JEPXJIIKCIIYIKBA
JEPXKABHA CJIYXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JTHIITPONETPOBCHKIN OBJACTI

Huinpo, mn.Cobopua,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPIIOY 37070665

BUCHOBOK
Mpo SIKICTH BBE3€HOr0 B Y KpaiHy JiKapchbKOro 3acody
23.04.2022 Ne 16321/22/0411
30JIAJJEKC

(HaliMenyBaHHA NIKAPCLKOTO 3aco0y 3riZiHO 3 peecTpaLlifHHM NOCBIIMEHHAM)
KarneyJ/ia Ui MJmKipHoOro BBeIeHHs NpoJioHrosanol aii no 3,6 mr, 1 kancy.ja y mmpuu-
anuIikaTopi i3 3aXMcHHM MeXaHi3MoM; Mo 1 mMNpUIy B KOHBEPTI 3 NPHKPINJIEHHM IIpanopuem-
aHOTANIEI0 3 BOJOIOIOIVIHHAIOY0I0 KAMCyJioio; 1o 1 KoOHBepTY B KapTOHHIiH KopoO1ni

(popma BunycKy, 103yBaHHA, BHI NTAKyBaHHA JiKapchkoro 3acoby)
Homep peectpauitinoro nocsizuenns UA/4236/01/01 crpok aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcbkoro 3acofy Ne RW526 KinbkicTs BBe3€HOr0 Jlikapehkoro 3acoby 120

BupobHuk Actpa3eneka OK Jlimiten, Benuka Bpuranis

(HafiMeHyBaHHg BUpoOHHUKa JikapchKoro 3acoly, KpaiHa MOX0UKEHHS )

Beeseto B Vkpainy Tosapucrso 3 o6mesxkenoro BignosigansuicTio "Benra JJIT/', inenr.
woa: 21947206

(nafiMenysauns Ta xoa 3a €JIPT1OY opuanunoi ocodbu abo npiseuile, iM'a, no 6athkoBi (Giznunoi
ocobu - nianpuemus, i Miclie npoxuBanus Ta peectpauiiinuii Homep obniKoBOT KapTKH MIATHHKA
nozartkis abo cepis Ta HoMep nacrnopra)

IIpoToxoan BisyaasHoro konrposo sig 22.04.2022 Ne 07-01/766/9.

3a pesynbTaTaMM OEPXKABHOIO KOHTPOJIKO BCTAHOBJEHO, 1O Jikapcbkuii 3aci® Beeseno B  VYkpainy 3

AOTPHMAHHSAM BUMOT 3aKOHOIABCTBA 1110/10 3a0€3MeYeHHA AKOCTI JIIKapChKHX 3aC00IB.

Havansuuk JlepxaBuoi cnyxbu 3

NiKapchbKUX 3aco0iB Ta KOHTPOIIO 3a [Osist OBYAPEHKO
J

HapKOTHKaMK Yy JIHIIpONeTPOBCHKii AL 7
obnacti 1704
(rocanosa ocoba OpraHy JepKaBHOTO KOHTPOIO) {ninn\ég) - Im%ﬁw npisnuulci i

Kapina Buminsikosa +38(066)345-41-71



Actpa3enexa FOK Jlimitex -

Cinx Poan Bizmec IMapk- Makxncing - YUemnp - Bennka Bparania- SK10 2NA
Ten.: + 44 (0) 1625 582828 Maxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHO®HUKAT AHAJII3Y

30JIAJIEKC 3.6 MT 1x1 mmpun

(xamcyna s mAMKipHOro BBECHHS NMPOJIOHTOBAHOI il , AKTHBHICTH: 3,6 Mr)
no 1 kancyJi B MNPHKi-anikaTopi ¢ 3aXHCHAM MeXaHi3MoM; o 1 mmpHIy B KOHBepTi 3

BOJIONONOrTHHAKYO0I0 KANCYJ1010; N0 1 KOHBEPTY B KAPTOHHIH Kopodmi
AxTHBHA pevdoBHHA : ['03epestin anerar (ekBiBaneHATHO 3,6 MT ro3epeiny)

Cepin

JlaTa BHpOOHHEITBA

CTpox npraaTHOCTI

Howmep ninensii na BAPOOHANTBO

Homep peectpamiiinoro nocBixaenns

BHITPOBYBAHHA
Cnopinneni nomimkn (BEPX Meton B)
ITix I

Ik II

ITix I

Ik IV

IIik V

ITix VI

ITix VII

ITix VIII

Ik IX

Byib-axuii iHA7BI yANbHIH MK
1.0% maxcrmym

Cyma nomimiok

PeqoBHAR cnopianeni Aioii pevoBHHI
(BEPX Meroqn CiD)

ITix K (Merox C)

B nonimMepHiit obonorni (Merop C)

ITix Q (Merox D)

Beroro (Merop C1 D)

OnuopigmicTs BMicTYy rozepesiny
(BEPX Merton A)

CrepaabnicTs

RW526

06 cepman 2021
31 aannas 2024
17901
UA/4236/01/01

KPHUTEPII IPHHHATHOCTI

<1.0% m/m
<1.0% MM
<1.0% MM
<1.0% m/m
<1.0% MM
<1.0% MM
<1.0% m/m
<1.0% m/m
<1.0% m/m
Bignosigae

<4.0% m/m

<3,% m/m
< 8% m/M
<1,0% m/M
<15% m/m

TloBHHEH BiIIOBIIATH BAMOTaM

®apmaxonei CIIIA s crepanbHEX TBEpHX PEYOBHH

B O/THOZIO30BHX KOHTEHHEpax

TloBrHen BiZOBizaTH BANPOGYBAHHIO Ha =
CTepHITHHICTS B €Bponelickiil PapMmaked(ei.

