AV OE OE 02
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IMporpad 5 mg/ml koHueHTPAT 3a HHPY3HOHEH PA3TBOP
Prograf 5 mg/ml concentrate for solution for infusion

JIncToBka: nHpopManHa 32 NANHEHTA

Takponumyc /Tacrolimus/

[IpoyeTeTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPEAH 1A 3aN04HeTE 1a NPHEMAaTe TOBA

JIEKAPCTBO, Thil KATO TH CbAbLPKAa BakHa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HaJIOXKH Ja g NMpoYeTeTe OTHOBO.

- AKO UMAaTe HAKAKBH JIOITbJIHUTE/IHH BBIPOCH, nonuraite Bawus nekap, papMaueBT HIIH
MEJMLIMHCKA CecTpa.

- ToBa iekapcTBO € nmpeanucaHo Ju4HO Ha Bac. He ro npeorcrensaiite Ha Apyry xopa. To
MOXKE 1a UM HaBpeaH, HE3aBUCHUMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca CBIIUTE KAKTO
Bawure.

- AKO NOJIy4YMTE HAKAKBH HEXKEJIaHM JIEKapCTBEHH peakLHH, yBeaoMere Bawms nekap wiu
¢apmaueBT. ToBa BKJIIOYBA H BCHYKH Bb3MOXKHH HEXEJIAHH PEAKIIMH, HEOMHCAHH B Ta3H
NUCTOBKa. BrxTe TOuKa 4.

KakBo chabpxa Ta3H JIHCTOBKA

KakBo npeacrasnssa [Iporpad u 3a kakBo ce U3noa3sa
KakBo TpsaOBa na 3Haere, npeau aa npuemere [Iporpag

Kak na npuemare Ilporpad

BBb3MOXKHH HEXEJIAaHHU peaKkLHH

Kak na cexpansBare I[lporpad

Cbabp)kaHHe Ha OMAaKOBKAaTa W JAOMBIHUTEIHA HHOpMaLHs

N B =

1. Kakso npeacraBasisa [Iporpa¢g n 3a kakBo ce H3no0J13Ba

[Iporpad cnana KbM rpyna J€eKapcTBEHH CpeACTBa, HApeUYeHH UMYyHocynpecaHTH. Cnen
TpaHCIUIaHTallUs Ha opraH (Hamp. yepeH aApo0, 0b0pek, cbplie) MMyHHaTa cucTeMa BbB Batero
TAJIO L€ C€ ONMTA J1a OTXBbPJK HOBHA opraH. [Iporpad ce usnonssa, 3a 1a KOHTPOIHpPA UMYHHHS
OTroBop Ha Baiuero T410, NO3BOJIABAaMKH My /1a MpUEMe TPAHCIUIAHTHPAHHUS OpraH.

[Tporpad yecTo ce W3noa3Ba B KOMOMHALIMA C APYTH JIEKAPCTBEHH MPOLYKTH, KOUTO ChLIO
MOJTUCKAT HMYHHATa CUCTEMA.

Moxe na Bu napar [Iporpad npeau aa 3anouyHe oTXBbpiisHE Ha Bauius TpaHCIulaHTHpaH YepeH
Apo06, 60pek, ChpLe WK ApYr OpraH, Wid ako HAKOE APYro NpeAULLIHO JIEYEHHE, KOETO CTe
npueMasu, He € 610 cnocoOHO J1a KOHTPOJIUPA TO3H HMYHEH OTrOBOp CJie] HanpaseHaTa Bu

TPaHCIUIAaHTALIHA.

2. Kakso TpsiOBa 1a 3naerte, npean a1a npuemere Ilporpag

He n3noazsaiite Ilporpag:
AKO cTe ajlepru4Hy (CBPbXUYBCTBUTE/IHH) KbM TAKPOJHMYC HJIH KbM HAKOH OT
AHTHOMOTHULIMTE OT MOArpynara Ha MaKkpoOJIMJAHUTE AaHTHOMOTHULIM (HaMp. EPUTPOMHLL
KJIApPUTPOMMLIMH, HO3aMHLIUH)




AKO cTe anepriudHM (CBPbXUYBCTBHUTENHHK) KbM HAKOSA OT OCTaHAIHTE ChCTaBkK Ha [Iporpad
(u30poeHH B TO4Ka 6) — 0COOEHO KbM MOTHOKCHETHIIEH XHAPOr€HHPaHO PHUHHOBO MacJio
HWJIH NoAOOHH BELLIECTBA.

Ipeaynpexaenns A NPeANA3HA MEPKH

["oBopere ¢ Baunnsa nexap win ¢papMaLesT, npead Ja winonssare [Iporpag.

- JlokaTto npueMare [lporpag, npe3 paznnyHH HHTEPBAIH BaluaT nekap Moxe Aa NOMCKa
A2 HampaBK H3cneaBaHuA (BKTIIOYMTENHO KPbB, YPHHA, ChpAe4yHa QYHKLMA, OYHH H
HEBPOJIOTHYHH TecToBe). ToBa € chBceM HOPMAJHO M Lue NOANOoMorHe jiekapsa Bu na
u3bepe Haif-noaxoaswara 3a Bac nosza Ilporpad.

- Mons u3bgarealite npHemMa Ha PaCTUTENIHH NEKAPCTBEHH NPOAYKTH, HANP. XBIT KAHTapHOH
(Hypericum perforatum) wnu Apyry pacTHTEIHH NMPOAYKTH, Thil KATO MOXe 1a POMEHAT
edeKTHBHOCTTA ¥ Jo3ata [Iporpad, oT kodaTO ce Hyxaaere. AKO c€ CbMHABATe, MOJIA
KOHCYJITHpaiiTe ce ¢ Baiua nexap npeau aa B3eMeTe HAKOH paCTHTENEH NIPOAYKT WIH
apyro ae4eOHO CPEACTBO Ha PACTHTEIHA OCHOBA.,

- AKO HMaTe YepHOAPOOHH HapyllleHHA WK CTE CTpalaiu OT 3aboNnABaHe, KOETO MOXe Ja €
sacerHano Bawus yepen apod, Mons yeseaomere Bamns nekap, Thit kaTo TOBa O MOTNO Aa
npoMeHH no3ara Ha [lporpad, koATo nomyvasare.

- AKO UMaTe CHJIHa KopeMHa 60J1Kka, ChripoBojieHa ¢ WiH 6e3 ApyrH CUMITTOMH, KaTo
TPBNKH, TPECKa, rAIeHE WIH MOBPblIaHe

- AKO HMaTe AHapHA NOBEYE OT €AMH AE€H, MOJIA yBeaoMeTe Balung iekap, 381010 MOXe Ja
ce HAJIOXKM afanTupaHe Ha ao3ata [Iporpad, xoaTo npuemMare.

