PE3IOME IIJIAHY YIIPABJIIHHS PUBUKAMMU
JJIAA JIHHKAPCBKOI'O 3ACOBY

XEJIIIEKC® JIAP, o0nmoJtickyBa4 1Jis1 ropJia, pO34MH
(MHH: xsioprekcuanH, 0eH3uIaMiH)

Le pestome 1utany ymnpasiinHs pusukamu (IIYP) mns nmikapeskoro 3aco0y XEJIIIEKC® JIAP,
00TMoTicKyBay JyIsl TOpJia, PO3YHH.

B ITYP neranpHO ommcaHi BaXJHMBI PU3UKHU 1IBOTO JIIKAPCHKOTO 3aco0y, CIIOCOOM MiHIMI3allii ITUX
PHU3UKIB Ta SIKUM YMHOM Oyze oTpuMaHO Oinblue iH(opMalii mpo pU3UKM Ta HEBU3HAYEHI JaHHI
(BimcyTHs iHGOpMAaIis).

[HCTpYyKLIs 111 MEAWYHOTO 3acTOCyBaHHs Jikapchkoro 3acody XEJIIIEKC® JIAP, obnomickyBau
JUIS TOpJa, PO3YMH HAaJa€ BaXJIMBY 1H(OpMaIli0, HEOOXITHY CIelialicTaM CHCTEMH OXOPOHH
3JI0pOB’sl Ta MAIliEHTaM JUIsl HAJIEKHOT'O 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00Yy.

I. Jlikapcbkuii 3aci0 Ta HOro 3acTocyBaHHs

XEJITTEKC® JIAP, oOnosickyBay 1Jisi ropJia, pO3YMH 3aTBEPXKEHO 32 HACTYITHUMH MOKa3aHHIMU:
3ananbHi ma iHQexKyiluHi 3aX60pPH6AHH POMOBOI NOPOICHUHU | 2NOMKU, WO CYNPOBOOICYIOMbCS
bonem, 3ananeHHsIM ma NOOPA3HeHHAM: apuneim, MOH3ULIm, 2ineigim, cmomamum ma agpmu. s
00271510y 3a POMOBOI0 NOPOICHUHOIO 00 MA RNICISL CIMOMAMONOIYHUX 8MPYUaHb. [{na 3MeHuleH s
3y6H020 Harvbomy, (Jikapchbka (opma — 0OMONTICKyBad AJisl Topia, po3dyrH (1 M pO3YHHY MICTHTH:
OeH3MIaMiHY TiIPOXJIopu 1,5 Mr, XJIOPreKCUIUHY JUTIIOKOHAT 1,2 Mr (y BUTJISII XJIOPTEKCUIUHY
TUTIoKoHaty poszuuHy 20 %)), (MOBHMIA Teperik Mmoka3aHb MUB. B I[HCTPYKIIT JUIsi MEAMYHOTO
3aCTOCYBaHHS).

Le#t nikapchkuilt 3aci® MICTUTH XJIOPIeKCHIMHY JUIJIIOKOHATY pO3YMH Ta OEH3UAaMiHY
TIAPOXJIOPHU SIK J1F0Ul PEUOBUHH 1 3aCTOCOBYETHCS y (hOpMi 00TIOJIICKYBayYa JIJIsl TOpJIa, PO3UHHY.

II. Pusukm, noB'sizaHi 3 jJikapcbKuM 3ac000M, Ta 3aX0AU IIOA0 MiHiMi3amii a0o moxajbuIol
XapaKTepUCTUKHN PU3HUKIB

Baxunusi pusuku s gikapeskoro 3aco0y XEJIIIEKC® JIAP, obnomickyBau Juist ropia, po3yuH,
pa3oM i3 3axojamu JUIsl MiHIMI3aIlli IMX PU3HKIB, a TAKOXK 3aIPOIIOHOBAHI JTOCIIKEHHS 3 METOIO
IHONIOTO BUBUEHHS TAKUX PU3UKIB HaBEJICH1 HIDKUE.

3axoau 3 MmiHiMizamii pusuki, BussieHux s XEJITIEKC® JIAP, obmomickyBau st ropia,
PO3YHH, BKIIIOYAIOTh:

e Crenudiuny iHpOpMaIlito, Taka K 3aCTEPEKEHHS, 3aMO0DKHI 3aXOIM Ta PEKOMEHJAI] 100
HaJIS)KHOTO 3aCTOCYBaHHS, BUKJIQJICHI B THCTPYKINi 11 MEIMYHOTO 3aCTOCYBaHHS /IS TAI[iEHTIB
1 MEAUYHMX CIIELIATIICTIB;

e BaxumBi pekoMeHallii Ha MapKyBaHHI YIaKOBKH JIIKApCHKOTO 3aco0y;

e 3aTBepIKCHHUI PO3MIpP YIMAKOBKH — KUIBKICTB JIIKAPCHKOTO 3aco0y B YMaKOBIll OOpaHa Il TOTO,
111006 3a0e3MeunTH HOro MpaBUIIbHE BUKOPUCTAHHS,

e [IIpaBoBuil cTaryc JIiKapchbKOro 3aco0y — KaTeropis BIiANMYCKY JIIKApCHKOTO 3aco0y MAaIlieHTy
(HampuKITaz, 3a penentoM abo 6e3 perenTta), MoXKe TOIOMOT'TH MiHIMI3yBaTH PU3UKH, TIOB’si3aH1
13 3aCTOCYBaHHSIM TIpernapary.

