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Certificate of Analysis
PFlzER MANUFAсTUR|NG BEI_G|UM NV

RlJKSWEG 12
в-287о PUURS (BELGIUM)

TEL: +32 (0)3 890.92.1 1

FАХ: +32 (0)3 889,65.32

Batch Number: FG3716 Date Generated: 04/08/2021

Product Name: сомlRNдтутм 1сОМlRNдТY 195х0.45ml GVL PUU-W5-BNT EU)

Material NчmЬеr: F000054003

Date of Мапчfасtчrе: 30/06/2021

Expiration Date: 30/1 1 l2O21

lmporting Country: дll countries that accepted Marketing Authorisation Application оr WHO Еmеrgепсу Use

Listing

REG|STERED TESTS АссЕртАNсЕ cRlTER|A RESULT

COMPOS|TION AND STRENGTH

AppeaЫ;iVi;ual)----l_ Т_дооеаrапсе | wtrПе to off-white sus!q!sцп____J MFý]!JEý]_
Appearance (Particles)
visible particuIates Мау сопtаiп white to off-white opaque|

amorohous оаrtiсlеs
MEETS TEST

subvisible particulate Mafter
Subvisible рагtiсlеs Раrtiсlеs >10 рm: < 6000 реr сопtаiпеr

Particles а 25 чm: s 600 реr container
1 1 3 Рагtiсlеs/сопtаiпеr
,1 0 Рагtiсlеs/сопtаiпеr

Potentiometry
рН 7.4 +l- 0,5 7,5

Osmometry
OsmoIalitv 525 +1, 100 mosmol/kg 575 mOsmol/kg

Ъу п аЙЁ-с r_ ЦБtsБаtЬ ri п g iбtSi
LNP Size
LNP Polvdispersity

40 - 120 пm
s 0.3

67 пm
о.2

Flчоrеsсепсе assay
RNA Encapsulation
RNA Content

> 80%
0,50 +/- 0.13 mg/ml

95 оь

0.41 mg/ml

HPLc_cAD
ALC-0315 Сопtепl
ALC_O159 Сопtепt
Dspc content
cholesterol content

4,50 - 9.25 mg/ml
0.55 - 1,20 mglml
0.90 - 2.05 mg/ml
1.80 * 3.90 mg/ml

6.60 mg/ml
0.80 mglmL
1.39 mglml
2.85 mg/ml

container content
Vial content (volume) Not less than 0.406 mL Not lesý than 0.406 mL

lDENTlTY
HPLc_cAD
Lipid identities Retention tirnes consistenl with

rе.{еrепсеs (ALC-031 5, A.LC-01 59,
Cholesterol, DSPC)

Retention times consistenl with
rеfеrепсеs (ALC-0315,
Atc_01 59, с!о]qý!9ц QýecL

RT-PсR
Jdепtjмоr:ёпсоif ýd,Rпж-ý-е-q!-е-п-се"- ,|,.,]ueIlllty. UOt lrlI l llсч,
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PoTENcY
Бrr-ь"*а-Ёiй сцоmеtrу

> З0% cells positive
lп Vitro Expression

НfiЙGЫ *-ctroфrresi" -l --_:;

вNл rпtеgrпу ___]:1вчz;.11,*1
ПDчЕNtitФ]rщlgЕцý
Endotoxin (LAL)
Bacterial епdоtохiпs

Sterility
Sterility

s 12.5 EU/mL

ý,:,",,Sft iffiёffiJitri8ý#Ш:::J::
ý9,хчгJкti^lъ'ý.ъ'r'+iЁi""Ё;LТiЕйЁйЁЫдrло дррвочЁв. тнЕ RE'ULTý оF ALL IN_

PRocEss TEST|NG йJЁт iiii{ioulR_EM;Ni;-iйB Ьдтсн HAs ALSo BEEN TESTED AND

соNFоRмS то дLL йlТ s'рвсlнслlgцiдtцБ li.iiвiltдr-_слоt,tткоL тдRGЕтS, дLL вАтсн

DocUMENTATloN lsЁЁiiiпlБ дi ргlzвi iйNJЁАъiUкlт,tс BELG|UM Nv AND AVAILABLE

FоR REvlEW.

жъкlтр!Ёi.{цНЁ"'}^i,iЕ;3f,А?,iJ=оhý"о
PAсKAG|NG WЕRЕ.lil-оЪБ дссвртдвr_Ё'iiшБЪtttЪlsтв1,1,т WITH тнЕ REQUIREMENTS

oUTLINED lN тнЕ мдд дпtЪ йдsтвп мдr,,r-йдЪiuiiшо oocuMENTS, ALL MANUFAсTURING

DEvlATloNS ндче вЁЁii'йсiiоuснLY REViEWED AND APPRoVED.

lHEREBYсERT|FYTHATTHEABovElNFoRMATloNlSAUTHENT|сANDAGCURATE.

ALL AcTlvlTlES ARE PERFoRMED BY QUALIFIED PEoPLE, UNDER тнЕ SUPERvlSloN оF тнЕ

QUAL|F|ED PERSoN.

Рrерагеd Ьу:
Title:

Date

Approved Ьу:

Name:
Title:

Date:

Name: ,

Signature:

Бй;епt,ББiйsi'чйоорпоркЕй-Ryа;;;Гdе-"йi,ьЫ3a::::::::::::,::::
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