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Pe3ioMe niiany ynpasJiiHHS pU3HKaAMHU
JJIS JIIKAPCBKOT0 3aC00y

TEKCOPAJI® JIOPCEIT 31 CMAKOM JIMMOHA,

JbOAAHUKHU
Mixchapoona HenameHmosana HA36a: AMIIMeMAKpe30/2,4-0uxiopoben3uiosuti cnupm

Ile pestome ITnany ynpasninns pusukamu (ITYP) mns mikapeskuit 3aci6 TEKCOPAJI® JIOPCEIIT
31 CMAKOM JIMMOHA, neoastauku. [TYP neranbHO ONMUCY€E BaXKIHMBI PU3UKH TSI JTIKAPCHKOTO
3acoby TEKCOPAJI® JIOPCEIT 31 CMAKOM JIMMOHA, nb0AsHUKH, SK MOXHA 3BECTH JO
MIHIMYMY Il PU3HUKH, 1 IK OTpUMATH Olnblie iH(OopMallii Mpo PU3UKU Ta HEBU3HAUYEHOCTI JIKAPCHKOTO
3aco6y TEKCOPAJI® JIOPCEIIT 31 CMAKOM JIMMOHA, nbons8uKH (BiacyTHs iHGopMais).

B incTpyxkii 1t MmeauaHOTo 3actocyBanHs (IM3) Ta KOPOTKii XapaKTepUCTHIII JIIKAPCHKOTO 3aC00y
(KXJI3) ms TEKCOPAJI® JIOPCEIIT 31 CMAKOM JIMMOHA, nb0AsHUKK HaBeIAeHa HEOOXitHa
iH(pOpMAIlisS JUTSI METUYHUAX TPAIiBHUKIB Ta MAIi€HTIB PO TE€, SK CIiJ 3aCTOCOBYBATH JTIKAPCHKUH
3aci6 TEKCOPAJI® JIOPCEIIT 31 CMAKOM JINMMOHA, J1b0ASHHKH.

Hogi BakiuBi mpo0Osiemu a60 3MiHM /10 TOTOYHUX MPoOIeM Oy Iy Th BKIIOUEH1 10 oHOBIIeHb [1YP ms
nikapebkoro 3acooy TEKCOPAJI® JIOPCEIIT 31 CMAKOM JIMMOHA, 160/15HUKH.

I. Jlikapcbkuii 3aci0 Ta 11 40r0 BiH BUKOPHCTOBY€EThCS

T'EKCOPAJI® JIOPCEIIT 31 CMAKOM JIMMOHA, 10 HUKH CXBAJICHUH I CHMITOMATHYHOTO
JIKyBaHHS 1H(QEKUIHHO-3aMaJbHUX 3aXBOPIOBaHb POTOBOI MOPOXKHUHU Ta TIOTKH. Llei mikapchkuit
3aci0 MICTUTh KOMOIHAIlIO aMiIMeTakpe3ony Ta 2,4-IuXJI0poOEH3UI0OBOTO CIUPTY B POJIi 10401
PEUYOBUHU Ta 3aCTOCOBYIOTHCS IIJISXOM MOBUIBHOTO PO3CMOKTYBAaHHS JIbOASIHUKA Y POTI O IOBHOTO
PO3UMHEHHS.

II. Pu3uxu, noB'si3aHi 3 JiKapcbKUM 3aC000M Ta JifAMH 3 METOI0 MIHIMI3yBaTH
a00 Haja/Ii XapaKTepU3yBaTH PU3UKH

Baxnupi pusuku Jikapcbkoro 3aco0y T'EKCOPAJI® JIOPCEIT 31 CMAKOM JIMMOHA,
JTHOASTHUKH, a TAKOXK 3aXO/H MO0 MiHIMI3allli TAKUX PU3UKIB Ta 3alIPOTIOHOBAHI JOCTIHKCHHS IS
OTPUMAHHS I0AATKOBOI iH(pOpMAIil PO pu3HKM Jikapchkoro 3acoby TEKCOPAJI® JIOPCEIIT 31
CMAKOM JIMMOHA, nr01dHHUKH HaBEICH] HIKYE,

3axo/M 010 MiHIMIi3allil pU3UKIB, BUSBICHUX IS JIIKAPCHKUX 3aC001B, MOXKYTh OyTH:

e Konkperna iadopmarlisi, HaIPUKIAJ, 3aCTEPEKEHHS, 3aMOODKHI 3aX0JAM Ta PEKOMEHIAI i
100 MPAaBUIBHOIO BHUKOPUCTaHHSA, B aHOTawli 1O Jikapcbkoro 3acoby Ta KXIJI3, mo
a/JipecoBaHi Mali€HTaM Ta MEJUYHUM MpalliBHUKAM;

e BaxnuBi pekoMeHaIlii 11010 YITAKOBKH JIIKAPCHKOTO 3ac00Y;

e Po3mip ynmakoBKH — KUIBKICTH JIIKAPCHKOTO 3ac00y B YIAKOBIII, II0 BUOMPAETHCS TaKUM
YUHOM, 11100 3a0€3MeUnTH NMpaBUIbHE 3aCTOCYBaHHS JIKapChKOT0 3ac00y;
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e [IpaBoBuii cTaTyc JIKapChKOTO 3ac00y — CIIOCIO, SIKUM JIIKQpChbKUH 3aci0 MOCTaBIISEThCS
MarieHTy (HampuKIamg, 3a perentomM abo 6e3 perenTy), MoXKe JTOIMOMOITH MiHIMI3yBaTH HOTO
PH3UKH.

