HNPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTOSI/I JIEKapCTBEH MPOJIYKT MOJICKN Ha JOIBIHUTEIHO HaOmoieHrne. ToBa Iie mo3Boiu 0bp30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMAIUs OTHOCHO Oe30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH Ce
M3KCKBA JIa ChOOIIaBaT BCAKa MMO03UPaHa HeKellaHa peakius. 3a HauiMHa Ha ChOoOIaBaHe Ha
HEXXEJTaHHW PEaKINK BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHUSA ITPOJAYKT

Mounjaro 2,5 mg WHXEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBIHEHA MTUCAIIKA

Mounjaro 5 mg WHXEKLMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBJIHEHA MTHCATIKA

Mounjaro 7,5 mg WHXEKIIMOHEH Pa3TBOP B NPEJABAPUTEIHO HAITBIHEHA MUCAIIKA

Mounjaro 10 mg HHXEKIMOHEH pa3TBOP B MPEABAPUTEIHO HATbJIHEHA MHCATIKA

Mounjaro 12,5 mg HHXEKIMOHEH pa3TBOP B MIPEABAPUTEIHO HAIBIHECHA THCAIIKA

Mounjaro 15 mg HHXEKIIMOHEH pa3TBOP B NMPEABAPUTEITHO HAITBIITHEHA MHCAITKA

Mounjaro 2,5 mg WHXEKIIMOHEH Pa3TBOP BbB (prakoH

Mounjaro 5 mg WHXEKLIHOHEH Pa3TBOP BbB (pIakoH

Mounjaro 7,5 mg WHXEKIIMOHEH Pa3TBOP BbB (prakoH

Mounjaro 10 mg WHXEKIIMOHEH Pa3TBOP BbB (UIAKOH

Mounjaro 12,5 mg WHXEKITMOHEH pa3TBOP BB (hIaKOH

Mounjaro 15 mg WHXEKIIMOHEH Pa3TBOP BbB (PIIaKOH

Mounjaro 2,5 mg/no3a KwikPen uHkeKIIOHEH pa3TBOpP B MPEABAPUTEIHO HAIIBIHEHA THCANKA
Mounjaro 5 mg/no3a KwikPen nH>keKiioHeH pa3TBOp B IPEeABAPUTEIHO HAIIBJIHEHA THCAJIKA
Mounjaro 7,5 mg/no3a KwikPen nHxeKIIMOHEH pa3TBOP B MPEABAPUTEITHO HAIBIIHEHA MTHCATKA
Mounjaro 10 mg/no3a KwikPen nHxekmoHeH pa3TBop B MPeIBAPUTEIHO HAITBIHEHA MHCAIKa
Mounjaro 12,5 mg/no3a KwikPen nmxekunoHeH pa3TBop B MPeIBAPUTEIIHO HAITBIHEHA MTHCATKA
Mounjaro 15 mg/mo3a KwikPen nHXeKIHOHEH pa3TBOp B MPEABAPUTEITHO HAIThIHEHA ITHCAJIKa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

[IpeaBapuTeIHO HAITBJIHCHA MMCANIKA, €AHOI030Ba

Mounjaro 2,5 mg unscekyuonen pasmeop 6 npeosapumenno HanviHeHa NUCAIKA
Bcesika npeaBapuTeIIHO HaTbJIHEHA MHUCAJIKa ChAbpKa 2,5 mg Tup3enaruy (tirzepatide) B 0,5 ml
pa3tBop (5 mg/ml).

Mounjaro 5 mg unsicekyuoner pazmeop 6 npedsapumentHo HanvaHeHa NUCAIKA
Besika npeaBapuTelIHO HATbJIHEHA MHCANKa ChAbPKA S mg Tup3enatus (tirzepatide) 8 0,5 ml pasrsop
(10 mg/ml).

Mounjaro 7,5 mg unsicekyuonen pazmeop 6 npedgapumento HanviHeHa NUCAIKA
Bcesika npeBapuTesiHO HaITbJIHEHA MTMCANIKa ChaAbpiKa 7,5 mg tup3enarus (tirzepatide) B 0,5 ml
pastBop (15 mg/ml).

Mounjaro 10 mg unscekyuonen pasmeop 6 npeosapumento HanviHeHa NUCAIKA
Bceska npeaBapuTenHo HabJIHEHA ucanka ceabpxka 10 mg tupsenaruy (tirzepatide) B 0,5 ml
pastBop (20 mg/ml).

Mounjaro 12,5 mg undicekyuoner pazmeop 8 npedsapumenHo HanviHeHa NUCAIKA
Bcesika npenBapuTennHo HaTbITHEHA MUCANKa ChAbpka 12,5 mg Tup3enatun (tirzepatide) B 0,5 ml
paztBop (25 mg/ml).

Mounjaro 15 mg undicexyuonen pasmeop 6 npedsapumenHo HanviHeHa nucaikaBeska
MpeIBapUTeTHO HAIThJTHeHA MTUCAllKa ChaAbpKa 15 mg tup3enaruy (tirzepatide) B 0,5 ml pa3tBop
(30 mg/ml).



DdnakoH, eIHOI030B

Mounjaro 2,5 mg unocexyuonen pasmeop 6v68 Qiaxkon
Bceska npeaBapuTenHO HabJIHEHA MUCANKa ChABpKa 2,5 mg Tup3enarun (tirzepatide) B 0,5 ml
pa3tBop (5 mg/ml).

Mounjaro 5 mg unsicekyuonen pasmeop 6v6 QiaKoH
Besika npeaBapuTeIIHO HAITbJIHEHA MHCANKa ChAbPKA S mg Tup3enatus (tirzepatide) 8 0,5 ml pasrsop
(10 mg/ml).

Mounjaro 7,5 mg unscexyuonen pasmeop 6v8 Qiaxkon
Bcesika npeaBapuTeIIHO HaITbJIHEHA MUCAJIKa ChIbpKa 7,5 mg Tup3enaruy (tirzepatide) B 0,5 ml
pasztBop (15 mg/ml).

Mounjaro 10 mg unscekyuonen pasmeop 6v6 uakon
Bcesika npeiBapuTeHO HaTBJIHEHA ITUcalKa chabpxka 10 mg tupsenaruy (tirzepatide) B 0,5 ml
pasztBop (20 mg/ml).

Mounjaro 12,5 mg unscexkyuonen pasmeop 6v6 ghnakou
Bcesika npenBapuTennHo HaTbITHEHA MUCANKa ChAbpka 12,5 mg Tupsenatun (tirzepatide) B 0,5 ml
pastBop (25 mg/ml).

Mounjaro 15 mg unsicexyuonen pasmeop 6v6 Prakou
Bceska npenBapuTennHO HaTBITHEHA MTMCANIKA ChABPKA 15 mg Tup3enaruy (tirzepatide) B 0,5 ml

pa3tBop (30 mg/ml).

IIpenBapurenno HambiaHeHa nucanka (KwikPen), MHOrogo3zoBsa

Mounjaro 2,5 mg/oo3a KwikPen unsicekyuonen pazmeop 8 npedgapumenno HanbiHeHa NUCaiKa
Bceska noza ceabpika 2,5 mg tup3enatun (tirzepatide) B 0,6 ml pazrBop. Besika mHOro030Ba
NpeaBapUTEIHO HATbIHEHA mucanka ceabpka 10 mg tupsenatun B 2,4 ml (4,17 mg/ml). Besika
mrcajaka gocTaBs 4 1034 OT 2,5 mg.

Mounjaro 5 mg/ooza KwikPen unsicekyuonen pasmeop 8 npeosapumenno HanviHeHa NUCAiKa
Bcesika no3a ceabpika 5 mg tupsenarun (tirzepatide) B 0,6 ml paztBop. Besika mHOr01030B2
NpeIBAPUTETHO HAITBIITHEHA MUcalika chabpka 20 mg tupsenatuy B 2,4 ml (8,33 mg/ml). Besika
nucajika Joctass 4 1034 OT 5 mg.

Mounjaro 7,5 mg/0oza KwikPen unsicexyuonen pasmeop 6 npeosapumenno HanviHeHa NUCAIKA
Beska noza ceabpika 7,5 mg tup3enatug (tirzepatide) B 0,6 ml pazrBop. Besika mHOromo308a
NpeaBapUTEIHO HATbIHEHa ucanka ceabpka 30 mg tupsenatun B 2,4 ml (12,5 mg/ml). Besika
nmucaka goctaps 4 1o3u oT 7,5 mg.

Mounjaro 10 mg/oo3a KwikPen unsicexyuonen pasmeop 6 npeosapumento HanviHeHa NUCaiKa
Bcesika no3a ceabppika 10 mg tupsenatuy (tirzepatide) B 0,6 ml pa3rBop. Besika MHOTO1030B2
NpeBApUTETHO HATBIIHEHA MUcaka chabpka 40 mg tupsenatuy B 2,4 ml (16,7 mg/ml). Besika
nucaika gocrass 4 n1o3u ot 10 mg.

Mounjaro 12,5 mg/oo3a KwikPen unsicekyuonen pasmeop 6 npeosapumenno HanviHena NUCAIKa
Bcesika no3a ceappxka 12,5 mg tupzenarup (tirzepatide) B 0,6 ml paztBop. Besika MHOTO1030Ba
MIpeIBapUTEITHO HAITBTHEeHA THcalika chabpxka 50 mg tupsenarua B 2,4 ml (20,8 mg/ml). Beska
nucaika goctaps 4 g1o3u ot 12,5 mg.

Mounjaro 15 mg/ooza KwikPen unsicekyuoner pazmeop 8 npedsapumento HanviHeHa NUCAIKd
Bcesika mo3a ceappxa 15 mg Tupsenatun (tirzepatide) B 0,6 ml pazrBop. Besika MHOTO1030Ba
NpeABapUTEIHO HATBIIHEHA MUcalika chabpka 60 mg tupzenatun B 2,4 ml (25 mg/ml). Besika
nucaika gocrass 4 1034 ot 15 mg.



3a IBJIHUA CIIMCHK Ha ITOMOIIHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA
HHXeKIMoHeH pa3TBop

buctep, 6e3mBeTeH 10 O6JIET0KBIT Pa3TBOP.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU MOKAZAHUS

3axapeH quabet Tun 2

Mounjaro e TOKaszaH 3a JICUCHHWE IPH BB3PACTHHU, IOHOMM W nena Ha 10 romuHA W MO-TOJeMH C
HE3a/I0BOJIMTEITHO KOHTPOJIMPAH 3aXapeH MuadeT THI 2 KaTo JOMbIIHEHUE KbM JINETa U YIPaKHEHUS

. KaToO MOHOTEpaIus, Koraro MeT(hOpMHH CE CUUTA 33 HEIOAXOII] IOPaJAl HETTOHOCUMOCT HJIN
HaJU4Ke HA IPOTUBOIIOKA3AHMS
. B JIOITBJIHEHHE KbM JPYTH JIEKApCTBEHH MPOTYKTH 3a JIeUeHUE Ha JraderT.

3a pe3yiTatuTe OT MPOYYBAHETO IO OTHOIICHHE Ha KOMOMHAIMUTE, e(hEKTUTEC BBPXY TIIMKEMHUYHHUS
KOHTPOJI, U3CJICIBAHUTE TOITYJIAIMU U ChPSYHOCHIOBUTE CHOUTHS, BIkKTe Touku 4.4, 4.5 u 5.1.

KouTpoJ Ha TErIoTo

Mounjaro e moka3aH KaTo JOMbJIHEHHE KbM JHETa ¢ HAMAJICHO ChIbPKAHUE HA KAJIOPHH U MOBHUIIICHA

(hu3nvecka akTHBHOCT 32 peryJIpaHe Ha TErI0To, BKIFOYHTEIHO 3ary0a U MoiIbpiKaHe Ha TETJI0To,

P BH3PACTHH ¢ HaYaJICH UHEKC Ha TenecHa maca (MTM)

e >30 kg/m? (3amIbCTABAHE) MK

e >27kg/m? no < 30 kg/m? (HamHOPMEHO TETJIO) NPH HAMYKE HA ITOHE €IHO CHIBTCTBALIO
3ab0JIsIBaHE, CBHP3aHO C TETJIOTO (HAIp. XUMEPTOHUS, AUCTUITUACMUS, OOCTPYKTHBHA ChHHA
amHes, ChP/ICUHOCHI0BO 3a00IABaHe, IPEANA0CT UK 3aXapeH AuabeT THIT 2).

3a pesynraTUTe OT M3MMUTBAHETO IO OTHOLICHWE Ha OOCTPYKTHMBHATa ChHHa amHes (obstructive sleep
apnoea, OSA) u cbpAeYHa HEJOCTAaTHYHOCT ChC 3ama3eHa (pakuus Ha u3riacksane (heart failure with
preserved ejection fraction, HFpEF), BmxTe Touka 5.1

4.2 /lo3upoBKa M HAYMH HA NMPUJIOKEHHE

2 l O3UPOBKa

Havamnara no3a tup3enaruy e 2,5 mg BenHbxk ceamuyaHo. Crien 4 ceAMHIIY 103aTa TPsIOBa J1a ce
YBEIIUYH JI0 5 Mg BEIHBX CEIMUYHO. AKO € He00X0IMMO, MUHIMYM CJiea 4 CEIMHITA MOXKE J1a Ce
HaIlpaBy yBEJIMUEHUE Ha HACTOSAIIATA 103aTa HA CTHIKH 10 2,5 mg.

Bvspacmnu
[IpenoppuntennuTe nmoaabpkany 1034 ca S mg, 10 mg u 15 mg.
MakcumanHata g03a € 15 mg BeIHBXK CEAMUYHO.

Teouampuuna nonyiayus na evzpacm 10 2o0unu u noseue (neuenue na saxapern ouabem mun 2)

IIpenmoprunTeTHATE TTOAIBPIKANTH J031 ca 5 mg u 10 mg.



Makcumansaara 1o3a € 10 mg BeIHBX CSIMUTHO.

KOM6MHUDCIHCZ mepanus

Koraro tup3enarun ce 106aBU KbM ITPOBEXkIaHA B MOMEHTA Teparnusi ¢ MeT)OPMHH /WM HHXUOUTOP
Ha HATPUEBO-TIIIOKO3HUS KoTpaHcnoptep 2 (sodium-glucose co-transporter 2 inhibitor, SGLT21i),
HacTosIIara 103a MeThopmud u/wiun SGLT2i Moxe na ce 3amasu.

Koraro Tup3enarua ce 1o6aBu KbM MPOBEXIaHA B MOMEHTA TEPAIUs ChC CyIPOHMITYPEHHO
NPOU3BOJHO W/WJIM UHCYJIMH, MOXeE Ja ce 0OMHUCITN HaMallsiBaHe Ha 103aTa Ha CyI()OHUIYPEHHOTO
MPOM3BOIHO MJIM WHCYJIMHA 32 HAMAaJIsIBAHE Ha PUCKA OT XHUIOTIHKeMusi. Heo0XomM € caMOKOHTPOI
Ha KpbBHATa 3axap, 3a Jja Ce KOpUrupa Jo3arta Ha cyI()OHWITYPEHHOTO IPOU3BOAHO U HHCYJIMHA.
[IpenopbuBa ce noeTarneH NoAX0A NPy HAMAJIIBAHETO HA J103aTa Ha MHCYJINHA. (BXK. Touku 4.4 u 4.8).

Ilponycnamu 0o3u

AKO efIHa 7032 € TpoITycHara, TS TpsOBa Ja ce MPUIIoKH Bb3MOKHO Haf-CKOpO B paMKuTe Ha 4 THU
CJIel IpOITycHaTaTa 103a. AKO ca MUHAJIH MOBeYe OT 4 THU, HE IpuilaraiiTe MpoIycHaTaTa 03a U
MPUIIOKETE CleABaIlaTa 103a B PEIOBHO MIIaHUpaHus AeH. [Ipu BCUUKU Cllydau MallueHTUTe MOTatT
CJIe]l TOBa Ja Bh30OHOBAT OOMUaliHaTa CH cXeMa Ha IpUjlaraHe BeIHBXK CEAMHYHO.

HDOM}ZHCI Ha cxemama Ha npuiazcane

JleHsaT oT cemMuIiaTa, B KOMTO Ce IIpriiara TUP3EMmaThH ] MOKe Ja c€ POMEHH, aKo € Heo0X0InMO,
CTHUTA BPEMETO MKy JIBE IO3HU Jla € Hail-MajKo 3 JHH.

CneuuaﬂHu nonyaayuu

Cmapuecka 6v3pacm, nosi, pacd, emuu4ecka RPUHAOIENCHOCTN UL MeeCHO Me2io

He e HEoOXx0mMMO KOpHUTHpaHe Ha /103aTa B3 OCHOBA HA BH3PAcCT, IMOJI, paca, ETHHYECKa
MPUHAICKHOCT WIH TEJIECHO TerJIo (BXK. TOUKH 5.1 u 5.2). FiMa MHOTO OrpaHWYeHN JaHHU ITPU
MAIMEHTH Ha BB3pacT > 85 roIuHH.

bvopeuno yspeacoane

He ce nanara xopurupaHe Ha J03aTa Py TaUEHTH ¢ ObOPEYHO yBpeXkKAaHe, BKIIOUYUTEIHO TPU
TepMHHAJIeH cTaanii Ha 0BOpedna 6onect (End Stage Renal Disease, ESRD). OmutsT 0T ynorpebara
Ha THp3eNaTH] IPU NAIMEeHTH C TeXKa cTereH Ha 0b0peuHo yBpexnane 1 ESRD e orpannyes.
TpsOBa 1a ce MoIXoXK/a ¢ MOBUIICHO BHUMAaHKE TIPH JICYSHUETO Ha TE3U MAIlUCHTH C THP3ETaTH/I.
(Bk. Touka 5.2).

Yeprnoopobno yspedcoane

He ce Hanara xopurupaHe Ha J03aTta Ipy HalMEHTH ¢ YSPHOIPOOHO yBpekaaHe. OMUTHT OT
ynorpebaTa Ha TUP3EMaTH I IPH MAIMEHTH C TeXKO YePHOAPOOHO yBpEXKIaHE € OTpaHIYEH.

TpsiOBa 1a ce MOAX0XK/Ia ¢ IOBHUIIICHO BHUMAHKE MTPH JICUSHUETO HA TE3U MAIlMEHTH ¢ TUp3enaTu/ (BK.
TOYKa 5.2).

Tleouampuuna nonyrayus

He e HeoOxoamma KOpeKITHs Ha 103aTa Bb3 OCHOBA Ha BB3PACT, I10JI, paca, ETHUYECKa MIPUHAIIICKHOCT
WM TEJECHO TETJIO MPH Jiella M FHOMIM Ha Bh3pacT oT 10 mo mox 18 roawnwm, eKyBaHU 3a 3aXapeH
nmuabet Tum 2. JIurcBat JaHHU MPH JIeTa ¥ FOHOIIH ChC 3axapeH auadeT Tun 2 ¢ tenecHo terio < 50 kg
w U'TM o 85-us mepceHTrII pH 3arouBane Ha jiedeHueto. [lpu nena ¢ terio < 60 kg TpsoBa aa ce
MOAXO0K/Ia C TIOBUIIICHO BHUMaHWE, KOTaTo jJo3ara ca moBuimaBa a0 10 mg, Thil KaTo JaHHUTE IO
OTHOIIIEHHE Ha 0€30ITacCHOCTTa Ca OTPaHUYECHH.



be3onacHocTTa M €PUKACHOCTTA HA TUP3ETATHI HE Ca yCTAaHOBEHHM TPH Jielia Ha Bh3pacT noj 10 roguHu
3a JICUCHHE Ha 3axapeH AuadeT THIT 2 ¥ TIPH AeTa ¥ FOHOITH Ha Bh3pacT 1o/ 18 ToquHu 3a KOHTPOIUpaHe
HAa TETJIOTO.

Hauue Ha npuiioxxeHue

Mounjaro TpsiOBa J1a ce MHKEKTHpA MOAKOXKHO B 007acTTa Ha KOpema, 0epOoTO WK APYT YOBEK
TpsiOBa J]a MHKEKTUPA B 33JHATA YaCT HA TOPHATA YacT Ha PHKaTa.

I[osaTa MOXKEC J1a CC IIpujiara 1o BCAKO BpEMC Ha JACHS, HC3aBUCHUMO OT XPaHCHCTO.

Mecrara 3a HHXKEKTHpaHE TPsOBa J1a CE CMEHST IMPH MPUIIOKEHUETO Ha BCSAKA 1103a. AKO MAIlUEHTHT
WH)KEKTHpA W UHCYJIUH, TOW TpAOBa J1a MHXKEeKTHpa Mounjaro Ha Jpyro MsCTO 3a MHXEKTUPaHE.

[ManuenTrTe WK NHUIIAaTa, TOJATAIY TPWKH, TPSOBa 1a ObaT MOCHBETBAHU JIa TIPOYETAT BHUMATEITHO
yKa3aHHATA 3a yIoTpeda, BKIIOYEHH B JIMCTOBKATA, IPEIH J1a puiIaraT JeKapcTBeHUs MpoayKT. [Ipu
NeJUaTPUYHU NALUEHTH, JIMIETO, KOETO [10Jara IprK1 MOKe Jja II0OCTaBU MHKEKLIIUUTE WU
MALHUEHTHT MOXKE Ja CH I'M IOCTAaBU CaM, aKO MEIUIMHCKHU CIELUAINCT IIPELICHH, Y€ TOBA €
MOIXOZAILO.

[Ipenn ynotpeda Ha Mounjaro KwikPen, Tpsi6Ba 1a ce npoueTat BHUMATEeTHO YKa3aHUATA 32
ynotpe0a.

Dnakon

ITanmenTHTE W NMHIIaTa, KOUTO CE TPIDKAT 32 TAX, TPSAOBA Ta ObAaT 00yUCHHN B TEXHUKATA HA MTOJAKOKHO
WH)KEKTHpaHe, Mpeu 1a npuiarat Mounjaro.

3a IoMbIHATEIHA HHpOPMALIHS ITPEIN IPUI0KCHHE BUXKTE TOUKa 6.6.
4.3 IIporuBomokaszaHus

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHOTO BCIICCTBO HJIM KBM HAKOC OT IIOMOIIHHUTC BCIICCTBA,
n30poeHu B Touka 6.1.

4.4 Chnenuajanu npeaynpesaeHus: U NpeAna3sHu MepKH NPU ynoTpeda

OcTbp HaHKPEATUT

TI/Ip?)eHaTI/IZ[ HC € IPOYYCH IPU MAIIUCHTH C aHAMHC3a 34 IaHKPCATUT U TpSI6Ba Ja CccC rnpujiara €
MMOBUIICHO BHUMAHUC IIPU TC3U MAIUCHTH.

Nma cpo0mieHus 3a OCThp MAHKPEATHT MIPH MAIlUeHTH, JIEKYBaHU C TUP3ETaTh].

[ManuenTure TpsiOBa j1a ObaaT HHOOPMUPAHU 32 CHMITOMHTE Ha OCTBP MaHKPeaTHT. AKO ce MoJI03Upa
MAaHKPEaTHT, MPIIIOKEHNETO Ha TUP3ENaTH TPSAOBA J1a Ce MPEeyCTaHOBU. AKO AMarHo3ara MaHKpPeaTuT
ce MOTBBPIM, TUP3enaTu He TpsiOBa 1a ce mpuiara oTHOBO. [pu nurca Ha Apyru npU3HALM U
CHUMIITOMH Ha OCTBP NMaHKPEATHT, OBUILEHUETO Ha MAaHKPEATUYHUTE €H3UMH caMo 110 ce0e CH He €
MIPOTHOCTHYECH OeJIeT 3a OCThP MaHKpeaTHuT (BXK. Touka 4.8).

XHUIOTTUKEMUSA

[ManuenTuTe, MOTyYaBaIy THP3ENATH]] B KOMOWHAINS C MHCYJIMHOB CEKpeTaror (Hampumep
cyn(hOHWITYpPEIHO IPOU3BOIHO) WIIH WHCYJIMH, MOXKE JIa UMAT MOBHUIIEH PUCK OT XHUITOTIIUKEMUSI.
PHCKBT OT XHUITOTTTUKEMUS MOXKE Jla ObJ/Ic HaMalleH Ype3 HaMassBaHe Ha JI03aTa Ha WHCYJTHHOBUS
CeKpeTaror Wwin HHCynIuHa (BXK. Touku 4.2 u 4.8).



TactponnTecTHHAIHN €hEKTH

Tup3enatua ce cBbp3Ba CbC CTOMAITHO-UYPEBHU HEXXETaH! PEakliy, KOUTO BKIIOYBAT raJicHe,
noBpbLIaHe 1 Auapus (BK. Touka 4.8). Te3u HexxenaHn peakuy MOraT J1a I0BeJaT A0 JAeXuapaTanus,
KOETO MOXKE J1a TOBEE IO BiIOIIaBaHe Ha Ob0pedHaTa GyHKIHS, BKIIIOYHTEITHO OCTpa OBO0pedHa
HegocTaTbyHOCT. [lanmenTure, nekyBaHu ¢ TUp3enaTus, TpsOBa 1a ObaaT HHPOPMHUPAHH 32
NOTCHIUAIHUS PUCK OT JeXHUIpaTalys, OCOOCHO BbB BPb3Ka ChC CTOMAIIHO-UYPEBHH HEXETaHU
peaKkiuu, U Jia B3eMat Npeara3Hi MEepKH, 3a Jia ce 30erHe N34eprBaHeTo Ha TEYHOCTH U
enexTponuTeH aucbaranc. OcobeHo ToBa TpAOBa 1a MMa MPeaBH/ IIPU XOpa B CTapuecka Bh3pacT,
KOHMTO MOKE JIa ca B IIO-TOJISIMa CTENeH MPEAPa3NoI0KeH! KbM OA00HN YCIIOKHEHUSI.

TeXKO CTOMAIITHO-IYPEBHO 3a00JIsIBaHE

Tupsenatua He € MPOYYCH NPHU NMAIMEHTH C TEKKO CTOMAITHO-YPEBHO 3a00JIIBaHE, BKIIFOUUTEITHO
TEeXKa racTponapesa, ¥ Tps0Ba Jja ce mpujiara ¢ MOBUIIIEHO BHUMaHUE MPH TE3H MaIllUeHTH.

JlnabeTHa peTUHOIATUS

bpp30To mogobpsABaHe Ha TIIMMEKUYHIS KOHTPOJ € CBBP3aHO C BPEMEHHO BIIOIIABAaHE HA quadeTHara
petunonatus. [larmenture ¢ quaberHa peTuHONaTHs TPsIOBA Ja ce HAaOIIOAaBaT BHUMATEITHO U 1a Ce
JIEKYBaT B ChOTBETCTBUE C KIMHUYHUTE YKA3aHUS.

Acrmpaum[ BBB BPB3Ka C 06H_Ia AHCCTC3HUA WIN zn)n601<a ceaanus

CpobmieHn ca cirydan Ha Oeompo0OHa acupanusi Mpy narueHTH, mony4dasanu GLP-1 penenropan
aroHHCTH, KOWTO Ca MOJJIOKEHHU Ha 001Ia aHecTe3us HiT JbI00Ka cemarus. [Topaau Toa npeau
W3BBHPIIBAHETO HA MPOIIETypH C 00IIa aHeCTE3Us WK TBIO0KO cenamus TpsiOBa Ja ce uMa MpeIBUT
MOBUILIEHUAT PUCK OT HAIMYKE HA OCTATHYHO CTOMAIITHO ChIABPIKUMO IOPaIu 3a0aBeHO U3Mpa3BaHEe Ha
cromaxa (Bx. Touka 4.8).

CopabpkaHue Ha HATPUH

To3u neKkapcTBEH NPOAYKT ChIbprka Mo-Majako oT 1 mmol HaTpuii (23 mg) Ha 1033, T.e MOXKE Ja ce
KaXKe, 4e MPaAKTUIECKH HE ChIIbpKa HATPUH.

ben3nioB ajgKoxoi1

To3u nekapcTBEH MPOAYKT ChABPXKA 5,4 mg OSH3UIIOB aJKoX0J1 BB Besika o03a 0,6 ml Mounjaro
KwikPen.

4.5 B3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoelicTBHe

Tupsenatua 3a0aBsg CTOMAIIHOTO M3IPa3BaHe U MO TO3W HAYMH MMa TOTEHITNAJ /1a TIOBIUSE BBPXY
CKOPOCTTa Ha abCOpOIMS Ha CHITHTCTBAIIO MPUIAraHUTE MEPOPATTHH JISKAPCTBEHU NPOAYKTH. T03u
edexT, Bogent 10 NoHMmKEHA Cmax 1 3a0aBEHO tmax, € HA-M3pa3eH B MOMEHTA Ha 3all0YBaHe Ha
JICUCHUETO C TUP3CTIATH/I.

BB3 ocHOBa Ha pe3ynTaTUTe OT MPOYYBaHE C MMapareTamMol, KOWTO € U3IMO0JI3BaH KaTo JIEKapCTBCH
MPOAYKT MOJIE 3a OIICHKA Ha e()eKTa Ha TUP3EMATH ] BbPXY M3IPa3BaHETO HA CTOMaxa, He Ce OYaKBa
Jla Ce HAJIOXKM KOPUTUPAHE HA J]03aTa Ha MOBEYETO CHITBTCTBAIIO NPUIaraHy MepOpaTHy JICKAPCTBCHH
MPOAYKTH. BhIpeku ToBa ce mpenopbyBa Jia ce HaOI01aBaT NallMeHTUTE Ha JICYCHHE C TIEPOPATHU
JICKaPCTBEHHU HPOIYKTH C TECEH TEPANEeBTUYCH MHACKC (Hamp. Bap(apuH, JUTOKCHH), 0COOEHO MPH
3aro4yBaHe Ha JICYCHUETO C TUP3EMATH/I U IPHU TOCIeIBaII0 OBHIIaBaHe Ha jo3arta. Chio TpsOBa aa
ce MMa MPEeJIBUJ] U PUCKBT OT 3a0aBsiHe Ha e()eKTa IpU IePOPATHH JICKAPCTBEHH MPOYKTH, 32 KOUTO €
Ba)XHO OBP30TO Hayaslo Ha eeKra.



ITapanietamon

Crnen mpuito’KeHUE Ha €IMHUYHA 71033 TUP3EMaTh]] S mg MaKCHMaTHaTa IIa3MeHa KOHIICHTpalus Ha
napanetamodn (Cmax) ce moamxkana ¢ 50 %, a MmeauanaTa (tmax) ce 3a0aBs ¢ 1 yac. EQexTsT Ha
TUp3ENaTH]| BEPXY NepopaiiHaTa abcopOIusl Ha mapaneTaMoll 3aBICH OT J1o3ata U BpemeTo. [Ipu
aucku mo3u (0,5 u 1,5 mg) nma camo Mayika MpoMsTHa B €KCITO3UIUATA Ha Taparneramodn. Cien
MIOCIICIOBATEITHO MPIIIOKEHUE HA YETUPH CEAMHYHH J103H TUp3enaruy (5/5/8/10 mg) He ce
HaoOmoaaBa €PeKT BbPXY Cmax U tmax Ha maparieramoi1. O0riara excrosuiiust (AUC) He ce moBIusBa.
He e HeoOxoMMo KopUTHpaHe Ha Jj03aTa Ha TapaneTaMoll, KOraTo ce Mpujiara ¢ THp3emaTuI.

HCD OpaJHH KOHTPALICTITUBHU

[Ipunaranero Ha komOuHNpaH nepopaned koutpauenTus (0,035 mg ernnnnectpaanon mwioc 0,25 mg
HOPrecTHMaT, IpeAseKapCTBO Ha HOPEAreCTPOMHUH) C AMHUYHA 103a TUp3enatua (5 mg) Boau 10
HaMmassiBaHe Ha Cmax Ha IEPOpaHUS KOHTPALEITHB U HA IUIOLITA IO KpUBAaTa IIa3MEHa
konnenTparms/Bpeme (AUC). Cmax Ha eTrHWIECTpaanon Hamansisa ¢ 59 % nu AUC ¢ 20 % ¢
YABIDKAaBAaHE Ha tmax € 4 9aca. Cmax Ha HOpenrecTpoMuH Hamaissa ¢ 55% u AUC ¢ 23% c yapmxaBaHe
HA tmax € 4,5 "aca. Cnax Ha HOprecTuMaT HamassiBa ¢ 66 %, a AUC ¢ 20 % c¢ yabpnkaBaHe Ha tmax C

2,5 yaca. ToBa HamMassIBaHE Ha €KCIO3ULMATA CIIe]l €IMHUYHA 103a TUP3eNaTU He Ce CUMTa 3a
KJIMHUYHO 3HauuMo. He ce Hanmara kopurupase Ha 03aTa Ha IEpOpaIHUTE KOHTPALENTHBH.

4.6 @epTUINTET, OPEMEHHOCT U KbpMeHe

KeHu ¢ geTepoaeH NOTCHINAI

IIpenopruBa ce )KEHHUTE ¢ ACTEPOJICH ITOTSHITHAI J]a U3IT0JI3BAT KOHTPAIICTIIIHSI, KOTaTo Ce JIEKYBaT C
THUP3ETaTU/I.

BpemenHoct

JlurcBaT WM UMa OTpaHUYEHH JaHHU OT ynoTpeOaTa Ha TUp3enaTH ] PH OpEMEHHH KEHH.
[Ipoy4Banus pu KUBOTHU IMOKA3BaT PEIPOTyKTHBHA TOKCHYHOCT (BK. Touka 5.3). Tupsenatun He ce
MIPenophYBa 10 BpeMe Ha OpeMEHHOCT U MPH KEHH € AETEPOJICH IMOTSHIINA, KOUTO HE U3I0JI3BAT
KOHTpauenusi. AKO MallMeHTKa jkejae Aa 3adpeMeHee WK HacThIIM OPEMEHHOCT, JICYEHUETO C
THp3eMaTh TpOBa 11a ce mpeycTaHoBH. Tup3enaTu TpsOBa Ja ce MPeyCTaHOBH Hal-Mako 1 Mecert
MIpeu TIaHupaHa OpeMEeHHOCT, IOpaan ABJITHS MOTYKUBOT (BXK. Touka 5.2).

Kopmene

Cren emuHUYHA 1032 5 Mg, KOHIEHTPAIIUATA HA TUP3EMATH ] B KbpMaTa HEe MOXeE J1a CE YCTAaHOBH HJIH
€ MHOTO HHCKA B CPABHCHHUE C TUIA3MEHUTE KOHICHTpAIK. Thil KaTo TUp3enmaTH/I MPECTABIsIBA
MOCJIEIOBATETHOCT OT aMHUHOKHCEIIMHH, 0YaKBa C€ BCIKO MAJIKO KOJIMYECTBO, TPUCHCTBAIIO B
KbpMaTa Jia ObJie pa3rpajJieHo U jia He ce abcopOrpa KaTo HEMPOMEHEHO JIEKApCTBO, IPHETO
MepopasTHO OT KbpMaueTo. He € U3BeCTHO Jaiiu HaMalICHUAT MPUEM Ha XpaHa OT MallKaTa, MPUYUHCH
OT TUP3CTIAaTU, BIIUAC BHPXY ChbCTaBa UKW XPAHUTCIIHOTO CbAbPKAHUEC Ha KbpMara. Karo oAJ10,
THP3EMaTH]] MOXKeE Ja CE U3I0JI3Ba [0 BpeMe Ha KbPMEHE.

DepTUnuTer
EdekTsT Ha TUp3emaTua BEPXy QPEepTUINTETA TP XOpa HE € H3BECTEH.

ITpoyuBaHMATA TP KUBOTHH C TUP3EIIATH]] HE TIOKA3BAT TUPEKTHU BPEIHU €(DEKTH 110 OTHOLICHHE Ha
(dheprruTeTa. (BXK. TOUKa 5.3)



4.7 EdexTH BHpPXYy cCH0COOHOCTTA 3a moupaHe U padoTa ¢ MAIIMHH

Tupsenatua He TOBIUSBA WU TOBIHUSABA MPESHEOPEIKUMO CITOCOOHOCTTA 3a Iodupane U pabora C
MarmHU. KoraTo Tup3enaTua ce u3noia3Ba B KOMOUHAINS ChC CYI(POHMITYPEHHN TPOU3BOIHU WITH
WHCYJINH, AIUeHTHUTE TPsAOBa qa ObAaT MOCHBETBAHH Jia B3eMAaT MPEANa3Hu MEPKH 3a n30sArBaHe Ha
XHUIIOTJIMKEMHUS 110 BpeMe Ha Iodupane 1 padoTa ¢ MalluHu (BK. Touka 4.4).

4.8 HexesaHu JeKapCTBEHH PeaKIUH

PesromMme Ha nipoduiia Ha Oe30macHOCT

B 14 3apbpiienn npoyuBanus (aza 3, 15 169 pb3pacTHH MAIMEHTH Ca ¢ EKCIIO3UIIMS Ha TUP3ETaTH I
CaMOCTOSTEITHO WA B KOMOHWHAIUS C IPYTH TIIFOKO30MOHMKABAIIHY JICKAPCTBEHH NMPOoAyKTH. Haii-
YECTO ChOOIIAaBAaHUTE HEXKETAaHH PEaKIK Ca CTOMAITHO-YPEBHU HAPYIIICHUS U T€ Ca MPEIUMHO JIEKH
WM yMepeHH 1o Texxect. Cilyuaute Ha rajJieHe, TMapus U OBPBIIAaHE ca C M0-BUCOKA YECTOTa 0
BpeMe Ha TIOBHIIIABaHE HA JI03aTa M HAMAJISIBAT C TEUCHHE HAa BpeMeTO (B TOUku 4.2 u 4.4).

TabauyeH CIMCHK Ha HEXETAHNUTE pCaKknnu

Crnennute, CBbP3aHU C MPUIOKEHUETO Ha JICKAPCTBEHUS MPOAYKT, HEKEIaH! PEaKIMU OT KIMHUYHH
NpOYYBaHUs ca U30POEHH IMO-A0JIY 10 CUCTEMO-OPTraHeH Kilac M [0 HU3XOMAII PeJ] Ha TAXHATA YeCTOTa
(mHOrO yectu: >1/10; yectu: >1/100 mo <1/10; Hewectu: >1/1 000 mo <1/100; peaxu: >1/ 10 000 g0
<1/1 000; muor0 penku: <1/10 000). B pamkuTe Ha Bcsika rpyna Mo 4ecToTa, HEXKEJIAHUTE Peakiy ca
NpeACTaBEHU B HU3XOIAIL PEI.



Taboauua 1. HesxkenaHu peakiun

Cucremo- MHoro yecTn YecTn Heuyectn Penkn
OpraHeH KJac
Hapymenus Ha Peakiuu Ha AHaQUINTHIHH
HMYHHaTa CBPBXYYBCTBUTEITHOCT peakkus’,
cucTeMa aHruozueM”’,

Hapymenns na

Xunornukemus ' *

Xunornukemust'* npu

Xunornukemus ' *

4eCTOoTa,
I[MoBunieHa umnasa,
[MoBuIeHa aMuIa3a
IToBumen
KAJIIUTOHUH B
KPBBTA’

MeTa00Jau3Ma KOTaTo ce ymotpeba ¢ IpH yrmoTpeda ¢
XpaHeHeTo TpHJIara cbC MeT(hOpMUH U MeThopMuH®,
cynponmnypeitno | SGLT2i- Hamaneno terno!
MIPOU3BOAHO HITH
WHCYJIUH,
Hamanen
amerur’
Hapymenus Ha 3amasHOCT? Hucreysus,
HepBHaTa Juzecresus™
cucTeMa
CbaoBu XUmoToHUs?
HapylIIeHUsl
CromManiHo- T"anene, Jucnencusi, Xonenurtuasa,
4YpEeBHHU Huapus ITonyBane Ha kopema, | XOJIEHUCTHT,
HApPYIIEHUs IMospbmane?, Opursase, Octbp
Kopemna 6onka’, | MeTeopussm, MaHKPEaTHT,
3amek lactpoesodarnanna 3abaBeHO
pedaykcHa 6omect U3IIpa3BaHe Ha
cTOMaxa
Hapymenus Ha Kocomap 2
KOKATa "
NMOJIKOKHATA
ThbKaH
O0um Ymopa'® Peaxuuu Ha MsacToTo | Bonka Ha
HAPYUIIECHUS | Ha WHXKEKTUPaHE MSICTOTO Ha
edexTHn Ha WHXXEKTHUpaHe
MSICTOTO HA
NPUJI0KEHNe
HN3cnenBanus IToBuieHa cbpaeyHa

*OT OCTMAapKETUHIOBU CHOOIIEHUS.
Ot noctmapkeTraross cro6menus u SURPASS-CVOT.
*Xunornukemus, 1epMHAPaHa MO-T0ITy.
TYMOpa BKIIFOUBA TEPMUHHUTE yMOPA, ACTEHUSI, HEPA3IOIOKEHUE H JIETAPTHS.
! Hesxenmana peakius, KOSATO Ce OTHACS CaMo 3a MALMEHTH Che 3axapen auabet tvn 2 (type 2 diabetes

mellitus, T2DM).

2 Hexenana PpE€aKkius, KOATO CE€ OTHACA I'IaBHO 3a MAIMMEHTH C HAAHOPMCEHO TETJIO WJIN 3aTIBCTABAHE, C

i 6e3 T2DM.

3 Yecrorata € ,,MHOro uyectu B npoyusanusara SURPASS-CVOT, 3a koutpo: Ha ternoro, OSA u
HFpEF u ,,qectu’ B nmpoyuBanusra mpu T2DM.
“Yecrorara ¢ ,,gectu’ B npoyusanusta SURPASS-CVOT, 3a xonrtpos Ha Ternoro u HFpEF u
,HedecTu* B mpoyusanusaTta npu T2DM u OSA
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> Yecrorara ¢ ,,4eCTH B npoyuBaHusita SURPASS-CVOT, 3a kontpos Ha ternoto u HFpEF,
,HedecTu B mpoyusanusaTa 3a T2DM npu Be3pactHu 1 OSA U ,,MHOTO penKu‘‘ B IpOy4YBaHUATA IPH
T2DM nipu neauaTpuIH MaHCHTH

®Yecrorara e ,,deCTH"* B MpoyuBaHuATa pu T2DM mipu memuaTpuaHA MaueHTH

"Yecrorara e ,,muoro yectu‘ B mpoyusaneto SURPASS-CVOT u ,,uecTu® B pOyYBaHUSATA TIPH
T2DM npu BB3pacTHU U Jela.

8 Yecrorara e ,,mHOro0 uectn* B npoyusanero SURPASS-CVOT u ,,uecTu B pOy4BaHUATA 32
perynupane Ha Terioto, OSA, HFpEF u npoyuBanmsta npu T2DM 1ipu BB3pacTHH U JeT1a.

Onucanue Ha I/I36I)EIHI/I HCXCJIaHU pCaKInu

Peakuuu HA cepvXxuyscmeumelHocm

Peaknny Ha CBPBXYIYBCTBUTEIIHOCT Ca ChOOIIABaHM MPH yIIOoTpedaTa Ha THp3eHaTHI B COOpPHUTE
T2DM marie60-KOHTPOJIUPAHH MPOYYBAHUS ITPH BH3PACTHH, COOPHU IIIAric00-KOHTPOIMPAHT
MPOYYBaHUs 32 KOHTPOJ Ha TETJI0TO, B COOPHHU IUIale00-KOHTpOIpaHy m3nutBanus 3a OSA u
miane6o-koHTpoaupanu npoy4sanus 3a HFpEF, monsikora Texxku (Hamp. ypTUKapusi, ek3ema, OOpHB,
nepMaTuT). Peakiiu Ha CBpBXIyBCTBUTEITHOCT ca choOImasanu mpu 3,2 % , 5,0 %, 3,0 % u 4,7%
PECIIEKTUBHO OT MallUeHTUTE, JIEKyBaHU C TUp3enaTtul, B cpaBHenue ¢ 1,7 % 3,8 %, 2,1 % u 3,5% ot
MAlMEHTUTE Ha I1ane6o.

Cnyqan Ha aHa(anaKanHa peaKklusa U aHruocIeM Ca C”bO6H_IaBaHI/I PAAKO IIpU yHOTpe6a Ha
TUP3CIATU/ CJICA IMYCKAHC Ha I1a3apa.

Xunoznuxemus npu nauueHmuy cve 3axaper ouabem mun 2

Ipoyusanus npu ouabem mun 2 npu 6v3pacmHu

Knuanyno 3HaunMa xunornukemus (KpbBHa rioko3a < 3,0 mmol/l (< 54 mg/dl) nunm Texxka
XUMOTIIMKeMUs (M3UCKBa TIOMOIII OT APYTo JuIle)) ce Habmoaasa mpu 10 mo 14 % (0,14 mo

0,16 chOMUTHSA/TIAIMEHTOTOIMHA) OT MAlMEHTHTE, KOraTo THP3EHaTH I € 100aBeH KbM CYI(POHUITYPEHHO
npou3BoaHO U mipu 14 10 19 % (0,43 no 0,64 chOUTHS/ MaIMEHTOrO/IUHA) OT MAIIMEHTUTE, KOTaTo
TUp3enaTu] € 100aBeH KbM 0a3ajeH UHCYIIUH.

YecroTara Ha KIMHUYHO 3HAYMMa XUIOTJIMKEMHSI, KOIaTO TUP3EHaTH] CE U3I0JI3Ba KaTo
MOHOTEpAITHUs WK KOTaTo ce 100aBs KbM JPYTH IMePOPATHU aHTUANA0ETHH JICKAPCTBEHU POYyKTH, €
10 0,04 ceouTHs/marueHToroauua (Bx. Taonuna 1 u rouku 4.2, 4.4 u 5.1).

B knmuanyan npoyusanus ¢asa 3, 10 (0,20 %) mauuent chodmanar 3a 12 enu3oga Ha TEXKa
xunoriaukeMusi. Ot te3u 10 nmaumentu 5 (0, 1 %) ca Ha OCHOBHA Tepanus ¢ MHCYJIMH TIap>KUH HITH
cynhOHWIYPEHHO IPOU3BOIHO, KOUTO CHOOIIABAT 3a 10 1 enu30/.

Ilpoyusane 3a koumpon Ha me2i0mo

B mnare0o-koHTposipaHo u3nuTBane (aza 3 3a KOHTPOJI Ha TEMIOTO Npu narueHTd ¢ T2DM ce
choOIIaBa 3a XUNOTTUKeMHus (KpbBHA Toko3a < 3,0 mmol/l (< 54 mg/dl)) npu 4,2 % oT nanueHTure,
JIEKyBaHH C THP3ENaTHI, B cpaBHeHHe ¢ 1,3 % OT manueHTHTE, IEKyBaHU ¢ Tuianebo . B Tora
M3MHATBaHE MANUEHTUTE, IPUEMaNTH TUP3ETaTh B KOMOMHAIIMS C HHCYJIMHOB CEKpeTaror (Harp.
cyhOHWIYPEIHO POU3BOJIHO), Ca UMAJIH MTO-BUCOKA YecToTa Ha xunoriaukemus (10,3 %) B
CpaBHEHHE C JIEKyBaHHUTE C TUP3EMATH]I AIIMeHTH, KOUTO HE ca MpHeMan CylI()OHIITypeitHO
mpon3BoaHO (2,1 %). He ca cro0miern enu3o11 Ha TEXKKA XUTIOTITHKEMHSL.

CmOMaWHO—'—lDe@HM peakyuu

B c6opuu mnanebo-kouTponupann T2DM npoyuBaHus pu Bb3pacTHH (a3a 3, yecToTara Ha
CTOMAITHO-YPEBHUTE HAPYIIEHHUS Ce YBEIU4YaBa B 3aBUCHMOCT OT J1o3aTa — tup3enartun 5 mg (37,1 %),
10 mg (39,6 %) u 15 mg (43,6 %) B cpaBHenue ¢ mianedo (20,4 %). 'anene ce Habm01aBa IPU
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12,2 %, 15,4 % u 18,3 % B cpaBHenue ¢ 4,3 % u auapus npu 11,8 %, 13,3 % u 16,2 % B cpaBHEHHE ¢
8,9 % 3a tupesenaruyg 5 mg, 10 mg u 15 mg cnpsmo mnane6o.

CroMairHO-4peBHUTE HEXKEIIaHU PEaKIIMU ca MPEIUMHO C Jieka cteneH (74 %) wim ymepeHa CTerneH Ha
(23,3 %) texect. UecToTaTa Ha rajicHe, TOBPBIAHE U JUAPUS € TO-BHCOKA 10 BpeMe Ha Iepuojia Ha
MOBMILIABAHE HA J|03aTa U HaAMaJIsiBa C BPEMETO.

[ToBeue manuenTH B rpynure Ha Tupsenatug S mg (3,0 %), 10 mg (5,4 %) u 15 mg (6,6 %) B
cpaBHeHHE ¢ rpymara Ha miane6o (0,4 %) ca mpekpaTmwiu TpaifHO IIpreMa IMopaau CTOMAITHO-YPEBHO
chrOuTHE.

B nmane6o-koHTpoIMpaHo mpoy4BaHe 3a KOHTPOJ Ha TeryioTo (asa 3 npu nanuentu 6e3 T2DM,
CTOMAIITHO-YPEBHUTE HAPYIIICHHUS Ca C€ YBEIUIIIIN IIpu TUp3enatu S mg (55,6 %), 10 mg (60,8 %) u
15 mg (59,2 %) B cpaBHenue ¢ mianebo (30,3 %). 'anene ce Habaromasa mpu 24,6 %, 33,3 % u

31,0 % B cpaBHenue ¢ 9,5 % u quapus npu 18,7 %, 21,2 % u 23,0 % B cpaBHeHue ¢ 7,3 % 3a
tup3enatuy 5 mg, 10 mg u 15 mg choTBeTHO B cpaBHEHHE ¢ Tiane6o. CToMamrHO-YpeBHUTE
HEXEJTaH! peaknuu ca mpeauMuo Jieku (60,8 %) wim ymepenn (34,6 %) mo Texxect. Yecrorara Ha
rajicHe, MOBpBIIaHe U AUApHs € TT0-BUCOKA 110 BpeMe Ha Meprojia Ha IOBHIIaBaHE HA J103aTa U
HaMaJisiBa ¢ BPeMeETO.

[loBeue manuenTu B rpynure Ha Tup3enartug S mg (1,9 %), 10 mg (4,4 %) u 15 mg (4,1 %) B
cpaBHEHHME C rpymnata Ha miane6o (0,5 %) ca npekpaTuiiu TpaiiHO IpreMa Ha IPOYYBAHOTO JIEKAPCTBO

nopagu CTOMalItHO-4YpPEBHO crOuTHE.

Cobumus, c6bP3aHU C HCTLYHUSL MEXYD

B cbopHM mare60-KOHTPOTUPAHH MPOYYBAHUS 32 KOHTPOJI Ha TeTI0To ¢asa 3, o0mara 4ecTora Ha
XOJIEUUCTHUT U OCThP Xoseuuctut € 0,6 % u 0,2 % chOTBETHO 3a MALIMEHTUTE, JICKYBaHU C TUP3ETIATU
U ane0o.

B c60opHu mnanebo-KOHTpOoIMpaHu NPOYYBaHUs 3a KOHTPOJ Ha TeraoTo ¢asza 3, B cOopHH mianebo-
KOHTpOJIMpaHu npoyuBanus ¢aza 3 3a OSA u B ruane6o-KoHTponupaHo npoyusane ¢asa 3 3a HFpEF,
0CTpO 3a00JIsIBaHE HA KIIBYHUSA MEXYP € ChOOIIeHO ChoTBETHO TipH 2,0% ,0,9% u 4,4% ot
MAIUEHTUTE, JIGKYBAHH C TUP3EMaTHI, U ChOTBETHO TpH 1,6%, 0,9% u 2,7% OT marueHTuTe, JIeKyBaHHA
¢ miauebo.

B npoyuBanusTa (haza 3 3a KOHTPOJ Ha TETJIOTO, OCTPUTE 3a00JSIBAHUS Ha KITHYHUS MEXYP ca
MOJIOKUTEITHO CBBP3aHH C HaMallsIBaHE Ha TErJoTo.

Hmynocennocm

B knmuanyaM npoyuBanus ¢asa 3, o6mo 9 094 nauueHTy, 1eKyBaHU ¢ TUP3ENATH/, Ca OLICHEHH 32
pa3BUTHE Ha aHTUJIEKApCTBeHU aHTHTENa (anti-drug antibodies, ADA). B te3u npoyuBanus, mpu 45,1-
65,1% oT Tax ce pa3BUBaT Bb3HUKHAIHU B X012 Ha jeuenneto ADA (TE). Ilpu 29,8-51,3% ot
oueHenute nanueHtTd TE ADA ca nepcuctupanu (t1.e. TE ADA ca npucscTBanu 3a neprog ot 16
ceamuny win noseue). o 3% u 2,3 % umaT HeyTpanu3upamy aHTHTENa CPelly akTHBHOCTTA Ha
THUP3ETaTH] CIIPSAMO PEIETITOPUTE 3a TIIIOK030-3aBUCUMUS HHCYyIHHOTporeH nonunentu (GIP) n
rirokaroHononoouus nentua-1 (GLP-1) u o 1,2 % u 0,4 % CbOTBETHO MMAT HEYTPATU3UPAIIU
anTutena cpemy ecrectBeHus GIP u ecrectBenns GLP-1.

