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Prograf 0,5 mg capsules, hard

IIporpad 1 mg TenLpau Kancy.au
Prograf 1 mg capsules, hard

TAKpO/JMMYc / tacrolimus

[Ipouerere BHUMAaTeNHO usnaTa JIACTOBKA, [IpeaM Na 3a0YHeTe Ja NpuemMaTe ToBa

JICKAPCTRO, Thil KATO TH ChALPXKA BAaxHE 32 Bac HHpOpMaLHA.

- 3anasete rasu nucToBka. Moske A2 ce HANOKH Ja A npo4yeTeTe OTHOBO.

- AKO uMare RAKAKBH AOUbIHUTENHH BROPOCH, nonuTaiite Bawms nexap unu dapmauesr.

- ToBa JiekapcTBo € npeanucano JnuHo na Bac, He ro npeorcrungaiite na apyru xopa. To
MOXE 22 UM HaBPE/IH, HE3ABMCHMO OT TOBA, HE TEXHUTE CHMIITOMH Ca CHLIHTE KAKTO
Bawure.

- AKO OJTYYHTE HAKAKBH HEXeaHuU /ICKapCTBEHH peakuun, yseaoMete Baurus nekap uau
Papmauest. Tosa BKAOUBA H BCHUKH BBIMOKHH HeKeNauH peakiiyd, HEOMHCAHN B Tasu

- JIMCTOBKA, Biwre Toyka 4,

Kakro ebanpixa Tasun nucroska

l. Kaxeo npeacrasnssa [Tporpag u 3a kakpo ce nanonzea

2. Kakso Tpabea 1a 3uaere, Npeau Aa npuemete Iporpad

3. Kak na npuemare TIlporpad

4, Bb3moxknn Hexenann peakuuu

5. Kak aa cuxpanssare Ilporpady

6.  Cobabpxkanye Ha onakosKaTa u AOHBAHUTENHA UHGOPMaLHS
1. Kakso npescraniasa Nporpad u 3a xakeo ce uanoa3na

Mporpa¢ cnana k™ rpyna /IEKAPCTBEHU CPECTBA, HAPEYEHH UMYHOCY IPECAHTH. Cnen
TPAHCITAHTAUMA Ha OpraH (nanp. YepeH 1pob, 6BOpek, cuplie) nMyHHATA CHCTeMa BB Bawleto
TS0 e ce ONHTA /12 OTXBLPIH HOBHS OpraH. ITporpad ce uznonsea, 3a 1a konTpoaupa HUMYHHUS
OTrOBop Ha BaweTo t4710, nosronsraiiku My aa NpueMe TPaHCNIAHTHPAHHSA OpIaH.

Tporpad uecto ce nanonaea s KoMGHHALKS ¢ ApYrH NekapeTeens MPOAYKTH, KOHTO Chilio
NOATHCKAT HMYHHATa cHcTema.

Moxe na Bu nagar lporpad pEeA J1a 3an0UHe OTXBbPNAHE Ha Bauus TPaHCIUIAHTHPAN HepeH
Apob, GhGpek, CLPUE unK APYr Opran, Uiy ako HsKkoe APYTO NPEAMILHG JISUEHHE, KOSTO CTe
HPHEMAIIH, He € Guno criocobHo Aa KOHTpoKpa To3u UMYHEH OTroBOp cAeA Hanpasenara By
TPaHCIIaHTaL A,




2. Kakpo TpsGBa 1a 3naere, npean qa npuemere Iporpag

He n3nonasaiire Hporpad:
AKO CTe NepruuHu KbM TAKPONMMYC UIH KbM HAKOS OT OCTaHanuTe CheTaBKy Ha Iporpag
(130poenu B TOuka 6).
AKO CTE aNepruuHi KuM KOIHTO i A3 e oT aHTHOMOTUUMTE OT oArpynaTa Ha MAaKpONHAHHTE
AHTUGHOTHIM (HAMp. epUTPOMULIKH, KIapUTPOMHUMK, HOZAMULIHH).

Mpeaynpesxnenns w npemaszan MEpKH

FoBopete ¢ Baiwms nekap nim hapmauest, npean na npuemere [Mporpag.

- e Tpabsa na npuemare Hporpad seexu nen, nokaro ce HYKAGETE OT HMYHOCYTIpecHS, 3a
1A Ce NIPEIOTBPATH OTXBLPAAHETO HA TPAHCIUTaHTHpaHuA Bu opran. TpaGea na
NMOMILPIKATE PENOBEH KOHTAKT C NieKyRaluss By nexap.

- Hokaro npuemare MNporpad, MPE3 pasnHyH1 HHTEPBATN BausT nekap Moxe 1a noucka
A2 HaNpaBH H3CCABAHHS (BKTIOUHTETHO KPbB, YPHHa, ChpACYHa PYHKUHA, OUHH U
HEBPONOTHYHH TecToBe). ToBa e ChbBCEM HOPMATHO K lue noanoMorie nexapa By aa
u3bepe naii-noxoasmara 3a Bac 1oza Iporpad.

- Mona u3barsaitte npuema na PACTHTE/HK NEKAPCTBEHH NPOAYKTH, HAMP. ACLJT KaHTapHoH
(Hypericum perforatum) nnu Apyru pacTuTemsH NPOLYKTH, T KATO MOXKE 18 NPOMEHST
etbexTHBHOCTTA M a03aTa Tporpads, or kosto ce Hy#JaeTe, AKo ce CbMHABaTe, Mo
KOHCYnTWpakTe ce ¢ Batns nekap npenn na semere Hakoii pacTHTeNnen apoayKT HiId
ApYro Ne4ebHO CPEACTBO HA PACTHTENHA OCHOBA.

- AKo uMaTe YepHoapoGuu HApPYUICHHS HIIK CTE CTPAfanu OT 3a60/SBAHE, KOCTO MOMNKE lae
3acerHanc Bawns uepen apoG, Mons yeegomere Bawg NieKap, Thil kato ToBa Gu Morio Aa
pOMEHH N03aTa Ha [Iporpad, kosto nonyyasare.

- AKO uMare cunHa Kopemna 6onka, chiiposoeHa ¢ uiu Ge3 APYIH CUMITTOMY, KaTo
TPLIKH, TPECKA, FrafeHE WAM NOBPLILANE

- AKO UMaTe AMapus NoBeYe OT eHH AEH, MoJis yBeAloMeTe Bawma nexap, saworo moxe na
CE HalOXK apanTupaHe Ha Jo3aTta Tlporpad, kosto npuemare.

