AstraZeneca

CEPTUDUKAT AHAJIU3A

da3zeHpa, pacTBOp ANsA NoAKOXHOro BBeaeHus 30 mr/mn, wnpuy pyyka 1,0 mn, 1x1 Mn, nayku
KapTOHHbIe

Homep cepun: YM0020

[ata npousBopacTBa: 4 noHA 2025

[aTa ucrevyeHus cpoka rogHoctu: 05.2028
CrtpaHa-umnopta: Poccuitickan denepauus

Homep nuueH3un Ha npousBoacTBo: 3006316363
Homep PerncrtpaunoHHoro ynocrosepeHus: JiM-005492

Moka3arens/Meton Hopma Ha Bbinyck PesynbTtart

MN3BnekaemMbiit 06bem

MN3Bnekaembin o6bem 21,0 mn 1,0 Mn

Cuna cpabaTbiBaHUA [03bi

MuHuMansHoe 3Ha4YeHne cunbl 230H 58H

cpabarbiBaHWs 4O3bl

MakcumanbHble 3Ha4YeHue cunbl <10H 6,5H
cpabaTbiBaHWsa 403bl

Bpemsa uHbekuum

MwHumanbHoOe BpeMs BBedeHMS 2 2 ceKkyHAabl 4 cekyHg

MakcumansHoe BpeMs BBeAEHMUS < 13 cekyHA 5 cekyHn

MoanuHHOCTBL MonoxuTtenbHas peakuns Ha CooteeTtcTByerT, NonoxurenbHas
6eHpanuaymabd

(nMMyHOXpoMaTorpaduueckun

aHanus)

HacTtosiwmm nogTeepxgato, YTo BbillenpuBegeHHass MHOpMauus SBMSETCA TOYHOW M AOCTOBEPHON. JaHHas cepus
n3rotoeneHa/npon3BefeHa, BKIOYas ynakoBKy M KOHTPOSb KAYeCTBa, Ha BbllLEyKa3aHHO NPON3BOACTBEHHOM MnoLLanke
B NOMHOM cooTBeTCTBUM ¢ TpeboraHuamu GMP MeCTHOro perynsaTopHOro opraHa u cneuudukauusamm, ykasaHHbIMU B
perucTpaumoHHOM yAOCTOBEPEHUM WMMNOPTUPYIOWENA CTpaHbl. [1pOTOKOMbI NPOU3BOACTBA CEPUM, YMaKOBKU U
NpoBEAEHHbIX aHanNu3oB NPOBEPEHbI U COOTBETCTBYIOT TpeboBaHuam GMP.

Cepumsa: 037F25 Pa3smep cepuu: 8,363 nauku

[MpoussoacTBEHHbIE NNOWaaKn n naﬁopaTopww, y4acTBylOLLnE B BbiNyCKe NpeAcTaBeHbl HNXE:!

Mpounssoantens APC, KoHTponb kayectsa (Pusmueckue, Xvimmieckue n buonornyeckue tectol) (DP PFS-SA)
Actpa3eHeka PapmacbioTukanc Nl ¢MC

633 Pecepy KopT $pepepvik

Mepuneng 21703 CLUA

MpaeHTndunkaumoHHbin Homep: 3002617771

MNpounssoanTens 6ank npoaykumnn, KoHTponb kayectsa (CTepunbHOCTb M Mukpobuonorus) (DP PFS-SA)
KataneHT MHanana J1/1C, 1300 Cayc MNMattepcon [pais

BnymunrroH, MHgnana, 47403 CLLA

UaenTndukaumoHHsi Homep: 3005949964

GMP ceptudomkat: NL/H 17/1013621a

Ons cnyxe6Horo nonb3oBaHus. CtpaHuya 1 of 2

CoBCcTBEHHOCTb KOMMNAHUN.
MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;

7ced5238-f693-46f3-86fb-6af8551cffd3
Ctpanuua 113 16



BTopuyHas ynakoBska:

«HawHn PucanneHc MHK.»

