MNPUJIOKEHHE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. UME HA JIJEKAPCTBEHUSA TPOAYKT
Ebilfumin 30 mg tBbpan xancynm

Ebilfumin 45 mg tBBbpaM Kancynu
Ebilfumin 75 mg tBBepau Kancynmu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ebilfumin 30 mg tBepau kancyiun

Bcska TBBpaa Karcyma chabpika ozenTaMuBup Gocdar, ekBuBageHTeH Ha 30 mg 03enTaMUBHP
(oseltamivir).
3a MBIHMS CTUCHK HA TOMOIIHUTE BEIIECTBA BIDKTE TOUKa 6.1,

Ebilfumin 45 mg tBBpau kancynu

Bcesika TBBpHa Karcyna cabpika o3entamuBup docdat, ekBuBanenTeH Ha 45 mg o3entamuBup (oseltamivir).
3a IBbJIHMS CIMCHK HAa IOMOIITHUTE BELECTBA BUXKTE TOUKa 6.1.

Ebilfumin 75 mg tBBpau kancynu

Bcesika TBBp/Ia Karcysna chppxka o3entaMuBup pocdar, eKBUBAIICHTEH HA 75 mg 03e1TaMUBUP
(oseltamivir).
3a IBIHUA CIIMCHK HA ITOMOIIHUATE BEIECTBA BIKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ebilfumin 30 mg TBBpau kancynu

TBbpaaTa Karncymna ce CbCTOM OT HACUTEHOXXBJITO TSUIO U Karaye ¢ oTnevyatad B yepHo Hagmuc “OS 307,
Pa3mep nHa kancynara: 4
Kancynara ceappika Osu1 TpaHyIupaH Mmpax.

Ebilfumin 45 mg tBBpau kancynu

TBbpaaTa Karncyma ce CbCTOH OT 0510 HEMPO3payHo TSJIO U Kamade ¢ oTrnedarad B 4epHo Haamuc “OS 457,
Pa3mep na kancynara: 4
Kancynara ceapprka Osu1 rpaHyIupaH IIpax.

Ebilfumin 75 mg tBBpau kancynu

TBbpaara Karncysa ce CbCTOU OT OsUI0 HEMPO3PayHO TSUI0 U HACHTEHO YKBJITO Karaye ¢ OTIeYaTaH B YSPHO
Haamuc “0OS 75”. Pasmep Ha karncyinara: 2
Kancynara ceaspika Osu1 TpaHyTHpaH mpax.

4, KJIMHUYHU JAHHU

4.1 TepaneBTUYHU NOKA3aAHUSA

Jleyenue Ha epun

Ebilfumin e moka3aH npu Bb3pacTHU M JCIa, BKIIOYUTEIHO JOHOCEHHU HOBOPOJCHH, ChC CUMIITOMH,

TUTIMYHHM 32 TPUII, KOTaTO TPUITHUAT BUPYC MUPKYJIHpa B o01iecTBoTo. JJoka3aHa e epuKacHOCT, KOraTo
JIEYEHUETO 3aII0YHE 10 JBa JHU OT HaYaJIOTO Ha CUMIITOMHUTE.



Ipopunaxmuka na epun
- [TocTekcmo3unmonHa podUIakTHKA TP JIUIA Ha BE3pacT | TOAMHA WU TIO-TOJIEMH CIIe]T KOHTAKT C
KIIMHUYHO TMArHOCTHIIMPAH CITy4aid Ha TPUII, KOTaTO B 0OIIECTBOTO IUPKYJIMPA TPUIICH BUPYC.

- YMecTHOCTTa Ha prioxkeHreTo Ha Ebilfumin 3a mpoduinakTiuka Ha rpurl TpsSOBa 1a ce Ompees BbB
BCEKH OTJICJICH CITy4aid criopesi 00CTOsATENCTBATa M TIOMYJIANMsATA, H3KCKBama 3amura. [Ipu
M3BBHPENIHU CUTYyalluH (Harp. B CIy4ail Ha HEChBIIAJaHEe MEXKTy [IUPKYJIUPALTUTE U BAKCHHATHUTE
BUPYCHH IIaMOBE ¥ ITPU TIaHJCMUYHA CHTYaIUs) OM MOTJIO Jia ce OOMUCITH Ce30HHA MPO(UITaKTHKA
IIPH JIMIIA HA Bh3PACT €IHA TOJAMHA WK MO-TOJIEMHU.

- Ebilfumin e mokazan 3a npoduiakTiKa Ha IPHIT CIIE eKCIO3MIHS PU KbpMadyeTa Ha Bb3pacT MO
1 roauHa npu U30yXxBaHe HAa IPHUITHA MAHAEMUs (BXK. TOUKa 5.2).

Ebilfumin He 3aMecTBa NIPOTUBOIPUITHATA BAKCUHALIUSL.

[TpunoxeHneTo Ha aHTUBHPYCHH CPEACTBA 3a JICUCHNE U MPOHIAKTHKA Ha TPHII TPsIOBa J]a ce perana Bb3
OCHOBa Ha ouuuanHuTe npenopsku. [Ipu B3eMaHe Ha penieHue 3a ynorpeda Ha 03eITaMUBHUP 3a JICUCHUE U
npodumakTuka TpsiOBa a ce UMa MPEIBH ChIECTBYBAIIaTa HHPOPMAIH OTHOCHO XapaKTEPUCTUKUTE Ha
IUPKYJIMPAIINTE BUPYCH Ha T'PHIIA, HATMYHATa HH(OPMAIHS OTHOCHO MOJIeIa Ha YyBCTBUTEITHOCTTAa KbM
JIeKapcTBaTa MPOTHUB IPUII 32 BCEKU CE30H U 3HAUECHHETO Ha 3a00JSIBAHETO 32 Pa3IMYHUTE reorpadcku
00JIaCTH U TOIyJaluy NalUueHTH (BX. To4ka 5.1).

4.2 Jlo3upoBKa M HAYMH HA NMPUJIOKEHHE

EOSI/IQOBKa

Ebilfumin teepau kamncynu ca 6MOeKBUBAIEHTHH 1030BU (popmu. JTo3m OoT 75 mg MOTaT [a ce ImphiIarat
WK

- KaTo e/lHa Karcyjia oT 75 mg, uiu
- KaTo efHa karcysa ot 30 mg mroc eqHa Karcyia oT 45 mg.

[TpoMuIiieHO MPOU3BEACH 03€ITAMUBHUP Ipax 3a IepopaHa cycreH3us (6 mg/ml) e npeanoYnTaHusIT
MPOYKT 3a MEANATPUYHU M Bh3PACTHU MAIEHTH, KOUTO UMAT 3aTPyTHESHUS MPH MPETIBIIAHETO HA
KarCyJiy, WJIM KOTaTo ca HEOOXOIUMU TO-HUCKH JIO3H.

Bwv3pacmuu u onowu na év3pacm 13 u nogeue 200unu

Jleuenue: Tlpu 1oHOImM (Ha BB3pact oT 13 1o 17 rogunn) v Bb3pacTHU NPENOphUNTENHATA TIEPOpaIHa 103a €
75 mg o3enTaMUBHp /IBa TbTH JTHEBHO B MIPOJBIDKCHUE HA 5 THU.

TeecHo Terjo IIpenopbunTe/iHA 1032 32 5 THU
> 40 kg 75 Mg 1Ba IBTH JHEBHO

JleuenuneTo TpsOBa Aa ce 3a0YHE BH3MOXKHO HAal-paHO B PAMKUTE Ha TBPBUTE JIBa JHU OT HAYAJIOTO Ha
TPUMTHUTE CUMITOMH.

Ipogunaxmura cred excnozuyus: pu roHomu (Ha Bb3pact ot 13 10 17 roquHn) U Bb3pacTHU
MpernopbUYNTENHATA 1032 33 TPOPMITAKTHKA HA TPHI ciell OJM3bK KOHTAKT ChC 3apa3eH YoBeK € 75 mg
03eITaMUBUP BEAHBXK JHEBHO B MPOIbKeHue Ha 10 gHu.

Tes1eCHO TErJI0 Ipenopbuntesnna 103a 3a 10 quu
> 40 kg 75 M@ BeIHBK THEBHO

Jleuenuero TpSI6Ba Ja C€ 3aI10YHE€ BB3MOXHO Haﬁ-paﬂo B pPaMKUTC HAa OIBPBUTC IBA THU OT KOHTAKTa CbC
3apa3CcH YOBCK.



Ipoghunaxmuxa no epeme na epunna enudemus 8 0bwecmsomo: llpenoprUUTENHATA 1032 32 TPOPHUIAKTHKA
Ha TPHII 110 BpEeMe Ha eMUAeMHUs B OOIIECTBOTO € 75 mg 03eNTaMUBUP BEIHBK JTHEBHO 110 6 CEIMUIIH.

IHeouampuuna nonyrayus
Heya na eév3pacm om 1 0o 12 eoounu

3a kppMaveTa 1 JIella Ha Bb3pacT | roanHa win mo-rojemu, ca Hammnuau Ebilfumin 30 mg, 45 mg u 75 mg
KarcCyJIu.

Jleyenue: 3a neyeHne Ha KbpMayeTa | Jiella Ha Bb3pacT 1 TouHa UK MO-TOJIEMH, Ce NPENOPbUYBAT CICIHUTE
CXEMH Ha MpHJIaraHe, KOPUTHPAHH CIIOPE TETI0TO:

TenecHo Ter.1o IIpenopbunTe/iHa 1032 32 5 THH
10 kg mo 15 kg 30 mg 1Ba IBTH THEBHO
> 15 kg no 23 kg 45 mg 1Ba IbTH AHEBHO
> 23 kg 1o 40 kg 60 mg 1Ba IbTH THEBHO
> 40 kg 75 Mg 1Ba IBTH THEBHO

JleaenuneTo TpaOBa fa ce 3a0YHE BH3MOXKHO Hal-paHO B PAMKHTE Ha TBPBUTE JIBa JHU OT HAYAJIOTO Ha
TPUITHUTE CUMIITOMH.

IIpounaxmuxa cned excnozuyus: Ilpenopruntennata go3a Ebilfumin 3a npodunakruka cnen ekcriozums
c.

TenecHo TerJio IIpenopbunTesna x03a 3a 10 1Hu
10 kg mo 15 kg 30 mg BeTHBXK THEBHO
> 15 kg no 23 kg 45 mQ BeAHBX JHEBHO
> 23 kg mo 40 kg 60 My BeIHBK JHEBHO
> 40 kg 75 M@ BeIHBK THEBHO

HDOd)MﬂaKWluK{l no epeme Ha cpunna enuoemus 6 06W€Cl’l160m0: HpO(l)I/IJ'IaKTI/IKaTa 10 BPpEMC Ha I'prIlHA
CIIMACMUA HE € IPOYyYBaHaA IIPU ACHA HAa Bb3PaCT MO 12 TOAWHH.

Kvpmauema na svspacm 0 — 12 meceya

Jleuenue: TlpenopbunTenHaTa 103a 3a JieueHHe Mpu KbpMaueTa Ha Bb3pacT 0 — 12 mecena e 3 mg/kg nsa
'BTU AHEBHO. Ts ce ocHOBaBa Ha (hapMaKOKHHETHYHH JaHHU U JaHHH 32 0€30IaCHOCT, KOUTO MOKa3BaT, ue
Ta3u J103a MpH KbpMaueTa Ha Bb3pacT 0 — 12 Mecena ocurypsiBa mia3sMeH! KOHIEHTPALUHN Ha
HPEeIeKapCTBOTO U aKTUBHUS METa0OJINT, KOUTO C€ 0YaKBa Ja ca KIMHIYHO e(DUKACHH ¢ TPOQHIT Ha
0€30I1aCHOCT, CPABHUM C TO3H TIPH ITO-TOJIEMH J€lla U Bh3pacTHH (BXk. Touka 5.2). [Ipu kbpMadera Ha
BB3pacT 0 — 12 Mecena ce mpenopbsYBaT CICAHATE CXEMH Ha IIPUJIaraHe:

TeJsiecHo Terso* IIpenopbunTeiHa 1032 32 5 THA
3 kg 9 mg 1Ba IETH JHEBHO
4 kg 12 mg 1Ba IHTH JHEBHO
5 kg 15 mg nBa mbTH JTHEBHO
6 kg 18 mg nBa mbTH JTHEBHO
7 kg 21 mg n1Ba IBTH THEBHO
8 kg 24 mg nBa IbTH THEBHO
9 kg 27 mg 1Ba IbTU THEBHO
10 kg 30 mg 1Ba IPTH THEBHO

* Ta3u TabauLa He ChIbPIKA BCHUYKH BH3MOXKHH TSJICCHH TETJIa 3a Ta3u MOMyJjaus. 3a BCHYKH MalUCHTH HAa Bh3PacT
mox | ronyHa TpsOBa Aa ce M3IMOJI3Ba 1032 OoT 3 mg/kg, HE3aBUCHMO OT TETJIOTO Ha IMalieHTa.

Jleuenuero TpSI6Ba Ja C€ 3aI10YHE€ BB3MOXHO Haﬁ-paﬂo B paMKUTC HAa IBbPBUTC IBA JHU OT HAYAJIOTO Ha
IPUITHUTE CUMIITOMMU.



Te3u npenopbKu 3a J03UpaHe, He ca MpeIHa3HAYCHU 33 HEJJOHOCEHH KbpPMaveTa, T.€. T3 C
MOCTKOHIIETIIIMOHHA Bb3pacT moj 36 ceamunu. HaMa 10CcTaTh4HO JaHHU 3a TE3U MAI[MCHTH, ThI KaTo 3a TAX
MOJKe JIa C€ HAJIOKH Pa3anyHa J03UPOBKA MOPaH HETOPA3BUTOCT HA (DU3HOIOTHYHHUTE QYHKIIHH.

Iocmexcnosuyuonna npoguraxmura: Ipenopbuntennara 103a 3a NpoGUIaKTHKA TP KbpMadeTa Ha
BB3pacT noj 1 roguHa npu n30yxBaHe Ha TPUITHA TAHAEMHS € TTOJIOBHHATA OT JJHEBHATA /1034 3a JiedeHne. T4
C€ OCHOBaBa Ha KJIMHWYHH JaHHU IIPH KbpMadeTa ¥ Jela Ha Bh3pacT | TOAMHA WK MO-TOJIEMH U Bb3PACTHH,
3a KOUTO € JIOKa3aHo, Ye MPOo(UIaKTHYHA /1033, CKBUBAICHTHA HA MOJIOBHHATA OT JIHEBHATA J103a 3a JICUCHHE,
€ KIMHUYHO eduKacHa 3a npodunaktika Ha rput. [Ipu kbpmadera Ha Br3pacT 0 — 12 mecena ce mpenopbusa
cJelHATAa CXeMa Ha IpuiiaraHe 3a npo(uiIaKTHKa, aJanTHpaHa Criopel Bb3pacTTa (BK. Touka 5.2 3a
CHUMYJIAIVsI Ha €KCITO3UITHS):

Bb3pact I[IpenopbunTenna go03a 3a 10 guu
0 - 12 mecena 3 mg/kg BeTHBK JHEBHO

Tasu nmpenoprka 3a 1o3upaHe He € MpeAHa3HaYCHA 32 HEIOHOCCHH KbpMadeTa, T.€. TE3H C
MMOCTKOHIIEIIIMOHHA Bb3pacT moxa 36 ceamuiid. Hama qocTtaThuHO AaHHU 3a TE3H MALMEHTH, Thil KaTo 3a TAX
MOJXKeE Ja C€ HaJIOKHU pa3lIivHa JO3UPOBKA IMOPATU HEJOPA3BUTOCT Ha (PU3UOJIOTHIHUTE (PYHKITUY.

Ipodhunaxmuxa no epeme na epunna enudemus 8 0bwecmsomo:. lpodunakTrkara mo BpeMe Ha TPUITHA
enuIeMus He € poyYyBaHa mpH Jena Ha Bp3pact 0-12 mecena.

3a yka3aHusi OTHOCHO MPUTOTBSHETO Ha eKCTeMIopaiHaTta opMa BKTe TOUKa 6.6.

CHCI_II/IaJ'IHI/I nonyjaalrun

Yepnodpobuo yepescoare

He ce u3mnckBa kopurupane Ha j03aTa 3a JISUeHUE WIH Npo(HIaKTHKA TP MAIUSHTH C HapyIlIeHa
yepHOApoOHa (yHKIMs. He ca mpoBex1anu MpoydIBaHus MPH MeUATPUIHH MMAIUSHTH ¢ YePHOIPOOHO
HapylICHHUE.

bvopeuno yspescoane

Jleuenue na epun: TlpenopwyuBa ce KOPUTHPAHE HA J103aTa NIPU BE3PACTHU M IOHONIH (Ha BB3pacT ot 13 1o
17 roauHmM) ¢ yMEPEHO WK TeXKKO ObOpedHo yBpexaane. [IpenophunTeTHuTe 1031 ca MPEeACTaBeHI
moApoOHO B TabJIMIIaTa TIO-OJTY.

KpeaTHHHHOB KJIMPBHC IIpenopbunTeHA /1032 32 JIeUeHHE
> 60 (ml/min) 75 mg 1Ba IbTU THEBHO
> 30 go 60 (ml/min) 30 mg 1Ba IBTH THEBHO
> 10 go 30 (ml/min) 30 mg BeIHBK JHEBHO
<10 (ml/min) He ce npenoppuBa (HsMa TaHHN)
ITaiieHTH Ha XEMOIHATN3a 30 mg ciien Besika cecusi HA XeMOIMAIn3a
[TanueHTH Ha TIEpUTOHEATHA 30 mg emHOKpaTHA J103a
nuanusza™

* JlaHHUTE Cca MOJIyYeHU OT MPOYYBaHMS NPH MAIMEHTH HA MPOABIDKUTENHA aMOyJIaTOpHA IEPUTOHEATHA TUAIIN3a
(CAPD); ouaxBa ce KIMPBHCHT Ha 03€JITAMUBUP KapOOKCHWIaT ia ObJie MO-BHCOK, KOTaTo ce Mpuilara aBTOMaTn4Ha
nepuroHeanHa nuanusa (APD). HaunubT Ha neyenne moxe na ce npomenn ot APD na CAPD, ako Hedponorst
CUMTa TOBA 3a HEOOXOINMO.

Ipounaxmura na epun: IlpenopbuBa ce KOPUTHPaHEe Ha J103aTa TP B3PACTHH U FOHOIIH (Ha BH3PACT OT
13 1o 17 ronuHM) ¢ YMEPEHO WU TEKKO OBOPEYHO YBPEKIaHEe, KAKTO MOAPOOHO € IPECTABCHO B
Ta0JIMIATA MO-JI0ITY.

KpeaTHHHHOB KJIMPBHC IIpenopbunTeiHa 1032 32 MPOQUIAKTHKA
> 60 (ml/min) 75 mg BeIHBK JHEBHO
> 30 go 60 (ml/min) 30 mg BeIHBK JHEBHO
> 10 mo 30 (ml/min) 30 mg npe3 neH




KpeaTHHHHOB KJIMPBHC IIpenopbunTeHa 1032 32 MPOPUIAKTHKA
<10 (ml/min) He ce npenoppuBa (HsAMa TaHHN)
[TanmeHTH Ha XeMOAHAIIN3a 30 mg ciex Besika BTOpa cecHsi Ha XeMOANAIIN3a
[TanueHTH Ha IEpUTOHEATHA 30 mg BeIHBK CEAMHYHO

nuanusza™

* JlaHHWUTE Cca MOJYYCHH OT MPOYYBAHHUS PH MALUCHTH HA MPOABIDKUTEIHA aMOyJIaTOpHA TIEPUTOHEATHA TUATU3a
(CAPD); ouakBa ce KIUPBHHCHT Ha 03EATAMUBUP KapOOKCHIAT Jja ObJIe MTO-BUCOK, KOTAaTO CE IPUIIara aBToMaTHIHa
nieputoneanna quanusa (APD). HaunubT Ha nedenue moxe na ce mpomeru oT APD ma CAPD, ako HedponaorsT
CuMTa TOBA 3a HEOOXOINMO.

Hsama AOCTAaThbYHO KIIMHWUYHU JAaHHU IIPpU KbpMad€Ta U ACHa (Ha BB3pacT 12 TOAWHU U HO-MaJIKI/I) C
6’L6pe‘{HO YBpEIKAAHE, 3a 1a MOXKC [1a CC HAIIPABAT HNPCTIOPBKU 3a JO3UPOBKATA.

Cmapuecka év3pacm
He ce m3uckBa kopurrnpane Ha 103aTa, OCBEH ako HsIMa JaHHH 32 yMEPEHO WIIH TEXKKO ObOpEeYHO yBpeXKIaHE.

Hmynoxomnpomemupanu nayuenmu

Jeuenue: lpenoprunTenHaTa IepopaiHa 103a 32 Bb3PacTHU € 75 mg 03eITAMUBUD JBa ITbTH THEBHO B
npoabkerne Ha 10 gau (Bx. Touku 4.4, 4.8 u 5.1). Jleuennero TpssOBa Ja ce 3al09HE BH3MOKHO Hal-0bp30
B PaMKHTE Ha ITbPBUTE J[BA THU OT MOSBATA HA CHMIITOMHTE Ha TPHIL.

Cesonna npogunakmuxa: Ilpn IMyHOKOMITPOMETHPAHH MAIMEHTH € OIICHSBaHA MO-TIPOIBDKUTEITHA
ce30HHA npodmiakTuka 10 12 cepmunu (Bx. Touku 4.4, 4.8 u 5.1).

Hauun Ha npunoxeHue

ITepopanHo npunoxeHue.

[MaruenTHTE, KOUTO HE MOTAT JIa TIOTITBIIAT KAICyIIH, MOXKE J]a ITOIy4YaBaT MOAXO SN eKCTEMITOPAITHU
¢dhopmu, BIKTE TOUKa 6.6 3a IPUTOTBSHE.

4.3 TIlpoTuBomoKka3zaHus

CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MM KbM HIKOE OT MMOMOIIHUTE BEIIECTBA, U30POCHU B
Touka 6.1.

4.4  CpneuuajHu npeaynpe:kaeHus U Mpeana3Hu MepKH NpH ynorpeda
OzenramuBHp € ehrKaceH camo cpelry 3a0oisBaHe, MPUIMHEHO OT TPUIHK BUpycH. HaMa nannu 3a
e(pUKacCHOCT Ha 03eNTAMUBHUP NpH 3a00JsBaHe, MPEIN3BUKAHO OT IPYTY IPUUMHHUTENN OCBEH BUPYCHUTE Ha

rpuna (Bx. Touka 5.1).

O3enTaMUBHp HE 3aMECTBa NPOTHBOTPUITHATA BAKCHUHAIIHS.

Ynorpebara Ha 03eNTaMUBUD He TPsSOBa J1a TIOBIUSABA HA OIICHKATa Ha XOpaTa 3a €KEeT0THO BAKCHHHUPAHE
MIPOTHUB TPHIL. 3amIuTaTa Cpeury TpUI MpoIbDKaBa caMo JIOKATO Ce Mpuiiara o3entaMuBup. O3enTaMuBHp
TpsiOBa J1a ce MU3IIOJI3BA 3a JICUCHUE U MPO(MUIaKTHKA HA TPUIT CAMO KOTaTO HAJICKIHU STHIEMUOIOTHIHI
JTAaHHHM TOKA3BaT, Y€ B OOIIECTBOTO MUPKYJIUPA TPUTICH BUPYC. Y CTAHOBEHO €, Y€ YyBCTBUTEIIHOCTTA Ha
IUPKYIUPAIINTE [IAMOBE TPUITHYA BUPYCH KBbM 03€ITaMUBUD Bapupa 3HAYUTETHO (BXK. Touka 5.1). [Topagu
TOBa, KOraTo peliapar Jajiy 1a U3M0J3BaT 03eITAMUBUD, IPEANUCBALIUTE JICKApH TPsOBa Ja B3eMaT IPeaBUI
Hal-CKOpOITHATa HAIMYHA WH(GOPMAITUS 32 XapaKTePUCTUKHUTE HA YyBCTBUTEITHOCT KbM 03€JITAMUBUD Ha
IUPKYJIHPANTUTE B MOMEHTA BUPYCH.

Texko ChIOBTCTBAINO CHCTOAHHEC

Hsma napopManus 0THOCHO 6€30MacHOCTTa B e(hUKACHOCTTA HA 03ETAMHUBHP ITPH MAIIMEHTH C TOJIKOBA
TEXKKO MM HeCTAaOMITHO OOJIECTHO ChCTOSHUE, Y€ JIa C& CUMTAT U3JI0KCHU Ha HETIOCPEACTBEH PHUCK, KOHTO
Hajiara XOCIHTaTH3aIIHsL.



MMyHOKOMIIPOMETHPAHH HALMEHTH

EduxacHocTTa Ha 03eNTaMUBHD MIPH JICUCHUE WM MPOPHUIAKTHKA Ha TPUI TP UMYHOKOMIIPOMETHPAaHU
MAIMEHTH HE ca KaTeTOPUYHO yCTaHOBEHH. IIpoabiKUTEIHOCTTa Ha JIEUCHUETO Ha I'PUIl IPU
MMYHOKOMIIPOMETHPAHN Bb3PACTHH MAMEeHTH obade TpsiOBa na 6b1e 10 1Hu, THil KaTo HAMA MPOyYBaHUS 32
MO-KpaThK Kypc Ha JICYUCHHE C 03eJITAMUBHP IPU Ta3 Ipymia ManyueHT (Bx. Touka 5.1).

CopaeyHo/pecnupaTopHo 3a00JisiBaHe

EduxacHocTTa Ha 03enTaMHUBHp IIPH JICYCHUE HA JIMIA C XPOHUYHO CHPIAEYHO 3a00JIBaHe W/WUIn
pecnupaTopHo 3a00isBaHe He € ycTaHoBeHa. He e HaOIronaBaHa pas3iiuka B 4eCTOTaTa Ha YCIOXKHEHUSTA
MEKIy TPYIHTE Ha JICYCHUE U Ha IUIale0o MpH Ta3u Noryaanus (BxK. Touka 5.1).

IleguaTpryHa IIOMYJIAIIHS

IToHacTosIeM HIMa TaHHH, KOUTO J1a TIO3BOJIAT JIa CE HAMPABHU MPEMOphKa 3a JO3UPaHE MPH HEAOHOCCHU
nera (MOCTKOHIICMIIMOHHA Bh3pacT < 36 CeIMUIIH).

Texko 0b0peyHO YBpEXKIaHE

[IpenopbuBa ce KOpUTHpaHe HA J03aTa 3a JICUCHHE U IPOQPHUIAKTHKA IIPH IOHOIIHW (Ha Bh3pacT ot 13 10
17 ronvHmM) ¥ BB3pPACTHU C TEXKKO OBOpeuHO yBpexkaane. Hsima qoctaThbuHO KIIMHUYHU TaHHU MPU
KbpMaueTa u Jera (Ha Bb3pacT 1 roMHa WK T0-TOJIeMH) ¢ ObOPEYHO YBpEXKIaHe, 3a J1a MOTaT Ja Ce
HaIpaBAT MPETIOPHKHU 32 JO3UpOBKaTa (BXK. TOUkH 4.2 1 5.2).

HCBDO-HCI/IXI/IIIHI/I CHLOUTHUS

Nma croOiieHns 3a HeBpO-TICHXUYHN CHOUTHS 110 BpeMe Ha MPHIIOKEHUE Ha 03EITAMHUBHD ITPH NAIUEHTH C
rpurl, 0coOOEHO TpH JieTia U IoHOIHU. Te3nu ChOuTHS ca HabMIoAaBaH! ChINO U MTPH MAIMEHTH C TPUIT 0e3
MIPIWIOKEHUE Ha o3enTaMuBup. [laruenTuTe TpsOBa BHUMATEITHO JIa C€ HAOJI0JaBaT 3a MPOMEHH B
MOBEJICHUETO, KaTo MON3UTE U PUCKOBETE OT MPOIbIDKABaHE Ha JICYEHUETO TPSIOBA BHUMATEIHO Ja ce
MPEIEHBAT IIPH BCEKM TaueHT (BK. Touka 4.8).

ITomoIIHO BEnecTBO

ToBa jekapcTBO ChABbpKA MO-MaJIKo OT 1 mmol HaTpwmii (23 mg) Ha Kamncya, T.e. MOXKe Jia ce KaKe, ue
MPaKTUYECKU HE ChAbP)Ka HATPUHL.

4.5 B3auMmonelicTBHE ¢ APYTH JeKAPCTBEHH MPOAYKTH U APYru (popMu Ha B3auMoJelicTBHE

Bb3 ocHOBa Ha apMaKOKMHETHYHUTE CBOMCTBA HA 03€JTAMHBHP, KATO HUCKATa CTEIICH HA CBBP3BaHE C
MPOTEHUHHUTE U MeTab0IM3bM, He3aBucuM oT CYP450 u rimtokypoHUaa3HUTE CUCTeMH (BK. Touka 5.2), MOXKe
J1a Ce MPEANON0XKH, Y& KIMHUYHO 3HAYMMUTE JICKAPCTBEHU B3aUMOJICUCTBUS Upe3 TE3U MEXaHU3MHU HE ca
BEpOSITHH.

[poGenenmn

He ce n3uckBa kopurrpane Ha 103aTa, KOraTo ce mpujara eTHOBpEMEHHO ¢ MPOOeHeH/ T IPY TAIMEeHTH C
HOpMayTHa ObOpeuHa pyHKIMsA. EqHOBpEMEHHOTO MPHUIIOKEHHE HA TPOOSHEIHT, MOIIICH HHXUOUTOP Ha
AHMOHHUTE ITHTUINA Ha ObOpeuHaTa TyOyJHA CEKpeIus, BOJAM /10 OJIM30 ABYKPATHO YBEIMUCHUE HA
SKCTIO3UIUTA Ha aKTUBHHS META0OJIUT HA 03EJTaAMUBHP.

AMOKCUITUINH

O3CHTaMI/IBI/Ip HsIMa KHHETUYHO B3aMOACHCTBUE C AMOKCHUIIHUIINH, KOMTO ce CJIMMUHUPA 110 ChbIIUA IIbT,
KOCTO IIOKa3Ba, 4€ BBaHMOHCﬁCTBHeTO Ha O03CJITaMUBHD C TO3U IIBT € cn1abo H3pa3cHO.



brbpeuno enuMuHMpaHe

Knuan4HO 3HaYMMU JIeKapCTBEHH B3aUMOACHCTBHSI, BKIIOUBAIIN KOHKYpUpaHe 3a Ob0peunaTa TyOynHa
CEeKpeLHsl, ca MAJIKO BEPOSATHU IIOPau U3BECTHATA IPAaHHIIA HA OE30IIaCHOCT HA IIOBEYETO OT TE3U
JIEKapcTBa, CBOMCTBATa HA €IMMUHUPAHE HA aKTUBHUS METa0OIUT (TJIOMepYJHa (GUITpalsi U aHUOHHA
TyOyJIHa ceKpelys) ¥ Bb3MOKHOCTHTE Ha TE3H IIbTUINA 32 eKcKpenus. TpsOBa na ce BHUMaBa obade, KoraTo
ce IIPeIKCBa 03€ITaMUBUP Ha JIMIA, KOUTO [IPUEMAT JIEKapCcTBa C TECHU TEPANICBTUYHU I'PaHULIY,
EKCKPETHUPAIIY Ce TI0 CHIIUTE IMbTHIIA (HAIP. XJIOPIPONaMHUJI, METOTPEKCAaT, (PEeHUIOYTa30H).

JlonbsiaauTenda nadopManus

He ca HabmonaBanu GpapMakOKWHETHYHU B3aUMOJICHCTBHS MEX/Ty O3€ITAMUBHP VIIU TJIaBHUS MY
MeTabOoJIUT, KOTaTO 03€JITAMUBHP CE MPHJIara AHOBPEMEHHO € MapaneTaMod, alleTHICATUIINIOBA KUCEIIMHA,
IMUMETHINH, aHTHATUIN (MarHe3UeB M ATyMUHHEB XHPOKCH]] ¥ KaIIMEBU KapOOHATH ), pPUMAHTAINH HITH
BapdapuH (Tipu JuIa, CTAOMIHE IIPH JiedeHue ¢ BapdapuH u 6e3 TpuIr).

4.6 @epTHIANTET, GPEMEHHOCT U KbpMEHe

Bbpemennoct

['punbT ce CBBP3Ba ¢ HEWKENNAH U3XO0]] 32 OPEMEHHOCTTA U 3a II0JIa C PUCK OT 3HAYUTEITHU BPOJICHU
MagopMaluy, BKIFOYUTEITHO BPOACHU ChpcuHU nedekTr. ['omsaM o0em naHHY 32 OpPeMEHHU JKEHU C
SKCITO3MIIUSI Ha 03€JTAMHUBHUP OT MOCTMAPKETHHIOBH ChOOIIEHUS 1 00CEPBAIIMOHHH POyUYBaHuUs (3a U3X0/1a
Ha moBede oT 1 000 cirydast ¢ eKCIO3UITHS TIpe3 TbPBUS TPUMECTHP) HE TIOKa3BaT MajahOpMaTHBHA WITH
(heramHa/HEOHATATHA TOKCHYHOCT HA 03€JITAMUBHD.

B enHo oOcepBannoHHO nipoy4Bane, o0ade, Makap 1 0e3 MOBUIIICHUE Ha 00U PUCK OT Mayipopmanumy,
pe3yNTaTUTEe 3a 3HAYUTEITHH BPOJICHHU ChPIICYHH Ae(PEKTH, JUATHOCTUIIMPAHU B paMKUTe Ha 12 Mecena ot
paXJaHEeTO, He ca yOoenuTenHH. B ToBa mpoydBaHe yecToTata Ha 3HAUUTEITHH BPOJICHH ChpJcuHH Ae(eKkTH
CIIe/l EKCITO3MIINS Ha 03€JTaMHUBHp 10 BpeMe Ha IIbpBUsS TpuMecThp € 1,76 % (7 kppMaueTa oT

397 6pemenHocTH) B cpaBaenue ¢ 1,01 % npu 6peMeHHOCTH O€3 excro3uiys ot obmmaTa nomynanus (Odds
Ratio 1,75, 95 % nosepurened uatepsai 0,51 g0 5,98). HsiMa sicHOTa OTHOCHO KIIMHHYHATA 3HAYUMOCT Ha
Ta3H HAXOJKa, ThH KaTO MPOYYBAHETO € C OTPAaHUYCHA CTATUCTUYECKa MOITHOCT. ChINO Taka TOBA
MPOyYBaHe € TBHPJIC MAJIKO, 3a JIa CC OICHSIT HAJACKIHO OTACITHUTE BUIOBE 3HAYUTCITHU MaI(hOpMAITUH.
OcBeH TOBa, KCHHUTE C EKCIIO3UIIHS Ha 03CJITAMHUBUD W JKEHH 0e3 eKCIO3HIUS HE MOTaT J1a ObIaT HAITBITHO
CpaBHUMH, OCOOCHO IO TOBA JIaJIM Ca UMAITU TPUTI HITH He.

[TpoyuBaHusTa NIPH )KUBOTHH HE TIOKA3BaT PEIPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3).

[Tpu HEoOx0aMMOCT MOKe Aa ce 0OMuchu aa ce npuinoxu Ebilfumin mo Bpeme Ha OGpeMEHHOCT U Ciie]] KaTo
ce B3eMe M0J] BHUMaHWe HAIMYHATa nHpopMalus 3a 6e30MacHOCTTa U 3a 1MoJ3ata (3a JaHHH OTHOCHO
TToI3aTa Ipu OPEeMEHHHM YKEHH MOJIS, BIDKTE Touka 5.1 ,,JIedeHre Ha TpUIT Ipu OpeMEHHHM JKSHH ), U
MATOTeHHOCTTAa Ha MUPKYIUPALINS II[aM TPUTICH BHPYC.

Kbpmene

OBCJ’ITaMI/IBI/Ip Y aKTUBHUSIT META0OIUT Ce CKCKPCTUPAT B MJIAKOTO Ha IJIBXOBC C JIAKTAllHA. Hma mHOTO
OrpaHu4cHa I/IH(l)OpMaLII/IH 3a Ie1a, KbpMCHH OT MaﬁKH, KOHUTO IMpueMaT 03CJITaMUBUP, U OTHOCHO
CKCKpe€uusATa Ha O3€JITAaMUBUP B KbpMara. OFpaHI/I‘IeHI/I JaHHHU IMOKa3BaT, Y€ O3CJITaMUBUP U AKTUBHUAT MY
METa0OJIUT ce OTKpHBAT B KbpMaTa, HO HUBAaTa Ca HUCKU, KOCTO ou JAOBCJIO A0 ITPpHUEM Ha Cy6TCpaHCBTI/I‘IHa
A03a OT KbpMA4d€TO. Karo ce nma npeaABuJ Ta3u I/IH(l)OpMaI_II/Iﬂ, MaTOreéHHOCTTAa Ha HUPKYJIHMpPAlIUs 1aM Ha
T'pUIIHUA BUPYC 1 OCHOBHOTO CHCTOAHME Ha KbpMeIlIlaTa ) X€Ha, MOXKE 1a CC ooMMCIIH IMPUIIOKCHHUE Ha
03CJITaAMHUBHUP, KOraTO MMa KaTCropn4YHa IMMOTCHIIMAIHA 110J13a 3a KbpMECIIIUTE MaMKH.



DepTUnuTeT

B®3 ocHOBa Ha HEKITMHUYHUTE JaHHH, HSIMa JOKA3aTeJICTBa, Y€ 03EITAMHUBHP OKa3Ba e()eKT BbPXY MBKKHUS
WU JKCHCKUSI (PepTHIIMTET (BXK. TOUKa 5.3).

