YACTUHA VI: PESIOME NNAHY YNPABNIHHA PUSUKAMU

PESIOME NJ1IAHY YNPABJ/IIHHA PUSUKAMU ANA NIKAPCbKOIO 3ACObY BABICMO
(PAPULIMMAB)

Le pestome nnaHy ynpasniHHA pusnkamu (MYP) ans nikapcbkoro 3acoby (/13) BABICMO. B MYyP
HaBeZeHa AeTanbHa iHGopMaLLia LWOA0 BaXKJANUBUX PU3UKIB NPK 3acTocyBaHHi J13 BABICMO, akum
YMHOM Ui PU3NKN MOXKYTb BYTM MiHIMI30BaHI, i AKUM YUHOM MOXKINBO OTPUMATK Binblue iHpopmaLii
Npo p13MKK Ta HeBigoMy iHpopmaLito Npu 3actocyBaHHi /13 BABICMO (BigcyTHs iHpopmalis).

B IHCTpYKUii Ana meauyHoro 3actocyBaHHA ana /13 BABICMO HaBeaeHa HeobxigHa iHpopmauis ans
MeANYHUX NPALIBHUKIB Ta NALEHTIB WOA0 3acTocyBaHHA J13 BABICMO.

Lle pestome MYP ana 13 BABICMO cnig untaTn y KOHTEKCTI BCI€T i€l iHdopMmaLii, BK/ItOYaoun 3BiT 3
OLHKM Ta pe3tome, L0 BUKIALEHO AOCTYNHOK MOBOI), AKi € YaCTUHOK EBPONENCbKOro nybaiyHOro
3BiTYy 3 OUiHKM (EPAR).

Baxknusi HoBi npobnemu 3 6e3nekn abo 3miHM A0 NOTOYHUX Npobsem OyAyTb BKAOYEHI B
oHoBneHHA MYP ana 13 BABICMO.

I. IIKAPCbKWI 3ACIE TA 41 YOrO BIH 3ACTOCOBYETbCA

N3 BABICMO nokasaHuit AnA NiKyBaHHA AOPOCAMX NALEHTIB i3 HeoBaCKYNsApPHOIO (BosOrot)
BIKOBOIO MaKy/apHOtO aereHepauieto (HBM/) Ta nopyweHHAM 30py, CNPUYNHEHUM AiabeTUdHUM
MaKynapHUM Habpakom (AMH) (noBHWIM TEKCT WOA40 NOKasaHb AMB. B IHCTPYKLUii Ana meanyHoro
3acTocyBaHHA). JlikapcbKkux 3acib6 mictutb dapuummab Ak Aitovy pevyoBWMHY i BBOAMUTLCA LUASXOM
iHTpaBiTpeaNbHOI iH eKLi.

JeTanbHiwy iHpopmauito Npo ouiHKy KopwucTi 3actocyBaHHA /13 BABICMO awus. y EPAR pgna /13
BABICMO, y Tomy uMcni B pestome , WO BUKNALEHO AOCTYMHOK MOBO, AKE 3HAX04MUTbCSA Ha BeO-
canTi EBPONENCbKOro areHTCTBa 3 NikapcbKux 3acobis (EMA), Ha CTOpiHLL LibOro NikapcbKOro 3acoby.

Il. PU3UKMU, MNOB’A3AHI 13 3SACTOCYBAHHAM JIIKAPCbKOIO 3ACOBY TA 3AX04M 3 MIHIMI3ALIT
ABO NOAANbLWOIo onnucy PU3UKIB

HuKk4ye 3a3HaveHi Baknumsi pu3nkn /13 BABICMO, a TaKOX 3anponoHOBaHi 3aXxo4n ona mMiHimisauii
LMX PU3MKIB Ta NPOMNOHOBAHI AOCNIAMXKEHHA ANA NOAANbLIOro BMBYEHHA pusmkis /13 BABICMO.

