JAEPKABHA CHYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHUEBI

npog. Haaii Ceitnnunot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog CAPTIOY 37079055

BUCHOBOK o
Hpo AKiCTHL BBE3EHOro B Y Kpainy JiikapchKoro sacoby

27.08.2024 : . Ne 43307/24/26

EK3EMECTAH-BICTA AC

(nalMeryBaus JHKapeLKkoro 3acoBy srisno 3 peecTpatifHuM nocBiLiesIM)
TabJeTKH, BKPHTI INIBKOBOIO 060JI0HK0I0, 110 25 Mr; o 10 Tabacrox y 6aicrepi; o 3
GaicTepy B AYMHI 3 KAPTOHY

(hopma BURYCKY, A03YRAHNS, BUL NTAKY BAHHS JHKapChKoro 3acofy)
Howmep peecrpaniiinoro nocsigucuus UA/19570/01/01 crpox aif peectpauiiinoro nocsiguenns 10.11.2027
Cepia hikapebkoro sacofy Ne 117850 Kinbxicrs ssesenoro aikapebkoro zacoby 7000

Bupobii Pemenixa Jlta, Kimp ;

(HaliMeHYBaHHA BUPOBHMKA TIKAPCHKOro 3acoBy, Kpaina OXOIKCHHN)

Breseno s Yrpaiuy TopapHCTBO 3 OGMEKEHOIO BIIIOBIIAIBHICTIO "BYCT ®APMA",
inerr. kou: 44107410

(watimedyBanbs Ta kox 3a CLAPTIOY opuussnot ocobu abo npissuute, iM's, no Garhioni
Qisnunot 0cobu - NiAIPHCMLEL, 1T MICUE IIPOXUBANHS T2 PCCCTPAUIHIIH HOMED obnikosol
KAPTKH nHaTHAKa noaatkin abo cepis Ta Homep nacnopra)

TMporokos Bisyassnoro kenrposo sin 27.08.2024 M 2892/1.

3a pesyapTaraMu  AEPKABHOTO  KOHTPOMO  BOTAHOBICHO, HIO gikapcexuii  3acié  smezeno v Ykpainy 3
JOTPHMAHHAM BHMOr 3aKOHOIABCTBA 11010 3a6e3necHus axocti ikapepux 3uco0in.

Muxona XOJIOAEHKO

(nignne) (iniiany ra npissnme)
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FPCOA-EXEMESTANE-VISTA 25 FC TABS-UKRAINE

Remedica

CERTIFICATE OF ANALYSIS/ CEPTUDIKAT AKOCTI

UKRAINEIYKPAIHA

Name of product / Hasea npopykry
(strength, dosage form, package size and type /
A03YBaHHA, nikapcbka hopma, poamip | Thn ynakosiy)

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

EKIEMECTAH-BICTA AC, TabneTky, BKpWTi NNIBKOBOH 0BONOHKOID, N
25 mr o 10 TabneTor y Bnicrepi: no 3 Gnicrepy 8 nadui 3 KapTony

Active substance / Potency/ [iova peyosura/
BMICT JiKONOT PEYOBUHY

Exemestane 25 mg / ExsemectaH 25 mr

Manufacturing country / kpaia BupobHuk Cyprus / Kinp

MA number / Homep peecrpatiinHore

nocainom R peecTpan UA/19570/01/01

Code Nef Koa npogykty Ne FOB96T/025

Batch number and number of packs / Homep 117850

cepit Ta KirbKicTb navok 8612 packs/ 8612 ynakosok
Date of manufacture / [laTa BupoBHuLiTea 04/07/2024

Expiry date / Tepmid npuaatHocTi 04/07/2027

Name, address / Hasea, agpeca

REMEDICA LTD, Aharnon Street, Limassol Indusirial Estate, building 10-
antineoplastic & immunomodulating agents, Limassol, 3056, Cyprus / PEMEJJIKA
NTH, syn. AxapHon, Jlimacor fsgactpian Ectedr, Byaisna 10-aHTuHeoractdHi
Ta imyHomozynoiodi npenapary, Jlivacon, 3056, Kinp

