HNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA TIPOAYKTA



1 HUME HA JIEKAPCTBEHUA ITPOAYKT

HEMANGIOL 3,75 mg/ml nepopaineH pa3rBop

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml ot pa3TBOpa chaBpKa 4,28 mg NPONPaHOIONOB XUIPOXIOPH], EKBUBAIEHTEH Ha 3,75 mg
nponpanono (propranolol) 6a3a.

ITomorHU BeliecTBa ¢ U3BECTHO JEHCTBUE
1 ml oT pa3TBOpa ChIBPIKA
JRER10)0020 (53 10171401 SR 2.60 mg

3a MBJIHUSA CIOUCHK HA IIOMOIIIHUTEC BCHICCTBA BHXKTC TOUYKaA 6.1.

3 JIEKAPCTBEHA ®OPMA

ITepopanen pa3TBop
Buctop, 6e3uBeTeH 10 O6JeJ0KBAT NEpopalieH pa3TBOp C apoMaT Ha II0/I0BE.

4 KJ/IMHUYHU JAHHU

4.1 TepaneBTHYHM MOKAZAHUSA

HEMANGIOL e moka3zaH 3a JiedeHre Ha poiudepaTHBEH XEMaHTHOM B JIETCKA Bb3PACT, N3MCKBAIIl
CHCTEMHO JIcUeHHE:

e XEMaHTHOM, 3aCTpallaBaml )KUBOTa Win GpyHKIUHTE;

e  yIIEpPHpAIl XEMaHTHOM C OOJIKa /W JIMIICAa Ha OTTOBOP NP OOMKHOBEHH TPIKH 32 PAHATa;

® XEMaHTHOM C PHCK OT ITOCTOSSHHH Oejie3u WiH 00e300pa3sBaHe.

JleyenueTo TpsiOBa Aa ce 3al0YHE IPU KbpMadyeTa Ha Bb3PacT OT 5 CeIMUIM A0 5 Mecena (BX.
Touka 4.2).

4.2 Jlo3MpoBKAa M HAYWH HA MPHUJIOKEHUE

Jleuenuero c HEMANGIOL TpsioBa 51a ce 3amo4Ba OT JISKapH € ONUT B TUArHOCTHUIIMPAHETO,
JICYCHUETO W KOHTPOJIa Ha XEMaHTHOM B JIETCKA BB3PACT, B KOHTPOIMpPaHa KIMHUIHA 0OCTAaHOBKA, B
KOSITO MMa MOAXOIAIIN CPEACTBA 3a CIIPaBAHE C HEXKEJIAHU PEAKIIUU BKIIOUUTEIIHO TAKUBA, KOUTO
HU3UCKBAT HEOTJIOKHHU MEPKHU.

03MPOBKA
Jlo3upoBkaTa € u3pa3eHa B IIPOITPAHOIION Oa3a.

[IpenoprunTenHaTa HayaimHa g03a € 1 mg/kg qHEBHO, pa3aeicHa B IBa OTACITHU IIpHEMa 110

0,5 mg/kg. [IpenopruBa ce mo3aTa Aa ce yBeIMYaBa JI0 TepareBTUIHATA 1032 MO JIEKapCKO
Ha0mroAeHne, KakTo cieasa: | mg/kg nHeBHO B MpoabDkeHue Ha 1 cemMuria, cien ToBa 2 mg/kg
JTHEBHO B IIPOJBJDKEHUE HA | ceqmuiia v ciiesl ToBa 3 mg/kg THEBHO KaTo MOIbpIKalia 103a.
TepanesTuunara jo3a ¢ 3 mg/kg nHEBHO, pa3jieiicHa B Ba OTACIHU npuema 1o 1,5 mg/kg, enqun
CYTPHH U €JIMH B KbCHUS CIe100€e]], C MHTepBaI OT Hali-Maliko 9 yaca MEex/Iy JBaTa IpremMa.
HEMANGIOL TpsiOBa ma ce qaBa 1o BpeMe Ha WJIM TOYHO CJIeNT XpaHeHe, 3a Ja ce n30erHe prucka ot
XHITOTJIMKEMUSI. AKO JIETETO He C€ XPaHH JOCTATHYHO U MOBPbINA, € MPETIOPHUUTEITHO J1a ce



MPOITyCHE J03aTa.
B cnyuaii, 4e geTeTo M3IIII0e 103aTa WK HE MPUEME III0TO KOJTMUYECTBO OT JIEKAPCTBOTO, HE TPsOBa
Jla ce JlaBa apyra 03a Mpejiy clieABaliara mIaHupaHa 103a.

Cren dazara Ha THTpHpaAHE, /103aTa e ce KOPUTHPa OT JIeKaps B 3aBHCUMOCT OT IPOMEHUTE B
TETJIOTO Ha JIETETO.

Knunanano Ha6J'IIO,Z[eHI/IC Ha CbCTOAHUETO HA ACTETO U KOPUTHUPAHE HA JO3aTa TpSI6Ba Ja C€ U3BbpPUIBAT
Hali-MaJIko BEIHBX MECEUHO.

IIpoABIKUTENHOCT HA JIEYCHUETO

HEMANGIOL TpsibBa na ce mpuiiara B mpoab/DKEHHE HAa 6 Mecera.

IIpexbcBaHETO Ha JIEUCHUETO HE M3UCKBA IPOIPECUBHO HaMaJIsiBaHE Ha J103aTa.

JleuenuneTo MOXe Ja ce MOBTOPH, aKO € HEOOXOIUMO.

[epuaTpuyHa momynanus

[lopanu nurca Ha KIMHUYHYU JaHHU 32 epukacHoCT u 6e3omacHocT, HEMANGIOL He TpsiOBa na ce
Ipuiara pu KbpMaueTa Ha Bb3pacT 0] 5 CEIMUILIU.

Hsma knmuHUYHM faHHY 32 eUKACHOCT M 0€30I1aCHOCT B KIIMHUYHUTE POYYBaHUS, IIPOBECHN C
HEMANGIOL, 3a ga ce npenopruBa 3armouBane Ha gedeane ¢ HEMANGIOL npu kppMadeTa u fera
Ha Bb3pacT HaJ 5 Mecela.

Kbspmauera ¢ uepHOpoOHO min Ob0PEYHO YBpEXKIaHE
[Mopaau aurca Ha TaHHHU, HE CE MPEMopbhYBa MPUIaraHe Ha JICKAPCTBEHUS MPOIYKT MPH KbpMaveTa ¢
YepHOAPOOHO Wiu OBOpEeUHO yBpexkmane (BXK. Touka 4.4).

Hauwn Ha npuioxeHue

IepopanHo npunoxeHne

HEMANGIOL Tpsi6Ba 1a ce mpuiioKu JUPEKTHO B yCTaTa Ha IETETO KaTo ce U3IO0J3Ba rpagyupaHara
CIPUHIIOBKA 3a TIepopaiHu GopMu, KaTnOpupaHa B mg MPOoNpaHoion 0asa, 10CTaBeHa 3a€IHO C
OyTHIIKaTa ¢ IepopasieH pa3TBOp (BXK. HMHCTPYKIIMHUTE 33 MIPUIIOKEHUE B TOUKA 3 OT JIICTOBKATA).
bytunkara He TpsiOBa 11a ce pa3kJiaia mpean yrnorpeoa.

AKO € He00X0IUMO, JIEKaPCTBEHUT NPOILYKT MOXKE J]a C€ pa3peH ¢ MaJKO KOJUYECTBO aJalTUPaHO
MJISIKO MJTH aJlalTUPaH 3a Bb3pacTTa SOBJIKOB M/HIH MOPTOKAIOB COK. JIekapcTBOTO He TpsibBa aa ce
MOCTaBs B ITBJIHO IINIIIE.

JlexapcTBOTO MOKE J1a C€ CMECH C €IHa YaeHa JTHKUUKa (0K0JIo 5 ml) amanTtrpaHo MIISKO 3a Jera ¢
terso 7o 5 kg nnwm ¢ enHa cymneHa mbpkuia (okoio 15 ml) MiTsiko viTw IJI0J0B COK 3a JIelia C TErJIo Haj
5 kg, mocraBeHo B mmmieTo Ha KbpMadeTo. CMecTa TpsiOBa Ja ce M3MoI3Ba B paMKHTE Ha 2 Jaca.
HEMANGIOL u xpanata Tpsi0Ba 1a ce 1aBat OT €IHO M CBILO JIMILE C [el 1a ce U30erHe PUCK OT
XHITOTJIMKEMUS. AKO ca BKJIIOYCHHU Pa3iIMyHH X0pa, TpsiOBa J1a vMa 100pa KOMYyHHKAIU, 3a 13 Ce
rapaHTupa 6e301acHOCTTa Ha JETETO.

4.3 IIporuBomoka3zaHusi

. [IpexaeBpeMeHHO POICHH KbpMayeTa, 32 KOUTO KOPUTUpaHaTa Bh3pacT 5 CeIMUIIM He ¢ Ona
JOCTUTHATA (KOPUSUPAHAMA 8b3PACHT Ce UZHUCTABA YPe3 U3BANCOAHEe HA OPOsL CeOMUYU HA
HEOOHOCEHOCm 0m OeUCMBUMETHAMA 8b3PACHL)

. KbpMauera Ha ecTeCTBEHO XpaHEHe, aKO MaiKaTa ce JIeKyBa ¢ JISKAPCTBEHH MIPOIYKTH,
MIPOTUBOIIOKA3aHHU C TPOTIPAHOION

o CBpPBXUYYBCTBHTEITHOCT KbM aKTUBHOTO BEIIECTBO WM KbM HSKOE OT TIOMOIITHUTE BEIICCTBA,
n30poeHM B TOUKA 6.1

. AcTMa Wi aHaMHe3a 3a OpOHXO0CTa3bM

ATpHOBEHTpPUKYIApeH OJIOK BTOpPa WU TPETa CTEICH
. 3abosBaHe HA CHHYCOBUS BB3eJ (BKIIFOUUTEITHO CHHOATPHAJICH OJIOK)



o Bpa,I[I/IKap}_'[I/IH oA CJICAHUTC I'PaHUIIN:

Bu3pact 0-3 mecena 3-6 mecena 6-12 mecena
CbpaeyHa yecTora 100 90 80
(ynapu/MuH)

. Hucko KpbBHO HAJIATAHE IO/ CIICAHUTE TPaHHMIIN:

Bu3pact 0-3 mecena 3-6 mecena 6-12 mecena
KpbBHO HajisiraHe 65/45 70/50 80/55
(mmHg)

. KapauoreneH mok

. ChpledHa HEIOCTATBYHOCT, HEKOHTPOJIMPaHa upes3 JCUeHNe

. Amnruna Ha Prinzmetal

. Texxko HapylieHHe Ha TiepudepHaTa apTepuaiia mupKynanys (cuaapoM Ha Raynaud)
] KbpMmauera, npeapas3nonoxeHd KbM XUIOTTIUKEMHUS

° (DGOXpOMOIII/ITOM WJIW Iaparanrimom

4.4 CroennaJHU NpexynpexIeHUs W NpeANna3Hu MepPKHU NPH yrnoTpeda

3anouyBaHe Ha JEUYECHUETO

[Ipenu 3amouBaHe HA JICUESHUETO C MTPOITPAHOJION TPSIOBA JIa CE HANPABH CKPUHUHT Ha PUCKOBETE,
CBBp3aHH ¢ HeroBata yrnoTpeda. TpsOBa 1a ce HalpaBy aHAIW3 Ha aHAMHE3aTa U ITbJIHO KJIMHUYHO
W3CcIeIBaHe BKIFOYUTEITHO U3MEPBAHE Ha Chp/IeUHa YECTOTa, ayCKYyITallKs Ha ChpIie U 0emu 1podoBe.
B cnyuail Ha cbMHEHHE 3a Chp/A€YHA aHOMAJHS TPSOBA a C€ MOTHPCH KOHCYITALUS ChC CIEIHATUCT
MIpey 3aroYBaHe Ha JEUEHHETO, 32 J1a CE OMPEAETAT TOMbIHATEIHH TPOTHBOIIOKA3aHHSI.

B cnyuait Ha ocTpa OpoHX0-0ei10poOHa aHOMAITHS 3aII0YBAHETO Ha JICYSHUETO TPSIOBA J1a CE OTIIOKH.

XUNOTJIUKEMHUS

IIpompanoson BE3NPENITCTBA OTTOBOPA HA €HJOTCHHHUTE KATEXOJIAMUHU 33 KOPUTUPAHE Ha
xunornukeMus. Toil Mackupa afpeHEepruYHATE IPEAYIPEIUTEHN IPU3HALY HAa XATTOTIIMKEMHUS,
0c00€HO TaxHKapAus, TPETepeHe, TPEBOKHOCT U Ii1aj]. ToBa MOXKe /1a BIOIIY XUIIOTIIMKEMUSITa IPU
Jena, ocoOCHO B Cilyyad Ha IiafyBaHe (HalpuMep HeJOCTaThbueH MpHeM Ha XpaHa, HHQEKIus,
MOBpBILIAaHE), IPU HOBUIIEHH HYXIU OT III0K03a (MIPOCTYAa, CTpec, MHPEKIIUH) WK IPU
npenosupane. Te3n XUIMOTITMKEMUYHN EMU30/I1, CBBP3aHH ¢ IPHEMa Ha IIPOIIPAHOIIOII, MOTaT Ja ce
MaHH(ECTHPAT B U3KITIOYUTEITHN CITy4dau 1o ¢popMaTa Ha ThPUIOBE U/HITH KOMa.

AKXO BB3HUKHAT KJIMHUYHU NIPU3HALN HAa XUIOIVINKEMHS, € HE00X0IMMO Ha AETETO J1a ce Aajie 1a e
3axapeH pa3TBOp M JICUSHHUETO /1a Ce CIpe BpeMeHHO. JleTeTo TpsaOBa Ja ce MocTaBy Mo MOAXO IO
HabJroIeHNE 10 U3Ue3BaHe HAa CHMITOMHTE.

Jlexapure, npeanucBaiin HEMANGIOL tps6Ba na nHGOpMHpAT pOAUTENHTE/00TPIKBALUTE JHIIA
OTHOCHO PHCKa OT Pa3BUTHE Ha CEPUO3HA XMUIIOTIIMKEMUS, KOWTO PUCK OCTaBa €IHAKBO 3HAYMM IIPE3
Lesiusl Mepuoj] Ha JIeYeHHE M Ja MoJ4epTaBaT HEoOXOAMMOCTTa OT CIa3BaHE Ha IPEHNOPBKUTE 3a
npuitarane (Bx. Touka 4.2).

C’I)H’I)TCTBaHlO JICUCHUEC C KOPTHUKOCTCPOUANU MOKE Oa YBCIUYMU PUCKA OT XUIIOTTIMKCMUS (B)K. TOYKaA
4.5).

OOrprmkBamuTe A TPsAOBa Na pasmoyiaraT ¢ PHBKOBOJACTBO KaK Ja pa3lo3HABAT KIMHUYHUTE
MIpU3HAIM HA XUTIOTIIMKEMHS, 32 Ja:
® OBJIJICAT HE3a0aBHO CHCTOSIHMETO HA XUMOTJIMKEMHUS M MPEIOTBPATAT KUBOTO3aCTpAIIaBaIld
CUTyaIuu
® Cce CBBpXKAT C JIeKap WK He3a0aBHO J1a OTUAAT B OOTHHUIIA
® [IPEYCTaHOBSAT JICUCHHUETO.




HpI/I Jcnaa € )_'[I/Ia6eT, Tpﬂ6Ba MMO-4CCTO Aa CC IMpocCiicassBa HUBOTO Ha KpbBHATA 3aXxap U ACTCTO Oda CC
Ha6J'I}O,I[aBa OT CHAOKPHUHOJIOT.