8814 Tpenp Mopt Opans

Bect YecTep, Oraiio

45071, CWA

WpeHTndmnkaumoHHbin Homep: 3006316363

Bbinyckatowmin KOHTPOnb kayecTsa:
Actpa3eHeka PapmacbioTvkanc JIN ®MC
633 Pecepu KopT $peaepuk

Mepuneng 21703 CLLA
MaeHTndunkaumoHHbIn Homep: 3002617771

HM)KeyKaSaHHOS 6bino NpoBEPEHO C NCNONTb30BAHNEM BaNTNAMPOBAHHbLIX CUCTEM N 3NIEMEHTOB CUCTEMbI YNPaBNEeHNA Ka4eCTBOM:

HopmaTusHas gokymeHTaums: J1M-005492-060524
Uam. 1 NIMN-005492-060924
Mam 2 JIM-005492-180225
Wam 3 NIN-005492-250325

Tect Kputepuu npuemnemMocTu Pe3ynbTar
YnakoBka B cootBeTcTBMM ¢ H CooTBeTCTBYET
Mapkuposka B cooteetcTBuM ¢ HA CootBeTcTBYET
Cpok rogHocTH B cooTtBeTcTBUMM ¢ H] CooTBeTcTBYET
Ycnosusa xpaHeHns B cooTtBeTcTBUMM ¢ H[ CooTteeTcTBYET
BbinywieHo: Bengun 3cnuHosa noBanbHbIl MEHEXEP N0 KAa4YeCcTByY
[aTta Bbinycka: 26 Hosbps 2025 T.

(ﬂaHHaﬂ JNNIeKTPpOHHaA NnoANUChb ABNAETCA KPUANYeCKM PaBHOUEHHbIM 3KBUBanNeHTOM pYKOI'IMCHOFI noanucwm)

Ansa cnyxebHoro nonb3oBaHus. CrtpaHuuya 2 of 2

CoBCcTBEHHOCTb KOMMAHWUN.

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
7ced5238-f693-46f3-86fb-6af8551cffd3
CTpaHuua 2 u3 16



AstraZeneca@

633 Pecepy [pais
$pegepuk Mapunerg 21703

Ten. (301) 228-5000

CEPTU®UKAT AHAJIU3A

BeHpanusyma6 (MEDI-563), JlekapcTBeHHbIN Npenapar,
MNpeaBapuTenLHO COOpaHHbLIN NpeAHANONHEHHbINA wnpul, 30 Mr/ao3a

Homep cepumn
HaTta npoussoacrea

037F25
04 nioHa 2025

NMOKA3ATENbL/METO[L KPUTEPUU NPUEMITIEMOCTHU PE3YNbTAT
OnucaHue — Bugumblie
YacTuubl
Buanmble yactuubl: rHan He conepXuT unu npakTu4eckn He cogepxuTt Buaumbix | CootseTcTayeT
PacueTHbilt pesynbTaT 4YacTuL, MOXET COAEpPXaTb HECKONbKO NpO3payHbii
(Havano) unwu ot 6enoro 4o no4Ytn 6enoro yseTa YyacTtumy
Buanmble yacTuubl: covHan He copepXuT unv npakruyecku He cogepxuTt Buaumblx | CooTBeTCcTBYET
Pac4eTHbIn pesynbTar 4acTuy, MOXET COAEpXaTb HECKOIbKO MpO3padHbli
(CepeauHa) unu ot 6enoro go no4yT 6enoro useTa YacTuy
Buanmble yactuubi: cvHan He conepXuT nnu npakTuy4ecku He coaepXxuT Bugumblx | CooTeeTcTayeT
PacyeTHbIn pesynbTar 4YacTuL, MOXET COAepXaTb HECKONbKO NpO3payHbii
(Konew) nnu ot 6enoro Ao noytu 6enoro uBeTa yacTuy,
Onucaxue - LiBeTHOCTb
LiBeTHOCTb: PrHaNbHbLIN OT BecuBeTHOro A0 XenToro LuseTa (okpacka pacteopa | CooTBeTcTBYET
PacuyeTHbi pesynbTaT He [ormKHa npesBbiwaTb Y5 a1anoH E®)
Onucanue - Mpo3payHocTb
MpospayHocTb: PUHANBHLIN or npo3pavyHoro o onanecumpytowiero | CootBeTcTByeT
PacyeTHbIn pesynbTar (OnanecueHuna He gomkHa npesbiwaTte CtaHgapt IV
E®P)
HeBuaumbie yactTuubl
Yactuupbl pasmepom 210 mkm | < 6000 YacTuw/winpuy 73
yacTuw/wnpuy

