[ OPMA ————
HOATBERKIERIE _
- RRECORDATI [, g e

YeraHornen LM IpH ero

I
|
i

L__M______ PerucTpann S
Ne 321-2026 ot 17.09.2026

@pmnoe HaHMCHOBaHHE dnaTapn J

Mexaynaposmoe Henarearosansoe | Jle#npopenan ,=

HaHMeHOBaHHe (rpynmaposoumoe b:d)

XHEMHYecKoe) g

Jlexapcraennas dbopma THODHIM3AT 1Tt IPHTOTORNeHIA pactsopa g _
DOAKOMHOIO BBE/IOHHS '

O3HPOBKA 45 mr

Popma BEmTyCKa [modnmazar pig TIPHTOTORNIERNAS pacTBOpa Mg
IIO/IKOXHOrO BBEAEHUS, 45 M CHCTeMa mmpunes: (
B)63.7mrx 1 + PACTBODHATENs (mmpan A) 436 mrx ] +
NATTeD € 3AMENKHBAIOmeNcH KHONKOK X I +warna
BHLEKIMORRAs X 1] x | (nauka KapToHnas)

Peructpanmornoe YXocToBepenne .TIH-J'&(OOSB%)-(PI"-RU) 0T 04.12.2023 (nara
uepeodopmnenns PY 26.05.2025)

Haumveropange » anpec xepxarens Pexopratu Xummaeckag i DapManesTHIecKas Hupyerpus

PeracTpanycaRoro YAOCTOBepeRMy CLA., Urams/ Recordati Industria Chimica e
Farmaceutica S.p.A., Italy, Bra Matreo Unpirramy 1,20148 |
Munay, Uramis / Via Matteo Civitali 1, 20148 Milan, Italy |

| Hopmatrsnaas ROKYMeHTanus JII-Ne(003894)-(PT-RU)-260525
| Hretpyxuus no MEIHOMHCKOMY JI1-Ne(003894)-(PT: ~RU)-260525
| IIpHMenexuio (1CTOK-BRAANEIL)
Maker  nepemymoh g BTOPHYHO JIH—.?*&(OOB8.94)-(PI”-RU)-268525

B el

(noTpeburenscroif) YHAKOBKR e
I_Bouep CEpHH 15876CRU
O6wem cepun 9037 i
 Llata nponssoscraa 07.04.2026
Tonen yo 04/2028 il
IIponssozcreo roTosoy NekapcTsennoy Tonmap Wex., CIIA / Tolmar Inc., USA, 701 Henrp f
dbopmu Aserio-®opr Komms, Konoparo 80526, CIIIA / 701 ;'
. Avenue, Fort Collins, CO 80526, USA ?
[lepsrunax ynaxosxg Toamap Unxk., CIIIA / Tolmar Inec., USA, 701 Henrp _;
AbeHto-Qopr Kowmis, Konopano 80526, CI11A / 701 f
- Centre Avenue, Fort Collins, CO 80526, USA
Bropuunas ynaxosxa Tonvap Unx., CILIA / Tolmar Inc., USA, 701 Henrp
Asenro-Gopr Konmmys, Konopano 80526, CILIA / 701 '
[ Centre Avenue, Fort Collins, CO 80526, USA T
R —— Tomvap Wik, CILIA / Tolmer Inc_, USA, 701 Lenp E
| ABeHIO-DopT Koz, Komopane 80526, CI11A /701 |
L Centre Avenue, Fort Collins, CO Boss6,usa /)
T X

123610, Poccim, Mocxsg, HHH: 770369455

KA HAD.. 4. 12, KIWT: 770301001
TOM/TIOM 7160 OIPH: 1097748056430
Tex. {495) 2258001

Pance (495)2582007




®OPMA E
[ Cp. 2132 |
[IONTBEPXXAEHAE
& RECORDATI COOTBETCTBHS F-01-SOP-QA-017-02
CCpHH Mpenapara TpeSoBanmmM,
YCTRHORNEAHEIM MIpH ero
pericTpatg
Cepruthnkar npoussomureny Cepraduxar cepun or 11,09,2026
Cepruduxar anammza or 23.07.2026

IpoTokon nenerranui; .
GTIN 08057742822171
Hrsolic 1210000418 ot 01.09.2026 e

CKIpANHA HA TOBAPK! : 10228020/150926/5219089 . it

BTG KAPCTEEHHE-Ipenapar COOTBETCTBYET TpeGoBANMM,

THeIPENL, 11 Mower GBits BEmTyImen B obpamerme.

