JIEPXKJIIKCIIYXKBA
NEPXXABHA CJYXKEA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCHKIA OBJIACTI
npocekt Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.na, Kog €APIIOY 37078774

BUCHOBOK
Npo SAKICTH BBE3€HOr0 B Y KpPaiHy JiKapchbKOro 3acody

18.11.2021 Ne 66586/21/10

AKCACTPOJI® -

(Haﬁmeﬁyaaﬂm mmpcamm 3ac00y 3riZHO 3 pee cz‘pamﬁﬂm TIOCBLIYUCHHSM )
TAa0JeTKH, BKPHUTI IIIBKOBOIO 000, 10HK010, 110 1 Mr, o 14 Tadaerok y 6aicrepi, no 2 6iaicrepn

B Ka TOHHIA Ila"iﬂ_ll

{@szvia Bmycxjé;' AO3YBAHHS, BUI MKy BAHHS mmpcr}mm 3&805}’)
Homep peecrpariitroro nocsimuenns UA/10542/01/01 crpok nii peectpauiinoro mocsimuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne 95522 KinsKicTh BBE3EHOTO JIIKapChKOTO 3ac00y 1200

ol

Brpobuuk _Pemenixa TOB, Kinp _

(HalMEeHYBaHHS BUPOOHMKA mmpcmmro '3a4:06y;. Kpama nomﬂﬂceﬂuﬁ)
Breseno B Ykpainy CriibHe YKpaiHCHLKO0-eCTOHChKE NIANPHEMCTRO Y (hopMi TOBAPHCTBA
3 00OMEKEHOIO anonmanbmc’rm "Onrima-®apm, JIT", inenr. kon:
21642228 |

(HatMEeHYBaHHA T4 KOJI 38 E,KPIIOY mpmmﬁﬁ‘f 00061&! ab0 npi:mnme, thﬂ, 110 GaTBK{)Hi (pismmo'i
0co0M - nixupuemiyl, i Miclle IPOKUBAHHA Ta peecTpaililinuii HoMep o0MIKOBOT KapTKH IIIaTHHKA
noparkis abo cepis Ta HOMEP NacnopTa)

3a pesynpTaTAMU [EPKABHOIO KOHTPOJO BCTAHOBJIEGHO, INO JHKApChKMM 3aci6 BBeseHo B VYkpaigy 3
JOTPHMAHHMAM BUMOTr 3aKOHOAABCTBA MO0 3a0e3eueHHA AKOCT TKapChKUX 3acobiB.

3ybapepa H. B.

@05%116
wy,

Lant?

(IIKC)




Pemenuxa

B ~ CEPTH®IKAT SAKOCTI o
[IpoxyKT: Axcactpoa® Tabnerky, BKpUTI IIiBKOBOIO Ne cepii: 95522
00o0s0nK010, To 1 Mr Ne 28 (14x2) y OaicTepax | YIIakoBKa: No 28
Peectpanitige UA/10542/01/01 .
IOCBIICHHS ) | | Kinpxicts ymakosox 4000
Tepmin mi P11 6€3CTPOKOBO | o
Kon cnemudikarii | NormDoc-DP000078/6 Hara supobnunrea:  05/2021
3ageneHuM BMICT | AHaAcTpo30i 1 Mr
[Ipumatemi jo:  05/2025

BupobHux,
azipeca, Kpalda

Peme):[mca TOB. ByJI. Axapnon, Jlimaccon Iaxycrpian Ecrare, 3056, Jimaccon,
Kinp (6yxisma 1 - ronosHa, OymiBia 2 - MEeHIIAIIHH, OyIiBI 4 - Ue(aloCIIOPUHY,
6ymiBIIA 5 - TAapMOHHM Ta KOPTHKOCTEpOoinH, Oyaisna 10 — aHTHHEONIaCTHYHI,