3axo4amu 3 MiHimi3aLii pusukiB, iaeHTUdIKOBAHUX ANA NIKAPCbKOro 3acoby, MoXyTb byTu:

e CneumndiyHa iHPpopmauis, Taka AK 3acTepexkeHHs, 3anobixHi 3axogu, Ta nNopaaun Woao
NpPaBMAIbHOTO 3aCTOCYBaHHA, HaBeAeHi B IHCTPYKUii ANA MeAMUYHOro 3aCTOCyBaHHA AnA
MeANYHUX NPALIBHUKIB Ta NALEHTIB;

e Baknuei nopaam, WO BKasaHi Ha ynakoBL,i NikapcbKoro 3acoby;
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e 3aTBepArKEHWUI PO3Mip YNaKOBKM — KiNlbKiCTb NiKapCbKOro 3acoby B yNaKkoBLi BUOpaHa Taknum
YMHOM, W06 3ab6e3neunTn NpaBuIbHE BUKOPUCTAHHA NiKapCbKoro 3acoby;

e PeuenTypHuMi cTaTyc — cnocib, AKMM NliKapCbKWit 3acib PO3NOBCIOAMKEHUI cepen, NaLiEHTIB
(TobT0 33 peuentom um 6e3 peuenTy), LLO MOXKE AONOMOITU MiHIMI3yBaTU MOro PU3UKU;

Pasom Ui 3ax04uM CKNaaaTb pymuHHi 3axo0u 3 MiHiMi3ayii pusukis.

Y sunagky /13 BABICMO, ui 3axoaM A0NoBHEHi 000amkKosuMu 3ax00amu 3 MiHIMI3ayii pusukis,
3a3HAYEHMMM HUXKYe 014 BiANOBIAHUX PU3MKIB.

e KepiBHULTBO ANA NALLEHTIB/OMNIKYHIB.

JonatkoBo A0 UMX 3axo4is, BiAbyBaeTbcA NOCTIMHMIA 36ip iHGopMaLii o0 NOGIYHUX peaKLin i
NPOBOANUTLCA iX PEryasipHUI aHani3, BKAKOYAKOYM OLIHKY NepioguMyHO OHOB/OBAHOIO 3BiTy 3
6e3nekn (PSUR). TakMM YMHOM 33 HEOBXiAHOCTI MOXKYTb OYTW BXWUTi HeranHi 3axogun. OKpim Toro,
6yno po3pobseHO NMOKPOKOBUI ONUTYBA/ZIbHUK 3 MeTO 3abe3neyeHHA Ha/NeXKHOro BiACcTeXKeHHA
nobiyHnx peakuilt i HagiHuI 36ip yciel BianoBiaAHOI iHpOpMaLLil, sKa BBarKaeTbCcA HEObXiaHOlO, 3
METO0 NOAA/NbLIOIO OXaPAaKTEPU3YBAHHA BAXKAMBUX iAEHTUDIKOBAHUX PU3UKIB, LLLO AaCOLLIOIOTLCA i3
3actocyBaHHAM /13 BABICMO. Ui 3axoau cknagatoTb pymuHHi 3axo0u 3 MiHIMi3auii pusukis.

AKWO BaxnumBa iHpopmaLlis, AKa MOXKe BNAMHYTU Ha be3nedyHe 3actocyBaHHA J13 BABICMO uwe
BiAiCYTHA, UA iHpOpMaL,is 3a3HaYeHa HMKYe Mif, 3aroN0BKOM «BiACYTHS iHDopmaLia».

