HPUJIOKEHHE |

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA
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1. HUME HA JIEKAPCTBEHUSA ITPOAYKT
Ozempic 0,25 mg MHXKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HATBIHEHA MUCATTKA
Ozempic 0,5 My HHKEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAIThIHEHA ITHCAIKA

Ozempic 1 mg MHXEKIIMOHEH Pa3TBOp B MPEABAPUTEITHO HAITbJIHEHA MHCAIIKA
Ozempic 2 mg MHXEKIMOHEH Pa3TBOp B MPEIBAPUTEITHO HAITbIIHEHA MHCAJIKa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Ozempic 0,25 mg MHKEKIIMOHEH PA3TBOD

Enna ml ot paztBopa ceabpxa 1,34 mg cemarnytup (semaglutide)*. Enna npeasapurento
HaITBTHEHA MMHICATTKa ChAbpKa 2 mg ceMarmytun® B 1,5 ml pa3teop. Besika mo3a csappika 0,25 mg
cemaritytua B 0,19 ml pastBop.

Ozempic 0,5 mg UHX)KEKIIMOHEH PA3TBOD

1,5 ml: Exun ml ot pa3tBopa cbabpika 1,34 mg cemarnytun (semaglutide)*. Enna npenBapurento
HaITbJTHEHA MUCANIKa ChAbpKa 2 mg cemarmytun* B 1,5 ml pasrBop. Besika no3a cpappika 0,5 mg
cemarirytua B 0,37 ml pa3tBop.

3 ml: Eaun ml ot pa3tBopa chabpika 0,68 mg cemarnytun (semaglutide)*. Enna npeaBaputeaHo
HaIThTHCHA MMHCATTKA ChAbpKa 2 mg ceMantyTua® B 3 ml pa3tBop. Beska mo3a ceaspika 0,5 mg

cemarirytua B 0,74 ml pa3tBop.

Ozempic 1 mg UHXKEKIIMOHEH PA3TBOD

Enun ml ot pastBopa ceappika 1,34 mg cemarayTtun (semaglutide)*. Enna npeaBaputenHo
HaITbJTHEHA MUcaNKa Chabpka 4 mg cemarmytua® B 3,0 ml pasrBop. Besika no3a cpapprka 1 mg
cemarirytua B 0,74 ml pa3tBop.

Ozempic 2 mg MHXKEKIIMOHEH PA3TBOD

Enun ml ot pa3tBopa chabpixka 2,68 mg cemarnytuj (semaglutide)*. Enna npeasaputesino
HaITbJIHEHA MUCcaJiKa chAbpKa § mg cemarmytun® B 3 ml pa3rBop. Besika no3a ceappika 2 mg
cemarnytua B 0,74 ml pastsop.

* AHAJIOT Ha YOBEIIKHSI TiTfoKaroHomnoao0eH nentua-1 (GLP-1), mpousseneH B KIETKH OT
Saccharomyces cerevisiae mo pekomounantHa JITHK texHomorus.

3a IBIHUA CIIMCHK HA IIOMOIIHUTE BEIIECTBA BIDHKTE TOUKa O.1.

3. JIEKAPCTBEHA ®OPMA

WuxexyoneH pa3TBop (MHKEKITUS)
buctep u 6e31BeTeH WK TOYTH OE31BETECH, N30TOHWYEH pa3TBop; pH=7,4.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU NOKA3aHUS

Ozempic e moka3aH 3a JieYeHHe Ha BE3PACTHU C HE3aI0BOJIUTEITHO KOHTPOIMPAH 3aXapeH MuadeT THII
2 KaTo JOIBJIHEHHE KbM JAHeTa U (PU3uUecKu yrpakHeHHUs
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° KaTO MOHOTEpaIiusa, Korato MCT(bOpMI/IH CC CUMTA 3a HEMMOAXOAAII Mopaagr HEIIOHOCUMOCT WA
IIPOTUBOIIOKA3aHUA

® KaTO JOMBJIHCHUEC KbM APYTHU JICKAPCTBCHU MPOAYKTH 3a JICUCHUEC HA Z[I/Ia6CT.

3a pe3yaTaTuTe OT U3IMUTBAHUSA 110 OTHOIICHHE Ha KOMOWHAITNH, €PEKTH BHPXY TITUKEMAYHUS
KOHTPOJI, ChbPACYHOCHIOBU CHOUTHUS U OBOPEUHN CHOUTHS, KAKTO M 3a U3CIICABAHUTE MOy AN,
BrkTe Toukn 4.4, 4.5u 5.1.

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

ﬂompoma

Hauvanmnara no3a e 0,25 mg cemarnyTun BeiHbX ceaMuano. Cren 4 ceqMuIm jgo3ara TpsoBa jia ce
noBuuy Ha 0,5 mg BenHbx ceaMuuHo. Cren nmoHe 4 ceAMUILIM NpUiIoKeHue Ha 1o3a 0,5 BeaHbxk
CEMHUYHO J03aTa MOXKE J1a C€ TIOBHUIM Ha | mg BEAHBK CEAMHUYHO, 3a JIa CE TTOJ00PH JOIMBIHUTEITHO
TIIMKEMUYIHHST KOHTPOII. Criesl moHe 4 ceIMUIY PIIOKEHHUE Ha 71032 1 MQ BEIHBXK CEIMUYHO J103aTa
MOJKeE JIa Ce TMOBUIIH HA 2 MJ BEJAHBXK CSAMHYHO, 3a Ja Ce MOA00PHU JOIBIHUTEIHO TTHKEMUYHHUS
KOHTPOIL.

Cemarnytun 0,25 mg He e moaabpKaiia 103a. He ce mpenoppsyBaT ceAMUYHU JO3HM HAXI 2 mg.

KoraTo Ozempic ce 106aBs KbM CHINECTBYBAIIA TePaIUs ¢ METHOPMIH /WA THAZOIUIAHINOH, UITH
KbM MHXHOHUTOD Ha HATPHEBO-TIIOKO3HUSA KoTpaHcoprep 2 (SGLT2), mpuembT Ha HacTOAIIaATa 034
MeT(GOPMUH W/WIIN THA30JIUANHANOH, WK nHXuOuTOop Ha SGLT2 Moxke Aa npoab/nku 6e3 mpoMsiHa.

KoraTto Ozempic ce 1o6aBsi KbM CHIIECTBYBAIIA TEPANHs ChC CYIQOHUITYPEHHH TPOU3BOIHH I
WHCYJIMH, TPAOBa J]a ce MMa MpeIBUA MOHWKaBaHe Ha J103aTa cyI(QOHMITYPEHHO MPOU3BOIHO WIIN
WHCYJIVH, 32 J]a € HaMaJll PUCKBT OT XUIOTINKeMus (BK. TOUKH 4.4 u 4.8).

He e HeoOx0auM caMOKOHTPOJT Ha TIIFOKO3aTa B KPBbBTA 3a ajantupane Ha po3ara Ozempic.
CaMOKOHTPOJI Ha TIIIOK03aTa B KPbBTA € HEOOXOIUM 3a aJanTHpaHe Ha J103aTa CyJI(POHUITYpeHHO
MIPOM3BOIHO M HHCYIUH, 0COOEHO KOTaTo ce 3ano4He tepanus ¢ Ozempic, a HHCYTUHBT CE HaAMaJIH.
[IpenopbyBa ce HaMaAIIIBAHETO HA MHCYJIMHA J1a CTAaBa MIOCTENICHHO.

IIponycnama doza

Axo OBJIe TponycHaTa J103a, TS TpIOBa Jla ce MPHIOKH Bhb3MOKHO Hali-CKOPO | 10 5 IHU cie[
MpomycHaTaTa 103a. AKO ca H3MHHAIIM TIOBeYe OT 5 THH, IPOITyCcHAaTaTa 103a He Tps0OBa 1a ce
mpuiara, a a ce MpoIbJKU ChC CIEABAIlaTa 1032 B ICHS OT penoBHUs rpaduk. [Ipu Bcuuku cioydan
MAIMEHTHT MOXKE J1a Bb30OHOBH PEJOBHOTO IIPHUJIATaHE BEAHBK CEAMUYHO.

[pomsana na dens Ha npunazaue

[Tpn HEOOXOANMOCT AEHST HAa CEMUYHOTO TMPHIIOKEHHE MOJKE J1a CE IPOMEHS, CTHTa HHTEPBAIIBT OT
BpeMe MeX]y JIB€ 103U Aa € ToHe 3 auu (>72 vaca). Cnen n30upaHeTo Ha HOB JICH, IIPUJIAraHEeTo
BEAHBXK CEIMUYHO TPsIOBA Ja MPOIBIIKH.

Cneuuafmu nonyaayuu

Cmapuecka 6v3pacm
He e HeoOxoauMo agantupaHe Ha 103aTa Bb3 OCHOBA Ha Bb3pacTTa.

bvopeuno ygpescoane

He e neoOxomnMo amantupaHe Ha 103aTa IMPH MAMEHTH C JICKO, YMEPEHO WIIH TeKKO ObOpedHO
yBpexxkaane. OMUTHT ¢ ynoTpedaTa Ha ceMarIyTU/ IPH NalueHTH C TePMUHATHO OBOpeYHO
3a00JIsIBaHe € OTpaHUueH.
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Yeprodpobro yspesicoane

He e HeoOX0aMMO aanTipane Ha 103aTa IPH MAUeHTH C 4epHOAPOOHO yBpexaane. OMUTHT OT
yroTpebaTa Ha ceMariIyTH IPY MAIMEHTH ¢ TeKKO Y€PHOIPOOHO YBpEXaaHe ¢ orpanuyeH. [Tpu
JICYCHUE HA TE3W MAIUEHTH ChC CEMArIyTH/I € HEOOXOMMO TMOBHIIICHO BHUMaHKE (BXK. TouKa 5.2).

