HPUJIOKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JJEKAPCTBEHUSA ITPOAYKT

Ozempic 0,25 mg UHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBIHCHA MHUCATKA
Ozempic 0,5 Mg HHXEKIMOHEH Pa3TBOP B MPEIBAPUTETHO HAIIBIHEHA ITHCATKA
Ozempic 1 mg MHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBJIHEHA THCATKA
OzempicC 2 mg UHXEKIIOHEH Pa3TBOP B MPEIBAPUTEIHO HAMTbJIHEHA TTHCATKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ozempic 0,25 mg MHXKEKIIMOHEH Pa3TBOD

Enun ml ot pazrBopa ceabpxa 1,34 mg cemarnmytun (semaglutide)*. Enna npensapurento
HaITbTHEHA MTUcallka ChAbpka 2 mg ceMarnytua® B 1,5 ml pasrBop. Besika no3a ceabpxa 0,25 mg
cemarimytug B 0,19 ml pasrBop.

Ozempic 0,5 mg MHXKEKIMOHEH PA3TBOD

Enun ml ot pazrBopa ceabpxa 1,34 mg cemarnmytun (semaglutide)*. Enna npensapurenno
HaITBITHEHA NI CAIKA ChABpKa 2 mg cemartytua® B 1,5 ml pasrop. Besika no3a ceabpixa 0,5 mg
cemarimytug B 0,37 ml pa3rBop.

Ozempic 1 mg MHKEKIMOHEH Pa3TBOD

Enun ml ot pazrBopa ceabpxa 1,34 mg cemarnmytun (semaglutide)*. Enna npensapurenso
HaITBTHEHA MTUcaliKa chAbpka 4 mg cemarnytua™ B 3,0 ml paszrBop. Besika o3a chabpxa 1 mg
cemarimytug B 0,74 ml pa3rBop.

Ozempic 2 mg MHKEKIMOHEH PAa3TBOD

Enun ml ot paztBopa cbabpika 2,68 mg cemarnytun (semaglutide)*. Enna npensapurenso
HaITbTHCHA MUCAlTKa ChABpKa 8 mg cemarnytua* B 3 ml pa3rop. Besika no3a cpappixa 2 mg
cemarmytug B 0,74 ml pa3rBop.

* AHAJIOT Ha YOBEIIKH NIFoKaroHonoaooeH nenrtua-1 (GLP-1), mpor3BeneH B KISTKH OT
Saccharomyces cerevisiae o pekomounantHa JIHK TexHomorus.

3a IBIHUS CIUCHK Ha MOMOIIHUTE BEIIECTBA BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WnxeKunoHeH pa3TBop (MHXKEKLIHS)

Buctop 1 Oe3uBeTeH Wiv No4YTH OS3I[BETEH, H30TOHUYEH pa3tBop; pH=7 4.
4. KJIMHUYHU JAHHU

41 TepaneBTHYHH MOKA3ZAHUSA

Ozempic € IMOKa3aH 3a JICUCHUEC Ha Bb3paCTHU C HE3AJOBOJIIMTEIIHO KOHTPOJIHMPAH 3axXapCH JII/Ia6eT THIT
2 KaTo JOIIBJIHEHHUE KbM JIMETA U YIIPaKHCHU L

b KaTO MOHOTEpalusd, Korato MeT(bOpMI/IH CC CUHMTA 3a HEMOAXOIAII nopaan HEMOHOCUMOCT UIIN
IIPOTUBOIIOKA3aHUA

. KaTo JON'BJIHEHUE KbM JIPYTH JIEKAPCTBEHHU NPOLYKTH 32 JIeUEHHE Ha I1aber.



3a PE3IYITATUTE OT U3NUTBAHUA 10 OTHOILICHHUEC HA KOM6I/IHaL[I/II/I, e(beKm BBPXY INIMKEMHUYHUS
KOHTPOJI U ChbpACYHOCHA0BU C’B6I/ITI/I$I, KaKTO U 3a U3CJICABAHUTC IIOITyJIallMN, BUKTC TOYKU 44, 45u
5.1.

4.2 J103MpoBKA M HAYWH HA MPHUJIOKEHHE

203I/IQOBK3

Hauamnara no3a e 0,25 mg cemantyTia BeqHBK ceqMuano. Criea 4 ceqMuiy o3ara TpsioBa aa ce
noBuiny Ha 0,5 mg BenHbx ceamuyuHo. Crnen noHe 4 ceMUIM MPUIIOKeHHE Ha 1032 0,5 BeTHBK
CEJIMMYHO J103aTa MOJKE J1a CE MOBUINHK Ha | mg BeTHBXK CEAMUYHO, 3a J1a CE IMO00PY TOITBITHUTEITHO
TIIMKEMUYHUAT KOHTpou. Cren noHe 4 ceAMUIIY PUIIOKEHNHE Ha /1o3a 1 MY BeAHBK CEAMUYHO J03aTa
MOXe JIa C€ TIOBUIIH Ha 2 MJ BEAHBK CEIMIYHO, 32 Ja C€ TIOA00PH JOMBIHUTEITHO TIMKEMUATHHS
KOHTPOIJL

CemarmyTun 0,25 mg He € mogabpikaiia no3a. He ce nmpemopsuBat ceAMUYHY T03U HATl 2 mg.

Koraro Ozempic ce 106aBst KbM CBILIECTBYBAILA Tepanusi ¢ METHOPMHUH U/UIIH THA30IUINHINOH, UIN
KbM HHXHOUTOP Ha HATPUEBO-TIIIOKO3HUS KoTpaHcnoprep 2 (SGLT2), mpueMbT Ha HacToOsIIATa 1034
MeT(HOPMUH H/UIK THA30JIMAUHANOH, WK nHXuouTop Ha SGLT2 Moxe Aa npoabbku 0e3 IpoMsHa.

Koraro Ozempic ce m106aBsi KbM CHIIECTBYBAIIA TEPAITHS CHC CYI(POHUITYPEHHI MPOU3BOHH HITH
WHCYIUH, TpsI0Ba Ja ce mMa MpeIBU/I MOHKaBaHe Ha J103aTa CyI(DOHIITYPEIHO TPOU3BOTHO HITH
WHCYJIVH, 33 J]a C€ HaMaJll PUCKBT OT XHUIIOTJIMKEeMUs (BXK. TOUKkH 4.4 u 4.8).

He e HeoOx011M CaMOKOHTPOIT Ha TIII0K03aTa B KPBBTA 3a afantupane Ha no3ara Ozempic.
CaMOKOHTpOJ Ha TIIFOKO3aTa B KPBhBTA € HEOOXOIMM 32 a/IallTUpaHe Ha J03aTa CyJI(OHIITYPEITHO
MPOM3BOJTHO M MHCYJIMH, 0COOEHO KOTaTo ce 3anovHe Tepanus ¢ Ozempic, a MHCYTMHBT ce HaMallu.
IIpenoppuBa ce HaMaISIBAHETO HA MHCYJIMHA JIa CTaBa MOCTETIEHHO.

Ilponycnama dosa

Axko OBJie poIycHarta 103a, T TpsA0Ba Jia ce MPWIOKH Bb3MOXKHO HAM-CKOPO ¥ JI0 5 THU Clie
npoIrrycHarara j1o3a. AKO ca M3MHHAIIM [TOBEYE OT 5 JTHHU, POITyCHATaTa jio3a He Tps0Ba Ja ce
npuiara, a Jia ce MpoJb/KU ChC CIeBAIATA 7032 B JICHS OT pefoBHUs rpaduk. [Tpu Bcuuku ciydan
HAIMCHTHT MOJKE J1a Bh300OHOBH PEIOBHOTO MPUJIaraHe BEIHBK CCIMHYHO.

IIpomsana na Oens Ha npunazane

[Ipn HEOOXOAMMOCT AEHSAT HAa CEAMUYHOTO MPUIIOKEHUE MOJKE J]a CE IPOMEHS, CTUT'a HHTEPBAIBT OT
BpeMe MEXy JIBe J103H Ja € noHe 3 auu (>72 vaca). Cieq n30MpaHeTo Ha HOB JICH, MPHJIaraHeTo
BEIHBK CEIMUYHO TPsIOBA Ja MIPOIBIIKU.

Cneuuafmu nonyaayuu

Cmapuecka evspacm
He e HeoOxoamumo ajanTupaHe Ha 103aTa Bb3 OCHOBA Ha Bb3pacTTa. TepaneBTHYHUAT ONUT IPU
NAIMEeHTH > 75-TOAMIIIHA BB3PACT € OTPaHuieH (BXK. TOUKa 5.2).

bvbOpeuno yspescoane

He e HeoOxouMo ajjanTupaHe Ha J103aTa MpU NAIUEHTH C JIEKO, YMEPEHO HITH TEXKO OBOpEeYHO
yBpexnane. OMUTHT OT yrnoTpedara Ha CeMariayTH I TIPH MAI[USHTH ¢ TEKKO ObOPEUHO YBPEKIAHE ©
orpannyeH. CeMariyTH/]l He ce IpenopbuBa 3a yrnorpeda Mmpu NanueHTy ¢ TepMUHaTHA OB0peuHa
HEJOCTaThYHOCT (BXK. TOUKa 5.2).



YeprodpobdHo yepesicoatie

He e HeoOXx0aMMO ajianTipaHe Ha J103aTa [P MALUEeHTH C YepHOIPOOHO yBpekaane. OMUThT OT
yrnorpebara Ha CeMarIyTH] IIPH MalMeHTH C TEKKO YePHOAPOOHO YBpexkIaHe € orpannyeH. [Ipu
JIeYEeHHE Ha Te3U MALMEHTH ChC CEMATyTH I € HEOOXOAMMO TTOBHIIIEHO BHUMaHHE (BXK. TOUKa 5.2).

Ileouampuuna nonynayus
BezonacHocTTa M eUKacHOCTTa Ha ceMarily T/ IIPY JAela U I0HOIIHX 1o 1 8-roquiHa Be3pacT Bce

Ollle HE ca yCTaHOBEHU. JIumcBaT TaHHMU.

Hauun Ha npunosxeHue

[ToaxoxHO TIpUIIOKEHHE.

Ozempic ce HHKEKTHpa IMOAKOKHO B KOpeMa, O€/IpOTO W TOpHAaTa JacT Ha pbkara. MsCcTOTO Ha
WHKEKTUpaHe MOXKeE Jla ce MpoMeHs 0e3 afanThpane Ha Jo3ata. Ozempic He TPSIOBa Ja ce mpuiara
WHTPABEHO3HO WU HHTPAMYCKYITHO.

Ozempic ce mpuara BeJIHbX CEIMUYHO TI0 KOETO U JIa € BpeMe Ha JIeHS, ChC WK Oe3 XpaHa.

3a IombIHKUTEIHA HH(OPMAIIMS OTHOCHO IPUJIOKSHUETO BIDKTE TOUKa 6.6.

4.3 IIpoTuBoOMOKA3aAHMS

CBpPBXYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIM KBM HSIKOE OT MOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

44 CpoenmaJHM NpeaynpeskIeHus U MpeIna3Hu MepPKHU MPU ynoTpeda

IIpocnemumoct

3a 1a ce momo0OpH MPOCISIUMOCTTA HA OMOJIOTMYHUTE JICKAPCTBCHU MPOJIYKTH, UMETO U TAPTHTHUST
HOMeEp Ha MPHJIOKEHUS MPOAYKT TPsOBa SICHO J]a Ce 3alKCBaT.

O0mm

CemarnyTun He TpsIOBa Jja ce U3IMOJI3Ba MPU MAIMEHTH ChC 3aXapeH AuadeT TUIl | win 3a JiedeHue Ha
nuaberHa keroanumposa. CeMariayTu He € 3aMecTuTell Ha nHeynmHa. ChoOiasa ce 3a AuadeTHa
KETOoaIu,103a Py WHCYJIMHO3ABUCHMH TIAIMEHTH, IPU KOUTO UMa OBP30 CITUpaHe Ha MHCYJINHA WITH
HaMaJIsIBaHEe Ha J103aTa UHCYJINH, KOraro € 3arnouHato jeuenne ¢ GLP 1 penentopen aroHucr (Bx.
Touka 4.2).

JIunicBa onuT Npu MalMEHTH ChC 3aCTOMHA ChpAeuHa HegocTarbuHoCT Kinac [V no NYHA u 3atoBa
CEeMariyTu He ce MpenopbyBa Py Te3H MallUeHTH.

CroMalrHo-4YpeBHH ehekTH

Ynorpebara Ha GLP-1 perientopHy aroHUCTH MOKE Jia € CBbp3aHa ChC CTOMAIITHO-UPEBHH HEXKEJIaH!
peaxiuu. ToBa TpsOBa Ja ce UMa MPEBUL IPH JICUCHUE Ha TAIMEHTH C HapylleHa Ob0pedHa
(yHKIMS, THH KaTo raJIeHeTo, MOBPBIIAHETO U AUAPUATA MOTAT Ja IPUIHNHAT JeXUIpaTaIHs, KOATO Ja
JIOBEJIe JI0 BiIOIIaBaHe Ha ObOpedHara QyHKUus (BK. Touka 4.8).



OcTbp NaHKPEATUT

Octpp mankpeatut ¢ HaOMroAaBaH npu ynorpedara Ha GLP-1 penenropuu aronuctu. [larmenTure
TpsiOBa J1a ObIaT MH(QOPMHUPAHU 32 XapaKTEpPHUTE CUMIITOMH Ha OCTPHS MTaHKpEaTHT. AKO
CBIIECTBYBAT ChMHEHHS 32 MAHKPEATHT, yIoTpedaTa Ha CeMariyTh]] TpsIOBa 1a Obe MpeKpareHa, a
aKO ChMHEHUSITA Ce MIOTBBP/IST, JICYCHUETO ChC CEMAryTH I He TpsiOBa a Oblie noxHoBsiBaHo. [Ipu
NAlMeHTH C aHAMHE3a 3a TIAHKPEeaTUT TPsIOBa Jia ce MOIX 0K BHUMATEITHO.

XHUIIOTIUKEMHUS

[Tpu nanmeHTH, 1eKyBaHU ChC CEMAryTH]] B KOMOUHAIINS ChC CYI(DOHMITYpEHHN IPOU3BOIHN HIIH
WHCYJIMH, € Bb3MOKHO J1a UMa HOBUIICH PUCK OT XUMOTIUKEMHUSL. PUCKBT OT XUIIOTTIUKEMUS MOXKE Ja
O'bJic TOHMKEH Upe3 HamallsiBaHe Ha JI03aTa Cya(OHUITYPEHHN MPOU3BOAHU UM UHCYIIUH MPU

3aM104YBAHC HaA JICYCHUC CBC CCMarylyTu/g (B)K. TOYKa 48)

JlnabeTHa pETHHOIATHSI

IIpu nanmenTtyu ¢ tnabeTHa PETUHONATHS, JIEKyBaHU C MHCYJIUH U CEMariayTH/], € HalIroaaBaH
MOBHUIICH PUCK OT pa3BUTHE Ha yCIIOXKHEHUS Ha TuabeTHa peTuHomnaTus (Bx. Touka 4.8). HeoOxoanmo
€ TMOBMIIIEHO BHUMAHUE MPH U3M0JI3BaHE Ha CEMariayTH IPH MalMeHTH ¢ [ruadeTHa peTHHONATH S,
JIEKyBaHU ¢ MHCYJUH. Te3u nauueHTy TpsOBa Ja ce MpociensBaT BHUMATEIHO U /1a Ce JIeKyBaT
cb00pa3HO KIMHUYHUTE yKazaHus. bbp30T0 nogo0psBaHe HAa ITIMKEMHYHNS KOHTPOJI € CBBP3aHO C
BPEMEHHO BIIOIIABAHE HA AMa0eTHATAa PETUHOMIATHUS, HO APYTH MEXaHU3MU HE Morar Ja Obaat
M3KITIOYCHH.

HsiMa onut OT j1e4eHHeTo ChC ceMartyTu ] 2 My Mpy MalyeHTy ¢ 1uadeT THH 2 ¢ HEKOHTPOJIUpaHa U
MOTEHIMAIHO HEeCTaOMIHA Ana0eTHA PETUHOMATHS U 3aTOBa ceMariyTu 2 My He ce MpenopbyBa Mpu
TE€3U MALUEHTH.

CoabprkaHue Ha HATPUH

To3u nekapcTBeH MPOAYKT ChABpPKa Mo-Manko oT 1| mmol Harpwuii (23 mg) Ha 1034, T.€. MOXe J1a ce
Kake, 4e MPaKTUUECKH HE ChIbpXKa HATPHUil.

45 B3aumojeiicTBHe ¢ IpyTrH JieKapCTBEeHU MPOAYKTH U APyru ¢GopMu Ha B3auMo/elicTBHE

CemarnyTun 3a6aBs M3MPa3BaHETO HA CTOMAaxa M MOJKE JIa TMOBIUsIE BLPXY CKOPOCTTa Ha abcopOIus
Ha CHIIBTCTBAIIO MPUJIATaHK MEPOPATHH JIEKApCTBeHU NPoaykTH. CeMariyTu ] TpsOBa Ja ce U3mos3Ba
C TIOBUINICHO BHUMaHHE TP MAIUSHTH, TTPUEMAIIH TTEPOPATTHH JICKAPCTBEHU MPOIYKTH, KOUTO
M3HMCKBAT Obp3a CTOMAIIIHO-YPEBHA a0COPOITHSI.

ITapaneramon

dapMakOKHHETHKATa Ha MapareTaMmodI 1o BpeMe Ha TECT ChC CTaHJApTU3MPAHO XpaHEHe MOKa3Ba, 4e
cemMantyTuz 3a0aBsi CKOpPOCTTa Ha U3MNpas3BaHe Ha ctomaxa. Cien cppTeTBaa ynorpeda ¢ 1 mg
cemantyTua, AUCo-60min 1 Cmax Ha MaparieTaMoJ ce IOHUKaBaT cbOTBETHO ¢ 27% u 23%. He ce
nopnusiBa obmiara ekcrio3unus Ha napameramol (AUCo-sh). [Ipu nedenne cbe cemarnyTun 2,4 mg He
ce HabI0aBa KIMHUYHO 3HAa4MM €()EeKT BbPXY CKOPOCTTa Ha U3Mpa3BaHe Ha CTOMAaxa Cie[
20-ceMUYHO MTPHUIIOKEHHUE, BEPOSTHO Topaau edekT Ha npuBukBaHe. He e HeoOXoaumo afantupane
Ha JI03aTa IapaueTaMmoll, KOraTo ce mpujara CbC ceMariayTU.



IlepopanHu KOHTpALIENTUBHA

He ce ouakBa cemarityTu 1a moHn>kaBa eeKra OT NePOPATHU KOHTPALCTITUBY, Thi KaTO CEMariyTH]l
HE POMEHS ISUIOCTHATa KCIO3UIMS Ha €TUHWIECTPAIHOJI M Ha JIEBOHOPTECTPEN 10 KIMHUYHO
3HaYMMa CTETEH NPU eTHOBPEMEHHOTO MYy NPUIIOKEHNE C KOMOMHHUpPaH NepopajieH KOHTPaLeITHBEH
nexkapcrBeH npoaykr (0,03 mg erunmnectpaauon/0,15 mg neBoHoprectpen). He ce nopmmsiBa
eKcro3unusATa Ha eTuHmiectTpaaunoi. Habmronasa ce 20% noBuIeHre Ha €KCIIO3UIMATA Ha
JIEBOHOPTECTPEI B CTAIIMOHAPHO cheTosiHKUE. He ce moBmusiBa Cmax HA KOETO U /12 € OT ChEJUHEHUSATA.

AropBacraTud

CemarnyTu He IPOMEHS 00L1aTa eKCIO3UIKS Ha aTOPBACTaTHH CJIel IPUIaraHe Ha eJHOKpaTHa 032
aTopBacTaTuH (40 mg). Cmax Ha aTopBacTaTUH HaMailsiBa ¢ 38%. ToBa € OLIEHEHO KaTO KIMHUYHO
HE3HaYUMO.

EI/IFOKCI/IH

CemarnyTuI He IpoMeHs o011ara eKCrmo3unus WM Cmax HA TMTOKCHH CIIEJT €IHOKpPATHA J103a
nurokcuH (0,5 mg).

Merdopmun

CemarnyTun He mpoMeHs oomiara eKcrno3uiys MM Cmax HA MeTGOpPMUH ciien npuiarade va 500 mg
JIBa TbTU AHEBHO 3a 3,5 AHHU.

BaDd)aDI/IH U APYTH KYMAapHHOBH IIPOW3BOJHH

CemarnyTun He mpoMeHs oomiara ekcrno3uys WM Cmax Ha R- 1 S-Bapdapun cnen enHokpaTHa 1032
BapdapuH (25 mg), a papmakonuHaMuyHMTE eeKTH Ha BapdapuH, U3MEPEHU Ype3 MEKITYHAPOIHOTO
HopMaim3upano otHoreHue (INR), He ce moBnmsBaT MO KIMHUYHO 3HAYMM HauuH. Bepeku ToBa ce
cpoOIIaBa 3a ciaydau Ha HamaneHoO INR mpu chITBTCTBAILO NPHIOKEHNE Ha alleHOKYMapOoJl |
cemariytua. [Ipu 3anouBaHe Ha JieueHHEe ChC CEMArIyTH/ IIPH MALMEHTH Ha Bap(hapuH WIH APYTH
KyMapHWHOBH MIPOMU3BOIHH CE TPEropbuBa 4ecto mpocieassane Ha INR.

46 ®eprnanteT, GPeMEHHOCT U KbpMeHe

Kenu ¢ ACTCPOJICH IMMOTCHIIHUAJL

[IpenopbuBa ce *KeHHUTe ¢ AeTepOIeH MOTEHIIHAI Ja U3M0I3BaT KOHTPALENIUs 110 BpeMe Ha
JICYCHUETO CHC CeMAaryTH]I.

Bpemennocr

[IpoyuBanmsiTa IpU KUBOTHH MTOKA3BAT PEMPOAYKTHBHA TOKCUYHOCT (BXK. TOUKa 5.3). Mma
OTpaHUYEHH JJAaHHU 32 yImoTpedaTa Ha ceMariyTH]| IpH OpEMEHHU JKEeHH. 3aTOBa CEMArIyTH] He
TpsiOBa J1a ce mpuJiara o BpeMe Ha OpeMeHHOCT. AKO MallMeHTKa xejae J1a 3adpeMeHee WK HaCThITN
OpeMEeHHOCT, CeMarTy TH]T TPSOBA J1a ce MpeKpaTu. JIedeHneTo che ceMarmyTu TpsAOBa Ja ce mpeKpaTu
MOHe 2 Mecella NMpey TUIaHupaHaTa OpeMEeHHOCT MOPaJIu IBJITHS My TTOTY>KHBOT (BXK. TOUKa 5.2).

Kspmene

IIpu urbXxoBe ceMariayTH] CE €KCKpeTupa B MIIAKOTO. T'bii KaTO HE MOXKE 14 C€ U3KIIFOUH PUCK 3a
KbpMayeTo, ceMariyTH I He TpsOBa a ce U3M0JI3Ba B [IEpHOia HAa KbPMEHE.



Depruiirer

EdexrbT Ha cemarnyTu BBpXy QepTHUINTETA IIPH XOpa He € n3BecTeH. CeMariayTua He BIIHSE BBPXY
(hepTunMTEeTa HA MBXKKH ITEX0BE. [IpH KEHCKH MITHX0BE ca HAONII0/]aBaH! YAbIKaBaHe Ha eCTPAITHHSI
[IMKBI U CIT1a00 HamalisiBaHe Ha Opos OBYJIALMHU TPH J03HU, CBBP3aHU ChC 3ary0a Ha MalunHOTO
TEJIEeCHO TerIo (BXK. TOUKa 5.3).

4.7 EdekTn BHPXY CIOCOOHOCTTA 32 MI0(UpPaHe U padoTa ¢ MAITHHH

CeMartyTu He TTOBJIHsIBA WITH TTOBJIHSIBA TPEHEOPEIKMMO CIIOCOOHOCTTA 3a modupaHe u padora ¢
MmamuHu. Korato ce n3mon3sa B KOMOMHAIUS ChC CyN(OHUITYPEHHN TPOU3BOIHU WIH WHCYIINH,
MaIMeHTHUTE TPSIOBA 1a ObAAT MpeIyNpekKIaBaHu J1a B3eMaT MPeAra3Hu MEPKH 3a N30sATBaHE Ha
XUIOTIMKEMHS, JIOKAaTO MO(UpaT Ui W3I0JI3BaT MaIllMHU (BXK. TOUYKa 4.4).

4.8 HexeslaHM JIEKAPCTBEHH PeaKIIUN

Pesrome Ha mpodmia Ha 0e30I1acHOCT

B 8 uznurBanms ¢aza 3a 4 792 nanuieHTH ca eKCIIOHUPaHU Ha cemariayTua A0 1 mg. Haii-gecro
CHOOIIABAHNTE HEXKEIIAHU PEAKIIMU B KITMHUYHY U3MUTBAHUS Ca CTOMAITHO-YPEBHH HAPYIIICHUS,
BKJTFOUUTEITHO TaJieHe (MHOTO YeCTH ), fuapus (MHOTO YeCTH ) U TIOBphInane (dectn). Tesu peaknun
O0OMKHOBEHO ca CJTabK WM YMEPEHH I10 TEXKECT U ¢ KpaTKa MPOIbIIKATEITHOCT.

TabauucH CIUCHK HA HEXKCTAHUTE PCAKIINK

Tabnuna 1 npencTaBs HEXEAHUTE PEaKIMK, YCTAHOBEHH BB BCUUKU M3MHUTBaHMS (ha3a 3
(BKJIFOUMTEITHO JBITOCPOYHOTO U3IMMTBAHE 32 CHPICYHOCHIOBH PE3YJITaTH) U OT MOCTMAPKETHHIOBH
CHOOIICHHUS TP MAIMEHTH ChC 3aXapeH AUadeT TUI 2 (IOBIHUTETHO OIHUCAHU B Touka 5.1).
YecroTuTe Ha HEXKETAHUTE PEAKIUK (C M3KITIOUYCHHUE HA YCIOKHEHHUS TIPH uabeTHaTa peTUHOMATHS,
BXK. Oenexkata moJ inHus B Tabmuia 1) ce ocHOBaBaT Ha cOopa OT U3MUTBAaHUATA (a3a 3a, KOSITO He
BKITIOYBA U3MHMTBAHETO 3a ChPACYHOCHIOBU PE3YTATH (32 JOTBIHUTEITHA OJPOOHOCTH BUIKTE TEKCTA
o1 TabJIMIara).

Peaknuure ca n30poeHu Mo-10JTy 10 CHCTEMO-OpTaHeH Kiiac 1 abCooTHA yectoTa. YectoTure ca
OTIpeIeNieH:, KakTo ciieqea: MHOTO ecTr (>1/10); wectu (=1/100 mo <1/10); mewectn (=1/1 000 mo
<1/100); penxu (>1/10 000 mo <1/1 000); muOTO penku (<1/10 000) u ¢ HensBecTHa YecToTa: (OT
HATMYHUTE JAHHU HE MOXe Ja ObJie HalpaBeHa oreHka). [Ipu BesAko rpymupaHe B 3aBUCMOCT OT
YEeCcTOTaTa HEXKEIAHUTE PEAKIIUK ce M30pOsSBAT B HU3XOIAII PE/ IO OTHONICHUE HA TSIXHATA
CEPHUO3HOCT.

Tao6auna 1 YecToTa Ha HeKeJIaHU PC€AKIMHA HA CEMATVIYTH

Cucremo- MHoro yecTH Yectn Heuectn Peaxkn | C
OpraHeH KJjac HeH3BeCTHA
no MedDRA 4ecToTa
Hapywmwenus CBpbxuyBcTBU | AHaduI
HAa HMYHHaTa TETHOCT" aKTUYHA
cucremMa peakuus
Hapymenus Xunornukemuss® | XUMOTIMKEMUS"
Ha npu ynorpeoda ¢ npu ynorpeba ¢
MeTa00JIM3Ma | WHCYJIMH WIIH IpyTH
U XpaHEeHeTo cynQoHMITYypeliHH | TepopatTHi
MIPOU3BOTHA aHTUINA0CTHH
JeKapcTBa
(OAD)
Hamanen
amneTuT




Cucremo- MHoro yecTH Yectn Heuectn Peaxkn | C
OpraHeH KJjac HEeHM3BeCTHA
no MedDRA yecToTa
Hapywenust 3amaiiBane Hucreysus
HA HEPBHATA
cucreMa
Hapywenus VYcnoxuenus
HA OYMTe Ha nrabeTHa
peruHOMaTUS
Chbpaeunn [oBurena
HapyLIeHHs! ChpACYHA
4yecTora
CromauiHo- I'anene IToBpsbiIane OcTtpp UpepHa
YpeBHH Huapus AOnoMHHANIHA | TTAHKPEATUT HENPOXOJUM
HapyLIeHUs! Oonka 3abaBeHO oct"
AOmomMuHaTHA | W3Mpa3BaHe Ha
JUCTEH3Us cTOMaxa
3amex
Jucnencus
T'actput
I'actpoesodare
ajnHa
pedmykcHa
Gosect
Opursane
QnaryneHums
XenaTo0onam- Xonenurnasa
apHu
HAapyLIeHHs!
Hapywenust Anruoenem’
HA KOKaTa
NOKOKHATA
ThbKaH
O6mm Ymopa Peaknun Ha
HApYILUCHUS U MSICTOTO Ha
edexTn Ha WHXEKTUPaHE
MSICTOTO HA
NPHUJI0KEHHE
Nscaensanus IToBuieHa
nurnasa
IToBuieHa
amuiasa
ITonmxeHo
TErJI0

9 XUIOIIIMKEMHUs, OINpEleIeHa KaTo TeXKa (Hajgaraiia MOMOLL OT JAPYro JIMIE) WIM CUMIITOMATU4HA, B
KOMOUMHaIMsI ¢ KpbBHA ItoKo3a < 3,1 mmol/l.
9 VcnosxHeHuaTa Ha 1uabeTHA PETUHONATHS ca KOMOMHALUS OT: (POTOKOAry/Iallksl Ha PETMHATA, JICYEHHE C
HHTPABUTPEATHY CPEIICTBA, KPHBOM3IIHMB B CTHKIOBUIHOTO TSIIO, CBhP3aHa ¢ AnabeT crenoTa (C KaTeropus

Heqecm). YecToTara € Bb3 OCHOBA Ha U3IUTBAHETO 3a CbpACYHOCHAOBU PE3YJITATHU.

®) 'pyIIOB TEPMHUH, IOKPHBAIL ChIIO HEKETAHH ChOUTHS, CBbP3aHHU ChC CBPBHXUYBCTBHTEIHOCT, KATO OOPUB 1

ypTHKapHs.

” OT NOCTMapKETHHIOBY ChOOLIECHHS.

2-200UUHO UBRUMBANE 30 CbDPOCYHOCHOOBU PE3VIMAmU 1 0e30nacHocm

IIpu momymnanusra ¢ BUCOK ChbpI€YHOCHIOB PUCK NPO(MIBT Ha HEXKENAHUTE PEaKIMU € OA00CH Ha

TO3M, HAOMIOaBaH B OCTAaHAIMTE U3NUTBaHUA (a3a 3a (omucaH B Touka 5.1).




Onmucanue Ha I/I36[221HI/I HCEKCJIAHU PCAKIINU

Xunoenuxemus

He ca nabnronaBanu enm30/14 Ha TEXKa XUTIOTIMKEMUST IPU U3II0JI3BaHE HA CeMariyTH/I KaTo
MoHOTepanus. Texka XUIornKkeMus ce Habo1aBa NpeIMMHO IPH U3M0JI3BaHEe HA CEMATTyTH/I B
KOMOMHaIus cbe cyndonunypelinn nponssoaau (1,2% ot yuacTHULIHTE,

0,03 cebutus/naumenroronuna) wiu uHcyuH (1,5% ot yyactHunure,

0,02 crbutus/manmenroromina). Habmronasanu ca Hsikonko ermuzonu (0,1% ot ydactHUNUMTE,
0,001 crOuTHS/MAIMEHTOTOINHA) TIPH CEMATIyTH/ B KOMOWHAIHS C TEPOPATHU aHTUINA0ETHH
JIEKapCTBa, Pa3InHK OT CyI(OHIITYPEHHU TPOU3BOIHH.

Knacuduuupana or Amepukanckara quadersa acouuanus (American Diabetes Association, ADA)
xunoriaukeMus HacTbBa mpH 11,3% (0,3 chOUTHS/MAMEHTOTOJMHA) OT MAIIUEHTUTE, KOTaTO
cemariytug 1 mg e no6asen kpM naxubuTOp HAa SGLT2 B SUSTAIN 9 cripsimo 2,0%

(0,04 crOMTHS/MAMEHTOr0IMHA) OT MAIMEHTUTE, Ha KOMTO Cce Ipuiara riane6o. Texka
XUIOTJIIMKEeMUs € choOmieHa pu choTBeTHO 0,7% (0,01 choutus/manmenroroquaa) u 0% ot
NalUeHTHTE.

B enno 40-cenmuuno n3nutBane (aza 3b nmpu naumeHTy, mogyvyasamy cemartytug 1 mg u 2 mg,
OOJIIIMHCTBOTO XHUIOTIIMKEMUYHH enu30/u (45 ot 49 enun3o/ia) BE3HUKBAT, KOTATO CEMATIyTH]L €
M3II0JI3BaH B KOMOMHALMS ChC CyJIQOHMITYpEHHN NPOU3BOAHU WM UHCYJIMH. Karo 1o, mpu
ceMantyTuj 2 mg HsMa TOBHUIIIEH PUCK OT XUTIOTIINKEMHSL.

Cmomawino-upesHu Hedicenany peakyuu

I'anene Bb3HUKBaA IIpu 17% u 19,9% ot nauuenture, jekyBaHu cbc ceMariyTHa cboTBeTHO 0,5 mg u
1 mg, muapus — npu 12,2% u 13,3%, a noBpbiane — npu 6,4% u 8,4%. [loBeuero crOuTHA Ca ciiabu
WJIM YMEPEHH TI0 TEXKECT U € KpaTKa MpoABIKUTETHOCT. CHONTHATA TOBEXKAT 10 IIPEKpaTsBaHe Ha
JIeYeHUETO CHOTBETHO TIpu 3,9% u 5% oT nanmenTure. CrOUTHSATA HalH-4eCTO ca ChOOIIaBaHU ITpe3
I'BPBUTE MECELM OT JICUCHUETO.

[lameHTUTE C HUCKO TENIECHO TEIJI0 MOTaT J1a MOyyaT OBEUYe CTOMAIIHO-YPEBHH HEXEIaH!
peaKyy Iy JICYEHHE ChC CEMaryTH/I.

B enno 40-cenmuuno n3nutBane (aza 3b mpu maumeHTy, mogyvyasamy cemarnytug 1 mg u 2 mg,
raJicHe ce MosIBsiBa IIPU CXOJIEH IPOLIEHT OT NALIUEHTHUTE, JIEKYBaHU ChOTBETHO ChC ceMariayTua 1 mg
1 2 mg. napus 1 MOBPBIIAHE CE MOSBIBAT IIPH MO-BUCOK MPOLIEHT OT MALMEHTUTE, KOraTo ca
JIeKyBaHH ChC CEMariyTu 2 Mg B cpaBHeHHE che ceMarmyTu]l 1 mg. CToMalrHo-uYpeBHUTE HEKENaH!
peaxkyy BOAAT 0 NPEKbCBaHE HA JIGUEHUETO MIPU CXOJICH MPOLICHT B IPYNUTE HA JICUCHHE,
MOJTy9aBaly ceMarnyTua 1 mg u 2 mg.

[Ipu ceoprerBama ynotpeda ¢ naxudburop Ha SGLT2 B SUSTAIN 9 HacTenBar KOHCTUHALHMS U
ractpoe3odareanna peduykcaa Oonect choTBeTHO Tpu 6,7% u 4% OT malueHTuTe, JTEeKyBaHU ChC
ceMariayTua 1 M@ chpsMmo JuIca Ha CHOMTHS TPU TAUCHTH, HAa KOWTO Ce€ Tpruiara Iuamnedo.
Pa3npocTrpaneHneTo Ha Te3u CHOUTHS HE HaMallsiBa ¢ TE€YEHHE Ha BPEMETO.

Ocmvp nankpeamum

YecroTata Ha OCTBP IAHKPEATHT, MOTBBPAEH YpE3 EKCIIepTHA OIEHKa, CBhOOLIEH B KIMHUYHH
u3nurBanus Qasza 3a, e cporBeTHO 0,3% mpu cemarnmytua u 0,2% npu npoaykra 3a cpaBHeHue. B 2-
TFOJUILIHOTO M3IMTBAHE 3a OLEHKA Ha ChPJCUYHOCHAOBU PE3YJITAaTH, YECTOTATa HAa OCTBP IaHKPEATHT,
MOTBBPJICH Upe3 eKCIepTHa oueHkKa, € 0,5% 3a cemarnytua u 0,6% 3a miane6o (Bx. Touka 4.4).

Ycnoorcnenus na ouabemna pemunonamus

2-TOJIMIIHO KIMHAYHO M3MUTBaHe u3cnenBa 3 297 manueHTy ¢ quadeT THIT 2, BUCOK ChpJICYHOCHIOB
PHCK, TOIISIMa MPOABIDKUTEIHOCT Ha JiMadeTa u JIOII0 KOHTPOIMpaHa KpbBHA II0Ko3a. B ToBa
M3NHUTBaHE BH3HUKBAT CHOUTHS, OTIPE/IETICHN KaTO YCIIOKHEHHS Ha TuabeTHa peTHHOIATHS, IPU
noBeYe MaIMeHTH, JIEKyBaHu che cemarmyTu (3%), B cpaBHeHue ¢ miaiedo (1,8%). Tosa ce
Ha0JIr01aBa MpH MAMEHTHTE, JISKYBaHH C MHCYJIMH, KOUTO UMAaT W3BECTHA Ia0eTHa pETUHOIATHSL.
Pasnukara B eueHusITa Bh3HUKBA PaHO M MIPOABIDKABA M0 BpeMe Ha u3nuTBaHeTo. CucreMarnyHa




OIICHKA Ha YCJIO)KHEHHSITA Ha TMabeTHa PEeTHHOMNATHS € U3BBPIICHA CaMO B U3ITUTBAHETO 32
CBHPAEUYHOCHIOBH pe3yaTary. B kmuHuyHM n3nutBanus A0 1 roauna, BKouBammy 4 807 maueHTu ¢
nmraber 2, ce cho0IIaBaT HeXXenaHu ChOUTHS, CBBP3aHy C JradeTHa PETUHOMATHSI, B TIOJOOHU JISTOBE
cpell y9acTHUIUTE, JIeKyBaHU che cemarmyTus (1,7%) u cpaBHuTENneH NpoaykT (2,0%).

IIpexpamsasane nopadu nexcenaHo cvoumue

UecroraTa Ha IIpeKpaTsBaHe HA JICUEHUETO [IOpaIn Hexelanu ceoutus e 6,1% u 8,7% npu
HalMeHTHTE, JIeKyBaHH ChC ceMantyTia cboTBeTHO 0,5 mg u 1 mg, cipsimo 1,5% npu mmane6o. Haii-
YEeCTHTE HEXKEeJIaHU CHOUTHS, BOJICIHM JI0 IPEKpaTABaHe, ca CTOMAIIHO-YPEBHH.

Peakyuu na msacmomo na unscekmupane

CpoOmiaBar ce peakuuu (Hamp. oOpHB U €pUTEM) Ha MICTOTO Ha nHxektupane ot 0,6% u 0,5% ot
HalMeHTHTE, JIeKyBaHH ChC ceMariyTia cboTBeTHO 0,5 mg u 1 mg. Tesu peakiyn 0OMKHOBEHO ca
JIEKH.

HUmynocennocm
B cboTBETCTBHE C MOTCHIIMAIHUTE UMYHOICHHU CBOMCTBA HA JIEKAPCTBEHUTE MPOAYKTH, ChIBPKAIIN

IPOTEHHU WU MENTUN, TAIIMEHTUTE MOTaT /1a Pa3BHUT aHTHUTENA CIIC]T JICYUCHUE ChC CeMArTy TH/L.
JenrbT Ha MALlMEHTHUTE C TIOJIOKUTEINICH TECT 32 aHTUTENA CPELLy CEMAriyTH[ B KOMTO U Ja € MOMEHT
Clle]] U3XOJHOTO HUBO € HUCHK (1—3%) 1 HUTO earH NalueHT HiAMa HeyTpajlu3upallly aHTUTENa CPerLy
CeManIyTH WK aHTUCeMariyTUI aHTUTeNa ¢ HeyTpanusupanl edexT cupsimo eHnorennust GLP-1 B
Kpast Ha M3IUTBAHETO.

losuwena cvpoeuna yecmoma

[ToBumena chpJieuHa yecrora e HabmronaBana npu GLP-1 penentopaute aronucty. [Ipy u3nuTBaHus
(aza 3a, e HabMOJAaBaHO CPEIHO MOBHILEHKE OT 1 10 6 yiapa B MUHYTa OT U3XOAHO HHUBO 72 10 76
yZapa B MHHYTa [IPY YY9aCTHHUIH, JIeKyBaHU ¢ Ozempic. B AbIrocpouHo KITMHUYHO U3MUTBAHE MIPU
YYaCTHHIM ChC CHPACYHOCHIOBU PUCKOBHU (akropu, 16% oT yuacTHHLMTE, TeKyBaHu ¢ Ozempic ca
MMaiy MOBUILIEHA Chp/ie4Ha yecToTa oT >10 ynapa B MUHYTa, B cpaBHeHue ¢ 11% oT yuacTHunuTE Ha
rtane6o cies 2 TOJUHY JICUCHHE.

C’bO6gaBaHe Ha I0A03UpaH HEKEIIaHU PCAKIINN

Cpo011aBaHeTo Ha I0I03UPAHH HEXKEJIaHN PEAKIMH CIIe]] pa3pelaBaHe 3a ynorpe0a Ha JeKapCTBEHUS
IPOAYKT € BakHO. ToBa 1o3BoJIsiBa a MPOABIIKA HAOII0IEHUETO Ha ChOTHOIICHUETO M0I3a/PUCK 32
JeKapCTBEHUS MPOIYKT. OT MEIUIMHCKUTE CIEUAINCTH CE U3UCKBA J]a ChOOIIaBaT BCsKa
NOJ03MpaHa HexKellaHa peakysl Ype3 HallMOHAIHA CUCTeMa 3a choOmaBane, nocoueHa B [punoxenue
V.

49 TIIpeno3mpane

B xnuHMYHM M3MUTBaHKS ce ChOOIIABaT CIydau Ha Ipeio3upaHe 10 4 mg Ha eqUHUYHA 1032 U 10
4 mg Ha ceqmuna. Haii-uecto choOIaBanara HexenaHa peakiys € rajeHe. Bcuuku nanuenTy ca ce
BBH3CTAHOBIIM 0€3 YCII0KHEHHS.