Meremwep no Ka4eCTRY | Hosepernocts Ne OP/1 o 12.01.2026
Hembsaenxo U.B, - P " :
s 2oty
o "/ ‘,-/‘ f‘:\: : r{rlfl_
A . SIS
-"’ ," B
¥4 /

OBLECTBO C OIPAHHYRHHON OTBETCTBEHHOCTEIO «PYCOHK,

V23410, Poccua, Mocxsa, HHH: 7703594555
qucmrpommmm.a. 12, KIT: 770301001
TIO/3MIOM 25RANC OTPH: 1097748056430
Ten. {495) 2258001

Gaxs (495)2582007




Stolmar [Tme:  cersiieate of Compliance

BATCH CERTIFICATE / CEPTU®HUKAT HA CEPHIO

Product name / Eligard/
Haumenonanne: Snurapy
Dosage form / Iyophilizate for solution for subcutaneous injection /

Mopma Buinycra: THO(MHIN3AT ANK NPUrOTOBNEHNS PACTEBOpA 1N NOAKMKHOTO

BBEIEHHS
Strength / Hompoexa 45 mg/ mr
Batch number of finished product /
Homep cepnu rotosoit npoayxkunm: 15876CRU
Batch number of Syringe A /
Homep cepun mupuna A: 15876A
Batch number of Syringe B/ , Dychuk [ )\
Homep cepnn mnpuya B: 158768 | : k y > ——tla;
Manufacturing date / - "
Hata npowussoucrea; 071042026 Ng
Expiry date/
Tonen pno: 04/2028
Country of destination / Russian Federation /
Crpana namnavennsa; Poceuitckan ®egepatus
Product code /
Hponssoncraennnill kon: 2480-0000176
Batceh size (n° units) / 9.037
Pasmep cepna (xonuvecrso YIRKOBOK): v
Marketing Authortzation /
PerucTpanuonmnoe yrocrosepenme: JIT1-Ne(003894)-(PT-RU)
Normative document / JITI-Ne(003894)-(PT-RU)-260525

Hopmarushas goxymentamus:

Document No:  VV-QUAL-12322
Previous Document No.:  N/A Statuxt  Approved
Governing Document No.:  WI-01443 Pagel of 3




[_ —————i. ;
Gto[m al |TITLE:  Certificate of Compliance |

MANUFACTURING STAGES / CTAIRH] IIPOW3BOACTBA: ]
Stage / Cragug | Site and address/ | License/ | EAEU Certificate / 1
_ Inowanica w anpec | JMuuensus Ceprupmecar EASC ——
Production of finished dosage | Tolmar Inc, fTonmap | CO GMP/EAEU/AM/00001/2024
form, Primary packaging, Urx, 701 Centre MFR.00010
Secondary packaging, Quality Avenue, Ft. Collins, |23/
Control, Batch Release / CO 80526, USA 3006218434
Tpouseoncreo rorosoii
AieKapcTBeHHOM (opmel, _
[Teparanas ynaxoska, ]
Bropuunast ynaxogka, |
Konrpons KavecTsa, ’
Brinyekaronmii KOHTPONE ;
Ka4ecTaa |
API INFORMATION / MHGOPMALIMA 10 AGC: +
APl / A®C Site and address / Mnowaaka v agpec Supplier batch Tolmar batch |
number / Homep | number / i
cepuu Homep cepuu |
NOCTABUWMKA Tonmap {
Leuprorelin / Bachem AG / Baxem AT, Hauptstrasse 144, 1000101122 042225-1700
lNefinpopenun 4416 Bubendorf, Switzerland il
{ i
Leuprorelin / Piramal Pharma Limited / Mupaman ®apma Ux
Nedinpopenun Numnren, C-43, MIDC, TTC Industrial Area, & 5
Turbhe, Off Thane Belapur Road, Navi \:iﬁ-'“ 2. |
[ Mumbai-400703, Dist:-Thane-Zone?, Indla : ] a8

Document No.:  VV-QUAL-12322
Previous Document No.:  N/A Status:  Approved
Governing Document No.: ~ WI-01443 Pagelof3




G tolmar TITLE: Certificate of Compliance

Normative Requirement / Result /

document TpebGonanne Pesynurar

parameter /

Napamerp

HOPMAaTHBHOI

AOKYMenTauuy

Labeling / Information is provided in the section | In accordance with the section 1.3.2 of

Mapguposka 1.3.2 of module 1 of registration module 1 of registration dossier. / .
dossier. / B coorsercremm ¢ pasaenom 1.3.2 moayna |
Wudopmarus npusenena s pasnene I peractpaunontoro nocse.
1.3.2 Mozyns | perucrpaunonsoro
J0Cke.

