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JIncroBka: HHGoOpMALHA 32 DAIHEHTA aZJ/J \7/1237 |

3ersykcen 6 mg/ml HHKeKIHOHEH PAa3TBOP B NPeJBAPHTEIHO HANNbJIHEHA NMHCAJIKA — ’Z 2y

Zegluxen 6 mg/ml solution for injection in pre-filled pen
nuparaytua (liraglutide) 1.3.-08-. 2076

IIpoueTeTe BHHMATE/IHO UAJIATA JIHCTOBKA, NIPEeAH 1A 3aN0YHeTe /Ia NPpHEeMaTe TOBA JIEKAPCTBO,
Thil KATO TH CbAbPAKA BakHa 32 Bac nundopmanus.

— 3anaszere Ta3u JMCTOBKA. MOXKe aa ce HAJI0XKH /J1a s MPOoYETETe OTHOBO.

—  AKO MMAaTe HAKAKBH JIOIBbJIHUTEJIHUA BBIIPOCH, nonuTate Bawuug jekap, papMauleBT UM
ME/IMLIMHCKA cecTpa.

—  Toga ne}c&pcmﬂ € npeanucaHo JimuHo Ha Bac. He ro npeorcrbrneaite Ha apyru xopa. To moxke na
MM HaBpeJM, HE3aBUCHMMO U€ MPHU3HALMTE Ha TAXHOTO 3a0oJisiBaHe ca CchUIMTE KaTo Balure.

—  AKO Nojy4yudTe HIKaKBH HEJKEJIaHW JIeKapCTBEHH peakuuu, yBeaomere Bawus nekap, papmauent

WJIK MeIMLIMHCKA cecTpa. ToBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHU peaKLMi, HEOMMUCAHH B
Ta3u JIMCTOBKA. BHxTe TOuKa 4.

KakBo ¢baAbpKa Ta3H JHCTOBKA

1. KakBo npeacrasnsBa 3erIyKCeH M 3a KaKBO C€ HU3I10/13Ba

2. KakBo TpsiOBa 1a 3HaeTe, npeau Aa npuemere 3erjiykceH

3. Kak na npuemare 3eriiykceH

4. Bb3MOXKHH HEKEJIAaHH PEeaKLUH

5. Kak na cbxpansiBate 3€rjyKceH

6. CpabpkaHKe Ha ONAKOBKATa W AOIbJIHUTEIHA HH(POpMaLIU

1. Kakso npeacrasisiBa 3erjiyKceH H 3a KAKBO e H3I10/13Ba

3erlyKCeH CbAbpiKa aKTUBHOTO BELLECTBO JiMpariyTHa. 1o nomara Ha Ts/10T0 BM 1a HamMaiu HUBOTO
Ha KpbBHATa 3axap, CaMO KOraTo KpbBHaTa 3axap € npekajieHo BUcoka. To cbuio 3adaBs
MPEMMHABAHETO Ha XpaHaTa npes3 cTomaxa.

3€FHYI{CEH C€ U3IM10J13Ba CaMOCTOATECJIHO, AKO KPbBHATA Bu 3daXap HC CC KOHTPOJIMpPaA IMpaBHJIHO CaMO C
JAHUCTA U YVIIPA?KHCHHA H Bue He MOKeTe Ja U3MnoJ3Bare M&TCIJDPMHH (ﬂpyro JICKAPCTBO 34 ,[[HﬂﬁeT).

3erayKceH ce M3M0JI13Ba ¢ APYry JeKapeTsa 3a AMadeT, KoraTto Te He ca I0CTaTh4HHM, 3a 1a
KOHTPOJIMpAaT HUBAaTa Ha KpbBHaTa Bu 3axap. Te morar Ja BKJIIOYBAT:

® [epopasiHd aHTHAHAOETHM JieKapcTBa (KaTo MET(GPOPMHH, IMHOIIUTA30H, CYI(POHUITYPEHHH
JleKkapcTBa, HHXHOMTOP Ha HATPUEBO-TIOKO3HUA KoTpaHcnoprep 2 (SGLT21)) w/uiwm
HUHCYJIMH.

2.  Kakso Tpsa0OBa /a 3HaeTe, npeaH Aa npHeMeTe 3erjiyKceH

He npuemaiiTe 3eriiykcen
- aKO CT€ aJIiEpru4yHy KbM JIMParjayTU WIH KbM HAKOS OT OCTAHAJIMTE ChbCTABKH HA TOBa
JleKapcTBO (M30poeHH B TOUKa 6).

[IpeaynpexieHus H NpeAnasHd MepKH

["oBopere ¢ Bawuus nekap, (apmaueBT WiM MEAMLIMHCKA CeCTpa:
- NpeJaM Ja U3roj3Bare 3eriyKceH.
- aKO MMaTe WJIM cTe uMaiM 3abonsiBaHe Ha MaHKpeaca.

AKO 3HaeTe, 4e Bu npeAcTou onepauus, MpU KOATO wie ObeTe 1ol aHeCcTe3Hs (B Crisiiy
TpaOBa aa kaxxeTre Ha Bauius siekap, ye cre Ha JIeYUEHHE C TO3H JIEKapCTBEH MPOYKT.

ToBa nekapcTBO He TpAOBa 1a ce U3MoJI3Ba, aKO UMare adaber Tvn | (BawieTo TAI0 H
HUKAKbB MHCYJIMH) WK AMa0eTHa KeToalu/103a (YC/l0KHEeHHe Ha qMaldera ¢ BUCOKA K
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NOBUUICHH YCHJIHA TIPH ,[lHlllaHe). To He ¢ HHCYJIMH H 34TOB4 HC ’[’pﬂﬁBa Ad C€ H3IOJI3Ba KAaTO
3aMECTHUTC/1 HA HHCYJIHHA.

