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1. Hme Ha reKapcTBeHHN NPOAYKT

LEUKERAN 2 mg dunmMupatH TabJIeTKH

7.  KauecrBeH M KOJHYECTBEH CHCTAB

Besika (uMApana TabneTka ChABpxka 2 mg xnopam6yuun (chlorambucil).

3a BIIHMA CIIMCHK Ha MTOMOIIHKTE BELIECTRA, BXK. TOUKA 6.1.

3. JlexapcTBeHa opMa

dunMupada Tadnerka.

4. KapHYHH JAHHH

4.1. TepaneBTHYHH NMOKA3ZAHHIA

LEUKERAN e noka3zaH 3a JICUCHHC Ha.

— TI u III iMHMS DpY HAKOH BHAOBE HEXOMKKHHOBH namMdpomu;
— XpOHHYHA MUMPOLHTHA JICBKEMNA,

— wmakpornobynuuemus Ha Waldenstrom

4.2. JJo3upoBKa H HAYMHH HA NPRIOKEHHE

ThJAHA HHPOPMAIINA 3A HAYAHA HA NPILIOKEHHE HA JEKAPCTBOTO TPAGBA HA
CE ThPCH B CBIIECTBYBAILATA 11O BBIIPOCA JIUTEPATYPA.

LEUKERAN ce npunara nepopajiHio.,

HexoKKHHOBH AnM$oMHA

Korarto ce npunara camo LEUKERAN oGuvaiiiaTa MpBonaiaiina NIO3NPOBKa €
0,1-0,2 mg/kg Ha JieH B MpOABIDKEHHC Ha 4-§ cenMUILH;, NOAAbpKALIIATa Tepanua C
OCBLUICCTBARA MM Ype3 HaMalBaHe Ha HEBHHTE A03H, UITH Hpe3 [MOBTAPALI{Y CE KypPCOBE Ha
NIEYCHHUE.

LEUKERAN e noaxoadul npu NauueHTH ¢ HallpeAHal nudbysen muMdouTeH nuM¢poM K
TaKMBa C BJIOLIEHO CHCTOSHUE CIIE NBUCTCpanHi.
Hama 3HaUMTENHA pa3fiuKa MeXay MOBIHABAHETO, NTOCTHTHATO Ype3 MprIaraHe caMmo Ha

xyiopamOy1Ms B MOBNHABAHETO Clie/ KOMOMHHMpPaHa XUMUOTEPAlyA OPH NAUMEHTH C HAlPEAHAN
HEXOKKHUHOB TUMPOM,

XpouudHa JTHMPOLUHTHA TEBKEMHUI
O6ukuoseno neyenrero ¢ LEUKERAN 3ano4sa, Ciefl KaTo MalineHThT € ¢ MpOsIBEHH

CHMITIOMM ¥ KOTATO ¥IMa AAHHM 3a HapyweHa GyHKuud (1o He ¥ adyHKUKS) HA KOCTHUA MO3BK,
KOETO C€ YCTAHOBABA Ype3 H3C/IC/IBAHE Ha nepudepBa KPEB.

[Tspeonauanso LEUKERAN ce npunara B 034 0,15 mg/kg Ha JeH, KoKaTo odmuaT Opon
ua nesxouutHTe cnague o 10 000 /mcl. JleueHHETO MOXKE 42 C€ NOAHOBH IPH N03HPOBKA
0,1 mg/kg Ha neH 4 ceIMHULIK CIS/ NPUAKIIFOYBANE HA ITBEPBUA KypC.

Oxono 2 FoauHY clie] 3a04BaHeTO Ha JIEYCHHETO y HacT OT naluenTuTe OpOoAT HA
JIERKOLIMTHTE Criaa 10 HOpMaJIHu, HE ¢ nanmnupa yendach NanaK v TMMQHH Bb3JY, &
CHABMKAHNETO Ha MMGOUMTH B KOCTHHA MO3BK HAMALHBA ro nog 20%.