Storage / At a temperature from 210 8 °C, in the | Ata temperature from 2 to 8 °C, in the

Xpaneuue original package./ original package./
B opurunansHoil ynakoske npn B opurnsansoit ynakoske npis
Tesnepartype ot 2 °C 1o 8 °C. Temneparype ot 2 °C a0 8 °C,

Expiry term / 2 years /2 rona 2 years /2 rona

Cpok routocTs )

I hereby certify that the above information is authentic and aceurate, This batch of products has been

manufactured (including packaging (labeling) and

quality control at the above manufacturing site(s) in full

compliance with the requirements of GMP of the Eurasian Economic Union and with the specifications
contained in the Marketing Authorization of the importing. The batch processing, packaging and analysis

records have been reviewed and found to be in compliance

of the Eurasian Economic Union, /
Hactomuum s nogreepxaaio, yto NPHBCACHHAN BbILe HHOOPMALIHA SBASETCH nocropepniod M TouHoit, Jra
CEPRs NPOLYKUNH NPON3BENCHa (BKIMOYAA YIIAKUBKY (MapKHPOBKY) H KOHTPOJIL KaYecTBa) Ha
BRIICYKA3aHOH MPON3BOACTECHHUI MoMajKe (MIoIWanKax) B monHoM coorncrcramg,: TpeGosatmm
Tpasun nagnescameii nponssoacTecHHOi NpaxTHKH EBpasHiicKoro 5KoHOMHYECKoro o10fa n

TpeGOBAHNAMI KOHTPOMA KaYECTBA NEKAPCTBEHHBIX CPEACTB, a TaKKE B COOTRegBF B Co |
crieundurkanamuy, CONEPKAMMHCS B PETHCTPALOHHOM AOCEE-CTPAHBI-IMIOPTEpa. San)

TIPOU3BOACTBY, YNAKOBKE H aHATH3Y NPOBCPEHLI, U nggnégneim»m’g-_"cbo‘wc’rcwuc TpelyBanuas Tpags
HALeRAWEH IPOA3BOACTBEHHON MpaKTHK I:Iups:sm'igkqi'o 3 i

Approved for release / Ono6peno & B IycKy

i
R

“ o . il

A 1ILOII()MH‘ILL’I\!‘CD}?\D ol .:{’LJ /

bl 2 178
i |

with the rules of Good Manufacturing Practice

{CH 1O

I

1%

g

£

)’

*'.‘;g»

i Sep20tls - Diana Keever NI m__';v
Date of Release / Name of Qualified Person/ " Signiiture of Qualified Person /
Hara Buinycka WM ynonnomouenroro nuia [Tonnues ynonnomouensoro
T
Document No,:  VV-QUAL-12323
Previous Document Ne.:  N/A Status:  Approved
Governing Document No.:  W1-01443 Page 30f 3




