JoAdoo0TEL

JIncroBka: nupopmanus 3a nauHeHTA

DepunxerT S0 mg kKean3o/ml HHAKeKUHOHHA/HHPY3HOHHA nncnepcnn-g/z TOF 30 -12- 702
Ferinject S0 mg iron/ml dispersion for injection / infusion

Kenaszna kapbokcumainrosa (Ferric carboxymaltose)

[IpouereTe BHHMATE/IHO USJ/IATA JIHACTOBKA, Npean Aa Bu 0b1e npuiioxkeno ToBa JIeKapcTBo, Thii

KAaTO TH ChAbpxKa BaxKHa 3a Bac nudopmanus.

- 3amasere Ta3M JIMCTOBKA. Moyke na ce HaJloKH /1a sl mpoYeTeTe OTHOBO.

- AKO MMaTe HJKaKBH JIOITbJIHUTEIHH BBIIPOCH, nonuTaiire Bauus nekap.

- AKO NOJTly4HTe HAKAKBU HEXKEJIAHH JIEKapCTBEHH peakluu, yBegomere Bamus nekap. Tosa
BKJIHOYBA H BCHYKH Bb3MOKHH HEKEJIAHH PEaKLIMH, HEOTTMCAHM B Ta3H JIMCTOBKA. BukTe Touka 4.

KakBo cbaABbpKA TA3H JIHCTOBKA

KakBo npejacrasisBa QepUHKEKT M 3a KAaKBO C€ U3I10JI3Ba
KakBo TpsaOBa na 3Haere, npeau aa Bu ce npunoxku OepuHKeKT
Kak ce npunara @epuHKEKT

BB3MO)KHHM HEXKeNaHW peaKkLHH

Kak 1a cexpansiBate @epuHKEKT

ChbabprKaHUE Ha OMAKOBKATa M A0NbJIHUTETHA HH(pOpMaLHs

bl

1. Kaksbo npeacrasasaBa @epHHKEKT H 32 KAKBO Ce H3MO0JI3BA
(DepUHIKEKT € JIEKapCTBO, ChAbPIKalllO Kes30.

JlekapcTBaTa, KOMTO ChABPKAT HKeENA30, C& HU3I0JI3BAT, KOTaTo HAMATE AOCTATBYHO JKENIS30 B TAIOTO
cH. loBa ce Hapuua AeULUT Ha KeJf30.

DepHHKEKT ce U3M0JI3Ba 3a JIEKYBaHe Ha Je(ULIMT Ha JKeJIf30, KOraro:

- NEPOPATTHOTO KeJIA30 HE € JIOCTaTbYHO €(hEKTUBHO.

- HE MOJKETe /1a OHACATE MepopaHO KeJA30.

- Bawmst nekap cMsTa, Ye ce HyK/1aeTe OT *eJ30 MHOro Obp30, 3a Jla Bb3CTAHOBHTE PE3EPBHUTE
CH OT JKeJ30.

JlekapaT 1ie ornpeneny naid umarte Ae(UUUT Ha JKeJA30 Ype3 U3ciie/IBaHe Ha KPbBTA.
2. KakBo TpsdBa na 3naere, npean aa Bu ce npnioxn ®epunikexkt

He TpsdoBa 1a Bu ce npniara ®epunxeKT:

- AKO CT¢ aJIepru4yHH (CBPBXUYBCTBHUTE/IHH) KbM JKeJIsI3HA KApOOKCHMMAITO3a WIH KbM HIKOS OT
OCTaHaJIMTe ChbCTABKH HA TOBA JIEKAPCTBO (M30pOeHH B TOUYKa 6).

- AKO CTe UMAJIM CepHO3HM AJIEPrHYHH peaKiMH (PeaKLMH Ha CBPBXYYBCTBUTEIHOCT) KbM JAPYTH
HHJKEKLIHOHHH TTpernapaTH Ha JKejs30To.

- KO MMaTe aHeMHs, KOSITO He e NPHYHHEHA OT JKeJle3eH JAe(DULIT.

- AKO MMaTe npeToBapBaHe € XKeA30 (TBbp/IE IosIMO KOJIMUECTBO XkKesi30 BbB Ballius opranusbm)
WJIH HApYLLIEHHUS Ha YCBOSIBAHETO HA JKEJA30TO.

Ilpeaynpexaennsi 1 npeanasHu MepKH
I oBopeTe ¢ Bamus nekap Wi MeIMIIMHCKA cecTpa, Npeau J1a nojayuyure MepHHKeKT:
- aKO HMAaTe aHaMHe3a 3a aJieprus KbM JIeKapCTBO.

- aKO UMAaTe CUCTEMEH JIYMYC epUTEMATO3YC.

- aKO UMaTe peBMaTOH/IEH apTPHT.

- aKO MMaTe TeKKa acTMa, €K3eMa WJIHM JIPYTH aJIepryM.
- AKO UMarte UH(pEKIHUS.
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- aKO MUMaTe YepHOIpoOHH 3abosiaBaHus.
- aKO HMaTe HJIH CT€ HMAITM HUCKHM HUBA Ha GocdaTH B KPhBTA.

DepHrkeKT He TpAOBa Ja ce JaBa Ha jelia rmoa | roavsa.