PecimpaTopHy HapyIICHHS

B cnyuait Ha uH(EKIUS HAa JOTHUTE AUXATEITHH ITHTHUINA, CBbP3aHa ChC 33yX U XPUTIOBE, JICUCHHETO
TpsiOBa BpEMEHHO J1a ce cripe. Bh3MOXKHO € MmpuiiaraneTo Ha 0era-2 arOHUCTH ¥ MHXAJATOPHH
KopTukocTeponu. [IoBTOPHOTO Mpuiiarane Ha MPOIPAHOIION MOXKE JIa 3al09YHE, KOTaTo JETETO CE €
BB3CTAHOBWJIO HAITBIIHO; B CIy4ail Ha PELUANB, JICUCHUETO TPSOBA J1a CE MPEYCTAHOBU OKOHYATEITHO.
B cnyuait Ha u3onupaH OpPOHXOCIA3EM, JICYCHUETO TPsIOBa Ja ce MPEeyCTaHOBH OKOHYATEITHO.

ChbpAedHO-ChIOBU HAPYITICHUS

[Mopamu cBoeTO (hapMaKOIOrHYHO JACHCTBHE, TPOIPAHOIOT MOXKE Jla € IPUYMHA 32 WK BIIOIIABAaHE Ha
ChIIECTBYBAIA OpaJinKap s, WK OTKIOHCHHUS! OT HOPMAITHUTE CTOMHOCTH Ha KPBBHOTO HaJIsTaHE.
Jlnarno3a Opagukapaus TpsSOBa JTa ce MOCTaBH, aKO ChPJAeYHATA YeCTOTa € MIOHMKeHa ¢ moBeue oT 30
yAapa B MHHYTa CIIPSIMO U3XOAHOTO HUBO. CuuTa ce, ue € OpaguKapaus, KoraTto 4ecToTaTa € Mol
CJICTHUTE TPAHUIY:

Bn3pact 0-3 mecerna 3-6 mecena 6-12 mecema
Cbpaeyna yecToTa 100 90 80
(ynapu/mMuH)

Cnen nppBus pueM TpsAOBa Ja c€ MOHUTOPHpPA ChpAEYHATa YeCTOTa Hali-MaJIKO Ha BCEKHU 4ac B
IIPOABIDKEHUE Ha TIOHE 2 yaca. 3a HAKOM MAllMeHTH, CUUTAHU 32 PUCKOBH, JIEKAPST MOXKeE Jia OIpeesin
CIEMAIHO HAOJII0IEHHUE CJIE/ BCAKO ITOBUIIABAHE HA 103aTa.

B cnyuaii Ha cumnTomarnuna Opagukapaus wim Opagukapaus nox 80 yaapa/mMuHyTa, He3abaBHO Aa
ce TIOThPCH KOHCYJITALUS ChC CIELUAINCT.

B cnyuaii Ha TexKa W/WIM CUMOTOMAaTU4HA OpaguKapAns WU XUIIOTOHHS, TIOSBUIIA CE TIO BCSIKO
BpeMe Ha TepanusATa, JCUYeHUEeTO TPsiOBa Aa ce MPEeyCTaHOBHU M Aa CE MOThPCH KOHCYITALHS ChC
CIELUANINCT.

CupieyHa HEJIOCTATBYHOCT

CHMIIaTHKOBATa CTUMYJIAIUS MOKe Ja ObJIe )KU3HCHOBa)KEH KOMITOHEHT, IIO/IIIOMAraril
KPBHBOOOPAIICHUETO MPH MAIMEHTH ChC 3aCTOWHA ChpPACYHA HEJIOCTATHYHOCT, 2 HEHHOTO HHXHOUpPaHe
ype3 OeTa 0JI0Kaa MOXKe Ja JJOBEJIE JI0 MO-0CTpa HelocTaThuHOCT. [pu aena cbe chpedHa
HEJ0CTAaThYHOCT JICYCHUETO TPsIOBa Ja ce MPOBEXK/Ia OT Kap IUOJIOT.

PHACE cunnpom

[Ipompanonon Moxe Aa yBenu4H prcka oT UHCYIT npu nauueHTH ¢ PHACE cunnpoM c texkun
MO3bYHO-ChJ0BY aHOMAJIMH UpPE3 PSI3KO MOHIKABaHE HAa KPHBHOTO HAJSITaHE U HAMAJIIBAaHE Ha I10TOKA
IIpe3 3allylleHH, TECHU WIN CTEHO3UPAIIH ChIIOBE.

Jla ce moThpcu KOHCYITALUS ChC CIELUAIINCT.

Kbpmadera ¢ rossim TUIEB XeMaHTMOM B JIeTCKa Bb3pacT TpsiOBa /1a ObAAT LIATENHO W3CIIEBAHH 32
MoTeHLnanHa aprepuonarus, cBbp3ana ¢ PHACE cunapom, 4pe3 MarHUTHO-pE30HAHCHA
aHruorpadus Ha riaBaTa v IUITa U N300paXKeHHs Ha ChPLETO, KOUTO BKIIIOUBAT a0pTHATA JIbTa.

[Ipu manmedTH ¢ )KMBOTO3aCTpaIIaBalld XeMaHTIOMH FUTH TaKUBA, 3aCTPAIIaBaIld HOPMAITHUTE
(hyHKITHH, KaTo HaIlpuMep OOCTPYKIMS Ha 3pUTETHATA OC WM 3acATaHe Ha IUXaTeIHUTE IIHTHIIA,
MOJKe J1a ce OOMHUCIIY JIeUeHHE ¢ IIepopajeH MPOIPaHOIIo IPeay ModydyaBaHe Ha JaHHHU OT oOpa3HaTa
nuarHoctuka. Ponurenure TpsOBa 1a ObAaT KOHCYJITHPAHH OTHOCHO TEOPETUYHO TIOBUIIICHUTE
PHUCKOBE B CIIy4Yaii, 4e JACTETO CE OKaXKE C MO3bYHOCHIOBH aHOMAJIUHU /WU aHOMAJIUU HA TOJICMHUTE
apTepuH MPH MOCIEeABAIN 00pa3HN U3CIIEIBAHUS.




Kbpmene
[IpompaHoI0T MpeMrUHAaBa B KbpMaTa; MalKH, JIEKYBaHU C TIPOIIPAHOJION, KOUTO KEPMSAT JACTETO CH,

TpsOBa 12 HHPOPMHUPAT CBOSI MEITUIIMHCKH CTICTIHAJIHCT.

UYepHopoOHa miin Ob0peYHa HeJIOCTAThYHOCT

[Ipompanosion ce MeTaboM3upa B YepHUS IPo0 U ce oTAeHs upe3 Obopenure. [lopamu nurmcara Ha
JTAaHHHM TIPH JIeTa, IPOIPAHOJION HE Ce TIPENnopbhuBa B Cilydail Ha ObOPEUHO MM YEPHOIPOOHO
yBpexaane (BxTe Touka 4.2).

CBPBXYYBCTBUTEIHOCT

[Tpu narueHTH, IPU KOUTO MIMa BEPOATHOCT 32 TOSIBa HA CHJTHA aHA()MIAKTUYHA PEaKIvsl, He3aBUCHMO
OT MIPOU3X0/1a,0C00EHO KbM HOIHHM KOHTPACTHH BEIECTBA, JICUSHUETO C OeTa OJIOKep MOXKE Ja TOBEIE
710 BJIOIIABaHE HA PEAKIIMATA U PE3UCTEHTHOCT KbM JICUCHHETO i ¢ aipeHaIMH B HOpMalHu 103u. [Ipu
JieTia ¢ pUcK oT aHadHIaKCHs, TPOBa /1a C€ OIIEHH CHOTHOIICHUETO IOJI3a/PHCK.

O6uia aHecTe3us

[Ipunaranero Ha OeTa-0JI0KepH I TOBeAE A0 OTCIa0BaHe Ha pedieKCHATA TAXUKAP U M TOBUILICH
PHCK OT XHITOTOHHS. AHECTE3HOJIOTBT TPsIOBa Ma Ob1e mpeaynpeeH 3a (hakTa, ue MarueHThT ce
JeKyBa ¢ Oeta OJoKepH.

KoraTto nauueHThT MouIeky Ha TUIaHUpaHa onepaLus, JedeHueTo ¢ 6era O1okepu TpsiOBa aa ce
MpeyCTaHOBHU Hail-Manko 48 Jaca mpeau npoueaypara.

XunepKajIueMHus
Cnyuyan Ha XWIEpKaJlMeMHUs ca ChOOIIaBaHU IPH MAIMEHTU C TOJSAM YIIepHpanl XxemanruoM. [Ipu
TE3W MAIUCHTH TPSOBa JIa CE U3BBPIIIBA KOHTPOJ HA CIEKTPOIUTHTE.

IIcopuasuc
[Ipu marueHTH, cTpagamy OT IICOPHA3MUC, CE CHOOIAaBa 3a BIIOIIaBaHe Ha 3a00JIIBAHETO MPH

npuitarane Ha 6era Oyokepu. ETo 3amo HeoOX0oAMMOCTTa OT JIeUeHHE TPSAOBa 1a Ob/ic BHUMATEITHO
npereHeHa.

ITomMo11IHY BelecTBa ¢ U3BECTHO ACUCTBUE

To3u nekapcTBeH MPOAYKT ChABPXKA MO-MaNKo oT 1 mmol Hatpwmii (23 mg) Ha 1034, T.€. [0 CHIIECTBO
e ,,0e3 com”.

To3u nexapcTBeH NpoAyKT chabpxa 2.08 mg nponunenrnukon/kg/nuesno. TpsOBa na ce B3eme mox
BHHUMaHUe Mpu 0edeTa Ha BB3PaCT 1Mo/ 4 CeMUIIH, TIO-CTIIeTIMaTHO aKo Ha 6e0eTo ce aBaT IpyTru
JICKapCTBAa, KOUTO CHbABPKAT MPOIMUIICHITIMKOJ WX aJIKOXOJI.

EnHoBpeMEHHOTO MPUIIOKEHHE C KaKbBTO U J1a € CyOCTpaT Ha alKoXoJl AeXUIpOoreHas3ara KaTo
HaTpUMep €TaHOJI MOXKeE Jia IPeAN3BHKa CEPUO3HU HEeXeNIaHH €PeKTH Y HOBOPOJICHOTO.

4.5 B3aumopaeiicTBHe C APYI'H JIeKaAPCTBEHU MPOAYKTH U Apyru ¢popmMu Ha B3auMo/elicTBue

[lopaan nunica Ha KOHKPETHH MPOYYBAHUS TIPH JeTIa, JISKAPCTBEHUTE B3aNMO/ICHCTBUS C
MIPOTIPAHOJIOIN Ca OHE3W, KOWTO Ca M3BECTHU NMPH Bb3pacTHUTE. [Ipn komOuHNpane TpsOBa 1a ce
B3eMarT MPEBUJ CICIHUTE 2 CUTYyallnu (HEe Ce U3KIII0YBAT B3aHMHO):

. KbpMadeTa, Ha KOUTO CE JaBaT JPYTH JEKapCTBEHH MPOIYKTH, 0COOCHO HAKON OT M30pOCHHTE
MO-A07y.
. KbpMaueTa, KbpMEHH OT MaiiKi, KOMUTO MPUEMAT APYTH JIEKAPCTBEHU MPOAYKTH, OCOOECHO HAKOMH

OT M30poeHUTE MO-A0y. B To3M cimyuait TpsOBa na 0b11e 00CHACHA HEOOXOAMMOCTTA OT
CTIiMpaHe Ha KbPMEHETO.
W3uckBa ce BHUMATEITHO KIIMHUYHO MPOCIICIIBaHE HA BCEKH CIy4ail Ha HapyIleHa TOJIEPAHTHOCT KbM
MPOTPAHOJIOIL.



He ce nmpenopbyBa eTHOBPEMEHHO IIPUIIOKEHIE

Unoyyupawu bpadurxapous 6roxepu Ha Kanyuesume KanHauu (Ourmuazem, 6epanamui, oenpuou)
ENHOBPEMEHHOTO MPUIIOKEHHE C MPOMPAHOIION MOXKE Jia JOBEAEC A0 MPOMEHEH aBTOMATH3bM
(mpekoMepHa OpaauKapansi, CHHYCOB apecT), CHHOATPHAIHN U aTPUOBEHTPHUKYJIAPHH TIPOBOTHU
HapyIIeHUs U TTOBUIIICH PUCK OT KaMepHH apuTMuH (torsades de pointes) 3aeaHO ChC ChpACUHA
HEIOCTATHYHOCT.

Ta3u koMOUHaIHs TPAOBA Aa ce mpujiara camo moj cTporo kinauaHo W EKT' Habmroenue, ocobeHo
MPY 3aM0YBAHE HA JICYCHUETO.

BzanmMoieficTBusI, M3MCKBAIM BHUMAHWE IPY TPUI0KEHHIE

JIekapCcTBEHU MPOAYKTH, HOBIUSIBAIIN ChPACIHO-CHA0BATA CHCTEMA

Anmuapummuunu cpeocmea

e [IponadeHoH MMa OTpULIATETHH HHOTPOIIHHU U OeTa OJIOKUpaIIy CBOHCTBA, KOUTO MOTAT Jia ce
100aBAT KbM TE€3H HA TIPOIPAHOJION.

e MeTaboaM3MBT Ha IPONPAHOIION CE HAMAIISABA OT €THOBPEMEHHOTO NPHUIOKEHNE HAa XUHUIUH,
KOETO BOJIM /IO TPH ITHTH IT0-BHCOKA KOHIICHTPANMS B KPBBTA U IO-TOJISIMA CTETIEH Ha KJIMHUYHA
Oera Onokana.

e AMHOAApOH € aHTHAPUTMHYHO CPEICTBO C OTPULATETHH XPOHOTPOITHA CBOMCTBA, KOMTO MOTaT a
ce 100aBsIT KbM Te3H, HaOJI01aBaHu MpH [-0J0KepH KaTo npornpanosnoi. O4akBaT ce HapyLIeHUS
Ha aBTOMATH3Ma M MPOBOIMMOCTTA, TIOPaIf MOTHCKAHETO HA CHMIATUKOBH KOMITCHCATOPHH
MEXaHHU3MH.

e MeTaboMM3MBT Ha HHTPABEHO3HO MPHIIOKEH JIMJOKANH Ce HHXHOUPA OT €HOBPEMEHHOTO
mpujarae Ha MpoIpaHoIIoN, KOETO BOAM A0 25 % yBennueHue Ha KOHIEHTPALUUTE Ha JTUIOKANH.
Cpo01maBa ce 3a TOKCHYHOCT Ha JIMIOKauH (HEBPOJIOTHYHH U ChPJICYHHU HEXeJaHW ChOUTHS) ClIeH
€/THOBPEMEHHO MPUIIOKEHHE C MPOMPAHOJION.

Lueumanucosu enuxozuou

KakTo gurutanucoBuTe TIMKO3UAN, Taka 1 OeTa-0IoKepuTe 3a0aBsIT aTPHOBEHTPUKYIapHATa
MPOBOJMMOCT U MOHIKABAT ChpJieuHaTa YecToTa. EmHOBpeMeHHaTa ynotpeba Moxke Ja MOBUIIN
pucka ot Opanukapaus. TpsOBa ga ce MOTHPCH CHBET OT KapHOJIOT.

Luxuoponupuounu

TpsabBa ma ce BHIMAaBa, KOTaTO, IPH MAIMEHTH, MpueMaiiy oera OJ0kep, ce mpuiara
TUXHUIPOTIMPHUINH. [IBeTe cpeacTBa MOTaT a MpeIn3BUKAT XUIIOTOHUS W/WITH ChpiedHa
HEJOCTaTHYHOCT MPU MALUEHTH, YUATO ChpAeYHaTa (PYHKIMS € YaCTUYHO KOHTPOJIHPaHa, opaan
noOaBeHUs1 HHOTpOIieH eekT. EnHoBpeMeHHaTa ynorpeda Moxe Ja Hamaiu pedaeKCHHUs CUMIIATHKOB
OTrOBOp MPH MIPEKOMEpHA AUCTATHA Ba30AMIATaIIHS.

Anmuxunepmenzuenu cpeocmea (ACE-unxubumopu, ancuomensun Il-peyenmopru anmaconucmu,
ouypemuyu, aigpa 610Kepu He3ABUCUMO OM NOKAZAHUAMA, YEHMPATHOOEUCMBauuU
anmuxunepmeH3uHU cpeocmed, pesepnut u op.)