JIOKCHIY

IMYHOMOAYNIOKU1)
Ceptudikat REMO00/2018/001, 029
BIATIOB1THOCT]
GMP, nineHsid:
Tloxa3sHUKH AKOCTI Bumvorn MKS] PesyabTarTn
Onuc Bim xpyrii TabneTkH, BKPUTI Binmnosigae
IUTIBKOBOXO 000JIOHKOIO, 3 A1aMETPOM
npubaM3Ho 6,6 MM
ImenTndikanis Yac yTpuMyBaHHsS OCHOBHOTO IIIKy Ha | Biamosigae
AHACTPO30J1y XpoMaTorpami JOCHHKyBaHOIo
| po3unHy Mae BIAOBIAATH 9acy
| yrpuMyBaHHA UKy aHACTPO30Iy Ha
XpOMaTOrpaMi CTAHAAPTHOTO PO3IUHY
I4 cnexTp npenapaTty NOBUHEH Binmosinae
- BEPX BignosinaTi IY criexTpy aHACTPO30IIy
Inentudikanisa Tarany | Ilo3utHBHA peakiiia Bignosijae

Cepenua maca Ta0JIETOK

- IIpH BHILYCKY Bin 98 mr o 108 mr (103 Mr £ 5,0 %) | 105 mr
- NpOTHAroM { Big 95 mr go 111 mr (103 Mr £ 7,5 %) | -
TepMIny
NPHIATHOCTI N
OnnopinHicTh Macu He 6inpme 2 3 20 1auBIAyalbHUX Konna
Ta0JIEeTOK 3HAYECHb MAaCH MOXYTh BIIXMIIATHCS
Bl 3HQUEHHS CEpeIHBOI Macu OuIbNIe
B Ha £ 7,5%,
- ajie >KOJHe 3 IHAUBINyanbHUX 3Ha9cHs | JKoxHa

' MAacCH He NOBHHHO BIAXWISATHCS BlJ
cepeHbOl MacH OUIRIIE HDX Ha +
- 15,0%




PeMenuka

] CEPTUHODIKAT AKOCTI
IIpoayxr: Axcactpona® TadeTKH, BKPATi NIiBKOBOIO
000J10HK010, 10 1 Mr Ne 28 (14x2) y daicTepax
PeecTpaniiiae UA/10542/01/01
IIOCBIYECHHS]
Tepmin mi Pl 6e3CTPOKOBO
Koy cnemmudixanii | NormDoc-DP000073/6

3asaBJICHHI BMICT

Anactpo3os 1 Mr

IIpupaTauii 10:

Ne éepi'i: 05522
YrakoBka: Ne 28
Kinpkicts ymakopok 4000

Hara pupobraunTea: 05/2021]

05/2025

BupobHux,
apeca, KpaiHa

Pemenuxa TOB. Byn. Axapuos, Jlimaccon Innyctpian Ecrate, 3056, Jlimacconn,
Kinp (6ynisns 1 - ronorna, 6yaisng 2 - NeHIIEUTIEM, OymBIA 4 - He(anoCHOpHHH,
6ymiBiA 5 - TApMOHM Ta KOPTHKOCTepoinu, Oynisia 10 — aHTHHEOINIACTHYH],
IMYHOMOZYJIXOI0U1)

CepTudixar
BiIIIOBI1OHOCTI
GMP, mueH314;

REMO00/2018/001, 029

15,0 (L 1) abo ne 61mere 25,0 (L2)

TTokasHuKH AKOCTI Bumorn MK Pe3yjibTaTH
HiameTp Bix 6,3 MM 1o 6,9 MM (6,6 MM £+ 5 %) 6,6 MM
Bucora Bin 2,7 Mmoo 3, 1 mm (2,9 MM 7,5 2,8 MM

%)

CTilKicTD 10

PO3AaBIIOBAHHA
- IpPH BHILYCKY Bix 30 H no 100 H 69 H
- mpotsrom Tepminy | Bin20 H mo 120 H -

L IPUIATHOCTI .

Kpuukysarticrhb He 61inpn1e 10 xB 3 XB

Po3unnnicts (BEPX) He merme 80 % (Q) 3a 15 xB 95,0 %

Bona
- IPH BUIIYCKY He 6inpmie 6,5 % 5,8 %
- mpotarom tepminy | He 6umeme 7,5 % -

| NPHAATHOCTI L _
OaBopixuicTh H03YBAHHSA Kpurepiit npuitHATHOCT] HE OLIBIE Butpumye

{ JoMinmku:

- JaoMimaxa A

- pgomimxa B

- pomimxa C

-~  Oyab-fIKka
HeinenTHdixoBana

-~ cyma

HeiXeHTHRIKOBAHUX
| He O1np11e 0,5 0%

- 3araJibHa CymMa

He o1mpme 0,15 %

| He 6impmre 0,15 %
| He 6imeme 0,05 %
| He 6insie 0,10 %

"He 6imeme 0,20 %

Memnine 3asgBIEHO0] KUILKOCTI
Mesnnie HDK JIMIT BUSBIICHHS.
Menire 3agBIeH0l KITLKOCT1
Memnite 3asBIEeHOI KUIBKOCTL

MeHime 3asBIeHOI KUILKOCT]
MeHie 3asBICHOI KIJIBKOCTI

| 3anuukoBi PO3YHHHNKH

| = €eTaHO0JI

219 ppm
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PeMenuka

) | ~ CEPTH®IKAT SJIKOCTI _, |
[Iponyxr: AxcacTpoa® TabieTKH, BKPHTI IIIBKOBOO Ne cepif: 95522
| | o6oouKo0x0, o 1 mr Ne 28 (14x2) y 6aicTepax | Yiakopka: Ne 28
Peectpaniiige UA/10542/01/01 N
IIOCBIMUEeHHI Kinsxicts ynakopox 4000
Tepmin aii PII 6€3CTPOKOBO - ) o
Kox cuenudixanii | NormDoc-DP000078/6 Hata pupobnunrea:  05/2021
3agpienuii BMicT | AHacTpo3ox 1 mr
- __ | Ilpupparsmit go: ~ 05/2025
Bupobnux, Pemenuka TOB. Byn. Axapuon, Jlimaccon Isxycrpian Ecrate, 3056, Jlimacco,
afpeca, KpaiHa Kinp (6ymisins 1 - rosioBHa, GyAiBiIA 2 - NEHINMWIIHY, OyaiBis 4 - HedaNoCcIOpHHH,
GyIiBIIL 5 - TapMOHHM Ta KOpTHKOCTepoimy, Oymisina 10 — aHTHHEOIIaCTHYHI,
| IMYHOMOAYJIIOOY])
Ceptudikar REMO00/2018/001, 029
BI1AIIOB1ZHOCT]
{ GMP, minen3is: )

IokasHuKH AKOCTI Bumoru MK Pe3ynbTaTH
KinbxicHUH BMICT 95,0 % - 105,0 % Bix 3asBJ€HOI KIITEKOCTI 101,2 %
AHACTPO30JLY

{ Mikpo06iosoriuga
YUCTOTA™: B | |
- 3arajpHa KiaepkicTs | He 6impme 10° KYO/r He 3acTOCOBYETHCA
aepodHHX
MiKpOOpraHizMiB
(TAMC) H

- 3aragppa xinpkicrs | He Ginsme 10 KYO/r He 3acTOCOBYETHCS
APLKAKOBHX TA
IIicHABUX rpuobiB

(TYMC)

- _Escherichia coli He mosunHO 6yTH /T He 3acTOCOBYETHCS

IIpoxyxT BApOOJEHHH BiIOBINHO O HaEXKHOI BUPOOHHIO]
NPaKTHKH (BKJIIOYAI0O9H NTaKyBaHHA/ MapKyBaHHd) Ta IIPOBEHCHUH
KOHTpOIIb Horo axocti (GMP), Bianosizae BCiM crenudikaniaM i

JOTYILEHHH 10 IPOAaXKy BiAMOBIJaEHAM NPalliBHUKOM KOMIIaHIi Menedoicep 3 KOHMPOTIO
n AKOCMI, YNOBHOBANCEHUU
Ihpmue: 20NI08HUU AHANTMUK

_ Ilara anamui3y:
Im’a: n-p Jxopmxis Xpucroy __

(ymosHOBaxKeHa 0c00a) TlaTa Tecty: 18/05/2021
Bunymeno: 28/06/2021 | :

ITeit ceprudixaT OYB 3aII0BHEHUIHA, IIepeBIpeHMH Ta IMIANHCAHHH aHIIIHCHKOI0 MOBOIO Ta HE MOXE
3aCBiAYyBAaTH TOUHICTH NEpPEKIaly TEKCTY iHIIOI0 MOBOIO, IPEACTABIECHOIO B CEPTH(IKATI, AKO]
IIOIHCAHT HE 3HAE

TOB "Pemenuxa", E-mail: info@remedica.com.cy, Ten.:+357 25553000, daxc: +357 25390192,
caiiT: www.remedica.eu e —