Henpapun#oTo npuinoskeHHe Ha DepHIDKEKT MOXe 1a MPHYHHU M3THYAHE Ha MPOAYKTa B MACTOTO HA
NPUIOAECHHNE, KOETO MOXKe 1a I0BE/Ie A0 Apa3HEHe Ha KOXKATa U €BEHTYAIHO A0 JBAroTpaiiHa
IpOMSIHA Ha 1IBETA ¢ NMOABA HA KaQABO OLBETABAHE B MACTOTO Ha MpHiokenue. [Ipunoxeruero
TpabBa 1a ce npekpaTH He3abaBHO, KOTATO TOBa CE CITYYH.

HApyru nekapcersa u @epumKeKT

Mudopmupaiite Baiuus nexap, ako W3noisBaTe, HACKOPO CTE M3MOA3BAIIM WIH € BE3MOXKHO J1a
W3I10JI3BaTE ApYyTH JICKapCTBa, BKIIOYHTETHO TAKHBA, OTIYCKaHH Oe3 penenta. Ako QepHHKEKT ce
[pyrnara 3aeiHO C APYTH NMEPOPATHH XKEJIE3HH MPENapaTH, TO TE3H NEPOPATHH NIpenapaTH MOXe Aa ca
MO-MAJIKO €(PCKTUBHHU.

bpeMeHHOCT

Hanuue ca orpaHH4eHHd JaHHU oT ynorpebata Ha PepHtikekT npu GpeMeHHH keHH. BaxHo e na
nHopmupate Bauus nekap, ako cte OGpeMeHHa, CMATATE, Ye MOXKe /1a CTe GpeMEHHA HITH [UIaHHpaTe
OpEMEHHOCT.

AKko 3a0pemMeHeeTe 110 BpeMe Ha JieueHHeTo, Tpa0Ba Ja ce nockeeTnaTe ¢ Bawmmua nexap. Bawusr
feKap e pelry aand 1padea na Bu 6nae nprioXkeHo ToBa NeKapcTBO WIH HE.

Kbpmene
AKO KbpMHTE, NOCHBETBAlTE ce ¢ Bamua nexap, npeau na Bu ce npuwiosku ®epumkekt. Masko
BepOATHO € (DEPHIDKEKT Ja IIPEACTABIABA PHCK 33 KbPMaUETOo.

Illopupane n padora c mamunu
Manko BepoaTHO € DepHHKEKT Aa HapyIUH CMOCOOHOCTTa 3a WwodHpaHe 1 paboTa ¢ MALIKHH.

DepHHKEKT CHABLPKA HATPHIA.

ToBa nekapcTBO ChABPIKA 10 5,5 Mg HaTpPHii (OCHOBHA ChCTABKA HA MOTBAPCKATA/TPaNe3HAaTa o) BbB
BCceku ml Hepaspenena aucnepcua. Toa KonH4eCTBO € eKBHBaNEHTHO Ha 0,3% OT NpenopBLUMTETHUA
MAaKCHMAJIEH JHEBEH XPAHHTENIEH IPHEM HA HATPUH 32 Bh3pacTeH.

J. Kak ce npuaara @epHiwkexT

Batlusr nexap Lie pely KakBo KonuuecTBo DepurykekT 1a Bu ce mpuiioxkH, KOJIKO 4ecTo ce
HY>KJIaeTe OT HEeTo M 3a KOJIKO Bpeme. BalmaT nexap mwe Hanpasu u3cjienBaHe Ha KpbBTa Bu, 3a na
ONIpeaeny 103aTa, OT KOATO CE HYy»KaeTe.

Bv3pacmuu u ronowu na evzpacm 14 u noseue 200unu

Bawusr nekap 1M MeIMIIMHCKA CECTpa Llie MPHIOKH HepaspeneH DepHIDKEKT 4pe3 HHKEKTUPAHE,
paspedcH 4ype3 HHPY3HA WK N0 BpeME Ha THATH3A:

- Hpes uHxKeKIMA — MoxeTe Aa noayunte 10 20 ml @epurkekt, crorsetcTBaiy Ha 1000 mg
AKENA30 BEAHRK CEAMHYHO JUPEKTHO BLB BCHATA.

- Upes HH(Y3HS — MOKeTe na nofyunte 10 20 ml Depumkekt, crotBeTcTBaM Ha 1000 mg
JKeNS130, BEAHBK CEAMHYHO AUPEKTHO BbB BeHaTa. Thit kato MepuibkeKT ce pa3pexa B
pa3TBOp Ha HATPHEB XJIOPH/ 33 HHPY3Hs, TOM MOke Aa e ¢ 00eM A0 250 ml u uie w3rnexna
KaTo Kadgsas pa3TBoOp.

- AKO CTe Ha AHanH3a — MOXKETE Aa noryqnTe DepuKeKT 110 BpeMe Ha XEMOAHAITU3H2
NpoLeaypa Npe3 JHAIM3aTopa.
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Heya u wonowu na ev3pacm om 1 0o 13 zoounu

Bawuat nekap WIH MEAMLIMHCKA CECTPA LIE MPWIOKH HepaspeacH DepHIDKEKT Ype3 HHKEKTHpaHe
WIH paspeaeH upe3 HHPy3us:
- Bamero gete iie noayyd QepHIDKEKT IUPEKTHO BBB BeHaTa. Toil Ie U3rfexaa karo kapas
pasTBop.
-  (DepumkexT He TpAOBA na ce mpuiara, ako AereTo BH e Ha ananusa.

