Nepexaarn

_ Ceprudirar anaaizy
.E% NPARIEP MEHIOGEKIYPHHE GEALIIS HB

‘ W}Q Pﬁzer PEVKCBET 12 Crop. 134

2870 [TYYPC (BEALTIA)
TEA. +32 {0)3 890.92.11
SAKC+I2 [0)3 §89.65.32

Himenprkc®, Mopowok Ta pOSYMHHME AAH POIYHHY Aan iH'exdifl, Mo 1 daaxony 3 mopouxom {1
[03a) B KOMIAEKT! 3 PO3YHHHHKOM (0,5 MA} ¥ DOMEpeatL0 HANIOBHEHOMY INPHLI {MEHIHIOKOKGBE,
rpyma ACWY-TT, pakiiHa KOH'IOTOBAHA | TA JIBOMA TOAKAMH 3ANAKOBAHMME y Gaicrep Ta
BKAGMIEHHMH ¥ KAPTOHHY KOPOGKY

Cepia Ne: HL7056 Hata apyKy ceptudiikary: 11-2023

Kop npogyrty:  FOD0037968

Aata Bupobrunurea: 05-2023

TepmiH npuaatHocTi: 05-2027 Cneyndixauin: P5679001001EU

Tecr MeTtoga Peaynerat QamHuLi Aonyctumi mend

Cnuc Bignosigas Bina maca abo nopowor. Nicas
BUMOTam BIAHOBAEHHA POZYMHHMKDM: MPO30Da Ta
TECTY GezbapeHz piana

SaxTepianbHi BHOOTORCHHK He Giabw i 10,00 MO/ ao3a

XPOMOTEHHUM KIHETHYHKM <0,10 MO/ ao2a

METOZOM

lgeuthdirauia PSA-TT metoaom TI03MTHBHO MNoautueno

IGA

lpeuTidikayia PSC-TT metogom MO3HTHEHO No3UTHBHO

DA

laeHThdikauia PSW-TT meToaom MNo3MTHEHD NozuTMBHO

IBA

laeHTndikayis PSY-TT metoaom MNoauTnano No3uTusHO

b

Peanoaia monexyn 3z poamipom

-MenA-TT He meHw wix 60% go pekctpana MW 0,8
73 ) Mia

-MenC-TT He meHw #im 75% g0 pekcTpaHa MW 0,8
87 Mfa

-MenW-TT He meHw Him 60% ao aekcTpaHa MW 0,8
75 % Mfa

-BMenY-TT He meHwW Him 75% go gexctpana MW 0,8

METOADM BHCOKORGEKTMBHOT 87 MAa

piauHKol xpomatorpadii- (MDA

{HPLC)

pH 6.9 6,3-73

BMICT nonicaxapnay PSA He menwe nix 80 % sig 3ansnenoro

METOAGM ONTHYROT eMiCIHHOT

CNEKTROCKONI 3 IHAYKTUSHD 106 %

36'A33HOIE NAFIMCIO

BmicT nontcaxapugy PSC He menwe win 70 % aip, 3areneqoro
METeAOM [DA 109 %
Bmict nonicaxapuay PSW He meHwe Hix 80 % Big, 3aRBASHOMD
meTopom YEPX 91 %

DaRYMCHT POITARAACTHCS AR BAACHICTE T4 BYB CTROPCHINE AR QMEPAIN BIATICCy Ta IAA Tie peradLy POGITIINKE M T2 TIPCACTATERAMH PETYANTOPIGIX OpTANin
Faar, TA ref TpeTin 1 By3 1103804y 28G0ROIEHO.

bros worn2 of 260, 24




CeprrdiraT aHaaisy

- M$ARSEP MEHIOGEKYYPUHT BEALTISI HE

. % PEVKCBET 12 Crop. 234
& P ler 2870 MYYPC {BRALI)
TEA. +32 (0)3 880.92.11
BAKC+32 (0]3 889.65 33

HiMerpuxc®, NOpomoK Ta PO3UHHHKE AR POSYHHY Jas IH'eROii, no | daakoHy 3 moponmom (1
N034) B KoMNaexTi 3 pozdHHHHKOM (0,5 MA) ¥ [I0NEpeAlEo HAMOBHEHOMY LUINPHLI (MEHIHIOKOKOBa
rpyna ACWY-TT, BaxllHHA KOH'IOTORAHA ) TA ABOMA COAKAME 3AIIAKOBAHHMH ¥ Gaicrep Ta
BEAQJISHHMH Y KapTOEHY KOpolKy

