JAEPKABHA CJIY)XXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitauunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
Npo AKICTh BBE3eHOro B Y Kpainy JikapcbKkoro 3aco0y

19.09.2023 Ne 47888/23/26

EK3EMECTAH-BICTA AC

(HaliMeHyBaHHs NnikapcbKoro 3acoQy 3rifHo 3 peccTpauifiHMM MOCBIIYEHHAM)
TabJyieTKH, BKPUTI NIiBKOBOI0 00010HK010, 110 25 mr; mo 10 Tabaerox y Gaicrepi; mo 3
faicrepu B mavuui 3 KAPTOHY

(popma BrNyCKy, NO3YBAHHS, BHA NaKyBaHHA iKAPCLKOro 3acoby)
Homep peectpauiiinoro nocsindenns UA/19570/01/01 crpok aii peectpauitinoro nocsinuenns 10.11.2027
Cepis nikapcskoro sacofy Ne 110848 Kinbkicth BBE3€HOrO Nikapcbkoro 3acoby 3920

BupoGHuk Pemenika Jlta, Kinp
(HalimeHyBanHs BUpoGHHKA NiKAPCLKOro 3acoby, KpaiHa NOXOKCHHA)

BeeseHo B YkpaiHy Tosapucrso 3 oomexkenoro sianosinaasuicTio "BYCT ®APMA",
inenT. xon: 44107410

(Hafimenysanns Ta koa 3a CIPTIOY iopuanyHoi ocoGu abo npizsuue, im's, no GaTLKosi
diznynoi ocobu - nianpHemus, Ti MicLe NPOXHBAHHA Ta peecTpauiAHuiA HoMep o6nikoBoi
KapTKH IJaTtHHka nojarkis abo cepis Ta HOMep nacnopra)

IMpoToxon BisyansHoro kourpomio sia 19.09.2023 Ne 2829/4.

3a pesynbTaTaMM AEpKABHOTO KOHTPONKY BCTAHOBAEHO, WO Jikapcekuii 3aci6 BsBeseHo B Ykpaidy 3

KOHOAABCTBA W0/10 3aGe3nedeHHs AKOCTI NjkapchkHX 3acobis.

Muxkona XOJIOAEHKO

KOHTPOJIO) (nianuce) (iniuiany Ta npissvuLe)




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
UKRAINE/YKPATHA

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

EK3EMECTAH-BICTA AC, tabneTku, BkpuTi nniskosoto 060N0HKOIO, No
25 mr no 10 TabneTok y Gnictepi; no 3 6nictepun B nayui 3 KAPTOHY

Name of product / Hazsa npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapcbka chopma, po3Mip i TUN YNakosku)

Active substance / Potency/ [lioya pevyosuHa/

BMICT jl04Oi PeYOBMHY Exemestane 25 mg / EksemectaH 25 mr

Manufacturing country / kpaiHa BUpoBHuK Cyprus / Kinp

MA number / Homep peecTtpauliiihoro

ool P PRGN UA/19570/01/01

Code Ne/ Koa npoaykry Ne F0696T/025

Batch number and number of packs / Homep 110848

cepii Ta KinbKiCTb Na4ok 3920 packs/ 3920 ynakoeok
Date of manufacture / lata supobHuurea 18/07/2023

Expiry date / Tepmin npuaatHocTi 18/07/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA
NTA, syn. AxapHoH, llimacon IHpactpian EcteiiT, 6ygiens 10-aHTMHeoNnacTWYHi
Ta imyHomoayniorodi npenaparu, Jlimacon, 3056, Kinp

Name, address / Hasea, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niuenaii
BupobHuyol ainbHUUi

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTU/ METOOU CNEUNDIKALIA PE3YNbTAT
Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni peoonykni Tabnetku, BKpuTi nniskosowo | Bignoeinae
obonoHkow

Identification (MTH-0281) /
laeHTudikayia (MTH-0281)
The retention time of the major peak of the sample | Conforms /
- HPLC /BEPX preparation in the assay corresponds to that of the | Bianoeinae
standard solution /

Yac yTpumaHHs ronoeHoro niky Ha Xxpomarorpami
BunpobysaHoro posauvHy B Tecti  «KinbkicHe
BU3HAYEeHHA» BIiANOBIAAE Jacy YTPUMaHHA niky Ha
Xpomarorpami po34uHy nopiBHAHHS.

- Infrared absorption (IR)/ IY4-cnekTp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Bignoeigae
I4-cnektp  npenapaty  Bignosigae  |Y-cnekTpy
CTaHAApTHOro 3paska

Change of colour from a Y3 to a Y1 signifies the

Identification of titanium dioxide (MTH-0281)/ presence of Titanium dioxide Conforms /
laeHTudikauis Tutany giokeuay (MTH-0281) 3miHa konbopy 3 Y3 Ha Y1 03Ha4ae HasiBHICTb Bianoeinae
Jiokcuay TutaHy
Disintegration ('Ph. Eur. 2.9.1) / <30 min/ 6 min /
PosnapaHHs ('€d 2.9.1) < 30 xBunuH 6 x8
Average weight (MTH-0281) / 85 mg + 5% (81-89 mg) / 86 mg /
CepepgHs maca (MTH-0281) 85 mr + 5% (81-89 mr) 86 mr
Resistance to Crushing ('Ph. Eur. 2.9.8) / 2 25N < 120N/ 47N
CrifkicTs Ao posnasniosaHHs ('€® 2.9.8) = 25N < 120N
Water Karl Fischer ('Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 1.49%
Boaa (Kapn ®iwep) ('€ 2.5.12; MTH-0281) <2,0% il

Related substances HPLC (MTH-0281)/
CynyTHi [omiwku BEPX (MTH-0281)

- 2Spirooxiran-1 / 2Cnipookcupan-1 <02% < 0,05 %

- 3Spirooxiran-2 / *Cnipookcupan-2 <02% <0,05 %

- Any other unknown impurity / Byab-sika iHwa £02% <0,056%
HeBigoMa AoMillka

- Total impurities / Cyma gomiwok <£1,0% <0,05%

Pace 1 nof 2



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, Nikapceka cpopma, po3Mip i TUN ynakoeku)

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

EK3EMECTAH-BICTA AC, TabneTku, BkpuTi nniskosoto 060M0HKOW0, No
25 mr no 10 TabneTok y Gnictepi; no 3 Gnictepu B nayui 3 KAPTOHY

Active substance / Potency/ [litoua peyosuHa/
BMICT Ail040i pe4OBMHM

Exemestane 25 mg / Ekaemecran 25 mr

Manufacturing country / kpaiHa BUpobHuK Cyprus / Kinp

MA number / Homep peectpauiiiHoro

o sl UA/19570/01/01

Code Ne/ Koa npoaykty Ne FO0696T/025

Batch number and number of packs / Homep 110848

cepil Ta KinbkicTe Na4ok 3920 packs/ 3920 ynakoBok
Date of manufacture / lata supobHuuTea 18/07/2023

Expiry date / Tepmis npugatHocTi 18/07/2026

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELOIKA
NTA, syn. AxapHoH, Jlimacon IHpactpian Ecteiit, 6yaisna 10-aHTuHeonnacTuyHi

Ta iMyHomoayniowodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsil
BUPOBHWUYOT AinbHUUI

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

TESTS/METHODS /
TECTW / METOOMU

SPECIFICATIONS /
CMNELUUDIKALIA

RESULTS /
PE3YINbTAT

Uniformity of dosage units
(Mass Variation) ('"Ph. Eur. 2.9.40) /
OpHopigHicTb A030BaHUX OAMHWLB
(Bapiauis 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/
MpuiHATHEe 3HaveHHA nepwux 10 oAMHMUB [03yBaHHA
meHwe abo popieHioe L1. Akwo NpUAHATHE 3HAYEHHA
nepesuwye L1, nepesipte HactynHi 20 oAWHWLUL J03YBaHHSA
Ta 06uKUCniTh NPUAHSATHE 3HAYEHHS.

Bumorun BUKOHYIOTBCS, AKLLO KiHLIEBE NpuiAMankHe 3Ha4YeHHs
30 oguHmMupb Ao3yBaHHA MeHwe abo gopisHioe L1, i xogeH
OKpeMui BMICT OAMHULI 03K He € meHwum 3a (1- L2 x
0,01)M abo Ginbwe Hix (1+ L2 x 0,01)M. L1 gopisHioe 15,0
i L2 popieHioe 25,0

6,0 % (on 10 units) /

6,0 % (Ha 10 oguup)

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

No more than 2 of the individual masses deviate from the

OpaHopiaHicTe Macy ('€d 2.9.5) average mass by more than 7.5% and none deviates by | None / XKoaHot
more than 15% /
He Ginbwe 2 okpemux mac sigxunsioTbecs Big cepeaHboi | None / XoaHol
mMacu binbw Hix Ha 7,5% i xogHa 3 HUX He Bifpi3HAETbCH
GinbLw Hix Ha 15%.

Assay % Exemestane HPLC (MTH-0281)/ i

KinbkicHe BusHadveHHsi Ekaemectany BEPX 06,0 =108,0 s of the Iabeiad amount/ 98,6 %

(MTH-0281)

95,0 % - 105,0 % Big 3aABNEHOT KiNbLKOCTI

Dissolution UV (MTH-0281)/
Po3aunHeHHa YP (MTH-0281)

Not Less Than 70 % (Q) after 45 mins

S$1: (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%) nicns 45 x8. ans
KOXHOT 0ANHML

S2: (6 Tabn.) cepeaHe 3HayeHHs i3 12 oguHuup (S1+S2)
popiexioe abo Binswe 70% (Q), i Hemae xoaHOT oauHUL i3
CTyneHem po3vnHeHHs meHwe 55 % (Q-15%)

S3: (12 Tabn.) cepeaHe 3HayeHHs i3 24 oAuHUUL
(S1+52+S3) popieHioe abo Ginbwe 70% (Q), He Ginbwe 2
oauHuUb meHwe 55 % (Q-15%) | Hemae xoaHOT oguHUL i3
CTyneHem po3ynHEeHHA MeHLwwe 45 % (Q-25%)

86,9 % (S1)

Pase 7 nf 2



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 nniekosoto 06omnoHko, no
25 mr no 10 Tabnetok y Gnictepi; no 3 6nicTepu B nayui 3 KAPTOHY

Name of product / Hasea npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapceka chopma, po3mip i TMN ynakosku)

Active substance / Potency/ [litoua pevosuHa/

BMICT A10MOT PEyOBUHM Exemestane 25 mg / EksemectaH 25 mr

Manufacturing country / kpaiHa BUpoBHUK Cyprus / Kinp

MA number / Homep peecTtpauiiiHoro

b oo ot UA/19570/01/01

Code Ne¢/ Kop, npogykry Ne F0696T/025

Batch number and number of packs / Homep 110848

cepii Ta KinbKicTb nNayok 3920 packs/ 3920 ynakoBok
Date of manufacture / lata supobHuurea 18/07/2023

