MPUJIOKEHUE @&Q’

YCJIOBUS WJIA OTPAHUYEHMS TIO OTHO[HEI—%HA BE3OMNACHATA U EOEKTUBHA
VIIOTPEBA HA JIEKAPCTBEHHSI IIPOJTYKE, KOUTO JIA BBJIAT BHBEJEHH OT
I[”I)P)KABAT&-[JIEHKA



JbpxaBara-diieHKa TpsAOBa /1a OCUTYPH BCUYKH YCIIOBHS MIIM OTPaHUIEHHUS 3a Oe30macHara u e(eKTHBHA
ynoTpeba Ha JIeKapcTBEHHS MIPOIYKT, OIMCAHU MO-10JY, 1a ObIaT MPUIOKEHHN HA HelHATa HallMOHATHA
TEPUTOPUSL.

e [lpenu myckaHe Ha Ma3apa Ha MPOJYKTa BbB BCSKA JIbpKaBa-uieHka, [IpurexatensaT Ha
paspelnieHreTo 3a yrnorpeba TpsiOBa J1a chriacyBa ChIbpKaHUETO U opMaTa Ha 00pa30BATEIHUTE
MaTepUaIH ¢ KOMIIETCHTHUTE HAITMOHAIHU BJIACTH.

e [lpurexatensr Ha pa3pemenuero 3a ynorpeda (ITPY) TpsOBa na ocurypu 1ocTaBsHETO Ha
oOpa3oBaresieH MakeT Ha BCHUKUA METUIIMHCKH CIIEIHAIUCTH, KOUTO CE OYaKBa Jia U3MHCBAT
Libertek, mpu myckaHero Ha masapa.

OO0pa3oBaTEeTHUAT MAKET TPSAOBA 1a ChABPXKA CICTHOTO:

e KpaTka xapakTeprcTiKa Ha IPOJyKTa U JMCTOBKA 3a manuenTta Ha Libertek.
o
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e Komus oT manueHTckara kapra 1a Ob1aT najgeHu Ha MaeHTHTE, TTPSIH Te@nonyan Libertek.
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O6pa3OBaTCJ'IHI/IT€ MaTepHualiv 3a NPpCANUCBAIINATEC JICKapUu TpSI6Ba Ha@IIO‘IBaT CICIHUTE KIIFOYOBU
Q

CIIEMCHTH: >
Q

» KoHkpeTHOTO 0100peHo moka3anue. PakTwT, ye Li %k HE € MMOKa3aH 3a JICYCHNE Ha JIPYyTH
manueHTy ¢ XObb, ocBeH Te3n, KOUTO OTroBaps l% 0JI0OPEHOTO MTOKa3aHKe, HATO 3a yroTpeda
NPY TALMEHTH ¢ acTMa witH anda- 1 aHTI/ITpI/I OB nedumur.

¢ O0pa3oBaTeHU MaTepUaIy 3a JieKapsl.

» HeoOxoaumoctTa 1a ce nHbOopMUpaT ngg%mme OTHOCHO puckoBeTe oT Libertek u mpennazaute
MepKH 3a 6e3omacHa ymorpeoa.
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» PUCKBT OT HaMalIsIBaHE Ha Tene@om TETJIO TIPY MAIUEHTH C TeJIECHO TETJIO 10 HopMaTa H
HEO0OXOJMMOCTTa OT IpOcJe He Ha TEJECHOTO TETJIO TPH BCIKO MOCEIEHHIE U CIIFpaHe Ha
JICUCHUETO B cnyqaﬁ Ha H CHHUMO WJIN KIMHUYHO 3HAYUMO HaMaJIABAaHC HAa TCJIICCHOTO TETJIO.
[NanmentuTe TpsiOBa 1 aT MIOCHBETBAHU Ja MEPSIT TEJIECHOTO CH TETJIO PEJOBHO U J1a 3aIIHCBAT
TETJI0TO CH B nam/Ie fskara kapra.

» Pucksr ot 11C HI/I HapyIICHUs KaTo Oe3chHUE, OE3MOKOMCTBO, IENPECHs TIPU MAIlMeHTH
nojydJaBa ibertek ¥ MOTEHIMANTHUAT PUCK OT caMOyOUiCcTBO. OTTYK, HEOOXOAMMOCTTA OT
BHHM&TCH§ OIICHKA HA ChOTHOIICHUETO IM0JI13a/PUCK OT TOBA JICYCHHUE NIPU MAI[UCHTH ChC
CHINECTBYBAIIY IICUXUYHU CUMIITOMH WJIM C aHAMHE3a 32 JICTpecHs, U UHPOPMHUpPaHE HA
NAIMEHTUTE JIa TOKJIAABAT BCUYKH CITy4au Ha MPOMSIHA B IOBEACHUETO, HACTPOSCHUETO HITH
cyuraan Muciu. Libertek He ce mpemopbuBa pyu NaIrMeHTH ¢ aHaMHEe3a Ha IeTPecHs, CBbp3aHa
CbC CYUIIUIHHN MHCJIU WX ITIOBCACHUC.

» TloTeHIMATHHUAT PUCK OT 3JI0KAYECTBEHH 00pa3yBaHMS M JIUIICATA HA ONHT IIPH MALUEHTH C
aHaMHe3a 3a 37l0kadecTBeHH 3a0onsaBanus. Jledenue ¢ Libertek He TpsiOBa n1a ce 3amouBa Win
TpsIOBa J1a ce CIpe MpH MalMeHTH ChC 3J0KaueCTBEHHU 3a001sBaHus (OCBEH 0a3aIHOKICThUCH
KapIHOM ).

