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FPCOA-ANASTROZOLE 1 TABS-UKRAINE-17¢ Remedica
CepTudmkar kauecTsa
CERTIFICATE OF ANALYSIS
Ukraine
MpogyxT: AKCACTPOI® TabneTky, NOKpLiTble | Ne cepuu: 89194
nfAeHoOYHo! 0Bonoykoit, 1 mr Ne 28 Batch No. . ‘
{14x2) B Gnucrepax - ,
Product: Aksastrol® 1 mg film-coated tablets Ne 28 | Ynaxoska; Ne 28
: {14x2) in blisters | Packaging: Ne 28
PeructpatimonHoe -
yaocToBEepeHue UA/10542/01/01 s ‘
Marketing Authorization Kon-so ynakosok 3000
Cpok geltcreug PY BeccpoyHo Numbe!' of _
Exp.date unlimited packaging - 3000
Ko cneuunduxaLmy: NormDoc-DP000078/6 Hata npomas.: 0712020
Specification code: Manuf, date
3aABneHHoe coaepxaHue: AHnactposon 1 mr lNoaen go: 0772024
Label claim: . Anastrozole 1 mg Exp. date

IMpouasoputens, agpece, cTpata

Manufacturer, address, country

Pemeauka OOO. Yn. AxapHod, Jlwmaccon
Rumaccon, Kunp (aganue 1 - rnasHoe, 3faHue

Uethanocnopntel, 3gatme 5 - ropmonbl W KOpPTMROCTepOMabi, 3fakhe 10 -

SHTUHEONNACTUYHYIE, UMMYHOMGAYTMPYIOULME)

Remedica Lid. Aharnon Street, Limassol Industrial Estate, 3056, Limassoal,
Cyprus, (building 1-main, building 2-peniciflins, building 4-cephalosporins, |
5-horm.& cort., building 10-antineoplastic, immunomodulating)

building

WHayctpuan 3crare, 3056,
2 - NeHULMNNWHLI, 3aHue 4 -

Ceprudurar cootsercTaus GMP,
NHIEH3uS
GMP certificate, Licence:

REMO00/2018/001, 029
REMO00/2018/001, 029

MNokasatenu kadecTea/ Tests Tpeboranus MKK/ Requirements Pesynurathl/ Results
Onucanue berible kpyrnble Tabnetiy, nokpeiTele | CooTeeTCTBYET
NNeHoqHoi obonouoid, Awametp okorio
6,6 mm
Description White, round film-coated tablets with | Conforms
. ‘ - diameter of 6,6 mm approximately
WpenTudoukauyn aHacTposona | Bpems yJepXuBaHns OCHOBHOTO MAKa Ha
Xpomartorpamme MCnbITYeMore pacrsopa
AOMXHO  COOTBETCTBOBATE  BpEMEHU Cootsercrsyer
YACPXMBaHWA 1nMKa aHacTpo3cna Ha
‘ XpomarorpaMMe CTaHAapTHOM pacTeopa
- BIXKX WK cnektp pomkeH copTReTCTBOBATH Cooteetcreyer
- KK MK cnektpy cranpapTHOTo Beiwlectea
7 aHacTposona
ldentification of anastrozole
- HPLC RT corresponds to that of the standard Conforms
- IR Conforms to the reference $tandard Conforms
-Unentudpurkanma Tutana
Ouokcuna MNonoxurensHas peakums CooteeTcreyer
Identification of titanium dioxide Positive reaction Conforms
CpenHas macca Tabnertok
- 1py BbINyCKe Ot 98 mr ao 108 mr (103 M:[t 5,0 %) 102 mr
- B TeYeHue cpoKa rogHoCTHA Or95Mroo 111 mr (103 mi£7,5 %) -
‘Average weight
- Atrelease 98 mg - 108 mg (103 mg 5,0 %) 102 mg
- In the shelf life 95mg- 111 mg (103 mg + 7,5 %) -

@k OWA/D'ZOZ&” o7 2142 o




FPCOA—ANASTROZOLE 1 TABS-UKRAINE-17¢

Remedica
Ceprtudchukart KayecTBa
CERTIFICATE OF ANALYSIS
‘ Ukraine

MpoayxkT: AKCACTPOI® TabneTkn, AOKPLITEIE Ne cepuu; 89194

nsIeHo4HOR oGonoukon, 1 mr Ne 28 Batch No.