Ynorpebara Ha 3ermykceH He ¢¢ npenopbyYBa, aKo CTE Ha AUaIH3a.
Ynortpebara Ha 3erTykceH He ce Npenopb4Ba, aKO HMATE TEXKKO 4epHOApoOHO 3abonaBaHe.

YnorpebaTa Ha 3eriyKceH He ¢€ NPEenopbUBa, aKO UMATe TEKKa ChbpAcYHa HEAOCTAThYHOCT.

ToBa 1eKapcTBO HE Ce NPENopbYBa, aKO HMATE TEXKH CTOMALUHKA KM YPEeBHH MPO0JAEeMH, KOUTO BOJAT
no 3abapeHO H3Mpa3BaHe HAa CTOMaxa (HApE4YEHO racTponapesa), HitH Bb3NAIHTE/IHA YpEBHA
2200/I9BaHU. -

AKO UMaTe CUMIITOMH Ha OCTbpP NaHKPEATHT KaTo MOCTOAHHA, CHIHA OoJika B cToMaxa, TpaOBa
BeAHAra Aa ce KoHcyaTupare ¢ Bamus nekap (BIDKTe TOUKa 4).

Ako uMare 3abondBaHe Ha [MTOBHAHATA HJIE€34, BKIIIOYHTEIHO BRH3JIM H YBEJIMYCHHE HA LIUTOBUAHATA
AJE34, C€ KOHCyTHpadTe ¢ Bamua nekap.

[Tpu 3anmo4BaHe Ha A€HYEHHE CBC 3erYKCeH, B HAKOH ClTyvad MOXKe 1a HaCTLNH 3aryfa Ha
TeYHOCTH/ NEXHApaTalMA, Hanp. NpH NOBPBILAHE, FaeHe H quapuia. BaxuHo € na uzbarsare
AEXWApATAUMATA, Ype3 NOEMaHe Ha JOCTATh4YHO TeHHOCTH. CBbpxeTe ce ¢ Baua nexkap, ako HMare
HSKAKBH BHIPOCH HAHK NPHTECHEHHSA.

lena n 1oROMH
3ernyKceH MOXKe Aa C€ M3MOA3Ba NPU IOHOLIH H Aeula Ha Bb3pacT 10 v noseue roaunu. Jinncear

AaHBM NpH aeua noxa 10 roauiiHa Bb3pacT.

JApyru JekapceTBa H 3erjaykcen
Mons, uagopmupaiite Baiuus nekap, (papMaLeBT WIH MEAHLIMHCKA CECTpPA, aKo NMpHEMaTe, HACKOPO
CT€ MPUEMANH HIH € BB3MOXHO 12 NPUEMETE APYTH JieKapCTaa.

[To-cneunanuo, uHpopmupaitre Baiuua nekap, papManiest Wi MEAHLMHCKA CECTPA, AKO U3NOI3BATE
NieKapcTBa, ChAbPKALUH HAKOE OT CNEJIHHTE AKTUBHU BELLIECTBA:

o Cyndonunypeitiu npou3BoAHH (KATO HapUMeEp FNUMENUPHUA UNK MUOEHKIaMUHA) HIIH
uHCyaMH. Koraro usnonssare 3ernykceH 3aeiHO Ch¢ CYNDOHHAYPEHHH [IPOH3BOIHH HWIH
MHCYJIHH, MOXE N NOTyYHTe XUNOTNUKeMHs (HHCKA KPbBHA 3axap), Thi KaTo
CYAPOHRTYPEHHHTE MPOU3BOAHHA M HHCY/IMH YBEJIM4ABAT PHCKA OT XHNOraHKkeMus. Koraro
3aMo4yHeTe Aa H3NOJ3BaTe T€3H IeKapcTBa 3aeqHo, Balinar nekap Moxke na BH kaxe pa
HaMaJIuTe 403aTa Ha CYJIPOHITYPEeAHOTO NMPOU3BOAHO WM HHCYJIMH. Mond, BHKTe TOYKa 4 3a
npeaynpeauTeHUTe MpU3HaLH Ha HHCKA KPpbBHA 3axap. AKo Bue npvemare Chuo H
cyndoHwTypeiiHy npou3BoAHU (KaTO rAUMENUPHA UNH rUOSHKNAMKA) WKW HHCYJIMH,
BauwusT nexap moxe na Bu kaxe aa cieaure HUBOTO Ha KpbBHATa CH 3axap. TOBa Wie My
MOMOTrHE Aa ONpeAe/aH Jalu A03aTa Ha CYAPOHUITYpeHHOTO NPOH3BOAHO MK HHCYIHH TpabBa
Ja ce TIPOMEHH. |

¢ AKO M3NON3BaTe UHCYJIMH. Bamusar nexap e By kaxe Kax na HaManuTe 103aTa HHCYJIHH
e Bu npenopbua na Habni0aaBaTe KPBBHATA CH 3axap MO-4€CTO, 3a Aa ce n3berHe
XMNEeprivkeMus (BUCOKa KpbBHA 3axap) u auaderHa keroauuaosa (ycaomkHeHue Ha quadera,
KOETO BBb3HUKBA, KOraTO OPraHU3MbT HE € B ChCTOAHHME Ja pasrpaxa IMK03aTa, ThH KaTo
HAMa AOCTATbYHO WHCYJIHH).