DOepHHXKEKT e Oble NMPHIOKEH B JieueOHO 3aBelieHHe, KBAETO HMYHOAJIEPTHUHHTE CHOMTHS MOraT Aa
MOXyYaT NOAX0AAINO H Obp30 seueHue. Bamuar nekap uiu MmeInIMHCKA cecTpa 1ie By Habmopasa
Ha#-Maiko 30 MHHYTH Cliesi BCAKO MPWIOKEHHE.

AXO cTe pHe/IH noBeve 0T HEOOX0AAMATA 1032 PepHHKEKT

TpH KaTo TOBa NEKAPCTBO Uie BH 6B nocTaBeHO OT 06yUeH MEIHLIMHCKH MEPCOHAIN, € MAAKO
BepoATHO 1a BH ce 1ocTaBH TBbpaE roIAMO KOJIMYECTBO OT TOBA JIEKAPCTBO.

IIpeno3upaHeTo MOXe [1a MPHYHHM HATPYIIBAHE HA XKENA30 B TANOTO Bu. Bawuudar nekap e
NpocieIABa NMapaMeTPUTE Ha XKEIA30TO, 3a Ja € NPeAOTBPATH HATPYNBAHE HA KEJIA30.

4, BriMoxkHH ReXeIAHR peaKlHn

Kakro BcHuku JICKAPCTBAa, TOBA JIEKAPCTBO MOXE A NMPEAU3IBHKA HEXKC/IAHH peaKiLiiH, BBIIPEKH Y€ HE
BCCKH I'H MOJTY4YaBa.

Cepuo3Hnu Hedcenanu peakyuu:

YpenoMeTe He3abaBHO JIeKaps CH, aKO M3MUTATe HAKOW OT CeAHHTE NPU3HALIM ¥ CHUMITTOMH, KOUTO
MOXE€ Ja NOKa3BaT CepHO3HA anepryyHa peaxuus: oOpuB (Hanp. ypTukapus), cepOex, 3aTpyIHEHO
AHLIAHE, XPHIIOBE HW/HIH MOTYBaHe HA YCTHUTE, €3HKa, MBPJIOTO HIIH TAJIOTO, H 60/1Ka B rbpAHTE,
KOATO MOXKE Aa € MPH3HAK 33 [NOTEHLMAIHO CEPHO3HA alepruiHa peakliys, HapeueHa CHHAPOM Ha
Kounis.

[IpH HAKOM NMALIMEHTH TE3H aJIEPrHYHKM peakiMH (3acAraluy no-Manko ot 1 Ha 1 000 aywm) Moske aa
CTaHaT TEXKH HJIH JKMBOTO3acTpallaBally (M3BECTHH KAaTO aHA(WIAKTHYHH PEAKLIHH) H MOTAT Aa
OLaaT csbp3aHH ¢ NMPodIEMH ChC CHPLIETO H KPbBOOOPALIEHHETO, KAKTO W 3aryba Ha ch3HAHHE.

Kaxkete na Bamns nexap, ako pa3ssHeTe HapacTBalla ymopa, 601ka 8 MyCKYJIMTE HITH KOCTHTe (6oika
B pBLIETE WIH KPaKaTa, CTABHWTE WK rbpba). ToBa Moxke na € Npu3Hak 3a HaMansBaHe Ha docdopa

B KpBBTa, KOCTO MOXKE J1a MPHYUHH ,,pa3MeKkBaHe™ Ha koctute Bu (octeomanaums). Tosa CbCTOAHHE
[TOHAKOra MOXe fa TOBe/IE IO CHYMBAHE HA KOCTHTE. Bauuar nekap Moxe CBILO Taka Ja U3MEPH
HHBaTa Ha ocaT B kpbBTa BU, ocobeHo aKko ce Hyk/1aeTe 0T HEKOJNKOKPATHO JIEHEHHE C XKEMNA30

B TEYCHHE Ha BPEMETO.

Baluusat nexap 3Hae 3a T€3H Bb3MOXKHH HEXe/laHH peakUuuH 4 e Bu HaGmonaea no speMe Ha
puaaraHeTo Ha QPEepUHKEKT U Clie TOBA.

Apyzu nexcenanu peaxyuu, 3a koumo mpabea 0a ygedomume AeKapa Cii, GKO CIMAHAM CePUOIHU:
YecTu (Moxe na 3acerHar Ao 1 na 10 xywu): rinapobonue, 3aMasHOCT, FOPeLH BhIHM (3a4epBiBaHe),
BHCOKO KPbBHO HAJIAraHE, raJicHe H peaklMH Ha MACTOTO Ha UHXXKeKTupaHe/WHdy3HaTa (BHKTE CBLLIO
TOYKa 2).

