JEPXABHA CJTYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCEKII OBJIACTI

npos. Ceimuanoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@d!ls.gov.ua, Kog € IPTIOV 37078774

BUCHOBOK

NpO AKICTH BRE3EHOTO B Ykpainy Jdikapcsxoro 3aco0y

25.03.2024 N 12532/24/10

JATATIMH I ®OCBAT

(HHHMEH}"BHHHH nmapcmom 3aco0y 3TizHo0 3 pesctpamﬁmm nocmz[quHﬂM)
PO3uMH a1 iH'ekuid, 150 mr/mux; 1o 4 Ma 8. AMIYJ B KAPTOHHI Kopobui

{bopma BHOYCKY, RO3YBARHSA, BH TTAKYBAHHA JIIKAPCRKOFO 32c06Y)

Homep peectpaniitroro noceimuenas UA/10372/01/01 crpox nif peectparifinoro noceizuenss 01.01.2099

Cepia nixapeskoro saco6y Ne HR1634 KisBKicTh BBE3CHOTO NiKapehkoro 2acoby 256
Bupobuuk. _daiisep Memodekaypunr Bensris HB, Benpris.
(HaiiMeHyBaHHA BHPOOHIHKA JKApCLKOTO 3acofy, kpaiHa HD}{OI[H{EHHH)
Breseo 8 Vipainy CuinkHe yKpaiHCbKO-eCTOHCHKE OIIIPAEMCTBO Y (hopMi TOBAPHCTEA
3 obMexenoro BignosixaapHictio "Onrima-@apm, ITH", inent. xox:
21642228

(uatimMenybatng ta kog 3a €APIIOY ropumidHoi ocobn abo npizeume, iM's, mo 6aTekoBi GizHHOT |
0cOOH ~ NLUIPHEMI, 1T MICHE IPOXHUBAHIA Ta peecTpauiitnuii HoMep o6RiKOROT RAPTKY MIATHHKA
noZaTKiB abo cepit Ta HOMep NacnopTa)

Mporoxon Bisyansioroe Kourpomo six 25.03.2024 Ne 0577/2.

3a  pesynbTaTaMi [EPKABHOTO KOHTPOJIO BCTAHOBNEHO, [0 TIKAPCHLKMI 34ci6  BRes¢Ho B VYipainy 3
JOTPHMAHHAM BHMOT 3aK0HOJABCTBA OO 3aBe3eveHAs AKOCTI MiKapchKuX 3acobis.
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N ) ) Tlepexaam
CepTudikar anaaisy
TIOAHIEP MEHIQ®EKUYYPUHT BEABIS LB
PEHKCBEL 12 Crop. 134

2870 IIYYPC (BEABII5)
TEA.+32(0)3 890.92.11
 PAKC+32 (0)3 889.65,32

Haspa npoayxry: JAAAIIVH 11 chochar 150 Mr/MA 1% 4 Ma B aMnyaax, PO3YUH AT 1H'€KIIH
(axTHBHA peyoBMHA: KalHaaMinuny ocdart); 1o 4 MA B aMiyaAiy KapTOHHIN Kopobit

Cepia No;

-HR1634

Koa npoaykry: FOOD0D95828

[ata BupobHuurea: 08-2023.

Tepmin npugathocTi; 08-2025

Data dopmysanHa cepTudikata; 01-2024

| Tecr

Bmict bexannoBoro cnnpry

BMmicT OCHOBM KAIHAAMILMHY

Onuc

bakTepiaakHi eHAOTOKCUHK

O0’em, WO BUTAFAETLCA

BinbHMIA KATHAIMILMH

IneHTndikaia 6eHausiosoro

CNUPTY

laeHTHGIKRLIR KNiHgamiuuHy

docdary

BmicT HailQifbLIoro Hecne-
LHIUHOTO NPOAYKTY po3naay:

flinkomiuymd -2-pocdaT

Cneuudirauin: POS70001008EU
MeTopn Peaynbrtar OaunuMui  Jdonycrami mexi
TAB48S 95 mr/ma 8.1-10.4mr/mn
142.5 —157.5 mr/ma npu sunycky,
‘TAB489 154.4 Mr/MA 135.0'—157.5 mr/mn nporarom Tepminy
NpUAaTHOCTI
Bisyan. Blanosidae Npo3sopuii 6esbapBHUA po3dmnH
BUMOTram TeCTy
EBp.Papm. BlanosiAae - He binvuwe 0.58 MO/mr
BUMOram Tecty
Epp.Papm: Blanosinae | MaE BignosiaaTM BUMOram éﬁp.dia'pm;-
BUMOTaM TECTY
He 6inble 0.5% npv sunycky,
‘TAB489 <0,1 % He Binabwe 1.8% npoTtarom TepmiHy
NPMAATHOCTI
TAB4BY- NO3UTHBHO MNo3uTUBHMUIA
BEPX
TAB4SS- NO3UTUBHO FIO3UTHBHMIA'
BEPX. ' ©
He Ginble 0.1% MNPy BUNY iy,
TAB489 <01 - % He Ginvwe 0.1% npoTtarom Tepminy
NpPUAITHOCTI
He Ginbiue 1.8% npu Bunycky,
TABA89 0,1 % ‘He Binble 6.0% NpoTarom Tepmirny
-MPUAATHOCTI
€op.dapm. 31 Uaci/d. - MaE BiANOBIAATH BUMOTaM €pp.dapm.

