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KHIPOJIA3A 10 000 1.U. npax 3a HHXeKIIMOHEH Pa3TBOp

2. KAYECTBEH U KOJIMMECTBEH CECTAB

Bceexu Quaxon cpapprka L-acnaparygsasa 10 000 LU,
3a IBHKA CIHCHK HA IOMOIIHHATE BEILIECTBA, BIKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
INpax 3a HIDKEKLMOHEH Pa3TBOD

4.  KHHHYHH JAHHU

4.1 TepaneBTHYHH NOKA3AHHS

- Octpa muM¢otiacTHa JeBKeMMA
- JleBkeMUYEH MEHHHIHT
- HexomxHKuHOB MHM$pOoM

4.2 Jo3upoBKa H HA¥IHH HA NPHJIOKEHHE

Hnrpasenosen IeT Ha mpHioxkeHye (1o GopMarta Ha HHQY3HA C M30TOHHYEH PAa3TROD Ha MTIOK03a
WM HATPHEB XJIOPHA) HIIM HHTpaMycKyfieH neT Ha npunoxenne: 500 o 1 000 LU, #a xg auerHO npu
meua un 7 500 zo 10 000 L.U./m*/nua nen {IpH BE3PacTHH:

- HBPBOHAYANIHA TEpariid: BCeKH JieH B IPoNbinKeHe Ha 6 no 21 xHu;

~ MOAABPIKALIA Tepalia: BEAHBK HITH B MHTH CEAMHYHO;

- PEMHIYKIMOHHA TePaIii: BCEKH IeH B TPOABIDKeHNHE Ha 5 o 15 mHm.

HHTparekaneH IbT Ha OpHIOKCHHE:
50 mo 100 1.U. va kg Ha nmxexTHpane.

43 IIporHBOMOKA3AHHA

- CBpBXYyBCTBHTEAHOCT KBM aKTHBHOTO BEIIECTRBO HJIH KBM HAKOE OT NOMOIUHHTE BelecTBa. OcBeH
TOBA, PeaKIyd Ha CBPEXTYBCTBHTIENHOCT BE3HHKHANA 10 BpeMe Ha TepaIugTa € HPOTHBONOKazaHHe 34
IpeKpCBaHe Ha IeueHHeTo.

- UepHonpoOHa HeIOCTATEYHOCT, AHKPEaTHT.

- BpeMennn WIH KbpMeLTH »eHH (BrokTe BpeMeHHOCT H KBpMeHe)

- BakcHHa cpenry JKbITa TpecKa

44 Cnenua/IHH NpeJyNpexRIeHHA H HpeaIa3sHH MepKH NpH ynorpeda

- WHcynuHO3aBHCHM 3aXapeH quabeT: TOBA jIeueHHE MOXKe fa BIOIIH NuadeTa. : "T o .
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- ITpenu rrOBTOPHIA, BEBEKAAIL PEIKUM, 33 Aa ce IPEJIOTBPATAT BHE3AITHH allepIHYHH P axcum;l, IR

npuiara Kopruxocrepona 24 xo 48 yaca npenu Breeknanero Ha Kugponasa. i

- Ilpean nedeHneTo U NpelH BOAKO HIDKSKIHUpPaHe Ha I{H):[ponasa TpﬂﬁBa JHa ce u3cne Ba i

Tepana. AKO HuBaTa Ha GHOPHAOTSH HITH AT III Be morat ma ce HOBHIIAT, 32 npe)m\o} m‘qme e
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JIeUeHHETO Ja ce CIpe H Aa ¢e NPOIB/DKH elBa CNIe]] BE3CTAHOBABAHE Ha 1ab0paTOPHHUTE NapaMeTpH
J0 HOpMA.

- ITo BpeMe Ha JicUeHHETO PEXORHO TpalBa Aa ce MPOCHeAABAT YePHOAPOSHHTE H3CIIEABAHMA H
IIBJIHATA KPBBHA KapTHHA.

- I'makeMusTa 1 aMiIazeMyaTa TpsOBa fa ce CIeiT npes Lelks X0/ Ha Tepanuara, B cinyyait, de
HHBOTO Ha aMHIIaTa Ce ITOBHIIIH, JISYEHHETO TPsA6Ba Ja ce NPeKpaTH.

