Pfizer Manufacturing Belgium NV
Rijksweg 12

2870 Puurs

tel +32 389092 11

fax +32 3 889 65 32

Version: 01
Date issued: 7 December 2017

DECLARATION ON MANUFACTURING SITE

This statement is applicable for all medicinal products where all manufacturing activities
(manufacture, packaging, Quality Control, batch release) are performed by Pfizer
Manufacturing Belgium NV.

Pfizer Manufacturing Belgium NV, Rijksweg 12, 2870 Puurs, Belgium

Licence number:
277 H (human products)
277 V (veterinary products)

GMP Cert. or Reference Number in EudraGMP:

Human products

BE/GMP/2017/001 (Aseptic Area, Blow Fill Seal, Interface, Lease 1, Lease 2)
BE/GMP/2016/082 (vaccin facility — product concerned: Prevenar 13V)

BE/GMP/2015/077 (Blow Fill Seal and Focus area - products concerned: Xalatan, Xalacom,
Macugen, Depo-Provera)

BE/GMP/2015/142 (Secondary Packaging, Quality Control Testing)

Veterinary products
BE/GMP/2017/002 (Aseptic area, Interface, Lease 1, Lease 2)
BE/GMP/2015/143 (Secondary Packaging. Quality Control Testing)

~0

Sofie Depuydt
Director Quality Operations




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12
B-2870 PUURS (BELGIUM)
TEL: +32 (0)3 890.92.11
FAX: +32 (0)3 889.65.32

Page 2 of 4

Product Name: NIMENRIX STERILE FREEZE DRIED POWDER 1X0.5ML GLASS VIAL+ PREFILLED
SYRINGE (MENINGOCOCCAL GROUP ACWY-TT CONJUGATE VACCINE)

Batch Number: DN0O609

Material Number: FO00037968

Date of Manufacture: 01-2020
Expiration Date:01-2024

Date COA Generated: 07-2020

Specification Name: P5678001002EU

TEST METHOD RESULT UNIT LIMITS
POLYSACCHARIDE PSA 97 % NLT 80 % OF THE
CONTENT BY ICP TARGET
POLYSACCHARIDE PSC 94 % NLT 70 % OF THE
CONTENT BY ELISA TARGET
POLYSACCHARIDE PSW 105 % NLT 80 % OF THE
CONTENT BY UPLC TARGET
POLYSACCHARIDE PSY 93 % NLT 80 % OF THE
CONTENT BY UPLC TARGET
STERILITY TEST FTM BY MEETS TEST ABSENCE OF
MEMBRANE FILTRATION (AT GROWTH
30-35°C)

STERILITY TEST TSB BY MEETS TEST ABSENCE OF
MEMBRANE FILTRATION (AT GROWTH
20-25°C)

STERILITY TEST FTM BY MEETS TEST ABSENCE OF
MEMBRANE FILTRATION (AT GROWTH
30-35°C)

STERILITY TEST TSB BY MEETS TEST ABSENCE OF
MEMBRANE FILTRATION (AT GROWTH
20-25°C)

TOTAL POLYSACCHARIDE 109 % NLT 80 % OF THE
PSC-PSW-PSY-CONTENT BY TARGET

UPLC

MOISTURE CONTENT BY 05 % NOT MORE THAN 3.0
MCG KARL FISCHER 8 9 oo\

BATCH: AMECA108A

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12 Page 1 of 4
B-2870 PUURS (BELGIUM)

TEL: +32 (0)3 890.92.11

FAX: +32 (0)3 889.65.32

Product Name: NIMENRIX STERILE FREEZE DRIED POWDER 1X0.5ML GLASS VIAL+ PREFILLED
SYRINGE (MENINGOCOCCAL GROUP ACWY-TT CONJUGATE VACCINE)

Batch Number: DN0G09 Date COA Generated: 07-2020
Material Number: FO00037968

Date of Manufacture: 01-2020

Expiration Date:01-2024 Specification Name: P5678001002EU

TEST METHOD RESULT UNIT LIMITS

DESCRIPTION MEETS TEST WHITE CAKE OR
POWDER. AFTER
RECONSTITUTION
WITH DILUENT:
CLEAR AND
COLOURLESS
LIQUID

ENDOTOXIN CONTENT BY 2.50 IU/DOSE NMT 10.00 IU PER

CHROMOGENIC KINETIC DOSE

METHOD

IDENTITY PSA-TT BY ELISA POSITIVE POSITIVE

IDENTITY PSC-TT BY ELISA POSITIVE POSITIVE

IDENTITY PSW-TT BY ELISA POSITIVE POSITIVE

IDENTITY PSY-TT BY ELISA POSITIVE POSITIVE

MOLECULAR SIZE 70 % NLT 60 % BEFORE

DISTRIBUTION BY DEXTRAN MW 0.8

HPLC-ELISA FOR MEN A-TT MDA

MOLECULAR SIZE 81 % NLT 75 % BEFORE

DISTRIBUTION BY DEXTRAN MW 0.8

HPLC-ELISA FOR MEN C-TT MDA

MOLECULAR SIZE 69 % NLT 60 % BEFORE

DISTRIBUTION BY DEXTRAN MW 0.8

HPLC-ELISA FOR MEN W-TT MDA

MOLECULAR SIZE 83 % /. NLT75% BEFORE

DISTRIBUTION BY /"~ DEXTRANMW 0.8

HPLC-ELISA FOR MEN Y-TT fo/ BrsmBA, ,; N2\

PH 6.7

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.



0:\QC COA MODELE\APPROUVE\Pfizer\COA_Pfizer_NaCl_0,9%_STB-1 23156_CHM_ver 03.xIs

printed 26/11/2019 at 10:05

Certificate of Analysis - PHYSICO-CHEMISTRY STB-QC-0053-F2 Numéro de version:
Catalent# Date de mise en application: 2":,3
11-Jun-13 il
Product description: NaCl 0.9% 0,7 m! PRTC syr.
Article Nr: STB-123156 AMBR Reference: Pfizer_NaCl_0.9%_0,7mi_ANA_03
Batch Nr: ADOZADB3A

ACCEPTANCE CRITERIA !
CHARACTERISTICS
: Clear, colourless liquid, free from
Description of the liquid visible particles Pass Conform
~ IDENTIFICATION
lldunﬁty Chiloride Pasitive Paositive Conform
!Idenlity Sodium Paositive Positive Conform
TESTS after visual inspoction
Volume Between 0.6 and 0.8 m| 0.7 ml Conform
pH Between 4.5 and 7.0 6.0 Conform
~Not more than 6000 particles — Contiiin
o 2 10 um per syringe
Particle count not more than 600 particles - T
2 25 pm per syringe
ASSAY
ISodIurn chloride content Between 8.5 — 9.5 mg/ml 9.0 mg/mil Conform
Comments:
INIA
ﬁmform x conform (:Wnn‘f Not conform
Prepared by (QC analyst): , ~BC Raflow QA Approval
= AL (< .
. e p ey
hE W - /
“26 26 NOV "
LD‘EtB! uUVD zu'g Date: L zu'g ]De_tg: uj_nEl;- 'ln

CATALENT BELGIUM
Font St Landry, 10

B-1120 Brussels

Tel: +32 2 788 50 00

Not to be Disclosed or




Certificate of Analysis

PFIZER MANUFACTURING BELGIUM NV
RIJKSWEG 12 Page 3 of 4
B-2870 PUURS (BELGIUM)

TEL: +32 (0)3 890.92.11

FAX: +32 (0)3 889.65.32

Product Name: NIMENRIX STERILE FREEZE DRIED POWDER 1X0.5ML GLASS VIAL+ PREFILLED
SYRINGE (MENINGOCOCCAL GROUP ACWY-TT CONJUGATE VACCINE)

