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MH®OPMAILIMS 3A TALIMEHTA 'HMOBPEHO!

Anapen® Junior 150 ng/0, 3 ml solution for injection (pre-filled syringe)
AnaneH JDxyriep 150 Muxporpama/0,3 ml HikeKIHOHER Pa3TBOP B IPEABAPRTENHO
HAITBJIHEHA CIIPHHIIOBKA.

AlpeHanuH (eNHHEGPHH) aBTOHHKEKTOP

Ilpoyerere BHEMATENHO LsTaTa TUCTOBKA NpeaH Aa 3aNI0YHETE /]a IPHEMATE TO3HU JICKapCTBEH
MPOIYKT.

3anaseTe Tasy TUCTOBK2. Moxe na MMaTe HyxkJa 1a S IPOdeTeTe OTHOBO.

* AKO MMATe HAKAaKBH JONBIHATEIHH BBIPOCH, ONMTalTe Bamms nekap nu
dapmariedr.

e To3u nekapeTBen nponykr e mpeanucan 1uunHo Ha Bac. He ro npeorcThnBaiite Ha
JAPYTH Xopa. 10H MOXe /1a UM HABPEH, HE3ABHCHMO OT TOBA, Y€ TCXHHTE
CHMIITOMH Ca CHINHTE KaTO BallHTE.

* AKO HIKOM OT HEXXEJIAHHTE PEAKIINM Ca CEPHO3HM, MM aKO 3a0eNeKUTE HeXeNaHy
PeaKIMH, KOUTO HE ¢a YIIOMEHATH B Ta3d JTUCTOBKA, MOJIA HHGOPMUpANTE BALIUSA
JeKap.

B Tasu JTHCTOBKA:

Kakgo nipencrasiasa Ananes JXXYHUBD U 3a KaXBO CE H3I0I3BA
[Ipenu na u3nomsBate AHaren JIkyHusp

Kak j1a n3n0i13Bare AHamned HXKYHADD

BB3MOXKHY HEXETAHH peakIup

Kak na cexpansiate Ananed [HDKyHHEBD

Hpyra nagopManus
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1. Kakeo npencrabiigBa Ananen JDKyHHBD H 32 K2KBO e R3H0I3BA 7

* Ananet JDKyHRED IIpeICTABNSBA PEABRAPHTENIHO HAIIbIHEHA CIIPUHIIOBKA C
alpCHANNH ITOCTAaBCHA B @BTOMATHYHO HHXEKIMOHHO YCTPOHCTBO
( aBToMHKeKTOp). TOl HHXKEKTHpA eIHOKPATHA 032 HA A/IPEHATIHH B MYCKYJIA.

¢ AppeHanMHa € ECTECTBEH XOPMOH, KOHTO ce 0cBOG0XKAARA IIPH CTPEC. [Ipu ocTpH
aNMepruvHy peaxknvu Toi nmogobpsasa KpeEBHEOTO Ha.rmraHe ch,zIetiHaTa byRKIMA, H
HaMaJIIBa OTTOKA. T .

e AmnaneH JIXXYHWBD € NOKA3aH 3a CICHIHO ﬂeqeﬂﬁe Ha ocmn an&erqHH peaKIyH
(azmadunaKcus) UPUUMHEHH OT AMKH H ﬂpym XpaHH, HEKEIIJCTBEH IIPOIYKTH,
OXUIIBAHE HMITU YXAIIBAHE OT HACEKOMU, H ,upym EUIEPFBHH I(B.I{Tff) ANICPTUYHA

.'F - "
. ' T - N
i e L
r.I r |JI'¢-_ .- _L "|_| ",.ll:-;
[

S B TR L



PCaKIUH C HEYCTAaHOBEH NMPOH3XO0/I,

2. Ilpean na m3nosBare Anancu JHKYHHED
He m3nomssaiite Ananen JIxyauasp

AKO CTe aJICPTHYHH (CBPBXUYBCTBHTEIHH ) KbM aJPEHATHH HI¥ KbM IOMOMIHHTE
BEINECTBA {BHXK I0-J0JIy OTHOCHO ChABPKAHHETO HA CYIIPHUT).