4.7 EdexTH BHpXYy cCoco0HOCTTA 32 modupaHe U padoTa ¢ MAIIMHA
OzenTaMyUBHp HE TIOBIIHSABA CIIOCOOHOCTTA 3a ModupaHe 1 padoTa ¢ MaITHH.
4.8 He:xenanu JieKapcTBeHU peakIuu

O0606111eHME Ha podriIa Ha OE30IIaCHOCT

OOmuaT npodnin Ha 6€30MaCHOCT Ha 03eJITAMHUBUD Ce OCHOBaBa Ha JaHHU OT 6 049 BB3pacTHH/IOHOIIN U
1 473 nequaTpuYHM MANMEHTH, JIEKYBaHH C 03EJITAMUBHP HIIH TUIa1e00 3a TPUIL, ¥ Ha TAHHU OT

3 990 BB3pacTHU/FOHOLIH K 253 MeAUaTPUUHU MALUEHTH, IIOJyJYaBaId 03¢JITAMUBUD WM IU1aie00/0e3
JiedeHne 3a Npo(UIIaKTUKa Ha TPHII TI0 BpeMe Ha KIIMHUYHUTE MpoyyBaHus. B nombinenue, 199
UMYHOKOMIIPOMETHPAHH Bh3PACTHU MAIMEHTH TIOJTyYaBaT 03eITAMUBUD 32 JISUCHHE Ha TPUII, a

475 uMyHOKOMITPOMETHPAHHU TIAITUEHTH (BKIIIOUNTENHO 18 merma, ot kouto 10 Ha o3enTamMuBHUp U 8§ HA
iane6o) ca noyvyaBaid 03eATAMUBUP WM IJ1anedo 3a MpouiiakTHKa Ha TPHUIL.

[Ipu BB3pacTHH/FOHOIIM Hal-uecTo ChoOIaBaHuTe Hexenanu peakiuu (HP) ca rageHe u noppbinane B
MPOyYBaHUsATA 3a JISUCHHUE, U TaJIeHe B IIPOy4YBaHuUsATA 3a npodrmaktuka. [loBeyero ot Te3u HP ce
CHOOIIABAT B €IMHUYHU CIIy4au pe3 MIbPBUS WIH BTOPHUS JICH OT JICUSHUETO U OT3By4YaBaT CIIOHTAHHO JI0
1-2 nuu. Ipu aena Haii-yecTo ChoOIIaBaHATA HEXKEJIaHA PEaKIUs € MOBphIaHe. [Ipu moBedyeTo manyueHTH,
te3u HP He ca goBenu 10 mpeycTaHOBsSBaHE Ha JIEYEHUETO C O3€ITAMUBHP.

Crnenaure cepro3HH HEXEIaHU PEaKHu ca ChOOIIaBaHM PSIKO ciiell IIyCKaHeTO Ha 03eJITAMHUBUD Ha masapa:
aHaQUIaKTHYHU ¥ aHAQUIAKTOUTHYA PEaKIIUK, YePHOAPOOHN HapylIeHus (QyIMHHAHTEH XEIaTuT,
HapylleHWEe Ha YepHOAPOoOHaTa (PYHKIMSA U KBITCHUIA), aHTHOHEBPOTHUYEH OTOK, CHHIPOM Ha Stevens-
Johnson u TokcHyYHa enuIepMaTHa HEKPOJIM3a, CTOMALIHO-YPEBHO KbPBEHE X HEBPOIICUXUYHH HAPYILICHHS.
(OTHOCHO HEBPOIICUXUYHUTE HAPYLICHUs BXK. Touka 4.4.)

TabauyeH CIHUCHK HA HEXKETAHUTE PCAKIINN

N36poenuTe B Tabnuiute mo-10ay HP cragaT KbM ClIeIHUTE KaTeEropuu: MHOT0 yectu (> 1/10), gectn
(= 1/100 o < 1/10 ), mewyectr (= 1/1 000 mo < 1/100), peaxu (> 1/10 000 mo < 1/1 000) u MHOTO penKu
(< 1/10 000). HP ce BK/IrOUBAT B CHOTBETHATA KATETOPHS B TAOIHUIUTE CIIOPE COOPHUS aHAIU3 OT
KIUHIYHUTE TPOYIBAHUS.

Jleuenue u npogunaxmuxa Ha epun npu 6b3PACHU U IOHOUU.

[Tpu mpoyuBaHusiTa 32 IeUeHNe 1 MpoduIakTHKa py Bh3pacTHH/ toHOomH, HP, KOuTO BH3HMKBAT Hal-4€CTO
MpY TIpenophYHTENHATA 1032 (75 MQ 2 IbTH THEBHO 32 5 JTHY 32 JICYCHUE U 75 mg BEIHBK JTHEBHO B
MIPOIBDKEHHE Ha 6 CEIMHUIIN 33 TPOQIITAKTHKA), ca Toka3aHu B Tabmura 1.

[MpodunbT Ha 6GE30MACHOCT MPH JIUIA, KOUTO Ca MOJTYyYaBaIH MPENOPHUYUTEITHATA 1032 03EITAMHUBHD 32
npoduakTrka (75 mg BeAHBXK THEBHO B MPOABIDKEHUE HA 6 CEMUIIN), € Ka4eCTBEHO MOA00EeH Ha TO3H,
HaOJII0/IaBaH MPU MPOYYBAHUATA 32 JICUCHHE, HE3AaBUCHMO OT IO-TOJIIMATA MPOIBKUTESITHOCT Ha
MPWJIOKEHUE TPH MPOYYBAHUATA 32 MPOPUIAKTHKA.



Tadnuna 1 HexesaHu peakuuyu NPy NPOY4YBAHUATA, M3CJIeABaLIH 03eITAMUBHP 32 JiedeHUEe U
NpoQUJIAKTHKA HA TPUI IPU BH3PACTHH U IOHOLIHU WJIM N0 BpeMe Ha
NMOCTMAPKETHHI0BOTO HAOIIOICHHE

Cucremo- He:xelaHu peakiuy Ciope 4ecTOTaTa
OpraHeH KJjac MHoro yecTn YecTn Heuectn Penxn
(COK)
HNndexnun n Bponxur,
HHpecTannu Xepmnec
CUMIIIIEKC,
Hazodapusrur,
HNudekunu Ha
TOpHHTE
JTUXaTEITHA
TBTHIIA,
Cunysur
Hapymennus na TpomOoruToneHmst
KPbBTa U
JuMm@pnara
cHCTeMa
Hapymennst Ha Peakuus Ha AHnadpunakTHuHHA
HMYHHATa CBPBXYYBCTBHUTEN | PEAKIIHH,
cucreMa HOCT AnadmrakTonHu
peaxiuu
Ilcuxuann Askuranus,
HApPYyIIEeHHS OTKIOHEHUS B
MTOBE/ICHUETO,
TpeBoXHOCT,
OO0BpKBaHe,
Hanyauoctu, denup,
XanronuHanus,
Kommapn,
CamoHapaHsBaHe
Hapymenust Ha | I'maBo6omme bescbHue ITpoMeHeHO HUBO
HepBHaTa Ha Ch3HAHHE,
cucTremMa ["'spuoBe
Hapymennst Ha 3puUTenHo
ouuTe HapyIlIeHne
Cobpaednn Copacdna
HApYylUIeHHUsI apuTMUs
PecniupaTopHn, Kamnuna,
TPbIHA U Br3naneno
MeAUaCTHHAJIHI T'BpIIO,
HapylIeHUus Punopest
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CromamHo- l'anene [loBprwiiane KspBene ot
YpeBHU Kopewmna 6onka CTOMAIITHO-YPEBHHUSA
HApYIICHHS (BKI1. 6oNKa B TPaxT,
ropHara 4acT Ha XeMoparuueH
KopeMma), KOJIUT
Jucnerncus
XenaToonanapH [ToBumenu OyIMUHAHTEH
U HApyLIeHUst 4epHOAPOOHH XENaTuT,
€H3UMHU YepHoapoOHa
HEI0CTaThYHOCT,
XenaTur
Hapymennst Ha Ex3ema, AHTHMOHEBPOTHYEH
KOKaTa U Hepmatur, oTOK, Eputema
MOJAKOKHATA OO6pus, MynTudopme,
TbKaH Yprukapus CunzpoM Ha
Stevens-Johnson,
ToxcuuHa
enuaepMaHa
HEKpOJIu3a
Oomm Bonxka
HApYLIeHUs1 U 3amaiiBaHe (BKIL
edexTHn HA CBETOBBPTEK),
MSICTOTO HA Ymopa,
NMPUJIOKEHHUE [upexcus,
bonka B
KpalHUINTE

Jleuenue u npogunaxmura Ha epun npu deya.

Oo6mo 1 473 neua (BKIFOYUTESIIHO MHAYE 3/IPaBH Jiclia Ha Bh3pacT 1-12 roauHu U Jiela ¢ acTMa Ha Bb3pacT 6-
12 roauHu) ca yyacTBaJd B KIMHUYHH [IPOYYBAHHUS HA 03CITAMUBHUD 3a jJedeHue Ha rpun. Ot 11X, 851 mena
ca TIoJTyJaBaliv JICUCHHE ¢ O3eNITaMUBHp cycreH3us. O0mo 158 mera ca momydaBainy IpernopbunuTeTHATA
71032 03€ITAMUBHUP BEIHBK THEBHO B IIPOYYBaHE 3a MPO(UIAKTUKA CJie]l eKCTIO3ULMS B IOMaKUHCTBATa

(n =99), 6-ceqMHUYHO TIEIUATPUYHO MPOYYBaHE 3a ce30HHA npodunakTuka (n = 49) u 12-ceqMUIHO
MeIMATPUYHO MPOYUBAHE 3a CE30HHA MPO(DUIAKTHKA PY UMYHOKOMIIpoMeTrpanu uia (n = 10).

Tabnuma 2 nokas3Ba Hali-uecTo cro0maBanuTe HP oT meauatpuyHuTe KIIMHUYHN TPOYIBAHMS.
Taémmna 2 HexxenaHu peaknuy MPU NPOYYBAHUSATA, H3CJIEIBAIIN NMPUJI0KEHUETO HA 03€JITAMUBHP 32

JledeHHe U NMPOo(HUIaKTHKA HA TPUII IPH Jena (I03UPOBKA CIope] Bb3pacTTa/TerjaoTo
[30 mg no 75 mg BeAHBIK THEBHO])

Cucremo-opranen HexenaHu peaknum crniopea yecrorara
kJjaac (COK) MHoro yecT YecTn Heuectn Penxn
Nudexuun u Otut Ha
HH(ecTanun CPEIHOTO YXO
Hapymennst Ha I'maBoGomue
HEpPBHATa CHCTeMa
Hapymennst Ha KonronkTHBHT
oyuTe (BKJI. 3a4epBEHU
OYH, CEKPELUst
OT OKOTO H
0oJIKa B OKOTO)
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Hapymennst Ha bonxka B yxoTo Hapymenune Ha
YXOTO M JJa0UPHHTA ThIIAaHYEBATA
MeMOpaHa
PecniupaTopHn, Kanmna, Punopes
ITPbIAHU U Hazanna
MeAUACTHHAJIHHI KOHTECTHS
HApYylUIeHHUs
Cromamno-upeBHu | [loBpbimane Kopemna 6omka
HApyIIEeHHUsI (BkJ1. OOJIKA B
ropHaTa 9acT Ha
Kopema),
Hucnencusi,
lanene
Hapymennst Ha Hdepmatut (BKJI.
KOKaTa U aJlepruyueH u
NOAKOKHATA THKAH aTONHMYCH
JIEPMAaTHT)

Onucanue Ha I/136DaHI/I HCXKECJIaHU pCaKIIMH

Tcuxuunu napyuienus u HapyuleHus: Ha HepeHaAma cucmema

['pumrbT MO’KE 11a € CBBbP3aH ¢ Pa3IUIHA HEBPOJIOTHYHH U TTOBEICHUYCCKH CHMITTOMH, KOUTO MOTAT Ja
BKJTFOUBAT CHOUTHS KaTO XATIOIMHAIINH, JSIIUPUYM B HEOOMYaHO TIOBEICHNE, B HAKOW CITydal BOJICIITH 10
(artayen u3xox. Te3u cbOUTHS MOKE J1a Bh3HUKHAT NIPU HAJTUYKE Ha CHIe(aIUT WK eHiledanonaTus, HO
MOJKe Ja ce HaOIrogaBaT 0e3 BUAUMO TEKKO 3a00JIsIBaHE.

[Ipu manmedTH ¢ TP, KOUTO ca MPUEMali 03eJITAMUBHD, NMa TTOCTMapKETUHTOBH CHOOIIEHNS 32 THPUYOBE U
JIEeNAPUyM (BKJIFOUMTETHO CHMIITOMH KaTo MPOMSHA B Chb3HAHUETO, OObPKBaHE, HEOOMUAHHO TTOBE/IEHHE,
HATYZAHOCTH, XaJIOIMHAIINN, &)KATAIHS, TPEBOXKHOCT, KOIIIMAapH ), KOUTO B MHOTO MaJIKO OT CITydauTe ca
JIOBEITH JI0 caMOHapaHsaBaHe wiK (paraneH uzxoj. Te3u chOUTHUS ce ChOOINABAT MPEANMHO MPH e TUATPUIHU
MAIUCHTH U FOHOIIY M YeCTO MMAT BHE3aITHO Havajo ¥ Obp30 oT3By4aBaHe. [[pMHOCHT Ha 03enTaMuBUp 3a
TE3H ChOUTHUS € HEU3BECTCH. TaKkuBa HEBPO-TICUXUYHU CHOUTHS ca ChOOIIEHU CHIIO U MPH MMALUEHTH C TPUII,
KOUTO HE ca MPUEMaTH 03eITaAMUBUD.

Xenamobunuapnu HapyuwieHus

Hapymenus Ha XxenaToOuanapHaTa CUCTEMa, BKIIOYUTEIIHO XEMaTHT U MOBUIICHU YePHOAPOOHH EH3UMHU
MpY MalMEeHTH C TPUNonoJo0Ho 3a0omnsaBane. Te3n ciaydan BKIOUBaT (ataneH QyIMHUHAHTEH
XeMaTUT/4epHOAPOOHA HENOCTATHYHOCT.

EQYFI/I CICIIMAIHU TTOIMYyJIaliuu

THeouampuuna nonyrayusi (Kepmawema Ha 6vb3pacm noO eOHa 200UHA)

B nBe npoyuBanus 3a xapakrepu3upaHe Ha (hapMakOKHHETHKATa, papMaKkoAMHAMHUKATA U PoduiIa Ha
0€30IacHOCT Ha JICYSHUETO C 03eATaMHUBHP Tpu 135 3apa3eHu ¢ Tpul Jiela Ha Bb3pacT 10/l €/IHA TO/IMHA,
poIIBT Ha OE€30IMACHOCT € OMJI CXOACH MEKIy KOXOPTUTE TI0 BB3PacT KaTo Hal-ueCcTO ChOOIIaBaHNUTE
HEXeJIaH! peaKIiy ca MOBPBINAHe, THapus U OOpPHUB OT TejIeHH (BXX. Touka 5.2). Hama moctaThuHO JaHHU
MpU KbpMayeTa ¢ MOCTKOHIICTIIIMOHHA Bh3PACT 1MoJ[ 36 CEIMUIIH.

Hannunara nndopmarus 3a 6€30MaCHOCT Ha 03€JITAMHUBHD, IPUIOKEH 32 JICUSHUE HA TPUI IIPH KbpMadeTa
MOJT €IHOTOIMIITHA BB3PACT, OT MPOCIIEKTUBHU M PETPOCIICKTUBHU 00CEPBAIIMOHHN IPOYYBAHUS
(o6xBamamy o610 mosede ot 2 400 mena oT Ta3u BH3PacTOBA IPyIa), eMHAEMHOIOTHIHO U3CTIeIBaHe Ha
0a3a-TaHHM U TOCTMAPKETHHTOBH CHOOIIEHHUS MIPEAIIoNarat, 4e mpormrsT Ha 0€301MacHOCT MpH KbpMadeTa
Ha BB3pacT MO/ ¢Ha TOJIMHA ¢ MOo00eH Ha YCTaHOBEHUS PO WIT Ha OE30MacHOCT MPH Jiella Ha Bh3PacT
€/IHa TOJMHA U TI0-TOJICMHU.
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Xopa 6 cmapuecka 6vb3pacm u nAyUeHMU ¢ XPOHUUHO CbPOCUHO U/UIU PeCRUPAMOPHO 3a00518aHe
[Nomymanusra, BKIFOYEHA B MPOYYBAHUATA 32 JICUCHHUE HA TPHIIL, CE ChCTOU OT UHAUE 3ApaBU
BB3PACTHH/FOHOIIIH U “PUCKOBHU’’ MalMeHTH (TIAIIMEHTH C IT0-BUCOK PUCK OT Pa3BUTHE HA YCIOKHEHUSI,
CBBP3aHHM C TPUIIA, HATIP. XOpa B CTAPUYECKa Bh3PACT U MALUEHTH C XPOHUYHO CHPACYHO WM PECIIUPATOPHO
3abonsgBane). [lo mpuHIM, MPOoPIITLET Ha 6€30IMACHOCT MPH “PUCKOBUTE” TAITUEHTH € Ka4eCTBEHO MOI00eH
Ha TO3W IIPH UHAYE 3][PaBU Bb3PACTHHU/IOHOIIIH.

Hmynoxomnpomemupanu nayuenmu

B enHO ABOWHOCIATIO MPOYYBaHE 3a JICYCHUE Ha rpull 001110 199 Bh3pacTHU UMYHOKOMITPOMETHPAHU
narueHTH (TIOJXO/ISIIH 32 OIlCHKA Ha 0€30MMacHOCTTa) Ca paHJOMHU3UPAHH Jia MOJTy4aBaT 03eJITAMUBUP B
npoasmkenne Ha 10 nau: 98 manueHTH monyvaBar cranaaptHa j103a (75 mg iBa MbTH JHEBHO), a

101 manuenTty mosry4yarar aBoitHa go3a (150 mg nBa meTH qHEBHO). [IpodmirbT Ha Ge30macHOCT Ha
03eNTaMUBUP, HAOII0IaBaH B TOBA MPOYYBaHe, ChOTBETCTBA Ha MpoduIia, HAOIOAaBaH B MPETUITHH
KJIIMHUYHU U3MUTBAHMS, B KOUTO O3CJITAMUBHD € MPUIATaH 3a JCUCHUE Ha TPUT IPH UMYHHO-
HEKOMIIPOMETHPAHH MAIUCHTH (MHAYE 3/IpaBU MAIIUEHTH WM MAIUSHTH ,,B PUCK™ [T.€. JIUIIA C
pPECIMPATOPHU W/WJIH ChPJICYHU ChITBTCTBAINY 3200 1sBanus|). [[pOlIEHTHT HA MAllMEHTHUTE, CHOOIABAIIIH
HEXKEJIaHU ChOUTHSI, € MMO-MAIIBK B IpyIaTa ChC CTAHJApTHA 7032 B CPABHEHHE C rpyIaTa ¢ JBOHHA 1032
(cvoTBeTHO 49,0% cnpsimo 59,4%) (Bk. Touka 5.1).

[Ipu eqHo 12-ceqMuyuHO MpoyUYBaHe 3a NPOPUIAKTUKA TTPH 475 UMYHOKOMITPOMETHPAHU MTAIUCHTH,
BKJIFOUUTENTHO 18 eia Ha Bb3pacT oT 1 10 12 ronmuHu u mo-rojaeMu, NpoduibT Ha Oe30macHoCT npu 238-Te
MAIUCHTH, KOUTO Ca MOJyYaBaH 03eITAMUBUDP ChOTBETCTBA HA TO3M, HAOJIOJaBaH MTPEIX TOBA MIPH
KIIMHUYHUTE MPOYYBAHUS HA 03€ITAMHUBHP 32 MPOPUIAKTHKA.

Heya cve cvwecmeysawa 6pouxuarna acmma
Mo npuHIMIT, TPOGUITBT HA HEXKETaHUTE PEaKIUH MPH Aella ChC ChIIECTBYBaIla OpOHXHATHA acTMa €

Ka4€CTBCHO HOI[O6CH Ha TO3U IMPU MHAYC 3JpaBUTEC JCLA.

C’BO6H_IaBaHe Ha Imoa03upaH HCXCJIIaHU PCAKITUN

Cro0IaBaHeTo Ha MMOJI03MPAHU HEeXeNIaHW PEeaKIUH Clie]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHHS
MPOAYKT € BaxkHO. TOBa MO3BOJISIBA A2 MPOIBIIKH HAOTIOIEHUETO HA ChOTHOIIIEHUETO MOJI3a/PUCK 3a
JICKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIUATIUCTH CE U3UCKBA J]a ChOOIIABAT BCSIKA MMOI03MPaHa
HE)KeJIaHa peakiiys Ype3 HaI[MoHallHa CUCTeMa 3a ChoOIaBaHe, mocoueHa B [Ipwiokenne V.

4.9 Ilpeno3upane

HonyquH ca C’bO6H_ICHI/IH 3a Ipeao3upaHe C 03CIITaAMUBUP OT KIIMHUYHU U3IMUTBAHUA U ITIOCTMAPKETUHI'OBU
OIIUT. HpI/I MOBCYCTO OT CJIIYyHauTC Ha MPEAO3UPAHC HE Ca C’I)06H_I€HI/I HEKeJIaHU CHOUTHS.

Hesxxenanute cbOUTHS, CHOOILIEHH CIIE TPE03UPAHE, ca IMOTOOHH 0 XapaKTep U pa3npocTpaHeHHE Ha TE3H,
HAOJIIOIaBaHY MTPU TEPANECBTHYHH JI03U 03EJTaAMUBHP, OMMCaHK B Touka 4.8 Hexxenanu nekapcTBeHN
peaKxiuu.

He e u3BecTeH cnieruduueH aHTHAOT.

IleguaTpryHa IOMYJIAIHS

[To-yecto ce chOOIIaBAT Cilyyau Ha MPEI03UPaHE TPH JIella, OTKOJIIKOTO MPH Bh3PACTHU U FOHOIIIH.
[IpuroTBsiHETO Ha O3ENTAMUBHUP MIEPOpATHA CYCIIEH3US TPsIOBa Jja cTaBa BHUMATEIHO, KaKTO U
MIPIJIOKEHUETO Ha 03ENTaMUBUD IIPH JeIla.

13


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

5. ®APMAKOJIOTUYHHA CBOMCTBA
5.1 ddapmakoaMHAMHYHHU CBOHCTBA

dapmakoTeparneBTUYHA rpyna: AHTUBUPYCHHU CPEJICTBA 32 CHCTEMHO TMPUIIOKEHUE, MHXUOUTOPH Ha
HeBpamuaugazara ATC kom: JOSAHO2

OszentamuBup ocdat e mpeaneKapcTBO Ha aKTUBHUS META00IUT (03eNTaMUBUP KapOOKCcHIaT). AKTHBHUST
METa0OJINT € CeNIEKTUBEH HHXMONUTOP HAa HEBPAMHUHHUIA3HUTE €H3UMHU Ha BUpYyca Ha IpUIa, KOUTO
HPE/ICTAaBISIBAT IIIOKOIIPOTEHHH, HAMUPAIIH CE Ha MTOBBPXHOCTTA HA BUPyca. AKTHBHOCTTA Ha BUPYCHUS
HEBPaMUHHA3€H €H3UM € Ba)KHA KaKTO 32 HAaBJIM3aHETO HA BUpyca B HEMH(PEKTUPAHUTE KICTKHU, TaKa U 3a
0CBOOOKIaBAHETO HAa CKOPO 00pa3yBaHUTE BUPYCHHU YaCTHIH OT 3apa3CHUTE KIETKH U 3a O-HATATHIIHOTO
pasnpocTpaHeHHe Ha BUpyCHATa HHPEKIH B OpraHu3Ma.

OsentamMuBHp KapOOKCHIAT HHXUOUPA IN VItro HeBpaMUHUIa3UTEe HA TPUITHUTE BUPYCH TUT A U B.
OsenrramuBrp hocdar nHXHOMpa MHPEKTHPAHETO U PEIUIHKAIMATA HA TPHUITHHS BUPYC iN Vitro.
O3enTaMHUBUD, MPUIIOKEH MEPOPATHO, HHXUOUPA IN VIVO perIMKaIisTa U MaTOreHHOCTTa Ha TPUITHUTE
BUpPYCH THIT A ¥ B TIpH )KUBOTHHCKH MOJICITH Ha TPUITHA WHPEKIIHS PU aHTHBUPYCHA EKCITO3HIINS, TOI00HA
Ha Ta3M, MOCTUTHATA TPU YOBEKA ChC 75 mg JIBa BTU JHEBHO.

AHTHBHpYCHATa aKTHBHOCT Ha 03€NTAMUBUP KbM I'PUIIHUTE BUpycH THIl A 1 B e Ouna moxkpeneHa ot
eKCTIEPUMEHTAIHU ITPOBOKAIMOHHH POYYBAHMS IIPH 3/IpaBU JOOPOBOJIIIH.

Croitroctrre Ha IC50 Ha HeBpaMUHHIA3HUS €H3UM 32 03€TAMUBHD NPU KIMHUYHO H30JIUPAH TPUIICH BUPYC
tun A ca Bapupamu ot 0,1 nM no 1,3 nM, a 3a rpumen Bupyc tun B ca 6mmm 2,6 nM. [lo-Brucoku croitHoCTH
Ha IC50 3a rpunen Bupyc tun B 10 meauana ot 8,5 nM ca Onin HaOmogaBaHu py MyOJIMKyBaH!
MPOYyYBaHUSI.

KnunuyHu npoyyBaHus

Jleuenue na epunua ungexyus

ToBa nokazaHue ce OCHOBaBa Ha KIIMHUYHU NPOYYBAHUS IPH €CTECTBEHO Bb3HUKHAI I'PUII, IPU KOWTO
npeobiagaBamara HHOEKLIUS € TPUIIEH BUPYC THI A.

OsentamuBHp € ePEeKTHBEH caMo Cpelly 3a00JsIBaHuUs, IPUIMHEHH OT TpUIleH BUpyc. [lopaau ToBa ca
MpeJCTaBEeHN CTATUCTHYCCKU aHAJIM3K CaMo 3a JIMIIA, 3apa3eHH ¢ rpull. B cOopHaTa nomysiamnus Ha
MIPOYYBAHETO 32 JICUCHHUE, KOSTO € BKJIFOYBAJIA ¥ TPUI-TIONIOXKUTEIHY U oTpunarenau uaausumu (ITT),
IbpBUYHATA €(h)UKACHOCT € OMia MOHIKEHA MPOMOPIIMOHATHO Ha OpOsi Ha TPUI-OTPHIIATETHUTE Jinla. B
o0I1aTa nomynaius, Ha KOsTo € MPUIOKEHO JIeYeHue, rpurtHaTa nHpeKius ¢ ouna noTebpacHa npu 67 % (¢
rpanut| 46 % no 74 %) ot HabpaHuTe manueHTH. 64 % OT JIMIaTa B cTapyecka Bb3pacT 1 62 % oT Te3u ¢
XPOHUYHO ChPACYHO W/WIIH PECIIUPATOPHO 3a00JIBaHe ca OWIIM TPHIT-TOJIOKUTETHU. [Ipy BCHUKH
npoyusanus ¢aza Il ¢ nen ieyenue nanueHTUTe ca OWiu HabupaHu caMo TIpe3 TepPHo/Ia, KOraTo TPUITBT €
LUPKYIUPA CPel MECTHOTO HaCEIICHUE.

Bwspacmuu u wonowu na 13-200uwina sv3pacm u no-eonemu: IanpienTuTe ca 0wy n30UpaHu 3a y4acTHe,
aKo ca cboOIaBam 10 36 gaca ciiell mosiBaTa Ha CHMIITOMHUTE, aKO ¢4 MMaJld BUCOKA TEMIIEpaTypa

> 37,8 °C, npuapy»xeHa Hal-MajIKo OT €IUH PECIUPATOPSH CUMITOM (KaIILJIKI[A, HA3aJIHH CUMIITOMH WA
OOJIKH B T'BPJIOTO) M HAW-MAJIKO €IMH CHCTEMEH CUMIITOM (MHAJTHSI, CTYICHH TPBIKH/U3TIOTSBAHE,
HEpa3NoJI0KeHHEe, yMOpa Wi TiiaBodoinue). B cOOpeH aHaM3 Ha pe3ynTaTuTe OT BCUYKU TPUII-
MOJIOKUTEITHU Bb3pacTHU U toHoIM (N = 2 413), BKIIFOUeHH B TPOYYBaHUSATA 32 JICYCHUE, 03CITAMHUBHP

75 mg 1Ba IbTU JHEBHO B MPOJIBIDKEHUE HA 5 JTHHU € HAMAaJIWII MeIMaHaTa Ha POIbDKUTEIIHOCTTA Ha
TPUITHOTO 3200IIBaHe IPUOIM3UTENHO C €aUH JIeH, oT 5,2 mau (95 % noseputenen natepsan 4,9 — 5,5 qam)
B rpymata ¢ miare6o 1o 4,2 guu (95 % nosepurenen unrepsai 4,0 — 4,4 mau; p < 0,0001).
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[TponeHThT Ha JHIIaTa, KOUTO Ca Pa3BILIN OMPEICICHU YCIOXKHEHHUS OT CTpaHa Ha JIOTHUTE TUXATCITHH
mbTUIA (PETAMHO OPOHXUT), TICKYBAaHH C aHTHOMOTHUIH, ¢ Ov1 HamasieH oT 12,7 % (135/1 063) B rpymarta ¢
riare6o Ha 8,6 % (116/1 350) npu momynamnusra, ekyBana ¢ ozentamusup (p = 0,0012).

Jleuenue na epun npu nonyrayuu ¢ 8ucox puck: Menuanara Ha IPOJbIDKATEITHOCTTA HA 3a00JISIBAHETO OT
TpUII IIPH JIMIA B CTApUECKa Bb3pacT (= 65 rouHN) U TIPH JIUIA C XPOHUYHO CHPJICYHO W/HITH PECITUPATOPHO
3a00JIsIBaHE, MOTyYaBallid 03eITAMUBUD 75 mg JiBa IBTH THEBHO B MPOABLIDKCHHUE HA 5 JHU, HE € Ouia
3HaYMMO HamaseHa. O6IaTa MpoIbKUTEIHOCT Ha (eOpuuTeTa ¢ Ouila HaMaJieHa ¢ SIUH JICH B TPYIINTE,
JICKYBaHH ¢ 03eATaMUBUP. [Ipy TPUM-TIONOKHUTEITHUTE JIUIA B CTAPUCCKA Bb3PACT 03CATAMUBHUP 3HAUUMO €
HaMaJTUJT YeCTOTaTa Ha OMPEACICHN YCIOKHEHHS OT CTPaHa Ha JOJHUTE AMXATEHU MbTHIIA (TIPEAUMHO
OpOHXUT), IEKyBaHU C aHTHOHOTHIIH, OT 19 % (52/268) B rpymara c miarebo Ha 12 % (29/250) mpu

oIy IalusATa, JekyBaHa ¢ ozenramusup (p = 0,0156).

[Ipu TPUN-TIOIOKUTETHH MALIMEHTH C XPOHUYHO CHPIACYHO W/HIIH PECTUPATOPHO 3200 IsIBaHe,
KOMOWHHMpaHaTa 4ecTOTa Ha YCIOKHEHHsI OT CTpaHa Ha JOJHUTE JUXATEIHU MbTHIIA (IPeAUMHO OPOHXUT),
JIeKyBaHU ¢ aHTHOMOTHIM, € Omna 17 % (22/133) B rpynara ¢ miane6o u 14 % (16/118) npu nomynauusra,
neKyBaHa ¢ o3enTamuBup (p = 0,5976).

Jleuenue na epun npu bpemennu sicenu: He ca mpoBex1aHu KOHTPOJIUPAHH KITMHUYHH MTPOYIBAHUS 32
ynorpebaTa Ha 03eJITAMUBUD TIPH OPEMEHHU KEHH, BBIIPEKH Y€ MMa JI0Ka3aTeICTBa OT MOCTMAPKETHHTOBH U
PETPOCTIEKTHBHH 00CEPBAIIMOHHM MTPOYYBAHUS, KOUTO ITOKA3BAT M0JI3a OT HACTOSIIATA CXeMa Ha JO3UpaHe
MIPY Ta3U MAIMEHTCKA MOIYJIAIUs, B YCIIOBUATA HAa HUCKA MOPOUIHOCT/CMBPTHOCT. Pesynratute oT
(hapMaKOKMHETHYHHUTE aHAIN3H TIOKa3BaT HUCKA CKCIIO3UIINS Ha AKTUBHH METa0OJIUTH, BBIIPEKH Ue HE ce
npenopbyBa KOPUTHPaHEe Ha J03aTa MPH OPEeMEHHH KESHU MPH JICUSHUETO WU NMPOPUIAKTHKATA Ha TPUIIa
(Bx. Touka 5.2, dapmakokuHeTHKA, CIICITHAITHA TTOITYJIAITAHN ).

Jleuenue na epun npu deya: B KMMHUYHO M3MUTBaHE NPU HHAYE 3ApaBH Aeua (65 % rpumn-noaoKUTEIHN) Ha
BB3pacT oT 1 1o 12 rogunu (cpegHa Bb3pacT 5,3 roauHN), KOUTO ca UMald BUCOKa TeMnepatypa (= 37,8 °C)
IUTIOC KaIIIUIA WIN PUHUT, 67 % OT TPHUI-TIOJI0KUTEITHUTE TTAIlHEHTH ca OWIIN 3apa3eHH C TPUIIEH BUPYC
tun A u 33 % c rpurnen Bupyc tun B. JledenneTo ¢ o3enTamuBHp, 3anodHao 10 48 daca oT mosiBata Ha
CHMIITOMHTE, 3HAYMMO € HaMaJIMJIO BPEMETO 3a 037paBsBaHe (OIPeesICHO KaTo eJHOBPEMEHHO Bh3BPhIaHEe
KbM HOPMAJIHOTO 3/IpaBOCJIOBHO ChCTOSIHUE M aKTHBHOCT M CIIaJlaHEe Ha BHCOKATa TeMIepaTypa,
oOyekuaBaHe Ha Kanutunara v puauta) ¢ 1,5 aau (95 % nosepurenen untepsan 0,6 — 2,2 nqau; p < 0,0001) B
cpaBHeHHe ¢ m1ane6o. O3enTaMuBHp € HaMaIiiI YeCTOTaTa Ha OCTBP OTUT Ha CPEJHOTO YXO OT 26,5%
(53/200) B rpymnata ¢ mwiame6o 1o 16 % (29/183) npu xerara, exkysanu ¢ o3earamuBup (p = 0,013).

Btopo npoyusane ¢ 6mito 3aBbpireHo npu 334 merma ¢ actMa Ha Bb3pacT OT 6 10 12 ronuHH, OT KOUTO
53,6 % ca Owiu rpuI-moNoKUTENHH. B rpymara, JekyBaHa ¢ 03e1TaMUBHp, MEIMaHaTa Ha
MPOABIDKUTEIHOCTTA Ha 3a00Js1BaHeTO He e Onina HamaneHa 3HaynumMo. Jlo e 6 (ociieAHusT JeH OT
neuennero) FEV; ce e moBummun ¢ 10,8 % B rpynara, 1ekyBaHa ¢ 03e1TaMHUBHD, B cpaBHeHue ¢ 4,7 % ot
Tasu nomynaius ¢ mwiamebo (p = 0,0148).

EBponelickaTa AreHius 10 JieKkapcTBaTa oTjara 3aJbJDKEHHETO 3a IIPEI0CTaBsIHE Ha Pe3yITaTUTE OT
MPOYYBAHUSATA C O3EITAMHUBHP B €JHA WM ITOBEYE MOATPYIN HA NeIUaTpruyHaTa MOMyJIalusl PY TPHIL
Bmxre Touka 4.2 3a nHQOpMAIKs OTHOCHO yroTpeda B MeAUaTPHUsTA.

[NokazaHneTo Npu KbpMaveTa Ha Bb3pacT Mo/ 1 roJ{iHa ce OCHOBaBa Ha EKCTPAIIONAIUs Ha IaHHHUTE 32
e(UKACHOCT TIPH MMO-TOJIEMH JIeTIa, a MPENOPhUYUTEIHATA JO3UPOBKA € OCHOBABA Ha JIAHHU OT
(hapMaKOKHHETHYHO Mozearpane (BkK. Touka 5.2).

Jleuenue na ungpexyus ¢ epunen supyc mun B: O6mo, 15 % oT rpun-mnonoxuTenHarta nomynanys e Oumna
WH(EKTHpaHa C TPUICH BUPYC THII B, KaTto mponeHTsT e Oui B rpanun ot 1 10 33 % npu otaenHuTe
npoyuyBaHus. MequaHata Ha MPOABIDKUTEITHOCTTA Ha 3200 IsIBAaHETO TIPH JIMIA, 3apa3eHHU C TPHUIICH BHPYC
THI B, He ce e pa3nnyaBaia 3HAYMMO MEXKAY PA3IMYHNTE TPYIH HA JICYCHHE B OTACTHUTE MPOYIBAHHUSL.
Janaute ot 504 nuia, 3apa3eHu ¢ TPUTICH BUPYC TUT B, ca 6wy chOpaHu OT BCHUKH MTPOYIBAHUS 32
ananmu3. O3enTaMUBHp € HaMaIuil BpeMeTo A0 obJieKuaBaHe Ha BcIKkd cumnromu ¢ 0,7 mau (95 %
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noseputenieH uatepBai 0,1 — 1,6 aau; p = 0,022) u npoAbLKUTEIHOCTTa Ha GedpunuTera (> 37,8°C),
KallMIaTa ¥ pUHUTA ¢ equH AeH (95 % nosepureneH nntepsai 0,4 — 1,7 qau; p < 0,001) B cpaBHEHHE C
miane6o.

