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KPATKA XAPAKTEPUCTHKA HA TIPOAYKTA
MAHWCTEPCTBO HA 3LPABEQRAIBARET(

1. Twproecko uMe Ha JeKAPCTBCHUA NPOAYKT
IMURANT FInGAQIEHNE KB
! paspeleiie 3 ynorpegate YR '56\ 10010 ?

2. KonndecTBEH H KA'eCTBEH ChCTAB CP7/ 75 120G W

Beska Tabierka cohabpiKa S0 mg rexapcTBeHO BEMecTBo AZAIhiopIine.

3. JlekapcrrRena hopma

Tabmerxku ¢pumMupasy.

4. Knuuuygy JanaH
4.1, lloxa3zauus

IMURAN ce #31101138a KATO EMYHOCYIIPECHBEE aHTHMETa00HT CaMOCTOSTENHO MM, HO-
9ecTo, B KOMOHHANWS ¢ APYIH JIekapcTea (0OHKHOBEHO KOPTHKOCTEPOUAM) H IPOHSHYPH 34
YIPOMAHA Ha AMYHHHS OTr0BOp. TepaneBTHIHUAT ¢QEKT ce NpOSBABA CIIE/| HIKONKO CeMHUIIT
HIIH Mecelrd, KaTo BOZH 10 PeIyLUpaHe Ha HeoOXOMMATa 032 KopTHKocTepon. 110 031
HAYuRH ce HaMaJsaBaT TOKCHIHHTE IIPOSBH Ha KOPTHKOCTEPONIHTE MPH IPOABIDXKHTENHO
TIPHJIArase ¥ B TONEMH JIO3H.

' IMURAN B xoMOHBAIHS ¢ KOPTHKOCTEPOHIY ¥/HIH APYFHM UMYHOCYIIPECHBHE HPOAYKTH H

IPOIEAYPH € IIOKA3aH 3a MIOTHCKAHE PeaknusTa Ha OTXBBPIITHE HA TPAHCIIAHTHPAHH OpraHy OT
opranusMa, xaro 650pelty, deper Apad # Chpile, CHIIO Taka Aa peaynupa HeoDXonuMara 503a
KOPTHKOCTEPOMIH Np¥ 00pedna TPaHCIUIaHTalHs.

IMURAN e roxasas 3a JIe9eHHE Ha YMEPEHO TEXKHA U TeXKKH BB3IANUTENHHA 3a00IIBAHNI
na uepsarta (bonect Ha Crohn u XpoHUWdeH yimepo-XeMoparadeH KOJKT), IPH MANHEeHTH C
NOKa3aua Tepanus ¢ KOPTUKOCTEPOU I, TIPH HalMEHTH ¢ HENOHOCHMOCT KBM KOPTUKOCTEPONIH
WM OpH pedpaxTepHo Ha 00rualinoTo Nedenye 3abonIBane.

TTpu mpunoxenne na IMURAN caMOCTOATENHO HIH HO-9eCTO B KOMOHHANMS C
KOPTHKOCTEPOHAHN W/AI; APYTY HPOTYKTH H IPOLEAYPH C€ XIOCTHTa KIIMHAYHA 0A32 (KaTo
HAMAJISBAHE HA ZO3ATA WIIH COUpaHe IpueMa Ha KOPTHKOCTEPOH ) IPH HAKOH NallHEeHTH,
CTIpamainy OT CIeNHUTE 3a00NIBasys:

TESKBK PEBMATOHUJIEH apTpHT;

cucreMeH lupus erythematosus;

IepMaTOMHO3HT ¥ MIONHMHBO3MUT;

ABTOMMYHEH XPOHIYCH aKTHBEH XeNaTuT;

pemphigus vulgaris;

polyarteriitis nodosa;

ABTOMMYHHA XEMONHATHIHA aHeMH;

XPOHWYHA PEIUUBAPALNA HARONATHIHA TPOMOOIHUTONEHHYHA IypIypa,;

PpeNanCcHpAINO-PeMUTEHTHA MYJITHINICHA CKIepO3a.

4.2. Jio3MpoBKa B HAYMH HA ONPUIOKeHHE

/_."-

AKO JISKapcTBOTO He MOXe Ja € HpHEMA HEPOPaiHO, MOXKE Ja:CE upnno;mr«\zmpa]aenoa}m
unmxexnponsara gopma Ha IMURAN, Tlpu Re3MOKHOCT 32 nepopane/ﬁ»npnem;\nm‘paﬂenosﬂoro
TIpIIIOKeHne Tpsabea Ja cope. y




B oTxensy cremuGUIHE KIHHAYHA CITyJan TpsOBa Jia ce Ion3Ba uabopManyas o1
CoeNHanu3ApasaTa MegUIIHHCKA JITepaTypa.

,Z[O3HPOBK3 Cliel TPAHCHARHTANNA - BE3PACTHH H JEIa;

B 3aBHCHMOCT OT THIIa Ha HMYHOCYIIPECHBHATA TEPAIMA CE Npuiara epopanso Ao3a 10
5 mg/kg Tenecra Maca (T.M.) IIpe3 IPBHS JICH.

Hpunara ce nopaspxKamma fo3a ot I 1o 4 mg/kg T.M. THEBHO, KaTo Ho3aTa TpAbBa na ce
OIlpeJIeH B 3aBECHMOCT OT KITHHIMHATE HY)XIH H XEMaToJOI¥IHAaTa TIOHOCHMOCT.

TTopaju pHUCK OT OTXBBPILIHE Ha TPAHCHIARTHPAHHUS OPraH, TOPH HpH HeoOX0AuMOCT OT
TpEEM Ha HECKH HO3¥, Hoaaspkamo federne ¢ IMURAN Tps6Ba na ce puilara HeonpeaencHo
BpeMe.

,D:OSHPOBKEI IpH BH3PACTHH ¢ MYNTHILIEHA CRJIEP033A

ITpenopryaHata JOUPOBKA 32 JICICHHE Ba PeNlafchpalia pEMUTEHTHA MYITHILIEHA
ckreposa € 2-3 mg/kg T.M. gHEBHO. 3a 1a 65e NeueHHeTo eQHKAcHO MOXKE 1A e HAllOXM TO 13
HpOABIDKHA HOBede 0T efHa rofuHa. KoHTpoNET Ha IIPOrpecuaTa Ha 3a60/I9BaHEeTO MOXE 71a He ©
OYEBHACH H [0 ABE TONMHH JICICHHE.

Jlo3HpoBKAa Npn APYTH CHCTOSIHAS - BH3PACTHH

B ofmmus ciydaii HagaqHaTa go3upoBka e Mexay 1 u 3 mg/kg T.M. AHEBHO, KaTO B Te3U
TPaHAIM F03aTa MOXE Ha Ce IIPOMEHS B 3aBUCHMOCT OT IIPOMAHATa Ha CBCTOSHMETO (MOXKE 2 Ce
ApOSBH Clie)l CEAMUIE MM MECEIH) ¥, XeMaTONIOTHYHATA IOHOCHMOCT.