- AKO HMaTe HapyleHHe Ha eJICKTPUUYECKATa AKTUBHOCT Ha BawieTo cuplie H3BECTHO KaTo
»QT-yawokaBaHe”

- OrpaHvueTe H3NaraHeTo CH Ha CITBHYEBA CBETIIUHA M Y B 114l nokaro npHemare
I[Tporpad, kKaTo HOCHTE MOAXOAAINO 3AUMTHO 00IEKI0 H U3TION3BATE CIIBHYEBH
NPOTEKTOPH ¢ BUCOK 3amMTeH ¢akrop. ToBa ce Hanara nopaan NOTCHIMATHHA PUCK OT
3TOKAYECTBEHH KOXXKHY H3MECHEHHR NPH HMYHOCYTIPECHBHATA TEparing.

- Ako Tpsabpa na Bu BakcuHMpaT, MONa npeapapHTENHO yeeaoMere Bamna nexap. Toit e
B nochBeTBa Kak J1a nocTbNMTE Hakl-g00pe.

- CrobieHo e, ue naieHTHTe Ha [Tporpad MMaT noBHileH PHCK 3a pa3BHTHE Ha
auMdbonponndepaTHBHH HapymeHHa (Bx. Touka 4). KoHcyntHpaiire ce ¢ Bamus nexap 3a
creLHUEH ChBET OTHOCHO T€3H HAPYLUCHHA.,

AKO HMaTe WIH CTe KMAIIH YBPEeAKIaHE Ha HAH-MANIKHTe KPbBOHOCHH ChIIOBE, H3BECTHO

KaTo TPOMOOTHUYHA MHKPOAHTHOTNIATHA/ TPOMOOTHYHA TPOMOOLIHTONEHUYHA
nypmypa/XeMONHTHUHO-YpeMHUeH cuHApoM. TpabBa aa xaxere Ha Baluns jexap, ako

pa3BHETE MOBULLICHA TEMIICPATYPA, MOAKOKHH CHHHHH (KOHTO MOXKE Ja H3IMeKAAT KaTo
YepBEHH TOUKH ), HEOOACHHMA YMOpa, 00BPKAHOCT, MOXKBITABAHE Ha KOXATA WIH OYHTE,
HaMaJICHO OTAeJIAHE Ha YpHHa, 3aryba Ha 3peHue H repuoBe (Bxk. Touka 4). Korato
TAKPOJIHUMYC CE MpHEMa 3a€IHO ChC CHPOJIUMYC HIIH EBEPOJIMMYC, PHCKBT OT PA3BHTHE Ha
TE3W CUMITTOMH MOJKE J1a C€ YBEJIHYH.

[Tpenmna3Ha Mapka npH pabora:

[To BpeMe Ha moAroToBkara TpaOBa Ja ce H30ATBa AHPEKTEH KOHTAKT € KOATO H 11 € HaCT Ha
BaineTto Ta10, KaTO HAMpHUMeEp KoXKaTa WIH OYMTE, WIM BAHLIBAHE HA HIDKEKLIHOHHHUTE Pa3TBODH,
npaxa WiK FPaHyJIUTE, ChIbPXKALIH C€ B MPOAYKTHTE C TAKPOJUMYC. AKO BB3HHKHE TAKEB
KOHTAKT, H3MHHTE KOXKAaTa H OMHUTE.




HApyra aexapcrea B Ilporpad

Hudopmupaiite Banms nexap unu ¢apManieBT, ako IMPHEMATE, HACKOPO CTE MPHEMAIH WM €
BBL3MOXHO 14 PHEMETE IPYTH JIEKAPCTBa, BKJIIOYHTEIHO M TAKMBA, KOHTO Ce OTIycKar Oe3
pelienTa, KaKTO K MEIMKAMEHTH Ha PACTHTETHA OCHOBA.

IMporpad He TpadBa qa ce U3MON3Ba 3a€AHO C LIMKIOCIIOPHH.

AKxo TpabBa 1a MOCETHTE JeKap, padjinden oT BalHg cHENHAIHCT N0 TPAHCIIAHTOJIOTHY,
KaKeTe Ha JleKaps, Ye NpHeMATEe TAKpoanMyc. Moxe aa ¢ HeoOxoaumo BamusT rexap na
ce KOHCYJITHPA ¢ Baming cnenna ncT TPAHCIVIAHTOJI0T, AK0 TPROBa Aa H3MOJ3BATE APYTo
JEeKAPCTRO, KOETO OB MOTJIO A2 NOBHINH HJIN NOHHKH HHBOTO HA TAKPOJHAMYC B KpbBTa Ba.

Kpbpeuure HiBa Ha [Iporpag moxe na ce NnpOMEHAT OT APYTMTE JIEKAPCTBA, KOMTO MpHEMare, a
KPBBHHTE HHBA Ha APYTHTE JIEKapCTBa Aa c€ NPOMEHAT NnpH ynoTpeba na [Iporpad, koeto moxe
712 HaJIOXKH CITHpPAaHe, YBEJUYEHHEe WIH HaMalleHHe Ha no3ara [Iporpag. HakoH mauuMeHTH HMaT
NOBHLICHH HHBA HA TaKpOJIMMYC B KPBBTA, JOKATO MPHEMAT APYrd NekapcTea. Toa MOXKeE Ja
NOBeJE 10 CEPUO3HH HEXEIAHH PeaKiiMK, KaTo Hanpumep 6b6pednn npobneMu, npobaemu ¢
HEPBHATA CHCTEMA H HAPYIUECHHA Ha ChPAEYHHA PHTEM (BX. TOUKa 4).

Edekr Bbpxy HHBaTa Ha [Iporpag B KpLBTa MOXKE Aa HACTBHIIH MHOT'O CKOPO CJIel 3alOYBaHEe Ha

H3MOA3BAHETO Ha APYT JIEKAPCTBEH NMPOAYKT, OPaJH KOETO MOXE Aa € He0OXOQNMO YeCTo

NpOABLDKHATENHO MOHHTOpHpaHe Ha HUBOTO Ha [Tporpad B kpbBTa BH npe3 mMbpBHTE HAKOJIKO

IHH OT 3aM0YBAHETO HA APYTO JIEKAPCTBO M YECTO, AOKATO MPOABIDKABA JICYCHUETO ¢ NPYyTHs

JIEKapCTBEH NMpOXYKT. HAKOM ApyrH nekapcTBeHH NMPOXYKTH MOXE 13 AOBEAAT A0 MOHHKABAHE Ha

HHBATA Ha TAKPOIKMYC B KPbBT&, KOCTO MO3KE Ja MTOBHILM PHCKA OT OTXBBLPJIAHE Ha

TpaHCILIaHTHpaHus oprad. [lo-cneuuanHo Tpabea aa mpenynpenure Bamusa nekap, ako

nNpUeMaTe WM HACKOPO CTe NpHEMAaH JIEKapCTBa ChC CIEAHHTE aKTHBHH BELLECTBA:

-  NPOTHBOrbOWYHM NEKapcTBa U aHTHOHOTHLY, MO-CNEUMANHO TaKa HAPEUECHHTES MaKPOJIHAHH
aHTHOHOTHLIM, H3MON3BaHH 33 JIeueHHe Ha HHGEKLIMK, Hanp. KeTOKOHA30J1, $IIyKOHA3017,
MTPAKOHA30J1, NO3aKOHA30/1, BOPHKOHA30J, KIOTPHMA30J1, H3aBYKOHA30/1, MHKOHAa30/,
KacnodyYHrHH, TETMTPOMHLIMH, EPUTPOMHLIHH, KIAPHTPOMHLIMH, HO3aMHLIMH, 3HTPOMMIIMH,
pudbamnuuyH, pudabyTrH, H30HHA3HA H QITYKIOKCALMIHH

- IeTepMOBHp, H3MON3BAH 3a NPEAOTBPATABAHE Ha 3abonanane, npHukHeHo oT CMV (uoBelliku
LIUTOMETAIOBUPYC)

- HIV-nporea3Hu MHXHOUTOPH (HANp. PUTOHABHUP, HEIPUHABHD, CAKBUHABUD), JIEKAPCTBOTO
KOOHLIMCTAT 338 YCHJIBaHE HA AelicTBHeTo, H KOMOHHMpaHu TabneTkn wim HIV
HEHYKJIEO3HAHH HHXHOMTOpH Ha ofpaTHaTa TPaHCKpHNTAa3a (edaBUpeHLl, €TPaBHPHH,
HEBHpAIHH), H3NON3BaHK 32 neyeHue Ha HIV nudexuma

-  HCV-nporeasznu unxuburopn (Hanp. Tenanpesup, bouenpesup, kKoMOHHaLMATA
oMOuTacBHp/mIapuTanpesup/puroHaBUp cbe WK 6e3 na3abyBup, enbaceup/rpazonpeByp H
rAeKanpeBUp/MHOPeHTacBUp), H3TIO3BAHU 32 JieueHHe Ha xenaTHT C HHPpEeKUHA

-  HWIOTHHHO M UMATHHMO, HaenaM3ub, LepUTHHHD, KPH3OTHHUO, anaTyTaMHUll, €H3ATYTAMH
WJIM METOTAH (M3MOJI3BaHH 3a JICUEHHE Ha ONpeIeNeHH BUI0BE PaK)

- MHKO(EHOJIOBA KHCENIHHA, H3MON3BaHA 3a MOTHCKAHE Ha HMYHHATA CHCTEMa, 34 Jia ¢
NpeaOTBPATH OTXBBLPIAHETO HA TPRHCIUIAHTATA

- IeKapcTBa MPH CTOMALIHA A3Ba H KMCEJIMHEH peIykKe (Hanp. oMenpasol, 1aH30Mpa3o HiTH
LIMMETHAHH)

-  aHTHEMETHLH, H3MOJI3BAHH 34 JICUEHHE HA rajZicHe H NOBPbINaHe (Hamnp. METOKIONPaMU)

- MArHe3WeBO ANYMMHHEB XHAPOKCHJ (AaHTHALIM/), M3NOI3BaH 3a IEUeHHE HA KHCEIHHH

- XOPMOHAJTHO JIeYeHHE C ETHHUNECTPAINON (HaNp. NEPOPATHH KOHTPALICNITHBHH TabNneTKH)
WIH JaHa30N ‘




- HUEAUITHH, HHKADOWIHH, SHITHA3EM H BepailaMK] WIH KPYTH JIEKApCTBa, H3MON3BaHH 3a
JIeYeHHEe Ha BUCOKO KPBBHO HAJIAraHe WiM ChbpACHHHU nNpodaeMu

-  aHTHApMTMHYHH NPOAYKTH (AMHOAAPOH), H3NON3BAH 332 KOHTPOJ Ha AapHTMHA
(HepaBHOMEPHH YJapH Ha CbPLETO)

- JIeKapcTBa, H3BECTHH KaTO ,,CTATHHH, M3MON3BAHH 34 JieUeHHE Ha NOBHIICHH XOJICCTEPOII ¥
TPHUIITHUCPHAH

-  kapbama3zernuH, peHUTOMH WiH peHoOapOHTaN, H3MOM3BAHM 34 JICUEHHE Ha EMWIENCHS

- MaTaMH30J1, H3MOJI3BAH 3a JleueHHe Ha H0JKa U Tpecka

- NPEeAHHU30JIOH M METHITNPEAHH3ONOH OT MPYNaTa Ha KOPTHKOCTEPOHINTE

- He(da30x0H, HIMOI3BAH 3a JCYCHHE HA ACTIPECHA

- pacTMTENHM NpeEnapaTh, CbAbPKALUM XKBIT KaHTapHoH (Hypericum perforatum) win
eKCTpaKTu OT Schisandra sphenanthera, NO3HATH CBILO KATO I0)KHA MArHO/IHA 1032 WIH
IOJKEH IUIOJ € NET BKyca

-  kaHaOuamMon (M3MON3BaH NP Pa3/IMUHM MOKA3aHMA, BKJIIOYHTEIHO 32 JIEYEHHE Ha

NpHNaabLH)

Hudopmupaiire Bainsa nexap, ako cre Ha neuyeHHe 3a xenatuT C. Jleyennero ¢ nekapcTsa 3a
xenatuT C MOXe a8 NpoMeHH (GYHKLHATA Ha YepHrA Bu 1pob u Moxke aa nosiause BLpXY HUBaTa
Ha TAKPONHMYC B KpbBTa. HUBaTa Ha TaKpoIMMYC B KPBBTA MOXE Ja C€ MTOHMXKAT WIH Ja ce
MOBHILAT B 3aBHCHMOCT OT JIEKAPCTBEHUTE NPOAYKTH, NMpeaAnHcaHH 3a xenaTtut C. Moxe na e
HeoOxoauMo BaluaT nekap 4a MOHHTOpPHpa BHHMATEJTHO HUBaTa HA TAKPOJIHMYC B KpBbBTa H 1a
HanpaBH HeoOXOAHMMHUTE KOpPEKLIMH Ha no3ara Ha [Iporpad, cnea karo 3amouseTe neyeHHe 3a
xenatut C.

Hudopmupaiire Bamus nekap, ako npuemare wiu TpabBa 1a npuemare nbynpoten,
amdorepuuidH B, aHTHOHOTHLIM (KOTPHMOKCA30.J1, BRHKOMHLIHH WIH AMHHOTJTHKO3HIAHH
aHTHOHMOTHLIM, KATO HANPUMED NeHTAMHLIMH) HWIH aHTHBHPYCHH CPEACTBA (M3IMO/I3BAHH 32
NevyeHre Ha BUPYCHH HH}peKUMH (Harp. aLMKIOBHP, FAHUHKIIOBHP, LIMA0POBHP WIH HOCKApHET).
Te morar aa Browat npobaemMH ¢ 6B0peLMTE WM ¢ HEPBHATa CUCTEMA, aKO Ce H3MOJ3BAT 3a€RHO

¢ lporpad.

