YactuHa VI: Pe3stome nnaHy ynpaBaiHHA pU3MKaMMU
Pe3tome nnaHy ynpasaiHHA pu3nkamm gna Fpnnekc AKTuB
(napauetamon, KodeiH, peHinedppuHy rigpoxnopua, xnopdeHipaminy

mMmanear)

LUe pestome MnaHy ynpasniHHsa pusnkamum (MYP) ana nikapcbkoro 3acoby Mpunekc Aktue. Y NMYP mictaTben
BiZLlOMOCTI MPO Ba)K/AMBi PU3MKKU NikapcbKoro 3acoby punekc AKTUB Ta SIK Ui PU3MKM MOMKHA 3BECTU A0
MiHIMYMY, | Npo Te, AK OTpMMaTM A0[aTKOBY iHPOpMmaLilo MPO PU3MKM Ta HEBU3HAYeHicTb (BiacyTHA
iHpopMmaLin).

IHCTPYKLIA ANA MeAMYHOro 3acTtocyBaHHA puneKc AKTMB HAZaA€E MeMYHMM NpPaLiBHMKAM Ta MalieHTam
BaXX/MBY iHbOpMaLLito NPo Te, AK C/iJ 3aCTOCOBYBaTU LLEW NiKapCbKuUi 3acib.

l. NikapcbKuii 3aci6 Ta 4nAa Yoro BiH 3aCTOCOBYETbCA
prneKc AKTMB MA€ HaCTYMHi 3aTBEPAKEHI MOKA3aHHA:
CumnmomamuyHe nikysaHHA npossie 2puny ma PBI (2inepmepmii, 20108H020 60710, HEXUMIO) y 00POCAUX
ma dimeli gikom 8i0 12 pokie.
lpuneKkc AKTMB MiCTUTb NapaueTamon, KodeiH, deHinedpuny rigpoxnopug, xnopdeHipamiHy maneaT sK gitodi
PEYOBUHMU | 3aCTOCOBYETHLCA NEPOPANbHO.

1. Pu3uKun, nos'asaHi 3 nikapcbKMm 3acobom Ta aii, nos’a3aHi 3 miHimisauieto pusukis abo
X NOAANbLUOIO XapPaKTePUCTUKOIO
Huykue HaBefeHi BaxnuBi pusMku punekc AKTMB pPa3oMm i3 3axoZamMu 3 MiHIMI3aLil TakKMX PU3KKIB Ta
3aMNpPOMNOHOBAHUX JOCNIAKEHD A1 OTPUMAHHA AOAATKOBUX BigOMOCTEN NPO pU3nKK punekc AKTUB.
3axo4m 3 MiHiMi3au,ji pu3anKiB, BU3HAUYEHMX ANA NiKAPCbKMX 3aC06iB, MOXKYTb ByTH:

o KoOHKpeTHa iHpoOpMmaLifa, Taka AK MOMepefrKeHHA, 3acTeperKeHHA Ta nopagu WoAo NpaBu/IbHOMO
3aCTOCYBaAHHA B IHCTPYKUiT AnAa meanyHoro 3actocyBaHHA Ta KXI, agpecoBaHi nauieHTam Ta
npaLiBHUKaM OXOPOHU 340P0B'A;

e  Bak/iMBi peKomeHaau,ii Woao ynakoBKM NiKapCcbKuX 3acobis;

e [103BO/IEHUI PO3MIP YNAKOBKM — Ki/IbKiCTb JIiKapCbKOro 3acoby B ynakoBLUi BMOMPAETbCA TaKUM
YMHOM, LoD 3abe3neynTn NpPaBuIbHE BUKOPUCTAHHSA NiKapCbKoro 3acoby;

e [lpaBoBWI CcTaTyC ANiKapcbKOro 3acoby — crnocib, AKMM NiKAPCbKMI 3acib NOCTaYa€eTbCcA NauieHTY
(Hanpwuknag, 3 peuentom abo 6e3 HbOro), MOXKe AONOMOITU MiHIMI3yBaTU MOTO PUSUKMU.

