YACTHHA VI: PE3IOME IIJIAHY YIIPABJIIHHSA PUSUKAMUA
JJIS1 JIKAPCBKOI'O 3ACOBY @OPKCIT' A (manarigio3uH)

JUTSL PO3MIIIICHHS Ha CaiTi
JlepaBHOTO €KCIIEPTHOrO EHTPY MiHICTepCTBa OXOPOHH 310POB'S YKpaiHu

O BIIOMA

*KXJI3 — kopoTka XxapaKTepUCTHKA JIIKapChKOTO 3ac00y
*JIB — NMCTOK-BKJIA/IKa

*Poznin 4.4 KXJI3 Bignosinae po3niny «OcoOiIMBOCTI 3aCTOCYBAHHS 1HCTPYKLIT 711 MEAUYHOTO
3acTocyBaHHs Jikapcbkoro 3acody ®OPKCIT'A

*Po3nin 4.8 KXJI3 Bignosigae po3ainy «Ilo6iuHi peakmii» iHCTpYKIIi 1151 MEAUIHOTO 3aCTOCYBAHHS
nikapcebkoro 3acooy @®OPKCIT'A

*Po3nin 2 JIB — He 3aCTOCOBHO Ui MOCWJIAHHS HA THCTPYKINIO JUI MEIUYHOTO 3aCTOCYBAHHS
nikapcwskoro 3acody ®OPKCIT'A

*Poznin 4 JIB — He 3aCTOCOBHO Ul MOCHJIAHHS HA IHCTPYKILIIO TSI MEIUYHOTO 3aCTOCYBaHHS
nikapebkoro 3acooy @OPKCIT'A

*TloBHMI Tmepenik IOKa3aHb HaBeAeHO B po3autl «llokazaHHs» IHCTPYKIIT AJ MEAUYHOTO
3acTocyBaHHs Jiikapcbkoro 3acooy @OPKCIT'A



VI YACTHHA VI: PE3IOME IVIAHY YIIPABJIIHHSA PUSNKAMMU J1JIA
JIKAPCBKOI'O 3ACOBY ®OPKCITA/EAICTPUI (JAITAT'JII®JIO3UH)

e pe3tome rany ynpasmiaas pusukamu (ITYP) mis mikapceskoro 3acooy @®OPKCIT'A/
EAICTPU/L. V ITIYP aetanbpHO onucaHO BaXKJIMBI pU3UKH 3aCTOCYBAHHSI JIIKAPCHKOTO 3aC00Y
OOPKCIT'A/EAICTPU/I, sixk MOXHA I1i PU3UKH 3BECTH JI0 MiHIMyMY Ta SKUM YHHOM Oyj1e
oTpuMaHo Oinblie iH(popMarii Mpo pU3MKH Ta HEBIOMI actieKTH (iH(opMaIis mpo AKi BiICYTHS)
3acTtocyBaHHs Jikapchkoro 3aco0y ®OPKCITA/EAICTPU/L.

Koportka xapakrepuctuka Jikapcbkoro 3acody (KXJI3) @OPKCIT'A/EAICTPU/L ta iHCTpyKIlis
JUTSE MEJTMYHOTO 3aCTOCYBAHHS HA/IAI0Th MEUYHUM MPAIiIBHUKAM 1 MAIlIEHTAM BaXKIIUBY
iHdopmartito npo Te, K Tpebda 3actocoByBaTH Jikapchkuii 3acio POPKCII'A/EICTPUL.

Le pestome ITYP nns nikapebkoro 3acody @OPKCIT'A/EJICTPU/] Tpeba untaTi B KOHTEKCTI BCi€i
HaJaHoi iH(opMallii, BKIIFOYHO 31 3BITOM MPO PE3yJIbTATH OLIIHKH Ta HOTo pe3toMe, BUKIAICHUM
JIOCTYITHOKO MOBOIO, III0 € YaCTHHO €BPOINEHCHKOro 3BITY 3 OIiHKH Jiikapchkoro 3acody (EPAR).

BaxxmBi HOBI pobiemMu ab0 3MiHU 10 HAsIBHUX Mpo0ieM OyayTh BKItOUeHI B OHOBJIEeHH: [IYP mis
nikapcekoro 3acody ®OPKCIT'A/EJICTPUL.