Batch Number: DN0O609 Date COA Generated: 07-2020
Material Number: FO00037968

Date of Manufacture: 01-2020

Expiration Date:01-2024 Specification Name: P5678001002EU

I HEREBY CERTIFY THAT THE FOREGOING INFORMATION IS TRUSTWORTHY AND ACCURATE. THIS
PRODUCT BATCH WAS MANUFACTURED (INCLUDING ITS PACKING/LABELING) AND SUBJECTED
TO QUALITY CONTROL AT THE AFOREMENTIONED SITE IN FULL COMPLIANCE WITH THE GMP
REQUIREMENTS ESTABLISHED BY THE LOCAL REGULATORY BODY, AS WELL AS IN ACCORDANCE WITH
THE SPECIFICATIONS CONTAINED IN THE REGISTRATION FILE OR MARKETING AUTHORIZATION OF
THE MANUFACTURING COUNTRY OR IMPORTING COUNTRY, IF THE PRODUCT HAS BEEN IMPORTED,
OR IN THE FILE OF SPECIFICATIONS FOR THE STUDIED MEDICINAL PRODUCT. THE RECORDS OF
MANUFACTURE, PACKING, AND TESTING HAVE BEEN REVIEWED AND GMP COMPLIANCE ESTABLISHED.

THE COMBINATION OF THE PUURS LOT NUMBER, ITEMNUMBER, SPECIFICATION NAME AND DATE
THE COA IS GENERATED ARE CONSIDERED AS THE UNIQUE NUMBER OF CERTIFICATE OF ANALYSE.

BATCH SIZE: 29926 PACKS
DILUENT USED - BATCH NUMBER: ADO2A083A
REGISTRATION NUMBER: UA/16901/01/01

UKRAINE - UA

ALL ACTIVITIES ARE PERFORMED BY QUALIFIED PEOPLE, UNDER THE SUPERVISION OF THE QUALIFIED PERSON.

Electronic Signature: JEROEN MARTENS Lot Release Local Timestamp: 19-MAY-2020 09:31:30 Server
Timestamp: 19-MAY-2020 09:31:27

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.



dipmosuit 6nank "Katanent benbaxiym CA, Benbria”

HaapyxkosaHo 26.11.2019 o 10:05

Kataneut

CepTudikar aHanisy dismko-
XiMiuHi BhacTMBoCTi

Bepcin 2.0
STB-QC-0053-F2 Ees
JaTa 3aaBKu crop.131
11.06.13

MpopaykT: HaTpiii xnopua 0,9% no 0,7 mny

apukyn: STB-123156

Cepia: ADO2AO8S3A

AMBR nocunanna Pfizer_NaCl_0,9%_0.7ml_ANA_03

Tect Kpwutepii npuiAHATHOCTI Pe3syneTat BignosigHicTtb
XapaKTepucTUKK
Mpo3sopa Ta 6e3bapeHa pignHa,
Onuc piauHmn BiNlbHa Bij, BMAMMMX HYACTOK Bignosigae Bignoeigae
|aeHTUdikauina
laeHTudiKauia xnopuay NO3MTUBHA NO3MTUBHA Bignoeigae
laeHTUgikauia HaTpilo NO3MTUBHA NO3UTUBHA signosigae
TecTyBaHHA NicnA Bi3yaNbHOro KOHTPOAO
O6'em Big 0,6 mn g0 0,8 mn 0,7 mn signosigae
pH Big 4,5 p0 7,0 6,0 Bignoeigae
YacTu po3mipom 210 MKM — He
Ginbuie 6000 / KOHT.; signosinae Bignosifae
YacTkM po3mipom 2 25 MKm — He
MexaHi4uHi BRAIOUYEHHA 6inbwe 600 / KOHT.
KinbKicHe BU3HaYeHHA
BmicT HaTpilo xnopuay Big 8,5 a0 9,5 mr/mn 9,0 mr/mn BiAnoBiaae
KomeHTapi
Bigycri

niAroToBNeHo
aHanNITHUK 3 AKOCTI

nignuc
26.11.2019
Katanent benbmxiym

@®oHT ceHT flaHgpi 10 1120 bproccensd

BiANOBIAHICTL

Bignosinae/He Bignosiaae

Bianosinae/He Bignoeinae

7

MNepernap signosigHocTi 3aTBepPKEeHHA aip.qi{cb?-h r«;c'bcﬂ
C.Ponaugioo/
nianmc nignue HELIT
26.11.2019 05.12.2049 | 77

BNACHICTL KaTaneHT dapma'comori- | .
He po3noBCc6AYBaTH YU Nepefasati 6es




dipmosuit 6nank "Katanent Benbaxiym CA, Benbria” Haapykosaxo 07.01.2020 o6 11:08

Bepcin 2.0
W CeprudikaT aHanisy STB-QC-0053-F1
Mikpobionoria Jarta 3aABKu crop.131
11.06.13

MpoaykT: HaTpiit xnopug 0,9% no 0,7 mn y
nonepeaHbLOHANOBHEHOMY LINPUL

apukyn: STB-123156 AMBR nocunanHa Pfizer_NaCl 0,9%_ 0.7ml_ANA 03

Cepin: ADO2AO83A

X PyTUHHE TecTyBaHHA JDopaTtkose TectysaHHA*

Tect KpuTepii npuitHATHOCTI Pe3synbTar BianosigHicTb

CrepunbHicTb

MeToa membpaHHoi ¢inbTpauyi

nouYarToK iHkybauji Aaraivac 10.12.2019 13:40 Bignosipgae
KiHeup iHKyBauji paraivac 26.12.2019 7:15 Bignosigae
yac iHkybauji (k-Tb aHIB) woHalimeHwe 15 aHis 16 aHis Bignoeigae
crepunbHicte FTM npu 30-35C BiACYTHICTb pocTy Bignosigae Bignoeigae
cTepunbHicTb TSB npu 20-25C BiACYTHICTL pocTy Bignosigac Bignoeigac
THLWI TeCTH
BMICT eH0TOKCUHIB He 6inbwe Hix 0,25 MO/mn | meHwe 0,03 MO/mn sianosigae
KomeHTapi
REC 150907

* Ana AOA3TKOBOro TECTYBaHHA BKaXiTb npuuuHy Tafabo Kinbkictb niaxoaie B cekuii KomeuTtapi

BigNoBiAHICTb

Bianosigae/He Bignosinae Bianosinae/He Bignosipae

nigrotoeneHo Mepernsapg, BignosigHocTi 3aTBepPKeHHA Bigainom akocTi
Hikonaiiaep Hiken MycceHc B. Broii C. Ponanpo
nianuc nianuc nignuc
07.01.2020 07.01.2020 07.01.2020
KaTaneHT Benbmxiym -

BnacHictb Karanent ®apma c_q;"i'l;',mza""'
He po3noBCEAMYBaTH YU NepesaBaT 6e3
®oHT cenT flanapi 10 1120 Bpioccens NUCbMOBOTO NiATBEPAMEHNHA)




IMepexaan

Cepradixar amariszy

MPANR3EP MEHIOGEKIYPHHT BEABITSI HB
PEMKCBET 12
B-2870 MIYYPC (BEABITSI)
TEA. +32 (0)3 890.92.11
BAKC+32 (0)3 889.65.32

Crop. 134

HiMeHpHRC®, IOPOIIOK Ta POITHHHHK [IAA DOITHHY Had iH'exiliif, mo 1 daakony 3 mopomxomM (1
ZI038) B KOMIIAEKTI 3 po39uHHEEOM (0,5 MA) ¥ nonepefHL0 HANNOBHEHOMY IIMNPHIT (MeHIHNOKOKOBa
rpyna ACWY-TT, paxipmHa KOH'IOTOBaHaA )

