FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT SKOCTI
UKRAINE/YKPAIHA

EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 tablets in a
blister; 3 blisters in a cardboard box /

EK3EMECTAH-BICTA AC, TabneTku, BKpUTi NniBKOBOK 000NOHKO, NO
25 mr no 10 TabneTok y GnicTepi; no 3 Grnictepu B nayui 3 KAPTOHY

Name of product / Haszsa npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, nikapcbka popma, po3Mip i TMN YNakosku)

Active substance / Potency/ [liioua peyosuHa/

BMICT Ail0MOT PEHOBMHM Exemestane 25 mg / EksemecTaH 25 mr

Manufacturing country / kpaita BUpoGHuK Cyprus / Kinp

MA number / Home €cTpauiiiHoro ;

e g P PeRciD UA/19570/01/01

Code Ne/ Kog npoaykty Ne F0696T/025

Batch number and number of packs / Homep 117850

cepii Ta KinbKiCTb Na4vok 8612 packs/ 8612 ynakoBok
Date of manufacture / [lata Bupo6GHuUTBa 04/07/2024

Expiry date / TepmiH npyaaTHoCTi 04/07/2027

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Jlimacon IHaacTpian Ecteiit, Byaiena 10-aHTUHEONNACTUYHI
Ta IMyHomoayntotodi npenapaty, Jlimacon, 3056, Kinp

Name, address / Hasga, agpeca

GMP certificate, license number of

manufacturing site / GMP, Homep niueHaii GMP Ne REM10/2022/001

License / NiyeHxaia Ne 029

BUPOBHWUYOT AinbHUL
TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOOMU CNEUNDIKALIA PE3YNbTAT

Microbiological Examination? ('Ph. Eur.
26.12-26.13)/
MikpoGionoriyHa uuctora® ('€® 2612 -

26.13)

- Total aerobic microbial count / 10° cfu/g (max. acceptable count = 2000) / Not Applied

- 3aranbHa KinbKicTb aepoBHUX Mikpobis He Binbwe 10° KYO/r (makc. npuitHATHa KinbkicTb=2000) | He npoBogunock
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbkicTe kKOMBiHOBaHMX | He Ginbwe 102 KYO/r (Makc. npuitHaTHa KinbkicTe=200) | He npoeogunock
Apixmxis / usini ' [

- Escherichia coli | Absent/g / BiacyTHsalr Not Applied

| He nposoaunocs

' European Pharmacopoeia, General Monographs, current edition / ' Esponeiicska ®apmakones, 3aransHi MoHorpadii, Ailoue BUAAHHA
2 Spirooxiran-1 = 6a-Spirooxiran-androsta-1,4-diene-3,17-dione

3 Spirooxiran-2 = 6B-Spirooxiran-androsta-1,4-diene-3,17-dione

4 Routinely performed on the first three production batches and then performed every 10th batch or at least once per year /

4 He PYTUHHWIA TECT, NPOBOAUTLCA KOXHi 10 cepiit abo wopoky

p

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling 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 Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Lium s saceiavyio, Wo HaBeaeHa BULLE iIHhopMaLlia € A0CTOBIPHOK Ta ToYHOW. L{to cepito npoaykuii Byno BupobneHo (BknoYaum
nakyeaHHsa/MapKyBaHHA) Ta NpoBeAeHO KOHTPOnb 1T AKOCTI Ha BULLe3a3HaqeHiin AinbHuui y NoBHIR BignosigHocTi 3 Bumoramu GMP,
BCTAHOBNEHUMUW MICLIEBUM PErynsiToOpHUM OPraHoM, a Takox BifnosiaHo Ao cneuudikauii, Wo MICTATLCS Y peecTpauiiHoMy A0CkE
abo Toprosiii niueHsii kpaiHu-supobHuka abo kpaiHu-iMnopTepa, AKWO MNPoAYKUild iMnopToBaHo. MpoTokonu BUPOBHWUUTBA,
nakyeaHHs Ta aHanisie Byno nepernsHyTo Ta BCTAHOBNEHO BignosigHicTe GMP.