Korato ce komOuHupar ¢ 6eTa-0610KkepH, JIeKapCTBEHH POYKTH, KOUTO TIOHIKABAT apTEPUAITHOTO
HaJiAaralne, Morat Aaa npeanu3BUKAT UKW 3aCUJIAT XUIIOTOHUATA U TO-CIICHIUATIHO OPTOCTaTUYHATA
xunotonus. [1o OTHOLICHHE HA YeHmpanHodelicmeawume aHMUXunepmeH3uHu cpeocmed, oeta
OJ10KepHTe MOTat J1a 000CTPAT pUbayH]] XUIIEPTOHUATA, KOSTO € PE3yJITAT OT BHE3AIHO CIIUPaHE Ha
npreMa Ha KIOHUAWH. [IpUiio)KeHHeTo Ha IPOMPaHOIION TPsIOBa J1a ce CIPe HAKOJIKO AHU MPEIH
MMPEyCTaHOBABAHETO HA KJIOHUAWH.



JIekapcTBEHU MPOAYKTH, KOUTO HE MOBIMIBAT ChPACIHO-CHI0BATA CHCTEMA

Kopmuxocmepouou

[TarmenTH ¢ XeMaHTHOM B JE€TCKa BB3PacT MOXKeE Jia ca U3JI0KEHH Ha TIOBUIIEH PUCK, aKO ca
[OJIy4aBajIi WIX I0JIy4aBaT €AHOBPEMEHHO JICUEHHE ¢ KOPTUKOCTEPOUAHN, Thil KATO NOTUCKAHETO Ha
Han0bOPEYHUTE KIIE3U MOXKE /1a I0BEJIE J10 3ary0a Ha KOHTpaperyaaTopeH OTroBOp KbM KOPTH30J U
Jla yBEJIUYN PUCKA OT XMUIIOIIMKeMUs. TOBa BaXKH CHILO U KOraTO JienaTa ca KbpMEHU OT MalKHy,
JIEKYBaHHU ¢ KOPTUKOCTEPOUIU B CIIydail Ha BUCOKH 03U WM NPOIBIIKUTEIIHO JIeYeHUE (BUIKTE TOUKA
4.4 OTHOCHO XHIIOTIIMKEMHUS]).

Jlexapcmeenu npoOykmu, UHOYYUpawu OpmoCcmamuidta XunomoHusl

JlexapcTBEHH MPOAYKTH, KOUTO HHAYLUPAT OPTOCTATHYHA XUIIOTOHUS (HUTPATHU POU3BOIHH,
UHXHOUTOpH Ha pochoanecTepasa TUIT 5, TPHLIUKIMIHE aHTHCTIPECAHTH, aHTUIICUXOTHIIH,
JOTIAMUHEPTHYHU arOHKUCTH, JICBOJIONA, aMU(OCTHH, OakIO(peH), MOXKE Jia TOMBJIBAT JCHCTBUETO HA
Oera-0nokepute. TpsadBa 1a ce MOTHPCH CHBET OT KapAHOJIOT.

Ensumnu undyxmopu
KpbBHHTE HUBA Ha TIPONIPAHOIION MOXKeE Jia ObJIaT HAMAaJICHU TIPH €HOBPEMEHHOTO MPHIIOKCHUE C
€H3UMHH HHIYKTOPH KaTo pubaMIuiuH mwim ¢heHodapouTai.

Xunoenuxemuunu cpeocmea

Benuku Geta 610Kkepu Morat J1a MacKupaT Onpefe]IeHd CHMITOMH Ha XUIIOTIIMKEMUS: ChpleOneHe 1
TaxXUKapIysl.

[Iponpanonosn TpsOBa Aa ce mpuiiara ¢ IOBUILIEHO BHUMAHUE €IHOBPEMEHHO C XUITOTITMKEMUYHO
JIeYeHHE NpH MALUEHTH ¢ AUabeT, Thi KaTo MOXeE Aa yIBIDKU XUIIOTTIMKEMUYHHS OTTOBOP Ha
uHCYNHH. B TakbB ciyvail uH(popMupaiiTe OomHOrIena4a 1 yBeaudeTe HabaroIeHMeTo Ha HUBaTa Ha
KpBbBHATA 3aXap, 0COOCHO B HAYAJIOTO Ha JIEYEHHETO.

Jlunudononudicasawju 1exapcmeeH npooyKmu
EnHOBpEMEHHOTO MPUIIOKEHHE Ha XOJIECTUPAMHH MM KOJIECTHIION C IIPOIPAHOIIOIN BOAH 1O
HaMaJIsiBaHe Ha KOHLEHTpalMATa Ha Iponpanosoi 10 50%.

Xanozenupanu anecmemuyu

Te morar Ja TOTUCHAT MUOKApAHUSA KOHTPAKTUIIUTET U BACKYJIApHUA KOMIICHCUPAIIl OTTOBOP, KOraTo
ce TpuIIaraT ¢ IpomnpaHoJIoi. 3a MPOTUBOICHCTBUE HA OeTa OJI0KaaaTa Morar Jia ce U3IoJI3BaT Oera
CTUMYJIMpAIIHU areHTH.

4.6 @epTUianTeT, )PEMEHHOCT U KbpMeHe

Bbpemennoct
He e npunoxunmo.

Kopmene
KbpMmemu maitkn: BrokTe Touka 4.4 u Touka 4.5.

DepTUIuTeT
Brrpeku ye B mureparypara ca ChOOIIEHU HAKOU 00paTuMU e(heKTH BhpXY (EepTUIINTETa TIPU MBKKH

1 JKEHCKU BB3PACTHH IUTBXOBE, MOJyYaBallll BUCOKH J03U MPONPAHOJIOJ, MPOYUBAHETO, IPOBEIACHO
MIPY MIIQJIM )KUBOTHH, HE MOKa3a eeKT BbpXy (epTuiurera (BUXKTE TOUKa 5.3).

4.7 EdexTn BbpXy cnocodoHOCTTAa 32 IO(pHpaHe U padoTa ¢ MAIIUHA

He e npunoxumo.



4.8 HexeqaHnu JieKapCTBeHH PeaKIUH

O0606111eHME Ha podriIa Ha OE30IIaCHOCT

[Ipy K IMHUYHUTE TPOYYBaHU 32 MPOIU(EpaTUBEH XEMaHI'HOM B JICTCKA Bb3pacT Hal-4ecTo
CHOOIIaBaHUTE HEXKEIIAHN PEaKInU MpH KbpMadeTa, lekyBann ¢ HEMANGIOL, ca Hapymienns Ha
cbHA (16.7%),, yTexKHEHU HHPEKIMH HA TUXATEITHATE MIHTUIIA KaTO OPOHXUT U OPOHXUOIHT,
CBBP3aHH C KallUIMIA U TIOBUILIEHA TemIepatypa, auapus (16.5%) u nospeiiane (11.5%).

B cBeroBen Marab He)xeTaHWTE peaklyi, ChOOIIaBaHN B IIpOTpamMara ¢ MIJIOChP/IHA IIeJT U B
JUTEpaTyparta, ce OTHACAT 32 XUIIOTIIMKEeMUs (M CBHP3aHO CHOUTHE KATO XUTIOTITUKEMUYCH PUTIAJIBK )

" YTCIKHCHU I/IH(l)eKLII/II/I Ha JUXATCIHUTC MIBTHUIA C pECIUPATOPCH JUCTPEC.

TabmmuHo 00001IeHNE HA HEKETAHNTE JIEKAPCTBEHN PEAKIINT

B TabnuiiaTa mo-moy ca mokasaHu He)XeJaHUTE PEakiuu, KaTo ce choO0Inana 103ara u
MPOABIDKUTEITHOCTTA Ha JICUCHUETO, B TPH KJIMHUIHU MPOYYBAHUS, BKIFOUBAIIU 435 MaIlMeHTH,
nexyBand ¢ HEMANGIOL 1 mg/kg nueBHo mnu 3 mg/kg qHEBHO 3a MaKCHMAaJICH CPOK Ha JICUeHUE

6 Mecera.

TsxHaTa 4ecToTa € onpe/eieHa Bb3 OCHOBA Ha CICTHUTE KOHBEHIIMH: MHOTo 4yectu (> 1/10), yectn

(= 1/100 mo < 1/10), mewectr (> 1/1 000 mo <1/100) ; penxu (> 1 /10 000 mo <1/ 1 000), MHOTO penKH
(<1/10 000), c HEn3BeCcTHA YecTOTa (OT HATMYHUTE JJaHHHU HE MOXKe J1a ObJie HallpaBeHa OIICHKa).
[MTopaau pa3mepa Ha 06a3aTa JaHHM Ha KIMHUYHOTO IIPOYYBAHE HE ca MPEJCTABeHU KaTEeTOPUUTE PEIKU

1 MHOT'O pCIKH.

B®B Bcekn CHUCTEMO-OpPTaHCH KJIaC HEXKCIIAHUTE JICKAPCTBCHU PCAKIIUU Ca I/I36poeHI/I B HU3XOOALI pea

110 OTHOIICHUE Ha TAaXHaTa CCPUO3HOCT.

MHoro yecTn YecTn Heuectn C Heu3BecTHa

4yecToTa

Nudexuun u Bpouxut bponxuonut

uHpecTanuu

Hapymenns na ITonwxen aneTut

MeTadoJM3Ma U

XpaHeHeTo

IMenxuunn Hapyiienus Ha Bb30yna

HAPYIIEHUSs CHHS Kommapu

Pasznpaznutennoct

Hapymenus Ha CBHIUBOCT XUMNOTJIMKEMUYEH

HepBHaTa MIPHUITaTBK

cucreMa

Chpaeunn AV 010K Bpaguxapaus

HAPYIIEHUSs

CbaoBu Crynenu XHTIOTOHUS

HapylIeHUs KpailHUIIU BazokoHcTpuKIMsS
CunzpoM Ha
Raynaud

PecnimpaTopun, Bbpouxocnazsm

TPBAHHA U

MeIUACTHHAIHU

HapylIeHusi

CromamHo- Huapus Konctunanusa

4YpEeBHH [ToBpriIane Kopemna 6onka

HApyLIEeHUs




MHoro yecTH Yecrn Heuectn C Hen3BecTHA

4ecToTa
Hapyumenus Ha Eputem YpTukapus [Ncopuazudopmen
KOXKATa U Jepmatut ot Anonenus JepMaTUT
NOJKOKHUTE HeJIeHU
ThbKaHU
H3caenanus ITonmxeHo [Tonmwxenue Ha Arpanynonurosa
KPBBHO HAJIATAaHE  HHUBOTO Ha XunepKaiaueMust

IJII0KO3aTa B

KpbBTa

ITonmxkena

ChpJIEYHa YeCTOTa

Heytponenus

Onucanne Ha U30paHu HEXKEIAHU JEKAPCTBEHN PEAKIIMI

[To oTHOMICHME HA MH(DEKITUUTE HA TOJTHUTE JUXATEITHH ITHTHIA KaTO OPOHXUT WIIA OPOHXHUOIUT TIPH
narenTy, JiekyBanu ¢ HEMANGIOL, e HabmtoaBaHo BIIOIIaBaHE HA CUMITTOMUTE (BKJIFOUUTEITHO
OpOHXOCTa3bM) TIOPaIU OPOHXOKOHCTPUKTUBHUS eeKT Ha Mporpanoio. Te3u ehexkTu psaako ca
JTIOBEXKJIAJIN 10 OKOHYATEITHO CIIMPaHEe Ha JICYCHHETo (BUKTE Touka 4.4).

Hapymennsara Ha chHS ca CHOTBETCTBAIM Ha O€3CHHME, JIOIIO KA9eCTBO HA CHHA M XUTIEPCOMHUSL.
Jpyru HapymIeHus Ha [eHTpaTHaTa HEpBHA CHCTeMa ca HaOIF0JaBaH! MPEINMHO B HAYaJIOTO Ha
neproja Ha JISUEHHE.

Yecto ce chobiIaBa 3a Auapusi, HO TS HE BUHATH € CBbP3BaHa C MH(PEKIMO3HO CTOMAITHO-YPEBHO
3abomnsBane. [losBaTa Ha AMapus M3TIEKa 3aBUCH OT qo3aTta Mexay 1 u 3 mg/kg maeBHo. Coryuante
He ca OMJIM ChC CHJICH MHTEH3UTET M HE ca JOBEJH J0 CIIHPaHe Ha JeYEHHUETO.

ChbpaeuHO-ChAOBUTE CHOUTHS, CHOOIABAHH IO BpeMe Ha KIMHUYHHUTE POYYBaHUsL, ca
6e3cumnTomHu. [1o Bpeme Ha 4eTHPHUIACOBOTO CHPAEYHO-CHIOBO HAOMOIEHNE B THUTE HA TUTPUPAHE
€ Ha0JII0aBaHO MOHM)KAaBaHe Ha ChpJeyHaTa YecToTa (0KOJIo 7 yaapa B MUHYTa) M HA CHCTOJIMYHOTO
KpPBBHO HansArane (mo-mMayiko ot 3 mmHg) cnen npunarane Ha nekapcTBoTo. [Ipu eauH ciyyaii Ha
aTPUOBEHTPHUKYJIAPEH OJIOK BTOPA CTEMNEH MPH MAIMEHT ¢ HapyIleHa MPOBOANMOCT, JIEUEHHETO €
OKOHYATEITHO CIIPSIHO. B nmuTepaTtypata ce cho01aBaT n30MupaHy Ciay4yan Ha CAMIITOMATHIHA
OpazuKkapaust 1 XUIOTOHHSL.

[MoHmkaBaHEeTO HA KpBBHATA 3aXap MO BpeMe Ha KIMHUYHUTE TPOYYBaHUS € ACHMITOMATHYHO.
Brrpeku ToBa MMa HAKOJIKO ChOOIICHUS 33 XUTIOTJIMKEMUSI, CBbP3aHU C XUTIOTJIMKEMUYCH MTPUITA]TBK,
0 BpeMe Ha Mporpamara ¢ MIUJIOCHP/IHA IIeIT ¥ B TUTepaTypara, 0COOCHO B CIy4Yau Ha TaJyBaHe MMPH
WHTEPKYPEHTHH 3a00/s1BaHUS (BIKTE TOUKA 4.4).

EnHOBpEeMEHHOTO JIeYeHrEe ChC CUCTEMHHU KOPTUKOCTEPOUIN MOKE JIa TOBHUIIH PUCKA OT
XHUIOTTINKEMUs (BIDKTE TOUKa 4.5).

XunepkanueMus ce cho0IaBa B JIUTEPaTypaTa MpH HAKOJIKO MAMEHTH C TOJISIM YIILepUpalll
XEMaHTHOM (BIDKTE TouKa 4.4).

Cpo0I111aBaHe Ha HOJO03UPAHM HE)KEJIAHU JICKAPCTBEHU PEAKIIMU

Cpo01raBaHeTo Ha MOJ03UPAHU HEXKEIIAaH!U PEaKIMK CIIe]] pa3peliaBaHe 3a yrnorpeda Ha
JIEKapCTBEHHsI MPOIYKT € BasKHO. ToBa M03BOJISIBA 1a IPOABIIKK HAOIIOICHUETO Ha
CHOTHOIIEHUETO TOJI3a/PUCK 32 JICKAPCTBEHUS MPOAYKT. OT MEAUITMHCKUATE CIICIIUAIIMCTH Ce
M3HCKBA JIa ChOOIIABAT BCAKA IMOJ03MpaHa HEKeTIaHa PEaKivs Ype3 HaIlMOHAIHATA CHCTEMA 38
choOIIIaBane, mocoueHa B [Ipuioskenue V.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 TIlpeno3upane

CuMnToMu

TokcuuHocTTa Ha OeTa OJIOKEPUTE CE SBSIBA MTPOIBIDKCHUE HA TEXHUTE TSPATICBTHYHU e(PEeKTH:

° CopeyHuTe CUMITOMH Ha JIGKO JI0 YMEPCHO OTpaBsSHE ca HamalieHa ChpJICYHA YeCcTOoTa U
XUNOTOHUA. [Ipy MO-TEXKKO OTpaBsHE MOXKE JIa HACTHIIM aTPUOBCHTPHUKYJIApEH OJIOK, 3a0aBeHa
HMHTPaBEHTPUKYJIapHa MPOBOAMMOCT M 3aCTOMHA ChpJCUHa HEIOCTATHUHOCT.

Moske aa ce pa3Bre OpOHXOCIa3bM, OCOOCHO IPH MALMEHTH C aCTMa.