Cepin No: DNO609 Dara gpywy ceprmdikary: 07-2020

Kop npogykry:  FOOD037968

JAara supobHuursa: 01-2020
Tepmix npupatHocri: 01-2024

Cneumdikauia: PS678001002EU

Tecr MeTon Peaynbrar  Opgmumui Donycrmmi mewi

Onuc Bianosigae Bina maca abo nopowox. Micns
BUMOF2aM BiHOBAEHHA PO3YMHHUKOM: NPO30pa Ta

BizyansHo Tecry 6GesbapeHa piguHa

BaKTepianbHi eHAOTOKCUHA He Ginbw Hix 10,00 MO/go3a

XPOMOTEHHHM KIHETUUHUM 2,50 MO/po3a

METOA0M

lgeHTwdivauisa PSA-TT metogom  MO3IMTUBHO Mo3uTHBHO

1bA

Ipenmudirkauin PSC-TT meTogom  M03UTUBHO Mo3WTHBHO

IbA

laenmudirayia PSW-TT metogom  Mo3uTUEHO MosuTHBHO

IbA

laentudirayia PSY-TT metogom  MosuTuEHO Mo3MTHBHO

IPA

Posnogin monexyn 3a posmipom

MenA-TT He mexw Hix 60% go gexcrpasa MW 0,8
0 MAa

-MenC-TT He mexw Hix 75% o gewcrpaHa MW 0,8

-MenW-TT He mexw Hix 60% a0 gexcrpasa MW 0,8
69 % Maa

-MenY-TT He meHw Hin 75% a0 aexcrpaHa MW 0,8

METOA0M BUCOKOEPEKTHBHOT Mia

pipmHHOT xpomaTtorpadii-IbA

(HPLC)

H 6,3-7,3

Ly 6,7

BmicT nonicaxapuay PSA He mexwe Hix 80 % Big 3asBneHOro

METOAO0M ONTUYHOI emiciiiHol

CMEKTPOCKONIN 3 iHAYKTUBHO 97 %

38"A33HOIO NNA3MOI0

Bwmicr nonicaxapuay PSC He menwe nixk 70 % 8ig 3ansneHoro

merogom IbA 04 % _

BmicT nonicaxapuay PSW He meHwe Hix 80 % Big aaﬁsne#_ei'i':/m"": e

meTopom YEPX 105 % .

Nowy P T R 0 Gyn CTROPERNH JAS .ty pobi T8 1pe, per , qw,,\fn.

POSNORCITRCHAS TA NCPCAASA TPETIM

parti Giswecy Ta fAw nep
i by3




Certificate of Compliance

Manufacturer’s Declaration

PFIZER MANUFACTURING BELGIUM NV Page 4 of 4
RIJKSWEG 12
B-2870 PUURS (BELGIUM)
TEL: +32 (0)3 890.92.11
FAX: +32 (0)3 889.65.32

Product Name: NIMENRIX STERILE FREEZE DRIED POWDER 1X0.5ML GLASS VIAL+ PREFILLED
SYRINGE (MENINGOCOCCAL GROUP ACWY-TT CONJUGATE VACCINE)

Batch Number: DN0O609 Date COA Generated: 07-2020
Material Number: FO00037968

Date of Manufacture: 01-2020
Expiration Date:01-2024 Specification Name: P5678001002EU

CERTIFICATE OF QUALITY

MANUFACTURING / QUALITY CONTROL SITE:See Declaration on Manufacturing Sites.
LICENCE NUMBER: See Declaration on Manufacturing Sites
GMP CERT. OR REFERENCE NUMBER IN EudraGMP: See Declaration on Manufacturing Sites.

Strength/Potency: After reconstitution of the powder with the solvent (diluent), 1 dose (0.5 mL) contains -
5 micrograms of Neisseria meningitidis group A polysaccharide (1)

5 micrograms of Neisseria meningitidis group C polysaccharide (1)

5 micrograms of Neisseria meningitidis group W-135 polysaccharide (1)

5 micrograms of Neisseria meningitidis group Y polysaccharide (1)

(1) conjugated to tetanus toxoid carrier protein

THE ABOVE PRODUCT INCLUDING THE ACTIVE SUBSTANCE HAS BEEN MANUFACTURED AND TESTED IN
ACCORDANCE WITH MANUFACTURING INSTRUCTIONS, TESTING STANDARDS AND CGMP. IT CONFORMS
WITH SPECIFICATIONS AND IS SUITABLE FOR RELEASE UNDER THE CONDITIONS OF THE FOLLOWING
LICENSES: EU/1/12/767/001-007 AS APPLICABLE.

THIS IS ALSO TO CERTIFY THAT, WHERE APPLICABLE, ANY MATERIALS DERIVED FROM RUMINANTS
(BOVINE, OVINE, CAPRINE) USED IN THE MANUFACTURE AND/OR FORMULATION OF THE BATCH OF
PRODUCT SPECIFIED ABOVE FULFILL THE PRESCRIPTIONS DEFINED IN COMMISSION DIRECTIVE
EMA/410/01 AND HAVE THEREFORE BEEN DEMONSTRATED TO BE IN ACCORDANCE WITH THE CURRENT
CPMP "NOTE FOR GUIDANCE ON MINIMIZING THE RISK OF TRANSMITTING ANIMAL SPONGIFORM
ENCEPHALOPATHY AGENTS VIA MEDICINAL PRODUCTS", THROUGH THE PH. EUR. CERTIFICATION
PROCEDURE.

ALL ACTIVITIES ARE PERFORMED BY QUALIFIED PEOPLE, UNDER THE SUPERVISION OF THE QUALIFIED
PERSON.

Electronic Signature: JEROEN MARTENS Lot Release Local Timestamp: 19-MAY-2020 09:31:30 Server Timestamp:
19-MAY-2020 09:31:27 e

Documentation is considered PROPRIETARY and is made available for business operations and review
by employees and regulatory agencies. Distribution to third parties without prior permission is prohibited.



Pfizer Manufacturing Belgium NV
Rijksweg 12

B-2870 Puurs

Tel-32 3 89092 11

Fax +32 3 889 65 32

Bepcis:01
Hara:07 rpyaas 2017

JAEKJTAPANIA BUPOBHUKA

JaHuii JOKYMEHT € TpUHHATHUM MIOJ0 BCiX MEIMYHUX IIpemnapaTiB, sKi
OPOXOASTH YCiI €eTany BHUIOTOBJICHHS (BUIOTOBJICHHS, IAKyBaHHS, KOHTPOJb
SIKOCTI, BUITyCK cepii) Ha 3aBoai Ildaiizep Menrodexuypunr Bensris HB (Pfizer
Manufacturing Belgium NV).

[aiizep Menrodekaypunr Bensrist HB(Pfizer Minufacturing Rlgium NV),
Peiixcser 12, 2870 Ilyypc, benbrisa

Homep ainensii:
277H (nikapceKi 3aco0M 1L JIFOICH)
277V (BerepuHapHi JIIKAPCHKI 3aC00M)

Cepruadikar Hase:xkHol BEPpoOHII0i npakTuku (GMP):

Jlikapchbki 3acobu s mone

BE/GMP/2017/001 (acentudHi 3aco0u, BUAyBaHHsi-(pacyBaHHsI-3allalOBaHHA,
iHTEepdeic, operaa 1, openna 2)

BE/GMP/2016/082 (BakuuHa — BiAMoBiIHUNA poaykKT, [Ipesenap 13V)
BE/GMP/2015/077 (BumyBaHHsA-(bacyBaHHsA-3amaroBaHHs, cepa mii — Kcanaras,
KcairakoMm, Makyren, Jleno-IIposepa).