Heuectn (Moxe n1a 3acerdar 1o 1 Ha 100 gymm): CKOBaHOCT, yCelllaHe 3a H3TPLIIBAHE, MPaB
HIH OOLIKaHE MO KOXKaTa, [IPOMsiHA BbB BKYCOBUTE YCEIaHUs, YCKOPEH MYJIC, HHCKO Kp .
3aTPYAHEHO INillaHe, MOBPBIIAHE, MO0 XpaHOCMHUIIaHE, D0JIKa B cTOMAaxa, 3alek, AP

YpTHKapH4, 3auepBsaBaHe Ha KOxaTa, 0OOpHB, OONKM B MYCKYJIMTE, CTABHTE W/ WIH rHp
pPBLIETE WM KpaKaTa, MYCKYJIHH CI1a3MH, BUCOKA TEMIIEPATYPa, YMOPIEMOCT, Gonxa
MOJyBaHE Ha pbLETE H/WIH CThNIANATA, BTPHUCaHe U OOLIO yBCTBO HA AMCKOMPOPT.
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Peaxu (Moxe na sacersar ao | Ha 1000 gymiu): Bh3nanende Ha BEHA, TPEBOKHOCT, IPUNAJAHE,
YyBCTBO Ha OTMAAHATIOCT, XPHIIOBE, MPEKOMEPHO OTACIsIHE Ha ra3oBe (aaTyneniua),
OBbp3opa3BHBaLl C€ OTOK Ha JHIETO, YCTaTa, €3MKa WIH MbPNIOTO, KOETO MOXKE [1a IOBE/E 0
JMXATE/IHH 3aTPYAHEHHA, ONeAHOCT W U30NeaHABaHE Ha [IBETA HA KOYKATA HA 30HH, OTHAICUYEHH OT
MACTOTO Ha NPHIOKEHHE.

C Hen3BecTHa vecTOTA (YSCTOTATA HE MOJXKE A CE ONpeesH OT HAJITMYHUTE JaHHH): 3ary6a Ha
Ch3HAHHUE M MOTyBaHE Ha JTHLIETO.

I'punonoziobHo 3adonsBaHe (Moxke Aa 3acerHe o 1 Ha 1000 gymmn) Moxke Aa ce MPOABH HAKONKO 4Haca
IO HAKOJIKO JIHHU CJIe]l HHXKEKTHPAHETO H OOMKHOBEHO ce XapaKTepH3upa ChC CUMITTOMH KaTO BHCOK2
TEMIIEpaTypa U OOJIKH B MYCKYJTHTE H CTABHTE.

Hsxon kpbBHH mapamMeTpH MOraT BPEMEHHO [1a C& MPOMEHAT, KOETO MOXKE [ia Ce€ OTKPHE pe3
nabopaTOpHH HU3CIIEABAHHA.

(CneiHaTa NnpoMsHA B KPBBHUTE NIOKA3aTENH € YecTa: NOHIKEHHE Ha pocdopa B KPHBTA.

CrnenHure NpOMEHH B KPbBHUTE MOKA3aTENH Ca HEYECTH: MOBHIIEHHE HA ONpeE/ENIeHH YEPHOAPOOHH
CH3UMH, Hape4YeHH allaHHH aMHHOTpaHcdepa3a, acnaprar aMHHOTpakcdepasa, rama-
rryTaMuNITpaHcdepasa u ankanHa docdarasa, U MOBUIIEHHE HA eHH €H3UM, HAPCUYEH JIaKTaT
AeXHApOreHasa.

O0BpHeTe ce kbM Baiuus nekap 3a noseue uHpopMmarms.

CrobinaBane HA HEXKeJIAHH PeaKIHH

AKO NOAYHUTE HAKAKBH HEXKE/IAHM JIEKapCTBEHHN PeaklHy, YBeAoMeTe Balus nekap WM MeaUiIMHCKA
cecTpa. ToBa BKIFOYBA BCHYKH BB3MOXHH HEOIMCAHH B Ta3H JIMCTOBKA HEXENaHH peakiuun. MoxeTe
CBILO f1a CHOOIIUTE HEXKENAHH peaklMU JUPEKTHO Ypes:

HM3nbaHUTENHA areHUuUA 10 IeKapcTBaTa
yi. ,,JlaMsH I'pyeB” Ne 8

1303 Codus

Ten.: +35928903417

yebcaitT: www.bda.bg

Kato cho0iuasare HexenaHu peakuuu, MOXeTe a JajeTe CBOf MPHHOC 3a MOTy4aBaHe Ha NOBeYe
HH(pOpMaLIMA OTHOCHO 0e30MacHOCTTa Ha TOBA JIEKAPCTBO.

5.  Kak na cexpanasarte ©epuHKeKT
Ha ce cbxpaHsBa Ha MACTO, HEJOCTRITHO 3a AeLa.

He uznonspaiite MepuHXeKT Clea cpoka Ha FOAHOCT, OTOeNA3aH BEPXY eTHKeTa, CPOKBT HA FOAHOCT
OTroBapA Ha MocneAHUs A€H OT NOCOUYEHHS Mecell.