% by / BunyuweHo:

M?{a Roussou QC I)tnage\?)/ Authonsed Senlor Analyst/

E&ng::‘;:is::lzzds:frsom ! Menexep a60 ynoBHOBaXeHU# CTapLIMiA aHaniTHK

Released on/ BunyuweHo: ISh? / AR o s Test Date / [lata ananiay: 18/07/2024

This certificate has been completed, verified and signed as per the English version of the text included herein and no representations are
made as to the accuracy of the non-English text of which the signatory has no knowledge of.

Remedica Ltd, E-mail:info@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: www.remedica.eu
Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailing address: Remedica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hazea npoaykry
(strength, dosage form, package size and type /

A03yBaHHA, Nnikapceka hopma, poamip | TN ynaxkoskm)

EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 tablets in a
blister; 3 blisters in a cardboard box /

EKSEMECTAH-BICTA AC, TabneTku, BKpUTI NniBkoBor 060N0OHKOI0, Mo
25 mr no 10 TabneTok y Gnictepi; no 3 GnicTepu B nayui 3 KAPTOHY

Active substance / Potency/ [liioya pedoeuHa/

BMICT Ail040T pe4oBUHK

Exemestane 25 mg / EksemecrtaH 25 mr

Manufacturing country / kpaiHa BupoBHuk Cyprus / Kinp

MA number / Homep peecTtpauiiiHoro

woithrstemiods 0 passTpey UA/19570/01/01

Code Ne/ Kog npoaykry Ne FO696T/025

Batch number and number of packs / Homep 117850

cepii Ta KinbKiCTb Navok 8612 packs/ 8612 ynakosok
Date of manufacture / [Jata BupobHuuTea 04/07/2024

Expiry date / TepmiH npugaTHocTi 04/07/2027

Name, address / Ha3sa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEAIKA
NTA, syn. AxapHoH, limacon IHgacTpian Ecteit, 6yaiena 10-aHTuHeonnacTuyHi

Ta imyHomoaynorodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of

R . o GMP Ne REM10/2022/001
manufacturing site / GMP, Homep niueHaii ; : 4
BUPOGHIOT ZinbHLY License / NiueHsin Ne 029
TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOAU CNEUU®IKALIA PE3YNbTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopigHicTe [O30BaHWUX OAWHWULb
(Bapiauis macwu) ('ed 2.9.40)

The acceptance value of the first 10 dosage units is less than
or equal to L1. If the acceptance value is greater than L1,
test the next 20 dosage units and calculate the acceptance
value.

The requirements are met if the final acceptance value of the
30 dosage units is less than or equal to L1 and no individual
content of the dosage unit is less than (1- L2 x 0,01)M or
more than (1+ L2 x 0,01)M. L1 is 15,0 and L2 is 25,0/
MpuiHaTHe 3HavyeHHs nepwux 10 oguHWUE A03yBaHHA
meHwe abo popieHioe L1. AKWO nNpuAHATHE 3HAYEHHS
nepeeuulye L1, nepesipTe HacTynHi 20 oAUHULL A0O3YBaHHA
Ta 064YnCniTh NPUAHATHE 3HAYEHHS.

BuMOrv BUKOHYIOTBCA, AKLLO KiHLEBE NpuiiManbHe 3Ha4YeHHs
30 oanHUUbL fo3yBaHHA MeHwWwe abo fopieHioe L1, i xoaeH
OKpEMWI BMIiCT OAaMHWLI A03W He € meHwum 3a (1- L2 x
0,01)M abo 6GinbLe Hix (1+ L2 x 0,01)M. L1 popieHioe 15,0
i L2 popisHioe 25,0

3,5 % (on 10 units) /

3,5 % (Ha 10 oguub)