Expiry date / TepmiH npuaaTHoOCTi 18/07/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA
NTA, eyn. AxapHoH, Jlimacon IHaacTpian Ecteiit, 6yaiena 10-aHTUHEONNacTUYHI
Ta imyHomoaynioodi npenapatwu, Jlimacon, 3056, Kinp

Name, address / HasBa, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsil
BUPOBHWUYOT AinbHUL

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU/ METOOM CNEUNDIKALIA PE3YIILTAT

Microbiological Examination® ('Ph. Eur.
26.12-26.13)/
Mikpo6ionoriyHa uuctorta® ('€® 2.6.12 -

2.6.13) o Not Applied

- Total aerobic microbial count / 10° cfu/g (max. acceptable count = 2000) / A
- 3aransHa KinbKicTb 2epoGHUX MiKpoGiB | He 6inbue 10° KYOr (MaKc. NpuiiHATHa KinbkicTs=2000) | ' ¢ N"POBOAMAOCH
- Total combined yeasts/moulds count / 102 cfulg (max. acceptable count = 200) / Not Applied
3aranbHa KinbkicTb KOMBiHOBaHMX He 6Ginbwe 10? KYO/r (makc. npuitHATHA KinbKicTb=200) He nposogunoch
apikais / usini

- Escherichia coli Absent/g / BigcyTHsalr Not Applied

He nposogunocb

' European Pharmacopoeia, General Monographs, current edition / ' Esponeiicbka ®apmakones, 3aransHi MoHorpadii, giloue BUAAHHS
2 gpirooxiran-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, NPOBOAMTLCA koXHI 10 cepiil a6o wopoky

| 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. /

Llum 51 3acsiguyto, Lo HaBedeHa BuLle iHhopMaLis € 4OCTOBIpHOI Ta TouHolo. Liio cepilo npoaykuii 6yno BupobneHo (Brnioyatoymn
nakysBaHHa/MapKyBaHHs) Ta NpoBeAeHo KOHTPONb ii AKOCTI Ha BULLie3a3HaYeHii AinbHUL Y NoBHiIl BianosigHocTi 3 Bumoramun GMP,
BCTaHOBMNEHUMMN MICLIEBUM PErynsiTopHUM OpraHom, a Takox BiAnoeiaHo Ao cneuudikallii, LWo MICTATLCS Y peecTpauiitHoMy A0Cbe
abo ToproBiin niueHsii kpaiHu-BupobHMKa abo KpaiHu-iMnopTepa, AKWO npoaykuil imnoprosaHo. lpoTokonu BupobHUUTEA,
nakyeaHHsi Ta aHanisis 6yno nepernsiHyTo Ta BCTaHoBNeHo BianosigHicte GMP.,

Released by / BunyweHo:

T )

rJG{ Christou

Registered Qualified Person /
ynoeHoBaMxeHa ocoba

QC Manager or Authorised Senior Analyst /
Menepep abo ynoBHOBaXeHW CTapLUIMIA aHaniTMK

Released on/ BunyueHo: 313(!38 ‘3«05'«5 Test Date / flaTa ananisy: 01/08/2023

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.0.Box 51706, 3508 Limassol, Cyprus-EU
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JAEP)KABHA CJIYKBA 3 JIIKAPCLKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

Byn. bepesnskiscbka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua. Koa €IPI1OY 37079055

BUCHOBOK
Npo sIKicTh BBE3€HOro B YKpaiHy JiKkapcbKoro 3acody

23.06.2023 Ne 32059/23/26

EK3EMECTAH-BICTA AC

(HaliMeHyBaHHA NiKapcLKOro 3acoby 3rinHo 3 peecTpauifiiiM NOCBiAYEHHAM)
TabJseTKH, BKPHTI IJIiBKOBOI0 000J10HK010, 0 25 mr; no 10 Tabaerok y GaicTepi; no 3
faicrepu B navui 3 KApTOHY

(hopma BUNYCKY. 103yBaHHA. BHA 11AKYBAHHS JiKapehkoro 3acoly)
Homep peectpauiitvoro nocsinuenns UA/19570/01/01 crpox aii peecrpauiiinoro nocsiavenns 10.11.2027
Cepis nikapcbkoro 3acoby Ne 108908 KinskicTs BBe3enoro nikapeskoro 3acoby 4974

BupoGuuk Pemenika JIta, Kinp

(Hakimenysanua supoOHKUKa NikapcLKOro 3acoly. kpaina NOXOMKEIHA)

BeeseHo B VipaiHy TOBAPUCTBO 3 OBMEXEHOIO BIAINTOBIJAJIBHICTIO
"BYCT ®APMA", igenr. xon: 44107410

(Halimenysanus Ta koa 3a €IPTIOY opuanunoi ocobu abo npiseuue, im's, no datbkoBi hiznunol
ocobu - mianpueMus, ii Micue ApoxuBaHHS Ta peccTpauiiinuil HomMep o00iKOBOT KAPTKH NIATHHKA
noaatkis abo cepis Ta HoMep nacnopTa)

IMpotokon Bisyansuoro xourposo sin 23.06.2023 Ne 1750/1.

3a pesynbTataMM AEPKABHOTO KOHTPONIO BCTAHOBAEHO. MO Jikapchkuii 3acié BBeseHo B YkpaiHy 3
NOTPHMAHHSAM BHMOT 33KOHOAABCTBA W00 3a0e3neuenus akgcti ikapehknx 3acobis,

/

HauanbHuk Mukona XOJIOJJEHKO

L

(nocanosa ocoba OpraHy-iepxasHoro KOHTPONK0) (nianuc) (iniiany Ta npizsuine)

_,e’ - —,
a0 3’*'3’:“'3\;*{
< ol * ZheanX.




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hassa npogykry
(strength, dosage form, package size and type /
4,03yBaHHA, nikapcbka cdopma, poamip 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 nniekoBolo 060MN0HKOI0, NO
25 mr no 10 TabneTok y BnicTepi; no 3 GnicTepu B nayui 3 KAPTOHY

Active substance / Potency/ Jiioya pevyosuHa/
BMICT Ail040l peHOBUHM

Exemestane 25 mg / EksemectaH 25 mr

Manufacturing country / kpaiHa BUpoGHWMK Cyprus / Kinp

MA number / Homep peecTtpaLiiiHoro

i e W PReSTReR UA/19570/01/01

Code Ne/ Kog npogykty Ne FO696T/025

Batch number and number of packs / Homep 108908

cepii Ta KinbKiCTb Naqok 6990 packs/ 6990 ynakoBok
Date of manufacture / lata Bupo6HuUTBa 12/04/2023

Expiry date / Tepmin npupaTHocTi 12/04/2026

Name, address / HasBa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
NTA, syn. AxapHoH, Jlimacon IHpactpian Ecrteiit, 6yaisns 10-aHTWHeonAacTUHYHI
Ta imyHomopayniotodi npenaparw, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUPOBHUYOT AinbHUL

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

TESTS/IMETHODS / SPECIFICATIONS / RESULTS /

TECTWU / METOOU CMNEUUDIKALIA PE3YINBbTAT
Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni neoonykni Ttabnetku, ekpuTi nniekosoto | Bignosinae

obonoHkow

Identification (MTH-0281) /
laenTudbikauia (MTH-0281)

- HPLC /BEPX

- Infrared absorption (IR)/ I4-cnekTtp

The retention time of the major peak of the sample | Conforms /
preparation in the assay corresponds to that of the | Bignosigae
standard solution /

Yac yTpumaHHs ronoBHoro niky Ha Xpomartorpami
sunpoBysaHoro posuuHy B TecTi  «KinbkicHe
BM3HA4YeHHA» BIANOBIJAE Yacy YTPUMaHHs Niky Ha
XpomaTtorpami po3unHy NopiBHAHHS.

The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Bignoginae
[Y-cnektp  npenapaty  Bignosigae  IY-cnekTpy
CTaHAAPTHOro 3paska

Change of colour from a Y3 to a Y1 signifies the

Identification of titanium dioxide (MTH-0281)/ presence of Titanium dioxide Conforms /
lneHTudikadis Tutady giokcuay (MTH-0281) 3miHa konbopy 2 Y3 Ha Y1 03Ha4yae HasBHICTb Bignoeinae
Jiokcuay TuTany

Disintegration ('Ph. Eur. 2.9.1) / <30 min/ 3 min/

PoanaaaHHs ('€ 2.9.1) < 30 xevnuH 3 xBe

Average weight (M\TH-0281) / 85 mg + 5% (81-89 mg) / 85mg/

CepegHa maca (MTH-0281) 85 mr x+ 5% (81-89 mr) 85 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ = 25N < 120N/ 49 N

CrifikicTb A0 po3gasnioeaHHs ('E€® 2.9.8) = 25N < 120N

Water Karl Fischer ('Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 1.0 %

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

Related substances HPLC (MTH-0281) /

CynytHi Jomiwkn BEPX (MTH-0281)

- 2Spirooxiran-1 / 2CnipookcupaH-1 <02 % <0,05%

- 8Spirooxiran-2 / *CnipookcupaH-2 <02% <0,05%

- Any other unknown impurity / Byab-aka iHwa <02% <0,05%
HeBigoma Jgomillka

- Total impurities / Cyma gomiwok =10% <0,05%
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hasea npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nnikapcbka dopma, poamip i TMn 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 nriskosoto 060MoHKoI0, no
25 mr no 10 Tabnetok y Gnictepi; no 3 6nictepu B Nayui 3 KAPTOHY

Active substance / Potency/ [litoua peuosuHa/
BMICT AiH040T PEYOBUHM

Exemestane 25 mg / EkaemectaH 25 mr

Manufacturing country / kpaiHa BUpOBHUK Cyprus / Kinp

MA number / Homep peectpatyjiiHoro

e B T UA/19570/01/01

Code No/ Kog npoaykty Ne F0696T/025

Batch number and number of packs / Homep 108908

cepii Ta KinNbKiCTb Na4yokK 6990 packs/ 6990 ynakoBok
Date of manufacture / [lata Bupo6HuLITEa 12/04/2023

Expiry date / TepMmiH npuaaTHOCTI 12/04/2026

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Jlimacon IHpacTpian Ecteiit, Gyaisna 10-aHTUHEONNACTMYHI

Ta imyHomoayntotodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niyeHaii
BMPOBHWUYOT AiNbHUUI

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

TESTS/METHODS /
TECTWU / METOOW

SPECIFICATIONS /
CNEUUDIKALIA

RESULTS /
PE3YNbLTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopiaHicTe A030BaHUX OAMHULb
(Bapiauis macu) ('€d 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 3Ha4eHHA nepwmx 10 oAMHWUL A03YBaHHS
MeHwe abo fopisHioe L1. AKWO npuAHATHE 3HAYEHHS
nepesuwye L1, nepesipre HacTynHi 20 oguHULL A03yBaHHs
Ta 06YNCTITE NPUAHATHE 3HAYEHHS,

Bumoru BUKOHYOTLCS, SAKLLO KIHLEBE NPUAMAanbHe 3HaUYeHHs
30 oauHMLE Ao3yBaHHs MeHwWwe abo popieHioe L1, i xoaeH
oKpemuii BMICT OAWHULY 003U He € MeHwuM 3a (1- L2 x
0,01)M abo 6inbLue Hix (1+ L2 x 0,01)M. L1 popisHioe 15,0
i L2 popisHioe 25,0

7.5 % (on 10 units) /

7,5 % (Ha 10 ogumup)

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

No more than 2 of the individual masses deviate from the

OpnHopigHicTe Mack ('€¢ 2.9.5) average mass by more than 7.5% and none deviates by | None / XXogHoi
more than 15% /
He 6inblue 2 okpemux Mac BigxunswoTbcs Big cepeaHboi | None / XogHot
macu Binbl HiX Ha 7,5% i xoAHa 3 HUX HE BiAPISHAETLCH
BinbL HiX Ha 15%.