GMP certificate, license number of
manufacturing site / GMP, somep niuensit
Bupobrudol alrbHmg

GMP Ne REM10/2022/001
License / Jliyensin Ng 029

TESTSIMETHODS / SPECIFICATIONS / RESULTS/
TECTW / METOOU CHNELWOIKALIA PE3YNLTAT
Description / Onuc White, round, biconvex film-coated tablets / Conforms /
Bint kpyrni asoonykni taBnetky, BkpwTi nnisxoBow | Bianosigae
060N0HKO0
Identification (MTH-0281)/
lneHTudpikauis (MTH-0281)
The retention time of the major peak of the sample | Conforms /
- HPLC/BEPX preparation in the assay corresponds to that of the | Binnosizae

- Infrared absorption (IR)/ I4-cniexrp

standard solution /

Yac yTPYMAaHHA TOMORHOrO MiKy Ha Xpomarorpami
sunpoBysanoro  posumny B Tecti  «KinskicHe
BU3HAUEHHAR BIANOBIAGE Yacy YTPUMAaHKA niKy Ha
xpomararpami PO34KHY NOPIBHSHHSL

The IR spectrum of the preparation corresponds to the Conforms /

IR spectrum of the standard sample / Bignosigae
[M-cnexrp  npenapaty  signosinas  [Y-cnexrpy
CTAHAAPTHOrO 3paska
Change of colour from a Y3 to a Y1 signifies the
{dentification of titanium dioxide (MTH-0281)/ presence of Titanium dioxide Cornforms /
lnerTtiachikauin TurTany piokcuay (MTH-0281) 3miHa koneopy 3 Y3 Ha Y1 o3Havae HasBHICTL Bionosigae
OIoKCHay THTaHy
Disintegration ("Ph. Eur. 29.1)/ £ 30 min/ 2 min/
Poanapaurs ('€ 2.9.1) £ 30 xBUnuH 2 X8
Average weight (MTH-0281) / 85 my + 5% (81-89 my) / 87 mg/
Cepepus Maca (MTH-0281) 85 mr < 5% (81-89 mr) 87 mr
Resistance to Crushing ('Ph. Eur. 2.0.8)/ 2 25N < 120N/ 44 N
CrifikicTs A0 pospasrioBants ('€ 2.9.8) 2 26N 5 120N
Water Karl Fischer ('Ph. Eur, 2.5.12; MTH-0281)/ Not more than 2,0 % / 149
Bopna (Kapn Olwep) (€0 2.5.12; MTH-0281) 220% o
Related substances HPLC (MTH-0281)/
Cynyrhi Jomiwy BEPX (MTH-0281)
- 2Spircoxiran-1 / 2Cnipookenpan-1 0,2 % < (0,05 %
- *8pirooxiran-2 / 3Cnipookeupan-2 $02% <0,056%
- Any other unknown impurity / Byab-aKa Hwa s0,2% < 0,05 %
Hesijgoma fomilka
- Total impurities / Cyma nomitok $1.0% < 0,05 %
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FPCOA-EXEMESTANE-VISTA 25 FC TARS-UKRAINE

CERTIFICATE OF ANALYSIS/ CEPTUGIKAT HKOCTI

Remedica

UKRAINEIYKPATHA

Name of product / Haasa npoayxry
(strength, dosage form, package size and type /

A03YBAHHA, nikapcobka hopma, posmip | Tvn YNaKosKu)

blister; 3 blisters in a cardboard box /

EXEMESTANE-VISTA AC, film-coated tablets, 25 mg, 10 tablets in a

EKSEMECTAH-BICTA AC, Tabnertku, BKPUTI TUTiBKOROIO 0BOMOHKOI0, N0

Active substance / Potency/ [Tioua pevosura/

BMICT 10407 peqoBuHY

Exemestane 25 mg / Exsemectan 25 mr

25 wr no 10 raBnerok y Snictepi; ro 3 Bnicrepu B naywi s kapTomy

Manufactaring country / kpaina BUPOBHNK Cyprus / Kinp

MA number / Homep peccrpalifioro .
NoSBAE P peecTpay UA/19570/01/01

Code Ne! Kog, npeaykry Ne FOB98T/025

Batch number and number of packs / Homep 117850

cepil Ta KirmskicTh navok 8612 packs/ 8612 ynakosok
Date of manufaclure / [lara supobnuiTea 04/07/2024