I.LA NEPENIK BAXIUBUX PU3SUKIB TA BIACYTHA IHPOPMALLIA

Basknusi pu3nKM npu 3actocyBaHHi /13 BABICMO — ue pu3sMKku, ana Akux HeobxigHi cneuianbHi
3aX04N 3 YyNpaBAiHHA PU3MKAMW 3 METO MNOJa/iblioro BMBYEHHA abo MiHimi3auii pusmky, anAa
6e3neyHoro 3acToCcyBaHHS NiKapCcbKoro 3acoby. Barknuei pU3MKM MOXKYTb OyTM po3LiHeHi fAK
ineHTMdikoBaHi abo noTeHWUiNHI. |geHTUdiIKoBaHI pU3NKK — LLe NpobaeMu, ANA AKMX HAABHI AOCTaTHI
AOKa3n 3B’A3Ky i3 3acTocyBaHHAM J13 BABICMO. MoTeHUiMHI pU3nKKM — Le npobnemun, Ana AKUX
3B'A30K i3 4aHUM NiIKapCbKMM 3aCO60M € MOXKIMBUM HA OCHOBI HasiBHUX AaHWX, O4HAK Lien 3B'A30K
e He € BCTaHOBAEHUM i noTpebye noganbloi ouiHKK. BiacyTHa iHbopmauia — ue iHpopmauis 3
6e3nekun nikapcbKkoro 3acoby, Aka Ha AaHWUI Yac BiACYTHA, | AKY NOTPi6HO 3ibpaTh (HanpuKnag, Wwoao
[OBroTPUBANOro 3aCTOCYBaHHA NiKapCbKOro 3acoby).

Mepenik BaXXAMBUX PU3UKIB Ta BiACYTHbOI iHPopMmaLii

BaxknuBi igeHTUdIKoBaHi pU3MKK o |HbeKuinHMN eHgodTaNbMIT

e BHyTpilWHbOOYHE 3ananeHHn

BaknuBi NOTEHUMHI pU3MKK e fBMwWa apTepianbHOi Tpomboembonii Ta ABMLLA
KpOBOTEYi B LEeHTPa/bHilA HEPBOBIN cucTemi
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BigcyTHa iHpopmauis e [loBroctpokoBa 6e3neka
e 3acTocyBaHHA Nig Yac BariTHOCTI

11.B PE3IOME BAXX/IUBUX PUSUKIB

Baxknusum igeHTMdikoBaHU pu3nK: iHbpeKuiiHMK eHgodTanbmir

JoKa3un 3B’A3Ky pu3nky 3 | Lleit BaxknmBuit igeHTUOIKOBAHMN PUIMK TFPYHTYETbCA Ha AaHUX
NiKapCbKMM 3acobom nonynsuii 3 6esnekn bapmunmady B gocnigrkeHHsax Il da3m (GR40306
TENAYA, GR40844 LUCERNE, GR40349 YOSEMITE, GR40398 RHINE) Ta
pocnigxkeHHax |l ¢asm (BP29647 AVENUE, CR39521 STAIRWAY i
BP30099 BOULEVARD).

daKTOpM PU3KUKY Ta Y nauieHTiB i3 iHdeKuiaMKN o4elt abo NepUOKYNAPHUMM iHDEKLiAMM
rpynu pusunky abo nauieHTiB i3 AKTMBHMM BHYTPILUHbOOYHMM  3aMaZeHHAM
NigBULLEHUA PU3NK PO3BUTKY eHaodTanbmiTy. ICHye nigsuLieHui
PU3UNK PO3BUTKY eHAOPTANbMITY, AKLLO Npoueaypa iHTpaBiTpeanbHOI
iH’eKLii NnpoBOANTbLCA B3 AO0TPUMAHHA NPaBU/ aCeNTUKM.

3axoau 3 MiHimizaL,ii PyTUHHI 3ax04u 3 MiHiMmi3auii pusuky:
PU3UKY PyTMHHI noBigomneHHA npo pu3KK onucaHi B IHCTpYKUii ana
MeAMYHOro 3aCTOCYBaHHA, a CaMe B po3Ainax:

e (Cnocib 3acTocyBaHHA Ta 403K

e [lpoTMnoKasaHHA

e (OcobamMBOCTI 3aCTOCYBaHHA

e [lob6iyHi peakuii

PyTuUHHI 3axoau 3 MmiHimi3auii pu3ukKis, e peKkomeHA0BaHO
cneuundiyHi KNiHivHi 3axoan ANA YCYHEHHA PU3UKY:

PekomeHaauia 3aBXAM AOTPUMYBATUCL HANEXHUX MPABUA aCenTUKK
npw iH’ekuinHomy BBeaeHHi /13 BABICMO.

PeuenTypHwmii cTaTyc:
BABICMO € nikapcbkMm 3acobom, Lo BifnNyCKAaETbCA BUK/OYHO 33
peuenTom.

