Jonatok 29

1o IMopaaky npoBeeHHs eKCHEPTU3HU
peecTpalliitHix MaTepianiB Ha JiKapchbki
3&0061“1, 0 noaarThCcsa Ha JEpKaBHY
peecTpaLito (nepepeecTpalito), a TaKox
€KCTepTH3N MaTepiaiB Mpo BHECEHHS
3MiH 10 peecTpauiifHux martepianis
NpOTAroM Ail peecTpaiiiHoro
NOCBiIYEHHS

(myHKT 4 po3niny 1V)

3BIT

Npo JOKJIHIYHI J0c/iIKe HHA

1. Ha3zga nikapcbkoro 3aco0y (3a HassBHOCTI —

HOMeEp PEECTPaIlifHOTO IMOCBITUECHHS):

TIAPA A®, TabneTku, BKPUTI IUIIBKOBOIO
06o0oHKO10, 110 5 MT/80 MT

TIAPA A®, tabneTku, BKPHTI ILTIBKOBOKO
000J10HKOO, 110 5 Mr/160 Mr

TIAPA A®, TabneTku, BKPHUTI IUTIBKOBOIO
06010HK010, 110 10 Mr/160 Mr

1) T niKapebKoro 3acody, 3a sKUM
poBOAMNIACS a00 MIAHYETHCS PeEcTpailis

["eHepuyHuit likapchbkuii 3acid (reHepuk)

2) IpOBEICHI TOCIIKEHHS

[(Jrak [ ui SKIIO Hi, 0OIpyHTYBaTH
Obipynmyeanns. 1€ TEHEPUYHHWM TiKapcChbKHi
3aci6. Bigmosigao mo Bumor posainy I1I Mopsaxy
MPOBEICHHS eKCIIePTH3H peecTpariitHux
MmarepiajiiB Ha JIIKapchbKi 3aco0H, 10 NOJAIOTHCA
Ha JIep)KaBHY peecTpaliio (IepepeecTpaiiio), a
TAKO €KCIIEPTH3H MaTepialliB PO BHECEHHS 3MiH
10 PpEeECTpaliifHAX MaTepiaiiB NpoTAroM Aii
peecTparifHoro MOCBITYEHHS (Haka3
MinicTepcTBa OXOpPOHH 310pOB’s YKpaiHu Bif
26.08.2005 Ne 426 [i3 3MiHamMy, YHHHA peJlakIlis])
ta crarti 10.1 JTupexrusu 2001/83/€C noxniniuHi
JIOCJTiI’KEHHS] He BUMAararoThCsl.

2. ®apmakomnoris:

1) mepBuHHa (hapMaKoMHaAMIKa

2) BTOpUHHA (hapMaKoAHHaMIKa

3) papmaxonoris 6e3nexn

4) hapmakoJMHAMIYHI B3a€MOIii

3. ®apmakoKiHETHKA:

1) aHAmITHYHI METOUKH Ta 3BITH OO IX
Barimaril

2) BCMOKTYBaHH

3) po3noain

4) meTaboi3m

5) BUBE/ICHHS

6) hapMaKkOKiHETHYHI B3aeMOil (I0KIiHiIYHi)
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7) 1111 papMaKoKiHETHYHI JOCTiDKEHHS

4. ToxkcuKoJOris:

1) TOKCHYHICTB y pa3i OAHOPA30BOIo
BBEJICHHS

2) TOKCHYHICTB y pa3i NOBTOPHUX BBEJIEHD

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKJIIOYAKOYH JOJATKOBY OILIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOTeHHICTh:

JIOBTOCTPOKOBI JOCITIIKEHHS

KOPOTKOCTPOKOBI TOCTI[DKEHHS
abo J0CHIDKeHHs cepeIHbOT TPHBAIOCTI

IOMATKOBI IOCIIIIKEHHS

S) penpoayKTHBHA TOKCHYHICTh Ta TOKCHYHUH
BIUIMB Ha PO3BHTOK IIOTOMCTBA:

BILUIUB Ha epTHIILHICTS 1 paHHii
eMOpioHaJIbHHIT PO3BUTOK

eMOpPIOTOKCHYHICTE

IpeHaTanbHa i MOCTHATaIbHA TOKCHYHICTh

JIOCITJDKEHHS, IIPH SKUX Ipernapar yBOJUThCS
NOTOMCTBY (HeCTaTeBO3PiJIMM TBapHHAM)
Ta/ab0 OLIHIOETLCA BiaganeHa ais

6) MicIieBa MepeHOCHMICTh

7) NOaTKOBI TOCITiHKEHHS TOKCHYHOCTI:

AHTUTCHHICTH (YTBOPEHHS AHTHTLI)

IMyHOTOKCHYHICTh

OCHIKEHHS MEXaHI3MiB il

JiKapchKa 3alIeXKHICTh

TOKCUYHICTH MeTabOJIITIB

TOKCHYHICTH JOMIIIOK

iHIIE

5. BHCHOBKH 11010 JOKIIHIYHOTO BUBUEHHS

L

. S
e
=

3asBHUK QisnaCHHK (ninfime) &
peecTpauliHoro Huxndopuun 1.B.
IIOCB1TYCHHS) (Il. 1. B.)
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Honarok 30

1o [Topaaky npoBejieHHs €KCIIePTH3H
peecTpauifHuX MaTepiais Ha JTiKapchKi
3aco0M, 1110 NOJAI0TLCS HA AePIKABHY
peecTpallito (nepepeecTpailito), a TakoxK
€KCIEPTU3U MaTepiaiiB NpPo BHECEHHS
3MiH 10 peecTpalifH1X MaTepiaiB
[IPOTAroM Jii peectpauiiiHoro
NOCBiqUEHHS

(myskT 4 posniny V)

3BIT
npo KJIiHiYHe BUNIPOOYBaHHHA

1. Ha3Ba nikapcekoro
3aco0y (3a HasBHOCTI -
HOMEp peecTpaniifHoro

TIAPA A®, tabneTku, BKpHTI IJTIBKOBOIO 060JI0HKOIO, 110 5 Mr/80 Mr
TIAPA A®, tab1eTKH, BKPHTI IIBKOBOO 000J10HKOI0, 110 5 M1/160 Mr
TIAPA A®, taGneTku, BKPHTI [LUTIBKOBOIO 060J10HKOI0, 110 10 Mr/160 Mr

MOCBITYECHHS )
2. 3a9BHHK [IpAT «@apmanertuuHa pipma «JlapHuusg», Ykpaina
3. Bupobuuxk IIpAT «®apmanertuuna ¢ipma «Jlapauusa», Ykpaina

4. ITpoeeHi
TOCTIIKEHHS

Krak [Jui

SKINO Hi, OOIPyHTYBaTH

1) THD JTIKAPCEKOTO
3aco0y, 3a SIKHM
mpoBouiacs abo
IUIAHY€THCS peecTpalis

["enepuunwmii TikapcbKuii 3acid (renepuk)

5. IloBHa Ha3Ba
KJIIHIYHOTO
BHNpoOyBaHHs,
KOJOBaHHM HOMED
KJIIHIYHOTO
BHIIPOOYyBaHHs

Panjomi3oBaHe  BiJKpHTE IEpeXpecHe KIiHIYHE  JOCIHiKEHHS
6i0eKBIBAIEHTHOCTI 3 YOTHpPMa MEpiojaMH, JBOMa IOCIiI0BHOCTAMH,
JIBOMA  JIOCI/UKYBaHHMH  JHKAapCBKMMHM  3acobaMH i IIOBHICTIO

peNIiKOBAHMM J(M3aiHOM JUIs HOPiBHSHHS Jikapcekoro 3aco0y Tiapa A
(10 mr amnoauniny/160 Mr Bancaptany), TaGleTKH, BKPHTI ILTIBKOBOIO
06010HKOI0, 3 Jikapchkum 3acobom Excdopx (Exforge®) (10 mr
amoauminy/160 Mr  Bancaprany), TaOJeTKH, BKPHTI ILIIBKOBOKO
000JIOHKOK, Y 3J0pPOBHX JOOPOBOJIBIIIB 3a YMOBH OIHOPA30BOI0
3acTOCYBaHHs HaTmecepue (kon nociivkenns: VALO2-E)

6. @aza kIiHIYHOIO
BUIIPOOYBaHHs

Jlocmipkenns 610eKBiBaJIEHTHOCTI

7. llepion npoBeeHHs
KJIIHIYHOI'O
BUIIPOOYBaHHA

320.02.2025 p. mo 01.06.2025 p.