PE3YJBTAT

0,0% m/m
<0,1% m/M
0,2% m/m
0,5% m/m
0,0% m/m
<0,1% m/m
0,3% m/m
0,3% m/m
<0,1% m/m
Bimmosinae

1,6% m/m

1 % m/m
3 % m/m
0,0% m/m
6% M/M

Bignosinae

s ..: : '-Qigmoni,uae

Crop 2 5 3



Actpa3enexa FOK Jlimitex -
Cinx Poan Bizmec IMapk- Makxncing - YUemnp - Bennka Bparania- SK10 2NA
Ten.: + 44 (0) 1625 582828 Maxc.: + 44 (0) 1625 422266 astrazeneca.com /

3O0JAJIEKC 3.6 MI" 1x1 mmpun m
(xancyia s mAMKIpHOro BBEeHHS NPOJIOHIOBAHOI Jiil , aKTHBHICTH: 3,6 Mr) o,
mo 1 kamncysai B MINpHIG-aIIiKaTopi ¢ 3aXHCHAM MeXaHi3MoM; o 1 mnpHIy B KOHBEpTi 3
BOJIONONOrTHHAKYO0I0 KaNCyJa0i0; o 1 KoABepTY B KApTOHHIH Kopodmi
AxTEBHA pedoBHHA : [ozepernin anerar (ekBiBanenTHo 3,6 Mr rozepeiny)

Cepis RW526
JlaTa BHpoORANTBA 06 cepmasa 2021
Crpok npaaaTHoCTi 31 amas 2024
Homep Jrinen3ii Ha BHPOGHHITTEO 17901
Homep peectpamiiinoro nocBixaenns UA/4236/01/01
BHITPOBYBAHHSA KPHTEPII MPARHATHOCTI PE3YJIBTAT

Kpaina noxomxenns: Besmka Bparanis

Bupo0HHEK, BiAnOBiTaIbHAT 32 «0aJK», NAKyBAHHA, KOHTPOJIb AKOCTI Ta BANMYCK cepil:
Acrtpa3enexa FOK Jlimiten, Citk Poax Biznec ITapk, Makkncding, SK10 2NA, Bemnka Bpuranis
MIA: UK MIA 17901

GMP Ne UK MIA 17901 Insp GMP/GDP/IMP 17901/10117-0043

Kinbkiers: 3 145
Jara sunmycky: 24 micronazna 2021

3axuouHe NONOKEHHN:

JlaraM mixTBEpIKYIO, IO BHMEBKa3aHa md)opuamx € noc‘rompnmo i mpaBHAEHOI. JlaHa cepif Gyna BHTOTORNEHA, BKIOYAI0TH
ynamBKyf MapKyBaHHA i KOHTPOJb AKOCTI, B MOBHIH Bumommmcn 3 BuMoraMi GMP JIOKalIbHOTo ErymisTopHOro oprany Ta
3rigHo criemAdiKkanii peec'rpauliinoro Hocke kpaifH iMnoprepa. CepiiiHe BHpOOHAITEO Ta MPOTOKOINH aHAMI3Y IepeBipeHi 1
BCTAHORJIEHO, MO BOHH BiJ[NOBi/IaloTh BAMoram GMP.

igmucaso /migmac/ Jara: 13 rpymas 2021
®@in C.X. leic (MeHemxkep 3 3a0e3nedcHHs IKOCT1)
VoBHOBaXxeHa ocoba

Crop 3 5 3



AstraZeneca UK Limited
Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ZOLADEX® 3.6MG 1 x 1 Syringe
(Capsule for subcutaneous administration of prolonged action, Strength 3.6mg)
1 capsule in a syringe with a safety mechanism; 1 syringe in a container with a
water-absorbing capsule; 1 container in a carton box
Active substance: Goserelin Acetate (equal to 3.6 mg goserelin )

» BO9U9ZeIISY

Batch Reference RW526
Date of Manufacture 06" August 2021
Expiry Date 31 July 2024

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/4236/01/01
IEST ACCEPTANCE CRITERIA ULT
Description (Visual Analysis) White to cream coloured cylindrical Complies
pieces of rigid polymeric material.
Dissolution Rate (UV)
Mean Dissolution at 7 days <=20% 8 % wiw
Mean Dissolution at 14 days 25-55% 35 % wiw
Mean Dissolution at 17 days 35-75% 53 % wiw
Mean Dissolution at 21 days 65 —-90 % 80 % wiw
Mean Dissolution at 28 days 85-105% 92 % whw
Average Mass 17.1-18.9mg 18.3 mg
Uniformity of Mass Complies with the approved test and Complies
with the requirements of the European
Pharmacopoeia for tablets.
Average Goserelin Content (HPLC 18.0 — 22.0 Yow/w 19.8 % wiw
Method C)
Identification (HPLC Method C) Complies with the approved test. Complies
Identification (TLC) Complies with the approved test. Complies
Acetic Acid Content (GC) <= 2.5 %w/w 1.3 % wiw
Water Content (Karl Fischer <=2.0 Yowlw OBk N\
Coulometric titration) O NEN
Related Substances (HPLC Method B) — \ = \\
Peak I <= 1.0 Y%ow/w 2 oG '%m’w T/ |5 Il
Peak IT <= 1.0 %wiw W=l <01 % wiwdd’) 5
Peak III <= 1.0 %w/w W 02 1% wiw '

Peak IV <=1.0 %w/w 005 Y% wiw S/

'I'?aa'e 10f3



AstraZeneca UK Limited

Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ZOLADEX® 3.6MG 1 x 1 Syringe

(Capsule for subcutaneous administration of prolonged action, Strength 3.6mg)
1 capsule in a syringe with a safety mechanism; 1 syringe in a container with a

water-absorbing capsule; 1 container in a carton box

Active substance: Goserelin Acetate (equal to 3.6 mg goserelin )

