NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUS ITPOJAYKT

Ozempic 0,25 mg HHKEKIIMOHEH Pa3TBOP B MIPEABAPUTETHO HAITHIHEHA IIHCAIIKA
Ozempic 0,5 mg MHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HAMTbJIHEHA MTHCAIKA
Ozempic 1 mg WHXEKIIHOHEH Pa3TBOP B MPEABAPUTEIIHO HAMTBJIHEHA MTUCATKA
Ozempic 2 mg UHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HAMTBJIHEHA MHCAIIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ozempic 0,25 mg MHXEKIIMOHEH DA3TBOD

Enun ml ot pastBopa chabpika 1,34 mg cemarnytun (semaglutide)*. Exna npeasapureHo
HaITbJIHEHA MMUCaJIKa ChAabpika 2 mg cemaraytua* B 1,5 ml pastBop. Besika nosa ceaspika 0,25 mg
cemarnytug B 0,19 ml pazteop.

Ozempic 0,5 mg MHKEKIIMOHEH PA3TBOD

1,5 ml: Exun ml ot pa3tBopa cbabpika 1,34 mg cemarnytup (semaglutide)*. Enna npensapurento
HaIbJIHEHA MMHCaJIKa ChAbpka 2 mg ceMariaytua* B 1,5 ml pastop. Besika 103a cpabpika 0,5 mg
cemarnytus B 0,37 ml pa3tBop.

3 ml: Exua ml ot pastBopa cbappika 0,68 mg cemarmytun (semaglutide)*. Enna npeasapuretHo
HaIbJIHEHA MMUCAJKa ChAbpka 2 mg cemariaytua* B 3 ml pa3teop. Besika no3a ceabprka 0,5 mg
cemariytug B 0,74 ml paztBop.

3 ml: Exua ml ot pastBopa chappika 1,34 mg cemarmytuz (semaglutide)*. Exna npeasapuretHo
HaIbJIHEHA MUcAIKa ChAbpkKa 4 mg cemarnytua* B 3 ml pa3tBop. Besika mo3a cpappika 0,5 mg

cemaritytug B 0,37 ml paztop.

Ozempic 1 mg MHXKEKIIMOHEH PA3TBOD

Enun ml ot pastBopa chabpika 1,34 mg cemarnytun (semaglutide)*. Exna npeasapureiHo
HaIbJIHEHA MMHCaJIKa ChAbpika 4 mg cemariaytua* B 3 ml pasteop. Besika no3a cpabpxka 1 mg
cemarnytug B 0,74 ml paztBop.

Enun ml ot pastBopa chabpika 2,68 mg cemarnytun (semaglutide)*. Exna npeasapureHo
HaIThJIHEHA MMUcalika chabpka 8§ mg cemarnytua® B 3 ml paszrBop. Besika o3a cpppika 1 mg

cemariytug B 0,37 ml paztBop.

Ozempic 2 mg MHXKEKIIMOHEH PA3TBOD

Enun ml ot pa3tBopa ceappika 2,68 mg cemarnytun (semaglutide)*. Enna npensapurenno
HaIbJIHEHA MMHCAJIKa ChAbpiKa 8 mg cemariaytua* B 3 ml pasteop. Besika mo3a cpabpxka 2 mg
cemarnytug B 0,74 ml paztBop.

* AHaJIOT Ha YOBEIIKH riTrokaroHomono0eH nentua-1 (GLP-1), mpou3sBeneH B KIETKH OT
Saccharomyces cerevisiae mo pekombuuantHa JTHK TexHOIOTHS.

3a IIeIHUA CIIMCHK HA IIOMOIIHUTE BEIIECTBA BIDKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

NnxexmoneH pa3TBop (MHKEKIINS)
Buctbp u 6e3uBeTeH WM MouTH Oe31BETEH, H30TOHUYEH pa3TBop; pH=7.4.



4. KJIMHUYHU JAHHHU
41 TepaneBTHYHM MOKA3AHUS

Ozempic e moka3aH 3a JieueHre Ha Bh3PACTHH C HE33aJJOBOJIUTEITHO KOHTPOJIMPAH 3aXapeH AuadeT THIT
2 KaTo JOMBIHCHHE KbM IUETa U (PU3HUYCCKU YITPAXKHCHUS

. KaTo MOHOTEpAITUs, KOraTo MeT(OPMUH Ce CUHTA 32 HETOAX OIS IIOPaJd HETIOHOCHMOCT HITH
MIPOTUBONOKA3aHHA
. KaTo JIOMbITHEHUE KbM JIPYTH JIEKAPCTBEHH MPOYKTH 32 JICUCHUE Ha TUa0eT.

3a pe3ynraTuTe OT U3MUTBAHUS 110 OTHOIIIEHUE HA KOMOWHAINH, e()EeKTH BHPXY TTTUKEMUIHHUS
KOHTPOJI, CbPACYHOCHAO0BHU 3a00/IsIBaHKs U ObOPEUHH CHOUTHS, KAKTO U 33 U3CJICIBAHUTE MOMYJIaliH,
BHKTE Touku 4.4, 4.5u 5.1.

4.2 ]Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

EOSI/IQOBKa

Hauannara mo3a e 0,25 mg cemarnyTua BeqHbXK ceamuano. Cien 4 cemMuny qo3ata TpsiOBa aa ce
noBuy Ha 0,5 mg Beaubx ceaMuuHo. Cren moHe 4 ceAMUIM MpUiIoKeHue Ha 103a 0,5 BeTHbxk
CEJMUYHO JI03aTa MOXKE JIa CE MOBUIIK Ha 1 mg BEIHBK CEAMHYHO, 32 JIa CE MOA00PH JTOITBIIHUTEITHO
TIHKEMAIHUAT KOHTpoJI. Clies oHe 4 CeIMUIIN TIPIIIOKCHHE Ha 103a 1 MQ BEIHBXK CEAMHYHO J103aTa
MOJKE J1a C€ TIOBHIIM Ha 2 M BEAHBK CEAMHUYHO, 32 Ja C€ IMOA00PH JOMBIHUTEITHO TIMKEMITHHS
KOHTPOIL.

Cemarmytun 0,25 mg He € moaabpikama go3a. He ce mpemoppuBaT ceMUYIHH 103U HAJ 2 mg.

Korato Ozempic ce 100aBsi KbM ChLICCTBYBaIla Tepanys ¢ METHOPMHUH W/ HIH THA30IUINHINOH, UK
KBbM HHXHOUTOP Ha HATPUEBO-TIIOKO3HUS KoTpaHncmoptep 2 (SGLT2), mpuemMbT Ha HACTOSIIATA J]03a
METGOPMUH H/WIIN THA3OJIWAWHANOH, Wi naxuoutop Ha SGLT2 mMoxke 1a npoabioky 6e3 mpoMsHa.

Korato Ozempic ce 100aBsi KbM CHIIECTBYBAIIA TEPaANHs ChC CYI(POHUIYPEHHHU TPONU3BOTHH WIIN
WHCYJIVH, TpIOBa Jla ce MMa Mpe/IBU/I MOHMKaBaHe Ha J103aTa CyI(QOHUITYPEHHO POU3BOIHO WITH
WHCYJIUH, 32 J]a C€ HaMalld PUCKBT OT XUTIOTIINKeMHus (BK. Touku 4.4 u 4.8).

He e HeoOX0MM CaMOKOHTPOJT Ha TJIFOKO3aTa B KPbBTA 3a ajantupane Ha jo3ara Ozempic.
CaMOKOHTPOJI Ha TJIFOK03aTa B KPhBTA € HEOOXO0IUM 32 aJIalTHPaHe Ha J03aTa CyAQOHUITYPEHHO
MPOM3BOJIHO ¥ HHCYJIMH, 0COOCHO KOraTo ce 3anovne tepanus ¢ Ozempic, a MHCYJTUHBT C€ HAMAIIH.
[IpenopbuBa ce HaMaJIIBAHETO Ha MHCYJIMHA J1a CTaBa MOCTEICHHO.

Iponycuama 0oza

Axo OB IpOTIyCHATA 1034, TS TPsIOBa /1a ce MPIJIOKH Bb3MOXKHO Haii-CKOpO | IO 5 THU cliel
MpoIycHaTaTa 703a. AKO ca I3MHHAIIM TIOBEYE OT 5 JTHU, TIPOITyCHATATa JIo3a He TpsiOBa Jia ce
MpHUJIara, a Jia ce MpobJDKK ChC CIeBamiaTa 103a B JeHs OT peaoBHUs rpaduk. [Ipu Bcuuku cirydan
MAIUEHTHT MOXKE JIa Bh300OHOBH PEIOBHOTO MPIJIATaHE BEAHBXK CSIMUYHO.

IIpomana na oens na npunazane

[Tpu HEOOXOUMOCT JICHAT HAa CEAMHYHOTO MPIIIOKEHUE MOXKE Jla C€ TIPOMEHSI, CTUTa UHTEPBAIBT OT
BpeMe MEXIy JBE 03| na € moHe 3 muu (>72 gaca). Cieq n30MpaHeTo Ha HOB JICH, MPUJIaraHeTo
BEJHBXK CEIMUYHO TPSOBA Ja TIPOIBIIKH.




Cneuuaﬂnu nonyaayuu

Cmapuecka év3pacm
He e HeoOxomuMo agantupane Ha J1o3aTa Bb3 OCHOBA Ha Bb3pPacTTa.

bvopeuno yspescoane

He e HeoOxoaumMo agantupade Ha 103aTa NpH MAUEHTH C JIEKO, YMEPEHO MM TeXKO OBOpeuHO
yBpexxaane. OnuTeT ¢ ynorpedaTa Ha CeMariTyTH]I IIPH NAIMEeHTH C TEPMUHATHO OBOpEeIHO
3a00IIIBaHE € OrpaHUYEH.

Yeprodpobro yepedicoane

He e HeoOxouMo ajjantupaHe Ha J1o3ata IMpH MalMeHTH ¢ YepHOApoOHO yBpexkaane. OMUTHT OT
ynoTpebara Ha ceMariayTH]I P MALHEeHTH C TEXKO YEPHOAPOOHO yBpexaaHe ¢ orpannyieH. [lpu
JIeYeHHE Ha Te3H MALHEeHTH ChC CeMarilyTu € He00X0ANMO NOBUIIEHO BHUMAaHUE (BX. TOUKa 5.2).

THeouampuuna nonynayus
BeszomnacHocTTa 1 ehrkacHOCTTa Ha ceMariayTH/ MPH Jela U IOHOMIW 1oy 18-roauiHa Bb3pacT Bce

Olll€ HE ca yCTaHOBEHHU. JIuncpar 1aHHu.

Hauun Ha OPUITOKCHHEC

IToakO0XHO NPUITIOKEHUE.

Ozempic ce HHXEKTHpa MMOJAKOXKHO B KOpeMa, OeJpoTo WM rOpHATA YacT Ha pbhKaTa. MsCTOTO Ha
WHKEKTHpaHEe MOKE Jla ce MpoMeHs 6e3 amantupane Ha qo3ata. Ozempic He TpsOBa Ja ce mpuiara
WHTPAaBEHO3HO WJIM WHTPAMYCKYJITHO.

Ozempic ce mpuiara BEAHbX CEIMHUYHO 110 KOETO U J]a € BpeMe Ha JIeHs, ChC WK 0e3 XpaHa.

3a mombIHATETHA HHGOPMAITUS OTHOCHO MPIJIOKEHUETO BIHXKTE TOUKA 6.6.

4.3 IlpoTuBONOKA3aHUSI

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HIKOE OT MOMOIIHHUTE BEILIECTBA,
n30poeHu B Touka 6.1.

4.4  CneuuajHu npeaynpe:xaeHust ¥ Npeana3Hu MepKH NpH ynorpeda

IIpocaenumoct

3a na ce moto0pH MPOCISIUMOCTTa Ha OMOJIOTHYHUTE JICKAPCTBEHU MPOTYKTH, UMETO U MMAPTHTHUAT
HOMEp Ha MPUIOKEHUS MPOIYKT TPSOBaA SICHO J1a CE 3aIrCBar.

OO0mm

CemarnyTun He TpsOBa Jja ce M3IO0JI3Ba MPHU MAIMEHTH ChC 3axapeH auader Tun 1 wim 3a JieueHue Ha
nuabeTHa keToanumo3a. CeMariyTHI He € 3aMecTuTel Ha nHeyauHa. ChoOIaBa ce 3a quadeTHa
KeToaly103a Mpu HHCYJINHO3aBUCUMH MAIIUCHTH, TIPU KOUTO UMa ObP30 CITUPAaHE Ha UHCYJWHA WU
HaMaJIsIBaHE Ha J03aTa MHCYJINH, KoraTo € 3anouyHaTo jedenne ¢ GLP 1 pernenrropen aroHucT (BxK.
Touka 4.2).

JlumicBa onuT Mpu ManMeHTH ChC 3aCTOMHA ChpedHa HemocTaThbuHocT kiac [V mo NYHA u 3atoBa
CEeMariayTHI He Ce MPEernopbhyBa MPH TE€3H MAI[USHTH.



Acnmpaliiis BbB Bpb3Ka ¢ 001 aHECTE3US WIIH IBI0O0KA Ceaars

CroOIieHH ca cirydau Ha 0enoIpoOHa acrupaInys Ipy nanueHTH, morydasanu GLP-1 penentopau
aroOHUCTH, KOUTO Ca MOJJIOKECHH Ha 00IIla aHeCTe3us WK JbJI00Ka cenanus. [lopanu ToBa npeau
M3BBPIIBAHETO HA MPOIIETypH C 00IIa aHECTE3UsI MK ABI00Ka cealus TpsiOBa 1a ce uMa IPEABHT
MOBUIIIEHUSAT PUCK OT HAJIMYHME HA OCTAThYHO CTOMAIITHO ChIBPKMMO TTOPaIu 3a0aBEHO M3Mpa3BaHe Ha
cTtoMaxa (Bx. Touka 4.8).

CromartHo-uypeBHHU eheKTH

Ynorpebdara Ha GLP-1 penienTopHr aroHUCTH MOE J1a € CBhpP3aHa ChC CTOMAIIHO-UYPEBHU HEXKEIIaHU
peaknuu. ToBa TpsOBa na ce MMa MPEABH/ IPH JICUCHHUE Ha MMAMEHTH ¢ HapyleHa ObOpevHa
(yHKIHUS, Thi KaTO TafIcHEeTO, MOBPBIIIAHETO U AUAPHSITA MOTAT JIa IPUYHHAT JACXUApATAINS, KOSITO /1a
JIOBEJIE 10 BioMaBaHe Ha ObOpedHarta GhyHKIuA (BX. ToUka 4.8).

OCT’BD TaHKpPEATUT

OcThp maHKpeaTuT ¢ HabmomaBad npu yrnorpedara Ha GLP-1 penentopau aronuctu. [lannenture
TpsiOBa 1a ObAT HHGOPMHUPAHH 32 XapaKTEPHUTE CHMITOMH Ha OCTPHSI MAaHKPEATUT. AKO
CBINECTBYBAT ChMHEHUS 3a TAHKPEATUT, yIIoTpeOdaTa Ha CeMarIyTH T TpsIOBa 1a ObJe MpeKpaTeHa, a
aKO ChMHEHHUSITA C€ TIOTBBP/IAT, JICUSHUETO ChC CEMATTYTH]T He TPpAOBa na ObJie MOJHOBsBAHO. [Ipu
MaIMEHTH C aHaMHe3a 3a TTAHKPEeaTUT TPIOBa J]a ce MOIX0XK/1a BHUMATEITHO.

XHUIOTITUKEMUSI

[Ipu naruenHTH, JIEKyBaHU ChC CEMArTyTHI B KOMOMHAIUS ChC CYAPOHMITYPEHHN IPONU3BOIHU WIIN
WHCYJIMH, € Bb3MOXHO J1a UMa MOBUILECH PUCK OT XUMOTIUKEeMHUsI. PUCKBT OT XUMOTTIUKEMUS MOXKE Aa
Ob/ic MOHMKEH Ype3 HaMallsiBaHe Ha J03aTa CYA(POHUIYPEHHN IPOU3BOIHN WM UHCYJIMH IIPH

3ar0YBaHe Ha JICUEHHE ChC CeMariayThI (BX. Touka 4.8).

JliabeTHa pETHHOIATHS

[Ipu naumenTy ¢ quadeTHA PETUHONATHSA, JIEKYBaHU C MHCYJIMH U CeMariyTuj, € HabaronaBaH
MOBHIIICH PUCK OT pa3BUTHE Ha yCIIOKHEHHs Ha TuadeTHa peTruHomaTs (Bk. Touka 4.8). Heobxonumo
¢ MOBUIIICHO BHUMAaHHE TPH U3II0JI3BaHE HA CEMariIyTH I P MAlUeHTH ¢ Tua0eTHAa PeTHHOIIATHS,
JIEKyBaHU ¢ MHCYNMH. Te3u nauueHTn TpsOBa Ja ce MpociieAsiBaT BHUMATEIIHO U Ja Ce JIEKyBaT
cb0oOpa3sHO KIMHUYHHTE YKa3aHus. bbp30To momoOpsiBaHe Ha TTIMKEMUYHUSI KOHTPOJI € CBBP3aHO C
BPEMEHHO BIJIOIIABaHE Ha AuabeTHaTa PETHHOMNATHSA, HO IPYTH MEXaHU3MHU HE MOraT Jia Obaat
W3KITIOYEHH.

Hsma onut OT nedeHneTo cbe ceMariayTia 2 My Npy NauydeHTH ¢ Ua0eT TUIT 2 ¢ HEKOHTPOJIMPaHA U
MOTEHIIMATHO HEeCTa0MiIHa AuabeTHa PETUHONATHS M 3aTOBa ceMariyTua 2 My He ce IpenopbyBa npu
Te3U MaIUeHTH.

HeaprepunTtHa nipeina ucxemuuna ornruyna gespomnartus (HITMOH)

JlaHHUTE OT eNUAEMUOIOTMYHY IIPOYYBaHUs [T0Ka3BaT OBUIIIEH PUCK OT HEApPTEPUUTHA MpeiHa
ncxemuuHa ontuuna HeBponarus (HITMOH) mo Bpeme Ha neuenneTo cbe cemaraytu. Hama
OIIpeIeJICH NHTEPBAJl OT BpEMe CJIe/ 3all0YBaHe Ha JICUEHUETO, IIpe3 KOITO MOJKe Jla ce pa3Bue
HITMOH. Bre3zamnara 3ary6a Ha 3peHue TpsOBa f1a € oBoJ 32 OPTAIIMOIOTHIHO HU3CIEABAHE M aKO
HITMOH ce noTBbpAH, JIGYEHHUETO ChC CEMArIyTU TPAOBa a ce MPEYCTaHOBH, (BXK. TouKa 4.8).

CrabppkaHue Ha HATPUH

To3u nekapcTBeH MPOAYKT ChABPAKA MO-MaJKO oT 1 mmol Hatpwmii (23 mg) Ha 1034, T.€. MOXe J1a ce
KaXke, 4e IMPaKTHYECKH HE ChABbPHKA HATPH.



4.5 BzauMmopneiicTBHE ¢ APYTH JeKAPCTBEHH MPOAYKTH U APYru GopMu HA B3auMo/elicTBHE

Cemarirytry 3a0aBs H3MPA3BaHETO HA CTOMaxXa U MOXKE Jia MOBJIHSIC BEPXY CKOPOCTTa Ha abcopOonus
Ha CHITBTCTBAIIO MPWJIATaHU TIEPOPATTHU JICKAPCTBEHU MPpoayKTH. CeMarimyTu TpsOBa Ja ce U3Moi3Ba
C TIOBUIIIEHO BHUMaHUE NIPH MAIUCHTH, TPUEMAIIH [TEPOPATHY JICKAPCTBEHHU MPOJAYKTH, KOUTO
M3KUCKBAT Obp3a CTOMAIIIHO-YPEBHA a0COpOIHsI.

[TapaiieTamon

dapMakOKMHETHKATA Ha TapaIieTaMolI 10 BpEMe Ha TECT ChC CTAaHIAPTH3UPAHO XPAHEHE ITOKA3Ba, 4
ceMariayTuja 3a0aBs CKOpOCTTa Ha M3Mpa3BaHe Ha cromaxa. Cien chIrbTCTBAIIA yroTpeda ¢ 1 mg
cemarayTua AUCo-eomin 1 Crmax Ha TIaparieTaMod ce OHMKaBaT choTBeTHO ¢ 27% 1 23%. He ce
noBnusiBa oOmara ekcrio3unus Ha napameramon (AUCqysn). Ilpu nedenue cbe cemarnytua 2,4 mg He
ce Ha0JIr0/1aBa KITMHIUYHO 3HaYMM e(DeKT BhpPXy CKOPOCTTA Ha M3Ipa3BaHe HA CTOMaxa e
20-ceqMUYHO MIPHUIIOKEHUE, BEPOSITHO Mopaau edekt Ha npuBuKkBaHe. He e HeoOXoauMo ajanTupane
Ha J103aTa MapaeTamoll, KOrato ce rmpujara chC CeMarilyThI.

IlepopaiHu KOHTPALICITUBHA

He ce ouakBa cemarmyTuj 1a TOHMXaBa e(heKTa OT MEPOpPaTHH KOHTPAIEITHBY, Thil KATO CEMArTy TH]T
HE MPOMEHSI LISITOCTHATA €KCIO3UIINS HAa €TUHWISCTPAIUON U Ha JIEBOHOPTECTPEI JO KIMHUYHO
3Ha4YKMMa CTETICH NPH eTHOBPEMEHHOTO MY MPHIIOKEHNE ¢ KOMOMHHUPAH TIepOpalicH KOHTPALEITHBEH
nexapctBeH npoAykt (0,03 mg ernnunectpaanon/0,15 mg mesonoprectpen). He ce moenusia
SKCITO3UIMATA HA eTuHWIecTpaauoi. Habmronasa ce 20% moBuIlIeHnEe Ha SKCIIO3UITHMSTA HA
JIEBOHOPTECTPEIN B CTAMOHapHO cheTosiHUE. He ce moBmusABa Chax Ha KOETO U [1a € OT CheINHEHUTA.

ArtopBacTaTun

CemarnyTrj He TpOMeHs 001IaTa eKCIIO3UITNS Ha aTOPBACTATHH CJIE]] MPHIaraHe Ha eTHOKpaTHaA 1032
atopBacTatuH (40 mg). Cnax Ha aTOpBacTaTUH HaMansiBa ¢ 38%. ToBa e OlleHEHO KaTO KIIMHUYHO
HE3HA4YHUMO.

EI/II‘OKCI/IH

CemarnyTuj He IpoMeHs o011ata ekcrno3unus Hil Cmax Ha JJATOKCHH CJIE] €THOKpPAaTHA 1032
nurokcud (0,5 mg).

Merdhopmun

CeMaryTuj He TpoMeHs o01maTa ekcrno3uius Wi Cmax Ha MeT(hOpMUH clief puiarane Ha 500 mg
JIBa I'bTU JHEBHO 3a 3,5 THU.

BapdapuH 1 1pyru KyMapuHOBH IPOW3BOIHU

Cemarmytu He TIpoMeHs oOmaTta ekcrmo3uius Wik Cmax Ha R- 1 S-Bapdapu cien emHoOKpaTHa 1032
BapdapuH (25 mg), a papmMakoguHaMuIHUTE ePEeKTH Ha BaphapHH, U3MEPEHHU Ype3 MEIKIYHAPOIHOTO
HopManm3upano otHolreHue (INR), He ce moBnHsBaT MO KIIMHUYHO 3HAYMM HauWH. BeIpeku ToBa ce
choOIIaBa 3a cirydar Ha HamaneHo INR mpu chIrbTCTBAIO MPUIIOKEHUE HA alleHOKYMapoJI U
cemarnmyTu. [1pu 3amouBaHe Ha JieUeHHE ChC CEMAriyTHI P MAIMEeHTH Ha BappapuH WIN APYTH
KyMapHHOBH IPOU3BOJIHU C€ MPETIOphYBa YeCcTo npocieaspane Ha INR.

4.6 @epTHANTET, GPEMEHHOCT U KbpPMEHe

KeHu ¢ geTepoJeH NOTCHIINAI

[IpenopruBa ce JKEHHUTE ¢ AETEPOICH MOTSHITHAI Ja M3I0JI3BaT KOHTPAIICTIIIHS 110 BpeMe Ha
JIEYEHUETO ChC CEMArTyTH]I.



BbpemenHocT

[IpoyuBaHusTa NpH )KUBOTHH MOKA3BaT PENPOAYKTUBHA TOKCHYHOCT (BXK. To4Ka 5.3). Mma
OTpaHWYEeHH JaHHHU 32 yIoTpedaTa Ha CeMariIyTH I Ipy OpEeMEeHHH )KeHH. 3aTOBa CEMariyTHI He
TpsOBa Ja ce mpuiara mo BpeMe Ha OpeMEHHOCT. AKO IMAaIMEeHTKA JKeJlae Ja 3a0peMeHee Wil HaCThITN
OpEMEHHOCT, ceMariIyTua TpsAOBa Ja ce mpekpaTh. JIedeHneTo che ceMariiyTu TpAOBa Ja ce MpeKpaTH
MoHe 2 Mecella Mpean IIaHpaHaTa OPEMEHHOCT MOPaAX IBJITHS MY IOTYKHBOT (BXK. TO4Ka 5.2).

Kopmene

ITpu nbxoBe ceMarayTH ce eKCKpeTHpa B MIISIKOTO. Thil KaTo HE MOXeE Jla C€ U3KIIIOUN PUCK 32
KbpMaudeTo, CEMarIyTH]I He TPSIOBa J1a CE U3II0JI3BA B IIEPHO/A HA KbPMCHE.

DepTUIuTeT

EdextbT Ha cemarnyTua Bpxy (QepTHIUTETa IPU XOpa He € n3BecTeH. CeMariayTua He BIHAC BbPXY
(depTHIINTEeTa Ha MBXKH IDTHXOBE. [IpH )KEHCKH IUThXOBE ca HAOJI0JaBaH! YbDKAaBaHE Ha ECTPATHHSI
IIUKBJI ¥ CJIa00 HaMallsIBaHe Ha OpOst OBYJIAIIMN TIPH JTO3HU, CBBP3aHU ChC 3aryda Ha MaldIuHOTO
TEJIECHO TerJIo (BXK. TOuKa 5.3).

4.7 EdexTu BbpXy crioco0HOCTTA 32 mogupaHe U padoTa ¢ MalIUHA

CemarnyTu] He TIOBJIHSIBA MJIH MOBIIHsIBA MPEHEOPEKUMO cIIOCOOHOCTTA 3a modupane u padora ¢
MmamnHu. KoraTo ce u3mnon3sa B KOMOMHAIIUS ChC CYI(POHUITYPEHHN TIPOU3BOIHU WM UHCYJINH,
ManyeHTuTe TpsiOBa 1a ObJIAT MpeIynpeKIaBaHy ga B3eMaT Ipearna3Hil MepKH 3a H30sSTBaHEe HA
XHITOTJIMKEMUS, JOKATO Io(UpaT WK U3MOI3BaT MAIIMHY (BXK. Touka 4.4).

4.8 Hexenanu JeKapcTBeHH pPeaKkuu

PesroMe Ha npoduia Ha 0€30MaCHOCT

B 8 m3nurBanus ¢aza 3a 4 792 nanuMeHTH ca eKCIIOHUPaHK Ha cemarnyTua g0 1 mg. Haii-uecto
ChOOINaBaHUTE HEXKEIIAHU PEaKIIMU B KIIMHUYHH U3MUTBAHUS Ca CTOMAIIHO-YPCBHH HAPYIICHUS,
BKJIFOUUTEITHO TajieHe (MHOTO YECTH), Auapusi (MHOTO Y€CTH) U TOBphIaHe (decTr). Te3n peaknuu
OOMKHOBEHO Ca CJIa0W WM YMEPEHH T10 TEKECT U ¢ KPaTKa MPObIKUTEITHOCT.

TabauyeH CIHUCHK HA HEXKETAHUTE PCAKIINN

Tabmuna 1 npeacraBs HeKETaHUTE PEAKIMH, YCTAHOBEHU BHB BCUUKH U3MUTBAHUS (a3a 3
(BKJITFOUHMTEITHO BJITOCPOYHOTO U3MHUTBAHE 3a ChPACYHOCHIOBYU PE3YJITATH) U OT IOCTMAPKETUHTOBU
CHOOITIEHUS TIPH MMAIIUEHTH ChC 3aXapeH AuadeT TUM 2 (JOMBIHUTEIIHO OMMMCAHU B TOYKa 5.1).
YecToTuTe Ha HEXENAHUTE PEaKIUK (C U3KITIOUCHUE HA YCIIOXKHEHUS MPH Jra0eTHATa PETHHOIATHS,
BXK. Oejexkkara noj muHus B Tabmuna 1) ce ocHOBaBaT Ha cOOpa OT M3NUTBaHUATA (Pas3a 3a, KOATO HE
BKJIFOYBA M3IMMUTBAHETO 3a CHPACUYHOCHA0OBHU PE3YJITaTU (3a JOITBJIHUTCIIHN HOleO6HOCTI/I BUKTEC TCKCTAa
o1 Tabyuiara).

Peaknuute ca n30poeHM MO-10JTy 1O CUCTEMO-OPTaHEeH Kiac U abcooTHa yectora. YectoTrre ca
OTIpeIeNICHH, KaKTO clie/iBa: MHOTO uecTH (>1/10); yectu (>1/100 mo <1/10); neuectu (>1/1 000 o
<1/100); pemxu (>1/10 000 go <1/1 000); muOTO pemku (<1/10 000) u c Hen3BecTHa YyecToTa: (OT
HAJIMYHUTE JAHHU HE MOXKe J1a ObJie HampaBeHa olieHKa). [Ipu Besiko rpynupaHe B 3aBUCHMOCT OT
YeCcToTaTa HEKEJIaHUTE PEaKIUU ce M30pOosIBaT B HU3XOZSIIL PEJl 10 OTHOIIICHUE HA TSXHATA
CEpUO3HOCT.



Taoauna 1 YecTtora HA HeKeJTaHH PC€AKIIMMA HA CeMATJIYTHU

Cucremo- Mroro YecTn Heuectn Penkn Mmuoro C
opramen kiac | o peaKu HEU3BECTHA
no MedDRA 4ecToTa
Hapymenus CepbxuyBcT | AHaduiaa
HA UMYHHaTa BUTENHOCT® | KTHYHA
cucremMa peakuus
Hapymenns Xumnornuke | XUMOTIUKEMUS®
HA MHUS® TIPA pu yriotpeda ¢
MeTadoau3ma | ymorpebac | Ipyru
M XpPaHEHEeTO WHCYJTUH MepOpaTHU
W aHTUINA0ETHA
cynhOoHWIYp | JIeKapcTBa
eiHu (OAD)
MPOU3BOTHH
Hamanen
ameTHuT
Hapymenns 3amaiiBaHe Hucreysus
HA HEPBHATA I'maBoGonme
cucTemMa
Hapymenns YcnoxHeHus Heaprepn
HA 0YHTe Ha Ina0eTHA UTHA
peTuHONaTHs’ npenHa
HUCXEMUYH
a ONTUYHA
HEBpOmaT
us
(HITMOH)
Cobpaeunn TToBumena
HApylUIeHUs ChpJeYHa
YecToTa
CromamHo- I'anene [loBprwiiane OcTtpp UpesHa
YpeBHU Huapus AOnoMUHANHA | MTAHKPEATUT HETPOXOANM
HapyUIeHUsA 0oJKa 3abaBeHO ocT"
AOmoMHuHaNHA | W3Mpa3BaHE
TUCTEH3HS Ha cTOMaxa
3amex
Jucnerncus
lactpur
I'actpoesodare
anHa
pedurykcHa
Oonect
Opursane
dnaTyneHus
Xenaroouau- Xonenuruasza
apHu
HApYlIIeHHUs
Hapymenust Anruoenem”
HA KOXKaTa u
MO/IKOKHATA
ThKaH
Oomm Ymopa Peaknuu Ha
HAPYIIEHUS H MSICTOTO Ha
edexTHn Ha WH)XEKTHUpaH
MSICTOTO Ha e

NPHJI0KeHNe




Cucremo- YecTn HeuyecTn Penkn Mmuoro C

MHuoro

OopraHeH KJjac peaxku HEHN3BECTHA
nmo MedDRA uecru 4yecToTa
HN3caenpanus IToBumena

JIMIasa

IloBumena

aMuiIasa

ITonmxeHo

TETJIO

3 XWNOrNMMKEMHs, ONpeAeIeHa KaTo Texkka (Hajarama MoMOLl OT APYro IHIE) WM CHMITOMATHYHA, B
KOMOHMHaIWsI ¢ KpbBHA TTI0K03a < 3,1 mmol/l.

% VcnoxxHeHUATa HAa TMaOeTHA PETUHONATHS ca KOMOMHAIMS OT: OTOKOATYNALMS HAa PETUHATA, JIEUEHHE C
HHTPABUTPEATHH CPEICTBA, KPHBOU3JINB B CTHKIOBHIHOTO TSIIO, CBbP3aHa ¢ AMa0eT CIIenoTa (¢ KaTeropus
HeuecTH). YecToTara € Bb3 OCHOBA Ha M3IIUTBAHETO 32 ChP/ICYHOCHIOBH PE3YIITATH.

®) ['pyHOB TEPMHH, TIOKPUBAIL CHIIO HEKEIaHH CHOUTHS, CBEP3aHU ChC CBPHXUyBCTBUTEIHOCT, KATO OOPUB
YpTUKApHSL.

" OT NOCTMApPKETUHTOBH CHOOIICHH.

2-200UHO USNUMBAHE 34 CHPOCYHOCLO08U Pe3yImamu u 6e30nacHocm
[Tpu momynanusaTa ¢ BUCOK ChPJCUHOCHIOB PUCK MPO(QHUIBT HA HEIKEITAHNUTE PEaKIIUU € MOI00CH Ha
TO3H, Ha0JIFO/1aBaH B OCTAHAJIMTE M3NMTBaHUs (daza 3a (omucaH B Touka 5.1).

Onucanue Ha H36DaHI/I HCXKECJIaHU pCaKIIMH

Xunoenuxemus

He ca nHaGmoiaBanyu enu304u Ha TeKKA XUIMOTIUKEMUS TIPU M3MOI3BaHEe Ha CEMAriyTH KaTo
MOHOTepamus. Texka XUMOTIMKeMHusI Ce HaOIr0/1aBa MPeIMMHO TIPU U3IOJI3BaHe Ha CEMarilyTH| B
KOMOWHAIUs che cylhoHmTypeiinn npou3Boanu (1,2% oT ydacTHUIHTE,

0,03 cwOuTHs/manuenToroauHa) Wi UHCYyIuH (1,5% oTr ydacTHHIIUTE,

0,02 crOuTus/manuenroronuHa). HabmonaBanu ca Haxonko emuzonn (0,1% ot yyacTHUIUTE,
0,001 cp0uTHs/ManreHTOroAnHa) Py CeMarityTH B KOMOWHALNS C IEPOPAIHU aHTHANA0ETHH
JICKapCTBa, PA3JINYHM OT CYJIADOHUIYPEHHH TPOU3BOIHU.

Knacudunupana or AMepukanckata quadetHa acounanus (American Diabetes Association, ADA)
XUnorinkeMus HactTobiBa npu 11,3% (0,3 chOUTHSA/TAIIMEHTOrOIMHA) OT MALUEHTHTE, KOTaTO
cemariaytua 1 mg e no6asen kbM uaXuOUTOp HAa SGLT2 B SUSTAIN 9 cipsimo 2,0%

(0,04 cb0OuTHSI/TAIMEHTOTOIMHA) OT MAIIMEHTUTE, HAa KOWTO ce Ipuiara rane6o. Texka
XHUIIOTJIMKeMUs € ¢choOIieHa mpu ¢boTBeTHO 0,7% (0,01 chouTus/manuenroroauna) u 0% ot
MMaIMEHTHUTE.

B enno 40-cemmuuno m3nuTBaHe aza 3b nmpu manueHTH, moydaBariy cemMaraytua 1 mg u 2 mg,
OOJIIIMHCTBOTO XUMIOTIIMKEMHYHH enu30u (45 oT 49 enun3o/ia) Bb3HUKBAT, KOTATO CEMATITyTH]I €
M3II0JI3BaH B KOMOMHAIHSA ChC CYNI()OHMTYpEHHN MPOU3BOIHY WM HHCYIWH. Karto msuto, pu
ceMariayTuja 2 mg HAMa MOBUIIEH PUCK OT XUTTOTITHKEMHSL.

Cmomawno-upesHy Hexceranu peaxyuy

I'anene Bp3nMKBa npu 17% 1 19,9% OT nmanmeHTHTE, IEKYBaHU CHC CEMAIYTH ChOTBETHO 0,5 mg u
1 mg, auapus — npu 12,2% u 13,3%, a nospbiane — npu 6,4% u 8,4%. [loBedyero crOuTHA ca cnabu
WIA YMEPEHH I10 TEKECT U ¢ KpaTKa NpoabIDKUTENHOCT. ChOUTHSTA NOBEXKAAT 10 IPEKpaTsBaHe Ha
JISYEHUETO ChOTBETHO Tipu 3,9% u 5% ot nanmenture. ChOUTHATA HAM-9€CTO ca ChOOIABAaHU MPe3
II'BPBUTE MECELIH OT JIEUEHHUETO.

ITanueHTHTE C HUCKO TEJIECHO TEIJIO MOraT Jia [10JIy4aT II0BeYe CTOMAIIHO-IPEBHU HEXKENaHU
peakuy Mpy JIEYeHNE ChC CEMAriayTH/.

B enno 40-ceqmuuno m3nuTBane ¢aza 3b npu manueHTy, moiayvyaBaniy ceMarayTua | mg u 2 mg,
raJicHe ce MOsIBSIBa IIPU CXOJICH MPOIICHT OT MAIMEHTHTE, JIEKYBaHH ChOTBETHO ChC ceMarnyTua 1 mg
u 2 mg. napus 1 moBphIIaHE CE MOABABAT MPH MO-BUCOK MPOLEHT OT NallMEHTHUTE, KOraTo ca
JIEKYBaHHU ChC CEMariyTH] 2 Mg B cpaBHEHHE cbe cemartyTuz 1 mg. CToManHo-uypeBHUTE HEKEaHH
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peaKIyuy BOJAT J0 MPEKbCBAaHE HA JICYCHUETO MPU CXOJICH MPOIICHT B TPYIIUTE HA JICUCHHE,
ToJTydaBaInty ceMarayTun 1 mg u 2 mg.

IIpu cweoprcTBama ynotpeba ¢ maxubutop Ha SGLT2 B SUSTAIN 9 nHacTenBarT KOHCTHMAUMS U
ractpoe3oareanna pediykcHa Oosect cboTBeTHO NpH 6,7% 1 4% OT MalMEHTUTE, JICKYBAHU ChC
ceMartyTua 1 Mg copsMo JaMica Ha CHOMTHS NPH TALMEHTH, HA KOWUTO ce Ipmiara Iuanedo.
PasmpoctpanenueTo Ha Te3u ChOUTHS HE HAMAJISIBA C TEUEHUE HA BPEMETO.

Ocmuvp nankpeamum

YecToTaTa Ha OCTBpP MAaHKPEATUT, MOTBBPACH 4Ype3 EKCIEPTHA OLEHKAa, CHOOLIECH B KIMHUYHH
nsnutBanus dasa 3a, e crorBeTHO 0,3% mpu cemarmytua u 0,2% mpu npoaykra 3a cpaBHeHHE. B 2-
TOAMIIHOTO M3IMTBAHE 3a OLIEHKA Ha ChPJECYHOCHIOBU PE3YJITATH, YECTOTATa HAa OCTHP IAHKPEATHT,
MOTBBPJCH Ype3 eKcliepTHa oueHka, e 0,5% 3a cemarmytun u 0,6% 3a mianedo (Bx. Touka 4.4).

Ycnooicnenus na ouabemna pemunonamus

2-TOJUIIHO KIIMHUYHO M3IMTBaHe u3ciensa 3 297 mauueHTH ¢ AMa0deT THI 2, BUCOK ChPCYHOCHIOB
PUCK, TOJIIMa IPOABIDKUTEITHOCT Ha TMa0eTa U JIOMIO KOHTPOJIMpaHa KpbhBHA III0K03a. B ToBa
M3MHATBaHE BH3HUKBAT CHOUTHSA, OTIPE/ICTICHN KaTO YCIOKHEHUS Ha [uabeTHa peTHHONATHSI, TIPH
MOBeYe MaIMeHTH, JIeKyBaHu cbe ceMarnyTun (3%), B cpaBaenue ¢ mianedo (1,8%). Toa ce
Ha0JI0/1aBa TIPY MAIUEHTHUTE, JICKYBaHU C HHCYJINH, KOUTO UMAT M3BECTHA JUa0eTHA PETHHOMIATHS.
Pasnukara B iedeHnsATa BH3HUKBA PAHO M MPOABIKaBa 10 BpeMe Ha u3nuTBaHeTo. CucreMaTHyHa
OIICHKA Ha YCJIOXHEHHUATA Ha qua0eTHA PETHHONATHS € U3BbPIICHA CaMO B U3IMUTBAHETO 32
CBhPACYHOCH0BU pe3ynTaTu. B kiiuHuuHM n3nutBanus a0 1 ronuna, Bkmousaiu 4 807 mauuveHTu ¢
muaber 2, ce choOIIaBaT HeXKeIaHu ChOUTHS, CBhP3aHH C Aa0eTHA PETHHONATHUS, B IIOAO0HH JSUIOBE
Cpen YYaCTHHIIUTE, JICKyBaHU cbe ceMantyTus (1,7%) u cpaBauTenex npoaykt (2,0%).

Heapmepuumna npedna ucxemuuna onmuyna nesponamus (HITHOH)

PesynraTuTe OT HAKOJIKO TOJIEMH €THUIEMUOIOIMYHU MTPOYYBAHUS TTOKA3BAT, Y€ €KCIO3UIIUATA Ha
CeMarIyTH/ PH BB3PACTHH ¢ THA0ET THIT 2 € CBBhp3aHa ¢ MPUOIM3UTEITHO IBYKPATHO YBEITHICHUC HA
oTHOcHUTeTHHs pUCK OT passutue Ha HIIMOH, koeto choTBeTCTBA HAa MPUOIU3UTEITHO SAHH
nombiHuTeNneH caydai Ha 10 000 4oBEKOroMHU JICUEHHE.

IIpexpamsasane nopadu nexcerano cvoumue

YecroTraTa Ha mpeKpaTsBaHe Ha JICYEHHETO MOpaau Hexelanu csoutus e 6,1% u 8,7% npu
MAIUEeHTHTE, JIEKyBaHH! ChC ceMariyTus cboTBeTHO 0,5 mg u 1 mg, crpsimo 1,5% mpu mnane6o. Haii-
YEeCTUTE HEeXKeJIaHU ChbOUTHS, BOACLIM 10 IPEKpaTsIBaHe, ca CTOMALIHO-YPEBHHU.

Peaxyuu na macmomo na unsicexmupane

CroOrmaBar ce peakuuu (Hamp. oOpHUB U eprTEM) Ha MACTOTO Ha MHXKekTupane ot 0,6% u 0,5% ot
MAIUCHTHTE, JIEKYBaHHU ChC ceMariyTu ] cboTBeTHO 0,5 mg u 1 mg. Te3n peakunu 0OMKHOBEHO ca
JICKU.

Hmynocennocm
B choTBeTcTBHE C TOTCHIIMATHUTE UMYHOT'€HHU CBOMCTBA Ha JIEKAPCTBEHUTE MPOAYKTH, ChAbpKAIIN

IIPOTEVHHU WK NENITUAN, TATUCHTUTE MOT'aT Aa pa3BUAT aHTHUTEIA CJIIC JICHCHUEC CbC CEMAIrTyTUI.
,HCJITJT Ha MAaUCHTUTEC C IMOJOKUTEIICH TECT 3a aHTUTEIA CPEITy CEMAriIyTua B KOWTO M J]a € MOMEHT
CJI€a N3XO0JHOTO HUBO € HUCHK (1—3 %) 1 HUTO CAUH MAIlUCHT HAMA HCYTPAJIU3UPAIIIN AHTUTCJIa CPCILY
ceMariyTua Ujiv aHTUCEMAIrJlyTH/] aHTUTCJIa C HCYTPpAJIU3UPaILl e(l)eKT CIIpAMO CHAOTICHHUA GLP-18
Kpas Ha U3IMUTBAHETO.

Hosuwena C'bl)aellHa yecmoma

[ToBummena cbpaeyHa yectora ¢ HabmoaaBana mpu GLP-1 penentopaute aronucty. [Ipy n3nutBanms
(haza 3a, e HaOIIOJAaBAaHO CPETHO MOBUIIICHHUE OT 1 10 6 ymapa B MUHYTa OT H3XOHO HUBO 72 110 76
yAapa B MUHYTa [IPY YYaCTHUIIH, JIeKyBaHU ¢ Ozempic. B 1bIrocpoyHO KIMHUYHO U3MUTBAHE MPU
YYaCTHUIM ChC CHPJICYHOCHIOBU PUCKOBU (akTopH, 16% ot ydacTHHIUTE, NeKyBanu ¢ Ozempic ca
VMMaJH MOBHIIIEHA Chp/IedHa YecToTa oT >10 ynapa B MuHyTa, B cpaBHeHHe ¢ 11% OoT yyacTHHIINTE Ha
iane0o cies 2 TOAWNHU JICUCHHE.
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Cpo0111aBaHe Ha MTOI03UPAHN HEXKEITAHHU PEAKIIUN

Cro0Im1aBaHeTo Ha MOJI03UPAHU HEKEIIAHN PEaKIIUU CIiel] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. TOBa 1M0O3BOJISIBA Ja MPOIBJIKK HAOJIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHHS MPOAYKT. OT MEIUIIMHCKUTE CTIICITHAINCTH CE M3MCKBA J1a ChOOIaBaT BCKa
MOI03MPaHa HeXEIaHa PeaKIlus Ype3 HAI[MOHAIHA CUCTeMa 3a ChOOIaBaHe, IOCOYCHA B

[Ipunoxenue V.

4.9 Ilpeno3upane

B ximHUYHY M3MUTBaHMS c€ ChOOIIABAT CiIydal Ha Ipeo3upaHe 10 4 mg Ha eIMHUYHA 7033 U 10
4 mg Ha cenmura. Haii-uecto cho0IIaBanaTa HeXKeIaHa peakius ¢ rafgeHe. BCHUKy narueHTn ca ce
BB3CTaHOBWIN 0€3 YCIIO)KHEHUS.

JlunceBa KOHKpPETEH aHTHUJIOT MIPU MPEI03UPAHE ChC CeMariayTua. B citydaii Ha npeno3upane TpsaOBa ja
Cce 3al0YHe MMOAXO/IAINA MOAAbpIKaIa TePaNus CIOPE KIMHHYHUTE MPU3HALM U CUMIITOMH Ha
MalyeHTa. 3a Te3u CUMIITOMH MOJKE J1a € He0OXO0IUM MPOIbIDKUTEIICH IIEPUO]] Ha HAOIIOCHHE U
JICUeHUE, MIMaUKH IIPEABUI IBJITHS [TOJYKUBOT HAa CEMariIyTHI MPHOIH3UTeaHo 1 ceamuna (BixK.
Touka 5.2).

5. ®APMAKOJIOTMYHUA CBOMCTBA

5.1 ddapmakoaMHAMHYHHU CBOHCTBA

dapmakoTepaneBTuuHa rpyna: JlekapcTsa 3a JeueHne Ha AUadeT, aHAJIO3H Ha TIII0KaroHOMOI00eH
nentua-1 (GLP-1), ATC koa: A10BJ06

MexaHu3bpM Ha IEUCTBUE

Cemarnytup e ananor Ha GLP-1 ¢ 94% ctenen Ha xoMoI0KHOCT cripsiMo doBemmkust GLP-1.
Cemarnytun aeiictBa kato GLP-1 pernenropen aroHucT, KOHTO H30MPATEITHO CE CBhP3Ba KBM U
aktuBupa GLP-1 peunenTopa, mpuuenen 3a ecrecrsenns GLP-1.

GLP-1 e ¢usuonoruues XOpMOH € HAKOJIKO AEHCTBHUS 110 OTHOILIEHHE Ha PEryJalusaTa Ha [VII0K03a U
areTuTa, BbpXYy ChpACYHOCH0BaTa cucTeMa U ObOpenuTe. EQekTruTe BpXy TIIF0KO3aTa H alleTUTA Ce
Meauupat crieruduano upe3 GLP-1 penentopure B maHkpeaca 1 MO3bKa.

CemarnyTu/1 TOHIKaBa KPbBHATA TIIFOK032 IO TIIOKO303aBUCUM HAYHH, KATO CTUMYJIHPA CEKPEIHsITa
Ha MHCYJIMH U HaMaJsiBa CEKpEeLUsITa Ha TII0KaroH Npy BUCOKA KPbBHA INIIOK03a. MeXaHU3MbBT HA
MTOHIKABaHe Ha KPhBHATA TIIIOKO3a BKITIOYBA U JIEKO 3a0aBsHE Ha M3MPa3BaHETO HA CTOMAaxa B
panHara ¢asa cieq xpaHeHe. [Ipy XunorinukeMus ceMariyTh ] HaMajlsiBa CeKpEIUsITa Ha HHCYJIMH U
HE HApyLIaBa CEKPELUATA HA [JIIOKAroH.

CeMaFHYTI/II[ HaMaJIsABa TECJICCHOTO TCIJIO U TCIICCHUTC Ma3HUHU YPE3 HAaMAJICH CHCPIrucH NPUEM,
BKJIIOYBaII Is1JIOCTHO ITOHMKCH allCTUT. OcBeH TOBa ceMarilyTua HaMaJisiBa JKCJIaHUETO 3a XpaHU C
BUCOKO CbABbpPKaHNUC HAa MA3HUHU.

GLP-1 peuenTopu ce HaMHpaT CHIIO U B CHPIIETO, ChAOBETE, IMyHHATa CUCTEMa U OBOpenuTe.
MexaHu3MBbT Ha IEHCTBHE HAa CEMariyTU BeposTHO € MHOrodakroper. Munupextaure edextu ce
IposiBsiBaT ype3 OaronpuaTHUA eeKT Ha ceMariyTH[ BbPXY IUIa3MEHHUTE JIMIHUIH, TOHIKaBAaHETO Ha
CHUCTOJIMYHOTO KPBBHO HaJsITaHEe ¥ HaMallsiBaHE Ha Bb3MAJIEHUETO B KIIMHUYHM MTPOYYBaHUs, HO
BEPOSITHO Ca HAJTMYHM U NpekH edekTu. B nmpoyuBanus mpu >KMBOTHU ceMariyTH] OoTciabBa
Pa3BUTHETO Ha aTEPOCKIEPO3a, KaTO MPEJOTBPATABA PA3BUTHETO Ha AOPTHA IJIaKa U HaMaJlsiBa
BB3IAJIEHUETO B IIAKATA.
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KiuHUYHUTE TaHHHU [TOKa3BaT, Y€ CEMarjiyTH/I IOHMKaBa aIOYMUHYPHITA MIPH HMAIlMEHTH ¢ 0BOPEUHO
3a00JIsIBaHeE.

d)apMaKo JUHAMWUYHN e(beKTI/I

Bcewuaku dapmMakoaMHAMIYHA OIICHKH Ca U3BBPIICHH ciiea 12-ceMUIHO JedeHHE (BKIIFOUUTEITHO
MOBUINIABAHETO HA J103aTa) B CTAIIMOHAPHO ChCTOSHUE ¢ | Mg ceMariayTua CeAMHYHO.