Ipu ycTaHOBEHA YIPOMSAHA Ha CHCTOSHAETO B PE3YATAT O TepannATa MoJUIEpKamara 103a
MOJE JIa ce HaMamny 0 Hali-HHCKOTO HHBO, BeOOXOAMMO 32 HOAAEPKAHE Ha TOBA ChCTOSHIE.
AXo B IPOABIKEHAE Ha TPH Mecera He HacTHIM MOJ00peHNe B ChCTOSHMUETO Ha HAlHeHTa,
TpsabBa fa ce 006chau npexhesane Ha negenrero ¢ IMURAN. Benpexu ToBa, 1ipi NanueHTH C
BE3NAIATENHO 3200JIBaHe Ha 9epBaTa, JICKApCTBOTO TPAOBa 1a ¢ JIpHIara Hai-Malko
12 Mecena, KaTo MpOMAHA B KIMHUYHOTO CHCTOSHAE HE CE 0YaKBa I10-paHo oT 3-4 Mecela OT
Ha9anoTo Ha TepanuiTa.

B 33aBHCHMOCT OT CHCTOMHKETO M HHIHBHEYATHRAT OTTOBOD OT CTpaHa Ha HAlAEHTa,
BKNIOYUTENHO XEMATONOIMIHATA IIOHOCHMOCT, 38 IOANBDKAMIA Tepanis HeoOX0iMHATE A03H
Tps6Ba Jia ca B MHTepBana oT no-Huck# oT 1 mg/kg T.M. 5o 3 mg/kg T.M. THEBHO.

IIpmirosxenne Npy N20AEHTH B HaNpeaHala Be3pacT (BX. JlosupoBka npu 610pedHa
H/HIH YepHOIpoOHa HEFOCTATEYHOCT).

Onuter B npriaoxerreTo Ha IMURAN npy naunesTd B HalpeHala BE3pactT & OTPaHHdyeH.
BrIpeku ye HANMYHKETE JaHHHA HE JABAT AOKA3aTENCTBA, Y€ YeCTOTaTa Ha HeXEIaHNTe Peakuy
ot IMURAN npw naliieHTH B HanpelHana Bb3PacT € H0-BHCOKa OT YECTOTATa IIPH OCTaHAIATe
TANpeHTH, HPETIOPHIATENHO € IipiJlaranaTa SO3HPOBKA 1a OBJE B [I0-HUCKATa 00IACT Ha
JIOZ0BHA [{UANa3oH. (BIK mo-rope Jlo3upoBKa IpH APYyTH CHCTOSHMUA).

Oco6eno BHEMaHUE TPsI0Ba 14 ce 00bpHE Ha MOHUTOPHPAHETO Ha XeMAaTONOTHYHATa
peakmEd H Ha HaMarsBaHeTo Ha IoJUIbpiKaInara JOSHPOBKa A0 Hai-HuUCKaTa TepaleBTH4Ha 11034,
HeoOX0/1¥iMa 3a PUCHECTBIETO Ha KNHHAYESH OTTOBOP.

IIpunosxeHue MpH gena
Mozuposka enel TpaHCMIAHTAIHA

Bk [Jo3HpOBKA ITPH BB3PACTHH CHEI TPAHCIINIAHTANHA.




JNo3upoBKa BpH ACLIA ¢ MYJITHILIEHA CKIEPo3a

MynrHniesa ckieposa He ce AHarHOCTHIRpa YecTo OpH Aclia. He ce npenophysa
mpanoxerne Ba IMURAN.

Jo3HpoBKa NPH APYTH CHCTOSHAS

Bk [Jo3upoBKa [IpH APYTH CHCTOSHHS -~ BE3PacTHH

[punoxenue NPy HANHEHTH ¢ 0b0pedHn B/uA YePHOAPOOHH yBpeXIaHusA

ITpu manwenTtn ¢ OR0pETHH WK YepHOAPOOHY YBpeKAaHHS Ce IPENOPHIBA IPHIOKEHIE
Ha JO3HU B Hali-HHCKATA 001acT Ha TepaneRTHIHAS Juana3oH (BX. 4.4.).

4.3. IIpoTnsonoKa3anns

IMURAN e npOTHROIIOKa3aH MpH NAIHESHTH ¢ YCTAHOBEHA CBPBXIYBCTBHTEIHOCT KBM
azathioprine ui# HIKOS OT OCTaHAINTE ChCTABKY Ha JIEKAPCTBEHMA IPOAYKT. Y CTAHOBEHA
CBPBXUIYBCTBHTEIHOCT KbM §-mercaptopurine (6-MP) Tpabpa ja gajie CHryai Ba NpeAn#CBaliist
nexap 3a BE3MOYKHA YyBeTBHTEeNHOCT KbM IMURAN.

4.4, CyequanHn TpeqynpeRIeHAs 1 CIIeHAIHE HpeANasHy MepKH 3a ynorpeda
MonuTopHpane:

ITpu ynotpebara na IMURAN crinecTsyBaT IOTEHIMANHE prckoBe. JlekapcTBoTo Tpabea
Iia ce IpeAIrcBa CaMo aKo [0 BpeMe Ha JIeYeHHeTo NanueHThT MoXe Na (/e aeKBaTHO
MOHHTOPHpPAH 3a TOKCHYHE eheKTH.

Ipeznara ce npe3 IIEPBATE OCEM CEAMHUIA Ha IEUCHHETO BEAHDK CEMHYHO /ia Ce NpaBH
H3CIIeABaHe HA XeMATONOTHYHHTE oKa3aTeiH ({IbiHa KpsBHA KapTHHA), BKIFOYHTENHO Ha
tpomOonuTare. IIpa IpwioKeHHe HA BECOKH JO3H M IPH TEKKO OEOpedno u/uin
9epHOAPOOHO yBpekaaHe Te3H HOKa3a¥elll MOXKe fia ce M3C/IEABaT Mo-4eCcTo. YecToTara Ha
HM3CHEHBAHNATA HA NBIHATA KPBRHATA KAPTHHA MOJXKE Jla €& HaMany B TeICHNE Ha ISYCHHETO, HO
Ce Ipejiara IrkJIHa KphBHA KapTHHa JIa C& TIPaBH BCEKH MECEIl, HO He MO-PAAKO 0T BEAHEXK Ha
TpH Mecena.

TammenTrre, npuemamy IMURAN, 1ps6sa HezabasHO 2 YBEAOMAT JIEKYBaILis JIeKap TP
pasBuTHE Ha HH(EKNUH, BHe3alHa I04Ba HAa KPHBOHACHIAHNK, KbPEEHEe Wi APYTH IpU3HAUH 32
KOCTHOMO3IBYHA CYHPECHS.

