MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vT03n JIEKapCTBEH MPOIYKT IOJICKU Ha AOIBIHUTENHO HaboeHne. ToBa e mo3Boiau 0bp30To
yCTaHOBSIBaHE HA HOBAa MH(POPMALIUS OTHOCHO Oe3omacHocTTa. OT MEAUIIMHCKHUTE CIICIIHAIMCTH Ce
M3UCKBA Jla ChOOIABAT BCSAKA ITO03UpaHa HeXKeNaHa peakiys. 3a HaunHa Ha ChoOIIaBaHe Ha
HEXEJIaHU PeakLUu BUKTE Touka 4.8.

1. HNME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 2,5 mg MHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITbJIHEHA MTUCATIKA

Mounjaro 5 mg WHXEKIIMOHEH Pa3TBOP B MPEIBAPUTETHO HAIbJIHEHA ITHCAIIKA

Mounjaro 7,5 mg WHXKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBIHEHA TIHCATKA

Mounjaro 10 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HATBJIHEHA MTHCANIKa

Mounjaro 12,5 mg HHXEKIHOHEH pa3TBOP B NPEABAPUTEIHO HAITbIHEHA MTUCAJIKA

Mounjaro 15 mg MHXEKINOHEH pa3TBOP B NPEABAPUTEIIHO HAITBIHEHA MTUCAJIKa

Mounjaro 2,5 mg WHXEKIIHOHEH Pa3TBOP BHB (DiIakoH

Mounjaro 5 mg MHKEKIIHOHEH Pa3TBOP BBB (hIaKOH

Mounjaro 7,5 mg WHKXEKIIMOHEH Pa3TBOP BHB (DIIAKOH

Mounjaro 10 mg HHKEKIIMOHEH Pa3TBOP BHB (IaKOH

Mounjaro 12,5 mg WHXEKIIHOHEH Pa3TBOP BHB (IIAKOH

Mounjaro 15 mg nHXEKIMOHEH Pa3TBOpP BB (PIIaKoH

Mounjaro 2,5 mg/noza KwikPen urkekinoHeH pa3TBOp B IIPeIBapUTETHO HAIThJIHEHA MU CATTKA
Mounjaro 5 mg/no3a KwikPen uHKeKIIMOHEH pa3TBOp B MPEIBAPUTEIHO HAITBITHEHA THCAIIKA
Mounjaro 7,5 mg/noza KwikPen nHXeKIIMOHEH pa3TBOP B MPEABAPUTEIHO HAITBJIHEHA MUCATTKa
Mounjaro 10 mg/no3a KwikPen nmkekunoHeH pa3TBop B IPEABAPUTEIIHO HAITbJIHEHA MU CAIKA
Mounjaro 12,5 mg/no3a KwikPen nHKeKIIOHEH pa3TBOP B NMPEABAPUTEITHO HAITBIHEHA MICATKA
Mounjaro 15 mg/no3a KwikPen nHkeKoHeH pa3TBOp B MPEIBAPUTEIHO HATbIIHEHA TTHCAIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

[IpenBapuTeHO HAITBIHEHA ITMCAJIKA, €HOI030Ba

Mounjaro 2,5 mg unsicekyuonen pasmeop 8 npedeapumenno HanbiHeHa NUCAIKA
Bcesika nmpeaBapuTennHo HaTbIIHEHA MTMCANKA ChABPKa 2,5 mg tup3enaruf (tirzepatide) B 0,5 ml
pastBop (5 mg/ml).

Mounjaro 5 mg unscekyuonen pazmeop 6 npeogapumenHo HanviHeHa NUCAIKA
Bcska mpeaBapuTeTHO HaIThIHEHA MMHCANTKA ChABPXKA S mg Tup3enatuy (tirzepatide) B 0,5 ml pa3TBop
(10 mg/ml).

Mounjaro 7,5 mg undxcekyuoner pazmeop 6 npeosapumento HanviHeHa NUCAIKA
Bcska mpeaBapuTeTHO HaITBIHEHA MHCANTKA ChIABPKa 7,5 mg Tup3enarun (tirzepatide) B 0,5 ml
pastBop (15 mg/ml).

Mounjaro 10 mg unsicekyuonen pasmeop @ npeosapumeno HanbiHena NUCAIKa
Bcesika peiBapuTeNHO HaITBJIHEHA MUcaiKa chabpxka 10 mg tupsenaruy (tirzepatide) B 0,5 ml
paztBop (20 mg/ml).

Mounjaro 12,5 mg unsxcekyuonen pasmeop 6 npeosapumento HanviHeHa NUCAIKa
Bcesika mpeBapuTeHO HalTbJIHEHA MUCalKa chaAbpKa 12,5 mg tupsenaruy (tirzepatide) B 0,5 ml
pastBop (25 mg/ml).

Mounjaro 15 mg unsicexkyuonen pasmeop 6 npedsapumenno Hanvianena nucaikaBeska
NpeaBapUTEIHO HATbJIHEHA MUcallka Chabpika 15 mg tup3enatun (tirzepatide) B 0,5 ml pa3tBop
(30 mg/ml).



diakoH, €eTHOI030B

Mounjaro 2,5 mg unscekyuonen pazmeop 6v8 PaaKoH
Bcesika mpeaBapuTeNHO HaITbJIHEHA MUCAJKa ChABPXKA 2,5 mg Tup3enatus (tirzepatide) B 0,5 ml
pastBop (5 mg/ml).

Mounjaro 5 mg unscekyuonen pazmeop 6v8 PIaKon
Bcesika npeBapuTeiHO HaTbJIHEHA MTUCANKA ChABPkKa 5 mg Thup3enatus (tirzepatide) B 0,5 ml pazreop
(10 mg/ml).

Mounjaro 7,5 mg unscekyuoner pasmeop 6v6 (iaKoH
Bcesika npeBapuTennHO HaTbITHEHA MTUCANKA ChABPKa 7,5 mg tup3enaruf (tirzepatide) B 0,5 ml
pastBop (15 mg/ml).

Mounjaro 10 mg unoxcexyuoren pasmeop 6v8 (hiaKou
Bcsika mpenBapuTeTHO HaITBIHEHA MHCANTKA ChIabpka 10 mg tup3enatux (tirzepatide) B 0,5 ml
paztBop (20 mg/ml).

Mounjaro 12,5 mg unsicekyuonen pasmeop 6v6 ¢rakou
Bcsika mpeaBapuTeTHO HaITBIHEHA MMUCANTKA ChABPKa 12,5 mg tup3enaruy (tirzepatide) B 0,5 ml
pastBop (25 mg/ml).

Mounjaro 15 mg unsicexyuonen pasmeop 6v8 Qiaxou
Bcesxa npenBapuTenHO HabITHEHA MTUCANIKA ChABPKA 15 mg Tup3enaruy (tirzepatide) B 0,5 ml
pasztBop (30 mg/ml).

[IpenBapurenno nHampaHena nucanka (KwikPen), mHOrO1030Ba

Mounjaro 2,5 mg/0oza KwikPen unoicekyuonen pasmeop 6 npedgapumenno HanviHeHd NUCAIKa
Bceska mosa ceappika 2,5 mg tupsenaruf (tirzepatide) B 0,6 ml pastBop. Besika MHOTO1030Ba
MpeBapUTEIHO HATbJIHEHA Mucaika chabpka 10 mg tupsenatun B 2,4 ml (4,17 mg/ml). Besika
nucaigka goctass 4 1034 oT 2,5 mg.

Mounjaro 5 mg/0osza KwikPen unowcekyuonen pazmeop 6 npeogapumento HanviHeHd NUCAIKd
Bcesika mo3a ceabspxa 5 mg Tup3enarun (tirzepatide) B 0,6 ml pasrBop. Besika MHOTO1030Ba
MpeIBapUTETHO HAIThJTHEHA MHcaika chabpka 20 mg tupzernarun B 2,4 ml (8,33 mg/ml). Besika
MrcajgKka q0cTaBs 4 1034 OT 5 mg.

Mounjaro 7,5 mg/0o3a KwikPen unsicekyuonen pasmeop 6 npedgapumenno HanviHeHda NUCAIKa
Bceska mosa ceappika 7,5 mg tup3enaruy (tirzepatide) B 0,6 ml pastBop. Besika MHOTO1030Ba
MpeBapUTEIHO HATBIIHEHA Mucaika chabpka 30 mg tupzenatun B 2,4 ml (12,5 mg/ml). Besika
nucaika goctass 4 go3u ot 7,5 mg.

Mounjaro 10 mg/ooza KwikPen unsicexyuonen pazmeop 6 npedsapumento HanviHeHd NUCAIKA
Bcesika no3a ceabppika 10 mg tupsenaruy (tirzepatide) B 0,6 ml paztBop. Besika MHOTO1030Ba
MIPEeIBAPUTETHO HAITBIHEHA MHcalika chbpxka 40 mg tupsenatun B 2,4 ml (16,7 mg/ml). Besika
mucaika gocrass 4 go3u oT 10 mg.

Mounjaro 12,5 mg/0o3a KwikPen unsicexyuonen pasmeop 6 nped8apumento HanviHeHd NUCaiKa
Besika mo3a ceappika 12,5 mg tup3enarun (tirzepatide) B 0,6 ml paztBop. Besitka MHOTO1030Ba
NpEeABAPUTEITHO HAITBIHEHA IUcalika chabpka 50 mg tupsenaruy B 2,4 ml (20,8 mg/ml). Besika
nucaika gocrass 4 no3u ot 12,5 mg.

Mounjaro 15 mg/0o3a KwikPen unscexyuonen pasmeop 8 npeogapumenno HanviHeHa NUCaiKa
Besika no3a ceabppika 15 mg tupsenaruf (tirzepatide) B 0,6 ml paztBop. Besika MHOTO1030Ba
MIPeIBAPUTETHO HAITBIHEHA THcaiKka cbabpxa 60 mg Tupsenatua B 2,4 ml (25 mg/ml). Beska
MUCaIKa J0CTaBs 4 1031 OT 15 mg.



3a IIBJIHMS CIIMCHK Ha ITOMOIIMHUTE BEUICCTBA BUXXTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
MHXeKunoHeH pa3TBOp

buctep, Oe3nBeTeH 10 OJICTOKBIT Pa3TBOP.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHHN MOKAZAHUSA

3axapen jquader Tum 2

Mounjaro € moka3aH 3a JICUCHHE MPU Bb3PACTHHU ChC 3aXapPCH IUA0ET TUI 2 KaTo AOMBJIIHEHUE KbM JIUETa
U YIIpaKHEHHS

. KaTO MOHOTEpaIHsl, Koraro MeT(hOPMHH CE CUMTA 33 HEIIOIXOAAI OPpali HEHOHOCUMOCT WIIH
HaJM4H€ HA IPOTUBOIIOKA3AHHUS
. B JIOII'BJIHEHUE KM JPYTH JIEKAPCTBEHH MPOJYKTH 32 JICUeHHE Ha Iualer.

3a pe3ynraTuTe OT MPOYYBAHETO IO OTHOIICHWE HA KOMOMHAIMUTE, €PEKTUTE BBPXY TIIMKEMUYHHS
KOHTPOJ U U3CIEBaHUTE NOMyJaluu, BUxTe Touku 4.4, 4.5 u 5.1.

KOHTDOJ'I Ha TCTJI0TO

Mounjaro € rmoka3aH KaTo AOIbJIHEHHE KbM JHMETa C HAMAJICHO ChIbP)KaHNE Ha KAJIOPUH U MTOBHUILICHA

(hm3nyecKa aKTHBHOCT 3a PETYJIMPaHe Ha TETJIOTO, BKIFOUHUTEIHO 3ary0a U Mo bpiKaHe Ha TerIoTo,

NpY BB3PACTHU C HAYaJICH MHACKC Ha TenecHa Maca (MITM)

e >30 kg/m’ (3aTurbCcTABaHE) MK

o >27 kg/m2 o <30 kg/m2 (HamHOPMEHO TeTJI0) MPHU HAJTMYKE Ha MTOHE €HO CHIThTCTBAIIO
3a00JIsIBaHe, CBHP3aHO C TETJIOTO (HAIP. XUIIEPTOHUS, TUCIIUITUACMHUS, OOCTPYKTHBHA ChHHA
amHesl, ChpJICYHOCHI0BO 3a00IsIBaHe, IpeuadeT Wiu 3axapeH quadet Tvir 2).

3a pe3yaTaTUTe OT M3MHMTBAHETO IO OTHOIICHHWE Ha OOCTPYKTHBHATA ChHHA amHes (obstructive sleep
apnoea, OSA) BmxTe Touka 5.1.

4.2 Jlo3upoBKAa U HAYMH HA NPUJIOKEHHE

gO3I/I[20BKa

Hauannrara mo3a Tup3enatua e 2,5 mg Bequwk ceqmudaHo. Creq 4 ceaMuIy 1o3arta TpsioBa 11a ce
YBEJIMYH JI0 5 Mg BETHBK CSAMUYHO. AKO € HEOOX0AUMO, MUHUMYM Clie]] 4 CEIIMUITA MOXKE JIa Ce
HaNpaBy yBEeJIMYCHUE Ha HACTOAMIATA J03aTa Ha CTHIIKH 110 2,5 mg.

[IpenoprunTennuTe TOLIBPKAIIM 1034 ca S mg, 10 mg u 15 mg.

MakcumaiiHata n103a € 15 mg BeAHBX CEAMUYHO.

Korato Tup3enarus ce 106aBu KbM MPOBEKIaHA B MOMEHTA TEpanust ¢ MET(HOPMHH H/HIH HHXUOUTOP
Ha HaTPUEBO-TIIOKO3HUS KoTpaHcnoprep 2 (sodium-glucose co-transporter 2 inhibitor, SGLT2i),

Hacrosmara go3a MethopmuH u/mmu SGLT21 Mmoxe ma ce 3amasm.

Korato Tup3enarua ce 1o6aBu KbM IIPOBEXKIaHA B MOMEHTA TEPAIHs ChC CYIPOHMITYPEHHO
IIPOM3BOJHO W/WUJIM UHCYJIMH, MOXeE Jja c€ OOMUCIIM HaMaJIsIBaHE Ha J103aTa Ha CyI(pOHUIYpeHHOTO



NPOM3BOJHO WM MHCYJIMHA 32 HAMaJIIBaHE Ha PUCKa OT XUMorimukeMus. Heo6xoaum e caMOKOHTPOI
Ha KpbBHATA 3axap, 3a Ja ce KOPUIHpa J03aTa Ha CyJlI(OHWIYPEHHOTO IPONU3BOIHO U HHCYJIMHA.
[IpenopbuBa ce moeramneH MOAX0/ Py HaMaJIIBaHETO Ha J103aTa Ha MHCYJIHHA. (BXK. TOUkH 4.4 u 4.8).

[Iponycuamu 0o3u

AKo efTHA 1032 € TIPOITyCHATa, TS TPSOBa Ja ce MPIIIOKH BH3MOKHO Hall-CKOPO B paMKUTE HA 4 JTHH.
AKo ca MUHaJIM MoBeYe OT 4 IHU, HE MpUJIaraiTe MpoIycHaTaTa 103a U IPUIOXKETE ceaBaliara 103a
B PEIOBHO IUTAaHUpaHUs AcH. [Ipy BCHUIKH ciTydan HAlUEHTUTE MOTaT J1a Bhb30OHOBIT OOMJaifHaTa CH
cxema Ha Mpujiarane BeIHBX CeIMUIHO.

Ipomana na cxemama na npurazame

JleHsT OT ceaMumIIaTa, B KOWTO Ce MpuUiara TUP3enaTh i MOXKe Jla Ce MPOMEHU, aKo € He00X0IUMO,
CTHTra BPEeMETO MEX/y JIBE J03HU Ja € Hail-Maiko 3 THH.

Crenuaiasy IonyJIainu

Cmapuecka év3pacm, nol, paca, emHU4ecKa NPUHAOLEHCHOCT WU MEleCHO Me2ilo

He e HeoOxo0muMo KOpUTHpaHe Ha J03aTa Bh3 OCHOBA Ha Bh3pacT, 0JI, paca, eTHHYECKA
MIPUHAJICKHOCT WU TEJICCHO TerIo (BXkK. Touku 5.1 u 5.2). FiMa MHOTO OrpaHWYeHU JaHHU NPU
MAIMeHTH Ha Bb3pacT > 85 ToAWHU.

Bvopeuno yepeacoane

He ce Hanara xopurupase Ha J103aTa MMPH MaUEHTH ¢ ObOPEYHO YBpEXKIaHE, BKIFOUUTEIHO MIPH
TepMHUHAJICH cTanuit Ha OK0peuna 6osect (End Stage Renal Disease, ESRD). OmutsT ot ynorpedara
Ha TUp3eNaTH/] PH NMAIMEHTH C TeXKa cTerneH Ha Ob0peuHo yBpexaane u ESRD e orpanndes.
Tps0Ba 1a ce MOIX0XKa C MOBUILICHO BHUMAaHHE TIPH JICUSHUETO Ha TE3U MAIMEHTH C THP3EMaTHI.
(BXk. TOuka 5.2).

Yeprodpobno yepesicoane

He ce Hanara kopuripase Ha J03aTa MpH NAUEHTH ¢ YepHOAPOOHO yBpexkaane. ONMUTHT OT
yrnorpebara Ha THP3CMATH/I [IPHU MAIMEHTH C TEXKKO YSPHOAPOOHO YBPEKIAHE € OrPaHUUCH.

Tps0Ba 1a ce MOaX0KIa C TIOBUIIEHO BHUMAHKE TIPH JICYUEHHETO Ha TE3H MaIMeHTH ¢ THp3enaTh I (BK.
TOuKa 5.2).

Ileouampuuna nonynayus
BezonacHocTTa M erkacHOCTTa Ha THpP3ENaTHA NPH Jela Ha Bb3pacT oA 18 roquHu Bee olle He ca

YCTaHOBCHHU. Jluncear JaHHHU.

Hauun Ha npuiioxeHue

Mounjaro TpsiOBa Aa ce MHKEKTHPa TIOJKOXKHO B 00JI1acTTa Ha KopeMa, OeIpoTO WIIM roOpHAaTa YacT Ha
phKaTa.

I[03aTa MOIKE a CC Mpujiara 1o BCAKO BpEMC Ha JACHA, HE3aBUCUMO OT XPAaHCHCTO.

MecraTa 3a HH)KEKTHpaHe TPsOBa a ce CMEHAT MPH MPHUIIOKEHUETO Ha BCSIKA J103a. AKO MAallUEHTHT
MHKEKTHpa U MHCYJIUH, TOH TpsiOBa 1a HHXekTrpa Mounjaro Ha Ipyro MsCTO 3a HHXXEKTUPaHe.

ITanmenTtute TpsibBa 1a ObIAT TOCHBETBAHM J1a TPOUYETAT BHUMATEIHO YKA3aHUATA 3a yIOTpeoa,
BKITIOUCHH B JIICTOBKATA, PN Ja MPHUIIATaT JIEKAPCTBEHHSI TPOYKT.

3a JomBIHMTETHA HHPOPMAITHS, TIPEIN PUIOKEHHE, BIKTE TOUKA 6.6.



Drakon

ITanmenTHTE M NIHIIaTa, KOUTO CE TPIIKAT 3a TAX, TPSAOBa 13 OBAaT 00yUCHHU B TEXHUKATA HA MTOJAKOKHO
WH)KEKTHpaHe, pey 1a npuiarat Mounjaro.

3a JOmBIHUTETHA HHPOPMAITUS TPEIH MPHUIOKEHUE BIXKTE TOUKA 6.6.
4.3 IIpoTuBomokazaHus

CBpT)X‘-IyBCTBI/ITeJ'IHOCT KBbM aKTHBHOTO BCIICCTBO UJIHN KbM HIKOC OT IOMOUIHUTC BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 CuoeumajHu npeaynpexaeHus U Npeana3sHu MepKy Npu ynorpeda

OcCTBp HAaHKPEATUT

Tup3enatusa He e MPOydeH NPy MalMEeHTH ¢ aHaMHe3a 3a MMaHKpPeaTUT U TpsOBa Jla ce mpujiara ¢
MOBUILIEHO BHUMaHKE MPU TE3U MallUEeHTH.

Nma C’I)O6IIICHI/I$[ 3a OCTHp MaHKPEATUT IIPU NAUUCHTH, JICKYBAHU C TUP3CTIAaTHU.

[MarenTure TpsiOBa 2 ObAAT HHGOPMHUPAHU 332 CHMIITOMHUTE HA OCTBP MAaHKpEaTHT. AKO Ce MOJ03Upa
MAHKPEATUT, MPUIOKEHUETO Ha TUP3ETAaTH]| TPSIOBa Jia ce MPEyCTAaHOBH. AKO JMarHO3aTa MAaHKPEaTUT
ce MOTBBP/H, TUP3ENaTH He TpsAOBa 1a ce npuiiara oTHOBo. [Ipu nurca Ha Apyru mpU3HALK U
CHUMITTOMH Ha OCTBp MaHKPEATHT, MOBUIICHUETO HA MAHKPEATUYHUTE CH3UMH CaMo 1o cede CH He €
MPOTHOCTHYEH OEJIeT 3a OCTHP MAHKPEaTHT (BXK. ToUKa 4.8).

XUNOTIIUKEMUS

[TaruenTrTe, MONMyYaBaly TUP3EIATH]T B KOMOWHAIIMSI ¢ MHCYJIMHOB CEKpeTaror (Harmpumep
CyN(OHUITYPEIHO POU3BOIHO) WM UHCYJIMH, MOXKE JIa UMAT MOBUIIEH PUCK OT XUITOTJITUKEMHUSI.
PuckbT OT XHUTTOTIMKEMIISI MOKE Tla ObJie HaMalleH ype3 HaMassiBaHe Ha J103aTa Ha WHCYJTMHOBUS

CEKpeTaror WM HHCYNInHA (BXK. TOUKH 4.2 1 4.8).

T'acTpouHTeCTUHATIHHI Cd)CKTI/I

TI/Ip3eHaTI/I)Z[ CC€ CBBpP3Ba CbC CTOMAIIHO-YPEBHU HEXKEIAHU PEAKIIMN, KOUTO BKJIIOYBAT raJicHE,
MOBpBINaHe U quapus (Bk. Touka 4.8). Te3u HexxenaHu peakiuy MOTaT Jia J0BEJAT 0 ACXUApaTaIns,
KOETO MOJKE Jla TOBEIe J0 BIIONIaBaHe Ha ObOpeuHaTa (GYHKIUS, BKIFOUUTEITHO 0CTpa OBOpeyuHa
HeIOCTaThYHOCT. [larmenTuTe, TeKyBaHu ¢ TUP3ENaTua, TPSAOBa 1a 0baaT HHOOPMUpPAHH 32
MOTEHITUAITHUS PUCK OT JIEXUIpaTaIHsi, 0COOCHO BbB BPbh3Ka ChC CTOMANTHO-YPEBHHU HEKEIIAHU
pEaKIny, U 1a B3eMaT Mpena3Hi MEpKH, 3a J1a ce M30erHe H3UepIBAaHETO HA TEYHOCTH U
enekTpoiauTeH nucbananc. OcobeHo ToBa TpsAOBa Aa UMa MPEABHU] IPH XOpa B CTapUecKa Bh3PacT,
KOHMTO MOKE JIa ca B MO-TOJISIMA CTEIICH NMPEeAPa3NoIoKeH! KbM IMOI00HU YCIOKHEHUSI.

Texxko CTOMAIIHO-YPCBHO 3a00IIIBaHE

THpSeHaTI/II[ HE € MMPOYYCH IIPpU MaUCHTHU C TCIKKO CTOMAIIHO-YPEBHO 3.’:16OJ'I$1B2.HC, BKIIFOYUTCIIHO
TCXKa racrpomnapesa, u TpSI6Ba Aa CC Mnpuiara ¢ IOBUIICHO BHUMAHUC IIPXU TE3U MAlITUCHTU.

JlnabeTHa peTHHONIATHS

Tupsenatua He € IPOYUEH MPH NAIUEHTH C OCTPpa HempoiaudepaTuBHa JradeTHA PETUHOIATHS, TIPU
KOHUTO € HEOOXO0IUMO JieueHHe, ponudepaTuBHa quabeTHa PETUHONATHS WK JUa0eTeH MaKyJIeH
OTOK U TPsIOBA J1a CE MpHJIara ¢ MOBUIIICHO BHUMAaHHUE TPU TE3U MAIUSHTH C TOAXOAAII0 HAOIIOCHHE.



Acnupaius BB Bph3Ka C 06].1.[3 AHCCTC3HUA UIH ,[[’LJ'I6OK.':1 ceaanus

Cpo0mienu ca cirydan Ha 0enopo0Ha aciupanus npu narueHTy, noxydasamu GLP-1 penentopan
arOHHCTH, KOUTO ca MOJIOKEHH Ha o0l1a aHecTe3us WK Abji0oka cenanus. [lopaau ToBa npean
U3BBPIIBAHETO HA MPOLICAYPHU C 00IIIa aHECTE3HsI MITH ABJIOOKO cefanus Tps0Ba 1a ce UMa MPEeaBH/T
MOBHIICHUSAT PUCK OT HAJTMYKE HA OCTATHYHO CTOMAIIHO CHIABPKUMO MOpaJau 320aBEHO H3Mpa3BaHe Ha
cToMaxa (Bx. Touka 4.8).

CpabpkaHue Ha HATPUH

To3u nekapcTBeH MPOAYKT ChIbpiKa MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.€ MOXKe Ja ce
Kaxke, 4e MPaKTHYECKU He ChIbPKA HATPHH.

ben3uioB ankoxon

To3u JiekapCcTBEH MPOAYKT ChABPXKA 5,4 mg OCH3MIIOB aIKOXOJI BBB BCsika no3a 0,6 ml Mounjaro
KwikPen.

4.5 B3aumojaeiicTBHe C IPYI'd JIeKAPCTBEHU NMPOAYKTH U APYTru ¢GopMu HA B3auMo/IeiicTBUE

Tupsenatua 3a0aBs CTOMAIIHOTO U3IPAa3BaHE U MO TO3UM HAYMH UMa IMOTCHIIAAT 1A TIOBJIHSIEC BEPXY
CKOpOCTTA Ha abCcopOIMs HA CHITBTCTRAINO MPUIATAHUTE MEPOPATHH JICKAPCTBEHU MPOAYKTH. To3n
edexT, Bogent 10 MoHmKeHa Cmax 1 3a0aBEHO tmax, € HAM-M3pa3eH B MOMEHTA Ha 3all0YBaHE HA
JICYCHHUETO C TUP3ETIaTH]I.

B®3 ocHOBa Ha pe3ynTaTuTe OT IPOYYBAHE C [IAPALIETaMOJI, KOMTO € U3IO0I3BaH KaTo JIEKapCTBCH
IPOJYKT MOJIEN 32 OIICHKa Ha e(eKTa Ha TUP3eaTH]] BbPXY M3MPa3BaHETO Ha CTOMAaxa, He ce 0UaKBa
Jla ce HAJIOXKH KOpUTHpaHe Ha Jl03aTa Ha MMOBEYETO ChII'BTCTBAIIO NPUIaraHy NepopaiHy JIEKapCTBEHU
NPOLyKTH. BeIpeku ToBa ce mpenopbyuBa Aa ce HabI0AaBaT MAMEHTHTE Ha JICYEHUE C IIEPOPATHU
JIEKapCTBEHU MPOIYKTH C TECEH TEPANEeBTUYEH UHAEKC (Hamp. BaphapuH, AUTOKCHH), 0COOEHO MpH
3aIoyBaHe Ha JCYEHUETO C TUP3ENaTh/ U IpH MOCIeIBallo MOBHIIaBaHe Ha jgo3aTa. Chuio TpsiOBa aa
ce MMa IpeJBU U PUCKBT OT 3a0aBsiHe Ha eeKTa PH NEepOPaIHH JIEKapCTBEHH MIPOAYKTH, 32 KOUTO €
BaXHO OBP30TO HAYAJIO Ha eeKTa.

ITapaueramon

Crien npuIoKEHHE HA €IMHUYHA 1032 TUP3CTATHI 5 Mg MaKCUMaJIHATa TJIa3MeHA KOHIICHTPALUs Ha
napanetamol (Cmax) ce moHMmKaBa ¢ 50 %, a MenuaHara (tmax) ce 3a0aBs ¢ 1 yac. EdexTsT Ha
TUP3eNaTh]] BbpXY MepoparHaTa abcopOmus Ha mapareTaMoll 3aBUCH OT J103aTa u Bpemeto. [Ipu
aucku 1034 (0,5 m 1,5 mg) nma camo Maika MpoMsHa B €KCIO3UITHATA Ha Tapareramon. Cien
MOCTICIOBATEITHO MPIJIOKEHUE HA YeTUPH CeAMUYHU /103U Tup3enaruy (5/5/8/10 mg) He ce
HabmoaBa ePpeKT BEPXY Cmax U tmax Ha mapareramoit. Obmiara excriosunust (AUC) He ce moBiusiBa.
He e HeoOxoamumMo KopurupaHe Ha 703aTa Ha IMapameTaModl, KOraTo ce Ipuiiara ¢ THp3enaTHI.

IlepopayiHy KOHTpALICOTUBHU

[Ipunaranero Ha komMOuHUpaH nepopaner koHTparentus (0,035 mg erurunectpaauon mwioc 0,25 mg
HOprecTuMar, IpeajaeKapcTBO Ha HOPEIreCTPOMUH) C €AMHUYHA J103a THp3enatu (5 mg) BOIU 110
HamaisiBaHe Ha Cpax Ha IEPOPATHHAS KOHTPAIENITHB U Ha IUIONITA MO/ KPUBaTa IIa3MeHa
koH1eHTpanus/BpeMe (AUC). Cnax Ha eTuHMIECTpaguoa HaMaisiBa ¢ 59 % u AUC ¢ 20 % c
YABIKABAHE HA tmax C 4 gaca. Crax Ha HOpenrecTpoMuH HamaisiBa ¢ 55% u AUC ¢ 23% ¢ yapmkaBaHe
Ha tmax € 4,5 4aca. Cinax Ha HOprecTumar Hamaisaea ¢ 66 %, a AUC ¢ 20 % c yapmkaBaHe Ha tmax ©

2,5 yaca. ToBa HamMaJIsIBaHE HA €KCIO3ULUATA CIIE] AMHUYHA J03a TUP3EMATH] HE CE CUUTA 32
KInHUYHO 3HaunMo. He ce Hamara KOpurupaHe Ha J03aTa Ha NE€POpaTHUTE KOHTPAUCTITUBH.



4.6 dDepTHanTeT, OPeMEHHOCT H KbPpMeHe

XKeHu ¢ nerepojieH NOTEHIINAT

IIpenopbuBa ce JKEHNUTE C JIETEPOJIEH MOTEHIIMAI JIa M3II0JI3BaT KOHTPALENIMs, KOraTo Ce JEKYBaT C
THP3eIaTUL.

bpemennoct

JlumcBar uny uMa orpaHUYEHH NaHHH OT yroTpedara Ha TUp3enaTu Mpu OpeMeHHH JKEHH.
[Ipoy4BaHus pu KUBOTHH MMOKA3BaT PEMPOTYKTHUBHA TOKCUYHOCT (BXK. Touka 5.3). TupsenaTtun He ce
npenopbyBa Mo BpeMe Ha OpeMEHHOCT. AKO MalueHTKa Kemae 1a 3a0peMeHee Wi HACThIN
OpEMEHHOCT, JICUCHUETO C TUP3ETaTHI TPSAOBA Ja ce peycTaHoBU. Tup3enarua TpsOBa na ce
MIPEYCTAaHOBH Hali-MaJIKO | Mecell Mpeiy TUTaHupaHa OPEMEHHOCT, TOPAH JIBITHS MOJTYKUBOT (BXK.
TOYKa 5.2).

Kspmene

He e u3BecTHO manum Tup3enaTus ce eKckpeTupa B KbpMmarta. He Moke 11a ce N3KIIF0YH PHUCK 3a
HOBOPOJICHUTE/KbpMaUueTaTa.

TpH6Ba Aa €€ B3CMC PCHICHUC JaJIN J1a CC€ TPCYCTAHOBHU KbPMCHCTO HUJIU Aa CC Hpe}ICTaHOBH/He ce

IIPUIIOKU TEpaluiaTa C TUP3CHIATU I, KaTO C€ B3EME B IIPECABU/ 110JI13aTa OT KbPMEHETO 3a AC€TETO U
ImojizaTa OT TCpalysiaTa 3a JXCHarta.

DepTuauTer
EdexrbT Ha THp3enaTHA BHPXY (pepTHIUTETA IPU XOpa HE € U3BECTEH.

[IpoyuBaHusiTa MPU )KUBOTHU C THP3ETATH/I HE MTOKA3BAT AUPEKTHU BPEIHU e(DEKTH 110 OTHOILICHHE Ha
¢deprunuTera. (BX. Touka 5.3)

4.7 EdexTn BbpXy ciocoOHOCTTA 32 opupaHe U padoTa ¢ MaIIUHU

Tup3enatua He MOBIUBA WX TIOBIHSIBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a MmodupaHe U paboTa ¢
mammHy. Koraro tupsenaruy ce U3mosisBa B KOMOMHALUS ChC CYJI(GOHMIYPEHHN IPON3BOAHH HIIH
WHCYJIVH, AIIMeHTUTE TPsiOBa a ObIaT MOCHBETBAHM J]a B3€MarT IMpeIa3Hu MepKH 3a N30sSTBaHe Ha
XUIIOTJIMKEMUS 110 BpeMe Ha modupane U padota ¢ MammHu (BX. Touka 4.4).

4.8 HexenaHnu JeKapcTBeHN peaKkUNu

Pesrome Ha mpoduna Ha 6e30mMaCHOCT

B 12 3aBbpuenn npoyusanus ¢aza 3, 8 158 manueHT ca ¢ eKCIO3HUIUS Ha TUP3ETATH]T
CaMOCTOSITEITHO WJIM B KOMOWHAIIMSI C APYTH TIFOKO30MIOHMKABAIIY JICKAPCTBEHU MPOayKTH. Haii-
YeCcTO ChOOIIaBaHUTE HEXKETIAHH PEAKIIMH Ca CTOMAITHO-YPEBHU HAPYIIESHHUS U T€ ca MPEIUMHO JICKH
WM yMepeHH 1o Texect. CllydanTte Ha TajieHe, AHapys U MOBPHIIAHE ca ¢ [T0-BUCOKA Y€CTOTAa 110
BpeMe Ha MOBHIIIABAHE HA J03aTa U HaMaJsiBaT C TeUCHHUE Ha BpeMeTo (Bx Touku 4.2 u 4.4).

TabnanveH cCnUCchK Ha HEKEITAHUTES PEAKIIFU

CrerHuTE, CBBP3aHU C PHIOKEHHETO Ha JICKAPCTBEHHUS MPOIYKT, HEKEJIAHHU PEaKIUH OT KIMHUYHU
MIPOYYBaHMS ca H30POEHH MO-JI0JTy IO CHCTEMO-OPTaHeH KJIac M 0 HU3XOIAII peJl Ha TAXHATa 4ecToTa
(muOTrO "ectu: >1/10; yectu: >1/100 mo <1/10; neuectu: >1/1 000 mo <1/100; peaxu: >1/ 10 000 xo
<1/1 000; muoro peaku: <1/10 000). B pamkuTe Ha BCsika rpyna IO 4eCTOTa, HEKENIaHUTE PEaKkiuy ca
NPE/ICTAaBEHN B HU3XOIAI pel.



Ta6anna 1. Hexenann peakuun

Cucremo- MHoro yecTu YecTH HevecTn Peaxn
OpraHeH KJac
Hapymenus Ha Peaxnuu Ha AHaQUINTHYHN
HUMYHHATA CBPBXUYBCTBUTEIHOCT PEeaKKIUsH,
cucTeMAa AHTHOJIEMY,

Hapymenus Ha

Xumormukemust' *

Xunoriukemus ' * npu

XumormukeMust' *

YecToTa,
IToBurena aumnasa,
IToBuiiena amunasa
TloBumen
KaJIIITMTOHUH B
KpbBTa

MeTabom3Ma u KOTaTo ce ynorpeba ¢ pu ynorpeoba ¢

XpaHeHeTo TIpHJIara cbe MeTHOPMUH H MeThopMuH,
cyndonunypeiino | SGLT2i, HamaneHo Termno'
npousBoaHo uan | Hamanen anerut’
WHCYJINH

Hapymenus Ha 3amasHOCT? Hucreyszus

HepBHATa Huzecresus

cucTremMa

CpaoBu XUMOTOHMS

HapylIeHus

CroMmamiHo- T'ancHe, , ucnencus, XoenuTuasa,

YpeBHH Huapus IlogyBane Ha kopema, | XOJELUCTHUT,

HApYILIEHUsI [ospsiiane °, Opursane, OcTbp
Kopemna 6onka®, | MeTeopussm, MMaHKPEaTUuT
3amek * lactpoesogarnanna 3abaBeHO

pedurykcHa OonecT n3Mpa3BaHe Ha
cToMaxa

Hapymenus Ha Kocoman *

KOKaTa |

MOJIKOKHATA

ThKaH

O0m VYmMmopat, Peakuuu Ha | Bonka Ha

HApYIICHUS | MSICTOTO Ha MSICTOTO Ha

epexkTH Ha WH)KEKTHpaHe WHXEKTHpaHe

MSCTOTO HA

NMPUJI0KEHNE

N3caenBanus IToBuiena cbpaeuna

#OT OCTMapKETUHTOBU CHOOIIICHHUS

*XUMOrmuKeMus, IeUHUPAHA MO-0Ty
+¥YMopa BKII0oUBa TEPMUHUTE YMOpPA, ACTCHUSI, HEPA3MOI0KEHUE U JICTAPTHUI.
! Hexxenmana peaxius, KOSITO Ce OTHACS caMo 3a MAIMEHTH Che 3axapeH auabeT Tum 2 (type 2 diabetes

mellitus,T2DM).

2 Hexenana peaKknus, KOATO CE€ OTHACA INIaBHO 3a MAIUCHTHU C HAAHOPMCEHO TECTJIO WX 3aTIbCTABAHE, C

i 6e3 T2DM.

3 YecroTara e ,,MHOTO 4ecTH" B IPOYUYBAHHATA 32 KOHTPOI Ha Teraoto u OSA, uecTH B

npoyuBaHusTa npu T2DM.
*YecroTara € ,,uecTH" B POYYBAHUATA 32 KOHTPOJ Ha TEMJIOTO M ,,HEYECTH B POYYBAHUATA PH

T2DM u OSA.




Onucanue Ha I/136DaHI/I HCXCJIaHU pCaKIINn

Peakyuu na cepwvxuyecmsumennocm

Peaknuu Ha CBpBXYYBCTBUTENHOCT Ca ChOOIaBaHH MTPH yrnoTpedaTa Ha THP3EMATHI B COOPHHUTE
T2DM mare60-KOHTPOTUPAHH TTPOYIBAHHUS, TTOHIKOTA TEXKKHU (HAIp. YPTUKAPUSI U €K3eMa); pEeaKIIiH
Ha CBPBXYYBCTBUTEIHOCT Ca ChOOIIaBaHu NpH 3,2 % OT MarleHTuTe, JeKyBaH! ¢ TUP3ENaTHI, B
cpaBHeHue ¢ 1,7 % ot nauuenTuTe Ha miane6o. Cinydyan Ha aHaUIAKTHYHA peaKysl U aHTHOEIEM ca
CHOOIaBaHu PAIKO MPH yroTpeda Ha TUP3ENaTh]] CIe/I ITyCKaHe Ha mma3apa.

Cro011aBa ce 3a peakiuy Ha CBPhXYYBCTBUTEIIHOCT KbM THUP3€MaTUA B 3 cOOpHHU Imianebo-
KOHTPOIIMPAHU MPOYUYBAHHsI 32 KOHTPOJI Ha TETJIOTO U B 2 COOpHU TIaIie00-KOHTPOIHPaHH
mnuTBaHusA 32 OSA, MOHSAKOTA TeXKKH (HAIp. 0OpUB U JEPMATHT); PEAKITUN Ha CBPHXIYBCTBUTEITHOCT
ca cwo0mienu nipu 3,0 - 5,0 % OT manueHTHTe, JIEKyBaHU C TUp3enaTul, B cpaBuenue ¢ 2,1 - 3,8 % ot
MAIUeHTHTE, JIEKyBaHH C TUIareoo.

Xunoznuxemus npu nayuenmi covc 3axaper ouabem mun 2

Ipoyusanus npu ouabem mun 2

Kinandno 3Haunma xunorivkemus (KpbBHA rioko3a < 3,0 mmol/l (< 54 mg/dl) unu Texka
XUTOTIIMKeMUs (M3UCKBa TIOMOII OT APYTo Juiie)) ce Habmoaasa mpu 10 10 14 % (0,14 no

0,16 crOUTHS/MAIIMEHTOTOIMHA) OT MAIUEHTUTE, KOTaTo THP3EMaTH I € 100aBeH KbM CYI(POHWITYpEeHHO
npousBoaHo u 1ipu 14 10 19 % (0,43 no 0,64 crOnTHS/ MaMeHTOrOMHA) OT MAIIMEHTUTE, KOTaTo
TUp3enaTu] € J00aBeH KbM 0a3aneH MHCYIHH.

YecroTara Ha KIMHUYHO 3HAYMMA XUIIOTVIMKEMHs, KOTaTO THP3EMAaTHI CE U3II0JI3Ba KaTo
MOHOTEPAITHUs WK KOraTo ce 100aBs KbM JPYTH MEPOPaAIHU aHTUMA0ETHH JISKAPCTBEHHU HPOIYKTH, €
1o 0,04 crOurtus/manuenroroarya (Bxk. raduuna 1 u touku 4.2, 4.4 u 5.1).

B ximnnaHn npoyuBanus ¢asa 3, 10 (0,20 %) manmenTtn chobmasar 3a 12 enn3oza Ha TeXKa
xunornukemus. Ot te3u 10 manuentu 5 (0,01 %) ca Ha ocCHOBHA Teparnus ¢ MHCYJIMH TIapKUH WIN
CyA(QOHMITYPEHHO MPOU3BOJHO, KOUTO ChOOIIABAT 3a 0 1 enuzon.

IIpoyueane 3a Konmpo.n Ha meaiomo

B nmane6o-koHTponMpano n3nuTBaHe asza 3 3a KOHTPOJ Ha TErJI0To NpH nanuenTa ¢ T2DM ce
ch0OIIaBa 3a XUIOTINKeMUS (KpBhBHA ITroko3a < 3,0 mmol/l (< 54 mg/dl)) mpu 4,2 % ot nmarueHTuTe,
JIEKyBaHU C TUp3ENaTHI, B cpaBHeHUE ¢ 1,3 % OT marueHTHTe, JeKyBaHu ¢ 1uianedo . B ToBa
U3IUTBaHE MalUeHTUTE, IPUEMaNH TUP3ENaTHA B KOMOMHAIMS C HHCYJIHOB CEKpeTaror (Hamp.
CyA(QOHMITYPEHHO MPOU3BOJHO), Ca MMAaJIM [T0-BUCOKA YecToTa Ha xunoriukemus (10,3 %) B
CpaBHEHHUE C JIEKYBaHUTE C TUP3EMaTUA NalMeHTH, KOUTO HE ca IIpueManu cylpoHUIypeiiHO
mpou3BoaHO (2,1 %). He ca cho0mienn enu3oau Ha TEKKA XUTTOTITUKEMHUS.

CMOM(ZWHO—HDBGHH peaxkuuu

B nmane6o-kontponupann T2DM npoyuBanus aza 3 yecToTara Ha CTOMALIHO-YPEBHUTE HAPYLICHUS
ce yBeIuuaBa B 3aBUCHUMOCT OT go3aTa — tup3enarug S mg (37,1 %), 10 mg (39,6 %) u 15 mg

(43,6 %) B cpaBHenue c mianebo (20,4 %). ['anene ce nabmonasa mpu 12,2 %, 15,4 % u 18,3 % B
cpaBHenue ¢ 4,3 % u nquapus npu 11,8 %, 13,3 % u 16,2 % B cpaBHeHue ¢ 8,9 % 3a Tupesenatumg

5 mg, 10 mg u 15 mg crpsmo muianeoo.

CromanrHo-4peBHUTE HeXellaH! Peakilii ca MPeIuMHO ¢ Jieka ctereH (74 %) mim yMepeHa CTeleH Ha
(23,3 %) Texect. UecTtoTara Ha rajieHe, OBpbIIaHe U AUAPH € TI0-BUCOKA 110 BpeMe Ha Meprojaa Ha
MMOBUINIABAaHE HA J]03aTa U HAMaJsBa C BPEMETO.

[ToBeue manmenTu B rpynute Ha THp3enatun 5 mg (3,0 %), 10 mg (5,4 %) u 15 mg (6,6 %) B

cpaBHeHue ¢ rpymnaTa Ha miane6o (0,4 %) ca npekpaTuin TpaitHO IpUeMa TOpay CTOMAIITHO-YPEBHO
cbOuTHE.
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B nmane60-koHTpoIMpaHo Mpoy4yBaHe 3a KOHTPOJ Ha TeryioTo (asa 3 npu manuent 6e3 T2DM,
CTOMAIHO-YPEBHUTE HAPYILICHHUS Ca Ce YBEIUUMIN IpH Tup3enatun S mg (55,6 %), 10 mg (60,8 %) u
15 mg (59,2 %) B cpaBHeHue ¢ mianebo (30,3 %). [anene ce Hadbmonasa npu 24,6 %, 33,3 % u

31,0 % B cpaBuenue ¢ 9,5 % u auapus npu 18,7 %, 21,2 % u 23,0 % B cpaBuenue ¢ 7,3 % 3a
tup3enartu 5 mg, 10 mg u 15 mg choTBETHO B cpaBHEHUE ¢ T1ane6o. CToOManTHO-IpeBHUTE
HEeXeJlaH! peakIuy ca npeauMHo Jiekn (60,8 %) nmu ymepenu (34,6 %) no Texxect. YectoraTta Ha
rajieHe, MOBPBIIAHE U AUAPHS € TI0-BHUCOKa 10 BpeMe Ha MepHuo/ia Ha MOBUIIIaBaHe Ha J103aTa U
HamalsBa ¢ BpeMeTo.

[ToBeue manmenTy B rpynute Ha THp3enatun 5 mg (1,9 %), 10 mg (4,4 %) u 15 mg (4,1 %) B
cpaBHeHHe ¢ rpymnaTa Ha miane6o (0,5 %) ca mpekpaTHiu TpaitHO IpUeMa Ha MPOYYBAHOTO JIEKAPCTBO

nopaa CTOMAalIHO-YPEBHO cnouTHE.

Cb6umuﬂ, C8bP3AHU C HCIDUHUA MEXYD

B 3 cOopHH 1U1a11e00-KOHTPOJIMPaHH TIPOYYBAHUS 32 KOHTPOJI Ha TEroTo (aza 3, odmara 4ecTora Ha
XOJICIIUCTHUT U OCTHP xoneructutT e 0,6 % u 0,2 % cHOTBETHO 3a MaUEHTUTE, JICKYBAHH C TUP3CIATH ]
u iane0o.

B 3 c6opuu 1m1ane00-KOHTPOIMpaHH MPOYYBaHUS 32 KOHTPOJI Ha TernoTo ¢aza 3 u B 2 cOopHU
1ane00-KOHTpoIupanu npoyuBanus (asa 3 3a OSA, ocTpo 3a00sBaHE HA KIBUYHUS MEXYP €
cpobieHo mpu A0 2,0 % oT marueHTuTe, JIeKyBaH! ¢ TUP3ETaTHI, ¥ mpH 10 1,6 % oT manueHTure,
JIEKyBaHH ¢ Tu1ane0o.

B npoyuBanusTa ¢aza 3 3a KOHTPOJ Ha TEIJIOTO, OCTPUTE 3a00JISIBaHUS Ha KITBYHUS MEXYp ca
MOJIOXKUTEJIHO CBBP3aHU C HAMAJIIBaHE Ha TErJIOTO.