JlurcBaT JaHHU 3a MPOMSIHA BB (papMaKOKMHETUYHUS PO I WK BIUSHUE BbPXY €(PUKAaCHOCTTA Ha

TUp3€eNaTH], CBbP3aHU C Pa3BUTHETO HA aHTHJIEKApCTBeHU aHTUTeNa (anti-drug antibodies, ADA) uinu
HEYTpaIU3Upald aHTUTEIA.
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Covpoeuna yecmoma

B c6opun mnaunedo-koutponupanu T2DM npoyuBanus ¢asa 3 nmpu Bb3pacTHU NALUEHTH JICUEHHETO C
TUp3ENaTH] BOIU 10 MAaKCHUMaIHO CPEIHO YBETUUEHHUE Ha ChpJeUHaTa yecToTa ¢ 3 10 5 yaapa B
MUHYTa IPU pa3IMyHUTE 103U. MaKCHMaJIHOTO CPEAHO YBEJIUUEHHE Ha ChpACUHATa YECTOTA IIPU
MaIeHTH Ha TuTanedo € 1 ymap B MUHYTA.

[IpouieHTHT Ha MAIMEHTHUTE, KOUTO Ca MMAJIA IPOMSHA Ha M3XOHATAa CTOWHOCT Ha ChpJIeYHAaTa
yectoTa > 20 ya./mMuH (bmp) 3a 2 WM moBeve mocieaoBaTeNHu nocemenus, e 2,1 %, 3,8 % u 2,9 %,
CBHOTBETHO Ipu TUp3enatua 5 mg, 10 mg u 15 mg, B cpaBHenue ¢ 2,1 % npu miaunedo.

B cpaBHeHue ¢ miane6o e HaOnM0aBaHO MaJIKo CpeiHo yBenuueHue Ha PR untepsana npu
TUp3enaTHy (CpeaHo yBeInUeHHe ChboTBEeTHO oT 1,4 10 3,2 msec u cpeano Hamanenue 1,4 msec). He
ca HaOJI0AaBaH! Pa3JIMKH 110 OTHOILIECHHE Ha Bh3HUKHAJIHUTE B X0/a HA JICUCHHE CHbOUTHS Ha apUTMHUS
Y HapyIlIeHHe Ha ChpeyHaTa MPOBOAUMOCT MEX Ty Tup3enartun 5 mg, 10 mg, 15 mg u muiane6o
(cvotBeTHO 3,8%, 2,1%, 3,7% u 3%).

B SURPASS-CVOT nedenuneTo ¢ TUp3ETaTHA BOIHU 10 MAKCHMAITHO CPETHO YBEIMUCHHUE Ha
Chp/IeYHATA YecToTa ¢ 6 yjapa B MHHYTA.

B cOopHu mnane0o-KOHTPOIMpPaHu IPOYYBAHUS 32 KOHTPOII Ha TeryoTo ¢asa 3, B cOopHH mianedo-
KOHTpoMpaHu npoyuBanus ¢aza 3 3a OSA u B ruane6o-KoHTponupaHo npoyusane ¢asa 3 3a HFpEF,
JICYCHUETO C THP3ETAaTH]] BOJIH JIO0 CPETHO yBEIMUICHNE Ha ChpeYHATa YeCTOTa ChOTBETHO C 3, 2

3 ynapa B munHyTa. [Ipn nmanpenTrTe Ha 1uiane6o, € HabJII0JaBaHO CPETHO MMOBUIIABAHE HA ChPACYHATA
gyecToTa ChoTBEeTHO ¢ <1, <1 u 1 ymap B MuHyTa..

B mnane6o-koHTpoNMpaHo MpoydYBaHe 3a KOHTPOJI Ha TETJIOTO Iipu naruenTy 6e3 T2DM, nporneHTsT
Ha NAMEHTUTE, KOUTO Ca UMAJId MIPOMSIHA OT U3XOJHATa CTOMHOCT Ha ChpJAeYHaTa yecTtoTa ¢ > 20
yJ./MUH 32 2 WK TIOBeUe TOCIeI0BaTe Iy mocenienus, ¢ 2,4 %, 4,9 % u 6,3 %, chOTBETHO 32
tup3enatug 5 mg, 10 mg u 15 mg, B cpaBHenue ¢ 1,2 % 3a maauebo.

B cpaBuenwne ¢ mane6o e Ha0Io1aBaHO MAIKO CpeHO yBenndenne Ha PR mHTEpBana npu
TUp3enaTH] (cpeaHo yBenudeHne cbotBetHo ot 0,3 10 1,4 msec u 0,5 msec). He ca HabmonaBanu
PAa3JIMK1 BbB Bb3HUKHAJIUTC C'I)6I/ITI/I}1 Ha apuUTMUA U HAPYIICHUC HAa ChpACYHATa IMPOBOJAUMOCT B X01a
Ha JIeYeHneTo Mexay Tup3enarus 5 mg, 10 mg, 15 mg u rumane6o (crorBetHo 3,7 %, 3,3 %, 3.3 % n
3,6 %).

Peakuuu HA MACMOmMO Ha UHaAICeKmupane

B mranie6o-xontponupanu T2DM npoyuBanus ¢dasa 3 peakImuTe Ha MICTOTO Ha HHKXEKTHPAHE ca
noeue npu Tup3enatun (3,2 %) B cpaBuenue ¢ mwiane6o (0,4 %).

B c6opuu mnanedo-kouTponupanu T2DM npoyusanus dasza 3, B cOOpHH Mm1a1ie00-KOHTPOIUPAHH
MPOYYIBaHUS 32 KOHTPOJI Ha TETJI0TO (aza 3, B cOOpHHU II1arie00-KOHTPOIMPaHA TpoyIBaHus ¢daza 3 3a
OSA u B mnaue6o-koHTponupano npoyusane ¢aza 3 3a HFpEF, peakuuure na msicroro Ha
WHXXEKTHpaHE ca MmoBeue pu Tup3enatu (choTBeTHO 3,2%, 8,0% , 8,2% u 6,0%) B cpaBHEHUE C
mwiare6o (ceorBetHO 0,4%, 1,8%, 2,6% 1 1,6%).

Karo nsto B mpoyuBanust ¢asa 3 Hail-uecTUTE IpU3HALM U CUMIITOMU Ha PEakLMU Ha MACTOTO Ha
WH)KEKTHpaHe ca epuTeM U chpOex. MakcumanHaTa TeXecT Ha peaklMUuTe Ha MSICTOTO Ha
MH)KEKTUpaHe Npu nauuentuTte e neka (91 %) unu ymepena (9 %). Hama cepro3nu peakunu Ha
MACTOTO HAa WHXKEKTHPAHE.

Ilankpeamuunu eH3umu

B c6opuun mnaunedo-kontponupanu T2DM npoyuBanus ¢asa 3 nmpu Bb3pacTHU MALUEHTH JICYEHHETO C
TUp3€ENaTU] € JOBEJIO IO CPEIHO MOBUIIEHUE OT U3XOAHOTO HUBO Ha ITaHKpeaTUyHaTa aMuiasa oT
33 % no 38 % u Ha nmunazata ot 31 % 10 42 % npu pazauunuTe n03u. [laruenTure Ha riamebo ca
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UMaJii YBEJIMYCHUEC OT U3XOJHOTO HUBO Ha aMujia3aTra C 4 %, KaTo HC Ca Ha6JHOI[aBaHI/I IIPOMEHU IIpH
JidIia3arta.

B SURPASS-CVOT Ha 36-ust Mecel JIE4eHHETO ¢ TUP3ENaTH BOAU A0 CPEAHO YBEITHUEHHUE OT
M3XOJHOTO HHUBO Ha MaHKpeaTnyHaTa ammiasa ¢ 29% u numasa ¢ 28%.

B cOopHu mnane6o-KOHTpoIUpaHu MPOYUYBAaHHUS 32 KOHTPOJ Ha TeraoTo ¢asza 3, B cOOpHU

m1ane0do KOHTpoJIMpanu npoyuBanus (asza 3 3a OSA u B 11ane00-KOHTPOJIUPaHO MpoyuBaHe ¢aza 3
3a HFpEF, nedyenuero ¢ TUp3enaTu € J0BEJIO 10 CPEJHO YBEIUYECHHE OT U3XOJHOTO HUBO HA
NaHKpeaTH4YHaTa aMmuiiaza cboTBETHO ¢ 23%, 25% u 28% u Ha nunazata cboTBETHO ¢ 34%, 39% u
32%. [lanuenTture Ha miane0o, ca UMall yBeJTUUYEHHE OT U3XOIHUTE HUBA HA aMUIa3aTa CbOTBETHO C
2%, 1% u 4%, a Ha nmunasaTta choTBETHO ¢ 6%, 4% u 1%.

[leouampuuna nonviayus

[MpodunuTe Ha 6€30MACHOCT 1 IMYHOTEHHOCT IIPH Jelia U FOHOIIN Ha Bb3pacT oT 10 10 mox

18 ronuHm cbe 3axapeH auabeT TN 2, JeKyBaHH ¢ Tup3enaTu S mg u 10 mg BeIHBK CEAMUYHO, ca
CBIIOCTaBUMH C OIIMCAHUTE I10-rOpe IIPU Bb3PACTHU MALMEHTH ChC 3aXapeH AuabeT THIl 2, ¢
U3KJIIOUYEHHUE Ha [10-To/IIMaTa 4YecToTa Ha IOBphIIaHe, KOpeMHa O0JIKa U XUIIOTJIMKEMUs, KOraTo ca
Jno0aBeHU KbM MET(POPMUH CaMOCTOSTEITHO.

He ca nabmroiaBaHy TEXKKW XUITOTIMKEMAYHHU €MM30/IM 110 BpEME Ha MeUATPUIHOTO MIPOYIBaHE TIPU
3axapeH guadet tum 2. I1o Bpeme Ha mianebo-KoHTpoarpaHarta (asa, KITMHAYHO 3HaYnMa
xunoriaukeMus (kpbBHa 3axap < 3,0 mmol/l (< 54 mg/dl)) e nabmronaBana npu 28,6%

(1,98 crOUTHS/IAIMEHTOTOIMHU) OT TAMEHTHUTE, JIEKyBaHU ¢ TUp3enatuy, u npu 10,0% (0,35
CHOUTHSA/TIAIIMEHTOTO/IMHH) OT IMAIMEHTUTE Ha I1aneb0, KoraTo € J00aBeH KbM 0a3alieH HHCYIIMH ChC
i 6e3 merdopmuH. YectoTara e 9,1% (0,28 crOuTus/manuenroronuna) u 4,2% (0,07
CHOUTHA/TIAIIMEHTOr OIMHA) ChOTBETHO NPH MALMEHTHUTE, JIEKYBaHU C TUP3EHAaTUA U IIPH TE3H Ha
m1ane0o, KoraTo € 100aBeH KbM MET(GOPMHH CaMOCTOSITETHO.

C’LO6HIaBaHe Ha ITOJ03UPaHu HEXKCIIaHU PCAKIINH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIIMU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaykHO. TOBa MM03BOJIABA Ja MPOIBIKHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
MOTO3UPaHa HEXKEIaHa PeaKins Ype3 HAIMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B

IIpunoxenue V.

4.9 Ilpeno3upane

B cnyuaii Ha mpego3upane TpsiOBa Ja ce 3armodHe MOAXOAAII0 MOIIbPIKAII0 JEUEHHIE CIIOpPes
KIIMHUYHUTE PU3HAIM U CUMIITOMH Ha naruenTa. [lanueHTure MoraT /ia moay4aT CTOMAIIHO-YPEBHH
HEXKEJIaHW PEaKIuK, BKIFOUUTENTHO TajieHe. HaMa cnenuduyueH aHTUAOT NpU Mpeio3upane Ha
TAp3enaTtu. Moxe 1a € HeoOX0AUM MPOIBIDKUTEIICH TIEPHUO ] Ha HAOIIOACHHUE U JICUCHHUE Ha TE3H
CHMIITOMH, KaTO C€ B3eME MPEIBU TIOTYyKMBOTHT Ha TUP3EMATH/T (TIPUOIM3UTEITHO 5 THN).

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBONCTBA
dapmakorepaneBTHYHA rpymna: JlekapcTBa 3a ieueHne Ha TUa0eT, JIeKapCcTBa 3a MOHIKaBaHEe Ha

KpbBHATA 3aXap, C U3KIIOYEHHE Ha UHCYJIUHU
ATC xom: A10BX16.
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MexaHnu3bM Ha JIEUCTBUE

Tupsenatug e aparoaerictpai aronuct Ha GIP u GLP-1 peuentopute, BUCOKO CENEKTUBEH KbM
yosemkute GIP u GLP-1 peuenropu. Tupsenatun nma Bucok apuHuTeT kakto KbM GIP, Taka u kbM
GLP-1 peuentopure. AKTUBHOCTTa Ha THp3enatua ciupsmMo GIP penentopa € momgoOHa Ha Ta3u Ha
ecrectBeHus GIP xopmoH. AkTHBHOCTTA Ha TUp3enaTua cupsmo GLP-1 pernenTopa e mo-Hucka B
cpaBHenue ¢ ectectBeHnsa GLP-1 xopmon. U aBarta penentopa mpuchCcTBaT BHPXY ¢ U B
eHJIOKpUHHHTE KJIETKH Ha aHKpeaca, ChPIIETO, BaCKyJIaTypaTa, UMyHHHUTE KIETKH (JICBKOILIUTH),
yepBaTa u Ob0penute. GIP penenropure chIo MPUCHCTBAT BEPXY aAHITOIUTHTE.

B nombanenne kakto GIP, Taka u GLP | peuentopute ce ekcripecupaT B 001acTUTE Ha MO3BKA,
BaYXHH 3a peryJIMpaHeTo Ha anetuTa. [IpoydyBaHuATa Py )KUBOTHH MTOKA3BaT, Y€ TUP3EMaTH]L Ce
pasnpezess BbB U aKTUBUPA HEBPOHHUTE B MO3BbYHHUTE 00JIACTH, YIACTBALH B PETYIMPAHETO HA
aneTuTa U npuema Ha xpaHa. [IpoydBaHusiTa Ipu )KUBOTHHU IIOKa3BaT, 4ye TUP3ENaTH]] MOXKeE Ja
MOJyJIMpa ycBoABaHeTo Ha MazHUHH upe3 GIP penentopa. B 4oBemky anunounTty, KyaITUBUPAHH in
vitro, Tup3enatup aerctsa Bbpxy GIP peuentopute, kaTto perynupa bITeika Ha TII0K03aTa U
MOJyJIMpa bITEWKA Ha JIUMUANTE U IUIOIU3aTa.

[ nuxemuuen KoHmpon

Tupsenatua mogoOpsBa TITUKEMUYHUS KOHTPOJI Ype3 MOHIKABAHE Ha KOHIICHTPAIMATA Ha TII0K03a Ha
TJIAJTHO ¥ I XpaHEeHe TIPY TAIUEHTH C TUa0eT THI 2 9pe3 HAKOJIKO MEXaHM3Ma.

PEZVJZMDLZHE HA anemuma U eHepeueH Memaboauzvm

Tup3enatua HamMasiBa TEJIECHOTO TETJIO U TEIECHUTE Ma3HUHU. HamansBaHETO Ha TENECHOTO TETIIO Ce
J'BJDKY Hali-Be4e HAa HAMAJIEHOTO KOJIMYECTBO MacTHA ThKaH. MeXaHU3MuTe, CBbp3aHHu ¢
HaMaJIIBAHETO Ha TEJIECHOTO TETJIO U TEJIECHUTE Ma3HUHM, BKJIIOYBAT HaMaJIeH IIPUEM Ha XpaHa, upe3
peryaupase Ha aneruTa. KinMHUYHUTE IpOyYBaHUs MOKa3BaT, Y€ TUP3EMATH] HaMalsiBa €HEPruiHUS
MIPUEM U aleTuTa, KaTo MOBHUIIaBa YyBCTBOTO 33 CUTOCT U HAMAJIsIBAa UyBCTBOTO 3a I1aj. Tup3enatup
CBILO TaKa HAaMaJIsIBa CUJIATa Ha YKEJIAHUETO 32 XpaHa U MPEANOYUTAaHUATa KbM XPaHU C BUCOKO
CBHABPKAHUE Ha 3aXap U Ma3HWHU. THp3enaTu MoayIrpa YCBOSBAHETO HA Ma3HUHUTE.

(DaDMaKO JUHAMWYHNU ed)eKTI/I

Cereuuﬂ HA UHCVIIUH

Tup3enatuy MOBUIlIaBa YyBCTBUTEIIHOCTTA Ha [} KIIETKUTE Ha IMaHKpeaca KbM TII0Ko3a. Tol 3acuiiBa
IbpBaTa U BropaTa ()aza Ha MHCYJIMHOBATA CEKPEIHS MO TIIFOK0303aBUCHM HAYHH.

B npoyuBane ¢ n3non3BaHe Ha XUMEPIIIMKEMUYHA KJIAMIT-TEXHUKA TP Bb3PACTHU MALMEHTH C JradeT
THII 2, TUP3ETIATH]] € CpaBHEH ¢ Tuiaredo u cenekruBHUSI GLP-1 penenTopen aroHUCT ceMariyTHT
Img mo oTHOIIEHNE HAa MHCYJIMHOBATa ceKkpenns. Tupienatuna 15 mg moBuimasa cKopocTTa Ha
MHCYJINHOBAaTa CEKpeLus B IbpBaTa U BTopaTa (aza croTBeTHO ¢ 466% 1 302% cnpsimMo U3XOAHOTO
HUBO. [Ipu rutanedo HsiMa MpoMsIHa B CKOPOCTTA Ha MHCYJIMHOBATA CEKpPEIHs IPe3 IbpBa U BTOpa
(hasa.

qvecmeumejmocm KbM UHCYIUH

Tupsenatuy mogo0psBa HHCYJIMHOBATa YYBCTBUTEITHOCT.
[Ipu BB3pacTHH, THp3enaTH 15 mg mogo6psABa MHCYIMHOBATA YYBCTBUTEIHOCT B MU OPTaHU3BM C

63%, m3mepeHa upe3 M-CTOHHOCT, MSIpKa 3a YCBOSIBAaHE Ha TJIIOKO3aTa OT ThKaHWTE C IOMOIITa Ha
XUTNEPUHCYITMHEMHYHA SyTIINKEMUYHA KiaMIl-TeXHuKa. [Ipu mane6o M-cToliHOCTTa € HelTPpOMEHEHa.
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Tup3enatu MOHWKABa TEJIECHOTO TETJIO MPH MAIMEHTH ChC 3aTIILCTSABAHE M HATHOPMEHO TETJIO U IPH
ManyeHTd ¢ aumaber Tum 2 (HE3aBUCHMO OT TEJIECHOTO TErjio), KOeTO MOXe Ja JONpHHece 3a
noto0psiBaHe Ha UHCYJIMHOBATAa YyBCTBUTEITHOCT.

Konyenmpayus na enoxazon

Tupsenatua HaMasiBa KOHIIEHTPAIUATA HA TIFOKArOH Ha TJIaTHO U CIIE]] XpaHEHE 10 TII0K0303aBUCUM
HaunH. [Ipu BB3pacTHH, TUp3enaTu 15 mg HaMmamnsBa KOHIIEHTPAIMATA Ha TIFOKAaroH Ha ri1agHo ¢ 28%
n Ha AUC Ha rirokaroH cies cMeceHo xpaHene ¢ 43% B cpaBHEHHE C JHUIICaTa Ha MPOMSHA MPHU
urane0o.

Cmomawino usnpasedaHe

Tupsenaruy 3a06aBst M3MPA3BAHETO HA CTOMAaxa, KOETO MOXKE J1a 3a0aBu abCopOIHsATa Ha TIFOK03a CIIE]
XpaHeHEe W MOXKEe Ja JOBeAe [0 OjarompusaTeH eQeKT BBPXY MOCTIpaHAWATHATA TINKEMUS.
WuaynnpanoTo ot TUp3enaTua 3a0aBsgHe Ha 3MPa3BaHETO HA CTOMaxa HamallsiBa C BPEMETO.

Edexm evpxy copoeunama cmpykmypa

B moampoy4BaHe ¢ MarHuTeH pe30HAHC Ha chpuero npu nauueHtd cb¢ HFpEF u 3atnbcrsBane e
HaOJI0/JaBaHO HAMaJIIBaHE HA MacaTa Ha JsaBaTa kamepa (JIK) u Ha MacTHaTa ThKaH OKOJIO TMEPUKap/Ia
MIPH JICUEHUE C TUP3ETaTH].

Kinnununa edukacHocT 1 0€300aCHOCT

3axapen ouabem mun 2 npu 6b3pacmuu

[TomoOpsiBaHeTO HA TIMKEMHYHHUS KOHTPOJ, HAMAJIIBAHETO HA ChPACYHOCHI0BATA 3a00JIEBaEMOCT U
CMBPTHOCT, 3ary0ara Ha TerJIo 1 3ala3BaHeTo Ha ObOpeuHaTa (YHKIMS Ca ChIICCTBEHA YacT OT
JICYCHUETO Ha TuadeT THI 2.

bezonacHocTTa M €(pUKACHOCTTa HAa THUP3CMaTHA Ca OLEHEHU B IET INIOOAJIHM PaHAOMH3HPaHH,
KoHTposmpanu npoyusanus gaza 3 (SURPASS-1-5), onensBamniy rimKeMAYHHASI KOHTPOJI KATO OCHOBHA
1ell, ¥ B IpoyYBaHe 3a chpAaeuHochaoBuTe pe3ynrati (SURPASS-CVOT), B koeto ca GMiM BKIIIOYEHU
0610 19 557 manmenTtu cwe 3axapen auader tum 2 (10 846 gy, TeKyBaHU C TUP3ETATH).

SURPASS 1-5

[IpoyuBaHusTa BKIOYBAT 6 263 JIeKyBaHU HalMEeHTH ¢ auadet tum 2 (4 199 jekyBaHu ¢ TUp3EMaTHL).
Bropuunute nenu BKIIOYBAT TEJIECHO TEIJIO, MPOLEHT HAa MAlUEHTHUTE, JOCTHrallld LEJNHTE 3a
HamalsiBaHe Ha TErJIoTo, cepyMHa Iiroko3a Ha rnagHo (FSG) u npoueHT Ha mauuMeHTuTe, TOCTUTAIN
nenesust HbAlc. Benukure ner npoyuBanus ¢asza 3 ouensiBatr tupzenatun 5 mg, 10 mg u 15 mg.
Benukure manueHTH, IEKyBaHU ¢ TUP3EMaTHI, 3a04Bar ¢ 2,5 mg B npoabbKeHue Ha 4 ceaqmutiy. Cien
TOBa JI03aTa THP3EMAaTH]I CE YBeITM4aBa Cc 2,5 mg Ha BCEKU 4 CEIMUIIH, TOKATO JOCTUTHAT OTpeeNieHaTa
UM J103a.

BbB BCcHUKM NpOyYBaHHS JIEYEHHETO C THP3EMaTHI IOKa3Ba TPAaHO, CTATHCTHYECKH 3HAYMMO U
KIMHIYHO 3HaYMMO HamaneHne Ha HbAlc cripsmMo M3X0HOTO HHBO KaTO OCHOBHA IIel B CPABHEHHUE C
mwianebo WiM ¢ JeYeHHe, KOHTPOIUPAHO C aKTHBHO BEILIECTBO (CEeMariyTH[, UHCYJIHH JAETIyAeK U
MHCYJIMH TJIApKKH) 3a epron 10 1 roguHa. B 1 nmpoyuBane Te3u epeKTH ca NpOIBIDKHIIN 10 2 TOHHHU.
JIeMOHCTpPHpPaHO € CBIIO CTATHCTHYECKH 3HAYMMO W KIMHUYHO 3HAYNMO HaMaJieHHE Ha TEIEeCHOTO
TETJIO CNPSIMO M3XOJHOTO HMBO. PesynTarure oT npoyuBaHusaTa ¢a3a 3 ca MpeACTaBeHH MO-I0JIy Bb3
OCHOBAa Ha JAHHUTE, MMOJYYCHHU I10 BpeMe Ha JieueHneTo 0e3 cracuTellHa Tepanus B MoAuuIpanaTa
intent-to-treat momymanus (mITT), cberosima ce OT BCHYKH paHAOMHU3HWPAHH TAIMEHTH, KOUTO Ca C
eKCIIO3MIMS Ha MoHe | 71032 OT MPOYYBAHOTO JIEKAPCTBO, C U3KITIOYEHHE HA MAMEHTHTE, TPEKPATIIH
IpHeMa Ha IIPOY4BaHOTO JIEKAPCTBO IOPaaU HEMPeTHAMEPEHO BKIIOUBAHE.
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SURPASS-1 — Monomepanus

B 40-cenmmMuuHO OBOWHOCIAIO IMIIane00-KOHTPOJIMPAHO HpoyuBaHe 478 MamueHTH ¢ HeIoCTaTh4yeH
TJIMKEMHUYEH KOHTPOJI C AWETa U yIPaKHEHHUs, ca PaHIOMHU3MpaHu Ha Tup3enatua S mg, 10 mg u 15 mg
BEJHBK CeIMHUYHO WiH Ha 1uanebo. [lanmenture ca Ha cpenna Bb3pacT 54 roauau u 52 % ca MBxKe.
Ha u3x01HOTO HUBO MAIIMEHTUTE Ca UMAJIU CPEIHA NPOJBIDKUTEIHOCT HA AnabeTa 5 TOUHY U CpeeH

BMI 32 kg/m’.

Tabauua 2. SURPASS-1: PesyaraTtu Ha cenmuna 40

Tupsenatun | Tupsenmatun | Tupsenatun | Ilname6o
5 mg 10 mg 15 mg
mlITT nonynamus (n) 121 121 120 113
HbA (%) U3xonHO HUBO 7,97 7,88 7,88 8,08
(cpenno)
ITpoMsiHa CIIPAMO -1,87% -1,89% -2,07% +0,04
M3XO0JIHOTO HUBO
Paznuka copsimo -1,91%* -1,93%* -2,11%* -
mwrane6o [95 % CI] | [-2,18, -1,63] | [-2,21, -1,65] | [-2,39, -1,83]
HbA . M3x01HO0 HUBO 63,6 62,6 62,6 64,8
(mmol/mol) (cpenHo)
[pomsiHa CIIPSIMO -20,4% -20,7% -22,7% 0,4
M3XOJHOTO HUBO
Pazmuka cpsimo -20,8%* 21,1%* =23, 1%%* -
wiane6o [95 % CI] | [-23.9, -17,8] | [-24.1, -18,0] | [-26,2, -20,0]
Manuentn (%), <7% 86,8** 91,5%* 87,9%* 19,6
MOCTHI ALH
HbA ;. <6,5% 81,8TT 81,47 86,2TT 9,8
<5,7% 33,9%* 30,5%* 51,7%* 0,9
FSG (mmol/l) M3x01H0 HUBO 8,5 8,5 8,6 8,6
(cpenHa CTOWHOCT)
[IpoMsiHa CIIPAMO 22,4 -2,6% 22,77 +0,7%
M3XO0JIHOTO HUBO
Pasnuka cpsiMo -3,13%* -3,26%* -3,45%* -
mnane6o [95 % CI] | [-3,71, -2,56] | [-3,84, -2,69] | [-4,04, -2,86]
FSG (mg/dl) W3xomHO HUBO 153,7 152,6 154,6 155,2
(cpenHa CTOWHOCT)
[IpoMsiHa CIIPAMO -43,6" -45,9% -49,3% +12,9*
M3XO0JIHOTO HUBO
Paznuka copsimo -56,5%* -58,8%* -62,1%** -
mane6o [95 % CI] | [-66,8, -46,1] | [-69,2, -48.4] | [-72,7, -51,5]
TeaxecHO TerJio W3xoaH0 HUBO 87,0 85,7 85,9 84,4
(kg) (cpemHa CTOMHOCT)
[IpoMsiHa CIIPAMO -7,0% -7,8%% -9,5% -0,7
M3XOJHOTO HUBO
Pasnmuka cnipsimo -6,3%* -7,1%* -8,8%* -
mwiane6o [95 % CI] | [-7.8, -4,7] [-8,6, -5,5] [-10,3, -7,2]
IManuentu (%), >5% 66,971 78,07+ 76,711 14,3
TOCTHT A >10% 30,67+ 39,87+ 47,471 0,9
3ary6a ua >15% | 132f 17,0t 26,71 0,0
TErJa0To

*p < 0,05, **p < 0,001 3a mpeBB3XOICTBO, KOPUTHUPAHO 32 MHOKECTBEHOCT

Tp <0,05, f p <0,001 B cpaBHeHUE C mIanebo, 6e3 KOPEKITHS 332 MHOKECTBEHOCT
*p <0,05, # p<0,001 B cpaBHeHHE ¢ mIanEed0, 63 KOPEKIKS 38 MHOKECTBEHOCT
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®urypa 1. Cpenen HbAlc (%) u cpeato TesiecHo Terto (kg) ot m3xoaHoTO HHBO 10 cempmma 40

85
8715
C e
. - £ i
_,8'0 g W - g — —a— — —A78%% ° l“"'——.—.»-.-——.———u&&ﬁkg
9 \ £ 85.0
& 15 o
4 -]
2 § &5
% 70 E
2 2 800 .
v 65 E _'H_'"---o79.2kg
S e ~ ¥ 784kg
s 76.7kg
55 75.0
0 4 8 12 16 20 24 32 40 0 4 8 12 16 20 24 32 40
Bpeme (ceaMuLn) Bpeme (ceamuum)
=@ MOUNJARO 5 mg =Y = MOUNJARO 10 mg4h= MOUNJARO 15 mg =l Tnauebo s @hes MOUNJARO 5 myg == = MOUNJARE4-+OUNJARO 15 mg =g 41nauebo

SURPASS-2 — Kombunupana mepanus ¢ mem@opmun

B 40-cenMU4YHO KOHTPOJMPAaHO C AaKTHBHO BEIECTBO OTBOPEHO MpOy4YBaHE (IBOWHOCIAIO TIO
OTHOIIIEHHWE Ha OMPENSIIHETO Ha jo3aTa Tup3emaruna) | 879 mamueHTH ca paHAOMU3MpAaHA Ha
tup3enatun 5 mg, 10 mg wim 15 mg BeAHBXK CEAMHUYHO WM CEMAariayTHl | mg BeTHBXK CEIMUYIHO,
BCUYKU B KOMOMHaLus ¢ MeTgopmuH. [lanuenture ca Ha cpenHa Bb3pact 57 ronuau u 47 % ca Mbxe.
Ha u3X0qHOTO HMBO MAIMEHTHTE UMAT CpeJHa MPOIBDKUTEIHOCT HA TuabeTa 9 TOAWHU U CPeTHUST
BMI e 34 kg/m?.
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Tadauna 3. SURPASS-2: PesyaraTtu Ha cenmuna 40

Tupsenatun | Tupsenatun | TupsenaTug CemarayTug
S mg 10 mg 15 mg 1 mg
mITT nonynamus (n) 470 469 469 468
HbA (%) U3x01HO0 HUBO 8,33 8,31 8,25 8,24
(cpenHa CTOWHOCT)
IIpoMsiHa CIIPAMO -2,09% 22,37 -2,46™ -1,86"
M3XO0JIHOTO HUBO
Paznmmka cpsimo -0,23%* -0,51** -0,60** -
cemarnytun | [-0,36,-0,10] | [-0,64, -0,38] | [-0,73, -0,47]
[95 % CI]
HbA . M3x01HO0 HUBO 67,5 67,3 66,7 66,6
(mmol/mol) (cpenHa CTOWHOCT)
[pomsiHa cripsamMo -22,8% -25,9% -26,9% -20,3%
M3XO0JIHOTO HUBO
Pasnuka cpsiMo -2,5%% -5,6%* -6,6** N/A
CeMarIyTuI [-3,9, -1,1] [-7,0, -4,1] [-8,0, -5,1]
[95 % CI]
ITanuenTHn <7% 85,5* 88,9%* 92,2%* 81,1
(%), <6,5% 74,01 82,111 87,17t 66,2
IOCTUraIu <5,7% 2937t 44 7** 50,9%* 19,7
HbA .
FSG (mmol/L) M3x01HO0 HUBO 9,67 9,69 9,56 9,49
(cpenHa cTOMHOCT)
[IpoMsiHa CIIPAMO -3,11%# 3,42 -3,527% -2,70%
H3XOJHOTO HHUBO
Pasnuka cripsaMo -0,417 -0,727f -0,827f -
cemarnytug | [-0,65,-0,16] | [-0,97,-0,48] | [-1,06, -0,57]
[95 % CI]
FSG (mg/dL) M3xoaH0 HUBO 174,2 174,6 172,3 170,9
(cpemHa CTOMHOCT)
[IpoMsiHa CIIPAMO -56,0" -61,6™ -63,4" -48,6"
H3XOJHOTO HHUBO
Pa”f:;:;‘;’iﬁ; 27,31 -13,0 -14,71 )
[95 % CI] [-11,7,-3,0] [-17,4,-8,6] | [-19,1,-10,3]
TeJiecHO TerJio M3x01H0 HUBO 92,6 94,9 93,9 93,8
(kg) (cpenHa CTOMHOCT)
[TpomsiHa cpsiMO -7,8% -10,3# -12.4% -6,2%
M3XO0JIHOTO HUBO
Paznmuka cpsimo -1,7%* -4,1%* -6,2%* -
CeMarIyTuI [-2,6, -0,7] [-5,0, -3,2] [-7,1, -5,3]
[95 % CI]
MauueTn >5% 68,6 82,41 86,217 58,4
(%), >10% 35,877 52,9 64,977 25,3
HOCTHI AN >15% 15,2 27,71 39,9 8,7
3ary6a Ha
TErjao

*p < 0,05, **p < 0,001 3a mpeBB3XOICTBO, KOPUTHUPAHO 32 MHOKECTBEHOCT

f p < 0,05, i p < 0,001 B cpaBHEHHUE ChC ceMarayTHa 1 mg, 6e3 KOPEKIUs 32 MHOXKECTBEHOCT

*p < 0,05, % p <0,001 B cpaBHEHHE C U3XOTHOTO HUBO, 6€3 KOPEKIHS 3a MHOKECTBEHOCT
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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 — Kombunupana mepanusi ¢ mempopmun, cvc uau 6ez SGLT2i

B 52 ceaMuuYHO KOHTpPOIUPAHO C AKTHBHO BEIIECTBO OTBOPEHO mpoyuBaHe 1444 mnanueHTu ca
paHIOMHM3UpaHK Ha TUp3enatun 5 mg, 10 mg uiau 15 mg BeAHBK CEIMUIHO WJIM WHCYJIMH JCTIYIEK,
BCUYKH B KOMOMHAIMsI ¢ MeThopMuH che wi 0e3 SGLT2i. 32% ot nanmenture ca m3nonspanu SGLT2i
Ha U3XOJIHO HUBO. Ha M3X0AHOTO HUBO MAIMEHTHTE Ca UMAJIU CPEJIHA MPOIBIDKUTEITHOCT Ha quabdera
8 roaunn, cpenen BMI 34 kg/m?, cpeana B3pact 57 romunu u 56 % ca MbKe.

HaLII/IeHTI/ITC, JICKYBAaHU C MHCYJIMH ACTIYACK, Ca 3allOYHAJIM C J03a 10 U/,Z[GH, KOATO € KOpUrrupaHa €

MOMOIIITA Ha AJITOPUTHM 32 MIOCTUTAaHE HA TAPTETHACTOMHOCT Ha KpbBHATA 3aXap Ha iagHo < 5 mmol/l.
Cpennara 103a HHCYJIMH ACTIYACK Ha ceamuna 52 ¢ 49 equHuIn/IeH.
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Tadoauua 4. SURPASS-3: Pe3syaraTu Ha cenmuia 52

Tupsenmatun | Tup3ematun | Tup3emarun | Turpupan
5mg 10 mg 15 mg WHCYJIMH
aerjaynuek”
mlITT nonynamus (n) 358 360 358 359
HbA/ (%) Wzxomuo HUBO (cpemHa 8,17 8,19 8,21 8,13
CTOHHOCT)
IpoMsiHa CIPAMO -1,93% -2,20% -2,37% -1,34%
M3XO0JITHOTO HHBO
Paznuka cripsimo -0,59%* -0,86%* -1,04%* -
uHcynuH aernyaex | [-0,73,-0,45] | [-1,00,-0,72] | [-1,17,-0,90]
[95 % CI]
HbA . N3xomaH0 HUBO (CpemHa 65,8 66,0 66,3 65,4
(mmol/mol) CTOWHOCT)
IpomsiHa crpsMo -21,1% -24,0% -26,0% -14,6%
H3X0JTHOTO HHBO
Paznuka coipsimo -6,4%** -9,4%* -11,3%* -
UHCYJIMH JETITyAeK [-7,9, -4,9] [-10,9, -7,9] [-12,8,-9,8]
[95 % CI]
Manuentn (%), <7% 82,4%%* 89,7** 92,6%* 61,3
;I‘ch“ra"‘“ <6,5% 71,47 80,31t 85,31 444
“ <57%| 258" 38,61 48 AT 54
FSG (mmol/L) Wzxomuo HUBO (cpemHa 9,54 9,48 9,35 9,24
CTOMHOCT)
IpoMsiHa CIPAMO 2,68 -3,04% -3,29% -3,09%
U3XOJHOTO HHBO
Paznuka cripsim -
“HCY?I“H Hecml;ﬂei o4l 0 7?410(5) 33] | [0 ;1%2(()) 08
195 % CI] [0,14, 0,69] [-0,24,0,33] | [-0,48,0,08]
FSG (mg/dL) WzxoaHo HUBO (cpenHa 171,8 170,7 168,4 166,4
CTOHHOCT)
IpoMsiHa CIPAMO -48,2 -54 8% -59,2% -55,7%
M3XO0JITHOTO HHBO
Pasnuka crpsamo 75" 0,8 -3,6 -
UHCYJIMH JETITyAeK [2,4,12,5] [4,3,5,9] [-8,7, 1,5]
[95 % CI]
TeJiecHO TerJio N3xomaHO0 HUBO (CpemHa 94,5 94,3 94,9 94,2
(kg) CTOHHOCT)
IIpomsiHa CIPIMO -7,5% -10,7# -12,9% +2,3%
M3XO0JIHOTO HHBO
Paznuka coipsimo -0,8%** -13,0%* -15,2%* -
uHcynuH aernyaek | [-10,8, -8,8] [-14,0,-11,9] | [-16,2, -14,2]
[95 % CI]
Mauuentu (%,) >5% 66,017 83,71 87,8 6,3
MOCTHI ALH >10% 37,47 55,711 69,477 2,9
3ary6a Ha >15% 12,57 28,37 42,51 0,0
TErJa0To

*p < 0,05, ¥*p < 0,001 3a mpeBB3XOACTBO, KOPUTUPAHO 32 MHOKECTBEHOCT

f p <0,05, f p < 0,001 B cpaBHEHHUE AETIYICK, O€3 KOPEKITHS 32 MHOKECTBEHOCT
*p <0,05, # p<0,001 B cpaBHEHHE C U3XOTHOTO HUBO, 6€3 KOPEKIHS 3a MHOKECTBEHOCT
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®urypa 3. Cpexen HbAlc (%) n cpenno TenecHo Tersio (kg) or H3X01HOTO HUBO A0 ceAMHLA 52
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Henpexwvcnamo npocneossane na enioxozama (Continuous glucose monitoring, CGM)
Cyomnonynarus naiuenTs (N = 243) yyacTBa B OlleHKaTa Ha 24-4aCOBUTE TIFOKO3HU PO,
uscnensanu cwe 3acnened CGM. Ha cenmuiia 52 BpeMeTo cbC CTOMHOCTH Ha TIIIOKO3aTa B
SyTIIMKEMUYHUS TUana3oH, onpeaeneH karo 71 mo 140 mg/dl (3,9 no 7,8 mmol/l), nmpu manmenTHTe,
JeKyBaHM ¢ THp3enatua (coopHo 10 mg u 15 mg), € 6110 3HAYUTEIIHO MO-ABJITO B CPABHEHHUE C
MAIMEeHTUTE, JIEKyBaHH C MHCYJIMH ACTIYAEK, ChOTBETHO ¢hC 73 % u 48 % B pamkuTe Ha 24-4acoBHA
TIepUoI.

SURPASS-4 — Kombunuparna mepanus _c_1-3 nepopannu_anmuouabemuy_J1eKapcmeenu_npooyKma.
Mmempopmun, cyIpoHUTypeHHr Ipou3BoaHN uau SGLT2i

B xoHTponmMpaHO C aKTHBHO BEIIECTBO OTBOPEHO MPOYYBaHE C MPOABIDKHTETHOCT A0 104 ceammuun
(mppBUYHATA KpaiiHa TOYKa ce oT4MTa Ha ceaMuna 52), 2 002 manueHTH ¢ AuabeT THI 2 U MOBHUILEH
CBHPACYHOCHOB PUCK Ca paHIOMHU3UPAaHU Ha THp3enatua 5 mg, 10 mg wim 15 mg BeaHbX ceqMUIHO
WIM WHCYJHMH TJIApKWH BEJHBX JHEBHO, HAa OCHOBHa Tepamusi ¢ MerdopmuH (95 %) w/wmm
cyndonunypeitan npousBogau (54 %) wwmum SGLT2i (25 %). Ha n3XoqHOTO HHBO MAIMEHTHTE ca
UMaJIA CpeJHa MPOIBIDKUTEIHOCT Ha auabera 12 romuuu, cpenen BMI 33 kg/mz, CcpeaHa Bb3pacT
64 roguan 1 63 % ca mbxe. IlanmeHTHuTe, NEKYBaHW C WHCYJIMH TJIApXKHH, Ca 3allOYHAIA C 7034
10 U/nen, KosITO € KOpUTMpaHa ¢ IMOMOINTa Ha ajlrOPUTHM 32 IMOCTUTAHE Ha TMPHIIEIHA CTOHHOCT Ha
KpbBHaTa 3axap Ha rmagHo < 5,6 mmol/l. Cpeanata no03a MHCYIWH TIapKMH Ha ceaMmuLa 52 e
44 enuHULIW/ICH.
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Tabauua 5. SURPASS44: Pe3yaTaTu Ha ceqmMuna 52

Tupsenmatun | Tupzenatux | Tup3enatun | Turpupan
5mg 10 mg 15 mg HHCYJIMH
rJIAPKUH
mITT nonynamus (n) 328 326 337 998
52 cepMuIu
HbA . (%) W3xonHo HUBO (cpenHa 8,52 8,60 8,52 8,51
CTOMHOCT)
[IpoMsiHa CIIPAMO 2,24 -2,43% -2,58% -1,44%
H3XOQHOTO HHUBO
Pasnuka ot nHCYITUH -0,80%* -0,99** -1,14%* -
rimapkud [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) (cpenno)
[IpoMsiHa CIIPAMO -24,5% -26,6" -28,2% -15,7%%
M3XOLHOTO HUBO
Paznuka ot nHCYIIMH -8,8%* -10,9%* -12,5%* -
rimapxkus [95 % CI] | [-10,1,-7,4] | [-12,3,-9,6] | [-13,8,-11,2]
IManueHTN <7% 81,0%** 88, 2%* 90,7** 50,7
(%), <6,5% 66,077 76,07 81,17 31,7
nocTuramu <5,7% 23,077 32,71 43,171 3,4
HbA.
FSG (mmol/L) | W3xomHO HUBO (CcpeqHa 9,57 9,75 9,67 9,37
CTOMHOCT)
[IpoMsiHa CIIPAMO -2,80" -3,06" -3,29% 2,84
H3XOQHOTO HHUBO
oy v | 004 021 044" '
195 % CI] [-0,22, 0,30] | [-0,48,0,05] | [-0,71,-0,18]
FSG (mg/dL) W3xonHo HUBO (cpenHa 172,3 175,7 174,2 168,7
CTOMHOCT)
[IpoMsiHa CIIPAMO -50,4" -54,9% -59,3% -51,4%
H3XOQHOTO HHUBO
Paznuka copsm . -
“HCYBH“H rﬁag”““g 3 ;’05 7 8-5 61 ! 12-86’012 4
[95%CI] ['79 9] ['97 7] [' 97'7]
Tesecno Terso | M3xomHo HUBO (CcpeqHa 90,3 90,7 90,0 90,3
(kg) CTOMHOCT)
[IpoMsiHa CIIPAMO 27,17 -9,5% -11,7%# +1,9%
M3XOLHOTO HUBO
Pasnmuka cnipsimo -9,0** -11,4%* -13,5%* -
WHCYNUH rnapxuH | [-9,8,-8,3] | [-12,1,-10,6] | [-14,3, -12,8]
[95 % CI]
MauueTn >5% 62,917 77,61 85,3 8,0
(%), >10 % 35,97 53,01 65,6 1,5
NOCTHI AINH >15% 13,877 24,07 36,5 0,5
3ary6a Ha
TEerJ0TO

*p < 0,05, **p < 0,001 3a npeBB3XOICTBO, KOPUTHUPAHO 32 MHOKECTBEHOCT
1p <0,05, ff p < 0,001 B cpaBHEHUE C UHCYJIUH TIapKKH, 0€3 KOPEKIUS 32 MHOXKECTBEHOCT

*p < 0,05, % p <0,001 B cpaBHEHHE C U3XOTHOTO HUBO, 6€3 KOPEKIHS 3a MHOKECTBEHOCT
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®urypa 4. Cpenen HbAlc (%) u cpeano TesecHo Tersio (kg) oT H3X0IHOTO HHBO /10 ceMHULa 52
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SURPASS-5 — Kombunupana mepanus ¢ mumpupar 0azaien UHCYaAUH, cbC uiu be3 mempopmun.

B 40-cenMu4HO ABOHMHOCIANO I1Iaie00-KOHTPOJMPAHO IpoyuBaHe 475 MalUEHTH ¢ HEIOCTaThYeH
TIAKeMIYeH KOHTPOJT, M3IIOJI3BAIY HHCYITUH TJIAPKUH ChC WK 0e3 MeT(hOpMHUH, ca paHIOMHU3UPAHHU Ha
tup3enatug S mg, 10 mg wnn 15 mg BenHbK ceAMUYIHO Wi miane6o. Jlo3nTe Ha MHCYTUH TTapKHH ca
KOPHUTHPaHU C TMOMOIITa HAa alTOPUTHM 3a MOCTUTAaHE Ha MPHUIIeNIHA CTOMHOCT Ha KpbhBHATA 3axap Ha
riaaao < 5,6 mmol/l. Ha M3X0THOTO HUBO MAIUEHTUTE Ca UMAJTH CpeIHA TIPOIBIDKUTEITHOCT Ha TrabeTa
13 romunu, cpenen BMI 33 kg/m?, cpenna Bo3pact 61 roaunu u 56 % ca Mbxke. O0LmaTa u34KciIeHa
MenuaHa Ha [[03aTa UHCYJIMH TIap>KUH Ha U3XOJHOTO HUBO € 34 enuHuLW/AeH. MenuanaTta Ha 1o3ara
MHCYJIMH TiapxuH Ha ceamuia 40 e 38, 36, 29 u 59 eauHuIm/neH ChOTBETHO 3a TUp3enaTua 5 mg, 10
mg, 15 mg u nnaneoo.
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Taboauua 6. SURPASS-5: PesyaraTtu Ha cenmuna 40

Tupzenatun | Tupdematun | Tupsematun | Ilname6o
S mg 10 mg 15 mg
mlITT nonynamus (n) 116 118 118 119
HbA/ (%) M3x01H0 HUBO 8,29 8,34 8,22 8,39
(cpemHa cTOMHOCT)
[pomsiHa cripsmo -2,23% -2,59% -2,59% -0,93%
U3XOIHOTO HUBO
Paznmka coipsimo -1,30%* -1,66%* -1,65%* -
mrane6o [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) (cpemHa cTOMHOCT)
IpoMsiHa CIPAMO -24 4% -28,3% -28,3% -10,2%
H3XOJHOTO HHUBO
Paznuxka copsimo -14,2%* -18,1%* -18,1%* -
wiane6o [95 % CI] | [-16,6,-11,7] | [-20,6,-15,7] | [-20,5,-15,6]
MManuentn <7% 93,0%* 97,4%%* 94,0%* 33,9
o
flfc);mmn <6,5% 80,01 94,7' 92,3 17,0
HbA . <5,7% 26,17 47,87 62,477 2,5
FSG (mmol/L) H3x01H0 HUBO 9,00 9,04 8,91 9,13
(cpemHa cTOMHOCT)
IIpoMsiHa CIPIMO -3,41% -3,77% -3,76% -2,16%
W3XOIHOTO HUBO
Paznuka cripsimo -1,25%* -1,61%* -1,60%* -
mrane6o [95 % CI] | [-1,64,-0,86] | [-2,00, -1,22] | [-1,99, -1,20]
FSG (mg/dL) N3xoaHO HUBO 162,2 162,9 160,4 164,4
(cpemHa CTOMHOCT)
IpoMsiHa CIIPAMO -61,4" -67,9" -67,7% -38,9%
H3XOJHOTO HHUBO
Paznuka cripsimo -22,5%* -29,0%* -28,8%* -
wiane6o [95 % CI] | [-29,5, -15,4] | [-36,0,-22,0] | [-35,9, -21,6]
TeJiecHO TerJio H3x01H0 HUBO 95,5 95,4 96,2 94,1
(kg) (cpenHa cTOMHOCT)
[pomsiHa crpsimMo -6,2" -8,2% -10,9* +1,7*
W3XOIHOTO HUBO
Paznuka cripsimo -7,8%* -0,9%* -12,6%* -
mwiare6o [95 % CI] [-9,4, -6,3] [-11,5, -8,3] [-14,2, -11,0]
Manuentn >5% 53,91 64,6 84,6 5,9
(%), >10% 22,61 46,91 51,371 0,9
HOCTUTALIH >15% 7,0t 26,6F 316" 0,0
3ary6a Ha
TErJioTo

*p < 0,05, ¥*p < 0,001 3a mpeBB3XOACTBO, KOPUTUPAHO 32 MHOKECTBEHOCT

f p <0,05, f p < 0,001 B cpaBHeHuE ¢ mIanebo0, 6€3 KOPEKIUS 38 MHOXKECTBEHOCT
*p <0,05, # p<0,001 B cpaBHEHHE C U3XOTHOTO HUBO, 6€3 KOPEKIHS 3a MHOKECTBEHOCT
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@urypa S. Cpegen HbA1c (%) u cpenno TenecHo Tergo (kg) oT m3xoanoTo HUBo A0 ceqmumna 40
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3axapen ouabem mun 2 npu deua u ronowu 1a evzpacm om 10 0o 18 200unu

be3onacHoctTa 1 eprkacHoCTTa Ha THp3emaTua S mg u 10 mg BeIHBX CEAMUYHO ca OICHEHHU TIpu 99
nanueHTH Ha Bh3pact ot 10 mo nox 18 roaunu ¢ auader Tan 2, KOUTO npuemat MeTGopmuH (68,7%)
win ca Ha 0azanen uHcynuH (8,1%), wiu u neere (23,2%), B 30-ceIMUYHO JABOWHOCISATIO, TUTANE00-
KOHTPOJIUPaHO mpoyuBaHe ¢aza 3, mocienBaHO OT 22-CEAMUYHO OTBOPEHO MPOIBIDKCHHE Ha
npoyuBaneTo (SURPASS-PEDS). B oTBopeHus epHoa BCHYKH YYaCTHHUIIM Ha I1J1a1ie00 ca MpeMHHAIN
Ha TUP3ENaTH/]| ¢ O IbPIKaIla 1032 5 mg, IOKATO YYaCTHHUIIUTE, PAHJOMU3UPAHH Ha TUP3ENaTh, ca
MIPOABIDKHIIY JISYEHUETO CU ChC ChllaTa j03a 5 wiu 10 mg.

