Egis Pharmacoutioals PLC AT Gapmrnenvinuit aavon E1'1C

tegal address; PR adpeca;
gg[g’ 1106, Budapest, st. Keresturd, 3038, Hungary 1106, s Dymancusy, vy, Kepewryps, 3038, Yiopuuisg
i . w Phones 61-803-5354, Fax: (36)(-803-5556 Tegedow: (30)-1-803-5554, dawe: {363-1-803-5556
actual address: iparvtping gapeca:
9900, Kormend, Matyas kiraly ut, 65, Bungary 00, w, Kepse, sya, Matsun xipas, 65, Yeopnmua

CERTIFICATE OF QUALITY / CEPTU®DIKAT SIKOCTI Ne 3033K2024/MIR

Name of product/ Clostitbegyt™, tablets 50 mg Ne 10 (10x1) in vial/

Halinenypanug npenapary:  KuoceruaGerit®, Tanersn no 50 mr Ne 10 (10x1) y daaxoni

Bateh No.: / Cepin N K1B0924

Date of manufacture; / (49.2024. MA No.: / Ne PI1: UAM4600/01/01

Hara supobanuraa:

Expiry date: / 09.2029. MA expiry date: / unlimited / Geserpokose
Hpuaaranit ao: Tepmin i PIL:

Number of products in the 10300 Manufacturing license No.: / ML M HU-M-EGIS
Bateh:/ Kinpxicre packages / ¥IaROBOK Ne ajuenail na srpobusirso:

HpoOAY KT ¥ cepil:

wosoAn Y
) ; by 3 T P AT A
Batch release date: /
Hata sunycky cepil:
Strength/Potency: / 1 tablet contains 58 mg of clomifene cltrate /
Cuna givakrusHicrs: I rabaerxa micrisrs SO My kiomideny uurpaty
QUALITY PARAMETERS / RESULTS/ LIMITS/
TOKAJHHKH SIKOCT PEIVILTATI HOPMH
Appearance / Onie Complics / Round, flat, cut edged tablets, with “CLO” mark on enc side, /
Bisnonizae Kpyrd pagesd walnenot 3 ackoro, 3 rpasipysaimisy «CLO» 3 oasorn
Gowy.
Colour / Kouip Camplies White, yellowish white or geoyish white, /
Bianoninae Binoro, mosrypare-Ginoro afo cipynaro-Ginore konpopy.
Odonr / 3arax Complies / Odourless or slmost odourless £ Bey a8 yaiiwe Ges 3anaxy.
Bianonigae
Dimensions £ Poasipy
~ dinmeters / giamerp Complies 7 abowt / Gmpske 8,0 mim / am
Binrowizac
Identification 1. (volour reaction) / Complics / A deep wine-red eolour is produced, as # reaction resuit of the minture
Iaenwrudiraudy |, (Roapopons peasuis) Bianoninae of neetic anhydride/pyridine (175 V/V) solution / B pesyawiari peakui¥
eyMiil  porumy  ourosoro  awigpayadpnasy (150 06406
YIBOPIOCTECH TEMUG-SCOBORIGE KOmip ;
Tdentification 2, (TLC) / Comphics / The muju spot in the chromatogram of the test solution should
Inesrdinanin 2, (V1IX) Bimonisae eorrespond i size, colour, intensity and Rf valuc of the muiu spot in
the chromatogram of the standard solution. / QOcnouna yumma Ha
KpoMarorpasi mupOBORYBAHEEC POTNHEY MAC BIAOBLAITH 34 pOIMIpOM,
Jabapuacnn, rrencuiicno to senpaml RO ocnosnilt pmmi uz
XPOMIEDIPISE CHRULIBRTIONY POIIHIY,
Assay of drag substance (titration) / shelf-life: /
Kinericne sresascsny Aioyof pevoswi: npe mrepaing prsammocin:
(rapuserpisg 48,93 5 Smg - 10%+5%
mgtabl. / Mrfraba. (47,5 - 52,5 myg far) {4541 82,5 mg AnY
979 % 95,0+ 1050 Y% 40,0 - 1050 %
of clomifenc citraste/tablet / knovddieny unipryy/raboerxa
Z-isomer content (HPLC)/ 44,9 % 3008500 %
Baicr Z-isomepy (BEPX)
Related substances (TLC) /
Cyuponizn zosttanay {TIIX)
« any single impurity: / <0,1 % not more than f ne Giasme 1,0 %
Gy ab-4Ka QIRBETHA JOMITIKE:
- yum of impurities: / oysa AOMiOK: < 0,1 % not move than / ne Gimsine 2.0 %
1 \ X 3 p 22
Pissotution (UV)/ Postimeina (V) 2 N,,% o not fesy thun / we mosmie 75 % (Q)/ 45 min £ xs,
Average mass / Cepegus Maca 198.8 mg i 200.0 g inr s 7.5 % (1850 - 2150 mg i)
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Egis Pharmaccuticals PLC AT pupmauenniosunii sanoa LUIC
fegal address: OpUOUSHA adpeca:

g G’lg 106, Bodapest, 81, Keresturd, 30-38, Hungary LI06, . Bysancus, sya, Kepecrypi, 30-38, Yropnans
ot & 7 b Phone: (36)1-803-5854, Bax: (36)-1-803-5556  Feaedons (365 1-803.5554, ase: (36)-1-803-5556

actiof address: hartmivng apeca
9900, Kormend, Matvas kiraly ut. 63, Hunaary 9900, m. Kepaena, syn, Maraw kipadl, 63, Yropugna

CERTIFICATE OF QUALITY / CEPTHOIKAT AKOCTI M 3033K/2024/MJR

Name of produgt/ Clostiibegyt®, tablets 50 mg Ne 10 (10x1) in vial /

Halimenysanaa npenapary: Cnocranderie, rabaerkn no 50 mr Ne 10 (10x1) y duaxou

Bateh No.: / Cepia Ne: K10B0924

QUALITY PARAMETERS f RESULTS ¢ LIMITS /

HOKASUHKH AKOCTI PEIYIRTATH HOPMH

Uniformity of mass / Complies / wot tess than /£ re sevue 90 %: average mass / sepems saca + 7.5 %
ot aicrs Maciy Biarosiae not more than / ve Humaue 10 Ya: average mass / cepeans maca 15 %
Friubility / Crupaaticn 0,1% not more than { ve Sinne 1,0 %

Water content (titration by Karl Fisher 5.8% ot more than £ ue Siawme 7,0 %%

method) / Bador soim (rpynaus 1a

serosos Kepaa $ituepu)

Uniformity of dosage units (hy suiformity of | AVie= 2,7 AV (n= 10) 2 15,0, i not / s it

content) ! OXopinieTs J0S0RHER 1HIENG AV (=30 < 150 and/ |

{oanopiidicts sMicry) for /s 30030: .75 M- 1,25 M
Microblological quatity”/
MirpaGioaorisua smerord’

« totaf gerobic microbial coutt (FAMUC) / < {00 not mere than / ue Giswwe 10° CFUR I KYOY
FACHALHE YHCHO FCPOTENX MIKPOOPTaHizMin CEUIg A KY O
(TAMCY:
- total yeasts ard moulds count (FYMCY/ < 10 0ot more than / ue Siaswe 102 CFUg/ KY O
SHFAALHC WMETO TR aasix 1 najceneanx CFUIg F iKY Oir
rpsbin (TYMC):
- Escherichin coli: Complics / O CFWRYO/ 1 gir
Binoonize
Package size and type: / Complies / 10 tablets in vialy 1 vial in @ cardboard box iabeled in Ukraivian /
Possip 1 v sy ganie: Bianonizac Ho b rabretox y duakoni; wo 1 daakouy 8 xaproguid yoakosui s

MAPKVBIHITAM YK}')H.I(I ICLKIO MOBOIN

M- referesice value £ onppue snasens”
AV aeceptance value | npuiisianae wican

"y skip test {the first batch of the year, Hien only every Hth batoh is tested) 7 nepecyipine sunpaBy Gasmst (GUAPOGREuE NPOGOAAN 018 nepol
CEPIT B PO, BN O KORHOF QCCAmor Cepit ua piKy

1 hereby certify that the above information is authentic and accurate. This bateh of product bas been manufactured, including
packagingdabelllng and quality control at the above mentioned recognized site in full compliance with the GMP requirements of the local
Reguiatary Authority and with specifications in the Registration Dossier of the manufacturer country. The bateh processing, packaging
and analysis records were reviewed and found to be in compliance with GMP / Tum 5 saesimyio, mo sasegena suue indopyais ¢
AGCTORIPHOIO 18 Towoi0. Lo ceplo mpoaykuil Syno sHpobicu (SBoMaions SaKyBaHIAMAPKYBILARY T8 HEORCACHD KORTPOIE 1T FRoCT Ra
nmesasHasenil dinsrud y nosuil sixnosisoc 3 suvorasy HBLL SCranosacsisit MICUSBHM PCUYISTOPIHM OPIAIoM, 3 TOK0K nignoniuro
Ao chenndixauill, w0 sdcrsrsen 8 peccrpardinony o0cee wpaiun-supobitnga, porekems supofuutreg, MKy 1@ anaaizis Gyne
HCPRIVIRHYTO T8 BETAHOMICHO Bianokiauicrs BT

Date of signature /
Jhvra niascanns

Qualified person /

Kormend / Kepaeni
Kuatidigonnia ocoba
P

dr. g va
Qualis

3 é} Y
#d Perso, Y
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