Tlpu HsKOM NALMEHTH HMa HAacTeCTBeH NeHIUT Ha eH3AMA THOIIYpUH-METAITpancdepasa
(TMPT). Te3u Jmma MOrar fa IPOsBABAT [TOBMIICHA YYBCTBATEIHOCT KbM MHEIOCYIPeCHBHEA
eext Ha azathioprine i CKJIOHHOCT KbM OBp30 Pa3sBHTHE HA KOCTHOMO3BIHA CYIPECHS CHEN
3anousane pa Tepamus ¢ IMURAN. Tora cpeTofHEE Ce BIOMIARA MIPH €AHOBPEMEHHO
HpHIOKEHHE C IEKapCTRa, KOWTO HEXHOHUpAT TO3M eH3HMM, KaTo olsalazine, mesalazine vnu
sulphasalazine. CrinecTsyBarT faHHM, 9e Npy MAIEeHTH, OpHeMamy 6-mercaptopurine (axTHBeH
MeTabonuT Ha azathioprine) B KoMOMHaIMS ¢ APYTH LATOCTATHUHE CHIIO € Bh3MOXKHA BPE3Ka
Me3KITy HOHMKeHaTa aktusgocT Ha TPMT # BTOpHYHM JIEeBKO3H H MECTOXMCIIIA3HS (BIK 4.8.
Hesxenanm meKapcTBeHH peakuuy). Moxe qa GbAe HanpaseHo NabopaTopHO H3CIeqBaHe 3a
OTKpHBaHe Ha HacnencTeew nedbunut Ha easuma TMPT. Yeranoseno e o0age, 9e ¢ ToBa
H3cIeIBaHe He MOraT fa OhJaT OTKPHTH BCHUKH ITAleHTH, IIPH KOBTO HMa DHUCK 3a PasBHTHE Ha
TEXKa TOKCHIHOCT. ETO 3am0 € HeoGX0THIMO PEOBHO HSCﬂeﬂBﬂf&R%paéfeﬂﬂﬂalie Ha
KpBBHATA KapTHHA. 3




MaumesaTn ¢ 0-0peYHH /WM 9ePHOAPOOHE YBPeKIaHIA:

TIpennonara ce, ge nposgeuTe Ha TokcaaaocT 0T IMURAN ca no-decty Ipx Nan#eHTH ©
Op0pedna HeIOCTaTHYHOCT, HO PE3YNITATH OT KOHTPOIMPAHH KIMHHYHE H3HTBAHUA He
HOJKPENST TORA IPEIIIONoKeHHAE.

Beipexs ToB4 ce IIpenophysa IPHeM Ha Half-HICKY TepaleBTHIHHA JO3H, KaTo Tps0Ba Ia ce
MOHHTOPHPAT XEMaTONOTHIHITE NoKa3zaTen. 1Ipu npossu Ha TOKCHYHOCT A03aTa TpAGRa Omie
Iia C& HAMAaJH.

TIpenoprura ce nopumeno BEAMaHHe Hpu Npuinoxenvie Ha IMURAN npu nanuesty ¢
HapyleHa YepHoApoOHa QyHKIAS U H3RLPINBaHE HA peOBHY 9epHOAPOOHH GYHKIHOHAIHT
TECTOBE U H3CIICIBAHAA Ha KphBHATA KapTuHa. [Ipy Te3u anueHTy € Bh3MOXKHO 3a0aBgre Ha
Merabomiama Ha IMURAN, Tlo Ta3u npmyiHa ce Ipenophusa IpHeM Ha Hali-HHCKH
TepanesTyyHy N034. [IpH nposer Ha TOKCHYHOCT OT CTpaHa Ha YepHES qpol W KPHBTa I03aTa
TpabBa omie Oa ce peayIiupa.

Vima orparygeHy gaHuu 3a edexta npn npunoxenune Ha IMURAN npn nanuedtu ¢
HACJHeICTBEH Je(HITHT Ha eH3HMa XUITOKCAHTUH-TyaRuH-GochopubosmnTpancdepasa (CHHAPOM
ua Lesch-Nyhan). Ycranopssa ce minca Ha eeKT OpH Te3H HAUMEHTH B pe3yNTaT 0T HapyIIeHHL
merabonmzpM. [To Tasu npuurHa, IPH TO3U THI NAllHEHTH HE € HPEIIOphyBa IPHIOKEHHE HA

IMURAN.

MyTareHHoCT:

XpomoszoMHHE abepaliuy ce YCTAHOBABAT IPH MEXE ¥ sxeHu npy npueM Ha IMURAN.
Tpymao Moxe Oa ce onpenemu Biusnuero Ha IMURAN 3a passuTHE Ha Te3W aHOMAaJIHH.

B moxonenueTo Ha nanuentH Ha neuenue ¢ IMURAN ce ycTanoBSIBaT XpOMO30OMEK
abepanuy B IEM(OMMTH, KaTO CIEH H3BECTEH NEPHO| OT BpeMe TE3M IPOMEHH HeE ce
yCTaHOBsBaT. VI3KIHOYHTENHO PAAKO €€ YCTaHOBABAT aHOMAHMM B IIOKONEHHETO HA HalHeHTH
cien Negenne ¢ IMURAN. Cunepraden kiacToreHeH e)eKT Ce yeTaHoBsBa 3a azathioprine u
ZALATOBBIHOBH YITPABHOIETOBH JIHYH TpH JISUeHNE Ha pasnwyHH 3a0omsBanns ¢ azathioprine.

DepTHIANATET

O6nexyaBaneTo Ha XpoHmdHa 650peYHa HeZOCTATHIHOCT Upe3 0B0peuHa TpaHCHITaHTAHS
u nprioxenne Ha IMURAN ce npusipyxaga OT IOBHINaBaHE HA PEPTHNRTETA NIPU MBKE M
JXEHH PEIMNHEHTH Ha TPaHCIUIaHTauA (BUX 4.6).

KanneporensocT (Brx ¢bmo 4.8. Hexxenann JeKapcTBeHH PeaKmuM):

TIanpeHTHTE, Ha KOUTO Ce IMPHIIAra AMyHOCYIIPECHBHA TEPATi, C& H3I0KEHE Ha IOBHITEH
PHCK OT pasBHTHS ka HEXOKKHHOBH JIHMGOME K APYTH 370Ka4eCTBEHN 00pasyBanus,
OpesuMH0 KOXKEH paK (MEHaHOM ¥ JAPYTH BHIOBE KOXEH paK), capkomu (Ha Karmonui v gpyra
BHZOBE CapKOMHE) ¥ paK Ha MaTOdHaTa MHAHKA in sify. VIriekna prucKbT € CBEP3aH ¢
HMHTEH3WTETa K IPOABIDKHTETHOCTTA HA HMyHOCYHPECHSTa, 4 He ¢ IPUIOKEHUETO Ha
crierEduUeH AMyHacyIpecop. Ma cro01eHns, Ye HaMaliIBaHeTo WK IPEeyCTaHOBABAHETO Ha
HMYHOCYIIpECHSTa MOXe Jia OBbJe CBEP3aHO C YaCTHYHA MK IBJIHA PErpechs Ha
HEXOMKKUHOBUTE JIIMpOMIFe B capkoMuTe Ha Kanoma.