Expiry date / Tepmin npunarHocr 04/0712027

Name, address / Hasea, agpeca

T8 iMyHomoaystiolod npenapary, Jlimacos, 3056, Kinp

REMEDICA LTD, Ahamon Street, Limasso| Industrial Estate, building 10-
| antineoplastic & immunercdulating agents, Limassol, 3056, Cyprus / PEMELIKA
T, syst. AxapHon, Mimacon Ingacrpian Ectelt, Syaisns 10-anTVHEONNACTNUHE

GMP certificate, license number of
manufacturing site / GMP, Homep niuewait
BUPOBHUYOT LirtbHuLy - S

GMP Ne REM10/2022/001
License / Nliuewsin Ne Q29

TESTS/METHODS /
TECTW / METOON

SPECIFICATIONS 1
CHELMDIKALIA

RESULTS/

Uniformity of dosage units
(Mass Variation) ('Ph. Eur. 2.9.40) /
OaHopIAHICTs fo30BaHNY, OAUHULE
(Bapiauin macy) ('€® 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 Jess than (1- L2 x 0.0MM or
more than (1+ L2 x 0,01)M, L11s 15,0 and L2 is 25,0/
MpuitsaThe sHavedns nepwnx 10 oguHMus [O3YBEHHSA
MeHwe abo gopisrioe L1, SKLO npuiHaTHE 3HAYeHHA
nepesuulye L1, nepesipre vactynui 20 OOUHNLE AO3YBaHHA
T8 0GMUCHITE NPUITHATHE SHAYEHHY, :

Bumoru sukonyioThes, RKILO KinLese NPUAMATTBHE 3HAYEHHA
30 oavHWUL J03yBaKHs MeHLle abo aopisHioe L1, 1 wonex
OKPEMWA BMICT OAMHULE A03M HE € -MEeHLUUM 33 (1- L2 x
0.01)M abo Binbie Hbi (1+ L2 x 0,01M. L1 aopiskice 15,0
i L2 nopisrioe 25,0

PEIYITLTAT

3.5 % (on 10 units) /-

3,5 % (a 10 oauus)

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

No more than 2 of the individual masses deviate from the

OnHopigsicTs mMack ('eo 2.8.5) average mass by more than 7.5% - and none deviates by | None / 3oaral
: more than-15% / : i o
He Girblue 2 Okpemw: Mac sigxuinioThbos Big cepepHbol | None / Yoakai
Mack Binbl. hixk Ha 7,5% | oaHa 3 HUX HE BIAPISHAETLCH | —
OinbuW HiX Ha 16%.
Assay % Exemestane HPLC (MTH-0281) o e vl o »
KinbkicHe BuaHavenHs Exsemecrany BEPX 99,0 % - 105,0% of the labeled amount / 100,0 %

(MTH-0281)

95,0 % - 105,0 % sig 3ansnekoi kinokoct

1 Dissolution UV (MTH-0281)/
+ Posunsents YO (MTH-0281)

Not Less Than 70 % (Q) after 45 rrins
S1: (6 tabs) Each unit is not less than 75% (Q+8%) after 45
mins. :

1 S2: (6 tabs) Average of 12 units (S1+ $2) is equal to or greater

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

83: (12 tebs)Average of 24 units (81+ 82+ 83) 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 meriwe 70 % (Q) nicna 45 s,

$1: (6 Tabn.) He MeHwe 75 % (Q+5%) nicnis 45 xB. ans
KORHOT 0aMHULY ,

82. (6 rabn.) cepends sHaueHHs i 12 ofnHuLL  (S1+82)
Ropieroe afio Sinvwe 70% (Q), | Hemae xoaHoOT oanHnyi i3
CTYNeHeM posunHeHss meuwe 55 % (Q-15%)