Ha w3xomHOTO HWBO MAIMEHTHUTE ca Ha cpeaHa Bb3pacTt 14,7 romuau u 61% ca xenu. Cpennara
NPOIBIDKUTEIHOCT Ha fualeT Tum 2 € 2,4 rogrHu. BcHuky y4acTHHLM ca MMM HAAHOPMEHO TETJI0
WIN 3aTIbCTsABaHe, Thit kKaTo UTM Haza 85-us mepceHTHI OT 001mara mommysiarisi, ChOTBETCTRAIIA 110
BB3pAcCT U TOJI 33 CTpaHaTa UM peruoHa, € Kputepuil 3a BkiouBaHe. Ha 30-ta ceamuna Tup3enatun 5
mg u 10 mg, kakTo cOOpHHU NaHHHM, TaKa U MOOTICIHO, Ca MPEBB3XOKIAIH IJ1anedo M0 OTHOLICHUE Ha
nonmwkaBaHe Ha HbAlc, FSG u UTM. EdukacHocTTa O OTHOILIEHHE HA TIIMKEMHUYHHUS KOHTPOJI €
ycToiunBa 1 HaMajeHueTo Ha U'TM e mpoabmKmio 1o cenmuia S52.
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Tabauna 7. SURPASS-PEDS: Pe3yaraTtu Ha cenmuna 30

Tup3zenatun | Tupsenatua | Tupsenatun | Ilmame6o
5 mg 10 mg cOopeH
mlTT nonyiaanus (n) 32 33 65 34
HbA (%) U3x01H0 HUBO 8,22 7,92 8,07 8,02
(cpemHa CTOMHOCT)
[IpoMsiHa CIIPAMO -2,16" -2,30% -2,23% 0,049
M3XOJHOTO HUBO
Paznuka (%) cripsimo -2,21%%* -2,35%* -2,28%*
mwrane6o [95 % CI] | [-2,89, -1,53] | [-3,03, -1,66] | [-2,87, -1,69] )
HbA . M3x01HO0 HUBO 66,3 63,1 64,7 64,2
(mmol/mol) (cpenHa CTOWHOCT)
[IpoMsiHa CIIPAMO -23,6" -25,1% -24 A 0,53
W3XOJHOTO HUBO
Paznuka (%) cnipsimo =24 2%* -25,6%* -24,9%*
miare6o [95 % CI] | [-31,6, -16,8] | [-33,1,-18,2] | [-31,4, -18,4] )
Hanuenrn (%) <T% | gapft 91,5 87,91 34,3
MOCTUTAIIH
HbA, S6,5% | 70,8 86,17%* 78,6%* 27,8
<57% 46,97 59,67 53,47 14,4
HUTM (kg/m?) I/I3XO,I[H(3 HHMBO 33.9 373 35.6 34.7
(cpenHa CTOWHOCT)
[Ipomsna (%) cupsimo 7.4 1100 9,3 0.4
M3XOHOTO HUBO
Paznuka (%) cripsimo -7,0%* -10,8** -8,9%*
rane6o [95 % CI] [- 10,48, [- 14,25, [- 11,91, -
- 3,60] - 7,39] - 5,95]

*p < 0,05, **p < 0,001 3a npeBB3XOICTBO, KOPUTHUPAHO 32 MHOKECTBEHOCT

®@urypa 6. Cpenen HbAlc (%) u % npomsina B ©UTM cnpsiMo H3X0AHOTO HUBO A0 cenmuna 30

Cpenen HbA1c (%)

Npomana B UTM (%)

----@--- MOUNJARO 5mg

Bpeme (ceamuum)

——¥-- MOUNJARO 10 mg —@— MOUNJARO Pooled — I

- Placebo

BpeMme (ceaMuum)

u
30

----@--- MOUNJARO 5mg —-¥-- MOUNJARO 10 mg —d— MOUNJARO Pooled — B — Placebo

SURPASS-CVOT - IIpovusane 3a cop0eunocb008U pe3vimamil NpU 6b3pACHHU CbC 3axaper ouabem

mun_2 u copoeyHocv006U 3a00156aHUA

B pannomusupaHo, 1BOWHO-CIIAIO0, KOHTPOJIUPAHO C aKTUBEH KOMIIapaTop IIPOyYBaHE 3a
cepaeunochoBH pe3ynTaTi (SURPASS-CVOT) o6mmo 13 299 Be3pacTHr TAIUEHTH C
HE3a/I0BOJIMTEIIHO KOHTPOJIMPAH 3axapeH 1uadeT TUM 2 U YCTaHOBEHO ChbPACYHOCHIO0BO 3200 sIBaHe
(anamHe3a 3a HH(APKT HA MUOKap/a, KOPOHApHA PEBACKYJIapU3alisl, HHCYJIT, KAPOTHIHA
peBacKynapu3aius win nepudepHa apTepruanna 00J1ecT) ca paHIOMH3UPAHA Ha MaKCHMAaITHA
MOHOCHMa J103a TUp3enaTu BeAHmK cenMuaHo (MTD) no 15 mg cnpamo aymarnytua 1,5 mg BenHbK
cenMuuHo. [IbpBUYHA KpaifHa TOUKa € BpeMETO OT paHIOMM3aLUATa 0 ITbpBaTa MosiBa Ha
KOMOWHAIIMS OT FOJIeMU HeXellaH!u ChpiedHoChI0BH chouTrst (MACE): chbpiedHoChI0Ba CMBPT,
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nHGapKT Ha MHOKap/a Wik HHCYIT. MearaHaTa Ha BpeMeTo 3a npocieassane ¢ 4,0 roguan. Q0110
99,0% oT manueHTHUTe ca 3aBbPIIMIN U3NUTBAHETO U )KU3HEHHUSAT CTaTyC € yCTaHOBeH 3a 99,7% ot
MAIMCHTHUTE.

Ha u3xoqH0TO HMBO ManmeHTHTe ca Ha cpeaHa Bb3pacT 64,1 rogunn u 29,0% ca xxenu. CpegHusT
HUTM e 32,6 kg/m?. Cpeguara npoabKHTETHOCT HA )KUBOTA ChC 3aXapeH AuadeT TUIl 2 e

14,7 roqunw, a cpeanara croitHocT Ha HbAlc e 8,4%. [IponeHThT Ha MallMeHTUTe C BUCOK HITH MHOTO
BHCOK PHCK OT TIpOrpecHsi Ha XpoHHYHO Ob0peuno 3abomnsBane (Xb3) B mpoyuBaneTo e 23%.

Tupsenatuy mokasBa He MO-Malika ehUKACHOCT B CpAaBHEHHE C AYJIArTyTH]I 32 HAMAJIIBaHE Ha MOsBaTa
Ha MACE c xoedunuent Ha puck 0,92 (95,3% CI: 0,83, 1,01; rpanuriara Ha He TTO-MaJiKa e(pUKACHOCT
e 3amazena Ha 1,05) (Bx. @urypa 7 u 8). To3u pe3ynrar rmokassa moji3ara OT HAMAISIBAHETO Ha
CBhPACYHOCHIOBUS PUCK, CBBP3aH C TUP3EHIATU/.

®@urypa 7. I'pajguka na Kaplan-Meier 3a BpemeTo 10 NbpBaTa NosiBa HA CHCTABHUA Pe3yJITaT 3a
MACE: cbpae4yHOCHA0BA CMBPT, MHPAPKT HA MHOKAPAA WJIH HHCYJIT

Oynarnytug

Mounjaro

HR: 0,92
95,3% ClI: (0,83, 1,01)

MauuneHTH ckbe cLbuTHA (%)

T T T T T T T
0 26 52 78 104 130 156 182 208 234 260

Bpeme oT paHgoMM3auuATa (cegMuLm)
BEpon nauMeHTH B pyUcK
Mounjaro 6 586 6433 6 300 6 167 6029 5907 5703 5307 3305 803
Oynarnytma 6579 6421 6 267 6125 5954 5822 5618 5249 3226 777 0

o

HpeB'b?)XOIICTBOTO Ha TUp3CHaTU/ CIipsAMO AYJIarilyThu, KO€TO CC OIPEACIIA KaTO BTOpaTa CThIIKa B IOAX0/J1a 3a l"pa(i)I/I‘{HO
TECTBAHE, HC € ITOCTUI'HATO.
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®@urypa 8. Edekr ot jJeuenuero npu mbpBo MACE u cMBPT 10 BCSIKAKBa NPUYHHA

KoedmumnenT Mounjaro Oynarnytng

Ha pMcK N (%) N (%)
(95% ClI)
miITT 6 586 6 579
NupBUYHa KpaliHa To4ka - MACE — 0,92 (0,83,1,01) 801 (12,2) 862 (13,1)
KomnoHeHT Ha MACE
Cbphe4HOCHA0Ba CMBPT | 0,89 (0,77, 1,02) 367 (5,6) 408 (6,2)

—
WHchapKT Ha MMokapaa f— 0,86 (0,74, 1,00) 311 (4,7) 357 (5,4)
1
I

| 0,91(0,76,1,09) 229 (3,5) 249 (3,8)

WHeynt
Apyra BTOpUYHa KpaKHa Touka

CMbpT Mo BCSIKaKBa NpUHMHa = 0,84 (0,75, 0,94) 566 (8,6) 669 (10,2)
Mpegnoyuta Mounjaro Mpeanounta aynarnyTua

T T T T

0,0 05 1,0 15 2,0

HabnromaBanu ca mocieIoBaTeIHN pe3yNTaTH MPH MAIMEHTH ChC WIH 0€3 ChITBTCTBAIIA yIIoTpeda Ha
SGLT?2i.

Ha mecery 36 e HaO1r01aBaHO 3HAYUTEIHO [10-MAJIKO HaMaJIsIBaHE Ha M34YHUCIIEHATa CKOPOCT Ha
riomepyiHa ¢urrpanus (estimated glomerular filtration rate, ¢GFR) npu y4acTHHUIM ¢ BUCOK HIIH
MHOTO BHCOK puck 3a XB3 B rpynara Ha jeuenue ¢ Tupsenarus (-4,50 ml/min/1,73 m?) B cpaBuenue ¢
rpymnara Ha Jedenue ¢ aysaraytun (-8,40 ml/min/1,73 m?). U3uuncnenara pasiuka e

3,90 ml/min/1,73 m? (95% CI: 2,90 1o 5,00), KoeTo NoKa3Ba KIMHMYHO 3HAYMMa 110-0aBHa IIPOrpecHs
Ha criaga Ha eGFR 3a rpynara Ha Tup3enatua B CpaBHEHHUE C Ta3u HA JyJariayTHL.

Koumpon na meanomo

Eduxacnoctra u 6€30macHOCTTa Ha TUP3EMaTH] 38 PErYJIMpaHe Ha TETJIOTO, B KOMOMHAIUS ¢ HaMalleH
KaJOpHEH MPUEM U MOBHUIIIeHa (pru3ndecka akTHBHOCT, MIPH MAMEHTH Cbe 3aTibeTsiBane (UTM >

30 kg/m?) wnnm ¢ magaOopMeHo Terno (MTM > 27 kg/m? no < 30 kg/m? ) ¥ IOHE €IHO CHITETCTBAIIO
3a00JsIBaHe, CBBP3aHO C TETTIOTO (KaTo JIEKyBaHa MM HEJIEKyBaHA AUCIUIHACMHUS, XUIEPTOHHS,
OOCTpYKTHBHA ChHHA allHes! UM ChbPACYHOCHIOBO 3a00JsIBaHe), U ¢ IpeAnuadeT win
HOPMOIJIMKEMUs1, HO Oe3 3axapeH nualeT THIl 2, ca OLIEHEHU B TP PAHIOMU3UPAHU ABOHHOCIIENH,
miane6o-koHTpoaupanu npoyusanus dpasza 3 (SURMOUNT-1, SURMOUNT-3, SURMOUNT-4).
O6m10 3 900 BB3pacTHM manueHTH (2 518 panaOMHU3UpaHU Ha TUP3ENATHI) Ca BKIIOUYECHH B TE3U
POYYBaHUSI.

Jleyenuetro ¢ TUp3enaTua AEMOHCTpUpA KIMHUYHO 3HAYMMO W TpalHO HaMaJeHHE Ha TErJoTO B
cpaBHeHue ¢ mare6o0. OCBEH TOBa, MO-TOJISIM MTPOLEHT MAIIMeHTH ca MOCTUTHAIHN > 5 %, > 10 %,> 15 %
u > 20 % 3ary06a Ha TErJIO C TUP3EMATU/ B CPAaBHEHHUE C IIIAIe00.

EdwukacHocTTa 1 6€30macHOCTTa Ha THP3EMATH]I 332 PETyJMpaHe Ha TETJIOTO NPU MAIMEeHTH C IuadeT
THI 2 ca OICHCHU B JBOMHOCIIAINO, IUIane00-KOHTpoaupaHo mpoyuBaHe ¢aza 3 SURMOUNT-2 u
cybnonynamys ot nanuenta ¢ UTM > 27 kg/m? B et pangomusupany npoyusanus ¢asza 3 (SURPASS-
1 10 -5). 0610 6 330 nauuentu ¢ UTM > 27 kg/m? (4 249 pannoMu3UpaHu Ha J€YEHHE C TUP3ETIATH]T)
ca BkiTtoueHH B Te3u npoyuBanus. B SURMOUNT-2 jedeHneTo ¢ TUp3enaTi IeMOHCTPHPA KITMHIIHO
3HAYUMO W TpaliHO HaMmaJsiBaHE Ha TETJIOTO B CpaBHEHHE C Iuiane6o. OCBEH TOBa MO-BHCOK MPOICHT
MAIMEeHTH ca mocTurHaimu > 5 %, > 10 %, > 15 % u > 20 % 3ary0a Ha Teryo ¢ THp3eNnaTHI B CpaBHEHUE

C rmaue60. Amnann3ure Ha NoArpymnuTe MNaluCHTH CBC 3aTIBCTABAHC WM HAJHOPMCHO TCIJIO B
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npoyuBanusita SURPASS (Bp3nm3zamu vHa 86 % o1 obmara monynamust SURPASS-1 go -5) mokazsat
NPOJBIDKUTENHA PEIYKIMS Ha TErJIOTO W TMO-BHCOK TPOIEHT MAlMeHTH, MOCTHTAIU [eluTe 3a
PeAYKIHS Ha TETJIOTO B CpaBHEHHUE C aKTUBHUS KOMIIapaTop/mianeoo.

BoB Bcmuku npoyuBanuss SURMOUNT e u3mon3BaHa chlllaTa cXxema 3a IOBHINIABaHE Ha J03aTa Ha
THp3enaTu, Kakto B mporpamara SURPASS (kato ce 3amouBa ¢ 2,5 mg 3a 4 ceMHIIH, TTOCIICIBAHO OT
YBEJIMUYESHUSI HA CTHITKH 110 2,5 mg Ha BCEKH 4 CEAMMUIIM 0 JOCTUTAaHE Ha IIPE/ITICcaHaTa J103a).

SURMOUNT-1

B 72-cenMuyHO IBOMHOCTANO Manebo0-KOHTPOIMPaHO mpoyuyBaHe 2 539 BB3pacTHH MAalKEHTH ChC
satsersBane (MTM >30 kg/m?) mmu ¢ magaopmeno terno (MTM > 27 kg/m? no < 30 kg/m?) u mone
€/IHO CBITBTCTBALIO 3a00JIBaHE, CBBP3aHO C TETJIOTO, Ca PaHAOMHU3MPaHU Ha Tup3enatun 5 mg, 10 mg
win 15 mg BeOHBX CeIMUYHO WM IJianedo. Benmuky manueHtH ca OWiiM MOCHBETBAHW 3a AHMETa C
HaMaJICHO ChIbpKaHNE Ha KAJIOPUH M TOBHIICHA (PU3MYecKa aKTUBHOCT 110 BpeMe Ha M3nuTBaHeTo. Ha
M3XOJHO HUBO MAITMEHTUTE ca OWIM Ha cpemaHa BB3pacT 45 romamnaw, 67,5 % ca xxenn u 40,6 % ot
nanuenTuTe ca umanu npeauader. Cpennusat UTM Ha usxoaHo HUBO € 38 kg/m?.

Tadoauua 8. SURMOUNT-1: Pe3yaratu Ha ceamuua 72

TupsenmaTun TupzenaTun TupzenaTun Il1ane6o
5 mg 10 mg 15 mg

mITT nonmynamus (n) 630 636 630 643
TesnecHo TerJio

N3xoxno HUBO (kg) 102,9 105,9 105,5 104,8

[Tpomsna (%) cpsAMO U3X0AHOTO HUBO | -16,07T 21,47 -22,5™F 2.4

Paznuka (%) cripsiMo miane6o 13,57 -18,9™ -20,1" -

[95 % CI] [-14,6,-12,5] | [-20,0,-17,8] | [-21.2,-19,0]

[Mpomsua (kg) cripsMo M3XOIHOTO -16,177 -22,21 -23,6™ 2,47

HHBO

Pasnuka (kg) cpsamo miane6o -13,8% -19,8% -21,2% -

[95 % CI] [-15,0,-12,6] | [-21,0,-18,6] | [-22,4,-20,0]
MMauuentu (%), nocTuramm 3aryéa Ha TerJjoTo
>5% 89,4™ 96,2™ 96,3™ 27,9
>10% 73,47 85,9 90,1*" 13,5
>15% 50,2% 73,6™ 78,2% 6,0
>20% 31,6 55,5" 62,9 1,3
O0nkoJKa Ha TaausTa (cm)

M3x01HO0 HUBO 113,2 114,9 114,4 114,0

[TpoMsiHa CIIPSIMO U3XOJHOTO HUBO -14,6'" -19,47f -19,97f 23,477

Pasnuka crpsamo miane6o -11,2% -16,0™ -16,5™ -

[95 % CI] [12,3,-10,0] | [-17,2,-14,9] | [-17,7,-154]

p < 0.001 cripsAMO M3XOHOTO HHBO

**p < 0.001 B cpaBHEHHE C TUIALE00, KOPUTUPAHO 38 MHOKECTBEHOCT
#p < 0.001 B cpaBHeHue ¢ mIane6o, 6€3 KOPEKLHS 38 MHOKECTBEHOCT
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®urypa 9. CpeaHa npoMsiHA B TeJ1eCHOTO TerJio (%) 0T H3X0THOTO HUBO 10 ceMHUIA 72

MpomsHa B TenecHoTo Terno (%)

25

16.0 %

36 48

Bpeme (cemmma)

n

—&— MOUNJARO 5mg —%— MOUNJARO 10mg —4— MOUNJARO 15mg — % - I[nameGo

B SURMOUNT-1 c6opuaute mo3u Tup3enatug oT Smg, 10mg u 15 mg BomsIT MO 3HAYUTETHO

mogoOpeHnue B CpaBHEHHE

¢ 1anebo Ha CHCTOJIMYHOTO KpBBHO Haisrade (-8,1 mmHg

capsimo -1,3 mmHg), rpurmunepuanre (-27,6 % cnpsimo -6,3 % ), ae-HDL-C (-11,3 % cnpsmo -1,8 %),
HDL-C (7,9 % cupsimo 0,3 %) u uaCynuH Ha raanHo (-46,9 % crpsamo -9,7 %).

[TammentruTe ¢ pennadeT HA M3XOAHO HUBO Ca MPOIBIDKUIN JICUCHHETO N0 cenmmuia 176, 3a ma ce
OIICHSAT IBJITOCPOYHHUTE €PEKTH BHPXy HAMAIIIBAHETO Ha TEJIECHOTO TErJIO U 3a0aBSHETO Ha MosBaTa Ha

MIOTBBPACH 3axXapeH auader Tum 2.

Tadoauua 9. SURMOUNT-1: Pe3yaratu Ha ceqmuna 176 (maumeHTH ¢ npeanadeT Ha U3XOIAHO

HHBO)
Tupsenatug Tupsenatua | Tupzenmatun ILnaneoo
S mg 10 mg 15 mg
mlITT nonynauus (n) 247 262 253 270
TeJsiecHo TerJio
Wzxonuo Huso (kg) 104,6 108.9 108.,5 107.,4
[Mpomsaa (%) CIPAMO H3XOJHOTO -15,471 -19,97% 22,971 2,17
HUBO
Paznuka (%) cripsiMo miane6o -13,2% -17,7%* -20,7%* -
[95 % CI] [-15,3,-11,1] | [-19,8,-15,7] [-22,8, -18,6]
[Mpomsnua (kg) cripsMo M3XOIHOTO -15,71 -21,47% 24,61 -2,3f
HUBO
Pasnuka crpsMo miane6o -13,4% -19,1%# -22,3% -
[95 % CI] [-15,9,-11,0] | [-21,5,-16,7] [-24,7, -19,9]

p < 0,05, 71p < 0,001 cipsiMo U3XOTHOTO HUBO.
**p < 0,001 cipsimo 1Tane0o0, KOPUTHPAHO 32 MHOKECTBEHOCT.
##p < 0,001 cripssmo muTare60, HEKOPUTHPAHO 32 MHOIKECTBEHOCT.
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®@urypa 10. Cpeana npoMsaHa B TeJIeCHOTO TerJ10 (%) OT U3X0IHOTO HUBO 10 ceaMuua 176
(nanMeHTH ¢ MpeauadeT Ha U3XO0JHO HUBO)

-0

Mpoumaka ereneckoto remno ()

A5

& ® 154%

19.8%

-228%

0 8 16 4 48 [ 9% 124 150 176
Bpeua (cegmuum)
—@— MOUNJARO Smg —— HNOUNJARD 1img —@— MOUNJARO 1img =-4l--- Placebo

B SURMOUNT-1 npu narpienTuTe ¢ npeauadet Ha u3xonno HuBo (N = 1032) 95,3 % oT manueHrure,
JIEKyBaHU C THP3ETMATH/I, Ca MOCTUTHAIM HOPMOTJIMKEMUS Ha ceamuna 72 B cpaBHeHue ¢ 61,9 % ot
NalueHTHTE B Iutanebo rpymarta. B kpas Ha cenmuna 176, 94,5% oT narnmeHTHTe, TEKYBaHH C
TUpP3ENaTu]l, ca Ce BbPHAIN KbM HOPMOTIHKEMHUS, B cpaBHeHUE ¢ 60,4% OT manueHTuTe B 1uianedo

rpymara, a 1,2% ot manueHTuTe, JIeKyBaH! ¢ TUP3EMaTH I, ca IPOrPECHPAIH IO 3aXapeH AuadeT TUI 2,
B cpaBHeHHUE ¢ 12,6% OT manueHTHTe B IU1anedo rpymnara.

SURMOUNT-2

B 72-ceqMuyHO 1BOMHOCIAINO MIane00-KOHTPOIUPAHO MpoyUuBaHe 938 Bb3pacTHU NALMEHTH C
nagHopMmeno terio (UTM >30 kg/m?) win 3atscrsBane (MTM >27 kg/m? no <30 kg/m?) u nuaGer
THII 2 ca OWJIN paHaoMu3upann Ha Tup3enatu 10 mg win 15 mg BenHBX CEIMUIHO WITH TUTare0o.
[TanuenTHTe, BKIOYCHN B M3MUTBaHETO, ca uMain HbAlc 7-10 % u ca Oniiv JIeKyBaHU MK CaMo C
JUETa ¥ yNPaKHEHHUs, WIH C €HO WJIH [OBeYe NMepopaHi aHTUXHUIIEPIIINKEMUYHH cpeacTBa. Beuuku
HALMEeHTH ca OWIN IOCHBETBAHM 3a JMETa C HAMAJIECHO ChAbP)KaHHE HA KAJIOPUHU U TTOBUIIIEHA
¢u3nyecka aKTUBHOCT 110 BpeMe Ha n3nuTBaHeTo. [lanmenTture ca Oy Ha cpeaHa Bb3pacT 54 ronuHu
u 51 % ca 6unu sxenn. Cpenaust UTM Ha u3xoqHo HUBO € 6un 36,1 kg/m?.
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Tadoauna 10. SURMOUNT-2: Pe3yaraTtu Ha ceqmMuia 72

TupsenmaTun TupzenaTun Il1ane6o
10 mg 15 mg

mITT nomynauus (n) 312 311 315
TesnecHo TerJio

Wsxommo nuso (kg) 101,1 99,5 101,7

IMpomsna (%) cripsIMO U3XOTHOTO HUBO -13,47t 15,71 3,37

Paznuka (%) cnipsmo 1iane6o -10,1™ -12,41™

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

[Tpomsna (kg) cripsMo U3X0THOTO 13,5 15,67 32

HUBO

Pasnuka (kg) cripsimo ruiane6o -10,3* -12,4%

[95 % CI] [-11,7, -8,8] [-13,8, -11,0] i
Hanuentu (%), nocTuruanau 3aryéa Ha TerJjio

25% 81,6 86,4 30,5

210 % 63,4 69,6 8,7

>15% 41,47 51,8 2,6

=20 % 23,0 34,0 1,0
O0nkoJKa Ha TaausTa (cm)

M3x01HO0 HUBO 114,3 114,6 116,1

ITpoMsiHA CTIPSIMO U3XOJHOTO HUBO -11,27F -13,87f 23,471

Pasnuka cripsimMo miane6o 27,8 -10,4™

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

M3x01HO0 HUBO 64,1 64,7 63,4

ITpoMsiHA CTIPSIMO U3XOJHOTO HUBO -23,471 -24 3% -1,8"

Paznika cripsMo riane6o 21,6 -22,5™

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

M3x01HO0 HUBO 8,0 8,1 8,0

[IpoMsiHA CIIPSIMO U3XOHOTO HUBO 2,171 =221 -0,2°

Paznika cripsMo riane6o -2,0" 2,17

[95 % CI] [-2,2,-1,8] [-2,2,-1,9] )
Hanuentu (%),nocturiasu HbAlc

<7% 90,0 90,7 29,3

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

<57% 50,2 55,3 2,8
FSG (mmol/l)

M3x01HO0 HUBO 8,8 9,0 8,7

[TpoMsiHa CIIPSMO M3XOAHOTO HHUBO 2,771 -2,91 -0,1

Paznuka copsimo mutane6o -2,6™ 2,77

[95 % CI] [-2,9,-2,3] [-3,1,-2.4] )
FSG (mg/dl)

M3x01HO0 HUBO 157,8 161,5 156,7

[IpoMsiHA CIIPSIMO U3XOHOTO HUBO -49,211 -51,771 2,4

Pasnuka cnpsmo mane6o -46,8™ -49,3™

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

p< 0,05 crIpsAMO M3XO0JHOTO HUBO
p < 0,001 cpsAMO M3XOIHOTO HUBO

**p < 0,001 B cpaBHEHHE € TUIALE00, KOPUTUPAHO 38 MHOKECTBEHOCT
#p < 0,001 B cpaBHEHHE ¢ TUIane60, 6€3 KOPEKIHUS 3a MHOKECTBEHOCT
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®@urypa 11. Cpeana npoMsaHa B TeJIeCHOTO TerJ10 (%) OT U3X0AHOTO HMBO /10 ceAMH LA 72
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Bpeme (Cemvuuu)
—¥— MOUNJARO 10mg —— MOUNJARO 15mg — B - TIname6o

B SURMOUNT2 c6opraute m03u Trp3enatua oT 10 mg u 15 mg BoAAT 10 3HAUUTEITHO TO00pEHNE B
CpaBHEHHE C IUIanEeb0 Ha CHCTOIMYHOTO KpBhBHO Hamsarane (-7,2 mmHg cmopsmo -1,0 mmHg),
tpurnunepuaute (-28,6 % copsmo -5,8 %), ae-HDL-C (-6,6 % cnpsmo 2,3%) u HDL-C (8,2 % cnpsimo
1,1 %).

SURMOUNT-3

B 84-cenmuuno npoyusane 806 BB3pacTHM MalMEHTH Che 3aTibeTssane (MTM > 30 kg/m?) wmm ¢
nagHopMmeno tersio (MTM > 27 kg/m? 1o < 30 kg/m?) 1 oHe €11HO CHIIBTCTBAILO 3a00JIABaHE, CBBP3aHO
C TETJIOTO, Y4acTBaT B 12-ceqMHUYECH BbBEXKIAIl NIEpHO Ha HHTEH3MBHA NIPOMSHA B HAYMHA Ha JKUBOT,
chCTOsAIIA ce OT HuckokajmopuuHa auera (1 200-1 500 kcal/men), mopuiieHa pu3ruecKka akTHBHOCT U
YeCTH [OBEJICHYECKU KOHCYNTaluU. B kpas Ha 12-ceaMuuHus BbBEKAAL IEPHOA 579 NaleHTH, KOUTO
ca mocturHainu > 5,0 % pemayKuus Ha TErJIOTO, ca PaHJOMU3MPAaHU Ha MaKCHMallHa MOHOCHMA /1032
(maximum tolerated dose, MTD) tTup3enatua 10 mg mwnu 15 mg BeAHBX CEIMUYHO WM Ha T1anedo 3a
72 cenmunu (aBoriHocsna (aza). [laruenTrure ca OWIM Ha AUeTa C HAMAJICHO ChAbPIKaHUE Ha KaJIOPUH
¥ TOBHUIIEHa (u3ndyecka aKkTHUBHOCT Mpe3 Lislata JBOWHOCHANa ¢a3za Ha mnpoyusanero. llpm
paHIoMu3anusITa MaMeHTUTE ca OMK Ha cpeiHa Bh3pacT 46 ronunu 1 63 % ca ounn xxeHu. CpeTHUsT
WUTM npu pargomusupane e 6wmr 35,9 kg/m?,
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Tadoauna 11. SURMOUNT-3: Pe3yaraTtu Ha ceqmMuia 72

TupsenmaTun IInane6o
MTD
mITT nomynamus (n) 287 292
TeJsiecHo TerJio
Uzxonno Hueo ' (kg) 102,3 101,3
[Tpomsina (%)CHpsaMO M3XOAHOTO HUBO' -21,17F 3,37t
Paznuka (%) copsmo mane6o -24,5™ -
[95 % CI] [-26,1, 22.8]
IMpomsaa (kg) CrIpsAMO M3XOJHOTO HUBO' -21,57f 3,57
Pasnuka (kg) cpsamo miane6o -25,0% -
[95 % CI] [-26,9, -23,2]
MMauuentu (%),mMocTUrHAIU 3ary0a Ha Terjio
>5% 94 4™ 10,7
>10% 88,0 4,8
>15% 73,9™ 2,1
>20% 54,9 1,0
Manuentu (%), KOUTO MOAABLP:KAT >80% 0T 98,6 37,8
3ary0eHoTo TeJIeCHO Terjio mo BpemMe Ha 12-
CeIMUYHHS BHBEK/IAI IEPHOT
O0ukoJka Ha TaausTa (cm)
W3X01HO HUBO' 109,2 109,6
ITpoMsiHA CIPSAMO U3XOJHOTO HUBO | -16,81" 1,1
Pasnuka cripsiMo miane6o -17,9™ -
[95 % CI] [-19.,5, -163]

"Pannomusanus (ceqmuna 0)

p < 0,001 cripsAMO M3XOJHOTO HHUBO'.

“p < 0,001 B cpaBHEHHE C IIa1I€60, KOPUTUPAHO 32 MHOKECTBEHOCT.
#p < 0,001 B cpaBHeHHE ¢ mIane60, 0€3 KOPEKIHUS 3a MHOKECTBEHOCT.
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®@urypa 12. Cpeana npoMsaHa B TeJieCHOTO TerJ10 (%) ot cenmuna -12 go cexmuna 72
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B 88-ceamuuno mpoyusaHe 783 BB3pacTHU IAlMEHTH Che 3amibeTsaBane (MTM > 30 kg/m?) mmm ¢
nagHopMmeno tersio (MTM > 27 kg/m? 1o < 30 kg/m?) 1 oHe €11HO ChIIBTCTBAILO 3a00JIABaHE, CBBP3aHO
C TerjoTo, ca BKIIOYEHU B 36-ceIMMYHA OTBOpEHA BbBEKAalla (a3a Ha JeUeHHe ¢ Tup3enatui. B
HAYaIOTO Ha BHBEXK/IAIIUS TIEPHOJ, BKIIIOYCHUTE MAIEHTH ca UMalli cpeaHo TeiecHo terno 107,0 kg
u cpenen UTM 38,3 kg/m?. B kpast Ha BbBexkgainus nepuos 670 mauuenTH, KOUTo ca nocturaany MTD
tupsenatug 10 mg unu 15 mg, ca paHAOMU3UpaHH Aa MPOABIDKAT JICYEHUETO C THP3ETATHA BEAHBK
CEIMUYHO WJIU JIa TIpeMUHAT KbM Iu1are6o 3a 52 ceqmury (aBoiHOoCcsAma (aza). [lanmenture ca owmmu
MOCHBETBAaHU 3a JHMETa C HAMAJICHO ChIbpKaHMe Ha KaJOpUW W TIOBUIIIEHA (hU3MYecKa aKTHBHOCT 110
BpeMe Ha m3nuTBaHeTo. [lpu pangoMusupaneto (cenmuna 36) nanueHTUTe ca OMIIM Ha cpeliHa Bb3pacT

49 ronunn 1 71 % ca Ounu >xenu. CpenHOTO TENIECHO TETJIO MpU paHaoMu3upane e Ouno 85,2 kg, a
cpennuat UTM — 30,5 kg/m?.

[TanuenTHTE, KOUTO Ca MPOIBIIKUIIN JICYCHUETO C TUP3ENATH/| 32 OMBIHUTEITHA 52 cenMuiu (0010
nmo 88 cemMmim), ca 3ama3mwiid U ca UMajd JOIBJIHHUTETHA 3aryba Ha TETJIo Clie]] IbPBOHAYATHOTO
HaMmaJsBaHe Ha TETJI0TO, MOCTUTHATO 0 BpeMe Ha 36-cemMuuHaTa BpBexkaia ¢aza. HamansBaneTo Ha
TETJIOTO TIOKa3Ba MPEBBH3XO/ICTBO U KIIMHIUYHA 3HAYMMOCT B CPABHEHHE C IDI1are0o rpymnara, B KOsSTO ce
HaOII0/]aBa 3HAYUTETHO BH3CTAHOBSBAHE HAa TEJIECHOTO TETIIO, 3aryOeHO M0 BpeMe Ha BhBEX/AIlaTa
(haza (k. Tabmuma 12 u durypa 13). HezaBucumo oT TOBa Ha0JII0IaBAHOTO CPEIAHO TEJIECHO TEIJIO 3a

NalKueHTHTE, JIEKYBaHU C II1ane0o, € Mo-HUCKO Ha ceaMULA 88, OTKOJIKOTO B HAYaJIOTO Ha BbBEKAALIaTa
¢aza (Bx. Ourypa 13).
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Tadoauua 12. SURMOUNT-4: Pe3yaraTtu Ha ceamuia 88

TupzenaTun IInane6o
MTD
mITT nomynamus (n) caMo manueHTH Ha ceaMuIa 36 335 335
TeJsiecHo TerJio
Terno (kg) Ha cemmuna 0 (U3X0THO HUBO) 106,7 107,8
Terno (kg) Ha ceamuna 36 (pangoMu3anys) 84,5 85,9
ITpomsna (%) o ceamuna 36 Ha ceaMuna 88 -6,77t 14,877
Paznuka (%) cupsimo mane6o Ha cenMuiia 88 -21,4" -
[95 % CI] [-22,9, -20,0]
IMpomsna (kg) ot cenmua 36 Ha cenmuna 88 -5,71 11,97
Pasnuka (kg) cpsamo miane6o Ha ceqmuna 88 -17,6% -
[95 % CI] [-18,8, -16,4]

Manuentn (%), NOCTUTHATIH PeAYKIUSI HA TeJECHOTO Teryo ot ceamuua (

o ceammuia 88

>5% 98,5 69,0
> 10 % 94,0 44 .4
>15% 87,1 24,0
>20% 72,6 11,6
Manuentu (%), KOUTO MOAABLP:KAT >80% 0T 93,4 13,5
3ary0eHoTO TeJIeCHO TerJio mo BpemMe Ha 36-
ceJIMMYHNSI BbBEXK/IAII IepHo HA cenmMuia 88
O0nkoJka Ha TaausTa (cm)
W3xomHo HUBO (ceamuria 0) 1149 115,6
Parnmomuzanms (ceamura 36) 96,7 98,2
IIpoMsiHa OT paHgOMuU3aLMsTa (cenmuna 36) 4,61 8,37
Pasnuka cripsiMo miane6o -12,9" -
[95 % CI] [-14,1,-11,7]

Tp < 0,001 cpsiMO U3XOHOTO HUBO.

“p < 0,001 B cpaBHEHHE C IIa1I€00, KOPUTUPAHO 32 MHOKECTBEHOCT.
#p < 0,001 B cpaBHeHHE ¢ MIane60, 0€3 KOPEKIHUS 3a MHOKECTBEHOCT.
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®@urypa 13. Cpeagna npomMsiHa B TejdecHOTo Teryo (%) oT u3xoaHoro HuBO (ceammuua 0) o
cenmuna 88
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Puck om eév3cmanoeseane na meenomo 0o > 95 % om meanomo na uzxoonomo nuso (ceomuya 0) na
npoyusanemo Ha ceomuya 88

AHaIM3bT HA BPEMETO 10 ChOUTHETO MOKa3Ba, Y€ HEMPEKbCHATOTO JICUCHHE C TUP3EHAaTH/I I10 BpEME Ha
JIBOMHOCIIETINS TIEPUO]] HaMaJIsiBa PUCKA OT BH3CTAHOBSIBAHE Ha TETJIOTO JO moBede oT 95 % TenecHo
Terno, HaOmomaBaHo Ha ceamuna 0, 3a Te3u, KOUTO Bede ca 3aryommm mone 5 % ot cemmuna 0 ¢
npubauzuTenHo 99 % B cpaBHeHUE C maredo (koedurmeHT Ha puck, 0,013 [95 % CI, 0,004 1o 0,046];
p <0,001).

SURMOUNT-5

B 72-cenmuuno npoyusare, 751 Bb3pacTHM narmentd che 3anubersBane (MTM >30 kg/m?) win
HagHopMmeno tersio (MTM >27 kg/m? no <30 kg/m?) ¢ mone 1 chbTCTBAINO 3a00JBaHE, CBHP3AHO C
TETJIOTO, Ca OWIIM paHIOMI3UPAHHM JIa TIOJydaBar TUp3enatux 15 mg win cemariayTun 2,4 mg BeTHBK
cenMuuHo. Korato manueHTuTe He ca OHACSIIM Ta3u 1033, A03aTa € HaMalleHa 1o Tup3enatun 10 mg
win ceMarnytua 1,7 mg Beaubx ceaMuuHo. [lanuenTure ca OMIM KOHCYATHPAHU 32 HUCKOKAJIOPUYHA
JIMeTa U MOBHIICHA (U3UYeCKa aKTUBHOCT IO BpPeMe Ha IPUIOTO MPOyYBaHE. YUYACTHUIUTE Ca UMK
cpenna Bb3pact 44,7 rogunm u cpenen UTM 39,4 kg/m?. Kato nsuo 64,7% ca Guinm KeHu.

JledenueTo ¢ TUp3emaTHA B MPOIBIDKEHHE HA 72 CEIMUITH € I0BEJIO JI0 MO-J00p0 U KIMHUYHO 3HAYNMO
HaMaJIIBaHE Ha TEJECHOTO Terjo B CpaBHEHHE ChC ceMarityTHn. lIpomeHTHaTa mpoMsHa CHPSMO
M3XOJIHOTO HUBO HA ceamMuIia 72 (TbpBUYHA KpaiitHa Touka) ¢ Ouna -21,6% 3a tupsenartun u -15,4% 3a
cemarnytua (pasnmuka cupsmo cemaraytun: -6,2%; 95% CI [-7.8, -4,6]; p<0,001). Tupsenatua cbhino
Taka € TOCTHTHAJI TPEBB3XOJCTBO B CpPaBHEHHWE CHC CEMAarNIyTHI IO OTHOIIEHHWE HA KIIFOYOBUTE
BTOPWYHHU KpallHU TOYKH, T.€. ST Ha MaueHTUTe, mocturaainu >10%, >15%, >20% u >25% namanenue
Ha TEJIECHOTO TETJI0 Ha CeMUIIA 72, KAKTO M HaMaJIsIBaHE Ha OOMKOJIKATa Ha TallUsATa Ha ceaMHULIA 72.

38



Ed)eKm B8bpPXY meleCHUA cvbcmas

[IpoMeHuTe B ChCcTaBa Ha TAJIOTO ca OLEHEHM B moampoyusaHe B paMkure Ha SURMOUNT-1, ¢
W3II0JI3BaHe HAPEHTIeHOBa abcopOimoMeTpus ¢ aBoitHa eHeprus (dual energy X-ray absorptiometry,
DEXA). Pe3ynratute ot orienkata ¢ DEXA mokassar, 4e JICUEHHUETO C TUP3ETATH]I € TIPUIPYKEHO OT
MO-TOJIIMO HaMmajlsiBaHEe Ha MacTHAaTa Maca, OTKOJKOTO HA YHCTaTa TeJlecHAa Maca, KOeTO BOAU IO
MmoJo0peHrNe Ha TEJIECHHUS ChCTaB B CpaBHEHHE ¢ Imianebo cimen 72 cegmurm. OCBEH TOBa TOBa
HamalsBaHe Ha o0IlaTa MacTHA Maca € MPHUJIPYKEHO OT HaMaJIsIBaHEe Ha BHCIEpAHATA MACTHA THKaH.
[IpennonoxxeHusiTa OT TE3U Pe3yATaTH ca, Y€ MO-rojsiMaTta JyacT OT obmiara 3aryda Ha Terjio ce JbJDKU
Ha HaMaJsBaHE Ha MACTHATAa THhKaH, BKIFOYUTEITHO BUCIEpaHaTa MAaCTHA ThKaH.

[looobpssane na huzuueckomo GyHKUUOHUDAHE

IManueHTH ChC 3aTABCTIBAHE MM HAJHOPMEHO Terio 6e3 anadeT, KOMTO ca MoTydaBaid TUP3EHaTu,
MOKa3BaT MaJKU MOJOOpEHHs Ha CBBP3aHOTO ChC 3IPaBETO KAYeCTBO HA JKUBOT, BKIIOYUTEIHO
¢usnvecknTe (GYHKIMH, OTKOJKOTO TE3HM, KOHTO Ca MojydyaBaiu ane6o. KauecTBOTO Ha YKHUBOT,
CBBP3aHO ChC 3APABETO, € OLCHEHO ¢ IIOMOIITa Ha 001U BhIpocHUK Short Form 36v2 Health Survey
Acute Version (SF 36v2).

Obcmpykmusua coHia antes

Eduxacnoctra u 6e30macHOCTTa Ha TUp3ENATH] 3a JICYCHHE Ha yMEPEHO Texkka 10 Texka (AHI>15)
oOctpykTuBHa chHHa amHest (OSA), B KoMOMHaUUS C OWETa W YNPKHEHWS, NMPH HAlUEHTH ChC
3aTIBCTSBAHE Ca OLICHEHU B JIB€ PAHJOMHU3UPAHU JIBOMHOCIEIH, JIale00-KOHTPOJIMPAHU IIPOYYBaHUS
(aza 3 (SURMOUNT-OSA npoyusate 1 u npoyusane 2). Q01110 469 Bb3pacTHU HNAIMEHTH C YMEPEHO
Texka 10 Texxka OSA u 3arabcrsaBane (234 paHIOMHU3UpAHU HA JICYCHHUE C TUP3EIATH) Ca BKIFOYCHU
B Te3u npoyusanusl. [larmenture ¢ T2DM ca n3kmrouenu. [Ipoyusane 1 BKIItOUBa MallUEHTH, KOUTO HE
MOTaT WM He JKeNasT Aa HM3MOJ3BaT Tepamus C MOJOKUTETHO HalATaHe B JUXATEIHWUTE MHTHINA
(Positive Airway Pressure, PAP). [IpoyuBane 2 BkitouBa nauueHtu Ha PAP Tepamus. [IpoyuBane 2 He
MO3BOJISIBA KaKBOTO M Jla € 3aKJII0YEHHE 33 MOTEHIMAIHO JOMBIHMUTENHA MOJ3a OT THUP3EHaTH] B
nornbiiHeHne KbM PAP Tepamnusita, Thii kaTo ynotpedara Ha PAP e cnipsina 7 qHM nipean U3MepBaHETO
Ha KpaliHata Touka. BCHYKM MalMEeHTH ca JIEKyBaHM C MaKCHMallHaTa MOHOCHMMa Jio3a (maximum
tolerated dose, MTD; 10 mg nium 15 mg) Tup3enatua win miane0o, BeTHBXK CEIMUYHO B IPOABIDKCHUE
Ha 52 ceqmMuuu.

W B nBere mpoydBaHHS JIEUSHHETO C THP3EMATHI TMOKa3Ba CTATUCTHYECKH 3HAYMMO W KIMHUYHO
3HAYUMO HaMalleHWe Ha WHJIEKca amHes-xuromnHes (apnoea-hypopnoea index, AHI) B cpaBHeHHE C
wiane6o (Bx. Tabmuma 13). Cpen manmeHTHTE, JIEKYBaHH C THP3EMATHA, MO-TOJISIM TPOIEHT OT
MaIMeHTuTe ca mocturaany moHe 50 % namanenue Ha AHI B cpaBHeHue ¢ mnaneoo.

SURMOUNT-OSA. IlpovyuBaue 1 u IIpoyusaue 2

B nBe 52-cenMuuHUM IBOMHOCTENHN IUIANE00-KOHTPOIUPAaHU Mpoy4uBaHui 469 Bb3pacTHU MALMEHTH C
yMepeHo Texkka 1o Texka OSA u 3aTiIsCTsABaHe ca paHaoMu3upanu Ha tupsenatug MTD 10 mg wm
15 mg BeAHBK CeIMHYHO WM Ha Iutanebo BeaHbxk cenmuyHo. B Ilpoyusane 1 cpennaTta Bb3pacT Ha
narnuenTute e omia 48 rogunu, 33 % ca xenu, 35 % ca umanu ymepeHo texka OSA, 63 % ca umanu
Texkka OSA, 65 % ca umanu npeauader, 76 % ca umanu xuneptoHus, 10 % ca UManu CbpaEYHH
Hapymerus u 81 % ca nmanmn aucnununemus. [lanuenture ca nmanu cpenna croitHocT 10,5 mo ckanara
3a ceHumBOCT Ha Epworth (Epworth Sleepiness Scale, ESS).

B IlpoyuBane 2 manueHTuTe ca OMIM Ha cpegHa Bb3pacT 52 roxunu, 28 % ca xxenu, 31 % ca umanu
ymepeHo texxkka OSA, 68 % ca mmamm Texxka OSA, 57 % ca umanm nmpenuaber, 77 % ca umanm
xuneptonus, 11 % ca umanu cepaeuny Hapymenus u 84 % ca nmanu gucnunuaemus. [lanpenture ca
nManu cpenHa croitnoct ot 10,0 mo ESS.
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Tadoauna 13. SURMOUNT-OSA, [IpoyuBane 1 u IIpoyuBane 2: Pe3yiaratu Ha ceamuua 52

OSA IIpoyusane 1 OSA IIpoyusane 2
TupzenaTun Ilnane6o Tupsenatun | Ilnamedo
MTD MTD
mlITT nonyaauus (n) 114 120 119 114
AHI (cb0uTHs/hr)
W3xonHo HUBO (cpenHa 54,3 50,9 458 53,1
CTOMHOCT)
ITpoMsiHA OT M3XOJHO HUBO =274 -4,8% -30,47" -6,0"
Pasnuka cripsaMo Iiane6o -22.5™ - -24. 4™ -
[95 % CI] [-28,7, -16,4] [-30,3, -18,6]
% Ilpomsina B AHI
% ITpoMsiHA OT M3XOAHO HKMBO | -55,07 -5,0 -62,8" -6,4
% Pasnuka cnpsimMo mianebo | -49,9™ - -56,4™ -
[95% CI] [-62,8, -37,0] [-70,7, -42,2]
Hamuentn (%) nocrurnanu pexyknusit Ha AHI
>50% 62,3 19,2 74,3 22,9
% Pasznmuka cripsmo mane6o 43,6™ - 50,8 -
[95% CI] [31,1, 56,2] [38,6, 62,9]
XHIIOKCHYHO HATOBapBaHe, cienn¢u4yHo 32 cbHHa anHes (% min/h)?
W3xonHo HUBO (cpenHa 156,6 148,2 129,9 139,1
TeOMETpUIHA CTOWHOCT)
ITpoMsiHA OT M3XOJHO HUBO -103,17" 21,1 -103,07" -40,7°
Pasnuka crpsaMo Iiane6o -82,0" - -62,4™ -
[95% CI] [-107,0, -57,1] [-87,1, -37,6]
Teaecno Teryo (kg)
M3xomxH0 HUBO (CpemHa 117,0 112,7 115,8 115,0
CTOMHOCT)
% ITpoMsiHa OT M3x0aHO HKMBO | -18,177 -1,3 -20,177 22,37
% Pasnuka cnpsiMo mane6o | -16,8™ - -17,8" -
[95% CI] [-18,8, -14,7] [-19,9, -15,7]
CucroaHo KpbBHO Hassrane (mmHg) °
W3xonHo HUBO (cpenHa 128,2 130,3 130,7 130,5
CTOMHOCT)
ITpoMsiHA OT M3XOJHO HUBO 29,6 -1,7 -7,6' -3,3%
Paznuka cnpsimo mare6o -7,9" - 43" -
[95% CI] [-11,0,-4.9] [-7,3,-1,2]
hsCRP (mg/l)*
M3xomaH0 HUBO (CpemHa 3,6 3.8 3,0 2,7
reoMeTpUYHa CTOMHOCT)
IIpoMsiHa OT M3XOJHO HUBO -1,6'1 -0,8" 1,47 -0,3
Pasnuka cripsaMo 1iane6o -0,8" - -1,1* -
[95% CI] [-1,4,-0,3] [-1,7,-0,5]

T p<0,05, 1 p <0,001 cipssMO N3XOTHOTO HUBO.
*p <0,05, ** p<0,001 cripsimo TuTa11e00, KOPUTUPAHO 32 MHOKECTBEHOCT.
® AHaliM3upaHM ¢ IoMoIiTa Ha log mpeoOpa3yBaHH JaHHU.

® KpbBHOTO HaJIATaHE € OLEHEHO Ha ceaMuIa 48, Thif kaTo orTernsHeTo Ha PAP Ha cenmuna 52 mMoxke

Ja 061,p1<a OIICHKAaTa Ha KPBbBHOTO HAJIATAHEC.

Copoeuna Hedocmamvp4yHoCh CbC 3aNnaA3eHa Qpakyus Ha U3MIACKEAHe

E(i)I/IKaCHOCTTa u 6e30macHOCTTa Ha TUP3CIIATH/] 3a JICUCHUC HAa XPOHUYHA CHhPACUYHA HCAOCTATHbYHOCT

(Hroriopkcka cbpaeuna acormarnus [New York Heart Association, NYHA] II-1V) ¢ dpakuus Ha
M3TIacKBaHE Ha JisiBaTa Kamepa >50% ca oleHeHH B paHIOMHU3UPAHO, ABOWHOCIISAIIO,
iane0o-KoHTponupano npoyusane ¢gasza 3 (SUMMIT), BkirouBamo 731 Be3pacTHH Che
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3aTiIbCTsABaHe (364 paHIOMHU3UpPaHH HA JICUCHUE ¢ TUP3enaTh). JIBOMHUTE MEPBUYIHN KPAiHU TOUKU
ca ChCTaBHU OT MOTBBPJICHU CIIyYaH Ha ChbPACYHOCHI0BA CMBPT WU CHOUTHS Ha ChpcUHA
HEJOCTAaThYHOCT, aHATM3UPAHU KaTo BPEMeE JI0 ITbPBOTO CHOUTHE U MPOMSIHA CIIPSIMO M3XOJHOTO HUBO
no ceamura 52 ciopen O000IeHNs KIMHUYEH CKOp IO BHIIPOCHHKA 3a KapAuoMuonaTus Ha Kanzac
Curu (Kansas City Cardiomyopathy Questionnaire Clinical Summary Score KCCQ-CSS).
[NanuenTuTe ca JeKyBaHH ¢ MAaKCUMalTHATa JIHEBHA 7032 10 15 mg Tup3enatu;] Win ca Ha mianedo
BEJIHBK CEIMUYHO KaTO ca MPOCIeIsIBaHU C MeIMaHa Ha IpoabnKuTennHocTTa 104 cenmury.

MenuanaTta Ha Bb3pacTTa Ha manueHTute € 65,2 roqunn, 21,0% ca Ha 75 wim moBeye TOAMHM, a
53,8% ca sxenu. Ilpu pannomusupane 72,5% ot nauueHTuTe ca knacuduuupanu karo kiac Il mo
NYHA, 27,5% karo knac HI/IV, a 48,2% ca ¢ quabet tun 2. Cpenaust UTM Ha U3XOTHOTO HUBO €
38,2 kg/m?, a memnanaTa Ha eGFR ¢ 62,0 ml/min/1,73 m?. TepanusaTa 3a cbpJe4Ha HEAOCTATHYHOCT
Ha W3XOJHOTO HUBO € BKIIOYBAJIa MHXUOUTOPH Ha pSHUH-aHTHOTeH3MHOBaTa cuctema (80,4%),
nmuypetunu (73,6%), 6eta-0okepu (69,5%), aHTarOHUCTH HA MUHEPAKOPTUKOUIHUTE PEIECITOPH
(35,0%), a 17,2% ca m3nomBamm SGLT2i.

Tupsenatua JeMOHCTpUpPa NPEBBH3XOACTBO B CPaBHEHHUE € IIALE00 MO OTHOIICHUE HA HAMAJIIBaHE Ha
pHCKa OT BIIOIIIABAHE HA ChpJeYHATa HEIOCTATHYHOCT, OLIEHEH KaTO ChbCTaBHA OT ChPJECYHOCHI0BA
CMBPT WIH CHOUTHE HA ChPJIeYHa HEJIOCTATBYHOCT, IeQUHUPAHO KATO XOCTTHTAIN3AIMS TOPaIn
Chp/CYHA HEJOCTATHYHOCT, CIICIIHH MTOCEHICHHU 3a OBJIa/IIBaHe HA ChpJeUHa HEAOCTATHYHOCT WIIN
MHTEH3M(UKALMS Ha IEPOPAIHUTE AUYPETHLIM MIPH BJIOIIABAHE HA ChpJEYHATA HEJOCTATHUYHOCT (BXK.
Ourypa 14 u Tabnuma 14).

