€CIIVP Covis Pharma
AxniguHii/ popmoTepo Bepcis 7,1

PE3IOME IUIAHY YIIPABJIIHHSA PUSUKAMMU JJISA
JIKAPCBKOI'O 3ACOBY
BPIMIKA® JUKEHYENP®,
NMopouoK s inransiuiii 340 mxr/12 Mkr
(MHH: akaiguniro 6pomin /¢popmoTteposty pymapar)

e pestome miany ymnpaBmiaaa pusukamu (IIYP) mis mikapeskoro 3aco0y bpimika® [[xenyeip®. Y ITYP
HaBeJCHA JieTallbHA iH(OpMAIliS 100 BAXKIUBUX PU3UKIB, ACOI[IMOBAHUX i3 3aCTOCYBaHHIM JIiIKAPCHKOTO
3aco0y bpimika® JIxenyeiip®, crmocobu oTpuMaHHS IOJATKOBOI iH(OpMamii Mpo PHU3HKH JTiKapChKOTO
3aco0y bpimika® [xenyeiip® Ta HeBU3HaYEHOCTI (BiACYTHA iH(MOpMAITis).

[HCTpYKIiS U1 MEOUYHOTO 3acTOCyBaHHS JiKapchkoro 3aco0y bpimika® [DxeHyeilp® Hazmae BaKIHUBY
iHQoOpMaIlit0 IS CHEMIaTiCTIB CUCTEMH OXOpPOHHM 3JI0OPOB’Sl Ta JUIS MAI[IEHTIB IMIOJO0 TOTO, SK CIIiJ
3aCTOCOBYBATH JIiKapchkuii 3acid bpiMmika® JIxenyetip®.

Indopmanis moa0 HOBUX BUSBIEHHX NpoOieM abo 3MiHM BKe BioMHX Mpobiem Oyae HaBeleHa B
oHoBiieHNx penakuisx [TYP nikapcekoro 3aco0y bpimika® [xenyeip®.

VI.1 JIKAPCHKHUM 3ACIB TA META MOT'0O 3ACTOCYBAHHS

Bbpimika® [IxeHyeip® m03BOJNIGHWH [UIsI 3aCTOCYBAaHHS B 3B’A3KYy 3 XPOHIYHUMH OOCTPYKTHBHUMH
3axBoproBanHsMH JereHb (XO3JI) (moBHa iHQoOpMamis MO0 NOKa3aHb HaBeleHa B I1HCTPYKIIl Juis
MEIUIHOTO 3aCTOCYBaHHS JIIKapChKOTo 3aco0y). Jlikapchkuii 3aci® MICTUTE aKIiIuHIA/ POPMOTEPOIT B SIKOCTI
aKTHBHOI CyOCTaHIIi1, MpU3HAYCHUN TSI 1HTAJISAIIIHHOTO BBEICHHSI.

V1.2 PU3BUKHU, TIOB'SA3AHI 3 JIKAPCHKUM 3ACOBOM, 3AXO/IA 3 MIHIMI3AILIIl PU3UKIB
TA MOJAJIBIIOI XAPAKTEPUCTUKU PU3UKIB

BaxxnmBi pusnku Jikapcbkoro 3acody bpimika® JDxenyelp®, pazom i3 3axogamu Uid MiHIMI3Zammii Taknux
PH3HKIB Ta 3allPONIOHOBAHMMU JOCIIKEHHAMH JUIsI OTPUMAaHHs JTOJATKOBOI iH(popMalii Ipo pU3UKH LOTO
JKapchKOro 3aco0y OIMCaHi HIKYE.

3axomamu TSl MiHIMI3aIlli pU3HKIB, iIeHTH(IKOBAHUX TP 3aCTOCYBaHHI IBOTO JIIKAPCHKOTO 3aC00y MOXKYTh
OoyTu:

* [ndopmais, HanpuKIaA HONEPEIKEHHS, 3aM001KHI 3aX0A1 Ta MOPaIH 00 NPaBHUILHOIO BUKOPUCTAHHS
B IHCTPYKILISIX AJIST MEIUYHOT'O 3aCTOCYBaHHS JIIKAPCHKHUX 3aC00iB / KOPOTKIH XapaKTEPUCTHLI JIKapChKOTO
3aco0y aIpecoBaHi MamieHTaM i METUIHHM TIPaIliBHUKAM;

* BaxiuBi nopaau Ha MapKyBaHHI YIIaKOBKH JIIKapCHKOTO 3ac00y;

* Po3Mip ynakoBkH, HaIIpUKJIal: KiJIbKICTh TaOJNETOK B YIAaKOBLi BUOPaHO TaKUM YMHOM, III00 rapaHTyBaTH,
10 JIiKK OyAyTh BUKOPUCTAHI MPaBHILHO;

» IlpaBoBwuii cTaTycC JTKapChKOTO 3aC00y — KaTeTopis BiMITyCKY JIIKAPChKOTO 3aco0y MaIlieHTy (HAIpUKIIaI,
3 abo 0Oe3 penenra) MoXe JOMOMOTTH MiHIMi3yBaTH HOTO PU3HKH.