HUmynocennocm

JluricBaT JaHHU 3a MPOMsIHA BB (DapMakOKMHETUYHUS PO HITH BIMSIHAE BEPXY €(DUKACHOCTTA Ha
TUp3eNaTh, CBbP3aHH C pa3BUTHETO Ha aHTHJICKapCTBeHHU aHTHTena (anti-drug antibodies, ADA) win
HEyTpaJIU3UPAIIN aHTUTEA.

5025 manueHTH, JeKyBaHHU ¢ Tup3enatu B T2DM xinHu4HY poy4yBaHus (asa 3, ca OlleHEeHH 3a
passutue Ha ADA) [Ipu 51,1% oT T4x ce pa3BuBaT Bh3HUKHaIM B Xoaa Ha jtedenueto ADA (TE).
IIpu 38,3% ot onenennte nanuentd TE ADA ca nepcuctupanu (t.e. TE ADA ca npuchcTBanm 3a
nepuos ot 16 ceqmuru wim osede). 1,9 % u 2,1 % umat HeyTpanu3upaiy aHTUTENNa CPEIry
AKTHUBHOCTTA Ha THP3EMaTH/I CIPSIMO PELCITOPHUTE 32 [NII0KO30-3aBUCHMUS HHCYJTMHOTPOIICH
nomunentuy (GIP) u rmokarononono6uus nentua-1 (GLP-1) u 0,9 % u 0,4 % croTBeTHO UMaT
HeyTpanu3upauiy anturena cpenty ecrectBenust GIP u ecrecrsenus GLP-1.

3 710 manueHTH JeKyBaHU C THP3ENATH]I B 4 KIMHUYHYU TIPOYYBAHHS 32 KOHTPOII Ha TErNoTo ¢asza 3 u
B 2 mpoyuBanus ¢a3za 3 3a OSA, ca ouenenu 3a pazsurue ADA. Ipu 60,6 - 65,1 % oT T4x ce
passuBat TE ADAs. Ilpu 46,5 - 51,3 % ot onenennte manuentu TE ADAs ca nepcuctuparu. o

2,3 % 1 2,3 % ChOTBETHO UMAT HEYTPATU3UPALIN aHTUTENA CPEIly aKTUBHOCTTA HA TUP3EMaTH BbPXY
penenropute 3a GIP u GLP-1 u 50 0,7 % u 1o 0,1 % cbOTBETHO UMAT HEYTpaIU3UpAILN AaHTUTENA
cpemy ecrectBerns GIP u ecrectBenns GLP-1.

Cowpoeuna wecmoma

B mnane6o-kouTposnupanure T2DM npoyuBanus ¢asza 3 JeUEHHUETO C TUP3EHATU] BOIH 110
MaKCHUMAaJIHO CPETHO YBEJIMUYCHHUE Ha ChpeYHAaTa yecToTa ¢ 3 10 5 yaapa B MUHyTa. MakCUMalIHOTO
CPeIHO yBeNWYEeHNE Ha Chp/IeYHaTa YeCTOTa IIPH MallMeHTH Ha Tuianebo e 1 yaap B MUHYTA.

HpOHCHT’BT Ha MalMCHTUTE, KOUTO Ca UMAJIM IIPOMAHA HA U3XOAHATa CTOMHOCT Ha ChpAcUHaTa

yectoTa > 20 yn./muH (bmp) 3a 2 uiu moBede nociaenoBarenHu nocemenws, € 2,1 %, 3,8 % u 2,9 %,
CHOTBETHO Ipu THp3enaTua 5 mg, 10 mg u 15 mg, B cpaBHenue ¢ 2,1 % npu mianeoo.
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B cpaBHenue ¢ manedo e HaOMogaBaHO MANKO cpeHo yBenandeHre Ha PR uHTepBana npu
TUp3enaTu/ (CpeIHo yBelndeHne cboTBeTHO OT 1,4 1o 3,2 msec u cpeano Hamanenue 1,4 msec). He
ca HaOJro1aBaHM PAa3JIUKH 110 OTHOLLICHNE Ha BH3HUKHAINTE B XOJa Ha JICUCHUE CHOUTHUS Ha apUTMUS
Y HapyllIeHUe Ha ChpJeYHaTa MPOBOJAUMOCT MEX Ty TUp3enaruy 5 mg, 10 mg, 15 mg u mane6o
(cvotBetHO 3,8%, 2,1%, 3,7% u 3%).

B 3 mnare00-koHTpoIHpaHu MPOyYBaHUs 32 KOHTPOJ HA TEra0To (asza 3, ICUeHUETo ¢ TUP3enaTh]I
BOJIM JIO CPEIHO YBEIMYEHHE Ha ChpJieuHaTa yecToTa ¢ 3 710 5 yaapa B MuHnyTa. Huma cpeaHo
YBEIIMYCHHE HA ChpJICIHATA YECTOTA MIPHU MAIUCHTH, JIEKyBaHHU C TUTare0o.

B mnane60-koHTpoIMpaHo MpoyYBaHe 3a KOHTPOII Ha TErNIOTO MpH nanueHTH 6e3 T2DM, npoueHTsT
Ha MalMeHTUTe, KOUTO Ca UMAaJId MPOMSHA OT U3XOJIHAaTa CTOMHOCT Ha ChpjedHaTa yectora ¢ > 20
yJI./MUH 3a 2 WIK TIOBEYE MOCJIe0BaTeIHA TTocenienus, ¢ 2,4 %, 4,9 % u 6,3 %, CbOTBETHO 3a
tup3enarug S mg, 10 mg u 15 mg, B cpaBuenue ¢ 1,2 % 3a manedo.

B cpaBnenne c mnare0o e HabI0JaBaHO MAJIKO CpeHO yBenudeHne Ha PR naTepBana mpu
TUp3enaru] (cpeaHo yBenuueHue cborBeTHO oT 0,3 10 1,4 msec u 0,5 msec). He ca nabmogaBanu
Pa3IuKU BbB Bb3HUKHAJIUTE CHOUTHUS HAa apUTMHUS M HapyIICHUE Ha ChbpAEYHATa IPOBOJUMOCT B X01a
Ha JICUCHUETO MeX Iy Tup3emarun 5 mg, 10 mg, 15 mg u mnane6o (crorBeTHO 3,7 %, 3,3 %, 3,3 % u
3,6 %).

Peakuuu na msacmomo na unsicexkmupane

B mnane6o-kouTponmpann T2DM npoyuBanus (aza 3 peakiuute Ha MACTOTO HAa HHKEKTHPaHE ca
nosede npu Tup3enatun (3,2 %) B cpaBHeHue ¢ miare6o (0,4 %).

B 3 nane0o-koHTpoMpaHu MPOyYBaHUs 32 KOHTPOJ Ha TeraoTo (asza 3 u B
2 nnane0o-KOHTpOoIMpaHu npoyuBaHus ¢asa 3 3a OSA, peakunTe Ha MICTOTO Ha MHXKEKTHpaHE ca
noBede npu Tup3enatu (8,0 — 8,6 %) B cpaBuenue ¢ miarebo (1,8 — 2,6 %).

Karo 1smo B mpoyuBanust asa 3 Haii-uecTHTe MPU3HALM ¥ CHMITTOMH Ha PEaKI[K HA MACTOTO Ha
WH)XEKTUPAHE ca epuTeM U ChpOek. MakcuMaliHaTa TeeCT Ha PeakIMUTe Ha MSICTOTO Ha
WHXEKTUpaHe mpu narueHTuTe e geka (91 %) wm ymepena (9 %). Hama ceprno3nu peakiuu Ha
MSCTOTO Ha UH)XCKTHUPAHE.

Ilankpeamuynu en3umu

B mnane6o-kouTponuparnte T2DM npoyuBanus ¢aza 3 1edeHUETO ¢ TUP3ENaTHI € JOBEIO JI0
CPEeIHO TOBHIIIEHNE OT U3XOIHOTO HUBO Ha MaHKpeaTnyHata ammiasa ot 33 % mo 38 % u Ha nmunaszaTa
ot 31 % no 42 %. [lanuenTuTe Ha TUTaNE00 ca UMaIK YBEIHMYCHUE OT U3XOIHOTO HMBO Ha aMuiIa3ara ¢
4 %, KaTo He ca HaOJFOIaBaH! IIPOMEHH TIPH JIMITA3aTa.

B 3 mare00-KOHTpOIMpaHy MPOyYBaHUs 32 KOHTPOJI Ha TerjioTo (aza 3 u B

2 mane6o KOHTpodupanu npoyuBaHus daza 3 3a OSA, IedeHHETo ¢ THP3eNmaTH]I € JOBEJIO JI0 CPEAHO
YBEIMYECHHUE OT U3XOJHOTO HUBO Ha MaHKpeaTuyHaTa amuinasa ot 23 — 24,6 % u Ha numnasara oT

34 - 39 %. IlarmmenTure Ha Iarne6o, ca UMally yBEIMUEHNE OT U3XOAHUTE HUBA Ha aMUjIa3aTa ¢

0,7 - 1,8 %, a na numa3sara c 3,5 - 5,7 %.

Cpo0111aBaHe Ha MOI03MPAHN HEXKEIIAHH PEAKIINN

CroOImiaBaHeTo Ha IOJO3MPAHU HEeXKEIIaH! PEaKIlny CIie/l pa3pelniaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOIYKT € BakHO. ToBa MO3BOJIABA 11a TIPOIBIDKH HAOIIOIEHHETO Ha CHOTHOIIIEHUETO TOJI3a/PHCK 32
JIEKapCTBEHUA MPOIyKT. OT MEIUIIMHCKUTE CIICIIMATIUCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
M0JI03UpPaHa HEXKEIaHa PeaKIus Ype3 HAI[MOHAIHA CUCTEMa 3a ChOOIaBaHe, MOCOYCHA B

IIpunoxenue V.
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4.9 Ilpeno3upane

B cnyyaif Ha ipeno3upane TpsiOBa Ja ce 3armoyHe MOAXOAAIIO0 TOABPIKAIIO JIEYSeHHE CIIOPES
KJIMHUYHUTE MPU3HALM U CUMIITOMH Ha manuenta. [lanmenTuTe MoraT 1a mojry4atr CTOMallHO-YPEBHU
HEe)KeTIaHW PeaKIiy, BKIIOYUTETHO TajeHe. Hsama criennduver aHTHIOT IpH TTpeIo3upaHe Ha
tup3enaruy. Moxe 1a € HeoOX0IUM TPOIBIDKUTEINEH IIepHo/] Ha HAOII0eHNE U JISYeHNEe Ha Te3!
CUMIITOMH, KaTo C€ B3eME MPEIBHU/I TOJTY)KUBOTHT Ha TUP3eHaTh/ | (IPUOTU3IUTEIIHO 5 THH).

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 dapmakoaMHAMUYHHU CBOMCTBA

®dapmakoTepaneBTUYHa rpyna: JlekapcTsa 3a jJeueHue Ha AMabeT, JeKapcTBa 3a MOHM)KaBaHEe Ha
KpbBHATa 3axap, ¢ U3KII0OUYCHUE Ha UHCYJIMHH

ATC xox: A10BX16.

MexaHu3bsM Ha IEUCTBUE

Tupsenatug e aparoneiicreamnt aronuct Ha GIP u GLP-1 peuenropure, BUCOKO CEICKTHBEH KbM
yoBewmkute GIP u GLP-1 penentopu. Tup3enarun uma Bucok apuautet kakto kM GIP, Taka u kbM
GLP-1 penientopure. AKTHBHOCTTa Ha THp3enatua cupsmo GIP penenropa e mogoOHa Ha Ta3u Ha
ecrectBenus GIP xopmon. AkTrBHOCTTa Ha THp3enaTua crpsmo GLP-1 pemenrtopa e mo-aucka B
cpaBHenue ¢ ecrectBennss GLP-1 xopMoH. 1 aBara penenTopa npuchCTBaT BbPXY o U B
SHJIOKpMHHHUTE KJICTKH Ha MaHKpeaca, ChpIIETOo, BaCKyJIaTypara, UMyHHUTE KIETKHU (JICBKOLIUTH),
gepBaTa u 0s0peruTe. GIP perentoprre ChIO NPUCHCTBAT BHPXY aIUIIOITATHTE.

B nombnnenue kakro GIP, Taka u GLP 1 penenropure ce ekcipecupar B 00J1acTUTe HA MO3bKa,
BaXKHM 32 PETYJINPAHETO Ha anetuTa. [IpoydBaHusaTa Npy )KUBOTHH MOKA3BaT, Y€ THP3EMATH] CE
pasmpenens BbB M aKTHBHPA HEBPOHUTE B MO3BbYHHUTE 00JaCTH, YIACTBAIIH B PETYJIMPAHETO HA
ameTuTa ¥ npueMa Ha xpasa. [IpoyuBaHusTa mpy *UBOTHH ITOKa3BaT, 4e TUP3EMATUI MOXKE Aa
MOJlyJIUpa yCBOsIBaHETO Ha Ma3HUHHU upe3 GIP penenropa. B yoBemky agunonuTy, KyJITUBUPAHH in
vitro, Tup3enatuj aeiictea Bbpxy GIP penenropute, kato peryiaupa bITeiika Ha TIOK03aTa U
MOAYJIMPA BITEIKA HA JIMIIUINUTE U JINIIOIN3aTa.

T nuxemuyen konmpon

THpSeHaTI/II[ HO,I[O6p$IBa TIIMKEMUYHUSA KOHTPOJ YPE3 MOHM)KABAHC Ha KOHIICHTpauATa Ha I'JIFOKO3a Ha
TJIaHO U CJICA XPaHCHE MPU MAIUCHTHU C ,ZlI/Ia6€T THI 2 Upe3 HAKOJIKO MCXaHHU3Ma.

Pecynupane na anemuma u enepeuen Memabonuzvm

TI/Ip3CHaTI/IZ[ HaMmaJIsBa TEJIECHOTO TETJIO U TEJICCHUTE Ma3HUHU. HamansBaHeTo Ha T€JIECHOTO TETJIO Ce
JBJIKA Hali-Be€Ue Ha HaMaJICHOTO KOJIMYECTBO MaCcTHA THhKaH. MexaHI/BMI/ITe, CBBpP3aHu C
HaMaJIsIBAHETO Ha TCJIICCHOTO TCIJIO U TCJICCHUTC Ma3HUHU, BKIIFOUBAT HAMAJICH IPHUEM Ha XpaHa, 4Ype3
peryjinpaHe Ha arieTuTa. Kauanaaure MMpOoy4BaHUs IMMOKA3BaAT, Y€ TUP3CIIAaTU HAMAJIsIBA eHepI‘HﬁHHH
IMPUEM U ari€TUTA, KaTO IMMOBUIIaBa YYBCTBOTO 3a CUTOCT U HaMaJIsiBa YyBCTBOTO 3a TJIal1. THpSeHaTI/III
ChIIO TaKa HaMaJIsIBa CHUJIaTa Ha KCJIaHHUCTO 3a XpaHa U MPEANOUYNTaHruATa KbM XpaHU C BUCOKO
ChbABPIKAHUC HA 3aXap U Ma3HUHU. TI/Ip3eHaTI/II[ MoAyJpa yCBOSIBAHCTO HA MAa3HUHUTC.

(DaDMaKOI[I/IHaMI/I‘-IHI/I ed)eKTI/I

Cekpeuuﬂ HA UHCYIIUH

TI/Ip?)el'[aTI/II[ IMoBUIIaBa YYBCTBUTCIHOCTTA HA B KJICTKUTC Ha MMaHKpEaca KbM IJIFOKO3a. Toii 3acunBa
I'ppBaTa U BTOpAaTa (1)333 Ha MHCYJIMHOBATA CCKpCUUs MO I'NIFOKO303aBUCUM HAYUH.
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B npoy4BaHe ¢ U3n013BaHe HA XUITEPTIUKEMUYHA KIaMIT-TEXHUKA TIPU MAI[MEHTH C TuabeT THIl 2,
TUpP3eNaTh]] € CpaBHEH ¢ manebo u cenekruBaus GLP-1 penentopen aronuct cemarnytua 1 mg mo
OTHOIIICHUE Ha MHCYJIMHOBATa cekpenus. Tup3enatua 15 mg noBuiaBa cCKOpocTTa Ha HHCYJIWHOBATA
CEKpelrs B IIbpBaTa U BTopara ¢a3a cboTBeTHO ¢ 466% u 302% crpsamMo u3xomHOTO HUBO. [Ipu
1ane0o HAMa MPOMHA B CKOPOCTTa Ha HHCYJIMHOBATA CEKPeNrs Mpe3 IMbpBa U BTopa ¢asa.

Yyecmeumennocm KoM UHCYIUH

Tupsenatua moxoOpsiBa HHCYIMHOBATA TyBCTBUTEITHOCT.

Tupzenartua 15 mg nmonoOpsiBa HHCYJIMHOBATa YyBCTBUTEIHOCT B LIEHS OpraHu3bM ¢ 63%, naMepeHa
ype3 M-CTOHHOCT, MsSpKa 3a YCBOSIBAaHE Ha TIJIOKO3aTa OT THhKAaHWTE C IIOMOINTa Ha
XUIIEPUHCYIMHEMUYHA €YTIIMKEMUYHA KIIaMII-TeXHUKa. [Ipu mnane6o M-cToiHOCTTa € HEeIPOMEHEHa.

Tup3senatua MOHWKABA TEJIECHOTO TETJIO MPH MAIIMEHTH ChC 3aTILCTABAHE U HATHOPMEHO TETJIO U TIPH
MaryeHTH ¢ auader TUM 2 (HE3aBHCHMO OT TEJIECHOTO TErjio), KOETO MOXe Ja IOIpHHECE 3a

HO)Z[O6p$IBaHe Ha MHCYJIMHOBATAa YyBCTBUTCIIHOCT.

Konyenmpayus na enoxacon

Tup3enaTua HaMalsiBa KOHIIEHTPAIUATA HA TTIOKAroH Ha IrIaJHo U ClIe] XpaHeHe 0 III0K0303aBUCUM
HauuH. Tupzenatua 15 mg HamansgBa KOHLIEHTpaLUsATa Ha TIOKaroH Ha riagHo ¢ 28% u Ha AUC Ha
TJTFOKAroH CJie] CMECEHO XpaHeHe ¢ 43% B cpaBHEHHE C JINIIcaTa Ha IMPOMSHA TIPH IIareoo.

CmomawiHo usnpaseaue

Tupsenatuy 3a0aBst U3MPa3BaHETO HA CTOMAaxa, KOGTO MOXeE Jia 3a0aBH adcopOLysTa Ha TIFOKO3a ClIe]|
XpaHEeHe W MOXKe Ja JOBelne 10 OJaronpusteH e(QeKT BbpXy MOCTIPAHANATHATA TITHKEMHUSL.
WunynupanoTto ot Tup3enatu 3abaBsiHe HA M3MIPAa3BaHETO HAa CTOMaxa HaMalsiBa ¢ BpEMETO.

Kinnununa edukacHocT U 6€300aCHOCT

3axapen ouabem mun 2

BesomacHocTTa M eUKAaCHOCTTa Ha THUp3EMATHI Ca OICHCHM B MET IJIO0ATHU PaHIOMHU3UpPaHHU,
KoHTposupanu npoyusanus (aza 3 (SURPASS-1-5), orieHsaBaIiy rIMKeMHUYIHAS KOHTPOJI KATO OCHOBHA
uen. [IpoyuBanusara BkIOUBaT 6 263 nekyBaHM mHaleHTH ¢ auaber tum 2 (4 199 nekyBanu c
THUp3enaTua). BTopuyHHUTE LeTM BKIIOYBAT TEJIECHO TErJIO, MPOIEHT HA MallUeHTUTE, JOCTUTAIU
[ENIUTE 332 HaMallsiBaHE Ha TETJIOTO, CepyMHa Imoko3a Ha rnafgao (FSG) u mporeHT Ha marueHTuTe,
nmocturanty 1enesus HbAlc. Benukute et npoyuBanus ¢aza 3 orneHsBaT Tup3enatua 5 mg, 10 mg u
15 mg. BenukuTe manueHTH, JIEKyBaHM C THUp3eMaTH[, 3amoyBaT ¢ 2,5 mg B NPOABIDKEHHE Ha
4 cemmurn. Crienr ToBa J03ara THP3EMATH CE yBelM4aBa ¢ 2,5 mg Ha BCEKH 4 CEIMUIIM, JOKAaTo
JIOCTUTHAT OIpe/ielieHaTa UM J103a.

BbB BcHuKkM MpOyuBaHUS JICYEHHETO C TUpP3EMaTH] MOKa3Ba TPaiHO, CTAaTUCTHYECKH 3HAYMMO H
KJIMHUYHO 3HaYMMO HamaneHue Ha HbAlc cnpsiMo M3XOJHOTO HMBO KaTO OCHOBHA IIeJ]1 B CPAaBHEHHE C
mwianebo WM ¢ Je4eHHe, KOHTPOJIMPAHO C aKTHBHO BELIECTBO (CEMAariyTHA, MHCYJIHMH JETIyIeK U
WHCYJIMH TTIApXKHH) 3a ieproA Ao 1 roguna. B 1 mpoyuBaHe Te3u eeKTH ca NpOIBIIKUIN A0 2 TOJIHHH.
JleMOHCTpUpPaHO € CBIO CTATUCTUYECKU 3HAYMMO M KIMHUYHO 3HAYMMO HaMaJeHHE Ha TEJICCHOTO
TETJI0 CHPSAMO M3XOAHOTO HUBO. Pesynrtarute or npoyuBaHusaTa (aza 3 ca MpeacTaBeHH I0-10Jy Bb3
OCHOBA Ha JaHHWTE, MTOJyYeHH MO BPEMe Ha JiedeHneTo 0e3 CriacuTeNHa Tepanus B MoauuIupaHaTa
intent-to-treat momyxnauus (mITT), cecTosia ce OT BCHYKM PaHIOMHU3UPAHHM HAaLMEHTH, KOUTO ca C
€KCIO3UIMs Ha MOoHe 1 03a OT MPOy4YBAaHOTO JIEKAPCTBO, C U3KIIOUEHHUE HA MALIMEHTUTE, IPEKPaTHIN
IpreMa Ha [IPOYyYBaHOTO JISKApCTBO IIOPay HENPeIHAMEPEHO BKIIIOUBAHE.

SURPASS-1 — Monomepanus
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B 40-ceqMuuHO JBOHHOCIANO ILIae00-KOHTPOJIUPAHO NpoyuyBaHe 478 MallMeHTH ¢ HEJOCTaThucH
TJIMKeMAYeH KOHTPOJI C AWeTa U YIIPaKHEHMs], ca PaHIOMH3MpaHH Ha Tup3enartu 5 mg, 10 mg u 15 mg
BEIIHBK CEAMUYHO WM Ha 1oiare6o. [lanuenture ca Ha cpeaHa Bb3pacT 54 roaunu u 52 % ca MBXKe.
Ha u3x01HOTO HHBO MAIMEHTUTE Ca UMaJIH CPEIHA IPOABIKUTEIIHOCT Ha JraldeTa 5 TOJUMHU U CpeJicH

BMI 32 kg/m?.

Tabauua 2. SURPASS-1: Pe3yaraTu Ha ceqmuna 40

Tup3zenatun | Tupsenatua | Tupsenatun | Ilnaunedo
S mg 10 mg 15 mg
mlITT nonyiaanus (n) 121 121 120 113
HbA /. (%) H3X01HO HUBO 7,97 7,88 7,88 8,08
(cpemHo)
[TpoMsiHA CIpsAMO -1,87% -1,89" -2,07% +0,04
HNU3XO0OAHOTO HUBO
Paznuka cnpsamo -1,91%* -1,93%* -2,11%* -
mwiare6o [95 % CI] | [-2,18, -1,63] | [-2,21, -1,65] | [-2,39, -1,83]
HbA . N3xoaH0 HUBO 63,6 62,6 62,6 64,8
(mmol/mol) (cpenno)
[Ipomsna cpsamo -20,4% -20,7% -22.7% 04
M3XOAHOTO HUBO
Paznmuka cipsimo -20,8** 21,1%* -23,1%%* -
mwrane6o [95 % CI] | [-23.9, -17,8] | [-24,1, -18,0] | [-26,2, -20,0]
HManuentn (%), <7% 86,8%* 91,5%** 87,9%* 19,6
MOCTUT AU
HbA ;. <6,5% 81,81 81,411 86,211 9.8
<5,7% 33,9%* 30,5%* 51,7%* 0,9
FSG (mmol/l) M3X01HO HHBO 8,5 8,5 8,6 8,6
(cpemHa cTOHHOCT)
[Ipomsna cnpsamo 22,47 22,6 2.7 +0,7*
M3XOAHOTO HUBO
Paznuka cipsamo -3,13%* -3,26%* -3,45%* -
wiane6o [95 % CI] | [-3,71, -2,56] | [-3,84, -2,69] | [-4,04, -2,86]
FSG (mg/dl) W3x01HO HEBO 153,7 152,6 154,6 155,2
(cpemna CTOWHOCT)
[TpoMsiHA cIpsAMO -43,6™ -45,9" -49,3" +12,9"
M3XO0JTHOTO HUBO
Pasnuka cpsimo -56,5%* -58,8%* -62,1%* -
rane6o [95 % CI] | [-66,8, -46,1] | [-69,2, -48,4] | [-72,7, -51,5]
TesecHO TerJio M3xoaH0 HUBO 87,0 85,7 85,9 84,4
(kg) (cpemHa CTOMHOCT)
[IpomsHa cipssmo 7,0 -7,8" -9,5™ -0,7
H3XOIHOTO HHBO
Pazmuka cipsmo -6,3%* -7,1%% -8,8%* -
mwiare6o [95 % CI] | [-7.8, -4,7] [-8,6, -5,5] [-10,3, -7,2]
Maunentn (%), =5 % 66,91 78,07 76,711 14,3
focrHrat 210% | 3061t 39,811 47,411 0.9
saryoa ua >15% | 132% 17,01 26,7t 0,0
TErJI0TO

*p < 0,05, **p < 0,001 32 IpeBBH3XOCTBO, KOPUTHPAHO 38 MHOKECTBEHOCT

Tp <0,05, t p < 0,001 B cpaBHeHue ¢ mianedo, 6€3 KOPEKIUs 32 MHOKECTBEHOCT
*p < 0,05, ™ p < 0,001 B cpaBHEeHHE ¢ MNaNE60, 6€3 KOPEKIHSA 32 MHOKECTBEHOCT
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®urypa 1. Cpenen HbAlc (%) u cpeato TesiecHo Terto (kg) ot m3xoaHoTO HHBO 10 cempmma 40
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SURPASS-2 — Kombunupaua mepanus ¢ membopmuH

B 40-cemMUYHO KOHTPOJIUPAHO C AaKTUBHO BEIICCTBO OTBOPEHO MPOYYBaHE (IBOMHOCIAIO II0
OTHOIIICHUE Ha ONpEACNSHETO Ha Jo3aTa Tup3enarun) | 879 marmeHTH ca paHAOMHU3UpPAHU Ha
tup3enatuy 5 mg, 10 mg win 15 mg BeIHBX CEAMUYHO WIHA CeMarityTul 1 mg BEAHBXK CEAMUYHO,
BCHYKH B KOMOMHaIus ¢ MeropMuH. [lanmeHTuTe ca Ha cpefiHa Bb3pact 57 rogunu u 47 % ca MbiKe.
Ha u3X0qHOTO HUBO MAIMEHTUTE MMAT CPEAHA MPOABDKUTEIHOCT HA uadera 9 TOAMHU U CPEITHUAT
BMI e 34 kg/m®.
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Tadauua 3. SURPASS-2: PesyaraTu Ha ceqmuna 40

Tupsenatua | Tupsenatun | TupzenmaTun CemarayTtuna
S mg 10 mg 15 mg 1 mg
mlTT nonyaanus (n) 470 469 469 468
HbA . (%) N3X0IHO HUBO 8,33 8,31 8,25 8,24
(cpenHa CTOMHOCT)
I[IpoMsiHa CIIpAMO -2,09% 2,37 -2,46™ -1,86™
M3XOJTHOTO HUBO
Pazmuka cnipsimo -0,23** -0,51** -0,60%* -
cemarnytux | [-0,36,-0,10] | [-0,64, -0,38] | [-0,73, -0,47]
[95 % CI]
HbA . UzxomHO HUBO 67,5 67,3 66,7 66,6
(mmol/mol) (cpenHa cTOHWHOCT)
IIpomsiHa cipsimo -22.8% -25,9% -26,9% -20,3%
W3XOJTHOTO HUBO
Paznuka cnipsimo -2,5%* -5,6%* -6,6** N/A
ceMarIyThI [-3,9, -1,1] [-7,0, -4,1] [-8,0, -5,1]
[95 % CI]
HamnenTn <7% 85,5% 88,9%* 92,2%* 81,1
(%), <6,5% 74,01 82,11+ 87,17t 66,2
HOCTHIAINM <5,7% 29,377 44, 7** 50,9%* 19,7
HbA .
FSG (mmol/L) NzxomHO HUBO 9,67 9,69 9,56 9,49
(cpemHa CTOMHOCT)
[TpoMsiHA CIpAMO 3,117 -3,42% -3,52% -2,70"
HU3XO0JHOTO HUBO
Paznmuka cpsaMo 0,417 -0,727f 0,82 -
cemarnmytuna | [-0,65,-0,16] | [-0,97,-0,48] | [-1,06, -0,57]
[95 % CI]
FSG (mg/dL) H3x01H0 HUBO 174,2 174,6 172,3 170,9
(cpemHa CTOMHOCT)
I[IpoMsiHa CIIpAMO -56,0" -61,6™ -63,4™ -48,6™
HU3XO0JHOTO HUBO
Paamia cnpino |y 5 B0 | a7 -
[95 % CI] [-11,7,-3,0] [-17.4,-8,6] | [-19,1,-10,3]
TenecHo TerJyo M3x0aH0 HUBO 92,6 94,9 93,9 93,8
(kg) (cpemHa CTOMHOCT)
IIpomsna cpsimo -7,8% -10,3* -12.4% -6,2%
W3XOJTHOTO HUBO
Paznuka cpsimo -1,7%* -4, 1% -6,2%* -
ceMariyTum [-2,6, -0,7] [-5,0, -3,2] [-7,1,-5,3]
[95 % CI]
Mauuentn >5% 68,6 82,47 86,21 58,4
(%), >10 % 35,8 52,91 64,9 253
HOCTHTAIH >15% 15,27 27,7" 39,97 8,7
3aryfa Ha
TerJio

*p < 0,05, **p < 0,001 3a IpeBBH3XOJCTBO, KOPUTHPAHO 32 MHOYKECTBEHOCT
f p <0,05, f p <0,001 B cpaBHEHUE ChC ceMarayTua 1 mg, 6€3 KOPEKIHs 32 MHOKECTBEHOCT

#p <0,05, % p < 0,001 B cpaBHEHUE C U3XOTHOTO HUBO, 0€3 KOPEKIIHS 32 MHOKECTBECHOCT
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Durypa 2. Cpenen HbAlc (%) u cpenno TesaecHo Terio (kg) oT H3X0AHOTO HHBO [0 cemvuma 40
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SURPASS-3 — Kombunupauna mepanus ¢ mempopmut, cvc uiu 6ez SGLT2i

B 52 ceqMUYHO KOHTPOJIUPAHO C aKTUBHO BEILIECTBOAKTHBHO OTBOPEHO NpoyuBaHe | 444 manueHTu ca
paHIOMHU3UpAHH Ha TUp3enatun S mg, 10 mg win 15 mg BeAHBX CEAMUYHO WIHM MHCYJIMH JIETIyACK,
BCHYKH B KOMOMHAanus ¢ MmeThopmuH che mmm 6e3 SGLT2i. 32% ot manmenTure ca n3momsBanmu SGLT2i
Ha M3XOJIHO HUBO. Ha M3X0AHOTO HMBO MAallMEHTHUTE ca UMAaJH CpeaHa MPOABDKUTENHOCT Ha AnabeTa
8 roauny, cpenen BMI 34 kg/m?, cpenna BB3pacT 57 rogunu u 56 % ca MbiKe.

[ManmenTure, JIeKyBaHU ¢ MHCYJIUH AETIyAEK, ca 3amouHamu ¢ no3a 10 U/neH, KoATo e Kopurupasa ¢

MOMOIIITa Ha AJITOPUTHM 3a MIOCTUTaHE Ha TAPTeTHACTOMHOCT Ha KphbBHATA 3axap Ha riaaHo < 5 mmol/l.
CpenHata 1032 MHCYJIVH JETIIyAeK Ha cenMuIia 52 e 49 enuHuIn/ ieH.
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Tadoauua 4. SURPASS-3: Pe3yaraTu Ha ceqmuna 52

Tupsenatua | Tupsenarun | Tupsenmatun | Turpupan
5 mg 10 mg 15 mg HHCYJIUH
gerjayuex?
mlITT nonyaanus (n) 358 360 358 359
HbA . (%) M3xomxHO0 HUBO (CpemHa 8,17 8,19 8,21 8,13
CTOMHOCT)
IIpomsiHa cipsiMo -1,93% 22,207 -2.37% -1,34%
H3XOJHOTO HUBO
Paznuka cpsimo -0,59** -0,86** -1,04%* -
uHCcynuH gernyaex | [-0,73,-0,45] | [-1,00,-0,72] | [-1,17,-0,90]
[95 % CI]
HbA . M3xomxH0 HUBO (CpemHa 65,8 66,0 66,3 65,4
(mmol/mol) CTOMHOCT)
IIpomsna cpsimo 21,1% -24,0% -26,0" -14,6"
H3XOJHOTO HHBO
Paznmuka cpsimo -6,4%* -9,4%* -11,3%** -
MHCYJIUH JETIYICK [-7,9, -4,9] [-10,9, -7,9] [-12,8, -9,8]
[95 % CI]
HMamuenTn (%), <7% 82,4%* 89,7** 92,6%** 61,3
Hha L <6,5% 71,47 80,37 85,3 44.4
“ <57%| 258" 38,67 4847 54
FSG (mmol/L) M3xoaHO HUBO (CpenmHa 9,54 9,48 9,35 9,24
CTOMHOCT)
I[IpoMsiHa CIIpAMO -2,68™ -3,04" -3,29" -3,09"
U3XOOHOTO HUBO
Paznuka copsm -
“HC?’?IJ;H Zecml;ﬂeg oat’ 0 2040(5) 331 | [0 ;1%28 08
[95 % CI] [0,14, 0,69] [-0,24,0,33] | [-0,48,0,08]
FSG (mg/dL) M3xoaHO HUBO (CpenmHa 171,8 170,7 168,4 166,4
CTOMHOCT)
I[IpoMsiHa CIIpAMO -48,2% -54,8™ -59,2% -55,7"
H3XOJHOTO HUBO
Paznuka cnipsimo 7,5T 0,8 -3,6 -
WHCYJIMH JIETITYACK [2,4,12,5] [-4,3,5,9] [-8,7, 1,5]
[95 % CI]
TejiecHO TerJI0 M3xomaH0 HUBO (CpemHa 94,5 943 94,9 94,2
(kg) CTOMHOCT)
IIpomsiHa cipsimo -7,5% -10,7%# -12,9% +2,3%
H3XOJHOTO HHBO
Paznmuka cpsimo -9,8%* -13,0%** -15,2%%* -
uHCynuH aermyaek | [-10,8, -8,8] [-14,0, -11,9] | [-16,2, -14,2]
[95 % CI]
Manuentn (%,) >5% 66,0" 837" 87,81 6,3
MOCTHIAIIH >10 % 37,4 55,7" 69,4" 2,9
3ary6a na >15% 12,57 28,37 42,51 0,0
TErJ0TO

*p < 0,05, **p < 0,001 3a mpeBH3XOICTBO, KOPUTUPAHO 32 MHOKECTBECHOCT

f p <0,05, f p < 0,001 B cpaBHEHUE ACTIyIEK, 0€3 KOPEKIIHS 32 MHOXKECTBEHOCT
*p < 0,05, ™ p < 0,001 B cpaBHEHNE C U3XOIHOTO HUBO, 6€3 KOPEKIHS 33 MHOKECTBEHOCT
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®urypa 3. Cpexen HbAlc (%) n cpenno TenecHo Tersio (kg) or H3X01HOTO HUBO A0 ceAMHLA 52

—

85 975 o —n — — -a97.1kg
P v

95.0

8.0

925
7.5

90.0

7.0
~h— — = = —g— — — -2685%

875

6.5
85.0

CpeneH HbhA1c (%)

............. veeeene--08.26%
604 02090900 Y-y ¥ 5.99%

CpenHo TenecHo Terno (Kg)

82.5

5.5 80.0
0 4 8 12 16 20 24 40 52 0 4 8 12 16 20 24 32 40 52
Bpeme (ceamuum) Bpewme (ceamnun)
=& HOUNJARO 5 mg = W= MOUNJARC 10 mg =4=NOUNJARO 15 mg ==l =MHcynH fernyaex suges MOUNJARO 5 mg="Ye = MOUNJARO 10 Mg MOUNJARO 15 mg==gi =l WHcynH fermynek

Henpexvcrhamo npocneossane na enroxozama (Continuous glucose monitoring, CGM)
Cy6nomynarus namuerTs (N = 243) ygacTBa B OIIEHKaTa Ha 24-9aCOBUTE TIIIOKO3HH PO,
uscnenBanu che 3acienen CGM. Ha cemmuria 52 BpeMeTo ¢hC CTOMHOCTH Ha TIIIOK03aTa B
SyIIMKeMHUYHUS Tuana3oH, onpenaeieH karo 71 mo 140 mg/dl (3,9 no 7,8 mmol/l), mpu nanuenrture,
JeKyBaHu ¢ Tup3enatu (coopro 10 mg u 15 mg), e OWII0 3HAYUTEITHO MO-ABJITO B CPABHEHHUE C
MAIUEHTUTE, JIEKYBaHU C WHCYJIMH JETIYCK, ChOTBETHO chC 73 % u 48 % B pamkute Ha 24-9acOBUS
MIEPHOI.

SURPASS-4 — Kombunupana mepanus ¢ _1-3 nepopanrnu_anmuouabemuu_J1eKapCcmeeHu _npooyKma.:
Mmemaopmun, cyinpoHUnypeiinn npou3Boauu wiu SGLT2i

B koHTpoOJMpaHO ¢ aKTMBHO BEIIECTBO OTBOPEHO MPOYYBAHE C MPOABIDKUTENHOCT 10 104 cemMuin
(TppBUYHATA KpaifHa TOYKa ce OTYMTa Ha cexmuna 52), 2 002 manueHTH ¢ AuabeT THM 2 U TOBHUIICH
ChPJICYHOCHIOB PUCK Ca paHAOMU3MpPaHU HA THp3enaTux 5 mg, 10 mg wim 15 mg BeIHBK CEIMUYHO
WIA WHCYJIWH TJap)XKWH BEIHBXK JHEBHO, Ha OCHOBHA Tepamus ¢ MeTdopmuH (95 %) w/mnm
cyndorunypeitan npousBonHu (54 %) n/mmm SGLT2i (25 %). Ha n3xomHOTO HUBO MAMEHTHTE ca
UMajH cpelHa MPOABILKUTETHOCT Ha auabera 12 romunu, cpeaeH BMI 33 kg/mz, cpeaHa Bb3pacT
64 ronunu u 63 % ca mbxe. [lauueHTuTe, NEKyBaHUW C MHCYJIMH TJAp>KHUH, ca 3alOYHAIM C J03a
10 U/meH, K0sATO € KOpUTHpaHa ¢ IMOMOINTAa Ha aJlfOPUTHM 3a TOCTHTaHE Ha TPHUIETHA CTOWHOCT Ha
KpbBHaTa 3axap Ha mmagHo < 5,6 mmol/l. CpeaHata no3a WHCYNMH TIap)KMH Ha ceaMmuna 52 e
44 equHUIA/IEH.
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Tadauua 5. SURPASS44: Pe3yaraTu Ha ceqmuna 52

Tupsenatun | Tupsenatua | Tupzenatun | Turpupan
S mg 10 mg 15 mg HHCYJIUH
TJIAPKUH
mlITT nonyaanus (n) 328 326 337 998
52 ceqmuum
HbA . (%) M3xoaHO HUBO (CpemHa 8,52 8,60 8,52 8,51
CTOMHOCT)
I[IpoMsiHa CIIpAMO 2,24 -2,43" -2,58™ -1,44%
H3XO0JJHOTO HUBO
Pasnuka ot uHCYIHMH -0,80** -0,99%* -1,14%* -
rmapxud [95 % CI] | [-0,92, -0,68] | [-1,11, -0,87] | [-1,26, -1,02]
HbA M3x01H0 HUBO 69,6 70,5 69,6 69,5
(mmol/mol) (cpemHoO)
I[IpoMsiHa CrIpsAMO -24,5% -26,6™ -28,2% -15,7%
H3XOJHOTO HHBO
Pasnuka ot uHCYIHH -8,8%* -10,9%** -12,5%* -
rmapxwuH [95 % CI] | [-10,1,-7,4] | [-12,3,-9,6] | [-13,8,-11,2]
IManuenTn <7 % 81,0%* 88,2%* 90,7** 50,7
(%), <6,5% 66,01 76,077 81,17 31,7
MOCTUT AIH <5,7% 23,0' 32,77 43,17 3,4
HbA .
FSG (mmol/L) | Usxoano HuBO (cpenHa 9,57 9,75 9,67 9,37
CTOMHOCT)
[TpoMsiHA CIpAMO -2,80" -3,06™ -3,29" 2,84
U3XO0OHOTO HUBO
oy txapnm | 004 021 044" '
195 % CI] [-0,22, 0,30] | [-0,48,0,05] | [-0,71,-0,18]
FSG (mg/dL) M3xoaHO HUBO (CpenmHa 172,3 175,7 174,2 168,7
CTOMHOCT)
I[IpoMsiHa CIIpAMO -50,4" -54,9" -59,3" -51,4%
H3XO0JJHOTO HUBO
Paznauka cpssmo . -
HHCY MR ma}fmnﬂ 3 ;’05 7 8-5 ,61 1 12-86,0'2 4
[95%CI] ['57 ,] ['75 9] [' 75'5]
TenecHo Tersao | M3xomgno HUBO (cpemHa 90,3 90,7 90,0 90,3
(kg) CTOMHOCT)
IIpomsiHa cipsiMo 7,17 -9,5% -11,7% +1,9%
H3XO0JJHOTO HUBO
Paznmuka cpsimo -9,0%** -11,4%%* -13,5%* -
UHCYJIUH Tnapxud | [-9,8, -8,3] [-12,1,-10,6] | [-14,3,-12,8]
[95 % CI]
TManuenTn >5% 62,9 77,6 85,3" 8,0
(%), >10 % 35,91 53,07 65,6 1,5
MOCTHUI ALIH >15% 13,87 24,0 36,5 0,5
3aryfa Ha
TErJ0TO

*p < 0,05, **p < 0,001 3a IpeBBH3XOACTBO, KOPUTHPAHO 32 MHOXKECTBEHOCT
i T
p<0,05,  p<0,001 B cpaBHEHHUE C MHCYJIHH TJIap>KUH, 6€3 KOPEKITHSI 32 MHOKECTBEHOCT

*p < 0,05, p < 0,001 B cpaBHEHHNE C H3XOJHOTO HHBO, 0€3 KOPEKIIUS 32 MHOKECTBEHOCT
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®urypa 4. Cpenen HbAlc (%) u cpeano TesecHo Tersio (kg) oT H3X0IHOTO HHBO /10 ceMHULa 52
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52

SURPASS-5 — Kombunupana mepanus ¢ mumpupan 0a3aien UHCYIUH, CbC Ui be3 mem@opmun.

B 40-ceqmuuHO ABOHHOCIANO IDIae00-KOHTPOIUPAHO TpoyuyBaHe 475 MallMeHTH C HEJOCTaThueH
TIMKEMAYeH KOHTPOJI, U3TIOI3BAIN HHCYIIMH TJIAPKHH ChC WM 0€3 MEeTQOPMHUH, ca paHIOMHU3UPAHH Ha
tup3enartu S mg, 10 mg win 15 mg BeaHBXK ceAMUYHO Wi 11arnedo. Jlo3ure Ha MHCYJIMH TIapKHUH ca
KOPUTHPAHU C TIOMOIITAa Ha aJrOpPUTHM 3a MOCTUraHE Ha MpHUIeTHA CTOMHOCT Ha KpbBHATa 3axap Ha
rimagHo < 5,6 mmol/l. Ha M3X0HOTO HMBO MAIMEHTHTE ca UMAITK CpeTHA POABIDKUTEIIHOCT Ha Tuadera
13 roaunu, cpenen BMI 33 kg/m?, cpenna Bw3pact 61 roaunu u 56 % ca Mbike. ObmaTa u3uncieHa
MeJIMaHa Ha J103aTa WHCYJIMH TJIAPKUH Ha M3XOJHOTO HUBO € 34 enuHMIU/IeH. MenuaHara Ha 1o3aTa
WHCYJVH riapxuH Ha cenmuna 40 e 38, 36, 29 u 59 enuHUIM/neH chOTBETHO 3a Tup3enarus 5 mg, 10
mg, 15 mg u marne6o.
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Taboauua 6. SURPASS-5: PesynaraTu Ha ceqmuna 40

Tupsenatua | Tupzenatun | Tupsenatua | Ilnamedo
S mg 10 mg 15 mg
mlITT nonynauus (n) 116 118 118 119
HbA /. (%) H3x01H0 HUBO 8,29 8,34 8,22 8,39
(cpemHa CTOMHOCT)
IIpomsHa cripsiMo -2,23% -2,59" -2,59% -0,93"
W3XO0JTHOTO HUBO
Pazmuka cnipsimo -1,30%* -1,66** -1,65%* -
mwrane6o [95 % CI] | [-1,52,-1,07] | [-1.88,-1,43] | [-1,88,-1,43]
HbA;. H3x01H0 HUBO 67,1 67,7 66,4 68,2
(mmol/mol) (cpenHa CTOMHOCT)
I[IpoMsiHa CIIpAMO 24,4 -28,3" -28,3" -10,2%
M3XOJTHOTO HUBO
Paznmuka cipsimo -14,2%* -18,1%* -18,1%** -
mwiane6o [95 % CI] | [-16,6,-11,7] | [-20,6,-15,7] | [-20,5,-15,6]
Manuentn <7 % 93,0%* 97,4%* 94,0%* 33,9
o,
f,fc);mamn <6,5% 80,0 94,7 92,3"" 17,0
HbA . <57 % 26,17 47,81 62,4 2,5
FSG (mmol/L) NzxomHO HUBO 9,00 9,04 8,91 9,13
(cpemHa CTOMHOCT)
IIpomsiHa cipsimo 23,417 23,77 -3,76™ -2,16%
W3XO0JTHOTO HUBO
Paznmuka cpsimo -1,25%* -1,61%* -1,60** -
mwiane6o [95 % CI] | [-1,64,-0,86] | [-2,00,-1,22] | [-1,99, -1,20]
FSG (mg/dL) M3x01H0 HUBO 162,2 162,9 160,4 164,4
(cpemHa CTOMHOCT)
[TpoMsiHA CIpAMO -61,4" -67,9" -67,7% -38,9"
U3XO0JTHOTO HUBO
Paznuka cnipsimo -22,5%%* -29,0%* -28,8%* -
mwrane6o [95 % CI] | [-29.5,-15,4] | [-36,0,-22,0] | [-35.9,-21,6]
TejecHO TerJI0 M3x0aH0 HUBO 95,5 95,4 96,2 94,1
(kg) (cpemHa CTOMHOCT)
IIpomsiHa cipsimo -6,2% -8,2% -10,9% +1,7*
W3XO0JTHOTO HUBO
Paznuka cpsimo -7,8%* -9,9%* -12,6** -
wiane6o [95 % CI] [-9.4, -6,3] [-11,5, -8,3] [-14,2, -11,0]
IMaumuenTn >5% 53,91 64,6' 84,6 5,9
(%), >10 % 22,6™ 46,91 51,3 0,9
MOCTHT AN >15% 7.0T 26,61 31,6 0,0
3ary0a Ha
TErJ0To

*p < 0,05, **p < 0,001 3a mpeBH3XOICTBO, KOPUTUPAHO 32 MHOKECTBECHOCT

il il
p<0,05,  p<0,001 B cpaBHEeHME ¢ MIae00, 6€3 KOPEKITHA 32 MHOKECTBEHOCT
*p < 0,05, ™ p < 0,001 B cpaBHEHHE C U3XOHOTO HUBO, 6€3 KOPEKIHS 33 MHOKECTBEHOCT
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@urypa S. Cpegen HbA1c (%) u cpenno TenecHo Tergo (kg) oT m3xoanoTo HUBo A0 ceqmumna 40
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KOHWIDOJZ HA meziomo

EdukacHocTTa 1 6€30MacHOCTTa Ha TUP3EMATH] 32 PEryJIMPaHe Ha TErJIOTO, B KOMOMHAIMS ¢ HAMAaJICH
KaJIOPUCH MTPHEM U MOBUIIICHA (PU3UYECKa aKTHBHOCT, MTPH MAIUCHTH ChC 3aTabcTsaBane (UTM >

30 kg/mz) wim ¢ HagHopMmeHo Terio (MTM > 27 kg/m2 1o <30 kg/rn2 ) ¥ TIOHE €HO CHITBTCTBAIIIO
3a00JI1BaHe, CBBP3aHO ¢ TEMIOTO (KaTo JIeKyBaHa MM HeJIeKyBaHa TUCITUIIUACMUS, XUIICPTOHHMS,
00CTpYKTHUBHA ChHHA alHEs WIN ChPACYHOCHIOBO 3a00ISIBaHe), U C TIPEAIUaA0eT WK
HOPMOTJIMKEMUsI, HO O3 3aXxapeH MuadeT THM 2, ca OLICHEHH B TPHU PaHIOMH3UPAHU JIBOMHOCIICIIH,
marne6o-koHTpoaupanu nmpoyusanus ¢aza 3 (SURMOUNT-1, SURMOUNT-3, SURMOUNT-4).
06110 3 900 BB3pacTHU manyeHTH (2 518 pangOMU3MpPaHN Ha TUP3EMATH) Ca BKIIOYEHU B TE3U
[IPOYYBAHUS.