JleyeqneTO HA NAIMEHTH, 32 KOUTO HMa aHHH, H& CTpalarl OT KOCTHOMO3bYHA
muchyHKIAA, TpAO0BA fa ce 3aMno4He C NpeaHU30JI0H. [Tpenn na ce ETIR-RM TSUCHHE C
LEUKERAN Tps6Ba fa iMa HECHbMHEHH JAHHH 32 BB3CTaHOBABS :




byHKIINA.
[TpaBeHd ca CpaBHEHUA MEXY TepancBTHIHNIA edeKT OT IPHEMAHETO Ha FONIEMH 1034
npe3 ONpefciicHn NEepHOIH ¢ TO3H NpH eKeIHEBHO NpHEMaHe Ha LEUKERAN. PesyntaTuTe

[JOKa3BaT, Y€ HAMA O0COOCHA pasiIMKa MEXK/Y TAX, KaKTO HAMa Pa3IHKa K B 4eCTOTATA Ha
HabMonapaHNTE HEXEIIaHW PEAKIHH.

Maxkporiao0y/inHeMns Ha Waldenstrom
[Tpu ToBa 3a00NABAHE LEUKERAN e cpeactso Ha pabop. [Ipenopbusar ¢ HaUalHK no3u

or 6-12 mg Ha AeH J0 HACTBIBAHC HA IeBKONIEHUs, ClIe] KOETO Te4eHNETO MPOAbIKaBa
HeorpaHM4CHO BpeMe NPy 103K OT 2-8 mg Ha JEH.

ena:
I FUKERAN Moxe fia ce priara 3a KOHTpOJUpaHe Ha HeXOKKUHOBH NHM(OMH NpH
neua. [Io3HpOBKUTE ¢ MOAOOHH HA TE3H 32 BH3PACTHH.

4.3. TIpOTHMRONMOKA3ZAHH

UsBecTHA CBPBXIYBCTBHTEIHOCT KBM XJI0paMOYII/ WK HAKOE OT MOMOIIHHTE BEIECTRA
Ha ITPOLYKTA.

4.4. CnenuajiHy TPpeAyNPEKICHAA H NPEANAIHA MePKH IPH ynoTpeda

LEUKERAN E AKTHBEH IHUTOCTATHK. TPABBA JIA CE U3MHMCBA ¥ W3NOJI3BA [IPH

NALNMEHTH CAMO 104 HENOCPEACTBEHOTO HABJIOAEHHE OT JIEKAPH, MMAINH OITHT B
MPHIOKEHUETO HA TAKBB THII MEJIRKAMEHTU.

B13MOMKHO € HMYHM3ALMA C )KUBHM BAKCUHK 1a NPHAHHH uHdeKIma npH

Hmyﬂommnpomempauu NanvesTH. [1o Ta3u NpUIHHA HE CC ItpenopbuBat AMYHMZALIMH C )KHBH
BAKCUHH. |

HucTpyxnud 3a 6e30nacHOCT NpH paGora ¢c LEUKERAN - BiK. TO'IKA 6.6.

Ha0./1ioqeHHe HA NAMHECHTATE

Trii kato LEUKERAN M0Xe Aa npCAN3BUKA HeoGpaTMa Cynpecisl Ha KOCTHHA MOIBK,
KpHBHATA KapTHHA Ha MAlHEHTHTE TpaGBa a2 ce MOHMTOPHPa MHOTO BHAMATC/IHO.

B TepanesTUYHHU A03H LEUKERAN notucka JMM$OLIUTHTS K UMA no-cnad edexr BLPXY

Opos Ha HeyTpodUNHUTE rPaHyIOUATH B TpOMOOLMTHTE, KAKTO M BBPXY HABOTO Ha
XeMOoro0HHa.

He e nanoxutenno LEUKERAN za ce cnnpa npn IBPBUTE NPHIHALK Ha CraZiaHe Ha
HeYTpOPUIHUTE FPaHyIOUUTH, HO TpsA6Ba da ce IOMHM, € TOBa CTIANAHE MOXKC na nponbioky 10
AHH WK MOBEYE Cel nocneaHara A03a.