Ja ce cexpanasa noa 30°C. Jla ne ce 3ampassBa. 3a ycnoBusa Ha ChXpaHeHHUe Ce] pa3perkIaHe Wi
bPBOHA4A/IHO OTBApAHE Ha JIEKAPCTBOTO BHWXTE pazaena ,,Crneanara uagpopMalmd e rnpeaHa3HadeHa

CaMoO 33 3APaBHH CNeLHaINCTH,

ObukHOBEHO DEpHIDKEKT LUE ce chbXpaHaBa 3a Bac ot Baiuua jiekap unu ot GonHHUATA.
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6. CobappXkanHe HA ONAKOBKATA H AONBbJAAKTENHA HHGOpMaN N

KakBo cnabpxa Qepunxkekt

AKTHBHOTO BEILECTBO € XKeJA3Ha KapOOKCHUMaTo3a, CheAMHEHHE Ha KENA30TO ¢ BBITIEXHAPAT.
KoHueHTpauuaTa Ha Xe/sa30To, HATMYHO B NPOAyKTa, € 50 mg Ha MuAwMTep. Beexy ¢nakoH ot 2 ml
ChABPKA XKeJIA3HA KapOoOKCHManTo3a, choTeercTBalna Ha 100 mg xensso. Beeku dnakon ot 10 ml
CLABPXKA XKeNA3Ha KapOokcHMaTo3a, croTBeTcTBala Ha 500 mg xena3o0. Beeku ¢pnakon ot 20 ml
ChABPIKA KENA3HA KapOOKCHMaITTO3a, ChoTBeTCTBalla Ha 1000 mg xens3o. Jpyrute cheTaBku ca
HaTpueB XUAPOKCHA (3a Kopeklius Ha pH), x1oposofopoaHa kucenuHa (3a kopekuus na pH) v Bona 3a
HHOKEKIIMH.

Kax n3rnexga QepunikekT H KAKBO CHABLPKA ONAKOBKATA
(DepHHKEKT € TEMHOKa(]ABa, HEMPO3PaYHA HHKEKLIMOHHA/MH(Y3HOHHA NMCTIEPCHA.

PepHIKEKT C€ AJOCTaBS B CTBKJICHH (PJIAKOHH, ChABPKALILH:
- 2 ml mucnepcus. Buaose onakoBku 1, 2 vy 5 dakona.
- 10 ml nucnepcus. Buaose onaxosku 1, 2 unu 5 ¢nakoHa.
- 20 ml nucnepcya. Bunose onakosku 1 ¢uiakon ot 20 ml.

He BcHuxyu BHIOBE ONAaKkoBKH Morart Ja GbAaT mycHaTH B npoaax6ta.
IIpuTexkaren Ha pazpemennero 32 ynorpeta H NPOA3IBOAHTE

Vifor France

100-101 Terrasse Boieldieu

Tour Franklin La Défense 8§

92042 Paris La Défense Cedex

Opanums

Ten. 433 (0)I 41 06 58 90

Ddakc +33 (0)1 41 06 58 99

3a NOIMLJIHUTENHA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPIKETE CE C JIOKATHHS
MPeACTABUTEN HA MPUTEKATENS Ha pa3peLIEHHETO 3a yroTpeda.

Cyuke buogapma EOO/]

Oyn. CutHsaxoBo Ne 48, er. 10

Codus 1505, Brirapus

Ten.: +359 2 4942 480

e-mail: medinfo.bulgaria@swixxbiopharma.com

ToBa 1ekapcTBO € pa3peilieHo 3a ynoTpeda B AbpkaBHTe-41eHKH Ha EBponeiickoTo
HKOHOMHYECKO NPocTpancTBo H Beankodbpuranna (Ceepna Hpinanaun) noa ciaeaHHTe HMeHA:
ABCTpH#, bernrapusa, XvpBatusa, Kunbp, Yewka penyomuka, Janus, Ectonus, ®vunnanaus, DpaHlHA,
I'epmanus, I'vpuns, YHrapus, Ucnanaus, Upnavaua, Mtanus, Jlateus, Xonanwaus, Hopeerus,
[Tomua, [Topryranus, Pymehua, Cnosauika pemyOGnuka, Ucnanus, Ulsenusa, BenuxoGpHuranus
(Cepepna Hpnannus): Ferinject®. Benrus, Jlrokcembypr: Injectafer®. Crioenus: Iroprem®.

Jdara Ha moc/ieaHo npepasriaexaane na anctopkaTa: Cenrtemspn 2024.
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Ilocouenara no-a0.ry Hm]mpmaunﬂ € NpcAHA3ZHaAYMEeHA CAMO 3A MEAHIITHHCKH CIICIHAJIHCTH:

IIpocnenspaiite BHHMATEIHO NMALMEHTHTE 3a PU3HALM M CHMNITOMH HA PEaKUHH Ha
CBPBXYYBCTBHTEIIHOCT 110 BpEME Ha M Cliefl BCIKO NPUIIOKeHUe Ha DepHHIKEKT.

DepuipkeKT TPAOBA Aa ce Npuwara caMo NpH HENOCPEACTBEHO HATHYHE Ha nepcoHall, oOydeH na
OLIEHSBA M OBJIA/IABA aHAQWIAKTHYHH PEaKLMH, U ITHJTHU B3MOXKHOCTH 33 OCHIYpABaHE Ha
peanuManua. [laleHTHT TpAGBa na ce HabmonaBa 3a HexKenaHH peakUHH Hak-Majiko 30 MHHYTH
CJIe[l BCAKO NPUIIOKEeHHEe Ha DepHHKEKT.