I iroxo3a na enadmo u cned xpamene

CeMarnyTuj] MOHU)KaBa KOHIICHTPAIIMKUTE Ha TIIF0OKO03a Ha TJIAIHO | clie] XpaHeHe. [Ipu manueHTH ¢
nuabeT Tvi 2 JeYeHUeTo ¢ 1 mg ceMariyTH | BOJU 10 MTOHIKaBaHe Ha TIIF0K03aTa KaTo a0CONMI0THA
MPOMSIHA CIIPSIMO M3XOIHOTO HIBO (mmol/l) 1 OTHOCHUTENTHO TIOHIKaBaHEe B cpaBHEHUE ¢ Tuiare6o (%)
MpH TIr0Ko03aTa Ha riaanHo (1,6 mmol/l; mormkerne 22%), Tiroko3ara 2 yaca ciejl XpaHeHe

(4,1 mmol/l; nounmxenue 37%), cpenHaTa KOHIEHTPAIUS Ha TIIF0K03a 3a 24 vaca (1,7 mmol/l;
noHmxkenue 22%) 1 MOCTIpaHANaTHUTE KoeOaHus Ha Troko3ara cien 3 xpanenus (0,6—1,1 mmol/l)
B cpaBHEHHUE ¢ mare0o. CeMariyTuI IOHMWKaBa [IF0OKO3aTa Ha IJ1aIHO CJIe]l IbpBaTa J103a.

bema-knemvuna ¢ynxyus u uncynunosa cekpeyus

CemarnyTup moJo0psiBa 6era-kiaeTbuHara QyHKIMs. B cpaBHeHME ¢ miare0o ceMariyTu moao0psBa
WHCYJIUHOBHS OTTOBOP B IThPBA U BTOpa (ha3a, ChOTBETHO 3- U 2-KPaTHO W YBEIMYaBa MAKCHUMATTHUS
0eTa-KIeThYCH CEKPETOPCH KaIaluTeT MPH MalMeHTH ¢ quadet Tum 2. OCBEH TOBa JICUSHUETO ChC
ceMariyTh/I MOBHIIaBa KOHIICHTPAIMUTE HAa WHCYJIMH Ha TTIaTHO B CpaBHEHHE ¢ TUIareoo.

Cexpeyus Ha 2110KA20H

CemarmnyTuj NoHWXaBa KOHLIEHTPALIMUTE Ha IIIOKArOH Ha TJ1aJHO U ciel XxpaHeHe. [Ipu nauueHTu ¢
nuabeT T 2 ceMarilyTUA IOCTUra CIeIHUTE OTHOCUTEJIHU IOHWKEHHUS Ha TJIFOKaroH B CPaBHEHUE C
mnane6o: riokarod Ha raagHo (8-21%), rarokaroHoB oTroop ciex xpanene (14-15%) u cpeana
KOHIIEHTpAIUs Ha TIItoKaroH 3a 24 vaca (12%).

[noko303asucuma cexpeyus Ha UHCYIUH U 2TIOKA2OH

CeMariryTuj| MOHU)KaBa BUCOKUTE KOHIICHTPAIIMN HAa KPbBHA TIIFOK03a, KATO CTUMYJIMPA CEKPEIUsiTa
Ha MHCYJIMH U HaMaJIsiBa CEKPEIUATa Ha TIIOKAroH 1O TIIF0K0303aBUCHM HadnH. C moMorra Ha
CeMariIyTUa CKOPOCTTa Ha MHCYJIMHOBA CEKPEIHs IPH MAlMEHTH C AUa0eT TUM 2 € CpaBHUMA C Ta3u
TIPH 3/IpaBH YYACTHUIIH.

[Ipu nHAYIMpaHa XUITOTIMKEMHIS CEMAryTH] B CPAaBHEHHE C TUIANe00 He TPOMEHS
MPOTUBOPETYIATOPHUTE OTTOBOPH C MOBHILICH TJIFOKArOH U HE HapyIllaBa MOHUXABaHETO HA
C-nentuja npyu ManyueHTH ¢ AnadeT Tut 2.

H3}’ll)a38aH€ Ha cmomaxa
CCMaFJ’IyTI/II[ IMpUYrHsABa JICKO 3a0aBgHE Ha U3IIPA3BaHCTO HA CTOMaxa CJICA XpaHCHE U 110 TO3U HAYUH
IOHM>XXaBa CKOPOCTTAa, C KOATO I'JIFOKO3aTa HaBJIM3a B Kp’bBOO6paH_IeHI/ICTO CJIC XpaHCHE.

Anemum, enepeuen npuem u xpaHumennu npeonoOYUMans

CeMaryyTH][ B CpaBHEHHE C IUTAIe00 MOHMKABA CHEPTUMHKS IPUEM OT 3 TIOCIIEI0BATEHI XPaHEHHS
o sxenanue (ad libitum) ¢ 18-35%. Tosa ce moamomara upe3 HHAYIUPAHOTO OT CEMarIyTH/I
MOTHCKaHE Ha alleTHTa B ChCTOSIHUE KaKTO Ha IJIaJIHO, TaKa U CJIe] XpaHeHe, Mo100peH KOHTPOJI Ha
XPaHEHETO, MO-C1abo JKeIaHue 32 XPaHEHE ¥ OTHOCHTEITHO MO-Cl1abo MpeInovYnTaHie KbM XPaHH C
BHCOKO Ch/IbPKaHHE HA Ma3HHHH.

Jlunuou na 2naono u cned xpamnene

CeMarnyThj B CpaBHEHHE C TU1a1[e00 IMOHMWKaBa KOHIICHTPAIIMUTE HA TPUIJIMIICPUIN Ha IIIaHO U
XOJIeCTEepOJ B TUMOMPOTENHH ¢ MHOTO HHUCKa mrbTHOCT (VLDL) crotBeTHO ¢ 12% 1 21%.
[loBumasaneTo Ha MOCTHpaHAnaTHUTE TpUurauiepuau u VLDL xonecrepona kato OTToBOp KbM
XpaHu, OOraTH Ha Ma3HUHM, € HamalieHo ¢ >40%.
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Cvpoeuna enexkmpogusuonozus (QIc)

B 1sutoctHo m3nutBane 3a QTc ce n3cnensa epexThT Ha CeMarilyTu BbpXy ChpleuHaTa
penonspuszanud. Cemarnytua He yabikasa QTC uHTepBana nmpu 1030BU HUBA 110 1,5 mg B
CTallMOHApHO ChCTOSHUE.

Knnangna egbeKTI/IBHOCT ¥ 0€30IMacHOCT

[MonoOpsiBaHETO HA TIIMKEMUYHUS KOHTPOJI, HAMAJISIBAHETO Ha ChPACYHOCHI0BATA 3200JI€BAEMOCT H
CMBPTHOCT, 3ary0aTa Ha TETJIO ¥ HaMaJISIBAaHETO Ha PUCKA OT MPOTPECHs Ha XPOHUIHO OBOpEeTHO
3a00JIIBaHe ca Hepas3/ieliHa YacT OT JICUCHUETO Ha quadet Tvir 2.

EduxacnoctTa 1 6e30macHocTTa Ha cemaraytun 0,5 mg u 1 mg BeIHBXK CEIMHYHO ca OICHEHHU B
LIECT paHIOMU3UPAaHHU, KOHTPOJIMPAaHU M3NUTBaHMA (da3a 3a, BKItouBay 7 215 nauneHTu cbe
3axapeH auadet tum 2 (4 107 nexyBanu cbe cemaraytun). OcHoBHa 11en B et uznutBanust (SUSTAIN
1-5) e onienkara Ha raMKeMHYHATa epukacHOCT, a B enHo n3nutBaHe (SUSTAIN 6) —
CHhPJEYHOCHIOBHUTE PE3YIITATH.

EdukacHocTTa 1 6€30MacHOCTTa Ha ceMariayTu 2 My BEAHBK CEAMHYHO € OLICHEHA B M3IIUTBAHE
¢aza 3b (SUSTAIN FORTE), koero BxitouBa 961 marueHTy.

B nonenaenne n3nutane daza 36 (SUSTAIN 7), srirouBamo 1 201 nanueHTH, € IpOoBEICHO 3a
cpaBHEHHE Ha epUKacHOCTTa U Oe3omacHocTTa Ha cemariytua 0,5 mg 1 1 mg BeIHBK CEIMUIHO
cboTBeTHO ¢ aynarmyTtug 0,75 mg u 1,5 mg Benubx ceamuuno. M3nureane ¢asza 36 (SUSTAIN 9) e
MIPOBEIEHO 32 M3CielBaHe Ha e()UKaCHOCTTa M OE30MaCHOCTTa HA CEMariyTH]l KaToO JOMbJIHEHHE KbM
nedeHne ¢ nuaxuourop Ha SGLT2.

JleyeHneTo ChC ceMariayTH]] JEMOHCTPHPA TPalHM, CTATUCTUYECKH MPEBH3XO0K AN ¥ KIMHUYHO
3HAYMMU NOHWKeHus1 B HbA1¢ 1 TenecHOTO Termno 3a nmepuon A0 2 roAUHM B CpaBHEHHE ¢ TIAe0o u
JICYCHUE C aKTUBHA KOHTPOJIA (CUTArIMITHH, HHCYJINH TTIAp)KUH, €K3eHATH C YABIDKEHO
ocBoboxkaaBane (ER) u mynarmyTun).

EduracHocTTa Ha cCeMarayTHI HE Ce TIOBJIASABA OT Bh3pacTTa, IoJIa, pacara, eTHoca, m3xoaams MTM,
H3XOJIHOTO TeecHO Tero (Kg), MPoab/KUTEIHOCTTa Ha 1a0deTa U CTeIIEHTa Ha YBPEKIaHe Ha
O0bOpednaTa GyHKUUS.

Pe3yHTaTI/ITe C€ HaCo4BaT KbM II€pHOJa Ha JICUCHUEC IIPHU BCUYKU PAHIOMU3HUPAHNU YUACTHUIIN
(aHanu3u, 0a3upaHu HA CMECEHU MOJICIH MPU MOBTOPHU M3MEPBAHUS WM MHOXKECTBEHO MPUITHCBAHE
Ha CTOHHOCTH).

JomsnauTenHo e nmpoBeaeHo m3nurane daza 3b (SUSTAIN 11) 3a uzcnenBane Ha epekra Ha
CeMariyTuJ CIPsIMO MHCYJIMH acrapT, KaTo IOITBJIBAINa Tepanus KbM MeTGOPMUH U ONITUMHU3HPAH
nHcynuH riaapxuH (U100).

[IpoBenenu ca M3NUTBaHMSA 32 PE3yATATH 10 OTHOIIEHUE Ha ObOpenuTe dasza 3b (FLOW), BrimrouBammum
3 533 nanueHTH, 3a u3cineBaHe Ha eEKTUTE HA ceMarayTua | My BeIHBK CEAMUYHO CITPSIMO
ianebo BppXy Nporpecusta Ha ObOPEYHOTO YBpPEKJaHE TP MAIMEHTH C IMa0eT TUI 2 ¥ XPOHUIHO
0B0peyHo 3a00MsBaHE.

[IpoBeneHo e m3nuTBane 3a QyHKIMOHANeH KanaureT (aza 3b (STRIDE), BxmouBaro
792 manmeHTH, 3a U3cieaBaHe Ha ePeKTUTE HAa cCeMarTyTHu | mg BeIHBXK CEIMHYIHO CIIPSIMO IUIAe0o

MIpY TIAIUEHTH ¢ AradeT TuM 2 u nepudepHa apTepuaiHa 60ecT.

[MoapoOHa nHpOpManus € IpeAcTaBeHa Mo-10Iy.
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SUSTAIN I — Monomepanus

B 30-ceaMuuHO, IBOHHO-CIIAIO, I1a11e00-KOHTPOJINPAHO M3NMUTBaHEe 388 HEMOAXOASIIIO
KOHTPOJIMPAHH 4Ype3 JUeTa U YIPAKHCHHS MAIUCHTH ca paHJI0OMHU3UpaHy Ha ceMarnytun 0,5 mg i
cemarnytuj 1 mg BeIHBK CEAMUYHO WX Ha IrIaredo.

Tabauna 2 SUSTAIN 1: Pe3yaraTtu Ha ceqmuna 30

CemarnyTtujg CemarnyTtujg Il1anedo
0,5 mg 1 mg
Ionynauus Intent-to-Treat (ITT) (N) 128 130 129
HbA . (%)
W3x0mHO HUBO (CPETHO) 8,1 8,1 8,0
IIpomMsHa cipssMO U3XOHOTO -1,5 -1,6 0
HUBO Ha cenmuiia 30
Paznuka crpsimo mare6o [95% -4 [-1,7; -1,1]° -1,5 [-1,8; -1,2]* -
CI]
Mamuentn (%), nocturaaaun HbA 74 72 25
<7%
IIIII" (mmol/l)
W3x0mHO HUBO (CPETHO) 9,7 9,9 9,7
IIpomMsHa cipssMO U3XOHOTO -2,5 -2,3 -0,6
HUBO Ha cenmuiia 30
TenecHo Teryo (kg)
W3x0mHO HUBO (CPETHO) 89,8 96,9 89,1
[IpomsiHa cipsIMO U3XOIHOTO -3,7 -4,5 -1,0
HUBO Ha cenmuiia 30
Paznuka crpsimo mare6o [95% -2,7[-3,9; -1,6]° -3,6 [-4,7; -2,4]° -
CI]

2p < 0,0001 (2-cTpaHeH) 3a IPEBB3XOICTBO

SUSTAIN 2 — Cemaznymuod cnpsamo Cuma2iunmun, u 08ama npoo0yKma 6 Komounayus ¢ 1-2

NepopanHy aumuouabemuu 1eKapCcmeeHu npoOVKmu (Mem@opMun uw/uiu mua3oauouHOUOH)

B 56-cenMH4YHO aKTHBHO-KOHTPOJIUPAHO, IBOMHO-CIANO M3nuTBaHe 1 231 nmamuenTtu ca

panIoMu3upanu Ha ceMarayTus 0,5 mg BeJHBXK CEMUYHO, CEMarnyTua | mg BEJHBXK CEAMUYHO WITH
cutarmuntud 100 mg BeIHBK THEBHO, TPHU BCHYKHU CIIy4and B KOMOMHAIMS ¢ MeTdopmuH (94%) n/vnm

THA30HUHAUOHH (6%5).

Taoauna 3 SUSTAIN 2: Pe3yaraTu Ha ceqMuia 56

CemarnyTun CemarayTun CuTarauntu
0,5 mg 1 mg H
100 mg
ITomrymanus Intent-to-Treat (ITT) (N) 409 409 407
HbA . (%)
W3x0mHO HUBO (CPETHO) 8,0 8,0 8,2
[IpomsiHa cipsIMO U3XOIHOTO -1,3 -1,6 -0,5
HUBO Ha ceaMHIA 56
Paznuka cripsiMo CUTarJIANITHH -0,8 [-0,9; -0,6]* | -1,1[-1,2;-0,9]° -
[95% CI]
Mauuentu (%), nocturianu HbA ¢ 69 78 36
<7%
IIIII" (mmol/l)
W3x0mHO HUBO (CPETHO) 9,3 9,3 9,6
IIpomsiHa cipsiIMO U3XOAHOTO -2,1 -2,6 -1,1
HUBO Ha ceaMHIA 56
TenecHo Teryo (kg)
W3x0mHO HUBO (CPETHO) 89,9 89,2 89,3
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Cemarayrug Cemarayrug CurarymnTi
0,5 mg 1 mg H
100 mg
IIpomMsHa cipssMO U3XOHOTO -4,3 -6,1 -1,9
HUBO Ha ceaMHIA 56
Paznuka cripsiMo CUTarJIANITHH -2,3[-3,1;-1,6]* | -4,2 [-4,9; -3,5]° -
[95% CI]
2p < 0,0001 (2-cTpaHeH) 3a IPEBH3XOICTBO
82 90,0
- - 0,0 R e L 00
8,0+ 89,0
78 02 2 —~ N -0
7.6 - 5 04 B Deso Tt e 9
~ 74 F-06 o o — 120
S L S Z 87,0
< 55 08 3 5 87
- “10 o o F30
g 7,04 ' % g 86,0 ..
T 6,8 122 38 e g ————w-——-%~_ 43 L.40
66 -4 2 S 85,0
' B = L
6.4 16 & 28
’ L1s E 84,0
6.2 8 ° 61 60
6.0+ 20 g oL —
48 12 1 : ' ‘ | 0 4 8 1216 23 30 40 48 56
0 4 8 12 16 23 30 40 56 é‘

Bpeme ot pangoMusupaseTo (ceamuiia) Bpewme ot panziomusupaneto (cemuLia)

- - — Cemarnytua 0,5 mg —=— Cemariytun 1 mg
—%— CHuTaraunTuH

- —e - Cemarayrug 0,5 mg —s— Cemarrytun 1 mg
—*— CHUTarMnTHH

®urypa 1 Cpenna npomsina B HbA 1 (%) u TesiecHoTo Termio (kg) oT M3X0AHOTO HUBO A0 56-Ta
ceMHUIa

SUSTAIN 7 — Cemaznymud cnpamo 0yraznymuo, u 08ama nPoOVKma 8 KOMOUHAYUs ¢ Mem@POpMuH
B 40-ceqmuuno otkputo m3nutBane 1 201 nanmentn Ha MeTgopmuH ca panromusupanu 1:1:1:1
cboTBeTHO Ha cemarnytun 0,5 mg, nynarmytun 0,75 mg, cemarnytug 1 mg, unu aynarnytaa 1,5 mg
BEIHBX CEIMHUYHO.

WznurBaneto cpasusiBa 0,5 mg cemarnytun c 0,75 mg nynarmytua u 1 mg cemarmytug ¢ 1,5 mg
IyJarityTUA.

Haii-yectute HexxenaHu ChbOUTHS Ca CTOMAITHO-YPEBHUTE HAPYIIICHHUS M Ca HACTBHITHIIU MPH MOJO0HH
JISUTOBE TIAIIMEHTH, JIeKyBaHu c¢be cemaraytus 0,5 mg (129 manuentn [43%]), cemarnytun 1 mg (133
[44%]) u nynarmyTtun 1,5 mg (143 [48%]); mo-mMayiko ManyueHTy ca MOMyYHIN CTOMAITHO-IYPEBHU
Hapymenus ¢ gynariytan 0,75 mg (100 [33%)]).

Ha ceqmuna 40, moBumeHneTo Ha dyecToTaTa Ha ImyJca npu cemarnytus (0,5 mg u 1 mg) u
nynarnytan (0,75 mg u 1,5 mg) e 2,4; 4,0, u 1,6; 2,1, ynapa/min, ChOTBETHO.

Tabsmua 4 SUSTAIN 7: PesynaraTtu Ha ceqmuua 40

Cemaranyrua | Cemarayrun | Ayaarayrun | JAynarayrun
0,5 mg 1 mg 0,75 mg 1,5 mg

ITomrymanus Intent-to-Treat (ITT) (N) 301 300 299 299
HbA . (%)
M3x0mHO HUBO (CPETHO) 8,3 8,2 8,2 8,2
IIpomsiHa cipsiIMO U3XOAHOTO HUBO -15 -1,8 -1,1 -1,4
Ha cenmuna 40
Paznmka cripsiMo TynariTyTHA -0,4° -0,4° - -
[95% CI] [-0,6, -0,2]* [-0,6, -0,3]°
Mamuentn (%), nocturnaaun HbA ¢ 68 79 52 67
<7%
IIIII" (mmol/l)
W3x0mHO HUBO (CPETHO) 9,8 9.8 9,7 9,6
IIpomMsHa cipssMO U3XOAHOTO HUBO -2,2 -2,8 -1,9 -2,2
Ha cenmuna 40
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Cemarayrua | Cemarayrun | Ayaarayrun | JAynarayrun
0,5 mg 1 mg 0,75 mg 1,5mg

TenecHo Teryo (kg)
W3x0mHO HUBO (CPETHO) 96,4 95,5 95,6 93,4
[IpomsiHa cipsIMO U3XOAHOTO HUBO -4,6 -6,5 -2,3 -3,0
Ha ceamuna 40
Paznmka cripsiMo TynariTyTHI -2,3° -3,6° - -
[95% CI] [-3,0, -1,5] [-4,3, -2,8]

2p <0,0001 (2-cTpaHeH) 3a IPEBH3XOACTBO
6 cemarmytun 0,5 mg cnpsimo aynarmytug 0,75 mg
® cemarnytu 1 mg cripsamo aynarmytua 1,5 mg

8,4
824"
8,0
7,8
7,6
7,41
7,21
7,0
6,8

- 0,0
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Bpewme ot pargoMusupaHeTo (ceamuna)

=~ = Cemarnytun 0,5 mg —=— Cemarnytual mg
Hynarmytug 0,75 mg —=— Jynarnytug 1,5 mg
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Bpewme ot panmoMusupanero (ceamuia)

- -e- = Cemarnytun 0,5 mg —s=— Cemarumytun 1 mg

Hynarnytun 0,75 mg

Jynarmyrun 1,5 mg

®urypa 2 Cpenna npomsina B HbAc (%) u TesecHoro Terio (kg) oT U3X0AHOTO HUBO 10

ceqmuna 40

SUSTAIN 3 — Cemaznymuo cnpsamo exzenamuod ER, u 0sama npooykma 6 KomoOunayus ¢ Mmem@opmun

UU MEMDOPMUH CHC CYADOHUTYDEUHU NPOU3E0OHU

B 56-ceqmuuno oTKpuTO M3nKUTBaHe 813 manmeHTH, npreMainy camo MeTgopmut (49%), meThopmMuH
cbe cyndonmTypeitau nponzBoaau (45%) umu npyro (6%), ca pangoMu3upanu Ha cemartyTia 1 mg

i ex3eHaTux ER 2 mg BeaHBXK CeAMUTHO.

Tabsmna 5 SUSTAIN 3: Pesynratu Ha ceqxmuna 56

CemarayTtua Exzenatua ER
1 mg 2 mg
[onmynanus Intent-to-Treat (ITT) (N) 404 405
HbA . (%)
M3x01H0 HUBO (CPEITHO) 8,4 8,3
IIpomsHA CIPSIMO U3XOHOTO HUBO -15 -0,9
Ha ceaMuIa 56
Paznuxka copsimo ek3eHatun [95% -0,6 [-0,8; -0,4]° -
CI]
Maunentn (%), nocrurnanu HbAic < 7% 67 40
MIIT (mmol/l)
W3x0mHO HUBO (CpeTHO) 10,6 10,4
[IpomMsHa cipsiMO M3XOHOTO HUBO -2,8 -2,0
Ha cenMuIa 56
TenecHo Teryo (kg)
W3x0mHO HUBO (CPETHO) 96,2 95,4
IIpoMsHa cipssMO U3XOAHOTO HUBO -5,6 -1,9
Ha cenMuIa 56
Paznuka cripamo exzeHatun [95% -3,8 [-4,6; -3,0]° -
CI]

2p < 0,0001 (2-cTpaHeH) 3a IPEBH3XOICTBO

16




SUSTAIN 4 — Cemaznymuod cnpsamo UHCYIUH 2AAPICUH, U 08ama NpoOVKma 6 kombunauus ¢ 1-2

NepopaIHU_ aHMuUOUademuy 1eKapCcmeeH npoo0YKmu_(Mem@opyMur uiu Mem@opmun u

CYAhOHUNY DU NPOU3E00HU)

B 30-cenMuuHO OTKPUTO M3MHUTBAHE ChC CpaBHUTEICH MpoayKT 1 089 mammeHTH ca paHIOMU3UPaHU

Ha cemarnytua 0,5 mg BeIHBK CeIMUYHO, ceMarayTH 1 mg BeAHBX CSAMUYHO UIIH UHCYJIUH

TJIApXKHH BEAHBK JHEBHO NpH (poHOBa Tepamnus ¢ MmetdhopmuH (48%) munu MeTOpMuH 1

cyadoHmTypeinu npou3Boau (51%).

Tabsmma 6 SUSTAIN 4: PesyaraTtu Ha ceqmuna 30

Cemarayrug Cemarayrug HNucynun
0,5 mg 1 mg TJIAP’KUH
ITomrymanms Intent-to-Treat (ITT) (N) 362 360 360
HbA ;. (%)
W3x0mHO HUBO (CpeTHO) 8,1 8,2 8,1
[IpoMsiHa CIPSMO M3XOIHOTO HUBO Ha -1,2 -1,6 -0,8
ceamuma 30
Paznuka copsimo uHcynuH rnapxul [95% -0,4[-0,5;-0,2]1* | -0,8 [-1,0; -0,7]* -
CI]
Maunentn (%), nocrurnaau HbAic < 7% 57 73 38
IIIII" (mmol/l)
M3x01H0 HUBO (CPEITHO) 9,6 9,9 9,7
IIpoMsHa cipssMO U3XOHOTO HUBO Ha -2,0 -2,7 -2,1
ceamuna 30
TenecHo Teruo (kg)
M3x01H0 HUBO (CPEITHO) 93,7 94,0 92,6
IIpomMsHa cipssMO U3XOHOTO HUBO Ha -3,5 -5,2 +1,2
ceamuna 30
Paznuka cripsmMo wHCYNIHH TIapxuH [95% -4,6 [-5,3; -4,0]* | -6,34 [-7.,0; -5,7]* -
CI]

2p < 0,0001 (2-cTpaHeH) 3a IPEBH3XOICTBO

SUSTAIN 5 — Cemaznymuo cnpsamo niauebo, u 06ama npooyKma 6 KOMOunayust ¢ 6a3aien UHCYIUH

B 30-ceamMuuHO, IBOHHO-CIIAIO, I11a11e00-KOHTPOJINPAHO M3NUTBaHEe 397 HEMOAXOASIIIO
KOHTPOJIUPaHu ¢ 0a3aJicH HHCYJIMH ChC WK 0€3 MeT(OPMUH MAIMEHTH Ca PaHIOMU3UPAHH Ha
cemarnytug 0,5 mg BeAHBXK CeMUYHO, ceMarayTUa 1 mg BeTHBK CEIMUYHO WK TLIAIe0o0.

Tabauna 7 SUSTAIN 5: Pe3yaraTu Ha ceqmuna 30

CemarnyTtujg CemarnyTtujg Il1anedo
0,5 mg 1 mg
ITomrymanus Intent-to-Treat (ITT) (N) 132 131 133
HbA . (%)
W3x0mHO HUBO (CPETHO) 8,4 8,3 8,4
IIpomMsHa cipssMO U3XOHOTO -1,4 -1,8 -0,1
HUBO Ha cenmuiia 30
Paznuka crpsimo mare6o [95% -1,4 [-1,6; -1,1]* -1,8 [-2,0; -1,5]* -
CI]
Mauuentu (%), nocturianu HbA ¢ 61 79 11
<7%
IIIII" (mmol/l)
W3x0mHO HUBO (CPETHO) 8,9 8,5 8,6
IIpomMsHa cipssMO U3XOHOTO -1,6 -2,4 -0,5
HUBO Ha cenmuiia 30
TenecHo Teryo (kg)
W3x0mHO HUBO (CPETHO) 92,7 92,5 89,9
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Cemarayrug Cemaraytug Il1ane6o
0,5 mg 1 mg
IIpomsHA CIPSIMO U3XOTHOTO -3,7 -6,4 -1,4
HUBO Ha ceamuna 30
Paznuka cripsimo mane6o [95% -2,3[-3,3; -1,3]° -5,1[-6,1; -4,0]° -
CI]

2p < 0,0001 (2-cTpaHeH) 3a IPEBH3XOICTBO

SUSTAIN FORTE — Cemaenymud 2 mg cnpamo cemaziaymud I mg

B 40-ceamuunO, IBOHHO-CIIANO M3NKUTBaHe 961 mauueHTH, HeAOCTaTHYHO 100pe KOHTPOIUPAHH C
MeT(HOPMHUH Che WK 0€3 Cyl(OHIITYypeliHE IPON3BOIHH, Ca PAHAOMU3UPAHN HA CEMarIyTua 2 mg
BEHBK CEIMUYHO WIN CEMArIyTHA | mg BEAHBXK CEAMUYHO.

JleuenneTo cbc ceMarmyTHl 2 M BOJIU JI0 CTATHCTHYECKO PEBB3XOJCTBO B MOHMKEHUETO HA HbA 1.
cnen 40-ceIMUYHO JICUCHHE B CpaBHEHUE ChC ceMariayTua 1 mg.

Tabauua 8§ SUSTAIN FORTE: Pe3yaraTu Ha ceqmuna 40

CemarayTtua CemarnyTun
1 mg 2mg
[omynanus Intent-to-Treat (ITT) (N) 481 480
HbA . (%)
W3x01HO HUBO (CPEIHO) 8,8 8,9
IIpoMsiHa CpsSMO M3XOIHOTO HHUBO -1,9 -2,2
Ha ceamuiia 40
Paznuka crpsimo cemarnytun 1 mg - -0,2 [-0,4; -0,1]*
[95% CI]
Mauuentn (%), nocrurnanu HbAc <7% 58 68
MHIIT (mmol/l)
W3x0mHO HUBO (CpeTHO) 10,9 10,7
IIpomsHA CIPSIMO U3XOHOTO HUBO -3,1 -3,4
Ha cenmuna 40
Tenecno Teruo (kg)
W3xomHO0 HUBO (CpeTHO) 98,6 100,1
[IpomsiHa cipsIMO U3XOAHOTO HUBO -6,0 -6.9
Ha cenmuna 40
Paznuka cpsimo cemarmyTua 1 mg -0,9 [-1,7; -0,2]°
[95% CI]

2p<0,001 (2-cTpaHeH) 3a IPEBB3XOACTBO
p<0,05 (2-cTpaHeH) 3a HPEBB3XOACTBO

SUSTAIN 9 — Cemaznymuo cnpamo niayebo kamo 0onvanenue kom unxubumop na SGLT2 £
Mmem@opmMun Ui CyiIpOHUTYPEUHU NPOU3EOOHU

B 30-ceaMuyHO, IBOHHO-CIIAIO, I1a1e00-KOHTPOJNPaHo u3nuTBane 302 marueHTH, HEMmoAX 010
KOHTposnpanu ¢ HHXuouTop Ha SGLT2 c¢be uau 6e3 MeTPOPMUH WK CyIHOHHIYPEHHH TPOU3BOIHH,
ca paHJOMU3UpaHu Ha ceMariyTus 1,0 mg BeIHBXK CEIMUYHO WITH Iare0o.

Taboauna 9 SUSTAIN 9: PesyaraTu Ha ceqmuna 30

CemarayTtun Ilnanedo
1 mg
[omynanus Intent-to-Treat (ITT) (N) 151 151
HbA 1 (%)
W3x01HO HUBO (CPEIHO) 8,0 8,1
IIpoMsHa cipssMO U3XOAHOTO HUBO -1,5 -0,1
Ha ceamuiia 30
Paznuka cpsamo miane6o [95% CI] -141[-1,6;-12]° -
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CemaranyTtug Il1anedo
1 mg
Maunentn (%), nocrurnanu HbAic < 7% 78,7 18,7
FPG (mmol/L)
W3x0mHO HUBO (CpeTHO) 9,1 8,9
IIpoMsiHa CHpsSMO M3XOIHOTO HHUBO -2,2 0,0
Ha ceammura 30
Tenecno Teruo (kg)
W3x0mHO HUBO (CpeTHO) 89,6 93,8
IIpomsiHa cipsiIMO U3XOAHOTO HUBO -4,7 -0,9
Ha ceammuta 30
Paznuka cnpsmo mane6o [95% CI] -3,8[-4,7;-2,9]* -

2p < 0,0001 (2-cTpaneH) 3a MPEeBBH3XOICTBO, KOPUTHPAH 32 MHOKECTBEHOCT Bh3 OCHOBA Ha HepapXUIHO TECTBAHE
Ha croifHOocTTa Ha HDALC 1 TenecHoTO Terio

SUSTAIN-11 — Cemaznymuo cnpamo uHCyIuH dcnapm Kamo 0onbvieauid mepanis KoM UHCYIUH
2napocun + memgopmun

B 52-cenmuunHo oTkpuTO M3NMUTBaHE 1 748 yUaCTHHIIM C HE3aIOBOJUTEITHO KOHTPOJIUPAH 3aXapeH
nmuabet tun 2 ciey 12-ceqMUYeH epro/] Ha BbBEXKIaHEe HA MHCYJIMH TIIapKUH U MeT(HOPMUH ca
paHgoMH3upaHu B choTHOomeHne 1:1 na momydaBat win ceMariayTH.l BeTHBXK ceamudro (0,5 Mg wim
1,0 mQ), wiu WHCYJIMH acmapT TPH BT JHEBHO. BKITIOYeHATa TOITyIAIs € ChC CPellHA
MPOABIDKUTENHOCT Ha Anadeta 13,4 rogunu u cpeana croiinocT Ha HbAsc 8,6%, npu mpunenen HbA ¢
6,5-7,5%.

JleuenneTo cbe ceMarayTHI BoAu 10 HamansBaHe Ha HbAic Ha cenmuna 52 (-1,5% npu cemarnytug
cupsamo -1,2% npu UHCYIHH acnapT).

TexXKuTE XUIMOTITUKEMUYHH SIU30/IU B IBETE paMeHa Ha JICUeHHUE ca MaJIko Ha Opoii (4 emm3ona mpu
CeMariyTUA CIpsIMO 7 enu30/1a Py MHCYJIHH aciapT).

CpenHoTO TeNecHO TEerjIo Ha U3XO0AHO HUBO HaMaisBa npHu cemarnyTun (-4,1 kg) u ce moBumasa npu
uHCYNMH acnapt (+2,8 kg), kato nzuncienara pasnuka B jedenueTo e -6,99 kg (95% CI -7,41 no -
6,57) Ha ceqmuia 52.

Kombunayus cvc cyrgonunypetinu npousso0nu Kamo MOHOmMepanus.

B SUSTAIN 6 (Bx. moarouka ,,ChpedHOCHA0BO 3a00msiBane’) 123 manueHT! Ha H3X0HOTO HUBO
npuemar cyJaQoHIITYpeHHU MPOU3BOIHY KaTo MoHOTepanus. HbAic Ha n3xoqHO0TO HEBO € 8,2%, 8,4%
u 8,4% cpoTBeTHO 3a cemarmytun 0,5 mg, cemarmyTun 1 mg u mare6o. Ha cemvuria 30 mpomMsiHaTa B
HbAjce -1,6%, -1,5% u 0,1% chotBeTHO 3a cemarnytua 0,5 mg, cemarnytun 1 mg u miame6o.

Kombunayus ¢ npedsapumenno cmecen uncyaun + 1 — 2 OAD

B SUSTAIN 6 (Bx. noaTouka ,,CbpAeuHOCHA0BO 3a00saBane ) 867 MAllMEHTH HA U3XOTHOTO HUBO
MpUeMar npeaBapuTEIHO cMeceH HHCYNHH (che uian 0e3 OAD). HbA 1 Ha uzxomHoto HUBO ¢ 8,8%,
8,9% u 8,9% cpoTtBeTHO 3a cemartyTun 0,5 mg, cemarnmytun 1 mg u mnane6o. Ha cenmura 30
npomsiaata B HbAice -1,3%, -1,8% u -0,4% cpoTtBeTHO 3a cemarnmytun 0,5 mg, cemarinytun 1 mg u
rame6o.

Cvpdeunocvb0080 3abonseate

B 104-cenmuuno aBoitHo-cisano nznursane (SUSTAIN 6) 3 297 nauueHTH cbe 3axapeH nuadeT tun 2
M BHCOK CHPJICYHOCHIOB PUCK ca paHIOMU3UpaHu Ha ceMarnytun 0,5 mg BETHEXK CEMUTHO,
ceMariayTua 1 mg BeIHBK CEIMUYHO MIIM CHOTBETHO IIAIE00 B IOTBIHEHUE KbM CTaHIAPTHUTE
TPYXU, TIPOCIIE/IIBAHU TT0-HATATHK B MPOIbIDKeHUE Ha 2 Tofauan. O0mo 98% ot nareHTuTe
3aBBPIIBAT U3IUTBAHETO, & KU3HEHHAT CTATyC B Kpas Ha M3MUTBAHETO € u3BecTeH 3a 99,6% ot
MAIUeHTHTE.
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[Momynanusra B M3MUTBAHETO CE pas3npeielis o Bb3pact: 1 598 nanumentu (48,5%) > 65 roauny,
321 (9,7%) > 75 roguan u 20 (0,6%) > 85 roxunan. 2 358 nanueHTH ca 6e3 Win ¢ JeKo OOpedHO
yBpexnaane, 832 — ¢ ymepeno u 107 — ¢ Texxko ObOpeYHO yBpexkaaHe WK C TepMUHaIHa ObOpedHa
HEJIOCTATHYHOCT. 61% ca MbiKe, cpeaHaTa Bb3pacT € 65 roaunu, a cpennust UTM e 33 kg/m?.
CpennaTa IpoXbHKUTEITHOCT Ha muadeTa € 13,9 roguam.

H’LpBI/I‘-IHaTa KpaﬁHa TOYKa € BPEMETO OT PAHAOMU3BUPAHCTO OO0 IMbpBATa IMOSABA HA I'OJIAMO HCKCJIaHO

cbpaeuHocha0Bo chouTHe (MACE): chbpAeuHOCHI0BA CMBPT, HeaTaleH MUOKApACH HHPAPKT WU
HedarameH HHCYIT.

OOmumsaT O6poit Ha ciyyauTe, OTHACSIIY ce KbM IIbpBUYHATa cheTaBHa KpaiiHa Touka MACE e 254,
cboTBeTHO 108 (6,6%) B rpynara cbe cemariaytua u 146 (8,9%) B rpynara c miane6o. Buwkre durypa
4 3a pe3ynTaTH OTHOCHO IbPBUYHHUTE U BTOPUYHHUTE ChPJCUYHOCHIOBH KpaiiHu TOUkH. JleueHneTo cbe
ceMariyTua BOJIM JI0 MOHMKaBaHe ¢ 26% Ha prcKa B IbPBUYHHS ChCTABEH PE3yNTaT CMBPT IO
CBP/ICYHOCHIOBHU NMPUUYNHH, HedaTaleH MUOKap/ieH HHPAPKT Wik HedaraneH HHCYIT. OOmusT Opoit
ChPJCUYHOCHIOBH CMBPTHH CIy4aH, HedaTalleH MHOKapIeH HHPAPKT U HedaTaIeH HHCYIT €
cpoTBeTHO 90, 111 u 71, crotBeTHO 44 (2,7%), 47 (2,9%) 1 27 (1,6%) B rpynara cbc ceMariayTh
(purypa 4). [TonmxkaBaHeTo Ha PUCKA B TbPBUYHHUS ChCTABEH PE3YJTAT CE JBKH OCHOBHO HA CIa]| B
yectoTuTe Ha HeataneH uHcyaT (39%) u HedaTareH MmuokapaeH uHdpapkt (26%) (burypa 3).
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®durypa 3 lmarpama Ha Kaplan-Meier 3a BpeMeTo 10 mbpBaTa NMosiBa HA CHCTABHHUSA Pe3yJTar:
ChP/IEYHOCHI0BA CMBPT, HehaTaleH MUOKAap/ieH HHGAPKT Wiu HedaTajieH HHCYJIT
(SUSTAIN 6)

OTtHocHuTe/IeH Cemarayrua Ilnanedo

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 Ha MACE
0,98 44 46
CBbp/Ie4HOCH/I0Ba CMBPT (0,65-1,48) @0 (2,8)
0,61 27 44
Hedaranen nncynt (0,38-0,99) (1.6) 2.7
Hecaranen muokapaeH nHbapKT 0,74 A 64
P P (0,51-1,08) (2,9 (39)
Jpyru BTOpHYHH KpaiiHu mean
1,05 62 60
CMBPT 10 KaKBaTO U 1A € IPUIHHA (0,74-1,50) (3.8) (3,6)
0,2 1 5
B nou3a na Cemarirytua B noJ3a Ha niaane6o

®urypa 4: /Ilmarpama Ha Forest: anaIn3n Ha BpeMeTo 10 ITbPBaTa N0SBa HA CbCTABHUS
pe3yaTaTt, HeroBUTe KOMIIOHEHTH U CMBPT M0 KakBaTo u Aa e npuunHa (SUSTAIN 6)

Nma 158 cpOuTHA, CBBp3aHU C HOBA WK BiiomaBamia ce Hedponatusi. OTHOCUTENHUAT puck [95% CI]
OTHOCHO BPEMETO JI0 MosiBa Ha Hedponartus (HOBONOSBHIIA €, IEPCUCTHPAIIa MAKPOATOYMUHYPHS,
JBYKPaTHO YBEJIUYEH CEPYMEH KPEaTHHUH 32 MPOJIBIDKUTENICH TIePHO/I, HEOOXOAUMOCT OT
MPOJBIDKUTETHA ObOPEeUHO-3aMEeCTUTETHA TEPAINUS U CMBPT MOopaan 0bOpeuHo 3a00sBaHe) €

0,64 [0,46; 0,88] 1 e 3a cMeTKa Ha HOBOTIOSIBUJIA C€, TIEPCUCTHPAIIA MAKPOATOYMHHYPHSL.

B 52-cenvuuno nBo#inocismno unurane (STRIDE, NCT04560998) 792 manuentu ¢ aurabdet tam 2
(AT2) u nepudepna aprepuanna 6onect (IIAB) c unTepmurenTHa Knayaukanus Ha Fontaine

cranuii Ila ca paHIOMH3UpaHU WK HAa CeMariayTy 1 mg BeIHBK CEAMUYHO, MJIK Ha T1anedo B
JOMBJIHEHHE KbM CTAaHAAPTHOTO JiedeHue. [[ppBuUHaTa KpaifHa ToUKa € IPOMsIHA B MAKCUMAaTHOTO
M3MUHATO Pa3CTOSHUE TPHU TECT C C TIOCTOSIHHO HATOBapBaHE Ha OATaina mbTeKa OT U3XOAHOTO HUBO
1o cenmuna 52. [ToTBbpAUTETHITE BTOPUYHN KPAiHA TOYKH ca MPOMSIHA B CKOpa 1o BrnpocHmKa 3a
KaueCTBO Ha JKHMBOT, CBbP3aHO ChC ChIOBH 3a0oisaBanusi-6 (Vascular Quality of Life Questionnaire-6,
VascuQoL-6) oT ©3X0AHOTO HUBO 0 CEAMHUIIA 52 M MPOMSHA B U3MHHATOTO Pa3CTOsIHUE 0e3 OoJiKa OT
M3XOJTHOTO HHUBO JI0 ceamuiia 52. VascuQoL-6 e BhIIPOCHHK, KOWTO BKITFOYBA JIOMEHHUTE OOJIKa,
COLIMAJTHO M €MOIIMOHAIHO Bb3/IEHCTBUE U OTpaHUYEHHS Ha akTUBHOCTTa. CKOPBT Bapupa oT 6 10 24,
KaTo MO-BUCOKUTE CKOPOBE MOKA3BAT MO-100p0 37paBOCIOBHO cheTostHUE. CpeHaTa Bh3pacT Ha
npoy4BaHaTa nomynauus € 67 ronuny, a 75,4% ot nauuenture ca Mbxe. Cpennuar UTM e

29,6 kg/m?, a cpennaTa Npoab/IKUTENHOCT Ha auabeta € 13,3 roaunu.

B STRIDE neuyenueto cbe cemarayTun | mg BeAHBK CEAMUYHO BOAU IO CTATUCTUYCCKU 3HAYUMO
moio0peHe Ha pe3yNTaTUuTe 32 (PYHKIMOHATHHS KamauTeT (MaKCUMAITHO H3MHHATO Pa3CTOSHUE,
M3MHHATO pa3cTosHue 6e3 00IKa) U MaMeHTHT ChOOIaBa 3a CHMIITOMH U ITOBIIUSBAaHE Ha
MHTEPMUTEHTHA KJiayauKaius (o0mr pesynraT nmo VascuQol-6) Ha ceamuiia 52 B CpaBHEHUE C
iare6o. OTHOCUTENHOTO Mogo0peHue oT 13% mpencrasisBa MearaHaTa Ha MPOMSHATA B
MaKCUMAaJTHOTO M3MHHATO pa3cTOsHKUE OT 26 MeTpa Ha Osraiia mbTeka ¢ MOCTOSHHO HaToBapBaHe [ 12
—41] 95% CI (Tabauma 10).
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Taoauna 10: Pe3yaratu 3a QyHKIIMOHAJIHUS KanalUTeT U 0011 ckop mo VascuQoL-6 ot
STRIDE

[lomynanus Intent-to-Treat® Ozempic IInane6o
N =396 N =396

MakcHMaTHO H3BMHHATO pa3cTosinue (MeTpH)

Ceamuna 52
HUsxomuo HuBo® (Meanana) 184,50 185,75
CpOTHOIIIEHHE KBEM MeIUaHaTa Ha U3XO0JHOTO HUBO 1,21 1,08
CrotHomrenue B neyenneto (HL Onenka) [95% CIJ® 1,13 [1,056; 1,211]*
[Marmuentn (%), MOCTUTHATY 3HAYMMA TIPOMSIHA TTPH 49,1 35,1

OITpEICIICH NANEHT"

HM3mMuHaTo pascrosiHue 6e3 6oka (MeTpu), ceaMuia 52

W3xoaH0 HUBO® (MeraHa) 119,00 109,00

CpOTHOIIIEHHE KbM MeJHaHaTa Ha M3XO0JHOTO HHBO 1,21 1,10

CrotHomrenue B neyenneto (HL Onenka) [95% CIJ* 1,11[1,033;1,197]*
061 ckop mo VascuQol-6, cenmuma 52

H3xoaHo HUBO (MeauaHa) 15,0 15,0

IIpomsiHa cipsiMO MeuaHaTa Ha U3XOJHOTO HUBO 2,0 1,0

Paznuka B neuenunero (HL Ouenka) [95% CI]® 1,00 [0,478; 1,518]*

HL = ouenka nmo Hodges-Lehmann 3a mpoMsiHa Ha MECTOMOJIOKEHUETO (MeIMaHa Ha BCUYKHU BOMKH Pa3InKH MKy
cemarnytua U miane6o); CI = noBepureneH HHTEpBaJl.

2 [TomynauusTa Intent-to-Treat BKItouBa BCHUKM paHAOMU3HMPAHU NalyeHTy. JIuncpamure 1aHHK Ha ceqMuna 52 nopagu
CMBPT WK PU3UYECcKa HEBB3MOXKHOCT 32 M3BBPIIBAHE HA OLCHKH Ha Osramara mpTeka ca 00pabOTeHH ¢ MOMOIITA Ha
KOMITIO3HTHA cTparerys. JINcBaImuTe JaHHY IPH IOCEIIEHUSTA CIIe H3XO0JHOTO HUBO 110 PYTH NIPUYHHA Ca UMITyTHPAHH C
TIOMOIITa Ha MHOXECTBO MPHUITMCAHA CTOWHOCTH B paMKUTE Ha TPYIIH, OIpeIeTIeHH CIIPIMO PaHJOMHU3UPAHOTO JICUCHUE U
CTaTyC Ha 3aBBpIIBaHe Ha ceaMuna 52.

% MI3X0IHOTO HUBO € OTPEJIENIEHO KATO CPEIHA CTOWHOCT Ha N3MEPBAHUATA HA M3MUHATOTO PA3CTOSTHUE, HATIPABECHH MIPU
MOCELICHUETO Ha U3XOJHOTO HUBO (cenmuiia 0).

95% CI ca uzuucnenn upe3 merona Ha Hodges-Lehmann.

* p <0,05 (aBycTpaHHa CTOWHOCT) 3a IIPEBB3XOACTBO Ha CEMArIyTH]] CIPSIMO ILIane6o, ModydeHa Ype3 PAHTOB TECT Ha
Wilcoxon (Wilcoxon-rank sum test), Kopurupa 3a MHO)XECTBEHOCT.

" 3HauMMara IpoMsHa IIPH ONpesieIeH MalUeHT B MAKCHMATHOTO U3MHHATO Pa3CTOSHIE HAa CeIMHMIIa 52 ce ompeerns KaTo
nogobpenwue ot noxe 1,2 (20%) cpsMo U3XOTHOTO H3MHHATO pa3CcTosiHUE. Te3H OLEHKH ca MOIydeHH dpes3 ,,anchor-based*
aHanm3, Bb3 OCHOBA Ha mogoOpenue B 1 xareropus mo ckanata PGI-S (Patient Global Impression of Severity). bunapaara
KpaifHa ToUYKa € aHaIM3UpaHa dpe3 JIOTHCTUYCH PErpeCHOHEeH MOJIEN C PaHIOMH3UPAHO JIeYeHHe KaTo GukcupaH daxrop.

Pezynmamu no omnowenue Ha 6vbpeyume

B aBoitHOCHIATIO M3NUTBaHE 3a pe3ynTaTy o otHoueHue Ha 0bOpennte (FLOW) 3 533 manuenTtu cbe
3axapeH JuabeT THII 2 ¥ XpOHHYHO 6b6peuno 3abomssane ¢ eGFR 50-75 ml/min/1,73 m? u UACR
>300 u <5 000 mg/g, uam eGFR 25-<50 ml/min/1,73 m? u UACR ot >100 u <5 000 mg/g ca
pPaHIOMU3MPAHN WIX Ha ceMarmyTu] 1 mg BeIHBX CEAMUYHO, MJIM HA ChOTBETCTBAIIIO TIAIeto B
JOITBJTHEHUE KbM CTaHAAPTHOTO JICUCHHE.

[IpoyuBaneTo € cpsHO paHo BBB BpB3Ka ¢ ehUKACHOCTTA CIIe/I IUTAaHUPAHHUS MEXINHEH aHaJIN3 Bb3
OCHOBA Ha IpernopbKa Ha HezapucuMusI KomuteT 3a Habmonenre Ha ganauTte (Data Monitoring
Committee). CpegHoTo BpeMme Ha npocnesaBane € 40,9 mecena.

Cpennata Bb3pacT Ha momyJianusira € 66,6 ronunu, kato 69,7% ca mbxe. Cpenuuar uzxoaen UTM e
32,0 kg/m?2. CpenHaTa IpOIBIKUTEIHOCT HA IMa0eTa Ha M3XOIHO HUBO € 17,4 TONUHY, a CPETHUAT
usxoned HbAyc e 7,8% (61,5 mmol/mol). Cpeanara uzxoana eGFR e 47 ml/min/1,73 m?, a cpeqnara
UACR e 568 mg/g. Ha nuzxoanoto HuBO 0K0710 95% 0T mauueHTuTe ca OWi JIeKyBaH! C HHXUOUTOPH
Ha peHWH-aHTHOTEeH3NH-aNI0CTepoHoOBaTa cuctemMa u 16% c maxuburopu Ha SGLT2.

CemarnyTuj NpeBb3X0XK/1a Mmianedo, B JOMBIHEHHE KbM CTAHAAPTHOTO JICUCHHUE, 33 TIPEAOTBpATIBAHE
Ha TbPBUYHUA CHCTABEH PE3yiTaT — nepcuctupaiia >50% penykius Ha eGFR, nossa Ha
nepcuctupama eGFR <15 ml/min/1,73 m?, 3anouBane Ha ABATOCPOYHA OBOPEYHA 3aMECTHUTEIHA
Tepanus, ObOpeYHa CMBPT WM ChPACYHOCHA0BA CMBPT, ¢ KoedumueHT Ha puck 0,76 [0,66; 0,88]osy c1,
CHOTBETCTBAIIl HA HAMAJICHUE Ha OTHOCUTEITHUS PUCK TPU IpOTpecHst Ha ObOPEYHOTO 3a00IIABaHE C
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24% (Bx. @urypa 5). UHIuBUAYyaTHUTE KOMIIOHEHTH Ha TFPBUYHUS ChCTABEH PE3YNTAT NOTPUHACIT
3a JledeOHms ePeKT, HO ca HACTBIIFIINA HAKOJIKO CIIydas Ha 0p0pedHa cMbpT (Bk. Durypa 6).
CeMariryTuj| MoKa3Ba MpeBbh3X0ACTBO CIPSAMO IIIanedo, B JOMBIHCHHE KbM CTAHIAPTHOTO JICYCHUE,
P HaMaJIsIBaHE Ha TOJIUIIIHATA CKOPOCT Ha npomMsiHa B €GFR ¢ u3uncieHa pas3ivka B I€USHUCTO
1,16 (ml/min/1,73 m%roguna) [0,86; 1,47]9svc1. JledeHHETO ChC ceMarIyTH L ToA0OpsBa 00maTa
MPEXHUBSIEMOCT ChC 3HAYUTEITHO HaMallsiBaHe HA CMBPTHOCTTA 10 KAKBATO U JIa € IPUIHHA (BXK.
durypa 6).