Assay % Exemestane HPLC (MTH-0281)/ 9 .

KinbKicHe BuaHadents Exsemectary BEPX | 00 20 = 105 % of the labeled amount / 97,6 %

(MTH-0281)

95 % - 105 % Big 3asBNEHOT KiNbKOCTI

Dissolution UV (MTH-0281)/
PozunHeHHs YO (MTH-0281)

Not Less Than 70 % (Q) after 45 mins

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 meHLwwe 70 % (Q) nicna 45 xs.

S1: (6 Tabn.) He meHwe 75 % (Q+5%) nicna 45 x8. ans
KOXHOT oguHULi

82: (6 Tabn.) cepeaHe 3HaueHHs i3 12 oguHuus (S1+S2)
AopisHioe abo Ginbwe 70% (Q), | Hemae xoaHOT OAUHWL i3
CTyneHem po3uuHeHHs meHwe 55 % (Q-15%)

S3: (12 71abn.) cepefHe 3HauyeHHs i3 24 oAMHWLB
(S1+S2+S3) popieHioe abo Ginbwe 70% (Q), He Binblue 2
oAnHWUL meHwe 55 % (Q-15%) i Hemae XoaHoi oguHULI i3
CTyneHem po34yuHeHHs meHwe 45 % (Q-25%)

83,8 % (S1)
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
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 NNiBKOBOIO 0BOMIOHKO, NO
25 mr no 10 TabneTok y Gnictepi; no 3 Gnictepu B nayli 3 kapToHy

Name of product / Hazea npogykry
(strength, dosage form, package size and type /
A03yBaHHSA, nikapceka chopma, poamip i TN ynakosku)

Active substance / Potency/ [lilova pevosuHa/

BHAICT Zikosiol PENOBMHH Exemestane 25 mg / EksemecraH 25 mr

Manufacturing country / kpaita BupoGHuk Cyprus / Kinp

MA number / Homep peecTpauiiiHoro

ihtot il B paacipay UA/19570/01/01

Code No/ Kog npogykty Ne FOB96T/025

Batch number and number of packs / Homep 108908

cepii Ta KinbKIiCTb Nayok 6990 packs/ 6990 ynakoBok
Date of manufacture / Jata eupo6HuuTBa 12/04/2023

Expiry date / TepMiH npuaatHocTi 12/04/2026

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomeodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, llimacon IHaactpian Ecteiit, 6yaisns 10-aHTMHeONNaCTUYHI
Ta imyHomoayniorodi npenaparu, Nimacon, 3056, Kinp

Name, address / Ha3sea, agpeca

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

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOMU CrMELN®IKALIA PE3YILTAT

Microbiological Examination? ('Ph. Eur.
26.12-26.13)/
Mikpo6ionoriyna unctota ('€d 2.6.12 -

2.6.13) . ) Not Applied

- Total aerobic microbial count / 10° cfu/g (max. acceptable count = 2000) / H

- aranbHa KinbKicTe aepoGHWX MikpoGie | He GinbLue 10° KYO/r (maxc. npuiisTHa KinbkicTb=2000) | H€ MPOBOANAOCE
- Total combined yeasts/moulds count / 10? cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa Kinbkictb komGiHoBaHMX He 6inblwe 102 KYO/r (Makc. NpuitHATHA KinbkicTb=200) He npoBogunocs
apbkaxis / ugini

- Escherichia coli Absent/g / BincyTHsi/r Not Applied

He npoBoaunock

1 European Pharmacopoeia, General Monographs, current edition / ' Eeponeiicbka ®apmakones, 3aransHi moHorpadii, giloye BuAaHHA
2 Spirooxiran-1 = 6a-Spirooxiran-androsta-1,4-diene-3,17-dione

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

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

“ He pYTWHHWI! TeCT, NPOBOAUTLCA KOXHI 10 cepili a6o LWopoky

I 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 51 3aceinuyio, Lo HaseAeHa euLLe iHdopmaLlisi € AOCTOBIPHOIO Ta TouHoM. Lo cepilo npoaykuii Gyno BMpobneHo (BkNo4aym
nakyBaHHs/MapkyBaHHs) Ta NPOBEAEHO KOHTPON 1i AKOCTi Ha BULLE3a3HaYeHil AiNbHUL y NOBHIi BiaNOBIAHOCTI 3 BUMoramu GMP,
BCTaHOBMEHWMMN MiCLIEBUM PEerynsiTOpHUM OpraHom, a TakoxX BianosigHo ao cneuudikauii, LWo MICTATLCA Y peecTpaLiiHoMy A0CLE
abo Toprosiii niueHsii kpaiHu-eupobHnka abo kpaiHW-iMnopTepa, SKWIO NPOAYKLD IMNOPTOBAHO. MpoTokonu BupoGHUUTBA,
nakyeaHHsA Ta aHanisis 6yno nepernsHyTo Ta BCTAaHOBNEHO BiAnoBiaHicTe GMP.

Released by / BunyweHo:

Dr. G. Chfistou { e \J i T
Registered Qualified Person / QC Manager or Authorised Senior Analyst /

ynoBHOBaxeHa ocoba Menemxep abo ynosHoBaXeHWii CTaplumit aHaniTMk
Released on/ BunyuieHo: 24/05/2023 Test Date / [lata aHani3sy: 26/04/2023

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

Page 3 of 3



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®DIKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hasea npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapceka chopma, poamip | TMR ynakosku)

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

EK3EMECTAH-BICTA AC, TaGneTku, BKpUTI NNiBkoBoto 060M0HKOI0, N0
25 mr no 10 TabneTok y Gnictepi; no 3 6nicTepu B nayLi 3 KAPTOHY

Active substance / Potency/ [liloya pevosuHa/
BMICT Ajit040T pe4oBUHKN

Exemestane 25 mg / ExaemecrtaH 25 mr

Manufacturing country / kpaiha BupoBHuk Cyprus / Kinp

MA number / Homep peectpalliiiHoro

NOCBIAYEHHS i UA/19570/01/01

Code Ne/ Kop npogykTy Ne FO696T/025

Batch number and number of packs / Homep 113659

cepil Ta KinbKIiCTb Nnayok 7650 packs/ 7650 ynakosok
Date of manufacture / lata BupobHuuTBa 23/11/2023

Expiry date / Tepmin npugaTHoCTi 23/11/2026

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
NTA, syn. AxapHoH, llimacon Ivpactpian Ecteiit, 6yaisnsa 10-aHTMHeonnacTUyHi
Ta iMyHomoAayntoodi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUPOBHUYOT AinbHULI

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW | METOOMN CNEUN®IKALIA PE3YINbTAT

Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni pgsoonykni Tabnetku, BkpuTi nniskoeolo | Bianosinae
060n0oHKOI0

Identification (MTH-0281) /

laeHTudikauis (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 yTpuMMaHHA ronoBHOro niKy Ha Xpomarorpami
sunpobysavoro po3uvHy B Tecti  «KinbkicHe
BU3HAYEeHHA» BIANOBIOAE Yacy YTPUMaHHA niky Ha
XpomaTtorpami po3dnHy nopiBHAHHS.

- Infrared absorption (IR)/ |4-cnekTp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Bignosinae
IY-cnektp  npenapaty  eignosigae  |Y-cnekTtpy
CTaHaapTHoro 3paska
Change of colour from a Y3 to a Y1 signifies the

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

laeHTudikauia Tutany aiokenay (MTH-0281) 3miHa koneopy 3 Y3 Ha Y1 03Havyae HasBHICTb Bianosinae
[iokcuay TUTaHy

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

PoanapanHa ('€ 2.9.1) < 30 xBunuH 2 x8

Average weight (MTH-0281) / 85 mg + 5% (81-89 mg) / 83mg/

CepepHa maca (MTH-0281) 85 mr + 5% (81-89 mr) 83 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ 225N 120N/ 42N

CriikicTe Ao po3aaeniosaHHa ('E® 2.9.8) 2 25N < 120N

Water Karl Fischer ('Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 0.6 %

Bopaa (Kapn ®iwep) ('€ 2.5.12; MTH-0281) £20% e

Related substances HPLC (MTH-0281)/

CynyTHi Jomiwku BEPX (MTH-0281)

- 28pirooxiran-1 / 2CnipookcupaH-1 <02 % < 0,05 %

- 3Spirooxiran-2 / *CnipookcupaH-2 =02% <0,05%

- Any other unknown impurity / Byab-sika iHwa £02% <0,05%

HeBigoMa AoMillka
- Total impurities / Cyma gomilok <1.0% <0,05%
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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%)

Page2of3



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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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 / 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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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®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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AEPKABHA CJYXBA 3 JIIKAPCbBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
Npo sIKiCTH BBE3eHOro B YKpaiHy Jlikapebkoro 3aco6y

28.10.2024 Ne 56268/24/26

EK3EMECTAH-BICTA AC

(nafiMeHyBaHHs Nikapcbkoro 3acoBy 3rifHo 3 peecTpauifiHuM NOCBiTYCHHSM)
Ta0JIeTKH, BKPHTI IVIIBKOBOI0 060J10HK010, 110 25 Mr; no 10 Taéaerok y Oaicrepi; mo 3
OJlicTepu B nauui 3 KAPpTOHY

(opma BHMycKy, 103yBaHHS, BUI NAKYBaHHA JiKAPChKOrO 3acoly)
Howmep peectpauiiinoro noceinuenns UA/19570/01/01 ctpoxk nii peecrpauiiinoro nocsizuenns 10.11.2027
Cepis nikapcekoro 3aco6y Ne 117851 KinbkicTs BBe3eHoro nikapcskoro 3acoby 3000

Bupo6Huk Pemenika JItn, Kinp

(HalimeHy BaHHA BUPOOHMKA Jikapcekoro 3acoly, KpaiHa NOXOMKEHHS)

BseseHo B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIZAJILHICTIO
"BYCT ®APMA", inenT. kon: 44107410

(HaiimenyBanns Ta ko 3a €APTIOY 1opuanunoi ocobu aGo npizeuue, iM'st, No 0aTbkoBi Qisuunol
ocobu - nianpuemus, i Micue NpoxUBaHHA Ta peecTpaliiiHuii HoMep 061iKOBOT KAPTKH MIATHUKA
noaarkie abo cepis Ta HOMep nacnopra)

IMpoTtokoa Bisyansnoro kontpomio Bia 28.10.2024 Ne 3694/7.