Ileouampuuna nonynayus
BbesomacHocTTa M epuKacHOCTTa Ha CeMAriayTUA MIPH Jela ¥ I0HOLIX 1o 18-roauiHa Bb3pacT Bce

OomIc HE Ca YCTAHOBCHU. JluricBat gaHHU.

Hauwnn na npunoxeHue

[MToakoXHO TPHIIOKEHHE.

Ozempic ce HHKEKTHpa MOJKOKHO B KOpeMa, OeIpoTo MM FOpHAaTa YacT Ha pbKaTa. MACTOTO Ha
HWH)XEKTHUpaHe MOKe Jla ce MpoMeHst 0e3 ajantupade Ha fo3ara. Ozempic He TpAOBa a ce mpuiara
MHTPAaBEHO3HO WM HHTPAMYCKYITHO.

Ozempic ce npuiiara BeAHBK CEAMUYHO 110 KOETO U J]a € BpeMe Ha JIeHs, Che Min 0e3 XpaHa.

3a HombIHUTETHA HHPOPMAIUS OTHOCHO MTPHUIIOKEHUETO BHXKTE TOUKA 6.6.

4.3 TIlpoTuBONMOKA3aHUS

CBpBX4YYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO MIIM KbM HIKOE OT IMMOMOIIIHHUTE BEIECTBa,
n30poeHu B Touka 6.1.

4.4 ChneuuajaHm nmpeaynpesxaeHus U NpeAna3sHy MepKH MPU ynoTpeda

[Ipocaeaumoct

3a Ja ce HOI[O6pI/I IpocCJICAUMOCTTA Ha OHOJIOTUYHUTE JICKApCTBCHU MMPOAYKTU, UMETO U MAPTUAHUAT
HOMCP Ha IMPUIJIOKCHUA ITPOAYKT TpH6Ba SICHO Ja C€ 3aIIiMCBar.

OO0mm

CemarmyTH/ He TpsIOBa /1a ce M3II0JI3Ba IPH MAIMEHTH ChC 3aXapeH AnalbeT TuMl 1 uin 3a JedeHue Ha
nrabeTHa Ketoanuao3a. CeMariayTHIT He € 3aMecThTeN Ha nHeynrHa. ChoOInaBa ce 3a quadeTHa
KeTOoalu103a Mpyu UHCYTUHO3aBUCHMH MTAllUeHTH, IPYU KOUTO MMa Obp30 CIIMpaHe Ha MHCYJIUHA WIN
HaMaJsiBaHE Ha Jj03aTa WHCYJIMH, Korato e 3arnouHaro jedenne ¢ GLP 1 penentopen aroHuct (Bx.
Touka 4.2).

Jluncea onuT npu NaMeHTH ChC 3aCTOMHA ChpAcuHa HegocTaTbyHOCT Kiac [V no NYHA u 3atoBa
CeMarJiyTHI He ce TPeropbuBa MPH T€3HU MAIMCHTH.

Acrmpaum[ BEB BPB3Ka C 061].[3. AHCCTC3HUA WIN m)n601<a ceaanus

Cwo0111eHH ca ciiyyad Ha 0es10ipo0Ha actiupaliys npyu nanueHTH, noaydasaimm GLP-1 penentopHu
arOHMCTH, KOUTO ca MOJJIOKEHH Ha 00l1a aHecTe3us WK AbiI0oka cenanus. [lopaau ToBa npean
M3BBLPIIBAHETO HA MPOIEIYPH € 00IIa aHECTE3Us WK JBJI00KA cealusl TpsOBa a ce MMa MpeIBU
MOBHIICHUAT PUCK OT HAJTMYUE HA OCTATHYHO CTOMAIIHO ChABPKIMO MMOpaan 3a0aBeHO M3Mpa3BaHe Ha
cToMaxa (Bx. Touka 4.8).

CroMamHo-4peBHU €(HEKTH

VYnorpebara Ha GLP-1 penienTopHr aroHUCTH MOXKe Jja € CBbP3aHa ChC CTOMAIIHO-YPEBHH HEXKEJIAHH
peaxuuu. ToBa TpsAOBa Aa ce MMa MIpeABHU IPH JIeUeHUE Ha MAllMEHTH C HapyIlleHa Ob0pedHa
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(GyHKIUS, Thil KATO TaJCHETO, MOBPBIIAHETO U TUAPHUITA MOTAT J1a MPHUUHAT ASXUIPATALHS, KOATO J1a
JIOBEJIE IO BIIOIIaBaHe Ha ObOpeuHara QyHKIus (BXK. Touka 4.8).

OCT’BD IMaHKPCAaTHUT

OcThp MaHKpeaTuT ¢ HabromaBan mpH yroTpedarta Ha GLP-1 penenrropan arorwctu. [lammenture
TpsiOBa fa ObaaT HH(POPMHUPaAHU 32 XapAKTEPHUTE CUMITTOMY Ha OCTPHS MTAHKPEaTUT. AKO
CBIIECTBYBAT ChMHEHHS 3a MAHKPEATHT, YIOTpedara Ha cCeMariayTH]I TPsAOBa 1a Obje NpeKkpaTeHa, a
aKO ChMHEHHSATA C€ TIOTBBP/IAT, ICUCHUETO ChC CEMAryTH]I He TPsAOBa Ja ObJie Mo qHOBsABaHO. [Ipu
MAIMeHTH C aHAMHE3a 33 TAaHKPEaTUT TPsAOBA Jla CE MOIX0X/1a BHUMATEIHO.

XHUIOTJIMKEMHUS

[Ipu marueHTH, JIEKyBaHU ChC CEMATTYTH]T B KOMOWHAIHMS ChC CYI(QOHUITYPEHHN POU3BOIHYU WU
WHCYJINH, € Bh3MOXKHO J]a IMa MIOBHIIIEH PUCK OT XUTMOTIIMKEMHS. PUCKBT OT XUTIOTIIMKEMHUS MOKE J1a
ObJlIe TOHIKEH Upe3 HaMalIsiBaHe Ha /103aTa CyI()OHWIYPEHHN PON3BOIHH HIIH WHCYJIMH TTPH

3ar0YBaHe Ha JICUEHUE ChC CEMariIyTU (BX. Touka 4.8).

JlnaOeTHa pETUHOIIATHS

[Ipu naumenTu ¢ quabeTHa PETUHONATHSA, JIEKYBaHU C MHCYJIMH U CEMariayTus, ¢ HabIronaBaH
MOBUIIIEH PUCK OT pa3BUTHE HA YCIOXKHEHHS Ha quabeTHa peTuHonaTus (BK. Touka 4.8). Heo6xonnmo
¢ MOBHIIICHO BHUMaHKE TP U3IOJI3BaHE HA CEMAriIyTH]l PH MAIIMEHTH ¢ TuabeTHa PETHHOMATHS,
JIEKyBaHH ¢ MHCYJHMH. Te3n mauueHTu TpsoBa a ce mpociensBaT BHUMATEIHO U /1a CE JIeKyBaT
cb0Opa3HO KIMHUYHHTE YKa3aHHUsl. bpp30To momoOpsiBaHe Ha TIIMKEMUYHUS KOHTPOJI € CBBP3aHO C
BPEMEHHO BJIOIIABaHE Ha JMa0eTHATa PETUHOMIATHUS, HO APYTH MEXaHU3MH He MoraT Ja Obaar
M3KITIOYEHH.

Hsima onut OT neueHneTo cbe ceMariayTHa 2 M Mpy NanydeHTy ¢ JUaldeT THIT 2 ¢ HEKOHTPOJIMPaHa ’
[OTEHIMAIHO HecTaOuIHa AuabeTHa PEeTHHONATHS U 3aTOBA CeMarilyTua 2 My He ce IpenopbyBa Ipu
TE€31 MaINeHTH.

CopIobprkaHue Ha HATPpUN

To3zu nexkapcTBeH NPOAYKT ChIbPiKa MO-Majiko oT 1 mmol Hatpuii (23 mg) Ha A03a, T.e. MOXKe Aa ce
KaXke, 4e MPaKTHYECKH HE ChABbpPKa HATPHH.

45 BzauMmopeiicTBHe ¢ IPYIrd JeKapCTBEHH MPOAYKTH M APYrH (OpMH Ha B3auMojeiicTBHe

CemarnyTnz 3a0aBsi U3Mpa3BaHETO HA CTOMAaxa M MOJKeE Jja MOBIHsIE BPXY CKOPOCTTa Ha abcopOuust
Ha CBITHTCTBALIO MPHUIIATaHH MIEPOPATHH JIEKapCTBEHU MPOoAyKTH. CemarimyTu]| TpsOBa Jia ce U3MoiI3Ba
C MOBHILEHO BHUMaHKE NPH MAIMEHTH, IPUEMaIlIH TIepOPaTHH JIEKapCTBEHH MPOAYKTH, KOUTO
M3HUCKBAT Obp3a CTOMAIIHO-YPEeBHA a0CcOpOIus.

