PE3KOME NIAHY YNPABNIHHA PUSUKAMMU ANA NIKAPCbKOIO 3ACOBY POAKKYTAH®
(130TPETUHOIH)

YACTUHA VI: PESIOME N/TIAHY YNPABJ/IIHHA PUSUKAMU

Lle pe3tome nnaHy ynpasniHHA pusmkamu (MYP) ana nikapcbkoro 3acoby (/13) POAKKYTAH®. B NYP
HaBeAeHa AeTasibHa iHGopMaLia WoAo BaXKAMBUX PU3MKIB Npu 3acTocyBaHHi /13 POAKKYTAH®,
AKMM YMHOM Li PU3UKM MOXKYTb BYTU MiHIMI30BaHi, i AKUM YMHOM MOXKAMBO OTPUMATKU Dinblue
iHhopmauii Nnpo p13MKK Ta BiACYTHIO iHPopmauito nNpu 3actocyBaHHi /13 POAKKYTAH® (BigcyTHA
iHbopmauia).

B KOpOTKiN xapakTepucTuui nikapcbkoro 3acoby (KX/13) Ta B iHCTPYKUii gna mepuyHoro
3actocyBaHHA gna /13 POAKKYTAH® HaBeaeHa HeobxigHa iHpopmaLia ana meanyHMX NpaLiBHUKIB
Ta NaLieHTiB Woa0 3actocyBaHHA /13 POAKKYTAH®.

Baknumei HoBi Npobiemun abo 3MiHWM 40 YNHHMX BEPCIN JOKYMEHTIB ByayTb BKAOYEHI B OHOB/IEHHS
MNYP gnsa N3 POAKKYTAH®.

I. TIKAPCbKWUM 3ACIE TA A1 YOI O BIH 3ACTOCOBYETbCA

13 POAKKYTAH® cxBaneHuit gnsa nikyBaHHA TAXKUX GOPM aKHe (TaKMX AK BY3/IMKOBI Ta KOHINO6ATHI
aKHE, aKHE 3i CXUJIbHICTIO A0 NOCTiMHOro pybLoBaHHA), WO He NiaaatTbCa CTaHAAPTHUM MeTodam
NiKyBaHHA (cMcTeMHa aHTMbaKTepianbHa Tepania, micuese NikyBaHHA) (gme. KX/13 ana nosHoro
TEeKCTY noKasaHb). J13 POAKKYTAH® MicTUTb i30TPETMHOIH Yy AKOCTI Aioyoi peyvyoBMHM Ta
3aCTOCOBYETLCA NEpPOpasbHO.

Il. PU3UKMK, MNOB’A3AHI 13 3ACTOCYBAHHAM JIIKAPCbKOIO 3ACOBY TA 3AXO4M 3 MIHIMI3ALLIT
ABO NOAA/LLLIOIO Oonncy PU3UKIB

HurKue 3a3HaueHi BaxkauBi pu3nkmM 3actocyBaHHA /13 POAKKYTAH®, a TakoK 3anponoHoBaHi 3axoau
ANA MiHIMi3aUil LUX PU3KKIB Ta NPONOHOBAHI AOCNIAKEHHA AN NOAANbLIOro BUBYEHHA pU3mMKiB J13
POAKKYTAH®.

3axogamu nNo MiHimisauii pusuKiB, ineHTUDIKOBAHMX ANA NiKapPCbKOro 3acoby, MoXyTb byTu:

. CneumndiyHa iHPopmauis, TaKa AK 3acTeperkeHHA, 3anobixKHi 3axoan, Ta nopaau Wwoao
NPaBMAbHOIO 3aCTOCYBaHHA, HaBeAeHi B iHCTPYKLIi ANnAa meanyHOro 3actocyBaHHA Ta KXJ13 gna
MeaNYHUX NPALIBHUKIB Ta NALLIEHTIB;

o Baknusi nopagu, Lo BKa3aHi Ha YNaKoBLii /1ikapCbKoro 3acoby;