3a pesyiabTaraMH JI€PXKaBHOrO KOHTPONIO BCTAHOBJIEHO, 110 Jiikapchkui 3aci6 BBeseno B Ykpainy 3
AOTPHMAHHSAM BHUMOr 3aKOHOJaBCTBA LIOAO 3abe3neueHHs AKOCTi NigdpCKuX 3aco0iB.

T,
Havanbuuk mﬁiiﬁ§05;;;;?\ Mukona XOJIOJIEHKO
o g1l HHM&' b
(nocanosa afiy aifor & TPO.IO) (nianwc) (initiany Ta npissuie)




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hassa npoayxkry
(strength, dosage form, package size and type /
A03yBaHHA, nikapcbka chopMa, po3mip i TUN ynakoBkK)

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

EK3EMECTAH-BICTA AC, Tabnetku, BKpUTi nniekosoto o6onoHkKo, no
25 mr no 10 TabneTok y Gnictepi; no 3 Gnictepu B nayui 3 KApTOHY

Active substance / Potency/ [litoua peyosuHa/
BMICT Ail040T pevyoBUHK

Exemestane 25 mg / ExaemectaH 25 mr

Manufacturing country / kpaiHa BUPOBHMK Cyprus / Kinp

MA number / Homep peecTpalljitHoro

s e W RRCTRRM UA/19570/01/01

Code Ne/ Koa npoaykTty Ne F0696T/025

Batch number and number of packs / Homep 117851

cepii Ta KinbkiCTb Na4ok 7890 packs/ 7890 ynakoBok
Date of manufacture / lata Bupo6HuLTBa 05/07/2024

Expiry date / TepmiH npuaaTtHocTi 05/07/2027

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEJIKA
NTA, eyn. AxapHoH, llimacon IHgactpian Ecteir, 6yaisna 10-aHTWHeonnacTvyHi
Ta iIMyHomoaynwowdi npenapatu, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUPOBHUYOT AinbHUL

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW/ METOOU CNELUNDIKALIA PE3YNbLTAT

Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni psoonykni TaGneTku, BKpuTi nniekosoto | Bianosinae
obonoHkoio

Identification (MTH-0281) /

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

- HPLC /BEPX preparation in the assay corresponds to that of the | Bignosinae
standard solution /
Yac yTpumaHHs ronoBHOro nNiKy Ha xpomarorpami
punpobyBaHoro posumHy B TecTi  «KinbkicHe
BW3HAYEHHA» BiANOBiAAE 4acy yTPUMaHHA niky Ha
XpomaTorpami po34nHy NOpiBHAHHA.

- Infrared absorption (IR)/ IM-cnekTp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Bignoeigae
IY-cnektp  npenapaTty  signosigae  IM-cnekTpy
CTaHAapTHOro 3paska
Change of colour from a Y3 to a Y1 signifies the

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

laenTudpikauin TutaHy piokenay (MTH-0281) 3miHa konbopy 3 Y3 Ha Y1 03Hayae HasBHICTb Bignosigae
AioKcuay TUTasy

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

Po3anapaHHa ('€ 2.9.1) < 30 xBunuH [ 2x8

Average weight (VTH-0281) / 85 mg + 5% (81-89 mg) / | 87 mg/

CepeaHa maca (MTH-0281) 85 mr = 5% (81-89 mr) 87 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ 225N £ 120N/ 49 N

CriikicTe g0 po3aasnioBaHHs ('€ 2.9.8) 2 25N < 120N

Water Karl Fischer ('Ph, Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 18 %

Bopa (Kapn ®iwep) ('€d 2.5.12; MTH-0281) s20% i

Related substances HPLC (MTH-0281)/

CynyTHi Jomiwkn BEPX (MTH-0281)

- 2Spirooxiran-1 / 2CnipookcupaH-1 <02% <0,05 %

- 38pirooxiran-2 / 3Cnipookcupan-2 £0,2% <0,05%

- Any other unknown impurity / Byab-sika iHwa <02% <0,05%

HeBigoma gomiwka
- Total impurities / Cyma pomituok <1.0% <0,05%
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hasea npoayxkry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapcbka hopma, Po3MIp | TUN YNakoBKH)

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

EK3EMECTAH-BICTA AC, TabneTku, BKpUTI Nniekosoto 060M0oHKoto, no
25 mr no 10 TabneTok y GnicTepi; no 3 GnicTepu B Nayui 3 KAPTOHY

Active substance / Potency/ [litoya pe4osuHa/
BMICT Ail040l pevyoBUHK

Exemestane 25 mg / EkaemectaH 25 mr

Manufacturing country / kpaiHa BUpoGHuK Cyprus / Kinp

MA number / Homep peecTtpaujiiHoro

Bkl el WRRRCIR UA/19570/01/01

Code Ne/ Kog npoaykty Ne FO0696T/025

Batch number and number of packs / Homep 117851

cepii Ta KinbKiCTb Na4ok 7890 packs/ 7890 ynakoBok
Date of manufacture / [lata Bupo6HuuTBa 05/07/2024

Expiry date / Tepmin npuaaTHocTi 05/07/2027

Name, address / Hasea, agpeca

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Nimacon IHgacTpian Ecrenr, Byaisns 10-aHTuHeonnacTuuHi

Ta imyHomoayniowodi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niuensii
BUPOOHUYOT AinbHUUi

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

TESTS/METHODS /
TECTW / METOOW

SPECIFICATIONS /
CNEUNDIKALIA

RESULTS /
PE3YNbTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopigHiCTe 4030BAHUX OAUHULIL
(Bapiauis 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/
MpwitHATHEe 3HaveHHR nepwux 10 oAWHWUL AO3YBaHHA
meHwe abo popisHioe L1. Akwo npuitHATHE 3HaYeHHsA
nepesulye L1, nepesipte HacTynki 20 oguHULb A03yBaHHA
Ta 0BYMCNITE NPUAHATHE 3HAYEHHS.

BumMorun BUKOHYIOTBCA, AKLLO KIHLEBE NpUAMansHe 3Ha4yeHHA
30 oanHMLUb A03yBaHHA meHwe abo popieHioe L1, i xopeH
OKpeMWiA BMICT OAWHUUI A03M He € meHwum 3a (1- L2 x
0,01)M abo 6inbwe Hix (1+ L2 x 0,01)M. L1 gopisHioe 15,0
i L2 popisHioe 25,0

2,7 % (on 10 units) /

2,7 % (Ha 10 oguus)

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

No more than 2 of the individual masses deviate from the

OpgHopigHicTs macu ('E® 2.9.5) average mass by more than 7.5% and none deviates by | None / XogHol
more than 15% /
He Ginbwe 2 okpemux mac sigxunswoTecs Big cepenHboi | None / XogHol
macu Ginblw HiX Ha 7,5% i ogHa 3 HUX He BiApI3HAETLCA
GinbLu Hix Ha 15%.
Assay % Exemestane HPLC (MTH-0281)/ | g5 o/, _ 105 0 % of the labeled amount / .
mfggguauaqeuun EksemectaHy BEPX 95.0 % - 105,0 % Bia 3asBNEHOT KINbKOCTi 1016 %
Dissolution UV (MTH-0281)/ Not Less Than 70 % (Q) after 45 mins
PoaunHeHHs YO (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 menwe 70 % (Q) nicnA 45 xB.
S1: (6 Tabn.) He MeHwe 75 % (Q+5%) nicns 45 xB. ans | 83,5 % (S1)

KOXHOT 0gNHUL

S2: (6 Tabn.) cepeaHe 3Ha4eHHs i3 12 oguHuub (S1+S2)
popisHioe abo Ginbwe 70% (Q), i HeEmae xoaHOT oguHWUI i3
CTyneHem po3yuHeHHs meHwe 55 % (Q-15%)

S3: (12 Tabn.) cepegHe 3HaveHHs i3 24 OQWHUUBL
(S1+S2+S3) popisHioe abo Ginbwe 70% (Q), He Ginbwe 2
oauHUUbL MeHwe 55 % (Q-15%) i Hemae xoaHOT oauHULI i3
CTyneHem po34yuHeHHR\ MeHwwe 45 % (Q-25%)
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
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 NniskoBor 060MOHKOH, Mo
25 mr no 10 TabneTok y Gnictepi; no 3 GnicTepy B Nayli 3 KAPTOHY

Name of product / Haasa npoayxry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapcska dopma, poamip i TUN ynakoeku)

Active substance / Potency/ [liioua peuosuxa/

BMICT 40401 PEHOBMHM Exemestane 25 mg / EksemectaH 25 mr

Manufacturing country / kpaisa BupoGHuK Cyprus / Kinp

MA number / Home ecTpauiiiHoro

il e UA/19570/01/01

Code Ne/ Kog npoaykTy Ne F0696T/025

Batch number and number of packs / Homep 117851

cepil Ta KinbKicTb Navok 7890 packs/ 7890 ynakoBok
Date of manufacture / flata BupobHuuTea 05/07/2024

Expiry date / TepmiH npugatHocTi 05/07/2027

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Jlimacon IHgacTtpian Ecreit, Gyaisns 10-aHTMHeONNaCTUYHi
Ta iMyHomoayniowMi npenapatu, Jlimacon, 3056, Kinp

Name, address / Hasea, agpeca

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

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOW CMNEUNDIKALIA PE3YIbTAT

Microbiological Examination? ('Ph. Eur.
26.12-26.13)/
Mikpo6ionoriuna ynctora* ('€® 2.6.12 -

2.6.13)

- Total aerobic microbial count / 10? cfu/g (max. acceptable count = 2000) / <10 cfu/g/

- 3aranbHa KinbKicTe aepobHux mikpobis He Binbwe 10* KYO/r (makc. npuiHATHA KinbkicTe=2000) | < 10 KYO/r

- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / <10 cfulg/
3aranbHa KinbKicTb KoMGiHOBaHMX He 6inbwe 10? KYO/r (Makc. npuitHaTHA KinbkicTb=200) | < 10 KYO/r

Apbrapkis / ysini 'i

- Escherichia coli Absent/g / BiacyTHs/r | Absent/g / BincyTHs/r

' European Pharmacopoeia, General Monographs, current edition / | Eeponeiicbka ®apmakones, 3aransHi mokorpadii, Ailo4e BUAGHHR
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 PYTUHHUI TecT, npoBoauTLEA KoxHi 10 cepiit abo Wwopoky

| 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, Wo HaeeaeHa Bulle iHthopMmalis € A0CTOBIPHOI Ta TouHOHW. Lo cepito npoaykuii 6yno supobneHo (Bknoyaoyu
nakyeaHHs/MapKyBaHHA) Ta NPOBEAEHO KOHTPOnb Tl AKOCTI Ha BULLE@3a3Ha4eHin AinbHWUUI y NOBHIA BignoeigHocTi 3 sumoramu GMP,
BCTaHOBMEHMMMN MICLIEBUM PErynsiTOpHUM OPraHoM, a TakoxX BiANOBIAHO A0 cneundikauii, Wo MICTATLCA Y PeecTpaLiiiHOMy A0ChE
abo Toprosiin niueHsii kpaiHu-enpoBHuka abo kpaiHu-imnopTepa, AKWO MpoAaykuilo iMnopToBaHo. MMpoTtokonu BupoBHUUTBA,
nakyBaHHs Ta aHanisis Gyno nepernsaHyTo Ta BCTAHOBNEHO BigNoBigHicT GMP.