BE/GMP/2015/142 (BTOprHHE ITaKyBaHHA, KOHTPOJIb IKOCTI TECTYBaHHS)

BerepuHapHi Jdikapceki 3acobou

BE/GMP/2017/002 (acenrruuni 3acobu, inTepdeiic, openna 1, openna 2)
BE/GMP/2015/143 (BTOpuHHE ITaKyBaHHS], KOHTPOJIb SKOCTI TECTYBaHH)

<ITigruc>

Codi Jdenywur \ _
JIMpeKTop onepamiiHoOro BiiIIy 3 KOHTPOJIIO SKOCTI N~



Cepradirar BiagnosiamocTi
Hexaapanis sapobanEa

TKPAH3EP MEHIO®EKIYPHHT BEALITSA HB Crop. 434
PEHKCBEI'12
B-2870 IIYYPC (BEABITS)
TEA. +32 (0)3 890.92.11
®AKC+32 (0)3 889.65.32

HiMerpuxc®, IOPOMIOK Ta PO3YHHHHK JAA POITHHY Hiad iH'ekmiil, mo 1 daaxony 3 mopormxzom (1
71038) B KOMIIAEKTI 3 po39nHHEEOM (0,5 MA) ¥ nonepefHR0 HANIOBHEHOMY IIMPHIT (MEHIHNOKOKOBa
rpyna ACWY-TT, BakiuHa KOH'IOroBaHa )

Cepin Ne: DNO609 Oara apyky ceprmudivary: 07-2020
Kop npopyxry:  FOOD037968

JAara supobHuyrsa: 01-2020
TepmiH npuagatHocri: 01-2024 Cneumdikauia: PS678001002EU

CEPTUOPIKAT AKOCTI

MICLIE BUPOBHWLITBA/KOHTPOAIO AKOCTI:
AWB.ASKA3PaLio BUpobHUKHA

Ne JILEH3II: AMB_AEKNAPaLiio BUPOGHMKA
Ne GMP CEPT. ABO HOMEP B EudraGMP: guB.aeknapauiio BUpo6HMKa

Cwna aii/AKTHBHICTb

MicnA po3YMHreHHA NOPOWKY 3 PO3YMHHKMKOM 1 no3a (0,5 mna) micTTb
5 mKr NMonicaxapua Neisseria meningitidis ceporpynm A(1)

5 mkr NMonicaxapua Neisseria meningitidis ceporpynm C{1)

5 mkr Monicaxapua Neisseria meningitidis ceporpynn W-1351 (1)

5 mkr Monicaxapua Neisseria meningitidis ceporpynm Y(1)

(1) xow'roroearmit 3 HiNKOM-HOCIEM NPaBLEBOIO AHATOKCUHY.

LiMm 33CBiguYI0, WO BULLE333HAYEHWIT NPOSYKT, BKAIOYaouK Adl, Gyno BUroToBAEHO Ta NPOTECTOBaHO BignosigHo o npoueayp

Bupo6HULTEA, CTaHAAPTIB TECTYBAaHHA Ta yMoB HBI. Bi Bignoeigae cneumdikauji Ta moxe Gymv BunyweHWMm B o6ir nig BMmoramu
niuewsii EU/1/12/767/001-007.

Lie Takom 3acBiguye, y BignosigHux BMNaaKax, wo yci MaTepiany, OTPUMAHI 3 MyHHMX TBApWH (KOPiB, OBeLb, Ki3), AKi
BUKOPUCTORYIOTBCA ANA BUIOTOBAEHHA Ta/a60 NPUroTYBaHHA AiKapCHKOT GOPMM 333Ha4YEHOT BULLE CepiifHOT NpoayKul, BiANOBIpA0TL
suasisxkam Jupextuen EMA/410/01 i npoiwan nepesipiy Ha BiaNoBigHICTL Bumoram «puMiTHK 40 KEpIBHULTBA 3 MiHIMiZaLT
pu3nKy nepeaaqi 36yaHukis ryduaToi eHuedanonarii TBApWH 3 NiKAPCEKUMK 3acobamun» KOMITETY 3 NUTaHb Nikapcbkmx 3acobis
3riAHO 3 Npoueaypolo ceprudikauii eBponeicbkol papmaxonel.

Bci aji GynM BMKOHaHI yNOBHOBAXXEHMMM NP3LIBHMKaMK Nif KEPIBHWLITEOM YNOBHOBaMeHO1 0cobn.

Enm\powme Xepoen Maprens BigsiTea npo wac sunycEy cepil: 19 tpasaa 2020 09:31:30
Bi puepy: 19 1p 2020 09:31:27
il P o aK icrs Ta Gye P mmmmﬁ&mecymmwpo&amtummmmmnwwmw 4

opramie, PosnoBciofxennd Ta nNepeaada TpeTiM cropoHanm Gys nossoay saGoporemo. N
Mo



printed 07/01/2020 at 11:08
0\QC COA MODELE\WPPROUVE\Pfizer\COA _Pfizer_NaCl_0,9%_STB-123156_MIC_ver 03.xls

Certificate of Analysis - MICROBIOLOGY STB-QC-0053-F1 Numeéro de version:
Catalent”” Date do mise en applicalion: . Page 10f 1
11-Jun-13
Product description: NaCl 0.8% 0,7 ml PRTC syr.
Article Nr: STB-123156 AMBR Reference: Plizer_NaCl_0,9%_0,7m|_ANA_03
Batch Nr: ADO2A083A

Test by membrane filtration

Beginning of the incubation Date and lime 10DEC19 13.40 CONIrORM
End of the incubation Dale and lime 26DEC1907:15 CONFORM
Incubation time (number of days) Al least 15 days 16 days CONFORM
Sterility test FTM (30-35°C) Absence of growth PASS CONFORM
Sterility test TSB (20-25°C) Absence of growih PASS CONFORM
OTHE| STS
|Endotoxin content Not more than 0.25 IU/ml < 0,03 IWml CONFORM
Comments:
REC:150907
“lor supplementary 1681, ndhcato tha (350N and 7 Of the number of Ifereenton o s fiod
@Nm conform < - Conform /"Net conform
Propared by QC Reviow QA Approval
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Ceprrdirar amaaizy

NPAR3EP MEHIOGEKYYPHHT BEEABITS HB
PEMKCBET 12 Crop. 334
B-2870 ITYYPC (BEABITH)

TEA. +32 (0)3 890.92.11
BAKC+32 (0)3 889.65.32

HiMenpurc®, NIOPOIIOK TA POIIHHHUK A DOIYHHY Jad iH'ekiif, mo 1 ¢daakony 3 mopormmom (1
[1038) B KOMIIACKTI 3 po34HHHEKOM (0,5 MA) ¥ monepefHL0 HAMOBHEHOMY IIMPHIL (MEHIHNOKOKOBa
rpyna ACWY-TT, BakitiHa KOH'IONOBaHA )

Cepin Ne: DNO609 Bara gpywy ceprmdinary: 07-2020
Kop npoayxry:  FOO0037968

Nara eupobHuurea: 01-2020
Tepmin npupaarHocri: 01-2024 Cneuyndixayia: P5678001002EU

JaHum 3acBiguyio, Wo HaseaeHa suwe iHgop jia € ayTe 1010 T2 AOCTOBIPHOI. Lis napria npogykry 6yna suraroBneHa
(exmoqaoMK CTAAI NaKyBaHHA/MapPKYBAIHHA) 3 NPOBEAEHHAM KOHTPOIO AKOCTI HA BULLE3raAaHOMY BUPOGHULITBI B NOBHIK
signosigHocti g0 sumor HBI micueaunx perynaTopHux OpraHis 1a is cneuyudikauismu, 3apeecTposaHumm 8 KpaiHi NpyU3HaueHHnA.
TexHONOFiYHWIA NPOoLIEC, NPOLEC YNIAKOBKM Ta AOKYMEHTALIA 3 TECTYBaHHA GynM BUBYEHI Ta BUIHAHI TAKMMM, 1O BiANOBiAaI0TL HBIN.

