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JAEPKABHA CIIYXKBA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU V KHIBCHKIT OBJIACTI

rpoB. Ceitanunoi Hagji, 3, M Kuir, 02099, ten/taxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOV 37078774

BUCHOBOK
PO SKICTh BEE3EHOI0 B YKPaiRy JiKapchKOro 3acody

14,12.2023 Ne §90'75/23/10

JAJAINH I ©DOCPAT

(HaiiMenypartA NikapeLroro 3aco6y 3riauo 3 peecTpauiifiHmM NOCE AUCHAAM)
Po3tuuH 1 IH'ekuifi, 150 Mr/s1; mo 2 M B aMnyai B kapToHHil Kopobmni

(dopya pyycKy, o3yPaNHA, B NAKyBAHHA NIKAPCEKOTa 3aC0BY)

Howuep peectpagtiiisoro nocrigsenns UA/10372/01/01 crpox aii peectpauiiizoro noceimenus 01.01.2099

Cepix nixapcekore sacoby Ne HE(846 Kinskicts BEe38HOr0 AiKapcbkoro sacoby 176
Brpobak lpaiizep Merwdexuaypuur Beneria HB, Bensris
{HaiiMenysarHEA Bupobmmka nikapessoro 3acofy, Xpaina moxoenns)
Bseseno 8 Vipairy Croinbite ykpaiHChbKo-eCTOHCHKE HiANPHEMCTBO v fopmi TOBApHCTBA
3 o0MeReR010 BianoBigansHicTIo "OnTiMa-Dapm, JTH", inent. koa:
21642228

{nafivenysanns 1a xoz 3a EXPTIOY Jopaananci ocofi. a6 npissie, iM'A, o DaTLioBI HisHYHO]
0coBH - nianpuemus, 1 Miciie npoKBannA T2 peseTpauiiinmil HomMep oBNixoBOT KapTRH ITATHAKA
mofatiie abo cepid Ta HOMep n2CNOPTA)

MpoTokoa sisyansuore kourponio six 14.12.2023 Ne 3770/4.

32 pe3yneTaTaMn  AEPKABHOTO KOHTPOMIO BCTAHORIEHO, IO NikapchKuil 3acil  Beeseho B Vipaluy 3
AOTPHMAHHAM sumor sakonozascTBa moAo 2abeancyesnd AKOCTI Nikapesknx Tacobis.

Birauriti BEOHJ(APEHKO

(iniuiania npisauwe).




Ceprudikar akocrTi
NMAMIEP MEHKODEKYYPUHT BEALIIA HB

PEVMKCBES 12, 2870 MYYPC (EEALIIA)
PﬁZ@!’ TEN: +32 (0)3 890.92.11 NEPEKNAL
DAKC: +32 (0)3 889.65.32

e

AANALMH U @OCOAT, posunn ana in'exuiin(150 mr/mn) no 2 mn g amnyni Nel B KapToHHiK Kopobui
(akTMBHA peyosuHa: KniHaamiuvHy docdar)
Cepin Ne: HEQ846

Kon npoaykry: FOOD099832 Aata apyry ceptudirkary: 06-2023
AaTa empobHmuTBa; 04-2023
TepMmiH npuaaTHoOCTI: 04-2025 Cneumndikauis: P0O870001008EU
MNokasuukK aKocTi MeToa Pezynbrar Oavuuui  |Aonyctumi mexi
BmicT 6eR3mnosoro
CAWPTY TAB489 9.4 M/ ma 8.1—-10.4 mar/mn
BmicT ocHOS8MH 142.5 - 157.5 mr/mn Ha momeHT
KAiHAAMIUWHY BUNYCKY,
135.0-157.5 mr/mn npoTtarom
TAB489 149.2 mr/m TepPMiHy NPUAATHOCT]
BiAnoBinae
Onuc BisyansHo TECTy [po3opui, 6e3bapBHUIA po3UNH
BiAnosiaae
BmicT eHa0TOKCHHIB Eep.Papm. TECTY He 6inbwe 0.58 EU/mr
HobysaHnii 06'em gignosigae Bianosigae sumoram €ap.Papm.
Eep.Papm. TeCTy
BinbHnit KniHgamiumnn He Sinbwe 0.5% Ha momeHT
BUMYCKY,
He Ginswe 1.8% npoTarom
TAB489 0,1 % TEPMIHY NPUASTHOCT
laeHTHIKa LA NO3UTUBHO NO3UTUBHO
BeHsnnosoro cnupty
(BEPX) TAB489
laeHTUdiKa s NO3UTUBHO NO3UTUBHO
KATHAamiLMHY docdaTy
(BEPX) TAB489
Bmict Hambinbworo % He biablwe 0.1% Ha momeHT
HecneumdivHoOro BMNYCKY,
NPCAYKTY po3nany He 6inbwe 0.1% npoTarom
TABARO <0,1 TEPMIHY NPMAATHOCTI
JlivkomiunH -2-dpocdar % He Binbwe 1.8% Ha momeHT
BUMYCKY,
He Binbwe 6.0% npotarom
TAB489 0.1 TEPMIHY NPUAATHOCTI
HacTUHKK poamipom Erp.Capm. 102 yact/dn. BiANOB. Bumoram €sp.dapm.
210 mKm
HacTHUHKKW po3mipom Eep.Papm. 1 vacr/dban, BiANOB. Bumoram €sp.Papm.
225 MKm