o I

= 7&71\ 2% lo) , oLy

v M\
M%ﬁa Roussou Qc Lianager or Authorised Senior Analyst /

g:g:‘:z‘::;:::‘g:“ﬁ:r rson) / Menemkep a60 ynoBHOBaXeHUi CTaplumil aHaniTMK

' Released by / Bunyweno:

Released on/ Bunyweno: .5/ 7/ ¢ -j_:i}_r Test Date / [laTa anani3y: 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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JEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haxii Csitaununoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK

Mpo SIKiCTh BBe3eHOro B YKpainy JiikapcbKkoro 3acoly

07.03.2025 Ne 11804/25/2611

EK3EMECTAH-BICTA AC

(HaiimenyBanis nikapcbkoro 3acoby 3riaHo 3 peecTpauifHAM NMOCBIAYEHHAM)
TabJIeTKH, BKPUTI MJIBKOBOIO 000/10HK010, 110 25 mr; no 10 Tabaerok y Oaicrepi; no 3
DJiicTepH B na4ui 3 KAPTOHY

(dhopma Bunycky, 103yBaHHS, BUA NAKyBaHHA Jikapcbkoro 3acoly)
Homep peectpauitinoro nocsinuenns UA/19570/01/01 crpok nii peectpauiiinoro nocsinuenns 10.11.2027
Cepis nikapcbkoro 3acoby Ne 117852 KinbkicTb BBe3eHoro nikapcbkoro 3acoby 1590

BupoGHuk Pemenika JIta, Kinp

(HalimMeHyBaHHA BHpOGHHUKA Nikapcbkoro 3acoly, kpaiHa MOXOMXKEHHS )

Bseseno B Ykpainy TosapucTBo 3 o6mekenoro BianosinanabnicTio "BYCT ®APMA",
inent. kon: 44107410

(nafimeHyBaHHA Ta kol 3a E[IPTIOY opuanunoi ocobu abo npizsuuue, imM's, no GaTekosi
(pisnuHoi ocobM - nianpuemus, ii Micue npoxuBaHHs Ta peecTpauilinuii Homep o6aikosoi
KapTKH njaTHuka noaatkis abo cepis Ta HOMEp nacnopTa)

Mpotokon Bisyansuoro koutpomo sia 07.03.2025 Ne 726/01.10-25/17.

3a pesynbTaTamMM [epKaBHOrO KOHTPOMKD BCTAHOBIEHO, WO JiKgpcbkuii 3aci6 BeeseHo B Ykpainy 3

AOTPHMAHHSAM BMMOT 3aKOHOAABCTBA LIOAO 3a0€3NEUEHHA AKO ikapchkux 3acobis.

Miukona XOJIOAEHKO

(nianmc) (iniuianu Ta npiszsuule)




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hazsa npogykry
(strength, dosage form, package size and type /
AO3yBaHHA, Nikapcbka oopma, poamip i TUN yNnaxkoBku)

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 060N0OHKOHO, Mo
25 mr no 10 TabneTok y GnicTepi; no 3 Gnictepu B Nayli 3 KAPTOHY

Active substance / Potency/ [liloua pevosuHa/
BMICT [il04O0T peY0BUHA

Exemestane 25 mg / EksemecTaH 25 mr

Manufacturing_codntry [/ xpaiHa BMpoBHUK Cyprus / Kinp

MA number / Homep peecTpaujitHoro

it PRSIV UA/19570/01/01

Code Ne/ Koa npoaykTy Ne F0696T/025

Batch number and number of packs / Homep 117852

cepii Ta KinbKicTb na4yok 9070 packs/ 9070 ynakoBok
Date of manufacture / [lata supo6HuuTea 05/07/2024

Expiry date / Tepmis npuaaTHocTi 05/07/2027

Name, address / HasBa, agpeca

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Jlimacon IHpacTtpian Ecteit, 6ygisns 10-aHTUHEONNACTUYHI
Ta imyHomogayntodi npenaparu, llimacon, 3056, Kinp

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

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

L:\COA\Finish Products\Exemestane Tablets\B.D. Department CoAs\Mistral Capital Management Ltd

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU/ METOQU CNEUN®IKALIA PE3YNbTAT

Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni aeoonykni Tabnetkw, BKpWTI nniekoBol | Bianosigae
060noHKoK

Identification (MTH-0281) /

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

- HPLC /BEPX preparation in the assay corresponds to that of the | Bianosinae
standard solution /
Yac yTpumaHHs ronoBHOrO NiKy Ha Xpomartorpami
BunpobyeaHoro posumHy B Tecti  «KinbkicHe
BU3HAYeHHs» BiANOBIAAE 4acy YTPUMaHHA niky Ha
XpomaTorpami po3dnHy NOpPiBHAHHA.

- Infrared absorption (IR)/ I4-cnektp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Bianosinae
IY-cnektp  npenapaty  eignosigae  |Y-cnekTpy
CTaHAapTHOro 3paska
Change of colour from a Y3 to a Y1 signifies the

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

lpenTudpikauina Tutady giokcnay (MTH-0281) 3miHa konbopy 3 Y3 Ha Y1 03Hayae HanABHICTb Bianosipae
pioKcuay TUTaHy

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

PosnaganHs ('€d 2.9.1) < 30 xBUNWH 2 xB

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

CepepgHsi maca (MTH-0281) 85 mr + 5% (81-89 mr) 87 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ 225N < 120N/ 50 N

CriiikicTe A0 po3aaenioBaHHs ('€ 2.9.8) 2 25N < 120N

Water Karl Fischer ('Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 17 9%

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

Related substances HPLC (MTH-0281)/

CynyTHi Jomiwku BEPX (MTH-0281)

- 2Spirooxiran-1 / 2Cnipookcupan-1 <02 % <0,05%

- 3Spirooxiran-2 / *CnipookcupaH-2 s02% <0,05%

- Any other unknown impurity / Byae-Aka iHwa £0,2% <0,05%

Hesigoma Aomilka
- Total impurities / Cyma gomiluok £1,0% <0,05%
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Hasea npoayxkry
(strength, dosage form, package size and type /
A03yBaHHA, nikapceka hopma, poamip i TUN ynakoBku)

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 060M0HKOI0, Mo
25 mr no 10 TaBneTok y 6nicTepi; no 3 GnicTepu B Nayui 3 KAPTOHY

Active substance / Potency/ [itoya peyosuHa/
BMICT Ailo40l pe4oBUHU

Exemestane 25 mg / EksemecTtaH 25 mr

Manufacturing country / kpaiHa Bupo6HuK Cyprus / Kinp

MA number / Homep peecTtpajitHoro

i g PRy UA/19570/01/01

Code Ne/ Kog npoaykTy Ne FO696T/025

Batch number and number of packs / Homep 117852

cepil Ta KinbKiCTb Na4ok 9070 packs/ 9070 ynakoBok
Date of manufacture / [lata BupoBHuuTBa 05/07/2024

Expiry date / Tepmii npugaTHocTi 05/07/2027

Name, address / HaasBa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
NTA, syn. AxapHoH, Nlimacon IHaactpian Ecteidt, 6yaiens 10-aHTMHEONNACTUYHI

Ta imyHomoayniowdi npenapatw, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUPOGHUYOT AinbHUL

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

TESTS/METHODS /
TECTW / METOOW

SPECIFICATIONS /
CNEUUDIKALIA

RESULTS /
PE3YIIbTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopigHICTE 4030BAHUX OAUHULIL
(Bapiauis 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 OAMHUUL AO03YBaHHA
meHwe abo aopisHioe L1. AKWO NpUAHATHE 3HAYEHHSA
nepesuwye L1, nepesipte HacTynHi 20 ognHWLb A03YBaHHA
Ta 06YMCniTL NPUAHATHE 3HAYEHHA.

Bumorn BUKOHYIOTLCA, AKLLO KiHLUEBE NpuiMansHe 3Ha4yeHHs
30 oanHUUb Ao3yBaHHA meHwe abo aopisHioe L1, i »oaeH
OKPeMWIA BMICT OAMHWLI A03W He € meHwum 3a (1- L2 x
0,01)M abo Ginswe Hix (1+ L2 x 0,01)M. L1 gopiexioe 15,0
i L2 nopisHioe 25,0

4,0 % (on 10 units) /

4,0 % (Ha 10 oguup)

Uniformity of Mass ('Ph. Eur. 2.9.5) /
OpaHopigHicTe Macu ('€d 2.9.5)

No more than 2 of the individual masses deviate from the
average mass by more than 7.5% and none deviates by
more than 15% /

He Ginble 2 okpemux Mac BigXWNAKTLCA Bif cepeaHboi
macu GinblWw HiX Ha 7,5% i xoaHa 3 HUX He BigpisHAETLCA
GinbLw Hix Ha 15%.

None / XopaHoi

None / »KoagHol

Assay % Exemestane HPLC (MTH-0281)/
KinbkicHe Bu3HadeHHs Exksemectany BEPX
(MTH-0281)

95,0 % - 105,0 % of the labeled amount /
95,0 % - 105,0 % Bip 3asBNeHOI KinbKocTi

99,9 %

Dissolution UV (MTH-0281)/
PosuyuHeHHa YO (MTH-0281)

Not Less Than 70 % (Q) after 45 mins

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 mexwe 70 % (Q) nicnA 45 xs.