e BapdapuH WiH Apyrs nepopaiHy aHTHKOArylaHTHH JeKapcTBa. Moxe Aa ¢e HaJIoKH Mo-
4ECTO U3CNeNBaHe Ha KPpbBTa, 3a Ja ce onpeaenu cnocobHocTTa Ha KpbBTa BH J1a ce cheHpaa.

bpeMeHHOCT H KbpMeHe

Hudopmupaiite Baiuns nekap, ako cre OpeMeHHa, MHC/IMTE Ye MOXE Aa CTe OpeMeHHa
raHupare aa 3abpemMeHeete. 3eriiykceH He TpsaOBa a ce H3NON3Ba No BpeMe Ha OpeMg
HE € K3BECTHO JAJIH MOXKE [ia YBPEAH HEPOAEHOTO ACTE. 55‘




He e #3BecTHO Aanu NHpariayTHA NPeMUHABa B KbpMAaTa, 3aTOBA HE M3NOI3BAKTE TOBA JIEKAPCTBO, aKo
KbPMHTE,

Mlogpupane u pabora ¢ MAIIHAHK

Huckata kpbBHa 3axap (XMINOMIHKEMHS ) MOXe /ja HaMany cnocobHocTTa By 1a ce koHueHTpupare.
H3b6sreaitre modupaHeTo WM U3N0N3BAHETO HA MALIMHK, AKO YCETHTE NPH3HALKM Ha XHIOTJIHKEMHS.
Mons BHoKTe TO4Ka 4 OTHOCHO npeAynpeAHTEIHHTE NPH3HALM 32 HHCKA KphBHA 3axap. Mong
KOHCYNITHpaiiTe ce ¢ Balnua nekap 3a JOITBAHUTETHA HHDOPMALIMA NO Ta3H TEMA.,

3eraykceH cbALPAKAa HATPHH
ToBa nekapcTBO ChAbPAKA No-Maiko oT 1 mmol Harpuii (23 mg) Ha ao3a. Toea o3Hauyagra, ue TO

NPaKTHYCCKH HE CbAbDXKaA HﬂTpHﬁ.

3. Kak aa npaemaTte 3eriaykcen

Bunaru w3nosizpaire ToBa JEKApCTBO TOYHO KakTo Bu ¢ kazan Bawmsar nekap. AKO HE CT€ CHTYPHH 3a
HELLO, MonKTaiTe Bauing nexkap, dapmauesT WiH MEAWLIMHCKA CECTpaA.

¢ HauanuHara n03a € 0,6 mg BeAHBXK AHEBHO, 3a IEPHO/ MOHE OT €IHA CEAMMLIA.
o Bawmsr nekap e By kake kora na g yeeauuure 1o 1,2 mg BeAHBK AHEBHO.
e Bawuar nekap moxe 1a Bu kake Aa yBenddMTe olle A03aTa A0 1,8 mg BeAHBXK AHEBHO, aKO
KpbBHaTa By 3axap He ce KOKTpONnKpa AOCTATHHHO ¢ A03a OT 1,2 mg.
He npomenaiiTe 103aTa, OCBEH ako Bawmsiar aexap He By e kasan na HanpasuTeE TOBA.

3erjIyKCceH ce nmpuara uypes HHXKeKUUs Noj KoxaTta (MoAKokHO). He urxexTupaiiTe BbB BEHAa WK
MycKyJn. Hali-noaxonasuure MecTa 3a HHXKEKTHPAHE ca npeaHaTa 4acT Ha 6eapara, npeaHaTa 4acT Ha
TanuaTa (Kopema), WIH ropHara 4acT Ha peKaTa. Bceky AeH NpOMEHANTE MACTOTO Ha HEIDKEKTHpPaHe,
3a 1a C€ HaMajlH PUCKBT OT 0OpasyBaHe Ha Oyuxy,

Moske na cu HanpaBHTe MHXKEKLMA 110 BCAKO BpeMe Ha ACHA, HE3aBUCHMO OT XpaHeHHdaTa. Cnea karo
onpeaenuTe Hai-yao0HOTO 3a Bac Bpeme, 3a npeAno4YHTaHe € Ja WHXEKTHpaTe 3eriIyKceH
npUOIUIUTENHO MO €JHO U CBLLO BpeMe Ha JeHd.

[lpeaun Aa H3non3sare NMCaNKaTa 3a npbB ITbT, BaluvaT nekap win MeaHL{HHCKa cecTpa e Bu
NOKAXKAT Kak Aa 6opasuTe C Hes.
Ha gpyrara cTpaHMia Ha Ta3u JIMCTOBKA ca JaJieHM NoApoOHH HHCTPYKLMHM 3a ynoTpeda.

Hrnure 3a MHXKEKTUPAHE HE ¢a BKIOUEHM B MUcaikara. Hanpumep MOrar aa ¢e U3noJi3BaT HIJIM 3a

| 6a BD Ultra-Fine™ NovoFine®
€AHOKpaTHa ynotpeba tra-Fine"™ wrnm 3a eaqnokpaTtHa ynorpeda win NovoFine® Morar aa ce
H3MOJ3BAT MIJIM 3a €AHOKpaTHA ynoTpeba ThHKU 10 32 G » AvDKKMHA 1o § mm.