®urypa 14: AHaIM3 Ha BpeMeTo 10 MbPBO ChONTHE 32 CbCTABHATA KPaliHA TOYKA OT
NMOTBBbP/IEHN CJIYYau HA CbPAEYHOCHI0BA CMbPT MM CHOMTHA HA ChPAEYHA HEIOCTATHYHOCT
NpH MeANaHa Ha npociaeasBade 10 104 cexMuum

20 -
HR(95% Ch p-cTolHOCT

MOUNJARO MTD 0.622(0.409, 0,946} 0.026 — r

— = llsaneGo

Kymynariena vecrota (%)

a 8 16 24 32 40 48 56 64 72 80 88 96 104 112 120 128 136

Bpese ot pangounsanmsita (Cenp i)
# Yuactanun & pack.
MOUNJAROMTD 364 359 34 384 340 338 33 284 275 251 228 220 196 167 146 105 a2 45
Ilnancto 367 361 345 339 332 328 Eat-] 268 259 240 219 215 195 165 145 o4 73 45
Kysyaamugao # ¥ qactinim coo coiarmn
MOUNJARO MTD 0 5 11 18 18
Thaanatia o 5 11 18 25

24 % 29 2 30 33 34 36 36 3%
35 4z 43 a5 a7 48 48 50 53 55

Yy
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Tadoauuna 14. SUMMIT: ChaTtaBHa kpaiiHa ToOYka W HeliHHTe KOMIOHEHTH NMPU MeAUHAHA HA
npociaensisane 10 104 ceamuum

TupzenaTun IInane6o
MTD
ITT nonmynamus (n) 364 367
ChbcTaBHA KpaliHA TOYKA OT MOTBBPACHA
CJIyYan Ha ChPAEeYHOCH/I0BA CMBPT WIH 36 (9.9) 56 (15.3)

CHOUTHS HA CbpacdHa HeIIOCTaT’b‘lHOCTa, n

(%)
Koedwuruent Ha puck cnpsmo miaredo ) )
(95% CI) 0,62 (0,41; 0,95)
P-CTOMHOCT 3a IPEBH3XOJICTBO 0,026 -

ChpaeyHocbaoBa CMBPT, n (%) 10 (2,7) 5(14
Koeduruent Ha puck cnpsmo miaredo ) )
(95% CI) 1,99 (0,68; 5,81)

ChouTHS HA Chp/IeYHa HETOCTATHYHOCT?,

n (%) 29 (8,0) 52 (14,2)
Koeduruent Ha puck cnpsmo miaredo ) )
(95% CI) 0,54 (0,34; 0,85)

XocnuTaau3anus NOpaau cCbpaeyHa
HeA0CTATBHYHOCT, N (%)
Koedumuent Ha puck cpsmo miaredo
(95% CI)
CrnenrHo noceuieHue MOpaau cbpaeyHa
HeA0CTATBHYHOCT, N (%)
Koedwumuent Ha puck cpsmo miaredo
(95% CI)
ODI 3a BiomaBaHe Ha CbpJe4YHATa
HeA0CTATBYHOCT, N (%)
Koedumuent Ha puck cpsmo miaredo
(95% CI)
*Cr0UTHS HA ChpJIeYHA HEJIOCTATHYHOCT, ca AeQUHUpaHH KaTO XOCTIUTAITU3AIHS IOPaI ChpAcYHA
HEJIOCTATHYHOCT, CIICIIHO MOCEIICHUE TOPaI ChpJcuHa HEIOCTATHYHOCT WITM HHTCH3U(UKAIUS Ha
nepopanuute auyperuiy (oral diuretic intensification, ODI) mopanu BioraBane Ha ChpIeYHaTa
HEJAOCTaThYHOCT.

12 (3,3) 26 (7,1)

0,44 (0,22; 0,87) -

5(1,4) 12 (3,3)

0,41 (0,14; 1,16) -

17 (4,7) 21 (5,7

0,80 (0,42; 1,52) -

JledeHnueTo ¢ TMp3enaTHI € JOBEIIO 10 CTATUCTUYECKH 3HAYUMO MOI00OpEHNE HAa CHMIITTOMHUTE Ha
ChpJIEYHA HEIOCTATHYHOCT U (PU3NUECKUTE OTPAHUYCHHUS B CPABHEHUE C I1Iane0o, OIIEHEHO Ype3
KCCQ-CSS. JleuenueTo ¢ THp3enaTH I ChIIO TaKa 3HAYMTEIHO € MOA00PUIIO0 KanalureTa 3a
W3BBHPIIBaHE Ha (PU3UYECKU YIIPaKHEHUS B CpAaBHEHUE C TUTane0o0, OleHEH upe3 6-MHUHYTHHS TECT C
xojieHe (6-minute walk distance, 6BMWD) (Bx. Tabmuma 15).

Taéauna 15. SUMMIT: PesyaTatu Ha cexmuua 52

TupzenaTun IInane6o
MTD
ITT nonmynamus (n) 364 367
KCCQ-CSS (Toukn)
CpenHa CTOWHOCT Ha 542 53.0
W3XO0JTHO HUBO
CpenHa mpoMsiHa CIIpsIMO
W3XOJHOTO } 248 15.0
HHUBO 110 METO/Ia Ha Hal-
Majkute kBajapatu (LS)
Paznuka cnpsimo mtare6o 9,8** [7,1; 12,5] -
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[95% CI]
[Marmuentu (%), OCTUTHAIH

( 56,6 38,7
3HaYMMa NpOMsIHA

6MWD (mMeTpu)
CpenHa cTOHHOCT Ha 309,4 303,9

W3XO0JTHO HUBO
CpenHa mpoMsiHa CIIpsIMO

W3XOJHOTO } 382 7.9
HHUBO 110 METO/Ia Ha Hal-
Majkute kBajapatu (LS)
Paznuka cnpsimo mare6o
[95% CI]
[Mammentn (%), OCTUTHAIH

30,3%* [20,3; 40,3] ;

) 59,9% 30,4
3HAYMMa MMPOMSHA
TeaecHo Teryo (kg)
CpenHa CTOWHOCT Ha 103.1 1033
W3XOJIHO HUBO
CpemHa mpoMsiHa CITPSIMO
M3XOIHOTO 15,7 22

HUBO 10 METO/Ia Ha Hali-
masikute kBagpati (LS)
% Pasznuka cipsimo mnane6o

-13,5%* [-14,6; -12,4] -

[95% CI]
hsCRP (mg/l)
CpenHa CTOWHOCT Ha 55 5,6
M3XO0HOTO HUBO
o
% Pasnuka crpsiMo 43,4 -3,5

U3XO0JHOTO HUBO
% Paznuka cipsimo 1amne6o
[95% CI]

** p < 0,001 cnpsimo mane6o, KOPUTHPaHO 32 MHOKECTBEHOCT.

#p<0,001 cipsmo 11ane60, HEKOPUTHPAHO 32 MHOKECTBEHOCT.

! 3naunmo nox0OpeHne, B pAMKHTE Ha Ipara Ha BE3MOKHOCTUTE Ha ManueHta, >20 TOYKH.

2 3HauMMo 10100pEHNE, B PAMKHTE Ha TIPara Ha Bb3MOKHOCTUTE Ha MalMenTa, >25 MeTpa.

-41,4%* [-49,5; -31,9] -

Ouenka Ha copoeunocwvoosama 0euocm

ChpeyHOCHIOBUAT PUCK € OIICHEH Ype3 MeTaaHAIN3 Ha MAIUCHTH C Hal-MaJIkoO €IHO TOTBBP/ICHO IO
MperieHKka Ha HW3CIeNoBaTelsd TOJIIMO HekenaHo cbpaedHochaoBo chbutne (MACE), CncraBHaTa
kpaiiHa Touka MACE-4 BkiIoYBa CHPAEYHOCHIOBA CMBPT, HeleTajdeH WHGAPKT HA MHOKapIa,
HEJIETAJICH WHCYAT WM XOCIMUTAIN3aIUs TIOpaiyd HeCTa0UITHA CTCHOKap s,

B mppBudeH MetaaHanu3 Ha (aza 2 u 3 mpoydBaHUS 3a pasperiaBaHe 3a yrmoTpeda IpH MaIHeHTH C
auabet T 2 o6mmo 116 naumentu (tupsenarug;: 60 [n =4 410]; Bcuuku komnapatopu: 56 [n=2 169])
ca MoJIiy4uid oHe eHo notebpaeHo MACE-4: Pesynrature nokas3BaT, ue TUpP3EHaTHI HE € CBBP3aH C
MOBHILIEH PUCK OT ChPAECYHOCHIOBU CHOUTHS B CpaBHEHHE C 0DOOIIEHUTE JaHHU 32 KOMIIAPaTOPUTE
(HR: 0,81; CI: 0,52 no 1,26).

JlonbnHUTENEH aHanmM3 € MpoBeldeH crnenuanHo 3a npoyusBaHeTo SURPASS-4, koeto BkitouBa
NAIMEHTH C YCTAHOBEHO CHPIIEYHOCHAOBO 3abomnsBane. O0mo 109 manmentn (tupsemarun: 47 [n =
995]; unacynun rnapxus: 62 [n = 1 000]) ca umanu mone eaHo notBbpaeHo MACE-4: Pesynrarture
MIOKAa3Bat, Y€ TUP3EMaTH] HE € CBBP3aH C MOBUIICH PUCK OT ChPIACYHOCHIOBH CHOUTHS B CPAaBHEHUE C
uncynuH riapxud (HR: 0,74; CI: 0,51 mo 1,08).

B npoyusanero SURPASS-CVOT c¢ nanuenTtu cbe 3axapeH AualdeT THI 2 U yCTaHOBEHO
CHPACYHOCHI0BO 3ab0sBane, 0010 1 663 manuentu (tupsemaru: 801 [n = 6 586]; nynmarmyTun:
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862 [n =6 579]) ca umanu nmoue exHo MOTBBpIeHO MACE-3, BKIIFOUHTETHO CHPACYHOCHIOBA CMBPT,
nHGapKT Ha MHOKap/a U HHCYINT. Pe3ynraTure moKa3BaT, 4e TUP3EHAaTH € HE T0-MaJIKO €(PUKACeH OT
JyJaray Ty 3a HaMmansBaHe Ha nosisata Ha MACE-3 (HR: 0,92; CI: 0,83 mo 1,01).

B 3 mnanebo konTpoiaupaHu mpoyuBaHus (aza 3 3a kountpon Ha Terioto (SURMOUNT 1-3)
0o0mro 27 ygyacTHUITM ca wWManmd 1moHe emHo 1noTBepaeHo MACE  (TZP: 17 (n= 2 806);

wrane6o: 10 (n =1 250)); yecToTaTa Ha CHOUTHATA € CXOJIHA TPH TUIANEe00 ¥ TUP3EenaTh/.

Kpweno nanseane

B nnanebo-koHTponupanu npoyuBaHus (aza 3 mpu Bb3pacTHH manueHTH ¢ T2DM nedyenueto c
TUp3eNaTu] BOIW JO CPEOHO TOHWKEHHE Ha CHCTOJIWYHOTO W JMACTOIHOTO KPBBHO HaJSTaHE
CcBhOTBETHO OT 6 10 9 mmHg u ot 3 1o 4 mmHg. HaGmonaBaHo € cpelHO MOHMKCHNE Ha CUCTOIIMYHOTO
U IMACTOJMYHOTO KPHBHO HaJATaHe, ¢ o 2 mmHg Ha BCSKO OT TAX, U MAIMSHTH Ha Im1arefo.

B npoyuBanero SURPASS-CVOT nedeHuneTo ¢ TUp3EHaTHaI BOIU 10 MAKCHUMAITHO CPETHO
MMOHIKEHIE Ha CHCTOJIHOTO W AWACTOITHOTO KPBBHO HaJIsTaHe ChOTBETHO ¢ 9 mmHg n 3 mmHg.

B 3 miane0o-KOHTpOIMpaHy Mpoy4BaHus 3a KoHTpon Ha Tterjorto (aza3 (SURMOUNT 1-3),
JIEYCHUETO C TUP3ETATH]T € TIOBEJIO JI0 CPETHO MOHHUKEHIE Ha CUCTOINIHOTO U TUACTOIUIHOTO KPHBHO
HamsiraHe c¢boTBeTHO OT 7 mmHg u 4 mmHg. Hamuue e cpenqHo moHMW>KEHHE HA CUCTOIMYHOTO U
JIUACTOIMYHOTO KPBBHO HaysTaHe ¢ < | mmHg Bcsiko mpu manueHTH, JIeKyBaHH C 1oiamnedo.

B nBe mnane6o-koHTponupanu npoyuBanus (asza 3 3a OSA cbc cOopeH aHanu3 Ha 0€30MacHOCTTA,
JIYEHUETO C TUP3EMATHA € JOBEIO O CPEAHO MOHIKEHUE HA CHCTOJHOTO M JUACTOIHOTO KPHBHO
Hajsrane chroTBeTHO ¢ 9,0 mmHg u 3,8 mmHg ma cemvunia 52. Hanwie € cpenHo NMOHIKEHHE Ha
CUCTOJHOTO M MACTOJIHOTO KPBBHO HajsiraHe choTBeTHO OT 2,5 mmHg u 1,0 mmHg npu nanuenTy,
JIeKyBaHHM ¢ miianedo Ha ceqmunara 52.

B mmanie6o-konTponupano npoyusane ¢asza 3 3a HFpEF, neuennero ¢ Tup3enaTus € J0BEJIO 0
CPEIHO MOHWKEHUE HA CUCTOIHOTO U AMACTOJIHOTO KPBBHO HaIATaHe ChbOTBETHO ¢ 4 mmHg u

1 mmHg. CpenHure npOMEHU B CUCTOJIHOTO U JUACTOJIHOTO KPbBHO Hajsirane ca <l mmHg npu
MAalMeHTUTE Ha M1anedo.

Jpyra uadbopMarus

Cepymna 2nmok03a Ha 21a0Ho

IIpn usnurBanuara SURPASS 1-5 nedenunero ¢ Tup3enaruj Boau A0 3HAYUTETHO HamaneHue Ha FSG
(poMsiHaTa OT U3XOHOTO HMBO JI0 IIbPBUYHATA KpaiiHa TouKa € oT -2,4 mmol/l 1o -3,8 mmol/1) cupsimo
W3XO0JTHOTO HUBO. 3HAUMTEIIHN HAMAJICHUS OT U3XOAHOTO HUBO Ha FSG morar na ce HabmogaBaT omie
cien 2 cenmuny. JlombaHuTeHO Iog00peHne Ha croitHocTuTe Ha FSG ce Habmoaasa 0 42 ceamuiy,
CJIeJT KOETO ce MOIbpKa B X0a Ha IPOYYBAHETO C Hall-IbJra mpoabinkuTenHocT 104 cenmuriy.

Hocmnpaﬂduwma 2JI0K03a

IIpu m3nurBarmsiTa SURPASS 1-5 nedennero ¢ Tup3enmaTdi BOAW IO 3HAYMWTEITHO HaMajsBaHE Ha
cpemHaTa CTOMHOCT Ha TIIFOKO3aTa 2 4aca Clie]] XpaHeHe (MPU CPeTHO 3 OCHOBHH XPaHEHUS 3a JICHS)
CIpPSIMO M3XOJIHOTO HUBO (TMPOMSHATA OT HW3XOAHOTO HHMBO JI0 IBPBHYHATA KpaiiHa TOYKa € OT
- 3,35 mmol/l go - 4,85 mmol/l).

Tpuenuyepudu

IIpu m3nutBanusta SURPASS 1-5 tupzenatux 5 mg, 10 mg u 15 mg Boam A0 HaMmaysBaHEe Ha
CEpPYMHHTE TPUINIMLEPUIU CHOTBETHO € 15-19 %, 18-27 % n 21-25 %.
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B 40-ceqMu4HO M3MUTBaHE CIPsAMO ceMariaytun 1 mg Tup3enatua 5 mg, 10 mg u 15 mg Bogm a0
cpoTBeTHO 19 %, 24 % u 25 Y% HamaneHne Ha HUBAaTa HA CEPYMHUTE TPUTIIMIIEPUIH B cpaBHeHHE ¢ 12 %
HaMaJICHUE TIpU ceMartyTus 1 mg.

B 72-cenmuuno mnane0o-KOHTPOIMPAHO HpoyyBaHe (asza 3 mpH MAIMeHTH ChC 3aTIBCTABAHE HIIH
HagHOpMeHO Terio 6e3 T2DM (SURMOUNT-1) neuenuero ¢ tupzenarun 5 mg, 10 mg u 15 mg Boau
J10 cbOTBETHO 24 %, 27 % n 31 % HamaseHue Ha CEpyMHUTE HMBA HAa TPUIIIMLIEPUINTE B CPABHEHUE C
6 % HaMmaJieHue 1pu Iu1aeoo.

B 72-cemmuuHO mane®o-KOHTPOIMPAHO MpoydBaHe (a3a 3 NpU MAIMeHTH ChC 3aTIBCTIBAHE WIIH
HagHopMmeHo Teriio ¢ T2DM (SURMOUNT-2) nedyenuero ¢ tupsenatun 10 mg u 15 mg Bogu 1o
croTBeTHO 27 % u 31 % HamaneHue Ha CEpyMHHUTE HHBA Ha TPUTVIMIICPUAUTE B CpaBHEHHE ¢ 6 %
HaMaJIeHHe TIpy 11aneoo.

B npoyusanero SURPASS-CVOT neuenuero ¢ Tup3enatuj Npyu MaKCUMaJIHO TIOHOCHMATa J03a Ha
Mecerr 24 Boau 110 27% HamaleHHE Ha HUBAaTa HAa CEPYMHUTE TPUTIIHIICpUIU B cpapHeHue ¢ 11%

HaMaJICHUC C TC3U Ha AYyJIarilyTun.

Ilpoyenm nayuenmu, docmuenanu HbAlc < 5.7% 0e3 KIUHUYHO 3HAYUMA XUNO2AUKEMUSL

B 4-Te uznuTBaHuUs, MpU KOUTO TUp3eNaTui He € KoMOuHMpaH ¢ 6a3aneH nHcynuH (SURPASS 1-4),
mpu 93,6 % mo 100 % or manmeHTHTE, KOWTO Ca MOCTHUTHANXW HOopMmormkemus, HbAlc < 5,7 %
(<39 mmol/mol), mpu mOCEIIEHUEeTO 3a OTYNTAHE HA MHPBHYHATA KpailHa TOYKAa OT JICYCHUETO C
TUpP3ENaTh], € yCTAHOBEHO, Y€ ca s MOCTUTHAIM 0e3 Jla ca UMaJIM KIIMHUYHO 3HAYNMa XUMOTIIUKEMUSL.
B m3nurBane SURPASS 5 85,9 % oTr manmeHTHTe, JIEKYBaHH C THUP3CIATHI, KOUTO Ca IMOCTUTHAIN
HbAlc < 5,7 % (£ 39 mmol/mol), ca ro mocTurHanu 06e3 Ja ca WMalH KIMHUYHO 3HAYUMAa
XUTOTJINKEMUSL.

CrernyansHy MoIyJIAIHNA

EdwukacHoctra Ha THp3enaTun 3a jeueHue Ha T2DM He ce moBiusBa OT BB3pacTTa, IOJIA, pacara,
eTHUYECKaTa MPUHAIICKHOCT, perroHa wid oT m3xoxuus BMI, HbAlc, mpoabKuTeIHOCTTa Ha
Jnuadera ¥ CTEICHTTa Ha HapylleHHe Ha ObOpedHaTa (pyHKIIHS.

EdukacHocTTa Ha TUp3enaruj 3a perylupaHe Ha TErJIOTO HE € TMOBJHSHA OT BB3PacT, IOJ, paca,
C€THHUYCCKA IPUHAIJICIKHOCT, PETUOH, N3XOJCH WUTM u Hannuue WM OTCHCTBUE Ha Hpezma6eT.

EdwukacHocTTa Ha THp3emaTua Mpu JeUueHUEe Ha YMEPEHO Texka 10 Texka OSA MpHu NalueHTH ChC
3aTJIbCTSBAHE HE € MOBJIMSIHA OT Bh3PacT, [10JI, ETHHYECKA TPUHAICHKHOCT, u3xoaeH M TM unu u3xoaHa
TexxecT Ha OSA.

EdukacHoctTa Ha THp3enaTun 3a edenne Ha HFpEF npu nanueHTw ¢he 3aTIBCTSIBaHE HE € TIOBIHSIHA
OT BB3pacT, MOJI, paca, ETHUYECKA MIPUHAJIIEAKHOCT, PErMOH UK oT uzxoanusa UTM, kinac no NYHA,
HuBata Ha NT-proBNP, 6s0peunara ¢pynxuus, ynorpedara Ha SGLT21 1 HATMYHUETO UK OTCHCTBUETO
Ha T2DM.

Tleouampuuna nonyviayus

EBpomneiickaTta areHIus 1o JiekapcTBaTa 0CBOOOXKJaBa OT 3abJKEHUETO 3a IIPEelOCTaBsiHE Ha
pe3yaTatuTe oT npoyuBaHuiTa ¢ Mounjaro B €Ha WU [TOBEYE MOATPYIH HA MeHaTpUIHATa
NOITyJIalKs 32 JICYeHHE Ha 3axapeH Aua0eT THII 2 U 3a PeryjupaHne Ha TerinoTo (Bx. Touka 4.2, 4.8 u 5.1
3a nH(OpPMAIIKsA OTHOCHO yHoTpeda B meIuaTpusITa).

5.2 ®dapmMakoKWHeTHYHH CBOMCTBA

Tup3enatuyg € chcTaBeH OT 39 aMHHOKWCEIIMHN U MMa 9acT MacTHA AByOoCHOBHA kucenuHa C20, kosaTo
MO3BOJISIBA CBBP3BAHETO C AIOYMHH U YIBJDKaBa MOITY>KUBOTA.
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AOGcopOrus

MakcumanHara KOHLCHTpAalus Ha TUP3CHnaTua C€ JOCTUTa 8 a0 72 gaca CJIC MPUJIIOKCHHUC Ha J03aTa.
EKCHOBI/IL[I/I}ITa B CTAllUOHAPHO CHCTOSAHHUEC CC MOCTUTA CIIC 4 CCAMUILIN NPUITOKCHNUEC BCIHBIK
CCAMUYHO. EKCHOBI/IL[I/I}ITS. Ha TUp3CeNaTHU/ CC€ YBCINYaBa IIpONOPIMOHATIHO Ha J03aTa.

ITonoOHa exkCIo3uIusl € IIOCTUTHATA TTPH TOAKOKHO MPIIIOKEHNE Ha TUP3EaTh B 001acTTa Ha
Kopema, 0eIpoTO WM TOpHATa YacT Ha phKara.

AOcomoTHaTa OMOHAIMYHOCT Ha TIOJIKOXKHO MPWIOKEH TUp3enatua ¢ ouna 80 %.

Pasnpenenenue

CpenHusT npuBUIEH 00€M Ha paslipeesieHUe B CTAllMOHAPHO ChCTOSHUE Ha TUP3eNaTu ciel
MOJIKOYKHO NPUIIOKEHHE IPH NMAlMeHTH ¢ nuabeT tun 2 e npubmmsurento 10,3 1u 9,7 | npu nanuenTu
ChC 3aTIBCTSIBAHE.

Tupsenatuz ce cCBbp3Ba BbB BUCOKA CTETIEH C IIa3MeHus ainoymuH (99 %).

Buorpancdhopmars

TnpsenaTI/m ce MeTa60HI/I3I/Ipa qpe3 NPOTCOIUTUYHO PA3lCIIBAaHC HA MCIITUAHUSA CKCIICT, Oecta
OKHCJICHUC Ha 4aCTTa ABYOCHOBHA MAaCTHA KUCCIIMHA C20u aMUuJIHa XUApOoJur3a.

EnumMunupane

[IpuBHAHMAT MOMyNaMOHEH CPEACH KIUPBHC Ha TUp3enaTu e npuoiusutendo 0,06 1/h ¢
SJIMMUHALUOHEH MOJYXUBOT MPUOIM3UTETHO 5 THHU, KOETO MO3BOJISIBA BEAHBK CEIMUYHO
MIPUIIOKEHUE.

Tupsenatuz ce enmnMuHUpa Ype3 MeTabonu3bM. OCHOBHHUTE ITHTHINA HAa EKCKPEIHS Ha METa0OIUTHTE
Ha THp3EMaTH] ca 9Ype3 YpHuHa U m3NpakHeHnsa. HempoMeHeH Tup3enaTu He ce HaOIogaBa B yprHaTa

WJIN U3IPAKHCHHUATA.

CHCLII/IaJ'IHI/I nonyjaanvuu

Bw3pacm, non, paca, emnuuecka npuHaOﬂeofcnocm, meecHo meajio

Bwn3pacTTa, monsT, pacara, eTHUUECKaTa MPUHAIIICKHOCT U TEIECHO TEIrI0 HIMAT KIMHUYHO 3HAYUM
edext Bbpxy (hapmakokunerukara (PK) Ha Tupsenatun. Bs3 ocHoBa Ha nomynanuonen ®K ananms,
EKCIO3UIIUATA Ha TUP3ETATU]] CE YBEIMYABa C HAMAJISIBAHE Ha TEJIECHOTO TEIJI0; BHIIPEKU TOBA,
eexThT Ha TenecHOTO Terno Bepxy DK Ha THp3enatny He U3riIexaa KINHIIHO 3HAYNM.

Bbvopeuno vepeoscoane

BrOpeuHoTO yBpekKIaHe He MOBIMsIBA PapMakOKMHETHKATa HA THp3enaTul. dapMakoKMHEeTHKATa Ha
TUpP3ENaTh/I CIIe/ MPIIOKEHUE Ha eIMHUYHA 71032 5 Mg € OIICHEHA MPU MAIUEHTH C Pa3JIndHa CTETIICH
Ha OBOpEUHO yBpeKIaHe (Jieka, yMepeHa, Texkka, ESRD) B cpaBHeHHUE C YIaCTHHHIM ¢ HOPMAaJTHA
0BpOpedHa QYHKIHS 1 HEe ca HAOMI0AaBaHN KJIMHUYHO 3HAYMMU pa3IuKH. ToBa € yCTaHOBEHO U TpH
MAIAEHTH ChC 3axapeH Auader Tum 2 1 ObOpPETHO YBpeKIaHe Bh3 OCHOBA HA JaHHH OT KIIMHUIHHU
MIPOyYBaHUSI.
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Yeprnoopobro yepeoicoare

YepHOIPOOHOTO yBpEXKIaHE HE MOBIMsABA (hapMaKOKHMHETUKATA HAa TUp3enaTu. dapMakOKHMHETHKATA
Ha THP3eNaTH]I CJIe]] IPWIOKECHNE Ha SMHIYHA J103a 5 mg € OIICHeHA NPY MAIlMEeHTH ¢ pa3inyHa
CTeleH Ha YepHOIpOoOHO YBpexkAaHe (JIeKa, yMepeHa, TeKKa) B CpaBHEHHE C YUYACTHHUITN C HOPMaTHA
qepHOApoOHa QYHKITHS U HE ca HAOII0JaBaH! KIIMHUIHO 3HAYUMU PA3JIUKH.

Heduamputma nonyaayus

EkcriozumusTa nmpu neuaTpuyHu MaueHTH Ha Bh3pacT oT 10 1o mox 18 roaunu ¢ 3axapeH quader
THII 2, IEKYBaHU ¢ TUp3enaTua 5 mg u 10 mg, e cpaBHUMA ¢ HAOJIFO1aBaHaTa IMpy NPETOPbUNTETHUTE
JIO3H TIPH TIOMYJIAIUATA Ha Bh3PACTHHTE.

5.3 IlpeakJIVHUYHHU JAHHU 32 0€30MACHOCT

HeknmuHn4HUTE NaHHU HE TIOKa3BaT OCOOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHI[MOHATHUATE
(hapMakoJIOTHYHY MPOYYIBAHUS 32 OE30MACHOCT, IPOYYBAHHS 32 TOKCUYIHOCT MPH MHOTOKPATHO
TIpUJIaraHe WiId TeHOTOKCUYIHOCT.

IIpoBeneHo € 2-roumTHO MPOYYIBaHE 32 KAHIIEPOTCHHOCT C TUP3ETATHT TIPH MBXKH U KEHCKU
mwrbxoBe mpu go3u ot 0,15; 0,50 u 1,5 mg/kg (0,12; 0,36 u 1,02 mbTH MakcHMallHaTa MIPEIIOPbYUTETHA
no3a pu xopa (MRHD) Bb3 ocHoBa Ha AUC), npunaranu 4pe3 Mo IK0KHA WHIKEKIYS ABa TETH
ceamuuHO. Tup3enaTun npeu3BUKBa yBEIMUYeHE HA TUpeonaHuTe C-KISThYHH TyMOPH (2ICHOMH U
KapIIMHOMH) TIPY BCUYKH JIO3U B CPAaBHEHHUE C KOHTPOJIUTE. 3HAUCHUETO HA T€3W HAXOJIKH 3a X0paTa
HE € U3BECTHO.

[Ipu 6-meceyHo poyyBaHe 3a KaHIIEPOTeHHOCT NMpH rasH2 TpaHcreHHM MUIIKY TUp3eNaTH I IpHu 1031
1, 3 u 10 mg/kg, mpunaran upe3 NOJKOXKHA WHKEKIHS J[Ba 'bTH CEIMUYHO, HE BOJIH JIO0 YBEIHYaBaHE
Ha CITy4auTe Ha XHUIEPIIa3us WK HEOIUIa3us Ha THpeonHUTe C KIIETKH, IPU KOSTO U Ja € J03a.

[IpoyuBanusiTa ¢ TUP3ENATH/L IPH )KUBOTHH HE IMOKA3BaT MPEKHU BPEAHU €EKTH 10 OTHOIICHUE Ha
dhepTrnuTeTA.

HpI/I IOBCHWUJIHU IIJIBXOBE, TUP3CIIaTU ] ITPUYHHABA 3a0aBEHO I10JI0BO Cb3pABAHC KAKTO IIPHU MBIKKHUTE,
TaKa U IIPH KECHCKUTE, KOCTO CC SABABA KaTO BTOPHUYUCH e(l)eKT Ha Q)apMaKOJ'IOFI/ILIHI/ITe e(l)eKTI/I BBpPXY
TCJICCHOTO TETJIO. HaXO,Z[KI/ITe HE mpeanojiarat 1a iMa KOHKPETCH pUCK IIpH yHOTp66a B
neauaTpuyHaTa mnoIryjaamus.

[Ipu npoyuBaHus BEPXY PENPOAYKLHITA IPH KUBOTHU THP3EMATU IPEAU3BUKBA 3a0aBsiHE HA
pacTexa Ha IJI0/la ¥ aHOMaJluu Ha 1uioa npu exkcrno3unuuu noa MRHD Bw3 ocHoBa Ha AUC. Ilpu
IUTBXOBE C€ HaOJI01aBa MOBUILIEHA YECTOTA Ha BHHIIIHU, BUCIIEPAIHU U CKEJIETHU MaJ(pOpMaIuy 1
BapHaliy B pa3BUTHETO HAa BUCLIEPAIIHUTE OPraHu U ckenera. [Ipu rmurbxoBe u 3aiiuu ce HaOmonaBa
3a0aBsiHE Ha pacTexa Ha mwiofa. Beuuku edexTr BbpXy pasBUTHETO Ca HACTBHIIMIIM IPU TOKCHUYHH 3
MalKara JI03H.
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6. ODAPMAIIEBTUYHHU JAHHU
6.1 CHoucbk Ha IOMOIIHHUTE BelIeCTBA

IIpeaBapuTeaHO HABJIHCHA MMUCAJIKA, €AHO030Ba; (bJ'IaKOH, C€AHOJ030B

HunatpueB xunporendpocdar xenraxuapar (E339)

Harpues xmnopun

Konmnentpupana Xja0poBoIopoaHa Kucenunaa (3a kopeknus Ha pH)
Hatpues xunpokcun (3a kopekius Ha pH)

Bona 3a urxexiumn

IIpenBapurenno HanpaHeHa nucanka (KwikPen), MHOromo3oBa

Jwunatpues xunporeH ¢ocdar xenraxuapat (E339)

Bensunor ankoxon (E1519)

I'munepon

denon

Harpues xsnopun

Konmnentpupana Xja0poBoIopoaHa Kucenuna (3a kopeknus Ha pH)
Harpues xuapoxcuy (3a kopekius Ha pH)

Bona 3a urxkeknuu

6.2 HecbBmecTMoOCTH

[pwu nurnica Ha poyYBaHHS 32 HECHBMECTUMOCTH TO3H JIEKAPCTBEH MPOIAYKT HE TPsiOBa Jia ce cMecBa C
JPYTH JIEKApCTBEHU TPOYKTH.

6.3 Cpox Ha roaHOCT

IIpeaBapuTeaHO HABJIHCHA MMMCAJIKA, €AHO030Ba; (bJ'IaKOH, C€AHOJ030B

Ilpeou ynompeba
2 TOOUHUA

Mounjaro Mo>ke Jia ce ChbXpaHsIBa U3BBH XJIAJAMIHUK 70 21 mociaeoBaTeTHu JHH TIPU TeMIIeparypa
noxt 30 °C u clie] ToBa MpeABAPUTEIHO HAIThJIHEHATA MTUCANIKA TPsIOBa Ja ce N3XBBPJIH.

[penBaputento HanbaHeHa nucanka (KwikPen), MHOr01030Ba
IIpensaputenHo HambiIHEHaTa THcanka KwikPen Moxke n1a ce pa3npocTpaHsBa KbM HaIlUeHTa
oxmnazneHa B xnaamwiHuk (2 °C — 8 °C) win HeoxnmaaeHa, mpu temiepatypa moxa 30 °C 3a go 72 gaca.

Ilpeou ynompeba
3 roguH"

Crneo nvpsama ynompeba

30 guu. [pensapurenHo HambiHeHaTa nucanka KwikPen Moxxe na ce chxpansiBa B xjaaauiHuk (2 °C —
8 °C) nnm n3BBH XJIaAWITHUK Tpu Temmeparypa o 30 °C. IlpeaBapuTtenHo HalTbJIHEHATA MTHCATIKA
KwikPen Tpsa6Ba na ce u3xsbpnu 30 qHH cie mbpBaTa ynorpeoa.

6.4 Crnenuananu ycja0BHs HA CbXpaHeHHe

Ja ce cpxpansa B xnaguHuk (2 °C — 8 °C).
[a He ce 3ampa3siBa.
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IIpeaBapuTenHO HaTbJIHEHA MUCAIKA, €HOI030BAa; d)JIaKOH. CIHO1030B

C’LXpaHHBaﬁTC B OpUrvHaJIHaTa OIMMaKOBKaA, 3a /a CC MpCAa3n OT CBCTIMUHA.

IIpenBapurenno HanpaaeHa nucanka (KwikPen), MHOromo3osa

3a ycioBHATa Ha ChXPAHEHHE CJISH ITbpBaTa yIoTpeda Ha JICKapCTBEHHS MPOAYKT BIDKTE TOUKa 6.3.

6.5 Buau chabp:kaHue HA ONMAKOBKAaTAa

HDCI{BaDI/ITCHHO Hall'bJIHCHA NIKCAaJIKa, €AHOJ030Ba

CTbKIIeHa CIIPUHIIOBKA, IOCTABEHA B TIPEIBAPUTEITHO HAITHIHEHA MTUCAJIKa 32 SHOKpaTHa yrnoTpeoda.

[IpenBapuTenHo HaTBbJIHEHATA MICATIKA UMa CKPUTA UTJIa, KOSITO aBTOMATHYHO BIIM3a B KOXKaTa MPH
HaTHCKaHe Ha OyTOHA 3a MH)KEKTHPAHE.

Bcesika npeaBapuTenHO HambIHEHa nucaika ceabpxa 0,5 ml pa3Tsop.
OnakoBKy 1O 2 MpeBapUTETHO HATBIHEHN MTUCATIKH, 4 TIPEIBAPUTEITHO HAITBTHEHN TTHCATKN U
rpynoBa ONaKkoBKa, chabpxama 12 (3 onakoBkH 10 4) MpeaBapUTeTHO HAITBIHEHN THCAJIKH.

He Bcuuku BUIOBE ONAKOBKK MOTaT Ja ObJaT IMyCHATH Ha Ia3apa.

dnakoH, eTHOI030B

@DJ1aKOH OT MPO3PavyHO CTHKJIO ChC 3alleyaTaHa 3aIlyIalKa.

Bceku ¢uakon cpabpka 0,5 ml pa3rBop.

OmnakoBku 1o 1 ¢umakon, 4 ¢pnakona, 12 ¢aakoHa, rpynoBa omakoBKa, Cbabpikaiia 4 (4 onaKoBKH MO
1) dhaxoHa niM rpyrnoBa olnakoBKa, chabprxkaina 12 (12 omakoBku 1o 1) diakoHa.

He Bcuuky BUoBe ONMakoBKU Morar a ObJaT IyCHATH Ha Iasapa.

IIpensapurenno HanbiaHeHa nucanka (KwikPen), MHOromo3oBsa

ITaTpoH OT mpo3payvHO CTHKIIO, IOCTABEH B MHOT'0/1030Ba MPEIBAPUTEIHO HAITHTHEHA MTUCAITKA.

Bcesika npeaapuTeliHo HambiiHeHa nucanka KwikPen cbabpika 2,4 ml HHKEKIIMOHEH pa3TBOp (4 103U
o 0,6 ml). Besika nucanka nMa M3IAITBK 32 3apexaade. OMUTHT 32 HHKEKTHPAHEe Ha OCTAaHAIOTO
KOJIMYECTBO JICKAPCTBEH MPOYKT 00aue Iie TOBeIe A0 HeITbIHA J103a, BBIIPEKH Y€ B MTUCAIIKATA BCE

OII€ MMa OCTaHaJIO0 KOJMYECTBO JICKAPCTBCH NPOAYKT. He ca BxinfoueHu urim.

OnaxkoBku 1o 1 u 3 mpenBaputenHo HambiaHeHn nucanku KwikPen. He Bcnuku BUIOBE ONakOBKU
Morar Jia ObJaT IyCHATH Ha ma3apa.

6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBbPJIsiHEe H padoTa

VYkazanus 3a ynorpeba

IIpoBepete Bu3yaHo Mounjaro npeau ynorpe0da U ro U3XBbpJIeTe MPH HATMYNE HA BUJAUMHU YaCTUIU
WJIY TIPOMsIHA HA IIBETA.
Mounjaro, KoHTO € OWJI 3aMpa3siBaH, He TPsOBA J1a Ce U3I0JI3Ba.

Ilpedsapumento nanvinena nucaixka, eOH000308a
[peBapUTEIHO HAMTbJIHEHATA MMHUCAJIKA € CaMO 3a eTHOKpaTHa yroTpeoba.

Vkazanusra 3a yrIOTpe6a Ha 1ucaljikaTa, BKJIFOUCHHU B JIMCTOBKATA, TpH6Ba Ja C€ CjI€ABaT BHUMATCIIHO.
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DnakoH, eOH000308
®d1akoHBT € caMo 3a eHOKpaTHA yrnoTpeoa.

Vka3aHusra B IMCTOBKATa 3a HWHKCKTUPAHC HA Mounjaro OoT (bHaKOH, Tpﬂ6Ba Ja C€ cjIcaBar
BHUMATCIIHO.

Ipedsapumenno nanvanena nucanxa (KwikPen), mnocooo306a
IIpensaputenno HamrbiIHEeHaTa Hcaika KwikPen e 3a MHOTOKpaTHO mpuiioeHne. Beska nucanka
KwikPen chabpika 4 no3u. MI3xBbpIiere nucankaTta ciel MPUIoKEHUE Ha YSTUPUTE CEIIMUYHHU JO3H.

Vkazanusra 3a yrIOTpe6a Ha KwikPen, BKJIFOYCHH B JTUCTOBKATA, Tp$16Ba Ja C€ CJI€ABaT BHUMATCIIHO.

Majiko konuuecTBO Mounjaro HHXEKIIMOHEH pa3TBOP MOKe J1a octaHe B nucankara KwikPen, cien
KaTo BCUYKHTE 4 103U ca OWMITM TIPaBIITHO pwiiokeHu. [larmentuTe TpsaOBa na 6b1aT HHCTPYKTHPAHHT
Jla HE Ce OIUTBAT JIa M3I0JI3BaT OCTaHAIINS MHXKEKIIMOHEH pa3TBoOp Mounjaro, a ja U3XBBPIISAT
Hamiexxno KwikPen.

H3xBBbprasiHe

Hewnznons3BanusT nexkapcTBEH MPOAYKT WIH OTHAABYHATE MaTepHalI OT HETro TPsiOBa Ja ce M3XBbPIIAT
B CHOTBETCTBHE C MECTHUTE H3UCKBAHUSI.

7. HHPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD Utrecht, Hunepnanmus.

8. HOMEP(A) HA PASPEHIEHUETO 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
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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 TbPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBO pazpemanane: 15 centemBpu 2022 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

IToapo6Ha mHpOpPMAIIHS 32 TO3U JEKAPCTBEH MPOIAYKT € MpeAocTaBeHa Ha yebcalita Ha EBporefickara
areHys 1o JieKapcTBaTa https://www.ema.europa.cu
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IMPUJIOKEHHUE I1

MMPOU3BOJUTEJI(M), OTTOBOPEH(HHU) 3A
OCBOBOKJIABAHE HA APTUIN

YCJI0OBUSA UK OT'PAHUYEHNUSA 3A JOCTABKA U
YIOTPEBA

APYTI' YCJIOBUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJI0BUA UK OT'PAHUYEHUA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOXJIABAHE HA ITAPTU/U

Hme n aJgpecC Ha HDOI/IBBO,Z[I/ITGJIFI(I/ITC), OTFOBODGH(HH) 3a OCB060)KI[aBaHe Ha MapTuamTe

Ilpedsapumenno nanvinena nucaixka, eono0oszosa;, Ouaxon, edno0o308; Ilpedsapumento HanviHeHd
nucanka (KwikPen), mnozo0o306a

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

Uramusa

Tpedsapumenno nanvinena nucaixa, ednodoszosa, Ilpedsapumenno HanvaHeHa NUCATKA,
(KwikPen), mnozo00306a

Lilly France

2, rue du Colonel Lilly
67640 Fegersheim
Opanius

@naxon, e0H00030;, Ilpedsapumenno nanvinena nucanxa (KwikPen), mnocooo306a

Lilly S.A.

Avda. de la Industria, 30
28108 Alcobendas, Madrid
Ucnanus

Ilpeosapumenno nanwvinena nucanxa (KwikPen), mnocodososa
Millmount Healthcare Limited

Block 7 City North Business Campus

Stamullen, K32 YD60

Wpnanaus

Millmount Healthcare Limited

IDA Science And Technology Park

Mullagharlin, Dundalk, Co. Louth, A91 DETO0

Wpnanaus

[NevaTHaTta JIMCTOBKA HA JIEKAPCTBEHUS MIPOIYKT TPIOBA J]a ChIbpPKA UMETO U aJipeca Ha
MPOU3BOJIUTEINS, OTTOBOPEH 32 OCBOOOXKIABAHETO HA ChOTBETHATA MAPTHJIA.

b. YCJIOBUS NN OI'PAHUYEHUA 3A JTOCTABKA U YIIOTPEBA

JlexapcTBEHUAT NPOIYKT C€ OTITYCKa I10 JIEKAPCKO MpeNITUCaHue.

B. JPYI'U YCJIOBUA U U3BUCKBAHUS HA PASPELIEHUETO 3A YIIOTPEBA

. Ileprnognynu akTyaJu3upanu J0KJaau 3a 6esonacHoct (ITIALB)

N3uckpanusita 3a nojnasane Ha [TAJIb 3a To3u JiekapcTBEH MPOAYKT ca MMOCOYECHU B CITUCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD criuchk), mpensuaeH B wi. 1078, an. 7 oT
Hupexrtusa 2001/83/EO, 1 BbB BCUUKH CIICABAIIN aKTyaJIN3alliH, ITyOJUKYBaHU HA €BPOIEHCKUS

yeOmopTal 3a JieKapcTBa.
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[IpurexartensaT Ha paspemenuero 3a ynorpeda (IIPY) Tpsdsa na nogane nvpus [TALD 3a To3u
HOPOIYKT B CPOK OT 6 Mecella clie/l pa3peraBaHeTo 3a ynorpeoa.

I'. YCJIOBUs NN OT'PAHUYEHUS 3A BE3OITIACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA ITPOJAYKT

. Ilnan 3a ynpasaenue Ha pucka (ITYP)

[Ipurexarensat Ha pa3pemeHuero 3a ynorpeda (I[IPY) TpsOBa na u3BbpiiBa M3UCKBaHUTE JIEHHOCTH U
JICHCTBYSI, CBhP3aHH C TIPOCIEAsIBaHE Ha JIKAPCTBEHATa 0€30I1aCHOCT, MocoYeHu B o100penus [TYP,
npeactaBed B Moxyn 1.8.2 Ha pa3peneHneTo 3a yrnorpeda, KakTo U BB BCHUKH CJICIBAIIH OJT00PECHH
akTyanuzauuu Ha [TYP.

Axtyanusupan [IYP tps6Ba na ce mopasa:

e 110 MCKaHe Ha EBporeiickara areHius no jieKkapcTBara;

e BHHAIH, KOTaTo c€ U3MEHS CHCTeMaTa 3a yIpaBieHHEe Ha PUCKA, 0COOEHO B Pe3yNTaT Ha
HOJTyYaBaHEe HAa HOBAa MH(POPMAIHS, KOSTO MOXeE /1a I0BE/IE 10 3HAYUMHU IIPOMEHH B
CHOTHOILICHHETO TIOJI3a/PUCK, WK CIIE]T JIOCTUTAaHEe Ha BayKeH eTar (BB Bpb3Ka ¢
npociieisBaHe Ha JIEKapCTBeHaTa 0€30MaCHOCT WIIM CBEKAaHE HA PUCKA 1O MUHUMYM).
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INPUJIOKEHUE 111

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA - ITIPEJIBAPUTEJIHO HAITBJIHEHA ITUCAJIKA ETHOJO30BA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 2,5 mg WHXEKIIHOHEH Pa3TBOP B MPEABAPUTEITHO HATBIIHEHA MTHCAIKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA MUCANKa chABpKa 2,5 mg tupsenarua B 0,5 ml pa3rBop

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[MomomrHu BemecTBa: AuHaTpUEB xuaporeHpochat xenraxuapar (E339), Hatpues xyopua, HaTpueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

HMH)XEKLIOHEH Pa3TBoOp

2 MpeaBapUTETHO HATBJIHEHN TTHCAIKH
4 npeBapUTETHO HAIIBJIHEHU IUCANIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Beaubx ceqMuyuHo

MapKHpaﬁTe JCHsA OT cC€aMuliara, B KOITO HCKATe Ja U3I10JI13BaTC Bamero JICKapCTBO, TOBA LIC Bu
IIOMOT'HC Jia I'0 3allOMHHUTC.

ITH. BT. cp. YT. mT. c0. HI

Cemmumna 1

Cenmurna 2

ITH. BT. cp. YT. MT. c0. HI.

Cenmurna 1

Cenmura 2

Cenmura 3

Cenmurna 4

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
TlonkoXxHO MpUIOXKEHUE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIQIIITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 0 21 mau npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OITAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/001 2 npenBapUTeIHO HAITBIHCHH MHCAIKH
EU/1/22/1685/002 4 npenBapUTeTHO HATBIHCHH MUCATKH

13. MAPTUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNIJARO 2,5 mg
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‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

BBHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoBka — [IPE/IBAPUTEJIHO
HAIIBJHEHA IMUCAJIKA ETHOJO30BA

1. HNME HA JIJEKAPCTBEHUA ITPOAYKT

Mounjaro 2,5 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HATBIIHEHA MTHCAIKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HaTbJIHEHA MUCANKa chAbpKa 2,5 mg tupsenarus B 0,5 ml pasrsop (5 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapar (E339), natpues xyopua, HaTprueB
XUJIPOKCHI, KOHIIEHTPHUPAHA XJIOPOBOAOPOIHA KUCEINHA, BOJIA 33 UH)KEKLIUY. 32 JOIbIHUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

HMHxekInmoHeH pa3TBoOp

I'pynoBa omakoBka: 12 (3 onakoBku OT 4) npenBapyUTETHO HAITBJIHEHU MHCAIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. JAPYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/003

13. HNAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNIJARO 2,5 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByr3MepeH 0apKo/l C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEILIHA OITAKOBKA (6e3 Blue Box) KOMIOHEHT 0T rpyloBaTa OMaKkoBKa —
HNPEABAPUTEJ/IHO HAITBJIHEHA IINCAJIKA EJHOJIO30BA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 2,5 mg WHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HATBIIHEHA MTHCAIKA

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika npeaBapuTenHO HATbJIHEHA MUCANKa chAbpKa 2,5 mg tupsenarus B 0,5 ml pasrsop (5 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xiopua, HaTprueB
XUIPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOAOPOIHA KMCEINHA, BOJIA 33 UH)KEKLIUY. 32 AOIbIHUTEIHA
nHpOpPMaLKS, BUXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBOp

4 mpeABapUTEIIHO HAITBJIHEHH NrcanKi. KoMIoHEHT OT rpymoBara onakoBka. He ce mpogaBat
CaMOCTOSITEITHO.

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO

Mapxkupaiite JeHs OT ceMUIIaTa, B KOWTO UCKaTe Jla u3noJi3Bare Bamero ekapcTBo, ToBa 1ie Bu
MIOMOTHE Ja IO 3alIOMHUTE

ITH. BT. cp. qrT. IIT. cO. HIL.

Cenmurna 1

Cenmurna 2

Cegmurna 3

Cegmurna 4

[penu ynoTpebda npoyereTe IUCTOBKATA
TToIKOKHO TIPUITOKEHHE

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.
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‘ 7. APYI'U CHEIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Jla ce chxpaHsiBa B XJIAMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 0 21 mau npu temriepaTtypa mox 30 °C.
[a He ce 3ampa3siBa.

ChxpaHsBaiiTe B OpUTMHAITHATA OTIAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/003

13. MAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

MOUNJARO 2,5 mg

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

‘ 18. VYHUKAJIEH HIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na IPEJIBAPUTEJIHO HAITbJIHEHA ITUCAJIKA EJHOO30BA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 2,5 mg HHKEKITHOHEH Pa3TBOP

THUpP3ENaTu
TlonkoXHO NMpUIOXKEHUE

2. HAYYH HA ITPNJIOKEHUE

Benawxk cemMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. NAPTUJIEH HOMEP

ITapt. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

0,5 ml

6. JIPYTO

64



JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA - ITIPEJIBAPUTEJIHO HAITBJIHEHA ITUCAJIKA ETHOJO30BA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 5 mg HHXEKIIMOHEH Pa3TBOP B MIPEIBAPUTETHO HAITbJTHEHA MTHCATTKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska npeaBapuTenHO HabJIHEHA MUCaKa chAbpkKa 5 mg tup3enatua B 0,5 ml pasrop (10 mg/ml)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporengpocar xenraxuapat (E339), Hatpues xiopua, HaTprueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

2 MpeaBapUTETHO HATBJIHEHN TTHCAIKH
4 npeBapUTETHO HAIIBJIHEHU IUCANIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Beaubx ceqMuyuHo

MapKHpaﬁTe JCHsA OT cC€aMuliara, B KOITO HCKATe Ja U3I10JI13BaTC Bamero JICKapCTBO, TOBA LIC Bu
IIOMOT'HEC J1a I'0 3allOMHHUTC

IH. BT. cp. YT. mT. cO. HI

Cenmurna 1

Cenmurna 2

ITH. BT. cp. YT. T. c0. HA.

Cemmumna 1

Cenmuria 2

Cenmura 3

Cemmurna 4

[Ipenu ynotpeba mpoyerere TUCTOBKATa
ITonkoHO NpUTOXKEHUE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaAWiHUKA 0 21 muu npu temriepaTtypa mox 30 °C.
[a He ce 3ampassiBa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/004 2 npeaBapuTEeTHO HATBJIHEHH THCAIKH
EU/1/22/1685/005 4 npenBapUTeIHO HAITBIHCHH MTHCAIKH

13. NAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNIJARO 5 mg
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‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

BBHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoBka — [IPE/IBAPUTEJIHO
HAIIBJHEHA IMUCAJIKA ETHOJO30BA

1. HNME HA JIJEKAPCTBEHUA ITPOAYKT

Mounjaro 5 mg HHXEKIIMOHEH Pa3TBOP B MIPEIBAPUTETHO HAITbJTHEHA MTHCATTKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA MUCaKa chAbpka 5 mg tup3enatua B 0,5 ml pasreop (10 mg/ml)

‘ 3. CIINCBK HA IOMOIIHUTE BEINECTBA

[Homomnm BemectBa: Junatpues xuaporeHgpocdar xenraxuapat (E339), Hatpues xyopua, HaTprueB
XUJIPOKCHI, KOHIIEHTPHUPAHA XJIOPOBOAOPOIHA KUCEINHA, BOJIA 33 UH)KEKLIUY. 32 JOIbIHUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

HMHxekInmoHeH pa3TBoOp

I'pynoBa omakoBka: 12 (3 onakoBku OT 4) npenBapyUTETHO HAITBJIHEHU MHCAIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa yrorpeda
Benank ceqMUIHO
[Ipenu ynotpeba mpoyerere JIMCTOBKATA

TTonkoHO NpUIOXKEHUE

6. CIHIEHUAJIHO NPEAYHNPEXIEHUE, UYE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHENOUWAJIHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/006

13. HNAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNIJARO 5 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByr3MepeH 0apKo/l C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEILIHA OITAKOBKA (6e3 Blue Box) KOMIOHEHT 0T rpyloBaTa OMaKkoBKa —
HNPEABAPUTEJ/IHO HAITBJIHEHA IINCAJIKA EJHOJIO30BA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 5 mg HHXEKIIMOHEH Pa3TBOP B MPEIBAPUTETHO HAIThJTHEHA MTHCATTKA

THUP3CIIATU]

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA MUCaKa chAbpxKa 5 mg Tup3enatua B 0,5 ml pasrop (10 mg/ml)

‘ 3. CIIMCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xiopua, HaTprueB
XUIPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOAOPOIHA KMCEINHA, BOJIA 33 UH)KEKLIUY. 32 AOIbIHUTEIHA
nHpOpPMaLKS, BUXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBOp

4 mpeABapUTEIIHO HAITBJIHEHH NrcanKi. KoMIoHEHT OT rpymoBara onakoBka. He ce mpogaBat
CaMOCTOSITEITHO.

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO

Mapxkupaiite JeHs OT ceMUIIaTa, B KOWTO UCKaTe Jla u3noJi3Bare Bamero ekapcTBo, ToBa 1ie Bu
MIOMOTHE Ja IO 3alIOMHUTE

IH. BT. cp. qrT. IIT. cO. HII.