- AKO HMaTe HapylIeKHe Ha CICKTPUYeCcKkaTa aKTHBHOCT Ha Balueto chpiie H3BECTHO KaTo
»QT-yabaicasaHe”

- OrpaHuvete u3naraHeTo cH na cTbHYesa CBETAHHA K VB mbuw fokato mpuewmare
[porpag, karo HochTe NOAXOAIILO 3aHTHO obrrekno n u3nonssare cavHvern
NPOTEKTOPH € BHCOK 3awiTen daktop. Tosa ce Hamara N0paay NOTEHUAIHHSA PHCK OT
3NOKA4ECTBEHM KOXHU H3MEHEHUS TTpK HMYHOCYIPECHBHATA Tepanus,

- Axo TpaGea na Bu BaKCUHUPAT, MONIS NPEABAPHTENHO YBeaOMeTE Bauims nexap. Toift e
B nocweersa kak ga Aoctunute Ha#-gobpe.

- Crobueno e, ve naunentuve na Hporpag imar nosuwen prck 3a paIsuTHE Ha
numbonposnpepaTHBK HapyuIeHns (BX. Toyka 4). Koucyntupaiite ce ¢ Bauma nexap 3a
cneuntHueH ChBET OTHOCHO Te3n Hapy1UeH!s,

[TpeanasHa mapka npy paBora:
Ilo Bpeme Ha nogroroskara TPAOBA /3 ce M3GArBa AMPEKTEH KOHTAKT ¢ KOSTO | A3 € HacT Ha
Bauwiero tano, karo HANPUMED KOXKATa WTH O4HTE, HiH BIHIIBAHE HA HHKEKLHMOHUUTE pasTeopH,

fIpaxa wik rpaHy IuTe, ChAbPKALIU Ce B NPOAYKTHTE C TAKPONMMYC. AKO BE3HHKHE TAKbB
KOHTAKT, U3MHATE KOXKATa 0 OunTe.

Apyru nekapcerea u ITporpad
Wndopmupaiite Bawus nexap wiu $apMalesT, ako npuemare, Hackopo cTe npueman
BB3MONKHO 12 NPHEMETE ADYFH NEKAPCTBA, BKAIOYHTENHO U TaKHBa, KOHTO Ce OTRYCK
PELENTA, KAKTO H MEAMKAMEHTH Ha PACTHTEIHA OCHOBA,



Mporpad ne TpsaGea aa ce usnonzea 38€/1HO C LKKIOCNOPHH,

Axo TpuGBa 1a noceTuTe Nekap, pasiuved or Baums cneuuaucr no rpancnnantonorus,
KakeTe Ha JeKap, ue NpHeMaTe TaKpoanmyc. Mosxke 1a e HeoGxoaumMo Bawusit nexap na
¢ KOHCYITHPA ¢ Bamns cneunaneT TpancnianToor, ako TpaGBa A3 H3NO/I3BaTe Apyro
AEKAPCTBO, KOETO GH MOTJIO 1a TOBHUIK HIIH OHHKH KHBOTO HA TAKPOJIHMYC B KpbBTa Bu,

KpbBHyTe HYBa Ha Tiporpad moxe pa ce npoMensr ot APYTHTE JICKAPCTBA, KOWTO NpHEMATE, a
KPbBHUTE HHBa Ha APYTHTe IEKApCTBA A& CE POMEHST npu yrtotpeba Ha [porpad, koeto moxe
Aa HANOXK Crupane, yBeJHYEeHHe WIH HAMATehHE na Aozata Hporpad.

Hsikon nausertu umat nopuiueny wusa na TAKPONKMYC B KPBLBT2, AOKATO NPHEMAT APYTH
nekapcrea. Tosa Moxe aa 10Bene 40 CEPHO3HU HEXENAHN PeaKiyM, KaTo nanpumep Onbpeunn
npodaeMu, npodremu ¢ HEPBHATA CUCTEMA W HApYLIEHUS HA Chpleynus PHTBM (B3K. TOuka 4).
Edekr rupxy unpara va TNporpad B kpuBETa MOME 23 HACTLIN MHOTO CKOPO Cnejl 3amoyBaHe Ha
H3NOJI3BAHETO Ha AIPYT leKapCTBEH MPOAYKT, nNOpagy KOETO MOKE 13 € HeOGXOIHMO YecTo
IPOABIKHTETHO MOHHTOPHPAHE HA HUBOTO Ha Mporpat B xpeera By npes MBPBUTE HAKOIKG
AHU OT 3aM0O4BAHETO HA JIPYTO NEKAPCTBO U YECTO, NOKATO NPONBLIKABA NIEYEHHETO ¢ APYIUS
JIekapcTBen npoaykr. Hakou apyru nekapcrseny TIPOAYKTH MOXKE A3 NOBEAAT N0 NOHUKABAHE Ha
HHBATA HA TAKPONUMYC B KPBBTA, KOETO MOXKE J1a NOBMLLK PHCKa OT OTXBLPNAHE HA
TPaHCIiaHTHpanus oprax. [Mo-cneunanto Tpatsa na Npeaynpenure Bawus aekap, ako
[IPHEMATE N HACKODO CTe MPHEMANH NEKAPCTBA CbC CIIEAHHTE aKTHBHH BeLIECTBA:

- MPOTHBOrBOHYHY NEKAPCTBA U AHTHOMOTHLM, NO-CHCUMATHO Taks HapEUCHUTE MakpoONUAHK
aHTUOHOTHIM, M3MOMIBAHM 32 NeueHue Ha HHQEKUUH, HAnp. KETOKOHA301I, daykonason,
HTPaKOHA301, 1032KOHA30I, BOPHKOHA30J1, KAOTpUMa301, H3aBYKOHA301, MHKOHA301,
TEAHTPOMHLIHH, CPHTPOMHUHR, KNADHTPOMULHH, HO3AMHLIH, A3MTPOMHLIH, pr@amMnuumn,
pudabytnn, n3onuazua u QayKaokCaUMANA _

- JIETEPMOBHP, H3II0N3BAH 32 NPEAOTBPATABAHE Ha 3abonasane, mpuurHeHo or CMV (4oBelKy
HTOMEranoBupyc) '