AKO ¢Te OPHEIHA NOBeYe 0T He0OX0OAHMATA 1038 3eraykces

AKO cTe H3MOJI3BaNK MOBEYE OT HeoOXxoauMaTa A03a 3ernyKceH, BegHara HHpopMupaiite Baiuns
nekap. Moxe aa ce Hyxaaere ot nekapcka noMoll, Moxe aa nosyyure rageHe, noppailladHe, JHAPUA
HJIH HUCKA KpbBHA 3axap (XMnorinkeMHs ). Mons HanpaBeTe crnpaBKa B TOYKA 4 OTHOCHO
NpeAYNPEAUTETHHUTE NPU3HALA HA XKITOTTKKEMHS,

AKO cTe NPONyCHAJR Ja H3I0J3BaTe 3erIyKceH

AKO CTe MpOMyCHAJIH 034, H3MON3RANTE 3ErNTyKCEH BEAHAra IOM CH CIIOMHHTE.
Ako obad4e ca MMHAJIH roBeve OT 12 yaca cies NocAeAHOTO NpuiaraHe Ha 3eryKceH, IMPecKoUeTe
nporycHaTtara Ao3a. Ha apyrus aeH npunoxere ciepallara 1034, KAKTo 0OMKHOBEHO.
Ha cnefpaiiiis JeH He npunaraiTe J0NbLJIHMTENHA 103a K HE YBeMuasaliTe no3ara, 3a aa
KOMIICHCHpATE NPONycHaTara.

AKO cTe¢ cCHpeJil npHeMAa HA 3erayKcen
He cnupaitre ynorpebata Ha 3ernykceH, 6e3 na cre uudopmupanu Bawuus iekap.
HHUBOTO Ha KpbBHaTa BH 3axap MOXe Jia C€ NOBHILH.
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AKO MMaTe HAKaKBM JOMBJHHTEIHHK BBIIPOCH, CBBP3aHH ¢ ynoTpedara Ha TO3H NPOAYKT, MOAH
nonuraitre Bauina jiekap, papMaUeBT WIM MEAHLHMHCKA CeCTpa.

4. Bb3MOXKHH HEXeEJIaHH pPeaKIHH

KakTo BCHUYKM IeKapCTRA, TOBA JIEKAPCTBO MOXKE Aa NPEeAU3BHKA HEXKE/IAHH peakLMH, BbIIPEKH Ye HE
BCEKH 'M MOJyyasa.

CepHo3HH HeXXelaHH pPeaKIHH

YecTu: morar na 3acerdar go 1 Ha 10 gyuu *
e XunornukeMus (HUCKA KpbBHA 3axap). [lpeaynpeadTenHHuTe NpU3HaUK HA HUCKAa KPbBHa

3aXap MOTaT Aa Bb3HMKHAT BHE3allHO M MOraT Jia BKIIOYBAT: CTYJEHa M0T, X1anHa 6iena
KOXa, raBobonue, yCKOpeHO OUeHe Ha CHPLETO, raZicHe, CHICH IJ1aj, NPOMEHH B 3PEHHETO,
CBHHJIMBOCT, c1ab0CT, HEPBHOCT, TPEBOXKHOCT, OOBPKAHOCT, 3aTPYAHEHA KOHLIEHTPALHA,
TpenepeHe (Tpemop). Bawindar nekap e Bu kaxe kak Aa nexypaTe HUCKaTa KpbBHA 3axap U
KaKBO Ja HaNpaByTe, aKO 3a0eNlexXUTe Te3d NpeaynpeauTenHy pUu3Hauy. ToBa € no-BepoaTHO
Na ce CITYYH, aKo npueMare CyJIQOHWIYypesd WIH HHCY/IHH. BallHAT nekap Moxe Aa HaMalu
N103aTa Ha Te3H JIeKapCTBa, MPEeAH Aa 3arnO4YHETE 1a U3M0N3BATE 3E€rTyKCEH.

Penxu: Morat na 3acerat Ao 1 Ha 1 000 aywn

e Texka ¢opMa Ha alepryuyHa peakuus (aHaduIaKTHYHA peaKlis) ¢ JOMTBIHHTENHH CUMITTOMM
KaTo npobaeMu ¢ AMILIAHETO, OAYBAHE Ha I'bPJIOTO M JIHLETO, ChpLueOHeHe, U T.H. AKO
[OMYYHTE Te3H CHMIITOMH, TpAOBa a noTbhpeuTe HezabaBHAa MEAWMLIMHCKA NOMOLIL M Aa
MHpopMHpaTe Baluya ekap Bb3MOXKHO HaH-CKOPO.

e 3amyiuBaHe Ha ueppata. Texka GopMa Ha 3aneK ¢ AONBJIHHTENHH CHMITOMHK KaTO KOPEMHA
6onka, NOAYyBaHe HA KOpEMA, NOBPbIllaHe M T.H.

MHuoro peaku: Morat ga 3acerHar Ao 1 Ha 10 000 gy
e (iyuad Ha Bb3Na/ieHHE Ha NaHKpeaca (naHkpeaTHT). [laHKpeaTHTET Moxke aa 6Bae CepHO3HO,
MOTEHLKATHO XHROTO3aCTPALABALIO ChCTOAHHE. CnpeTe NpHeMa Ha 3erayKceH U ce CRBDIKTE
¢ iekap He3abaBHO, ako 3abenexure HAKOA OT CIICAHUTE CEPUO3IHU HEXENAHH PEaKLIMK:
Cunna, nocTosHHa 60sika B KopeMa (CToMalHaTa o01acT), KOATO MOXKE J1a JOCTHIHE
10 repba, KakTo K racHe ¥ NOBPELUIAHE, Thil KATO TOBA MOXE 1A ca IIPH3HALK Ha
BB3MNAJICH NaHKpeac (MaHKPEeaTuT).