Pasom uj 3axoaM CTaHOBAATL M1/1aHO8I 3aX00U 3 MiHIMI3ayii pusnky.

11.A Mepenik saxcausux pusukie ma eiocymus iHgpopmayin

Baxknusi pn3mkn Mpunekc AKTUB — Le pU3MKKM, AKI NOTPebyroTb cnewiaNbHUX 3aX0AiB 3 YyNpaBaiHHA pU3MKamu
A1A NoAanblworo BMBYeHHA abo MiHimisauii pusmKky, Wwob nikapcbkuid 3acibé mir 6yt 6esneyHum. Baxkaumsi
PU3MKN MOKHa PO3riAfaTH fAK iAeHTUIKOBaHI UM NOTeHLUilHi. BuasneHumn pusnkamm € npobnemun, ana
AKMX € AOCTaTHbO A0KAa3iB 3B'A3KY 3 BUKOPUCTAHHAM [punekc AKTMB. MOTEHUiNHI pU3MKM — Le PU3KUKKU Ha
OCHOBI HasBHUX OAHWX, acOLiMOBaHi i3 3aCTOCYBaHHAM LMX NiKapCbKMX 3acobiB, ane usA acoujauina we He
BCTaHOB/MEHa i NOTpebye MoAanbluoi OUiHKK. BiacyTHA iHdopmauia cTocyeTbca iHGopmauii npo He3neky
NiKapcbKkMx 3acobis, AKa B AaHMIK 4Yac BiAcyTHA i noTpebye 36upaHHA (HanpuKknag npu TpuBasomy
3aCTOCyBaHHi niKiB).

Mepenik BaXXnMBUX pU3MUKiB Ta BiaCYyTHA iHPopmauia

Baxknusi BUABAEHI pU3MKMK e [enaTOTOKCUYHICTb / nopylueHHA YHKLIN
neyviHkm (naujeHTn 3 iCHYtOUMMM
nopyweHHAMM YHKLIA NeYiHKK, XPOHIYHWM
aJIKoronism, nopyLUeHHA TpaBAEHHS,
3HEBOAHEHHSA, 0POCAi 3 He4OCTATHICTIO MacK
Tina)

e [lepeno3yBaHHA (HABMWCHE Ta HEHAaBMUCHE)

e B3aemogifa 3 aHTMKOaryaaHTamm




e Bsaemogis 3 npenapaTamu, WO CTUMYAIOOTb
bepmeHTH
e B3aemogia 3 iHribitopamn MAO

BarknuBi NOTEHLiAHI pU3NKK

e [010BHUI Binb CNPUYMHEHMIA HAAMIPHUM
33CTOCYBaHHA NiKapCcbKux 3acobis

e Kapaio-BackynApHi NopyLleHHA

e 3aCTOCYBaHHA NiA Yac BariTHOCTI

e 3acTOCyBaHHA Mif Yac roayBaHHA rpyanto

BiacyTHAa iHpopmau,in

e He3azokymeHTOBaHe 3aCcTOCYBaHHA
(3acTtocyBaHHsA binblie 3 AHiB)

e 3acToCyBaHHA AiTAM A0 12 pokKiB

e [loMmunku po3yBaHHA

11.B Kopomkulii 02150 eaxciusux pusukKie

Ba)kKnuBuii BUABNEHUIM PU3MK: FenaToTOKCMUHiCTb / nopyweHHA ¢YHKUi nediHKn (nauieHtn 3
iCHyrouMMMn nopylweHHAMU GYHKUIN NedyiHKKW, XPOHIYHMA aNKoroniam, NOPYLUEHHA TPaB/IEHHSA,

3HEeBOAHEHHS, A0POCi 3 HeA0CTaTHICTIO MacH Tina)