&tolmar

~ Ceprudmkar ananuza
Crexupuxcanns; SP-11800 PEZ: V1.0
Omacanne; dnurapn 45 M, NpeaBapHTeNbHO COCAHHEHNAN cHCTeMa umnpunes (Poccus)
Homep cepnu: 15876CRU 3akas: 26-1615
rﬂ—oma're.nu Meron HNapamerp TpeGosauny PeaynuraTe 1
KavecTsa |
Ceprudmxar o BHayansusii TTpensapurensuo 25.0-41.9 MHH. 27.0 kT'p, makc.
CTEPHIHIAUMHE COC/MUCHHBIH 1WnpyI 41.0xTp
obnyyennem (kI p) A v nmpyy b
Lsetnocrs Busyaswuniit | Wnpun A Ot Gecusernioro o COOTBETCTBYET
CBET/IO-XKCNTOrD
Onnrcanne Busyaneumii Wnpuy A Mpo3pauneit saakui COOTBETCTBYET
PACTBOP, NpaKTHvECKH
c8060aHRI oT
BUZHMBIX TOCTOPOHHHX
BRIIOYEHIHIT,
Honyckaeres namiune
Ny3BIPEKOB BO3IyXa
HMnenradurauus Esp. Qapy, Unpun A Cootsetcrayer COOTBETCTBYET
onuMepa (AMP)  [2.2.33 CTHIAPTHOMY ClieKTpy
{Kontpaxrhas NMRI10]2.
naopatopis)
Monekynaphas | T.02283 Wnpay A 21-26 2 |
Macca (m.m.) (TUIT)
() : |
Boza (uaccosan  [7.02288/Eap, | W <10 0.2 [
J0:14, %) Papy. 2,532 a ! i
Konnuectsennoe | T-02289 Ulnpuy A 146.0-52.0 I49.2 |
| onpeaencrme N-
| METVLIL-2- ' F |
THppoNHAONs | I
' (Maccosas gona) S | |
IBIOTOXCHHEI Esp. dapu. LWinpun A | 0,05 <0.000174 =
(E9/wr) 2.6.14C | | 1
Lsernocts Brusyameusnt | Winpuy B  Jlnodrmmsat ot Genoro }COOTBETCFBYET
| B0 moumw Genoro wsera |
Onkcanne Busyamewsdi | Minpug b | Oreyrerane npuanaxos COOTBETCTBVET |
| onnaBaenmy, o
Haewraduiauns | Enp, apw, Waopay B | MK-onexrp COOTBETCTBYET |
(MK- 2224 i | HCTIBITYeMOr0 obpasna i
cliexrpooTomeTpus [Aommen.. z‘
| ¢ mpeofpazosanienm A LRO0T ue&c'g_n_opgy. |
 Dypre) /.| cTanzapTHOMY K- a
; (7 gneRTpy seiinpa ﬂ&f i
[[s] *’

L

23 wions 2026 1. 17:55:22



Stolmar

Cepraduxar aHaJIu3a

Croemaduxanus: SP-11800 PEQ: V1.0
Onucanne: dnurapp 45 mr, TPEABAPHTENLHO COSAMHEHNAS CHETeMa mapuues (Pocens)
Homep cepuu: 15876CRU 3axa3; 26-1615
Mrentnduvawns | T-02292 Wnpay B T —— COOTBETCTBYET
(BIXKX) OCHOBHOTO [15Ka Ha
XpoMaTorpamme
* HCIEITYeMOro pacTeopa
AOIKHO

COOTRCICTEOBATSL
BPEMEHI VACPIKHBAHKA
NHka efinpopenyna na
XpomaTorpamMme
| CTangapTHaro
pacTeopa. Onpenensior
ORHOBpPEMEIIHO C
KONMYBCTBEHHBIM

. onpeaenctuem

JICANpopeniHg auetara

L B umpuue B, 1

/ﬁ;&"“‘-\
//’O{B, won o
Ao
2
1 3
o Qr/ ”

