Pe3ome niiany ynpasJjiiHHSI PpU3MKAMH ISl JIIKAPCHKOT0 3aC00y
IMPOCHAH® IMACTUJIKHA AJSA PO3CMOKTYBAHHS BIJI KALLJIIO
MACTUJIKH JUTSl PO3CMOKTYBaHHS 110 26 Mr; 1o 10 macTuiiok y osmicrepi; mo 2 6icTepu B
KapTOHHIH KOpoO1i
(Cyxmii eKCTPAKT JMCTA ILUTI0IIA)

Po3ain VI: Ilincymok miany ynpasiainusa pusukamu (ITYP)

[Tincymok miaHy ynmpaBiIiHHS PU3MKAMH - 1€ CTUCIINI BUKJIAJ IJIAHY YHPABIIHHS PU3NKAMH
(ITYP) nns npenapaty [Ipocrnan® Ilactunku Bin kanuto. [TYP neranizye BaxIuBI pU3UKH,
0 CTOCYIOThCs npenapary [Ipocman® [lacTunkm Bin Kamniro, Te, SIKUM YHHOM IIi PHU3HKH
MOXKHa MiHIMI3yBaTd, 1 K Oyae oTpuMaHa JoJaTKoBa iH(oOpMAIis NpO PHUUKU i
HEBH3HAYEHOCTI, MO cTOCYyIOThcs mpenapary [Ipocman® [lactunku Bin kanuto (BiACYTHS
iH(popMaris).

[HCTpyKIig U1 MEIUYHOTO 3aCTOCYBaHHS JiKapcbkoro 3aco0y IIpocman® I[lactunku Bifg
KallUTI0 HAaJlal0Th BXKJIMBY 1H(OpPMAIIiIO A MEAMYHUX MPAI[iBHUKIB 1 MAI[iEHTIB TIPO Te, K
citig BukopucroByBartu [Ipocnan® [lacTuiky Bix Kanuio.

I. Jlikapcbkuii 3aci0 i B IKHX BUIIA/IKaX BIH BUKOPUCTOBY€ThCS

[Tpocnan® IlacTunku BiAg Kaluilo AO3BOJCHUM i BUKOPUCTAHHS 3 METOIO JIIKyBaHHS
CHUMIITOMATUK{ XPOHIYHHX 3allaIbHUX 3aXBOPIOBAHb OPOHXIB, TOCTPUX 3alajeHb TUXaTbHUX
HUISXIB, IO CYIPOBOKYIOTHCS KallieM (TIOBHUM Mepesik quB. B [HCTPYKIT UIT MEAMYHOTO
3acTocyBaHHA). BiH MICTUTB CyXHi €KCTpaKT IUCTA utoma (5-7,5:1, ekcrparent: eranon 30%
(M/M)) B SIKOCT1 aKTHBHOI PEUOBUHHU 1 3aCTOCOBYETHCS IEPOPATHHO.

I1. Pu3uku, noB'si3aHi 3 JikapcbKUM 3ac000M i Aii momao MiHiMizamii ado mogaabIIOro
ONHCY XapPAKTEPHUX 03HAK PU3HKIB

BaxnuBi pusuky, nos’s3aHi 3 npenapatoMm llpocman® IlacTuiiku Bif Kaluio pa3oMm 13
3aX0/laMH 1010 MiHIMi3aIlii TaKUX PHU3UKIB 1 TMPOMOHOBAHUMH AOCTIKEHHSIMU IS
OTpUMaHHS JO0JATKOBOi 1HQOpMaIii Npo pHU3UKH, NOB’s3aHi 3 mnpenapatoMm IIpocnan®
[TacTuiky B KaluIo, BUKJIAZACHI HIDKYE.

Baxxnusi pusuku, nos'szaui 3 npenaparoM [Ipocnan® [lactuiku Big Kanuno, BKiItoyaroTs: He
3aCTOCOBYETHCH.