Bci mi 3axo011 pa3oM peICTaBISIIOTh COO00 pYMUHHI 3axX00U 3 MIHIMI3ayii pusuKia.

Kpim BHIE3a3HaYeHUX 3aXO0JliB, MPOBOAUTHCA MOCTIMHMMA 30ip 1 perynspHuil aHami3 iHpopmaii
npo moOiyH1 peakiiii, B TOMy 4ucCiIi B Mexax ouiHioBaHHsS PO3b, 3 meror HeraifHOi peamizaiii
3aX0[iB y pa3l BUHMKHEHHS 1oTpeOu. Taki 3axomu SBISIOTE COOOI0 pymuHHi 3axo0u 3
Gdapmaxonaznady.



11.A Ilepenik eéaxcnusux pusukie ma eiocymmuvoi ingpopmauii

Baxnusi pusuku nikapcebkoro 3acody XEJITIEKC® JIAP, obnonickyBad Jyuisi ropsia, po3duH — 11€
PHU3UKH, SKI MOTPEOYIOTH CIELiAIbHUX 3aXO0JIiB 3 YIPABIiHHS JAJs MOAAIBIIOTO JOCITiIKEHHS a00
MiHIMi3aIlii pU3HKIB, MO0 JIIKaApPChKi 3aCO0M MOXKHA OyJ10 O€3MeUH0 MpU3HAYATH MaIliEHTaM.

BaxxuBi pU3HKH MOXKHA PO3AUIUTH HA 11eHTH(IKOBaHI Ta MOTEHIIHHI.

InenTrdikoBaHUMU pHU3UKAMH € TMPOOJEMHU, MO0 SIKUX ICHYIOTh JOCTaTHI JTOKa3H 3B'SI3KYy 3
3acTocyBaHHAM Jikapchkoro 3acody XEJIITEKC® JIAP, obmnonickyBay 1Jis Topia, pO34HH.

[ToTeHiliHI pU3UKA — 1€ TPOOJIEMH, IS SKUX MOMIJIMBHH 3B'SI30K 13 3aCTOCYBaHHSIM IIHOTO
JKapChKOTO 3ac00y Ha OCHOBI HAassBHUX JAaHHX, ajie el 3B'SI30K IIe HE € BCTAHOBJICHHUM 1 MOTpeOye
[MOJANBIIOT OLIIHKH.

Bincytns iHdopmaris — 1e iHpopMmaris 3 Oe3meKH JIKapCchKOro 3acoly, sKka Ha JaHHM dYac
BIZICYTHS, 1 IKY TOTPiOHO 310patu.

Baxuusi i1eHTH(IKOBaHI PU3UKU Bincythi
BaxnuBi moTeHIiiHI pU3HKH Biacyrhi
BincyTtus indopmartis Bincytns

11. B Pe3tome easricnueux pusukie

Baowcnueuit ioenmugpikoeanuii pusux, nomenyiitnuil puzuk aoo eiocymus ingpopmauvin: Hemae

Jlokasu 3B'SI3Ky PHU3HUKY 13 3aCTOCYBaHHSIM
JIKapChKOTo 3aco0y

He 3acTocoByeTbcst

DakTOpU PU3UKY Ta TPYIH PU3HKY

He 3actocoByeThCst

3axoau 3 MiHIMI3aIli1 pU3UKIB

He 3acTocoByeThcst

11.C Hichapeccmpauyiitnuii naan po3eumsy

11.C.1 Jlocnioscenns, AKi € ymMo8amu 015 OMPUMAHHI PEECMPAYIIHO20 NOCBIOYEeHH s

BiacyTHi nmocmipkeHHs, SKi € yMOBaMH a00 OCOOJHMBUM 3000B’S3aHHSAM JUIsli OTPUMAaHHS
peectpariitHoro nocsigueHHs Jdikapcbkoro 3aco0y XEJIIIEKC® JIAP, obmosnickyBau uist Topia,

pO3UHH.

11.C.2 [nwi 0ocnidscennsn 6 pamkax nicasapeccmpayitinio2o niany po3eUmKy

BigcyTHi BUMOTHM MIONO TPOBENSHHS JOCTIIKEHb Jikapchkoro 3acody XEJIIIEKC® JIAP,

00TMoTicKyBay JIsl TOpJia, PO3YHH.