Moske 1a HaCThIIM XHUITOTJIMKEMHUsI U MPOSBHUTE HA XUIOIIMKEMHS (TPEMOp, TAXUKAPAUs) MOTaT

Jla ObJaT MACKUPAHU OT APYTH KIMHUYHH e(heKTH Ha TOKCUYHOCT Ha OeTa OJoKepuTe.
[IporpaHoion € MHOTO MacTHOPA3TBOPUM U MOXKE Jia IPEMUHE TIPpe3 KPhBHO-MO3bYHATA Oapuepa u Ja
MPEIU3BHUKA MTPUITAIBITH.

OsnajasgBaHe
[NarueHTHT TpsOBa 1a ObJE BKIIIOUECH KbM MOHHTOD, OTYMTAIL ChPACYHHS PUTHM, JIa Ce HAOJII01aBaT

KU3HCHUTE MOKA3aTeIH, IICUXUYHOTO ChCTOSIHUE U KphBHATA 3axap. HeoOxoaumo € na ce aasar
WHTPAaBEHO3HU TEYHOCTH 32 XUIIOTOHHUATA U aTPOITUH 3a Opaaukapausara. AKO NAIllMeHTHT HE pearupa
aJICKBaTHO Ha MHTPABEHO3HATa TEYHOCT TPSAOBA J]a ce OOMUCIIY NPUJIAraHeTO Ha IIFOKAroH U CJie|
TOBa Ha KarexoiaMmuHU. [Ipu OpoHXOCTa3zbM MOXKE Jja ce U3IT0JI3Ba N30MPOTEPEHOT U aMUHO(DHITHH.
[Ipompanonon He ce quanu3upa.

5 ®APMAKOJOI'MYHUA CBOMCTBA

5.1 ®apmMakoauHAMHMYHHU CBOIicTBA
dapmakoTepaneBTHyHa rpymna: bera 6mokep, HecenektuBeH, ATC kox: CO7AAO0S
MexaHu3bpM Ha AeiicTBUE

HOTCHLII/IEIJ'IHI/ITC MCXaHHU3MHU Ha ﬂeﬁCTBHC Ha MPOIIPAaHOJION ITPpU HpOJ'II/I(i)CpaTI/IBeH XCMAHTHUOM B
ACTCKa Bb3pPacCT, OIMMCAHU B JIMTCPATYypaTa, MOXKC Ia BKIIFOUBAT Pa3JIMYHU TACHO CBbP3aHNU MCXAaHNU3MMU!

o JIOKaJICH XeMOANHAMUYCH €(eKT (Ba30KOHCTPHUKIIHS, KOSTO € KJIIACHYECKO IOCIIeICTBUE OT OeTa
azpeHepruyHa Onokajaa, 1 HaMansgBaHe Ha epQy3usiTa Ha JIe3UsITa Ha XeMaHTMoMa B JIeTCKa
BB3PACT);

. aHTHAHTHOTeHEH eeKT (HamasnsiBaHe Ha mponr(epanusTa Ha CbJOBUTE SHAOTEIHN KIETKH,

HaMmalsBaHe Ha HEOBACKyJapHU3alHsiTa U 00pa3yBaHETO Ha Ch/IOBU KaHAITYETa, HAMaJsIBaHE Ha
CeKpenusaTa Ha MaTPUKCHA METAIONpoTenHa3a 9);
e(heKT BbpXy KaNWIPHUTE SHIOTEIHHA KJISTKU Ha 3a/IciCTBaHe Ha aIolTo3a,

) HaMmaisiBade Ha curgaianTe nbruima Ha VEGF u bFGF u mocegsara
aHTHOT€HEe3a/TIPOTH(epartus.

dapmakoauHAMUYHH €EKTH
[Iponpanomnon e 6Geta O61I0Kep, KOWTO ce XapakTepu3npa ¢ TpU (papMaKoIOTHIHU CBOMCTBA!

. OTCHCTBHE Ha KapauocesiekTuBHa Oera-1 GeTa OJoKuparia akTHBHOCT,
. aHTUAPUTMHUYCH e(DEKT,
. JIUICA HA YaCTHYHA arOHUCTHYHA aKTUBHOCT (MUTH MIPHUCHINA CHMIIATHKOMAMETHYHA aKTHBHOCT).

Knanangna CQDI/IKaCHOCT 1 0€30IMacHOCT IIpy nneguaTpuyHaTa momyjaannss

EdukacHocTTa Ha IPOIIPaHOIIOI IIPH KbpMadeTa (Ha Bb3PacT OT 5 CEIMMIIH JI0 5 Mecela IpH
3aro4BaHe Ha JIEYCHNETO) C MPOIH(epaTHBEH XEMAHTHOM B JIETCKa Bh3PacT. U3UCKBAII CHCTEMHO
JIeYeHHE, € TOKa3aHa B OCHOBHO PaHAOMU3UPAHO, KOHTPOJIUPAHO, MHOTOLIEHTPOBO, MHOT0/1030BO



npoyuBane, aganTuHa (asa [I/111, umaiio 3a e 1a CpaBHU YETUPU CXEMHU Ha mporpanoson (1 uiu
3 mg/kg mHEBHO B poaABDKEHUE Ha 3 min 6 Mecela) ¢ Tianedo (IBOMHOCISIIO).

JledenueTo e npunoxeno npu 456 nanuenty (401 Ha nponpaHo1oi ¢ 1o03a oT 1 wiu 3 mg/kg AHEBHO B
MIPOIBDKEHHE Ha 3 win 6 Mecena; 55 miarne60) BKIIIOYUTENHO (ha3a Ha TUTPUPAHE B IPOIBIDKCHNES Ha
3 ceamunn. [armmentute (71,3% ot xencku mou, 37% Ha Be3pact 35-90 nuu, u 63% Ha BB3pacT 91-
150 mHM) ca MMany 1eJIeBU XeMaHTMOM Ha TiaBata B 70% OT ciiy4yauTe W Mmo-rojsiMaTa 4acT OT
XEMaHTHOMHUTE B JIETCKA BB3PACT ca Owiun jiokanu3upanu (89%).

VYcnexsT Ha ICYEHUETO Ce OIIpPEACIIA KaTO ITbJIHO WJIN IMOYTHU IIBJIHO N3YE€3BaHEC HA ECJICBUA
XCMaHT' oM, KOMTO € OIleHeH Ype3 3aCIICTICHU HCHTPAJIU3UPaH HE3aBUCUMU OLICHKH, HAIIPAaBE€HU Bb3
OCHOBA Ha CHUMKH Ha 24-Ta CcIMUIIA IPH JIUIICA HA MPCKIACBPECMEHHO NPCKPATABAHE HA JICUCHUCTO.

ITpu cxemara 3 mg/kg AHEeBHO B Mpoab/DKEeHUE Ha 6 Mecena (M30paHa B Kpast Ha ¢asa I Ha
npoyuBaneTo) ce otauta 60,4% ycmnex crpsamo 3,6 % B rpymara ¢ miane6o (p croiHoct <0.0001). He
ca YCTaHOBEHH Pa3NIMKH B OTTOBOPA HA MPOIMPAHOIION MPH MOATPYIUTE criopea Bh3pacT (35-90
ma/91-150 qHM), TTONT U pa3moJIoKeHIE Ha XeMaHTHoMa (TaBa/Tsu0). [TomoOpsBaHe Ha XeMaHTHOMA €
Ha0JII0/ITaBaHO HA 5-Ta CEAMMIIA OT JICUSCHHUETO ¢ mpornpanoiol npu 88 % ot manuenture. [pu 11,4 %
OT MALMEHTUTE CE€ € HAJIOKHJIIO JICUCHUETO J1a ObJIe TIOBTOPEHO CJIE/l HETOBOTO MPEKpaTsIBaHE.

Ot eTruHH CHOOPaKEHHS, CBHP3aHU C U3IMIOJ3BaHETO HA MJane0o, NPy NalueHTH C BUCOKOPHCKOB
XEMaHTHOM HE € YCTaHOBEHO JI0Ka3BaHe Ha eukacHOCTTa. JlokasarencTsa 3a ehrkacHOCTTa Ha
MIPOTIPAHOJION TIPH MAIIMEHTH C BECOKOPHUCKOB XEMaHTHOM C€ ChABPXKAT B TUTepaTypara u B
CHeTraliHa MporpaMa ¢ MIJIOChpIHA 11e, poBeaeHa ¢ Hemangiol.

BB3 ocHOBa Ha TaHHU OT MPOCIIEKTUBHU U PETPOCIEKTUBHU NpoyuyBaHus okono 10-20% ot
MAIMEHTHUTE CE HYKIasT OT MOBTOPHO 3alI0OYBAHE HA CUCTEMHO JieueHHe. [Ipu moBTOpHO 3aroyBaHe Ha
JICYEHHETO € HaOJII0AaBaH 3a10BOJIMTENIEH OTTOBOP IIPH rojisiMa 4acT oT nauuenture. [Ipu Hiakon
TEXXKH XEMaHT'MOMHU HE00X0ANMOCTTA OT IIOBTOPHO 3all0YBaHE Ha JICUCHUETO MOXKE [ € I0-BUCOKA.

5.2 @®apMakOKHHETHYHHU CBOICTBA

Bwv3pacmuu

AOcopbuus
ITponpanonon ce abcopOupa MOYTH HATBJIHO CJIEA MepopasiHo npunokeHue. Toi obade ce mojyara Ha

€KCTEH3UBEH METa0O0JIU3bM IIPU ITHPBO IPEMUHABAHE MIPE3 YSPHUS JPOO U CPEAHO caMmo OKoIo 25%
MPOTPAHOJIOJT JIOCTUTAT JIO CUCTEMHOTO KpbBooOpaienre. [TnkoBy ruia3MeH KOHIICHTPAIHU Ce
JocTHTrat okoJio 1 70 4 Jaca cien mepopaieH nprueM. Ymorpedara Ha OoraTH Ha MPOTCHHH XPaHH
yBenr4daBa OMOHATMYHOCTTA Ha MPOTIPAHOIIOIN ¢ okojo 50% 6e3 mpoMsHa Ha BpEMETO 3a JIOCTHTaHE Ha
MMUKOBA KOHIICHTPAILIHSL.

[Iponpanonoin e cyOcTpaT Ha upeBHU edirykceH TpaHcnopTep P-rimmkonporens (P-gp). Benpeku
TOBa, IPOYYBaHUs IIpeaIonarar, ye P-gp He e no3onumuTHpal 3a ypeBHaTa abcopOuus Ha
IIPONPAHOJIOJ B PAMKHUTE Ha OOMYaliHKA TeparneBTHUEH JO30B IUAla30H.

Pasnpenenenue
[pubnuzutenso 90 % oOT IUMpPKyIHpaIIUs TPOIPAHOIION CE CBhP3Ba C IIA3MEHHUTE IPOTCHHU

(anmbymuH u anda-1-kucen raukonporenH). O0eMbT Ha pa3npe/Ie/ieHUe Ha IPOIPAHOIION € OKOJIO
4 1/kg. IIporpaHoso IpeMIHABA KPHBHO-MO3bUHATA Oapuepa 1 IareHTaTa u ce pa3npeneis B
KbpMarTa.

Buorpanchopmanus
[Ipompanoson ce MeTaboau3upa Mo TPH OCHOBHU ITBTS: apOMAaTHO XUAPOKCHIIMPaHe (OCHOBHO 4-
XuApokcunupane), N-ngeankunupase, Mocie/BaHO OT JOIMMbIHUTEIHO OKUCICHUE HA CTPAaHUYHATA




BEpUra U JUPEKTHO ITIOKypoHupaHe. II[polieHTHHUTE [s10BE Ha TE3U IIBTULIA OT 001U METa00IUu3bM
ca cboTBeTHO 42%, 41% u 17%, HO chC 3HAUNMTEIIHA HHTEPUHAUBH Iy alHa BapuabuinHoct. Yetupure
OCHOBHH KpalfHH MeTa0OJIHTa ca PONPAaHOJIOIOB TIIOKYPOHH I, HAQTHIIOKCHMIICYHA KUCETHHA 1
TIIIOKYPOHOBA KHCEJIMHA, KAaKTO U cyl(haTHU KOHIOTaTH Ha 4-XuApoKcuiponpanonoi. [Ipu in vitro
TIPOYUIBAHUS C€ YCTAHOBSBA, Ue B MeTaboIM3Ma Ha miporpadosoln yaacteatr CYP2D6 (apomaTtHo
xuapokcumupane), CYP1A2 (BepmwkHO okuciienne) u B mo-maika crernes CYP2C19.

[pu 3apaBu noOpoBoNLM He € HabMoAaBaHa pasnuka Mexay CYP2D6 ekcTeH3MBHU MeTab0ONIN3aTOPH
u cnabu MeTabonu3aTOpy 10 OTHOIIEHUE Ha MEPOPATHUSI KITUPBHHC WK €TUMHUHAIIMOHHUS TTOJTY>KUBOT.

Enumunupane
[Tma3meHusT MOMYKMBOT HA POTIPaHOIION € oT 3 110 6 yaca. [lo-manko ot 1% ot mo3ara ce

eKCKpeTHpa B HEIPOMEHEH BHU/I B ypHUHATA.

Ileouampuuna nonynayus

dapmakokrHeTHKaTa Mpyu MHOTOKpaTHOTO npuiiokenne Ha HEMANGIOL 3 mg/kg nHeBHO B 1Ba
npueMa € u3ciaeapana npu 19 kppmadera Ha Bb3pacT 35-150 qHu B HA9aI0TO HA JICUCHUETO.
DapMaKOKMHETUYHA OLICHKA € U3BbPILEHA B CTALMOHAPHO CHhCTOSHUE CIIE] JIEUCHHUE B IPOABIKCHHUE
Ha 1 win 3 Mecena.

B cTanmoHapHO ChCTOSIHUE MTPOIPAHOIIOIN ce abcopOupa ObP30, KATO MaKCHMAaJHa Ta3MeHa
KOHIIEHTpaLyst OOMKHOBEHO Ce JOCTHTa 2 yaca Clie/l IPUIOKEHHETO ChC ChbOTBETHA CpeHa CTOMHOCT
okoso 79 ng/ml, He3aBUCHMO OT BB3pacTTa Ha JETETO.

CpenHusar npuBHIeH nepopaiieH knmupsHe € 2,71 1/h/kg npu kppmadera Ha Bp3pacT 65-120 1y
3,27 I/h/kg pu xppmadera Ha BB3pacT 181-240 qau. Crenm kopurupaHe 3a TEJISCHOTO TETJIO,
OCHOBHHUTE (hapMaKOKUHETHYHH MapaMeTPH Ha MPOIPAHOIIOIN (KaTo MIa3MeH KIHPBHC), ONpeAeTIeHN
TIpU KbpMadeTa, ca Ouiu oI00HM Ha Te3H, ChOOIIEHH B INTEepaTypaTa 3a Bh3pacTHH.

MeTabonuThT 4-XUAPOKCUIIPOIIPAHOIION € ONpeIesieH KOIMYECTBEHO, KaTo MIa3MeHaTa My
EKCIO3UIHS € TIO-MaJIKO OT 7% OT €KCIO3ULMATA HA OCHOBHOTO BEILIECTBO.

ITo BpeMe Ha TOBa hapMaKOKMHETUIHO MIPOYUYBAHE, BKIIFOYBAIIO KbpPMadeTa C XEMaHTHOM,
3acTpaniaBail GyHKIMUTE, XEMaHI'OM B OTIPEJIelIeHN aHATOMUYHN MeCTa, KOHTO YeCTO 0CTaBs
TpaliHu Oene3u uiu JedopMarivs, TOJISM JIUIEB XeMaHTHOM, MaTbK XEMaHTHOM B OTKPUTH y4YacThIIH,
TEXBK YIIEpUpaI XEMaHTHOM, TICIYHKYJINPAH XEMaHTHOM, e(pHUKACHOCTTA € TIPOyYBaHa U KaTo
BTOPUYCH KPUTEPUH 32 OlleHKa. JIeUeHnEeTo ¢ mpomnpaHoIoi € A0BeJo A0 Obp30 momodpeHue (B
paMKuTe Ha 7-14 qHH) IpU BCUYKH MAMEHTH U 10 3 Mecela ¢ HaOMI0JaBaHo M3JICKyBaHEe Ha TICTCBHS
xeMaHruoM mipu 36,4% oT marueHTuTe.