S1: (6 Tabn.) He meHwe 75 % (Q+5%) nicna 45 x8. AnA
KOXHOT 0gnHWUI

S2: (6 Tabn.) cepeaHe 3HayeHHs i3 12 oguHuub (S1+S2)
popieHioe abo Ginblwe 70% (Q), i Hemae xogHOT oanHULI i3
cTyneHem po3vnHeHHA meHwe 55 % (Q-15%)

S§3: (12 Tabn.) cepepHe 3HayeHHs i3 24 oOAWMHUUL
(S1+52+S3) popieHioe abo Ginbwe 70% (Q), He Binbwe 2
oAuHULbL MeHwe 55 % (Q-15%) | Hemae OAHOT OAUHMUI i3
CTYyneHem po3uuHeHHs meHwe 45 % (Q-25%)

86,7 % (S1)
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
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 NNiBkoBolo 060N0OHKO, N0
25 mr no 10 TabneTok y GnicTepi; no 3 Gnictepu B nayli 3 KAPTOHY

Name of product / Haasa npogykry
(strength, dosage form, package size and type /
AO3yBaHHSA, nikapceka dpopma, poamip | TUN ynakoskm)

Active substance / Potency/ [iloua peyosuHa/

BMICT Z104OT PEYOBUHM Exemestane 25 mg / EksemecTtan 25 mr

Manufacturing country / kpaiHa BUpoGHUK Cyprus / Kinp

MA number / Homep peecTpadiitHoro

et S e UA/19570/01/01

Code Ne/ Kog npogykTy Ne F0696T/025

Batch number and number of packs / Homep 117852

cepil Ta KinbKiCTb Na4ok 9070 packs/ 9070 ynakoBok
Date of manufacture / [lata Bupo6HuuTea 05/07/2024

Expiry date / TepMiH npuaaTHOCTI 05/07/2027

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
NTA, eyn. AxapHoH, llimacon IHgactpian Ecteiit, Gyaiena 10-aHTvHeonnacTuuqHi
Ta iMyHomoayniodi npenapary, Jlimacon, 3056, Kinp

Name, address / Hasea, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsi
BUPOBHWYOT AinbHULi

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOOMN CNEUMDIKALIA PE3YNbTAT

Microbiological Examination? ('Ph. Eur.
26.12-26.13)/
Mikpo6ionoriuHa unctorat ('€d 2.6.12 -

2.6.13)

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

- 3aranbHa KinbKicTb aepobHux Mikpobis He Ginbwe 10° KYO/r (Makc. npuitHsiTHa Kinbkictb=2000) | He nposoaunock
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbKicTe kKomGiHOBaHKUX He Ginbwe 10? KYO/r (Makc. npuiAHATHa KinbkicTb=200) He nposogunocs
Apixaxis / usini

- Escherichia coli Absent/g / BincyTHalr Not Applied

He nposogunock

1 European Pharmacopoeia, General Monographs, current edition / ' Esponeiicbka ®apmakones, 3aransHi MoHorpadii, ailoue BugaHHs
2 Spirooxiran-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 PYTUHHWI TECT, NPOBOAUTLCA KoXHI 10 cepiil ao Lopoky

| 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 5 3aceiguyio, Lo HaBeeHa Bulle iHchopMmaLis € AOCTOBIPHOW Ta To4HOK. Lo cepito npoaykuii 6yno supobneHo (Bknoyarum
nakysaHHR/MapKyBaHHs) Ta NpoBeAeHO KOHTPOnb il AKOCTI Ha BULEe3a3HaYeHin AinsHuUi y NoBHIi BignosigHocTi 3 Bsumoramu GMP,
BCTaHOBMEHWMU MICLIEBUM PErynsaTOPHUM OPraHoM, a TakoX BiANOBIAHO A0 cneundikauii, Wo MICTATLCA Y PeECTPaLiInHOMY A0CHE
abo Toprosiit niueHsil kpaiHu-supobHuka abo kpaiHu-imnopTepa, AKWO npoaykuil imnoptoBaHo. lNpoTokonu BupobHUUTBA,
nakyBaHHA Ta aHanisie 6yno nepernsiHyTo Ta BCTaHOBMNEHo BignosighicTe GMP.

ﬁe% by / BunyuweHo: '
_— v, I.,\]n\._--‘_""_—' i )n \ [* \

Marza’ Roussou Qc M\apager or Authorlsed Senior Analyst /

E?:gfg’:ﬁ::'ﬁ?s:)’nml / MeHemxep a60 ynoBHOBaXeHUiA CTapLIMIA aHaNITUK

+QLY

Released on/ BunyuieHo: -,)\f)'.ll (.\"._frl.[\j.b’\}_,ﬁ 7 Test Date / [lata ananisy: 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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JAEP)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnununoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €ZIPTIOY 37079055

BUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JlikapcbKOro 3acody

07.03.2025 Ne 11805/25/2611

EK3EMECTAH-BICTA AC

(nalimenyBaHus nikapceKoro 3acody 3riino 3 peecTpauifiHUM NOCBIAYEHHAM)
TabJIeTKH, BKPUTI NJIIBKOBOI0 000J10HK010, 110 25 Mr; no 10 TabJserok y Gaicrepi; mo 3
OJricTepH B mayii 3 KAPTOHY

((popma Bunycky, 103yBaHis, BUI NaKyBaHHA JiKapcekoro 3acody)
Howmep peectpauiitnoro nocsinuenns UA/19570/01/01 crpok aii peectpauiitnoro noceinuenns 10.11.2027
Cepis nikapcskoro 3acoby Ne 117853 KinbkicTh BBe3eHOro nikapcbkoro 3acoby 410

BupoGHnk Pemenika Jltn, Kinp

(HailiMenyBanHa BUpOOHKKA NlikapcLKkoro 3acoly, KpaiHa NOXOMKEHHA)

Beeseno B Ykpainy Tosapucerso 3 ooOmexenoio gianosinaasnictio "BYCT ®APMA",
inenT. kon: 44107410

(HaiimenyBanns Ta koa 3a €/IPIIOY wopuauunoi ocobu abo npizsuue, iM's, no 6aTekosi
diznunoi ocobu - nianpuemus, Ti Micue NpoXHBaHHA Ta peecTpauliiinuii Homep o6nikosoi
KapTKW niaTHuka noaarkis abo cepis Ta Homep nacnopra)

MpoTokoa Bisyaasnoro kourpoat sia 07.03.2025 Ne 726/01.10-25/18.

3a pe3ynbTaTaMM OEpPKABHOTO KOHTPOJIO BCTAHOBIEHO, WO JliKapChKHii }aciﬁ BBe3eHO B VYkpaiHy 3
AOTPHMAHHSAM BHMOr 3aKOHONABCTBA W00 3a6e3neyenHs AKOCTi Jlika #X 3acobiB.

Muxkona XOJIOAEHKO

(nianwuc) (iniuiany Ta npissunine)




JAEPXKABHA CJIY/KBA 3 IIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitinunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BHUCHOBOK
Npo AKICTHL BBE3eHOro B YKpainy JiKapcbKoro 3acoby

05.03.2025 ; Ne 11290/25/26

EK3EMECTAH-BICTA AC

(HaiiMenyBanHs AiKapehKoro 3acofy 3rijIHe 3 peccTpauifHuM NOCBIAYEHHAM )
Ta0/1eTKH, BKPHTI IUIIBKOBOI0 ¢00/10HK010, 110 25 Mr; mo 10 Tabaerok y Gaicrepi; mo 3
OJicrepu B navui 3 KApTOHY

(hopma BUIyCKy, J103YBAHHA, B NAKYBAINI JiKapcbKOro 3acody)
Howmep peectpauiiinoro nocsinuenns UA/19570/01/01 crpox aii peectpauiiinoro nocsinuenns 10.11.2027
Cepis nikapcbkoro 3acoby Ne 117853 KinbkicTs BResenoro nikapeskoro sacody 2000

Bupoounx Pemejtika Jlti, Kinp

(naimenysanng Bupo0HHMKA NiKapcLKOTo 3aco0y, Kpaina NoXoaKenH)

Baeseno 1 Y kpainy TOBAPUCTBO 3 OGMEKEHOIO BIAITOBIJIAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

" (naiimenynanns ‘ra ko 3a CJIPIIOY opuaniinoi ocobu abo npizsmie, im's, o 6arekoni disuynoi
ocolu - nianpuemi, ii Miciie MpokuBanns Ta peecTpantidinii Homep 00/1iKOBOT KAPTKH MIATHHKA
nojarkin adbo cepis Ta HOMEp nacrniopra)

poroko.a Bisyaasnoro konrpono sin 05.03.2025 N» 673/01.10-25/7.

3a  pesyibraraMH  JICP/KABHOTO KONTPOMO  BCTAHOBJEHO, 10  JiKapchkui  3acid  BBeseHo B Vkpainy 3
LKMX 3ac00iB,

JOTPUMAHHSM BUMOT 30KOHOAABCTBA W00 3a0e3neuens sKoeTi i

ahCOSIB TA
*t\\'\ WHHG

Muxkona XOJIOJIEHKO

(nijtme) (ininiaau Ta npissduie)




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPATHA

Name of product / Haaea npoaykry
(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, tabnetku, BkpuTi nniskoeoto o6onoHkoto, no
25 mr no 10 TabneTok y GnicTepi; no 3 GnicTepu B nayui 3 KAPTOHY

Active substance / Potency/ [lioya pevyoeuHa/
BMICT Ail040T pevoBUHK

Exemestane 25 mg / ExaemecTaH 25 mr

Manufacturing country / kpaiHa BUpo6HuK Cyprus / Kinp

MA number / Homep peectpauiiHoro

ol PR UA/19570/01/01

Code Ne/ Koa npoaykty Ne F0696T/025

Batch number and number of packs / Homep 117853

cepil Ta KinbKiCTb Na4yoK 9260 packs/ 9260 ynakoBok
Date of manufacture / [lata BupobHuuTtea 05/07/2024

Expiry date / Tepmin npuaaTHocTi 05/07/2027

Name, address / HasBa, agpeca

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEIKA
NTA, syn. AxapHoH, Nimacon IHpacTpian Ecreidt, Byaisns 10-aHTWHEONNACTUHHI
Ta imyHomoayniolodi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niuensii
BUpOBHWUYOT AinbHWLI

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

TESTS/METHODS / SPECIFICATIONS / RESULTS/
TECTWU/ METOOU CMEUUDIKALIA PE3YNbLTAT

Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni apoonykni TaGnetkw, BKpWTi nniskosoio | Bignosinae
obonoHkoi

Identification (MTH-0281) /

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

- HPLC /BEPX preparation in the assay corresponds to that of the | Bianosinae
standard solution /
Yac yTpMMaHHA rOnoBHOrC MiKy Ha XpomaTorpami
BunpobyeaHoro po3umHy B TecTi  «KinbkicHe
BWU3HAYEHHA» BIANOBIAAE 4acy YTPUMaHHA niky Ha
XpomaTorpami po34nHy NOpiBHAHHA,

- Infrared absorption (IR)/ I4-cnekTp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Bignoeinae
IY-cnektp  npenapaty  Bignosigae  IY-cnekTpy
CTaHAapTHOro 3pa3ka
Change of colour from a Y3 to a Y1 signifies the

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

laeHTudpikauis TutaHy aiokcuay (MTH-0281) 3miHa konbopy 3 Y3 Ha Y1 03Ha4ae HasBHICTbL Bignoeipnae
AioKkcuay TUTaHy

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

PosnagaxHa ('€d 2.9.1) < 30 xBUNUH 2 XB

Average weight (WVTH-0281) / 85 mg + 5% (81-89 mg) / 85 mg/

CepeaHn maca (MTH-0281) 85 mr £ 5% (81-89 wmr) 85 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ 225N < 120N/ 45N

CriikicTe A0 po3aasnioBaHHs ('€d 2.9.8) 2 25N < 120N -

Water Karl Fischer ('Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 15 %

Bopa (Kapn ®iwep) ('€® 2.5.12; MTH-0281) s20% ke

Related substances HPLC (MTH-0281)/

CynyTHi fomiwkn BEPX (MTH-0281)

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

- 3Spirooxiran-2 / *Cnipookcupan-2 <02% < 0,05 %

- Any other unknown impurity / Byab-sika iHwa £02% <0,05%

HeBigoma aomiluka
- Total impurities / Cyma gomilok s10% [ <0,06%
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hasea npogykry
(strength, dosage form, package size and type /
[03yBaHHA, Nikapcbka hopma, po3Mip i TUM YNaKoBku)