LEUKERAN He Tpa0Ba 1a ce Ha3Aayasa Ha MaLAEHTH, KOUTO CKOPO Npey ToBa ca ounu
1I0//1araHyt Ha paJHOTEpannd Wik ca GHIIH JIEKYBAHH ¢ JPYTH HUTOTOKCHYHH areHTH.

[Tpu paHHK 33 TUMPOTUTHA MHQHATPALIM MM XHUITONNA3Ks Ha KOCTHHMA MO3BK JHEBHHUTE
o3y e Tpabea na Hazeuuasat 0,1 mg/kg T. T.

Jleuarta ¢ HeppoTHUCH CHHIPOM, NALNCHTHTE ¢ Ha3HayeHa myJicoBa Tepanui H
fanMEHTHTE ¢ aHaMHE3a 3a I'bpYoBe TpabBa aa OBaaT UPOCICAABAHH MHOTO BHHMATEJIHO CACH
npunarane na LEUKERAN, TBif KaTo € BBAMOXKHO NOBKIIIABaHE Ha pHCKA OT IbPHOBe.

Hapywena §p0peina GyHRKNuA

CpoTOSHUETO Ha MaldeHTHTe ¢ Hapyluesa Op0petna dhyHKIMA TpAGBa BHEMATEIHO 1a Ce

KOHTPOAKPA, THi KaTO MNpU TAX MMa CKIIOHHOCT KbM NONBIHHTENHA MHENOCYTIPECHS, CBBP3AHA C
a30TEMUSL.

Hapyuiesa yepHoapobHa PyRKIHA
Meta6omusmbT Ha LEUKERAN Bce omie ce wiciaensa, T iﬂ‘
p3BecTHA PpeAyKLMA Ha JO3UTE NPH NALUMCHTH Cht CepHO3HO HAPNL
L

ﬁ DPENMSRPUHTCIHA

Rk \.‘* OHa QyHKuUMA,
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MyTareHHOCT H KAHUECPOTr¢HHOCT

JIoka3aHo e, Ye XnopamMOyLmi NpeaU3BHKBa XPOMATA/HH H KPOMO3OMHM YBPEXAHHA NPH
YOBEKA.

Ha6monapany ca ocTpy BTOPHYHH 3/I0KQUECTBEHH XEMATOIOTHHHN zabongpanns (mo-
crielHaiHo JIEBKEMYsT ¥ MHEeNOJHCTIACTHYCH CHHAPOM) 0COOEHO crel NPOABIHKHTENHO JEHEHUT
(BK. Touka 4.8.).

EaHO cpaBHEHHE MEXTY NanMeHTHTE C paKk Ha ANUHHLNTE, KOUTO ca OMIIHM JIEKYBaHH C
ANKW/iMpally areHTH B TaKMBa, KOWTO HE Ca GHIIH IEKYBAHM € TAKMBA ar€HTH MOKa3Ba, 1€ NPH

OalMenTHTE, MOMIOXKEHHN Ha TOBA NCUCHHE 3HAYHMO CC © yBeIuyuIa 3a001AeMOCTTa OT OCTpa
NEBKEMMSL.

Hma JaHHH, Y€ MATKa 4acT OT NalHeHTHTC C Pak Ha rbpaaTa, NOIIOKEHH Ha ABJIrocpoiHa
AMIOBAHTHA Tepanua ¢ XaopamOynu, ca 3ab0NENH OT OCTpa MUENIOTeHHA NCBKCMHUA.

PeleHReTo 112 ce IPATIOKH JTeuenue ¢ XnopaMmGyuun TpsOBa fia ce B3ema CIIeA

BHUMATE/IHA (PEIEHKA Ha HErOBMs NNOTCHIIKANCH TCPANCBTHHCH edexT Ba dona Ha
ChHINECTBYBAIIMA JTEBKEMOTCHEH PHCK.