KombiHauwii Homepie cepii, Koay NPoAayKTy, Haseu cneurdikauii Ta aatu cepTudikaTy aHanisy € sreHepoOBaHWMMK Ta PO3TNASAIOTLCA AK
E€AMHMA Homep cepTudikaTy aHanisy.

Poawmip cepil: 29926 ym.
Cepis ADO2A083A
POTTHHHHER
Peccrpargitamit momep: UA/16901/01/01

¥xpaina - UA

Bci i 6ynu BUKOHAHI YNOBHOBAMEHWMM NPALIBHHKAM K Nig KEPIBHULITBOM YNOBHOBAMEHOT OCOOH.

Eaexrponsmi mmmac: Xepoen Maprens BimuiTra mpo 9ac Bunycky cepil: 19 rpasas 2020 09:31:30
Bimuirea cepeepy: 19 1p 2020 09:31:27
RO K icTs T8 OyR momwi&mmmm ¥ Ta Op per

POSIORCIOIORCHIN TR NCPCAATA TPCTIM CTOP Gy3 Y 3060p




Ceprrdirar amaasiszy

MPAR3EP MEHIO®EKIYPHHT EEALITH HB
PEUKCBET 12 Crop. 234
B-2870 IIYYPC (BEABITS)

TEA. +32 (0)3 890.92.11
PAKC+32 (0)3 889.65.32

HiMenpurc®, IOPOMIOK TA POITHHHHK Ad DOITHHY Had iH'erIiif, mo 1 daaroHy 3 mopormxomM (1
7038) B KOMIIACKTI 3 po3anHHEEEOM (0,5 MA) ¥ monepee0 HAIOBHEHOMY IIIPHLY (MEHIHTOKOKOBA
rpyna ACWY-TT, BaxiimHa KoH'1oroBaHa )

Cepin No: DNO609
Kop npoaykry:  FOO0037968

Aara eupobuuyrsa: 01-2020
Tepmin npupaartHocri: 01-2024

Bara gpyky ceprudivary: 07-2020

Cneupdixauja: P5678001002EU

Tecr MeTop Pesynbrar  OpguHMui Donycmmmi mexi

Bmict nonicaxapuay PSY He mexHwe Hix 80 % Big 3asBAEHOrO
meTogom Y-BEPX 93 %

CrepunsHicTe Bignosigae BipcymicTs pocty

(FTM npu 30-35C) meTogom BMMOFaM

membpaHHol $inbTpauii Tecry

CrepunbHicTs sianosigae BigcymHicrb pocTy

(TSB npu 20-25C) meTogom BIMOIAM

membpaHHoi $insTpauii Tecty

CrepuneHicTe signosigae BigcymicTs pocTy

(FTM npw 30-35C) meTogom BHMOram

membpanHol $inbTpaui Tecry

CrepuneHicte Bignosigae PacyTHicTs pacty

(TSB npu 20-25C) meToaom BMAAOEAM

membpanHol dinbTpauii Tecry

3aranpHuii BMICT nonicaxapuaie He mexHwe Hixk 80 % Big
PSC-PSW-PSY merogom Y-BEPX 109 9% 3aABNEHOIO

BmicT Bogu He Ginbwe Hixk 3,0 %

3a meTogom Kapna Piwepa 0,5 %

Cepian AMECA100A

Ta GyR CTROpERHH iAs oneparTifl GisHeCy TA AR NEp pobi Ta op per P P
P ™ niep TpeTiM cTOp Gy y 3aii




TIEPJKJIIKCITY )KBA
TIEP)KABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM
Y JTHIIPOIIETPOBCBHKINA OBJIACTI

m. JIinpo, m.Co6opHa,4, k. 601-605, 49027, . 0-56-740-21-870-56-740-21-86
E-mail: dpl@dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
Npo BiAMOBIAHICTH MeIHYHOr0 iMyHO0I0IOTIYHOr0 NpenapaTy BUMOram
Aep:KABHUX | MIZKHAPOJAHUX CTAHAAPTIB

07.09.2020 Ne 44961/20/04

HIMEHPHKC®

(naitmMenysanua MIBIT 3riaxo 3 peectpatifiHuM NocBiaYEHHAM)
NOPOIIOK TA PO3YMHHHUK VIS PO3UMHY /AIsl iH eKuiii, 1 xo3a y duakoni; mo 1 paaxony 3
nopomkom (1 1032) B KomiexTi 3 pozunHHuKoM (0,5 mut) y nonepeaHb0 HANOBHEHOMY
MNPHUILE TA IBOMA FOJKAMH 3aNAKOBYIOTh y 6J1icTep Ta BKIAAAIOTH Y KAPTOHHY KOpoOKY

((hopma BUnycKy, Ao3yBaHHs, Bui nakysanus MIBIT)

Howmep peecrpauiitioro nocsimuesns UA/16901/01/01 ctpok aii peectpauifttoro nocsimuenns 15.08.2023

Cepia MIBIT Ne DN0609 Kinskicts 432
BupotHunx Idaitzep Merogexuypunr beasris H.B., Benpris
(maiimenysanns BupobHuka MIBII, kpaiHa noXoKeHHs)
Bucuosok BraaHo TorsapucTso 3 00MesxeHoo BianosinanbuictTio ""Benra JITA", inent.
kon: 21947206

(HaliMenyBanHs Ta ko 3a €JIPTIOY opuauuHoi ocobu abo npizsuue,
iM’5, no Gatskoi (iznuHoOl ocoOM — miAMpHEMLS, Ti Miclie NPOXKHBAHHA Ta PEECTpaLlifHHA HoMep
o6nikoBol kapTku niaTHUKa nogarkis abo cepis Ta HOMep nacnopra®)

TpoTtokon Bizyansnoro koutpomio sia 02.09.2020 Ne 03-01/2645/1.
JlaGoparopuwuii aHanis sxocti MIBIT snificHenuit:

JlaGopatopis 3 KorTpomo skocti MIBIT II1 "depxaBuui excnepTHuit nentp Minicrepersa
0XopoHH 3710poB's Ykpainu" (Bys1. M. Amocosa, 9, M. Kuis)

Bucnopok monao axocti MIBIT, sunanuit naGoparopiero sin 21.07.2020 Ne 49/1118

Pesynptati naGopartopHoro awWanizy skocti MIBIT 3a mnepeBipennmy mokasHukamu cneumikauii - axocti
BiNMOBINATHBUMOraM METOMIB KOHTPOJIKO SKOCTI.

3a pe3ynbTaTaMM AEPXaBHOTO KOHTPONIO BCTaHOBNeHO, mio MIBII BIANOBIIa€ BuMoram 3aKOHONABCTBA MIOMO
zaGe3neveHHs AKOCTI NikapchbkuX 3acolis.