{14x2) B GnucTepax
Product: Aksastrol® 1 mg film-coated tablets Ne 28 Ynakoska: Ne 28

{14x2) in blisters Packaging: Ne 28
PerucTpaumoHHoe
YAOCTOBEpEHue UA/M0542/01/01 ;
Marketing Authorization Kon-so Y"?KOBOK 3000
Cpok geiicTeus PY BeccpouHo N“’Ebef e 3000
Exp.date unlimited pPackaging -
Kon cneundukarym: NormDoc-DP000078/6 flata npouse.. 07/2020
Specification code: Manuf, date
3anBneHHoe cogepxaHue; AHactpoaon 1 mr opeH no: -07/2024 |
Label claim: Anastrozole 1 mg Exp. date

Mpoussopurens, agpecc, crpaqa

Manufacturer, address, country

Pemegurka OQO. Yn. AxapHon, Jlumaccon WHayctpuan Scrarte, 3056, Numaccon,
Kunp (spanne 1
uedpanocnopuiel, 3aaHme 5 - ropMoHbl ¥ KOPTUKOCTEpOMALl, 3ganwe 10 -
AHTUHEONNACTUYHLIE, MMMYHOMORYMPYIoLInE)
Remedica Lid. Aharnon Street, Limasso! Industrial Estate, 3056, Limassaol,
Cyprus, (building 1-main, building 2-penicillins, building 4-cephalosporins, building
§-horm.& cart., bullding 10-antineoplastic, immunomodulating)

~ [nasHoe, afjaHue 2 -

NEHULWNNWHES, 3jaHne 4 -

Cepruduxar cooTeercTBHS GMP,
JIHUEH3RA ©
GMP certificate, Licence:

REMOD0/2018/001, 029
- REM0Q0/2018/001, 029

NoxazaTenu kayecteal Tests Tpe6osanus MKK/ Requirements Pesynwrarel/ Results
OpHopoyHOCTL Macesl TabneTtok | He Gonee 2 us 20 WHAMBUAYANbHBIX | Hu ogHa
3Ha4YeHUA Macckl MOFYT OTKITOHATLCS OT
JHaYeHuA cpe.quD': maccel Oonee yem
Ha£7,5 %,
HO HWM OAHO U3 WHAWBMAyanbHbIX | Hu ogHa
3Ha4YeHW  Maccbl He . [AOMMHO
OTKMOHATLCH OT cpeAHelt Macckl Gonee
YemHa 150 %
.Uniformity of mass NMT 2 units > AW 27,5 % Nene
: and None >AW+150% None
OuameTtp OT6,3 MM A0 6,9 MM (6,6 mv £ 5 %) 6,5 mm
Diameter 6,3 mm — 6,9 mm (6,6 mm % 5%) 6,5 mm
Buicota OT12,7 MM a0 3,1 MM (2,9 Mm £ 7,5 %) 2,8 mm
Height 27mm—-3,1mm(2,9+7,5 %) 2,8 mm
YeroumBocTh K pasaasnuBaHuio
- npu BbINYCKe OTr30H go 100 H 54 H
- B T@YEHUE CPOKA FO4HOCTH OT20H go 120 H -
Hardness
- at release 30N~100N 54 N
- in the shelf life 20N-120N -
Pacnagaemocts He Gonee 10 muH 2 MuH
Disintegration NMT 10 min 2 min
Pacteopenue (B3XX) He metHee 80 % {Q) 22 15 muH 99,6 %
Dissolution (HPLC) NMT 80 % (Q ) in 15 min 996 %
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FPCOA-ANASTROZOLE 1 TABS-17¢ Remedica
CepTudukar kauecTsa
CERTIFICATE OF ANALYSIS
Ukraine
Mpoayxr: AKCACTPOI® Tabnetikn, noxphITsie Ne cepun: 89194
nrieHo4Hot oGonoukoi, 1 mr Ne 28 Batch No.
(14x2) B Brncrepax
Product: Aksastrol® 1 mg film-coated tablets Ne 28 | Ynakoska: Ne 28
{14x2) in blisters Packaging: Ne 28
PervcrpaLmonHoe
yOooCTOBEpEHUE UA/M0542/01/01
Marketing Authorization K°”‘g° V“?K"B"-’K 3000
Cpok geiicreus PY 6eccpovHo N”"; e;’ @ P
Exp.date unlimited packaging
Koa cnevudbukauun: NormDoc-DP000078/8 Mata npounss.: 07/2020
Specification code: Manuf. date
3asBneHHoe cogepxanue: ArtacTposon 1 mr ["opeH go: 0712024
Label claim: Anastrozole 1 mg Exp. date

lNpoussonuTens, agpecc, cTpaka

Manufacturer, address, country

Pemeguka OOOQ. Yn. AxapHon, Ilumaccon WHgyctpuan 3crare, 3056,
Tumaccon, Kunp (sganue 1 - rnasHoe, agadue 2 - neHULUNNUHB, 3f1aHue 4 -
Uechanccnoputbl, 3nanMe 5 - FOPMOHBI W KOPTMKOCTEPOMAH, 3aaHvwe 10 -