Tpabea aa kaxere Ha Bawuua nekap, ako npueMaTe CHpOnMMYC WiH eseponuMmyc. Korato
TAKPHJIHMYC C€ MPHEMA 3a€IHO ChC CHPONHUMYC HIH €BEPOIMMYC, MOXKE 113 C€ YBEJIHYH PUCKET
OT pa3BHTHE Ha TPOMOOTHYHA MHKPOAHTHONIATHA, TPOMOOTHYHA TPOMOOLMTONEHHYHA ITyPIypa H
XEMOJMTHYHO-YPEMUUYEH CHHIAPOM (BX. TOUKa 4).

BammsaT nexap TpabBa Aa 3Hae ChILO AalH APHEMAaTe KaJIHEBH 100aBKKH WIH KalHi ChXpaHABaLIM

AWYPETHLH (Hanp. aMUIOPHI, TPHEAMTEPEH WIH CITHPOHOJIAKTOH) WM AHTHOHOTHLIMTE
TPUMETONPHUM HIIH KOTPHMOKCA30J1, KOMTO MOTaT Jia [IOBHILAT HUBATa Ha Kanui B kpbBTa By,

HAKoH GonkoycnokosBaimH (T.Hap. HCIIBC, nanp. ubynpode), aHTHKOarynaHtTu uiau
nepopaiHi aHTHAHAOETHYHHK CpeCTBa, JOKATO noTyyasare [Iporpag.

Axo Tpa6Ba na Bu BakcHHHpaT, MOJIA NIPEABAPUTENIHO YBeaoMeTe Batnns nekap.

IIporpa¢ ¢ xpaHa, HANHTKHE H AJKOXO0J1
I1pn npueM Ha ITporpad Tpabea ga ce H3barea KOHCYMaLMATa Ha rpeindpyT H COK OT

rpeAngpyT.

bBpeMeHBOCT, KbpMeHe H QePTHAHTET
Axo cTe OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOoXe Ja cre OpeMeHHa WiH TUIaH|pare
OpeMeHHOCT, NocsBeTBaMTE ce ¢ Bauins nekap win ¢gapmauesT npean ynorpedara




nekapcTBo. EqHO npoyuBaHe oleHABa W3X0Aa OT OpeMEHHOCTTA MIPH XKEHH, JIEKYBaHH C
TAKPOJIMMYC, H NIPH Te3H, NEKYBaHH C APYTH HMYHOCYTIPECOPH. BLNpekH ye HAMA OCTATHYHO
NOKA3aTeNCTBa B TOBA MIPOYMBAHE, 3a 12 C€ HANPaBAT 3aKTIOYCHHA, € ChOOUIeHa No-BHCOKA
4eCTOTa Ha CIOHTAHHH abOpTH cpell MALMEHTKH C TPAHCIUIAHTHPAHU YepeH Apod H 6BOpek,
NIEKYBaHH € TAKPOJHMYC, KAKTO H T10-BHCOKA YECTOTA HA NMPOJL/DKHTENIHA XHNEPTOHHUA, CBBP3aHa
cbe 3aryba Ha OelTLK B ypHHATA, cpel MauMeHTKHTE C TpaHCIUIAaHTHpaH Ob0pek, KosATo ce
pa3BHEA 10 BpeMe Ha OpeMEHHOCTTa WIH B NIEpHOAa Cllell paXAaHeTo (ChCTOAHHE, HAPEYCHO
npeekaamicus). He e ycTaHOBeH NMOBHILIEH PHCK OT FOJIEMH BPOJEHH AE(PEKTH, CBBP3aHH C

ynorpebata Ha [Iporpad.
[porpad ce otaens B kbpmara. 3aToBa He TpabBa Aa KepMmuTe JoKaTo npHemare Iporpad.

HMporpad cbAbPKA NOJHOKCHETH/ISHOBO XHAPOreHHPAHO PHIHAOBO MACJI0 H ¢TAHON

- [Tporpa¢ cbabpxkKa MONHMOKCHETHICHOBO XHAPOreHUPAHO PHLIMHOBO MACJIO0, KOETO TIPH
MaJTEK Opoi NalMeHTH, MOXKE Ja MPUMHMHHK TEXKa anepruyia peakuus. Mons
uH(popMHpaiiTe BalnsT fnekap, ako B MHHAJIOTO CT€ HMAJIH IOAOOHH aJiepruyHy
npobneMu.

- [Tporpag cprabpxka 81 00.% eranon (ankoxon), T.€ 2o 638 mg 3a 1033, EKBUBAJIEHTHH Ha
16 ml 6upa, 7 ml BuHO 3a 103a. MaIKOTO KOTHYECTBO ANKOXON B TOBA JICKAPCTBO HAMA
1a MIMA HAKAKBH 3a0€eOKMMH €PEKTH.

3. Kaxk na npuemare Ilporpad

HauanHata 103a 3a NIPpSAOTBPAaTIBAHES OTXBBLPJIAHETO Ha Baiuuns TpaHcriiaHTHpaH opras we ce
onpeaeny ot Bawus nexkap B 3aBUCHMOCT OT Bautlero TenecHo Terno. HayanHuTe HHTPaBEHO3HH
034 HETIOCPEACTBEHO CNIE/ TPAHCIUIAHTALMATa OOHKHOBEHO Ca OT NOPAAbKA Ha

0,01 mg - 0,10 mg/kg Terno/aHeBHO
B 3aBHCHUMOCT OT TPaHCIUIAHTHPAHHA OPraH.

IMporpag TpabGpra aa ce U3Non3Ba 3a HHTPABEHO3Ha HHQY3HA CaMO Cllefi NPEABAPHTENIBO
paspexxaate. [Iporpag me Bu 6nae npuiokeH KaTo NpoaAbDKaBala 24 yaca UHQY3HS U HUKOra
KATO HHIKEKLIHA.

[Iporpad Moke Na NpEeIH3BHKA JIEKO ApPa3HEeHe B MACTOTO HA HHXKEKTHpAHE. ako He ce HHQy3Hpa
JAUPEKTHO BbB BCHATA.
Jleyennero ¢ [Iporpad He Tpabra na npoawxasa noseye oT 7 AHU, Cnen ToBa Baumsar nekap

e Bu npeanuiue [Iporpad kancyiu.

Jlo3ara 3aBucH ot Bauero 061110 ChCTOAHHE H OT TOBA KAKBU APYTrd UMYHOCYTIPECHBHH CPEACTBA
npuemare. Llle 61aaT HeoOxoauMH peJOBHHU H3CNIECABAHHS HA KPBBTA, 32 Aa Ce Onpeaeu
NpaBHIHATA 1032 H Ja C€ aJlafTHPa OTBpEME-HaBpEME.