(BianopizaioTe/He BiA : HeoOXijiHe 3a3HaUNTH) e
!*unMHA¢ ol 2 3

‘*'g]; APOBChy, oo
f@” o E’ﬁi{’a%

B.o.Hauan KOH 3 e %

JKapChK 0 3a  Ohis OBAAPEHKO
il DL . \

HAPKOTHK AGiAIRaTIeE Ki#t OEH] I

obnacti

(nocanosa

Kapina BumnsikoBa 745 23 86



IEPXJIIKCIIYXBA
IEPKABHA CJIYKBA 3 JIKAPCbKHMX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y THIITPONETPOBCHKII OBJIACTI

M. Tainpo, mn.Co6opHa,4, k. 601-605, 49027, T. 0-56-740-21-870-56-740-21-86
E-mail: dpl@dls.gov.ua, Koa €JIPTIOY 37070665

BHUCHOBOK
npo BiAMOBiAHICTH MeAHYHOTO iMyHOGi0IOri4HOro NpenaparTy BHMOram
JepXaBHHUX i MDKHAPOJHHX CTAHAAPTIB

25.08.2023 Ne 42763/23/0411
HIMEHPUKC®

(nalfiveHypaamsa MIBII srinHo 3 peecrpauiinum MOCBiIMEHHAM)
IOPOImIOK TA POUMHHAK I POIUMHY AJIA iH €KILiM, 1 no3a y ¢paaxoni; o 1 gpaaxony 3
nopomxom (1 103a) B koMILIeKTi 3 po3aunanKoM (0,5 MJI) Y IoIepeHbO HAOBHEHOMY
IINPHI T2 ABOMA FOJIKAaMH 3aIAKOBYWTD y 0/1icTep Ta BKJIALAKTD Y KAPTOHHY KOpOOKY

(dpopma BunycKy, 103yBaHHA, BHI nakysaxHs MIBIT)

Homep peectpaittroro noceimuenrs UA/16901/01/01 crpox aif peecTpanifinoro nocsirienHa 15.08.2024

Cepis MIBIT Ne GR2708 Kinexicts 720
Bupo6HuK [daiizep Memodexaypunr benbria H.B., Beapris
(uaiimenyBsaHHs BupoGHuka MIBIL, kpaiHa TIOXOIKCHHA )
BricHOBOK BHAAHO ToBapuCTBO 3 00MeEKEHOKO pigmosinaaenicTio "baJAM", iaent. xon:
31816235

(naliMenysaHHs Ta koA 32 €JIPTIOY roprauusoi ocoGH abo npisBuiLe,
iM’s, mo GarnkoBi disHuHOT 0co6H — MiATIPHEMIL, 1T MiCUe NpOXUBAHHES Ta peecTpauiitauit Homep
06/1ik0oBOT KapTKH MUIATHHKA NoJaTkiB abo cepis Ta Homep nacriopra*)

ITpoTokon BisyanbHoro kontpomo six 24.08.2023 Ne 07-01/2428/1.

Pesyneraru naGoparopHoro auanisy saxocti MIBIT 3a repeBipeHMMH TNOKa3HMKaMH cneundixamii  AKoCTi
BiANOBiNAa0THBHMOraM METO/IIB KOHTPOJIO AKOCTI.

3a pe3yabTaTaMH JEPHABHOrO KOHTPOIO BCTAHOBIEHO, WIO MIBII BigmoBigac¢ sumoram 3aKoHOAABCTBA IUOAC
3a6e3neueHHa AKOCTI TiKapChKHX 3acofiB.
(BiAMOBIRAIOTE/HE BiANOB BAIOTH, HEOGXiNHE 3a3HAUNTH)

Haganeuuk JepkaBHOI ciTyk0u 3
mikapchKUX 3ac00iB Ta KOHTPOJIO 32 HOnis OBYAPEHKO

HAPKOTHKaMH Y JHINpONeTPOBChKIH.
(ninny (iniujany Ta mpi3pume}

obnacti 4 * o5
.r?'r )

a5\l

Bumnskosa Kapina  +38(06§48

(nocanora ocoba opraHy Jep

MIL



TMepexaad

Cepradirar amanrisy

@ Pﬁzer

MPANRSEP MEHIOGERMYPHHT EEALTT HB
PEAKCBEL 12
B-2870 II¥YPC (BEABIT)
TEA. +32 (0)3 890.92.11
GAKC+32 (03 589.65.32

Crop. 134

HiMeEpHKC®, HOPOLIOK, T4 POUWHHHNK oS POITHHY AAf iH'exuill, mo 1 dhaargony 3 mopourkom {1
/038) B KOMOACKTE 8 posyaHEHEOM (0,5 Ma) ¥ DONepeARED HAMOBHEHOMY MnpHl (MeHiNTOROKOBR

rpyna ACWY-TT, BaKIWHA KOH'IOrOBAHA | Té& ABOMA FOAKAMHE IATAKOBAHUME y DaicTep 18

ERAAJIEHHMH ¥ KEAPTOHHY KOOy
Cepia Neo: GRZYOB
Kon npogywry:  FOUOO37968

Oara aupofiHuerea: 01-2022
Tepmld npuaaTHocTl: 01-2025

Aara apywy cepridlinary: 01-2023

Cneuublkeuta: PS675001002E0

Tett Merag, Peayavray  Oauknu Bomycriml manl
anue Blanoelaae Blna meca afio nopowos. Micaa
BHMOIEM BlAHORNEHHA POSYHMHHUKOM: NPC30pa T8
oLty Geabapana plokHa
BaKrepianbtl eHADTOHCUHK Ha Blabur #ix 10,00 MO/aoa
XPOMOTEHHWM HHETHYHUM 2.50 MO/ Roaa
MeToADM
lgeHTudlkauln PSA-TT memoaom MoaKUTHEHD Mo3kmeHo
1DA
IgeHTwdinauin PSC-TT meTogom ) Noakruere TooHTHEHO
DA
Ilanenmwdirauin PSW-TT metogom MNoautnaxo RoaumHBHO
DA
taettudinaufa PSY-TT maramgom MNoauTHaHas foauTHBEHO
A
Posnagln monesyn 3a poamipom
ElenA-TT He meHus K 60% ao gexcvpada MW 0,8
L MfZa
enC-TT He mesi Hix 75% Ao Aexcipana MW 0,8
WenW-TT He merur Hin 60% 40 Aexcrpana MW 0,8
72 % Mz
4MenY-TT He merur nint 75% Ao fekcrparta MW 0,8
METOAOM BUCORORDERTHAKOT 83 Mia
planntol spomarorpadli-IbA
{HPLC)
pH 67 &3-7.3
Bamicr nonlcaxapugy PSA He medtre Hin 80 % lg zarsneHoro
metogom orriaHot emiclinal
enaapockonli a [HAYKTHBHOD 102 %
IF'AITHON MNAIABIO
Bmicr noalcaxapuay PSC He meHwe i 70 % 8l 3aAeneroro
meToaom IPA a2 %
Bmicr noalcaxapnay PSW He meHie Hhw 80 % oln aaaenaHoro
meTaanm YEPX 95 %
) Evm A ﬂw Rl Lol el

-mnmﬁwwmﬂummm“mm



Ceprudirar anaaizy

MBANRZEP MEHIQGEKTYFAHT EEALCH HB
PEJECBET 12 Crop. 2a 4
P zer B-2870 TY¥PC (EEABTIST)

‘TEA. +32 [0)3 890.92.11
SAKC+IZ (0)3 889.66.32

Himeupure®, TODOIIOK T4 POSMUHHNK JAS POSTHHY AAf iw'ermiil, mo 1 daaxony 3 nopommzom (1
A0da) B KOMOACET] 3 POIYHHEHEOM (0,5 M) ¥ DonepeIHEC BATIOBHEeHOMY Inpany (MeHiRToKoKOBS,
rpyua ACWY-TT, pawimHa KOH'IOTrOBAHA | Ta ABOMA NOARRMU 3AIAROBAHIME ¥ Baicrep Ta
BRAAKEHHMH ¥ KAPTOHHY Kopoby

Cepin N¢; GR2708 Bara Apyry cepmwdlkary: 01-2023

Koa npogyiry:  FOOD037968

fara supoSiuyrea: 01-2022

TepmiH npraatHoet; 01-2026 Creyndinayir: PS678001002EU

Teer Merog, Poaynbrar  Cauimul Aonyermml mesd
Bmicr nonicaxapuay PSY He merure Hine BO 55 Big, 3ananennro
mordnom Y-BEFX 92 %