* Hepegipaioms nepwi mpu cepii, nomim Kooiciy decamy abo o0Hy cepiio 6 PpiK.
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FPCOA-ANASTROZOLE 1 TABS-UKRAINE-19¢

 CepTudmkar kauecTBa
CERTIFICATE OF ANALYSIS

Remedica

~ Ukraine

[TpoayKT: AKCACTPOI® TabneTku, NOKphITLIE Ne cepuu: 95522
nrieHoyHou obonoukoi, no 1 Mmr Ne 28 | Batch No.
(14x2) B Gniucrepax
Product: Aksastrol® 1 mg film-coated tablets Ne 28 | Ynakoeka: Ne 28
. L | (14x2) in blisters Packaging: Ne 28
PeructpaumoHHoe |
ygocTosepeHne UA/10542/01/01
Marketlng Authorization Kon-Bo ynakosok 4000
Cpok neficreusi PY 6eccpoyHO Numberof B
Exp.date unlimited packaging 4000
Koa cneuudukaumu: NormDoc-DP000078/6 [ata npouss.: 05/2021 |
Specification code: Manuf. date
3asBreHHoe coaepXaHue: AxacTposon 1 mr "ofieH Lo: 05/2025
Label claim: | Anastrozole 1 mg Exp. date

[TpousBoguTesb, agpecc, CTpaHa

Manufacturer, address, country

“Pemeanka OOO. Yr. AxapHoH, Jumaccon WHayctpian Octave, 3056,

Numaccon, Kunp (3pasiie 1 - rnaBHoe, 3gaHne 2 - neHUUunnuHby, 3aanue 4 -

Liethanocnoputel, 3aaHue 5 - TOPMOHLI U KOpTUKOCTepouab!, 3faHue 10 -
AHTUHeOITacTUYHLIe, UMMYHOMOAYNMpYIoLLUE)
Remedica Ltd. Aharnon Street, Limassol Industrial Estate, 3056, Limassol,
Cyprus, (building 1-main, building 2-penicillins, building 4-cepha]osporms

~{ building 5-horm.& cort., building 10-antineoplastic, immunomodulating)

Ceprugukat coorBercTeus GMP,
JTULEH3HSA *
GMP certificate, Licence:

REMO00/2018/001, 029

REM00/2018/001, 029

ITokasaTernm kavecrBal Tests

Tpe6osanua MKK/ Requirements

. e

OnucaHue

Description.

Berble  Kpyrikie “TabneTky,
nneHouHoli obornoukoil, € AnaMeTpom
npuobnuanTensHo 6,6 MM

“White, round film-coated tablets: with
_diameter of 6,6 mm approximately

VinentudukaLius anacTpo3sosna

«  B3IXKX
- HK

[dentification of anastrozole

Bpems yaepxuBaHUA OCHOBHOIO Nka Ha
XpomartorpaMmmMe U1onbITyemMoro pacreopa
JOfKHO  COOTBETCTBOBaTL  BpEeMeHU
‘yaepxinBaHusa NvKa aHacTpososia Ha
Xpomarorpamme craHfapTHOro pacreopa
UK  chnextp  npenapata = [onXeH
COOTBETCTBOBATL

WK crekrpy craHgapTtHoro obfpasia
-aHactposona

nckpb_l-‘r‘ble'-_

Conforms

CooTrBercrayer

PesynekTartbl/ Results l

CoOTBETCTBYET

|

CooTBeTcTBYeT l

|

- HPLC 'RT corresponds to that.of the standard Canforms
- IR B Conforms to the reference standard Conforms
UpenTucukauma TiTaHa

| AMOKCKHAA - | NonoxurenkHas peakuus COOTBETCTBYET
Identification of titanium dioxide | Positive reaction Conforms

Cpepnsisi Macca TabneTok |
- Npu BblNycKke 0198 Mrgo 108 mr (103 mMr+ 5,0 %) |
- B TeYeHUe CpoKa rogHoCTH Ot 95 mr go 111 mr(103 mr+7,5 %) ;
Average weight |

- At release
- In the shelf life

| 98 mg - 108 mg (103 mg + 5,0 %)