Batch Reference
Date of Manufacture

Expiry Date

Manufacturing Authorisation Number

Marketing Authorisation Number
TEST

Peak V

Peak VI

Peak VII

Peak VIII

Peak IX

No other peak 1.0% maximum
Total related substances

Drug Related Species (HPLC Methods C
and D)

Peak K (Method C)

Polymer Envelope (Method C)

Peak Omega (Method D)

Total (Methods C and D)

Uniformity of Goserelin Content (HPLC
Method A)

Sterility

RWS526

06" August 2021
31 July 2024
17901

UA/4236/01/01

ACCEPTANCE TERIA

<= 1.0 Y%ow/w
<= 1.0 Yow/w
<= 1.0 Y%w/w
<= 1.0 %w/w
<= 1.0 Y%ow/w
Complies

<= 4.0 Yow/w

<=3 %w/w
<= 8 Yow/w
<= 1.0 Yow/w
<= 15 Y%wiw

Complies with the requirements of the
USP for sterile solids in single unit
containers.

Complies with the tests for sterility in the
European Pharmacopoeia.

. BDOUIZRIISY

RESULT

0.0 % wiw
<0.1 % wiw
0.3 % wiw
0.3 % wiw
<0.1 % wiw
Complies
1.6 % wiw

1 % wiw
3 % wiw
0.0 % wiw
6 % wiw

Complies

Complies

~BageZof 3




AstraZeneca UK Limited
Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ZOLADEX® 3.6MG 1 x 1 Syringe
(Capsule for subcutaneous administration of prolonged action, Strength 3.6mg)
1 capsule in a syringe with a safety mechanism; 1 syringe in a container with a
water-absorbing capsule; 1 container in a carton box
Active substance: Goserelin Acetate (equal to 3.6 mg goserelin )

PJ2USZERIISY

Batch Reference RW526
Date of Manufacture 06" August 2021
Expiry Date 31% July 2024

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/4236/01/01
TEST ACCEPTANCE CRITERIA RESULT

Country Of Origin: UK

Bulk Manufacture, Packaging, QC testing and Batch Release by:
ASTRAZENECA UK LIMITED, SILK ROAD BUSINESS PARK, MACCLESFIELD, SK 10
2NA, United Kingdom
MIA: UK MIA 17901
GMP Certificate Number: UK MIA 17901 Insp GMP/GDP/IMP 17901/10117-0043

Quantity: 3,145

Date of Release: 24™ November 2021

Cleosing Clause:

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(s) 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 and analysis records were reviewed and found to be in compliance with
GMP

Signed Date:

. Davies (QA Manager)
d Person

'I'-"aéeaofS



Actpa3enexa HOK Jlimiren -

Cinx Poan Bismec IMapk- Makxncing - YUemnp - Bennka Bparania- SK10 2NA
Ten.: + 44 (0) 1625 582828 Maxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHO®UKAT AHAJII3Y

30JIAJIEKC 3.6 MI'" 1x1 mmpuan

(kancyJa s mMKIpHOro BEEICHHS MPOJIOHTOBAHOI Il , AKTHBHICTE: 3,6 Mr)

no 1 xancyni B NPHN-aIUIKAaTOPi ¢ 3aXHCHAM MexanizMom; no 1 mupuiy B KOHBEpTi 3
BOJIOrONOTJIHHAIOYOI0 KAaNCyJiow; no 1 konsepTy B KapTOHHil Kopobmi

AxTHBHA pedoBHHA : 'o3epenin anerar (exBiBajaenTHO 3,6 MI" rozepesiny)

Cepis

JlaTa BHpoOHANTBA

Crpok npaaaTHoCcTi

Homep ninensii Ha BAPOOHHIITBO
Homep peectpaniiinoro nocBiqaenns

BUITPOBYBAHHA

Onmnc (Bisyansnmii ananiz)

Pozunnenns (Y @)

Cepeae pozurHeHns Ha 7 [icHb
Cepemie pozunnenns Ha 14 fenn

Cepegne pozunHenHs Ha 17 fgens
CepepHe pozauHeHHS Ha 21 ieHb

Cepeme pozunHeHHs Ha 28 NieHb
Cepenna maca

OpmopigmicTs MacH
Cepenniii BMicT rozepestiny
(BEPX Metopn C)

Inenradixania , (BEPX Merog C)
Inenradixamia, (TIHIX)

Bmict knciora onrosoi (I'X)

Bumicr Bomn (KysoMerpadane THTpyBAHHS
Kapna ®imepa)

RWS526

06 cepnas 2021
31 nannan 2024
17901
UA/4236/01/01

KPHTEPII IPUAHATHOCTI
Kyco4ku TBep/ioro nonimepy

IMTHAPHIHOI (POpMH Bifi HiIOT0 IO KPEMOBOIO KOMBOPY.

<20%
25-55%
35-715%
65-90%
85-105%

17,1 - 18,9 mr

TToBuHEH BiiNOBIJaTH 3aTBEP/PKEHOMY METOAY i
suMoram E€sporteiicskoi ®apmakorei s Tabnerok

18,0 - 22,0 % m/m

TToBHHEH BifINIOBIIATH 3aTBEPPKEHAM METO/IaM

TloBHHEH BiNOBIIATH 3aTBEPIPKEHAM METOJIaM
< 2,5% M/M

<2,0 % M/M

PE3YJIBLTAT

Binnosinae

8% m/m

35% m/M
53% m/M
80% /M
92% m/M

18,3 mr

Bignosinae

19,8 % m/m

Bimnosigae
Bizmnosinae
1,3% m/m

0,6% m/m

Crop 1 5 3



AstraZeneca UK Limited
Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ZOLADEX® 3.6MG 1 x 1 Syringe
(Capsule for subcutaneous administration of prolonged action, Strength 3.6mg)
1 capsule in a syringe with a safety mechanism; 1 syringe in a container with a
water-absorbing capsule; 1 container in a carton box
Active substance: Goserelin Acetate (equal to 3.6 mg goserelin )