- HayuenTure TpaOBa Aa ce NpocaenIBar ¢ el OTKPURAHe | MPENOTRPATABAHE Ha XHIIEPYDHKEMHU,
KOSATO MOXe JJa XOBeJIe A0 LHTONH3A.

4.5 BsauMmogeiicTBHe ¢ APYIH JeKapcTBeHH NPOAYKTH H APYrH GopMH HA B3aHMoJeilicTBHe

OO0y B3aUMOAEHCTEHS ¢ BCHUKE IUTOTOKCHYHY areHTH,

IlopapH yBenHIeHHUAT PHCK OT TPOMOO3M NPH TYMOPHHUTE 3a00NARAHHS, JIEUEHHETO ¢ AHTHKOATYIIAHTH
€ 4ecTO NPeropbIBaHo. AKO MALKEHTHT Ce JJEKYBa C OPalHH aHTHKOATYIaHTH, BHCOKATA
IIPOMEHJIHBOCT IPH [IALHEHTHE Ha KPEBOCLCHPBAHETO NPe3 BpeMe Ha Te3d 3a00IBaHug H
MOTEHLHATHOTO B3aHMOJESHCTBHE MEKIY OPanHUTe aHTHKOATY/IaHTH U MPOTHBOTYMOpHATA
XMMHOTEPais H3NCKBAT YBenMUaBaHe Ha yecToTaTa Ha INR recTysane.

TIporreonokasHH KOMOHHRALIMIL

Bakecnna cpemy XKeJTA TPeCcKa: ONIACHOCT OT JICTAITHO ANCEMHHHPEHO 3aboIABaKe

KomGuaanmm, KoHTo Ja ce H30arear;

JKuBH aTeHIONPaHN BaKCHAH (PA3HYHE OT HKBJITATA TPEcKa); OIACHOCT OT EBeHTYAITHO
CMBPTOHOCHO JUCEMHHHpaHO 3a00aBaHe. TOBa € Olie Mo-BepOATHO Jd Ce MOJYHH [P JIHLA Bede
HMMYHOITOATHCHATH OT NOAJIexkano 3abonaeane, [Ipunaralite HHaKTHBMpaHa BAKCHHA (HONHOMUEITHT)
[IpY HAJTMYKe Ha TAKaBa.

DennTonH, GocheHHTONH: PHCK OT NOABATA Ha KOHBYJICHH, HHAYIIUPAHO OT HAMANIBAHE B
XPaHOCMHIIATEIHOTO rajieHe KbM (GeHUTOHH OT UMTOTOKCHYEH areHT WIH PHCK OT YBEAHYEHA

TOKCHYHOCT WIH HaMaJIeHa G(I)I/IKaCHOCT HAa THTOTOKCHYHHA aréHT ABJLKAIIO C¢ Ha HaMalldBaHe Ha
HeroeHd MeTabDONH3EM B YEepPHUA ,E[pOG HOCPEOCTEOM CIJGHHTOHH.

Kombuganuy, KouTo Tpabea Oa ce 3eMaT DO BHUMAaHUE:

Pennronn (B cayuaii Ha NpeIMecTBANO XHMHOTEPANEBTHIHO JJedIeHNe): PHCK OT [I04BaTa HA
KOHBYJICHH, HHIYLHPAHO OT HaMangBaHe B XPaHOCMIIATESTHOTO TafeHe KbM (GeHHTOHH OT
IUTOTHKCHYEH areHT.

BpeMeHHO MOKe Ja ¢€ BIKITHOUH OeH30IHA3eIHH.

4.6 BpeMeHHOCT H KbpMeHe

Kuaponaza e npoTHBOIOKa3aH IO BpeMe Ha GpeMEeHHOCT.

4.7 EdexTn BEpXY cnocoGHocTTa 3a mohupane n padoTa ¢ MAIMNHE

Henpunoxumo.

