JIMCTOBKA: HHOOPMALUA 3A NIOTPEBUTEJISA
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[IpoyereTre BHHMATENHO LAJATA JUCTOBKA NMpeaH aa 3annqm nal “a‘l‘pueMaIﬂ-Iﬂﬂ.iﬂ...{'.ﬁ@ vd,
Thbii KATO T8 CHABbPXKA BakHa 32 Bac undpopmauns.  Da06oemue Ak SR |
- 3anasere Ta3u JMCTOBKA. MOXe na ce HanoXH J1a s npoyerTere T T L sl
- AKO UMaTe HAKaKBH JIOITbJIHUTE/IHU BBIIPOCH, nonurtaitTe Bawuus nekap.
- Tosa nekapcTBo € npeanucaHo JIM4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe na

UM HaBpE€IH, HE3ABUCUMO OT TOBA, Y€ TMPHU3HALMUTE HA TAXHOTO 3ab0nsaBaHe ca cbhUIMTE Karo Bawwure.
- AKO nony4uTe HAKaKBH HEXEJJaHW JIEeKapCTBEHU peakuuH, yBeanomere Bauins nekap. Tosa BkirouBa

H BCH4YKH Bb3MOXXHH HEXKEC/IAHH p€aKLlUK, HEOMUCAHHU B Ta3H JIMCTOBKA. BuxTe Toyka 4.
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KakBo cbaAbpxka Ta3M JIHCTOBKA:

KakBo npejcraBisgBa Xuapacek U 3a KaKBO C€ M3I0J13Ba
KakBo Tps0Ba na 3Haere, npeau aa npuemere Xuapacek
Kak na npuemare Xuapacek

BBb3MOXHHM HEXelaHU peakLiuu

Kak 1a cbxpaHsBaTe Xuapacek

ChabpkaHde Ha ONaKkoBKaTa U JONMBJIHUTENHA MH(pOpMaLIUs

R R

1. Kakso npeacrasisBa Xuapacek H 3a KaKBO ce H3IM0.13Ba

XuApaceKk CbAbpiKa aKTHBHO BELLECTBO, Hape4yeHo pauekanoTpui. To Bb3aeicTBa BbPXY YpeBHATa CTEHA
M MOTUCKA NOBMIUEHOTO OTAEJISHE HA TEYHOCTH M COJIM, MPUYMHEHO OT Bb3naneHue. Pauekanorpu
yrnpakHsaBa Obp3 aHTUAMApH4eH eekT, 6e3 aa MpOMeHs NPOAL/HKMTETHOCTTA Ha MPEMUHABAHE Mpes3
XPaHOCMMUAATE/IHUS TPaKT.

[Ipunara ce Karo NOMBJIHUTENHO CHMNTOMATUYHO JIEYEHHE HA OCTpa AMApUsA NMPH Kbpmayeta (Haa 3
Mecella) v MpH aela, 3ae1HO0 C pexuapaTupaHe npes3 ycrara.

2. Kakso Tpsa6Ba 1a 3HaeTe, npeau aa npuemere XHapacek

He npuemaiite Xuapacexk U He H3noJi3BaiiTe Xuapacexk npH a1eTeTo CH:

- aKko JeTeTo Bu € anepruyHo KbM aKTHBHOTO BELUECTBO WJIM KbM HAKOS OT OCTAHAIUTE ChCTaBKH
Ha TOBA JIEKApCTBO, H30POEHH B TOUKA 6.

- aKo aeTreto Bu cTpana OT HEMOHOCHMMOCT KbM (QpPYKTO3a, IJIHOKO3HO-rallakTo3Ha MaiabcopOums
A 3aXapo3a-u30MajiTa3Ha HeAOCTaTbYHOCT, Thi KATO IPaHYJIMTE ChAbPKAT 3axapo3a (Bui 3axap).

- aKO HsAKOra CcTe nojiy4aBaju TeXbK KOKEH OOPHB WIIM NIOLIEHE HA KOXKAaTa, MEXYPH W/ WK PaHH B
ycTaTa ciell NpueM Ha paueKkaaoTpul,

[IpeaynpekaeHus v npeanasHH MepKH
['oBopeTe ¢ Bauwus nekap npeau Bawero aere na npueme Xuapacek.

[IpunaraHeTo Ha 1€KapCcTBOTO HE MPOMEHS 00MYAHUA PEKHUM HA BL3CTAHOBABAHE HA TEYHOCTHTE.

