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HAEPKABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIKO 3A HAPKOTHUKAMMU v m. KHEBI

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

BUCHOBOK
po SIKICTb BBE3€HOr0 B Y KpaiHY JIiKapcbKoro 3acoby

19.09.2023 Ne 47888/23/26

EK3EMECTAH-BICTA AC

(HalMeHyBaHHS JlikapcbKoro 3acoby FPHO 3 pcc&pﬂuiﬁﬁnm MOCBIAYCHHSM)
Ta0J/IeTKH, BKPHTI MJIiBKOBOIO 000/10HK010, N0 25 mr; o 10 Tadierok y Oaictepi; mo 3

ﬁﬂiCTePH B navui 3 KAPTOHY

(hopma BHNYCKY, 103YBAHHA, BUA NAKYBAHHA JIiKapCcLKoro 3acoly)

Homep peectpauiithoro nocsigueniis UA/19570/01/01 crpok nii peectpauiiitoro nocsinuenns 10.11.2027

Cepis nikapcekoro 3acoby Ne 110848 KinbkicTs BBE3€HOrO Nikapcbkoro 3acoby 3920
BupofHuk Pemenika Jlta, Kinp
(HalmeHnyBaliHA BUPOOHHKA JIIKAPCLKOro 3acoby, KpaTHa NOXOAKCHIISA)
BseseHo B Ykpaily Tosapucerso 3 o6mexenoro Bianosinanasuictio "BYCT ®APMAY,
inenT. kon: 44107410

(HafimenyBanng Ta ko4 3a CAPIIOY wopuanynoi ocobu abo npizsuule, iM's, no 6aTLKoBI
(pi3nuKHOT 0COOM - NiANPHCMLA, T1 MICUE NPOXKKUBAHHS Ta peecTpauiiHnit HoMep 06J1ikoBOT
KapTKH NAaTHHKA noaaTtkis abo cepis Ta HOMEep nacnopra)

[MpoTokon Bisyanbhoro koutpoat ein 19.09.2023 Ne 2829/4.

3a pe3yanaTaMH AEpXAaBHOr0 KOHTPOJIID BCTAHOBJEHO, WO JlkapCcbkuid 3aci® BBe3eHo B YKpaiHy 3
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fi BhMD’f‘?&gOHOﬂaﬂcma wono 3abe3neyeHHs AKOCTI JUKBPCHKHUX 3acoDis.
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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
Name of product / Hassa npoaykry

(strength, dosage form, package size and type / blister; 3 blisters in a cardboard box /
ACIYBAHHA, NiKapcbKa dopma, Po3Mip i TN ynakosku) EK3EMECTAH-BICTA AC, TabneTku, 8KkpyTi NNIBKOBOK 0BONCHKOK, No

25 mr no 10 TabneTtok y Bnictepi; no 3 6nicTepw & nadui 3 kKapToHy

Active substance / Potency/ lliioua pevosuHal
BMICT 4110401 peYOBUHU

Manufacturing country / kpaiHa supoBruk Cyprus / Kinp
MA number / Homep peccrpauintHoro

Exemestane 25 mg / EkaemectaH 25 mr

. UA/19570/01/01
NOCBIAYEHHR

Code Ne/ Kon npoaykry Ne FO696T/025

Batch number and number of packs / Homep 110848

cepif Ta KiNbKICTL Aavyok 3920 packs/ 3320 ynaxoBokK
Date of manufacture / [lata supebHuuraa 18/0712023

Expiry date / TepMiH npngartHocTi 18/07/2028

REMEDICA LTD, Aharnon Street, Limassol Industrial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEJIIKA
NTL, syn. Axapror, Nlimacon IHaacrpian EcteiT, Byaisns 10-akTuHeoNNaCTVYHI
Ta IMyHOMOAYNIOOYI npenapaTw, flimacon, 3056, Kinp

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

Name, address / Haaea, agpeca

GMP certificate, license number of
manufacturing site / GMP, HoMep nileHaii
BUPOORWYGT ginbHUui

TESTS/IMETHODS / SPECIFICATIONS / RESULTS /
TECTWU / METODOU COEUMDIKALIA PE3YNLTAT
Description / Onuc 'White, round, biconvex film-céated tabiets / Conforms /
bini kpyrni asoonykni Tabnetku, BrkpuTi nniskosows | Bignosinae
060MOHKOK