Pazom 11 3ax0/11 CTaHOBJIATH PYTUHHI 3aX0/IM 3 MiHIMI3aIlil pU3HUKIB.

KpiM mmx 3axomiB, MOCTIMHO 3MIMCHIOETHCA 30ip Ta PETyJSIPHO aHAMI3YEThCs iHMOpMAIls Mpo
HeOakaH1 peakiiii, BKJIIOUAOUM OIIHKY PETyJSIPHO OHOBIIOBaHOro 3BiTy 3 Oe3neku (PO3B) mis
TEKCOPAJI® JIOPCEIIT 31 CMAKOM JIMMOHA, nboasHUKH, 06 33 HEOOXiJHOCTI HeraitHo
BXKUTH 3aXOJIiB.

L1i 3ax0/T1 CTAHOBISATEH PYMUHHY OISIbHICMb 3 PAPMAKOHATIAOY.

Sxmo BaxmuBa iHpopMallis, AKa MOXe BIUIMHYTH Ha Oesnedde 3acTocyBanHs I EKCOPAJI®
JIOPCEIIT 31 CMAKOM JIMMOHA, np0AsHUKH 1€ € HEeIOCTYITHOI0, BOHA BKa3aHa B PO3[iIi
«giocymHs iHghopmayisy HUKYIE.

I1LA. Cnucok BaxKJIMBHMX PU3MKIB i BincyTHs iHdopmanis

Ba)xIMBUMH pH3HKaMH Jikapcbkoro 3acoby TEKCOPAJI® JIOPCEIIT 31 CMAKOM JIMMOHA,
JTBOJITHUKH € PU3UKU, K1 TOTPEOYIOTh 0COOIUBUX 3aX0/I1B 3 YIPABIIHHS PU3UKAMHU JJIs OJANIBIIOTO
JOCTKEeHHs a00 MiHIMI3aIii pU3UKY, 00 Oe3MeYHO MPUUMATH JIIKapChKHiA 3aciO.

BaxmBi puU3MKM MOXKHA BBaKaTH BUSBICHUMH a00 TOTEHIIMHUMHU. BusBIeHI pH3UKH €
npooOjieMaMu, Ui SIKUX € JIOCTaTHhO JIOKa3iB 3B'A3Ky 3 BUKOPUCTAHHSM JIIKAPCHKOTO 3aco0y
I'EKCOPAJI® JIOPCEINT 31 CMAKOM JIMMOHA, nponsauku. IToTeHIiiiHi pH3MKH - Iie
npoOyeMu, A SKUX MOXIJIMBA acolliallis 3 BUKOPUCTAHHSM LIbOTO JIIKAPCHKOTO 3ac00y Ha OCHOBI
HasBHUX JJAHHX, aJIe 1151 acolialis e He OyJia BCTAaHOBJIEHA i MOTpedye MoAanbIIoi omiHky. BincyTHs
iHpopManisg crocyeTbes iHGopManii mpo Oe3meky Jikapcbkoro 3acoOy, sKa 3apa3 BIJICYTHS, 1
MOBUHHA OyTH 310paHa (HampuKIIa, MO0 TPUBAJIOTO BUKOPUCTAHHS JIIKAPCHKOTO 3ac00Y);

Ilepeik BaxKJIMBHUX PU3UKIB TA BiICYTHHOI iH(opMaii

Baxansi e 3acTOCyBaHHS JITSAM BIKOM JI0 6 POKIB
iteHTHdikoBaHi pu3NKH
Ba:xauBi morenuiiini Bincythi
PU3MKH
Bincyrus indpopmanin e 3acTOCyBaHHS IiJ] Yac BariTHOCTI a00 T'OJTyBaHHS TPYJIIO

II.B. Pe3omMe BaxkIMBHX PU3HKIB

BaxauBuii BUsIBJIeHMI PU3HK — 3aCTOCYBaHHS MTAM BiKOM /10 6 pokiB

HO‘K%H 3B'SI3KY PU3HKY KomHux KIIHIYHUX AOCHiIKeHb Moo 3actocyBaHH AMK/IXBC
3 JIIKAPCBKUM 3aC000M | rirsm BikoM 710 6 POKIB IICIII BUUYEPITHOTO MOIIYKY Y JIITepaTypi, a came
B 60a3i manux OVID (Biosis, Derwent Drug File, Embase ta Medline) Ta
6a3i nanux PubMed, BusiBieno ue 0yio.