['oBopere ¢ Bawius nekap ako:

- AETETO BM € ¢ TeXKa W NMPOABIIKUTEIHA JHAPUA U TA € NPUIPYKEHA C
aneTMT;

- MMa HaJIM4YMEe HA KPbB WIM FHOM B M3NPAXHEHHUATA W MOBHULIEHA Te
KOETO MOXKe J1a 03Ha4yaBa MHBa3HBHA OaKTepHaiHa HHPEKLMA WIH JIpY



BB Bpb3Ka C JICYEHHE C PALIEKAAOTPHII ca CHODIIABAHH CEPUO3HH KOYKHM PEaKLIMH, BKIHOUYHUTEHO
NEKapCTBEHA peakLus ¢ €03MHOPHIIUA U CUCTEMHHU CUMITTOMMU (JIeKapCTBEHA pPeaKLIUs C €03MHOQUIIUS U
cucremHu cumntomu, DRESS). Cnipere ynorpebara Ha pauekanotpun 1 He3abaBHO MOTbpCETE JeKapcka
MOMOLLL, aKO 3a0e/1eXKUTE HAKOH OT CUMIITOMUTE, CBBP3aHU C T€3U CEPUO3HU KOKHU pPeaKLIMK, ONUCAHH B
TouKa 4.

Axo nereto Bu crpana or auaber, moas oObpHETe BHUMaHME, Ye BCAKO callie Xuapacek 30 mg rpaHy/u
cbabpka 2,899 g 3axapo3a. AKO KOJIMYECTBOTO Ha 3axapo3a (M3TOYHMUK Ha INIHOKO3a M (PpykTo3a) B
JHEBHATa 1032 Ha JIEKAapCTBOTO HAAXBBLPAA 5 g NHEBHO, TO TOBa TpAOBa na ce B3eMe MpeaBHI 3a
JHEBHATa 103a 3axap.

He npunaraite nekapcTBOTO NpU Kbpmauyera noa 3 Meceua, ThH KaTo HAMA KJIWHWYHU AaHHH OT
Npoy4YBaHHUA Cpel Ta3u nonynaums.

JlekapCTBEHHAT TMNpPOAYKT He TpsOBa na ce npunara npd aeua ¢ O6bOpeuHH MAM YepHOAPOOHM

YBpCAKAaHHUA, HC3aBUCHUMO OT CTCMNCHTA Ha TAXHATa CEPHO3HOCT, nOopaau JIKUMca Ha HH(I}DPMHLIHH 3a
TdKHBaA MnonyJjauHu OT MNMauMuCHTH.

JlekapcTBEHMAT MNpoayKT He OuBa na Obae npuiaaraH MpU MAUMEHTH C TNPOABLKHTENTHO WM
HEKOHTPOJIMPAHO NMOBPbILAHE.

JApyru Jekapcersa H Xuapacex

Mudopmupaiite Baiuma nekap, ako nerero Bu npuema, HacKkopo € mMpHeMano MAH € Bb3IMOMNKHO Ja
npueMe Apyru JieKapcTaa.

3acera He ca ONMMCaHW B3aUMOAEHCTHSA C IEKapCTBEHH MPOAYKTH MPH Xopa.

bpeMeHHOCT, KbpMeHe H pepTHIAHTET
AKO cTe OpeMEHHa WM KbpMUTE, CMATATE, Y€ MOXKE Aa CTe OpeMeHHa MWW MninaHupare OpeMeHHOCT.
nocbhbBeTBaNTE Ce ¢ Balius nekap npeau ynorpedara Ha TOBa JIEKapCTBO.

JlekapcTBOTO € npeaHa3Ha4yeHo 3a KbpMaueTa (Haa 3 Mecela) M aeua.

LHodupane u padbora ¢ MALLIMHH
JlekapcTBOTO € npeaHa3HavyeHo 3a KbpMayeTa (Haa 3 meceua) W aeua.

3. Kak na npuemare Xuapacek

BuHary npunaraiTte ToBa JIEKapCTBO TOYHO KakTo Bu e ka3zan Bawuar nekap. AKO He CT€ CUTYPHH B
HELO nonuraniTe Bawus nekap.

Xuapacek ce npuiara npes3 ycrara 3aeIHo CbC CbITbTCTBALLO NPHJIAraHe Ha TEYHOCTH.
[IpenopbunTeNnHaTa 103a ce onpeneas oT TENeCHOTO Terylo, ocHoBaHa Ha 1.5 mg/kg 3a eana no3a. Tpu
MbTHU JTHEBHO HA paBHU UHTEPBAJIH.

IpMMepHa 103MpoBKa:

pu kbpmayera noa 9 kg: 1 cawe or 10 mg 3 nbTH IHEBHO.

pu kbpmauera oT 9 kg no 13 kg: 2 cawera or 10 mg 3 nbTH IHEBHO.
[lpu neua ot 13 kg no 27 kg: 1 cawe ot 30 mg 3 NbTH AHEBHO.