TlanmenTHTE, HA KOUTO CE NPRUIATaT HAKOIKO AMYyHOCYHPECOPY, MOXE Aa Ca H3N0KCHH Ha
DHCK OT CBPBXEMYHOCYNpecs, TIOPATY Ta3H IPHIHHa NofobHO JiedeHue Tpa0Ba Ja ce
TPOBEKAA C Hali-HHCKaTa edekTHBHA To3HpoBKa. KakTo oOHKHOBEHO npnnaﬁﬂfcgﬂm'r c
[OBHIIECH PUCK OT Pa3BHTHE HA KOXKEH Pak H3NaraHeTo Ha CIBHYERa 1 /yn:rpaBHone'To:Bam \\
CBETNHHA TpsGBa Ja ce OrpaHAYaBa U NafHeHTHTE Tp:aOBa Ja HOCAT 3amma33am:o oﬁne
H3MIO0JI3RAT CIBHIE3aINUTHH IIPOSYKTH ¢ BUCOK IPOTEKTHBEH HHIEKC TK}K cmno 4 8)
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Hudexnus ¢ Varicella Zoster virus (Bmx cpimo 4.8. Hexenauu jieKapeTBery Peakilin):

IIpy nanuenTy, ISKYBaHM ¢ HMYHOCYTIpecopH, HedeKimuTe, npransenn ot Varicella Zoster
virus (VZV: Bapuiierna i Xeplec 30CTep) MOKe Aa NpoTexar Texxo. Ocobero BypManye €
HeoOX0auMO B CISHHUTE CIYYan:

Mpenu 3anoysane IPHIOKEHIETO HA IMyHOCYIPECOPH, JIeKyBaIBIT JeKap TpsOBa Ja
TIPOBEPH JANH NAHEHTHT HMa agaMHesa 3a VZV mxbexuuu. B Tos3u caygal nonesxHo 6u Huno
H3BEPUIBAHETO HA CEPOJIOFWYHO H3CIel[Bade o OTHOIIeHHE Ha Varicella Zoster virus, ¢ KOeTo
MOYXE 1A C€ YCTaHOBH JANH HANHEHTHT € HMajl KOHTakT ¢ VZV B Munanoro. [TanuenTuTe 0e3
MIHajIa aHaMHAe3a 32 VZV u3narape TpsOpa Ja W304reaT KOHTAKT C JHIA C BAPHLEIA U Xeprec
30cTep. AKO WAIMERTET e U3noxkeH Ha VZV, Tpia6Ba fa ce B3eMar IpeinasHi MEPKH 3a
OTHENSHETO MY OT IIAUHEHT, KOWTO PasBuBaT BapHIIeNa UK Xepiec 3octep. Mosxe na ce obehau
IacHBHAa IMYHH3AIHS Che crienududen varicella-zoster immunoglobulin (VZIG).

B ciyvaii ye manuedTsT € nHpexTHpaH ¢ VZV, Tpabsa na OpIaT IpeAllpHeTH CHOTBETHH
MEpKH, KOHTO MOTaT Aa BKIIOYBAT IPOTHBOBAPYCHA TEPAMA H HOLIBPIKAII0 ICYCHHE.

4.5. JlekapcTBeHH M APYTH B3aHMOACHCTBUA
Bsanmopeiicrsus ¢ allopurinol/oxipurinol/thiopurinol:

AXTHBHOCTTA HA KCAHTHHOKCHAA3aTa ce uExudmpa ot allopurinol, oxipurinol z thiopurinol.
ToBa Bogu o 3a0aBeH0 OpeBpBLIaHe Ha OHONOTHYHO aKTHBHATA 6-THOHHO3HHOBA KHCenuHa B
OHONOTAYHO HeaKTHBHA 6~THOMHKOYHA KicenuHa. | Ipu efHOBPEMENHO IPUIIOKEHHE HA
allopurinol, oxipurinol u/unz thiopurinol ¢ 6~mercaptopurine unw azathioprine mosara ga
6-mercaptopurine u azathioprine Tpa6Ba Aa ce HaMald X0 €MHA YeTBEPT OT J[034Ta 32 IPHEM.

BzaumogelicTBHs ¢ HEPBHO-MYCKYIHE GIIOKepH:

IMURAN moxxe fla 3aCHIH HEBpOMYCKYJiHaTa OHoKafa, NpeausBEKaHA OT JCIOIApH3HpPali
MHOpPEIaKCaHTH KaTo succinylcholine, Ot npyra cTpaga J€KapeTBOTO MOXKE Jia JOBEHE JI0
oTciabpase Ha GroKamaTa, MpeaH3BHKaHA OT HeNCTIONNPU3Hpalny MEOPETaKCaHTH KaTo
tubocurarine.

IIpu OTAENHUTE aNREHTH TOBA B3aUMOCHCTBHE Ce IPOABsBA B Pa3iM4HAa CTSICH.

Biaumopeiicreun ¢ warfaring

Onmucea ce OTHCKAHEe Ha aHTAKoarynanTHrs edext Ha warfarin IpH eTHOBPEMEHHO
IpunoixKenne ¢ azathioprine.

BiaumoneiicTBUA ¢ DUETOCTATHNH/ MACTOCYIPECHBHHE NPORYKTH:

Koraro e Bp3MOXHO Tp20Ba a ce H304rBa eMHOBPEMEHHO IPMIIOJKEHHE C IIUTOCTATHIY I
TIPOYKTH, KOUTO MOTaT fia IOTHCHAT (GyHKIMUATA HAa KOCTHHMS MO3BK, Hanp. penicillamine. Mva
TPOTHBOPEYHBH HAHHY 34 JICKAPCTBEHH B3aUMOEHCTBHS, KOHTO BOMAT JO TEKKH IIPOMEHH B
KpHBHATA KapTHHA IPY eAHOBpeMeHHo nprnoxkenye Ha IMURAN u co-trimoxazole.

OrnHcan € eiH Cyyaii Ha IpOMEHH B XeMaTONOTHYHHTE NIOKA3ATENH, B PE3YNTAT OT
eNHOBPEMENHO NPHIIOXKeHMe ¢ captopril.

Hpemmonara ce, 9e indomethacin n cimetidine #MaT MAEIOCYTPECHBEH e@_e_rg. Tesn nposeH
MOJKe JIa ¢ MIOTEHIHPAT OT EAHOBPEMEHHOTO HPHIIOXKEHHE Ha Te3H IIpO}IYKTI/L cT,[MUKAN
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BiauMopeiicTBUA ¢ AMHHOCRMHIVEIATH:

AMMHOCATHITWIOBHTE NPOH3BOXEA (T.€. olsalazine, mesalazine mmm sulphasalazine) mps
YCIOBUA in Vitro MHXUGHpAT eH3uMa THONYpHE-MeTHITparchepasa. Tezn npoxykTy Tpsdra ce
IPUIIArarT ¢ MOBUILCHO BHUMaHHe NPH HanueHTH, KOorTo ce neKysaT ¢ IMURAN (x.4.4).

BzaumopelicTBHS ¢ APYTH NPOIYyKTH:

Tlpn yenosus in vifro furosemide 3aGass MeTabonnamMa Ha azathioprine B 90BEITKH
YepHOAPOOHH KIETHYHH KynTypH. He ¢ ycTaHOBeHO KIHHHYHOTO 3HAYEHNE Ha TE3H JAHHY.