Crenka 1: Onpegensive HA HYKIHTE OT KeJIA30

HupuBUIyaNHUTE HYKAH OT XKENA30 33 MONBIBAHE HA JKEJIE3HUTE Jiena nocpencTroM MEepHIDKEKT ce
OMpeneNaT Ha 0a3aTa Ha TEeIECHOTO TErI0 U HUBOTO Ha XeMorioGuua (Hb) Ha naimenTta. Hampagere
cripaeka ¢ Tabnuua 1 3a onpenensne Ha obIUTe HY O OT *Kena30. Moxe aa ca HeoOXomMMH 2 103H
3a NOMBJIBaHE Ha OOLIKTE HYXIH OT »ena30, BIvkTe CThITka 2 32 MAKCUMA/IHUTE MHAHBHIYAIHH 103H
HKENA3O.

Tabauua 1: Onpeaeasine Ha 06uiHTE HYXKAHTE OT KeJIA30
Hb TesiecHO Tero Ha NALHEHTA

g/dl mmol/l nox 33 ke 35 kg no <70 kg 70 kg n noBee

<10 <6,2 30 mg/kg 1 500 mg 2 000 mg
TEJIECHO TEIJIO

10 no <14 | 6,2 no <8,7 15> mg/ kg 1 000 mg 1 500 mg

TEJECHO TEIJIO

>14 >8.7 15 mg/ kg 500 mg 500 mg
TEJIECHO TETJIO

Crnaka 2: H3uucnsBaHe 4 NPHIaraHe Ha MAKCHMANHATA(HTe) HUAHBHAYATHA(M) X03a(M)
EIA30

Ha 6a3ara Ha onpeaeneHuTe 00K Hy /1 OT JKeNA30 TpAOBa a ce npHiara ChOTBETHATA J03a(H)
DepUHXKEKT, KaTo ce B3eMa MpeABHA CIEAHOTO!

Buipacmuu u ionowu Ha ev3pacm 14 u nogeve 200unu

EnnokpatHOoTO npunoxenue Ha OepurkekT He TpAOBa qa NPEBUILIABA:

. 15 mg xens30/kg TenecHo Terno (MHTpaBeHO3HA MHXKEKLHA) Wik 20 mg skens3o/Kg TeaecHo
Terno (MHTpaBeHO3HA HHDY3HA )
. 1 000 mg xenaso (20 mi ®epurokekT)

MakcuManHaTa NpenopbUMTENHa KyMynaTuBHa 1032 Ha OepurkexT € 1 000 mg xenszo (20 ml
DepUHKEKT) 3a ce/iMMLIA. Ako of1laTa Hy»1a OT XKeJS30 € MO-BUCOKA, NPHIAraHeTo Ha
ROMBIHUTENHA 1033 TpA0Ba na 6bae ¢ MUHUMYM 7 AHH pa3/ivKa OT bpBaTa A03a.

Heya u ionowu na ev3pacm om I 0o 13 200unu

EaHokparHoTO npuioxeHue Ha DepuHKeKT He TpaOBa 1a HaBHIIABA;
e 15 mg xkent3o/kg TenecHo Terio
e 750 mg xens30 (15 ml DepritxekT)
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MakcumanHara npenopeYHTeHa KyMynaTtueHa Ao3a Oeputkext € 750 mg xenszo (15 mi
DepHIDKEKT) Ha ceaMHLE. AKO 0011aTa HyK/a OT KeNA30 € N0-BUCOKA, [IPHIAaraHeToO Ha
JOMBJIHMTENHA A03a TpaOBa na 6ba¢ ¢ MUHUMYM 7 THHM pa3fiuka OT [TkpBaTa 103a.

Hdena noa 1 roadna
(DepHHXKEKT HE Ce NMpenoph4Ba 3a ynorpeba rnpu aeua nox 1 roguHa.
ITanuenTH ¢ XporAYHO 0LOpeuno 3abonABane, 3aBHCHMO OT XeMOAHAJIH3A

[lpH BPB3pACTHH M IOHOLIH Ha BB3pacT 14 u noeeye eAMHNYHATA MAKCHMANHA JHEBHa 403a ot 200 mg
KeJIA30 He TpADBa Aa Ce HaJBHIIABa [PH NallMeHTH ¢ XPOHHYHO Ob0peuno 3ab0naBaHe, 3aBUCHMO OT
XeMOJHaIn3a.

(DepHIDKEKT He ce NpenopbyBa 3a ynorpeda npy Aeua Ha B3pacT ot |1 Ao 13 roauHy ¢ XpOHHYHO
O61x0peuno 3abonapaHe, H3UCKBALLO XEMOHATH3A.

Hayun Ha npunoxeHue

(DepuHkeKT TpAOBa a Ce nprjiara MHTPaBEHO3HO: Ype3 UHKEKLMS, Ype3 HHDY3MS WM 10 BpEME Ha
XE€MOJMal3Ha NpoLeaypa, HepaspeieH, HANPAaBO BbB BEHO3HHA Kpai Ha Ananu3aTtopa. PepumkekT
He TpAOBa Na ce Npuara MOAKOKHO WM HHTPaMYCKYJTHO.