Cenmurna 1

Cegmurna 2

Cegmurna 3

Cenmura 4

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxHO MpUIIOKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACHA.
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‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OTTAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHELOUAJIHU NPEAITIA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/006

13. NAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

MOUNIJARO 5 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

‘ 18. YHHUKAJIEH UWIEHTUO®PUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na IPEJIBAPUTEJIHO HAITbJIHEHA ITUCAJIKA EJHOO30BA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 5 mg UHXEKIIMOHEH Pa3TBOP

THUpP3eMaTu
TlonkoxHO NpUIOXKEHUE

2. HAYYH HA ITPNJIOKEHUE

Benawxk cemMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 4. IMAPTUJIEH HOMEP

ITapT. Ne

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA - ITIPEJIBAPUTEJIHO HAITBJIHEHA ITUCAJIKA ETHOJO30BA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 7,5 mg WHKEKITHOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIIHEHA TTUCAIKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA MUcaKa chaAbpxa 7,5 mg tupsenarus B 0,5 ml pasreop (15 mg/ml)

‘ 3. CIIMUCBK HA IOMOIIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporengpocar xenraxuapat (E339), Hatpues xiopua, HaTprueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

2 MpeaBapUTETHO HATBJIHEHN TTHCAIKH
4 npeBapUTETHO HAIIBJIHEHU IUCANIKH

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKIAHE

Camo 3a emHOKpaTHa ynorpeba
Benanxk cemMUIHO

MapKHpaﬁTe JCHS OT c€aMuIiara, B KOITO HCKATe Ja U3I10JI13BaTC Bamero JICKapCTBO, TOBA LIC Bu
IIOMOTHE Ja I'0 3alIlOMHHUTEC

IH. BT. cp. YT. mT. cO. HJI.

Cemmumna 1
Cegmurna 2

IH. BT. cp. qr. IT. c0. HI.

Cenmuna 1
Cenmura 2
Cenmuia 3
Cenmuna 4

[Ipenu ynotpeba nmpoyerere INCTOBKATA
ITonkoxHO NpUIOXKEHUE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiHuKa 10 21 muu npu temriepatypa mox 30 °C.
[a He ce 3ampa3siBa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/007 2 npeaBapuTETHO HATBIHEHH THCAIKH
EU/1/22/1685/008 4 npenBapUTEIHO HAITBIHCHH MTHUCAIKH

13. NAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNIJARO 7,5 mg
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‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 6apKoJ1 ¢ BKIIFOUYCH YHUKAICH HICHTU(DUKATOD

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

BBHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoBka — [IPE/IBAPUTEJIHO
HAIIBJHEHA IMUCAJIKA ETHOJO30BA

1. HNME HA JIJEKAPCTBEHUA ITPOAYKT

Mounjaro 7,5 mg WHKEKITHOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIIHEHA TTUCANIKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA MUcaKa chaAbpxa 7,5 mg tupsenarus B 0,5 ml pasreop (15 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomnm BemectBa: Junatpues xuaporeHgpocdar xenraxuapat (E339), Hatpues xyopua, HaTprueB
XUJIPOKCHI, KOHIIEHTPHUPAHA XJIOPOBOAOPOIHA KUCEINHA, BOJIA 33 UH)KEKLIUY. 32 JOIbIHUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

HMHxekInmoHeH pa3TBoOp

I'pynoBa omakoBka: 12 (3 onakoBku OT 4) npenBapyUTETHO HAITBJIHEHU MHCAIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. JAPYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiHuKa 10 21 muu npu temriepatypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/009

13. HNAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNIJARO 7,5 mg

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByr3MepeH 0apKo/l C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEILIHA OITAKOBKA (6e3 Blue Box) KOMIOHEHT 0T rpyloBaTa OMaKkoBKa —
HNPEABAPUTEJ/IHO HAITBJIHEHA IINCAJIKA EJHOJIO30BA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 7,5 mg WHKEKITHOHEH Pa3TBOP B MPEABAPUTEIIHO HAITbIIHEHA ITUCAIKA

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika npeaBapuTenHO HabJIHEHA MUCaKa chAbpxKa 7,5 mg tupsenarus B 0,5 ml pasreop (15 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xiopua, HaTprueB
XUIPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOAOPOIHA KMCEINHA, BOJIA 33 UH)KEKLIUY. 32 AOIbIHUTEIHA
nHpOpPMaLKS, BUXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBOp

4 mpeABapUTEIIHO HAITBJIHEHH NrcanKi. KoMIoHEHT OT rpymoBara onakoBka. He ce mpogaBat
CaMOCTOSITEITHO.

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO

Mapxkupaiite JeHs OT ceMUIIaTa, B KOWTO UCKaTe Jla u3noJi3Bare Bamero ekapcTBo, ToBa 1ie Bu
MIOMOTHE Ja IO 3alIOMHUTE

IH. BT. cp. qrT. IIT. cO. HII.

Cenmuna 1
Cenmuna 2
Cenmurna 3
Cenmuna 4

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxHO MpUIIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.
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‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiIHuKa 10 21 muu npu temriepartypa mox 30 °C.
a ue ce 3ampassna.

CrpxpaHsBaiiTe B OpUTHHAITHATA OTTAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/009

13. MAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

MOUNIJARO 7,5 mg

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

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

79



MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na IPEJIBAPUTEJIHO HAITbJIHEHA ITUCAJIKA EJHOO30BA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 7,5 mg WHKEKITHOHEH Pa3TBOP

THUP3ENaTu
TlonkoxHO NpUIOXKEHUE

2. HAYYH HA ITPNJIOKEHUE

Benawxk cemMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. NAPTUJIEH HOMEP

ITapt. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA - ITIPEJIBAPUTEJIHO HAITBJIHEHA ITUCAJIKA ETHOJO30BA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 10 mg MHXEKITMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHCHA MTHCATKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska npeaBapuTenHo HambiIHEHa nucaika ceabpxa 10 mg tupsenarun B 0,5 ml pasrBop (20 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporengpocar xenraxuapat (E339), Hatpues xiopua, HaTprueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

2 MpeaBapUTETHO HATBJIHEHN TTHCAIKH
4 npeBapUTETHO HAIIBJIHEHU IUCANIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Beaubx ceqMuyuHo

MapKHpaﬁTe JCHsA OT cC€aMuliara, B KOITO HCKATe Ja U3I10JI13BaTC Bamero JICKapCTBO, TOBA LIC Bu
IIOMOT'HEC J1a I'0 3allOMHHUTC

IH. BT. cp. YT. mT. cO. HI

Cenmurna 1

Cenmurna 2

ITH. BT. cp. YT. T. c0. HA.

Cemmumna 1

Cenmuria 2

Cenmurna 3

Cemmurna 4

[Ipenu ynotpeba mpoyerere TUCTOBKATa
ITonkoHO NpUTOXKEHUE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BbH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
[a He ce 3ampassiBa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CHELOUAJIHU NPEAITAZSHUW MEPKMU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/010 2 npeaBapuTeTHO HAITBJIHEHH THCAIKH
EU/1/22/1685/011 4 npenBapUTeIHO HAITBIHCHH MHUCAIKH

13. NAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNJARO 10 mg
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‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 6apKoJ1 ¢ BKIIFOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

BBHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoBka — [IPE/IBAPUTEJIHO
HAIIBJHEHA IMUCAJIKA ETHOJO30BA

1. HNME HA JIJEKAPCTBEHUA ITPOAYKT

Mounjaro 10 mg MHXEKITMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHCHA MTHCATKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska npeaBapuTenHo HambIHEHa nucaika ceabpxa 10 mg tupsenarun B 0,5 ml pasrop (20 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomnm BemectBa: Junatpues xuaporeHgpocdar xenraxuapat (E339), Hatpues xyopua, HaTprueB
XUJIPOKCHI, KOHIIEHTPHUPAHA XJIOPOBOAOPOIHA KUCEINHA, BOJIA 33 UH)KEKLIUY. 32 JOIbIHUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

HMHxekInmoHeH pa3TBoOp

I'pynoBa omakoBka: 12 (3 onakoBku OT 4) npenBapyUTETHO HAITBJIHEHU MHCAIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MSACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. JAPYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHENOUWAJIHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/012

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

MOUNJARO 10 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(UKATOD

‘ 18. YHUKAJIEH UWIEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEILIHA OITAKOBKA (6e3 Blue Box) KOMIOHEHT 0T rpyloBaTa OMaKkoBKa —
HNPEABAPUTEJ/IHO HAITBJIHEHA IINCAJIKA EJHOJIO30BA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 10 mg WHXEKIIOHEH Pa3TBOP B MPEIBAPUTENHO HATBIHEHA THCAJIKa

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHo HambIHEHa nucaika ceabpxa 10 mg tupsenarun B 0,5 ml pasrsop (20 mg/ml)

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapar (E339), Hatpues xyopua, HaTprueB
XHUIPOKCHUI, KOHIIEHTPUPAHXIIOPOBOIOPOJHAXIOPOBOIOPOIHA KUCEIINHA, BOJA 32 UHKEKIUH. 32
JOIBJIHUTENHA HH(OpMAIKs, BUXKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBOp

4 mpeABapUTEIIHO HAITBJIHEHH NrcanKi. KoMIoHEHT OT rpymoBara onakoBka. He ce mpogaBat
CaMOCTOSITEITHO.

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO

Mapxkupaiite JeHs OT ceMUIIaTa, B KOWTO UCKaTe Jla u3noJi3Bare Bamero ekapcTBo, ToBa 1ie Bu
MIOMOTHE Ja IO 3alIOMHUTE

IH. BT. cp. qrT. IIT. cO. HII.

Cenmurna 1

Cegmurna 2

Cegmurna 3

Cenmura 4

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxHO MpUIIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.
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‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
[a He ce 3ampassiBa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OTTAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENOUAJHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AAPEC HA ITPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/012

‘ 13. NAPTHUJAEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

MOUNJARO 10 mg

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

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

87



MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na IPEJIBAPUTEJIHO HAITbJIHEHA ITUCAJIKA EJHOO30BA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 10 mg HHXEKITHOHEH Pa3TBOP

THUP3ENaTu
TlonkoxHO NpUIOXKEHUE

2. HAYYH HA ITPNJIOKEHUE

Benawxk cemMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. NAPTUJIEH HOMEP

ITapt. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

0,5 ml

6. JIPYTO

88



JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA - ITIPEJIBAPUTEJIHO HAITBJIHEHA ITUCAJIKA ETHOJO30BA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 12,5 mg WHXEKIIMOHEH pa3TBOP B MIPEABAPUTEITHO HAITBIHEHA TTHCATTKA

THUP3CIIATU]

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska npeaBapuTenHo HabJIHEHA MUcaika ceabpka 12,5 mg tupsenatun B 0,5 ml pa3tBop
(25 mg/ml)

‘ 3. CIIUCBK HA ITIOMOIIHUTE BEHLIECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xiopua, HaTprueB
XUIPOKCHI, KOHIIEHTPUPAHA XJIOPOBOAOPOIHA KMCEINHA, BOJIA 33 UH)KEKLIUY. 32 AOIbIHUTEIHA
nH(pOpPMaLKs, BUXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBOp

2 mpenBapUTETHO HAITBITHEHH MTUCAIIKH
4 mpeABapUTEITHO HAITBJIHEHH MHCAIKH

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/JIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO

Mapxkupaiite JeHs OT ceMUIIaTa, B KOWTO UCKaTe Jla u3noJi3Bare Bamero ekapcTBo, ToBa 1ie Bu
MIOMOTHE Ja IO 3alIOMHUTE

ITH. BT. cp. qr. IT. cO. HII.

Cenmurna 1

Cegmurna 2

IH. BT. cp. qr. IT. c0. HI.

Cenmuna 1

Cegmurna 2

Cenmuria 3

Cemmurna 4

[Ipenu ynoTpebda npoyereTe IUCTOBKATA
TToIKOKHO TIPUITOKEHHE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaAWiHUKA 0 21 muu npu temriepaTtypa mox 30 °C.
[a He ce 3ampassiBa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITASHUA MEPKU ITPU NU3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/013 2 npenBapUTeIHO HAITBIHCHH MTHUCAIKH
EU/1/22/1685/014 4 npenBapuTeTHO HATBITHEHH MUCATKH

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA
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MOUNIJARO 12,5 mg

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoBka — IIPE/IBAPUTEJIHO
HAITBJIHEHA TN CAJIKA EJHOAO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 12,5 mg WHXEKIIMOHEH pa3TBOP B MIPEABAPUTEITHO HAITBIHEHA MTHCATTKA

THUP3CIIATU]

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

Bceska npeaBapuTenHo HabJIHEHA MUcaika ceabpka 12,5 mg tupsenatun B 0,5 ml pa3tBop
(25 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHHUTE BEHIECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpues Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOAA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
nH(OpMAaITUs, BIKTE JINCTOBKATA.,

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HHxeKImoHeH pa3TBop

I'pymoBa omakoBka: 12 (3 onmakoBKH OT 4) IIpeIBapUTEITHO HAITBTHCHH ITHCAITKH

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO
[ToakoXHO TPHUITIOKEHUE

6. CHELHUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT HPOAYKT TPSBBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANMO

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

T'onen mo:

9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE
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Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe nma ce chXpaHsiBa U3BBH XJIaauiiHUKa 0 21 muu npu temriepatypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OITAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

TAX, AKO CE U3UCKBAT TAKHUBA

10. CIHEHNOUAJHHU NPEAITASHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/015

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

MOUNIJARO 12,5 mg

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEILIHA OITAKOBKA (6e3 Blue Box) KOMIOHEHT 0T rpyloBaTa OMaKkoBKa —
HNPEABAPUTE/IHO HAIIBJIHEHA IINCAJIKA EJHOJO30BA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 12,5 mg WHXEKIIMOHEH pa3TBOP B MIPEABAPUTEITHO HAITBIHEHA MTHCATTKA

THUP3CIIATU]

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

Bceska npeaBapuTenHo HabJIHEHA MUcaika ceabpka 12,5 mg tupsenatun B 0,5 ml pa3tBop
(25 mg/ml

‘ 3. CIIMCBK HA TIOMOIIHHUTE BEHIECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpues Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOAA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
nH(OpMAaITUs, BIKTE JINCTOBKATA.,

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

4 mpeaBapUTEIIHO HAITBJIHEHH NUcanKu. KOMIIOHEHT OT rpymoBara onakoBka. He ce mpogaBat
CaMOCTOSITEITHO.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

Camo 3a enHOKpaTHa ynorpeba
Benuwx ceamMuyHO

MapKHpaﬁTe JCHsA OT c€aMuIiara, B KOITO HCKAaTe Ja U3I10JI13BaTC Bamero JICKapCTBO, TOBA LIC Bu
IIOMOTHE Aa I'0 3alIlOMHHUTEC

IH. BT. cp. qrT. IIT. cO. HII.

Cemmumna 1

Cegmurna 2

Cenmurna 3

Cenmuna 4

[Ipenu ynotpeba nmpoyerere INCTOBKATA
TTonkoHO NpUIOXKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA
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I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. JAPYI'U CIHEHNUAJIHM ITPEAYIIPEXXKJEHN A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiHuKa 10 21 muu npu temrepartypa mox 30 °C.
a ue ce 3ampassna.

ChxpaHsBaiiTe B OpUTMHAITHATA OITAKOBKa, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITASHU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/015

‘ 13. HMAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

MOUNJARO 12,5 mg

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

‘ 18. VYHUKAJIEH HIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na IPEJIBAPUTEJIHO HAITbJIHEHA ITUCAJIKA EJHOO30BA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 12,5 mg WHXEKIIMOHEH Pa3TBOP

THUP3ENaTu
TlonkoxHO NpUIOXKEHUE

2. HAYYH HA ITPNJIOKEHUE

Benawxk cemMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. NAPTUJIEH HOMEP

ITapt. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA - ITIPEJIBAPUTEJIHO HAITBJIHEHA ITUCAJIKA ETHOJO30BA

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 15 mg WHXEKIIOHEH pa3TBOP B MPEIBAPUTENHO HATBIHEHA THCAJIKA

THUP3CIIATU]

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTenHO HaTbJIHEHA NMUcalKa chaAbpxa 15 mg tupsenarun B 0,5 ml pasrop (30 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporengpocar xenraxuapat (E339), Hatpues xiopua, HaTprueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

HMH)XEKLIOHEH Pa3TBoOp

2 MpeaBapUTETHO HATBJIHEHN TTHCAIKH
4 npeBapUTETHO HAIIBJIHEHU IUCANIKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Beaubx ceqMuyuHo

MapKHpaﬁTe JCHsA OT cC€aMuliara, B KOITO HCKATe Ja U3I10JI13BaTC Bamero JICKapCTBO, TOBA LIC Bu
IIOMOT'HEC J1a I'0 3allOMHHUTC

IH. BT. cp. YT. mT. cO. HI

Cenmurna 1

Cenmurna 2

ITH. BT. cp. YT. T. c0. HA.

Cemmumna 1

Cenmuria 2

Cenmura 3

Cemmurna 4

[Ipenu ynotpeba mpoyerere TUCTOBKATa
ITonkoHO NpUTOXKEHUE
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaAWiHUKA 0 21 muu npu temriepaTtypa mox 30 °C.
[a He ce 3ampassiBa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 Jla C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITASHUA MEPKU ITPU NU3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/016 2 npenBapUTeIHO HAITBIHCHH MHCAIKH
EU/1/22/1685/017 4 npenBapuTeTHO HATBITHEHH MTUCATKH

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA
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MOUNIJARO 15 mg

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIITHA OITAKOBKA (c Blue Box) — rpynosa onakoBka — IIPE/IBAPUTEJIHO
HAITBJIHEHA TN CAJIKA EJHOAO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 15 mg MHXEKITMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHCHA MTHCATKA

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHO HaTbJIHEHA MUcaKa chaAbpxa 15 mg tupsenaruy B 0,5 ml pasrop (30 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xiopua, HaTprueB
XUIPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOAOPOIHA KMCEINHA, BOJIA 33 UH)KEKLIUY. 32 AOIbIHUTEIHA
nHpOpPMaLKS, BUXKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBOp

I'pymoBa omakoBka: 12 (3 omakoBkH OT 4) IIpeIBapUTEITHO HAITBTHCHH ITHCAITKH

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

Cawmo 3a emHOKpaTHa yrmoTpeda

Beaubx ceqMuyuHo

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
[ToakoXHO TPUITOKEHUE

6. CHELHUAJIHO HPEAYHPEXIEHUE, YE JIEKAPCTBEHUAT HPOAYKT TPSBBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANMO

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

T'onen mo:

9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE
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Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BbH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OTTAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENOUAJIHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/018

13. HAPTHJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA ABBYKA

MOUNJARO 15 mg

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

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

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEILIHA OITAKOBKA (6e3 Blue Box) KOMIOHEHT 0T rpyloBaTa OMaKkoBKa —
HNPEABAPUTE/IHO HAIIBJIHEHA IINCAJIKA EJHOJO30BA

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 15 mg MHXEKITMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHCHA MTHCATKA

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska npeaBapuTenHO HaTbJIHEHA MUcaKa chaAbpxa 15 mg tupsenaruy B 0,5 ml pasrop (30 mg/ml)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xiopua, HaTprueB
XUIPOKCH]I, KOHIIEHTPUPAHA XJIOPOBOAOPOIHA KMCEINHA, BOJIA 33 UH)KEKLIUY. 32 AOIbIHUTEIHA
nHpOpPMaLKS, BUXKTE JIMCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

HWHXEKITUOHEH Pa3TBOp

4 mpeABapUTEIIHO HAITBJIHEHH NrcanKi. KoMIoHEHT OT rpymoBara onakoBka. He ce mpogaBat
CaMOCTOSITEITHO.

5. HAYYH HA ITPUJIOKEHUE N ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda
Benuwx ceamMuaHO

Mapxkupaiite JeHs OT ceMUIIaTa, B KOWTO UCKaTe Jla u3noJi3Bare Bamero ekapcTBo, ToBa 1ie Bu
MIOMOTHE Ja IO 3alIOMHUTE

IH. BT. cp. qrT. IIT. cO. HII.

Cenmurna 1

Cegmurna 2

Cegmurna 3

Cenmura 4

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxHO MpUIIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.
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‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaauiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OTTAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHELOUAJIHU NPEAITIA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/018

13. NAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

MOUNIJARO 15 mg

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

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na IPEJIBAPUTEJIHO HAITbJIHEHA ITUCAJIKA EJHOO30BA

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 15 mg HHXEKITHOHEH Pa3TBOP

THUP3ENaTu
TlonkoxHO NpUIOXKEHUE

2. HAYYH HA ITPNJIOKEHUE

Benawxk cemMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

4. NAPTUJIEH HOMEP

ITapt. Neo

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

0,5 ml

6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA — ®JIAKOH EJJHO/1030B

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 2,5 mg WHKEKITHOHEH Pa3TBOP BHB (UIAKOH

THUP3CIIATU]

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

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

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocat xenraxuapat (E339), nHatpues xyopua, HaTprueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 dhaakoH
4 dpnaxon
12 dnakon

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXK/JIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda

Benuwx ceamMuaHO

[Ipenu ynoTpeba nmpoyerere TNCTOBKATA
ITonkoxHO NpUIOXKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

105



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD 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. HAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH HIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (¢ Blue Box) — rpynosa onakoska — ®JIAKOH EJTHOJ030B

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Mounjaro 2,5 mg WHXEKLHOHEH Pa3TBOpP BbB (PIaKoH

THP3eTIaThI

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

Bceku duakon cuabpika 2,5 mg tup3enarun B 0,5 ml pazreop (5 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOIA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynosa omakoBka: 4 (4 onakoBku ot 1) ¢urakon ot 0.5 ml pa3tBop.
I'pynoBa onakoBka: 12 (12 onakoBku ot 1) ¢umakon ot 0.5 ml pasrBop.

5. HAYUH HA ITPUJIOKEHUE U I'bT(MIA) HA BBBEXJIAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. AH®OPMAILIHMS HA BPAIJIOBA A3BBYKA

OcHoBaHye 3a He IPUJIaraHe Ha OpaiyIoB HAAINC ca IPUETH

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMnoHeHT oT rpynoBara onakoska — ®JIAKOH
EJHOJ030B

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 2,5 mg WHXEKIHOHEH Pa3TBOpP BbB (prakoHa

THP3eTIaTh/I

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

Bceku duakon cuabpika 2,5 mg tup3enarun B 0,5 ml pazreop (5 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocar xenraxuapat (E339), Hatpues xyiopua, HaTprueB
XUAPOKCH]I, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHNUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 (bHaKOH. KomMmonent ot rpymnoBarta OIIaKOBKa. He ce npoaaBaT CaMOCTOSATCIIHO.

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Camo 3a enHOKpaTHa ynorpeba

Benubx ceaMu4HO

[Ipenn ynotpeba mpoyerere IMCTOBKATA
[onxoxHO TpUIIOKEHHE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCETI'A HA IEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXJEHU A, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHMTE ITPOAYKTHU WJIHN OTHHAABYHU MATEPUAJIN OT THAX,
AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

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

13. MAPTUIAEH HOMEP

ITapt. Neo

‘ 14. HAYMUH HA OTIITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMS HA BPAMJIOBA A3BBYKA

OcHoBaHMe 3a He IIpuJIaraHe Ha OpaiiJIoB HAJIKC ca IIPUETH
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETHUKET na ®JIAKOHA EJJHOA0O30B

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 2,5 mg WHKEKITHI

THUP3ENaTu
TlonkoXHO MpUIOXKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. IHAPTUJIEH HOMEP

ITapT. Ne

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA — ®JIAKOH EJJHO/1030B

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

Mounjaro 5 mg HH)XEKIIMOHEH Pa3TBOP BbB (pi1akoH

THUP3CIIATU]

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ¢uakon cpappika 5 mg tup3enatun B 0,5 ml pazteop (10 mg/ml)

‘ 3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporengpocar xenraxuapat (E339), Hatpues xiopua, HaTprueB
XUAPOKCHJI, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENHA, BOAA 32 MH)KEKIMH. 32 JONBJIHUTEIIHA
nH(opManus, BIKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 hnakoH
4 dmaxona
12 daakona

‘ 5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEKXKJAHE

Camo 3a enHOKpaTHa ynorpeba

Benubx ceaMu4HO

[Ipenn ynotpeba mpoyerere IMCTOBKATA
[onxoxHO TpUIIOKEHHE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCETI'A HA IEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXJEHU A, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD 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. MAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opMaius Ha bpaiinoBa azoyka.

‘ 17. YHUKAJIEH UWAEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsMepeH 6apKoJ1 ¢ BKIIFOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (¢ Blue Box) — rpynosa onakoska — ®JIAKOH EJTHOJ030B

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Mounjaro 5 mg WHXEKIMOHEH Pa3TBOP BbB (prIakoH

THP3eTIaThI

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

Besika ¢utakon ceappika S mg tup3enaru B 0,5 ml pazteop (10 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomorrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOIA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynosa omakoBka: 4 (4 onakoBku ot 1) ¢urakon ot 0.5 ml pa3TBop.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) durakon ot 0.5 ml pa3tBop.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

114



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. AH®OPMAILIHMS HA BPAIJIOBA A3BBYKA

OcHoBaHue 3a He puiIarane Ha bpaiinos Haamuc ca npueTu

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMnoHeHT oT rpynoBara onakoska — ®JIAKOH
EJHOJ030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 5 mg WHXEKLIHOHEH Pa3TBOp BbB (prakoHa

THP3eTIaTh/I

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku duakon chappika S mg tupsenarua B 0,5 ml pasreop (10 mg/ml)

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocar xenraxuapat (E339), Hatpues xyiopua, HaTprueB
XUAPOKCH]I, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHNUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBoOp

1 (bHaKOH. KomMmonent ot rpymnoBarta OIIaKOBKa. He ce mnmpoaaBaT CaMOCTOSATCIIHO.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa ynorpeda

Bengusx cenmMuaHO

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

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

13. NAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

OcHoBaHHe 32 HE TIpUIaraHe Ha OpaiiIoB HAJIHC Ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJMWHUYHU
II'bPBUYHU OITAKOBKH

ETUKET na ®JIAKOH EJHOA030B

1. NME HA JIEKAPCTBEHUA INTPOAYKT U ITbT(MLIA) HA BBBEXKIAHE

Mounjaro 5 mg WHXEKIHAS

THUP3EMaTu
TlonkoXHO NpUIIOXKEHUE

‘ 2. HAYUH HA ITPUJIOKEHUE

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

T'onmen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA — ®JIAKOH EJJHO/1030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 7,5 mg WHXEKLHOHEH Pa3TBOP BbB (PrIaKoH

THP3eTIaThI

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

Bceku duakon ceappixa 7,5 mg tupsenarua 8 0,5 ml pasrsop (15 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xjopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOAA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 hnakoH
4 ¢akoHa
12 daakona

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda

Benuwx ceaMuaHO

[Ipenu ynoTtpebda npoyerere IUCTOBKATA
ITonkoxHO NpUIOXKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

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

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD 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. HAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(UKATOD

‘ 18. YHUKAJIEH UWIEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (¢ Blue Box) — rpynosa onakoska — ®JIAKOH EJTHOJ030B

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Mounjaro 7,5 mg WHXEKLHOHEH Pa3TBOP BbB (PrIaKoH

THP3eTIaThI

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

Besika ¢utakon ceabpaxka 7,5 mg tupsenatua B 0,5 ml pasrop (15 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOIA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynosa omakoBka: 4 (4 onakoBku ot 1) ¢urakon ot 0.5 ml pa3TBop.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) durakon ot 0.5 ml pa3tBop.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. AH®OPMAILIHMS HA BPAIJIOBA A3BBYKA

OcHoBaHue 3a HE npujiaraHe Ha 6pal71)10B HaammucC ca IpucTu

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKOJ

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMnoHeHT oT rpynoBara onakoska — ®JIAKOH
EJHOJ030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 7,5 mg WHXEKIHOHEH Pa3TBOpP BbB (prakoHa

THP3eTIaTh/I

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku duakon cuappixa 7,5 mg tupsenarua B 0,5 ml pasreop (15 mg/ml)

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocar xenraxuapat (E339), Hatpues xyiopua, HaTprueB
XUAPOKCH]I, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHNUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBoOp

1 (bHaKOH. KomMmonent ot rpymnoBarta OIIaKOBKa. He ce mnmpoaaBaT CaMOCTOSATCIIHO.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa ynorpeda

Bengusx cenmMuaHO

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

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

13. NAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

OcHoBaHHe 32 HE TIpUIaraHe Ha OpaiiIoB HAJIHC Ca IPUETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET na ®JIAKOH EJJHOJA030B

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 7,5 mg WHKEKITHI

THUP3ENaTu
TlonkoXHO MpUIOXKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. IHAPTUJIEH HOMEP

ITapT. Ne

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA — ®JIAKOH EJJHO/1030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 10 mg HHXEKIIMOHEH pa3TBOP BbB (UIaKOH

THP3eTIaThI

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

Bceku duakon ceappixa 10 mg tupsenatun B 0,5 ml pasrBop (20 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOAA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 hnakoH
4 ¢akoHa
12 daakona

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda

Benuwx ceaMuaHO

[Ipenu ynoTtpebda npoyerere IUCTOBKATA
ITonkoxHO NpUIOXKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

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

T'onen mo:
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‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
[a He ce 3ampa3siBa.

CobxpaHsBaiiTe B OpUrHHAIHATA OMIAKOBKA, 3a J1a CE MPE/Na3u OT CBETIMHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

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

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[Ipuero € ocHOBaHMUE 1a He ce BKIOYM nH(popMalus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 0apKo/l C BKIIIOUEH YHUKAJICH UACHTU()HUKATOD

‘ 18. YHUKAJIEH UWIEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (¢ Blue Box) — rpynosa onakoska — ®JIAKOH EJTHOJ030B

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Mounjaro 10 mg HHXEKIIMOHEH pa3TBOP BbB (UIaKOH

THP3eTIaThI

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

Besika ¢utakon ceappaka 10 mg tupsenatua B 0,5 ml pasrBop (20 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOIA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynosa omakoBka: 4 (4 onakoBku ot 1) ¢urakon ot 0.5 ml pa3TBop.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) durakon ot 0.5 ml pa3tBop.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. AH®OPMAILIHMS HA BPAIJIOBA A3BBYKA

OcHoBaHue 3a He puiIarane Ha bpaiinos Haamuc ca npueTu

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKOJ

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMnoHeHT oT rpynoBara onakoska — ®JIAKOH
EJHOJ030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 10 mg UHXEeKIHOHEH pa3TBOpP BHB (IakoHA

THP3eTIaTh/I

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku duakon cuappika 10 mg tupsenatun B 0,5 ml pasrBop (20 mg/ml)

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocar xenraxuapat (E339), Hatpues xyiopua, HaTprueB
XUAPOKCH]I, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHNUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBoOp

1 (bHaKOH. KomMmonent ot rpymnoBarta OIIaKOBKa. He ce mnmpoaaBaT CaMOCTOSATCIIHO.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa ynorpeda

Bengusx cenmMuaHO

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

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

13. NAPTUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

OcHoBaHUe 32 He TIpwiIarane Ha bpaiiyioB HaATHC ca IPHETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET na ®JIAKOH EJJHOJA030B

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 10 mg uHXeKIus

THUP3CIIATU]
IMOAKOXHO IIPHUIIOKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. IHAPTUJIEH HOMEP

ITapT. Ne

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA — ®JIAKOH EJJHO/1030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 12,5 mg UHXEKIIMOHEH pa3TBOP BHB (IIAKOH

THP3eTIaThI

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

Bceku duakon ceappika 12,5 mg tupsenatua B 0,5 ml pastBop (25 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOAA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 hnakoH
4 ¢akoHa
12 daakona

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

Cawmo 3a emHOKpaTHa yrmoTpeda

Benuwx ceaMuaHO

[Ipenu ynoTtpebda npoyerere IUCTOBKATA
ITonkoxHO NpUIOXKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

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

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD 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. HAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa a30yka.

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsmepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(UKATOD

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

PC
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (¢ Blue Box) — rpynosa onakoska — ®JIAKOH EJTHOJ030B

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Mounjaro 12,5 mg UHXEKIIMOHEH pa3TBOP BHB (IIAKOH

THP3eTIaThI

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

Besika ¢utakon ceabpaxka 12,5 mg tupsenatua B 0,5 ml pasteop (25 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOIA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynosa omakoBka: 4 (4 onakoBku ot 1) ¢urakon ot 0.5 ml pa3TBop.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) durakon ot 0.5 ml pa3tBop.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CIHELOUAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/043
EU/1/22/1685/044

13. HAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. AH®OPMAILIMS HA BPAIJIOBA A3BBYKA

OcHoBaHue 3a He npuiarane Ha bpaiinos Haamuc ca npueTu

‘ 17. YHUKAJIEH WAEHTUPUKATOP — JIBYU3MEPEH BAPKO/1

JByr3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTUOPUKATOP — JJIAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMnoHeHT oT rpynoBara onakoska — ®JIAKOH
EJHOJ030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 12,5 mg WHXEKIIMOHEH pa3TBOP BB (IIakoHa

THP3eTaThI

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku duakon ceappika 12,5 mg tupsenatus B 0,5 ml pastBop (25 mg/ml)

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocar xenraxuapat (E339), Hatpues xyiopua, HaTprueB
XUAPOKCH]I, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHNUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBoOp

1 (bHaKOH. KomMmonent ot rpymnoBarta OIIaKOBKa. He ce mnmpoaaBaT CaMOCTOSATCIIHO.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa ynorpeda

Bengusx cenmMuaHO

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/043
EU/1/22/1685/044

13. NAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

OcHoBaHUe 32 He TIpwiIarane Ha bpaiiyioB HaATHC ca IPHETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET na ®JIAKOH EJJHOJA030B

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 12,5 mg uHXeKIus

THUP3CIIATU]
IMOAKOXHO IIPHUIIOKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. IHAPTUJIEH HOMEP

ITapT. Ne

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA — ®JIAKOH EJJHO/1030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 15 mg HHXEKIIMOHEH pa3TBOP BbB (UIAKOH

THP3eTIaThI

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

Bceku duakon cuappika 15 mg tupsenatun B 0,5 ml pasreop (30 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOAA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 dhaakoH
4 ¢makoHa
12 daaxona

‘ 5. HAYYH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXKIAHE

Cawmo 3a emHOKpaTHa yrmoTpeba

Bennbx ceamMuuHO

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
TTonkoXHO MpUIOKEHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:
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‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD 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. MAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

[Ipueto e ocHOBaHME J1a He ce BKItouM HH(opMaius Ha bpaiinoBa azoyka.

‘ 17. YHUKAJIEH UWAEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JBynsMepeH 6apKoJ1 ¢ BKIIFOUYCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIHA OITAKOBKA (¢ Blue Box) — rpynosa onakoska — ®JIAKOH EJTHOJ030B

1. HNME HA JTEKAPCTBEHUA ITPOAYKT

Mounjaro 15 mg HHXEKIIMOHEH pa3TBOP BbB (UIAKOH

THP3eTIaThI

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

Besika ¢utakon crabpaxka 15 mg tupsenatua B 0,5 ml pasreop (30 mg/ml)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomonrau Bemectpa: Junarpuer xuaporeHpocdar xentaxuapar (E339), Harpuer Xnopu, HATPUEB
XUJIPOKCH]I, KOHIICHTPHUPaHa XJIOPOBOJIOPOJIHA KUCEIIMHA, BOIA 32 MHYKCKIIMH. 32 JOMBJIHUTEITHA
WH(POPMAIIUS, BUXKTE JINCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynosa omakoBka: 4 (4 onakoBku ot 1) ¢urakon ot 0.5 ml pa3TBop.
I'pynosa omakoBka: 12 (12 onakoBku ot 1) durakon ot 0.5 ml pa3tBop.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIA) HA BBBEXKJAHE

Camo 3a emHOKpaTHa yrorpeda

Bengubsx cenmMuaHO

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
IToakoxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICHa.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpansBa B XJIQIMITHUK.

Mosxe na ce chXpaHsiBa U3BBH XJIaaWiHUKa 10 21 muu npu temriepaTtypa mox 30 °C.
a ue ce 3ampasspa.

ChxpaHsBaiiTe B OpUTMHAITHATA OIIAKOBKA, 32 J]a C€ Mpea3u OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/047
EU/1/22/1685/048

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. AH®OPMAILIHMS HA BPAIJIOBA A3BBYKA

OcHoBaHue 3a HE npujiaraHe Ha 6pal71)10B HaammucC ca IpucTu

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKOJ

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OITAKOBKA (6e3 Blue Box) koMnoHeHT oT rpynoBara onakoska — ®JIAKOH
EJHOJ030B

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Mounjaro 15 mg UHXEKIHOHEH pa3TBOp BHB (IakoHa

THP3eTIaTh/I

2. OBSABSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bceku duakon cuappika 15 mg tupsenatun B 0,5 ml pasrBop (30 mg/ml)

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[Homomxm BemectBa: Junatpues xuaporeHgpocar xenraxuapat (E339), Hatpues xyiopua, HaTprueB
XUAPOKCH]I, KOHLIEHTPHPaHa XJIOPOBOJOPO/IHA KUCENNHA, BOAA 32 MH)KEKIMH. 32 JONBJIHNUTEIHA
nH(opManus, BIKTE JINCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxekImoHeH pa3TBoOp

1 (bHaKOH. KomMmonent ot rpymnoBarta OIIaKOBKa. He ce mnmpoaaBaT CaMOCTOSATCIIHO.

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

Camo 3a emHOKpaTHa ynorpeda

Bengusx cenmMuaHO

[Ipenu ynoTpeba mpoyerere TNCTOBKATA
IToakoxxHO MpUIOKEHUE

6. CIIEIMAJIHO NPEAYHPEXKJAEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPJABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUA, AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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

Ja ce cpxpaHsBa B XJIQIMITHUK.

Mosxe na ce chbXpaHsiBa U3BBH XJaauiHuka 10 21 nuu npu temmnepatypa nox 30 °C.
a ue ce 3ampa3sspa.

CrpxpaHsBaiiTe B OpUTHHAITHATA OITAKOBKA, 32 J]a C€ Mpera3d OT CBETINHA.

10. CIHENUAJHHU NPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIM OT THX,
AKO CE U3UCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/047
EU/1/22/1685/048

13. NAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

OcHoBaHUe 32 He TIpwiIarane Ha bpaiiyioB HaATHC ca IPHETH

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

‘ 18. UNIQUE IDENTIFIER — HUMAN READABLE DATA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET na ®JIAKOH EJJHOJA030B

1. NME HA JIEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Mounjaro 15 mg uHXeKIus

THUP3CIIATU]
IMOAKOXHO IIPHUIIOKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

4. IHAPTUJIEH HOMEP

ITapT. Ne

5. CbABP/KAHUE KATO MACA, OBEM WJIN EJJUHUIIN

0,5 ml

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBTPEIIHA OIIAKOBKA - IIPEJIBAPUTEJ/JITHO HAII'BJIHEHA IIMCAJIKA (KWIKPEN)
MHOI'OJIO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 2,5 mg/no3a KwikPen uH)xeKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA MTHCAJIKa

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska noza ceabpika 2,5 mg tupsenatua B 0,6 ml pa3tBop. Besika MHOT0030Ba MpeABApUTETHO
HaIbJIHEHA MUcaika chabpka 10 mg tupsenatun B 2,4 ml (4,17 mg/ml) pastsop.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

ITomomnrau Bemectea: E339, E1519, rnuuepont, ¢heHo, HATPUEB XJIOPKU, HATPUEB XUAPOKCHI,
KOHIICHTPUPaHa XJIOPOBOJIOPOHA KHCEIMHA, BOJA 33 MHXKEKIIMHU. 3a TOMBIHUTEIHA NH(OpMAITHS,
BIDKTE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

1 mucanka (4 m03m)
3 mucanku (BCsKa MUCANIKa JOCTaBs 4 J031)

Wrmmre He ca BKIIIOYESHU

5. HAYYH HA ITPUJIOKEHUE N ITBbT(MIIA) HA BBBEXKJIAHE

Benawxk cemMUYHO
[Ipenu ynoTpeba npoyerere JINCTOBKATA.
IToakoxHO MpUITOKEHUE

Ot0enexere BCsKA MOCTABEHA J03a B Ta6n1/1uaTa mo-aoiay.

Jo3a 1 Hoza2  [Mosa3  Jlosza4

Hozal [oza?2 Joza 3 Hoza 4

| [ucanka 1 | | | | |
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IMTucanka 2
ITucanka 3

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIa.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIIPEXIEHUA, AKO E HEOBXOANMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce chxpaHsiBa B XJIQMITHUK.

Crnen mppBarta yrnoTpeda MOKe Jia Ce ChXpaHsABa B XJIaIMITHUK WU U3BBH XIIAWITHUK TIPU
temriepatypa 1o 30 °C o 30 gau. M3xbpraete mucankara 30 qHuU ciien TbpBata ynorpeoa.
a He ce 3ampa3sspa.

10. CIHENUWAJHHU INPEAITA3SHU MEPKU ITPU NU3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1685/049 - 1 nucanka
EU/1/22/1685/050 - 3 ucanku

13. NMAPTHUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA
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16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Mounjaro 2,5 mg/no3a KwikPen

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

JBynsmMepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(DUKATOD

‘ 18. VYHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA IPEABAPUTEJIHO HAITBJIHEHA MHOI'OJJO30BA TN CAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Mounjaro 2,5 mg/no3a KwikPen nmxexkuuoneH pa3rsop

THUP3CIIATU]
HO,Z[KO)KHO MMPUITIOKCHUC

2. HAYYH HA ITPNJIOKEHHNE

BC,Z[H’B)K CCIMUYHO

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

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPE/IBAPUTEJIHO HAITBJIHEHA ITNCAJIKA (KWIKPEN)
MHOI'OJIO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 5 mg/no3a KwikPen HH)KEKIIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAIIBJIHCHA MHCAIKA

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Besika f03a cpabpika 5 mg Tup3enatua B 0,6 ml pa3tBop. Besika MHOT0/1030Ba TIPEABAPUTEITHO
HaIbJIHEHA MUcanka chabpika 20 mg tTupsenarun B 2,4 ml (8,33 mg/ml) pasteop

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomomnrau Bemectea: E339, E1519, rnuuepont, ¢heHo, HATPUEB XJIOPKU, HATPUEB XUAPOKCHI,
KOHIICHTPUPaHa XJIOPOBOJIOPOHA KHCEIMHA, BOJA 33 MHXKEKIIMHU. 3a TOMBIHUTEIHA NH(OpMAITHS,
BIDKTE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

1 mucanka (4 m03m)
3 mucanky (BCsKa MUCANIKa JO0CTaBs 4 1031)

Wrmmre He ca BKIIIOYEHU.

5. HAYYH HA ITPUJIOKEHUE N ITBbT(MIIA) HA BBBEXKJIAHE

Benawxk cemMUYHO
[Ipenu ynoTpeba npoyerere JINCTOBKATA.
IToakoxHO MpUITOKEHUE

Ot0enexere BCsKA MOCTABEHA J03a B Ta6n1/1uaTa mo-aoiay.

Jo3a 1 Hoza2  [Mosa3  Jlosza4

Hozal [oza?2 Joza 3 Hoza 4

| [ucanka 1 | | | | |
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IMTucanka 2
ITucanka 3

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHNUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIQJMIHUK.

Cnen mepBara ynotpeda MoXe Ja ce CbXpaHsABa B XJIAJAWIHUK WIK U3BbH XJIaJWIHUK IIPU
temneparypa nox 30 °C no 30 nuu. M3xBepnere nucankara 30 AHU cien mbpBarta ynorpeoa.
Ha ue ce 3ampa3sspa.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/051 - 1 nucanka
EU/1/22/1685/052 - 3 mucanku

13. MAPTUJAEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA
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16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Mounjaro 5 mg/no3za KwikPen

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

JBynsmMepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTU(DUKATOD

‘ 18. VYHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA IPEABAPUTEJIHO HAITBJIHEHA MHOI'OJJO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Mounjaro 5 mg/no3a KwikPen unkekimoneHn pa3rBop

THUP3CIIATU]
HO,Z[KO)KHO MMPUITIOKCHUC

2. HAYYH HA ITPNJIOKEHHNE

BC,Z[H’B)K CCIMUYHO

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

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPE/IBAPUTEJIHO HAITBJIHEHA ITNCAJIKA (KWIKPEN)
MHOI'OJIO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 7,5 mg/no3a KwikPen nH)xeKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAIIbJIHEHA MTHCAJIKa

THUP3CIIATU]

2.  OBSIBIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska noza ceabpika 7,5 mg tupsenatua B 0,6 ml pa3tBop. Besika MHOT0030Ba MpeABapUTETHO
HaIbJIHEHA MUcanika chbabpika 30 mg Tupsenarun B 2,4 ml (12,5 mg/ml) pasteop

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomomnrau Bemectea: E339, E1519, rnuuepont, ¢heHo, HATPUEB XJIOPKU, HATPUEB XUAPOKCHI,
KOHIICHTPUPaHa XJIOPOBOJIOPOHA KHCEIMHA, BOJA 33 MHXKEKIIMHU. 3a TOMBIHUTEIHA NH(OpMAITHS,
BIDKTE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

1 mucanka (4 m03m)
3 mucanku (BCsKa MUCANIKa JOCTaBs 4 J031)

Wrmmre He ca BKIIIOYESHU

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKXJIAHE

Benubx ceamuuno
[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
TlonkoXHO MpUIOXKEHUE
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Or6enexere BCsKa IIOCTaBEHA J03a B TabIUIIATa TO-TOTTY.

Joza 1 JHoza2  [Moza3  Jloza4

Hoza 1l [oza?2 Joza 3 Hoza 4

IMTucanka 1
IMTucanka 2
ITucanka 3

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIa.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXJIEHUA, AKO E HEOBXOAUMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Crnen mppBata ynoTpeda Moke 1a ce ChXpaHsABa B XJIAAWIHHUK WU U3BBH XJIAJUITHUK IPH
temriepatypa 1o 30 °C o 30 gau. M3xebpraete mucankara 30 qHU ciien bpBara ynorpeoa.
a He ce 3ampa3sspa.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJIPEC HA IPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/053 - 1 nucanka
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EU/1/22/1685/054 - 3 nucanku

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAJIOBA A3BBYKA

Mounjaro 7,5 mg/no3a KwikPen

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 0apKo/l C BKIIIOUEH YHHUKAJICH UACHTU(DHUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA IPEABAPUTEJIHO HAITBJIHEHA MHOI'OJJO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Mounjaro 7,5 mg/no3a KwikPen nmxexuuoneH pa3rsop

THUP3CIIATU]
HO,Z[KO)KHO MMPUITIOKCHUC

2. HAYYH HA ITPNJIOKEHHNE

BC,Z[H’B)K CCIMUYHO

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

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPE/IBAPUTEJIHO HAITBJIHEHA ITNCAJIKA (KWIKPEN)
MHOI'OJIO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 10 mg/no3a KwikPen HHXEKI[MOHEH pa3TBOP B IPEABAPUTEIIHO HAIThJIHEHA IMHCAJIKa

THUP3CIIATU]

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska noza ceabpka 10 mg tupszenatun B 0,6 ml paztBop. Besika MHOro1030Ba npeiBapuTeIIHO
HaIbJIHEHA MUcanika chbabpika 40 mg Tupsenarun B 2,4 ml (16,7 mg/ml) pasteop

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomomnrau Bemectea: E339, E1519, rnuuepont, ¢heHo, HATPUEB XJIOPKU, HATPUEB XUAPOKCHI,
KOHIICHTPUPaHa XJIOPOBOJIOPOHA KHCEIMHA, BOJA 33 MHXKEKIIMHU. 3a TOMBIHUTEIHA NH(OpMAITHS,
BIDKTE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

1 mucanka (4 m03m)
3 mucanku (BCsKa MUCANIKa JOCTaBs 4 J031)

Wrmmre He ca BKIIIOYESHU

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKXJIAHE

Benubx ceamuuno
[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
TlonkoXHO MpUIOXKEHUE
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Ort0Oenexere BCsKa MOCTABEHA J03a B Ta6J'II/I]_[aTa mo-aoiay.

Joza 1 JHoza2  [Mo3a3  Jloza4

Hozal [oza?2 Joza 3 Hoza 4

IMTucanka 1
ITucanka 2
ITucanka 3

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIa.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXJIEHUA, AKO E HEOBXOAUMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Crnen mppBata ynoTpeba MoKe /ia ce ChXpaHsABa B XJIAIMIHAK WIH U3BBH XIJIAIMITHUK TPH
temriepatypa o 30 °C o 30 gau. M3xebpiete mucankara 30 1HuU ciien TbpBata ynorpeoa.
a He ce 3ampasspa.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/055 - 1 nucanka
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EU/1/22/1685/056 - 3 nucanku

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Mounjaro 10 mg/noza KwikPen

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN

161



MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA IPEABAPUTEJIHO HAITBJIHEHA MHOI'OJJO30BA ITNCAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Mounjaro 10 mg/no3a KwikPen nmkekunoneH pa3rBop

THUP3CIIATU]
HO,Z[KO)KHO MMPUITIOKCHUC

2. HAYYH HA ITPNJIOKEHHNE

BC,Z[H’B)K CCIMUYHO

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

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPE/IBAPUTEJIHO HAITBJIHEHA ITNCAJIKA (KWIKPEN)
MHOI'OJIO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 12,5 mg/no3za KwikPen uHXeKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HAITbIHEHA ITHUCAIKA

THUP3CIIATU]

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Beska noza ceabpika 12,5 mg tupsenatun B 0,6 ml paztBop. Besika MHOT01030Ba IpeABapUTEIIHO
HaIbJIHEHA MUcanika chbabpika S0 mg tTupsenarun B 2,4 ml (20,8 mg/ml) pasteop

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomomnrau Bemectea: E339, E1519, rnuuepont, ¢heHo, HATPUEB XJIOPKU, HATPUEB XUAPOKCHI,
KOHIICHTPUPaHa XJIOPOBOJIOPOHA KHCEIMHA, BOJA 33 MHXKEKIIMHU. 3a TOMBIHUTEIHA NH(OpMAITHS,
BIDKTE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

1 mucanka (4 m03m)
3 mucanky (BCsKa MUCANIKa JO0CTaBs 4 1031)

Wrmmre He ca BKIIIOYESHU

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKXJIAHE

Benubx ceamuuno
[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
TlonkoXHO MpUIOXKEHUE
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Ort0Oenexere BCsKa MOCTABEHA J03a B Ta6J'II/I]_[aTa mo-aoiay.

Joza 1 JHoza2  [Mo3a3  Jloza4

Hozal [oza?2 Joza 3 Hoza 4

IMTucanka 1
ITucanka 2
ITucanka 3

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIa.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXJIEHUA, AKO E HEOBXOAUMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Jla ce chxpaHsiBa B XJIAIMITHUK.

Crnen mppBata ynoTpeda Moke 1a ce ChXpaHsABa B XJIAAWIHHUK WU U3BBH XJIAJUITHUK IPH
temriepatypa 1o 30 °C o 30 gau. M3xebpraete mucankara 30 qHU ciien bpBara ynorpeoa.
a He ce 3ampa3sspa.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1685/057 - 1 nucanka
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EU/1/22/1685/058 - 3 ucanku

13. HAPTHUJIEH HOMEP

ITapT. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Mounjaro 12,5 mg/noza KwikPen

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

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHUKAJIEH UIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA IPEABAPUTEJIHO HAITBJIHEHA MHOI'OJJO30BA TN CAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Mounjaro 12,5 mg/no3za KwikPen nmkekunoneH pa3zTBop

THUP3CIIATU]
HO,Z[KO)KHO MMPUITIOKCHUC

2. HAYYH HA ITPNJIOKEHHNE

BC,Z[H’B)K CCIMUYHO

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

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2,4 ml
4 no3n

6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBHIIIHA OITAKOBKA — IIPE/IBAPUTEJIHO HAITBJIHEHA ITNCAJIKA (KWIKPEN)
MHOI'OJIO30BA

1. NME HA JJEKAPCTBEHUA ITPOAYKT

Mounjaro 15 mg/no3a KwikPen nHXeKI[MOHEH pa3TBOP B IPEABAPUTEIIHO HAIThJIHEHA IMHCAJIKa

THUP3CIIATU]

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska noza ceabpka 15 mg tupsenatun B 0,6 ml paztBop. Besika MHOro10308a npeiBapuTeIIHO
HaIbJIHEHA MUcaNKa chabpika 60 mg Tup3enatus B 2,4 ml (25 mg/ml) pa3Teop

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

ITomomnrau Bemectea: E339, E1519, rnuuepont, ¢heHo, HATPUEB XJIOPKU, HATPUEB XUAPOKCHI,
KOHIICHTPUPaHa XJIOPOBOJIOPOHA KHCEIMHA, BOJA 33 MHXKEKIIMHU. 3a TOMBIHUTEIHA NH(OpMAITHS,
BIDKTE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

HWHXXEKIIMOHEH Pa3TBOP

1 mucanka (4 m03m)
3 mucanky (BCsKa MUCANIKa JO0CTaBs 4 1031)
Hrnute He ca BKIIIOUEHU

5. HAYUH HA INTPUJIOKEHUME U ITT(MIIA) HA BBBEKJAHE

Beaubx ceAMUYIHO
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.
TToIKOKHO TIPUITOKEHHE

Or6enexere BCsKa TIOCTaBEHA J103a B TabIUIIATa TIO-TOTTY.

Hoza 1 Hoza 2 Ho3za 3 Hoza 4

Hozal [oza?2 Joza 3 Hoza 4

IMTucanka 1
ITucanka 2
ITucanka 3
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6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYTI'U CHEHNUAJIHM IIPEAYIIPEXXJEHU A, AKO E HEOBXOJUMO

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

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

[la ce cpxpaHsBa B XJIaJUIHUK.