JIurcea KOHKPETEH aHTHJIOT MPH MPE03UpaHe ChC ceMariyTH . B cirydail Ha npeno3upane TpsOBa aa
Ce 3aroyHe MOIXO/SIIA OIbPIKAIIA TEPATHS CIOPE]] KIMHIYHUTE PU3HALN M CUMIITOMH Ha
MaryeHTa. 3a Te3u CUMIITOMH MOJKE J1a € HEOOXOIUM TIPOIBIIKUTENICH IEPHUOJT Ha HAOIOICHHE U
JieUueHHUEe, IMal KU MPEBHUJT ABJITHS TOTYKHBOT HA ceManTy TH T puOm3nuTenHo 1 cenmuna (Bx.
TO4YKa 5.2).
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5. ®APMAKOJIOTMYHHA CBOMCTBA
51 ®apmakoanHaMUYHU CBOMCTBA

dapmakoTepaneBTuiHa rpyna: JlekapcTsa 3a JicueHHE Ha JWa0eT, aHAI03K Ha MTFOKarOHOIOI00¢H
nentua-1 (GLP-1), ATC xox: A10BJ06

MexaHu3bM Ha JIeliCTBUE

Cemarnytun e aHanor Ha GLP-1 ¢ 94% crenen Ha xoMoJ0xkHOCT cripsiMo dyoBewkust GLP-1.
CemarnyTun neiicrea kato GLP-1 penentopeH aroHUCT, KOWTO W30MPATEHO ce CBhP3Ba KbM U
aktuBupa GLP-1 peuenrtopa, npuuenen 3a ecrectBenust GLP-1.

GLP-1 e ¢pu3nonoruveH XOpMOH ¢ HIKOJIKO JCHCTBUS IO OTHOIIICHUE HA PETyaluiTa Ha TITF0K03a U
amneTuTa, U BBPXY Chp/IeYHOCH0BaTa cucremMa. Edekrure BbpXy riroko3ara v aneTuTa ce MeAMupar
crierdurano upe3 GLP-1 peuentopure B maHkpeaca U MO3bKa.

CeMaFJ'IYTI/II[ TNIOHM>KaBa KPpbBHATA ITIFOKO3a 110 INTFOKO303aBUCHUM HA4YUH, KaTO CTUMYJIMPAa CECKpEUUATa
Ha MHCYJIMH U HaMaJIsiBa CCKPELMATA HA TJIFOKAroH Ipyu BUCOKa KPpbBHA T'JIFOKO3a. MexaHu3mMbT Ha
IIOHM)KaBaHC Ha KpbBHATA I'NIFOKO3a BKIIIOYBA U JICKO 3a0aBsHE Ha H3IIPa3BaHCTO Ha CTOMaxa B
paHHaTa (1)3.33. CJIEQ XpaHCHE. HpI/I XUIIOTTIMKEMHUSA CEMarIyTu HaMaJIAaBa CEKpEUuATa Ha HHCYJIMH U
HE HapyllaBa CCKpelIHMATa Ha ITIFOKaroH.

CCMaFJ'IYTI/I,I[ HaMaJisgBa TCJICCHOTO TEIJIO U TCJICCHUTE Ma3HUHU YpE3 HaMaJICH CHEPIrUuCH MPUEM,
BKJIIOYBAI OATOCTHO ITOHMXKCH aIlCTUT. OcBeH TOBa ceMarilyTru HaMaJigBa JKCJIaHUETO 3a XpaHH! C
BHUCOKO CBABPKAHHUC HA MaSHUHU.

GLP-1 peuentopu ce HaMUpaT CHIIO U B CHPILETO, ChAOBETE, IMyHHATa CHCTeMa U ObOpeLuTe.

B xnuHUYHM IpOyYBaHUs ceMariIyTua UMa OaronpusaTeH eexT BbpXy IIa3MEeHUTE JTUITUIU, KaTo
MOHMKaBa CUCTOJIHOTO KPBBHO HAJSITaHE U HAMAJIsIBa Bb3MAICHUETO. B mpoy4BaHust pu KUBOTHU
ceManIyThj 0TcinadBa pa3BUTHETO Ha aTEPOCKIIEPO3a, KaTo MPeJOTBPATABA PA3BUTHETO HA AOPTHA
TJ1aKa ¥ HamaJisiBa Bh3MAIICHUETO B TUTaKaTa.

dapmakoIHHaAMUYHU eDeKTH

Benukn (hapMakoTMHAMUYHY OICHKH Ca U3BBPIICHU cliefl 12-ceIMUYHO JiedeHne (BKIFOUUTETHO
MTOBUINIABAHETO HA JI03aTa) B CTAIIMOHAPHO CHCTOSHUE ¢ | mg ceMarinyTuj CeAMUYIHO.

Lnoxo3a na 2naduo u cned xpanene

CemarryTiz MoHM)KaBa KOHIICHTPAIMUTE Ha TIIFOKO3a Ha TJIaIHO U ciieq XxpaneHe. [Ipu nanueHnTu ¢
nuaber Tun 2 JIedeHHeTo ¢ 1 mg ceMarityTua BOAM A0 MOHMKaBaHE Ha TIIF0K03aTa KaTo abCOMI0THA
MPOMSIHA CIIPSIMO M3XOIHOTO HUBO (mmol/l) u oTHOCHTETHO MOHMKaBaHe B cpaBHEHUeE ¢ miane6o (%)
npu TiroKo3ara Ha raaHo (1,6 mmol/l; mormxkenue 22%), Tiroko3aTa 2 Jaca ciej] XpaHeHe

(4,1 mmol/l; nonmxenue 37%), cpenHara KOHLEHTpaLUs Ha TI0K03a 3a 24 yaca (1,7 mmol/l;
noHmxenue 22%) u MOCTIpaHANATHATE KoJieOaHus Ha Tiroko3ara cien 3 xpanenus (0,6—1,1 mmol/l)
B cpaBHeHHe ¢ miane6o. CeMariayTua NOHMKaBa IIII0KO3aTa Ha IVIQJHO CJIe]] TbpBara J103a.

bema-knemvuna ¢pynxyus u uncynunosa cexpeyus

CemarnyTtun nogoopsisa Oera-kierpynara pyHkus. B cpaBHenue ¢ miamne6o ceMariayTua mogoopsisa
MHCYJIMHOBHS OTTOBOP B IIbPBA M BTOpA (hasza, CbOTBETHO 3- U 2-KPaTHO U yBEIMYaBa MAKCHMATTHHS
Oera-KIEThYCH CEKPETOPEH KalalUTeT MPH MaueHTH ¢ nuadet tun 2. OCBeH TOBa JIEUEHUETO ChC
ceMariayTH NOBHUINaBa KOHIICHTPAIIMUTE HA NHCYJIMH Ha TJIa/IHO B CpaBHEHHE C IU1aneoo.
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Cexpeyus na enioxaeon

CemarnyTu]l MOHM>KaBa KOHIIEHTPAIIMMTE Ha TIIFOKATOH Ha TJIa/IHO U cjiell XxpaHeHe. [Ipu nanvieHTa ¢
Jmader THN 2 ceMarily TH IIOCTHUTA CJIEJHUTE OTHOCUTETHA TIOHVKEHHSI Ha TITIOKATOH B CPaBHEHUE C
1ane6o: TIroKaroH Ha riagHo (8—21%), TirokaroHoB oTroBop ciies xpanene (14-15%) u cpenna
KOHIICHTpAIIUs Ha TIIFOKaroH 3a 24 gaca (12%).

I noxo303asucuma cexpeyus Ha UHCYIUH U 2IIOKA2OH

CemarayTu/i IOHUKaBa BUCOKUTE KOHLEHTPAMK Ha KPbBHA IJIF0K03a, KATO CTUMYJIMPA CEKPELUsTa
Ha MHCYJIMH ¥ HaMaJIsiBa CEKpeLusATa Ha [NIFOKAroH 110 [IF0K0303aBUCcUM HayuH. C [1oMoIlTa Ha
CeManIyTH CKOPOCTTa Ha MHCYJIMHOBA CEKPELHs MPH NalMeHTH C JUa0eT THII 2 € CpaBHUMA C Ta3h
IIPU 3[paBU YYaCTHULH.

[Tpu uHIyIIMpaHa XUITOTIIMKEMHST CEMATIIyTH]] B CpPaBHEHHE C IJ1alle00 He POMEHSs
MIPOTHUBOPETYIATOPHUTE OTTOBOPH C MTOBUIIICH TJTIOKArOH M HE HApyIlaBa MOHMKABAHETO HA
C-rienTu1a Ipy HAlMEHTH ¢ quadeT THIT 2.

Hsnpassane na cmomaxa
CeMaFJ'IYTI/II[ IpUYHUHABA JICKO 3a0aBsiHE Ha H3IPa3BaHCTO HA CTOMaxa CJI€ XpaHCHE U 110 TO3HW HAYUH
IMOHMKaBa CKOPOCTTA, C KOATO I'NIFOKO3aTa HaBJIU3a B Kp”bBOOGpaH_[eHI/IeTO CJICO XpaHCHC.

Anemum, enepeuen npuem u XpanumenHu npeonoYUmaHus

CemarmyTu/ B CpaBHEHHE C ITanebo MOHWKaBa CHEPrUIHUS IIPHEM OT 3 MOCIIEI0BATSIIHI XPAHCHHUS
o sxeranue (ad libitum) ¢ 18-35%. ToBa ce moamomMara 4pe3 HHAYIUPAHOTO OT CEMArIyTH T
MOTHCKAHE Ha alleTUTa B ChCTOSIHUE KAKTO Ha TIIAJHO, TaKa U CJIE/ XpaHeHe, MOA00peH KOHTPOJI Ha
XPaHEHEeTO, M0-c1abo JKeaHUe 33 XPaHeHe M OTHOCHUTEITHO MO-CIa00 MPeANoYnTaHne KbM XPaHHU C
BUCOKO ChIbPKAHHUEC HA Ma3HHUHH.

Jlunuou na 21adHo u cred xpanere

CemarnyTus B CpaBHEHHE C IUTaie00 MOHMKaBa KOHLEHTPAMUTE Ha TPUTIIMLIEPUIN Ha IJIATHO U
X0JIECTEPOJI B JIMIIONPOTEHHU ¢ MHOTO HHCKa mrbTHOCT (VLDL) crotBeTHO € 12% 1 21%.
[loBumaBaneTo Ha mocTHpanauanauTe Tpurinaepuan 1 VLDL xonecreposia KaTo OTTOBOP KbM
XpaHH, OOraTy Ha Ma3HUHH, € HamaJieHo ¢ >40%.

Coupoeuna enexmpogusuonoeus (QTc)

B usoctro msnutBane 3a QTc ce n3cnensa eekTsT Ha ceMarIyTu] BbPXY ChpledHaTa
penonspuzanus. CemarayTu He yabixkasa QTC uHTepBasia npy A030BH HKBa 10 1,5 mg B
CTallMOHAPHO CHCTOSIHHUE.

Kananyna egbeKTI/IBHOCT 1 6e30MmMacHOCT

[MomoOpsiBaHETO HA TIIMKEMUYHUSI KOHTPOJI M HAMAISIBAHETO Ha CHPJICYHOCHI0BATa 3200JIEBAEMOCT U
CMBPTHOCT Ca Hepas3JlelHa YyacT OT JIeUeHUEeTo Ha quabdet Tu 2.

EduxacHocrra u 6e3onacHocrta Ha cemaraytun 0,5 mg u 1 mg BeqHBXK CEAMUYHO Ca OLCHESHH B
IIECT PAHIOMHU3UPAHH, KOHTPOJHUPAHU U3NUTBaHU (a3a 3a, BKIrouBaIiy 7 215 maueHTH Che
3axapeH quader Tum 2 (4 107 nexyBanu cbe cemariytun). OcHoBHa 11en B nieT uanutBanus (SUSTAIN
1-5) e onenkara Ha TIMKeMUYHATa e(hUKacHOCT, a B egHo u3nurane (SUSTAIN 6) —
CHPACYHOCHIOBUTE PE3YNITATH.

EdukacHocrTta 1 6€30macHOCTTa Ha ceMariyTu ] 2 My BEIHBXK CEIMIUYHO € OIICHEHA B U3IHUTBAHE
(aza 3b (SUSTAIN FORTE), koero BxiItouBa 961 manyeHTH.

B nomenaenue u3nurane dasza 36 (SUSTAIN 7), srirouBamio 1 201 marueHTH, € MpoBeIeHO 3a
CpaBHEHHE Ha e(pUKACHOCTTA M Oe30omacHoCTTa Ha ceMartyTtu 0,5 mg v 1| mg BeHBK CEAMUIHO
chOTBETHO ¢ nynarmytun 0,75 mg u 1,5 mg Benmabk ceqmuyno. M3nuteane dasza 36 (SUSTAIN 9) e
IIPOBEICHO 3a U3CJIe/IBaHe Ha €(PUKACHOCTTA 1 OE30IMaCHOCTTa Ha CEMArIy THI KaTo AOITBIHEHUE KbM
JedeHue ¢ naxuoburop Ha SGLT2.
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JleyeHNeTo ChC ceMariayTH]I IEMOHCTPHpPA TPalHH, CTATUCTUYECKH MIPEBB3X 0K 1 KIIMHUIHO
3HaYMMU TOHMKeHHsI B Hb A1c 1 TellecCHOTO Terio 3a mepuoa A0 2 TOAWHH B CPAaBHEHHUE ¢ ane0o u
JIeYeHe C aKTHBHA KOHTPOJIA (CUTAITIUIITUH, HHCYJIMH TTIap KUH, €K3CHATH]] C YIBIDKCHO
ocBoboxasane (ER) u mynarmytun).

E¢ukacHocTTa Ha ceMariyTHJI He ce MOBJIMSABA OT Bh3PACTTa, MM0Jia, pacara, eTHoca, u3xoauus UTM,
W3XOJJHOTO TesecHo Teruio (kg), MpoabKUTETHOCTTa Ha TuabeTa U CTENeHTa Ha YBPEKIaHe Ha
O0bOpeuHaTa QyHKIHS.

PesynTarute ce HacoYBaT KbM MEPUO/IA HA JICUCHHE TIPH BCUYKH PAHJOMHU3UPAHHA YIaCTHUIIN
(anamu3wn, 0a3upaHU HA CMECEHU MOJIENN IIPY IOBTOPHU U3MEPBAHUS WIIH MHOKECTBEHO TIPUITCBAHE
Ha CTOMHOCTH).

JombiaauTenHo € nmpoBenaeHo u3nuteade ¢aza 3b (SUSTAIN 11) 3a uzcnenBane Ha epekra Ha
CeMaryIyTHJI CIIPSIMO MHCYJIUH aclapT, KaTo JOITBJIBAIIA Teparus KbM MET(QOPMHH U ONITUMH3UPAH
uHcynuH rnapxud (U100).

[onpo6ua undopmanus e mpeacTaBeHa Mo-A0JTy.

SUSTAIN I — Monomepanus

B 30-ceamuuno, TBOHHO-CIIATIO, MTalle00-KOHTPOIMPAHO H3UTBaHEe 388 HEMmoIX o110
KOHTPOJIMPaHHU 4pe3 JMeTa U YIPaKHEHHUs MaUeHTH ca paHIOMU3HUpaHu Ha ceMarinytua 0,5 mg unm
cemantyTuz | mg BeIHBK CEAMUYHO MITH Ha I1a1eoo.

Tabsmua 2 SUSTAIN 1: Pe3yaratu Ha cenmuua 30

CemarayTug CemarayTug Inauedo
0,5 mg 1mg
[Honynamust Intent-to-Treat (ITT) (N) 128 130 129
HbAlc (%)
W3xonH0 HUBO (CpeaHo) 8,1 8,1 8,0
IIpomsHa cipsiMO U3XOJHOTO -15 -1,6 0
HHBO Ha ceamuia 30
Paznmka cnpsimo mutare6o [95% -1,4 [-1,7; -1,1T -1,5[-1,8; -1,2T° -
CI]
Hammentn (%), nocturnaau HbAuc 74 72 25
<7%
IIIT" (mmol/l)
W3xonHO HUBO (CpenHo) 9.7 99 9,7
IIpomsHa cipsIMO H3XOAHOTO -2,5 -2,3 -0,6
HHBO Ha ceamuia 30
Tenaecno terJio (kg)
W3xomHO HUBO (CpeHO) 89,8 96,9 89,1
IIpomsHa copsiMO U3XOJHOTO -3,7 -4.5 -1,0
HUBO Ha ceamuia 30
Pasnuka cnipsimo tutane6o [95% -2,7 [-3,9; -1,6] -3,6 [-4,7; 24T -
CI]

?p < 0,0001 (2-cTpaneH) 3a MPEBBH3XOJCTBO

SUSTAIN 2 — Cema2nymuo cnpamo CUmaiunmun, U 06ama npooykma 6 Komounayus ¢ 1-2
nepopantu anmuouabemmuu 1eKapcmeeni npooyKmu (Memgopmun u/ui mua3onuouHOUOHY)

B 56-cenMUYHO aKTUBHO-KOHTPOJIMPAHO, TBOWHO-CIIANO M3nuTBaHe 1 231 nmarmenTH ca
pangoMu3upanu Ha ceMaraytua 0,5 My BEIHBK CEAMUYHO, CEMArTyTh ] | mg BETHBK CEIMAYHO MITH
curaraunTud 100 mg BeAHBK JHEBHO, IIPU BCHUKHU CITydau B KomOuHarws ¢ Metdopmut (94%) n/mim
THA30UTUHINOHH (6%).
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Taoaunma 3 SUSTAIN 2: PesyaraTu Ha ceqmuna 56

16
1,8
2,0

6,4
6,2
6,0

-6,1

R ; : —T T T T T T T
0 4 8 12 16 23 30 40 56 0 4 8 1216 23 30 40 48 56

--5,0

--6,0

CemarayTug CemarayTug Curarauntu
0,5 mg 1mg H
100 mg
[Momynanus Intent-to-Treat (ITT) (N) 409 409 407
HbAlc (%)
W3xomHO HUBO (CpeTHO) 8,0 8,0 8,2
IIpomsHa cipsiMO U3XOJHOTO -1,3 -1,6 -05
HHUBO Ha ceaMuIia 56
Pasnuka cpsiMo CUTArTUITHH -0,8 [-0,9; -0,6]* | -1,1[-1,2;-0,9]* -
[95% CI]
Mamuentu (%), nocturaaan HbA:c 69 78 36
<7%
IIIT" (mmol/l)
W3xomHO HUBO (CpeTHO) 9,3 9,3 9,6
IIpomsHa cipsiMO H3XOAHOTO 2,1 -2,6 -1,1
HHUBO Ha ceaMuIia 56
TegaecHo teruo (kg)
W3xonHO HUBO (CpenHo) 89,9 89,2 89,3
IIpomsHa cripAMO U3XOIHOTO -4.3 -6,1 -1,9
HHUBO Ha ceaMuIia 56
Pasnmka cnpsiMo cutarnmuntuH 2,3 [-3,1;-1,6]* | 4,2 [-4,9;-3,5]" -
[95% CI]
*p <0,0001 (2-cTpanen) 3a MPeBBH3XOACTBO
82 90,01
- r 0,0 SRS R S S e e s S - 00
3:2: o2 g S0 L
764 04 £ Pago e TS
3 744 06 o o T |0
éu, 72 08 2 E 87.0 v
< 70- B S 86,0 '
'é 6,8 12 2 § ' . g ---e-=—-%__ 43| 40
66 F-1,4 ;E:; E 85,0
g
=
&

Bpeme ot pangomMuzupaneTo (ceaMuiia) Bpewe ot panzomusupanero (cenmiiia)

- -e - Cemarnytun 0,5 mg —=— Cemarnyrug 1 mg
—*— CHUTarmnTiH

- e - Cemarnytuz 0,5 mg —s— Cemarmytun 1 mg
—*— CHTanIMITUH

®urypa 1 Cpenna npomsina B HbAic (%) u TesiecHoTo Tero (kg) oT M3Xx01HOTO HUBO 10 S56-Ta
ceIMHIA

SUSTAIN 7 — Cemaznymuo cnpamo 0yiazaymuo, u 08ama npooyKkma 6 KOMOuHayus ¢ Memgopmu
B 40-ceamuuno orkputo m3nutBane 1 201 nanmentn Ha MmeTrgopMuH ca parngomusupanu 1:1:1:1
CBHOTBETHO Ha cemarmyTun 0,5 mg, aynarmytun 0,75 mg, cemarnytug 1 mg, wnm gynartytag 1,5 mg
BEJIHBXK CEIMUYHO.

Wznureanero cpaBussa 0,5 mg cemarmytun ¢ 0,75 mg gynarmytua u 1 mg cemaramytun ¢ 1,5 mg
TyJariyTUN.

Haii-uectute HEXeNMaHU CHOUTHS ca CTOMAIIHO-YPEBHUTE HAPYILICHUS U Ca HACTBIIMIIN NP TOJO0HH
JSUTOBE MAIMEHTH, JIeKyBaHU c¢be cemantytun 0,5 mg (129 nanuentu [43%]), cemariytua 1 mg (133
[44%]) u mynarmyrun 1,5 mg (143 [48%]); mo-mManko NalMeHTH ca MOIyYId CTOMALIHO-YPEBHH
Hapymenus ¢ xynarmytug 0,75 mg (100 [33%]).

Ha cenmuna 40, moBuieHHeTo Ha YyecToTaTa Ha IyJica rnpu cemarnytua (0,5 mgu 1 mg) u
nynarimytan (0,75 mg u 1,5 mg) e 2,4; 4,0, u 1,6; 2,1, ynapa/min, cbOTBETHO.
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Taoauna 4 SUSTAIN 7: Pesyaratu Ha cenmuna 40

Cemarayrua | Cemarayrun | dynaraytun | JdyaarayTua
0,5 mg 1 mg 0,75 mg 1,5 mg

[omynanus Intent-to-Treat (ITT) (N) 301 300 299 299
HbA1c (%)
W3xoH0 HUBO (CpeaHo) 8,3 8,2 8,2 8,2
[IpomsiHA CIpsSMO U3XOHOTO HUBO -15 -1,8 -1,1 -1,4
Ha ceqmuiia 40
Paznuka cnpsimo mynarmyTun -0,4° -0,4° - -
[95% CI] [-0,6, -0,2]* [-0,6, -0,3]*
Hamuentn (%), nocturnaau HbAuc 68 79 52 67
<7%
MIIT (mmol/)
W3xo0H0 HUBO (CpeaHo) 9.8 9.8 9,7 9,6
[MpomsiHA CIpsSIMO U3XOHOTO HUBO -2,2 -2,8 -1,9 -2,2
Ha ceqmuiia 40
Tenecno teruo (kg)
N3xoH0 HUBO (CpeHO) 96,4 95,5 95,6 934
[TpomsiHa cipsIMO U3XOAHOTO HUBO -4.6 -6,5 -2,3 -3.0
Ha cenmuna 40
Pa3nuka cnpsiMo mynarmy T -2,3° -3,6" - -
[95% CI] [-3.,0,-1,5] [-4.3, -2,8]"

p <0,0001 (2-cTpanen) 3a MPEBH3XOACTBO

8 cemarmytuz 0,5 mg cnpsimo aynarmytua 0,75 mg
® ceMarnyTua 1 mg cupsmo xynarimytua 1,5 mg

8,4-]
82"
8,0
7,8+
7,6
7,4+
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7,0
6,8
6,61
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6,2

HbAxc (%)
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Bpeme ot pangomusupanero (ceamuua)

- =+ - Cemaruyrug 0,5 mg
Jynaraytun 0,75 mg

®urypa 2 Cpeana npomsina B HbAic (%) u TesiecHoTo Tero (Kg) oT M3X0AHOTO HUBO 10

ceqvuna 40

Cemarmytual mg
Hynarnytua 1,5 mg

Tenecuo termo (kg)

©
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o
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L-5,0

F-6,0
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BpeMe oT paHI0MH3HPAHETO (CEAMUIA)

- -~ - Cemarmytng 0,5 mg —s=— Cemarmytun 1 mg

Hynarayrun 0,75 mg

Hynaraytuna 1,5 mg

SUSTAIN 3 — Cemaznymuo cnpsamo exzenamuod ER, u 0eama npooykma 8 KOMOUHAyus ¢ Mem@opmun

WU Mem@dOpMUH CbC CYIMOHUIYD N NPOU3EOOHU

B 56-cenmuuHo oTkpuTo M3nuTBaHe §13 mammenTH, npueManiy camo Mmerdopmut (49%), metdopmun
cbe cynpoHUITypeitHn npon3BoaHu (45%) nnu npyro (6%), ca paHAOMU3MpaHU HA ceMartyTua 1 mg
niu exk3eHaTua ER 2 mg BeqHbk ceAMUYHO.

Taoauma 5 SUSTAIN 3: PesyaraTu Ha cenmuna 56

CemaruryTug Ex3zenamun ER
1mg 2mg
[onmynamus Intent-to-Treat (ITT) (N) 404 405
HbAlc (%)
W3xonHo HUBO (CpenHo) 8,4 8,3
[IpomsiHA cIpsAMO U3XOAHOTO HUBO -15 -0,9
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CemaruryTug

Ex3enatng ER

CI]

1mg 2mg
Ha cenMuIa 56
Paznuka cnpamo exzeHatun [95% -0,6 [-0,8; -0,4] -
CI]
Mamuentu (%), nocturnaan HbAic < 7% 67 40
IIIT" (mmol/l)
W3xomHO HUBO (CpeHO) 10,6 10,4
[IpomsiHa cipsAMO U3XOAHOTO HUBO -2,8 -2,0
Ha cenMuIia 56
TegaecHo teruo (kg)
W3xomHO HUBO (CpeTHO) 96,2 95,4
[IpomsHa cripssMO W3XOHOTO HUBO -5,6 -1.9
Ha ceagMHuIia 56
Paznuka cnpamo exzenatun [95% -3,8 [-4,6; -3,0]° -

?p < 0,0001 (2-cTpaneH) 3a MPEBBH3XOJCTBO

SUSTAIN 4 — Cemaz2nymud cnpsamo UHCYIUNR SIAPACUH, U 08aAMA NPOOVKIMA 8 Kombunayus ¢ 1-2

NepoPAIHY AHMUOUAO emMHU 1eKAPCMEEeHU NPOOYKmU_(MempopMut uiu mem@opmun u

CYAoHUTYD el RPOU3600H)

B 30-cenMUYHO OTKPUTO U3MUTBAHE ChC cpaBHUTENEH NMPoaykT 1 089 marmenTu ca paHIOMU3UpPaHT

Ha ceMariryTua 0,5 mg BSAHBK CCAMUIHO, CCMAITIyTULL 1 mg BCAHBXK CCAMUYHO WIW UHCYJIMH

IJIAPKUH BEIHBK JHEBHO MpH (OHOBA Tepanus ¢ MeThopMuH (48%) unu merdopMuH u

cyndoHuypeitan npoussonnu (51%).

Taoauna 6 SUSTAIN 4: PesyaraTu Ha cenmuna 30
CemarayTua CemarayTua Nucynun
0,5 mg 1mg TJIaPKUH
[Momynanus Intent-to-Treat (ITT) (N) 362 360 360
HbAlc (%)
W3xomHO HUBO (CpeHO) 8,1 8,2 8,1
IIpomsHa cipsiMO U3XOJHOTO HUBO HA -1,2 -1,6 -0,8
ceamuia 30
Paznuka cnipsimo wHCYMH THapxkuH [95% -0,4 [-0,5; -0,2]* | -0,8 [-1,0; -0,7T -
CI]
Manuentu (%), nocturaaan HbA:c < 7% 57 73 38
MITI" (mmol/l)
W3xonHO0 HUBO (CpenHo) 9,6 99 9.7
[TpomsiHa crIpsSIMO M3XOHOTO HMBO Ha -2,0 2,7 2,1
ceamuna 30
Tenaecno terJio (kg)
W3xonHO HUBO (CpenHo) 93,7 94,0 92,6
IIpomsiHa cripsiMO M3XOHOTO HMBO Ha -3,5 -5,2 +1,2
ceamuna 30
Paznuka cnipsimo wHCYWMH THapxkuH [95% -4.6 [-5,3; 4,0]* | -6,34 [-7,0; -5,7]* -
CI]

*p <0,0001 (2-cTpanen) 3a mpeBB3XOJACTBO

SUSTAIN 5 — Cemaznymuo cnpsamo niayebo, u 06ama npooykma 8 Komounayus ¢ 0azajien uHcyiun

B 30-ceamuuno, TBOHHO-CIIATIO, MTalle00-KOHTPOIUPAHO H3UTBaHE 397 HEMOIX OO0

KOHTPOJIMPaHU C 0a3ajieH HHCYJIMH ChC WK 0e3 MeTQOPMUH MAIMEHTH ca PaHIOMU3UpaHH Ha

cemantytuz 0,5 mg BeTHBK CEIMUYHO, ceManTyTH ] 1 mg BEJHBXK CSIMHUYHO WITH I1Iane0o.
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Taoauma 7 SUSTAIN 5: Pesyaratu Ha cenmuna 30

CI]

CemarayTug CemarayTug Inauedo
0,5 mg 1 mg
Honynamust Intent-to-Treat (ITT) (N) 132 131 133
HbA:c (%)
W3xonHO0 HUBO (CpenHo) 8.4 8.3 8.4
[TpomsiHa CrIpsAMO U3XOTHOTO -1,4 -1,8 -0,1
HUBO Ha ceammuia 30
Paznmka cnpsimo mutare6o [95% -14[-1,6; -1,1]° -1,8 [-2,0; -1,5]* -
CI]
Hammentn (%), nocturnaau HbAuc 61 79 11
<7%
III" (mmol/l)
W3xonHO0 HUBO (CpeaHo) 8.9 8.5 8,6
[TpomsiHa CrIpsAMO U3XOTHOTO -1,6 2,4 -0,5
HUBO Ha ceammuiia 30
Tenaecno terJio (kg)
N3xonHo HUBO (CpenHo) 92,7 92,5 89,9
IIpomsHa cipsiMO H3XOAHOTO -3,7 -6,4 -14
HUBO Ha ceamuiia 30
Pasnuka cnipsimo tutane6o [95% -2,3[-3,3; -1,3]° -5,1 [-6,1; -4,0]* -

*p <0,0001 (2-cTpanen) 3a mpeBB3XOJACTBO

SUSTAIN FORTE — Cemaznymuo 2 Mg cunpamo cemazaymuod 1 Mg

B 40-ceamuuHO, ABOHHO-CHIAO M3NUTBaHE 961 manueHTH, HEMOCTaTHYHO TOOPE KOHTPOIUPAHU C
MET(POPMHUH ChC WIIH 0€3 CYI(POHIITYPEHHH TPONU3BOIHH, Ca PAHJOMHU3MPAHH HA ceMarityTu 2 mg
BEJIHBHK CEIMUYHO WM CeMariTyTHl 1| mg BEAHBXK CEIMHUYHO.

JleuenneTo che ceMarayTHI 2 MY BOAW J0 CTATUCTHYECKO TPEBB3XO0JICTBO B MOHMKEHNETO HA HbA1c
cnen 40-ceMMUYHO JICUEHHE B CPAaBHEHUE ChC ceMarnyTua 1 mg.

Tab6uuua § SUSTAIN FORTE: Pe3yaratu Ha ceqmuua 40

CemaruryTug CemarayTua
1mg 2mg
[onmynamus Intent-to-Treat (ITT) (N) 481 480
HbAlc (%)
W3xomHO HUBO (CpeTHO) 8,8 8,9
[IpomsiHa cripsiMO W3XOHOTO HUBO -1,9 -2,2
Ha cenmuna 40
Paznuka cnpsimo cemarytun 1 mg - -0,2 [-0,4; -0,1]*
[95% CI]
Manuentn (%), nocturnaan HbAi:. <7% 58 68
MIITI" (mmol/l)
N3x0/1HO HUBO (CPEIHO) 10,9 10,7
[TpomsiHa CrIpsSIMO M3XOHOTO HUBO 3.1 34
Ha ceqmuiia 40
Tenaecno terJio (kg)
W3xoaH0 HUBO (CpeHO) 98,6 100,1
IIpomsHa cripsiMO M3XOAHOTO HUBO -6,0 -6.9
Ha cenmuna 40
Pasnmka cnpsimo cemarmytua 1 mg -09 [-1,7; -0,2]b
[95% CI]

2p<0,001 (2-cTpaneH) 3a MPEeBB3XOICTBO
5p<0,05 (2-cTpaHeH) 3a IIPEBb3X0ACTBO
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SUSTAIN 9 — Cemaznymuo cnpsamo naayebo kamo 0onvinenue Kom unxubumop na SGLT2 +
Mmemeopymun unu cyrhoHuryp ey npou3eo0Hy

B 30-ceamuuHO, ABOHHO-CIIATIO, IDIAIe00-KOHTPOIUPaHO u3nuTBaHe 302 marueHTH, HEeTo X0 IS0
KOHTpoJmpanu ¢ naxubutop Ha SGLT2 cbe mim 6e3 MeThopMuH niu cyahOHUITYpPEHHHU TPOU3BOTHH,
ca paHaoMu3upanu Ha ceMarmyTtun 1,0 mg BeTHBK CEIMUIHO WM TIaIeoo.

Taoauma 9 SUSTAIN 9: Pesyaratu Ha cenmuna 30

CemaruryTug Inauedo
1mg
[Momynanus Intent-to-Treat (ITT) (N) 151 151
HbAlc (%)
W3xomHO HUBO (CpeHO) 8,0 8,1
IIpomsHa cipsiMO U3XOJHOTO HUBO -15 -0,1
Ha ceamuia 30
Paznuka cnpsimo mare6o [95% CI] -141[-1,6; -12T -
IMammentn (%), nocturaaau HbAi:. < 7% 78,7 18,7
FPG (mmol/L)
W3xoaH0 HUBO (CpeHO) 9,1 8.9
[IpomsiHa cripsiMO W3XOHOTO HUBO -2,2 0,0
Ha ceamuia 30
Tenecno terio (kg)
W3xomHO HUBO (CpeHO) 89,6 93,8
[IpomsHa cripssMO W3XOHOTO HUBO -4,7 -0,9
Ha ceqmuiia 30
Pasnuka cripsimo wiaredo [95% CI -3,8 [-4,7;, 297 -

p < 0,0001 (2-cTpaneHn) 3a MpeBB3XOJICTBO, KOPUTUPAH 32 MHOXKECTBEHOCT Bb3 OCHOBA HA HepapXHYHO TECTBAHE
Ha croiiHocTTa Ha HbALC 1 TenecHOTO Terio

SUSTAIN-11 — Cemacnymuo cnpsamo UHCYIUH ACHApm Kamo 00Nva6awd mepanus KoM UHCYIUH
enapocur + memgopmun

B 52-cenmmuano oTKpHTO M3MMTBaHe 1 748 y4acTHUIM ¢ HE3aJOBOJIMTEIIHO KOHTPOJIMPAH 3aXxapeH
nuaber tin 2 cien 12-ceqMudeH epro;] Ha BbBEX 1aHe Ha WHCYJIMH TIIapKuH U MeT(hopMuH ca
PaHIOMH3UpPaHH B ChOTHOMIECHKE 1:1 1a moyyaBat win ceManityTua BeqHbx ceamuyaHo (0,5 mg min
1,0 mQ), nii MHCYJIMH acmapT TPU I'BTH AHEBHO. BKiloueHaTa rmomysamms e cbe cpeHa

MPOABIDKUTENHOCT Ha Auabeta 13,4 rogunu u cpenna croiiHocT Ha HbAic 8,6%, npu npuniened HbAuic
6,5-7,5%.

JleueHneTo che ceMarayTHI BOJH 10 HaMmansiBane Ha HbAic Ha cenmutia 52 (-1,5% npu cemarmyTu
crpsmo -1,2% npu MHCYJIMH acmapr).

TexxkuTe XUMOTIIMKEMUYHH SMTU30/IU B JIBETE paMEeHa Ha JISUCHUE ca MaJlko Ha Opoii (4 emm3ona npu
CceMariyTujl CripsiMO 7 emn30/1a PHU WHCYJIMH achapr).

CpemHOTO TeNecHO TEryo Ha W3X0AHO HUBO HaMaisiBa Tipu cemarnyTtun (-4,1 kg) u ce moBumiasa npu
uHCYNuH acnaptT (+2,8 kg), kaTo uzuncieHara pasiuka B iedenuero e -6,99 kg (95% CI -7,41 no -
6,57) Ha ceqmua 52.

Kombunayus cve cyrgponunypeiinu npouzgo0ny kamo MoHomepanus

B SUSTAIN 6 (Bx. moxrouka ,,ChpJe9HOCHI0BO 3a00msaBane ) 123 marMeHTH Ha U3X0THOTO HUBO
npuemar cylI(QOHHIYperHHU MPOU3BOIHHU KaTto MoHoTepanus. HbAic Ha n3xogHoTo HuBo € 8,2%, 8,4%
u 8,4% cpoTBeTHO 3a cemarimytun 0,5 mg, cemarnytun | mg u miane6o. Ha ceamuna 30 npomsiHara B
HbAice -1,6%, -1,5% u 0,1% cvoTtBeTHO 3a cemarmytun 0,5 mg, cemarmytun 1 mg u rame6o.

Kombunayus ¢ npedsapumenno cmecen uncynun =1 —2 OAD

B SUSTAIN 6 (Bx. moarouka ,,CbpIeHHOCHI0BO 3a00ssiBaHe ‘) 867 MalieHTH Ha U3XOTHOTO HUBO
npreMar NpeABapUTeNnHO cMeceH nHCyHH (cbe nnn 6e3 OAD). HbAic Ha n3xonHoTO HUBO € 8,8%,
8,9% u 8,9% cpotBerHO 3a cemarmyTun 0,5 mg, cemarnytua 1 mg u miaune6o. Ha ceqmuna 30
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npomsiaata B HbAice -1,3%, -1,8% u -0,4% cpoTBeTHO 3a cemarmytua 0,5 mg, cemarnytuy 1 mg u
miane0o.

Cupoeunocv0060 3abonasate

B 104-ceamuuno npoiiHo-cisno u3nutBane (SUSTAIN 6) 3 297 nanuenTH cbe 3axapeH anader tum 2
Y BUCOK ChPJICYHOCHI0B PUCK ca paHIOMHU3UpaHH Ha ceMarmyTua 0,5 mg BeIHBK CEIMUYHO,
cemantyTuz 1 mg BeIHBK CEIMUYHO MM CHOTBETHO ILTAaLe00 B JOIBIHEHHE KbM CTaHIAPTHUTE
I'PYDKH, TIPOCIIEASIBAHU 110-HATaThK B IPOABIDKEHNE Ha 2 roguHu. O61mo 98% oT manuenTure
3aBBPIIBAT M3IUTBAHETO, a JKU3HEHUAT CTAaTyC B Kpasi Ha U3MUTBAHETO € u3BecTeH 3a 99,6% ot
MAIEHTUTE.

[omynammsita B M3NMMTBAHETO ce pa3npenens o Bb3pact: 1 598 nanuentu (48,5%) > 65 ronunu,
321 (9,7%) > 75 romuan u 20 (0,6%) > 85 roguau. 2 358 manuenTH ca 63 WK ¢ IeKo OBOpEedHO
yBpexknane, 832 — ¢ ymepeno u 107 — ¢ Texxko Ob0pedHO yBpeKAaHe WK ¢ TEpMUHaTHA OBOpedHa
HEJIOCTAaTHYHOCT. 61% ca MB3Ke, CpeHaTa BB3pacT € 65 romun, a cpeanuar MTM e 33 kg/m?.
CpenHara npoab/DKUTEIIHOCT Ha nuadera ¢ 13,9 roaunmu.

ITepBUYHATA KpaliHa TOYKA € BPEMETO OT PaHAOMU3HPAHETO JI0 ITbpBaTa MOsBa Ha TOJIIMO HEXEeJIaHO
cppaeunocha0Bo crouTHe (MACE): chpreunochaoBa cMbpT, HedaTaneH MUOKapAeH HH(apKT Win
HedarTaleH HHCYIT.

OOuwsIT 6poii Ha cilyyanTe, OTHACSINU ce KbM IIBPBUYHATA ChcTaBHA KpaiiHa Touka MACE e 254,
cpotBeTHO 108 (6,6%) B rpymnata cbe cemarmytua u 146 (8,9%) B rpynara ¢ mnane6o. Buxre urypa
4 3a pe3yATaT OTHOCHO ITBPBUYHUTE M BTOPUYHHUTE ChPACYHOCHIOBU KpallHH TOUKH. JIedeHneTo che
ceMariIyTHj BOJH JI0 IOHMXaBaHe ¢ 26% Ha prcKa B IBPBUYHHS CHCTABEH PE3YJITAT CMBPT MO
CBhPACYHOCHIOBU MPHYUHH, HE(aTaIeH MUOKapaeH HHPapKT Wik HedaTtaieH HHCyaT. O0umsar 6poi
CHhPACYHOCHIOBU CMBPTHH CITy4dau, HedaraieH MUOKap/ieH HHPApKT U HedaTaJleH HHCYIT €
cpotBeTHO 90, 111 u 71, cvorBetHO 44 (2,7%), 47 (2,9%) 1 27 (1,6%) B rpynaTa cbc ceMariayTHI
(purypa 4). IloHmkaBaHeTo Ha PUCKa B TBPBUYHHUS ChCTABEH PE3yJITaT Ce JBIKM OCHOBHO Ha CIaJl B
yecToTuTe Ha HedataneH nHCYIT (39%) u Hedatanen muokapaeH nHbapkr (26%) (dpurypa 3).
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®urypa 3 luarpama Ha Kaplan-Meier 3a BpeMeTo 10 MbpBaTa NOSIBA HA CbCTABHMS Pe3yJITaT:

ChPAEYHOCHI0BA CMBbPT, HedaTajeH MHOKap/ieH HHPAPKT WK HedaTa eH HHCYJIT
(SUSTAIN 6)

OTHoOcHUTEJIEH Cemarayrua Ilnane6o

puck (95% CI) N (%) N (%)
1648 1649
FAS (100) (100)
. 0,74 108 146
II'bpBuyHa kpaiina nea — MACE (0,58- 0,95) (6,6) (8,9)
Komnonentn na MACE
C 0,98 44 46
'BPAEIHOCHI0BA CMBPT (0,65-1,48) 2.7 (2,8)
H 0,61 27 44
edarasneH HHCYJIT (0,38-0,99) (1,6) (2,7)
0,74 47 64
Hedaranen muokapaen uadapxr (0,51-1,08) (2,9 (3,9)
JIpyru BTOPMYHH KpaiiHU 1eau
1,05 62 60
CM]:pT 110 KaKBaTo U J1a € NpuirHa (0,74-1,50) (3,8) (3,6)
0,2 1 5
B nou3za na Cemariytujg B noJ3a Ha niiane6o

®urypa 4: Inarpama Ha Forest: aHaM3u Ha BpeMeTO 10 MbPBATa M0SIBA HA CbCTABHUA
pe3yJiTaT, HeroOBUTe KOMIIOHEHTH U CMBPT N0 KakBaTo U Aa e npuuuHa (SUSTAIN 6)

Nma 158 cvOuTHs, CBBpP3aHH C HOBA WK BioIIaBaa ce Hegponarus. OrHocutrenHusT puck [95% CI]
OTHOCHO BPEMETO JI0 [10sBa Ha HedporaThs (HOBOIOSBIIIA C€, IEPCUCTUPAIIA MAKPOATOyMUHY PHS,
JBYKPATHO YBEJIMYCH CEpyMEeH KPEaTHHHH 32 MPOIBIDKUTENICH IEPUOJI, HEOOXOMMOCT OT
MPOABIKUTEIHA OBOPEYHO-3aMECTHTETHA TEPAITUS U CMBPT IIOpaau 0bOpeuHO 3a00JIIBaHe) ©

0,64 [0,46; 0,88] u e 3a cMeTKa Ha HOBOIIOSIBUJIA C€, [IEPCUCTUPAIIA MAKPOAJIOy MUHYPHSL.