Jleuennero c THp3emaTHn ACMOHCTpPHpPA KIMHAYHO 3HAYMMO M TpallHO HaMalleHHE Ha TErJoTO B
cpaBHeHue ¢ 1ane6o0. OCBEH TOBa, MO-TOJISIM MPOLIEHT NAIIMeHTH ca MocTUrHamu > 5 %, > 10 %, > 15 %
u > 20 % 3ary0a Ha Teryo ¢ TUp3enaTua B CPaBHEHHUE C I11aredo.

EdukacHoctTa 1 6€30MacHOCTTa Ha TUP3CEHATH]] 3a PEryJMpaHe Ha TETJOTO MPH MALUCHTH ¢ AualeT
TUII 2 Cca OLICHEHW B JIBOWHOCIAINO, Mianedo-KoHTpoiupano npoyusaHe ¢aza 3 SURMOUNT-2 u
cy6nonyanus ot narmenta ¢ UTM > 27 kg/m? B et pangomusupany npoyusanus dasza 3 (SURPASS-
1 10 -5). O6mo 6 330 mauent ¢ UTM > 27 kg/m? (4 249 paHIOMH3MpPAHU HA JIeYEHHE C THP3EHIATH)
ca BKIItoueHH B Te3u nnpoyuBanus. B SURMOUNT-2 nedeHneTo ¢ THp3enaTHI IEMOHCTPUPA KIMHUIHO
3HAYUMO W TPailHO HaMajsBaHE Ha TETJIOTO B cpaBHeHHe ¢ Iuiane60. OCBeH TOBa MO-BUCOK MPOILEHT
MAIMEHTH ca nocTUrHama > 5 %, > 10 %, > 15 % u > 20 % 3ary6a Ha Terso ¢ TUp3enaTuj B CpaBHEHUE
¢ mianebo. AHaTM3WTE HAa MOATPYNHUTE MANMCHTH CHhC 3aTIBCTSIBAHE WM HATHOPMEHO TETJIO B
mpoyuBanusita SURPASS (Br3nu3zamu Ha 86 % ot obmiara monynamuss SURPASS-1 mo -5) mokaszsar
MPOIBIDKUTEHA DPEAYKIHMS Ha TETJIOTO W TO-BHCOK IPOIEHT MAaIlMeHTH, TIOCTHTAIM IENNUTe 3a
PEAYKIIMS Ha TErJIOTO B CPAaBHEHHE C aKTUBHHS KOMITapaTop/iamnedo.

BoB Bcuuku npoyuBanuss SURMOUNT e usnons3BaHa chliaTa cxema 3a IOBHIIABaHE Ha J103aTa Ha
Tup3enaruy, kakto B mporpamara SURPASS (karo ce 3amousa ¢ 2,5 mg 3a 4 ceqMuiy, mociaeaBaHo OT
YBEIUYCHUS Ha CTHIIKU IO 2,5 mg Ha BCEKU 4 CeMUIU A0 JOCTUTaHe Ha MpeANrcaHara 103a).

SURMOUNT-1
B 72-ceaMHYHO ABOMHOCIANO IMIane60-KOHTPOIMPAHO MpoyuBaHe 2 539 BB3PACTHH MAIMEHTH ChC
sataserasane (MTM >30 kg/m?) unu ¢ magaOopMeno termo (MTM > 27 kg/m? no < 30 kg/m?) u none

€/IHO CBHIIBTCTBAIIO 3a00JI1BaHE, CBBP3aHO C TETJIOTO, ca PaHAOMM3MPAaHU Ha Tup3enatun 5 mg, 10 mg
wim 15 mg BeOHBX CeIMUYHO MM Iuiane0o. Bcuuky manueHTH ca OMIM MOCHBETBAaHU 3a AWETa C
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HAMaJICHO ChIbPKAaHUE HA KAJIOPUU U MTOBUINICHA (PU3NYECKa aKTUBHOCT 110 BpeMe Ha M3nuTBaHeTo. Ha
W3XOJTHO HUBO TAIMEHTHUTE ca OMIM Ha cpenHa BB3pacT 45 romuwuu, 67,5 % ca xenu u 40,6 % ot
narueHTuTe ca umanu npenuadet. Cpenaust UTM Ha n3xomHO HUBO € 38 kg/mz.

Ta6anna 7. SURMOUNT-1: PesyaraTtu Ha ceqMuna 72

Tup3enarun Tupsenatun Tupsenatun Ilnanedo
S mg 10 mg 15 mg

mITT nonmynauus (n) 630 636 630 643
TesecHo TerJjo

Uzxomuo Huso (kg) 102,9 105.9 105,5 104,8

[Ipomsna (%) crpsiMo U3XOAHOTO HUBO 16,07 21,47 222,51 2.4

Pasnuka (%) cnpsimo miarne6o -13,5™ -18,9" 220,17 -

[95 % CI] [-14,6,-12,5] [-20,0, -17,8] [-21,2, -19,0]

[Tpomsra (kg) CIPsAMO H3XOTHOTO -16,1 -22,27F -23,6'" 2,471

HHUBO

Paznuka (kg) cipsimo mnane6o -13,8" -19,8% -21,2% -

[95 % CI] [-15,0,-12,6] [-21,0, -18,6] [-22.,4, -20,0]
Manuentn (%), mocTuraim 3aryda Ha TerJoTo
>5% 89,4 96,2 96,3 27,9
>10 % 73,4" 859" 90,1™ 13,5
>15% 50,2" 736" 782" 6,0
>20% 31,6 55,5 62,9 1,3
Ooukojka Ha TaauaTa (cm)

M3x01H0 HUBO 113,2 1149 114,4 114,0

ITpoMsIHA CIIPAMO U3XOTHOTO HUBO 14,6 -19,47F -19,97f -3 47T

Pasnuka cripsiMo miane6o -11,2% -16,0” -16,5" -

[95 % CI] [-12,3,-10,0] [-17,2, -14,9] [-17,7, -15,4]

" <0.001 cripsMO U3XOHOTO HUBO

**p < 0.001 B cpaBHEHHE ¢ TUIae00, KOPUTHPAHO 32 MHOKECTBEHOCT
*p < 0.001 B cpaBHEHHE ¢ MmIane60, 6€3 KOPEKIHS 32 MHOKECTBEHOCT
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®urypa 6. Cpeaqna npomMsiHa B Tes1eCHOTO TerJio (%) 0T H3X0AHOTO HUBO 0 ceIMHULA 72
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B SURMOUNT-1 c6opuure no3u tup3enarug ot Smg, 10 mg u 15 mg BOAST 10 3HAYMTENIHO
nonoOpeHne B CpaBHEHHME C IUIanebo0 Ha CHUCTONMYHOTO KpbBHO Hamsarane (-8,1 mmHg
capsmo -1,3 mmHg), rpurmunepuanre (-27,6 % crpsimo -6,3 % ), He-HDL-C (-11,3 % crupsmo -1,8 %),
HDL-C (7,9 % cupsimo 0,3 %) u uHcynuH Ha riaanHo (-46,9 % crupsamo -9,7 %).

[Tpu marmenture B SURMOUNT-1 ¢ mpenuadet Ha n3xomuo HuBO (N = 1032) 95,3 % oT nanueHTure,
JIEKyBaHHW C THP3EMaTH], Ca MOCTUTHAIN HOPMOTJIMKEMHs Ha ceaMmuiia 72 B cpaBHeHue ¢ 61,9 % ot
YYaCTHHUIIUTE B IIarie6o rpymnara.

SURMOUNT-2

B 72-ceaMu4HO TBOMHOCIIANO M1aLe00-KOHTPOIUPAHO MPOyUYBaHe 938 Bb3pacTHU MALlUCHTH C
HaJHOPMEHO Terio 1M 3aTibeTsapane (MTM >27 kg/m?) u nuabet Tun 2 ca GWIH paHIOMH3MPAHH HA
tup3enatu 10 mg wim 15 mg BemHBXK CEAMUYHO WM Triane0o. [laruenTure, BKIIFOYCHH B
H3MUTBaHeTo, ca uMainu HbAlc 7-10 % u ca Owin JieKkyBaHM HIIM CaMO C JeTa U YIIPaXHEHUS, WU C
€/IHO WJIY TIOBEYE NMEPOPATHH aHTUXUIEPIIUKEMUYHY cpeicTBa Benuky nmanuenTn ca Oumu
IIOCHBETBAHU 3a [ME€Ta C HAMAJICHO ChIbPKAHUE HA KAJIOPUU U MOBHIIEHA (PU3UUECKa aKTUBHOCT T10
BpeMe Ha u3nuTBaHeTo. [lanmenture ca 6mn Ha cpeaHa Bh3pacT 54 roauau u 51 % ca Owin KeHwu.
Cpennusat UTM Ha uzxomHo HUBO € Oumi 36,1 kg/mz.
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Tadauua 8. SURMOUNT-2: Pe3yaratu Ha ceamuna 72

Tup3enaTua Tup3enatun Ilnane6o
10 mg 15 mg

mITT nomynauus (n) 312 311 315
TejecHo Terjo

Wsxozno Huso (kg) 101,1 99,5 101,7

[Ipomsaa (%) cripsiMO N3XOTHOTO HUBO -13,471 -15,771 3,37t

Pasnuxa (%) crpsiMo mane6o -10,17° 12,417

[95 % CI] [-11,5, -8,8] [-13,7, -11,0] i

[Ipomsna (kg) cipssiMo U3XOTHOTO 13,51 15,6' 32

HUBO

Pazmuka (kg) cripsiMo miane6o -10,3" -12,4%

[95 % CI] [-11,7, -8,8] [-13,8, -11,0] i
Manuentn (%), mocTUrHaJIM 3arydoa Ha TerJio

>5% 81,6™ 86,4 30,5

>10% 63,4 69,6 8,7

>15% 41,4 51,8 2,6

>20 % 230" 34,0" 1,0
Ooukojka Ha TaauaTa (cm)

M3X0aH0 HUBO 114,3 114,6 116,1

ITpoMsiHa CIPSIMO H3XOJHOTO HHUBO -11,27F -13,8'" 3,477

Pa3snmka cripsiMo miane6o -7.8" -10,4™

[95 % CI] [-9,2, -6,4] [-11,8, -8.,9] i
HbA . (mmol/mol)

M3x01H0 HUBO 64,1 64,7 63,4

TTpoMsIHA CIIPAMO W3XOTHOTO HUBO -23.47F -24 37 -1,87

Pa3nuka cripsiMo miane6o 216" 222,57

[95 % CI] [-23,5, -19,6] [-24.4, -20,6] i
HbA . (%)

M3x01H0 HUBO 8,0 8.1 8,0

TTpoMsIHA CIIPAMO W3XOTHOTO HUBO 2,177 2221 -0,27

Pa3nuka cripsiMo miane6o -2,0" 2,17

[95 % CI] [-2,2, -1,8] [-2,2,-1,9] i
Hanuentn (%),nocrurnanu HbAlc

<7% 90,0™ 90,7 29,3

<6,5% 84,17 86,7 15,5

<57 % 50,2 553" 2,8
FSG (mmol/l)

M3x01H0 HUBO 8,8 9,0 8,7

TTpoMsIHA CIIPAMO W3XOTHOTO HUBO 2,77 =291 -0,1

Paznuka cipsmo 1urame6o 2,6 2,77

[95 % CI] [-2,9, -2,3] [-3,1, -2,4] i
FSG (mg/dl)

M3x0aH0 HUBO 157,8 161,5 156,7

[TpoMsHa cupsiMO U3XOAHOTO HUBO -49271 -51,7" -2,4

Pasnuka cpsimo miane6o -46,8" 493"

[95 % CI] [-52,7, -40,9] [-55,2, -43,3] i

¥p< 0,05 cnpsAMO U3XOIHOTO HUBO
"p < 0,001 cripsaMO M3XOHOTO HUBO

**p < 0,001 B cpaBHeHHE C MIane00, KOPUTUPAHO 32 MHOKECTBEHOCT
"p < 0,001 B cpaBHeHHe ¢ mIane60, 6€3 KOPEKIMS 32 MHOKECTBEHOCT
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®urypa 7. Cpeana npoMsiHa B TeJ1eCHOTO TerJio (%) 0T H3X0AHOTO HUBO 0 ceMHULA 72
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Bpeme (Cemvuuu)
—¥— MOUNJARO 10mg —— MOUNJARO 15mg — B - TIname6o

B SURMOUNT 2 c6opnaute no3u tup3enaru ot 10 mg u 15 mg BOIAT 10 3HAYUTEIHO TTOA00pEHUE B
CpaBHEHHE C IUIaneb0 Ha CHCTONIMYHOTO KpBBHO Hamsarade (-7,2 mmHg cmopsmo -1,0 mmHg),
tpuriunepunute (-28,6 % cupsmo -5,8 %), ne-HDL-C (-6,6 % cnpsmo 2,3%) u HDL-C (8,2 % cnpsimMo
1,1 %).

SURMOUNT-3

B 84-cenmuuno npoyuBane 806 BB3pAacTHM TANMEHTH che 3aTabeTssane (MUTM > 30 kg/m?) umm ¢
HagHOpMeHo Terno (MTM > 27 kg/m? o < 30 kg/m?) 1 oHe eHO CHIBTCTBAIIO 3a00SBAHE, CBBP3AHO
C TETJIOTO, Y4acTBaT B 12-ceMHYCH BHBEXAI TIEPHOJ] HA MHTEH3WBHA MPOMSHA B HAYMHA Ha JKUBOT,
cheTosIma ce oT HuckokanopuuHa aueta (1 200-1 500 kcal/meH), noBuiena ¢pu3nyecka aKTHBHOCT H
YeCTU NOBEJICHYECKHU KOHCYNTaluu. B kpas Ha 12-ceAMUYHUS BBBEX A TEPUO] 579 narueHT, KOUTo
ca mocturHaiau > 5,0 % peaykius Ha TErjaoTo, ca PaHJOMH3MpaHH Ha MaKCHMallHa NMOHOCHMA J03a
(maximum tolerated dose, MTD) tup3zenatun 10 mg unu 15 mg BeAHBK CeAMUYHO MM Ha M1anedo 3a
72 cenmuru (nBoiHOCANA (haza). [lanmenTrTe ca OMIM Ha TUeTa ¢ HAMAJICHO ChIbPKaHUe Ha KaJOPHH
U TOBUICHAa (u3nMYecka aKTHUBHOCT Mpe3 Isuiata JBoWHOocisma ¢(a3za Ha mpoydyBaHero. [lpu
paHoMU3aIMATa NAIMEHTUTE ca OWJIM Ha Cpe/iHa Bb3pacT 46 rogunu u 63 % ca Owim sxenu. CpeHUST
UTM npu pangomusupane e 6un 35,9 kg/m?.
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Tadauua 9. SURMOUNT-3: Pe3yaratu Ha ceamuna 72

Tup3enarua Ilnane6o
MTD
mITT nonynanus (n) 287 292
TesecHo TerJio
Uzxomuo Huso ' (kg) 102,3 101,3
[pomsna (%)CrpsaMo U3XOAHOTO HUBO' 21,17 3,371
Pasnuka (%) cipsiMo miane6o 24,57 -
[95 % CI] [-26,1, -22,8]
pomsna (kg) cnpsaMo U3X0AHOTO HUBO' -21,5™ 3,5"
Pasnuka (kg) cnpsmo mare6o -25,0™ -
[95 % CI] [-26,9, -23,2]
Hanuentn (%),MocTUrHAIN 3aryda Ha TerJio
>5% 94,4 10,7
>10 % 88,0” 4,8
>15% 73,9" 2,1
>20 % 54,9™ 1,0
Hanuentn (%), KOUTO NoAABLPKAT >80% 0T 98,6" 37,8
3ary0eHoTO TeJleCHO TerJio mo Bpeme Ha 12-
CeIMUYHUS BhBEKAAI MEPHO
O0uko/ka Ha TaauaTa (cm)
M3X0AHO HUBO' 109,2 109,6
ITpoMsiHA CHPAMO U3XOJIHOTO HUBO | -16,8'" 1,1
Pa3snmka cripsiMo miane6o 17,9 -
[95 % CI] [-19,5, -16,3]

"Pannomusarus (ceamuna 0)

"p < 0,001 cripsaMo U3X0HOTO HUBO'.

“p < 0,001 B cpaBHEHHE ¢ MIAIE60, KOPUTHPAHO 32 MHOKECTBEHOCT.
*p < 0,001 B cpaBHEeHHE ¢ mIane60, 6€3 KOPEKIHs 32 MHOKECTBEHOCT.
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®urypa 8. Cpeaqna npomMsiHa B Tes1ecHOTO TerJio (%) ot ceamuna -12 1o ceamuna 72
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SURMOUNT-4

B 88-cenmuuHO mpoyusaHe 783 BB3pacTHM TanMeHTH che 3arTmbeTsaane (MTM > 30 kg/m?) umm ¢
HagHOpMeHo Terno (MTM > 27 kg/m? 1o < 30 kg/m?) 1 oHe eHO CHIBTCTBAIIO 3a00SBAHE, CBBP3AHO
C TErJoTo, ca BKIIOYEHHU B 36-ceIMUYHAa OTBOpEHA BbBeXAama (asa Ha jedeHHe ¢ Tup3enarui. B
HAYaJIOTO Ha BBBEXKIAIIMS IEPHOA, BKIOUEHUTE MAMEHTH ca UMali cpeaHo tenecHo terio 107,0 kg
u cpenied UTM 38,3 kg/m®. B kpas Ha BeBeXxanus nepuos 670 marueHTH, KOUTO ca nocTUrHamx MTD
tupsenaru] 10 mg wiam 15 mg, ca paHAOMHU3MpaHH A2 TPOIBIDKAT JICUEHUETO ¢ TUP3EMaTH]l BEIHBK
CeIMUYHO WM J]a MPEMHUHAT KbM IUTane6o 3a 52 ceamunu (aBoiHOcmsANa ¢asa). [launenture ca 6umm
NOCHBETBAHH 32 AMETa ¢ HAMAJIECHO ChIbP)KAaHHE Ha KaJOPUHU M MOBUIIEHA (hU3NYECKA aKTHBHOCT I10
BpeMme Ha m3nuTBaneto. [Ipu pangomusupanero (ceamuia 36) marueHTUTe ca OMIIM Ha CpeHa Bb3pacT

49 ronunn u 71 % ca Omnm sxeHn. CpeTHOTO TeNECHO TErJio Npu paHaoMu3upane e ommo 85,2 kg, a
cpenanaT UTM — 30,5 kg/m?,

ITanmeHTHTE, KOUTO Ca MPOIABIDKIIIN JICUSHUETO C TUP3CHATH/ 3a JOMBIHUTEIHH 52 ceaMuIy (00110
o 88 ceaMuIy), ca 3ama3swid U ca UMajH JONBIHHUTENHA 3ary0a Ha TErJo Ciied MbPBOHAYAIHOTO
HaMaJIsIBaHE Ha TeTJIOTO, IOCTUTHATO TI0 BpeMe Ha 36-ceqMuyHaTa BeBeXXAamia ¢asa. Hamansasanero Ha
TErJI0TO TMOKa3Ba MPEBBH3X0/CTBO M KIMHUYHA 3HAYMMOCT B CpaBHEHHME C IUIanedo rpymnara, B KOsITO ce
HaOII0/1aBa 3HAYMTEIHO BH3CTAHOBSIBAHE Ha TEIECHOTO TETJO, 3ary0eHo 1Mo BpeMe Ha BbBeXIallaTa
(haza (Bx. Tadbmuma 10 nu @urypa 9). HezaBucumo oT ToBa HaOIIOJaBAHOTO CPETHO TEIECHO TETJIO 3a

MAIMEHTHUTE, ICKYBaHHU C TU1ane6o, € Mo-HUCKO Ha ceaiMUIia 88, OTKOJIKOTO B HAYAIOTO HAa BBBEK/IAIIaTa
(haza (Bx. durypa 9).
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Tadoauua 10. SURMOUNT-4: Pe3yaraTu Ha ceqmuia 88

Tup3enarua Inanedo
MTD
mITT nonmynanus (n) caMmo nanueHTH HA ceamMuua 36 335 335
TesecHo TerJio
Terno (kg) Ha ceqmutia 0 (M3X0THO HUBO) 106,7 107,8
Terno (kg) Ha ceqmuta 36 (panaoMHU3aITH) 84,5 85,9
IIpomsina (%) oT cenmuna 36 Ha cexMuIia 88 -6,7" 14,87
Pasnuxa (%) crpsiMo miane6o Ha ceamuna 88 21,47 -
[95 % CI] [-22,9, -20,0]
IMpomsina (kg) oT cenmunia 36 Ha ceaqmuna 88 5,77 11,97
Paznuka (kg) cipsimo miane6o Ha ceqmuna 88 -17,6™ -
[95 % CI] [-18,8, -16,4]

Hanuentn (%), NOCTUTHATU PeAYKIUS HA TeJeCHOTO TerJio ot ceamuua 0 1o cenmuna 88

>5% 98,5" 69,0
>10 % 94,0 44.4
>15% 87,17 24,0
>20 % 72,6~ 11,6
Manuentn (%), KOUTO MOAABLPKAT >80% oT 93,4™ 13,5
3ary0eHoTO TeJJeCHO TerJio o BpeMe Ha 36-
ceIMMYHNS BbBEXIAI NePUOa HA ceamuna 88
Oo0uko/ka Ha TaauaTa (cm)
W3xomHo HUBO (cenmuna 0) 1149 115,6
Pangomusanus (ceamuna 36) 96,7 98,2
IIpoMsiHa OT paHgoMu3anuaTa (ceamuna 36) 4,6 8,3
Pa3snmka cripsiMo miane6o 12,97 -
[95 % CI] [-14,1,-11,7]

" < 0,001 cripsAMO U3XOTHOTO HUBO.

“p < 0,001 B cpaBHEHHE ¢ MIANE60, KOPUTHPAHO 32 MHOKECTBEHOCT.
#p < 0,001 B cpaBHEHNME ¢ MIane60, 6€3 KOPEKIHS 32 MHOKECTBEHOCT.
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®urypa 9. Cpegna npoMsiHa B TejecHOTO Tersio (%) oTr HM3X0aAHOTO HUBO (ceqmuna 0) mo
cenmuna 88
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—¥— MOUNJARO —&— MOUNJAROMTD —l - [Lianeto
B'bBeXXaIe

Puck om ev3cmanosssane na meziomo 0o > 95 % om mezniomo Ha uzxoonomo Hueo (ceomuya 0) na
npoyusanemo Ha ceomuya 88

AHaATU3bT HA BPEMETO JI0 CHOMTHETO MOKA3Ba, Y€ HEMPEKhCHATOTO JICUSHUE C TUP3ETIAaTH/I [0 BpeMe Ha
JIBOMHOCIICTINS TIEPHO]T HaMaJIIBa pUCKa OT BH3CTAaHOBSBAaHE Ha TETJIOTO N0 moBede oT 95 % TenecHO
Teryo, HaOMogaBaHo Ha cexmuia 0, 3a Te3u, KOUTO Beue ca 3aryowru none 5 % ot cemmuiia 0 ¢
npubam3uTenHo 99 % B cpaBHeHue ¢ mianedo (koedunueHT Ha puck, 0,013 [95 % CI, 0,004 mo 0,046];
p <0,001).

Ed)eKm 6bPXY MeENeCHUA CbCinaes

IIpomenuTe B chcTaBa Ha TSUIOTO ca OICHEHW B moampoyuBane B pamkute Ha SURMOUNT-1, ¢
M3M0J3BaHe HapeHTIeHOBa abcopOunomerpus ¢ aBoiiHa eHeprus (dual energy X-ray absorptiometry,
DEXA). Pesynrarute ot ornieakara ¢ DEXA moka3Bar, 4e JIe4eHHUETO ¢ TUP3enaTu] € IpUapyKeHO OT
[IO-TOJIIMO HaMallsiBaHE Ha MacTHAaTa Maca, OTKOJKOTO Ha 4HMCTaTa TeJecHa Maca, KOETO BOAU OO
moJo0peHre Ha TeJEeCHUs ChCTaB B cpaBHeHHe ¢ Iuianebo cien 72 cemmunu. OcBeH TOBa TOBa
HaMaJsiBaHe Ha o0IlaTa MacTHA Maca € MPUAPYKEHO OT HaMaJIsiBaHEe Ha BHUCLEpAIHATa MACTHA ThKaH.
[IpenmonosxeHusra OT Te3U Pe3yiTaTH ca, 4e IMO-rojsiMaTa yacT oT olIara 3ary0a Ha Teryo ce IbKU
Ha HaMaJsiBaHe Ha MacTHaTa ThKaH, BKIIOYUTEIHO BUCIIEpaIHAaTa MacTHA ThKaH.

[looobpssane na puzuueckomo GyHKUUOHUDAHE

[TaruenTH Che 3aTNBCTIBAHE WM HAJHOPMEHO TErjio 0e3 AuadeT, KOUTO ca MOoJydyaBald TUP3EHaTH/I,
MOKa3BaT MajKH IMOJOOpEHHsT Ha CBBP3aHOTO CHC 3/APABETO KA4eCTBO Ha IKUBOT, BKIIFOUUTEITHO
(m3nyeckuTe (YHKIMHA, OTKOJIKOTO TE3W, KOWTO ca Mojy4yaBand Irame0o. KauecTBoTo Ha >KHBOT,
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CBBP3aHO ChC 3[PABETO, € OLIEHEHO C MOMOILTa Ha o0mmus BerpocHUK Short Form 36v2 Health Survey
Acute Version (SF 36v2).

O6cmpw<mu6Ha CbHHA anHes

EdukacHocTTa M 6€30macHOCTTa Ha THP3EMATH]T 32 JICUCHHE Ha YMEPEHO TekKa A0 Texka (AHI>15)
obctpyktuBHa chHHa amHes (OSA), B KOMOMHAIUS C JWETa M YNPKHEHWs, NMPH TalUEHTH ChC
3aTIBCTSBAHE Ca OLCHEHH B JIBE PaHAOMHU3HPAHU JBOWHOCIEIH, I11ale00-KOHTPOIUPAHU MPOYYBAHUS
(daza 3 (SURMOUNT-OSA npoyusane 1 u mpoyuBane 2). O6mmio 469 BE3pacTHH MAIIMEHTH C YMEPEHO
Texka 10 Texka OSA u 3atmscTsaBane (234 paHIOMU3HPAHU Ha JICUCHHUE C TUP3EHATHI) ca BKIIOUCHU
B Te3u npoyuBanus. [Tammenture ¢ T2DM ca uskmouenu. [Ipoyusane 1 BKiIrouBa manueHTH, KOUTO HE
MOTraT WIH HE JKeJasT Ja HM3MOJ3BaT Tepanus C TOJOXHUTEITHO HaJsATaHe B AWXATCIHUTE ITBTUIIA
(Positive Airway Pressure, PAP). [IpoyuBane 2 BritouBa nmarueHTd Ha PAP tepanms. [IpoyuBane 2 He
MO3BOJISIBA KaKBOTO M Jla € 3aKII0UeHHE 3a MOTEHIHMAJIHO AONBIHMUTENHA T0J3a OT THP3CMaTH/ B
norreiHeHue KbM PAP tepanmsra, Thit kaTo ynorpedata Ha PAP e cnpsiHa 7 HU Tipeu u3MepBaHETo
Ha KpaiiHaTa Touka. BCcHYKM ManmeHTH ca JIeKyBaHM C MaKCHMallHaTa TIOHOCHMa J03a (maximum
tolerated dose, MTD; 10 mg wiu 15 mg) Tup3enaru/ uiu mianedo, BEIHBXK CCIMUYHO B IPOIbIDKCHUES
Ha 52 cegMHUIIH.

W B nBere mpoyuBaHUs JICYCHHETO C THP3CHATH]I I0Ka3Ba CTATUCTUYCCKH 3HAYUMO M KIMHHUYHO
3HAYMMO HaMalicHHUe Ha WHJEKca amHes-xuronHes (apnoea-hypopnoea index, AHI) B cpaBHeHue c
miane6o (Bxk. Tabmuma 11). Cpen manueHTHTE, JEKYBaHW C THUP3ENATHI, MO-TOJSAM TPOIEHT OT
MaIMeHTrTe ca nmocturaany noxe 50 % namanenue va AHI B cpaBHenwme ¢ mane6o.

SURMOUNT-OSA, Ilpoyusane 1 u [Ipoyusane 2

B nBe 52-cenMmudHM MBOWHOCIENHN IIAIE00-KOHTPOIUPAHA MPOYIBAHUS 469 BB3pacTHU TMAIUEHTH C
yMepeHo TexkKa 10 Texka OSA M 3aTiIbCTsBaHe ca paHnoMusupanu Ha tup3enatug MTD 10 mg umu
15 mg BemHBK CEIMUYHO WU Ha Tuianedo BenHbxk cenMudHo. B [IpoyuBane 1 cpemHara BB3pacT Ha
narerTuTe e omia 48 roguan, 33 % ca xxeHu, 35 % ca umanu ymepeno Texxka OSA, 63 % ca nmanu
texka OSA, 65 % ca umanu npeauader, 76 % ca umanu xuneptoHus, 10 % ca umanu cbpAeYHU
HapymeHus u 81 % ca umanu nucnunuaemus. [lanuenture ca umanu cpeana croitoct 10,5 mo ckanara
3a ceHnuBOCT Ha Epworth (Epworth Sleepiness Scale, ESS).

B IlpoyuBane 2 mamueHTuTe ca OWiIM Ha cpeaHa Bb3pacT 52 roguawn, 28 % ca xenu, 31 % ca umanu
ymepero Texka OSA, 68 % ca umamu Texkka OSA, 57 % ca umanu npeauaber, 77 % ca umanu
xuneptonus, 11 % ca umanu cepaeunu HapyueHus u 84 % ca umanu gucnunuaeMusd. [lanuenture ca
nMmanu cpegHa croiroct ot 10,0 mo ESS.

Taémmna 11. SURMOUNT-OSA, IlpoyusBane 1 u IIpoyuBane 2: Pe3yjaratn Ha ceamuna 52

OSA IIpoyuBane 1 OSA IlpoyuBane 2
Tupsenatun IInanedo Tupsenatun | Ilnanedo
MTD MTD
mlITT nonynaanus (n) 114 120 119 114
AHI (cs0uTtusi/hr)
WzxonHo HUBO (cpemHa 54,3 50,9 45,8 53,1
CTOMHOCT)
ITpoMsHA OT H3XOHO HUBO =274 4,87 -30,41T -6,0°
Pasnuka crpsMo miane6o 222,57 - 244" -
[95 % CI] [-28,7, -16,4] [-30,3, -18,6]
% Ilpomsina B AHI
% IpomsHa oT M3x01HO HHUBO | -55,07 -5,0 -62,81" -6,4
% Pasnuka crpamo iane6o | 49,97 - -56,4" -
[95% CI] [-62,8, -37,0] [-70,7,-42,2]
Hammnentn (%) nocrurnaiau pexyknust Ha AHI
>50% 62,3 19,2 74,3 22,9
% Pasnuka cnpsamo miane6o 43,6" - 50,8" -
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[95% CI] | [31,1, 56,2] | | [38,6,62,9] |
XHIOKCHYHO HATOBapBaHe, cieuu4Ho 32 chbHHA anHesi (% min/h)?
M3xomxH0 HUBO (CpemHa 156,6 148.,2 129.9 139,1
reoMeTpUYHa CTOMHOCT)
IIpomsiHa OT U3XOAHO HUBO -103,17" -21,1 -103,0'" 40,77
Paznuka cnpsmo mare6o -82,0" - -62,4" -
[95% CI] [-107,0, -57,1] [-87,1, -37,6]
Teaecno rerio (kg)
M3xoaHO HUBO (CpemHa 117,0 112,7 115,8 115,0
CTOMHOCT)
% ITpomsiHa oT M3xoxHO HHUBO | -18,177 -1,3 20,17 -2,3%
% Pasnuka crpamo iane6o | -16,87 - 17,8 -
[95% CI] [-18.8, -14,7] [-19,9, -15,7]
CucroHo KpbBHO Hassrane (mmHg) °
WzxonHo HUBO (cpemHa 128.,2 130,3 130,7 130,5
CTOWHOCT)
IIpomsiHA OT W3XOHO HUBO 9,6 -1,7 -7,6' 3,37
Paznuka cnpsmo mare6o -7,9 - 43" -
[95% CI] [-11,0,-4,9] [-7,3, -1,2]
hsCRP (mg/])*®
M3xoaHO HUBO (CpemHa 3,6 3.8 3,0 2,7
TeOMETPUYHA CTOMHOCT)
IIpoMsiHA OT H3XOAHO HHBO -1,6' -0,8" -1,47 -0,3
Pa3znmka crpsMo miane6o -0,8" - 1,17 -
[95% CI] [-1,4,-0,3] [-1,7,-0,5]

Tp <0,05, 71 p <0,001 cnpsMo U3XOAHOTO HUBO.

*p <0,05, ** p<0,001 cripsimo Ttarne6o, KOPUTHPAHO 32 MHOXKECTBEHOCT.

* AHanu3upanu ¢ oMoinTa Ha log npeoOpa3yBaHH JaHHH.

0 KpwBHOTO Hamnsirane € orieHeHo Ha ceamuIia 48, Thil kato orrerisHeTo Ha PAP Ha cenvuma 52 Moxxe
Jla 00bpKa OlleHKaTa Ha KPHBHOTO HaJISTaHE.

Ouyenka nHa copoeuHoCcL008ama 0euHoCcm

ChbpJICYHOCHIOBUSAT PUCK € OLEHEH Ype3 MeTaaHall3 Ha MAI[MeHTH ¢ Hal-MaJIko eTHO MOTBBP/ICHO 10
MperieHKa Ha W3CIeAO0BaTeNs TOJIIMO HekenaHo chpacuHochaoBo chbutne (MACE), ChcraBHaTa
kpaitHa Touka MACE 4 BkimoYBa CHPACYHOCHIOBA CMBPT, HENETalieH HH(APKT HAa MHOKapIa,
HEJICTAJICH UHCYIIT WM XOCIIUTATU3AIHS TTOPaIi HECTa0MITHA CTCHOKAP/IHS.

B mepBuueH MeTaaHanu3 Ha (aza 2 U 3 mpoyuBaHUs 3a pa3peliaBaHe 3a ynorpeba Mpu MaIlMEeHTH C
muabet tum 2 06mio 116 naruentu (tup3enaru; 60 [n =4 410]; Bcuuku kommnaparopu: 56 [n =2 169])
ca oy moHe enHo notebpaecHo MACE 4: Pe3ynraTtuTe mokaspar, 4e THP3EHAaTHII HE € CBBP3aH C
MOBHILIEH PUCK OT ChPACYHOCHIOBH CHOUTHS B CpaBHEHHME ¢ 00OOIICHUTE JaHHU 32 KOMIIAPaTOPUTE
(HR: 0,81; CI: 0,52 o 1,26).

JlonmbaHUTENEH aHAK3 € MPOBeJIeH crenuainto 3a npoyuBaneto SURPASS 4, koeTo BKITtoUBa MalluUeHTH
C YCTaHOBEHO ChPACYHOCHA0BO 3a0ossBane. O0mo 109 nauuentu (tupsenatua: 47 [n=995]; uncynun
rmapxxuH: 62 [n = 1 000]) ca umanu none eano notebpAeHO MACE 4: Pesyararute mokassar, ue
THUp3EeNaTh] HEe € CBBbP3aH C MOBUIICH PUCK OT CHPACYHOCHIOBU CHOWTHS B CPaBHEHHE C MHCYIWH
rmapxxud (HR: 0,74; CI: 0,51 no 1,08).

B 3 mmanebo xonTponupanu mpoyuBaHusi ¢aza 3 3a koHTpoa Ha Terioto (SURMOUNT 1-3)
o0mo 27 ygacTHUIIM ca wuMand moHe enHo moTBBpaeHo  MACE  (TZP: 17 (n =2 806);

wrane6o: 10 (n =1 250)); yecToTaTa Ha CHOUTHSATA € CXOJIHA MPU IIAC00 U TUP3CATH.

Kpwverno nanseane
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B mnane6o-koHTpoMpanu npoyuBaHus ¢asza 3 npu narpientd ¢ T2DM nedeHneTo ¢ Tup3enaru]] Bou
JI0 CPETHO MMOHUKECHUE HA CUCTOIMYHOTO M TUACTOIHOTO KPHBHO HAJIATAHE ChOTBETHO OT 6 10 9 mmHg
u oT 3 10 4 mmHg. HabmtonaBaHno € cpeHO MOHUKEHHUE HAa CUCTOINYHOTO U TUACTOINYHOTO KPHBHO
Hajsirane, ¢ o 2 mmHg Ha BCSKO OT TX, IPY MAIMEHTH Ha T1aneoo.

B 3 mmane6o-KoHTpOIMpaHd TPOy4YBaHUS 3a KOHTpon Ha Tternoro ¢aza3 (SURMOUNT 1-3),
JICYCHUETO C TUP3EMaTH/I € JOBEJO JI0 CPETHO MOHMKEHHE Ha CHCTOIMYHOTO M JJMACTOINYHOTO KPHBHO
HajsiraHe chOTBeTHO oT 7 mmHg um 4 mmHg. Hamune e cpeqHo MOHMXKEHHE HA CUCTOIMYHOTO M
JIMACTOJIMYHOTO KPBBHO HajsiraHe ¢ < | mmHg Besiko mpu nanueHTH, JIeKyBaHU ¢ Tiare6o.

B nBe mnanebo-koHTpoiupanu mnpoyuBanus (aza 3 3a OSA cbc cOopeH aHanu3 Ha 6e30mMacHOCTTA,
JICUCHUETO C THP3EMaTHA € JOBEJIO J0 CPECAHO MOHM)KEHHE Ha CHCTOJIHOTO M TUACTOJIHOTO KPBHBHO
Hanarane cbotBeTHO ¢ 9,0 mmHg u 3,8 mmHg Ha ceamuna 52. Hanuile € cpellHO MOHWXKEHUE Ha
CHCTOJIHOTO M JUACTOJIHOTO KPBBHO HaisiraHe cboTBeTHO OT 2,5 mmHg u 1,0 mmHg npu nauuenTy,
JIeKyBaHH ¢ Tiane0o Ha cexMunara 52.

Jlpyra uadopMarms

Cepymna 2n10K03a Ha 21a0HO

IIpu n3nurBanuara SURPASS 1-5 nedenueto ¢ Tup3enatu Boau A0 3HaUUTETHO HamaneHue Ha FSG
(mpomsiHaTa OT M3XOJHOTO HUBO JI0 ITbPBUYHATA KpaifHa Touka € ot -2,4 mmol/l 1o -3,8 mmol/l) cipsmo
U3XOAHOTO HHUBO. 3HAUUTEIIHU HaMaJeHUs OT U3X0AHOTO HUBO Ha FSG morat na ce HabmogaBar ome
cien 2 cenmuin. JlombaauTeHO Iono0penue Ha ctoHocTuTe Ha FSG ce Habmomasa o 42 ceaMuIiy,
CJIeZ] KOETO ce MOATBPIKA B X0Ja Ha MPOYYBAHETO C HAl-IbJTa NPOIbIDKUTETHOCT 104 cenmuny.

HOCWHIDCIH@MCUZHCI 2NoKo3a

IIpu usnutBanusta SURPASS 1-5 neueHuero ¢ Tup3enaTu BOAU O 3HAUYUTEITHO HaMaJsiBaHE Ha
cpeaHaTa CTOMHOCT Ha TJIOKO3aTa 2 Jaca cliefl XpaHeHe (IIpH CpelHO 3 OCHOBHH XPaHEHUS 3a JICH:)
CIpPSIMO M3XOJHOTO HUBO (NMPOMSHATa OT WM3XOJAHOTO HHMBO JO IThbPBUYHATA KpailHa TOYKa € OT
3,35 mmol/l no 4,85 mmol/l).

Tpueruyepuou

IIpu wm3nutBanmsata SURPASS 1-5 tupsenatug 5 mg, 10 mg u 15 mg Boam A0 HamaisBaHEe Ha
CEPYMHHUTE TPUTTUIEPUINA CHOTBETHO C 15-19 %, 18-27 % u 21-25 %.

B 40-ceqmuuno uznuTBaHe cnpsMo ceMarnytud 1| mg tupszenatun 5 mg, 10 mg u 15 mg Bomu mo
cp0TBeTHO 19 %, 24 % u 25 Y% HaMareHne Ha HUBaTa Ha CEpPYMHUTE TPUTIUIIEPUAN B cpaBHEeHHE ¢ 12 %
HaMaJleHHe NpHu ceMarayTu 1 mg.

B 72-ceaqmudHO TIare60-KOHTPOIMPAHO MpoydBaHe (a3a 3 Mpu MAlMEeHTH ChC 3aTIBCTABAHE WITH
HagHopMeHo Terio 6e3 T2DM (SURMOUNT-1) neyenunero ¢ tupzenatug 5 mg, 10 mg u 15 mg Boaun
110 cbOoTBETHO 24 %, 27 % n 31 % HamaneHue Ha cepyMHUTE HUBA HAa TPUIIIMLIEPUIUTE B CPABHEHUE C
6 % HamalieHue npu mianedo.

B 72-cemmuuHO Tutane0o-KOHTPONIMpaHO MpoyyBaHe (aza 3 MpW NalUMeHTH ChC 3aTIBCTABAHE MU
HagHOpMeHOo Terno ¢ T2DM (SURMOUNT-2) neuenuero ¢ tupsenatun 10 mg u 15 mg Boam 1o
cboTBETHO 27 % u 31 % HamaneHue Ha CEpyMHUTE HMBA Ha TPUIVIMLEPUIUTE B CpaBHEHHE C 6 %
HaMaJeHue mpu 1iamnedo.

Ipouenm nayuenmu, oocmuznanu HbAlc < 5,7 % 6e3 KIUHUYHO 3HAYUMA XUNOSAUKEMUSL

B 4-Te uznuTBaHuUs, NIpU KOUTO THp3eNaTHA He € KoMOuHupaH ¢ 6azanen uncynud (SURPASS 1-4),
npu 93,6 % no 100 % oT mammeHTHTE, KOUTO ca MOCTUTHaNU HopMmoriukemus, HbAlc < 5,7 %
(<39 mmol/mol), mpu mocemieHeTo 3a OTYATAHE HA ITbPBUYHATA KpalHa TOYKA OT JICYEHHUETO C
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TUP3ENaTh]], € YCTAHOBEHO, Y€ Ca s MOCTHTHAIN 0e3 Jla ca UMalli KIIMHUYHO 3HAYMMa XUTOTJINKEMHUSL.
B usnutBane SURPASS 5 85,9 % oT mauueHTuTe, JIEKYyBaHU C TUP3EMATUA, KOUTO Ca MOCTUTHAIU
HbAlc < 5,7 % (£ 39 mmol/mol), ca ro mocrurHanu Oe3 Ja ca MMM KIUHHUYHO 3HAYMMA
XHUIOTJIMKEMHUSI.

Crenuaniy noIyJanun

EduxacHocrra Ha THp3enatua 3a jeuenne Ha T2DM He ce moBnusiBa OT Bb3pacTTa, IOJa, pacaTa,
eTHUYECKaTa MPHUHAICKHOCT, peruoHa win oT u3xomuus BMI, HbAlc, mpombmkuTeaHOCTTa Ha
nrabeTa M CTeleHTTa Ha HapyleHne Ha ObOpeuHara QyHKIHsL.

EdukacHocTTa Ha THp3enaTHI 3a peryiHpaHe Ha TErJIOTO He € TOBIHSHAa OT BB3pacT, IOJ, paca,
eTHUYECKA PUHAJIS)KHOCT, peTHOoH, n3xoaeH UTM u Halmuue Wi OTChCTBHUE HA MpeanadeT.

EduxacHocTTa Ha TUp3enaTH] HpH JICUCHUE Ha YMEPEHO TeXKa 10 Texxka OSA mpu ManMeHTH ChC
3aTIBCTSIBAHE HE € IOBJINSHA OT BB3PACT, 110J1, ETHUUECKA IPUHAUIeKHOCT, n3xoaeH UTM win nzxonna

Texect Ha OSA.

He()uamz)uqﬂa nonyaayu:

EBpomneiickaTa areHIus 1o JekapcTBaTa 0CBOO0XKAaBa OT 3aABJDKCHUETO 3a MIPEJOCTaBsIHE Ha
pe3ynTaTuTe OT Mpoy4YBaHUATa ¢ Mounjaro B €1Ha WX MTOBeUe MOATPYITH Ha MeAnaTpruIHaTa
TTOTIYJIAIT!S 32 JICUCHHE Ha 3aXapeH MTua0eT THIT 2 U 3a peryJIupaHe Ha TerlIoTo (BXkK. Touka 4.2 3a
UHQOpPMAIHsI OTHOCHO yroTpeba B MeAnaTpusITa).

5.2 @apmakoKUHETHYHHU CBOMCTBA

TPIpBeHaTI/IL[ € IICNTU A, CbCTAaBCH OT 39 aMMHOKHMCEIMHHA MMa 4acT — MacTHA JABYOCHOBHA KHUCCJIMHA
C20, KOsTO MO3BOJIsIBA CBBP3BAHCTO C aJ'I6YMI/IH " yABJDKAaBa IMOJY>XKUBOTA HA TUP3CIIATUN.

