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
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