95 mg-1iimg (103me=75%)  fe5f

Page 1 of 4




FPCOA-ANASTROZOLE 1 TABS-UKRAINE-19¢ Remedica
CeptudmkaTt KayecTBa
CERTIFICATE OF ANALYSIS
_ ) - - Ukraine
MpopyKT: AKCACTPOI1® TabneTKn, NOKpbIThIe Ne cepun 095622
nneHo4Hoi oG6oro4koi, no 1 mr Ne 28 Batch No.
- (14x2) B 6riucTepax
“Product: Aksastrol® 1 mg film-coated tablets Ne 28 | YnakoBka: Ne 28
. (14x2) in blisters Packaging: Ne 28
PerucrpaloHHoe
yAOCTOBEPEHUE UA/10542/01/01 S
Marketing Authorization Kom-Bo ynakosok 4000
Cpok aeiicreus PY HECCPOUHO Number of R
| Exp.date | unlimited packaging 4000
- Kop criewucbukarym NormDoc-DP000078/6 Hata npouss.: 05/2021
Specification code: Manuf. date
3afBnieHHoe coAepXXaHue: AHactposon 1 mr ["loneH Ao:; 05/2025
Label claim: “Anastrozole 1 mg Exp. date

[Mpouaeogurens, aapece, crpaHa

Manufacturer, address, country

Kunp (spaHue 1

| Pemeguira O0O0. Yn. AxapHoH, Jiumaccon UnaycTpuan Scrave, 3056, Jlumaccon, |
- rnaBHOe, 3pauue 2 - NeHUUMNAWHEl, 3gavue 4 - |
uecanocnoputbl, agaHve 5 - FOPMOHBL! ‘M KOPTUKOCTEpOWAbl, 3AaHue 10 -
aHTUHEONNACTUYHEIE, UMMYHOMOLYNNPYIO Lue)
Remedica Ltd. Ahamon Street,
Cyprus, {building 1-main, building 2-penicill
5-horm.& cort., building 10-antineoplastic, immunomodulating).

Limassol Industrial Estate, 3056, Limassol,
ins, building 4-cephalosporins, building |

Ceprudukar coorrercTBua GMP,
NUNSH3US |

‘GMP certificate, Licence:

REMO00/2018/001, 028

REM00/2018/001, 029

Dissolution (HPLC)

NMT 80 % (Q ) in 15 min

Mokasatenu kavyecrBal Tests Tpe6oeanusa MKK/ Requirements PesynbTaTthl/ Results
[ OnHopoaHoCTL Macck! Tabrietok | He Gonee 2 u3 20 uHAMBMAYaNbHLIX Hu ofHa
" 3HaYeHW# Macchl MOTYT OTKIIOHATLCA OT
3HaueHust cpejiHeit macchl Goree 4em
Ha £ 7,5 %, -
HO HW opgHO U3 uHAUBUAYANbHBIX ‘Hu ogHa
3HaJYeHun MacCCh! HE  LOIMKHO |
OTKNOHATLCS OT cpeaHelt Maccel Gonee
| yem Ha £ 15,0 %
Uniformity of mass NMT 2 units > AW+75% None
B and Norie >AW%150% ‘None
AuameTp OT 6,3 Mm 00 6,9 MM (6,6 MM +-5 %) 6,6 MM
Diaméeter 6,3mm—-69mm(@E6mm£s%) 6,6 mm
BbicoTa OT27MM 03,1 MM (2,9 Mm:75%) |28mMm
Height L 27 mm—31mm(29+7,5 %) 2.8 mm
YCTOMYMBOCTE K pa3fgaBnuBaHuio
‘- MpK BbiNyCKe Ot 30 H no 100 H 69 H
- B TeYeHue cpokKa ronqHocTH Ot 20H go 120 H -
Hardness
| - atrelease 30N=100 N 69 N
- inthe shelflife 20N=120N -
PacnagaeMocCTb He 6onee 10 muH
Disintegration NMT 10 min -
PactBopeHue (BIXX) He mexee 80 % (Q) 3a 15 MuH

Page;z of 4




FPCOA-ANASTROZOLE 1 TABS-19¢ Rem edica_
Ceptudukar Kauecrtsa
CERTIFICATE OF ANALYSIS

______________ Ukraine

| MpoaykT: AKCACTPOIJI® TabneTku, NOKpbIThie Ne cepun; 95522
nrneHo4YHoit obosoukoit, no 1 mr N2 28 | Batch No.