- HlV-nporeasun HBXUGHTOPH (Hanp, PHUTOHABUP, HENGHHABHD, CaKBHHABHD), AEKapCTBOTO
KOOHUKMCTAT 32 yenBaye na AeUCTBHETO, H KoMBHHHpany Tabserku way HIV
HEHYKNECOIMAHH HHXNOUTOPH Ha ofpaTHaTa TPaHCKpUNTasa (edasupeny, eTpapnpun,
HEBHPANMH), U3NON3BAHM 33 NeveHue na HIV uHbexuun

- HCV-nporeasnu HHXAOHUTOpPH (Hanp. Tenanperup, douenpesnp, koMGHHAUKATA
0M6uTaCBHp/napnTanpeBup/pnTOHaBup CBC HNK Ge3 naszabysup, e1bacsup/rpasonpesup 1
riekanpesup/nunGpenTaceup), U3N0N38aHY 33 NeveHye Ha xenatut C undekuns

= HYIOTHHUG W UMATHBEKG, MASIANU3K0, UepUTHHUG, KpH30TUHKO, ananytamuz, EH3AIyTaMK ],
HJIH MUTOTAH (M3NON3BAHH 32 JIeYeHH e Ha ONpPeJEneHH BHAOBE paK)

- MUKOQCHO/I0BA KHCENHHA, H3NONIBAHA 33 MOTHCKAHE HAa UMYHHATA CHCTEMA, 33 13 Ce
IPEAOTBPATH OTXBBPJSHETO HA TPAHCILIAHTATA

- JIeKapCeTBA NPU CTOMALLIHA S3BA M KHCENHHEH pednyke (hanp. omenpazon, NaH30Npa3on uik
UUMETHIHH)

- AHTHEMETHIHM, H3MO3BAHY 3a fleYeH e HA rafeHe 1 NOBPBUIAKE (HaNP. METOKIIOTPaMKLL)

= MarHE3HEBO aNyMHHHEB XHAPOKCH] {aHTHALKA), H3M0A3BAH 32 Nevenue Ha KHCENUHN

- XOPMOHANHO NEHSHHE ¢ ETHRUAECTPAAHON (Hanp. nepopannu KoHTpauenTHERHN TabneTKn)

WM nanazon Sy

- HudCANNY, HUKAPAUNNA, AMATHAIEM U BEPAntAMUA HAM APYTW EKAPCTBA, HATOT3
JICHEHNE HA BUCOKO KPLBHO HANSTAHE WITH ChPACYHMH npobnemu

- GHTHAPUTMUYHY NPORYKTH (aMHOIAPOH), M3N0N3BAH 32 KOHTPON HA apUTMus
(nepaBHOMephy yaapu Ha CbpUETO)




T NICKapeTsa, MIBECTHH KaTo “CTaTuiu”, H3NON3BAHY 32 NEYeHHE HA [IOBHILICHN XOAECTEPON U
TPUTIHLEPUAH

- kapbaMasenuu, GpeHUTOMH uaK thenobapOuTan, usnonseann 3a neuetne na enuaencus

- MAaTamu3of, HINON3BAH 3 NeueHHe Ha GOMKa U Tpecka

- TNPCAHH30JIOH H METHIIIPEAHH3OMOH OT TPyilaTa Ha KOPTHKOCTEPOHAUTE

- Hea3oNoH, U3MO3BAH 32 NeYeHHe Ha Aenpechs

- (kdraicku) pacTHTEIHY NMPOAYKTH, CbABPKALLM eKCTPAKTH oT Schisandra sphenanthera,
MO3HATH CHILO KATO I0MKHA MArHOMKS 1038 HJIH FOKEH M0 ¢ et BKyca

= KBIT KaHTapuoH (Hypericum perforatum)

Hudopmupaiite Bawuus fiekap, ako cre Ha Aeuenne 3a xenatur C. JleyeHuero ¢ NieKapcTBa 34
xematut C MOXe 1a NpOMenK dyHKUMATA Ha HEpPHHs BH IpoG H MOXe 1a NOBHse BLPXY HHBATA
Ha TakpoNuMycC B kpeBTa. HuBaTa Ha TakponuMyc B KPLBTa MOXKE A8 CE OHMKAT MM na Ce
MOBHLIAT B 3aBHCHMOCT OT NEKAPCTBEHHTE IPORYKTH, npeanucan 3a xenatit C. Moxe fia e
Heo6xoanmo Baumsar nexap fia MOHRHTOPHPA BHHMATE/IHO HHBATA HA TAKPONHMYC B KPbBTa H A
HANPaBH HEOOXOLMMHTE KOPEKLMH Ha 103aTa HA Mporpad, cnen kato sanounere neyenue sa
xematut C.

Hugopmupaiite Bauing fieKap, ako mpHemare HAK TpSOBa 1a Npuemate nbynpoden,
amMpoTepuumy B, aHTuGHOTHLM (KOTPHMOKCA30, BAHKOMULMH MK AMHHOTMKOIHIH 1
AHTHOMOTHIH, KATO HallPHMep TEHTEMHLKH) WK aHTHBHPYCHH CpeacTBa (Hanp. auukaosup,
FaHUMKAOBHP, UHACHORHD iTH ¢ockapuer). Te Morar ga srowmar apoGaemu ¢ Gubperure uin ¢
HEPBHATA CHCTEMA, AKO CE M3NOJI3BAT 3AEHO C Mporpadg.

Bawwust nexap Tps6ea na znae cuino qanu TpHEMATE KaaneBH 10GaBKH UIH KA ChbXpaHABaLM
AMYPETHLH (HAMD. AMHJIOPHE, TPHAMTEPEH HAM CMHPOHONAKTOH ) I aHTHOHOTHIUTE
TPHMETONPHM UM KOTPHMOKCA30JI, KOHTO MOTaT 2 ROBHLIAT HUBATA Ha KaiMi B kpbBTA B,
HAKOW GONKOYCTIOKOABAIIH (T. Hap. HCTIBC, wanp. uGynpoden), aHTUKOATYNaHTH UK
NEpopaiii aHTHAHA0ETHYHY cpencTBa, A0KATO nonyu4asare I'porpad.