BiapmogeiicTBUA ¢ BAKCHHH:

Teopernuno uMyHocynpecnpHaTa akraBHOCT Ha IMURAN MoXe nia 10oBeAS O aTHIHYEH 1
TIOTEHNHANHO BpeJICH OTTOBOP KbM JKHBH BaKCHHH. [0 Tasu mpuuMHa IpH NAECHTH Ha JICUCHHE
¢ IMURAN e mpoTHRONOKa3aHo IpHIaraHe Ha JXUBH BaKCHHH.

TTpn npunoxenne Ha yOUTH BaKCHHY € BE3MOXKEH II0-CNab MMYHEH OTTOBOD OT CTpaHa Ha
OpraHH3Ma W IOH00HA Peakis ce OIMCBA NIPH IPHIMKEHNE Ha BAKCHHA CPElly Xenartut B no
BpeMe Ha KOMOMHHPAHO JIeucHAe ¢ KOPTHKOCTEpOri  azathioprine.

B npoBeAeHo MATKO KIHHATHO H3NKTBAHE € YCTAHOBEHO, e IIPH IIpHeM Ha TepaneBTHYHN
103 IMURAN eMyHHHST OTTOBOP KBM IONHBANEHTHATA ITHEBMOKOKOBA BAKCUHA HE CE
MpoMeHs HeOmaronpusaTHO. ToBa ce YCTaHOBSBA IIPH ONPEREILIHS CPEAHUTE CTOMHOCTY Ha
KOHHEHTpAIHS Ha CIIENHQHIHN aHTHKAIICYHHHA AHTHTEA.

4.6. bpemeHHOCT ¥ KbpMeHe

bpemernnocm

IMURAN #e Tpa0Ba Ja ce npuliara Ha XeHH, KOMTo ca OpeMEHHH WIIH HMa BEPOATHOCT Ha
3abpeMenest B OJm3Kko OBbxene, 663 BHUMATENHa MPENICHKA Ha TIOTEHIHAIIHATE PHCKOBE CIPAMO
MTOTEHIHATHUTE TON3H.

Jlaunure 3a Teparorennns edext Ha IMURAN npu yoBeka ca Heexao3Hauaw. Kaxro mpu
IIpUeM Ha APYTH NUTOCTATANH Ce IPENophyBa Ja Ce NpHIarat HOAXOASIny KOHTPACHTHBHH
MepKH, aKo HAKOM OT mapTHsopuTe Nprema IMURAN, '

ViMa croBieHns 3a ApexeBPEMEHHO paKIaHe M MAJIKO TENECHO TeTII0 IPH POKHAHE Cleft
eKCIIO3MIMA Ha MalikaTa KeM azathioprine, ocobeHo B KoMOHHanms ¢ KOPTHKOCTEpoun. Kivma
cHOBIEHNS U 32 CIIORTAHEH abopT Cliel eKCIIO3HIYS Ha MalikaTa HiH Oaimarta.

Azathioprine W/HIH HEroBH MeTabOIUTH Ce YCTAHOBABAT B HHCKU KOBICHTpAlllY B KPBBTA
Ha IDIOJla ¥ B aMHHOTHYHATA TEUHOCT ClIeH IpHIoKeHre Ha azathioprine Ba Malikara.

Jlepronenus W/un TPOMOOIUTONEHHAS ce OIHCBAT IIPH YacT OT HOBOPOIACHUTE, YHHTO
Matixa ca npueMans azthioprine no Bpeme Ha nanara 6peMerHoct. IIpenoprysa ce 3aBUINCHO
BHHMAaH¥NE IpH MOHHTOPEPAHETO Ha XeMaTOJIOTHHHATE IOKAa3aTeH 10 BpeMe Ha HpeMEHHOCTTa.

Koprene

6-mercaptopurine e AEeNTU(UIHPAH B KONACTPATa i KLPMATa Ha XKEHH, ICKYBaHH ¢
azathioprine.
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4.8. He:xenanu JiekapcTBeHH PeaKIHH

3a TO3M IPOLYKT HE € Halule ChBpeMeHHA KIIHHNYHA JOKYMEHTAH B TOAKPEIa Ha
ONpeAeIsIHe JECToTaTa Ha HexeNalnTe peaknpy. HexenanuTe peakiiii MOXe 12 BapupaT B
3aBHCHMOCT OT HOKA3aHUATA, 32 KOHTO Ce IpHJiiara JIEKApCTBEHUAT IPOJYKT.

Hexenanute peaxiud ce KiacHGUUMPAT IO YECTOTA 110 CIEHHHS HAYMH: MHOTO YECTH
(=1/10), wectu (=1/100 u <1/10), re gectn ( =1/1000 z <1/100), peaxu (=1/10000 1 <1/1000)
¥ MHOTO pepr (<1/10000).

Undexnun u HEBa3HA

Mnoro yectn: Bupycrn, re6nynn u OakTepraliy BEQEKIHE IPK TPAaHCIINAHTHPAHK
HalHeHTy, TpreMainy azathioprine B xoMOuHaIAsA ¢ KPYTH
HMYHOCYIIPECODH.

He gectu: Bupycun, re0uian 1 6axrepranye HEOEKIHE IPH 0CTaHAINTE TPYHH
HANASHTH.

Mauuenrate, npremany IMURAN kaTo MoBEOTEpanus WM B KOMOMHALIHSA C IPYIH
HMYHOCYHPECOPH, IIO-CIENHATHO KOPTHKOCTEPOUH, €4 NOKa3ald ITOBHEHICHA ITONATIMBOCT Ha
BUPYCHY, IEOWYHN ¥ OaKTepHanH HHGEKINH, BKIIOYATENHO TeXKKH A aTHHAYHA (opMHE Ha
uabexnma ¢ VZV (Bapunena, Xeprec 30¢Tep) i ¢ ApYrH HEGEKIHO3HA areHTH (BIOK cbino 4.4.
Crelaanuy IpenyIpeKHeHus i CISIHANHY TPeAna3Hl MepKH IIPpH yHoTpeba). ‘

JobpoxadecTseHH | 3I0KAYECTBEHH HEONIa3Mu (BKJE. KHCTH U TNOJIHNN)

Penxu: Heonnasmu, BRTIOYHTENIHEO HEXOMKKHHOBH THM(POMHE, KOKEH PaK
(MenanoM H APYrH BHIOBE KOMKEH pak), capxomu (Ha Karnomw & apyru
BHUJIOBE cCApKOMM) U paK Ha MaTo4HaTa MHkHKa in sifu, 0CTpa MECTIOHTHE
NIeBKO3a B MEEIOIHUCIIa3KA (BIDK couio 4.4),

PHCKET OT Pa3sBUTHE Ha HEXODKKUHOBH TAMGOMH M IPYTH 310KadeCTBEHN 00pazyBanud,
ocofeHo xoeH pak (MeIaHOM U JPYTH BHIOBE KOXEH pak), capkomu (Ha Kanom 1 gpyra
BHIOBE CApPKOMH) ¥ paK Ha MaToyHaTa IuHKa in sity, € HO-TOMAM IIpH IaleHTH Ha JIeYeHHE C
HMYHOCYIIPECOPH, IIO-CIICNHATHO TOBA BKH 32 ITAlIMEHTH Cliell TPAHCIUIAHTANMS, HOIN0KEHA Ha
arpecrBHO JIeUeH e | B TO3H CiIydail Tpabba Jla ce MpHIaraT Hai-HHCKUTE e(QeKTHBEM
TepaneBTHYHA K031, [IOBHIIEHHIT PHCK OT PA3BUTHE Ha HEXOHKKAHOBH IAM(OMHE TIpH
HAMYHOCYTIPECHPAHATE TANHEHTH ¢ PEBMATOMEH apTPHT B CPaBHEHHE ¢ 0610aTa MOMyIalus
H3TIEKIA TIOHe OTYaCTH CBEP3aH C ECTeCTBEHNS X071 Ha 3a00IIBaHETO.