TpsaOBa na ce noaxoxaa NpeaNa3IHeo, 3a 1a ce H3berHe MapaBeHO3HO U3THYAHE TIPH IIPHIOKEHHETO
Ha QepurpkekT. [lapaBeHo3H0TO M3THUYaHe HA DEPHIDKEKT HA MACTOTO Ha MPUIOKEHHE MOKE 13
JOBEAE A0 Apa3HEeHe Ha KOXKATa U MOTEHIMATHO NPOIb/DKMTENIHO OLIBETABAHE B KAa(psABO HA MACTOTO
Ha npunoxexre. B ciy4ya#l Ha napaBeHO3HO H3THYaHe NpWIoKeHHeTo Ha DepHIDKEKT TpaOBa Aa ce
cnpe He3abagHO.

Humpaegenozna unocexyus

DepHHKEKT MOXKE Aa Ce MpHiIara upe3 HHTpaBeHO3Ha HHXKEKLMA, KATO Ce W3MON3Ba Hepa3peeHa
aucnepcus. I1py Bp3pacTHM U IOHOLIM HA Bb3pacT 14 W noBeye roqHHH MAKCHMAITHATA €AWHUYHA 034
e 15 mg xensaszo/kg TenecHo Terso, Ho He TpsAGBRa aa npepumasa 1 000 mg xenaso. Ipu neua Ha
BB3pacT oT 1 g0 13 ronuHKH MakcUMAanHaTa eJHOKpaTHa A03a € 15 mg xkenn30/Kg TeNeCHO TErmno, HO He
TpsabBa na HaaBumasa 750 mg xena30. CkopocTUTe HA MPHIOKEHHE ca nokazany B Tabnuua 2:

Tabanna 2: CKOpocTH HA NPHJIOkKEHHE 32 HATPABEHO3HO HHXKEKTHpaHe Ha PepHIKeKT
HeobGxoaum 06em EKBHBAJICHTHA 1032 Xe/If30 Cxopoct Ha
PepHHKEKT npHackKende/MuauumManno

BpeMe 32 NPHIOKEHHE
Hama MuHMMaHO npeanucaHo

2 a0 4 ml 100 0 200 mg
BpeMe
>4 hi (v 10 mi >200 10 500 mg 100 mg »xens30/min
>10 J10 20 ml >500 10 1 000 mg_ 15 MUHYTH

Humpaesenozna unghysus

DepUKEKT MOXe /1a Ce NpUnara Yype3 UHTpaBeHO3Ha HHQY3HA, KaTo B TO3M Cliy4aii Tpabpa aa 6bae
paspeneH. llpu BE3pacTHH H IOHOWIM Ha BB3PACT 14 M MoBeue roAMHH MakCHMAIHAaTa €AWHHMYHA /1034 €
20 mg xena3o/kg TenecHo Terno, Ho He Tpabra na npesuwaea 1 000 mg xenaso. [Ipu nena Ha
BB3pacT OT | N0 13 roaMHM MakcumaiHaTa €IHOKpaTHA 1033 e 15 mg xenga30/kg TeNecHo Terno, Ho He
TpsaOBa na HagBHInaea 750 mg xea3o0.

DepuxeKkT 3a HHPY3Ua TpadBa 1a ce pazpeau camo B crepuiicH 0,9% m/V pasTBop Hj
XJTOpHA, KaKTo € nokasaHo 8 Tabnuua 3. 3a0enexka: o1 choOparkeHHA 3a CTAOIIHO
TpAOBa a ce pa3pexaa A0 KOHUEHTpaLMy noa 2 mg xelis3o/ml (He ce BiouBa oG
JUCIMEPCHUATA HA XKENA3HATa KapDOKCUMAITO34).

._;\ 1y n0/?€
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Tabauna 3: [11aH 3a pazpexaane na CepHHKEKT 32 HHTPABEHO3HA HH)Y3HS

MakeaManHo
MunramMaino
Heobxoanm obem ExXBHBaA/IEHTHA 1032 KOJTHY€CTBO CTepPH.ICH
o BpeMe 32
PDepRHKEKT HKeJIA30 0,9% m/V pa3rsop Ha
NPHAGKEHHE
HATPHEB XJIOPHA
2 gm0 4ml | 100 o 200mg 50 m FlAMa MHHHMATHO
[IpEeANHCAHO BpEME
>4 g0 10ml | >200 no 500 mg 100 ml 6 MUHYTH
>10 po 20ml | >500 pgo 1000 mg 250 ml 15 MHHYTH

MepkH 3a ripocnensBaHe

IlosTOpHO OLIEHABaHE TPAOBa a Ce M3BBPLIBA OT JIEKApA Bb3 OCHOBA Ha CHCTOSAHHMETO Ha KOHKPETHHS
naiueHT. HuBoTto Ha xemorno6una (Hb) Tpsabea aa ce oueHH [MOBTOPHO HE MO-paHO OT 4 CeaMHIU
ClE NOCICAHOTO MpunaraHe Ha MepUHXKEKT, 3a 1a Ce€ OCHIYPH A0CTaThYHO BPEME 3a €PHTPOIOe3a U
YCBOSABAHE Ha XKeJIA30TO. B ciyyait ye maldeHTHT ce Hy¥aae OT AOIMbIHUTEIHO NOMMBJIBAHE Ha
JKEJICIHUTE €A, HY>KAHTE OT XKend30 TpAOBA 1a ce npenusvUcaT ¢ nomowra Ha Tabnuua 1 mo-rope.