AOcopbuus

MakcumanHaTa KOHIMHTpALK Ha TUP3EMaTU] ce ToCTUra 8 1o 72 Jaca cien MpuioKeHHe Ha 03aTa.
Excno3unusTa B cTalliOHAPHO CHCTOSIHHE CE MTOCTHTA ClIe 4 CEIMUIIU TTPUIIOKCHIE BETHBK
CeAMUYHO. EXCTIO3UITHATA HA THP3ETATH]I CE YBEIMYaBa MPOIOPIIOHATHO Ha J03aTa.

HO,I[O6H3. CKCIIO3ULM: € MMOCTUTHATA ITPU MOAKOKHO MPUJIIOKCHUC HAa TUP3CIIATH/ B obOnactra Ha
KOopema, 6C,E[pOTO WJIM TOpHATa 4aCT Ha pbKarta.

AOcCor0THaTa OMOHAIMYHOCT HA MOJIKOKHO MPUIIOKEH THUp3enatua ¢ 80 %o.

Pasnpenenenue

CpenHusaT npuBHIeH 00eM Ha paslpeeiieHue B CTAlIMOHAPHO ChCTOSHUE Ha TUP3ENaTU CiIel
MOJIKOYKHO TMPHIIOKEHKE TIPH MAlMeHTH ¢ 1uabet tun 2 ¢ npubamsurento 10,3 1u 9,7 | npu nanuenTtu
ChC 3aTJIbCTSIBAHE.

Tupsenatuy ce CBbpP3Ba BB BUCOKA CTEMEH ¢ TuTa3MeHus anoymuH (99 %).

Buorpanchopmars

Tupsenatua ce METa0OIU3UPa Ype3 MPOTSOIUTUYHO PA3IICIIBAHE HA MENTHIHUSA CKENeT, OeTa
OKHMCJICHHE Ha YacTTa IBYOCHOBHA MacTHA kucennHa C20 u aMuIHa XHAPOIN3a.

Envmunupane
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[IpuBHAHUAT MOMyJIALIMOHEH CPEACH KIMPBHC Ha Tup3enatun e npudausurenno 0,06 1/h ¢
€JIMMHHALMOHEH NOJIYKUBOT NPUOIU3UTEIHO S5 THH, KOETO MO3BOJISABA BEAHBK CEAMUIHO
TIPHIIOKEHUE.

Tupsenatus ce emuMUHIpPA Ype3 MeTadoau3bM. OCHOBHHUTE IBTHIIA HA €KCKPEIHs Ha METa0OJIUTHTE
Ha TUp3EnaTH]l ca Ype3 ypuHa U u3npaxHeHus. HermpomeneH tup3enaTus He ce HaOIro1aBa B ypuHaTta

WJIK U3MNPAKHCHUATA.

CHC]_[I/IZUIHI/I nomnyJjaanuu

Bw3pacm, non, paca, emnuuecka npuHadﬂleCHocm, mejiecHo mezaio

Br3pacTra, nonsT, pacaTta, eTHUUECKaTa PUHAIEKHOCT U TEIECHO TEMJIO HAMAT KIMHUYHO 3HAYNM
edexT Bepxy papmakokuHerukara (PK) Ha Tupsenartua. B3 ocHoBa Ha nomynanuoHen @K ananus,
€KCIIO3UIMATA Ha TUP3ENaTH/l Ce YBeINYaBa c HaMaJIIBaHEe Ha TE€JIECHOTO TErJ0; BhIPEKH TOBA,
e(eKTHT Ha TeJecHOTO Terio BbpXy OK Ha TupsenaTu] He U3riIex/1a KIMHIYHO 3HAUYUM.

Bbvbpeuno yepescoane

BbrOpeunoTo yBpexxaane He NOBIHABA (hapMaKOKHHETHKATa Ha TUp3enatua. @apMakoKMHETHKATa Ha
TUp3enaTh/] ciel MPUIOKEHNE Ha eIMHIYHA 71033 5 mg € OLEHEeHa MPH MAllMeHTH C pa3iuvyHa CTEIeH
Ha OBOpedHo yBpexxaane (Jieka, ymepeHa, Texxka, ESRD) B cpaBHeHHE C yIaCTHHUIIM ¢ HOpMasiHa
0b0peyHa (pyHKIMSA U HE ca HaOJI0/JaBaHU KIMHUYHO 3HAYUMU pa3iukd. ToBa e yCTaHOBEHO U Ipu
MAIMEHTH ChC 3aXapeH auadeT Tul 2 u 6bOpedHo yBpeXXIaHe Bb3 OCHOBA HA JaHHU OT KIMHUYHU
NpOYYBaHUS.

Yeprnoopobuo yepescoane

UepHoapoOHOTO yBpexkaaHe He MOBIUsIBa (papMakoKMHETHKATa Ha TUp3enaruy. dapMakoKnHeTHKATa
Ha THp3eNaTH/I CJIe]] MPIIIOKEHNE Ha eAMHNYHA 71032 5 mg € OlleHeHa MMPH MallMeHTH C Pa3uIHa
CTETIeH Ha YepHOAPOOHO YBpEXkKAaHe (Jieka, yMEpPeHa, TeXKKa) B CPaBHEHHE C YYaCTHHUIU C HOpMAJTHa
yepHOIpOOHa (PyHKIUS M HE ca HaOIII0/JaBaHU KIMHUYHO 3HAYNMU Pa3IIUKH.

Heduamz)wma nonyaayus

Tup3zenarus He € NIPOyYBaH NPU NEIUATPUYHY NALUEHTH.
5.3 IlpeakJMHMYHH JAHHHU 32 0€30MACHOCT

Hexnuanyaute JaHHU HC IIOKa3BaT ocobeH PHUCK 3a XOpa Ha Oazara Ha KOHBCHIIMOHAJIHUTC
(bapMaKOJ'IOI‘I/I‘IHI/I IpOoy4BaHHUA 3a 6630HaCHOCT, Mpoy4BaHUA 3a TOKCUYIHOCT IIPU MHOTOKPATHO
Ipujarane Ui reHOTOKCUYHOCT.

[IpoBeneHoO € 2-TOAUIITHO MPOYYBAHE 32 KAHIIEPOTCHHOCT C TUP3ETIATU/T TPH MBXKKH U KCHCKH
mwrpxoBe npu no3u ot 0,15; 0,50 u 1,5 mg/kg (0,12; 0,36 1 1,02 mbTH MakcHMaITHATA TIPETIOPHUNTETHA
no3a pu xopa (MRHD) B®3 ocHoBa Ha AUC), nmpunaranu 4pe3 Mo K0KHa HHXKEKITHS IBa TbTH
cenmuyHo. TupsenaTu NpeU3BUKBA yBEIIMYCHUE Ha TUpeouAHUTe C-KIEThYHHU TyMOPH (aICHOMHU U
KapIIMHOMHU ) IIPH BCUYKH JI03U B CPAaBHEHHE C KOHTPOJIUTE. 3HAYSHUETO Ha Te3U HAXOJIKU 3a XOpara
HE € U3BECTHO.

[Ipu 6-mMecedHo poyyBaHe 3a KaHIIEPOTeHHOCT Ipu rasH2 TpaHCreHHH MUTIKY TUP3ENaTh/I IIpH 031
1, 3 m 10 mg/kg, mpuiarad 4ype3 MOoAKOKHA WHXKEKITUS IBA IBTH CEIMUYIHO, HE BOIM JI0 YBEITMIaBaHE

Ha CIIy4auTE Ha XUIICPIIa3usa UKW HECOIUIa3rud Ha TUPCOUTHUTE C KJICTKH, IIPpU KOATO U Ja € 103a.

[IpoyuBanusATa C THP3EMATH] ITPU KUBOTHHU HE ITOKA3BaT MIPEKH BPeIHN e()EeKTH 10 OTHOLICHHUE Ha
(deprumTera.
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[Ipu npoy4BaHus BBPXY PENPOIYKIIUSITA TIPH KUBOTHHU TUP3ENATH]] IPEAN3BUKBA 3a0aBsSHE HA
pacrexa Ha IJI0/1a 1 aHOMAaJIMK Ha Tutofa npu exkcrno3unmu mogq MRHD Bw3 ocnoBa Ha AUC. Tlpu
TUTHXOBE C€ HAa0JII0/1aBa TIOBUIIICHA YECTOTA HA BHHIIHU, BUCIIEPATHU U CKEJICTHU MaJI(hOpMaIluu 1
BapHWalliy B pa3BUTHETO HA BUCIIEPAITHUTE OpPraHu U ckeiera. [Ipu mirbXoBe u 3aiilin ce HaOIto1aBa
3a0aBsHE Ha pacTexa Ha Toaa. Bcuukn epexTn BhpXy pa3BUTHETO ca HACTBITMIM MTPH TOKCHYHH 32
MaifkaTta JJ03U.

6. DODAPMAIIEBTUYHU JAHHHA
6.1 Choucbk Ha IOMOLIHHUTE BelIeCTBa

IIpenBapuTeIHO HATBbJIHCHA IMMCAIKA, AHOJ030BA; d)JIaKOH., CIHOJI030B

Hunatpues xunporeHdocdar xenraxuapat (E339)

Hatpues xnopun

KoHnenTpupana XJ0poBo0OpOHA KHCENHHA (3a Kopekius Ha pH)
Hatpues xunpokcuy (3a kopekius va pH)

Bona 3a umkeknuu

IIpenBapurenno HanbpianeHa nucanka (KwikPen), MHOromo308a

Hunatpues xunpored gocdar xenraxuapat (E339)

benszunos ankoxon (E1519)

TI'nmuuepon

®denon

Hatpues xnopuna

KoHuenTtpupana xyopoBonopoHa KucenuHa (3a kopekuus Ha pH)
Hatpues xunpokcun (3a kopexuus Ha pH)

Bona 3a nnxexnun

6.2 HecbBMECTHMOCTH

[Ipu nunca Ha MpoyYBaHUS 32 HECHBMECTUMOCTH TO3H JEKapCTBEH MPOIYKT HE TPsOBa /1a c€ CMeCBa C
JPYTH JIEKapCTBEHH MTPOIYKTH.

6.3 Cpoxk Ha roaHocT
[IpenBapuTeaHo HABIIHEHA MUCANIKA, THOA030Ba; (IaKOH, €IHOI030B

Ilpeou ynompeba
2 TOOUHU

Mounjaro MOXe Jja ce CbXpaHABa N3BBH XJIAJAUIHHK 10 21 1mocieaoBaTeIHN IHU TIPU TeMIIepaTypa
noj 30 °C u cnen ToBa MpeJBapUTEIHO HAITbIIHEHATa MUCcaJKa TPsiOBa J1a ce U3XBBPIIH.

IIpenBapurenno nanbiadena nucanka (KwikPen), MHOromo3oBa

Ilpedu ynompeba
2 TOOUHU

Cneo nvpeama ynompeba

30 nau. CpxpassiBaiiTe U3BBH XJaJAWIHUK NpH cTaiiHa Temnepatypa nof 30 °C. IIpensapurenHo
HambiHeHaTa nucanka KwikPen tpsoBa na ce uzxsbpau 30 aHuU cien mbpBarta ynorpeoa.
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6.4 CrhenuajaHu ycI10BHA Ha CbXpaHeHHUe

Ha ce cpxpansiBa B xnammiauk (2 °C — 8 °C).
a He ce 3ampassBa.

IIpenBapuTEIIHO HAITBJIHEHA MUCAIKA, €AHOA030Ba; (PIIAKOH, €HOI030B

CpraH;{BaﬁTe B OpUrMHaJIHATa OIMAaKOBKaA, 3a J1a C€ NpcaAna3n OT CBETJIMNHA.

IIpenBapurenno sanbiadena nucanka (KwikPen), MHOrosmo3oBa

3a ycrnoBHsTa Ha ChbXpaHEHHe cjell IbpBaTa ynorpeda Ha JeKapCTBEHUS MPOAYKT BIXKTE TOUKa 6.3.

6.5 Buau chabp:kaHue HA ONIAKOBKATA

[IpenBapuTeHO HaITbJIHEHA IIMCAJIKA, €HOI030Ba

CrbKileHa CIIPUHIIOBKA, MOCTAaBCHA B MPEABAPUTCIIHO HAIIBJIIHCHA MMUCAJIKa 3a CAHOKPATHA yHOTpC6a.

Hpez[BapHTenHo HaIlTbJIHCHATAa IMUCAaJIKa UMa CKpUTa UIjia, KOsATO aBTOMaTUYHO BJIM3a B KOXKaTa IIpu
HAaTHCKaHC Ha 6YTOH3 3a UHXXCKTHUPAHE.

Bcsika nmpeaBapuTenTHo HaIMbIHEHA MECAKa chabpika 0,5 ml pastop.
OnakoBKH 1O 2 MpeBapUTETHO HAITbIHEHN MUCAJIKY, 4 IPEIBAPUTEIHO HAITBIHEHU TTHCATIKU U
rpyInoBa OIMaKoOBKa, Chbpikaia 12 (3 omakoBky 1o 4) NpeBapUTEITHO HAITBIHEHU THCAIKH.

He Bcwuku BHOBE OMAKOBKH MOTaT J1a ObIaT IIyCHATH Ha Ta3apa.

dirakoH, €THOA030B

@D1akoH OT NPO3PauHO CTHKJIO ChC 3alleyaTaHa 3aIlylIaka.

Bceku ¢nakon cpappika 0,5 ml paztBop.

OmnaxoBku 1o 1 ¢nakon, 4 dhnakona, 12 ¢uakoHa, TpymnoBa OMnakoBKa, Chabpxaia 4 (4 omakoBKH 110
1) ¢akoHa uiM rpymnoBa onakoBka, chabpxkama 12 (12 omakosku 1o 1) ¢uiakona.

He Bcuuky BUOBE ONaKOBKH MOTaT Aa ObAaT MyCHATH Ha Ma3apa.

IIpenBapurenno HanbpianeHa nucanka (KwikPen), MHOromo308a

[TaTpoH OT MpO3pavyHO CTHKIIO, IIOCTABEH B MHOT0/1030Ba MPEIBAPUTEIIHO HAITBIHEHA ITHCAJIKA.

Bcesika npeBapurento HambiHeHa mucanka KwikPen chabpixka 2,4 ml HHXEKIIMOHEH pa3TBOp (4 1031
no 0,6 ml). Beska nucanka nma H3MHIIBK 3a 3apexkaane. ONUTHT 32 MHXKEKTHPaHe Ha OCTaHAJIOTO
KOJIMYECTBO JIEKapCTBEH MPOIYKT 00aye Iie JOBe/e 10 HelbJIHA 71032, BBIIPEKU Ue B MHCAIIKATa BCE

OII€ UMa OCTaHaJIO KOJIMYECTBO JICKAPCTBCH IIPOAYKT. He ca BxiroueHn urim.

OnaxoBku 1o 1 u 3 npeasapurenHo HarrbiHeHN nrcanku KwikPen.He Bcuuku BuoBe onakoBKu
Morar Jia ObJIaT IMyCHATH Ha Ta3apa.

6.6 CrnenuajHu NMpeana3HN MepKH NPH U3XBbPJIsTHEe U padoTa

VYkazanus 3a ynorpeda

ITpoBepete Bu3yaHo Mounjaro mpean yrnorpeba U ro U3XBbpJieTe MU HATWYHE HA BUIAUMH YaCTHIIHA
WM IPOMSTHA Ha I[BETa.
Mounjaro, kOiTO ¢ OWI 3aMpa3siBaH, HE TPsiOBa Ja ce M3I0J3Ba.
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Ipeosapumenno nanvinena nucaixa, e0Ho003084
[IpenBapuTenHo HaTBITHEHATA THCATIKA € CaMO 32 eTHOKpaTHa ynorpeoa.

VkazaHusTa 3a y1'IOTp66a Ha nucajiKaTa, BKIIOYCHH B JIMCTOBKATa, Tpﬂ6Ba Ja C€ CjiI€ABaT BHUMATCIIHO.

DnaxoH, eoHo00308
DIaKOHBT € CaMo 3a eTHOKpaTHa yroTpeoba.

VkazaHusATa B INCTOBKaTa 3a HWHXXCKTHPAHC Ha MOllIlj aro oT (I)J'IaKOH, Tpi[6Ba Ja Ce ciicaBar
BHHUMATCIIHO.

IIpedsapumenno nanvinena nucaixa (KwikPen), mno2o00306a
IIpensapurento HamrbTHeHaTa ncanka KwikPen e 3a MHOTOKpaTHO NpriioxeHue. Beska nmucamka
KwikPen cbabpixa 4 103u. 3xBbpiieTe mucankara clie/l IPUIOKEHHE Ha YSTUPUTE CEIMUYHU JTO3H.

VkazaHusTa 3a yHOTpe6a Ha KWikPeIl, BKJIIOYCHH B JIMCTOBKATA, Tpﬂ6Ba Ja C€ CJI€aBaT BHUMATCIIHO.

HsxBopisiHe

Hewnsnon3sanusr JICKAPCTBCH MPOAYKT WJIN OTHAABYHUTEC MAaTCpUAIN OT HET'O Tpﬂ6Ba Ja CC U3XBBPJAT
B CbOTBCTCTBHEC C MCCTHUTC U3MCKBAHUA.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaust.

8. HOMEP(A) HA PASPEHLIEHUETO 3A YIIOTPEBA

EU/1/22/1685/001
EU/1/22/1685/002
EU/1/22/1685/003
EU/1/22/1685/004
EU/1/22/1685/005
EU/1/22/1685/006
EU/1/22/1685/007
EU/1/22/1685/008
EU/1/22/1685/009
EU/1/22/1685/010
EU/1/22/1685/011
EU/1/22/1685/012
EU/1/22/1685/013
EU/1/22/1685/014
EU/1/22/1685/015
EU/1/22/1685/016
EU/1/22/1685/017
EU/1/22/1685/018
EU/1/22/1685/019
EU/1/22/1685/020
EU/1/22/1685/021
EU/1/22/1685/022
EU/1/22/1685/023
EU/1/22/1685/024
EU/1/22/1685/025
EU/1/22/1685/026
EU/1/22/1685/027

40



EU/1/22/1685/028
EU/1/22/1685/029
EU/1/22/1685/030
EU/1/22/1685/031
EU/1/22/1685/032
EU/1/22/1685/033
EU/1/22/1685/034
EU/1/22/1685/035
EU/1/22/1685/036
EU/1/22/1685/037
EU/1/22/1685/038
EU/1/22/1685/039
EU/1/22/1685/040
EU/1/22/1685/041
EU/1/22/1685/042
EU/1/22/1685/043
EU/1/22/1685/044
EU/1/22/1685/045
EU/1/22/1685/046
EU/1/22/1685/047
EU/1/22/1685/048
EU/1/22/1685/049
EU/1/22/1685/050
EU/1/22/1685/051
EU/1/22/1685/052
EU/1/22/1685/053
EU/1/22/1685/054
EU/1/22/1685/055
EU/1/22/1685/056
EU/1/22/1685/057
EU/1/22/1685/058
EU/1/22/1685/059
EU/1/22/1685/060

9. JATA HA ITBPBO PASPEINABAHE/IIOJHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[lata Ha mepBO paspemasane: 15 cenremBpu 2022 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

IToapo6Ha wHGOpPMAITHS 32 TO3U JEKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponelickara
areH1us 1o Jekapcreara http:/ www.ema.europa.eu
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INPUJIOKEHHUE 11

MNPOU3BOJUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXIABAHE HA ITAPTUIN

YCJIOBUS NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIHOTPEBA

APYI'N YCJIOBUS N UBNCKBAHUSA HA PASPEIIEHUETO 3A
YIHOTPEBA

YCJIOBUSA NI OTPAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUS TPOAYKT
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A. MNPOU3BOAUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOXJIABAHE HA ITAPTUAN

Hwme u agpec Ha npoussoaureisi(Ure), OTTOBOPEeH(HM) 3a OCBOOOKIaBaHE HA NAPTHUIUTE

Ilpedsapumenno nanvinena nucaixka, eOHo003osea, Ouaxon, edno00308, Ilpedsapumenno nanvinena
nucainka (KwikPen), mno2o00306a

Eli Lilly Italia S.p.A.
Via Gramsci 731/733
50019, Sesto Fiorentino
Firenze (FI)

Hramus

Ipeosapumenno nanvinena nucaixa, eonooososa, llpedsapumento HanvaHeHa NUCATKA,
(KwikPen), mnozo00306a

Lilly France

2, rue du Colonel Lilly
67640 Fegersheim
Dpanuus

@Dnaxon, e0H00030;, IIpedsapumenno nanvinena nucanxa (KwikPen), mnocooozosa
Lilly S.A.

Avda. de la Industria, 30

28108 Alcobendas, Madrid

Ucnanns

Ilpeosapumenno nanvinena nucanka (KwikPen), mroco0o306a

Millmount Healthcare Limited

Block 7 City North Business Campus

Stamullen, K32 YD60

Wpnannus

[leyaTHaTa MTUCTOBKA Ha JIEKAPCTBEHHS MPOIYKT TPsiOBa Ja ChABPKA IMETO U ajJpeca Ha
MIPOU3BOAMTEIS, OTTOBOPEH 32 OCBOOOKIaBaHETO HA ChOTBETHATA HAPTH/IA.

b. YCJ0OBUS NWJIN OI'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBeHI/I}IT MPOAYKT C€ OTITYCKa IIO0 JICKAPCKO NPCANMNCaHUC.

B. JPYI' YCJIOBUA U U3UCKBAHMUS HA PABPEHIEHUETO 3A YIHOTPEBA

. IlepuoanyHu aKkTyaJu3nupanm aokaaau 3a oezonacuocr (ITAIB)

M3uckBanusTa 3a nogaBane Ha ITAJIb 3a To3u nekapCTBEH NPOAYKT ca IOCOYEHU B CIIUCHKA C
pedepentauTe natu Ha EBponetickus cbio3 (EURD crmchk), npensuaeH B wi. 1078, ain. 7 ot
Hupexrusa 2001/83/EO, 1 BbB BCHUKH CIIeIBAIIN aKTyalU3alHu, MyOIMKyBaHH Ha eBPONEHCKUS

yeOIopTal 3a JeKapcTBa.

[purexatensat Ha pa3pemieHuero 3a yrnorpeda ([IPY) tpsabdsa na moxane mepsus [1A/IB 3a To3n
MPOIYKT B CPOK OT 6 Mecera cie pa3perraBaHeTo 3a yrmoTpeoa.
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I'.  YCJIOBUA UJIN OTPAHUYEHUSA 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA IPOAYKT

. Ilnan 3a ynpasJjienue Ha pucka (IIYP)

IIputexarensar Ha pa3pemeHneTo 3a yrmorpeda (IIPY) TpsOBa 1a H3BBpIIBA U3UCKBAHUTE ACHHOCTH U
JIEHCTBUSA, CBBP3aHU C MPOCIIEIIBaHE HA JIEKapCTBEHATA O€30MMaCHOCT, MOCOUYECHH B ofo0penws [IVP,
npencraBeH B Moy 1.8.2 Ha pa3pemieHreTo 3a ynorpeda, KakTo U BbB BCHUKH CIICBAIIH 0J00pEHU
aktyanu3auuu Ha ITYP.

Axrtyanuzupan [1YP tpa6Ba na ce nonasa:

e 10 uckane Ha EBporieiickaTa areHuus 1mo JieKapcTBara;

e BHHArW, KOTaTo C€ M3MEHS CHCTeMaTa 3a yIpaBleHuEe Ha PUCKa, 0COOCHO B pe3yTar Ha
MoJIy4aBaHe Ha HOBA HH(pOpMaLKs, KOATO MOXKE Ja JA0BEE 10 3HAYNMH IPOMEHH B
CHOTHOIIICHHUETO I0JI33/PUCK, WITH CIIE/ JOCTUTaHEe Ha BayKeH eTall (BbB BPh3Ka C
MpOCIIesIBaHe Ha JeKapCTBEeHaTa 0e301MacHOCT WIIH CBEXK/IaHE Ha PHCKA O MUHUMYM).
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NMPUJIOXEHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPEJABAPUTEJIHO HAITBJIHEHA IINCAJIKA EJHOJ0O30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MOllIlj aro 2,5 mg MHXXCKIHWOHCH PAa3TBOP B MPCABAPUTCIHO HAITBJIHCHA IMUCAJIKA

THUP3€enaTu

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika npeBapuTeNiHO HaITbJIHEHA MTUCANKa Chabpka 2,5 mg tup3enarus B 0,5 ml pasteop

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomonrHu BelecTBa: UHATPUEB XuAporeHpochar xenrtaxuapar (E339), natpuer Xja0pu, HaTpUEB
XUAPOKCU, KOHIICHTpHpPaHa XJIOPOBOJAOPOIHA KUCEINHA, BOJA 32 UHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITHs, BIDKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HUHKCKIIMOHCH Pa3TBOP

2 npenBapUTETHO HAITbJIHEHN MTUCATIKU
4 mpeABapUTETHO HATBIHEHH MUCAIIKH

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a eqHOKpaTHa ynorpeda
Bennbk cemMuuaHO

MapKHpaﬁTe JCHsA OT c€aAMHUIIaTa, B KONTO HCKaTe Ja U3I10J13BaTe Bamero JICKapCTBO, TOBA LIC Bu
IIOMOTHEC J1a I'0 3aIIOMHHUTCE.

ITH. BT. cp. 9T. T. cO. HI

Cenmura 1

Cenmuiia 2

IIH. BT. cp. qr. IIT. cO. HII.

Cemmumna 1

Cenmura 2

Cenmuna 3

Cenmuria 4

[Ipenn ynoTpeba mpoverere TMCTOBKATA.
TTokOXXHO MIPUIIOKEHUE
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6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIETIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.

Moske n1a ce ChbXpaHsIBa U3BBH XIanauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansiBaiiTe B OpUTHHAIIHATA OTIAKOBKA, 32 J]a c€ MPEANa3u OT CBETINHA.

10. CIHEIUAJIHMU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/001 2 mpenBapuTETHO HAITBIHCHH MTHCATKH
EU/1/22/1685/002 4 npenBapUTeIHO HAITBIHCHU TUCATIKA

13. NAPTUJIEH HOMEP

ITapt. Neo

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

MOUNJARO 2,5 mg
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JIByn3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — [IPEJIBAPUTEJIHO
HAITBJIHEHA ITMCAJIKA EJHOJO30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 2,5 mg WHXEKIIHOHEH Pa3TBOP B MPeIBAPUTEITHO HAIBJIHEHA TIHCANIKA

THUP3€enaTu

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeBapuTeHO HAITBJIHEHA MTUCAKa ChABPKaA 2,5 mg tup3enatua B 0,5 ml pa3reop (5 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEIECTBA

[Tomonruu BemectBa: Aunarpues xuaporeHdocdar xentaxuapat (E339), Harpues xyopun, HaTpUEB
XUAPOKCUT, KOHIICHTpUpPaHa XJIOPOBOJIOPOIHA KUCEINHA, BOJA 33 UHKCKIIUU. 32 JOMBIHUTEIIHA
nH(MOpMAaIHs, BIKTE JTMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKkuroHeH pa3TBop

I'pynoBa onakoBka: 12 (3 onakoBku OT 4) MpeJBapUTETHO HATBIHEHHU MUCAIKU

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXK/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO MPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/003

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNJARO 2,5 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIHIHA OITAKOBKA (6e3 Blue Box) koMIoHeHT OT rpynoBaTa ONnaKkoBKa —
HPEABAPUTEJIHO HAITBJIHEHA ITUCAJIKA EJJHOJAO30BA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 2,5 mg WHKEKIIMOHEH Pa3TBOP B MPEABAPHUTEIHO HAITBIHEHA TIHCATKA

TUP3CIIATU]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HaTbJIHEHA MUCAKa chAbpKa 2,5 mg tup3enatua B 0,5 ml pa3rBop (5 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCH, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 38 WH)KEKIUH. 32 HOIBIHUTEIHA
nHGOpPMAaIKs, BUXKTE JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKkuroHeH pa3TBop

4 NpEABAPUTCIIHO HAITBJIHCHU MMUCAJIKH. KomronentT ot rpymnoBara OIIaKOBKa. He ce npogaBat
CaMOCTOATCIIHO.

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO

MapKI/IpaﬁTe JCHA OT C€aAMUIIaTa, B KOKNTO HCKaTe Ja U3I10J13BaTeC Bamrero JICKAapCTBO, TOBA LIC Bu
IIOMOTHEC 1a o0 3alIOMHHUTC

ITH. BT. Ccp. 4T. IIT. cO. HI.

Cenmuna 1

Cenmuna 2

Cenmuna 3

Cenmura 4

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO MPUIIOKEHUE

6. CIIEHUAJIHO HNPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTBHIIHO 3a ACIA.
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‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'onen no:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.

Mosxe na ce chbxpaHsiBa U3BBH XJaauiaHuka 10 21 quu npu temmepatypa non 30 °C.
[a He ce 3ampassiBa.

CpxpaHsBaiiTe B OpUIHHAIHATA OMAKOBKa, 32 Ja Ce MPEANa3y OT CBETIHHA.

10. CHEHOUAJHU NPEAITA3SHA MEPKU ITPU U3XBBPJIISAAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTE/KATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanous

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/003

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIAA HA BPAJIOBA ABBYKA

MOUNJARO 2,5 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na IPEJABAPUTE/IHO HAITBJIHEHA ITNCAJIKA EJJTHO/IO30BA

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 2,5 mg HHKEKIIMOHEH Pa3TBOP

TUP3CIIATU ]
HO,Z[KO)KHO IIPUIIOKCHUC

2. HAYUH HA ITPUJIIOKEHUE

Benubx ceqMUIHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM NWJIN EJIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPEJABAPUTEJ/IHO HAITHJIHEHA IINCAJIKA EJHOJ0O30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MOllIlj aro 5 mg MHXXCKIHWOHCH PAa3TBOP B MPEABAPUTCIHO HAIIBJIHCHA IMMUCAJIKA

THUP3enaTu

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika npeBapuTeHO HaITBJIHEHA MTUCAKa ChABpKa 5 mg Tup3enatua B 0,5 ml pazrop (10 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[Tomonruu BemecTBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpHPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 33 MHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITHs, BIDKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMOoHEH pa3TBoOp

2 npenBapUTETHO HAITbJIHEHN MTUCATIKU
4 mpeABapUTETHO HATBIHEHH MUCAIIKH

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a eqHOKpaTHa ynorpeda
Bennbk cemMuuaHO

MapKHpaﬁTe JCHsA OT c€aAMHUIIaTa, B KONTO HCKaTe Ja U3I10J13BaTe Bamero JICKapCTBO, TOBA 1IC Bu
IIOMOTHE Ja I'0 3aIIOMHHUTE

ITH. BT. cp. 9T. T. cO. HI

Cenmura 1

Cenmuiia 2

IIH. BT. cp. qr. IIT. cO. HII.

Cemmumna 1

Cenmura 2

Cenmuna 3

Cenmuria 4

[Ipenu ymoTpeba mpovereTe TMCTOBKATa
TTonkoXXHO NIPUIIOKEHUE
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6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.

Moske na ce chbxpaHsiBa U3BBH XJaauiaHuka 10 21 quu npu temmepatypa nox 30 °C.
Ja He ce 3ampassiBa.

CpxpaHsBaiiTe B OpUIHHAIHATA OMTAKOBKa, 32 Ja Ce MPEANa3y OT CBETIHHA.

10. CHEHOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanous

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/004 2 mpeaBapUTETHO HAITBIHEHH IMHCATKH
EU/1/22/1685/005 4 nmpeaBapUTETHO HATBIHCHH IMACAITKH

13. NAPTUJIEH HOMEP

ITapt. Neo

14. HAYUH HA OTITYCKAHE

15. YKA3AHMA 3A YIIOTPEBA

16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

MOUNIJARO 5 mg
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JIByn3MepeH 0apKo]i C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — [IPEJIBAPUTEJIHO
HAITBJIHEHA ITMCAJIKA EJHOJO30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 5 mg HHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAIBJIHEHA ITHCAIIKA

THUP3€enaTu

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika peBapuTenHO HaITbJIHEHA MTUCAKa ChABpkKa 5 mg Tup3enatua B 0,5 ml pazrop (10 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEIECTBA

ITomonruu BemectBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpUpPaHa XJIOPOBOJIOPOIHA KUCEINHA, BOJA 33 UHKCKIIUU. 32 JOMBIHUTEIIHA
nH(MOpMAaIHs, BIKTE JTMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKkuroHeH pa3TBop

I'pynoBa onakoBka: 12 (3 onakoBku OT 4) MpeJBapUTETHO HATBIHEHHU MUCAIKU

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXK/IAHE

Camo 3a emHOKpaTHa ynoTpeba
Benupx cenMuaHO
[Ipenu ymoTrpeba mpodereTe TUCTOBKATa

HOZ[KO)KHO IIPUIIOKCHUC

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

TAX, AKO CE UBUCKBAT TAKHUBA

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/006

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNIJARO 5 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKaAJICH HACHTH(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMIoHeHT OT rpynoBaTa ONnaKkoBKa —
HPEABAPUTEJIHO HAITBJIHEHA ITUCAJIKA EJJHOJAO30BA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 5 mg WHXEKITMOHEH Pa3TBOP B MIPEIBAPUTEIHO HAITHTHEHA ITHCATTKa

TUP3CIIATU]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHo HaTbIHEHA MUCAKa chAbpKa 5 mg Tup3enatua B 0,5 ml pazrop (10 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCH, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 38 WH)KEKIUH. 32 HOIBIHUTEIHA
nHGOpPMAaIKs, BUXKTE JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKkuroHeH pa3TBop

4 NpEABAPUTCIIHO HAITBJIHCHU MMUCAJIKH. KomronentT ot rpymnoBara OIIaKOBKa. He ce npogaBat
CaMOCTOATCIIHO.

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO

MapKHpaﬁTe JCHA OT C€aAMUIIaTa, B KOKNTO HCKaTe Ja U3I10J13BaTeC Bamrero JICKapCTBO, TOBA LIC Bu
IIOMOTHEC 1a o0 3alIOMHHUTC

ITH. BT. Ccp. 4T. IIT. cO. HI.

Cenmuna 1

Cenmuna 2

Cenmuna 3

Cenmura 4

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO MPUIIOKEHUE

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.
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‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIQAWITHUK.

Moske n1a ce ChbXpaHsIBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpaHsBaiiTe B OpUTHHAIIHATA OMIAKOBKA, 32 J]a C€ MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUW MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/006

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNIJARO 5 mg

‘ 17. YHHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na IPEJABAPUTE/IHO HAITBJIHEHA ITNCAJIKA EJJTHO/IO30BA

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 5 mg WHXEKITMOHEH pa3TBOP

TUP3CIIATU]
HO,Z[KO)KHO IIPUIIOKCHUC

2. HAYUH HA ITPUJIIOKEHUE

Benubx ceqMUIHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 4. ITAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPEJABAPUTEJ/IHO HAITHJIHEHA IINCAJIKA EJHOJ0O30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MOllIlj aro 7,5 mg MHXXCKIHWOHCH PAa3TBOP B MPCABAPUTCIHO HAITBJIHCHA IMUCAJIKA

THUP3€enaTu

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika peiBapuTeHO HAITBJIHEHA MTUCANKa ChABpKa 7,5 mg tup3enarua B 0,5 ml pasrop (15 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[Tomonruu BemecTBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpHPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 33 MHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITHs, BIDKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMOoHEH pa3TBoOp

2 npenBapUTETHO HAITbJIHEHN MTUCATIKU
4 mpeABapUTETHO HATBIHEHH MUCAIIKH

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHA yroTpeda
Benubx cenMuaHO

Mapxkupaiite neHs OT ceMULIATa, B KOUTO UCKATe Jia h3no3Bare Bamero iekapcTBo, ToBa 1ie Bu
IIOMOTHE J1a IO 3aIIOMHUTE

TIH. BT. cp. qr. IT. cO. HII.

Cenmura 1
Ceamura 2

IH. BT. cp. ur. IT. cO. HII.

Cenmuma 1
Cenmmuria 2
Cenmuna 3
Cenmuiia 4

[Ipenu ynotrpeba mpoverere TUCTOBKATA
[ToakoxHO pUIIOKEHHE
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6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.

Moske na ce chbxpaHsiBa U3BBH XJaauiaHuka 10 21 puu npu temmepatypa nox 30 °C.
Ja He ce 3ampassiBa.

CpxpaHsBaiiTe B OpUIHHAIHATA OMTAKOBKa, 32 Ja Ce MPEANa3y OT CBETIHHA.

10. CHEHOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanous

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/007 2 mpeaBapUTETHO HAITBIHEHH IMHCATKH
EU/1/22/1685/008 4 mpeaBapUTEITHO HATBIHCHH IMACAITKH

13. NAPTUJIEH HOMEP

ITapt. Neo

14. HAYUH HA OTITYCKAHE

15. YKA3AHMA 3A YIIOTPEBA

16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

MOUNJARO 7,5 mg
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‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — [IPEJIBAPUTEJIHO
HAITBJIHEHA ITMCAJIKA EJHOJO30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 7,5 mg WHXEKIIHOHEH Pa3TBOP B MPEIBAPUTEITHO HAIBJIHEHA THCANIKA

THUP3€enaTu

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika peiBapuTeHO HAITBJIHEHA MTUCAKa ChABpKa 7,5 mg Tup3enarua B 0,5 ml pazreop (15 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEIECTBA

ITomonruu BemectBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpUpPaHa XJIOPOBOJIOPOIHA KUCEINHA, BOJA 33 UHKCKIIUU. 32 JOMBIHUTEIIHA
nH(MOpMAaIHs, BIKTE JTMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKkuroHeH pa3TBop

I'pynoBa onakoBka: 12 (3 onakoBku OT 4) MpeJBapUTETHO HATBIHEHHU MUCAIKU

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXK/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO MPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsIBa U3BBH XJIaauiaHuKa 10 21 mau npu temiepaTypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/009

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNJARO 7,5 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYEH YHUKaAJICH HACHTH(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMIoHeHT OT rpynoBaTa ONnaKkoBKa —
HPEABAPUTEJIHO HAITBJIHEHA ITUCAJIKA EJJHOJAO30BA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 7,5 mg WH)KEKIIMOHEH Pa3TBOP B MPEABAPHUTEIHO HAITBIHEHA TTHCATKA

TUP3CIIATU]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHo HaTbIHEHA MUCaKa chabpka 7,5 mg tup3enatua B 0,5 ml pastop (15 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCH, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 38 WH)KEKIUH. 32 HOIBIHUTEIHA
nHGOpPMAaIKs, BUXKTE JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HHxeKkuroHeH pa3TBop

4 NpEABAPUTCIIHO HAITBJIHCHU MMUCAJIKH. KomronentT ot rpymnoBara OIIaKOBKa. He ce npogaBat
CaMOCTOATCIIHO.

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO

MapKI/IpaﬁTe JCHA OT C€aAMUIIaTa, B KOKNTO HCKaTe Ja U3I10J13BaTeC Bamrero JICKAapCTBO, TOBA LIC Bu
IIOMOTHEC 1a o0 3alIOMHHUTC

ITH. BT. Ccp. 4T. IIT. cO. HI.

Cenmuna 1
Cenmuiia 2
Cenmurnia 3
Cenmurna 4

IIpenn ymoTpeba mpodereTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HNPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTBHIIHO 3a ACIA.
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‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIQAWITHUK.

Moske n1a ce ChbXpaHsABa U3BBH XJIaauiaHuKa 10 21 mau npu temiepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpaHsBaiiTe B OpUTHHAIIHATA OMIAKOBKA, 32 J]a C€ MpeArna3u OT CBETIUHA.

10. CIHEINUAJIHU ITPEAIIASHU MEPKU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanous

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/009

13. NAPTUJIEH HOMEP

ITapT. Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

MOUNJARO 7.5 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na IPEJABAPUTE/IHO HAITBJIHEHA ITNCAJIKA EJJTHO/IO30BA

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 7,5 mg WHKEKIIMOHEH Pa3TBOP

TUP3CIIATU]
HO,Z[KO)KHO IIPUIIOKCHUC

2. HAYUH HA ITPUJIIOKEHUE

Benubx ceqMUIHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM NWJIN EJIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPEJABAPUTEJ/IHO HAITHJIHEHA IINCAJIKA EJHOJ0O30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MOllIlj aro 10 mg MHXXCKIMOHCH PAa3TBOP B MPEABAPUTCIHO HAITBJIHCHA IMMUCAJIKaA

THUpP3enaTu

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika peBapuTeHO HambJIHEHA MUcaika chabpxka 10 mg tupsenaruz B 0,5 ml pazreop (20 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[Tomonruu BemecTBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpHPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 33 MHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITHs, BIDKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMOoHEH pa3TBoOp

2 npenBapUTETHO HAITbJIHEHN MTUCATIKU
4 mpeABapUTETHO HATBIHEHH MUCAIIKH

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a eqHOKpaTHa ynorpeda
Bennbk cemMuuaHO

MapKHpaﬁTe JCHsA OT c€aAMHUIIaTa, B KONTO HCKaTe Ja U3I10J13BaTe Bamero JICKapCTBO, TOBA 1IC Bu
IIOMOTHE Ja I'0 3aIIOMHHUTE

ITH. BT. cp. 9T. T. cO. HI

Cenmura 1

Cenmuiia 2

IIH. BT. cp. qr. IIT. cO. HII.

Cemmumna 1

Cenmura 2

Cenmuna 3

Cenmuria 4

[Ipenu ymoTpeba mpovereTe TMCTOBKATa
TTonkoXXHO NIPUIIOKEHUE
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6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaiiTe B OpUTHHATHATA OITAKOBKa, 3a Ja Ce TPEAIa3y OT CBETIHHA.

10. CHEHOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanous

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/010 2 mpeaBapUTETHO HAITBIHEHU IMHCATKH
EU/1/22/1685/011 4 nmpeaBapUTETHO HAITBIHCHH IMACAITKH

13. NAPTUJIEH HOMEP

ITapt. Neo

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

MOUNJARO 10 mg
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‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — [IPEJIBAPUTEJIHO
HAITBJIHEHA ITMCAJIKA EJHOJO30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 10 mg HHXEKLNOHEH Pa3TBOP B NPEABAPUTEIIHO HAITBIHEHA MHCAJIKa

THUpP3€enaTu

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika peBapuTenHO HambJIHEHA MUcaika chabpxka 10 mg tupsenaruz B 0,5 ml pazrsop (20 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEIECTBA

ITomonruu BemectBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpUpPaHa XJIOPOBOJIOPOIHA KUCEINHA, BOJA 33 UHKCKIIUU. 32 JOMBIHUTEIIHA
nH(MOpMAaIHs, BIKTE JTMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HHxeKkuroHeH pa3TBop

I'pynoBa onakoBka: 12 (3 onakoBku OT 4) MpeJBapUTETHO HATBIHEHHU MUCAIKU

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXK/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO MPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

74



‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/012

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

MOUNIJARO 10 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMIoHeHT OT rpynoBaTa ONnaKkoBKa —
HPEABAPUTEJIHO HAITBJIHEHA ITUCAJIKA EJJHOJAO30BA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 10 mg WHXEKITHOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIIHECHA ITHCATKA

TUP3CIIATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHo HambiIHEHa mucaika chabpxka 10 mg tupsenarug B 0,5 ml pasrop (20 mg/ml)

3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCH, KOHIIEHTPUPAHXIOPOBOAOPOAHAXIOPOBOIOPOJHA KUCEIIMHA, BOAA 32 MHKEKINH. 3a
JOI'BJIHUTENHA UH(OpMAaLKs, BUXKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HHxeKkuroHeH pa3TBop

4 NpEABAPUTCIIHO HAITBJIHCHU MMUCAJIKH. KomronentT ot rpymnoBara OIIaKOBKa. He ce npogaBat
CaMOCTOATCIIHO.

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO

MapKI/IpaﬁTe JCHA OT C€aAMUIIaTa, B KOKNTO HCKaTe Ja U3I10J13BaTeC Bamrero JICKAapCTBO, TOBA LIC Bu
IIOMOTHEC 1a o0 3alIOMHHUTC

ITH. BT. Ccp. 4T. IIT. cO. HI.

Cenmuna 1

Cenmuna 2

Cenmuna 3

Cenmura 4

IIpenn ymoTpeba mpodereTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HNPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTBHIIHO 3a ACIA.
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‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chxpaHsiBa U3BBH XianauiaHuka 10 21 qau npu temmnepatypa nox 30 °C.
[a He ce 3ampassBa.

ChxpaHsBaiiTe B OpUTHHATHATA OTTAKOBKa, 32 Ja Ce TPEAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/012

‘ 13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNJARO 10 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na IPEJABAPUTE/IHO HAITBJIHEHA ITNCAJIKA EJJTHO/IO30BA

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 10 mg WHXEKITHOHEH Pa3TBOP

TUP3CIIATU]
HO,Z[KO)KHO IIPUIIOKCHUC

2. HAYUH HA ITPUJIIOKEHUE

Benubx ceqMUIHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM NWJIN EJIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPEJABAPUTEJ/IHO HAITHJIHEHA IINCAJIKA EJHOJ0O30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 12,5 mg WHXEKINOHEH pa3TBOP B NPEABAPUTEIHO HAITBIHEHA MUCAIKa

THUP3enaTu

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Besika npeaBapuTesiHO HaTbJIHEHA MUCANKa Chabpka 12,5 mg tup3enatua B 0,5 ml pa3tBop
(25 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCHI, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 38 MH)KEKIUH. 32 AOIBIHUTEIHA
nHGOpPMAaIUs, BUXKTE JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HHxeKkuroHeH pa3TBop

2 MpenBapUTEITHO HAITBIHEHH MTHUCAITKH
4 mpeABapUTEITHO HATBITHEHH MTHCAITKH

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO

MapKHpaﬁTe JCHA OT C€aAMUIIaTa, B KOKNTO HCKaTe Ja U3I10J13BaTeC Bamrero JICKapCTBO, TOBA LIC Bu
IIOMOTHEC 1a o0 3alIOMHHUTC

ITH. BT. Cp. 4T. IIT. c0. HI.

Cenmuna 1

Cenmuna 2

ITH. BT. cp. YT. MT. cO. HI.

Cenmumna 1

Cenmuma 2

Cenmurna 3

Cenmuria 4

IIpenn ymoTpeba mpodeTeTe TUCTOBKATA
ITonkoXHO NPUIIOKEHUE
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6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.

Moske na ce chbxpaHsiBa U3BBH XJaauiaHuka 10 21 quu npu temmepatypa nox 30 °C.
Ja He ce 3ampassiBa.

CpxpaHsBaiiTe B OpUIHHAIHATA OMTAKOBKa, 32 Ja Ce MPEANa3y OT CBETIHHA.

10. CIHEIUAJIHMU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/013 2 mpenBapuTETHO HAITBIHCHA MTACATKH
EU/1/22/1685/014 4 npenBapUTeIHO HAITBIHCHU TUCAIIKA

13. NAPTHIEH HOMEP

ITapt. Ne

14. HAYMH HA OTITYCKAHE

15. YKA3AHWUJ 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA
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MOUNJARO 12,5 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

81



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoska — [IPEJIBAPUTEJIHO
HAITBJIHEHA IINCAJIKA EJJHOJO30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 12,5 mg WHXEKITMOHEH pa3TBOP B MIPEABAPUTEITHO HAIIBIHCHA ITHCATKA

TUP3CIIATU]

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika npeBapuTeiHO HaTbJIHEHA MUCANKa ChAbpka 12,5 mg Tup3enatun B 0,5 ml pa3rBop
(25 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

[TomomHu BemecTsa: Aunatpues xunporeHdocdar xentaxuapar (E339), natpues xnopun, HaTpues
XHUIPOKCH]I, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEJINHA, BOJA 38 MH)KEKIUH. 32 AOIBIHUTEIHA
UH(OpPMAIHsI, BUJKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxeKkunoHeH pa3TBop

I'pymoBa omakoBka: 12 (3 omakoBKH OT 4) IpeABapUTEITHO HAITBLITHCHH ITHCATTKH

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO
IToaxoXHO TPHUIIOKEHHE

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTIELIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUWE
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Ha ce cbxpaHsiBa B XJIAJUITHHK.