8. Kpainu, ne
IIPOBOJIMJIOCS KIIIHIYHE
BHITPOOYBaHHsA

Wopnanis
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9. KinpKicTh
JIOCII1JDKY BAHHX

3anianoeana; panaoMizyBatu 50 yUacHUKIB;
¢axmuuna: ckpuHoBano — 126 yyacHHKIB, pangoMizoBaHo — 50
Y4YaCHHKIB, 3aBEpIINJIO Y4acTh 3T1HO 3 IPOTOKOTIOM — 42 yJacHHKa.

10. MeTa Ta BTOpHHHI
L1l KIIIHIYHOIo
BHITPOOYBaHHSA

Mera: omiHuTH Oi0OCKBIBATEHTHICTE Jiikapcbkoro 3aco0y Tiapa A,
TaOJIETKH, BKPHTI IUIIBKOBOO 000710HKO10, 110 10 Mr ammoaumniny/160 mr
BasicapTany, BupoonunTsa [IpAT «®apmanesruyna dpipma «lapHuis»
mikapcekoMy 3acoby Excdopx  (Exforge®), Tabnerku, BKpuTi
IUTIBKOBOIO 000JI0HKOI0, 1o 10 Mr amuomuniny/160 mr Basicaprany,
BupoOHHIITBa Novartis Farma S.p.A., Itanis (B1acHUK peecTpaiiifiHoro
nocBigueHHs —  Novartis  Europharm  Limited, Ipnannis) 3a
0JIHOPa30BOTO MEPOPAILHOTO 3aCTOCY BaHHA HaTeceple y 50 310poBHX
JIOPOCTUX JOOPOBOJIBIIIB YOJIOBIYOT Ta HKIHOUOT cTaTei.

Bropumna 1iab: omiHuTH Ge3MeKy Ta NePeHOCHMICTh 000X JIIKAPChKHX
3ac001B.

11. Jlu3aiin KIIHIYHOTO
BHIIPOOYBaHHS

PaHjioMi30BaHe BIJKpWTE MepexpecHe I[OPiBHAIBHE JOCHTIIKEHHS
010eKBIBAJIEHTHOCTI 3 YOTHPMA TIEPIOIAMH Ta IBOMA MOCIIIOBHOCTIMH.

12. OcuoBHI KpuTepii
BKJIOYEHHS

310poBi 10OPOBOJIBLI YOTOBIUOT Ta XKiHOYOI cTaTei BikoM Bix 18 10 50
POKiB (BKJIIOUHO) 3 iHIeKCOM MacH Tifa Bif 18,5 kr/m* 1o 30,0 kr/m?, siki
HE KypsATb, HE BXKMBAIOTh aJIKOT0Jb Ta HAPKOTHKH 1 MiJmucand Gpopmy
iH(opMOBaHOI 3ro/ | HA y4acThb y JOCIiDKEHHI.

13. JlocnimkyBaHui
JmiKapcbKuit 3acio,
crocib 3acTocyBaHHs,
cuiia Jiii

Tectopnii nmikapchkuii 3aci6: Tiapa A, TaGieTkH, BKPHTI ITIBKOBOKO
060moHKO10, 110 10 Mr/160 Mr

Bupo6uuk: [pAT «®apmanestiuna pipma «Jlapauns» (Ykpaina)
MHH: amnoaunin/Bancaptan

Crioci6 3acTocyBaHHs: MEpopalbHO OAHOpa3oBo 1o 1 Tabmerni
(10 M1/160 mr) Hatmecepie 3 240 M1 BOJH B MOJIOKEHH] CHISAYH

14. [Ipenapar
MOPIBHSAHHS, 1034,
crocid 3acTocyBaHHS,
cuna ail

Pedepenthnii mikapcekuit 3aci6: Excpopix (Exforge®), Tabmerkw,
BKPHTI IUIIBKOBOIO 06010HKOI0, 110 10 Mr/160 Mr