Uniformity of Mass ('Ph. Eur. 2.9.5)/

No more than 2 of the individual masses deviate from the

OpHopigHicTe macu ('€ 2.9.5) average mass by more than 7.5% and none deviates by | None / XKogHoi
more than 15% /
He Ginbwe 2 okpemux mac BigxunswTbea Big cepeaHboi | None / XogHol
macu Binbw HiX Ha 7,5% i xopHa 3 HUX He BiAPI3HAETLCA
BinbLw Hix Ha 15%.
Assay % Exemestane HPLC (MTH-0281)/ | g5 o o, . 105,0 % of the labeled amount / .
mr}ﬂcjggg‘l?ual-laqemm Exsemecrany BEFX 95,0 % - 105,0 % Bin 3asBneHo KinbKocTi Lk
Dissolution UV (MTH-0281)/ Not Less Than 70 % (Q) after 45 mins
PoaunHeHHsa Y (MTH-0281) S1: (6 tabs) Each unit is not less than 75% (Q+5%) after 45
mins.
S2: (6 tabs) Average of 12 units (S1+ S2) is equal to or greater
than 70% (Q), and no results is less than 55% (Q-15%).
S3: (12 tabs)Average of 24 units (S1+ S2+ S3) is equal to or
greater than 70% (Q), not more than 2 units are less than 55%
(Q-15%) and no unit is less than 45% (Q- 25%) /
He meHwe 70 % (Q) nicns 45 xB.
S1: (6 Tabn.) He meHwe 75 % (Q+5%) nicna 45 x8. ans | 82,6 % (S1)

KOXHOI 0auHMLI

S2: (6 Tabn.) cepenHe 3HayveHHs i3 12 oguHuub (S1+S2)
popisHioe abo Ginblwe 70% (Q), i Hemae xoaHOT oAuHNLI i3
CTYyNeHeMm po3vyuHeHHA meHwe 55 % (Q-15%)

S3: (12 Tabn.) cepegHe 3Ha4yeHHs i3 24 oguHULL
(S1+S2+S3) popieHioe abo Ginbwe 70% (Q), He Ginblwe 2
oanHUUb MeHwe 55 % (Q-15%) i Hemae woaHol oauHMUI i3
CTyneHem po34uHeHHs MeHLwe 45 % (Q-25%)
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hasea npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapceka popMa, Po3Mip i TUN yNakosku)

EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 tablets in a
blister; 3 blisters in a cardboard box /

EK3EMECTAH-BICTA AC, TabneTku, BKpUTi NNiBKOBOK 060NOHKO, NO
25 mr no 10 Tabnetok y Gnictepi; no 3 GnicTepu B nayui 3 KAPTOHY

Active substance / Potency/ [iloya pevosuna/
BMICT Ail0401 pe4OBUHU

Exemestane 25 mg / ExaemectaH 25 mr

Manufacturing country / kpaiHa BUPOBHUK Cyprus / Kinp

MA number / Home €CTpaujiiiHoro

i PResTR UA/19570/01/01

Code Ne/ Kog npoaykty Ne FO0696T/025

Batch number and number of packs / Homep 117850

cepii Ta KinbKicTb navok 8612 packs/ 8612 ynakoBok
Date of manufacture / lata supo6HuuTEa 04/07/2024

Expiry date / TepmiH npuaaTHoCTI 04/07/2027

Name, address / Hassa, agpeca

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEME[IKA
NTA, syn. AxapHoH, Jlimacon IHgactpian Ecrent, Byaiens 10-aHTUHEONNACTUYHI
Ta iMyHoMoaynowodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsii
BUPOOHUYOT AinbHUL|

GMP Ne REM10/2022/001
License / Nliuenaia Ne 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOOW CMNEUMN®DIKALIA PE3YINbLTAT

Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni psoonykni Tabnetkn, BKkpWTi nniskosow | Bianosipae
060n0oHKoK

Identification (MTH-0281) /

laeHTudpikauin (MTH-0281)
The retention time of the major peak of the sample | Conforms /

- HPLC / BEPX preparation in the assay corresponds to that of the | Bignosigae
standard solution /
Yac yTpuMaHHA rOMOBHOrO MiKy Ha XpomaTorpami
BunpobyeaHoro poaunHy B Tecti  «KinbkicHe
BM3HA4YEHHA» BIANOBIAAE Yacy YTPUMaHHA Miky Ha
XpomaTorpami pO34nHy MOPIBHAHHA.