HR: 0,76
95% CI 0,66 — 0,88]

[aumenTn cbe croutne (%)

Bpoii yyacTHUIIM B PUCK
CemariryTuj

Inauedo

Bpeme ot pangoMu3upaHeTo (Meceru)

CemariyTuj IMnanedo
®urypa 5 O®yHKuMs Ha KyMYJATHBHATA YeCTOTA HA BPeMeTo 10 IbPBaTa MosiBa HA TbPBUYHMS
ChCTaBeH Pe3yJITAT: HA4aJI0 HAa mepcucTUpamo >50% namanenne Ha eGFR, Hauano Ha
nepcuctupam eGFR <15 ml/min/1,73 M2, 3anouBane Ha XxpOHH4HA OHOPEYHA 3aMeCTHTEIHA
Tepanus, 0b0peYHa CMBPT WM ChbpAedHOCHA0BAa cMBPT (FLOW)

bpob crouTHs/

AHAJIM3UPAaHHU YyIaCTHULN

HR [95% CI] (Sema 1,0 mg; ITnane6o)
[TbpBuYHA KpaiiHa TOYKA I-.-l 0,76 [0,66; 0,88] 331/1 767, 410/1 766
TMepcncrnpama >=50% peykuns na eGFR - 0,73 [0,59; 0,89] 165/1 766; 213/1 766
Tepcucrupama eGFR<15 |—v—-| 0,80 [0,61; 1,06] 92/1767; 110/1 766
BbOpeuna 3aMecTHTeNHA Tepanis —-H 0,84 [0,63; 1,12] 87/1 767; 100/1 766
BB6pedna cMBpT | | 0,97 [0,27; 3,49] 5/1767; 5/1 766
ChP/IEYHOCHI0BA CMBPT o 0,71 [0,56; 0,89] 123/1 767; 169/1 766
MACE I—'—' 0,82 [0,68; 0,98] 212/1 767, 254/1 766
Hedaranen MmuokapzieH HHpapKT I—!—-l 0,80 [0,55; 1,15] 52/1767; 64/1 766
Hedaranen nHcynt H—— 1,22 [0,84; 1,77] 63/1767; 51/1 766
CBpAedHOCHI0BA CMBPT |—'—| 0,71 [0,56; 0,89] 123/1767; 169/1 766
CMBPT 10 KaKBaTO U JIa € NPHYMHA |—'-| 0,80 [0,67; 0,95] 227/1767; 279/1 766
B nonsa na B nonza va

Sema 1,0 mg ITnane6o

1 I I 1

0,2 0,5 1 2 5

®urypa 6 Inarpama Ha Forest: aHaIu3u Ha BpeMeTO 10 TbPBATa NMOSIBA HA MbPBUYHHS
ChCTABEH Pe3yJITAT U HErOBUTE KOMIIOHEHTH, IbpBa nosiea Ha MACE u HeroBute KOMIIOHEHTH
H CMBPT 10 KakBaTo U aa e npuunHa (FLOW)

Tenecno meano

Crnen egHa rofiiHA Ha JIEYSHUE Ce MTOCTHTa 3aryda Ha TersoTo ¢ > 5% u ¢ > 10% mnpu mosede
ydacTHUIM, puemanty cemarmytus 0,5 mg (46% u 13%) u 1 mg (52-62% u 21-24%), B cpaBHEeHuE C
AKTHUBHUTE CPaBHUTEIHH NMPoayKTH cutarnuntul (18% u 3%) u exzenarug ER (17% u 4%).
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B 40-cenMryHOTO M3NMKUTBaHE CIPSAMO TyJAridyTHA Ce IOCTUra 3aryda Ha TersinoTo ¢ >5% u >10% npu
MoBeue yyacTHHIH, npuemaiiy cemarmyTan 0,5 mg (44% u 14%) B cpaBHenue ¢ gynarmytun 0,75 mg
(23% u 3%) u cemarnytua 1 mg (10 63% u 27%) B cpaBHeHue ¢ gynarnytua 1,5 mg (30% u 8%).

HaGumonaBa ce 3Ha4MMO | TpaiiHO HaMaJIsIBaHE Ha TEJIICCHOTO TETJIO OT M3XOIXHOTO HUBO JI0 CEIMHMIIA
104 mpu cemarnytun 0,5 mg u 1 mg crnpsimo miane6o 0,5 mg v 1 mg B 10IbJIHSHHE KbM
crangapTauTe rpwxku (-3,6 kg u -4,9 kg cnpamo -0,7 kg u -0,5 kg, ceorBetHO) B SUSTAIN 6.

B m3nurBaneTo FLOW 3a pe3yiratu 1o oTHOIIEHHE Ha ObOpenuTe JISYSeHUETO ChC ceMarayTu 1 mg
BOJIM 10 TpallHO HaMaJsIBaHEe Ha TEJIECHOTO Terio Ha ceamuua 104 crpsiMo mianedo, B AOIbIHEHHE
KbM CTaHZApTHOTO Jiedenue (-5,6 kg 3a cemarnmytua u 1,4 kg 3a muane6o).

Kpweno nanscane

HaGmoaBa ce 3HaYMMO MOHMKEHHUE HA CHCTOJIMYHOTO KPHBHO HAIATAHE MIPH U3IT0JI3BAHE HA
cemariaytua 0,5 mg (3,5-5,1 mmHg) u 1 mg (5,4-7,3 mmHg) B koMOuHAIHS ¢ IEpOpaTHH
aHTHINA0ETHH JIEKapCTBEHN NIPOAYKTH WK Oa3asieH HHCYNIWH. [Ipu IacToIHOTO KPHBHO HAJIATaHE
HsIMa 3HAYUMU PA3IIUKHA MEX]Ty CEMarilyTU] H CPABHUTEITHUTE poayKTH. HabmonaBanure
MOHW)KEHUS Ha CHCTOJIMYHOTO KPBBHO HaJsIraHe Mpu ceMarnytun 2 mg u 1 mg va ceqmuna 40 ca
cpoTBeTHO 5,3 mmHg 1 4,5 mmHg.

HCZ[I/IaTDI/I‘lHa omyJjanusa

EBpomneiickaTta areHmus 1o JeKapcTBaTa oTjiara 3a{bJDKEHHETO 3a MPEAOCTaBIHE HA PE3YITaTUTE OT
nsnuTBanusaTa ¢ OZempic B eHA WK MTOBEYE MOATPYITH Ha MEAMATPUIHATA MOMYJIAINS ChC 3aXapeH
nuabet Tum 2 (Bxk. Touka 4.2 3a nHGOpPMAIIKA OTHOCHO MeIuaTpuYHaTa yroTpeoa).

5.2 dapMakoOKHHETHYHHU CBOHCTBA

B cpaBuenne ¢ ectectBenus GLP-1 cemarmyTun nma mo-abiIbl MOIYKUBOT OT OKOJIO 1 ceammuiia,
KOE€TO I0 MpaBH MOAXOII 32 MOJKOKHO MPUIOKEHUE BEAHBK ceAMUYHO. OCHOBHMST MEXaHU3bM Ha
YABIDKaBaHE € CBBP3BAHETO C AI0YMUHA, KOETO BOJIH 10 HaMallsiBaHe Ha ObOpEeUHUs KIUPHHC U
npesras3Ba 0T MeTaboIUTHO pasrpaxkaane. OCBEH TOBa CEMArlyTH/I € CTAOMIH3UPAH CPEILy
pasrpaxknane ot ensuma DPP-4.,

Abcopouus

MaxkcuMaiiHaTa KOHIIGHTpaIus ce qoctura ot 1 1o 3 muu cnex nqo3upane. CralimoHapHa eKCIIO3UIUS
ce moctura 4-5 ceqMuIy ciell IpUIoKeHne BeAHbK ceamuyaHo. [Ipu nanuentu ¢ nuader tun 2
CcpemHaTa KOHIIEHTPAIHS B CTAIIHOHAPHO CHCTOSIHHE CIIE TIOIKOKHO MpriiokeHue Ha 0,5 mg u 1 mg
ceMariayTu € mpuOIM3uTeIHo ChoTBeTHO 16 nmol/l u 30 nmol/l. B u3nurBanero, cpaBHSBAIIO
cemarmytu 1 mg u 2 mg, cpeHUTE KOHIICHTPAIIMH [IPH CTAIIHOHAPHO ChCTOSHUE Ca ChOTBETHO

27 nmol/l u 54 nmol/l. Excrio3uiisita Ha ceMariayTH]] ce yBeIryaBa MPONOPIHOHATIHO Ha J03aTa PH
mo3u 0,5 mg, 1 mg u 2 mg. CxomHa eKCIO3UIINS C€ TTOCTUTA TIPH TTOAKOKHO TPUIIOKCHHE Ha
ceMariyTua B Kopema, 0epoTo WIK B TOPHATA YacT Ha pbKara. AOCOIOTHATa OMOHATMYHOCT Ha
MTOAKOXKEH ceMarmyTun € 89%.

PasnpeneneHue
Cpenausat o0eM Ha pa3npe/eieHIue Ha CeMariyTH I CIIE]] TIOIKOXHO MPUIIOKEHUE TIPH TAITUEHTH C

nuabet T 2 e npubnusutenHo 12,5 1. CemarnyTua ce cBbp3Ba eKCTEH3UBHO C TIa3MEHUS allOyMHUH
(> 99%).
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MerabonuzsM/0uoTpanchopmarys

[Ipenu na ce eKCKkpeTHUpa ceMarilyTuj] OCHOBHO ce€ MeTaboJIM3Hupa Ype3 MPOTCOIUTHYHO pa3lienBaHe Ha
MENTHUIHATA BEPUTA U TIOCIIEBAII0 OeTa-OKHCICHHE Ha CTPAaHMYHATA BepUra OT MaCTHU KUCEIUHU. B
MeTaboJIM3Ma Ha CeMariyTH] Ce OYaKkBa Jla yJ4acTBa eH3UMBT HeyTpainHa eHuonenTumaaza (NEP).

Eanmunupane

B m3nuTBaHe ¢ eqHOKpaTHA MOJKOXKHA 1033 CEMArIyTH I, MApPKUPAH C paJ0aKTHBEH U30TOII, €
YCTaHOBEHO, Y€ IIbPBUYHUTE ITBTHIIA HA €KCKPELHs Ha BEIIECTBATa, CBbP3aHU C META00NIM3Ma Ha
ceMariyTu, ca Ype3 ypuHaTa 1 U3IPaXHEHUATa — NPUOIU3UTEIHO 2/3 OT T€3U BEILECTBA CE OTACIAT
¢ ypuHara u okono 1/3 ¢ mnpaxuenusra. [Tpubmusurenno 3% oT qo3arta ce OTAeNs KaTo HeMPOMEHEH
ceMarnyTua ¢ ypuHata. [Ipu nanuenTs ¢ 1uabeT Tu 2 KIMPBHCHT HA CEMAriayTHII € MPUOIU3UTETTHO
0,05 I/h. C monyH1BOT Ha eTMMUHUPaHE MPUOTU3UTETHO | ceMHLIA CeMariIyTH]] OCTaBa B
KPBHBOOOPAIIEHUETO OKOJIO 5 CEIMUIIM CIIeT IOCIIeHATA JI034.

CneunanHa OonyJianusa

Cmapuecka evspacm
Januu oT mpoy4Banus ¢asza 3a, BKIIOYBAILHW MAlUEHTH Ha Bb3pacT 20—-86 roaunu, moxka3sat, 4e
BB3pacTTa HE OKa3Ba BIMSHHUE BbPXY (papMaKOKWHETUKATA HA CEMArTyTHI.

Ilon, paca u emnoc

[MomwT, pacara (0Osi1a, YepHOKOkKA HITH appo-aMeprUKaHCKa, a3UATCKa) U €THOCHT
(J1aTHHOAMEPHUKAHCKH, HE JIATAHOAMEPUKAHCKH) HE OKa3BaT BIMSIHHUE BHPXY (DapMaKOKHHETHKATa Ha
ceMariayTu.

Tenecno meano

TenecHOTO Teryo oka3Ba BIMSHUE BbPXY €KCIO3UIMATA HAa ceMarilyTua. I10-BHCOKOTO TEIECHO TEeryIo
BOJM 110 MTO-MaJka ekcro3uius. Pasnuka B TenecHoTo Teryo oT 20% Mexay OTAETHH Xopa IIE T0BEe
710 pasfuKa B eKcrozuiuara npuoiamsutesnto 16%. losute cemarmytua 0,5 mg u 1 mg ocurypsisat
JOCTaThYHA CUCTEMHA EKCIIO3UITHS B AMana3oH Ha TejxecHoTo Terio 40-198 kg.

bvoOpeuno yepescoane

BrOpednoTo yBpexaHe He oKa3Ba KIMHHYHO 3HAYMMO BIHSIHUE BEPXY (DapMakOKHHETHUKATA Ha
cemarnmyTua. ToBa € YCTAaHOBEHO ¢ eIMHUYHA 71032 ceMarnyTua 0,5 mg npu NaueHTy ¢ pa3inyHa
CTereH Ha OBOPEYHO yBpekaaHe (JIeKO, YMEPEHO, TSKKO WIIH MAIlUCHTH Ha Uualin3a) B CpaBHEHHUE C
YYaCTHUIM ¢ HOpMaTHA OhOpevHa (yHKIUs. ToBa € yCTaHOBEHO CHIIO U 110 IaHHU OT MPOYYBAHHS
(a3a 3a 3a yyacTHHIIHM ¢ 1Ua0eT TUI 2 U OBOPEUHO YBPEXKIAaHEe, BHIPEKU Y€ OMUTHT IIPH MALUCHTH C
TepMHUHATHa OhOpeYHa HEJOCTATHYHOCT € OrPaHUYCH.

Yeprodpobuo yepescdatie

YepHOAPOOHOTO YBpEkKIaHE HE BIUSC MO0 HUKAKHB HAYMH BBPXY CKCIIO3UIIMATA Ha CEMAaTTyTH]I.
dapMaKOKMHETHKATA HA CEMArTyTH/] € OLICHCHA B M3MUTBAHE C ¢HOKpaTHA 103a cemarmytua 0,5 mg
MPY TAIMEHTH C Pa3InvHa CTETIeH Ha YePHOAPOOHO YBpEeXKIaHe (JICKO, YMEPEHO, TeXKKO) B CpPaBHEHHE
C YYaCTHHUIIU C HOPMaJIHA YepHOAPOOHA (HYHKITHS.

Ieouampuuna nonyrayus
CemarnyTu/ HE € H3CJICIBAH B ITeIUATPUYHA TTOIYJIAITHS.

Hmynoeennocm
PasButHe Ha aHTHCEMArIyTUI aHTUTENA IPH JICYSHHUE Che ceMariayTua 1 mg u 2,4 mg Bb3HUKBA HE

gecTo (BXK. TOUKa 4.8) ¥ OTTOBOPHT M3TIIS)K 1A HE TOBIHSIBA (hapMaKOKWHETHKATA HA CEMarTyTHI.
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5.3 IlpenkIMHUYHM JAHHU 32 0€30MACHOCT

[IpenkMMHUYHUTE TAaHHU HE TIOKa3BaT OCOOEH PUCK 3a XOopaTa Ha 0a3a Ha KOHBEHIIMOHATHUATE
(hapMaKOJIOTHYHN U3MUTBAHUA 32 O€30MMaCHOCT, TOKCUYHOCT IMPU MHOTOKPATHO MPHJIaraHe WiIH
T€HOTOKCHYHOCT.

Henerannure tupeoniau C-KIIEThUYHU TYMOPH, HA0JIIOJJaBaHU MIPU rpr3ady, ca e)eKT Ha KJiaca 3a
GLP-1 peuentopHuTe aroHucTy. B 2-ronuuinu npoyyuBanusi 3a KaHIEPOT€HHOCT MPU TUTbXOBE U
MUIIKHA CEeMAariTyTU OpUYuHIBa TUPeOUTHU C-KIEeThUHU TyMOPH IIPU KIMHUYHO 3HAUUMHU
excrio3unun. He ca HabmogaBanu qpyru TYMOPH, CBbP3aHU € JedeHneTo. C-KIeThYHUTE TYMOPH TPH
TpH3a4¥ ce MPUIHHSIBAT 110 HETeHOTOKCHYEH, crienndudaeH, Mmeauupan oT GLP-1 pemenropa
MEXaHU3bM, KbM KOWTO Tpru3aduTe ca 0co0eHO YyBCTBUTENHU. CMSTa ce, 9e 3HAYMMOCTTa IIPH X0pa €
Majika, HO HE MOXK€ J1a C€ U3KJIIOYX HAITBJIHO.

B nmpoyuBanus Ha QepTUINTETA TIPH TUTHXOBE CEMArIyTH]I HE BJIMSC BBPXY CIOCOOHOCTTA 3a
pasMHOKaBaHe WK (QEPTHITUTETa HA MBXKUTE HHIUBHIH. [IpH )KEHCKH IUTHXOBE ca HAOI0AaBaH!
yIbJDKaBaHE Ha eCTPATHHS IIUKBJ U cl1abo HaMalsiBaHe Ha Corpora lutea (oBysmamun) mpu 1034,
CBBP3aHU ChC 3ary0a Ha MAHYUHOTO TEJIECHO TETJIO.

B npoyuBanus 3a eMOpHO-(PeTaNHO Pa3sBUTHE MPH TUTHXOBE CEMArTyTH/I TPUIHHABA
eMOPHOTOKCHYHOCT MPH €KCIIO3UIMH 0] KITHHUYHO 3HauuMuTe. CeMariyTH/I BOAH 10 3HAYUTEITHO
HaMaJsIBaHe Ha MalYMHOTO TEJICCHO TETJIO, KAKTO U Ha MPEKUBACMOCTTA M PACTEka Ha eMOPHOHHUTE.
ITpu 3apoauiny ce HaOIIOJABAT TEIKKH CKEJIETHU M BUCICPATHA Mai(OopMaIiiy, BKIFOUUTEITHO eeKTH
BBPXY IBJITHTE KOCTH, pedpara, MPEHUICHUTE, OMaIIKaTa, KPbBOHOCHUTE ChI0BE U MO3bYHHTE
BEHTPHUKYJIH. MEXaHUCTHYHHUTE OI[CHKH MTOKA3BaT, 4¢ eMOPHOTOKCHIHOCTTA BKITIOYBA MEIUUPAHO OT
GLP-1 peuenropa yBpexaHe Ha CHaOAsIBaHETO HA eMOPHOHA C XPAHUTEIIHU BEIIECTBA OKOJIO
KBATHYHATA TOpOMUKa. [Topaay pasTuunsaTa B aHATOMHUATA U (PYHKIIMOHUPAHETO Ha KBITHUHATA
TOpPOWYKA MPH OTICIHUTE BUIOBE, KAKTO U IMOpaIi HeaocTaTbyHaTa ekcripecus Ha GLP-1 perenitopa
B JKBJIThYHATA TOPOUYKA HA HEYOBEKOIOIOOHM MPUMATH, CE CUNTA, Y€ HSIMa TOJIsIMa BEPOSITHOCT 32
3HAYMMOCT Ha TO3M MEXaHU3bM IPH XopaTa. Berpeku ToBa He MOXKe J1a Ob/Ie H3KITIOUYEH MPSIK eeKT
Ha CeMaryTHJI Bbpxy (eryca.

B npoyuBaHus 3a TOKCHYHOCT BBPXY Pa3BUTHETO Ha 3alIM U IBJITOOMAIIATH MaKalll ce HabJro1aBaT
mo-4yecrta 3ary0a Ha TuIofa 1 cJiado MOBHIIIEHA YeCTOTa Ha ()eTATHN aHOMAIIUU TIPU KITMHAYHO
3HAYMMH €KCIIO3ULKU. Pe3ynTature cbOTBETCTBAT HA 3HAYUTEIIHOTO HAMAJISIBAaHE HA TEJIECHOTO TEIJIO
Ha MaiikaTa ¢ 10 16%. He e u3zBecTHO nanu Te3u eeKTu ca CBbP3aHU ¢ MOHKEHaTa KOHCyManus Ha
XpaHa oT Maiikara kato npsk edekt ot GLP-1.

OneHeHt ce MOCTHATATHUAT pacTeX U pa3BUTHE IIPH AbJTroonamaTri Makaiuu. HoBoponenurte ca
MAaJIKO II0-MaJIK{ IIPU PaXXAAHE, HO CE Bb3CTAHOBSBAT B IIEPUO/A HA JIAKTALIHS.

[Ipu roBeHUITHY ITHXOBE CEMAriyTh 3a0aBs MOJIOBOTO Ch3psBaHE, KAKTO MPU MBKKHTE, TaKa U TIpU
KEHCKUTE MHAMBUIU. ToBa 3a0aBsiHE HAMA BIUSIHUE KAKTO BHPXY (PEPTHIIMTETA U PENPOAYKTUBHATA
CHOCOOHOCT MpH JIBaTa MoJia, TaKa U BbPXY CIIOCOOHOCTTA 32 3arma3BaHe Ha OpeMEHHOCTTa IIpU
JKEHCKUTE.
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6. OAPMALIEBTUYHU JAHHAU

6.1 Cnucbk Ha IOMOIIHHUTE BeNIeCTBA
JunatpueB docdar muxuapar

ITponuneHrnmmKomn

®eHon

XopoBoOpOIHA KHCeTHHA (32 Kopekiusa Ha pH)
Hatpues xunpokcun (3a kopexmust Ha pH)

Bopa 3a umxexiuu

6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha mpoy4YBaHUs 32 CbBMECTUMOCTH TO3H JIEKapCTBEH MPOAYKT HE TPsIOBa /1a ce CMecBa C
JpYTH JIEKapCTBEHU IPOIYKTH.

6.3 Cpok Ha rogHoCT

IIpenu nBbpBOTO U3MOJI3BAHE

Ozempic 0,25 mg, 0,5 mg, I mgu 2 mg
3 roguHu

CJ'ICZ[ IObPBOHAYATHO OTBAPAHE

Cpox Ha TOTHOCT IT0 BpeMe Ha ymoTpeda

Ozempic 0,25 mg, 0,5 mg, 1 mg u 2 mg (nucaixu ¢ 4 0oszu)
6 cenMuLn

Ozempic 0,5 mg u 1 mg (nucanxu ¢ 8 dozu)
8 cenmunm

Ha ce cpxpansBa noa 30 °C unu B xnaaunauk (2 °C-8 °C). He 3ampazsBaiite Ozempic. Korato He
M3I0JI3BaTe MUCAJIKATA, ChXpaHsIBaTe 5 ¢ IIOCTaBEeHa Kamayka, 3a Jla e MPEeAIa3y OT CBETINHA.

6.4 CneuuaJiHu ycja0BHUS HA ChXpPaHeHUe

Ja ce chxpansipa B xnaguinuk (2 °C-8 °C). [la ce cbxpaHsBa qajied OT OXJIaK/AIIKs CIIEMEHT.
He 3ampa3zsBaiite Ozempic.

CBXpaHHBaﬁTe mucaljikaTa ¢ IOCTaB€Ha Kalladuka, 3a a C€ Ipcarna3u OT CBCTIWHA.

3a ycioBusATa Ha ChXPAaHEHHUE CIIe/ TbPBOHAYATHO OTBapsSHE Ha JICKAPCTBEHHUSI IPOIYKT BHIKTE
TOYKa 6.3.

6.5 Buau chabpiKaHue HA ONAKOBKATa

CroxiteH natpoH 1,5 ml unm 3 ml (ctbkito tun I), 3aTBOpeH B eMHMUS Kpail ¢ TYMEHa 3amylianKa
(xmopo0yTHIT), a B IpyTHUs — C alyMUHMEBA Kanayvka ¢ JAMHHUPAH T'yMeH JTUCK
(6pomoOyTHn/nonuu3onpen). [1aTpoHBT € mOCTaBeH B MPpeaBapUTEIHO HAIBJIHEHA MUCANIKA 32
€IHOKpaTHa yrnoTpeda OT NOJIMIIPONHIICH, TOJIMOKCUMETHIICH, TIOIMKapOOHAT U aKPUIOHUTPUI
OyTaIueH CTHPEH.
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By Ha omakoBKaTa

Ozempic 0,25 mg unocekyuonen pasmeop
Bcesika npeaBapuTenHO HabJIHEHA MUcalKa cbabpxa 1,5 ml pazrBop, nocrassm 4 no3u no 0,25 mg.
1 mpenBapUTEIHO HAIIBJIHCHA MUCANIKa U 4 UIJIK 3a eaqHokpaTHa yrnorpeda NovoFine Plus

Ozempic 0,5 mg undicekyuonen pazmeop

1,5 ml: Besika mpeiBapuTETHO HAIThIIHEHA THCaKa Chabpika 1,5 ml pasTBop, mocTtassir 4 103H 110
0,5 mg.

| mpeaBapuTEIHO HATBJIHEHA MUcaNKka ¥ 4 Uriu 3a eaHokpaTtHa ynorpeda NovoFine Plus

3 mpeaBapUTENHO HATBJIHEHH MUcanku U 12 urim 3a egHokpatHa ynorpeda NovoFine Plus

3 ml: Besika ipeiBapuTENIHO HAMMBIHEHA MUCATKA ChABPKA 3 ml pa3TBOp, AOCTABAI 4 703U 110
0,5 mg.

1 mpenBapUTEIHO HAIIBJIHEHA MUCANIKA U 4 UIJIU 3a eqHoKpaTHa yrnorpeda NovoFine Plus

3 mpenBapUTEIHO HAbJIHEHU UCANIKK U 12 urim 3a efHOKpaTHa yrnoTpeda NovoFine Plus

3 ml: Besika mpeBapuTelIHO HAITBJIHEHA THCATIKA Chbpika 3 ml pa3TBoOp, JOCTABSAIN 8 1031 IO
0,5 mg.
1 mpeaBapuTEIHO HATBJIHEHA MHCAJIKA U § UITIM 3a egHOKpaTHa ynorpeda NovoFine Plus

Ozempic I mg uHCeKyUoHeHn pasmeop

Bcesika npeaBapuTeHO HaTbJIHEHA MMUCAJKa chAbpxKa 3 ml pa3TBop, Aoctassam 4 103u o 1 mg.
| mpeaBapuTEIHO HATbJIHEHA MUcalka ¥ 4 Uriu 3a egHokpaTtHa ynorpeda NovoFine Plus

3 mpeaBapuTEIIHO HATBJTHEHN MTUCAIKH M 12 uriu 3a exHokpartHa ynorpeda NovoFine Plus

Bcesika npeaBapuTeHO HaTbJIHEHA MUCAJIKa ChABPKa 3 ml pa3TBop, AocTaBam § 1034 o 1 mg.
| mpeaBapuTEIHO HATBJIHEHA MUCAJIKA M § U 3a eaHoKpaTHa ynorpeda NovoFine Plus

Ozempic 2 mQ ursIceKyuoHeH pazmeop

Bcesika nmpeBapuTelHO HaITbJTHEHA MUCANKA ChAbpka 3 ml pa3TBop, gocTaBsil 4 q1o3u 1o 2 mg.
1 mpenBapUTEIHO HAIIbJIHCHA MUCANIKa U 4 UIJIK 3a eaqHokpaTHa yrnorpeda NovoFine Plus

3 mpeaBapuTEIIHO HATBJIHEH! MTUCAIKH M 12 uriu 3a eqHokpartHa ynorpeda NovoFine Plus

He Bcruky BuioBe OITaKOBKM MOTrart J1a ObJaT IyCHATH B MpoJakoa.

6.6 CneumnajJHu npeana3sHu MePKH NPH U3XBBPJIsiHe U padoTa

HaHHeHTI/ITe Tp$[6Ba Ja 6’BZIaT MMOCBBETBAHU Aa U3XBBPJIAT UTTIUTE CIICA BCAKA MHXXCKIWA U 1a
ChXpaHsBaT Nucankara 0e3 nmocraBeHa uria. ToBa MOKe Jja IPeIOTBPATH 3aIlyIIBaHEe HA UIJIHTE,
3aMbpcsBaHe, HHPEKIUS, U3THYaHEe Ha Pa3TBOP U HETOYHO JTO3HPAHE.

[Mucankara e npemHa3zHayeHa 3a ynorpeda camo OT €IHH YOBEK.

Ozempic He TpsiOBa Ja ce U3MOJI3BA, aKO HE U3TJIeKIa OUCTHP U OC3UBETECH MM TIOYTH OC3IBETCH.
Ozempic He TpssOBa Ja ce M3IM0JI3Ba, aKo € OUJI 3aMpa3sBaH.

Ozempic MOXe /1a ce mpuiiara ¢ Ui 3a egHokpatHa ynorpeda 30G, 31G u 32G ¢ apwkuHa 10 8 mm.

Hewnsnon3paausT JICKApPCTBCH NPOAYKT U APYTUTE OTIIaAAbYHU MaTCpUaAIN Tp516Ba J1a C€ U3BXBBPJIAT B
CHOTBETCTBUC C MCCTHUTC U3MCKBAHMA.
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7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

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

8. HOMEPA HA PAPELHIEHUETO 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
EU/1/17/1251/012
EU/1/17/1251/013
EU/1/17/1251/014
EU/1/17/1251/015

9. JATA HA ITbPBO PA3ZPEINABAHE/TIOJJTHOBABAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

JaTa Ha mepBO pa3pemasane: 08 despyapu 2018 .
Jara Ha nocneanoro nogHoBsiBane: 21 centemBpu 2022 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Nonpo6Ha nH(OpMans 3a TO3M JIEKapCTBEH MPOIYKT € MpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara
areHIus 1o JIeKapcTBaTa http://www.ema.europa.cu.
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INPUJIOKEHHUE 11

INPOU3BOAUTEJ HA BUOJOTNYHO AKTUBHOTO
BEIIECTBO U ITPOU3BOJUTEJI, OTTOBOPEH 3A
OCBOBOXKJABAHE HA ITAPTUIN

YCJIOBUA UK OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3UCKBAHUS HA
PA3SPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA UJIN OTPAHUYEHMUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA
MNPOAYKT

30



A. HNPOU3BOAUTEJ HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOX/IABAHE HA ITIAPTUIN

Hme n aJpEC HA MPOU3BOAUTECIIA HA OMOJIOTUYHO AKTUBHOTO BC€IICCTBO

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Haaus

Hme u aJpeC HAa MPOU3BOAUTEIIA, OTTOBOPEH 34 OCBO60)K)_'[aBaHe Ha NapTuaure

Ozempic 0,25 mg, 0,5 mg, I mg (8 do3u) u 2 mg
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Janus

Ozempic I mqg (4 oo3u)
Novo Nordisk A/S
Novo Allé

DK-2880 Bagsverd
Janus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres

Opanuus

IleyaTHaTa TMCTOBKA Ha JICKApCTBCHUSA MPOAYKT TpSI6Ba Ja CbAbpiKa UMCTO U aApeCa Ha
MMPOU3BOAUTCIIA, OTTOBOPCH 3a OCBO60)K)_'[aBaHeTO Ha CbOTBCTHATA MAapTHUAA.

b. YCJI0OBHMA NWJIN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT IPOAYKT C€ OTILYCKa I10 JIEKapCKO NPEANUCAHHUE.

B. JPYI'M YCJIOBUSA U U3BUCKBAHUS HA PASPELHIEHUETO 3A YIIOTPEBA
. Ilepuoguynu akTyaJau3upanm aokjaaau 3a oezonacuoct (ITAIB)

MzuckBanusta 3a nogasane Ha [TAJIb 3a To3u JeKapCcTBEH MPOAYKT Ca MMOCOUYEHHU B CIIUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD crucek), mpensuaen B wi. 1078, an. 7 ot
Jupexrtusa 2001/83/EO, v BbB BCHUKH CJICABAILIH aKTyaIU3alUH, TyOJIUKYBaH! HA CBPOIICHCKHUS
yeOrmopTai 3a JieKapcTBa.

. YCJIOBUs NJIINH OTPAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS ITPOAYKT

. IInan 3a ynpasiaenue Ha pucka (ITYP)

[IpurexarensaT Ha pa3pemennero 3a ynorpeda (IIPY) tpsbBa na n3BbpIiBa H3UCKBAHUTE JEHHOCTH H

JIEHCTBYS, CBBP3aHU C TIPOCIesiBaHe Ha JIeKapCcTBeHaTa Oe301acHOCT, mocoueHu B onobpenwus [1YP,

npencrased B Mozyn 1.8.2 Ha pa3penienuneTo 3a ynorpe0a, KakTo U BbB BCHUKH CIICABALIHN 0JJ00PEHH
akTyanu3auud Ha ITYP.
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Axtyanusupan [TYP TpsibBa nma ce momasa:

1o uckane Ha EBpornelickaTta areHIus o JeKapcTBaTa

BHUHATH, KOTAaTO CE U3MEHS CHCTEMAaTa 3a yIpaBJIcHUE Ha PUCKA, OCOOCHO B pe3yiITaT Ha
MoJly4aBaHe Ha HOBa HH(pOpMaIIUs, KOSTO MOXe Ja JOBEJIEC JI0 3HAYNMHU TIPOMEHH B
CHOTHOIIIEHHETO TMO0JI3a/PUCK, WIIH KaTO PE3yJITAT OT IOCTUTaHE HA BaXKCH eTall (BbB BPh3Ka C
MpoCIIeisIBaHe Ha JeKapCTBEHATa 0€30IIaCHOCT MJIM CBEXIaHE Ha PUCKA JI0 MUHUMYM).
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INPUJIOKEHHUE 111

JAHHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA

34



JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 0,25 mg HIKEKIIMOHEH pa3TBOP B MIPEABAPUTETHO HAITBIHEHA IIHCAIIKA
CeMarityTusI

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Besika nosa (0,19 ml) ceabpika 0,25 mg cemarnmyTun (1,34 mg/ml),

3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

IHATpUEB Qocdar TUXUIPAT, TPOMUICHIITUKON, (DEHOJ, XJIOPOBOJOPOIHA KUCEIHHA/HATPHEB
XUIPOKCH]T (3a Kopekius Ha pH), Bosa 3a nrkekimu. BrokTe TMcToBKaTa 3a moBeue HH()OpMAIIHS.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

1 x 1,5 ml mucanka u 4 urim 3a eqHOKpaTHA yrotpeda (4 mo3u)

| 5. HAYMH HA TPUJIOKEHUME U ITBbT HA BBBEK/IAHE

[penu ymotpeba nmpoyereTe JIUCTOBKATA.
BEJIHBXK CEMUYHO

Hznomn3saiite ceMariayTua BEAHBXK CCAMUYIHO
3amnuiiere JCHs OT Cc€aAMMIIATa, KOITO CTE H36pann 3a UHXXCKTHUPAHC |
I/IH)KGKTI/Ian CCIMHUYHATa CH J103a Ha CICIHUTEC JaTHu

IMOAKOXHO IMPUIIOKCHUEC

OTtBoOpeTe Tyk

IToBauruere Tyk

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSJBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELIA

I[a C€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.
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| 7. APYI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucaikaTta ¢ IOCTaBeHA UTJa.
[Ipennaznayen camo 3a HHAMBHIyallHA YIIOTpeoa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

I/IBXB’BpJ'IeTe mnucajiakara 6 ceaMuiuy CJIea MbPBOTO U3MOJI3BAHEC.

| 9. CHHELHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce chxpaHsBa B XJIaAWIHUK. J{a He ce 3aMpa3sBa.
Crnen mppBOTO M3MOJI3BaHe chxpansBaiiTe mucankara mox 30 °C. la He ce 3ampazsiBa.
ChxpaHsBaliTe Mucaikara ¢ IOCTaBeHa Karmayka, 3a J1a e IMpeIa3y OT CBETJIMHA.

10. CHELUWAJIHU INPEAITA3HA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

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

| 12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/002

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

O3zemnuk 0,25 mr
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| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKOJ

JIByn3smMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PUKATOD

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

PC
SN
NN

37



MUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

1. UME HA JIEKAPCTBEHUSA TPOAYKT U ITbT HA BBBEXK/AHE

Ozempic 0,25 mg uHKeKIHs
CeMariyTh/I
MOAKOKHO TPHIIOKEHHE

2. HAYMH HA ITPUJIOKEHUE

BCAHBXK CCAMUYHO

| 3. JATA HA U3TUYAHE HA CPOKA HA I'OJJHOCT

T'omen mo:

4. IHAPTUJIEH HOMEP

[Naptuna:

| S. CBbABbPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

1,5ml
(4 mo3m)

| 6. JIPYTO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 0,5 mg MHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAMTbJIHEHA MTHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Besika nosa (0,37 ml) ceabspika 0,5 mg cemaraytua (1,34 mg/ml),

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

IHATpUEB Qocdar TUXUIPAT, TPOMUICHIITUKON, (DEHOJ, XJIOPOBOJOPOIHA KUCEIHHA/HATPHEB
XUIPOKCH]T (3a Kopekius Ha pH), Bosa 3a nrkekimu. BrokTe TMcToBKaTa 3a moBeue HH()OpMAIIHS.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

1x 1,5 ml mucanka u 4 urim 3a eqHOKpaTHA yroTpeda (4 mo3wu)
3 x 1,5 ml mucanku u 12 urim 3a eqHOKpaTHa yroTpeda (12 mo3m)

| S. HAYMH HA TPUJIOKEHMWE U ITbT HA BHBEXKJIAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA.
BEIHBK CEIMUIHO

W3non3paiite cemMarayTu BEAHBXK CEAMUYHO
3amurieTe JeHs OT CeMUIIaTa, KOMTO CTe M30paiv 3a HHKEKTHPAHE |
HNmxekTrpax cenMUYHATA CH 1032 Ha CICTHUTE TaTH

MOIKOXHO TPUIIOKCHHE
OTtBOpETE TYK

[ToBaurnere Tyk
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6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPSJABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC€ ChbXpaHsiaBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYI'U CIHIEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINMO

He cbxpansBaiiTe nucaikaTta ¢ IOCTaBeHA UTJa.
[IpenHazHayeH caMo 3a MHAMBHIyallHA YIIOTpeOa.

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

T'omen mo:

M3xBbpreTe nucankara 6 CEIMHIIN CIEA TEPBOTO U3IIOI3BAHE.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpansiBa B XJIaJuiIHUK. J{a He ce 3aMpassiBa.
Crnen mbpBOTO U3MOJ3BaHe chxpansBaiiTe nucankata nmoxg 30 °C. [la He ce 3ampa3siBa.
CobxpansBaiiTe mucaikaTa ¢ IOCTaBEHa Kamayka, 3a J1a ce Mpeana3y OT CBETIIMHA.

10. CIENUAJIHM IPEAITIA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

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

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

12.  HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/003 1 nucanka u 4 Wrim 3a eTHOKpPAaTHA YIIOTpeOa
EU/1/17/1251/004 3 nucanku u 12 urium 3a €IHOKpATHA yImoTpeoda

13. TAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

Ozemmuk 0,5 mr

| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

| 18. YHMKAJIEH WIEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT U II'bT HA BBBEXKJIAHE

Ozempic 0,5 mg nmxekuus
CeMariyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

T'onen no:

4. IHAPTUJIEH HOMEP

ITaptuna:

| S. CBbABPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

1,5ml
(4 no3m)

6. JPYTO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 0,5 mg MHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAMTbJIHEHA MTHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Besika nosa (0,74 ml) ceabspika 0,5 mg cemaraytua (0,68 mg/ml),

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

IHATpUEB Qocdar TUXUIPAT, TPOMUICHIITUKON, (DEHOJ, XJIOPOBOJOPOIHA KUCEIHHA/HATPHEB
XUIPOKCH]T (3a Kopekius Ha pH), Bosa 3a nrkekimu. BrokTe TMcToBKaTa 3a moBeue HH()OpMAIIHS.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

1 x 3 ml mucanka u 4 urnm 3a eqHOKpaTHA yoTpebda (4 m1031)
3 x 3 ml mucanku u 12 urim 3a egHOKpaTHa ymoTpeba (12 mo3wm)

| 5. HAYMH HA TPUJIOKEHMWE U ITbT HA BHBEXKIAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA.
BEIHBK CEIMUIHO

W3non3paiite cemMarayTu BEAHBXK CEAMUYHO
3amurieTe JeHs OT CeMUIIaTa, KOMTO CTe M30paiv 3a HHKEKTHPAHE |
HNmxekTrpax cenMUYHATA CH 1032 Ha CICTHUTE TaTH

MOIKOXHO TPUIIOKCHHE
OTtBOpETE TYK

[ToBaurnere Tyk
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6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPSJABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC€ ChbXpaHsiaBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYI'U CIHIEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINMO

He cbxpansBaiiTe nucaikaTta ¢ IOCTaBeHA UTJa.
[IpenHazHayeH caMo 3a MHAMBHIyallHA YIIOTpeOa.

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

T'omen mo:

M3xBbpreTe nucankara 6 CEIMHIIN CIEA TEPBOTO U3IIOI3BAHE.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpansiBa B XJIaJuiIHUK. J{a He ce 3aMpassiBa.
Crnen mbpBOTO U3MOJ3BaHe chxpansBaiiTe nucankata nmoxg 30 °C. [la He ce 3ampa3siBa.
CobxpansBaiiTe mucaikaTa ¢ IOCTaBEHa Kamayka, 3a J1a ce Mpeana3y OT CBETIIMHA.

10. CIENUAJIHM IPEAITIA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

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

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

12.  HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/012 1 nucanka u 4 Wriy 3a eTHOKpPAaTHA YIIOTpeOa
EU/1/17/1251/013 3 nucanku u 12 urium 3a €IHOKpATHA yIoTpeoa

13. TAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

Ozemmuk 0,5 mr

| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

| 18. YHMKAJIEH WIEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT U II'bT HA BBBEXKJIAHE

Ozempic 0,5 mg nmxekuus
CeMariyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

T'onen no:

4. IHAPTUJIEH HOMEP

ITaptuna:

| S. CBbABPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

3ml
(4 no3m)

6. JPYTO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 0,5 mg MHXEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAMTbJIHEHA MTHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Besika nosa (0,37 ml) ceabspika 0,5 mg cemaraytua (1,34 mg/ml),

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

IHATpUEB Qocdar TUXUIPAT, TPOMUICHIITUKON, (DEHOJ, XJIOPOBOJOPOIHA KUCEIHHA/HATPHEB
XUIPOKCH]T (3a Kopekius Ha pH), Bosa 3a nrkekimu. BrokTe TMcToBKaTa 3a moBeue HH()OpMAIIHS.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

1 x 3 ml mucanka u urim 3a eqHOKparHa yrmorpeda (8 mo3u)

| S. HAYMH HA TPUJIOKEHUME U ITBbT HA BBBEKJIAHE

[penu ymotpeba nmpoyereTe JIUCTOBKATA.
BEJIHBXK CEMUYHO

Hznomn3saiite ceMariayTua BEAHBXK CCAMUYIHO
3amnuiiere JCHs OT Cc€aAMMIIATa, KOITO CTE H36pann 3a UHXXCKTHUPAHC |
I/IH)KGKTI/Ian CCIMHUYHATa CH J103a Ha CICIHUTEC JaTHu

IMOAKOXHO IMPUIIOKCHUEC

OTtBoOpeTe Tyk

IToBauruere Tyk

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSJBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELIA

I[a C€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.
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| 7. APYI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucaikaTta ¢ IOCTaBeHA UTJa.
[Ipennaznayen camo 3a HHAMBHIyallHA YIIOTpeoa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

I/IBXB’BpJ'IeTe nucankara 8 ceaMuIuy CJIea MbPBOTO U3MOJI3BAHEC.

| 9. CIHHELHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce chxpaHsBa B XJIaAWIHUK. J{a He ce 3aMpa3sBa.
Crnen mppBOTO M3MOJI3BaHe chxpansBaiiTe mucankara mox 30 °C. la He ce 3ampazsiBa.
ChxpaHsBaliTe Mucaikara ¢ IOCTaBeHa Karmayka, 3a J1a e IMpeIa3y OT CBETJIMHA.

10. CHELUWAJIHU INPEAITA3HA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

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

| 12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/014

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

O3zemnuk 0,5 Mr

48



| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKOJ

JIByn3smMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PUKATOD

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

PC
SN
NN
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT U II'bT HA BBBEXKJIAHE

Ozempic 0,5 mg nmxekuus
CeMariyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

T'onen no:

4. IHAPTUJIEH HOMEP

ITaptuna:

| S. CBbABPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

3ml
(8 nozm)

6. JPYTO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. UME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 1 mg UHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HATbJIHEHA MHCAIIKA
ceMariyTusI

2. OBABABAHE HA AKTUBHOTO BEIMECTBO

Besika no3za (0,74 ml) ceabpxa 1 mg cemarmytun (1,34 mg/ml),

3. CIINCBK HA IIOMOINHUTE BEINECTBA

nuHaTpueB Gocdat AUXUAPAT, TPOMUICHITTUKON, (EHOI, XJTOPOBOAOPOAHA KUCEINHA/HATPHEB
XHIAPOKCH] (3a Kopekius Ha pH), Boaa 3a mmkekuy. BrokTe arcToBKaTa 3a moBede HHPOpMaIusl.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

HWHKCKIITUOHCH pa3TBOP

1 x 3 ml mucanka v 4 urm 3a eqHOKpaTHA yIoTpebda (4 1031)
3 x 3 ml nucasnku u 12 urim 3a eqHOKpaTHa yrorpeda (12 mo3n)

| 5. HAYYH HA ITPUJIOKEHUE U TbT HA BBBEXKJIAHE

[Ipenu ynoTtpeba mpoyerere JIUCTOBKATA.
BEJIHBX CEIMUYHO

M3non3BaiiTe ceMariyTu BEAHbX CEIMUYHO
3anurmieTe qeHs OT CeMUIIATa, KOUTO CTe M30paiv 3a HHKEKTHPAHE |
NuxekTupax cenMUYHaTa CH J103a HA CICIHUTE AaTH

MOJIKOXHO TPUIIOKCHHC
OTtBOpETE TYK

[ToBaurnere Tyk
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6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPSJABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIA

I[a CC€ ChbXpaHsiaBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.

| 7. APYI'U CIHIEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINMO

He cbxpansBaiiTe nucaikaTta ¢ IOCTaBeHA UTJa.
[IpenHazHayeH caMo 3a MHAMBHIyallHA YIIOTpeOa.

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

T'omen mo:

M3xBbpreTe nucankara 6 CEIMHIIN CIEA TEPBOTO U3IIOI3BAHE.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpansiBa B XJIaJuiIHUK. J{a He ce 3aMpassiBa.
Crnen mbpBOTO U3MOJ3BaHe chxpansBaiiTe nucankata nmoxg 30 °C. [la He ce 3ampa3siBa.
CobxpansBaiiTe mucaikaTa ¢ IOCTaBEHa Kamayka, 3a J1a ce Mpeana3y OT CBETIIMHA.

10. CIENUAJIHM IPEAITIA3HU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

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

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

12.  HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/005 1 nucanka v 4 Wrim 3a eTHOKpPAaTHA YIIOTpeOa
EU/1/17/1251/006 3 nucanku u 12 uriu 3a €IHOKpaTHA yImoTpeoda

13. TAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

Osemmuk 1 mr

| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

| 18. YHMKAJIEH WIEHTH®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT U II'bT HA BBBEXKJIAHE

Ozempic 1 mg MHKeKIus
CeMariIyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

T'onen no:

4. IHAPTUJIEH HOMEP

ITaptuna:

| S. CBbIABPKAHUE KATO MACA, OBEM WJIX EJUHUIIN

3ml
(4 mo3m)

| 6. JPYIO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 1 mg UHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEIHO HATBIHEHA MTHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Besika nosa (0,37 ml) ceappika 1 mg cemaraytua (2,68 mg/ml),

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

IHATpUEB Qocdar TUXUIPAT, TPOMUICHIITUKON, (DEHOJ, XJIOPOBOJOPOIHA KUCEIHHA/HATPHEB
XUIPOKCH]T (3a Kopekius Ha pH), Bosa 3a nrkekimu. BrokTe TMcToBKaTa 3a moBeue HH()OpMAIIHS.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

1 x 3 ml mucanka u UM 3a eqHOKpaTHa yrmorpeda (8 mo3u)

| S. HAYMH HA TPUJIOKEHUME U ITBbT HA BBBEKJIAHE

[penu ymotpeba nmpoyereTe JIUCTOBKATA.
BEJIHBXK CEMUYHO

Hznomn3saiite ceMariayTua BEAHBXK CCAMUYIHO
3amnuiiere JCHs OT Cc€aAMMIIATa, KOITO CTE H36pann 3a UHXXCKTHUPAHC |
I/IH)KGKTI/Ian CCIMHUYHATa CH J103a Ha CICIHUTEC JaTHu

IMOAKOXHO IMPUIIOKCHUEC

OTtBoOpeTe Tyk

IToBauruere Tyk

6. CIIEHUAJIHO MPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPSJBBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELIA

I[a C€ CbXpaHsiBa Ha MACTO, HCAOCTBIIHO 3a JCIIa.
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| 7. APYI'U CIHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucaikaTta ¢ IOCTaBeHA UTJa.
[Ipennaznayen camo 3a HHAMBHIyallHA YIIOTpeoa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

I/IBXB’BpJ'IeTe nucaiakara 8 ceaMuiuy CJIea MbPBOTO U3MOJI3BAHEC.

| 9. CHHELHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce chxpaHsBa B XJIaAWIHUK. J{a He ce 3aMpa3sBa.
Crnen mppBOTO M3MOJI3BaHe chxpansBaiiTe mucankara mox 30 °C. la He ce 3ampazsiBa.
ChxpaHsBaliTe Mucaikara ¢ IOCTaBeHa Karmayka, 3a J1a e IMpeIa3y OT CBETJIMHA.

10. CHELUWAJIHU INPEAITA3HA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

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

| 12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/015

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

Osemmuk 1 Mr
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| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKOJ

JIByn3smMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PUKATOD

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

PC
SN
NN
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT U II'bT HA BBBEXKJIAHE

Ozempic 1 mg MHKeKIus
CeMariIyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

T'onen no:

4. IHAPTUJIEH HOMEP

ITaptuna:

| S. CBbIABPKAHUE KATO MACA, OBEM WJIX EJUHUIIN

3ml
(8 mo3m)

| 6. JPYIO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 2 mg UHXKEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HAMTbJIHEHA MHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Besika nosa (0,74 ml) ceappika 2 mg cemariaytun (2,68 mg/ml),

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

IHATpUEB Qocdar TUXUIPAT, TPOMUICHIITUKON, (DEHOJ, XJIOPOBOJOPOIHA KUCEIHHA/HATPHEB
XUIPOKCH]T (3a Kopekius Ha pH), Bosa 3a nrkekimu. BrokTe TMcToBKaTa 3a moBeue HH()OpMAIIHS.

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

1 x 3 ml mucanka u 4 urnm 3a eqHOKpaTHA yoTpebda (4 m1031)
3 x 3 ml mucanku u 12 urimm 3a egHOKpaTHa yroTpeba (12 mo3m)

| 5. HAYMH HA TPUJIOKEHME U ITbT(MIIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA.
BEIHBK CEIMUIHO

Hznomn3saiite ceMariayTua BEAHBXK CCAMUYIHO

3amurieTe JeHs OT CeMUIIaTa, KOMTO CTe M30paiv 3a HHKEKTHPAHE

I/IH)KGKTI/Ian CCIMHUYHaATa CH J103a Ha CICIHUTEC JaTHu

MOJTKO’KHO TIPUIIOKEHHE
OTtBOpETE TYK

[ToBournere Tyk

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOT'JIEJA U IOCEI'A HA JEIIA

I[a CC ChbXpaHsAaBa Ha MACTO, HCAOCTHIIHO 34 ACIA.
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| 7. APYT' CHEIMAJIHU IIPEAYIPEXKIAEHUA, AKO E HEOBXOJUMO

He C’BXpaHHBaﬁTG nucajiKara C ImoctaB€Ha urjia.
HpeL[Ha3Haqu CaMoO 3a UHAUBUAYAJIHA yHOTpe6a.

| 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen mo:

I/IBXB’BpJ'ICTe nucaiakara 6 ceaMuIuy CJIea MbPBOTO U3MOJI3BAHEC.

| 9. CIHEIIUAJIHHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cbxpansBa B XJaauIHUK. [la He ce 3aMpa3siBa.
Crnen mbpBOTO U3MO3BaHe chxpansBaiTe nucankata nog 30 C. [la He ce 3ampa3ssiBa.
CoxpansBaiiTe mUcaIKaTa ¢ TOCTaBEHa KarmaJyka, 3a Jia ce Mpena3yu OT CBETIIMHA.