ITapaueramonn

@dapMaKOKHHETHKATa Ha MapaleTaModl 110 BpeMe Ha TECT ChC CTAaHAAPTU3UPAHO XPAaHEHE IT0Ka3Ba, ye
ceMariyTuj 3a0aBsi CKOpPOCTTa Ha M3Npa3BaHe Ha ctoMaxa. Cies chIbTCTBAIIa ynoTpeba ¢ 1 mg
cemariayTua AUCo-eomin M1 Crmax Ha ITapanieTaMos ce MOHWkaBaT choTBEeTHO ¢ 27% u 23%. He ce
noByMsiBa obmiara excrio3unys Ha napaneramon (AUCo.sn). [Ipu neuenue cve cemarmytun 2,4 mg He
ce HaOMro/1aBa KIIMHIUYHO 3HAUYUM e()eKT BHPXY CKOPOCTTA Ha U3IPa3BaHEe Ha CTOMAaXa CJIe]T
20-ceaMU4HO MPUIIOKEHHUE, BEPOSITHO NIOpaay edeKT Ha MpuBHKBaHe. He e HeoOXxonumo anantupane
Ha J103aTa MmapaueTaMmoll, KOraTo ce mpujiara cbCc CeMariyTHI.

Ilepopainu KOHTpaenTUuBU

He ce odakBa cemarmyTny 1a moHMkaBa e)eKkTa OT ePOPaTHA KOHTPAIIENTHBH, Thil KATO CEMArTyTH]]
HE TIPOMEHS IISUTOCTHATA EKCIIO3UITNS Ha €TUHUIICCTPAINOI U Ha JICBOHOPTECTPEI 0 KIMHUYIHO
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3Ha4YMMa CTETCH NPU eJHOBPEMEHHOTO MY MPHJIOKEHUE ¢ KOMOMHUPAH epopajeH KOHTPalenTHBEH
nexapctBeH npoaykrt (0,03 mg eturunectpaanon/0,15 mg neonoprectpen). He ce moBnusBa
eKCIIO3UIMSITa Ha eTHHUIIecTpaauoi. Habmonasa ce 20% moBuiieHHne Ha €KCIIO3UIINATA Ha
JIEBOHOpIeCTpell B CTallMOHapHO cheTosiHUe. He ce moBnusaBa Chax Ha KOETO U J]a € OT CheINHEHUSTA.

AtopBacTaTuH

CeMarmyTuj He TpOMeHs 00IIaTa eKCIIO3UIUS Ha aTOPBACTATHH CJIC]] MPUJIaraHe Ha €THOKpaTHa J103a
atopBactatiH (40 mg). Cnax Ha aTOpBacTaTH HaMamsBa ¢ 38%. ToBa e orleHeHO KaTo KIMHUYHO
HE3HAYMMO.

ﬂ HWTIOKCHUH

CemarmnyTuj He TpoMeHsl o0miarta ekcrno3uuus Wil Cmax Ha JUTOKCHH clie]l eTHOKpaTHa J103a
murokcuH (0,5 mg).

Merdopmuna

CemariayTu He IpoMeHs o0maTa eKcro3uIns Wik Cmax HA METHOPMHH ciiel npriarane Ha 500 mg
JIBa II'bTH JHEBHO 3a 3,5 JHU.

Bapdapua 1 apyru KyMapuHOBH IPOU3BOJIHHU

CeMarnyTuj He IpoMeHs o01aTa ekcro3uius wid Cmax Ha R- 1 S-BapdapuH cien enHokpaTHa 103a
BapdapuH (25 mg), a hapmakoguHaMuIHUTE e)eKTH Ha BaphaprH, U3MEPEHHU Upe3 MEKIYHAPOIHOTO
HOpManmaupano otHomenne (INR), He ce MOBNIHSIBAT IO KIIMHAYIHO 3HAYMM HAa4WH. BhIpeku ToBa ce
choOIaBa 3a ciryyau Ha HamaneHo INR mpu chIbTCTBAIIO MPHIIOKEHHE Ha alleHOKYMapoJl U
cemarnytua. [Ipu 3amouBaHe Ha JieUCHHE ChC CEMAriIyTH] IPH MAMEHTH Ha BappapuH WK IpyTU
KyMapHHOBH IPOU3BOTHY C€ MPENophyBa YecTo npocienspane Ha INR.

4.6 @eprTuanTeT, GPEMEHHOCT U KbpMeHe

Kenu ¢ nereposieH NOTCHIINAIT

HpenoquBa CC JKCHUTC C ACTCPOJACH MOTCHIMAI Ja U3IOJI3BAT KOHTpAUCIIIUA 10 BpEME Ha
JICYECHUETO CBC CEMArIyTUI.

bpemenHoct

[IpoyuBaHusTa IpH JKUBOTHH TIOKA3BaT PEIPOIYKTHBHA TOKCHIHOCT (BXK. Touka 5.3). ma
OTpaHUYCHH JJAHHU 3a yIoTpedara Ha ceMariyTh]] pyu OPEMEHHU KEeHU. 3aTOBa CEMariayTul He
TpsiOBa Ja ce mpuJara 1mo BpeMe Ha OpeMeHHOCT. AKO TalfueHTKa JKenae 1a 3a0peMeHee Wi HaCThITH
OpeMeHHOCT, ceMariyTu TpsiOoBa 1a ce mpekpaTH. JleueHneTo cbe cemMaryTHa TpsiOBa Ja ce mpeKkpaTh
MoHE 2 Mecella mpeay IIaHupaHaTa OpeMEHHOCT HOPaAH IBJITHS MY TOTY>KHUBOT (BXK. TOUKa 5.2).

Kspmene

HpI/I IIIBXOBE CeMarylyTul €€ CKCKpETrUupa B MIIAKOTO. Tbit KaTO HE MOXE Ja €€ U3KJI0YU PHUCK 3a
KbpMa4€TO, CCMAINIyTHU/ HC TpSI6Ba Jla C€ U3M0JI3Ba B I€proaa Ha KbpMCHC.

DepTUInTET

EdexThT Ha ceMarnyTia BbpXy GepTminTeTa mpu xopa He € u3BecteH. CeMariayTH]l He BIHsE BBPXY
(depTunMTeTa HA MBXKH IUTBXOBE. [IpH )KEHCKH ITBXOBE ca HAOJI0AaBaHU yIbJKaBaHE Ha €CTPATHUS
LUKBI U CJ1a00 HaMallsiBaHEe Ha OpOos OBYJIALMY TIPH JI03HU, CBEP3aHU ChC 3aryda Ha MaiiyuHOTO
TEJICCHO TerJIo (BXK. Touka 5.3).
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4.7 EdexTn BbpXy cnoco0HOCTTA 32 mopupane u padoTa ¢ MAIIHHU

CemarnyTu/ He TIOBIIMSIBA WX TIOBJIUSIBA TIPEHEOPEKUMO CIIOCOOHOCTTA 32 Imodupane u paboTa ¢
MarmHad. KoraTto ce u3moi3sa B KOMOWHAIMS ChC CYI(QOHUITYPEHHU TIPOU3BOIHYU W HHCYJIVH,
MalMeHTHTe TPsIOBa 1a OBAT MPeaYPEkKIaBaHH Ja B3eMaT NMpPE/Na3Hi MEPKH 3a U30srBaHe Ha
XUTIOTIIMKEMUS, JOKATO MO(HpaT WM WU3MOA3BAT MAITHHH (BXX. Touka 4.4).

4.8 Hexenanu JjeKapcTBeHH peaKkuu

Pesrome Ha mpodria Ha 0€30MacHOCT

B 8 m3nurBanus daza 3a 4 792 manueHTH ca eKCIOHUPAaHU Ha ceMarmytun 1o 1 mg. Haii-uecto
CHOOIIaBaHUTE HEXKETIAH! PEAKITUN B KIIMHUYHH H3MUTBAHUS Ca CTOMANTHO-YPEBHU HAPYIICHHUS,
BKJIFOUUTEITHO TajicHe (MHOTO YeCTH), uapus (MHOTO YeCTH) U TOBpbIaHe (dectn). Te3n peaknun
O0OWKHOBEHO ca caby WM YMEPEHHU I10 TeXKECT U C KpaTKa MPOIbIKUTEIHOCT.

Tabau4yeH COUCHK Ha HE)KEITAHUTE pPCaKknnu

Tabmuna 1 nmpencraBs HeXKENAaHUTE PEaKIUU, YCTAHOBEHH BB BCHUKH M3MUTBaHUs (a3za 3
(BKJIFOUMTEITHO IBITOCPOYHOTO M3MMTBAHE 3a ChPACYHOCHIOBH PE3YNITATH) U OT TOCTMAPKETHHIOBH
CHOOIIEHUS MPU MAINUEHTH ChC 3aXapeH quadeT Tvil 2 (TObJIHUTEITHO OIMCAaHU B TOYKa 5.1).
YecTOTHTE HA HEXKEIAHUTE PEaKIMK (C U3KITIOUCHHIE HAa YCIOXKHEHUS MPH JradeTHATa PETHHOMATHS,
BXK. Oenrerxxkara o JuHus B Tabmua 1) ce ocHOBaBat Ha cOopa OT M3MHUTBaHUATA (a3a 3a, KOATO He
BKJIFOYBA U3IMMUTBAHETO 3a CHbPACYHOCHA0BU PE3YJITATH (321 JOITBJIHUTCIIHU HOI[pOGHOCTI/I BHIXTC TCKCTa
10/ Ta0IHMIIATA).