JaHi gna 38'A3Ky pU3KUKY aNA MeguLMHK

lenaToKCMYHMIA BNAMB NapaueTamony — ue gobpe
BifoMe  ABMULe, OMMcaHe Yy  BiANOBIAHWUX
MoHorpadiax, wWo mictaTbca B iHGoOpMaLii npo
AHFS  iHdopmauii 3  fiKapcbKux  3acobiB,
Martindale, Elsevier Clinicalkey, a TakoX B
IHCTPYKUIT Ana MeagMYyHOro 3acToCyBaHHA, LWO
MiCTATb NapaueTamon.

daKTOpMU PM3UKY Ta FPyNn PUSKKY

e [laUieHTM 3 iCHyLUYMMM
bYHKLIN neviHKu

e  XPOHIYHMI anKkoroniam

e [lopyleHHA TpaBaeHHA

e 3HeBOAHEHHA

e [lopocni 3 HeAOCTaTHICTIO MacK Tina

nopyLweHHAMM

3axoam 3 MiHimi3au,ii pusmkis

3BUYaliHi 3axoamM 3 MiHiMmi3au,jii pU3nKy
PerynapHe iHbGOpMyBaHHA NPO PU3UKK:
Po3ginu iHbopmaLii npo NnpoayKTu:
e [lepeno3syBaHHA
e CneujanbHi 3axoam b6esneku
e B3aemogja 3 iHWKMMKM NiKapcbKMMK 3acobamm
Ta iHWi BUAM B3aEMOA,ii
e (Cnocib 3acTocyBaHHA Ta [,03M

Ba)knueuii BusasneHuin pusuk: NepepnosysaHHA (HAaBMUCHE Ta HEHaBMUCHE).

[aHi ana 3B'A3Ky pU3KKY ANA MeaNLNHU

Binbwe HiX npo 100,000 BUNAAKIB
nepefo3yBaHHA NapaueTamosly Ha pik BigOMO B
CLUA (ClinicalKey, oTpyeHHsa napaueTtamosiom).

daKTOpM PU3UKY Ta FPyNn PUSKKY

e [lauUieHTM, WO OAHOYACHO 3aCTOCOBYIOTb
6araTo NiKapcbKMX 3acobiB, WO MicTATb
napauetamon

o [litn

o [lauieHTn 3 cyiuMaanbHUMKN AYMKamMmn

®  3/10BXXMBaHHA HAPKOTMKaMM

3axoam 3 MiHimi3au,ii pusmKis

3BUYaliHi 3axoamM 3 MiHiMmi3aui pu3nKy
PerynapHe iHbOpMyBaHHA NPO PU3UKK:
Po3ainu inbopmaLii npo /13:




CneuianbHi 3axoam besnekn

B3aemogis 3 iHWKMMK NiKapcbKMMM 3acobamu
Ta iHWi BUAKW B3aEMOAil

Cnocib 3acTocyBaHHA Ta 403K
MNepenosyBaHHA

BaxKnueuii BUABNEHUIA pU3MK: B3aemopifa 3 aHTMKOarynaHTamm

JaHi ana 38'A3Ky pU3UKY AN MeAULIUHU

B3aemogpis MiXK napaueTamosiom Ta
aHTMKoarynaHTamm — ue gobpe Bigome ABuLLe,
onucaHe Yy BiANOBiAHMX MOHorpadisx, wWo
mictaTbca B iHdopmauii npo AHFS iHpopmauii 3
NiKapCbKMX 3acobis, Martindale, Elsevier
ClinicalKey, a Tako) B iHCTPYKUii Ana meanyHoro
3aCTOCYBaHHA /iKapCbKMX 3acobiB, WO MicTATb
napaueramorn.

daKTOpM PM3UKY Ta FPYNn PUSKKY

MNauieHTn, AKI
AHTUKOAryNAHTH.

