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CEPTU®IKAT AKOCTI CEPIT NIKAPCbKOIO 3ACOBY
S/PF/1239/22-01.09.2022

Ha3ssa npoaykry
(A o3ysaHHs, nikapcbKa dopma, posmip

EK3EMECTAH-BICTA, TabneTku, BKpUTI NNiIBKOBOK 060NOHKOHD,

i TMn ynakosku) | no 25 mr Ne 30 {10x3) y 6aicTepax B KapTOHHUX nayKax

Aivoua peyosunHa ExsemecraH

KpaiHa BupobHUK CiHpan ®apma C.P.J1, PymyHia
Homep PN , . UA/14554/01/01

Homep cepii Ta i po3mip DC22003C /4612

JaTa BupobHuuTBa 07.2022

TepmiH npnagaTHOCTI 07.2024

Hasea, agpeca Ta Homep NiueH3ii BUPpoBHUYOro AiNAHKN

Cingan ®apma C.P.J1, 6yn. loHa Mixanaue, 11, cekTtop 1,
011171, byxapecT, PymyHin
14 F BupaHo 23.07.2018

GMP ceptudikart abo nocunaHHa Ha EudraGMP

027/2018/RO

Onwuc Bini kpyrni Tabnetku, BKpuTi 06010HKOIO 3 Bignosigae
OAHOPIAHOK NOBEPXHEID | HEYLUKOAMKEHUMM KPaAMMU

laeHTudikauin

- metoq Yo BignosigHicTb cnekTpis noravHaHHA BunpobysaHoro i | Bignosinae
CTaHAAPTHOTO PO34YKHY.
BianosigHicTb 3HaueHb Rt nikiB Ha xpomaTtorpamax Bignosinae

- meTopg BEPX BMNPO6YBaHOro i CTaHAaPTHOro

- TUTaHy piokcna** YepBoHO-nomapaH4yese 3ab6apBAEHHA PO3UNHY. NA

Boga (no K. ®iwepy) He 6inbwe 8,0% 6,9

KinbKkicHe Bu3HaueHHs

- metog YO 25,00 £ 5% 24,71
(23,75 mr - 26,25 mr)

Po3ynHeHHA

- meTog, YO He meHw 80% Bia 3aaBNeHOI KinbKoCTi npoTarom 15 99
XBUNUH.

OAaHOpiAHICTL 4O30BaHMUX OAUHKLb

meToq YO Y BiANOBIAHOCTI A0 BUMOT Bignosipae

CynyTHi AOMILIKN

-ADD He binbwe 0,20% <piBHA BUABNEHHSA
- EX-2 He 6inbwe 0,30% He BUAB/IEHO
- 6S pomilwka He 6inbwe 0,20% He BUAB/IEHO
- 6 a/B - cnipookcupaHpocta-1,4-amen- He 6inbwe 0,30% He BUABAEHO
3,17-amon (RRTO,75)

- 6 a/B - cnipookecupaHpocTa-1,4-aueH- He 6inbwe 0,30% He BUAB/NEHO
3,17-amoH (RRT 0.80)

- iHWa aomiwkKa He 6inbiwe 0,20% 0,03

- CyMa A0MILLOK He 6inbwe 2,00% 0,1
Mikpob6ionoriuHa yncrora

3aranbHa KiNbKiCTb MUTTE3RATHUX He 6inbwe 103 KYO/r <100
aepobHux mikpoopraHismis (TAMC)

3arasbHa KinbKicTb APiXKAKOBUX i . 2 <10
nniceHesux rpubis (TYMC) HE Buikilie 10° KYO/F

E.coli BiacyTHa

BigcyTHictb B8 1T

**¥TeCcT NPoBOANTLCA HA KOXKHIN 3 NEPLINX TPbOX KOMEPLLIMHMX Cepiax, a NoTiM Ha KOXHIN 10-1 cepii.
Cepisa Bignosigae sBumoram MKA ao PN Ne UA/14554/01/01.