10. CHEHLUWAJIHHU INPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11. HMME U AJJPEC HA IPUTEXKATEJISA HA PASPEHIEHUETO 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 Wrim 3a eTHOKpPAaTHA YIIOTpeOa
EU/1/17/1251/011 3 mucanku u 12 Uiy 3a €IHOKpaTHA YIoTpeoOa

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

O3eMIIuK 2 MI
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| 17.  YHUMKAJIEH WIEHTH®UKATOP — IBYU3MEPEH BAPKOJ

JIByn3mepeH 6apKoJI ¢ BKIFOUEH YHUKAJICH HICHTH(DHUKATOD

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

PC
SN
NN
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MHUHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

| 1. NUME HA JIEKAPCTBEHUSA TPOAYKT U II'bT HA BBBEXKJIAHE

OzempicC 2 mg MHXEKLHs
CeMariIyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

T'onen no:

4. IHAPTUJIEH HOMEP

ITaptuna:

| S. CBbIABPKAHUE KATO MACA, OBEM WJIX EJUHUIIN

3ml
(4 mo3m)

| 6. JPYIO

Novo Nordisk A/S
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Bb. IUCTOBKA
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JIucroBka: Undopmanus 3a nanmueHTa

Ozempic 0,25 mg NH:KeKIUOHEH Pa3TBOP B MPeBAPUTETHO HAITbJIHEHA MHCATIKA
cemarnyTua (semaglutide)

IIpouereTe BHUMATEIHO LSIJIATA JUCTOBKA, IPeIU 1A 3all0YHETE J1a U3I0JI3BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABbP:Ka BaskHa 3a Bac undopmanms.

- 3amnaseTe Ta3u JUCTOBKAa. MoXke a ce HaJIOXKU J1a s IPOUYETEeTe OTHOBO.

- AKo MMaTe HIKAaKBH JONBIHATEIHN BRIPOCH, HonuTaiTe Bamus nekap, GpapmaneBT nim
MEIHUIHMHCKA CECTpa.

- ToBa nexapcTBo € npeanucano Ju4Ho Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpe.M, HE3aBICHMO 4e TPU3HAIIUTE Ha TSIXHOTO 3a00sIBaHe ca ChITUTE KaTo BammuTe.

- AKO moryuuTe HSIKaKBU HEXEJIaH! peakluy, yBeaomere Bamus nexap, papmanesT nin
MEIHUIMHCKA cecTpa. ToBa BKIIOUYBA BCUYKH Bb3MOXKHH, HEONIMCAHU B Ta3M JMCTOBKA HEKEIAHH
peakuuu. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

2. Kakso Tpsi0Ba na 3Haere, npeau aa usnonzsare Ozempic

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

6. ChbabpxaHue Ha ONAKOBKATa U AOIBIHUTENIHA HH(POPMALUS
1. Kakso npencrasasipa Ozempic 1 3a KaKBO ce H3M0J13Ba

Ozempic chabpiKa aKTUBHOTO BEIIECTBO ceMariayTHI. To moMara jia ce OHMKU KpbBHATa 3aXap B
opranusma Bu, caMmo koraTto € TBbpjie BUCOKA M MOXKE J]a TIOMOTHE 3a MPEAOTBPATSIBAHE HA CHPICYHO
3a00IsIBaHe TpY MAIMEeHTH che 3axapeH auabet Tum 2 (3/{12). Toii cpimo Taka momara ga ce 3a0aBu
BJIOIIIABAHETO Ha ObOpeuHaTa QyHKIMs npy nanueHTd che 3[T2 upe3 MexaHU3bM U3BBH
MOHMW)KaBaHETO Ha KPbBHATA 3aXap.

Ozempic ce U3MoJI3Ba 3a JICYeHUE Ha Bh3pacTHU (Ha Bh3pacT 18 roaunu u noseue) cbe 3/[T2, koraTo
AUCTAaTa U YIIPpAXKHCHHATA HE Ca OOCTAaThbYHU.

. CaMOCTOSITEITHO — KOTaTo HE MOKETeE J1a M3MoJ3BaTe MeTQOpPMIH (IPYTo JeKapCcTBO 3a quabder)
WITH
. C IpyTH JIeKapcTBa 3a JuabeT — KoraTo Te He ca JJOCTaThYHU, 3a J1a KOHTPOJIUpaT HUBATa Ha

KpbBHaTa Bu 3axap. TakuBa Morar ga Ob1aT IekapcTBa, KOUTO IpHUEMaTe Mpe3 ycTara Win
WH)XEKTHpaTe, HAIIPUMEp WHCYIHH.

BaxHo € 1a npoIbJKKTE IJIaHA CH 33 IMeTa U YIpaKHEeHHs, KakTo Bu e kazan BammusT nexap,

(hapmaneBT WM MEIUIINHCKA CECTpa.

2. Kakso TpsdBa 1a 3HaeTte, npeau Aa usnouassare Ozempic

He n3noa3saiite Ozempic

. aKO CTe aJIepTUYHH KbM CEMAriyTH WIH KbM HSIKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6).

Ipexynpexnennus: u npeana3sHu MepKu

I'osoperte ¢ Bamus nekap, papmalieBT niv MEIUIIMHCKA CECTPa, MPEIH Ja U3MO0I3BaTe TOBA
JIEKapCTBO.
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ToBa nexapcTBO HE € CHIIOTO KaTo HHCYJIMH U Buie He TpsiOBa 1a ro u3Moi3Bate, ako:

. nMare quaber tum 1 — 3a0oJsaBanHe, IPH KOETO OPTraHU3MBT BH M3001110 HE TIPOU3BEK 1A
WHCYJIUH;
. pa3BueTe nrabeTHA KeTOANUI03a — YCIIOKHEHUE MPU TUa0eT, IPOTHYAIIO C BUCOKA KPhBHA

3axap, 3aTpyAHEHO IUIIaHe, O0bpPKBaHEe, IPEKOMEpPHA JKaX/1a, CIaAbK MUPHC Ha IbXa WIH
CITaIbK WM METaJIeH BKYC B yCTaTa.

OzempicC He e UHCYJIMH U TIOpaJi TOBA HE TPsOBA J]a Ce M3I0JI3BA KaTO 3aMECTUTEN Ha MHCYJIMHA.

Ako 3Haete, 4ye Bu npenctoun onepanus, npu KOSATO 1ie ObJeTe Mo aHecTe3us (B CISIILO ChbCTOSHUE),
TpsiOBa 1a KakeTe Ha Bamms nekap, ye cte Ha neuenne ¢ Ozempic.

Ed)eKTI/I BBPXY XpaHOCMMWJIATC/IHATA CUCTEMA

Mo BpeMe Ha JIEYEHUETO € TOBA JIEKapCTBO MOXe Jia By ce moBura (rajeHe) uin ja umare
MOBPBIaHE WK uapus. Te3u HexxellaH! peakiuy MoraT Jja IPUYHHSAT JeXuaparamnys (3aryda Ha
TEYHOCTH). BaxxHO € J1a mreTe 0OMITHO KOJTMYECTBO TEYHOCTH, 32 Ja MPEIOTBPATUTE ACXUAPATAIIHSL.
Tora e ocobeHo BakHO, ako UMaTe podiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms rekap, ako nmare
HSIKAKBU BBIIPOCH WIJIH IPUTCCHEHHS.

CunHa n OPpOABDKHUTC/IHA KOPEMHA 60J'IKa, KOATO MOKE a4 CC€ IBJI’KH Ha OCTHP MAHKPCATHUT

AKO UMaTe CHITHA U TIPOIBIDKUTENTHA 00JIKa B 00JJacTTa Ha CTOMaxa, He3a0aBHO MOThPCETe JIeKap, Thil
KaTo TS MOXKE J1a € TIPU3HAK Ha OCThp MaHKpeaTUT (Bh3MaJeH NaHkpeac). Mol BIKTE Touka 4 3a
MpeIynpeAnTETHATE IPU3HAIM 32 Bh3MAJIEH TaHKpeac.

Hucka KpbBHA 3axap ( XI/IHOFHI/IKCMI/IH)

KomOunmpanero Ha cynpOHUITYpEHHN POU3BOIHU WM HHCYJIMH C TOBA JIEKAPCTBO MOXKE JIa YBEITHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIKTe TOUYKa 4 OTHOCHO
MpeIynpeANTETHATE PU3HAIY 33 HUCKU HHBA Ha KphBHATA 3axap. Bammusat nexap moxe 1a Bu
Ha3HAYW J]a ce M3CcjeBaT HUBaTa Ha KpbBHATa Bu 3axap. ToBa 1ie My moMorHe Jja Onpeaeny Jaiu
J03ata Ha cyJI(HOHWITYPEHHOTO POU3BOIHO MITH MHCYJIMHA TPSOBa Jla ce MMPOMEHH, 3a Ja Ce TOHMKH
PUCKBT OT HUCKA KpbhBHA 3aXap.

3aboisiBaHe Ha OYMTE BCIEACTBYE Ha nuader (peTHHOIATHS)

Ako umate 3a00JIIBaHEe Ha OYUTE BCIICJCTBHE HA IUAa0ETa U M3M0JI3BaTE HHCYJIMH, TOBA JICKAPCTBO
MOKE J1a TOBEJIE 10 BIIOIIaBaHe Ha BamreTo 3peHue u ToBa MOXKE J1a HAOXH JieueHue. Madopmupaiite
JIeKaps CH, aKo UMaTe 3a00IIsIBaHe Ha OYMTE BCIICJCTBHE HA Ua0eTa WIIH aKO 110 BpeMe Ha JICYCHUETO
C TOBA JICKAPCTBO MOJyYUTE MPOOIIEeMH ¢ ounTe. B ciyuaiil ue Mare MOTEHIIMATHO HECTAOWITHO
3a00JIsiBaHE Ha OYUTE BCICACTBUE Ha qHadeT, HEe ce mpernopbuBa aa u3noassare Ozempic 2 mg.

BHesanHu npoMeHu B 3penneTo Bu

AKko 3abemnexuTe BHe3aITHa 3aryda Ha 3peHue Wik 0bp30 BIOIIaBaHE HA 3PCHUETO 110 BpeMe Ha
JISYEHUETO C TOBA JICKAPCTBO, He3a0aBHO ce CBhpiKeTe ¢ Bamus nekap 3a chBeT. ToBa MoXe aa ce
JBJDKYM Ha MHOTO PSIJIKO Cpelliaiia ce HeXXelaHa Peakiys, HapeueHa HeapTePUHUTHA MPEJHA UCXEMUYHA
ontryna HeBponatus (HIIMOH) (Buwkre Touka 4: Cepno3Hu HeXKeNIaH! peakiuu). Bammst nexap
Moke a Bu Hacouu 3a 0YeH mperiie] 1 MOXKe Ja Ce HAJIOKU JIa CIPETe JISYSHUETO C TOBA JISKAPCTRO.

Jleua u roHOIIN

ToBa nexkapcTBO HE Ce MPEnopbuBa PHU JClia U FOHOIIN Ha Bh3pacT moj 18 roauuu, Thit KaTo
Oe3omacHocTTa 1 e(h)MKACHOCTTA TIPU Ta3W B3pacTOBa IPyIia BCE OIIe HE Ca YCTAHOBEHH.
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Apyru nexapcrBa u Ozempic

TpsiOBa ma kaxkete Ha Bamms jgexap, ¢hapMalieBT WIN MEIUIIMTHCKA CECTPa, aKO MpHeMaTe, HaCKOpO CTe
MPUEMaJTH WU € Bh3MOXKHO J1a TIpUeMaTe JPYTH JICKapCTBa, BKIIFOUMUTEIHO OWJIKOBU WU APYTH
JIEKapCcTBa, KOUTO CTE Kymiiu Oe3 perenra.

[o-cnenmanto, nadopmupaiite Baius nekap, GpapMalieBT Wik MEIUIIMHCKA CECTPa, aKO U3I0JI3BATe

JIEKapCTBa, ChAbPKAIIN HAKOE OT CICTHUTE:

. Bapdapun wim npyru momoOHu JiekapcTBa, IPHEMaHH MPe3 ycTaTa 3a HaMaJIsiBaHEe Ha
KPBBOCHCUPBAHETO (TIEPOPATHA aHTUKOATYIaHTH). MoOXKe J1a ce HalO)KaT YeCTH U3CIICIBAHMS
Ha KPBBTA, 32 Jia CE MPOBEPH KOJKO OBP30 ce ChCcUpBa KphBTa Bu.

. AKo u3ron3pare WHCYJIUH, Bamwst jgekap e Bu 00scHY Kak 1a HaManuTe 103aTa Ha UHCYJIMHA
u 1e Bu npenopbya fa ciaeauTe KpbBHATA CH 3aXap I0-4eCcTo, 3a Ja W30erHeTe XUIePrIINKeMUS
(BHCOKa KpBbBHA 3aXxap) U nuabeTHa KeToanuao3a (yCiIoKHeHne Ha quabera, KOeTo HACThIIBA,
KOTaTo OPraHU3MbT HE MOXKE JIa pa3rpaiv TII0K03aTa, Thil KaTo HsIMa JOCTAThYHO WHCYJIINH).

BpemenHocT U KbpMeHe
AKo cTe OpeMeHHa WU KbPMUTE, CMATaTe, Y€ MOXKE J1a CTe OpeMeHHa, Wi IJIaHupaTe OpeMEHHOCT,
nochBeTBaliTe ce ¢ Bamms nexap npean yrnorpedara Ha TOBa JIEKAPCTBO.

ToBa niekapcTBO He TPsIOBa J1a ce U3MOM3Ba 110 BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO Jajln
3acsra mioja. 3aToBa yrnorpedara Ha KOHTPALCTIIHS € MPEIOPbYUTENHA, TOKATO U3II0I3BATE TOBA
JIeKapcTBO. AKO KelaeTe Jia 3a0peMeHeeTe, 00ChIeTe KaK ja IPOMEHHTE JICYCHUETO cH ¢ Bamus
JeKap, Thil KaTo TpsAOBa Aa crpere yrnotpebara Ha TOBa JISKAPCTBO MOHE 2 MECela MPEABAPUTEITHO.
Axo 3abpeMeHeeTe, T0KaTO U3I0I3BATE TOBA JIEKAPCTBO, TOBOPETE HE3a0aBHO C JIeKapsi CH, Thil KaTo
nedeHrero Bu TpsOBa 1a 6be IPOMEHEHO.

He n3non3zBaiite ToBa 1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaIM TO IPEMHUHABA B
KbpMarTa.

Modupane u padora ¢ MAIIUHU

Masko BepositHo € Ozempic 1a nosiusie Ha criocobHocTTa Bu 3a modupane u pabora ¢ Maman. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CyI(POHMITYPEHHN TPOU3BOIHYU WM UHCYJINH,
KpbBHaTa Bu 3axap Moke Jja ce MOHMKH (XUMOTITUKEMHS ), KOETO Jia oTcaadu crocoOHocTTa Bu n1a ce
KOHIIeHTpupaTe. He modupaiite u He padoTeTe ¢ MaIIMHU, aKO MOIyYHTE MPU3HANN HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpexxaeHus u npeanasHyd MepK' 3a HH(opMaIys OTHOCHO
MOBUILICHUS PHCK OT HUCKA KPbBHA 3aXap, KAKTO M TOYKa 4 3a MpeayNpeaUTeTHUTE IPU3HAIN Ha
HHCKa KpbBHA 3axap. ['oBopeTe ¢ jekaps cH 3a JOIbIHUTENHA HHpOpMAnHs.

ChabpkaHue HA HATPHIA
ToBa nexapcTBO chIaBpKa Mmo-Manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
MPaKTHYECKH He ChAbpKa HATPHUH.

3. Kak 1a uznoassate Ozempic

Bunaru n3znonzpaiite ToBa JeKkapcTBO TOUHO KakTo Bu e kazan BamusT nekap. AKo He CTe€ CUTYPHU B
HEIIIO, MonuTalTe Barus jgekap, papMalieBT WM MEIUIIMHCKA CeCTpa.

Koaxko na n3nmoi3Bare

. Hauanmnata no3a e 0,25 mg BeIHBX CEAMHYHO 33 TIEPHOJ OT YETHPH CEIMHIIH.

. Crnen yeTpH CeMUIIN JIEKapSAT 1€ yBeTudn Ao3ata Bu no 0,5 mg BeAHBXK CEAMUYIHO.

. Jlexapst Moxke Aa ysennuu go3ata Bu 1o 1 mg Beaupxk ceIMUYHO, ako KpbBHaTa Bu 3axap He
ce KOHTPOJIMpa J0CTaTh4HO A00pe ¢ no3a 0,5 mg BeAHBXK CEIMUYHO.

. BammusT nexap Moxxe aa yBenuuu fo3ata Bu Ha 2 My BeIHBX CeAMUYHO, aKo KpbBHaTa Bu

3axap He ce KOHTPOJUpa TOCTaThuHO M00pe ¢ 103a 1 My BeAHBK CEAMUIHO.

He npomensiite no3ara, ocBeH ako Bammusr nexap He Bu e ka3an ga HampaBuTe ToBa.
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Kak ce npuiaara Ozempic
Ozempic ce mpuiara 4pe3 HHKEKIHS MoJ] KoxkaTa (MOIKOKHO MHKeKTupane). He nHxekTupaiite BbB
BEHA WU MYCKYJL.

. Haii-nogxomsminure MecTa 3a HHKEKTHPAHE ca Npe/IHATa YacT Ha OejpaTa, mpeHara 4acT Ha
TanmusaTa (Kopema), Wik ropHaTa 9acT Ha pbKaTa.
. [Ipenn na u3non3Bare mucankara 3a NpbB BT, Bammsar Jiekap win MeIuIuHCKa cecTpa 1ie Bu

TTOKaXKaT Kak /1a OopaBuTe C Hesl.
IMoapoOHu ykazaHus 3a yrorpeda ca JIaJIieH! Ha JIpyrarta cTpaHa Ha Ta3! JINCTOBKA.

Kora na uznoaszBare Ozempic

* TpH6Ba Ja U3M0JI3BATC TOBA JICKAPCTBO BEAHBIX CEAMNYHO U 110 Bb3MOXKXHOCT — Ha €IUH U CbII]
JCH BCsiIKa CCAMUIIA.
* Moxe Ja Ch HallpaBUTC MHKCKIHS 110 BCAKO BPEMC HaA ACHS, HC3aBUCHUMO OT XpaHCHUATA.

3a 1a 3allOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO CE MHXKEKTUPA CaMO BEAHBK CEIMUUHO,
NPENOPBUYUTENHO € 1a OTOenexuTe n30paHus JeH (Hamp. cpsiaa) BbpXy KapTOHEHATa KyTHs U Ja
3anycBaTe BbPXY Hesl laTaTa MpU BCAKO MHKEKTHPAHE.

HpI/I H€O6XO,I[I/IMOCT MOXKETC Aa MPOMEHUTEC ACHS HA CIKCCECAMUIHOTO MHIKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA Ja Ca UBMHUHAJIHN ITOHC 3 AHU CJIe TOCICAHOTO MY MHXCKTUPAHC. CJ'IGI[ I/I36I/IpaHeTO
Ha HOB ICH IMPOABJDKETC MPUIJIaraHeTo BEAHBIK CCIMUYIHO.

AKO cTe U310/13BaJIN NI0BeYe 0T HeoOxoanMmara g03a Ozempic
AKO CTe M3MOJI3BaNIM MOBeUe OT HeoOxoauMaTta o3a Ozempic, BegaHara nadopmMupaiite Barms nekap.
BB3MOKHO € a mony4nTe HeXXeJaH! peakiK KaTo TIOBAUTaHe (rajieHe).

AKo cTe nmponycHaau aa u3noJ3Bare Ozempic

AKO cTe MpoITyCHAJH J1a MHKEKTUpaTe 1032 U:

. W3munanm ca 5 nnm 1mo-Manko JHH cjell MOMEHTA, B KOHTO € TPSOBaIIO /1a M3MOI3BaTe
Ozempic, HHXEKTHpaiTe o BeJHara, oM cu criomHuTe. Ciel ToBa WHXEKTHpaiiTe
cieqBalaTa C 7103a, KakTo OOMKHOBEHO B TUIAHUPAHHUS JICH.

. W3munanu ca moBeue OT 5 JHH ClIe MOMEHTA, B KOHTO € TpsiOBasio Aa u3nonssare Ozempic,
IIpecKoueTe MpoIrycHaTaTa no3a. Cien ToBa MHXXEKTUPaNTe cleaBalara Cu 1033, KaKTo
0OMKHOBEHO B TUIAHUPAHHUS JICH.

He n3non3paiite nBoitHa /103a, 32 Ja KOMIIEHCUpATE MPOIycHATaTa /103a.

AKo cTe ciipesiu ynorpedara Ha Ozempic

He cnmpaiite ynorpebaTa Ha TOBa JiekapcTBO, O6€3 na cre nHpopmupaiu Bamus jiekap. AKo s crpeTe,
HUBOTO Ha KpbhBHATa By 3axap Moke J1a ce TIOBUIIH.

AKO UMaTe HIKAaKBU JIOITBIHUTEITHH BBIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha TOBA JIEKAPCTBO, MOIMTUTANTE
Bamus nekap, papmarieBT win MEIUIIMHCKA CECTPa.

4. Bb3MOKHU He:KeJIaHU peakuuu

KakTro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPECAU3BHUKA HEKECIIaHN pCaKIUK, BBIIPEKU Y€ HE
BCCKU I'1 TIOJTy4aBa.

CepHO3HM HeKeJTaHU PeaKuu
Yectu (Morat na 3acersat 1o 1 Ha 10 gymm)
. YCIIOKHEHHS Ha 3a00JIIBaHETO HA OYMTE BCJICICTBUE Ha AuabdeTa (peTHHomaTus) — TpsioBa 1a

KaXX€TC Ha JICKapA CHU, aKO IO BpEME Ha JICUCHHUETO C TOBA JICKAPCTBO ITOJIYUHUTE HpO6HeMI/I C
OYHUTEC, KaTO IIpOMsIHA B 3pCHUCTO.

67



Heuectu (Morar ga 3acersar o0 1 Ha 100 mymm)

. Br3nanenne Ha maHkpeaca (OCTHpP MAHKPEATHT), KOMTO MOKE JIa IPUYWHN CHITHA OOJIKa B
cToMaxa U Iep0a, KoSITo He mpeMuHaBa. TpsOBa 1a oTHIeTe Ha JIeKap He3a0aBHO, aKO MOIYYUTE
TaKrBa CUMIITOMH.

Penxu (morar aa 3acernar 10 1 Ha 1 000 mpyru)

. TEXKH alepPruuHy peakuny (aHapUIaKTUIHU peakuu, anruoeneMm). TpsOBa He3a0aBHO Ja
MOJYYHTE MEUIIMHCKA ITOMOIIl ¥ BEJIHAra J]a UHPOPMHUpATe JieKaps CH, aKO IOJTydUTe
CHUMIITOMH KaTO TPOOJIEMH € TUIIAHETO, MO{yBaHe Ha JIUIIETO, YCTHHUTE, €3UKa W/WIH I'bPIOTO
ChC 3aTPyAHEHO MPETNTbIIaHe U YIECTEHO ChpLeOneHe.

MHoro peaxn (Morar jaa 3acersar g0 1 Ha 10 000 mymn)

. 3abossiBaHe Ha OKOTO, HAPEUCHO HEAPTEPUHUTHA MPEHA UCXEMUYHA ONITHYHA HEBPOIIATHS
(HITMOH), xoeTo Moxe fa MpUYMHH 3ary0a Ha 3peHUETO Ha eMHOTO Bu oko 6e3 na nMa 6oska.
TpsiOBa He3a0aBHO Ja ce CBbpIKeTe ¢ Baius jekap, ako 3a0eie)KiuTe BHE3aITHO WM MOCTECIIEHHO
BJIOIIIaBaHE HA 3pCHUETO (BIDKTE TOUKa 2: "BHe3amHu npomMeHu B 3peHueTo Bu'").

C Hen3BecTHA YecTOTA (OT HAJTUYHUTE JAHHU HE MOXeE J1a Ob/Ie HAallpaBeHa OICHKA)
J 3anyiiBaHe Ha yepBata. Texxka (hopMa Ha 3arek ¢ JAOMBJIHUTSIIHA CUMIITOMH KaTO CTOMaIlllHa
00J1Ka, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAaHU pCAaKIHU

MmHoro 4yectu (Morat fa 3acerHat nmoseye ot 1 Ha 10 xymmn)

. nopaurade (TajeHe) — ToBa 0OMKHOBEHO OTMHHABA C BPEMETO;
. JMapusi — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. HHUCKa KPbBHA 3aXap (XUIOITMKEMHUs), KOTaTO TOBA JICKAPCTBO CE U3I0JI3Ba 3a€JHO C JIEKapCTBa,

KOHUTO ChABPXKAT CYI(POHUITYpEHHHN TPOU3BOIHH WIIN HHCYJIHH.

Yectu (Mmorar ga 3acerrar a0 1 Ha 10 xymm)

. MOBPBIIAHE;

. HHCKa KPbBHA 3axap (XUIOTIMKEMHsI), KOTaTO TOBA JIGKAPCTBO C€ M3IOJI3BA 3aSTHO C
MEPOPAITHU JISKAPCTBA 32 AMA0ET, OCBCH CYJI()OHIWITYPEHHH TPOU3BOIHH UITH WHCYJIVH.,

[IpenynpeaurennuTe npr3HaIM 3a HUCKa KpbBHA 3aXap MOTIaT Ja ce MOsABAT BHe3anHo. Te Morar na
BKITIOYBAT: CTYyJI€Ha MOT, XJaJHa OJe/la KoxXa, TI1aBo00Iue, yCKOPEH IyJIC, MoBIUraHe (TafeHe) uin
CHJIEH IJ1aJl, IPOMEHH B 3pEHUETO, ChHIMUBOCT WM CIA00CT; HEPBHOCT, TPEBOKHOCT WM OOBPKAHOCT,
3aTpyAHEHa KOHLEHTPAIMs U TPETepeHe.

BammusT nekap me Bu kaxe kak 1a 1eKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO Jja HAIlPaBUTE, aKo
3a0enexuTe Te3u MpeaypPEeaUTEHN IPU3HALH.

BeposTHOCTTa [1a cllafiHe HUBOTO Ha KPbBHATA 3aXap € MO-TOJIsIMa, ako preMaTe CyI(pOHMIYypeHHI
MIPOM3BOAHM WM MHCYJIUH. BammsT nexap Moke 1a HamMalli 103aTa Ha Te3H JIEKapCTBa, Mpeu 1a
3aMoYHeTe /1a U3I0JI3BATE TOBA JIEKapCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3MAJICH CTOMAX (FacTPUT) — MPU3HAIIMTE BKIIOYBAT CTOMAITHA 0OJIKa, MOBAUraHe (Ta/ieHe)
WJIH TTOBPBIIIAHE;

. pediiyke Wi KHCEIMHN — HapHYaHHM oliie ractpoe3odareanna pedaykcHa 6oaect (CEPB);

. cToManrHa 0oJKa;

. MolyBaHe Ha CTOMaxa;

. 3arex;

. OpHUTBaHE;

. KaMbHU B JKITbUKATa;

. 3aMaiBaHe;

. yMopa;

. 3ary0a Ha TerJo;

b IIOHMKCH aIllCTHUT,
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. ra3zoBe ((hiaaTyaeHIus);
. MOBHIIICHUE HA TTAHKPEATUYHHU SH3UMHU (KaTO JIMTa3a U aMuasa);
. ri1aBooome.

Heuectu (Morar ga 3acernar o0 1 Ha 100 mymm)

. MIPOMsIHA BBB BKyCa Ha XpaHaTa MU HAIUTKUTE,;
. y4ecTeH MyJIc;

. peakIy Ha MICTOTO Ha MHXEKTUPaHE, KaTo MMOCHHSABaHe, 00JIKa, Apa3sHeHe, ChpOex U 0OpHB;
. QJIEPTUYHH PEAKIINU KaTo 0OpHB, ChPOEK WK YPTUKAPHS;

. 3a0aBsiHE B U3MPA3BAHETO HA CTOMAXa.

Chol0maBaHe Ha HeKeJIAHU PeakIuu

AKO TIONTyYuTe HAKAKBU HEXKEIaHU PeakKilu, yBeJoMeTe Bamus siekap, GpapMarieBT v MeIUIIMHCKA
cectpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIO J1a ChOOIINTE HEXKETaH! PEaKIMy JUPEKTHO Upe3 HAIMOHATHATA CHCTEMA 32 ChOOIIaBaHe,
rocoueHa B [Ipmnoxenue V. Kato crobmaBare HeXelIaHA PEakIliy, MOYKETE Ja aJeTe CBOSI IIPUHOC
3a MoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na cexpansiate Ozempic

Jla ce cpxpaHsiBa Ha MACTO, HEOCTBITHO 32 JIeT1a.

He u3non3BaiiTe ToBa JIeKapcTBO Clel CPOKA HA TOAHOCT, OTOENA3aH BHPXY €THKETa Ha IMHCANKaTa 1
KapTOHEHATa OIaKoOBKa ciex ,,[ ofeH 10, CpoKbT Ha TOJHOCT OTTOBaps HA MOCIEIHUS ICH OT

IIOCOYCHHUA MCCCII.

HDG,Z[I/I OTBapsAHEC!

Ha ce cpxpansiBa B xnaauiaauk (2 °C-8 °C). [a ne ce 3ampa3ssBa. [la ce cbxpaHsBa Janed ot
oxnaxaauus eneMeHT. CpxpaHsaBaiiTe ¢ IOCTaBEHa Kalayka, 3a /1a ce Ipeanasy oT CBETJINHA.

Crnen nppBOHAYAIIHO OTBapSHE:

. B npoabmkenne Ha 6 CeMUI MOYKETE J1a ChXpaHsIBaTe MUCaIKaTa [Py TeMIIepaTypa mo;y
30 °C unum B xnaguiHuk (2 °C-8 °C), naned ot oxnaxkaamius ejieMeHnt. He 3ampassaiite
Ozempic ¥ He o U3MNOJ3BANTE, aKO ¢ OHJT 3aMpa3eH.

. Korato He n3mon3BaTe mucaikara, ChXpaHsBalTe s ¢ MOCTABCHA Kamauka, 3a Ja e MPEe/na3u OT
CBETJIMHA.

He u3non3BaiiTe TOBa JIGKApCTBO, aKO 3a0€ICIKUTE, Ue Pa3TBOPHT HE € OUCTHD M OC3IBETEH UM MOYTH
Oe31BETEH.

He u3xBbpistiiTe ekapcTBaTa B KaHAIM3alMITa WIK B KOHTEHHEpa 32 JOMAIIHH OTHAbIIH.
[MomuTaiite Bamust hapMarieBT Kak 1a U3XBHPISTE JIeKapcTBaTa, KOUTO Bede He u3mnoi3sare. Te3n
MEPKH I1I¢ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA CPeAa.

6. Chabp:kaHHe HA ONIAKOBKATA M JONBJIHUTEIHA HH(POpMAIHA

Kaxkso cbpabp:xa Ozempic

. AKTHUBHOTO BEIIECTBO € ceMarnyTu. EnuH ml oT HHKeKIMOHHHS pa3TBOp chabpka 1,34 mg

cemarnytu/. EfHa npeBapuTeHO HAITbJIHEHA MHCAJKa ChIbpika 2 mg cemarinytun B 1,5 mi
pastBop. Besika no3a ceabpika 0,25 mg cemarmytun B 0,19 ml.
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. Jlpyrure chCTaBKHU ca: uHATpUeB Gocdar AMXUApaT, IPOIMHICHIJINKOII, (EHOI, BOa 3a
HMHXKEKI[UH, HAaTPUEB XHUIPOKCH/XJI0POBOAOPOAHA KKcearHa (3a kopekuusa Ha pH). BuxkTte
CBIIO TOUKa 2, ,,ChAbpKAHUE HA HATPUI®.

Kak m3raexaa Ozempic m KakBO ChAbPKa OMAKOBKATA

Ozempic ¢ OUCTBp 1 OE3IBETCH WIIH IMOYTH OC3IBETECH HHXKEKITMOHEH PAa3TBOP B IPEIBAPUTEITHO
HaIbJIHEHA MUCAIKa.

Bcesika npeiBapuTeHO HalTbJIHEHA ITUCalKa chabpxa 1,5 ml pazrBop u mocrass 4 no3u mo 0,25 mg.

Ozempic 0,25 mg HHKEKIMOHEH Pa3TBOP Ce TpeJyiara B CJICIHHS BU]I OITAKOBKA:
1 mucanka u 4 urnm 3a enHokparHa ynorpeda NovoFine Plus.

IIpuTexkaTes Ha pa3pelIeHHETO 32 YIOTpeda M MPOU3BOAUTET
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Jaaus

I[aTa Ha MOCJICAHO NMpepasrjc;kaane Ha JIMCTOBKaTa

Apyru u3roununu Ha uHpopmanus

[MToxpo6Ha nH(pOpMAaIHs 3a TOBaA JIEKapCTBO € MpeIocTaBeHa Ha yebcaiita Ha EBporneiickaTa areHuust
1o JiekapcTBata http://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda

Ozempic 0,25 Mg HH:KeKIUOHEH Pa3TBOP B MPeIBAPUTETHO HAITbJIHEHA MHCATIKA
cemarayTuj (semaglutide)

Yxka3zanus 3a ynorpeda Ha Ozempic 0,25 Mg uHKeKIHOHEH Pa3TBOP B NMpPeABAPUTETHO

HalbJIHCHA IMHCAJIKA

Moursi, IpoYeTeTe BHUMATEIHO T€3W YKA3aHHS,
MIPEIN 1a U3I0JI3BAaTe CBOSITA IPEIBAPUTEITHO
HaIrbIHEeHA mucaika Ozempic.

I'oBopere ¢ Bamus jiekap, MeTUIIMHCKA CECTpa WA
(hapmarieBT 3a TOBa Kak J1a uHkektupare Ozempic
TIPaBHITHO.

3amovHeTe C MPOBEpKa Ha MUCANKaTa, 3a 1a CTe
CUT'YPHH, 4e T8 cbABbp:ka Ozempic 0,25 mg, cien
KOETO TMOTJIEHETE WITFOCTPAIHTE TI0-A0IY, 32 J1a Ce
3aro3HaeTe ¢ Pa3IMYHUTE YacTH Ha MUCAIKATa U
UTJIaTa CH.

AKO cTe cJISill UJIM MMAaTe JIOIIO 3PeHHe U He
MOKeTe 1a pa3ueTeTe Oposiua Ha 103aTa BbPXY
NMUCAJTKATA, He U3I0JI3BaliTe Ta3u NMucajakKa oe3
yy:kaa nomomr. [ToTepcere oMol OT Jiuiie ¢ 100po
3peHHe, KOSTO 3HAe Kak J1a U3I0JI3Ba IIPEIBAPUTEITHO
HampJIHEHaTa nucanka Ozempic.

BamaTa nucanka e nmpeBapuTeIHO HAITBTHEHA U IMa
BB3MOXKHOCT 3a HaOMpaHe Ha 703ata. Ts chabpika

2 mg cemMariyTua 1 MOXeTe Jja n30upare camo J03H
o 0,25 mg. Exna Hensnon3BaHa Mucajika ChabpiKa
yetupu a03u 1o 0,25 mg. Cnen MHXKEKTHpaHE HA
YETUPHUTE JI03H, BCE OIIE 1€ NUMa OCTaHAJIO
KOJIMYECTBO Pa3TBOP B mucankara. [lucankara TpsoBa
Jla c€ U3XBBPIIH.

Wznon3aiiTe TabnuuaTa oT BbTpELIHATA CTPaHa Ha
Kallaka Ha KapTOHEHaTa KyTHsl, 3a J1a CJIeAUTE KOJIKO
WH)KEKINH CTE MPUIIOKUIIU U KOTa CTE TH
TIPUITIOKUITH.

IIucankara Bu e npegna3zHadeHa J1a ce U3I0JI3Ba C
uriy 3a eqHokparHa ynorpeoda 30G, 31Gu 32G ¢
JIbJDKMHA 710 8 mm.

B omakoBkara ca BkiroueHu uria NovoFine Plus.

Ozempic npeaBapuTeJTHO
HAITBJIHEHA MUCAJIKA U UIJ1a

(mpumep)

BbHuina

Kanauka Ha Kamayka Ha

nucajkara urjara
BbTpemna
Kanayka Ha
Hrjiara
Hraa
Xapruen
eTHKeT

IIpo3opue Ha

nucajgKaTa

Etnker na

nucajgKaTa

Bposiu Ha 103aTa

Crpesika Ha 103aTa

CeiiekTop Ha

no3ata Mapicep 3a

npoBepKa
Ha
H3THYAHETO

Jlo30B OyTOH

/N Baxua uHopmanus

O6’LpHeTe CIicnyaJIHO BHUMAHHUEC Ha TE3H 66J'IC)KKI/I, TBHH KaTO T€ ca BaXKHU 3a Oe30macHaTa

ynoTpeba Ha MUCaJIKaTa.

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJa

. IIpoBepere MMeTO U LBETHUS €TUKET Ha
nycajKara CH, 3a J1a ce YBEpUTE, e Ts
cpabppka Ozempic 0,25 mg. ToBa e
U3KJIFOYUTENIHO Ba)KHO, aKO Ipuilarare
MH)KEKLMOHHO II0B€YE OT €IUH BUJ JEKapCTBO.
Wznon3BaHeTo Ha MOTPEIIHO JIEKAPCTBO MOXKE
Ja ObJie BPEIHO 3a 3/1paBeTo Bu.

. CpaJjieTe KanaykaTa Ha MMCAJIKATA.
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. IMpoBepere 1anu pa3TBOPHT B MUCAJIKATA €
oucTnp u Oc3uBereH. [lornennere mpes
MPO30PUYETO Ha MUcANKaTa. AKO pa3TBOPHT
W3IIICKIa MBTCH WIH C TIPOMEHEH IIBSIT, HE
M3M0JI3BANTE NHCAIKATA.

. B3emeTte HOBa urJAa.
[IpoBepeTe xapTHUCHHS STUKET U BHHIITHATA
Karayka Ha WUTJiaTa 3a MOBPEe/U, KOUTO MOTaT
Jla 3aceTHAT CTEPUITHOCTTA. AKO 3a0eNIeKnTe
HSIKaKBa TIOBpe/a, U3MOI3BaTE HOBA UTTIA.

. OTcTpaHeTe XapTHEHHUS €THKET.

YBepeTe €€, Y€ CTC MOCTABUJIM UIJIaTA

MPaBWIHO.
. Hartuchere urnata npaBo BbpXy MHCaIKaTa.
. 3aBwmiiTe, TOKATO Ce 3aXBaHE CTErHATO.

Hrnara e mokpura ¢ 1Be kanayku. TpsaodBa
Ja CBAJIMTeE M ABETe Kanauyku. AKO 3a0paBuTe
Jla CBaJIUTE U ABETE Kaladky, HAMa Jia yclieeTe
Jla CH NH)KEKTHpaTe JIEKapCTBO.

. CpaJieTe BHHIIHATA KaNlayKa HA UIJIATA U A
3amasere 3a nmo-KbCcHO. T me Bu TpsoBa ciien
WH)KEKTHPAHETO 3a 0€30I1aCHO OTCTpaHsIBaHE
Ha WIJaTa OT MUcaKara.

. CpaJjieTe BbTpPeLIHATA KAMAYKa HA UTJaTa U
sl I3XBBPJIeTe. AKO Ce oruTare aa s
MOCTABUTE OTHOBO, MOXKE HEBOJHO JIa Ce
yboJere ¢ uriarta.

Ha Bppxa Ha urnara Moxe Jja ce NOSIBU Kamka OT
pastBopa. ToBa € HOpMaHO, HO BCE Mak TpsiOBa Ja
MIPOBEPUTE U3THUAHETO, aKO M3IT0JI3BATE HOBA
nucasnka 3a npsB IbT. Bukre crhnka 2 ,,IIpoBepete
M3THYAHETO C BCSIKA HOBA MUCAIKa™.

He nocraBsiiTe HOBa UIJIa HAa IUCAJIKATA CH, JOKATO
HE CTE TOTOBH JIa MHKXEKTHpPATE.

/N Bunaru nsnonseaiite Hoa nrna 3a Besika HHIKEKIHA.
ToBa Moke 1a IPeIOTBPATH 3aMyIlIBaHEe HA UTIIUTE, 3aMbpCsIBaHe, HHDEKTHPAHE U HETOYHO
JIO3HpAaHE.

Hukora He u3n0J13BaiiTe N3KPUBEHA WIH NOBPeEIeHA UTJIA.

2. HpOBepeTe H3THYIAHECTO C BCAKA HOBA NMUCAJIKA

. AKO Bedye M3Io3BaTe Mucaikara, IpeMHUHeTe
KbM CcThITIKa 3 ,,30epere mo3arta“.
IIpoBepsiBaiiTe U3TUYAHETO CaMO PEaU
MbPBOTO HHKEKTHPaHe C BCAKAa HOBA

I CaJIKa.
N30pan e
° 3aBT>pTeTe CCJICKTOpAa Ha n03aTa 10 Mapkepa Mapkep 3a
npoBepKa Ha
32 MpOBEPKA HA U3TUAHETO (" -) TOYHO H3THYAHETO

cien ,,0“. VBepere ce, 4e MapKepbT 3a
MPOBEPKA Ha U3THYAHETO CE M3PABHsIBA ChC
CTpeJIKaTa Ha J103ara.
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. 3aapBKTe MUcankaTa ¢ HaCOYeHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH,
JIOKaTo OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0“ TpsiOBa aa ce U3paBHU ChC
CTpeJIKaTa Ha J103aTa.

Ha Bppxa Ha urnara Tps0Ba J1a ce MOSBY Kalka
pasTBop.

Ha Bbpxa Ha urnara Moxke J1a OCTaHE MaJlka Karka, HO TS HsMa Ja ce MHXKEKTHUPA.

AKO He ce OSIBU KAIKAa, TOBTOpeTe CThIKA 2 ,,IIpoBepeTe U3TUUAHETO C BCSIKAa HOBA MUcaKa“ 10 6
IBTH. AKO BCE OITle HAMA Kallka, CMEHETE WTJIaTa M TIOBTOpeTe CThIKaA 2 ,, IIpoBepeTe M3THIaHeTo ¢
BCsIKa HOBA IMMCAJIKA*“ OIC BEIHBXK.

M3xBbpaeTe nucaikaTa U U3MOI3BANTE HOBA, KO BCE OLIE HE CE € MOsIBUJIA KallKa OT pa3TBopa.

/N Bunaru ce YBepsiBaiiTe, 4e ce MOSIBABA KAMKA HA BbpXa Ha UTJIaTa, IPE/IH JIa U30I3BaTe
HOBA IMKCaJKa 3a MpbB bT. C TOBa ce TapaHTHpPa, Y€ pa3TBOPHT MPEMUHABA OE3MPETIATCTBEHO
TIpe3 uriara.
AKO HE ce TIOSIBH Kallka, HIMa J]a CH WHXKEKTUPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO,
BBIIPEKH ue OpPOSYBT Ha JT03aTa MOXKe Ja MoMphaHe. ToBa Mo:ke 1a 03HAUABA, Ye UIJIATA €
3anmylieHa UJu MoBpeieHa.
AKO He MpoBepsBaTE U3THYAHETO TPEAY THPBOTO CH HHKEKTUPAHE C BCSIKA HOBA MHCAJIKA,
MOJKE JIa He TIONYYHTE peNucaHaTa J1o3a u xenanus egext Ha Ozempic.

3. M30epeTte no03ata

. 3aBbpTeTe ceJieKTOPa Ha 103aTa, 32 J1a
HabOepete 0,25 mg.
IpoawmkeTe Aa BBPTHUTE, JOKATO OPOSIYBT HA
no3ata cipe u nokaxe 0,25 mg.

N30pann
0,25 mg

Camo OpoAYbT U CTpesKaTa Ha J103aTa I IoKaxaT, 4e ca Habpanu 0,25 mg.

Moskete na uzdupare camo 0,25 mg Ha mosa.

CenexkTopbT Ha Jj03aTa NIPULIPAKBa pa3IMYHO, KOTaToO CE 3aBbPTHU HAIpea, Ha3al UK IpU
npemunrasane Ha 0,25 mg. He Opoiite npumpakBanusiTa Ha MUcaIKaTa.

/N Bunaru usnoxssaiite Oposiua M cTpeJKAaTa Ha 103aTa, 3a 1a BUJAUTe, Ye ca HAa0paHu
0,25 mg, npeau 1a MHKEKTHPAaTe TOBA JIEKAPCTBO.
He OpotiTe mpumpakBaHusITa Ha MHCATKATA.
Cnc cesieKkTOpa Ha 103aTa TpsidBa aa ce n3dupar camo no3u no 0,25 mg. 0,25 mg tpsidBa
TOYHO 14 CE M3PaBHU ChC CTPEINIKATA, 32 J1a CTe CUTYPHH, Y€ IPUEMaTe MpaBUIIHA 103a.

4. Un:kekTHpaiiTe 103ata

. BnBenere uriara B Ko:karTa, Kakto Bu e
nokaszan BammsT nekap nim MeauIMuHCKa
cecrtpa.

. YBepere ce, ye BHAKIaTe Oposiua Ha J03aTa.
He ro 3akpusaiite ¢ npsctute cu. ToBa MoXe
Jla IPEKbCHE NHKEKTHUPAHETO.
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. HatucHere u 3a1pb:KTe 1030BHsA OYTOH.
Hab6.ionaBaiite, 10kaTo OposiYbT HA 103aTa
ce BbpHe Ha ,,0“. Lludpata ,,0“ TpsOBa na ce
M3paBHU ChC CTpeJKara Ha go3aTa. Torasa
MOJKE J1a YyeTe WK yCeTUTE NPHUIIPAKBaHE.

. IIpoabixaBaiiTe 1a HATHCKAaTE 1030BHS
O0YTOH, IOKATO 3aIbpP:KaTe UIJIATA B KOKATA
cH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO ABPKUTE Bpoiire 6aBHo:
1030BHsI OyTOH HATHCHAT. 193456
J AKO W3BagUTE WTjaTa IMo-paHo, MOXKE Ja

BUJIUTE KaK OT BbpXa I U3THYA CTPYHKa OT
pastBopa. B TakbB ciryuaii HsMa Aa Obae
MIPUJIOKEHA ITBJIHATA J03a.

. HM3Banere uriara ot Koxkara cu. Cieq ToBa
MOJKE JIa OTITYCHETE JT030BUS OyTOH.
AKO Ha MSCTOTO Ha UHXEKTUPAHE CE MOSBU
KpPBB, IPUTUCHETE JIECKO.

Ha Bbpxa Ha urnaTa Moke a BUJUTE KalKa pa3TBOp Clie] HHKEeKTUpaHeTo. ToBa e HOpMaIHO U HE ce
oTpa3siBa Ha Bamata no3a.

& Bunaru riienaiiTe Oposiua Ha 103aTa, 3a 1a 3HAETe KOJKO INg CH HHIKEKTHPAaTe. 3aJIpbKTe
9
JTIO30BUS OYTOH HaTHCHAT, JOKATO OPOSIYBT HA J103aTa ce BhpHE Ha ,,0°.

Kak na pa3no3naerte 3amynieHa mjiy nmoBpeieHa Urjia

—  AKo OposiYbT Ha J103aTa He TIOKaxe ,,0“ cleT MPOIBIDKUTEITHO HATUCKAHE Ha JI030BUS
OyTOH, BB3MOXHO € J1a CT€ M3IMI0I3BAJIH 3aIlyIlIeHa WM OBPEIeHa UIJIa.

— B TakbB cityyail He €Te CH HH)KSKTHPAIN HUKAKBO JISKAPCTBO, BBIIPEKH Y€ OPOSIBT Ha
J103aTa Ce € MPEMECTHJI OT YUCIIOTO Ha ITbPBOHAYAIIHATA 71032, KOSTO CTE 3aalTH.

KakBo 1a npaBuTe ¢hC 3amylieHa urjia

CmeHeTe uriara, KakTo € OMUcaHo B CThIKA 5 ,,Ciael MHKEKIMITA, U TOBTOPETE BCUUKHU
ctbnku ot 1 ,,[logroreere nucaikara cu ¢ HOBa uria‘“. YBepere ce, 4e cre HaOpasu 1suiaTa
HeoOXxoMMa J03a.

Hukora He qoKkocBaiiTe Oposiua Ha 103aTa, JOKATO HHKeKTUPaTe. ToBa MOXKe Ja MPEKbCHE
WHXEKTHPAHETO.

5. Caen MHKeKIUATA

Bunaru u3xBbpJisiiTe UrjaTa cjiel BCsiKa
WHKEKIHA, 32 J]a CH OCUTYPHUTE YI00CTBO MpH
WHXEKTHpaHe U 1a n30eTHeTe 3amyIBaHe Ha
UrauTe. AKo uriara e 3amylieHa, HiMa J1a CU
UHXEKTUPATE HUKAKBO KOJUYECTBO JEKAPCTBO.

® BKapaﬁTe BbpXa HA UIJIaTa BbB BbHIIHATA
Kalmayka Ha urJjaTta BbpXy paBHa
IMOBBPXHOCT, 0e3 Ja JOKOCBATEC vrjarta ujin
BBbHIIIHATAa KallaykKa.
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Crnen xato uriaTa € moKpuTa, BHUMATEIHO
HATHCHETE BLHIIHATA KanavyKa Ha urjara
JTOKpau.

PasBuiiTe uriara u s U3XBbpIETE
BHHMATEITHO CTIOpPE] YKa3aHuATa Ha Barmms
JIeKap, MEAMIIMHCKATa cecTpa, (hapMaleBT WK
MECTHHUTE BIJIACTH.

ITocTaBsliTE 0OTHOBO KANMAYKATA Ha
MHcajkaTa cjieJl BCAKO M3M0JI3BaHe, 3a Ja
MIPEAIa3uTe pa3TBOpa OT CBETIMHA.

Koraro nucankara Tpsi6Ba fa ce U3XBBPIIH, HaNpaBeTe ro, 6€3 1a MMa Wriia BbpXy Hesl, KakTo Bu e
WHCTPYKTHpaI BamusT ekap, MEAUIIMHCKA cecTpa, (papMalieBT Wik MECTHHUTE BJIACTH.

A

Huxora He ce onuTBaiiTe Aa MOCTaBsITe 00PATHO BhTPEIIHATA KallayKa BbPXY MIJIaTa.
Moxe na ce ybozaere ¢ uriara.

Bunaru cien Besika HHKeKIUsI He3a0aBHO OTCTPaHABAliTe UIJIaTa OT MHCAJIKATA.
ToBa Moke 1a IpeAOTBpaTH 3allylIBaHEe HA UM, 3aMbpcsiBaHe, MHPEKTUpaHe, N3THYaHE Ha
pa3TBOpP M HETOYHO JIO3UPAHE.

JonmbaHuTeIHA BaKHA MHpOpManms

BuHaru cexpaHsiBaliTe MicaikaTa U HIJIMTE HA MAICTO, HEJJOCTHITHO 32 IPYTH X0pa, 0COOCHO
3a jena.

Huxora He criofeifiiiTe MIcaiKaTa UK UTIIATE CH C APYTH XOpa.

OOrprKBanuTe JIMIa TpsiOBa 1a ca MHOT'0 BHUMATEJIHU NMPHU PadoTa ¢ U3MOJ3BAHU UIJIH, 32
Jla n30erHaT HapaHsIBaHe C TSIX M KPhCTOCaHa HMHQEKIIHS.

I'pnxa 3a Bamarta nucajka

Wznon3paiiTe nucaikara BHUMAaTENHO. [ py0oTOo MaHMITy IMpaHe WK HEMIpaBUIHA yHoTpeOda Morar aa
HNPUYUHAT HETOYHO JT03UpaHe. AKO TOBa C€ CIIy4H, MOXeE J1a He TOJyIHTe KelaHus eeKT Ha ToBa
JIEKapCTBO.

He ocTaBsiiTe mucajkarTa B KoJIa WIH Ha IPyro MsCTO, KbJIETO MOKE /1a CTAaHE TBBPJE
TOpEIO WU TBBPIE CTYACHO.

He un:xextupaiite Ozempic, KoiTo e 011 3aMpa3eH. AKO TO HaIIPaBUTE, MOXKE J1a HE
MOJYYHTE JKeJIaHMsI eeKT Ha TOBA JIEKapCTBO.

He nnkextupaiite Ozempic, KoWTO e OMJI M3JI07KeH HA IPAKA CIbHYEBA CBeTJIMHA. AKO TO
HaIlpaBHTe, MOXKE JIa HE TIOJTyYUTe KeJaHus eekT Ha TOBa JIEKapCTBO.