Jleuenue Ha epun npu UMYHOKOMNpOMemupanu 6b3pacmuy: ENHO paHTOMHU3UPAHO, ABOWHOCISIIO MTPOyYBaHE
3a OlLleHKa Ha 0€30TacHOCTTa M OXapaKTepru3upaHe Ha eeKTUTe Ha 03eNTaMUBHUDP BBPXY Pa3BUTHETO HA
PE3UCTEHTEH TpUIlEH BUPYC (IIbPBUYCH aHAJIN3) TIPH 3apa3eHU C TPUI Bb3paCTHH UMYHOKOMIIPOMETHPAHU
MaIMeHTH BKII0UBa 151 manuenTy, moIXo/IsIIH 32 OlleHKa Ha e(DUKACHOCTTa Ha 03eTITAMUBUD (BTOPUYCH
aHanm3, 0e3 JocTaThb4Ha CTATHCTHYECKAa MOITHOCT). [IpoyuBaHeTo BKIIIOYBA NAMEHTH C TPAHCIUIAHTALMS Ha
conuauu opranu [SOT], naneHTu ¢ TpaHCIUIAaHTALKA HA XeMaTONOeTHYHU cTBOoBU KieTtku [HSCT],
nonoxurensu 3a HIV mamment ¢ 6poii Ha CD4+ wietkn <500 kierkn/mm°, manpeHTH Ha CHCTEMHA
MMYHOCYIIPECHBHA TEpaIusl U TAKHBA C XeMaTOJIOTHYHH 3JI0KAYeCTBCHHU 3a00isBanus. Te3n nanueHTy ca
PaHIOMHU3MPAHU 3a JeYeHUE B paMKHUTE Ha 96 yaca OT mosiBaTa Ha CUMIITOMUTE ChC CTaHIapTHATA 71032

(73 mameHTn) Wiy ¢ 1BoMHA 103a (78 ManMeHTH) 03eNTaMUBHD B IPOABIDKEeHHE Ha 10 THU.

MenaunanaTta Ha BpeMeTo 3a oT3ByuaBaHe Ha cumnTomute (TTRS) e momoOHa B rpymaTa chC CTaHAapTHATA
no3a (103 waca [90% moseputenen unreppain 75,4-110,0]) u rpynara ¢ aBoitna go3a (104 waca [90%
nmoBeputesieH naTepBalt 65,8-131,0]). IIporeHTHT MaMeHTH ¢ BTOPUYIHU HHGEKITUA B TPyIIaTa ChC
CTaHIApTHA /1032 U B Tpymara ¢ ABOiHa J103a € cpaBHUM (8,2% crpsimo 5,1%).

Ipoghunaxmuxa na epun

EdukacHocTTa Ha 03enTaMUBUP 32 MPO(QUIAKTHKA HA €CTECTBEHO BH3HUKHAJIO TPUITHO 3a00JIIBaHE €
JI0Ka3aHa B IMPOYYBaHE 3a TOCTEKCIO3UIIMOHHA MPO(HUIIAKTHKA B TOMAKHHCTBATA U JIBE€ TPOYYBAHUS C I
ce3oHHa MpodmrakTuka. [IppBruyHaTa KpaitHa Touka 3a e()MKacCHOCT IPY BCUYKH TE3W MPOYUIBAHUS € Omiia
YecToTaTa Ha JabOpaTOpHO MOTBBPACHH CIIy4an Ha TpHIl. BUpyJIeHTHOCTTa HA TPUITHATA EMTUAEMHUS HE €
MpeBUIMMA U Bapupa B paMKUTE Ha 00J1acTTa ¥ OT CE30H Ha CE30H, MOPaJIM TOBA OPOSAT JUIlA, KOUTO €
HeoOxoaumo na ce ekysat (BHJT), 3a 1a ce nmpeaoTBpaty euH citydail Ha TPUITHO 3a00JIIBaHe, € Pa3InyCH.

Iocmexcnozuyuonna npoguraxmura: B poydBaHe MMpH JIMIA B KOHTAKT C U30JIMPaH CIy4aid Ha TPUIT

(12,6 % BakcHHHpAHU CpEIILy TPHIT), TPHIOKEHHETO Ha 03eITAMUBHD 75 Mg BEHBK JTHEBHO € 3aIIOYHAIIO
710 2 THU OT TI0sIBaTa Ha CUMIITOMUTE IIPH 3apa3eHusl C TPHIT U € MPOABIDKHUIIO cefieM AHU. | pur e 6un
noTBBbpIAEH mpu 163 ot 377 otnenuu ciydas. O3en1TaMUBUP 3HAYUTEITHO € IOHIKUI YeCTOTaTa Ha KIMHUYHO
MPOSIBEHO TPUITHO 3200JIIBaHEe, BH3HUKHAIO MPU KOHTAKTHUTE JIUI[A, IPU KOUTO € MOTBBPIACHO
3abomsiBaneTo, oT 24/200 (12 %) B rpynaTta ¢ minauebo Ha 2/205 (1 %) B rpynara c ozentamuBup (92 %
Hamanenue [95 % nosepurenen nuatepsan 6 — 16; p < 0,0001]). bposar nmuna, kouto e 6w10 HEOOXOAMMO Ia
ce nexkyBaT (bHJI) B kOHTaKT ¢ HCTHHCKY ciy4yau Ha Tput, e 6w 10 (95 % nosepurenen uatepBan 9 — 12) u
e 6n 16 (95 % nosepurenen naTepBan 15 — 19) B nanara nomymnanus (ITT), He3aBUCHMO OT CHCTOSHHETO
Ha UHQEKIUATA B OT/ICITHHS CITy4aid.

EdukacHocTTa Ha 03eNTaMUBUD 32 MPEIOTBPATABAHE HA ECTECCTBEHO BH3HUKHAJIO TPUITHO 3a00JIsSBaHE €
J0Ka3aHa B IMPOYyYBaHe 3a MOCTEKCIO3UIIMOHHA MPO(HUIAKTHKA B TOMAKHHCTBATa, KOETO € BKIIFOYBAIO
BB3PACTHH, IOHOIIH | JeTla Ha B3pacT oT 1 10 12 roanHu, KakTo KaTo OTAETHH CIIyvad, Taka v KaTo
KOHTaKTHH B ceMeicTBOTO. [lokazaTenar 3a mppBu4Ha e()UKaCHOCT B TOBA IPOYYIBAHE € YECTOTAaTa Ha
J1a00PATOPHO-TIOTBHP/ICH KIMHUYHO MTPOSBEH TPUI B JoMakuHCTBaTa. [Ipodunaktukara ¢ o3enraMuBup €
npoabinkmwia 10 qau. B oOmaTa momynanus € ©Mano MOHWKEHHUE B YECTOTaTa Ha 1a00paTOpHO-IOTBHPICH
KIIMHUYHO MPOSIBeH rpul B tomakuHcTBara ot 20 % (27/136) B rpymara, KOATO HE € MoTy4aBaja
npodunaktuka, Ha 7 % (10/135) B rpynata, KOsATO € moy4aBaa npoduiaktuka (Hamanenue ¢ 62,7 % [95 %
nosepurenieH natepsain 26,0 - 81,2; p = 0,0042]). B nomakuHCTBaTa, KHICTO € UMAJIO OTICITHH CIIydan Ha
HH(pEKTUPAHU C TPUII, € HaOII0AaBaHO MOHIKEHIE Ha YeCTOTaTa Ha 3a0071eBaeMocCT OT rput oT 26 % (23/89)
B TpyIara, KoATo He € NolydaBana npoduinaktuka, Ha 11 % (9/84) B rpynara, noiy4aBana npoQuiIaKkTHKa
(namanenwue ¢ 58,5 % [95 % mosepurenen unTepsan 15,6 — 79,6; p = 0,0114]).

Crnopen mOArpymoB aHANK3 NPH JIena Ha Bb3pacT oT 1 1o 12 ronuHu, 4ecToTara Ha J1abopaTOPHO-MIOTBBPACH
KIIMHUYHO TPOSIBEH TPUII CPeJI JeraTa € HaMajaeHa 3HaunTedHo ot 19 % (21/111) B rpymara, KosITo HE €
nosrydaBana npodunaktika, Ha 7 % (7/104) B rpymara, morydaBana npodunaktuka (64,4 % HamaneHne

[95 % moBeputenen untepsai 15,8 — 85,0; p = 0,0188]). IIpu nemnara, KOUTO B HAYATIOTO HA U3MTUTBAHETO
Ollle HE OTAECIST BUpYca, YeCTOTaTa Ha JabopaTOPHO-NIOTBBPACH KIMHUYHO MPOSIBEH TPHII € Hamasiia OT
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21 % (15/70) B rpymata, KOsTO He ToMydaBayia npoduiaktuka, Ha 4 % (2/47) B rpymnaTa, moxydaBaiia
npodunaktrka (80,1 % namanenue [95 % noseputenen unrepsan 22,0 — 94,9; p = 0,0206]). BHJI 3a nsmara
neanaTpuyHa nomynanus € 9 (95 % nosepurenen untepsan 7 — 24) u 8 (95 % nosepureneH uHTEpBa 6,
ropHaTa rpaHuLa He € u3MepeHa) 3a 1suara nonyianus (ITT) u cboTBETHO MpH AenuaTa, KOHTAKTHH C
otnenuu uHpektnpanu ciydan (ITTID).

Ipodunaxmura na cpun cied excnosuyus npu Kepmayema noo I-200uuna 6v3pacm no epeme Ha naHoemust.
[MpodunakTrkaTa 1Mo BpeMe Ha MaHASMHUS HA TPUIT HE € TPOyYBaHA B KOHTPOJIUPAHU KIMHUYHH U3ITUTBAHUS
npu aeua Ha Bb3pacT 0-12 mecena. Bikte Touka 5.2 3a mogpoOHOCTH OTHOCHO CHUMYJIaLlUsITa Ha
€KCITO3UILIHSL.

IIpounaxmuxa no epeme na epunna enudemus 8 obujecmsomo: B cOOpeH aHaiIM3 Ha ABE IPyru
[IPOYYBAHUS, [IPOBEIECHH IIPU HEBAKCUHUPAHH, MHAY€E 3paBU Bb3PACTHH, 03€ITAMUBUD 75 mg BEIHBK
JTHEBHO, IPWJIaraH B MPOABDKEHHUE HAa 6 CEIMUIIM, 3HAYMMO HaMaJIsIBa YeCTOTaTa Ha KIIMHUYHO MPOSIBEHOTO
rpunHo 3abomnsBane ot 25/519 (4,8 %) B rpynara c miaue6o Ha 6/520 (1,2 %) B rpynara c o3ei1TaMUBHD

(76 % namanenue [95 % nosepurenen unarepsan 1,6 — 5,7; p = 0,0006]) o Bpeme Ha rpUIHA STUIEMHUS B
o6mectoto. BHJI pu toBa mpoyusane ¢ 28 (95 % noseputesnen untepsai 24 — 50).

I[Tpu mpoy4uBaHe Ha X0Opa B cTapyecKka Bb3pacT, B JOMOBE 32 Bb3pAaCTHU Xopa, kpaeTo 80 % ca Oumiu
BaKCHHHMPAaHHU IIPe3 CE30Ha Ha IPOYYBAHETO, O3€ITaAMUBHP 75 Mg BEIHbXK JIHEBHO, [IpUJIaraH B
MPOABIDKEHNE Ha 6 CeIMUIIN, 3HAYMMO HaMaJlsiBa YeCTOTaTa Ha KIIMHUYHO TPOSBEHOTO I'PUITHO 3a00sIBaHe
ot 12/272 (4,4 %) B rpynarta ¢ mwiare6o Ha 1/276 (0,4 %) B rpymnata ¢ o3entamusup (92 % namanenue [95 %
noseputesieH uatepsai 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa npoyuBasne e 25 (95 % nosepurenex
uaTepBan 23 — 62).

IIpounaxmuxa na epun npu umyHokomnpomemupanu nayuenmu: IIpoBeeHo € qBOHHO-CIIANO, IU1anebo
KOHTPOJIMPAHO, PAHAOMHU3HPAHO M3MKUTBAHE 33 CE30HHA NPOPHUIAKTHKA Ha TPUI IIPU

475 UMyHOKOMIIpOMETHpaHU NaunueHTu (388 manueHTH ¢ TpaHCIUIAHTALUs Ha couAeH oprad [ 195 mnane6o;
193 ozentamuBHp], 87 MaMEHTH C TPAHCIUIAHTALIMS HA XEMOIIOETUYHH CTBOJIOBHU KJIETKH [43 mianeo;

44 o3zenTaMUBHp |, HIMA MMAIUEHTH C IPYTH UMYHOCYIIPECUBHU CHCTOSHUS), BKIFOUNTENHO 18 nema Ha
BB3pacT oT 1 10 12 rogunu. [IspBryHaTa kpaiiHa TOUKa IpU TOBA KJIIMHUYHO M3IMTBaHE € YECTOTaTa Ha
71a00paTOPHO NOTBBPACH KIMHUYHO IPOSIBEH TPUII, OIPEAETICH Ype3 KyITUBUPAHE HAa BUPYCH W/WIN
yeTupukpatHo nosuiienue Ha HAI anturenarta. Yectorata Ha 1aG0OpaTOpPHO MOTBBPCH KIMHUYHO MPOSIBEH
rput e 2,9 % (7/238) B rpymnara ¢ miane6o u 2,1 % (5/237) B rpynara ¢ ozentamuBup (95 % AU -
2,3%-4,1%;p=0,772).

He ca npoBexxaanu cneruduyH MpoyYBaHUs 32 OLIEHKA HAa HAMAJICHHETO Ha PUCKa OT YCIOKHEHUSI.

Pezucmenmnocm xvm ozenmamusup

Knunuunu npoyysanus: PUCKBT OT MOsBa Ha TPUITHU BUPYCH C HaMaJieHa YyBCTBUTEITHOCT MJIH U3SBEHA
PE3UCTEHTHOCT KbM O3CIITAMUBHD € M3CIICIBAH 110 BpeMe Ha crioHcopupanu ot Roche knmnamyHM
W3MUTBaHUs. Pa3BUTHETO HA BUPYC, PE3UCTEHTEH KbM 03EITAMUBUP, 110 BpEME Ha JICUCHUETO € MO-9ECTO MPH
JieTa OTKOJIKOTO TPY BB3PAaCTHH, KaTo TOBa Bapupa oT oA 1% mpu Bp3pactHuTe 10 18% mpu kppmadeTara
Ha BB3pact nox 1 roguHa. Jlenara, Npu KOUTO € YCTAaHOBEHO, Ue ca HOCUTENH Ha BUPYC, PE3UCTEHTEH KbM
03€JITAMUBUD, TI0 TIPHHIIUIT OTAEISAT BUPYCa MO-NMPOABDKUTEIIHO BpeME B CPABHEHUE C JIMIIATA C
YyBCTBUTEJICH BUPYC. Pe3UCTEeHTHOCTTa KbM 03€JITAMUBUD, Bh3HUKBAIIA 110 BpeMe Ha JieueHue, 00aue He
MOBJIMSIBA OTTOBOPA KbM JICUCHHETO U HE MPEAU3BUKBA YIbIKaBaHE HA CUMIITOMUTE Ha TPHIIA.

KaTto msmo mo-Bucoka yectora Ha pe3sUCTEHTHOCT KbM 03€ITaMHUBHD € HAaOII0JjaBaHa MPH Bb3PAaCTHU
MMYHOKOMIIPOMETHPAHH TAIUEHTH, JEKyBaHHU ChC CTAaHIapTHA /1032 WM C JBOIHA /1032 O3ENTaMUBHP B
npoasmkenne Ha 10 qau [14,9% (10/67) B rpynata cbe ctanmaptHa go3a u 2,8% (2/71) B rpynata ¢ 1BoiHa
703a], B CpaBHEHHE C JAHHU OT ITPOYYBAHMS C JIGKyBAaHH C 03€JITAMUBHD WHAYE 3APABU Bb3PACTHHU MAIIUEHTH.
[o-roysiMaTa 4acT OT MAIMEHTHTE, KOUTO Pa3BUBAT PE3UCTCHTHOCT, Ca PEIUITMEHTH HA TPAHCIUIAHTAT

(8/10 marenTy B rpymnara chC CTaHAApTHA /1032 ¥ 2/2 MAIMEHTH B TpyIaTa ¢ [BOiHA 103a). [ToBeueTo ot
MalMEeHTHUTE C PE3UCTEHTEH Ha 03EITaAMUBHP BUPYC ca MHQEKTUPAHH C TPHII TUIT A U UMAaT NPOABIKUTEITHO
OT/IeNISIHE Ha BUpYCa.
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YecrToTa Ha PE3UCTCHTHOCT KbM 03€JITAMUBUP B KVIMHUYHUTC MPOYYBAHUA

IanueHnT ¢ MyTanuu Ha pesucteHTHOCT (%)
DeHoTUNIM3UPAHE™ I'eno- n
Honynanus nanueHTH (denHoTnnM3upane™
Bw3pacthu 1 1oHOIIN 0,88% (21/2 377) 1,12% (27/2 391)
Hena (1-12 roxuum) 3,89% (66/1 698) 4,24% (72/1 698)
Kbpmayera (<1 rogmnna) 18,31% (13/71) 18,31% (13/71)

*[1pITHO TEHOTUTIM3UPAHE HE € OMIIO0 N3BBPIICHO BHB BCHUKH IIPOYIBAHMS.

[IpodmmakTika Ha TPUTT

Hsma nannu 3a mosiBa Ha JIeKapCTBEHA PE3UCTEHTHOCT, CBhP3aHa C ynoTpedaTta Ha 03eITaMUBHD [IPH
KIMHUYHNATE U3MUTBAHUS, IPOBEACHH JI0Cera NP rpynu ciie ekcrno3uust (7 AHM), TPy TPYIH CIIEA
excro3uiys B AoMakiuHCTBOTO (10 qHM) 1 ce30HHa (42 1HM) NpoUITaKTUKA HA TPHIT TIPU
MMYHOKOMIIETeHTHH TarreHTH. He e HabmoaBaHa pe3suCTEeHTHOCT 110 BpeMe Ha 12-CeIMUYHO MPOydYBaHe 3a
npoduITakTHKa IpH UMyHOKOMIIPOMETHPAHH TTAI[HEHTH.

Knunuynu dannu u 0annu om nabniodenue: OTKPUTH ca €CTECTBEHN MyTallUH, CBBP3aHH C HAMaJIeHa
YyBCTBUTEIHOCT KbM O3€ITaMHUBUD IN VItro mpu Bupycu THn A u B, n3omupanu oT nauueHTH 6e3
€KCITO3UIIMS Ha 03€NTaMUBHpP. PE3UCTEHTHN IIaMOBE, CEIEKTHPaHU 110 BpEME Ha JIEUEHHUE C 03€JITAMUBUD, ca
W30JIMPAaHU KAKTO OT UMYHOKOMIIETEHTHH, TaKa U OT UMyHOKOMIIPOMETHPAHU MTalUEHTH.
HMyHOKOMIIpOMETHPAHNUTE NALMEHTH U MAJIKUTE A€l ca U3JI0KEHU Ha HAal-BUCOK PHUCK OT Pa3BUTHE HA
PE3UCTEHTHU Ha 03€JITaMUBUP BUPYCH 110 BpEME Ha JICUCHUETO.

VY cTaHOBEHO €, Y€ pe3UCTEHTHH Ha 03eJTaMUBHP BUPYCH, U30JIMPaHU OT MALMEHTH, JIEKYBaHH C
03ENTaMUBHUP, U PE3UCTEHTHH Ha O3€ITaMHUBHp J1a00paTOpHU LIAMOBE HA TPUITHUTE BUPYCH, ChIbPKAT
myTarui B N1 n N2 HeBpamuHHAa3uTe. MiMa TEeHISHITUS MyTaIIMATE 32 PE3UCTEHTHOCT 1a Ohaat
crieruuyany 3a BUpycHus moAaTun. Ot 2007 r. ciopaAndHO ce OTKPHBA €CTECTBEHO BH3HUKBAIIATA
PE3UCTEHTHOCT, CBbp3aHa ¢ MyTarusaTa H275Y npu cezonnute mamose HIN1. UyBcTBHTETHOCTTa KBM
03ENTaMUBUP M LIMPOKOTO pa3NpoCTpaHEeHHE Ha TE3U BUPYCH M3TJIEK 1A BapupaT CE30HHO U reorpadceku.
IIpe3 2008 r. H275Y e 6una otkputa nipu > 99 % ot umpkynupamure HIN1 rpunau nzonatu B EBporna.
IIpe3 2009 r. rpunausat supyc HIN1 (“cBuHCKE rpum’”) € O MOYTH €HAKBO YYBCTBUTEIECH KbM
03EJITAMUBUD, KaTO € UMaJI0 CaMo CITOPAJANIHU CHOOIIEHUS 32 PE3UCTEHTHOCT BB BPBh3Ka KaKTO C
TEpareBTUYHH, TaKa ¥ ¢ TPOPUITAKTHIHN CXEMH Ha TIpUIaraHe.

5.2 dapMakoKMHETHYHM CBOIiCTBA

OO01mma nadopMmarys

Abcopoyus

OsenramuBHp ce abcopOupa J00pe OT CTOMAITHO-YPEBHUS TPAKT CJE] IEPOPATHO MPUIIOKECHUES Ha
o3entamuBup Gocdar (mpexypcop) 1 ce MeTaboMm3upa B TOJISIMa CTEIICH KaTo CE MPEBPBHINA B aKTUBHUS
MeTa0oJIUT (03eNTaMUBHP KapOOKCHIIAT) IIPEIMMHO C TIOMOIIITA Ha YepHOAPOOHHTE ecTepasu. Hait-manko
75 % oT mepopayHaTa J103a JIOCTHra CHCTEMHOTO KpbhBOOOpaIieHue o] popmMara Ha aKTHBEH METa0OIIHUT.
Excrnosumusita Ha npeasieKapcTBOTO IO OTHOIIEHUE HA aKTUBHUSI META0OJHT € Mo-MaJika oT 5 %.
[T1a3mMeHUTe KOHIICHTPAIMY Ha MPEKypcopa ¥ Ha aKTUBHMSI METAOOJIMT ca MPOIOPIIMOHAIHY Ha J03aTa U HE
Ce MOBJIMSIBAT OT STHOBPEMEHHO MPUIOKEHUE C XPaHa.

Pasnpeoenenue

CpenHusT 00eM Ha pa3npezesieHHe B CTAIlIOHAPHO CHCTOSIHUE Ha 03€ITaMUBUP KapOOKCHIIAT IIPH X0Opa €
mpuOIM3UTENHO 23 MUTpa — 00eM, EKBUBAJICHTEH Ha eKCTpallellylapHaTa TeJleCHa TeYHOCT. Thif KaTo
HEBpaMHUHH/Ia3HATa AKTUBHOCT € EKCTpalleyliapHa, 03eITaAMUBHP KapOOKCHIIAT ce pasmnpeieisi BbB BCHUKU
MeCTa Ha Pa3lpOCTPAHCHUE Ha TPUITHUS BUPYC.
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CBBpP3BaHETO Ha 03EJITAMUBUD KapOOKCHIIAT C IIA3MEHUTE TIPOTEHHH TIPH XOpa € HE3HAYUTEITHO
(mpubnmsurento 3 %).

Buompancgopmayus

OzenTaMuBHp € MOAJIOKEH HAa eKCTEH3UBHO MPEBPBILNAHE 10 03€ITAMUBHD KapOOKCHIIAT OT €CTepasuTe,
HAMUPAIIK ce MPEAUMHO B YepHust Apo0. [IpoyuBanust in VIitro ca mokasasm, 4e HUTO 03€JITaMHUBUP, HUTO
AKTUBHHUAT My METaOOJHUT ca CyOCTpaTy MM HHXUOUTOPH HAa OCHOBHHTE 30 opmu Ha uutoxpoMm P450. He
ca uieHTUdUIpany iN ViVo KoHroratu oT (ha3a 2 Ha HUTO €IHO OT JIBETE ChEIMHCHUSI.

Enumunupane

AOGCcopOUpaHUAT 03eNTaMUBHP ce eMUMMHUHUpa npeauMHo (> 90 %) upes nmpeBpbLIaHETO MY B 03€JITAMUBHD
kapOoxkcunar. Ciies1 ToBa TOl He ce MeTaboIM3npa MO-HATaThK U ce eTMMHHUpA ¢ yprHaTa. [TukoBuTe
IUTa3MEHHU KOHIICHTPAIMK Ha 03eTaMUBUP KapOOKCHIaT HAMAJISABAT C MOIXY>XUBOT OT 6 1o 10 vaca npu
MOBEYETO WHANBUAN. AKTHUBHUIT METa0OIMT CE SIMMHUHUPA U3LUT0 upe3 ObOpeuHa exckpeuus. bBrOpeunust
kinupbHC (18,8 1/h) npesuinasa cTenenra Ha riiomepyiHa ¢uatpanus (7,5 1/h), koero mokasea, 4e OCBEH
riioMepyJiHa puiaTpamnus ce u3BbpIIBa U TyOyaHa cexpenust. [lo-manko ot 20 % ot mepopanHara OensizaHa
7032 ce eIMMHHUpA ¢ QeKanuure.

EQYFI/I CIICIIMATIHH TTOIMYyJIaliuv

Ieouampuuna nonynayus

Kvpmauema na sv3pacm noo 1 2oouna: PapmakokuHeTHKATa, (PapMaKoIdHAMHUKaTa U 0€30I1aCHOCTTA Ha
03ENTAMUBUP Ca OIICHEHH B JIB¢ HEKOHTPOJIMPAHA OTBOPESHHU TPOYYBAHMUS, BKIFOUBAIIIN 3apa3eHU C TPHIT
Jielia Ha Bb3pacT noj exHa roguHa (n=135). CkopocTTa Ha KIMPHHC HA aKTHBHUS METa0O0JIUT, KOPUTHUPAHA 32
TEJICCHOTO TETrJI0, HaMaJsiBa P Bb3PacCT MO/ eHa rojuHa. Excrio3unusra Ha MeTa0oIuTa ChIo € Mo-
MTPOMEHJIMBA MTPH HAal-MaJKUTe KbpMaueTa. HanmudHuTe NaHHM MOKa3BaT, 4e SKCIO3UIMATA CIIE] 103a

3 mg/kg npu kppMadeTa Ha Bb3pact 0 — 12 Mecena ocurypsiBa eKCIO3HUIIMN Ha TPEITICKapCTBOTO U
MeTaboJInTa, KOUTO Ce OYakBa 1a 0bpaat eukacHu, ¢ mpodwr Ha 6€30TacHOCT, CPaBHUM C TO3H IIPH I10-
TOJIEMH JIeTa ¥ Bb3PACTHH, TTOJTydaBaIin ogo0penara go3a (Bx. Touku 4.1 u 4.2). Cro0IIeHUTe HeXKETTaH!
peaKInu ca B ChOTBETCTBHE C YCTAHOBEHUS PO Ha 0€301acCHOCT MPH MO-TOJIEMH JIeTia.

JlurncsaT qaHHM TPU KbpMadeTa Ha Bb3PACT Moj| | roauHa 3a mpo(uiIakTUKa Ha TPHI CIIE] CKCIIO3UITHSL.
IMpodunakTrkara Mo BpeMe Ha TPUITHA SMHUISMHS B O0IIECTBOTO HE € MPOYYBaHA MPH Jella Ha Bh3PACT MO
12 roguHu.

HDOd)MﬂaKWluK{l Ha cpun ced ekcno3uyus npu Kepmadema no0d 1-eoouwna 68b3pacm no e6peme Ha nanoemusi.

Cumynanusta Ha MPUJIOKEHUE BEJHBXK JHEBHO Ha 3 mg/kg npu kbpMadera < | rojiiHa TOKa3Ba eKCIIO3UIIHS
B CHIIUTE TPAHUIIN WIIM TIO-BUCOKA OT Ta3W MPH MPHUIIOKEHIE BEJHBK JHEBHO HA 75 mg MpH Bb3PacTHH.
Excriosunusta He npeBuUIlaBa Ta3u Npy JieueHHe Ha KbpMauera < 1 roauna (3 mg/kg nBa mbTH THEBHO) U ce
OYaKBa Jia oBeZie 10 cpaBHUM npoduit Ha Ge3omacHoCT (BK. Touka 4.8). He ca mpoBexnaHu KITMHUYHA
W3MUTBAHUS ¢ TPOQIIIAKTHKA MTPU KbpMadeTa Ha Bh3pacT < | roauHa.

Kvpmauema u deya na ev3pacm 1 200una unu no-conemu: DapMakoKHHETHKATA HA 03EITAMUBHUD ©
OLICHSIBaHA BB (DapMaKOKUHETUYHU MTPOYUYBAHUS C SJHOKPATHO MPUIIOKEHHE TIPU KbpMadeTa, Jiera u
FOHOIITK Ha BB3pacT oT 1 1o 16 rognan. @apMakoKHHETHKATA ITPH MHOTOKPATHO MPUJIOKCHHE € Oria
MpOyYeHa MPH MaIbK OpOii iera, BKIFOUCHH B KIIMHUYHO W3MUTBaHe 3a eukacHocT. [To-Mankure aera ca
OTJICITHITH MPEICKAPCTBOTO U aKTUBHUS My METa0OIHUT MO-0BP30 OT BH3PACTHHUTE, KOSTO € AOBEJIO J0 T0-
HHUCKa SKCIIO3UIIMS 3a JajaeHa g03a B mg/kg. J1o3u oT 2 mg/kg naBaT €KCIO3MIIMK Ha 03€ATAMHUBHP
KapOOKCHJIAT, CPABHUMH € TE3H, IOCTUTHATH MPH Bh3PACTHH, TOTyYaBally eTHOKpPATHA 1033 OT 75 Mg
(mpubnusutento 1 mg/kg). apMakOKHHETHKATA HA 03€ITAMUBHUP TIPH JIela U FOHOIIN Ha BH3PacT

12 ropuHu WK TIO-TOJIEMH, € 110100HA Ha Ta3U IPU Bh3PACTHUTE.

Cmapuecka év3pacm

Excriozunusira Ha akTHBHHSI METAOOJIHT B CTAIIMOHAPHO CHCTOSTHUE € 25 10 35 % mo-BucoKa Ipu Xopa B
cTapuecka Bb3pacT (Ha BB3pacT OT 65 10 78 TOMWHN) B CpaBHEHHUE C BB3PACTHH IO 65 TOMUHHU CIICT
MPIJIOKEHUE HAa CPABHUMHU JIO3U 03eNITaMUBUD. [10MyKMBOTHT, HAOII0OJaBaH MPHU XOpa B CTapUecKa Bh3pacT
€ moJ00CH Ha TO3H, HAOJI01aBaH MPHU MJIaId Bh3pacTHU. Bb3 0CHOBa Ha JieKapCTBEHATAa EKCIIO3UIIUS U
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MOHOCUMOCTTA, He € He00X0IMMO KOpUTHpaHe Ha J1o3ara IMPH XOpa B cTapuecka Bh3pacT, OCBEH aKko HiIMa
JMaHHM 33 YMEPEHO WM TEKKO ObOPEeUYHO yBpekaaHe (KpeaTHHUHOB KIMPBHC 1o 60 ml/min) (BiK.
Touka 4.2).

bvopeuno yspescoane

[Mpunoxenuero Ha 100 mg o3enramMuBup Gocdar aBa MHTH JHEBHO B MPOALIDKCHAE HA 5 JTHU TP MAIEHTH
C pa3NIMYHA CTETeH Ha OBOPEYHO YBPEkKIaHE MMOKA3Ba, Y€ SKCIO3UIHMATA Ha 03EITAMUBUDP KapOOKCHIIAT €
00paTHO MPOMOPIIMOHAJIHA Ha HAMaJIEHUEeTO Ha ObOpeuHaTa QyHKIMs. 3a 103UPOBKaTa BUKTE TOUKa 4.2.

Yeprodpobro yapedcoane

[TpoyuBanus in Vitro ca nokasanu, 4e He Ce OYaKBa 3HAYMMO MMOBHUIIIABAHE HA EKCIIO3UIIMATA HA
03€NITAaMHUBUP, HATO ITbK 3HAYMMO HAMaJICHHE Ha eKCTIO3UIINATA Ha aKTUBHHUS META0OJIUT MTPH MAIUEHTH C
4epHOAPOOHO yBpexkaaHe (BXk. Touka 4.2).

bpemennu orcernu

OG6001IeH oMy IalnoHeH (hapMaKOKMHETHYEH aHaIM3 TIOKa3Ba, Y€ cxeMara Ha npuiarabne Ha Ebilfumin,
ommcana B Touka 4.2 ,,JI03upoBKa 1 HAYMH Ha MPUWIOKEHUE, BOIU J0 Mo-HUCKa excro3uiius (30% cpexna
BEIMYMHA 33 BCUYKH TPUMECTPH) Ha aKTUBHUS MeTaOOIUT MPU OPEeMEHHH JKeHHU, B CPaBHEHHE C )KEHU, KOUTO
He ca OpemenHu. [lo-HuCcKaTa oyakBaHa eKno3unus o0avye ocTaBa HaJ MHXHOUTOpHHUTE KOHIeHTpanuu (IC95
CTOWHOCTH) M B TPAHUIINTE Ha TEPAIeBTUYHOTO HUBO 3a pe/IMLia IaMOBe Ha TpunHUs BUpyc. OCBeH TOBa,
¥Ma JIaHHU OT 00CepBallMOHHHU MPOYYBaHMsI, TOKA3BalIlH 110J13aTa OT HACTOSAIIATA CXeMa Ha MpHUJlarane npu
Tasu norynanus nanueHTy. ClieJJ0BaTenHo, He Ce MPENopbuBa KOPUTHPaAHE Ha J103aTa 32 OpEeMEeHHH KeHU
MIpY JICYCHUE WM NPOQHIAKTHKA Ha TPUI (BXK. Touka 4.6 DepTHIUTET, OPEMEHHOCT M KbPMEHE).

HmyHnoxkomnpomemupanu nayueHmu

[MonynammoneH hapMaKOKMHETHYEH aHAIN3 TT0KA3Ba, Ye JICYCHHETO Ha BE3PACTHA HMYHOKOMIIPOMETHPAHH
MAlUEHTH C 03eITaMHUBHP (KaKToO € omrcano B Touka 4.2. Jlo3upoBKa ¥ HAYMH Ha MPUIIOKEHUE) BOIU 10
noBHIIeHA ekcro3uus (10 50%) Ha akTUBHHS METa0OJINUT B CPAaBHEHHUE C Bb3PACTHU UMYHHO
HEKOMITPOMETHPAHH MAIIMEHTH ChC CPAaBHUM KPEaTHHUHOB KIHPBHC. [lopaan mmpoKkuTe rpaHuIy Ha
0e30IacHOCT Ha aKTHBHUS METa00JIUT obade He € He0OOXOAUMO KOpPUTHUPaHe Ha J103aTa MPH Bh3PacTHH
3apaji UMyHOKOMIIPOMETUPAHUS UM cTaTyc. IIpu Bb3pacTHUM MIMYHOKOMIIPOMETHPAaHU MALMEHTH C
0B0peyHo yBpexaaHe obaue T03UTe TPSOBA 1a ce KOPUTHPAT, KAKTO € OMUCaHo B Touka 4.2. Jlo3upoBka u
HAa4Y1H Ha MPUIIOKCHUC.

5.3 TlpenkIMHUYHM JAHHU 32 0€30MACHOCT

HexnmuHnuHuTE NaHHM HE TIOKa3BaT OCOOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBCHIIMOHATHUTE
(hapMaKOJIOTUYHU MPOYYBAHHS 32 OE30IMACHOCT, TOKCUYHOCT IPU MHOTOKPATHO TIpUJIaraHe U
T€HOTOKCHYHOCT. Pe3ynrarnte OT KOHBEHIIMOHATHHU MMPOYYBAHUSA 33 KaPIIMTHOTCHHOCT MPH IPU3ayH MTOKa3BaT
TEHJICHLIUA KbM J103a-3aBUCHMO MTOBUIICHUE HA YECTOTATa HA HIKOU TYMOPH, KOUTO Ca TUIIUYHU 32
M3MOJ3BaHUTE BUIOBE I'puzaun. Kato ce umat npeaBu rpaHUIIUTE Ha €KCIO3UIIUS 10 OTHOLICHUE Ha
OYaKBaHAaTa eKCTIIO3HIINS NIPH yIIOTpeda IMpH Xopa, Te3W JaHHU He MMPOMEHST ChOTHOIICHNUETO MO3a/PICK Ha
03EJITAMUBUD MPH 0I00PEHNUTE TePANIEBTUYHH MTOKA3aHNS.

TepaTonoru4HUTE POYYBAHUS Ca TIPOBEJICHN BbPXY IUTHXOBE M 3aHIIH B JI0O3M CHOTBETHO JIO

1 500 mg/kg/mueBHo u 500 mg/kg/nHerHo. He e HabmogaBaH eekT BopXy (HEeTaTHOTO pa3BUTHE.
[IpoyuBane Ha pepTunuTeTa mpu wrbxose B 103u A0 1 500 mg/kg/mHeBHO He € MoKa3aao HeXKeTaHH
peakuuu BbpXy JABaTa nosa. [Ipu mpe- ¥ moCTHATATHUTE IPOYYBAHUS NIPH ILTHXOBE € OTOCISI3aHO
yabkaBaHe Ha paxkaaneTo npu 1 500 mg/kg/mHeBHO: rpaHuaTa Ha 0€30MaCHOCT MEXKAY CKCIO3UIIUATA TIPU
XOpa U Hai-Bucokara 1o3a 0e3 edexr (500 mg/kg/nHeBHO) Mpu IbXoBe € choTBETHO 480 MbTH 32
o3entamMuBUp 1 44 IBTH 33 aKTUBHUS MeTaOoIUT. DeTaaHaTa eKCIO3UIMS IPH ILTbXOBE U 31y €
npubam3uTenHo 15 1o 20 % oT Ta3u Ha Maiikara.

[Ipu nrbX0Be € MaKTaluus 03eITaAMUBHP U aKTUBHUAT METa0OJUT Cce EKCKPETUpaT B MISIKOTO. OrpaHnueHH
JAHHM [TOKA3BaT, Y€ 03eJTAMHUBHP M aKTUBHHUAT METa0OJIUT ce EeKCKpETHpaT B KbpMaTa rpu xopa. [Ipu
EKCTparoJIMpaHe Ha JJAHHUTE OT )KUBOTHH ce moirydaBat croiHoctd oT 0,01 mg/maeBno u 0,3 mg/mHeBHO 3a
CHOTBETHUTE ChEANHCHHUS.
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Hab6mronaBan e moTeHIIHaN 3a KOXKHO CEHCHOMIM3UPAHE KbM 03€IITaMUBHD B "'maximisation" TECT BBPXY
Mopcku cBuH4YeTa. [Ipubmusutenno 50 % ot KUBOTHUTE, TPETUPAHU CAMO C AKTHBHOTO BEIIECTBO, IOKA3BAT
epuTeMa clie/l IPOBOKaIUs Ha WHAYIIUpaHu )kUBOTHH. HabmogaBano € oOpaTUMo pa3HeHe Ha OYH Ha
3aiLu.