Dopatkosi 3axoau 3 MiHiMi3auii pusuky:
KepiBHMUTBO 415 NaLieHTIB/ONiKyHiB

JopaTkoBi 3axoam 3 PyTuHHI 3axoau 3 papmaKoHarnsgy okpim noBigomaeHb npo
dapmakoHarnagy nob6iyHi peaKuii Ta BUABNEHHA CUrHaANIB:
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KepoBaHUIA oNUTyBaNbHUK.

OUiHIOETbCA AK YACTMHA PYTMHHOrO MOBIAOMNEHHA B MepioguyHO
OHOB/tOBaHOMY 3BiTy 3 6e3neku (PSUR) / perynsipHomy 3BiTi 3 OLiHKK
CNiBBiAHOWEHHA KOpUCTb-pm3nK (PBRER).

[Dopatkosi 3axogu 3 papmaKoHarnaay:

BigcyTHi.

Baxknusui igeHTMdikoBaHU PU3NK: BHYTPILLHbOYHE 3anaJieHHs

JoKa3n 3B’A3Ky pu3nky 3 | Lleit BaxnmBuit iaeHTUOIKOBAHUN PU3MK TFPYHTYETbCA Ha AaHUX

NiKapCbKMM 3acobom nonynsauii 3 6esnekn papuummaby 3 aocnigxens Il pa3m (GRA0306
TENAYA, GR40844 LUCERNE, GR40349 YOSEMITE, GR40398 RHINE) i
pocnigxkerub 1l ¢dasm (BP29647 AVENUE, CR39521 STAIRWAY i
BP30099 BOULEVARD).

daKTopU pU3MKY Ta Y naujienTiB i3 iHbeKUiamM oyelr abo NepUoKYASPHUMM iHPeKLiaAMM
rpynu pusmnky abo nauieHTiB i3 BiOMOIO rinepyyTaAuBicTiIO A0 ¢papuummaby abo
6yab-AKoi JOMOMIMKHOI pPEeYOBUHMN NiaBULLLEHW pPU3MK

BHYTPILUHbOOYHOTO 3ananeHHA. BHYTPIlWWHbOOYHE 3ananeHHA MOXKe
PO3BMHYTUCH Yepes crneundivyHy iMyHOreHHY BiAnoBiab Ha BBeAEHUN
6inok (NO3WUTUBHWIA pe3ynbTaT [OCNIAKEHHA Ha aHTUTINa Ao
JlikapcbKoro 3acoby).

3axoam 3 MiHimizaui PyTuUHHI 3axoau 3 MmiHimi3auii pusuky:
pU3nNKy PYTMHHI noBigoOMNEeHHA nNpo pPU3MK ONuCaHi B IHCTPYKUii AnAa
MeOMNYHOro 3aCTOCYyBaHHA, @ came B po34inax:

e [lpoTMNOKasaHHA

e Ocob6amnBOCTi 3aCTOCYBaHHA

PyTuHHI 3axoam 3 MmiHimi3auii pu3ukis, ge peKkomeHA0BaHO
cneuundiyHi KNiHivYHi 3axoau ANA YCYHEHHA PU3UKY:

PekomeHpaauia 3aBX4M AOTPMMYBATUCb HANEXHUX MPABUA aCenTUKK
npw iH’ekuinHomy BBeaeHHi /13 BABICMO.

PeuenTypHwmii cTaTyc:
BABICMO € nikapcbkum 3acobom, WO BifNyCKAETbCA BUKAKOYHO 33
peuenTom.

Dopatkosi 3axoau 3 MiHIMi3auii pusuky:
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KepiBHMUUTBO AN5 NaLieHTIB/ONiKyHIB.

JopaTtkosi 3axoamn 3 PyTuHHI 3axoau 3 papmaKoHarnsgy okpim noBigomaeHb npo
dapmakoHarnaay nobiuHi peakLii Ta BUABNIEHHA CUTHaNIB:

KepoBaHUIt oNUTyBaNbHUK.