- Infrared absorption (IR)/ IM-cnextp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Binnoeipae
IM-cnektp  npenapaty  Bignosigae IY-cnekTpy
CTaHAapPTHOro 3paska
Change of colour from a Y3 to a Y1 signifies the

Identification of titanium dioxide (MTH-0281)/ presence of Titanium dioxide Conforms /

laeHTudbikauin TutaHy aiokcuay (MTH-0281) 3miHa koneopy 3 Y3 Ha Y1 03Hayae HasBHICTb Bignosigae
AioKCKMAay TUTaHy

Disintegration ('Ph. Eur. 2.9.1) / <30 min/ 2 min/

PoanapaHHna ('€$ 2.9.1) < 30 xBUNuH 2 xs

Average weight (MTH-0281) / 85 mg £ 5% (81-89 mg) / 87 mg/

CepepHst maca (MTH-0281) 85 mr £ 5% (81-89 mr) 87 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ 2 25N £ 120N/ 44 N

CriitkicTb fo posgaBnioBaHHs ('€ 2.9.8) 2 25N < 120N

Water Karl Fischer ('Ph. Eur, 2.5.12; MTH-0281)/ Not more than 2,0 % / 149

Bopa (Kapn ®iwep) ('€® 2.5.12; MTH-0281) <20% RIS

Related substances HPLC (MTH-0281)/

CynyTHi Jomiwku BEPX (MTH-0281)

- 2Spirooxiran-1 / 2Cnipookcupan-1 s02% <0,05%

- 3Spirooxiran-2 / *CnipookcupaH-2 <0,2% | <0,05%

- Any other unknown impurity / Byae-sika iHwa 202% 1 <0,05%

HeBigoMa AoMmilLka
- Total impurities / Cyma pomilok <10% <0,05%
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AEPKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npog. Haaii Ceitauunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BHCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JIiKapchbKoro 3aco0y

27.08.2024 Ne 43307/24/26

EK3EMECTAH-BICTA AC

(HaliMeHyBaHHA JlikapcbKOro 3aco0y 3riiHo 3 peecTpauifiHUM NOCBIAMEHHAM)
TabJIeTKH, BKPHTI IUIIBKOBOI0 000/10HK010, 110 25 mr; mo 10 Tabserok y Gaicrepi; mo 3
fJiicTepH B mavii 3 KAPTOHY

(dopma BUNyCKY, /103yBaHHsA, BU/ NAKyBaHHA Jikapchkoro 3acoly)
Howmep peectpauiitioro nocsinuenns UA/19570/01/01 crpok aii peectpauiitvoro nocsiguenns 10.11.2027
Cepis nikapcbkoro 3acoby Ne 117850 Kinbkicth BBe3eHorO0 Jikapcbkoro sacoby 7000

Bupo6HuK Pemenika JIta, Kinp s

(naiimenyBaHHs BUpoOHHKa JNikapcbkoro 3acoly, KpaiHa MoX0oKEHHs)

BeeseHo B Vikpaiuy ToBapucTBo 3 00mexenoio BianosigaasnicTio "BYCT ®APMA",
inent. xon: 44107410

(naiiMenyBanusa Ta koa 3a CJIPTIOY iopuanunoi oco6u a6o npissHuie, im'a, no G6aTbkosi
disnunoi ocobm - nianpHemus, Ti Miclle MPOXKHBaHHA Ta peecTpauiinui Homep obnikoBoi
KapTKH IniaTHHKa nojarkis abo cepis Ta Homep nacnopra)

poTokosn BisyansHoro koutpomo sin 27.08.2024 Ne 2892/1.

3a pesylbTaTaMM JIEPIKABHOTO KOHTPOMIO BCTAHOBJIEHO, WO Jikapchkuii 3aci6 BBe3eHO B VYkpainy 3
JAOTPHMAHHSM BUMOT 3aKOHOABCTBA WO/ 3a0e3neUeHHA AKOCTI JlikapCyux 3acobis.