e/

¢ 3(”?5{5}}350“
\* o .. 512

® St

23 wions 2026 . 17:55:22 Crpanuua z\ﬁtﬁﬁ?o



&tolmar

Cepruduxar ananusa
Cnenadrkauns: SP-11800 PEZ: V1.0
Onucanne: danrapy 45 mr, TPEABAPHTENILHO COeANHEHNAn cHeTema mmpaues (Pocenn)
Homep cepun: 15876CRU 3aka3: 26-1615
[Mipneen T-02203 Winpuu B <i0 0.2
(orsocuTenthag
TTOMAAL nHKa) O-
auerun-cep-
neHTipopemiH iy
D-Tup*.
AeHnpopenuy
[iprmecy T-02292, Unpuy B <=0.5 COOTBETCTBVET
(oTHOCHTeNLHas
Tiomans nka, %)
Poncracnnse
npuMecn A
Tpumecu T-02292 [Hnpuu B <25 0.7
(oTrOCHTENLHAg }
NNOWEAL THKa)
| Cymma npumeceii
Konnsectsenmoe | T-02292 Wopny B 95.0-105.0 98.2
OnpeseneHme
Acinpopenuna
auerara (8 % ot
TEOPeTHYECKOr0
3HaueHHN 63.7 Mr)
Komnuecrsennoe | T-02202 [npun B 63.7 Mr
onpefencHpe
JeHTpopeHAa AT
auerara (8 % or mﬂ- - \'5&
TEOPETHYECKOTD / H?‘.x* -
IHageHAs 63.7 Mr) 5, £ [+
b el ST i
| 3HAYEHHE AN | . et Y Y CHE
| pacuer f ' | \ AN L giic L LO ;'
Bona (Maccosas | T-02304 /Esp. | Unpuy B 5 e |
aoas, %)  Dapy. 2,532 | B it :
| Bona (maccosas | T-03304, Esp. | Meroa nenstranys 2 T-02304 |
nong, %) Dapn, 2,532 [ g
Baxrepnamurie | Esp, Mapy, Wnpiy B <326 <3.2000 ]
IHROTORCHHEI |2.6.14C ; '
{EDMmnpny) | N | j
Crepunehocts, Esp. ®apm, lpensaprrensho Crepunsrocrs COOTBETCTBYET |
2.6,1 COERMHEHHLI Wnpii A |
H wnpui b .
CrepunsHocTs Erp. ®apm. Henwrrarensuan Kontpaxrras Brympeunuii meron - T- f
2.6.1 madoparopis saboparopii 02403 i
Haernoets Busyannyuii Boceranosnensiii Or Becusertoro no COOTBETCTBYET
L pacTsop CRETO-KkENTOrD [
Onucanue Busyamsueni | Boccranonnermai Bssknuit pactaop, | COOTBETCTBYET |
npenapara pacTeop | pakTiveck |
cB060anell o | !
BHIMMBIX [TOCTOPOHHKX [ ==
| BKIOYeHHiT, I
' Honyckaetes namme |
L Ly anipskon noiayxa ‘
23 mions 2026 r. 17:55:22 Crpannua 4




&tolmar

Ceprudukar ananuza
Creundpuxannn: SP-11800 PEJ: V1.0

Onncanye; Samrapy 45 mr, TIPEABAPUTENLHO COCAHNEHHAS CHCTea mmpuuer (Poceus)
Homep cepuu: 15876CRU 3akas; 26-1615

| OnropomHocTs T-02292/ Fup. [ Uinpuu b Hemurannie 1 yposrs | COOTBETCTBYET
JOIHPOBEHHKIX DapM, 2.9.6 | (nemoassyior 10 eminy);
eAMHMIL  Tpeoearis k
nelinpopenina | oamopominCTH 1038)
{ auerata (s % or i CHHTRIOTCA
TCOPETHYECKOTO BRIMOIHEHIBIMH, echyt
naveH 63,7 Mr) KoaimecTnn
} AgHcTByIonIero Bewectsa
| | He MeHCe veM B 9 w3 [0
e, onpegenetnoe
TIPH TIOMOUIH METOR,
HAXOINTCH B Mpeennx
85.0%115.0% or
TCOPETHHECKOTO 3HAYEHHSA
H AW OftHa eHHITA He
BEIXOIIHT 3a
75.0%~125.0%, a
J OTHOCHTe/ihHOe
CTAHAAPTHOS OTKIOHEH e
peaynstaros g 10
EAUHAL e pesLnaer
| 6.0%, Ecnu 2y 3 |
CAMHHULI BLIXOAAT 38 |
|

npenems 85.0%-115,0%
OT TEOPETIHHECKOrD
IHaYeHH, HO He
NPEBLILRIOT 75,0%-
125.0%, wan ecnn
OTHOCHTEILHOE
CTAHAAPTHOE OTRIOHEM e
Sonviwe 6.0%, wnn ecnu
nabmonaiorcs o6a
YCAOBHA, TO Nepexonar k
i { HCTBITARITIO YPOBHS 2,
| i Henwrranine yposus 2; %
(MpOBOART HenLITANNE
.[ 20 :tauo::gggf_.%ﬁt
EUHHLANS SRHas0H 2%
HpUgsIetont B RSD '
YR it g WhES
oqr;fﬂw UK
PEIYETATON yposs |y

yPos 2030 e, | I,
T?%@Wrii&m&mm
B

WIRIBRIIIMIL, edan e |4
Gonee ey 30 eumng, | 7
BRINOJNT 3 apeeny
85.0%-115.% or
TEOPETHIECKOTO JHAUCHS
W HH OTHA CCNMHIME He |
BLIXOTT 34 Npeness I
75.0%-125.0%, a
OTHOCHTCNLHOE
CTEAAPTHOE OTRIOHEHIIE
pesynstaros ang 30

| 7.8%.