Tenecno meeno

Crien eHa ToIMHA HA JICYSHHE CE TIOCTHTA 3ary0a Ha TerioTo ¢ > 5% u ¢ > 10% npu moBede
ydactHHLH, TpueMan cemariaytua 0,5 mg (46% u 13%) u 1 mg (52 - 62% u 21 — 24%), B
CpaBHEHHE C aKTUBHHUTE CPAaBHUTENIHHU NMpoAyKTH cutarmuntud (18% u 3%) u exsenatun ER (17% u
4%).

B 40-cenMu4HOTO M3MUTBaHE COPAMO TYJIArdyTH] ce ocTUra 3aryba Ha Tersioto ¢ >5% u >10% npu
noBeye yyacTHHULH, pueMaiy cemariaytuz 0,5 mg (44% u 14%) B cpaBHenue ¢ qynartytua 0,75 mg
(23% u 3%) u cemarnytun 1 mg (mo 63% u 27%) B cpaBHeHue ¢ gynarnytun 1,5 mg (30% u 8%).

HaOmromaBa ce 3Ha4MMO M TPAtHO HAMAJISIBaHE HA TEIECHOTO TETJIO OT M3XOAHOTO HUBO JI0 CEAMUIIA
104 ipu cemarmytun 0,5 mg u 1 mg crpsimo raredo 0,5 mg u 1 mg B gombIHEHNE KM
crannaptaute rpmwku (-3,6 kg u -4,9 kg cipsimo -0,7 kg u -0,5 kg , crotBerno) B SUSTAIN 6.

Kpveno nanscane

HaOnronaBa ce 3Ha4MMO TIOHMIKEHHE Ha CHCTOJTHOTO KPBBHO HaJIsiTaHE TPH U3II0JI3BaHE Ha
cemanmytug 0,5 mg (3,5-5,1 mmHg) u 1 mg (5,4-7,3 mmHg) B koMOuHaIMs ¢ TIEpOPATHU
aHTUIMa0CTHH JICKApCTBEHH MPOIYKTH WM Oa3aieH HHCYNIUH. [Ipr AHacTOITHOTO KPBBHO HAISTaHEe
HSIMa 3HAYMMH PAa3IMKHA MEXIy CEMariIyTHI U CpaBHUTEITHUTE poaykTH. HabmomaBanure
HOHIDKEHUS HA CUCTOIIMYHOTO KPBBHO HAJIATaHe NpH ceMariaytua 2 mg u 1 mg Ha ceqmuia 40 ca
cpoTBeTHO 5,3 mmHg u 4,5 mmHg.
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IleguaTprdHa monynanus

EBponeiickara areHius 1o JekapcTpaTa oTiara 3aJbKEHUETO 33 IPEJOCTaBsIHE HA PE3yJITaTUTE OT
u3nmTBaHusATa ¢ Ozempic B eHa WK NIOBeYe MOATPYIH Ha MeIHaTPUYHATA MOITYJIAlUS ChC 3aXapeH
nuaber tin 2 (Bx. Touka 4.2 3a uH(GOpMaIys OTHOCHO IeuarpuyHaTa yrnorpeoa).

52 ®apMaKkOKWHETHYHU CBOHCTBA

B cpasnenue c ecrectBennst GLP-1 cemarnmyTua nMa no-abirsr MOy KUBOT OT OKoJio 1 ceamuIia,
KOETO T'0 MPaBH MOAX OIS 32 ITOIKOKHO MPHIIOKEHUE BETHBK ceMUYHO. OCHOBHUSAT MEXaHU3bM Ha
YABIDKaBaHE € CBBP3BAHETO C AIOYMHUHA, KOETO BOJH JI0 HAMAaIsIBaHEe HA OBOPEUHMS KIMPBHHC U
npearnassa oOT MeTaboIUTHO pasrpaxaane. OCBEH TOBa CeMariyTU/ € CTabMIM3UpaH CpeliLy
pasrpaknane oT enzuma DPP-4.

AGcopbormst

MakcumanHarta KOHIEHTpalus ce goctura ot 1 1o 3 auu cnen gozupade. CTanyoHapHa eKCIO3U LU
ce JocTura 4-5 ceMUIM Clle IPHIOKEHHE BeIHBXK ceaMuyaHo. [Ipn marmenTn ¢ auaber Tum 2
CpeHaTa KOHIIEHTPALMs B CTALIMOHAPHO CHCTOSIHUE CIIe]] ITOIKOXKHO npuitokeHue Ha 0,5 mg u 1 mg
ceManIyThj € MPUOIU3UTENHO choTBeTHO 16 nmol/l u 30 nmol/l. B u3nurBanero, cpaBHsBAIIO
cemanitytu 1 mg u 2 mg, cpeiHUTE KOHLEHTPALIUH NP CTALIMOHAPHO ChCTOSHUE Ca CHOTBETHO

27 nmol/l u 54 nmol/l. Excrio3uiusita Ha ceMariyTH] C€ yBeJIM4YaBa MPOMOPIMOHAIHO Ha JI03aTa IPH
no3u 0,5 mg, 1 mg u 2 mg. CxonHa eKCIO3ULKS CE TIOCTHTa IIPH MOAKOKHO MPHUIOKEHUE Ha
ceManIyTuj B Kopema, OeJpoTO WIH B TOPHATA YacT Ha pbKaTa. AGCOMOTHaTa OMOHATMYHOCT Ha
HOJKOKEH ceMaritytus € 89%.

PasnpeneneHue

Cpennust o6eM Ha pa3npe/ieNieHne Ha CeMariayTH] CJIe TIOIKOKHO ITPUIIOKEHUE NP MAIUEHTH C
nuaber tin 2 e npubnusurenHo 12,5 1. CemarinyTuy ce cBbp3Ba €KCTEH3UBHO C TJIA3MEHUS alIOYMUH
(> 99%).

Mertabonmm3bpM/OroTpancGopmanus

Hpe):[I/I Ja €€ CKCKpETUpa CeMariiyTuJl OCHOBHO CC MeTa6OJ’II/I3I/Ipa Upe3 MPOTCOJIUTUIHO PA3HCTIBAHC HA
InenTuaHaTa Bepura 1 nocjacaBaiio OeTa-OKHCIICHUE HA CTpaHN4YHaTa BEpUra OT MaCTHU KUCCIIMHU. B
Meraboau3Ma Ha ceMarirytTul €€ 0O4akBa Jia y4acTBa CH3UMBbT HCYTpPAJIHA CHAONCTITUIa3a G\IEP)

Enumunupane

B m3nuTBaHe ¢ eIHOKpaTHA MOAKOKHA 7103 CEMAriyTH I, MApKUPaH C PaJMOaKTHBEH H30TOIl, €
YCTAHOBEHO, Y€ IbPBHYHUTE ITBTHIIA Ha EKCKPELUs Ha BEIIECTBATA, CBbP3aHH C METaboIM3Ma Ha
ceMariIyTHI, Ca Ype3 yprHaTa U U3IPAKHEHUSTA — IPUOTH3UTEIHO 2/3 OT TE3H BELIECTBA CE OTACISAT
¢ ypuHata u okoo 1/3 ¢ m3npaxkaenusra. [Ipubmusurenso 3% ot gozarta ce OTiess KaTo HePOMEHEH
cemanityTHz ¢ ypuHara. [Ipu naumenTu ¢ auaber THIl 2 KIMPBHCHT Ha CeMariyTH € NPHOIM3UTEIHO
0,05 1/h. C moury>kiMBOT Ha EMUMHHUPAHE MPUONTU3UTENHO | ceMUIIa CeMariayTH] OCTaBa B
KPBBOOOPAIICHUETO OKOJIO 5 CEAMHUILIM ClIe]] OCIeHATA 103a.

CHCQI/IaIIHa MOmyJIanusi

Cmapuecka eb3pacm
Jannu ot npoyuBanwust ¢aza 3a, BKIFOUBAIIH NAllMEHTH HA BB3pacT 20—-86 ToMHu, TIOKa3BaT, 4e
BB3PAcTTa HE OKa3Ba BIUSHUE BBPXY (DapMaKOKMHETHKATa HA CeMAarTyTH.
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Llon, paca u emnoc

[MonbT, pacara (0s11a, YepHOKOKA WK adpo-aMEPUKAHCKA, a3HATCKA) U €THOCHT
(JTaTMHOAMEPUKAHCKH, HE JJATHHOAMEPHKAHCKH ) HE OKa3BaT BIMSHUE BBPXY (papMaKOKMHETHKATa Ha
CeMariayTH/.

Tenecno meeno

TenecHOTO Teryo OKa3Ba BIMSIHUE BBPXY €KCIIO3UIMATA Ha ceMariyTua. [10-BHCOKOTO TeJIeCHO TEeryio
BOJIY JI0 [I0-MaJIKa eKcrno3ulus. Pasiuka B TenecHOTO Terio ot 20% MeXIly OTIEIHU X0pa ILE I0BEE
JI0 pa3/uKa B eKCIIO3UIusTa npubansutento 16%. losure cemarmytun 0,5 mg u 1 mg ocurypssar
JOCTaTh4HA CHCTEMHA EKCIIO3ULNUS B IUANAa30H Ha TenecHoTo Terio 40-198 kg.

bvbpeuno yspesicoane

bbOpeuHoTo yBpekiaHe He OKa3Ba KIIMHUYHO 3HaYMMO BIIMSIHUE BBPXY (hapMaKOKMHETHKAaTa Ha
ceMariytua. ToBa € ycTaHOBEHO C eIMHUYHA J103a ceMarityTua 0,5 mg npu NanueHTH ¢ pa3iindHa
CTereH Ha ObOpEeuHO yBpeKIaHe (JIeKo, yMEepeHo, TEXKKO WM MAllUeHTH Ha JUainn3a) B CpaBHEHUE C
YUYacTHUIIU ¢ HOpMaiTHa Ob0peyHa (yHkuus. ToBa e yCTaHOBEHO CBIIO M 1O JAHHU OT IIPOYYBaHUS
¢a3za 3a 3a yuactHHIM ¢ 1uabeT UM 2 U ObOPEUHO yBpeXKIaHe, BHIIPEKH Y€ ONMUTHT MPH MAlUCHTH C
TepMHHAJIHA OBOpPEeUHa HEIOCTATBUHOCT € OrpaHUuCH.

Yeproopobuo yepescoane

UepHOApOOHOTO YBPEIKIAHE HE BIUSC MO HUKAKBB HAYMH BBPXY CKCIO3UIUATA HA CEMATTyTHI.
dapMaKkOKHHETHKATa Ha CEMAryTH]I € OI[CHEHa B M3 TBAHEe C €IHOKparTHa j03a cemarnytus 0,5 mg
MIPY TIALMEHTH C Pa3invHa CTEeH Ha YePHOAPOOHO YBpEXkKIaHe (JIEKO, YMEPEHO, TEKKO) B CPAaBHEHHE
C YYACTHHITU C HOPMAJIHA YSPHOIPOOHA (DYyHKIHSL.

Teduampuuna nonyrayus
CemMariyTu He € u3cjeIBaH B MeIuaTpUYHa MOy Ialls.

Hmynocennocm
PazButre Ha aHTUCEMATTYTH aHTUTENA MPH JICUEHUE ChC ceMartyTua 1 Mg u 2,4 Mg Bb3HUKBA HE

yecTo (BK. Touka 4.8) 1 OTTOBOPBT U3ITIEKIA HE MOBIUABA (PapMaKOKMHETUKATA HA CEMArIIyTU/.
5.3 IpeaxkIMHUYHH JAHHH 32 0€30MACHOCT

[MpeaxnMHUYHUTE AaHHU HE MMOKa3BaT 0cOOEH PHCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHAIHUTE
(hapMaKoIOTHYHY W3MUTBAHUS 32 O€30MACHOCT, TOKCHYHOCT MPU MHOTOKPATHO TpHJIaraHe W
T€HOTOKCHYHOCT.

Henerannute Tupeonann C-kiIeThYHE TYMOPH, HAOMI0AaBaHH IPU TPHU3auH, ca epeKT Ha Ki1aca 3a
GLP-1 peuentopHuTe aroHUCTH. B 2-TOOUIIHN IPOYYBaHMA 33 KAHLIEPOTEHHOCT NPU IIBXOBE U
MUILKA CEeMariayTH NPUYMHIBA TUpeonAHN C-KIEThYHA TYMOPH MPU KIMHUYHO 3HAYUMHU
excno3unuu. He ca HabmiomgaBaHu Ipyru TyMOpH, CBBP3aHH C jiedeHneTo. C-KIeThUHUTE TYMOPH U
rpu3ady ce MPUIMHSABAT [0 HEreHOTOKCUYEH, criequduueH, meauupan ot GLP-1 penentopa
MEXaHH3bM, KbM KOMTO rpH3aunTe ca 0COOCHO YyBCTBUTEIHU. CMsITa ce, Ye 3HAYMMOCTTa IIPU XOpa €
MaJIKa, HO HE MOJK€E J1a C€ U3KJIF0YM HAITBIHO.

B npoyuBanus Ha QepTHIMTETA IPH TTHXOBE CEMAarIyTHI HE BIIHSE BHPXY CIIOCOOHOCTTA 32
pasMHOXkaBaHe WK (EPTUIUTETa Ha MBKKUTE HHIUBHIM. [IpH jkeHCKH TIBbXO0BE ca HaOto1aBaHu
yIbIDKaBaHe Ha €CTPATHUS LIKBI M cl1abo HaMallsiBaHe Ha COrpora lutea (oBynamyn) npu 103,
CBBP3aHU ChC 3ary0a Ha MaifdMHOTO TEJIECHO TETIO.

B nmpoyuBanus 3a eMmOpro-(eTarHo pa3BUTHE MTPH ILTHXOBE CEMATJTy TH/I IIPUYHHSIBA
E€MOPHUOTOKCUYHOCT MPH SKCIIO3UIUH 1O KITMHUYHO 3HaYuMuTe. CeMariayTu 1 BOJIU JI0 3HAUUTEITHO
HaMaJIsIBAHE HA MAWYMHOTO TEJIECHO TETJI0, KAKTO M Ha MPEXUBAEMOCTTA U paCcTeka Ha eMOPHOHUTE.
[Ipu 3apoauim ce HAOTIOAABAT TEHKKH CKEJICTHH U BUCIICPATHA MaI(POPMaIIH, BKITFOUUTEITHO ePEeKTH
BBPXY I'BITHTE KOCTH, peOpara, MpelicHUTE, OTaliKaTa, KPbBOHOCHUTE ChI0BE U MO3BYHHTE
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BEHTPUKYJIH. MEeXaHHUCTHYHUTE OIICHKH ITOKa3BaT, Y& eMOPHOTOKCHYHOCTTA BKJIFOYBA MEAUUPAHO OT
GLP-1 peuenropa yBpexnane Ha CHaOASIBAaHETO Ha eMOPHUOHA C XPAHUTEITHU BEIIECTBA OKOJIO
XBJIThYHaTa TopOnuka. [lopamu paznmuunsTa B aHATOMUATA U (PYHKIIMOHUPAHETO HA JKBJIThYHATA
TOpOMYKA IPU OT/EITHUTE BUOBE, KAKTO M TIOpau HepocTarbuHara excripecust Ha GLP-1 penenropa
B JKBJIThYHATA TOPOMYKA HA HEYOBEKOIOJOOHH IIPUMATH, CE CUUTA, Y€ HsMA roJIsiMa BEpOSITHOCT 32
3HAYMMOCT Ha TO3W MEXaHU3bM IIPH XopaTta. Benpeku ToBa He MOXe J1a ObJe U3KIFOYEH NMPSK eheKT
Ha ceMartyTHu]l BBpXy (deryca.

B npoyuBaHus 32 TOKCHYHOCT BBPXY Pa3BUTHETO Ha 3alIM U IBITOOMAIIATH MaKally ce HabItonaBar
no-yecTa 3ary0a Ha 110/1a 1 ci1alo IMOBUIIEHa YeCTOTa Ha (eTalHi aHOMAIIUK IIPU KJIMHUYHO
3HAYMMU EKCIIO3UIMHU. Pe3yntaTure ChOTBETCTBAT HA 3HAYUTEIHOTO HaMaJIsIBaHE Ha TEIECHOTO TEIJI0
Ha MaiikaTa ¢ 10 16%. He e u3BecTHO nanu Te3u eeKTy ca CBBP3aHU C MOHMKeHaTa KOHCyMalus Ha
XpaHa oT Maiikara kato npsik edexr or GLP-1.

OreHeHH ce MOCTHATATHUAT PACcTeX U pa3BUTHE IPU IbjAroonamaTty Makanu. HoBopoaenure ca
MAJIKO MTO-MaJIKH IIPY pakaaHe, HO CE Bb3CTAHOBSBAT B MEPUO/ia HA JIAKTaLlUsL.

[Ipu r10BEeHMTHH TUTBXOBE CEMariTyTH 3a0aBsl IOJIOBOTO Ch3PSABAaHE, KAKTO NPU MBKKHUTE, TaKa U MPU
JKEHCKHUTE MHAUBHUAM. ToBa 3a0aBsiHe HSAMA BIMSHUE KAKTO BBPXY (PEPTHIMTETA U PENPOTyKTHBHATA
CIIOCOOHOCT IpH JBaTa I10J1a, Taka U BbPXY CIIOCOOHOCTTA 3a 3ara3BaHe Ha OpeMEHHOCTTa IIpU
JKEHCKUTE.

6. OAPMALEBTUYHU JAHHU

6.1 Cnuchbk Ha NIOMOIIHUTE BellecTBA
Hunatpues gocdar auxugpar

IIponunenrnukon

deHon

XmopoBoAopoIHa KrcenrHa (3a kKopekius Ha pH)
Hatpues xunpokcun (3a kopekius Ha pH)

Bona 3a nHxexnumn

6.2 HecbBMecTHMOCTH

[Ipu nunca Ha MpOyYBaHUS 32 ChBMECTUMOCTH TO3M JIGKapCTBEH MPOAYKT HE TPsiOBa /1a ce CMEcBa C
JIPYTH JI€KapCTBEHU POy KTH.

6.3 Cpok Ha rogHoOCT

IIpeau mBPBOTO U3HOI3BAHE

Ozempic 0,25 mg, 0.5 mgu I mg
3 roauHU.

Ozempic 2 mg

2 TOOVHMU.

CJ'IGI[ II'BbPBOHAYATIHO OTBAPAHE

Cpok Ha rOJHOCT 10 BpeMe Ha yroTpeda: 6 ceAMULH.

Ha ce cexpanssa oz 30 °C mwm B xnamwiHuk (2 °C-8 °C). He 3ampassBaiite Ozempic. Koraro ne
M3M0JI3BaTe MHCAIKAaTa, ChXPaHsIBalTe 5 ¢ IOCTaBEeHA Kalavka, 3a J1a ce IpeAna3y OT CBETIHMHA.
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6.4 ChneunaJHH yCJIOBHUS HA ChbXpPaHeHHe

Ha ce cexpansBa B ximagquinHuk (2 °C—-8 °C). Jla ce cbxpaHsBa faned 0T OXJIAXKIAIIUS eJIeMEHT.
He 3ampa3sssaiite Ozempic.

CBXpaHﬂBaﬁTe Imyacaljikara ¢ IoCTaB€Ha Karadka, 3a Aa €€ Mpcara3n OT CBCTJIMHA.

3a ycnoBuATa HA ChXPaHEHHE CIIe/] IBPBOHAYAIHO OTBAPSHE HA JICKAPCTBEHUS MPOIAYKT BUKTE
TOo4Ka 6.3.

6.5 Buau chabpKaHHe HA ONIAKOBKAaTA

Crorien natpod 1,5 ml vnu 3 ml (crekio tun 1), 3aTBOpeH B eIMHUSI Kpaii ¢ TyMeHa 3aIyIaika
(x70pobyTHIT), a B APYTHS — C AlyMUHMEBA Kalavyka ¢ JJAMUHUPAH TyMEH JUCK
(6pomoOyTHI/TIOMK30npeH). [1aTpOHBT € MoCTaBeH B MpeaBapUTEIHO HAIBIHEHA MUCAJIKA 32
eIHOKpaTHa ynoTpeda OT MOTUNPOIIIIEH, TOTMOKCUMETHIICH, TTOMUKapOOHAT U aKPUIIOHUTPHIT
OyTagueH CTHPEH.

But Ha omakoBkarta

Ozempic 0,25 mg unscekyuonen pasmeop
Bcesika mpeBapuTeTHO HaITBIIHEHA MUcajka cbhappika 1,5 ml pasrBop, nocrassm 4 no3u mo 0,25 mg.
1 mpenBapuTETHO HAIIBIHEHA MUCATIKA U 4 UTIK 32 eJHOKpaTHa yrniotpeba NovoFine Plus

Ozempic 0,5 mg uHICEKYUOHEH PA3MEOD

Bcesika npeBapuTeHO HambIHEHA MUcalka chabpka 1,5 ml paszrBop, nocrassm 4 qo3u o 0,5 mg.
1 mpenBapUTEIHO HAII'BIHEHA MHUCATIKA U 4 UIIK 3a eAHOKpaTHa ynorpeba NovoFine Plus

3 mpeaBapUTETHO HAIIBIHEHU MUCANTKU 1 12 Uriu 3a eqHoKpatHa ynorpeba NovoFine Plus

Ozempic I mg undicexyuoren pazmesop

Bcesika mpeBapuTeIHO Ha'bIHEHA MUCANIKA ChIbpka 3 ml pastBop, gocTaBsin 4 no3u o 1 mg.
1 mpenBapuTETHO HAIBIHCHA MUCATTKA U 4 UIITH 3a eJHOKpaTHa ynorpeda NovoFine Plus

3 mpenBapUTETHO HAIBIHEHU MUCANTKU 1 12 Uriy 3a eqHoKpatHa ynorpeba NovoFine Plus

Ozempic 2 MQ umdcexyuoHeH pazmeop

Bcesika mpeBapuTeTHO HAITBIIHEHA MMUCajKa Chbpika 3 ml pa3rBop, 1ocTaBs 4 103u 1Mo 2 mg.
1 mpenBapuTEITHO HAITBIHEHA MUCATIKA U 4 UTIK 32 eJHOKpaTHa yrnotpeba NovoFine Plus

3 mpeaBapUTEIHO HAIIBIHEHU NUCcaNKy U 12 uriu 3a eqHokpatHa ynorpeba NovoFine Plus

He Bcuuky BHIIOBE OMAKOBKH MOTAT Jia OBJAT IyCHATH B TIpOJIaxk0a.

6.6 CneuuajaHu nmpeana3Hu MepPKH MPHU U3XBbPJsIHE U padoTa

[MarmenTute TpsiOBa 1a OBAAT MOCHBETBAHU /1A U3XBBPIIST UTIIUTE CIIE]] BCSIKA MHXKEKITHS U J1a
ChXpaHsBAT MUcaakaTa 0e3 mocTaBeHa uriia. ToBa MOXKe Jia PEJAOTBPATH 3aNyIIBAHE HA UTIIHTE,
3aMbpcsBaHe, MHEKIs, U3THIaHe HA PA3TBOP U HETOYHO JIO3UPaHeE.

IMucankata e npeHa3HaueHa 3a yrnoTpeda caMo OT €IH YOBEK.

Ozempic He TpsAOBa Ja ce U3I0JI3Ba, aKO HE U3JIexk1a OUCThD U OS3LBETEH WX IOYTH OC3I[BETCH.
Ozempic He TpsAOBa Ja ce U3IMOI3Ba, aKO € OWIT 3aMpa3sBaH.

Ozempic Mo3ke Aa ce mpujara ¢ Uiy 3a egqHokparsa ynorpeda 30G, 31G u 32G ¢ apmkuHa 10 8§ mm.

Hewusnon3paHuAT neKapCcTBEH MPOIYKT U APYTrUTe OTHAIBUHN MaTepray TpsOBa Ja ce U3XBBPIIAT B
CBOTBETCTBUE C MECTHUTE U3UCKBAHUS.
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7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Jlanus

8. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/002
EU/1/17/1251/003
EU/1/17/1251/004
EU/1/17/1251/005
EU/1/17/1251/006
EU/1/17/1251/010
EU/1/17/1251/011

9. JATA HA ITbPBO PA3SPEIIIABAHE/TIOJHOBSIBAHE HA PASPELIEHUETO 3A
YIIOTPEBA

[Hara na nspBo paspemanane: 08 gpespyapu 2018 1.
Hara Ha nmocnenmHoTO mogHOBsBaHe: 21 cenrremBpu 2022 1.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Hoxpo6Ha nHopmanys 3a TO3M JEKapCTBEH NPOLYKT € MpeIocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHnus 1o JeKapcreara http://www.ema.europa.eu.
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NMPUJIOKEHMUE 11

NNPOU3BOAUTEJ HA BUOJIOI'NMYHO AKTUBHOTO
BEIIECTBO U ITPOU3BOAUTEJL, OTTOBOPEH 3A
OCBOBOXJIABAHE HA ITAPTUIN

YCJI0OBUSA WA OI'PAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIIOBUSA U UBUCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJI0OBUS NN OT'PAHUYEHUA 3A BE3SOITACHA U

E®EKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUSA
NNPOAYKT
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A. MNPOUM3BOJUTEJ HA BUOJIOT'NMYHO AKTUBHOTO BEIHECTBO U
MMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA ITAPTUINU

HmMe u aapec Ha MPOU3BOIUTENS HA OMOJIOTUYHO AKTUBHOTO BCIICCTBO

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Jlanus

HmMe u aapec Ha MPOU3BOIUTENSL, OTTOBOPEH 3a oc1306o>1<21aBaHe Ha NapTHIUTC

Ozempic 0,25 mg, 0,5 mg u 2 mg
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsvaerd

Janus

Ozempic / mg
Novo Nordisk A/S

Novo Allé
DK-2880 Bagsvaerd
Janus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres

Opanuus

[lewarHara J1MCTOBKA HA JIEKAPCTBEHUSI IPOLYKT TPSIOBa la ChABPKA UMETO U aJpeca Ha
MPOM3BOIUTEINSI, OTTOBOPEH 32 OCBOOOK/IABAaHETO HA CHOTBETHATA MAPTU/A.
b. YCJIOBUA WIN OI'PAHUYEHMUSA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOAYKT C€ OTITyCKa IO JIEKAPCKO MPeAUCaHHE.

B. JPYI'M YCJOBUS U U3UCKBAHUS HA PASPEILIEHUETO 3A YIIOTPEBA
. Iepuomumunu akTyamm3upanu aokjaaam 3a 6ezonacHoct (ITAJ1b)

Nzucksanusra 3a nomasane Ha [TAJ1b 3a To3u 1eKapcTBEH MPOAYKT ca ITOCOUEHHU B CITUCHKA C
pedepentaute natu Ha EBponeiickus cbio3 (EURD crmcwk), mpeasuex B wi. 1078, an. 7 ot
HupexruBa 2001/83/EO, 1 BbB BCHUKH CJIeABAIIM aKTyalIU3allly, TyOJIMKyBaH! Ha EBPOTICHCKHS
yeOrnopTa 3a JISKapcTBa.

r. YCJ0OBUA WIHK OI'PAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS MTPOAYKT

. IInan 3a ynpaBienue Ha pucka (ITYP)

[Ipurexartensat Ha pasperienuero 3a ynorpeda (IIPY) psadsa na n3BbpIBa H3MCKBAHUTE JEHHOCTH U

JIEMCTBUS, CBBP3aHU C TIPOCIIE/sIBAaHE Ha JIeKapcTBeHaTa 0e30MacHOCT, MocoueHn B o00penus [TV P,

npeacraseH B Mozyn 1.8.2 Ha pa3penieHreTo 3a ynotpeda, KakTo 1 BbB BCUUKHU CIIEABALIH 000PEHU
aktyanuzauuu Ha [TYP.
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Axryanuzupan [TYP tpsioBa na ce noaasa:

o uckaHe Ha EBpomnelickara areHmus mo Jekapcraara

BHHATH, KOTaTO CE U3MEHS CUCTeMaTa 3a yIpaBJICHHE Ha pUCKa, 0COOCHO B pe3yiTaT Ha
MoJTyYaBaHe Ha HOBA MH(OpMAIHs, KOSATO MOXeE Ja JOBEC J0 3HAYMMHU TIPOMEHH B
CHOTHOIIIEHUETO TIOJI3a/PUCK, WIIK KaTO PE3yJTaT OT IOCTUTaHe Ha BayKeH eTall (BbB BPb3Ka C
MpOoCJie/sIBaHe Ha JIGKApCTBeHATa 0€30MACHOCT WM CBEXKIAAHE HA PUCKA IO MUHUMYM ).
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NIMPUJIOKEHMUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Ozempic 0,25 mg WHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAIIBIHCHA MUCATKA
CeMariayTH]I

‘ 2. OBABABAHE HA AKTUBHOTO BEINECTBO

Besika no3za (0,19 ml) ceappixka 0,25 mg cemarnytun (1,34 mg/ml),

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

nuHatpueB Gochar IMXUAPAT, TPONUIICHITIUKOI, (PEHOJI, XJIOPOBOIOPOHA KUCETHMHA/HATPUEB
xunpokcus (3a kopekuus Ha pH), Boja 3a nmkexkuuy. Bukre aucToBKara 3a nmoseye MHGopManus.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

HWHXEKIIUOHEH Pa3TBOP

1 nucanka u 4 uram 3a efHOKparHa ynorpebda (4 103m)

‘ 5. HAYMH HA TPUJIOKEHME U ITHT HA BBBEXKJAHE

IIpenu ynotpeba nmpoyerere JIMCTOBKATA.
BEIHBK CEIMIYHO

Hznon3BaiiTe ceMaryTH BEAHBK CCAMUIHO
3anumere JeHs OT CEAMUIATA, KOMTO CTe H36PaIH 32 HHKEKTHPAHE |
HHxeKkTupax ceIMUYHATA CH J103a Ha CIICTHUTE JIATH

ITOAKOYXHO IPUIIOKCHUEC

OtBopere TyK

IloBnuruere Tyk

6. CIIEIIMAJIHO NPEAYHNPEXAEHUE, YE IEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NOIJIEJA U IOCEI'A HA IELA

IIa C€ CbXpaHsABa Ha MSCTO, HEAOCTBITHO 3a JIC1a.
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‘ 7. APYI'N CHEHUAJIHU ITPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO

He cpxpansBaiiTe nucankaTa ¢ ocTaBeHa UrJa.
[Ipenna3HaveH camo 3a HHAMBUAYyaIHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

I'onen mo:

I/I3XB’BpJ'IeT6 Mrcajkara 6 CCAMUIIA CJICT ITBPBOTO HU3IIOJI3BAHC.

‘ 9. CIIELIMAJIHU YCJIOBUA HA CbXPAHEHUE

[a ce cpxpansBa B xuaputHUK. Jla He ce 3aMpa3sBa.
Cren mppBOTO M3MOI3BaHE ChXxpaHsBaiiTe nmucankara nox 30 °C. [la He ce 3ampassBa.
CeoxpaHsBaiiTe McajIKkara ¢ IOCTaBeHa Karmadka, 3a Ja Ce MPEATas3y OT CBETIINHA.

10. CIHENUAJIHUA NPEAINIAZHU MEPKHU ITPU U3XBBPJISTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE IIPOAYKTHU NJIM OTIIAABYHU MATEPUAJIM OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AAPEC HA ITIPUTEXXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Jlanus

‘ 12.  HOMEPA HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/002

13. TAPTHUJAEH HOMEP

[TapTuna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHHA 3A YIIOTPEBA

‘ 16. HMH®OPMAIIMS HA BPAIJIOBA A3BYKA

Osemnuk 0,25 mr
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‘ 17. YHHUKAJIEH UWAEHTU®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3MepeH 6apKoJ ¢ BKIFOUESH YHUKAIECH HIICHTU()UKATOD

| 18. YHHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT MAJIKUTE EJJMUHUYHU
II'bPBUYHU OITAKOBKHN

ETUKET HA IIPEJABAPUTEJIHO HAITBJIHEHATA IIMCAJIKA

‘ 1. HUME HA JIEKAPCTBEHUSA NNPOAYKT U IIBbT HA BHBEKJIAHE

Ozempic 0,25 mg uHKeKIus
ceMariIyTH]
TOJIKOXKHO TIPHIIOKEHUE

2. HAYMH HA TIPUJIOKEHUE

BEIHBK CEAMHUYHO

| 3. JIATA HA U3TMYAHE HA CPOKA HA TOJIHOCT

I'onen no:

4. MHAPTUAEH HOMEP

[TapTuna:

| 5. CBJABPKAHHUE KATO MACA, OBEM WJIH EJIMHUIIA

1,5 mi
(4 mo3n)

6. IPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPABBA JJA CbAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Ozempic 0,5 mg MHXEKIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAIIBITHEHA MTHCAIIKA
CeMariayTH]I

‘ 2. OBABABAHE HA AKTUBHOTO BEINECTBO

Bcesika no3za (0,37 ml) ceappxa 0,5 mg cemarmytun (1,34 mg/ml),

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

nuHatpueB Gochar IMXUAPAT, TPONUIICHITIUKOI, (PEHOJI, XJIOPOBOIOPOHA KUCETHMHA/HATPUEB
xunpokcus (3a kopekuus Ha pH), Boja 3a nmkexkuuy. Bukre aucToBKara 3a nmoseye MHGopManus.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

HWHXEKIIUOHEH Pa3TBOP

1 nucanka u 4 UM 3a efHOKpaTHa ynorpebda (4 103u)
3 nucanku u 12 Urim 3a eAHOKpaTHa yrnorpeda (12 mo3mu)

‘ 5. HAYMH HA IPUJIOKEHUE U ITBT HA BBBEXKJIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
BEJIHBXK CEMUIHO

N3non3BaiiTe ceMariyThu BEAHBX CEAMUYHO
3anuieTe IeHs OT CeMUIIaTa, KOWUTO CTe H30paIn 32 MHKEKTUPaHE |
NmxexTupax cenMUYHaTa CH 1032 Ha CJICTHUTE TaTH

MIOIKOKHO TIPHJIOKEHHE
OtBopere TyK

IloBouruere Tyk
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6. CIIEIIMAJIHO NPEAYHNPEXAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NOIJIEJA U IOCEI'A HA IELA

IIa C€ CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a [IC1a.

‘ 7. APYI'N CHEHUAJIHU ITPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO

He cpxpansiBaiiTe nucankara ¢ IocTaBeHa Uria.
[Ipenna3HaueH camo 3a MHAMBUAyaIHA yIOTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen nmo:

N3xBBpreTe nucankara 6 CeAMHUIIN CE ITBPBOTO U3MOI3BaHE.

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a ce cpxpansiBa B xylaquiHuK. J[a He ce 3aMpassBa.
Crnen mspBOTO M3M0M3BaHEe ChXpaHsBaniTe nucainkara noa 30 °C. Jla e ce 3ampassBa.
CpxpansiBaiiTe nycajkara ¢ I0CTaBeHa Kalauka, 3a Jja ce [IPea3y OT CBETIMHA.

10. CHENOUAJIHA NPEAINA3HUA MEPKHU ITPU N3XBBPJISHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WA OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJPEC HA ITIPUTEXXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo All¢
DK-2880 Bagsvaerd
Janus

12 HOMEPA HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/003 1 nmucanka u 4 urim 3a eAHOKpPATHA yImoTpeda
EU/1/17/1251/004 3 mucanku u 12 urmm 3a eqHOKpaTHa yrnorpeda

13. TAPTUAEH HOMEP

ITapruna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUS 3A YIIOTPEBA
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| 16. WH®OPMALS HA BPAIJIOBA A3BYKA

Ozemnuk 0,5 Mr

‘ 17.  YHUKAJIEH WJIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 6apko/1 ¢ BKIIIOUYEH YHUKAICH UACHTU(DHUKATOD

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

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXKAT MAJIKUTE EJIJUHUYHU
II'bPBUYHU OITAKOBKHA

ETHUKET HA TIPEABAPUTEJIHO HAITBJIHEHATA IIUCAJIKA

‘ 1. HUME HA JIEKAPCTBEHUSA MTPOAYKT U ITbT HA BHBE/KJIAHE

Ozempic 0,5 mg uHxeKiwst
cemMariayTu
MO/IKOYKHO TIPHJIOKEHUE

2. HAYMH HA NTPUJIOKEHHUE

BCIHBX CCAMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen nmo:

4. IHHAPTUJIEH HOMEP

ITapruna:

(5. CbIbPKAHME KATO MACA, OGEM WJIW EJUHULIU

1,5 mi
(4 no3n)

6. JIPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPABBA JJA CbIAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

‘ 1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Ozempic 1 mg MHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITbJIHEHA TUCAIKA
CeMariayTH]I

‘ 2. OBABABAHE HA AKTUBHOTO BEINECTBO

Bcesika no3za (0,74 ml) ceappxa 1 mg cemarmytun (1,34 mg/ml),

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

nuHatpueB Gochar IMXUAPAT, TPONUIICHITIUKOI, (PEHOJI, XJIOPOBOIOPOHA KUCETHMHA/HATPUEB
xunpokcus (3a kopekuus Ha pH), Boja 3a nmkexkuuy. Bukre aucToBKara 3a nmoseye MHGopManus.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/ITHA OITAKOBKA

HWHXXCKIIMOHCH pa3TBOp

1 nmucanka u 4 UM 3a eMHOKpaTHa yrmorpeda (4 no3n)
3 nucanku u 12 urim 3a egHOKpaTHa yrnorpeda (12 mo3mu)

‘ 5. HAYMH HA IPUJIOKEHUE U ITBT HA BBBEXKJIAHE

[Ipenu ymoTtpeda npoyerere IMCTOBKATA.
BEJIHBXK CEMUIHO

N3non3BaiiTe ceMariyThu BEAHBX CEAMUYHO
3anuieTe IeHs OT CeMUIIaTa, KOWUTO CTe H30paIn 32 MHKEKTUPaHE |
HNmxexTupax cenMUIHaTa CH 1032 Ha CJICTHUTE TaTH

HOKOKHO TPUIIOKEHHE
OTtBoOpere TyK

IloBnuruere Tyk
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6. CIIEIIMAJIHO NPEAYHNPEXAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NOIJIEJA U IOCEI'A HA IELA

IIa C€ CbXpaHsABa Ha MsCTO, HEAOCTBITHO 3a [IC1a.

‘ 7. APYI'N CHEHUAJIHU ITPEAYIIPEXKJAEHUSA, AKO E HEOBXOJIUMO

He cpxpansiBaiiTe nucankara ¢ IocTaBeHa Uria.
[Ipenna3HaueH camo 3a MHAMBUAyaIHA yIOTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen nmo:

N3xBBpreTe nucankara 6 CeAMHUIIN CE ITBPBOTO U3MOI3BaHE.

‘ 9. CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

a ce cpxpansBa B xslaquinHuK. Jla He ce 3aMpassBa.
Crnen mspBOTO M3M0M3BaHEe ChXpaHsBaniTe nucainkara noa 30 °C. Jla e ce 3ampassBa.
CexpansiBaiiTe Iycajkara ¢ I0CTaBeHa Kalauka, 3a Jja ce [IPEea3y OT CBETIMHA.

10. CHENOUAJIHU NPEAITA3HU MEPKHU ITPU N3XBBPJISHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WA OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJJPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo All¢
DK-2880 Bagsvaerd
Janus

12 HOMEPA HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/005 1 mucanka u 4 urim 3a eAHOKpPATHA yIoTpeda
EU/1/17/1251/006 3 mucanku u 12 urmu 3a eqHOKpaTHA yrnorpeda

13. TAPTUAEH HOMEP

ITapruna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUS 3A YIIOTPEBA
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| 16. WH®OPMALS HA BPAIJIOBA A3BYKA

OseMnuk 1 Mr

‘ 17.  YHUKAJIEH WJIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 6apko/1 ¢ BKIIIOUYEH YHUKAICH UACHTU(DHUKATOD

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

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJIA CbABPKXAT MAJIKUTE EJJUHUYHU
II'bPBUYHU OITAKOBKHA

ETUKET HA IIPEABAPUTEJIHO HAITBJIHEHATA IIMCAJIKA

‘ 1. HUME HA JIEKAPCTBEHUSA NNPOAYKT U IIBbT HA BHBEKJIAHE

Ozempic 1 mg uHXeKIus
ceMariIyTHI
TIOJIKOXKHO TIPHIIOKEHUE

2. HAYMH HA TIPUJIOKEHUE

BEIHBK CEAMUYHO

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

TI'onen no:

4. MHAPTUAEH HOMEP

[TapTuna:

| 5. CBJABPKAHHUE KATO MACA, OBEM WJIH EJIMHUIIA

3ml
(4 mo3n)

6.  JIPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPABBA JJA CbIAbPKXA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

| 1. MME HA JIJEKAPCTBEHMSI IPOJIYKT

OzempiC 2 mg MHXEKIMOHEH Pa3TBOP B IPEIBAPUTEIHO HAIThJIHEHA MUCAIKA
ceManiyTHy

‘ 2. OBABSABAHE HA AKTUBHOTO BEIIECTBO

Bcesika no3a (0,74 ml) ceabprxka 2 mg cemarmytia (2,68 mg/ml),

3. CIIUCBK HA IOMOIIIHUTE BEINECTBA

JquHaTpueB Gochar JUXUIPAT, TPOIMUIICHITTUKON, (PEHOJI, XJIOPOBOIOPO/IHA KUCETHHA/HATPHEB
XUIpOKcHU I (3a kKopekuus Ha pH), Boaa 3a mHxekiy. Bukre THCTOBKaTa 32 NOBeYe MH(OpMaIus.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B E/JHA OITAKOBKA

HWHXEKIIUOHEH Pa3TBOP

1 mucanka u 4 UriH 3a eHOKpaTHa ynorpeoda (4 103u)
3 mucanku u 12 urnm 3a eqHOKpaTHa ynorpeda (12 qo3m)

| 5.  HAYMH HA NTIPWJIOKEHME U IbT(MIIA) HA BBBEKJIAHE

IIpenu ynotpeba nmpoyerere JIMCTOBKATA.
BEIHBK CEIMIYHO

W3non3paiite ceMarytyTul BEAHBIK CCAMUYIHO

3arnumiere eHs OT CeIMHIIATa, KOWTO CTEe N30palli 3a HHKEKTUpaHe

I/IH)KGKTI/Ian cCaAMHUYHAaTa CH 103a Ha CICIHUTC OaTu

TIOIKOKHO TIPHJIOKEHHE
OtBopere TyK

IloBnuruere Tyk

6. CIIEIMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NOIJIEJA U IOCEI'A HA IELA

I[a CC CbXpaHsABa HAa MACTO, HCAOCTBIIHO 3a JCIa.
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| 7. JIPYT'U CHEUMAJIHY IPEJYPEXKIEHUSL, AKO E HEOBXOUMO

He CLXpaHHBaﬁTe nucajkaTa C 1IoCTaBCHa UrIjia.
Hpe/:[HasHaqu CaMO 3a MHAWBUAYAJIHA yHOTpe6a.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I/I3XB’BpJ'IeT6 MrcajKara 6 ceaAMUIIM CJICT ITBbPBOTO U3IMOJI3BAHC.