. BD9UIZRIAISY

Batch Reference RX180

Date of Manufacture 315 July 2021

Expiry Date 30%" June 2024

Importing Country Ukraine

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/4236/01/01

TEST ACCEPTANCE CRITERIA RESULT
Peak VIII <= 1.0 %w/w 0.3 % wiw
Peak [X <= 1.0 Y%ow/w <0.1 % wiw
No other peak 1.0% maximum Complies Complies
Total related substances <= 4.0 Y%ow/w 1.6 % wiw

Drug Related Species (HPLC Methods C)

Peak K <=3 Y%w/w 1 % wiw
Polymer Envelope <=8 Y%ow/w 3 % wiw
Total <= 15 %w/iw 6 Y% wiw
Uniformity of Goserelin Content (HPLC  Complies with the requirements of the Complies
Method A) USP for sterile solids in single unit
containers.
Sterility (PhEur/USP) Complies with the tests for sterility inthe Complies

European Pharmacopoeia.
Country Of Origin: UK

Bulk Manufacture, Packaging, QC testing and Batch Release by:
ASTRAZENECA UK LIMITED, SILK ROAD BUSINESS PARK, MACCLESFIELD, SK10
2NA, United Kingdom
MIA: UK MIA 17901
GMP Certificate Number: UK MIA 17901 Insp GMP/GDP/IMP 17901/10117-0043

Quantity: 3,200 i
Date of Release: 07™ February 2022 .:.'/f. B




AstraZeneca UK Limited
Silk Road Business Park - Macclesfield- Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

Active substance:

CERTIFICATE OF ANALYSIS

ZOLADEX® 3.6MG 1 x 1 Syringe
(Capsule for subcutaneous administration of prolonged action, Strength 3.6mg)
1 capsule in a syringe with a safety mechanism; 1 syringe in a container with a
water-absorbing capsule; 1 container in a carton box

Batch Reference

Date of Manufacture

Expiry Date

Importing Country

Manufacturing Authorisation Number

Marketing Authorisation Number

TEST

Closing Clause:

Goserelin Acetate (equal to 3.6 mg goserelin )

RX180

31 July 2021
30" June 2024
Ukraine

17901
UA/4236/01/01

ACCEPTANCE CRITERIA RESULT

N> BeORUdZRASY

4

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(s) 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 and analysis records were reviewed and found to be in compliance with

GMP

Signed

Date: 9K(0>-[>022

I bt

Davies
Person

(QA Manager)
5. La\S




Acrpa3enexa IOK Jlimiten -

Cink Poan Bizaec Ilapx: Maxxuicding - Yenmp - Bennxa Bpuranin- SK10 2NA
Ten.: + 44 (0) 1625 582828 Mdaxc.: + 44 (0) 1625 422266 astrazeneca.com

(xancyia Ay migmKipHOTO BBeeHHS NPOJIOHTOBAHOI il , AKTHBHICTE: 3,6 Mr)

CEPTHOUKAT AHAJII3Y

30JIAIEKC 3.6 MI' 1x1 mmpun

JouUdZelSy

2P
%

no 1 kancyni B mMPHI-aNUIKaTopi ¢ 3aXHCHEM MexaHi3MoM; o 1 mmpHny B KoHBEpTI 3
BOJIOrONOrTHHAKY0I0 KATICYJI010; N0 1 KOHBEPTY B KapTOHHil KopoOmi

AxTHBHA peuoBHHA : ['03epestin anerar (exBiBaneHTHO 3,6 MI' ro3epeJiny)

Cepia RX180

JlaTa BHpoOHMITBA 31 Jinnnsg 2021

Crpok npaaaTaocTi 30 Yepena 2024

Kpaina-imnoprep Ykpaina

Homep ninensii Ha BAPOOHHIITBO 17901

Homep peecTpanjiiinoro nocsixuenns UA/4236/01/01
BHITPOBYBAHHS KPHTEPI IPHAHATHOCTI
Onuc (Bisyannamii ananis) Kycouxu TBepjioro nomimepy

Pozunnenns (Y ®)

Cepense po3urHeHHA Ha 7 IeHb
Cepenne pozunHeHHS Ha 14 nens
Cepenne pozunHeHHS Ha 17 nens
CepenHe po3uHHeHAS Ha 21 JieHs
CepepiHe po3uHHEHHA Ha 28 JIeHR

Cepenns maca (I'pasiMerpaaamii
aHANi3)
OpmopigricTe Maca (€8 ®apm)

Cepenniii BMiCT rozepestiny
(BEPX Meron C)

Inenmagikanis , (BEPX)
Inenradikanis, (TIIX)

Bwmict kuciaorn orrosoi (I'X)

Bwmict Boan (Kynomerpaane
TATpyBaana Kapna ®imepa)

mMmiHApAIHOT GOpMH BifI GLTOr0 0 KPEMOBOro KOBOPY.

<20%
25-55%
35-75%
65-90%
85-105%

17,1 - 189 mr

TToBuHEH BiANOBIIATH 3aTBEP/PKEHOMY METONY 1
BHMoraM E€Bponeiicskoi Mapmakornei ang Tabnerox

18,0 - 22,0 % m/m

IloBAHEH BIATIOBIZIATH 3aTBEPDKEHAM METOaM
IloBMHEH BiAOBIIATH 3aTBEP/KEHAM METOaM

<2,5% m/M

< 2,0% m/m

PE3VJBLTAT
Bigmosiziae
7% MM

36% m/m
57% M/M
85% MM
93% M/M

18,0 Mr

Bigmosijae

19,6 % m/m

Bizmosinae
Bianoginae
1,4% m/m

0,7% m/m

Crop 1 3 3



Acrpa3enexa IOK Jlimiten -

Cink Poan Bizaec Ilapx: Maxsuicding - Yenmp - Bennxa Bpuranin- SK10 2NA
Ten.: + 44 (0) 1625 582828 Makc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHO®HUKAT AHAJI3Y