Axo Tpsbaa 1a Bu ce Hanpasu BakCHHa, Mons, npeay Toea uHopmMupaiite Bawusg nexap.

ITporpad ¢ xpana, nanurn ¥ a1koxon

Mporpad cieasa aa ce npuema na fIPA3CH CTOMAX UM MoHe 1 4ac npeam, uam 2-3 vaca cnen
xpateue. Ipn npuem ua INporpad TpAbBa na ce H36Area KOHCYMAUUATa ha rpefindpyr u cok ot
rpefindpyr.

Bpemennoct, knpmene u peprunurer

Ako cTe GpeMenHa i KbpMuTe, CMATATE, Ye MOKE Aa CTe BpeMetHHa HK nnaHupare
OpeMeHHOCT, noCchBeTRAITE ce ¢ Baums Jiekap nau gapMauest npeu ynorpedarta Ha Tosa
JIEKAPCTBO.

lporpa ce ornens s KbpMaTa. 3aT0Ba He TPAOBa 1a KbPMHTE, JOKATO npuemare [porpad.

Hlodmpane u pabora ¢ Mammnu
He wodwupalite u ne usnonzsaiite kaksato 1 A2 € TeXHHKA WJIH MaLHHY, 4KO CE Yy BCTBATe
3aMAsHH M CHHINBH, W HMaTe NpoGNeMy ¢ SCHOTATa Ha 3PEHHETO Clied npvema Ha [1p
Tesu edbexru ce nabmopasar no-4ecro, ako lporpad ce nprema SAHOBPEMEHHO ¢ KOHC
Ha anKoxoJ1,




Nporpag cuanpika JIAKTO34, HATPRIl ¥ NenuTnH (coen)
[Mporpag chbanpaxa naxrosa, Axo Bawmsr nexap By e xasan, ve umare HENIOHOCHMOCT KbM HAKOM
3AXapH, CBLPKETE Ce C Hero, NPeaH Aa pHeMeTe Tosa JIEKapCTRO.

Toea nexapeTso chaLpPHKA NO-MATKO OF 1 mmol narpuii (23 Mg} Ha Kancyna, KoeTo 03HAY4B], He
110 CHILECTBO € ,,0€3 CBABLPIAHNE HA HATPHIT™,

llesarnoro MacTuao wsnonapano kancynure Hporpad caanpika coes reuntinn. Ako cTe
anepruyiiy KoM PLCTHYESHO MACHO HITH cos, uudopmupaiite 3a Tosa Bawus TieKap, 3a 4a peiun
Aanu Bue tpabea na usnonspare NEKAPCTROTO,

3. Kak 1a upuemare ITporpag

Bunaru npuemaiire [porpad Touno kakto Bu e kasan Bawmsr nekap. Axo ne cre CHTYPHHU B
HEWO, nonkTaiiTe Bawmsg nekap Wi hapmauest,

Beekn nuT npu noayuapane na peuentara nposepaeaiiTe nani Bu e NPEANKCAHD CBUOTO
AEKAPCTBO, CHLABPKALUIO TAKPOTHMYC, OCBEH B CryManTe, KOrato Bawuar cteqnanucr-
TPAHCTLIAHTONOr PELIM 1A 'O CMEHHK ¢ APYTO NCKAPCTRO, ChABPXkALLO TAKPOIIUMYC.

ToBa nekapcerao TpaGea na ce NpueMa asa ne1Y Ahesro. Koncyntupaiite ce Buamomno Haii-
61p3o ¢ Bamng JeKap Hau bapMallesT, ako BHALT Ha AEKAPCTBOTO HE € CHIUKAT, KAKTO Jocera,
W aKO MMa NpOM:IHa B TIpEANUCaHaTa 4034, 32 A4 €& yBEPUTE, 4e CTE B3C/H BAPHOTO neKkapeTeo,

Hauanuara poza 32 pEAOTBPATABAHE OTXEBPAAHETO Ha Bammyisg TPAHCILIAHTUPAH OpFaH 1ile ce
onpeaeny ot Bawus nekap B 3aBUCHMOCT oT Bawero Tenecuo verno. Hauanuure J034
HENOCPEACTRCHO Cllea TPAHCINAHTAUNITA OGHKHOBEHO €a or nopaaeka Ha 0.075 mg - 0.30 mgkg
TErNO/IHEBHO B 3aBHCHMOCT OT TPAHCIIAHTUPAHHS OpraH.

Hosara 3aBucu or Bawero ODLIO ChCTORKEE M OT TORA KaKBH ApYTd HMYHOCYIpECHBHM CpecTpa
fipuemare. Ile 6brar Heobxonumu peaosun H3CNIENBAHNS HA KPBBTA, 34 d CE ONIPEAEnH
fpaByHAaTa 11034 M 1a ce aganTupa OTBpeme-HaBpeme. O6uknoseno Bawugr JIeXap HaMmanasa
Aosara Bu Tlporpa, creg kato cheroanieto By ce crabunnsipa. Tok 1ue By kae KONKO TouHo

AKo cTe npHenH noseye or ueolxoaMmaTa go3a Iporpag
AKO cyyaiino cre npuenu TBLpA¢ Muoro [1porpag, nocerere Bawsr fieKkap unu xezabasHo ce
CBBLPKETE CBC CHEUIHOTO OTAENEHNKE HA Hai-Gnu3kara GonHuna,

AKo cre nponycuaay aa iipuemere Hporpag

He npuemaiirte npoiina nosa, 2a nia KOMIlEHCHpATE NponycHaTaTa WHAKBKAYaNHa A03a.
AKO cTe 3a6paBian 1a B3emeTe kancymnre Ilporpad, uauakaiite 0 BPEMETO 34 ClCBALLATA 034
H TOrasa (poabaKeTe nNo cxemara.




AKO npexpaTnTe Npiema Ha Mporpag

Hpekpatapare Ha neyennero ¢ Iporpag Moxe aa yseanun pucka or OTXBbpAAHE Ha Bawus
TpaHcnnantipax opran. He cnupalite nevennero cu, nokaro JckapsT He Bu xaxe aa ro
HanpaB#Te.

AKO MMaTe olUEe BEAPOCH 3a ynorpeGara sa INporpad, oGbpuere ce koM Baws NeKap unu
dapmauesr.