45. BiauMoneiicTBUe ¢ APYTH JEKAPCTBEHE POAYKTH H APYTH dopmu Ha
B3aHMOAEHCTBHC

[Ipy AMYHOKOMIPOMETHPAHH MALMEHTH HE CE peNopbYBaT WMYHH3AIMH C JKKBH BAKCHHH
(. TOuKa 4.4.).

Mscnenpadus ¢ XHMBOTHH MOKa3BaT, Y€ TIPH MALNCHTH, ACKYBaHH ¢ denundyTa3oH, MOXKE

na ce HaIOXKH HaMalsBaHe Ha CTaHXaPTHUTE 103H xn0pamMOyLMn Opajl pHCKA OT NOBHIABAHE
TOKCHYHOCTTA Ha XJIopaMOyLHIL.,

4.6. BpeMeHHOCT H KbpMEHE

Bansaue BLpXY GepTHAHTETA

XmopaMGyUHI MOXe A2 HPEAU3BHKA NOTHCKAHE Ha OBapyaJixara byuxiys ¥ aMeHopes.
iMa cniyyan Ha a300CepMus CAeN JICUCHHUC ¢ X10paMOyMI BBIPEKY 4€ CC CUNTA, HE 33
To31 edexr 61 OHnna HeoOXoAHMA obuia no3a ot nose 400 mg.

NToKsnafgaly ca Pa3MKu B CTENCHTA HA BE3CTAHOBABAHE Ha CIEpMATOr¢HEe3aTa NPpH
MalHeHTH ¢ TUMQOM Cie] JIEUCHHE C xsopamOyuua B 001IM 103K OT 410-2 600 mg.

TepaToreHHOCT
KakTo ¥ APYry LUTOTOKCHYHH ArCHTH, LEUKERAN e notTeHIidanHO TePATOr¢HeH.

bpeMenHOCT

[IpuiaraneTo Ha XjaopamMOyLni TpsGBa Aa ce n36Arsa npu OPEeMEHHOCT, ocoOeHO npe3
npBuTe TpY Mecela. Ilpd BCekn HHAMBHAYANEH cAy4ail penIeHUeTo Ja Ce MPUI0KH NCYCHAT C
xnopamOyiLpn TpaGBa Ja ce B3eMa Clie]| BHUMATE/HA MpeHeHKa Ha OUAKBaHHMA TepaneBTHYCH
edpeKT 33 MaliKaTa CIPAMO NOTCHIMANHHA PHCK 34 IUIOAA.

KakTo mpH BCAKA JApYyra LHTOTOKCHYIHA TepaMis, TpabGBa 1a ce B3eMaT aAcKBaTHA MEPKH 32

rnpeznassatHe 0T OpEMEHHOCT, KOraTo eIMHUAT OT NapTHEOPHTE € MOAJIOKCH HA jAedeHne ¢
LEUKERAN.

JakTanmny
MaiikuTte, npreMaly LEUKERAN, He TpA0Ba Ja KLpMAT.

4.7. Edextn BHpXy cnocobHoCTTA 32 MOpHpPaAHE H paboTa ¢ MAIHHH

Hsama onmucaHu.



4.8. Hexenanu JIeKapCcTBEHH PCAKUHH

3a TO3M NPOAYKT He € HAHILE ChBPEMEHHA KITHHUYHA NOKYMCHTALMA B MOAKpelia Ha
OnpejiesisHE YeCTOTaTa Ha HEXEIaHATe PEaKlnH. HexenaHuTe peakiuy MOXE 1a BapyHpar no

4eCTOTA B 3ABUCHMOCT OT NPHETaTa 032 HJIM aKo NPOAYKTHT CE IIPNCMa B KOMOHMHALMA C JPYTH
NeKapCTBEHH MTPONYKTH.

HexenauuTe peaklldy ce KIaCHPULMPAT N0 YECTOTa MO CICAHAA Ha'HH. MHOTO 4eCTH

(>1/10), uectr (>1/100 u <1/10), HeuecTH (>1/1 000 u <1/100), peaxu (=1/10 000 1 <1/1 000) n
mHoro peaku (<1/10 000).