(14x2) B Gniucrepax
| Product: Aksastrol® 1 mg film-coated tablets N2 28 | Ynakoska: Ne 28
(14x2) in blisters Packaging: Ne 28

PervcrpalnoHdHoe
yaocToBepeHne UA/10542/01/01
| Marketing Authorization Kon-go ynakosok 4000
Cpok pelicTaust PY 6eccpoYHO Number of
| Exp.date unlimited * packaging 4000
| Koa cneuudgukanuu; NormDoc-DP000078/6 Hata npouss.: 05/2021
| Specification code: , L Manuf. date _
3anBneHHoe cofepxaHue: AHacTposost 1 mr "'opeH go: 05/2025
| Label claim: _ Anastrozole 1 mg Exp. date

| MpoussoauTernsb, agpecc, crpaHa Pemeginka OO0, ¥Yn. AxapHoH, Jlimaccon MHp.yC'rpuan SCTaTe 3056, |
| Numaccon, Kunp (sgarve 1 - rnaBHoe, 3faHve 2 - NeHUUUITMHBL, 3haHve 4 -
Ledanocnoputel, 3gaHne 5 - ropmMoHb! M KOpTMKOCTEpouab!, 3paaHue 10 -
o | | aHTUHEONNACTHYHEIS, UMMYHOMOAYUPYIOLLME)

| Manufacturer, address, country Remedica Lid., Aharnon Street, Limassol Industrial Estate, 3056, Limassol,
| Cyprus, (building 1-main, building 2-penicillins, building 4—cephalosponns
| building 5-horm.& cort., building 10-antineoplastic, immunomodulating)

CepTHQHKAT COOTBETCTBHS GMP,
JIHUEH3UA | - REM00/2018/001, 029
GMP certificate, Licence: REMO00/2018/001, 029

NMokasaTrenu kayecrtBal Tests Tpebosanus MKK/ Requirements PesynbTratbl/ Results

Boaa
- Npu BbINYCKe He 6onee 6,5 % 5.8 %

- B TeyeHWe CPoKa roAHOCTH | He 6onee 7,5 % -
Water
- atrelease NMT 6,5 % 5,8 %
- in the shelf life L | NMT75% . -

OOHOPOOHOCTDL ,qosuposauun KpuTepitit npueMnemMocTi He 6onee 15 0
(L.1) wnu ne 6onee 25,0 (L2) BoeigepixueaeT

Uniformity of dosage units (HPLC) | AW NMT 15,0 (L1) or NMT 25,0 (L2) Passes test

Mpumecu:

- puMeck A He Bonee 0,15 % < TIKO
- ipumech B | He bonee 0,15 % — <NAao
- Npumecs C He Bonee 0,05 JZolHA # 3 < MKO
- nioBas HeugeHTudUmposaHian | He Bonee 0,148 %  HOEM/ <TIKO
- cyMmMa HenpeHTuduynposadtslx | He Bonee l % . < [1KO
- oban cymma | He 6onee ™ <. KO
Related substances: | e
- impurity A NMT O, 15' *i-{_
-impurity C 'NMT 0,05 %NQ8;0h—cat o8/

- individual unknown impurity 1 NMT G, ‘IO % NG ne P4 < LOQ

- total of unknown impurities | NMT 0,20% o & <L0Q

- fotal impurities | NMT 0,50 %_ = loQ

< LOQ
<LOD
<LOQ

| O¢cTaTo4Hbie pacTBOpUTEsN He Gonee 1000 ppm 219 ppm

| - 3TaHON
Residual solvents (Ethanol) | NMT 1000 ppm 219 ppm

| KonmuyecTBeRHHOE coaepXaHue 950 % - 1050 % ot 3assrieHHoro | 101,2 %
. | aHacTpo3ona KonudecTtea
| Assay of anastrozole 95.0 % - 105,0 % of the declared amount | 101,2 %
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lMponssoguTens, agpecc, cTpada

Manufacturer, address, country

| Cyprus, (building 1-main, building 2-penicillins, building 4-cephalosporins, building