V1.1 JIKAPCHKHUM 3ACIB I HOI'O [IPU3HAYEHHS

Jlixapcrkuii 3aci6 @OPKCIT'A/EJJICTPU /] cxBanenuii 1uist JiKyBaHHS IIyKPOBOTO J1iabeTy 2 THITY
B JIOpOCIUX 1 AiTed BikoM BiJ 10 pOKiB SIK TOTIOBHEHHS 710 A1€TH Ta (i3UYHUX BIIPAB, a TAKOXK JIIS
JKyBaHHS NAIli€HTIB 13 CAMIITOMAaTUYHOIO XPOHIYHOIO CEPILIEBOIO HEJJOCTATHICTIO Ta XPOHIYHUMHU
3aXBOPIOBAHHSIMH HHPOK Y JOpOcuX (TIOBHHMIA Mepeltik moka3anb HaBeneHo B KXJI3). Bin MicTuTh
nanariiao3uH SK AiI04y PEYOBUHY Ta MPU3HAYEHU I MPUHOMY MEPOPaIIBHO.

binbi noknanHa iHpopMmaris npo oumiHKy KopucTi Jikapcbkoro 3acooy @OPKCIT'A/EAICTPUL
HaBeJleHa B €BpoMNeichKOMY 3BITi 3 OLIIHKH JiKapchbKux 3aco0iB (EPAR) nis nikapcekoro 3acody
OOPKCITA/EJICTPU/, BKIIOYHO 3 iXHIMH pe3toMe, BUKIAICHIUMH JOCTYITHOIO MOBOIO,
oIy0JIIKOBaHUMHU Ha BeOcaiiTi €Bponeiicbkoi areHiii 3 gikapcbkux 3aco6iB (EMA), Ha BeOGcTopiHIi
JIKAapChKUX 3aCO01B:

OOPKCITA
https://www.ema.europa.eu/en/medicines/human/EPAR/forxiga

EJICTPU]
https://www.ema.europa.eu/en/medicines/human/EPAR/edistride


https://www.ema.europa.eu/en/medicines/human/EPAR/forxiga
https://www.ema.europa.eu/en/medicines/human/EPAR/edistride

V1.2 PU3UKH, HOB’SI3AHI 3 IIKAPCbKHUM 3ACOBOM, TA 3AXOJ1H
3 MIHIMIBALII ABO ITOJAJIBIIOI XAPAKTEPUCTHUKH
PU3UKIB

Baxxnusi pusuku nikapebkoro 3acooy @OPKCIT'A/EAICTPU/L, a Takosx 3aXxoau 3 MiHIMi3aii
TaKUX PU3HKIB 1 3aMIPOIIOHOBAHI JOCIIIHKEHHS JIsl OTPUMaHHS JT0JAaTKOBOT iH(GOpMAaIIii PO PU3UKH
nikapcbkoro 3acooy @OPKCIT'A/EJJICTPU/L HaBeneHO HUKYE.

3axo/u 3 MiHIMi3awii iIeHTU(IKOBAaHUX PU3UKIB JTIKAPChKUX 3aC00IB MOXKYTh OYTH TAaKUMHU:

e KonkperHa indopmarlis, HalpUKIIaJ MOMEePeHKEHHS, 3aIT001KHI 3aX0/I1 Ta PEKOMEHAAIIIT 1010
NPaBUIBHOTO 3aCTOCYBAaHHS, BHECEHI 10 HcTKa-BKIaaku ta KXJI3, mo agpecoBani namieHTam
1 METUYHUM TIpaIliBHUKaM.

e  BaxiuBi mopaau Ha MapKyBaHHI YITAKOBKH JIIKAPCHKOTO 3aC00y.

e  Jlo3BoJIeHUI pO3MIp YITAKOBKH — KUIBKICTB JIIKAPCHKOTO 3aC00Y B YIAKOBIII OOUPAETHCA
TaKUM YUHOM, 100 320€3MeUnTH MpaBUIbHE 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y.

e Kareropis BilrycKy JiKapchbKOro 3aco0y — CIoci0, y SKuil TikapchKuii 3aci0 MOCTa4aeThCs
NaIieHTy (HampuKiaji, 3a peuentom adbo 0e3 HbOT0), MOKe JOMOMOTITH MiHIMi3yBaTH HOTO
PH3HKH.

Pa3oM 111 3ax0111 CTaHOBIIATH PYTUHHI 3aX0/IM 3 MiHIMI3allii pU3HKIB.