4.8 HexelaHH JeKapcTREHH peaAKIHH

¢ PeaxrmuTe Ha CBPBXUYBCTBHTE/IHOCT Ca Hakl-UeCTUTE HEIKEAaHH PeakUHH, B
YPTHKAPUA, TAPUHIeaNIeH efeM, OPOHXOoCNassM, XHIOTOHHA UM JIOPH CHINH,



aHA(QUITAKTHYEH IIOK. AKO BE3HHKHAT IONO0HHM peaxkuuy, fieyelueTo TpaOBa He3abaBHO Jia ce
npeyeranosy (BIDk [Iporusonokasanus).

¢ Muxubupane cHHTe3a Ha IpOTEHHU

- pasCTpO¥CTRa B KPBBOCLCHPBAHETO, B TORA YHCIO YBelHueHH PT M TpoMBOIUIacTHHOBO BpeMeHa
¢ xunoduOpuHOreHeMus, HaMangBase Ha aRTHTpoMOuH 111, nmnasmMuHoreH U apyru dakropu (VII,
IX, X u VIII); Bonemmu A0 eBeHTYaNHH KPLBOUIINBY H TPOMOOTHYHH YCIIOKHEHHS.

~ XHTTOATIOYMHHEMIAS;

- NOHIKABAHE Ha CEPYMHMA HHCYJIMH C XMOePriHKeMHs,;

- XHOEPTPUIHIEPHISMUA M XHIEPXONECTSPOIeMHUS;

- XHUepaMOHeMHUs, IIOHAKOra CBBP3aHa ¢ KIHHNYHY MIPU3HALM HA MeTaOOMHTHA eHIedanonaTHs
KaTO HaIpHMep pa3CTPOHCTBA Ha Ch3HAHMETO ¢ 00BPKAHOCT, CTYHOP MIIH KOMa, B PE3yJITAaT OT
NpEeKaIeHOTO NPOU3BO/ICTBO HA AMOHSK IpeAH3BHKAHO oT JelicTBHero Ha Kunponaza Bepxy
€HIIOTEHHHUTE aclaparkH H [IyTaMHH.

e JIpyru HexesaaHH JEKapCTBEHH PeaKiiy:

- BB3MOXEH JIeTATICH OCTED ITaHKPEaTHT;

- XOIeCTATHYHO MAY MHTONUTHYHO YBPSXKAaHe Ha YepHEA Apob ¢ uimu Ges cTeaTo3a;
- rajieHe, MOBPBLIAHE;

- aMeHopes, A300CTIepPMHA,

4.9 Ilpegoznpane

Hama ceo0mienns 3a ciyqan Ha mpego3upase.

5.  ®APMAKOJOI'MYHA CBOMCTBA
5.1 ®@apmaxoaHHIMHYHH CBOjicTBa
(DapmakoTepaneRTHUHA rpyna: Jpyru aHTHHeomacTHIHH cpeacTea, ATC xom: LO1XX02

L.- asparaginase npencTapngBa GenrbueH eH3HM, eKCTpaxupan ot Escheria coli, KOWTO pasrpakia
acriapartHa upes Xuapousa.

Tas3u amMuHOKHCENHMHA € €IHH OT OCHOBRHHTE KOMIIOHEHTH KJIeTHUHHTE NporeuHu. TBH kato
JIEBKeMHYHHTE KIIETKH He MOT'aT eHAOTEHHO 12 CHHTE3HPAT AcTlapariH, 34 OLENsIBaHeTO CH Te ca
3aBHCHMH OT EK30TE€HEH H3TOYHUK Ha acraparud. M3ueprnranero Ha acnaparud 1pH Jieyende c L-
asparaginase BOJH IO CMBPT Ha KIETKUTE HecriocoGHH eHIOreHHO 3a CHATe3upar acnaparit. Ilopanu
TO3H 0cobeH MeXaHH3bM Ha JielCTBHe, He ce Ha0IoNaBa KphCTOcaHa Pe3UCTeHTHOCT ¢ APYrH
LUTOCTATHYHH areHTH.

5.2 @dapMakoxHHETHYHH CBOICTBA

Trraunara nudyysus na L- asparaginase e Hucka. Td ce Xapaxrepusipa ¢ 6uaseH TOTYKHBOT
Bapupaul ot § o 30 yaca B 3aBHCHMOCT OT HHAKBKAA. 24 yaca cliell HHTpaBeHo3Ha 1o3a ot 1 000
IU/kg, mnasmeHnTe KoHIeRTpaupy ca § ao 20 IU/ml, gokato mrasMeHUTe KOHIECHTPaLHHK Clef

HHTPAMYCKYJTHO HEDKEKTHpaHe ca ¢ 50% mo-HuckH.