3axoau 100 MIHIMI3allli pU3UKIB, 11eHTU(IKOBaHUX 17 npenapary [Ipocnan® Ilactunku
BiJ] KaIIlJIFO, OXOIUTIOIOTh KOHKPETHY 1H(OpPMAIlil0 PO MONepeHKEeHHs, 3am00KHI 3aX0/H 1
noOiyHi peakiii, ska npuBeAeHa B [HCTPyKIIi UIs MEAMYHOTO 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y 7S MaIli€eHTiB 1 MEUYHUX MPAIliBHUKIB, a TAKOXK Ha BIAMOBIIHIN (hOpMi BUITYCKY:

« B IHcrpykuii ans MeAMYHOTO 3aCTOCYBAaHHS MAIlleHTy ab0 MEAMYHOMY IMpaliBHUKY
BiJIMOBIAHO MOBIJOMIISIOTH PO MOXJIMBI MOOIYHI peakIii i 3armo6ikHi 3aX0Au, 100 YHUKHYTH
WX TOOIYHUX peaKIiii:

o AunepriuHi peakuii, Taki sK 3aauiika, HaOpsk KBiHke, ex3aHTeMa ab0 KpONMB'SAHKA,
MOXYTh BUHHKATH YK€ PiJIKO.

o IInyHKOBO-KHUIIKOBI PO37aH, TaKi K HyA0Ta, OJIF0BaHHS a0 Jiapesi, MOKYTh BUHUKATH
B P1AKICHUX BUIaJKax. Mose crocrepiratucs ciadkuii mocnadodnii edekT, noB's3aHuil 3
BMICTOM COPOITY.

o [IIpocnan® IlacTunku BiJ KalUIl0 HE TMOBHHEH BHKOPUCTOBYBATHCS MNAIllEHTAMH 3
BiJOMOIO TI/JBHIIEHOK YYTJIMBICTIO JO [i0Y0i pPEYOBHHH, OYIb-IKUM JIOMOMIXHHUM
pEeUoOBHHAM, IO MICTATHCS B LIbOMY JIKapchbKOMY 3aco0i abo Oynap-iKiil 1HIIIA pPOCIHHI
cimeiicTBa ApanieBux (IUTIOLI).

o PexomennoBana no0oBa J03a He MOBUHHA mepeBuilyBatucs. llepopanbHuil npuiiom



3HAYHO OUIBIIMX KUTHKOCTEH mpemnapary (Ouiblie TphoX JOOOBUX J103) MOXE MPHU3BECTH 0
HYJO0TH, OJTFOBAHHS 1 Jiape.

e 3axomu Ta iHpOpMalig MOJ0 MPABHIBHOTO J03YyBaHHS 1 TPUBAJIOCTI BUKOPHCTAHHS IS
YHUKHEHHS TIOMWJIOK TP MPUHOMI JIIKapChKOT0 3aC00y:

o IlamienTu 3 ypomkeHoto HerepeHocuMicTio ¢ppykTo3u (YBara: [Ipocran® Ilactuiaku Bifg
KaIITIO MICTATH COPOIT 1 MAIbTUT) HE IOBUHHI MPOXOAUTH JiKyBaHH 3 [Ipocman® INactunku
BIJI KaIILTIO.

o IIpocman® IlacTuiku BiJ KalLIO HE IPU3HAYEHI 17151 BUKOPUCTAHHS MaJCHbKUMU I ThbMH
(BikOM MeHIIIe 6 POKiB).