PeakuuunTe ca n30poeHH Mo-10J1y M0 CUCTEMO-OpPTraHeH Kiiac U abcositoTHa yecToTa. YecTtoTute ca
OIpeJIeTICHH, KaKTO cliejiBa: MHOTO uecth (>1/10); uectu (>1/100 no <1/10); neuectu (>1/1 000 mo
<1/100); peaxu (=1/10 000 no <1/1 000); mHOTO pemku (<1/10 000) u c Hen3BecTHa yecTOoTa: (OT
HAJIMYHUTE JAaHHU HE MOXKE Jla ObJie HampaBeHa olieHKa). [Ipu Besko rpynupaHe B 3aBUCUMOCT OT
YeCTOTaTa HEXKEJIAaHUTE PEaKIUU ce U30pPOsBAT B HU3XOISAII PEJ] 10 OTHOIICHHUE HA TSIXHATA
CEpPHO3HOCT.

Tabauna 1 YecToTa HA HEJKEJIAHU PeaAKIIUM HA CEMATJIYTH]L

Cucremo- MHoro yecTn YecTn Heuectn Penxn C
OpraHeH KJjac HEH3BECTHA
no MedDRA 4yecToTa
Hapymenns CBpbxuyBcTBH | AHaduI
HA IMYHHATa TETHOCT® aKTUYHA
cucTremMa peaxiust
Hapymenus Xunornukemuss® | XUMNOTIUKEMHUS"
Ha pu ynorpeoba ¢ npu ynorpeoba ¢
MeTadoJn3Ma | WHCYJIMH WA IpyTH
U XpaHeHeTo CcynbOHUIYpEeHHN | TIEpOpaTHH
MIPOU3BOIHU anTuanabeTHU
JIEKapCcTBa
(OAD)
Hamanen
aneTHuT
Hapymenust 3amaiiBane Hucrey3us
HA HEpBHATAa
cHCTEeMa
Hapymenus YcnoxueHus
Ha 0YMTe Ha nuabeTHa
peruHONaTUs’
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Cucremo- MHoro yecTn YecTn HeuecTn Peaxn C
OpraHeH KJjac HEH3BECTHA
no MedDRA 4yecToTa
Chpaeunn IToBnmena
HApYyUIEeHHUsI ChpJcUHA
4ecToTa
CromamnrHo- lanene IToBpbmIane OcTbp UperHa
YpeBHHU Huapust AGnomMuHaNHA | MaHKpEaTHUT HEIPOXOJAUM
HApYUIEHHS Ooika 3abaBeHO oct’
AOnoMmuHamHA | W3Mpa3BaHE Ha
JIUCTCH3HS cromaxa
3anex
Jucnercus
T'actpur
l'actpoesodare
anHa
pedaykcHa
6orect
Opursane
drnaTyieHIus
XenaToouau- Xonenurrasa
apHu
HApYUIEHHS
Hapymenus AHrHoemeM"
Ha KoKaTa U
MOIKOKHATA
ThKaH
OO0 Ymopa Peaxmim Ha
HAPYUIEHUsI U MSICTOTO Ha
edexTH Ha WH)XXEKTHpaHe
MSCTOTO Ha
NPUJI0KEHN e
HN3caenBanus IloBuiena
TIasa
IToBumena
amMmuiIasza
ITonmxeno
TErJI0

9 XUIOIIMKEMHS, ONpENeNeHa Karo TeXKa (Hajgarama IOMOII OT IPYro JIMIE) MM CHMITOMATHYHA, B
KOMOMHaIMsI ¢ KpbBHA rtoko3a < 3,1 mmol/l.
% VcinoxHeHUATa Ha 1MabeTHA PETHHONATHS Ca KOMOMHAIKS OT: (OTOKOAryIalus Ha PETUHATA, IEUCHUE C
UHTPAaBUTPEATHU CPEICTBA, KPHBOM3IIHMB B CTHKJIOBHHOTO TSUIO, CBBP3aHa ¢ JUabeT ClIenoTa (C KaTeropusi

Heqecm). YecroTara € Bb3 OCHOBA Ha U3MMMTBAHETO 32 CHbpACYHOCHA0BU PE3YJITATH.

® I'pyNoOB TEPMHH, MOKPUBALLL CHILO HEXKEIAHU ChOUTHSA, CBBP3aHH ChC CBPHXYYBCTBUTEIHOCT, KATO OOPUB 1

YPTHKAPHSL.

" OT OCTMapKETUHTOBH CHOOIICHHU.

2-200UHO USRUMBAHE 3d_CbPOSYHOCLO08U pe3yimamu U 0e30nacHocm

HpI/I nomyjanudaTra ¢ BUCOK CbpACYHOCHAO0B PUCK HpO(I)I/IJTBT Ha HEKCJIAHUTEC PCAKIINU € HO,I[O6CH Ha

TO3M, HAOIIF0/JaBaH B OCTaHAJNTE N3NMNTBAaHMUS (a3a 3a (onmucaH B Touka 5.1).
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Onucanue Ha I/I36D3.HI/I HCXCJIaHU pCaKIIMH

Xunoenuxemus

He ca HaOmo1aBaHy €MU30/1 HA TEKKA XUITOTIIMKEMUS TPU M3MO0I3BaHE Ha CEMAriayTUI KaTo
MOHOTepamusi. Texka XUMoTIMKeMHs ce HaOIro1aBa MpeJUMHO TIPY U3IOJI3BaHEe Ha CEMariyTH B
KOMOWMHaIHS Chbe cynpornmypeitan nmpousBoanu (1,2% ot ydacTHUIHTE,

0,03 cwOuTHs/manuenToroauHa) win uHCyIuH (1,5% ot ydacTHHIIUTE,

0,02 crOuTus/manmentoronuua). Hadbmogasanu ca vsikonko enusonu (0,1% ot ygacTHUIUTE,
0,001 crOuTHS/MAMEHTOTOINHA) TIPYU CEMATITyTHI B KOMOWHAIINS C TIEPOPATTHA aHTHINA0CTHH
JICKAPCTBa, PA3JINYHU OT CYJI(DOHUIYPEHHH TPOU3BOIHU.

Knacudpunmpana ot AMepukaHckaTa quaderHa aconmanus (American Diabetes Association, ADA)
xurnornukeMus: HacteiBa pu 11,3% (0,3 crOnTHS/ManMeHTOroIMHa) OT MAIIUEHTHUTE, KOTaTo
cemarnytua 1 mg e no6aseH kpM uaxuOUTOp HA SGLT2 B SUSTAIN 9 cnipamo 2,0%

(0,04 cpOuTHS/MTalMEHTOTOIHA) OT MAIIMEHTUTE, HAa KOUTO ce Ipuiiara marebo. Texka
XHUMOTTUKeMUs e chobmiena npu cboTBeTHO 0,7% (0,01 crbutus/manuentoronuna) u 0% ot
MMaeHTUTE.

B enno 40-cenMuuno m3nuTBaHe (aza 3b mpu MarMeHTH, MoTyvYaBaIiy ceMaraytan 1 mg u 2 mg,
OOJIIMHCTBOTO XUMOTJIMKEMUYHA enu301u (45 oT 49 enm3ona) Bb3HUKBAT, KOTaTO CEMariyTH/ €
W3M0JI3BaH B KOMOMHALIUS ChC CyN(OHMITYpEHHN IPOU3BOAHU WM HHCYIHH. KaTto uso, npu
ceMariayTua 2 mg HAMA MOBUILICH PUCK OT XUIOTJIMKEMHUSL.

CmomMauno-upesHu Hexceaanu peaxyuy

I'anene Bp3umKBa pu 17% u 19,9% oT nanueHTHTE, TEKyBaHU CHC CEMAriyTH] CbOTBETHO 0,5 mg u
1 mg, muapwst — ipu 12,2% u 13,3%, a moBpbmane — npu 6,4% u 8,4%. [1oBedero crbuTns ca cimabu
WM YMEPEHH T10 TeKECT U C KpaTKa MpOoAbLKUTENHOCT. CHOUTHATA TOBEXKIAT 10 MMPEeKpaTsBaHe Ha
JIEYSHUETO CHOTBETHO IpH 3,9% 1 5% ot naunentute. CrOUTHsITA Hal-uecTo ca ChOOIIaBaHH Mpe3
I'BPBUTE MECELH OT JICUYCHUETO.

[TarmeHTHTE C HUCKO TEJIECHO TETJIO MOTaT Ja MoJIyyaT MIOBedYe CTOMAITHO-YPEBHH HEXeaH!
peaxiuu MpH JIe4eHNe CbC CEMariIyTHI.

B enro 40-cenMuuno m3nuTBaHe daza 3b mMpu marMeHTH, MoTydaBaIiy ceMaraytan 1 mg u 2 mg,
raacHe CC MoABABa MPU CXOACH MPONLCHT OT MalUCHTUTE, JICKYBAHU CbOTBETHO CHC CEMArIyTU 1 mg
u 2 mg. Juapus u moBpbIlaHe ce MOsIBABAT MPH IMO-BUCOK MPOLICHT OT MallUEHTUTE, KOTaTo ca
JIEKyBaHH ChC CEMariyTu 2 Mg B cpaBHeHHE che ceMaryTu 1 mg. CTOManrHo-4peBHATE HEKETaHU
PCaKkmrun BOOAT A0 MPEKBCBAHEC HA JICHCHUCTO IMTPU CXOJCH IMPOUCHT B I'PYNUTE HA JICUCHUC,
noJTyyaBaiiy cemaraytua 1 mg u 2 mg.