Mosxe na ce cbXpaHsiBa U3BbH XJaauiaHuKa 10 21 nuu npu temmepatypa non 30 °C.
a He ce 3ampassiBa.

CobxpansiBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeAna3u OT CBETIUHA.

TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELOUWAJIHU IIPEAITAZHU MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanaus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/015

13. HNAPTHUIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNIJARO 12,5 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JBynaMmepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMIoHeHT OT rpynoBaTa ONnaKkoBKa —
HPEABAPUTEJIHO HAITBJIHEHA ITUCAJIKA EJJHOJAO30BA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 12,5 mg WHXEKITMOHEH pa3TBOP B MIPEABAPUTEITHO HAIIBIHCHA ITHCATKA

TUP3CIIATU]

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika npeaBapuTenHo HarbIHEHA MUcalKa cbabpka 12,5 mg tupsenatun B 0,5 ml paztBop
(25 mg/ml

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

[TomomHu BemecTsa: Aunatpues xunporeHdocdar xentaxuapar (E339), natpues xnopun, HaTpues
XHUIPOKCH]I, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEJINHA, BOJA 38 MH)KEKIUH. 32 AOIBIHUTEIHA
UH(OpPMAIHsI, BUJKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

4 mpeABapUTEIHO HATBJIHEHU NTUcanku. KoMmoHeHT oT rpynoBaTta onakoka. He ce npogaBar
CaMOCTOSITEITHO.

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

Cawmo 3a eqHOKpaTHA yroTpeda
Benubx cenMuaHO

Mapxkupaiite 1eHs OT ceMuUIIaTa, B KOUTO UCKaTe Jia u3nos3Bare Bamero ekapcTBo, ToBa 1ie Bu
MOMOTHE J1a TO 3alIOMHUTE

ITH. BT. cp. qr. IIT. c0. HII.

Cenmura 1

Ceamura 2

Cenmura 3

Cengmura 4

IIpenu ynorpeda npoyereTe IMCTOBKATA
[TonkoxHO pUIIOKEHHE

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA
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ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHHK.

Moske n1a ce ChbXpaHsIBa U3BBH XJIaauiaHuKa 10 21 mau npu temiepaTtypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OMIAKOBKA, 3a Jla ce MpeAna3u OT CBETIUHA.

10. CHELUWAJIHU NPEAITAZHU MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/015

| 13. TAPTHJEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIAA HA BPAJIOBA ABBYKA

MOUNJARO 12,5 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na IPEJABAPUTE/IHO HAITBJIHEHA ITNCAJIKA EJJTHO/IO30BA

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 12,5 mg WHXEKIIHOHEH Pa3TBOP

TUP3CIIATU]
HO,I[KO)KHO IMIPUIIOKCHUC

2. HAYUH HA ITPUJIIOKEHUE

Benubx ceqMUIHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM NWJIN EJIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPEJABAPUTEJ/IHO HAITHJIHEHA IINCAJIKA EJHOJ0O30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

MOllIlj aro 15 mg MHXXCKIMOHCH PAa3TBOP B MPEABAPUTCIHO HAITBJIHCHA IMMUCAJIKaA

THUpP3enaTu

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika peBapuTeNHO HaITBJIHEHA MUCaKa chabpxka 15 mg tupsenaruz B 0,5 ml pazreop (30 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[Tomonruu BemecTBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUT, KOHIICHTpHPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 33 MHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITHs, BIDKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HUHKCKIIMOHCH Pa3TBOP

2 npenBapUTETHO HAITbJIHEHN MTUCATIKU
4 mpeABapUTETHO HATBIHEHH MUCAIIKH

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a eqHOKpaTHa ynorpeda
Bennbk cemMuuaHO

MapKHpaﬁTe JCHsA OT c€aAMHUIIaTa, B KONTO HCKaTe Ja U3I10J13BaTe Bamero JICKapCTBO, TOBA 1IC Bu
IIOMOTHE Ja I'0 3aIIOMHHUTE

ITH. BT. cp. 9T. T. cO. HI

Cenmura 1

Cenmuiia 2

IIH. BT. cp. qr. IIT. cO. HII.

Cemmumna 1

Cenmura 2

Cenmuna 3

Cenmuria 4

[Ipenu ymoTpeba mpovereTe TMCTOBKATa
TTonkoXXHO NIPUIIOKEHUE

87



6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.

Moske na ce chbxpaHsiBa U3BBH XJaauiaHuka 10 21 quu npu temmepatypa nox 30 °C.
Ja He ce 3ampassiBa.

CpxpaHsBaiiTe B OpUIHHAIHATA OMTAKOBKa, 32 Ja Ce MPEANa3y OT CBETIHHA.

10. CIHEIUAJIHMU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/016 2 mpenBapuTETHO HAITBIHCHA MTHACATKH
EU/1/22/1685/017 4 npenBapUTeIHO HAITBIHEHU THUCAIKA

13. NAPTHIEH HOMEP

ITapt. Ne

14. HAYMH HA OTITYCKAHE

15. YKA3AHWUJ 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

88




MOUNJARO 15 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoska — [IPEJIBAPUTEJIHO
HAITBJIHEHA IINCAJIKA EJJHOJO30BA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 15 mg WHXEKITHOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIIHECHA TTHCATKA

TUP3CIIATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHo HambIHEHA MUcalKa chabpxka 15 mg tupsenaruz B 0,5 ml pasrop (30 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCH, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 38 WH)KEKIUH. 32 HOIBIHUTEIHA
nHGOpPMAaIKs, BUXKTE JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

HHxeKkuroHeH pa3TBop

I'pynoBa omakoBka: 12 (3 omakoBku OT 4) MpeIBAPUTEITHO HAITBIHEHHU MTHCATKH

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx ceaMIIHO

IIpenan ymoTpeba mpodeTeTe TUCTOBKATA
IToaxoXHO TPHUIIOKEHHE

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTIELIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUWE
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Ja ce cbxpaHsBa B XJIQAHITHUK.

Mosxe n1a ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassiBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 32 Ja Ce MPEAIa3y OT CBETIHHA.

10. CHEHOUAJHU NPEAITA3SHA MEPKU ITPU U3XBBPJIISAAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/018

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

MOUNIJARO 15 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIFOYCH YHUKAJICH HICHTH(PHKATOP

‘ 18. YHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMIoHeHT OT rpynoBaTa ONnaKkoBKa —
HPEABAPUTEJIHO HAITBJIHEHA ITUCAJIKA EJJHOJAO30BA

‘ 1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 15 mg WHXEKITHOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBIIHECHA TTHCATKA

TUP3CIIATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHo HambIHEHA MUcajKa chabpxka 15 mg tupsenaruz B 0,5 ml pasrop (30 mg/ml)

‘ 3. CIIMCBK HA IIOMOINHUTE BEINECTBA

[NomomrHu BemecTBa: AunaTpues xunporeHgpocdar xentaxuapar (E339), natpueB xmopun, HaTpUeB
XUIPOKCH, KOHIIEHTPUPaHa XJIOPOBOAOPOIHA KUCEINHA, BOJA 38 WH)KEKIUH. 32 HOIBIHUTEIHA
nHGOpPMAaIKs, BUXKTE JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHXEKIIHOHEH Pa3TBOP

4 NpEABAPUTCIIHO HAITBJIHCHU MMUCAJIKH. KomronentT ot rpymnoBara OIIaKOBKa. He ce npogaBat
CaMOCTOATCIIHO.

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda
Beanbkx cemMuIHO

MapKI/IpaﬁTe JCHA OT C€aAMUIIaTa, B KOKNTO HCKaTe Ja U3I10J13BaTeC Bamrero JICKAapCTBO, TOBA LIC Bu
IIOMOTHEC 1a o0 3alIOMHHUTC

ITH. BT. Ccp. 4T. IIT. cO. HI.

Cenmuna 1

Cenmuna 2

Cenmuna 3

Cenmura 4

IIpenn ymoTpeba mpodereTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HNPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTBHIIHO 3a ACIA.
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‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIQAWITHUK.

Moske n1a ce ChbXpaHsIBa U3BBH XJIaauiaHuKa 10 21 muau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpaHsBaiiTe B OpUTHHAIIHATA OMIAKOBKA, 32 J]a C€ MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUW MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/018

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

MOUNJARO 15 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na IPEJABAPUTE/IHO HAITBJIHEHA ITNCAJIKA EJJTHO/IO30BA

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 15 mg WHXEKITHOHEH Pa3TBOP

TUP3CIIATU]
HO,Z[KO)KHO IIPUIIOKCHUC

2. HAYUH HA ITPUJIIOKEHUE

Benubx ceqMUIHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM NWJIN EJIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS - ®JIAKOH EJTHOA0O30B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 2,5 mg WHXEKIMOHEH Pa3TBOP BbB (DIaKOH

THUP3€enaTu

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceku ¢uakon cpappka 2,5 mg tupsenatun B 0,5 ml pazreop (5 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[Tomonruu BemecTBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUI, KOHIICHTPUPaHa XJIOPOBOJIOPOIHA KUCEINHA, BOJA 33 UHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITs, BIXKTE TUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMOoHEH pa3TBoOp

1 dhnaxon
4 ¢makoH
12 dpmaxon

| 5. HAYMH HA MMPWJIOKEHUE U MbT(MIIA) HA BbBEXKJIAHE

Camo 3a emHOKpaTHA yroTpeda

Beanbkx cemMuIHO

[Ipenu ynorpeba mpoverere TUCTOBKATA
[ToakoxHO pUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OMTAKOBKA, 32 J]a C€ MPEANa3u OT CBETINHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/019
EU/1/22/1685/025
EU/1/22/1685/026

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHME J1a HE ce BKIIIOUM HH(pOpManus Ha bpaiiinoBa a30yka.

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJIEH HICHTH(PHKATOP

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — ®JIAKOH EJHOJ1030B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 2,5 mg WHXEKIHOHEH Pa3TBOP BBB (hIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceku dnakon cpabpika 2,5 mg tupsenatu B 0,5 ml pazreop (5 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

I'pynosa omakoBka: 4 (4 omakoBku oT 1) diakon ot 0.5 ml pa3TBop.
I'pynoBa omakoBka: 12 (12 onakoBku ot 1) ¢nakon ot 0.5 ml pasrBop.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHEHOUAJHU NPEAITA3SHUA MEPKU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/027
EU/1/22/1685/028

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. AH®OPMAILIUASA HA BPAIJIOBA A3BYKA

OcHoBaHMe 3a He IpUIaraHe Ha OpaiiyIoB HAAIKC ca MPUETH

‘ 17. YHUKAJIEH UWJEHTUOPUKATOP — IBYU3MEPEH BAPKO/1

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) komnoneHT oT rpynoBara onakoska — ®JIAKOH
EJHOA030B

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 2,5 mg WHXEKIIMOHEH Pa3TBOP BHB (prrakoHa

TUP3CIIATU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcexu dmakon cpabpka 2,5 mg tupzenarug B 0,5 ml paszrBop (5 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomram BemecTBa: JunatpueB xuaporeHdpocdar xenraxuapat (E339), Harpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JIOIMBIHUTEIHA
nH(MOpMAITs, BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HHxeKIOHEH pa3TBoOp

1 pnaxon. KommoHeHT oT rpymnoBara onakoBka. He ce mpoiaBat caMOCTOATENHO.

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

Cawmo 3a eqHOKpaTHA yroTpeda

Benubx cenMuaHO

[Ipenu ymorpeba mpovereTe TMCTOBKATa
TTonkoXXHO NPUIIOKEHUE

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpansBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE UBUCKBAT TAKHUBA

11. HUME U AJPEC HA IIPUTE/KATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnanous

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/027
EU/1/22/1685/028

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

OcHoBaHHE 3a HE npujiarane Ha 6paﬁJ’IOB Haanuc ca NpucTu
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na ®JIAKOHA EJJHOJ10O30B

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 2,5 mg WHKXEKITH

TUP3CIIATU]
HO,Z[KO)KHO IIPUIIOKCHUC

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:

4. ITAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS - ®JIAKOH EJTHOA0O30B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 5 mg HHXEKIIMOHEH Pa3TBOP BBB (prakoH

THUP3enaTu

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceku ¢uakon cpappka 5 mg tupsenaruy B 0,5 ml pazreop (10 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

[Tomonruu BemecTBa: Aunarpues xuaporeHdpocdar xentaxuapat (E339), Harpues xyiopun, HaTpUEB
XUAPOKCUI, KOHIICHTPUPaHa XJIOPOBOJIOPOIHA KUCEINHA, BOJA 33 UHKCKIIUHU. 3a JOMBIHUTEIIHA
nH(MOpMAITs, BIXKTE TUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIMOoHEH pa3TBoOp

1 ¢makon
4 ¢makoHa
12 dpmakona

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

Cawmo 3a eqHOKpaTHA yroTpeda

Benubx cenMuaHO

[Ipenu ymorpeba mpovereTe TMCTOBKATa
TTonkoXXHO NPUIIOKEHUE

6. CIIENMAJIHO ITPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/020
EU/1/22/1685/029
EU/1/22/1685/030

13. NAPTUJIEH HOMEP

ITapt. Neo

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Ipueto e ocHOBaHuKE N1a HE ce BKIOUM nH(opManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — ®JIAKOH EJHOJ1030B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 5 mg WHXEKIIMOHEH Pa3TBOP BHB (prakoH

THP3eTIaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dmakon cpappika 5 mg tup3enatua B 0,5 ml pazreop (10 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

I'pynosa omakoBka: 4 (4 omakoBku oT 1) diakon ot 0.5 ml pa3TBOp.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) ¢uiakon ot 0.5 ml pa3rsop.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OMTAKOBKA, 32 J]a C€ MPEANa3u OT CBETINHA.

10. CHEHOUAJHU NPEAITA3SHUA MEPKU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/031
EU/1/22/1685/032

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. AH®OPMAILIUASA HA BPAIJIOBA A3BYKA

OcHoBaHue 3a He puarade Ha bpailoB HaamuC ca mpUeTH

‘ 17. YHUKAJIEH UWJEHTUOPUKATOP — IBYU3MEPEH BAPKO/1

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) komnoneHT oT rpynoBara onakoska — ®JIAKOH
EJHOA030B

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 5 mg UHKEKIIMOHEH Pa3TBOP BHB (h1akoHa

TUP3CIIATU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcexu dnakon ceabpka 5 mg tupsenarua B 0,5 ml paszreop (10 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomram BemecTBa: JunatpueB xuaporeHdpocdar xenraxuapat (E339), Harpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JIOIMBIHUTEIHA
nH(MOpMAITs, BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKunoHeH pa3TBop

1 q)ﬂaKOH. Kommnonenrt ot TpynoBaTa OIIaKOBKa. He ce nmpoaaBaTt CaMOCTOATCIIHO.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a emHOKpaTHa ynoTpeba

Benupx cenMuaHO

[Ipenu ymoTrpeba mpodereTe TUCTOBKATa
[MonkoXHO pUITOKEHHE

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/031
EU/1/22/1685/032

13. MNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

OcHoBaHUe 32 HE IpHIaraHe Ha OpaiyioB HAATIKC ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MHUHUMMYM JAHHU, KOUTO TPABBA JJIA CbABPXKXAT MAJIKUTE EJVHUYHU
I'bPBUYHU OITAKOBKH

ETUKET na ®JJAKOH EITHOA030B

1. HNME HA JIEKAPCTBEHMUS TPOAYKT U IIBT(MIA) HA BBBEX/JIAHE

Mounjaro 5 mg HHXEKIUs

THUP3€enaTu
[TonxoxHO pUIOKEHHE

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHUILIN

0,5 ml

6. JOPYTO
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS — ®JIAKOH EJHOA0O30B

1. HUME HA JIEKAPCTBEHUA INTPOAYKT

Mounjaro 7,5 mg WHXEKIMOHEH Pa3TBOP BBB (hIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceku dmakon ceaspka 7,5 mg tupsenatua B 0,5 ml pazreop (15 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUeB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

1 dhnaxon
4 ¢akoHa
12 ¢nakona

‘ 5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda

Beanbx cemMuaHO

[Ipenu ynoTpeba mpovereTe TMCTOBKATa
TToKOXXHO MPUIIOKEHUE

6. CIIEHHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/021
EU/1/22/1685/033
EU/1/22/1685/034

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

IIpueTo e ocHOBaHME J1a HE Ce BKIIOYN HHMopManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — ®JIAKOH EJHOJ1030B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 7,5 mg WHXEKIMOHEH Pa3TBOP BBB (hIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dmakon cpappxka 7,5 mg tupsenatun B 0,5 ml paztBop (15 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

I'pynosa omakoBka: 4 (4 omakoBku oT 1) diakon ot 0.5 ml pa3TBOp.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) ¢uiakon ot 0.5 ml pa3rsop.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHEHOUAJHU NPEAITA3SHUA MEPKU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/035
EU/1/22/1685/036

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. AH®OPMAILIUASA HA BPAIJIOBA A3BYKA

OcHoBaHue 3a HE npujiarane Ha 6pal71ﬂOB HaAMmucC ca NpucTu

‘ 17. YHUKAJIEH UWJEHTUOPUKATOP — IBYU3MEPEH BAPKO/1

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) komnoneHT oT rpynoBara onakoska — ®JIAKOH
EJHOA030B

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 7,5 mg WHXEKIIMOHEH Pa3TBOP BHB (prrakoHa

TUP3CIIATU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcexku dnakon ceabpka 7,5 mg tupsenarus B 0,5 ml pazreop (15 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomram BemecTBa: JunatpueB xuaporeHdpocdar xenraxuapat (E339), Harpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JIOIMBIHUTEIHA
nH(MOpMAITs, BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKunoHeH pa3TBop

1 q)ﬂaKOH. Kommnonenrt ot TpynoBaTa OIIaKOBKa. He ce nmpoaaBaTt CaMOCTOATCIIHO.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a emHOKpaTHa ynoTpeba

Benupx cenMuaHO

[Ipenu ymoTrpeba mpodereTe TUCTOBKATa
[MonkoXHO pUITOKEHHE

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

113



‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/035
EU/1/22/1685/036

13. MNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

OcHoBaHUe 32 HE IpHIaraHe Ha OpaiyioB HAATIKC ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na ®JJAKOH EJJTHOJ1030B

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 7,5 mg WHKXEKITH

TUP3CIIATU]
HO,Z[KO)KHO IIPUIIOKCHUC

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:

4. ITAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHULIN

0,5 ml

6. JPYTO

115



JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS — ®JIAKOH EJHOA0O30B

1. HUME HA JIEKAPCTBEHUA INTPOAYKT

Mounjaro 10 mg HHXeKINOHEH pa3TBOpP BHB (JIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceeku dnmakon cpabpika 10 mg tupsenatun B 0,5 ml pazrBop (20 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUeB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

1 dhnaxon
4 ¢akoHa
12 ¢nakona

‘ 5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda

Beanbx cemMuaHO

[Ipenu ynoTpeba mpovereTe TMCTOBKATa
TToKOXXHO MPUIIOKEHUE

6. CIIEHHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIUJTHUK.

Moske na ce chbxpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa noxa 30 °C.
[la He ce 3ampa3sBa.

CoxpaHsBaiiTe B OpUTHHATIHATA OTTAaKOBKa, 32 Ja Ce TPEAIa3y OT CBETIHHA.

10. CHEHOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/022
EU/1/22/1685/037
EU/1/22/1685/038

13. HNAPTHUIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

IIpueTo e ocHOBaHME J1a HE Ce BKIIOYN HHMopManus Ha bpaiinoBa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — ®JIAKOH EJHOJ1030B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 10 mg HHXEeKINOHEH pa3TBOpP BBB (JIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dmakon cpappxa 10 mg tupsenarun B 0,5 ml pazrBop (20 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

I'pynosa omakoBka: 4 (4 omakoBku oT 1) diakon ot 0.5 ml pa3TBOp.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) ¢uiakon ot 0.5 ml pa3rsop.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OMTAKOBKA, 32 J]a C€ MPEANa3u OT CBETINHA.

10. CHEHOUAJHU NPEAITA3SHUA MEPKU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/039
EU/1/22/1685/040

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. AH®OPMAILIUASA HA BPAIJIOBA A3BYKA

OcHoBaHue 3a He mpuiarase Ha bpaitoB Hanmuc ca mpueTu

‘ 17. YHUKAJIEH UWJEHTUOPUKATOP — IBYU3MEPEH BAPKO/1

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) komnoneHT oT rpynoBara onakoska — ®JIAKOH
EJHOA030B

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 10 mg UHXEKIIMOHEH Pa3TBOP BbB (IakoHA

THUP3CIIATU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcexu dnakon ceabpka 10 mg tup3enarun B 0,5 ml pazreop (20 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomram BemecTBa: JunatpueB xuaporeHdpocdar xenraxuapat (E339), Harpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JIOIMBIHUTEIHA
nH(MOpMAITs, BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKunoHeH pa3TBop

1 q)ﬂaKOH. Kommnonenrt ot TpynoBaTa OIIaKOBKa. He ce nmpoaaBaTt CaMOCTOATCIIHO.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a emHOKpaTHa ynoTpeba

Benupx cenMuaHO

[Ipenu ymoTrpeba mpodereTe TUCTOBKATa
[MonkoXHO pUITOKEHHE

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/031
EU/1/22/1685/032

13. MNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

OcHoBaHMe 32 He IprIaraie Ha bpaiiioB HAATIAC ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na ®JJAKOH EJJTHOJ1030B

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 10 mg wHXEKITHIs

TUP3CIIATU]
MMOAKOXXHO NPHUIIOKCHHUC

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:

4. ITAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS — ®JIAKOH EJHOA0O30B

1. HUME HA JIEKAPCTBEHUA INTPOAYKT

Mounjaro 12,5 mg MHXEKIHOHEH pa3TBOP BbB (IIAKOH

THP3eTIaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceeku dhmakon ceappka 12,5 mg tup3enatua B 0,5 ml pazreop (25 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUeB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

1 dhnaxon
4 ¢akoHa
12 ¢nakona

‘ 5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHA yroTpeda

Beanbx cemMuaHO

[Ipenu ynoTpeba mpovereTe TMCTOBKATa
TToKOXXHO MPUIIOKEHUE

6. CIIEHHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 32 J]a ce MpeArna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/023
EU/1/22/1685/041
EU/1/22/1685/042

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHME J1a HE ce BKIIIOUM HH(pOpManus Ha bpaiiinoBa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — ®JIAKOH EJHOJ1030B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 12,5 mg MHXEKIHOHEH pa3TBOP BbB (IIAKOH

THP3eTIaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dmakon cpappxka 12,5 mg tupsenatua B 0,5 ml pa3teop (25 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

I'pynosa omakoBka: 4 (4 omakoBku oT 1) diakon ot 0.5 ml pa3TBOp.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) ¢uiakon ot 0.5 ml pa3rsop.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OTIAKOBKA, 3a Jla c€ MpeAna3u OT CBETIUHA.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/043
EU/1/22/1685/044

13. HNAPTUIAEH HOMEP

ITapT. Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

| 16. ”H®OPMAIMS HA BPAIJIOBA A3BYKA

OcHoBaHHE 3a HE npujiarane Ha BpaﬁHOB Haanuc ca nNpucTu

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIOYECH YHUKaAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) komnoneHT oT rpynoBara onakoska — ®JIAKOH
EJHOA030B

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 12,5 mg WHXEKIIMOHEH pa3TBOP BbB (IakoHa

TUP3CIIATU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Beexu dnakon ceabpka 12,5 mg tupsenatun B 0,5 ml pazreop (25 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomram BemecTBa: JunatpueB xuaporeHdpocdar xenraxuapat (E339), Harpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JIOIMBIHUTEIHA
nH(MOpMAITs, BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKunoHeH pa3TBop

1 q)ﬂaKOH. Kommnonenrt ot TpynoBaTa OIIaKOBKa. He ce nmpoaaBaTt CaMOCTOATCIIHO.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a emHOKpaTHa ynoTpeba

Benupx cenMuaHO

[Ipenu ymoTrpeba mpodereTe TUCTOBKATa
[MonkoXHO pUITOKEHHE

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/043
EU/1/22/1685/044

13. MNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

OcHoBaHMe 32 He IprIaraie Ha bpaiiioB HAATIAC ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na ®JJAKOH EJJTHOJ1030B

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 12,5 mg WHXEKITH

TUP3CIIATU]
MMOAKOXXHO MPHUIIOKCHHUC

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:

4. ITAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS — ®JIAKOH EJHOA0O30B

1. HUME HA JIEKAPCTBEHUA INTPOAYKT

Mounjaro 15 mg HHXEKINOHEH pa3TBOpP BHB (JIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceku dhnmakon cpabpika 15 mg tupsenatun B 0,5 ml pazrBop (30 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUeB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

1 dhnaxon
4 ¢rakoHa
12 ¢gnakona

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXJIAHE

Camo 3a eqHOKpaTHa ynorpeda

Benanx ceqMIIHO

IIpenn ymoTtpeba mpodereTe TUCTOBKATA
[ToakoxHO pUIIOKEHHE

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/024
EU/1/22/1685/045
EU/1/22/1685/046

13. NAPTUJIEH HOMEP

ITapt. Neo

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

[Ipueto e ocHOBaHuKE N1a HE ce BKIOUM nH(opManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (c Blue Box) — rpynosa onakoska — ®JIAKOH EJHOJ1030B

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 15 mg HHXEKINOHEH pa3TBOpP BHB (JIaKOH

THP3eTaTHI

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dmakon cpappixka 15 mg tupzenarun B 0,5 ml paztBop (30 mg/ml)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomomram BemecTBa: JJunaTpueB xuaporeHdpocdar xenraxuapat (E339), marpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JOIMBIHUTEIHA
nH(pOpMAITUs, BIXKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop

I'pynosa omakoBka: 4 (4 omakoBku oT 1) diakon ot 0.5 ml pa3TBOp.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) ¢uiakon ot 0.5 ml pa3rsop.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a eqHOKpaTHa ynorpeda

Benganx cemMu4aHO

IIpenn ymoTpeba mpodeTeTe TUCTOBKATa
ITonkoXHO NPUIIOKEHUE

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TOCET'A HA JTELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Moske n1a ce ChbXpaHsaBa U3BBH XJIaauiaHuKa 10 21 mau npu temmepatypa nox 30 °C.
a He ce 3ampassiBa.

CobxpansBaiiTe B OpUTHHAIHATA OMTAKOBKA, 32 J]a C€ MPEANa3u OT CBETINHA.

10. CHEHOUAJHU NPEAITA3SHUA MEPKU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/047
EU/1/22/1685/048

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. AH®OPMAILIUASA HA BPAIJIOBA A3BYKA

OcHoBaHue 3a HE npujiarane Ha 6pal71ﬂOB HaAMmucC ca NpucTu

‘ 17. YHUKAJIEH UWJEHTUOPUKATOP — IBYU3MEPEH BAPKO/1

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH NWIEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) komnoneHT oT rpynoBara onakoska — ®JIAKOH
EJHOA030B

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 15 mg UHXEKIIMOHEH Pa3TBOP BbB (pIakoHA

THUP3CIIATU]

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bcexu dnakon ceabpka 15 mg tup3enarun B 0,5 ml pazreop (30 mg/ml)

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomram BemecTBa: JunatpueB xuaporeHdpocdar xenraxuapat (E339), Harpues xiiopua, HaTpUEB
XUAPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOJOPOIHA KMUCEINHA, BO/IA 38 HH)KEKIIUU. 3 JIOIMBIHUTEIHA
nH(MOpMAITs, BIKTE JTUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKunoHeH pa3TBop

1 q)ﬂaKOH. Kommnonenrt ot TpynoBaTa OIIaKOBKa. He ce nmpoaaBaTt CaMOCTOATCIIHO.

5. HAYHUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXX/IAHE

Camo 3a emHOKpaTHa ynoTpeba

Benupx cenMuaHO

[Ipenu ymoTrpeba mpodereTe TUCTOBKATa
[MonkoXHO pUITOKEHHE

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsaBa B XJIaAWITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJaauiaHuka 10 21 qau npu temmepatypa nox 30 °C.
[a He ce 3ampassBa.

CoxpaHsBaliTe B OpUTHHATHATA OITAKOBKA, 3a Ja Ce MPeAIa3y OT CBETIHHA.

10. CHELNMWAJIHU NPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE U3UCKBAT TAKHUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/047
EU/1/22/1685/048

13. MNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPAIJIOBA A3BYKA

OcHoBaHMe 32 He IprIaraie Ha bpaiiioB HAATIAC ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET na ®JJAKOH EJJTHOJ1030B

1. HNME HA JIEKAPCTBEHUS INTPOAYKT U IbT(MIIA) HA BBBEXK/IAHE

Mounjaro 15 mg WHXEKITII

TUP3CIIATU]
MMOAKOXXHO NPHUIIOKCHHUC

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:

4. ITAPTUJAEH HOMEP

ITapT. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHULIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBLTPEIIHA ONMTAKOBKA — ITIPEJJBAPUTEJTHO HAITLJIHEHA ITUCAJIKA (KWIKPEN)
MHOT'O/I030BA

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 2,5 mg/moza KwikPen umkekImmoHeH pa3TBop B IPEIBAPUTEITHO HAITBIHEHA MTHCATKa

TUP3CIIATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika no3a ceabpika 2,5 mg tupsenarua B 0,6 ml pa3rBop. Beska MHOrog030Ba peABapUTEIHO
HaIbJTHeHa Mucasika chabpka 10 mg tup3enarun B 2,4 ml (4,17 mg/ml) pa3top.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

IMomonram BemectBa: E339, E1519, rimuepon, ¢heHo, HATpUeB XIOPUA, HATPUEB XUIAPOKCHUI,
KOHITCHTPHpPaHa XJIOPOBOJAOPOIHA KHCEINHA, BO/IA 32 MHKEKIINH. 32 TONMBJIIHATEITHA HHPOPMAITHS,
BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

1 mucanka (4 mo3n)
3 mucanku (BCSKa MUCANIKa TOCTaBs 4 10341)

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

Beanbkx cemMuIHO
[Ipenu ynorpeba mpoverere IMCTOBKATA.
IToaxo>xHO mpUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Cren mppBarta ynorpeda chXpaHsBaiTe H3BBH XJIaAMIHUK mpu Temmeparypa mox 30 °C mo 30 mHu.
WsxBbpiete nucankara 30 IHU clie]] MbpBaTa ynoTpeoda.

a He ce 3ampassBa.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/049 - 1 nucanka
EU/1/22/1685/050 - 3 nucanku

13. NAPTHIEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Mounjaro 2,5 mg/noza KwikPen

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynaMmepeH 0apKoJ ¢ BKIIOUSH YHUKAICH HACHTU(DUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA MHOI'O/1IO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHUSA NPOAYKT U ITbT(MIIIA) HA BBBEKJIAHE

Mounjaro 2,5 mg/no3a KwikPen umkexnuoHeH pa3rBop

THP3eTIaTHI
IToaxoXHO MPHUIIOKEHHE

2. HAYHUH HA ITPUJIOKEHUE

Bengunx ceMUIHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBLHIITHA ONTAKOBKA — IIPEJJBAPUTEJTHO HAITLJIHEHA TUCAJIKA (KWIKPEN)
MHOT'O/I030BA

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 5 mg/mo3a KwikPen nHyKeKIIIOHEH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA MTHCATKA

TUP3CIIaATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika mo3a ceabppika 5 mg tup3enarus B 0,6 ml pa3rBop. Beska MHOrom030Ba peABapUTEIHO
HaIbITHeHA MUcallka chabpka 20 mg tup3enarun B 2,4 ml (8,33 mg/ml) pa3rBop

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

IMomonram BemectBa: E339, E1519, rimuepon, ¢heHo, HATpUeB XIOPUA, HATPUEB XUIAPOKCHUI,
KOHITCHTPHpPaHa XJIOPOBOJAOPOIHA KHCEINHA, BO/IA 32 MHKEKIINH. 32 TONMBJIIHATEITHA HHPOPMAITHS,
BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

1 mucanka (4 mo3n)
3 mucanku (BCSKa MUCANIKa TOCTaBs 4 10341)

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKXJIAHE

Beanbkx cemMuIHO
[Ipenu ynorpeba mpoverere IMCTOBKATA.
IToaxo>xHO mpUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Cren mppBarta ynorpeda chXpaHsBaiTe W3BBH XJIAMTHAUK mpu Temmeparypa mox 30 °C mo 30 mHu.
M3xBbpraete nucankara 30 1HU ciien IbpBaTa yrnorpeoa.

[a He ce 3ampassBa.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/051 - 1 nucanka
EU/1/22/1685/052 - 3 nucainku

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Mounjaro 5 mg/noza KwikPen

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA MHOI'O/IO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHUSA NPOAYKT U ITbT(MIIIA) HA BBBEKJIAHE

Mounjaro 5 mg/no3a KwikPen urxeKkoneH pa3TBop

THP3eTaTHI
IToaxoXHO MPHUIIOKEHHE

2. HAYHUH HA ITPUJIOKEHUE

Bengunx ceMUIHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBLHIITHA ONTAKOBKA — IIPEJJBAPUTEJTHO HAITLJIHEHA TUCAJIKA (KWIKPEN)
MHOT'O/I030BA

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 7,5 mg/moza KwikPen umkekImmoHeH pa3TBop B IPEIBAPUTEITHO HAITBIHEHA MTHCATKa

TUP3CIIATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika no3a ceabpika 7,5 mg tupsenarua B 0,6 ml pa3tBop. Beska MHOTo030Ba peABapUTEIHO
HaIbITHeHa MUcalika chabpka 30 mg tup3enarun B 2,4 ml (12,5 mg/ml) paszrBop

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

IMomonram BemectBa: E339, E1519, rimuepon, ¢heHo, HATpUeB XIOPUA, HATPUEB XUIAPOKCHUI,
KOHITCHTPHpPaHa XJIOPOBOJAOPOIHA KHCEINHA, BO/IA 32 MHKEKIINH. 32 TONMBJIIHATEITHA HHPOPMAITHS,
BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

1 mucanka (4 mo3n)
3 mucanku (BCSKa MUCANIKa TOCTaBs 4 10341)

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKXJIAHE

Beanbkx cemMuIHO
[Ipenu ynorpeba mpoverere IMCTOBKATA.
IToaxo>xHO mpUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIETIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Cren mppBarta ynorpeda chXpaHsBaiTe W3BBH XJIaMTHAUK py Temmeparypa mox 30 °C mo 30 mHu.
MsxBbprete nmucankara 30 1HU ciien IbpBaTa yrnorpeoa.

a He ce 3ampassBa.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/053 - 1 nucanka
EU/1/22/1685/054 - 3 nucanku

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Mounjaro 7,5 mg/noza KwikPen

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA MHOI'O/IO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHUSA NPOAYKT U ITbT(MIIIA) HA BBBEKJIAHE

Mounjaro 7,5 mg/no3a KwikPen umkexuoneH pa3rBop

THP3eTIaTHI
IToaxoXHO MPHUIIOKEHHE

2. HAYHUH HA ITPUJIOKEHUE

Bengunx ceMUIHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBLHIITHA ONTAKOBKA — IIPEJJBAPUTEJTHO HAITLJIHEHA TUCAJIKA (KWIKPEN)
MHOT'O/I030BA

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 10 mg/no3a KwikPen uHx&eKIIMOHEH pa3TBOp B MIPEABAPUTEITHO HAIIBIHCHA ITHCATKA

TUP3CIIaATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika no3a ceabpika 10 mg tupsenatug B 0,6 ml paztBop. Besika MHOT01030Ba npeiBapuTETHO
HaIBbITHeHA MUcalika chabpka 40 mg tup3enarun B 2,4 ml (16,7 mg/ml) pa3TBop

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

IMomonram BemectBa: E339, E1519, rimuepon, ¢heHo, HATpUeB XIOPUA, HATPUEB XUIAPOKCHUI,
KOHITCHTPHpPaHa XJIOPOBOJAOPOIHA KHCEINHA, BO/IA 32 MHKEKIINH. 32 TONMBJIIHATEITHA HHPOPMAITHS,
BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

1 mucanka (4 mo3n)
3 mucanku (BCsSKa MUCANIKa TOCTaBs 4 1031)

5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

Beanbkx cemMuIHO
[Ipenu ynorpeba mpoverere IMCTOBKATA.
IToaxo>xHO mpUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Cren mppBarta ynorpeda chXpaHsBaiTe W3BBH XJIaMTHAUK py Temmeparypa mox 30 °C mo 30 mHu.
MsxBbprete nmucankara 30 1HU ciien IbpBaTa yrnorpeoa.

a He ce 3ampassBa.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/055 - 1 nucanka
EU/1/22/1685/056 - 3 nucanku

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Mounjaro 10 mg/mo3a KwikPen

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA MHOI'O/IO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHUSA NPOAYKT U ITbT(MIIIA) HA BBBEKJIAHE

Mounjaro 10 mg/no3a KwikPen nnxexkuuoHeH pa3rBop

THP3CTIaTHI
IToaxoXHO TPHUIIOKEHHE

2. HAYHUH HA ITPUJIOKEHUE

Bengunx ceMUIHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBLHIITHA ONTAKOBKA — IIPEJJBAPUTEJTHO HAITLJIHEHA TUCAJIKA (KWIKPEN)
MHOT'O/I030BA

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 12,5 mg/mo3a KwikPen WHKeKIIOHEH pa3TBOP B MPEABAPHUTEITHO HAITBIHEHA IMHCAITKA

TUP3CIIATU]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika mo3a ceabpika 12,5 mg tupsenatun B 0,6 ml paztBop. Besika MHOT01030Ba peiBapUTEITHO
HaIBbITHeHA MUcallka chabpka 50 mg tup3enarun B 2,4 ml (20,8 mg/ml) pasrBop

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

IMomonram BemectBa: E339, E1519, rimuepon, ¢heHo, HATpUeB XIOPUA, HATPUEB XUIAPOKCHUI,
KOHITCHTPHpPaHa XJIOPOBOJAOPOIHA KHCEINHA, BO/IA 32 MHKEKIINH. 32 TONMBJIIHATEITHA HHPOPMAITHS,
BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

1 mucanka (4 mo3n)
3 mucanku (BCsSKa MUCANIKa TOCTaBs 4 1031)

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

Beanbkx cemMuIHO
[Ipenu ynorpeba mpoverere IMCTOBKATA.
IToaxo>xHO mpUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Cren mppBarta ynorpeda chXpaHsBaiTe W3BBH XJIaMTHAUK py Temmeparypa mox 30 °C mo 30 mHu.
MsxBbprete nmucankara 30 1HU ciien IbpBaTa yrnorpeoa.

a He ce 3ampassBa.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/057 - 1 nucanka
EU/1/22/1685/058 - 3 nucanku

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Mounjaro 12,5 mg/no3a KwikPen

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA MHOI'O/IO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHUSA NPOAYKT U ITbT(MIIIA) HA BBBEKJIAHE

Mounjaro 12,5 mg/no3a KwikPen nmkekunoHneH pa3TBop

THP3CTaTH
IToaxoxHO pHUIIOKEHHE

2. HAYHUH HA ITPUJIOKEHUE

Bengunx ceMUIHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBLHIITHA ONTAKOBKA — IIPEJJBAPUTEJTHO HAITLJIHEHA TUCAJIKA (KWIKPEN)
MHOT'O/I030BA

1. MME HA JIEKAPCTBEHUS ITPOAYKT

Mounjaro 15 mg/no3a KwikPen uHx&eKIIMOHEH pa3TBOp B MIPEABAPUTEITHO HAITBITHCHA ITHCATKA

TUP3CIIaATU ]

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika mo3a ceabpika 15 mg tupsenatug B 0,6 ml paztBop. Besika MHOT0o1030Ba npeiBapuTeTHO
HaIbITHeHA MUCaNIKa ChaAbpka 60 mg tup3enaruy B 2,4 ml (25 mg/ml) pasrBop

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

IMomonram BemectBa: E339, E1519, rimuepon, ¢heHo, HATpUeB XIOPUA, HATPUEB XUIAPOKCHUI,
KOHITCHTPHpPaHa XJIOPOBOJAOPOIHA KHCEINHA, BO/IA 32 MHKEKIINH. 32 TONMBJIIHATEITHA HHPOPMAITHS,
BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXEKIIMOHEH Pa3TBOP

1 mucanka (4 mo3n)
3 mucanku (BCsSKa MUCANIKa TOCTaBs 4 1031)

5. HAYUH HA ITIPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKXJIAHE

Beanbkx cemMuIHO
[Ipenu ynorpeba mpoverere IMCTOBKATA.
IToaxo>xHO mpUIIOKEHHE

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

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

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Cren mppBarta ynorpeda chXpaHsBaiTe W3BBH XJIaMTHAUK py Temmeparypa mox 30 °C mo 30 mHu.
MsxBbprete nmucankara 30 1HU ciien IbpBaTa yrnorpeoa.

a He ce 3ampassBa.

10. CHELUWAJIHU IPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/059 - 1 nucanka
EU/1/22/1685/060 - 3 nucanku

13. HNAPTHUIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Mounjaro 15 mg/no3a KwikPen

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IPEJABAPUTEJIHO HAITBJIHEHA MHOI'O/IO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHUSA NPOAYKT U ITbT(MIIIA) HA BBBEKJIAHE

Mounjaro 15 mg/no3a KwikPen nnxexkuuoHeH pa3rBop

THP3CTIaTHI
IToaxoXHO TPHUIIOKEHHE

2. HAYHUH HA ITPUJIOKEHUE

Bengunx ceMUIHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. ITAPTUJAEH HOMEP

ITapt. Ne

5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

2,4 ml
4 no3n

6. JPYTO
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b. JUCTOBKA
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JIucroBka: uH(popManud 32 NaHeHTa

Mounjaro 2,5 mg nHkeKIIMOHeH Pa3TBOP B MPeBAPUTEHO HAITbJIHEHA MUCATKA
Mounjaro S mg MHKeKINOHEeH Pa3TBOP B NMPeIBAPUTEHO HANbJIHEHA MHCATKA
Mounjaro 7,5 mg MHKeKIMOHEH Pa3TBOP B PEeABAPUTEIHO HATBJIHEHA MM CAJIKA
Mounjaro 10 mg uH:KeKIIMOHEH PAa3TBOP B NMPeABAPUTEHO HATbJIHEHA MUCAJIKA
Mounjaro 12,5 mg UH:KeKIIHOHEH Pa3TBOP B NMPeBAPUTETHO HATbJHEHA MUCAJIKA
Mounjaro 15 mg nHKeKIIHOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHa MUCAJIKA
THp3enatuy (tirzepatide)

V¥ Tosu JIEKapCTBEH MPOIYKT MOJICKH Ha JOMMBIHUTEIIHO HabmomeHne. ToBa 1mie mo3Boiii Obp30TO
YCTaHOBSIBaHE Ha HOBa HH(pOPMAIUI OTHOCHO Oe30macHocTTa. MoXeTe 1a JafeTe CBOsI MPUHOC KaTo
CHOOIIMTE BCSIKA HEXKENIaHa PeaKIns, KOSITO CTe TOMYYHIIK. 3a HaunHa Ha ChOOIaBaHE HAa HEXKETIaHH
PCaKIUM BIKTE Kpast HA TOYKa 4.

IIpoyeTeTe BHUMATEIHO HAJIATA JUCTOBKA, NPeAN 1A 3all09HeTe 1A N3110J13BaTe TOBA

JIEKApPCTBO, Thil KaTO THA ChAbP:Ka BaxHa 3a Bac nungopmanus.

- 3amazere Ta3u JMCTOBKA. MOKe /1a ce HaJIOKH J1a 5 IPOYETeTe OTHOBO.

- AKO nMaTe HIKaKBHU JOI'BJIHUTCIIHA BBIIPOCH, nonuTaite Bamus JICKap, MEANIMHCKA CECTpa
unu GapManesT .

- ToBa jekapcTBO € npeanucado auyHo Ha Bac. He ro mpeorcrenBaiite Ha pyru xopa. To Moxe
Jla UM HaBPEM, HE3aBHCHUMO Y€ MPU3HAIIUTE Ha TSIXHOTO 3a00/BaHe ca chIuTe KaTto BammTe.

- AKO NOJTy4uTe HIKaKBHU HEXeJlaHU peakluy, yBeaomeTe Bamus nexkap, MeAUIIMHCKA cecTpa
nin papmareBT. ToBa BKIIIOYBA U BCUYKH BH3MOXKHH HEXKEIIAHH PEaKI[UH, HEOIMCAHU B Ta3H
nucToBKa. Buxre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso npencrasisiBa Mounjaro 1 3a KakBO c€ M3I10J13Ba
Kakgo Tps10Ba na 3Haere, nmpeau Aa u3noia3sare Mounjaro
Kak nma m3nomsBare Mounjaro

BB3MOXXHH HEKEeTaHU peakmmn

Kak na cexpansBare Mounjaro

ChbabpxaHue Ha ONIAKOBKATa M AOIBIHUTENHA HHPOPMALUS

SNk L=

1. Kaxkso npeacraBiasasa Mounjaro u 3a KakBo ce H3M0JI3Ba

Mounjaro cbabpaxa aKTUBHO BELIECTBO, HAPEUEHO TUP3ENAaTU, U CE U3II0JI3Ba 3a JICUCHHUE Ha
BB3PACTHH ChC 3axapeH auadeT tun 2. Mounjaro HamasnsiBa HUBOTO Ha KpbBHATA 3axap B OpraHu3Ma
caMo KOraTo HUBaTa Ha KpPbBHATA 3aXap ca BUCOKH.

Mounjaro ce U3M0JI3Ba U 3a JICYSHNE Ha BB3PACTHHU ChC 3aTIBCTABAHE WM HagHOpMeHO Terio (¢ U'TM
Haif-manko 27 kg/m?). Mounjaro Busie BbPXy peryHpaHeTo Ha aleTHTa, KOeTo Moske 1a Bu moMorue
Jla siieTe MOo-MalIKoO XpaHa U 1a HaMaJIUTe TEJIECHOTO CH TETJIO.

[Ipu auabet Tun 2 Mounjaro ce U3MoA3Ba:

- CaMOCTOSATEITHO, KOTaTO HEe MOYKETe Ja mpreMare MeThOPMHUH (IpyTo JEKapCTBO 3a TUA0ET).
- C IpyTH JIeKapcTBa 3a AnadeT, KoraTo Te He ca JIOCTaThYHHM Ja KOHTPOJIMPAT HUBaTa Ha
KpbBHaTa 3axap. Te3u ApyrH JeKkapcTBa MOXKeE Jia ca JIeKapcTBa, IpUEeMaHH [Ipe3 ycTaTa u/uiu
WHCYJIMH, IPUJIAraH upe3 HHKEKTUPAHE.

Mounjaro ce U3M0JI3Ba ChIIO 3aCTHO C JAMETa U YIPAKHEHHS 332 OTCIa0BaHe U 3a MOIbPIKaHE Ha

TETJI0TO MO KOHTPOJ MPU BB3PACTHH, KOUTO UMAT:
- HNTM 30 kg/m? unmu oBede (3aTabCTIBAHE) WITH
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- UTM naii-manko 27 kg/m?, Ho mo-mainko ot 30 kg/m? (HaAHOPMEHO TETrJI0) U 3APABOCIOBHH
npo0OJIeMH, CBBP3aHU € TErJI0TO (KaTo mpeauadeT, iuadeT THI 2, BUCOKO KPBBHO HAJISTAHE,
HeoOWYaliHU HWBA Ha Ma3HUHU B KPBBTA, MPOOJIEMH C JUIIAHETO 10 BpeMe Ha ChH HapeueHU
,,OOCTPYKTHUBHA ChHHA alHes WM aHaMHe3a 3a MH(apKT, HHCYIT WK TpoOIeMHU ¢ KpbBOHOCHUTE
CBIOBE)

NTM (unpexc Ha TenecHa Maca) € MspKa 3a Bamiero Terso cnpsMo BucodnHara Bu.