JlonaTkoBO 10 KX 3aX0/AiB Oe3mepepBHO 30MParOTh 1 PErYJISIPHO aHATI3YIOTh 1H(OpPMAIli0 PO
noOivHI peakilii, a TAKOXX OLiHIOITH PerysipHo oHoBitoBanuii 3BiT 3 6e3nexu (PO3B), mob 3a
HEOOX1THOCTI MOYKHA OyJIO BYKHTH HEralHUX 3axofdiB. Lli 3aX0au CTaHOBIATE pymunHy OisibHICIb
i3 hapmaronaanioy.

VI1.2.1  Ilepeik BaxJIMBHX PU3UKIB Ta BiICyTHBOI iH(opmamii

Baxxnusi pusuku 115 sikapebkoro 3acooy @OPKCITA/EJICTPUJL — 1e pusuku, ki ToTpedyroTh
CHeIlaJTbHUX 3aXO0/11B 3 YIPABIIHHS PU3UKAMHU JIJIS TIOJIAJIBIIIOTO TOCTIKEHHS a0 MiHIMI3allii
PHU3HUKIB, 11100 Oe3neYHO MpUMaTH JIiKapCchKuii 3aci0. BaxnBi pu3nKu MOXKYThb PO3IIISAATUCS SIK
ineHTudikoBaHi ado noteHuiiHI. [nenTudikoBaHi pu3uKku — 11€ MPooIEeMH, AJs AKUX ICHY€E
JOCTaTHBO JIOKa3iB 3B’5I3KY 13 3aCTOCYBaHH:AM Jikapcbkoro 3acooy ®OPKCIT'A/EAICTPUL.
[ToreHuiitHi pU3UKU — 1€ TPOOIIEMH, 3B’ 30K SKHX 13 3aCTOCYBAaHHIM LIbOTO JIIKapChKOI0 3aC00Y
BU3HAETHCS MOKJIMBUM Ha IiJICTaBl HAsIBHUX JIaHUX, ajle TAKUH 3B 30K I11€ HE BCTAHOBJIECHUH 1
BHMarae J10JJaTKOBOi OLIHKU. BigcyTHs iH(popMaris cTocyeThes iHGpOpMalii mo10 6e3nexu
JIKapChKOTO 3ac00Yy, siKa 3apa3 BiICYTHs Ta MOBUHHA OyTH 310paHa (HampuKiIal, 010 TPUBAIOTO
3aCTOCYBaHHsI JIIKAPCHKOTO 3aC00Y).



Taoauusa VI-1 IepeJstik BaxJAMBUX PU3MKIB Ta BiICyTHBOI iHpopmanii

Baxnusi ineHTH(IKOBaHI pU3UKH

JiaGeTHuyHMIA KETOAIUI03, 30KPEMa SBUINA 3
ATHIIOBHMH TIPOSIBAMHU

BaknuBi NOTEHIIHHI pUUKH

Pak ceuoBoro mixypa
Pax Monounoi 3a103u
Pak mepeamMixypoBoi 3amo3u

BincytHs indopmaris

3acTocyBaHHS B MAIlIE€HTIB, K HaNEkaTh A0 Kiacy [V
3a mkanor NYHA

Ta6auus VI-2 BaxiausBnii inenTndikoBanuii pusuk: 1iadeTHYHUI KeToanuao3,
30KpeMa sIBMILIA 3 aTHIIOBMMH NIPOSIBaMU

Jlokasu 3B’S13Ky pU3UKY 3 JTIKapChKUM
3acobom

Hocsin micnapeectpariiinoro 3acrocyBaHHs iHTi0iTOpiB SGLT2,
30KpeMa Janarii(io3uHy.

VY kniniyaux gocnimkenHsx 3 /11T Oyno BusiBieHo Oy KiTbKIiCTh
BUNAKIB NiabeTnyHoro keroauunosy (JAKA) B naui€eHTiB, siki
OTpUMYBAJTK Janarii(io3uH, MOpiBHAHO 3 Mianebo. Bumaaku KA
TaKOXK PEECTPYBAIKCS 3 HU3BKOKO YaCcTOTOI B JocCipkeHHi T2DM
DECLARE.

dakTopu PU3UKY Ta TPYIH PUHKY

[MicnsonepamniiiHi emi301, MO BIUTUBAIOTH Ha MTOTPeOy/nedinut
IHCYJIiHY; 3HEBOAHECHHS Ta OOMEXESHHUI IPUIOM IIepOpajIbHOI MIIIOKO3U
yepes AieTy (0coONMMBO HU3BKOBYTIIEBOIHA JII€TA); BTpATa alleTUTY
yepes, HallPUKIIAJ, IUTYHKOBO-KHUIIKOBI 1H(EKIIi, Aerpecito abo
MOYYTTS 3araJibHOTO HE3/TyKaHHs; TSOKKI iH(ekuii abo iHII MeandH1
CTaHM, TakKi K iH(APKT MiOKap/a Ta IHCYJIbT; HEAOCTATHICTh
IIIUTYHKOBOT 3211031 Yepe3 MaHKPeaTHT, pak ado 3JI0BKMBaHHS
aJIKOTOJIEM.