3O0JIAJEKC 3.6 MI' 1x1 mmpux
(kancyna A MiAMKIPHOTO BBeleHHS NMPOJIOHTOBAHOI 1l , AKTHBHICTE: 3,6 MT)
no 1 xancyJi B MIMpHAN-aIIKaToPi ¢ 3aXHCHHEM MeXaHi3MoM; o 1 mupHny B KOHBEPTI 3

BOJIOTOTIOTIHHAKOYOI0 KANCYJI010; Mo 1 KOHBEPTY B KapToHHil KopoOmi

AKTHBHA peuoBHHA : ['o3epesin anerar (exBiBaneHTHO 3,6 MI' ro3epeJiny)

Cepis

JlaTa BHpoOHHITBA

Crpox npaaaTHoCTi
Kpaina-imnoprep

Howmep ninen3ii Ha BHPOOHHIITBO
Homep peectpaniiinoro nocBitaenns

BHIIPOBYBAHHA
Crnopinneni gomimxn (BEPX Meron B)
Ik I

Ihix II

ITix IIT

Ik IV

ITik V

ITix VI

ITix VII

ITix VIII

ik IX

By p-sxuii iR yansHHM MK
1.0% maxcumMym

Cyma goMimox

PegoBnnm cniopinHeni Ailovili pesoBAHi
(BEPX Metomn C)

Ilix K

B nonimepHiii 06onori

Beroro

OpmopinnicTs BMicTy rozepesiny
(BEPX Meton A)

Crepunbnicts (€ ®apm./®apm. CIIIA)

RX180

31 JIanns 2021
30 Yepnnsa 2024
Yxpaina

17901
UA/4236/01/01

KPHTEPII IPHIAHATHOCTI

<1.0% m/™m
<1.0% m/m
<1.0% m/m
<1.0% m/m
<1.0% m/m
<1.0% m/m
<1.0% m/m
<1.0% m/M
<1.0% m/m

Bignosifae

<4.0% m/M

<3,% m/M
< 8% m/m
<15% m/M

TloBHHEH BiIIOBIIATH BHMOTaM

®apmaxonei CIIA pns  CcTepWILHMX —TBEpAHX

PEYOBHH B OJTHOJI030BHMX KOHTEHHEpaX

TloBuHEH BiANOBIAATH BUNPOOYBaHHIO Ha

CTEpHIIbHICTE B €Bponelichkii dapmakonsi.

PE3VJIBTAT

<0,1% m/M
<0,1% m/m
0,2% m/m
0,5% m/M
0,0% m/M
<0,1% m/m
0,3% M/M
0,3% m/m
<0,1% m/m
Bijmosinae

1,6% m/m

1% m/Mm
3 % MM
6% MM

Bignosipae

- Biymosiziac

Crop 2 3 3

eoauazZellsy



AstraZeneca UK Limited
Silk Road Business Park - Macclesfield: Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ZOLADEX® 3.6MG 1 x 1 Syringe
(Capsule for subcutaneous administration of prolonged action, Strength 3.6mg)
1 capsule in a syringe with a safety mechanism; 1 syringe in a container with a
water-absorbing capsule; 1 container in a carton box
Active substance: Goserelin Acetate (equal to 3.6 mg goserelin )

N> BDBURZRIISY

Batch Reference RX180

Date of Manufacture 31% July 2021

Expiry Date 30™ June 2024

Importing Country Ukraine

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/4236/01/01

TEST ACCEPTANCE CRITERIA RESULT

Description (Visual Analysis) White to cream coloured cylindrical Complies

pieces of rigid polymeric material.

Dissolution Rate (UV)

Mean Dissolution at 7 days <=20% 7 %o wiw

Mean Dissolution at 14 days 25-55% 36 % wiw

Mean Dissolution at 17 days 35=-75% 57 % wiw

Mean Dissolution at 21 days 65 -90% 85 % wiw

Mean Dissolution at 28 days 85-105% 93 % wiw

Average Mass (Gravimetric Analysis) 17.1 - 18.9 mg 18.0 mg

Uniformity of Mass (PhEur) Complies with the approved test and Complies

with the requirements of the European
Pharmacopoeia for tablets.

Average Goserelin Content (HPLC 18.0 - 22.0 %wiw 19.6 % wiw

Method C)

Identification (HPLC) Complies with the approved test. Complies

Identification (TLC) Complies with the approved test. Complies

Acetic Acid Content (GC) <2.5 %wiw 1.4 % wiw

Water Content (Karl Fischer <2.0 Y%wiw 0.7 % wiw

Coulometric titration)

Related Substances (HPLC Method B) P Ty W
Peak I <= 1.0 %w/w o ST Ve Wi X
Peak II <= 1.0 Y%w/w / 0.1 % wiw N
Peak II1 <= 1.0 %w/w i S/

Peak IV <= 1.0 %w/w (= e wiw, 12
Peak V <= 1.0 %wiw = o wiw | /1,5 |
Peak VI <= 1.0 %w/w VL W0 Yewiw S

Peak VII <= 1.0 %wiw N2\ 03 %vidws /27



JEPXJIKCJIYIKBA
JEPKABHA CJIYXKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU
Y JHINPONETPOBCBHKIN OBJIACTI

Juinpo, nin.Cobopua.4, k. 601-605, 49005, ten. (066)3454171
E-mail: dis.dp@dls.gov.ua,https://www.dls.gov.ua, Kox CJIPTIOY 37070665