Brnpekyn ue MHOTO BUCOKH €THOKPaTHHU MEPOPAIHHU A03H o3esntamMuBup (ocdat mox ¢popmara Ha cou, 10
Haii-Bucokara m3cnensana 103a (1 310 mg/kg), HIMaT HexXellaHU peaKIK PU Bb3PACTHU ILTBX0BE, TE3H
JI03M ca TPEIN3BUKAIN TOKCUYHOCT, BKIIOUUTEITHO CMBPT, IPH MAJIKK 7-THEBHHU IUThX4YeTa. Te3u peakunu ca
HabmronaBaHu npu 1034 oT 657 mg/kg n mo-Bucoku. Ilpu 500 mg/kg He ca ycTaHOBEHH HEXXEJIaHU PEaKIHy,
BKIIIOYMTEIIHO U ciel XpoHndHo Tpetupane (500 mg/kg nueBHo, npunaranu ot 7 10 21 ne ciex
paxaaHeTo).

6. DOAPMAIEBTUYHU JAHHAU
6.1 Cnucbk Ha HIOMOIIHHUTE BelIeCTBA

Ebilfumin 30 mg tBEpau Kancynn

Kancynno cvovporcumo

IpexenaTnHU3UpaHo HUIIECTE (MOTYUEHO OT IIAPSBUYHO HUIIICCTE)
Tanx

IMosumon (K-29/32)

Kpockapmenosza natpuit

Hatpues creapungpymapar

Cvcmas Ha kancyrama
Kenarun

XKenesen oxcun, kbt (E172)
Turanos quokcua (E171)

Tevamno macmuno

[emnak rmaum-45% (20% ecrepudunmpan)
XKenesen oxcun, uepeH (E172)
IMpomunenrmukosn (E1520)

Awmonues xumpokcun 28% (E527)

Ebilfumin 45 mg tBEpau Kancynn

Kancynno cvovporcumo

[IpexenaTnHU3UpaHO HULIECTE (MOIYYEHO OT LIAPEBUYHO HUIIECTE)
Tanx

IMosumon (K-29/32)

Kpockapmenosza natpuit

Hatpues creapundymapar

Cvcmas na xancyrama
Kenarun
Tutanos auokcun (E171)

Ieuamno macmuno

[ennak rinani-45% (20% ectepuduipan)
Kenezen okcua, guepen (E172)
[pomunenrmukon (E1520)

Awmonues xumpokcun 28% (E527)
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Ebilfumin 75 mg tBEpau kancynn

Kancynno cvovporcumo

[pexenaTnHU3UpaHO HALIECTE (MOXYYCHO OT IIAPEBUYHO HUIIECTE)
Tanx

IMosumon (K-29/32)

Kpockapmenosza Hatpuii

Hatpues creapundymapar

Cvcmas Ha kancyrama
Kanaue:

Kenatuu

Kenesen oxcun, xuaT (E172)
Turanos auokcun (E171)
Tano:

Kenatuu

Turanos auokcun (E171)

Teuamno macmuno

ennak rmann-45% (20% ecrepudunmpan)
YKenesen okcu, uepen (E172)
[Iponunenriukon (E1520)

Awmonues xuapokcun 28% (E527)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

6 ronuHu

ChbXpaHEeHNE HA IPUTOTBEHATA B AlITEKA CYCITCH3US

Cpok Ha TOIAHOCT 3 CeaAMUIM ITpH chXxpaHeHue moj 25°C.
Cpoxk Ha rogHocT 6 ceqmuiy pu 2°C - 8°C.

6.4 CrnenuajaHH YCJIOBHSA Ha CbXpPaHeHHe

Ha ce cpxpansBa mox 25°C.

3a yciioBUsiTa Ha ChXPaHECHUE HA MTPUTOTBEHATA B allTEKa CYCIIEH3Us BUXKTE Touka 6.3.
6.5 Buau chabpikaHue HA ONMAKOBKATA

PVC/PE/PVAC/AI 6iucrepn unu HDPE omakoska 3a tabmetku ¢ LDPE kamauka (1 cyrmmrenn).
Pasmep Ha omakoBkaTa: 10 kamcynu.

6.6 CnenmaJHu npeana3Hu MePKH NPH U3XBBPJIsIHE U padoTa

Hewsmnon3Banuar nexapcTBEH MPOTYKT WM OTHAIBYHATE MaTEPHAIN OT HETO TPSIOBa /1a C€ U3XBHPIIAT B
CHOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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Excremmnopainna popma

Koeamo nsma ozenmamusup npax 3a nepopanna cycnensus

ITpomuIIIeHO TIPOU3BEICH 03EATAMUBHUP TIpax 3a Mepopajina cycnensus (6 mg/ml) e npeanoYnTaHusT
MPOAYKT 3a e IHATPHYHH U Bb3PACTHU MAIlHEHTH, KOMTO UMAT 3aTPyIHEHHUS IIPH MPETIIHINAHETO Ha
KaIlCyJIM, MM KOraTo ca HeoOXOANMHU MO-HUCKH 103W. B ciryuail, 4e HIMa IPOMHMIILIEHO POU3BENEH
03eNITaMHUBHP IPax 3a IepopajHa CyCreHs3us, papMaieBThT MOXKe [a IPUroTeu cycnensus (6 mg/ml) or
Ebilfumin karmcysu, Wiu marreHTHTe MOXKe Ja CH MPUTOTBSIT CYCIICH3HUATA OT KarCy/Ii BKBIIIH.

Tps0Ba 1a ce mpeanoYnTa npernapar, PUroTBEH B anTeKaTa, Ipe/] IPUrOTBEHHS B JOMAIIHH YCIOBHSI.
[Mopo6Ha uH(OpPMAIHS 3a TIPUTOTBSHE B JIOMAIITHU YCIIOBUS MOKE J]a C€ HAMEPH B JINCTOBKATA 3a MAIUeHTA
Ha Ebilfumin xancynu B ,,IIpurorssse Ha Teden Ebilfumin sxbum”.

3a npujiaraHe Ha CyCIICH3UATA, IPUT'OTBCHA B alITEKATa, KAKTO U 3a MPOUCAYPUTC 34 JOMAIIHO ITPUTOTBAHE,
TpSI6Ba Ja C€ OCUTYPAT COPHUHIOBKHU C NOAXOAAII] 00eM u rpagyupaHe. B nBara Cllydas IpaBUJIHUTC obeMu

TpsOBa Ja ca OTOCNSI3aHH BHPXY CIPHHIIOBKHUTE.

IIpuroTBsHE B anITeKaTa

6 mg/ml cycneH3usi, PUTOTBEHA B ANITEKATA OT KAICYJIH

Bw3pacmuu, ionowu u kepuauema, u deua na gv3pacm I 200una unu no-2oaremu, KOUmMo He ¢a 8 CbCmosHue
da noanvuam yenu Kancyiu

Ta3u nporieypa onmucBa NPUTOTBIHETO HA 6 MQ/ml cycneH3us, KOsITO e OCHTYPH Ha €JIMH MaIlUCHT
JIOCTaThYHO JIEKAPCTBO 3a S-THEBEH Kypc Ha JieueHue win 10-1HeBeH Kypc 3a PO IITaKTHKA.

dapmaneBTbT MOKe Ja puroreu 6 mg/ml cycnensus ot Ebilfumin 30 mg, 45 mg wim 75 mg karncysu, kato
u3noI3Ba Boja, chabpikama 0,05 % 1./00. HaTpueB OeH30aT, J00ABEH KaTO KOHCEPBAHT.

[IppBo, M3uKCIIETE 00MIHS 00eM, HEOOXOMM 32 MPUTOTBSHE U OTITyCKaHEe, KOWTO IIe OCUTYPH 5-THEBEH Kypc
Ha siederne win 10 gHEBEH Kypc 3a npodmiakTrka Ha manreHTa. HeoOxoaumust o011 06em ce orpeaess
CIOPEJT TETJIOTO Ha MAIMEHTa, ChITIACHO MPEMOPBHKUTE B TAOJIUIATA ITO-J0TY. 3a J1a MOXKeE J1a Ce 3TN
TouHUs 00eM 10 10 mo3u (2 u3TerNssHus 3a JJHEBHA /1032 3a JICUCHHUE B MPOIABIDKCHUE Ha 5 THU), TIPH
MPUTOTBSIHE HA JI03aTa TPSAOBA Jla ce B3eMe MPEeIBU KOJIOHKATA, OKa3BaIlla 3aryoara npyu u3MepBaHeTo.

O6em Ha 6 Mg/ml cycnieH3usi, IPUTOTBEHA B aNITEKATA Bb3 OCHOBA HA TErJI0TO HA MALIMEHTAa

TeecHo Terao

(kg)

OO0 00eM 3a IPUTOTBSIHE
CIIOpe/ TerJIOTO HA MALHEeHTAa
(ml)
3ary0a npu u3MepBaHeTO, KOSITO
He € B3eTa mpeaBuj

OO0 00eM 3a IPUTOTBSIHE
CIIOpe/ TerJIOTO HA MALHEeHTAa
(ml)
3ary0a npu u3MepBaHeTO, KOSITO
€ B3eTa MpeaBuj

10 kg mo 15 kg 50 ml 60 ml wm 75 ml*
> 15 kg o 23 kg 75 ml 90 ml wim 100 ml*
> 23 kg o 40 kg 100 ml 125 ml
> 40 kg 125 ml 137,5 ml (mm 150 ml)*

*B 3aBHCHMOCT OT KOJUYCCTBOTO HA aKTUBHOTO BCIICCTBO B U3IIOJI3BaHATA KaricyJa.

Bropo, onpenenere 6post Ha KancynuTe U KOJIMYECTBOTO HAa HOcUTeNs (Boaa, ceabpikamua 0,05 % T./00.
HaTpueB OeH30aT, I00aBEH KaTO KOHCEPBAHT), HEOOXOAMMU 3a IPUTOTBSHE Ha 00UUs 00eM (M3YHCIIEH OT
ropHara Tabnuia) Ha 6 mg/ml cycreH3us, MpuroTBeHa B alTeKaTa, KakTo € TIOKa3aHo B TaOauIaTa mo-10iy:

23



Bpoii Ha kancyauTe U KOJIMYeCTBO HA HOCHTEJIs1, HeOOX0JUMHM 32 IPUTOTBSIHE HA 001K 00eM Ha
6 mg/ml cycnen3usi, NpUroTBeHa B ANITEKATA

OO0 00eM Ha Heo0xoaum 0poii kancy/am o3e1TaMUBHP Heo0xoaum
CyCIeH3usATa 32 (mg o3eJITAMHBHP) o0eM Ha
NPUTOTBsIHE 75 mg 45 mg 30 mg HOCHUTEJIA
60 ml Mous u3non3panTe 8 kamncynu 12 kancynu 59,5 ml
KarlCyJIH C Ipyro (360 mg) (360 mg)
KOJINYECTBO Ha
aKTHBHOTO
BellecTBO™*
75 ml 6 xarcyim 10 xarrcymu (450 mg) 15 karcymm 74 mi
(450 mg) (450 mg)
90 ml Mous n3non3panTe 12 kancynu 18 kamncymnu 89 ml
KaIlCyJIH C IPyTO (540 mg) (540 mg)
KOJIMYECTBO Ha
aKTHBHOTO
BelIecTBO™®
100 ml 8 kamncynu Mous u3non3panTe 20 kamcynu 98,5 ml
(600 mg) KarlCyJIH C IpyTo (600 mg)
KOJIMYECTBO Ha
aKTHBHOTO
BellecTBO™
125 ml 10 kancynu Moss u3non3panTe 25 kamncynu 123,5 ml
(750 mg) KarlCyJIH C IpyTo (750 mg)
KOJIMYECTBO Ha
aKTHBHOTO
BellecTBO™
137,5 ml 11 kancynu Mous u3non3panTe Mous u3non3BanTe 136 ml
(825 mg) KarcyJu ¢ Ipyro KarcyJu ¢ Ipyro
KOJINYECTBO Ha KOJINYECTBO Ha
aKTHBHOTO aKTHBHOTO
BellecTBO™ BellecTBO™

* Hama KOM6I/IHaLII/I$I C TaKOBa KOJIMYCCTBO HAa aKTUBHOTO BCIICCTBO B KaIICyJia, KOATO MOXKC a CC U3I0JI3Ba
3a IMOCTUT'AaHC HA KCJIaHaTa KOHICHTpANHA; 3aTOBA MOJIL M3II0JI3BANTE KarcyJia ¢ Apyro KOJanm4eCTBO Ha
AKTHUBHOTO BCIICCTBO.

Tperto, cinemBaiite mpoleaypaTa mo-I0Iy 3a IpUroTestHe Ha 6 mg/ml cycnensus ot Ebilfumin karmcymm:

1. B crprieHa gama ¢ moaxoIsIl pa3Mep CI0KETe MMOCOYSHOTO KOMIECTBO Boaa, chabpkama 0,05 %
T./00. HaTpueB OeH30at, J00ABEH KaTO KOHCEPBAHT.

2. OrtBopete moco4yeHOTO KonmuuecTBo Ebilfumin kamcynu u mpexsbpiiere ChaAbPKAHUETO HA BCSKA
KarcyJia JUPEKTHO BHB BOJIaTa C KOHCEPBAHT B CTHKJICHATA Yallla.

3. Pa30bpkBaiiTe B IpoIbIDKEHHE HA 2 MUHYTH C TIOAXOAINA ObpKaKa.

(3abenexka: JIekapcTBEHOTO BEIIECTBO 03eNTaMHUBHUD (hocdat ce pa3TBaps JIECHO BBB BOJA.
CycrieH3usiTa ce IbJDKH Ha HAKOM OT MOMOIIHUTE BemecTBa Ha Ebilfumin kancymu, kouto ca
HEPa3TBOPHUMH. )
4.  IlpexBbpieTe cycrieH3usaTa B OyTHIKA OT TBMHO CTBKJIO WM ThMeH nonuermientepedranar (PET).
Moxe na nznon3sate QyHus, 3a Aa W30eTHETE pa3iuBaHe.

o

3arBopere OyTHIIKaTa KaTo M3IIOJI3BATE 3alTUTEHA OT Jela Karnayka.

6.  IlocraBeTe MOMOIICH ETHKET BEPXY OyTHIIKATa ¢ Haamuc “Pa3kiaTere BHUMATEITHO MpeIu yrnoTpeda”.
(3abenexxka: Ta3u nmpuroTBeHa CycrieH3us TPSAOBA 1a ce pa3KIaTH JEKO Mpeay MPUIIoKeHHe, 3a 1a Ce
CBeJIe 10 MUHIMYM TeHICHLMATA 32 3aAbpiKaHe Ha Bb3AYX.)

7. [aiire yka3aHUs Ha pOJUTENS WX Ha OOJNHOTIIEAa4ya, 4Ye BCHUKM OCTaHAIN MaTepUal Cliel
MPUKITIOYBAHE Ha JICYCHUETO TPAOBA Jia ce U3XBBHPILIT. [IpenopbuBa ce Tazu nHGOpMaIus 1a ce 1ajae

KaTo CC MOCTaBH IIOMOIIICH CTUKCT HA 6YTI/IJ'IK8.T3. HJIm CC I[OGaBI/I YKa3aHUC€ KbM €TUKETA C UHCTPYKIIUH
OT alTceKara.
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8.  TlocraBeTe eTHKET ChC CHOTBETHATA JIaTa HA M3THUAHE HA CPOKA HA TOJHOCT CHITIACHO YCIIOBUATA HA
cbxpaHeHue (Bxk. Touka 6.3).

[TocTaBere anTeueH eTUKET BbPXY OYTHIIKATa, KOWTO BKJIFOYBA HMETO Ha MAlMEHTa, YKa3aHUs 3a MpUiaraHe,
JaTa JI0 KOSATO MOXKE J1a Ce M3IT0JI3Ba, MME Ha JICKApCTBEHUS MTPOIYKT U ApyTra HeobxoanMa nHpopMaItus B
CHOTBETCTBHE C MECTHHUTE PETYJIATOPHH M3UCKBAHMS 3a anTeknuTe. HampapeTe cripaBka ¢ Tabiwimara mo-mao0iry
3a MOAXOAIINTE YKa3aHHs 3a MpHJIarane.

Taoauna 3a npuiarane Ha 6 mg/ml cycnen3us, NPUroTBeHAa B aNITEKATA OT 03eJTAMHBHP KAMCyJIH, 32
KbpPMayeTa u Jela Ha Bb3pacT 1 rognHa wim no-rojgeMu

TeaecHo tersio | Jo3a Jo3a 3a 1euyenne IIpopuaaxkTuuHa no3a
(kg) (mg) | O6em 3a mo3a 6 mg/ml (3a 5 nHn) (3a 10 gun)

10 kg mo 15 kg 30 mg 5mi 5 ml gBa mbTH JHEBHO 5 ml Begunx JHEBHO

> 15 kg mo 23 kg | 45 mg 7.5 ml 7,5 ml gBa meTH nHEBHO | 7,5 Ml BeaIHBXK JHEBHO

> 23 kg mo 40 kg | 60 mg 10 ml 10 ml nBa mbTH HHEBHO 10 ml BenaBX HTHEBHO

> 40 kg 75 mg 12,5 ml 12,5 ml nBa et gHEBHO | 12,5 Ml BenHBX THEBHO

OTnyckaiiTe CyCIIeH3UATa, IPUTOTBEHA B alTeKara, ¢ TpaJyupaHa CIPUHIIOBKA 3a MepOpaHU (OpMU 3a
M3MEpBaHE Ha MAJIKM KOJIMYECTBA OT CYCICH3UITAa. AKO € Bh3MOXKHO, OTOSIeKETE WM MO TUepTaiTe
JIeTICHUETO Ha CIIPUHIIOBKATA 3a MepopaiHu (OPMH, ChOTBETCTBAIIO HA TIOAXO/SIIATA 1032 (CHIIIACHO
TabIMIaTa 3a TO3UpaHe TO-TOPE) 3a BCEKH MAIIUCHT.

BonnornenaybsT TpsiOBa 1a cMecH MOAXOASIIATA 1032 C pABHO KOJMYECTBO Clla/ika TeYHA XpaHa, Harp.
MOJICNIa/IeHa BO/IA, IIOKOJIAJA0B CHPOII, CUPOII OT YEPEeLIH, ASCEPTHH 3aIMBKH (HAIP. CHPOI OT KapameJ WK
HyTa), 3a J]a C€ MaCcK1Upa rOpUMBHUs BKYC.

Kvpmauema na evspacm noo 1 2oouna
Ta3u nporeaypa OnMCBa MPUTOTBAHETO HA 6 MQ/ml CycreH3us, KOSITO 1€ OCUTYPH Ha €IUH HallMeHT
JIOCTAaThYHO JICKAPCTBO 32 S-THEBCH Kypc Ha JieueHue win 10-IHeBeH Kypc 3a TpoHITaKTHKA.,

dapmaneBTbT MOXKe Ja purorBu 6 mg/ml cycnensus ot Ebilfumin 30 mg, 45 mg wim 75 mg xarncysu, kato
M3M0II3Ba BoJa, chabpikamia 0,05 % T./06. HaTpueB OeH30aT, 100aBeH KaTO KOHCEPBAHT.

[IspBO, M3uHcIEeTe OO 00eM, HEOOXO UM 3a TIPUTOTBSIHE U OTITYCKAaHE 3a BCEKH MarueHT. HeoOxoqumusT
0011 00eM ce orpeieNist CIOPeJT TErJI0TO Ha MAIMEeHTa, ChITIACHO MPETOPhKUTE B TA0JIMIIATA MTO-10JTY. 3a Ja
MOJKe Ja ce u3Terau TouHus ooem oT 10 no3u (2 u3TerisHus 3a JIHEBHA JI03a 32 JICUCHHUE B TIPOIBIDKEHUE HA
5 mHM), IpY IPUTOTBSIHE Ha J]03aTa TPsiOBa J1a ce B3eMe MpeABH KOJIOHKATa, MoKa3Bala 3arybara npu
W3MEpPBaHETO.

O06em Ha 6 Mg/ml cycnieH3usi, IPUTOTBEHA B ANTEKATA Bb3 OCHOBA HA TErJOTO HA MAlMEeHTAa

TeJsiecHo TerJio OO0 00eM 3a IPUTOTBSIHE CIIOpeN OO0 00eM 3a IPUTOTBSIHE
(kg) TErJoTo HAa MAHeHTAa CIIOpe/ TerJIOTO HA MALHEeHTAa
(ml) (ml)
3ary6a npu u3MepBaHeTO, KOSITO | 3aryda mpu u3MepBaHeTO, KOSITO
He e B3eTa MpeABHI € B3eTa NpeaBu
<7kg 1o 40 ml 50 ml
> 7 kg mo 10 kg 50 ml 60 ml wm 75 ml*

*B 3aBHCHMOCT OT KOJUYCCTBOTO HA aKTUBHOTO BCIICCTBO B U3IIOJI3BaHATa KaricyJa.
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Bropo, onpesienere Opost Ha KancyJuTe U KOIMYECTBOTO Ha HOocUTe s (Boja, chabpixkaiia 0,05 % T./00.
HaTpueB OCH30aT, T00aBEH KaTO KOHCEPBAHT), HEOOXOAMMU 3a IPUTOTBSHE Ha 00U 00eM (M3YHCIIEH OT
ropHara tabnuiia) Ha 6 mg/ml cycrieH3us1, MPUTOTBEHA B alTeKaTa, KaKTO € MIOKa3aHOo B Ta0JIMIaTa MO-J0JTy:

Bpoii Ha kancyauTe U KOJIMYECTBO HA HOCHTEJIS, HEOOX0JUMH 32 MPUTOTBSIHE HA 00IIMA 00eM Ha
6 mg/ml cycnen3nusi, NpUroTBeHa B aNTEKAaTa

OO0 00eM Ha Heo0xoaum 0poii kancy/u 03eJ1TaAMUBHP Heo0xoaum
CYCIICH3HATA 32 (mg o3e1TAaMUBHP) o0eM Ha
NPHUTOTBsIHE 75 mg 45 mg 30 mg HOCHTEJISI
50 ml 4 karcyu Mo u3mon3BaiTe 10 karcymm 49,5 ml
(300 mg) KaIICyJIH C IPyTO (300 mg)

KOJIMYECTBO Ha
aKTUBHOTO BEIIECTBO*

60 ml Mous u3non3panTe 8 kamncynu 12 kancynu 59,5 ml

KaIlCyJIH C IPyTO (360 mg) (360 mg)
KOJIMYECTBO Ha

AKTUBHOTO BeLECTBO™

75 ml 6 xancynu 10 kancynu 15 kamncynu 74 ml
(450 mg) (450 mg) (450 mg)

* Hama KOM6I/IHaHI/I§I C TaKOBa KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO B KaIICyJida, KOATO MOXKE Ia CC U3I10JI3Ba
3a IIOCTUT'aHC Ha XECJIaHaTa KOHOCHTpAlrsA; 3aTOBA MOJIA H3II0JI3BANTE Karicyjia ¢ Apyro KOJam4eCTBO Ha
AaKTHBHOTO BCIICCTBO.

Tpero, cnenBaiite mpoueaypara 1mo-10iy 3a NpUroTssiHe Ha 6 mg/ml cycnensus ot Ebilfumin kancynu:

1. B cTbkieHa Yaria ¢ HOAXOJIAIL Pa3sMep CIOKETE IIOCOYSHOTO KOJMUECTBO BO/Ia, Chabpikaiia 0,05 %
T./00. HaTpueB OeH30aT, T00ABEH KaTO KOHCEPBAHT.

2. OtBopere mocoyenoro koamdectBo Ebilfumin kancynu u npexBopriete ChabpKaHUETO HA BCSIKA
KarcyJia JUPeKTHO BbB BOJATa C KOHCEPBAHT B CTHKJICHATA Yallla.

3.  Pa30GbpkBaiiTe B IPOIbIDKEHHE HA 2 MHUHYTH C ITOIXO0/Is1a ObpKaKa.

(3abenexka: JIekapCTBEHOTO BEIIECTBO 03€ATAMUBHUP (ochaT ce pa3TBaps JECHO BbB BOJA.
CycrieH3usITa ce Ib/DKH Ha HSIKOW OT MOMOIIHUTE BeecTBa Ha Ebilfumin kamcysu, kouro ca
HEPa3TBOPHMH. )

4.  IlpexBwpiere cycrneH3usTa B OYTHIIKA OT THhMHO CTHKIIO WM ThMeH ronueTmienTepedranar (PET).
Mosxe na nznonssare GyHHS, 3a A2 n30erHeTe pazIuBaHe.

5. 3arBopere OyTHJIKaTa KaTo U3MOJI3BaTEe 3alIMTEHA OT Jella Kaladka.

6.  IlocraBeTe MOMOIIEH €TUKET BhPXY OyTHIIKAaTa ¢ HaamUC “Pa3kiarere BHUMATEHO Mpean ynoTpeda”.

(3abenexka: Ta3u NpUroTBeHa cycHeH3us TpaOBa Aa ce pa3KiIaTH JIEKO Mpeau MPUIIOKEHNUE, 3 J1a Ce
CBeJIe 10 MUHUMYM TeHICHIUATA 32 3a/Ibp)KaHe Ha BB3IyX.)

7. Jlaiire yka3aHus Ha POAWTENS WM Ha OOJHOTIIE1ada, Y€ BCEKH OCTAaHAJTI MaTepuall CiIel MPUKII0YBaHe
Ha JIedeHneTo TpsiOBa na ce u3xBbpiu. [IpenoppuBa ce Ta3u HHGOPMAIHS 1a ce 1a/ie KaTo Ce TOCTaBH
MOMOIIIEH €THKET Ha OyTHIIKaTa WK ce J00aBH yKa3aHUe KbM €TUKETa C HHCTPYKIMH OT anTeKara.

8.  IlocraBeTe eTHKET ChC CHOTBETHATA JaTa HA U3TUYAHE HAa CPOKA HA TOJHOCT ChITIACHO YCIIOBUSTA HA
cbXpaHeHue (BXK. Touka 6.3).

[locTaBeTre anTeueH eTUKET BbPXY OyTHIIKAaTa, KOMTO BKIIFOYBA HMETO Ha MallMeHTa, yKa3aHUs 3a MpUIaraHe,
JaTa 10 KOSTO MOJKE Jia Ce M3IM0I3Ba, MMe Ha JIEKapCTBEHUS TIPOAYKT U Ipyra HeoOxoauma nHpopMaIius B
ChOTBETCTBUE C MECTHUTE PETYJIATOPHU U3UCKBaHUs 3a anTekute. HampaseTe cripaBka ¢ Tabiurara mo-aomny
3a MOJXOIAIINTE YKa3aHUs 3a IpHiaraHe.
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Ta6auna 3a npuiarane Ha 6 mg/ml cycnensus, npuroTseHa B anrekara ot Ebilfumin kancysu, 3a
KbpMayeTa Ha Bb3pacTt noja 1 roquna

TejecHo Jo3a O6em 3a | Jlo3a 3a jJeuyeHne Jlo3a 3a Pa3mep na
TerJio (mg) 71032 (3a 5 nHM) npoduiakTuKa Jno03aropa,
(3aKpbIJIeHo (6 mg/ml) (3a 10 gun) KOiiTO 12 ce
kbM 0,5 kQ) U3M0J13Ba
(¢ nejieHus ot
0,1 ml)
3 kg 9mg 1,5ml 1,5 ml nBa meTH 1,5 ml BegHBX 2,0 ml wm
JIHEBHO JTHEBHO 3,0mi
3,5 kg 10,5 mg 1,8 ml 1,8 ml nBa mbTH 1,8 ml Bengubxk 2,0 ml unu
IHEBHO JHEBHO 3,0ml
4 kg 12 mg 2,0 ml 2,0 ml a1Ba mpTH 2,0 ml BenaBXK 3,0ml
JIHEBHO JTHEBHO
4,5 kg 13,5 mg 2,3ml 2,3 ml 1Ba mpTH 2,3 ml BemHBXK 3,0ml
JTHEBHO JTHEBHO
5 kg 15 mg 2,5ml 2,5 ml aBa mpTH 2,5 ml BenHBXK 3,0ml
JTHEBHO JTHEBHO
5,5 kg 16,5 mg 2,8 ml 2,8 ml 1Ba mpTH 2,8 ml BemHBXK 3,0ml
IIHEBHO IHEBHO
6 kg 18 mg 3,0ml 3,0 ml ABa mpTH 3,0 ml BenuBXK 3,0 ml (wmu
IHEBHO JHEBHO 5,0 ml)
6,5 kg 19,5 mg 3,3ml 3,3 ml nBa mbTH 3,3 ml BenHBXK 5,0 ml
JIHEBHO JTHEBHO
7 kg 21 mg 3,5ml 3,5ml aBa neTH 3,5 ml BenHBXK 5,0 ml
JTHEBHO JTHEBHO
7,5 kg 22,5 mg 3,8ml 3,8 ml ABa mpTH 3,8 ml BenubXK 50ml
JIHEBHO JTHEBHO
8 kg 24 mg 4.0 ml 4,0 ml nBa mbTH 4.0 ml BegHBXK 5,0 ml
IIHEBHO IHEBHO
8,5 kg 25,5 mg 43 ml 4,3 ml nBa nbTH 4,3 ml BegHBK 50ml
JTHEBHO JTHEBHO
9 kg 27 mg 45 ml 4,5 ml nBa nbTH 4.5 ml BeqHBXK 5,0 ml
JIHEBHO JTHEBHO
9,5 kg 28,5 mg 4.8 ml 4,8 ml 1Ba nbpTH 4,8 ml BequBK 50ml
JTHEBHO JTHEBHO
10 kg 30 mg 50ml 5,0 ml ABa mpTH 5,0 ml BenuBXK 50ml
JIHEBHO JTHEBHO

OTnyckaiiTe CyCHIeH3UATa, IPUTOTBEHA B allTeKaTa, ¢ TpajyupaHa CIpUHIIOBKA 3a IEPOPATHU (GOPMH 3a
M3MEpBaHE Ha MAJIKM KOJIMYECTBA OT CYCIECH3UITAa. AKO € Bh3MOXKHO, OTOCJIEKETE WM MTOIYepTanTe

JICJICHUETO Ha CIIPUHIIOBKATA 3a MepopaiHu ()OPMU, ChOTBETCTBAIIO HA MOIXOAINATA J103a (ChIIacHO
TabIMIaTa 3a TO3UpaHe TO-TOPE) 3a BCEKH TMAIlUCHT.

BomHoTenausbT TpsAOBaA Ja CMECH MOIXOAIIATA /103a C pPABHO KOJIMYECTBO ClIajlKa TeUHA XpaHa, HaTp.

MOJICNIa/IeHa BO/IA, IIOKOJIAA0B CHPOII, CUPOII OT YEPELIH, AeCEPTHH 3aIMBKH (HAIp. CHPOI OT KapameJ WiIH
HyTa), 3a J]a C€ MaCK1Upa TOPUYMBUS BKYC.

H[}HFOTBHHC B IOMAallTHA YCJIOBUA

Koraro HsiMa IpOMHIIIICHO TPOM3BE/ICH 03EITAMUBHUP ITPax 3a MepopajiHa CyCleH3us, TpsoBa 1a ce
M3I0JI3Ba CYCIICH3Ms1, IPUTOTBEHA B anTekata ot Ebilfumin kancynu (Bx. moapoOHu ykasanus mo-rope).
Axo HsMa npomunieHo npousseneH Ebilfumin npax 3a mepopaiiHa cycrieH3ust U CyCIeH3usl, IPUTOTBEHA B
anrekara, Ebilfumin cycniensuns Mosxe Jja ce NpUroTBH BKBILH.
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Koraro nma karicyiu ¢ moaxo/sIio KoJUIeCTBO Ha aKTUBHOTO BEIIECTBO 3a HY)KHATa 71034, J03aTa Ce
Mpuiiara 4pe3 OTBapsHe Ha KalcyJiaTa U CMECBaHE Ha ChIbPKUMOTO 1 C HE TTOBEUE OT €/IHA YacHa JIHKUIKA
MOIXO/JIAIIA TIOJICIIaJIeHa XpaHa. [ OpuMBHAT BKYC MOXKE Jla C€ MACKUPA C IPOJYKTHU KaTO MOJIC/IaJcHa BOJIA,
IIIOKOJTI0B CHPOII, CUPOIT OT YEPEIIIn, IECEPTHU 3aJTMBKH (HAIP. CHPOI OT Kapamer i Hyra). Cmecra
TpsOBa 1a ce pa30bpKa M 1a ce JAaje Ha MaIueHTa MsUI0To KoimdecTBo. CMecTa TpsOBa J1a ce TMOThIHE
BeJIHAra el IPUrOTBSHETO M.

Koraro nma camo karcyiu ot 75 mg, a ca Heo6xoquMu 1034 oT 30 mg mim 45 mg, NPUrOTBSIHETO Ha
Ebilfumin cycrniensust BkrouBa JONBIHUTENHHU CTHIKHU. [10pOOHH yKa3aHHsI MOXKE Jla C€ HAMEPST B
JMCTOBKATa 3a maruenTa Ha Ebilfumin xancynu B ,,[Ipurorssue Ha Teuen Ebilfumin Bxbiu”.

7. IIPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.

Reykjavikurvegi 76-78

220 Hafnarfjordur
Hcnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Ebilfumin 30 mg tBEpau Kancynn

EU/1/14/915/001 (10 TBBpAM Karcyiu, OJucTep)
EU/1/14/915/002 (10 TBBpaM Kamncyau, ONaKoBKa 3a TaOJICTKH)

Ebilfumin 45 mg tBBpau kancynu

EU/1/14/915/003 (10 TBBbpaM Karcy:iu, OmakoBKa 3a TaOJIETKH)
EU/1/14/915/004 (10 tBBpau Karcysau, OaucTep)

Ebilfumin 75 mg tBppau kancynu

EU/1/14/915/005 (10 tBBpau Karcysau, OamcTep)
EU/1/14/915/006 (10 TBBpIu KaIcysu, OMaKOBKa 3a TaOIETKH)

9. JATA HA IBPBO PASPEIIABAHE/IIOJJTHOBSIBAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

Jata Ha mepBoO paspemasane: 22.05.2014 r.

Jara Ha mocneauo nogHoBsBane: 12.02.2019 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[MonpoGHa uHOpMAaLKs 3a TO3M JICKAPCTBEH MPOIYKT € MpeIocTaBeHa Ha yeOcalita Ha EBpomneiickara
areHuys 1o JiekapcraaTa http://www.ema.europa.eu.
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INPUJIOKEHHUE 11

MPOU3BOJUTEJ, OTTOBOPEH 3A OCBOBOKJABAHE HA
MAPTUIU

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

APYI'N YCJIIOBUA 1 U3NCKBAHUS HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUA NN OTPAHUYEHNS 3A BE3OITACHA 1 EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT
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A.  TIPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXJABAHE HA ITAPTUAN

Hme n aJpEC HAa MPOMU3BOAUTECIIA, OTTOBOPEH 34 OCBO60)KI[aBaHe Ha NapTuamre

Balkanpharma-Dupnitsa AD
3 Samokovsko Shosse Str.
Dupnitsa 2600

bobarapus

b. YCJIOBUMA WM OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBCHI/IHT MMPOAYKT CC OTIIyCKa I10 JICKAPCKO NPCATIMCAHUC.

B. JAPYI'U YCJIOBUS N UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
o IleproanyHN aKTyaIU3UPAHU TOKJIAIH 32 6€30NMacCHOCT

W3nckBaHusTa 32 Mo1aBaHe Ha MEPUOJUYHH aKTyalIM3UPaHu JOKIAIH 3a 0€30IacHOCT 3a TO3M JIEKapCTBEH
MIPOJIYKT Ca TIOCOYCHH B CIMCHKA ¢ pedepeHTHUTE nati Ha EBponetickus cpio3 (EURD cnmchk), mpensuaeH
B wi. 1078, ann. 7 ot JupextuBa 2001/83/EO 1 BbB BCHYKH CJICABALIN aKTyaIU3alluK, TyOJIUKYBaH Ha
eBpoIeHCcKus yeOnopTai 3a JIeKapcTBa.

. YCJI0BUsA NN OTPAHUYEHUA 3A BE3OITACHA 1 EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUS TIPOAYKT

. Inau 3a ynpasJjienue Ha pucka (ITYP)

ITPVY TpsibBa a M3BBPIIBA U3UCKBAHUTE ACUHOCTH U ICHCTBHUSA, CBBP3aHH C MPOCIEIABAHE HA JICKAPCTBEHATA
Oe3omacHocT, mocoueHH B ogo0penus [1YP, npencraBen B Moayn 1.8.2 Ha Pa3pemienuero 3a ynorpeoa,
KaKTO M TIPU BCUYKH CJIE/BAIIH ChIIIaCyBaHU akTyanu3anuu Ha [TYP.