OA4HO4YaCHO 3aCTOCOBYHOTb

3axoam 3 MiHimi3au,ii pusmKis

3BUYaliHI 3aX04M 3 MiHiMmi3au,jii pU3nKy

PerynapHe iHbOpMyBaHHA NPO PU3UKK:

Po3ginu inpopmaLii npo /13:

Ocobnusi 3axoam 6e3neku

B3saemogis 3 iHWKMMK NiKapcbKMMM 3acobamu

Ta iHWi BUAM B3aEMOA,ii

Baxknueuii BUABNEHUIA pU3KK: Bzaemogia 3 npenap

aTamu, WO CTUMYIIOIOTb PepMeHTH

[OaHi ana 38'a3Ky pUsnNKy 4NA meanuumHu

B3aemogia mi napaueramosiom Ta npenapaTamm,
Wo CTUMyNIoTb depmeHTM — Le aobpe Bigome
ABULLLE, ONKUCaHe Yy BiANOBIAHMX MOHOrpadisx, wo
mictaTbca B iHdopmauii npo AHFS iHpopmauii 3
NiKapCbKNx 3acobis, Martindale, Elsevier
ClinicalKey, a Takox B iHCTPYKLii AnA meguyHOro
3aCTOCYBaHHA NiKAapCbKMX 3acobiB, WO MicTATb
napaweTamorn.

daKTOopU PU3MKY Ta rpynu pU3MKY

Pusuk neyviHkoBoOi
auetamiHodpeHoMm,

TOKCMYHOCTI,  iHAYKOBaAHOI
CYyTTEBO  NiABULLYETbCA Y
MaLi€eHTiB, WO 3acTocoBylOTb Oinbwi  [03u
aueTamiHodeHy, HiXX  peKkoMeHAOBaHi  npu
OfEprKaHHi  MnpenapaTis, WO  CTUMYIIOOTb
neyiHkosi pepmeHTn (HSDB, AueTamiHodeH).

3axoam 3 MiHimi3auii pusukis

3BMYaiMHi 3axo4M 3 MiHiMi3aLii pusnky
PerynapHe iHboOpMyBaHHA NPO PUIUKK:
Po3ginu indpopmaLii npo /13:
e B3aemogia 3 iHWKMMM NiKapcbKMMK 3acobamm
Ta iHWi BUAKN B3aEMOZIi

Baxknuswuii BuABneHuii pusuk: Bsaemogais 3 iHribito

pamu MAO

[aHi ana 38'a3Ky pUsnKy 4nA MeanumnHun

B3aemogis MiK deHineppnHom /
xnopdeHipamiHom Ta iHribitopamm MAO — ue
nobpe Bigome fABMLLE, OMMCaHe Yy BigNOBIAHWUX
MoHorpadiax, Wwo mictatecs B iHPopmauii npo

AHFS  iHdopmauii 3  fiKapcbKux  3acobis,
Martindale, Elsevier Clinicalkey, a TakoX B
IHCTPYKLUIT  gnAa MmeauyHoro 3aCTOCYBaHHA




NiKapcbKnx 3acobiB, Wo MicTaTb eHinedppuH,
xnopdeHipamin Ta iHribitopn MAO.

daKTOpKU PM3KKY Ta FPyNn PUSKKY

MauieHTN, AKi 0AHOYACHO 3aCTOCOBYIOTb iHFiGITOPYU
MAO.

3axoam 3 MiHimi3au,ii pusmKis

3BMYaliHi 3ax04M 3 MiHiMi3aL,ii pu3mnKy
PerynapHe iHbopMyBaHHA NPO PU3UKK:
Posginu indopmaLii npo /13:
e [lpoTMNOKa3aHHA
B3aemogis 3 iHWKUMK NiKapCcbKMMM 3acobamm

Ta iHWi BUAKW B3aEMoOAil

Ba)k/nMBMiA NoTeHUiliHMiIt pu3nk: FonoBHUIA 6inb cnpuUYMHEHUIT HAAMIPHUM 3aCTOCYBaHHA JliIKapCbKUX