Yactuupbl pasmepom 225 Mkm

< 600 yacTuu/wnpwy

4 yactuy Ha

wnpuy
O6wun 6enok
O6wuin 6enok 27 — 33 mr/mn 30,2 mr/mn
pH 55-6,5 59

Crtp.1u34

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
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AstraZeneca@

CEPTUO®UKAT AHAJTIU3A

633 Pecepy [pais
Ppegepuk Mapuneng 21703

Ten. (301) 228-5000

Bexnpanusymab (MEDI-563), JlekapcTBeHHbIN npenapar,
MNMpeaBapuTenbsHO COOpPaHHbLIM NpeAHaNoONHeHHbIN Wwnpuy, 30 mr/gosa

Homep cepumn
[arta npousBoacrTea

=037F25

04 vnioHs 2025

NOKA3ATEJNIb/METO[

KPUTEPUU NPUEMITIEMOCTH

PE3YINbTAT

OcMONANbLHOCTb

240-360 mOcm/kr

326 mOcm/kr

KanunnsipHoe
M303MeKTpuyeckoe
dokycuposavue (kMIP) -
reTeporeHHocTb 3apsaa

% OCHOBHOW MUK

256 %

68 %

% O06was nnowanb
KMCMOTHbIX NNKOB

<36 %

19 %

% O6was nnowagb
OCHOBHbIX NUKOB

Pesyn bTaTt pacyeTa

14%

KanunnapHbin renb
anekTpodopes B
BOCCTaHaBNUBAKLMUX
ycnoBusax CE-SDS

Mnowagb % NUKOB TSXXENnon u
nerkon uenen

2943 %

96,9 %

% Cymma npumecen

<57%

3,1 %

KanunnapHbin renb
anekTpocope3s B
HEBOCCTaHABNUBAIOLMNX
ycnosusax CE-SDS

% OCHOBHOI NUK

2929 %

97,6 %

% Cymma npumecei

<71%

2,4 %

Ctp.2u34

BbinyweHo: AnbBapec Aga 28 uiona 2025 12:00:16d5238-1693-46QP4t1223068119

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
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AstraZeneca@

Benpanuayma6b (MEDI-563), JlekapcTBeHHbIN npenapar,

633 Pecepuy [pais
dpenepuk Mapuneng 21703

Ten. (301) 228-5000

CEPTUOUKAT AHAJTIU3A

MNpeaBapuTenLHO COOpPaHHbLIN NpegHaNONHEeHHbIN Wwnpuy, 30 mr/aosa

Homep cepumn
Hata npousBoactBa

037F25
04 vioHa 2025

MOKA3ATENbL/METO[ KPUTEPUU NPUEMITEMOCTU PE3YINbTAT
JKcKno3noHHaa BAXKX

% OCHOBHOW MUK =970 99,7 %

% Arperatbl <26 0,2 %

Y% PparmeHThl <12 0,1 %
OnpeaneneHue NeHa penoprepa

OnpegeneHue NeHa- 70 — 130 % oTHOCWUTENBHO CTaHA4apTHOro obpasua 105 % ot
penopTepa CTaHAApTHOro

ob6pasua

OHAOTOKCUHbI (LAL-tecT), | = 0,50 E3Q/™r 6enka < 0,03 E3/mr
Havano Benka
OHAOTOKCHUHBI (LAL-TecT), | 0,50 EQ/Mr 6enka < 0,03 E3/mr
cepeamHa 6enka
SHAOTOKCUHbI (LAL-TecT), < 0,50 E3/mr 6enka < 0,03 E3/mr
KoHey Oenka
Monucopbar 20

Monucop6ar 20 0,004 — 0,008 % 0,006 %

Crp.3u34

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
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AstraZeneca§

633 Pecepuy [paiis
$pepepuk Mapunerg 21703

Ten. (301) 228-5000
CEPTUOUKAT AHATTU3A

BeHnpanuaymab (MEDI-563), JlekapcTBeHHbIN npenapar,
MpeaBapuTenbHO cOOpaHHbIM NpeaHaNnoNHeHHbIW wnpuu, 30 mr/gosa