[Ipu cwopTcTBama ymorpeda ¢ maxuburop Ha SGLT2 B SUSTAIN 9 HacThIBaT KOHCTHITAAS U
ractpoe3odareanta peduiykcHa 00JieCT ChOTBETHO mpHu 6,7% u 4% OT malueHTHTe, JISKyBaHU ChC
cemMarinyTua 1 Mg copsMo Jnurca Ha CHOWUTHS TMPU TMAIMEHTH, Ha KOUTO ce mpwuiara riaredo.
PasnpoctpanenneTo Ha Te3u CHOUTHS HE HaMaIsiBa C TEUEHUE Ha BPEMETO.

Ocmwp nauxkpeamum

YecTroraTa Ha OCTBHp IAHKPEATUT, MOTBBPIEH 4Ype3 EKCIIEPTHA OIIeHKa, CHOOIICH B KIMHUYHU
n3nuTBaHus Qasa 3a, e cbotBeTHO 0,3% Tmpu cemarnytun u 0,2% mnpu nmpoaykTa 3a cpaBHeHue. B 2-
TOJIMITHOTO M3MUTBAHE 32 OICHKA HA CHPICYHOCHIOBH PE3yJTaTH, UECTOTaTa Ha OCTHp MAHKPEATHUT,
MIOTBBP/ICH 4pe3 eKCIepTHaA olleHKa, € 0,5% 3a cemarmyTun u 0,6% 3a rianebo (Bxk. Touka 4.4).

Yenoocnenua na ouabemna pemunonamus

2-TOJUIIHO KJIMHUYHO M3MUTBaHE u3ciensa 3 297 manueHT ¢ 1ualbeT THM 2, BUCOK ChPACYHOCHIOB
PHCK, TOJIIMa MIPOIBIDKUTEIHOCT Ha AMadeTa ¥ JIOIOo KOHTPOJIMpaHa KpbBHA TJII0K03a. B ToBa
W3NUTBaHE BH3HUKBAT CHOUTHS, ONIPECTICHN KaTo YCIIOKHEHHUS Ha TnabeTHa peTHHONATHs, IPH
moBeYe MalMeHTH, JIEKyBaHU cbe ceMarinyTun (3%), B cpaBHeHHe ¢ mianedo (1,8%). Tosa ce
Ha0JII01aBa MPH TMAIUEHTUTE, JISKYBaHU C MHCYJIMH, KOUTO MMaT U3BECTHA nabeTHA PETHHOATHSI.
Paznukara B neueHusATa BH3HUKBA PaHO M MIPOABIDKABA M0 BpeMe Ha M3NuTBaHeTo. CHcTeMaTHYHA
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OIICHKA HA YCJIOXKHEHUATA HA Jra0eTHa PETHHOMATHUS € U3BBPIICHA CaMO B U3MUTBAHETO 3a
CBHPIICYHOCHIOBH pe3yATaTH. B KMHUYHY n3nuTBaHus A0 1 roauHa, BkiIouBay 4 807 mauueHTH C
nuabeT 2, ce ch0o0IaBaT HeXEIaHu CHOUTHS, CBBP3aHH ¢ TUA0CTHA PETUHOMATHS, B IOJO0HU JSIIOBE
Cpex yJyacTHUIIMTE, JeKyBaHH cbc ceMarnyTus (1,7%) u cpaBHuTeneH npoaykr (2,0%).

IIpexpamsasane nopadu nexcenano cvoumue

YecroTara Ha pekpartsBaHe Ha JICYUSHUETO MOpaau HexelIaHu croutus e 6,1% u 8,7% npu
MalMeHTHTE, JEKYBaHH CbC ceMarnyTua cboTBeTHO 0,5 mg u 1 mg, cnpsamo 1,5% npu nnane6o. Haid-
4eCTHUTE HEe)KEeJIaH! CHOUTHS, BOJCIIH JI0 NIPEKPaTsIBAaHE, Ca CTOMAITHO-YPEBHH.

Peaxyuu na macmomo Ha unoicexkmupane

CrobmaBar ce peakuud (Hamp. oOpHUB U epUTEM) Ha MACTOTO Ha HHKekTupane ot 0,6% u 0,5% ot
MMalACHTHUTE, JICKYBAHH ChC ceMariyTHa choTBeTHO 0,5 mg n 1 mg. Te3n peaknuu 0OMKHOBEHO ca
JIEKH.

Hmynoeennocm
B choTBeTCTBHE C TOTCHIIMATHUTE IMYHOT€HHH CBOMCTBA HA JICKAPCTBCHUTE MPOIYKTH, ChABPIKAIIN

MIPOTENHM WM MENTHUIHU, TALIUEHTUTE MOTraT JIa pa3BUAT aHTHUTENA CJIel JIEUEeHHE ChC CEMAariTyTH].
JlenbT Ha NaLMEHTHUTE C TIOJIOXKUTEIIEH TECT 3a aHTHUTEJNA CPEIy CeMariyTUA B KOMTO U J1a € MOMEHT
clie]] U3XOAHOTO HUBO € HUCHK (1—3%) 1 HUTO eAMH MaIMeHT HiAMa HeyTpalIu3upally aHTHTEeNa Cperry
ceMariyTH/ WM aHTUCEMArayTH]I aHTUTeNa ¢ HeyTpanu3upail eQekt cupsmo enporennust GLP-1 B
Kpasi Ha U3MUTBAHETO.

IHosuwena cvpoeuna yecmoma

[loBumena cepaeyna yectota e HabmrogaBana mpu GLP-1 penentopaure aronucrtu. [Ipu m3nurBanus
(haza 3a, ¢ HaOIIOJABAHO CPETHO MOBUIIIEHHUE OT 1 110 6 ymapa B MUHYTa OT H3XOHO HUBO 72 110 76
y/Aapa B MUHYTa IIPY yYaCTHHILIH, JIeKyBaHHU ¢ Ozempic. B IpAroCpoYHO KIMHUYHO U3MUTBAHE MPH
YUYaCTHHUIIM ChC CHPAECYHOCHAOBH PUCKOBH (pakTopH, 16% OoT yuacTHuHTE, NTeKyBaHu ¢ Ozempic ca
HMMalli MOBHILIEHA ChpleYHa yecToTa oT >10 ynapa B MuUHYTa, B cpaBHeHHE € 11% OT y4acTHULIUTE Ha
rutane6o cies 2 TOAUHU JISYeHHE.

CroO1iaBane Ha [OJO3UPAHU HEKETAHU PEAKIINNA

Cw00111aBaHeTO Ha TIO/I03UPAHU HEIKEIIAHU PEaKIMU CJIe] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MIPOJYKT € BaXKHO. TOBa 1M0O3BOJISIBA J]a MMPOIBJIKK HAOIIOJICHUETO Ha ChOTHONIICHUETO I0JI3a/PUCK 32
JIEKapCTBEHUS MPOAYKT. OT MEAWIIMHCKUTE CTICTIMAINCTH CE M3MCKBA J1a ChOOIaBaT BCsKa
[I0/I03UPaHa HeXKEIaHa PEeaKIIMs Ype3 HAI[MOHAIHA CUCTeMa 3a ChOoOIaBaHe, MOCOYCHA B

IIpunoxenue V.

49 IIpemo3upane

B knuHWYHY U3MHATBAHMS ce ChOOIABAT CIydau Ha Mpeao3upane n0 4 mg Ha SAMHWYHA 1032 U JI0
4 mg Ha cenmuna. Hali-uecTo cho0IIaBaHaTa HeXellaHa peakius e rajieHe. Bcuuku nanueHTu ca ce
BB3CTAHOBHIN 0€3 YCIIOKHEHUSI.

JlurcBa KOHKpETEH aHTHJIOT MPH MIPpe03upaHe ChC ceMarityTH . B cirydait Ha mpeno3upane TpsOBa aa
Cce 3aroYHe MOAXO/AIIA TOAbPIKAIIA TePANus CIOPel KIMHUYHUTE IPU3HALIM U CUMIITOMH Ha
narueHTa. 3a Te3u CUMIITOMHU MOJXKE JIa € HeOOXO0IM MPOIBIKHUTEIICH [TEPUO]T Ha HAOMIOICHHE 1
JieueHUe, MMaiKU MPEIBU/T ABJITHS MOTYKUBOT HA CEMArinyTH ] MPUOIU3uTenHo 1 cenmuna (Bx.
TOYKa 5.2).
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5.  ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoguHAMHMYHM CBOMicTBA

dapmakoTepaneBTUuHa rpyna: JlekapcTsa 3a JeueHrne Ha AUadeT, aHAI03H Ha TITIOKaroHOMmo100eH
rerrtun-1 (GLP-1), ATC xox: A10BJ06

Mexanus3sM Ha JeUCTBUE

Cemarnytup e ananor Ha GLP-1 ¢ 94% cTenen Ha XOMONOXXHOCT cripsiMo yoBemmkust GLP-1.
CemarnyTup neiicra kato GLP-1 penenTopen aroHuCT, KOWTO N30HUPATEIIHO Ce CBBP3Ba KbM U
aktusupa GLP-1 peuenropa, npuuenen 3a ectectBeHus GLP-1.