Identification (MTH-0281) /
IneHTudbikauis (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 /
Hac yTpumaHHsi ronoBHOrO MNiKy Ha XpPoOMaTtorpami
BMNPODYBaHOrO  po3dyuny 8  Ttecti  «KinbkicHe
BU3HAYEHHAY BIANOBIAGE Yacy yTpuMaHHs niky Ha
XpPoOMaTorpami PO3dYuHY NOPIBHRAHHA.
~ Infrared absorption (IR)/ (Y-cnekTp The IR spectrum of the preparation corresponds to the | Conforms /
IR spectrum of the standard sample / Binnosigae
IM-cnekTp npenapary  gignosBiaac I4-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 /
ineHTUGikauia Tutany Aiokeugy (MTH-0281) 3MiHa koneopy 3 Y3 Ha Y1 03Havae HasBHICTb . Bianosinae

AIOKCKUAY TUTaHY
Disintegration ('Ph. Eur. 2.9.1) / <30 min{ | 6 min/
Posnagakia (€9 2.8.1) < 30 xBWNNH 6 xB
Average weight (MTH-0281) / 85 mg + 5% (81-89 mg) / 86 mg /
CepepHsa maca (MTH-0281) 85 mr + 5% (81-89 mr) 86 mr
Resistance to Crushing ('Ph. Eur. 2.9.8)/ = 25N < 120N / 47 N
CTiikicTb A0 po3aasnoeaHHs ('€ 2.9.8) 2 25N < 120N

Water Karl Fischer (*Ph. Eur. 2.5.12; MTH-0281)/ Not more than 2,0 % /
Boaa (Kapn ®iwep) ((€® 2.5.12; MTH-0281) <20%

Related substances HPLC (MTH-0281)/

Cynythi Jomiwikn BEPX (MTH-0281)

- 2Spirooxiran-1 / 2Cnipooxcupa-1

- 3Spircoxiran-2 / *CRipookcupaH-2

- Any other unknown impurity / Byab-sika iHwa
HeBiAoMa AOMILLKA

- Total impurities / Cyma aoMiLliok
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE Remedica

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT SKOCT!
UKRAINE/YKPAIHA

N ¢ H EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 {ablets in a
(;r::];tﬁ d‘?;gg?;;n ;:;1 g”ep;;;y:g oo / blister; 3 blisters in a cardboard box /

AO3YBAHHS, NiKApChKa thopma, poamip i Tun ynakoar) | CRSEMECTAH-BICTA AC, Tabnetku, BkpuTi MIIBKOBOK GDONOHKOIO, 110
25 Mr no 10 Tabnievok y bnictepi; no 3 6nictepu B navli 3 KEPTOHY

Active substance / Potency/ [liioua pevosuna/

i AU AT Exemestane 2 ! Exaem 25
BMICT AilO40T peYOBMHY est 5 mg / Exsemectan 25 mr

Manufacturing country / xpaisa BupoBHuxk Cyprus / Kinp

MA number / Homep peccTpauiinHoro

il ¢ Bsssipan UA/19570/01/01

Code No/ Ko npoaykry No F0696T/025

Batch number and number of packs / Homep 110848

cepil Ta KiNLKICTL nNaYyoK | 3920 packs/ 3920 ynakosok
Date of manufacture / flata supobHuLTBa 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 / PEMELIKA
NTA, syn. AxapHoH, flimacon lkgactpian Ecteitt, Byaians 10-aHTUHEORNACTHYH]
Ta iMyHomogynkorodi npenapaty, Jlimacon, 3056, Kinp

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

Name, address / Hasea, agpeca

GMP certificate, license number of
manufacturing site / GMP, Homep niyeHsii
BUPODHNYOI AirbHUL

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTU/ METOON | CTEUNDIKALIA PEIYIIbTAT
Uniformity of dosage units The acceptance value of the first 10 dosage units is less than
{Mass Variation) (*Ph. Eur. 2.9.40) / or equal to L1. If the acceptance value is greater than L1, | 6,0 % (on 10 units) /
OAHOPIAHICTL A030BAHUX OANHKLL test the next 20 dosage units and calculate the acceptance
(Bapiauia macy) ('€® 2.9.40) 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/
NpyuAnATHE 3HauYeHHA nepwux 10 o0aMHMUL Ao3ysaHHg | 6,0 % (Ha 10 oanlb)
meHwe abo popisHioe L1. SKWO NpuiHaTHE 3HAYEHHS
nepesuye L1, nepesipre HactynHi 20 oguHuiie 4o3ysaHHs
Ta O04MCNITE NPUAHATHE 3HAYEHHS.