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

EK3EMECTAH-BICTA AC, TabneTku, BKpUTi NniBkoBoo 060N0HKO, NO
25 mr no 10 TabneTok y 6nicTepi; no 3 Gnictepun B nayui 3 KAPTOHY

Active substance / Potency/ [iloya pevosuHa/
BMICT Ailo40l pe4oBUHU

Exemestane 25 mg / EkaemectaH 25 mr

Manufacturing country / kpaiHa BUpoGHUK Cyprus / Kinp

MA number / Homep peectpaliiitHoro

nocklEisian el UA/19570/01/01

Code Ne/ Kog npoaykTy Ne FO696T/025

Batch number and number of packs / Homep 117853

cepii Ta KinbKiCTb Nayok 9260 packs/ 9260 ynakoBok
Date of manufacture / [lata BupobHuuTBa 05/07/2024

Expiry date / TepmiH npuaaTHocTi 05/07/2027

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEQIKA
NTA, eyn. AxapHoH, Nlimacon IvagacTtpian Ecreitr, 6yaisns 10-aHTuHeonnacTuyHi

Ta imyHoMoAayntowoMi npenapaTu, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUpOBHUYOT AinbHUL

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

TESTS/METHODS /
TECTWU / METOOWN

SPECIFICATIONS /
CNELUNDIKALIA

RESULTS /
PE3YIIbTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopigHICTE A030BAHUX OAVHULIL
(Bapiauis macw) ("€d 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. L1is 15,0 and L2 is 25,0/
MpuiHaTHe 3HauyeHHA nepwux 10 oawHWMUL [03yBaHHA
meHwe abo popisHioe L1. AKWO npuitHATHE 3HaYeHHA
nepesuulye L1, nepeeipre HacTynHi 20 0AUHKLL AO3YBaHHA
Ta 06YMCNITE NPUAHATHE 3HAYEHHS,

BuMOrn BUKOHYIOTBCS, AKLLO KiIHLEBE NpUiAManbHe 3Ha4YeHHRA
30 oauHUUB Ao3yBaHHA meHwe abo popieHwe L1, i xopeH
OKpeMuit BMICT OAWHULI A03U He e MeHwum 3a (1- L2 x
0,01)M abo Ginbwe Hix (1+ L2 x 0,01)M. L1 popieHioe 15,0
i L2 nopisHioe 25,0

3,2 % (on 10 units) /

3,2 % (Ha 10 oanub)

Uniformity of Mass ('Ph. Eur. 2.9.5) /
OpHopigHicTs macu ('Ed 2.9.5)

No more than 2 of the individual masses deviate from the
average mass by more than 7.5% and none deviates by
more than 15% /

He Ginbwe 2 okpemMux mac BigXWNAIOTbCA Bif cepeaHbol
macu Binbl Hix Ha 7,5% i xoAHa 3 HUX He BiOpiI3HAETLCSH
BinbL Hix Ha 15%.

None / XXogHoi

None / XoaHol

Assay % Exemestane HPLC (MTH-0281)/
KinbkicHe Bu3aHaueHHs EksemectaHy BEPX
(MTH-0281)

95,0 % - 105,0 % of the labeled amount /
95,0 % - 105,0 % Bif 3anBneHOI KinbKoCTi

99,8 %

Dissolution UV (MTH-0281)/
Po3unHeHHA YO (MTH-0281)

Not Less Than 70 % (Q) after 45 mins

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 xs.

S1: (6 Tabn.) He meHwe 75 % (Q+5%) nicnsa 45 xB. anA
KOXHOT OAWHWL

S2: (6 Tabn.) cepepHe 3HaveHHs i3 12 oguHuup (S1+S2)
popisHioe abo Ginbwe 70% (Q), | Hemae XoAHOT OAUHWLY i3
CTyneHem poadynHeHHs meHwe 55 % (Q-15%)

S3: (12 Tabn.) cepegHEe 3HayeHHA i3 24 OOMHWUUL
(S1+52+S3) popieHioe abo Ginbwe 70% (Q), He Ginble 2
0AuHUUbL MeHwe 55 % (Q-15%) i Hemae xogHoT oAMHKLI i3
CTyneHem po3unHeHHs MmeHwwe 45 % (Q-25%)

87,4 % (S1)
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI
UKRAINE/YKPAIHA

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

EK3EMECTAH-BICTA AC, tabneTkw, BKkpuTi nniskoeoo 060MoHKo, no
25 mr no 10 TabneTtok y Bnictepi; no 3 GnicTepu B NayLi 3 KAPTOHY

Name of product / Hasea npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, nikapceka dopma, poamip i TMN ynakoeku)

Active substance / Potency/ [iloya pevosuHa/

BMICT AlioNoT PeHOBHHM Exemestane 25 mg / EksemectaH 25 mr

Manufacturing country / kpaiHa Bupo6HuK Cyprus / Kinp

MA number / Homep peecTpauiitHoro

ot P posoTReLs UA/19570/01/01

Code Ne/ Kog npoaykty Ne FO696T/025

Batch number and number of packs / Homep 117853

cepii Ta KinbKicTb Nayok 9260 packs/ 8260 ynakoBok
Date of manufacture / [lata BupobHuuTBa 05/07/2024

Expiry date / TepmiH npuaaTHoCTi 05/07/2027

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEAIKA
NTA, eyn. AxapHoH, Jlimacon IHpacTpian EcTteitt, 6yaiena 10-aHTuHeonnacTuyHi
Ta imyHomoaynowodi npenapatu, Nimacon, 3056, Kinp

Name, address / HasBa, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUPOBHUYOT ainbHUUI

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTW / METOOMU CNEUUDIKALIA PE3YNbTAT

Microbiological Examination? ('Ph. Eur.
26.12-26.13)/
Mikpo6GionoriuHa uucrora ('€® 2.6.12 -

26.13)

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

- 3aranbHa KinbkicTb aepobHUx mikpobis He Ginbwe 10° KYO/r (Makc. npuitHaTHa KinbkicTe=2000) | He nposogunock
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbKicTe KOMBIHOBaHMX | He Binbwe 10? KYO/r (makc. npuiAHaTHA KinbkicTe=200) | He nposogunock
Apbxaxis / usini |

- Escherichia coli Absent/g / BiacyTtHsi/r Not Applied

He nposogunoch

! European Pharmacopoeia, General Monographs, current edition / ' €sponeiicbka ®apmakones, 3aransHi MoHorpadii, Aitoue 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 pYTMHHMIA TeCT, NPOBOAUTLCA KoXHI 10 cepiit a6o Wopoky

| 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 5 3aceiauvyio, Lo HaBeaeHa BULLe iHhopmaLlis € AOCTOBIPHOK Ta ToYHOK. LI cepito npoaykuil Byno supobneHo (Bkniovaoyu
nakyBaHHs/MapKyBaHHs) Ta NpoBeAEHO KOHTPONL T AKOCTI Ha BULLIE3a3HaYeHil AinbHULI y NoBHIRA BignosiaHocTi 3 Bumoramu GMP,
BCTAHOBNEHWUMMW MICLIEBUM PErynsaTOPHUM OpraHoMm, a Takox BianoeigHo Ao cneuundikauii, Wwo MiCTATLCA Y peecTpaLiniHoMy [0Chbe
abo ToproBiil niueHsil kpaiHW-BupobHuka abo kpaiHu-imnopTepa, SKWO npoaykuilo iMmnoptoBaHo. lMpoTtokonu BupobHWLTBEA,
nakyBaHHs Ta aHanisis 6yno nepernsaHyTo Ta BCTAHOBNEHO BignoBiaHicTe GMP.

Released by)/ BunyweHo: h l t /\
e Y e 25 ’JJ—’L*’L“\
Maria Roussou Qc hdnager or Authorlsed Senior Analyst /

(Registered Qualified Person) /

MeHemxep abo ynoBHOBaXeHW CTapLlIMA aHaniTUK
(YnogHoBaxeHa ocoba) e y P

Released on/ BunyuieHo: )5/1)/!_3)@7- Test Date / [lata aHanisy: 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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JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitnnunol, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €ZIPTIOY 37079055

BUCHOBOK
npo siKicTh BBE3eHOro B Y KpaiHy JlikapcbKoro 3acody

02.04.2025 Ne 16857/25/26

EK3EMECTAH-BICTA AC

(HalMeHyBaHHA AikapChKkoro 3acofy 3riAHO 3 peceTpallifiHUM NOCBLYEHHSM )
Tab/1eTKH, BKPUTI ILTIBKOBOIO 000/10HK010, 10 25 mr; no 10 Tabaerok y Gaicrepis 1o 3
OJricTepu B nayvli 3 KAPTOHY

((hopma BUMyCKy, J03yBaHHs, BHJ 1AKyBAaHHA JiKapchKoro 3acoby)
Homep peectpauiittoro nocsinuenns UA/19570/01/01 crpok aii peectpauiittoro nocsinuenns 10.11.2027
Cepis nikapcbkoro 3aco6y Ne 117854 KinbkicTs BBE3€HOrO Nikapebkoro 3acoby 2000

Bupo6HHK Pemenika Jita, Kinp

(naiiMenyBanHs BUupoOHuKa nikapebkoro 3acoly, kpaita NoXoakeHHs )

TOBAPUCTBO 3 OBMEXEHOIO BIANMOBIJAJBHICTIO

BBGACRS & Xipainy "BYCT ®APMA", ixent. won: 44107410

(HalimeHyBanHa Ta koa 3a CJIPTIOY opuiauunoi ocolu abo npissuiie, iM'a. no Garekosi hiznyHoOl
0co6H - NiAnpUeMLs. i1 Miciie NPOXKUBaNHS Ta peecTpauifinui nomep 06/1ikoBoT KapTKH NaTHUKA
noaarkis abo cepis Ta HOMEp nacnopra)

MpoTokon Bisyansnoro kontpomio six 02.04.2025 Ne 1042/01.10-25/7.

3a  pe3ynbTaTAMM 1ePKABHOTO KOHTPONIO ~BCTAHOBJIEHO, WO Jikapchkui 3acié  BBe3eHO B Vkpainy 3

AOTPHMAHHAM Bumor 3aKOHOMABCTRA LIO/0 3abe3neueH s AKOCTI Jikapgbkux 3aco0iB.