JApyru HexeaHH peakiHH

MHoro wect: MOraT aa sacerHar noseyve ot 1 Ha 10 gywu
¢ [aacHe (no3uBH 3a nopprinane). ToBa OOMKHOBEHO OTMHHABA C BPEMETO.
e Jlnapus. Toea 0OMKHOBEHO OTMHHABA C BPEMETO.

YecTu: Morar na 3acerdar ao | Ha 10 gyum
o [loBpruiane.

[Ipy 3anoyBaHe Ha JIEYEHHE C 3ETITYKCEH, B HAKOH CIy4dH MOXXE J1a HACTBIH 3aryba Ha
TEYHOCTW/ ACXKAPATALIMSA, HANp. IPH NOBPBLIAKE, raAcHe H AWapus. BaxkHo e na uzbaresare
- ACXHAPATALMATA Ype3 MOEMAHE Ha AOCTATBbYHO TEYHOCTH.

I'nasobonue
Jlowmo xpaHocMunaHe

bone3HeH UNH TIORYT KOpEM
Kopemen auckoMdopt
3anex
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["azoBe (daaryneHLun)

HamaneH aneTur

bpoHxur

IIpoctyna

3aMaiipaHe

YdecTeH nyic

YMopa

360600

Peakuiuu Ha MACTOTO Ha MHDKEKTHpaHe (KaTo NOCHHABaHe, OoJiKa, Apa3HeHe, Cbpbex H 0OpHB)
[ToBHIIEHHE HAa NAHKPEATHYHH eH3HMH (KATO JIMNa3a ¥ aMH/Iasa).

HeuyecTu: Morar xa 3acernar 10 1 na 100 gymm

e AJepruyHu peakiluu KaTto cbpbex M ypTUKapHa {BHI KOxeH 0OpuB)
Jexuaparauus, NnoOHAKOra ¢ HaMaJiaBaHe Ha ObOpeunaTa PpyHKUUSA
HepasnonoxxeHue

KaMbHH B KTBUKATA

Br3ananeH x1bUeH MEXYP

IlpoMaHa BEB BKYyCa

3abapaHe NpH MU3NPa3BaHETO HA CTOMAXa.

C Heu3BeCTHA YeCcTOTA: OT HATMYHHTE JaHHH He MoXe fa Obae HalpaBE€Ha OLICHKa

e byuku nox koxara — MOXe 1a C€ ABJDKAT Ha HATPYIBaHE HA OENTHK, HApEUEeH aMHIOH
(koXHa aMMNIOH103a; HE € U3BECTHO KOJIKO YECTO Ce CJIyuBa TOBA).

CholmaBaHe HA HeXKEJIAHH PeaAKIHH

AKO MONMYYHTE HAKAKBH HEXKENAHHK JICKADCTBEHHN PeakiUMy, yBeqoMeTe Bawus nekap wim dpapMaueer.
Tora pkiIOUYBa BCUUKH BB3MOKHH HEOMUCAHHW B Ta3H JIMCTOBKA HEXKEJIaHU peakiii. MoxkeTe ChuIo Aa
CBHOOLIUTE HEXENaHH peakiUn AMPEKTHO 4pe3: M3mbiHuTeHa areHIMA No JekapcTsaTa, ya. ,.JlaMaH
Mpyes* Ne 8, 1303 Codus

Ten.: +359 2 8903417

yeOcaliT: www.bda.bg
Kato cnoflaBaTe HeXeslaHH peakLMH, MOXETe fja JaleTe CBOS NMPUHOC 3a MOJy4aBaHE Ha ITOBEYE

HHGOpPMALIMS OTHOCHO HE30MacCHOCTTa Ha TOBA IEKAPCTBO.
5. Kak aa chxpangpaTte 3erayxkcesn
Jla ce ¢bXpaHABa Ha MACTO, HEAOCTHITHO 3a AcLA.

- He n3non3saiite TOBa N€KapcTBO Cliel] CpOKa Ha FOAHOCT, OTOeNA3aH BbPXY €THKETa HAa NUCANIKATA U
KapTOHEHATa OrnakoBkKa ciej ,.J oaeH no:”. CpoKeT Ha TOZHOCT OTrOBapA Ha MOCJeIHKHA JE€H OT
NOCOUEHHUS Mecell. |

I1peny oTBapaHE:
Ha ce cuxpaudsBa B xnaaniaHuK (2°C—8°C). Mla ne ce 3aMpassaea.

Ilo Bpeme Ha ynoTpeba.

B rnipoabipkeHne Ha 1 Mecel MOXe 1a CbXpaHABaTe NUcanKara rnpu Temnepmypa non 30°C wiu B
xnagunauk (2°C-8°C). Jla He ce 3ampa3zsea.

Koraro He W3MoJi3BaTe MMcankara, 1 CbXpaHsaBalTe ¢ ITIOCTaBeHa Kanauka, 3a Aa ce Mpeanasu ot
CBETNMHA.

He u3non3eaiite ToBa 1€KapcTBO, KO pa3TBOPLT He € OUCTLP U Oe3lBeTeH WK Noy

He u3xpobpagiite iexapcTBaTa B KaHAJIM3aLMATa WIH B KOHTelHepa 3a JOMaIlHU OTH}
[lonutaiite Baiuma gapmaleRT Kak Aa H3XBBPIATE JEKAPCTBATA, KOUTO BEYE HE U3
MEpKH Llle CTOMOTHAT 33 ONa3BaHe Ha OKOJIHATA Cpe/ia.
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6. Corabpkanae HA ONAKOBKATA H AONBJIHHTENHA HHPOpMAHS

Kakpo cpanpxa 3eraykcen

—  AKTHBHOTO BELLIECTBO € NTHpariyTHA. | ml OT MHDKEKUMOHHHUS Pa3sTBOp ChAbpXKa 6 mg
naparayTtii. Eqda npeapaputenHo HanbjIHEHA OHCAIKa Chabpxka 18 mg IupariyTha.