Axrtyanuzupan [1YP Tps6Ba na ce nmoxasa:
e 110 HUCKaHe Ha EBporeiickara areHius no JIeKapcTBara;
e BHHArW, KOraTto ce M3MEHs CUCTEMAaTa 3a yIpaplieHHuEe Ha prUcKa, 0COOCHO B pe3yJTaT Ha MOTydaBaHe
Ha HOBa MH(OpMaIHs, KOSTO MOXKE J1a JOBEC 10 3HAYMMH ITPOMEHHU B ChOTHOIIICHUETO T10J13a/PHCK,
WJIM CJIeN JOCTUTaHe Ha BaykeH eTan (BbB BPb3Ka C MPOCIIeIsIBaHe Ha JIeKapCTBEHATa O€30MacHOCT
WJIA CBEX/IaHE Ha PUCKA 10 MUHUMYM).
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MNPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA

31



A. JAHHHU BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA U ITbPBUYHATA
OITAKOBKA

Erunker 3a HDPE onakoBka 3a TadJjeTku 3a Ta0/IeTKH U KAPTOHEHA KYTHS 32 ONMIAKOBKA 32 TA0JEeTKH H
3a daucrep

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Ebilfumin 30 mg TBBepaM Kancynu
03eJITAMHUBHUP

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TBBpHa Kancyna chabpka o3entamuBup docdar, ekBuBanenTer Ha 30 mg 03enTaMUBUD.

| 3. CIIMCBK HA IOMOIIHUTE BEILIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

10 TBBpAM Kancynu

5. HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEKJIAHE

[Ipenu ymorpeba mpoderere TMCTOBKATA.
ITepopanHo npusioxeHne

6. CIIEHUAJIHO NIPEAYIPEXJIEHUE, YE IEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBXPAHABA HA MSACTO JAJIEYE OT IIOTI'JIEJA U JOCEI'A HA JEIIA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 34 [ACIA.

| 7. APYT' CHEIMAJIHU IIPEAYITPEXKIAEHUSA, AKO E HEOBXOJUMO

| 8. JATA HA U3THNYAHE HA CPOKA HA I'OJIHOCT

T'onen no:

| 9. CIIEHUMAJIHU YCJIOBUS HA CbXPAHEHUE

Ia ce cexpanssa mox 25°C.

10. CHEINWAJIHU IPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA YACT
OT JJEKAPCTBEHUTE NPOAYKTHU NJIN OTHHAABYHUN MATEPUAJIN OT TAX, AKO
CE UBUCKBAT TAKHNBA
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11. HUME U AJIPEC HA IIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
Hafnarfjorour
Hcnanaus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/14/915/001 (10 TBbpaM Karcysiu, Oauctep)
EU/1/14/915/002 (10 TBbpaM Kamncyiiu, OMaKoOBKa 3a TaGIETKHN)

13. MHHAPTUJAEH HOMEP

ITapt. Neo

14. HAYUYH HA OTITYCKAHE

JlexapcTBEHHAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MPENIcaHme.

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. WH®OPMAILIMS HA BPAHJIOBA A3BYKA

[Camo 3a kapmonenama kymusj]
Ebilfumin 30 mg

| 17. YHMKAJIEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

[Camo 3a kapmonenama Kymusi]
JIBym3mepeH 0apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(HUKATOD

| 18. YHMKAJIEH WIEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA

[Camo 3a kapmonenama kymus]
PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrepn

| 1. NME HA JIEKAPCTBEHUSA NIPOAYKT

Ebilfumin 30 mg tBepau Kancymnu
03eJITaMUBHP

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. HAPTUJAEH HOMEP<, KOJAOBE HA TAPEHUETO U HA ITPOAYKTA>

ITapt. Neo

|5.  ZPYIrO
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA U ITbPBUYHATA
OITAKOBKA

Etnxer 3a HDPE onakoBka 3a Ta0JIeTKM M KAPTOHeHAa KyTHs 32 OIIAKOBKA 3a Ta0JIeTKH U 3a OJucTep

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Ebilfumin 45 mg tBbpan xancynu
03eJITAMHUBUP

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska TBBpma Kancyia chabpika o3enTaMuBup docdar, eKBUBaJIICHTEH Ha 45 mg 03eITAMUBHP.

| 3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TBBpAM KaTICyIH

S. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJTAHE

[Ipenu ymorpebda mpoyerere JIMCTOBKATA.
ITepopanHo npusioxeHne

6. CIIEHUAJIHO NIPEAYIPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBXPAHABA HA MSACTO JAJIEYE OT IIOT'JIEJA U JOCEI'A HA JEIIA

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

| 7. APYTI'U CIIEHUAJIHU NPEAYIPEXJIEHNS, AKO E HEOBXOJINMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cbxpansiBa nox 25°C.

10. CHEINWAJIHU IPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPUAJIA OT THAX, AKO
CE UBUCKBAT TAKHNBA
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11. UME U AIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
Hafnarfjorour
Ucnanaus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/14/915/003 (10 TBBpAH KariCysiu, OMaKOBKa 3a TaOJICTKH)
EU/1/14/915/004 (10 TBBEpAM Kancyiu, OmcTep)

13. MHHAPTUJAEH HOMEP

ITapt. Neo

14. HAYUYH HA OTITYCKAHE

JlexapcTBEHHAT MPOAYKT CE OTITYCKA TI0 JIEKAPCKO MpeaIcaHme.

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. WH®OPMAILIMS HA BPAHJIOBA A3BYKA

[Camo 3a kapmonenama kymusj]
Ebilfumin 45 mg

| 17. YHMKAJIEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

[Camo 3a kapmonenama Kymusi]
JIBym3mepeH 6apKojI ¢ BKIFOUEH YHUKAJICH HIICHTH()HUKATOD

| 18. YHMKAJIEH WIEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA

[Camo 3a kapmonenama kymus]
PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrepn

| 1. NME HA JIEKAPCTBEHUSA NIPOAYKT

Ebilfumin 45 mg tBBepaM Kancynu
03eJITaMUBHP

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. HAPTUJAEH HOMEP<, KOJAOBE HA TAPEHUETO U HA ITPOAYKTA>

ITapt. Neo

|5.  ZPYIrO
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JAHHH, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA U ITbPBUYHATA
OITAKOBKA

Etnxer 3a HDPE onakoBka 3a Ta0JIeTKM M KAPTOHeHAa KyTHs 32 OIIAKOBKA 3a Ta0JIeTKH U 3a OJucTep

1. NUME HA JIEKAPCTBEHUSA TPOAYKT

Ebilfumin 75 mg tBbpau xancynu
03eJITAMHUBUP

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcska TBBpma Kancyia chabpika o3enTaMuBup docdar, eKBUBAJICHTEH Ha 75 mg 03eITAMUBHP.

| 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

10 TBBpAM KaTICyIH

S. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJTAHE

[Ipenu ymorpeba nmpoyerere TMCTOBKATA.
ITepopanHo npusioxeHne

6. CIIEHUAJIHO NIPEAYIIPEXXKJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE
CBXPAHABA HA MSACTO JAJIEYE OT IIOT'JIEJA U JOCEI'A HA JEIIA

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

| 7. APYI'U CIIEHUAJIHU NPEAYIPEXJIEHNS, AKO E HEOBXOJIUMO

| 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 9. CIIEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cbxpansiBa nox 25°C.

10. CHEINWAJIHU IPEAITA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPUAJIA OT TAX, AKO
CE UBUCKBAT TAKHNBA
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11. UME U AIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
Hafnarfjorour
Ucnanaus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/14/915/005 (10 TBBpIa¥ Kamncysu, OIucTep)
EU/1/14/915/006 (10 TBBpau Kamcysiu, OMakoBKa 3a TaOJCTKH)

13. MHHAPTUJAEH HOMEP

ITapt. Neo

14. HAYUYH HA OTITYCKAHE

JlexapcTBEHHAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MPENIcaHme.

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. WH®OPMAILIMS HA BPAHJIOBA A3BYKA

[Camo 3a kapmonenama kymusj]
Ebilfumin 75 mg

| 17. YHMKAJIEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKO/

[Camo 3a kapmonenama Kymusi]
JIBym3mepeH 0apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(HUKATOD

| 18. YHMKAJIEH WIEHTUH®UKATOP — JAHHHU 3A YETEHE OT XOPA

[Camo 3a kapmonenama kymus]
PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrepn

| 1. NME HA JIEKAPCTBEHUSA NIPOAYKT

Ebilfumin 75 mg tBepau kancymnu
03eJITaMUBHP

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'omen mo:

| 4. HAPTUJAEH HOMEP<, KOJAOBE HA TAPEHUETO U HA ITPOAYKTA>

ITapt. Neo

|5.  ZPYIrO

41



Bb. JUCTOBKA
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JlucroBka: nngopmanus 3a noTpeduTeNst

Ebilfumin 30 mg TBBpau Kancym
o3enrtamuBup (oseltamivir)

IIpouereTe BHUMATEIHO LSIJIATA JMCTOBKA, IIPEH 12 3all0YHeTe 1a IpHeMaTe TOBa J1eKapcTBO, Thii
KaTO TH Chbpika BaxkHa 3a Bac nadopmanms.

3anasere Ta3u JUCTOBKA. MOXe 1a ce HAJIOXKU JAa A IPOYETETE OTHOBO.

AKO UMaTe HAKAaKBH JIONBJIHUTEIIHA BBIPOCH, TonuTaiiTe Bamus jiekap win GpapMariesT.

ToBa nekapcTBO € IpeAnrcaHo €AMHCTBEHO U JuYHO Ha Bac. He ro npeorcrbenBaiiTe Ha Jpyru xopa.
To Moxe 1a UM HaBpe, HE3aBUCUMO Y€ MPU3HAINTE Ha TAXHOTO 3a00IIsBaHe ca CHIIUTE KATO
Bamure.

Axo IMOJIYYUTEC HAKAKBU HEXKCJIIAHU JICKAPCTBEHU PCAKIIUHN, YBCIOMETC Bamms JICKap Wi @apMaueBT.
ToBa BKJIIOUBA U BCUUKH Bb3MOKHU HEXKEIAHU PEaKLUK, HEOUCAHU B Ta3U JIUCTOBKA. Binkte

TOoYKa 4.

Kakso CbAbPiKAa Ta3u JTUCTOBKA

oL E

Kaxkso npencrasissa Ebilfumin u 3a kakBo ce u3non3sa
Kaxkso Tps0Ba ;1a 3Haere, npeau na npuemete Ebilfumin
Kaxk na npuemare Ebilfumin

BBb3M0XHU HEXKETaHU PEAKIUU

Kaxk na cexpansiare Ebilfumin

CobpprkaHre Ha OTIAKOBKATA U JOITBIHUTEIHA HHPOpMAanus

Kakso npeacrasiasia Ebilfumin u 3a kakBo ce n3noJi3Ba

Ebilfumin ce n3nos3ea npu Bb3pacTHH, IOHOIIH, JIela U KbpMadeTa (BKIIOYUTEIHO JOHOCEHU
HOBOpPOJIcHU OcOeTa) 3a JieueHHe HA rpull (uxgayenya). Toit MOKe Ja ce U3MOJI3Ba, KOTATO UMATe
CUMIITOMH Ha TPUIl ¥ € U3BECTHO, Y€ TPUITHHUST BUPYC IIUPKYJIMPA B OOIIECTBOTO.

Ebilfumin mMoxe chIll0 a ce MpeanrcBa Npy Bh3pacTHU, FOHOIIN, KhpMayeTa U Jiella Ha B3pacT HaJ

1 ronvHa 32 NpoMIaKTHKA HA TPUN CIIOPE]] KOHKPETHHS CIIydail - HarpuMmep, ako cTe OWin B
KOHTAKT C HSIKOW, KOWTO MMa IpUIL.

Ebilfumin mMoxe 1a ce mpeanucea Npy Bb3pacTHH, IOHOIIH, [ella U KbpMadeTa (BKIIOYHTETHO
JIOHOCCHH HOBOPOJIcHH OeOeTa) KaTo MPO(HIAKTHYHO JIeYeHHe TTPU U3KITFOUYUTEITHA 0O0CTOATENICTBA -
HaInpuMep, ako UMa riiodaiHa enuIeMus oT Tpul (TpUIHA naHOeMus) U CE30HHATA TPUITHA BAKCUHA HE
OCHUTYpPsIBa JIOCTaThYHA 3aIUTA.

Ebilfumin ceabpika ozermamueup, KOWTO ce OTHACS KBM TpyTIa JISKapCTBa, HAPSUCHU UHXUOUMOPU HA
Heepamunuoazama. Te3u nekapcTBa NPeIOTBPATABAT PA3NPOCTPAHESHUETO HA TPUITHUS BUPYC B OpPraHU3Ma.
Te momarar 3a o0JieKuaBaHe WU MPEJAOTBPATABAHE HA CHMITOMUTE HA TPUITHATA BUPYCHA MH()EKIIHS.

Hudnyennara, 0OONKHOBEHO HapU4aHa TPUI, ¢ UHPEKIUS, TPUYUHEHA OT BUpYC. [Ipu3HaiuTe Ha rpuna
YecTo BKJIIFOYBAT BHE3AITHO MMOBHINIEHA TeMiieparypa (aan 37,8°C), kanutuia, Xpema, riaBoooIre, MyCKyJITHA
0OJIKM U MHOTO CHITHa yMOpa. Te3u CHMITOMH MOXeE Ja ca MPESIU3BUKAHH U OT JPYTH WHPECKIHH.
HctunckaTa rpuiHa HHOEKIHS ce TOsBSIBa CaMo 10 BPEME Ha €KETOIHUTE SIUACMUN, KOTaTO I'PUITHUTE
BHUPYCH C€ pa3lpoCTPaHsBaT B 00IIECTBOTO. VI3BBbH EMUICMUYHHUTE TIEPUOIU TPUIIONIOIOOHUTE CUMIITOMU
O0OMKHOBEHO CE MPUYMHSBAT OT Pa3JIMUCH BUJI 3a00JIIBaHE.
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2. Kaxkso Tps6Ba 1a 3HaeTe, mpeau aa npuemere Ebilfumin

He npuemaiite Ebilfumin

. aKo cTe aJIePrUHYHM KbM 03€ITAMUBUP WM KbM HSIKOS OT OCTAHAJIMTE CHCTaBKH HA TOBA JIEKAPCTBO,
nU30poeHH B TouKa 6.

I'oBopete ¢ Bammus Jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Ebilfumin.

Ipexynpe:xnenns u NpeanasHu MepKu
T'oBoperte ¢ Bamms nexap unu dapmarnesT, peau aa mpuemere Ebilfumin.
[Ipenn na mpuemete Ebilfumin, HempeMeHHO yBemoMeTe Jiekaps, KOWTO T'o MpeIcBa

. aKo CTe aJIlepru4Hu KbM JAPYTH JeKapcTBa

. aKo uMate npoodJaeMu ¢ 0bOpeunTe. B TakbB cirydail MOXKe J1a € HeoOXoauMo mo3ata Bu na ce
KOpHUrupa

. aKo MMaTe Te¥KKO 3a00/IABaHe, KOCTO Hajlara He3a0aBHO OCTHIIBAHE B OOJTHHIIA

. ako nmyHHaTa Bu cucrema He pabotu

. aKo UMaTe XPOHHUYHO ChP/IeYHO 3a00JIsIBaHe WU 3200/ IsIBaHe HA INXaTeJJHUTE MbTHIIA.

ITo Bpeme Ha nederueto ¢ Ebilfumin, yBenomere jJexapst He3a0aBHO:
. aKo 3a0€eKUTE MPOMEHH B TIOBEJICHUETO WM HACTPOCHHUETO (HEGPONCUXUYHU CbOUMUsL), OCOOCHO
npH Jiela u roHoIm. ToBa MOXe Jia ca MPU3HAIM Ha PEIKH, HO CEPHO3HH HEXETAHH PEAKIINH.

Ebilfumin He e BAKCHHA IPOTUB I'PUII

Ebilfumin He € BakcuHa: TOMH JeKyBa HHGEKIMATA WA IPEIOTBPATIBA PA3NPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu maBa antutena cpemnty Bupyca. Ebilfumin msima ma mpomenn eheKTHBHOCTTA Ha
MPOTUBOTPHUITHATA BAaKCUHA U Bamusit jgekap MoxKe Jia BU IPEATHIIE U JIBETE.

JApyrn nexapcra u Ebilfumin

HNudopmupaiite Bammst nekap wim papmareBT, ako mpreMarte, HacKopo CTe MPHEMaTd WIH € Bb3MOXKHO J1a
rpreMeTe ApYyTrH JekapcTBa. ToBa BKITIOYBA JIEKapCcTBa, OTITycKanu Oe3 penenTa. CleIHNTE IeKapcTBa ca
0COOEHO Ba)KHU:

. XJIopriponamMu (M3MoJ13Ba ce 3a JIeYeHHe Ha quader)

. METOTpeKcaT (M3I03/IBa Ce 3a JICUCHHUE HATP. Ha PSBMATOUJICH apTPUT)
. (heHmOyTa30H (M3MOI3BA CE 3a JICUCHUE Ha OOJIKAa U Bh3MAJICHUE)

. npoOeHeny/ I (M3I0JI3Ba Ce JICUCHIE Ha IToaarpa)

BpemMeHHOCT U KbpMeHe
TpsiOBa na yBenomute Bamus nekap, ako cre OpeMeHHa, CMATaTe, Y€ MOKE Jia CTe OpeMEHHA WU IUIAHUpaTe
OpeMEHHOCT, 3a Jla MOXe Jekapar Aa pemu aanu Ebilfumin e moxxomsr 3a Bac.

EdexTure BEpXYy KbpMaueTaTa Ha €CTECTBEHO XpaHEeHe He ca u3BecTHU. TpsiOBa ja yBenpomure Bamus
JIieKap, ako KbPMHTE, 3a JIa MOKe JieKapsaT na pemm gamm Ebilfumin e mogxomasmr 3a Bac.

IlocwBeTtBaiiTe ce ¢ Bamus JICKap njin (bapMaueBT npeau yHOTpGGaTa Ha TOBa JICKapCTBO.

Hlodupane u paéora ¢ MAIIMHU
Ebilfumin Hsma edekT BbpXy cnocoOHOCTTa 3a 11odupaHe Wik paboTa ¢ MaIHHH.

Ebilfumin cbabp:xa HaTpuii

ToBa nekapcTBO Chabpka Mmo-Mayko ot 1 mmol Hatpuit (23 mg) Ha Kamncyna, T.e. MOXKe J1a Ce Kaxe, ue
MPAKTUYECKU HE CHABPIKA HATPHIL.

3. Kak na npuemare Ebilfumin

[Ipuemaiite TOBa JIeKapcTBO TOUHO KakTo Bu e kazan Bammust nexap. AKo He CTe CUTYPHHM B HEIIO,
nonuTaite Bamms nekap uin papMaresr.
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Bzemere Ebilfumin konkoTto € Bb3MOKHO 1MO-CKOpO, Hali-TOOpE B paMKHTE Ha JIBa JHU OT HAYaJOTO Ha
T'PUITHUTE CUMIITOMH.

IpenopbunTeTHU 103U

3a neyeHue HA TPHII, IPUEMaNTe IBE 103 THEBHO. OOMKHOBEHO € YA00HO JIa Ce MprueMa eHa 1033 CyTpUH
u eHa Beuep. Ba:kHo e 1a ce 3aBbLpIIM HeUsl S-IHEeBeH KypC, 10pH U ako ObP30 3alovHeTe Ja ce
YqyBCTBAaTe MO-700pe.

[Ipu BB3pacTHH MAIMEHTH ChC c1ada IMyHHA CHCTEMA JISYEHUETO IIe Mpoabnku 10 gHu.

3a npouIaKkTHKA HA TPUI HJIM CJ1e] KAaTO cTe OMJIM B KOHTAKT ChC 3apa3eHo JIulle, IPHeMaliTe exHa
7032 THEBHO B mpoab/okeHne Ha 10 nau. Hait-noOpe e aa s B3eMare CyTpHH ChC 3aKyCKaTa.

[Ipu crienualiiy cUTyaluu, KaTo MIKPOKO PA3MPOCTPAHCHUE Ha TPUTIA WITK TIPY MAIIMEHTH ChC Cllaba UMyHHA
CHCTEMA, JICUCHUETO IIe TIPOABIDKH A0 6 uir 12 ceaMuIim.

IIpenopbunTeIHATA 1032 Ce OCHOBABA HA TeJIECHOTO TerJi0 Ha manuenTa. TpsOBa na n3nonssare
KOJIMYECTBOTO KAIICYJIH 32 MMPOPATHO IPHIIOKEHHE WIN CYCIIeH3Hs, KoeTo Bu e mpeamnucano ot jgekapsi.

Bob3pacTHu u 1oHOmM Ha 13 roguHM M Mo-roJeMu

TeJjiecHO Teryio JleyeHue Ha rpum: IIpopuaakTka HA rpUIL:
A03a Jo3a
3a 5 Onu 3a 10 onu

40 kg nnu noeue 75 mg 1Ba IbTH THEBHO 75 mg BeIHBK THEBHO

75 mg moonce oa ce nanpasu om xancyia om 30 mg naroc kancyna om 45 mg

Jena ot 1 10 12 ronunu

TeJsiecHo TerJio Jleyenune Ha rpum: IIpopuirakTuka Ha rpumn:
Ao03a J03a
3a 5 OHu 3a 10 onu
10 mo 15 kg 30 mg 1Ba IbTH JHEBHO 30 mg BeIHBXK THEBHO
Han 15 kg u o 23 kg 45 mg nBa T JHEBHO 45 mg BeTHBX JTHEBHO
Han 23 kg u 1o 40 kg 60 mg 1Ba IbTH THEBHO 60 mg BeIHBK THEBHO
Han 40 kg 75 mg 1Ba IbTH THEBHO 75 mg BeIHBK THEBHO

75 mg moonce oa ce nanpasu om xancyaa om 30 mg naroc kancyna om 45 mg

Kbpmauera non 1 roquna (0 no 12 mecena)

IMpunoxenuero Ha Ebilfumin npu kppmauera Ha Bp3pacT mox 1 roanHa, 3a MPO(UITAKTHKA HA TPHIT IO
BpEME Ha TpUITHA CMUACMUs, TPSOBA J1a Ce OCHOBaBa Ha MpeEICHKAaTa Ha JIeKaps, CIe/ KaTo ce B3eMe IPEIBU/L
MOTEHIIMATHATA [TOJI3a CIIPSIMO MTOTEHITMATHUS PUCK 32 KbPMAaveTo.

TeJjiecHO Teryio, Bb3pact JleyeHue HA TPHUIL: IMpopunakTuka HA rpUM:
703a n03a
3a 5 Onu 3a 10 onu

3 kg mo 10+ kg 3 mg Ha kg TemecHo termo, | 3 mg Ha kg,
JIBa ITbTH THEBHO BEJHHK JHEBHO

mg Ha kg = mg 3a écexu Kunozpam om meiecHomo meaio Ha Kepmavemo. Hanpumep:
Axo eono 6-meceurno kepmave medicu 8 kg, dozama e
8 kg x 3mg na kg = 24 mg

Hauun Ha npuiioxkeHue
ITornbiaiiTe KarncyauTe 1enu, ¢ Boja. He uynere v He 1bBUETE KaICYJIUTE.
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Ebilfumin moxe na ce mpreMa che uian 0e3 XpaHa, BBIIPEKH Y€ IPUEMAHETO MY C XpaHa MOXKe Ja HaMajIu
BEPOSTHOCTTA OT TaJIcHe WM MOBPBIAHE.

Xopa, Ha KOUTO MM € TPY/IHO Ja MPpHeMaT KarncyJaM, MOKe Jla U3II0JI3BaT TOBa JEKapCTBO 1Mo popmara Ha
nepopasiHa CyCcreHsus. AKO UMate HysKJa OT IlepopajiHa CyCIieH3us, HO BbB Barrara anreka HsiMa Takasa,
MOJKe Jla HampaBuTe TeuHa (opma Ha Ebilfumin or Tesu xancynu. Buxre “Ilpuzomesane na meuen
Ebilfumin éxwsuu” 3a uactpyxumn.

AKO CcTe mpueJin oBeyve 0T Heodxoammara ao3a Ebilfumin

Cnpere npuema Ha Ebilfumin u ce cBppxere He3abaBHO ¢ Jiekap wim papMariesT.

B noBeueTo ciyyan Ha npeao3upaHe MalMeHTHTe He ChOOIIABAT 3a HEXENIaH! JIGKApPCTBEHU PEaKIINH.
Koraro ca Jok/1aqBaHy HeXXENaH! Peakiiy, T¢ ca OWIM MoJ00HH Ha Te3H KaTo MPHU HOPMATHHUTE 103U, KOUTO
ca OIMCaHU B TOYKa 4.

[To-yecto ce choOIIaBaT Cyyan Ha MPE03UPaHe MPHU MPHIAraHe Ha 03eATaMHUBUD TIPH Jela, OTKOIKOTO MPH
Bb3pacTHH U toHomH. [IpuroresHero Ha TeyeH Ebilfumin tpsoBa na craBa BHHMaTeHO, KAKTO U
npunoxenuero Ha Ebilfumin xancynu wim rewen Ebilfumin npu neua.

AKo cTe npomycHau 1a npuemerte Ebilfumin
He B3emaliTe nBo¥iHa 1034, 32 1a KOMIIEHCHpATE MPOIyCHATA KarcyJa.

Axo cTe cnipesin ipuemMa Ha Ebilfumin

Hsima Hexxenanu peakimu, korato ciperte npuema Ha Ebilfumin. Ho ako Ebilfumin ce cipe no-pano
OTKOJIKOTO BammsT nekap Bu e ka3an, cMMITOMUTE Ha FpUIa MOXKE J1a ce€ BbpHAT. BUHaru 3apbpuiBaiTe
Kypca Ha JIeueHue, peArcan oT Bamms gekap.

AKO MMaTe HSKAaKBHU JOMBIHUTEIIHH BBIIPOCH, CBBP3aHH € yroTpebdara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bamus nekap wiu gapmarieBt.

4. Bb3MOKHHN HexkeTaHU peakuu

Kakrto Bcnukw jekapcTBa, TOBa JIEKapCTBO MOKE J1a MPEIU3BUKA HEXKEIIAaHU PEAKIMH, BHIIPEKH Y€ HE BCEKU
T'H T0JTy4aBa. MHOTO OT HEeXXEJIaHUTE PeaKlru, N30pOEeHH MO-A0ITy, MOXKE Jla ca TIPeIN3BUKaHH CHILO U OT

rpuna.

CreiHUTE CEpPHO3HU HEXEJIAHN PEaKINK ca ChOOIIaBaHU PAIKO, OTKAKTO 03eITaMHUBHD € Ha ra3apa:

. AHnapunakTHYHA 1 aHAPUIAKTOUIHN PEaKUH: TEKKU aJIepIrHYHN PEaKUH C TOAyBaHE Ha JIULETO U
KOXKaTa, CbpOAIl 00pHUB, HUCKO KPHBHO HAISTAaHE U 3aTPYAHEHO JUIIaHE
. UYepHoapoOuu HapyiieHus (GyIMHUHAHTEH XENaTUT, HapylIeHne Ha YepHOIpoOHaTa QYHKUHUS U

)KTJJITCHI/II_Ia)Z MTOXKBJITSBAHE HAa KOXKaTa U OSJI0TO Ha O4YMTE, ITPOMAHA Ha [IBE€TAa HA U3NIPAKHCHUATA,
IIpOMsHA B IIOBECACHUECTO

hd AHFI/IOHeBpOTI/I‘{eH €JEM: BHC3AITHO TCXKKO IMOAYBAHEC HAa KOXXaTa OCHOBHO B o0JracTTa Ha rjaaBaTa u
murgTa, BKIIIOYUTCIIHO OYUTE U €3UKa, CbC 3aTPYAHCHO JUIIIAHC
hd CI/IH,Z[IJOM Ha CTI/IB’LHC-H)KOHC’I)H 1 TOKCHUYHA CIIMACpMaliHa HCKPOJIN3a: TCIKKaA KMBOTO3acCTpalllaBala

aJepruyHa peakiiusi, TeXKKO Bb3MaJICHUE Ha KOXKaTa U JIMTABULIUTE, 3all0YBAIll0 C TPECKAa, Bb3MaJICHUE
Ha T'BPIIOTO, YMOpPa, KOXKHH 0OPUBH, KOUTO BOJAT O TOSBaTa HA KOXXHHU MEXYpPH, OOeIBaHe, CBINYaHe
Ha TOJIEMU TIOBFPXHOCTH OT KOKa, BH3MOYKHU 3aTPyIHEHHS B TUIIAHETO U HICKO KPHBHO HAJIATAHE.

. KbpBeHe oT cromManrHo-4peBHUS TPAKT: IPOABIDKATEHO KbPBEHE OT JIEOETI0TO YepBO MU TUTIOCHE Ha
KPBB
. Hesponcuxuunu HapylieHus1, ONKUCaHU MO-0ITY.

AKko 3a0eJie:KNTe HAKOH OT Te3U CUMIITOMU, MOThpceTe He3a0aABHO MeIUIIMHCKA TOMOIII.

Haii-gecTo (MHOTO YeCTH M 4eCTH) ChOOIIaBaHUTE HEeXKeIaHu peaknuu Ha Ebilfumin ca ragene nimm
MOBPBIaHEe, CTOMAIITHN OOJIKH, CTOMAIITHO Pa3CTPOCTBO, TIaBooome u Ooska. Te3n HexeNnaHu peakiuy ce
Ha0JII0/IaBaT MPEJAUMHO CJIe]l IbpBaTa J103a OT JIEKAPCTBOTO U OOMKHOBEHO CIHMPAT C MPOAbKaBaHETO HA
nevyeHueTo. YecToTara Ha Te3U PEakiuy ce HamMallsiBa, aKo JEKapCTBEHUST MPOAYKT CE MpUeMa ¢ XpaHa.
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Peaku, HO CepHO3HH peaKuu: MOThPCceTe BeHAra JeKapCKa MOMOII
(Te moance oa 3aceznam oo 1 na 1 000 oyuiu)
ITo Bpeme Ha JieueHHE ¢ 03EITAMUBHP, UMa ChOOIICHHUS 33 PEIKUA CHOUTHS, KOUTO BKJIIOYBAT

. I'bpuoBe U JeMUPUYM, BKIIFOYUTEITHO MPOMEHEHO HHBO HA Ch3HAHHE
. OO0BpKaHOCT, HEOOWYAITHO TTOBEACHNE
. HarymHocTH, XanfonuHaimy, Bb30yaa, TPEBOKHOCT, KOIIMApH

Te3u cpOUTHS ce CHOOIIABAT MPEAMMHO IPH JIela U FOHOIIN M YECTO 3all0YBaT BHE3AITHO M OT3By4YaBaT

0bp30. Hsikonko ciydas ca oBeu 0 caMOHapaHsBaHe, HIKOU OT KOUTO C (paraneH uzxoj. TakuBa

HEBPOIICUXUYHU CHOUTHUS Ce CHOOIIABAT CHINO U MPH MAIMESHTH C TPUIL, KOUTO HE Ca IpueMalii

03eTITaMHUBHD.

. [TanmenTHTEe, OCOOCHO JIEITa M FOHOIIH, TPSIOBa /la ce HabII01aBaT BHUMATEITHO 32 ITOsBa Ha OITMCAHUTE
IIO-TOpE MMPOMEHH B ITOBEICHUETO.

AKo 3a20eJIe:KHTe HAKOU 0T T€3W CHMIITOMH, 0COOCHO IPH MO-MJIaJIi X0pa, MOThpceTe He3a0aBHO

JieKapcKa moMou.

B'b3paCTHI/l M IOHOIIM Ha 13 roAuHM U MO-ToJIeMHU

MHOro0 YecTH HeKeJIaH! pPeakiinu

(moowce da 3aceenam noseue om 1 na 10 oywiu)
. I'maBoGonue

. lanene.

YecTH HeKeJIaHHU PeaKIuu
(mooarce 0a 3aceenam 0o I na 10 oyuiu)

. Bponxut

. Xepriec Ha yCHUTE

o Kannmmna

. 3amaiiBaHe

. Bucoxka temneparypa

. bonka

. Bonxka B kpaiiHUIIUTE

. Xpema

. bescrHue

. Bb3naneno repio

. CromamrHa Oornka

. Ymopa

. [IpnHOTA B TOpHATA YaCcT Ha KOpeMa
. Wudeknnn Ha rOpHUTE JTUXATEIHN THTUIIA (Bh3MAJICHUE HA HOCA, THPJIOTO ¥ CHHYCHUTE)
. Jlomio xpanocmunnane

. IToBpbiane.

HeuecTn HexkeJIaHU peakiuu
(mooice da 3aceenam 0o 1 na 100 oywu)

. ATNEpruvHU peakiuu

. [IpoMeHeHO HUBO Ha Ch3HAHUC

. I'bpu

. Hapymenns Ha chpredHus puThbM

. Jlexu 1o TeXKYM HapyIICHUS Ha YepHOApOOHAaTA (PYHKITHS

. Koxnu peakiuu (Bh3MaJeHUE Ha KOXaTa, YepBEH U ChpOSI 0OpHB, CBIMYAHE HA KOXKATa).

Penkn HexxenaHu peaknuu

(moarce 0a 3aceernam 0o I na 1 000 oywu)

. TpomOoruTonienns (HUCHK OpO¥ TPOMOOIIMTH)
. 3puTeTHN HAapyIIICHUS.
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Jena ot 1 10 12 roguHn

MHOT0 YeCTH HeKeJIAHH PeaKIuu
(mooice da 3aceenam noseue om 1 na 10 oywiu)

. Kanutnna
. 3amymiBaHe Ha HOCa
. IToBpbiane.

YecTH HeKeJIaHN Peakuu
(mooice da 3aceenam 0o 1 na 10 dywu)

. KoHIOHKTHBHT (3a4epBsiBaHE HA OUNUTE U CEKPEITHS MIIH OOJIKA B OKOTO)
. Bb3manenne Ha yX0TO ¥ APYTH HAPYIIEHHUS HA YXOTO

. I'maBoGonue

. lanene

. Xpema

. CromarmrHa 0oJka

. [IpnHOTA B TOpHATA YaCT HAa KOpeMa

. Jlomo xpaHnocMumnase.

HedvecTn HekeJJaHM peaknnu

(mooice da 3aceenam 0o 1 na 100 oywu)

. Br3manenue Ha xoxkaTta

. Hapymenre Ha ThianueBaTta MeMOpaHa (ThIIAHYETO).

Kbpmauera nox 1 roquna

ChoOIIeHnTe HeXETaH! PeakIiy Py KbpMadeTa Ha Bh3pacT oT 0 1o 12 Mecena, ca mpeAnMHO MOA00HU Ha
HEXXEJTAHUTE PEAKIIUH, ChOOIIICHHU MPH MO-ToJIeMH Jena (Ha Bb3pacT | roanHa win no-rojemu). OCBeH TOBa
HuMa ChOoOIIEHHS 32 THapus U OOPUB OT MEJICHU.

AXo 1osyynTe HAKaKBH HEXEJIaHU peakluu, ropopete ¢ Bamms nexap win ¢papmanest. Toa BkiItouBa
BCHYKH HEOIIMCAaHH B Ta3H JIMCTOBKA HeXenaHu peakiuu. Obaue,

. ako Bue nin Bamero qere nmoBpbuiaTe MHOTOKPAaTHO WIH

. aK0 CHMIITOMHTE HA I'PHII ce BJIOIIABAT, 1M BUCOKATA TeMIIEpPATypPa NMPOAbJIKABA,
ropopere ¢ Bamms jexap K0JIKOTO € Bb3MOKHO I0-CKOPO.

Cho0maBaHe HA HeXKeJIAaHH PeaKInu

AKO TIONTyYnTE HAKAKBU HEXKEIaHU JICKAPCTBEHU Peakiu, yBenomere Bammst nexap win papmarest. Tosa
BKITIOYBA BCUYKH BH3MOKHU HEOIMCAHH B Ta3H JINCTOBKA HEXKEJIaHHU peakiui. MojkeTe ChIIo Ja ChoOIuTe
HEXCEJIAaHU PEaKIuu TUPEKTHO Ype3 HallMOHATHATA CUCTeMa 3a ChoOIIaBaHe, mocoyeHa B [lpumoxkenue V.
Karo choOmiaBate HexxenaHu peakiuy, MOKETE J1a 1aJIeTe CBOS MPUHOC 3a MOIyJYaBaHe Ha TIOBEYE
nH(popMaIis OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cxxpansiBate Ebilfumin

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

He m3non3BaiiTe ToBa JIeKapcTBO CIe]] CPOKA HA TOJHOCT, OTOEINA3aH BhPXY KapTOHEHATa OMAaKOBKA U
omucrepa cien ['omeH 1o. CpoKbT Ha TOJHOCT OTrOBaps Ha TIOCJICAHUS JIEH OT ITOCOUCHHS Mecell.

a ce cexpanssa mox 25°C.
He u3xBbpsiiTe nekapcTBaTa B KaHAJIU3alUsATa WM B KOHTEMHEPA 3a IOMalllHK oTnaabiu. [lonuraiite

Bamms dapMmarieBT kak j1a U3XBBPIISITE JIEKapCTBATa, KOUTO Bede He u3noi3Bare. Te3n MepKH IIe CIOMOTHAT
3a OIa3BaHE HA OKOJIHATA CpeJia.
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6. CLanmaHne Ha OIIAKOBKATa U JOIIbJHHUTEC/JIHA HHq)OpMaIlﬂﬂ

Kakso cpaspaxa Ebilfumin

- Bcesika TBBpaa Karcyna chappika o3entaMuBup (ocdat, ekpuBasieHTeH Ha 30 mg 03enTaMUBHUD.

- Jlpyrurte cbCTaBKH ca:

KancynHo chbabpXKUMO: IpexXeTaTHHU3UPAHO HULIECTE (IIOIY4YE€HO OT [APEBUYHO HUIIECTE), TAJIK,
moBuoH (K-29/32), kpockapMesio3a HaTpuii, HATPUEB CTeapUIpyMapar

ChCTaB Ha KaIicyJarta: KeJlaTHH, JKkelte3eH oKcu, Kbt (E172) u tutanos quokcun (E171)
neyaTapcko MacTHIO: mesuiak riann-45% (20% ecrepuduipan), xeneseH okeu, yepen (E172),
nporwieHrmkon (E1520), amonues xuapokcun 28% (E527)

Kak m3raexna Ebilfumin n kakBo cbabpika onakoBkaTa
TBbpaara Karmcyma ce CbCTOM OT HACUTEHOXBJITO TSUIO M Karmade ¢ otnevyarad Haamnuc “OS 30”. Pazmep Ha

Karcynarta: 4

Ebilfumin 30 mg tBbpan Kancynm ca HaTMYHU B OJIMCTEPH WM ONAKOBKHM 3a TabseTku 1o 10 Opost.