3acobis

JaHi ana 38'A3Ky pU3UKY AN MeAULIUHU

fonoBHMI  BiNb  CNPUYMHEHU  HAZMIPHUM
3acTocyBaHHA NiKapcbkux 3acobis — ue pobpe
BigOMe  ABMWE, oOnNucaHe Yy  BiANOBIgHWUX
MoHorpadiax, Wwo mictatecs B iHPopmauii npo
AHFS  iHdopmauii 3  sliKapCcbKMx  3acobis,
Martindale, Elsevier Clinicalkey, a TakoX B
IHCTPYKUIT  gnAa Mean4YHoro 3aCTOCYBaHHA

NiKapcbKMx 3acobiB, WO MIiCTATb NapaueTamonn.

daKTOpKU PM3UKY Ta FPYyNn PUSKKY

[lOBrocTpoKoBe 3acTOCYBaHHA aHa/breTUKiB npu
rosnoBHomy 6oni.

3axoam 3 MiHimi3au,ii pusmKis

3BUYaliHI 3aXx04mM 3 MiHiMmi3aujii pU3nKy
PerynapHe iHGOpMyBaHHA NPO PU3UKK:
Po3ginu indpopmadii npo /13:

e OcobnuBi 3axoau 6e3nekun
Cnocib 3acTocyBaHHA Ta 403U

Ba)knuBUiA noTeHuiliHMit pusmk: Kapaio-BackynapHi nopyLeHHA

[aHi ana 3B'A3Ky pU3KKY 418 MeANUNHU Kapaio-BackynsapHi nopyweHHa — ue gobpe
BigjOMe  ABMWE, OnNucaHe Yy  BiANOBIAHWUX
MoHorpadiax, wWo mictatbca B iHGopmaLii npo
AHFS  iHdopmauii 3  fiKapcbKux  3acobis,
Martindale, Elsevier Clinicalkey, a TakoX B
IHCTPYKUIT  AnA MeaNYHOro 3aCcTOCYBaHHA

NiKapcbKux 3acobi., Wo micTaTb dpeHinedpuH.

daKTOopU PU3MKY Ta rpynu pU3MKY

MauieHTN 3 cepLEeBMM 3aXBOPHOBAHHAM, 0c061MBO
BaKKi illemiyHi xBopobu cepud, BaxKKa rinepToHin
abo po3BUHEHWNIT aTEPOCKAEPO3.

3axoam 3 MiHimi3auii pusukis

3BMYaiHi 3ax04M 3 MiHiMi3aLii pusnky
PerynapHe iHpopmyBaHHA NPO PUIMNKMU:
Posginu indopmaLii npo N13:
MpoTunokasaHHA

OcobnuBi 3axoau besneku

BaknAuBuii noTeHLiiiHWIA pM3nK: 3acTOCyBaHHA Nig Yac BariTHOCTI

[aHi gna 3B'A3Ky pU3KKY AN MeANLUHM

HeratnsHui BNANB CMMMNATOMIMETMKIB  Ta
AHTUTICTAMIHHMX NpenapaTtiB Neplworo NOKOJiIHHA
Ha BariTHICTb — Ue Aobpe BigOMe ABMLLE, ONUCAHE
Yy BiAnNoBiAHMX MoOHoOrpadisx, WO MiICTATbCA B
iHpopmauii npo AHFS iHdopmauii 3 nikapcbKux
3acobis, Martindale, Elsevier ClinicalKey, a Takox B




IHCTPYKLUIT  gnAa MeanyHoro 3aCTOCYBaHHA
NiIKapCbKMX 3acobiB, WO MiCTATb CUMNATOMIMETUKHN
(Bkntovatoun  deHineppuH) Ta  aTUriCTaMiHHI
npenapatM Mepworo MoKoMiHHA  (BKAKOYaoUM
xnopdeHipamiH).

daKkTOpU PU3KKY Ta FPYnNU PU3MKY

BariTHi XiHKW.