— JIlpyrure ¢hCTABKM Ca HATPHEB LIMTPAT OUXHAPAT, MPONWIECH [JIMKOMN, GEHOM U BOAA 33 MHKEKLMK.
B nonbiaHeHue Moxe Aa ca A06aBEHH COJIHA KHCEIMHA H/WIM Pa3TBOP Ha HATPHEB XMAPOKCHA 34
perynupaHe #a pH.

Kak aaraexaa 3eryKceH H KaKBO ChALPXKAa ONAKOBKATA

3erNyKCeH ¢e A0CTaBsa KaTo OMCTLP U Oe3LBETEH WM NMOYMTH OE3LBETEH Pa3sTBOP 3a HHXKEKLIUA B
NpeJBapHTEIIHO HaNTkJIHEHA NUcanka. Beska nucanka cxabpaka 3 ml pasreop, Aocrasain 30 no3u OT

0,6 mg, 15 no3u ot 1,2 mg nnu 10 po3u ot 1,8 mg.

3eraykKCceH ce npeaiara B ONakoBKH, Chabpxkawy 1, 2, 3, 5 nucanky Wid rpynoBa onaxkoBka,
CbABPKALLA 2 ONAKOBKH OT 5 MpEABAPHTEIHO HAITLIHEHH NHCANKHK (10 npeasapHTENHO HATBJIHEHH

nucaiku). Urinure He ca BKIIOYEHU B ONAKOBKaTa.

IlpuTexares Ha paspemensEeTo 32 ynorpeda u Ifponssoauren

IIpuTexkaTe) HA pa3spelleHAETO 3a ynoTpeda

Zentiva, k.s.

U kabelovny 130
Dolni Mé&cholupy
102 37 Prague 10

Yewka pemybnuka

IIpOH3BOAHTE/IH

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park,

Paola PLA 3000
Manta

HIIH

Profarma UAB,

V. A. Graiciuno Gatve 6-2, Vilmaus M. Sav.,

Vilmus, LT-02244,
JluTRa

ToBa JekapcTBO € paspemeHo 3a ynorpeba B AbpxxaBaTe-4/1¢HKH HA EBponeifickoTo

HKOHOMHYECKO IPOCTPAHCTEO MOJ CJIeNHHTE HMEHA:

Abpkaba HanMeHOBaHHE

ABCTpUS Zegluxen 6 mg/mi Injektionslésung in einem Fertigpen
bbnrapus 3ernykceH

Yewka pemyOinrika ZEGLUXEN

[lonua ZEGLUXEN

PyMbHHUS ZEGLUXEN 6mg/ml solutie injectabila in stilou preumplut
XbpBaTHA Zegluxen 6 mg/ml otopina za injekciju u napunjenoj brizgalje#

JlaTa HA NOC/IEARO NPEPA3TICKAAHE HA JHCTOBKATA:

30.04.2026 .




UHCTPYKIIUUA 3A YIIOTPEBA HA ITMCAJIKATA 3EI'/ITYKCEH

MouJisi, IpoYeTeTe BHHMATE/IHO Te3H HHCTPYKIHH, NPeAH 1A
n3noJi3Bare Bamara nucaJika.

Bawara nucanka ce npeiara ¢ 18 mg nuparnyrua. Moxere 1a

n3bupare 103u ot 0,6 mg, 1,2 mg u 1,8 mg. [Nucankara e Wirna (npuMep)

BrLIpewHa Epprmes

peHa3Ha4yeHa 3a U3M0JI3BaHe ¢ MHKEKLIMOHHH MIJIM 34 €JHOKpaTHa SO i
ynorpeba. -
Hraure He ca BKJIIOYEHH B OMAKOBKAaTa. Q b -8 g |

BD Ultra fine ™ wrnm 3a enHokpartHa ynorpeta uiu NovoFine®
WIJIK 3a €IHOKpaTHa ynorpeda ce npenopbysar ¢ ToBa yCTPOHCTBO.

i

N 7 WOHHa NKCcanka Mapkep 3a
oo HakpanHUK NPOBEPKa Ha
Ha NaTpoHa TR Ciana Ma byToH 3a N3TUYAHETO
KanaykaHa [ymeHa - CTpenka Apo3upaHe

NACaNKaTta 3anywankKa d
|

1
Ckana Ha
NaTPOH

i

CenekTop
Ha Ao3arTa

[Hoaroroska Ha Bamara nucaJjika

IIpoBepere HMETO H BETHHS eTHKeT Ha Balara nucalika, 3a /1a ce yBEpUTE, Y€ ChIAbpiKa JIMPariyTHA.
Ynorpebara Ha NOrpeLHo JIEKAPCTBO MOXKE Ja NPHUYMHH CEPUO3HO YBpEKIaHe.

(CpajieTe KanadkKara Ha nuicajkara.

OTcTpaHeTe XapTHEHHUA €THKET OT HOBA MIJia 3a €/IHOKpaTHa

lynorpeba. 3aBuiiTe Urjaarta 3paBo M TUIbTHO BbpXY Baluara
nucaska.

CBaJieTe BBbHILHATA Karna4ika Ha vrijiata v i 3arnasere 3a rno-KbCHO.




k:BﬂJ]ETE! BLTPECLIHATA Kalla4Ka Ha UIJjlaTa U A1 U3XBbPJICTC.