4. Bu3moxuu wemenann peakuun

[Moa06HO Ha BCHUKY NeKapCTBEHH CpeACTBa, Hporpag cbiwo mosie na npeansakka nexenanu
Peakuuy, BLIPEKM Y€ He BCEKH M NOay4asa.

Nporpad namanssa sampTHITE Mexanismu na Bautieto 1210, 3a aa npenorapary OTXBBPRAAHETO
Ha TPaHCNNanTHpanna Br oprau. ITo Task nprynea tanoto By nama A2 Moxe na ce bopu
TOJIKOB A0Gpe, KONKOTO OGHKHOBEHO ¢ WHOEKumMK. 3aT0Ba, ako NpHemare [porpad, moxe na ce
pasbonABate No-4ecTo OT OGHKHOBEHO OT WHOCKUMN Ha KOXATA; YCTHATA KYXHHA; CTOMAXa |
uepeata; Genua Apod » nukoyHuTe MeTHWA. Hakom HHOEKUHN MoraT Ja 6baaT cepro3HH UKW aa
[IPHYHHAT CMBPT H MOTAT 44 BK/OYBAT, HHQEKIHA NPHYBHEHH OT GaKTepHH, BUPYCH, I'bOHYKH,
NapasuTH, NNy APYry HHpexLuy,
He3abaeHo kaxere wa Bawns 71eKap, aKO HMAaTe NPU3HALM Ha HHQPEKLHS, BKIIOYBALLH:
- Toenwena remneparypa, KallllHua, 384€pBEHO ThPNO, YYBCTEO Ha C1aG0CT HAK 00110
HEPasnQioKeHHe
- 3ary6a Ha naMetTa, npobiiemu ¢ MHCJICHETO, 3aTPy THEHO XOReHE NiH 3ary6a ua IpeHue-
T0Ba MOKE A3 & ABINKH HR MHOTO PAlka, Cepuo3ta HHQEKUHS HA MO3BKA, KOATO MOXE
A8 MPU4HHU CMBPT (NPOTPECHBHA MyNTH(OKANHA NeBkoeHuedanonatus um PML)
Morar aa HacThNAT TeXKN Hexenany PEAKLNH, BKIIOUHTENHO TE3¢¥ U3PECHH NO-10Y.
Hesa6arno nudopmnpaiire Bamus IEKAD, AK0 HMATE HITH NOAOIUPATE, Ye MOXKE 1A HMATeE,
HEKOH OT CAEAHHTE CEPHOIHHA HEKENAMH PeAKIHM:

CepHozHy YecTH Hewenanu peakuuy (Mosxe 1a 3acerHar Ao | pa 10 yopeka):
*  CroMalHo-upesHa neppopauns: cuaxa KopemHa bonka, cupoBoaeHa ¢ nau Ge3 OpYTH
CHMNTOMH, KATO CTY/ICHH TPIKH, TPECKA, raacHe UK MoBpbILAkHE.
Hepoctarbyna dyHkuus Ha Bawus TPAHCIIAHTHPaH OpraH.
3aMBbIiIeHo 3peHue.

CepHosHK HeuecTH nemenauy peakLuu (MoXxe 11a 3acerHar 10 1 1a 100 YoBeka);

*  XeMONHTHYHO-YpeMUHueH CHHIPOM, ChCTOAHHE Che CNEAHHTE CHMIITOMI: MATKO WK
JIHICBALLO OTAEAHE HA YpHHa (ocTpa Gubpeyna HEAOCTATBYHOCT), EKCTPEMHA
YMOPAEMOCT, TIOWKLIITABAHE HA KOXKATA HITH OYHTE (kbnreHuua), npekomepno
NOCHUABAHE Il KbPBEHE, U IPH3HALK Ha uHdekL s,

CeprosHi peaky HeXenany peakiiu MOKE Na 3acernat go 1 Ha | 000 yopeka):

*  Tpomboriuna rpoMBounTONEHHYHA nypnypa (uau TTII), cheToskue XapaKTePU3UPALLOD

C€ Tpecka H MOCHHSBAHE HA KOXATA, KOWTO MOKE 1A HACTLIST KaTo yepeeny Touy

PA3MEP KONKOTO BhpXa Ha Kapthua, cbe niu 6e3 HeobscHuMa €KCTPEMHA YMO

06bPKaHOCT, TONKBATABAHE Ha KOKATE HIH O4HTE (KBATEHHLA) CBC CHMATO
6uOpeuna HenocTaThypoCT (MaNKO MM TMACBAWO OTACAANE Ha YpHHa).




* TokcuyHa envpepmania HEKPO.IN3a: €PO3HHM U MEXYPH 10 KOXKA W THTaBULMTe, YepBEHA
OTOYHE KOKA, KOATO MOMXKE 14 ¢ OTACAH HA FOIEMH YHacTwiH OT TRAOTO.
¢ (Cnenora.

Ceprosnu MHOTo penku HEMENAHN PEAKUNY (MOoe Na 3aceruar 10 1 na 10 000 4oBeka):

*  Cunapom ua CTusbHC-IDKOHCHH: HEOGACHUMA, HIBPOKOPA3APOCTPAHEHA KOWKHA Gonka,
OTOK Ha IHLETO, CEPHOZHO CHCTOAHHE C MEXYPH MO KOKaTa, YCTaTa, OUNTE U
TEHUTARUUTE, YPTHKAPHA, OTOK Ha €31Ka, HEPRCH HilH HIaB KOXKeH obpuBs, KoliTo ce
PA3NPOCTHUPA, OTASNAHE HA YUACTBLUM OT KOXKATA,

»  Torsades de Pointes: IPOMAKA B CHPACHHATA YECTOTA, KOATO MOKE A2 ObIe HAH Aa He
Obaie CNPOBOAEHA ChC CHMIITOMH KaTo Gouka B rppaAHMA KOLI (cTenokapaus),
NpHMANIABAHE, CBETOBBPTENK W IafeHe, chplebueHe (ycewane ua ynapure na copuero)
H 3aTPYRHEHO JHLIAHE.

Cepro3iy HeKENaH PEAKLY C HeH3BECTHA HECTOTA (HECTOTATE HE MOXE A GbiE ONpPeNcieHa
OT HAMYHUTE JAHHK):

*  OnoprioHHCTHYHYE HHGEKLHN (6axTepuantu, reGUYHH, BHPYCHU W POTO30HHM):
NPOALLKHTENHA THAPUs, TPECKA HIH GONKH B ILPIOTO,

* Jlo6poxadecTBeHH H 310KaHeCTBEHK TYMOpH ca cbobLiaBanu Cieft siederne 8 pesynrar
Ha UMYHOCYNIpecHsiTa.