BUCHOBOK

Npo SIKICTh BBE3CHOI0 B YKpaiHy JiKapchbKoro 3acody

13.08.2022 Ne 31782/22/04

30JIAJIEKC

(HaliMenyBaHHs JiKapCeKOTo 3acody 3rijlHO 3 PCECTpALlifiHUM TIOCBIIHCHHSM)
KareyJia JUIsl MIIKIipHOTo BBEACHHS NPOJOHToBaHOI il mo 3,6 mr, 1 kancyJa y mmpui-
anjiikaTopi i3 3aXHCHHM MeXaHizMoM; no 1 mNpUIy B KOHBEPTI 3 MPUKPINICHIM NpAanopiemM-
AHOTALICIO 3 BOJIONONOIVIHHAIOYOK KANCYJ1010; 110 1 KOHBEPTY B KAPTOHHII Kopooi

((popma BUITYCKY, IO3YBAHHA, BHJI NAKYBAHHA JIKAPCHKOTO 3ac00y)
Hosep pecerpauiiinoro nocsindenns UA/4236/01/01 crpok aii peectpauifinoro nocsinuenns 01.01.2099
Cepis sikapcbkoro 3acody Ne RX 180 Kinbkicts BBe3eHOr0 Jikapcskoro 3acoby 64

Bupobuuk Actpa3enexa FOK Jlimiten, Bemaka Bpuranis

(HafiMeHYBaHHA BUPOOHUKa NikapeLKoTo 3acody, KpaiHa NoxXoaKeHHs )

Beeseno B Ykpaiy Tosapuctio 3 oomexenoro Bianopinaasuictio "Benra JIT/I", ineur.
koa: 21947206

(nafimenysanng Ta ko 3a €JIPTIOY opuanunol ocobu abo npizsuie. im's, no Garekosi dizsnunol
ocobu - nianpuemus, it Micle NPOXRUBAHHA Ta peceTpauiiftiiii HoMep 00HIKOBOT KAPTKH miaTHHKA
nojatkis abo cepis Ta HOMEP nacnopTa)

Ipotokoea Bisyaasnoroe konrpomo ein 12.08.2022 Ne 07-01/1514/2.

3a  pesynbTataMyM  IepiKaBHOTO  KOHTPOJIIO  BCTAHOBJEHO, WO Jikapchkuii 3acid Beeseno B Ykpainy 3

JAOTPHMAHHAM BHMOr 3aKOHONABCTBA 1100 3a0e3neueHHs SAKOCTI JIKapChbKHX 3aco0iB.

B.o. Hauansnuka JlepxaBuol cinyxou 3
AIKapehKMX 3aco01B Ta KOHTPOIIO 3a
HApKOTHKaMH y JIHinponeTpoBChKii

e

i Crop BOJIKOB

obJacri

(nocastosa o

Buwnsakosa Kapina +3 8(0606}345 -41-71




Acrpa3enexa HOK Jlimiren -

Cink Poan bizaec Ilapx: Maxsuicding - Yenmp - Bennxa Bpuranmin- SK10 2NA 5
Ten.: + 44 (0) 1625 582828 Makc.: + 44 (0) 1625 422266 astrazeneca.com q
Q
N
1)
|
@
30JIAJIEKC 3.6 MTI" 1x1 mmpun 8
(xancysa as migmKipHOro BEBeAeHHS NPOJIOHTOBAHOI il , AKTHBHICT: 3,6 Mr) N
no 1 xancyni B mMpANi-aniikaTopi ¢ 3aXACHAM MexXaHi3MoM; o 1 mnpHIly B KOHBEpTi 3 \’/'”

BOJIOrONOrTHHAKY0I0 KANICYJI010; 0 1 KOHBEPTY B KapTOHHil Kopobmi
AxTHBHA pevuoBHHA : 'o3epenin anerar (exBiBaneHTHO 3,6 MI ro3epestiny)

Cepisa RX180
JlaTa BHpoOHMITRA 31 Jinnng 2021
Crpok npaaaTnocTi 30 Yepena 2024
Kpaina-imnoprep Ykpaina
Homep ninensii Ha BHPOOHHIITBO 17901
Howmep peectpaniiinoro nocBixruenns UA/4236/01/01
BHITPOEYBAHHA KPUTEPIH NIPHIHATHOCTI PE3VJILTAT

Kpaina noxoxxenns: Besmuka Bparanis

Bupobnnk, BignoBigansamii 3a «6ank», NaKyBanHs, KOHTPOJIbL SKOCTi T2 BHIYCK Cepii:
Actpa3enexka IOK Jlimiten, Cink Poan biznec [Tapk, Maxxncoing, SK10 2NA, Benuxa bpuranis
MIA: UK MIA 17901

GMP Ne UK MIA 17901 Insp GMP/GDP/IMP 17901/10117-0043

Kinbkicrs: 3 200
Jara samycky: 07 mororo 2022

Jaxcaoune NOJOKEHHS:
JlaHAM NMIATBEPJDKYIO, IO BHIICBKa3aHa iHGOpMaLLii € JOCTOBIPHOIO i mpaBmiIbHOMW. [laHa cepis Oynia BATOTOBICHA, BKIIOYal04H
YIaKOBKY/MapKyBaHH# 1 KOHTPOJIb SKOCTI, B IOBHiH BiinoBigHocT 3 BuMoraMu GMP nokansHOro peryJisTopHOro opraiy Ta

3rigHo crnenpdikanii peecTpaniiiHoro qocke Kpainy imnoprepa. CepiiiHe BUpOOHHMIITBO Ta MPOTOKOJIH aHANI3Y MEpeBIpeH i
BCTAHOBJIEHO, [0 BOHH Bi/NOBi[ai0TL BuMoram GMP.