Cren mepBara ynotpeda MoXe Ja ce CbXpaHsiBa B XJIAAWIHUK WIN U3BbH XJIaJWIHUK IIPU
temneparypa nox 30 °C no 30 nuu. M3xBwpnere nucankara 30 AHU cien mbpBarta ynorpeoa.
a ue ce 3ampa3sspa.

10. CIHELOUAJIHU NIPEAITAZHU MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Eli Lilly Nederland B.V.
Orteliuslaan 1000, 3528 BD Utrecht
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/22/1685/059 - 1 nucanka
EU/1/22/1685/060 - 3 nucanku

13. MAPTUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Mounjaro 15 mg/mo3a KwikPen
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‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

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

PC
SN
NN
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

ETUKET HA IPEABAPUTEJIHO HAITBJIHEHA MHOI'OJJO30BA TN CAJIKA
KWIKPEN

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Mounjaro 15 mg/no3za KwikPen nmxekunoneH pa3srBop

THUP3CIIATU]
HO,Z[KO)KHO MMPUITIOKCHUC

2. HAYYH HA ITPNJIOKEHHNE

BC,Z[H’B)K CCIMUYHO

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

T'onen mo:

4. ITAPTUJIEH HOMEP

ITapT. Ne

5. CbABPKAHUE KATO MACA, OBEM WJIN EJJUHUIIN

2,4 ml
4 no3n

6. JPYTO
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Bb. IUCTOBKA
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JlucroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Mounjaro 2,5 mg HHKeKIIMOHEH Pa3TBOP B NPeJIBAPUTEIHO HAITbJIHEHA MHCATKA
Mounjaro S mg nHKeKINOHEeH PAa3TBOP B NMPeIBAPUTEJIHO HAITbJTHEHA MHCATKA
Mounjaro 7,5 mg UH:KeKIIMOHEH Pa3TBOP B NPeJBAPUTEHO HAIIbJIHEHA IHCAJIKA
Mounjaro 10 mg MH:KeKIIOHEeH PAa3TBOP B NIPeBAPHTETHO HATLJIHEHA MHCAIKA
Mounjaro 12,5 mg uH:KeKIMOHEH Pa3TBOP B NMPeABAPHTETHO HATBJIHEHA MHCAJIKA
Mounjaro 15 mg UH:KeKIHOHEH Pa3TBOP B MpeIBAPUTETHO HATbJIHEHA MUCATKA
tup3enaruy (tirzepatide)

WV Tosu JIEKapCTBEH MPOJYKT MOJISKN Ha JOIBIHUTEHO HaOmoqeHrne. ToBa 11ie mo3Boiu 0bp30TOo
yCTaHOBSIBaHE Ha HOBa MH(OpMaIKs OTHOCHO Oe3omacHOCTTa. MoxeTe Ja jaieTe CBOsI IPUHOC KaTo
CHOOLINTE BCSIKA HEXENaHa peakiys, KOSTO CTe MOJTYy4WId. 3a HaUMHA Ha ChOOIIaBaHe Ha HEXXeJaH!
peaxkuy BUKTE Kpasi Ha Touka 4.

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, MPeIM 1A 3aM04YHeTe 12 U3M0J3BaTe TOBA

JIEKAPCTBO, Thil KaTo TA ChAbLP:Ka Ba:xkHa 3a Bac undgopmanus.

- 3amazere Ta3u JUCTOBKA. MOXKe /1a ce HAIOXKH J1a 51 TPOYETETE OTHOBO.

- AKO UMaTe HAKaKBU JOMBJIHUTEIHU BBIIPOCH, MONUTaTe Bammus nekap, MEIUIIMHCKA CECTPa
WM GapMaresT .

- ToBa nekapcTBo € npeanucaHo JudHo Ha Bac. He ro nmpeotrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIy, He3aBUCHMO Y€ TIPU3HAIIMTE Ha TAXHOTO 3a00JsIBaHe ca ChIUTe KaTo Bammure.

- AKO TIONTyunTe HAKAKBU HEXEJIaH! peaklny, yBeJoMeTe Bamms nekap, MeTuIIMHCKA cecTpa
win (hapmaiieBT. ToBa BKIIIOYBA M BCUYKH BH3MOYKHH HEXKEJIAHU PEaKIMU, HEOIMCAHU B Ta3H
nvcToBKa. BukTte Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

Kakso npencrasnsiBa Mounjaro u 3a KakBO C€ M3I10JI3Ba
Kakso Tpsi0Ba na 3Haere, npeau ga usnonssare Mounjaro
Kak na usnonseare Mounjaro

BB3MOXHHU HEXeTaHu peakuu

Kak nma cexpansBare Mounjaro

ChabpikaHue Ha ONTAKOBKATA U JIOMBJIHUTEIHA HHDOpMALIUs

AN e

1. Kakso npencraBisiBa Mounjaro u 3a KakBo ce M3I0JI3Ba

Mounjaro chIbpka aKTUBHO BEIIECTBO, HAPEUECHO THP3EMATH I, U CE M3II03Ba 32 JICUCHNE Ha
BB3pPACTHH, IOHOIIH | JeTia Ha 10 ronuHu 1 oBede Che 3axapeH nuadet tun 2. Mounjaro HamamsBa
HUBOTO Ha KpbBHATA 3aXap B OPraHW3Ma caMo KOTaTO HMBaTa HA KpbBHATA 3aXap ca BUCOKH.
Mounjaro Moske CBIIIO J1a CHOMOTHE 32 IIPEIOTBPATABAaHE HAa ChPACYHN 3200 IsIBAHHS.

Mounjaro ce U3I0JI3Ba U 3a JICUCHHE Ha Bh3PACTHU ChC 3aTIILCTABAHE WM HaqHOPMEHO Terio (¢ UTM
Haii-Manko 27 kg/m?). Mounjaro Biusie BbpXy peryJMPaHETO Ha alleTUTa, KOeTo MOKe 1a Bu moMorue
Jla sIeTe MO-MaJlko XpaHa v J1a HaMalluTe TeJICCHOTO CH TETJIO.

IIpu aumabet Tum 2 Mounjaro ce U3I0I3Ba:

- CaMOCTOSITEITHO, KOTAaTO HE MOXKETE JIa IpreMaTe MeT(OPMUH (JIPyro JISKapCTBO 3a AUA0ET).
- C IpyTH JIeKapcTBa 3a quabdeT, KoraTo T He ca JOCTAThYHH Jla KOHTPOJIUPAT HUBATa Ha
KpbBHATA 3axap. Te3u JpyrH JeKapcTBa MOXKeE Jia ca JIEKapCTBa, IPUEeMaH! Mpe3 ycTaTa u/uiin
WHCYJIMH, TIPUJIaraH 4pe3 MHKEKTHPaHE.

Mounjaro ce u3MoJ3Ba ChII0 3a€IHO C JUeTa U YIPAKHEHHS 32 0TCIa0BaHe U 3a MOIbPXKaHEe HA
TCIJI0TO IO KOHTPOJI ITPU BB3paCTHU, KOUTO NMAT:

- NTM 30 kg/m? nnu noeue (3aTIbCTIBAHE) WU

172



- WUTM naii-mainko 27 kg/m?, Ho mo-manko ot 30 kg/m? (HaZHOPMEHO TEIJIO) U 3APaBOCIOBHH
Mpo0JIeMH, CBBP3aHU C TETIIOTO (KaTo IpeauadeT, muadeT THIT 2, BACOKO KPBBHO HAJIATaHE,
HeoOWYaHN HUBA HA Ma3HUHHU B KPBBTA, POOJIEMH € TUINAHETO MO BpeMe Ha ChH HapeueHU
,,OOCTPYKTHBHA ChHHA amHes, HapyIIeHa chpacuHa QYHKIMS WK aHaMHe3a 32 HH)APKT, HHCYIT WK
npo0JIeMU ¢ KPbBOHOCHHUTE ChJIOBE)

WUTM (uHOexc Ha TenecHa Maca) € Msipka 3a BameTo Teryio cnpsimo BucounHaTa Bu.

[pu nanmentu ¢ odcTpykTrBHa chHHA anHest (OCA) 1 3aTibeTsiBaHe Mounjaro Moske Jia ce U3M03Ba
ChbC WK 0e3 Tepamnus ¢ MOJOKUTEIHO HAJISTaHEe B JUXATEIHUTE IBTUILA.

BaxxHo e ga npoabipKuTe 12 CIeaBaTe ChbBETUTE 3a JUETa U YIIpaKHEHUs, fafeHu Bu ot Bamms
JieKap, MEAULIMHCKA CecTpa Win GapMaresT.

2. KakBo TpadBa na 3Haete, npeau Aa udnouassare Mounjaro

He uznoassaiite Mounjaro
- aKo CTe aJleprUYHU KbM THP3EMaTH/I WM KbM HSIKOS OT OCTaHAIHNTE ChCTaBKH Ha TOBA
neKapcTBo (M30poeHH B TOUKa 6).

IpenynpexaeHus U NpeINasHu MEPKH
T'oBopete ¢ Bamus nekap, MeIUIIMHCKA cecTpa MK (hapMareBT, IpeIn J1a U3nons3eare Mounjaro ako:
- WMare TeXKHU NMPOOJIEMH C XpaHOCMIJIAHETO WIIM OCTaBaHEe Ha XpaHa B cTOMaxa Bu mo-amiro ot
HOPMAJTHO (BKJIFOUMTEITHO TEXKKa ractporapesa).
- HSKOTa CTe MMAaJIM MTaHKpeaTuT (Bh3MaJICHUE Ha MaHKpeaca, KOeTO MOJKE J1a IPUYMHHU CHUITHA
0oJKa B cToMaxa M rpp0a, KOSITO He OTMHUHABA).
- #\Mare IpobIeM ¢ OUuTe.
- HM3MO0a3BaTe CYN(POHUWIYPEHHO MPOU3BOIHO (JIPYTO JICKAPCTBO 33 JUA0ET) UM UHCYJIUH 3a
Bamus quaber, Thit KaTo MOXe J]a HACTBIM ChCTOSIHUE, IPH KOETO KPhBHA 3axXap € MHOTO
HUCKa (XHUnormkemusi). Moxe Jia ce HaJoKu BaimsT jgekap J1a mpoMeHH J03aTa Ha Te3u IPyTu
JIeKapCcTBa, 3a J]a HaMaJli TO3U PHCK.

Koraro 3anouBate nedenne ¢ Mounjaro, B HIKOHM CIIy4al MOXKE Jja HACTHIH 3ary0a Ha TEYHOCTH OT
OopraHu3Ma/iexuapaTanus, Harp. B CJICACTBUE HA MOBPBILAHE, TafcHEe W/ WK JUApUsl, KOETO MOXKeE Ja
JoBeZie 0 HaMansiBaHe Ha ObOpeuHata yHKus. BaxkHo e na n3bernere nexuaparanusara, KaTo mieTe
MHOTO TedHOCTH. CBBpKeTe ce ¢ Bammms nexap, ako nMaTe BBIIPOCH MIIH PUTECHEHHUS.

Ako 3HaeTe, ye Bu npencTou oneparius, mpu KOSTO Iie ObJIETe MO aHecTe3usl (B CISIIO ChCTOSHUE),
TpsiOBa 1a Kakere Ha Bamms nekap, 4e n3mon3Bate Mounjaro.

Jlena v roHOIIM

Tosa JICKaApCTBO MOXKEC 1a CC U3MO0JI3BA IIpU JI€1ia Ha 10 T'OAWHU U I1IOBCYEC 3a JICUCHHUEC Ha I[I/Ia6eT THI 2.
IIpoyuBaHO € camo TIpH zetia ¢ AradeT THI 2, KOUTO UMAT HaJHOPMEHO TETJIO WM 3aTIECTIBAHE ITPH
3al104YBaHEC Ha JICUCHUCTO.

Toga ylekapcTBO He TpsIOBa 1a ce maBa Ha aena noj 10-roauirHa Bs3pacT, IGKYBaHH 3a THa0eT THI 2,
U Jiela ¥ FOHOIIM 1101 18 roJIMHu 3a HaMallsiBaHe Ha TErJIoTO, ThH KaTo He € MPOYYBaHO B TE3U
BB3PACTOBH TPYTIH.

Jpyru gexapcrBa 1 Mounjaro
Tps6Ba ga kaxxere Ha Bamus nexap MeIUIIMHCKA cecTpa WK (apMaleBT, aKo H3I0JI3BaTe, HACKOPO
CT€ M3MOJI3BAIN WU € Bb3MOXKHO J]a U3I0JI3BaTe APYTH JIEKapCTBa.

Bbpemennoct

Axko cTe OpeMeHHa, cMATaTe, Y& MOXKe Jia cTe OpeMeHHa HITH IJIaHUpaTe OPEMEHHOCT, TOChBETBANTE
ce ¢ Bamms nekap npeau ynorpebara Ha ToBa JiekapcTBo. ToBa JIeKapCTBO He TPsOBa J1a ce M3IO0JI3Ba
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I0 BpeMe Ha OPEeMEHHOCT, Thid KaTo e(heKTHTE Ha TOBA JICKAPCTBO BHPXY BCE OIE HEPOACHOTO B
JieTe He ca m3BecTHU. [lopaau ToBa ce mpernopbuBa Ja MpujIarate KOHTPAIEITs, T0KaTo U3IT0JI3BATe
TOBA JICKAPCTBO.

Kbpmene

Tupsenarua npeMrHaBa B KbpMaTa B MHOTO MaJIKH KOJIMYECTBA U HE CE€ OYaKBa Ja IPEMHHE B
KbpMadyeTo. AKO KbpMUTE WK Bb3HAMEPSBATE J1a KbpMUTE, ToBopeTe ¢ Bamus nekap, nmpenu aa
M3II0JI3BATE WIIH J]a IPOIBIDKHUTE Ja U3I0JI3BATE TOBA JIEKAPCTBO.

Hlo¢pupane u padoTa ¢ MAILIMHA

Mauiko BepOsITHO € TOBa JIEKapcTBO Jia MOBJHsie criocodHocTTa Bu 3a modupane u pabora ¢ MaliuHu.
Brnpeku ToBa, ako u3nosizBare Mounjaro B KOMOMHAITUS ChC CYI(MOHUIYPEHHO MPOU3BOICTBO HITH
WHCYJIMH, TOBa MOKE Ja JOBEJE 10 CCTOSHUE, IPH KOETO KPbBHATA 3aXap € MHOTO HHCKA
(XMnorauKemMHus), KOETO MOKE J1a HaMaliu criocoOHoctTa Bu 3a konnentpanus. U30sraiite
nropupane win padoTa ¢ MalIMHK, aKO MOJYYHTE MPU3HAIM Ha HUCKA KPhBHA 3axap, HaIp.
rinaBo0ome, CHHIMBOCT, CIa00CT, 3aMasHOCT, YyYBCTBO Ha TJIaJ, 00bPKaHOCT, pa3Apa3sHUTEITHOCT,
YCKOpEH IyJIC U U3MOoTsABaHe (BIKTe Touka 4). Bmkre Touka 2 “IlpemynpexneHus u mpennasHu
MepKH” 3a HH(POPMAIIKs OTHOCHO MOBHIIIEH PHCK OT HUCKA KpbBHA 3axap. ['oBopere ¢ Bammst nekap,
3a Jia MOJYYHTE JIOMBJIHUTETHA HHQOpMAIIHS.

Mounjaro cbabp:Ka HATPUil
ToBa jekapcTBO ChABPKA MO-Mayko OT 1 mmol Hatpuit (23 mg) Ha 1033, T.€ MOXKeE JIa Ce KakKe, ue
MPAKTHYECKH HE ChABPIKA HATPHI.

3. Kak na nznoassare Mounjaro

Bunaru m3non3BaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap mimm ¢papmanieBT. AKO
HE CTE CUTYPHU B Helllo, nonuTaiite Bamus jiekap wiu papmMaresT.

KakBo kojin4ecTBO Aa H3M0J13BaTE

Bn3pacTtHn
e Havanmnara no3a e 2,5 mg BeIHBK CEIMUYHO B IIPOIBIDKEHUE HA YSTUPH CEIMMIIH.
Crnen yetnpu ceqmunm BammmsT nekap e yBennyu no3ata Bu 10 5 mg BeIHBX) CEIMUTHO.
e BammsT nexap Moke Aa moBwIy go3ata Bu Ha cTenku o 2,5 mg 10 7,5 mg, 10 mg, 12,5 mg
wim 15 mg BeIHBXK CEIMUYHO, aKO € Heo0X0oanuMo. BB Bcuuku citydan Barmwmsr nekap 1ie Bu
Ka)Ke J1a OCTaHETE Ha OIPE/IeNICHA J103a TIOHE 4 CeIMUITH, MPEIN Ja MPEMUHETE KbM I0-BHCOKA
JI03a.

IOnomm n nena Ha Bb3pact ot 10 10 mox 18 roqunm, JekyBanu 3a 1uadeT THI 2
e Havamnata n03a € 2,5 mg BeqHBK CEIMUYHO B IPOIBIDKEHIE HA YeTUpU ceamuitu. Cries
YETHPH CEIMUIN BamusT nekap mie yBenuyu 103aTta 10 5 mg BEAHBK CEIMUTHO.
e BammwmsaT nekap Moxe Jja YBEJIMYH J103aTa Ha CTHIKYU 1O 2,5 mg 10 JocTUraHe Ha 7,5 mg u
10 mg BemHBXK CEAMHYHO, aKo € HeoOoxoaumo. Ilpu Bcruku cirydan Bammsr nekap me Bu kaxe
Jla OCTaHEeTe Ha OMpe/IeNICHa 1032 TIOHE 4 CeIMUIY, MPEIU 1a MPEMHUHETE KbM IT0-BUCOKA J103a.

He nmpomenstiite no3arta cu, ocBeH ako Bamusr nekap He Bu e kazain.
Bcesika ncanka cbabppka enHa 1o3a Mounjaro 2,5 mg, 5 mg, 7,5 mg, 10 mg, 12,5 mg wim 15 mg.

Kora na npunoxure Mounjaro

Mosxete na u3non3sare Bamara nucanka mo BCSKO BpeMe Ha JeHs, ChC Win 0e3 xpaHa. TpsoBa na s
U3II0JI3BATE B €IMH U CBIIHU JICH BCSIKa CeIMMIIA, ako Bu e Bp3MokHO. 3a 1a Bu e mo-yiecHo na
3aIIOMHUTE KOTa Ja M3Moi3Bare Mounjaro, MoXke Jja OTO@NEXHUTE AeHs OT CEAMUIIATa, KOraTo
WH)KEKTUpaTe IbpBaTa CH 7032 BbPXY KyTHATA, B KOSTO ce 1ocTaBs Bamara nucanka, uiy na ro
oTOenexuTe B KaleHaapa.
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AKO € He0OXO0IMMO, MOKETE ChHIIO J1a POMEHUTE JCHS OT CSIMUIIATA, B KOMTO CH TIOCTaBsITE
WHXeKIs Mounjaro, cTura Jia ca U3MUHAIIM TIOHe 3 JIHU OT ToclieHaTa TakaBa. Cies kato u3bepere
HOB JICH 32 MpUJIarane, MpoabJLKETE C MPUI0KEHUETO BEAHBXK CEAMUYHO B TO3U HOB JICH.

Kak n1a nn:kektupate Mounjaro

Mounjaro ce HHXXEKTHpa 1Mo/ Koxkarta (TI0K0KHA HHXKEKITUS) B 00J1aCTTa Ha KOpeMa, Haii-Majko Ha 5
cm OT IThIIa WJIM B TOPHATA YacT Ha Kpaka (0eIpoTo) WM 3aIHaTa CTpaHa Ha TOpHATa YacT Ha phKara.
Hsixoit npyr TpsibBa ma Bu momorHe, ako jkellaeTe /1a MOCTaBUTE MHKEKITUATA B 3aJHaTa CTpaHa Ha
rOpHAaTa 4acT Ha pbKaTa CH.

Axo HCKAaTC, MOXXEC J1a U3I10JI3BaTC €aAHa U ChIla 00J1aCT OT TSJIOTO CH BCSIKA ceamuriata. Ho ce
YBepHBaﬁTe, qc I/I36I/IpaTe Pa3INYIHO MACTO 3a UHIKCKTHPAHC B PAMKUTC HA Ta3U o0mact. AKo
HWHXXCKTHUPATC U UHCYJINH, H36epeTe APYTO MACTO 3a MHXXCKTUPAHCTO MY.

[IpoueTere BHUMATEIHO ,, YKa3aHUs 3a YIIOTpeOa™ Ha MUcaiKaTa, Ipeay J1a u3noia3sare Mounjaro.
Ako cte on 18-roaumiHa Be3pacT, nHxeknuara Mounjaro moxke 1a Bu Ob7ie mocTaBeHa ot jwiie,
KOETO Ce IPrKu 3a Bac, nim MoxxeTe caMu Jia CU 51 HHXKEKTUpAaTe, ako Barust jgekap npereHy, ue e
IO X OJISIIIIO.

H3cnenBane Ha HUBaTAa HA KPbBHATA 3axap

Axo u3nonsBate Mounjaro ¢bc Cys(OHIITYPEHHO IPOU3BOIHO MM HHCYJIMH, BXKHO € Ja U3MepBaTe
HHUBATa Ha KPbBHATA CH 3axap CIIOpe] yKa3aHusATa Ha Bamus jgexap, MeAMIIMHCKA CecTpa U
(hapmareBT (BHKTE TOUKA 2, ,,[IpeaynpexxneHns u npeamna3sau MEpKu').

AKO cTe H310J13BAJIN IIOBeYe 0T HeoOXxonuMaTa 103a Mounjaro

AKO cTe M3M0JI3BajIM [ToBeYe 0T HeoOxoaumMaTa 1o3a Mounjaro, ropopere He3abaBHO ¢ Bamus nexap.
[IpeBuiraBaneTo Ha 103aTa Ha TOBA JIGKAPCTBO MOYKE Jja JOBEE A0 HUCKO HUBO Ha KpbBHaTa Bu 3axap
(XUmorianKemMus) 1 MOXe J1a MpeAn3BUKa TaJIeHe WK MOBPBIIIAHE.

AKO cTe MPONMyCHAJIM 1a u3noJj3Bate Mounjaro
AKO cTe MpOoIyCHaU ]a UHXXEKTUpaTe 7032 1
e ca MUHAIU 4 THU WM MO-MAJIKO, OTKaKTO € TpssOBajo aa ninonsBare Mounjaro, M3Mmoi3BanTe
ro BexHara moM ce cetute. Ciell ToBa MH)XEKTUPANTE ClieABalaTa C1 1032 KaKTO OOMKHOBEHO
B IUIAHUPAHHUS JIEH.
® aKO ca MHHAJIM MOBeyYe oT 4 THH, OTKAKTO € TPAOBaIO 1a u3noi3Bare Mounjaro, He TOCTaBSIATE
nponycHaraTa A03a. MHkeKkTupaiTe cieapanara CH 1032 KaKTO OOMKHOBEHO B ILTAHUPAHUS
JICH.

He nocragsiite nBoiiHa /1034, 3a J1Ja KOMIIEHCHUpaTE MPoITyCcHATaTa /103a. MUHUMAJIHOTO BpeMe MEXTY
JIBE JIO3U TPpsIOBa J1a ObJie MOHE 3 THU.

AKo cTe cripesnu ynotpe6ara Ha Mounjaro
He cniupaiite na usnonssate Mounjaro, 6e3 fa roBopute ¢ Barus nekap. Ako cripete aa U3on3Bare

Mounjaro 1 UMatTe I[I/Ia6€T THII 2, HHUBATa HAa KpbBHATa Bu 3axap MOXKE [Ja CC MoBUIIAaT.

AKO UMaTe HIKaKBU JOITBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKapCTBO, IOMHUTANTE
Bammus nekap, MenuIuHCKa cecTpa Wi hapMaresT.

4. Bb3MOKHH HeKeJTaHU p€aKkuumn

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAHU pE€aKIIuH, BBIIPEKU Y€ HE
BCCKM I' I1OJTy4aBa.
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Cepn03lm HEKCJIaHU peaKIuu

Heuecmu (morat na 3acersat o 1 Ha 100 mymm)

- Bwo3nanenue Ha maHkpeaca (OCTbp MAHKPEATUT), KOWTO MOXKE 1a IPUYMHH CHIIHA OOJIKa B
cToMaxa M I'bp0a, KOSITO He OTMHUHABa. TpsOBa He3a0aBHO J1a c€ KOHCYJITHUPATE C JICKap aKo
MOJTyYUTE TAKHUBA CHUMIITOMH.

Peoku (morat na 3acernat a0 1 Ha 1 000 gymm)

- Texku alepruuHM peakiuy (Harp. aHaQHUIAKTHYHA Peakius, aHruoeaeM). TpssoBa HezabaBHO
JIa TOThPCUTE MEANIIMHCKA TOMOIII 1 1a mHpopmupate Bamms nekap, ako mosyduTe
CHUMIITOMH KaTo MPOOJIEMH C TUILAHETO, ObP30 MOAYBaHE Ha YCTHHUTE, €3UKa W/HIIH I'bPIIOTO
CBC 3aTPYTHEHO MPEMIBIIAHE U YCKOPEH IyJIC.

Jpyru HexeJaHU peaKnMn

Mmnozo ywecmu (Morat na 3acerHat nosede oT 1 Ha 10 gymm)

- T'apnene

- Juapus

- Kopemna 6oska, cro0liaBaHa mpu MalMeHTH, JICKYBaHH 32 KOHTPOJI Ha TETJIOTO, TPU HMAaIlMeHTH
¢ 1MabeT TUI 2 ChC ChPACUYHOCHI0BO 3a00IsIBAHE U MPH FOHOIIY U JCIIa, JICKYBaHH 3a TuadeT
™I 2

- IloBpbmiane, choOIIaBaHO MTPH MAIIUEHTH, JIEKYBAHU 32 KOHTPOJ Ha TETJIOTO, TIPY MAIIMEHTH C
JmadeT THUIT 2 ChC ChPACYHOCHI0BO 3a00JIIBaHE U MPH FOHOIIM U JIeNa, JICKYBAaHH 3a TUA0CT THIT
2

- 3amnek, cr00IIaBaH MPH MAIUEHTH, JIKYBaHHU 32 KOHTPOJ Ha TETJIOTO U MPHU MAIMEeHTH ¢ quadeT
THUI 2 ChC ChPJICYHOCHIOBO 3200 IsIBaHE

- Hamaseno 4yBCTBO Ha riiaj (HaMaJICH aneTHT), ChOOIIaBaHO MPH MALUEHTH C AUA0CT TUI 2 ChC
CHPJEYHOCHIOBH 3a00JIIBAHUS

- UyBcTBO Ha yMOpa, ChOOIaBaHO MIPH MAIIMEHTH C TUA0eT THII 2 ChC ChPACYHOCHIOBU
3a00JIBaHUs

Te3u HEXKEMaHN peakn OOMKHOBEHO HE ca TeXXKH. | afieHe, Auapus v MoBphIaHe ca Hal-uecTH Mpu
I'BPBOTO 3all0YBAHE HA TUP3ETMATH], HO HAMAISIBAT C BPEMETO IIPH IMOBEUYETO MAIUEHTH.

- Huckara kpbBHa 3axap (XUITOTIIMKEMHS) € MHOTO YecTa, KOraTO THP3EMAaTH]l Ce U3MO3Ba ¢
JICKapCTBa, KOUTO ChIBPKAT CYI(OHUITYPSHHO POU3BOIHO W/WIM UHCYJIUH. AKO H3M0JI3BaTEe
cyn(OHWITYpEHHO IPOU3BOIHO MM MHCYJIMH 3a TUA0ET THII 2, MOXKE Ja C€ HAJIOKU J103aTa UM
na Obe HamMaleHa, IOKaTo M3MOI3BaTe THP3enaTH . (BIKTe Touka 2 , I Ipexynpexaenus u
npeana3au Mepku‘‘). CHMIITOMUTE Ha HACKA KPhBHA 3aXap MOXKE JIa BKIIIOYBAT TIIaBOOOIHE,
CBHJIMBOCT, cl1ab0CT, 3aMasiHOCT, YyBCTBO Ha TJiajl, 00bPKaHOCT, pa3Apa3HUTEIHOCT, YCKOPEH
IyJIC ¥ U3NOTsIBaHe. Bamusr sekap TpsOBa ia Bu kaxe kak ja iekyBaTe HUCKHTE HUBA Ha
KpbBHA 3aXap.

Yecmu (Morart na 3acernar o 1 Ha 10 qymim)

- Hwucka kpbBHa 3axap (XUIOTIMKEMHS ), KOTaTO THP3CTATHI 32 JICUCHHE Ha quabeT THII 2 ce
W3M0J13Ba €THOBPEMEHHO ¢ MET(HOPMHUH U HHXHOUTOP Ha HATPHEBO-TIIIOKO3HUSI KO-
TpaHcnoptep 2 (Apyro JeKapcTBo 3a 1uaber).

- Hucka kppBHa 3axap (XHITOTIMKEMHES), KOTaTO TUP3ETATHA CE U3IT0JI3Ba CAMOCTOSITEITHO C
MeT(hOPMHUH MPH FOHOIIH U Aela ¢ 11abeT TUI 2

- AnepruyHa peakuus (CBPbX4yBCTBUTEIHOCT) (Hamp. OOpUB, CHPOEXK U eK3eMa)

- 3amasHOCT, chOOIIaBaHa MPY MAIMEHTH, JIEKyBaHH 3a PeryJIMpaHe Ha TErJI0OTO

- Hwucko xpbBHO Hamnsrane, choOIIaBaHO NIPH MAIMEHTH, JIEKYBaHU 3a PETyJMpaHe Ha TETJIOTO

- Hamaneno uyBcTBO Ha ri1aj (HaMasieH areTuT), CboOIIaBaH MPpH MallMEeHTH, JIEKyBaHH 3a JualeT
THII 2

- Kopemnua 6oiika, cho0liaBaHa mpyu Bb3pacTHU MAI[MEHTH, JICKyBaHH 3a qua0eT THIT 2

- IloBpsimane, cho0IaBaHO TPY BH3PACTHU MAIIUEHTH, JEKyBaHM 3a AUA0ET TUI 2 — TOBA
0OMKHOBEHO HamaJjsiBa C BPEMETO

- Jlomo xpanocMuiane (AUCHETICHS)
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- 3arek, cr00IIaBaH MPH MAIMECHTH, JICKyBaHU 3a JuabeT TUI 2

- IlogyBaHe Ha cToMaxa

- Opurasne (epyKTarnms)

- Ta3oBe (MeTeopu3BM)

- Peduykc win cToMaliHu KUCEIMHYU (Hapu4yaHo olie ractpoe3odareanta pedaykcHa 00JecT -
I'EPB) — 3abonsBane, Ipu KOSTO CTOMAITHA KUCEIMHA CE BPBINA OT CTOMaxa KbM
XpaHOIPOBOAA.

- Koconan, cro01maBan npy maiuenTy, JeKyBaHH 3a PEryJIMpaHe Ha TEerJIOTO

- UyBcTBO Ha yMOpa, ChOOIIABAHO MPH MAIMEHTH, JIEKYBAHH 3a T1a0eT THI 2 U peryIupaHe Ha

TETJI0TO

- Peakmuu Ha MACTOTO Ha MHXXEKTUpPaHE (HAIp. ChpOEK WM 3a4epPBSIBaHE)

- YCcKopeH myJc

- IloBunieHr HUBa Ha TAHKPEATUYHHUTE SH3UMHU (KATO JIUIa3a U aMuiia3a) B KPbBTA.

- IloBumieHr HUBa Ha KAJIIUTOHWH B KPHBTA MIPH MMAIUEHTH, JIEKYBaHHU 32 KOHTPOJ Ha TETIOTO

Heuecmu (morart na 3acernar 1o 1 va 100 gymrm)

- Hucka kpbBHa 3axap (XHIIOTIMKEMHUS ), KOTaTO TUP3EMATH CE U3IT0JI3Ba C METQPOPMHH 32
JieYeHUE Ha JualdeT THIT 2 IPHU Bb3PACTHH MAI[UCHTH.

- KambHE B kIBUKaTa

- Bo3nanenue Ha KIBYHUS MEXYP

- HamansBane Ha TerioTo, ChOOIMABaHO MPH MAITUSHTH, JIEKYBaHU 32 TUA0eT THIT 2

- boska Ha MSICTOTO Ha UHXKEKTUPAHE

- lloBumieHr HUBa Ha KaJIIIMTOHHWH B KPHBTA IIPH Bb3PACTHU MAIMEHTH, JIEKYBaHH 3a qUabeT THIT
2 i 3a OCA cbC 3aTIIBCTIBaHE

- IIpomMeneHo ycemiane 3a BKyC

- IlpoMsHa B 4yBCTBUTEIIHOCTTA Ha KOXKaTa

- 3abaBsiHE Ha M3MPA3BAaHETO HA CTOMAaXa

Cho0maBaHe Ha HesKeJIAHM PeaKInu

AKO TIONTyYHlTe HIKaKBU HEXEJaHH JICKApCTBEHU peakiyy, yBeaomeTe Bamus nekap, MeAUIIMHCKA
cectpa win ¢papmaneBT. ToBa BKIIOUBA BCHUKH Bb3MOKHH HEOITMCAHU B Ta3U JIUCTOBKA HEXEJTaH!
peakiy. MoxkeTe ChII0 Ja ChOOIINTE HEeXKENaHH PEaKIMU JTUPEKTHO upe3 MorkeTe ChIno aa
ChOOIINTE HEXKENAHH PEaKIUU JUPEKTHO Ype3 HALMOHAIHATA CHCTEMa 32 ChOOIIaBaHe, IIOCOYCHA B
[punoxenue V. Karo crobmaBare HexkenaHU PeakLul, MOXKETe J1a 1aJeTe CBOS IPUHOC 32
HOJTyYaBaHe Ha MOBeYEe MHPOPMAIH OTHOCHO 0€301acHOCTTa HA TOBA JICKAPCTBO.

5. Kak na cexpansibate Mounjaro

[la ce cpxpaHsBa Ha MSCTO, HEJJOCTBITHO 32 JICLa.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEISI3aH BEPXY €THKETa Ha MHcalKkara 1
KapTOHEHaTa OTMaKoBKa cien ,,I'oxgen 10:“. CpoKbT Ha TOAHOCT OTTOBaps HA TOCIETHUS JIEH OT
MOCOYEHUS MECEIL.

a ce cexpanssa B xnmagmwiauK (2 °C — 8 °C). a ve ce 3ampassisa. HE U3IIOJI3BAUTE
[MNCAJIKATA, axo e Ouna 3ampa3siBaHa.

Mounjaro Moke /1a ce ChbXpaHsBa U3BBH XJIAAWIHUKA Ipu Temneparypa noxa 30 °C mo 21
MOCJIeIOBATEITHY JIHH, CJIe]l KOSTO MHcaKaTa TpsiOBa J1a ce U3XBhPIIH.

C’LXpaHﬂBaﬁTe B OpUIr'MHAJIHATAa OIMAKOBKA, 3a /1a CC MpCAIa3nu OT CBCTIMUHA.

He mu3mon3BaiiTe ToBa JICKapCTBO, aKO 336ene>i<1/ITe, YcC nmucajikarta € noBpe€acHa Ujin JICKapCTBOTO €
MBTHO, C IIPOMCHCH LIBAT WU CbAbPiKAa BUAUMHU YaCTHUIU.
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He uzxBbprstiite nekapcTBaTa B KaHATU3AIMATA WIM B KOHTEHHEpA 3a TOMAITHHI OTIIaIbITH.
ITormuatiTe Bamus dhapmarieBT Kak J1a U3XBBPIISITE JIEKapCTBATa, KOUTO BeUue He m3mo3Bare. Te3un
MEpPKH 1IIe CIIOMOTHAT 3a Ola3BaHe Ha OKOJHATa cpeaa.

6. Cun)pma}me Ha OnmaKoBKaTa U J0NIbJHUTEC/IHA I/lll(l)OpMalII/lH

Kakso cbabp:xa Mounjaro

AKTHUBHO BEUIECTBO: TUP3EHATH]]

- Mounjaro 2,5 mg: Bcsika mpeiBapUTEIHO HAITBIHEHA IHCATIKA ChIbpKa 2,5 mg TUpP3ENaTHI B
0,5 ml paztBop (5 mg/ml)

- Mounjaro 5 mg: Bcsika peiBapUTEIIHO HAIThJIHEHA MMHCAJKa ChIbpka 5 mg tup3enaru B 0,5 ml
pastBop (10 mg/ml)

- Mounjaro 7,5 mg: Bcsika mpeBapuTEIHO HAITBIHEHA IHCATIKA ChIbpXkKa 7,5 mg TUp3ENaTH B
0,5 ml paztBop (15 mg/ml)

- Mounjaro 10 mg: Beska npeiBapuTeIHO HAITbIHEHA MUcalIKa Chabpika 10 mg tupsenarus B 0,5 ml
pastBop (20 mg/ml)

- Mounjaro 12,5 mg: Besika ipeABapUTEITHO HAIMBIHEHA MICANIKA ChIbpKa 12,5 mg Tup3enatus B
0,5 ml paztBop (25 mg/ml)

- Mounjaro 15 mg: Beska nipenBapuTeTHO HAITBTHEHA MTUCANIKA ChIbpka 15 mg tupsemaruy B 0,5 ml
pastBop (30 mg/ml)

Hpyrute cbeTaBku ca nuHatpueB xuaporerdocdar xenraxuapat (E339), narpues xiopua, HaTpueB
XUAPOKcH (3a TOmbIHUTETHA HH(OPMAITHS, BIDKTE TOUKa 2 ,,Mounjaro chIbpika HATpUi*);
KOHLIEHTPUPAaHa XJIOPOBOIOPOJHAXJIOPOBOAOPOIHA KUCEINHA U BOJA 32 UHKCKIIHH.

Kaxk u3rie:xxaa Mounjaro u KakBo ChAbp:Ka ONAKOBKATa

Mounjaro € GUCTBp, OE3IBETEH 0 OJIEAOKBIAT HHXKEKIIMOHEH Pa3TBOP B MIPEIBAPUTEIHO HAITBITHEHA
MHCaJKa.

HpCZ[BapI/ITCJ'IHO HaITbJIHCHATA MHCAJIKa UMa CKpHUTA UIJld, KOATO aBTOMATUYHO BJIM3a B KOKaTa IMMpU
HaTHCKaHe Ha OyTOHA 32 HH)KEKTHPAHE.

Urnara me ce mpubepe B IpeBAPUTEIIHO HAITBIHEHATA MHCANIKA, KOTAaTO MHKEKIUATA TIPHKITIOYH.
Bcesika npeaBapuTeHO HambJIHEHa mucaika chabpxa 0,5 ml pa3Tsop.

[IpenBapuTenHo HabIHEHATA MTUCAJIKA € CaMO 3a SAHOKpaTHa yrmoTpeoda.

OrmakoBKH 10 2 MIPEABAPUTETHO HAITBJIHEHH MMUCAJIKH, 4 IPEABAPUTEITHO HAITBJIHEHH MTUCAIKH HITH
TPYHOBH OMAaKOBKH 10 12 (3 omakoBKu 10 4) mpeABapUTETHO HATBIIHEHH IMHACAIKH.

He Bcuuku BUOBE OMaKoBKH Morat Aa ObAaT HaJMYHH BbB Bamara ctpana.

IIpuTtexaTes Ha pa3pelIeHNETO 32 yIOTPeda
Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD Utrecht, Huaepnanaus.

IIponsBoauTen
Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), Utanus
Lilly France, 2, rue du Colonel Lilly, 67640 Fegersheim, ®panrus

3a gombIHKUTENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
TIPEJICTABUTEI Ha MIPUTEKATEIIS Ha pa3pelIeHHeTo 3a ynorpeoda:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tel/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
bbarapus Luxembourg/Luxemburg
TII "Enn JIunn Henepnann" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
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Ten. + 359 2 491 41 40

Ceska republika
ELILILLY CR, s.r.o.
Tel: + 420234 664 111

Danmark
Eli Lilly Danmark A/S
TIf: +45 45 26 60 00

Deutschland
Lilly Deutschland GmbH
Tel. +49-(0) 6172 273 2222

Eesti
Eli Lilly Nederland B.V.
Tel: +372 6 817 280

E))rGoa
OAPMAZEPB-AIAAY A.E.B.E.
TnA: +30 210 629 4600

Espaiia
Lilly S.A.
Tel: +34-91 663 50 00

France
Lilly France
Tél: +33-(0) 1 5549 34 34

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

Tél/Tel: +32-(0)2 548 84 84

Magyarorszag
Lilly Hungaria Kft.
Tel: +36 1328 5100

Malta
Charles de Giorgio Ltd.
Tel: + 356 25600 500

Nederland
Eli Lilly Nederland B.V.
Tel: +31-(0) 30 60 25 800

Norge
Eli Lilly Norge A.S.
TIf: +47 22 88 18 00

Osterreich
Eli Lilly Ges.m.b.H.
Tel: +43-(0) 1 20609 1270

Polska
Eli Lilly Polska Sp. z o.0.
Tel: +48 22 440 33 00

Portugal
Lilly Portugal Produtos Farmacéuticos, Lda
Tel: +351-21-4126600

Roménia
Eli Lilly Romania 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[ara Ha MOCJICAHO MpepasrjacKaaHe Ha JTJUCTOBKaTa
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JApyru u3rouHunm Ha uHopMauus

[Honpo6na nnpopmanys 3a TOBa JEKapCcTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBponeiickara areHuus
10 JIeKapcTBaTa https://www.ema.europa.eu
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Yka3anus 3a ynorpeda

Mounjaro 2,5 mg HH/KeKIIMOHEH Pa3TBOP B NPeABAPUTEIHO HAIIbJIHEHA MHCAJIKA
Mounjaro 5 mg nHkKeKIMOHEH Pa3TBOP B NPeABAPHTE/HO HAITbJIHEHA MHCATKA
Mounjaro 7,5 mg nHKeKIIMOHeH Pa3TBOP B NPeBAPUTEIHO HAITbJIHEHA MHCATKA
Mounjaro 10 mg MH:KeKIIOHEeH PAa3TBOP B NIPeIBAPHTEIHO HATLJIHEHA MHCAJIKA
Mounjaro 12,5 mg uH:KeKIMOHEeH Pa3TBOP B NpeABapUTEIHO HATBJIHEHA MHCAJIKA
Mounjaro 15 mg MH:KeKIIOHEeH Pa3TBOP B NIPeBAPHTETHO HATLJIHEHA HCAIKA
TUp3ENaTU]

Baxna undopmanusi, KosiTo TpsiGBa /1a 3HaeTe, Mpean JAa HHKeKTHpaTe Mounjaro

IIpoyeTeTe Te3n yka3aHMsA 3a ynorpeda u JINCTOBKATa, peau Aa u3noassare Mounjaro,
Bamara npeaBapuTeIHO HANTBJHEHA NUCAJIKA, M BCEKH ITBT, KOraTo MOJIy4YaBaTe HOBA MHCAJIKA.
Moxe na nma HoBa nHGopManus. Ta3u uHGopManys He 3aMeHs] He0OOXOIUMOCTTa OT Pa3roBop ¢
Bamus nekap, MenuuHcKa cectpa 1w papmaneBT OTHOCHO Barmero 3a0onsBane uiv JeyeHue.

T'oBopere ¢ Bamus jiekap, MeauIiMHCKa cecTpa Win GapMaleBT Kak Ja nHxKeKTHpaTe Mounjaro
MIPaBUIIHO.

Mounjaro e eaH01030Ba IPEIBAPUTEIIHO HAITBIHEHA MTUCAJIKA.

[Mucankata nMa CKpHUTa UIJIa, KOSTO aBTOMATUYHO BJIM3a B KOXkaTa Bu npu HaTHCcKaHe Ha
OyToHa 3a nmkekTupaHe. Mrnara mie ce npubepe B MUcanKaTa, KOraTo HHXEKIUATA TPUKITFOUH.
Mounjaro ce U3M0513Ba €JHOKPATHO BCSIKA CEAMHUIIA.

HuxexkTupaite caMo MOJKOXKHO.

Bue camu uinm ¢ momoniTa Ha APyr YOBEK MOXKeE Jla CM MHXKEKTHUPATE JIEKapCTBOTO B 00JacTTa Ha
cTomaxa (Kopema), ropHaTta JacT Ha Kpaka (0epoTo) Wi ropHaTa 4yacT Ha phKaTa.

[Ie mmaTe Hy»/1a OT Yy»/1a TIOMOIII, aKO UCKATe Jia TIOCTABUTE MHXKEKIIUATA B TOpHATA YacT Ha
pbKara CH.
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OnucaHue HA YaCTUTE HA MUCAJIKATA

A B  /wnas6yToH3a

FopHa yacTt NHKEKTUPaHe

3akouBaLL, npbeTet

I UHOMKaTOp
Q “ 3akniouBaHe
OTKAIOYBaHe
JNlekapcteo

JbHo 1

CvBa ocHOBa

Kpan Ha urnata
v

*— CuKBa Kanadka Ha
OCHOBaTa

IToaroroBka 3a HHKeKTHUPaHe HA Mounjaro
H3Banere nucankara oT XJIaAHITHUKA.
OcraBeTe cHBaTa Karnayka Ha OCHOBaTa BbpXY MUCAJIKATa JOKATO HE CTE TOTOBU JIa MHXKEKTUPATE.

IIpoBepere eTrKeTa Ha MHCAKATA,
3a J1a ce yBepUTe, U4e MMaTe
MPABUITHOTO JICKAPCTBO U 7032, U
4e TO HE € C U3TEKbJ CPOK Ha
TOJIHOCT.

OraepaiiTe nucankara, 3a Ja ce Topen no:
yBEpHTE, Ue He € MOBpeCHa.
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VBepere ce, ue ICKapCTBEHUAT MPOIYKT:
e He e 3ampn3Han
e He ¢ MmbTeH
e E Ouctbp u Oe3 mpomsiHa B 11BEeTa
e He cpabpixa yacTumm

H3zmmiiTe pprieTe cu.
H30epeTe MACTOTO 32 MHKEKTHPaHe

Bammusr nexap, MequIMHCKa cecTpa WK (apMaleBT Morar Aa Bu momorsat na nzbepere MsICTOTO 3a
HMHXXEKTHpaHe, KOETO € Hal-moaxoAsio 3a Bac.

Bue nim APYTo JIMIC MOXKE 1a NUHKCKTUPATE JICKAPCTBOTO B obmacTTa
Ha KOpEmMma, Hail-MaJIko Ha 5 cm OT ITbIIa WU B 66,I[pOTO.

JHpyr yoBek TpsiOBa na Bu mocTaBu WHXXKEKIMATA B TOPHATA YacT Ha
pBKaTa OT 3aJHaTa M CTpaHa.

CMmeHnsiiTe (pe[LYBaf/’ITC) MSCTOTO Ha MHXKCKTHPAHE BCAKA CEAMMUIIA.

Modxe Jia u3Mmos3BaTe chliara 00JacT OT TSIIOTO CH, HO CE yBepeTe,
4e CTe U30pai pa3InyHO MICTO 33 HHXKEKTHPAHE B Ta3u 00JIacT.
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Crbnka 1 M3abpnaiiTe cuBaTa Kanavka Ha 0CHOBATa
- VYBepere ce, ye MUcaKaTa € 3aKJII0YeHa.

(F---- 2 He oTkuriouBaiiTe mrcanakara, 10KaTo He
MOCTABHTE TPO3pavHaTa OCHOBA BBPXY KOXKAaTa CH
U HE CTE TOTOBHU 32 WH)KCKTHUPAHE.

M3abpnaiiTe npaBo HaJl0Iy CMBaTa OCHOBA Ha
Hlt KarnaydkaTa U s U3XBbpJIETE.

L"‘J’n
CuBa e 2B [ [po3pauHa OCHOBA .
e He nocrapsiiTe 00paTHO cHBaTa OCHOBA Ha
N

KalladykKa Ha
KalavkaTa — TOBa MOXKC J1a IOBpEAHN vIJjiaTa.
OCHOBaTa
—

He noxocBaiiTe uriara.
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Crbnka 2 ITocTaBeTe nmpo3spavyHaTta oCHOBa BbPXY KoKaTa, CJ1€¢l KO€TO OTKIIYETE

ITocTaBeTe mpo3pavyHaTa OCHOBA BbPXY KOKaTa CU HAa MACTOTO Ha
HWHKXCKTHUPAHC

OTkJII0ueTe Ype3 3aBbPTAHE Ha 3aKITFOYBAIINS PBCTEH.

Crpnka 3 HatucHere u 3aapbxkTe 10 10 cekyHau

HartucHerte ¥ 3apb:KTe THIaBHUS OYTOH 32 HHKEKTUPAHE

Caymaiire, 3a 1a dyeTe:
= =) e [IbpBO mIpakBaHe = UHKEKTUPAHETO € 3all0YHAJI0
e BTopo 1IpakBaHe = UHXXEKTUPAHETO € 3aBbPIINUIIO0

IIle pazbepeTe, Ue MHKEKITUATA € 3aBBPIICHA KOTaTO CHBOTO
OyTayno cTaHe BUAMMO.

CJ'ICI[ HWHXCKTHUPAHCTO, IOCTABCTC U3II0JI3BaHAaTa NMUCAJIKa B
KOHTCﬁHep 3a OCTpH MMPEAMECTHU

I/I3XB’pr'lﬂHe Ha M3M0Ja3BaHaTa NMucajaKka

. W3xBbpnere nucankara B KOHTEHHED 3a .

OCTpH NPEAMETH WITU CIIOPE] YKa3aHHUATA Ha | Zammm  wid
Bammus nekap, papManieBT Wiy MeJULIMHCKA B

cectpa. He m3xBbpJisiiiTe NrcaakuTe B [ '

KOHTEIHepa 3a OUTOBH OTIA bBIIH. ' [

. He peuuknupaiite n3noa3BaHust @ %
KOHTEUHEp 3a OCTPHU MPEIMETH.

. [TommuraiiTe Bammust iekap, hapmMarieBT @

WJIU MEMIIMHCKA CECTPa KaK J1a U3XBBPIISITE

JIeKapcTBaTa, KOUTO BeUe HE U3IOJI3BATE.

CbxpaneHnue u padora
e 3a yKa3zaHUA OTHOCHO ChbXPaHEHHUETO BIKTE Pa3Aeil 5 OT JIUCTOBKATA.
e [lucamkara chbpxa CTHKICHU YacTH. PaboTeTe BHUMATETHO. AKO U3ITyCHETE MUCAIKATA BHPXY
TBbPJIa MOBBPXHOCT, HEe g U3MoJ3BaiiTe. M3non3paiiTe HOBa nucanka 3a Baiata HHKEKIHS.
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YecTo 3a7aBaHu BBIIPOCHA

Kakso mie cTane, ako BUAS Bb3AYIIHA MeXyp4eTa B MUCAJIKATA CH?
HopmanHo e na BuauTe Bb31yLIHU MEXypUeTa.

KakBo e cTane ako nucaakaTa MH He ce HAMHPA HA cTaliHa Temneparypa?
He e mHeo6xonmMo mrcankara ja ce 3aTOIUIs JI0 CTaliHa TeMIeparypa.

Kakso me CTaHe, AK0 OTKJ/IIYA IMHUCAJIKATA I HATHCHA JINJIABUSA 6yTOH 3a MHIKEKTUPaHe, Mpeaun
Jia CBaJIsl CHBaTa Kama4ikKka Ha OCHOBaTa?
He OTCTpaHﬂBaﬁTe CHBaTa KaltlaykKa Ha OCHOBarTa. I/ISXB’preTe nucajKkaTa U B3€MCTC HOBA ITHCAJIKA.

Kakso mie cTane, ako iMa Kanka TEYHOCT HA BbPXa HA MIJIaTa, KOraTo MpeMaxHa CHBaTa
Kamayka Ha ocHoBaTa?
HopmMmaiHo e 1a MMa Kanka TeYHOCT Ha Bbpxa Ha uriata. He gokocsaiite uriara.

TpsaodBa au 1a 3aabpka OyTOHA 32 HHIKEKTHPAHe HATHCHAT, I0KATO HHKEKIUATA NPUKII0YN?
ToBa He € HE00X0IMMO, HO MOKe J1a Bu moMorHe Ja 3aappkuTe mucaikara CTabMiIHa BbPXY KOXKaTa
CH.

Yyx moBeye OT 2 IIPaKBaHUsI 110 BpeMe HA HHKeKIMATA — 2 cuHu u 1 tuxo. Moxyuux amn
LS1J1aTa /1032 OT JIEKAPCTBOTO NPU UHKEKTHPAHETO?

Hsikon xopa MoXxe Aa 4ysT THXO LIpaKBaHe TOYHO MPEJH BTOPOTO CHIIHO IIpakBaHe. ToBa € pe3yiaTar
OT HOPMaJTHOTO (PyHKIIMOHHpaHe Ha Mucaikara. He oTcTpansiBaiiTe mucankara OT KOxarta CH, TOKaTo
HE 4yeTe BTOPOTO CUIIHO LIpaKBaHe.

He c¢bM curypen ganu nucajakata Mu padoTu NPaBHIIHO.

T+ Cuso IIpoBepeTe manu cTe momydwim go3ara cu. BamaTa mo3a e qoctaBeHa
‘ OyTaio MIPaBHITHO, aKO CE BIDKIIA CHBOTO OyTaiso. Bwkre chITo cThnka 3 oT
M |
) \ YKa3aHMATA.

AKO He BIKIAaTe CHBOTO OyTajo, CBBPKETE CE€ C JTOKATHUS
MIPE/ICTABUTEN Ha MPUTEXKATENS Ha pa3pelIeHneTo 3a ynoTpeda gpupma
Lilly 3a nombnauTenHu yKka3anus. [lo ToraBa chXxpaHsBaiTe MUcaaKaTa
cu 0e301acHo, 3a Aa U30erneTe ciay4aifHO HapaHsIBaHE C UIJIaTa.

