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
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