Cepin Ne: HL7056 HAarea apyky ceptudinary: 11-2023

Koa npoaykry:  FOOG037968

Aata supoBruurtea: 05-2023

Tepmin npraatiocti: 05-2027 Crneyudirauin: FS679001001EU

Tecr Mevog Peaynstar  OauHuui AonycTumi meski

BmicT noslcaxapuay PSY He mexwe Hix 80 % 8ia, 3ansneHoro
metegom Y-BEPX g5 3

CrepuasHicTs Blanosigac BigcyTHicTs pocty

{FTM nipu 30-35C) meToaom BUMOTam

memGpakHal GinbTpauil Tecty

CTepuabHicTs Bignosigas BigcyTHICTb pocTy

{TSB npw 20-25C) meToa0M BUMOTam

membpanHel GiabTpauil recTy

3araneHnit BMICT noaicaxapugis He meHwe Hix 80 % sig
PSC-PSW-PSY meropcm Y-BEPX 104 o 38ABAEHOTD

BmicT Bogmn He Ginblwe Hix 3,0 %

33 MeToaom Kapna diwepa 03 %

Cepin HCB885, HD5641, HC888S

HoxyMent poIrAALACTLEA AX DAACHICTH Ta BYB CTDOPETIH a3 oNEpuUii Bislecy Ta 2aR Neperaany pABITIMIKAM Ta MEeACTHM MEMMH PEIYASTURNIN APTAHIE,
Poanonciomse s Th NEPEAAYA TRETIN cTopOnaM 633 07R0AY aaboponeyo.




Ceprudirar anaaisy

N MeAR3EP MEHICPEKYPHHT BEABTIS HB

: P - PEHKCBET 12 Crop. 334

\ Z(i‘f 2870 [IYYPC (BEABIS)
TEA. +32 (0}3 890.92.11
PAKCH+3Z (0)3 889.65.32

HiMenpuxc®, NOPOLIOK T4 DOSTHHHUK AAR POIYHHY Haf in‘exuiit, no 1 daaxony 3 nopomxom (1
03a) B XOMIAEKT] 3 posuHnEKKkoM (0,5 MA) ¥ TONEPeAHLC HANOBHENOMY IUIIPHIL (MEHIHTOKOKOBA
rpyna ACWY-TT, pakuuua KoH' ioroBaHa ) Ta ABOMA N'OAKAMH 3allaKosaHUMHK ¥ BaicTep ra
BKAAJEHHMH ¥ K&PTCHHY KOpoOKRy

Cepia No: HL7056 Nata apyky ceptrdirary: 11-2023

Koa npoaykty:  FOODO37968

HAata supobrnyrea: §5-2023
Tepmin nprgarsocTi: 05-2027 Cnegrdikauia: PS679001001EL

Aannm 3acsigdyio, o HaseneHa BulLe IHHOPMALIA & BYTEHTMMHOI T2 4OCTOBIpHOH. LLA NapTiA npoayxTy ByAa BUroTogneHa
[BHAMQUEOUM CTAAIT NakyBAHHA/MBPKYBAHHA) 3 NPOBEARHHAM KOHTEONK AKOCTI Hg BUULEIragaHomy BHpoBHKLLTEI B NOBHIRA
BlANoBIAHCCT 40 Bumor HBTT micLesux PEryAATODHIX OpFadie Ta iz cnewudikaLismu, 3apeECTROBAHMMM B KpaiHi NpH3HAYEHHA.
TexnoAoriyHUi NPOLEC, APOUEC YI2KOBKK Ta AOKYMEHTALIA 3 TECTYBAHHE ByAN BUBUSHI Ta BU3HAHI TAKKMH, WO BiZNOBIARIDTL
HBMN.

KombBinauji nomepia Cepil, koAy NECAYRTY, Hasew cneyndiauii Ta gaTh cepTHdiKaTy ananiay € 3reHepoBaHkmu Ta PO3rAAABICTLCA
AK E4MHVIA HoMep cepTrdikaTy ananizy.

Poamip cepil: 27885 vit.
Cepia pounnuunra: GW1132
Hata supoGHuuyea posuninnra:  03-2023
Tepnmin npniasiocTi po3dHHEAKA: 02-2028
Peectpauiitnuit Homep: UA/16501/01/01

Yxpajra - U

Bci ail 6yA4 BHKOHZHI YIOBHOBAMEHW MM NPALLIBHHUKAMM fig HepisHWuT8cM YnosHosameHol ocabu.