83 (12 7abn.) rnepenHe aWaueHHs i3 24 OAVHULIG
(81+52+53) popisrice abo Ginwwe 70% (Q), He Ginbe 2
OAuHIL MeHwe D3 % (Q-158%) i.Hemae wogroT onuHuyi 3

82,6 % (81)

CTYNEHEM DOIUMHEHHA MeHwe 45 % (Q-25%)
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FPCOA~EXEMESTANE~V:STA 25FC TABS-UKRAINE

‘ o Remedica
CERTIFICATE OF ANALYSISI CEPTU®IKAT stk
- - o : - I UKRAINEIYKPAIHA
Name of roduct / Hagg , EXEMESTANE~Y!STA AC, film-coated tablets, 25 mg, 10 tablets iny o
(stiength d’gsage form, poch G ) . | blister; 3 blisters in g cardboard hoy /
|

ADIYBaHHA, Nikapcyg bopma, poaip i ynakosi) | EK3EMECTAH~BJCTA AC, Tabnery, BKpUT nnisko

BOIG ob‘onowxo#o, ne

...................... S — .28 Mrno 10 TabneTox v Bnicre i, no icTepu B nauy
Aaive Sianc] Potenmpeqm“ 25) ._MW,m.._..,..m..“‘...‘W.M.T,wa.wamﬁwmguﬁgmapmmw
N.B_M"ET,,.A Bit04oi pey OB N Exemesiane 25 ‘Mg / Exsemecray 25 mr
w{\_Amgmg_ujﬁacturing'cauhtry/ “paita BupoGuuk | Cypris / Kigp™ ™
MA number 7 Homep pPeeCTpayiinore R
noceinerys o j UA18570101/01
-ade Ne/ Koa rpoyicry e~ I —_—
Batch number ang number of packs / Homep 17850 . : T
|.CePiT Ta KinbKicTs navok | 8612 packs/ 8612 ynakosoxk
Qﬂﬁmmﬁ&‘ﬁre_{ggra — QMLAIQC Oﬁfﬁ@ﬁf%mwwwwwwwwW S

E Xpiry date / Tepwin npunary

040707 — et

REMEDICA LTD, Ahamen Street, Limasso] Industrial Estate. building  10-

antineopiastic & :’mmunomodulating agents, Limassol, 30586, Cyprus / PEMELIKA
v BYD. Axapuon, Nimacon lupacTpian Ecrer, Byaians 10~aHTMHeonnacmuHi

T;%L@gmmx;m@gwﬁgaga_m Jflimacon, 3056 Kinp

GMP Ne REM1 0/2022/001

License / Nivensis N 029

ocTi

Name, addres; Hassa, agpecs

..... s

GMP-certiﬁcate, license numberof
manufacturing site / GMP, Homep niensii
BMDO6HVNOU}ianML{i L .

S ettt v e

-—.~.-~____~.A_.«.wm.w.“h<

TESTS/METHODS / SPECIFICATIONS 7 : , -RESULTS /
TECTW ¢ METOnU cnsumwnmum : PE3YNLTAT

Microbiological Examinationt (1pp, Eur, , f
2.6.12-—2.8.13)/ ) i
MixpoBionoriuna HucTorat (‘e 2512 - |
2.6.13) i
- Total aerobjc microbial count / 10% efuly (max. acceptable coynt = 20003/ ' Not Applied
- 3aranbng Kinoiicrs aepolix Mikpobig He Binnwe 193 KYQ/r (maxe. MPWAHSITHA KfnbxicmmZOOO) I He nposoaunogs
- Total combined yeasts/moulds count / | 107 efudg (max. acceptable count = 200) / | Not Applied
Saraneus KiftbKicTh KomBiNOBa X ! He Binbwe 102 KYO/r (mare, HpUAHATHE n<inbxicrb=200) . He fIPOBOAMANCH
ApiKmiis / upini ' I »