Homep cepum ‘ 037F25
[dara npousBoacTea 04 nioHsa 2025

HacTosiwmin ceptudmkatr aHanwsa Obll COrMacoBaH Ha NpPeAMET TOYHOCTW, MOSHOTbI U COOTBETCTBUSA
YyCTaHOBMEHHbLIM TpeGoBaHMAM

BbinyweHo: AHHa [. AnbBapec
CneunanucT no obecneyeHuro
KayecTBa

Hara: 28 nionsa 2025

(HacTosiwasi anekTpoHHas NoANUCh ABASETCS NOMNHbIM SKBUBANEHTHOM PYKOMUCHOW NOAMWUCHY C IOPUANYECKON
TOYKMN 3PEHNSA)

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
Crp.4u34 BbinyweHo: AnbBapec Aaa 28 uiona 2025 12:00:16rd5238-1693-44D1aseT02B3DEB1E9
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«KartaneHT balionogxukc»
(Catalent Biologics)

«KataneHT MHguaHa» (Catalent Indiana, LLC)
1300 Cayt MatrepcoH Apaiis

BaymunrTon, Mingnana 47403 CLUA

Ten.: 812-355-6746, 6ecnn. Ten.: 877-312-2665
http://www.catalent.com/

Ceptudpukar aHanmsa
MEDI-563 (6eHpanu3ymab), pacTBop Ana uHbekuuii, 30 mr, 1 ma/wnpuy, -

A5 MEAULIMHCKOTO MPUMEHEHUS

Bepcus 0
KaranoxxHbiit Homep 700397 Koa npoexra 3akasuuka: 134-100-314M
KaraneHr:
Homep cepun Karanent:  037F25 KaTtanoXHblii HOMep 3aKasuuka: 110037511
YcnoBusa xpaeHeHus: Homep cepumn 3akasumka: H/MN
MepBunyHbIE: 5°C
AnbrepHaTvBHbIE: H/N
[ara npousBoacTBa: 04 vroHsa 2025 1. [arta okoHu4aHusa cpoka rogHoctu/ H/Tl
perecra:
Pasmep cepum: 31,327 wnpvua Homep cepun YC2557
dapmaLieBTUUECKOW CybCTaHLMK:
Mokasarennb MeTtoguka Ccblsika Ha AaHHble Hopma Pesynbrar
BakrepunanbHble A-SOP-09-07-003 v. 30 LIMS 3456641, < 13,500 E3/Mn < 1,0000 E3/Mn
3HAOTOKCMHbI 3456642,3456643
CrepuibHOCTb A-SOP-09-07-015 v. 16 LIMS 3456638 OrtcytcrBue pocta | OtcyTCTBUE pocTa

MpumeuaHve: papmalesTmyeckas cybctaHUma nrotosneHa: «Actpa3eHeka Mudnlu» (AstraZeneca PLP)
633 Pucey [ipais
Ppegepuk, Mapuneng 21703

/Moanvck/
MogrotosneHo / laTa

27 nioHa 2025 .

/Moanuncek/
Pykosoacteo KK / Aata

27 vioHa 2025 T.

/Moannce/
Pykosogctso OK (uamn ynonHoMoueHHoe amuo) / [ata

11 urona 2025 .

Ans cnyxebHOro Nonb3oBaHWs — COBCTBEHHOCTb

KomnaHuu «KartaneHt NHgnara» (Catalent Indiana, LLC) q 0 14.062026 D%EEJGIJITTO% (‘]I0
epefaH vyepes Lnanok .00. X Uu;
7ced5238-f693-463-86fb-6af8551cffd3

CtpaHuua 713 16



AstraZeneca :

Certificate of Analysis

Fasenra, Solution for subcutaneous injection 30 mg/ml, pen (autoinjector) (1.0 ml) 1x1, carton
packs

Batch/Lot No: YMO0020
Date of Manufacture: 04 Jun 2025
Expiry: 05 - 2028
Importing Country: Russia Federation
Manufacturing Authorisation Number: 3006316363
Marketing Authorisation Number: JM-005492
Test Release Acceptance Criteria Result
Deliverable Volume >1.0mL 1.0mL
Dose Actuation Force Minimum > 3.0N Minimum =5.8 N
Maximum < 10.0N Maximum =6.5 N
Injection Time Minimum > 2 seconds Minimum =4 sec
Region1 & 2 Maximum < 15 seconds Maximum = 5 sec
Lateral Flow Identity Positive for benralizumab Pass, Positive

Drug product used in the manufacturing of this batch: 037F25 Batch Size: 8,363 Cartons

I hereby certify that the above information is authentic and accurate. This batch of product has been quality
control tested at the above mentioned sites 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 analysis
records were reviewed and found to be in compliance with GMP.