Crepuakticrs mignosiaas BlacyTricTa pocty
{FTM npw 30-35C) meTopom eUMOraN

membpanHol diacTpauli TecTy

CrepuabHicTs nlanoainae BiacyrHlcrb pocty
{T5B npu 20-25C) meToanm -

membpariol dlnsTpauyl TecTy

Crepunskicre eignogigae ElpcyTHicTb pacTy
{FTM npu 30-35C) meTanom BMMAram

membpantal flasrpauli Tecry

CrepuaLHicTs slanoalnae BlacyTHleTh poety
{758 npx 20-25C} MeTopom HMOran

meMBparHoT dlasTpauT Tecty

Sarnervid amier nonlcaxaprafs He meHite nh# 80 % alg
PSC-PSW-PSY MeToaom ¥-BEPX 108 % 3aRBABHATG

Bilcr eagtn He Blabitie Hix 3,0 %
a3 metogom Kapna dluepa 03 %

Cepia AMECA127D

Ta Byn TEpauIR Ginecy Ta mAR T T Op Cprauk




Cepradirar amaaisy

NOARBED MEHIOMEEIYPUHE EEARTT HB

PEAKCBED 12 4
@ Pﬁzer B-2670 ITYYFC (BEALTT) Crop. 32
TEA, +32 (D)3 890.92.11

GAKC+32 [0)3 899.65.32

Himenpuxc®, nopolIoR Ta posuMHEHK Iad POSIREY MA2 ig'exmilt, mo 1 asromy 3 noponmeoMm (1
Ao3a) B KOMITACKT] 3 POSTHEHEKOM (0,5 MA) ¥ DODEPEAREO HATOBHEHOMY MIpHLY (MeHiETOKOKOBA
rpyne ACWY-TT, BaxnuHa KOR'IOTOBAMHA | T4 ABOMS MOAKEMH SATAKOBAHHMH ¥ Galcrep Ta
BKABJICHHEMHA ¥ KEPTORHY KOpobKy

Capln Ne: GR2708 Bata apyiy cepadilkary: 01-2033

Hoa npoayerys  FON0037968

Bara anpofnuurea: 01-2022
Tepmy npugatHoer; 03-2026 Crewdirara;: PSE78001002EL

’

JaHKM sacelguyto, IO HasegeHa srite tHpopmawa € ayTesTHuHED Ta aocrarlpHos. La naprla npoayiry Gyna aumyoaneha
{Bratouaiouy cranll naKyBaHHAMEDKYSaHHA} 8 APOBEJEHHAM KOHIPOMK ARCCT HA BHILEIraAAHOMY BKPASHHUTE] B noBHI
algnoslaxoctt Ao sumor HEN micueanx peryARTOPHHX opranie Ta is cnetwdikacAmy, 3apescipasaHmH B KpalHl NpHSHAYeHHA.
Texanoriunki NpoLe, NPOLEC YWISHOBKY T3 AOKYMEHTAUE 3 TecTyaarHA Gy BHaveH! Ta BMaHaHI TakuiK, wo elonaslgaTs
HBM.

Kombitawl Homepls cepll, koay npagyiry, Hasey eneuudlkawii ta naTi cepTHGIKaTy aHANIZY & IreKBAOBANMMI Ta POIFARGRKTEEA
AK EAMHHI HoMep cepTudinaty aHanlsy,

Poauip cepil: 9971 yr. i
. Ceple pormrEmmn: ADOZALIS1A “ z LI
. Hara BHpOSHHITBA pOTAHEKD: 0B8-2021
Tepuin npsramsocT] pormaHemARa: 07-2026
Peccrpaniitusit Hauep: UAS 16901701 /01
Yupalin - UA

Bel AT Gyny eukouar] ynoBHORAKEHHMY NpaLIBHHKAMW Hig KepiBHHUTBaM YNCaHOaaMeHET Beabi,

Easerpods triamnc: T Bepuyeien Bixuiren npo ¥ac BHIOyCEy copli: 03 clung 2023 1340003
Himpdria cepeepy: 03 ciyna 2023 13:39:50




Ceprudirar sianorianocti
HAeraapania eupoGrARa

@})ﬁzer GARSEP MEHIOGEKIYPHHT BEARTH HE Crop, 434
PRHKCBETM2
B-2870 IIYYPC (BEALIE)

TEA. +32 {0)d B90.92.11
SAKC+2 {0)3 H89.66.32

Himerpuxe®, HOPOIIOK Ta POIIHHAAK AT POSTRHY Xaf im'exnilt, mo 1 duaaxony s mopommos (1
Hozd) B KoMaekTi 3 posTHAEHKOM (0,5 MA) ¥ Ronepeieg HalloBHeHoMY IMOpHI (MeRIETOKOKORA
rpyna ACWY-TT, Baxi{HA KOH'IOFOBEHA ) T4 ABOMA FOAKAMY 3aTlaxopammun y GalcTep Ta

Cepla Ne: GR2708 fata apyry cepmadikary: 01-2023
Ko npoayury:  FODO037968

Aara expobuuurea: 01-2022
Tepmib npwoatHocti: 01-2026 Caeundlraula: PSETSCOLT02EY

CEPTUDIKAT AKOCTI

MICLLE BUPOUBHULITBA/KCHTPOMIO AROCTI:

Awe aexnapawfio BMpobHKEa

Ne AILEH3I: AMB.AERpatiio BLpoGHURA

Mo GMP CEPT. ABD HOMEP B EudraGMP: avs.ARKAapalio BUPOSHHKA

Cuna giifAnrHasicTs

Mienn PEIYHHIEHHA NDPOLWKY 3 POIUMHHMKOM 1 A05a (0,5 ma) miciTe
5 mur Nonlcaxapins, Nefsseria meningitidis ceporpymit A1)

5 mir Nonlcaxapwg Nalsserla meningitidls ceporpymn C{1)

5 wmnr Nanlcaxapun, Nelsseria maningfifdls caporpyms W-1351 {1)

5 mir Monlcaxapia Nelsseria meningitidis cepacpyny Y{1)

{1} won'torcaaHui 3 GlaHom-Hotlem NPaBUEROID AHATORCHHY.

Lum 3acelauyio, Lo exiiesasHadeHml npoaysr, snodaoyu ADI, Byna exroroaneHo Ta nporecroaato alanoelgHo Ao nponeayp
oupoBHKLTEA, cTaHeApT]a TaLTYEAHHA T3 yMoB HBI. BiH slanoslage cneuwdiraull Ta mowe Syt ennyuesvm B obir nig sumoramu
Atuesali EU/1/12/767/001-007,

Lia Tarow aRcBIRHYS, ¥ BLRNGRILHMX BHMaAKIX, Wa yel martepiand, orpumadl 2 xoyfinux TaapuH {reple, osels, wia), and
BUKIPUCTOBYIOTLCR 0,14 BHIGTORAGHHA Ta /860 npHroTyeaHHa Alkapcokol HupmMy 2aanadeHct anwe ceplfnal npomynul,
algaoalganTe axaslanam Jupenten EMAS410/01 | npoiiwan nepealphy He ElanosigHlicTs Bumoram alpuming 40 KepleHHUTEE 2
minimlzaufl pravky nepegaql aGyaHuiis rySuatal eHuedanonaTl TEApUH 8 AlKEPCLRAMI Jacoiamus KomiTary 3 numaHb AlKapcomx
sacobls aiauo 3 npoueaypok ceprmdikalf esponeickrol dapmaroner.

Bel AT GynM BMHOHAK] YNOBHOBAWERKMN patBHuRaMK Al keplenMureom ¥YnosHosameHo! ocobis.