‘ 9. CIIELIMAJIHA YCJIOBUA HA CbXPAHEHUE

Ha ce cpxpansiBa B xiaguinHuk. Jla He ce 3aMpa3ssiBa.
Crnien mbpBOTO M3MONI3BaHe chxpaHsBaiite mucankara noq 30 C. [la He ce 3aMpassBa.
CobxpansiBaiiTe nycajkara ¢ IOCTaBeHa Kanayka, 3a Jia ce MPerna3y OT CBETINHA.

10. CHENUAJIHUA NPEAINIAZHU MEPKHU ITPU U3XBBPJISHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIM OTIIAABYHU MATEPUAJIM OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Janus

12.  HOMEPA HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/010 1 mucanka u 4 urim 3a eAHOKpPATHA yImoTpeda
EU/1/17/1251/011 3 mucanku u 12 urim 3a eqHOKpaTHa yrmoTpeoda

13. HAPTHUJIEH HOMEP

[TapTuna:

| 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMHA 3A YIIOTPEBA

| 16. MH®OPMAILIUSI HA BPAIJIOBA A3BYKA

O3eMIIUK 2 MT
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| 17.  YHUKAJEH WIEHTH®UKATOP — JIBYU3MEPEH BAPKOJ]

JBymn3mepen 6apko/1 ¢ BKITIOUYEH YHUKAICH UICHTU(DHUKATOD

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

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJIA CbABPKXAT MAJIKUTE EJJUHUYHU
II'bPBUYHU OITAKOBKHA

ETUKET HA IIPEABAPUTEJIHO HAITBJIHEHATA IIMCAJIKA

‘ 1. HUME HA JIEKAPCTBEHUA INPOAYKT U IIBbT HA BHBEKJIAHE

Ozempic 2 mg WHXeKIus
ceMariIyTHI
TIOJIKOXKHO TIPHIIOKEHUE

2. HAYMH HA TIPUJIOKEHUE

BEIHBK CEAMUYHO

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

TI'onen no:

4. MHAPTUAEH HOMEP

[TapTuna:

‘ 5. CbABPKAHUE KATO MACA, OBEM WIN EJUHUIIN

3ml
(4 mo3n)

6.  JIPYTO

Novo Nordisk A/S
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b. JUCTOBKA

a7



JIucroBka: MHpopmanus 3a manueHTa

Ozempic 0,25 mg uHKeKIHOHEeH Pa3TBOP B NpeIBAPUTEIHO HANTBJHEHA MU CAJIKA
cemantytuj (semaglutide)

IIpoyeTeTe BHUMATEHO AJATA JMCTOBKA, NPeAH 1a 3aM04YHeTe 1a U3I0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO THA ChABPKA BaskHa 32 Bac nHpopmanusi.

- 3anazeTe Tasu JUCTOBKA. MojKe Ja ce HaJIOXKH J1a 5 POYETETe OTHOBO.

- AKO MMaTe HIKaKBH JIOMBIHUTEIHN BBIIPOCH, TIonuTaiTe Bamms ekap, hapmaneBT i
MEIUIIMHCKA CECTPA.

— ToBa siekapcTBO € npeanucano JmyHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe
Jla M HaBpeId, He3aBUCUMO Y€ PU3HAINTE Ha TSIXHOTO 3a00JsBaHe ca chluuTe KaTo Bammre.

- AKO TOITyYuTe HAKAKBU HEXKETaHU peakiuy, yBenoMmere Bammist nekap, hapmarieBT unu
MEIUIIMHCKA cecTpa. ToBa BKIIOYBA BCHYKH BB3MOKHH, HEONMCAHU B Ta3H JUCTOBKA HEXETAHH
peakmuu. Brokre Touka 4.

Kakso CBhABbPiKa Ta3u JIMCTOBKA

1. Kaxkso npeacrasnssa Ozempic 1 3a KaKBO ce U3I0I3Ba

2. Kaxkso TpsiOBa 51a 3HaeTe, npeau aa usnonssare Ozempic

3. Kak na nsnonzsare Ozempic

4, BB3MoXHN HEKETaHU PEaKITIH

5. Kak na cexpanssare Ozempic

6. ChpabprxaHre Ha OMTAKOBKATa U JAOTBIIHUTEIIHA HHPOPMAITHS
1. Kakpo npencraBasiBa Ozempic 1 32 KaKBO ce H3M0JI3Ba

Ozempic ChIIbprKa aKTUBHOTO BEIIECTBO ceMariyThi. To rmomara Jia ce MOHM)KU KpbBHATA 3aXap B
opranusMa Bu camo koraro e TBhpJic BUCOKA U MOKeE Jia TIOMOTHE 3a MPEIOTBPATSABAHE Ha CHPACYHO
3a00JIBaHeE.

Ozempic ce U3IT0N3BA 32 IEYEHNE Ha B3pacTHH (Ha Bh3pacTt 18 roannu u moseye) ¢ nuaber Tvr 2,
KOraTo JueTara U ynpakKHeHHUATa He ¢a JOCTaThYHM:;

. CaMOCTOSTEIIHO — KOraTo He MOXKETe Ja U3I0A3BaTe METQOPMHUH (APYro JIEKapCTBO 3a 1uader)
NI
. C IpyTH JIEKapCTBa 3a JUa0eT — KOraTo T€ He ca JJOCTaTh4HH, 33 1a KOHTPOJIUpAT HUBaTa Ha

KpbBHaTa Bu 3axap. TakuBa Morar n1a 6b4aT 1€KapcTBa, KOUTO MPUEMare Npe3 ycTaTa Uil
UHXEKTHpaTe, HallpuMep WHCYJIUH.

Baxxno e pa mpoapikvTe MiiaHa cv 3a JUeTa U yIpaKHeHud, Kakto Bu e ka3an Bammsr nexap,
(apMalneBT WM MEJULMHCKA CECTpa.

2. KakBo TpsidBa 1a 3HaeTe, npeau aa uznojssate Ozempic

He uznoassaiite Ozempic
d aKO CTC AJICPIrMYHU KbM CEMAITyTHU WJIKW KbM HAKOSA OT OCTAHAJIMTE CbCTABKH HA TOBa
nekapcTBo (M30poeH!u B TOUKa 6).

Ipeaynpe:xaenust ¥ mpeana3Hu MepKu
I'oBopete ¢ Bamms nekap, papmareBT mix MEIUIMHCKA CECTpa, IPEH J1a U3I0I3BaTe TOBA
JIEKapCTBO.

ToBa JICKapPCTBO HE € ChIIOTO KAaTO MHCYJIMH U Bue ne Tpﬂ6Ba Ja ro U3I0JI3BATEC, aKo:

. umare quadet tun 1 — 3abomsBaHe, IPH KOETO OpraHu3MBT Bu 13001110 HEe Mpou3BexIa
WHCYJIVH;
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. pas3BueTe AuabeTHa KeToalua03a — yCcaoKHeHNe Ipu JuabeT, MPOTHYAIo C BUCOKA KPbBHA
3axap, 3aTpy/HEHO JuIIaHe, OObpKBaHe, IPEKOMEpHa kKaxK/1a, CIIalbK MUPHC B ycTaTa Uix
CIIQ/IbK WJIM METAJICH BKYC B yCTara.

OzempiC HC € UHCYJIMH 1 TOpaJid TOBA HEC TpSI6Ba Jia CC U3M0JI3Ba KAaTO 3aMCCTUTCII Ha NHCYJIMHA.

Ed)eKTI/I BBPXY XPAHOCMMIIATE/IHATA CUCTEMA

ITo Bpeme Ha JIeU€HHUETO € TOBA JIEKAPCTBO MOXKe J1a Bu ce moBaura (rajexe) wim aa uMate
MOBpBILAHE WU Iuapus. Te3u HekenaH! peakuny MOTaT Jla MPUIHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). Ba)kHo e ja nuere 0OMIIHO KOJIMYECTBO TEUHOCTH, 32 J1a IIPEAOTBPATUTE IEXHPATALIHSL.
ToBa e ocobeHo BakHO, ako UMare npodiemu ¢ ObOpenure. ['oBopete ¢ Bamus nekap, ako nmare
HSKaKBU BBIIPOCH WM HPUTECHEHHUS.

CuiHa ¥ IpoabIKUTEIHA KOPEMHA 6OJIKa, KOATO MOJKC J1a CC ABJI’KHW Ha OCTHP IMAHKPCATHUT

AX0 UMaTe CWITHA ¥ IPOIBKATENTHA O0JTKa B 00J1acTTa Ha CTOMaxa, He3a0aBHO MOTBPCETE JIeKap, Thid
KaTO TS MOJKE J]a € MPU3HAK Ha OCTBP MAHKPEATHUT (BB3MAaIeH MaHkpeac). Mois BUKTe Touka 4 3a
npeaynpeuTeTHATE TPU3HALH 32 Bb3IaJICH ITaHKpeac.

Hucka kpbBHA 3axap ( XI/IHOFJ'II/IKGMI/IH)

KomOunupaneTo Ha cyndoHmTypeliHI TPON3BOTHH UITH HHCYJIMH C TOBA JIEKAPCTBO MOXKE J]a YBEITHIU
pHCKa OT IOHIKaBaHE Ha HMUBATa Ha KPhBHATA 3aXap (XUIOTIHKeMHUs). Mosis, BIXKTE TOUKa 4 OTHOCHO
MpeayTpeUTETHUTE IPU3HALIM 33 HUCKU HHUBA Ha KpbBHATA 3axap. Bamusr gexap moxe 1a Bu
Ha3HauM J]a Ce U3CIIC/IBAT HUBATA HA KpbBHATa Bu 3axap. ToBa 1ie My HOMOrHe J1a onpeieiu Jaiu
J03ata Ha CyI(poHUITYpeHHOTO IPOU3BOIHO WIIM UHCYJIMH TPsIOBa Jla ce MPOMEHH, 32 JIa C€ TIOHVIKH
PHCKET OT HHCKa KpBBHA 3axap.

3a0oiiIBaHe HA OYUTE BCIEACTBUE HA Ia0eT (DETUHOATHS)

Axo umare 3a00JIsiBaHE Ha OYUTE BCIICICTBUE HA AMA0CTA M U3I0JI3BATE HHCYJIMH, TOBA JICKAPCTBO
MOJe J1a IOBEIC JI0 BIIONIaBaHe Ha BaireTo 3peHue u ToBa MOE Jia HaIoXku Jieuenue. Mudopmupaiire
JIeKapsi CH, aKO UMare 3a00JisiBaHe Ha OYMTE BCICICTBUC HA MabeTa Wik ako M0 BpeMe Ha JICUCHUETO
C TOBA JICKAPCTBO MOJIyYUTE poOIeMu ¢ ounTte. B ciydail ue nMaTe MOTCHIMATHO HECTAOMITHO
3a00JIBaHE Ha OYUTE BCIIEACTBHUE Ha auabeT, He ce MpernopbhuBa aa u3nois3sare Ozempic 2 mg.

Jleua u roHOIIM
ToBa jieKapCcTBO HE Ce MPENopbUBa IpH Jelia U IOHOIIM Ha Bb3pacT noj 18-rouHu, Thil KaTo
0€e30IaCHOCTTA U C(I)I/IKaCHOCTTa IIpU Ta3u BH3PACTOBA I'pyIia BCC OLIC HC Ca YCTAHOBCHHU.

Jpyru Jexapcera 1 Ozempic

Tps6Ba na kaxere Ha Bamms nekap, GpapmaneBT WM MEAUIIMHCKA CECTpa, aKo IpHeMaTe, HacKopo CTe
MpUeMalld WIH € Bb3MOXKHO Ja pUeMare IPYTH JIeKapcTBa, BKIIOUUTETHO OWIKOBU MITH JPYTH
JIeKapcTBa, KOUTO CTe Kynuiu 0e3 perenTa.

[o-cneunanno, uadopmupaiite Bamus nekap, papmaneBT Wil MEIULMHCKA CECTpa, aKO U3II0I3BaTe

JIeKapCTBa, ChAbPIKAIIN HAKOE OT CIIEIHUTE:

. Bapdapun nnu npyru nogobHu JiekapcTBa, MpUEMaHH [pe3 ycTaTa 3a HamMaJsiBaHe Ha
KPBBOCHCUPBAHETO (MIEPOPATHU aHTUKOATyJIaHTH ). MoXe /1a ce HaJloKaT YeCTH U3CIICIBAaHUS
Ha KpbBTa, 3a J1a CE IMPOBEPH KOJIKO OBbP30 ce chcHpBa KpbBTa Bu.

. Axo n3non3Bate MHCYIMH, Bammsr nexap me Bu 00sicHE Kak Ja HamanuTe 103aTa Ha MHCYJIMHA
u e Bu npenopbya ga cieante KphBHATA CU 3aXap MO-9ecTo, 3a J]a N30erHeTe XUMEPrITnKEMUS
(BUCOKa KpBBHA 3axap) U nuadeTHa Keroau03a (ycuoKkHeHne Ha auabera, KOeTo HacThIIBa,
KOTaTO OpraHu3MbT HE MOIXKE Jia pa3rpaain IIroKo3aTa, TBHU KaTo HIMa JOCTAaTb4HO I/IHcy.]'II/IH).
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BpeMeHHOCT 1 KbpMeHe
AKO cTe OpeMeHHa WM KbPMHUTE, CMATATE, Y€ MOKE Ja CTe OpeMeHHa, WM IJIaHUpaTe OpEMEHHOCT,
MOCHBETBAlTE ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JISKapCTRO.

ToBa siekapcTBO He TpsIOBa J1a ce M3I0JI3Ba MO BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO Nl
3acsra 1joza. 3aToBa ynorpedara Ha KOHTpPALEIIH € IPenopbUUTeIHa, T0KAaTO U3I0I3BaTe TOBA
JIEKapCcTBO. AKO JkelaeTe 1a 3a0peMeHeere, 00chaeTe Kak Ja MPOMEHHUTE JIeYeHneTo cu ¢ Bamms
JeKap, Thil KaTo TpsiOBa Aa cripeTe yrnorpedaTa Ha TOBa JIEKApCTBO MOHE 2 Mecela IPeIBapUTEITHO.
Axo 3abpemMeHeeTe, T0KaTo U3IO0I3BaTe TOBA JIEKAPCTBO, TOBOpETE He3a0aBHO ¢ JieKapsl CH, Thi KaTo
nedennero Bu tps6Ba na 6be TpOMEHEHO.

He u3snonspaiite ToBa J1EKapCcTBO, aKO KBPMHUTE, ThI KaTO HE € U3BECTHO JIAJIM TO TPEMUHABA B
KbpMara.

Illodupane u padoTa ¢ MAILIMHU

Maiko BepostHO € Ozempic ma mosnuse Ha cocobnocrta Bu 3a modupane u paboTa ¢ Marmuu. AKO
M3I0JI3BaTe TOBA JICKAPCTBO B KOMOMHAIIHSA ChC CYI(POHMITYPEHHH TPOU3BOTHN HITH HHCYJIHH,
KpbBHaTa By 3axap Moxke J1a ce MOHMKH (XUTIOTIIMKEMHST ), KOETO J1a 0Tciabu cmocobHocTTa BU n1a ce
KOHLIeHTpupare. He modupaiite 1 He paboTeTe ¢ MAIIHM, aKO MOJyYHTe MTPU3HAIM HA HUCKA KPbBHA
3axap. Bukre Touka 2, ,,[Ipeaynpesxaenus u mpeamna3Hd MepKu' 3a mH(popMaIyst OTHOCHO
MIOBUILICHUS PHCK OT HUCKA KPBBHA 3aXap, KAKTO M TOUKa 4 3a MpeyNnpeauTeTHUTE NPU3HALK Ha
HUCKa KpBbBHA 3axap. ['0BopeTe ¢ Jiekapsi Cu 3a JOMbIHUTENTHA WH(OpMAITHsI.

Chbabpixanne Ha HATpUI
ToBa siekapcTBO CHIBPKA MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 7032, T.€. MOXKeE Ja Ce Kaxe, e
MPAKTUYECKH HE CHIAbPIKA HATPUH.

3. Kak na m3noazBate Ozempic

Bunaru uznonssaiite ToBa JeKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He CTe CUTYpHHU B
Hello, monuraiTe Bamms nekap, ¢papmaieBT Wix MEIUIITHCKA CECTpa.

KoJxo ma m3moJi3Bare

. Hauannara no3za e 0,25 mg BeTHBK CEIMHYIHO 3a TIEPHOJ] OT YETHPU CEIMUIIH.

. Crnen yeTHpH ceIMUIIM JIeKapAT 1€ yBeJauun go3ara Bu 1o 0,5 mg BeAHbX ceAMUYHO.

. Jlexapsar mosxe na yBennuu go3ata Bu 1o 1 mg BenHbx ceAMUIHO, akO KpbBHaTa Bu 3axap He
ce KOHTPOJIHMpa I0CTaThuHO J00pe ¢ 1o3a 0,5 mg BEAHBXK CEIMUYHO.

. Bammst nexap Mosxe 7a yBenuun j103ata Bu Ha 2 M@ BeJHBK CEAMUYHO, aKO KphBHaTa Bu

3axap He ce KOHTPOJIHMpPa JOCTaThUHO A0Ope ¢ 103a 1 MY BEIHBXK CEAMHUYHO.
He mpomensiite no3ara, ocBeH ako Bammsr jgexap He Bu e ka3an Ja HanpaBHTE TOBA.
Kak ce npusiara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIHsI TI0J] KoKaTa (TTOJIKOKHO HHKEeKTHpaHe). He umkekTupaiite BB
BEHA WIN MYCKYJL

. Haii-nogxonsamure MecTa 3a MH)KEKTUpaHE ca NpeAHaTa 4acT Ha Oepara, npeiHara 4acT Ha
Tanusta (Kopema), Wi TOpHaTa 4acT Ha phKara.
. IIpenn na n3non3saTe NUcaIKara 3a IPbEB BT, BamuAT Jiekap WM MeAUIUHCKA cecTpa me Bu

IIOKa’KaT Kak J1a OopaBUTE C Hesl.
[Monpo6uu ykazanus 3a ynotpeda ca JaJieHH Ha [pyTara CTpaHa Ha Ta3! JIMCTOBKA.

Kora na n3noasarte Ozempic

° Tpr6Ba Ja U3M10JI3BaTE TOBA JIEKAPCTBO BEAHBK CEAMUYHO U 11O Bb3MOXKHOCT — Ha €AUH U CBII]
JCH BCJKa CCAMMUIIA.
° Moxe Jla CH HaITpaBUTE MHXXCKIUA IO BCAKO BPEME Ha ICHSA, HE3aBUCUMO OT XpaHCHUATA.
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3a j1a 3aMOMHHTE MO-JIECHO, Y€ TOBA JICKAPCTBO CE MHIKEKTHPA CaMO BEHBK CEIIMUYHO,
MPETIOPBHUUTEIHO € J1a 0TOeNeKUTE N30paHus JIeH (Harp. cpsiaa) BbpXy KapTOHeHATa KyTHs B Jia
3aIUCBaTe BBPXY HEs JlaTara MpH BCSIKO WHKCKTHPAHE.

IIpu HEOOXOTUMOCT MOJKETE J]a MPOMEHUTE JICHS Ha ©KECeIMUIHOTO HHKEKTHPAaHEe Ha TOBA
JIEKapCTBO, CTUTA JIa Ca U3MHUHAIM TIOHE 3 JTHU Clie] TOCIEeHOTO My HHKekTupane. Cren n3oupanero
Ha HOB JICH NMPOABIKETE MIPUIIAraHETO BEAHBK CEIMUYHO.

AKO cTe U3M0JI3BAJIM NTOBeYe 0T HeoOxoauMaTa 103a Ozempic
AKo cTe M3mo3Bay MoBeue oT HeoOxoaumara fo3a Ozempic, BeaHara nddopmupaiite Bammis nexap.
BB3MOXHO € J1a MomyunTe HeXXeJIaHU PEeaKIMK KaTo MOBANTaHe (TajieHe).

AKo cTe nponmycHaM aa uznoJssate Ozempic

AKO cTe IPOITyCHAIM 12 UHKEKTUPATE 1032 U:

. W3muHamm ca 5 WM mo-Majiko JHH CJIeJ MOMEHTA, B KOWTO € TPSOBaJIO J1a U310J13BaTe
Ozempic, MHXEKTUPaNTe IO BelHara, oM cu cioMHuTe. Clie]] ToBa MH)KEKTUpaiTe
clenBaIara Cu J103a, KaKTo OOMKHOBEHO B TUTAHUPAHUS JICH.

. W3muHanu ca mopeue OT 5 JHU ClieJl MOMEHTa, B KOMTO € TpsOBasio Aa usnon3eare Ozempic,
MpecKoYeTe MpoITycHaTaTa qo3a. Cien ToBa MHKEKTHpaTe cleaBamniara CH 1032, KakKTo
O0OMKHOBEHO B IJIAHUPAHUS JICH.

He uznosnsBaiiTe nBoiiHa 1034, 3a 1a KOMIIEHCHpaTe NpoIlycHaTaTa 403a.

AKo cTe cripeJia ynorpedara Ha Ozempic
He cninpaiite ynotpebaTta Ha ToBa j1ekapcTBO, 6e3 a cte nHpopmupanu Bamus nekap. Ako 1 cripere,
HUBOTO Ha KpbBHATa By 3axap Moxe J1a ce TIOBUIIN.

AKO MMaTe HSKAaKBHU JIOBIHUTEITHA BBIPOCH, CBBP3aHU € yroTpebara Ha TOBa JIEKApCTBO, MONUTATe
Bamms nexap, papMarneBT mim MeUIMHCKA CECTpa.

4. BB3MOKHU HeKeJIAaHH peaKIMu

Kaxkro Bcnuku JICKapCTBa, TOBA JICKapCTBO MOXKE Ja MPCAU3BUKAa HEXKEIIaHU PEAKIINU, BBIIPEKU Y€ HE
BCCKH I' [1OJTy4aBa.

CepHO3HHU HeKeJIAaHH PeaKIuu

Yectu (Morar ga 3acersar fo 1 Ha 10 mymm)

. YCIIO)KHEHUS Ha 3a00JIIBaHETO HA OUYMTE BCJICICTBHUE HA AuadeTa (pPeTUHOIIATHS ) — TPsIOBa Ja
Ka)KeTe Ha JIeKapsi CH, aKo 110 BpeMe Ha JISYCHHUETO C TOBA JIEKAPCTBO MOIYUUTE MPOOIIEMH C
OYHMTE, KaTo MPOMSHA B 3PEHHUETO.

Heuectn (Morar na 3acernar no 1 Ha 100 mymim)

. Bo3nanenue Ha nankpeaca (OCTBp [MaHKPEATHT), KOMTO MOJKE Jla IPUIMHU CHIHA 00JIKa B
CTOMaxa U I'bp0a, KOATO He IpeMuHaBa. Tps0Ba 1a oTueTe Ha jJeKap He3a0aBHO, aKo MOTy4YUTe
TaKWBa CHMITOMH.

Penxn (Morart na 3acersnart o 1 va 1 000 mymmm)

. TEXKH JIEPTHYHM peakuuy (aHa(uIakTH4HM peakuu, anruoenem). TpsioBa He3a0aBHO na
MOJyYUTE MEJMIIMHCKA TIOMOIIl ¥ BEJHAra 1a HHPOPMHUpATe JIeKapsi CH, aKO MOIyIHTe
CHMIITOMH KaTo MpoOJIeMH ¢ JMIIAHETO, IO {yBaHe Ha JIMIETO, yCTHUTE, €3UKa H/WITH TBPIOTO
ChC 3aTPyAHEHO NPETTbIIaHe U YYECTEHO ChplieOueHe.

C Heu3BecTHA 4ecTOTa (OT HATMYHUTE TaHHU HE MOXKE /1a ObJie HalrpaBeHa OIlEHKa)

. 3amymBane Ha yepBaTa. Texxka ¢opMa Ha 3arek ¢ JOMBJIHUTETHA CUMIITOMH KaTo CTOMAIHA
Oonka, IogyBaHe Ha KOpeMa, OBPBLIAHE U T.H.

51



JIpyru He:ke1aHH peaKkuu

MHoro yectu (Morar aa 3acersat noseue oT 1 Ha 10 gymn)

. MoBAMraHe (rajieHe) — ToBa OOMKHOBEHO OTMHHABa C BPEMETO;
. JUapHsi — ToBa OOMKHOBEHO OTMHHABa C BPEMETO;
. HHCKa KPbBHA 3axap (XUIOTIIMKEMHsI), KOTaTo TOBa JIEKapCTBO CE U3IIOI3BA 3a¢/IHO C JICKapCTBa,

KOHUTO ChABPKAT CYI(OHIIYPEHHHU MPOU3BOIHH W UHCYJIUH.

Yectu (Morar n1a 3acerrar o 1 Ha 10 gymm)

. MTOBPBIITAHE;

. HHCKa KpBhBHA 3axap (XUIIOTIMKEMIS ), KOTaTO TOBA JIEKAPCTBO CE M3ITOJI3BA 3a€THO C
NepOpaTHH JIeKapcTBa 3a JuabeT, OCBeH CyN(QOHMITYpEeHHN TTPOU3BOJHN WITH HHCYIIMH.

[MpenynpeaurenHuTe MpU3HAIM 32 HUCKA KPHBHA 3axap MOTaT Jia ce TOsBAT BHe3anHo. Te Morar fia
BKJIIOYBAT: CTy/I€HA MOT, XJIaJHa O1eqa Koxa, I1aBo0oIIie, yCKOpEH IyJic, MOBIUraHe (raaeHe) uin
CHJICH TJI1aJ], IPOMEHH B 3pEHUETO, ChHINBOCT WIH CIa00CT; HEPBHOCT, TPEBOKHOCT MIIM O0BPKAHOCT,
3aTpyAHEHA KOHIICHTPALHS W TPElepeHe.

Bammsit nekap e Bu kaxke kak Jja JeKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO J]a HalpaBUTE, aKo
3a0eNnekuTe Te3U NpeaynpenTeTH TPU3HAL.

BeposTtHocTTa A2 ciajHe HUBOTO HAa KpbBHATA 3axap € MO-TojisiMa, ako IprueMare cy1(poHUITypeiHn
IIPOM3BOIHU WJIM MHCYJIMH. Bammsr siekap Moxke Jla HaMalli 103aTa Ha Te3U JIeKapcTBa, Ipeu 1a
3aroyvHere Ja U3M0I3BaTe TOBa JIEKapCTBO.

. JIOIIO XPaHOCMUIIAHE;

. BB3MAaJIeH cTOMax (TacTpHT) — IPU3HAIUTE BKIFOUBAT CTOMAIIIHA 0OJIKa, MOBAUraHe (TajeHe)
WJIW MIOBPBIIAHE,

. peduIyKC WK KuCeIuHU — HapuyaHU o1e ractpoesodareanna peduykcaa 6onect (I'EPB);

. cToMaIlHa 0oJIKa;

. MO/TyBaHE Ha CTOMAxa,

. 3arex;

. OpHI'BaHE;

° KaMBbHH B XJI'bUYKaTa,

. 3aMaliBaHe;

¢ yMopa;

. 3ary0a Ha TerJio;

. TIOHVKEH aIleTHT;

. razose ((rarynenuus);

. NOBUILICHNE HA TAHKPEATHIHN CH3UMH (KaTO JINIIa3a U aMuIIasa).

Heuectu (Morar na 3acersar o 1 Ha 100 mymmm)

. MPOMSIHA BB BKyCa Ha XpaHAaTa WIIN HAITUTKUTE;

. y4eCTeH MyJIC;

. peakuy Ha MSICTOTO Ha WHKEKTHPaHe, KaTo MMOCHHSIBaHe, 00JKa, Ipa3HeHe, ChpOex u 00pHB;
. aJICPrUYHU PEaKIuu KaTo 0OpUB, ChpOCSK I YPTHKAPHUS,

. 3a0aBsHE B U3MPA3BAHETO HA CTOMAXa.

Cro011aBaHe HA HexKeJIAHU peaklMu

AKO MOJTyyuTe HAKAKBU HEXEJTaHU peakluu, yBenomere Bamms nexap, papManeBT nwim MeIULHHCKA
cectpa. ToBa BKIIOYBA BCHUKI BB3MOKHH, HEOITMCAHH B T3 JMCTOBKA HEXKEJIaH! peakiuu. Mosxere
CBILO A2 CHOOIINTE HEXKETAaH! PEaKMK AUPEKTHO Ype3 HAMOHAIHATA CHCTEMa 3a ChoOILIaBaHe,
nocoyeHa B [punoxenne V. Karo chobmiaBare HesKelTaHU peakiuy, MOKETE Jia AaieTe CBOSI IPHHOC
3a Mojy4yaBaHe Ha MoBeue HH(popManys OTHOCHO 6€301acHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na coxpansiBate Ozempic

[a ce cpxpansiBa Ha MSICTO, HEIOCTBITHO 32 JIENA.

He u3nomnspaiite ToBa 1€KapcTBO ciie]] CPOKa Ha TOAHOCT, OTOENSI3aH BBPXY €THKETa Ha MHCATKATa U
KapTOHEHaTa OIaKkoBKa cien ,,l ogeH 0. CpoKbT Ha TOJHOCT OTTOBaps Ha MOCIESIHUS JCH OT

IMOCOYCHHU S MCCCII.

IIpeau oTBapsiHe:

Ja ce cuxpanssa B xnaquinHuk (2 °C-8 °C). Jla He ce 3ampassBa. [la ce cbxpaHsBa qaned ot
oxyaxkaamus eneMeHT. CbXpaHsBaiiTe ¢ IOCTaBeHa Kallauka, 3a [ja ce Mpeanasd OT CBETIHHA.

ITo Bpeme Ha ynoTpeba:

. B nponbimkeHre Ha 6 ceMUIIA MOXKETE Jla ChXpaHsBaTe MUcaANKara Ipy TeMIeparypa mno/i
30 °C wu B xnmaamiauk (2 °C-8 °C), naned oT oxiaxaanius eaeMeHT. He 3ampassBaiite
Ozempic 1 HE TO U3MOI3BalTe, aKO ¢ OMJI 3aMpa3cH.

. Koraro He n3on3Bare micankara, CbXpaHsBaiTe s ¢ IOCTaBeHa Karmayka, 3a Jia Ce MPeanasy OT
CBETIIMHA.

He u3monsBaiiTe ToBa JIEKapCTBO, aKo 3a0ENIEKHUTE, Y€ Pa3TBOPHT HE € OMCTHP M O€31BETEH WM TIOYTH
Oe3LBETEH.

He uzxBbpIsiiTe nekapcrBara B KaHAIM3AUATA WIK B KOHTEWHEpPA 3a JJOMAITHU OTHAAbIIH.
ITormuratite Bamms papmarieBT Kak J1a U3XBBPIIATE JIEKAPCTBATA, KOUTO BeUe HE W3MO3Bare. Te3n
MEpKH IlIe CTIOMOTHAT 3a OTla3BaHe Ha OKOJHATa Cpefia.

6. Chabp:kaHie HA ONAKOBKATA M JONMbJIHUTETHA HHpOpMAIUS
KakBo cbabpska Ozempic

o AKTHBHOTO BEIIECTBO € ceMarnyTu . Enqud ml oT nHkeKIMOHHMSI pa3TBOp Chabpka 1,34 mg
cemarnyTua. EfHa npeBapuTenHO HaITbIHEHA MUCANKa Chbpika 2 mg cemarmyta B 1,5 ml
pasrBop. Besika no3a chabpika 0,25 mg cemarnytua B 0,19 ml.

. Hpyrute cbeTaBku ca: AuHaTpueB GochaT qMXUApAT, MPONUICHIINKON, (peHom, Boa 3a
WHXEKLWH, HATPUEB XUIPOKCH/XIOPOBOJOPOIHA KrceanHa (3a kopekius Ha pH). Buokre
CBIIO TOYKa 2, ,,ChIbpXxKaHNE Ha HaTpU ™.

Kaxk m3rnexna Ozempic 1 KakBo ChIbpPKa ONIAKOBKATA

Ozempic e OMCTBp 1 O€31BETEH UM NOYTH O€3LBETEH MHXKEKIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaIr'bJIHCHA ITHCaJIKa.

Bcesika nmpenapuTeHO HabIHEHA MUcalika chabpika 1,5 ml paztBop u gocrass 4 nosu mo 0,25 mg.

Ozempic 0,25 mg UHKEKIIMOHEH pa3TBOp Ce TMpeyiara B CJICAHMS BUI ONTAKOBKA:
1 nucanka u 4 urnu 3a enHokparHa ynorpeda NovoFine Plus.

IpuTekaTes Ha pa3pelIeHHETO 32 YNIOTPe6Ga U MPOU3BOIUTE
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Hanus

I[aTa Ha MOCJCAHO IpepasrieKaaHe Ha JUCTOBKaTa
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JApyru u3royHunm Ha uHdopmanus

[MonpoOHa nHbopMalMs 3a TOBa JEKapCcTBO € NpeIocTaBeHa Ha yeOcaiita Ha EBpornieiickara areHIus
110 JiekapcTBara http://www.ema.europa.eu.
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Yka3zanus 3a ynotpeda Ha Ozempic 0,25 Mg uHKeKIMOHEH Pa3TBOP B NpeIBAPUTETHO

HaIl'bJIHCHA IMMHCAJIKA

Mouisi, npoyeTeTe BHUMATEIHO T€3H HHCTPYKIIHH,
IIPeN J1a U3M0JI3BaTe CBOSITA MPEIBAPUTEITHO
HarrplTHeHa micainka Ozempic.

I'oBopere ¢ Bamms jiekap, MEJUIMHCKA CECTPA WU
(hapMareBT 3a TOBa Kak Jia nHxekTupare Ozempic
MPABIJIHO.

3anoyHeTe ¢ MpoBepKa Ha MHMCAIKaTa, 3a Ja cTe
CUTYPHH, Ye TS cbIbp:ka Ozempic 0,25 mg, ciexn
KOETO TOITIEHeTe WIIOCTPAI[MUTE HO-/01Ty, 3a J1a ce
3all03HaeTe C pa3IMYHAUTE YaCcTH Ha THCATTKaTa 1
uriara cH.

AKO cTe CJISI HJIM UMaTe JIOLIO 3peHue U He
MoO:KeTe 1a pa3ueTeTe Oposiya HA 103aTa BbPXY
MHCAJIKATA, He H3M0JI3BaiiTe Ta3u MucaJIka 6e3
yy:kaa nomou. [lorspcere momors ot nuie ¢ 106po
3peHune, KOeTo 3Hae KaK Ja M3I0JI3Ba MPeABapUTETHO
HambJTHEHaTa nucanka Ozempic.

Bammara nucainka e npeBapuTesIHO HalTbIHEHA U UMa
BB3MOKHOCT 3a HabupaHe Ha go3ara. Ts chappka

2 mg ceMariIyTH]l 1 MOKeTe Jia m30upare camo J03H
o 0,25 mg. Exna Hem3non3BaHa mucaika ChIbpiKa
gerupu 103u 1o 0,25 mg. Criex MHXeKTUpaHe Ha
YETUPUTE JIO3H, BCE OIIIE e UMa OCTaHAJIO
KOJIMYECTBO pa3TBOp B nmucaikara. [Iucamkara TpsoBa
Jla ce U3XBBPIIH.

W3non3eaiiTe Tabnuiara OT BETpEIIHATA CTPaHa Ha
Kanaka Ha KapTOHEHATa KyTus, 3a JIa CICTUTE KOJIKO
HWHXCKIHWHN CTC NPUIIOKUIIN U KOT'a CTC THU
TIPHIIOKHITH.

[Incankara Bu e npeana3zHadeHa 1a ce U3I0JI13Ba C
uray 3a exHokparaa ynorpeba 30G, 31Gu 32G ¢
JTBJDKUHA 10 8 mm.

B onakoBkara ca Bximtouenu uriu NovoFine Plus.

Ozempic npeaBapuTeTHO
HAIIbJIHEHA MHCAJKA U UIJIa

(mpumep)

Kanauka na
nucajgkara

IIpo3opue Ha
nucajgKkara

Etuker Ha
nucaJKaTa

Bposiy Ha n103aTa

CTpemca Ha 103aTa

CeJrekTop Ha
03ara

Jlo30B OyTOH

BbHiiHa
Kanayka Ha
Hrjara

BbTpemna
Kanayka Ha
urjara

Hraa

Xapruen
eTHKeT

Mapkep 3a
npoBepKa
Ha
H3THYAHETO

A Bamna uHpopManus

O6’BpHCTe CIICIMaJIHO BHUMAaHHEC Ha TC3U 66J'IC)KKI/I, TBHU KaTO T€ ca BaXKHU 3a Oe3omacHara

ynoTtpeba Ha micaikara.

1. IllonrorBeTe NMUCAJIKATA CH C HOBA UTJIa

. IIpoBepeTe HMETO U IBETHUS €THKET HA
HHcaliKaTa CH, 3a Ja Ce YBEpUTe, e Ts
cpabppxa Ozempic 0,25 mg. Tosa e
U3KITFOYHUTEITHO BaXKHO, aKO MPUIIaraTe
MH)KEKIIMOHHO 1TOBEYE OT €AMH BUJI JIEKapCTBO.
W3non3BaHeTo Ha MOTPENTHO JEKAPCTBO MOKE
Ja ObJe BpeAHO 3a 37paBeTo Bu.

. CaaJjieTe KanaykaTa Ha MHCAJIKATA.

. IIpoBepeTe 1a/M pa3TBOPBT B MHCATKATA €
oucTbp u 6e3uBereH. [lorneanere mpe3
IIPO30PYETO HA MUCATKaTa. AKO Pa3TBOPHT
M3IJIeKIa MBTCH HJIM C IPOMEHEH LIBSIT, HE
M3II0JI3BANTE MUCAIKATA.
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® B3emeTe HOBa HUTIJIA.
HpOBCpCTe XAPTHUCHUA CTUKCT U BBHIITHATA
KalladkKa Ha urjiara 3a 1oBpe€au, KOuTo Morat
Ja 3aCcCruar CTCPpWIHOCTTA. Axo 3a0enexure
HsAKaKBa IoBpeaa, M3II0JI3BATE HOBA MIJIA.

M OTCTpaHeTe XapTHEHUA €TUKET.

YBepere ce, ye cTe MOCTABUJIM UIJIATA

NMpaBUJIHO.
* Hatucuere urmara nmpaBo BHPXY IHcCaJIKara.
® 33BPII>1T€, JOKaTO CC€ 3aXBAaHC CTErHaToO.

Hraara e mokpura ¢ aBe kanayku. TpsoBa
A2 cBAJIMTe U JBeTe Kanayku. Ako 3a0paBuTe
Jla CBUINTE U JBETE KAlTadKH, HAMA J1a YCIIEeTe
Jla CM HHXXEKTHpATe JIEKapCTBO.

. CpaJieTe BLHIIHATA KANAYKa HA MIJIaTa U 51
3amaseTe 3a Mo-KbcHo. T4 me Bu TpsiOBa cien
WHXEKTUPAHETO 3a 0e30I1aCHO OTCTpaHsBaHe
Ha UIJ1aTa oT IHUCcalKara.

. CaaJjieTe BbTpPeIIHATA KAMAYKa HA UIJIATA H
sl H3XBbJIeTe. AKO Ce ONUTaTe Jia 5
IIOCTaBUTE OTHOBO, MOE HEBOJIHO J[a Ce
y0oieTe ¢ uriara.

Ha Bbpxa Ha urnaTta Moxe /a ce MosBU Karka oT
pasrBopa. ToBa ¢ HOpMaJIHO, HO BCE IMaK TPsAOBa Ja
MPOBEPUTE U3THUYAHETO, aKO U3MO0JI3BAaTE HOBA
nucajika 3a NpeB IBT. BikTe crhmka 2 ,,IlpoBepere
HM3THYAHETO C BCSIKA HOBA MUCAIKa‘™.

He mocraBsiiiTe HOBA MIJIa HAa IIHCAJIKATA CH, JOKATO
HE CT€ TOTOBU J1a UHXKEKTUPATE.

A\ Bumarm wsnomssaiite noBa uriia 3a Besika HHKEeKIUsl.
ToBa Moe 1a peoTBpaTH 3allylIBaHe Ha UTJINTE, 3aMbpCsIBaHe, HH(EKTUPaHEe U HETOUYHO
JO3HpaHE.

Huxora He usnoJsBanrte H3KPHUBEHA UJIM MTOBPEACHA HUIJIA.

2. IlpoBepeTe H3TUYAHETO € BCAKA HOBA MUCAJIKA

. AKO Bede M3IM0I3BaTe MUCANIKATA, TIPEMUHETE
KbM cThIIKa 3 ,,I30epeTe mozaTa’.
[IpoBepsiBaiiTe M3TUUAHETO CaMO NPEAU
MbPBOTO MHKEKTHPAHE C BCIKA HOBA

nucaJjKa.
N306pan e
. Mapkep 3a
3aBBpTETE CENEeKTOpa Ha /103aTa 10 MapKepa HpoBepia Ha
3a MPOBEPKA HA M3THYAHETO (** =) TOYHO M3THYAHETO

cnen ,,0“.YBepere ce, 4e MapKepbT 3a
MPOBEpPKa Ha M3THUYAHETO CE U3PABHABA ChC
CTpeJKaTa Ha J|03ara.
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3aapbKTe MUCATKATa ¢ HACOUEHA Harope Uria.
HatucHere u 3aApbiKkTe 1030BUs Oy TOH,
JIOKaTo OpOsYBT Ha Jl03aTa ce BhpHE Ha ,,0%.
Hudpara ,,0° TpsadBa 1a ce n3paBHU ChC
CTperKaTa Ha J103aTa.

Ha Bbpxa Ha urnara Tps6Ba Ja ce MOsBU Karka
pasTBop.

Ha Bbpxa Ha uraTa Moxe J1a OCTaHe MaJIKa Kallka, HO TS HAMa J1a Ce UHXKEKTHPA.

AKo0 He ce IOSIBM KaIlKa, TIOBTOpeTe CThIKA 2 ,,IIpoBepeTe N3THYAHETO C BCSKA HOBA MUCATKA™ 10 6
IBTH. AKO BCE OIIE HAMA Kalka, CMEHETE UIJIaTa M MMOBTOPETE CThIIKA 2 ,,IIpoBepere n3rnyaHeTo ¢
BCsIKa HOBa MUCAJIKA™ OIIE BEAHBX.

W3xBBpreTe nucajikara v M3M00J3BANTE HOBA, AKO BCE OIIE HE CE € MOSIBUIIA Kalka OT pa3TBopa.

BuHaru ce yBepsiBaiiTe, 4e ce MosiBiBa Kanka Ha BbpXa Ha UIJIaTa, IPEIH Aa U3M0JI3BaTe
HOBa MUCcaiKa 3a npsB bT. C TOBA ce rapaHTHpa, Y€ pa3TBOPBT IPEMHHABA OC3MPEISITCTBEHO
npe3 uriara.

AKo He ce TIOSIBY Kallka, HAMa J1a CU MH)KEKTHpaTe HUKaKBO KOJIMYECTBO OT JIEKapCTBOTO,
BBIIPEKH Y€ OpOSIIBT Ha JI03aTa MOKe J1a moMpbaHe. ToBa Moske 1a 03HA4YaBa, Ye UTJIATa €
3amylIeHa WU NOBpeeHa.

Axo He poBepsIBaTe M3TUYAHETO TIPS IBPBOTO CH WHIKEKTHPAHE C BCSKA HOBA MU CAJIKA,
MOJKE J1a He MOJIy4uTe IpenrcanaTa 103a u skesanus edext Ha Ozempic.