Muxkona XOJIOAEHKO

(miammc) (iniuianu Ta npizsuue)




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hasesa npogykry
(strength, dosage form, package size and type /
A03yBaHHSA, Nikapcbka chopma, po3mip i TUN ynakosku)

EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 tablets in a
blister; 3 blisters in a cardboard box /

EK3EMECTAH-BICTA AC, TabneTtku, BKpUTi NNiBKOBOK 060MOHKOD, NO
25 mr no 10 TabneTok y Gnictepi; no 3 Gnictepu B Nayui 3 KAPTOHY

Active substance / Potency/ [itoua peyoBuHa/
BMICT Ajto40T pe4oBUHU

Exemestane 25 mg / Exksemecrtan 25 mr

Manufacturing country / kpaiHa BUpo6HUK Cyprus / Kinp

MA number / Homep peecTtpadiiiHoro

bt 9 peiieaiy UA/19570/01/01

Code Ne/ Koa npoaykTy Ne FO696T/025

Batch number and number of packs / Homep 113659

cepii Ta KinbKicTb Navyok 7650 packs/ 7650 ynakoBok
Date of manufacture / lata eupobHuuTBa 23/11/2023

Expiry date / TepMiH npuaatHocTi 23/11/2026

Name, address / Haaea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA
NTA, syn. AxapHoH, Jlimacon IHgacTpian Ecteiir, 6yaiena 10-aHTuHeonnacTuyHi

Ta imyHomoayniiodi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHasil
BUPOBHWYOT AinbHUL

GMP Ne REM10/2022/001
License / Nliuensia Ne 029

TESTS/METHODS /
TECTWU / METOOMU

SPECIFICATIONS /
CNEUU®IKALIA

RESULTS /
PE3YIbTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopigHicTE A030BAHNX OANHWLb
(Bapiaujs macu) ('€ 2.9.40)

The acceptance value of the first 10 dosage units is less than
or equal to L1. If the acceptance value is greater than L1,
test the next 20 dosage units and calculate the acceptance
value.

The requirements are met if the final acceptance value of the
30 dosage units is less than or equal to L1 and no individual
content of the dosage unit is less than (1- L2 x 0,01)M or
more than (1+ L2 x 0,01)M. L1 is 15,0 and L2 is 25,0/
MpuitHaTHE 3HaveHHs nepwux 10 oAWHWUL [O03yBaHHA
meHwe abo popisHioe L1. Akwo npuitHATHE 3HaYeHHs
nepeeuwlye L1, nepesipTe HacTynHi 20 oAMHULIL A03YBaHHSA
Ta obuucniTh NPUIAHATHE 3HAYEHHA.

Bumoru BUKOHYIOTLCS, SIKLLO KiHLEBE NpuiiMansHe 3HaYeHHs
30 oamHuub ao3yeaHHA meHwe abo popieHioe L1, i xoaeH
OKpEMMA BMICT OAWHULI [03U He € MeHwum 3a (1- L2 x
0,01)M abo Binblwe Hix (1+ L2 x 0,01)M. L1 gopisHioe 15,0
i L2 popieHioe 25,0

4,0 % (on 10 units) /

4,0 % (na 10 oauup)

Uniformity of Mass ('Ph. Eur. 2.9.5) /

No more than 2 of the individual masses deviate from the

OpHopigHicTe mack ('€® 2.9.5) average mass by more than 7.5% and none deviates by | None / XogHoi
more than 15% /
He binbwe 2 okpemux mac eigxunsaloTbes Big cepegHbol | None / XKogHol
Macu Ginbw HiK Ha 7,5% i woaHa 3 HUX He BiApI3HAETLCA
BinbL Hk Ha 15%.
Assay % Exemestane HPLC (MTH-0281)/ | g5 ¢ o, . 105,0 % of the labeled amount / .
mﬁ_'g;;?m”aqeﬂ"“ Egy B 95,0 % - 105,0 % sin 3asBNeHoi KinbKoCTi nea»
Dissolution UV (MTH-0281)/ Not Less Than 70 % (Q) after 45 mins
Po3uynHeHHsa YP (MTH-0281) S1: (6 tabs) Each unit is not less than 75% (Q+5%) after 45
mins.
S2: (6 tabs) Average of 12 units (S1+ S2) is equal to or greater
than 70% (Q), and no results is less than 55% (Q-15%).
S3: (12 tabs)Average of 24 units (S1+ S2+ S3) is equal to or
greater than 70% (Q), not more than 2 units are less than 55%
(Q-15%) and no unit is less than 45% (Q- 25%) /
He meHwe 70 % (Q) nicna 45 xs.
S1: (6 Tabn.) He MeHwe 75 % (Q+5%) nicnsa 45 xs. ana | 87.9 % (S1)