Pa3zom mi 3aX01 CTAaHOBIIATH CTAHAAPTHI 3aXOIH JIS MiHIMI3aIlil pU3HKIB.

Ha momatok n0 mmx 3axofiB TOCTiifHO 30WparoTh iH(GOpMAIifo Mpo MOOIYHI peakiii Ta peryispHo il
aHaJIi3yl0Th, BKJIIOYAIOUM OLIHKY PEryJIsipHO OHOBJIIOBaHOro 3BiTY 3 Oesmeku (PO3B), mis 3abe3neueHHs
MOJKJIUBOCTI BIIPOB3/DKCHHS HEraiHWX 3aXOJiB NHpu HeoOXimHocTi. Taki 3axoau CKIAJar0Th CTaHIAApTHI
3axou 3 hapMaKOHATIISTY.

VI.2.1 Ilepeik BaxJIMBUX PU3UKIB Ta BiACyTHBHOI iHopmamii

BaxuimBumu pusukamu Jikapcbkoro 3acody bpimika® Jxenyelip®, € pu3uku, B 3B’ 53Ky 3 SKUMHU HEOOXiaHI
CTIeITiaTi3oBaHi 3aXO0au JUIS TIOMAJBIIOr0 BHU3HAYCHHS a0o0 MiHIMI3aIil WX pPHU3HKIB, I 3a0€3MeUCHHS
0e3ITeKH 3aCTOCYBAaHHS JIIKapCHKOTO 3aC00Y.
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Baxnuei pu3uky kiacu(pikoBaHi, K ieHTH(iIKOBaHI a00 NOTEHIIHI pU3KKH. [neHTH)IKOBAaHUMHU PU3UKAMU
€ TIpo0JIeMH, TIIOJT0 SIKUX HasIBHI JOCTATHI JOKA3HM iX 3B’s3KY 13 3aCTOCYBaHHSIM JIIKAPCHKOTO 3ac00y bpimika®
xenyeiip®. [loTeHiliHI pU3nKy — 1 TPOOJIEMH, JUIS SKHUX MOMJIMBHIA 3B'SI30K 13 3aCTOCYBaHHSIM ITHX
JMKapChKUX 3acO0iB HA OCHOBI HAsSBHHUX JaHHX, alle el 3B'SI30K I HE € BCTAHOBJICHUM 1 MOTpeOye
MmoJanbIoi OomHKW. BigcytHs indopMmamis — e iHpopmaris 3 0e3meku JIiKapCchKoro 3acoly, ska 3apas
BIJICYTHs 1 HOTpeOye 30MpaHHs (HAIIPUKIIA, JaHi 010 TPUBAJIOT0 3aCTOCYBaHH JIIKAPCHKOTO 3ac00Y).

Tabamuns 22 Ilepenik BakIMBUX PU3HMKIB TAa BiACyTHBOI iHpopManii
BaxxuuBi izeHTH(]iIKOBaHI PH3HKH BincytHi
BaxiiBi MOTEHTIIHHI PU3HKH Biacytni
Bincytas iHpopmartis BincytHi

VI1.2.2 Pe3omMe BaKJIUBUX PH3UKIB

BincyTHi BaxJInBi DKICHTU(IKOBaHI pU3MKH, BaXKITUBI MOTEHIIHI PU3UKU YM BiACyTHS iHPOpMALis 1010
JKapChKUX 3ac00iB JiKapchkux 3aco0iB bpimika® JIxenyeip®.

VI.2.3 Ilnan micasipeecTpaniiiHOro po3BUTKY

VI1.2.3.1 JociinxkeHHsl, [0 € yMOBOIO OTPUMAHHS Pe€CTPAlifHOr0 MOCBiTYeHHsI

BiacyTHi mocmiKeHHS, SKi € YMOBaMH IJIi OTPUMAaHHS PEECTPAIIMHOrO TOCBIMUEHHS a0 crerudiaHIM
3000B’sI3aHHSIM JIIKApCHKUX 3ac00iB JTiKapchKuX 3aco0iB bpiMmika® JIxenyetip®.

I1.C.2 THwi gocaixzkeHHs1 y IUIaHI NICJIsAPeECTPALIHHOTO PO3BUTKY
Hisxi mocmimkeHHs s TiKapchKUX 3ac00iB JliKapchkoro 3aco0y bpimika® J[keHyeiip® He BUMararoThCsl.
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