BAMOrt BUKOHYIOTBCA, SIKLLO KiHLese NPpUiiManLHe 3HauYeHHS
30 oguHuub A03yBaHHA MeHwe abo aopisHioe L1, i xoaeH
OKPEMWW BMICT OAVHMUI 03N He € MeHWum 3a (1- L2 x
0.01)M abo Ginbwe Hix (1+ L2 x 0,01)M. .1 gopisHie 15,0
| L2 popisHioe 25,0

Uniformity of Mass (*Ph. Eur. 2.9.5) / No more than 2 of the individual masses deviate from the
OaHopigHicTs macu ('€d 2.9.5) average mass by more than 7.5% and none deviates by | None / »oaHoi
more than 15% /
He binbue 2 okpemux mac BigxunswTses Big cepenHsoi | None / XoaHoi
Macy Oinews HX Ha 7,5% 1 XOOHA 3 HUX He BIAPIIHSETLCS
Ginbw Hix Ha 15%.

0
Assay % Exemestane HPLC (MTH-0281)/ 95,0 % - 105,0 % of the labeled amount /

o §
Fﬁ?ﬁ';;;?“maqemﬂ Eksemectany BEPX 85,0 % - 105,0 % Big 3agBNeHol KiNbKOCTI 98.6 %
Dissolution UV (MTH-0281)/ Not Less Than 70 % (Q) after 45 mins
PodunHerHa YO (MTH-0281) S1: {6 tabs} Each unit is not less than 75% (Q+5%) after 45

mins.

52: {6 tabs) Average of 12 units ($1+ 52) is equal to or greater

than 70% (Q), and no results is less than 55% (Q-15%).

53 {12 tabs)Average of 24 units (S1+ $2+ 83) is equal to or

greater than 70% (Q}, not more than 2 units are less than 55%

(Q-15%) and no unit is tess than 45% (Q- 25%) / oo™ T

He MeHwwe 70 % (Q) nicnsg 45 x8. f, N
S1: (6 1abn.) He meHwe 75 % (Q+5%) nicna 45 xe. gha 86,9 % (3N1
KOXHOT DAMHULL L :

g ; _."; \\ '..';j-_-x\."".
32: (6 Tabn.) cepefHe 3HaueHHs i3 12 oAWHUUL (S1+S2) - .
popisttoe abo Binsiue 70% (Q), | Hemae xogHoT onmufbjui i3 |
CTYREHEM PO3UNHEHHA MeHLle 55 % (Q-15%) EO Jimg

i
»

S53: (12 T1abn.) cepeagHe 3HauvewHs i3 24 DQMHHL:Q-. | o __
(S1+52+53) popisHioe abo Binblwe 70% (Q), He Binbwe 2 | - i
OAvHWMLL MeHwe 55 % (Q-15%) i Hemae woaHol oauHui i3

CTYnEeHeM PO3UMHEHHA MeHLie 45 % (Q-25%)

Mo e ™ oL ™




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 /

Name of product / Haszea npoaykry

(strength, dosage form, package size and type / S
AO3yBatHs, NiKapCska dYOPMa, POIMIP | THN ynakoakw) EK3EMECTAH-BICTA AC, TabneTku, BKPUTI NNIBKOBOKC 0BONOHKOK, NO

2% Mr no 10 rabnerok y BricTepi; no 3 Gnicrepw B nayyi 3 KaPTORY

Active substance / Potency/ [lioua peyosuHa/
BMICT AjtoH0T peyoBUAY

Exemestane 25 mg / ExaeMectan 25 mr

Manufacturing country / kpaina aupoBHuk Cyprus / Kinp

MA number / Homep peectpauinHoro

nocBinuems P pestTp UA/19570/01/01

Code Ne/ Koa npoayiry Ne FOB96T/025

Batch number and number of packs / Homep 110848

cepil Ta KinbKiCTb Navyok 3920 packs/ 3920 yriakoBok
Date of manufacture / flata BupoBruyTaa 18/07/2023