HeonaaiMm - J00poKavYecTBEHH, 3JI0KAYeCTBEHN H HCONPENEICHH (BKJ. KHCTH H
TIOJIMITH )

YecTH: OCTPH BTOPHYHH 3/IOKAUECTBCHH XEMATONOrMHHH 1a0ongpanus (Nno-CreHHAIHO
nepkeMus U MHENOIHMCIUIACTHYEH CHHAPOM) 0CODEHO CNiei POAB/IKUTENHO JICUCHAT.

HapyineHns HA KPbBTA H JHMPHATA CHCTEMA

Muoro yectd: JleBKOMEHHs, HEYTpOIeHus, TPOMOOLMTONEHHA, NAHIHTONCHHUA HIIH
NOTHCKAHE HA KOCTHOMO3bYHATa PyHKLUAA.

YecTH: AHeMHA.

Mmuoro peaxku: HeoBpaTHma KOCTHOMO3BYHA HENOCTATHHHOCT.

Bbrpeky 4€ MOTHCKAHETO Ha KOCTHOMO3bYHATa dyHKLMA ce TPOABABA YECTO, TO
OBMKHORBEHO € 00paTHMO NMpH JOCTATHYHO PAaHHO CIIHPAHE HA xaopaMGyLHIIL.

HapyumieHss HA HMYHHATa CHCTEMa

HeuecTtu: O0pus.

Penxu: ANCPruYHH PeakUMn KaTo ypTUKapus H aHTHOHEBPOTHICH CIEM CJICA
IBPBOHAYANBOTO WM NOCAEABAI0 NPHAOXKEHHE Ha JICKapCTBOTO.
CunnpoM Ha Stevens-Johnson 1 TOKCHYHA €NUACPMATIHA HEeKpOJu3a.

(8. HapymeHung Ha KoXata 4 [I0AKOXKHATa TBKaH).

B penku ciiydad € chodiiapaH KOXEH 00pHB, IPOTpecnpalil 10 CEPHO3HK CHCTOAHUS,
BKTIOUATEIHO CHHApOMa Ha Stevens-Johnson ¥ TOKCHYHA eMUJEpManHa HEKpOIU3a.

Hapymenusn HA HEPBHATA CHCTEMA

YecTu: I'spuoBe IpH Aeila ¢ HepoTHYEH CHHIPOM.

Penku: r'bp‘-IE}BE# — hOKAHM K/HUIH FEHEPATIM3APAHK TIPY JICa M BE3PacTHH,
rpHeMalli TepaneBTUYHH JHEBHH JO3H WK TOJeMH ITyJICOBH JO3H
XJ10paMOyLIHIL.

MHoro peaku: Jlprarensn pascTpoHcTBa, BIUIOUBAIM TPEMOP, THKOBE A MHOKIOHMS B
OTCHCTBHE Ha KoHBYAcHHM. [lepudepHa HEBpONATHA.

#

IauueHTHTE C aHAMHECTHYHH JAHHM 32 FEPYOBE MOXKE 1A ca ocoOEeHO NOAATIIHBH.
PecnupaTopHu, TPLAKA H MEAHACTHHA/IHA HAPYIICHUA

Muoro peaxu: HHTepcTHIMANHA TYIMOHAIHA ¢ubpo3a, MHTCPCTHIIMANHA NHCBMOHHAL.