GLP-1 e puszunonornueH XOpMOH ¢ HIKOJIKO JICHCTBUS 110 OTHOIIICHUE Ha PEryJalysiTa Ha TJII0KO03a U
areTuTa, BbPXY ChPACYHOCHI0BATa cucTeMa U ObOpenuTe. EQekTuTe BhpXy IIIF0OKO3aTa U aleTUTa ce
Memuupar crienudrano upe3 GLP-1 perenrropute B maHkpeaca U MO3bKa.

CeMarmyTuj NOHM)KaBa KpbBHATa IIIOK0O32a MO TIIOKO303aBUCUM HAuWH, KaTO CTUMYJINpA CEKpernusTa
Ha MHCYJIMH ¥ HaMaJsiBa CEKPELUATa Ha TIII0KAaroH IPY BUCOKA KPbBHA III0K03a. MEXaHN3MBT Ha
MOHIDKaBaHe Ha KPbBHATA IUIIOKO3a BKJIIOYBA M JIEKO 3a0aBsSHE HA U3MPAa3BAHETO HA CTOMAxXa B
panHaTa (haza cnen xpaneHe. [Ipy XUnornukeMus ceMariayTH HaMalsiBa CEKpELUsITa Ha HHCYJIMH U
HE HapyllaBa CEKpeLuaTa Ha IIIOKAaroH.

CeMaFJIYTI/II[ HaMaJIsiBa TEJICCHOTO TETJIO U TCIICCHUTC MAa3HUHU YPE3 HAMAJICH CHCPIUCH IIPUCM,
BKIIIOYBAIIl IAJIOCTHO MOHUKEH aIlICTHUT. OcBeH TOBa ceMariayTuJ HaMaJIsiBa KCJIaHUCTO 3a XpaHU C
BHCOKO CBAbpPKAaHUEC HA Ma3HUHU.

GLP-1 peuentopu ce HaMUpaT CHILO U B CHPLETO, ChIOBETE, UMYHHATa cCHCTeMa U ObOpenure.
MexaHu3MBbT Ha IeHCTBHE Ha CEMariyTH/ BEposiTHO € MHOrodakroper. Munupextaure edekru ce
MIPOSIBSBAT Ype3 OIaronpuATHUSA €PEeKT Ha CEMATIyTHA BbPXY IIa3MEHHUTE JIUIH/H, TOHKAaBAHETO Ha
CHCTOJINYHOTO KPBBHO HaJTaHe ¥ HaMaJliBaHe Ha BB3MaJCHUETO B KIMHUYHU IPOYYBAHUS, HO
BEPOSITHO ca HAJIMYHM U MPeKH epeKTH. B mpoyuBaHus mpu )KUBOTHU ceMariyTH[ oTciadBa
Pa3BHTHETO Ha aTE€POCKIIEPO3a, KATO MPEAOTBPATABA PA3BUTHETO HAa A0PTHA IIaKa M HaMallsiBa
BB3MAJICHUETO B IIJIAKaTa.

KnvHUYHATE TaHHU MOKAa3BaT, Y€ CEMAariyTH]T TIOHIKaBa al0yMUHYpHSTA MPH NAIMEHTH ¢ OBOPEUHO
3a0o0JIsIBaHe.

dapmakoguHaMuda ehEKTH

Bcuuku (bapMaKOZ[I/IHaMI/I‘lHI/I OILICHKH Ca U3BBPIICHU CIIC/ 12-CCZ[MI/I‘{HO JICYCHHUC (BKJ'IIO‘-II/ITGJ'IHO
IIOBHIIIaBAHCTO HaA ,[[03aTa) B CTAllMOHAPHO CHCTOSIHUC C 1 mg ceMariayTua CCAMUYIHO.

Lnioxo3a na 2nadHo u cied xpamene

CeMarnmyTu/| MOHW)KaBa KOHIICHTPAIIMUATE HA TIF0KO3a Ha TJIaIHO U Clie]] XpaHeHe. [Ipu manueHTH ¢
muabeT Trr 2 JedeHneTo ¢ 1 mg ceMariayTH ] BOIH JI0 MTOHIKAaBaHE Ha TIIFOK03aTa KaTo abCO0THA
MPOMSIHA CTIPSIMO M3XOTHOTO HUBO (mmol/l) m OTHOCHTENHO MOHMKaBaHe B cpaBHEHHE ¢ miane6o (%)
IpH IIt0Ko3ata Ha riaaHo (1,6 mmol/l; nornmxkenue 22%), riitoko3ara 2 yaca ciie]l XpaHeHe

(4,1 mmol/l; nonmxenue 37%), cpemHaTa KOHIIGHTpAIHs Ha TI0K03a 3a 24 gaca (1,7 mmol/l;
noHmKeHune 22%) 1 mocTnpaHAnaTHATE KoJieOaHnus Ha Tiroko3aTa cien 3 xpanenus (0,6—1,1 mmol/1)
B cpaBHEHUE ¢ miane0o0. CeMariiy 1 IOHMKaBa IIF0K03aTa Ha IJIaJHO CJIe]] ITbpBaTa J103a.

bema-knemvuna @ynxyus u uncynunosa cexkpeyus

CeMmarnyTuj mojo0psiBa 0era-kieTbyHara GyHkius. B cpaBHeHue ¢ miamnedo ceMariayTua moaoopsasa
WHCYJUHOBHUS OTTOBOP B ITbPBa U BTOpa (a3a, ChOTBETHO 3- U 2-KPaTHO H yBEJINYaBa MaKCHUMaTHHS
0eTa-KIEThYCH CEKPETOPEH KAaMaIUTET MPH MalueHTH ¢ quabeT tum 2. OCBEH TOBA JICUCHUETO ChC
ceMarjyTHU I MOBUIIABa KOHIICHTPALMUTE Ha HHCYJIMH Ha IJIaJ{HO B CpaBHEHHE ¢ IIaneoo.
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Cekpeuust Ha 2110KA20H

CeMarnyTu/| MOHW)KaBa KOHIICHTPAIIMUTE Ha [IFOKAroH Ha TJIaJIHO M Clie] XpaHeHe. [Ipu maiueHTH ¢
nua0eT THIT 2 ceMariayTH/ OCTHTa CIICHUTE OTHOCUTEIIHU TIOHW)KCHHUS Ha TJIFOKaroH B CPaBHEHHE C
1ane0o: TIoKaroH Ha raaaHo (8—21%), rimrokaroHoB otroBop cien xpanene (14-15%) u cpenna
KOHIIEHTpAIVs Ha TIoKaroH 3a 24 daca (12%).

I moko3z03a6ucuma cexpeyus Ha UHCYIUH U 2II0KA2OH

CemarmnyTuj NOHWXaBa BUCOKUTE KOHIIEHTPAIlMU HAa KPbBHA IIIOK03a, KATO CTUMYJIUPA CEKpEeLUsATa
Ha MHCYJIMH ¥ HaMaJsiBa CEKpelusaTa Ha TIII0KaroH Mo TIII0K0303aBUCcHM HaduH. C momoIira Ha
ceMariyTu/ CKOPOCTTa Ha WHCYJIMHOBA CEKpELHs P MaUEeHTH ¢ AUa0eT TUM 2 € CpaBHUMA C Ta3u
IIPY 30paBH YYACTHULIH.

[Ipu uHAYIMpPaHa XUITOTIUKEMUS CEMAryTU]] B CPAaBHEHHE C TUIAIe00 HE MPOMEHS
MPOTHBOPETYJIATOPHUTE OTTOBOPH C TIOBHUINICH MIIOKATOH M HE HApyIlaBa MOHWKABAHETO Ha
C-rrenrtia pH MAITAEHTH C THA0ET THIT 2.

Hsnpaszeane na cmomaxa
CCMaFJ'IYTI/I,Z[ IIpUYUHABA JICKO 3a0aBsHE Ha H3MPa3sBaHECTO Ha CTOMaxa CJIC XpaHCHE U 110 TO3U HAYUH
IMOHM)XaBa CKOPOCTTA, C KOATO I'VIIOKO3aTa HaBJIM3a B KpT:»BOO6paH_[eHI/IeT0 CJICI XpaHCHE.

Anemum, enepeuen npuem u XpaHumenHu npeonOUUmMaHusl

CemaryyTu/i B CpaBHEHHE ¢ IUI1a1e00 NOHMKABa CHEPTUIHKS IPUEM OT 3 TOCIIEI0BATEIHH XPaHECHHS
o sxkenanue (ad libitum) ¢ 18-35%. ToBa ce moamomara upe3 HHAYILUPAHOTO OT CeMariayTH/I
MOTHUCKAHE Ha alleTHTa B ChCTOSHUE KAKTO Ha TJ1aJHO, TaKa U CJIE/ XpaHeHe, MOJ00peH KOHTPOI Ha
XPaHEHETO, M0-c1a00 JKeaHUe 32 XPaHEHe U OTHOCUTEITHO M0-C1a00 NPEIOYUTaHIE KbM XPaHH C
BHUCOKO CBABbPKAHUC HA Ma3HUHU.

Jlunuou Ha 2naoHo u creo xpauene

CemarnyTu/ B cpaBHEHHE ¢ TUIaneb0 MOHMKaBa KOHIIEHTPAIMUTE Ha TPUIIIMLIEPUIN Ha TJIaJHO U
XO0JIECTEPOJ B JIMIONPOTEUHHU ¢ MHOTO HUcKa MIbTHOCT (VLDL) crotrBeTHO € 12% 1 21%.
[loBumaBaneTo Ha mocTNpanauaIHuTe Tpuraunepuayd 1 VLDL xonecteposna KaTo 0TTOBOP KbM
XpaHu, OoraTH Ha Ma3HWUHU, € HamasieHo ¢ >40%.