3axoau 3 MiHiMi3awii pU3UKIB

PytunHi 3ax01 3 MiHIMI3allii pU3UKIB:

Posninu 4.4, 4.8 KXJI3

Pospinu 2, 4 JIB

Brumroueno iHdopMariio mpo HeoOXigHICTh TepepBaTH 3aCTOCYBAHHS
JanariiIo3uHy y 3B’ 3Ky 3 IPOBEICHHIM BEIUKHUX XipypridHUX
BTPYYaHb a00 y pa3i BAHHKHEHHS CEPHO3HIX TOCTPHX XBOPOO, a0 y
pasi mino3pu Ha KA (po3min 4.4 KXJI3, po3nin 2 JIB). [epex
MTOYATKOM JTIKYBaHH Jamarii(pIO3HHOM CIiJ pO3TIHYTH (HaKTOPH B
aHaMHe31 MaIlie€HTa, IKi MOXKYTh CIIPUITH PO3BUTKY KETOAI[UI03Y.
(po3min 4.4 KXJI3).




Taoauusa VI-3

BaxauBuii noTeHIIHNH PU3MK — PaK ce40BOro Mixypa

Jlokasu 3B’s13Ky PU3UKY 3 JTIKAPCHKUM
3aco00M

Jani kJIiHIYHUX BUIPOOYBaHb i3 3aCTOCYBaHHAM Janariigio3uHy.

dakTopu pU3UKY Ta TPYIH PUBUKY

Bik, craTh (4osoBiua), KypiHHS (3apa3 abo Oy1b-KOiN), XIMIYHUHA
BIUIMB BIJIOMHUX KaHIEpOreHiB (uukiodochaminy it aHUTIHOBUX
OapBHUKIB TOIIO) Ta reMaTypisl.

3axoau 3 MiHiMi3alii pU3UKiB

Hewmae.

JlonaTkoBi 3ax0/1 3 (hapMaKOHATIIS LY

MB102118: OHKOJIOTIYHI 3aXBOPIOBAHHS B MAII€HTIB, SKi OTPUMYIOTh
JIKYBaHHS anariipIo3MHOM Ta IHITMMH MTPOTUAIa0ETHIHUMHU
npenapaTamH.

Orusiy iaHy po3poOKH MicspeecTpaniiHuX JOCIIKEHb HaBEJICHO B
po3nini VI.2.2 mporo pesrome.

Taoauusa VI-4

BaxauBuii noTeHuiiiHMii pU3HK — PaK MOJIOYHOI 3271031

Jloka3u 3B 513Ky PU3UKY 3 JTiKapCHKUM
3ac000M

Jani kniHi9HUX BUIPOOYBaHb i3 3aCTOCYBAHHAIM Jamnarii(ao3uHy.

dakTopH PU3UKY Ta TPYIH PUHKY

Bik, cTate (;xiHOUa), KypiHHA (3apa3 abo Oyab-KoIn), HasBHICTh
TIOJIOTIB B aHAMHE31, 3aCTOCYBaHHS €K30T€HHOTO eCTPOreHy (To0To
3aMicHa TOpMOHaJIbHa Teparis), MyTanii reaie BRCA1 a6o BRCA2,
PaK MOJIOYHOT 3aJ1031 B CIMCHHOMY aHaMHe31, 301IbIICHHS HIUTBHOCTI
TKaHUH MOJIOYHOI 3aJI03H1, HAJTUIIIKOBA Maca Tijia/0KHUPIHHS.

3axoau 3 MiHiMi3awii pU3UKIiB

Hewmae.

JonatkoBi 3axoau 3 papMaKOHATIISLY

MB102118: OHKONOTIYHI 3aXBOPIOBaHHS B TAII€HTIB, SKi OTPUMYIOTh
JKyBaHHS JanariipIo3nHOM Ta iHITUMH MPOTHIia0e THIHUMHI
npenaparamH.