Additional manufacturing and testing sites governed by the release statement above are listed below:

API Manufacturing Site, QC Testing (Physical / Chemical and Biological) (DP PFS-SA):
AstraZeneca Pharmaceutical LP FMC

633 Research Court Frederick

Maryland 21703 USA

Establishment Identifier: 3002617771

Bulk Manufacturing Site, QC Testing (sterility and microbiological) (DP PFS-SA):
Catalent Indiana, LLC
1300 South Patterson Drive

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
7ced5238-f693-46f3-86fb-6af8551cffd3
CTpaHnua 8 3 16



Bloomington, Indiana

47403 USA

Establishment Identifier: 3005949964
GMP certificate no: NL/H 17/1013621a

Secondary packaging:

National Resilience Inc

8814 Trade Port Drive

West Chester, Ohio 45071 USA
Establishment Identifier: 3006316363

Release Site:

AstraZeneca Pharmaceutical LP FMC
633 Research Court Frederick
Maryland 21703 USA

Establishment Identifier: 3002617771

The following have been verified through system checks by validated computerized system and other quality

management systems:

Normative document : JIN-005492-060524
Var. 1 JTN-005492-060924
Var. 2 JIN-005492-180225

Var. 3 JIN-005492-250325
Test Acceptance Criteria
Packaging Complies to the normative document
Labelling Complies to the normative document
Expiry Complies to the normative document
Storage Complies to the normative document

Electronically signed by: Wendy
Espinoza

Released By: a/ s Reason: | approve this document
ux?, CM@ Date: 26-Nov-2025 18.26:12

Result

Complies
Complies
Complies
Complies

Wendy Espinoza, Senior Specialist, AstraZeneca External Quality

Released On: November 26, 2025

(This electronic signature is the legally-binding equivalent of a hand-written signature)

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
7ced5238-f693-46f3-86fb-6af8551cffd3
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YMOO20 CoA v2

Final Audit Report 2025-11-27
Created: 2025-11-27 (Eastern European Time)
By: Wendy Espinoza (wendy.espinoza@astrazeneca.com)
Status: Signed
Transaction ID: CBJCHBCAABAA-zRPso_ACTw6HIIl4St6CRLsm4mCrS66

"YMO0020 CoA v2" History

!

T

@

Adobe Acrobat Sign

Document created by Wendy Espinoza (wendy.espinoza@astrazeneca.com)
2025-11-27 - 3:24:45 AM GMT+3

Document emailed to Wendy Espinoza (wendy.espinoza@astrazeneca.com) for signature
2025-11-27 - 3:26:47 AM GMT+3

Wendy Espinoza (wendy.espinoza@astrazeneca.com) authenticated with Adobe Acrobat Sign.
Challenge: The user opened the agreement.
2025-11-27 - 3:27:23 AM GMT+3

Wendy Espinoza (wendy.espinoza@astrazeneca.com) authenticated with Adobe Acrobat Sign.
Challenge: The user completed the signing ceremony.
2025-11-27 - 3:28:11 AM GMT+3

Document e-signed by Wendy Espinoza (wendy.espinoza@astrazeneca.com)

Signing reason: | approve this document
Signature Date: 2025-11-27 - 3:28:12 AM GMT+3 - Time Source: server

Agreement completed.
2025-11-27 - 3:28:12 AM GMT+3

MepepaH yepes Anagok 14.06.2026 06:40 GMT+03:00;
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AstraZeneca

633 Research Drive
Frederick, MD 21703

Tel. (301) 228 - 5000

CERTIFICATE OF ANALYSIS
Benralizumab (MEDI-563) Drug Product Pre-Filled Syringe Sub-Assembly, 30mg Dose

Batch Number:

Date of Manufacture:

TEST/PROCEDURE
Appearance - Visible Particles

Visible Particles: Final Reported
Result (Beginning)