5.3 IlIpeakimau4YHA JAHHM 3a (e300aCHOCT




6. PAPMAINEBTHYHH JAHHH

6.1 ChMcbR HA DOMOIHITE BelMecTBA

Fmws 48,6 mg

HatpueB xunpokcua konkoto ¢ HeoOxomumo zo pH 6,8 — 7,0

6.2 HecbBMecTHMOCTH

To3u NeKkapCcTBEH MPOIYKT He TPAORa Ja ce CMecRa ¢ APYIH JIEKApCTBEHH POMYKTH.
6.3 Cpok na roggocT

Ilpenun pasteapsne: 2 roXMHU
Crep pasTBapsaHe: BIDKTe TOUKA 6.4 ClIeLHaIHK YCITOBH Ha CEXpaHeHye.

6.4 CuenualHH YCJIOBHS HA ChXpAHEHNHe

[Ipenu pasTBapsHe: [a ce CHXpaHsBa Py Temneparypa Mexay 2°C u 8°C.

Cren pa3TBapsHe: NPHTOTBEHUAT Pa3TBOP MOXKE Ja CE ChXPaHABA B NPOABILKeHUE Ha 24 yaca npu
TeMrepaTypa Mexxay 2°C u 8°C.

6.5 JIamnn 33 ONAKOBKATA

[pax: Be3upeten duakon ot cTpxio Tun I ¢ BMecTAMOCT 7 MII 3aNle¥aTaH ¢ r'yMeHa 3alyLianka oT
XaJIoreHoOyTHIL.

Kapronena kyTus, cpabpxama 10 dnaxona 6e3 pasTropuTeD.

6.6 CrennajHn HpeANA3ZHH MEPKH IPH H3XBBDJsSHE H padoTa

Hauyng oa npAroTEaHe HA PpAITBEOPA

Pa3rBOp®T ce MPHUTOTRA KAaTO KBM JHO(HINzaTa BHHMATENHO ce npubass 2,5 ml Bofa U ce pasTeapsa ¢
JieKH BBPTENMBH ABIDKeHMA, 6e3 Aa ce pasiiallla, 3a Aa He ce o0pasypa IHa, 3a BEHOZHO NPHIOKEHHE
PasTBOPBT MOXKe Na ce paspenH ¢ 0,9 % HaTpueB XIOPHA WM ¢ U3OTOHHYCH PasTBOP Ha [VIIOKO34 38
BCHO3HO IIPHIIONKEHHE.

C To3u JleKapcTBeH NPOAYKT TpAGBa Aa ce paboTH BHUMaTeNnHO. Ilpenopbusa ce M3NOA3BAHETO HA
PBKaBHLM, NpedArasHy OHHIA H Macka.

B cnyyaii Ha KOHTaKT Ha NPHTOTBEGHHSA 33 paspexkaaHe pasTBOp MIIH HA HHOYIMOHHHEAT PasTBOp ¢
Koxara, HezabagHo namuiire CbC CAIyH H BOOA.

B ciydaii Ha KOHTAKT Ha IPHTTOTBEHHS 32 PaspeskiaHe pazTBoOp WM HA HHGYIMOHHIAT pasTROp C
JHTaBHIM, He3abaBHo H3MEirre ¢ O0MIHO KOIHYECTRO BOJA,

He cMmecraliTe ¢ ApyrH AeKapCTBEHH POIYKTH. So PR
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69 760 LIMONEST
@pannug

8. HOMEP HA PASPEIIEHMETO 3A YIIOTPEBA

Kunponasa 10 000 1.U. npax 3a WixeKUEOHeH pasteop X 10
Ne 12872/18.04.2006

Perucrparipionen Homep: 20040130

9. TATA HAIIGPBO PA3SPEINTABAHE/IOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

23/11/1998

10. HJATA HA AKTYAJTHN3NPAHE HA TEKCTA

10/2009
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