3axoam 3 MiHimi3au,ii pusmkis

3BMYaliHI 3ax04M 3 MiHiMi3aLjii pU3nKy
PerynapHe iHbopMyBaHHA NPO PU3UKK:
Posginu indopmadii npo /13:

e OcobanBOCTi 3acTOCYBaHHA

BaknuBuii noTeHLiliHWIA pM3nK: 3aCTOCYyBaHHA Nig Yac roayBaHHA rpyasnio

[OaHi ana 38'a3Ky pUsnKy 414 MeanunHun

3rigHo BignNoOBiAHMX MOHOrpadii, Wo MicTaTbCs B
iHpopmauii npo AHFS iHdopmauii 3 nikapcbKux
3acobis, Martindale, Elsevier ClinicalKey, a TakoX B
IHCTPYKLUIT  gnAa MmeanyHoro 3aCTOCYBaHHA
NiKapcbKUX 3acobiB, WO MicTtaTb ¢eHinedpuH
pPEKOMEHA0BAHO YTPUMYBATUCA Bifl, BUKOPUCTAHHA
deHineppuHy nig 4Yac rogyBaHHA  rpyaato,
OCKiZIbKM HEMAE A0CTaTHIX AaHMX, WOO BUKAOYUTH
BUAINEHHA B JKiIHOYE MOJIOKO Ta pPU3SUK AnA
rPYAHUX OiTen.

BugineHHs xnopdeHipamiHy B Nt0ACbKE MOOKO €
nobpe  BigomuMm  ABUlEM,  ONUCaHUM Y
BiAANOBiAHMX MOHOTrpadiax NiKapCcbKMX 3acobiB.

daKkTOpU PU3MKY Ta FPYNU PUIMKY

[iTV Ha rpyaHOMY BUTOA40BYBaHHiI.

3axoam 3 MiHimisaLii pusmkis

3BMYalHI 3ax04M 3 MiHiMi3aLii pU3nKy
PerynapHe iHbopMyBaHHA NPO PU3UKK:
Posginu indopmaLii npo /13:

e OcobMBOCTi 3aCTOCYBaHHA

BiacyTHsa iHpopmauia: He3aaoKkymeHTOBaHe 3acTocC

yBaHHA (3acTocyBaHHA 6inbwe 3 gHiB)

3axoam 3 MiHimi3au,ii pusmkis

3BUYaliHi 3axo4mM 3 MiHimi3au,ii pu3nKy
PerynapHe iHbOpMyBaHHA NPO PU3UKK:
Po3ginu indpopmaLii npo /13:

e Cnocib 3acTocyBaHHA Ta 403K

BigcyTHa iHpopmauia: 3actocyBaHHA gitam go 12 p

OKiB

3axoam 3 MiHimi3auii pusukis

3BMYaiHi 3ax04M 3 MiHiMi3aLi pusnky
PerynapHe iHGOpMyBaHHA NPO PU3UKK:
Po3ginu indpopmaLii npo /13:

e [lokasaHHA
Cnocib 3acTocyBaHHA Ta 403U

BiacyTHa iHpopmauia: Momuaku go3yBaHHA

3axoam 3 MiHimi3au,ii pusmkis

3BUYaliHi 3axoamM 3 MiHiMmi3auji pU3nKy
PerynapHe iHbOpMyBaHHA NPO PU3UKK:
Po3ainu indopmadii npo /13:

e (Cnocib 3acTocyBaHHA Ta 03K

11.C NMicnapeecmpayiiiHuli nnaH po3sumky

11.C.1 JocniakeHHs, AKi € ymoBamMm A,03B0OJIY Ha NpoaarxK




He icHye pocnigXeHb, AKi € ymoBamMu [03BONY Ha nNpogark abo cneuianbHUMKM 30608B'A3aHHAMM LWOAO
pnnekc AKTus.

1I.C.2 |HWi gocnigxeHHs B NicaspeecTpaLinHoOMy NJaHi PO3BUTKY
He icHye *oaHWx gocnigreHb, HeobXxiaHuX ana Mpunekc AKTUB.