IIpu maruenTy ¢ o0cTpykTBHA chHHA anHest (OCA) u 3aTirbcTssBaHe Mounjaro Moe J1a ce U3I0I3Ba
ChbC M 0e3 TEpanuA C MOJIOKUTCIIHO HAJIATAHE B TUXATCIITHUTC IIbTHUIIA.

BaxHo e 1a mpoabinKuTE 1a ciieBaTe ChBETHUTE 3a AMeTa U YIPaKHeHHs, AaleHH Bu ot Bamms
JIeKap, MeIUIIMHCKA CecTpa Win (hapMarieBT.

2. Kaxkso Tps0Ba 1a 3HaeTe, npeau 1a usnouaszsare Mounjaro

He u3nonssaiite Mounjaro
- aKO CT€ AJIEPTUYHM KBM THP3EMaTH WIH KBM HSAKOS OT OCTAHAIIUTE ChCTABKU HA TOBA
JeKapcTBO (M30pOeHH B TOUKA 6).

[pexynpesxnenns u npeAnasHu MepKU
T'oBopete ¢ Bammst mekap, MEIMIIMHCKA CeCTpa WM GpapMaleBT, IPean a U3moir3BaTe Mounjaro ako:
- HMMare TeXKH IpobJIeMH ¢ XpaHOCMUIIAHETO WIIM OCTaBaHE Ha XpaHa B cToMaxa Bu mo-aeiro ot
HOPMAJIHO (BKJIIOUUTENTHO TE€XKa racrponapesa).
- HAKOra CTe MMaJlU MIAaHKPEaTHUT (Bb3NaleHUe Ha TaHKpeaca, KOETO MOKe Ja IPUYMHU CUJIHA
0oJKa B cToMaxa U rbpOa, KOSITO He OTMHHABA).
- umare npo0iieM ¢ ounte (JuadeTHa PETUHOMATHS WM OTOK Ha MaKyJarta).
- U3M0JI3BaTe CYAPOHMIYPEHHO MPOU3BOIHO (IPYTO JEKapCcTBO 3a AMA0ET) WK UHCYIJIUH 3a
Bamms muabeT, Thit KaTo MOYXKE J1a HACTBITH ChCTOSIHUE, TIPH KOETO KPBhBHA 3aXap € MHOTO
HUCKA (XUIOrIukeMus). Mose 1a ce HaJoXu BamusT nexkap 1a poMeHH J03aTa Ha Te3U APYTH
JIeKapCTBa, 3a Ja HaMaJli TO3H PUCK.

Koraro 3anouBare neuenue ¢ Mounjaro, B HIKOH CIydad MOKE JIa HACTBITH 3ary0a Ha TEYHOCTH OT
OpraHM3Ma/IeXupaTaIus, Harp. B CJICJCTBHE Ha MOBPBIIAHE, TaJICHE W/WIK TUapUs, KOSTO MOXE Ja
JoBeZie 10 HaMausiBaHe Ha ObOpeuyHarta GyHkms. BaxkHo e na n3berHere aexuapaTanusiTa, KaTo IHeTe
MHOTI'O TCHHOCTH. CB’bp)KeTe ce ¢ Bamms JICKap, ako UMaTe BBIIPOCH UJIU IPUTCCHCHUA.

Axo 3HACTC, 4YC Bu MMpeaACTOU OoIcpanus, Ipru KOATO LIS 6’L,Z[CT€ o aHCCTC3UA (B CIIAIIO C’BCTOHHI/IC),
Tp5{6Ba Ja KaXETC Ha Bamms JICKap, 4€ CTC Ha JICUHCHHUC C Mounjaro.

Jlena v oHOIIN
ToBa nekapcTBO HE Tp$[6Ba Jla ce laBa Ha Jiela v roHowu noj 18 roauHu, Thid KaTo HE € MPOYYBaHO B
Ta3W Bb3PacTOBa IpyIa.

JApyrn nekapctBa 1 Mounjaro
Tps6Ba na xaxere Ha Bamus nexkap MEIUIMHCKA cecTpa WiM (apMaleBT, aKo U3I0JI3BaTe, HACKOPO
CT€ U3IOJI3BAJIU UM € Bb3MOXKHO J]a U3I0JI3BaTe APYTH JIEKapCTBa.

BpemenHocTt

AKo cTe OpeMeHHa Wil KbpMHUTE, CMATaTe, 9€ MOJXKE J1a CTe OpeMeHHa Wil MIaHupaTe OpeMeHHOCT,
MochBETBalTE ce ¢ Bamms nekap npean ynorpebara Ha TOBa JiekapcTBO. ToBa JeKapcTBO HE TPsiOBa
Jla ce U3I0JI3Ba 0 BpeMe Ha OPEMEHHOCT, Thil KaTo e()eKTUTE Ha TOBA JIEKAPCTBO BBPXY BCE OLIE
HepozeHoTo Bu nete He ca u3BectHH. Ilopanu ToBa ce mpenopbyBa Ja mpuiarare KOHTpaLenius,
JIOKaTO U3I0JI3BaTe TOBA JIEKApCTBO.

Kbpmene
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He e u3BecTHO nanu Tup3enatuj NpeMUHaBa B KbpMmarta. He Moke Aa ce U3KII0UM PHUCK 3a
HOBOPOJICHUTE/KbpMaueTaTa. AKO KbPMUTE WM Bb3HAMEpPSBATE J1a KbPMHTE, FroBopeTe ¢ Bamms
JeKap, peJy Ja U3MoJI3BaTe ToBa JiekapcTBO. Bue u Bammsr nexap Tpg6Ba na pemure qamu Tpsiosa
Jia crpeTe KbPMEHETO WIH Ja OTIOXKUTE ynoTpedbaTa Ha Mounjaro.

IModupane u padora ¢c MAIIUHU

MaJiko BEpOSTHO € TOBa JICKapCTBO Jia MOBJIHIe ClIocOOHOCTTa BH 3a 1modupane u padoTa ¢ MallliHU.
Brrpeku ToBa, ako usnon3pare Mounjaro B KOMOMHAIUS ChC CYJA(POHUIYPEHHO MPOU3BOJICTBO WITH
WHCYJIFH, TOBa MOJKE /1a IOBEJIE /IO ChCTOSIHUE, TIPH KOETO KPhBHATA 3aXap € MHOTO HHCKa
(XHToTIIMKEeMUS ), KOETO MOKE Ja HaMalu criocoOHocTTa Br 3a koHmenTparus. M30sreaiite
mogupane win paboTa ¢ MAITUHK, aKO IMOJIYYUTE IPU3HAIY HA HUCKA KPBBHA 3axap, Harp.
rJ1aBoOoIHe, CHHIMBOCT, c1ab0CT, 3aMastHOCT, YyBCTBO Ha TJajl, 00bPKAaHOCT, pa3ipa3HUTEIHOCT,
YCKOPEH ITyJIC M M3MOTsABaHE (BIKTE Touka 4). Bikre Touka 2 “IIpenynpexaeHus U IpeanasHu
Mepku” 32 nH(OpPMAIUs OTHOCHO ITOBUIIICH PUCK OT HUCKA KPbBHA 3axap. ['oBopere ¢ Bamus snekap,
3a J1a TMOJIy4YHTe JOIBIHUTETHA HH(OpMAIHs.

Mounjaro cbABbpKa HATPUIA
ToBa 1ekapcTBO ChABPKA MO-Mako oT 1 mmol Hatpuit (23 mg) Ha 1032, T.€ MOXKE J]a CE KaXKe, ue
MIPAKTHYECKU HE CHABPKA HATPHA.

3. Kak na nznoassare Mounjaro

Bunaru u3non3BaiiTe ToBa JISKapCTBO TOYHO KakTo Bu e ka3zan Bamusat nekap wiu GapmareBT. AKo
HE CTe CUTYpHH B HEIlo, onuTaiite Bamms nexap unu gpapmarieBT.

KakBo KoJ114ecTBO 1a U3NM0JI3BaTe
e Hauannara mo3za e 2,5 mg BeJHBK CEIMUTHO B MTPOIBIDKEHNE HA YETHPHU CEIMMUIIH.
Crnen yetupu cenmuii Bammst nekap mie yBennuu go3ata Bu 10 5 mg BeAHBK CEAMHUYHO.

e Bammsar nexap Moke Aa MoBUIIM fo3aTa Bu Ha cTenku no 2,5 mg 1o 7,5 mg, 10 mg, 12,5 mg
i 15 mg BeIHBXK CEIMUTHO, aKO € HeoOxoamumo. BeB Bcuuku cirydan Bammsit nekap me Bu
Kake J1a OCTaHeTe Ha OIpeJiesieHa /103a TIoHe 4 CeAMUILI, IPEAN Ja IPEMHUHETE KbM M0-BHCOKa
J103a.

He npomensiite no3ara cu, ocBeH ako Bamusar nekap He Bu e kazai.
Bceska mucanka ceappika egHa 1o3a Mounjaro 2,5 mg, 5 mg, 7,5 mg, 10 mg, 12,5 mg nim 15 mg.
Kora na npusoxure Mounjaro

MoskeTe na u3moii3BaTe BarmaTa mucainka 1mo BCAKO BpeMe Ha JIeHs, ChC i 0e3 XpaHa. TpsOBa ma s
M3II0JI3BATE B €AMH U CBHIIH JICH BCSIKA ceAMHUIIA, ako Bu e Bp3MoxHO. 3a 1a Bu e mo-necHo aa
3aIMOMHUTE KOT'a Jia u3no3BaTe Mounjaro, MOe J1a OTOSIIeKUTE JCHS OT CSAMHMIIATa, KOTaTo
WH)KEKTHpaTe IIbpBAaTa CH /1032 BbPXY KYTHATA, B KOATO ce JIOCTaBs Bamara nucanka, uiu a ro
oTOeNe)KHUTE B KAJICHIapa.

AKo e He00X0IMMO, MOXKETE ChIIO J]a IPOMEHUTE JCHS OT CEAMUIIATa, B KOMTO CH OCTaBsITe
WHKeKus Mounjaro, CTUTa 1a ca I3MHHAJH TTOHE 3 THU OT TocienHaTa takaBa. Cien kaTo nzdepere
HOB JICH 3a MpHJiarane, NpobKETE C MPHIOKEHUETO BETHBK CEAMUYHO B TO3H HOB JICH.

Kaxk na unxkexktupare Mounjaro

Mounjaro ce MHXEKTHpa O] KoxkaTta (ITOIK0KHA WHXKEKIIHS) B 00JIacTTa Ha KopeMa, Haii-Mallko Ha 5
Cm OT IThIIa MJIM B TOPHATA YacT Ha Kpaka (0eqpoTo) Wi ropHaTa 4acT Ha pbkata. Moxe j1a umare
HY’Ka OT IIOMOI] OT JIPYT YOBEK, aKo JKeJaeTe Ja MOCTaBUTE HHXKEKIMATA B TOPHATA YacT Ha phKaTa
CH.
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AKO UcKaTe, MOKe J1a M3I0JI3BaTe €/1Ha U ChIlla 00JacT OT TAIOTO CH Besika ceamunara. Ho ce
yBepsiBaiiTe, ue n30MpaTe pa3IMyHO MSCTO 32 HH)KEKTHPAHE B pAMKUTE Ha Ta3u 00JjacT. AKO
WH)KEKTHpaTe U MHCYJIHH, H30epeTe JPyTro MICTO 3a HHKEKTHPAHETO MY.

H3cnenBane Ha HUBATa HA KPbBHATA 3aXap

Axo m3nom3Bare Mounjaro ¢be CyIpOHUITYpEeHHO MPON3BOAHO WIM HHCYJIMH, BAXKHO € 1a N3MepBarte
HUBaTa Ha KpbBHATA CH 3aXap CIopes yKa3aHuATa Ha Bammms nexap, MeIUIIMHCKA CecTpa WK
(dapmarneBT (BmKTe TOUKa 2, ,. IIpeaynpesxaeHus u npeana3Hd MEpKH ).

IIpoderere BHUMATEITHO ,,Y Ka3aHUs 3a ynorpeda‘ Ha mmucaikara, Ipeau aa u3noia3sare Mounjaro.

AKo cTe U310J13BAJIM II0OBeYe 0T HeoOxoauMara g03a Mounjaro

AKoO cTe U3M0JI3BaIM II0BeYe OT HeoOxoauMaTa 103a Mounjaro, ropopere HezabaBHO ¢ Bamms nexap.
[IpeBumaBaHeTo Ha J103aTa Ha TOBa JIEKApCTBO MOJKE J1a JOBEJIE /10 HUCKO HUBO Ha KpbBHaTa Bu 3axap
(XMIOTIMKEeMHs1) ¥ MOXKeE Ja IPEAU3BHKA I'aJieHe MU MOBPbBILIAHE.

AKo cTe IponycHaJIM Aa u3noJj3sare Mounjaro
AKO cTe MpOMyCHAIN J]a UHXEKTHpaTe /1032 U
e ca MUHAIHU 4 THMU WJIH NMO-MAJIKO, OTKAKTO € TPsOBaJo Aa u3noi3Bare Mounjaro, H3MOI3BaiTe
ro BegHara mom ce cerute. Cieq ToBa HH)XXEKTUPANTE ClieABallaTa CH 1032 KAKTO OOMKHOBEHO
B INTaHUpPAaHUA JICH.
® aKO ca MUHAJH MOBeYe OT 4 THM, OTKAKTO € TpAOBaio 1a u3nona3Bare Mounjaro, He MOCTABSHUTE
nponycHaraTa A03a. MHXeKkTupaiTe cieapanara ct 103a KakTo OOMKHOBEHO B IUTAHUPAHHS
JIeH.

He nocrassiiTe nBoMHA 1034, 32 1a KOMIIEHCHpATE NPOIyCcHATATa J03a. MUHHUMAIIHOTO BpEME MEXAY
JIBE 103U TpsAOBa n1a ObJe MoHe 3 THHU.

AKo cTe cipesiu ynorpedéara Ha Mounjaro
He cnmpaiite na u3nomn3sate Mounjaro, 6e3 1a roBopute ¢ Bamus iekap. AKo cripeTe Jia M3M0oa3BaTe
Mounjaro u umate quabet THIl 2, HUBaTa Ha KpbBHaTa Bu 3axap Moxe Ja ce MOBHIIAT.

AKO “MaTe HIKaKBH JIOMIBIHUTEIHN BBIIPOCH, CBBP3aHU C YIOTpebaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamms nexap, MeIuIMHCKa cecTpa Ui (hapMareBT.

4. Bb3MOKHN He:KeJIaHU peakuuu

Kakro Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia MPEAN3BHUKA HEKECIaHU pEaKIIUU, BBIIPEKU Y€ HE
BCCKM T' TIOJIy4aBa.

Cepuo3Hu HeKeJIaHU PeaKkuuu

Heuecmu (morar na 3acersar o 1 Ha 100 qymnm)

- Bweananenne Ha maHkpeaca (OCThpP MAHKPEATHUT), KOMTO MOXe Jla PUYHHH CHITHA 00JIKa B
cTOoMaxa u I'bp0a, KoATO He OTMHUHABA. TpsiOBa He3a0aBHO J1a ce KOHCYJITHPATE C JIeKap ako
MOJIY9UTE TAKUBA CUMIITOMH.

Peoku (morat na 3acersat fo 1 va 1 000 mymm)

- - Texxu aneprudHu peakunu (Hamp. aHaQUIAKTHIHA peakus, aHrnoenem). TpsaoBa
He3a0aBHO Jla MOTHPCUTE MEIUIIMHCKA TIOMOII U J1a nHpopmupaTe Bamus jiekap, ako
MOJTyYUTE CUMIITOMH KaTO MPOOJIEMH C TUIIAHETO, ObP30 MOyBaHE HA YCTHUTE, €3UKa U/WIIH
'BPJIOTO ChC 3aTPYIHEHO TPETIBIIAHE H YCKOPEH ITYJIC.

JApyru HexenaHu peakuuu

MHnozo wecmu (Morat na 3acersHat noseue ot 1 Ha 10 mymmm)
- T'anene

159



Huapus

Kopemna 6oinka, cho01maBaHa mpy NalMeHTH, JIEKYBaHH 32 KOHTPOJI Ha TETI0TO
IloBprbIinane, cro0IIaBaHO MPU MAIMEHTH, JIEKYBaHH 32 KOHTPOJI Ha TETJIOTO
3armek, cho0IaBaH MPU MALUEHTH, JEKYBAaHH 32 KOHTPOJI Ha TETJIOTO

Te3u HexxenaHu pcakuuun OOHMKHOBEHO HE Ca TEKKH. Faz[eHe, Anapuia 1 NOBPBUIIAHE Ca Hall-4ecTH npu
IIbPBOTO 3aIlI0YBAHE HA TUP3CTIATHU, HO HAMAJIsIBaT C BPEMETO IIPU MMOBEYCTO IMAITUCHTH.

Huckara kpbBHa 3axap (XUIIOTIIMKEMUS) € MHOTO YecTa, KOTaTo TUP3EMaTH I ce U3I0I3Ba ¢
JIEKapCTBa, KOUTO ChABPIKAT CYI(POHMITYPEHHO MPOU3BOTHO M/WIIA MHCYIHH. AKO M3MOI3BaTE
CYJA(QOHMITYPEHHO MPOU3BOTHO MIIM WHCYJIMH 32 TUA0ET THII 2, MOXKeE JIa CE HAJIOKH J103aTa UM
na ObJe HamalleHa, I0OKaTo U3MoJ3BaTe TUp3enaTu. (BIKTe Touka 2 ,,[IpenynpexneHus u
npeana3zHu Mepku). CHMIITOMHTE Ha HUCKA KPBhBHA 3axap MOJKE Jia BKIIOYBAT IJIaBOOOIHE,
CHHITUBOCT, CJIA00CT, 3aMastHOCT, YyBCTBO Ha TJaJ, 00BPKAHOCT, Pa3Ipa3HUTETHOCT, YCKOPEH
nyJic U U3MoTsBaHe. Bammsat nexap TpsOBa Aa Bu kaxke kak Ja TeKyBaTe HUCKUTE HUBA Ha
KpbBHA 3axap.

Yecmu (morat na 3acernat 1o 1 Ha 10 gymmm)

Hucka xpbBHa 3axap (XUIOTIIMKEMHUST), KOTATO THP3ETIAaTH/ 3a JJeUeHHe Ha AuadeT Tul 2 ce
M3II0JI3Ba €THOBPEMEHHO C MET(HOPMUH M HHXHOUTOP HAa HATPHUEBO-TIIIOKO3HHS KO-
TpaHcmopTep 2 (Ipyro JIeKapcTBO 3a Auaber).

AneprudHa peaxuus (CBpbX4yBCTBUTEITHOCT) (HAIp. 0OpHB, ChpOEXK U eK3ema)

3aMasiHOCT, ChOOIIABaHA MU MMALMEHTH, JIEKYBaHU 3a PETYJIHpPaHe Ha TETIOTO

Hucko xpbBHO HamnsraHe, CHOOIIABAHO TP MAIMEHTH, JEKYBaHHU 3a PETYIHPAHE HA TETIOTO
Hamaneno gyBcTBO Ha r1an (HaMaJIeH areTuT), ChOOIaBaH Py MAINEeHTH, JIeKyBaH! 3a TuabeT
THUII 2

Kopewmna 6omnka, cro011aBaHa py NAIMEeHTH, JIEKyBaHH 3a quadeT Tur 2

[ToBprbIane, cbo0IIaBaHO NIPY NAIIMEHTH, JIEKyBaHH 33 AHa0eT TUIl 2 — TOBAa OOMKHOBEHO
HaMmaJIsBa ¢ BpEMETO

Jlomo xpaHoCMUIIaHE (IUCICTICHS)

3amek, cbo0IIaBaH Mpy MAIMEHTH, JIEKYBaHH 3a THA0ET THIT 2

ITonyBane Ha cromaxa

Opursane (epyKTarus)

l"azoBe (MeTEOpU3BEM)

Peduryke nmm croMmantiHu KucenuH (HapuIaHo OIIe racTpoe3odareanta pedirykcHa 00JecT -
I'EPB) — 3a0onsiBane, MpU KOETO CTOMAIITHA KHCEJIMHA Ce BPhIIa OT CTOMaxa KbM
XPaHOIIPOBO/IA.

Kocoman, cro011aBan npu NaryieHTy, JIEKyBaHH 3a peryJIMpaHe Ha TErJIOTO

YyBcTBO Ha yMopa

Peakum Ha MACTOTO Ha MHXKEKTHpaHe (Hamp. ChpOeK MM 3auepBsIBaHE)

VYckopen myJsc

[ToBumenn HUBa Ha MAHKPEATHUYHUTE €H3UMH (KaTo JIMIAa3a ¥ aMuiia3a) B KpbBTa.
[ToBuileHN HUBA HA KAIIMTOHUH B KPHBTa NPU NAIIMCHTH, JICKYBaHH 32 KOHTPOJI Ha TETJIOTO

Heuecmu (morart na 3acersat 1o 1 va 100 mymrm)

Hucka kpbBHa 3axap (XUIIOTTUKEMHUSI) € HeUeCcTa peaklys, KOraTo TUP3EnaTHI ce U3MO0I3Ba ¢
MeT(hOpPMUH 3a JieueHue Ha AnadeT ThI 2.

KambHH B skIbpUKaTa

Bo3nanenue Ha KIIBYHUS MEXYP

HawmansBane Ha Ternoro, cr00IaBaHo MpH MAUEHTH, JIEKYBaHH 3a Aa0eT TUT 2

Bosika Ha MACTOTO Ha UHKEKTUPAHE

[ToBuIlleHN HUBA HA KAJIIMTOHUH B KPbBTA NPU MAIMCHTH, JICKYBaHU 3a TUa0ET THIT 2 UM 3a
OCA cbc 3aTIIBCTIBaHE

[TIpomMeHeHo yceliaHe 3a BKYC

[IpomsHa B yBCTBUTEITHOCTTA HA KOXKATa

3abaBsiHe Ha U3MPa3BaHETO HA CTOMAaxa
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Cpo01IaBaHe HA HeKeJIAHU PeaKIuu

AKO TIONTy4YHTe HIKaKBH HEXeJlaHW JIEKAPCTBEHU peakIliy, yBeJoMeTe Bamms nekap, MequIiiHCcKa
CeCTpa Uin Q)apMaueBT. ToBa BKJIIOYBa BCUMYKH BH3MOKHHM HEOITMCAHU B Ta3M JUCTOBKA HEXKEJIaHU
peakiuu. MoKeTe ChIIO J1a ChOOIIUTE HeXEIIAaHU PEaKIuu TUPEKTHO Ype3 MoxkeTe ChIIo Jaa
CHOOIINTE HEeXKEIIAHU PEeaklny IUPEKTHO Ype3 HAllMOHAHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYeHA B
IIpunoxenue V. Kato crobmaBare HexXeIIaHN Peakilny, MOXKETE Ja MajeTe CBOS MPUHOC 3a
noJlyyaBaHe Ha oBeuye HHQOpMalns OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cbxpansBate Mounjaro
Ma ce cpxpaHsiBa Ha MsICTO, HEOCTBITHO 32 JIela.

He u3non3paiite ToBa JICKApCTBO CJIea CpOKa HAa TOAHOCT, oTOesI3an BBbpPXY €THUKETA Ha MMUCAJIKaTa 1
KapTOHCHATa OIIaKOBKa CJIC ,,FOZLGH ,I[O:“. CpOK’LT Ha rOAHOCT OTTOBaps HA MOCJICAHUA ACH OT
IMOCOYCHUA MCCCII.

Jla ce chxpanssa B xnagunauk (2 °C — 8 °C). Ja He ce 3ampassasa. HE M3IOJI3BAUTE
ITMCAJIKATA ako ¢ 6una 3aMpa3sBaHa.

CBXpaHHBaﬁTe B OpUrvHaJIHaTa OIMMaKOBKa, 3a J1a C€ Npcana3n OT CBETJIMHA.

Mounjaro MOXe J1a ce ChXpaHsABa W3BHH XJIaAWITHUKA ITPpH Temmepartypa moa 30 °C mo 21
NOCJICZIOBATEIIHH JIHH, CJIe]] KOETO HCcaKaTa TpsiOBa Jia ce U3XBBPJIH.

He u3znon3patite ToBa JIEKapCTBO, akKo 38.66J'IC)KI/ITC, Y€ nmucaljikara € nmoBp€acHa Uin JEKapCTBOTO €
MBTHO, C IIPOMCHECH LBAT WX CbAbPKa BUAUMU YaCTUIIU.

He n3xBbpisiite jekapcTBaTa B KaHANM3alMATa WIN B KOHTEHHEpPA 3a JOMAIIHU OTHAAbLH.
[Tonmraiite Bammus dapmaneBT Kak Ja U3XBBPIATE JIEKapcTBaTa, KOUTO BeUe He M3Moi3Bare. Te3n
MEPKH 1€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpela.

6. Cun)pmalme Ha onmaKkoBKaTa M J0IIbJHUTEC/IHA I/lH(l)OpMal[l/[ﬂ

Kakgpo cbabp:xa Mounjaro

AKTHBHO BEIIECTBO: TUp3eNaTU]

- Mounjaro 2,5 mg: Bcsika npeaBapuTelIHO HATbJIHEHA MTUCANIKA ChIBPKA 2,5 mg TUp3enaTu B
0,5 ml pastBop (5 mg/ml)

- Mounjaro 5 mg: Bcesika mpeBapuTeIIHO HAITbJIHEHA MMHCATKa ChAbpKa 5 mg tup3enaru B 0,5 ml
pa3teop (10 mg/ml)

- Mounjaro 7,5 mg: Bcska IpeBapUTENIHO HAIbJIHEHA IIUCAJIKA ChIbPKA 7,5 mg TUp3enaTu B
0,5 ml paztBop (15 mg/ml)

- Mounjaro 10 mg: Beska npeaBapuTeIIHO HAITBJIHEHA TTHCaIKa Chabpka 10 mg tupsemarun B 0,5 ml
pa3tBop (20 mg/ml)

- Mounjaro 12,5 mg: Bedka npenBapuTeTHO HaTbTHEHA MTUCANIKA ChABPKA 12,5 mg Tup3enarun B
0,5 ml paztBop (25 mg/ml)

- Mounjaro 15 mg: Besika mpenBapuTeIHO HaIMbJIHEHA MHCAIKa Chabpxka 15 mg tupsenarua B 0,5 ml
pa3tBop (30 mg/ml)

Jpyrure cbeTaBku ca nuHatpueB xuaporendocdar xenraxuapar (E339), narpues xnopua, HaTpUeB
XUIPOKCH ] (3a JObIHUTENHA HH(POpMAanus, BIXKTe ToUka 2 ,,Mounjaro chabpxa HATpHiA™);
KOHILIEHTPUPAaHa XJIOPOBOIOPOJHAXJIOPOBOAOPOIHA KUCEINHA U BOJA 32 MHXKECKIIHH.

Kak n3rue:xxaga Mounjaro  KakBo ChIbp:Ka ONaKOBKATA

MOllIlj aro € 6I/ICT’Bp, 663HB€T€H a0 6JI6,[[O>K’LJ'IT HWHKCKIIMOHCH Pa3TBOP B IPCABAPUTCIIHO HAIIbJIHCHA
nrcaJika.
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[IpenBapuTenHo HabJIHEHATA MHUCATIKA MMa CKpUTa UIJIa, KOSITO aBTOMAaTUYHO BIIM3a B KOXKaTa MpH
HaTHCKaHe Ha OyTOHA 3a HH)XKEKTUPAHE.

Wrnara me ce nmpubepe B MpeaBapUTEITHO HAITBIHEHATA MHCANKa, KOTaTO MHXEKIUATA IPUKIIOUH.
Bcesika npeaBapuTenHo HambJIHEHA MUcaika chabpka 0,5 ml pa3TBop.

[IpenBaputenHo HarbJIHEHATA MUCAJIKA € CAMO 33 €AHOKpATHA yroTpeoda.

OnaxoBKH 10 2 IPeABAPUTEIIHO HAITBJIHEHH MUCAJIKH, 4 IPEABAPUTEIHO HAITBIHEHH [TUCAIIKU UIIH
TPYIOBH OMAKOBKH 10 12 (3 omakoBKH 1o 4) nMpeABapUTETHO HATBIHEHH MTUCAIIKH.

He Bcuuky BuOBE ONakOBKH MOTat Aa ObAaT HATMYHM BB Bamara crpaHna.

IIpuTexaTes Ha pa3pelIeHHETO 32 yHOTpeda
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus.

IIpoussoguTesa
Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), Utamus
Lilly France, 2, rue du Colonel Lilly, 67640 Fegersheim, ®panmms

3a AOMBIHUTETHA HHPOPMAIUSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
MpeJICTaBUTEN Ha MPUTEXKATEIS Ha Pa3pelieHHeTo 3a yrnorpeoa:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bbbarapus Luxembourg/Luxemburg
TII "Enu JIumu Henepnana" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Tert. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELILILLY CR, s.r.o. Lilly Hungaria Kft.

Tel: +420 234 664 111 Tel: +36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf.: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
Eiraoda Osterreich
OAPMAZXZEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 20609 1270
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.
Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00
France Portugal

Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 55 49 34 34 Tel: + 351-21-4126600
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Hrvatska
Eli Lilly Hrvatska d.o.o.
Tel: +385 1 2350 999

Ireland
Eli Lilly and Company (Ireland) Limited
Tel: + 353-(0) 1 661 4377

island
Icepharma hf.
Simi + 354 540 8000

Italia
Eli Lilly Italia S.p.A.
Tel: +39- 055 42571

Kvnpog
Phadisco Ltd
TnA: +357 22 715000

Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija

Tel: +371 67364000

Romania
Eli Lilly Roméania S.R.L.
Tel: +40 21 4023000

Slovenija
Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10

Slovenska republika
Eli Lilly Slovakia s.r.o.
Tel: +421 220 663 111

Suomi/Finland
Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250

Sverige
Eli Lilly Sweden AB
Tel: + 46-(0) 8 7378800

I[aTa Ha I0CJCIHO NMpepasrjaekaaHe Ha JUCTOBKaTa

JApyru u3ro4yHuIM Ha HHGOpMaLUs

IToapo6nHa nHdOpMAaIMs 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHmnus
10 JIeKapcTBaTa https://www.ema.europa.cu
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Ykazanus 3a ynorpeoda

Mounjaro 2,5 mg nHKeKIIMOHeH Pa3TBOP B MPeBaApPUTEJHO HATbJIHEHA MUCATKA
Mounjaro 5 mg MH:KeKIMOHEeH Pa3TBOP B NpeABapPUTE]HO HAITbJIHEHA MUCAJIKA
Mounjaro 7,5 mg nH:KeKIIMOHEH Pa3TBOP B NMpeIBAPUTETHO HATBJIHEHA MICAIKA
Mounjaro 10 mg UH:KeKIIHOHEH Pa3TBOP B MPeABAPUTETHO HAITbJHEHA MU CAJIKA
Mounjaro 12,5 mg uH:KeKIIHOHEH PAa3TBOP B NPeIBAPUTEIHO HAITbJIHEHA MUCATKA
Mounjaro 15 mg nH:KeKIHOHEH Pa3TBOP B NMpeIBAPUTETHO HATBJIHEHA MU CATKA
TUp3enaTUuI

Ba:xxna undopmanms, kosiTo TpadBa 1a 3HaeTe, Peau 1a HHKeKTHpaTe Mounjaro

IMpouereTe Te3n yKa3aHHU 32 yNOTPeda U JINCTOBKATA, Pead Aa u3noa3sare Mounjaro,
Bamarta npe1BapuTeIHO HAITbJIHEHA NMUCAJIKA, U BCEKH ITbT, KOTATO MOJIyYaBaTe HOBa MUCAJIKA.
Mosxe ma mma HoBa wH(popMarus. Ta3zn nadopmarys He 3aMeHsT He00X0IMMOCTTa OT pa3roBOp C
Bamms nekap, MmenuiHCKa cecTpa uin (papManeBT oTHOcHO Barrero 3abonsiBaHe WM JIeUEHHE.

T'oBopete ¢ Bammst nmekap, MEAWIIMHCKA CECTpa WM GapMareBT Kak Jla HHKEKTHpaTe Mounjaro
MIPaBUITHO.

Mounjaro e eHO/1030Ba MPEJABAPUTEIHO HAITBJIHEHA MTHCAJIKA.

IIncankara nma CKpuTa urija, KoATO aBTOMAaTHYHO BJIM3a B KOXKaTa Bu IIpy HATUCKaHC Ha
OyToHa 3a nHkektupane. Mrnara mie ce npudepe B mucaikaTa, KOraTo HHXKCKIUATA MTPUKITIOYH.
Mounjaro ce U3M0J3Ba €HOKPATHO BCSIKA CEMUIIA.

NnxexTupaiite camo MOJKOKHO.

Bue camu uiam ¢ moMoIira Ha Jpyr Y0BEK MOXKE Jia CU MHXKEKTUPATE JICKAPCTBOTO B 00JIaCTTa HA
cromaxa (Kopema), TopHaTa JacT Ha Kpaka (0eIpoTo) Wi TOpHATa 4acT Ha phKara.

IIle mmate Hy>KAa OT Yy»KAa IMOMOIII, aKO MCKATe Ja MOCTaBUTE HHYKEKIMATA B TOpPHATA YacT Ha
pbKaTa cu.

CbxpaHenue u padora

3a yKa3aHusl OTHOCHO ChbXPAaHEHHUETO BMXKTE pa3lied 5 OT JUCTOBKATA.
[Mucankara cbabpxa CTHKICHH YacTh. PaboTere BHUMATETHO. AKO M3ITyCHETE MUCATIKaTa BbPXY
TBBPJIa MOBBPXHOCT, He i U3noJi3Baite. M3non3paiiTe HOBa nucaiika 3a BamaTta nHKXeKIus.
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OnucaHye HA YaCcTUTE HA MUCAJIKATA

IMoaroroBka 3a HHKeKTHUPaHe HA Mounjaro
H3Banere nucankaTa oT XJaJUJIHUKA.
OcraBeTe cuBaTa Kalayka Ha OCHOBaTa BbPXY IIMCAKaTa I0OKaToO He CTE T'OTOBU Jja MH)KEKTHpATeE.

IIpoBepeTe eTUKETa HA MHCATKATA, S
3a Jla ce yBepuTe, Ue UMaTe
MPaBIITHOTO JIEKAPCTBO | 71032, U
Ye TO HE € C U3TEKBJI CPOK Ha
TOJTHOCT.

OrJenaiiTe nucaakara, 3a Jia ce
YBEpUTE, Y€ HE € MMOBPEACHA.

YBepere ce, 4e TeKapCTBEHUST MPOTYKT:
e He e 3ampb3Han
e He e MbTeH
e E Ouctpp u 6€3 mpoMsHa B IIBETa
e He chabprka yacTulu

H3mmuiiTe pbueTe cu.
H306epeTe MICTOTO 32 MH:KEKTHPaHe

Bammsar nekap, MeguUMHCKa cecTpa Wwin ¢apManeBT Morat 1a Bu momorsar ga uzdepere MscToTo 3a
WHXEKTHUPaHe, KOETO € Hall-moaxoasio 3a Bac.

Bue wnu apyro nmuie Moxke a MHXEKTHpaTe JIEKapCTBOTO B 00IacTTa
Ha Kopema, Hali-MaJKo Ha 5 cm OT ITbITa Wik B 0eIpoTo.

Hpyr goBek TpsiOBa ga Bu moctaBy MHKEeKIHATa B TOPHATA YacT Ha
pbKaTa OT 3aJlHaTa U CTpaHa.

CwmenstiiTe (peayBaiiTe) MACTOTO HAa MH)KEKTUPAHE BCSIKA CEAMMIIA.

Mo:xe ma u3IoJ3BaTe ChlllaTa 00J1aCT OT TSIIOTO CH, HO CC YBEPCTC,
4e CTC I/I36paJ'II/I PAa3INYIHO MACTO 3a UHIKCKTHPAHEC B TA3U obuacr.
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Crbnka 1 U3pbpnaiiTe cuBaTa Kanayka Ha OCHOBAaTAa
- VYBepere ce, ye nMucankara ¢ 3aKJveHa.

(----4a He oTkI04BaiiTe Mucankara, 10KaTo He
TIOCTAaBHTE MPO3pAaYHATA OCHOBA BHPXY KOXKATA CH
1 HE CTC TOTOBHU 3a MHXCKTHUPAHEC.

WM3abpnaiiTe npaBo HaJI0JIy CUBaTa OCHOBA Ha
ligll KaraykaTa u s u3XBbpJIeTe.

CuBa % 2R [ [po3payHa OCHOBA .
- He nocraBsiiTe 00paTHO CBaTa OCHOBa Ha
N

Kalrayka Ha
Karmaykara — TOBa MOXE€ aa IOBPEIU Urjiara.
OCHOBATa
—

He noxocBaiiTe uriara.
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Crobnka 2 [TocTaBeTe mpo3payHaTa 0CHOBA BbPXY K0KaTa, CJIe]l KOETO OTKJII0YeTe

ITocTaBeTe Impo3payHaTa OCHOBA BbPXY KOXKaTa CU Ha MACTOTO Ha
WHIXCKTHUPAHC

OTxkiII04YeTe upe3 3aBbpPTaHe Ha 3aKJIFOYBAIINS TPBCTCH.

Crtpnka 3 Hatucuere u 3aapbxre 10 10 cekynan

HartucHere n 3aAPBIKTE JINIaBUA 6YTOH 3a UHXKCKTHUPAHE

Caymaiite, 3a 1a uyere:
== =) o [IbpBO 1MIpaKBaHe = MHKEKTUPAHETO € 3aII0YHAIIO
e BTopo mpakBaHe = HHKEKTHPAHETO € 3aBBPIIHIIO

IIle pa3zbepere, de HHXKEKITHATA € 3aBBPIIEHA KOTaTO CHBOTO

: Cugo OyTaso cTaHe BUIAUMO.

OyTaJio

\ Cren MHXEKTHPAHETO, IOCTAaBETE U3I0I3BaHAaTa [TNCAJIKa B
ey KOHTEHHED 3a OCTPU IIPEIMETH

I/I3XB"I>p.]'IHHe HA U3IM0JI3BAHATA MUCAJIKA

J M3xBBprieTe nucaigkara B KOHTEHHED 3a

OCTpH IIPEIMETH WIH CIIOPE]l yKa3aHUsITa Ha - B
Bamms nexap, papmaneBt nim MeaUIIMHCKA 2

cectpa. He u3xBbpJsiiiTe nucaikure B [ '

KOHTeIHepa 3a OUTOBU OTHAIbIIH. [

. He peuuknupaiite u3nona3BaHust @ %
KOHTEHHEP 3a OCTPHU IPEIMETH.

. [Nonwmratite Bammust nekap, papmarnent @

WM MEJMIIMHCKA CecTpa Kak Ja U3XBBPIISITE

JIeKapcTBaTa, KOUTO Beue HE U3IOJI3BATE.

YecTo 3a1aBaHN BHIIPOCH

Kaxkgo me cTaHe, ako Buasi Bb3IYIIHA MeXypUyeTa B MUCAJIKATA cH?
HopwmaitHo € 1a BuauTe BB3AyIIHA MEXypUeTa.

KakBo me cTane ako nucajakaTa MM He ce HAMHMPA Ha cTaiiHa TeMnepartypa?
He e HeoOxoauMo nucankaTa Ja ce 3aTOIUIs 10 CTaliHa TeMIleparypa.
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Kakso mie CTaHe, AK0 OTKJJIIYA MUCAJIKATA U HATUCHA JINJIAaBUHA 6YTOH 3a HHIKEKTHPaHe, Ipeau
Ja CBAJId CHBaTa Kanmadka Ha ocHoBara?
He OTCTpaHﬂBaﬁTe CHBaTa KalladKa Ha OCHOBAaTa. I/ISXB’bp.TICTC nucajkaTa U B3€MCTC HOBA IIHMCAJIKa.

Kakpo me cTaHe, ako MMa Kanka TeYHOCT HA BbPXa Ha UIJIaTa, KOraTo peMaxHa CHBaTa
Kamayka Ha ocHoBaTa?
HopwMmanHo e a mMa karka TeYHOCT Ha Bbpxa Ha uriara. He jokocBaiite urnara.

TpsodBa au na 3aabpska 0yTOHA 32 HHIKEKTHPaHe HATHCHAT, I0KATO HHKEKIUATA NPUKIIOUN?
ToBa He € He00X0IMMO, HO MOKe Jla Bu moMorHe 1ja 3aJbpkuTe MUcajKaTa CTa0MiIHa BbPXY KoXKarta
CH.

Yyx noBeye OT 2 HIPAKBAHHUSI 10 BpeMe HA HHKeKIMATA — 2 cuaHu 4 1 Tuxo. [oxy4yux an
L51J1aTa /1032 OT JIEKAPCTBOTO NMPH HHKEKTUPAHEeTO?

Hsikou xopa Moxe Aa 4ysT THXO IIpaKkBaHe TOYHO IIPEJ BTOPOTO CHIIHO IIpakBaHe. ToBa e pe3ynraTt
OT HOPMaHOTO (pyHKIIMOHHpaHe Ha nrcankara. He oTcTpansiBaiiTe mucankara oT KoXaTa CH, JOKaTo
HE YyeTe BTOPOTO CUITHO IIpaKBaHe.

He cbMm CUTYPEH JaJId MUCAaJIKaTa MU paﬁoTn MmpaBUJIHO.

F+— Cuno IIpoBepere ganu cTe MOJydYUIIn A03ata cu. Baiara 103a e mocraBeHa
‘ OyTano MPaBUITHO, aKO CE BIDKZIA CUBOTO OyTaino. Bikre chIo cThnka 3 oT
M|
P \ YKa3aHUATA.

AKo He BIK/IaTe CUBOTO OyTaso, CBBPXKETE C€ C JIOKATHUS
NpeACTaBUTEN Ha MIPUTEXKATENS Ha pa3pellieHneTo 3a ynoTpeda pupma
Lilly 3a nonrsiauTenHy ykazanus. /1o ToraBa ChXpaHsBalTe MHCAIKATA
cu Oe3omacHo, 3a J1a n30erHeTe CIy4aiiHO HapaHsIBaHEe C Urjara.

KaxBo e cTaHe, ako MMa Kallka TEYHOCT WJIH KPbB N0 KOKATAa MU cJle] HHAKEKTUPaHeTo?
Tosa e HopmasiHO. HaTtucHeTe ¢ napue naMyk WiM MapJis BbPXY MACTOTO Ha HHKeKTHpaHe. He
pa3TpuBaiiTe MACTOTO Ha UHXEKTUPAHE.

Jpyra undgopmanus
e AKko umare mpo0sieMHu ChC 3peHHETO, He H3MoJ3BaiiTe Bammara nucanka 6e3 momoinTa Ha JIMIIE,
00y4eHo Ja u3Ion3Ba nucankara Mounjaro.

Kbae 1a HayuuTe noBeue
¢ AKO MMate BBIPOCH WK MPOOJIeMH ¢ mucankarta Mounjaro, CBbpKeTe e C JIOKATHUS
MpeacTaBUTeN Ha PUTEXKATEIs Ha pa3pelieHneTo 3a ynorpeba pupma Lilly nnm ¢ Bammus

JICKap, MCAUIIMHCKA CECTpa UJIN (l)apMaLIeBT.

ITocnegna peaaknus nmpes3:
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JIucroBka: uH(popManus 32 NaHeHTa

Mounjaro 2,5 mg nHkKeKIIMOHeH Pa3TBOP BbB (MJIAKOH
Mounjaro S mg MHKeKIMOHEeH Pa3TBOP BbB (NIAKOH
Mounjaro 7,5 mg uHKeKIMOHEeH Pa3TBOP BbB (JIaKoH
Mounjaro 10 mg uHKeKIIHOHEH Pa3TBOP BbB (PJ1aKOH
Mounjaro 12,5 mg uH:KeKIMOHEeH Pa3TBoOp BbB (JIaKOH
Mounjaro 15 mg nH:KeKIIHOHEH Pa3TBOP BbB (PJIaKOH
THp3enatuy (tirzepatide)

V¥ Tosu JIEKapCTBEH MPOIYKT MOJICKH Ha JOMMBIHUTEIIHO HabmomeHne. ToBa mie mo3Boiii Obp30TO
YCTaHOBSIBaHE Ha HOBa MH(pOPMAIIUI OTHOCHO Oe30macHocTTa. MoXeTe 1a afeTe CBOsI IPUHOC KaTo
CHOOIIUTE BCSIKA HEXKENIaHa PeakIns, KOSITO CTe TOMYYHIId. 3a HaunHa Ha ChOOIaBaHEe HAa HEXKETIaHH
PCaKIUuM BIKTE Kpast HA TOYKa 4.

IIpoyeTeTe BHUMATETHO HAJTATA JUCTOBKA, IIPEAN 1A 3all09HeTe 1A N3110J13BaTe TOBA

JIEKApPCTBO, Thil KaTO THA ChAbP:Ka BaxHa 3a Bac nungopmanus.

- 3amazere Ta3u JMCTOBKA. MOKe /1a ce HaJIOKH J1a 5 IPOYETeTe OTHOBO.

- AKO nMaTe HIKaKBHU JOI'BJIHUTCIIHA BBIIPOCH, nonuTaite Bammus JICKap, MEANIMUHCKA CECTpa
i (papMareBT.

- ToBa nekapcTBO € npeanucado JuuHo Ha Bac. He ro mpeorcrbnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpe.IH, He3aBHCUMO e TIPU3HAIIMTE Ha TSIXHOTO 3a00JsBaHe ca ChIUTE KaTo Bamure.

- AKO NoJTy4ynTe HIKaKBH HEXeJlaHU peakluy, yBeaomeTe Bamus nexkap, MeAUIMHCKA cecTpa
nin papmareBT. ToBa BKIIIOYBA M BCUYKH BH3MOXKHH HEXEIIAaHU PEaKIU, HEOMCAHU B Ta3H
nucToBKa. Bukre Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso npencrasisiBa Mounjaro 1 3a KakBO c€ M3I10J13Ba
Kakso Tps0Ba na 3Haere, nmpeau Aa u3noia3sare Mounjaro
Kak nma m3nonmsBare Mounjaro

BB3MOXXHM HEKEeTaH! peaKkmumn

Kak na cexpansBare Mounjaro

ChbabpxaHue Ha ONIAKOBKATa M AOIBIHUTENHA HHPOPMAaLUs

SAIF Y e

1. Kaxkso npeacraBiassa Mounjaro u 3a KakBoO ce H3M0JI3Ba

Mounjaro cbabpxKa aKTUBHO BELIECTBO, HAPEUEHO TUP3EMaTU, U CEe U3II0JI3Ba 3a JICUCHHUE Ha
BB3PACTHH ChC 3axapeH auadeT tun 2. Mounjaro HamassiBa HUBOTO Ha KpbBHATA 3axap B OpraHu3Ma
caMo KOraTo HUBaTa Ha KpbBHATA 3axap ca BUCOKH.

Mounjaro ce U3M0JI3Ba U 32 JICYSHNE HA BB3PACTHHU ChC 3aTIBCTIBAHE WM HagHOpMeHO Terio (¢ U'TM
Haif-manko 27 kg/m?). Mounjaro Busie BbPXy peryHpaHeTo Ha aleTHTa, KOeTo Moxke 1a Bu momorue
Jla siieTe MO-MalIKoO XpaHa U 1a HAMaJIUTe TEJIECHOTO CH TETJIO.

IIpu amabet Tun 2, Mounjaro ce U3I0I3Ba;
- CaMOCTOSTEIHO, KOTaTo He MOXKeTe J1a mpueMaTe MeT(hOpMHUH (JIpyro JIEKapcTBO 3a AUA0eT).
- C IpyTH JeKapcTBa 3a AuabeT, KoraTo Te He ca JOCTaThYHHU J1a KOHTPOJUpaT HUBATa Ha
KpbBHaTa 3axap. Te3u qpyru JeKkapcTBa MOKe JIa ca JIEKapCTBa, MPUEMaHH Npe3 ycTaTa 1/ iin
WHCYJIMH, IPWJIarad 4pe3 HHKEKTUPaHe.