» [lpu onpeneneHu monynauyu MOKe Jia HACTHITU MOBUIIICHA SKCIIO3UIIMS U J1a CE TIOBUIIIH PUCKBT
OT TpaiiHa HETIOHOCUMOCT:
o Cnemmanau romynnanuu ¢ nosumieno PDE4 naxubupane, kaTo 4epHOKOXKH KEHU
HEIMyHUIa4KH.



o [Ilanmentun, eqaoBpeMenHo iekyBaau ¢ CYP1A2 uaxuburopu (kato (hIyBOKCAMIH) HITH
ot CYP3A4/1A2 naxuburtopu (KaTo eHOKCAIIMH U IIUMETH/IH)

» Tlorenuuanuusar puck oT unpekuuu: Jleuenne ¢ Libertek ne TpsiOBa aa ce 3amouBa win TpsOBa 1a
Ce CIpe MPH MAIMEeHTH C TeXKH OCTPH WHPEKIMO3HH 3a00saBaHusl. OrpaHUYCHUST ONUT MPH
MAIUCHTH C JIATSHTHU UHPEKIUN KaTo TyOepKyJi03a, BAPYCECH XEMATUT WU XSPIIeCHH HH(DEKITHH.

» Jluncara Ha onut npu naruerTy ¢ HIV uHbekius win akTHBEH XCMaTUT, ¢ TSKKH UMYHOJIOTHYHN
3a00IsiBaHus (HAIP. MHOXKECTBEHA CKIIEP03a, JIYIyC €PUTEMATOIEC, MyITH(OKAITHA
NeBKOeHIe(aIonaTys ) WK MOIJI0XKEeHH HA IMYHOCYIPECUBHO JieueHHe (OCBEH KPaTKOCPOYHO
JIYCHHE ChC CUCTEMHH KOPTUKOCTEPOHIN) |, e JieueHueTo ¢ Libertek mpu Te3n manueHTy He
TpsOBa Ja ce 3armoyBa Wik TpsIOBa Jia ce crpe.

» IloTeHuuanHuAT chpieucH puck: Libertek He e OMII IpOyYBaH MPH MALUEHTH ChC 3aCTONHA
chpaedHa HepocTtaThbuHOCT (3 1 4 creneH o NYHA);cienoBarenHo He ce pernophyBa MpH Ta3u

HOHyJ'IaIII/Iﬂ.
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» OrpaHuveHaTa WM JUICBaIa HHGOPMALHS TPY MAIUCHTH C qepHonpom@premz{aHe. Libertek

€ TIPOTHUBOMOKA3aH MPH MalUeHTH C YMEPEHO HITH TEXKKO LIepH011p06 pexxnane (B nim C no
Child Pugh). Knuanunute nanau ce CUUTAT 32 HEAOCTATHYHH, 32 MperopbrYa KOPUTHPaHE
Ha J103aTa U € He00X0IMMO TIOBHUILIEHO BHUMAaHHE IIPU H&HI/ICHTI&&CKO YepHOAPOOHO YBpEXkKIaHE
(A 1o Child Pugh). Q\Q
» Jluncara Ha KIMHUYHY JaHHH B ITOJKpENa Ha KOMOWHH TO C TCOQUIIMH U, Y€ Ta3H
KOMOUWHAITUS HE CE TIPEophYBa. (brb
O
IanmenTcka kaprTa “&\

[TanmenTtckara kapra TpsaOBa 1a ChIbpKa cne;@@re KJIFOYOBE €JIEMEHTH:

[ManmenTuTe TpsiOBa J1a KaXkat Ha CBOSI Jggﬁ, aKo UMAaT aHAMHE3a 3a HAKOE OT CJIEJAHUTE ChCTOSHUS:
e pak

e 0e3chHUE, OE3MOKONUCTBO, § ;1 CYWMLIMIHA MUCIIH WIIH TIOBEJICHUE

e MHOXECTBEHA CKIIEpO3a Uil TEMEH JIyILyC €pUTEMATOJIEC

e  uHQEKIHs KaTo Ty6em<w a, xepnec, xenatut, HIV

[ManuenTure TpsidOBa uqﬂmaT Ha CBOS JieKap, akO pa3BUBAT CUMIITOMH, MOKA3aTEIHH 34!
e (Qe3chbHHE, G@hOKOﬁCTBo, JIeTIpeCcHsl, CYULIMTHU MUCJTH WM TIOBEJICHNE
®  TEXKHA HHPEKIUU

ITanmmenTure TpiI6Ba Jla KaXXaT Ha CBO4A JICKAp, aKO IpueMat ApyTH JICKapCTBa.

Libertek mosxe ma mpemu3Buka 3aryba Ha TEJIECHO TETJIO0 U MAIUEHTUTE TPSOBa Ja MEPSAT CBOSTO TETIIO
PENOBHO M J1a TO 3alMCBaT B MAlMEHTCKATa CH KapTa.

ITanmenTckara KapTa Tpf[6Ba Ja BKJIFOYBA MACTO, KBJACTO INAIUCHTUTEC MOXKC aa 3aliucBaT CBOCTO TCTJIO U
JaTraTa Ha KOATO €a 'O USMEPUIIU U Tp516Ba Ja 6’bjlaT IIOMOJICHHU J1a CH HOCAT IMall€HTCKaTa KapTa nIpu
BCAKO ITOCCHICHUEC.