KOXHOT oaunHuLi

S2: (6 Tabn.) cepenHe 3HaveHHs i3 12 oguHuue (S1+S2)
nopieHioe abo Ginbwe 70% (Q), | Hemae xoaHoT oaMHUL i3
CTyrneHem po3uuHeHHR MeHwe 55 % (Q-15%)

83: (12 7abn.) cepegHe 3Ha4YeHHA i3 24 oAUHWUUL
(S1+S2+S3) popisHioe abo Ginbwe 70% (Q), He Ginbwe 2
oavHuUbL meHwe 55 % (Q-15%) i Hemae wopHoT oguHULi i3
CTYNEHEM PO3YMHEHHS MeHwe 45 % (Q-25%)
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AEPKABHA CJIYIKBA 3 JIIKAPCbBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npoe. Hanii Ceitauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
NpPo AKICTL BBE3CHOr0 B YKpainy JiKapcbKoro 3acooy

17.05.2024 Ne 25748/24/26

EK3EMECTAH-BICTA AC

(HafiMeHy BaHs AIKAPCLKOro 3acody 3riAno 3 peccrpatifinuy nocBiaueHns )
TabNeTKH, BKPHTI NJAiBKOBOI0 000/101K010, no 25 mr; no 10 tadaeror y daicrepi; no 3
OjlicTepH B mavni 3 KAPTOHY

(hopma BunyCKY, 403YBAHHSA, BUA NAKYBAHHA NiKapcbKOro 3acoly)
Howmep pecctpauiitvoro nocsiavenns UA/19570/01/01 etpok aii peectpauifinoro nocsiavenns 10.11.2027
Cepis nikapcskoro 3acody Ne 113659 KinbkicTh BBe3eHoro aikapchkoro sacody 3930

BiipoGuk Pemenika Jlta, Kinp

(Hafimenysanns Bupobinka nikapenkoro sacoby. kpaina noxo.ukens)

Bee3seno n Ykpainy Tosapuerso 3 odmexenow Bianosinaasnicrio "bYCT ®APMA",
inent. koa: 44107410

(walimenynanng ta koa 3a CAPIIOY opuaninoi ecodin ado npisiLie. iM's. 1o GaTbKoB
(i ot ocodu - nianpuemud, T Micle NPOXKHBAHHA Ta peecTpauiiinmit Homep obnikosol
KapTKH NAaTHHKR noaartkis abo cepis Ta Homep nacnopra)

Mporokoa eisyaasnoro koutponio sia 17.05.2024 Ne 1690/4.

3a pesyabTaTamM  NEPKABHOTO KOHTPOMIO BCTAHOBACHO, WO fikapcbkuil 3acid  poescno B Ykpainy

AOTPHMAHHIM £ 4{lKOHOAABCTBA W00 3abe3neleHHs SKocTi nikapcbkux 3acobis.

/"

(nianmc) (oo ra npissuie)

Muxkona XOJIOJAEHKO

‘]



FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
UKRAINE/YKPATHA

EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 tablets in a
blister; 3 blisters in a cardboard box /

EK3EMECTAH-BICTA AC, tabneTku, BKpUTi NniekoBoo 060M0HKO, No
25 mr no 10 Ta6neTok y GnicTepi; no 3 Gnictepu B Nayui 3 KAPTOHY

Name of product / Hazsa npogyxkry
(strength, dosage form, package size and type /
[03yBaHHA, Nikapcbka chopma, po3mip i TMN ynakoskw)

Active substance / Potency/ [lioua pe4yosuHa/

BMICT Ai0MOT PEHOBUHM Exemestane 25 mg / ExsemecraH 25 mr

Manufacturing country / kpaiba BUpo6HMK Cyprus / Kinp

MA number / Homep peectpauifiHoro

s gbenl P e UA/19570/01/01

Code Ne/ Kop npoaykTty Ne FO696T/025

Batch number and number of packs / Homep 113659

cepil Ta KinbKICTb Na4ok 7650 packs/ 7650 ynakosok
Date of manufacture / Jlata supo6HuuTea 23/11/2023