IIpuTexaTen Ha pa3pelIeHUETO 32 YNOTpeda

Actavis Group PTC ehf.
Reykjavikurvegi 76-78,
220 Hafnarfjorour
Ucnanaus

IIpoussoaure
Balkanpharma-Dupnitsa AD
3 Samokovsko Shosse Str.

Dupnitsa 2600
brarapus

3a JOITBJIHUTCIIHA I/IHq)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIs, CBbPKETE CC C JIOKAJIHUA NPCACTABUTCII HA

NPUTEXKATEIS HA Pa3pelIeHHETO 3a yrnoTpeda:

Belgié/Belgique/Belgien
Actavis Group PTC ehf.
IJsland/Islande/lsland
Tél/Tel: +354 5503300

bbarapus
AxtaBuc EAJ]
Ten: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland

Actavis Group PTC ehf.
Island

Tel: +354 5503300

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
Actavis Group PTC ehf.
Islande/Island

Tél/Tel: +354 5503300

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta
Actavis Ltd.
Tel: +356 21693533

Nederland

Teva Nederland B.V.
Tel: +31 8000228400
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Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EA\rada
Specifar A.B.E.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 19127700

Island
Actavis Group PTC ehf.
Simi: +354 5503300

Italia

Actavis Group PTC ehf.
Islanda

Tel: +354 5503300

Kvmpog

Specifar A.B.E.E.
EAMGda

TnA: +30 2118805000

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Actavis Group PTC ehf.
Islandia

Tel: +354 5503300

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

Latvija United Kingdom
UAB Teva Baltics filiale Latvija Teva UK Limited
Tel: +371 67323666 Tel: +44 1977628500

JlaTa Ha mocJIeAHO npepasriaekaane Ha Jucropkara <{MM /ITTT}> <{mecen I'TI'T}>.

Hoz[po6Ha I/IH(l)OpMaI_II/Iﬂ 3a TOBA JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHefICKaTa arcHuus 1o
nmexapcTrara http://www.ema.europa.eu.
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HNudopmanus 3a norpeduTes

3a xopa, Ha KOUTO UM € TPY/AHO Ja NpHeMAaT KaICyJIH, BKIIOUUTEIHO MHOTO MaJIKU A€la, UMa TEYHO
JIEKapCcTBO.

AKO MMate Hy’K/1a OT TEYHO JIEKApCTBO, HO HE pasIojiaraTe ¢ TakoBa, CYCIICH3Us MOKE J1a C€ IPUTOTBH B
amrrekara ot Ebilfumin xancynu (Buxre Hrpopmayus 3a meduyuncku cneyuanucmu). To3u mpemapar,
NPUTOTBEH B anTeKara, ¢ MpeAnoYUTaHusAT BapUaHT.

AKXO HsIMa IIpernapar, IPUrOTBEH B anTekaTa, Moxke aa Hampasute Ebilfumin cycnensus ot te3n xancynu
BKBIIIH.

Jlo3ata 3a jeueHne U mpo(IIaKTHKA HA TPHII € ¢JHAKBa. Pa3nukara e B TOBa, KOJIKO YeCTO Ce MpHara.

IIpurorssine Ha TedeHn Ebilfumin Bkbmm

. AKO0 MMAaTe TOYHATA KaIcyJa 3a HeodxoanMmaTa 103a (3a mo3a ot 30 mwiu ot 60 M), e 0TBOpUTE
KarcyJara u e pa3obpKare ChIbpKUMOTO i B €1HA YaeHA JTBKUYKa (MK ITO0-MAJIKO) MOAXOISII
MOZICITAJICH XpaHHUTENICH POAYKT. ToBa OOMKHOBEHO € MOAXO/AIIO 32 Jiena Haja | ronuHa. Buskre
yKa3aHHUsTA MO-Tope.

. AK0 UMaTe HY:K/Ia OT MO-MAJIKH 1031, NpurotBsiHeTo Ha Ebilfumin cycnensus ot xancynu Brimo4Ba
JOIBIHUTEIHY CTHIKH. TOBa € MOAXOASIIO 32 O-MaJIKU JIelIa, ela ¢ TI0-MaJiko Terio u oedera: Te
0OMKHOBEHO UMAT HyIa oT go3a Ebilfumin, mo-manka or 30 mg. Buskre yKkazaHuATA MO-10.1Y.

Jdeua ot 1 10 12 rogunm

3a na npuroreute g03a ot 30 Mg uiam 60 Mgy, UMaTe Hy:K1a OT:
. Enna wim aee kancyiau Ebilfumin ot 30 mg

. OcTpu HOKULT

. Enna manka kyna

. YaeHa aTbKUYKa (JIbKAYKA 0T 5 ml)

. Bona

. Cuiaaka XpaHa 3a IpUKpHBaHE Ha TOPYMBHS BKYC Ha Ipaxa.

Hanpumep: mokosagoB cHpON WIH CHPOII OT YePEIIN U JIECEPTHHU 3ATUBKH KaTO CUPOIT OT KapaMel
wiu Hyra. Vmu Moxe J1a MpUroTBUTE MOJICIaIeHa BOJa: CMECETe €{Ha YacHa JTbKUYKA BOJIa C TPU
4yeTBbpTH (3/4) yacHa TBbKUYKA 3aXap.

Crbnka 1: IlpoBepere najam 103aTa e npaBUJIHA

3a 712 HaMepHTe TOYHOTO KOJIMYECTBO, KOETO TPsIOBA Jia M3MOJI3BaTEe, HAMEPETE TETJIOTO Ha TAlMeHTa
OT JISIBO Ha Ta0JIMIATA.

[TornenHere B AsiCHaTa KOJIOHA, 3a Ja IPOBEpUTE OpOsi HAa KaICyJIUTe, KOUTO TPsIOBa Ja Aajere Ha
MaryeHTa KaTo eJIHOKpaTHa 103a. KoIM4IecTBOTO € eJHO U ChHII0, HE3aBUCHMO JIATH € 32 JICYCHUE WITH
MpoUIAKTHKA HA TPHUIIL.

Tpsab6sa na nznonzsate camo karcynu ot 30 mg 3a go3u ot 30 Mg unu 60 mg. He ce onutaaiite na
MPUTOTBUTE /1032 OT 45 mg wim 75 mg, KaTo U3MoN3BaTe ChIBPKUMOTO Ha Karcynu ot 30 mg.
BwMmecTo ToBa M3n0n3BaiTe NOAXOIAIINTE KATICYJIH.

Terao Ho3a Ebilfumin | Bpoii kancyan

JTo 15 kg 30 mg 1 karcyna

15 ke w0 23 kg 45mg He u3noJzBaiite kancyju ot 30 mg
23 kg no 40 kg | 60 mg 2 Kamncyiu
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Crbnka 2: U3cunere BcHuKusi Mpax B Kyna

Hpwxre kancynara ot 30 My B U3NpaBEHO MOJIOKESHUE HAJl KylTa 1 BHUMATEITHO OTPEKETE
3200JIeHUS BPBX C HOXKUIM. M3cuneTe BCUUKUS TIpax B KymaTa.

OTtBOpeTe BTOpa Karcysa 3a go3a ot 60 mg. M3cumere BCHUKHS Mpax B KymnaTa.
BuumagaiiTe ¢ mpaxa, 3a110To TOH MOXe Ja pa3Jpa3Hu KoxkaTta U ounte Bu.

Crbnka 3: Ilonciaanere npaxa u gaiite go3ara

JloGaBeTe MaJKko KOJIMYECTBO — HE MIOBEYE OT €/[HA YaeHa JIHKHMYKA - CJIaJIKa XpaHa KbM IIpaxa B
KymaTa.

Toga e, 3a 1a ce npukpue ropurBus Bkyc Ha Ebilfumin mpax.

Pazobpraiite nobpe cmecra.

I[aﬁTe IAJI0TO ChABPKAHUE HA KyIlaTa Ha MallMCHTa BE€aAHAara.

AKO € 0CTaHAJI0 MAJIKO OT CMeCTa B KyIiaTa, U3IUIAKHETC 51 C MAJIKO BOJa 1 JaiiTe Ha malueHTa JIa s
U3MIHEC 1IsJ1aTa.

HOBTOpeTe Ta3u npoueaypa BCCKU IbT, KOraTo Tpﬂ6Ba Aa 1aaeTe JICKapCTBOTO.

Kbpmauera noa 1 roqiuna

3ana NPUIOTBUTE MO-MaJIKAa ¢ AMHUYHA 1034, UMaTe HYKAa 0T:

Enna kancyaa Ebilfumin ot 30 mg

OcTpu HOKULIHM

JIBe MaJIKu KymH (M3M0JI3BaiiTe OTAeeH YT KyIIH 3a BCAKO JETE)

EauH rosisim mepopaJieH 103aTop 3a u3MepBaHe Ha Bojgata — 1o3atop ot 5 ml wim go3zatop ot 10 ml
Exnn maabk nepopadies go3arop c jaenexus ot 0,1 ml 3a 1aBane Ha q03aTa

Yaena abKkuUKa (JIbKHUKA oT 5 M)

Bona

Cnaaka xpaHa 3a IpUKpHBaHe Ha ropunBus BKyc Ha Ebilfumin.

Hamnpumep: m1okos1a10B CUPOIT HJIM CHPOII OT YePEId U ISCEPTHH 3ATUBKH KaTO CUPOIT OT Kapamel
WK HyTA.

Win MoYKe J1a IPUTOTBHUTE MOCTaeHa BOIa: CMECETE €JHA YacHa JTbXMYKA BOJA C TPH YETBBPTH
(3/4) yaeHa apXKUYKA 3axap.
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Crbnka 1: U3cunere Bcnukusi npax B Kyna

Hpwxre kancyaara ot 30 My B U3NpaBEHO MOJIOKECHUE HAJl €IHATA OT KYIUTE ¥ BHUMATEITHO
oTpexeTe 3a00JICHHS BPhX C HOXKMIIM. BHUMaBaiiTe ¢ mpaxa: TOW MOKe J1a pa3apa3Hy KOXKaTa U OYUTEe
Bu.

W3cunere Bcuukus mpax B KynaTa, KakBaTo U J03a J1a IPUTOTBSITE.

KonndecTBOTO € €JHO ¥ ChI0, HE3aBUCHUMO JIAJIU € 32 JICUeHUE WK NPOo(HUIaKTHKA Ha TPUIL.

Crbnka 2: Jlo6aBete Boja, 32 1a ce pa3peau JIeKAPCTBOTO

W3non3saiite no-roneMus
J103aTOp, 3a Ja U3TETIUTE
5 ml Boaa.

JloOaBeTe BogaTa KbM
mpaxa B KyIaTa.

Pazobpraiite cmecta

C yaeHaTa JTbXKHYKa

B IIPOJIBJDKEHUE HA OKOJIO
2 MUHYTH.

He ce HpHTeCHHBaﬁTC, AaKO MIpaxbT HC CC pa3TBOPU HAITBJIHO. Hepa3TBOpeHI/I}IT mnmpax CbAbpKa CaMoO
HCAKTHUBHH CHhCTaBKMH.

Crbnka 3: U30epeTe NpaBHJIHOTO KOJIN4YeCTBO 32 Bamero nere cnopex Teriaoro My

IlornemHeTe 3a TErI0TO HA ASTETO OT JIIBaTa CTpaHa Ha Ta6n1/1uaTa.
Komonara ot gsicHO Ha Ta6HHHaTa ITOKa3Ba KOJIKO OT TCYHAaTa CMEC Tpﬂ6Ba Jda U3TCTIIUTCE.

Kbpmauera noa 1 roquHa (BKIKYUTETHO JOHOCEHH HOBOPOIEeHHU 0edeTa)

TerJyo Ha neTeTO Koaxko cmec
(Hali-0JIM3K0TO) TpsiOBA 1A U3TerJnTe
3 kg 1,5ml

3,5 kg 1,8 ml

4 kg 2,0 ml

4,5 kg 2,3 ml

5 kg 2,5ml

5,5 kg 2,8 ml

6 kg 3,0ml

6,5 kg 3,3ml

7 kg 3,5ml

7,5 kg 3,8ml
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8 kg 4,0ml
8,5 kg 4,3ml
9 kg 4,5ml
9,5 kg 4,8 ml
10 kg wi moBeue 50ml

Ctienka 4: U3Terjiere Te4HaTa CMEC

YBeperte ce, ue uMaTe NPaBUIIHUS pa3Mep A03aTop.

N3Ternere TOYHOTO KOJIMYECTBO TEUHA CMEC OT IIbPBaTa KyTia.
W3rernere s BHUMATEHO, TaKa Y€ Ja HE BKapaTe Bh3AyIIHI MEXypUeTa.
BuuMarenHo BopbckaiTe TOYHATa 032 BbB BTOpATa Kyria.

Cronka 5: Iloaciiagere v JaliTe HA 1€TETO

JlobaBeTe MaJIKO KOJMYECTBO — HE TIOBEYE OT €JHA YacHa JTbKHUYKa - CJIaJIKa XpaHa BbB BTOpaTa KyIa.
Toga e, 3a 1a ce nmpukpue ropurBus BKyc Ha Ebilfumin.
Pa30wpkaiite moope ciaakara xpana u Ebilfumin cycniensus.

JajiTe ussioTo chaABPKaHUe Ha Broparta kyna (Ebilfumin cycniensus ¢ no6aBenara cnanka xpana) Ha
JIETETO BE/IHAra.

AKO e 0CTaHAJIO Helllo 0T CMeCTa BbB BTOpPAaTa KyNa, H3IUIAKHETE 51 C MAJIKO BOJA U s JalWTe Ha
JIETETO J1a 51 U3Mue 1siaTa. 3a Aena, KOUTO He MOTaT Ja NUsT OT Kyna, NalTe C IbXUYKa WIN
M3II0JI3BaKTe IINIIIE, 3a JIa JaJeTe Ha IETETO OcTaHajlaTa TEYHOCT.

JlaiiTe Ha IETETO HEIIO 3a IIHMCHE.

I/I3XB'bp.]'l('3Te msJiaTa HEM3MmoJ3BaHa TEYHOCT, OCTaHaJa B MbpBaTa KyIia.

HOBTOpeTe Ta3y npoueaypa BCCKU IbT, KOraTto TpH6Ba Aa JaaeTe JICKapCTBOTO.
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HNudopmanusa caMo 3a MeIMIHHCKH CTIEIHATNCTH

IManueHTH, KOUTO HEe MOTaT /1a MOTJIBLIAT Kancyan: [IpoMUIIIIEHO TPOU3BE/ICH 03eITAMHUBUP 32
nepopaiHa cycrnensus (6 mg/ml) e npeanoYnTaHusT MPOIYKT 32 MeTUATPHYHU U Bh3PACTHHU MAUCHTH,
KOHMTO MMAT 3aTPyJHEHHS TP NPETITBIAHETO Ha KAICyJU, WIIM KOraTo ca HeOOXOAMMH MO-HUCKH 103U. B
CIydaii, 4ye HAMa IPOMHMIIUICHO MPOU3BE/ICH 03€ITaMUBHD TIPax 3a MepopaiHa CyCcIeH3us, hapMaleBTbT
Moxe j1a mpurotBu cycrensus (6 mg/ml) ot Ebilfumin kancynu. Ako HiMa IPOMHIILUICHO TPOHU3BEACHA
CYCIICH3HS, MAIIMEHTUTE MOXKE JIa CH MIPUTOTBAT CYCIEH3UATA OT KaICyJIU BKBILH.

3a mpuaraHe Ha CyCIEH3MATa, IPUTOTBEHA B alliTEKaTa U 3a MPOIIeIyPHUTE 3a JOMAIIHO IPUTOTBSIHE, TPSIOBa
Jla ce MPEIOCTABAT MEPOPATHH 103aTOPH (CIIPHUHIIOBKH 33 TIEPOPATTHO MPUIIOKEHHE) C TIOAXOIAI 00eM U
rpanyupane. B aBara cirydast npaBuiHATEe 00eMH TpsOBa J1a ca OTOCIsI3aHN BBPXY 103aTOpUTE. 3a
MIPUTOTBSIHE B JIOMAIITHH YCIIOBHS, TPAOBA Jla C€ OCUTYPST OTAETHH H03aTOPH 3a B3eMaHE Ha TPABUITHHUS
obem Boja u 3a u3MepBane Ha cmecta Ebilfumin-soma. 3a usmepsane na 5,0 ml Boga, TpsOBa 1a ce
u3M03BaT q03aTopu ot 5 ml wim 10 ml.

IMoaxoxasmure 06eMH Ha 103aTopa 3a B3eMaHe Ha TouHust obem Ebilfumin cycniensus (6 mg/ml) ca
MOKa3aHH T0-/I0ITy.

Kbpmauera noa 1 roqusa (BKJIKYUTETHO TOHOCEHU HOBOPOJeHH OebeTa):

Ho3a Ebilfumin KomnuectBo Ebilfumin Pa3mep Ha q03aTopa, KOITO
CycneH3us aa ce u3IoJI3Ba
(c nesenus ot 0,1 ml)
9mg 1,5ml 2,0 ml (mmm 3,0 ml)
10 mg 1,7ml 2,0 ml (msm 3,0 ml)
11,25 mg 1,9ml 2,0 ml (s 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,25 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0ml
22,5 mg 3,8ml 50ml
24 mg 4,0ml 5,0ml
25,5 mg 4,3 ml 5,0ml
27 mg 45 ml 5,0ml
28,5 mg 4.8 ml 50ml
30 mg 5,0ml 5,0ml
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JlucroBka: nngopmanus 3a noTpeduTeNst

Ebilfumin 45 mg TBBpau kancym
o3enrtamuBup (oseltamivir)

IIpouereTe BHUMATEIHO LSIJIATA JMCTOBKA, IIPEH 12 3all0YHeTe 1a IpHeMaTe TOBa J1eKapcTBO, Thii
KaTO TH Chbpika BaxkHa 3a Bac nadopmanms.

3anasere Ta3u JUCTOBKA. MoOXe a ce HAJIO0XKH Ja S IPOYETETE OTHOBO.

AKO UMaTe HAKAaKBH JIONBJIHUTEIIHA BBIPOCH, TonuTaiiTe Bamus jiekap win GpapMariesT.

ToBa nekapcTBO € IpeAnrcaHo €AMHCTBEHO U JuYHO Ha Bac. He ro npeorcrbenBaiiTe Ha Jpyru xopa.
To Moxe 1a UM HaBpe, HE3aBUCUMO Y€ MPU3HAINTE Ha TAXHOTO 3a00IIsIBaHe ca CHIIUTE KATO
Bamure.

Axo IMOJIYYUTEC HAKAKBU HEXKCJIIAHU JICKAPCTBEHU PCAKIIUHN, YBCIOMETC Bamms JICKap Wi @apMaueBT.
ToBa BKJIIOUBA U BCUUKH Bb3MOKHU HEXKEIAHU PEaKLUK, HEOUCAHU B Ta3U JIUCTOBKA. Binkte

TOoYKa 4.

Kakso CbAbPiKa Ta3u JTUCTOBKA

s E

Kakso npencrapnsiea Ebilfumin u 3a kakBo ce u3mosea
Kakso Tpsi0Ba ia 3Haere, npeau ga npuemere Ebilfumin
Kak na npuemate Ebilfumin

BB3M0XHU HEXETaHU pPEAKLIUU

Kak na cpxpansiare Ebilfumin

ChabppxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HHPOPMALUS

Kaxkso npeacrapassa Ebilfumin u 3a kakBo ce u3noia3zsa

Ebilfumin ce n3nos3ea npu Bb3pacTHH, IOHOIIH, JIela U KbpMadeTa (BKIIOYUTEIHO JOHOCEHU
HOBOpPOJIcHU OcOeTa) 3a JieueHHe HA rpull (uxgayenya). Toit MOKe Ja ce U3MOJI3Ba, KOTATO UMATe
CUMIITOMH Ha TPUIl U € U3BECTHO, Y€ TPUITHHUST BUPYC IIUPKYJIMPA B OOIIECTBOTO.

Ebilfumin mMoxe chIll0 a ce MpeanrcBa Npy Bh3pacTHU, FOHOIIN, KhpMayeTa U Jiella Ha B3pacT HaJ

1 ronvHa 32 NpoMIaAKTHKA HA TPUN CIIOPE]] KOHKPETHHS CIIydaii - HarpuMmep, ako cTe OWin B
KOHTAKT C HSIKOW, KOWTO MMa IpUIL.

Ebilfumin mMoxe 1a ce mpeanucea Npy Bb3pacTHH, IOHOIIH, [ella U KbpMadeTa (BKIIOYHTETHO
JIOHOCCHH HOBOPOJIcHH OebeTa) KaTo MPO(HIAKTHYHO JIeYeHHe TIPU U3KITFOUUTEITHA O0CTOSATENICTBA -
HanpuMep, ako UMa TiIo0aHa enuIeMus oT ITpul (TpUIHA naHOeMus) U CE30HHATA TPUITHA BAKCUHA HE
OCHUTYpPsIBA IOCTaThYHA 3aIUTA.

Ebilfumin ceabpika ozermamueup, KOWTO ce OTHACS KBM TpyTIa JIGKApCTBA, HAPSUCHU UHXUOUMOPU HA
Hespamunudazama. Te3u nekapcTBa NPeIOTBPATABAT Pa3NPOCTPAHECHUETO HAa TPUITHUS BUPYC B OpraHU3Ma.
Te nomarar 3a o0JieK4aBaHe WM NPEJOTBPATIBAHE HA CHMIITOMHUTE Ha TPUITHATA BUPYCHA MH(EKITHUS.

Wudnyennara, oONKHOBEHO HapU4aHa TPUI, € UHPEKIH, TPUYUHEHA OT BUpYC. [Ipu3HaiuTe Ha rpuna
YecTo BKJIIFOYBAT BHE3AITHO MOBHIIEHA TeMiieparypa (aan 37,8°C), kanumuiia, Xxpema, riaBoooiIne, MyCKyJIHA
OOJIKM 1 MHOTO CHJTHAa yMOpa. Te3u CHMITOMH MOXeE JIa ca MPESIU3BUKAHH U OT JPYTH WHPEKIHH.
HctuHckaTa rpunHa HHOEKIUS ce TI0sABSABa caMo 0 BpeMe Ha e)KETrOIHUTE SMUICMUH, KOTaTO TPUITHUTE
BHUPYCH C€ Pa3lpOCTPaHsIBaT B 00IIECTBOTO. M3BBbH EMUACMUYHHUTE TICPUOIU TPUIIONIOIOOHUTE CUMIITOMU
O0OWMKHOBEHO CE MPUYMHSBAT OT Pa3JIM4CH BUJ 3a00JIIBaHE.
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2. KakBo TpsioBa 1a 3HaeTe, mpeau A1a npuemete Ebilfumin

He npuemaiite Ebilfumin:

. aKo CTe aJIePrUYHH KbM 03CJITAMUBHP HIIM KbM HIKOS OT OCTaHAINTE ChcTaBkH Ha Ebilfumin,
n30pOCHH B TOYKA 6.

I'oBopete ¢ Bammus Jiexap, ako ToBa ce otHacs 10 Bac. He npuemaiite Ebilfumin.

Ipenynpe:xnenns u npeanasHu MepKU
T'oBoperte ¢ Bammms nekap unu papmarnesT, npeau aa mpuemere Ebilfumin.
[Ipean na mpuemete Ebilfumin, HempeMeHHO yBemoMeTe JieKaps, KOWTO T'o MpecBa

. aKo CTe aJIlepru4Hu KbM JAPYTH JeKapcTBa

. aKo uMate npoodJaeMu ¢ 0bOpeunTe. B TakbB cirydail MOXKe J1a € HeoOXoauMo mo3ata Bu na ce
KOpHUrupa

. aKo MMaTe Te¥KKO 3a00/IABaHe, KOCTO Hajlara He3a0aBHO OCTHIIBAHE B OOJTHHIIA

. ako nmyHHaTa Bu cucrema He pabotu

. aKo MaTe XPOHHUYHO ChP/IeYHO 3a00JIsIBaHe WU 3200/ 1sIBaHe HA TUXaTeJJHUTE MbTHIIA.

[To Bpeme Ha nedenueto ¢ Ebilfumin, yBenomere Jexapst He3a0aBHO:
. aKo 3a0€eKUTE MPOMEHH B TIOBEJICHUETO WM HACTPOCHHUETO (HEGPONCUXUYHU CbOUMUsL), OCOOCHO
npH Jiela u roHoIM. ToBa MOXe Jia ca MPHU3HAIM Ha PEIKH, HO CEPHO3HH HEXKETAHH PEAKIINH.

Ebilfumin He e BAKCHHA POTUB I'PUII

Ebilfumin He € BakcuHa: TOM JeKyBa HHGEKIMATA WM TIPEIOTBPATIBA PA3MPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu maBa antutena cpemnty Bupyca. Ebilfumin msima ma mpomenn eheKTUBHOCTTA Ha
MIPOTUBOTPHUITHATA BAKCUHA U Bamusit jgekap MoxKe Jia BU IPEATHIIE U JBETE.

Apyrn nexapcra u Ebilfumin

HNudopmupaiite Bammst nekap wim papmaneBT, ako preMarte, HaCKOpo CTe MPHEMAaTd WIH € Bb3MOXKHO J1a
npreMeTe ApYyTrH JekapcTBa. ToBa BKITIOYBA JIEKapCcTBa, OTITycKaHu O0e3 perienTa. CilemHUTE IeKapcTBa ca
0CO0EHO BaKHU:

. XJIopriponamMu (M3MoJ13Ba ce 3a JIeYeHHe Ha quader)

. METOTpeKcaT (M3I03/IBa Ce 3a JICUCHHUE HATP. Ha PSBMATOUJICH apTPUT)
. (heHmOyTa30H (M3MOI3BA CE 3a JICUCHUE Ha OOJIKAa U Bh3MAJICHUE)

. npoOeHeny/ I (M3I0JI3Ba Ce JICUCHHE Ha IToaarpa)

BpemeHHOCT U KbpMeHe
TpsiOBa na yBenomute Bamms nexap, ako cre OpeMeHHa, cMsTaTe, 4e MOXKe Jia CTe OpeMeHHa Wi IIaHUpaTe
OpeMEHHOCT, 3a Jla MOXe Jekapar Aa pemu ganu Ebilfumin e moxxomsmr 3a Bac.

EdexTure BEpXYy KbpMaueTaTa Ha €CTECTBEHO XpaHEeHe He ca u3BecTHH. TpsOBa na yBepomure Bamus
JIieKap, ako KbPMHUTE, 3a Jla MOKe JieKapaT na pemm gamm Ebilfumin e moaxomsmr 3a Bac.

ITocwBeTtBaiiTe ce ¢ Bamus JICKap njin (bapMaLIGBT npeau yHOTpe6aTa Ha TOBa JICKapCTBO.

Hlodupane u paéora ¢ MAIIMHU
Ebilfumin msima edekt BrpXy ciocoOHOCTTa 3a o upaHe WK padoTa C MAITHHH.

Ebilfumin cbabp:xa HaTpuii
ToBa nexapcTBO chIabprka Mmo-Manko ot 1 mmol Hatpuii (23 mg) Ha Kamncyma, T.e. MOXe /1a Ce Kaxe, 9e
MPAKTUYECKU HE ChIbPiKa HATPUH.

3. Kak na npuemarte Ebilfumin

[Ipuemaiite TOBa JIeKapCTBO TOYHO KakTo Bu e ka3am BammsT nexap. AKo He CTe CUTYPHH B HEIIIO,
nonurtaite Bammms iekap wiu gpapMarienT.
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Bsemerte Ebilfumin koakoTo € B3MOXKHO MO-CKOPO, HAH-I00pe B paMKHUTE Ha ABa AHU OT HAYaJIOTO Ha
TPUIHUTE CUMIITOMH.

IpenopbunTeTHA 103U

3a 1eyenue HA TPHII, IPUEMaNTe IBE H03H MHEBHO. OOMKHOBEHO € YA00HO Jla Ce MprueMa eHa 1033 CyTPUH
u eHa Beuep. BakHo e 1a ce 3aBbpIIM Heusl S-IHeBeH KypC, 10pH U ako ObP30 3alovHeTe Ja ce
YqyBCTBaTe MO-700pe.

[Ipu BB3pacTHH MAIMEHTH ChC c1ada IMyHHA CHCTEMA JISYEHUETO T1e Mpoabnku 10 gHu.

3a npouIaKkTHKA HA TPUI HJIM CJ1e] KAaTO cTe OMJIM B KOHTAKT ChC 3apa3eHo JIulle, IPHeMaliTe exHa
7032 THEBHO B mpoab/okeHne Ha 10 nau. Hait-noOpe e aa s B3eMare CyTpHH ChC 3aKyCKaTa.

[Ipu crienualiiy cUTyalyu, KaTo MIKPOKO PA3MPOCTPAHCHUE Ha TPUIIA WITK TPY MAIIMEHTH ChC cllaba UMyHHA
CHCTEMa, JICUCHUETO IIe TIPOABIDKH A0 6 Wir 12 ceaMuIIm.

IIpenopbunTeIHATA 1032 Ce OCHOBABA HA TeJIECHOTO TerJi0 Ha manuenTa. TpsOBa ma n3nomnssare
KOJIMYECTBOTO KAIICYJIH 32 MMPOPATHO IMPHIIOKEHHE WIN CYCIIeH3Hs1, KoeTo Bu e mpeamnucano ot jgekapsi.

Bon3pacTHu u 1oHOmM Ha 13 roguHyM M Mo-roJIeMu

TeJjiecHO Teryio JleyeHue Ha rpum: IIpopuaakTka HA rpUIL:
A03a Jo3a
3a 5 Onu 3a 10 onu

40 kg nnu noseue 75 mg 1Ba IbTH THEBHO 75 mg BeIHBK THEBHO

75 mg moonce oa ce nanpasu om xancyia om 30 mg naroc kancyna om 45 mg

Jena ot 1 10 12 ronunu

TeJsiecHo TerJio Jleyenune Ha rpum: IIpopuirakTuka Ha rpumn:
Ao03a J03a
3a 5 OHu 3a 10 onu
10 mo 15 kg 30 mg 1Ba IbTH JHEBHO 30 mg BeIHBXK THEBHO
Han 15 kg u o 23 kg 45 mg nBa T JHEBHO 45 mg BeTHBX JTHEBHO
Han 23 kg u 1o 40 kg 60 mg 1Ba IbTH THEBHO 60 mg BeIHBK THEBHO
Han 40 kg 75 mg 1Ba IbTH THEBHO 75 mg BeIHBK THEBHO

75 mg moonce oa ce nanpasu om xancyaa om 30 mg naroc kancyna om 45 mg

Kbpmauera non 1 roquna (0 no 12 mecena)

[Ipunoxenuero Ha Ebilfumin npu xbpmaueTa Ha Bb3pacT nox | roanHa, 3a npouitakTUKa Ha TPUIL IO
BpeMe Ha I'pUIIHA eNuAeMusi, TpIOBa Jla ce OCHOBaBa Ha MpELCHKAaTa Ha JIeKaps, cliell KaTo ce B3eMe MPEIBUL
MOTEHIMATHATA TI0JI13a CIIPSMO IMOTEHINATHHS PUCK 32 KbPMAYeTo.

TeJjiecHO Teryio, Bb3pact JleyeHue HA TPHUIL: IMpopunakTuka HA rpUM:
703a n03a
3a 5 Onu 3a 10 onu

3 kg mo 10+ kg 3 mg Ha kg TemecHo termo, | 3 mg Ha kg,
JIBa ITbTH THEBHO BEJHHK JHEBHO

mg Ha kg = mg 3a écexu Kunozpam om meiecHomo meaio Ha Kepmavemo. Hanpumep:
Axo eono 6-meceurno kepmave medicu 8 kg, dozama e
8 kg x 3mg na kg = 24 mg

Hauun Ha npuiioxkeHue
ITornbiaiiTe KarncyauTe 1enu, ¢ Boja. He uyrnere v He 1bBUETE KaICYJIUTE.
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Ebilfumin mMoxe 1a ce mpreMa cbe WK 0€3 XpaHa, BBIPEKU Y€ MPHUEMaHETO My ¢ XpaHa MOJKE J1a HaMaJld
BEPOSATHOCTTA OT TaJICHE WA MOBPBIIIAHE.

Xopa, Ha KONTO UM € TPY/JHO 1a MPHEMAT KaINCyJIH, MOXXE JIa U3II0JI3BAT TOBA JICKAPCTBO 1Mo (opmara Ha
nepopaiHa cycrieH3us. AKo uMarte HyXJia OT IiepopaliHa CyCIieH3us, HO BbB Bamara anreka HiMa Takasa,
MOXe J1a HarpaBuTe TeuHa opma Ha Ebilfumin ot Te3n kancynu. Buskre “Ilpucomesane na meuen
Ebilfumin éxvuqu” 3a MHCTPYKIHH.

AKo cTe nipue/iu noBeve oT HeodOxoaumaTta a03a Ebilfumin

Cnpere npuema Ha Ebilfumin u ce cBbprkeTe He3a0aBHO C JieKap WK GpapMalenT.

B moBeuero ciryyan Ha peo3upaHe NaMEHTHTE He ChOOIIABaT 3a HEXKEJIaH! JISKAPCTBEHH PEaKIINH.
Koraro ca nokmaaBanu HeXeJIaH! PeakIiH, Te ca OMIM MOZO00HH Ha Te3H KaTo MPH HOPMAJTHUTE JI03H, KOUTO
ca OIMCaHU B TOYKa 4.

[To-decTo ce choOLIaBaT cy4yan Ha MpeAo3upaHe MPH NpUilarane Ha 03eITaMUBHUP TPH Je1a, OTKOJIKOTO MPH
BB3pacTHH U roHowmu. [IpuroTesaero Ha TeueH Ebilfumin Tps0Ba ga cTaBa BHUMATEHO, KAKTO U
npuioxenuero Ha Ebilfumin kancynu uinu teden Ebilfumin npu nena.

AKo cTe nponycHaau Aa npueMete Ebilfumin
He B3emaliTe nBoiiHa 1034, 32 1a KOMIIEHCHpATE NPOIyCHATA KarcyJa.

Ako cte cripesn npueMa Ha Ebilfumin

Hsma Hexxenanu peakimu, korato cupete npuema Ha Ebilfumin. Ho ako Ebilfumin ce cnpe mo-pano
OTKOJIKOTO BammsT nekap Bu e ka3an, cMMITOMUTE Ha rpUla MOXE J1a c€ BbpHAT. BuHaru 3apbpuiBaiTe
Kypca Ha JIe4eHHe, IIpeAcal oT Bamms ekap.

AKO MMaTe HSKAaKBHU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yroTpebdara Ha TOBa JIEKAPCTBO, TTIOMHUTANTE
Bamus nexap wiu gapmarieBt.

4. Bb3MOKHHM HekeTaHU peakuu

Kakrto Bcnukwu jekapcTBa, TOBa JIEKapCTBO MOKE J1a MPEIM3BUKA HEXKEIIAaHU PEAKIMH, BHIIPEKH Y€ HE BCEKU
T'H ToJy4aBa. MHOTO OT HEeXXEJIaHUTE PeaKlru, N30pOEeHH MO-A0Iy, MOXKE JIa ca TPeIN3BUKaHH CHILO U OT

rpuna.

CrerHUTE CEpPHO3HU HEXEJIAHN PEaKIUy ca ChOOIIaBaHU PSAIKO, OTKAKTO 03eNTaMHUBHD € Ha ra3apa:

. AHnapunakTHYHA 1 aHAPUIAKTOUIHN PEaKMH: TEKKHU aJepIrHYHN PEaKUH C MOLyBaHEe Ha JIULETO U
KOXkaTa, CbpOAIl 00pHUB, HUCKO KPHBHO HAISITAaHE U 3aTPYAHEHO AUIIAHE
. UYepHoapoOuu HapyiieHus (GyIMHUHAHTEH XENaTUT, HapylIeHHe Ha YepHOIpoOHaTa QYHKLIUS U

)K’bJITeHI/II_Ia)l MTOXKBJITSBAHE HAa KOXKaTa U OSJI0TO Ha O4YMTE, ITPOMAHA Ha [IBE€TA HA U3NIPAKHCHUATA,
IIpoOMsHA B ITOBECACHUECTO

hd AHFI/IOHeBpOTI/I‘{eH €JEM: BHC3AITHO TCXKKO IMOAYBAHEC HAa KOXXaTa OCHOBHO B o0JracTTa Ha rjaaBaTa u
murgTa, BKIIIOYUTCIIHO OYUTE U €3UKa, CbC 3aTPYAHCHO JUIIIAHC
hd CI/IH,Z[IJOM Ha CTI/IB’LHC-H)KOHC’LH 1 TOKCHUYHA CIIuACpMaliHa HCKPOJIN3a: TCIKKaA ) KNUBOTO3acCTpallaBalia

aJepruyHa peakiius, TeKKO Bb3MaJICHUE Ha KOXKaTa U JIMTABULIUTE, 3all0YBAIll0 C TPECKA, Bh3MaJICHUE
Ha T'BPIIOTO, YMOPa, KOXKHH 0OPUBH, KOUTO BOJAT 0 T0SBATa HA KOXKHHU MEXYpPH, OOeIBaHEe, CBINYaHEe
Ha TOJIEMH TIOBFPXHOCTH OT KOKa, BH3MOXKHU 3aTPyTHEHHS B TUIIIAHETO W HICKO KPHBHO HAJIATAHE.

. KbpBeHe oT cromManrHo-4peBHUS TPAKT: MPOABIDKATEHO KbPBEHE OT JIEOETI0TO YePBO MU IUTIOCHE Ha
KPBB
. HeBponcuxuunu HapylieHus, OMUCaHU MO-I0ITY.

AKko 3a0eJie:kNTe HAKOH OT Te3W CUMIITOMU, MOThpceTe He3a0aBHO MeIUIIMHCKA TOMOIII.