OUiHIOETbCA AK YACTMHA PYTMHHOrO MOBIAOMAEHHA B MepioguYHO
OHOB/tOBaHOMY 3BiTy 3 6e3neku (PSUR) / perynsipHomy 3BiTi 3 OLiHKK
CNiBBiAHOWEHHA KopUCTb-pm3nkK (PBRER).

OopaTKoBi 3axoau 3 papmaKkoHarnagy:
LHocnigxeHHa CR45271

BaxknnBuM NOTEeHUiNHMIA pU3KK:

flBMwia apTepianbHOi TPOM60emb0ii Ta ABMLLA KPOBOTEUI B LLEHTPANbHili HepBOBIli cucTemi

[oKasn 3B’A3Ky pu3nKy 3 | Lelt BannBuMin ifeHTUDIKOBAHUIMN PU3BUK TPYHTYETbCA Ha AaHUX
NiKapCcbKMM 3acobom nonynsauii 3 6esnekn papnummaby 3 gocniaxkens Il pa3m (GRA0306
TENAYA, GR40844 LUCERNE, GR40349 YOSEMITE, GR40398 RHINE) i
pocnigxkerub 1l ¢dasm (BP29647 AVENUE, CR39521 STAIRWAY i
BP30099 BOULEVARD).

daKTopU pU3MKY Ta Y nauieHTiB i3 apTepianbHOW TrinepTeHsieto, rinepainigemieto,
rpynu pusmnky apUTMIEID Ta Yy NaUieHTIB i3 iHQapKTOM MioKapaa Ta iHdapKTOM
r0OJI0BHOrO MO3Ky B aHaMHe3i NiABULLEHUI PUSNK BUHUKHEHHA ABULL,
apTepianbHOi Tpomboembonii. CTapmin BiK i LyKpOBUIM AiabeT TaKoxK
€ GaKTOpaMu PU3KKY.

3axoau 3 MiHimizauii PyTuUHHI 3axoau 3 MiHimi3auii pusuky:
pU3nNKy PYTMHHI noBigoMneHHA nNpo pPU3MK ONuCaHi B IHCTPYKUii AnAa
MeOMYHOro 3aCTOCYyBaHHA, @ came B po3aiNi:

e 0cob6AMBOCTi 3aCTOCYBAHHSA

PyTuHHI 3axoam 3 MmiHimi3auii pu3ukis, ge peKkomeHA0BaHO
cneuundiyHi KNiHivHi 3aXx0Aun ANA YCYHEHHA PU3UKY:
BigcyTHi.

PeuenTypHwmii cTaTyc:
BABICMO € nikapcbkum 3acobom, WO BignyCKAETbCA BMKAKOYHO 33
peuenTom.

JopaTKoBi 3axoaM 3 MiHiMmi3auii pusunKy:
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BigcyTHi.
JopaTtkosi 3axoamn 3 PyTuHHI 3axoau 3 papmaKoHarnsgy okpim noBigomaeHb npo
dbapmaKoHarnagy nobiyHi peakKuii Ta BUABNEHHA CUrHANIB:

BigcyTHi.

DopaTKoBi 3axoau 3 papmaKkoHarnagy:

L OBrocTpoKoBi N0A0BXEHHA A0CAIAMKEHD, WO TPUBALOTD:
GR42691 (AVONELLE-X)

GR41987 (RHONE-X)

BiacyTHa iHpopmauin: aoBroctpokoBa 6e3neka

3axoam 3 MiHimizau,ii PYTUHHI noBigOMAEHHA NPO PU3UK:

PU3UKY BiacyTHi.

JopaTKoBi 3axoau 3 MiHiMmi3auii pusuky:

BiacyTHi.
JopnaTtkosi 3axogm 3 PyTuHHI 3axoau 3 papmakoHarnaay oKkpim nosiaomnaeHb Npo
dapmakoHarnagy nobiuHi peakuii Ta BUABNEHHA CUTHaNIB:

BiacyTHi.