Orysi iaHy po3poOKH MICIAPEECTPAIiHHUX TOCTIIKCHb HABEICHO B
po3aini VI.2.2 nporo pestome.

Taoaunsa VI-5

BaxauBuil noTeHUiiiHMA PU3HK — PaK MepeaMixXypoBoi 321031

Jloka3u 3B’S13Ky PH3HKY 3 JTIKAPCHKUM
3aco0om

Jani KiIiHIYHUX BUNPOOYBaHb i3 3aCTOCYBaHHIM JAanariiio3uHy.

®DakTopu pU3MKY Ta TPYNH PUUKY

Bik, KypiHHSI.

3axoau 3 MiHiMi3awii pU3UKIB

Hewmae.

JlonaTkoBi 3ax0/1 3 (hapMaKOHATJISI LY

MB102118: OHKoJI0Ti4HI 3aXBOPIOBAHHSI B ALIIEHTIB, SKI OTPUMYIOTb
JIIKYBaHHS 1anariipio3MHOM Ta IHIIMMH MPOTHAIa0e THYHUMHU
npenaparamu.

Ormsz iaHy po3poOKH MICIAPEeECTPallifHIX TOCTIIKSHD HaBeICHO B
po3nini VI.2.2 mporo pesrome.

Bincyrns indopmanis — 3acrocyBaHHsI B IALI€EHTIB, AKI HAJIeKATH

Taoauusa VI-6

no kiaacy IV 3a mkanorw NYHA

3axoau 3 MiHIMI3aIlil pU3UKiB

PyTunHI 3ax0a1 3 MiHIMIi3allii pU3UKIB:
Poszain KXJI3: 4.4




V1.2.2 IInan nicisipeecTpaniiiHOro po3BUTKY

JocinzkeHHs, 110 € YMOBOIO OTPHMAHHS PeecTPaLiifHOr0 MOCBiTYeHHs

Hemae nocimipkeHs, 10 € yMOBOIO OTPHMAHHS PEECTPALifHOTO MOCBITYEHHS 800 KOHKPETHOTO
3000B’s13aHHS 111010 Jikapcbkoro 3aco0y @OPKCITA.

V1.2.2.1 Inwi gocnigkeHHs B NJIaHI MicJsipeecTpaniiHOro pO3BUTKY

Kopotka na3sa nociigxenns: MB102118 (D1690R00007) — OnkoJ10Ti4Hi 3aXBOPIOBAHHS B
NMANIEHTIB, AKI OTPUMYIOTH JIIKYBAHHSA Janarii)io3uHOM [criocTepeHe J0CTiIKeHH ]|

Merta nocnimkenns: (1) [TopiBHATH 3aXBOPIOBaHICTh HA paK MOJIOYHOI 3aJI03H, TP 3aCTOCYBaHHI
1HCYJTiHYy Ha MOMEHT BKJIFOYEHHS JI0 KOTOPTH, cepe »kiHoK 13 LIJI2T, siki Brepie oTpuMyroTh
JKyBaHHS Aanariti(io3nHOM Ta KiHKaMH, K1 BIIEpIIEe OTPUMYIOTh JIKyBaHHS MPOTHIIa0e THYHIMHU
npernapaTaMy iHIIKMX KiaciB, okpiM iHridiropis H3KTI 2, incyniny, MoHOTeparmii MmeTdopmiHOM abo
MOHOTepaIii CyIb(OHIIICEYOBUHOIO Ta (2) MOPIBHATH 3aXBOPIOBAHICTh HA PaK CEYOBOTO MiXypa, IpH
3aCTOCYBaHHI 1HCYJIiHY Ta MIOTIITa30HY, cepel] YOMOBIKiB Ta xiHOK 13 LI/I2T, siki Bnepiie oTpuMyoTh
JKYBaHHSI Aanarii(ao3uHOM MOPIBHSIHO 3 MalliEHTaMHU, SIK1 BIEPILE OTPUMYIOTh JTIKYBaHHS
MPOTHA1a0e THIHUMH TIperapaTaMy iHIIMX Ki1aciB, okpiM iHriditopiB H3KTI 2, MmoHOTeparii iHCYTiHOM,
MoHoTeparnii MeTopMiHOM ab0 MOHOTepartii CyIb(HOHIIICEYOBUHOIO.