FPCOA-ANASTROZOLE 1 TABS-19c Remedica
CeptudukaTt KayecTea
CERTIFICATE OF ANALYSIS
. ] -~ Ukraine
Mpoayxr: AKCACTPON® TabneTtkn, NOKpPbITLIE [ Ne cepun: 95522
nrieHo4yHol obono4ykon no, 1 mr Ne 28 Batch No.
| (14x2) B brincrepax
1 Product: Aksastro® 1 mg film-coated tablets N2 28 | Ynaxoska: Ne 28
{ (14x2) in blisters Packaging: Na 28
PerucrpaunoHHoe ) - " )
| ypocrosepeHue UA/10542/01/01 |
Marketing Authorization | Kon-Bo ynakosok 4000
| Cpok peficteusi PY 6ECCPOHHO | Number of o
| Exp.date unlimited packaging 4000
| Koa cneumndpukauuu: NormDoc-DP000078/6 | Aara npouss.: 05/2021
Specification code: L . - Manuf, date
| 3asBneHHoe cogepxaHue: | AHacTposon 1 mr lopeH po: 05/2025
{ Label claim: Anastrozole 1 mg | Exp. date

Pemenuka OO0, Yn. AXapHOH, ﬂmmaccon MH,quTpman 3cTaTte, 3056 ﬂumaccon
Kunp (3panve 1 - rnaeBHoe, 3paHMe 2 - MNEeHUUUNNUHB!, 3[aHue 4 -
Uedanocnoputbl, 3gaHuwe 5 - ropmoHsl n KopTukocrepoupb!, 3naduve 10 -

aHTUHeoNnacTU4HbLIe, UMMYHOMOZYNMpYlowne)
Remedica Ltd. Aharnon Street, Limassol Industrial Estate, 3056, Limassol,

5-horm.& cort., building 10-antineoplastic, immunomodulating)

| Ceprutbuxar coorsercTaus GMP,
IULEH3MA ;
GMP certificate, Licence:

REM00/2018/001, 029
REMO00/2018/001, 029

NMokazaTenu kayecrsa/ Tests

Tpebosauuna MKK/ Requirements PesynbTrathbl/ Resulfs

MukpobuonornyecKkasa 4yucrora*:

- 0BLee Yncno aspobHbIX
mukpoopranunamos (TAMC)

- oBLLee YMCno ApOoXCKEBBIX U
nnecHesblX rpubos (TYMC)

- Escherichia coli
Microbiological contamination™:
- total aerobic microbial count

- total yeasts and moulds count
| - Escherichia coli

'He 6onee 102 KOE/r

He npomHo 6biTb I

NMT 10° cfu /g | Not Applied
NMT 102 cfu /g | Not Applied
|Absentlg 0000000 | Not Applied_

He Gonee 10% KOE/r | He 3acTOCOBYETLCH
| He 3acTocoByeTbLCS

| He 3acTocoByeTbCA

MpoaykT npou3BeaeH B: COOTBETCTBMN C feliCTBYIOILEA -NPaKTUKOM * - XopoLuero | -
Npou3BOACTBA, (BKMOYan ynakoBky / MapkMpoBKy) W nposefieH KOHTPONL ero KavyecTea |
Ha HaBbleynoMsaHyToM ydacTtke (cGMP); cootsercTByeT BCeEM cnegmcamxeumem U |
AONYUIEeH K npoaaxe oTBeTCTBEeHHbIM paboTHUKOM KoMNaHuw R |

| This product has been prepared (including
1 controls performed according to “current good .»“

complles with MA specifications and has been re[easeEl 0 1 1
| designated Qualified person 2

| Doanucek: ....Ck
| Signature

e Amn:
Name: Dr. Georgia Christou
_} (Qualified Person)
Released on: 28/06/2021 Test Date: 18/05/2021

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 qof.

naTe aHanusa.

i—-J-

Remedica Ltd, E-mail:info@remedica.com.cy, Tel.: +357 25553000, Fax: +357 25390192, Web: svwav remedica.cu
Site address: Remedica Lid, Ahamon Strcet, Limassol Industrial Estate, 3056 Limassol, Cyprus-EU
Mailihg address: Remedica Ltd, P.O.Box 51706, 3508 Limassol, Cyprus-EU

* [poBEPKIOT NEPBLIE TPU CEPUN, 3aTEM KaXKAYO AESCATYIO UNKU OQHY Ceputo B TOA.
* Routinely performed on the first three production batches and then performed every 10t batch or at

least one per year
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