MOllIlj aro €€ U3M0Ji3Ba CbIIO 3a€AHO C AUCTA U YIIPAKHCHUS 3a oTcia0BaHe U 3a noaAbpIKaHe HA
TETJIOTO MO KOHTPOJI ITPpU BB3PACTHU, KOUTO UMaAT:

- WTM 30 kg/m? unu noBeue (3aTibCTIBAHE) WU
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- UTM naii-manko 27 kg/m?, Ho mo-manko ot 30 kg/m? (HaAHOPMEHO TETJI0) U 3APABOCIOBHH
npoOJIeMH, CBBP3aHU € TErJI0TO (KaTo mpeauadeT, auadeT THIl 2, BUCOKO KPBBHO HAIISTAHE,
HeoOWYaliHU HUBA Ha Ma3HUHU B KPBBTA, MPOOJIEMHU C JUIIAHETO 10 BpeMe Ha ChH HapeuCHH
,,OOCTPYKTHBHA ChHHA aIfHesl WM aHaMHe3a 3a MH()apKT, MHCYIT WK TpoOIeMHU ¢ KpbBOHOCHUTE
CBIOBE)

WNTM (uHzaexc Ha TelecHa Maca) € MspKa 3a BallleTo TEerJIo CIpsSAMO BHCOYMHATa Bu.

IIpu maruenTy ¢ o0cTpykTBHA chHHA amHest (OCA) 1 3aTirbcTsaBaHe Mounjaro MoJe Ja ce U3I0I3Ba
ChbC M 0e3 TEpanuA C MOJIOXKUTCIIHO HAJIATaHE B TUXATCIIHUTC IIbTHUIIA.

BaxHo e 1a mpoabinKUTE /1a ciieiBaTe ChBETHUTE 3a AMeTa U YIPpaKHeHHs, AaleHH Bu ot Bamms
JIeKap, MeIUIIMHCKA CecTpa Win (papMarieBT.

2. Kaxkso Tps6Ba 1a 3HaeTe, nmpeau 1a usnouaszsare Mounjaro

He u3nonzsaiite Mounjaro
- aKO CT€ aJIEPTUYHM KBM THP3EMIaTH WIH KBM HSIKOS OT OCTAHAJIUTE ChCTABKH HA TOBA
JieKapcTBO (M30pOeHH B TOUKa 6).

[penynpesxkaeHusi ¥ NpeINa3sHl MEPKH
T'oBopete ¢ Bammst mekap, MEAMIIMHCKA CeCTpa Wi GapMaIieBT , Ipean Ja u3Ioji3BaTe Mounjaro ako:
- HMMare TeXKH IpobJIeMH ¢ XpaHOCMUIIAHETO WIM OCTaBaHE Ha XpaHa B cToMaxa Bu mo-aeiro ot
HOPMAITHO (BKITFOUUTEITHO TEXKA racTporiapesa).
- HSKOTa CTe MMaJli TAHKpeaTHT (Bh3MaJIEHUE Ha TaHKpeaca, KOeTO MOXKe Jia TPHYNHH CHITHA
00JKa B cToMaxa U rppOa, KOSTO HE OTMHHABA).
- uMare npodseM ¢ ouuTe (AMadeTHA PETUHOMATHS WM OTOK Ha MaKyJara).
- HW3moia3BaTe CyJN(pOHMITYpEeHHO MPOU3BOAHO (IPYro JIEKAPCTBO 3a AMA0ET) WK UHCYJIHH 32
Bamms muabeT, Thit KaTo MOYXKe J1a HaCTBITH ChCTOSHUE, TIPH KOETO KPBBHA 3aXap € MHOTO
HUCKa (XUMOrIuKeMus). Mose /1a ce HaJoXu BamusT nekap 1a npoMeHH J03aTa Ha Te3U APYTH
JICKapCTBa, 3a J1a HaMalld TO3U PUCK.

Koraro 3anouBare neuenue ¢ Mounjaro, B HIKOH CIydad MOKE /1a HACTHITH 3ary0a Ha TEYHOCTH OT
OpraHM3Ma/IeXupaTaIus, Hamp. B CJICJCTBHE Ha MOBPBIIAHE, TaJIcHEe W/UIHN TUapUs, KOETO MOXKE Ja
JoBezie 10 HaMaysiBaHe Ha ObOpeuHarta GyHKus. BakHo e na n3berHere aexuaparanusiTa, KaTo IHeTe
MHOI'O TCYHOCTH. CB’bp)KeTe ce ¢ Bamms JICKap, ako UMaTe BBIIPOCH HUJIU IPUTCCHCHUA.

Axo 3HACTC, 4C Bu MMpeaACTOU OoIcpanus, Npru KOATO LIS 6’L,Z[CT6 1o aHCCTC3UA (B CIIAIIO C’LCTOSIHI/IC),
Tp5{6Ba Ja KaXETC Ha Bamms JICKap, 9€ CTC HaA JICUCHUC C Mounjaro

Jlena v roHOIIM
ToBa nekapcTBO HE Tp$[6Ba Jla ce laBa Ha Jiela v roHowu noj 18 roguHu, Thid KaTo HE € MPOYYBaHO B
Ta3W Bb3PacTOBa IpyIa.

JApyrnu nexapcrBa 1 Mounjaro
Tps6Ba na xaxere Ha Bamus nexap, MeAUIIMHCKA cecTpa WK (apMaLeBT, ako U3I0JI3BaTe, HACKOPO
CT€ U3IOJI3BAJIU UM € Bb3MOXKHO JIa U3I0JI3BaTe APYTH JIEKapCTBa.

BbpemenHocT

AKO cTe OpeMeHHa Wil KbpMUTE, CMsTaTe, 9e MOXKe J1a CTe OpeMeHHa WM IJIaHupaTe OpeMeHHOCT,
IochBETBalTE ce ¢ Bammst mekap mpenn ynorpedara Ha ToBa JiekapcTBo. ToBa JeKapCTBO HE TPsOBa
Jla ce M3I0JI3Ba 10 BpeMe Ha OpeMEHHOCT, Thi KaTro e(heKTUTE Ha TOBa JIEKAPCTBO BHPXY BCE OIIE
HeponeHotTo Bu nere He ca usBectHu. [lopaau ToBa ce mpenopbuBa Ja Mpuiarate KOHTpaenus,
JIOKaTO U3MO0JI3BaTe TOBA JIEKAPCTBO.
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KbpMmene

He e u3BecTHO fany Tup3enaTu]] MpeMrHaBa B KbpMaTa. He Moxe Ja ce M3KIIIOYH PHCK 32
HOBOPOJICHUTE/KbpMaueTaTa. AKO KbpMUTE WIH Bh3HaMEpsIBaTe Ja KbpMUTE, TOBOpeTe ¢ Barmus
JieKap, IpeJIu J1a U3MOoI3BaTe TOBa JIeKapcTBO. Bue u BamusaT nexap TpsaoBa fqa pemmre namu TpsiOBa
Jla CIipeTe KbpMEHETO WITH Ja OTJIOXKHUTE yImoTpedaTa Ha Mounjaro.

Ilo¢pupane u padoTa ¢ MAIIUHU

Maiko BEpOATHO € TOBa JICKapCTBO JIa TOBJIHsE cITocoOHOCTTa Bu 3a modupane u padora ¢ ManImHu.
Brrpeku ToBa, ako usno3pare Mounjaro B KOMOMHAIUS ChC CYJI(POHUITYPEHHO MPOU3BOICTBO WU
WHCYJIMH, TOBAa MO€E /1a JOBEJIE JI0 ChCTOSHUE, ITPH KOETO KphBHATA 3aXap € MHOTO HHUCKa
(Xumornukemus ), KOETO MOXe Jla HaMaiu criocoOHocTTa By 3a koHIeHTpanus. 30sarBaiite
modupane win paboTa ¢ MaIMHA, aKO MOJYYHTE TPU3HAIM Ha HUCKA KPbBHA 3axap, Harp.
rJ1aBo0OJIHE, CHHIIMBOCT, CI1a00CT, 3aMasiHOCT, YyBCTBO Ha IJaj, 00bPKAaHOCT, Pa3apa3sHUTEIHOCT,
YCKOpEH ITyJIC ¥ U3NOTsABaHe (BIKTe Touka 4). Brxre Touka 2 “IIpemynpexneHus u mpeanasHu
MepKn™~ 32 nH(pOpMaIis OTHOCHO ITOBHIIIEH PUCK OT HUCKA KphBHA 3axap. ['oBopeTe ¢ Bamms nekap,
3a J1a OJIy4UTe JOIBIIHUTENHA HHPOpMAIIHSI.

Mounjaro cbabp:ka HATPUA
Toga ekapcTBO ChABPKA MO-MaKo 0T 1 mmol HaTpwii (23 mg) Ha 7034, T.€ MOXKE Ja ce KaxKe, Je
MPAKTHYECKU HE ChABPIKA HATPHIA.

3. Kak na usnoszsare Mounjaro

Bunarn n3nomn3Baiite ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsar nexap wm dhapmareBT. AKo
HE CTe CUTYpHH B HEIo, onuTaiiTe Bammst nekap wim papmanenT.

KakBo KoJ114€ecTBO 1a H3M0JI3BaTe
e Havannara nosa e 2,5 mg BeAHBK CEAMUYHO B MPOIBIKEHUE HA YETUPHU CEIMMUIIN.
Cren getrnpu cenMun Bammst nekap 1mie yBenndau go3ata Bu 10 5 mg BeTHBK CEAMIYHO.

e Bammsar nexap Moke Aa MoBHIIM fo3aTa Bu Ha cTeiku no 2,5 mg 1o 7,5 mg, 10 mg, 12,5 mg
wii 15 mg BeIHBK CEAMUYHO, aKO € HeoOxoaumMo. BB Benuku ciydan Bammsr nekap me Bu
KaXke J]a OCTaHeTe Ha ONpeesieHa 103a ITOHE 4 CeAMHLH, IPEIH Ja IPEMUHETE KbM I10-BHCOKA
J103a.

He npomensiiite no3ata cu, ocBeH ako Bamusar nekap He Bu e kazai.
Bceku dnakon chabpika enna go3a Mounjaro 2,5 mg, 5 mg, 7,5 mg, 10 mg, 12,5 mg wim 15 mg.
Kora na npuno:xkure Mounjaro

Mosxete na u3noia3Bare Mounjaro o BCSKO BpeMe Ha JIeHs, He3aBUCUMO OT XpaHeHeTo. TpsoBa fa ro
M3I10J13BaTe B €IMH U CBIIHU JIEH BCIKa CEAMHIIA, ako Bu e Bb3M0oxkHO. 3a j1a Bu e no-iaecHo na
3alIOMHHTE KOTa J1a U31moia3Bare Mounjaro, MOKe J1a OTOSJICKUTE B KaJIeHapa JCHSI OT CeIMHUIIATA,
KOTaTo MHKEKTUpATe IbpBaTa CH J103a.

AKO e HEOOXOIMMO, MOXKETE CHIIIO JIa TPOMEHUTE JICHS OT CEIMHIIATA, B KOUTO CH MOCTABSITE
uHKeKust Mounjaro, cTira Jja ca M3MHHAIIM TTOHE 3 JTHU OT ToclieaHaTa Takasa. Ciel kato nuzbepere
HOB JICH 3a MpHJjiarate, NpogbDKETE C MPHIOKEHUETO BEIHBXK CEAMUYHO B TO3H HOB JIEH.

Kak na nn:kektupate Mounjaro

Bunaru u3nonssaiite Mounjaro To4HO KakTo Bu e ka3zan Bamust nekap. [Ipenu na 3anounere na
usrnonseare Mounjaro, BUHaru nNpodnTaiiTe BHUIMATEIHO ,,YKa3aHUATa 3a yrnorpeda“ mo-aoiay u
roBopeTe ¢ Bamms mekap, MEAWIIHCKA CECTpa WM (papMaIleBT, aKo HE CTE CHTYPHH Kak Ja
UHXeKTHpaTe Mounjaro mpaBUIIHO.
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Mounjaro ce HHXEKTHpa Mo Koxara (IIOJK0KHa WHXKEKIHs) B 00J1acTTa Ha Kopema, Hali-Majko Ha 5
CM OT IThIIa WJIM B TOPHATA YACT Ha Kpaka (0epoTo) WK ropHaTa JyacT Ha pbkara. Moxe Ja umare
HY>Ka OT ITOMOIII OT HAKOHN APYT, aKo jKeJaeTe Aa MOCTaBUTE MHXKEKIUATA B TOPHATA YacT Ha pbKaTa
cu. He nmxexTupaiite Mounjaro IMpeKTHO BB BeHA, Thi KaTO TOBA 1€ IPOMEHU JICHICTBUETO MY .

AKoO HcKaTe J1a TO HaIlpaBUTE, MOXKE J1a U3MOJI3BATE €HA U ChIa 00IacT OT TSUIOTO CH BCSKA
cenmunata. Ho ce yBepsiBaiite, ye n30upare pa3inyHO MICTO 33 HH)KEKTUPAHE B PAMKHUTE Ha Ta3u
o0yacT. AKO WHXXEKTHpaTe W WHCYJINH, U30epeTe Ipyro MICTO 3a MHKEKTHPAHETO My. AKO CTe
HE3PSIIN WA UMaTe YBPEICHO 3PCHHE, ITIe IMATe HyX/1a OT IIOMOIII OT HIKOTO, 3a JIa CU HaIllpaBUTE
UHXEKIUATA.

Hncmpyxyuu 3a ynompeba

1. IIspBO M3MUIiTE pBLIETE CHU CHC CANlyH U BOJA.

2. Ilposepere nanu Mounjaro BbB (yiakoHa U3IIIekAa OUCTBP U Oe31BETEH 10 JeKo X biT. He
U3M0J13BaiiTe, aKo € 3aMpPb3HaJl, MbTEH WM UMa YaCTULM B HETO.

3. W3gppmaiiTe TuracTMacoBaTa 3alyuTHA Karmadka Ha (akoHa, HO HE OTCTpaHsIBalTe 3aITylIaakara.
[Mouncrere 3anmymrankara Ha (IakoHa ¢ TAMIIOH M IOJATOTBETEe HOBA cripuHIIOBKa. He cnogensiiiTe
U He U3M0./13BaiiTe IOBTOPHO CBOSATA UIJIa MJIM CIIPMHLOBKA.

4. U3reriere MaJKo KOJMYECTBO BB3/IyX B COpUHIIOBKAaTa. [locTaBeTe UriaTa mpe3 ryMeHaTa
3amymiajka oTrope Ha ¢uakoHa Mounjaro 1 HHXXEKTHpaiTe Bb3AyX BbB (hIakoHa.

5. OObpHere ¢uakona c Mounjaro 1 CIpUHLIOBKAaTa HaI0dy M OaBHO M3IbpHaiTe OyTanoTo Ha
CIPUHIIOBKAaTa HAJl0Jy, 3a ja U3TETJINTe LeIus pa3TBop Ha Mounjaro ot duiakoHa. DIakoHBT €
HAITBJIHEH TOJIKOBA, KOJIKOTO Ja Ce JIaJie Bb3MOXKHOCT 32 JIOCTaBsIHE Ha einHUYHA /1032 oT 0,5 ml
Mounjaro.

6. AKO B CIPHHLIOBKAaTa MMa Bb3AYIIHU MEXypUeTa, JIeKO MoUyKaiTe CIIPUHIIOBKATa HAKOJIKO IIBTH,

3a Jia OCTaBHTE BB3JyITHUTE MEXypUeTa Jia ce U3UTHAT JI0 BbpXa. baBHO HaTHUCHETe OyTalloTo

Harope, JOKaTo M34e3He BB3AYXbT B CIIPUHIIOBKATA.

W3ngppnaiiTe COpUHIOBKATA OT 3alylIanKara Ha (iakoHa.

[Mpeau na HampaBUTE HHKEKIINS, IOYUCTETE KOXKATA CH.

. BHumarenHo nmpumumnere M 3aapHKTe KOXKHA T'bHKA, KBAETO IIe HHKEKTHPATE.

O WmxekTupaiiTe NOJKOXKHO, KAKTO CTE HHCTPYKTUpaHU. HXeKTHpaiTe neiaus pa3TBop OT
CIPUHIIOBKATA, 3a [1a MOJyYUTe IbJIHA 103a. Clell MHXEKTHPAaHEeTO UriiaTta TpsaoBa 1a OCTaHe MoJ
KOXKaTa B 32 5 CEKyHIIH, 3a Jia CT€ CUTYPHH, Y€ MOJTyyaBarte IbJIHATA J03a.

11.U3nppraiiTe uriata oT KokaTa CH.

12.U3xBBpasiite ¢uiakoHa, M3MI0JI3BAHATA UIJIa U CIIPUHIIOBKA HE3a0aBHO CJIe/ BCSKA MHKEKINS B
YCTOWYMB Ha MPOOMBAaHE KOHTEHHED WK CIIOpE]l MHCTPYKIIMHUTE Ha Bammst nekap, MeuImHCKa
cecTpa wiu papMarienT.

Rl

H3cnenpane Ha HUBATa HA KPbBHATA 3aXap

Axo m3nonsBate Mounjaro ¢bc CyJ1(OHIITYPEHHO IPOU3BOIHUO WIIN UHCYJIUH, BaXKHO € Jla H3MepBare
HUBaTa Ha KPbBHATA CH 3aXap CIOpes yKazaHusATa Ha Bamms nexap, MEAULIMHCKA CECTpa WU
(hapmaneBT (BHKTE TOUKA 2, ,, [IpeaynpexaeHus 1 npeamnasad MepKu‘).

AKO cTe H3M0J13BaJIM NT0OBeYe 0T HeoOxoauMarTa a03a Mounjaro

AKO CcTe U3I0JI3BAIIK TIOBEYE OT HeoOxoaumara fo03a Mounjaro, roBopere He3abaBHO ¢ Barmst nekap.
IIpeBumaBaHeTo Ha 103aTa Ha TOBA JIEKAPCTBO MOXKE Ja TOBEJE IO HICKO HUBO Ha KphBHATA Bu 3axap
(XumornMkeMust) ¥ MOXe Jia IPeIN3BHKa rajieHe WK MOBPBILAHE.

AKo cTe mponycHa/M aa uznojaszsare Mounjaro

AKO CcTe TIPOITyCHAJIU Jla NHXKEKTUpaTe 7103a U

e ca MUHAJHU 4 THU WJIH MO-MAJIKO0, OTKAaKTO € TpI0BaiIo ja u3noia3sare Mounjaro, M3Mo3BaiTe To
BeHara mom ce ceture. Cres ToBa MHXKEKTUPaNTe cieaBaliara CH 1032 KaKTO OOMKHOBEHO B
IUIAHUPAHUS AE€H

® aKO ca MUHAJIM MOBeue OT 4 THH, OTKAKTO € TpsiOBasIo Ja u3non3Bate Mounjaro, He mocTaBsiiiTe
npoIycHarara no3a. VHxekTupaiite cieapaiiara cu 103a KaKTO OOMKHOBEHO B IUIAHUPAHUS JEH.
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He nocrassiiTe nBoiiHa 7032, 3a J1a KOMIICHCHpATE MPOITyCHaTaTa J103a. MUHUMAITHOTO BpeMe MEWKIY
JIBE 103U TpsIOBa 1a ObJe MoHe 3 THHU.

AKo cTe cipesiu ynorpedéata Ha Mounjaro
He crnmpaiite na m3nomn3sate Mounjaro, 6e3 ga roBopute ¢ Bammus nekap. Ako crpeTe J1a H3M0a3BaTe
Mounjaro u uMarte auadeT TUM 2, HUBaTa Ha KphBHATA BU 3axap Moke Ja ce MOBHIIAT.

AKO UMate HSKaKBH JIOBIHUTEIIHUA BBIIPOCH, CBbP3aHHU C YIIOTpeOaTa Ha TOBA JICKAPCTBO, ITOTIUTANTE
Bamus nexap, MeuIMHCKA cecTpa wiu GpapMarieBT.

4. Bb3MoxkHM HeKeJIaHU peaKkluun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAN3BHUKA HEKECIIaHU PCaKIINH, BBIIPEKU Y€ HC
BCCKMU I'M IIOJTy4aBa.

CepHO3HM HeKeTaHN Peakuu

Heuecmu (morat na 3acernar g0 1 ga 100 gymm)
- Bwpananenne Ha maHkpeaca (OCTBpP MAHKPEATHUT), KOMTO MOXe J1a MPUYUHHU CHITHA OOJIKa B
cToMaxa M I'bp0a, KOSITO He OTMHHABA. Tpsi0Ba He3a0aBHO Aa ce KOHCYJITHpATE C JISKap aKo
MOJTYYUTE TAKUBA CUMITOMH.

Peoku (mozam oa 3aceznam oo 1 na 1 000 oywmu)
Texxkn anepruyHy peakuu (Hamp. aHadUIaKTHUHA peakuus, anruoenem). TpsOBa He3a0aBHO
71 TIOJTyYHTe METUIIMHCKA TIOMOII M 1a HHpOopMupate Bamms iekap, ako HOIydHTe CHUMITOMH
KaTo MpoO0JIeMH C TUIIAHETO, ObP30 MOAyBaHE HAa YCTHUTE, €3UKA W/WIH I'bPIIOTO ChC
3aTpyAHEHO MPETTbIIAaHe U YCKOPEH ChbPACYCH PUTHM.

I[pyl"l/l HEKECJIAaHU pCaKIuU

MHmnozo wecmu (morat na 3acerHat noseyue ot 1 Ha 10 xym)

- Tamene

- Jnapus

- Kopemna 6oska, cho0l1aBaHa pu MaIMEeHTH, JISKYBaHH 32 KOHTPOJI Ha TETJIOTO
IloBppiiane, cr00IIaBaHO TPH MAIIMEHTH, JIEKYBaHU 32 KOHTPOI HA TETIIOTO
3anek, cbo0IIaBaH Mpy MAIUEHTH, JIEKYBaHH 32 KOHTPOJI Ha TETIIOTO

Te3u HeXxXeIaHU pcaknnun OOMKHOBEHO HE Ca TEKKHU. FaueHe, Anapuia U NOBPBIIAHE Ca Hal-4yeCcTH npu
II'bPBOTO 3aII0OYBAHC HA TUP3CIIATHA, HO HaMaJIsIBAT C BPEMETO IMPHU MOBCYCTO MALIUCHTHU.

- Huckara xpbBHa 3axap (XUIOTJIMKEMUs) € MHOTO Y€CTa, KOTaTO TUP3EMAaTH/I Ce U3I0JI3Ba C
JIEKapCTBa, KOUTO ChIBPIKAT CYN(HOHMITYPEHHO MPOUBOHO H/UIM HHCYJIMH. AKO U3MONI3BATE
cynoHMUITYpEHHO MPOU3BOAHO MIIM HHCYJIVMH 3a JICUCHUE Ha TUa0eT THII 2, MOXE J1a e
HAJIOXKH J103aTa UM Jia ObJIc HAMAJICHA, JIOKATO U3I0JI3BaTe TUP3ENaTu . (BIKTE TOUYKa 2
HLIpeaypexaeHus U npeana3sHu Mepku‘‘). CUMIITOMUTE Ha HUCKA KPBbBHA 3axap MOXKE Jia
BKJTFOYBAT II1aBOOOHE, CHHIMBOCT, CIa00CT, 3aMassHOCT, YyBCTBO HA TJIaJl, OOBPKaHOCT,
Pa3apa3sHUTEIHOCT, YCKOPEH IyJIC M MU3MOTsABaHe. BamusT nekap TpsoBa ga Bu kaxe kak ja
JISKyBaTe€ HUCKUTE HUBA Ha KPhBHA 3axap.

Yecmu (morat na 3acersat 1o 1 Ha 10 gymmm)

- Hucka kpbBHa 3axap (XUNOTTTUKEMHS ), KOTaTO TUP3EHaTH/ 3a JIeUeHHe Ha TualeT TUM 2 ce
U3II0JI3BA €JHOBPEMEHHO ¢ MET(GOPMHH H HHXHOUTOP Ha HATPUEBO-TIIIOKO3HUS KO-
TpaHcmopTep 2 (Ipyro JIeKapcTBO 3a Auader).

- AunepruuHa peakuus (CBpbXUyBCTBUTEIHOCT) (HaMp. oOpuB, CbpOEX U ek3eMa)

- 3aMasHOCT, ZOKJIaJBaHa IPH MalHEHTH, JIEKyBaHHU 32 PeryJMpaHe Ha TErJIoTo

- Hwucko xppBHO HaysTaHe, TOKJIaJBAHO NPH MTAIMCHTH, JIEKYBAaHH 32 PETYJINpPaHe Ha TETJIOTO
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- Hamaneno uyBcTBO Ha riaj (HaMaJIeH alleTUT), JOKJIAABaHH MIPH MAIMCHTH, JIEKYBaHH 32
nuader Tarm 2

- Kopemna 6onka cr00111aBaHa MpH MAIMEHTH, JICKyBaHHU 3a AuadeT TUT 2

- ITloBpbuiane choOIABaHO MPH MAIUCHTH, JICKYBAHU 32 TUa0ET THIT 2 — TOBa OOUKHOBEHO
HaMallsiBa ¢ BpeMeTo

- Jlomro XxpaHocMmTaHe (AUCTICTICHST)

- 3amek, cr001IaBaH MPH MAIIMCHTH, JICKyBaHH! 3a qUa0eT TUT 2

- IlomyBane Ha cTromaxa

- Opursane (epyKTamms)

- T'azoBe (MeTeOpHU3BM)

- Pedykc unm croMalnHu KucenuHu (HapuuaHo olle racTpoe3odareanta pediaykcHa 6osect -
I'EPB) — 3aboinsiBane, Mpu KOETO CTOMAIITHA KMCEIMHA Ce BPhIIAa OT CTOMaxa KbM
XpaHOTIPOBOJIA.

- 3ary0a Ha Koca, JIOKJIaJIBaHa MPU MaIUEHTH, JCKYBaHHU 3a PEryJIUpaHe Ha TETJI0TO

- UyscTBO Ha yMopa

- Peaknnu Ha MACTOTO Ha MHXKEKTHPAHE (HAIP. CHPOEK WIIH 3a4epBSIBAHE)

- YCKoOpeH myJc

- IloBuiieHu HYBa HA TAHKPEATUYHUTE CH3MMH (KaTO JIMITa3a U aMuIia3a) B KPHBTA.

- IloBumieHn HYBa Ha KAJIIUTOHWH B KPHBTA MPH MAIMEHTH, JIEKYBAaHH 32 KOHTPOJ Ha TETJIIOTO

Heuecmu (morar na 3acersar jo 1 Ha 100 gymim)

- Hucka kpbBHa 3axap (XUIOTTTMKEMHS ), KOTaTO TUP3EHAaTUA CE U3I0JI3Ba C METQPOPMHUH 3a
JeyeHue Ha auader Ty 2.

- KambHu B xi1bpuKaTa

- Br3nanenue Ha )KITBUHUS MEXYP

- Otcna0OBaHe Ha Terjo, IOKJIAABaHO IPHU MALMEHTH, JEKyBaHH 3a AnadeT Tul 2

- bornka Ha MICTOTO Ha MH)KEKTHPaHE

- IloBuiieHu HUBa Ha KAJIIUTOHUH B KPBBTA MPH MALMEHTH, JIEKyBaHH 3a quabdet tum 2 u 3a OCA
ChC 3aTIBCTABAHE

- IIpomeHeHo yceniaHe 3a BKyC

- IIpoMsHa B 4yBCTBUTEIHOCTTA Ha KO)KaTa

- 3abaBsiHe Ha U3MPa3BaHETO HAa CTOMAaxa

Chol0maBaHe Ha HeKeJAHH peaKnu

AKO MONTyYHTe HIKAKBH HEXKETaHU JICKAPCTBCHU PEakIvy, yBeJaoMeTe Bammst nekap, MeuIuHCKa
CeCTpa Uin Q)apMaueBT. ToBa BKIIIOYBA BCHYKH BB3MOKHHM HEOITMCAHU B Ta3H JUCTOBKA HEXKEJIaHU
peakiuu. MoKeTe ChIIO J1a ChOOIIUTE HeXKEIIAaHU PEaKuu TUPEKTHO Ype3 MoxkeTe ChIo Ja
CHOOIINTE HEeXKEIAaHU PEeaklni IUPEKTHO Ype3 HAllMOHATHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYeHA B
Appendix V. Karo cro0mmaBaTe He)KeTaH! PEaKITUN, MOXKETE J1a aJeTe CBOS MIPUHOC 3a MOTyJaBaHe
Ha moBeve MH(OPMAIUSI OTHOCHO OE30MMaCHOCTTAa Ha TOBA JICKAPCTBO.

5. Kak na coxpansBate Mounjaro

[a ce cpxpaHsiBa Ha MsICTO, HEIOCTBITHO 32 JIeLa.

He u3non3BaiiTe ToBa JIeKapcTBO Cliel CPOKA HA TOAHOCT, OTOENA3aH BHPXY €THKETa Ha MHCAIKaTa H
KapTOHEHAaTa OIaKoBKa cien ,,l'oneH 10:“. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCIEAHUS JIEH OT

IOCOYCHUA MCCCII.

Jla ce cbxpansiBa B xnamiauk (2 °C — 8 °C). Jla He ce 3ampasasa. HE N3ITOJI3BAUTE ®JIAKOHA
aKo e OmJ1 3aMpassiBaH.

CBXpaHHBaﬁTe B OpUrvHaJIHAaTa OIMMAaKOBKaA, 3a Jia C€ NpCana3n OT CBCTJIMHA.
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Mounjaro Mo>xe 1a ce CbXpaHsBa W3BBH XJIAAWIHNKa IpU Temneparypa nmox 30 °C mo 21
NOCIIE0BATEeIIHN JHH, cIel KOeTo (UIakoHa TpsOBa Aa ce U3XBBPIIU.

He u3non3paiite ToBa JICKapCTBO, aKO 33.6CJ'IC)KI/ITC, e (i)J'IaKOHa, 3alryniajKkaTa Ui Karnavkara €
MOBpCACHA UIIN JICKAPCTBOTO € MBbTHO, C IIPOMCHCH IBAT WX CbABbPIKA BUAUMU YaCTUIIU.

He HSXBLpHHﬁTe JICKapCTBaTa B KaHAJIM3aluATa UJIn B KOHTeﬁHepa 3a JOMAalIHHU OTIIaaAbIIH.
IlonuTaiite Bammus (bapMaueBT KaK J1a U3XBBPJIATC JICKAPCTBATA, KOUTO BCUC HC U3IOJI3BATC. Te3n
MCEPKH III€ CIIOMOT'HAT 3a OIla3BaHC Ha OKOJIHATa Cpela.

6. ChabpikaHHe HA ONMIAKOBKATA M JONBJIHUTEIHA HH(POPMANHSA

Kakso cbabp:ka Mounjaro

AKTHBHO BEIIIECTBO: TUP3ETATU]]

- Mounjaro 2,5 mg: Beekn dirakoH cpabpxa 2,5 mg tapaemnarus B 0,5 ml pasrBop (5 mg/ml).

- Mounjaro 5 mg: Beeku duiakoH chappxa 5 mg tup3enaru B 0,5 ml pazreop (10 mg/ml).

- Mounjaro 7,5 mg: Bceku (aakoH cpabspxa 7,5 mg Tup3enarun B 0,5 ml pasreop (15 mg/ml).

- Mounjaro 10 mg: Beexn ¢daakon cpabpika 10 mg tupzemarua B 0,5 ml pazrBop (20 mg/ml).

- Mounjaro 12,5 mg: Beceku dnakon chaspika 12,5 mg tupsenatua B 0,5 ml pasrBop (25 mg/ml).
- Mounjaro 15 mg: Beexu ¢diakon chabpika 15 mg tupzenarua B 0,5 ml pasreop (30 mg/ml).

Jpyrute cbeTaBKU ca nuHATpHEB XuuporeHdocdat xenraxuapar (E339) , Harpues Xyiopu, HaTpHUeB
XUIPOKCcH] (3a JOBIHHUTEIHA HHPOPMAIIUS, BUXKTE TOUKa 2 ,,Mounjaro chIbpka HaATpHL ),
KOHLIEHTPUpaHa XJIOPOBOIOPOJHA KUCETUHA M BO/IA 32 MHKEKIINH.

Kaxk u3rie:xxaa Mounjaro u KakBo ChAbp:Ka OMAKOBKATA

Mounjaro e 6ucTbp, 6e3uBeTeH 0 OJIET0KBIAT HHKEKIIUOHEH Pa3TBOP BHB (DIaKOH.

Bceku ¢nakon cpappka 0,5 ml pastBop.

drnakoHa e caMo 3a eJHOKpaTHa yrnoTpeoa.

OmnakoBku ot 1 ¢uakoH, 4 ¢uakona, 12 ¢nakoHa, rpynoBa ONakoBKa, ChAbpikaia 4 (4 omakoBKHU 110
1) ¢pnakona M rpymnoBa onakoBka, ceabpxkama 12 (12 omakosku o 1) ¢nakona. He Bcuuku BunoBe
OIIaKOBKH MOJKE Jla ca HaJMYHY BbB Bamara crpana.

Wrnu v CIprHIIOBKY HE ca MPEIOCTABSHH B Ta3H ONAKOBKa. Ta3u OMakoBKa HE ChIbPKa UIIIH 1
CIPUHIIOBKA.

IIpuTexxaTes Ha pa3pelIeHHETO 32 YHOTpeda
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus.

IIpoussogure
Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), UTanus
Lilly S.A., Avda. de la Industria, 30, 28108 Alcobendas, Madrid, Mcnamwust

3a AOMBIHUTETHA HHPOPMAITHSI OTHOCHO TOBA JICKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHUS
NPEICTaBUTEI Ha TIPUTEKATENS Ha pa3pelIeHUETOo 3a yrnotpeda:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Boarapus Luxembourg/Luxemburg
TII "Enm JIunu Henepnaun" b.B. - benrapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2491 41 40 Tél/Tel: + 32-(0)2 548 84 84
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Ceska republika Magyarorszag

ELILILLY CR, s.r.o. Lilly Hungaria Kft.

Tel: +420 234 664 111 Tel: +36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf.: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
E)\Gda Osterreich
OAPMAXEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 20609 1270
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.
Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00
France Portugal

Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Romaénia

Eli Lilly Hrvatska d.o.o. Eli Lilly Romania S.R.L.
Tel: +385 1 2350 999 Tel: + 40 21 4023000
Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: + 353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10
island Slovenska republika
Icepharma hf. Eli Lilly Slovakia s.r.0.
Simi + 354 540 8000 Tel: + 421 220 663 111
Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab
Tel: + 39- 055 42571 Puh/Tel: + 358-(0) 9 85 45 250
Kvmpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

TmA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: +371 67364000

I[aTa Ha MOCJICAHO Npepasrjiekaane Ha JUCTOBKaTa

JApyru u3roununu Ha uHpopmanus
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JIucroBka: uH(popManud 32 NaHeHTa

Mounjaro 2,5 mg/noza KwikPen nn:kexkuiuoHeH pa3TBop B IpeIBAPUTETHO HAbJIHEHA MHCATKA
Mounjaro 5 mg/noza KwikPen nakeknmnoHneH pa3Tsop B IpeIBaAPUTEJHO HAITbJITHEHA MHCATKA
Mounjaro 7,5 mg/noza KwikPen nH:keKnuoHeH pa3TBOp B IPeJIBAPHUTEIHO HAITbJIHEHA MHCATKA
Mounjaro 10 mg/no3a KwikPen unkeKiuoHeH pa3TBop B NIpeABapPUTETHO HANTbJIHEHA MUCAJIKA
Mounjaro 12,5 mg/no3a KwikPen uH:keKMOHEH pa3TBOp B NPeABAPUTETHO HATbJIHEHA
nucajka
Mounjaro 15 mg/no3a KwikPen uH:keKIIHOHEH PA3TBOP B NPeABAPUTETHO HATbJIHEHA MUCAJTIKA
tup3enaru/ (tirzepatide)

V Tosu JICKApPCTBEH MPOAYKT TOJICKH Ha JOIIBJIHUTEIHO HAOM0ieHre. ToBa 111e 1103Boiu 0bp30TO
YCTaHOBSIBaHE HAa HOBA MH(OPMAIUs OTHOCHO Oe30macHoCTTa. MOoKeTe /1a Aa/IeTe CBOs IIPUHOC KaTo
CHOOINTE BCSIKA HEXKENNaHa Peakys, KOSITO CTe OMyJYMId. 3a HaunHa Ha ChOOIIaBaHe Ha HEXKETaHH
peaxIuy BIDKTE Kpas Ha TOYKa 4.

[IpoyeTeTe BHUMATEIHO IAJ1ATa JUCTOBKA, MPEAN 1A 3aN0YHETE 1a N3M0JI3BaTe TOBA

JIEKaApPCTBO, Thil KATO T ChABbPkA BaxkHa 3a Bac undopmanus.

- 3amazere Ta3u TUCTOBKAa. MOJKe /1a ce HaJIO0XKH Ja sl IPOYETETe OTHORO.

- AKO UMare HAKaKBH JONBIHUTEIHU BBIPOCH, onuTaiiTe Bamus nexkap, MeaUIMHCKA cecTpa
WA (papMarieBT.

- ToBa nekapcTBo € npeanucado JuyHo Ha Bac. He ro mpeorcrbnBaiite Ha ipyru xopa. To Moxe
Ja UM HaBpE€aAH, HE3aBUCUMO Y€ IMPU3HAIIUTE HA TAXHOTO 336OJIHB3HG Cca ChIIMUTE KAaTO Bamure.

- AKO TIONTy4YHTe HSKAaKBH HEXEIIaHU peaKklluy, yBeaomeTe Bamus nekap, MeUIMHCKA cecTpa
nin papmarneBT. ToBa BKITIOYBA M BCUYKH BH3MOXKHH HEXEJIaH! PEaKIlii, HEOMCAaH! B Ta3H
nucToBKa. BukTe Touka 4.

Kakso ChABbPpPiKa Ta3u JIMCTOBKaA

Kakso npencrasnsa Mounjaro KwikPen u 3a kakBo ce nsmnon3sa
KaxBo TpsiOBa nma 3Haere, mpenu Aa u3noiazBate Mounjaro KwikPen
Kak na m3nonzeare Mounjaro KwikPen

BB3MOXXHH HEXENAHU PEAKIIUU

Kak na cexpansBare Mounjaro KwikPen

ChbabpxaHue Ha ONIAKOBKATa U AOIBIHMATENHA HHPOPMALUs

ANl o e

1. Kakso npeacrasiasia Mounjaro KwikPen u 3a kakBo ce nu3nosssa

Mounjaro ChAbpPiKa aKTUBHO BEIIECTBO, HAPCUCHO TUP3CIIATUI, 1 CC€ U3M0JI3Ba 3a JICHCHUC Ha
BB3PACTHU CHC 3aXapCH ,Z[I/Ia6eT ™I 2. Mounjaro HaMaJIsiBa HUBOTO Ha KPBbBHATA 3aXap B OpraHu3Ma
CaMO KOrato HMBaTa Ha KpbBHATa 3axap Ca BUCOKHU.

Mounjaro ce H3MO0J3Ba U 3a JICUCHHE Ha Bh3PACTHU ChC 3aTIBCTABAHE WM HaTHOpMEHO Terio (¢ UTM
Haii-Manko 27 kg/m?). Mounjaro Biusie BbpPXy PETyIHpPaHETO Ha alleTHTa, KOeTO Moye 1a Bu momorne
Jia si7ieTe TI0-MaJIKo XpaHa | Jia HaMaJIuTe TEIeCHOTO CH TETJIO.

IIpu amabet T 2 Mounjaro ce U3IoI3Ba:

- CaMOCTOSITETTHO, KOTaTO HE MOXKETe J1a mprueMaTe MeT(HOpMHUH (JIpyro JIEKapCcTBO 3a AUA0ET);
- C IpyTH JIeKapcTBa 3a AnadeT, KoraTo Te He ca JOCTaThUHM Ja KOHTPOIMPAT HUBaTa Ha
KpbBHATa 3axap. Te3u qpyru JeKapcTBa MOKe JIa ca JIEKapCTBa, TPUEMaHH Npe3 ycTaTa 1/ Win
WHCYJIMH, IPWJIarad 4pe3 HHKeKTHPaHe.

MOllIlj aro €€ U3noJi3Ba CbIIO 3a€AHO C AUCTA U YIIPAKHCHUS 34 oTciaa0BaHe U 3a noaAbpIKaHe HA
TETJIOTO MO KOHTPOJI ITPU BB3PACTHHU, KOUTO UMaAT:

- WTM 30 kg/m? unu noseue (3aTbCTIBAHE) WU
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- UTM naii-manko 27 kg/m?, Ho mo-mainko ot 30 kg/m? (HaAHOPMEHO TETJI0) U 3APABOCIOBHH
npoOJieMH, CBBP3aHU € TErJI0TO (KaTo mpeauadeT, auadeT THIl 2, BUCOKO KPBBHO HAIISTAHE,
HeoOWYaliHU HWBA Ha Ma3HHHU B KPBBTA, MPOOJIEMH C TUIIAHETO M0 BpeMe Ha ChH, HAPEUCHU
,»OOCTPYKTHUBHA ChHHA alHesl, Wil aHaMHe3a 3a HH(PaPKT, HHCYJT WIX NPOOJIEMH C KPbBOHOCHUTE
ChI0BE)

WUTM (unpexc Ha TemecHa Maca) € MspKa 3a Bamiero terso cnpsiMo BucounHara Bu.

IIpu maruenTy ¢ o0cTpykTBHA chHHA anHes (OCA) u 3aTiIbcTsABaHe Mounjaro MoXe Ja ce U3I0I3Ba
CchbC Min 0e3 TEepanuA C MOJIOKUTCIIHO HAJIATAHE B TUXATCIIHUTC IIbTUIIA.

BaxHo e 1a mpoabiDKuTe 1a ciieiBaTe ChBETHUTE 3a AWeTa U YIpaXHeHHs, Aa/leHH Bu ot Bamus
JieKap, MeIUIIMHCKA CecTpa Win (hapMarieBT.

3. KaxBo TpsoBa 1a 3Haete, npeau 1a usnouaszsare Mounjaro KwikPen

He n3noa3saiite Mounjaro KwikPen
- aKo CT€ AJIEPTUYHU KbM THP3EMaTH] WU KbM HSIKOS OT OCTaHAJIUTE ChbCTAaBKU HA TOBA
JeKapcTBO (M30pOEHH B TOUKA 6).

IpenynpesxneHus 1 NpeINa3HA MePKH
I'oBopete ¢ Bammst nekap, MeAUIIMHCKA cecTpa WK (apMarieBT, Ipeau 1a ninoissare Mounjaro ako:
- WMare TeXKH IMPoOJIeMU C XpaHOCMHJIAHETO WITM OCTaBaHe Ha XpaHa B cToMaxa Bu mo-asiro ot
HOPMAJIHO (BKJIIOUHTEITHO TEXKKa racTponapesa).
- HfAKOTa CTe UMM ITaHKpeaTuT (Bh3MaJIieHNe Ha TaHKpeaca, KOeTO MOJKe Ja TIPHYMHU CHITHA
0o0JKa B cToMaxa u rbp0a, KOsITO He OTMHHABA).
- umare npoOiieM ¢ ounte (JuadeTHa PETUHOMATHS WM OTOK Ha MaKyJaTa).
- W3M0JA3BaTe CYA(POHMIYPEHHO MPOM3BOIHO (IPYTO JEKapCTBO 3a AMA0ET) WK MHCYIIUH 32
Bamms ,ZII/Ia6eT, TBU KaTO MOXKE Ja HAaCTBIIN CbCTOAHUE, IIPU KOETO KPbBHA 3aXap € MHOI'O
HUCKa (Xunorinukemus). Mose Ja ce HaloXu BamusT nekap 1a mpoMeHH 103aTa Ha Te3u IpyTu
JIeKapCTBa, 3a Ja HaMaJlk TO3H PUCK.

Koraro 3anouBare ngeuenne ¢ Mounjaro, B HIKOH CITy9an MOJKE /1a HACTHITH 3ary0a Ha TEYHOCTH OT
OpraHu3Ma/IeXupaTaIlys, Hamp. B CJICJCTBHE Ha MOBPBIIAHE, T'aJIcHEe U/WIH TUapHs, KOSTO MOXKE Ja
JoBeZie 10 HaMalsiBaHe Ha ObOpeuHarta GpyHkms. BaxkHo e na n3berHere aexuapaTanusiTa, KaTo MHeTe
MHOI'O TCHHOCTH. CB'bp)KeTe ce ¢ Bamms JICKap, ako UMAaTe BBIIPOCH NI IPUTCCHCHUA.

Axo 3HACTC, 4C Bu IpeaACTOU orecpanus, Ipru KoOATO 1IC 6’B,Z[€Te o aHCCTC3Us (B CITAII0 C’BCTOHHI/IC),
Tp$[6Ba Ja KaXCTC Ha Bamms JICKap, 4€ CTC Ha JICUCHHUC C Mounjaro.

Jena v oHOIIN
ToBa nekapcTBO HE TpH6Ba Jla ce 1aBa Ha Jela v roHowu noj 18 roguHu, Thid KaTo HE € MPOYYBaHO B
Ta3W BH3PacTOBa Ipyma.

JApyru nekapcrBa u Mounjaro
Tps6Ba na xaxere Ha Bamus nexap MeIUIMHCKA cecTpa WiK (apMaleBT, ako U3I10JI3BATE, HACKOPO
CT€ U3IO0JI3BaJIU UM € Bb3MOXKHO J1a U3I0JI3BaTe APYTH JEKapCTBa.

BpemenHoct

AKo cre OpeMeHHa WM KbPMHTE, CMATATE, 9¢ MOXKE JIa CTe OpeMeHHa WIH TIaHupaTe OpEeMEHHOCT,
MoChBETBalTe ce ¢ Bamms nekap npeau ynorpebarta Ha ToBa jiekapcTBo. ToBa iekapcTBO HE TpsiOBa
Jla ce U3I0JI3Ba M0 BpeMe Ha OpeMEeHHOCT, Thil KaTo epeKTUTE Ha TOBa JIEKAPCTBO BHPXY BCE OIIE
HepoaeHoTo Bu nere He ca m3BectHH. [lopaam ToBa ce mpenopbuBa Aa Mpuijarare KOHTPAIeus,
JIOKaTo M3MOJ3BaTe TOBA JIEKAPCTBO.
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KbpMmene

He e u3BecTHO nanu Tup3enaTun npeMrHaBa B KbpMaTa. He Moxe 1a ce U3KIIIOUH PHUCK 32
HOBOPOJICHUTE/KbpMaueTaTa. AKO KbPMHUTE WIH Bb3HAMEPSBATE Jla KbPMHTE, TOBopeTe ¢ Bamms
JieKap, Mpeay Ja U3MoJa3BaTe TOBa JiekapcTBO. Bue u Bammst nekap TpaOBa qa pemure ganu TpsoBa
Jla cIpeTe KbPMEHETO WK Ja OTIoXKUTe ynoTpedaTa Ha Mounjaro.