Uum s nigTeepaxyio, WO HaBedeHa Bulle iHGopMauis € 4OCTOBIPHOI i TOUHOI0. LiA cepia npoayKyd#
(BK/1IOMAIOMM YNAKOBKY / MapKyBaHHA) i NpoBeAeHWIA KOHTPO/Ib AKOCTI Ha 3a3HaYeHOMY BUPO
NOBHIW BiANOBIAHOCTI A0 BUMOT GMP, BCTaHOBNEHUMN MICLb HUM PErYIATOPHUM OPraHoMm, a
cneumnoikauii go PY Ha npenapat. NpoToKoau BUpOBHULTBA, YNAaKOBKKU Ta aHanisis 6yav n
BiANOBIAHICTb BUMOram GMP (Ceptudikat GMP Ne 027/2018/R0O).
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDUKAT KAYECTBA CEPWMW IEKAPCTBEHROIO CPEACTBA

S/PF/1239/22 - 01.09.2022

Name of product / Hazeaune npogyxra
(strength, dosage form, package size and
type / ao3npoexa, nerapcrsennan hopma,
Pasmep ¥ TMn ynakosKu)

EXEMESTANE-VISTA, film-coated tablets, 25 mg Ne 306 {10x 3) in
blisters in cartons / SK3EMECTAH-BUCTA, Tabnetky, noxpbiThie
nAeHouHol o6onouKoil, no 25 mr Ne 30 (10x3) B 6auctepax 8
KApPTOHHBIX NavKax

Active substance [ [felictayiowee | Exemestane / Sksemectan

BEIeCcTED

Manufacturing  country /  crpama- | $.C. Sindan-Pharma S.R.L., Romania / CuHgan @apma C.R.A,
npou3soAnTEfib PyaibiHWA

MA number / Homep PY UA/14554/01/01

Batch number and size / Homep cepun u | DC22003C/4612

pasmep

Date of manufacture / Aata npomzsogerea | 07.2022

Expiry date / Cpok rogHoctn 07.2024

Name, address and license number of
manufacturing site / Hazsauue, agpec u
HOMED JIMLEH3UW  NPOW3BOACTBEHHOIG
yuacTKa

5.C. Sindan-Pharma S.R.L., B~dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania / Cuugad ®apma C.P.A, 6ya. Uona
Muxanaue, 11, cektop 1, 011171, Byxapect, Pymbinua

14F issued on 23.07.2018 / 14F suigano 23.07.2018

GMP certificate or EudraGMP reference
numbers / GMP ceptudukaT nau cooiara

027/2018/RO

Ha EudraGMP

Pescription / Onucanne White, round film-coated tablets with uniform | Complies /
appearance and intact edges / Benwie kpyrasie | CooTseTcrayeT
TabnetkM, nokpbiTbie OBONOYKON € oAHOPOAHON
NOBEPXHOCTHIO U HENOBPEXALHHBIMU Kpaamu
Identification / U gentudnkauusa Correspondence of absorption spectra of the test
- UV / metoa YO and standard solutions / CooTBercTsue crekTpos
nornOIWEeHna  ucnelmyemoro W cTangaptHoro | Complies
pacTsopa.
- HPLC method / meTog BXX | Correspondence of peaks Rt in the chromatograms | Complies
of the test and standard solutions. / CooveeTciaue
3HadeHM Rt nuMKOBR Ha  xpomaTorpammax
MCBITYEMOrO M CTaHAAPTHOMO PacTBOpOB.
- Titanium dioxide** f Orange-red colouration of the solution. / Kpacho- | NA
TUTaHa guokcug*™* OPaHMeBoe OkpalLKuBaHNe pacTeopa.
I
Water (by K. Fischer} / Boga (no K. | Not mere than 8,0 % / He 6onee 8,0 % 6,9 !
Puwepy) ;
Assay / Koanmuecreennoe !
onpegenexue 25,00 +5% 24,71 '
- UV method / metog Yo (23,75 mg — 26,25 mg) ]
Disselution / Pactsopenue Not less than 80 % of the amount stated during 15
- UV method / metoa YO minutes / He menee 80 % oF 3assAeHHOrO | 99 ‘
KOANYEeCTBa B TeMeHue 15 munyr. }