Expiry date / Tepmin npuaartHocTi 18/07/2026

REMEDICA LTD, Aharnon Street Limassol Industrial Estate, building 10-
antineoplastic & immunomedulating agents, Limassol, 3056, Cyprus / PEMELOIKA
ATA, syn. AxapxoH, flimacon InaacTpian EcredT, byaisna 10-aHTUHECnNACTUYHI
Ta_IMyHOMoAyAoYi Npenaparw, Nlimacon, 30586, Kinp

Name, address / Haasa, agpeca

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

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

TESTS/METHODS / SPECIFICATIONS / RESULTS /
TECTU/ METQLOW CNELUN®IKALLA PE3YNLTAT

Microbiological Examination? (*Ph. Eur.
2.6.12-26.13)/

Mikpobionoriyxa yncroral ('e€® 2.6.12 -
2.6.13}

L Not Applied
- Totai aerobic microbial count / 10° cfu/g (max. acceptable count = 2000) / Y .
- JaranbHa KifbKicTs aepobHux mikpobis He Binbuwie 10° KYO/r (Maxc. npuiiHaTHa KinskicTs=2000) # HPIROANACCES
- Total combined yeasts/moulds count / 102 cfu/g {(max. acceptable count = 200) / Not Applied
3aranbHa KinbKicTs KOMBIHOBARMX He Oinbie 10? KYO/T (makc. npuiHaTHA KiNbKICTE=200) He nposogunocsk
ApDKAXIB / Usini
- Escherichia coli Absent/g / Biacythal/r Not Applied

He NnpoBoAUMAOCh

! European Pharmacopoeia, General Monographs, current edition /7 1 EBpone#ichka Papmakones, 3aranbHi MOHOrpadii, gik4e BULAHHS
2 Spircoxiran-1 = Ba-Spirooxiran-androsta-1,4-diene-3, 1 7-dione

* Spirooxiran-2 = 6B-Spircoxiran-androsta-1,4-diene-3.17-dione

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

Y He PYTUHHUA TECT, NPOBOAUTLCH KOXHI 10 cepin abo wopaoky

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured including
packagingfabelling 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 3acsinuyto, 1o HaBeseHa BULLe indopMaLlist AOCTOBIpHOK Ta ToYHoK. Lo cepito npoaykuil 6yno Bupobriexo {(BKUI0YE0UM
NakyBaHHA/MapKyBaHHRA) Ta NPoBeAEHO KOHTpOMb If AKOCTI Ha BULIj@3asHaYeHin ninsHULj Y NOBHIA BIANOBIAHOCTI 3 BUMoramu GMP,
BCTAHOBNEHUMM MICLIEBUM DEIYASITOPHUM OPraHoM, a TaKoX Bianosiaxo AC cneyndikauid, Lo MICTATLCA Y peecTpauiiHoMy 4OCkE
abo Toprosii niuersiy KpalHu-BupobHyika abo KpaiHu-imnopTepa, sKulo NpoAyKLUi iMnopToBaHo. MpoTokonu BMpoBHWLTEE,
nakyBaxHa Ta aHaniais Byno nepernsHyTo Ta BCTaHOBMNEHO Eli,ElﬂDBi,ﬂ,HiC’I"lb GMP.

Released by / BunyueHo: \‘
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orG! Qj}ristou - < * gl G \“\
Registered Qualified Person / QC Manager or Authorised Ser};pr Analyst/ o

YNOBHOBaXeHa 0coba

Menenep abo ynoBHoBa)eHWH CTapwmil aHanitik | -

Test Date / [lata ananiay: 01!03}@023 | / Z

Released on/ BunyueHo: 3’:.:(

14 :j’( e English version of the text included herein and no represem"arfons are
LElish text of which the signatory has no knowledge of

Remedica Ltd, E-mail:info@remed i.Eu.ch 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 Limassoi, Cyprus-£U
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