YacTku posmipom 210 Mkm

LoKyMeHT po3raaacTscs SIK BARCHICTS Ta GyD CTBOPEHHH Aas ollepallil OiaHecy Ta Aad neperaaay pobirAnKaMu Ta NPeACTABHUKAMH

PETYAATOPHHEX OpraHis. PoalioBCIONXEHHS TA Nepeiada TPeTiM cropoHaM Bya A03R0AY 3ab0poHeni.




Ceprudikar anaaisy

@ Pﬁzer

IIPAU3EP MEHIQ®EKUYPUHT BEABIIS HB
PEMKCBET 12 Crop. 234

2870 ITYYPC (BEABI'IY)

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

Ha3zpa mpoaykry: JAAALIAH 1 docdar 150 mMr/ma 1x 4 MA B AMIIyAaX, PO3YMH OAfA 1H €Kit
(aKTHBHA PEYOBHHA: KAIHAaMinuHY octar); mo 4 MA.B.aMIyAl ¥ KApTOHHIM Kopobii

Cepina Ne: ‘HR1634

‘Kog npoaykry: FOOD099828
Jara supobHuuTea: 08-2023
Tepmin npuaaTtHocti: 08-2025

lara popmysanna ceptudikara; 01-2024

Creundikauin:  POR70001008EU

'_ TecT Meton

PeaynbTart Oanunui  Aonyctumi mewi
HacTky poamipom 225 mim Esp.®apm. 1 yact/pn.  Mace 8ignoBinaTM Bumoram Esp.dapm.
PpH 6,6 55-—7.0
He Ginbwe 0.2% npw sunycky,
Bmict PNU2T9471A -TAB489 <01 % He Ginbiue 1.2% NpoTArom TepmiHy
NPHAATHOCTI
He Ginbwe 0.1% npu sunycxy,
RRT=0.19 TAB48Y <01 %, He Ginble 0.2% npoTArom Tepminy
NPUAATHOCTI
He Binbwe 0.1% npun sunycky, |
RRT=0.21 TAB489 <01 9% He Dimbwe 0,2% npoTarom Tepminy
npyMaarHocTi
He 6inbwe 0.3% npu snnycky,
RRT =0.33 ‘"TAB489 <0.1 o He Ginbine 0.6% NpoTaArom Tepminy
npMAaTHOCTH
He Giablue 0.2% rpu Bunyckxy,
RRT=10.39 TAB489" <01 % He Binbwe 0.3% npoTarom Tepminy
NPUAETHOCT
o He Binbtue 0.4% npi BUNyCRy,
RRT = 0.50 TAB489 <01 9% He Binbwe 1,2% npoTarom TepmiHy
NpUAaTHOCTI
CrepunbHicTh Esp.PaAPM.  BIANOBIAAE TECTY ‘M@E BiANoOBigaTM BUMoram Eap.drapm.

HOKYMEHT POITAfIZEETHCS AK BAACHICTD Ta GYB cTROpEHNH nAR onepallift fiaHecy Ta QK HePErany pobiTHHKAMH Ta IPeJCTaBHHKAMH
DECYARTOPHKX Opratin. PoanoBClOAMEHHS T4 IlepeAada TpeTiM cToponam Gys ApaBeay 3aboporeHo.




| CeprHdikaT aHaAi3y

. . IPAUBEP MEHIQ®EKYYPUHIT BEABTIS HB
<§ P ' ze"‘ PEAKCBEL 12 Crop. 3 34
. " 2870 IIYYPC (BEABIIS])
“TEA. +32 {0)3 890.92.11

| DAKC+32 (0)3 889.65.32.

Hassa npoaykty: JAAAITHH I1 docdar 150 mMr/Ma 1x 4 Ma B aMIIyAax, PO349HH JiAd 1H'€KIIitt
(axTHBHA peYoBHHA: KalnAamMiluHy (ocdar); o 4 Ma B aMIyAl y KapToHHIE Kopo6ii

Cepia Ne: HR1634 Harta bopmysanHA ceépiudixara; 01-2024

Kog npoayiry: FOO0099828
Aata BupobHuursa: 08-2023.