AKo cTe NpHeaH noBede oT Heobxoaumara 103a [porpad
Ako cre npueny TBppAe MHOro [Iporpad, Bawmuar nekap me kopuripa cneapaiara 103a.

Axo npexpature npuema ga Ilporpad
[IpekparaBaHe Ha neyeHHeTo ¢ IIporpad Moxke Aa yBeTUYH PHCKa OT OTXBLPIISHE Ha Bauna
TpaHCIUIaHTHpaH oprai. He cnupaiire neyeHneTo ch, J0KaTo JekapsaT He Bu kaxe na ro

HalpaBHTe.




AKxo uMaTe ollie BpOpocH 3a ynorpebata Ha [Iporpad, odbpHere ce kbM Balus iekap Wi
¢apMaLEeBT.

4. Bb3MOXKHEA HEKEJAHH PeaKnHE

[Mono6KO Ha BCHUKH JIEKApCTBEHH cpeacTBa, [Iporpad criio Moke Ja NpeIM3BUKA HEXE/IaHH
peakLiMH, BBIPEKH Y€ HE BCEKH I'M NMOTy4aBa.

[Mporpa¢ HaMangBa 3alIMTHHTE MEXaHW3MH Ha Bawero T4n0, 3a 1a npeaOTBPATH OTXBhLPISHETO
Ha TpaHcIvianTupaHus Bu opran. Ilo Tasn npuunHa 141010 BH HAMa 1a MOXe Aa ce HopH
TOMIKOBA Ao0pe, KoKoTo 0OuKkHOBeHO ¢ HHGekunu. 3aToBa, ako npuemate Ilporpag, Moxe na ce
pa36oJisBaTe Mo-4ecTo OT OOHKHOBEHO OT HH(PEKLIHM HA KOXKATA; YCTHATA KYXHHa, CTOMaxa H
yepBara; 6enus Apod M NMKoYHHATe MbTUIA. Hakon nHdekn Morar Aa 6baaT CepHO3HK MK J1a
MPUYMHAT CMBPT M MOTaT Ja BKIIOUBAT, HH(EKLIMH MPHYKHEHH OT 6aKTepHH, BUPYCH, MOHUKH,
napa3uTH, WIH APYTH HHPEKLHH.
He3abaBHo kaxkere Ha Baimsa nekap, aKO HMaTe MPH3HALM HA HHEKLHA, BKTIOYBALIN:
- TloBHuICHA TeMnepaTypa, KallUTH1IA, 3a4€PBEHO BP0, YYBCTBO Ha ¢1abocT Wi 0b11o
HEPa3NONOKEHHE
- 3aryba Ha naMeTTa, npobieMH ¢ MHCJICHETO, 3aTPYAHEHO XOACHE WM 3aryba Ha 3peHHe-
TOBA MOXeE 71 Ce Ab/DKH HA MHOFO pAAKa, CEPHO3HA HHPEKUHA Ha MO3bKA, KOSTO MOXeE
1a NPUYHHH CMBPT {MporpecHBHa MyTTH(OKanNHa neskocHiedanronatus unu PML)

MoraT Ja HaCTBIAT TEXKH HeKeJIaHH peakiiH, BKIIOUHTENHO T€3H H3PEeACHH NOo-A0ITY.
He3zabapno nHGopmupaiiTe Bamua Jexap, aKko HMaTe HJAH NOAO3HPATE, e MONe Aa HMaTe,
HAKOA OT CJI¢IHHTE CEPHO3IHH HEXKeJaRH PeAKIHH:

CepHo3HM YECTH HEXE/aHH pea MoOxke fa 3acerHar Ao 1 #a 10 yoseka):
e CroMalHo-4ypeBHa nepdopaums: CHIHa KopeMHa 00nka, ChIpoBOieHa ¢ UK 6e3 ApyrH
CHMITOMH, KaTO CTYA€HH TPBIKH, TPECKa, rajJicHe UK NOBpbLIaHE.
e HepocraThuna PpyHxkuua Ha Bauing TpaHCILTAHTHPAH OpraH.
® 3aMLIJIEHO 3pEHHe.

CepHoO3HH _HEYECTH HEXEIaHU peaKlMM (Moske na 3acerHar ao 1 Ha 100 yoseka):
e TpomOorHuHa MHKpoaHruonaTus (yBpexaaHe Ha Hall-MaJIKHTE KPbBOHOCHH CBAOBE),
BKJKOYHTETHO XEMOJIHTHYHO-YPEMHYEH CHHAPOM, ChCTOAHME CHC CICAHHTE CHMITTOMM:
MAJTKO WIH JIMMCBAILO OTAENsHE Ha ypHRa (ocTpa 060peyHa HEoOCTATHYHOCT),
eKCTPEMHA YMOPAEMOCT, MOXKBJITABAHE HA KOXKATA WIH OYHTE (OKbITEHHLA), MPEKOMEPHO
NOCHHABAHE WIH KbPBEHE, H NPHU3HALIM HA UHpeKLUA.

CepHO3HHU peAKH HeXKeNaHH peakUHH (Moxe na 3acerdHar A0 1 va 1 000 yoreka):

¢ TpombornuHa TPOMOOLIMTONEHHYHA ITYPITypa: ChCTOAHHE, BIJIIOYBALIO YBPEXKIAHE Ha
Hal-MalKHTe KPbBOHOCHH CHAOBE Y XapAKTEPHU3UPALLO C€ TPECKA H NOCUHABAHE HA
KOXaTa, KOHTO MOXKE Ja HACTBIAT KATO YEPBEHH TOUYHLIM ¢ pa3Mep KOJIKOTO BbpXa Ha
KapdHLua, cbC WK 6e3 HEODACHMMAa EKCTPEMHA YMOPAEMOCT, OOBPKAHOCT, NOXKWITABAHE
Ha KOXAaTa WIH OYHTE (XXBLITEHHULIA) ChC CHMITTOMH Ha ocTpa 61b0peyHa HEA0CTaTPYHOCT
(MAJIKO WIH JTHNCBAILO OTACAAHE Ha YpUHa), 3aryba Ha 3peHHe H I'bpUOBE.

o TokcuyHa enuaepMAaHA HEKPOJIH3A: €PO3HH H MEXYPH 110 KOXKa H JIHTaBH
OTOYHA KOXa, KOATO MOXe fla C¢ OTAEC/A Ha rOJIEMH YYacTbilH OT TANOTO.

e Crnenora.