[1pu neua noseue ot 27 kg: 2 cawera ot 30 mg 3 nbTH JHEBHO.
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JleueHuero TpssOBa 1a nNpPOABIKHM JAOKATO HE Cca HaAIMUE JIBE HOPM
[IpoabmxKHUTENHOCTTA HA NeUEeHHEeTOo He TpAOBa n1a Obae Han 7 AHM.

['paHynuTe mMorar aa ce n00aBAT KbM XpaHaTa WM Ja Ce Pa3TBOPAT C MaJKO
yaeHa JIbXKHuKa), cMeceHo n100pe u TpabOBa na ce npueMe He3abaBHO.




HsMa naHHM 3a NpUIoKEHHE TIPU KbpMaueTa Nnoja 3 Mecella.

Cneuna/iHu rpynm
HsMa naHHu 3a ynorpeda npu KbpMayera WM aeua ¢ Ob0peyHa Ui 4epHoaApoOHA HEAOCTATbUYHOCT.

AKO cTe H3M0JI3BAJIH NoBeYe 0T HeoDXxoaumaTa 103a Xuapacek

AKO CT€ nanM noseye OoT HeoOxoauMara 03a XUApacek, CBbpKETe ce He3abaBHO ¢ Bawuusa nekap uau
oTUaeTe He3zabdaBHO 10 HaAM-OMM3KOTO JieueOHO 3aBeAeHHE, KaTO HOCHUTE CbC cede cH onakoBKaTa Ha
NEKapCTBOTO.

AKO cTe MpoNnycHaJIH 12 H3Moa3Bare Xujapacexk

AKO CTe NponycHanu Ja aaaere ao3ara Ha Bawero nere, npuioxkere s BelHara cilell Kato ce CeTUTe 3a
ToBa. Bbrnpeku ToBa, ako € OJM30 10 BPEMETO 3a clenBalllara a03a, npeckouyere 1. He nasalite nBoiiHa
1034, 3a /1a KOMIIEHCUpaTe NnponycHarara a03a.

[lpunaraiTe n1ekapcTBOTO TOKOBA AbJAr0, KOAKOTO Bu € npeanucan nexapsr.
AKO MMarTe HAKAKBH JOMBJIHUTEIIHU BBIIPOCH, CBbP3aHU C ynoTrpedaTa Ha TOBA NEKAPCTBO, MOMUTANTE
Bawuus nekap.

4. Bb3MOXKHH HeXKeJIaHH peaKUHH

KakTo BCMYKH JieKapCTBa, TaKa M TOBA JIEKAPCTBO MOXKE A NPEAU3BHUKA HEXKENaHU PeaKLUU, BLIIPEKH ye
HE BCEKH 'M MoJ1yyasa.

CneaHuTe HEeXENaHH JCKAPCTBCHHU PCAKUHUH, OMMHUCAHH MO-10J1Y Ca Bb3HUKBAJIH MO-YECTO C paUeKaaoTpH.l
B CPABHCHHE C nnauedo uim ca OMNU A0KIaABaHHU NO BPCMC Ha MNMOCTMAPKETHHIOBOTO NMPOCJ/ICAABAHCE.

Mudexkunu U uHdecTauum
Heuwecmu (moouce oa 3acecnam mexncoy 1 u 10 nayuenma na ecexu 1 000 nexyeanu) nexcenawnu peaxiyuu:
Bb3IMAJI€HUE HA CAUBULIMTE (TOH3UJINUT).

HapyuieHus Ha KOXKara M NMoJIKO»KHATa ThKaH

Heuecmu (moxce 0a zacecnam mexcoy 1 u 10 nayuenma na ecexu 1 000 nexysarnu) nexcenanu peaxyuu:
00puB, 3aUepBsiBaHe (epUTEMA).

C Heusgecmra yecmoma (om HaauuHume OAHHU He Moxce 0a ObOe HANPAGeHa OYEHKA KOJKO YeCcmo Ce
nposeseam 6 xo0a Ha neyeHue): ocobeH BWJ 3auepBsBaHe U 00pUBU (epuTema MyaTUdOpPME), OTOK Ha
€3MKa, OTOK Ha JIMLETO, YCTHUTE, KIENauyuTe, aHrnoeaeM (TexKa ajiepruyHa peakuus, KoaTo rnpU4YHHABA
MoJyBaHe Ha JIMLETO WIMU T'bplOTO), YPTUKApUs, epuTeMa HOAO03yM, nanynapeH oOpuB (0OpHB KaTto
MbIKHK), CbPOEK, NPYPHUTo (KOXKHU MPOMEHU C YNOPHUT ChpOExK).