HechBMeCTUMOCTH

AGcopOLHATa HA MEPOPATTHOTO XKEJIA30 € MOHHIKEeHA, KOTaTO Ce MPUIara eqHOBPEMEHHO C
NapeHTepaIHU XXene3HH npenapati. CleaoBaTeiHo, ako € He06X0AUMO, TEpaltATa ¢ NEPOPATHO
JKENA30 He TpAOBA Na ce 3aN04Ba B MPOAB/DKEHHE HA Hali-Manko 5 IHU Ciief] NOCHEAHOTO IMPIIOKEHHE
Ha DEepUIDKEKT.

lIpenosupane

IIpunoxenrero Ha MEPHHXKEKT B KOMUYECTBA, NIPEBUILIABAINM KOJTHHECTBOTO, HEOOX0AMMO 32
KOPEKLMA Ha JKeJIE3HHA Ne(PHULIMT KbM MOMEHTA Ha IIPHIIOKEHHETO, MOXKE JIa OBEIE 10 HATPYIBaHe
Ha XXeNA30 B 1eNnara, KOeTO €BEHTYATHO a JoBeae 10 xeMocHaepo3a. [IpocnensasaneTo Ha xene3HuTe
napaMeTpH KaTo CEPYMEH (QEPUTHH H TpaHC(hEPHHOBA CaTypaLids MOXKE 13 NOANOMOTHE
Pa3MO3HABAHETO Ha HATPYIBAHE Ha XKeNA30. AKO € Bb3HUKHAJIO HAaTPyIBaHe Ha kKelA30, Aa Ce NeKyBa
B CHOTBCTCTBHE CHC CTAHAAPTHATA MEIMLIMHCKA MTPAKTHKA, HATTPUMeEp Aa ce OOMUCITH U3ITI0N3BAHETO
Ha XeJ1aTop Ha XKeJA30TO.

CrabuiHocT npu ynorpeba

Cpok Ha 200HOCm Ce0 NbPEOHAYANHO OMBAPAHE HA KOHMEHeDA.

Ot MUKpOOHOIOrMYHa riieIHa TOYKA MpenapaTHTe 3a MapeHTepaiHa ynotpeba Tpabsa na ce
M3MION3BAT BeQHara.

AKO He Ce M3MOMI3BaT Be/IHAra, CPOKOBETE H YC/IOBUATA 32 ChXPAHEHHE NPH YHOTpe6a ca OTTOBOPHOCT
Ha noTpeOuTens. Ilpunaraneto Ha npoxykTa TpAOBa Aa ce H3BBPLUBA NIPH KOHTPONKRPAHH U
BATMIMPAHH aCENTHYHH YCIIOBUS. XUMHUYECKaTa H (puUsHdecKaTa crabHIHOCT nmpH yroTpeba ca
nokazaHu 3a 7 guu nipu 30°C.

CPok Ha 200HOCM 8 ROTUEMUIEH08U U ROAUNPONUWIEHOSYU ONAKOEKY CAE0 Pa3pencOaHe CbC CMepuieH
0,9% m/V pazmeop na nampuee xropuo.

OT1 MUKpOOHOJIOTHYHA TMIEHA TOYKA NPENapaTUTe 3a NapeHTepanta ynorpe6a Tpsa6pa 1a ce
M3MOJI3BAT BEJIHATA CJIE] pa3pexaane ¢bC cTepuieH 0,9% m/V pa3TBop Ha HaTpHER XJIOPHIL.

AKO He Ce U3MO0/3BaT BeliHara, CPOKOBETE H YCIIOBHATA 3a ChXPaHeHHe MPH ynotpeba npeas
CJICABALLO NMPHICKESHHE Ca OTTOBOPHOCT Ha NOTpebUTeNs W OOMKHOBEHO He TpAOBa 12 HafBHILABAT 24
yaca rnpu 2 ao 8°C.

XHMHYECKaTa M (pu3HYeckaTa CTabUITHOCT MpH ynotpeba ca Joka3aHu 3a 72 yaca 1p
KOHUeHTpauuH 2 mg/ml 4 5 mg/ml.

Cpok na 200H0Cm 6 ROAUNPONUNEHOBA CAPUNYOBKA (HepazpedeH):

Ot MUKpOGHONOTHYHA TIeHa TOYKa MPOAYKTHT TpA6Ba [1a ce U3MOA3Ba He3abas
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AKO HE CE H3I10/13Ba BEJHAra, CPOKOBETE H YCIIOBMATA 32 ChXPaHEeHHe ITPH ynoTpe6a Mpey CiieaBalio

MPHIOXKEHHE €A OTTOBOPHOCT Ha NOTPeOHTEN H OOMKHOBEHO HE TpaOBa Aa HaABHIUABAT 24 yaca npH
2 no 8°C.

XHMHYeCKaTa U PU3HYeckaTa cTabUITHOCT npH ynoTpe6a ca nokasanu 3a 72 yaca npu 30°C.
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