KakBo e cTaHe, ako HMa KalKa TEYHOCT WU KPBbB M0 KOKATA MM CJie] HH:KEKTHPAHeTOo?
ToBa e HopManHo. HaTucHeTte ¢ mapue naMmyk Wik MapJiid BbpXy MACTOTO Ha uHxkekTupaHe. He
pa3TpuBaiiTe MACTOTO HAa HHXKEKTHPAHE.

Jpyra napopmanus
e AKO mMate po0JIeMH ChC 3pEHHETO, He H3IoJ3BaliTe Bamara nucanka 6e3 momolnra Ha JIuie,
00y4eHo Jla M310JI13Ba Nrcankara Mounjaro.

Kbae na Hayuure noseue
o AKO0 MMaTe BBIIPOCH WM MPOOJIeMH ¢ mUcaakata Mounjaro, CBbPIKETE CE C JIOKATHHS
MPEICTAaBUTEI Ha MIPUTEXKATENIs Ha pa3pelieHueTo 3a yrnorpebda ¢pupma Lilly nnu ¢ Bammus

JICKap, MCAUIIMHCKA CECTPpa UIN (bapMaueBT.

Ilocnenna peaakuusd mpes:
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JlucroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Mounjaro 2,5 mg nHKeKIIMOHeH Pa3TBOP BbB (MIAKOH
Mounjaro S mg nHkKeKIHOHEeH Pa3TBOpP BbB (IaKOH
Mounjaro 7,5 mg nH:KeKIHMOHEH Pa3TBOP BbB QJIaKOH
Mounjaro 10 mg nH:KeKIMOHEH Pa3TBOP BbB (MIAKOH
Mounjaro 12,5 mg uH:KeKIMOHEeH Pa3TBOpP BbB (UIaKOH
Mounjaro 15 mg uH:KeKIIHOHEH Pa3TBOP BbB (JIaKOH
tup3enaruy (tirzepatide)

WV Tosu JIEKapCTBEH MPOJYKT MOJJICKN Ha JOIBIHUTENHO HaOmoieHrne. ToBa 11ie mo3Boiu Obp30TO
yCTaHOBSIBaHE Ha HOBa MH(OpMaIus OTHOCHO Oe3omacHOCTTa. MoXeTe Ja JajeTe CBOs MPUHOC KaTo
CHOOLINTE BCSIKA HEXENaHa peakiys, KOATO CTe NOJTYy4WId. 3a HaYMHA Ha ChOOIIaBaHe Ha HEXXeJIaH!
peaxkuy BIKTE Kpasi Ha Touka 4.

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, PN 12 3all04YHeTe 12 U3M0J3BaTe TOBA

JIEKApPCTBO, Thil KaTo THA ChABLP:Ka Ba:xkHAa 3a Bac undgopmanus.

- 3amazere Ta3u JUCTOBKA. MoOXKe J1a ce HAJOXKH J1a 51 TPOYETETE OTHORBO.

- AKO UMaTe HAKaKBU JOMBJIHUTEIHHU BBIPOCH, MONUTalTe Bamus nekap, MEIUIIMHCKA CECTpa
WM papMarieBT.

- ToBa nekapcTBo € npeanucaHo JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla M HaBpeIy, He3aBUCHMO Y€ TPU3HAIMTE Ha TAXHOTO 3a00JsIBaHe ca ChIUTe KaTo Bammre.

- AKO TIONTyunTe HAKAKBU HEXEJIaH! peaklnuy, yBeJoMeTe Bamms nekap, MequIHCKa cecTpa
wiu (hapmarieBT. ToBa BKIIIOYBA M BCUYKH BH3MOYKHHU HEXKEJIAHU PEaKIMU, HEOIMCAHU B Ta3U
nvcToBKa. BukTte Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

Kakso npexacrasnsia Mounjaro 1 3a KaKBO C€ M3I10JI3Ba
Kakgo Tps10Ba na 3Haere, npeau Aa uznoia3sare Mounjaro
Kak na usnonspare Mounjaro

BB3M0XHU HEXETaHU peakuu

Kak nma cexpansBare Mounjaro

ChappikaHue Ha ONTAKOBKATA U JAOMBJIHUTEIHA HHDOpMALIUs

AN e e

1. Kakso npencraBiasia Mounjaro u 3a KaKBo ce M3I0JI3Ba

Mounjaro chIbpka aKTUBHO BEIIECTBO, HAPEUECHO THP3EMATHI, U CE M3II03Ba 32 JICUCHNE Ha
BB3pPACTHH, IOHOIIH | JieTia Ha 10 ronquHu 1 moBede che 3axapeH auadet tun 2. Mounjaro HamamsBa
HHBOTO Ha KpPbBHATA 3axap B OpraHu3Ma caMo KOTraTo HHBaTa Ha KpPbBHATA 3aXap ca BUCOKH.
Mounjaro Moske CBIIIO J1a CHOMOTHE 32 IIPEIOTBPATSABAaHE HAa ChPACYHN 3200 sIBAHHS.

Mounjaro ce U3I0JI3Ba U 3a JICUCHHE Ha Bb3PACTHU ChC 3aTIILCTABAHE WM HaHOPMEHO Terio (¢ UTM
Haii-Manko 27 kg/m?). Mounjaro Biusie BbpPXy peryJMPaHETO Ha alleTUTa, KOeTo MOKe 1a Bu momMorue
Jla sIeTe MO-MaJlko XpaHa v J1a HaMalluTe TeJICCHOTO CH TETJIO.

IIpu aumabet tum 2, Mounjaro ce U3Ion3Ba;
- CaMOCTOSTEITHO, KOTaTO HE MOXKETE JIa IpreMaTe MeT(OPMUH (JIPyro JISKapCTBO 3a AUA0ET).
- CJIpyrH JIeKapcTBa 3a quabeT, KoraTto Te He ca JOCTAThYHH Jla KOHTPOJIUPAT HUBATa HA
KpbBHaTa 3axap. Te3u qpyrH JeKapcTBa MOXe Jia ca JIEKapCTBa, IPUeMaH! Mpe3 ycTaTa u/uiin
WHCYJIMH, TIPUJIaraH 4pe3 MHKEKTHPAHE.

Mounjaro ce u31oJ3Ba ChII0 3a€IHO C JHeTa U YIPAKHEHHs 32 0TCIa0BaHe U 3a MOIbPXKaHEe HA

TETJIOTO MO KOHTPOJI MTPH Bh3PaCTHU, KOUTO MMAT:
- NTM 30 kg/m? nnu noeue (3aTIbCTSABAHE) WU
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- WUTM naii-mainko 27 kg/m?, Ho mo-manko ot 30 kg/m? (HaZHOPMEHO TEIJIO) U 3[APaBOCIOBHH
po0JIeMH, CBBP3aHU C TETIIOTO (KaTo IpeanadeT, TuadeT THIT 2, BACOKO KPBBHO HAJIATaHE,
HeoOWYaHN HUBA HA Ma3HUHHU B KPBBTA, POOJIEMH € TUINAHETO MO BpeMe Ha ChH HapeueHU
,,OOCTPYKTHBHA ChHHA amHes, HapyIIeHa chpacuHa QYHKIMS WK aHaMHe3a 32 HH)APKT, HHCYIT WK
npo0JIeMU ¢ KPbBOHOCHHUTE ChJIOBE)

UTM (uHOeKc Ha TelecHa Maca) € MsIpKa 3a BallleTo TerJio CIpsiMO BHUcounHarta Bu.

[pu nanmentu ¢ odctpykTrBHa chHHA anHest (OCA) u 3aTibeTsiBaHe Mounjaro Moske Jia ce U3M0J3Ba
chbc WK 0e3 Tepanus C MOJOKHUTEIHO HAJISTaHe B JUXATEIHUTE IBTUILA.

BaxxHo e 1a mpoabIKHTE J1a cieBaTe ChbBETUTE 3a AMETA U YIPaKHEHH, AafeHu Bu ot Bamms
JieKap, MEAULMHCKA CecTpa Win GapMareBT.

2. Kakso TpsidBa 1a 3Haere, npeau Aa uznouaszsare Mounjaro

He uznonassaiite Mounjaro
- aKo CTe aJepPruyHM KbM TUP3ENaTH I MK KbM HIKOS OT OCTaHAJIUTE ChCTAaBKHM HAa TOBA
neKapcTBo (M30poeHH B TOUKA 6).

IIpexynpesxaeHus u npeanasHu MepKU

I'oBopere ¢ Bamms iekap, METUIIMHCKA cecTpa uin (apMaleBT , Ipeau Ja uinon3sare Mounjaro ako:

- MMare TEeXKH MPoOJIeMH C XpaHOCMIJIAHETO WIIM OCTaBaHE Ha XpaHa B cToMaxa Bu mo-awiro ot
HOPMAJTHO (BKJIFOUUTEITHO TEXKa TacTpornapesa).

- HAKOTa CTe MMAaJIM MaHKpeaTuT (Bh3MaJICHNE Ha MAaHKpeaca, KOeTO MOJKe J1a IPUYMHU CHITHA
0oJKa B cTOMaxa M rbp0a, KOsITO HE OTMUHABA).

- #\Mare IpobJIeM ¢ OUuTe.

- H3mon3BaTe CyN(pOHMITYpPEHHO MPOU3BOIAHO (IPYTO JIEKAPCTBO 32 AUa0ET) WIIH WHCYIIUH 3a
Bamms auabert, Thil KaTo MOXe Jja HACTBIIM ChCTOSIHUE, IPU KOETO KPbBHA 3axap € MHOTO
HHCKa (Xunornukemus). Moxe Ja ce Halo)ky Bammusr jgekap 1a mpoMeHH 103aTa Ha TE3U IpyTu
JIeKapcTBa, 3a J1a HaMalli TO3U PHCK.

Koraro 3anouBate nedenue ¢ Mounjaro, B HIKOHM ClIy4au MOXKE Jia HACTBITM 3ary0a Ha TEYHOCTU OT
OpraHu3Ma/IeXuipaTaiys, Harp. B CJICJCTBUE HA MOBPBINAHE, TaJCHE W/HIH JUAPUs, KOSTO MOXKE J1a
JIOBeJIe 10 HaMalsiBaHe Ha ObOpeuHara ¢pyHKIws. BakHo e 1a n3bernere nexuaparamnusra, KaTto mieTe
MHOTO TeuHOCTH. CBBpKeTe ce ¢ Barmust nekap, ako uMaTe BBIIPOCH WM PUTECHEHUS.

Axo 3HaeTe, ue By mipencTon orepartus, Ipu KOATO IIe ObIeTe Mo aHeCTe3us (B CIIAIIO ChCTOSHUE),
TpsiOBa Ja kaxxkere Ha Bamms nekap, ye uznonssate Mounjaro

Jlena u roHOIIM

ToBa jekapcTBO MOXKE Jla ce U3IMOJI3Ba MpH Jela Ha 10 roIuHu ¥ MOBeYe 3a JICUCHHE Ha TuadeT TUM 2.
[Ipoy4BaHo € caMo Tpu Jena ¢ AMa0eT TUM 2, KOUTO UMAT HaTHOPMEHO TETJIO WM 3aTILCTIBAHE MPU
3al0YBaHe Ha JICYCHUETO.

ToBa nekapcTBO He TPIOBa J1a ce aBa Ha fena moja 10-roauiiHa Bs3pacT, JIEKYBaHH 3a IUadeT TUI 2,
U JieTa ¥ FOHOIIY 1o 18 rouHu 3a HaMajsBaHe Ha TETJI0TO, Thid KaTo HE € MPOYYBaHO B TE3U
Bb3PacTOBHU IPYIIH.

JApyru gexapcrBa 1 Mounjaro

TpsOBa na kaxxere Ha Bamus nexap, MeMIIMHCKA cecTpa WK (papMalieBT, aKo H3I0JI3BaTe, HACKOPO
CTe M3MOJI3BAIM WIH € B3MOXKHO J]a U3II0JI3BaTe APYTH JIeKapCcTBa.
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bpemenHoct

AKo cte OpeMeHHa, CMATaTe, 9¢ MOXKe J1a CTe OpeMeHHa WM IIaHupaTe OpeMEHHOCT, TOCHBETBAITE
ce ¢ Bamus nekap npenu ynotpebara Ha TOBa JiekapcTBO. ToBa JIekapcTBO He TPsIOBA J1a ce U3I0JI3Ba
0 BpeMe Ha OpEMEHHOCT, Thil KaTo €PEKTUTE Ha TOBA JIEKAPCTBO BBPXY BCE OIIle HEPOACHOTO B
JeTe He ca m3BecTHHU. [lopamu ToBa ce mpenopbryBa 1a mpuaraTte KOHTPALEIIIUS, JOKAaTO U3M0I3BaTe
TOBA JIEKApPCTBO.

KbpMmene

TI/Ip3eHaTI/IZI IMpE€MHHAaBa B KbpMaTa B MHOI'O MaJIKU KOJIMYECTBa 1 HE C€ OYaKBa Jia IPEMHUHE B
KbpMaueTo. AKO KbpMHUTE WIH Bb3HaAMeEpsIBaTe Aa KbpMUTE, TOBopeTe ¢ Bamms nexap, npenu na
U3I0JI3BATE UK 1A MIPOLBIDKUATE Ja U3I0J3BATEe TOBA JIEKAPCTBO.

lodupane u padora ¢ MalIMHK

MaJiko BeposITHO € TOBa JIEKapCcTBO Ja MOBIHsie criocodHocTTa Bu 3a modupane u paborta ¢ MalmHH.
Brnpeku ToBa, ako u3nosizBare Mounjaro B KOMOMHAITUS ChC CYJIGOHUIYPEHHO MPOU3BOICTBO HITH
WHCYJIMH, TOBAa MOKE Ja IOBEJIE 10 ChCTOSHUE, IPH KOETO KPhBHATA 3aXap € MHOTO HUCKA
(XuTorauKemMus ), KOETO MOXKe Jla HaManu criocoOHocTTa By 3a kKoHIeHTpanus. M30srBaiite
nropupane wiv padoTa ¢ MalIMHK, aKO MOJTYYHTE MPU3HAIM Ha HUCKA KPhBHA 3axap, HaIp.
rinaBo0oHe, CHHIMBOCT, CIa00CT, 3aMassHOCT, YyBCTBO Ha TJIaJ], 00bPKAaHOCT, pa3Apa3sHUTEITHOCT,
YCKOpEH TyJIC U U3MoTsABaHe (BIKTe Touka 4). Bmkre Touka 2 “IlpemynpexneHus u mpeanasHu
Mepku”’ 3a nH(OpPMAITUs OTHOCHO MOBHUIIIEH PUCK OT HUCKa KpbBHA 3axap. ['oBopete ¢ Bammst nexap,
3a J1a TIOJIy4UTe JOMBIHUTEIHA HHPOPMALIUSI.

Mounjaro cbabp:Ka HaTPUil
ToBa jekapcTBO ChABPKA MO-Mayko OT 1 mmol Hatpuii (23 mg) Ha 1033, T.€ MOXKeE Jla Ce KakKe, ue
NPaKTUYECKU HE ChIbPKa HATPUH.

3. Kak na nznoassare Mounjaro

Bunaru m3non3BaiiTe ToBa JIEKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap mimm dapmarieBT. AKO
HE CTE CUTYPHU B Helllo, nonuTaiite Bamus jiekap wiu papmarest.

KakBo koJH4ecTBO 1a M3M0JI3BaTe

Bn3pacTtHn
e Havannata no3a e 2,5 mg BeAHBK CEIMUYHO B IPOJBIKEHUE HA YETUPH CEAMMUIIN.
Cren yetupu ceamuiy Bammsat nekap e yBenuuu go3ata Bu 10 5 mg BeaHBX ceIMUYHO.
e BammsaT nexkap Moxxe Aa moBHILIM Ao3ata Bu Ha cTenku o 2,5 mg 1o 7,5 mg, 10 mg, 12,5 mg
i 15 mg BeIHBX CEAMUYHO, aKO € Heo0XoanMo. BB Benuku cirydan Bammsr nexap e Bu
KaKe J1a OCTAHETE Ha OIpe/IeNIeHa 103a NIOHE 4 CeAMMILIM, PEAN Ja IPEMUHETE KbM N0-BHCOKA
J03a.

IOnomm n nena Ha Bb3pact ot 10 10 mox 18 roqunm, JeKyBaHu 3a 1uadeT THI 2
e Hagannara mo3a e 2,5 mg BeIHBK CEAMUYIHO B TPOIBIDKCHNE HA YeTHpH ceamuty. Cren
YETUPU ceIMULIM Bamusr nexap 1e yBelnuyu A03ata 10 5 mg BEAHBK CEIMUYHO.
e Bammwmsat nekap Moxe Jja YBEJIMYH 103aTa Ha CTHIIKYU MO 2,5 mg 10 JoCTUraHe Ha 7,5 mg u
10 mg BemHBXK CEAMHUYHO, aKo € HeoOoxoaumo. [Ipu Bcruku cimydan Bammsr nekap me Bu kaxe
Jla OCTaHETEe Ha OMpEJIEIICHA 1032 MTOHE 4 CeAMMUIIM, NIPEAU Ja IPEMHUHETE KbM MO-BUCOKA J034.

He npomensiite no3ara cu, ocBeH ako Bamwmsr nekap He Bu e xasain.

Bceku ¢uakon cpappika enHa 1o3a Mounjaro 2,5 mg, 5 mg, 7,5 mg, 10 mg, 12,5 mg wiu 15 mg.
Kora na npunoxure Mounjaro

Mosxete aa u3non3Bare Mounjaro o BCSIKO BpeMe Ha JIeHs, HE3aBUCHMO OT XpaHeHeTo. Tpsa0Ba aa ro

M3II0JI3BaTe B €IMH U CBIIH JE€H BCIKa ceaAMMIIa, ako By € Bp3M0kHO. 3a 1a Bu e mo-iecHo ga

189



3aIIOMHHTE KOTa JIa u31noj3Bare Mounjaro, Moxe J1a OTOCTIeKHUTE B KaJICHIapa ICHS OT CEIMUIIATA,
KOTaTO WHXKEKTHUpaTE ITbpBaTa CH J103a.

AKO € He0O0X0IMMO, MOXKETE CHILO J1a IPOMEHHTE JICHS OT CEJIMUIIATA, B KOUTO CH ITOCTABSTE
UHKEKIs Mounjaro, cTUra fia ca M3MUHaIM TIOHe 3 JHU OT mocjieaHaTta Takaea. Cien kato u3depere
HOB JICH 3a IpUJIaraHe, MPOIBJDKETE C TIPUIIOKEHUETO BEAHBK CEAMIUYHO B TO3H HOB JICH.

Kak na nnskexktupate Mounjaro

Bunaru usnosssaiite Mounjaro TouHo kakTo Bu e kazan Bammusr nekap. [Ipenu na 3amnodnere na
n3noa3Bare Mounjaro, BUHAard povnTaiTe BHUMATEIHO ,, Y Ka3aHUTA 32 yHIoTpeda™ mo-aoiy u
roBopeTte ¢ Bamus nekap, MeAMIIMHCKA cecTpa WK GapMaleBT, aKO HE CTE CUT'YPHH Kak Jia
uHxekTupaTe Mounjaro mpaBuitHO. Ako cte 1o 18-romuiHa Be3pact, HHKeknusaTa Mounjaro Moxke
na Bu 0p1e noctaBeHa OT JHLe, KOETO ce TPIKU 3a Bac, nian MoxeTte caMu J1a CH 51 HHXKEKTHpaTe, ako
BamusaT nexap npeneny, 4e € moaxoaauio.

Mounjaro ce HH)KEKTHpa 101 KoxkaTta (MOK0KHA MHXKEKIIUA) B 00J1aCTTa Ha KOpeMa, Hai-MaJjIko Ha 5
Cm OT II’bIIa WJIM B TOPHATa YacT Ha Kpaka (0eIpoTo) Wi 3aJHaTa CTpaHa Ha FTOpHATa 4acT Ha phKaTa.
Hskoit npyr tpsi6Ba 1a Bu momorse, ako jxenaere a MOCTaBUTE MHKEKIMATA B 3a/IHAaTa CTpaHa Ha
ropHara yact Ha pbkata cu. He nmkextupaiite Mounjaro AMpeKTHO BBB BeHa, Thil KATO TOBA IIIe
MIPOMEHH JENCTBUETO MY.

AKO UCKaTe Jia r0 HallpaBUTe, MOXKE J]a U3M0I3BaTe €Ha U ChIlla 00JIaCT OT TSIIOTO CH BCAKA
cenmunara. Ho ce yBepsBaiite, ue n3dupate pa3iudHO MSCTO 38 HH)KEKTUPAHE B PAMKUTE Ha Ta3u
o0macT. AKO HHXXEKTUpPATE U MHCYJIMH, H30epeTe Apyro MSICTO 3a HHXKEKTUPAHETO My. AKO CTe
HE3psIIY WIK UMaTe YBPEICHO 3peHue, 1ie UMaTe HyKAa OT ITOMOII OT HAKOT'O, 3a J1a CH HaIllpaBUTe
WHKEKIHATA.

Hucmpyxyuu 3a ynompeba

1. IIspBO M3MUIiTE pHLIETE CU CHC CAIlyH U BOJA.

2. IlpoBepete nanm Mounjaro BB ¢rakoHa H3TIexk1a OUCTHp U Oe31BeTeH 10 IeKo KBIT. He
U3M0J13BaliTe, aKO € 3aMpb3HaAJI, MBTEH WJIN UMa YAaCTHULU B HETO.

3. W3appnaiiTe miacTMacoBaTa 3alliTHA Kamavyka Ha (JaKoHa, HO HE OTCTpaHsBaiTe 3ammyliajKara.
[Mouncrete 3amymankaTta Ha (pJ1aKoHa ¢ TAMIIOH U MOJTOTBETE HOBa clipuHIOBKa. He cionensiite
U He U3M0/13BaiiTe IOBTOPHO CBOSITA MIJIA MJIU CIPHHLIOBKA.

4. HU3rernere MajKo KOJMYECTBO BB3IyX B CIIpHHIOBKaTa. [locTaBere uriaTa mpe3 ryMeHaTa
3alyIaika oTrope Ha ¢uakona Mounjaro 1 HH)KEKTUPaWTe Bb3AyX BbB (JIaKOHA.

5. O6bpHere (haakoHa ¢ Mounjaro u CIIPHHIIOBKATa HAJOMYy M 0aBHO M3ABpIIaiiTe OyTaIoTO Ha
CIPUHIIOBKAaTa HaloJy, 3a Ja U3TerJuTe Leaus pa3rsop Ha Mounjaro ot ¢nakoHa. OIakoHBT €
HAITBJIHEH TOJKOBA, KOJIKOTO Ja ce J1a/ie Bb3MOXKHOCT 3a JIOCTaBsiHEe Ha eArMHNUYHA J103a oT 0,5 ml
Mounjaro.

6. AKO B CIIpHHIIOBKAaTa MMa Bb3AYIIHU MEXypUeTa, JeKO IIoUyKaiTe CIIPUHIIOBKATa HAKOJIKO IIbTH,

3a J]a OCTaBUTE BB3AYIIHUTE MEXypUueTa Ja ce U3JUrHar A0 Bbpxa. baBHO HaTtncHeTe OyTanoTo

Harope, JOKaTo U34e3He Bb3yXa B CHPUHIIOBKATA.

M3appmiaiiTe COpUHIIOBKAaTA OT 3aITyIajkaTa Ha (pjakoHa.

[Ipenyn na HanpaBUTE UHXKEKIHS, TIOYUCTETE KOXKATa CH.

. BHuMarenHo mpuimieTe U 3aIphKTe KOXKHA I'bHKA, KbAETO I1€ HHKEKTHpAaTe.

0 WmxekTupaiiTe NOJKOXKHO, KAKTO CTE MHCTPYKTUpaHu. MHkekTupaiite 1eiaus pa3rBop oT
CIIPUHIIOBKATa, 3a J1a IIOJIyYyuTe IIbjIHa 103a. Ciell MHXEKTUPAHETO UriaTta Tpsa0OBa Jla OCTaHe M0
KO)KaTa BU 32 5 CEKyHIIH, 3a 1a CTe€ CUTYpHH, Y€ MoJIyyaBaTe IIbIHATa J03a.

11.U3nppmaiiTe urinara OT KOXKaTa CH.

12.U3xBbpisiiTe (akoHa, U30J3BaHATA UIJIa U CIIPUHIIOBKA He3a0aBHO CJIE]T BCSAKA MHXKEKIIHS B
YCTOMYMB HA MPOOMBAaHE KOHTEHHED WIIM CIIOpe] MHCTPYKUMHUTE Ha Bammus nekap, MeAMLMHCKa
cectpa win papMaleBT.

5 © %
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H3cnensane Ha HUBaTA HA KPbBHATA 3aXap

Axo m3nonsBate Mounjaro ¢bc CysI(OHIITYPEHHO TPOU3BOIHHIO WIIN HHCYIJINH, BAKHO € J1a U3MepBaTe
HUBaTa Ha KpbBHATa CH 3aXxap CIIOpe] yKazaHuATa Ha Bamms nexap, MeAMIIMHCKA cecTpa Uil
(apmanesT (BrKTe TOUKa 2, ,,[Ipeaynpexxaenus u mpeamna3nu MepKu‘).

AKO0 cTe U310J13BAJIN NIOBeYe 0T HeoOxoauMmaTa n03a Mounjaro

AKO cTe M3MO0JI3BaJIM MoBeYe 0T HeoOxoaumMaTa Jo3a Mounjaro, ropopere He3abaBHO ¢ Bamus nexap.
[IpeBunraBaHeTo Ha 103aTa Ha TOBA JIEKAPCTBO MOXKE J]a JOBEJE 10 HUCKO HUBO Ha KpbBHaTa Bu 3axap
(XUTOTIANKEMHUST) ¥ MOXKeE JIa TPEAN3BUKA TaJIeHe WK MOBPBIIIAHE.

AKO cTe MpOonmycHAJIM 1a u3noJj3sare Mounjaro

AKo cTe TIpomnyCcHaJIM J1a UHXKEKTHUpaTe J103a U

e ca MHUHAIH 4 IHM WIH 0-MAJIKO, OTKaKTO € TpsiOBasio f1a u3noisBare Mounjaro, H3N0I3BaiTe TO
BeAHara mom ce cerure. Cien ToBa HHXKEKTUPaNTe cleaBalara CH 1033 KaKTO OOMKHOBEHO B
TUTAaHUPaHUA ACH

e aKO ca MUHAJH MoBede OT 4 JHM, OTKAKTO € TpsOBaio 1a u3noss3Bare Mounjaro, He IOCTaBANTE
HpoIycHaraTa J103a. MHKkekTupaiiTe cieasamiara cu 103a KaKTo OOMKHOBEHO B IUIAHUPAHUS JEH.

He nocrapsiite qBoitHa 1034, 3a 1a KOMIICHCHpATE MPOITyCHATaTa 103a. MUHUMAIHOTO BpeMe MEXIy
JIBE J103H TpsIOBa Ja Obje MmoHe 3 JHU.

AKo crte cupesu ynorpeéara Ha Mounjaro
He crnmpatiite na m3non3sate Mounjaro, 6e3 ga roBopute ¢ Bamus rekap. AKo cripeTe /1a H3M0I3BaTe
Mounjaro 1 umate nuabeT THI 2, HUBaTa Ha KpbBHAaTa Bu 3axap Moxke Aa ce MOBHIIIAT.

AKO MaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpebara Ha TOBA JIEKApPCTBO, IIOMUTAITE
Bammus nekap, MenuIHCKa cecTpa Wil GapMaIeBT.

4. B13MOKHY He:KeIaHU peakiun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jla MPECAN3BUKA HEXKECIIAHU PCAKIINU, BBIIPEKU Y€ HE
BCCKH T'Y IIOJTy4aBa.

Cepuo3HH HEKEJIAHU peakIun

Heuecmu (morat na 3acersat 1o 1 Ha 100 mymm)
- Bw3manenue Ha maHkpeaca (OCTBp MAHKPEATUT), KOUTO MOXKeE Jla IPUYMHUA CUITHA OO0JIKA B
cToMaxa M I'bp0a, KOSITO He OTMHUHABa. TpsOBa He3a0aBHO J1a c€ KOHCYJATHUPATE C JICKap aKo
MOJTyYUTE TAKMBA CUMIITOMH.

Peoxu (mozam oa 3aceznam 0o 1 na 1 000 oywiu)
Texxu aneprudau peaknuu (Hamp. aHaQuIakKTHIHA PeakIus, anruoeaeM). TpsoBa He3abaBHO
Jla TIOTYYUTE MEIUIIMHCKA TIOMOII U 1a HHpopMupaTe Bamus jiekap, ako MOIy4UTe CHUMITOMHU
KaTo MpoOJIeMH C TUIIAHETO, ObP30 MOAYBaHE HAa YCTHUTE, €3UKA H/WJIU T'BPIIOTO ChC
3aTpyJHEHO TPETITbIIaHEe U YCKOPEH ChPACUCH PUTHM.

Jpyru HexelIaHU peaKnun

MHnozo yecmu (morat fa 3acersHat nosede ot 1 Ha 10 xymm)
- T'anene
- Jwnapus
- Kopewmna Gonka, cho011aBaHa Npy MalMeHTH, JIEKYBaHH 32 KOHTPOJI Ha TETJIOTO, IPH NalUeHTH
¢ tuabeT TuN 2 ChC ChbPACYHOCHIOBO 3200 sIBAHE U IIPU IOHOIIHN U JIe1Ia, JIEKYBaHH 3a AuadeT
THI 2
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[MoBpbinane, crO0IIABAHO MPH MAIMEHTH, JICKYBAHU 32 KOHTPOI Ha TETJIOTO, TIPH MAIUCHTH C
IabeT THI 2 ChC ChPACYHOCHIOBO 3a00JIsIBaHEe 1 IIPH FOHOIIHN U JIETIa, JICKyBaHH! 3a AUa0ET THIT
2

3arek, chOOIIaBaH MpU NAIMECHTH, JISKYBaHH 32 KOHTPOJI HA TETJIOTO U MPU MAIUEHTH C AUa0eT
THII 2 CbC CHPICUHOCHIOBO 3a00IsIBaHE

Hawmarnenn 9yBcTBO Ha TJ1a]] (HAMaJICH alleTUT), ChOOIIaBaHO MPHU MAIUEHTH C TUA0ET THII 2 ChC
CBHPJICYHOCHIOBH 3a00JIIBaHUS

UyBCTBO Ha yMOpa, ChOOIIABAHO MIPH MAITUEHTH C TUAOET TUIT 2 ChC ChPACIHOCHIOBH
3a00naBaHuA

Te3u HEXKETaHU pcakuumn OOMKHOBEHO HE Ca TEKKHU. FaneHe, Anapus U MOBPBHIIAHC Ca Hali-uecTH npu
IIPBOTO 3aII0YBAHE HA TUP3CIIATH, HO HAaMAJIsIBaT C BPEMETO IIPU IMOBEYCTO IMALTUCHTH.

Huckara xpbBHA 3axap (XMIOTJIMKEMHS) € MHOTO Y€CTa, KOraTo TUP3ENaTH] CE U3II0JI3Ba C
JICKapCTBa, KOMTO ChIABPIKAT CYIGOHUIYPEHHO POMBOIHO U/WIIM UHCYJIMH. AKO M3IOJI3BaTE
cyOHUITYpEHHO IPOU3BOIHO WJIM MHCYJIMH 3a JICYCHHE Ha quadeT THIT 2, MOXKE J1a ce
HAJIOXKH JI03aTa UM Jia ObJic HAMAJICHA, IOKATO U3I0JI3BaTe THUP3ETATH . (BIDKTE TOUKA 2
LHLIpenynpexxaeHus u npeanazHu Mepku'). CHMITOMHUTE Ha HUCKa KpPhBHA 3aXap MOXeE /1a
BKJIIOUBAT IJ1aBO0OJIHE, CHHIMBOCT, CJIA00CT, 3aMassHOCT, YyBCTBO Ha TJiajl, 00bPKAaHOCT,
Pa3apa3sHUTETHOCT, YCKOPEH ITYJIC U U3NOTsABaHe. Bammst iekap TpsOBa na Bu kaxe kak na
JIEKyBaTe HUCKUTE HUBA Ha KPhBHA 3aXap.

Yecmu (morart na 3acersar o 1 Ha 10 qymom)

Hucka kpbBHa 3axap (XUIOTTTUKEMHS), KOraTo TUP3EHaTH L 32 JICUEHHE Ha TualeT THI 2 ce

M3M0JI3Ba €THOBPEMEHHO C MET()OPMUH U MHXHUOUTOP Ha HATPUEBO-TIIFOKO3HUS KO-

TpaHcnopTep 2 (Ipyro JIeKapcTBO 3a AUa0eT).

Hucka kpbBHa 3axap (XUIOTTTUKEMHUST), KOraTo TUP3EHAaTH L CE U3II0I3Ba CAMOCTOSTEIIHO C

MET(QOPMUH MPH IOHOLIH U Jiena ¢ 1uadeT Tul 2

AnepruvHa peaxkiys (CBpbX4yBCTBUTEIHOCT) (HAIp. OOpUB, ChPOEK U eK3eMa)

3aMasHOCT, AOKJIaJBaHa PH MALMCHTH, JIEKYBaHH 3a PeryJIupaHe Ha TErJ0TO

Hucko kpbBHO HassAirane, JOKJIaIBaHO NPH NMALEHTH, JICKYBaHU 34 PpEryJUpaHe Ha TErJI0TO

Hamaneno uyBcTBO Ha IJ1aj] (HaMaJleH areTuT), JOKJIaABaHU IpY NallMeHTH, JIEKyBaHH 3a

Jquaber Tu 2

Kopemna 6omka cpo01aBana py Bb3pacTHH MAITUSHTH, JIEKYBaHU 32 TuadeT THIr 2

[oBprIane chOOIIABAHO MPH BH3PACTHH MAIUCHTH, JICKYBAHH 3a [uadeT THI 2 — TOBa

O0OMKHOBEHO HAMAJISIBa C BPEMETO

Jlomo xpanocMuiane (JIUCTIETICHS)

3arek, chO0IIaBaH NMPY NAIMEHTH, IEKyBaHU 3a quadeT Thlr 2

IlonyBane Ha cTomaxa

Opursane (epyKTamms)

l'azoBe (MeTeopu3bM)

Pedurykc wiu cromaiiHu KUceMHu (Hapu4yaHo olie ractpoe3odareaina pedaykcHa 00jecT -

I'EPB) — 3abomnsBaHe, Ipu KOETO CTOMAIIIHA KUCETIMHA Ce BPbIIa OT CTOMaxa KbM

XpaHOIPOBOAA.

3ary0a Ha Koca, JOKJIaBaHa NpH MalUeHTH, JEKYBaHH 32 PEryIupaHe Ha TerJIOTO

YyBCTBO Ha yMOpa, CbOOIIaBaHO NPHU MALUEHTH, JIEKYBaHH 3a AUA0ET THII 2 U PETyIHpaHe Ha
TETJI0TO

Peaknuy Ha MACTOTO Ha MHXKEKTHpPaHe (Hamp. ChPOeXK FIIM 3a4epBSIBAHE)

VYckopeH myJic

[loBuienn HUBa Ha MAHKPEATUYHUTE €H3UMHM (KATO JIMIA3a U aMUiIa3a) B KPbBTA.

[loBuiieHn HUBa Ha KAJILWTOHUH B KPbBTa IIPH MALIMEHTH, JICKYBaHHU 3a KOHTPOJ Ha TEIJIOTO

Heuecmu (morat na 3acernat o 1 Ha 100 mymm)

Hucka xpbBHA 3axap (XHIIOTJIMKEMHUS ), KOTATO THP3ETIATH]] CE M3I0JI3Ba C MET(OPMUH 32
JIeYCHUE Ha TUadeT THIT 2 TIPY BB3PACTHU MAITUEHTH.

KambHHM B KITbUKaTa

Bb3nanenue Ha KITbUHUSA MEXYP
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- OrtcabBaHe Ha TETJI0, JOKJIAIBAHO MIPH MMAIIMCHTH, JICKYBaHU 3a AuadeT Tut 2

- bonka Ha MACTOTO Ha MH)KEKTHpaHE

- IloBunieHr HUBa Ha KAJIIIMTOHHWH B KPHBTA IIPU B3PACTHU MAIMCHTH, JICKYBaHU 33 TUa0ET THIT
2 n3a OCA cbe 3aTbCTSIBAaHE

- IIpomeHeHO yceniaHe 3a BKyC

- IIpomMsHa B 4yBCTBUTEIHOCTTAa HA KOXKATa

- 3abaBsiHE Ha M3MPA3BaHETO HA CTOMAaXa

Cho0iaBaHe HA He:KeJIAHU PeakIuu

AKO MOTyYHTe HIKAKBU HEKETAHU JICKAPCTBCHU PEakIiy, yBeaoMeTe Bamus nekap, MEIUITUHCKA
cectpa win ¢apmarieBT. ToBa BKIFOUBA BCHUKH Bhb3MOXKHH HEOITUCAHU B Ta3W JIMCTOBKA HEXEITaHU
peaxi. MoskeTe ChIIo a ChOOIINTE HEKETAHN PEaKIIMU AUPEKTHO Ype3 MoKeTe ChIIo aa
CHOOIIUTE HEXKETTAHH PEaKI[K JUPSKTHO Upe3 HAIlMOHAIHATA CUCTEMA 3a ChOOIIaBaHe, MOCOUCHA B
Appendix V. KaTo cro01maBare HeskeJIaHH PeaKIiU, MOXKETE Jia IafieTe CBOS MPHHOC 32 TOJTyYaBaHe
Ha roBeve HHPOPMAIUS OTHOCHO 0€30MIaCHOCTTA Ha TOBA JICKapCTBO.

5. Kak na cbxpansiBate Mounjaro
[a ce cbxpaHsaBa Ha MSICTO, HEJOCTHITHO 32 ACIIA.

He uznon3Baiite TOBa JIEKapCTBO CJE]l CPOKA HAa TOTHOCT, OTOENA3aH BbPXY €THKETa Ha MHCcajIKaTa U
KapTOHEHaTa OIakoBKa cieq ,,l'ogeH 10:“. CpoKbT HAa TOJHOCT OTTOBapsl Ha MOCIEAHUS IEH OT
IMOCOYEHHS MECEII.

Ja ce cpxpansBa B xnaqmHuK (2 °C — 8 °C). Jla e ce 3ampazsea. HE U3IMOJI3BBAVITE ®JIAKOHA
aKko e Oni 3aMpassiBaH.

Mounjaro Mo>ke Jia ce ChbXpaHsIBa 3BBH XJIAAWIHUKA Ipu Temneparypa mox 30 °C mo 21
NOCJIe0BAaTEIHU JHH, clie]l KoeTo (1akoHa TpsOBa Jja ce H3XBBPIIH.

CobxpaHsBaiiTe B OpUrHHAIHATA OTIAKOBKA, 3a Jla CE TPE/Ia3u OT CBETIMHA.

He u3non3patite ToBa JICKapCTBO, aKO 3366H6)KI/IT6, qe (I)J'IaKOHa, 3alryniajikaTa uin Kamavkarta €
IMOBpCACHA WJIN JICKAPCTBOTO € MBTHO, C IIPOMCHCH LBAT WU CbAbpiKa BUAUMU YaCTULI.

He HBXB’LpHHﬁTe JICKApCTBATa B KaHAJIM3aluATa UJIU B KOHTeﬁHepa 3a JOMAIllHU OTIIaaAbIIn.
Ilonuraitte Bamms q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATd, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC Ha OKOJIHATa Cpeaa.

6. C'b)l'bpmaﬂl/le Ha OnMaKOBKaTa M JOIIbJHHUTEC/IHA I/IH(l)OpMaIII/IH

Kakso cpabp:xa Mounjaro

AKTHUBHO BEIIECTBO: TUP3EMATH]]

- Mounjaro 2,5 mg: Bcexu ¢pnakon cpabpika 2,5 mg tupsenarua B 0,5 ml pasreop (5 mg/ml).

- Mounjaro 5 mg: Bcexu ¢uakoH cpappxka 5 mg tupsenarug B 0,5 ml pazreop (10 mg/ml).

- Mounjaro 7,5 mg: Bcexu dmakoH cpabpxa 7,5 mg tupsenatun B 0,5 ml pazrop (15 mg/ml).

- Mounjaro 10 mg: Bceku dnaxon chaspika 10 mg tup3enarus B 0,5 ml pazteop (20 mg/ml).

- Mounjaro 12,5 mg: Becexu dmakon cpappxka 12,5 mg tupsenatun B 0,5 ml pastBop (25 mg/ml).
- Mounjaro 15 mg: Beeku hnaxon cpaspka 15 mg tupsenarug B 0,5 ml pazreop (30 mg/ml).

Hpyrute cberaBku ca nuHatpueB xuaporendocdar xenraxuapat (E339) , HaTpues xiopua, HaTprueB

XuApoKcHn (3a mombIHUTETHAa HH(OPMAITHS, BIDKTE ToUKa 2 ,,Mounjaro chappika HATpUii*);
KOHIIEHTPUPAHA XJIOPOBOJIOPOIHA KUCEINHA U BOJIa 32 HHKCKIIHH.
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Kak n3raexxna Mounjaro 1 KakBo CbAbp:Ka 0MaKOBKATA

Mounjaro € OUCTBP, O€3IBETEH 10 OJICAOKBIT HHKCKIIHOHEH Pa3TBOP BbB (DJIAKOH.

Bceku ¢uakon cpappka 0,5 ml pa3rBop.

dnakoHa e caMo 3a eJHOKpaTHa ynoTpeoa.

OnakoBku ot 1 dakoH, 4 diaakona, 12 ¢akoHa, rpyrnoBa OmnakoBKa, Chabpxaiia 4 (4 0makoBKH I10
1) dhmakoHa niM rpyrnoBa ONakoBKa, chabprxkaia 12 (12 omakoBku 1o 1) ¢paakona. He Bcuuku BUaoBe
OITaKOBKM MOXK€ J]a ca HAIMYHH BB Barara ctpaHa.

Nrm n CIIPUHIIOBKH HE Ca NPEA0CTABCHU B Ta31 OIIaKOBKa. Ta3u ommakoBka He CbAbpiKa UI'lIh U
CTIPUHIIOBKA.

IIpuTexkaTes Ha pa3pelleHUETO 3a yNOTpeda
Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD Utrecht, Hunepnanmus.

IIpousBoauTe
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, Mcmanus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaI_II/I}I OTHOCHO TOBa JICKApCTBO, MOJIs, CBBPKETC CC C JIOKAJTHUSA
MNPpEACTABUTCII HA TPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTpC6aI

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
Bbnarapus Luxembourg/Luxemburg
TII "Emn JIunu Henepnann" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ter. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELI LILLY CR, s.r.o0. 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.EB.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

194



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

Kvbmpog
Phadisco Ltd
TnA: +357 22 715000

Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija

Tel: +371 67364000

Roménia
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: +421220 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[ara Ha MOCJICAHO MpepasrjacKaaHe Ha JTUCTOBKaTa

JApyru n3rouyHuny Ha nHGopmanus

IToapoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
T0 JIeKapcTBaTa https://www.ema.europa.eu
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JlucroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Mounjaro 2,5 mg/noza KwikPen nH:keKniuoHeH pa3TBOp B IPeIBAPUTETHO HAITbJIHEHA MUCATIKA
Mounjaro S mg/noza KwikPen nnHkeKinoHeH pa3TBOp B IPeIBAPUTETHO HAITbJIHEHA MU CATKA
Mounjaro 7,5 mg/no3a KwikPen uHkeKIHOHEH Pa3TBOP B NMPeIBAPUTETHO HAITbJIHEHA MUCAJIKA
Mounjaro 10 mg/no3a KwikPen un:keKniMoHeH pa3TBOp B NIPeBaPUTEIHO HAIIbJIHEHA IHCATKA
Mounjaro 12,5 mg/no3za KwikPen uH:keKnoHeH pa3TBop B NpeABaApPHTE]IHO HATBJIHEHA
nucajika
Mounjaro 15 mg/no3a KwikPen uH:keKumoHeH pa3TBop B NpeABAPUTEIHO HAbJIHEHA MUCAJIKA
tup3enaTtup (tirzepatide)

V Toszu JIEKapCTBEH MPOIYKT HOJICKH Ha AOIMBIHUTENHO HaOmoaeHne. ToBa e mo3Boiu 0bp30TOo
yCTaHOBSIBaHE Ha HOBa MH(OpMaIus OTHOCHO Oe3omacHOCTTa. MoXkeTe Ja jaieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSIKA HEXENaHa PeaKIys, KOATO CTe MOTYYMIN. 3a HaYMHA Ha ChoOIIaBaHe Ha HEeXKeJaH!
PEaxIuy BIDKTE Kpas Ha TOYKa 4.

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, MPeIH 1a 3all0YHETe 1a U3M0J13BaTe TOBA

JIEKApPCTBO, Thil KaTO TA ChABLP:Ka BaxkHAa 3a Bac undgopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe 1a ce HAIOXKU J1a 5 IPOYETETE OTHOBO.

- AKO UMaTte HAKaKBH OTTBIHUTEITHHI BBIIPOCH, TONKUTaiiTe Barmms iekap, MEIUITMHCKA CECTpa
WM (papMarieBT.

- ToBa nexapcTBo € mpeanucano TnYHo Ha Bac. He ro mpeoTcrrBaiite Ha Apyru xopa. To Moxe
Jla IM HaBpeIy, He3aBUCHMO Y€ TPU3HAIIMTE Ha TAXHOTO 3a00JsABaHe ca ChIUTe KaTo Bammure.

- AKO ToTyYuTe HIKAKBU HEXKEJIAHW PEaKIluH, yBeIoMeTe Barmus iekap, MeUITMHCKA CecTpa
i (hapmareBT. ToBa BKITIOYBA M BCUYKH BH3MOXKHHU HEXEJIAHU PEaKIlnu, HEOMCAaH! B Ta3H
JMcTOBKa. BrokTe Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

1. Kakgo npencraenssa Mounjaro KwikPen u 3a kakBo ce nznomn3sa

2. Kakgro TpsiOBa aa 3Haete, npeau aa usnoyiBare Mounjaro KwikPen

3. Kax ma mzmonmsare Mounjaro KwikPen

4. BBb3M0XXHU HEKEJTaHU peaKLnU

5. Kak na cpxpansiBare Mounjaro KwikPen

6. ChprpprkaHre Ha OTIAKOBKATA U TOMBIHUTEIHA HHPOpMANUs

1. Kakso npencrasiassa Mounjaro KwikPen n 3a kakBo ce u3nosszsa

Mounjaro cpIbpka aKTUBHO BEIECTBO, HAPEUECHO THP3EMATHI, U CE M3II03BA 32 JICUCHHUE Ha
Bb3pacTHH, FOHOLIH ¥ Jielia Ha 10 roguHu U moBeve ChC 3axapeH quadet tun 2. Mounjaro HaMmassiBa
HHUBOTO Ha KpBhBHATA 3aXap B OpraHW3Ma caMo KOTraTo HHBaTa Ha KPbBHATA 3axap ca BUCOKH.
Mounjaro Moske CBIIO J1a CHOMOTHE 32 IPEIOTBPATABAaHE HAa ChPACYHN 3200 sIBAHMS.

Mounjaro ce U3M0JI3Ba U 3a JIeU€HHE Ha Bb3PACTHH ChC 3aTIIBCTABAHE WM HaJHOPMEHO Terio (¢ UTM
Haii-masko 27 kg/m?). Mounjaro Bisie BbPXY PETYJIMPAHETO Ha alleTUTa, KOETO MOKe Ja Bu nomorue
Jla gJeTe I0-MajKo XpaHa U Jja HaMaJIuTe TeJIECHOTO CHU TErJIO.

[Ipu auabet T 2 Mounjaro ce U3MoN3Ba:

- CaMOCTOSITETHO, KOTaTO HE MOXeTe J1a IpueMaTte MeTQOpMuUH (APYro JIEKapCTBO 3a AUA0ET);
- C IPYyTH JIEKapCTBa 3a JUA0ET, KOraTo Te He ca JOCTAaThYHH Ja KOHTPOJIMPAT HUBATA HA
KpbBHaTa 3axap. Te3u Jpyry JeKkapcTBa MOXe Ja ca JIeKapcTBa, IpUeMaHH Mpe3 ycTaTa u/uin
MHCYJINH, IPUIarad 4Ype3 HHKEKTHPaHe.
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Mounjaro ce u31oi3Ba ChII0 3aeIHO C JUeTa U YIPAKHEHUS 3a 0TCIa0BaHe U 3a MOJAbpKAHE Ha
TETJIOTO MO KOHTPOJI IIPU BB3PACTHU, KOUTO MMAT:

- UTM 30 kg/m? unu noseue (3aTIIbCTABAHE) WU

- UTM naii-manko 27 kg/m?, Ho mo-manko ot 30 kg/m? (HaZHOPMEHO TEry0) U 3APaBOCIOBHH
po0JIeMH, CBBP3aHH ¢ TETJI0TO (KaTo mpeaudader, 1uabeT TUI 2, BUCOKO KPbBHO HaJISraHe,
HeoOMyJaifHN HUBa Ha Ma3HUHM B KPBBTA, IPOOJIEMH C AUIIAHETO IO BpeMe Ha ChH, HApPEUCHH
,»OOCTPYKTHBHA CbHHA amHes ', HapylleHa chpAeuHa QyHKIMS WM aHaMHe3a 32 HH(APKT, HHCYAT WIH
npoOJIeMU ¢ KPbBOHOCHHUTE ChJIOBE)

WUTM (uHOexc Ha TenecHa Maca) € Msipka 3a BameTo Teryio cupsimo BucounHata Bu.

[pu nanmenTu ¢ odctpykTrBHA chHHA anHest (OCA) 1 3aTnbeTsiBaHe Mounjaro Moske Jia ce U3M03Ba
ChbC WK 0e3 Tepanus C MOJOKHUTEIHO HAJISTaHE B JUXATECIHUTE IBTHILA.

BaxxHo € 1a Mpoab/DKKUTE 1a ClIeBATe ChbBETUTE 3a JUETA U YIIPaOKHEHUS, fajeHd Bu ot Barms
JIeKap, MEAMIIMHCKA cecTpa Wi (papMarieBT.

2.KakBo TpsidBa 1a 3HaeTe, npeau aa usnoassate Mounjaro KwikPen

He uznonssaiite Mounjaro KwikPen
- aKo CTe aJleprUYHU KbM THP3EMaTH/I WM KbM HSIKOS OT OCTaHAIHNTE ChCTaBKH Ha TOBA
JeKapcTBO (M30pOeHU B TOUKa 6).

IpenynpexaeHus U NpeInasHu MEPKH
I'oBopere ¢ Bamms siekap, MEIUIIMHCKA cecTpa uin (apMaleBT, Ipeu Jia u3mouszBate Mounjaro ako:
- MMaTe TeXKH IPOoOJIeMHU ¢ XpaHOCMIJIAHETO MIIM OCTaBaHE Ha XpaHa B cToMaxa Bu mo-aeiro ot
HOPMAJTHO (BKIIFOUUTEITHO TEXXKa racTporiapesa).
- HSKOTa CTe MMaJIM TTaHKpeaTHUT (Bb3MaleHue Ha MMaHKpeaca, KOeTO MOKe J1a MPUYNHU CHITHA
0oJKa B cToMaxa M rpp0a, KOsITO HE OTMHUHABA).
- #UMare IpobJeM ¢ OUuTe.
- HM3M0a3BaTe CYJI(POHMWIYPEHHO MPOU3BOAHO (IPYTO JICKAPCTRBO 33 qUA0ET) WM UHCYJIUH 3a
Bamms auabert, Thil KaTo MOXe J]a HACTBIIM CHCTOSIHUE, IPU KOETO KPhBHA 3axap € MHOTO
HHCKa (XuroraukeMust). Moxke J1a ce HaJlo)ku Bammsr nexap 1a mpoMeHH /103aTa Ha Te3H APYTH
JIEKapCTBa, 3a Jla HaMaJll TO3H PUCK.

Koraro 3anouBate nedenne ¢ Mounjaro, B HIKOHM CIIy4dal MOXKE Jja HACTHITH 3ary0a Ha TEIHOCTH OT
OpraHm3Ma/IeXupaTaius, Hallp. B CIEICTBHE Ha IOBPBINAHe, raicHe W/IITN AUaphs, KOETO MOXe J1a
JIOBEJIC JI0 HaMaJlsiBaHe Ha ObOpeuHara (yHKIMs. BaxkHO € 1a u30erHeTe qeXuparanusaTa, Kato nueTe
MHOTO TedHOCTH. CBBpKeTe ce ¢ Bammms nexap, ako mMaTe BBIIPOCH MIIH PUTECHEHNUS.

Axo 3HaACTEC, 4 Bu OpeaAcTou orepanus, rnpu KosATo 1Ic 6’LZ[eTC 10 aHCCTC3Us (B CIIAIIO C’BCTOHHI/IG),
Tpﬂ6Ba Ja KaXXCTC Ha Bamms JICKAp, 4€ U3IO0JI3BaTC MOUIlj aro.

Jlena u roHomu

Tosa JICKaApCTBO MOXKC 1a CC U3MO0JI3BA IIpU JIC1a Ha 10 TOAWHU U ITIOBCYEC 3a JICUCHHUEC Ha I[I/Ia6eT THI 2.
[Ipoy4BaHOo € caMo IpH Aela ¢ AMa0CT TUI 2, KOUTO UMAT HaJHOPMEHO TETJIO HIIM 3aTILCTIBAHE MPH
3aro4BaHe Ha JICYCHUETO.