Cnpere ynorpedara Ha pauekaaoTpua U He3abaBHO MOTbPCETE JIEKapCKa NMOMOILLL, aKo 3a0eNIeKHTE HAKOM
OT CJIEAHUTE CUMNTOMM:

> LLInpoko pa3npocTpaHeH no Ta10To 00pHUB, BUCOKA TEJIECHA TEMNEPATYPA U YBEIHYEHH TUMPHH
Bb31H (,,DRESS* cunapom)
» 3aTpyIHEHO AMLLIaHe, OTTOK, CBETOBBLPTEXK, YCKOPEH MYJIC, U3MOTABAHE U YYBCTBO, Ye Lie 3aryoure

Cb3HAHHUE, KOUTO Ca CHMINITOMH HAa BHE3alHa, TEXKa ajliepruiHa peakuus

Cho06maBaHe Ha HeXeJIaHH peaKlHH
AKO MOJYyYWTE HAKAKBM HEXEJIaHW NEKapCTBEHU peakuuu, yBeaomere Bawus nekap. ToBa BkiouBa
BCHYKM Bb3MOXHH HEOMMCAHH B Ta3H JIMCTOBKA HEXeNaHW peakund. Moxkere CbUIO Aa CbOOLLIMTE
HEXEJIAaHU PeaKLIMM JIUPEKTHO Ype3 HallMOHAJTHaTa CUCTEMA 3a ChOOLLIABaHE:
HM3nbaHUTENIHA areHUMs no JeKkapcTpara

yi. .,JlamsaH ['pyes” Ne 8
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Kato cboOLlaBaTe HexenaHd peakuuH, MOXKETe Ja AaJeTe CBOA MPUHOC 3a MOJlyyaBaHE Ha MOBeEYe
MH(OpMaUHs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

- Kak na cbxpanaBarte Xuapacek
HsMa cneunanHu ycnoBus Ha CbXpaHEeHHe.
Jla ce cpxpaHsBa Ha MACTO, HEOCTBHITHO 3a Jella.

Cpok Ha roaHoct — 2 (a8e) roaMHu. He u3non3gaiiTe ToBa JIeKapcTBO CJie/l CPOKA HA FOAHOCT, OTOENsI3aH
BbpXYy onakoBkaTta. CpOKbT Ha FOAHOCT OTroBaps Ha MOC/AeHHS JIEH OT MOCOYEHHUS MECELL.

He n3xBbpasiiTe nekapcTBaTa B KaHAIM3aUMATa UM B KOHTelHepa 3a AoMallHu otnaasuu. [onuraiite
Bawms ¢apmaueBr kak na M3XBLpIATE JeKapcTBaTa, KOUTO Beve He M3noa3pare. Te3u Mepku uie
MOMOrHAT 3a ONna3BaHe Ha OKOJIHATa cpeja.

6. ChabpxkaHHe HA ONAKOBKATA H A0NMbJHHTENHA HHPOpMaALHSA

KakBo cbabpxka Xuapacek

Besko calle chbabpKa aKTMBHOTO BELLECTBO pauekanotpua 30 mg.

JIpyrure CbCTaBKH ca: 3axapo3a, CHIMLMEB JMOKCU KONOUAEH O€3BOEH, NOJHaKpUIaTHa JHCTIEPCHS
30%, apomar Ha Kaiicus.

Kak u3raexaa Xuapacek H KakBo CbAbpPKa 0NaK0OBKAaTA

Xuzapacek 30 mg rpaHyJid 3a nepopajiHa CycreH3us ¢ 041 UBAT U XapakTepeH apoMar Ha Kaicus B
caiiera oT xapTus/anyMuHui/noauetTune; no 16, 20 u 30 6pos B KyTHA.

He BCHYKHM BH0BE ONAKOBKHU MOrar na 0baaTt nycHaTH B npoaaxoa.

[MpuTexares Ha paspelieHHETO 32 yNoTpeda H NPOU3BOAHTE.I
[Ipumexcamen na paspewenuemo 3a ynompeba.

BIOPROJET PHARMA

9. rue rameau 75002 Paris

OpaHuHA

ITpouzeooumen:
Laboratoires Sophartex
21 Rue de Pressoir
28500 Vernoillet

OpaHuus

3a nonbJHATENHA HHGOPMALIMS OTHOCHO TOBA JIEKAPCTBO TO3W JIEKAPCTBEH MPOAYKT, MOJS CBbPKETE CE
C JIOK&JIHHA NMPEeACTAaBUTE/ HA NPUTEXKATENA HA pa3pelleHHeTo 3a ynorpeba:

bbarapus

Maiinan EOO/J]

byn. CutHsakoBo 48, er.7

Odmuc crpana ,,Cepauka opucu”
1505 Codus

Ten. +359 2 44 55 400

JlaTa Ha NocJIeAHO Npepasriex/aaHe Ha JIHCTOBKATA
mapt 2024