Eacktponnni nignnc: Tang Aemuesrc Biamitka mpo 9ac sMIycky cepii: 22 aucronaga 2023 15:19:25
Bigyitea cepsepy: 22 amcronana 2023 15:19:19
Ilianue ¥nosiopacenol ecobu Mapi Bannpowm

Mepi Bannpest 23.11.2023 03:449:041-0500

Mptrinta: A savacpoeyso tandl nexyMemT

ARy MenT POsTARASETLCA AK PAACHICTE Ta GYN CTROPCRI AR ONepaNiil Gisliey 12 AAR NEperaATy POGITINKAMI T4 TPCACTOEIIKANMIT PETYARTOPHIX 0Prallie.
POINoRCIGIeReIniT Ta Nepeflata TRCTIM CTOPONAN By ADInoAY 3a50poNeHa,




CeptrdikaT BixnorsinxocTi
Hexaapania supodruExa

o P TIPAHIEP MEHIO®EKSYPHHT BEABLIS 1B Crop. 43 4
\ zer PERKCBET12
2870 MYYPC (BEALTI)

TEA. +32 {0)3 850.92.11
PAKC+32 (G)3 839.65.32

HiMenprHEC®, IOPOLIOK TA POIUHHEHE JAS POIYHHY AAH iH'EKUiH, Mo 1 daakony 3 mopomxom (1
nosa) B KoMnaekTi 3 posurenakom (0,5 Ma} Y HOMEpeHEO HATOBHEHOMY IITIPHL] {MEHIHTCKOKOBA,
rpyna ACWY-TT, pakliHHA KOH'IOTOBAHA ) TA ABOMA rOAKAMH 3ANIAKOBAHHMH ¥ BaicTep Ta
BRASJIEHHMH ¥ KAPTOHHY KODOOKY

Cepia Ne: HL7056 Aata apyxy cepTrdirary: 11-2023
Koa npoaykry:  FOOO037968

Aata eupoGuuyrea: 05-2023
Tepmin npupatHocTi: 05-2027 Cneundikauia: P5679001001EU

CEPTHUDIKAT AKOCT!

MICUE BUPOBHUUTBA/KOHTPOMIC SKOCTI:

AHB.AERAEPALiD BMPOGHYKA

N2 AILLEH3T; A4B.AEKNaPaviio BUPODHKMKA

Ne GMP CEPT. ABO HOMEP B EudraGMP: AnB.aeknapawilo BUpo6GHK ka

Chna ajiif AKTHBHICTS

Micna pOIYHHFEHHA NOPOWKY 3 PO34MKHMKOM 1 4033 (0,5 MA) MICTUT
5 mKr Nonicaxapup, Neisseria meningitidis ceporpynu A{1)

5 mur Nonicaxapug, Neisseria meningitidis ceporpynu C{1)

5 mur Nonicaxapug Neisseria meningitidis ceporpynu W-135 (1)

S mis Mosicaxapua, Neisseria meningitidis ceporpynu Y(1)

(1) kOH'10r0BaHKRA 3 BiAKOM-HOCIEM NPABLEBOIO 2HATOKCHHY.

Linm 2acBigHyio, WO BrILe3a3HAYeHNIA NPOAYRT, BKAIOYAI0UM AD|, ByA0 BUrOTOBASHO Ta NPOTeCTOBAHO 8ignoBigHC Ao npoueayp
BUPOBHKMUTES, CTAHAAPTIB TECTYBAHHA T2 ymos HBIM, Bik BIANCEI A3 creurdikalii Ta Mome ByTW BUNYIWLEHKM B OBIr Nig BUMOramu
Aluensii EU/3/12/767/001-007.

Ue Takok 3acsiguye, ¥ BIARCBIAHKX BUNAAKANX, WO YO MATERIANA, DTPMMANT 3 ryiHMY TBApMH {KOpiB, DBeup, Ki3), aki
BMHOPUCTOBYIOTHCA A1 BUOTOBARKHA Ta/aBo NprroTyBanHA AlkapeLKo HOpMIA 333Ha4EHOT BHILE cepilingT npoayxuii,
BiAAGBIAAI0TE BraiBram dupexTran EMA/410/01 i npoliw/iv nepesipky Ha BiAN0BIZKICTE SMMOTam «[pUMiTRM A0 KepiBHMUTBA 3
MiHIMiZaL|T puaney nepepadi 3Gy AHMIKIB ryBYaTOl eHLedanonaTi TBapyuH 3 NiKAPCLKHMH 3acoBamny KOMITETY 3 NHTaHD AIKAPCHRMX
3acobie 3rigHo 3 npoueayPolD cepTHIKALIT eBponeiice Kol Gapmaronel.

BT Aji ByAM BUKOHAHI YTIOBHOBAMEH MMM PALIBHMHKAMH T XEPTBHK TS DM Yo BHOB 2K EHDT 0coB M.