He u3naraiite nucajakara cM Ha Ipax, MPbCOTHS WJIH TEYHOCT.

He muiiTe, He HaKNCBaiiTe M He CMa3BaiiTe MUCATKATA CH. Ts MOXeE J1a Ce MMOYUCTH C MEK
npemnapar BbpXy HaBJIa)KHEHa KbpIa.

He u3nyckaiiTe nucajgkarta ¢ 1 He 5 YApANWTE B TBBPAN MOBBPXHOCTH. AKO S U3ITyCHETE WIIH
MOJI03UpATe, Ue HEllo HE € Hape]l C Hes, IIOCTaBETe HOBA UIJIA U IPOBEPETE U3TUYAHETO HA
Ppa3TBOp, IPEIH J1a MHKEKTUPATE.

He ce onuTBajiTe 1a HAbJIHUTE NOBTOPHO NMucajakaTa cu. Cieq KaTo BEAHBXK ce U3IPa3HH,
T TpsIOBa J1a ce U3XBBPIIH.

He onuTBaiiTe 1a mompaBsiTe WK pa3riao0sBare MUcajkara CH.

75




JIucroBka: UHpopmanusa 3a nanueHTa

Ozempic 0,5 mg nHkeKINOHEH Pa3TBOP B NMPeIBAPUTEIHO HAITbJIHEHA MHCATKA
cemarnyTua (semaglutide)

IIpouereTe BHUMATEIHO LSIJIATA JUCTOBKA, IPeIU 1A 3all0YHETE J1a U3I0JI3BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABbP:Ka BaskHa 3a Bac undopmanms.

- 3amnaseTe Ta3u JUCTOBKAa. MoXke a ce HaJIOXKU J1a s IPOUYETEeTe OTHOBO.

- AKo MMaTe HIKAaKBH JONBIHATEIHN BRIPOCH, HonuTaiTe Bamus nekap, GpapmaneBT nim
MEIHUIHMHCKA CECTpa.

- ToBa nexapcTBo € npeanucano Ju4Ho Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpe.M, HE3aBICHMO 4e TPU3HAIIUTE Ha TSIXHOTO 3a00sIBaHe ca ChITUTE KaTo BammuTe.

- AKO moryuuTe HSIKaKBU HEXEJIaH! peakluy, yBeaomere Bamus nexap, papmanesT nin
MEIHUIMHCKA cecTpa. ToBa BKIIOUYBA BCUYKH Bb3MOXKHH, HEONIMCAHU B Ta3M JMCTOBKA HEKEIAHH
peakuuu. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

2. Kakso Tpsi0Ba na 3Haere, npeau aa usnonzsare Ozempic

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

6. ChbabpxaHue Ha ONAKOBKATa U AOIBIHUTENIHA HH(POPMALUS
1. Kakso npencrasasipa Ozempic 1 3a KaKBO ce H3M0J13Ba

Ozempic chabpiKa aKTUBHOTO BEIIECTBO ceMariayTHI. To moMara jia ce OHMKU KpbBHATa 3aXap B
opranusma Bu, caMmo koraTto € TBbpjie BUCOKA M MOXKE J]a TIOMOTHE 3a MPEAOTBPATSIBAHE HA CHPICYHO
3a00IsIBaHe TpY MAIMEeHTH che 3axapeH auabdet tum 2 (3/{T2). Toii chimo Taka momara ga ce 3a0aBu
BJIOIIIABAHETO Ha ObOpeuHaTa QyHKIMs npy nanueHTd che 3/ T2 upe3 MexaHU3bM U3BBH
MOHM)KaBaHETO Ha KpbBHATA 3aXap.

Ozempic ce u3IoJI3Ba 3a JIeUeHUE Ha Bh3pacTHU (Ha Bh3pacT 18 roaunu u nmoseue) cbe 3/1T2, korato
AUeTaTa U yripa)XHEHUATa HE Ca JOCTAaTb4YHU.:

. CaMOCTOSITETTHO — KOTaTO He MOKETe J1a M3MOI3BaTe MeT(HOPMHUH (ZIpyTo JIEKapCTBO 3a AHa0eT)
WITH
. C JpYyTH JIEKapCTBa 3a JUabeT — KoraTo T€ He ca JOCTaTh4HU, 3a J1a KOHTPOJIUpaT HUBAaTa Ha

KpbBHaTa Bu 3axap. TakuBa morar ga Ob1aT IekapcTBa, KOUTO IpUeMaTe Mpe3 ycTara Win
WHXXEKTUpATe, HAlPpUMEp WHCYIINH.

BaxxHo e 1a npoabJKKTE MJIaHa CH 33 IWeTa U yIpakHEeHHs, KakTo Bu e kazan Bammusat nexap,

(hapmareBT WM MEIUIINHCKA CECTPa.

2. Kakso Tps0Ba 1a 3HaeTe, npeau Aa usnoassate Ozempic

He n3noa3saiite Ozempic

. aKo CT€ AIEPTUYHH KbM CEMAarIyTH]I WIA KbM HIKOSI OT OCTaHAJIUTE ChCTaBKH HA TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6).

Ipexynpesxnenns: u npeanasHu MepKU

I'oBopete ¢ Bammst mekap, ¢papmareBT WM METUITHHCKA CECTpa, MPEAH J1a U3II0I3BaTe TOBA
JIEKapCTBO.
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ToBa nexapcTBO HE € CHIIOTO KaTo HHCYJIMH U Buie He TpsOBa a ro u3noia3Bate, ako:

. nMare aquaber Tum 1 — 3a0oJaBanHe, MIPH KOETO OPTraHU3MBT BH M3001110 HE TIPOU3BEK 1A
WHCYJIUH;
. pa3BueTe nrabeTHa KeTOANUA03a — YCIIOKHEHUE MPU THa0eT, MPOTHYAIIO C BUCOKA KPhBHA

3axap, 3aTpyAHEHO IUIIaHe, O0bpPKBaHEe, MPEKOMEpPHA JKaX/1a, CIaAbK MAPHC HAa IbXa WIH
CITabK WM METaJIeH BKYC B yCTaTa.
Ozempic He e MHCYJIMH ¥ MTOPaJX TOBA HEe TPSIOBA J1a ce U3MOJ3Ba KATO 3aMECTUTE Ha UHCYJIMHA.

Axko 3HaeTe, ye Bu npencTou orneparus, Ipy KOSTO 1ie ObJeTe 1Mo/1 aHecTe3us (B CIISIIO ChCTOSHUE),
TpsiOBa na kaxxere Ha Bamus nekap, ye cre Ha nedenue ¢ Ozempic.

Ed)eKTI/I BBPXY XpaHOCMHJIATCIHATA CUCTEMA

ITo BpeMe Ha JIe4EeHHETO € TOBA JIEKapCTBO MOXe Ja Bu ce moBaura (rajeHe) uin Aa uMare
HOBpBINAHE WK Auapus. Te3n HeKelaHW peakIuy MOraT Jia MPUYUHAT JeXUapaTanys (3aryoa Ha
TEYHOCTH). BaykHO € 1a muete 0OMIIHO KOJTMYECTBO TEUHOCTH, 3a J1a MPEAOTBPATUTE ICXUAPATALIHSL.
ToBa e ocobeHo BakHO, ako uMare npodinemu ¢ 0bOpenure. 'oBopete ¢ Bamus nekap, ako uMaTte
HSKaKBH BBIIPOCH HJIM HPUTECHEHHUS.

CunHa n OPpOABDKHUTC/IHA KOPEMHA 60J'IKa, KOATO MOKE 4 CE€ IBJI’KH Ha OCTHP MAHKPCATHUT

AKO MMaTe CHITHA M IPOIBIDKUTETHA 60JIKa B 001aCTTa Ha cTOMaxa, He3ab0aBHO MOTHPCETE JIeKap, Thid
KaTo TS MOXKE J1a € TIPU3HAK Ha OCThP MaHKPeaTUT (Bh3MaJeH NaHkpeac). Mol BIKTe Touka 4 3a
MpeIynpeANTEITHATE PU3HAIY 32 Bh3IAJICH TaHKpeac.

Hucka xpbBHA 3axap (XMIIOTITUKEMUST)

KoMmOunaHpaHeTo Ha cynhOHUTYPEHHH MTPOU3BOAHH WIIH WHCYJIMH C TOBA JICKAPCTBO MOXKE J]a YBEIIHYU
pHUCKa OT IOHM)KaBaHe HAa HUBATa Ha KphBHATA 3aXap (XUMOTIUKeMHUs ). MoJisi, BIKTe Touka 4 OTHOCHO
NpeAyNnpeAUTEIHUTE IPU3HAIM 32 HUCKU HHBA Ha KpbBHATA 3axap. Bamusar nekap moxe aa Bu
Ha3Hayuu J]a ce U3CJIEe/IBAT HUBATa HA KpbBHATa Bu 3axap. ToBa 11e My IOMOTHE J1a ONpeen Taau
J03ata Ha cyJI(HOHMWITYPEHHOTO POU3BOIHO WITH MHCYJIMHA TPSOBa Jia ce MPOMEHH, 3a JIa Ce TOHMKH
PHUCKBT OT HHCKA KPBbBHA 3axap.

3abossiBaHe Ha OYMTE BCIEACTBYE Ha nuabder (peTHHONATHSI)

Axo uMare 3a00JISIBaHE HA OUUTE BCJIICACTBUEC HA ):[I/Ia6eTa 1 U3M0JI3BATC UHCYJIMH, TOBA JICKApCTBO
MOXKE ga JOBCAC OO0 BJIOIIaBaHC Ha Bamero 3pCHUC U TOBA MOXKC J1da HAJIOKH JICUCHUC. I/IH(l)OpMHpaﬁTC
JICKapA CHU, akoO UMaTe 3a00JIIBaHE HA OUUTE BCJICACTBUC Ha ,ZII/Ia6CTa HJIN aKO 110 BpEME Ha JICYCHUECTO
C TOBA JICKAPCTBO MOJJYYHUTEC HpO6J'ICMI/I c ouute. B cnyqaﬁ 4€ uMaTe NnOTCHIMAaJIHO HECTAOMITHO
3a00/IIBaHE HA OUUTE BCJIICOACTBUC HA ,I[I/Ia6eT, HC CC IPCIOPBHYBA J1a U3IIOJI3BATEC OzempiC 2 mg.

Bueszannu npoMeHu B 3pennero Bu

AKko 3abemnexuTe BHE3aITHa 3aryda Ha 3peHue Wik 0bp30 BIOIIaBaHE HA 3PCHUETO 110 BpeMe Ha
JICUEHHETO C TOBA JIEKapCTBO, He3a0aBHO ce cBbpKeTe ¢ Bamus siekap 3a cbBeT. ToBa Moxe n1a ce
IBJDKW Ha MHOTO PSIZIKO Cpelalia ce He)eNlaHa peakiysl, HapeueHa HeapTepUUTHA MTPeJHa UCXEMUYHA
ontnuHa HeBponatus (HIIMOH) (Buxre Touka 4: Ceprno3Hu HexXelaHu peakuun). Bammst nekap
Moxke 1a Bu Hacouu 3a oueH nperies 1 MoXKe 1a Ce HaJIOXKH Jla CIIPETe JICUCHUETO C TOBA JIEKApPCTBO.

Jeuna u ronomu

Tora yiekapcTBO HE Ce MPEmopbUBa MPH Jiella U IOHOIIH Ha Bh3pacT moa 18 rouHu, Thil KaTo
Oe3onacHocTTa U e(pUKaCHOCTTa TIPU Ta3W BH3pacToOBa IPyIia BCE OIE HE ca YCTAHOBEHHU.
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Apyru nexapcrBa u Ozempic

TpsiOBa ma kaxkete Ha Bamms jgexap, ¢hapMalieBT WIN MEIUIIMTHCKA CECTPa, aKO MpHeMaTe, HaCKOpO CTe
MPUEMaJTH WU € Bh3MOXKHO J1a TIpUeMaTe JPYTH JICKapCTBa, BKIIFOUMUTEIHO OWJIKOBU WU APYTH
JIEKapCcTBa, KOUTO CTE Kymiiu Oe3 perenra.

[o-cnenmanto, nadopmupaiite Baius nekap, GpapMalieBT Wik MEIUIIMHCKA CECTPa, aKO U3I0JI3BATe

JIEKapCTBa, ChAbPKAIIN HAKOE OT CICTHUTE:

. Bapdapun wim npyru momoOHu JiekapcTBa, IPHEMaHH MPe3 ycTaTa 3a HaMaJIsiBaHEe Ha
KPBBOCHCUPBAHETO (TIEPOPATHA aHTUKOATYJIaHTH ). MOJKe J1a ce HAJIOXKAT YECTH W3CJICIBAHII
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChcUpBa KphBTa Bu.

. AKo u3mon3Bare WHCYIUH, Bamust jgekap e Bu 00scHY Kak Ja HaManuTe 103aTa Ha UHCYJIMHA
u 1e Bu npenophya fa ciaeauTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30ErHeTe XUIEPIIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U nuabeTHa KeToanuao3a (YCIoKHEeHne Ha Tuabera, KOeTo HaCThIIBa,
KOTaTo OPraHU3MbT HE MOXKE JIa Pa3rpaiv TII0K03aTa, Thil KaTo HsIMa JOCTAThUYHO WHCYJIINH).

BpemenHocT U KbpMeHe
AKo cTe OpeMeHHa W KbPMHUTE, CMsATaTe, Y€ MOXKe J1a CTe OpeMeHHa, WU IIaHupaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamms nexap npeau yrnorpebara Ha TOBa JIEKAPCTBO.

ToBa niekapcTBO He TPsIOBa J1a ce U3MOM3Ba 10 BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO Jajln
3acsra mioja. 3aroBa yrnorpedara Ha KOHTPALCTIIHS € MPENOPbYUTENHA, TOKATO U3IIOI3BATE TOBA
JIeKapcTBO. AKO KellaeTe Jia 3a0peMeHeeTe, 00ChIeTe KaK Ja IPOMEHHTE JICYCHUETO cH ¢ Bamus
JeKap, Thil KaTo TpsAOBa Aa crpere yrnotpebara Ha TOBa JISKAPCTBO MOHE 2 Mecela MPeABaPUTEITHO.
Axo 3abpeMeHeeTe, T0KaTO U3MOI3BATE TOBA JIEKAPCTBO, TOBOPETE HE3a0aBHO C JIeKaps CH, Thil KaTo
nedeHrero Bu TpsOBa 1a Obae IPOMEHEHO.

He n3non3zBaiite ToBa 1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMarTa.

Modupane u padora ¢ MAIIUHU

Masko BepositHo € Ozempic 1a nosnusie Ha criocobHocTTa Bu 3a modupane u pabora ¢ Maman. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CyI(POHMITYPEHHN POU3BOIHYU WM UHCYJINH,
KpbBHaTa By 3axap Moke Jja ce MOHMKH (XUMOTITUKEMHS), KOETO Jia oTcaabu criocoOHocTTa Bu n1a ce
KOHIIeHTpupaTe. He modupaiite u He padoTeTe ¢ MaIIMHMU, aKO MOIy4YHTE MPU3HANN HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpesxxaeHus u npeamnasHyd MepKu' 3a HH(opMalys 0THOCHO
MOBUILICHUS PHCK OT HUCKA KPbBHA 3aXap, KAKTO M TOYKa 4 3a MpeAyNpeaUTeTHUTEe IPU3HALN Ha
HHCKa KpbBHA 3axap. ['oBopeTe ¢ jekaps cv 3a JOIbIHUTENHA HHpOpMALHs.

Chabp:kanue HA HATPHIA
ToBa nexapcTBo chIabprka mo-mManko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTHYECKH He ChAbpKa HATPHUHL.

3. Kak na uznoassate Ozempic

Bunaru n3nonspaiite ToBa JekapcTBO TOUHO KakTo Bu e kazan Bamust nekap. AKo He CTe€ CUTYpPHU B
HEIIo, monuTaire Barms jgekap, papMalieBT WM MEIUIIMHCKA CeCcTpa.

Koaxko na n3nmoja3Bare

. Havanmnata no3a e 0,25 mg BeIHBX CEAMHYHO 3a TIEPHOJ OT YETHPH CEIMUIIH.

. Crnen 9eTupy CeMUIIN JIEKapSAT e yBenuun Ao3ata Bu no 0,5 mg BegHbXK ceAMUYIHO.

. Jlexapsat Moxe aa ysennuu go3ata Bu 10 1 mg Beaubpxk ceIMUYHO, ako KpbBHaTa Bu 3axap He
ce KOHTPOJIMpa JOCTaThbuHO A00pe ¢ 103a 0,5 mg BeAHBXK CEIMUYIHO.

. BammusaT nexap Moxxe ga yBennun no3ata Bu Ha 2 Mg BenHBX ceAMUYHO, aKo KpbBHaTa Bu

3axap He ce KOHTPOJUpa IOCTaThuHO 00pe ¢ 103a 1 My BEAHBK CEAMUTHO.

He npomensiite no3ara, ocBeH ako Bammst nexap He Bu e xa3an ga HampaBuTe TOBa.
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Kak ce npuiaara Ozempic
Ozempic ce mpuiara 4pe3 HHKEKIHS MoJ] KoxkaTa (MOIKOKHO MHKeKTupane). He nHxekTupaiite BbB
BEHA WU MYCKYJL.

. Haii-nogxomsminure MecTa 3a HHKEKTHPAHE ca Npe/IHATa YacT Ha OejpaTa, mpeHara 4acT Ha
TanmusaTa (Kopema), Wik ropHaTa 9acT Ha pbKaTa.
. [Ipenn na u3non3Bare mucankara 3a NpbB BT, Bammsar Jiekap win MeIuIuHCKa cecTpa 1ie Bu

TTOKaXKaT Kak /1a OopaBuTe C Hesl.
IMoapoOHu ykazaHus 3a yrorpeda ca JIaJIieH! Ha JIpyrarta cTpaHa Ha Ta3! JINCTOBKA.

Kora na uznoaszBare Ozempic

* TpH6Ba Ja U3M0JI3BATC TOBA JICKAPCTBO BEAHBIX CEAMNYHO U 110 Bb3MOXKXHOCT — Ha €IUH U CbII]
JCH BCsiIKa CCAMUIIA.
* Moxe Ja Ch HallpaBUTC MHKCKIHS 110 BCAKO BPEMC HaA ACHS, HC3aBUCHUMO OT XpaHCHUATA.

3a 1a 3allOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO CE HHXKEKTUPA CaMO BEIHBXK CEIMHUHO,
NPENOPBUYUTENHO € 1a OTOeNex uTe H30paHus IeH (Hamp. cpsiaa) BbpXy KapTOHEHATa KyTHs U Ja
3anycBaTe BbPXY Hesl laTaTra MpU BCAKO MHKEKTHPAHE.

HpI/I H€O6XO,I[I/IMOCT MOXKETC Aa MPOMEHUTEC ACHS HA CIKCCECAMUYIHOTO MHIKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA a Ca U3BMHUHAJIHN ITOHC 3 AHU CJIe TOCICAHOTO MY MHXCKTUPAHC. CJ'IGI[ I/I36I/IpaHeTO
Ha HOB ICH IMPOABJDKETC MPUIJIaraHeTo BEAHBIK CCIMUYIHO.

AKO cTe U310/13BaJIN NI0BeYe 0T HeoOxoanMmara g03a Ozempic
AKO CTe M3MOJI3BaNIM MOBeUe OT HeoOxoauMaTta o3a Ozempic, BegaHara nadopmMupaiite Barms nekap.
BB3MOKHO € a mony4nTe HeXXeJaH! peakiK KaTo TIOBAUTaHe (rajieHe).

AKo cTe nmponycHaau aa u3noJ3Bare Ozempic

AKO cTe MpoITyCHAJH J1a MHKEKTUpaTe 1032 U:

. W3munanm ca 5 nnm 1mo-Manko JHH cjell MOMEHTA, B KOHTO € TPSOBaIIO /1a M3MOI3BaTe
Ozempic, HHXEKTHpaiTe o BeJHara, oM cu criomHuTe. Ciel ToBa WHXEKTHpaiiTe
cieqBalaTa C 7103a, KakTo OOMKHOBEHO B TUIAHUPAHHUS JICH.

. W3munanu ca moBeue OT 5 JHH ClIe MOMEHTA, B KOHTO € TpsiOBasio Aa u3nonssare Ozempic,
IIpecKoueTe MpoIrycHaTaTa no3a. Cien ToBa MHXXEKTUPaNTe cleaBalara Cu 1033, KaKTo
0OMKHOBEHO B TUIAHUPAHHUS JICH.

He n3non3paiite nBoitHa /103a, 32 Ja KOMIIEHCUpATE MPOIycHATaTa /103a.

AKo cTe ciipesiu ynorpedara Ha Ozempic

He cnmpaiite ynorpebaTa Ha TOBa JiekapcTBO, O6€3 na cre nHpopmupaiu Bamus jiekap. AKo s crpeTe,
HUBOTO Ha KpbhBHATa By 3axap Moke J1a ce TIOBUIIH.

AKO UMaTe HIKAaKBU JIOITBIHUTEITHH BBIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha TOBA JIEKAPCTBO, MOIMTUTANTE
Bamus nekap, papmarieBT win MEIUIIMHCKA CECTPa.

4. Bb3MOKHU He:KeJIaHU peakuuu

KakTro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPECAU3BHUKA HEKECIIaHN pCaKIUK, BBIIPEKU Y€ HE
BCCKU I'1 TIOJTy4aBa.

CepHO3HM HeKeJTaHU PeaKIuu
YecTu (Morat na 3acersat 1o 1 Ha 10 gymm)
. YCIIOKHEHHS Ha 3a00JIIBaHETO HA OYMTE BCJICICTBUE Ha AuabdeTa (peTHHomaTus) — TpsioBa 1a

KaXX€TC Ha JICKapA CHU, aKO IO BpEME Ha JICUCHUETO C TOBA JICKAPCTBO ITOJIYUHUTE HpO6HeMI/I C
O4YHMTC, KaTO MMPOMsHA B 3pCHUCTO.
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Heuectu (Morar ga 3acersar o0 1 Ha 100 mymm)

. Br3nanenne Ha maHkpeaca (OCTHpP MAHKPEATHT), KOMTO MOKE JIa IPUYWHN CHITHA OOJIKa B
cToMaxa U Iep0a, KoSITo He mpeMuHaBa. TpsOBa 1a oTHIeTe Ha JIeKap He3a0aBHO, aKO MOIYYUTE
TaKrBa CUMIITOMH.

Penxu (morar aa 3acernar 10 1 Ha 1 000 qyrm)

. TEXKH alepPruuHy peakuny (aHapUIaKTUIHN peakuu, anruoeneMm). TpsOBa He3a0aBHO oa
MOJYYHTE MEUIIMHCKA ITOMOIIl ¥ BEJIHAra J]a UHPOPMUpATe JIeKaps CH, aKO IOJTydUTe
CHMIITOMH KaTo MPOOJIEMH C TUIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'bPIOTO
ChC 3aTPyIHEHO MPETIbIIAHE U YUECTEHO ChpLieOneHe.

MHoro peaxn (Morar aa 3acersar a0 1 Ha 10 000 mymn)

. 3abomsBaHe HA OKOTO, HAPEYCHO HEAPTEPUHUTHA MPeIHa HCXEMUYHA ONTHYHA HEBPONATHS
(HITMOH), xoeTo Moke Aa IpUUMHM 3ary0a Ha 3peHHETO Ha eqHOTO Bu oko 6e3 na uma Goska.
TpsiOBa He3a0aBHO Ja ce cBbpxKeTe ¢ Bammms sekap, ako 3a0eesKuTe BHE3AMHO WK OCTEIIEHHO
BJIOIIIABaHE Ha 3peHMETO (BMKTE Touka 2: "BHe3amHnu npoMenu B 3penuero Bu").

C Hen3BeCcTHA YecTOTA (OT HATUYHUTE JAHHU HE MOXKeE J1a Ob/Ie HallpaBeHa OIICHKA)
J 3anymiBaHe Ha uepBaTa. Texxka hopMa Ha 3arek ¢ JAOMBJIHUTSIIHA CUMIITOMH KaToO CTOMaIlllHa
00J1Ka, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAHU PCaKIHA

Mmuoro 4yectu (Morat fa 3acerHat moede ot 1 Ha 10 xymm)

. nopaurade (TageHe) — ToBa 0OMKHOBEHO OTMHHABA C BPEMETO;
. Juapusi — ToBa 0OOMKHOBEHO OTMHHABa C BPEMETO;
. HHUCKa KPbBHA 3axap (XUIOTTTHUKEMHUS), KOraTo TOBA JIEKAPCTBO CE W3I0JI3Ba 3a€IHO C JICKapCTBa,

KOHUTO ChABPXKAT CYI(POHUITYpEHHHI TPOU3BOIHH WIIM HHCYJIHH.

Yectu (Mmorar aa 3acersar a0 1 Ha 10 mymm)

. MOBPBIIAHE;

. HHCKa KpbBHA 3axap (XUIOTIMKEMHs), KOTaTo TOBA JIGKApPCTBO C€ M3IO0JI3Ba 3aSTHO C
MEePOPAITHU JISKAPCTBA 33 AMA0ET, OCBCH CYJI()OHWITYPEHHH TPOU3BOIHH UITH UHCYJIVH.,

[IpenynpeaurennuTe npru3HaIy 3a HUCKa KpbBHA 3aXap MOraT Ja ce MOosABAT BHe3anmHo. Te Morar 1a
BKITIOYBAT: CTyJI€HA MOT, XJafHa OJesa Koxa, TIaBo00Iue, yCKOPEH IyJiC, MoBaUraHe (TafeHe) uin
CHWJIEH IJ1aJl, IPOMEHH B 3pEHUETO, ChHIMUBOCT WM CJIA00CT; HEPBHOCT, TPEBOKHOCT WM OOBPKAHOCT,
3aTpyAHEHa KOHLEHTpALUs WIH TPETepeHe.

Bamust nekap me Bu kaxxe kak 1a 1eKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO Jja HAaIlpaBUTE, ako
3a0enexuTe Te3u NpeayIPEAUTEIHN IPU3HALH.

BeposTHOCTTa 112 cllafiHe HUBOTO Ha KPbBHATA 3aXap € MMO-TOJIsIMa, ako preMaTe CyI(pOHIIYpeHHU
MIPOM3BOJAHM WM MHCYJIUH. BamusT nexap Moke 1a HaMallu 103aTa Ha Te3H JIEKapCcTBa, Mpeu 1a
3aMo4HeTe /1a U3I0JI3BAaTE TOBA JIEKapCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3MAJICH CTOMAX (FaCTPUT) — MPU3HAIIMTE BKIIOYBAT CTOMAIITHA 0OJIKa, TIOBUraHe (rajicHe)
WJIH TTOBPBIIIAHE;

. pediiyke WM KHCEIMHY — HapHYaHHM oliie ractpoe3odareanna pedaykcHa 6oaect ('EPB);

. cToManrHa 0oJKa;

. MolyBaHe Ha CTOMAxa;

. 3arex;

. OpHUTBaHE;

. KaMbHU B JKITbUKATa;

. 3aMaiBaHe;

. yMopa;

. 3ary0a Ha TerJo;

b IIOHMKCH aIlCTHUT,
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. ra3zoBe ((hiaaTyaeHIus);
. MOBHIIICHUE HA TTAHKPEATUYHHU SH3UMHU (KaTO JIMTa3a U aMuasa);
. rJ1aBooome.

Heuectu (Morar ga 3acernar o0 1 Ha 100 mymm)

. MIPOMsIHA BBB BKyCa Ha XpaHaTa MU HAIUTKUTE,;
. y4ecTeH MyJIc;

. peakIy Ha MICTOTO Ha MHXEKTUPaHE, KaTo MMOCHHSABaHe, 00JIKa, Apa3sHeHe, ChpOex U 0OpHB;
. QJIEPTUYHH PEAKIINU KaTo 0OpHB, ChPOEK WK YPTUKAPHS;

. 3a0aBsiHE B U3MPA3BAHETO HA CTOMAXa.

Chol0maBaHe Ha HeKeJIAHU PeakIuu

AKO TIONTyYuTe HAKAKBU HEXKEIaHU PeakKilu, yBeJoMeTe Bamus siekap, GpapMarieBT v MeIUIIMHCKA
cectpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIO J1a ChOOIINTE HEXKETaH! PEaKIiy JUPEKTHO Upe3 HAIMOHATHATA CHCTEMA 32 ChOOIIaBaHe,
rocoueHa B [Ipmnoxkenue V. Kato crobmaBare HeXelIaHT PEakIliy, MOXKETE Ja aJeTe CBOSI IIPUHOC
3a MoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na cexpansiate Ozempic

Jla ce cpxpaHsiBa Ha MACTO, HEOCTBITHO 32 JIeT1a.

He u3non3BaiiTe ToBa JIeKapcTBO Clel CPOKA HA TOAHOCT, OTOENA3aH BHPXY €THKETa Ha IMHCANKaTa 1
KapTOHEHATa OIaKoOBKa ciex ,,[ ofeH 10, CpoKbT Ha TOJHOCT OTTOBaps HA MOCIEIHUS ICH OT

IIOCOYCHHUA MCCCII.

HDG,Z[I/I OTBapsAHEC!

Ha ce cpxpansiBa B xnaauiaauk (2 °C-8 °C). [a ne ce 3ampa3ssBa. [la ce cbxpaHsBa Janed ot
oxnaxaamus eneMeHT. CpxpaHsaBaiiTe ¢ IOCTaBEHa Kalayka, 3a /1a Ce NMPEANas3y OT CBETJINHA.

Crnen nppBOHAYAIIHO OTBapsHE:

Ozempic 0,5 mg (tmcanka ¢ 4 103u)

. B npoabinkeHne Ha 6 CeIMUIIM MOJKETE 1a ChXPaHsSIBaTe MUCAIKaTa Py TeMIIepaTypa Mo
30 °C unu B xnmagmHuk (2 °C-8 °C), naney ot oxnaxaanms eieMmeHnt. He 3ampassiBaiite
Ozempic u He T0 H3MON3BaANTE, aKO € OMIT 3aMpa3eH.

Ozempic 0,5 mg (mucanka ¢ 8 g03u)

. B npoabmkenue Ha 8 ceqMuI MOXKETE J1a ChXpaHsIBaTe MUcalKaTta Ipu TeMIIepaTypa 1oy
30 °C unum B xnaguiHuk (2 °C-8 °C), naney ot oxnaxaamims ejieMeHnt. He 3ampassaiite
Ozempic ¥ He o U3MOJ3BAlTE, aKO € OHJI 3aMpa3eH.

° Korarto ne m3non3Bare nucajikara, CBXpaHHBaﬁTe s C ITOCTaBC€HA Kalladka, 3a aa CC Mpeamnasu oT
CBCTJIMHA.

He u3non3BaiiTe ToBa JIEKApPCTBO, aKO 3a0€EIKUTE, Ue Pa3TBOPHT HE € OUCThD M OC3IBETEH UM MOYTH
Oe31BETEH.

He H3XB’LpJ’IHﬁT€ JICKApCTBATa B KaHAJIU3aluATa UIU B KOHTeﬁHepa 3a JOMAalIH! OTIIadbIIN.

[MomuTaiite Bamust hapManeBT Kak Ja U3XBHPISTE JIeKapcTBaTa, KOMTO Bede He u3mnoi3sare. Te3n
MEPKH 1€ CIIOMOTHAT 3a OIIa3BaHE Ha OKOJHATA CPela.
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6. CLanmaHue Ha OIIAaKOBKATa U JOIIBJHHUTEC/JIHA l/IH(l)OpMaIll/lﬂ

Kakso cbpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO € CEMArTyTH].

. 1,5 ml: Exua ml oT MESKEKITHOHHMS Pa3TBOp Chabpika 1,34 mg cemarnyrua. Exqna
IpeIBapUTETHO HAaITbJIHEHA MHCANIKA ChABbPKa 2 mg cemarmyTun B 1,5 ml pazrBop. Beska nosa
cpabpxa 0,5 mg cemarmytun B 0,37 ml.

. 3 ml: Equa ml ot nmkeKnnoHHUS pa3TBop chabpika 0,68 mg cemarmytua. Exqna
MpeIBAPUTEITHO HAITBIIHEHA MMHCANIKa ChIbpka 2 mg cemarnyTua B 3 ml pa3rBop. Beska noza
cpabpxa 0,5 mg cemarmytun B 0,74 ml.

. 3 ml: Exuie ml oT HHXKEKLIMOHHHKS pa3TBOp chabpka 1,34 mg cemaraytua. Enxa
MpeBAPUTEITHO HAITBIIHEHA MMUCcalIKa ChIbpka 4 mg cemarnytua B 3 ml pa3tBop. Beska noza
cpabpxa 0,5 mg cemarmytun B 0,37 ml.

. Jpyrute cbeTaBky ca: AuHaTpUeB GochaT TUXUAPAT, IPONMICHIIHKOI, PEeHO, Boja 3a
WHKEKIIMH, HATPHEB XUIAPOKCH/XJIOPOBOJOPOIHA KUcenrnHa (3a Kopekius Ha pH). Brxre
CBINO TOUKa 2, ,,ChabpKaHUE Ha HATPHA™.

Kak n3rne:xna Ozempic 1 KakBO ChIbpP:Ka ONIAKOBKAaTa

Ozempic e OUCTBP U Oe31BETEH WM MOYTH OE31BETEH HHXKEKIIMOHEH PAa3TBOP B MPEIBAPUTEITHO
HaIbJHEHA ITUCAJIKA.

1,5 ml: Besika npeiBapuTeHO HaITbJIHEHA MHCAJIKa Chabpika 1,5 ml pa3tBop u goctass 4 1034 10

0,5 mg.

3 ml: Besika mpeBapuTeIHO HAITBIHEHA THCAIKa Chbpika 3 ml pa3tBop u qoctass 4 no3u mo 0,5 mg.
3 ml: Besika mpeBapuTeIIHO HAITBIHEHA TIHCAIKa Chbpika 3 ml pa3tBop u qoctass 8 qo3u mo 0,5 mg.

Ozempic 0,5 mg uHKEeKIIHOHEH Pa3TBOP Ce Mpejiara B CJACIHUTE BUIOBE OMTAKOBKH:
1 mucanka u 4 urnym 3a enHokpartHa yrnorpeda NovoFine Plus.

1 mucanka u 8 urnm 3a enHokpartHa yrnorpeda NovoFine Plus.

3 mucanku u 12 urnm 3a eqHokpaTHa ynorpeda NovoFine Plus.

He Bc4k# BHIOBE ONAKOBKH MOTAT Jia ObJIAT MyCHATH Ha Ma3apa.
IIpurexkaTes Ha pa3pelIeHHETO 3a YIOTPe6a U MPOU3BOUTEN
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Hanaus

)laTa Ha MOCJCAHO MpepasrjacikaaHe Ha JIJUCTOBKaTa

JApyru uzrouynnuy Ha nHGopMauus

[Toapo6Ha mHGOpPMAIIHS 32 TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yeOcalita Ha EBpomneiickara areHmus
10 JIeKapcTBaTa http://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda

Ozempic 0,5 My nHKeKIMOHEH Pa3TBOP B NPeABAPUTEIHO HAITbJIHEHA MHCATKA, J0CTaBAIIA
4 no3mn
cemaraytuj (semaglutide)

Yxka3zanus 3a ynorpeda Ha Ozempic 0,5 My HHKeKIHOHEH Pa3TBOP B IPeIBAPUTEIHO
HAITbJIHEHA MHCATKA

MouJis1, npoyeTeTe BHUMATEJIHO Te3H YKa3aHUs,
Ipeay Ja U3I0JI3BaTe CBOATA IIPEIBAPUTEITHO
HambIHeHa nmucanka Ozempic. I'oBopete ¢ Bamus
JeKap, MEIMIIMHCKA CecTpa WK (apMarieBT 3a TOBA
Kak J1a uKkekTupare Ozempic npaBuiIHO. (mpumep)
3amoyHeTe ¢ MpoBepKa Ha MHUCANKATa, 3a 1a CTe
CUT'YPHH, 4e TS chABbp:ka Ozempic 0,5 Mg, cien Bouina
KOETO IOIVIENHETE WIKOCTPALMUATE I10-10J1y, 3a [1a Ce Kanawia na ﬁ:;::: e
3aro3HaeTe ¢ Pa3IMYHHUTE YacTU Ha MUCAIKaTa 1 e

uriara cH.
AKO cTe cJI1 HJIM HMAaTe JIOLIO 3peHHe U He MoKeTe Brrpenma
Ja pa3zdyeTeTe Oposiua Ha 703aTa BbPXY MHUCAIKATA, KanauKa Ha
He U3MO0JI3BaliTe Ta3M MUCATIKa 0e3 Yy:KIa IOMOIII. uraara
[MotwpceTe oMot OT JHIle ¢ JOOPO 3peHHUE, KOETO
3Hae Kak Jia U3M0JI3Ba PEBAPUTEIHO HATbITHEHATA
nucanka Ozempic.

Bamara nucanka e npeJBapUTEIHO HATBJIHEHA H UMa
BB3MOXHOCT 32 HabupaHe Ha Jjo3arta. Ts cpabpxka 2 mg Xapruen
ceMarilyTuj U MOXKeTe Ja u30upaTe camo 034 MO Mposopac ua eTnker
0,5 mg. Eqna Hensnon3BaHa nucaika ChIbpKa YSTHPH nucanKkara

no3u 1o 0,5 mg.

Ozempic npeaBapuTeIHO
HAIbJIHEHA MUCAJIKA U UIJIA

Hraa

Wznon3zBaiite TabnuuaTa oT BbTPELIHATA CTpaHa Ha
Kalaka Ha KapTOHEeHaTa KyTHs, 3a /1a CIeTUTe KOJIKO Eruker na
WH)KEKINH CTe MPUIIOKUIIN U KOTa CT€ I'Ml IPHIIOKUIIH. nHcaIKaTa

IIncankara Bu e InpeaHa3HauCHa a CC U3M0JI3Ba C
UrJIM 3a enHokparHa ynorpeoda 30G, 31Gu 32G ¢ Bposs na osata
ABIJDKUHA 10 8 mm. Crpesika Ha 103aTa

B omakoBkara ca Bxiarouenu uriid NovoFine Plus.
CeJiekTOp Ha

. AosaTa Mapxkep 3a
Mouts, 00bpHETE BHUMaHue: Bairata nucanka Moxe 1a npoBepKa
Ce pasinyaBa o pa3Mep OT MMHCAIKATa, TOKa3aHa Ha Ho30s byrou na
KapTUHKAaTa. Te3H yKa3aHUs ce OTHACSAT 38 BCUYKU HETHHANETO

nucasiku Ozempic 0,5 mg.

A Baxna nndopmanus
OO0BpHETE CreIMATHO BHUMAaHUE Ha Te3U OSeKKH, ThI KaTo TE ca BayKHH 3a Oe30MmacHaTa
yroTpeba Ha mucagKara.

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJia

. IpoBepeTe HMETO M UBETHHUSI €THKET HA
HHCcaIKaTa CH, 3a Ja Ce YBEPHUTE, Y€ TS ChIbpiKa
Ozempic 0,5 mg. ToBa € H3KITIOYUTETHO BaKHO,
aKo TpUJIaraTe HHKEKIIMOHHO MOBEYE OT €IHH
BU/I JIEKApCTBO. M3M0I3BaHETO HA MTOTPEIITHO
JIEKapCTBO MOJKE J1a O'bJIe BPETHO 3a 3[]PaBETO
Bu.

. CpajieTe KaavyKaTa HAa MHCAJIKATA.,
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. IMpoBepere 1anu pa3TBOPHT B MUCAJIKATA €
oucTnp u Oc3uBereH. [lornennere mpes
MPO30PUYETO Ha MUcANKaTa. AKO pa3TBOPHT
W3IIICKIa MBTCH WIH C TIPOMEHEH IIBSIT, HE
U3M0JI3BANTE MHCAIKaTA.

. B3emeTte HOBa urJa.
IIpoBepeTe XapTHEHUSI E€THKET U BHHIITHATA
Karayvka Ha Wrjara 3a MoBpPeIn, KOUTO MOTaT Jia
3acerHaT CTePUITHOCTTA. AKO 3a0eJIeKuTe
HSIKaKBa TIOBPE/a, U3MOI3BANTE HOBA UIJIA.

. OtcrpaHeTe XapTHEHHS] €THKET.

YBepeTe €€, Ue€ CTC MOCTABUJIN UIJIaTa

MPaBUITHO.
. Hartucnere urnata npaBo BbpXy MHCaIKaTa.
. 3aBwmiiTe, TOKATO Ce 3aXBaHE CTErHATO.

Hrnara e nokpura ¢ aBe kanayku. Tpsaosa 1a
CBaJIMTE U JIBETE Kanmauyku. AKo 3a0paBute aa
CBAJINTE U JIBETE KAaMauky, HAMA Ja yCIieeTe Aa
CH MH)KEKTUPATE JICKapCTBO.

. CaaJjieTe BHHIIHATA KaNayKa HA UIJ1ATA U S
3ama3eTe 3a nmo-KbCHO. T me Bu TpsOBa ciien
WH)KEKTHpaHeTo 3a 0€30MacHO OTCTpaHsBaHEe Ha
UIJIaTa OT MHUCAJIKATA.

. CaaJsieTe BTPENIHATA KANIAYKA HA HIJIATA U
sl U3XBBPJIeTe. AKO Ce OIUTAaTE A S TOCTABUTE
OTHOBO, MO’K€ HEBOJIHO J1a ce Y0OJIeTe ¢ uriara.

Ha BBpxa Ha urnmaTa Moke /1a ce TOsBU Karka oT
pastBopa. ToBa e HOpMaTHO, HO BCE MaK TPAOBa /a
MPOBEPUTE U3TUYAHETO, KO U3IOJI3BATE HOBA MHCAJIKA
3a pBB IIBT. BikTe crhiika 2 ,,IIpoBepeTe n3TnIaHeTo
C BCsAKa HOBA MUCATKA™.

He nocrasBsiiiTe HOBa MIJIa Ha MHcCAlIKaTa CU, JOKATO
HE CTE TOTOBH J1a MHXEKTHUpPATE.

& BuHarm usnoJs3BaliTe HOBAa UIJIA 32 BCAKA MHKEKIUA.
ToBa Moke Ja IpeOTBPATH 3aITyIIBaHE Ha UTJIUTE, 3aMbpCsIBaHe, HHPEKTHPaHE U HETOTHO
JIO3UpaHeE.

Huxora He u3nos3BaiTe M3KpHBeHA WJIH NOBPeleHA UIJIA.

2. IlpoBepeTe H3THYAHETO ¢ BCAKA HOBA MUCAJKA

. AKO Beue H3I0JI3BaTe MMUCAIKaTa, IPEMUHETE
KBM CThITKA 3 ,,M30epeTe mo3aTa‘.
[IpoBepsiBaliTe M3TUYAHETO CAMO MPEIH
IMbPBOTO HHKEKTHPAHE C BCSIKA HOBA

NnHCcaJIKa.
H36pan e
. 3aBbpTETE CENEKTOpA Ha J103aTa 10 MapKepa 3a mapkep 3a
MmpoBEepKa HA
npoBepKa Ha u3TH4aHeTo (** “*) TouHO cien W3THUAHETO

,0“.YBepere ce, 4e MapKepbT 3a MPOBEPKa Ha
U3TUYAHETO CE U3PABHIBA ChC CTPEJIKATa Ha
Jl03aTa.
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. 3aapBKTe MUcankaTa ¢ HaCOYeHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH,
JIOKaTo OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0“ TpsiOBa aa ce U3paBHU ChC
CTpeJIKaTa Ha J103aTa.

Ha Bppxa Ha urnara Tps0Ba J1a ce MOSBY Kalka
pasTBop.

Ha Bbpxa Ha urnaTa Moxke Ja OCTaHE MaJIka Karka, HO TS HsAMa J]a ce WH)KEKTHpa.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe N3THUAHETO ¢ BCSIKAa HOBA MHUCAIKA 10 6
I'BTU. AKO BCE OLIE HAMA Kallka, CMEHETE UIJlaTa U MOBTOpeTe cThiika 2 , IIpoBepeTe n3THYaHeTo ¢
BCSIKA HOBA MHCAJIKA“ OIIE BEAHBXK.

M3xBBHpIeTe nucankaTa v M3M0I3BalTe HOBA, aKO BCE OIIe HE Ce € MOsIBIJIA Kalka OT pa3TBopa.

/N Bunaru ce yBepsiBaiiTe, ye ce MOsIBSIBAa KalKa Ha BbpXa Ha UTJIaTa, MPEU J]a U3I03BaTe
HOBA IMMCaJKa 3a nMpbB MbT. C TOBa CE TapaHTHPA, Y€ pa3TBOPHT MPEMUHABA OE3IMPETIATCTBEHO
Mpe3 Hriara.
AKO He ce TIOSIBY KalKa, HMa Jla CH MHXKEKTHPATE HUKAKBO KOJHMYECTBO OT JIGKAPCTBOTO,
BBIIPEKH ue OpPOSYBT Ha JT03aTa MOXKE Ja MoMphaHe. ToBa Mo:ke 1a 03HAUABA, Ye UIJIATA €
3amylieHa Win MoBpeaeHa.
AKo He TIpoBepsIBaTe M3THYAHETO TPENHU MEPBOTO CH HMHXKEKTHPAHE C BCSKA HOBA MMHCAIIKA,
MOJKE J1a He OJTYYMTE IIPeNMcanara g03a u xenanus edekt Ha Ozempic.

3. U306epete n03ata

. 3aBbpTeTe cesleKTOPA HA 103aTa, 32 1a
Habeperte 0,5 mg.
[Mpoxpikere 1a BBPTHUTE, JOKATO OPOSIBT HA
no3ara crpe u nokaxe 0,5 mg.

N36panu
0,5 mg

Camo OposYBT U CTpeNIKaTa Ha J103aTa IIIe IMoKaXaT, ue ca Habpanu 0,5 mg.

Moxere na uzdupare camo 0,5 mg Ha qo3a. Koraro nucankara chaspika no-manko ot 0,5 mg,
OpoAYBT Ha J03aTa CIHpa npeau aa ce mokaxe 0,5.

CenexTopbT Ha 103aTa MPHUILIPAKBA PA3ITUIHO, KOTATO CE€ 3aBbPTH HAIPE, Ha3a]l MU TpU
npemunasane Ha 0,5 mg. He OpoiiTe npunipakBaHUsITa Ha THCAIKATA.

/N Bunaru usnonssaiite Oposiya U cTpeJIKaTa Ha /103aTa, 3a 1a BUIUTe, Ye ca HA0paHu
0,5 mg, mpean 1a MHKEKTHPATE TOBA JIEKAPCTBO.
He OpoiiTe mpumpakBaHusITa Ha MACATKATA.
Cnc cesieKkTOpa Ha A03aTa TPsidBa 1a ce nu3dupar camo x03u no 0,5 mg. 0,5 mg Tps6Ba
TOYHO /12 Ce U3PaBHU ChC CTPENKATA, 33 Ja CTe CUTYpHH, Y€ pHeMaTe MIPaBUIIHA J103a.

KoJjxko Pa3TBOP € oCTaHaJl

. 3a 1a BUAUTE KOJKO Pa3TBOP € OCTaHAJ,
W3II0JI3BaiTe OpOosIYa Ha J103aTa: 3aBbPTETe
CEJICKTOpa, JOKATO OPOSIYBT CcIpe.

Axo Toii nokasBa 0,5, BpB Bamara nucaika ca
octa"ayim noue 0,5 mg.

AKo OposybT Ha fo3ata cupe npeau 0,5 mg, BpostubT Ha

HsIMa JOCTaThYHO OCTAHAJ Pa3TBOP 3a IIbJIHA et

103a O 5 mg ocrasar 0,5 mg
, .

& He m3non3Baiite IMUcaJikaTa, ako B HEA HiAMA JOCTAThYHO OCTAaHAJI pa3TBOP 3a ITbJIHA 1034d.
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Wznon3Baiite HoBa nucanka Ozempic.

4. Un:kekTHpaiiTe 103ata

J BobBenere urjara B Koskara, kakto Bu ¢
nokasay Bamuar nexap uim MeauimHCKa
cectpa.

. YBepere ce, ye BIKIATe Oposiua Ha 103aTa.

He ro 3akpusaiite ¢ npsctute cu. ToBa Moxe Aa
MPEKbCHE UHKEKTUPAHETO.

. HatucHere u 3a1pb:KTe 1030BHsA Oy TOH.
Hab6.onaBaiite, 10kaTo OposiYbT HA 103aTa
ce BbpHe Ha ,,0“. Lludpata ,,0“ TpsOBa na ce
M3paBHU ChC CTpEJIKaTa Ha Ao3aTa. ToraBa Moxe
Jla 9yeTe WIN YCeTUTE NMPUIIPAKBAHE.

. IIpoabaxaBaiiTe 1a HATHCKAaTE 1030BHS
OYTOH, 10KATO 3abpKaTe UIJIATA B KOKATA
CcH.
. IIpedpoiiTe 6aBHO 10 6, TOKATO ABPKUTE Bpoiite 6aBHo:
1030BHsI OyTOH HATHCHAT. PP
. AKo HU3BaguUTE UIJIaTa 0-paHo, MOXKE A3 BUAUTE

KaK OT BbpXa M U3THYa CTPYHKa OT pa3TBopa. B
TaKbB CIIy4ail HAMA J1a ObJIe MPUIIOKEHA
IIBJIHATA JT034.

. HM3Banere uriara ot Koxkara cu. Cieq ToBa
MOJKE JIa OTITYCHETE JT030BUS OyTOH.
AKO Ha MSICTOTO Ha UHXXEKTHUPAHE CE MOSBU KPbB,
MPUTUCHETE JICKO.

Ha Bbpxa Ha urnaTa Moke a BUJUTE KalKa pa3TBOp Clie] HHKEeKTUpaHeTo. ToBa e HOpMaIHO U HE ce
oTpa3siBa Ha BamaTa nosa.

Bunarmu riepaaiite 6posiua Ha 7103aTa, 32 1a 3HaeTe KOJIKO Mg CH HHKeKTUPaTe. 3aApbKTe
JI030BUsI OYTOH HATHUCHAT, IOKATO OpOSIYBT Ha Jj03aTa ce BhpHE Ha ,,0%.

Kak na pa3no3naere 3amynieHa ujiy nMoBpeieHa UIJja

—  AKo OposiYbT Ha J103aTa He TOKaxe ,,0“ clie MPOIBIDKUTEITHO HATUCKAHE Ha JI030BUS
OyTOH, BB3MOXHO € J1a CT€ M3II0I3BAIH 3aIlyIlIeHa WM OBPEICHa UIJIa.

— B TakbB ciiyyail He €Te CH HH)KSKTHPAIN HUKAKBO JISKAPCTBO, BBIIPEKHU Y€ OPOSIBT Ha
J103aTa Ce € MPEMECTHJI OT YUCIIOTO Ha ITbPBOHAYAIIHATA 71032, KOSTO CTE 3aalTH.

KakBo 1a npaBuTe ¢hC 3amylieHa urjia

CmMeHeTe uriara, KakTo € OIMUCcaHo B CThIKA 5 ,,Ciae MHKEKIMITA, U TOBTOPETE BCUUKHU
cTbnku ot 1 ,,[loaroreere nucaikara cu ¢ HOBa uria‘“. YBepere ce, 4e cre HaOpasu 1suiaTa
HeoOXoMMa J03a.

Hukora He qo0KkocBaiiTe Oposiua Ha 103aTa, JOKATO HHKeKTHPaTe. ToBa MOXKe Ja MPEKbCHE
WHXEKTHPAHETO.

5. Caen MHKeKIUATA

Bunaru u3xBbpJisiiTe UrjaaTa cjiex BCsiKa
WHKEKIHA, 32 J]a CH OCUTYPHUTE YI00CTBO MpH
WHXEKTHpaHE U 1a n30eTHEeTe 3aImyIBaHe Ha
urauTe. AKO uriara e 3amylieHa, HiMa J1a CU
UHXEKTUPATE HUKAKBO KOJUYECTBO JEKAPCTBO.
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BkapaiiTe BbpXxa Ha MIJIaTa BbB BBHIIHATA
KalaykKa Ha UIJaTa BbpXY paBHA NOBBPXHOCT,
0e3 1a JoKOocBaTe UriiaTa Wil BbHITHATA
Karayka.