MMa NasHy 3a peKy cliyyan Ha Texka QopMa Ha HHTepCTHIMaIHA mynMoHaina ¢pudposa
pX NALHEHTH C XPOHUUHA NUMGOLHMTHA IEBKEMHA, TIOMIOXKEHH Ha OpONBIHKATENRHO JICUSHHE C

xyiopamOyLn. O6paTHMOCT Ha MyNMOHaHaTa pHOpo3a 6H MOrna Aa ¢ IIOCTHTHE, aKo ce cnpe
OpUJIaraHeTo Ha XNopamMOyLrJ.




npeacTaBisea S-OKCHAALUA Ha CTpatMHaTa Bepyra Ha MaciieHaTa kucenmusa. Bis-2-chiorethyl-
2(4-aminophenyl) olieTHa KHCENMBA [MnK heHHNAUETHII MYCTAPA (PAAM — phenylacetic acid
mustard)] € rnaBHAST METabONMT HA xnopaMGynui. B KIMHHYHO H3NUTBAHE NPU 12 nauMeHTH,
[puesy Nepopanto XaapaMOyLui B 1033 0,2 mg/kg TeNeCHO TErNO CpeanaTa, KOpHrupana ¢
103aTa BbPXOBa MJIa3MeHa KOHUCHTPAIHA Ha PAAM (306 £+ 73 ng/ml) ce pocTHra Ciek 1-3 gaca.
CpeQHOTO BpeMe Ha MONYKHBOT Ha TEPMHHATHATA daza e 1,8 + 0,4 yaca. IHAYHTENHUAT NPUHOC
na PAAM 3a ankunupaniata akTHBHOCT Ha JEKapCTBOTO € OUCBUARA, TBHH KaTo KpHBaTa Ha

iasMeHara koHueHTpauus Ha PAAM BB BpEMETO € npubau3uTenHo 1,33 nbTH No-rolsMa ot
Ta3u Ha xJopamOyLui.

EanmMHHHpaHE

B u3nMTBaHE npH 12 NanueHTH, TPHEMANH EPOPATHO xmopamMGymyn s gosa 0,2 mg/kg
TejecHO Terno, cpeauuat (X SD) TepMUHANICH TUIa3MEH eIMMUHALIHOHEH TIONYKHMBOT € 01t
1,3 +0,5 yaca.

Cnen nepopaieH NpHeM Ha OenssaH ¢ 14C xnopamGyL MaKkcHMalHa M1asMeHa
paJMOoaKTHBHOCT HAcTBIBaA ClCA 40 no 70 muHyTH. M3cnensaHnATa MoKa3ear, 4
eIMMUHUPAHETO Ha XJI0paMGyI OT I1/1a3MaTa CTasa IpH CPEAHO BpeMeE Ha I[IOTYy>KHBOT Ha
TepMrHanuata ¢asa 1,5 yaca M 1€ EKCKPETUPAHETO MY € ypHHATA MpoTH4a 6apHo. BHCOKOTO
HKBO HA PATMOAKTUBHOCT Ha yPHHATa Cile/{ MEPOPATHO NPHIOKEHAC Ha 6enasan ¢ 'C
X0pamMO YL TOKa3Ba, ¢ JICKApCTBOTO CE pesopbupa nodpe ciejl IEPOPANeH MPUEM.

5.3. IIpenxavdHAYHH JAHHH 32 GezonacHOCT

MyTareHHOCT H KAHIEPOTreHHOCT

KakTo BCHMYKM OCTaHaNW UATOTOKCHYHH arciTH, xnopaMGyIuI NpoABsBa MyTareHHH

cBOIMCTBA B M3CTIEIBAHMA 32 TEHOTOKCUMHOCT in Vivo U in VIIro K € KapIiHHOreHEH NpH
’KMBOTHHTE Y YOBEKa.

EdexT BupXy QepruanTera

Tloka3aHo €, ue XJIOpaMOyL{HIL yBpeK/a criepMaTorenesata i IIPHYHMHABA ATPOPUA Ha
TECTUKYAWTE NPH MABXOBE.