H3nonseaiite BHEMaTenHo Ananed KyHHBD

Bure Tpasa BHHMaTeHO Ha ObJeTe HHCTPYKTApaHy OT Banms Jexap Kora H Kak
12 H3noa3Bare AHaneH J[AYHHULD aBTOMHKEKTOP.

lo3n nexapcTBeH MPOAYKT € mpeHA3HAYEH 3a CIICINHO JIeYeHHE B Bue TpsaoBa na
NOTEpcUTe He3abaBHO JiekapcKa ITOMOII CIIE IPHIIOKEHHUETO MY.
Bue Tpsa0Ba na npexynpeaure Barius jiekap, ako CTpPafaTe OT ChPACYHH
3a001ABaHUs, BITIOUUTEIHO angina pectoris, XHIEPTHPeOHIU3HM ( IIOBHIIEHA
hyHKUIHA Ha IUTOBAHATA JKJIe3a), BUCOKO KPBBHO HAIAraHe, BACOKM HHBA Ha
KUY ¥ KUK B KPhBTA, HADYIIEHHS Ha KPHBHATA IUPKYIIAIH,
(PeOXpOMOIUTOM (XOPMOHAIHO aKTHBEH TYMOP, H3XOKIALY OT HanGe6peruTe),
BHCOKO BBETPEOYHO HaArane, Ob0peyHH HapyimeHus, 3aboagBaHug Ha
npocTarTara, guader.
[loBTOpHATA NOKAMHA HHKXEKITHA MOXE 1A [IPUYMHU YBpEXAaHE Ha KOXKATa.
CnyyaifHOTO HH)KEKTHpPaHe B KPBBOHOCEH ChJl MOJKE Ja [PeIH3BAKA BHE3AMHO
[IOBHIIABAHE HA KPBEBHOTO HandArane. Ciaydaiina HIKexusa B 00/1acTTa Ha TOPHH
WIH JOJIHA KpanHUIW MOXE Na IIPHYMHHM 3ary0a Ha KPBB OKOJIO MACTOTO HA
aILIHKAIINS BCIICACTBHE CNIA3EkM Ha ChAoBeTe H Bue Tpabpa ne3abasHo 1a
IMOTBPCHUTE JICKAPCKH CHBET B HaH-0TH3KaTa OOIHHIIA.

B3zanMoaeHcTBHE ¢ APYrH J1eKaAPCTBEHH NPOLYKTH

Bue TpsabBa na upexynpemure Banms nekap ako IOHACTOSLIEM ITPHEMATE IpYTH
IEKapCTBa, B YACTHOCT:

JICKapCTBa 3a ChPJCIHH 3a00BaHus, HAIlp. THTOKCHH; OeTa DI0KepH,
rBaHETHINH

JICKapCTBa 3a ACIIPECHS, HAaNp. TPHIMKIAYIHH aHTHACIPECAHTH, MOHOAMHWHO
OKCHIa3Hu HHXKHOUTOpH (MAOI’S), cepoTonuH 1 reuptake(MuxubuTOpH Ha
00paTHOTO MOEMaHe Ha cepoTouuH) uaxuGrTopH (SSRI)

JIEKapCTBa 3a JHA0ET, MOXKE JIa ce HAJIOKHK Bammus iekap na KOpHUIrupa Baiuara

TepaIa cliel] H3IOI3BaHETO HA Anapen®.

JICKAPCTBCHH MPOAYKTH 3a OonecT Ha [fapkHHCOH

JICKAPCPRCHU IIPOIYKTH, HCOOXOIUMH 33 JieueHMEe Ha 3a00NsSBaHUA HA
IMHUTOBH/THATA KJIe3a

APYTH JICKapPCTBEHH NPOAYKTH: aHTHXHCTAMHAHM (A EHXHAPaAMHEH,
XNOpCHUPAMHH), TeODHIINH, HOIPATPONIHYM H OKCHTPONHYM( H3TO/I3BAT CE 32
JICUCHHC Ha BB3AYIIHO-KANKOBY HHPEKIHH BKIIOUYHTEIIHO 4CTMA), OKCHTOLIMH
(M3M0113Ba C€ NPH paXk/1ane IPH OPEMEHOCT); HHXAIAMONHH AHECTETHIIN, anda
aNIPCHEPTUYIHY OJIOKepH (M3II03BAHM 3a JIEUeHHE 3a BHCOKO KPHBHO HANATAHE),
CHMIIATHKOMBMETHITH (M3110/13BaHH 3a JICYeHHe Ha acTMA, APYTH BH3yDTHO-
KaOKOBH MH(QEKIMH K Ha3aTHA KOHTECTHA).