Expiry date / TepmiH npugatHocTi 23/11/2026

REMEDICA LTD, Ahammon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA
NTA, eyn. AxapHoH, Jlimacon IHgactpian Ecreiit, 6yaiena 10-aHTMHeonnacTuyHi
Ta imyHomoay oY npenapatu, Jlimacon, 3056, Kinp

Name, address / Hasea, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niueH3ii
BUpOBHWUYOT AinbHULI

GMP Ne REM10/2022/001
License / liueHsia Ne 029

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOOWN CNELUWOIKALIA PE3YIILTAT

Microbiological Examination? ('Ph. Eur.
26.12-2.6.13)/
MikpoGionoriyHa yncrora ('€ 2.6.12 -

2.6.13) L <10 cfu/g
- Total aerobic microbial count / 107 cfu/g (max. acceptable count = 2000) / <10 KYOIr
- 3aranbHa KinbkicTe aepobHux mMikpobis He Binbwe 10* KYO/r (Makc. npuitHATHa KinbKicTb=2000) <10 cfu/
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / CHRYE
3aranbHa KinbkicTb KOMBiHOBaHNX He Ginblwe 10? KYO/r (Makc. npuiiHATHA KinbkicTb=200) <10KYOir
Apbxaxis / usini
- Escherichia coli Absent/g / Absent/g /
BincytHalr BigcyTHs/r

1 European Pharmacopoeia, General Monographs, current edition / ' Eeponeiicbka ®apmakones, 3arantHi MoHorpadii, Ailoue BUAAHHA
2 gpirooxiran-1 = 6a-Spirooxiran-androsta-1,4-diene-3,17-dione

3 Spirooxiran-2 = 6B-Spirooxiran-androsta-1,4-diene-3,17-dione

“4Routinely performed on the first three production batches and then performed every 10th batch or at least once per year /

4 He pYTMHHUIA TECT, NPOBOAUTLCA KOXHi 10 cepiit abo LLIOPOKY

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling 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 Authorisation of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Lium s 3aceiguyio, Lo HaseaeHa BuLLe iHchopMaLlia € AocTOBRIpHO Ta To4Ho. Llto cepilo npoaykuii 6yno supobnexo (Broyaioum
nakyBaHHs/MapKyBaHHs) Ta NpoBeAeHO KOHTPOSb 1i AKOCTI Ha BULLIE3a3HaYeHii AinbHWLI Y NoBHii BignosiaHocTi 3 Bumoramu GMP,
BCTaHOBNEHUMW MiCLIEBUM PEryNATOPHUM OPraHoMm, a TakoxX BianoBiaHo fo cneundikadii, Wwo MiCTATLCS Y peecTpauinHoMy JOCkE
abo Toprogii niueHsii kpaiHu-eupobHuka abo kpaiHW-iMNopTepa, SKWO NPOoAYKUil iMnopToBaHo. MMpoTokonu BUMpoGHMUTBA,
nakysaHHs Ta aHanisis 6yno nepernaHyTo Ta BCTAHOBNEHO BignoBigHicTe GMP.

Released by / BunyweHo: d

3
:%Q*?;—\ QLL;.CJ{Z\ 5= 293 lo 'fo'cm 2y
Dr-G. Christou \g\e T s
Registered Qualified Person / QC Manager or Authorised Sen:or Analys-t!
ynoBHOBaXeHa 0co6a Mexepxep abo ynoBHOBaXeHMiA CTaplIMiA aHaniTMK
Released on/ Bunyweno: 23-|a 2| Ja pER Test Date / [lara ananisy: 04/12/2023

This certificate has been completed, verified and signed as per the English version of the text included herein and no representations are
made as to the accuracy of the non-English text of which the signatory has no knowledge of.

Remedica Ltd, E-mail:info@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: www.remedica.eu
Site address: Remedica Ltd, Aharnon Street, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailing address: Remedica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU
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