J 3aTBEpPAKEHNIN PO3MIP YNAKOBKM — KifbKiCTb NiKapcbKoro 3acoby B ynaKoBL,i, sika BubpaHa
o6 nepeKoHaTUCA Y TOMY, LLLO NiKapCbKKUI 3acib 3acTocoBaHO NPaBUJ/IbHO;

o PeuenTypHuit cTaTyc — cnocib, AKMM NikapCbKuit 3acib po3noBcloaKeHUn cepe, NaLieHTIB
(To6T0 323 peuenTom 4m 6e3 peuenTy), WO MOXKE AOMNOMOITU MiHIMI3yBaTU MOT0 PUIUKK.
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Pasom Ui 3axoamn cknagatoTb PYTUHHI 3aX04M 3 MiHIMI3aLii pu3mnKiB.

Ona 13 POAKKYTAH® ui 3axoan AONOBHIOOTLCA A0A4aTKOBMMM 3axodamu 3 MiHimisaLii pusmky,
3a3Ha4YeHMMM NPU ONUCI BIANOBIAHUX PUIMKIB HUXKYE.

[JoaaTkoBO A0 umx 3axoaiB 6e3nepepBHO BiabyBaeTbCA 36ip Ta perynspHuin aHani3 iHpopmauii npo
nobiyHi peakLii, y TOMy YMCAi OUiHKA NepiogMYHO OHOB/OBAHOIO 3BiTy 3 6e3neKn, TaKUM YNHOM
MOXKYTb 34ilACHEHI HeralHi 3axoamn BigNoBigAHMUM YMHOM. Lli 3axoam cknapatoTb PYTUHHI 3axoam 3
dbapmaKoHarnagy.

IILA NEPENIK BAXXTUBUX PU3UKIB TA BIACYTHA IHGOPMALIA

Baknuei pu3mKkn npu 3actocyBaHHi /13 POAKKYTAH® — ue pusnKku, gnsa aknx HeobxigHi cneujianoHi
3aXo4M 3 ynpasniHHA PU3MKAMWU 3 METOK MNOoAA/NbLIOro BMBYEHHA abo MmiHimi3auii pu3mky, gna
6e3neyHoro 3acTOCyBaHHA NiKApCbKOro 3acoby. BarKnuBi pU3MKM MOXKYTb OYyTM pPO3LUiHEHI AK
ineHTudikoBaHi abo NoTeHUinHI. |aeHTUdIKOBaAHI pU3UKKM — Le Npobsiemu, ANa AKX HanBHI A0CTaTHI
A0Ka3u 3B’A3Ky i3 3acTocyBaHHAM J13 POAKKYTAH®. MNoTeHUiliHi pu3nKn — ue npobaemu, ans akmx
3B'A30K i3 JAHUM NiKAPCbKMM 3aCO60M € MOMK/IMBMM HA OCHOBI HAaABHUX AAHWUX, OAHAK Len 3B'A30K
e He € BCTaHOB/NEHUM i NoTpebye noganblioi ouiHKK. BiacyTHa iHpopmauia — ue iHpopmauis 3
6e3nekn nikapcbkoro 3acoby, sika Ha AaHMM Yac BiACYTHA, i AKy NoTpibHO 3ibpatn (TobTo NpU
[0BroTpPUBaJIOMy 3aCTOCYBaHHI J1ikapCbKoro 3acoby).