Cren xaTo uriiaTa € oKpuTa, BHUMATETHO
HATHCHETE BbHIIHATA KANa4YKa HA UIJIATa
JTOKpau.

Pa3BwuiiTe uriara u s U3XBbpJIETE BHUMATEITHO
crope] yKaszaHusTa Ha Bamus nexap,
MeIUIMHCKATa cecTpa, (hapMareBT WK
MECTHMTE BJIACTH.

IlocTaBsiiTe 0OTHOBO KanmaukaTa Ha IHcajIkaTa
CJIC BCAKO M3IIOJI3BAHE, 3a J1a IIPCAIa3suTe
pas3TBOpa OT CBCTJIMHA.

Koraro nucankara Tps0Ba a ce U3XBBPIIH, HAaNpaBeTe ro, 6e3 1a MMa Wriia BbpXy Hesl, KakTo Bu e
WHCTPYKTHpaI BamusT iekap, MEAUIIMHCKA cecTpa, (papMalieBT Wik MECTHHUTE BIACTH.

A

Huxora He ce onuTBaiiTe Aa MOCTaBsITe 00PATHO BhTPEIIHATA KAlla4Ka BbPXY MIJIaTa.
Mosxe na ce yoozaere ¢ uriara.

Bunaru cien Besika HHKeKIUsI He3a0aBHO OTCTPaHABANiTe UIJIaTa OT MHCAJIKATA.
ToBa Moke 1a peAOTBpaTH 3alylIBaHEe HA UM, 3aMbpcsBaHe, MHPEKTUpaHe, N3THYaHEe Ha
pa3TBOpP M HETOYHO JIO3UPAHE.

JonmbaHuTeIHA BaKHA MHpOpManms

BuHaru cexpaHsiBaiiTe MicaikaTa U HIJIMTE HA MACTO, HEJJOCTHITHO 32 IPYTH X0pa, 0COOCHO
3a geua.

Huxora He criofesifiiiTe MIcaKaTa UK UTIIUTE CH C APYTH XOpa.

OOrprxBanuTe JIMIa TpsiOBa 1a ca MHOT'0 BHUMATEJIHU NMPHU PadoTa ¢ U3MOJ3BAHU UIJIH, 32
Jla n30erHaT HapaHsIBaHEe C TSIX M KPhCTOCaHA HMH(EKIIHSI.

I'pnxa 3a Bamarta nucajka

Wznon3zBaiiTe nucaikara BHUMAaTENHO. [ py0oTo MaHMITy IMpaHe WK HEMIpaBUIHA yHoTpeOda Morar aa
HNPUYUHAT HETOYHO JT03UpaHe. AKO TOBa C€ CIIy4H, MOXeE J1a He TOJyIHTe KelaHus eekT Ha ToBa
JIEKapCTBO.

He ocTaBsiiTe mucajkaTa B KoJIa WIH Ha IPyro MsCTO, KbJIETO MOKE /1a CTAHE TBBPJE
TOpEIOo WU TBBPIE CTYACHO.

He un:xextupaiite Ozempic, KoiTO e 01 3aMpa3eH. AKO TO HaIIpaBUTE, MOXKE J1a HE
NOJYYHTE JKeJIaHUsI e(eKT Ha TOBa JIEKapCTBO.

He nnkextupaiite Ozempic, KoWTO e OMJI M3JI0’KeH HA NPAKA CIbHYEBA CBETJIMHA. AKO TO
HaIlpaBHTe, MOXKE JIa HE TIOJTyYUTe KeJaHus eekT Ha TOBa JIEKapCTBO.

He u3naraiiTe nucajakara cM Ha Ipax, MPbCOTHS WJIH TEYHOCT.

He MuiiTe, He HAaKKMCBaliTe M He cMa3BaiiTe MUCAIKATA CU. TS5 MOXe Ja ce MOYHUCTU C MEK
npenapar BbpXy HaBIa)XKHEHaA KbpIIa.

He u3nyckaiiTe nucajgkara cM 1 He 5 yApANWTE B TBBPAN MOBBPXHOCTH. AKO S U3ITyCHETE WIIH
M0JI03UpATe, Ue HEllo HE € Hape]l C Hes, IOCTaBETe HOBA UIJIA U POBEPETE U3TUYAHETO HA
Ppa3TBOp, IPEaH 1a MHKEKTUPATE.

He ce onuTBajiTe 1a HAbJIHUTE NOBTOPHO MucajakaTa cu. Cieq KaTo BEAHBXK ce U3Ipa3HH,
T TpsiOBa 1a ce U3XBBPIIN.

He onuTBaiiTe 1a monmpassiTe WK pa3rio0sBare NUcajkara Cu.
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Yxka3zanus 3a ynorpeda

Ozempic 0,5 My nHKeKIMOHEH Pa3TBOP B NPeABAPUTEIHO HAITbJIHEHA MHCATKA, J0CTaBAIIA

8 no3u

cemaraytuj (semaglutide)

Yxka3zanus 3a ynorpeda Ha Ozempic 0,5 My MHKeKINOHEH PA3TBOP B NPeIBAPHTE/HO HAITBJIHEHA

NMUCaAJIKa

Mouis1, npoyeTeTe BHUMATEIHO T€3W YKa3aHUA, TPEIH J1a
M3IIOJI3BATE CBOSITA MPEIBAPUTEIHO HAITbITHEHA MTHUCATKA
Ozempic. ['oBopete ¢ Bamms nekap, MeAUIIMHCKA cecTpa MU
(hapmarieBT 3a TOBa Kak J1a HHKeKkTupare Ozempic MpaBUIIHO.
3amovHeTe ¢ MpoBepKa Ha MUCANKaTa, 3a 1a CTe CUTYPHHU, Ye
T# ceabpxa Ozempic 0,5 Mg, cnen KkoeTo norneaHeTe
WIIOCTPALlUKTE TO-J0Y, 3a Ja Ce 3a03HaeTe ¢ Pa3InIHUTe
YaCTH Ha TMHCAJKaTa U UTJaTa CH.

AKO cTe cJIsI MJIU HMAaTe JIOLIO 3peHue U He MOKeTe 1a
pa3uereTre Oposiua Ha 103aTa BbLPXY NUCAJIKATA, He
H3MO0J3BaliTe Ta3M Mucaaka 0e3 yy:kaa nmomoul. [lorspcere
TIOMOII] OT JIMIIE C JOOPO 3peHHUE, KOETO 3HAe KaK Jia M3I10JI3Ba
npeABapUTEIHO HaTbJIHEeHaTa nucaika Ozempic.

Bamara nucanka e npeiBapuTENHO HAllbJIHEHA U UMa
BB3MOXHOCT 32 HabupaHe Ha Jjo3arta. Ts cpabpxka 4 mg
ceMariiyTuj U MoXkeTe fa u3bupare camo 1o3u o 0,5 mg.
Enna Hensnon3BaHa nmucajika ceabpxa oceM 103u 1o 0,5 mg.

Cien KaTo HH:KeKTHPATe NpeIBUACHHUTE J031, B IUCAIKATA
BCe Olle e nMa octanaJj pa3teop. Ilucankara TpsoBa na
ce N3XBBbPJIN.

W3nomsBaiite Ta6J'II/ILIaTa OT BbTPCIIIHATA CTPaHa HA Kallaka Ha
KapTOHC€HAaTa KyTH:, 3a J1a CIICAUTE KOJIKO MHKCKIIUN CTC
IMPUIJIOKHUIIU U KOra CTC I' IIPUITOXKUIIN.

IMucankara Bu e mpenHasHaueHa a ce U3M0J3Ba C UIJIH 3a
eanokpatHa ynorpeba 30G, 31G u 32G ¢ xbmkuHa 10 8 mm.
B omaxoBkara ca Bxiarouenu urinu NovoFine Plus.

Ozempic npeaBapuTeTHO
HAI'bJIHEHA MHCAJIKA U UIJIa

(mpumep)

BbHuina

Kanmauka Ha Kanayka

nucajiKara Ha UIJIaTa
BbTpemmna
Kanavka
HA UIJarTa
HUraa
XapTuen
eTHKeT

Ilpo3opue Ha

nucajgKarTa

ETuker na

nucajaKara

bposiu Ha 1o3aTa

CrpeJika Ha 103aTa

CeisiekTop Ha

AozaTa Mapkep 3a

npoBepKa
Ha
H3THYAHETO

Jlo30B OyTOH

A Baxna nndopmanus

O6'preTe CIicnyaJIHO BHUMAaHUEC Ha TE3H 66J'IC)KKI/I, TBHH KaTO T€ ca BaXXHU 3a Oe30macHaTa

yroTpeba Ha MucagKara.

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJia
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. IIpoBepeTe MMETO M NBETHUSA €THKET Ha MMHCAJIKATA
cH, 3a JIa ce yBepHuTe, ue T chabspika Ozempic 0,5 mg.
ToBa e U3KITIOYUTETHO BAYKHO, aKO TIpUaraTe
WHKEKIIMOHHO MOBEYE OT SIUH BUJI JICKAPCTBO.
M3non3BaHeTo Ha MOTPENIHO JEKapCTBO MOXKE Ja Obie
BpEJIHO 3a 37]paBeTo Bu.

. CaaJieTe KanavykaTa Ha MACAJIKATA.

. IIpoBepeTe 1aju pa3TBOPBHT B MUCATKATA € OUCTHP U
oe3nBeteH. [lornequeTe mpe3 Mpo30pueTo Ha MHcaIKaTa.
AKO pa3TBOPBHT M3TJICKTa MBTEH WM C IPOMCHEH IIBSIT,
HE M3II0JI3BAalTE IHCAJIKaTa.

. B3emeTe HOBa HrJIA.
IIpoBepeTe XxapTHEHHSI €TUKET M BBHHIITHATA Kallayka Ha
WTJIaTa 3a MOBPEaH, KOUTO MOTaT Jia 3acerHaT
CTEpUITHOCTTA. AKO 3a0€TIe)KUTE HIKaKBa TIOBPEA,
H3II0JI3BAlTE HOBA MTJIA.

. OTcTpaHeTe XapTHEHHS €THKET.

YBepeTe Ce, Y€ CTe NMOCTABUJIM UIJIaTa NMPABUJIHO.

. HartucHete uritata mpaBo BbPXY MHCATKATA.
o 3aBuiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hrnara e mokpura ¢ nBe kanayku. TpsiOBa na
cBaJIMTe M IBeTe Kanauku. AKo 3a0paBuTe 1a cBaJIUTE
U JIBETE KallaukKy, HAMA J1a yCIIeeTe 1a CH UHKEKTUpaTe
JIEKapCTBO.

® CpaJieTe BLHIIHATA KANMAYKA HA UIJIaTa U A 3ama3eTe
3a MO-KbCHO. T me Bu TpSI6Ba CJICA MHKCKTHUPAHCTO 3a
0e30MmacHo OTCTPAHABAHC HA UTJIATA OT MUCAJIKATA.

® Caauere BbTpEHIHATA KallavyKa Ha urjiata u si
HU3XBBPJIETE. Axo ce onuTare ma s IOCTaBUTE OTHOBO,
MOXKE HCBOJIHO Ja C€ y60[LeTe C uriara.

Ha Bppxa Ha uritata Moke 71a e TIOSBY KaIlka OT pa3TBopa.
ToBa e HOpMaITHO, HO BCE TIaK TPsIOBA J1a IPOBEPUTE
U3TUYAHETO, aKO U3MOJ3BaTe HOBA MUCAIKA 3a MPHB MbT.
Bwxre crriika 2 ,,IIpoBepeTe H3THIAHETO C BCSAKA HOBA
Ucaka“.

He mocraBaiiTe HOBa MIJIa HAa IIMCAJIKATa CH, JOKATO HE CTE
TOTOBH JIa MH)KCKTHpATE.

& Bunaru uznoJsizBaite HOBa MIJIa 3a BCAKA HHKEKIIMSI.
ToBa Mmoxe Ja IpeaoTBpaTu 3allyllIBAHC Ha UTJIMNTC, 3aMBbPCABAHC, I/IH(l)eKTI/IpaHe 1 HCTOYHO
A03HpaHe.

Hukora He n3n0J13BaiiTe N3KPUBEHA WIH NOBPeEIeHA UTJIA.

2. HpOBepeTe H3THYIAHECTO C BCAKA HOBA NMUCAJIKA
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. AKO BeYe M3IMOJI3BATE MMUCANIKATA, IPEMUHETE KbM
crerka 3 ,,136epere no3ata‘. [IpoBepsiaiite
W3TUYAHETO CaMo TMPEId MbPBOTO HH:KEKTHPAaHE €
BCSIKA HOBA MUCAJIKA.

. 3aBbpTETE CENEeKTOpa Ha J03aTa 10 MapKepa 3a e
30paH e
NMpoBepKa HAa u3Tn4yaHeTo (** “™) TouHO cren Mapiep 3a
,0“.YBepere ce, 4e MapKepbT 3a IPOBEPKa Ha nposepka Ha

H3THYAHETO
HU3TUYAHCTO CC U3PaBHABA ChC CTPCIIKATA HA A03aTa.

. 3agpBKTe MUcagkaTa ¢ HaCOUeHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH, 10KATO
OposubT Ha Ao3aTa ce BbpHE Ha ,,0“. Ludpara ,,0
TpsiOBa J1a ce U3PaBHU ChC CTPENIKATa Ha 103aTa.

Ha Bbpxa Ha urnara TpsiOBa J1a ce MOSIBYU Kalka pa3TBOp.

Ha Bbpxa Ha urnaTa Moke Ja OCTaHE MaJIka Karka, HO TS HsAMa J]a ce WH)KEKTHpa.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe N3THUAaHETO ¢ BCSIKAa HOBA MHUCAIKA 10 6
I'BTU. AKO BCE OLIE HSAMA Kallka, CMEHETE UIJlaTa U MOBTOpETe CcThIKA 2 ,, IIpoBepeTe U3THUAHETO C BCAKA
HOBA IMHUCANKA* OLIE BEIHDBK.

M3xBBHpIeTe nucankaTa v M3M0I3BalTE HOBA, aKO BCE OIIE HE Ce € MOsIBIJIA Kallka OT pa3TBopa.

/N Bunaru ce yBepsiBaiiTe, ye ce MOsIBSIBAa KallKa Ha BbpXa Ha UTJIaTa, MPeJiv J]a U3M0I3BaTe HOBA
nucalika 3a mpbB bT. C TOBA Ce TapaHTHpa, Y€ Pa3TBOPHT MIPEMHUHABA OE3MPENITCTBEHO MPe3
uriara.

AKO He ce TIOSIBY KarlKa, HMa Jla CH HHXEKTHPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO, BBHIIPEKH
4ye OposSYBT Ha J103aTa MOXKE Ja MoMphaHe. ToBa Mo:Ke 1a 03HAYABA, Ye HIJIATA € 3amyleHa WIn
MOBpeIeHa.

AKo He TIpoBepsIBaTe M3THYAHETO TPENU MHPBOTO CH MHXKEKTHPAHE C BCSKA HOBA MMUCAITKA, MOXE J1a
HE TIOJIYIHTE MPEANKICAHATa J103a U JKelaHus edekt Ha Ozempic.

3. U306epete n03ata

. 3aBbpTeTe cejleKTOpa Ha 103aTa, 3a 1a HabepeTte
0,5 mg.
[Ipoxwxere ga BBPTHUTE, JOKATO OPOSYBT Ha 103aTa
cnpe u nokaxe 0,5 mg.

H30panu
0,5mg

Camo OposYBT U CTpeNIKaTa Ha J103aTa IIIe IoKaXarT, ue ca Habpanu 0,5 mg.

Moxete na u3bupare camo 0,5 mg Ha go3a. Korato nucankara ceaspxa mo-manko ot 0,5 mg, 6posubT Ha
Jl03aTa crmpa npeau aa ce nokaxe 0,5.

CenekTopbT Ha 103aTa MPUIIPAKBA PA3INIHO, KOTATO C€ 3aBbPTH HAIIPE, Ha3a 1 MIIH P ITPEMHHABaHE HA
0,5 mg. He 6poiiTe npuiupakBaHusiTa Ha MUCATKATA.

Bunaru usnossBaiite 6posiua M cTpeIKaTa Ha 103aTa, 3a 1a BUAUTe, 4ye ca HaOpanu 0,5 mg,
Npean 12 HHKEKTHPaTe TOBA JIEKAPCTBO.

He Opotite mpumpakBaHusITa Ha MHCATKATA.

Cnc cesieKkTOpa Ha A03aTa TPsOBa 1a ce n3dupar camo xo3u no 0,5 mg. 0,5 mg Tps6Ba ToyHO N2
Ce M3PAaBHHU ChC CTPEIKATA, 32 Jia CTE CUTYpHH, Ye MIpHUEMATE PaBUIHA J103a.

KoJjxko Pa3TBOP € oCTaHaJl
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. 3a 1a BUANTE KOJIKO Pa3TBOP € 0CTaHAJI, N3II0JI3BaiiTe
Oposiua Ha J103aTa: 3aBbPTETE CEIEKTOPa, JOKATO
OposiYbT crpe.

Axo Toi mokassa (0,5, BbB Bamara nucaika ca
octa"aym noue 0,5 mg.

Axo OpostuybT Ha J03aTa cipe npeau 0,5 mg, Hsima Bpostunr Ha
JIOCTaThUHO OCTAaHAJ pa3TBOp 3a IbJHa 1o3a 0,5 mg. Aosaa € BpsL:

ocrasar 0,5 mg

/M He wnonssaiire MMcaNKara, ako B Hesl HMa JJOCTaThbYHO OCTaHAN Pa3TBOP 32 ITbJIHA J03a.
W3non3Baiite HoBa nucanka Ozempic.

4. NnxexTHpaiiTe 103aTa

. BoBenere uriara B ko:kara, Kakto Bu e nokasan
Bamuar nekap win MeIMIIMHCKA cecTpa.

. YBeperte ce, ye BH:kIaTe Oposda Ha xo3aTa. He ro
3aKpHBaﬁTe C IIPBCTUTEC CU. ToBa Moxe Ja IPpEKbCHE
HWHXCKTHUPAHETO.

. HatucHeTe 1 3agpbiKTe 1030BHs OyTOH.

HaoOmarogasaiite, 10kaTo OpOAYHT HA 103aTa ce BbpPHe
Ha ,,0“. [ludpara ,,0° TpssOBa ga ce U3paBHU CHC
CTpeJIKaTra Ha jo3aTa. ToraBa Moke J1a uyere Uiu
yCeTUTE MpHUIIpPaKBaHe.

. [poabaxkaBaiiTe 1a HATHCKATE 1030BUA OYTOH,
JOKATO 3abPsKaTe UTJIaTa B KOKATA CH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO AHPKUTE 1030BUS Bpoiire 6abHo:
OyTOH HATHCHAT. 1-2-3-4-5-6
. AKO U3BaJUTE UTJIaTa MMO-PaHO, MOXKE J1a BUIUTE KaK OT

BbpXa M M3THYA CTPYyHKa OT pa3TBopa. B TakbB ciydait
HsMa J1a ObJie MPUIIOJKEHA ITBJTHATA J034.

. H3Bajere uriiaTa ot ko:xkara cu. Ciest ToBa MOXe J1a
OTIyCHETE J030BHS OYTOH.
AKO Ha MSICTOTO Ha UHXCKTHPAHE CE MOSIBU KPbB,
NPUTHCHETE JICKO.

Ha BbpXa Ha UI'JiaTa MOXC [1a BUJUTC KallKa pa3TBOP CJICA MHIKCKTUPAHCTO. ToBa e HOPMAJIHO U HE CC
OTpa3siBa Ha Bamara J03a.

Bunaru riienaiiTe Oposiua Ha 103aTa, 3a 1a 3HAeTe KOJKO INg CH HHIKEKTHPAaTe. 3aJIpbKTe
9
JTIO30BUS OYTOH HaTHCHAT, JOKATO OPOSIYBT HA J103aTa ce BhpHE Ha ,,0°.

Kaxk ma pa3no3naere 3amynieHa Uiy MOBPeIeHa UIJIa

—  AKko OposYbT Ha 03aTa HE MOKaxke ,,0° ciieq MpOoaBHKUTETHO HATHCKAHE Ha TO30BUSA OYTOH,
BB3MOXHO € J]a CTE U3IOJI3BAIH 3aIyllieHa WIN TIOBPE/ICHA UIJIa.

— B TakbB cinyuaii He cTe CH MH)KEKTUPAIIM HUKAKBO JICKAPCTBO, BBIIPEKHU ue OpOSYBT Ha J103aTa
Ce € MPEMECTHII OT YUCIIOTO Ha ITbPBOHAYAITHATA J103a, KOSITO CTE 3a]IalTH.

Kaxkgo 1a npaBuTe chC 3anmyinieHa urja
CMeHeTe urinara, KakTo € OIMCaHo B CThIKA 5 ,,Clie] MHKEKIUATA , ¥ TIOBTOPETE BCUYKHU CTHITKU OT
1 ,,IloaroTBere mucankaTa cu ¢ HOBa UTia®. YBepere ce, ue cTe Habpaiu msutata HeoOxoauma 103a.

Hukora He qoKkocBaiiTe Oposiua Ha 103aTa, JOKATO HHKeKTUpPaTe. ToBa MOXKe Ja MPEKbCHE
WHXEKTHPAHETO.
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5. Ci1eq HHKEKIUATA

BuHaru u3xBbpJsiiTe UIjiaTa cjel BCAKAa HHKEKINS,
3a J1a CH OCUTYpHUTE yA00CTBO MPU MHXKEKTUPAHE U J1a
n30erHeTe 3amyIBaHe Ha UTJIUTe. AKO WIJIaTa €
3aIrymIeHa, HAMa J1a CH HHXXEKTUPATe HUKaKBO
KOJIMYECTBO JIEKapCTBO.

BkapaiiTe BbpXxa Ha UIV1aTa BbB BHHITHATA KallavyKa
HA MIJIATA BBPXY PaBHA IOBBbPXHOCT, O€3 J1a ToKocBaTe
UrjaTa Wiy BhHIIHATA Kaauka.

Crnen xato uriata € MOKpuTa, BHUMATENIHO HATHCHETE
BBHIIHATA KaNayKa Ha UIJaTa JoKpaii.

Pa3BuiiTe uriara u s U3XBbpJETE BHUMATEIHO CIIOPET
yKazaHusATa Ha Bammms nekap, MEIUIIMHCKATA CECTPa,
(hapmarieBT WM MECTHHUTE BJIACTH.

IlocTaBsiiTe 0THOBO KamaykKaTa Ha IIHCajIKaTa CJe/T
BCSKO M3IIOJI3BAHE, 3a J1a HIPCAIIa3uTC pa3TBOpa OT
CBCTJIMHA.

Koraro nucankara Tps0Ba Ja ce U3XBbPIIH, HANpaBETe ro, 0€3 J1a UMa Uriia BbpXy Hes, KakTo Bu e
WHCTPYKTHpan BamusT nekap, MEANIIMHCKA cecTpa, (papMaieBT Wi MECTHHUTE BIACTH.

A

Hukora He ce onuTBaiiTe 1a MOCTABATE 00PATHO BLTPENIHATA KaNayka BbPXy urjaara. Moxe
Jia ce yboxere ¢ uriara.

Bunarm cien Bcsika MH:KeKUMS He3a0aBHO OTCTPAHSIBAliTe UIJIATA OT MUCAJIKATA.

ToBa MoJxe Ja MPeIOTBPATH 3aIyIIBaHE Ha UIJIH, 3aMbpCsBaHe, HHPEKTHpaHe, U3THYAHE Ha
pasTBOP M HETOYHO JO3UPAHE.

JonbjaHuTe/IHA BaxkHa uHGoOpMauus

BuHaru chbxpaHsBaiTe MUcaIKaTa U UTJINTE HA MACTO, HEOCTHITHO 32 IPYTH X0pa, 0COOCHO 3a
Jiena.

Hukora He cniogensiiiTe mucankara Wil UTIUTE CH C IPYTH XOpa.

OOrpmxBaIuTe JUIia TPAOBA 1a ca MHOTO BHUMATEJIHU NIPU PadoTa ¢ U3NM0JI3BaHU UIJIH, 32 Ja
n30erHaT HapaHsBaHe ¢ TSIX M KPhCTOCAHA WH(EKITHS.

I'pu:xa 3a Bamara nucajka

W3non3BaiiTe nmucankara BHUMaTenHo. [ py00TO MaHUITyTMpaHe WM HeTpaBHITHA yIIoTpeda Morart 1a
MPUYUHAT HETOYHO J03UpaHe. AKO TOBa Ce CIy4H, MOXKE Jia He IMOJIy4UTe JKeTaHus e()eKT Ha TOBa
JIEKapcTBO.

He ocTaBsiiTe mucajkaTa B Ko0Jia WIX Ha IPYTO MSCTO, KBJIETO MOKE /1a CTAHE TBBP/IE TOPEII0
WIN TBBPJE CTYICHO.

He nnkextupaiite Ozempic, KoiTo e 011 3aMpa3eH. AKO Io HalpaBUTE, MOXKE Aa HE TIOIY4IHUTE
JKemaHus epeKT Ha TOBa JIEKapCTBO.

He un:xextupaiite Ozempic, KoOHTO € O M3/10:KeH HA MPSKA CIbHYEBA CBeTJIMHA. AKO IO
HaIpaBHUTE, MOXKE J]a HE TIOJYUYHUTE KellaHus eeKT Ha TOBa JIEKapCTBO.

He uznaraiiTe nucaakaTa cM Ha pax, MPLCOTUS WJIM T€YHOCT.

He MuiiTe, He HAKMCBaliTe M He cMa3BaiiTe NMCAJIKATA CU. TS MOXe Ja ce MOYUCTH C MEK
npenapar BbpXy HaBJIaKHEHA KbpIIa.

He u3nyckaiiTe nucajgkara cM U He g YAPSUTE B TBHPAU MOBBPXHOCTH. AKO S U3IyCHETE WIH
MOJI03UpaTe, Ye Hello HE € Hape]l C Hes, TIOCTaBEeTe HOBA WIJIa U MPOBEpETe N3THYAHETO Ha Pa3TBOD,
Ipeay J1a UHXKEKTUpaTe.

He ce onuTtBaiiTe 1a Ha'bJIHUTE MOBTOPHO NMuUcaakaTa cu. Clell KaTo BEAHBXK C€ U3IPA3HU, TS
TpsiOBa J]a ce U3XBBPIIH.

He onuTBaiiTe 1a mompaBsiTe WM pa3riiodsBaTe MUCAIKaTa CH.
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JIucroBka: Undopmanus 3a nanmueHTa

Ozempic 1 mg MHKeKIMOHEH Pa3TBOP B NMPeABAPUTEIHO HATBJIHEHA MUCAJIKA
cemarnyTua (semaglutide)

IIpouereTe BHUMATEIHO LSIJIATA JUCTOBKA, IPeIU 1A 3all0YHETE J1a U3I0JI3BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABbP:Ka BaskHa 3a Bac undopmanms.

- 3amnaseTe Ta3u JUCTOBKAa. MoXke a ce HaJIOXKU J1a s IPOUYETEeTe OTHOBO.

- AKo MMaTe HIKAaKBH JONBIHATEIHN BRIPOCH, HonuTaiTe Bamus nekap, GpapmaneBT nim
MEIHUIHMHCKA CECTpa.

- ToBa nexapcTBo € npeanucano Ju4Ho Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpe.M, HE3aBICHMO 4e TPU3HAIIUTE Ha TSIXHOTO 3a00sIBaHe ca ChITUTE KaTo BammuTe.

- AKO moryuuTe HSIKaKBU HEXEJIaH! peakluy, yBeaomere Bamus nexap, papmanesT nin
MEIHUIMHCKA cecTpa. ToBa BKIIOUYBA BCUYKH Bb3MOXKHH, HEONIMCAHU B Ta3M JMCTOBKA HEKEIAHH
peakuuu. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

2. Kakso Tpsi0Ba na 3Haere, npeau aa usnonzsare Ozempic

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

6. ChbabpxaHue Ha ONAKOBKATa U AOIBIHUTENIHA HH(POPMALUS
1. Kakso npencrasasipa Ozempic 1 3a KaKBO ce H3M0J13Ba

Ozempic chabpiKa aKTUBHOTO BEIIECTBO ceMariayTHI. To moMara jia ce OHMKU KpbBHATa 3aXap B
opranusma Bu, caMmo koraTto € TBbpjie BUCOKA M MOXKE J]a TIOMOTHE 3a MPEAOTBPATSIBAHE HA CHPICYHO
3a00IsIBaHe TpY MAIMEeHTH che 3axapeH auabdet tum 2 (3/{T2). Toii chimo Taka momara ga ce 3a0aBu
BJIOIIIABAHETO Ha ObOpeuHaTa QyHKIMs npy nanueHTd che 3/ T2 upe3 MexaHU3bM U3BBH
MOHM)KaBaHETO Ha KpbBHATA 3aXap.

Ozempic ce u3IoJI3Ba 3a JIeUeHUE Ha Bh3pacTHU (Ha Bh3pacT 18 roaunu u nmoseue) cbe 3/1T2, korato
AUETaTa U yIpa)XHCHUATA HC Ca NOCTATbYHM!

. CaMOCTOSITETTHO — KOTaTO He MOKETe J1a M3MOI3BaTe MeT(HOPMHUH (ZIpyTo JIEKapCTBO 3a AHa0eT)
WITH
. C JpYyTH JIEKapCTBa 3a JUabeT — KoraTo T€ He ca JOCTaTh4HU, 3a J1a KOHTPOJIUpaT HUBAaTa Ha

KpbBHaTa Bu 3axap. TakuBa morar ga Ob1aT IekapcTBa, KOUTO IpUEMaTe Mpe3 ycTara Win
WHXEKTUpaTe, HAlPpUMEp WHCYIINH.

BaxxHo e 1a npoxb/KKTE MJIaHA CH 3a IWeTa U yIpaKHEeHHs, KakTo Bu e kazan Bammust nexap,

(hapmareBT WM MEAUIINHCKA CECTPa.

2. Kakso Tps0Ba 1a 3HaeTte, npeau Aa usnoassate Ozempic

He n3nosassaiite Ozempic

. aKO CT€ AIEPTUYHH KbM CEMarIyTH/ WIA KbM HIKOS OT OCTaHAJIUTE ChCTaBKU HA TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6).

Ipexynpesxnenns u npeanasHu MepKu

I'oBopete ¢ Bammst mekap, ¢papmareBT WM METUITHHCKA CECTpa, MPEAH J1a U3I0I3BaTe TOBA
JIEKapCTBO.
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ToBa nexapcTBO HE € CHIIOTO KaTo HHCYJIMH U Buie He TpsOBa a ro u3noia3Bate, ako:

. nMare aquaber Tum 1 — 3a0oJaBanHe, MIPH KOETO OPTraHU3MBT BH M3001110 HE TIPOU3BEK 1A
WHCYJIUH;
. pa3BueTe nrabeTHa KeTOANUA03a — YCIIOKHEHUE MPU THa0eT, MPOTHYAIIO C BUCOKA KPhBHA

3axap, 3aTpyAHEHO IUIIaHe, O0bpPKBaHEe, IPEKOMEpPHA JKaX/1a, CIaAbK MAPHC HAa IbXa WIH
CITaIbK WM METaJIeH BKYC B yCTaTa.

OzempiC He e MHCYIJIMH U TIOpaJi TOBA HE TPsOBa J]a Ce M3I0JI3BA KaTO 3aMECTUTEN Ha MHCYJIHHA.

Ako 3Haete, ye Bu npenctou onepanus, npu KOSATO 1e ObJeTe Mo aHecTe3us (B CISIIO ChbCTOSHUE),
TpsiOBa n1a KaxkeTe Ha Bammusa nekap, ue cte Ha jgeuenue ¢ Ozempic.

Ed)eKTI/I BBPXY XpaHOCMMJIATCIHATA CUCTEMA

Mo BpeMe Ha JIEYEHUETO € TOBA JIEKapCTBO MOXe Jia By ce moBura (rajeHe) uin ja umare
MOBPBIaHE WK uapus. Te3u HexxellaH! peakiuy MoraT Jja IPUYHHSAT JeXuaparamnys (3aryda Ha
TEYHOCTH). BaxxHO € J1a mreTe 0OMITHO KOJTMYECTBO TEYHOCTH, 32 Ja MPEIOTBPATUTE ACXUAPATAIIHSL.
Tora e ocobeHo BakHO, ako UMaTe podiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms rekap, ako nmare
HSIKAKBU BBIIPOCH WIJIH IPUTCCHEHHS.

CunHa n OPpOABDKHUTC/IHA KOPEMHA 60J'IKa, KOATO MOKE a4 C€ JBJI’KH Ha OCTHP IMAHKPCATHT.

AKO UMaTe CHITHA U TIPOIBIDKUTENTHA 00JIKa B 00JJacTTa Ha CTOMaxa, He3a0aBHO MOThPCETe JIeKap, Thil
KaTo TS MOXKE J1a € TIPU3HAK Ha OCThp MaHKPeaTUT (Bh3MaJeH NaHkpeac). Mol BIKTE Touka 4 3a
MpeynpeAnTETHATE IPU3HAIM 32 Bh3MAJICH TaHKpeac.

Hucka KpbBHA 3axap ( XI/IHOFHI/IKCMI/IH)

KomOunmpanero Ha cynpOHUITYpEHHN POU3BOIHU WM HHCYJIMH C TOBA JIEKAPCTBO MOXKE JIa YBEITHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIKTe TOUYKa 4 OTHOCHO
MpeIynpeANTETHATE PU3HAIY 33 HUCKU HHBA Ha KphBHATA 3axap. Bammusat nexap moxe 1a Bu
Ha3HAYW J]a ce M3CcjeBaT HUBaTa Ha KpbBHATa Bu 3axap. ToBa 1ie My moMorHe Jja Onpeaeny Jaiu
J03ata Ha cyJI(HOHWITYPEHHOTO POU3BOIHO WITH MHCYJIMHA TPSOBA Jia ce MPOMEHH, 3a JIa Ce TIOHMKH
PUCKBT OT HUCKA KpPhBHA 3aXap.

3abossiBaHe Ha OYMTE BCIEACTBYE Ha nuabder (peTHHOIATHS)

Ako umate 3a00JIIBaHEe Ha OYUTE BCIICJCTBHE HA IUAa0ETa U M3M0JI3BaTE HHCYJIMH, TOBA JICKAPCTBO
MOKE J1a TOBEJIE 10 BIIOIIaBaHe Ha BamreTo 3peHue u ToBa MOXKE J1a HAOXH JieueHue. Madopmupaiite
JIeKaps CH, aKo UMaTe 3a00IIsIBaHe Ha OYMTE BCIICJCTBHE HA Ua0eTa WIIH aKO 110 BpeMe Ha JICYCHUETO
C TOBA JICKAPCTBO MOJyYUTE MPOOIIEeMH ¢ ounTe. B ciyuaiil ue Mare MOTEHIIMATHO HECTAOWITHO
3a00JIsiBaHE Ha OYUTE BCICACTBUE Ha qHadeT, HEe ce mpernopbuBa aa u3noassare Ozempic 2 mg.

BHesanHu npoMeHu B 3penneTo Bu

AKko 3abemnexuTe BHe3aITHa 3aryda Ha 3peHue Wik 0bp30 BIOIIaBaHE HA 3PCHUETO 110 BpeMe Ha
JISYEHUETO C TOBA JICKAPCTBO, He3a0ABHO ce CBhpiKeTe ¢ Bammus nekap 3a chBeT. ToBa Moxe 1a ce
JBJDKHM Ha MHOT'O PSIJIKO Cpelliaiia ce HeXKelaHa Peakivsi, HapeueHa HeapTePUHUTHA MPEJIHAa UCXEMUYHA
ontryna HeBponarus (HITMOH) (Bmwkre Touka 4: Cepno3Hu HeXKeNIaH! peakiuu). Bammst nexap
Moke a Bu Hacouu 3a 0YeH mperiie] 1 MOXKe Ja Ce HAJIOKU JIa CIPETe JISYSHUETO C TOBA JISKAPCTRO.

Jleua u roHOIIN

Tora yiekapcTBO HE Ce MPEopbUBa MPH Jiella U IOHOIIH Ha Bh3pacT 1o 18 roguHu, Thil KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA TIPU Ta3M B3pacTOBa IPyIia BCE Ol HE Ca YCTAHOBEHH.
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Apyru nexapcrBa u Ozempic

TpsiOBa ma kaxkete Ha Bamms jgexap, ¢hapMalieBT WIN MEIUIIMTHCKA CECTPa, aKO MpHeMaTe, HaCKOpO CTe
MPUEMaJTH WU € Bh3MOXKHO J1a TIpUeMaTe JPYTH JICKapCTBa, BKIIFOUMUTEIHO OWJIKOBU WU APYTH
JIEKapCcTBa, KOUTO CTE Kymiiu Oe3 perenra.

[o-cnenmanto, nadopmupaiite Baius nekap, GpapMalieBT Wik MEIUIIMHCKA CECTPa, aKO U3I0JI3BATe

JIEKapCTBa, ChAbPKAIIN HAKOE OT CICTHUTE:

. Bapdapun wim npyru momoOHu JiekapcTBa, IPHEMaHH MPe3 ycTaTa 3a HaMaJIsiBaHEe Ha
KPBBOCHCUPBAHETO (TIEPOPATHA aHTUKOATYJIaHTH ). MOJKe J1a ce HAJIOXKAT YECTH W3CJICIBAHII
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChcUpBa KphBTa Bu.

. AKo u3mon3Bare WHCYIUH, Bamust jgekap e Bu 00scHY Kak Ja HaManuTe 103aTa Ha UHCYJIMHA
u 1e Bu npenophya fa ciaeauTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30ErHeTe XUIEPIIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U AuadeTHa KeToanuo3a (YCIOKHEeHHe Ha uabeTa, KOeTO HaCThIIBA,
KOTaTo OPraHU3MbT HE MOXKE JIa Pa3rpaiv TII0K03aTa, Thil KaTo HsIMa JOCTAThUYHO WHCYJIINH).

BpemenHocT U KbpMeHe
AKo cTe OpeMeHHa W KbPMHUTE, CMsATaTe, Y€ MOXKe J1a CTe OpeMeHHa, WU IIaHupaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamms nexap npeau yrnorpebara Ha TOBa JIEKAPCTBO.

ToBa niekapcTBO He TPsIOBa J1a ce U3MOM3Ba 10 BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO Jajln
3acsra mioja. 3aroBa yrnorpedara Ha KOHTPALCTIIHS € MPENOPbYUTENHA, TOKATO U3IIOI3BATE TOBA
JIeKapcTBO. AKO KellaeTe Jia 3a0peMeHeeTe, 00ChIeTe KaK Ja IPOMEHHTE JICYCHUETO cH ¢ Bamus
JeKap, Thil KaTo TpsAOBa Aa crpere yrnotpebara Ha TOBa JISKAPCTBO MOHE 2 Mecela MPeABaPUTEITHO.
Axo 3abpeMeHeeTe, T0KaTO U3MOI3BATE TOBA JIEKAPCTBO, TOBOPETE HE3a0aBHO C JIeKaps CH, Thil KaTo
nedeHrero Bu TpsOBa 1a Obae IPOMEHEHO.

He u3nosn3Baiite TOBa JIEKapCTBO, aKO KbPMHUTE, Thil KATO HE € U3BECTHO JaJIk TO IPEMHHABA B
KbpMaTa.

Hlodupane u padoTa ¢ MAIIUHU

Masko BepositHo ¢ Ozempic 1a nosnusie Ha criocobHocTTa By 3a modupane u pabora ¢ Mamau. AKO
M3I0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALMS ChC CyI(OHMITYPEHHN IPOU3BOAHU WM UHCYJINH,
KpbBHaTa Bu 3axap Moe Jja ce MOHMKH (XUMIOTITMKEMHUS), KOETO Jia oTcaabu criocoOHocTTa Bu n1a ce
KoHIeHTpupate. He mogupaiite u He paboTeTe ¢ MalIMHK, aKo MOJyYUTE IPU3HALY HAa HICKAa KPbBHA
3axap. BmxTte Touka 2, , Ilpenynpexxnenns u npeanazHu MepKu** 3a HH(popMans OTHOCHO
MOBHIICHHUS] PUCK OT HUCKA KPBbBHA 3aXap, KAKTO U TOUKa 4 3a MpenynpeIuTeIHUTe IPU3HAIH Ha
HHUCKa KpbBHA 3axap. ['oBopeTe ¢ jeKkapst Cu 3a JOMbIHUTENIHA HH(OpMAaLus.

Chabp:kaHue Ha HATpHii
ToBa nekapcTBO ChIabpKa Mo-Mayko ot 1 mmol Hatpuii (23 mg) Ha 1033, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTUYECKU HE ChIIbpiKa HATPUH.

3. Kak na uznonssare Ozempic

Bunaru uznon3spaiite ToBa JICKApPCTBO TOYHO KAKTO Bu e xazan Bamusar JICKap. Axo He cTe CUT'YPHHU B
HCIIO, nonuTante Bamms JICKap, Q)apMaHGBT niin MEAUIUHCKA CeCTpa.

Kouxko 1a n3nonasBare

. Havannata no3a e 0,25 mg BeIHBX CEAMUYHO 32 MIEPUOA OT YETUPHU CEAMUIIU.

. Crnen 4eTupH ceMHIIN JEKapsAT 1€ yBeauan Ao3ata Bu 1o 0,5 mg BegHbXK CEqMUYIHO.

. JlexapsT Mmoke Aa yBennun qo3ata Bu 10 1 mg BegHbx ceIMUYHO, ako KpbBHaTa Bu 3axap He
ce KOHTPOJIHpa JOCTaThbuHo A00pe ¢ 103a 0,5 mg BeAHBXK CEIMUYIHO.

. BamusT nexap Moxxe Aa yBennuu fo3ata Bu Ha 2 Mg BEIHBXK CEAMUYHO, aKO KpbBHaTa Bu

3axap He ce KOHTPOJMpa IOCTAaThUHO T00pe ¢ 103a 1 My BEAHBK CEAMUTHO.

He HpOMerIﬁTC Jo3aTta, OCBCH aKO Bammsar JICKap HE Bu e xazan Ja HaIripaBUTC TOBA.
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Kak ce npuiara Ozempic
Ozempic ce prIara 4pe3 WHXKEKIHSI IO KokaTa (TI0K0XKHO HHKEKTHpaHe). He nmkekTupaiTe BHB
BEHA WJIK MYCKYIL.

. Haii-moaxonsammre MecTa 3a MHXKEKTHPAHE ca peHaTa 4acT Ha OepaTa, mpeHaTa 4acT Ha
TanmusaTa (Kopema), Wi ropHaTa 9acT Ha pbKaTa.
. IIpenu na v3nos3Bare nucajikara 3a NpbB IbT, Bamudar gekap uiv MeIUIIMHCKa cecTpa e Bu

MOKa)kaT Kak J1a 00paBUTE C Hesl.
[Tonpo6Hy yKa3aHus 32 ynoTpeda ca JaJieHH Ha JIpyrara CTpaHa Ha Ta3H JIMCTOBKA.

Kora na uznonzBare Ozempic

. TpsiOBa ga U3MoN3BaTE TOBA JIEKAPCTBO BEAHBK CEAMHYHO U 10 BH3MOXKHOCT — Ha €JIUH U ChIII
JIEH BCSAKA CEIMMUIIA.
J Moske a cu HampaBUTE MHXKEKIIHS 10 BCSIKO BPEME Ha JACHS, HE3aBUCUMO OT XPaHEHUSATA.

3a 1a 3allOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO CE HHXKEKTUPA CaMO BEIHBXK CEIMHUHO,
MPENOPBUYUTENHO € J1a OTOeNe)uTe N30panHus JieH (Harp. cpsiaa) BbpXy KapTOHEHATa KyTHs U a
3allMCcBaTe BbPXY Hesl JaTaTa MPH BCSIKO WHKEKTUpaHE.

HpI/I HGOGXOI{I/IMOCT MOXETC aa MPOMEHUTE ACHS Ha CKCCEAMUYHOTO MHKCKTUPAHE HA TOBA
JICKapCTBO, CTUTA a Ca U3BMHUHAJIHA ITOHC 3 AHU CJIe NOCJICAHOTO MY MHIXCKTUPAHC. CJ'IGI[ I/I36I/IpaHeTO
Ha HOB JICH IIPOABJLKETC MPUJIAraHCTO BEAHBIK CEAMUYIHO.

AKo cTe U310J13BAJIN NI0BeYe 0T HeoOxoauMmara g03a Ozempic
AKO cTe M3MoJI3BaJIM [oBede 0T HeoOxoaumaTa no3a Ozempic, Beanara uHpopmupaiite Bammus nekap.
BB3MoxHO € 1a nony4yuTe HeskeTIaHW peakiuy KaTo MoBAUraHe (rajaeHe).

AKo cTe nmponycHaau aa u3noJ3Bare Ozempic

AKO cTe IpoITyCHaNIU J1a MHXXEKTHUpaTe 1032 U:

. W3muHamu ca 5 nim no-Majko JHH Cliel MOMEHTa, B KOUTO € TpsIOBaJIo a H3M0JI3BaTe
Ozempic, HHKEKTHpaiTe o BeAHara, oM cu criomHuTe. Cie ToBa WHXEKTHpaiiTe
cllefBalaTa CH 7103a, KakTo OOMKHOBEHO B IUIAHUPAHUS JEH.

. M3muHanu ca nmoseye OT 5 AHU ClIeJ MOMEHTa, B KOHTO e TpsaOBano na usnonssate Ozempic,
IpeckoyeTe npomycHarara fo3a. Cieq ToBa MHXKEKTHpalTe cileiBallaTa CH J103a, KaKTo
0OMKHOBEHO B IUIAHUPAHHUS JICH.

He usnosnspaiite n1BoiiHa 1034, 32 Ja KOMIICHCUpATe MPOIyCHATaTa 103a.

AKo cTe ciipesiu ynorpedara Ha Ozempic

He crnmpaiite ynorpebaTa Ha TOBa JiekapcTBo, 6€3 1a cre nHpopmupain Bamus ekap. Ako s crpeTe,
HUBOTO Ha KpbhBHATa Bu 3axap Moxe Ja ce TOBHUIIIH.

AXO0 MMaTe HSIKaKBH JIOMBIIHUTEIHN BBIIPOCH, CBBP3aHH € YIIOTpebara Ha TOBa JICKAPCTBO, MOMHUTANTEe
Bamus nekap, hapmarieBt win MEIUIIMHCKA CECTPa.

4. Bb3MOKHU He:KeJIaHU peakuuu

KakTro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPEAU3BHUKA HEKECIIaHN pCaKIIUK, BBIIPEKU Y€ HE
BCCKH I'1 ITOJIy4daBa.

CepHO3HM HeKeJTaHU PeaKIuu
YecTu (Morat na 3acersat 1o 1 Ha 10 gymm)
. YCIIOKHEHHUS Ha 3a00JIIBaHETO HA OYMTE BCIICJICTBHE Ha AradeTa (peTuHONaThs) — TpsoBa 1a

KaXX€TC Ha JICKapA CHU, aKO IO BpEME Ha JICUCHUETO C TOBA JICKAPCTBO ITOJIYUHUTE HpO6HeMI/I C
OYHMTEC, KaTO IMPOMsHA B 3pCHUCTO.
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Heuectu (Morar ga 3acersar o0 1 Ha 100 mymm)

. Br3nanenne Ha maHkpeaca (OCTHpP MAHKPEATHT), KOMTO MOKE JIa IPUYWHN CHITHA OOJIKa B
cToMaxa U Iep0a, KoSITo He mpeMuHaBa. TpsOBa 1a oTHIeTe Ha JIeKap He3a0aBHO, aKO MOIYYUTE
TaKrBa CUMIITOMH.

Penxu (morar aa 3acernar 10 1 Ha 1 000 qyrm)

. TEXKH alepPruuHy peakuny (aHapUIaKTUIHN peakuu, anruoeneMm). TpsOBa He3a0aBHO oa
MOJYYHTE MEUIIMHCKA ITOMOIIl ¥ BEJIHAra J]a UHPOPMUpATe JIeKaps CH, aKO IOJTydUTe
CHMIITOMH KaTo MPOOJIEMH C TUIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'bPIOTO
ChC 3aTPyIHEHO MPETIbIIAHE U YUECTEHO ChpLieOneHe.

MHoro peaxn (Morar aa 3acersar a0 1 Ha 10 000 mymn)

. 3abomsBaHe HA OKOTO, HAPEYCHO HEAPTEPUHUTHA MPeIHa HCXEMUYHA ONTHYHA HEBPONATHS
(HITMOH), xoeTo Moke Aa IpUUMHM 3ary0a Ha 3peHHETO Ha eqHOTO Bu oko 6e3 na uma Goska.
TpsiOBa He3a0aBHO Ja ce cBbpxKeTe ¢ Bammms sekap, ako 3a0eesKuTe BHE3AMHO WK OCTEIIEHHO
BJIOIIIABaHE Ha 3peHMETO (BMKTE Touka 2: "BHe3amHnu npoMenu B 3penuero Bu").

C Hen3BeCcTHA YecTOTA (OT HATUYHUTE JAHHU HE MOXKeE J1a Ob/Ie HallpaBeHa OIICHKA)
J 3anymiBaHe Ha uepBaTa. Texxka hopMa Ha 3arek ¢ JAOMBJIHUTSIIHA CUMIITOMH KaToO CTOMaIlllHa
00J1Ka, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAHU PCaKIHA

Mmuoro 4yectu (Morat fa 3acerHat moede ot 1 Ha 10 xymm)

. nopaurade (TageHe) — ToBa 0OMKHOBEHO OTMHHABA C BPEMETO;
. Juapusi — ToBa 0OOMKHOBEHO OTMHHABa C BPEMETO;
. HHUCKa KPbBHA 3axap (XUIOTTTHUKEMHUS), KOraTo TOBA JIEKAPCTBO CE W3I0JI3Ba 3a€IHO C JICKapCTBa,

KOHUTO ChABPXKAT CYI(POHUITYpEHHHI TPOU3BOIHH WIIM HHCYJIHH.

Yectu (Mmorar aa 3acersar a0 1 Ha 10 mymm)

. MOBPBIIAHE;

. HHCKa KpbBHA 3axap (XUIOTIMKEMHs), KOTaTo TOBA JIGKApPCTBO C€ M3IO0JI3Ba 3aSTHO C
MEePOPAITHU JISKAPCTBA 33 AMA0ET, OCBCH CYJI()OHWITYPEHHH TPOU3BOIHH UITH UHCYJIVH.,

[IpenynpeaurennuTe npru3HaIy 3a HUCKa KpbBHA 3aXap MOraT Ja ce MOosABAT BHe3anmHo. Te Morar 1a
BKITIOYBAT: CTyJI€HA MOT, XJafHa OJesa Koxa, TIaBo00Iue, yCKOPEH IyJiC, MoBaUraHe (TafeHe) uin
CHWJIEH IJ1aJl, IPOMEHH B 3pEHUETO, ChHIMUBOCT WM CJIA00CT; HEPBHOCT, TPEBOKHOCT WM OOBPKAHOCT,
3aTpyAHEHa KOHLEHTpALUs WIH TPETepeHe.

Bamust nekap me Bu kaxxe kak 1a 1eKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO Jja HAaIlpaBUTE, ako
3a0enexuTe Te3u NpeayIPEAUTEIHN IPU3HALH.

BeposTHOCTTa 112 cllafiHe HUBOTO Ha KPbBHATA 3aXap € MMO-TOJIsIMa, ako preMaTe CyI(pOHIIYpeHHU
MIPOM3BOJAHM WM MHCYJIUH. BamusT nexap Moke 1a HaMallu 103aTa Ha Te3H JIEKapCcTBa, Mpeu 1a
3aMo4HeTe /1a U3I0JI3BAaTE TOBA JIEKapCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3MAJICH CTOMAX (FaCTPUT) — MPU3HAIIMTE BKIIOYBAT CTOMAIITHA 0OJIKa, TIOBUraHe (rajicHe)
WJIH TTOBPBIIIAHE;

. pediiyke WM KHCEIMHY — HapHYaHHM oliie ractpoe3odareanna pedaykcHa 6oaect ('EPB);

. cToManrHa 0oJKa;

. MolyBaHe Ha CTOMAxa;

. 3arex;

. OpHUTBaHE;

. KaMbHU B JKITbUKATa;

. 3aMaiBaHe;

. yMopa;

. 3ary0a Ha TerJo;

b IIOHMKCH aIlCTHUT,
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. ra3zoBe ((hiaaTyaeHIus);
. MOBHIIICHUE HA TTAHKPEATUYHHU SH3UMHU (KaTO JIMTa3a U aMuasa);
. rJ1aBooome.