5.3 TpeakJUHWYHHU JAHHH 32 6€30MACHOCT

[Tpu npoy4BaHe 3a 0cTpa TOKCUYHOCT MPH KUBOTHHU, IPONPAHOIION CE CYHUTA 38 YMEPEHO TOKCUIHO
BemecTBo ¢ nepopaiaa LD50 okomo 600 mg/kg. OcHoBHHTE e(DeKTH Clie]] MHOTOKPATHO MPIIIOKEHNE
Ha TPOTPAHOJION MPU Bh3PACTHU U MJIA]IU TUTHXOBE Ca MPEXO/IHO HAMAJIIBaHE Ha TEJIECHOTO TETJIO
HaJ|IaBaHe Ha TEJECHO TErJI0, CBhP3aHO C MPEXOIHO HaMAJISIBAHE Ha TETJIOTO Ha OpraHu. Te3u eexTn
ca OWJIM HaITBJIHO 00OpaTHMU CJIe]] IPEKPATSIBaHE HA JICYCHUETO.

[pu npoy4BaHusl, IPXU KOUTO MUIITKH H TUTHXOBE Ca MTOIYYaBaJH MPOIPAHOJIONIOB XHIPOXIOPU C
XpaHa B IpoabiDKeHue Ha 18 mecena mpu no3u 10 150 mg/kg nHEeBHO, HAMA TOKa3aTeNCTBa 3a
TyMOpOTeHe3a, CBbP3aHH C JIEKapCTBOTO.

BbIpeku de HIKOM JaHHM Ca HESICHU, Bb3 OCHOBA HA BCUYKH HAIMYHHU i1 Vitro W in vivo TaHHU MOXE
Jla C€ 3aKII0YH, Ye MPOIPAHOJION HAMA TeHOTOKCHYCH MOTEHITHAIL.



[MponpaHoso, TaBaH Ha B3PACTHH XKEHCKHU TUIHXOBE YpPe3 MATOYHO MIIM BATHHATHO IPUIIOKEHHE, €
OWJT MOIITHO aHTHUUMILTAHTAIMOHHO CPEJICTBO IPH /1032 > 4 mg Ha )KMBOTHO, KaTO e()eKTUTE ca
obpatumu. [1py BB3pacTHU MBXKKHU TUTbXOBE, MHOTOKPATHOTO TPUIIOKECHHUE Ha BUCOKHU 103U (>

7,5 mg/kg) mponpaHoIION € MHAYIUPAJIO XUCTONATOJIOTUYHH JIC3UN HAa TECTUCUTE, SUAUIUMA 1
CEMEHHHTE MEXypueTa, HaMaJIsIBaHe Ha ITOJIBUKHOCTTA Ha CIIEPMATO30MINTE, KOHIICHTPAIIUATA Ha
CIIepMAaTO30WINTE, TUTA3MEHHUTE HUBA HAa TECTOCTEPOH M 3HAYMMO YBEIUUCHIE HA aHOMAJIMUTE Ha
TIIABUYKATA W OMAIlKaTa Ha criepMaTto3onauTe. EdekTure 00MKHOBEHO ca HAITBIIHO 0OpPATUMH CIIe]
MPEeKpaTsBaHe Ha JieueHUueTo. [1o100H pe3ynTaTu ca Moy4aBaHu Cie]] MPUIOKECHUE Ha
MIPOITPAHOJIOIN B TECTHCUTE M U3IIOJI3BAHE HA in Vitro MOJeNi. Berpeku ToBa, B Mpoy4BaHe, IPOBEACHO
MPY MJIaJIA )KUBOTHH, TPETUPAHU TPEe3 LIEHs IEPHOJI HA pa3BUTHE, ChOTBETCTBAI HA KbpMadyecKa
BB3PACT, IETCTBO U FOHOIIECTBO, HE € HAOMI0JaBaH eeKT BbPXY PEepTHIUTETA IPU MBKKUTE U MIPH
JKEHCKHTE KUBOTHH (BXX. ToUKa 4.6).

[NorenumanuuTe eeKTH HA IPONPAHOIION BHPXY Pa3BUTHETO Ha MIIaJH IUTBXOBE Ca OLICHEHH Bb3
OCHOBa Ha THEBHO MEPOPAIHO NPUIIOKEHHE Clle YeTBbpTHs mocTHataneH aeH (PND 4) no PND 21
mipu 1o30Bu HUBA OT 0, 10, 20 wim 40 mg/kg nHEBHO.

CMBPTHOCT C HesICHa, MaKap ¥ MaJIkO BEpOsTHA BPH3Ka C JIeUeHNETO, € HaOmoaBana nmpu 40 mg/kg
THEBHO, KOETO BOJH 110 HUBO Oe3 HabmonaBanu Hexenanu epextn (NOAEL) 20 mg/kg aaeBHO 11O
OTHOLICHUE HA IOBEHUJIHATA TOKCUYHOCT.

[To oTHOIIEHNE HA PENPOAYKTUBHOTO PA3BUTHE, pACTEXa U HEBPOJIOTMUHOTO PAa3BUTHUE JIUIICBAT
e(eKTH, CBBP3aHHU C IPONPAHOIIOI, WM 3HAYMMHU OT TOKCHKOJIOTUYHA IJIeJJHA TOYKa HAXOJIKU IPU
40 mg/kg nHEBHO, KOETO KOpenupa ¢ TpaHULX Ha 6e30macHOCT 1,2 IpH KEHCKUTE HHAWBUAN U 2,9
TIPU MBKKUTE WHIAWBHUIN, Bb3 OCHOBA Ha cpeaHaTa eKCIO3UITHS Ha mpomnanoion Ha PND 21.

6 DOAPMALEBTUYHU JAHHU

6.1 Chnucnbk HAa IOMOIIHUTE BelleCTBA

XUApOKCUETUIIETYII03a

3axapuH HaTpHHA

Apowmart Ha srona (Chabp)ka MPOTMIICHTIIHKO )
Apowmat Ha BaHWIHA (CHABPKA MPOTMICHTIIHKOI)
JlmMoHeHa KucenTnHa MOHOXHAPAT

IIpeuncrena Bona

6.2 HecnBMecTHMOCTH

[Ipu numica Ha MpOy4BaHUs 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT HE TPsIOBa J1a ce CMecBa ¢
JIPYTH JEKapCTBEHHU NMPOIYKTH.

6.3 Cpox Ha rogHoct

[Ipenun oTBapsiHe: 3 TOAWHM.
Cren mbpBOHAYAIIHO OTBApsIHE: 2 Mecera.

6.4 ChneunmaJjHu ycJOBHS HA CbXpPaHEHHe

CoxpansBaiiTe OyTHiIKaTa BB BHHIIHATA KapTOHEHA OMAaKOBKa, 32 J1a Ce MPeIa3y OT CBETJINHA.

[a He ce 3ampaszsBa.

CoxpansBaiiTe OyTHIIKaTa ¥ CHPUHIIOBKAaTa 3a MepopasHd (JOpPMHU 3a€HO BHB BBHIITHATA KapTOHEHA
OITaKOBKa MEXTy YIIOTpeOuTe.



6.5 Buau cbabpkaHue HA OMIAKOBKATA

120 ml pastBop B OyTmnka Tum Il OT TEMHO CTBKJIO, C BIOXKA OT IMOJTUCTHIIICH C HUCKA ITBTHOCT U
3alUTeHa OT Jlella Karmayka Ha BUHT, KOATO C€ JOCTaBs ¢ 5 ml MOJUIponuIeHoBa CIIPUHIIOBKA 3a
nepopaHu GopME ¢ TIOTUETUIICHOBO OyTaso, rpaayupana B mg (ot 1 mo 19 mg) npompanosnon 6a3a.
OmnakoBKka: KapTOHEHAa OMAKOBKA ChIbpiKamia 1 OyTHiika v 1 CpHUHIIOBKA 32 EPOpaTHU POPMH.

6.6 ChneunajgHu Npeanas’Hu MePKHU NPHU U3XBBLPJIsSTHE

Hsma cnennanam n3ncKBaHUA.

Hewnsnom3Banuar nexapcTBeH NPOAYKT WIH OTIIAIbUHUTE MaTepPHal OT HEro TpsOBa /la ce U3XBBPIIAT
B ChOTBETCTBUE C MECTHUTE U3UCKBAHMUSI.

7 HPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

PIERRE FABRE MEDICAMENT
Les Cauquillous

81500 Lavaur

OPAHLIUA

8 HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/14/919/001

9 JATA HA I'bPBO PA3ZPEIIABAHE/TIOJJHOBSBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jata Ha mpBO paspemanane: 23 anpun 2014
[ata Ha nmocienHo nonHoBsBane: 15 sayapu 2019

10 JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MoapoOna nHpopManus 3a TOBa JIEKapCTBO € MpelocTaBeHa Ha yeOcalita Ha EBponelickaTa areHIus
T10 JIeKapcTBara http://www.ema.europa.eu.



http://www.ema.europa.eu/

INPUJIOKEHUE I1
MNPOU3BOJUMTEJIN, OTTOBOPHU 3A OCBOBOKJIABAHE HA
IMAPTUIN

YCJIOBUA NN OT'PAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3UCKBAHMUS HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA "
E®PEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT



A. HPOU3BOAUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIU

HmMme u agpec Ha nmpon3BoauTensa(UTe), OTTOBOPEH(HHK) 38 OCBOOOKIaBaHE HA NAPTUINUTE

Farmea

10, rue Bouché Thomas
ZAC d'Orgemont
F-49000 Angers
®paHuus

PIERRE FABRE MEDICAMENT PRODUCTION
Site PROGIPHARM, Rue du Lycée

45500 GIEN

®paHuus

IleyaTHaTa ITUCTOBKA Ha JICKaApCTBCHUSA NPOAYKT TpiI6Ba Ja CbAbpiKa UMCTO U aApeCa Ha
IIPOU3BOAUTEIISA, OTTOBOPEH 3a OCB060)K,Z[aBaHCTO Ha CbOTBECTHATA MapTruaa.

b. YCJIOBUs NJIIK OT'PAHUYEHUA 3A TJOCTABKA U YIIOTPEBA

JlexapCTBEHUAT MIPOAYKT C€ OTILyCKa 10 OTPaHUUEHO JIeKapcKo npennucanue (Bx. [Ipunoxenue I:
Kpartka xapakrepucTika Ha MPOAyKTa, ToUKa 4.2).

B. JPYI'M YCJIOBUA U U3UCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA

. IeprnoanyHu aKTyaJIM3MPaHH JOKJIAIM 32 0€30IaCHOCT

W3uckBaHusATa 3a IPEJCTaBSHE HA IEPHOAUYHU aKTyaIU3UPaHH JOKIIaIu 3a 6€301aCHOCT 32
TO3M JICKapCTBEH MPOIAYKT ca MOCOUEHH B CIMCHKa Ha pedepentHute aati Ha Crro3a (EURD
cnuchK), npeasuieH B wieH 107c¢ (7) ot Jupextusa 2001/83/EO, u BCHUKHU MOCIeBAIIN
aKTyanu3aluu, MyOJuKyBaHHU Ha yeb noprana Ha EBponelickaTa AreHIus 3a JIeKkapcTBaTa.

I'.  YCJIOBUsA NN OI'PAHUYEHUSA 3A BE3OIIACHA U EGEKTUBHA YIIOTPEBA

HA JIEKAPCTBEHUS TPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[TputexaTensat Ha pa3pemieHneTo 3a ynorpeda (IIPY) tpsdBa na u3BbpIBa H3UCKBAHNUTE JEHHOCTH H
IIeWCTBHSI, CBBP3aHU C TIPOCIIeIsIBaHe Ha JIEKapCTBEHATa O€30IIacHOCT, TOCOYeHH B 0100peHus [TV P,

npencrased B Mozyn 1.8.2 na Paspemenuero 3a ynorpeda, KakTo ¥ IPU BCUUKHU CIIE/IBAIIH
CBhITIAaCYBaHU aKTyanu3anuu Ha [TYP.

Axtyanusupad [1YP Tps6Ba na ce nmomasa:

e 110 HcKaHe Ha EBpomnelickata areHIus no JeKapcTBaTa;

e BHHArW, KOraTo Ce U3MEHS CUCTEeMara 3a YIIpaBJIEHHE Ha PUCKa, 0COOCHO B pe3ynTaT Ha
MoJTy4aBaHe Ha HOBa MH(OPMAITHS, KOATO MOXKE Ja JTOBEJIE 10 3HAYMMU IIPOMEHU B
CHOTHOIIIEHUETO TOJI3a/PUCK, WITH CJIE]] JOCTUTAHE Ha BayKEH eTarl (BbB BPh3Ka C
MpOCIesBaHe Ha JeKapCcTBEeHaTa 0€30IMaCHOCT MM CBEXX/IaHE Ha PUCKA 0 MUHUMYM).



° IlOH'l)JIHI/ITeJIHI/I MEPKH 32 CBCKAAHE HA PUCKA 10 MUHUMYM

[1PY tpsbBa na ocurypu o0y4uTEIeH MaTepra 3a MpeiIoKeHOTO MOKa3aHue, KOUTOo Ja ce
pasnpocTpaHsBa OT JEKapHUTe U Jja € HACOUSH KbM BCUYKH OOTPIIKBAIIIM JIMIIA, KOUTO CE OYaKBa J1a
npurotsat u npmwiaraT HEMANGIOL nHa gema. To3u oOyduTeneH MaTepral uMa 3a 1€ JIa TTOBHUIIH
OCBEZIOMEHOCTTa OTHOCHO BaXKHUTE PHCKOBE OT XUIIOINIMKEMUSI U OPOHXOCHA3bM CJe]l IPUeMaHe Ha
HEMANGIOL u na npenoctaBu HACOKH Kak Ja ce HaOIro1aBaT/ynpaBisBaT Te31 PUCKOBE.

Jpyra 1ien e 1a MHCTPYKTHpa OOTpHyKBAILUTE JIMLA Ja XPaHIT IPaBUIHO JelaTa [0 BpeMe Ha
JICUEHHETO, 32 J1a c€ U30€rHe PUCKBT OT CEPUO3HA XUIIOTIIUKEMHUSL.

[TIPY Ttps6Ba Aa chriracyBa ChABPKAaHUETO U hopMaTa Ha OOYIHTEITHUS MaTEPHAal, 3a¢THO C TIaH 3a
KOMYHUKAIIHSA, C HAIIMOHAJIHUSI KOMIIETCHTEH OpTaH MpeJiy J1a pa3npoCcTpaHsBa 00yIUTSITHUS
martepuan. O0ydnTeTHUAT MaTeprai TpssOBa ga Obe Ha PasloIoKEHUE 3a PA3POCTPAHCHHE TTPETH
JIAHCHpaHE Ha HOBOTO IMOKa3aHue (JieueHue Ha Mpoinu)epaTuBEH XeMaHTHOM B JIETCKa Bb3PacT) B
JbpKaBaTa YJICHKA.