3. NU306epeTe n03ata

3aBBpTETE CeJIeKTOPa Ha 103aTa, 32 1a
Habepete 0,25 mg.

[ponwmkere 1a BEPTHTE, JOKATO OPOSYBT HA
no3ata crpe u nokaxe 0,25 mg.

N30panu
0,25 mg

Camo OposSUBbT ¥ CTpeNKaTa Ha JI03aTa IIle MOKaxaT, 4e ca Haopanu 0,25 mg.

Mosxere na uzdupare camo 0,25 mg Ha j03a.

CenexTopbT Ha 103aTa MPUILPAKBA Pa3IMYHO, KOTATO CE 3aBbPTU HAIPEJ, Ha3al WIH IPH
npemuHaBane Ha 0,25 mg. He GpoliTe npuilpakBaHusaTa Ha MHACAIKATA.

A

Bunaru usnoJsspaiite 6posiua U cTpesIKaTa Ha 103aTa, 3a 1a BUAUTe, ye ca HaOpaHu 0,25
mg, Npeay A2 HHKEKTHPaTe TOBA JEKAPCTBO.

He 6poiite npumipakBanusTa Ha nucaakaTa.

0,25 mg TpsiOBa TOYHO J1a ce M3PaBHU ChC CTPENIKATa, 3a J]a CT€ CUTYPHH, Y€ IpHeMaTe
MPaBUIIHA J103a.

4. Mn:kekTHpaiiTe 103aTa

BnBenere urjara B KozkarTa, kakro Bu e
nokasan BammsT nexkap uin MeIuIHCKa
cecrpa.

VBepere ce, 4e BUAKIaTE OPOsiYa HA 103aTA.
He ro 3akpuBaiite ¢ npsctute cu. ToBa MOxe
Jla IPEKbCHE MHKEKTUPAHETO.
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HaTucHete u 3apbiKTe 1030BHs OYTOH.
Ha6uonaBaiite, 10KaTO OPOSAYBT HAa /103aTa
ce BbpHe Ha ,,0“. [{udpara ,,0“ TpsiOBa na ce
U3paBHU ChC CTpEJIKaTa Ha jo3ara. Torasa
MOJKE J1a YyeTe WIH yCeTUTE NPHUIPAKBAHE.

IpoabikaBaiiTe 1a HATHCKATE 1030BUS
0yTOH, IOKATO 3aAbpiKATE UIJIATA B KOKATA
CH.

IIpedpoiiTe 6aBHO 10 6, TOKATO ABPKUTE Bpoiite 6aBo:
J1030BHS OyTOH HATUCHAT.

AKO U3BasUTE UIJaTa 0-paHo, MOXKE Ja
BUMTE KaKk OT BbpXa M U3TUYa CTPYHKa OT
pasrBopa. B TakbB ciydaii HsMa a1a Obae
MPUIOKEHA ITBJIHATA /103A.

1-2-3-4-5-6

H3Banere uriaara ot koxkata cu. Cien Tosa
MOJKE J1a OTITyCHETE JO30BHs Oy TOH.

AKO Ha MSICTOTO Ha MHXXEKTUPAHE Ce MOSIBU
KpPBB, IPUTHCHETE JICKO.

Ha Bbpxa Ha uriaTta Moke Ja BUIUTE Kalka pa3TBOp Ciel MHKeKTHpaHeTo. ToBa € HOpMaJlHO U HE ce
oTpassBa Ha Bamara yo3a.

iy

Bunaru rienaiite 0posiua Ha 103aTa, 32 1a 3HaeTe KOJIKO ME CH MHAKEKTHPATe. 3apbKTe
J030BuUs OyTOH HaTHUCHAT, TOKAaTO OposiYBbT Ha Jj03aTa ce BbpHE Ha ,,0%.

Kak Aa pa3no3HaeTe 3almylieHa WJIH MOBPEACHA UIJIa

- Axo 6p0$[‘l’BT Ha J03aTa HEC IIOKaXXe ,,O“ CJICA IMTPOABJDKUTCITHO HATUCKAHE HA JO30BUSL
GYTOH, BB3MOXKHO € [1a CTC M3I0JI3BAJIN 3allyllICHA WJIN IIOBPC/ICHA UIJIa.

- B TaxeB cnyqaﬁ HE CT€ CU MHKXCKTUPAJIM HUKAKBO JICKAPCTBO, BBIIPCKH Y€ 6p0$[‘l’BT Ha
J03aTa C€ € MPEMCCTUII OT YUCJIOTO HAa IIbpBOHAa4YaJIHATa 103a, KOATO CTC 3aJalI.

Kakso 1a npaBuTe chc 3amymnieHa urJja

CwMeneTe uriaTa, KakTo € OIMHCcaHo B CThIKA 5 ,,Ciiex HHKEKIHATA , U TIOBTOPETE BCUIKU
ctoiku oT 1, IlogroTBere mucankara cu ¢ HoBa Uria“. YBepere ce, 4e cTe Hadpas IisuiaTa
HeoOxoauMa 103a.

Huxora He noxocBaite 6p0ﬂqa Ha J103aTa, J0KaTO MHIKEKTHUPATE. ToBa moxe na IPEKHCHE
HWHXCKTUPAHECTO.

5. Cnen MHXKeKIUATA

Bunaru u3xBbpJsiiiTe HIJIaTa cjIel BCSIKA
HHKEeKIUs, 33 1a CH OCUTYpUTE yI0OCTBO MPH
WHXEKTUpPaHe U J1a u30eruere 3amyniBaHe Ha
urnure. AKo UIJiaTa € 3alyllieHa, HAMa Jia cu
WHKEKTHPATE HUKaKBO KOJIMYECTBO JIEKapCTBO.

BkapaiiTe Bbpxa Ha MIJIaTa BbB BHHIIHATA
KanayKa Ha MIJIaTa BbpXy paBHa
MOBBPXHOCT, 0€3 Jla JOKOCBATE UIJIaTa WIN
BBHIIIHATA KaadKa.
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Criep xaro urnara e mokpura, BHUMATEJTHO
HAaTHCHeTe BHHIIHATA KallayKa Ha UTJIaTa
JIOKpaii.

Pa3zBuiiTe uriaarta u st U3XBBpIETE
BHUMATEIHO CIIOpe] MHCTPYKIMUTE Ha Barms
JIeKap, MEeAMIIMHCKATa cecTpa, (papMaleBT M
MECTHHTE BJIACTH.

IlocTaBsiiTe 0THOBO KaNmayKaTa Ha
MUcajKaTa Cjie]l BCSIKO M3I0JI3BaHe, 3a Ja
MpeamnasuTe pa3TBOpa OT CBETIMHA.

Koraro nucankara TpsiOBa 1a ce U3XBBPIIU, HAIpaBeTe o, 6e3 Ja uMa uria BpxXy Hesl, KakTo Bu e
MHCTPYKTHpan Bammsr iekap, MeIUIMHCKA cecTpa, (papManeBT WM MECTHUTE BIIACTH.

A

Huxora He ce onuTBaiiTe 1a NOCTABATE 00PAaTHO BbTPEHIHATA KallayKa BbPXy MIJIaTa.
Moxe 1a ce yboneTe ¢ uriara.

Bunaru cJjen Bcsika HH/KEKIHUSI He3a0aBHO OTCTPAaHABAliTe UIJIaTa OT MUCAJIKATA.
ToBa MOXe Aa npeAOTBpaTH 3allyllIBaHEe HA UM, 3aMbpCsABaHe, MHPEKTUpaHe, U3THYaHE Ha
pa3TBOP U HETOYHO JI03UpaHE.

JonbjaHuTe/HA BaxkHA HH(OpManus

Bunaru cbxpansBaiiTe nucaikaTa U UIJIMTE HA MSCTO, HEAOCTBITHO 32 APYTH X0pa, 0COOEHO
3a Jiena.

Huxkora He cnoesiiiTe micaikara Win UITTHTE CH C APYTH XOpa.

OOrpmxBamyTe J1Ia TPAOBA Ja ca MHOT0 BHUMATEJHHU NPH padoTa ¢ N3M0JI3BAHU MIVIM, 32
J1a n30erHaT HapaHsBaHE C TSIX U KPBCTOCaHA MH(EKIHSL.

I'punxa 3a Bamata nucaJika

W3non3BaiiTe nucankara BHUMaTenHo. [ py0oTo MaHUITyIMpaHe WK HENpaBHIHA yIoTpeda Morat Jia
MPUYIMHAT HETOYHO JI03UpaHe. AKO TOBA C€ CIy4H, MOXeE Ja He MOIY4UTe JKeaHus e()eKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiTe nucajkata B K0Ja WIX Ha IPyro MSCTO, KbAETO MOKE 1a CTaHE TBBPJIE
ropelo Wik TBbPIE CTYAEHO.

He un:xextupaiite Ozempic, koiTo e 61,1 3aMpa3eH. AKO T0 HallpaBUTE, MOKE J1a HE
HOJTy4UTE JKeNTaHNs e(PeKT Ha TOBA JIEKapCTBO.

He un:xkextupaiite Ozempic, KoiTo e 611 M3J105KEH HA NMPSIKA CIbHYEBA CBETJIMHA. AKO T0
HAIlPaBUTE, MOJKE J]a HE TOyYHUTE JKeJIaHHs e(eKT Ha TOBA JIEKapCTBO.

He n3naraiite nucajkaTa cM Ha NPax, MPbCOTUS WJIM TEYHOCT.

He muiiTe, He HAKMCBaliTe M He CMAa3BaliTe MUCAIKATA CH. T MOXKE J1a Ce ITOYUCTH C MEK
IpenapaT BbpXY HaBJIaXHEHa KbpIIa.

He n3myckajite nucajkaTta ¢d ¥ He s YJIpsHTE B TBBPAY MOBBPXHOCTH. AKO 51 H3ITyCHETE WIN
[I0JI03Mpare, Ye Helllo He € HapeJ C Hes, [I0CTaBeTe HOBa UIVIa U IIPOBEPETe U3TUYAHETO Ha
pasTBOp, IPEAH J1a HHIKEKTUPATE.

He ce onuTBajiTe 1a HABJIHUTE MOBTOPHO NHcajkaTa ci. Ciell KaTo BEIHbXK ce U3IpasHy,
T4 TpAOBa A2 Ce U3XBBPIIH.

He onuTBaiiTe 1a monpapsiTe WM pasrio0siBaTe MUCAIKATa CH.
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JlucroBka: MHpopmauus 3a mauueHTa

Ozempic 0,5 mg MH:KeKIHOHEH Pa3TBOP B MPEIBAPUTEHO HATBJIHEHA MHCAJIKA
cemantytuj (semaglutide)

IIpoyeTeTe BHUMATEHO AJATA JMCTOBKA, NPeAH 1a 3aM04YHeTe 1a U3I0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO THA ChABPKA BaskHa 32 Bac nHpopmanusi.

- 3anaszeTe Tasu JUCTOBKA. MojKe Ja ce HAJIOXKH J1a 5 POYETETe OTHORBO.

- AXO MMaTe HIKaKBH JIOITBIHUTEIHN BBIIPOCH, TIonuTaiTe Bamms ekap, apmaneBT wuim
MEIUIIMHCKA CECTpa.

— ToBa siekapcTBO € npeanucano JmuHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe
7la M HaBpeI, He3aBUCUMO Y€ PU3HAINTE Ha TSIXHOTO 3a00JsBaHe ca chluuTe KaTo Bammre.

- AKO TOITyuuTe HAKAKBU HEXKETaHU peakiuu, yBenoMmere Bammst nekap, hapmarieBT unu
MEIUIIMHCKA cecTpa. ToBa BKIIOYBA BCHYKH BH3MOYKHH, HEONMCAHU B Ta3H JMCTOBKA HEXETAHH
peakmuu. Brokte Touka 4.

Kakso ChABbPiKa Ta3u JIMCTOBKA

1. Kaxkso npeacrasnssa Ozempic 1 3a KaKBO ce U3M0I3Ba

2. Kaxkso Tpsi0Ba 51a 3HaeTe, npeau aa usnonssate Ozempic

3. Kak na nsnonzsare Ozempic

4, BB3MoxHN HEKETaHU PEaKITHH

5. Kak na cexpanssare Ozempic

6. CpabpprxaHue Ha ONIAKOBKATa M JOMI'BIHATENIHA HH(OpMAaLus
1. KaksBo npencraBasisa Ozempic 1 32 KaKBO ce H3M0J3Ba

Ozempic ChbIbprKa aKTUBHOTO BEIIECTBO ceMariyTh. To rmomara Jia ce MOHM)KU KpbBHATA 3aXap B
opranusMa Bu camo koraro e TBBpJic BUCOKA U MOKeE Jia TIOMOTHE 3a MPEJIOTBPATSIBAHE HA CHPACYHO
3a00JIsBaHeE.

Ozempic ce U3IT0NI3BA 32 IEYEHNE HAa B3pacTHH (Ha Bb3pacTt 18 roanHu u moseye) ¢ nuaber Tvr 2,
KOraTo JueTara u ynpakHeHHUsATa He ca JOCTaThYHH:

. CaMOCTOSTEIIHO — KOraTo He MOXKETe Ja U3I0A3BaTe METPOPMHUH (APYTo JIEKapCTBO 3a 1uader)
HJIN
. C IpyTH JIEKapCTBa 3a qUa0eT — KOraTo T€ He ca JJOCTaThuHH, 33 1a KOHTPOJIUpAT HUBaTa Ha

KpbBHaTa Bu 3axap. TakuBa Morar n1a 6b4aT 1€KapcTBa, KOUTO MPUEMare Npe3 ycTaTa Uil
WHXXEKTHpaTe, HalpUMep UHCYJIUH.

BaxxHo e 1a mpoapikuTe MiiaHa cu 3a AUeTa U ynpakHeHusd, kakro Bu e ka3an Bammsr nexap,
(hapManeBT WK METUIMHCKA CECTPa.

2. KakBo TpsidBa 1a 3HaeTe, npeau aa udnojssate Ozempic

He uznoassaiite Ozempic
d aKO CTC AJICPIrMYHU KbM CEMAITTYyTHU WJIKW KbM HAKOA OT OCTAHAJIMTE CbCTABKM HA TOBa
nekapcTBo (M30poeH! B TOUKa 6).

Ipeaynpe:xaenusi 1 NpeAna3sH MEPKU
['oBopete ¢ Bamms nekap, GapmaneBT wix MEIMIMHCKA CECTpa, IPEIH J1a U3I0I3BaTe TOBA
JIEKapCTBO.

ToBa JICKaPCTBO HE € ChIIOTO KAaTO MHCYJIMH U Bue ne Tp516Ba Ja ro u3Io0JI3BaTec, ako:

. uMmate auadet Tun 1 — 3abossiBaHe, IPU KOETO OpraHu3MbT Bu 13001110 He Mpou3BexIa
WHCYJIVH;
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. pasBueTe AuabeTHa KeToau103a — yCIOKHEHUE MpH AnadeT, MPOTHYAIIO C BUCOKAa KPhBHA
3axap, 3aTpyJHEHO JuIaHe, 00bpKBaHe, IPEKOMEPHA KaXK/1a, CIaJbK MUPUC B yCTaTa WK CIaIbK
WJIM METaJIeH BKYC B yCTaTa.

Ozempic He ¢ UHCYJIMH | TIOPaJy TOBa HE TPsIOBa J1a ce U3I0JI3Ba KATO 3aMECTHTEN Ha MHCYJIHHA.

E(beKTI/I BBHPXY XpaHoCMUJIaTeIHara CucTeMa

[To Bpeme Ha JIeUCHHUETO C TOBA JIEKAPCTBO MOXKe J1a Bu ce moBaura (rajieHe) win jaa uMate
NOBpBINaHe Win auapus. Te3n HexeNnaHu peakiuy MOTaT Jia PUYKHST IeXUIpaTaius (3aryoa Ha
TEYHOCTH ). BaxkHo ¢ J1a mueTe 00WITHO KOJIMUECTBO TEYHOCTH, 32 Ja PEAOTBPATUTE ISXUAPATAIHS.
ToBa e ocobeHo BakHO, ako MMaTe rpodiemu ¢ ObOperute. I'oBopeTe ¢ Barus jekap, ako uMare
HSKAKBU BBIIPOCH WM TIPUTCCHEHUS.

Cunna u OPOABIKUTC/IHA KOPEMHA 60.]'[1(3, KOATO MOKE J1a C€ ABJKHW HAa OCTHP HAHKPEATUT

AKO MMaTe CUIIHA M TIPOJIBJIKUTENTHA OOJIKa B 00JIacTTa Ha CTOMaxa, He3abaBHO MOTBPCETe JIeKap, Thil
KaTo TS MOJXKE J1a € IPU3HAK Ha OCTHP MAaHKPeaTHT (BB3MAICH MaHkpeac). Molis BIDKTe Touka 4 3a
npeaynpeUTEIHUTE IPU3HAIIN 32 BB3MAICH MaHKpeac.

Hucka kpbBHa 3axap ( XUIOTTIUKEMUS)

KomOunmpaneTo Ha cyahOHUTYpEIHHN PON3BOIHH UM MHCYIIMH C TOBA JIEKAPCTBO MOXKE J1a YBEITHUH
pHCKa OT TIOHKaBaHE Ha HUBATA HA KPbBHATA 3aXap (XUIOTIHKeMus). Mosisi, BUXKTE TOUYKa 4 OTHOCHO
TIpeayTpeUTEITHATE TIPU3HAIM 32 HICKHA HHUBA Ha KphBHATA 3axap. Bammsr nexap Mmosxe na Bu
Ha3Ha4M Jla ce u3cieBaT HUBara Ha KpbBHaTa Bu 3axap. ToBa 11e My MOMOTHE J1a OTIpeiey Jalu
J03aTa Ha CyI(pOHUITYPEHHOTO IPOU3BOJHO WIIM MHCYJIUH TPsIOBa Jla ce MPOMEHH, 3a J1a C€ TIOHIKH
PHUCKBT OT HUCKA KPBBHA 3axap.

3aboJsBaHe Ha OUWTE BCJIEACTBHE HA adeT (DEeTHHONATHS)

Axo umare 3a00J1sIBaHE Ha OUYMTE BCICACTBHE HA MUa0eTa M U3MOJI3BATE HHCYIWH, TOBA JIEKaPCTBO
MO2Ke Ja JIOBEIe JI0 BiIoIIaBaHe Ha Barero 3peHue ¥ ToBa MOJXKe J1a HaJIoXKu Jieuenue. MudopMupaiite
JIeKaps CH, ako uMarte 3a00JIsIBaHe Ha OYMTE BCIIEACTBHE Ha MuadeTa WK ako IO BpeMe Ha JICUSHUETO
C TOBA JICKApCTBO MOJIy4uTe pobiieMu ¢ ounte. B ciydail ue nMaTe MOTEHIIMAITHO HECTaOUITHO
3a00JIsIBaHe Ha OYMTE BCIICACTBUE Ha qUadeT, He ce mpernopbhuBa aa usnoiaszsare Ozempic 2 mg.

Jleua u roHOIIM
Tosa JICKapCTBO HE C€ IMpE€nopbyBa IpU ACIA U FOHOIIKW Ha Bb3PacCT IMOJ 18-FOZ[I/IHI/I, TBH KaTO
0e30MacHOCTTa U ePUKACHOCTTA NIPY Ta3H BH3PACTOBA IPyTIa BCE OIE HE Ca YyCTAaHOBEHH.

Jdpyru aexapcrBa n Ozempic

TpsabBa na xaxkere Ha Bamms nexap, dhapMarieBT Wi MEIUIITHCKA CeCTpa, ako MprueMarte, HaCKOpo CTe
MpUeMalld WIH € Bb3MOXKHO J1a IpUeMare JIPYTH JIEKapCTBa, BKIIOUUTETHO OWIKOBU MITH JPYTH
JIeKapCTBa, KOUTO CTE KyNiu Oe3 perenTa.

INo-cnenuanuo, nagopmupaiite Bamus nekap, ¢papMarieBT Wi MEIUIIMHCKA CECTpa, aKo U3I0JI3BaTe

JIEKapCTBa, ChAbPIKAIIM HIKOE OT CICTHUTE:

. Bapdapun nnm npyru nojjo0HM JiekapcTBa, MpUEMaHH Mpe3 ycTaTa 3a HamassiBaHe Ha
KPBBOCHCUPBAHETO (MIEPOPATHU aHTHKOATyJIaHTH ). MOXe Aa ce Halo)KaT YeCTH U3CIIeABaHUS
Ha KPBBTA, 32 Jla ce MPOBEPH KOJKO OBP30 ce ChcUpBa KphBTa Bu.

. AKO M3MoN3BaTe MHCYNHH, Bammsrt nekap e Bu 00sicHu kak 1a HamanuTe 103aTa Ha HHCYJIMHA
u e Bu npenopbya ga ciieante KpbBHATA CU 3aXap MO-9ecTo, 3a Jia N30erHeTe XUMEPrIInKEMUS
(BUCOKa KpBBHA 3axap) W nuabeTHa Keroalu 103a (yclokHeHne Ha auadeTa, KOeTo HAaCThIIBa,
KOTaTo OPraHU3MBT HE MOXKeE Jia pa3rpaJy [II0K03aTa, Thil KaTo HAMAa JOCTaThUYHO MHCYJIMH).
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BpeMeHHOCT 1 KbpMeHe
AKO cTe OpeMeHHa WM KbPMHUTE, CMATATE, Y€ MOKE Ja CTe OpeMeHHa, WM IJIaHUpaTe OpEMEHHOCT,
MOCHBETBAlTE ce ¢ Bamms nexap npeu ynorpebara Ha TOBa JICKapCTRO.

ToBa siekapcTBO He TpsIOBa J1a ce M3I0JI3Ba MO BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO NIl
3acsra 1joza. 3aToBa yrnorpebara Ha KOHTPALEIHA € IPeropbUUTEIHA, J0KATO H3M0JI3BaTe TOBA
JIEKapCcTBO. AKO JkelaeTe 1a 3a0peMeHeere, 00chAeTe Kak Ja MPOMEHHUTE JICYeHHEeTo cu ¢ Bamms
JeKap, Thil KaTo TpsiOBa Ja cripeTe yrnorpedaTa Ha TOBa JIEKapCTBO MOHE 2 Mecela IPeIBapUTEIIHO.
Axo 3abpemMeHeeTe, T0KaTo U3I0I3BaTe TOBA JIEKAPCTBO, TOBOpETE He3a0aBHO ¢ JieKapsl CH, Thil KaTo
nedeHnero Bu tps6Ba na 6b1e TpOMEHEHO.

He u3nonspaiitTe ToBa JIEKapCcTBO, aKO KbPMHUTE, Thil KaTO HE € U3BECTHO JIAJT TO MPEMUHABA B
KbpMara.

Illodupane u padoTa ¢ MAILIMHU

Maiko BepositHO € Ozempic ma moBimuse Ha ciocobnocTta Bu 3a modupane u paboTa ¢ MarMHu. AKO
M3I0JI3BaTe TOBA JICKAPCTBO B KOMOMHAIIHSA ChC CYI(POHMITYPEHHH TPON3BOTHN HITH UHCYJIHH,
KpbBHaTa By 3axap Moxke J1a ce MOHMKH (XUTIOTJIMKEMHST ), KOETO J1a 0Tciabu cmocobHocTTa BU n1a ce
KOHLIeHTpupare. He modupaiite 1 He paboTeTe ¢ MAIIMHM, aKO TOJTyYHTe ITPU3HAIM HA HUCKA KPHBHA
3axap. Bukre Touka 2, ,,[Ipeaynpeskaenus u mpeamna3Hd MepKu‘* 3a mH(popMaIys OTHOCHO
MIOBUILICHHUS PHCK OT HUCKA KPBBHA 3aXap, KAaKTO M TOYKA 4 3a MpeXyNpeauTeTHUTE IPU3HALH Ha
HUCKa KpBbBHA 3axap. ['0BopeTe ¢ Jiekapsi cu 3a JOMbIHUTENHA WH(OpMAITHSsI.

Chabpikanne Ha HATPUI
ToBa 5iekapcTBO ChHIBPKA O-Malko oT 1 mmol Hatpuii (23 mg) Ha 7032, T.€. MOXKeE Ja ce Kaxe, e
MPAKTUIECKH HE CHIAbPIKA HATPUH.

3. Kak na uznoasBare Ozempic

Bunaru uznonssaiite ToBa JeKapcTBO TOUHO KakTo Bu e ka3an Bammsar nekap. AKo He CTe CUTYpHHU B
Hello, monuraiTe Bamms ekap, ¢papMaieBT WiIx MEIHUIITHCKA CecTpa.

KoJxo ma m3nmoJ3Barte

. Hauannara noza e 0,25 mg BeIHBK CEAMUYHO 32 IEPUO OT YETUPH CEIMHULIH.

. Crnen yeTHpH CeIMUIIM JIEKapAT e yBeJauun go3ara Bu 1o 0,5 mg BegHbX ceaMUYHO.

. JlexapsaT Moxe aa ysennun no3ata Bu 1o 1 mg BeHBX) ceIMUYHO, ako KpbBHaTa By 3axap He
ce KOHTPOJIHMpa I0CTaTh4HO Jo0pe ¢ 1o3a 0,5 mg BEAHBXK CEIMUUHO.

. Bammst nexap Moxe 7a yBenuud 1o3ata Bu Ha 2 Mg BeJHBK CEAMUYHO, aKO KphBHaTa Bu

3axap He ce KOHTPOJIHMpPa JOCTaThUHO A0Ope ¢ 103a 1 MY BEIHBXK CEAMHUYHO.
He nmpomensiite no3ara, ocBeH ako Bammsr gexap He Bu e ka3an Ja HanpaBHTE TOBA.
Kak ce npusiara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIHsI TI0J] KoKaTa (ITOJKOKHO HHKEeKTHpaHe). He umkekTupaiite BB
BEHA WIN MYCKYJL

. Haii-nogxonsamure MecTa 3a MH)KEKTUpaHE ca NpeAHaTa 4acT Ha Oeapara, npeHara 4acT Ha
Tanusta (Kopema), Wik TOpHaTa 4acT Ha phKata.
. IIpenn na n3non3saTe NUcaIKara 3a IPbEB BT, BamuAT ekap Win MeIUIUHCKA cecTpa me Bu

IIOKa’KaT Kak J1a OopaBUTE C Hesl.
[Monpo6uu ykazanus 3a ynotpeda ca JaJeHN Ha [pyTara CTpaHa Ha Ta3! JIMCTOBKA.

Kora na n3noasarte Ozempic

b Tp;[6Ba Ja U3M0JI3BaTe TOBA JIEKAPCTBO BEAHBXK CEAMUYHO U 11O Bb3MOXKHOCT — Ha €AWH U CBII]
JCH BCsKa CCAMMUIIA.
° Moxe ga cu HaIlpaBUTC WHIKCKIUA 110 BCAKO BPEME Ha ACHA, HE3aBUCUMO OT XpaHCHHATA.
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3a J1a 3alIOMHUTE 0-JIECHO, Y€ TOBA JIEKAPCTBO C€ MHIKEKTHUPA CaMO BETHDBK CEIMUYHO,
MPETIOPBHYUTEIHO € J1a 0TOeNe)uTe N30paHus ieH (Harp. cpsiia) BpXY KapTOHEHATa KyTHs U Jia
3aMmCBaTe BHPXY Hes aTaTa MpH BCSIKO WHKEKTHPaHE.

IIpu HEOOXOTUMOCT MOKETE J]a POMEHUTE JICHS Ha ©KEeCeIMUIHOTO HH)KEKTHPAHEe Ha TOBa
JIEKapCTBO, CTUTA JIa Ca M3MHUHAIM TOHE 3 JTHU Clie] TOCIEeJHOTO My MHKekTupane. Cien n3oupanero
Ha HOB JCH NMPOABIKETE MIPUIIAraHETO BEAHBK CEIMUYHO.

AKO cTe U3M0JI3BAJIM TTIOBeYe 0T HeoOxoauMaTa 103a Ozempic
AKo cTe n3no3BaM MoBeue oT HeoOxoaumara fo3a Ozempic, BeaHara nddopmupaiite Bammis nexap.
BB3MOXHO € J1a moyunTe HeXelaH!U PEeaky KaTo MOBAUTraHe (TajieHe).

AKo cTe nponycHaM aa udnoJssate Ozempic

AKO cTe IPOITyCHAIM 12 UHKEKTUPATE 1032 U:

. W3muHamm ca 5 WM mo-Majiko JHH CJIeJ MOMEHTA, B KOWTO € TPSOBAJIO J1a U3I0J13BaTe
Ozempic, MHXEKTUpaWTe IO BelHara, oM cu cioMHuTe. Ciie]] ToBa MH)KEKTUpaiTe
clenBaIara Cu J103a, KakTo OOMKHOBEHO B TUTAHUPAHUS JICH.

. W3muHanm ca moBeue OT 5 JHU ClieJl MOMEHTa, B KOMTO € TpsiOBasio Aa usnon3eare Ozempic,
MpecKoveTe MpolTycHaTaTa qo3a. Ciex ToBa MHKEKTHpaiiTe ceaBamiara ci 103a, KakTo
O0OMKHOBEHO B IJIAHUPAHUS JICH.

He uznosnsBaiiTe nBoiiHa 103a, 3a 1a KOMIIEHCHpaTe NpoIlycHaTaTa 403a.

AKo cTe cripeJia ynorpedara Ha Ozempic
He cninpaiite ynotpebaTta Ha ToBa J1ekapcTBO, 6e3 a cte nHpopmupanu Bamus nekap. Ako 1 cripere,
HUBOTO Ha KpbBHATa By 3axap Moxke J1a ce IOBUIIN.

AKO MMaTe HSKAaKBHU JIOTBIHUTEIHA BBIPOCH, CBBP3aHU € yroTpebara Ha TOBa JIEKapCTBO, MMONUTATEe
Bamms nexap, papmarneBT mim MeUIMHCKA CECTpa.

4. BB3M0KHU HeKeJIAaHH peaKIuu

Kaxkro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja MPCAU3BUKAa HEXKEIIAaHU PEAKIINU, BBIIPEKU Y€ HE
BCCKU I' ITOJTy4aBa.

CepHo3HH HeKeJTaHU peakIun

Yectu (Morar na 3acersar 10 1 Ha 10 gymm)

. YCIIO)KHEHUS Ha 3a00JIIBaHETO HA OUYMTE BCJICICTBHUE HA AuadeTa (pPeTUHOIIATHS ) — TPsIOBa Ja
Ka)KeTe Ha JIEKapsl CH, aKko 10 BpeMe Ha JICYCHUETO C TOBA JIEKAPCTBO MOJIy4HUTE MPOOIEMHU C
OUUTE, KaTO MPOMSHA B 3pCHUETO.

Heuectu (Morar na 3acersar no 1 Ha 100 mymm)

. Br3nanenue Ha mankpeaca (OCTBp MaHKPEATHT), KOMTO MOKeE Jla IPUIMHU CHIHA 00JIKa B
cToMaxa u I'bp0a, KOSTO He MpeMuHaBa. TpsOBa ga oTuaeTe Ha JieKap He3a0aBHO, aKO MOJIYIUTE
TaKWBa CHMITOMH.

Penxm (Morart nia 3acernar jio 1 Ha 1 000 mymm)

. TEXKH aJIepTHYHH peaknnu (aHaGMIaKTHUHN peakiuu, anrnoeneM). TpsbBa He3abaBHO 1a
MOJTyYHTE METUITMHCKA ITOMOIII ¥ BeJiHAra Ja WHGOpMHUpaTe JeKaps CH, aKO MOTyJUTe
CHUMIITOMH KaTo MPOOJIEMH C JUIIAHETO, TIOyBaHe Ha JIUIIETO, YCTHUTE, €3UKa H/UIH T'hPIOTO
ChC 3aTPYyTHEHO MPENTBINAHE U YISCTEHO ChpIicOnCHE.

C Hen3BeCTHA YeCTOTa (OT HATHYHUTE JAHHHU HE MOXKe Ja ObJie HalrpaBeHa OlEHKa)

. 3amymBaHe Ha yepBaTa. Texka opMa Ha 3aleK ¢ TOMBIHUTEIHNA CUMIITOMH KaTO CTOMAIIHA
Ooika, MOlyBaHe Ha KOpeMa, MOBPBIIaHe U T.H.

63



JIpyru He:ke1aHH peaKkuu

MHoro yectu (Morar aa 3acersat noseue oT 1 Ha 10 gymn)

. MoBAMraHe (rajieHe) — ToBa OOMKHOBEHO OTMHHABa C BPEMETO;
. JUapHsi — ToBa OOMKHOBEHO OTMHHABa C BPEMETO;
. HHCKa KpPbBHA 3axap (XUIOTIIMKEMHsI), KOTaTo TOBa JIEKapCTBO Ce M3IOJI3BA 3a¢/IHO C JISKapCTBa,

KOHUTO ChABPKAT CyI(OHIIYPEHHHN MPOU3BOIHH WA UHCYJIUH.

Yectu (Morar na 3acerrar jio 1 Ha 10 gymm)

. MTOBPBIIAHE;

. HHCKa KpBhBHA 3axap (XUIIOTIMKEMI S ), KOTaTO TOBA JIEKApCTBO CE M3IOJI3BA 3a€THO C
NepOpaTHH JIeKapcTBa 3a JuabeT, OCBeH CyN(QOHMITYpEeHHH TPOU3BOJHN WITU HHCYIIMH.

[MpenynpeaurenHuTe NMpU3HAIM 32 HUCKA KPHBHA 3axXap MOTaT Jia ce TOsBAT BHe3anHo. Te Morar fa
BKJIIOYBAT: CTy/I€HA MOT, XJIaJHa O1eqa Koxa, I1aBo0oIIie, YyCKOPEH IyJIC, MOBUTaHe (raJeHe) Win
CHJICH TJ1aJ], IPOMEHH B 3pEHUETO, ChHINBOCT WIN CIa00CT; HEPBHOCT, TPEBOKHOCT MIJIM OOBPKAHOCT,
3aTpyHEHA KOHIICHTPALHS WIN TPElepeHe.

Bammsit nekap e Bu kaxke Kak Jja JeKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO J]a HallpaBUTE, aKo
3a0eNekuTe Te3U NpeayNpenTeTHH TPU3HALII.

BeposTHocTTa A2 ciajHe HUBOTO Ha KpbBHATA 3axap € MO-TrojisiMa, ako npueMare cyipoHUITypeiHn
IIPOM3BOIHU WJIM MHCYJIMH. Bammsr jiekap Moke Jla HaMallu 103aTa Ha Te3M JISKapcTBa, Ipeu 1a
3armoyvHere Ja U3M0I3BaTe TOBa JIEKapCTBO.

. JIOIIO XPaHOCMIJIAHE;

. BB3MaJIeH cTOMax (TacTpHT) — MPU3HAIUTE BKIFOUBAT CTOMAIIIHA 0OJIKa, MOBAUraHe (TajeHe)
WM TIOBPBIIIAHE;

. peduIyKC WM KuceauHU — HapuyaHu olue ractpoesodareanna pedurykcaa 6onect (I'EPB);

. cToMaIlHa 0oKa;

. MO/lyBaHEe Ha CTOMAaxa,

. 3arex;

. OpHI'BaHE;

. KaMbHH B )KITbUKATA;

. 3aMaiiBaHe;

¢ yMopa,

. 3ary0a Ha Terio;

. MIOHIIKEH areTuT;

. razose ((raryneHmus);

. NOBHUINICHNE HAa TAHKPEATHIHN €H3UMH (KaTO JINIa3a U aMuIasa).

Heuectu (Morar na 3acersar o 1 Ha 100 mymmm)

. MPOMSIHA BB BKyCa Ha XpaHAaTa WIIN HAITUTKUTE;

. y4eCTeH MyJIC;

. peakiuy Ha MACTOTO Ha MHKEKTUPaHe, KaTo MOCHHsABaHe, 00JIKa, ApazHeHe, ChpOex u 00puB;
. aJICprUYHU PeaKIuy KaTo 0OpUB, ChbpOCSK WIN YPTHKAPUS,;

. 3a0aBsHE B U3MPA3BaHETO HA CTOMAXa.

Cho011aBaHe HA HexKeJIAHU peaklMu

AKO MoJTyyuTe HAKAKBU HEXEJIaHU peakiuu, yBenomere Bamms nexap, papManeBT nim MeIUIHHCKA
cectpa. ToBa BKIIOYBA BCHUKH BB3MOKHH, HEOITMCAHH B Ta3 JIMCTOBKA HEXKEJIaH! peakiuu. Mosxere
CBILO A2 CHOOIINTE HEXKETAH! PEaKUy AUPEKTHO Ype3 HAMOHAIHATA CHCTEMa 3a ChoOLIaBaHe,
nocoyeHa B [punoxenne V. Karo chobmiaBare He)KelTaHU PeaKIuy, MOKETE Jia AaeTe CBOSI IPHHOC
3a Mojy4yaBaHe Ha MoBeue HH(popManys OTHOCHO 6€301acHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na coxpansiBate Ozempic

[a ce cpxpansiBa Ha MSICTO, HEIOCTBITHO 32 JIENA.

He u3nomnspaiite ToBa 1€KapcTBO ciie]] CPOKa Ha TOAHOCT, OTOENSI3aH BBPXY €THKETa Ha MHCATKATa U
KapTOHEHaTa OIaKkoBKa cien ,,l ogeH 0. CpoKbT Ha TOJHOCT OTTOBaps Ha MOCIESIHUS JCH OT

IMOCOYCHHU S MCCCII.

IIpeau oTBapsiHe:

Ja ce cuxpanssa B xnaquinHuk (2 °C-8 °C). Jla He ce 3ampassBa. [la ce cbxpaHsBa qaned ot
oxuaxxaamus eneMeHT. CbXpaHsBaiiTe ¢ IOCTaBeHa Kallauka, 3a [ia ce Mpeanast OT CBETINHA.

ITo Bpeme Ha ynoTpeba:

. B nponbimkeHre Ha 6 ceMUIIA MOXKETE Jla ChXpaHsBaTe MUcaANKara Ipy TeMIeparypa mno/i
30 °C wu B xnmaamiauk (2 °C-8 °C), naned ot oxiaxaanys eaeMeHT. He 3ampa3sBaiite
Ozempic 1 HE TO U3MOI3BalTe, aKO ¢ OMJI 3aMpa3cH.

. Koraro He n3on3Bare micankara, CbXpaHsBaiTe s ¢ IOCTaBeHa Karmayka, 3a Jia Ce MPeanasy OT
CBETIIMHA.

He u3monsBaiiTe ToBa JIEKapCTBO, aKo 3a0ENIEKHUTE, Y€ Pa3TBOPHT HE € OMCTHP M O€31BETEH WM TIOYTH
Oe3LBETEH.

He uzxBbpIsiiTe nekapcrBara B KaHAIM3AUATA WIK B KOHTEWHEpPA 3a JJOMAITHU OTHAAbIIH.
ITormuratite Bamms papmarieBT Kak J1a U3XBBPIIATE JIEKAPCTBATA, KOUTO BeUe HE W3MO3Bare. Te3n
MEpKH IlIe CTIOMOTHAT 3a OTla3BaHe Ha OKOJHATa Cpefia.

6. Chabp:kaHie HA ONAKOBKATA M JONMbJIHUTETHA HHpOpMAIUS
KakBo cbabpska Ozempic

o AKTHBHOTO BEIIECTBO € ceMarnyTu . Enqud ml oT nHkeKIMOHHMSI pa3TBOp Chabpka 1,34 mg
cemarnyTua. EfHa npeBapuTenHO HaITbIHEHA MUCANKa Chbpika 2 mg cemarmyta B 1,5 ml
pasrBop. Besika no3a cwabpika 0,5 mg cemarmytun B 0,37 ml.

. HpyruTte cbeTaBku ca: AuHaTpueB GochaTt qUXUApaT, MIPONUISHIINKON, (peHom, Boja 3a
WHXEKLUH, HATPHEB XUIPOKCH/XIOPOBOJOPOIHA KrceanHa (3a kopekius Ha pH). Brokre
CBIIO TOUKa 2, ,,ChIbpKaHNE Ha HaTpHUK .

Kaxk m3rnexna Ozempic 1 KakBO ChIbpPKa ONIAKOBKATA

Ozempic e OMCTBp U O€31BETEH UM NOYTH O€3LBETEH MHXKEKIOHEH PAa3TBOP B MPEIBAPUTEITHO
HaIr'bJIHCHA ITHCaJIKa.

Bcesika npenBapuTeaHo HambiIHEHA MUcalika cbabpoka 1,5 ml paztBop u gocrass 4 no3u mo 0,5 mg.

Ozempic 0,5 mg uHKEKIIMOHEH Pa3TBOP Ce Mpe/Tara B CJACIHNUTE BUIOBE OMTAKOBKH:
1 nucanka u 4 urnu 3a enHokparHa ynorpe6a NovoFine Plus.
3 nucanku u 12 urinm 3a egHokpaTHa ynotpeda NovoFine Plus.

He Bcu4kM BUIIOBE ONTAKOBKM MOTaT Ja ObJAT MyCHATH Ha ma3apa.

IMpuTeskaTesn Ha pa3pelIeHHETO 32 YIOTPeda U MPOU3BOIUTE
Novo Nordisk A/S

Novo All¢

DK-2880 Bagsverd

Janus
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I[aTa Ha MOCJEAHO IPepa3rICKAaHE HA TUCTOBKAaTa

JApyru u3roununy Ha uHdopmanus

[Monpo6Ha uHbopMaius 3a TOBa JIEKapCcTBO € MpeiocTaBeHa Ha yeOcaiita Ha EBpornieiickara areHims
10 JieKapcTBara http://www.ema.europa.eu.
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Yka3zanus 3a ynotpeda Ha Ozempic 0,5 My UHKeKIMOHEH PAa3TBOP B NMpPeABAPUTEHO

HaIl'bJIHCHA IMMHCAJIKA

Mouisi, mpoYeTeTe BHUMATETHO T€3M HHCTPYKIIMH,
Mpe.u Jia U3M0J3BaTe CBOSTA MPEIBAPUTEITHO
HanbIHeHa nmucanka Ozempic. ['oBopere ¢ Bamms
JieKap, MEJUIMHCKA cecTpa WiH (apMarieBT 3a TOBa
Kak Ja nHxekrupate Ozempic npaBUITHO.

3amouHere ¢ MpoBepKa Ha MUcaIKara, 3a Ja cTe
CUTYPHH, Ye TH cbAbp:xka Ozempic 0,5 mg, cien
KOETO MOTJISTHETE WITFOCTPALUUTE TI0-/I0JTY, 32 Jia Ce
3aro3HaeTe ¢ Pa3IMYHUTE YacTH Ha TUcATKaTa 1
UTJaTa CH.

AKO cTe ¢JISil MJIU MMATe JIOLI0 3peHHe U He MOKeTe
Ja pa3dyeTeTe Oposiua Ha 103aTa BbPXY MHUCAJIKATA,
He U3M0JI3BaiiTe Ta3W MUCAJIKA 03 Uy:K/1a MOMOIIL.
[ToTbpceTe moMoII OT JIHIIE ¢ T00PO 3peHHe, KOETO
3HAae Kak Jia M3M0JI3Ba MPE/IBAPUTEITHO HATTBITHEHATA
nucanka Ozempic.

Barmiara nucaiika e npeBapuTeITHO HAITbIHEHA H UMa
BB3MOXKHOCT 3a HabupaHe Ha jo3ara. Ts chabpka 2 mg
CeManTyTH U MOXETe Jia U30UpaTe camo JI03H o

0,5 mg. Exna Hensmon3paHa micaika chAbpika YeTUpU
no3u 1o 0,5 mg.