Haii-gecTo (MHOTO YeCTH M YeCTH) ChOOIIaBaHUTE HeXKeIaHu peakuu Ha Ebilfumin ca ragene wiun
MOBPBIaHe, CTOMAIITHN OOJIKH, CTOMAIITHO Pa3CTPOICTBO, TIaBoOoine u Ooska. Te3n HexeNnaHu Peakiuy ce
HaOJII0/IaBaT MPEJAUMHO CJIe]l IbpBaTa J103a OT JIEKAPCTBOTO U OOMKHOBEHO CIHPAT C MPOAb/KABAHETO HA
neyeHrneTo. YecToTaTa Ha Te3H Peaki[ui ce HamallsiBa, aKo JCKAPCTBEHUAT MPOYKT Ce IIprUeMa ¢ XpaHa.
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Peaku, HO CepHO3HH peaKuu: MOThPCceTe BeHAra JeKapCKa MOMOII
(Te moance oa 3aceznam oo 1 na 1 000 oyuiu)
ITo Bpeme Ha JieueHHE C O3€ITAMUBHP, UMa ChOOIICHHUS 33 PEIKUA CHOUTHS, KOUTO BKJIIOYBAT

. I'bpuoBe U IeMUpPUyM, BKJIIOYUTEITHO TPOMEHEHO HHBO HA Ch3HAHHE
. O0BpKaHOCT, HEOOWUIANHO TTOBEICHUE
. HamynHocTtH, XaaonuHaIMY, Bb30Y/a, TPEBOXKHOCT, KOIIMApH

Te3u cpOUTHS ce CHOOIIABAT MPEAUMHO IPH JIeIa U FOHOIIN M YECTO 3all0YBaT BHE3AITHO M OT3By4YaBaT

0bp30. Hsikonko ciydas ca 1oBeu 0 caMOHapaHsIBaHe, HIKOU OT KOUTO C (paraneH uzxoj. TakuBa

HEBPOIICUXHYHH CHOUTHUS Ce CHOOIIABAT CHINO U MPH MAI[MSHTH C TPUIL, KOUTO HE Ca IpUeMaliu

03eJITAMHUBUD.

. ITanmenTHTe, 0COOCHO JIEIa M IOHOIIH, TPSIOBa N1a ce HabJt01aBaT BHUMATEITHO 3a TOsBa HAa OMTUCAHUTE
[I0-TOPE MMPOMEHH B IMOBEIACHUETO.

AKo 3a20eJIe:KHTe HAKOU 0T T€3H CHMIITOMH, 0COOCHO IPH MO-MJIaJIi X0pa, MOThpPceTe He3a0aBHO

JIeKapCcKa MOMOIII.

B'b3paCTHI/l M IOHOIIM Ha 13 roAuHM U MO-ToJIeMH

MHOr0 YecTH HeKeJIaH! pPeakinu

(mooice da 3aceenam noseue om 1 na 10 oywiu)
. I'maBoGonue

. lanene.

YecTH HeKeJTaHU PeaKIUU
(moarce 0a 3aceenam 0o I na 10 oyuiu)

. Bponxut

. Xeprec Ha yCHUTE

o Kannmmna

. 3amaiiBaHe

. Bucoxka temneparypa

. bonka

. Bonxka B kpaiiHUIIUTE

. Xpema

. bescrHue

. Bb3naneno repio

. CromamrHa Oornka

. Ymopa

. [IpnHOTA B TOpHATA YaCcT Ha KOpeMa
. Wudeknnn Ha rOpHUTE JTUXATEIHN THTUIIA (Bh3MAJICHUE HA HOCA, THPJIOTO ¥ CHHYCHUTE)
. Jlomio xpanocmunnane

. IToBpbiane.

HeuecTn HexkeJIaHU peakiuu
(mooice da 3aceenam 0o 1 na 100 oywu)

. ATNEpruvHU peakiuu

. [IpoMeHeHO HUBO Ha Ch3HAHUC

. I'bpu

. Hapymenns Ha chpredHHsS PUTHM

. Jlexu 1o TeXKYM HapyIICHUS Ha YepHOApOOHAaTA (PYHKITHS

. Koxnu peakiuu (Bh3MaJeHUE Ha KOXaTa, YePBEH U ChpOSIT 00pUB, CBIMYaHE Ha KOXKATa).

Penkn HexxenaHu peaknuu

(moarce 0a 3aceernam 0o 1 na 1 000 oywu)

. TpomOoruTonienns (HUCHK OpO¥ TPOMOOIIMTH)
. 3puTeTHN HApYIICHUS.
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Jena ot 1 10 12 roguHn

MHOT0 YeCTH HeKeJIAHH PeaKIuu
(mooice da 3aceenam noseue om 1 na 10 oywiu)

. Kanutnna
. 3amymiBaHe Ha HOCa
. IToBpbiane.

YecTH HeKeJIaHN Peakuu
(mooice da 3aceenam 0o 1 na 10 dywu)

. KoHIOHKTHBHT (3auepBsBaHE HA OUNTE U CEKPEITHS MIIH OOJIKA B OKOTO)
. Bb3manenne Ha yX0TO ¥ APYTH HAPYIIEHHUS HA YXOTO

. I'maBoGonue

. lanene

. Xpema

. CromarmrHa 0oJka

. [IpnHOTA B TOpHATA YaCT HAa KOpeMa

. Jlomo xpaHnocMumnase.

HedvecTn HekeJJaHM peaknnu

(mooice da 3aceenam 0o 1 na 100 oywu)

. Br3manenue Ha xoxkaTta

. Hapymenre Ha ThianueBaTta MeMOpaHa (ThIIAHYETO).

Kbpmauera nox 1 roquna

ChoOIIeHUTe HeXETaH! PeakIiy PU KbpMadeTa Ha Bh3pacT oT 0 10 12 Mecena, ca mpeAnMHO MOA00HU Ha
HEXKEJTAHUTE PEAKIIUH, ChOOIIICHHU MPH MO-ToJIeMH Jena (Ha Bb3pacT | roanHa win no-rojemu). OCBeH TOBa
HMa ChOoOIIEeHHS 32 THapus U OOPUB OT MEJICHU.

AKXo nosyynTe HAKaKBH HEXEJIaHU peakluu, ropopete ¢ Bamms nexap win ¢papmanest. Toa BkitouBa
BCHYKH HEOIIMCAaHU B Ta3M JIMCTOBKA HeXenaHu peakiuu.O0aue,

. ako Bue nin Bamero qere nmoBpbuiaTe MHOTOKPAaTHO WIH

. aK0 CHMIITOMHTE HA I'PHII ce BJIOLIABAT, HJIH BHCOKATa TeMIlepaTypa NpoabJxkaBa
ropopere ¢ Bamms jexap K0JIKOTO € Bb3MOKHO I0-CKOPO.

Cho0maBaHe HA HeXKeJIAaHH PeaKInu

AKO TIONTyYnTE HAKAKBU HEXKEJIaHU JICKAPCTBEHH Peakinu, ypenomere Bammus nexap win papmarest. ToBa
BKITIOYBA BCUYKH BH3MOKHU HEOIMCAHH B Ta3H JINCTOBKA HEXKENIaHHU peakiiui. MojkeTe ChIo Ja ChoOIIHTe
HEXEJIaHU PEaKIuy TUPEKTHO Ype3 HallMOHATHATA CUCTeMa 3a ChoOIaBaHe, mocoueHa B [lpumoxkenue V.
Karo choOmiaBate HexxenaHu peakiuy, MOKETE J1a 1aJIeTe CBOS MPUHOC 3a MOIyJYaBaHe Ha TIOBEYE
nH(popMaIis OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiate Ebilfumin

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

He m3non3BaiiTe ToBa JIeKapcTBO CIe]] CPOKA HA TOJHOCT, OTOEINA3aH BhPXY KapTOHEHATa OMAaKOBKA U
omucrepa cien ['omed 1o. CpoKbT Ha TOJHOCT OTrOBaps Ha TIOCJICAHUS JIEH OT ITOCOUCHHS Mecell.

Ia ce cexpanssa ox 25°C.
He u3xBbpisiiTe nekapcTBaTa B KaHaIM3alMsATa WM B KOHTEMHEPA 3a IOMalllHK OoTHnaabiu. [lonuTaiite

Bamms dapMmarieBT kak j1a U3XBBPIISITE JIEKapCTBaTa, KOUTO Bede He U3MNoi3Bare. Te3n MepKH IIe CIOMOTHAT
3a OMa3BaHE Ha OKOJIHATA CpeJa.
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6. CLanmaHne Ha OIIAKOBKATa U JOIIbJHHUTEC/JIHA HHq)OpMaIlﬂﬂ

Kaxkso cpabp:xa Ebilfumin

- Bcesika TBBpaa Karcyna chappika o3entaMuBup (pocdart, ekBuBalieHTeH Ha 45 mg o3enTaMuBup.

- Jlpyrurte cbCTaBKH ca:

KancynHo chbabpXKUMO: IpexXeTaTHHU3UPAHO HULIECTe (IOIY4YE€HO OT [APEBUYHO HUIIECTE), TAJIK,
moBuzoH (K-29/32), kpockapmernosa HaTpuil 1 HATPHEB cTeapmidymapar

00BHBKA Ha Karcynara: KelaThH, THTaHoB auokcun (E171)

ChbcraB Ha Kancysara: mesuiak riann-45% (20% ecrepuduuupan), xeneseH okeua, yepet (E172),
nporwieHrimkon (E1520), amonues xuapokcun 28% (E527)

Kak nm3rnexga Ebilfumin n kakBo cbabpka onnakoBKaTa
TBbpAaTa Kancysa ce CbCTOHM OT 0510 HEMPO3payvHo TsUIO U Kamade ¢ oTnedyarad Haanuc “OS 45”. Pasmep Ha

Karcynarta: 4

Ebilfumin 45 mg TBbpaM Kancynu ca HaTMYHU B OJMCTEPH WM ONAKOBKHM 3a TabseTku 1o 10 Oposi.

IIpuTexaTen Ha pa3pelIeHUETO 32 YHOTpeda

Actavis Group PTC ehf.
Reykjavikurvegi 76-78,
220 Hafnarfjordur
Ucnanous

IIpoussoaure
Balkanpharma-Dupnitsa AD
3 Samokovsko Shosse Str.

Dupnitsa 2600
boarapus

3a JOITBJIHUTCIIHA I/IH(I)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJI, CBbPKCTE CC C JIOKAJIHUA NPCACTABUTCII HA

NPUTEXKATEIS HA Pa3pelICHHETO 3a yrnoTpeda:

Belgié/Belgique/Belgien
Actavis Group PTC ehf.
IJsland/Islande/lsland
Tél/Tel: +354 5503300

bbarapus
AxtaBuc EAJ]
Ten: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland

Actavis Group PTC ehf.
Island

Tel: +354 5503300

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
Actavis Group PTC ehf.
Islande/Island

Tél/Tel: +354 5503300

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta
Actavis Ltd.
Tel: +356 21693533

Nederland

Teva Nederland B.V.
Tel: +31 8000228400
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Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EA\rada
Specifar A.B.E.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 19127700

Island
Actavis Group PTC ehf.
Simi: +354 5503300

Italia

Actavis Group PTC ehf.
Islanda

Tel: +354 5503300

Kvmpog

Specifar A.B.E.E.
EAMGda

TnA: +30 2118805000

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Actavis Group PTC ehf.
Islandia

Tel: +354 5503300

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

Latvija United Kingdom
UAB Teva Baltics filiale Latvija Teva UK Limited
Tel: +371 67323666 Tel: +44 1977628500

JlaTa Ha mocJieAHO npepasriaekaane Ha Jucropkara <{MM /I'TTT}> <{mecen I'TI'T}>.

IMoapobHa uHbopMarys 3a TOBA JIEKAPCTBO € Mpe0CcTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus mo
nexapcTBara http://www.ema.europa.eu.
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HNudopmanus 3a norpeduTes

3a xopa, Ha KOUTO UM € TPY/AHO Ja NpHeMAaT KaICyJIH, BKIIOUUTEIHO MHOTO MaJIKU A€la, UMa TEYHO
JIEKapCcTBO.

AKO MMate HysK/1a OT TEYHO JIEKApCTBO, HO HE pasIojiaraTe ¢ TakoBa, CYCIICH3Us MOKE JIa C€ IPUTOTBH B
amrrekara ot Ebilfumin xancynu (Buxre Hrpopmayus 3a meduyuncku cneyuanucmu). To3u mpemapar,
NPUTOTBEH B anTeKara, ¢ MpeANoYUTaHUuAT BapHUAHT.

AKo HsMa TIpernapar, MIPUroTBEH B anTekara, Moke Ja HarnpaBute Ebilfumin cycmensust oT Te3u Karcyinu
BKBIIIH.

I[o3aTa 3a JICUCHUEC U HpO(l)I/IJ'IaKTI/IKa Ha I'pyIl € CAHAKBaA. Pasnukara ¢ B TOBAa, KOJIKO Y€CTO CC IIpujiara.

IIpurorssine Ha TedeHn Ebilfumin Bkbmm

AKO MMaTe TOYHATA KaNcyJia 3a HeoOxoaumara 032 (3a 103a 45 mg), 11ie OTBOPUTE KAICyaTa ! e
pa3z0bpKaTe ChIBPKUMOTO | B €IHA YaeHA JIHKUYKA (MU ITO-MaJIKO) TIOIX OIS TOICIIaCH
XpaHuTeNleH NPOIyKT. ToBa 0OMKHOBEHO € OAXOMASIIO 3a Aela Haj 1 ronnHa. Buakre ykazaHusta
no-rope.

AKO MMaTe HYKIa OT 0-MAaJIKHU 1034, IpUroTBsiHeTo Ha Ebilfumin cycnensus ot kancynu BKIIOYBa
JOITBJTHUTENHYU CTHIKH. ToBa € MoAXOIII0 32 O-MaJIKH Jiela, Iela ¢ I0-MaJKo Teryo u 0edera: Te
O0OMKHOBEHO UMAT HykJa oT j03a Ebilfumin no-manka ot 45 mg. Bu:kre ykazaHusiTa no-a0.y.

Jdeua ot 1 1o 12 rogusm

3a Aa NIPpUTOTBUTE 103a OT 45 mg, UMaTe HYKAAa 0T:

Enna kancynaa Ebilfumin ot 45 mg

OcTpu HOKMIM

Enna manka kyna

YaeHa JbkudKa (JrbkH4uKa ot 5 ml)

Bona

Caaaka xpaHa 3a IpUKpHBaHE HAa TOPUYMBUS BKYC Ha Mpaxa.

Hanpumep: mokonagoB cupon Wi CHPOII OT YEPEeIIn 1 JECEPTHHU 3aJTUBKH KaTO CUPOII OT Kapamell

Wi Hyra. mim Moske Jla MpUroTBUTE TOJICTa/ieHa BOJIA: CMECEeTe e/lHa YacHa JIbKUYKa BOJIa C TPU
4yeTBbpTH (3/4) yacHa TBKUYKA 3aXap.

Crbnka 1: [IpoBepeTe naau 103aTa € NPpaBUJIHA

3a 1a HaMepHTe TOYHOTO KOJIMYECTBO, KOETO TPsIOBa /1a U3MON3BaTE, HAMEPETE TETJIOTO Ha MallMeHTa
OT JISBO Ha TabiuIara.

[Nornennere B AsicHATa KOJIOHA, 32 Jia IPOBEPUTE OpOsi HA KATCYJIUTE, KOUTO TPIOBa Ja aieTe Ha
MalUeHTa KaTo eJHOKpaTHa Jo03a. KolnnuecTBOTO € e1HO U ChI0, HE3aBUCUMO AAJH € 3a JICUEHUE UITU
npo(UIaKTHKA HA TPUIL.

TpsOBa ma u3non3BaTe caMmo Karcyiu oT 45 mg 3a 1031 oT 45 mg. He ce onuTBaiitTe 1a IPUTOTBUTE
no3a ot 30 mg, 60 mg win 75 Mg, KaTto U3MoNA3BaTe ChIABPKUMOTO Ha Karcyiau oT 45 mg. Bmecto
TOBA U3MOJI3BANTE MOAXOIALINTE KANICYJIIH.

TerJio Jo3a Ebilfumin | Bpoii kancysm

Hotskg 30 mg He u3noasBaiite kancyau ot 45 mg
15 kg no 23 kg | 45 mg 1 kamcyna

23-ken0-40-kg | 60-mg He n3noJi3Baiite kancyam ot 45 mg
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Crbnka 2: U3cunere BcHUKusi Mpax B Kyna

HppbxTe kancyaara ot 45 Mg B U3MPaBEHO MOJIOKEHUE HAJl Kylla 1 BHUMATEITHO OTPEKETE
32005IeHUS BPBX ¢ HOXKUIM. M3cuneTe BCHIKus Ipax B KymaTa.
BuumagaiiTe ¢ npaxa, 3al10To TOH MOXe Jia pa3Jpa3Hu KoxkaTa U ounte Bu.

Crbnka 3: [loacnanere npaxa u naiite qo3ara

JlobaBeTe MajKO KOJTMYECTBO — HE TIOBEYE OT eIHA YacHa JIbKUYKA - ClIaJIKa XpaHa KbM Ipaxa B
KyTaTa.

Toga e, 3a 1a ce npukpue ropurBus Bkyc Ha Ebilfumin mpax.

Paz0bpkaiite noOpe cmecra.

I[aﬁTe IAJI0TO ChABbPKAHUE HA KyIlaTa Ha IMallMCHTa BEaHara.

AKO e 0CTaHAJI0O MAJIKO OT CMeCTa B KyTlaTa, M3IUIAKHETE S ¢ MaJKO BOJA U JaiTe Ha MAIlMeHTa aa 5
H3IIKE IsJ1aTa.

HOBTOpeTe Ta3u Nponeaypa BCCKU IbT, KOTraTo TpH6Ba Aa JaaeTe JICKapCTBOTO.

Kbpmadera nox 1 roquna

3a Aa NPUTOTBUTE MO-MaJ/IKa ¢ AMHUYIHA 1034, UMAaTE HY KA OT:

Enxna xancymaa Ebilfumin ot 45 mg

OcTpu HOKULT

JIBe MaJIKu KynH (M3M1013BaiTe OTACICH YT KyIH 32 BCAKO AETE)

Enun rosisiMm nepopaJjieH 103aTop 3a U3MepBaHe Ha Bojata — 1o3atop ot 5 ml winu gozatop ot 10 ml
Ennn manbk nepopasien aosarop c genenus ot 0,1 ml 3a naBane Ha no3aTa

Yaena abKkuUKa (JIbKHYKA oT 5 M)

Bona

Cnaaka xpaHa 3a IpUKpHUBaHe Ha ropunBus BKyc Ha Ebilfumin.

Hampumep: m1oko1a0B CUpOIT HIIM CHPOI OT YePEIH U JECEPTHH 3TUBKH KaTO CUPOII OT KapaMel
WK HyTA.
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Wi Moye Ja IPUTOTBHUTE MOCTaCHA BOIA: CMECETE €/JHA YacHA JIbXUIKA BOJIA C TPH YSTBHPTH
(3/4) yaeHa apXKUYKA 3axap.

Crbnka 1: U3cunere BCHYKHASA NMPax B Kyna

JpwxTe KamcyaaTa ot 45 Mg B U3IPaBEHO MOJIOKEHUE HAJl €IHATA OT KYIUTE ¥ BHUMATEIIHO
oTpexeTe 3a00JICHUs BPBX ¢ HOKUITU. BHUMaBaliTe ¢ mpaxa: TOH MOXe Jla pa3pa3Hu KOKaTa U OUHTe
Bu.

W3curere BCHUKHS Ipax B KyIaTa, KAaKBaTO U J103a J1a IPUTOTBSTE.

KonuuecTBOTO € €HO U ChIN0, HE3aBUCUMO JIANH € 32 JICYCHUE WM TPOPUIAKTAKA HA TPUIL.

Crbnka 2: Jlo6aBete Boja, 3a 1a ce pa3peau JIeKAPCTBOTO

W3non3saiite mo-ronemMus
J103aTOP, 3a Ja W3TETITUTE
7,5 ml Bona.

JobGaBere BojiaTa KbM
mpaxa B KyTaTa.

Pa30bpkaiite cMecta

C YaeHaTa JTbKUYKa

B MIPOIBIDKCHUE Ha OKOJIO
2 MUHYTH.

He ce nputecHsBaiiTe, ako mpaxbT HE C€ pa3TBOPHU HambIHO. Hepa3TBOpEHUAT mpax ChAbpiKa camo
HEAaKTUBHU ChCTABKHU.

Crbnka 3: I/I36epeTe MNPpaBUJIHOTO KOJIUY€E€CTBO 3a Bamero gere CIiopea TerjaoTro My

HOFJ’IC,Z[HCTC 3a TCTJIOTO Ha ACTCTO OT JiABaTa CTpaHa Ha TaﬁnnuaTa.
Komonara ot gsicHO Ha Ta6.HI/IHaTa ITOKa3Ba KOJIKO OT T€YHaTa CMEC TpSIGBa Jda U3TCTIINTC.

Kbpmadera nop 1 roquHa (BKIIOYHTETHO JOHOCEHH HOBOPOAeHH OedeTa)

Teryo Ha geTeTo KoJuko cmec
(Ha#i-0,1M3K0TO) Tpsi0Ba 12 U3TErJnTe
3 kg 1,5ml

3,5 kg 1,8 ml

4 kg 2,0ml

4,5 kg 2,3ml

5 kg 2,5 ml

5,5 kg 2,8 ml

6 kg 3,0ml

6,5 kg 3,3ml

7 kg 3,5ml
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7,5 kg 3,8 ml
8 kg 4,0ml
8,5 kg 4,3 ml
9 kg 4,5ml
9,5 kg 4,8 ml
10 kg wm moBeue 50ml

Ctihnka 4: U3Terjiere Te4HaTa cMec

YBepere ce, ye UMaTe MPABUIIHUS pa3Mep J103aTop.

N3Ternere TOYHOTO KOJIMYECTBO TEUHA CMEC OT IIbPBaTa KyTia.
W3Ternere s BHUMATENHO, TaKa Y€ J]a HE BKapaTe BBb3AYLIHU MEXypUeTa.
BuuMarenHo BopbckaiTe TOYHATa 032 BbB BTOpATa Kyrma.

Crtienka 5: IMoaciaanere u naiite HA 1€TETO

Jlo6aBeTe MaKo KOJIMYECTBO — HE TIOBEUE OT eJHA YacHa JIbKHWYKA - CJIaJIKa XpaHa BbB BTOpaTa KyIa.
Toga e, 3a n1a ce nmpukpue ropunBus BKyc Ha Ebilfumin.
Pazobpraiite nobpe cnaakara xpana u Ebilfumin cycrniensust.

JaiiTe usijioTo chabpikaHue Ha Bropara kymna (Ebilfumin cycniensus ¢ mo0aBeHaTa ciiajka XpaHa) Ha
JIETETO BEJIHATA.

AKO e 0CTaHAJI0 Helll0 0T CMecTa BbB BTOpPaTa KyMa, M3IUIaKHETe 51 ¢ MAJIKO BOJIA U S JTaliTe Ha
JIETETO J1a 5 U3MHeE IisI1aTa. 3a Jaerna, KOUTO He MOTaT JIa TTUAT OT KyTla, TaAWTe C JTHKUIKA WITH
M3M0J3BaiiTe muIle, 3a 1a JaJeTe Ha JETETO OCTaHajlaTa TeUHOCT.

JlaiiTe Ha IETETO HEIIO 3a MUEHE.

I/I3XB]>pJIETe nsjgaTa HEM3MOJI3BaHa TEYHOCT, OCTaHaJIa B II'bpBaTa KyIlia.

HOBTOpeTe Ta3u Nponeaypa BCCKU IbT, KOTraTo TpH6Ba Aa JaaeTe JICKapCTBOTO.
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HNudopmanusa caMo 3a MeIMIHHCKH CTICIHATHCTH

IManueHTH, KOUTO HEe MOTaT /1a MOTJIBLIAT Kancyan: [IpoMUIIIIEHO TPOU3BE/ICH 03eITAMHUBUP 32
nepopaiHa cycrnensus (6 mg/ml) e npeanoYnTaHusT MPOIYKT 32 MeTUATPHYHU U Bh3PACTHHU MAUCHTH,
KOHMTO MMAT 3aTPyJHEHHS TP NPETITBIAHETO Ha KaICyJ1, WIIM KOraTo ca HeOOXOAMMH MO-HUCKH 103U. B
CIydaii, 4ye HAMa IPOMHMIIUICHO MPOU3BE/ICH 03€ITaMUBHD TIPax 3a MepopaiHa CycIeH3us, hapMaleBTbT
Moxe j1a mpurotBu cycrnensus (6 mg/ml) ot Ebilfumin kancynu. Ako HiMa IPOMHIIUICHO MTPOHU3BEACHA
CYCIICH3HS, MAIIMEHTUTE MOXKE JIa CH MIPUTOTBAT CYCIICH3UATA OT KAICyJIM BKBILH.

3a npuiiaraHe Ha CyCICH3HUTa, IPUTOTBEHA B allTeKaTa U 3a MPOLEAYPUTE 3a JOMAIIIHO MPUTOTBSIHE, TPsiOBa
Jla ce MPEIOCTABAT MEePOPATHHU 103aTOPH (CIIPUHIIOBKH 32 MIEPOPAITHO MPHUIIOKEHHE) C TIOAXOIAI] 00eM U
rpaayupane. B nBata ciydas npaBuiiHUTE 00eMH TpsOBa 1a ca oTOeNsI3aHu BhPXY 103aTOpUTE. 3a
MIPUTOTBSIHE B JIOMAIIIHK YCJIOBHSI, TPSIOBA J1a CE€ OCUTYPAT OTICIIHHU J03aTOPH 3a B3eMaHe Ha IPaBUIHUS
o0OeM BoJia ¥ 3a u3MepBaHe Ha cmecTa Ebilfumin-Bona. 3a usmeprane Ha 5,0 ml Boga, TpsiOBa na ce
u3M03BaT qo3aTopu ot 5 ml wim 10 ml.

IMoaxoxasmure 06eMH Ha 103aTopa 3a B3eMaHe Ha TouHust 06em Ebilfumin cycnensus (6 mg/ml) ca
MOKa3aH!u MO-J0y.

Kbpmauera noa 1 roquHa (BKJIKYUTETHO TOHOCEHU HOBOPOJeHH OebeTa):

Jo3a Ebilfumin KoanuectBo Ebilfumin Pa3mep Ha 103aTopa, KoiiTo
CycneH3us aa ce u3IoJI3Ba
(c nesenus ot 0,1 ml)
9mg 1,5ml 2,0 ml (mmm 3,0 ml)
10 mg 1,7ml 2,0 ml (msm 3,0 ml)
11,25 mg 1,9ml 2,0 ml (s 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,25 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0ml
22,5 mg 3,8ml 50ml
24 mg 4,0ml 5,0ml
25,5 mg 4,3 ml 5,0ml
27 mg 45 ml 5,0ml
28,5 mg 4.8 ml 50ml
30 mg 5,0ml 5,0ml
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JlucroBka: nngopmanus 3a noTpeduTeNst

Ebilfumin 75 mg TBBpau kancym
o3enrtamuBup (oseltamivir)

IIpouereTe BHUMATEIHO LSIJIATA JMCTOBKA, IIPEH 12 3all0YHeTe 1a IpHeMaTe TOBa J1eKapcTBO, Thii
KaTO TH Chbpika BaxkHa 3a Bac nadopmanms.

3anasere Ta3u JUCTOBKA. MOXe 1a ce HAJIO0XKU Ja S MPOYETETE OTHOBO.

AKO UMaTe HAKAaKBH JIONBJIHUTEIIHA BBIPOCH, TonuTaiiTe Bamus jiekap win GpapMariesT.

ToBa nekapcTBO € IpeAnrcaHo €AMHCTBEHO U JuYHO Ha Bac. He ro npeorcrbenBaiiTe Ha Jpyru xopa.
To Moxe 1a UM HaBpeH, HE3aBUCUMO Y€ MPU3HAINTE Ha TAXHOTO 3a00IIsBaHe ca CHIIUTE KATO
Bamure.

Axo IMOJIYYUTEC HAKAKBU HEXKCJIIAHU JICKAPCTBEHU PCAKIIUHN, YBCIOMETC Bamms JICKap Wi @apMaueBT.
ToBa BKJIIOUBA U BCUUKH Bb3MOKHU HEXKEIAHU PEaKLUK, HEOUCAHU B Ta3U JIUCTOBKA. Binkte

TOoYKa 4.

Kakso CbAbPiKa Ta3u JTUCTOBKA

oL E

Kakso npencrapnsiea Ebilfumin u 3a kakBo ce u3mospa
Kakso Tpsi0Ba ia 3Haere, npeau ga npuemere Ebilfumin
Kak na npuemate Ebilfumin

BB3M0XHU HEXETaHU PEAKIUU

Kak na cpxpansiBate Ebilfumin

ChbabppxaHue Ha ONAKOBKATa M AOIBIHUTENIHA HHPOPMALUS

Kakso npeacrapassa Ebilfumin u 3a kakBo ce u3noa3zsa

Ebilfumin ce n3nos3ea npu Bb3pacTHH, IOHOIIH, JIela U KbpMadeTa (BKIIOYUTEIHO JOHOCEHU
HOBOpPOJIcHU OcOeTa) 3a JieueHHe HA rpull (uxgayenya). Toit MOKe Ja ce U3MOJI3Ba, KOTATO UMATe
CUMIITOMH Ha TPUI U € U3BECTHO, Y€ TPUITHHUST BUPYC IIUPKYJIMPA B OOIIECTBOTO.

Ebilfumin mMoxe chIll0 a ce MpeanrcBa Npy Bh3pacTHU, FOHOIIN, KhpMayeTa U Jiella Ha B3pacT HaJ

1 ronvHa 32 NpoMIaAKTHKA HA TPUN CIIOPE]] KOHKPETHHS CIIydaii - HarpuMmep, ako cTe OWin B
KOHTAKT C HSIKOW, KOWTO MMa IpUIL.

Ebilfumin mMoxe 1a ce mpeanucea Npy Bb3pacTHH, IOHOIIH, [ella U KbpMadeTa (BKIIOYHTETHO
JIOHOCCHH HOBOPOJIcHH OebeTa) KaTo MPO(HIAKTHYHO JIeYeHHe TIPU U3KITFOUUTEITHA O0CTOSATENICTBA -
HanpuMep, ako UMa TiIo0aHa enuIeMus oT ITpul (TpUIHA naHOeMus) U CE30HHATA TPUITHA BAKCUHA HE
OCHUTYpPsIBa IOCTaThYHA 3aIUTA.

Ebilfumin ceabpika ozermamueup, KOWTO ce OTHACS KBM TpyTIa JIGKApCTBa, HAPEUCHU UHXUOUMOPU HA
Hespamunuoazama. Te3u nekapcTBa NPeIOTBPATABAT Pa3NPOCTPAHECHUETO Ha TPUITHUS BUPYC B OpPraHU3Ma.
Te nomarar 3a o0jieK4aBaHe WM NPEJOTBPATIBAHE HA CHMIITOMHUTE Ha TPUITHATA BUPYCHA MH(EKITUS.

Wudnyennara, oONKHOBEHO HapU4aHa TPUI, € UHPEKIH, TPUYUHEHA OT BUpYC. [Ipu3HaiuTe Ha rpuna
YecTo BKJIIFOYBAT BHE3AITHO MOBHIIEHA TeMiieparypa (aan 37,8°C), kanumuiia, Xxpema, riaBoooine, MyCKyJITHA
0OJIKM 1 MHOTO CHJTHAa yMOpa. Te3u CHMITOMH MOXeE Ja ca MPESIU3BUKAHH U OT JPYTH WHPEKIHIH.
HctuHckaTa rpunHa HHOEKIUS ce TI0SBsABa caMo 0 BPeMe Ha e)KETOTHUTE SMUICMUH, KOTaTO TPUITHUTE
BHUPYCH C€ Pa3lpoOCTPaHsIBaT B 00IIECTBOTO. MI3BBbH EMUACMUYHHUTE TICPUOIU TPUIIONIOIOOHUTE CUMIITOMU
O0OWMKHOBEHO CE MPUYMHSBAT OT Pa3JIM4CH BUJ 3a00JIIBaHE.
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2. KakBo TpsioBa 1a 3HaeTe, mpeau A1a npuemete Ebilfumin

He npuemaiite Ebilfumin

. aKo cTe aJIePrUHYHM KbM 03€ITAMUBUP WM KbM HSIKOS OT OCTaHAJINTE CHCTaBKH HA TOBA JIEKAPCTBO,
n30pOCHH B TOYKA 6.

I'oBopete ¢ Bammus Jiexap, ako ToBa ce otHacs 10 Bac. He npuemaiite Ebilfumin.

Ipenynpe:xnenns u npeanasHu MepKU
T'oBoperte ¢ Bammms nekap nunu papmarnesT, mpeau ga mpuemere Ebilfumin.
[Ipean na mpuemete Ebilfumin, HempeMeHHO yBemoMeTe Jiekapsi, KOWTO T'0 MpeIcBa

. aKo CTe aJIlepru4Hu KbM JAPYTH JeKapcTBa

. aKo uMate npoodJaeMu ¢ 0bOpeunTe. B TakbB cirydail MOXKe J1a € HeoOXoauMo mo3ata Bu na ce
KOpHUrupa

. aKO MMaTe Te¥KKO 3a00/IABaHe, KOCTO Hajlara He3a0aBHO TIOCTHIIBAHE B OOJTHUIIA

. ako nmyHHaTa Bu cucrema He pabotu

. aKo UMaTe XPOHHUYHO ChP/IeYHO 3a00JIsIBaHe WU 3200/ IsIBaHe HA INXaTeJJHUTE MbTHIIA.

ITo Bpeme Ha nederueto ¢ Ebilfumin, yBenomere jJexapst He3a0aBHO:
. aKo 3a0€NeKUTE IPOMEHH B TIOBEJICHUETO WM HACTPOCHHUETO (HE8PONCUXUYHU CbOUmMUsL), 0OCOOCHO
pH Aena u roHomm. ToBa MoXe J1a ca MPU3HALM Ha PEAKH, HO CEPHO3HU HEXKETaH! PEaKI[HH.

Ebilfumin He e BAKCHHA MPOTUB I'PUII

Ebilfumin He € BakcuHa: TOH JeKyBa HHGEKIMATA WM IPEIOTBPATIBA PA3MPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu maBa antutena cpemnty Bupyca. Ebilfumin msima ma mpomenn eheKTHBHOCTTA Ha
MTPOTUBOTPHUITHATA BAKCUHA U Bamusit jgekap MoxKe J1a BU MPEATHIIE U JIBETE.

Apyrn nexapcrBa u Ebilfumin

HNudopmupaiite Bammst nexkap wim papmaneBT, ako mpreMare, HacKOpo CTe MPHEMalTd WIH € Bb3MOXKHO J1a
mpreMeTe ApYyTrH JekapcTBa. ToBa BKITIOYBA JIEKapCTBa, OTITyCcKaHu O0e3 penenTa. CleIHNTE JIeKapcTBa ca
0CO0EHO BaXKHU:

. XJIopriponamMu (M3MoJ13Ba ce 3a JIeYeHHe Ha quader)

. METOTpeKcaT (M3I03JIBa Ce 3a JICUCHHUE HAIp. HA PEBMATOUJICH apTPHT)
. (heHmOyTa30H (M3MOI3BA CE 3a JICUCHUE Ha OOJIKAa U Bh3MAJICHUE)

. npoOeHenu/ I (M3II0JI3Ba Ce JICUCHHE Ha IToIarpa)

BpemMeHHOCT U KbpMeHe
TpsOBa ga yBenomute Bamus nekap, ako cre OpeMeHHa, CMATaTe, Y€ MOKE Jia CTe OPEeMEHHA WU IUIAHUPATe
OpeMEeHHOCT, 3a Jla MOXe Jekapat Aa pemu aainu Ebilfumin e moxxomsr 3a Bac.

EdexTure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEeHe He ca m3BecTHU. TpsiOBa ja yBepomure Bamus
JIieKap, ako KbPMHTE, 3a JIa MOKe JieKapaT na pemm qamm Ebilfumin e mogxoxasmr 3a Bac.

IlocwBeTBaiiTe ce ¢ Bamus JICKap Wi (bapMaHCBT npeau yHOTpe6aTa Ha TOBa JICKapCTBO.

Hlodupane u paéora ¢ MAIIMHH
Ebilfumin msima eekt BEpXy ciocOOHOCTTA 32 Mo upaHe WK padoTa ¢ MAITHHH.

Ebilfumin cbabp:xa HaTpuii
ToBa nexapcTBO chabprka Mmo-mManko ot 1 mmol Hatpuii (23 mg) Ha Kamncyma, T.e. MOXKe /a ce Kaxe, 4e
MPAKTUYECKU HE ChIbpiKa HATPUH.

3. Kak n1a npuemarte Ebilfumin

[Ipuemaiite TOBa JIeKapCcTBO TOYHO KakTo By e kazam BammsT nexap. AKo He CTe CUTYPHH B HEIIIO,
nonurtaiTe Bammms nekap wiu dpapMarienT.

70



Bsemere Ebilfumin koakoTo € B3MOXKHO MO-CKOPO, HAH-I00pe B paMKHUTE Ha ABa AHU OT HAYaJIOTO Ha
TPUIHUTE CUMIITOMH.

IpenopbunTeHU 103U

3a 1eyenue HA TPHII, IPUEMaNTe IBE H03H MHEBHO. OOMKHOBEHO € YA00HO Jla Ce MprueMa eHa 1033 CyTPUH
u eHa Beuep. BakHo e 1a ce 3aBbpIIM Heusl S-IHeBeH KypC, 10pH U ako ObP30 3alovHeTe Ja ce
YqyBCTBaTe MO-700pe.

[Ipu BB3pacTHH MAIMEHTH ChC c1ada IMyHHA CHCTEMA JISYEHUETO IIe Mpoabnku 10 mHu.

3a npouIaKkTHKA HA TPUI HJIM CJ1e] KAaTO cTe OMJIM B KOHTAKT ChC 3apa3eHo JIulle, TpHeMaiTe exHa
J103a THEBHO B npoabibkeHue Ha 10 guu. Haii-noOpe e na st B3eMaTe CyTpHH ChC 3aKycKarta.