OOyuYuTeTHUAT MaTeprai 3a OOTPIKBaITH Jiniia, KouTo Jekysat aera ¢ HEMANGIOL, tps6sa na
BKITIOUBA CJICJIHUTE KITFOYOBH €IEMEHTH 32 0€30MacHOCT:

e udopmarnus 3a pucka OT XUIIOTIMKEMHUS], KOUTO OCTaBa €IHAKBO 3HAUMM IIpe3 LEIHs TIEPHOL
Ha JIEUEHHE,
e Nudopmanus 3a ycnosusra, npu kouto HEMANGIOL e Tpsi6Ba na ce npuiara

e Mudopmarus OTHOCHO MpaBriTHATA MPOLIEAYpa 3a IPUTOTBSIHE U TIpUiIaraHe Ha MPOAYKTa,
BKITFOUUTEITHO:
- CpBeT Kak J1a ce XpaHAT JeraTa o BpeMe Ha JICUCHUETO
- Mudopmanus 3a HauMHA Ha OTKPUBAHE U CIIPABSIHE C BCEKU MPU3HAK HA XUITOTITHKEMHSI 10
BpeMe Ha neueHuero c HEMANGIOL
(pannu cumnmomu Kato OJIETHOCT, yMOpa, U3MOTIBAHE, TPEIepeHe, ChPIlcOneHE,
TPEBOXKHOCT, TJaJl, TPYIHO CHOYKIIAHE; OCHOBHU CUMAMOMU KAaTO TIPEKOMEPEH ChH,
3aTpyaHEH OTTOBOP, JIOUIO XpaHEeHe, MOHKaBaHe Ha TeMIIepaTypaTa, FrbpuoBe (IPUIAIbIHN),
KpaTKHY Nay3H B JUIIAHETO, 3ary0a Ha Ch3HAHUE).
Hudopmarus 3a HauMHA HA OTKPUBAHE M CIIPABSIHE C BCEKU MPU3HAK HA OPOHXOCIA3bM I10
Bpeme Ha neueHrnero ¢ HEMANGIOL: kanmuiia, cBbp3ana ¢ Obp30 WIK 3aTPYJHEHO IHUIIAHE,
W/WJIH XPUTIOBE ChC WU 0€3 CHHKAB I[BAT HA KOXKa.
- MHCcTpyKumu xora aa ce npeycranoBu nmpueMbT Ha HEMANGIOL u 1a ce cBbpKar ¢
MEIUIIMHCKH CTIET[HAITUCT:
» AKo 1o BpeMe Ha JICYCHHETO HACTBITAT MPU3HAIIN U CUMIITOMH Ha XUTIOTJTUKEMUS
(TpsiO6Ba He3abaBHO J1a ce Aajie Ha JeTeTOo MocaaeHa TeUHOCT, aKo JETETO € B
Cb3HaHUE),
» AKo ce MOSIBAT MPU3HAIM U CHMIITOMH Ha OPOHXOCTIAa3bM,
» B ciyuait Ha HHGEKIUH WK IPYTH CUTYAIlUH, TIPU KOUTO MMa TI0-BHCOKH HYKIH
OT TUTIOKO3a (CTYI, CTPEC) M CUTYyalluH, KOUTO CE OTPEAETIAT KaTo TIayBaHe 3a
naruenTa (Harmp. HeJJOCTaTh4YCH MPUEM Ha XpaHa, HHPEKIUs, TOBPHIIAHE).
- MHctpykuuu 3a npurotssiHe Ha pa3tBop Ha HEMANGIOL



INPUJIOKEHHUE II1

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA



A. JAHHHU BBPXY OITAKOBKATA



JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA U
ITbPBUYHATA OITAKOBKA

KAPTOHEHA OITIAKOBKA / BYTUJIKH

1.

HNUME HA JIEKAPCTBEHUSA TPOAYKT

HEMANGIOL 3,75 mg/ml nepopaJieH pa3TBop
MPONPAHOI0]

2.

OBABABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

1 ml ot pastBOpa chabpka 4,28 mg MPOIPAHOIIOIOB XUAPOXIOPHI, EKBUBAJICHTHO Ha 3,75 mg
MPOTPAHOJIOJL.

| 3.

CIIUCBK HA IOMOIIIHUTE BEHIECTBA

ITomomrao B€IICCTBO C U3BCCTHO ﬂeﬁCTBHeZ MMPOMUIICHT JIUKOJI.

| 4.

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

ITepopanen pa3rBop
1 6ytunka ot 120 ml 1 1 cipuHIIOBKa 3a TiepopaliHu HOpMHU.

5.

HAYMH HA ITPUJIATAHE N ITbT(MIIIA) HA BBbBE/KJAHE

Wznomn3Baiite ¢ momorra Ha COPUHIIOBKAaTa 3a MepopanHud (GopMu, TpaayrupaHa B mg MPOIpPaHOIION,
BKJIIOUEHA B OMakoBKaTa. He m3nomn3BaiiTe Ipyro CpeacTBO 3a U3MEpBaHE.

He paszknamaiite OyTriikara nmpeau ynorpeoa.

[Ipenu ynotpeba npoyereTe NUCTOBKATA.

[epopanno npunoxxeHue

6.

CIIEHUAJIHO NPEAYIIPEXJAEHHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JTELIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HCJAOCTBIIHO 3a JCIIa.

| 7. JAPYTI'N CHEHUAJIHU TPEAYIPEXJIEHUSA, AKO E HEOBXO/JINMO
| 8. JATA HA U3STHNYAHE HA CPOKA HA TOAHOCT
TI'oxmen no:

CJ'ICZ[ MIBbPBOHAYAIIHOTO OTBAPAHE, JICKAPCTBOTO Tpﬂ6Ba Ja CC U3MO0JI3Ba B CPOK OT 2 Mecea.




9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

CoxpansBaiiTe OyTHIKaTa BB BHHIIIHATA KAPTOHEHA OMAKOBKa, 32 J1a CE MPEATa3H OT CBETIIMHA.
CrxpansBaiiTe OyTHIIKaTa U CHPUHIIOBKATA 3a MEpOpaTHA (OpPMH BbB BHHIIIHATA KAPTOHEHA OTTaKOBKa
MEX/1y BCSIKa yrmoTpeoa.

a He ce 3ampassBa.

10. CHEHNUAJIHU HPEJAIIA3HU MEPKHU IIPU U3XBBPJIISIHE HA HEU3IIOJ/JI3BAHA
YACT OT JJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHU MATEPHUAJINA OT TAX,
AKO CE U3UCKBAT TAKHUBA

11. HUME U AAPEC HA ITIPUTEXKATEJISA HA PASPEIIIEHUETO 3A YIIOTPEBA

PIERRE FABRE MEDICAMENT
Les Cauquillous

81500 Lavaur

OPAHIIUS

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/14/919/001

13. MAPTHUAEH HOMEP

[Naptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. HWH®OPMAIIMSA HA BPAMJIOBA A3EYKA

HEMANGIOL

| 17. YHUMKAJIEH NWJEHTUO®UKATOP — IBYU3MEPEH BAPKO/

JIByn3amMepeH 6apKoJI ¢ BKIIOYCH YHUKAICH HICHTU(PHKATOD

| 18. YHUMKAJIEH WJIEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {Homep}
NN: {Homep}



Bb. IUCTOBKA



JlucroBka: nngopmanusi 3a noTpeduTeNsA

HEMANGIOL 3,75 mg/ml nepopasen pa3tBop
MIPOIIPAHOIION

IIpoyereTe BHUMATEITHO LSIJIATA JUCTOBKA, Mpeau Bamiero fere 1a 3anovHe 1a npueMa ToBa
JIEKapCTBO, Thil KATO TS ChAbpP:Ka BaxKHa 3a Bac undopmanus.

. 3anazere Ta3u JUCTOBKA. MOXKe /1a ce HANOXKHU J1a 51 IPOYETETE OTHOBO.

. AKO UMaTe HIKaKBU JIOIBIHUTEITHH BBIIPOCH, ITonuTaiTe Bamms iekap i GpapMareBT wiu
MEAHNIINHCKA CECTpa.

. ToBa nekapcTBO € ImpeanucaHo JU4HO 3a Bamero aere. He ro nmpeotrcTbnBaidTe Ha IpyTH Xopa.

To Moxe 1a UM HaBpe¥, He3aBUCUMO Y€ MTPU3HAINTE Ha TAXHOTO 3a00JIsIBaHE Ca CHIUTE KaTO
Ha Bamrero gere.

° Axo Bamieto aete nonyuu HSIKaKBU HEXKEJIAHU JICKaPCTBEHU peakinuy, yBeaomere Bamus nexap
NN (bapMaueBT WM MCIUIIMHCKA ceCTpa. TOBa BKJIFOYBA U BCUYKHU BB3MOKXHU HCKCIIaHU
peaxIuu, HeoNMCaHu B Ta3H JUCTOBKA. Bikre Touka 4.

KakBo chabpika Ta3u JIMCTOBKA

Kakso mpencrasnsisea HEMANGIOL u 3a kakBo ce U3nosi3Ba

Kakso Tpsi0Ba na 3Haere, npeau Bamerto nere na npuema HEMANGIOL
Kaxk na ce npunara HEMANGIOL

BB3M0XHU HEXKETaHU PEAKIINU

Kaxk na cexpanssatre HEMANGIOL

CrapprkaHre Ha ONIAKOBKATA U IOMBIHUTENHA HH(pOpMaIus

SNk =

1 Kakso npeacraBassa HEMANGIOL u 3a kakBo ce H310J13Ba

Kakso npencraBiassa HEMANGIOL
Nwmero na Bameto nexapctBo e HEMANGIOL. AxTtuBHaTa ChCTaBKa € MPOMPAHOIION.
[IporpaHoon MpUHAUICKH KbM IpyIia JICKapCcTBa, U3BECTHH KaTo OeTa-0JIoKepH.

3a KakBO ce H3MOJI3BA
ToBa nekapcTBO ce U3Mo3Ba 3a JeUeHHe Ha 3a00sBaHe, HapeueHO NH(aHTHIICH (IeTCKH)
XEMaHTHOM. XEMaHTHOM € ChOMpaHe Ha JOITBIHUTEHN KPHBOHOCHHU CHIOBE 1O/ (hopMaTa Ha OydKa B
WJIH TIOJT KO)kKaTa. XeMaHTHOMBT MOXKe Jla ObJie TOBFPXHOCTEH MK ABI00K. [loHsKoTa ce Haprya
,»ATOJIOB OEJIer Mo poXkKACHUE , ThH KaTO MOBLPXHOCTTA MY HPUJIMYA MAJIKO Ha ATOja.
[Ipunaranero Ha Hemangiol craptupa npu fieria Ha Bb3pacT OT 5 CeAMUIH 10 5 Mecera, Koraro:
- JIOKaJM3UPAHETO W/WIIN Pa3IIUPSIBAHETO HA JIG3UHUTE 3acTpalliaBa KUBOTa WK GyHKIIHTE (01
MOTJIO JIa YBPE/IU )KU3HCHOBAXKHU OPTaHU WIIM CETHBA KAaTO 3PCHUE WU CITYX);
- XEMaHTHOMBT € YJIepaTHBeH (T.€. C paHa Ha KO)KaTa, KOATO HE MOXE J1a 3a3/[paBee) H
00JIe3HEH /MM HE CE MOBJIMSABA OT 0OMKHOBEHU MEPKH 32 TPETUPAHE HA PaHM;
- CBIIECTBYBA PHUCK OT IOCTOSTHHU OeJie3u Wil 00e300pa3siBaHe.

2 Kaxso Tpsi0Ba 1a 3HaeTe, IpeAn BameTo aete 1a npueMa Hemangiol

He nasaiite HEMANGIOL
Axo Bammero gere:



. € POJICHO MPEK/ICBPEMEHHO U HE € JOCTUTHAJIO KOpUTHpaHaTa Bh3pacT 5 CeIMUIIH
(kopurrpanaTa Bb3pacT € Bb3pacTTa, Ha KOSATO MPEKIESBPEMEHHO POJICHOTO JIeTe O OMII0, ako €
OmI0 POJICHO Ha JaTaTa Ha TEPMHUHA).

. € aJIepruYHO KbM MPOINPAHOIION WIH KbM HSIKOSI OT OCTAHAJIMTE ChCTABKH HA TOBA JIEKAPCTBO
(n30pocHM B TOUuKa 6). AJleprudHaTa peakius MOXe Jia BKIF04YBa 00pHUB, ChPOSK MM HEAOCTHUT
Ha BB3AYX.

. “Ma acTMa WM aHaMHe3a 3a 3aTPyTHEHUS B TUIIIAHETO.

. nMa 3a0aBeHa ChpJieuHa YecToTa 3a CBOsITa Bb3pacT. Mo nposepere npu Bamms nekap, ako
HE CTE CUTYpPHHU.

. uMa chpiiedeH npobiieM (KaTo HapyIIeHHs Ha ChbPICYHUSI PUTHM U ChpACYHA HEIOCTATHYHOCT).
“Ma MHOTO HHCKO KPBBHO HajsiraHe. AKO He CT€ CUTYpHH, MOJIS KOHCYIITHpaiiTe ce ¢ Bams
nieKap.

o uMa mpodIeMy ¢ KphbBOOOPAIIEHUETO, OT KOUTO MPBCTUTE HA KpaKaTa U PhIIeTe My ca
M3TpBIHAIM U Onenn (peHomeH Ha PeiiHo).

o € CKJIOHHO KbM HHCKO HUBO Ha KpbBHATA 3axap.

o MMa BUCOKO KPBBHO HaJsiraHe, MPUYMHEHO OT TyMOp Ha Han0nOpeuHara sxie3a. Toa ce Hapuya

,»(PEOXPOMOIIMTOM ® HJIH ,,TAparaHrIHOM ",

AKO KbPMHTE JICTETO CH U aKO IpUeMate JIeKapcTBa, KOUTO He TPsiOBa J1a ce U3MOMI3BAT C
HEMANGIOL (BuxrTe ,,Ak0 KbpMuTe aeteTo cu“' u ,,J{pyru nekapcrsa 1 HEMANGIOL®), He
JaBaiiTe ToBa JIEKapCTBO HA JIETETO CH.

IIpenynpeskaeHns ¥ npeAnasHu MEPKH
Ipeau Bamero aere na moayun HEMANGIOL, ka:kere Ha Bammus Jekap:

e axo JeTeTo Bu mMa npobiemu ¢ yepHus apod wiu 0bOperute. ToBa TekapcTBO HiAMa J1a Obe
MPENopbYaHO B CIIydail HAa YBpeXAaHe Ha YepHus Apo0 uiu Ob0penure.

e ako zetero Bu e nmano HsKora ajepruiHa peakius He3aBUCUMO OT MPOU3Xoa (Harmp.
JIEKapCTBO WJIM XPAHUTEITHO BEIIECTBO U T.H.). AJIepruyHaTa PeaKiis MOKe J]a BKIIOUBa
00puB, cbpOEX WK HEJJOCTHT Ha BH3IYX.

e axo JeTeTo Bu mMa ncopuasuc (Be3MaIUTENHO 3a00IsIBaHe, TPUIHHSBAIIO YEPBEHH,
JIIOCTIECTH METHA TI0 KOXAaTa), Thi KaTO TOBA JEKapCTBO MOKE /1a BIIOIIM CUMITOMUTE HA TOBA
3a00JIsIBaHe.

e ako zetero Bu mma auabet: B TO3M cilydail HUBOTO Ha KpbBHATa 3axap Ha Bamero nere
TpsiOBa J1a ce u3MepBa Mo-4eCTo.

e ako JeTeTo By MMa chplievHa HeJJOCTaThYHOCT (KOTraTo ChPIIETO HE M3MOMITBA KPBBTA TaKa
no0pe, KakTo Ou TpsOBaIO) ChC 3aIyX, YMOpa U MOAyBaHe Ha TTIE3EHUTE, JICUSHUETO TPSOBa
Jla ce MPOBEX/a OT KapIuOJIor, Thil KaTO TOBA JIEKAPCTBO MOJKE J1a TOBEIE O MO-TEXKKa
ChpJIeuHa HEOCTaThUHOCT.

e ako Bamero nere uma PHACE cunapom (3abosisiBaHe, Ipu KOETO c€ KOMOMHHUPAT XeMaHTMOM
Y ChJIOBU aHOMAJIMH, BKJIFOYMTEITHO aHOMAJIMU HA MO3bYHHU KPHBOHOCHH ChJIOBE), THi KaTO
TOBA JIEKaPCTBO MOJKE /1A IIOBHILH PHCKa OT MO3bYEH yAap.