. BuHaru u3nosi3BaiTe HOBa Mrja 3a BCAika MHXKEKLMA. ToBa HamajisiBa pUCKa OT 3aMbpPCIBaHE,
MHGbEeKTHpaHe, U3THYAHE HA JIMpPArlyTH/L, 3anyLIEeHH UIJIH H HETOYHO J03UpaHe.
l~.  BHuMmaBaiiTe aa He nperbHeTe WK NMOBPEAUTE UIjlaTa.

Hukora He ce onuTBaiTe Ja nocraBsaTe o0OpaTHO BbTPELIHATA Kanavyka BbpXy uriara. Moxe aa ce
Obopaere ¢ urnara.

I'puxka 3a Bamara nucaJjika

. He onutraiiTe 1a nonpasare Bawara nycanka WM Ja g pasrinodssare.

. [TazeTe nucasikara OT npax, 3aMbpCiIBaHE U BCAKAKBH TEYHOCTH.

. [TourcTBaiTe NUcankara ¢ Kbpna, HaroeHa che ¢J1ad noYyKrcTBaLl npenapar.

. He ce onuTBaiTe 1a MMETE, HAKUCBATE WM CMA3BaTEe MUcCaJIKaTa — TOBa MOKE /J1a s OBPE/HU.

I~ BaxHa HHpopMaLHs

. He npeorcrenBaiite Balara nucaika Ha HUKOIO.

. CpxpaHsiBaiTe nucajikata Ha MACTO, HEJIOCTBITHO 3a Ipyry Xopa U 0co0eHO 3a Jieua.

. Bceku eH npoMeHsiTe MACTOTO HAa MHIKEKTHPaHeE, 3a J1a C€ HaMaJli PUCKBT OT OOpa3yBaHe Ha
Oy4KHU.

ﬂpll BCHKA HOBA IMHCAJIKA, IPOBEPETE HITHYUYAHCTO

IpoBepsiBaiiTe H3ITHYAHETO, NPeJAH NbPBOTO HHKEKTHpPAaHE C
BCAKA HOBA MHCAJIKA. AKO Be4Ye H3M0JI3BaTe NMHCAJIKATA,

npemuHere KoM ,,30Hpane Ha jgo3ara®, cronka 3.

BaBbpTETE CENeKTOpa Ha /103aTa; J0KATO MApKEPLT 3a NPOBEpPKa Ha
M3THYAHETO CE€ U3PABHHU CbC CTPEJIKATA.

U3bpan e
Mapkep 3a
NPOBEPKa Ha
no3ara

Baﬂp'b}lﬂ'e MUCAJIKaTa C HACOYCHA HArope Murilia. Jleko l'l(}lly!{&ﬁTe a

{:;IHTPDHB. C NPbCTA CH HAKOJIKO IMbTH. [10 TO3K Ha4YHUH MCXYpHECTaTa
b31YX LIC CC C'I:ﬁepaT B 'OpHATaA 4a4CT Ha I1aTpOHa.

(%




PBKTE WIJlaTa HaCOYeHa Harope 1 HatucHere OyToHa, nokaro 0 mg | 3
acTaHe cpelly CTpesKara.

Ha Bbpxa Ha urjara TpsAOBa J1a ce MnosgBH Karika JuparjyTHa. AKO He
Ice nosABM Kanka, nosropere cTbiku A 10 2K 10 YETHPH ITBTH.

AKO BCE OLLE HAMA Karllka JIMparjlyTH1, CMEHETe Urjiata u noBTopeTe
cTbnku /A 10 2K olle BeHbXK.

He u3non3BaiiTe nucaikara, ako BCe OllE HE Ce MosBABa Karlka
nuparayTui. ToBa rnokasea, ye nucajikara € aedexrHa u Tpsadsa 1a
W3M10J13BaTe HOBA.

i AKO M3MYCHETE MucajlkaTa BbpXY TBbp/ia MOBbPXHOCT WJIM MOA03MpATe, Y€ HELO He € Hape/l ¢ Hed,
BMHArW MOCTaBsiTe HOBA UIJIa 3a €JIHOKpaTHa ynoTpeda v npoBepsBaiTe M3THYAHETO,
Npeau Aa HHKEKTHpaTe.

N30HpaHe HA 103aTa

Bunaru npoepsiBaiite Aajin crpejkara co4n 0 mg.
BaBbpTETE CEJIEKTOpA Ha J103ara, 10KaTo Heobxoaumara Bu 103a
BactaHe cpeuty crpenkara (0,6 mg, 1,2 mg wiu 1,8 mg).

AKO CT€E H36PHJ'IH Mo NnorpeuKka HernpasujiHa 103a, 1npocTo A
[TPOMEHETE, KAaTO 3aBbPTHUTE CCJICKTOPA HA A03aTa Ha3a/l HJIH HAIIpEl,
JIOKATO MNMpaBHJIHATA A03a 3aCTaHC CPCLLy CTpEJIKaTa.

Korato 3aBbPTATC CCJIICKTOPA HA 1034aTa HA34ll, BHUMABAMTE J1a HE
HATHUCHETC 6}’TDH&, TbH KaTO MOKE J1a U3Te4Ee JIMpariiyTu/.