Mepenik BaXXAMBUX PU3KKIB Ta BiACYTHbOI iHpopmaLii

Baxknusi ineHTMdiKOBaHI pU3nKn * TepaToreHHICTb Ta BPOAKEHI BaAWN PO3BUTKY
* [lcuxiyHi po3nagm

BaKAKMBI NOTEHUINHI pU3MKHK *  BTOPMHHI 310AKiCHI HOBOYTBOPEHHA

BigcyTHa iHpopmauin BigcyTHA

11.B PESFOME BAX/INBUX PU3UKIB

TepaToreHHiCTb Ta BPOAXKEHI BaAU PO3BUTKY

[oKa3n 3B’A3Ky AaHOro pusuky i3 | [loKasu TepaToreHHoro pusunKy, NoB'A3aHOro 3 i30TPETMHOIHOM, Lo
AaHUM NiKapCcbKMM 3acobom MOXKe CNPUYMHUTM BPOKEHI BaAn Yepes TOKCUYHY Ajlo Ha embpioH
abo nnig, 6yno BMABNEHO Y AOKANIHIYHMX AOCAIAKEHHAX nepes
nepwunm 3acTOCyBaHHAM Ha ntoasx i 3rogom 6yno nigTeepnKeHo
Pi3HUMM  0DOCepBaLIMHUMM  OOCAIAMKEHHAMW Ta Ha  OCHOBI
noBigoMAeHb NPO NOBIYHI ABULLA.

daKTOpPU PU3KKY Ta rpynn pusnKy | XKiHKM AiTOPOAHOrO BiKy.
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EKCno3nLia maTepmHCbKOro opraHiamy y pesy/sbTaTi BNJNBY CNnepmm

4ynm cim’AHOT PiANHM NALEHTIB, AKI OTPUMYIOTb i30TPETUHOIH, He €
AoctaTHiM gna Toro, wob 6yTM noB’A3aHMM i3 TepaToreHHUMMU
edeKkTamu i30TpeTMHOiHY. OAHaK nauieHTam 4Y0N0BiYOi cTaTi cnig,
HaragaTu, WO BOHW HE MOBWUHHI Hi 3 KUM AIANUTMUCA CBOIMWU NiKamu,
0C06MBO 3 KiHKamM.

3axoam 3 MiHimi3au,ii pusmky PyTuHHI 3axoau 3 miHimi3aLii pusuky:

IHbopMaLia Wo a0 TepaToreHHOCTI Ta BPOAKEHMX Bad, PO3BUTKY NpU
NiKyBaHHI i30TpeTUHOIHOM BKtoYeHa B KX/13 y HAacTynHMX po3ainax:
4.3 NpoTrnoKasaHHA

4.4 3acTeperkeHHs Ta 3anobiXkHi 3axoamn

4.6 PepTUNbHiCTb, BariTHICTb Ta roAyBaHHA rpyaato

5.3 [lokniHiuHi gaHi 3 6e3neKkn — TepaToreHHiIcTb

PyTuHHI 3axogu 3 miHimi3auii pusukie, Ae pekomeHA0BaHO
cneuundiyHi KNiHiYHI 3aXx04Mn ANA YCYHEHHA PUSUKY:
CneundiyHi 3axoam No ynpasaeHHIO PU3IMKOM HaBedeHi B yCix
onucaHmx posginax KXJ13.

JopaTtKosi 3axoau 3 miHimisauii pusuky:

HanaBHi HaBYanbHI MaTepiann ans nauieHTis, Nikapis i papmaLeBTiB

(avB. popaTok 6). byB po3noscloAKeHWU pa3oBuit iHGopmMaLiNnHKUIA

JINCT-3BEPHEHHA A0 NiKapis, iHGOPMYBaHHA MeANYHMX NPALLIBHUKIB
NpPO 3MiHW 40 HaBYa/IbHUX MaTepianis.

[oKasn 383Ky faHoro pusuky i3 | JocnigKeHHAa NOKasyloTb, WO BiTamiH A Aonomarae peryitoBaTty

AaHUM NiKapCcbKUM 3acobom E€KCNpPECito reHiB y MO3KY i MOXKe CNPUYNHUTU HEraTUBHI HEBPOOTiYHI
Hacnigkn. Tum He meHw, Byno nposegeHo H6arato BUNpPobyBaHb Ta
JocniaxKeHb, Wo6 [O0CNiANTU TOYHWMI 3B’A30K MIiXK penpecielo Ta
i30TPETUHOIHOM, i }KOAEH 3 HUX HE BM3HAB ii MPUYMHHOLO.