Baxuu npusHanu, Ha KOMTO Aa ce 00pbIIAa BHUMaHMe cJjel npuiaarasero Ha HEMANGIOL

PuckoBe oT XHIIOTTITHKEMHS

ToBa jekapcTBO MacKpa npeaynpeauTeTHATe IPU3HAIM Ha XUIOTIIMKEeMUs (M3BECTHA CHIIO KaTo

HHCKO HUBO Ha KpbBHATa 3axap). To ChII0 Taka MOXeE J1a BIOIIN XUITOTJIMKEMUSTA TIPH JIela, 0COOEHO

Mo BpeMe Ha TJaxyBaHe (Harmp. HeIOCTaThYCH MPUEM Ha XpaHa, ChIIbTCTBAIA HHPEKIHSI, TOBPBIIAHE)

WM TIpY TIOBUILIEHH HYKIU OT TIIIOK03a (CTY, CTpec, HH(EKINH),B cly4yaid Ha Mpeo3upaHe Wil B

Clly4ail Ha ChITBTCTBAIIO JICYCHUE C KOPTUKOCTEPOHIH. Te3u mpu3HaIy Morar Jia Obaar:

e Jlexu: GieHOCT, yMOpa, H3NOTSIBaHEe, TPETIEpeHe, ChplieOneHe, TPEBOKHOCT, IJIaJl, TPYIHO
chOyXKIIaHe.



e  (OCHOBHHU: IPEKOMEPEH ChH, 3aTPyAHECHUE Ja OTrOBaps, JOLIO XpaHECHE, TOHIKaBaHEe HA
TeJecHaTa TeMIIepaTypa, TbpuoBe (IPUIIAIbLIHN), KPATKU MTay3U B AUIIAHETO, 3aryda Ha Ch3HAHHE.

PuckbT o1 PAa3BUTHEC HA XHIIOTJIMKEMUA 0CTaBa 3HAYUM IIPE3 LEJIHUA NMEPUOI HA JICUCHHEC.

3a 1a ce n30erHar puckoBere oT xunorjaukemus, 1o3ara HEMANGIOL tpa6Ba na ce npueme
10 BpeMe WJIH HelOCPeACTBEHO CJie[l XpaHeHe U 1a ce H305irBa pHeM Ha MocJieHaTa 103a
HEeIOCPEACTBEHO Npeau ChH (B:K. Touka 3). Bamero nere TpsioBa 1a 6bae XpaHEHO J0CTATHYHO
U PelOBHO 110 BpeMe Ha Je4eHHeTo. AKO 1eTeTo He siie A0CTab4HO, Pa3BHe APYro 3a00JIsiBaHe
WJIM NOBPB1IA, ce NPenopb4Ba Ja NPoNycHeTe 103aTa.

HE JJABAWITE HEMANGIOL HA JETETO CH, JJIOKATO HE 3AIIOYHE OTHOBO JA
CE XPAHHU ITPABUJIHO.

Axo gereTo Bu uMa npu3HaNU HA XUTNIOTJIMKeMus Mo Bpeme Ha npueM Ha HEMANGIOL,
crpeTe JieYueHUETO U ce 00ajeTe BeIHAra Ha Jiekap WM OTHeTe HANPaBo B 60JIHMLA. AKO
J€eTeTo € B Ch3HAHHUe, 1aliTe My Mpe3 YCTaTa TEYHOCT, ChAbpaKaIla 3axap.

PuckoBe ot OpoHxocna3bm

Crpere JICUEHHUETO U Ce CBBPIKETE C JIeKap He3abaBHO, ako cien karto nanete HEMANGIOL na
Bamero aere 3a0enexure CISAHATE CUMIITOMH, KOUTO TPE/NOaraT HaTudrue Ha OpOHXOCa3bM
(BpeMeHHO CBHBaHE Ha OPOHXUTE, KOETO BOJH JI0 3aTPYAHECHO JUIIIAHE): KAUIUIA, OBP30 WIH
3aTpyJHEHO JUIIaHE WIH XPHUIIOBE, CBbP3aHH WM HE C MOCHHSIBAHE HAa KOXKATA.

Crpere JieyeHHeTO 1 He3a0aBHO ce CBBbPIKeTe ¢ JIeKkap, ako Baiero fere nMa CHMIITOMH Ha
NMPOCTya M MMa 3aTPyIAHEeHUs B TUIIAHETO U/Mau XpunoBe fokaTo npuema HEMANGIOL.

Puck ot xunoronus u 6paaukapaus (3adaBeHa cbp/ie4Ha 4ecTOTAa)

HEMANGIOL mosxe 1a TOHM)XH KPBBHOTO HaJIsIraHe (XMIIOTOHUS) U Jia 3a0aBU ChpjieUHaTa YeCTOTa
(6panukapaus). Eto 3amo BameTo gere TpsOBa na ce HaOmronaBa ot Jiekap  Jia ce CIIeu ChpaeyHaTa
YEeCTOTa B MPOIBKEHUE HA 2 yaca clie]] IbpBoHavyanHarta go3a. Cnen ToBa Bamust nekap e
MIpeTJIeXkKaa PEAOBHO AeTeTO B 10 BpeMe Ha JICUeHHUETO.

Crpere JieyeHHETO H He3a0aBHO ce CBBPIKeTe ¢ JIeKap, aK0 AeTeTo Bu nMa npu3Hanu KaTo
yMOpa, CTyJIeHlHA, 0J1e/1a, ChbC CHHKAB IBAT K0Ka WM MOJYYH NPUNAIbK, 10KAaTO MpueMa
HEMANGIOL.

Puck ot xunepkaauemust
HEMANGIOL mosxe 1a moBUIIM HUBOTO Ha KaJiuil B KpbBTa (xunepkanueMus). B ciayyait Ha romnsm
yJILepupall XeMaHruoM TpsioBa 1a Ob/ie M3MEPEHO HUBOTO Ha KaJMiil B KpbBTa Ha Bamero nere.

Axko Bamiero nere TpsioBa 1a 0bjae NOAJI0KEHO HA 0011[a YIIOHKA

Kaxere Ha nekaps, ge To npuema HEMANGIOL. Tps6Ba na HanpaBuTe TOBa, 3al10TO KPHBHOTO
HaJIsiraHe Ha BaieTo nete Moe a ce IMOHMXKH, aKo My ObAaT AaZeHU HAKOU aHECTETHIH, TOKAaTO
nprema ToBa JekapcTBo (BxTe ,,Jlpyru nekapctBa 1 HEMANGIOL). Moxe fa ce HaJoXHu
npuiaraneto Ha HEMANGIOL na 6b1e cnipsiHo Haii-Maiko 48 gaca mpeiu aHecTe3usITa.

AKO KbPMHTE J€TEeTO CH
e VBenomere Bammus nekap npeau 1a AaieTe TOBa JIEKAPCTBO.

e He nmaBaiiTe ToBa ekapcTBO Ha BameTo gere, ako mpuemMarte JieKapcTBa, KOUTO HE TPSIOBa Ja ce
uznon3satr ¢ HEMANGIOL (swxte ,,J{pyru nekapctea u HEMANGIOL®).




Apyru nexkapcrBa u HEMANGIOL

e VYBenomere Bammus nexap, papmManeBT WM MEAUIIMHCKA CECTPA, aKO JlaBaTe, HACKOPO CTe AaBajH
WU € BB3MOJXKHO JIa TaBaTe APYTH JIEKapCcTBa Ha AeTeTo cU. ToBa e Taka, 3anmoro HEMANGIOL
MO’K€ Ja IPOMEHHN HauMHa, 10 KONTO AEHCTBAT IPYTUTE JIEKapCTBa, KAKTO U HIKOHU JIEKapCTBa
MOTaT /1a OKa)kaT BIMAHUE BbpXY HaunHa Ha AeiictBue Ha HEMANGIOL.

e (OcBeH TOBa, aKO KbPMHUTE AETETO CH, € BXKHO J1a KakeTe Ha Bamms nekap, papmaneBT nin
MEINIIMHCKA CEeCTpa, KaKBH JIEKapCTBa IMpueMare, Thii KaTo T€ MOorar Ja IPeMHUHAT B KbpMaTa 1 Ja
MOBIHSIST Ha JICUCHUETO Ha AeTeTo Bu. BammsaT nekap e Bu MochbBeTBa AaIH € HEOOXOAUMO 2
CIpeTe KbPMEHETO WIIH HE.

[o-cnenmanuo, nadopmupaiite Bamus nexap win papmanest, ako Bamero aere unu Bue, B ciyyait

4ye KbpMUTE, IpUEMaTe::

e JieKapcTBa 3a JIeYCHUE Ha 1uaber,

e JIeKapcTBa 3a MPo0JEeMHU ChC ChPLETO U KPHBOHOCHHUTE ChA0BE KATO HEPABHOMEPEH ChpPCUCH
PUTHM, OOJIKa B I'bPIUTE WM CTCHOKApMsl, BUCOKO KPBBHO HaJISITaHe, ChpJeYHa HE10CTaTbYHOCT,

® JIEKapcTBa 3a JICUCHUE HA TPEBOXKHOCT U JIETIPECHSI, KAKTO M TIO-CEPHUO3HU IICUXUYHU MPOOIIEMH U

eIuIIeTICHS,

JIeKapcTBa 3a JieueHne Ha TyOepKyo3a,

JIeKapCcTBa 3a JiedeHUe Ha 00JIKa, TIaBO0OJINE U Bh3MAJICHUE,

JIeKapcTBa, U3IOJI3BaHU 32 TIOHMKaBaHe Ha JINMTUANTE B KPHBTA,

JIeKapcTBa, U3MOJI3BAHN 32 YIIOMKa.

JIEKapCcTBa 3a JICYeHUE Ha e30¢areaneH pedryKc U CTOMAIIIHA 53Ba,

JIEKapCTBa 3a JICYCHUE Ha TUXATEITHN HAPYIIEHUS (acTMa).

AKO UMare JIONbJIHUTEIIHU BBIIPOCH, TonuTaiTe Barms jgekap wim hapmaiieBT.

HEMANGIOL cbabpika HATPHH M NPONUJICHIJIHKOJ

ToBa jekapcTBO ChABPKA MO-MaNKo 0T 1 mmol Hatpuit (23mg) Ha 1033, T.e. IO CHIIECTRO € ,,0e3
con®. To3u mpoaykT chabpika 2.08 mg nponwmieHriukon/kg/maesHo. Ako 6edero Bu e Ha BB3pacT 1o-
MaJika oT 4 CeIMHIIN, roBopeTe ¢ Bammus nekap vy GapManeBT npeau Aa My AajieTe TOBa JeKapCcTBo,
MO-CTENUATHO aKo Ha 6e0eTo ce aBaT IPYTHU JICKAPCTBA ChABPIKAIIH TPOTMIICHIITUKOI WITH ATKOXOJT.

3 Kak na nanere Hemangiol na Bamero aere

JleuenueTo Ha BameTo fere e 3al104HATO OT JieKap, KOHTO MMa OMHT B JUArHOCTUKATA, IEIEHUETO U
KOHTpOJIa HA XEMaHTMOM B JI€TCKa Bb3pacT.

Bunaru naBaiite Ha Baiiieto geTe ToBa JieKapCcTBO TOYHO KakTo Bu e ka3an Bamudar nekap win
(hapmarieBT. AKO HE CTE€ CUTYPHU B HEIIO, monuTaiiTe Bamus iekap wiu GapMaresT.

Huxora He npomeHsiiiTe 103aTa, KOSITO JaBaTe HAa JeTeTO CH, caMH. Besko nopuasaHe Ha
03aTAa MJIM KOPEKLMs HA 103aTAa Bb3 OCHOBA HA Tery1oTo Ha Bamero nere TpsiOBa na 0bae
HanpagseHa oT Bamus Jiekap.

Jo3a
e Jlo3upaHeTo ce 6a3upa Ha TEryioTo Ha BameTo aere, criopes cieaHaTa cxema:

Cenmunu Jlo3a Ha npuem Bpewme 3a npuem

(mHEBHA 1032)

[IspBa ceamuia 0.5 mg/kg ® BEIHBK CYyTPHUH

(1 mg/kg/nHeBHO) ® BEIHBK B KbCHHS CIeI005T
Bropa cenmuia Img/kg e mnoHe 9 yaca uHTEpBAN

(2 mg/kg/nneBHO) MEXy JIBa IpreMa




TpeTa cenMuua U ClieIBaLIUTE 1.5 mg/kg
CeIMHIIN
(3 mg/kg/nHeBHO)

e  AKxo ¢ He00OXOUMO, MOXKE J]a CMECUTE JISKAPCTBEHUS IPOAYKT C MaJIKO KOJMYECTBO adalTHPAHO
MJISIKO HJTH C SIOBJIKOB H/VUTH MIOPTOKAIOB COK, ChOOPa3HO BB3PACTTa, U JIa TO JeTe Ha IETETO CH
B mmuiie 3a 0eoeta. He cMecBaiiTe JIeKapCTBOTO C ILISUIO IIMIIE MIISKO HIIH COK.
3a nmena ¢ Terno A0 5 kg MoxeTe 1a cMecuTe J1o3aTa ¢ eIHa YaeHa JIbKHUKa MIIIKO (okosio 5 ml).
3a nmena ¢ terno Haxa S kg no3ara Moxke 1a ObJie cMeceHa ¢ e[Ha CYIEeHa JIbKHIIA MIISIKO WITH
I0/10B coK (okojo 15 ml). M3mon3BaiiTe cMecta B paMKHTE Ha 2 Yaca ciie]| IPUTOTBSHETO

Kak na naBate HEMANGIOL na Bamero aerte

e Hemangiol ce ynorpe0siBa nepopaiHo.

e JlekapcTBOTO TpsiOBa A Ce AaBa O BPEeMeE Ha MJIM BEJHAra Ciej XpaHeHe.

e Jlo3ara TpsiOBa BUHAru Aa ce M3MEpBa C IOMOILTA Ha COIPUHIIOBKATA 3a NepopaliHu GopMmH,
JI0CTaBeHa ¢ OyTHIIKaTa.

e Jlaiitte HEMANGIOL mupekTHO B ycTaTa Ha Barmero gete ¢ momorira Ha CIpUHIIOBKATA 3a
nepopanHu Gpopmu, JocTaBeHa ¢ OyTHIIKaTA.

e XpaHeTe JeTeTO CH PEJOBHO, 32 Jia ce N30erHe NPoabIKUTEIHO IIIaayBaHe.

e Axo nereTto Bu He e uian noBpblia, € IPernopbunuTeNIHO Ja MPOIyCHETe 103aTa.

e Axo nereto Bu usmuitoe qo3arta MM ako He CT€ CUTYPHU JaJU € MOy4YrIIo Iis1aTa J103a OT
JIEKapCTBOTO, HE aBaiiTe Apyra 103a, a H34akaiTe A0 cielBallaTa IlaHupaHa 103a.

e HEMANGIOL u xpanara Tps0Ba ia ce 1aBaT OT €IHO U CHIIO JIHIIE C IIeT U30sirBaHe Ha PUCK OT
XHUIOTJIMKEMUS. AKO Y4acTBaT pa3IMyHH X0pa, € BAKHO Ja uMa Jo0pa KOMYHHUKAIHS, 32 J1a ce
rapaHtupa 6e3onacHocTTa Ha Bamero nere.

HHCTPYKINH 32 YIIOTpeOAa:

e Crbnka 1. U3Bafere npeaMeTuTe OT KYTHATA

KapronenaTa onakoBka chIabpika CIeIHUTE MIpeIMeTH, KouTo I1e Bu 6b1aT HeoOxoaumu, 3a 1a
MIPHIJIOKUTE JIEKAPCTBOTO:

- cThKIeHa OyTwiKa, chabpikaiia 120 ml mponpaHo10i1 epopaieH pasTBop

- CIpUHIIOBKA 3a MEpPOpaHu GOpPMH, TpajyrupaHa B mg, IpeJa0CTaBeHa ¢ TOBA JIEKApCTBO.

UzBagere OyTuikara 1 COpUHIIOBKATA 33 IEPOPaTHA (POPMH OT KyTHUATA U U3BAJIETE CIIPUHILIOBKATA OT
HailloHOBaTa TOpPOMUKA.

fg OyTunka
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v——¢

KyTUsi

nnacTmacoBa
Top6uyka

CMPUHLIOBKA
3] 3a nepopanto
npUnoXeHne




e Crbnka 2. IIpoBepere 103aTa
[Iposepere mozata HEMANGIOL B Munmurpamu (mg), KakTo € Ipearicano oT Bamms gexap.
Hamepete ToBa neneHue BbpXy CIPHUHLOBKATA 32 MEPOPATHU (POPMHU.

TAN0 ——

— pnaHey
—— 6ytano

e Crbnka 3. OTBOpeTe OyTHIKATA

Byrunkara e cbe 3ammreHa oT ena kamadka. ETo kak /1a s OTBOpUTE: HATUCHETE HAI0TY
MIaCTMACcOBAaTa Karmavyka KaTo €JJHOBPEMEHHO 51 BBPTHTE OOPATHO HA YACOBHHKOBATA CTPEIIKA
(HamsBO).