HTRHEOTHACTUYHbIE, MMMYHOMOAYIMPYIOLUE)

Remedica ltd. Aharnon Streef, Limassol Industrial Estate, 3055, Limassol,
Cyprus, (building 1-main, building 2-penicillins, building 4-cephalosporins,

building 5-horm.& cort., building 10-antineopiastic, immunomedulating)

Ceprudurar cootsercraus GMP,
JHLEH3HUS ;
GMP certificate, Licence:

REM00/2018/001, 029
REM00/2018/001, 029

Mokazatenw Kauecteal Tests

Tpebosanun MKK/ Requirements

Pesynbtatbl/ Resuits

Bopa
- Hpu BLINyCKe He Gonee 6,5 % 6.0%
- B Te4€HWe CPOKa rogqHocTu He Gonee 7,5 % -
Water 3
- at release NMT 6,5 % 60%
- in the shelf life NMT 7,5 % -
OpHOPOAHOCTL [O3MPOBaHNUA Kpurepwii npuemnemocty He Gonee 15,0
(L1) unw ve Goniee 25,0 (L2) Beigepikueaet

Uniformity of dosage units (HPLC)

AW NMT 15,0 (L1) or NMT 25,0 (L2)

Passes test

- Mpumecu:

- IpuMech A | He Gonee 0,15 % <Ngo
- npumeck B He Bonee 0,15 % <MNao
- npunmeck C He 6onee 0,05 % < 4o
- niobas HemaenTupumposantas | He Gonee 0,10 % < MKO

= Cymma HenaeHTUhULMPOBaHHbIX He Gonee 0,20 % < FIKO

- ob1an cymma He Bonee 0,50 % <TKO
" Related substances:

- impurity A NMT 0,15 % <LOD
-- impurity B NMT 0,15 % <LOD

- impurity C NMT 0,05 % <LOD

- individual unknown impurity NMT 0,10 % <LOoQ

- total of unknown impurities NMT 0,20 % <L0OQ

- fotal impurities NMT 0,50 % <L0oQ
OcraTounkle pacTropuTenu He Bonee 1000 ppm 62 ppm
{cnupT aTMNOBLIN)

Residual solvents (Ethanol) NMT 1000 ppm 62 ppm
KonuyecTeeHHoe copepxaHue 95,0 % - 1050 % or sasenedHoro | 101,3 %
aHacrposona KonuvecTsa _

Assay of anastrozole 85,0 % - 105,0 % of the declared amount | 101,3 %




FPCOA-ANASTROZOLE 1 TABS-17c Rem ed ica

Ceptudukar KauecTa
CERTIFICATE OF ANALYSIS

Ukraine

MpogykT: AKCACTPOTN® TabneTt«u, NOKPbITLIS Ne cepun; 89194

‘ nneHoYHoi obonovykoi, 1 mr Ne 28 Batch No.
(14x2) B Gnucrepax
Product; Aksastrol® 1 mg film-coated tablets Ne 28 | Yriakoska: Ne 28
; (14x2) in blisters Packaging: Ne 28
PervcTpauyontoe
OcTOBEpEeHUe UA/10842/01/01 :

K;iqarketingpAuthorization Kon-so ynakosok 3000

Cpok geifctsun PY BeccpoyHo Number of

Exp.date unlimited packaging 3000

Kog cnetumdmkaryn: NormDoc-DP000078/8 Hara npouas.: 07/2020

Specification code: Manuf. date

JasBneHHoe CofepKaHne: Axactposon 1 Mr i lopex po: 07/2024

Label claim: Anastrozole 1 mg Exp. date

MNponssogurens, aapecc, cTpaHa Pemepuxka O0O. Yn. AxapHon, JSlumaccon Weaycvpwan Ocrare, 3056,
Jiumaccon, Kunp (spakve 1 - rmasHoe, aganue 2 - NEHUUMNAWHLI, ajaHve 4 -
uedianccnoputel, sganne 5 - ropMOHbl U KOpPTMKOCTEPOWAR!, 3gaHue 10 -
GHTWHEONNACTUYHLIE, UMMYHOMOAYRMPYIoLINE)

Manufacturer, address, country Remedica Ltd. Aharnon Street, Limassol Industrial Estate, 3058, Limassol,
Cyprus, (building 1-main, building 2-penicillins, building 4-cephatosporins,
building 5-horm.& cort., building 10-antineoplastic, immunomodulating)