W3non3eaiiTe Tabnuiara OT BETpEIIHATa CTpaHa Ha
Kanaka Ha KapTOHEHATa KyTus, 3a J1a CICTUTE KOJIKO
HWHXCKIHWHN CTC NPUIIOKUIIN U KOT'a CTC T' IPUITIOKHUIIH.

[Incankara Bu e npeana3zHadena 1a ce U3I0JI3Ba C
uray 3a exHokparaa ynorpeba 30G, 31Gu 32G ¢
IBIKAHA 0 8 mm.

B onakoBkara ca Bxitouenu uriu NovoFine Plus.

Ozempic npexBapuTeJHO
HANBJIHEHA MUCAJIKA U UIJIa

(npnmep)

BbHiHa

Kamnauka na Kamayka Ha

UCAIKATA urjara
BbTpenna
Kanavka Ha
HrjaaTa
Hraa
XapTuen
eTHKeT

IIpo3opue Ha

nucaaKaTa

ETuker na

MHCAJIKATA

Bposiu Ha 103aTa

Crpeika Ha J03aTa

CesiekTop Ha

no3aTa Mapxep 3a

NpoBepKa

Jlo30B OyTOH
v Ha

HU3THYAHETO

/A Baxua uHpopManus

OOBpHeTE crienMarHo BHUMaHUE Ha Te3U OEEeXKH, Thil KaTo Te ca BayKHU 3a Oe3ormacHara

ynoTrpeba Ha mucaiKara.

1. IllonrorBeTe NUCAJIKATA CH C HOBA UTJIa

. IIpoBepeTe HNMETO M IBETHHS €THKET Ha
HUCaIKaTa CH, 3a Jia Ce YBEPHUTE, Y€ TS ChIbpiKa
Ozempic 0,5 mg. ToBa € U3KITIOUUTEITHO BaKHO,
aKo IpHJIaraTe MHXEKIIMOHHO TIOBEYE OT ¢IMH
BUI JICKApCTBO. M3M0I3BaHETO HA MTOTPEIIHO
JIEKapCTBO MOKe J1a O'bjie BPEIHO 3a 3APaBETO

Bu.
. CBaJieTe KanayKaTa Ha MUCAJIKATA.
. IIpoBepeTe na/ pa3TBOPHT B MHUCATKATA €

oucTbp u 6e3uBeteH. [lornennere mpes
IPO30PYETO HA MHCATKaTa. AKO pa3TBOPBT
U3IJIeK1a MBTEH WK C TIPOMEHEH I1IBSIT, HE
M3M0JI3BalTE MUCATKATA.
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® B3emeTe HOBa HUTIJIA.
HpOBepeTe XAPTHUCHUA CTUKCT U BBHIITHATA
KalladKa Ha uIjiara 3a [oBpeau, KOUTO MOoraT Jaa
3aCCrHaT CTCPUIIHOCTTA. Axo 3abenexure
HsAKaKBa IoBpeaa, M3II0JI3BATE HOBA MIJIA.

M OTCTpaHeTe XapTHEHUA €TUKET.

YBepere ce, ye cTe MOCTABUJIM UIJIATA

NMpaBUJIHO.
* Hatucuere urmara nmpaBo BHPXY IHcCaJIKara.
® 33BPII>1T€, JOKaTO CC€ 3aXBAaHC CTErHaToO.

Hraara e mokpura ¢ aBe kanayku. TpsidoBa na
cBAJINTE M ABeTe Kanauyku. AKo 3a0paBute 1a
CBAJINTE U JIBETE KallauKH, HAMa Ja ycIeeTe 1a
CHU MHXXEKTUPaTe JEKapCTBO.

. CaaJjieTe BHHIIHATA KAMAYKA HA UTJIATA U A
3ama3eTe 3a mo-KbCHO. 15 me Bu tpsioBa cien
WHKEKTUPAHETO 3a 0e30MacHO OTCTpaHsIBaHE Ha
WIJlaTa OT MHCcaJKaTa.

® CepaJerte BbBTPCHIHATA KallauKa Ha UIJlaTa u
A U3XBbPJIeETE. Axo ce orurare Ja s IOCTaBUTEC
OTHOBO, MO’KC€ HCBOJIHO J1a CC y6oz[ere C Urjara.

Ha BBbpxa Ha urnata Moxe 1a ce NosBU Kanka oT
pa3rBopa. ToBa e HOpMaHO, HO BCe MaK TPsAOBa 1a
[IPOBEPUTE U3TUYAHETO, KO M3M0JI3BATE HOBA MM CATKA
3a npBB IbT. Bukre crhnka 2 ,,IIpoBepere n3rudaneTo
C BCSIKa HOBa MuUcajka’.

He nocrassiiiTe HOBa MIJIa Ha IIMCAIKATa CH, IOKATO
HE CT€ FOTOBH J1a HH)KEKTUPATE.

.-‘is BuHaru n3noJi3BaiiTe HOBa UIJia 32 BCAKA HHIKEKIUA.
ToBa Moxe 1a peI0TBpaTH 3alyIllIBaHe HA UTIIUTE, 3aMbpCSIBaHe, HH(EKTHUPaHE U HETOYHO
JIO3UpaHe.

Huxora He usnoJsBanrte H3KPHUBEHA UJIM MTOBPEACHA HUIJIA.

2. ITpoBepeTe M3THYAHETO € BCIKA HOBA MUCAJIKA

. AKO BeUe M3IM0I3BaTe MUCANIKATA, TIPEMUHETE
KbM cThIIKa 3 ,,I30epete mozara®.
[IpoBepsiBaiiTe M3TUUAHETO CaMO NPEAU
MbPBOTO MHKEKTHPAHE C BCIKA HOBA

nmucaJika.
N36pan e
Mapkep 3a
. 3aBLpTeTe CCJICKTOpPA Ha A034aTa 10 MapKepa 3a NpoBepKa Ha

NpoBepKa HA U3THYAHETO (** “™) TOYHO Clie] HrHaneTo

,0“.YBepere ce, ue MapkepsT 3a MPOBEPKA Ha
U3TUYAHETO Ce U3PABHSBA ChC CTPENIKATa Ha
J03aTa.
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. 3aapbKTe MUCATKATa ¢ HACOUEHA Harope Uria.
HatucHere u 3aApbiKkTe 1030BUs Oy TOH,
JIOKaTo OpOsYBT Ha Jl03aTa ce BhpHE Ha ,,0%.
Hudpara ,,0° TpsadBa 1a ce n3paBHU ChC
CTperKaTa Ha J103aTa.

Ha Bbpxa Ha urnara Tps6Ba Ja ce MOsBU Karka
pasTBop.

Ha Bbpxa Ha urnata Moxke ja OCTaHe MaJlKa Karka, HO TS HAMa J1a € MHXKEKTHPA.

AKO He ce MOSIBM KalKa, IOBTOpeTe cThIKa 2 ,,[IpoBepere n3rnuaHeTo ¢ BCska HOBa MUcaiIka™ 10 6
'BTH. AKO BCE OILE HsIMa Kallka, CMEHETe UIJiaTa v MmoBTopeTe cThika 2 ,, IIpoBepere n3rnyaneTo ¢
BCSIKa HOBA ITHCAJIKA™ OIIl€ BEIHDBXK.

W3xBBpiieTe nucaikara U U3I0JI13BalTE HOBA, aKO BCE OILLE HE C€ € MOsIBUIIA Kallka OT pa3TBopa.

/A Bunaru ce yBepsiBaiiTe, ye ce MOsIBSBA KaNKa Ha BbpXa Ha UTJIara, IPEeIu Ja U3I0I3BaTe
HOBa MuUcanka 3a npsB pT. C TOBA ce rapaHTHpa, Y€ pa3TBOPBT IPEMHUHABA OE3MPEISITCTBEHO
npe3 uriara.

AKo He ce TIOSIBY Kallka, HAMA J1a CU MH)KEKTHpaTe HUKaKBO KOJIMYECTBO OT JIEKapCTBOTO,
BBIIPEKH Y€ OpOSTIBT Ha JI03aTa MOKe J1a moMpbaHe. ToBa Moske 1a 03HA4YaBa, Ye UTJIATa €
3amynieHa Wid NoBpeeHa.

Axo He npoBepsiBaTe U3TUYAHETO IPEIH IBPBOTO CH MHKEKTUPAHE C BCAKA HOBA MUCAJIKA,
MOJKe J1a He MOJIyYUTe IpenrcanaTa g03a u sxenanus edext Ha Ozempic.

3. U306epete n03ata

. 3aBbpTeTE CceJIeKTOpa Ha 103aTa, 32 1a
Haoepere 0,5 mg.
[Mpoawikere 1a BBPTUTE, JOKATO OPOSIBT HA
J03aTa CIIPpC U IIOKAXKE 0,5 mg.

N36pann
0,5 mg

Camo OposybT U CTpeJiKaTa Ha J03aTa I MOKaxaT, 4e ca Habpanu 0,5 mg.

Mosxere na nzdbupare camo 0,5 mg Ha mo3a. Koraro nucankara chabpika mo-manko ot 0,5 mg,
OposIuBT Ha JA03aTa CIHpa Mpeau aa ce nmokaxe 0,5.

CenexropbT Ha [j03aTa IPULIPAKBA pa3IMIHO, KOT'aTO CE 3aBbPTH HaIpe, Ha3al WK IIpu
npemuHaBane Ha 0,5 mg. He Opoiite npuinpakBaHusiTa Ha MUCATKATA.

A\ Bunarn nsnoassaiite Oposiua U cTpeJKaTa Ha /103aTa, 3a 1a BUAUTe, ye ca HaOpaunu 0,5
mg, Npeay Aa HHKeKTHPaTe TOBA JIeKapCTBO.
He OpotiiTe npuipakBaHusITa Ha MUCATKATA.
0,5 mg TpsiOBa TOYHO J1a ce U3paBHH ChC CTPEIIKATA, 3a Jia CTE CUTYPHH, Ue MTpUeMare npaBuiiHa

J03a.
Kouako Pa3TBOP € oCTaHaJ
® 3a 1a BUANTE KOJIKO Pa3TBOp € oCTaHaJ,

M3IOJI3BaiiTe Oposva Ha J103aTa; 3aBBPTETE
celeKkTopa, J0KaTo OposTYbT crpe.

Axo toi noka3Ba 0,5, BB Bamara nucanka ca
ocrananu mone 0,5 mg.

Axo OpostybT Ha 03ata cnpe npeau 0,5 mg, BpostibT Ha

HSIMA JJOCTaThYHO OCTAaHAJ PA3TBOP 32 ITBIHA enpme

03a 0,5 mg ocrasar 0,5 mg
, .

/N He nsnonssaiite micankara, ako B Hest HSIMa JOCTATHYHO OCTAHAI pas3TBOp 3a I'bJIHA J03a.
Wznonzeaiite HoBa nmcanka Ozempic.
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4. Mn:kekTHpaiiTe 103aTA

BnBenere urjara B Ko:kaTa, kKakto Bu ¢
nokasan BammsT nekap uin MeIuIHCKa
cecrpa.

VBepere ce, 4e BUAxKIaTE OPOsiYa HA 103aTA.
He ro 3akpuBaiite ¢ npbctute cu. ToBa Moxke aa
MIPEKbCHE UHKEKTHPAHETO.

HatucHere u 3aipbaKTe 1030BHs Oy TOH.
Ha0.110naBaiiTe, 10KkaTO OpOoSIYBT Ha 103aTa
ce BbpHe Ha ,,0“. Ludpara ,,0“ TpsidBa na ce
M3PaBHU ChC CTpEJIKaTa Ha Jo3ata. ToraBa Moxe
Jla 4yeTe WIN yCeTHTE MPUIIPAKBAHE.

Hponb.mlcanaﬁTe Ja HATHCKATE 1030BUA
6yTOH, AOKATO 3aAbpPrKaTe UIJjilaTa B KOKaTa
CH.

IIpeGpoiiTe 6aBHO 10 6, TOKATO ABP:KUTE Bpoiite 6aBHo:
1030BUs1 0yTOH HATHCHAT.

AKO M3BaUTE UIJIaTa 0-PaHo, MOXKE J]a BUANTE
Kak OT BbpXa I U3THYa CTpyiKa OT pa3rBopa. B
TaKbB CIy4al HsMa 1a Obie IPHIIOKEHa
II'bJIHATA J103A.

1-2-3-4-5-6

AKO Ha MSCTOTO Ha MHKEKTHPAHE Ce MOSIBU KPbB,

HN3BageTe uriaara ot ko:kata cu. Cien Tosa
MOKC J1a OTIIYCHCTC T0O30BUA 6YTOH.

IIPUTUCHETC JICKO. He paSTpHBaﬁTe MJCTOTO.

Ha Bbpxa Ha uriata Moxe 1a BUIUTE KalkKa pa3TBop Clle] MHKEKTHUpaHeTo. ToBa € HOpMaHO U HE ce
OTpa3siBa Ha Bamara no3a.

A

Bunaru ruenaiite 6posiua Ha 103aTa, 3a 1a 3HaeTe KOJKO ME CH HHIKEKTHPATe. 3apBKTE
J1030BUs1 OyTOH HATHUCHAT, JIOKATO OpOsIY’BT Ha Jl03aTa ce BEpHE Ha ,,0%.

Kak n1a pa3no3Haere 3amyiieHa WM MOBPeIeHAa UIJIa

—  Axo OposuBT Ha J103aTa He oKaxe ,,0° ciae MPOIbIKUTETHO HATUCKAHE Ha JI030BHSI
OyTOH, Bb3MOKHO € J]a CT€ U3MOJI3BAIN 3alyIlieHa WK TIOBPEJIcHa UTJia.

— B TaksB ciy4ail He cTe CH MH)KEKTUPAIM HUKAKBO JIEKAPCTBO, BBIIPEKH Y€ OPOSIBT Ha
J103aTa ce ¢ MPEMECTHII OT YHCIIOTO HA IIBPBOHAYATHATA 7032, KOSTO CTE 3a/1aH.

KakBo 1a npaBuTe ChC 3aMynieHa UrJja

CwMeHeTe uriaTa, KakTo € OIMHCcaHo B CThIKA 5 ,,Ciiex HHKEKIHATA , U TIOBTOPETE BCUIKU
ctoiku oT 1 ,,IlogroTBere mucankara cu ¢ HoBa Uria“. YBepere ce, 4e cTe Hadpas IsuiaTa
HeoOxoauMa 103a.

Huxora He g1okocBaiiTe Oposiua Ha 103aTa, JOKATO HHKeKTHpaTe. ToBa MOXKE J1a IPEKbCHE
UHKEKTUPAHETO.

5. Cnen mHKeKIUATA

BuHaru u3xBbpJIfiiiTe UrJaTa cjea BCKa
HHKEKIIUs, 33 J1a CH OCUTYpUTE yI0OCTBO MPH
WHXXEKTHpaHe ¥ Jja n30erHeTe 3aIynBaHe Ha
urauTe. AKo Urjara e 3amylieHa, HiMa Ja CH
WHXXEKTUPATE HUKAKBO KOJMYECTBO JIEKAPCTBO.

BKapaﬁTe BbpXa Ha MIJIaTa BbB BbHIIHATA
KalmauKa HaA UIJ1aTa BbPXY paBHa IOBBPXHOCT,
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0e3 J1a IOKOCBAaTe UIJiaTa Wid BLHIITHATA
Karauka.

Cren kaTo uriara e oKpuTa, BHUMATEIHO
HATHCHETe BHHIITHATA KalayKa Ha UIJaTa
JIOKpaii.

PasBuiiTe urJjara u s U3XBBPIIETE BHUMATEIIHO
CIOpel MHCTpYKIMuTe Ha Bammst nekap,
MEIUIMHCKATa cecTpa, (hapMaieBT Win
MECTHUTE BJIACTU.

TlocTaBsiliTe 0THOBO KaNAaYyKAaTAa Ha IMMcajIKaTra
cJel BCAKO M3MOJ3BaHe, 3a J1a Mpena3ure
pa3TBOpa OT CBETIHMHA.

Koraro nucankata TpsiOBa 1a ce N3XBBPIHU, HApaBeTe ro, 0e3 1a UMa uria BbpXy Hes, KakTo Bu e
WHCTpYKTUpai Bamusar nekap, MeAULMHCKA cecTpa, hapMaleBT M MECTHUTE BIACTH.

A

Huxora He ce onuTBaiiTe 1a NOCTABATE 00PAaTHO BbTPEMIHATA KallayKa BbPXy MIJIaTa.
Moxe 1a ce yboneTe ¢ urnara.

Bunaru cJjen Bcsika MH/KEKIUsI He3a0aBHO OTCTPAaHABANiTe UIJIaTa OT MUCAJIKATA.
ToBa MOXe ga NpeAOTBpaTH 3allylIBaHEe HA UM, 3aMbpCABaHe, MHPEKTUPaHe, U3THYaHE Ha
pa3TBOP U HETOYHO JI03UpAHE.

JombaHuTeHA BakHA MHGOpManus

Bunaru cpxpaHsBaiiTe nucaakata ¥ UIJIMTE HA MSICTO, HEIOCTBITHO 32 APYTH X0pa, 0COOCHO
3a Jiena.

Huxora He criojiesisiiiTe mcaikara Wiv UIJIMTE CH C IPYTH XOpa.

OOrprkBanyTe JHIA TPSOBA Ja €A MHOT0 BHUMATEHH NMPH padoTa ¢ H3M0JI3BAaHU MIJIH, 32
Jia n30erHar HapaHsBaHe C TSAX M KPhCTOcaHa HHEKITHSL.

I'punxa 3a Bamata nmucaJika

Uznon3aiiTe nucankara BHUMaTenHO. [ py0oTO MaHHITyIMpaHe WM HEMTPAaBUIIHA yoTpeOda MoraT Ja
IPUYMHST HETOYHO J03UpaHe. AKO TOBaA Ce CIIyUH, MOJKE J]a HE TIOJTyYHTe JKeJaHus e(eKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiTe nucajJkaTa B K0Ja UM Ha JIPyTo MSCTO, KbJETO MOJKE J]a CTaHE TBbPJIE
TOpEIIO WM TBBPAE CTYICHO.

He nnskextupaiite Ozempic, KoiTo e 01 3aMpa3eH. AKO IO HalpaBUTe, MOKE /1a HE
MOJTyYHTE JKeNlaHus! e(heKT Ha TOBa JEKapCTBO.

He un:xkextupaiite Ozempic, KoiTo e 011 M3J103KEH HA NMPSIKA CIbHYEBA CBETJIMHA. AKO TO
HAIlPaBUTE, MOJKE J1a HE TOJyYHUTe JKeJTaHHs eeKT Ha TOBA JIEKapCTBO.

He n3naraiite nucajkara cM Ha pax, MPbCOTUS WJIM TEYHOCT.

He muiiTe, He HAKUCBaliTe M He CMAa3BaliTe MUCAIKATA CH. T MOXKe J1a ce ITOYUCTH C MEK
npemnapaT BbpXy HaBJla)XHEHa KbpIia.

He n3nmyckajiTe nucaakaTta cu U He 5 YJIpsiATe B TBBPAU MOBBPXHOCTH. AKO 51 U3ITyCHETE WIIN
MTOI03UpATe, 4e HEIllO0 He € HAape C Hesl, IOCTaBETe HOBA HIVIA U IPOBEPETE U3THYAHETO HA
pasTBOp, IPEAH Ja UHKEKTUpATE.

He ce onuTBajiTe 1a HABJIHUTE MOBTOPHO NMUcajakaTa cu. Ciel KaTo BEIHBXK ce U3Ipa3Hy,
T4 TpsAOBa 12 ce U3XBBPIIH.

He onuTBaiiTe 1a monpapsiTe WK pasriodsiBaTe MUCAIKATa CH.
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JIucroBka: MHpopmanus 3a manueHTa

Ozempic 1 mg HH:KeKIHOHEH Pa3TBOP B NMPEIBAPHUTEHO HATBJIHEHA MU CATKA
cemantytuj (semaglutide)

IIpoyeTeTe BHUMATEHO AJATA JMCTOBKA, NPeAH 1a 3aM04YHeTe 1a U3I0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO THA ChABPKA BaskHa 32 Bac nHpopmanusi.

- 3anazeTe Tasu JUCTOBKA. MojKe Ja ce HaJIOXKH J1a 5 POYETETe OTHOBO.

- AKO MMaTe HIKaKBH JIOMBIHUTEIHN BBIIPOCH, TIonuTaiTe Bamms ekap, hapmaneBT i
MEIUIIMHCKA CECTPA.

— ToBa siekapcTBO € npeanucano JmyHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe
Jla M HaBpeId, He3aBUCUMO Y€ PU3HAINTE Ha TSIXHOTO 3a00JsBaHe ca chluuTe KaTo Bammre.

- AKO TOITyYuTe HAKAKBU HEXKETaHU peakiuy, yBenoMmere Bammist nekap, hapmarieBT unu
MEIUIIMHCKA cecTpa. ToBa BKIIOYBA BCHYKH BB3MOKHH, HEONMCAHU B Ta3H JUCTOBKA HEXETAHH
peakmuu. Brokre Touka 4.

Kakso CBhABbPiKa Ta3u JIMCTOBKA

1. Kaxkso npeacrasnssa Ozempic 1 3a KaKBO ce U3I0I3Ba

2. Kaxkso TpsiOBa 51a 3HaeTe, npeau aa usnonssare Ozempic

3. Kak na nsnonzsare Ozempic

4, BB3MoXHN HEKETaHU PEaKITIH

5. Kak na cexpanssare Ozempic

6. ChpabprxaHre Ha OMTAKOBKATa U JAOTBIIHUTEIIHA HHPOPMAITHS
1. Kakpo npencraBasiBa Ozempic 1 32 KaKBO ce H3M0JI3Ba

Ozempic ChIIbprKa aKTUBHOTO BEIIECTBO ceMariyThi. To rmomara Jia ce MOHM)KU KpbBHATA 3aXap B
opranusMa Bu camo koraro e TBhpJic BUCOKA U MOKeE Jia TIOMOTHE 3a MPEIOTBPATSABAHE Ha CHPACYHO
3a00JIBaHeE.

Ozempic ce U3II0N3BA 32 JISUCHNE HAa BH3pacTHH (Ha Bb3pacT 18 roanHu u moseye) ¢ nuaber Tvr 2,
KOraTo JueTara u yrnpakHeHHUATa He ca JOCTaThYHM:

. CaMOCTOSTEIIHO — KOTaTo He MOXKETe Ja U3I0I3BaTe METQOPMHUH (APYTo JIEKapCTBO 3a 1uadeT)
NI
. C IpyTH JIEKapCTBa 3a qUa0eT — KOraTo T€ He ca JOCTaTh4HH, 33 1a KOHTPOJIUpPAT HUBaTa Ha

KkpbBHaTa Bu 3axap. TakuBa morar na ObAaT JeKapcTBa, KOUTO MPUEMATe Mpe3 ycTaTa Uil
WHXXEKTHpaTe, HapuMep UHCYIIUH.

BaxHo € fa npoabJKUTE IUTaHa CH 3a IUeTa U yIpakKHEeHus1, KakTo Bu e kazan Bamusr nexap,

(apMalneBT WM MEJULMHCKA CECTpa.

2. KakBo TpsidBa 1a 3HaeTe, npeau aa uznojssate Ozempic

He uznoassaiite Ozempic

d aKO CTC AJICPIrMYHU KBbM CEMAITTYyTHU /I WJIKW KbM HAKOSA OT OCTAaHAJIMTE CbCTABKH HA TOBa
nekapcTBo (M30poeHu B TOUKa 6).

IIpenynpe:xaeHus u npeAnasHU MEePKU

FOBOpCTe ¢ Bammms JICKap, (bapMaueBT WM MEAUIIMHCKA CECTpa, IIPCan J1a U3I10JI3BaTC TOBA
JICKApCTBO.
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ToBa 1ekapcTBO HE € CHIIOTO KaTo HHCYJIMH U Bue He Tps6Ba aa ro u3mnonspare, ako:

. rMate nuadet T 1 — 3a00/1ABaHe, IPH KOSTO OPraHu3MbT Bu M3001110 HE Tpon3BekKaa
WHCYJIVH;
. pasBueTe AuadeTHa KeToaluI03a — yCI0KHEHUE IPU TMa0eT, MPOTHYAIIO0 ¢ BUCOKA KPhBHA

3axap, 3aTPyAHCHO OUIIAHC, O6’BpKBaHe, MMPCKOMCPHA KaXXa, CJIaAbK MUPHUC B yCTaTa UJIU CIIaIbK
HJIM METAJICH BKYC B yCTara.

Ozempic He ¢ UHCYJIMH | TIOPaJy TOBa HE TPsOBa 1a ce U3I0JI3Ba KAaTO 3aMECTHTEN Ha MHCYIIHHA.

Ed)eKTI/I BBPXY XPAHOCMMIIATE/IHATA CUCTEMA

[To Bpeme Ha JIeueHHETO ¢ TOBA JICKAPCTBO MOXKe 1a Bu ce moBaura (rajeHe) win aa uMate
HOBpBLIaHe WK Juapus. Te3n HexelaH! peakui MOTaT Jia IPUYHHSAT AeXuaparanus (3aryda Ha
TEYHOCTH). Ba)kHo € 1a nmuere 0OMITHO KOJIMYECTBO TEYHOCTH, 32 JIa MPEAOTBPATUTE IEXHPATALIHSL.
ToBa e ocobeHo BaxxHO, ako uMmare npodiemu ¢ 6b0penute. ['oBopere ¢ Bamus nekap, ako umare
HSKAKBH BBIIPOCH WU PHTECHEHHS.

CuiHa ¥ IpoabIKUTEIHA KOPEMHA 6OJIKa, KOATO MOJKC J1a CC ABJIPKK Ha OCTHP MAHKPCATHUT.

AKo umaTe CHIIHA M POIBKUTENHA O0JKa B 00J1acTTa Ha CTOMaxa, He3a0aBHO MOTBPCETe JieKap, Thid
KaTO TS MOJKE JIa € MPHU3HAK HA OCTBP MAHKPEATHT (BB3MAICH MaHKpeac). Moist BIKTe Touka 4 3a
IpeaynpeauTeTHUTe IPU3HALH 32 Bb3MaJICH ITaHKpeac.

Hucka kpbBHA 3axap (XI/IHOFJ'II/IKGMI/IH!

Komb6unupanero Ha cyndoHMITypeHHNA TPOU3BOJHN WM HHCYJIMH C TOBA JIEKAPCTBO MOJKE J]a YBEJIMYU
pHCKa OT NOHMKaBaHE Ha HUBATa Ha KpbBHATA 3aXap (XUIOTJIMKEMUs ). MoIIs, BUKTE TOUKa 4 OTHOCHO
npeaynpeuTeIHUTE IPU3HAIY 32 HUCKM HUBA Ha KpbBHATA 3axap. Bammsr nexap mosxe ga Bu
Ha3Hauu Jla ce U3cJieiBaT HUBaTa Ha KpbBHaTa Bu 3axap. ToBa 11e My IOMOTHE J1a OIpEeAEIN AU
J03ata Ha CyJI(OHUITYpEeHHOTO IPOU3BOJHO WIIM MHCYJIUH TPsIOBa Jla ce MPOMEHH, 32 /1A C€ TIOHKU
PHUCKBT OT HUCKA KpbBHA 3axap.

3a0oiiIBaHe HA OYUTE BCIEACTBUE HA Ia0eT (DETUHOATHS)

Axko nmate 3a00sIBaHE Ha OYUTE BCIIEICTBHUE Ha Ara0eTa v U3I0I3BaTe HHCYJIUH, TOBA JIEKAPCTBO
MOJe J]a IOBEJIe JI0 BioaBaHe Ha BarieTo 3peHue u ToBa MOe J1a Hanoxu Jiedenue. Muadopmupaiite
JieKapsi cH, aKo UMare 3a00J1sIBaHe Ha OYMTE BCIEACTBUE Ha TradeTa Wik ako 10 BpeMe Ha JICYEHHETO
C TOBA JICKApCTBO MOJIy4uTe poliemMu ¢ ounte. B cinydail ue nMaTe NOTEHIMAIHO HECTAOUITHO
3a00JIBaHe Ha OYUTE BCIIEACTBHE Ha auabeT, He ce MpermopbhuBa aa u3nossare Ozempic 2 mg.

Jlena 1 IoHOIIH
ToBa nekapCcTBO HE CE€ NPENOPbUBa MIPH LA U FOHOIIM HA Bb3pacT o 18-roauHu, Thid Kato
0e30MacHOCTTa U ePUKACHOCTTA NIPY Ta3H BH3PACTOBA rPyTIa BCE OIIE HE Ca YCTAaHOBEHH.

JApyru aexapcrBa n Ozempic

TpsiOBa fa kaxkere Ha Bamms nexap, ¢papmaiieBT Wik MEIUIMHCKA CECTPa, aKO MpUeMaTe, HaCKOpo cTe
TIpHeMali WU € Bb3MOKHO J1a TIpUeMare JpyTH JICKAPCTBa, BKITFOUUTEITHO OMIIKOBU WIIH JAPYTH
JIEKapCTBa, KOUTO CTE KyNUJIH 0e3 perenTa.

Io-cnienuanuo, nagopmupaiite Bamus nekap, papMarieBT Ui MEIUIIMHCKA CECTpa, aKo HU3I0JI3BaTe

JIEKApCTBa, ChAbPKAIIM HAKOE OT CICTHUTE:

. Bapdapun nnm npyru nojjo0HM JiekapcTBa, pUEMaHH Ipe3 ycTaTa 3a HamassiBaHe Ha
KPBBOCHCUPBaHETO (TIEPOpPATTHA aHTHKOAryJIaHTH ). Mojke Ja ce HaJoKaT YECTH U3CIICIBaHUS
Ha KPBBTAa, 32 JIa Ce MPOBEPH KOIKO OBP30 Ce ChcupBa KphHBTa BH.

. AKO M3M0II3BaTe MHCYNHH, Bammsit nekap e Bu 06sicHu kak Jla HamanuTe J03aTa Ha WHCYJIMHA
u e Bu mpenopbya fa cuenute KpbBHATA CH 3aXap MO-9eCTo, 3a Ja N30erHeTe XUIepriInKeMUs
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(BHCOKa KpBBHA 3axap) W MruadeTHa KeToaru103a (YCIoKHeHne Ha uabeTa, KOeTo HacThIIBa,
KOTaTo OPraHU3MBT HE MOJXKE 13 pa3rpajy IITF0K03aTa, Thil KaTO HAMa JJOCTaThYHO HHCYIIUH).

BpemenHnocT u KbpMeHne
Axko cTe OpeMeHHA WITH KbPMHUTE, CMSTATE, 4Ye MOXKE Jia CTe OpEeMEHHA, WK TUIaHUpaTe OPEMEHHOCT,
MOCHBETBalTE ce ¢ Bammst nexap npeau ynorpebara Ha TOBa JIEKapCTBO.

Toga sekapcTBO He TpsiOBa Ja ce U3IMOJI3Ba 10 BpeMe Ha OPEMEHHOCT, 3alll0TO HE € U3BECTHO AN
3acsra 1j0/1a. 3aToBa yrnorpedara Ha KOHTPAICTIHS € TIPENopBhYMTENHA, JOKATO H3MOJI3BaTe TOBA
JIEKapCTBO. AKO JKellaeTe 1a 3a0peMeHeeTe, 00ChIeTe KaK Ja MPOMEHUTE JICYCHUETO cH ¢ Banms
JIeKap, Thil KaTo TpsiOBa Ja CrpeTe yrnorpedaTa Ha TOBa JICKapCTBO MOHE 2 Mecela MpeIBapUTEITHO.
Axo 3a0peMeHeeTe, TOKATO M3I0JI3BATE TOBA JIEKAPCTBO, TOBOPETE He3abaBHO C JieKaps CH, Thil Karo
sedeHueTo Bu TpssOBa 1a 0b/ie MpOMEHEHO.

He u3non3paiitTe ToBa JIEKapCcTBO, aKO KBPMHUTE, Thil KaTO HE € U3BECTHO JIAJTU TO MPEMUHABA B
KbpMara.

Ilo¢upane u padoTa ¢ MALLIMHU

Masiko BepositHo € Ozempic na nmosnusie Ha ciocoOHocTTa Bu 3a modupane 1 padoTa ¢ Mammau. AKo
M3I0JI3BaTe TOBA JICKAPCTBO B KOMOMHAIHSA ChC CYI(POHMITYPEHHH TIPON3BOTHN HITH MHCYJIHH,
KpbBHaTa By 3axap Moke J1a ce MOHMKH (XUTIOTIIMKEMHST ), KOETO J1a 0Tciabu cmocobHocTTa BU n1a ce
KOHLIeHTpupare. He modupaiite 1 He paboTeTe ¢ MAIIMHU, aKO TOJTyYHTe MTPHU3HAIM HA HUCKA KPHBHA
3axap. Buxkre Touka 2, ,,[Ipeaynpekaenus u nmpeamna3Hd MepKu** 3a mH(popMaIyst OTHOCHO
MIOBUILICHUS PHCK OT HUCKA KPBBHA 3aXap, KAKTO M TOUKa 4 3a MpeXyNnpeauTeTHUTE NPU3HALK Ha
HHCKa KpBhBHA 3axap. ['oBopere ¢ jiekaps cu 3a JOMBIHATETHA HHPOPMAITHSL.

Chbabpixanne Ha HATpUI
ToBa siekapcTBO ChHIBPKA MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.€. MOXKe Ja e Kaxe, 4e
MPAKTUUECKH HE CHIAbPIKA HATPUH.

3. Kak na uznoasare Ozempic

Bunaru uznonssaiite ToBa JeKapcTBO TOUYHO KakTo Bu e ka3an Bammsar nekap. AKo He CTe CUTYpHHU B
Hello, monuraiTe Bamms nekap, ¢papmaiieBT WiIx MEIHUIITHCKA CECcTpa.

KoJxo ma m3nmoJisBare

J Hauamnara mo3a e 0,25 mg BeAHBXK CEAMIYHO 32 TIEPHUOI OT YSTHPH CEIMUIIH.

J Crnien yeTHpU CeMUIIN JIEKapAT 1€ yBenuan go3ara Bu 1o 0,5 mg BeAHBXK CeIMUIHO.

. Jlexapst Moxke na yBenuuu go3ata Bu 10 1 mg Be1HBX ceIMUYHO, aKo KpbBHaTa Bu 3axap He
ce KOHTPOJIHMpa I0CTaThuHO J00pe ¢ 1o3a 0,5 mg BEAHBK CEIMUYHO.

. Bammst nexap Mosxe fa yBenuun 1o3ata Bu Ha 2 Mg BeJHBK CEAMUYHO, aKO KphBHaTa Bu

3axap He ce KOHTPOJIHMpPa JOCTaThYHO A0OpE ¢ 103a 1 MY BEIHBXK CEAMHUYHO.
He mpomensiite no3ara, ocBeH ako Bammsr gexap He Bu € ka3an Ja HanpaBHTE TOBA.
Kak ce npunara Ozempic

Ozempic ce mpuara 4pe3 WHKEKIHs 10J1 KoXxaTa (I0OAK0KHO MHXKeKkTupaHe). He umkexrupaiite BB
BEHA WA MYCKYJL.

. Haii-nogxonsamure MecTa 3a MH)KEKTUpaHE ca peAHaTa 4acT Ha Oeapara, npeHara 4acT Ha
TanusTa (Kopema), Wi TopHaTa 4acT Ha phKara.
. IIpenn na n3non3saTe NUcaaKara 3a IpbEB BT, BammAT Jekap Wik MeIUIUHCKA cecTpa me Bu

ITOKa’>XXaT Kak Ja 60paBI/ITe C HEH.
HO,I[pO6HI/I YKa3aHus 3a ynmpe6a Ca JaJICHU Ha JApyrara CTpaHa Ha Ta3u JIMCTOBKA.
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Kora na uznonssarte Ozempic

. Tps0Ba na M3MnoI3BaTe TOBA JIEKAPCTBO BEAHBK CEAMHUUHO U IO Bh3MOXKHOCT — Ha €JIMH U ChIII
JIEH BCSIKa CeIMUIIA.
. Moxe 1a cu HalpaBUTE MHXKEKIIHS 110 BCSIKO BpeMe Ha JCHS, He3aBUCUMO OT XpaHEHHUSTA.

3a Jja 3alIOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO CE MHKEKTUPA CaMO BEJHBK CEIIMUUHO,
MPETIOPBUUTENHO € Aa 0TOeNe)uTe n30paHus IeH (Harp. cpsiga) BbpXy KapTOHEHATa KyTus U Jia
3aMucBaTe BbpXy Hes JaTara IpHU BCSIKO HHKEKTUpPAHE.

IIpu HEOOXOMMMOCT MOJKETE J]a MPOMEHUTE JISHS Ha €KEeCeIMUIHOTO HHKEKTHPaHEe Ha TOBA
JIEKapCTBO, CTUTA JIa Ca U3MHUHAIM TOHE 3 JTHU ClIe] TOCIEeHOTO My HHKekTupane. Cren n3oupanero
Ha HOB JICH MPOJBIKETE MPUIIAraHETO BEAHBK CEIMUYHO.

AKo cTe U3M0J13BAJIU TTOBeYe 0T HeoOxoanMaTa 103a Ozempic
AKO CcTe M3M0II3BaIM MOBeUe OT Heobxoaumara jo3a Ozempic, BeaHara uddopmupaiite Bamms nekap.
BB3MOXHO € J1a MoyunTe HeXeJIaHW PEeaKIMK KaTo TOBANTaHe (TajieHe).

AKo cTe npomnycHaam 1a u3noasare Ozempic

AKO cTe poIyCHAIU J1a MHXEKTUpaTe J103a u:

. WzMuHanm ca 5 uinu mo-Maiko JTHH CJie]] MOMEHTA, B KOWTO € TpsIOBaIIo Jja N3MoJ3BaTe
Ozempic, MHXEKTUpalTe ro BeHara, Iom cu ciomaute. Cie1 ToBa MH)KEKTUpaiTe
clieJiBalara C J103a, KAKTO OOMKHOBEHO B TUIAHUPAHMSI JICH.

. W3munanm ca moBede OT 5 JHU ciie]l MOMEHTa, B KOMTO € TpsioBaso fa u3mon3sare Ozempic,
MpecKoueTe MpomnycHaraTa g03a. Cies ToBa HHXEKTUPANTe CleBalara C1 1032, KaKTO
O0OMKHOBEHO B TJIAHUPAHUS JICH.

He n3non3BaiiTe nBOMHA 1032, 32 Ja KOMIIEHCHPATE MPOITyCcHATaTa J103a.

AKo cTe cripeia ynorpedata Ha Ozempic
He cnupaiite ynotpe0aTa Ha TOBa JIeKapcTBO, 6€3 Aa cte nHpopmupanu Bamms iekap. Ako 4 cipere,
HUBOTO Ha KpbBHaTa By 3axap Mosxe /1a ce IOBUILH.

AKO MMaTe HSKAaKBHU JIOTBIHUTEITHA BBIPOCH, CBBP3aHU ¢ yroTpebara Ha TOBa JIEKapCTBO, MONHUTANTEe
Bamms nexap, papmareBT mim MequIMHCKA cecTpa.

4, BBb3MOKHY HeskeJIaHU peaKknuu

Kaxro Bcuuku JICKapCTBa, TOBA JICKAPpCTBO MOXKE Ja MPCAU3BUKAa HEXKEIIAaHU PEAKIUU, BBIIPEKU Y€ HE
BCCKH I' I[10JTy4aBa.

Cepuo3HH HeKeJTaHU peaKknuu

Yectu (Morart na 3acernar jo 1 Ha 10 xymm)

. YCIIO’KHEeHHS Ha 3a00JIIBaHETO HA OUYMTE BCIICICTBUE Ha quadera (peTHHONaTus) — TpsioBa 1a
Ka)keTe Ha JieKaps CH, aKo T10 BpeMe Ha JICUSHHUETO C TOBA JICKAPCTBO MOJIydHTe poliemMu ¢
OYHTE, KaTO MPOMSHA B 3pCHHUETO.

Heuectn (Morar na 3acernar no 1 Ha 100 mymm)

. Br3nanenue Ha nankpeaca (OCTBp MaHKPEATHT), KOMTO MOJKeE J1a IPUINHU CHIHA O0JIKa B
cToMaxa 1 I'bp0a, KOATO He IpeMuHaBa. Tps0Ba 1a oTueTe Ha JeKap He3a0aBHO, aKo MOTy4YHUTe
TaKUBa CUMIITOMH.

Penxn (Morat na 3acernart jo 1 Ha 1 000 mymm)

. TEXKH JIEPTHYHY peakuuy (aHa(puIaKTU4HU peakiuy, anruoenem). TpsioBa He3a0aBHO a
MOJYYHUTE MEUIIMHCKA TIOMOIIl ¥ BEJIHAra 1a HHPOpMHUpATe JIeKapsi CH, aKO MOIyIHTe
CHMIITOMH KaTo MpoOJIeMH ¢ JMIIAHETO, IO {yBaHe Ha JIMIIETO, yCTHHUTE, €3UKa H/WITH THPIOTO
ChC 3aTPyAHEHO NPEITbIIAaHE U YYECTEHO ChplieOueHe.
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C Hen3BecTHA YecTOTa (OT HAIMYHUTE JIAHHU HE MOXe Jia ObJie HallpaBeHa OIeHKa)
. 3anymBane Ha yepBaTa. Texkka GopMa Ha 3arek ¢ JOMBIHUTESITHA CUMIITOMH KaTo CTOMAIIHA
OoJKa, TIolyBaHe Ha KopeMa, OBPBIIaHe U T.H.

I[pyl"l/l HEKEJIAHH pCaKIIHHA

Mmuoro yectu (Morar Jia 3acerHar noseve ot 1 Ha 10 mxymm)

. MOBAUTaHe (TaJeHe) — TOBa OOMKHOBEHO OTMHHABAa C BPEMETO;
. JUapHsi — ToBa OOMKHOBEHO OTMHHABa C BPEMETO;
. HHCKa KpPbBHA 3axap (XUIOTIIMKEMHs), KOTaTo TOBa JIEKapCTBO Ce U3IOJI3BA 3a¢/IHO C JIEKapCTBa,

KOHUTO ChABPKAT CyI(OHIIYPEHHHN MPOU3BOIHH WA UHCYJIUH.

YecTn (Morar ja 3acersar 1o 1 Ha 10 gymm)

. MOBPBIIAHE;

. HHCKa KPbBHA 3aXap (XUMONIMKEMHUs), KOraTo TOBa JIEKAPCTBO CE U3I0JI3Ba 3a€/HO C
HEepOpaIHU JEKAPCTBA 3a AUa0ET, OCBEH CyI(OHWITYPEHHN IPOU3BOIHH HIIH UHCYIIHH.

[IpenynpeaurenHuTe NMpU3HAIM 32 HUCKA KPBbBHA 3axap MOTaT Jia ce TosBAT BHe3anHo. Te Morar fa
BKJIIOYBAT: CTy/I€HA MOT, XJIaJHa O1eqa Koxa, I1aBo0oJIue, yCKOPEH IyJiC, OBIUTaHe (raJeHe) Win
CHJICH TJ1aJ], IPOMEHH B 3pEHUETO, ChHINBOCT WIH CIa00CT; HEPBHOCT, TPEBOKHOCT MIIM O0BPKAHOCT,
3aTpyHEHA KOHIICHTPALHS WIN TPElepeHe.