Nudopmupaiite Bamus nekap uiu gapMaresr, ako TIpHEMAaTe JPYTH JIeKapCTBCHH
NPOAYXTH, BKIIFOYATEIHO M IEKAPCTBEHH IIPOJIYKTH O3 penenta.

M3nonsBaiire AnaneH J)YHUBD ¢ XpaHa ¥ HAITHTKH. S

EdexTbr Ha Ananen J)KyHUBp MOXe Ja ce TIOTEHIHpPa OT meona
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bpeMeHHOCT H KbpMeEHe
* He e ycranoseno nanm npuema Ha anpenanus (enuHedpHH) e 6€3 pHCK 3a UIoa.
Benpeku ToBa, ako cTe 6peMenna Bue He GH Tps6Bano 1a ce BB3IbPKATE OT
M3TION3BaHEeTO Ha AHareH [DKyHHBD NIpH onacHOCT 3a Bamus xuBoT. Bue Tpa6Ba na ce
KOHCyNTHpaTe ¢ Ballus iekap npe/i HACTHIIBAHETO Ha TE3H XHMBOTO3acTpalllapally
CHUTYaIlHH.
* [lpu kepMeHe He ce OYaKBaT KAaKBUTO H [a € ePEKTH OT aIpEeHAHHA.
* Ilonmraiite Bauius exap 3a chbBeT mpesu A2 npHeMerTe KAKBBTO H /1a € JICKAPCTREH

IPOAYKT.

EdekTH BbPXY cnocobHoCTTA 32 IodHpaHe B padoTa ¢ MAIIHHEK

He e npenopbunTenHO /12 modupate win Aa paboTHTE ¢ MAUIMHH ClIeH IPHIOKCHIETO HA
Ananen JIKyHUBp, Thif KaTo Bue Bce olme MoxXe 13 H3IMTBATE CHMITTOMUTE HA
aHA(UITAKTUYHHY IIOK

BaskHa MHQOPMALKA 0THOCHO BEmECTBA, ChALPKAIIM ce B AHaNeH JKYHHUED

AHarreH JKyHWBD Chabpika HaTpHeB MeTabucyadur (E223), KoHTO MOXKe 12 IPHYHHH
AICPrUYICH THII PEAKIIHMY ITPH YyBCTBHTE/IHM MALMEHTH, C aHAMHE3a 3a acT™Ma. Bue Tpa6aa 1a
npeaynpenure Bammus ekap, ako UMaTe ajeprus KbM HaTpHEB METaOHCYII(HUT.

3. Kax na m3nossBate AHaleH JOKYHEBD

* Bunaru uanonssaifte To3H TeKapeTBEH MPOAYKT TOUHO CIIOPEST HHCTPYKIUHTE HA Bartris
Jexap.

* AKO He cTe CHrypHH Bue TpsiGBa ja pasrosapsiTe ¢ Bamus Jiekap npeay H30oN3BaHeTo Ha
AHanen JDXyHHBD

* AnaneH JDKYHHBD ce MIPHITara caMo HHTPaMyCKYJIHO.

» Camo 3a eqHOKpaTHa ynorpeQa. Jla ce H3XBBPIH Ha GE30IIACHO MACTO Cie ynorpeoa,

PeaxipnTe 0OOMKHOBEHO HACTBIBAT 10 HAKOJIKO MHHYTH ClIe[ KOHTAKTA C alepreHa U
MOXKE J1a ce HaOroiaBa:

* CBPOEK IO KOXKaTa, Pa3NOCTPaHABAI Ce YPTHKAPHAJIEH OOPHB, 3a4cpBABAHE H
II0yBaHE Ha OUYHTE, YCTHHTE W €3HKA.