PesynbTatv AoOCHiAKEHHA HEOAHO3HAaYHi WoA0 MPUYMHHOI poni
i30TpeTMHOIHY y aenpecii abo pusmKky cyiunay. Toi GaKT, WO BaKKi
By/ibrapHi ByrpM cami no cobi CTBOPHOOTb MNOTEHLIMHO BaXKi
ncmMxocouianbHi YCKNagHEHHs, He moxe byTn 3anepeyeHunit. KinbKa
KOHTPO/IbOBaHMX OOCNIAKEeHb HacnpaBAi CBigYaTb Npo  AyxKe
CNPUATAUBUIA BN/IMB i30TPETMHOIHY Ha Aenpecito Ta TPUBOrY, AKi
XapaKTepHi ana ocib, aAke NoTpebytoTb NiKyBaHHSA i30TPETUHOIHOM.

daKkTopW pU3KUKY Ta rpynu pusmky | MNauieHTn 3 genpecieto B aHamHesi.
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3axoam 3 MmiHimisaL,ii pusmky PyTuHHI 3axoau 3 miHimi3aLii pusuky:

IHpopMaLLif LWOAO NCUXIYHUX PO3ALIB NPU NiKYBaHHI
i30TpeTUHOIHOM BKtoYeHa B KX/13 y HAacTynHMX po3ainax:
4.4 3acTeperKeHHsA Ta 3anobixKHi 3axoam

4.8 MNobiyHi peakuii

JopaTtKosi 3axoau 3 MmiHimisauii pusuky:

ByB po3noBctogKeHnt pa3oBuit iHpopmaLiMnHUIA NNCT-3BEPHEHHSA 40
NiKapiB, iHGOpMyBaHHA MeAMUYHMX NPaALLIBHMKIB NPO 3MiHWN A0
HaBYa/IbHMX MaTepianis.

I1.C N/1AH NICNAPEECTPALIMHOI PO3POBKMU

11.C.1 focniayXeHHA, AKi € ymoBamMmu peecTpauii niKapcbKoro 3acoby

HactynHe gocnigrKeHHsA € yMOBOW pPeeCTpaLlii nikapcbKoro 3acoby:
KopoTka Ha3Ba gocnigkeHHa: MX41017 (docnigeHHs obiry nikapcbkoro 3acoby)
MeTta gocnigXeHHa:

OUiHUTK, YK € PI3HULA Y NPU3HAYEHHI NiIKAPAMM Ta NPAKTULiI MOHITOPUHIY Yy Nepiogn A0 Ta nicaa
oHoBneHHs Mporpamu npodinakTnku BaritHocTi (MMN3) gna NnepopanbHUX PETUHOIAIB AUUTPETUHY,
ANITPETUHOIHY Ta i30TPETUHOIHY NPU NiKYBAHHI KiHOK AITOPOAHOrO BiKY.

11.C.2 IHWi aocnigeHHA B NAaHi nichapeecTpauiiHoi po3pobku

KopoTka Ha3Ba gocnigxeHHa: MX41018 (ornagose gocniaxKeHHs)
MeTa gocnigXeHHs:

OUuiHMTM edEeKTUBHICTb OHOBJIEHMX 3aXOAiB MiHIMI3aLIl PU3UKIB cepen KIHOK, AKi OTPUMYIOTb
peTMHOoIAM NepopasibHO, Ta MatoTb AITOPOAHUI NOTEHLia, Ta NiKapiB, XTO iX BUMUCYE, a TAKOXK AN1A
OLiHKM 06i3HAHOCTI Ta 3HaHb MALIEHTIB Ta NiKapiB, AKi iX BUNUCYIOTb (MeAMYHi NpaLiBHUKK), Ta
AoTtpumanHsa MM1B.
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