- Escherichia colj - Absentig / BincyThs/r | Not Applied :
! European Pharmacopoeia, General Monographs, cyrrent edition / ! Esponeiicua Gapmarones, Jaranuui MOHOMpaGI, iioue BUAGHIS .
* Spirooxiran-1 = Ga-Spimoxiran%andmstw,4-dieneA3, 17-dione - ' , :

® Spirouxiran.2 = 6B-Spirooxiran-androsta-1 4-diene-3,17-djone B : : "

Routinely periormead on the first thrée production batches and then performeqd avery 10th batch or at least once per year /

HE DYTuHHYIL Tecr, NPOBORUTLCA koxri 10 cepiit afio Lopoyy

s e u.._..M...‘.._,h.....,,.._.....,.,,,....l,m..wvu

[ hereby certify that the above information is aythentic and ,,acéuy‘ate: This batcvh‘of prodyct has been magufactu:gd,f ;r;zi%ggg
packaging/labe“ing and quality control at the above mentioned site in full f;omphancaj wn.th}he GMPt req#gterg;zl g grocessm
Regulatory Autherity ‘and with the specifications iy the Markgtir}g Aut\h?bnsa_nm:“c;’f <t‘hl\i Fim/ponmg country. The a,
i i i f 2 in compliance with GMP. ,
ackaging and analysis records were reviewed and found to bz in compharice N o ) . o
Ele gg3a?B$Aqyeo ui/c HaseneHa BlUe intbopmalin ¢ HOCTOBIpHOK Tg TOHHO)O,'u.iO cep1foyx:]pooaxi‘);g:.g;ﬂt;y:;ﬂa}qv&:?gegf;:; gargm SMP
! 2 i He @eHIA AinkHny Morasy ,
BaHHA/MapKkysaHs) Ta TPOBEAEHO KOHTPOMDL T¥ nKocT Ha BUlle3asHa HIU : v GMP,
Sica:gH:EneHMMpM);AicueaaM PRIYnaTopHym onranom, & rakox sianosigHo fo cneummrgau«.u, Wwo MiCTﬁ;bC{S_!} Yo?riigmalgz pig&i’ uﬂn'aa,
abo rtoprosiit nieHaiy KpaiHu-eupobunka alo Kpa‘me-iwmopTepg, gmoﬁnp;qymno iMnoprosano. Mpore !
NakysanHs Ta axanisie Byro NEPErIskY YO Ta BCTAHOBABHE s;,qnoz;ngg;m _(J,M .

‘Releaséd by ‘/ Bunywieno: | , ,\\ L 2 o] wor

e e s . [, S R P Analyst /
farl QC Manager 6t Authorised Senior Analys '
(Reastored o 5 CHWIA CTApILMG ananiTik
(Ré;;istered Qualified Person) Meweamep a6o ynosromax b

{YnoeHosaxewa ocoba)

' Test Date / Dara ananiay: 18/07/2024
Released on/ Bunyweno:

9 L8 (22454 B ' & ‘/I [ 4 [ LIHGUSH vers { 1¢ 1 Y ¢ neren . ’C{ drepresentidions are -
. LS Leen cont / { d Ve ’ﬁe(/ UL JIEned as [)i."/ hlli’ L LGS Verston )f{}{@ lext lll(‘/u[[?( A rem and no re, v . DNy ar
.I,U‘ C-"~Hljl rate ha / O 1)()( v VT : b

‘ wnglish text of which the sigria wy has no knowledge of.
made ax to the accuragy of the non-English text of which the signt r(.) 9

y " , y Y gon by ‘. '_.‘ di:a,gg,
Remedica Ltd E—mail:info@remedica.com‘cy,,3-@[.: +357 26552000, fox. 357 ‘!'ﬁm-z’.%?'Cy%“j;rfgf”"” ;
) Site 1Zidress~ Remédica Ltd, Aharnon Street, Limassol Industrial Estate, 3054 Ltma?w , Cypi
. o Mailing ‘address: Remedica Lid, B.0.Box 51705, 3508 Limassol, Cyprus-£y
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