*  Cnobuiens ca ciyuan Ha YHCTa AMIa3Us Ha EPUTPOLUHTHTC (MHOI'O MONMAMO HAMAJICHHE HA
Opos Ha uepBeHHTE KPhBHY KNCTKH) # XEMONHTHYHA AHEMKA (HaMaseH Gpoii na
"CPBEHHTE KPBBHA KACTKH NOPAIH NPEKOMEPHO PaspyiaBate Ha EpUTPOLUTHTE,
CBNPOBOACHO C YMOPAEMOCT) U (ieGpunna seyTponeHus (HamansiBane 6pos Ha
onpejeacH sl ey KPbLBHY KAETKY, KOMTO ce 0opaT ¢ uHpexuuy, Koeto e NpHAPYXEHO
OT Tpecka). He e H3BECTHO KONKO YecTo ce nosesBsaT Teau HEWKENaHH peakiyd. Bue Moke
/3 HAMATC CUMITOMH MM B 32BUCHMOCT OT TEKECTTA HA ChETOAHUETO Buie MOKe 4a
HMAaTE: yMOopa, anaTHs, H3BbHPeAHA OIef0CT Ha KoxaTa (MpeGrenusBane), saayx,
3aMasHOCT, rnaeobonue, 6oika B IpLaHUSA KoL K CTYIEHH PLLUE U Kpaka.

* Cnyqan va arpanynouuTosa (ciano Hamanew 6poit na Geute KPBBHU KIETKH,
CHIPOBOACHO C SA3BH B YCTATa, TPECKa WU unexumn(i)). Moke 1a naMaTe CUMITOMH
HIH MOKE 12 HMATE yCeulaHe 3a BHE3anHo BTpUCaHe, TPBAKH H Bb3NANEHO Mh{Jio,

*  ANEpruvHH uAH aHadUIAKTOURHK PCAKUMH CBC CEIHHTE CHMIITOMH: BHE3aNeH ChpBsLL
0bpuB (ypTuxapus), oTok Ha PBUE, KpaKa, Ie3eHH, NHIE, YCTHH, YCTa WK IbPAo (KoeTo
MOXe 12 APEAN3BHKA 3TPYAHEHUE NPH HperTbLIaHe WY Auiiane) U Bue moxe fga
uMare yceillade, 4ye e npunajsere.

¢ CHHApPOM Ha MocTepropHa ofpaTiMa enyedanonatus (PRES): rnapofonue, o0bpKauocr,
NPOMEHY B HACTPOEHHETO, NPUMANBUN ¥ HAPYLLIEHNA Ka 3penvero. Toea Moxke a2 ca
HPU3HAUK HA CHCTOAHINE, HIBECTHO KATO CHHAPOM Ha MoCTEpHOpPHa obparuMa
enuedanonarus, koeto ce choblara MPH HAKOH NAIIHEHTH, NCKYBAHH C TAKPOTUMYC.

*  Onruuna wesponatus (Mapywense ua 3PUTEAHHS HEPB): POOACMY CBC 3PEHHETO, KATO
HANPUMEP 3aMBLIIEHO 3PEHNE, NPOMEHH B BETHOTO BHXJaHe, TPYAHOCTH OPH BUMKIaHE
Ha ReTaHINTe URH OFPAHHYEHHS B 3PHTENNOTO NONe,

Hesxenannre peaxumn, uatpoeny TI0-A0J1Y, MOXKE 22 HACTBIIAT CHUO CE], NPHACKEHHE Ha
Iporpag 1 morar na ca CEPUOZHN;

MHOro HeeTH Hexenanu peaiinu (Moxe [id 3aceriar nopede ot 1 Ha 10 yoeexa):
- YBenuueHa KpbeHa 3axap, saxapet maber, yBENnMUEHO CLAbLPIKAHMKE HA Kan
- TpyaHo 3acnusane




- Tpenepene, riaBoGojiue

- Mos#iteno kpeBHO Hansrane

- Orknonenus » nokazatenute fIph H3CACABANNA Ha YHKUNATA HA YepHUA [pOb
- Huapus, ranene

- Bu6peynsu npoGremu

HecTu Hexenaku peakumu (Moxe na sacerdar 1o 1 o1 10 yopeka):

- Hamanenne va 6pos na KPLBHUTE KNETKH (TpOMOOUNTH, YepBenn win Gemm KPBBHK
KIeTKH), yBeNHieHie Ha 6pos Ha BenuTe KPBBHH KNCTKH, TPOMEHU B 6POA Ha vepBeHnTe
KPBBHY KNeTkH (HabmonaBaky npy u3caeBanns Ha KPBLBTa)

- Hamanen mMarnesuii, hocdar, kanuid, kanuuii unu HATPHI B XPBBTA, 33APHKKA Ha
TEHHOCTH, YBEIMUYEHA MMKOYHA KHCENHHA WK JHITHAKY B KPbBTA, MOHIKEH ANETHT,
YBEJIMYCHA KUCEARHHOCT Ha KPbBTA, APYrH IPOMENHM HA CONUTE B KPbBTa

- CumnTomu Ha GesnokolicTso, 0fbpkanoet u AC30PHEHTALIUS, ICIPECHE, NPOMEHH B
HACTPOCHHETO, KOLUMAPH, XaTIOLUHALHH, TCHXHYHH HaPYiLEHYs

- Npunagwun, vapywenyia na Ch3HaHKETO, HITPBNBAKE H MPaBYYKAHE (OHIKOT?
Bonesnero) Ha puuere u KPaKara, 3aMasHOCT, HapylueHa CIOCoBHOCT 3a Nkcane,
HapYyWeHHA Ha HEPBHATA CHCTEMA

- Ysenuuena uyBcTBHTENNOCT KM CBETIIHHA, OUHH HapyHIeH Hs

- 3BLHTALY, WIYM B YiuHTE

- Hamanex npuvok na kpbs & CbPACYHKTE CBAOBE, YCKOPEH Myic

- Kupsene, vactuno wm anano 311y WBAHE HA KPBBOHOCHH CbAORE, NOHIIKEHO KpBBHO
Hajsrane