* OTTOKA Ha IbPJIOTO MOXe Ja OBbJIe IOCHeBaH OT 3aTPyIHEHO TUIIAHE H XPHIIOBE,
32IbXBAHE H KallUIHLa MOT'aT Ja ObJaT pe3yarar OT CTATAaHETO Ha MYCKYJIHTE B OennTe
IpodoBe.

* IpYIu CUMIITOMH Ha aHa(HIIAKCHATA BKIFOYBAT I1aBoGoIMe, NOBPEINAHE M JUAPHSL.
* KOJIaIC MOXKe Jia ce HabmoqaBa KaTro pe3yaTaT oT BHE3ANHOTO HAMAJIABASHE HA
KPBBHOTO HaysAraHe. Koraro mouyecTBare Te3u OeJI€3H ¥ CHMIITOMH IIPHIIOKETE
HezabaBHO AHaneH [KyHABp HHTpaMycKy/iHO. Bre TpsGBa caMo Ja HEKEKTHpaTe
AHaneH /DKyHusp BBB BHHITHATA YAacT Ha BAMIETO Oepo, HE B CENAMINETO.

Ynorpeda npH xena

* IpeNOPBYHATEHATA 032 MOXe Aa Obae 150 mukporpama (Axanen xkyuusp) wim 300
MHKporpama (AHarneH) enmHHeppUH

* B 3aBHCHMOCT OT TEJICCHOTO TEIJIO Ha JETETO MIIH NPEIeHKATA Ha JeKaps.

* ABTOMHIKEKTOP, KOHTO K0cTaBs 300 MEKpOrpaMa ChIIO € HaIHYeH. AHaneH JDKYHHEBD €
YCTPOCH 112 IoCTaBs eHOKpaTHO 150 Mukporpama anpenanyH (enuaedpun). [Ipu nena




mox 13 kg mo3a mo-Aucka ot 150 MukporpaMa e MoXke Aa Obe IPUIOKEHA ¢ TOYHOCT U
CIIEOBATEIIHO HE € MPENOPhYHTEIHA OCBEH M0 JIEKAPCKO IPEITHCAHHE HITH IIPH
3acTpalllaBalllk KHBOTA CHTYaIlHMH,

Cren ynotpebara Ha AHaneH, Bue Tps0Ba /1a yBeAOMUTE BAITHSA JIEKAP MM 1A MOCETHTE
Hai-OnM3KaTa OONHANA BeAHArA TIIOM € BB3MOXKHO. YBeIoMeTe Jiekapsl, ue Bu e nocrasen
anpeHaTHH MYCKYJIHO. llokaxere Ha nekaps ommakoBKaTa H Ta3H JHICTOBKA.

YEPHA NPEANAIHA KATAMKA
YEPBEH CTAPTOB BYIOH

YEPHA KANAYKA HA MFAATA

BaxH¥ HHCTPYKIIHH 3a yioTpe0a (BMK KapTHHKHTE oT 1-4 mo-10.1y)
* He orcTpandsaiiTe uepHara npeanasHa Kanmayka Wi YepHHA OpeAnasuTe)] Ha Urilara
A0KaTO HAMATE HYXKIa Ja H3noi3Bare AHancH JKYHHED .

. &

1. OQ1cTpaneTe YepHATA KalladKa Ha WriIaTa.

Korato oTcTpanuTe YepHus NpeAnasuTell Ha UTIIATa (BIXK auarpaMara). Yepaud
NpeanasuTell Ha UIJlaTa € MPHKPENEH KbM CUBa 0OBHBKA, KOSTH MOKPHBA UIJIATA H
CIICOBATEIHO MOXKE Ja M3UCKBa YMEPEHA CHJla 3a JIa Ce OTCTPaHH.

2. OTcTpaHeTe depHaTa npeia3Ha Kalmavka 0T YCPBEHHA CTapTOB OYTOH.

3. 3anpexre AHaneH J[XXyHHUBD cpelny BLHINTHATA YacT HA OeIpoTo H
HaTHCHETE CTapTOoBMA OyTOH. AKo € HeoOxoaumMo, BHe MoXe aa
HHXXEKTHpaTe Ipe3 JIeKa apexa.