TepaTOr€eHHOCT

[Ipy MHLIKY H TUIBXOBE CIIET IEPOPAITHO JIpUjlaranc Ha egvEHYHA fos3a oT 4-20 mg/kg
xnopamMOyLu/ HHAYIKPa AHOMAINH B PA3BHTHETO KATO KbhCa HJIM YyCYKaHa Omnanixa,
muKpouedanus 1 exceHiledanssl; aHoMaliy na MPECTUTE, BIIIIOUATEIHO CKTPO-, Opaxu-, CHH- ¥
[OJMNAKTHAMA, AaHOMAJIHK Ha ABLJUTE KOCTH KaTo CKBCABAHT, OTCBCTBHE HA €JHH HJH TIOBEYS

KOMIIOHEHTH, TbJIHA IHIca Ha OCH(PUKAUMOHHH 30HU B emGpHoHa. JIoKa3aHO €, ChILO TaKa, He
xJiopaMOyLAN npeu3BMKBa OBOpEUHE aHOMATHH B NOKOJIEHUETO Ha ILTHXOBE CIIC]
WHTpaNepUTOHEAIHO HIKEKTUPAHE HA EAMHIHA 11034 OT 3-6 mg/kg.

6. PapmanesTHYHH JaHHH

6.1. CoHcbK Ha TOMOIIHATE BelleCTsA

Cwpyesura na mabnemrama:
MHUKpOKPUCTATHA LETYI033
JlakTo3a, 0e3B0OAHA

CIMLHEEB JHOKCH, KOMoueH Oe3B0/1eH
CreaprvHOBa KHCEAHHA

DuIMO80 ROKpUMue:
Xunpomeosa
TUTAHOB THOKCHI




CugTeTHYEH XBAT KEIC3CH OKCH

CHHTETHYEH YEpBEH XKENE3CH OKCH
Maxkporoi

6.2. HecnhBMECTHMOCTH

He e npunoxuMo.

6.3. Cpok Ha roaHocT

3 roAUHHU

6.4. CrnenuajHH yCAOBHSA HA CLXPAHCHHUC

Jla ce cpXpandBa NpH TEMIepaTypa 2°C-8°C.

6.5. JlaHHH 32 OMAKOBKATA

Ta6nerkute LEUKERAN ca kadsBu Ha UBAT, KPBTIH, ABOMHO HU3ITEKHANM 110 dopma, ¢
hHIMOBO MOKPHUTHE, HKMAT HAIINHC «yX EG3” oT equara crpasa i “L” OT Apyrarta. IIpepnarar ce
B GYTUNKH OT TBMHO CTBKJIO, 2ALIUTCHU OT oTBapAMe OT ACHA, B KOHTO HMa 25 1abneTKu.

6.6. Cnenuaany Mpeina3sHl MEPKH NPH U3XBLPJIAHC B paboTta

WncTpykipnu 3a GesonacHa pabora ¢ LEUKERAN 1a0neTku:
[Tpu paborara c LEUKERAN Tps6fBa fa ce Cria3pat NPpeHOPRKATE 3d paboTa C
LHHTOTOKCHMYHHU NEKapCTBa,

PaGorata ¢ LEUKERAN e 6e3onacHa Npu HeHApyUISHO IOKPHTHE Ha TabIeTKUTE.
[lenocTTa Ha TabNETKUTES LEUKERAN ne TpsafBa 1a ce Hapylana.

Ipenopbku 3a 00e3BPEKIINC H H3XBLPJIAHE HA NPOAYKTA
Ta6nerkure LEUKERAN ce 06e3BpeXkaaT, KaTo c€ CACABAT NpernopbLKUTE 3a
YHUIIO)KABaHe Ha HUTOCTATHEH.

7. Ilpurexares Ha pa3pelieHNeTO 3a ynorpeda

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

8. Homep(a) Ha pa3pelleHHETO 34 ynoTpeda

Ne 20010414

9. Jlara Ha MLPBO pa3peniasaHe/MoAHOBABAaNE HA paspelieHueTo 32 ynotpeda

JlaTa Ha MBPBO paspeilaBaHe 3a yriorpeda - 26 anpuil 1968 1.
JlaTa Ha NOJHOBABAHE Ha Pa3pelICHAUETO 34 yrotpeba - 05 OKTOMBPH 2006 r.

10. Jdara Ha AKTYyaJIH3HpaHE HA TEKCIA

(GDS Nel5)