Vima pepxu choOIIEHMS 32 0CTPa MEETONIHA TEBKO3a H MHENOUCHIIA3)s (B HAKOM CHyJau
CBBP3aHH C XPOMO30OMHH aHOMAIIHIL).

Peakuud 0T cTPaH2 Ha KPBBOHOCHATA A IAMQHATa cacTemMa

Msioro wectn:  IloTHCKaHE Ha KOCTHOMO3BUHATA hYHKIHS, JTEBKOTICHHA.

Yecrn: TpomOouHTONECHHS.
He gectm: AHeMud.
Penxu: ATpanyiIoniTO34, TAaHIHTOCHAS, allfIaCTHIHa aHeMILT, MerayodnacTHa

aHEMEA, CpUTROHIHA XHIIOTINA3E.

Tepanesiuunara ynoTpeba 2a IMURAN Mozxe fa Ob/c CBBP3aHa ChC 3aBHCHMA OT J03aT4,
B 06IIHA ciysali oOpaTuMa KOCTHOMO3bYHA CYIPEcHs, Hal-9cCTO ¢ POSBH. Ha:neBXOUEHHS, B
HAKOH CIIydaH ¢ aHeMMs: K TpoMOOIHTONEHHS H, PAXKO, ¢ axpaaynoumosa, aHIIHTDHEHHH H
anNacTHYHA aHeMAI. Te3M peakiuy ce IPOABABAT O-CIEeHalIHoO npw"r[anﬁeﬂm “\' ﬁ";;ﬁ\““\tﬁ
ApPEPasHoIOKEH: KbM MESTOTOKCHYHOCT KaTo Te3H ¢ NeunuT Ha {T PMT u 6:56pe‘a:;i‘?q§nlri1
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geprOAPOGHA HELOCTATHYHOCT, KAaKTO U IPY IAlHEHTH, Ha koHTO no3ata IMURAN ne e
HaManesa IIpH eXHOBpeMeHeH preM ¢ allopurinol.

OmucBa ce 06paTiHMO, 3aBHCHMO OT [[03aTa MOBHIIaBAHE Ha CpeHMd 00eM K Ha CPeJHOTO
XeMOITOOUHOBO CHABPIKAHNE B EPHTPOLIATATE B pesynrar oT Tepanuara ¢ IMURAN.
VcT1aHoBeHH ca MEraioONacTHH IPOMEHH B KOCTHHA MORBK, BBIIPEKH TOBA CIyJaHTE HA TEXKA
MeranobnacTHa aHeMES H SPUTPORIHA XHIOHNA3HA Ca PEHKH.

Peakuyu ot ¢crpaHa HA AMYHHATA CHCTeMa
He gectn: Peakiuyt Ha CBPBXIYBCTBUTEIHOCT.

Enu3oAMYHO ca ONKCBaHU Pa3sNHyHy KIMAWNYHY CHEAPOMI C XapakKTep Ha
AIHOCHEKPETHYHY [IPOSABH Ha CBPBXIYBCTBHTEIHOCT ciex npunoxenue Ha IMURAN. Te
BKIIIOYBAT 000 HEpa3moNoKeHue, 3aMasHOCT, TafeHe, TOBphlane, fuapus, Gebpunurer,
TPBIIKH, eK3aHTeM, 0OPUBY, BACKYJINT, MHAJITHS, apTPanrys, XHIOTOHNS, yBpe#cHa OE0peuna
¢dyHKUHI, YBpefeHa yepHopobaa Oy ¥ xolecTasa (BmK Peaknun oT cTpawa Ha
UepHONPOOHO-XKIFUHATA CHCTEMA).

B MHOTO cliydJad MOBTOPHO PA3BHTHE Ha CHMIITOMUTE IIPH IIOCIEIBAL] JIPHEM MOTBEPKIaBa
BpB3Kara ¢ npuema Ha IMURAN.

B noseueto caydau ciel HezalasHO cnupare NpHeMa Ha azathioprine H HHTPABEHO3HO
HPHIIOKEHUE Ha pasTBOPH, IPH He0OXOMMMOCT, & YCTaHOBABA IOA0OPABAHEe Ha CHCTOAHMETO.

Hamawieto Ha apyru 3a00iasagud € JOTIPHHECIIO 3@ MHOTO PEIKHTE CIIyYad Ha JIeTaleH
H3XOJ.

Ipu npossera cepsxIyBcrsuTensocT k6M IMURAN za BCeKH HHIAUBHAYATSH CIIyIai
TpAOBa a ce IpeleHH HeoOXoAuMOocCTTa OT NPOIEDKaBane Ha TEPAIHATA C IPOAYKTA.

Peaxiun oT cTpaHa Ha Oenns gpob

Maoro penxu:  QOpaTHM THEBMOHHT.

Peaknmi ot cT PaHa HA racTPOHNTECTHHAIHNA TPAKT

Yecru: I"apene.

He gectm: ITasxpearnr.

Muoro penxa:  Komut, AHBepTHKYART ¥ nepdopalini Ha Yeppara [EpH NaNyueHTH ¢
TPAHCIIAHTAIH, TEXKA NHapHs HpH NalHEHTH ¢ Bh3IaIHTeNHO
3abonsaBane Ha UepBaTa.

B mamek Opoii ciiydan ¢e OMHCBAT IPOSABH Ha TaficHe [PH Np¥eM Ha TbpBara f032
IMURAN. Tora Moxxe sia 6b4e HaManeHo IpH TpHeM Ha TabIeTKHTE Cliel XPaHeHe.

OmuceaT ce TeXKA YCIAOKHEHHS, BIIIFOYRTENIHO KOJIHT, JHBEPTHKYIHT U Iepdopars Ha
9eppaTta IpH HMYHOCYIPECHBHA Tepailkid Ha MAalMeHTH ¢ TpaHcianTanus. He e ycranoBeHa
TOYHATA €THOJIOTH, KaTO Te3H peaKiai MOXKe Aa C€ FBIDKAT H Ha BHCOKHTE JO3K
xopTEKocTepori. Ilpy nedenye Ha BL3ManUTENHO 3a6onssate Ha gepsara ¢ IMURAN ce
OIBICBA TEXKA JHapHs, OSBABAIA C& OTHOBO MIPH JIOBTOPHO H3Jlarane Ha JeKapcTBoTo. Hpn
Te3u MalKeHTH TpabBa Ja ce IMa IPeABH) BE3MOKHOCTTa 000CTPSIHETO Ha CHMATOMHTE Jla ©
CBEP3aHo C yrorpeGara Ha JIEKapCTBEHES IIPOJYKT.