!.... 4. 3ampwxre AnaneH /KyHABp B Tazu nosurma 10 cexyaau (Topa

1103BO/1ABa IBJIHATA 1034 epinephrine 1a Objie HHXeKTHpaHa). Hexno Macaxupaiire
MSICTOTO H2 MHXKEKITHATA.

* Cnex ynotpeba nocTaBeTe YepHATa Opeia3Ha Kanadka Ha UIJIaTa U BBPHETE AHaleH
JUkynnsp Ha Bamas nexap mm gapMalieBT 3a BHUMATEIHO OTCTPAHIBIHE.

AKO cTe U3N0/3BAIM NoBeue AHaneH /DKYHHED OTKOJKOTO € HEDﬁXﬂI[HM{)
» [ Ipu npeno3upane Ha epinephrine wiH cayuaiino HH}IceI{TH;faHe ‘Ha Anapen Jlll'llDI‘ B

KPBBOHOCEH ChJ MM NIPBCT Bue TpadBa HesabaBHo 1a Hompcm“e ﬂexapcxa nomqn;[ q Hali-
bnuskara GOMHHIIA. LR PR R \




* AKO HMare OIle BEIPOCH 3a yIoTpeGaTa Ha TO3H IIPOAYKT, [IONMHUTANTE BAIHA JIEKap
UK (hapMalieBT.

4. Bb3MOKHH HeXKeTAHH PEAKIHM

KaxTo BCHYKH JIeKapCTBEHU POAYKTH , AHaneH JXKYHHBP MOXKE A3 IPEeIH3BUKa
HEXKCITAaHW PEaKIIMH, BBIIPEKH Y€ He IIPH BCEKH MOTraT Aa OhIaT HaOmoJaBaHH.,

* AHaneH JDKyHUBD chabpKa HaTpueB MeTabucy/idur (E223), KOHTO MOXe Aa MPHYHHK
AJICPTHYCH THH PeakilHH PH YyBCTEHTENHY NAIUEHTH, ¢ aHaMHE3a 3a acTMa. Bue tpabsa
J1a IOTBPCUTE BeHAra JIEKapCcKoO BHAMaHMe, ako HalJronaBaTe TAaKMBA HEXETAHH
PEaKIiHH.

* HecTo cpeinaHu HeXkeIaHM peaklyH, HOPH IPH HUCKH J03H Ha afpeHanyH (emuHedpHH):
ChplLeOHEHE, YCKOPEH HIH HepaBHOMEPEH ChPACYEH IyJIC, H3NOTSBAHE, Ta/ICHE,
NOBPBINAHE, 3aTPYIHCHO JUIIAHE, 3aMasHOCT, ¢l1adocT, ONeTHOCT, TpenepeHe,
I1aB0o00IHAE, CTPaX, pa3dpasHUTEIHOCT, 6e3MOKOMCTRO, CTpax OT CMBPTTA.

* [{o-psanKo cpelllaHy HeXeNaH! peakIiy: XaIONHHANY, 3ary0a Ha Ch3HAHUE,
pa3sLIHPEHU 3CHUIH, MYCKYJICH TPEMOP, 3aTpyAHEHO YPHHUPAHE, [IOBHUICHO KPHBHO
HaJsIraHe, IpOMEHH B KPBBHATA KapTHHA TAKHBA KaTO BUCOKO HHBO Ha KpHBHATA 3axap,
HUCKO HHBO HA KaJIHH H BUCOKO CbIbP)KAaHHUe HA KHCEHHH.

* Hexenanu peaknmy, KoUTo ce HabMIONABAT IIPH MO-BACOKH O3M WIIH MEHOTO PAIKO:
BHC3AMHO MOBHINABAHE HA KPBBHOTO HAJATaHE, HAPYLICHHS HA ChPACYHUS PHTHM, KAKTO
H CI1a3bM Ha KPbBOHOCHHTE CHJIOBE B KOXKATa, IOJKOXHATA ThKAH B OBOpenHTe.