- 3anbxBaue, IpOMeHH B benoapoGiara Thkak, CBOMpaHe Ha TEUHOCT OKOJIO Gejius Apo0,
BhINANCHHE Ha (PAPHHKCE, KALTULA, MPHIOTOI06HH CUMIITOMit

- Cromawny npobremu xato sp3nanense UH #8383, NIPENU3IBHKBALIY KOPeMHa Bonka
AKAPUA, CTOMALICH KPLBOW3NUB, BLINANCHUE HIH 5353 B ycrara, cbOUpaHe HA TEYHOCT B
KOpema, NoBpbilaHe, kopeMua 60ka, HapyIEHO XpaioCMiake, anek, o6pasysane #a
Fa3oBe, noJyBane Ha Kopema, Kallasu H3NpaXHEHH, CTOMaLHA npobieMu

- Hapywenns B 4EPHOIPOGHHTE EHIUMU U BYHKUMA, IONKDNTSBAHE Ha Kkoxara nopaam
HEPHOAPOOHH Npobnemuy, yBpekane Ha YEPHOAPOBHATA ThKaH  BbINANEHHE Ha HEPHHUA
Apod

- Copbex, 00pHB, Koconag, 4KHe, YBENHYEHO HINOTARaHE

- boJike B crasuTe, KpalHKUUTE, rep6a 1 xoaunaTa, MYCKY/IHH Cria3my

- Heaocratyyno dyuKunonspase Ha Gu6peunte, Hamaneno o0palyBsane na ypuua,
HApYUIEHO Wik GonesHeHo ypURHpane

- O6wa cnabocr, Tpecka, JANPHAKLE HA TEUHOCTH B THNOTO, GOAKA U JuckoMbopT,
YBENHUEHHE Ha eH3nMA ankaana docatasa KPBETA, YBEIMHEHHE KA TEMN0TO, HAPYUIEHO
BL3NPHATHE 3a TeMneparypa

Heuectn nemenaun PeaKuyH {MOXKe 1a 3aceruar a0 1 or 100 HOBEKA):

- Tlpomeny B kpuBOCHCUPBaKeTO, Hamanenue Opos na BCHYKY KPLBHY KieTKY (aoxazanm ¢
TECTOBE)

- Obespoanasane

- TNonnken Genthk unn 38Xap B KpbBTa, yBemyeHu docdath B kpLeTa

- Koma, Moxbuen kpnronnue, mozbuen YAAp, NApAnu3a, MOIbYHK HAPYLICHUS, AHOMAN MY B____
FOBOpPA H peYra, npobiaemi ¢ naMerra \

- oMy THaBauE Ha OynaTa Jewa,

- Hapywen cnyx




- HepasromepeH copreuen fyJic, CHpaKe Ha nyJica, otcnabeHa chpaeuHa Aekiuocr,
HapyweHns Ha CbPACUNHA MYCKY T, YTONEMABAHE Ha CLPASHHIR MYCKY T, 3aCHACHG
crpuebuene, abHopmua EKT', abuopmua CLPAGUHA YECTOTA U NynC

- KpbBeH chenpek BbB BeHa Ha KpaHHWK, 110K

- 3aTpy IHEHO NMILAHE, HADYLLEH U B QHXATeSHHTE IbTHULA, ACTMA

- 3anyiiBate Ha 4EPBO, YBEAHYEHUE Ha CHIUMA aMi1a3a B KPBBTA, BPHUIAHE HA CTOMAHINGTO
CHALPKAHKE B I'bPIOTO, 3a0aBeHO M3RpA3BaKE Ha CTOMAXa

- KoxHo ab3nanenue, uyscTro 3a TapeHe NPH M3NATAHE Ha CIIMHYERA CBETNMHA

- Crashy wapy e

- Hernamoknoct 3a ypusupaiie, 601€3HEHa MERCTDYaLHS 1 abHOPMHO MEHCTPYaAHO
KLpBeHe

- Henocrarbynoct nva Haxon Opraxu, rpunonono6ho 3abonseaye, yBenuueHa
YYBCTBHTEAHOCT KBM TOIMMHHA H CTYX, HYBCTBO 33 HATUCK B CBPANTE, YCeiiaHe 34
HEPBHOCT UiK qHCKOMGOPT, oBMIUEHIE Ha eN3UMa NaKTaT REXHAPOrerasa B KpueTa,
3aryba Ha Tero

Peaky Hexenaun peaxiwip (Moxe A3 zacernar 1o 1 ot | 000 gosexa):

- Manku kpbLBOH3ANEY MO KOKaTa, IbIKALH CC HA KPLBHH ChOHpELR

- YBemiuena Myckya CKOBaHOCT

- Fnyxora

- CoOupare Ha TeqHoCT OKOMO ChPLETO

- Octbp 3aayx

- OGpasypane na kucra B naHkpeaca

- [TpoGnemu ¢ kpbBoCcHaGAABANETO Ha YepHus apod

- Ysenanuedo oxocMmssarie

- Kaxna, npunamuk, crarane T'BPAUTE, TYBCTBO 32 HAMANEHA ROABMKHOCT, A3Ba

MHoro penxu nexenann pearinu {MoXe Nia 3acernar 1o | ot 10 0G0 HoBeKa):
- Myckynua caaboer

- AGHOpMeEN chpaeden obpas

- Yepuoapobua HEAOCTATBYHOCT, CTECHABAHE Ha XKITbYHUTE KaHain

- Bonesneno ypunupane ¢ KPLE B YpUHaTa

- YBenuuenue Ha MacTHATa Thkay

CroGitaBane Ha nexenanu peaxnuu
AKO NoNyYuTe HAKAKBY HEXeNaHHU /ICKAPCTREHH peaKuud, yseoMeTe Bawms nexap uan
apmauenT. ToOBa BIUNONBE BCHYKH BbIMONHH HCOMHMCARHN B Ta3H NHCTOBKA HEMXENAHH PeaKumn,
Moxcete chugo na cboSumTe Hesxenany PEAKUNH NMPEKTHO YPe3 HALMOHAIHATA CHCTEMA 33
cboliasane:

ManmeitHuTenHa areruus no JieKapcTBata

ya. . Jdaman Tpyes” Ne 8,

1303 Codua,

Ten.: +35 928903417,

yebcalit: www.bda.bg,

Karo cnobluasare nesxenann PCAKLHY, MOKETE 42 NaAeTe CBOS MPHHOC 33 NONYYABANE HA
N0BEYEe MHPOPMALKA OTHOCHO Ge30NACHOCTTA Ha TOR NEKAPCTRO.