V nitelt cnij BpaxOBYBaTH PU3HK 3a1yXH Ta acipallii Mpy 3aCTOCYBaHHI
MepopalibHUX TpenapariB  4epe3 BIJICYTHICTh 3JIarO/DKEHOCTI  Ta
TPYIHOII 3 KOoopauHaiiero (€Bpomeichke areHTCTBO JIKAPCHKHUX
3aco0iB, 2014; Lam Ta iH., 2014). OnHak iCHy€ HEIOCTaTHBO JIITEPATYPH
II0JI0 3aCTOCYBaHHS JIbOJASHUKIB [ITAM BIKOM 10 6 pOKIB A
BCTaHOBJICHHS Oe3MeKu. Y KIIIHIKO-€KCIIEPUMEHTATILHOMY JTOCIIIKESHHI,
npoBeaeHomy Leksell i Mejare y 1994 porti, nepeBipsiyii 31aTHICTh TITEH
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3-5 pOKiB 3aCTOCOBYBAaTH JbOJSHUKU. Pe3ynpTaT mokazanu, mo 62%
JiTeld MOTJIM YTPUMYBATH JILOASHUK y POTI mpuHaiiMHI mpotsirom 10
XBWIMH. JIOCHIKEHHS] HE TPOAEMOHCTPYBAJIO )KOJHUX NOOIYHUX SBUII.
®daxkTopu pU3MKY Ta [oBimommsiy, 1O OOCTPYKLis JAMXaJbHUX NUIAXiB abo 3aayxa,
TpyIH PUBUKY CIpUYMHEHA HE MPOJYKTAaMH XapuyyBaHHs, HalfuacTille crocrepiraiacs
cepen nmitei y Bimi Bix 6 qo 15 micsmiB (Agran ta iH, 2003). Jlitu MaroTh
PU3HK OOCTPYKIIIi TUXAJIBHUX NUISIXIB BHACTIIOK PO3MIPY JMXATbHUX
HUISXIB Ta BiKOBHUX (akTopiB (Agran Ta iH., 2003).

3axong 3 MiHIMizawii PyrunHi 3ax0au 3 MiHIMI3AIll PU3HKY:

PH3HUKIB e Jlus. posnin 4.2 ([ozysanns ma cnocib 3acmocysanns) i posuin 4.9
(ITepeoosysanns) y ITIOJ13.

e Jlus. po3nin 6.4 (Ocobausi 3anobidxcui 3axo0u npu 30epicanti) y
KXJI3.

o Jlus. po3nain «/[ozyeannsi ma cnocio 3acmocysanus» 'y IM3.

JlonaTtkoBi 3aX04 3 MiHIMI3allll pU3HKY:
e BiacyrHi.

BincyTns indopmanis - 3acrocyBaHHs niJ yac BariTHocTi a0o roxyBaHHs IPyAII0
3axoau 3 MiHimizarii | PYTHHHI 3aX01M 3 MiHIMIi3aIlil pU3HKIB:

PU3HKIB o Jlus. po3nin 4.6 (Bazimuicms i 200ysanns epyooi) y ITIO/13.
o Jlus. po3nin 4.6 (Bazimuicmo i 200yeanis epyoorw) y KXJI3.
o JluB. po3ain «Bazimuicms i 200y8arnus epyooio» y IM3.

JlonaTkoBi 3aX0AM 3 MiHIMIi3aIlii pU3HKIB:
e BijcyTHi.
Ckopouenna: AMK/JIXBC = aminmerakpe3on/2,4-nuxinopodensunosuii cniupt; [10O3 = nepemik

OCHOBHHMX JaHux 3asBHUKA, KXJI3 = kopoTka xapakTepucTHKa JKapchbkoro 3aco0y; IM3 =
THCTPYKLIS JUIsl MEJUYHOTO 3aCTOCYBaHHS.

11.C. IInan micasipeecTpaniiHOro po3BUTKY

11.C.1. JocaixxeHnHs, siki € yMOBaMu OTPUMAHHS peecTpaniiiHOro MocBiT4eHHs

BincyTHi gocnmipkeHHs, SKIi € ymMoBaMH JJISI OTPUMAaHHS PEECTPALifHOrO MOCBIIYEHHs abo
crenupiyaEM 3000B'33aHHAM JiKapchkoro 3acody TI'EKCOPAJI® JIOPCEIIT 31 CMAKOM
JIMMOHA, ns0a9HUKH.

11.C.2. TInwi gocjaigxeHHs B NJ1aHi micaspeecTpauiiiHOro po3BUTKY

Jlocmimxerns mns mikapcbkoro 3aco0y T'EKCOPAJI® JIOPCEIT 31 CMAKOM JIMMOHA,
JBOJISTHUKH HE MOTPiOHI.