Cepuo3HH MHOTIO HEeKeTaHu U (Moxe aa sacerdart ao 1 va 10 000 gopeka):

¢ Cungpom Ha CtuBbHC-/KOHCBH: HEODACHHMA, LIMPOKOPA3NpOCTpaHeHa Ko)kHa 00JIka,
OTOK Ha JIMIIETO, CEPHO3HO ChCTOSHHUE C MEXYPH M0 KOXKATa, yCTaTa, O4HUTE H
FreHHTAJTHUTE, YPTUKApHA, OTOK Ha €3MKAa, YePBEeH WIH JILIAB KOXKEH O0pHB, KOHTO e
pa3snpoCTHPa, OTE/ISHE Ha YYACTBLUM OT KOXKaTa.

e Torsades de pointes: npomsaHa B CbpAC4YHATA YE€CTOTA, KOATO MOXKE Ja ObA¢ HiIH Aa HE
Obe CBNPOBOACHA ChC CHMITTOMH KaTO 60/1Ka B MpbAHHSA KOUI (CTEHOKapAHs),
MPHMAJIIBAHE, CBETOBLPTEX WM rajieHe, chpuebneHe (ycellaHe Ha YAapHTe Ha ChpLETO)
¥ 3aTPYAHEHO OHILAHE.

CepHo3HM HeXXelIaHH peaklMK ¢ HEW3BECTHA YeCTOoTa (YecToTaTa He MoXe Jia 6bae onpeeieHa
OT HANTHYHHTE JAHHH):

¢ OnopTioHHCTH4HK HHPeKUMH (OaKTepHaNHH, IEOHYHH, BUPYCHH U NPOTO30HHH):
NpOAL/DKHTENHA AHAPHA, TPECKa HIH GONKH B I'bPIIOTO.

¢ JloOpOKauecCTBEHH H 3UIOKAYECTBEHH TYMOPH Ca ChoOMIaBaHy cell ICYECHHE B PEe3yJITaT
Ha HMYHOCYTIPECHATA, BKIIOUHTEHO VIOKAYECTBCH paK Ha KOXKaTa U pAabK BHA pak,
KOHTO MOJXKE Jia BKIIOYBA KOXCHH JIC3UH, MO3HAT KaTo capkoM Ha Kanowiu. CuMnroMure
BKJIKOMBAT KOKHH MPOMEHH, KaTO HaNpUMep HOBA HIIM H3MEHSALLA Ce NTPOMsHA B LBETA Ha
KOXaTa, Ne3HH WK OYUKH.

e (CpoblueHH ca CNTy4yau Ha YHCTA alia3ns Ha epUTPOLIMTHTE (MHOIO FOJAMO HAMAICHHE Ha
Opog Ha YepBEHHUTE KPBBHH KJIETKH), XEMOJIMTHYHA aHeMHS (HamaeH Opoil Ha
YyepBEHHTE KPbBHH KISTKH MOPafH NMPEKOMEPHO pa3spyllaBaHe Ha CPHTPOLMTHTE,
CBIPOBOAEHO ¢ yMOpAeMocT) H (eOpriHa HeyTponeHHs (HamaneH Opoii Ha onpenenex
BHA Oe/H KPBBHU KJIETKH, KOUTO ce OOpAT ¢ HHQEKIMH, KOETO € MPHAPYKEHO OT TPECKA).
He e W3BECTHO KONKO HECTO CE NMOABABAT TE3H HEXEJNaHH peakUHH. Bue Moxe na HaMare
CHMITTOMH WJIA B 3aBHCHMOCT OT TEXECTTa Ha ChCTOAHHETO BHe MOXe Aa HMaTe: yMopa,
anaTtHi, H3BbHpeAHa 6neaocT Ha xoXkarta (npebreaHsaBaHe), 3aayX, 3aMastHOCT,
rnapofonue, O0NKa B rpbAHHUA KO M CTYACHHU PBLUE M Kpaka.

e (CnyuaM Ha arpaHyJouUuTO3a (CWIHO HamaneH Opoit Ha OeHTE KPBEBHH KIETKH,
CHIIPOBOJICHO € A3BU B YCTAaTa, Tpecka WM HHdexkuus(1)). Moxe na Hamare CHMITTOMH
MJIH MOX€E 1a MMaTe YCEILAHE 38 BHE3AMHO BTPHCAHE, TPBIKH H BBINAIEHO 'BpPIO.

e AJIeprHyYHH UK aHa(pHUNAKTOHAHH PEAKLHH CbC CIICAHMTE CHMITTOMY: BHe3amneH chpisin
obpuB (YpTUKapHs), OTOK Ha PBile, KpaKa, rNIe3eHH, JIMUE, YCTHH, YCTa WIH I'bplo (KOETo
MOJKe Ja NTpeIM3BHKA 3aTpyAHEHHE MPH NperTbLIaHe Wik AdluaHe) u Bue moxe na
HMaTe yCellaHe, Y€ 1€ NPHNaJHETE.

¢ CuHapoMm Ha nocrepnopHa oOpathima eHuedanonarua (PRES): rnaeobonne, o0bpxaHocT,
MPOMEHH B HACTPOESHHETO, MPHMaAbLH H HAPYUICHHS Ha 3peHHUETO. TOBa MOXKE fa ca
NPH3HALM HA ChCTOAHME, H3BECTHO KATO CHHIPOM HAa NMOCTEPHOPHA oOpaTHMa
eHuedanonaTrd, KoeTo ce chbo01apa MpH HAKOH NALMEHTH, JIEKYBAHH ¢ TAKPOIIHMYC.

e OntHuHa HeBpOTIAaTHA (HAPYLUECHHKE HA 3PUTENHHA HEPB): NMpodlieMH ChC 3PEeHHETO, KaTo
HaMpHUMEpP 3aMbIJIEHO 3PEHHE, TPOMEHH B LIBETHOTO BHKAAHE, TPYXHOCTH ITPH BHDKIaHe
Ha NETAH/IHTE WK OrPAHHYCHHUA B 3PHTETHOTO MOJIE.