Uniformity of dosage units /
OaHOpoAHOCTE A0ZNPOBAHHBIX
eauHnY

- UV method / metoa YO

According to the requirements / B cooTseTcTsuy ¢
TpeGoBaHUAMHK

Related substances /
ConyTcraytouime npumeck
- ADD

- EX-2

[ - 6S impurity / 68 npumecs

Not more than 0,20 % / He 6onee 0,20 %
Not more than 0,30 % / He 6onee 0,30 %
Not more than 0,20 % / He Gonee 0,20 %
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUOMKAT KAMECTBA CEPUM AEKAPCTBEHHOIO CPEACTBA

S/PF/1239/22 - 01.09.2022

- 6 a/B-spircoxyranrosta-1,4-dien- | Neot more than 6,36 % / He Gonee 0,30 % ND
2,17-dione (RRT 0.75) / 6 a/B-
CNBPODKCURaHpPoCTa-1,4-aeH-
3,17-auou (RRT 0.75)

- 6 a/B-spirooxyranrosta-1,4-dien- | Not more than 0,30 % / He Bonee 0,30 % ND
3,17-dione (RRT 0.80) / 6 a/B-
CnupooKkcupanpocrta-1,4-anex-

3,17-ancH (RRT 0.80)

- other impurities / apyraa Mot mare than 0,20 % / He 6onee 0,20 % 0,03
NpuMech

- total impurities / cymma Not more than 2,00 % / He 6onee 2,00 % 0,1
npumeceti

Microbiological purity /
Muxpobuonoruyeckas wmucroTa
Total aerobic microbial count NMT 10° CFU/g / He Bonee 10° KOE/r < 100
{TAMC) / Obwee uucno
AU3HECNOCOBHBIX A2P00HLIX
muxpoapranusmos (TAMC)
Total yeasts and mould count NMT 102 CFU/g / He 6onee 102 KOE/r <10
(TYMC) / Obuiee uucno
APOHOKEBbIX U NAECHEBLIX TpnHoB
(TYMC)

E.coli Absentin 1 g/ Ovcyteteueslr Absent

** the test is performed on each of the first three commercial batches, and then on each 10™ batch / **
TeCcT NPOBOAMTCA Ha KamkA0M U3 NePBbIX TPEX NPOMBILLARHHAIX CEPUIA, a 3aTem Ha Kaxaoh 10-i cepun.

The batch meets the requirements of QCM for MA Ne UA/14554/01/01/Cepua cooveercreyet

TpeboBanuam MKK k PY Ne UA/14554/01/01.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found ta be in compliance with GMP {GMP certificate No. 027/2018/RC)/3Tum a NOATEEPHARIO, YTO NPUBEAEHHEA
BbIE MHPOPMALUMA ABAACTCA AOLTOBEPHOM U TOUHOHW. 3T3a CEepua NpoAykuny Bblna M3roToBAeHa (BKAOYAA
YNaxosKy/maprUPOBKY) M NPOBEAEHHBIN KOHTPOAL KAYECTBA HA YKA3aHHOM RPOM3BOACTBEHHOM YYACTKE B NOAHOM
COOTBETCTBMM ¢ TpeGoBammamu GMP, YETAHOBAGHHBIMKM MECTHBIM DEFYARTOPHBIM OPraHoM, 3 TaKkke B
COOTBETCTBMA €O CReuudnkaupeld k PY Ha npenapat. [poTOKoAbI NPOM3BOACTEE, YNAKOBKK U aHanuzos Geian
nepecmoTpeHsl M YCTAHOBAGHO COOTBETCTBUE Tpedosanuam GMP (Ceptuduxat GMP Ne 027/2018/R0O).

Compiled by / Nogrovoenen Issued by / YTeepmaeHo
Quality Control / KonTponb KavecTsa: Qualified Person / YnoasomoueHHoe anug:
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