Excrrp it nij Tang Bepty Binulraa npo wat Banycxy cepll: 03 clume 2023 13:40:03
Biguitiea eapnepy: 03 ciyen 2023 13:39:50

THanuc ¥nossonancens] ocobin Hapan IMamasnapes
17 el 2023 08:20:037-0500

Tperma: S sarsopmayo ueil goxyuent

= mancriers T2 6ya Hoan U GIaHACY T8 AAR ISR FOBF o, peryamTog
optuHin, Pusnonciemisnin Ta Tapapsa Thetid cropoHad Gy Rosnoay anfaposexo,




dipmoenii Gaank “KaraneHT Genbaudysm CA, Geabris”

HaapywoeaHo 08.09.2021 0610:09

Bepein 3.0
A Ceprwdikar akantay STB-OC-D053-F1
MikpaSlonoria JlaTa 3aseHu crop. 131
21.08.20

Npoays: watplit xnopua 0,9% no 0,7 mn vy
nonepefHEOHaNoBHEHOMY WRPHLT

apuryn: STB-123156
Cepin; ADD2A191A

AMBR nocunanHa Pfizer_NaCl_0,9%_0.7m[_ANA_05

X PyTUHHE TRCTYBAHHA JonaTkoae TecTyeaHHA*
Tecy Kpurepll npulinaTHOCTE Pesynetat BianosigHict
Ly g CrepwabHicTs 5

Metog membBpanHol dlnsTpauli

naqaToK IHkySaull AaTa ivac 25/08/2021 22:20 signoslaae
KlHelb iHySaulf Aataivac 09/09/2021 06:30 slgnoblgae
yac iHkySaLiT (-6 gHis) woHalmeHwe 15 aHls 15 gHia slanoslgae
crepunbHicrs FTM npn 30-35C ' , Blocymilcre pocty signoelaas sianosinae
crepuabHicTs TSB npu 20-25C elacytricTs pocry eignoBinae Bignoelpae

[Hw] TecTH
BMiCT eHOOTOKCHHIB He Binblwe Hix 0,25 MO/mn | meHwe 0,03 MO/ma elanoeigae

L3 - - - - -
Komenrapi
BlacyTH(

* nNA [OAATKOBOIO TECTYBAHHA BRaMITE npHuKHy Ta/abo kinexlcre nigxoafe e cexyli Komautapl

-

efanoelgHlcTe

Bianosinge/He sianosinae Bianoelaae/He elgnoslaae

niaroToeneHo MNeperasg sflanoslgHocti 3areepmKeHHA BlAAINOM AKoeT]

Aykapme Oxdynniome N.¢pymepl bHed

nlanue | nignue nignue

09/05/2021 . 10/05/2021 14/09/2021
Karanexr beabiym ;

snacyicTe KataneHT $apma conioy
He Po3noachAHYRATH Y4 Nepeaasaty Gea
®onT ceHT Aawap! 10 1120 Bpoccens nuchmoearo niATeepAKeHHs

t



dipmosuit Gaank "Katanedt Eenpimiym CA, Benbrin

HaapykoeaHo 31.08.2021 o 07:48

STB-QC-0053-F2 Bepcin 3.9
KaraneH Ceptudlkar aHanisy dlauko-
Gl ximivHi enacrueocti Jlara 3aABKu crop. 121
21.08.20

MpoaykT: HaTpill xnopua 0,9% no 0,7 Ma y

apuryn: STB-123156

Cepla: ADD2ATIIIA

AMBR nocuaaHHAa Plizer_NaCl_0,9%_0.7ml_ANA_05

Tect Kpurepll npuiiHaTHoct] PesynbraT BlanoslaHicrs
XapaKrepucTiriu
Mpoaopa Ta Geabapata piguHa,
Onuc plaveu BlatHa Big BUOWMMWX 43CTOK aignosigae elanosigae
IpeHTiediraLja
laeHTudlraula xnopuay i MOIWTMEHA noauTHeHa sianosinas
|aerTdikauia Hatpho HOSHIUEHD noanTHBHa slanosipae
TecTyRaHHA nicas Bi3YanbHOMD KOHTPOAK
', OBblem . u . Blg 0,6 M oo 6;8 ma 0,7 ma gianosigae
pH . Bia 458070 6,4 sianoelgae
YacTiu posmipom 210 MEM— He
6linbwe 6000 / wou,; sianasligas elgnosigae
HaeTitn posMIpom 2 25 MHM —
MexanluRi erAONEHHA He Glaviue 500 / KoHT.
3 HinbKicHe BHU3HaYEHHA

BmicT HaTpito xAopuay Bia 8,5 80 9,5 mr/ma 9,0 mr/mn eianoelnae

. i HKomenrap!

BlAWTH[ JUaN g e o Y =l

] signoslaticTs
; Bianoginae/He alpnosigae Binnosinae/He sianoslgae
nlaroToBNeHo . — |

« @HAATHK 3 Akoct]

nlanuc
31/08/2021

KatanenTt Bencamiym

doHT ceHT flanapi 10 1120 Bpoccens

-Neparasg rlanosfgHoct] aarsépmueuﬂs slpalnom axocr
- Lt ¥ PHeb
nignnc nignue
31/08/2021 14/09/2021,

paacHicT KataneHT dapma conomx

He posnoecBamysaTi w1 nepesasam Gea




Pl.iar Mearwfactring Belgium NV

Rijksweg 12
B-2870 Puurs
Tel+32 389092 11
Fax+32 3 889 65 32
Bepeig:05
Nara;28 xeitRe 2020
EBKJIAPALIA BUPOEHUKA

Raunii foxyMeNr € OpuiiHSTEUM MO0 BOIX MEMITUD! MpeNiapariv, Sxi TPOXOMATE yoi €TANH
BHTOTOBNCHNIA (BRTOTORVICHIY, NAKYBUEHN, KDHTPONE XKOCTI, BHNYCK ¢epif) ma sasofi Nijadizep
Meanodexuypmir Bensriz HB (Bfizer Manufacturing Belgium NV).

Tipatisep Memophexaypomr Bemsria HB(Pfizer Manufacturing Belgium NV),
Pefixcner 12, 2870 Ilyype, Bensrix.

Homcp rigemail:
277H (nixaperxi aacobm mres moxet)
227V (uerepunapui nixapersd 3acofn)

Cepnithixar ranexrol BHpoGHIIoT npaxTrrn (GMP):

Jicapeskl 32co6H aae mopeii

BEIGMP/2017/001 acemrwuwa soka Ilimair (30HM namomscws BoenTuuHMX sacabis, MopHatiNEEa
Cymxa, inrepdeiic, opertns 1, opeupa 2)

BE/GMP/2020/009 acentirna sora Ilinzeur (Jeamysammd, Gopypamss, SoHa MmpHis, BAyBasis-
HANORRCHEA~3aNAIOBARHE)

BE/GMP/2016/082: OGranuarus xng saxmes, (S2F2) 3oha

BE/GMP/2017/095: Focus Area ~ Joma kapTpHais

BE/GMP/2018/074: Bropsmme raxysawns, cxaan (Petikcaer 20)

BE/GMP/2013A71 : TecTyBase KORTPORIO SKOCT], IpHMITERHY

Berepamapni nikapebxi sacoly .

BBMM?&OI?M: acermaIna 308 Iineiv (3000 HANORRCHAR BeeIrmiTamy 320081, MOpITILHE
cyura, inrepdeiic, opemna 1, openna 2)

BE/GMP/2020/010: aventsiiia soka Iintens (seaxyneamny, Gopscyrasns, sone mmpumin, sRayees-
wanosRcERs-3anaopaBR) BE/GMP/2017/096: Focus Area

BE/GMP/2018/075: Bropumne makynanma, cinan (Peitkener 20)

BE/GMP/2018/072; TecTysaRRs KONTPOITO $X0cTl, TpHMinenns

Codi Henylx '
HArepegrop onepaudiisroro sixainy 3 KouTpOmO AXOCT .
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