He paskmamaiite Oytuikara npeau ynorpeoa.

e Crbnka 4. IlocTaBeTe CIPHHIIOBKATA

[Ipenu Bcsika ynoTpeba mpoBepsiBaiiTe Jay CIPUHIIOBKATa HE € MTOBPEeHA, AN € YHCTa U
TpafyupaHuTe JCICHUS Ca YCTIMBH.

[locraBete cipuHILIOBKATa 3a MepopaiHy GOpPMHU B H3MpaBeHaTa OyTHIIKA M HATHCHETE OyTaIoTo
JIOKpaif.

He maxaiiTe amantepa 3a COpHHIIOBKaTa OT I'bPJIOTO Ha OyTHIIKATA.

Uznon3Baiite caMo cripuHIOBKATA 3a MEPOpaIHU (POPMH, KOSITO € JOCTaBEHa C JIEKapCTBOTO, 32 J1a
M3MEpHTE U aaneTe no3ara. He nsmonsBaiite TbKUIa WM IPYTO CPEACTBO 32 I03UPAHE.

afjanTep 3a
CNpUHUOBKaTa




e Crbnka 5: U3reriere no3ara

OObpHeTE OyTHIIKATa C IOCTABCHATA CIPUHIIOBKA 3a MEPOpaHd (OPMH HAIOIY.

W3rternere OyTranoro Ha CHIpPUHIIOBKAaTa OABHO JIO JIEICHUETO B mg, KoeTo Bu ¢ HyxHO. BHUMaBaiite
PBOBT Ha OYTANOTO Ja € MOAPaBHEH C MPABIIIHOTO JICIICHUE Ha CIIPUHIIOBKATA.

namepeTe qo

e Crbnka 6: [IpoBepere 3a Bb31YLIHH MeXypUyeTa

AKko 3a0enexuTe Bb3IYIITHA MEXypUeTa B CIIPHHIIOBKATA, 3aIPhKTE CIIPUHIIOBKATA H3MPABCHA,
HATHCHETE OYyTAJI0TO HArOpe JOKBACTO € HEOOXOIUMO, 3a Jia OTCTPAHUTE BCHUYKH FOJIEMU MEXypueTa U
CJIe/l TOBa HarJiaceTe OTHOBO Ha J103aTa, pejnrcana ot Bamms nekap.

Bb3AYLUHO
Mexypye

e Crbnka 7. U3BajeTe CIPUHIIOBKATA
OOBpHETE OyTHIIKAaTa B U3MPABEHO MOJIOKCHHUE U OTCTPaHETe CIIPUHIIOBKATa OT OyTwikaTa. braere
BHMMATEIIHH, HE HATHCKaiTe OyTal0TO IO BpeMe Ha Ta3H CTHIIKA.




e Crbnka 8. 3aTBopere OyTHIKATA
[MocraBete 0OpaTHO MIacTMacoBaTa Kamayka Ha OyTHIKaTa, Kato s 3aBbPTHUTE 110 MMOCOKa Ha
JaCOBHUKOBATA CTpEIKa (HAISCHO).

o Ctpnka 9. Jlaiite HEMANGIOL na Bamero aere

Karo mppxute 6e6€T0 B CeHAIIO MOJIOKEHUE, TOCTaBETE CIPUHIIOBATA B yCTaTa My, HACOYCHA KbM
BBTpEIIHATA CTpaHa Ha Oy3ara.

Cera 6aBHo Brpbckaiite HEMANGIOL ot criprHIIOBKaTa TUPEKTHO B ycTaTa Ha 0e0eTo, KaTo
CJIEUTE Ja MPETIIhIIA.

He nocrassiiTe neteto na ierHe BeHara clie]] mpueMa Ha JISKapCTBOTO.

e Crbnka 10: IlouncreTe CIPUHIIOBKATA

He pasrio6sBaiite cripuniioBkata. M3miakHeTe nmpa3HaTa CIPUHIIOBKA CIIE] BCsIKa yroTpe0a B Jara ¢
qrcTa BOJIA:

1- B3emere vama ynucTa Boga

2- U3pppnaiite OyTanoro

3- U3xBBpreTe BojaTa B MUBKaTa

4- IloBTOpETE TO3M MPOIIEC HA OYUCTBAHE 3 MHTH.




He u3non3BaiiTe carmyH uiu IpoJyKT, HA OCHOBAaTa Ha aJIkOXoJI, 3a nmoyucteane. [loacymere
BBHIITHATA YAaCT.

He nmouunctBaiite cipuHIIOBKaTa Ype3 CTEPUIN3ATOP WIH ChIOMUSIIHA MallTUHA.
CoxpansBaliTe OyTHIKaTa U CIIPUHIIOBKATA 3a€{HO B KAPTOHEHATA OITaKOBKa JI0 CJIe/[BaIaTa
ynoTpeba Ha 6e30MacHO MACTO, KbJIeTo Bamiero jete He Moxe 1a s JocTurHe. V3XBhpIieTe
CIIPUHIIOBKATA, KOTAaTO JIEKAPCTBOTO B OYTUIIKATA CBBPIIIH.

Axo nanere Ha Bamero qere nopede HEMANGIOL oTko/koTo TpsidOBa

Axo cte nanu Ha netero cu noseue HEMANGIOL, oTkosikoTo TpsiOBa, MOJIsI KOHCYJITHPANTE ce C
JieKap WU He3a0aBHO OTHETE B CIIEIIHOTO oTAeneHue. Jlereto Bu Moke 1a ©Ma CHMITOMH Ha
Mpeo3upane, KaTo HUCKO KPhBHO HaJIAraHe, OaBeH, yCKOPEH WM HEPABHOMEPEH Chp/CUEH PUTHM,
3aTpYAHCHO JUINAaHEC, ITOHMKCHU HMBA HAa KPpBbBHATA 3axap, TpEMOP HUJIU I'bPYOBE.

Axo cte nponycHaan 1a gagere HEMANGIOL na Bamero nere
He naaiiTe nBoiiHa 1032, 3a 1a KOMIIEHCHpaTe MporycHaTa q03a. [[poabixkere Je4eHUETo ¢
oOuyaiiHaTa 4ecToTa: e/iHa J103a CYTPHH U €IHa B KbCHUSI CIIeJ00e]I.

Axo cnpete 1a 1aBate HEMANGIOL na Bamero aere
HEMANGIOL mosxe 1a Objie CIpsiH U3BEIHBK B Kpasi Ha JICUSHHETO , ONPEIecHO OT Barws aekap.

Axo MaTe HIKaKBH JAOM'BJIHUTCIIHU BBIIPOCHU, CBbP3aHU C yHOTpe6aTa Ha TOBa JICKApPCTBO, IIONUTANTE
Bamms JICKap Wi (l)apMaLleBT WM MCAUIIMHCKA CECTpa.

4 Bb3MOKHH HeKeJTaHH pPe€aKkuumn

Karto Bcuuku JICKApCTBaA, TOBA JICKAPCTBO MOXKC J1a MPCAN3BUKA HCIKCIAaHU PCAKIIUU, BBIIPCKU Y€ HC
BCCKU I'1 ITOJIy4aBa.

Crnen npunarane Ha HEMANGIOL 1psi6Ba 5a ce cineny 3a BayKHUTE TIPEAYIIPETUTEITHI IPU3HAIN Ha
MOTEHIIMATHATE HEXENaH! PEaKIii, KaTo HalpuMep HUCKO KPhBHO HallATaHe, HUCKA Chp/IeYHa
4YeCTOTa, HUCKO HMBO Ha KPbBHATA 3axap U OPOHXOCHa3bM (3aTPYyAHCHHUS B JMIIAHETO). MOJIS BIKTE
TOYKa 2 OT Ta3H JIMCTOBKA.

MHOro yecTH HeKeJAHU peakuuu (Morat aa 3acerHat noseue ot 1 Ha 10 qymm)

Bpouxut (Bp3manenne Ha OPOHXUTE)

Hapymenns Ha chHS (Oe3chHEE, JOII0 KAYeCTBO HA ChHSI U 3aTPYAHEHUS IPH CHOYKIaHe)
Huapwus (Jieka 10 ymMmepeHa)

[ToBpbiuane.

YecTH HexeJaHU peakuuu (Morat Aa 3acersar A0 1 Ha 10 gymmn)
e BponxocnazbpM (3aTpyJHEHO AHUIIAHE)

e  bpoHxuonuT (Bh3NAJICHNE Ha MAIKUTE OPOHXH ChC 3aTPYAHEHO UIIIaHE M XPUIIOBE B TbPINTE,
CBBP3aHO C KallNTMIIA U MOBUILEHA TEMIIEpaTypa)

[ToHMX€HO KPBBHO HaJSIraHe

Hamanen anetur

Bb30yna, xommapu, pa3npasHUTETHOCT

ChHIUBOCT

CryneHu KpaiiHUIU

3amnek, kopemHa OoJKa

Eputema (3auepBsiBaHe Ha KOXAaTa)

JepMaTtut oT neieHu (ojcuyaHe)



HeuecTu HexkenaHu peakiuu (Morat aa 3acernat 10 1 na 100 qymm)

e HamasneHa chpaeyHa 4ecToTa U aTPHOBEHTPHUKYJIAapeH 00K (3a0aBeH WM HEpaBHOMEPEH
CBhPIICYCH PUTHM),

Yprukapus (0OpUB C Bb3MOXKEH ChPOCSIK),

Anonenust (Kocomam)

IToHn>xeHn HUBA Ha KpbBHATA 3aXap

Heytponenus (Hamanen Opoit Ha 6euTe KPHBHU KIETKH).

YecToTaTa Ha CJIeIHUTE HeKeJIAaHU PeaKIMH He e H3BeCTHA (YecToTaTa He MoKe 1a Obje

OlleHeHA OT HAJIMYHHTE JTAHHH)

e  XWMNOIIMKEMHUYEH MPUIAABK (TbPY CBbP3aH C XUIOTTUKeMUs (HeOOMYaiiHO HUCKW HUBA Ha

KpBbBHaTa 3axap))

Bpanukapaus (HeoOnvyaliHO HUCKA ChPIEYHA YECTOTA)

XunoToHus (HUCKO KPbBHO HAJISITAHE)

BazokoHcTpukius (CTeCHsIBaHE HAa KPbBOHOCHHUTE ChIOBE)

denomen Ha PeiiHo (mpobiiemMu ¢ KppBOOOPAILICHUETO, OT KOUTO MPBCTUTE HA KpaKaTta U pbLeTe

ca M3TPBITHAIM U OJIeN)

e [lcopuasudopmen nepMaTHT (KOXKHO 3a00JIsIBaHE, KOSTO IPUYMHSBA JIpa3HEHE Ha KOXKaTa U
oOpa3yBaHe Ha JIIOCTIECTH YSPBEHH IUIAKH, TOJJOOHU Ha IICOPHUA3UC)

e ArpaHyiornuTo3a (MHOTO HUCKU HUBA Ha OEJH KPBBHU KJIETKH, KOUTO c€ OOPAT ¢ HHPEKIINUTE)

e Xwunepkanuemus (TIOBHIICHO HUBO Ha KaJlWil B KPHBTA)

Chol0maBaHe Ha HeKeJAHH PeaKINu

Axo Barmero gere moydu HIKaKBH HEXKEJIaHU JICKAPCTBEHU PEaKLUH, yBeroMeTe Bamms nexap wim
¢apmaneBt. ToBa BKIIIOYBA BCHYKH BE3MOXKHU HEOITMCAHH B Ta3H JHCTOBKA HEXKEIIAHN PEAKIIUH.
MoskeTe ChIIOo Aa ChOOIIUTE HEXXEJIAHW PEaKIMU JUPEKTHO Ype3 HAlMOHAIHATA CHCTEeMa 32
choOIaBane, mocoueHa B Ilpunoxxenue V. Karo crobuiaBare HexeIaH! peakiy, MOKETe J1a JajieTe
CBOsI IPUHOC 3a M0JyYaBaHe Ha MoBeue MH(OpMaIHsi OTHOCHO 0€30IacHOCTTa Ha TOBA JIEKapCTBO.

5 Kak na cexpansaBate Hemangiol

Z[a CC€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIa.

He n3non3Baiite ToBa JIEKapCTBO CJIEA CPpOKa Ha TOAHOCT, OTOEIsI3aH BhpXy OyTmikaTa. CpoKbT Ha
TOJIHOCT OTTOBaps Ha MOCIEHHS JIeH OT IIOCOYCHHS MECEII.

CobxpansBaiite OyTHIIKaTa BbB BbHIIHATA KAPTOHEHA OMAKOBKa, 32 Jia Ce Mpe/ras3y oT cBeTinHa. Jla He
ce 3aMpassiBa.
Crier MbpBOHAYAIHOTO OTBApsHE JISKAPCTBOTO TPsIOBA J1a C€ M3IIOJI3BA B CPOK JI0 2 Mecela.

He I/ISXBLpJISII\/'ITe JICKapCTBaTa B KaHaIM3auusTa UJin B KOHTefIHepa 3a JOMalIHHU OTIIaaAbIH.
[MomuTaiite Bammst hapManeBT kak 1a U3XBHPISTE JIEKapCTBaTa, KOUTO Bede He u3rnoi3sare. Te3n
MEpPKH 1€ CIIOMOT'HAT 3a OIla3BaHe Ha OKOJHATa cpeja.

6 CopabpikaHue HA OAKOBKATA H NONBJIHUTEJIHA HHPOPMALHSA

Kakso cbabp:xa HEMANGIOL

e AKTHBHOTO BEIIECTBO € IpornpaHosoi. Beeku ml chappika 4,28 mg nponpaHosi0JioB
XUIPOXJIOPH]], EKBHUBAIIEHTEH Ha 3,75 mg mpormpaHoion 6aza.

e (OcraHanuTe ChCTABKH Ca XUAPOKCUETHIIIEINYII03a, 3aXapiH HATPUH*, apoMar Ha sroja (ChIbpxa
NPOMMJICHTITUKON)*, apoMaT Ha BaHWIHA (ChABbPIKa MPOIIICHIIINKOIN)*, TMMOHEHA KUCEIHHA


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

MOHOXHUIpPAT, IpeuncTeHa Boga. *Bmwkre Touka 2 mox ' HEMANGIOL chabpika HaTpHid 1
MPOTHJICHIIIMKOI 32 TIOBe4e HH(OopMaIus.

Kaxk nm3rnexxna HEMANGIOL u kakBO CbIbpika OaKOBKaTa

o HEMANGIOL e 6uctsp, 6€31BETEH A0 OJIEA0KBAT IIEPOPATICH Pa3TBOP C MUPUC HA TUIO/IOBE.

e Jlocrass ce B OyTunka ot 125 ml oT TeMHO cTBKIO, chabpkamia 120 ml pa3TBop, cbC 3amuTeHa
OT Jieria Karmayka Ha BUHT. KyTust ¢ 1 OyTuika.

e (C Bcska OyThiKa ce JOCTaBs MOJMIIPOIIMIICHOBA CIIPUHIIOBKA 3a ITEpOpaiHu (popmu, TpagyupaHa B
mg MpOIPaHOJIO.

IIpuTexaTes Ha pa3pelieHHETO 32 ynoTpeda
PIERRE FABRE MEDICAMENT

Les Cauquillous

81500 Lavaur

OPAHIIMA

IIpoussoaure
FARMEA

10 rue Bouché Thomas
ZAC Sud d’Orgemont
49000 ANGERS
OPAHIIMA

NJIn

PIERRE FABRE MEDICAMENT PRODUCTION
Site PROGIPHARM, Rue du Lycée

45500 GIEN

OPAHIMA

3a mombaHATENTHA MHGOPMAIHS OTHOCHO TOBA JIEKapPCTBO, MOJISL, CBBPIKETE CE C MPUTEkKATEI Ha
paspeleHueTo 3a ymnorpeoa.

JlaTa Ha nmocjeaHo npepasrje;xiaane Ha JUCTOBKATA
JApyru u3rouynnuy Ha nHGopManus

[TonpoOHa nH(OpManys 3a TOBa JIEKapCTBO € peJocTaBeHa Ha yeOcaiita Ha EBporeiickara areHIust
IO JIeKapcTBara: https:// www.ema.europa.eu.
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