Miukona XOJIOAEHKO

‘?0.‘”0) (nianuc) (ininiand Ta npissuie)

HauanesHu

(nocano




FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hassa npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nnikapcbka chopma, poamip i TMn ynakoskw)

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 060NOHKOL0, NO
25 mr no 10 TabneTok y GnicTepi; no 3 Gnictepu B nayli 3 KAPTOHY

Active substance / Potency/ [liiova pevosuHa/
BMICT Ail0401 pe4oBUHU

Exemestane 25 mg / ExsemectaH 25 mr

Manufacturing country / kpaiHa Bupo6HuK Cyprus / Kinp

MA number / Homep peectpauiitHoro

ot P PRy UA/19570/01/01

Code Ne/ Kog npoaykty Ne F0696T/025

Batch number and number of packs / Homep 117854

cepii Ta KinbKiCTb Na4oK 3780 packs/ 3780 ynakoBok
Date of manufacture / [lata eupoBbHuuTea 08/07/2024

Expiry date / Tepmin npupaTHocTi 08/07/2027

Name, address / Hassa, agpeca

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEME[IKA
NTA, syn. AxapHoH, Jlimacon |HgacTpian EcteiT, Byaiena 10-aHTuHeonnacTuuHi
Ta imyHomoayntoodi npenapatw, Nimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsii
BUPOGHUYOT AinbHULI

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOOWU CNEUWDIKALIA PE3YNbTAT

Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bini kpyrni aeoonykni Tabnerkw, BKpWTi nniskosow | Bianosipae
obonoHkow

Identification (MTH-0281) /

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

- HPLC / BEPX preparation in the assay corresponds to that of the | Bignosiaae
standard solution /
Yac yTpumaHHA ronoBHOro niky Ha Xpomartorpami
unpobysaHoro poaumHy B8 Tecti  «KinbkicHe
BW3HAYeHHA» Bignosigae 4Yacy YTPUMaHHA niky Ha
XpOMaTorpami po3ynHy NopiBHAHHSA.

- Infrared absorption (IR)/ I4-cnekrp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Binnosipnae
[Y-cnektp  npenapaty  Bignosigae  IY-cnekTpy
CTaHgapTHOro apaska
Change of colour from a Y3 to a Y1 signifies the

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

laenTudpikauis TutaHy giokcmay (MTH-0281) 3miHa konbopy 3 Y3 Ha Y1 03Hayae HanBHICTL Bignoeinae
AiOKCHAY TUTaHy

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

PosnapaHHs ('€ 2.9.1) < 30 xBUnuH 2 xe

Average weight (MTH-0281) / 85 mg + 5% (81-89 mg) / 86 mg /

CepepgHs maca (MTH-0281) 85 mr + 5% (81-89 mr) 86 mr

Resistance to Crushing ('Ph. Eur. 2.9.8)/ 225N s 120N/ 43N

CrilikicTse Ao po3aasnioeaHHA ('€ 2.9.8) 2 25N < 120N

Water Karl Fischer ('Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % / 16 %

Bopa (Kapn ®iwep) ('€® 2.5.12; MTH-0281) $20% i

Related substances HPLC (MTH-0281)/

CynyTHi [Jomiwkn BEPX (MTH-0281)

- 2Spirooxiran-1 / 2CnipookcupaH-1 <£02% <0,05%

- 3Spirooxiran-2 / *CnipookcupaH-2 202 % <0,05%

- Any other unknown impurity / Byab-sika iHwa <02% <0,06%

HeBsigoma AoMiluka
- Total impurities / Cyma gomituok <10% <0,05%
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AKOCTI

UKRAINE/YKPAIHA

Name of product / Hazsa npoaykry
(strength, dosage form, package size and type /
A03yBaHHA, Nikapceka dhopma, poamip i TMN ynakoeku)

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

EK3EMECTAH-BICTA AC, TabneTku, BKpUTi Nniskoeolo 060NOHKO0, No
25 mr no 10 TabneTok y Bnictepi; no 3 6Gnictepw B nayui 3 KAPTOHY

Active substance / Potency/ [liioua pe4osuHa/
BMICT Ajl0MOT pe4OBUHN

Exemestane 25 mg / ExsemecTtaH 25 mr

Manufacturing country / kpaisa BupoGHuK Cyprus / Kinp

MA number / Homep peectpauiitHoro

o s et e UA/19570/01/01

Code Ne/ Ko npoaykTy Ne FO696T/025

Batch number and number of packs / Homep 117854

cepii Ta KinbKiCTb Na4yok 3780 packs/ 3780 ynakoBok
Date of manufacture / [lata supobHuuTea 08/07/2024

Expiry date / TepmiH npuaaTHocTi 08/07/2027

Name, address / HasBa, agpeca

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Jlimacon |HaacTpian EcteiT, Gyaisna 10-aHTUHeONNacTUYHI

Ta iMyHomoayniotodi npenapaty, Jlimacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, Homep niueHaii
BUPOBHUYOT AinbHUL

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

TESTS/IMETHODS /
TECTW / METOOWN

SPECIFICATIONS /
CNEUNDIKALIA

RESULTS /
PE3YIbTAT

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OpHopiagHicTL A030BaHWUX OAWMHWLL
(Bapiauist 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/
MpuiAHATHE 3Ha4eHHA nepwux 10 OAWHWUL AO3yBaHHA
meHwe abo popieHioe L1. AKWO nNpuMiiHATHE 3HaYeHHA
nepeswullye L1, nepesipte HacTynHi 20 ogMHALL A03YBaHHA
Ta 064MCniTh NPUAHATHE 3HAYEHHA.

BvmMoru BUKOHYIOTBCA, AKLLO KiHLEBE NpuiiManbHe 3HaYeHHs
30 oauHWUb A03yBaHHA MeHwe abo popieHioe L1, i xoaeH
OKpeMWi BMICT OAWHWLUI J03M He € MeHwWwum 3a (1- L2 x
0,01)M abo Ginbwe Hix (1+ L2 x 0,01)M. L1 popisHioe 15,0
i L2 nopieHioe 25,0

2,3 % (on 10 units) /

2,3 % (Ha 10 oauup)

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

No more than 2 of the individual masses deviate from the

OpaHopigHicTe Mack (€0 2.9.5) average mass by more than 7.5% and none deviates by | None / »KoaHoT
more than 15% /
He Binbwe 2 okpemux mac sigxunsoTeca Big cepegHboi | None / XogHoi
macu Binbl Hik Ha 7,5% i ogHa 3 HUX He BigpiaHAETLCA
BinbLu Hix Ha 15%.
Assay % Exemestane HPLC (MTH-0281)/ | g5 o/ _ 105,0 % of the labeled amount /
KinbkicHe BusHaqeHHs Eksemectany BEPX | 92’00, 1050 % sz saserienol KinbxocT 98,8 %
(MTH-0281) : ’
Dissolution UV (MTH-0281)/ Not Less Than 70 % (Q) after 45 mins
Po3unHeHHsa YO (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 xs.
S1: (6 Tabn.) He meHwe 75 % (Q+5%) nicna 45 xs. ana | 83,8 % (S1)

KOXHOT 04UHULL

S2: (6 Tabn.) cepeaHe 3HauyeHHs i3 12 oguHuUue (S1+S2)
popisHioe abo Ginbwe 70% (Q), i Hemae xoaHOT oguHULI i3
CTYNEHeM po3YuHeHHs meHwe 55 % (Q-15%)

S3: (12 T1abn.) cepepHe 3HayeHHs i3 24 oAMHULL
(§1+S2+S3) nopieHioe abo Ginbwe 70% (Q), He Ginbwe 2
oauHULL MeHwe 55 % (Q-15%) i Hemae XoAaHOT 0AWHWLI i3
CTyneHem poauvHeHHs meHwwe 45 % (Q-25%)
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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 NNiBKOBOK 060MOHKO, No
25 mr no 10 Tabnetok y Bnicrepi; no 3 Gnicrepy B nayui 3 KAPTOHY

Name of product / Haaea npoayxkry
(strength, dosage form, package size and type /
A03yBaHHA, nikapcbka dopma, po3mip i TUN ynakoBku)

Active substance / Potency/ [lioua pe4yosuHa/

BMICT AI04OT PEHOBMHM Exemestane 25 mg / ExaemectaH 25 mr

Manufacturing country / kpaiHa Bupo6GHuK Cyprus / Kinp

MA number / Homep peecTtpauiiioro

st osthup P RO UA/19570/01/01

Code Neo/ Kog npoaykty Ne FO696T/025

Batch number and number of packs / Homep 117854

cepii Ta KinbKicTb Na4ok 3780 packs/ 3780 ynakoBok
Date of manufacture / [lata eupobHuuTea 08/07/2024

Expiry date / Tepmin npuaaTHocTi 08/07/2027

REMEDICA LTD, Ahamon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMELIKA
NTA, syn. AxapHoH, Jlimacon IHgactpian Ecteir, Byaiens 10-aHTuHeonnacTuyHi
Ta imyHomoayniowdi npenapaty, Jlimacon, 3056, Kinp

Name, address / Hasea, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niueHsii
BUPOBHUYOT AinbHULL

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTWU / METOQN CNELN®IKALIA PE3YIbTAT

Microbiological Examination® ('Ph. Eur.
26.12-26.13)/
MikpoGionoriuxa unuctota* ('€® 2.6.12 -

2.6.13)

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

- 3aranbHa Kinbkicte aepobHux mikpobis He Ginbwe 10° KYO/r (makc. npuiAHaTHa Kinbkictb=2000) | He nposogunocs
- Total combined yeasts/moulds count / 102 cfu/g (max. acceptable count = 200) / Not Applied
3aranbHa KinbKicTs komMGiHOBaHWUX He Ginbwe 10? KYO/r (Makc. npuiHATHa KinbkicTb=200) He nposoaunocs
apbxkoxis / ygini

- Escherichia coli Absent/g / BiacyTHs/r Not Applied

He npoBogunocs

! European Pharmacopoeia, General Monographs, current edition / ' Esponeiickka ®apmakones, 3aransHi moHorpadil, ailoue BUAEHHA
2 Spirooxiran-1 = 6a-Spirooxiran-androsta-1,4-diene-3,17-dione

3 Spirooxiran-2 = 6p-Spircoxiran-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 PYTUHHUIA TECT, NPOBOANTLCA KOXHI 10 cepiil abo wopoky

| 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, WO HaBeaeHa BULLE iHdopmaLis € 4OCTOBIPHOK Ta ToYHOI0. Lo cepiio npoaykuii Byno eupobneHo (Bknioyatoum
nakyeaHHs/MapKyBaHHR) Ta NpoBEAEHO KOHTPONb T AKOCTI Ha BULLIE3a3HaYeHii AineBHWULI Y NOBHIW BigNoBIAHOCTI 3 BUMoramu GMP,
BCTAHOBMNEHUMU MICLIEBUM PerynaTOPHWM OpraHoMm, a TakoX BignoeigHo Ao cneuwndikalii, Wo MiCTATLCA Y peecTpauiliHOMy A0ChE
abo Toproeiit niueHsii kpaiHu-supobruka abo kpaiHu-imnoprepa, sKWO npoaykuilo imnoptoeaHo. lMpotokonu eBupoBHUUTBA,
naxkyeBaHHA Ta aHanisie 6yno nepernsHyTo Ta BCTaHOBNEHO BignoBigHicTe GMP.

Released by / BunyweHo:
O A e — ~ 25 | o]~ ovy

'I“ o — ]l
Magia Roussou Qc I&\anager or Au\ﬂ'mrisad Senior Analyst /

}fngLS':z’:a‘ﬁ::'El‘:’%:rNMI / MeHemkep abo ynoBHOBaXeHUi CTaplwmnin aHaniTuk

Released on/ Bunyweno: 9507/ Test Date / flata ananisy: 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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