Ilopupane u padoTa ¢ MAIIUHHA

Mauiko BEpOsTHO € TOBa JICKApCTBO Jia MOBJIHsAe cCriocoOHOCTTa BH 32 modupane u padboTa ¢ MallluHu.
Brnpexu ToBa, ako usnonzBare Mounjaro B KOMOMHAINS ChC CYI(POHMITYPEHHO MPOU3BOJICTBO WIIH
WHCYJIMH, TOBA MOXE J1a TOBEJE /IO ChCTOSTHUE, IPY KOETO KPhBHATA 3aXap € MHOTO HHCKA
(Xumnornukemus), KOETO MOXKE Jla HaMau criocoOoHocTTa Bu 3a koH1eHTpanus. U30srBaiite
modupane win paboTa ¢ MATMHA, aKO IMOJYYHUTE PU3HAIIM Ha HUCKA KPBBHA 3axap, Harp.
ri1aBo0oJIHe, CHHIMBOCT, CJIA00CT, 3aMassHOCT, YYBCTBO Ha TJIal, 00bPKAHOCT, pa3Apa3sHUTEITHOCT,
YCKOpEH IyJIC ¥ U3MOTsABaHe (BWXKTe Touka 4). Brkre Touka 2 “IIpenynpexaeHus u npeanazHu
Mepku”’ 3a nH(OpMAIUs OTHOCHO ITOBUIIIEH PUCK OT HUCKA KPBBHA 3axap. ['oBopere ¢ Bamms nekap,
3a J1a TIOy9nTe TOIBIHUTETHA HH(OpMAaIus.

Mounjaro KwikPen cbabpaxa HaTpuii
ToBa JrekapcTBO ChABPKA MO-MaIKO OT 1 mmol HaTpwmii (23 mg) Ha 1033, T.€ MOXKE JIa ce Kaxke, ue
NPaKTUYECKU HE ChAbPKa HATPUH.

Mounjaro KwikPen cbabpika 0eH3HI0B a1K0X0J
ToBa nexapcTBO chABpkKa 5,4 mg OSH3UIIOB aIKOXOJ BBB Beska 1o3a 0,6 ml. beH3uinoBuAT ankoxomn
MOXE Jia IPE€AU3BHUKaA aJICPrUiIHN pCaKIuHu.

IMocbBeTBaiiTe ce ¢ Bamms nekap, MEANIIMHCKA cecTpa WK (apMareBT, ako CTe OpeMeHHa W
KbPMHTE WIM aKO UMaTe YepHOAPOOHO min 060pedHo 3a0omnsBane. ToBa € HEOOXOANMO, 3a10TO
roJIeMH KOJH4YecTBa OEH3UIIOB alIKOXO0JI MOTaT Jia Ce HaTpymnar B opranu3Ma Bu v ga npuauHsIT
HE)KeJIaHU PeaKkLUuH (HapeueHH ,,MeTaboNInTHA alua03a™).

3. Kak na nznoazsare Mounjaro KwikPen

Bunarn n3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e kazan Bammst nekap uimu gpapmareBT. AKo
HE CTe CUTYpHH B HEIIo, monuTaiiTe Bammst nekap wim papmareBT.

KakBo ko0J1M4ecTBO Aa M3M0JI3BaTe
e Havannara no3za e 2,5 mg BeJHBX CEAMUYHO B MIPOIBIKEHUE HA YETUPU CEIMMUIIH.
Cren getrpu cenMuny Bammst nekap 1ie yBenndau go3ata Bu 10 5 mg BeTHBK CEAMIYHO.
e Bammsit nexap Moe Ja MoBHIHK go3ata Bu Ha cThiku 1o 2,5 mg 10 7,5 mg, 10 mg, 12,5 mg
win 15 mg BeAHBK CEAMUYHO, aKo € HeoOxoaumo. BbB Bcuuku ciydau Bamuar nekap me Bu
Ka)ke J]a OCTaHEeTe Ha OIpejeicHa 103a MoHe 4 ceaMULY, IpeIu Aa MPEMUHETE KbM MO-BUCOKA
Jo3a.

He npomensiite no3ara cu, ocBeH ako BamuAar nekap He Bu e ka3zain.

Kora na npuno:xxure Mounjaro

Mo:keTe na u3nonsBare Bamrarta nucanka 1o BCSIKO BpeMe Ha JIeHs, HE3aBUCUMO OT XPaHEHETO.
Tpsi0OBa 1a s u3Moa3BaTe B €IMH U CHIIH JEH BCsAKa ceMHIA, ako Bu e Bp3MoxHO. 3a 1a Bu e mo-
JIECHO J1a 3alIOMHHMTE KOTa Ja M31oi3Bare Mounjaro, MOke Jja TO OTOEIeXKHUTE B KaJIeHIapa.

Axo e H€O6XOZ[I/IMO, MOXKETC ChIIO Aa ITPOMCHUTE ACHA OT C€AMULIATa, B KOWTO CH IOCTaBATE
HMHXXCKIMA Mounj aro, cTura ga ¢ca uISMHMHAJIHU ITIOHE 3 JHHA OT IIOCJICJHATa TaKaBa. Cnez[ KaTo H36epeTe
HOB JICH 3a NpuJjiarane, mpoaAb/HKETE C MIPUIIOKECHUCTO BEAHBXK CEAMUYHO B TO3U HOB JICH.

Kak na nn:kekrupare Mounjaro KwikPen
Mounjaro ce HHXXEKTHpa o] KoxkaTa (ITOJAKOKHA HHXKEKITH) B 00J1acTTa Ha KopeMa, Hail-Mallko Ha

5 cm OT MBI, WK B TOPHATA YacT Ha Kpaka (0epoTo) Uik TOpHATa 9acT Ha pbKaTa. Moxe J1a uMaTe
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HYXJa OT MMOMOIIl OT APYT YOBCK, aKO KECJIACTC 1a MOCTABUTC MHIKCKIMATA B TOpHATa 4aCT Ha pbKaTa
CH.

AKo uckaTe, MOXKe J1a U3MOI3BaTe €Ha U ChIa 00J1acT OT TSUIOTO CU Beska cenmuiiara. Ho ce
yBepsBaiiTe, ue N30upaTe pa3IMyHO MSCTO 32 MHKEKTHPAHE B PAMKHUTE Ha Ta3u 00JacT. AKo
WH)KEKTHpATe U MHCYJIHH, H30epeTe JPyTro MICTO 32 HHKEKTHPAHETO MY.

[Ipouerere BHUMATEIHO ,, YKa3aHUs 3a YIIOTpeda™ Ha Mucankara, Ipeu 1a u3noia3sate Mounjaro
KwikPen.

H3cienBane HAa HUBaTa HA KPbBHATA 3axap

Axo n3nonseare Mounjaro csC cyn(pOHMITypeiiHO TPOU3BOIHO MM UHCYJIMH, BaXKHO € Jja H3MepBaTe
HHUBATa Ha KpbBHATA CH 3axap CIIOpe] yKa3aHUATa Ha Bamus nekap, MeIUIMHCKA CECTPa UIIH
(dapmarneBT (BrxKTE TOUKa 2, ,, IIpeaynpexaeHus 1 npeana3sHd MEpKH ).

AKO cTe U3M0JI3BAJIM NTOBeYe 0T HeoOxoaumMara 103a Mounjaro

AKO CcTe U3MOoJI3BalI TIOBeYe OT Heobxoaumara f1o3a Mounjaro, roBopere He3abaBHO ¢ Bammmst nekap.
IIpeBuiaBaneTo Ha 103aTa Ha TOBA JIEKAPCTBO MOXKE Ja OBEAE IO HUCKO HUBO Ha KphBHATA Bu 3axap
(XumornuKeMusi) ¥ MOXKe Jja IPEIN3BHIKA TaJieHe WK MOBPBINAHE.

AKO cTe mponmycHaJau Aa u3noazsare Mounjaro
AKO cTe IPOIyCHAIH J]a WHXXEKTUpaTe 1032 1
e ca MUHAIU 4 THM WJIH MO-MAJIKO, OTKAaKTO € TpsA0BaJo Aa u3nonsBare Mounjaro, H3MOI3BalTe
ro BexHara mom ce cerute. Cien ToBa HH)XXEKTUPANTE ClIeABAIIATa CH 1032 KAKTO OOMKHOBEHO
B INTaHUpPAaHUA JICH.
® aKO ca MUHAJIH MOBeYe OT 4 THM, OTKAKTO € TPAOBaIo 1a u3noia3Bare Mounjaro, He TOCTaBSHTE
npomnycHaraTa 103a. UHKeKkTupaiTe cieapanara ci 103a KaKTo OOMKHOBEHO B IUTAHUPAHUS
JIeH.

He nocrassiite nBoiHa 1034, 3a 1a KOMIIEHCHpATE IIPOITyCHATATA J03a. MUHUMAIIHOTO BpEME MEXAY
JIBE 103U TpsiOBa 1a ObJe MoHe 3 THHU.

AKo cTe cipesiu ynorpedéara Ha Mounjaro
He criupaiite na uznonssare Mounjaro, 6e3 aa roBopute ¢ Bamms nekap. Axo cpeTe Aa U3NoiI3BaTe
Mounjaro u umare nuabeT TUN 2, HUBaTa Ha KpbBHaTa Bu 3axap MoxXe Aa ce MOBHIIAT.

AKO UMate HSKaKBH JOMBIHUTEITHA BBIPOCH, CBBP3aHHU C YIIOTpeOaTa Ha TOBA JICKAPCTBO, TOTIUTANTE
Bammms nexap, MegunnHCKa cecTpa Win papMarieBT.

4. Bb3MOKHN He:KeJJaHU peaKuuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAU3BHUKA HEKECIIaHNU pCaKIMU, BBIIPEKU Y€ HC
BCCKMU I'M I1OJTy4aBa.

CepHO3HM HeKeJTaHU pPeaKIuu

Heuecmu (morar na 3acersar o 1 va 100 mymm)

- Bwepanmanenne Ha maHkpeaca (OCTBp MAHKPEATHT), KOMNTO MOXe J1a MPUYMHHU CHITHA O0JIKa B
cToMaxa M I'bp0a, KOSITO He OTMHHABA. Tpsi0Ba He3a0aBHO Aa ce KOHCYJITHpATE C JISKap aKo
MOJTyYUTE TAKHBAa CUMIITOMH.

Peoku (morat na 3acersat 110 1 ga 1 000 xymm)

- Texku alepruyHu peakuu (Hanp. aHaQrIakTHIHA peaknus, aHrnoeneMm). TpsoBa HezabaBHO
Jia MOTHPCUTE METUIIMHCKA MIOMOII ¥ 1a nHpopMuparte Bamms nekap, ako nmomyyure
CHUMIITOMH KaTo NMpOoOJIeMHU C JUIIAHETO, ObP30 MOAYyBaHE HAa YCTHUTE, €3UKa M/MIIH I'bPIIOTO
ChC 3aTPYIHEHO NIPErIIbIaHe U YCKOPEH IIyJIC.
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Jpyru HexeJIaHH peaKIuu

Mmnozo wecmu (morat n1a 3acertat nosede ot 1 Ha 10 mgymm)

- Tagene
Huapus
Kopemna 6osika, cpo01aBaHa py MalUEeHTH, JEKYBaHH 32 KOHTPOJI Ha TETI0TO
IToBpsIane, cboOIIaBAaHO MTPU MAIMEHTH, JIEKYBaHH 3a KOHTPOJI Ha TETJIOTO
3armek, cho0IaBaH MpU MAaLUEHTH, JIEKYBAaHH 32 KOHTPOJI Ha TETJIOTO

Te3u HexXenaHu peaklnyu OOMKHOBEHO HE ca TeXKH. . ['afeHe, quapus u MOBpBIIAHE ca HaW-9eCTH MPU
I'bPBOTO 3aII0YBaHE Ha TUP3EMaTH], HO HaMaJIsIBaT C BPEMETO MPH NMOBEYETO MAIUEHTH.

- Huckara xpbBHa 3axap (XMIOTIIMKEMHS) € MHOTO 4€CTa, KOTaTO TUP3ETaTH Ce U3IM0JI3Ba C
JIEKapCTBa, KOUTO ChABPKAT CyI(OHMITYPEIHO TPON3BOTHO W/UIIM WHCYJIHMH. AKO H3II0JI3BaTe
CyN(OHUITYPEHHO MPOU3BOIHO WM WHCYJIUH 32 qUa0eT THIT 2, MOKE JIa CE HAJIOKH J103aTa UM
na Ob/Ie HamalleHa, JOKaTo M3MOJ3BaTe TUp3enaTh I (BIKTe Touka 2 , [Ipexynpexaenus u
npeanasHu Mepku™). CHMIITOMHTE Ha HUCKa KPHBHA 3axXap MOJKE /1a BKIIOYBAT II1aBoOOIHeE,
CBHJIMBOCT, cl1aboCT, 3aMasiHOCT, YyBCTBO Ha TJ1all, 00OBbPKaHOCT, pa3Apa3HUTEIHOCT, YCKOPEH
ITyJIC ¥ M3TIOTsIBaHe. BamusT nexap TpsadBa qa Bu kake kak Ja JeKyBaTe HUCKUTE HUBA Ha
KpbBHA 3axap.

Yecmu (morat na 3acerHat no 1 Ha 10 gymm)

- Hmcka kpbBHa 3axap (XHIIOTIUKEMIS ), KOTATO TUP3ETaTH] 32 JIeYeHne Ha Ana0eT TUI 2 ce
M3M0JI3Ba €THOBPEMEHHO ¢ MET(hOPMHUH U MHXHUOUTOP Ha HATPHUEBO-TIIFOKO3HHS
KOTpaHcropTep 2 (Ipyro JeKapcTBO 3a AUAOET).

- AueprudHa peakius (CBPbXIyBCTBHUTEIIHOCT) (HAIp. 0OpUB, CHPOEK M eK3eMa)

- 3amMasHOCT, ChOOIIaBaHa MMPH MAIIMEHTH, JIEKYBaHH 32 peryJrpaHe Ha TErI0To

- Hucko xpbBHO HajsiraHe, CHOOLIABAaHO NPU MAIMCHTH, JICKYBaHH 3a PEryJIMpaHe Ha TErJIOTO

- Hamaneno uyBcTBO Ha riaj (HaMaJIeH alleTUT), ChOOIIaBaHO MPH MAMEHTH, JICKYBaHH 32
nradeT Tar 2

- Kopewmna 6oka cho0laBaHa Mpy MAIUeHTH, JIKYBaHU 3a TUadeT THIT 2

- IloBpsiiane chOOIIABaHO MIPH MAIUSHTH, JICKYBaHU 3a TUA0ET THI 2 — TOBa 0OMKHOBEHO
HaMaJIsiBa ¢ BPEMETO

- Jlomo xpanocMuinane (IuCHerncus)

- 3amnek, choO0IIIaBaH MpH MAIUCHTH, JICKYBaHH 3a quadeT THIl 2

- IlomyBane Ha cTomMaxa

- Opwursane (epyKTanus)

- T'azoBe (MeTeopU3bM)

- Pedurykc wmu cromanHu KucenuHu (Hapr4yaHo olle ractpoe3odareanta pedaykcHa 6oect -
I'EPB) — 3abomnsBaHe, Mpu KOETO CTOMAITHA KHCETMHA C€ BPBIIIa OT CTOMaxa KbM
XpaHOIPOBOJIA.

- Kocoman, cro01iaBan mpu nanyeHTy, JISKyBaHH 3a PETryJIMpaHe Ha TErJIOTO

- UyscTBO Ha yMopa

- Peaknuu Ha MSACTOTO Ha MHXKEKTHpaHe (HAIp. CHPOEK MIIH 3aU4epBsIBAHE)

- YCKOpeH myJic

- IloBuuienu HUBa HA TAHKPEATUYHUTE CH3UMH (KaTO JIMIA3a U aMiiia3a) B KPbBTa.

- IloBuileHu HYBA HA KAIIUTOHWH B KPHBTA NIPH MAIMEHTH, JICKYBaHH 32 KOHTPOJI HA TETJIOTO

Heuecmu (morar na 3acernar g0 1 Ha 100 gymim)

- Hucka xppBHa 3axap (XUMOTIIMKEMHS) € HEYeCTa PeaKIlys, KOTaTo TUP3eMaTh]] ce U3I0II3Ba C
MeThopMUH 3a JiedeHne Ha TuadeT T 2.

- KambHH B KirpuKaTa

- Bwm3manenue Ha KIBUHUAS MEXYP

- HamansBane Ha TernoTo, chOOMABAHO MTPH NANMEHTH, JIEKYBaHH 3a JHa0eT THIT 2

- boinka Ha MACTOTO Ha UHXEKTUPAHE

- IloBumieHn HYBa Ha KJIIMTOHHWH B KPHBTA MPH MAIUEHTH, JIEKYBaHU 3a nuadet Tum 2 u 32 OCA
ChC 3aTIILCTSBAHE
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- IIpoMeHeHO yceniaHe 3a BKyC
- IIpomMsiHa B 4yBCTBUTEIHOCTTA HA KOXKATa
- 3abaBsHe Ha U3MPa3BaHETO HA CTOMAaxa

Cho0maBaHe Ha HeJKeJIAHU PeaKINU

AKO TIOJTyuHTe HIKaKBH HEXeJlaHW JIEKAPCTBEHU peaklny, yBeoMeTe Bamms nekap, MeTuIiHCKa
CeCTpa Uin Q)apMaueBT. ToBa BKJIIOYBAa BCHYKH BH3MOKHHM HEOITMCAHU B Ta3M JUCTOBKA HEXKEJIaHU
peakuuu. MoseTe ChIIO 1a ChOOIIUTE HEXKEIaH! PeaknU TUPEKTHO upe3 Moxere chIIo aa
CHOOIINTE HEXEJTAaH! Peaklny IUPEKTHO Ype3 HAlMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, IIOCOYeHA B
[punoxxenue V. Kato choOI1aBare He)KEIaHN PeaKIMU, MOXKETE Ja JaJeTe CBOS IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Mounjaro KwikPen
Ja ce cpxpaHsiBa Ha MsICTO, HEOCTBITHO 32 JIelia.

He u3non3Baiite TOBa JIGKApCTBO CIIE] CPOKA HA TOJHOCT, OTOENsI3aH BEPXY €TUKETa Ha MUCcAIKaTa U
KapTOHEHaTa OIlaKoBKa cies ,,l ogeH 10:“. CpokbT Ha TOJIHOCT OTrOBapsi Ha MOCJIEIHUS IEH OT
MTOCOYEHUS MECELL.

Jla ce cbxpansiBa B xnamiauk (2 °C — 8 °C). Jla ue ce 3ampassasa. HE M3IIOJI3BAMTE
ITMCAJIKATA ako ¢ 6una 3aMpa3sBaHa.

Mounjaro KwikPen mMose n1a ce cbxpaHsiBa U3BbH XJaAWIHUK Ipu Temneparypa noa 30 °C no 30 guu
cien mbpBaTa yrmoTpeda, clie]] KOeTo ITUcaKaTa TpsOBa a ce H3XBBPIIH.

He u3non3paiiTe ToBa JICKapCTBO, aKO 3366J’IC)KI/IT€, Yc nmucajikara € noBpeacHa ujin JICKapCTBOTO €
MbBTHO, C IPOMCHCH LIBAT WU CbABPIKA BUJUMH YaCTHULH.

He u3xBbpnsiiTe JekapcTBaTa B KaHAIM3ALMATA WM B KOHTEMHEPA 32 JOMAIIHU OTHAAbLIM.
[onwuraiite Bamms dapmaneBT Kak Ja U3XBBPIATE JIEKapCTBAaTa, KOUTO BeUue He u3Io3Bare. Te3u
MEPKH IIIe CIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpeia.

6. CbabpkaHue HA ONIAKOBKATA M A0MbJIHUTEIHA UHPopManus

Kakso cbabp:xa Mounjaro KwikPen

AKTHBHO BEILIECTBO: TUP3ETATH]

Mounjaro 2,5 mg/oosza KwikPen: Besxa mo3a ceappika 2,5 mg tup3enarun B 0,6 ml pazrop. Besika
MHOT0/I030Ba IPEABAPUTEIHO HAITBbIHEHA MUcalika chabpka 10 mg tupsenarun B 2,4 ml (4,17
mg/ml). Beska nucanka qoctass 4 1o3u ot 2,5 mg.

Mounjaro 5 mg/oo3a KwikPen: Besika no3a cpabpxka 5 mg tupsenatug B 0,6 ml pazrsop. Besika
MHOT0]1030Ba MTPEIBAPUTEITHO HAIThJIHEHA ITUCcaIKa Chibpika 20 mg tup3enarus B 2,4 ml (8,33
mg/ml). Besika nucanka qocrass 4 1o3u oT 5 mg.

Mounjaro 7,5 mg/ooza KwikPen:Bcsika no3a cebpixka 7,5 mg tupsenatua B 0,6 ml pasreop. Beska
MHOT0/I030Ba MPEJABAPUTEITHO HATBITHEHA MUcaNIKa Chabpka 30 mg tup3enarun B 2,4 ml
(12,5 mg/ml). Besika nicanka goctass 4 1o3u ot 7,5 mg.

Mounjaro 10 mg/0oza KwikPen:Bcsxka nosa ceabpxka 10 mg tupsenarus B 0,6 ml pa3rBop. Beska
MHOT0/I030Ba MPEIBAPUTEITHO HAITBITHEHA THcalika chbpxka 40 mg tupsenatua B 2,4 ml (16,7

mg/ml). Beaxa nucanka qocrassa 4 mo3u ot 10 mg.

Mounjaro 12,5 mg/0o3a KwikPen: Bcesika no3a ceappka 12,5 mg tupsenarun B 0,6 ml pa3tsop.
Bcesika MHOTO030Ba TIpeABApUTEIIHO HAITBJIHEHA MACaIKa chabpka S0 mg Tupienatun B 2,4 ml
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(20,8 mg/ml). Besika nucanka gocraes 4 no3u ot 12,5 mg.

Mounjaro 15 mg/ooza KwikPen:Bcsika no3a ceabpxa 15 mg tupsenatua B 0,6 ml pa3zreop. Beska
MHOT'0/1030Ba IPEABAPUTEIIHO HAITBIHEHA MUcalika chabpka 60 mg tupsenarug B 2,4 ml (25 mg/ml).
Bcsika nucanka gocrass 4 no3u ot 15 mg.

Hpyrute cbeTaBku ca muHaTpueB xuaporendocdar xenraxuapat (E339), 6ensunos ankoxon (E1519)
(BmwkTe Touka 2 ,,Mounjaro KwikPen chabprxka OCH3UIOB akoXod‘ 3a AOMBIHUTEHA HHPOPMALHS ),
rmrepot, PeHOI, HAaTPUEB XJIOPUI, HATPUEB XUAPOKCH (BIDKTE ToUka 2 ,,Mounjaro chabpxa
HATpUH* 32 TOMBIHUTETHA WH(OPMAIHS ); KOHIIEHTPHUPaHa XJIOPOBOAOPOHA KHCEIMHA U BOJIA 32
WHKEKIIH.

Kak usriexnaa Mounjaro u KakBo ChbpP:Ka ONIAKOBKaTa

Mounjaro e 6ucTbp, 6e31uBeTEH 0 OJIET0KBIAT HHKEKIIUOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBIHEHA
nucanka (KwikPen).

Beska mucanka KwikPen cbpabpika 2,4 ml wrokekiioneH pa3tsop (4 mosu mo 0,6 ml) 1 u3Iumsk 3a
3apexaane. Mriu He ca BKIIIOUEHH.

OmakoBk#u 110 1 1 3 mcanku KwikPen
He Bcuuku BUIOBE OMAKOBKH MOTAT Jla ObJIaT HAIMYHU BHB Bamara cTpana.

IIpuTe:xkaTes HA pa3pelIeHHETO 32 yHoTpeda
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnmanaus.

IIponsBoauTen

Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), Utanus
Lilly S.A., Avda. de la Industria, 30, 28108 Alcobendas, Madrid, Mcnanust

Lilly France, 2, rue du Colonel Lilly, 67640 Fegersheim, ®pannuus

Millmount Healthcare Limited, Block 7 City North Business Campus, Stamullen, K32 YD60,
Hpnangus

3a nomrBIHMTENHA HHPOPMAIHI OTHOCHO TOBA JIEKapCTBO, MOJIS, CBBPYKETE CE C JIOKAITHHS
NpeACTaBUTEN Ha MPUTEXKATENS Ha pa3pellieHneTo 3a ynoTpeoa:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Boarapus Luxembourg/Luxemburg
TII "Enu JIunu Henepnann" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELI LILLY CR, s.r.o. Lilly Hungaria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf.: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
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Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00

EAiraoda Osterreich
OAPMAXEPB-AIAAY A.E.B.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 120609 1270
Espaiia Polska

Lilly S.A. Eli Lilly Polska Sp. z o.0.

Tel: + 34-91 663 50 00 Tel: +48 22 440 33 00

France Portugal

Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 55 49 34 34 Tel: + 351-21-4126600
Hrvatska Romania

Eli Lilly Hrvatska d.o.o. Eli Lilly Roméania S.R.L.

Tel: +385 1 2350 999 Tel: + 40 21 4023000

Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: + 353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10
island Slovenska republika
Icepharma hf. Eli Lilly Slovakia s.r.0.

Simi + 354 540 8000 Tel: +421 220 663 111

Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab

Tel: + 39- 055 42571 Puh/Tel: + 358-(0) 9 85 45 250
Kvnpog Sverige

Phadisco Ltd Eli Lilly Sweden AB

TmA: +357 22 715000 Tel: + 46-(0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: +371 67364000

JlaTa Ha mocjeHO Npepasrjie;KaaHe Ha THCTOBKATA
JApyru u3ro4yHuIM Ha HHPOpMAaLUs

IToapo6Ha nHdOpMAaIMs 32 TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBporneiickaTta areHmnus
10 JIeKapcTBaTa https://www.ema.europa.cu
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Yxka3zanus 3a ynorpeda
MHoroz0308a NpeABAPUTEIHO HAITBIHEHA MTUCATIKA
Besika nucajiika cbabpika 4 GUKCHPaHU 103H, 110 €1HA 1032 CeIMUYHO.

Mounjaro 2,5 mg/noza KwikPen nH:keKIMOHEH pa3TBOP B NPEIBAPUTETHO HAITbJIHEHA MMM CAJIKA
Mounjaro 5 mg/no3a KwikPen nH:keKumoHeH pa3TBOp B MPeABAPUTETHO HAMBJIHEHA MHCAJIKA
Mounjaro 7,5 mg/noza KwikPen nH:keKniuoHeH pa3TBOp B NpeIBAPUTETHO HANTbJIHEHA MU CAJIKA
Mounjaro 10 mg/no3a KwikPen nH:keKnMoHeH pa3TBoOp B NpeABapUTEIHO HATBJIHEHA MMHCAJIKA
Mounjaro 12,5 mg/no3a KwikPen nH:keKunOHeH pa3TBOP B MPeIBAPUTEIHO HANTbJIHEHA MHCATKA
Mounjaro 15 mg/no3a KwikPen nH:keKIHOHEH pa3TBOP B NpeIBAPUTETHO HATbJIHEHA MUCAJIKA
Tupzenatug

Tesu ykazanus 3a ymorpeda chabppxaT HHPOpMAIUs Kak Ja ce HHxekTupa Mounjaro KwikPen

|

1 .0
L 4

Baskna undopmanus, koaTo TpsiOBa 1a 3HaeTe, npeau Aa uHxkexktupate Mounjaro KwikPen.

[Ipouerere Te3u ykazaHus 3a ynotpeda U JIUCTOBKATA, IPEIIU J1a 3alI0OUHETE J]a MHKSKTUPATE
Mounjaro KwikPen u Bceku mbT, KOraTo nojy4yaBare HOBa mucayika. Moxe J1a iMa HOBa
uadopmarus. Ta3u uHGOpPMAITHS HE 3aMEHSI HEOOXOAMMOCTTa OT pa3roBop ¢ Bamms mekap,
(hapMarieBT WM MEAMIIMHCKA cecTpa OTHOCHO Barrero 3abosisiBaHe WK JIe4eHHeE.

Mounjaro KwikPen e MHOT0O1030Ba TIpeiBapUTEITHO HAITBJIHEHA IMHCAJIKA 32 €HOKpaTHa yrnorpeoa.
IInucankara cbabp:ka 4 pUKCUPAHM 1034, 110 €IHA 1032 ceAMUYHO. VH)XXeKTHpalTe ceIMUYHaTa
HWHXEKIHUA [0 KOKaTa (TIOKOXKHO).

Crnen nznonsBase Ha 4-Te JO3M U3XBBHPIIETE MACANIKATA, BKIIOYUTEIHO HEU3IOI3BAHOTO JIEKAPCTBO.
IMucankata 1me BU monpeyn Aa HabepeTe MbJIHA 1034, CIe KaTO CTe CH MOCTABIWIN 4 CeIMUYHHU JI03H.
He nH:keKTHpAaMTE OCTaHAIATO KOJIUYECTBO OT JIEKAPCTBOTO. He mpeXBBpIIsiiTe 1EKapCTBOTO OT
Bamara nucanka B CpUHIIOBKA.

He cnogensiiite Bammus Mounjaro KwikPen ¢ apyru xopa, 1opH ako UrjiaTa Ha MUcajKaTa € CMEHEHa.
Moxe na 3apa3ure IpyruTe Xopa CbC Cepro3Ha HHGEKIH WIN J1a TOJIyYUTe CEPHO3HA HHPEKIHS OT

TAX.

Hespsimum xopa nim xopa, KOUTO UMat MpodJIeMu ChC 3pEHUETO, He TPSAOBA J1a U3MOA3BaT IHCaIKaTa
0e3 moMoITa Ha JIuIle, 00yYeHO /1a U3II0JI3Ba MTHCcaIKaTa.
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OnucaHye HA YaCcTUTE HA MUCAJIKATA

YacTtu Ha nucaakata Mounjaro KwikPen

Hwpxau Ha Tsmo Ha Wunukarop 3a
Kamauka na nucasnkara NaTtpoH  parpoHa  IHcCAJKara no3ara
| | L
' IR
I ) - . [ Fo]
T L | |
Knurc na Byrano Etuker IIposopue  Byton
KamagkaTa 3a J103aTta 3a
WHKEK-
Yacru 32 Urj1a HA NUCAJIKATA THpaHe
(" Ueppeno BeTpemmo | BBHIICH (He ca BKJIIOYEHH UTJIH)
YIUTBTHEHHC TIpeaiIasHTel Borpemen XaprueHo

\ LB LRI B npennaszuren  Mriua oo
jg Ha UraTa
|
, — %
\_ J

CoBmectuma ¢ KwikPen nrna (Axo He 3HaeTe KakBa UTrJja 3a IHCaNKa
Jla U3MO0JI3BaTe, ropopere ¢ Bamus nekap)

2008

KOHcyMaTI/IBI/I, HeOﬁXOZ[I/IMH 3a mocTtaBsiHe Ha Bamara HHKCKIUA

- Mounjaro KwikPen

- Csmectuma ¢ KwikPen urna (Ako He 3HaeTe KakBa WIJia 3a MHcajka Jia u3loi3BaTe,
roBopete ¢ Bamms nekap)

- Tamnon, MapJs Uiy mapye namyk

- Konteitnep 3a U3XBBPIISIHE HA OCTPU NMPEIMETH WIIM JIOMAKUHCKU KOHTEHHED

MoaroroBka 3a uHxkekTupane Ha Mounjaro KwikPen

4 Y\ Crbnkal:
@ @ e U3muiiTe pBIIETE CH ChC CAllyH U BOJIA.
@]

4 Y\ Crbnka2:
e I3gppmaiiTe KamadykaTta Ha mEcamkara 0e3 1a

t: s1 Or'bBaTe.
[ ]

[IpoBepere nucankara u etukera. He

( — RN I U3M0J13BaiiTe, aKo:
- HMMETO Ha JEKapCTBOTO MU
\ ) KOHLOCHTpaluATa HE OTTOBAPAT HA

MPEANUCAaHOTO OT Bamus nexap.

- THCAJKaTa € C U3TEKBJ CPOK Ha TOTHOCT
(l'omen mo0:) nim M3TIIEXkKAA IOBPEACHA.

- JIEKapCTBOTO € 3aMpa3siBaHO, UMa
YaCTHUIH, MBTHO € WU € C IIPOMEHEH
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a. BbHien 0. BbTpemien
npeAnasuTes npeanasuTes
HA UIJaTa HA UrJjaTa

(
G-
s

-

C;%q

uBsaT. Mounjaro TpsiOBa nia € 6e3LBETeH
10 OJIEMOXKBIIT.

Crbhnka 3:

N30bpIiieTe 4epBEHOTO BHTPEIIHO
YIUITbTHEHUE C TAMIIOH.

Crtnnka 4:

HN306epeTre HOBa urJa 3a nucajaka. Bunaru
M3II0JI3BaiTe HOBA WTJIa 3a MHCAIKa 3a BCSKa
WHXEKIIHS, 32 Ja IPEIOTBPATUTE WHPEKIIUU 1
3aITyIBaHe Ha UTIINTE.

OrcTpaHeTe XapTHEHHEHOTO (OO OT
BBHUIHUA NPCANa3uTEeI Ha Urjiara.

Crnnka 5:

Hatucuere urnara ¢ kamadykara JUPEKTHO
BBpPXY IMUCAJIKaTa U g 3aBbPTCTE, 10KATO CC
3aTCTHE.

Crtpnka 6:

a. M3mbpnaiiTe BHHIIHUS MPEINa3uTeN Ha
WrjaTa u ro 3amasere. Toii 1ie 0bae
M3II0JI3BaH MOBTOPHO.

b. W3mbpnaiiTe BETPEIIHUS MPEANA3UTET Ha
UraTa v ro U3XBhpJeTe.

Crbnka 7:
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3aBbpTeTe OaBHO OyTOHA 32 HHYKEKTHpAHE,
JTIOKATO 4yeTe 2 MIPAKBAHMUA U B TIPO30PUYETO

3a J03aTa ce IMOKaxe YABIDKEHA JTUHYSL.
ToBa e mo3unusTa 3a 3apexaane. Moxe na ce
KOpHUTHpa 9pe3 3aBbpTaHe Ha OyTOHA 3a
WHXCKTHPaHE BbB BCSAKA OT JIBETE TOCOKH,
JTIOKATO TIO3MIIMATA 32 3apexk/IaHe Ce U3PaBHU
¢ MHAMKATOpA 3a J103aTa.
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3AAPBXKTE

5 cek.
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Crbnka 8:

° Hp’L)KTC Bamara nucanka c urijia, HacoucHa

Harope.

e T[loTynaiiTe BHUMATEIHO Jbpikava Ha
MaTpoHa, 3a J1a Ch0epeTe Bh3AYITHUTE
MeXypueTa B ropHaTa 4acr.

Crbnka 9:
- times mOBTOpeTe CTHIKH 7-9, He
HOBeYe OT OIIe 2 IIbTH.

- AKo Bce o1e He BIKaaTe JIEKapCTBO,

CMCHCTC HIJjiaTa Ha IIMcajKaTra u

MOBTOpETE CTHIKU 7-9, HE MOBeYe OT

ome 1 owT.

- AKo Bce Ol1Ie He BIDKJIaTe JIeKapCcTBO,
CBBPIKETE C€ C MECTHHS NPEACTAaBUTEN

Ha Lilly, nocoueH B nucToBKara.

IMocraBsine Ha uH:kekust Mounjaro KwikPen

-

L

~N

J

a. OTnpen

0. O13ax

Crbnka 10:

e 36epere MACTO Ha MH)KEKTHpAHE.

a. Bwe wmm 1pyr 4oBeKk Moxe Jia
WH)XEKTHpaTe JeKapCTBOTO B
o0JacTTa Ha Kopema, Hai-MaJko
Ha 5 cm OT rbNa, Winu 0eIPOTO.

b. /[pyr 4oBek TpsiOBa ga Bu
MOCTAaBU UHXKEKIIMATA B TOpPHATA
YacT Ha pPbKaTa OT 3a/iHaTa i
CTpaHa.

e CMeHsiiiTe MACTOTO Ha HHXKEKTUPAHE
BcsKa ceqmuIia. Moxe /1a M3noa3BarTe
chImaTa 00JIacT OT TSIJIOTO CH, HO CE
yBEpeTe, Ue cTe U30pain pa3indHo
MSCTO Ha MH)KEKTUPAHE B Ta3u
o0acr.

Crpnka 11:
e 3apbpprere OyTOHA 32 HHIKEKTUPAHE,
JIOKATO CIpe U UKOHAaTa [17] ce moxase
B ITPO30pUYETO 32 Jo3aTa. UkoHarta
/@p NMOKAa3Ba IMbJIHA J1034.
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Crbnka 12:

a.

B’LBGZ[GTG urjara B KOXXaTa CH.

b. Unxektupaiite 1€KapcTBOTO, KATO

HaTHCHeTe 0yTOHA 3a HHKEKTHPAaHe,
JAOKATO cIpe, cJIel KoeTo 0aBHO
npedpoiiTe 10 5, KaTo HE OTIycKaTe
OyToHa 3a HHKeKTHpaHe. MkoHara
TpsAOBa /1a ce MOKaXKe B IIPO30PUETO 32
J103aTa, Ipeau J1a OTCTpPaHUTE UIJIaTa.

Crbnka 13:

190

OTtcTpaHeTre uriaTa OT KoXara CH.
Hanuuuero Ha kamnka JiekapcTBO
BHPXY BbpXa Ha UTJIaTa € HOPMAJHO.
ToBa HsIMa fa mmoBiMsie Ha n03ara Bu.
YBepere ce, ue MKoHaTa [0/ eB
MPO30PUETO 32 J03aTa.

Axo Biknare ukonara 0/ B
MPO30pUETO 3a jJ03aTa, Bue cre
TTOJTyYMJIH ITBJIHATA J1034.

Axo He BuxkzaTe nkonara £0/ B
MPO30PUYETO 3a 103aTa, IOCTABETE
uriata oOpaTHO B KOXKaTa CH U
3aBbpuIeTe nHKekusaTa. He
u30upaiiTe OTHOBO J03a.

AKxo Bce omie cMaTaTte, 4e HE CTe
MOJYYWIH ITBJIHATA 1034, HE
3aro4BaiiTe OTHA4ajIo0 U He
nmoBTapstiiTe nHKekusTa. CBBpKETe
ce ¢ MmecTHHA npeacrasuren Ha Lilly,
ITOCOYEH B JIICTOBKATA.



Cien nocraBsne Ha nHxkeknusa Mounjaro KwikPen

4 "\  Crbnka 14:

e AKO BHIHTE KPBB, CJIe]] KATO H3BAIHUTE UINIaTa
OT KOKaTa CH, TIPUTUCHETE JIEKO MACTOTO Ha
MHKEKTHPAHEe C Maplis W mapye namyk. He
Pa3ThPKBaiiTe MACTOTO HA HHXEKTHPAHE.

Crbnka 15:
e BHuMaTenHo moctaBeTe 00paTHO BHHIIHUS
Mpeana3uTell Ha UIJiara.

Crbnka 16:

e Pa3BuiiTe Urnata c npeanasuTens u s
IIOCTaBeTE B KOHTEHHEP 3a OCTPU NPEAMETH
(Bmxre ,,M3xBBpasiHe HA Mounjaro KwikPen n
urauTe 3a nucanka“). He cpxpanssaiite
IHcajKara ¢ IpUKpereHa uria, 3a aa
Mpe0TBpaTUTE U3THYAHE, 3aIlylIIBaHe Ha
UrjaTa ¥ HaBJIM3aHe Ha BB3IYyX B MMUCAJKATa.

Crpnka 17:
e [locraBeTre 0OpaTHO Kamavkara Ha IMUCaIKaTa.
e He cpxpansBaiite nmucankara 0e3 MpUKpereHa
Kallavka.
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CbxpansBane Ha Mounjaro KwikPen

Heun3noJa3BaHu NUCAJIKH:

CobxpaHsiBaliTe HEU3MOJI3BAHUTE MTUCATIKY B XJIAUIHUK TIpu Temnepatypa 2°C u 8°C.

Hewusnon3BaHnute mucaakd MOTaT Ja CC U3MOJI3BAT 40 U3THYAHC Ha CPOKA HA TOJHOCT, OTII€HaTaH
Ha CTUKETA, aKO IMUcaJikaTa € ouna CbXpaHsABaHa B XJIAAUJIHUK.

He 3ampa3ssBaiite Bamrara nucasnka. M3xBbspiieTe mucaikara, ako ¢ Ousa 3aMpa3ssiBaHa.

M3no013BaHy NHCAJIKH:

MoskeTe a cChXpaHsSBaTe H3MOJ3BaHaTa MUCAJIKA ITpH cTaiina TemmnepaTtypa moa 30°C cnex
HWHXEKTUPAHETO.

CoxpassiBaiiTe mricarkaTa u UTJINTE CU Ha MSICTO, HEAOCTHITHO 3a Jea.

I/I3XB’BpJ'IeTC mucankara 30 JAHU CJIC ITbpBaTa yHOTpe6a, HC3aBUCHUMO OT OCTAaHAJIOTO KOJIUYCCTBO
JICKapCTBO B IIHMCAJIKATa.

I/I3XBT>pJ'ICT6 nucajikaTa CJIC Mojiy4aBaHC Ha 4 CCAMUYHH JO3HU. OnutsT 3a HWHKCKTHPAHC Ha
OCTaHAJIOTO KOJMYECTBO JIEKAPCTBO MOXKE Jia JOBECIC 10 HEITBJIHA 103a, BBIIPEKH Y€ B ITUCAJIKaTa
BCC OLIC MMa OCTAaHAJIOTO KOJIMYCCTBO JICKAPCTBO.
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H3xebpasine Ha Mounjaro KwikPen n nriure 3a nucajaxn

e [locraBeTe M3MOI3BAHUTE UIJIM 32 MHCATKA B KOHTEHHED 32 U3XBBPIISTHE HA OCTPU MPEIMETH UITH
TBBPJI IUTACTMAcOB KOHTEHHEp ChC 3aIIUTEH Karak.

o He I/I3XB'I>p.]'IHI7[Te HeoOe30mace ! UM 3a MHcaKa B KOHTCfIHCpa 3a OMTOBH OTIaabIiu.
L I/I3XB’BpJ'ICTC HM3MO0JI3BaHaTa MUucaJika Ciope/] yKkazaHusTa Ha Bamus MCIUIIMHCKHU CIICIIUAJIMNCT.

L4 IlonuTaiiTe Bamms MCIUIUHCKHU CIICUATINUCT 3a Bb3MOXKXHOCTUTEC 3a IMMIPaBUJIHO U3XBBPJIAHEC HA
KOHTeﬁHepa 3a OCTpH NIPEAMECTH.

e He penuxknupaiite U3n013BaHNs KOHTEHHED 33 OCTPHU MPEIMETH.

Yecrto 3a1aBaHU BHIIPOCH

L Axo HE MOXKeTe Jla CBAJIMTEC KallayKaTa Ha IMrucaJikaTa, BHUMATCIIHO 3aBbPTCTE KalladykaTta Ha
ImycajikaTa Ha €aHaTa U Ha JJpyraTta cCTpaHa U CJIC TOBA HSHBpHaﬁTe JUPEKTHO.

e Ako 6YTOHa 3a MHXXCKTUPAHC CC HATHUCKA TPYAHO:
— n0-0aBHOTO HAaTHUCKAHE HAa KOIUETO € yJI€CHU MHKXCKTHUPAHCTO.
— HTIJIaTa MOX€ Oa € 3allyIicHa. IlocTaBeTe HOBaA WTNIA U 3ap€acTe nrucajakara.

— MOXKC Jla UMa IIpax, XpaHa UJIk TECYHOCT BBTPEC B IMUCAJIKaTa. HSXBBpHeTe ImucaJiIkara U B3EMETC
HOBa.

JombaHuTeiHa HHpOpMAaLUs
AKo nMare BITpocH WiH mpodsremMu ¢ Mounjaro KwikPen:
e Caobpxere ce ¢ Lilly mmu ¢ Bamms nexap, MeuIMHCKa cecTpa Wid (papMaiieBT.

MeaquMumMHCKH KaJeHaap

UznomsBaiite Mounjaro KwikPen enun [TocraBsiM cemMHUUYHATa CHU 1032 HA JATUTE MO-JI0MTY.
BT CEIMUAYHO.

Hamnmmmere neds oT ceaMuIiaTa, KOWTo
cTe n30pasu 3a MOCTaBsHE Ha

. ed/Mece ed/Mece en/Mece en/Mece
HNHXCKIUATA. I/IH)KCKTI/IpaI/ITe Ha TO3HU (I[ H) (I[ H) (I[ H) (I[ H)
JICH BCsIKa ceZMHUIIa (HampuMep:

MTOHEACITHUK).

JlaTa Ha mocCJIeHO Mpepa3riiexaane
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IIpunoxenue IV

Hayunawu 3aximioueHust 1 OCHOBAaHHUSA 32 MPOMSHA Ha YCIOBHATA Ha pa3perieHneTo(s1Ta) 3a ymorpeda
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Hay4ynu 3aKi1104eHus

IIpensun onensunns nokiag Ha PRAC otaocuo [TA/Ib 3a Tup3enaruy, HAyIHUTE 3aKITIOUCHUS Ca,
KaKToO cJieJBa:

C orznen Ha HaJMYHUTE JAaHHM 33 JU3ECTE3Ms OT KIMHUYHA U3ITUTBAHUS, CIOHTAHHU ChOOIICHHUS,
KOMTO BKJIFOYBAT B HAKOM CJIy4dau TsACHA BPEMEBA BPBb3Ka, U3UC3BAHEC IPU NPCYCTAHOBABAHC Ha
MIPHUJIOKEHUETO HA JICKAPCTBOTO H/WITU PEIIUIMB HA HEXKeJIaTa peakivs pY OBTOPHO 3all0YBaHE HA
CBIIIOTO JIEKAPCTBO U C OTJIE] Ha MPaBIono00eH MEXaHU3bM Ha JeicTBHe 3a nu3zecte3usi, PRAC
cunTa, 4€ MNPpUIMHHO-CJIICACTBCHA BPb3Ka MCKIAY TUP3CHAaTUI U AU3CCTEIUA Hal-MaJKOTO € Bb3MOKHO
Jla CBILECTBYBA.

C orznen Ha HaJTMYHKTE JAHHM 3a 3a0aBEHO M3IIPa3BaHe Ha CTOMAaxXa OT KIMHIMYHH M3IUTBAHUS,
CIIOHTaHHU C'I)O6HICHI/ISI, KOHWTO BKJIFOUBAT B HAKOU ClIydan TACHA BPEMCBA BPb3Ka, U3YC3BAHC ITPU
IPEYCTAHOBSIBAHE HA MIPUIJIOKCHUETO Ha JIGKAPCTBOTO W/WIIH PELMIMB Ha HEXKeJlaTa peakius IpH
MIOBTOPHO 3aII0YBaHE Ha CHIOTO JIEKAPCTBO U € OTJIe]] HA NPABIOI0I00CH MEXaHI3bM Ha JIUCTBHE 32
3a0aBeHOTO M3Mpa3Bane Ha cromaxa, PRAC cunta, ye mpuUnHHO-CIIECTBEHATA BPB3Ka MEKIY
THp3enaTu] U 3a0aBEeHOTO M3MIPa3BaHe Ha CTOMaxa Hali-MaJIkOTO € Bb3MOXKHO J1a CBIIECTBYBA.

PRAC 3akmtouaBa, 4e mpoAykToBaTa HH(OpMAIUI Ha MPOAYKTUTE, ChABPXKAIIHN TUP3ETaTh I, TpsiOBa
1a Ob/ie CbOTBETHO U3MEHEHA.

Cren xato pasriena npenopbkara Ha PRAC, CHMP ce chriacsiBa ¢ o0muTe 3aKIIOUCHAS U
OCHOBaHMsITa 3a npenopbkata Ha PRAC.

OcHoBaHuUs 32 IPOMSIHATA HA YCJI0BUSATA HA pa3pelleHNeTOo(ATa) 32 ynorpeda

B®3 ocHOBa Ha Hay4yHHUTe 3akItoueHus 3a Tup3enarug CMDh cuuTa, 4e ChOTHOLICHUETO MOJI3a/PHUCK
3a JeKapCTBEeHUs(MTE) MPOIYKT(H), ChABPIKAII(H) THP3ETIATHI, € HSTPOMEHEHO C MPEITI0KEHUTE

IIPOMEHH B MPOTyKTOBaTa HH(POPMAIIHSL.

CHMP npenoppuBa npoMsiHa Ha yCJIOBUATA Ha paspelieHrnero(aTa) 3a ynotpeoa.
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