RCHicTE Ta Dye cTeoperyiid AnR onepauii Giskecy Ta 4nR Neperna gy pobiTHMkamm Ta NpeACTABHMKAMA PETYARTOPHWX
X\aHIB. PO3NOBCIOAEHHA Ta Nepegava TpeTim cTopaHam Bes gossony 3aSopoHewo.
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Ceptudikar akocti
NOANIEP MEHIODEKYYPUHI BE/IBMA HB
PEMKCBEr 12 2870 NYYPC (BENBIA)
1 NEPEKA
Pﬁzer TEM: +32 {0)3 890.92.11 A
®AKC: +32 (0)3 889.65.32

R

OANALIUH U @OCDAT, poaumH gas IH'eRUiA(150 mr/mn) no 2 mn B amnyni Nel s KapTOHHIN Kopobui
(akTuBHa peyosuHa: KniHpamiumny docdar)
Cepia Ne: HEO846

Rog npoaykry: FO00099832 Hata apyky ceptudixkaty: 06-2023

£data BnpoBhHuuTea: 04-2023
Tepmik npupatHocti:  04-2025 Cneundikauisa: PO870001008EU

flokasHUKK axocTi Metop Peszynbrar OavHunui  [Qonycrumi mexi

oH 6.6 5.5-7.0

He Sinblre 0.2% Ha momeHT
BMNYCKY,

He Sinbwe 1.2% npotarom
Bmict PNU21941A TAB489 <0,1 % TEPMIHY NPUAATHOCTI

He binbwe 0.1% Ha momeHT
BUMYCKY,

He Ginbwe 0.2% npotarom
RRT =0.19 TAB439 <0,1 % TePMIHY NPMAaTHOCTI

He Binbwe 0.1% Ha MOMEHT
BUMNYCKY,

He Binbwe 0.2% npoTtsrom
RRT =0.21 TAB489 <0,1 % TERPMIHY NPUAATHOCTI

He 6inbwe Q.3% Ha momenT
BUMYCKY,

He Ginvwe 0.6% npoTarom
RRT =0.33 TAB489 <0,1 % TEPMIiHY NPURATHOCTI

He biabwe 0,2% Ha momeHT
BUNYCKY,

He 6inbwe 0.3% npoTtarom
RRT = 0.39 TAB48S <{),1 % TEPMIRY NPUAATHOCTI

He Binbwe 0.4% Ha momeHT
BUIMYCKY,

He Ginbwe 1.2% nporarom
RRT =0.50 TAB48S <0,1 % TEPMIHY NPUAATHOCTI
BigNoBigae
TECTyY
CrepuabHicTb Eep.Papm. (cTepuabHO) Bignosigae Bumoram €ep.dapm.

He Binbwe 3.6% Ha momeHT
3aranbHuUi BmicT BUNYCKY,

BOMIlLIOK He Binbwe 10.0% npoTtarom
TAB489 0.7 % TEPMIHY NTPUAETHOCT]

Naptia: HA7255

IeTh Ta By8 CTBOpEHW gaa onepayin bizHecy Ta 408 Neperns gy poSiTHUKaMM Ta NPEACTABHUKE MV PDEMYARTODHMX
raHis. PoanoaciofprerHa va nepeaua TReTiM cTopoHam Be3 403801y 3aB0pOHEeHD.