Visible Particles: Final Reported
Result (Middle)

Visible Particles: Final Reported
Result (End)

Appearance - Color

Color: Final Reported Result

Appearance - Clarity
Clarity: Final Reported Result

Sub-Visible Particles
Particles per container >= 10 um
Particles per container >=25 um
Total Protein
Total Protein

pH

Issued by: Alvarez, Ada on 28/JUL/2025 12:00:16

037F25

4-Jun-2025

ACCEPTANCE CRITERIA

Free from or practically free from visible
particles; May contain a few translucent
or white to off-white particles

Free from or practically free from visible
particles; May contain a few translucent
or white to off-white particles

Free from or practically free from visible
particles; May contain a few translucent
or white to off-white particles

Colorless to slightly yellow (Color
intensity <= Y5 EP Standard)

Clear to opalescent (Opalescence <= EP
Ref IV)

<= 6000 particles/container

<= 600 particles/container

27.0-33.0 mg/mL
5.5-6.5
Page 1 of 3

OFFICIAL
Version# 1:0
Initials__%< Date 22},

RESULT

Meets

Meets

Meets

Meets

Meets

73 particles/container

<4 particles/container

30.2 mg/mL
59

Report: 2306319

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
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AstraZeneca

633 Research Drive
Frederick, MD 21703

Tel. (301) 228 - 5000

CERTIFICATE OF ANALYSIS
Benralizumab (MEDI-563) Drug Product Pre-Filled Syringe Sub-Assembly, 30mg Dose

Batch Number:

Date of Manufacture:

TEST/PROCEDURE

Osmolality

Capillary Isoelectric Focusing (clEF) -
Charge Heterogeneity
%Main peak

%Total acidic peaks
%Total basic peaks

Reduced CE-SDS

Area %purity of heavy + light
chain peaks

%Total impurities
Non-Reduced CE-SDS

%Major product peak

%Total impurities

High Performance Size Exclusion
Chromatography (HPSEC)
%Major product peak

%Aggregates
Y%Fragments

Reporter Gene Bioassay

Reporter Gene Bioassay

Issued by: Alvarez, Ada on 28/JUL/2025 12:00:16

037F25

4-Jun-2025

ACCEPTANCE CRITERIA
240 - 360 mOsm/kg

>=56 %
<=36%
<=25%

>=943%

<=57%

>=92.9%
<=71%

>=97.0%
<=2.6%

<=12%

70 - 130 % of RefStd Activity

Page 2 of 3

RESULT

326 mOsm/kg

68 %
19 %
14 %

96.9 %

31 %

97.6 %
24 %

99.7 %
02 %
01 %

105 % of RefStd Activity

Report: 2306319

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
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633 Research Drive
Frederick, MD 21703

AstraZeneca

Tel. (301) 228 - 5000

CERTIFICATE OF ANALYSIS
Benralizumab (MEDI-563) Drug Product Pre-Filled Syringe Sub-Assembly, 30mg Dose

Batch Number: 037F25

Date of Manufacture:

TEST/PROCEDURE
Endotoxin (LAL), Beginning

Endotoxin (LAL), Middle
Endotoxin (LAL), End

Polysorbate 20
Polysorbate 20

4-}un-2025

ACCEPTANCE CRITERIA
<=0.50 EU/mg protein

<= 0.50 EU/mg protein

<=0.50 EU/mg protein

0.004 - 0.008 %

RESULT
<0.03 EU/mg protein

<0.03 EU/mg protein

<0.03 EU/mg protein

0.006 %

This Certificate has been reviewed for accuracy, completeness and compliance with established standards.

Released by : Ada D. Alvarez QA Senior Specialist

Released On : 28-Jul-2025
(This electronic signature is the legally binding equivalent of a hand written signature)

Page 3 of 3
Issued by: Alvarez, Ada on 28/JUL/2025 12:00:16 Report: 2306319

MepepaH yepes [inafok 14.06.2026 06:40 GMT+03:00;
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Catalent Indiana, LLC
1300 SOUTH PATTERSON DRIVE
BLOOMINGTON, IN 47403 U.S.A.