ITpx Manka gact OT maHenTuTe KouTo xpuemat IMURAN, o6nmoBeH0‘npu aKHBa C
TpaHCIIAHTHPaH 0B0pEK HIIH IIPH TaKHBA ¢ BE3NAMATEIHO 3a60nﬂBaHe‘ Ha,qepBa'ra ¢ OIMiCBa
pa3suTHE Ha NanKpearuT. KaTo IpHuKHa 32 pa3suTHe Ha naHeram'r TpyAHO mee ;Las\ce
OTIperie/ IPEEMBT Ha €/IHH TPOAYKT, BEIPEKH TOBA 0SBATa Ha! cmmrom«rre orHOB’o YipH
IIOBTOPEH IIPHEM Ha IPONYKTA HaCco4Ba KbM 3aBHCHMOCT OT Hpne Ha IMURAN




Peaxuun ot cTpaHa Ha ePHOAPOOHO-KABLIHATA CHCTEM

He uectn: Xonectasa ¥ BIOIIAaBaHEe HA GEPHOAPOOHATA (DYHKITHS.
Penxu: JKuBoTO3acTpalaBanio yBpexkane Ha yepHogpoOHaTa QyHKINEd.

Psinxo ce omuCBaT CIy4ay Ha pasBHTHE Ha XO0JIeCTasa U BjloIllaBaHe Ha YepHOAPobHATA
dyuxmus B pesynrar ot nprema Ha IMURAN, xonrTo 06HXHOBEHO ca 0OpaTiMH IIPH CIHpaHEe Ha
nprema. Te MoraT Ia ca ChIIPOBOJieHH OT CHMITOMATHKA Ha PEaKIlii Ha CBPHXUYBCTBHTEIHOCT
(prok Peaxauu oT cTpaHa Ha BMYHHATa CHCTECMA).

Wima penxe cpoGIMEHNs 32 )KABOTO3aCTPANIABAINO YBPEXKIaHe Ha YepHOAPOOHaTa QyHKims,
ACONHUPANO ¢ HPOIBIKUTEHOTO NPHUIOxKeHNEe Ha azathioprine HpeuMHEO ¥y NANHEHTH C
TPAHCIUIAHTAUKS. XHCTONOrHYHHTE HAXOJKH BKIIOUBAT CHHYCOMXHA JAIATALA, Y€pHOAPOOHA
IIeNHo3a, BEHOOKIY3HBHA O0NeCT H HOXYIapHa pereHepaTHBHA XHUIEPIIasus

B HIKOHM cIy4au OpH clidpaHde Ha NpHueMa Ha azathioprine ce YCTAHOBsSIBa BPEMEHHO UK
TpaiHO moxo0peH e Ha CHMIITOMHTE 1 XHCTOIOTHYHATA KapTHHA Ha YepHus Apod.

Peaxkmun 0T ¢TPaHa HA KO3XaTa B NOAKOKHATA ThKaH
Pemxm: ATOTen.

Ormcany ca HSKOJIKO CIy4as Ha aJloNenud Ipy ManueHTH, JeKyBaHH ¢ azathioprine u qpyru
uMyHOCYIpecopr. B moBeuero ciyyan ToBa CECTOSHUE ¢€ H0H00paBa, He3aBHCUMO OT
IPORBIDKABAHETO HA Tepanusta, Bprikara Mexny npreMa Ha azathioprine H pasBHTHETO Ha
aNIOIeIINs € HeCHIypHa.

4.9. Ilpenoznpane
Camnromu U HposiBU

OcnHoBEHTE CHEMIITOMA IIpH npexosupane ¢ IMURAN ca HeoOscHAME NPOABH HA
RE3IATCHHE, YIIEPAINE Ha INraBALATa Ha FEpi0TO, KpBBOHACSNAHNS M KbpBEHE. T'¢ BE3HHKBAT
B PE3yJITAT Ha KOCTHOMO3GUHA CYIPEeCHs, KaTo Hali-CHIHO ca nposBery cuexn 9-14 auu. Tesu
TpU3HAIM Ce NPOABIBAT HO-YECTO TIPH CHCTEMATHYHO NPeo3upaye, KaTo He Ce 0YaKBaT IpH
eNHOKPATEH IpHeM Ha MHOTO BHCOKa Jo3a. OnucaHo € Ipefo3yupase Bpy eNHOKPaTeH
riepopaneH npuem Ha 7,5 g azathioprine. B peaynTar ce pa3BHBar peakiiyl Ha TOKCHYHOCT KaTo
rajieHe, IOBPBIIAKE | JUAPHS, KATO MO-KBCHO Ce pa3BUBaT ciabo IposBeHa ICBKONCHHA 1
cnabu yapylenns Ha 9epHOApoOHaTa GyHKmus. BescrasoBgBaHeTO € 063 YCIOKHEHMS 32
OpraHmu3Ma.

Heuenue

Hama crenuduyer auTHAOT. B HAKOH CIy9al Ce IIpHiara jiaBax Ha croMaxa. [Ipenoprasa
ce MOHHTOpHpaHe Ha ITaleHTa, BKIIOIHTEIHO Ha XeMaTONOTHYHATE ToKasaTesu. 11o To3n
HAYHH [IPH YCTAHOBSBAHE HA HEXKENAHH PEaKI[HH, MOXe Ja ce IPHIOXKAT HOIX0MAmy Mepky. He
e yCTaHOBeH e()eKTa Ha JHanu3ata npu npenosupase Ha IMURAN, enpexn de azathioprine e
YACTHYHO AHANTH3HPYEM.
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5.1. ®apMaxoxHAMHYHE CBOJicTBa

Mexaan3bMm Ha nelicrBue
Bce omme npencTor Aa ce W3SACHH TOUHHAT MeXaHu3bM Ha felicTBre. HAKou OT BE3MOXKHHTE
MEeXaBH3MH ca CISAHATE:

1) OcpoboxuaBase Ha 6-MP, xoiiTo IelicTBa Karo IIyPHHOB aHTHMETA0OIHT.

2) Bw3moxuo OnoxEpane ka -SH rpynurte 4upes ankHAHpaHE.

3) HMuxubmpane Ha MHOTO OT IIFTHIIATA 32 OMOCHHTE3a Ha HyKIEMHOBA KHCEHHA, KaTo [0
TO3M Ha4¥H ¢ OrpadiiaBa NponuGepaIHaTa Ha KICTKHTE, yIacTBalll B
pPA3OZHABAHETO Ha aHTUTCHKTE H aKTHBYPAHETO HAa MMYHHEES OTT0BOD.

4) Ilpomenxu B cTpykTypata Ha JIHK upes BrirouBaHe Ha IIypHHOBH THOAHANIO3H BEB
BepHrara.