Heuectu (Morar ga 3acernar o0 1 Ha 100 mymm)

. MIPOMsIHA BBB BKyCa Ha XpaHaTa MU HAIUTKUTE,;
. y4ecTeH MyJIc;

. peakIy Ha MICTOTO Ha MHXEKTUPaHE, KaTo MMOCHHSABaHe, 00JIKa, Apa3sHeHe, ChpOex U 0OpHB;
. QJIEPTUYHH PEAKIINU KaTo 0OpHB, ChPOEK WK YPTUKAPHS;

. 3a0aBsiHE B U3MPA3BAHETO HA CTOMAXa.

Chol0maBaHe Ha HeKeJIAHU PeakIuu

AKO TIONTyYnTe HAKAKBU HEXKEIaHU PeakIluy, yBeJoMeTe Baius siekap, GpapMarieBT niv MeIUIIMHCKA
cectpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOMMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIO J1a ChOOIINTE HEXKETaH! PEaKIiy JUPEKTHO Upe3 HAIMOHATHATA CHCTEMA 32 ChOOIIaBaHe,
rocoueHa B [Ipmnoxkenue V. Kato crobmaBare HeXelIaHT PEakIliy, MOXKETE Ja aJeTe CBOSI IIPUHOC
3a MoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak na cexpansiate Ozempic

Jla ce cpxpaHsiBa Ha MACTO, HEOCTBITHO 32 JIeT1a.

He u3non3BaiiTe ToBa JIeKapcTBO Clel CPOKA HA TOAHOCT, OTOENA3aH BHPXY €THKETa Ha IMHCANKaTa 1
KapTOHEHATa OIaKoOBKa ciex ,,[ ofeH 10, CpoKbT Ha TOJHOCT OTTOBaps HA MOCIEIHUS ICH OT

IIOCOYCHHUA MCCCII.

HDG,Z[I/I OTBapsAHEC!

Ha ce cpxpansiBa B xnaauiaauk (2 °C-8 °C). [a ne ce 3ampa3ssBa. [la ce cbxpaHsBa Janed ot
oxnaxaamus eneMeHT. CpxpaHsaBaiiTe ¢ IOCTaBEHa Kalayka, 3a /1a Ce NMPEANas3y OT CBETJINHA.

Crnen nppBOHAYAIIHO OTBaApSHE:

Ozempic 1 mg (tmmcanka ¢ 4 m1o3m)

. B npoabikeHne Ha 6 CEIMUIIM MOYKETE J1a ChXpaHsSIBaTe MUCAIKaTa IpU TeMIIepaTypa Mo
30 °C unum B xmammHuK (2 °C-8 °C), naney ot oxnaxknanms eieMmeHnt. He 3ampassiBaiite
Ozempic u He T0 H3MON3BaAlTEe, aKO € OMIT 3aMpa3eH.

Ozempic 1 mg (nucanka ¢ 8 103u)

. B npoabmkenne Ha 8 ceqMuUI MOXKETE J1a ChXpaHsIBaTe MUcajIKaTa Py TeMIIepaTypa oy
30 °C unum B xnaguHuk (2 °C-8 °C), naney ot oxnaxaamius ejieMent. He 3ampasssaiite
Ozempic ¥ He O U3NOJI3BANTE, aKO € OHJT 3aMpa3eH.

* Koraro #e m3non3sare nycajikara, CLXpaHﬂBaﬁTe s C IIOCTaBC€HA KalladKa, 3a a CC MPEAIasu oT
CBCTJIMHA.

He u3non3BaiiTe ToBa JIEKapCTBO, aKO 3a0ETEIKUTE, Ue Pa3TBOPHT HE € OUCThD M OC3IBETEH UM MOYTH
Oe31BETEH.

He HSXBLpHHﬁTe JICKApCTBAaTa B KaHAIU3aluATa UIU B KOHTeﬁHepa 3a JOMAalIH! OTIIaaAbIIN.

[MomuTaiite Bamust hapManeBT Kak Aa U3XBHPISTE JIeKapcTBaTa, KOUTO Bede He u3mnoi3sare. Te3n
MEPKHU III€ CIIOMOTHAT 3a OIIa3BaHE Ha OKOJHATA CPela.
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6. Cobabp:kaHHe Ha OIAKOBKAaTA M JONbJIHUTEIHA HHpopManust
Kakso cbpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO € CEMArTyTH/.

. Enun ml oT MHXKEKIIMOHHUS pa3TBOpP chabpika 1,34 mg cemartyTua. EnHa npenBaputeaHo
HaIThJIHEHA MMHCANKa ChAbpka 4 mg cemarnytua B 3 ml pasrBop. Beska mo3a ceappika 1 mg
cemariaytua B 0,74 ml.

. Enun ml oT MHXKEKIIMOHHUS Pa3TBOP ChabpKa 2,68 mg cemarinyTua. EnHa npenBaputeaHo
HaIThJIHEHA MMHCANKa ChAbpKa 8§ mg cemarnytua B 3 ml pasrBop. Beska mo3a cwabpika 1 mg
cemarnytug B 0,37 ml.

. Hpyrurte cbeTaBkM ca: AuHATpUEeB hocdar JUXUAPAT, MPOIMUICHIIUKOIN, (EHOJI, BOja 3a
WHXXEKIUH, HAaTPUEB XHUIPOKCH/XJIOPOBOOPOAHA KHcenrnHa (3a kopekius Ha pH). Buxkre
ChIIO TOYKA 2, ,,ChabpKaHUE HA HATPUI®.

Kak u3raexna Ozempic U KAaKBO ChbABbP:Ka ONAKOBKATA

Ozempic e OUCTHP U OE3IBETECH WIIH MTOYTH 0€31BETEH HHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
Han'bJIHEHA IHCAJIKA.

Bcesika npeiBapuTeHO HATBJIHEHA MTUCANKa ChAbpka 3 ml pa3TBop u 1octass 4 no3u o 1 mg.
Bcesika mpeBapuTeHO HaTbITHEHA MHCANKA ChAbpka 3 ml pa3TBop u poctass 8 mo3u no 1 mg.

Ozempic 1 mg uHKEKIIMOHEH pa3TBOp ce Mpejyiara B CICIHUTE BUIOBE OMAKOBKH:
1 mucanka u 4 urnm 3a enHokpartHa yrnorpeda NovoFine Plus.

1 mucanka u 8 urnm 3a enHokpartHa yrnorpeda NovoFine Plus.

3 mucanku u 12 urnm 3a eqHokpaTHa ynotpeda NovoFine Plus.

He Bcuukm BHI0BE ONTAKOBKU MOTAT Aa ObJAT ITyCHATH Ha Ta3apa.

[IpuTexkaTes Ha pa3pelIeHUETO 3a yIOTPeda
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Janus

IIpousBoauTen

Ozempic I mg (4 0osu u 8 dosu)
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Janus

Ozempic I mqg (4 oo3u)

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres

®paHuus

)IaTa Ha MOCJIECAHO NMpepasrijc;kaane Ha JIMCTOBKaTa

Apyru u3roununu Ha uHpopmanus

[Monpo6Ha mH(OpMaIs 3a TOBa JIEKapCTBO € peJJ0CTaBeHa Ha yeOcaiita Ha EBporetickara areHIust
o JIeKapcTBara http://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda

Ozempic 1 My nHKeKUHOHEH PAa3TBOP B NPEABAPUTEIHO HATbJIHEHA MUCAJIKA, JOCTABALIA

4 no3u

cemaraytua (semaglutide)

Ykazanus 3a ynorpeda Ha Ozempic 1 Mg nHKeKIHOHEH Pa3TBOP B NPeIBAPHUTETHO HANTbJIHEHA

NMUCaAJIKa

MouJis1, IpoyeTeTe BHUMATEIHO T€3H YKA3aHUS,
MIPEIN /12 U3I0I3BAaTe CBOSITA IPEIBAPUTEITHO
HambJIHeHa nucanka Ozempic.

T'oBopeTe ¢ Baiust iekap, MEAUITMHCKA CECTpa WU
(hapmarieBT 3a TOBa Kak J1a uHkektupare Ozempic
TIPABHITHO.

3amovHeTe C MPOBEepKa Ha MUCANKATa, 3a 1a CTe
CUT'YpPHH, 4Ye TS chABbP:ka Ozempic 1 My, cien KoeTo
NOTJICAHETE WIIOCTPALIMHTE [TO-A0IY, 32 Aa Ce
3ar03HaeTe C Pa3IMYHUTE YaCcTH Ha MUCAIKATa U
uriara cH.

AKO cTe cJIsl UJIU UMaTe JIOLIO 3peHne U He MOKeTe
Ja pa3deTeTe Oposiua Ha 103aTa BbPXY NMHCATKATA,
He U3MO0JI3BaiiTe Ta3M MUcAIKA 0e3 Yy»K/I1a MoMoll.
[ToTbpceTe momoI OT JHIIE ¢ 10OpPO 3peHue, KOETO
3Hae KaK J1a U3IM0JI3Ba PEIBAPUTEITHO HAIThTHEHATA
nucanka Ozempic.

Bamara nucanka e npeBapuTeIHO HAITBJIHEHA U UMa
BB3MOXKHOCT 32 HaOupaHe Ha jo3arta. Ts ceabpixka 4 mg
CeMariyTU U MOXeTe Jla m30upare caMo J03H IO

1 mg. Enna Hensnosn3BaHa mucaika ChAbpka YeTUPH
no3u 1o 1 mg.

W3nonseaiite Tabnunara OT BhTPENIHATA CTpaHa Ha
Kallaka Ha KapTOHEHaTa KyTHsl, 3a 1a CJIEAUTE KOJIKO
MHXKEKLUH CTE MPUIOKWIN U KOTa CTE T IPHIIOKHUIIH.

IIncankara Bu e nmpenHasHadeHa Ja ce U3I0JI13Ba C
UTJIK 3a eqHokpatHa yrnorpeda 30G, 31G u 32G ¢
IBIDKHHA 0 8§ mm.

B onakoBxkara ca Bxiarouenu uriud NovoFine Plus.

Ozempic npexBapuTeIHO
HAIbJIHEHA MU CAJIKA M UIJIA

(mpumep)

Kanauka na
MHCATKATA

IIpo3opue Ha
nucaaKaTa

ETuker na
nucajgKara

EpOﬂ‘[ Ha Jqo3aTa

CTpemca Ha xo3aTa

CejexTop Ha
03aTa

Jlo30B OyTOH

BbHumna
Kamavka Ha
urjara

BbTpemna
Kanayka Ha
HIJIaTa

Hraa

XapTtuen
eTHKeT

Mapxep 3a
npoBepka
Ha
HU3THYAHETO

/A Baxna HH(popManu

OO0BpHETE CIIeIMaTHO BHUMAHKE Ha T€3W OSIeKKH, ThI KaTo Te ca BaKHM 3a Oe30IacHaTa

ynoTpeba Ha MUcaJIKaTa.

1. HoarorBere MucajaKaTa CM ¢ HOBA UIJIa
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. IIpoBepeTe NMeTO U LBETHHUSI €THKET HA
NHCAJIKATa CH, 3a Ja Ce YBEPUTE, Y€ TS ChIbpKa
Ozempic 1 mg. ToBa € U3KITIOYUTEITHO BaXKHO,
aKo MpujiaraTe MHXEKIIMOHHO MTOBEYE OT €ANH
BU/JI JICKapCTBO. V31013BaHETO HA MTOTPEITHO
JIEKapCTBO MOJKE J1a Ob/Ie BPEIHO 3a 37]PaBETO

Bu.
. CBaJjieTe Kana4yKkaTa Ha MUCAJIKATa.
. IIpoBepere 1aiu pa3TBOPHLT B MUCAJKATA €

oucTnp u 6e3nsereH. [lorneanere mpes
IPO30pYETO Ha MUCATKATa. AKO pa3TBOPBT
U3TJIeXK1a MBTEH WU C TIPOMEHEH IIBSIT, He
M3M0JI3BalTe MHCaNKaTa.

. B3emeTe HOBa HrJIA.
[IpoBepeTe XapTHEHHS €TUKET M BhHIIIHATA
Kalayka Ha WUrJiaTa 3a MoBpeId, KOUTO MOTaT J1a
3acerHaT CTEPHIHOCTTA. AKO 3a0eIeKuTe
HSKaKBa IMOBPe/Ia, M3M0JI3BaiTe HOBA HIIA.

. OTcTpaHeTe XapTHEHHUSI €THKET.

YBepere ce, ye cTe MOCTABUJIM UIJIATA

npaBUJIHO.
o Hatucnere uriara NnmpaBo BbPXY MHcCajIKaTa.
° 3aBHﬁTe, JOKAaToO CC 3aXBaHC CTErHarTo.

Hrnara e mokpura ¢ nBe kanayku. TpsiOBa na
cBaJIMTe M IBeTe Kanauku. Axo 3a0paBure aa
CBAJINTE U JIBETE KallauKy, HAMA Jia ycIieeTe Aa
CHU MHKEKTUPATE JIEKAPCTBO.

. CpaJjleTe BHHIIHATA KaNlayKa HA UIJIATA U A
3ama3sere 3a mo-KbCcHO. Ts e Bu tpsaoBa cien
WH)XEKTHPAHETO 3a 0€30MaCHO OTCTpaHsSBaHE Ha
WTJIaTa OT MHUCAJIKATA.

® Caauere BbTpPEHIHATA KallavuKa Ha urjiaTta u
A1 U3XBBPJIETE. Axo ce ormurare Ja s MIOCTaBHUTEC
OTHOBO, MO>KC HCBOJIHO Jia C€ y60;[eTe C Hurjarta.

Ha Bbpxa Ha urnata Moke a ce MosBU Kalka oT
pastBopa. ToBa e HOpMaHO, HO BCe MaK TPsiOBa Aa
IPOBEPUTE U3TUUAHETO, aKO U3I0JI3BATE HOBA MMCAJIKA
3a pbB 6T. Biwkre crenka 2 ,,IIpoBepere u3TnyaneTo
C BCSIKa HOBa NUCANKa“.

He nocrapsiiTe HOBa MIJIa Ha IMCAJIKaTa CH, IOKATO
HE CTE FOTOBHU J1a UHXKEKTHpaTe.

/N Bunaru usnosssaiite HOBa MIuIa 32 BCAKA HHIKEKINL.
ToBa Moke 1a IPeIOTBPATH 3aMyIlIBaHEe HA UTIIUTE, 3aMbpCsIBaHe, HHDEKTHPAHE U HETOYHO
JIO3HPAaHE.

Huxora He usnosizBaiite H3KPUBCHA WIM IMMOBpPEICHA UTJIA.

2. HpOBepeTe H3THYIAHECTO C BCAKA HOBA NMUCAJIKA
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AKO BeYe M3IOJI3BATE MMUCANIKATA, IPEMUHETE
KBM CThITKA 3 ,,M30epeTe mo3aTa‘.
[IpoBepsiBaliTe M3TUYAHETO CAMO MPEIH
MHPBOTO HHKEKTHPAHE ¢ BCIKA HOBA

nucaJ’ika.
H36pan e
Mapkep 3a
3aB’LpTeTe CCJICKTOpA Ha no3ara 10 MapKepa 3a npoBepKa Ha

MPOBEPKA HA H3THYAHETO ( ** “=) TOYHO CJIC]] u3THYAHETO
,0“.YBepere ce, 4e MapKepbhT 3a IPOBEPKa Ha
W3TUYAHETO CE U3PaBHsIBA ChC CTPEJIKATa Ha
Jl03aTa.

3aapbKTe MUcajKara ¢ HACOUYEHa Harope Mria.
HaTtucHere u 3aApb:KTe 1030BUsA OYTOH,
JIOKaTo OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0“ TpsiOBa aa ce U3paBHU ChC
CTpeJIKaTa Ha J103aTa.

Ha Bppxa Ha urnara TpsiOBa J1a ce MOSBH Karka
pasTBop.

Ha Bbpxa Ha urmaTa Moke Ja OCTaHE MaJIka Karka, HO TS HsMa J1a Ce WH)KEKTHpa.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe N3THUAaHETO ¢ BCSIKAa HOBA MHUCAIKA 10 6
I'BTU. AKO BCE OLIE HAMA Kallka, CMEHETE UIJlaTa U MOBTOpeTe cThiika 2 , IIpoBepeTe u3TH4aHeTo ¢
BCSIKA HOBA MUCAJIKA™ OLIE BEIHBXK.

M3xBBHpIieTe nucankaTa U M3M0I3BalTe HOBA, aKO BCE OIIIe HE Ce € MOsIBIIIA Kallka OT pPa3TBopa.

A

BuHaru ce yBepsiBaiiTe, 4e ce MosiBSIBa Kalka Ha BbpXa Ha UTJIaTa, IPEIH J1a U3M0I3BATE
HOBA IMHCaJKa 3a MpbB MbT. C TOBa CE TapaHTHPA, Y€ Pa3TBOPHT MPEMUHABA OE3IMPEIATCTBEHO
TIpe3 uriara.

AKO He ce TIOSIBH KallKa, HfIMa J]a CH MH)KEKTUPaTe HUKAKBO KOJIMIECTBO OT JIEKAPCTBOTO,
BBIIPEKH ue OpPOSYBT Ha J103aTa MOXKE Ja MoMphaHe. ToBa Mo:ke 1a 03HAUABA, Ye UIJIATA €
3amylieHa Win MoBpeaeHa.

AKO He poBepsIBaTe U3THYAHETO TPEAN MFPBOTO CH HHXEKTHUPAHE C BCSIKA HOBA MHCAJKA,
MOJKE JIa He TIOYYHTE percaHaTa J1o3a u xenanus egext Ha Ozempic.

3. U306epete n03ata

3aBbpTeTe celeKTOpa Ha /103aTa, 32 J1a
Habepete 1 mg.

[IpoabinkeTe qa BEPTHUTE, TOKATO OPOSIIBT HA
Jlo3aTa CIpe u nokaxe 1 mg.

H30pan
1mg

Camo OposYbT U CTpeNKarta Ha J103aTa IIe TOKaXart, 4e € HaOpaH 1 mg.

Moxete na n3bupare camo 1 mg Ha no3a. Korato nucankara chabpxa mo-manko ot 1 mg, OposiubT
Ha J103aTa CIMpa Mpeau Ja ce mokaxe 1.

CenexTopbT Ha 103aTa MPHUILIPAKBA PA3ITUIHO, KOTATO CE€ 3aBbPTH HAIPE, Ha3a]l MU IpU
npeMuHaBaHe Ha 1 mg. He OpoiiTe nmpunipakBaHUsITa Ha MHCAIKATA.

LN

Bunaru usnossBaiite 6posiua M cTpesIKaTa Ha 103aTa, 3a 1a BUAUTe, Ye e Ha0pan 1 mg,
Npean 12 HHKEKTHPaTe TOBA JIEKAPCTBO.

He Opoiite mpumpakBaHusITa Ha MHCATKATA.

Cnc ceseKkTOpa Ha A03aTa TPsIOBa 1a ce u3dupart camo 1034 no 1 mg. 1 mg tpsadsa Touno na
C€ M3paBHU ChC CTPEJIKAaTa, 3a J1a CTE€ CUI'YPHH, Ye [IpUeMarte IpaBuiiHa J03a.
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Kosxko pa3TBop e octanaj

. 3a 1a BUAUTE KOJKO Pa3TBOP € OCTaHAJ,
W3I0JI3BaiTe Oposida Ha 103aTa; 3aBbPTETE
CEJICKTOpa, JOKATO OPOSIYBT cIpe.

Axo Toii moka3Ba 1, BpB BamaTra nucanka e
octa"ai mone 1 mg.

Axo OpossubT Ha 103aTa cnpe npeau 1 mg, BposubT Ha
Jo3arTa ¢

HsIMa JOCTaThYHO OCTaHAJl Pa3TBOP 3a IIbJIHA cnps:

mo3a 1 mg. ocraBa 1 mg

M\ He wnonssaiire MMcanKara, ako B Hesl HsMa JJOCTaThbYHO OCTaHAN Pa3TBOP 32 ITbJIHA J034.
W3non3Baiite HoBa nucanka Ozempic.

4. Un:kekTHpaiiTe 103ata

J BobBenere urjara B Ko:kara, kakto Bu ¢
nokasan Bamuar nexap i MeauimHCKa
cecrpa.

. YBepere ce, ye BIKIATe Oposiua Ha 103aTa.

He ro 3akpuBaiite ¢ npbctute cu. ToBa Moxe Ja
MPEKbCHE UHKEKTUPAHETO.

. HatucHere u 3a1pb:KTe 1030BHsA OYTOH.
HaoOmronasaiite, 10KaTO OpPOAYBT Ha 103aTa
ce BbpHe Ha ,,0“. [ludpara ,,0° Tpss6Ba ga ce
M3paBHU ChC CTpEJIKaTa Ha Ao3aTa. ToraBa Moxe
Jla yyeTe WIN YCETHUTE MpHIIpaKBaHe.

. IIpoabakaBaiiTe 1a HATHCKATE 1030BHUS
OyTOH, IOKATO 3aIbpP:KaTe UIJIATA B KOKATA
CH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO ABPKUTE Bpoiire Gapio:
J1030BHA OyTOH HATUCHAT. 1-2-3-4-5-6
. AKO U3BaJIUTE UTJIaTa MO-PaHO, MOXKE J1a BUIATE

KaK OT BbpXa M U3THYa CTPyHKa OT pa3TBopa. B
TaKbB CIIy4ail HsAMa J1a ObJe MPIIIOKEeHa
II'bJIHATA 1034,

. H3Bajgere uriara ot ko:kara cu. Ciex ToBa
MOJKE JIa OTITyCHETE J030BHUs OYTOH.
AKO Ha MACTOTO Ha WH)KEKTHUPAHE CE€ MOSBU KPBB,
MIPUTUCHETE JICKO.

Ha Bbpxa Ha urnaTa Moke 1a BUJUTE KalKa pa3TBOp Clie] MHKEKTUpaHeTo. ToBa e HOpMaIHO U HE ce
oTpa3sBa Ha Bamiara io3a.

Z\ Bunarm rienaiite Oposiua Ha 103aTa, 32 /1a 3HaeTe KOJIKO Mg CH WHKEKTHPATe.
3anpbKTe 1030BHS OYTOH HATHUCHAT, JIOKATO OpOSYBT Ha J03aTa ce BhpHE Ha ,,0%.
A
Kak 1a pa3no3naere 3anynieHa Uiy MOBpeJeHa UIJia
—  Axo OposYbT Ha J103aTa He MmoKaxe ,,0° ciex MPOABIKUTEITHO HATUCKAHE Ha JTO30BUS
OYTOH, Bh3MOXKHO € J]a CTE M3MOI3BAJIH 3aITyIIIeHA WY MIOBPEICHA UrJia.
— B TaxbB cinyyail He cTe CH HH)KEKTHPAITM HUKAKBO JIEKAPCTBO, BBIIPEKH 4e OpOAYBT Ha
J103aTa Ce € MPEMECTUI OT YUCIOTO HA IIbPBOHAYAIHATA 034, KOSITO CTE 3aJaJIH.

KakBo 1a npaBuTe ¢hC 3amylieHa Uria

CwMeHeTe uriata, KakTo € OIMMCaHo B CThITKA 5 ,,Cien MHKEKIHITa", ¥ TTIOBTOPETE BCUIKH
ctbrku oT 1 ,,Ilogroreere mucankara cu ¢ HOBa Uria‘“. YBepere ce, 4e cTe Habpaiu 1msuiaTa
HeoOXoaMMa J03a.
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Huxora He noxocpaiite 6p0ﬁ‘la Ha 103aTa, 10KaT0 HHIKEKTHUpPAaTe. ToBa Mmoxe 1a IIPEKBCHE
WHXXCKTHUPAHETO.

5. Ci1eq HHKEKIUATA

Bunaru u3xBbpJisiiTe UrjaaTa cjiel BCsiKa
HHIKEKIHA, 32 J1a CH OCUTYpPUTE yIOOCTBO MIPH
WH)KEKTHpaHe U Ja n30erHere 3amyIiBaHe Ha
UrauTe. AKO uriara € 3amylieHa, HiMa J1a CU
WHXEKTHPATE HUKAKBO KOJMIECTBO JICKAPCTBO.

BkapaiiTe BbpXxa Ha MIJIaTa BbB BHHIIHATA
KalaykKa Ha UIJaTa BbpXY paBHA OBBPXHOCT,
0e3 1a JoKocBaTe UIiara Wil BbHIIHATA
Karayka.

Crnen xaTo uriaTa € moKpuTa, BHUMATEIHO
HATHCHeTe BHHIIHATA Kanayka Ha urjara
JIOKpa.

PasBuiiTe uraara u s U3XBbPIETEC BHUMATEITHO
cropenl ykazaHusTta Ha Bamus nexap,
MeIUIHCKATa cecTpa, (hapMarieBT WU
MECTHUTE BJIACTH.

ITocTaBaiiTe 0OTHOBO KalmayKaTa Ha UcajaKaTa
CJIe/ BCSIKO M3ITOJI3BAHE, 32 Ja MpeAra3uTe
pasTBOpa OT CBETIMHA.

Koraro nucankara Tps0Ba a ce U3XBBPIIH, HAaNpaBeTe ro, 6e3 1a MMa Wriia BbpXy Hesl, KakTo Bu e
WHCTPYKTHpaI BamusT ekap, MEAUIIMHCKA cecTpa, (papMalleBT Wik MECTHHUTE BJIACTH.

A

Hukora He ce onmuTBaiiTe 1a MOCTABATE 00PATHO BHTPENIHATA KaNauka BbPXY UIJIaTa.
Moxe na ce ybopeTe ¢ uriarta.

Bunarm cien Bcsika HH:KeKUIMS He3a0aBHO OTCTPAHSIBAliTe UIJIATA OT MUCAJTIKATA.
ToBa MoJxe Ja MPeIOTBPATH 3aMyIIBaHE Ha UIJIH, 3aMbpCsBaHe, HHPEKTHpaHe, U3THYAHE Ha
pa3TBOp M HETOYHO JO3UPAHE.

JonmbaHuTeIHA BaKHA MHpOpManms

BuHaru cexpaHsiBaliTe MicaiikaTa U HIJIMTE HA MAICTO, HEJJOCTHITHO 32 JPYTH X0pa, 0COOCHO
3a jena.

Huxora He criofeisfiiiTe MUcaKaTa UK UTIIUTE CH C APYTH XOpa.

OOTpIKBaIUTe JIHIIA TPSIOBA a ¢4 MHOT0 BHUMATEJHH NPH padoTa ¢ H3NMOJI3BaHU HIJIN, 32
Jla n30erHaT HapaHsIBaHe C TSIX M KphCTOCaHA HMHQEKIIHS.

I'pu:xa 3a Bamara nucajka

Wznon3BaiiTe nucaikara BHUMAaTENHO. [ py0oTo MaHMITy IMpaHe WK HEMIpaBUIHA yHoTpeOda Morar aa
OPUYHHAT HETOYHO JO3UpaHe. AKO TOBa Ce CIy4H, MOXKE J1a He TOJYUHTE KellaHus eeKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiTe mucajkaTa B K0JIa WIH Ha PYTO MSCTO, KBJIETO MOKE /1a CTAHE TBBHPJE
TOPEIIO UK TBBPJIE CTYICHO.

He un:xextupaiite Ozempic, KoiTo e 011 3aMpa3eH. AKO TO HAIIPaBUTE, MOXKE J1a HE
MOJYYHTE JKeJIaHMsI eeKT Ha TOBA JIEKapCTBO.

He nnkextupaiite Ozempic, KoWTO e OMJI M3JI0KeH HA NPAKA CIbHYEBA CBETJIMHA. AKO TO
HaIpaBHUTE, MOXKE J]a HE TIOTYUYHUTE KellaHus eeKT Ha TOBA JICKapCTBO.

He u3naraiiTe nucaakaTa cM Ha pax, MPbLCOTUS WJIM T€YHOCT.

He MuiiTe, He HAaKKMCBaliTe M He cMa3BaiiTe MUCAIKATA CU. TS5 MOXe Ja ce MOYHUCTU C MEK
npenapar BbpXy HaBJIaKHEHa KbpIIa.

He u3nyckaiiTe mucajkaTa cM U He s YAPSUTE B TBEPAM MOBEPXHOCTH. AKO S H3IIyCHETE WITH
MOJI03UpaTe, 4e Hell[o HE € Hape[l C Hes, TIOCTaBEeTe HOBA WIJIAa M MPOBEpPETe N3TUYAHETO Ha
pa3TBOp, Ope/iv Aa MHKEKTUPATE.
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He ce onuTBaiiTe 1a HAMBJIHUTE MOBTOPHO Mucagkarta cu. Cie/ KaTo BEIHBXK Ce U3IPa3HH,
TS TPSAOBA 12 cE€ U3XBBPIIH.
He onnTBaiiTe 1a mompaBsiTe WU pa3riiodsBaTe MUCAIKaTa CH.
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Yxka3zanus 3a ynorpeda

Ozempic 1 My nHKeKUHOHEH PAa3TBOP B NPEABAPUTEIHO HATbJIHEHA MUCAJIKA, JOCTABALIA

8 no3u

cemaraytua (semaglutide)

Ykazanus 3a ynorpeda Ha Ozempic 1 Mg nHKeKIHOHEH Pa3TBOP B NPeIBAPHUTETHO HANTbJIHEHA

NMUCaAJIKa

Mouis1, npoyeTeTe BHUMATEIHO T€3W YKa3aHUA, TPEIH J1a
M3IIOJI3BATE CBOSITA MPEIBAPUTEIHO HAITbITHEHA MTHUCATKA
Ozempic. ['oBopete ¢ Bamms nekap, MeAUIIMHCKA cecTpa MU
(hapmarieBT 3a TOBa Kak J1a HHKeKkTupare Ozempic MpaBUIIHO.
3amovHeTe ¢ MpoBepKa Ha MUCANKaTa, 3a 1a CTe CUTYPHHU, Ye
TA cbabpxka Ozempic 1 Mg, ciiex KOeTo MOrIeIHETE
WIIOCTPALIUKTE TO-J0Y, 3a Ja Ce 3a03HaeTe ¢ Pa3InIHUTe
YaCTH Ha TMHCAJKaTa U UTJaTa CH.

AKO cTe cJIsI MJIU HMAaTe JIOLIO 3peHue U He MOKeTe 1a
pa3uereTre Oposiua Ha 103aTa BbLPXY NUCAJIKATA, He
H3M0JI3BaliTe Ta3u MUcaiKa 6e3 uy:kaa momoil. [Torspcere
TIOMOII] OT JIMIIE C JOOPO 3peHHUE, KOETO 3HAe KaK Jia M3I10JI3Ba
npeABapUTEIHO HaTbJIHEeHaTa nucaika Ozempic.

Bamara nucanka e npeiBapuTENHO HAIIBJIHEHA U UMa
BB3MOXHOCT 32 HaOupaHe Ha fo3ata. T ceabpxka 8§ mg
ceMariyTuj U MOXeTe Ja nu3bupare camo no3u o 1 mg. Enna
HEU3I0JI3BaHa MUCAJIKA ChIbPKa OceM o34 1o 1 mg.

Ciex kaTo MHKEKTHPATe MpeABHACHUTE 1031, B MUACATKATA
BCe olIIe I1e MMa ocTaHatx pa3Teop. [lucankara TpsoBa na
ce U3XBbPJIH.

W3non3eaiite Tabnuiara oT BhTPENIHATA CTpaHa Ha Karaka Ha
KapTOHEHaTa KyTHs, 3a J]a CJIEAUTE KOJIKO HHXKEKLIUHU CTe
NPUIOKWIN U KOTa CTE TH IPHIIOKUIIH.

[Tucankara Bu e npenna3zHaydeHa J1a ce U3M0JI3Ba C UIJIM 32
eanokpatHa ynorpeda 30G, 31G u 32G ¢ gbmkuHa 10 8 mm.
B onmaxosxkara ca Bkirrouenu uriii NovoFine Plus.

Ozempic npeaBapuTeTHO
HAI'bJIHEHA MHCAJIKA U UIJIa

(mpumep)

BbHuina

Kanmauka Ha Kanayka

nucajiKara Ha UIJIaTa
BbTpemmna
Kanavka
HA UIJarTa
HUraa
XapTuen
eTHKeT

Ilpo3opue Ha

nucajgKarTa

ETuker na

nucajaKara

bposiu Ha 1o3aTa

CrpeJika Ha 103aTa

CeisiekTop Ha

AozaTa Mapkep 3a

npoBepKa
Ha
H3THYAHETO

Jlo30B OyTOH

A Baxna nndopmanus

O6'preTe CIicnyaJIHO BHUMAaHUEC Ha TE3H 66J'IC)KKI/I, TBHH KaTO T€ ca BaXXHU 3a Oe30macHaTa

yroTpeba Ha MucagKara.

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJia
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. IIpoBepeTe MMETO M NBETHUSA €THKET Ha MMHCAJIKATA
CH, 3a Jla ce yBepuTe, ue T8 chabpika Ozempic 1 mg.
ToBa e U3KITIOYUTETHO BAYKHO, aKO TIpUaraTe
WHKEKIIMOHHO MOBEYE OT SIUH BUJI JICKAPCTBO.
M3non3BaHeTo Ha MOTPENIHO JEKapCTBO MOXKE Ja Obie
BpEJIHO 3a 37]paBeTo Bu.

. CaaJieTe KanavykaTa Ha MACAJIKATA.

. IIpoBepeTe 1aju pa3TBOPBHT B MUCATKATA € OUCTHP U
oe3nBeteH. [lornequeTe mpe3 Mpo30pueTo Ha MHcaIKaTa.
AKO pa3TBOPBHT M3TJICKTa MBTEH WM C IPOMCHEH IIBSIT,
HE M3II0JI3BAalTE IHCAJIKaTa.

. B3emeTe HOBa HrJIA.
IIpoBepeTe XxapTHEHHSI €TUKET M BBHHIITHATA Kallayka Ha
WTJIaTa 3a MOBPEaH, KOUTO MOTaT Jia 3acerHaT
CTEpUITHOCTTA. AKO 3a0€TIe)KUTE HIKaKBa TIOBPEA,
H3II0JI3BAlTE HOBA MTJIA.

. OTcTpaHeTe XapTHEHHS €THKET.

YBepeTe Ce, Y€ CTe NMOCTABUJIM UIJIaTa NMPABUJIHO.

. HartucHete uritata mpaBo BbPXY MHCATKATA.
o 3aBuiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hrnara e mokpura ¢ nBe kanayku. TpsiOBa na
cBaJIMTe M IBeTe Kanauku. AKo 3a0paBuTe 1a cBaJIUTE
U JIBETE KallaukKy, HAMA J1a yCIIeeTe 1a CH UHKEKTUpaTe
JIEKapCTBO.

® CpaJieTe BLHIIHATA KANMAYKA HA UIJIaTa U A 3ama3eTe
3a MO-KbCHO. T me Bu TpSI6Ba CJICA MHKCKTHUPAHCTO 3a
0e30MmacHo OTCTPAHABAHC HA UTJIATA OT MUCAJIKATA.

® Caauere BbTpEHIHATA KallavyKa Ha urjiata u si
HU3XBBPJIETE. Axo ce onuTare ma s IOCTaBUTE OTHOBO,
MOXKE HCBOJIHO Ja C€ y60[LeTe C uriara.

Ha Bppxa Ha uritata Moke 71a e TIOSBY KaIlka OT pa3TBopa.
ToBa e HOpMaITHO, HO BCE TIaK TPsIOBA J1a IPOBEPUTE
U3TUYAHETO, aKO U3MOJ3BaTe HOBA MUCAIKA 3a MPHB MbT.
Bwxre crriika 2 ,,IIpoBepeTe H3THIAHETO C BCSAKA HOBA
Ucaka“.

He mocraBaiiTe HOBa MIJIa HAa IIMCAJIKATa CH, JOKATO HE CTE
TOTOBH JIa MH)KCKTHpATE.

& Bunaru uznoJsizBaite HOBa MIJIa 3a BCAKA HHKEKIIMSI.
ToBa Mmoxe Ja IpeaoTBpaTu 3allyllIBAHC Ha UTJIMNTC, 3aMBbPCABAHC, I/IH(l)eKTI/IpaHe 1 HCTOYHO
A03HpaHe.

Hukora He n3n0J13BaiiTe N3KPUBEHA WIH NOBPeEIeHA UTJIA.

2. HpOBepeTe H3THYIAHECTO C BCAKA HOBA NMUCAJIKA
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. AKO BeYe M3IMOJI3BATE MMUCANIKATA, IPEMUHETE KbM
crerka 3 ,,136epere no3ata‘. [IpoBepsiaiite
W3TUYAHETO CaMo TMPEId MbPBOTO HH:KEKTHPAaHE €
BCSIKA HOBA MUCAJIKA.

. 3aBbpTETE CENEeKTOpa Ha J03aTa 10 MapKepa 3a e
30paH e
NMpoBepKa HAa u3Tn4yaHeTo (** “™) TouHO cren Mapiep 3a
,0“.YBepere ce, 4e MapKepbT 3a IPOBEPKa Ha nposepka Ha

H3THYAHETO
HU3TUYAHCTO CC U3PaBHABA ChC CTPCIIKATA HA A03aTa.

. 3agpBKTe MUcagkaTa ¢ HaCOUeHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH, 10KATO
OposubT Ha Ao3aTa ce BbpHE Ha ,,0“. Ludpara ,,0
TpsiOBa J1a ce U3PaBHU ChC CTPENIKATa Ha 103aTa.

Ha Bbpxa Ha urnara TpsiOBa J1a ce MOSIBYU Kalka pa3TBOp.

Ha Bbpxa Ha urnaTa Moke Ja OCTaHE MaJIka Karka, HO TS HsAMa J]a ce WH)KEKTHpa.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CcThIKa 2 ,,IIpoBepeTe H3THUAHETO ¢ BCSIKa HOBA MUCAIKA 10
6 mbTH. AKO BCE OIlle HIMa Karka, CMEHEeTe UTJiaTa ¥ OBTOpeTe cThika 2 , [IpoBepere n3TH4aHeTo ¢
BCSIKA HOBA MHCAJIKA“ OIIE BEAHBXK.

M3xBBHpIeTe nucankaTa v M3M0I3BalTE HOBA, aKO BCE OIIE HE Ce € MOsIBIJIA Kallka OT pa3TBopa.

/N Bunaru ce yBepsiBaiiTe, ye ce MOsIBSIBAa KallKa Ha BbpXa Ha UTJIaTa, MPeJiv J]a U3M0I3BaTe HOBA
nucalika 3a mpbB bT. C TOBA Ce TapaHTHpa, Y€ Pa3TBOPHT MIPEMHUHABA OE3MPENITCTBEHO MPe3
uriara.

AKO He ce TIOSIBY KarlKa, HMa Jla CH HHXEKTHPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO, BBHIIPEKH
4ye OposSYBT Ha J103aTa MOXKE Ja MoMphaHe. ToBa Mo:Ke 1a 03HAYABA, Ye HIJIATA € 3amyleHa WIn
MOBpeIeHa.

AKo He TIpoBepsIBaTe M3THYAHETO TPENU MHPBOTO CH MHXKEKTHPAHE C BCSKA HOBA MMUCAITKA, MOXE J1a
HE TIOJIYIHTE MPEANKICAHATa J103a U JKelaHus edekt Ha Ozempic.

3. U306epete n03ata

. 3aBbpTeTe cejleKTOpa Ha 103aTa, 3a 1a HabepeTte
1 mg.
[Ipoxwxere ga BBPTHUTE, JOKATO OPOSYBT Ha 103aTa
crpe u nokaxe 1 mg.

H36pan
1mg

Camo OposYBT | CTpeNIKaTa Ha J[03aTa IIIe IMoKaXxaT, ue ¢ HabpaH 1 mg.

Moxkere na uzdupare camo 1 mg Ha n03a. Korato mucankara cbbppxa Io-Majako oT 1 mg, OposdbT Ha
J103aTa CrMpa Mpein J1a ce mokaxe 1.

CenekTopbT Ha JJ03aTa MPUIIPAKBA PA3IMYHO, KOTaTO CE 3aBBPTH HAIPE], Ha3a/l WU MIPH PEMHUHABaHE Ha
1 mg. He Opoiite npuipakBaHusTa Ha MMCAJIKATA.

Bunaru usnoJssBaiite Oposiua u cTpesiKaTa HA 103aTa, 32 1a BUAUTeE, Ye ¢ HaOpaH 1 mg, npeau
J1a MHKEKTHpaTe TOBA JeKapCTBO.

He Opotite mpumpakBaHusITa Ha MHCATKATA.

Cnc cesieKkTOpa Ha A03aTa TPsidBa 1a ce u3dupart camo 1034 o 1 mg. 1 mg tpsadBa TouHo na ce
M3PaBHU ChC CTPEJIKATa, 3a Jia CTe CUTYPHH, Y€ IpUeMaTe MpaBUiIHA 103a.

KoJjxko Pa3TBOP € oCTaHaJl
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. 3a 1a BUANTE KOJIKO Pa3TBOP € 0CTaHAJI, N3II0JI3BaiiTe
Opostua Ha 103aTa; 3aBbPTETE CEIEKTOPa, TOKATO
OposiYbT crpe.

Axo To¥i nokasBa 1, BB Bamara nucaika € octaHall

none 1 mg.
Axo OpostuybT Ha J03aTa cnpe npeau 1 mg, Hima BpostunT na
JOCTaTh4HO OCTaHAaJ pa3TBOP 3a IbJHa A03a 1 mg. Ao3aTa € CHpsLL:

octaBa 1 mg

/M He wnonssaiire MMcaNKara, ako B Hesl HMa JJOCTaThbYHO OCTaHAN Pa3TBOP 32 ITbJIHA J03a.
W3non3Baiite HoBa nucanka Ozempic.

4. NnxexTHpaiiTe 103aTa

. BoBenere uriara B ko:kara, Kakto Bu e nokasan
Bamuar nekap win MeIMIIMHCKA cecTpa.

. YBeperte ce, ye BH:kIaTe Oposda Ha xo3aTa. He ro
3aKpHBaﬁTe C IIPBCTUTEC CU. ToBa Moxe Ja IPpEKbCHE
HWHXCKTHUPAHETO.

. HatucHeTe 1 3agpbiKTe 1030BHs OyTOH.

HaoOmarogasaiite, 10kaTo OpOAYHT HA 103aTa ce BbpPHe
Ha ,,0“. [ludpara ,,0° TpssOBa ga ce U3paBHU CHC
CTpeJIKaTra Ha jo3aTa. ToraBa Moke J1a uyere Uiu
yCeTUTE MpHUIIpPaKBaHe.

. [poabaxkaBaiiTe 1a HATHCKATE 1030BUA OYTOH,
JOKATO 3abPsKaTe UTJIaTa B KOKATA CH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO AHPKUTE 1030BUS Bpoiire 6abHo:
OyTOH HATHCHAT. 1-2-3-4-5-6
. AKO U3BaJUTE UTJIaTa MMO-PaHO, MOXKE J1a BUIUTE KaK OT

BbpXa M M3THYA CTPYyHKa OT pa3TBopa. B TakbB ciydait
HsMa J1a ObJie MPUIIOJKEHA ITBJTHATA J034.

. H3Bajere uriiaTa ot ko:xkara cu. Ciest ToBa MOXe J1a
OTIyCHETE J030BHS OYTOH.
AKO Ha MSICTOTO Ha UHXCKTHPAHE CE MOSIBU KPbB,
NPUTHCHETE JICKO.

Ha BbpXa Ha UI'JiaTa MOXC [1a BUJUTC KallKa pa3TBOP CJICA MHIKCKTUPAHCTO. ToBa e HOPMAJIHO U HE CC
OTpa3siBa Ha Bamara J03a.

Bunaru riienaiiTe Oposiua Ha 103aTa, 3a 1a 3HAeTe KOJKO INg CH HHIKEKTHPAaTe. 3aJIpbKTe
9
JTIO30BUS OYTOH HaTHCHAT, JOKATO OPOSIYBT HA J103aTa ce BhpHE Ha ,,0°.

Kaxk ma pa3no3naere 3amynieHa Uiy MOBPeIeHa UIJIa

—  AKko OposYbT Ha 03aTa HE MOKaxke ,,0° ciieq MpOoaBHKUTETHO HATHCKAHE Ha TO30BUSA OYTOH,
BB3MOXHO € J]a CTE U3IOJI3BAIH 3aIyllieHa WIN TIOBPE/ICHA UIJIa.

— B TakbB cinyuaii He cTe CH MH)KEKTUPAIIM HUKAKBO JICKAPCTBO, BBIIPEKHU ue OpOSYBT Ha J103aTa
Ce € MPEMECTHII OT YUCIIOTO Ha ITbPBOHAYAITHATA J103a, KOSITO CTE 3a]IalTH.

Kaxkgo 1a npaBuTe chC 3anmyinieHa urja
CMeHeTe urinara, KakTo € OIMCaHo B CThIKA 5 ,,Clie] MHKEKIUATA , ¥ TIOBTOPETE BCUYKHU CTHITKU OT
1 ,,IloaroTBere mucankaTa cu ¢ HOBa UTia®. YBepere ce, ue cTe Habpaiu msutata HeoOxoauma 103a.

Hukora He qoKkocBaiiTe Oposiua Ha 103aTa, JOKATO HHKeKTUpPaTe. ToBa MOXKe Ja MPEKbCHE
WHXEKTHPAHETO.
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5. Ci1eq HHKEKIUATA

BuHaru u3xBbpJsiiTe UIjiaTa cjel BCAKAa HHKEKINS,
3a J1a CH OCUTYpHUTE yA00CTBO MPU MHXKEKTUPAHE U J1a
n30erHeTe 3amyIBaHe Ha UTJIUTe. AKO WIJIaTa €
3aIrymIeHa, HAMa J1a CH HHXXEKTUPATe HUKaKBO
KOJIMYECTBO JIEKapCTBO.

BkapaiiTe BbpXxa Ha UIV1aTa BbB BHHITHATA KallavyKa
HA MIJIATA BBPXY PaBHA IOBBbPXHOCT, O€3 J1a ToKocBaTe
UrjaTa Wiy BhHIIHATA Kaauka.

Crnen xato uriata € MOKpuTa, BHUMATENIHO HATHCHETE
BBHIIHATA KaNMayKa Ha UIJ1aTa JoKpai.

Pa3BuiiTe uriara u s U3XBbpJETE BHUMATEIHO CIIOPET
yKazaHusATa Ha Bammms nekap, MEIUIIMHCKATA CECTPa,
(hapmarieBT WM MECTHHUTE BJIACTH.

IlocTaBsiiTe 0OTHOBO KanmauykaTa Ha IMucajIkaTa CJe/l
BCSKO M3IIOJI3BAHE, 3a Ja IPEAIIasuTe pa3TBopa OT
CBCTJIMHA.

Koraro nucankara TpSI6Ba Ja C€ U3XBbPJIU, HAIIPABLETEC I'0, 0e3 Ja UMa urjia BbpXy HEs, KaKTO Bue
HWHCTPYKTHUpAJI Bammsar JICKap, MCOAWIIMHCKA CECTpa, (I)apMaL[CBT NN MCCTHHUTC BJIACTH.

A

Huxora He ce onuTBaiiTe 12 MOCTaBsITe 00PAaTHO BhTPEIIHATA KallayKa BbPXy uriaata. Moxe
na ce ybomere ¢ uriara.

Bunaru cien Besika HHKeKIUsI He3a0aBHO OTCTPaHABAliTe UIJIaTa OT MHUCAIKATA.

ToBa MOke 1a peAOTBpaTH 3alylIBaHEe Ha UM, 3aMbpcsBaHe, MHPEKTUpaHe, N3THYaHE Ha
Pa3TBOP U HETOYHO JI03UpaHE.

JonmbaHuTeHA BaKHA MHpOpManms

Bunaru CLXpaHHBaﬁTC ImUcajikaTa 1 UIIiuTe HA MACTO, HEAOCTHITHO 3a JIPYI'M X0pa, 0Cco0eHO 3a
Aacua.

Huxora He cnogensiiite mricajakaTa WiIH UTTIATE CU C ApYyTH Xopa.

O6FpI/I)KBaH_II/ITC JM1a Tp516Ba aa ca MHOI'O BHUMATECJ/IHU IIPH paﬁoTa C U3M0JI3BAHU UIJVIH, 3a 1a
n30eruaT HapaHABAHC C TAX U KPBCTOCAHA I/IH(l)eKI_II/I}I.

I'pnxa 3a Bamarta nucajka

W3non3BaiiTe nmucankara BHUMaTenHo. [ py00TO MaHUITyTMpaHe WM HeTpaBUITHA yIIoTpeda Morart 1a
NPUYHHAT HETOYHO JIO3UPaHe. AKO TOBA Ce€ CIYYH, MOXKE JIa He TIOJMYUHTE JKeJlaHHus e(PeKT Ha TOBA
JIEKApCTBO.

He ocTaBsiiTe mucajkara B KoJIa WIH Ha IPyro MsCTO, KbJIETO MOKE /1a CTAHE TBBPJIE TOPEIIo
WIH TBBPJE CTYyACHO.

He un:xextupaiite Ozempic, KoiTO € 011 3aMpa3eH. AKO TO HAIIPaBUTE, MOXKE J1a HE TIOTyINUTE
KellaHus epeKT Ha TOBa JEKapCTBO.

He nnkextupaiite Ozempic, KoWTO e OMJI M3JI07KeH HA NPAKA CIbHYEBA CBETJIMHA. AKO TO
HaIrpaBUTE, MOXKE Ja HE TOyIHTE KeJTaHUs eeKT Ha TOBA JIEKAPCTBO.

He n3iaraiiTe nucaakaTa cM Ha Pax, MPbCOTUSI WJIM TEYHOCT.

He muiiTe, He HaKNCBaliTe M He CMa3BaiiTe MUCATKATA CH. Ts MOXeE J1a Ce MOYUCTH C MEK
npenapar BbpXy HaBIaXHEHA KbpIIa.

He u3nyckaiiTe nucajgkara cM 1 He 5 yApANWTE B TBBPAN MOBBPXHOCTH. AKO S U3ITyCHETE WIIH
MIOJI03UpATE, Ue HEIO HE € Hape]l C Hed, IOCTaBETe HOBA MIVIa M MPOBEPETE U3THYAHETO HA PAa3TBOD,
Ipeay J1a MHXKEKTHUparTe.

He ce onuTBajiTe 1a HAbJIHUTE NOBTOPHO NMucajakaTa ci. Cies KaTo BEAHBXK e U3MPa3HHU, TSI
TpsiOBa J1a ce U3XBBPIIH.

He onuTBaiiTe 1a monmpassiTe WK pa3rio0sBare NUcajkara Cu.
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JIucroBka: Undopmanus 3a nanmueHTa

Ozempic 2 mg MHKeKIMOHEH Pa3TBOP B NMPeABAPUTEIHO HATBJIHEHA MHCAJIKA
cemarnyTua (semaglutide)

IIpouereTe BHUMATEIHO LSIJIATA JUCTOBKA, IPeIU 1A 3all0YHETE J1a U3I0JI3BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABbP:Ka BaskHa 3a Bac undopmanms.

- 3amnaseTe Ta3u JUCTOBKAa. MoXke a ce HaJIOXKU J1a s IPOUYETEeTe OTHOBO.

- AKo MMaTe HIKAaKBH JONBIHATEIHN BRIPOCH, HonuTaiTe Bamus nekap, GpapmaneBT nim
MEIHUIHMHCKA CECTpa.

- ToBa nexapcTBo € npeanucano Ju4Ho Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To Moxe
Jla UM HaBpe.M, HE3aBICHMO 4e TPU3HAIIUTE Ha TSIXHOTO 3a00sIBaHe ca ChITUTE KaTo BammuTe.