Covpoeuna enexkmpoguzuonozus (QTc)

B msmoctHo msnuTBane 3a QTc ce n3ciensa ehekThT Ha CEMArIIyTHI BEPXY ChpaedHaTa
penonspusanust. CeMarayTHI He yabibkaBa QTC uHTepBaia mpu J030BH HUBa 10 1,5 mg B
CTAIHOHAPHO CHCTOSHHE.

Knauanana CQDCKTI/IBHOCT 1 0€30IMacHOCT

[MomoOpsiBaHETO Ha TIMKEMHUYHHS KOHTPOJI, HAMAIIIBAHETO Ha ChPACYHOCHI0BATa 3a00IeBaEMOCT U
CMBPTHOCT, 3ary0aTa Ha TETJIO ¥ HaMaJIIBaHETO Ha PHCKA OT MPOTPECHs Ha XPOHUIHO OBOpETHO
3a00JsIBaHE ca HepasaeaHa J9acT OT JICUCHUETO Ha AuadeT Tum 2.

Eduxacnocrra n 6e3omacHocTTa Ha cemaritytun 0,5 mg 1 1 mg BeAHBK CEAMUYHO Ca OLIEHEHU B
[IECT paHOMHU3UPaHH, KOHTPOJIMPAHU HU3NUTBaHUs (a3za 3a, BKIroUBaIM 7 215 manuenT cbe
3axapen auabdet tum 2 (4 107 nexyBanu cbe cemariytua). OcHoBHa 1en B et uznuranus (SUSTAIN
1-5) e onleHkara Ha rauKeMHYHaTa epukacHOCT, a B enHo n3nutBane (SUSTAIN 6) —
ChPACYHOCHAOBUTE PE3YJITATH.

EdukacHocTTa 1 0€30MacHOCTTA Ha CeMarIyTUA 2 MJ BEAHBK CSIMUYHO € OIICHCHA B M3MUTBAHE
(aza 3b (SUSTAIN FORTE), xoero BkitouBa 961 marueHTH.

B nonbnnenue nznutBane ¢asza 36 (SUSTAIN 7), Bkmtouaino 1 201 manuenTH, € mpoBeaeHo 3a

cpaBHEHHE Ha e(UKaCHOCTTa U Oe3omacHOCTTa Ha cemartytua 0,5 mg u | mg BeHBK CEIMUYHO
cboTBeTHO ¢ nynarmytun 0,75 mg u 1,5 mg Bequbx ceamuyuno. M3nureane daza 36 (SUSTAIN 9) e
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MIPOBENEHO 3a H3cieIBaHe Ha e(hUKACHOCTTA M OE30IaCHOCTTa Ha CeMariyTH[ KaTo JOMbIHEHNE KbM
nedeHue ¢ nHxuOUTOp Ha SGLT2.

JIeyeHHETO ChC CeMArIyTH ] IEMOHCTPHPA TPAHHH, CTATUCTUUECKH MPEBB3X0XK /AN ¥ KITHHUIHO
3HAYUMHU MOHMKEHHsT B HDA1¢c M TeeCHOTO TEryIo 3a Mepro I 10 2 TOAWHN B CpaBHEHUE C ITanebo u
JICYCHHUE C aKTHBHA KOHTpPOJIA (CUTATJIUIITHH, HHCYJIMH TJIAPKUH, €K3CHATH]T C Y IBIDKCHO
ocBoOoxmaBane (ER) u mynmarmytun).

EduracHocTTa Ha cemMariayTHI HE ce TIOBJIMSABA OT BB3pacTTa, IoJja, pacaTa, eTHoca, m3xonaus NTM,
M3XOJIHOTO TeecHO Terio (kg), MpoabIKUTEIHOCTTA Ha TUa0eTa U CTENeHTa Ha YBPEKIaHe Ha
O0bOpeuHara GyHKIUS.

PesynratuTe ce HacoYBaT KbM MEPUOJIA HA JICUCHHE TIPU BCUYKH PaHJOMU3UPAHH YYACTHUIIH
(aHanu3u, 0a3upaHu HA CMECEHU MOJICIU IIPU IIOBTOPHU U3MEPBAaHUS WIM MHOKECTBCHO IPUITUCBAHE
Ha CTOMHOCTH).

JombnauTenno e nposeacHo unureane (aza 3b (SUSTAIN 11) 3a usciensane Ha ehekra Ha
ceMariiyTua CripsaMoO MHCYJIMH aclapT, KaTO AOITbJBAIlla TEpalnsd KbM MCT(I)OpMI/IH " ONITUMU3UPAH
nHcyymH Tiapxud (U100).

[IpoBeneHu ca U3NUTBAHUS 32 PE3yJITaTH MO0 OTHOIICHUE HAa ObOpenuTe ¢asza 3b (FLOW), Brirtousariu
3 533 manmeHTw, 3a U3cineBaHe Ha e()eKTUTE HAa ceMariayTHa | Mgy BeIHBK CEIMUYHO CIIPSIMO
mIarne6o BePXY MporpecusaTa Ha ObOPEUHOTO YBPEKIaHEe IIPH MAUeHTH ¢ AHa0eT THI 2 U XPOHUIHO
O0BOpeuHo 3a00IIsBaHe.

[ToapoOnHa nHGOpMAITHS € IpeacTaBeHa Mo-I0ITy.

SUSTAIN 1 — Monomepanus

B 30-cenMuuHO, TBOWHO-CIIATIO, T1a1Ie00-KOHTPOIUPAHO H3NMHUTBaHE 388 HEMOIX OISO
KOHTPOJIMPAHH Upe3 AUeTa U yIpaKHEHUS MAIUEHTH ca paHIOMU3UpaHy Ha ceMartytun 0,5 mg uim
ceMariayTua | mg BeIHBK CEIMUYHO WK Ha T1aneoo.

Tabauma 2 SUSTAIN 1: Pe3yaratu Ha ceqmuna 30

CemarayTtuna Cemaraytuna Ilnaunedo
0,5 mg 1mg
[lomymanus Intent-to-Treat (ITT) (N) 128 130 129
HbA ;. (%)
W3x011HO0 HUBO (CPEIHO) 8,1 8,1 8,0
IIpomsiHa cripsIMO M3XOJHOTO -1,5 -1,6 0
HUBO Ha ceamuna 30
Paznmmka cpsmo miane6o [95% -1,4[-1,7; -1,1T° -1,5[-1,8; -1,2]° -
CI]
Hanuentn (%), nocrurnanau HbA ¢ 74 72 25
<7%
MIIT" (mmol/l)
N3xoaH0 HUBO (CpemHO) 9,7 9,9 9,7
[MpomsiHa crIpsIMO M3XOTHOTO -2,5 -2,3 -0,6
HUBO Ha ceamuna 30
TenecHo Teruo (kg)
N3xoaH0 HUBO (CpemHO) 89,8 96,9 89,1
[MpomsiHa crIpsIMO M3XOTHOTO -3,7 -4,5 -1,0
HUBO Ha ceamuiia 30
Pasnuka cpsimo mnane6o [95% -2,7[-3,9; -1,6]* -3,6 [-4,7; -2,4]° -
CI]
2p < 0,0001 (2-cTpaHeH) 3a IPEBH3XOACTBO
13
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SUSTAIN 2 — Cemaznymud cnpsamo CUmaiunmum, U 08ama npooykma 6 komounayus ¢ 1-2
NepopaiHy aHmMmuouabemuy 1eKapcmeeH npoOVKmu (Mem@opMun u/uiy mua3oiuouHOUOHU)

B 56-cenMuyHO aKTUBHO-KOHTPOJIMPAHO, IBOMHO-cIsAMOo n3nuTBane 1 231 manuentu ca
paHgoMu3upanu Ha cemaraytus 0,5 My BEAHBXK CEAMUYHO, CEMArTyTHA | mg BeTHBK CCIMUYHO HITU
cutarnuntyd 100 mg BeIHBK THEBHO, IPHU BCUUYKHU CIIydad B KOMOMHAIMS ¢ MeTdhopMuH (94%) n/unn
THA30TUANHINOHH (6%0).