ITignucano /mimmac/ Jara: 28.02.2022
®in C.X. llepic (Menemkep 3 3abe31edeHAA SKOCTI)
VnosHOBaxkeHa ocoba

Crop 3 3 3



JEPXIIIKCITYXBA
JNEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMUA
Y XHIIPONIETPOBCHKINA OBJIACTI

uinpo, na.Co6opHa,4, k. 601-608, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dlg. gov.ua, Kon €JIPTIOY 37070665

BUCHOBOK
npo AKicTs BBE3eHOro B YKpaiHy JikapceKoro 3acoly

23.04.2021 Ne 21524/21/0411

JOJNAJAEKC

(naliMeHyBaHHS JIIKBPCHKOro 3acoby 3riAHE 3 PECCTPALMHUM TOCBITHEHHIM)

Kamcyna A/ NiIKipAOro BBeAeHHs MPOJIOHToBaHOL Al 1o 3,6 Mr; 1 kancysa y mnpui-
anaikaropi i3 3axucHEM MexaRi3MOM; 0 1 WNIPHUY B KOHBEPTI 3 IPUKPIILICHAM
NPAnopUeM-AHOTAIIEI0 3 BOJIOTONOTARHAIOUOI0 KANCYJ1010; 110 I KOHBEPTY B KAPTOHHIH
Kopoodui

{(hopMa BHTYCKY, AO3YBEHHA, BRI MAaKyBaHHA Nikapcskoro 3acody)

Homep peectpauiftnoro noceinuenns UA/4236/01/01 ctpox aiY peectpauiitkoro noceizuenns 01.01.2099

Cepis nikapcrkoro 3acoby Ne RE894 KinekicTs BBe3eHoTO Nikapchkoro 3acofy 128
BupoGHuk Actpa3eneka IOK Jlimiten, Benuka bpuranig
{Haftmenysanus supoBHHKa Nikapeskoro 3acoly, kpaiia noxoIkeHHH)
Beeaewo b Ykpainy Tosapuerso 3 o6Mexenoio Binnosizaanuicrio "balM", inent. kon:
31816235 '

(naliMeHyBaHHS T2 kof 38 €JPTIOY opuanunoi ocobu abo npissniue, iM's, no Garekosi
diznuuol ocobu - nianpremid, I micue [POKHBAHHS TR peecrpauilinnil HoMep 0fnikoBoOT
KAPTKH [UIATHHKA NOJATKIB 260 cepid Ta HoMep nacnopra)

Mporoxoa sisyanssoro xoutpomo sia 22.04.2021 N 03-01/1231/11.

3a pesynbTaTaAMH JEPKABHOTO KOHTPOJKY BCTAHOBNEHO, MIO Jlikapcekuil 3aci6 BBeseHo B Vkpaiwy 3
AOTPUMAHHAM BHMOT 3aKOHOIABCTBA W00 3a6€3MeeHHA AKOCT JikapehkuX 3acobiB.

B.o. nayansHEKa [lepxasroi cinyx6u 3

JIiKapceKHX 3acobiB Ta KOHTPOIIO 38 s
P . TPOIO 3 St €rop BOJIKOB
HapKOTHKaMH y JIHIponeTpoBChKIH g
obnacti 4/
{nocajxosa ocoba oprany Ig HOTC KOHTPONO) (ﬁinnﬂc) {iniuiany Ta npizBuILE)
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Actpa3enesa JOK Jliviirea

Heperas 3 ARFATICKROT MOBEH UA YRPIIHCEKY

Clak Pona Biasec Bapw- Masowrcdian - Yenmp - Beanks bpurania: SK16 2ZNA
Tea: + 44 (0} 1625 SR2828 Ddaxc.: + 4 () 1625 422266 astrazentca.com

(scancysa aas niamxipuoro sseaesus npoaonrosanoi ali, akmsnicrs: 3,6 Mr)

CEPTH®IKAT AHAAIZY

JOJAJEKC 3.6 MI' 1x] minpau

%e:;auaze.usv

<

o 1 kancyai y nimpui-anabcaTopl iz 3axncRum Mexaniivom; no 1 mapsiy B koHsepti 3
BOIOTONONIHHAKMON KAHCYN0i0; 10 1 KOHNBEPTY B KapTouuiil wopobui

A kTHBHA petosnna: I'ozepenin auerar (exsinanenTno 3,6 Mr rosepeniny)

Cepis
Jara supobunures
Crpok npuparuocTi

SA M6
21 Ciunn 2022
31 I'pyaua 2024

Kpatua-imnoprep Yrpaina

Homep ninensit na eApobRATEO 17901

Homep peccrpauiiinore noceiiuenns UA/4236/01/01
BHUPOBYBAHHA KPHIERIT DPUBHATROCT]

Onisc (Bisyanwauii avaniz)

Pozyunenun (Yd)

Cepeane poaauHeHEA Ha 7 1¢Hb
Cepeise posaHteHHR Ha 14 rens
Cepenpe porustueHis s 17 geus
Cepenne posurHcHHA Ha 21 Actb
Cepeane posuiHeHHR Ha 28 nens

Cepepus maca (I'papiserpuynnit

BHANLZ)
Onuoplawicre macy (Enp. drapat)

Cepeauiit saicr rozepeniny
(BEPX Meton C)

laenmndixania, (BEPX)
Iaewmndivauin, (TLIX)

Buicr kuctomu ouronel (I'X)

BusicT poan (Kyaouomerpmite
TaTpynannn Kapsa Oiwepa)

Kycouxu Teepaoro nosimepy
IBTIHAPHEHOT opaMu BT BINOro 10 KPEMOBOTC KONBOPY.