- AKO moryuuTe HSIKaKBU HEXEJIaH! peakluy, yBeaomere Bamus nexap, papmanesT nin
MEIHUIMHCKA cecTpa. ToBa BKIIOUYBA BCUYKH Bb3MOXKHH, HEONIMCAHU B Ta3M JMCTOBKA HEKEIAHH
peakuuu. Brkre Touka 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

2. Kakso Tpsi0Ba na 3Haere, npeau aa usnonzsare Ozempic

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

6. ChbabpxaHue Ha ONAKOBKATa U AOIBIHUTENIHA HH(POPMALUS
1. Kakso npencrasasipa Ozempic 1 3a KaKBO ce H3M0J13Ba

Ozempic chabpiKa aKTUBHOTO BEIIECTBO ceMariayTHI. To moMara jia ce OHMKU KpbBHATa 3aXap B
opranusma Bu, caMmo koraTto € TBbpjie BUCOKA M MOXKE J]a TIOMOTHE 3a MPEAOTBPATSIBAHE HA CHPICYHO
3a00IsIBaHe TpY MAIMEeHTH che 3axapeH auabdet tum 2 (3/{T2). Toii chimo Taka momara ga ce 3a0aBu
BJIOIIIABAHETO Ha ObOpeuHaTa QyHKIMs npy nanueHTd che 3/ T2 upe3 MexaHU3bM U3BBH
MOHM)KaBaHETO Ha KpbBHATA 3aXap.

Ozempic ce u3IoJI3Ba 3a JIeUeHUE Ha Bh3pacTHU (Ha Bh3pacT 18 roaunu u nmoseue) cbe 3/1T2, korato
AUETaTa U yIpa)XHCHUATA HC Ca NOCTATbYHM!

. CaMOCTOSITETTHO — KOTaTO He MOKETe J1a M3MOI3BaTe MeT(HOPMHUH (ZIpyTo JIEKapCTBO 3a AHa0eT)
WITH
. C JpYyTH JIEKapCTBa 3a JUabeT — KoraTo T€ He ca JOCTaTh4HU, 3a J1a KOHTPOJIUpaT HUBAaTa Ha

KpbBHaTa Bu 3axap. TakuBa morar ga Ob1aT IekapcTBa, KOUTO IpUeMaTe Mpe3 ycTara Win
WHXXEKTUpATe, HAlPpUMEp WHCYIINH.

BaxxHo e 1a npoabJKKTE MJIaHa CH 33 IWeTa U yIpakHEeHHs, KakTo Bu e kazan Bammusat nexap,

(hapmareBT WM MEIUIINHCKA CECTPa.

2. Kakso Tps0Ba 1a 3HaeTe, npeau Aa usnoassate Ozempic

He n3noa3saiite Ozempic

. aKo CT€ AIEPTUYHH KbM CEMAarIyTH]I WIA KbM HIKOSI OT OCTaHAJIUTE ChCTaBKH HA TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6).

Ipexynpesxnenns: u npeanasHu MepKU

I'oBopete ¢ Bammst mekap, ¢papmarieBT WM METUITHHCKA CECTpa, IPEAH Jla U3I0I3BATE TOBA
JIEKapCTBO.
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ToBa nexapcTBO HE € CHIIOTO KaTo HHCYJIMH U Buie He TpsOBa a ro u3noia3Bate, ako:

. nMare aquaber Tum 1 — 3a0oJaBanHe, MIPH KOETO OPTraHU3MBT BH M3001110 HE TIPOU3BEK 1A
WHCYJIUH;
. pa3BueTe nrabeTHa KeTOANUA03a — YCIIOKHEHUE MPU THa0eT, MPOTHYAIIO C BUCOKA KPhBHA

3axap, 3aTpyAHEHO IUIIaHe, O0bpPKBaHEe, MPEKOMEpPHA JKaX/1a, CIaAbK MAPHC HAa IbXa WIH
CITabK WM METaJIeH BKYC B yCTaTa.

OzempicC He e MHCYJIMH U TIOpaJi TOBA HE TPsOBa J]a Ce M3I0JI3BA KaTO 3aMECTUTEN Ha MHCYJIMHA.

Ako 3Haete, ye Bu npenctou onepanus, npu KOSATO 1e ObJeTe Mo aHecTe3us (B CISIIO ChbCTOSHUE),
TpsiOBa n1a KaxkeTe Ha Bammusa nekap, ue cte Ha jgeuenue ¢ Ozempic.

Ed)eKTI/I BBPXY XpaHOCMMJIATCIHATA CUCTEMA

Mo BpeMe Ha JIEYEHUETO € TOBA JIEKapCTBO MOXe Jia By ce moBura (rajeHe) uin ja umare
MOBPBIaHE WK uapus. Te3u HexxellaH! peakiuy MoraT Jja IPUYHHSAT JeXuaparamnys (3aryda Ha
TEYHOCTH). BaxxHO € J1a mreTe 0OMITHO KOJTMYECTBO TEYHOCTH, 32 Ja MPEIOTBPATUTE ACXUAPATAIIHSL.
Tora e ocobeHo BakHO, ako UMaTe podiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms rekap, ako nmare
HSIKAKBU BBIIPOCH WIJIH IPUTCCHEHHS.

CunHa n OPOABDKHUTC/IHA KOPEMHA 60J'IKa, KOATO MOKE a4 C€ IBJIPKHM Ha OCTHP IMAHKPCATHT.

AKO UMaTe CHITHA U TIPOIBIDKUTENTHA 00JIKa B 00JJacTTa Ha CTOMaxa, He3a0aBHO MOThPCETe JIeKap, Thil
KaTo TS MOXKE J1a € TIPU3HAK Ha OCThp MaHKPeaTUT (Bh3MaJeH NaHkpeac). Mol BIKTE Touka 4 3a
MpeynpeAnTETHATE IPU3HAIM 32 Bh3MAJICH TaHKpeac.

Hucka KpbBHA 3axap ( XI/IHOFHI/IKCMI/IH)

KomOunmpanero Ha cynpOHUITYpEHHN POU3BOIHU WM HHCYJIMH C TOBA JIEKAPCTBO MOXKE JIa YBEITHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIKTe TOUYKa 4 OTHOCHO
MpeIynpeANTETHATE PU3HAIY 33 HUCKU HHBA Ha KphBHATA 3axap. Bammusat nexap moxe 1a Bu
Ha3HAYW J]a ce M3CcjeBaT HUBaTa Ha KpbBHATa Bu 3axap. ToBa 1ie My moMorHe Jja Onpeaeny Jaiu
J03ata Ha cyJI(HOHWITYPEHHOTO POU3BOIHO WITH MHCYJIMHA TPSOBA Jia ce MPOMEHH, 3a JIa Ce TIOHMKH
PUCKBT OT HUCKA KpPhBHA 3aXap.

3abossiBaHe Ha OYMTE BCIEACTBYE Ha nuabder (peTHHOIATHS)

Ako umate 3a00JIIBaHEe Ha OYUTE BCIICJCTBHE HA IUAa0ETa U M3M0JI3BaTE HHCYJIMH, TOBA JICKAPCTBO
MOKE J1a TOBEJIE 10 BIIOIIaBaHe Ha BamreTo 3peHue u ToBa MOXKE J1a HAOXH JieueHue. Madopmupaiite
JIeKaps CH, aKo UMaTe 3a00IIsIBaHE HA OYMTE BCIICJCTBHE HA JUa0eTa WM aKO 110 BpeMe Ha JISYCHUETO
C TOBA JICKAPCTBO MOJyYUTE MPOOIIEeMH ¢ ounTe. B ciryuaiil ue Mare mOTEHIIMATHO HECTAOWITHO
3a00JIsiBaHE Ha OYUTE BCICACTBUE Ha qHadeT, He ce mpernopbuBa aa u3noaszsare Ozempic 2 mg.

BHesanHu npoMeHu B 3penneTo Bu

AKko 3abemnexuTe BHe3aITHa 3aryda Ha 3peHue Wik 0bp30 BIOIIaBaHE HA 3PCHUETO 110 BpeMe Ha
JISYEHUETO C TOBA JICKAPCTBO, He3a0ABHO ce CBhpiKeTe ¢ Bammus nekap 3a chBeT. ToBa Moxe 1a ce
JBJDKHM Ha MHOT'O PSIJIKO Cpelliaiia ce HeXKelaHa Peakivsi, HapeueHa HeapTePUHUTHA MPEJIHAa UCXEMUYHA
ontryna HeBponarus (HITMOH) (Bmwkre Touka 4: Cepno3Hu HeXKeNIaH! peakiuu). Bammst nexap
Moke a Bu Hacouu 3a 0YeH mperiie] 1 MOXKe Ja Ce HAJIOKU JIa CIPETe JISYSHUETO C TOBA JISKAPCTRO.

Jleua u roHOIIN

Tora yiekapcTBO HE Ce MPEopbUBa MPH Jiella U IOHOIIH Ha Bh3pacT 1o 18 roguHu, Thil KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA TIPU Ta3M B3pacTOBa IPyIia BCE Ol HE Ca YCTAHOBEHH.

112



Apyru nexapcrBa u Ozempic

TpsiOBa ma kaxkete Ha Bamms jgexap, apMaleBT WM MEIUIIUHCKA CECTPa, aKO MpHeMaTe, HaCKOpO CTe
MPUEMaJTH WU € Bh3MOXKHO J1a TIpUeMaTe JPYTH JICKapCTBa, BKIIFOUMUTEIHO OWJIKOBU WU APYTH
JIEKapCcTBa, KOUTO CTE Kymiiu Oe3 perenra.

[o-cnenmanto, nadopmupaiite Baius nekap, GpapMalieBT Wi MEIUIIMHCKA CECTPa, aKO U3I0JI3BATe

JIEKapCTBa, ChAbPIKAIIN HAKOE OT CICTHUTE:

. Bapdapun wim npyru momoOHu JiekapcTBa, IPHEMaHH MPe3 ycTaTa 3a HaMaJIsiBaHEe Ha
KPBBOCHCUPBAHETO (TIEPOPATHA aHTUKOATYJIaHTH ). MOJKe J1a ce HAJIOXKAT YECTH W3CJICIBAHII
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChcUpBa KphBTa Bu.

. AKo u3mon3Bare WHCYIUH, Bamust jgekap e Bu 00scHY Kak Ja HaManuTe 103aTa Ha UHCYJIMHA
u 1e Bu npenophya fa ciaeauTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30ErHeTe XUIEPIIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U AuadeTHa KeToanuo3a (YCIOKHEeHHe Ha uabeTa, KOeTO HaCThIIBA,
KOTaTo OPraHU3MbT HE MOXKE JIa Pa3rpaiv TII0K03aTa, Thil KaTo HsIMa JOCTAThUYHO WHCYJIINH).

BpemenHocT U KbpMeHe
AKo cTe OpeMeHHa W KbPMHUTE, CMsATaTe, Y€ MOXKe J1a CTe OpeMeHHa, WU IIaHupaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamms nexap npeau yrnorpebara Ha TOBa JIEKAPCTBO.

ToBa niekapcTBO He TPsIOBa J1a ce U3MOM3Ba 10 BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO Jajln
3acsra mioja. 3aroBa yrnorpedara Ha KOHTPALCTIIHS € MPENOPbYUTENHA, TOKATO U3IIOI3BATE TOBA
JIeKapcTBO. AKO KellaeTe Jia 3a0peMeHeeTe, 00ChIeTe KaK Ja IPOMEHHTE JICYCHUETO cH ¢ Bamus
JeKap, Thil KaTo TpsAOBa Aa crpere yrnotpebara Ha TOBa JISKAPCTBO MOHE 2 Mecela MPeABaPUTEITHO.
Axo 3abpeMeHeeTe, T0KaTO U3MOI3BATE TOBA JIEKAPCTBO, TOBOPETE HE3a0aBHO C JIeKaps CH, Thil KaTo
nedeHrero Bu TpsOBa 1a Obae IPOMEHEHO.

He n3non3zBaiite ToBa 1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMarTa.

Modupane u padora ¢ MAIIUHU

Masko BepositHo € Ozempic 1a nosnusie Ha criocobHocTTa Bu 3a modupane u pabora ¢ Maman. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CyI(POHMITYPEHHN POU3BOIHYU WM UHCYJINH,
KpbBHaTa By 3axap Moke Jja ce MOHMKH (XUMOTITUKEMHS), KOETO Jia oTcaabu criocoOHocTTa Bu n1a ce
KOHIIeHTpupaTe. He modupaiite u He padoTeTe ¢ MaIIMHMU, aKO MOIy4YHTE MPU3HANN HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpesxxaeHus u npeamnasHyd MepKu' 3a HH(opMalys 0THOCHO
MOBUILICHUS PHCK OT HUCKA KPbBHA 3aXap, KAKTO M TOYKa 4 3a MpeAyNpeaUTeTHUTEe IPU3HALN Ha
HHCKa KpBbBHA 3axap. ['oBopeTe ¢ jekaps cH 3a JOIBJIHUTENHA HHpOpMAnus.

Chabp:kaHue HA HATPHIA
ToBa nexapcTBo chabprka mo-Manko ot 1 mmol Hatpuii (23 mg) Ha 103a, T.€. MOXKeE Ja ce Kaxe, 4e
MPaKTHYECKN HE ChAbpKa HATPHUH.

3. Kak na uznoassate Ozempic

Bunaru u3nonspaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan BamusT nekap. AKo He cTe€ CUTYpPHU B
HEIo, monuTaire Barus jgekap, hapMalieBT WM MEIUIIMHCKA CeCcTpa.

Koaxko na n3nmosBare

. Havanmnata no3a e 0,25 mg BeIHBX CEAMIYHO 3a MIEPHOJ OT YETHPH CEIMHIIH.

. Crnen yeTnpu ceMUIM JEKapsAT 1€ yBeauan Ao3ata Bu no 0,5 mg BegHbXK ceqMUYIHO.

. BamusT nexap Moxxe aa ysennuu fo3ata Bu g0 1 mg BeaHbxk ceqMUYHO, aKo KpbBHaTa Bu
3axap He ce KOHTPOJIMpa AOCTaThuHO 100pe ¢ 1o3a 0,5 mg BEAHBK CEAMUYHO.

. BammusaT nexap Moxxe ga yBennun no3ata Bu Ha 2 Mg BenHBX ceAMUYHO, aKo KpbBHaTa Bu

3axap He ce KOHTPOJUpa IOCTaThuHO T00pe ¢ 103a 1 My BEAHBK CEAMUTHO.

He npomensiite no3ara, ocBeH ako Bammst nexap He Bu e xa3an ga HampaBuTe TOBa.
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Kak ce npuiaara Ozempic
Ozempic ce mpuiara 4pe3 HHKEKIHS MoJ] KoxkaTa (MOIKOKHO MHKeKTupane). He nHxekTupaiite BbB
BEHA WU MYCKYJL.

. Haii-nogxomsminure MecTa 3a HHKEKTHPAHE ca Npe/IHATa YacT Ha OejpaTa, mpeHara 4acT Ha
TanmusaTa (Kopema), Wik ropHaTa 9acT Ha pbKaTa.
. [Ipenn na u3non3Bare mucankara 3a NpbB BT, Bammsar Jiekap win MeIuIuHCKa cecTpa 1ie Bu

TTOKaXKaT Kak /1a OopaBuTe C Hesl.
IMoapoOHu ykazaHus 3a yrorpeda ca JIaJIieH! Ha JIpyrarta cTpaHa Ha Ta3! JINCTOBKA.

Kora na uznonzBare Ozempic

* TpH6Ba Ja U3M0JI3BATC TOBA JICKAPCTBO BEAHBIX CEAMNYHO U 110 Bb3MOXKXHOCT — Ha €IUH U CbII]
JCH BCsiIKa CCAMUIIA.
* Moxe Ja Ch HallpaBUTC MHKCKIHS 110 BCAKO BPEMC HaA ACHS, HC3aBUCHUMO OT XpaHCHUATA.

3a 1a 3allOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO CE HHXKEKTUPA CaMO BEIHBXK CEIMHUHO,
MPENOPBUYUTENHO € 1a OTOeNex uTe N30paHus eH (Hamp. cpsaa) BbpXy KapTOHEHATa OMaKOBKa U Ja
3anycBaTe BbPXY Hesl laTaTra MpU BCAKO MHKEKTHPAHE.

HpI/I H€O6XO,I[I/IMOCT MOXKETC Aa MPOMEHUTEC ACHS HA CIKCCECAMUYIHOTO MHIKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA a Ca U3BMHUHAJIHN ITOHC 3 AHU CJIe TOCICAHOTO MY MHXCKTUPAHC. CJ'IGI[ I/I36I/IpaHeTO
Ha HOB ICH IMPOABJDKETC MPUIJIaraHeTo BEAHBIK CCIMUYIHO.

AKO cTe U310/13BaJIN NI0BeYe 0T HeoOxoanMmara g03a Ozempic
AKO CTe M3MOJI3BaNIM MOBeUe OT HeoOxoauMaTta o3a Ozempic, BegaHara nadopmMupaiite Barms nekap.
BB3MOKHO € a mony4nTe HeXXeJaH! peakiK KaTo TIOBAUTaHe (rajieHe).

AKo cTe nmponycHaau aa u3noJ3Bare Ozempic

AKO CcTe MpoITyCHAJH J1a MHKEKTUpaTe 1032 U:

. W3munanm ca 5 nnm 1mo-Manko JHH cjell MOMEHTA, B KOHTO € TPSOBaIIO /1a M3MOI3BaTe
Ozempic, HHXEKTHpaiTe o BeAHara, oM cu criomHuTe. Ciel ToBa WHXXEKTHpaiiTe
cieqBalaTa C 7103a, KakTo OOMKHOBEHO B TUIAHUPAHHUS JICH.

. W3munanu ca moBeue OT 5 JHH ClIe MOMEHTA, B KOHTO € TpsiOBasio Aa u3nonssare Ozempic,
IIpecKoueTe MpoIrycHaTaTa no3a. Cien ToBa MHXXEKTUPaNTe cleaBalara Cu 1033, KaKTo
0OMKHOBEHO B TUIAHUPAHHUS JICH.

He n3non3paiite nBoitHa /103a, 32 Ja KOMIIEHCUpATE MPOIycHATaTa /103a.

AKo cTe ciipesiu ynorpedara Ha Ozempic

He cnmpatiite ynorpebaTa Ha TOBa JiekapcTBO, O6e3 na cre nHpopmupaiu Bamus jiekap. Ako s cripeTe,
HUBOTO Ha KpbBHATa Bu 3axap Moke J1a ce TIOBUIIH.

AKO UMaTe HIKAaKBU JIOITBIHUTEIHA BHIIPOCH, CBhP3aHH C YIIOTpeOaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Bamus nekap, papmarieBt win MEIUIIMHCKA CECTPa.

4. Bb3MOKHU He:KeJIaHU peakuuu

KakTro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPECAU3BHUKA HEKECIIaHN pCaKIHUK, BBIIPEKH Y€ HE
BCCKU I'1 IOJTy4aBa.

CepHO3HM HeKeJTaHU PeaKuu
Yectu (Morat na 3acersat 1o 1 Ha 10 gymm)
. YCIIOKHEHHS Ha 3a00JIIBaHETO HA OYMTE BCJICICTBUE Ha AuabdeTa (peTuHomarTus) — TpsioBa jaa

KaXX€TC Ha JICKapA CHU, aKO IO BpEME Ha JICUCHUETO C TOBA JICKAPCTBO ITOJIYUHUTE HpO6HeMI/I (¢
OYHMTC, KaTO MMPOMsHA B 3pCHUCTO.
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Heuectu (Morar ga 3acersar o0 1 Ha 100 mymm)

. Br3nanenne Ha maHkpeaca (OCTHpP MAHKPEATHT), KOMTO MOKE JIa IPUYWHN CHITHA OOJIKa B
cToMaxa U Iep0a, KoSITo He mpeMuHaBa. TpsOBa 1a oTHIeTe Ha JIeKap He3a0aBHO, aKO MOIYYUTE
TaKrBa CUMIITOMH.

Penxu (morar aa 3acernar 10 1 Ha 1 000 qyrm)

. TEXKH alepPruuHy peakuny (aHapUIaKTUIHN peakuu, anruoeneMm). TpsOBa He3a0aBHO oa
MOJYYHTE MEUIIMHCKA ITOMOIIl ¥ BEJIHAra J]a UHPOPMUpATe JIeKaps CH, aKO IOJTydUTe
CHMIITOMH KaTo MPOOJIEMH C TUIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'bPIOTO
ChC 3aTPyIHEHO MPETIbIIAHE U YUECTEHO ChpLieOneHe.

MHoro peaxn (Morar aa 3acersar a0 1 Ha 10 000 mymn)

. 3abomsBaHe HA OKOTO, HAPEYCHO HEAPTEPUHUTHA MPeIHa HCXEMUYHA ONTHYHA HEBPONATHS
(HITMOH), xoeTo Moke Aa IpUUMHM 3ary0a Ha 3peHHETO Ha eqHOTO Bu oko 6e3 na uma Goska.
TpsiOBa He3a0aBHO Ja ce cBbpxKeTe ¢ Bammms sekap, ako 3a0eesKuTe BHE3AMHO WK OCTEIIEHHO
BJIOIIIABaHE Ha 3peHMETO (BMKTE Touka 2: "BHe3amHnu npoMenu B 3penuero Bu").

C Hen3BeCcTHA YecTOTA (OT HATUYHUTE JAHHU HE MOXKeE J1a Ob/Ie HallpaBeHa OIICHKA)
J 3anymiBaHe Ha uepBaTa. Texxka hopMa Ha 3arek ¢ JAOMBJIHUTSIIHA CUMIITOMH KaToO CTOMaIlllHa
00J1Ka, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAHU PCaKIHA

Mmuoro 4yectu (Morat fa 3acerHat moede ot 1 Ha 10 xymm)

. nopaurade (TageHe) — ToBa 0OMKHOBEHO OTMHHABA C BPEMETO;
. Juapusi — ToBa 0OOMKHOBEHO OTMHHABa C BPEMETO;
. HHUCKa KPbBHA 3axap (XUIOTTTHUKEMHUS), KOraTo TOBA JIEKAPCTBO CE W3I0JI3Ba 3a€IHO C JICKapCTBa,

KOHUTO ChABPXKAT CYI(POHUITYpEHHHI TPOU3BOIHH WIIM HHCYJIHH.

Yectu (Mmorar aa 3acersar a0 1 Ha 10 mymm)

. MOBPBIIAHE;

. HHCKa KpbBHA 3axap (XUIOTIMKEMHS), KOTaTo TOBA JIGKaPCTBO C€ M3IOJI3Ba 3aSTHO C
MEePOPaITHU JISKAPCTBA 32 AMA0ET, OCBEH CYJI()OHWITYPEHHH TPOU3BOAHH UITH UHCYJIUH.,

[Ipenynpeaurennure nprU3HaIyM 3a HUCKa KpbBHA 3aXap MOrar Ja ce MosABAT BHe3anmHo. Te Morar 1a
BKJTIOUBAT: CTyJI€HA IOT, XJafHa OJesia KoxXa, TIaBo00Iue, yCKOPEH IyJic, oBauraHe (TraeHe) uin
CHWJIEH IJ1aJl, IPOMEHH B 3pEHUETO, ChHIMUBOCT WM CIA00CT; HEPBHOCT, TPEBOKHOCT WM OOBPKAHOCT,
3aTpyAHEHa KOHLIEHTPALMs WIH TPETepeHe.

Bamust nekap me Bu kaxxe kak 1a neKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO J]a HAIlPaBUTE, aKo
3a0enexuTe Te3U NPeayIpPEaUTEHN IPU3HALH.

BeposTHOCTTa 112 criafHe HUBOTO Ha KPbBHATA 3aXap € MMO-TOJIsIMa, ako preMaTe CyI(QOHIWIypeHHU
MIPOM3BOJAHM WM MHCYJUH. BammsT nexkap Moke 1a Hamalli 103aTa Ha Te3H JIEKapCcTBa, Mpeau 1a
3aMo4HeTe /1a U3I0JI3BaTe TOBA JIEKapCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3MAJICH CTOMAX (FaCTPUT) — MPU3HAIMTE BKIIOYBAT CTOMAIITHA 0OJIKa, TIOBUraHe (TajicHe)
WJIH TTOBPBIIIAHE;

. pediIyKe WM KHCEIMHU — HapH4yaHH olile ractpoe3odareanna pedaykcHa 6onect (IEPB);

. cToMaiHa 0oJIKa;

. MoyBaHe HAa CTOMAxa;

. 3arex;

. OpHUTBaHe;

. KaMbHU B JKITbUKATa;

. 3aMaiBaHe;

. yMopa;

. 3ary0a Ha TerJo;

b TIOHMKCH aIlCTHUT,
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. ra3zoBe ((hiaaTyaeHIus);
. MOBHIIICHUE HA TTAHKPEATUYHHU SH3UMHU (KaTO JIMTa3a U aMuasa);
. rJ1aBooome.

Heuectu (Morar ga 3acernar o0 1 Ha 100 mymm)

. MIPOMSIHA BBB BKycCa Ha XpaHaTa WIIH HAITUTKUTE;
. YYECTEH MyJIC;

. peakiiy Ha MACTOTO Ha MH)KEKTUPAaHE KaTo MOCHHsIBaHe, 00JIKa, Ipa3HeHe, ChbpOex 1 00pHB,;
. QJIEPTUYHH PEAKIINU KaTo 0OpHB, ChPOEK WK YPTUKAPHS;

. 3a0aBsiHe B M3MPA3BAaHETO HA CTOMAXa.

Cho0maBaHe HA HEeXKEJIAHH PeaKINu

AKO TIoNTyYnTe HAKAKBU HEXKEIAaHU Peakiluy, yBeJoMeTe Bamus ekap, GpapMarieBT niv MeIUIIMHCKA
cectpa. ToBa BKITIOUBa BCHUKH Bb3MOKHH, HEOTIMCAHH B Ta3H JINCTOBKA HEXETAHH peakiuu. Moxxere
ChIIO JIa ChOOIIUTE HEKETAaHH PEAKIUK TUPEKTHO Ype3 HAIMOHAIHATA CHCTEMa 3a ChOoOIIaBaHe,
mocoveHa B [Ipunoxenue V. KaTo cho01aBaTe HeXellaH! pEaKIUU, MOKETE J1a JaJICTe CBOSI IPUHOC
3a [oJIy4aBaHe Ha MMOoBeUe HHPOPMaIMs OTHOCHO 0€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak na cexpansiBate Ozempic

Jla ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 3a JCIIA.

He u3non3Baiite TOBa JIGKApCTBO CIIE] CPOKA HA TOJHOCT, OTOEN3aH BEPXY €TUKETa Ha MUCAIKATa U
KapTOHEHaTa OIaKoBKa cief ,,I'oxeH 10*“. CpoKbT Ha TOJHOCT OTTOBApPs Ha MOCISIHUS IEH OT

IIOCOYCHHUA MCCCII.

HDG,Z[I/I OTBApsAHEC!

Ha ce cpxpansiBa B xnaauiaauk (2 °C-8 °C). [da ne ce 3ampassiBa. [la ce cbxpaHsBa Janed ot
oxnaxaauus eneMeHT. CpxpaHsaBaiiTe ¢ IOCTaBEHa Kalayka, 3a J1a e NMPeANas3y OT CBETJINHA.

Crnen nppBOHAYAIIHO OTBApSHE:

. B npoabmkenne Ha 6 CeIMUI MOYKETE J1a ChXpaHsIBaTe MUcaIKaTa [Py TeMIIepaTypa mo/y
30 °C unum B xnagunHuk (2 °C-8 °C), naned ot oxnaxkaamims ejieMeHnt. He 3ampassaiite
Ozempic ¥ He o U3MNOJ3BANTE, aKO ¢ OHJT 3aMpa3eH.

. Korato He n3mon3BaTe mucaikara, ChXpaHsBalTe s ¢ MOCTABCHA Kamauka, 3a Ja e MPe/na3u OT
CBETJIMHA.

He u3non3BaiiTe TOBa JIEKApPCTBO, aKO 3a0€ICIKUTE, Ue Pa3TBOPHT HE ¢ OUCTHP M OC3IBETEH UM MOYTH
Oe31BETEH.

He H3XB’LpHHﬁT€ JICKApCTBAaTa B KaHAJIU3aluATa WU B KOHTefIHepa 3a JOMAalIHH! OTIIadbIIN.
[Honmraiite Bamus (bapMaueBT KakK J1a U3XBBPJIATC JICKAPCTBATa, KOUTO BEYC HC U3IIOJI3BATC. Tes3n
MCPKH 1IC CIIOMOrHaT 3a Olla3BaHC Ha OKOJIHATa cpeaa.

6. Chabp:kaHHe HA ONIAKOBKATA M JONBJIHUTEIHA HH(POpMAIHS
Kakso cpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO €: ceMariyTul. EauH ml OT MHKEKITMOHHUS pa3TBOP Chabpka 2,68 Mg
ceMariyTu. EnHa mpeaBapuTeiHO HAITbJIHEHA THCaIKa Chbpika 8 mg cemaraytu B 3 ml
pastBop. Besika no3a ceabpika 2 mg cemarmyTun B 0,74 ml.

. Jpyrute chCcTaBKy ca: fuHATpHeB GochaT TUXUAPAT, MPONIICHIIHKOI, PEeHON, Boja 32
WHXEKIUH, HATPUEB XUIPOKCH/XIOPOBOIOPOIHA KHCcenrnHa (3a Kopekius Ha pH). Brokre
ChUIO TOUKA 2, ,,ChabpKaHUE HA HATPUI®.
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Kak m3raexxaa Ozempic m KakBO ChAbp:Ka 0MAKOBKATA

Ozempic € OUCTHP U OC3IBETCH WIIH MTOYTH OE31BETEH HHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaIThJIHEHA MHCAJIKA.

Besika npeaBapuTelIHO HAbJIHEHA MUCANKa ChAbPka 3 ml pa3TBoOp U A0CTaBs 4 103U 10 2 mg.

Ozempic 2 mg WHXEKIIMOHEH Pa3TBOP Ce Mpe/yiara B CJACTHUTE BUIOBE OMAKOBKH:
1 nucanka u 4 urim 3a exHokparHa yrnorpeda NovoFine Plus.
3 mucanku u 12 urim 3a eaHokpaTHa ynorpeda NovoFine Plus.

He Bcruky BUoBe ONakoBKM MOTrar j1a ObAaT MyCHATH Ha ma3apa.
IIpuTexkaTes Ha pa3pelIeHHETO 32 YIOTpeda M MPOU3BOAUTET
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Hanus

I[aTa Ha MOCJIECAHO NMpepasrijckaane Ha JIMCTOBKaTa

Apyru u3rounuinu Ha uHpopmanus

[MToxpo6Ha uH(pOpMAaIHs 3a TOBaA JIEKapCTBO € MpeIocTaBeHa Ha yebcaiita Ha EBporneiickaTa areHus
1o JieKapcTBata http://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda

Ozempic 2 My nHKeKIHOHEH PA3TBOP B NPEIBAPUTEIHO HATbJIHEHA MHUCAJIKA

cemarayTuj (semaglutide)

Yxka3zanus 3a ynorpeda Ha Ozempic 2 Mg HHKeKIHOHEH Pa3TBOP B NMPeIBAPUTETHO HANTbJIHEHA

MMHUCAJIKA

Mouisi, IpoYeTeTe BHUMATEIHO T€3HM YKA3aHUA, IPSIH J1a
W3II0N3BATE CBOSTA MPEIBAPUTEITHO HAITBIHEHA MTUCATIKA
Ozempic. ['oBopeTe ¢ Bamms nekap, MEAUIIMHCKA CECTPa HUITH
(hapmarieBT 3a TOBa Kak Jia mHXekTupare Ozempic MpaBITHO.

3amovHeTe ¢ MpoBEpKa Ha MUCAIKaTa, 3a 1a CTe CUTYPHH, Ye Ts
chaABpka Ozempic 2 My, ciaex KOETO NOTJIEAHETE
WIIOCTPALUHUTE TO-J0JY, 32 []a C€ 3aIl03HACTe C Pa3IUIHUTE
YacTH Ha MHUCAIKaTa U UTJiara CH.

AKO cTe cJIsI WM UMAaTe JIOLIO 3peHHe U He MOKeTe /1a
pa3ueTeTe Oposiua Ha 103aTa BbPXY NHCAJIKATA, He
U3M0JI3BaliTe TA3M NUCAJIKA 0e3 Uy:KAa MOMOIII.

[MotwpceTe oMo OT JHIlEe ¢ JOOPO 3pEHUE, KOETO 3Hae Kak Jia
W3I10J13Ba MPEIBAPUTEIIHO HaITbJIHEHATa nucainka Ozempic.
Barmmara nmcainka e npeBapuTeIHO HAITBITHEHA 1 UMa
BB3MOKHOCT 3a HabupaHe Ha jo3ara. Ts chabpika 8§ mg
ceMariyTua U MOXKeTe Jia n3dupare 1034 camo 1o 2 mg. Enna
HEHM3MOJI3BaHa MUCANKA ChIbpKa YETHUPH J03M 10 2 mg.

Hznomn3Baiite Ta6m/1uaTa OT BbTPCIIHATA CTpAHA HA KallakKa Ha
KapTOHCHATaA KyTH:, 3a 1a CIICAUTC KOJIKO MHKCKIIUU CTC
MIPUITIOKUIIN U KOra CTE€ T' IIPHUJIOKUIIN.

IMucankata Bu e npeqHasHadeHa J1a ce U3I0JI3Ba C UIJIH 3a
enHokparna ynotpeba 30G, 31G u 32G ¢ apinkuHa 10 8§ mm.
B omaxoBkara ca Bkiarodenu uriid NovoFine Plus.

Ozempic npeaBapuTeIHO
HAIIbJIHEHA MUCAJIKA U UTJIa

(mpumep)

BobHurna

Kanauka na Kanmavka Ha

nucaaKaTa HIJIaTa
Bnrpemna
Kanayka Ha
HIJIaTa
Hraa
Xapruen

€THKET

IIpo3opuye Ha
nucajkara

ETuxer Ha
nucajIKara

Bposiu na no3ara

Crpeiika Ha j03aTa

CeJsieKTop Ha

jJo3ara y[aplcep 3a

Jlo30B 6yTOH npoBepKa
Ha
HU3THYAHETO

/A Bamna HHpopMAIHS

O6’BpHeTe CIICIaIHO BHUMAaHHKEC Ha TC3U 6CJ'IC)KKI/I, TBH KaTO T€ ca Ba)KHHU 3a Oe30macHaTa y'HOTpC6a

Ha nmucajiKkara.

1. MToaroTBeTe MUCAJKATAa CH C HOBA HUIJIa
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. IIpoBepeTe MMETO M MBETHHS €THKET HA MUCAJIKATA CH,
3a J1a ce yBepure, 4e T chabpxka Ozempic 2 mg. Tosa e
M3KJTFOUUTEITHO BXKHO, aKO MPUIIAraTe WHIKEKIIMOHHO
MOBEYE OT SAMH BUJI JISKapCTBO. M3mon3BaHeTo Ha
MOTPEIIHO JIEKAPCTBO MOXKE J1a ObJIe BPEIAHO 32 31JPaBETO

Bu.
. CBaJjiere Kanma4ykKaTa Ha MHCAJIKaTa.
. IIpoBepere najin Pa3TBOPHT B MHCAJIKATA € OUCTHP U

oe3nBeTeH. [lorneqHeTe mpe3 Mpo30pUeTo Ha MHcaIKaTa.
AKO pa3TBOPBHT M3TIISKTa MBTEH WM C IPOMEHEH IIBSIT,
He U3II0JI3BAliTe IMHcaIKaTa.

. B3emere HoBa uria.
[IpoBepeTe xapTHCHHS ETUKET M BHHIITHATA Karavka Ha
Wrjara 3a moBpeAU, KOUTO MOraT J1a 3aCeTHAT
CTepmITHOCTTa. AKO 3a0eJeXKuTe HAKaKBa MOBpeaa,
M3M0J3BaiiTe HOBa UTJIA.

. OT1cTpaHeTe XapTHEHHS €THKET.

YBepeTe Ce, Y€ CTE NOCTAaBUW/IN UIJIaTa MPAaBUJIHO.

® Hatuchere nrinara MPaBo BbPXY NHCAJIKATA.
° 3aBHﬁTC, JOKaToO CC 3aXBaHC CTErHarTo.

Hrnara e mokpura ¢ nBe kanayku. TpsiOBa na cBajauTe
U IBeTe Kanmayku. AKo 3a0paBUTE /12 CBAJUTE U JBETE
Kallauyky, HAMA J]a yCIIeeTe 1a CU UHXKEKTUpaTe
JIEKapCTBO.

. CpaJieTe BbHIIHATA KaNlayKa Ha UIJIATA U A 3ama3eTe
3a mo-KbCHO. Ts me Bu TpsaOBa ciiem HHXEKTHPAHETO 32
0e30MacHO OTCTpaHsIBaHE HAa WIJIaTa OT IUCAIKaTa.

® CaaJiere BbTPECHIHATA KallavdKa HA UIJj1aTa u sl
HU3XBBPJIETE. AKo ce onuTare Ja s IoCTaBUTC OTHOBO,
MOXKE HCBOJIHO Ja CC Y60,I[GTC C urjara.

Ha Bbpxa Ha urnata Moke Jia ce TIOSIBM Kalka oT pa3TBopa. ToBa
€ HOpMaITHO, HO BCe TaK TpOBa Jja MPOBEPUTE U3THUAHETO, aKO
M3M0J3BaTe HOBa MUCAJKa 3a MPbB IbT. BukTe cThIKa 2

,, 1 [pOBEpeTe U3THYAHETO C BCAKA HOBA MUCAJIKa™.

He nocraBsiiTe HOBa MIJIa Ha MHCAJKATa CH, JIOKATO HE CTE
TOTOBHU J]a MHXKEKTUPATE.

M\ Bunaru msnonssaiite nopa uraa 3a Besika HHKEKIH.
ToBa MOXe [a peA0TBPATH 3aMyIIIBaHE HA UTJIMTE, 3aMbPCABaHE, HHOEKTUPAHE W HETOYHO
JIO3UpAHE.

Huxora He usnosspaire HU3KPUBCHA WIM IMIOBPE/ICHA UIJIA.

2. IlpoBepeTe M3THYAHETO € BCIKA HOBA MUCATKA

. AKO Bede M3IOI3BaTE MMUCANIKATa, IPEMUHETE KbM CTHITKA
3 ,M36epere no3ata“. [IpoBepsBaiiTe H3THIAHETO CaMO
npey MbPBOTO HHXKEKTHPAHE € BCSIKA HOBA MHCAJIKA.

. 3aBBpTETE CEIEKTOPA HA JI03aTa 0 MapKepa 3a
NpoBepKa HA U3THYAHETO ("* “=) TOYHO CIIC]
,,0“.YBepere ce, e MapkephT 3a IPOBEPKA Ha U3THUAHETO Msopan e
Ce M3pPaBHSABA ChC CTPEINIKaTa Ha J103aTa. mapkep 3a

HpOBepKa Ha
H3THYAHETO
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. 3aappKTe MHUcalIkaTa ¢ HACOUeHa Harope Mria.
HatucHere u 3apbiKTe 1030BUsA OYTOH, T0KATO
OposaubT Ha mo3aTa ce BepHe Ha ,,0. Hudpara ,,0“ TpsiOBa
Jla ce U3paBHU ChC CTpEINIKaTa Ha 103ata.

Ha Bbpxa Ha urnara Tps0Ba /1a ce MOsIBU Karka pa3TBop.

Ha Bbpxa Ha urnaTa Mo’xe 1a OCTaHe Mallka Karka, HO TS HsIMa J]a c€ MH)KEKTHpa.

AKo0 He ce MOsIBH KallKa, TOBTOpETe CThIKa 2 ,,[IpoBepeTe H3THIAHETO ¢ BCSAKA HOBA MHUCANKA™ 10 6 IIBTH.
AKo Bce olIe HsMa Karka, CMEHETE UrJlaTa u MOBTOpeTe cThIKa 2 , IIpoBepeTe N3THUAHETO C BCAKA HOBA
MUcajKa“ oOlle BETHBXK.

N3xBBpneTe nucankara U U3MOJI3BaiiTe HOBA, aKO BCE OIIIE HE CE € MOSBIJIA KalKa, U3XBhpJIETe MAcANKaTa u
M3M00J3BaliTe HOBA.

/A Bunaru ce yBepsiBaiiTe, ye ce MOsIBSIBa KaNKa Ha BbpXa Ha UTJIaTa, IPEJIU Jla U3M0JI3BaTe HOBA
nucaJika 3a npbB bT. C TOBa ce TapaHTHpa, Ye pa3TBOPHT MPEMHUHABA OE3MPEIATCTBCHO MPE3 UTIIaTa.
AXO He ce TIOSIBU Kalka, HAMa J]a CH HHXEKTUPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO, BBHIIPEKH
4e OposiYbT Ha J03aTa MOXKe Jia moMpbHe. ToBa Moske 1a 03HaYaBa, Yye UIJIATA € 3anylleHa Win
MoBpeIeHa.
AKO He poBepsIBaTE U3THUAHETO MPEAH IHPBOTO CU MHKEKTUPAHE C BCSIKA HOBA MHCATKa, MOXE Ja
HE HOJYYHUTE MPeAIrcanara 103a 1 keiaanus ehekt Ha Ozempic.

3. M36epere no3ara

. 3aBbpTeTe cejieKTOpa Ha 103aTa, 3a 1a HabepeTte 2 M(.
[Iponwmxere na BbPTUTE, JOKATO OPOSYBT HA 103aTa
CIpe U MoKaxke 2 mg.

N306pann
2mg

Camo OposYBT | CTpENIKaTa Ha Jj03aTa IIe MoKaxar, ye ca HabpaHu 2 mg.

Mosxete na u3depete camo 2 Mg Ha j103a. AKO MTUCANTKAaTa ChIIbpXkKa MO-MaJKo OT 2 My, OposYbT criupa,
MPeIu J1a Ce MOKaxe 2.

CenexTopbT Ha J103aTa MPHUILPAKBA PA3TUIHO, KOTATO C€ 3aBbPTH HAIPE]], HAa3a][ WU PU IpEMUHABaHe Ha
2 mg. He OpoiiTe npuinpaKkBaHUsITa HA MMCAJIKATA.

Bunaru uznousBaiiTe Oposiua u cTpeskaTa Ha 103aTa, 3a 1a BUAUTE, Ye ca HaOpaHu 2 mg,
Npeau 1a UHKEKTUPATe TOBA JIEKAPCTBO.

He 6potiTe mpuimpakBaHusITa Ha TACATKATA.

Cnc cejleKTOpa Ha /103aTa TPsIOBa Ja ce M30UpaT caMo 103U Mo 2 My. 2 Mg TpsiOBa TOYHO Ja ce
W3paBHU ChC CTPEIIKATA, 3a ]a CTE CUTYPHHU, Y€ MPUEMaTE MpaBUJIHA J034.

Koaxko pa3TBop e octanai
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3a 1a BHAUTE KOJIKO Pa3TBOP € 0CTaHaJI, N3II0JI3BaiiTe
Oposiua Ha J103aTa: 3aBbPTETE CEIEKTOPa, T0KATO
OposiYbT cripe.

Axo Tolt mokasBa 2, BbB BaiaTta nucanka ca octaHanu
nmone 2 mg.

AKoO OposYBT Ha A03aTa cnpe Npeau 2 mg, HIMa BpostunT Ha
JIOCTaThYHO OCTAHAJ Pa3TBOP 32 IbJIHA 1032 2 mg. joar ¢

crpsiI:
ocTaBat 2 mg

A

He m3non3BaiiTe nucankaTa, ako B HesI HAMA IOCTaThYHO OCTaHAJ Pa3TBOP 3a MIBJIHA J103a.
W3non3eaiite HoBa nucanka Ozempic.

4. Un:xkekTHpaiiTe 103aTa

BbBenere urinara B Ko:karTa, KakTo Bu e mokazan
BamusaT nexap uim MEIUIIMHCKA CECTpa.

YBepere ce, 4e B:KAaTe Oposiya Ha no3ara. He ro
3aKpUBalTE C MPHCTUTE CU. ToBa MOXeE Ja MPEKbCHE
WHXEKTHPAHETO.

HatucHere 1 3aapbiKTe 1030BHs OyTOH.
HaoOnronaBaiite, nokaTo OpoAYBT Ha /103aTA ce BbPHe
Ha ,,0%. [ludpara ,,0° Tps10Ba 1a ce U3paBHU ChC
CTpeJiKaTa Ha Jo3ara. ToraBa MOXe Ja YyeTe WIH YCETUTE
MpHUIIpaKBaHe.

HpOZ[’bJ'I?KaBaﬁTe Ja HATUCKATE J1030BUA 6yTOH,
JA0KATO 3aAbpsKaTe MIJIaTA B KOKaTa CH.

IIpedpoiiTe 6aBHO 10 6, TOKATO ABPKUTE T030BHUS Bpoifre 6anno:
OyTOH HATHCHAT. 1-2-3-4-5-6

AKo U3BaguTE UriaTa no-paHo, MOXKe Ja BUAUTE KaK OT
BbpXa M U3THYA CTPyHKa OT pa3TBOpa. B TakbB cirydaid
HsMa J1a ObJle MPUIIOXKEeHA ITbJTHATA J1034.

HN3Banere uriara ot KoKarTa CH. Cne;[ TOBA MOXC a
OTITYCHCTC NJO30BUA 6YTOH.

AXo0 Ha MICTOTO Ha WHXXCKTHPAHC CC TOABU KPbHB,
IIPUTUCHETE JICKO.

Ha Bppxa Ha urnara Moxxke a BUIUTE Kamka pa3TBOP Clie]] HHXKEKTUpaHeTo. ToBa € HopMajHO U HE ce
oTpa3saBa Ha Bamara no3a.

A

Bunaru rienaiite 6posiua Ha 103aTa, 3a 12 3HAeTe KOJKO Mg CH HH)KeKTUpaTe. 3aIpHKTe
J030BHs OYTOH HATHUCHAT, IOKATO OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0°.

Kak na pa3no3HaeTe 3amynieHa Wi MOBPeaeHA UTJia

—AKO OposUBT Ha J03aTa He MOoKaxe ,,0° el NpOoaBIDKUTEIIHO HATUCKAHE Ha J030BUs OyTOH,
BB3MOKHO € J]a CTE W3IMOJI3BAIIN 3aMyIllIeHa WK TIOBPEJICHa UTJIa.

—B TakbB ciyyail He €T CU HHXEKTUPAIN HUKAKBO JIEKApCTBO, BHIIPEKH Ye OpOSYBT Ha J103aTa CE €
MPEMECTHII OT YHCIIOTO Ha ITbPBOHAYAIHATA 7032, KOSITO CTE 3a/IaIH.

KakBo 1a npaBuTe chC 3anmynieHa urJja
CMeHeTe uriarta, KakTo € OIUCAHO B CThITKA 5 ,,Cliel MHXKEKIUITa ™, ¥ MOBTOPETE BCUYKH CTHIIKU OT
1 ,,IlogrorBere mucandkaTta Cu ¢ HOBa UTJIa“, YBEpeTe ce, Ue cTe HaOpamu 1surata HeooXoauma 103a.

Huxkora He 1oxocBaiiTe Oposiua Ha 7103aTa, JOKATO HHKEeKTUPaTe. ToBa MOXKe J1a IPEKbCHE
WHXEKTHPAHETO.

5. Caen HHKeKIUSATA
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Bunaru u3xBbpIsAiiTe HIJIaTA CJIe] BCIKA HHKEKINS,
3a J]a CH OCUTYPHUTE yI00CTBO NMPH HHKEKTUPAHE H J1a
n30erHeTe 3amynBaHe Ha UTTUTE. AKO UIJIaTa €
3aIyIIeHa, HAMA J1a CH HHKCKTHPATE HUKAKBO
KOJIMYECTBO JIEKapCTBO.

BkapaijiTe Bbpxa Ha MIJIaTa BbB BHHITHATA Kalayka
HA MIJIATa BBPXY paBHA MOBBPXHOCT, O€3 ]a JOKOCBaTe
UIJIaTa WIK BBHIIHATA Kalayka.

Crnen kaTo Wriara e MOKpUTa, BHUMATEIHO HATHCHETE
BHHIIHATA KANAYKa HA UIJIaTa JOKpail.

Pa3BuiiTe uriara u s U3XBbpJieTe BHUMATEIHO CIIOPE
yKa3aHuATa Ha Bamus nekap, MeJUIIMHCKATa CecTpa,
(hapMareBT WIK MECTHUTE BJIACTH.

ITocTaBsiiTe 0THOBO KamayKaTa Ha IIHcalIKaTa ciacn
BCAKO M3IIOJI3BAHE, 3a J1a NPCAIa3suTe pasTrBopa OT
CBCTJIMHA.

Koraro mucankara TpsiOBa fa ce M3XBBPIIH, HANpaBeTe ro, 6e3 1a MMa UrJia BbpXy Hes, KakTo Bu e
WHCTPYKTUpal BamusT iekap, MEIUIIMHCKA cecTpa, PapMaIieBT WM MECTHUTE BIACTH.

A

Huxora He ce onuTBaliTe 1a MOCTABSITe 00PATHO BTPELIHATA KallayKka BbpPXy Hriata. Moxe
na ce ybomere ¢ uriara.

Bunaru cieq Besika MHAKEKIUsI He3a0aBHO OTCTPAaHsABAliTe UIVIaTa OT NMHMCAJIKATA.

ToBa MOke Aa IpeAOTBpaTH 3alylIBaHEe HA UM, 3aMbpcsiBaHe, MHPEKTHpaHe, U3THYaHE Ha Pa3TBOP
Y HETOYHO JI03UpaHE.

A

JonmbaHuTenHa BakHa uHGopManus

Bunarn cpxpaHsBaiiTe mucajikara U UIJIHTE HA MACTO, HEAOCTBITHO 32 IPYrH X0pa, 0cOOEHO 3a
Jena.

Hukora He cnogessiiiTe nucankata Wik UTJIUTE CH C APYTH XOpa.

OOrprmxkBamnuTe IMIa TPOBa Ja ca MHOI0 BHMMATEJHHM NPU padoTa ¢ U3MO0JI3BaHU MIJIM, 32 J1a
n30erHaT HapaHsBaHe C TSX M KPhCTOCaHA WHOEKITHSL.

I'pu:xa 3a Bamarta nucajaka

Wznon3paiite nucankara BHUMaTeNHO. [ py0OTO MaHMITyIMpaHe WM HEMPaBUIIHA YIOTpeba Morar aa
IPUYIMHAT HETOYHO JI03UpaHe. AKO TOBa ce CIIy4M, MOXKE Ja He MOJIy4IUTe JKeJlaHUs e(eKT Ha ToBa
JIEKapcTBO.

He ocTaBsiiTe nmucajakara B K0JIa WIN Ha JPYro MICTO, KbETO MOXKE J1a CTaHE TBBPE FOPEIIO UITH
TBBPJE CTYACHO.

He un:xextupaiite Ozempic, KoiTo e 011 3aMpa3eH. AKO IO HalIpaBHUTE, MOXKE J1a HE TIOTyINTe
XKeJaHus eeKT Ha TOBA JIEKapPCTBO.

He nnxextnpaiite Ozempic, KOHTO e OMJI M3JI02KeH HA NPAKA CJJbHYEBA CBEeTJIHHA. AKO TO
HaIpaBHTe, MOXKeE J1a HE MOTyYUTe JKeNaHus epeKT Ha TOBA JIEKapCTBO.

He u3naraiite nucankara cu Ha pax, MPbCOTHSA UM TEYHOCT.

He muiiTe, He HaKKMCBaiiTe U He cMa3BaliTe MUCAJKATA cU. T MOXKe Ja ce MOYUCTU C MEK
Ipenapar BbpXy HaBIa)XHEHA KbpIIa.

He u3nyckaiiTe nmucajakaTa cM ¥ He 5 yApAWTE B TBbPAN MOBBPXHOCTH. AKO S M3ITyCHETE WIIN
M0JI03UPATE, Y€ HEIIO HE € Hapel C Hes, IOCTaBeTe HOBa MIJIA U IPOBEPETE U3TUUAHETO HA Pa3TBOp,
MIpen 1a MH)KEKTHpaTe.

He ce onutBaiiTe 1a HABbJIHUTE NOBTOPHO NMHcaJKaTa cu. Cieq KaTo BEIHBXK Ce U3NPa3HH, TS
TpsiOBa J1a ce U3XBBPIU.

He onuTBaiiTe 1a monmpaBsTe WM pa3riodsBaTe MUcalKa CH.
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