ToBa nexapcTBO HE TPAOBa /1a ce aBa Ha fena rnoj 10-roaniTHa Be3pacT, JIEKyBaHH 3a AUa0eT TUI 2,
U Jera v 1oHomM 1o 18 roauHu 3a HamasiBaHe Ha TETJIOTO, Thid KaTo He € MPOYYBaHO B TE3U
BB3PACTOBHU IPYIIH.

Jpyru jgexaperBa 1 Mounjaro

Tps0Ba na kaxxere Ha Bamms nexap, MeMIIMHCKA cecTpa WK (apMarieBT, aKo H3I0JI3BaTe, HACKOPO
CTE U3IOJ3BAIN WK € Bb3MOKHO J1a U3I0JI3BaTE APYTHU JIEKAPCTBA.

197



bpemenHoct

AKo cte OpeMeHHa, CMATaTe, 9¢ MOXKe J1a CTe OpeMeHHa WM IIaHupaTe OpeMEHHOCT, TOCHBETBAITE
ce ¢ Bamus nekap npenu ynotpebara Ha TOBa JiekapcTBO. ToBa JIekapcTBO He TPsIOBA J1a ce U3I0JI3Ba
0 BpeMe Ha OpEMEHHOCT, Thil KaTo €PEKTUTE Ha TOBA JIEKAPCTBO BBPXY BCE OIIle HEPOACHOTO B
JeTe He ca m3BecTHHU. [lopamu ToBa ce mpenopbryBa 1a mpuaraTte KOHTPALEIIIUS, JOKAaTO U3M0I3BaTe
TOBA JIEKApPCTBO.

KbpMmene

TI/Ip3eHaTI/IZI IMpE€MHHAaBa B KbpMaTa B MHOI'O MaJIKU KOJIMYECTBa 1 HE C€ OYaKBa Jia IPEMHUHE B
KbpMaueTo. AKO KbpMHUTE WIH Bb3HaAMeEpsIBaTe Aa KbpMUTE, TOBopeTe ¢ Bamms nexap, npenu na
U3I0JI3BATE UK 1A MIPOLBIDKUATE Ja U3I0J3BATEe TOBA JIEKAPCTBO.

lodupane u padora ¢ MalIMHK

MaJiko BepOosSTHO € TOBa JICKapCTBO Jia MOBJIHsIe ClIocoOHOCTTa B 3a mogupane u padoTta ¢ MaIlIMHU.
Brnpeku ToBa, ako u3nosizBare Mounjaro B KOMOMHAITUS ChC CYI(MOHUIYPEHHO MPOU3BOJICTBO HITH
WHCYJINH, TOBa MOXKE Ja JIOBEJIE 10 ChCTOSIHUE, IIPH KOSTO KPhBHATA 3aXap € MHOTO HHCKA
(XHIOTIMKEMHUS ), KOETO MOKE Jla HaMaJlk CriocoOHOCTTa Bu 3a KoHIeHTpanus. M30sreaiite
nropupane wiv padoTa ¢ MAlIMHK, aKO MOJYYHTE MPU3HAIM Ha HUCKA KPbBHA 3axap, Harmp.
rJ1aBo0OIHE, CHHIMBOCT, CIA00CT, 3aMastHOCT, YyBCTBO HA TJaJ, 00bPKAHOCT, Pa3Ipa3HUTEIHOCT,
YCKOpEH TyJIC U U3MoTsABaHe (BIKTe Touka 4). Bmkre Touka 2 “IlpemynpexneHus u mpennasHu
MepKH” 3a HH(POPMAIIKs OTHOCHO MOBHILICH PUCK OT HUCKa KpbBHA 3axap. [ oBopere ¢ Bammst nekap,
3a J1a TIOXYYHUTe AOMBIHUTETHA HH(POpPMALIHSL.

Mounjaro KwikPen cbabpska HaTpuid
ToBa jekapcTBO ChABPKA Mo-Mayko OT 1 mmol Hatpuii (23 mg) Ha 1033, T.€ MOXKeE Jla Ce KakKe, ue
MPAaKTHYECKH HE ChABPKA HATPHIA.

Mounjaro KwikPen cbabpaxa 0eH3MI0B a1K0X0
ToBa nexapcTBO ChABPKa 5,4 mg OEH3MIIOB aNKOXO0J BBB Beska 1103a 0,6 ml. bersunoBusT ankoxomn
MOXe€ Ja IIPEeJU3BUKa aJIE€PTUYHU PEaKLHH.

IMocbBetBaiite ce ¢ Bammus nexap, MeUIIMHCKA cecTpa WK GapMaleBT, ako cTe OpeMeHHa WiIn
KbPMUTE WIHA aKO UMaTe YepHoApoOHO mwin 0p0pedHo 3abomnsaBane. ToBa € HE0OXOANMO, 3aI0TO
roJeMHU KOJIM4YeCTBa OCH3UIIOB aJIKOXOJI MOTaT Jia Ce HAaTpymnaT B opraHu3ma Bu u ga npudauHsT
HE)KEJaHU peakuuy (Hape4ueHH ,,MeTa0OoIUTHA aluno3a’).

3. Kak na uznoszBare Mounjaro KwikPen

Bunarm n3nomn3BaiiTe ToBa JIEKapCcTBO TOYHO KakTo Bu e ka3zan Bammsat nekap wim papmareBT. AKO
HE CTe CUTYPHU B Hello, monuTaiite Bamus nexkap wmu GpapmMariesT.

Manko KOIHuecTBO JIEKaPCTBO MOXKE JIa OCTaHE B MUCAIKATA, CJIe]] KATO BCUUKH J03U Ca MPUIOKEHU
npaswiiHO. He ce onmTBaiiTe 1a M3mona3Bare ocTaHanoTo JiekapcTBo. Cien mpuiarane Ha 4YeTBbpTaTa
Jl03a MmucajikaTa TpsiOBa Ja ce U3XBBPJIM Ha TMO3BOJICHO MSCTO.

KakBo KoJin4ecTBO Aa U3M0J13BaTe

Bu3pacTan
e Havanmnata no3a e 2,5 mg BeAHBK CEAMUYHO B IPOJBIDKEHUE HA YETUPH CEAMMIIN.
Crnenx yetnpu ceqmuim BammsT nekap e yBennyu no3ata Bu 10 5 mg BeIHBXK CEIMUTHO.
e BammuaT nexap Moxke Aa MOBUILIM Ao3aTa Bu Ha cTenku 1o 2,5 mg 1o 7,5 mg, 10 mg, 12,5 mg
win 15 mg BeTHBK CEIMUYIHO, aKO € Heo0XxoaumMo. BBB Bcruku cirydan BammwsiT nekap e Bu
Ka)Ke J1a OCTAHETE Ha OIIpeJIeNIeHa 103a OHE 4 CEAMMLM, IPEAN Ja TPEMUHETE KbM NO-BHCOKA
Jo3a.
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IOHomu u aena Ha BB3pacTt ot 10 10 mox 18 rogunu, JekyBanu 3a 1uadet TUN 2
e Havamnata no3a e 2,5 mg BeJHBK CEIMUYHO B IPOIBIDKEHUE HA YeTupu ceamuiu. Cien
YETHPH CEIMUIN BamusT nekap mie yBenuyu 103aTta 10 5 mg BEIHBK CEIMUYHO.
e BammaT nekap MOXKe J]a YBEJIUYH J103aTa Ha CTHIIKHU 10 2,5 mg 70 JocTHTaHe Ha 7,5 mg u
10 mg BeAHBXK CEIMHUYHO, aKO € HeoOxoaumo. [Ipu Bcuuku cinyyan Bamust nekap e Bu kaxe
Jla OCTaHeTe Ha OMpe/IesieHa 1032 TIoHe 4 CeIMUIY, MPEIN 13 MPEMHUHETE KbM IM0-BUCOKA J103a.

He npomensiite no3ara cu, ocBeH ako Bammsr nekap He Bu e xasain.

Kora na npunoxure Mounjaro

MozxeTe na u3non3Bare Bamrara micanka 1mo BCSKO BpeMe Ha A€Hs, HE3aBUCHMO OT XPaHEHETO.
Tps0Ba na s M3MON3BaTE B €IMH U ChIIM JIeH BCSKA CeAMHLA, ako Bu e Bp3MoxkHo. 3a 1a Bu e no-
JIECHO J]a 3alIOMHUTE KOra Jia u31oii3Bate Mounjaro, Moke J1a o 0TOEJIEKUTE B KaJICHAAPA.

Axo e HCO6XO,I[I/IMO, MOZKCTC CBhIIO Oa MPOMCHUTC ACHA OT CCAMUILIATA, B KOITO CH IIOCTaBsITE
MHXCKIIUA Mounj aro, CTura aa ca USMHHAJIA IIOHE 3 JHH OT ITIOCJICAHATAa TaKaBa. CJ'IG,Z[ Karto H36epeTe
HOB JICH 3a MpuJjiaralne, NpoaAb/DKETE C IMPUITIOKECHUCTO BEAHBK CEAMUYHO B TO3U HOB JICH.

Kaxk n1a unskexkrupare Mounjaro KwikPen

Mounjaro ce MHXEKTHpa MOJ] KokKaTa (MOJK0KHA WHXKEKIHs) B 00J1acTTa Ha KopeMa, Hali-MaJKko Ha
5 cm OT IThIIa, WIIK B TOpHATA YacT Ha Kpaka (0eApoTo) WK 3a/IHaTa CTpaHa Ha TOpHaTa 4yacT Ha
pbkaTa. Hskoit mpyr TpsioBa na Bu momorHe, ako keaere 1a MOCTaBUTE HHXKEKITUATA B 3a{HATa
CTpaHa Ha TOpHaTa YacT Ha pPhbKaTa CH.

AKo nckaTe, MOXe Jja N3I0I3BaTe €1HA U Chla 001acT OT TSUIOTO CHU Besika ceaMunara. Ho ce
yBepsiBaiite, ue n30upaTe pasIuuHO MSCTO 32 MH)KEKTUPAHE B PAMKUTE Ha Ta3u 00jacT. AKO
WH)KEKTUpATe U MHCYJIMH, H30epeTe APYro MICTO 32 MHKEKTHPAHETO MY.

[IpoueTere BHUMATENHO ,, YKa3aHUS 32 YIIOTpeda™ Ha MucanKaTa, Ipeau 1a u3noiazBare Mounjaro
KwikPen. Ako cte mox 18-roauiiHa Bb3pacT, nHkekiusTa Mounjaro Moxxe 1a Bu 0blie moctaBeHa oT
JMIle, KOETO ce TPWXH 3a Bac, nnm Mokere caMu a Cu sl HHKEKTUpaTe, ako Bamusr iekap npeneHw,
4e € IMOAXOIILIO.

H3caenpane Ha HUBATA HA KPbBHATA 3axap

Axko n3non3Bare Mounjaro cb¢ cyOHUITYPEHHO POU3BOIHO WIIM HHCYJINH, BaKHO € J]a U3MepBaTe
HHUBATa Ha KPbBHATA CH 3axap CIOpea yKa3aHuATa Ha Bamms jgexap, MeAUIIMHCKA CecTpa MU
(hapmanesT (BrKTe TOUKa 2, ,,[Ipeaynpexxaenus 1 mpeamna3sad MepKu‘).

AKO cTe H3M0JI3BAJIN NOBeYe OT HeoOXoauMaTa 103a Mounjaro

AKO cTe M3I0JI3BaJIM MToBeYe 0T HeoOXorMaTa Jjo3a Mounjaro, ropopere He3abaBHO ¢ Barus nekap.
[IpeBuiaBaneTo Ha J103aTa Ha TOBA JICKAPCTBO MOXKE Ja JIOBEJIE 10 HUCKO HMBO Ha KphBHAaTa Bu 3axap
(XMTIOTTIUKEMHST) ¥ MOXKeE JIa TIPEM3BHIKA raJIeHe WIN MMOBPBIaHE.

AKO cTe ponmycHAJIM 1a u3noJ3sare Mounjaro
AKO CTe NpoITyCHAJIN J]a MHKEKTUPATe 1032 U
e ca MUHAJIU 4 THM WM MO-MAJIKO, OTKaKTO € TpsOBaio Aa n3noia3sare Mounjaro, H3Mon3BanTe
ro BezHara 1mom ce cerure. Ciell ToBa HH)XEKTUPATE ClleABallaTa CH 1032 KAKTO OOUKHOBEHO
B IUTAHHUPAHHUSA JEH.
® 2KO ca MHHAJIM MoBeYe OT 4 IHU, OTKAKTO € TPsAOBaJo J1a n3noi3Bare Mounjaro, He IOCTaBNUTE
nponycHartaTa A03a. HKeKTupaiiTe cieapanara CH 1032 KaKTO OOMKHOBEHO B IUTAHUPAHUS
JIEH.

He mocragsiiTe 1BoiiHa 1034, 32 J1a KOMIICHCUpATE MPOIyCHATaTa 7103a. MHUHIMAITHOTO BpEMe MEXKTY
JIBE JT03M TPsIOBa Ja ObJie MOHE 3 JIHU.
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AKo cTe cnpeiu ynorpedéara Ha Mounjaro
He crmpatite ma n3nonsBare Mounjaro, 6e3 ga roBopute ¢ Bamus iekap. AKO CIIpeTe /1a U3IoI3BaTe
Mounjaro u nmate muabet THi 2, HUBaTa Ha KpbBHaTa BU 3axap MoXe J1a ce MOBHIIAT.

AKO UMaTe HAKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus nekap, MequIIMHCKA cecTpa Win ¢apMareBT.

4. BBb3MOKHH HeKeJTaHU pe€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC [1a MPECAN3BUKA HCIKCIAaHU PCAKIIUU, BBIIPECKU Y€ HC
BCCKM I' ITOJTy4aBa.

Cepuo3HH HexkeJTaH! PeaKIuu

Heuecmu (morar na 3acernar o 1 va 100 gymrm)
- Bwo3nanenue Ha maHkpeaca (OCTbP HAHKPEATUT), KOWTO MOXKE 1a IPUYMHH CHIIHA OOJIKa B
cToMaxa U I'bp0a, KOsITO He OTMHMHABA. 1psA6Ba HE3a0aBHO Jja C€ KOHCYJITUPATE C JIEKap ako
IMMOJIYYUTE TaKKUBa CUMIITOMHU.

Peoku (morat na 3acersat o 1 Ha 1 000 mxymm)
- TexKu ajepruuHu peakiuu (Hamp. aHaQUIAaKTUIHA Peakiys, aHrnoeneM). TpsOBa He3a0aBHO
Jla TIOThPCUTE MEAUIIMHCKA TIOMOIII 1 1a mHpopMupate Bamms nekap, ako momyduTe
CUMITOMH KaTO POOIIEMH ¢ AWIIAHETO, OBP30 MOyBaHE Ha YCTHHUTE, €3MKA /TN T'BPIOTO
ChC 3aTPYIHEHO MPETTIBIIAHE U YCKOPEH IYJIC.

Jpyru HexeJlaHU peakUUH

Mnozo ywecmu (Morat na 3acerHart nosede oT 1 Ha 10 gymm)

- Tapene

- Huapus

- Kopemna 06onka, cho01aBaHa npy MaueHTH, JIEKYBaHU 32 KOHTPOJI HA TErJI0TO, U
NalKUeHTH ¢ TUa0eT TUI 2 ChC ChPACYHOCHIOBO 3a00sIBaHE U NIPW FOHOIIH H JC1Ia, JCKYBaHH
3a quaber Ta 2

- IloBpsiiane, cho0MaBaHO MPHU MAIIMEHTH, JICKYBaHH 32 KOHTPOJI Ha TETJIOTO, IPU MAIUEHTH C
IradeT TUM 2 ChC ChPACYHOCHAOBO 3a00IsIBaHe U NP IOHOIIY H JAela, JEeKYBaHH 3a AuadeT
THIT 2

- 3amek, chO0IIIaBaH NP NAIMEHTH, JIEKyBaHH 32 KOHTPOII Ha TETJIOTO U MPH MAIlUeHTH C
IrabeT TUI 2 CbC ChPACYHOCHA0BO 3a00sABaHe

- Hamaneno uyBcTBO Ha I1aj] (HaMaJIeH arlleTUT), ChOOIABAHO MIPY MAIUSHTH C TUa0eT TUM 2
ChC CHPJICYHOCHIOBH 3a00IIIBaHUS

- UyBcTBO Ha ymMOpa, ChOOIIaBaHO MPH IMAIMEHTH ¢ Aa0eT THUI 2 ChC ChPIACTHOCHIOBH
3a00saBaHUA

Tesu HexenaHu peakuy OOMKHOBEHO HE ca TSKKU. | afieHe, muapus 1 MOBPBITaHE ca HAl-9eCTH IIPU
IIFPBOTO 3aI0YBaHE HAa TUP3ETIATH, HO HAaMaJIsIBaT C BPEMETO IIPH ITOBEUETO MAIUCHTH.

- Huckara xppBHa 3axap (XUIIOTIMKEMHS) € MHOTO YecTa, KOraTo THP3eMaTH]l Ce U3M0J3Ba C
JIeKapcTBa, KOUTO ChIbPrKaT CyJI()OHMITYPEHHO MPOU3BOIHO M/WIIM HHCYJINH. AKO H3IOJI3BAaTE
CyA(POHUITYPEHHO MPOU3BOIHO MM WHCYJIHH 3a JUa0eT THII 2, MOXKE /1a Ce HAJIOKH 103aTa UM
Ja ObJie HaMaJleHa, I0OKaTo U3M0JI3BaTe Tup3enaTuy (BuxTe Touka 2 , Ilpenynpexaenus u
npeanasHu Mepku'). CHMIITOMHTE Ha HUCKA KPhBHA 3aXap MOXKE Ja BKIIIOYBAT I1aBO0OHE,
CBHJIUBOCT, c71a00CT, 3aMasHOCT, YyBCTBO Ha I'JIaJl, 00bPKaHOCT, Pa3pa3sHUTEITHOCT, YCKOPEH
IMyJIC ¥ M3NOTsBaHe. Bammsr nekap TpaoBa na Bu kaxe kak Aa JeKyBaTe HUICKUTE HUBA Ha
KpbBHa 3axap.
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Yecmu (mMorart aa 3acerrar 10 1 Ha 10 myrmmm)

Hucka xpbBHA 3axap (XHIIOTJIMKEMHUS ), KOTATO THP3ETIATH]] 3a JICUCHHUE Ha aArabeT THI 2 ce

M3II0JI3Ba €THOBPEMEHHO C MET(HOPMUH U HHXHUOUTOP HAa HATPUEBO-TITFOKO3HUS

KOTpaHcIopTep 2 (Apyro JeKapcTBO 3a quader).

Hucka kpbBHA 3aXap (XUMOTITUKEMHST), KOTaTO TUP3EMATH]I CE U3II0NI3Ba CAMOCTOSTEIIHO C

MeT(hOPMHUH TP FOHOIIH U Aela ¢ 11adeT TUI 2

AneprudHa peaknus (CBpbX4yBCTBUTEIHOCT) (HAIp. OOpUB, CHPOEK U eK3eMa)

3aMasHOCT, ChOOIIIaBaHa MPH MAIMEHTH, JIEKYBaHH 32 PETYJIMpaHe Ha TErI0TO

Hucko kpbBHO HajsiraHe, CHO0IABAHO TPU MAIIMEHTH, JICKYBaHH 3a PETyJUpPaHe Ha TErJIOTO

Hamaneno uyBCTBO Ha riiaj] (HaMaJieH alleTHT), ChOOIaBaHO MPH MMAIUEHTH, JICKYBaHU 3a

nuaber tvm 2

KopemHa 0onka cho0I[aBaHa py Bb3pacTHU MAIMECHTH, JICKyBaHH 3a JUa0eT THIT 2

[ToBprIane cho0IIaBaHO MPY BE3PACTHH MAIUSHTH, JIEKYBAaHH 32 MuabeT THII 2 — TOBa

0OMKHOBEHO HAMAJISIBa C BPEMETO

Jlomo xpanocMusane (AUCHETICHS)

3armnek, choOIIaBaH NpY NAIMEeHTH, JICKYBaHH 3a quadeT THIT 2

IMomyBaHe Ha cToMaxa

Opursane (epyKranus)

I'a3oBe (MeTeopu3bM)

Pediykc wiu cToMaliHu KHCENMHH (HapHuaHo ollie racTpoesodareanna pedaykcHa 6omnecr -

I'EPB) — 3a0omnsBaHe, Ipy KOETO CTOMAIIIHA KUCETTHHA CE BPBIIA OT CTOMaxa KbM

XpaHOIPOBO/A.

Koconan, cho01aBan npy MalyenTy, JEeKYBaHH 3a PEryJIMpaHe Ha TerJIoTO

YyBCTBO Ha yMOpa, ChOOIIABAHO NP MAIMEHTH, JICKYBAaHH 3a AUA0ET THIT 2 ¥ PEeryJIupaHe Ha
TETJI0TO

Peakimu Ha MSCTOTO Ha MHKEKTHpaHe (HAIp. CbpOEK HITH 3a4ePBABAHE)

YckopeH myJc

[ToBuIIeHN HYUBA HA TAHKPEATUYHUTE CH3UMH (KAaTO JIMMAa3a U aMuiia3a) B KPbBTA.

[oBuilleHN HUBA HA KAIIUTOHUH B KPBBTA MIPU MAIUECHTH, JICKYBaHH 32 KOHTPOJI Ha TETJIOTO

Heuecmu (morar na 3acersar o 1 va 100 mymmm)

Hucka xpbBHa 3axap (XUIOTIMKEMHSI), KOTATO TUP3ETATH]I CE M3I0J3Ba ¢ MET(HOPMUH 3a
JICYCHUE Ha qUa0eT THIT 2 IPU Bh3PACTHH MAIlUCHTH.

KambHE B sXKIBhUKaTa

Bb3maneHue Ha JKITBUHUS MEXYP

HamansBane Ha TE€rJI0TO, ChOOIIABAaHO NPU NAIMCHTH, JICKyBaHH 3a JuadeT THIl 2

Bonka Ha MJCTOTO Ha MH)KCKTHPAHE

[loBumenn HUBA Ha KANIWTOHWH B KPBBTA IIPH BH3PACTHU MAIMEHTH, JIEKYBaHH 33 AHA0ET THII
2 u 3a OCA cbC 3aTIBCTIBaHE

IIpomeHeHO ycelane 3a BKyC

IIpomsHa B 9yBCTBUTEITHOCTTA Ha KOXKaTa

3abaBsHEe Ha M3MPA3BAHETO HA CTOMAaxa

Cho01aBaHe HA HeKeJIAHU peaKIuu

AKO TIOJTyYHTe HAKaKBU HEXEJIaHU JIEKAPCTBEHH PEAKIINH, yBeoMeTe Bammmst nexap, MeIuInHCKa
cecTpa i ¢apmareBT. ToBa BKIIOUBa BCUYKH BH3MOXKHHI HEOTIHCAHHU B Ta3H JMCTOBKA HEXXKETaHH
peaknuu. Moxere ChIIo Ja ChOOIINTE HEXKEITAHN PeaKIUU JUPEKTHO Ype3 MoxKeTe ChIIo /a
CHOOIINTE HEXKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, TOCOYCHA B
IIpunoxenne V. Kato cro01maBare HeXXeIaHA PEaKIIMK, MOXKETE J1a TaJIeTe CBOSI IIPUHOC 3a
MoJTyJaBaHe Ha MoBeue MH(POpPMAIHI OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.
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5. Kak na cexpansiBate Mounjaro KwikPen
Jla ce chxpaHsiBa Ha MSCTO, HEJIOCTHITHO 32 JICTa.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOITHOCT, OTOEIsI3aH BbPXY €THKETa Ha MHcalKkara u
KapTOHEHaTa OlakoBKa ciien ,,l'ogeH mo:*“. CpoKbT Ha TOJHOCT OTTOBAps Ha TOCICTHIS ICH OT
MOCOYEHUS MECEIL.

Jla ce cohxpansiBa B xuamquiauk (2 °C — 8 °C). Jla ne ce 3ampassisa. HE M3IIOJI3BAUTE
[MNCAJIKATA axo e 6una 3ampassBaHa.

Crnen mbpBara ynotpeda Mounjaro KwikPen moxke na ce chxpansisa B xiaamiauk (2 °C — 8 °C) unu
M3BBH XJIAAWIHUK pu Temnepatypa nox 30 °C no 30 aHu, cieq KoeTo nucaykara TpsoBa J1a ce
U3XBBPIH.

He n3non3BaiiTe ToBa JICKapCTBO, aKO 3a6eHC)KI/ITe, YcC nmucajikarta € noBp€acHa Uin JICKapCTBOTO €
MBTHO, C IPOMCHCH LBAT UK CbABbPiKAa BUAUMHU YaCTHUIU.

He u3xBbpisiiTe nekapcTBaTa B KaHAIM3alMATa WIM B KOHTEHEPA 3a JOMAIIHU OTHAAbIH.
[lonwuraiite Bamms hapmarieBT kKak Jja H3XBHPIATE JIEKApCTBAaTa, KOUTO Beue He u3noiseare. Te3un
MEPKH L€ CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATa Cpeaa.

6. CpabpskaHue HA ONIAKOBKATA M I0NbJIHUTEIHA UHopManus

KakBo cbabp:xa Mounjaro KwikPen

AKTHBHO BEIIECTBO: TUP3ETATH/]

Mounjaro 2,5 mg/ooza KwikPen: Besika mo3a ceappika 2,5 mg tup3enatun B 0,6 ml pazrop. Besika
MHOT0J1030Ba MPEIBAPUTEIHO HAITbJIHeHA ITUcAIKa Chbprka 10 mg tup3enarua B 2,4 ml (4,17
mg/ml). Besika mucanka mocrass 4 1o3u oT 2,5 mg.

Mounjaro 5 mg/0oza KwikPen: Besika no3a cwabpika 5 mg tupsenatua B 0,6 ml pasreop. Besika
MHOT0JI030Ba MPEIBAPUTEIHO HAITBITHEHA MTUcANIKa Chbpika 20 mg tup3enaruy B 2,4 ml (8,33
mg/ml). Besika mucanka moctaBs 4 10o3u OT 5 mg.

Mounjaro 7,5 mg/ooza KwikPen:Bcsika no3a cbabpxa 7,5 mg tupsenatun B 0,6 ml pasrBop. Beska
MHOT0/I030Ba MPeIBapUTEIHO HAITbJIHeHA MTUcalika chabpka 30 mg tup3enaruy B 2,4 ml
(12,5 mg/ml). Besika mucanka gocrasst 4 go3u ot 7,5 mg.

Mounjaro 10 mg/ooza KwikPen:Bcska no3a ceaspka 10 mg tup3enarun B 0,6 ml pazteop. Besika
MHOT0/I030Ba MPEIBAPUTEITHO HAITbJIHeHA ITHUcalika chabpka 40 mg tupsemarua B 2,4 ml (16,7
mg/ml). Besika nucanka nocraes 4 no3u ot 10 mg.

Mounjaro 12,5 mg/0oza KwikPen: Besika no3a ceappixka 12,5 mg tupsematun B 0,6 ml paztBop.
Bcesika MHOT0/1030Ba IpeABapUTEIIHO HAITBJIHEHA MTUCAIKa chabpxka 50 mg tupsenarua B 2,4 ml
(20,8 mg/ml). Beska nucanka goctasst 4 nosu ot 12,5 mg.

Mounjaro 15 mg/ooza KwikPen:Bcsika nosa ceaspika 15 mg tup3enarun B 0,6 ml pasteop. Besika
MHOT'01030Ba MPEABAPUTEIHO HAITbJIHEHA Mucaika chabpka 60 mg tupsenatun B 2,4 ml (25 mg/ml).
Bcsika nucanka goctast 4 1o3u oT 15 mg.

Hpyrute cberaBku ca nuHatpueB xuaporenpocdar xenraxuapat (E339), 6enzunos ankoxon (E1519)
(Bmxte Touka 2 ,,Mounjaro KwikPen cbabpika OSH3WIOB alIKOXOMI" 32 JOITBJIHUTEIIHA HHPOPMAIIHS),
rMLepos, PeHoJ1, HATPUEB XJIOPHU, HATPUEB XUIPOKcH (BUxkTe Touka 2 ,,Mounjaro KwikPen
CBHABPKA HATPHUIT 32 JOMBJIHUTENHA HHPOPMAIHA); KOHIIEHTPHpaHa XJIOPOBOIOPOIHA KUCENIUHA U
BOJIA 32 NH)KEKILIUH.
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Kak n3raexxna Mounjaro 1 KakBo CbAbp:Ka 0MaKOBKATA

Mounjaro e OUCTBp, O€31IBETEH A0 0JIeTOKBIAT HHKEKITMOHECH Pa3TBOP B IPEIBAPUTEITHO HAITBIIHCHA
nucaika (KwikPen).

Bceska mucanka KwikPen cpabpika 2,4 ml umkekimonex pa3teop (4 no3u no 0,6 ml) 1 u3aumrek 3a
3apexaaHe.

Wrnn He ca BKIIIOYCHU.

OnaxkoBku 1o 1 u 3 nmucanku KwikPen

He Bcruku BHIOBE OMAaKOBKH MOTaT Ja ObJaT HATMYHK BHB Bamara crpana.

IIpure:karesa Ha pa3pelIeHHETO 32 yOTpeda
Eli Lilly Nederland B.V., Orteliuslaan 1000, 3528 BD Utrecht, Hunepnanmus.

IIpounsBoauTen

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, Mcnanus

Lilly France, 2, rue du Colonel Lilly, 67640 Fegersheim, ®paniust

Millmount Healthcare Limited, Block 7 City North Business Campus, Stamullen, K32 YD60,
Wpnangus

Millmount Healthcare Limited, IDA Science And Technology Park, Mullagharlin, Dundalk, Co.
Louth, A91 DETO, Upnanaus

3a fonbIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpEe/ICTAaBUTEN Ha MPUTEKATEIIS Ha pa3pelieHreTo 3a yrnorpeoda:

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
Bbnarapus Luxembourg/Luxemburg
TII "Enu JIunu Henepnaun" 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 repubvlika Magyarorszag

ELI LILLY CR, s.r.o0. 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
EApGoa Osterreich
OAPMAXEPB-AIAAY A.EB.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
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France
Lilly France
Tel: +33-(0) 1 5549 34 34

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

Kvbmpog
Phadisco Ltd
TnA: +357 22 715000

Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija

Tel: +371 67364000

Portugal
Lilly Portugal Produtos Farmacéuticos, Lda
Tel: +351-21-4126600

Roménia
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: +421220 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 IOCJCIHO NMpepasrjaeckaaHe Ha JIMCTOBKaTa

JApyru n3trouyHuny Ha nHGopmManus

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus

o JekapcTeara https://www.ema.europa.eu
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Yka3anus 3a ynorpeda

MHoro1030Ba NpeBapuTEIHO HATbJIHEHA MTUCATIKA
Besika mucanka cbabpika 4 QUKCHPAHH A03H, 110 €HA 1032 CeIMUYHO.

Mounjaro 2,5 mg/no3a KwikPen nHskeKuMoHeH pa3TBOP B IPeABAPUTEIHO HAINbJIHEHA MUCAJIKA
Mounjaro S mg/noza KwikPen nHkeKkIImoHeH pa3TBOP B NPeIBAPUTEHO HAINbJIHEHA MHCATKA
Mounjaro 7,5 mg/noza KwikPen uH:keKIlHOHEH PAa3TBOP B MPeIBAPUTETHO HANNBJIHEHA MUCATKA
Mounjaro 10 mg/no3a KwikPen un:keKkumoHeH pa3TBop B IpeJBapUTEIHO HAIIbJIHEHA M CAIKA
Mounjaro 12,5 mg/no3a KwikPen nHxkeKknnoHeH pa3TBop B NPeABAPUTEHO HAITBJIHEHA MHCATKA
Mounjaro 15 mg/no3a KwikPen nH:keKnMoHeH pa3TBOp B NpeABAPUTEIHO HATBJIHEHA MUCAJIKA
Tupzenatu

Te3u ykazaHus 3a yrnorpeda chabpxkaT HHQOpMalus Kak aa ce nmkektupa Mounjaro KwikPen

|

I_l 4 0
(s o

Baskna undopmanus, KosiTo TpsAOBa 1a 3HaeTe, mpeau Aa nH:kekTupate Mounjaro KwikPen.

[Ipouetere Te3u yka3aHus 3a ynoTpeda v JIUCTOBKATA, IPEIH 1a 3aMI0OYHETE J]a HHKEKTHPATE
Mounjaro KwikPen u Bceku mbT, KOraTo mojydyaBaTe HOBa mucajika. Mose J1a uMa HOBa
uHpopMarms. Tazu uHPopManus He 3aMeHs HeOOXOIMMOCTTa OT pa3roBop ¢ Barms iekap,
(hapmarieBT wiM MEAUIIMHCKA CECTPA OTHOCHO BareTo 3a0omnsBaHe Wiy IieUeHUE.

Mounjaro KwikPen e MHOTr0/1030Ba IipeiBapUTEIIHO HAITBJIHEHA MTUCAJIKA 33 €HOKpaTHA yroTpeoa.
IIncankara cpabpika 4 pukcHpaHu 1034, N0 eHA 1032 ceAMUYHO. IH)XeKkTHpaiiTe cenMuYHaTa
WHXEKIIHSI IO/ KOKaTa (TIOJKOXKHO).

Crnen u3non3BaHe Ha 4-Te 103U U3XBBPJIETE MHUCATKATA, BKIIOUUTEIHO HEU3MOI3BAHOTO JIEKAPCTBO.
[TucankaTa 1ie B MOMPEYH Aa HAOEPETE ITbJIHA 1034, CJIC KaTO CTE CH IMOCTABWIN 4 CEAMUYHU JIO3H.
He nmxexTupaiiTe ocTaHAIATO KOJIUYECTBO OT JIEKapCcTBOTO. He mpeXBhpIistiiTe 1eKapCTBOTO OT
Bamara nucanka B CIpUHIIOBKA.

He cniopensiire Bammus Mounjaro KwikPen ¢ apyru xopa, opu ako uriiata Ha micajkara € CMEHEeHa.
Mo:ke 11a 3apa3uTe APYruTe Xopa CbC CEPUO3HA MH(EKIUS WIN a4 MOTy4UTe CEPUO3HA HH(EKIUS OT

TAX.

Hespsmu xopa nin xopa, KOUTO UMaT MpoOJIeMH ChC 3pEHHUETO, He TPsAOBa Ja U3MOI3BaAT MUCcaIKaTa
0e3 moMoIITa Ha JIrIle, O0yYeHO /1a U3I0JI3BA MMHCANIKATA.
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OnucaHue HA YaCTUTE HA MUCAJIKATA

YacTu Ha mucaiakata Mounjaro KwikPen

Hdbpxay Ha Tsto Ha MNunukatop 3a
Kamauka Ha nucamkara ITatpon  martpon MHCcajIKaTa Jo3arta
1 i —

' - = E\ [ LJE"‘D [ fo,
T | |

Kinric Ha byran Etuker [Ipo3opue 3a Byrtown 3a

Kanaukara (MprABMIABA CE HATIPE] C BesKa J03ara UHKEKTUpPaHE

HHXKEKITUS )
YacTu 32 Urjia Ha MUCAJIKATA
(He ca BKJIIOUEHH MTJIN)

~\
i YepBeHO BBTPELIHO

YIUIBTHCHUC

Broumien
ArJjIaTa

|¢
—
=1
=

Mnpeamna3suTesl Ha IPCATIasuTelI Ha

Brrpemen

Urna XaptueHo (oo

urijiara

m%®

CusBmectuma ¢ KwikPen urna 3a mucanka (Ako He 3HaeTe KakBa Uria
3a MUcaJika Jia u3Moj3BaTe, ropopere ¢ Bamms iekap)
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Yactu Ha nucaakata Mounjaro KwikPen

HAbpxay HA Tsmo Ha Hunukatop 3a

Karmauka Ha mucaikaTa [Marpon  TTaTPOH nrcankara no3ata

"
e = I

\ 1
Kiunc na byrano ETuket [Ipozopue 3a ByroH 3a
Karaykara (mpuaBHIKBa Ce HANIPE C BesKa J03aTa WHKEKTHPaHEe
WH)KEKIIUS)

i YepBEeHO BHTPEIIIHO

VILTBTHCHHE
YacTH 32 UIJIa HA MHCATTKATA

@ (He ca BKJIIOYEHH UIJIH)
N
"

=
) 5 —] %%
y,
Bramren Borpemen
npennasmren a TPEATIAsHTEN Ha Hrma XapTtreHo (oo
HIIaTa HTJIaTa

CoBmectuma ¢ KwikPen nrna (Ako He 3HaeTe KakBa Urja 3a Imucaika
Jla U3M0JI3BaTe, ToBopeTe ¢ Bamms exap)

KoncymaTtuBu, Heo0XoaumMu 3a mocTtaBsiHe Ha BamaTa uHxekuus

Mounjaro KwikPen

CwBmectuma ¢ KwikPen urna nucankata (AKo He 3HaeTe KakBa WrJia 3a Mucaika Jia
U3M0J3BaTe, ToBopere ¢ Bamms nexap)

Tammon, Mapiis Wiu napye namyk

KownTeitnep 3a u3XBbpIIAHE HA OCTPHU MPEAMETH W JOMaKUHCKU KOHTEHHED

IoaroroBka 3a un:xexkTupane Ha Mounjaro KwikPen

-

N\ Crpnka 1:
@ @) e VI3MuiiTe pBLETE CH ChC CAITyH M BOJA.
@)
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He u3nonsBaiite Te3u

‘:lMapKHpOBKI/I Kato

HAWKATOPH 3a 103a

\_ ) P,

.

N S

a. BoHIIEH
npeanasuTes1 Ha
HrJaTa

0. BoTpemen

NnpeanasuTe Ha
urJjarta

Crbnka 2:
e 3nppmaiiTe kamaykaTa Ha nrcankata 0e3 ga
sl OT'bBATE.
e [IpoBepere nucankara u etukera. He
U3M0J3BaiiTe, aKo:

- HMETO Ha JIEKapCTBOTO WIIH
KOHULCHTpauuAaTa HE OTroBapsAT Ha
MPEIHCaHOTO OT Bamus nekap.

- THUCAJIKaTa € C U3TEKBJ CPOK Ha TOJTHOCT
(Tonen 10:) WK U3TJIEKAA TIOBPEICHA.

- JIEKapcTBOTO € 3aMpa3sBaHo, UMa
YaCTHIIN, MBTHO € WU € C IPOMEHEH
uBsAT. Mounjaro TpsiOBa 11a € 6e31uBeTeH
JI0 OJICIOXKBIIT.

Crtbika 3:
e 30BpIrere 4epBEHOTO BHTPEUTHO
YILTBTHEHHE C TAMIIOH.

Crbnka 4:

e WU30epere HOBa MI/Ia 32 mUcajka. Bunaru
M3II0JI3BAiiTe HOBA WIJIA 3a TIMCAJIKa 32 BCSIKa
WHKEKITHS, 3a J]a TpeIoTBpaTuTe NH(EKIUN
Y 3aIyIIBaHE HA UTIUTE.

e OrcrpaHeTe XapTUECHUCHOTO (GO0 OT
BBHIITHAA MIPEINa3UTel Ha UIJIaTa.

Crpnka 5:
e HarucHere uriara ¢ Kanmaykara JUPEKTHO
BBPXY MHUCAJIKATA U 5 3aBbPTETE, JOKATO CE
3aTETHE.

Crtbnka 6:

a. Mznppraiite BbHITHUSA pEANa3uTeN Ha
WrIiaTa u ro 3amasere. Toii e Obne
W3II0JI3BaH MOBTOPHO.

0. HM3nabpmaiiTe BBTPEIIHUS MPEAMAa3UTEI HA
WTJIaTa ¥ TO U3XBBPIIETE.
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3AJIPBIKTE
5 cek.

J

Crtonka 7:

3aBbpTeTe OaBHO OyTOHA 32 MHKEKTUPAHE,
JIOKaTo 4yeTe 2 HPAKBAHUS U B

MIPO30PUETO 32 J03aTa CE MOKAXKE E
yAb/DKEeHA TUHUA. ToBa € Mo3uIMsITa 33
3apexaane. Moe Ja ce KOpurupa upes
3aBbpTaHe Ha OyTOHA 32 HHIKEKTUPAHE BHB
BCSIKA OT JIBETE MOCOKH, JTOKATO MO3UIIHAATA
3a 3apekKIaHe Ce U3PaBHH C MHAUKATOPA 32
J103aTa.

Ctonnka 8:

HpwxTe Bailara nucanika ¢ uria, HacoueHa
Harope.

ITorynaiiTe BHUMAaTEIHO AbprKaya Ha
MaTpoHa, 33 J]a ChOepeTe Bh3AyITHUTE
MeXypueTa B rOpHaTa 4acT.

Crbnka 9:

209

I/IBHp’bCKaﬁTe MaJIKO JICKapCTBO BBB
Bb31lyXa, KATO HATHCHETE O0yTOHA 3a
HH)KEeKTHPaHe, 0KaTo CIIpe, CJIe TOBa
0aBHO mpedpoiiTe 10 5, KaTO He
oTHyckare 0yTOHA 3a HHXKEKTHPAaHe.
HUxonara @ TpsiOBa 1a ce BUXK/Ia B
po30opueTo 3a fo03ara. He HHXeKTUpalTe B
TAJIOTO CH.

3apexaaHeTo IpeMaxBa Bb3AyXxa OT IIaTpoHa
W rapaHTupa, 4e BamaTa nucaika pabotu
paBWiIHO. Bamara mucainka e 3apefeHa, ako
MAaJIKO KOJIMYECTBO JIEKAPCTBO U3JIE3€ OT
BbpXa Ha UIJIaTa Ha MUCAJIKaTa.

- AKo Bce oIIe He BIKIATe JIEKapCTBO,
MOBTOPETE CTHIKHU 7-9, HE MOBEYE OT
omie 2 IIbTH.

- AKo Bce oIIe He BHKIATe JIEKapCTBO,
CMEHETE UIJlaTa Ha MUCcaJIKaTa 1
MOBTOPETE CTHIKHU 7-9, HE MOBEYE OT
omie | mBT.

- Axo Bce oIIe He BIKIaTe JEKapCTBO,
CBBPIKETE CE€ C MECTHUS IPECTABUTEI
Ha Lilly, moco4eH B mucToBkara.



IMocTaBsine Ha uHkekua Mounjaro KwikPen

4 ~ N\ Crbika 10:
e 1I306epere MACTO HA UHXKEKTHPAHE.
a. Bwue wm Apyr 4OBEK MOXe Jia
° WH)XEKTHpATE JICKapCTBOTO B
4 o0JacTTa Ha KOpema, Haif-MaJKo
—[— Ha 5 cm OT rbIa, WK OeIpPOTO.
0. [pyr yoBek TpsOBa na Bu
- w MOCTAaBU MHXKEKIIMATA B TOPHATA
a. Ornipen 0. OT3an 4acT Ha pbKaTa OT 3a]HaTa i
CTpaHa.
e CwmeHsniiTe MICTOTO HAa UHXKEKTUPAHE
BCsIKa ceaMuIia. Moxe J1a U3I0JI3BaTe
chIlara 00JIacT OT TSUIOTO CH, HO CE
yBepeTe, e cTe U30pajiu pa3audaHo
MSICTO Ha MH)KEKTHPaHE B Ta3u
obnacr.

4 N\ Crbnkal11:
e 3apbppTeTe OYTOHA 3a MHIKEKTUPAHE,
JTIOKATO CIpe ¥ UKOHATa 1] ce noxase
B Ipo30pueTo 3a no3ara. Ukonara
= Ep NMoKa3Ba MbJHA /103a.
)

LB B

3aBLpTeTe
. P AT,

Crnnka 12:
a. BbBejere uriiara B Ko)kaTa CH.

0. HxekTHpaiiTe 1€KapcTBOTO, KATO
HaTHCHeTe OYyTOHA 32 HHIKEKTHPaHe,
JOKAaTO cIipe, cJie] KoeTo 0aBHO
npedpoiiTe 10 S, KaTO HE OTIyCKaTe
OyToHa 3a nHKekThpane. MikoHara

TpsiOBa J1a ce TOKaxe B
IPO30PUETO 3a J103aTa, Ipeu Ja
OTCTpaHHTE UIJIATA.
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Crtonka 13:

Caen nocraBsine Ha nH:kekuuss Mounjaro KwikPen

£

\

OTcTpaHeTe Uriiara OT KoJKara CH.
HannaueTo Ha Karnka J1IekapcTBO
BBPXY BbpXa Ha WIJIaTa € HOPMAJHO.
ToBa HaMa ja moBiuse Ha go3ara Bu.
YBepere ce, ue uKoHaTa fo] e
MIPO30PUYETO 3a J103aTa.

AKO BWKJaTe HKOHATa [o] s
MPO30pYETO 3a 103aTa, Bue cte
TIOJTYYHIIH IThJTHATA 11034,

AKoO He BIKIaTe HKoHaTa fo] s
MPO30PYETO 3a J103aTa, IOCTABETE
urjiata oopaTHO B KOKaTa CH U
3aBbplIeTe nHxekuusara. He
n30upaiite OTHOBO J03a.

AXo Bce ol1le CMsTaTe, Y€ He CTe
MOJTyYMIIH IThJTHATA J103a, He
3amoyYBanTe OTHAYAIO U HE
MOBTapSANTE MHXKEKIUATA. 3a TOBEYe
nH(popMarus BIkTe ,,ChXpaHsBaHe Ha
Mounjaro KwikPen® unu ,,Yecto
3aJlaBaHU BBIIPOCH .

Crtbika 14:

AKO BUINTE KPBB, CJIe]l KaTO U3BaIUTE
UrjaTa OT KoXaTa CH, IPUTHCHETE JIEKO
MSICTOTO Ha MHXKEKTHPaHE C MapJIsl UK
napue namyk. He pa3repkBaiiTe MACTOTO Ha
UH)KEKTUPaHE.

Crbika 15:

BuumarenHo nocraBete 06paTHO BBHIITHUA
MMpCATNIa3sUuTCII Ha Urjarta.

Crbnka 16:
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Pa3BuiiTe urnara c npeanasuTens u s
MOCTaBeTE B KOHTEWHEP 32 OCTPH MTPEIMETH
(Bwxre ,,U3xBbpnsiHe Ha Mounjaro KwikPen
Y UTJINTE 32 THUcaka™).

He cbxpansiBaiiTe nucankara ¢ IpUKpereHa
uria, 3a 1a IpeoTBpaTuTe N3THYaHe,
3aIylBaHe Ha UIJlaTa U HAaBIKM3aHE Ha
BB3AYX B IHCAIKATA.



Crbnka 17:

e IlocraBeTe 0OpaTHO KamaykaTa Ha
- He cpxpansBaiite mucankara 6e3
g v 0 I NpUKpEneHa Kanayvka.
N\ _J

CbxpansBane Ha Mounjaro KwikPen

Heusno/3sBanu nucaaku:

e CpxpaHsBaliTe HEM3MOJI3BAHUTE MUCATKH B XJIAAWIHUK Tipu TemiepaTtypa 2°C o 8°C.

e Hewusnon3BaHWTE MHUCATKU MOTAT Ja C€ U3IOJI3BAT JI0 M3THYaHE HAa CPOKA Ha TOJTHOCT, OTIeYaTaH
Ha eTHKETa, aKo MUcaNIKaTa € Oniia ChXpaHsBaHa B XJIAUITHUK.

e He 3ampassBaiite Bamara mucanka. M3xBspiieTe nucankara, ako € Ouiia 3aMmpassBaHa.

HN3non3BaHu nucaiaku:

e MoxeTe 1a chXpaHsBaTe H3MOJA3BaHATa mucaaka B xyamuiHuK (2°C no 8°C) nin u3BbH
XJIAJUIHUK Ipu TemmepaTtypa nof 30°C cien MHKEKTHPAHETO.

e (CopxpaHsBaiiTe MUCAIKATa U UTIUTE CH Ha MACTO, HEIOCTHITHO 32 JCIa.

o I/I3XB"[>pJ'IeTG mucankara 30 gHu cien obpBaTa yHOTpGGa, HC3aBUCHMO OT OCTAaHAJIOTO KOJIUYCCTBO
JICKApCTBO B IMHACAJIKATaA.

o I/I3XB"[>pJ'I€TG nucajiKkaTa CJICA MOJTy4YaBaHC Ha 4 cenmuunn 103u. OMUTHT 3a HWHIKCKTHPAHC Ha
OCTaHAJIOTO KOJIMYCCTBO JICKAPCTBO MOKE J1a JOBEAC A0 HCII'bJIHA /103a, BLIIPCKU Y€ B IHMCAJIKAaTa
BCC OLIC€ MMa OCTaHAJIOTO KOJIMYECTBO JICKApPCTBO.

OcTaHa/10 KOJIMY€eCTBO JIEKAPCTBO: =

. Cren kKaTo MPUKIIOYATE C YeTBBPTATA CH HHIKEKIHSA, 111e :

BHJWTE MAJIKO OCTaHAJI0 KOJMYECTBO JEKAPCTBO U TOBA € HOPMAIHO. o

ToBa ocTaHano KOIUYECTBO JIEKAPCTBO rapaHTUpa, Ye MucajakaTa b d

paboTH MPaBHITHO. LATETEND)
- I3xBBpreTe nucaakara. - [ROIMHECTBO
- Benpeku 4e B mucankarta Bce OIlle MMa OCTaHaJI0 KOJIMYECTBO N7 ‘]:::;aep;z:;)

JICKapCTBO, HE C€ OIMTBAKMTE Ja HWHXCKTHUPATC OCTAHAIOTO
JICKApCTBO. OnutseT 3a HWHXCKTHPAHC Ha OCTAHAJIOTO KOJINYCCTBO
JICKApCTBO MOXKE Ja JOBEAC N0 HCIIbJIHA O03a.

HM3xBbpasine Ha Mounjaro KwikPen u uriimre 3a nucajaku

e JlocraBeTe M3MOI3BAHUTE UIJIM 32 IIUCAIIKA B KOHTeﬁHCp 3a U3XBBPJIAHC HA OCTPU NPCAMCTU UIIN
TBBPJ IJIaCTMACOB KOHTGP’IHCp CbC 3allIMTCH Kallak.

L He HBXB’LpJ’IHﬁTe HEe00e30IMaCeHH UTIIH 3a IIUCAKa B KOHTeﬁHCpa 3a OUTOBU OTIaabIiH.
L I/I3XB’LpHeTC HM3II0JI3BaHaTa IMUcajika Cliopea yKa3zaHuATa Ha Bamms MCIUIIMHCKH CIICIHUAJINCT.

e [lonwmraiite Bamms MCIUIMHCKU CTICHUATUCT 34 Bb3MOXKXHOCTUTC 34 IPABUJIHO U3XBBPJIAHC HA
KOHTeﬁHepa 3a OCTpH NPEAMETH.

e He pCHHKHHpaﬁTC H3I10JI3BaHUA KOHTGP’IHep 3a OCTpH IMPESAMETH.
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YecTo 3a7aBaHu BBIIPOCHA

e AKO HE MOJXKETE Jla CBaJIMTE KarmaJykaTa Ha nmucaljikaTta, BHUMATCIIHO 3aBBPTETEC KallaykKaTa Ha
MucaJjikaTa Ha €AHAaTa U Ha ipyraTta CTpaHa 1 CJIC TOBa A PIBI[’BpHafITe JAUPCKTHO.

e AKO HE MOXETE Ja 3aBbPTUTC KOIMUCTO 3a JO3UPAHEC, JOKATO B IMPO30peLa 3a JO3UPAHC HE CC
IIOSABHU EI

— U3XBBPJICTC NHUCAJIIKATA, BKIIFOYUTCIIHO HCU3IIOJI3BAHOTO JICKAPCTBO. Bb3MokHO € B mucaikara Ja HE
€ OCTaHaJIO AOCTAaThYHO JICKApCTBO, 3a Ja C€ JaA€ IIbJIHA 1034a. He ce onuTBaiite 1a HWHXXCKTHUPATC
OCTAaHAaJIOTO KOJIUYCCTBO JICKAPCTBO.
e Axo GYTOHa 3a MHXXCKTHUPAHC CC HATHUCKA TPYAHO:

— M0-0aBHOTO HATHCKAHE HA KOITUETO e yJICCHU MHIKCKTHUPAHCTO.

— HUIJIaTa MOXC a € 3aIllylICHa. IlocTaBeTe HOBa Urjia u 3apeaACTC MrUcajIKara.

— MOXEC Jla UMa IIpax, XpaHa WM TCHYHOCT BBTPE B IIHMCAJIKATA. I/ISXB’LpJIeTC IrcaJiIkaTa 1 B3CEMCTC

HOBa.

e AKO UMare JOMBJIHUTEIHN BBIIPOCH WK npodnemu ¢ Mounjaro KwikPen Torasa cebpikete ce ¢
Lilly nnu ¢ Bammus nexap, MeJUIMHCKA cecTpa Win GpapMaieBT.

MeaunuHCKH KajJeHaap

Uznonszeaiite Mounjaro KwikPen exun [TocTaBsaM cemMuyHaTa cu 032 Ha NATUTE TO-TOIY.
BT CEAMUYHO.

Hamnwiere feHst oT ceaMuIiata, KOUTo

CTe U30pan 3a MOCTaBAHE HA

nHxekuusaTa. Muxexktupaiite Ha TO31

JICH BCsIKa ceMulIla (Hampumep: (Hden/Mecenr) ([en/Mecen) ([en/Mecen) ([en/Mecen)
TTOHEICITHHK ).

I[aTa Ha IOCJCIHO NMpepasrjaekaaHe
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