Bupo6uuk: Novartis Farma S.p.A., ITanis

Bnacuuk peecrpauiiinoro nocsiguenns: Novartis Europharm Limited,
Ipnanis

MHH: amioumin/BanacapTad

Crioci6 3acTocyBaHHsS: IIEpOpalbHO OJHOpa3oBO mno 1 TabmeTui
(10 mr/160 mr) HaTmecepue 3 240 MJI BOAM B IOJIOKEHH] CHAAYH

15. CymyTHs Tepamis

3acTOCOBYBAIHCh TaKi OOMEKEHHs MION0 BHKOPHCTAHHS JIKAPCHKHX
3ac06iB. YUacHUKH He NOBHHHI OyJIM 3aCTOCOBYBATH OYIb-sIKi CymyTHi
mikapeeki 3aco0M, OCOGIHBO HeCTepoijHi mNpoTH3anmanbHi 3acodu,
npotarom 14 [HIB 10 KOKHOIO IPHHOMY JOCII/KYBAHOTO JIIKAPCHKOTO
3acoby Ta i 9ac KOKHOTo nepiofy AociimkeHHs. Bunstkom Oyim Ti
mkapchki 3aco6M, SKi BHKODHCTOBYBANMCS Tl Yac Bamijauii
6i0aHATITHYHOrO METOMY JUIS MiJTBEP/PKEHHS BiICYTHOCTI BIUIMBY Ha
pesy/bTaTH BH3HAYEHHS aHAITIB. YIPOAOBXK MOCII/DKCHHS OyIio
3adikcOBaHO 7 BUIIAJKIB MPHHOMY IapalieTaMolry.
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16. Kpurepii ominku
e)eKTHBHOCTI

BioekBiBaJleHTHICTE JTiKapChbKHX 3ac00iB BBaXKaIacs JOBEACHOIO, SKIIO
90 % nomipumii intepBan (JII) s cmiBBigHOmEHHS JOrapuMidHO
NEPETBOPEHUX 3HAUYeHb MaKkcUMainbHOI KOHHEHTpawill (Cmax) Ta 1oy
il KpuBOKWO «KoHIEeHTpallis/9acy (AUC) KOXKHOro 3 aHasiTiB, OKpiM
Cmax BaJicapTany, 3HaxoauBcs y Mexax Big 80,00 % mo 125,00 % npu
piBai  3Hauymocti 5%. Ilpu  mpoMy I8  amMIIOAUMIHY
BHKOPHCTOBYBalacs IUIONIA TMiJ KPHBOIO «KOHIEHTpaIllif/4acy 3
MOMEHTY IIPHIAOMY JliKapchKkoro 3aco0y no 72- roguan (AUCo-72), a Juist
BaJICAPTAaHy — IUIONIA MiJ KPHBOK «KOHIIEHTpALisf/4acy 3 MOMEHTY
[IPUHOMY JIKapChKOro 3aco0y /10 OCTaHHBO1 TOYKH, 110 BU3HAYAEThCA (1)
(AUCp~). Hma Cnax BajJcapraHy CTYNiHb PO3LIHPEHHA  MEXK
Oi0eKBIBAIGHTHOCTI BHM3HAYalld Ha MiACTaBl BHYTPINIHLOCYO €KTHOI
BapiabenbHOCTI, sIKa crocTepiranacs y JocuipkeHH] 610eKBiBaTeHTHOCTI
3 BHKOPHCTAHHSAM I IXO Ty MacmTaboBaHOT cepeaHBOol
0i0eKBIBaJIEHTHOCTI.

17. Kpurepii oniHku
Oesnexu

Ouinky 6e3nekd s KOXHOTO JOOPOBOJIBIS HPOBEJEHO HA OCHOBI
aHaTi3y  BITAIBHHX  [OKa3HUKIB,  pe3yJbTaTiB  (i3HKaJBHOTO,
nabopaTopHHX 00CTeXeHb Ta eneKTpokapaiorpadii, a Takox aHamizy
MOOIYHHUX SIBUIIL.

