B BHae
Meron: BOXX
”{l?wlﬂw Bpemera
WoxoHaSON W = pacreopa Bpewenam nxos
THHUaasoN Bpewera - BpeMeHaM yRepRLsAaHi va0e THHWB30N HA XPOMATOTPAMME CTEHAEPTHOMO PACTBOPA.
Meron: Becoeo Eap.0.
2480 Mr
f— 2500 ur £5,0 % ( 2375 r - 2625 ur)
Maccw
2120 e Goree +5 %
0720 ve Gonee +10 % cooTeeTeTaSSATY
Meton: Epo Oapw.
Pacnansemocts 7
He Gonee 60 Mk,
Meron: BOXX
1 Twoxowason 15
(AV) s 6onee 15 (L1 = 15),
2)
ORMOPOAMOCTM AO3WPOBEHHBIX €AMHNL Eam V) am . 2 (2250
a) 27
KoodUUMEHT NpUeMTIEMOCTH (AV) S L1 1 Tunuason
Boe €AUHKLL! HAXORFTCR B AMaNasoHe of 0,75 40 1,25 OropHOrD vy (M)
Meron: BIXX
Konwuecraennoe onpeaenenme Tuokonason 0790,0 % 40 110,0 % oT seReneHHoro KonMsECTEa 1002 wr
Tuwuaason 0790,0% A0 110,0 % oT samEREHHOMD KoMvecTsA 1485 wr
Meron: BIXX
TMpuwecs A e Gonee 1.0 % ve obrapyxero
Tpawecs B Fe Ganee 1.0 % 0,03 %
- Fpuwecs C He Gonee 1.0 % 0.05%
€AVHMNHER HEWLEHTAALIADOBEHHER NIPANECE He Gonee 0.2 % 002%
Mpmsecn
Cyuma npmweceit He Gonee 3.0 % 011%
TMpuwecs A He Gonee 0.5 % He obkapyxeHo
Mpuwecs B He Ganee 0.5 % He oBHapyxeHo
Tunupason
AWHMNHER HEUREHTHDMLIMPOBHHaR IpUMECH He Gonee 0.2 % He oBHapyXeHo
Cyuma npuweceit e Ganee 1.0 % He oBHapyxeHo
OBujee YUCNO BIPOGHBIX MHKPOOPTEHAIMOB He Gonee 10 2 KOE/r <100 KOE /1
OBLijee 4HGO APOKXEBLIX K MreCHeBLX PHG0B. He Gonee 10 ' KOE /7 <10 KOE /¢
MKxpoSuonoruyeckan uncToTa "‘“;a’:'i:“ N Candids elbicans oMK OTCYTCTBOBTE B 11 e Halmen
Staphylococeus aureus Romt oTCyTOTBORATH B 1 ¢ He Haven
Pseudomonas eeruginosa oMK OTCyTeTROBRTE B 1 T He Hatiien
o7 -
o7 8 cTpun
Ynaxoska oo ) nnoTHocTH (MBXITIOHT).
Tio 1 CTANY BMECTE G MUCTIOM-BKNEAILIEM B NEHKe KEPTOHHO 101 OTDHY EaRICTS 0 PGTHEA ETRRAER & 704K KEGTOHIOR,
CooraecTayer akGnepTHoMy OTveTy oT 14.07.2025 Na 17456
B . - (Pr
Mapxuponra 1.3.2 wopynst NM-N&(010962)-(PF-RU) or 16.07.2025 oo oo 0002)
P 25 (0002)
[PT-RU) of 16.07 2025
Toxonason Kedinawr BooTounas Kirmat Tukuaason cepns: 2501160 Aapru Jparc Slawuren, Mkaus.
Xparehve  Mlpw TemnepaType He e 25 °C
)
Coox ropocT 7 3roa
Cre:
LMBIAGT 10 KOHTPONI KavecTEa Tpoecpero ) OA%A) "
; Emine v Sibel KO
or Ygrdimerst SO
Kali . Kalite Givencefudir Ygro
alite Kontrai Lider kil
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