Hexxenanure peakuyu, H30pOeHH NO-A0JTY, MOXKe 1a HACTBIAT CBLIO ClIeN [TPHIOKEHHE Ha
IIporpad u MoraTt aa ca CEpHO3HM:

MHoOro 4yecTH HeXeJIaHH H (MOXe aa 3acerdart nosede o1 | Ha 10 yoBeka):
- YBenuueHa KPbBHA 3aXap, 3axapeH QuadeT, yBEIM4eHO ChAbpKaHHe Ha KajlHii
- TpyaHo 3acniuBaHe




TpenepeHe, rnasobonue

[10BHMIIEHO KPBBHO HANIATAHE

OTWIOHEHHA B NOKA3aTE/IMTE TIPH H3CeABAHUA Ha PYHKLIMATA HA YepHHA Jpod
Huapus, raagene

brOpeuns ripobaeMu

YecTH HexeJlaHM peakiiuy {Moxe aa 3acerHat Ao 1 ot 10 yopeka):

HamaneHue Ha 6pos Ha KPBBHHTE KJIETKH (TPOMOOUNTH, YepBEHH WiH 6eld KPbBHH
KJIETKH), YBeIHUeHHe Ha Opog Ha OelIMTe KPBBHH KJICTKH, IPOMEHHU B OPOS HA YEPBEHUTE
KPBBHH KJieTkH (HabmionaBaHH MpH H3CIEABaHUA HA KPbBTA)

HamaneHn marnesuii, docdart, kanui, kaJausi Wid HaTPUH B KPbBTA, 38JpbKKA Ha
TEYHOCTH, YBEAWYESHA NUKOYHA KUCEHHA WIH JIMIIMAM B KPBBTA, MTOHIDKEH aleTHT,
YBEJHY€HA KHCETHHBOCT Ha KPbBTA, APYTH NPOMEHH Ha COJIMTE B KPbBTA

CuMnToMu Ha 6€3MOKOHCTBO, OOBPKAHOCT H AC3OPHEHTALHA, NENPECHS, ITPOMEHH B
HACTPOCHHETO, KOLLIMAPH, XaMIOLMHALMH, ICHXHYHH HApYLIEHHA

[Mpunagbuy, HApYIICHHA HA CH3HAHHETO, H3TPBIIBAHE U MpaBYyUKaHe (ITOHAKOora
fone3HeHo) Ha PBLETE M KpaKaTa, 3aMasHOCT, HapynieHa cnocoOHOCT 3a NucaHe,
HapYyUuIeHHsA Ha HepBHATa CHCTEMA

VYBenuueHa YyBCTBHTENHOCT KbM CBETJIMHA, OYHH HApYLUCHUSA

3BBHTALL LHYM B YIIHTE

HamaneH NpuTOK Ha KPBB B ChPAEYHHTE CHAOBE, YCKOPEH MYJIC

KbpBeHe, 4aCTUYHO WM ITHIHO 3aNMyLIBAHE HAa KPbBOHOCHH CBAOBE, NOHIDKEHO KPbBHO
HansAraHe

3agpXxBaHe, MPOMEHH B OenoapobHara ThKaH, CHOUpaHe Ha TEHHOCT OKono Hemms apob,
Bb3najicHHe Ha rapuHKca, KAlLIHLA, TPHIIONIOA0C0HH CHMITTOMH

Cromatny npobiieMH KaTo Bb3NaJeHHe WIH A3Ba, NIPEAN3BHKBAIIH KopeMHa Oosika WiH
AHAPHA, CTOMALLCH KPbBOH3IIHB, BE3NaJICHHE WIH A3Ba B YCTaTa, ChOKpaHe Ha TEHHOCT B
KOpeMa, NOBPBillaHe, KopeMHa 60J1Ka, HapylIeHO XpaHOCMHUIaHe, 3anek, obpasyBaHe Ha
rasoBe, NOJAYBaHE Ha KOpEMa, KalllaBH H3NMPaXXHEHHs, CTOMALIHA npobnemMu

ITpoMeHeHH HYBA HA YePHOAPOOHHTE EH3HMH H NPOMEHEHa YepHOAPoOHa QyHKLMS,
NOXWITABAHE Ha KOXKaTa NopaaH YepHoapoOHH npobieMy, yBpexaaHe Ha yeproapobHaTa
THKaH U BB3NAJIEHHE Ha YepHUs Apod

Coepbex, 00pHB, Koconafi, akHe, YBENTHYEHO H3NOTABAHE

bonku B cTaBKTe, KpaliHuLMTe, M'epba H XOAWNATa, MYCKYJIHH Cla3MH

HeaocraTpuHo dpyHKUMOHHpaHe Ha Ob0peLiuTe, HamaneHo obpa3yBaHe Ha ypHHa,
HapyleHO WK 60Ne3HEHO YPUHUpaHE

O6wa cnabocT, Tpecka, 3aApbXKKa Ha TEUHOCTH B TANOTO, Oonika 1 auckoMdopr,
yBEJIHUEHHE Ha €H3UMA aJikaiHa docdarasa B KPBBTA, YBEITHUYECHHE HA TETJIOTO, HAPYIIEHO
BBLINPHATHE 32 TEMIIEpaTypa

HeuecTit Hexxenanu peakuvy (Moxe aa 3acerHar a0 1 ot 100 yoseka):

[IpoMeHH B KPbBOCBCHPBAHETO, HAMaJICHHE OpOd Ha BCHUKH KPbBHH KJICTKH
O0e3BoaHgABaHE

[MoHrxkeH OenThK WIH 3aXap B KPBBTA, YBenHueHH pocdaTy B KpLBTA

KoMa, MO3b4Y€H KPLBOH3IIHE, MO3BLYEH YAap, Napain3a, MO3bYHH HAPYIICHHA, aHOMAaJIHH B

roBopa M peyra, npobneMu ¢ naMeTTa
[loMBTHABaHE HA OYHATA Jiella

Hapy1iueH ciayx
HepaBHOMEpPEH chpaeueH MyJic, CIIMpaHe Ha IyJica, oTciabeHa crpAeHHa AeiHOC
HapYLIEHHA Ha CbPACYHHA MYCKYJI, YTOJIEMABAHE Ha CbPACYHHA MYCKYJ1, 3aC
cupuiebuene, abnopmua EKI', abHopMHa cbpaedna yecTora H myiic




- KpbBeH cbcHpeK BLB BeHa Ha KpafHHK, 10K

- 3aTpyAHEHO AHLIAHE, HApyILIEH!S B AUXaTEJIHHTE MBTHLIA, aCTMa

- 3anylliBaHe Ha 4epBO, YBEJIUYCHHE HA €H3HUMA aMW1a3a B KPBBTa, BPBILAHE HA CTOMAIIIHOTO
ChIBPXKaHHE B IbPIIOTO, 3a6aBEHO H3NMpa3BaHE HA CTOMAaXa

- KoxHO BB3NaneHHe, YyBCTBO 3a NapeHe MpH K3araHe Ha CTbHYEBa CBET/IHHA

- CraBHH HapylLIeHHA

- HecnocobHocT 3a ypunnpane, 6onesHeHa MeHCTpyalus ¥ aOHOPMHO MEHCTPYANTHO
KbpPBEHE

- HenocTarb4HOCT HA HAKOU OpraHH, rpunonoaobHo 3abosiseaHe, yBEIHYECHA
YYBCTBUTEJIHOCT KbM TOIUIHHA U CTY], YyBCTBO 334 HATHCK B I'bpIAHTE, YCElllaHe 32
HEPBHOCT WIH AUcKOoMGOpT, TOBHLICH €H3UM J1aKTaTAEXHApPOreHas3a B KpbBTa, 3aryba Ha
TETNO

Penku HexenaHu peakumu (Moxke Aa 3acerHat ao | or | 000 yoseka):