DopaTtkosi 3axoau 3 papmakoHarnagy:

[10BroCTPOKOBI MOAOBMKEHHA AOCNIAMKEHD, LLLO TPUBAOTD:
GR42691 (AVONELLE-X)

GR41987 (RHONE-X)

BiacyTHsa iHpopmaLifa: 3acTocyBaHHA Nig Yac BariTHOCTI

3axoam 3 MiHimizauii PyTuUHHI 3axogu 3 MiHimi3auii pusuky:
pU3NKy PYTMHHI noBigoOMNeHHA nNpo pPU3MK ONMCaHi B IHCTPYKUii AnAa
MeAMNYHOro 3aCTOCyBaHHA, @ came B po3aini:

e 3acTocyBaHHA y Nepiog BariTHOCTi abo rogyBaHHA rpyaato

JopaTKoBi 3axoau 3 MiHiMmi3aLii pusunKy:

BigcyTHi.
JopaTkoBi 3axoam 3 PyTuHHI 3axoau 3 papmaKoHarnagy okpim noBigomaeHb npo
dapmakoHarnagy nob6iyHi peaKuii Ta BUABNEHHA CUrHaANIB:
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CraHpapTHe cnocTeperkeHHA 3a BariTHICTIO KoMmnaHieto Pouw.
OUiHIOETbCA AK YaCTWMHA PYTUHHOrO MOBIAOMJIEHHA B MepiognvyHO
OHoB/tOBaHOMY 3BiTy 3 6e3neku (PSUR) / perynsipHomy 3BiTi 3 OLiHKK
CNiBBiAHOWEHHA KOpUCTb-pm3nK (PBRER).

[Dopatkosi 3axogu 3 papmaKoHarnaay:
BigcyTHi.

1.C NNAH NICNAPEECTPALIMHOT PO3POBKMU

1I.C.1 QocnipXeHHsA, AKI € ymoBamMmu peectpalLiii NiKapcbKoro 3acoby

Hemae pgocnigseHb, AKi € YMOBOI OTPUMAHHA PEECTPALLiMHOrO NocBia4YeHHsA abo cneundiyHMmm
30608B’A3aHHAMK ana /13 BABICMO.

11.C.2 IHWi Aocnig)KeHHA B NAaHi nichapeecTpauiiHoOi po3pobKu

€ Tpu gocnigXKeHHA B NaaHi nichapeecTpauinHoro po3suTtky J13 BABICMO:

1. KopoTKa Ha3Ba AocaigyKeHHa: gocnigxeHHa GR42691 (AVONELLE-X)

Mema 00ocnioxceHHA: OUiHUTM AOBrocTpoKoBy be3neky i nepeHocumicTb J13 BABICMO (6 mr) npu
iHTpaBiTPeanbHOMY BBeAEHHI Y NauieHTiB i3 HBM/,.

2. KopoTKa Ha3Ba aochniaxeHHA: agocniaykeHHA GR41987 (RHONE-X):

Mema 0ocnioxceHHA: OUiHUTM AOBrocTpoKoBy be3neky i nepeHocumictb J13 BABICMO (6 mr) npu
iHTpaBiTPeaNbHOMY BBEAEHHI Y NaLieHTiB i3 JMH.

3. KopoTKa Ha3Ba gochnigxkeHHa: pocnigxeHHa CR45271

Mema 00cniO#ceHHA: OUIHUTU | MNOPIBHATM YACTOTy PETUHANIbHOrO BACKYAITy, PETUHA/NIbHOro
BACKYNITY i3 OKNIO3IEID CYAMH CiTKIBKM Ta BHYTPILUHbOOYHOTO 3anasieHHA (BKAKYaoUYN PeTUHANbHUM
BACKYNIT) i3 OKNO3i€l0 CyaMH CiTKIBKM B 04YaX, B fIKi BBOAWUIWUCH iHTPABITPeanbHO Pi3Hi CXBaneHi
iHri6iTopn dpakTopy pocty eHaoTenito cyauH (VEGF) nicna BcTaHOBAEHHSA giarHo3y HBM/[, a6o IMH,
3a JAHUMUK, OTPUMAHMMMU i3 6a3n AaHUX ENIEKTPOHHUX iCTOPi XBOpObMU.
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