Ceprudprar cooTsercTsun GMP,

JIHUEH3N : REMO00/2018/001, 029

GMP certificate, Licence: REMO00/2018/001, 029

Mokasatenn kavecTBal Tests TpeGosanun MKK/ Requirements Pesynkratel/ Results
" Muxpobuonornyeckas uucrorta*:

- obluee yueno aspobubix Gakrepnin' | He Gonee 102 /r <10

- obliee yucno rpubos He Gonee 1021 < 10/r

- Escherichia coll OTtcyteTBue/r Orcytereyer/r

Microbiological contamination*:

- total aerobic microbial count NMT 108 cfu /g ) < 10 cfufg

- total yeasts and moulds count NMT 102 cfu /g <10 cfulg

- Escherichia coli Absent/g Absent/g

MNpoAYKT Npou3BeeH B COOTBETCTBUY C ASHCTBYIOLLEN NPAKTUKOM

| Xopowere npoussoacTea  (cGMP), cooTBeTcTBYeT  BCEM
CneLMOUKELUMAM WM [OMYWleH K NPOA@KE OTBETCTBEHHBIM
paboTHUKOM KOMMaHUN

This product has been prepared according to current goad
- manufacturing practice (cGMP), complies with MA specifications
and has been released for sale by the Company's designated
Qualified person '

no.qrmci:: 0 %QL&V\:%\‘ Q Mana;ger ' -
Signature Q@ or Authorised Senior Analyst
Wmsi: "
Name: Dr. Georgia Christou Hara ananu3a:

(Qualified Person)
Released on: 11/09/2020 Test Date: 31/07/2020

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

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

* [TpoBepsIOT NMepBbIE TPK Cepum, 3aTeM KaKAYI0 AECSTYIO UMK OAHY CEpUIo B rog,

* Routinely performed on the first three production batches and then performed every 10" batch or at
least one per year
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JIEPXKJIIKCIIYKBA
NEPXKABHA CJIY)XXBA 3 JIIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU ¥ KHiBCHKIA OBJACTI

npocnekt Banepis JlobaHoscbKoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Koa €JIPIIOY 37078774

BIUCHOBOK
npo sIKicTH BBE3EHOT0 B Y KpaiHy JiKapcbKOro 3acoly

06.01.2021 Ne 72013/21/10

AKCACTPOJI®

(HaliMeHyBaHHS NIKAPCHKOTO 3acoBy 3riIHO 3 PEECTPALIAHHM NOCBIIYEHHAM)
Ta6/1eTKH, BKPHTI IUIIBKOBOIO 060.10HK010, 110 1 Mr, 0 14 Ta6.1eTOK Y Guicrepi, o 2 OaicTepH
B KapTOHHIil ma4ui

((hopma BHIYCKY, J103YBAHHS, BHI Ky BaHIA nikapesKoro 3acoby)

Homep peecTpaLliiiHOro NOCBiN4EHHS UA/10542/01/01 ctpok nii peecTpauifHOro nocBiAeHHs 01.01.2099

Cepis nikapcbkoro 3acody Ne 89194 KinbKicTs BBE3eHOrO Jikapcbkoro 3acody 2097
BupoOHHK Pemenuka TOB, Kinp
(HaliMeHyBaHHS BHPOOHHKA JikapceKOro 3acoby, kpaiHa MOXOMKEHH)
Bee3eHo B YKpaiHy CniibHe YKpPaiHChKO0-eCTOHChIE nignpHeMcTBO y popMi TOBAPHCTBA
3 0GMeskeHo010 BiAmoBiAaILHICTIO "Onrima-®apm, JIT'", inenr. kox:
21642228

(nHaliMeHyBaHHs T2 KO/ 33 €IPIIOY 1opuauuHoi 0cobH aGo npiseuule, iM'a, 110 BarbkoBi i3HUHOT
0COOH - MANpHEML, Ti MicLie TPOKHBAHHA Ta peecTpauiHHUH HOMEP 061iKOBOI KApTKH I1IaTHHKA
nonaTkip abo cepis Ta HOMEp nacropra)

[IpoTOKO Bi3yaJabHOT0 KOHTPOIO Bil 28.12.2020 Ne 4607/1.

3a pe3ylbTaTaMH /ICPKaBHOIO KOHTpOJIIO  BCTAHOBJIEHO, MO nmikapcbKuit 3aci® BBe3eHO B Vkpainy 3
JOTPHN BHMOT 3aKOHOJABCTBA L10A0 3abe3neuyeHHs

<OCTi JTIKapChKHX 3aCO0iB.
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