[Ipu crienualiiy cUTYyaluu, KaTo MIKPOKO PA3MPOCTPAHCHUE HA TPUTIA MITK TPY MAIIMEHTH ChC cllaba UMyHHA
CHCTEMa, JICUCHUETO IITe TIPOABIDKH A0 6 uir 12 ceaMuIIm.

IIpenopbunTeIHATA 1032 Ce OCHOBABA HA TeJIECHOTO TerJio Ha manuenTa. TpsOBa ma n3nomnssare
KOJIMYECTBOTO KAICYJIH 32 MMPOPATHO IPHIIOKEHHE WIN CYCIIeH3Hs1, KoeTo Bu e mpeamnucano ot jgekapsi.

Bob3pacTHu u 1oHOIM Ha 13 roguHM M Mo-roJIeMH

TeJjiecHO Teryio JleyeHue Ha rpum: IIpopuaakTka HA rpUIL:
A03a Jo3a
3a 5 Onu 3a 10 onu

40 kg nnu noseue 75 mg 1Ba IbTH THEBHO 75 mg BeIHBK THEBHO

75 mg moonce oa ce nanpasu om xancyia om 30 mg naroc kancyna om 45 mg

Jena ot 1 10 12 ronunu

TeJsiecHo TerJio Jleyenune Ha rpum: IIpopuirakTuka Ha rpumn:
Ao03a J03a
3a 5 OHu 3a 10 onu
10 mo 15 kg 30 mg 1Ba IbTH JTHEBHO 30 mg BeIHBXK THEBHO
Han 15 kg u o 23 kg 45 mg nBa T JHEBHO 45 mg BeTHBX JTHEBHO
Han 23 kg u 1o 40 kg 60 mg 1Ba IbTH THEBHO 60 mg BeIHBK THEBHO
Han 40 kg 75 mg 1Ba IbTH THEBHO 75 mg BeIHBK THEBHO

75 mg moonce oa ce nanpasu om xancyia om 30 mg naroc kancyna om 45 mg

Kbpmauera non 1 roquna (0 no 12 mecena)

[Ipunoxenuero Ha Ebilfumin npu xbpmaueTa Ha Bb3pacT nox | roanHa, 3a npouitakTUKa Ha TPUIL IO
BpeMe Ha I'pUIIHA eNuAeMusi, TpIOBa Jla ce OCHOBaBa Ha MpELCHKAaTa Ha JIeKaps, cliell KaTo ce B3eMe MPEIBUL
MOTEHIMATHATA TI0JI13a CIIPSMO IMOTEHINATHHS PUCK 32 KbPMAYeTo.

TeJjiecHO Teryio, Bb3pact JleyeHue HA TPHUIL: IMpopunakTuka HA rpUM:
703a n03a
3a 5 Onu 3a 10 onu

3 kg mo 10+ kg 3 mg Ha kg TemecHo termo, | 3 mg Ha kg,
JIBa ITbTH THEBHO BEJHHK JHEBHO

mg Ha kg = mg 3a écexu Kunozpam om meiecHomo meaio Ha Kepmavemo. Hanpumep:
Axo eono 6-meceurno kepmave medicu 8 kg, dozama e
8 kg x 3mg na kg = 24 mg

Hauun Ha npuiioxkeHue
ITornbiaiiTe KarncyauTe 1enu, ¢ Boja. He uyrnere v He 1bBUETE KaICYJIUTE.
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Ebilfumin mMoxe 1a ce mpreMa cbe WK 0e3 XpaHa, BBIIPEKU Y€ MPHUEMaHETO My ¢ XpaHa MOJKE J1a HaMallld
BEPOSATHOCTTA OT TaJICHE WA MOBPBIIIAHE.

Xopa, Ha KONTO UM € TPY/JHO 1a MPHEMAT KaINCyJIH, MOXXE JIa U3II0JI3BAT TOBA JICKAPCTBO 1Mo (opmara Ha
nepopaiHa cycrieH3us. AKo uMarte HyXJia OT IiepopaliHa CyCIieH3us, HO BbB Bamara anreka HiMa Takasa,
MOXe J1a HarpaBuTe TeuHa opma Ha Ebilfumin ot Te3n kancynu. Buskre “Ilpucomesane na meuen
Ebilfumin éxvuqu” 3a MHCTPYKIHH.

AKo cTe nipue/iu noBeve oT HeodOxoaumaTta a03a Ebilfumin

Cnpere npuema Ha Ebilfumin u ce cBbprkeTe He3a0aBHO C JieKap WK GpapMaleBT.

B moBeuero ciryyan Ha peo3upaHe NaMEHTHTE He ChOOIIABaT 3a HEXKEJIaH! JISKAPCTBEHH PEaKIINH.
Koraro ca nokmaaBanu HeXeJIaH! PeakIiH, Te ca OMIM MOZO00HH Ha Te3H KaTo MPH HOPMAJTHUTE JI03H, KOUTO
ca OIMCaHU B TOYKa 4.

[To-decTo ce choOLIaBaT cy4yan Ha MpeAo3upaHe MPH NpUilarane Ha 03eITaMUBHUP TPH Je1a, OTKOJIKOTO MPH
BB3pacTHH U roHowmu. [IpuroTesaero Ha TeueH Ebilfumin Tps0Ba ga cTaBa BHUMATEHO, KAKTO U
npuioxenuero Ha Ebilfumin kancynu uinu teden Ebilfumin npu nena.

AKo cTe nponycHaau Aa npueMete Ebilfumin
He B3emaliTe nBoiiHa 1034, 32 1a KOMIICHCHpATE MPOIyCHATA KarcyJa.

AKko cte cnipesn npueMa Ha Ebilfumin

Hsma Hexxenanu peakimu, korato cupete npuema Ha Ebilfumin. Ho ako Ebilfumin ce cnpe mo-pano
OTKOJIKOTO BammsT nekap Bu e ka3an, cMMITOMUTE Ha TpUIa MOXKE J1a c€ BbpHAT. BUHaru 3apbpuiBaiTe
Kypca Ha JIe4eHHe, IIpeAcal oT Bamms ekap.

AKO MMaTe HSKAaKBHU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yroTpebdara Ha TOBa JIEKAPCTBO, TTIOMHUTANTE
Bamus nexap wiu gapmarieBt.

4. Bb3MOKHHM HekeTaHU peakuu

Kakrto Bcnukwu jekapcTBa, TOBa JIEKapCTBO MOKE J1a MPEIM3BUKA HEXKEIIAaHU PEAKIMH, BHIIPEKH Y€ HE BCEKU
T'H ToJy4aBa. MHOTO OT HEeXXEJIaHUTE PeaKlru, N30pOEeHH MO-A0Iy, MOXKE JIa ca TPeIN3BUKaHH CHILO U OT

rpuna.

CrerHUTE CEpPHO3HU HEXEJIAHN PEaKIUK ca ChOOIIaBaHU PSAIKO, OTKAKTO 03eNTaMHUBHD € Ha ra3apa:

. AHnapunakTHYHA 1 aHAPUIAKTOUIHN PEaKMH: TEKKHU aJepIrHYHN PEaKUH C MOLyBaHEe Ha JIULETO U
KOXkaTa, CbpOAIl 00pHUB, HUCKO KPHBHO HAISITAaHE U 3aTPYAHEHO AUIIAHE
. UYepHoapoOuu HapyiieHus (GyIMHUHAHTEH XENaTUT, HapylIeHHe Ha YepHOIpoOHaTa QYHKLIUS U

)K’bJITeHI/II_Ia)l MTOXKBJITSBAHE HAa KOXKaTa U OSJI0TO Ha O4YMTE, ITPOMAHA Ha [IBE€TA HA U3NIPAKHCHUATA,
IIpoOMsHA B ITOBECACHUECTO

hd AHFI/IOHeBpOTI/I‘{eH €JEM: BHC3AITHO TCXKKO IMOAYBAHEC HAa KOXXaTa OCHOBHO B o0JracTTa Ha rjaaBaTa u
murgTa, BKIIIOYUTCIIHO OYUTE U €3UKa, CbC 3aTPYAHCHO JUIIIAHC
hd CI/IH,Z[IJOM Ha CTI/IB’LHC-H)KOHC’I)H 1 TOKCHUYHA CIIMACpMaliHa HCKPOJIN3a: TCIKKaA KMBOTO3acCTpalllaBala

aJepruyHa peakiiys, TeKKO Bb3IMaJICHUE Ha KOXKaTa U JIMTABULIUTE, 3all0YBAIll0 C TPECKA, Bb3MaJICHUE
Ha T'BPIIOTO, YMOpPa, KOXKHH 0OPUBH, KOUTO BOJAT 0 TOSBaTa HA KOXXHHU MEXYpH, OOeIBaHe, CBINYaHEe
Ha TOJIEMU TIOBFPXHOCTH OT KOKa, BH3MOYKHU 3aTPyTHEHH B TUIIAHETO W HICKO KPHBHO HAJIATAHE.

. KbpBeHe oT cromManrHo-4peBHUS TPAKT: MPOABIDKATEHO KbPBEHE OT JIEOETI0TO YePBO MU IUTIOCHE Ha
KPBB
. HeBponcuxuunu HapylieHus, OMUCaHU MO-I0ITY.

AKko 3a0eJie:kNTe HAKOH OT Te3W CUMIITOMU, MOThpceTe He3a0aBHO MeIUIIMHCKA TOMOIII.

Haii-gecTo (MHOTO YeCTH U 4eCTH) ChOOIIaBaHUTE HeXKeIaHu peaknuu Ha Ebilfumin ca ragene wim
MOBPBIaHe, CTOMAIITHN OOJIKH, CTOMAIITHO Pa3CTPOCTBO, TIaBodone u Ooska. Te3n HexeNnaHu Peakiuy ce
Ha0JII0/IaBaT MPEJAUMHO CJIe]l IIbpBaTa J103a OT JIEKAPCTBOTO U OOMKHOBEHO CIHMPAT C MPOAb/KABAHETO HA
nevyeHrneTo. YecToTaTa Ha Te3H Peaki[uu ce HamMallsiBa, aKo JICKAPCTBEHUAT MPOYKT Ce IIprUeMa ¢ XpaHa.
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Peaku, HO CepHO3HH peaKuu: MOThPCceTe BeHAra JeKapCKa MOMOII
(Te moance oa 3aceznam oo 1 na 1 000 oyuiu)
ITo Bpeme Ha JieueHHE ¢ 03eITAMUBHP, UMa ChOOIICHHUS 33 PEJKUA CHOUTHS, KOUTO BKJIIOYBAT

. I'bpuoBe U IeMUpPUyM, BKJIIOYUTEITHO TPOMEHEHO HHBO HA Ch3HAHHE
. O0BpKaHOCT, HEOOWUIANHO TTOBEICHUE
. HamynHocTtH, XaaonuHaIMY, Bb30Y/a, TPEBOXKHOCT, KOIIMApH

Te3u cpOUTHS ce CHOOIIABAT MPEAUMHO IPH JIeIa U FOHOIIN M YECTO 3all0YBaT BHE3AITHO M OT3By4YaBaT

0bp30. Hsikonko ciydas ca 1oBeu 0 caMOHapaHsIBaHe, HIKOU OT KOUTO C (paraneH uzxoj. TakuBa

HEBPOIICUXHYHH CHOUTHUS Ce CHOOIIABAT CHINO U MPH MAI[MSHTH C TPUIL, KOUTO HE Ca IpUeMaliu

03eJITAMHUBUD.

. ITanmenTHTe, 0COOCHO JIEIa M IOHOIIH, TPSIOBa N1a ce HabJt01aBaT BHUMATEITHO 3a TOsBa HAa OMTUCAHUTE
[I0-TOPE MMPOMEHH B IMOBEIACHUETO.

AKo 3a20eJIe:KHTe HAKOU 0T T€3H CHMIITOMH, 0COOCHO IPH MO-MJIaJIi X0pa, MOThpPceTe He3a0aBHO

JIeKapCcKa MOMOIII.

B'b3paCTHI/l M IOHOIIM Ha 13 roAuHM U MO-ToJIeMH

MHOr0 YecTH HeKeJIaH! pPeakinu

(mooice da 3aceenam noseue om 1 na 10 oywiu)
e ['maBoGosue
e Tanene.

YecTu HeKeTaHU peaklMu
(moarce 0a 3aceenam 0o I na 10 oywu)
e bponxur
e Xepriec Ha YCHUTE
e Kamuumna
e 3amaiiBaHe
* Bucoka Temneparypa
e bonxka
e boska B KpaliHUIIUTE
e Xpema
e be3cpHue
e Bwb3nanaeHo rupio
e CromamrHa Oonka
e Vmopa
e [IpmHOTA B TOpPHATA YacT Ha KOpeMa
e Hudeknuu Ha TOPHUTE AUXATEIHU MHTUINA (Bb3NaJICHUE HA HOCA, TBPIOTO U CHHYCHUTE)
e Jlomo xpaHocMuiane
e TloBpsbiiane.

HeuecTn HexkeJIaHU peakiuu
(mooice da 3aceenam 0o 1 na 100 oywu)
e AJNCprUYHU PEaKIUK
e TIpoMeHEHO HUBO Ha Ch3HAHUE
e I'spu
e Hapyiienus Ha CbpACYHHS PUTHM
e Jleku 10 TEXKKH HAPYIICHHS HA YePHOAPOOHATA PYHKIIUS
e KoxHu peakiiuu (Bb3MaJICHNAE HA KOXKATa, YePBEH U ChPOSI 0OPUB, CBIHYAHE HA KOXKATA).

Penkn HexxenaHu peaknuu

(moarce 0a 3aceernam 0o 1 na 1 000 oywu)
e TpomboruTornenus (HICHK OpOi TPOMOOIINTH)
e 3puTeNHN HAPYIICHUS.
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Jena ot 1 10 12 roguHn

MHOT0 YeCTH HeKeJIAHH PeaKIuu

(mooice da 3aceenam noseue om 1 na 10 oywiu)
e Kauuna
e 3amymBaHe Ha HOCa
e TloBpsbiiane.

YecTH HeKeJaHN PeaKuu
(mooice da 3aceenam 0o 1 na 10 dywu)
e KOHIOHKTHBHT (3aUepBsSBaHE HA OUUTE U CEKPEITUS MK OOJIKa B OKOTO)
e Bwpinanenne Ha yXOTO U APYTH HAPYIICHUS HA YXOTO
e ['nmaBoGonue
e TanecHe
e Xpema
e CromamrHa OoJka
e [IpmHOTA B TOpHATA YacT HAa KOpeMa
e Jlomo XxpaHoCMUJIaHE.

HedvecTH HekeJJaHM peakmuu
(mooice da 3aceenam 0o 1 na 100 oywu)
e Bwm3naneHue Ha KoXKaTa
e Hapymenre Ha ThIIaHueBaTa MeMOpaHa (THIIAHYIETO).

Kbpmauera non 1 roquna

ChoOIIeHUTEe HeXETaH! PeakIiy PU KbpMadeTa Ha Bh3pacT oT 0 10 12 Mecena, ca mpeAnMHO MOA00HU Ha
HEXXEJTAHUTE PEAKIIUH, ChOOIIICHHU MPH MO-ToJIeMHU Jena (Ha Bb3pacT | roanHa win no-rojemu). OCBeH TOBa
nuMa ChOOIIEeHHS 32 THapHus U OOPUB OT MEJICHH.

AXo nosyynTe HAKaKBH HEXEJIaHU peakluu, ropopete ¢ Bamms nexap win ¢papmanest. ToBa BkitouBa
BCHYKH HEOIIMCAaHU B Ta3H JMCTOBKA HeXenaHu peakuuu. Obaue,

e ako Bue nim Bamero gere noppbiaTe MHOTOKPATHO WIIN

* aKo CHMITOMMTE HA I'PHII ce BJIOIIABAT, HJIM BUCOKAaTa TeMIlepaTypa NpoabJKaBa
ropopere ¢ Bamms jgexap K0JIKOTO € Bb3MOKHO I0-CKOPO.

Chol0maBaHe HA HeKeJIaHH PeaKINu

AKO TIONTyYnTE HAKAKBU HEXKEJIaHU JICKAPCTBEHH Peakinu, ypenomere Bammus nexap win papmarest. ToBa
BKITIOYBA BCUYKH BH3MOKHU HEOIMCAHH B Ta3H JINCTOBKA HEXKENIaHHU peakiiui. MojkeTe ChIo Ja ChoOIIHTe
HEXEJIaHU PEaKIuy TUPEKTHO Ype3 HallMOHATHATA CUCTeMa 3a ChoOIaBaHe, mocoueHa B [lpumoxkenue V.
Karo choOmiaBate HexxenaHu peakiuy, MOKETE J1a 1aJIeTe CBOS MPUHOC 3a MOIyJYaBaHe Ha TIOBEYE
nH(popMaIis OTHOCHO 0€30ITaCHOCTTa Ha TOBA JICKaPCTBO.

5. Kak na cexpansiate Ebilfumin

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

He m3non3BaiiTe ToBa JIeKapcTBO CIe]] CPOKA HA TOJHOCT, OTOEINA3aH BhPXY KapTOHEHATa OMAaKOBKA U
omucrepa cien ['omed 1o. CpoKbT Ha TOJHOCT OTIOBaps Ha TIOCJICAHUS JIEH OT TOCOUCHHS Mecell.

Ia ce cexpanssa ox 25°C.
He u3xBbpisiiTe nekapcTBaTa B KaHaIM3alMsATa WM B KOHTEMHEPA 3a IOMalllHK OoTHnaabiu. [lonuTaiite

Bamms dapMmarieBT kak j1a U3XBBPIISITE JIEKapCTBaTa, KOUTO Bede He U3MNoi3Bare. Te3n MepKH IIe CIOMOTHAT
3a OMa3BaHE HA OKOJIHATA CpeJa.
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6. CLanmaHne Ha OIIAKOBKATa U JOIIbJHHUTEC/JIHA HHq)OpMaIlﬂﬂ

Kaxkso cpabp:xa Ebilfumin

- Bcesika TBBpaa Karcyna chappika o3entaMuBup (pocdat, eKBHBAIICHTEH HA /5 mg 03e1TaMUBHUD.

- Jlpyrurte cbCTaBKH ca:

KaricyiiHo chIbpKUMO: IPEKETATHHU3UPAHO HUIIIECTE (MTOIYyYSHO OT [APEBUYHO HUIIECTE), TAJIK,
moBuzoH (K-29/32), kpockapmenosa HaTpuil 1 HATPHEB cTeapuidymapar
ChcTaB Ha KarcysaTa Kamade: JKeJaTHH, xKene3eH okcu, Kbt (E172) u TuranoB quokeun (E171),

TSAJIO: XKeNaThH, TUTaHoOB auokcua (E171)

neyaTapcko MacTHIO: mesuiak riann-45% (20% ecrepuduipan), xeneseH okeu, yepen (E172),
nporutenriukon (E1520), amonunes xuapoxcun 28% (ES527)

Kak nm3rnexga Ebilfumin n kakBo cbabpka onakoBKaTa
TBbpaaTa KarncyJsa ce CbCTOM OT 0510 HENPO3payuHO TSJI0 U HACUTEHOXKBJITO Karaye ¢ OTIedyaTaH HaAIucC

“OS 75”. Pasmep Ha Karicynata: 2

Ebilfumin 75 mg tBbpau kancynu ca HaJIMIHU B OJMCTEPH WM OMAKOBKH 3a TabieTku 1o 10 Oposi.

IIpuTekaTes Ha pa3penIeHHETO 32 ynoTpeda

Actavis Group PTC ehf.
220 Reykjavikurvegi 76-78,
Hafnarfjorour

Ucnanaus

IIpoussoaure
Balkanpharma-Dupnitsa AD
3 Samokovsko Shosse Str.
Dupnitsa 2600

bovarapus

3a JOITBJIHUTCIIHA I/IH(I)OpMaHI/DI OTHOCHO TOBaA JIEKApCTBO, MOJIA, CBBPKETE CC C JIOKAJTHHA NIPCACTABUTEII HA

NPUTEXKATEIS] HA Pa3pelICHHETO 3a yrnoTpeda:

Belgié/Belgique/Belgien
Actavis Group PTC ehf.
IJsland/lIslande/lIsland
Tél/Tel: +354 5503300

Bbuarapus
AxtaBuc EAJ]
Ten: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf: +45 44985511

Deutschland

Actavis Group PTC ehf.
Island

Tel: +354 5503300

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
Actavis Group PTC ehf.
Islande/Island

Tel/Tel: +354 5503300

Magyarorszag
Teva Gybgyszergyar Zrt.
Tel: +36 12886400

Malta
Actavis Ltd.
Tel: +356 21693533

Nederland

Teva Nederland B.V.
Tel: +31 8000228400
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Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 6610801

EA\rada
Specifar A.B.E.E.
TnA: +30 2118805000

Espafa
Teva Pharma, S.L.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +353 19127700

Island
Actavis Group PTC ehf.
Simi: +354 5503300

Italia

Actavis Group PTC ehf.
Islanda

Tel: +354 5503300

Kvmpog

Specifar A.B.E.E.
EAMGda

TnA: +30 2118805000

Norge
Teva Norway AS
TIf: +47 66775590

Osterreich

ratiopharm Arzneimittel Vertriebs-GmbH

Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

Portugal

Actavis Group PTC ehf.
Islandia

Tel: +354 5503300

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

Latvija United Kingdom
UAB Teva Baltics filiale Latvija Teva UK Limited
Tel: +371 67323666 Tel: +44 1977628500

JlaTa Ha mocJjeqHo npepasriexaane Ha aucroBkata <{MM /I'TT'T}> <{meceu I'TT'T}>.

[Toapo6Ha mHGOpPMAIIKS 3a TOBA JICKAPCTBO € MIpeIocTaBeHa Ha yeOcaiiTta Ha EBponeiickara areHmus mo
nexkapcTBara http://www.ema.europa.eu.
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HNudopmanus 3a norpeduTes

3a xopa, Ha KOUTO UM € TPY/AHO Ja NpHeMAaT KaICyJIH, BKIIOUUTEIHO MHOTO MaJIKU A€la, UMa TEYHO
JIEKapCcTBO.

AKO MMarte Hy’K/1a OT TeYHO JIEKApCTBO, HO HE pasIoJjiaraTe ¢ TakoBa, CYCIICH3Us MOKE Ja C€ IPUTOTBH B
arrrekara ot Ebilfumin xancymu (Buxre Hrpopmayus 3a meduyuncku cneyuanucmu). To3u mpemapar,
NPUTOTBEH B anTeKara, ¢ MpeAnoYUTaHUuAT BapHUAHT.

AKo HsAMa TIpernapar, MIpUroTBEH B anTekara, Moke Ja Harnpasute Ebilfumin cycmensust oT Te3u Karcyinu
BKBIIIH.

I[o3aTa 3a JICUCHUEC U HpO(l)I/IJ'IaKTI/IKa Ha I'pyIl € CAHAKBa. Paznukara e B TOBAa, KOJIKO Y€CTO CC Ipujiara.

IIpurorBsine Ha TeueH Ebilfumin Bkbum

AKO0 MMaTe TOYHATA KaINCyJa 3a HeoOXxoauMaTa 7032 (3a 703a 75 mg), 1e OTBOPUTE KarcyiaTa u Iie
pa3z0bpKaTe ChIBPKUMOTO | B €IHA YaeHA JIHKUYKA (MU ITO-MaJIKO) TOIXOISIII TIOJICIIaCH
XpaHUTENEH IPOAYKT. ToBa OOMKHOBEHO € TIOIXOIAIIO 3a ena Haj 1 roguHa. BuskTe ykazaHusiTa
no-rope.

AKO0 MMaTe HYKAa OT MO-MAJIKH 103H, TpUroTBsHEeTO Ha Ebilfumin cycnensus ot kancynu BKIIOYBa
JOITBJIHUTENHHU CTHIKH. TOBa € MOAXOIAIIO 3a MO-MaJIKH Jiela, Aela ¢ I0-MaJKo Teryo u 0edera: Te
0OMKHOBEHO UMAT Hy’x1a oT no3a Ebilfumin mo-manka ot 30 mg. Bu:kre ykazaHusita mo-aoJy.

Bb3pacTHu, oHOIM HAa 13 roquHu U MO-roJieMu, U aena ¢ terso Haax 40 kg.

3a Aa NIPpUroTBUTE 103a OT 75 mg, uMaTe HYKAa OT:

Enna kancynaa Ebilfumin ot 75 mg

OcTpu HOKULIM

Enna manka kyna

YaeHa aIbKUYKa (JIbKAYKA 0T 5 ml)

Bona

Caaaka xpaHa 3a IPUKPUBAHE HA TOPYUBHS BKYC Ha TIpaxa.

Hanpumep: mokonagoB cupon Wi CHPOII OT YEPEeIIn 1 JECEPTHHU 3aJTUBKH KaTO CUPOII OT Kapamell
WiH Hyra. Vmm Moxe Jja MpUTroTBUTE MOJICIaIeHa BOJla: CMeceTe eHa YaeHa JTbKUYKa BOJa C TPU
4yeTBbpTH (3/4) yacHa TBKUYKA 3aXap.

Crbnka 1: [IpoBepeTe n1aau 103aTa € NPpaBUJIHA

3a 1a HaMepHTe TOYHOTO KOJIMYECTBO, KOETO TPsIOBa /1a U3MOI3BATE, HAMEPETE TETJIOTO Ha MallMeHTa
OT JISBO Ha TabiuIara.

[lornenuere B MsicHaTa KOJIOHA, 3a J]a POBEPUTE OPOS HA KAICYJINTE, KOUTO TPsiOBa Aa Jaiere Ha
MalUeHTa KaTo eJHOKpaTHa J03a. KolnnyecTBOTO € €1HO U ChII0, HE3aBUCUMO AAJH € 3a JIUEHUE WU
npo(HUIaKTHKa HA TPUIL.

TpsOBa ma U3noa3BaTe caMo Karcyiu OT 75 mg 3a 1031 oT 75 mg. He ce onuTBaiiTe 1a IpUTOTBUTE
703a OT 75 mg, KaTo U3IMO0J3BaTE ChABPKUMOTO Ha Kancyiu oT 30 mg win 45 mg.

Terao Ho3a Ebilfumin Bpoii kancyau

40 kg u moBeue 75 mg 1 xancyna

e



He e 3a nena, KouTO TexKaT Mo-mMayko ot 40 kg
3a mera, KOUTO TexkaT mo-Majiko ot 40 kg TpsiOBa 1a mpUroTBUTE 1034, ITO-MajiKa OT 75 M. Busicme
no-0oiy.

Crbnka 2: U3cunere BcHYKUsl Mpax B Kyna

JlpwxTe KamcyaarTa oT 75 My B U3NPaBEHO MOJIOKESHUE HAJl Kylla 1 BHUMATEITHO OTPEXKETE
3a00JICHUS BPBX C HOXKUITK. M3cumieTe BCHIKUA ITpaxX B KyIiara.
BuumagaiiTe ¢ npaxa, 3al10To TOH MOXe Jia pa3Jpa3Hu KoxkaTa U ounte Bu.

Crobnka 3: Tloxcianere npaxa u aaiite jgo3ara

JlobGaBeTe MajKO KOJMYECTBO — HE TIOBEYE OT eIHa YacHa JIbKUUKA - ClIajIKa XpaHa KbM IIpaxa B
Kymara.

Toga e, 3a 1a ce npukpue ropurBus BKyc Ha Ebilfumin mpax.

Pazobpkaiite noOpe cmecra.

)IaﬁTe AJI0TO CBABPKAHUE HA KyIlaTa Ha IMallMCHTa BE€aHara.

AKO € 0CTaHAJI0 MAJIKO OT CMeCTa B KyIlaTa, U3IUIaKHETe S ¢ MAJIKO BOJIA M JTAliTe HA TMAalUeHTa 11 5
M3IIHE IsJ1aTa.

HOBTOpeTe Ta3u npoueaypa BCEKU IbT, KOraTo TpH6Ba Ja JageTe JICKapCTBOTO.

Knpmauera nox 1 roquna u neua c rerao nox 40 kg

3a Aa NIPUTOTBUTE MO-MaJIKa € AMHUYIHA 1034, UMATEC HY KA OT:

Enna kancyaa Ebilfumin ot 75 mg

OcTpu HOKULT

JIBe MaJIKu KynH (M3M03BaiTe OTACICH YT KyIH 32 BCAKO AETE)

Enun rosisiMm nepopaJjieH 103aTop 3a U3MepBaHe Ha Bojata — 1o3atop ot 5 ml winu gozatop ot 10 ml
Ennn manbk nepopasien aosarop c genenus ot 0,1 ml 3a naBane Ha no3aTa

Yaena abKkuUKa (JIbKHYKA 0T 5 M)

Bona

Cunaaka xpaHa 3a IpuKpHUBaHe Ha ropunBus BKyc Ha Ebilfumin.

78



Hampumep: m1oko1aj0B CHPOIT HIIM CHPOI OT YEPEIH U JECEPTHH 3ATUBKH KaTO CUPOII OT Kapamel
WIH HyTA.

Wnu moxe aa mpuroTBHUTE MOJACIAZCHA BOJA: CMECETe €Ha YaeHa JThXHYKa BOAA C TPH YETBBPTH
(3/4) yaena TBXHUYKaA 3axap.

Crbnka 1: U3cunere BcuuKus npax B Kyna

HpwxTe kamcyaaTa oT /5 My B U3MPaBEHO MOJIOKEHNE HAJl €IHATA OT KYNUTE ¥ BHUMATEITHO
oTpekeTe 3a00JICHUs BPbX ¢ HOKHUIKM. BHMMaBaliTe ¢ rpaxa: TOH MOXe Jla pa3apa3Hu KO)KaTa U OYHTE
Bu.

W3cunere Bcuukus mpax B KynaTa, KakBaTo U J03a Ja IPUTOTBSITE.

KonnuecTBOTO € €IHO U ChIll0, HE3aBUCUMO JIAJIH € 3a JICUCHHE WIIM IPOPUIAKTHKA Ha TPHIL.

Crbnka 2: Jlo6aBeTe Boja, 3a 1a ce pa3peau JeKapcTBOTO

W3non3saiite mo-roneMus
J103aTOP, 3a Ja W3TETITUTE
12,5 ml Boxa.

JlobaBeTe BoaTa KbM
mpaxa B KyIaTa.

Pazobpkaiite cmecta

C yaeHaTa JTbXHUYKa

B IIPOJIBJDKEHUE HA OKOJIO
2 MUHYTH.

He ce HpHTCCHHBaﬁTC, AKO MIpaxbT HC CC pa3TBOPU HAITBJIHO. Hepa3TBOpeHI/I}IT nmpax CbAbpIKa CaMo
HCAKTHBHU CHhCTaBKH.

Crbnka 3: U30epeTe NpaBHJIHOTO KOJIN4YeCTBO 32 Bamero nere cnopex Teraoro My

[TormemueTe 3a TETIIOTO Ha IETETO OT JIsIBaTa CTpaHa Ha TabauIaTa.
Kononara oT fsicHO Ha Ta0yMIIaTa MOKa3Ba KOJIKO OT TEYHATA CMEC TPOBa Jia U3TETIIUTE.

Kbpmadera noa 1 roquHa (BKJIKYUTETHO TOHOCEHH HOBOPOIeHHU 0edeTa)

TerJyo Ha neTeTO Koaxko cmec
(Ha-0JIM3K0TO) TpsiOBA 1A U3TErJnTe
3 kg 1,5ml

3,5 kg 1,8 ml

4 kg 2,0ml

4,5 kg 2,3 ml

5 kg 2,5 ml

5,5 kg 2,8 ml

6 kg 3,0ml
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6,5 kg 3,3ml
7 kg 3,5ml
7,5 kg 3,8 ml
8 kg 4,0ml
8,5 kg 4,3 ml
9 kg 4,5 ml
9,5kg 4,8 ml
10 kg wau moBeye 5,0ml

Hena Ha 1 roquHa Wid moBeve ¢ TerJo mo-Mmajako ot 40 kg

Teryo Ha neTeTO
(Haii-0JTM3KOTO)

KoJko cmec TpsioBa 1a
H3TerJuTe

Jlo 15 kg 5,0 ml
15 mo 23 kg 7,5 ml
23 o 40 kg 10,0 mi

Croiaka 4: U3Terjiere Te4HaTa cMec

YBepeTe CC, UC UMATC MPABUIIHUA pa3MEp A03aTOp.

H3reriere TOYHOTO KOJUUECTBO TEUHA CMEC OT IbpBaTa Kymna.
Wsternere s BHHUMATCIIHO, TaKa Y€ Aa HE BKapaTC Bb3AYIIHU MEXYypUECTa.
BaumatenHo BHpLCKaﬁTe TOYHATAa 4034 BbB BTOpATa KyIlia.

Crrnka 5: Ioaciaanere u gaiiTe HA JeTETO
JloGaBeTe MaTkoO KOJIMUECTBO — HE TIOBEYE OT €IHA YacHa JIHKHMYKA - CJIaJIka XpaHa BbB BTOpaTa Kyra.

Toga e, 3a 1a ce nmpukpue ropunBus BKyc Ha Ebilfumin.
Pazobpraiite nobpe cnaakara xpana u Ebilfumin cycniensust.
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JaiiTe usijioTo chabpiKkaHue Ha Bropara Kymna (Ebilfumin cycnensus ¢ ro0aBeHaTa ciiajka XpaHa) Ha
JICTETO BE/IHATA.

AKO € 0CTaHAJI0 Helll0 OT CMecTa BbB BTOpPaTa KyIa, M3IUIAKHETE 51 ¢ MAJIKO BOJIA U S JTaliTe Ha
JETETO J1a 5 M3MHe Iis1aTa. 3a Jena, KOUTO He MOoraT Jia MAAT OT KyIa, JaiTe ¢ IHKAIKa WIn
M3M0J3BaiiTe 1muIe, 3a 1a JaJeTe Ha JeTeTO OCTaHajlaTa TeUHOCT.

JaiiTe Ha JieTeTo Helllo 3a MUEHE.

I/I3xm>p.11eTe nsAjJaaTa HEM3MOJI3BaHA TEYHOCT, OCTaHAJa B II'bpBaTa KyIlia.

IToBTOpeTEe Ta3u mporeaypa BCEKU IIbT, KOraTo TPsiOBa Aa 1aIeTe JIEKapCTBOTO.
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HNudopmanusa caMo 3a MeIMIHHCKH CTIEHATNCTH

IManueHTH, KOUTO HEe MOTaT /1a MOTJIBLIAT Kancyan: [IpoMUIIIIEHO TPOU3BE/ICH 03eITAMHUBUP 32
nepopaiHa cycrnensus (6 mg/ml) e npeanoYnTaHusT MPOIYKT 32 MeTUATPHYHU U Bh3PACTHHU MAUCHTH,
KOHMTO MMAT 3aTPyIHEHHS TP NPETITBIIAHETO Ha KAICYJU, WIIM KOTaTo ca HeOOXOAMMH MO-HUCKH 103U. B
CIydaii, 4ye HAMa IPOMHMIIUICHO MPOU3BE/ICH 03€ITaMUBHD TIPax 3a MepopaiHa CycIeH3us, hapMaleBTbT
Moxe j1a mpurotBu cycrnensus (6 mg/ml) ot Ebilfumin kancynu. Ako HiMa IPOMHIIUICHO MTPOHU3BEACHA
CYCIICH3HS, MAIIMEHTUTE MOXKE JIa CH MIPUTOTBAT CYCIICH3UATA OT KAICyJIM BKBILH.

3a mpuaraHe Ha CyCIEH3MATa, IPUTOTBEHA B alliTeKaTa U 3a MPOIeIyPHUTE 3a JOMAIITHO IPUTOTBSIHE, TPSIOBa
Jla ce MPEIOCTABAT MEPOPATHH 103aTOPH (CIIPHUHIIOBKH 33 TIEPOPATHO MPUIIOKEHHE) C TIOAXOIAIT 00eM U
rpaayupane. B nBata ciydas npaBuiiHHTE 00eMH TpsOBa 1a ca oTOeNsI3aHu BhPXY 103aTOpUTE. 3a
MIPUTOTBSIHE B JIOMAIITHH YCIIOBHS, TPAOBA Jla C€ OCUTYPST OTAETHH A03aTOPH 3a B3eMaHE Ha TPABUITHHS
o0eM BoJia 1 3a u3MepBaHe Ha cMecta Ebilfumin-Bona. 3a usmeprane Ha 12,5 ml Boxa, TpsioBa na ce
u3nosBat go3atop ot 10 ml.

IMoaxoxasmure 06eMH Ha 103aTopa 3a B3eMaHe Ha TouHust 06em Ebilfumin cycmensus (6 mg/ml) ca
MOKa3aH!u MO-70y.

Kbpmauera noa 1 roquHa (BKJIKOYUTETHO TOHOCEHN HOBOPOJeHH OebeTa):

Jo3a Ebilfumin KoanuectBo Ebilfumin Pa3mep Ha 103aTopa, KoiiTo
cycneH3ust Ja ce U3M0JI3Ba
(c nesenus ot 0,1 ml)
9mg 1,5ml 2,0 ml (mmm 3,0 ml)
10 mg 1,7 mi 2,0 ml (msm 3,0 ml)
11,25 mg 1,9ml 2,0 ml (s 3,0 ml)
12,5 mg 2,1 ml 3,0 ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5 ml 3,0ml
16,25 mg 2,7ml 3,0 ml
18 mg 3,0 ml 3,0 ml (s 5,0 ml)
19,25 mg 3,3 ml 5,0 ml
21 mg 3,5ml 5,0ml
22,5 mg 3,8 ml 50ml
24 mg 4,0ml 5,0 mi
25,5 mg 4,3 ml 5,0 ml
27 mg 45 ml 5,0ml
28,5 mg 4.8 ml 50ml
30 mg 5,0ml 5,0ml
Heua Hax 1 roguua, ¢ rerso moa 40 Kg:
Pa3mep Ha no3aTopa, KOMTO 1a
KoauuectBo Ebilfumin ce U3MoJI3Ba
Ho3a Ebilfumin CyCrneH3us (c nexenus ot 0,1 ml)
30 mg 50ml 5,0 ml (mym 10,0 ml)
45 mg 7,5 ml 10,0 ml
60 mg 10,0 mi 10,0 mi
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