18. Cratrctryni
METOIU

CrarucTiynuii  aHamiz (apMakOKiHeTHYHHMX JI@aHMX BHKOHaHO i3
BHKOPHCTAHHSIM BaJIiZIOBAHOTO IPOTPaMHOTO 3a0e3IeYeHHs.

[Iposeneno GaratodakropHuit ucnepeiiinuil anamis s JorapupmivyHo
nepeTBOpeHHX MOKa3HUKIB Cmax Ta AUC (AUCo-72 — A7 aMIIOJIUIIIHY,
AUCo-« — a5 BajicapTany).

19. lemorpadiuni
MOKa3HUKH

JOCTJKY BaHOT
MOMyJIsLii (CTaTh, BiK,
paca, TomIo)

Bxiroderi 310poBi gopocii 100poBonbLi Oyl 40I0BiUOl Ta KIHOYOT
crateii eBponeoifnoi pacu BikoM Bix 18 1o 49 pokis (y cepenHbOMY
30,8 +9,1 poky) 3 iHmexcoM Macu Tina Bix 19,3 mo 29.8 kr/m* (y
cepenupomy 24,5 £ 3,0 kr/m?).

20. Pe3yapTaTd OLIHKHA
e(eKTHBHOCTI

BioekBiBaleHTHICTE TiKapchkoro 3acoby Tiapa A, TabneTkH, BKpHTI
IITiBKOBOIO 060J0HK0I0, mo 10 Mr/160 Mr, Ta Exchopx (Exforge®),
TaGMeTkH, BKPHTI IUIBKOBOKW  00o0noHKOI, 10 10 Mr/160 mr,
npoaeMoHcTpoBaHo s Cmax Ta AUC (AUCp-7 — it amJIOAUMIIHY,
AUCo — ps Bajcaprany), ockineku 90 % HoBipumii iHTepBai s
Bi/IMOBITHMX CIIBBiJHOIIEHE JOTapU(GMIUYHO NEPETBOPEHHX 3HAYCHD
BHUIIE3ra/laHuX (papMaKoKiHETHYHHX  TTOKA3HHKIB TECTOBOTO
JKapebKkoro 3aco0y MOpPIBHSHO 3 peepeHTHHM JIIKapChKUM 3ac000M
MICTHBCS y 3a3/1a/1eri/Ib BU3HAYEHOMY Jiana3oHi NPUHHATHOCTI.

21. Pe3ynbTaT OILLIHKH
Oesnexu

Cepito3HHX TOGIYHUX ABHIL Y IIEOMY JIOCITIKEHH] He 3a(iKCOBAHO.

KinpKicTh i CTYHiHB TSKKOCTI MOOIYHHX peaKiid IMicis 3aCTOCYBaHHS
TeCTOBOro Ta pedepeHTHOro JiKapchkux 3acobiB Oysia momibHOH. Y
nobiuni peakiii Manu JETKHi 9M CepelHiil CTyHiHb TSKKOCTI Ta
IPOXOIHJIH €3 HaCIIKIB.

22. BUCHOBOK
(3aKIHOYeHH )

3a pe3yjibTaTaMu KJIIHIYHOTO BUIIPOOYBaHHsA JIOBEICHO
GioekBiBaJIEHTHICTH TECTOBOTO Jikapchkoro 3aco0y Tiapa A, Tabietku,
BKPUTI IUIiBKOBOK 060710HKOM0, 110 10 Mr/160 mr, Brpobuuursa [IpAT
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«@apmanesTuuna Qipma «Jlapuung» pedepeHTHOMY JiKapChbKOMY
3aco6y Excdopix (Exforge®), TaGneTkn, BKPHUTI IITiBKOBOIO 0G0IOHKOIO,
no 10 mr/160 mr, BupoGuuirrea Novartis Farma S.p.A., Itanis, BnacHEK
peectpaniiinoro mnocBiguenas — Novartis Europharm Limited,
Ipnamis.

3asBHUK (BIACHHUK /(ni Rﬁc) e

peecTpauifHoro noceiIueHHs) Huxudopuns L. B

(. 1. B.)
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