Cnen ynotpebara Ha AHaneH J[Xyuusp, ako HaGIr0apaTe HEXETAHH PEAKIHAA, KOHTO HE
¢a CIIOMCHATH B Ta3H JTMCTOBKA, Bue Tpabea na nadopmupare Bammsa nexap.

5. Kak na cexpanaBate AxancH [HkyHUEBD

Ja ce ebXpaHsiBa Ha MACTO, HEAOCTHITHO 33 JENa.
e He usnonssaiite AHaneH [DKyHHBD C/1€/ JaTaTa Ha H3THYAHE CPOKa HA FOAHOCT,
O3HA4YCHA BBPXY OMAKOBKATA.
e Jla ce cexpansasa nox 25°C.
e Jlace masm OT CBETIIMHA M Jja C€ CHXPaHIBa B OPUTMHAIHATA OIIAKOBKA.

* JlexapcTBoTO He TpsiOBa 1a ce H3XBBPIA B KOHTEHHED HIIM B IOMANTHUA GOKIYK.
[lonurafite Bamus gapmaneBt Kak 1a YHHIIOKHTE JEKAPCTBOTO CHIVIACHO M3UCKBAHHATA.
T'e3u npeanasHy MEpKH Ite MOMOTHAT 34 Ipe/ia3BaHe Ha OKOJIHATA CPea.

Hukora He npepocrassaiite Bamust Ananen J[)KyHHBp Ha ApYr, AOPH HETOBHTE HIIA
HEHHUTE CHMIITOMH JIa ca No&oOHN Ha BammuTe. AHamnieH JKYHHBD € CaMo 3a Balna JIvHA
yroTpeoa.

6. Apyra undopmanus

Kakso ¢babpaxka AHaned [ KYHULD
e JlexapCcTBeHO BEIECTBO € agpenanud (enuHedpun) 150 Maxporpama B 0, 3 ml
 AmnanmeH JDKyHHBp CBIBPXA CBINO: HaTpeB MeTabmcyndur (E223), mHarpues

XJIOpH, COIHA KHCCIIMHA, RoOa 3a HHKEKI M.

Kaxso npeacrasissa Anapen® Junior i kakso ChIbPKAa ONAKOBKATA

AnaneH JUKyHUBD Ce mpe/yiara B HpeIBAPHTEIHO HANBIHEHA CIPHHIIOBKA ChBPIKALIA

afipcHaIVH (eNHHe(PUH) ¥ BKITIOYBAIAa HHXKEKTHPaIo yeTpoiicTo. Llanoto m3nerme ce

Hapu4a aBTO-AHIKEKTOP.

AHaIeH C¢ IpEJIara B JIBe KOHIIEHTPALHH: PR

Ananen 300 muxporpama / 0, 3 ml pastBop 3a uxekman /¢

AHaneH JHxynusp 150 Muxporpama / 0, 3 ml pastBop 3a HH}KERIETIH a
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AHarneH JDKyHWSp J0CcTaBd eqHOKpaTHO 150 MuKporpaMa afpeHammH ().

IIpaTexaren Ha pazpemeHueTo 3a ynorpeba
Lincoln Medical Limited, Unit 8 Wilton Business Centre ,Wilton, Salisbury, SP20AH,
BemukoOputanus

Iponzsoauren
Owen Mumford Ltd., Brook Hill, Woodstock, Oxon. 0X20 1 TU

To3u JIeKapCTBEH IPOAYKT € pa3pelle B cTpaHnTe WieHKH ua EEA mos cliemuuTe uMeHa:
Aormas, Vipnanaus, I'spops, Kuosp, ABctpus: Anapen Junior 150 pg in 0, 3 m} Solution
for Injection

llomma, Yurapus, Yexust: Anapen Junior 150 pg / 0, 3 ml Solution for Injection
Opanms, JlrokcemOypr, Iopryramas: Anapen 0,15 mg /0, 3 ml Solution for Injection
I'epmanus: Anapen 150 pg Solution for Injection

[IIpenud: Anapen Junior 0,15 mg / dos Solution for Injection

Xomauausa: Anapen Junior 0,15 mg / dosis Solution for Injection

JaTa HAa nocieHA peJaKIHA Ba TEKCTa
5/2008 r.