EaskTponnnit nignuc: TaAs AemucHC BiamiTka rpo yac nunycKy cepii: 22 anetonamga 2023 15:19:25
BinmiTia cepBepy: 22 apcronana 2023 15:19:19

flignuc ¥nopucsaxenoi ocodi Mapi Basapom
23 ancronaaa 2023 03:49:041-0500
Tipuumua: 5 saTRepAKYIO Ledl AOKYMEHT

Dloxtydsent posCanaacTheN MK PARCRICTE TA 6¥6 CTDOPEHMIT AT ONEPALLT GISHECY Ta Ut NEPErARIY PODITHIKANI TA TPeACTADIIAMH PEryATTOpIY
opranin. PoanoEC0eHHA T2 Iepeanta TPeTis cToporan 6ys A03n0AY 3adopontHo.




TMepexaay

Ceprudikar anaaiay

EAMSER MEHIOPEK YPHHE BEABIIS HB

PEUKCBET 12
2870 TIYYPC (BEABIIS)
TEA. +32 {0)3 890,92.11
GAKC+32 (0)3 889.65.32

Crop. 121

Haasa NpoaykTy: Boaa nas in'exnii#t, HaTpif xaopua 0,9% mo 0,7 Ma y HOTIEpEAHBOHAIICBHEHOMY

Cepin Ne: GW1132

Kog npoaysry:  FOO0026039

Aata supobHauTea: 03-2023
Tepmin npuaatHocTi: 02-2028

MITIPHIT

Hata ppywry ceprudrikaty: 11-2023

Cneundikauin: P8182001001EY

Tect MeTog PesynbTar Qamunyi HRonycrumi mei

BMiCT HETRI0 X10pKHay 8,99 Mrfmn 8,55- 9,45 mr/mn

Onuc Bianosipae Npoaopa 7a Ge3GapeHa pianHa, BinbHa Big,
BHMOTaM BUAHMAX YALTOK
TecTy

BakTepianbHi eHAOTOKCHHN <0.08 MOfmn <0.25

06€m, W0 BUTArAETbCA 0,6 Lo 8ig, 0,6 ma 0o 0,8 ma

laeHTHdikaLjis xaopuan MosuTneHo MNoznuTusHC

laerTHdbikauis HaTpiid A No3uTKBHG MNo3uTHBHO

laeuTidikauis HaTPii B No3uTMBHG No3ntusHO

BmicT 3ani3a Bignosigae <2 ppm
BUMOTaM
TecTy

pH 4,5-9,5
6.7

CTepMABHICTE Biaroeinae BiACyTHICTL pocTy
BHMOTaM
TECTY

MexaHivHi sknioueHHA 2 10MKm YacTru po3mipom = 10mKm - He Binswe
22 4acT/KoHT 6000/K0HT

MexaHiuHi BKAIOYEHHS > 25MHrM YacThu poamipom 2 25MKm - He Binbwe
0 YaCT/KOHT

600/KoHT

Jauim 3acBiRTyIe, o HABEACHA Bille iHhapMaLifa € AYTERTHHIOI T2, NocToRipHoio. L napris TIPOAYKTY GyAd BHIOTOBARHA
(BRAK9ANMH CTALIT MAKYRANHA) 3 TPOREACHHAM KOHTPOAD SKOGT HA BHOIE3raIaHoby BUPOSHHUTEI B MOBHii BIANOBILHOCTI £0 BUMOT
HBI micuesnx peryanTopHUX OPraiib Ta iz cneumdiraniamm, 3IAPECOTPOBAHMMA B KPalni npranatenns. TexHoaorivnuii nponec,
NPOUEC YIAKOBKH Ta AOKYMEHTALIA 3 TECTYBAHHA Gyan BuB4eH] TA BH3MAHL TAXUMH, W BignesiaawT, HBIL

¥Yrpaiaa - UA

Bei aji 6yast BHKORAH] YMOBHCBAKCHHNI NPALIBHHKAMY [l XEPIREIIITBOM YIOBHOREKEHOT 0COBH .

EaexTporrnit nianuc: Tam Hirepe Binmirka npo yac BHOYCKyY cepil: 13 yepans 2023 10:05:40

Binmitka ceppepy: 13 uepmna 2023 10:05:33

Tianuc Ynosropaxenol ocobu Cebacrian Jaenenc
CaBacrian [asnese 30.11.2023 02:39:026-0500

Tpirinaa: A 3aTHEPANRY 0 AaHHH ACKyMCHT

HoKyMEHT ROIRARARCTLOR AK BaacticTh T G¥D CTOOPEHNE IAR OTEPALIE GiTllecy T TAR NCPEPARTY POBITIIRAMN T4 TPLRCcTANIKAME DECYARTURHNY OPrarin.
Foamopciomsellia Ta NEpenssta TpeTis cToponian Gys 03004y 2af0pancHa.