[ CIGIRWL HE NpeBbacT =

23 mona 2026 r. 17:55:22




&tolmar

~ Cepradukar ananuza
Crenadpuxauns; SP-11800 PEX: V1.0

Onncanue; dnurapn 45 wmr, NPEABAPHTENLHO CoeMHENnan cheTema wmpunes (Pocensn)
Homep cepnu: 15876CRU 3axas: 26-1615

Onncame w3nenus

Buayansuri

Boccranosneunsi
pacteop

Winpuuet ne umeror
Zedexron Brewmero

| B4, TAKHX Kak
| TPEIHAIBI, NPOTeNKH

HITH HevnTaesmele
ITHKCTKH,

coo*ras*rcravm“‘

j

i
|

Konwsectaeruoe T-02257
onpeaenenue

Aelinpopennuna

auerara (8 % or
TEOPCTHISCKONO

| 3HaYeHU 45 Mr)

Boccranosneniisiii
f pactsop

!

!
f

94.0-109.0

|= BhicBoBoXcHHME
| (coBokymRoE
| BEICBOGOKAEHHE) B

|
i Hpouoﬂmpuaannue' T-02274
| |
Lcpemtes 1 6 g i

| Boccranonnermnii
|

‘ pacTBop

|
[

101.7 _j

] lIponorruposaunoe | T-02274
| BuicBoGoKeHAE
| (coBokynHOC
| BLicBOGOK et e)
38649 (5u306)

Boceranosaenynyi
pacrsop

| Nipanonruposantoe | T-02274
| BEICBOGONIEHHE
| (corokymioe

| BrICBOGONAEHRE)
132 6 9 (Bce ]
E_e‘ﬁpauum)

COOTBETCTBYET |

H

Bocetanosnenydj
pacTeop

COOTBETCTBYET |

 Iponorrvposanmoe T-02274
§ BLICBOGOKACHRE
| (coBoxynmoe

| BHiCBOGOREHIIe,
[ %)

E_ncpmnem 124
H

Boceranonneunsi
pacteop

35 -

|

| Hponosruposatmoe | T-02274
| BHICBODOKnEHuE
 (coBoxymwoe

| BLICBOGOKACHHE)
13824 4 (5 43 6)

BoceTanosnennsgi
pacteop

g

1

Tpononruposannoe | T-02274
BICBOGOXK IeHHE
(coBoxynuoe
BbicBOBOKReHME)
3a 24 v (ree

olpa3usi)

Boccranornenngji
pacreop

e
e "

V&5 o

~JesoTBEWTRYET
ah o, Y

lpononruposannae
BhICROGOMAEHHE
{cosokynnoe
BeICBOGOM AenNE) B
epeanes ag 54 4

T-02274 -

Boccranosnermsii
pacrsop

Tponouruposarnoe | T-02274
BbICBOGOXACH HE
| (copokymIOe

BLIcBOGORACHAE)

38 54 9 (5 13 6) |

Boceranonaenbigi
pacTsop

275

92

>=65

23 urons 2026 . 17:55:32




&Stolmar

Cepraduxar ananuza

Creunduxauns: SP-11800 PEJ: V1.0
Onucanue: dmurapp 45 mr, NPEABAPHTENLHO COENUNEHHAN CHOTEMA wmpuues (Poccus)
Homep cepun: 15876CRU 3axa3: 26-1615
Npononruposasnoe | T-02274 Boceranornennati >=6() COOTBETCTBYET
BhICBOBOXAEH HE PacTROp
(conoxymoe
BhicBOGORAEHHE)
38 54 4 (pce
obpastu)
Mpumenanns

Hata uzrorosnenus: 07 anpens 2026 r,

Cpok roanoctn; anpens 2028 r,

Jla6oparophtie Heenenosanus: Orcyrersyror
KommenTapun: Besonackas srna
OS6pasust 6ruH mozmHCanss CIEAYIOWHMH HLAMI:

Bpurrann Juxcon, PYKOBOANTENE OTAENA KOHTPONS KauecTea, nara: 14 wmrons 2026 17:30:2].
3HaYeHue NMOANHCH:

YTBEPKICHO

Kpe#ir Kroneman, PYROBONHTENs OTAena obecrnevenus Kausecrsa, nata: 23 mions 2026 17:52:39
SHAYCHHE MONIMHCH: YTREPXKIeHO

Llymep MaxkKuttpuk, pykosomuress MHKpOGHONOTHYeCcKoi nabopatopuy, nata: 08 urons 2026
11:12:03, 3nagesnye NOANHCH: YTBEpPKACHO

Ha penapar,

YrIBepxaeHo: /modnuce/ Hara:
Merezkep no ofecnevenmo KavecTsa
«Tomvap Urk.» (Tolmar Inc.)

701 Uentp-Asento
Dopr Komnurs, A/S 80526 (701 Centre Avenue
Fort Collins, CO 80526)

i

\* o
23 wions 2026 T 17:55:22 Crpannia é\uﬁ%&
&



&tolmar
Certificate of Analysis

Specification: SP-11800 REV: V1.0
Description: Eligard Pre-connected Syringe System, 45 mg Product Release (Russiz)
Lot Number: 15876CRU Job Name: 26-1615
Characteristic Method 'anneter equirements [Hemlts
[rradiation Visual ¢-connected Syringe A’ D5.0-41.0 in. 27.0 kGy, max. 41,0
Certificate (kGy) . d Syringe B _ Gy
Color Visual yringe A Colorless to pale NFORMS
lHow,
Appearance Visual yringe A lear, viscous CONFORMS
lution, substantially
e of visible
rticles and foreign
atter. Presence of
ir bubbles is
lowed,
olymer h.Eur. 2233 Byringe A atches standard  [CONFORMS
{dentification (Contract Lab) can NMR1012,
(NMR)
Molecular Weight  [T-02285 [Syringe A 21 to 26 2
(Mw) (PLG) (kDa)
Water Content (%~ [1-02288 ' Ph.  [Syrings A 1.0 0.2
/) Eur, 25,32
NMP Content (%  [T-02289 Syringe A H6.0 to 52.0 9.2
/w)
Endotoxins h. Eur. 2.6.14C yringe A < 0.05 <0.000174
(EU/mg)
Color Visual yringe B White to off-white. CONFORMS
Appearance Visual yringe B No evidence of ICONFORMS
: metback,
[dentification Ph. Eur.2.2.24  Syringe B R spectrum of the  JCONFORMS
(FTIR) t sample should
rrespond lo
euprerelin reference
R spectrum W
FTIRI088:3™
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&tolmar
Certificate of Analysis

Specification: SP-11800 REV: V1.0
Description: Eligard Pre-connected Syringe System, 45 mg Product Release (Russia)
Lot Number: 15876CRU Job Name: 26-1615
fdentification |T-02292 Byringe B e main peak NFORMS

(HPLC) tention time in the
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&Stolmar

Certificate of Analysis

Specification: SP-11800

REV: V1.0

Description: Eligard Pre-connected Syringe System, 45 mg Product Release (Russia)

Lot Number: 15876CRU

Job Name: 26-1615

uprorelin Acetate [T-02292 / Ph,
Uniformity of Eur. 2.9.6
Dosage Units (% of
Theory 63.7 mg)

yringe B

ler | testing: (10 JCONFORMS
nits tested):
Requirements for
dose uniformity arc
sel if the amount of
ctive ingredient in
not less than 9 of the
10 units as
determined from the
ethod les within
25.0%~115.0% of
heory and no unit is
outside of 75.0%.

minits 18 <=6.0%, If 2
or 3 units are outside
of 85.0%-115.0% of
theory but ot outside
of 75.0%-125.0% of
heory, or if the RSD
is greater than 6.0%
br if both conditions »
prevail, then proceed g“ﬁ
o Tier 2 testing. Tier §d

A
2 testing: (addmgml_ A A\

nits of the 30 unjts
bre outside of 85
115.0% of theory and =
1o unit is outside of
5.0%-125.0% of
cory and the RSD
of the 30 units is
=7.8%.
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& tolmar

Certificate of Anal

Specification: SP-11800

Description: Eligard Pre-connected S

Lut Number: 15876CRU

ysis

REV: V1.0

yringe System, 45 mg Product Release (Russia)