TepmiH NpuaaTHocTi: 08-2025 Creuwdikauia: PO870001008EU

Tect Merop PesynbTar Opnunui  Bonyctumi memi

He Ginuwe 3.6% npy sunycxy,
3aranbHKUK BMICT JOMIiLIOK TAB489 0.8 % He Ginbwe 10.0% npoTarom Tepminy
NPV AITHOCTI

NapTia:HJ0428

BUTOTOBACHE (BKAIOYAION K CTaAli MAKYBANHA/MapKyBaHHA) 3 NPOBEAEHHAM KOHTPOAK AKOCTI HA BULLE3TaA3HOMY
-8upobHULUTBI B NOBHIA BignosigHocTi 40 sumor HBIM MICLLEBMX PETYASTOPHUX OPraHie Ta i3 cneumdikauismm, wo BXO4ATh

AQ CKA3 Ay peecTpalikHOrO A0CkE HM PEECTPALLIMHNX [OKYMEHTIB BUPOOHMUKE abo 3apeecTpOBaHUMKM B KpaiHi BUPOOHMKE

YW KpaiHi NPU3HaYeHHA, AKWE npenapaT bya iMnopTosaHuii, abo 40 daisie un cneuudikauiil ana gocaipmysaHoro

NiKapceKoro 3acoby. 3agokymeHtosaHi gani woao BUPOOHWLTEA, NaKyBaHHA Ta TECTYBaHHA ByAu nepesipeHi Ta BU3HAHI

TaKUMK, WO BignosinatoTe HBM,

Rombinauin HoMepis cepii; kOAY NpSaykTy, Hazeu cneuudikai Ta AaTh cepTrdikaTy aHanisy € sreHepGEaHo0 Ta
PO3rNAJAETLCA AK EAMHMIA HOMep cepTUdIiKaTy aHanizy.

Po3mip cepil: 12930 ynakosok.
PeecTpauiiHuit Homep: UA/10372/01/01
Ykpaina - UA

Bci aii 6ynv BuKoHaHI KBanidpikoBaHUM nepcoHaiom nia KepiBHUU TBOM YNIOBHOBAKEHOI ocobu.

‘EaexTponmmit mizmuc: Ppon Bamxoex: BiamiTKa 1Ipo 1ac BHIYCKy cepii: 18-ciura- 2024 17:26:37
BimmiTka ceppepy: 18:ciuna- 2024 17:26:32

Ilimmuc Ynosrosaxenol ocobu
‘Mapi Baszapom 19.01.2024 07:03:030-0500
Ilpryuna; $ 3aTBEPIKYI0 KEH NOKYMEHT

JIOKyMEHT POITAHIEETECH SK BAACHICTS Ta 6YR CTBOPEHMH zan omepaniii fisHecy Ta nas neperanay peDiTHHKAMH Ta NpencTaBHHKAMHE
PECYAATOPHHX Opranis. PoaloBCAMKEHHS T8 HEPEAaua TPETIM CTOPOHAM By3 ZodBoay 3abopoHeHa,
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Ceprudikar Binnmosinmocri
Adexaapauiss BHpoOHHKA

TPANIEP MEHIOPEKIYPUHT BEABITS] HB
PEHKCBET 12
2870 IIYYPC (BEABTIS)
TEA. +32 {()3 890.92,11
DAKC+32 (0)3'889.65.32

Crop. 434

Hassa mpoaykry: JAAAIIMH LI docdar 150 Mr/MA 1X 4 MA B aMIyadx, po34YHH Aasl 1H €KIL
(aKTHBHAa PEe4YOBMHA: KAIHaMinuny doctdart); o 4 Ma B aMITyal' y KapTOHHIN KOpoOni

‘Cepin Ne: HR1634 Jara $opmysanna ceptudikara: 01-2024
Kop npoayicy: FOO0D99828
Aiata BupobHuuTea: 08-2023

‘Tepmin npugarhocti; 08-2025 Creusdikanis:  PO870001008EU

CEPTUDIKAT AKOQCTI

MICUE BUPOBHULTBA/KOHTPOSIO AKOCTY:

AUB. Oernapadio supobhnka

Ne AILUEH3N:  ame. aeknapauiio BupoBHUKA

Noe GMP CEPT._ ABO HOMEP B EudraGMP: AWB, AeKnapauiio supobruka

Bci nii Gyan Buxonani kBanigikosanrm nepcoHanom Mg, KEPIBHULTBOM YNOBHOBAMKEHOT 0co6u.

EaekTporsiil migmizc: $por Bauxoex BinMiTRa TIpo Yac BUNYCKY cepil: 18-ciuma- 2024 17:26:37
BimMmiTra cepepy: 18-ciuna- 2024 17:26:32

IMixmuc Yrnoeronamkenot ocobn
EaextponBui mamuc
Mapi Banzgposm 19.01.2024 07:03:030-0500

Iperarma: A 3aTRePIKYIO 1EH . JOKYMEHT

AoKyMEHT POITAAIACTLCA AK BAACHICTE Ta OyB CTROPEHUI Man onepani 6isHecy Ta AR meperangy pobiTHRKAMH TA OpPeACTABHHKAM Y
PETYARTOPHUX OpraHiB. Po3NneBCoMy«eHHA Ta Nepeaeda TPETiM CTOPOHAM Bya noseoay 3aboporena,