o  [o3Bosienuit po3mip ynakoBku (20 macTHIIOK) OOpaHUid TAKUM YHHOM, 11100 320e3meunT
MpaBUJIbHE BUKOPUCTAHHS JIIKIB,;

o TpuBamicTe NiKyBaHHS 3QJIEKHUTH BiJ THIy Ta TSKKOCTI cMMOTOMIB, ane lIpocrnan®
[TacTunky Bif KalLIo CIiJi BAKOPUCTOBYBATH IMPOTITOM SIK MIHIMYM OJHOTO THIKHSI, 1100
3a0€3MeUnTH TepaneBTHYHUN ycmix; SIKmo cuMnTomMu 30epiraloTbesi JOBINE, HIXK OIWH
THOKIICHb ITi]] 9aC BUKOPHCTAHHS JIIKAPCHKOTO 3ac00y, CIIiJ] MPOKOHCYIBTYBATUCS 3 JIIKApeM
abo ¢papmaineBToM

o Ilpu mosBi mpomacHuii abo0 THIMHOT MOKpPOTH CIiJi MPOKOHCYJIbTYBaTHUCS 3 JiKapem /
dapmarneBToM.

Pazom 111 3aX0/11 CKIIaIAl0Th 36UUAIH 3AX00U U000 MIHIMI3aYil pU3UKIE.

11.A Ilepenik eaxcaueux pu3ukie i iocymuvoi ingpopmauyii

BaxumBuMu pusukamu, mo cTocytoTbes mpenapary [Ipocnan® [lacTuiky Bin Kannio €
PU3UKH, SIKI BAMAratoTh CIeLiadbHUX Jii 3 yIpaBIiHHA pU3UKaMU JUI OAAJIBIIOT0 BUBYEHHS
a0o MiHIMi3amii pU3HKiB 17151 6€3MEYHOT0 MPUHOMY JIIKapCHKOTO 3aC00Yy.

BaxnuBi pu3uKu MOXKYTh PO3TIsSAAaTUCA SK 11eHTH(IKOBaHI a00 moTeHuilH1. [nenTudikoBani
pu3uKnd — 1e HebakaHi sSBUIIA, JUIS SKAX € JOCTaTHIM JI0Ka3 3B'SI3KY 3 BUKOPUCTAHHSIM
npenapaty IIpocnan® IlacTunku Bia Kanuio.

[ToreHmiiHi pU3HKH — 11 TOOOIOBAHHS, 33 IKUMH MOKJIMBHH 3B'S30K 3 BUKOPUCTAHHSAM IIbOTO
JIKapCchKOro 3aco0y Ha OCHOBI HasBHUX JaHUX, aje Led 3B'SI30K Illeé HE BCTAHOBJICHUH 1
noTpedye MoAaNbIIOl OLIIHKH.

Bincyras iHdopMmaris BiiHOCUTBCS 10 iH(opMaIlii npo 6e3neKy JiKapchbKoro 3aco0y, sika B
JaHWil yac BIACYTHS 1 Mae OyTu 3i0paHa (HampuKiaa, Ipo JOBFOCTPOKOBE BUKOPUCTAHHS
JIKapChKOro 3acody);

[lepenik BaxkIMBUX PU3HKIB i BiicyTHHOI iHpopMmanii

BaxnuBi i1eHTH(iKOBaHI pU3UKH |BiICyTHI.
BaxJIuB1 NOTEHLIHHI PU3HKH BincyTHi.
BincyTHs iHopmartis BincyTHsl.

1L B ITiocymok easxcnusux pusuKie

He 3acTocoByeThcs.

11.C Ilicna peecmpayiiina npozpama oyinKu

I1.C.1 Jocain:xkeHHs1, AKi € yMOBaAaMH pe€cTPaLiiiHOr0 NOCBiTYeHHSA

JocnigxenHs, sSiKi € yMOBaMH PEECTPALIfHOTO MOCBITYEHHS a00 KOHKPETHUX 3000B'A3aHb 111010
npenapaty [Ipocnman® [lacTuiaku Bif Kaluio BiCYTHI.



I1.C.2 Inmi qocainzkeHHs1 y micjs peecTpaniifHii mporpami oiHKu

[Tpemapat [Ipocman® [lacTunku BiJ Ko He TOTPEOYE HISIKUX TOCIIKECHb.