<20 %
25-55%
15-75%
65-90%
85-105%
17,1 - 18,9 mr

lopuex BIANOBIRATH 3aTBEP/EREHOMY MCTOTY i
sRMOram E€aponciicexol TapMaxonei 219 Tabaerox

18,6-22.0% m/m

NMoanuey 8imM1OBiAaTH 3aTBEPIKCHHM MCTOAAM
IoBHHEH BIZNOBIIATH 233TBCHKCHHM MCTOaM

£2.5% Mim

<2,0 % miwm

Bianorizac

8 %% m/m
35% mim
56 Ya M/M
83 % MM
92 % MM
174 mr

Bisnosizae

19.5 % m/m

Bimmosisae
Binmorimae
13% m/m

0.7 % m/m

Crop 1 3 3



Mepexann 3 anraliicuwol wosn B yxpaincery

Acypalenexa IOK Aivitea

CLsx Poaa Bizuec Napx: Masiachln « Yewmp + Beansa Bpwranin- SK10 ZNA
TFea: + 44 {0) 1625 582828 Darc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHMIKAT AHAJIBBY

3OJAHEKC 3.6 MI 121 wupun
(vancyna ans migwxipworo BreAcHn npoaourosanof A, aRTHBHICTS: 3,6 MI)
no | kancyal y wnpui-anaicaropi b saxincnum mexaniamom: no 1 imnpruy B xoupepri 3

BOJIOTGROrAHHAWIO KAACYA0H0; 0 1 kKoHBepTY B KapTOHIi# Ropobni
AxTHBHA pedpbria: Fozepetin auerar (exainanenrno 3,6 Mr rozepeniny)

Cepin

Jara supoinnuraa

Crpok npuaaraocti
Kpaina-imnoprep

Homep nivemii Ha papofueaaTeo
Homep peccpaniitnoro nocsinyeHnn

BHNPOEBY BAHHJS
Cnopinueni nomiiexs (BEPX Mevoa B)
Ilik |

Tk 11

Oix in

N IV

Mk v

Tix V1

Thk V1L

ik VIII

Nik [X

Byme-sxnii iRAMBITYAABHHIT MK
1,0 % MarcHMym

Cyma JAoMilIoK

Peqonunu cnopinvcni alieniii pevornni
{BEPX Meromu C)

{likK

Tlosimepra obonotka

Besoro

Onnopinnicrs BMicTY rozepeiiny
(BEPX Metoa A)

Crepuwibhicrs (€pp, Dapmidapy,
ClLIA)

SAM6

21 Ciung 2022
31 Tpyann 2024
Ykpaina

17901
UA/4236/01/01

KPHTEPIT NPHIHATROCTI

= 1,0% MM
< 1,0% s'm
< 1,0% MM
< 1,0% mim
< 1.0% m/m
< 1,0 % MM
< 1,0 % MM
< 1.0% MM
< 1.0% Mim
Bisrtosinae

£4,0% mim

=3 % WM
<R % MM
%15 % m/m

TlosHiicH BIINOBIAKTH BUMOTAM
®apmaxonel CLIA anA erepiubiix Taepasx
PCHOBHH B OTHONO30BIX KOHTCHHCpax

TlositeH BlTIIORIATH BRIPOOYRAHHIO HE
CTCPHALHICTE B EBponciichkii dapmarondt.

PE bBTAT

0,0 % w/m
0,1 %% mim
0.2 % MM
0,7 % MM
0,0 % MM
<3,) % m/M
0,3 % MM
0,3 % s/
<0,1 % M/
Biartoninac

1.8 % m/M

%% atim
3% MM
6% m/m

Bianositae

Biaroeigar

Crop 2 3 3

6%ﬁ’:):9uazzms~qf;f



Heperiins 3 s Hicnsoi mosy wa yxpeiucsxy

Actpalenexa IOK Aluirea
Clak Poun Blsnec Naps Makxncdinn - Yenmp - Beanxa Bpurania- SK10 INA
Tea: + 44 {0) 1625 382828 Daxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTHMIKAT AHAAIZY

%e:)auezeaswv

30NAAEKC 3.6 M 1x) mupun
(xancyaa ann miywkipuoro sseaennsa npoaouropanof aii, axrusnicrs: 3,6 mr)
no 1 xancyd y ionpun-anaikaropi i3 saxiucurm MexanbMom; no | minpruy B KoHBepri 3
BOJOTOROLHHAIYOK KANCYN0H0; 110 1 KoHRepTY B KAPTOHHIA Kopobul
AxTuBDa pevonuna: [odepenin auerar (exsisatentro 3,6 Mr rozepeniny)

Cepin SA346

Jara supobuuirea 21 Ciung 2022

Crpox npuaaTuocti 3 TI'pyaun 2024

Kpaina-immoprep Yuxpaiua

Homep ainemsii va sapobuninreo 17901

Homep peectpatiitsoro rnockinaennn UAM236/01/01

BHIIFOBYBAHHA KPHTEPI NPHHHATHOCTL PEIYJLTAT

Kpaiua noxomkeunsn: Benuwa Bpuranis

Bupobunxk siznorizansiuwii 1a «Bank», NaKyBaius, KOHTPOAL AKOCTE T2 BRIYCK cepii:
Acrtpa3enrcka HOK Jlimiten, Cink Poan bistec ITapk, Makkncding, SK10 2NA, Bennxa Bpuranis
MIA: UK MIA 1790

GMP M UK MIA 17901 Insp GMP/GDPAMP 179017101 17-0043

Kispricre: [ 826
Jara sunycky: |5 uepsua 2022

3akaloune NOA0KEHHHT

Jenrne FAFBCPIAYTO, MO BHMEBKEIana indopMaitix ¢ ocrosipioio | npaswiseoto. ama cepin Gyna sHroToRCHE, BIAHOUGIOUH
YIMKOBKY/MEPKYBAHNA | XOHTPOML RKOCTI, B NoBHI sinnosianocti 3 puMoravit GMP roxanulioro peryasTopioroe oproiiy Ta
wizne cnenHdikanii peccrpaniiifnoro oces wpuinn ismoprepa. Cepiline edpobuMinrso Ta nporokeny aHanisy nepesipeni
BCTAHORNIEHO, 1110 BONK BLAROBIAMOTE Bimoram GMP,

Iliamcauno {mianune/ Hara:_18 auous 2022
din C.X. desic (Mexemxep 3 3abe3neueHns AKOCTI)
Ynoeuoeaxkena ocoba

Crop 3 3 3
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