5. Kax na cbxpanssate Iporpad




Jla ce chxpansia Ha MSCTO, HeOCTBNHO 3a Jelna.

lpnemaiite TBbpaMTE Kancynn He3aGasHo CICA H3BAK/AHETO UM OT DuHCTepa.

He u3nonssaiite [Iporpad cnen cpoka na rogroer 0TOC/I3aH BbPXY KapTOHEHATa ONaKkoBKa
Onnctepa cien ,l"onen ao: “. CpokbT Ha roanoct OTroBaps Ha NOCNEAHUS JIEH OT NOCOYCHHS
Mecell. M3nonssaiite Bcnukm KallCyin ¢ yabmkeHo ocsoboskaasane B cpok ot | roguna cnen
OTBapsiHe Ha allyMHHHEBATa 00BHBKA.

Tosn nexapetsen nponykr He uanckea CNCLHMAIHA TEMNEPATY PHU yCIIOBHS 3a ChXpaHEHHe.
Jla ce cuXpaussa B opurnnanHara OMaKkoBKa, 3a 1a ce npeanasy or Biara,

6. Ceabpxanne Ha onakoskata u AONBIHHTE/IHA HHpOPMAIHS

KakBo cuanpxa [porpag

Iporpac 0,5 mg 1ebpau kancysn bl
- AKTHBHATA CbCTaBKa e Takposiumyc. Beska kancyia Cbabpxka (),
TAKPOJIMMYC MOHOXH/PAT.
- Ilomouwnn cheraBku:
Kancynno cbaspianue: XHMPOMENO3a, KpocKapMenosa HaTpHii, nakToza MOHOXHpaT,
MarHesues cTeapar.
Kancynxa oGBuBka: THTanos Anokeun (E171), sbar xkenesen okcup (E172), senaruu,
[Tevarno mactuio Bupxy Kancyinara oOBMBKA: 1enaK, JeunTHH (cos),
XHAPOKCHIIPONHIIEINY 1033, CHMETHKOH, HePBCH keunesed okena (E172).

ARiLH

5 mg Takponumyc kat

‘npomad,lmgmm@mgyww AT TR e E it SRS
- AKTHBHATA CbCTaBKa e Takposumyc. Besika kancyna coabpika | Mg TaKPOAMMYC KATO
TaKpONIMMYC MOHOXH/1paT.
- Tomoun cherasku:
Kancynno cbabpianmue: XHIIPOMEJ103a, KpOCKapmeJio3a HaTpHii, nakTosa MOHOXHMAparT,
MarHes3ues cTeapar.
Kancynna oGeuBka: Tutanos Anokcun (E171), wenatun,
[leuatHo macTuno BBPXY Kancyanara o0BUBKa: lieaK, NeUUTHH (cos),
XHAPOKCHNPONHALEY 033, CHMETHKOH, HEPBCH Kkenesen okena (E172).

3 i i

Kak w3raexaa lMporpad u kakso Ch/bPIKA ONIAKOBKATA

Tporpad 0,5 mg Tewpm kancymn | e i
Henpospausu 6110011 kenatnnosy KaNcym ¢ otnevarano B Yepseno ,0.5 mg™ u ,, (f) 607",
ChbAbpiKalil Osn npax.
Iporpag 0.5 mg TBBPAH Kancyn ce npeanarar Ha OJmcTepu uan BbB nephopupann Gancrepu ¢
CAMHUYHU 1034, BCEKH ChABPKaw 10 Kancyu B 3aumTho ayMHHHUEBO (PONHO CBC CYMIHTEH=—
3aluMTaBatl kancyanre or Bnara. Cylwmrensr ne TpsiGBa 2a ce ruaTa. Onakoskara ¢ 30 _
/ Y,
Wy P ‘\?;, :
T A ;,i{.-\ " 2

Kancyim ce 1ocTass BbB OMcTepH, a onakoskara ¢ 30x | TBBP/H KaNCyJiu ce 10cTan
nepdopupan Gauctep ¢ eamnnunm 1030,

/ g %
i i ha Iy
o
- X 3
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Henpo3paunu 6enn skenarunosu Kalcyu ¢ orne4ataHo B yepseHo .1 mg* u , () 617,
ChABpAKALUM 051 npax.

[Mporpad 1 mg LM Kancy.in ce npeanarat Ha 61ucTepy Wk BbB nepdopupanu Gimerepu ¢
CAMHHYHHA 1031, BCEKH chabpkalil 10 kancyau B 3aimTho alyMHHHeBO (hoNHO Cbe cywmTen,
3allTabaul kancynure ot gnara. CywuTensT ve TpsGBa 4a ce rpiTa. Onakoskara ¢ 30, 50 u 60
TBbLPAM KancyJin ce 10cTass BbB GucTepu, a onakoskara ¢ 30%1. 50x1 u 60x1 TBBpAN Kancy.iu
e n0CTaBs BhB nepphopupan GIMCTEp ¢ eAHHUYHM 1031,

s jitén LR R e

He Beuuku BUaOBE Onakosku Morar Aa ObJaT nycHaT B npoaakta.

IlpurexaTen na paspemenuero 3a yunorpeda
Astellas Pharma Europe B.V.

Sylviusweg 62

2333 BE Leiden

Hupepnanaus

MponsBoanTen

Astellas Ireland Co., Ltd.
Killorglin, County Kerry, V93FC86
Hpnanaus

Tosu nexapersen npoaykr e Paspelien 3a ynorpeda B crpannte—wienkn va EU3 nox
CJIeIHHTE HMeHA:

Prograf’

Asctpus, Kunp, P Yexus, anus, I'epmanus, Mbpums, Hcnanus, Gunnanaus, Dpanus,
Yurapusa, Ucnanans, Upnanaus, Hranns, Manta, Hopserus, IToswa, T lopryranus, Cnosakus,
Cnosenus, Useyus.

Prograft:
benrus, JhokcemGypr, Xonauaus

Hdara na nocsieano npepasraexnane na JIMCTOBKATA:
24/02/2022