Cepruikar AKOCTI
MNPANIEP MEHIODEKYYPWHI BEABIIA HB

P PEMKCBET 12, 2870 NYYPC {5EALIIA)
zer TEA: +32 (0)3 890.92.11 NEPERTIAG

PAKC: +32 (0}3 889.65.32
AAJNALUMH U ®OCOAT, posunn ans iH'ekuiin(150 mr/mn) no 2 ma 8 amnyni Nl B KapTOHHIN Kopobui
(akTmeHa peuoBuHa: KningamiumHy gpocdar)
Cepia Ne: HEQ846

Kea npoayxty: FO0O0099832 data apyxy ceprndikary: 06-2023

Hata eupobuaunursa: 04-2023
Tepmid npugaTHoOCTI: 04-2025 Cneumdirauis: P0O870001008EU

Linm 3aceinuyio, wo HasegeHa Buule iHpopmauin & AYTEHTUYHOKO Ta A0CTOBIPHOW. LA napTia 6yna
BUIGTOBNEHA, BRAOYAKOUM NPOLIECH NAKYBAHHA/MaPKYBAHHA Ta KOHTPOIO AKOCTI, Ha BKa3aHii BULWE
BUPOBHMYIN ginAnLi y NOBHI BignosigHocT A0 Bumor HBI MICLEBMX PRryASTOPHUX OpPraHie Ta
CRELMQIKALIN, 3aTBEPAMKEHMX Y KpatHi-imnopTepi: Ykpaina — UA. MNpouecn BUpobHMUTBA, NaKyBaHHA Ta
aHanisy 6ynan BKUBUEHi Ta BU3HAHI TaKhmK, Wo sianosigatots HBT,

YHIKansHMm HoMepom Uboro cepTudikary aHaRI3y € KOMbIHaLA Homepy cepii, apTukyny, cneumdirauiita
AaTH BUNYCKy cepTudikaTy.
KinbKicte apoaykTy 8 cepii: 3795 ynakosKu
PeecTpauiiiHe nocsiguenns Ne Ne UA/10372/01/01
YKkpaiHa -UA

Bci npouecy BukoHyBanucs KsanidikopaHum NePCOHAA0M Nif HAarNsAOM YNOBHOBAMEROT 0COBU.

Enektponnui nignuc:  Naypa BepcrpaeteH
Aata ennycky: 30-4epena-2023 12:12:10
Biamitka cepepy: 30-uepBHAa-2023 12:12:03

HLOKYMEHT POBrAnfaeTeCA AK BRACHICTL Ta Bys CTROPEHKMIA ANA onepaliit BiaHecy Ta Ans nepernaay pobiTHUKaMKu T2 Npe ACTaBHUKAMIA PeryATOPHMX
opraHie. PO3NOBCIOMKEHHSA Ta NEpeaayYa TpeTim cTopoHam He3 gospony 3aBopoHeHo,




Ceprudikar akocri
NPANUIEP MEHKIDEKYYPUHT BEABLIIA HB

PEWMKCBET 12, 2870 NYYPC (BEALIMA)
Pﬁzer TEA: +32 (0)3 890.92.11 NEPERNAL
GAKC: +32 (0)3 889.65.32
AANAUMH U POCPAT, posunn gns in'exuiif(150 mr/mn) no 2 ma 8 amnyni Nel g KAPTOHHIA Kopobui

(akTMBHA peyoBMHa: kaiHaamiunHy docdar)
Cepis Ne: HEQ846

Koa npoaykty: FO00099832 Hata apyky ceptudikaty: 06-2023
lata supobHuuTea: 04-2023
TepmiH npuaaTHocTi: 04-2025 Cneumdikauia: PO870001C08EU

CepTudikaT AKOCTI

Bupobnero/nposegeHo sunpobysansa Ha akicTs: Aue. Aeknapauito BupobHuka
Homep niueHsii: AvB. pernapauiin BMpotHUKa
GMP ceptndikaT um BignosigHuit Homep EUDRA GMP: Ave, gernapauik BUpobHuKa

Bci npouecu sukoHysanuck KeanidikosaH um NEPCOHANOM NI HAarAAL0OM YNOBHOBAMaHOT 0COB 1.
EnextponHuid nignuc:  Naypa BepcTpaeren
Aata suaycky: 30-uepsHA-2023 12:12:10
BiamiTka cepsepy: 30-yepsHa-2023 12:12:03
Mianmc YnosxoBameHoT 0cobu
CebacTian faeHeHc

(puduHa: A nigTBe pAXYIC Leih OKYMEHT
03 aunna 2023 02:37:048-0400

FORYMEHT DO3IrARBAETLCA AK BNACHICTE Ta BY8 cTEOpeHMi ANA cnepauiin Biztecy Ta AnA neperns gy poSiTHUKaMK Ta NPeACTABHUKAMK DEryNATORHMX
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opraHie. PO3NoBCiomKeHHA Ta nepegaYa TpeTim cTopoHam Bes noseony 3aboponeHo.