Bammsit nekap e Bu kaxke Kak Jja JeKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO J]a HallpaBUTE, aKo
3a0eexXnuTe Te3u NpenynpeIuTeNTHN TPU3HALIH.

BeposiTHOCTTa /12 criajiHe HUBOTO Ha KphBHATA 3aXap € Mo-rojisiMa, ako MpreMare CyIQOHIITypeiHN
IIPOM3BOIHU WJIM MHCYJIMH. Bammsr jiekap Moxke Jla HaMalu 103aTa Ha Te3U JIeKapcTBa, Ipeu 1a
3aroyvHeTe Ja U3M0I3BaTe TOBA JIEKAapCTBO.

. JIOIIO XPaHOCMIJIAHE;

. BB3MAJIEH cTOMax (TacTpHT) — MIPU3HAIUTE BKIFOUBAT CTOMAIIIHA 0OJIKa, MOBAUraHe (TajeHe)
WM TIOBPBIIIAHE;

. pedIyKC WK KUCETHHU — HApUYaHH o11e ractpoe3odareanta pedmykcHa 6onect (CEPB);

. cToMaIHa 0oKa;

. MO/lyBaHEe Ha CTOMAxa,

. 3areK;

. OpHI'BaHE;

° KaMBbHH B XJI'bUKaTa,

J 3aMaiiBaHe;

. yMopa;

. 3ary0a Ha TerJo;

. NIOHIKEH areTuT;

. razose ((rarynenmus);

. NOBHUINICHNE HAa TAaHKPEATHIHN S€H3UMH (KaTO JINIa3a U aMuiIasa).

Heuectn (Morar na 3acernar no 1 va 100 mymm)

. MPOMSIHA BBB BKyCa Ha XpaHara WM HATUTKUTE;
. Y4ECTeH IyJIC;

. peaKyy Ha MSACTOTO HA MHXKEKTHPaHe, KaTo MOCHHsIBAaHE, 00JIKa, Jpa3HEeHe, ChpOeK U 00pHB;
. aJlepruvHu peakiuu KaTo 0OpHuB, ChbpOEK WK YPTUKAPHSI;

. 3a0aBsiHE B M3MPa3BaHETO HA CTOMAXA.

Cro011aBaHe HA HexKeJIAHU peaklMu

AKO noTyuuTe HIKAaKBU HEXKEJIAHU PeaKluy, yBeroMere Bammst iekap, GapmaneBT mwin MeAUIIMHCKA
cectpa. ToBa BKIIIOYBa BCHUKH BB3MOXHHU, HEOIIMCAHU B Ta31 JINCTOBKA HEXKeJIaH! peakuuu. Moxere
CBILO A2 CHOOIINTE HEXKETaH! PeaKMy AUPEKTHO Ype3 HAMOHAIHATA CHCTEMa 3a ChoOIIaBaHe,
nocoyeHa B [punoxenne V. Karo chobmiaBare He)KelTaHU PeaKIuy, MOKETE Jia AaeTe CBOSI IPHHOC
3a Mojy4yaBaHe Ha MoBeue HH(popManys OTHOCHO 6€301acHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na chxpansBate Ozempic

[a ce cpxpansiBa Ha MSICTO, HEIOCTBITHO 32 JIETA.

He u3nonspaiite ToBa 1eKapcTBO ciie]] CPOKa Ha TOAHOCT, OTOENSI3aH BBPXY €THKETa Ha MHCATKATa U
KapTOHEHaTa OIaKkoBKa cien ,,l oaeH 0. CpoKbT Ha TOJHOCT OTTOBaps Ha MOCIESIHUS JCH OT

IMOCOYCHUA MECCII.

IIpeau oTBapsiHe:

Ja ce cpxpanssa B xnmaquinHuk (2 °C-8 °C). Jla He ce 3ampassBa. [la ce chxpaHsBa qaned ot
oxuaxxaamus eneMeHT. CbXxpaHsBaiiTe ¢ IOCTaBeHa Kallauka, 3a Jja ce Mpeanasi OT CBETINHA.

I1o BpeMe Ha ymoTpeoa:

. B nponbimkeHre Ha 6 ceqMUIIA MOXKETE Jla ChXpaHsBaTe MUcaANKara Ipy TeMIieparypa o/
30 °C wm B xmamutauk (2 °C-8 °C), maneu ot oxnaxaanms eneMeHnt. He 3ampa3saiite
Ozempic 1 He TO U3MON3BaiiTe, aKO € OMIT 3aMpa3cH.

. Koraro He n3ron3Bare micaikara, CbXpaHsBaiTe s ¢ IOCTaBeHa Karmayka, 3a Jia Ce MPeanasu OT
CBETIIMHA.

He usnonspaiite TOBa JIEKapCTBO, aKO 3a0EISKUTE, Y€ PA3TBOPHT HE € OUCTHP U OS3I[BETCH WM MOUYTH
Oe3LBETEH.

He uzxBbpisiiTe nexkapcrBara B KaHAIM3AMUATA WIK B KOHTEWHEpPA 3a JOMAIIHU OTHaAbIIH.
IToruratite Bamms papmarieBT Kak /1a U3XBBPIIATE JIEKAPCTBATA, KOUTO BeUe HE M3MOI3Bare. Te3n
MEpKH Ille CTIOMOTHAT 3a OTla3BaHe Ha OKOJHATa Cpefia.

6. Chabpikanue Ha ONAKOBKATA U JOMBJIHUTETHA HHOpMAHS
KakBo cbabp:ka Ozempic

. AKTHBHOTO BEIIIECTBO € ceMarnyTu . Enua ml oT nHkeKIMoHHMSI pa3TBOp chabpka 1,34 mg
cemarnyTua. EfHa npeBapuTenHo HarbIHEeHa MUCAIKA Chbpika 4 mg cemariytu B 3 mi
pasrBop. Besika mo3a ceabpika 1 mg cemarmytun B 0,74 ml.

. JpyruTte cbeTaBku ca: iuHATpHueB GocdaT qUXUApAT, MPONUICHIIMKON, (peHom, Bo/a 3a
WHXEKLWH, HATPUEB XUIPOKCH/XIOPOBOJOPOIHA KrceanHa (3a kopekius Ha pH). Brokre
CBILO TOYKa 2, ,,ChIbpXKaHNE Ha HaTpU .

Kak u3raexna Ozempic 1 KaKBO ChIbP:Ka ONAKOBKATA

Ozempic e OMCTBp U O€31BETEH UM MOYTH O€3LBETEH MHXKEKIMOHEH PAa3TBOP B MPEIBAPUTEITHO
HaIThTHEHA MUCaJIKa.

Bcsika npeapapuTelHO Hal'bJIHEHA MU CcalKa ChIabpaka 3 ml pa3rBop u mocrass 4 103u o 1 mg.

Ozempic 1 mg MHXEKIIMOHEH pa3TBOp ce Mpejyiara B CIIIHUTE BUI0BE OMAKOBKH:
1 nucanka u 4 urnm 3a enHokparHa ynorpeda NovoFine Plus.

3 nucanku u 12 urnm 3a eqHokpartHa ynorpeda NovoFine Plus.

He Bcu4kM BUIIOBE OITAKOBKK MOTaT Ja ObJAT MyCHATH Ha ma3apa.
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IpuTexkaTes Ha pa3pellIeHHETO 3a yNoTpeda
Novo Nordisk A/S

Novo All¢

DK-2880 Bagsvaerd

Janus

IIpoussoaure
Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Jlanus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres
®panuus

I[aTa Ha MOCJECAHO Ipepasrie;KaaHe Ha JUCTOBKaTa

JApyru n3roununm Ha uHdopmanus

[onpo6Ha nHdopmanus 3a ToBa JEKapcTBO € NpeaocTaBeHa Ha yeOcaiita Ha EBponeiickara areHuus
10 JiekapcTBara http://www.ema.europa.eu.
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Yka3zanus 3a ynotpeba Ha Ozempic 1 My nHKeKUHOHEH PAa3TBOP B NPeIBAPUTE]HO HANbJIHEHA

NMUCAJKa

Mouisi, npoyeTeTe BHUMATETHO T€3M HHCTPYKIMH,
IIpelH Jja U3I0JI3BaTe CBOSTA [IPEIBAPUTEITHO
HanbIHeHa nucanka Ozempic.

I'oBopere ¢ Bamms jiekap, MEJUIMHCKA CECTPA WU
(hapMareBT 3a TOBa Kak Jia nHxekTupare Ozempic
IIPABUITHO.

3anoyHere ¢ IPOBEpKa Ha IIUCAIKATa, 3a Aa CTe
CUTYPHH, Ye Ts cbIbp:ka Ozempic 1 Mg, ciuex KoeTo
[OMIEHETE UIIFOCTPALMUTE 110-110JTY, 3a [1a ce
3aro3HaeTe ¢ Pa3IMYHNUTE YaCTH Ha MUCAIKATa U
Urjara cy.

AKO cTe ¢JIsill HJIM UMATe JIOLIO 3peHue U He MOoKeTe
Ja pa3zdyeTreTe Oposiya Ha 103aTa BbPXY NMCAJIKATA,
He U3I0JI3BaliTe Ta3u MUcAJKa 0e3 UysKAa MOMOLLL.
IToTbpcere nomoln OT IHLE ¢ 100pO 3peHHE, KOETO
3Hae Kak J1a M3I10J13Ba IIPEBapUTEIIHO HallbIHEHATa
nrcanka Ozempic.

Bamara nucaika e npeBapuTeNHO HaI'bIHEHA U UMa
BB3MOXKHOCT 3a HabupaHe Ha jo3ara. Ts cpabpxa 4 mg
ceMariIyTH U MOKeTe Jja u30upare caMo J03H 10

1 mg. Enna Hen3non3BaHa NUCAIKa ChIBPKA YETUPH
no3u 1o 1 mg.

Uznon3Baiite Tabnuiara ot BBTPEIIHATA CTPaHa HA
Kallaka Ha KapTOHEHaTa KyTHsl, 3a Ja CJIEAUTE KOJIKO
WHKEKIUH CTE MPWIOKUIN 1 KOTa CTE TH MPWIIOKHIIH.

IIncankaTta Bu e npeaHasHaueHa J1a ce U3M0JI3Ba ¢
UTJIM 3a enqHokparHa ynorpeda 30G, 31Gu 32G ¢
IBIKAHA 70 8 mm.

B omakoBkara ca Bximtouenn urnu NovoFine Plus.

Ozempic npeaBapuTEIHO
HAN'bJIHEHA MHUCAJIKA U UIJIa

(mpumep)

BbHuHa

Kanauka na Kanayka Ha

nucajkara urjaara
BbTpemna
Kanavka Ha
HIJIaTa
Hrna
XaprueH
eTHKeT

IIpo3opue na

nucajKaTa

Eruker na

nucajiKaTa

bposiu na o3ara

Crpesika Ha 103aTa

Cesiexkrop Ha

a03aTa Mapkep 3a

NMpoBepKa
Jlo30B OyTOH Ha

HU3THYAHETO

/A Baxma uHopmanms

O6’preTe CIICIUaJIHO BHUMAaHHEC Ha TC3U 66J’IC)KKI/I, THH KaTO T€ ca BaXKHU 3a Oe3omacHara

ynoTtpeba Ha micaikara.

1. IllonrorBeTe NMUCAJIKATA CH C HOBA UTJIa

. IpoBepeTe HMETO U IBETHUS €THKET HA
HUCaIKaTa CH, 3a Jia Ce YBEPHUTE, Y€ TS ChIbpKa
Ozempic 1 mg. ToBa € U3KITIOUYNUTETHO BasKHO,
aKo IpHJIaraTe MHXEKIIMOHHO TIOBEYE OT ¢IMH
BUJI JIEKapCTBO. M3M0a3BaHeTO Ha MOrPeIHO
JICKapCTBO MOJKE J1a O'bjie BPETHO 3a 3APaBeTo
Bu.

. CaaJjieTe Kana4ykaTa Ha MUCAJIKATA.
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. IIposepeTte najm pa3TBOPHT B MHCAJIKATA €
oucTbp u 6e3uBereH. [lorneanere mpe3
IIPO30PUETO Ha IUcaNKaTa. AKO pa3TBOPBT
M3IJIeKIa MBTCH WM C IPOMEHEH LIBSIT, HE
U3II0JI3BANTE MUCAIIKATA.

® B3emeTe HOBa HUTIJIA.
HpOBepeTe XAPTHUCHUA CTUKCT U BBHIITHATA
KalladKa Ha uIjiara 3a [oBpeau, KOUTO MOoraT aa
3aCCrHaT CTCPUIIHOCTTA. AKo 3a0esexure
HJKaKBa IOBpeCJa, H3II0JI3BATE HOBA MIJIA.

® OTCTpaHeTe XapTHEHUA €TUKET.

YBepeTe Ce¢, Y€ CTC MOCTABUJIM UIJIaTa

NPaBUJIHO.
. HaTuchere urnara npaBo BepXy nucajikara.
. 3aBuiiTe, JOKATO CE 3aXBaHE CTETHATO.

Hraara e mokpura ¢ aBe kanayku. TpsidoBa na
CBAJIMTe M ABeTe Kanauyku. AKo 3a0paBuTe 1a
CBaJIUTE U JIBETE Kalauky, HAMA Jia ycIieere Aa
CU MH)KEKTHPATE JIEKapCTBO.

. CpaJieTe BLHIIHATA KANAYKa HA MIJIaTa U 5
3ama3eTe 3a Mo-KbcHo. T4 me Bu TpsiOBa cien
WHXEKTUPAHETO 3a 0e30IacHO OTCTpaHsIBaHE Ha
Urjara oT Nucajkara.

* CBaJere BbTPCHIHATA KallauKa Ha UIJIaTa U
A U3XBBPJICTE. Axo ce orurare Ja A IOCTaBUTEC
OTHOBO, MOX€ HCBOJIHO J1a C€ y60J:[ere C urjara.

Ha Bbpxa Ha umiata Moxxe J1a ce IOsBY Kallka OT
pasrBopa. ToBa e HOpManHO, HO BCe Mak TpsiOBa 1a
[IPOBEPUTE U3THUAHETO, aKO U3I0JI3BaTe HOBA MUCATIKA
3a psB ITBT. BrkTe crhnka 2 ,,IIpoBepere n3TnaaHeTo
C BCsIKa HOBa IMcajKa“.

He nocrassiiiTe HOBa MIJIa HA TUCATIKATa CH, JOKATO
He cTe TOTOBHU Jia MH)KEKTHPATe.

A\ Bunarm msno.aspaiite HOBa MIiia 3a BCSIKA MHIKEKINSL.
ToBa Moe /1a IpeJOTBpaTH 3allylIBaHe Ha UTIIHTE, 3aMbpCIBaHe, MH)EKTUPAaHE U HETOUYHO
JI03UpaHe.

Huxkora He u3moJi3BaiiTe M3KPHBEHA WJIM NMOBpPeieHA UIJIA.

2. HpOBepeTe H3THYAHETO C BCAKA HOBA NMUCAJIKA

. AKo Beue MU3I10J13BaTe NUCaIKaTa, IPEMUHETE
KbM CcThIKa 3 ,,J30epere mo3ara‘.
[IpoBepsBaiiTeE U3TUYAHETO CAMO MPEAU
I'bPBOTO MH/KEKTHPaHe ¢ BCSIKAa HOBA

MUCAJIKA.
H30pan e
® 3aB’LpTeTC CCJIICKTOpAa Ha J03ara 10 MapKepa 3a MAPIEp 34
NpoBepKa Ha
NMpPOBEepPKa HA U3TUYAHETO (" = ‘-) TOYHO CJICA U3THYAHETO

,0“.YBepere ce, ue MapkepsT 3a IPOBEPKA Ha
U3TUYAaHETO Ce U3PaBHSBA ChC CTPENKATa Ha
J03aTa.

80




. 3aapbKTe MUCATKATa ¢ HACOUEHA Harope Uria.
HatucHere u 3aApbiKkTe 1030BUs Oy TOH,
JIOKaTo OposYBT Ha Jlo3aTa ce BhpHE Ha ,,0%.
udpara ,,0° TpsiOBa 1a ce U3paBHU ChC
CTpernKaTa Ha J103aTa.

Ha Bbpxa Ha urnara TpsoBa Ja ce MOsBU Karka
pasTBoOp.

Ha Bbpxa Ha urnata Moxke 1a OCTaHe MaJlKa Kallka, HO TS HAMa J1a ce HHXKEKTHPA.

AKO He ce MOSIBM KaIKa, IOBTOpeTe cThIKa 2 ,,[IpoBepere n3rnuaHeTo ¢ BCsika HOBa MUcaiIka™ 10 6
'BTH. AKO BCE OILE HsIMa Kallka, CMEHETe UIJiaTa v MoBTopeTe cThika 2 , IIpoBepere n3rnyaneTo ¢
BCsIKa HOBA IUCAJIKA™ OLIE BEAHBX.

W3xBBpIieTe nucaigkara U U3IM0JI3BaTE HOBA, aKO BCE OIIE HE Ce € MOsIBMIA Kalka OT pa3TBopa.

Bunaru ce yBepsiBaiiTe, 4e ce mosiBiBa Kanka Ha BbpXa Ha UIJIaTa, IPEIu Ja U3I0I3BaTe
HOBa MuUcanka 3a npeB pT. C TOBA ce rapaHTHpa, Y€ pa3TBOPBT IPEMHHABA OE3MPEMSITCTBEHO
npe3 uriara.

AKo He ce TIOSIBY Kallka, HAMa J1a CU MH)KEKTHpaTe HUKaKBO KOJIMYECTBO OT JIEKapCTBOTO,
BBIIPEKH Y€ OpOSIIBT Ha JI03aTa MOKe J1a oMpbaHe. ToBa Moske 1a 03HA4YaBa, ye UTJIATa €
3amyLIeHa WU NoBpeeHa.

AXo He poBepsIBaTe M3TUYAHETO TP IBPBOTO CH WHIKESKTHPAHE C BCSKA HOBA MU CAJIKA,
MOJKe J1a He MOJIyYUTe IpenrcanaTa g03a u sxenanus edext Ha Ozempic.

3. NU306epeTe n03ata

. 3aBbpTeTE cesIeKTOpPa Ha 103aTa, 32 1a
Ha0epere 1 Mg.
[Ipoxwikere na BBPTHTE, IOKATO OPOSIYBT Ha
J103aTa crpe ¥ nokaxe 1 mg.

H36pan
1 mg

Camo OposiybT M CTpeliKaTa Ha Jj03aTa Iie IoKaxat, uye € HabpaH 1 mg.

Mosxere na n3zdbupare camo 1 mg Ha no3a. Koraro nucankara ceabpxa Ho-Maiko ot 1 mg, Opostast
Ha Jl03ara Cliupa Ipeau Ja ce noxaxke 1.

CenexropbT Ha J03aTa MPULIPAKBA PA3IMIHO, KOTATO Ce 3aBbPTH HANpe, Ha3a/l Wil IIpu
npemuHaBane Ha 1 mg. He Opoiire npumpakBaHusiTa Ha MUCAIKATA.

A\ Bunarn msnomssaiite Oposiua U cTpeJIKaTa Ha /103aTa, 3a ia BUAUTe, 4e ¢ Ha0paH 1 mg,
NpeaH A2 HHXKEKTHPaTe TOBA JIeKapCcTBO.
He Opoiite npuipakBaHusATa Ha MUcaIKaTA.
1 mg B O6postua TpsiOBa TOYHO /1a Ce U3PAaBHU ChC CTPEJIKATa, 3a Jja CTe CUTYPHH, Y€ IpUeMaTe
IIpaBUIIHA J103a.

KoJuxo Pa3TBoOP € oCTaHaJ

. 3a 1a BUIMTE KOJIKO PA3TBOP € 0CTaHAJI,
M3IOJI3BaiiTe Oposva Ha J103aTa; 3aBBPTETE
CEJIeKTOpa, JOKATo OPOSTYBT crpe.

Axo Toit mokasBa 1, BbB Barara nucanka e
octa"ai mone 1 mg.

AKo OpostYbT Ha J03aTa cnpe npeau 1 mg, BpostabT Ha
ao3arta ¢

HsIMa IOCTaTHYHO OCTaHall pa3TBOP 34 IIbIIHA p——

103a 1 mg. octaBa 1 mg

A\ He wsnonssaitre MU CAJIKaTa, aKo B Hesl HSMa JOCTaThYHO OCTaHAl pa3TBOP 3a ITBJIHA J103a.
Wznonsaiite HoBa nmcasika Ozempic.
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4. Mn:kekTHpaiiTe 103aTA

. BbBenere uriara B Ko:KaTa, Kakto Bu e
nokasan BammsT nekap uin MeIuIHCKa
cecrpa.

. VBepere ce, 4e BUAxKIaTE OPOsiYa HA 103aTA.

He ro 3akpuBaiite ¢ npbctute cu. ToBa Moxke aa
MPEKbCHE UHKEKTHPAHETO.

. HaTucHete u 3aApbiKTe 1030BHS OYTOH.
Ha6uonaBaiite, 10KaTO OPOSAYBT HAa /103aTa
ce BbpHe Ha ,,0“. [{udpara ,,0“ TpsiOBa na ce
U3paBHU ChC CTpEJIKaTa Ha jo3ara. ToraBa Mmoxe
Jla 9yeTe WIN yCEeTHTE MPUIIPAKBAHE.

. IIpoabxaBaiiTe 1a HATHCKAaTe 1030BHA
O0YTOH, JOKATO 3aAbp:KaTe UIVIATA B KOKATA
CH.
. IIpedpoiiTe 6aBHO 10 6, TOKATO ABPKUTE Bpoiire 6apno:
J1030BHS OyTOH HATUCHAT. 1-2-3-4-5-6
. AKo U3BaUTE UIVIaTa 10-PaHO, MOXKE Jja BUANTE

KaK OT BbpXa I U3TH4a CTpyHKa OT pa3rBopa. B
TaKbB CIydail HAMa 1a Ob/ie MPUIIo’KEHA
II'BJTHATA J103A.

. N3BageTe uriata ot koxkata cu. Ciesn ToBa
MOX€ 12 OTITyCHETE JI030BUs OyTOH.
AKO Ha MSCTOTO Ha MHXKEKTHPAHE Ce MOSIBU KPbB,
npuTHCHeTe Jieko. He pasrpuBaiite MscToTO.

Ha Bbpxa Ha uriaTta Moke Ja BUIUTE Kalka pa3TBoOp ciel HH)KeKTHpaHeTo. ToBa € HOpMaJlHO U HE ce
oTpassBa Ha Bamara yo3a.

A\ Bunaru raenaiite Oposiua Ha 103aTa, 32 1a 3HaeTe KOJKO Mg CH HHKeKTHpaTe. 3aipbiKTe
71030BHs OyTOH HAaTHCHAT, JOKaTO OPOSYBT Ha Jl03aTa ce BpHE Ha ,,0%.

Kak Aa pa3no3HaeTe 3almyieHa WJIH MOBPEACHA UIJIa

- Axo 6p0$[‘l’BT Ha J03aTa HEC IIOKaXXe ,,0“ CJICA PO ABJDKUTCITHO HATUCKAHE HA JO30BUL
GYTOH, BB3MOXKHO € [1a CTC M3I0JI3BAJIN 3allyllICHA WJIN IIOBPC/ICHA UIJla.

- B TaxeB cnyqaﬁ HE CT€ CU MHXKXCKTUPAJIM HUKAKBO JICKAPCTBO, BBIIPCKH Y€ 6p0$[‘l’BT Ha
J03aTa C€ € MPEMCCTUII OT YUCJIOTO HAa IIbpBOHAa4YaJIHATa 103a, KOATO CTC 3aJalI.

KakBo 1a npaBuTe ChC 3aMynieHa Urjia

CwmeHeTe uriaTa, KakTo € OIMHCcaHo B CThIKA 5 ,,Ciiex HHKEKIHATA , U TIOBTOPETE BCUIKU
ctoiku oT 1 ,,IlogroTBere mucankara cu ¢ HoBa Uria“. YBepere ce, 4e cTe Hadpaiu IisuiaTa
HeoOxoauMa 103a.

Huxora He noxkocBaite 6p0ﬂqa Ha J103aTa, J0KaTO MHIKEKTHUPATE. ToBa moxe na IPEKHCHE
HWHXCKTUPAHECTO.

5. Cnen MHKEKIUATA

BuHaru u3xpbpisiiTe UriaTa cjiea Beska
MHIKeKIHUs, 32 1a C OCUTYPHTE yI00CTBO MPH
WH)KEKTUpaHe U J]a N30erHere 3amyniBane Ha
urmTe. AKO UrjiaTa e 3aryIieHa, HsMa Ja cu
WH)KEKTUPATe HUKAKBO KOJIMYECTBO JICKAPCTBO.

. BxkapaiiTe BbpXa Ha HIJIATA BbB BbHIIHATA
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Kanayka Ha UIJ1aTa BbpXy paBHA HOBBPXHOCT,
0e3 J1a IOKOCBAaTe UrjlaTa Wiu BHHITHATA
Karayka.

Curieq kaTo Uriara € MoKpuTa, BHUMATETHO
HATHCHETEe BHHITHATA KalavyKa HAa urJjara
JIOKpaii.

Pa3zBuiiTe uriarta u s U3XBbpJIETE BHUMATEIHO
CIIoOpe]l MHCTpYKIMKUTE Ha Bamms nekap,
MEIUIHCKATA cecTpa, (hapMarieBT Uin
MECTHMTE BJIACTHU.

INocTaBsiiiTe 0THOBO KamaykaTa Ha MMUCajKaTa
CJIe/T BCSIKO M3IOJI3BaHE, 32 J1a MPeATa3iTe
pas3TBOpa OT CBETJIMHA.

Koraro nucankaTa TpsiOBa fa ce N3XBBPIHU, HApaBeTe ro, 06e3 1a UMa urjia BbpXy Hes, KakTo Bu e
WHCTpYKTUpai Bamusar ekap, MeAMLMHCKA cecTpa, hapMaleBT WM MECTHUTE BIACTH.

A

Huxora He ce onuTBaiiTe 1a MOCTABsATE 0OPAaTHO BHTPELIHATA KaNayKa BbPXY HIJaTa.
Mosxe na ce yboaeTe ¢ uriara.

Bunaru ciieq Besika HHAKeKIMS He3a0aBHO OTCTPaHsIBaliTe MTJIaTa OT MUCAJIKATA.
ToBa Mo3Ke /1a MpeIoTBpaTH 3allyIBaHe HA UIJIH, 3aMbpCsiBaHe, NH(EKTUpaHe, U3THYaHEe Ha
Pa3TBOp M HETOYHO JIO3MpaHE.

JombaHuTeHA BakHA MHGOpManus

Bunarnu CLXpaHﬂBaﬁTe Imyucajikata 1 UTJIMTC HA MACTO, HEAOCTHIIHO 3a IPYI'H Xopa, 0co0€eHO
3a Jacna.

Huxora ne CHO[[eHﬂﬁTe nucajikaTta Wiv UIriiuTe Cu ¢ Apyru xopa.

O6I’pI/I)KBaH_II/ITe Jiia Tpf[6Ba Aa ¢ca MHOI0O BHUMATECJIHMA IIPU pa60Ta C H3MO0JI3BAaHU UTJIH, 34
Ja n30erHaT HapaHABAHC C TAX U KPBCTOCAHA I/IH(I)eKI_II/ISI.

I'puika 3a BamaTa nucaJjika

Uznon3aiiTe nucankara BHUMaTenHO. [ py0oTo MaHHITyIMpaHe WM HEMTPAaBUIIHA yoTpeOda Morat Ja
MPUYMHST HETOYHO J03UpaHe. AKO TOBaA Ce CIIyUYH, MOJKE J]a HE TIOJTyYHTe JKeJIaHus e(eKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiTe nucajkaTa B K0Ja WIH HA IPYroO MSCTO, KBJIETO MOKE J1a CTaHe TBbPAC
ropelo Wik TBbPIE CTYAEHO.

He nnskextupaiite Ozempic, KoiTo e 01 3aMpa3eH. AKO IO HalpaBUTe, MOKE /1a HE
MOJTYYHTE JKeNlaHus! e(heKT Ha TOBA JEKapCTBO.

He umn:xextnpaiite Ozempic, KoiTO ¢ OMJ1 H3JI05KEH HA NPSKA CIbHYEBA CBETJIMHA. AKO I0
HalpaBUTEe, MOXKE /14 HE MIOJIyUUTe >KeJaH!us e(peKT Ha TOBa JIEKApPCTBO.

He n3naraiite nucajikaTta ¢ Ha PaxX, MPbCOTHS MJIM TEYHOCT.

He mmuiiTe, He HAKHCBaiiTe M He CMa3BaiiTe MUCAIKATA CH. T MOXe J1a ce MOYUCTH C MEK
Ipenapar BbpXy HaBJIaXKHEHa Kbplla.

He n3nmyckaiiTe nucaakaTta cu U He 5 YJIpsiATe B TBBPAU MOBBPXHOCTH. AKO 51 U3ITyCHETE WIIN
MTO/I03UpATE, Y€ HEIIO HE € HAape ] C Hesl, TOCTaBETe HOBA HIVIA U IPOBEPETE U3THYAHETO HA
pasTBOp, IPEAH Ja UHKEKTUpATE.

He ce onutBajiTe 1a HABJIHUTE MOBTOPHO NMucajakaTa cu. Ciel KaTo BeOJHBXK ce U3Npas3HHu,
Ts TpsI0Ba J1a C€ U3XBBPIIM.

He onuTBaiiTe 1a monpassiTe WM pasriaodsBaTe NUCaIKaTa CH.
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JlucroBka: MHpopmauus 3a mauueHTa

Ozempic 2 mg HH:KeKIHOHEH Pa3TBOP B MPEIBAPUTEHO HATBJIHEHA MHCATKA
cemantytuj (semaglutide)

IIpoyeTeTe BHUMATEHO AJATA JMCTOBKA, NPeAH 1a 3aM04YHeTe 1a U3I0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO THA ChABPKA BaskHa 32 Bac nHpopmanusi.

- 3anazeTe Tasu JUCTOBKA. MojKe Ja ce HaJIOXKH J1a 5 POYETETe OTHOBO.

- AKO MMaTe HIKaKBH JIOMBIHUTEIHN BBIIPOCH, TIonuTaiTe Bamms ekap, hapmaneBT i
MEIUIIMHCKA CECTPA.

— ToBa siekapcTBO € npeanucano JmyHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe
Jla M HaBpeId, He3aBUCUMO Y€ PU3HAINTE Ha TSIXHOTO 3a00JsBaHe ca chluuTe KaTo Bammre.

- AKO TOITyYuTe HAKAKBU HEXKETaHU peakiuy, yBenoMmere Bammist nekap, hapmarieBT unu
MEIUIIMHCKA cecTpa. ToBa BKIIOYBA BCHYKH BB3MOKHH, HEONMCAHU B Ta3H JUCTOBKA HEXETAHH
peakmuu. Brokre Touka 4.

Kakso CBhABbPiKa Ta3u JIMCTOBKA

1. Kaxkso npeacrasnssa Ozempic 1 3a KaKBO ce U3I0I3Ba

2. Kaxkso TpsiOBa 51a 3HaeTe, npeau aa usnonssare Ozempic

3. Kak na nsnonzsare Ozempic

4, BB3MoXHN HEKETaHU PEaKITIH

5. Kak na cexpanssare Ozempic

6. ChpabprxaHre Ha OMTAKOBKATa U JAOTBIIHUTEIIHA HHPOPMAITHS
1. Kakpo npencraBasiBa Ozempic 1 32 KaKBO ce H3M0JI3Ba

Ozempic ChIIbprKa aKTUBHOTO BEIIECTBO ceMariyThi. To rmomara Jia ce MOHM)KU KpbBHATA 3aXap B
opranusMa Bu camo koraro e TBhpJic BUCOKA U MOKeE Jia TIOMOTHE 3a MPEIOTBPATSABAHE Ha CHPACYHO
3a00JIBaHeE.

Ozempic ce U3II0N3BA 32 JISUCHNE HAa BH3pacTHH (Ha Bb3pacT 18 roanHu u moseye) ¢ nuaber Tvr 2,
KOraTo JueTara u yrnpakHeHHUATa He ca JOCTaThYHM:

. CaMOCTOSTEIIHO — KOTaTo He MOXKETe Ja U3I0I3BaTe METQOPMHUH (APYTo JIEKapCTBO 3a 1uadeT)
NI
. C IpyTH JIEKapCTBa 3a qUa0eT — KOraTo T€ He ca JOCTaTh4HH, 33 1a KOHTPOJIUpPAT HUBaTa Ha

KkpbBHaTa Bu 3axap. Takusa Morar ga 6bJaT 1ekapcTBa, KOUTO MIPUEMAaTe Ipe3 ycTaTa Wil
UHXEKTHpaTe, HallpuMep WHCYJIUH.

Baxxno e na mpoapikvTe MiiaHa cv 3a JUeTa ¥ ynpakHeHud, Kakto Bu e ka3an Bammsr nexap,
(apMalneBT WM MEJULMHCKA CECTpa.

2. KakBo TpsidBa 1a 3HaeTe, npeau aa uznojssate Ozempic

He uznoassaiite Ozempic
d aKO CTC AJICPIrMYHU KBbM CEMAITTYyTHU /I WJIKW KbM HAKOSA OT OCTAaHAJIMTE CbCTABKH HA TOBa
nekapcTBo (M30poeH!r B TOUKa 6).

Ipeaynpe:xaenust ¥ npeanasHu MepKu
['oBopete ¢ Bamms nekap, papmareBT mix MEIUIMHCKA CECTpa, IPE/IH J1a U3I0I3BaTe TOBA
JIEKapCTBO.

ToBa JICKapCTBO HE € ChIIOTO KAaTO MHCYJIMH U Bue ne Tpﬂ6Ba Ja ro u3IoJI3BaTe, ako:

. nmare quadet tun 1 — 3abomsBaHe, IPH KOETO OpraHu3MbBT Bu 13001110 HEe pou3BexIa
WHCYJIVH;
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. pas3BueTe AuabeTHa KeToalua03a — yCcaoKHeHNe Ipu JuabeT, MPOTHYAIo C BUCOKA KPbBHA
3axap, 3aTpy/HEHO JuIIaHe, OObpKBaHe, IPEKOMEpHa kKaxK/1a, CIIalbK MUPHC B ycTaTa Uix
CIIQ/IbK WJIM METAJICH BKYC B yCTara.

OzempiC HC € UHCYJIMH 1 TOpaJid TOBA HEC TpSI6Ba Jia CC U3M0JI3Ba KAaTO 3aMCCTUTCII Ha NHCYJIMHA.

Ed)eKTI/I BBPXY XPAHOCMMIIATE/IHATA CUCTEMA

ITo Bpeme Ha JIeU€HHUETO € TOBA JIEKAPCTBO MOXKe J1a Bu ce moBaura (rajexe) wim aa uMate
MOBpBILAHE WU Iuapus. Te3u HekenaH! peakuny MOTaT Jla MPUIHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). Ba)kHo e ja nuere 0OMIIHO KOJIMYECTBO TEUHOCTH, 32 J1a IIPEAOTBPATUTE IEXHPATALIHSL.
ToBa e ocobeHo BakHO, ako UMare npodiemu ¢ ObOpenure. ['oBopete ¢ Bamus nekap, ako nmare
HSKaKBU BBIIPOCH WM HPUTECHEHHUS.

CuiHa ¥ IpOoIbIKUTEIHA KOPEMHA 60.]'[1(21, KOATO MOJKC J1a CC ABJIPKK Ha OCTHP MAHKPCATHUT.

AX0 UMaTe CWITHA ¥ IPOIBKATENTHA O0JTKa B 00J1acTTa Ha CTOMaxa, He3a0aBHO MOTBPCETE JIeKap, Thid
KaTO TS MOJKE J]a € MPU3HAK Ha OCTBP MAHKPEATHUT (BB3MAaIeH MaHkpeac). Mo BUKTe TouKa 4 3a
npeaypeuTeTHUTE TPU3HALH 32 Bb3IMaJIeH ITaHKpeac.

Hucka kpbBHA 3axap (XI/IHOFJ'II/IKGMI/IH!

KomOunupaneTo Ha cyndoHmTypeliHI TPON3BOTHH UITH HHCYJIMH C TOBA JIEKAPCTBO MOXKE J]a YBEITHIU
pHCKa OT IOHIKaBaHE Ha HMUBATa Ha KPhBHATA 3aXap (XUIOTIHKeMHUs). Mosis, BIXKTE TOUKa 4 OTHOCHO
MpeayTpeUTETHUTE IPU3HALIM 33 HUCKU HHUBA Ha KpbBHATA 3axap. Bamusr gexap moxe 1a Bu
Ha3HauM J]a Ce U3CIIC/IBAT HUBATA HA KpbBHATa Bu 3axap. ToBa 1ie My HOMOrHe J1a onpeieiu Jaiu
J03ata Ha CyI(poHUITYpeHHOTO IPOU3BOIHO WIIM UHCYJIMH TPsIOBa Jla ce MPOMEHH, 32 JIa C€ TIOHVIKH
PHCKET OT HHCKa KpBBHA 3axap.

3a0oiiIBaHe HA OYUTE BCIEACTBUE HA Ia0eT (DETUHOATHS)

Axo umare 3a00JIsiBaHE Ha OYUTE BCIICICTBUE HA AMA0CTA M U3I0JI3BATE HHCYJIMH, TOBA JICKAPCTBO
MOJe J1a IOBEIC JI0 BIIONIaBaHe Ha BaireTo 3peHue u ToBa MOE Jia HaIoXku Jieuenue. Mudopmupaiire
JIeKapsi CH, aKO UMare 3a00JisiBaHe Ha OYMTE BCICICTBUC HA qUabeTa Wik ako Mo BpeMe Ha JICUCHUETO
C TOBA JICKAPCTBO MOJIyYUTE PoOIeMH ¢ ounTe. B ciydail ue nMaTe MOTCHIMATHO HECTAOMITHO
3a00JIBaHE Ha OYUTE BCIIEACTBHUE Ha auabeT, He ce MpernopbhuBa aa u3nois3sare Ozempic 2 mg.

Jleua u roHOIIM
ToBa jieKapCcTBO HE Ce MPENopbUBa IPH Jelia U I0HOIIM Ha Bb3pacT noj 18-rouHu, Thil KaTo
0€30IacCHOCTTA U C(I)I/IKaCHOCTTa IIpU Ta3u BH3PACTOBA I'pyIia BCC OLIC HC Ca YCTAHOBCHHU.

JApyru jiekapcra u Ozempic

Tps6Ba a kaxere Ha Bamms nekap, papmaneBT WM MEAUIIMHCKA CECTpa, aKo IpHUeMaTe, HacKopo CTe
IpreMalid WIH € Bb3MOXKHO Ja IpUeMare IPYTH JIeKapcTBa, BKIOUUTETHO OWIKOBU UITH JPYTH
JIeKapcTBa, KOUTO CTe KyNUJIu 0€3 peLenTa.

[o-cneunanno, uadopmupaiite Bamus nekap, ¢papmaneBT Wil MEIULMHCKA CECTPa, aKO U3II0I3BATE

JIeKapCTBa, ChAbPIKAIIN HAKOE OT CIIEIHUTE:

. Bapdapun nnu npyru nogobHu iekapcTBa, NpUEMaHH [Ipe3 ycTaTa 3a HamMajsBaHe Ha
KPBBOCHCUPBAHETO (IIEPOPATHU aHTUKOATyJIaHTH ). MoXe /1a ce HaJloKaT YeCTH U3CIICIBAaHUS
Ha KPBBTa, 3a J1a Ce MPOBEPH KOJIKO OBbP30 ce chcHpBa KpbBTa Bu.

. Axo n3non3Bate MHCYIMH, Bammsr sexap me Bu 00scHE Kak Ja HamanuTe 103aTa Ha HHCYJIMHA
u e Bu npenopbya ga cieante KphBHATA CH 3aXap MO-YecTo, 3a Jja N30erHeTe XUIEPrIInKEMUS
(BUCOKa KpBBHA 3axap) U nuadeTHa Keroanu03a (ycuoKHeHHe Ha fuabeTa, KOeTo HacThIIBa,
KOTaTO OpraHu3MbT HEC MOIXKE Jia pa3rpaan IIr0Ko3aTa, TBHU KaTo HIMa JOCTAaThb4YHO I/IHCY.]'II/IH).
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BpeMeHHOCT 1 KbpMeHe
AKO cTe OpeMeHHa WM KbPMHUTE, CMATATE, Y€ MOKE Ja CTe OpeMeHHa, WM IJIaHUpaTe OpEMEHHOCT,
MOCHBETBAlTE ce ¢ Bamms nexap npeu ynorpebara Ha TOBa JICKapCTRO.

ToBa siekapcTBO He TpsIOBa J1a ce M3I0JI3Ba MO BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO NIl
3acsra 1joza. 3aToBa yrnorpebara Ha KOHTPALEIHA € IPeropbUUTEIHA, J0KATO H3M0JI3BaTe TOBA
JIEKapCcTBO. AKO JkelaeTe 1a 3a0peMeHeere, 00chAeTe Kak Ja MPOMEHHUTE JICYeHHEeTo cu ¢ Bamms
JeKap, Thil KaTo TpsiOBa Ja cripeTe yrnorpedaTa Ha TOBa JIEKapCTBO MOHE 2 Mecela IPeIBapUTEIIHO.
Axo 3abpemMeHeeTe, T0KaTo U3I0I3BaTe TOBA JIEKAPCTBO, TOBOpETE He3a0aBHO ¢ JieKapsl CH, Thil KaTo
nedennero Bu tpsOBa na 6b1e TpoMEHEHO.

He u3nonspaiite ToBa JIEKapCcTBO, aKO KbPMHUTE, Thil KaTO HE € U3BECTHO JIAJTU TO MPEMUHABA B
KbpMara.

Illodupane u padoTa ¢ MAILIMHU

Maiko BepostHO € Ozempic ma mosnuse Ha criocoobnocrta Bu 3a modupane u paboTa ¢ Marmuu. AKO
M3I0JI3BaTe TOBA JICKAPCTBO B KOMOMHAIIHSA ChC CYI(POHMITYPEHHH TPOU3BOTHN HITH HHCYJIHH,
KpbBHaTa By 3axap Moxke J1a ce MOHMKH (XUTIOTIIMKEMHST ), KOETO J1a 0Tcliabu ciocobHocTTa BU n1a ce
KOHLIeHTpupare. He modupaiite 1 He paboTeTe ¢ MaIIMHU, aKO TOJyYHTe ITPU3HALM HA HUCKA KPHBHA
3axap. Bukre Touka 2, ,,[Ipeaynpeskaenus u mpeamna3Hd MepKu' 3a mH(popMaIyst OTHOCHO
TIOBUILICHUS PHCK OT HUCKA KPBBHA 3aXap, KAKTO M TOUKA 4 3a MpeXyNpeauTeTHUTE NPU3HALH Ha
HUCKa KpBbBHA 3axap. ['0BopeTe ¢ Jiekapsi cu 3a JOMbIHUTENTHA WH(OpMAITHsI.

Chbabpikanne Ha HATPUI
ToBa siekapcTBO CHIBPKA MO-Majko oT 1 mmol Hatpuii (23 mg) Ha 7032, T.€. MOXKeE Ja Ce Kaxe, e
MPAKTUIECKH HE CHIAbPIKA HATPUH.