KaTto ce HMAT DpeBU ONUCAHITE MEXaHH3MH HA AeliCTBYE, TepaleBTHIHHAT ehekT Ha

IMURAN mMoxe fa ce IpOSBH CHeJll HAKOJIKO CEAMUITH MIIH MECEena.

QOapMaKONHHAMIIHA e(PexTH

Azathioprine ¢ IM¥EIA30JI0B AepuBaT Ha 6-mercaptopurine (6-MP). AKkTHBHOCTTa Ha
METHIHATPONMHIA30JI0BU OCTATEK, KOHTO e MeTabomuT Ha azathioprine He € ycTaHOBEHA.
Briipexks TOBa B HAKOM CHCTEMH Ha OpraHHA3Ma IPHYMHABA IPOMIHA B aKTHBHOCTTA Ha
azathioprine B l10-rojiIMa CTEIIEH B CpaBHEHHE ¢ Tas’ 3a 6-MP,

Hama 3aBHCHMOCT MeXIY IIa3MEHNITE KOBIEHTpauy Ha azathioprine u 6-mercaptopurine 1
TepaneBTHYHaTa eUKacHOCT Wi TokcuanuTe edexra Ha IMURAN.

5.2, GapmakoKHHETHIHH CBOHCTBA

Pezopduns
IMURAN npurexapa 1o6pa pe3opOIws B TOPHUTE OTASTH Ha racTPOUHTECTHHANHHS TPakKT.

Pasnpenencane

IIpoBeneHy ca U3CHEBAHMS IIPH MUIIKH C paTHOaKTHBEH 3SS-azathioprine. He ce
YCTaHOBABA HeOOHIAHO KyMY/THpane Ha BHCOKH KOIHYECTBa OT IIPOHYKTa B HAKOS ONpeneicHa
TEKaH. MEOTO MAKH KOIHYECTBA *°S CE YCTAHOBSABAT B MO3EKA.

HyxneoTunute, o6pa3yBasH 10 BpeMe Ha MeTabonusMa Ha azathioprine He peMHHABaT
nipe3 KAeThysKTe MeMOpasH A 10 Ta3H NPHIHHA HE JOCTHIAT NEPKYIAIUITA.

Metaboan3bM

Azathioprine ce pasrpaxna 65p30 ix vivo 5o 6-MP @ METHIHHTPOUMHEIA3ONOB OCTATHK.
6-MP necro npeMHHaBa IIpe3 KIeTHIHNTE MeMOpaHH, KaTo BETPEKIETHIHO Ce NPEeBphia B
HSKOMKO IIYPHHOBH THOAHANIO3H, BKIIOUHTENHO [TIABHHA AKTABEH HYKISOTU I THOHHO3HHOBR
xucenuna. CKOpOCTTA HA IPEBPEIaHe & Pa3iidHa Py BoeKH nanuent. OxucnenueTo Ha 6-MP
10 HEaKTHBHYS MeTa0O0AT THOIHKOYHA KHCEHHHA Ce IPSAH3BHKBA OT KCAUTHHOKCHAA3a -
€H3HM, KO#TO ce waxubupa ot allopurinol.

Eapvuannpane
He3aBHCHMO Fany € OpHET AUPEKTHO WIH € NONyYeH in vivo oT azathioprine, 6-MP ce
eNMMHHEpA IIaBHO oz GopMaTa Ha THOIMMKOYHA KHCEeHHA, KOSTO € HeaKTHBEH MeTafoIuT Ha
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5.3. llpepxTHHEYHN AAHHH 32 0e30MacHOCT

TepaToreHBoCT:

TIpn npoBefeHH M3CHEeIBAHNS Ha OpeMEHHHE IITbXO0BE, MHIIKY ¥ 3aiIlH ¢ IPUJIOXKEHHE Ha
azathioprine 5-15 mg/kg T.M. JHEBHO IIpe3 EpHOXA Ha OpTaHOTSHE3aTa Ce YCTAHOBABAT (ETAIHY

aHOMalldy, ITPOABCHH B PaslifidHa CTCIICH.

VeranossaBar ce TeparoreHHu edexTh mpu 3aiiny npu npreM xa 10 mg/kg T.M. mHEBHO.

6. ®apmanesTHYHH JAHHH

6.1. CopchbKk HA NOMOITHATE BeNeCTEA H TEXHHTE KOJHIECTBA

TTomMontHo BEIECTBO Komnyecrro B PedepenTru
enxa tabiaeTka CTaHJAPTH
Lactose 74.0 mg PhEur
Maize starch 25.00 mg PhEur
Hydrolysed starch 4.50 mg In-house
Stearic acid 0.25 mg BP
Magnesium stearate 0.75 mg PhEur
Purified Water qs PhEur
DHIMOBO TOKPUTHE
Hypomellose App. 2.70 mg PhEur
Polyethylene glycol 400 App. 0.30 mg In-house
Purified Water qas PhEur

6.2. OPu3NKO-XHMHIHHA HECHBMeCTHMOCTH

Hsmva onpcand.

6.3. Cpox Ha rogHocT

60 Mecera.

6.4. CuenuaiHi ycI0BHS 32 ChXpPaHeHHe

Jia ce cpXpaHsBa OpH TeMIeparypa nox 25°C.

6.5. JTanHmM 32 0NAKOBKATA

BropuyHaTa OIIAaKOBKA € KAPTOHEHA Ky THS.
ITepeuabara onakoska - Gmucrepu PVC/AL domio.
KonmuuecTso B exHa onaxorka— 100 rabrerxn dumvupany (4 Gaacrepn x 25 rabnerkm).

6.6. IlpenopsKA NpH ynoTpeda
IpenopbKHn 3a padora ¢ TabaeTKH

IIperopbuBa Ce Jia Ce CIa3Bar Olpe/e/IeHMTe MepKH 3a 6e30MackoCT pu paboTa ¢
TOKCHYHY BEIIECTBA, P

Hsmia yCTaHOBEH PHCK TP paoTa ¢ QumMupanuTe TableT i IMURAN !npn\EIIaseHo
dbunvoro nokpurre. Ma He ce Hapylnasa IANOCTTIA Ha q)mIMHpaHmc 'ra6ne'nc1/1 ; Q}\-.
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penopbky HpH YHANIOXKABAHE:

Ta6nerkure IMURAN 52 ce yHEMOXKABAT CIEOPEX, NPEIIOPBKUTE 3a YHHIIOKaBaHe Ha
TOKCHYHH BEIIECTBA.
7. Hme 1 agpec HA NPHUTERKATENA HA pa3pelIecHHETO 32 yrnoTpeda

Glaxo Group Ltd.
Greenford road, Greenford,
Middlesex UB6 ONN, UK

8. PerumcrpanioHen HOMep B perucrbpa 1o wi. 28 3JIAXM
Ne 20020842

9. JiaTa Ha WHPBO pa3pelliaBaHe 3a ynoTpeda HA JEKAPCTBEHMS HPOAYKT
13.12.1971 1.

10. Mara 5a (4acTHYHZ) AKTYANU3ALHSA HA TEKCTa
Hoemepu 2004 .
(GSK issue Nel5, date: 07 September 2004)
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