Job Name: 26-1615

lties (Relative 102292 Byringe B 1.0 2
%) O-Acetyl-
14 Leuprorelin or
-Tyr5 Leuprorelin
mpurities (Relative [T-02202 yringe B <-0.5 CONFORMS
rea %) Other
lated Substances
Each) .
Empurilics (Relative [I-02292 Syringe B <25 0.7
rea %) Total :
Related Substances
Leuprorelin Acelate [1-03297 Jﬁyﬁnga B 95.0t0 105.0 08.2
Assay (% of Theory
63.7 mg)
Leuprorelin Acetate [T-02292 Syringe B 63.7 mg 63.7
Assay (% of Theory
63.7 mg)
Theoretical amount
used for
calculations
Water Content (%  [1-02304 / Ph, yringe B < 5.0 L9
fw) Eur. 2.5.32
ater Content (% [1-02304 7 Ph, est Method T-02304 T-02304
wiw) Eur. 2.5.32
Endotoxin h. Bur. 2.6,14C Byringe B < 326 <3.2000
(EUfsyringe)
Sterility h. Eur. 2.6.] re-connected Syringe A *Stcrile CONFORMS
nd Syringe B
Sterility h. Eur, 2.6.1 esting Lab Contract Lab [n-house - T-02403
Color Visual econstituted Solution Colorless to pale CONFORMS
yellow,
Appearance of Visual | Reconstituted Solution CONFORMS
Product
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Stolmar

Certificate of Analysis
Specification: SP-11800 REV: V1.0

Description: Eligard Pre-connected Syringe System, 45 mg Product Release (Russia)
Lot Number: 15876CRU Job Name: 26-1615

Appearance of isual ituted Solution yringes are free CONFORMS
Device m aberrant
ppearances such as
cracks, leakage, or
illegible labels.

Leuprorelin Acetate F—MZS? [Reconstituted Solution 4.0 to 109.0 - 101,7
Assay (% of Theory,
5 mg)

xtended Release [T-02274 econstituted Solution < 25 5

Cumulative %
clease) 6 hour
ean

xtended Release ‘rﬁmu Reconstituted Solution =35 CONFORMS
(Cumulative %

Release) 6 hour (5

of

Extended Release [1-02274 *gcccnstituied Solution <—40 CONFORMS

{ Cumulative %
lease) 6 hour (all

ndividuals)

xtended Release  [1-02274 econstituted Solution 27 to 62 Fs
Cumulative %

clease) 24 hour
ean

xtended Release [T-02274 Reconstituted Solution 17-72 CONFORMS
Cumulative %
¢lease) 24 hour (5
of 6)

Extended Release  [T-02274 cconstituted Solution 12-77 CONFORMS
(Cumulative %
Release) 24 hour
(ull individuals)
Extended Release  [1-03274 ‘erconmmud Solution [ 75 57
(Cumulative %

Release) 54 hour
Inean

Extended Releass T-02274 Reconstituted Solution P65 CONFORMS
(Cumulative %
Release) 54 hour (5
pf 6)
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&tolmar
Certificate of Analysis

Specification: SP-11800 REV: V1.0
Description: Eligard Pre-connected Syringe System, 45 mg Product Release (Russig)
Lot Number: 15876CRU Job Name: 26-1615
xtended Release [T-02274 econstituted Solution =60 ONFORMS

(Cumulative %
Release) 54 hour
all individuals)
Notes

Date of Manufacture: 07Apr2026

Expiry: April 2028

Laboratory Investigations: None
Comments: Safety Needle

The samples have been signed by the following people:

Brittany Dixon, QC Supervisor, Date: 14Jul2026 Time:1 7:30:21 Signature Meaning;
authorized

Craig Kuehneman, QA Compliance Supervisor, Date: 23Jul2026 Time:17:52:39 Signature
Meaning: Authorized

Sumer McKittrick, Microbiology Supervisor, Date: 08Jul2026 Time:11:12:03 Signature
Meaning: Authorized

Testing of this batch has been performed in compliance with the currently registered dossier of
the product,

Approved By: ( Aa;q M 12-'—»-_}»—-\\

Quality Assurance Management
Tolmar, Inc,
701 Centre Ave,
Fort Collins, CO 80526
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