- Manku KpbBOH3JIMBH O KOXKATa, ABDKALIH C€ HA KPbBHH CHCHPELIH

- YBenuueHa MyCKYJIHa CKOBaHOCT

- 'ayxora

- Cr6upaHe Ha TEYHOCT OKOJI0 CHPLIETO

- Ocrep 3amyX

- O6pasypaHe Ha KMCTa B naHKpeaca

- [po6nemu ¢ KpLBOCHAOAIBAHETO Ha YEPHHUA ApOO

- Kaxna, npunagbK, CTAraHe B MLPAUTE, UYBCTBO 32 HAMAJIEHA NOABHKHOCT, A3Ba

MHoro peaky HexenaHy peakuuy (Moxe na sacerdar a0 1 or 10 000 yopeka):
Myckynsa cnabocr

- AGHOpMeEH chpaeveH obpa3

- YepHoapoOHa HeAOCTATBYHOCT, CTECHEHHE HA XTHYHHTE [THTHILA
- bone3HeHo YpHHUpPaHe ¢ KPBB B ypHHATA

- YBeauueHHe Ha MacTHATa ThKaH

CrobmaBaHe HA HEXKEIAHH PCAKIHHA

AKO NOJy4YHTE HAKAKBH HEXEIaHH JIEKAPCTBEHH PeaKLMH, yBeaoMmete Baluud nekap win
dapmatiesT. TOBA BKIIOUBA BCHUKM BB3MOKHH HEOIMTHCAHH B TA3H JIMCTOBKA HEXXeNlaHH PeaKlHH.
MoskeTe cBINO Aa ChOOLIHTE HeXKENaHH PeaKLUMH AMPEKTHO Ype3 HallMOHANHaATa CHCTeMA 33
crobinasase:

H3renHUTENHA areHUMs [0 AeKapcTBaTa

ya. ,,JlamsH ['pyes” Ne 8,

1303 Codns,

Ten.: +35 928903417,

yebGcaitr: www.bda.bg.

Kato crobulaBaTe HeXKeNaHH peaKkLdy, MOXeTe Aa AaleTe CBOA NPHROC 34 NOJTy4YaBaHEe Ha
noseue HHGoOpPMaLHA OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpanasate Ilporpad

Ja ce chXxpaHaBa Ha MACTO, HEAOCTBITHO 3a Aelia.




He w3nosnssaitre [porpad cnen cpoka Ha rogHocT oTOeNA3aH BbPXY KapTOHEHATA ONMAKOBKa H
ammynara cnen ..l oaeH ao: “. CpoksT Ha TOAHOCT OTTOBaps Ha NOC/ICAKHA AE€H OT MOCOYCHHA

MeECeEL.

AMITy/IaTa Na Ce ChXPaHABA B OPHIMHAJIHATA OMAKOBKA, 32 1a C€ NPE/nasy OT CBET/IHHA.
Ha ce cpxpanaBa nox 25°C.

6. CrpabpikaHHE HA ONAKOBKATA H A0NLJIHETEIHA HHPOpPMANHE
Kakpo cxanLpxa Ilporpad

- AKTHMBHATA CHCTABKA € TAKpoAHMYC. 1ml KOHLleHTpaT 3a HH(Y3HOHEH Ppa3sTBOpP ChAbpXKa
5 mg TakpoaHMyc.

- Jlpyrure, NOMOLIHH CbCTABKH €A NONHOKCHETHICHOBO XHAPONCHHPAHO PHLIMHOBO MAc/O M
JAEXHAPATHPaH aJIKOXO0l

Kak maraexaa Ilporpad B kakBo cbALPKA ONAKOBKATA

KoHueHTpaThT € OHCTBp, 6e3LBETEH pasTBOP B MPO3paYHH CTHKVICHH aMITy/TH. Besaka aMmyna
cpabpxa Iml koHueHTpaT 32 HHdY3HOHEH pa3TBOp, KOHTO NpeaH ynorpeba Tpabra aa ce

pa3pen.
Bcsika onakoBkaTa ¢habpxa 10 aMmynu.

IIpuTexaTen HA PAIPEMIEHAETO 32 YOOTpeda
Astellas Pharma Europe B.V.

Sylviusweg 62

2333 BE Leiden

Hunepnanaus

[Ipon3BsoanTEN

Astellas Ireland Co., Ltd.
Killorglin, County Kerry, VO3FC86
HUpnanaua

To3n NeKAPCTBER DPOAYKT € paspemeH 3a ynorpeba B crpasure—wienkn Ha EH3 noa
C/eAHHTE HMEHA:

Prograf:

Anctpus, Kumsp, P Uexusa, Jauus, ['epmanus, ['opuns, Uenanns, Ounnanaus, GpaHuus,
Yurapusa, Ucnauaua, Upnanugusa, Hranna, Manra, Hopserus, Ilonua, [Topryranua, Cnosakus,
Crnosenus, 11IBenns.

Prograft:
benrus, iokcemObypr, Xonannus

HaTa Ha DoceAHO NPEPAIICAKAIHE HA THCTOBKATA:
02/2025

[Tocnenpaiara uHQopMaLMa € NpeAHa3HAYCHA CAMO 3a MEUIIMHCKHU CIIELIHATHUC



I[Tporpad Smg/ml koHUEHTPAT 32 HHPYIHOHEH PA3TBOP HE TPAOBA Aa Ce HIDKEKTHPA HepaspeleH.

[Tporpad 5 mg/ml koHueHTpaT 3a HH}Y3UOHEH pa3TBOp TpAGBa Aa ce paspenn ¢ 5% w/v pa3TBop Ha
[JIIOKO3a WIH ¢ QHU3HOJIOTHUEH Pa3TBOP B MOJHETHIEHOBH, MONMIPONWIEHOBH WiH CThKIICHH OYTHIKH,
HO He U B KoHTeiiHepn oT PVC. Tpabsa aa ce W3non3sar ¢aMo NMpo3paiHH H O€3UBETHH pa3TBOPH.

KouleHTpauuaTa Ha pa3Teopa 3a uHy3us Tpsabsa na 6vae oT nopsaaska Ha 0,004 - 0,100 mg/ml].
O6muaT obem Ha HHGY3UATa 3a 24-yacoB nepuo] TpadBa na 6vae oT nopsaabka Ha 20 — 500 ml.

PaspeneHRAT pa3sTBOp He TpA0OBa 1a ce npwiara kato bonyc.
Undy3uoHHHAT pa3TROp TpsOBa 1a ce W3non3sa Ao 24 yaca.

HeM3anon3BaHUAT KOHIIEHTPAT B OTBOPEHA aMITY/Ia WIM HEM3TION3BAHHUAT pa3pencH pasTsop Tpabra
BEAHAra Aa Ce OTCTPAaHH, 3a Ja ce u3berHe 3aMbpCsBaHe.