3. Kak na uznoasare Ozempic

Bunaru usnonssaiite ToBa JeKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He CTe CUTYpHHU B
Hello, monuraiTe Bamms ekap, papmaiieBT WiIx MEIHUIITHCKA CecTpa.

KoJxo ma m3moJisBare

. Hauannara nosa e 0,25 mg BeIHBK CEAMUYHO 33 IEPUOA OT YETUPH CEIMHULIH.

. Crnen yeTHpU CEIMUIIM JIEKapAT 1€ YBeJauuu fgo3ara Bu 1o 0,5 mg BeAHbX ceAMUYHO.

. Bammsar nexkap Moxe aa ysennun fo3ata Bu 1o 1 mg BeqHBX) ceIMUYHO, ako KpbBHaTa Bu
3axap He ce KOHTPOJIHMpPa JOCTaThUHO A0Ope ¢ 103a 0,5 mg BEIHBK CEIMHUYHO.

. Bammst nexap Moxe Ja yBenuud 1o3ata Bu Ha 2 Mg BeJHBXK CEAMUYHO, aKO KphBHaTa Bu

3axap He ce KOHTPOJIHMpPa JOCTaThYHO A0Ope ¢ 103a 1 MY BEIHBXK CEAMHUYHO.
He nmpomensiite no3ara, ocBeH ako Bammsar nexap He Bu e kazain na HanpaBHUTe TOBA.
Kak ce npusiara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIHsI TI0J] KoKaTa (ITOJIKOKHO HHKEeKTHpaHe). He umkekTupaiite BB
BEHA WIHA MYCKYJL

. Haii-nonxonsamure MecTa 3a MH)KEKTUpaHE ca NpeAHaTa 4acT Ha Oepara, npeiHara 4acT Ha
TanusTa (Kopema), Wik TOpHaTa 4acT Ha phKara.
. IIpenn na n3non3saTe NUcalKara 3a IPbBB BT, BammAT J1ekap WK MEAUIUHCKA cecTpa me Bu

IIOKa’KaT Kak J1a OopaBUTE C Hesl.
[TonpoOHu yka3aHus 3a ynotpeda ca JaJieHd Ha Jpyrara cTpaHa Ha Ta3d JIMCTOBKA.

Kora xa nznoszBare Ozempic

° Tp;[6Ba Ja U3M0JI3BaTe TOBA JIEKAPCTBO BEAHBXK CEAMUYIHO U 11O Bb3MOXKHOCT — Ha €AWH U CBII]
JCH BCsKa CCAMMUIIA.
° Moxe ga cu HaIlpaBUTEC MHIKCKIUA 110 BCAKO BPEME Ha ACHS, HE3aBUCUMO OT XpaHCHHUATA.
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3a J1a 3aMOMHUTE TO-JIECHO, Y€ TOBA JIEKAPCTBO CE MHIKEKTUPA CaMO BEJIHBK CEIIMHUYHO,
MPENOPBHYUTEIHO € J1a 0TOee)uTe n30paHus JieH (Harp. cpsiia) BbpXy KapTOHEHaTa OMaKOBKa U J1a
3aMMCcBaTe BBPXY Hes JlaTara MpH BCSIKO HHKECKTUPAHE.

IIpu HEOOXOTUMOCT MOKETE J]a POMEHUTE JICHS Ha ©KEeCeIMUIHOTO HH)KEKTHPAHEe Ha TOBa
JIEKapCTBO, CTUTA JIa Ca M3MHUHAIM TOHE 3 JTHU Clie] TOCIEeJHOTO My MHKekTupane. Cien n3oupanero
Ha HOB JCH NMPOABIKETE MIPUIIAraHETO BEAHBK CEIMUYHO.

AKO cTe U3M0JI3BAJIM TTIOBeYe 0T HeoOxoauMaTa 103a Ozempic
AKo cTe n3no3BaM MoBeue oT HeoOxoaumara fo3a Ozempic, BeaHara nddopmupaiite Bammis nexap.
BB3MOXHO € J1a moyunTe HeXelaH!U PEeaky KaTo MOBAUTraHe (TajieHe).

AKo cTe nponycHaM aa udnoJssate Ozempic

AKO cTe IPOITyCHAIM 12 UHKEKTUPATE 1032 U:

. W3muHamm ca 5 WM mo-Majiko JHH CJIeJ MOMEHTA, B KOWTO € TPSOBAJIO J1a U3I0J13BaTe
Ozempic, MHXEKTUpaKTe IO BelHara, oM cu cioMHuTe. Ciie/] ToBa MH)KEKTHUpaiTe
clenBaIara Cu J103a, KakTo OOMKHOBEHO B TUTAHUPAHUS JICH.

. W3muHanm ca moBeue OT 5 JHU ClieJl MOMEHTa, B KOMTO € TpsiOBasio Aa usnon3eare Ozempic,
MpecKoveTe MpolTycHaTaTa qo3a. Ciex ToBa MHKEKTHpaiiTe ceaBamiara ci 103a, KakTo
O0OMKHOBEHO B IJIAHUPAHUS JICH.

He uznosnsBaiiTe nBoiiHa 103a, 3a 1a KOMIIEHCHpaTe NpoIlycHaTaTa 403a.

AKo cTe cripeJia ynorpedara Ha Ozempic
He cninpaiite ynotpebaTta Ha ToBa J1ekapcTBO, 6e3 a cte nHpopmupanu Bamus nekap. Ako 1 cripere,
HUBOTO Ha KpbBHATa By 3axap Moxke J1a ce IOBUIIN.

AKO MMaTe HSKAaKBHU JIOTBIHUTEIHA BBIPOCH, CBBP3aHU € yroTpebara Ha TOBa JIEKapCTBO, MMONUTATEe
Bamms nexap, papmarneBT mim MeUIMHCKA CECTpa.

4. BB3M0KHU HeKeJIAaHH peaKIuu

Kaxkro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja MPCAU3BUKAa HEXKEIIAaHU PEAKIINU, BBIIPEKU Y€ HE
BCCKU I' ITOJTy4aBa.

CepHO3HHU HeKeJIaHH PeaKIuu

Yectu (Morar na 3acersar 10 1 Ha 10 gymm)

. YCIIO)KHEHUS Ha 3a00JIIBaHETO HA OUYMTE BCJICICTBHUE HA AuadeTa (pPeTUHOIIATHS ) — TPsIOBa Ja
Ka)KeTe Ha JIEKapsl CH, aKko 10 BpeMe Ha JICYCHUETO C TOBA JIEKAPCTBO MOJIy4HUTE MPOOIEMHU C
OUUTE, KaTO MPOMSHA B 3pCHUETO.

Heuectn (Morar na 3acernar no 1 Ha 100 mymm)

. Br3nanenue Ha nankpeaca (OCTBp [MaHKPEATHT), KOMTO MOJKE Jla IPUIMHU CHIHA 00JIKa B
cToMaxa H I'bp0a, KOATO He IpeMuHaBa. Tps0Ba 1a oTueTe Ha jJeKap He3a0aBHO, aKo MOTyYUTe
TaKWBa CHMIITOMH.

Penxn (Morart na 3acernart jo 1 na 1 000 mymm)

. TEXKH AJIEPTHYHM peakuuy (aHa(uIakTH4HM peakuuu, anruoenem). TpsioBa He3a0aBHO na
MOJyYHTE MEMIIMHCKA TIOMOIIl ¥ BEJHAra 1a HHPOPMHUpATe JIeKapsi CH, aKO MOTyIHTe
CHMIITOMH KaTo MpoOJIeMH ¢ JMIIAHETO, IO JyBaHe Ha JINIETO, yCTHUTE, €3UKa H/WITH TbPIOTO
ChC 3aTPyAHEHO NPETTbIIaHe U YYECTEHO ChplieOueHe.

C Heu3BecTHA 4ecTOTa (OT HATMYHUTE TaHHU HE MOXKE /1a ObJIe HalTpaBeHa OIIEHKa)

. 3amymBane Ha yepBaTa. Texxka ¢opMa Ha 3arek ¢ JOMBJIHUTEITHA CUMIITOMH KaTo CTOMAIHA
Oonka, mogyBaHe Ha KOpeMa, OBPBLIAHE U T.H.
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JIpyru He:ke1aHH peaKkuu

MHoro yectu (Morat aa 3acersat noseue oT 1 Ha 10 gymn)

. MoBJMTaHe (rajieHe) — ToBa OOMKHOBEHO OTMHHABa C BPEMETO;
. JUapHs — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. HHUCKA KPbBHA 3axap (XUIOTJIMKEMHsI), KOTaTo TOBA JIEKAPCTBO CE M3I0JI3Ba 3a¢/IHO C JICKapCTRa,

KOHUTO ChABPKAT CYI(OHIIYPEHHHU MPOU3BOIHH W UHCYJIUH.

Yectu (Morar n1a 3acerrar o 1 Ha 10 gymm)

. MTOBPBIIAHE;

. HHCKa KpBhBHA 3axap (XUIIOTIMKEMIS ), KOTaTO TOBA JIEKAPCTBO CE M3IOJI3BA 3a€THO C
NepOpaTHH JIeKapcTBa 3a JuabeT, OCBeH CyN(QOHMITYpeHHI TPOU3BOIHN WITH HHCYIIMH.

[MpenynpeaurenHuTe MpU3HAIM 32 HUCKA KPHBHA 3axap MOTaT Jia ce TOsBAT BHe3anHo. Te Morar fia
BKJIIOYBAT: CTy/I€HA MOT, XJIaJHa O1eqa Koxa, I1aBo0oIIie, yCKOPEH IyJic, MOBIUraHe (raaeHe) uin
CHJICH TJ1aJ], IPOMEHH B 3pEHUETO, ChHINBOCT WIH CIa00CT; HEPBHOCT, TPEBOKHOCT MIIM O0BPKAHOCT,
3aTpyAHEHA KOHIICHTPALHS W TPElepeHe.

Bammsit nekap e Bu kaxke kak Jja JeKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO J]a HalIpaBUTE, aKo
3a0enekuTe Te3U NpeaynpenTeTH PU3HAL.

BeposTtHocTTa A2 ciajHe HUBOTO HAa KpbBHATA 3axap € MO-TojsiMa, ako IprueMare Ccy1(poHUITypeiHn
IIPOM3BOIHU WJIM MHCYJIMH. Bammsr jiekap Moke Jla HaMalu 103aTa Ha Te3U JIeKapcTBa, Ipeu 1a
3armoyvHere Ja U3M0I3BaTe TOBa JIEKapCTBO.

. JIOIIO XPaHOCMUIIAHE;

. BB3MAaJIeH cTOMax (TacTpHT) — IPU3HAIUTE BKIFOUBAT CTOMAIIIHA 00JTKa, MOBAUraHe (TajeHe)
WJIW MOBPBIIAHE,

. peduIyKC WM KuCeIuHU — HapuyaHu olwe ractpoe3odareanna peduykcaa 6onect (I'EPB);

. cToMaIHa 0oJKa;

. MO/TyBaHE Ha CTOMAaxa;

. 3arex;

. OpHI'BaHE;

hd KaM'BbHH B XJI'bUYKaTa,

. 3aMaliBaHe;

¢ yMopa;

. 3ary0a Ha TerJio;

. TIOHVKEH aIleTHT;

. ra3oBe ((uaryieHus);

. MOBUIIICHNE HA MTAHKPEATHYHN €H3UMH (KaTO JIMIIa3a U aMuIasa).

HeuecTu (Morar na 3acersar 1o 1 Ha 100 mymmm)

. IPOMsIHA BB BKyCa Ha XpaHaTa WiIN HallUTKUTE;

. y4eCTeH IIyJIC;

. peaxky Ha MACTOTO Ha MH)KEKTHPaHEe KaTo MOCUHsBaHe, O0JIKa, ipa3HeHe, ChpOex u 00puB;
. aJlepruvHu Peakinu KaTo 0OpHB, ChbpOEK WIN YPTUKAPHSI,

. 3a0aBsiHEe B M3MPA3BaHETO HA CTOMAXa.

Cho01aBaHe Ha HeKeJAHW peaKIuu

AKO TIOJTyunTe HIKAKBU HEXKEIIAaHU PEaKIH, yBeaoMeTe Banms iekap, GpapmarieBT Wiu MeIUIIMHCKA
cectpa. ToBa BKIIIOYBA BCHYKH BH3MOXHHU, HEOTTMCAHU B Ta3 JINCTOBKA HEXKeNlaH! peakiun. Moxere
CBIIIO J1a CHOOIUTE HEXeJIaH! PEaKIuK JUPEKTHO Ype3 HallMOHATHATA CUCTEMa 33 ChOOIIaBaHe,
mocoueHa B [pmnoxkenue V. Karo crobniaBare HexelaH! peakiiy, MOXKETE Jia JaJieTe CBOSI IPUHOC
3a MoJly4YaBaHe Ha MoBeue MH(popMaIys OTHOCHO 0€30TacHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na coxpansiBate Ozempic

[a ce cpxpansiBa Ha MSICTO, HEIOCTBITHO 32 JIENA.

He u3nomnspaiite ToBa 1€KapcTBO ciie]] CPOKa Ha TOAHOCT, OTOENSI3aH BBPXY €THKETa Ha MHCATKATa U
KapTOHEHaTa OIaKkoBKa cien ,,l ogeH 0. CpoKbT Ha TOJHOCT OTTOBaps Ha MOCIESIHUS JCH OT

IMOCOYCHHU S MCCCII.

IIpeau oTBapsiHe:

Ja ce cuxpanssa B xnaquinHuk (2 °C-8 °C). Jla He ce 3ampassBa. [la ce cbxpaHsBa qaned ot
oxuaxxaamus eneMeHT. CbXpaHsBaiiTe ¢ IOCTaBeHa Kallauka, 3a [ia ce Mpeanast OT CBETINHA.

ITo Bpeme Ha ynoTpeba:

. B nponbimkeHre Ha 6 ceMUIIA MOXKETE Jla ChXpaHsBaTe MUcaANKara Ipy TeMIeparypa mno/i
30 °C wu B xnmaamiauk (2 °C-8 °C), naned ot oxiaxaanys eaeMeHT. He 3ampa3sBaiite
Ozempic 1 HE TO U3MOI3BalTe, aKO ¢ OMJI 3aMpa3cH.

. Koraro He n3on3Bare micankara, CbXpaHsBaiTe s ¢ IOCTaBeHa Karmayka, 3a Jia Ce MPeanasy OT
CBETIIMHA.

He u3monsBaiiTe ToBa JIEKapCTBO, aKo 3a0ENIEKHUTE, Y€ Pa3TBOPHT HE € OMCTHP M O€31BETEH WM TIOYTH
Oe3LBETEH.

He uzxBbpIsiiTe nekapcrBara B KaHAIM3AUATA WIK B KOHTEWHEpPA 3a JJOMAITHU OTHAAbIIH.
ITormuratite Bamms papmarieBT Kak J1a U3XBBPIIATE JIEKAPCTBATA, KOUTO BeUe HE W3MO3Bare. Te3n
MEpKH IlIe CTIOMOTHAT 3a OTla3BaHe Ha OKOJHATa Cpefia.

6. Chabp:kaHie HA ONAKOBKATA M JONMbJIHUTETHA HHpOpMAIUS
KakBo cbabpska Ozempic

. AKTHBHOTO BEIIECTBO €: ceMariyTua. Enua ml oT MHKEeKIIMOHHKMS pa3TBOp ChABpXKa 2,68 Mg
cemarnyTua. EfHa npeBapuTenHo HarbJIHEHa MUCAIKa Chbpxka 8 mg cemariytu B 3 ml
pasrBop. Besika mo3a ceabpika 2 mg cemarnytun B 0,74 ml.

. JHpyruTte cbeTaBku ca: iuHaTpueB dochaTr qUXUApaT, MPONUISHIINKON, (peHom, Boa 3a
WHXEKLNH, HATPHEB XUIPOKCHU/XIOPOBOJOPOIHA KiceanHa (3a kopekius Ha pH). Brokre
CBIIO TOUKa 2, ,,ChIbpXxKaHUE Ha HaTpUK .

Kaxk m3rnexna Ozempic 1 KakBo ChIbpPKa ONIAKOBKATA

Ozempic e OUCTBp U O€31BETEH WM NOYTH O€3LBETEH MHXKEKIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaIr'bJIHCHA ITHCaJIKa.

Bcesika nmpenBapuTeaHO HabIHEHA MUCANIKa ChIbpoka 3 ml pa3TtBop U AocTaBs 4 103H 110 2 mg.

OzempiC 2 mg MHKEKIMOHEH Pa3TBOP Ce Mpejyiara B CICIHUTE BUI0BE OMAKOBKH:
1 nucanka u 4 urnm 3a enHokparHa ynorpeda NovoFine Plus.
3 nucanku 1 12 urnu 3a eqHokpartHa ynorpeda NovoFine Plus.

He Bcu4KM BUIIOBE OITAKOBKM MOTaT Ja ObJAT MyCHATH Ha ma3apa.

IMpuTeskaTes HA pa3pelIeHHETO 32 YIOTPeda U MPOU3BOIUTE
Novo Nordisk A/S

Novo All¢

DK-2880 Bagsverd

Janus
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I[aTa Ha MOCJEAHO IPepa3rICKAaHE HA TUCTOBKAaTa

JApyru u3roununy Ha uHdopmanus

[Monpo6Ha uHbopMaius 3a TOBa JIEKapCcTBO € MpeiocTaBeHa Ha yeOcaiita Ha EBpornieiickara areHims
10 JieKapcTBara http://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda Ha Ozempic 2 MY HHKEKIHOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA

NMUCAJKa

Mouisi, mpoyeTeTe BHUMATEIHO T€3H HHCTPYKIMH, TIPESIH 1A
M3I0JI3BaTE CBOSTA MPEIBAPUTEITHO HAIIBIHEHA MIHCAIIKA
Ozempic. ['oBopere ¢ Bamms nexap, MEIUIIMHCKA CECTPa HITH
(dhapMarieBT 3a ToBa Kak Jia HHxkektupare Ozempic IpaBITHO.

3anoyHeTe ¢ MpoBepKa Ha MHMCATIKaTa, 32 a cTe CHTYPHH, Ye T
cbabp:ka Ozempic 2 Mg, cien KOeTo MorJIeTHEeTe
UIFOCTPALIMKUTE TI0-JI0JTY, 32 [1a CE 3aII03HAETE C Pa3IUIHUTE
YacTH Ha NMCAJIKaTa | Urjiata CH.

AKO cTe ¢JIsIll HJIM UMATe JIOLIO 3peHre U He MOosKeTe Ja
pa3deteTe Oposiya Ha 103aTa BbPXY HCAJIKATA, He
U3M0J13BaliTe Ta3U MUCAJIKA 0e3 Uy:KIa OMOILL.

[ToTbpceTe nomoI OT JIUIlE ¢ T00pO 3peHHe, KOETOo 3Hae KakK Ja
W3M0J13Ba MPEABAPUTENHO HaITbIHEHaTa nucanka Ozempic.
Bamara nucanka e npeaBapuTeIHO HAIBIHEHA U UMa
BB3MOXKHOCT 3a HabupaHe Ha go3ara. T4 cbappxka 8 mg
ceMariiyTua U MOXeTe Ja u3oupare 1031 camo no 2 mg. Enna
HEM3IOJI3BaHa NMUCAIKa Chbprka YeTHPHU J03H 10 2 mg.

W3non3paiiTe TabimiaTa OT BETPEIIHATA CTpaHa Ha Karaka Ha
KapTOHEHaTa KyTHsl, 3a Ja CICAUTE KOJIKO UHXXEKI[UU CTE
MPWIOKWIN U KOTa CTE€ T MPUIOKUIH.

[Mucankara Bu e npeana3zHaueHa J1a ce U3M0JI3Ba C UIJIHU 3a
enHokpatHa yrnorpeba 30G, 31G u 32G ¢ apmkuHA 10 § mm.
B onaxoBxkara ca sxirouenu uriti NovoFine Plus.

Ozempic npeaBapuTeHO
HANbJIHEHA MUCAJIKA U UTJIa

(mpumep)

Bbumna

Kanauka Ha Kanayka Ha

nHCaJIKATA urjaaTa
BouTpemna
Kanavka Ha
Hrjiara
Hraa
XapTtuen

€THKeT

IIpo3opue Ha
nmucajakartra

Etuker na
nucajaKara

Epﬂﬂ‘l Ha j103aTa

CTpcm\‘a Ha jo03aTra

CellekTop Ha

flosara Mapkep 3a

Jlo30oB OyTOH NpoBepKa
Ha
H3THYAHETO

A Bawua uHpopManus

O6’preTe CIICIHMaJIHO BHUMAaHHEC Ha TC3U 66J’IC)KKI/I, THH KaTO T€ ca BaXKHU 3a Oe3omacHara yHOTpe6a

Ha ImycaJikara.

1. IIoarorBeTe MUCAJIKATA CH C HOBA UIJIA

. IIpoBepeTe HMEeTO U LBETHUSI €TUKET HA MUCAITKATA CH,
3a J1a ce yBepuTe, ue Ts chabpka Ozempic 2 mg. Tosa e
W3KITIOYUTEITHO BAKHO, aKO TIPUJIarare HHKEKIIMOHHO
MOBEYE OT €IMH BUJ JIeKapCTBO. M3non3BaHeTo Ha
MOTPEITHO JIEKAPCTBO MOKeE J1a O'bJIe BPEIHO 32 37PABETO
Bu.

. CpaJieTe KanmaykKaTa Ha MUCAJIKaTa.,
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. IIposepeTe najm pa3TBOPHT B MUCATIKATA € OHUCTBP U
oe3nperen. [lorneanere npes npo3opueTo Ha MUCAIKATa.
AKO pa3TBOPBT U3IJIEKAa MBTEH WIU C IPOMEHEH LIBSIT,
HE M3I0JI3BalTE MHUCaIKaTa.

. B3emMeTe HOBa HrJIA.
[TpoBepeTe XapTUeHHsI ETHKET U BHHIITHATA Kalauka Ha
WTJIaTa 3a MOBPEIN, KOUTO MOTaT Jia 3aCeTHAT
CTepUITHOCTTA. AKO 3a0eNexuTe HIKaKBa MoBpela,
M3II0JI3BaiiTe HOBA UIJIA.

. OTtcTpaHeTe XapTHEHHs] €THKeT.

YBepeTe Ce, € CTC NOCTABUJIM UIJIATa NIPABUJIHO.

. Hatuchere urnara npaBo BbpXy MUcajKara.
. 3aBwuiiTe, J0KaTO CE 3aXBaHE CTErHATO.

Hrnarta e nokpura ¢ aBe kanayku. TpsadBa 1a ceaaure
U IBeTe Kanayku. AKO 3a0paBUTe Ja CBAIUTE U JIBETE
Kallauyky, HAMA []a yCIIeeTe 1a CU UHXKEKTUpaTe
JIEKapCTBO.

* CpaJjieTe BLHIIHATA KANIAUKA HA UIJIATA H A1 3aMAa3eTe
3a Mo-KbCHO. Ts me Bu Tpr6Ba CJICO MHXKCKTHUPAHCTO 3a
0e301acHO OTCTPAHABAHC HA UIJIATa OT IMHMCAJIKATa.

® CepaJerte BbTPCHIHATA KallauKa Ha UIJIaTa U 1
H3XBbpJIETE. Axo ce orurate Ja s IOCTaBUTEC OTHOBO,
MOKE HCBOJIHO Ja CC y60/:[eTe C urijarta.

Ha BBpxa Ha urnaTa Moxe Ja ce TOosBU Karka OT pa3TBopa. ToBa
€ HOpMAaITHO, HO Bce TaK TPsOBa Jia MPOBEPUTE N3TUUAHETO, aKO
M3T0JI3BaTe HOBA MMHCAIKA 32 IPHB ITET. BukTe cThika 2
,,IIpoBepeTe N3THYaHeTo ¢ BCAKAa HOBA MUcANIKa™.

He nocraBsiiiTe HOBA MIJIa HAa [IHCAJIKATA CU, JOKATO HE CTE
TOTOBH J1a MHIKEKTHUPATE.

/A Bunaru wsnoussaiiTe HoBa UIyIa 32 BeSIKA HHAKEKLNS.
ToBa Moe /1a IpeJOTBpaTH 3allylIBaHe Ha UTIIHTE, 3aMbpCIBaHe, MHOEKTUPAaHE U HETOYHO
JI03UpaHe.

Hukora He n3no0J/13BaiiTe H3KPUBEHA WIH MOBPEJEHA UIJIA.

2. ITpoBepeTe M3THYAHETO ¢ BCIKA HOBA MUCAJIKA

. AKO Beue M3I10J13BaTe MUCAIKaTa, IPEMHUHETE KbM CTBIIKA
3 ,,U36epere nozara“. [IpoBepsiBaiiTe M3THYAHETO CaMO
peay MbPBOTO HHKEKTHPaHe ¢ BCSIKA HOBA MUCAJIKA.

. 3aBBpTETE CENEKTOpa Ha 03aTa 10 MapKepa 3a
NPOBEPKa HA U3THYAHETO (** “=) TOUHO CJe]
,»0“.YBepere ce, ue MapkepsT 3a MPOBEPKA HA N3THUAHETO Usopan e
Ce U3paBHSBA ChC CTpENIKaTa Ha J103aTa. Mapkep 3a

HpOBepKa Ha
H3THYAHETO
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. 3a/ipBKTE MUCAIKATa C HACOYCHA HATrOPe UIJIA.
HaTucHeTe u 3a1pBiKTe 1030BUS OYTOH, JOKATO
OposubT Ha f03aTa ce BbpHe Ha ,,0°. [udpara ,,0° TpsadBa
Jla Ce M3PaBHH ChC CTpENIKaTa Ha J103ara.

Ha Bbpxa Ha uriaTa TpsiOBa J1a ce NOsBU KalKa pa3TBop.

Ha Bbpxa Ha urnata Moxke ja OCTaHe MaJlKa Kallka, HO TS HAMa J1a ce MHXKEKTHPA.

AKO He ce MOSIBM KalKa, IOBTOpeTe CThIKA 2 ,,[IpoBepeTe n3TnuaHeTo ¢ BCsika HOBa MUcaiIka™ 10 6 MbTH.
AKo Bce ol1e HsIMa Kallka, CMEHETe UriiaTa u oBTopete crbika 2 , IIpoBepere n3tnyaneTo ¢ Beska HOBa
MHHCAJIKA* OIIE BETHEXK.

W3xBbpiieTe nucankara U U3I0JI13BaNTE HOBA, AKO BCE OLLE HE CE€ € MOsIBUIA KallKa, U3XBBpJIETe UCAIKaTa U
W3M0JI3BalTE HOBA.

/A Bunaru ce yBepsiBaiiTe, ye ce MOsIBABA KaNka Ha BbpXa Ha UIJarta, peay Ja U3I0JI3BaTe HoBa
nycaika 3a npsB IeT. C TOBa ce rapaHTHpa, Y€ pa3TBOPHT MPEMUHABA OE3NPENITCTBEHO Mpe3 UIliaTa.
AKo He ce TIOSBY Kalka, HAMa /1a CH HH)KEKTHpaTe HUKAKBO KOJIMUECTBO OT JICKAPCTBOTO, BBIIPEKH
ye OposYBT Ha J03aTa MOKe Ja MoMpbaHe. ToBa Moske 1a 03HA4YaBa, Yye UIJIATa e 3almyleHa Win
MoBpeaeHa.
AKo He npoBepsiBaTe U3TUYAHETO MPEIH IBPBOTO CH MHKEKTUPAHE C BCSAKA HOBA MUCAJIKA, MOXKE Jla
HE MOJIYYHTE MPeIIMcanaTa J103a 1 xenanus epexr Ha Ozempic.

3. M36epeTe n103aTa

. 3aBbpTeTe cesieKTOpa HaA 103aTa, 3a 1a HabepeTe 2 MQ.
[Ipogbmkere ga BbPTUTE, JOKATO OPOSAYBT HA 103aTa
crpe ¥ Mokaxe 2 mg.

H36pann
2mg

Camo OposiybT U CTpeliKaTa Ha 7j03aTa Iie IoKaxaT, 4ye ca HabpaHu 2 mg.

Mosxere na nzdbepere camo 2 Mg Ha J103a. AKO MUCATKATa ChIBPKa MMO-MAJIKO OT 2 MQ, OpOSYBT Crupa,
Mpely Ja ce MOoKaxe 2.

CenexTopbT Ha 103aTa MPHUIIPAKBA Pa3IMYHO, KOTATO CE 3aBbPTU HAIPE, HAa3al WIK IPH IPEMHUHABaHE Ha
2 mg. He OpoiiTe npuiipakBaHusiTa Ha MHCAJIKATA.

Bunarn u3no/3BaiiTe 6posiua M cTpeKaTa Ha 103aTa, 3a 1a BUANTE, Ye ca HaGpaHu 2 mg,
Npeu 1a HH:KEKTHPATe TOBA JIEKapCTBO.

He OpotiiTe npumpakBaHusITa Ha MMCATKATA.

2 mg B Oposiua TpsiOBa TOUHO Ja CE U3PABHU ChC CTPEJIKATa, 3a J]a CTe CUTYpHH, Y€ IpueMate
IpaBIJIHA JI034.

Koaxo Pa3TBoOP € oCTaHaJ

. 3a 1a BUAMTE KOJIKO Pa3TBOP € OCTaHAaJ, U3I0JI3BaiiTe
Opostya Ha J103aTa: 3aBBPTETE CEICKTOPA, JTOKATO
OposiYbT crpe.

Axo Toi nmoka3Ba 2, BB Bamrara micaika ca ocTaHaIN
noxe 2 mg.

AKO OposIYBT Ha [103aTa cIpe Mpeau 2 mg, HIMa BposubT Ha
JOCTaThYHO OCTAHAJ Pa3TBOP 3a IIbJIHA 7032 2 mg. posama ¢

CrpsuI:
ocTaBar 2 mg

& He nsnonssaiite MrcaJiIKaTa, akO B HCA HAMA NOCTATHYHO OCTAaHAJI Pa3TBOP 3a ITbJIHA J034a.
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Wznonsaiite HoBa mcasika Ozempic.

4. NnxexTHpaiiTe 103aTA

. BbBeaere uriata B Koxkata, Kakto Bu e nokasan
Bamusir nekap wim MeJMLIMHCKA cecTpa.

. YBepere ce, ye BHAxIaTe Oposiua Ha 1o3ara. He ro
3aKpUBaiiTE ¢ IPBCTUTE CU. TOBA MOXKeE J1a IPEKBCHE
WHXEKTHUPAHETO.

. HatucHerte u 3aapb:KTe 1030BHs OYTOH.

Ha6sronaBaiite, 10kaTo OpOSIYbT HA 103aTa ce BbpHe
Ha ,,0%. Iludpara ,,0° Tpsi6Ba 1a ce U3paBHU ChC
CTpenkara Ha J1o3ata. ToraBa MOke J1a 4yeTe Ml YCeTUTE

IIpUILLIPaKBaHE.
. IIponbkaBaiiTe 1a HaTHCKaTe 1030BHA OYTOH,
J0KaTo 3abprkaTe MIJIaTa B KOKaTa CH.
. IIpedpoiiTe 6aBHO 10 6, TOKATO ABPKUTE 1030BUSA Bpoiire Gasno:
OyTOH HATUCHAT. 1.2-3-4-5-6
. AKo uU3BauUTE UIVIaTa [10-PaHO, MOXKE J]a BUIAUTE KaK OT

BBpXa M U3THYA CTPYHKa OT pa3rBopa. B TakeB cimyyaii
HsMa J1a 0bJie IPUIIOKEHA IIBIHATa J03a.

. N3BageTe uriata ot koxkata cu. Cieq ToBa MOKe /12
OTITyCHETE J030BHS OyTOH.
AKO Ha MAICTOTO Ha MHXEKTUPAHE CE MOSIBU KPBB,
npuTHCHETE Jieko. He pasrpuBaiite MscToTO.

Ha BBbpxa Ha urnata Moxe 1a BUJUTE KalKa pa3TBOp CIIEA MHKEKTHpaHeTo. ToBa € HOpMaJIHO U HE Ce
OTpa3siBa Ha Bamara no3a.

/A Bunamn riegaiite Oposiia Ha 103aTa, 32 12 3HAeTe KOJKO Mg CH HHKEKTHpaTe. 3apbiKTe
J1030BHs OyTOH HAaTHCHAT, JOKaTO OPOSTYBT Ha Jl03aTa ce BBpHE Ha ,,0%.

Kak na pa3nosnaere 3amylieHa iU MOBpeeHA UTJIa
—Axo0 OposYBT Ha Jj03aTa He ToKaxe ,,0° cie] MPOIbIKUTEITHO HATHCKAHE Ha JI030BHsI OYTOH,
BB3MOXKHO € J1a CT€ U3MOJI3BAIM 3aMlylIeHa WK MOBpEeHA UTJIa.

—B takbB CJ'Iy‘IaI\/’I He CT€ CH MHXXCKTHUPAJIM HUKAKBO JICKapCTBO, BBIIPEKH Y€ 6pO$I‘I’BT Ha J0o3aTta Cc€ €

OpEMCCTUIT OT YU CJIOTO Ha IbPBOHAYAJIHATA 1034, KOATO CTC 3a/1aJI.

KaxkBo 1a npaBuTe cbC 3amynieHa uria

CwmeHeTe uriaTa, KakTo € OIHCaHo B CThIKA 5 ,,Ciiex MHKEKIHATA, U TIOBTOPETE BCUIKU CTHITKU OT
1 ,,IlonroTBeTe mucangkara cu ¢ HOBa UTIJa‘“. YBeEpeTe ce, 4e CTe Habpaiu Isiata HeoOXoquMa J103a.

Huxora He 1okocBaiiTe Oposiua Ha 103aTa, JOKATO HHKeKTUpaTe. ToBa MOXKE J1a IPEKbCHE
WHXEKTHPAHETO.

5. Cieq HHKeKIHMATA

Bunaru HSXB'prIﬂﬁTe urJjaTa ¢Jea BCAKa MHIKCKIIUA,
3a a CU OCUT'YPpUTC y,I[OGCTBO MIPpU MHKCKTHUPAHC U 1d
n30eruere 3allyllIBaHC HA UTJINUTE. Axo wrmnara e
3allyli€Ha, HAMA J1a CH UHXKXCKTUPATEC HUKAKBO
KOJIMYECTBO JICKAPCTBO.

. BkapaiiTe BbpXxa Ha UI/1aTa BbB BHHIIIHATA KANavKa
HA MIJIaTa BBPXY PaBHA MOBBPXHOCT, 0€3 Jla IOKOCBaTe
WTJIaTa WK BBHINHATA KarayKa.
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. Cren xaTo uriara € NoKpura, BHUMaTeJHO HAaTHCHeTe
BBHIIHATA KalayKa Ha UIJIaTa JOKpaii.

. Pa3zBuiiTe uryiarta u s U3XBbPIJIETE BHUMATEIHO CIIOPEL
WHCTPYKUMUTE Ha Bamms nekap, MEIMIMHCKATa CECTPA,
(hapManeBT WIN MECTHHUTE BIIACTH.

J TlocTaBsiliTe 0THOBO KaNAayKAaTAa Ha IIMCcAaJIKaTa ClIe]
BCSIKO U3IIOJI3BaHE, 32 /1a TIPea3iuTe pa3TBopa OT
CBETJIMHA.

Koraro nucankara TpsiOBa 1a ce U3XBBPIIHU, HAlpaBeTe To, 06e3 Ja uMa uria BpxXy Hesl, KakTo Bu e
MHCTPYKTHpan Bammsr ekap, MeIUIIMHCKA CecTpa, (papManeBT WM MECTHUTE BIIACTH.

Huxkora He ce onmuTBaiiTe 1a MOCTaBsITe 00PATHO BHTPELIHATA KaNayKa BbPXy Urjara. Mosxe
Jla ce ybozere ¢ uriara.

A Bunarn cJIe/l BCSIKA MHKEKIUS He3a0aBHO OTCTPAaHsABAIiTe UIJIATA OT MUCAJIKATA.
ToBa MOYe /1a IPeJOTBpaTH 3aIlyIBaHE HA UM, 3aMbpCsBaHe, MHPEKTUPaHEe, M3THYAHE Ha Pa3TBOP
Y HETOYHO JIO3UPAHE.

A JonbjaHuTe/HA BakHA HH(oOpManus

. Bunaru cbxpansBaiiTe nucaikaTa 1 UIJIMTE HA MAICTO, HEJOCTBITHO 32 APYTH X0pa, 0COOEHO 3a
Jena.

. Huxkora He cnoeasiiiTe micaikara Win UITTHTE CH C APYTH XOpa.

. OOrprKBanyTe JHIA TPSOBA Ja €A MHOT0 BHUMATEJHH NMPH padoTa ¢ M3M0JI3BAHU MIJIM, 32 112

n30erHaT HapaHsABaHC C TAX U KPbCTOCAHA I/IH(l)eKI_II/IH.

I'punxa 3a Bamata nmucaJika

M3non3BaiiTe nucankara BHUMaTenHo. [ py0oTo MaHUITyIMpaHe WK HENpaBHIHA yIoTpeda Morat Jia
MPUIMHAT HETOYHO JI03UpaHe. AKO TOBa C€ CIy4H, MOXeE Ja HE MOIY4UTe JKeaHus e()eKT Ha TOBa
JIEKapCTBO.

. He ocTaBsiiTe nucajJkaTa B K0Ja UM Ha JIPyTo MACTO, KbJETO MOJKE J]a CTaHE TBbPJIE FOPELLO WU
TBBPIE CTYAEHO.

. He un:xkextupaiite Ozempic, KoiiTo e 611 3aMpa3eH. AKO T0 HalpaBUTE, MOXKE J1a HE MOy YUTe
JKeJIaHus e(eKT Ha TOBa JEKapCTBO.

. He un:xkextupaiite Ozempic, KoiTo e 611 M3J10:KEH HA NMPSIKA CIbHYEBA CBETJIMHA. AKO T0
HAIlpaBUTE, MOJKE J]a HE TIOyYHUTE JKeJIaHHs eeKT Ha TOBA JIEKapCTBO.

. He n3naraiite nucajakaTa cM Ha Npax, MPbCOTHS WJIM TEYHOCT.

. He muiiTe, He HAKMCBaiTe M He CMa3BaliTe MUCAIKATA CH. T MOJKe J1a CE ITOYUCTH C MEK
Ipenapar BbpXy HaBJIaXXHEHa KbpIIa.

. He n3nmyckajite nucajgkaTta ¢d U He 5 yJIpsTe B TBBPAYN MOBBPXHOCTH. AKO 51 H3ITyCHETE WIIN

moago3upare, 4€ HEMO HE € HApEJ C HEA, IIOCTAaBECTC HOBA MIJIa U IMIPOBEPETE N3TUIAHCTO HA pa3TBOp,
npean a MHXKXCKTHUPATC.

® He ce onuTBaiiTe 1a HAMBJIHUTE MOBTOPHO NMHUCAJIKATA CH. Clen KaTo BEIHDBXK CE H3IIpa3sHu, T
Tpf[6Ba Jla CE U3XBBPJIIA.
® He onuTBaiite 1a NnonpaBsATe NI paBFJ]OGHBaTC nucajika CHu.
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INPUJIOXKEHME 1V

HAYYHMU 3AK/IIOYEHUA U OCHOBAHUS 3A ITIPOMSHA HA YCJIOBUSATA
HA PABPELHIEHUETO(SITA) 3A YIIOTPEBA
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Hay'nm 3AKJJII0YCHUA

IIpenBun onenvunus noknan Ha PRAC otnocHo ITA/Ib 3a cemarnyTia, Hay4HHUTE 3aKITIOYSHUS Ha
PRAC ca, kakTo cieasa:

C ornen Ha HAJTMYHUTE JAHHU 32 B3aMMOJICHCTBUE MEXIY CeMariyTU U IPyTU KyMapUHOBU
MIPOU3BOJIHH OT CIIOHTAHHY CHOOIICHU S, BKITIOYBAIIM TSCHA BpeMeBa BPh3Ka B IIECT CITydas,
OT3ByuYaBaHE Ha PeaKIMsTa Cle]] IPeyCTaHOBSIBaHE TPUII0KEHUETO Ha JIEKApCTBEHUS MPOIYKT B €IUH
CIy4ai M OT3By4YaBaHE Ha peaKUusTa clIe IPEYCTAHOBSIBAHE MPHIIOKECHUETO HA JICKAPCTBEHU S
MPOAYKT U BH30OHOBSIBAHE HA PEAKIUATA MPU MIOBTOPHOTO My MIPUIIOKEHHUE B efuH ciydaid, PRAC
CUMTAa, Y€ IPUINHHO-CIIEACTBEHA BPb3Ka MEKAY CEMarIyTH/I ¥ B3aUMOJIEICTBHE C IPYTH KyMapHHOBU
MIPOM3BOIHU Hal-MaIKOTO € Bb3MOXHO Ja chliiecTByBa. PRAC 3akmouaBa, ue nmpoykroBara
nHpOpMaIUs HAa IPOAYKTUTE, ChABPIKAILY CEMATTYTH I, TPSIOBA CHOTBETHO J1a CE U3MEHHU.

C ories Ha HAJTMIHUTE JIAHHU 3 YPEBHA HEMPOXOUMOCT OT JIMTEparypaTa U CIIOHTAaHHU ChOOIIECHHS,
BKJIFOYBAIIM TSCHA BpEMEBa Bpb3Ka B 17 ciiyyasi, OT3By4aBaHEe Ha peakLUsTa Clie]l IPeyCTaHOBSIBAHE
MIPUJIOKEHUETO Ha JIEKapCTBEHUS MPOYKT B JIECET CIydasl U OT3ByYaBaHE Ha peaKLusiTa Cle]l
MIPEyCTaHOBSBAaHE TPUJIOKEHUETO HA JIEKAPCTBEHUSI TPOAYKT U BH300OHOBSIBAHE HA PEAKIIUATA IIPU
MOBTOPHOTO My MpHiIokeHue B equH ciydail, PRAC cuura, 4ye npruuiHHO-CII€CTBEHA BPB3Ka MEXKIY
CeMariyTu ¥ YpeBHA HEITPOXOMMOCT Hai-MaJIKOTO € BB3MOHO 1a chinecTByBa. PRAC 3akmiouaBa,
Ye MpoayKToBaTa HHGOPMAIHS Ha MPOJAYKTHTE, ChAbPIKAIK CEMArTyTHI, TPIOBa CHOTBETHO Jia C€
W3MEHU.

Crnen npernen Ha npenopbkata Ha PRAC, CHMP ce chriacssa ¢ oOumre 3akio4eHus |
OCHOBaHUsATA 3a penopbkata Ha PRAC.

OcHoBaHM# 32 IPOMSIHATA HA YCJOBHATA HA pa3pelleHHeTo(sITa) 32 ynoTpeda

B13 ocHoBa Ha HayuyHHTe 3aKit0deHus 3a cemantyTua CHMP cuura, ye chOTHOLIEHHETO MOI3a/PUCK
3a JIEKapCTBEHUSI(UTE) POIYKT(H), ChABPKAIL(H) CEMATIyTHI, € HETPOMEHEHO C MPEJI0KEHUTE

MPOMEHH B MPOAYKTOBaTa MHPOPMALIHSL.

CHMP npenoppuBa npomsiHa Ha YCJIOBHITA HA pa3peleHneTo(sra) 3a yrnorpeoa.
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