N36paHun 0,6 mg

AKO CeJIEKTOPBT Ha J103aTta cripe npead Heodxoaumara Bu 103a ;na
BacTaHE CpeLly CTpeJiKaTa, 3Ha4d He € OCTaHaJl 1I0CTaTb4HO

TMparIyTH] 3a €1Ha IThJIHA 103a. B TakbB ciyyail Moxkere: -

N36paHn 1,2 mg

ga paszoeiume 003ama HAa 08€ UHNCEKWUU.:
aBbPTETE CEJIEKTOPA Ha /103aTa B €/1Ha OT JIBETE MOCOKH, J0KATO 0,6

mg Wid 1,2 mg 3acTaHe cpelly CTpelikara. ﬁ N36paHun 1,8 mg
NmxkekTupaiite ao3ata. Ciea ToBa NoJAroTBeTe HOBA NUcalika 3a
MHKEKTHPaHe U MHKEKTUpaNTe OCTaBalloTO KOJIMYECTBO mg, 3a Ja

BaBbPILIHATE 103aTa CH.

MoskeTe fa pa3iesuTe J103aTa MexX/1y HacTosllara Bu nucanka u
HOBA MUcajKa, ako cTe 00y4YeHHM WM BalmsaT MeIMLIMHCKH
cneuuranucT Bu e 00acHun kKakBo na Hanpasute. U3noaseaiite
KAJIKYJ1aTOpP 3a U3YUCIIIBAHE Ha J103UTe. AKO pa3jie/IuTe 03arTa
NMOrpelIHo, MOXKE 1a MHIKEKTHpaTe TBbP/I€ MHOIO MJIM TBbP/IE MAJIKO
JIMparjyTH]I.

da unxcekmupame yanama 003a ¢ HO8aA RUCAIKA: AKO CEJIEKTOPBT
Ha no3ara crnpe npead 0,6 mg na 3acraHe cpelly CTpeikara,
NOArOTBETE HOBA NHUCAJIKA U MHXKEKTHPAKMTE LislaTa J103a C Hes.




i, He ce onurgaiite na usbepere n03a, paznuuna ot 0,6 mg, 1,2 mg uau 1,8 mg. [{udpure Ha ckanara Ha
no3ara Tpsa0Ba /1a 3acTaHaT TOYHO CpeLLy CTpeJiKaTa, 3a 1a C€ OCHIypH NMpWJiaraHeToO Ha npaBujiHa 103a.
CenekTopbT Ha J103aTa npUilpakBa npu pbpreHe. He usnosnssaiire Te3u npuyilpakBaHus, 3a 1a u3oepere
Baiwara no3a.

He u3nosn3BaiTe cKajlaTra Ha naTpoHa, 3a a U3MEpPHUTE KOJIKO JIMparjyTH 1a HHKEKTHpaTe —

TS HE € JJOCTATBhYHO TOYHA.

HUnkeKTHpaHe HA 103aTa

B!capai"ne HIVIATA B KOZKATAa CH, KATO H3I10JI3BATC TCXHHKATA 34 m
HHXKCKTHPAHE, KOHATO Ca Bu noka3zajn JEKAPH HJIH
MCAHINHHCKATA cECTpa. Caen ToBa cna3sBaure YKa3aHHATA 1O~

moJIy:

HarucHere OyToHa, 3a 1a HHXKEKTUpATe, 10KaTo 03Ha4YeHueTo 0 mg
BacTaHe Cpelly cTpejikarta. BHUMaBaWTe J1a HE JIOKOCHETE CKajlaTa Ha
1o3aTa ¢ APYruTe CH MPBHCTH U [1a HE HATUCHETE CEJIEKTOpa Ha
yo3aTa OTCTPaHM, 10KaTo HHKEKTUpare. ToBa e, 3a J1a He ce OJIOKHUP?
MHXKEKTUPAHETO.

BaapbKTe OyTOHA HATUCHAT U OCTABETE MIJIaTa Mo/l KoXKaTa Hau-
MaJIKO 6 cexyH M. ToBa ce npaBu, 3a aa ce

OCUI'YpH NpHJIaraHeTo Ha LjiaTa J103a.

(CBanere vrJjara.
Cnej ToBa, Ha BbpXa Ha WIJjlaTa MOXKE Jla UMa Karka JIMparjyTH/.
ToBa € HOpMaJIHO M HE ce oTpa3saBa Ha Baiuara j03a.

[TocraBeTe BbpXa Ha MIjaTa BbB BbHIIHATA i Kanauka, 0e3 j1a
JIOKOCBATE Karnayvkara.

Koraro urnara € rnokpura, BHUMaTeJIHO HATUCHETE BbHIIIHATA
Kara4yka Ha urjiata aokpai. CiieJl ToBa pa3BUMTE UIJiaTa.
BHUMATEIHO U3XBBPJIETE UIJlaTa M MOCTaBETE OTHOBO Karna4vkara Ha
nmuacajikara.

Koraro nucankara ce u3npa3Hd, BHUMATEJIHO A U3XBbpJieTe, 0e3
NpUKpeneHa uriia. Moss U3XBbplieTe nucajkara U urijara cbrjiacHoO
MECTHUTE U3UCKBAHMA.

i BuHaru orcTpaHsBaiTe Mriara cie/l BCika MHIKEKLMA U CbXpaHsaBalTe Baluara nucanka 6e3
NMpUKpereHa uriJia. |

i ToBa HamasigBa puCKa OT 3aMbpcsBaHe, HHPEKTHpPAHE, H3THYAHE Ha JIMpariyp NULJIH Y
HETOYHO J103UpPaHE. ‘
i OOrpukBauTe Jinua TpsAdBa 1a ca MHOIO BHUMATEIHU NpU padora ¢ U3
u30erHaT HapaHs BaHe C TAX U KpbCTOCAHa UH(EKLIMS.
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