Catalent., PHONE: 812.355.6746 TOLL FREE: 877.312.2665
BiOLOGICS WWW.CATALENT.COM

Certificate of Analysis

MEDI-563 (Benralizumab) Injection, 30 mg, 1mL/syringe

*For Use in Humans*

Version 0
Catalent Item Number: 700397 Client Project Code: 134-100-314M
Catalent Lot Number: 037F25 Client item Number: 110037511

Storage: Primary: 5 °C, Light Sensitive Client Lot Number: N/A
Alternative: N/A

Date of Manufacture: 04Jun25 Expiration/Retest Date: N/A
Quantity: 31,327 syringes Drug Substance Lot Number: YC2557
. A-SOP-09-07-003 LIMS 3456641,
Endotoxin V. 30 3456642, 3456643 =13.500 EU/mL <1.0000 EU/mL
Sterility ASOROIOT-015 | Lims 3456638 No Growth No Growth

Comment: Drug Substance is manufactured by: AstraZeneca PLP
633 Research Drive
Frederick, MD 21703
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«CBefeHnsa, BHeCeHHble B aBTOMaTU3NPOBaHHYIO MHPOPMaLMNOHHYIO cucteMy Poc3sgpaBHag3opa nepen BBOLAOM B
rpaxgaHckum odopoT cepun, NapTUN NekapCTBEHHbIX cpencTs/ MHdopMaumna o BblaaHHbIX PoCc3apaBHaL30pOM pa3peLlleHnax
Ha BBOA B rpaxgaHCkun odopoT B Poccuinckonm depgepaunm cepum nam naptmm MMMyHOBMONOrM4eckoro NeKkapCcTBEHHOro

;:'l_'!_' 1 4] 'I'l_\l.""\-"_l |'| § i '|_:"|'|'!'|~.'
| |.-||.|||.||.|:|I Wy | I..'...-'l'ﬁ.l:l.'. II I Fa WA P W) npenapaTa’ Mo COCTOSHUIO Ha 15_05.2026 15:11»
FE AT T A TAA T T o
B CPEPE APABOOXFPAHEHMA
JlaTa BHeceHHsI B IIpousBoguTeNb Opranu3zanms, Homep Howmep, nara ITucbma 00
AHC Toprosoe HaHMeHOBaHHe (BBINMYCKAOMIHH Crpana CaeJieHHs 0 CTaHSIX NPOH3BOACTBA HopmaTHBHast DOKyMeHTaHs BBINYCTHBIIAS B cepHH, pa3pelueHHst Ha n3bsitan JIC
Poc3apaBHag3opa KOHTPOJIb) rpax JTaHCKHH 000poT MapTHH NI (HOMeEp, HarTa)
®OA3EHPA; pactBop st E:ITC()T;::;HI/(T);CTH%E;; }iﬂiﬁ;ﬁ;}; K{Z?f;:gia;zzu;zﬁa JITT-005492-060524; U3m. Nel k
s o | e e | O e e | oSt o0 aevwaen | |
naskn Kaprommel ~ ’ ynaxosky)); Karanent Maguana, JUIC, CIIA JML005492-060524 ’
P (ITpousBogurens (rotosoit JID))
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[okyMeHT nognucaH v nepepaH yepes onepatopa 340 AO «[NP «CKB KoHTyp»

OpraHusaLus, COTpYAHUK

[loBepeHHOCTb: per. HoMep, NepuoA AeiCTBUA U cTaTyC CepTudukat: CepuitHblii Homep, Nepuoa AencTBNs

Mopnucu oTnpaBuTens: @ AKUMOHEPHOE OBLLUECTBO "P-®GAPM"

B efc4dace-a286-4288-8a4e-1f48363a8398 06B002840040B34CB64328F324349AED80
JapbkuHa AHHa OneroBHa ¢ 07.08.2024 00:00 no 30.07.2027 23:59 GMT+03:00 € 21.08.2025 10:55 no 21.08.2026 11:00 GMT+03:00
Joseputens: AKUMOHEPHOE OBLLIEECTBO JloBepeHHOCTb NpoLuna npoBepKy
"P-OAPM"

NpeHTudukaTop AokymeHTa 7ced5238-f693-46f3-86fb-6af8551cffd3

,uaTa 1 BpemMsd noanucaHuna

14.06.2026 06:40 GMT+03:00
Moanucb cooTBETCTBYET daiiny
JLOKYMeHTa
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