Tab6amma 3 SUSTAIN 2: Pesynaratu Ha ceqmMuna 56

Cemaraytujg Cemaraytug Curarjunru
0,5 mg 1mg H
100 mg
[Monynarus Intent-to-Treat (ITT) (N) 409 409 407
HbA ;. (%)
N3xoaH0 HUBO (CpemHO) 8,0 8,0 8,2
[MpomsiHa crIpsIMO H3XOTHOTO -1,3 -1,6 -0,5
HUBO Ha ceaMuIia 56
Paznuka cupsaMo CUTArIunTHH -0,8[-0,9; -0,6]* | -1,1[-1,2;-0,9]* -
[95% CI]
Maunentn (%), nocturnaan HbA . 69 78 36
<7%
HIIT" (mmol/l)
N3xoaH0 HUBO (CpemHO) 9,3 9,3 9,6
[IpomsHA CTIpSIMO U3XOTHOTO -2,1 -2,6 -1,1
HUBO Ha ceaMuIia 56
TesnecHo Terio (kg)
N3xoaH0 HUBO (CpemHO) 89,9 89,2 89,3
[MpomsiHa crIpsIMO H3XOTHOTO -4.3 -6,1 -1,9
HHMBO Ha ceaMuIa 56
Paznuka cpsaMo CUTArIunTHH -2,3[-3,1;-1,6]* | -4,2[-4,9; -3,5]* -
[95% CI]

2p <0,0001 (2-cTpaneH) 3a IPEBH3XOACTBO

90,04

89,0

HbAxc (%)

Tenecno termno (kg)
2] (o] =] [=:]
nwn o &N @
o o o o

84,0

83.0

0 4 8 12 16 23 30 40 56

0 4 8 12 16 23 30 40 48 56
Bpeme ot pangoMu3upaHeTo (cexMuma)

[TpomsiHa cripsIMO M3XOIHOTO HUBO

Bpeme oT paHAOMU3UpaAHETO (CEIMHUIIA)
- - - Cemarnytun 0,5 mg —=— Cemarnytua 1 mg
—%— CHUTarJIunTHH

- —e - Cemariytuz 0,5 mg —s— Cemaraytun 1 mg
—— CHTaraunTaa

®urypa 1 Cpenna npomsina B HbA 1 (%) u TesecHoTo Terio (kg) oT u3X0HOTO HUBO A0 56-Ta
ceqMuUIA

SUSTAIN 7 — Cemaenymud cnpsamo 0yna2iymuo, u 08ama npooyKma 8 KOMOUHayus ¢ MemgopmuH
B 40-ceamuuno otkpuTo m3nuTBane 1 201 nauuentn Ha MeTdopMuH ca pangomusupanu 1:1:1:1
ChOTBETHO Ha cemarmytuj 0,5 mg, nynarnytun 0,75 mg, cemarnytua 1 mg, win gynarmytun 1,5 mg
BEIHBK CEIIMUYHO.

WznurBaneto cpaBuspa 0,5 mg cemarnytun ¢ 0,75 mg nynarinytua u 1 mg cemarnyTun ¢ 1,5 mg
JyJarayTU/.
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Hati-uecTute HeXxxenaHu ChOUTHUS ca CTOMAITHO-UPEBHUTE HAPYIICHUS U Ca HACTHITWIN TPU TIOJJOOHU
JSUTOBE TTAIMEHTH, JeKyBaHu c¢be ceMarnytun 0,5 mg (129 mauuentu [43%]), cemarmytun 1 mg (133
[44%]) u gynarmytun 1,5 mg (143 [48%]); mo-Manko MalUeHTH ca MOTYYWIH CTOMAITHO-YPEBHA

Hapymenus ¢ gyaantytug 0,75 mg (100 [33%)]).
Ha cenmuma 40, moBumeHneTo Ha YecToTara Ha 1myica npu cemarmyTun (0,5 mg u 1 mg) u
nynarrytan (0,75 mgu 1,5 mg) e 2,4; 4,0, u 1,6; 2,1, ynapa/min, ChOTBETHO.

Tab6smuna 4 SUSTAIN 7: Pesynratu Ha ceqmuna 40

Cemarayrup | Cemarayrun | Aynaraytun | dyaarayTag
0,5 mg 1mg 0,75 mg 1,5 mg

[Monynanus Intent-to-Treat (ITT) (N) 301 300 299 299
HbA 1 (%)
M3x01H0 HUBO (CpesTHO) 8,3 8,2 8,2 8,2
[IpomsHa CTIpSIMO W3XOTHOTO HHBO -15 -1,8 -1,1 -1,4
Ha cenmuna 40
Paznuka cnpsimo gynarnyTun -0,4° -0,4° - -
[95% CI] [-0,6, -0,2T [-0,6, -0,37"
Hamuentn (%), nocrurnanu HbA . 68 79 52 67
<7%
HIIT" (mmol/l)
W3xomHo HUBO (CcpenHO) 9.8 9,8 9,7 9,6
[IpomsHa CTIpSIMO U3XOHOTO HHBO -2,2 -2,8 -1,9 -2,2
Ha ceamuna 40
TesecHo TerJo (kg)
W3x01H0 HUBO (CpeiHO) 96,4 95,5 95,6 93,4
[IpomsiHa crIpsIMO M3XOTHOTO HUBO -4,6 -6,5 -2,3 -3,0
Ha ceamuna 40
Paznuka copsamo gynarmyTun -2.,3° -3,6° - -
[95% CI] [-3,0, -1,5]* [-4,3, -2,8]

2p <0,0001 (2-cTpaHeH) 3a MPEBH3XOICTBO
6 cemarmytun 0,5 mg cupsimo aynarnytun 0,75 mg
5 cemariayTua 1 mg cnpsimo gysarmytun 1,5 mg

96,01
8,4
824" - 0,0 95,04 " oo
J L-0,2 -
8,0 ' “Sh 94,0 !
7,81 B L 20
3 7,61 --0,6 © 93,01 22
< 54 0,8 S = b3,0
j 7.4 o € 92,04 y
7,2 - =
) o +-4,0
£ 7,0 s [12 8 907
6,8 F-1.4 E 90,0 F-5,0
S 90,
6,6 r-1.6 L 60
6,4 " ee 801
6’2- T T T T T T T 7-2'0 88'0_ T T T T T T T
0 4 8 12 16 28 40 0 4 8 12 16 28 40

BpeMe OT paHIOMU3UPAHETO (CEMMUIIA) Bpeme ot panzoMu3upaHeTo (ceaMHIIA)

- —* - Cemarnytun 0,5 mg —=— Cemarayrual mg

- -o— - Cemarnytun 0,5 mg —s— Cemarnytun 1 mg
Hynarmytun 0,75 mg Hynarmytun 1,5 mg

Jynarnytun 0,75 mg Hynarmytug 1,5 mg

®urypa 2 Cpenna npomsina B HbA i (%) u TesiecHoTo Termao (kg) oT H3X0AHOTO HUBO 10
cenmuna 40

SUSTAIN 3 — Cemaenymud cnpamo exkzenamud ER, u deama npodykma 6 kombunayus ¢ memepopmun
WU MemM@POPMUH CbC CYAPOHUTYDeUHU NPOU3BOOHU

B 56-ceamuunOo oTKpUTO M3nHMTBaHE 8§13 manueHTH, nmprueMain camo MeTdopmut (49%), meTdhopMuH
cbe cyndormTypeitau nponsBogau (45%) umm apyro (6%), ca pangoMu3upanu Ha ceMarmyTax 1 mg
i ex3eHatusl ER 2 mg BeHBXK CEMUTHO.
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Tabauua 5 SUSTAIN 3: Pe3yaraTu Ha ceamuna 56

Cemaraytug Ex3enatua ER
1 mg 2 mg
[Monynarus Intent-to-Treat (ITT) (N) 404 405
HbA ¢ (%)
M3x0aH0 HUBO (CpeHO) 8,4 8,3
[IpomsHa crIpsIMO U3XOHOTO HUBO -15 -0,9
Ha ceaMuIia 56
Pasznuka cupsamo exzeHatuna [95% -0,6 [-0,8; -0,4]* -
CI]
Hanuentn (%), nocruraaau HbA. < 7% 67 40
HIIT (mmol/l)
W3xoaH0 HUBO (CpeaHO) 10,6 10,4
IIpoMsiHa cipsIMO U3XOJIHOTO HHBO -2,8 -2,0
Ha ceaMuIia 56
TeaecHo Teruo (kg)
W3xoaH0 HUBO (CpeHO) 96,2 95,4
IIpoMmsiHa cripsIMO M3XOJIHOTO HUBO -5,6 -1,9
Ha ceaMuIia 56
Pasnmka cipsimo exk3enarun [95% -3,8 [-4,6; -3,0]° -
CI]

?p <0,0001 (2-cTpaHeH) 3a IPeBb3XOACTBO

SUSTAIN 4 — Cemaznymuo cnpsamo UHCYIUHR 2AapIAHCUt, U 08ama npooykma 6 Komounayus ¢ 1-2

nepopairnu anmuouabemnu Jlekapcmeeru I’IDOOVKWZM (Memd)ODMuH uau MemeODMMH u

CYIDOHUTYDEUHU NPOU3E00HL)

B 30-cenMHUYHO OTKPUTO U3NUTBAHE ChC CpaBHUTENEH MPoAyKT 1 089 manueHTu ca paHIJOMU3UPAHU

Ha cemanryTua 0,5 mg BeTHBX CEIMUIHO, cCeMarTyTu 1 mg BeIHBXK CEIMAYHO WITH MHCYITUH

TTIApXKHUH BEAHBK AHEBHO NpH poHOBa Tepanus ¢ MmeThopMmuH (48%) unu MeTPOpMUH 1

cyadoHmTypeHu npou3BoaHH (51%).

Tabauna 6 SUSTAIN 4: Pesyaratu Ha ceqmuna 30

CemarnyTun CemarnyTun HNucyann
0,5 mg 1mg rJIap:KUH
[Monynarus Intent-to-Treat (ITT) (N) 362 360 360
HbA . (%)
W3xoaH0 HUBO (CpeHO) 8,1 8,2 8,1
[IpoMmsiHa crIpsiMO M3XOTHOTO HUBO Ha -1,2 -1,6 -0,8
cenmutia 30
Pasnuka cripssMo uHCYIUH riapxus [95% -0,4 [-0,5;-0,2]* | -0,8 [-1,0;-0,7]° -
CI]
HamuenTn (%), nocruraaan HbA . < 7% 57 73 38
HIIT" (mmol/l)
N3xoaH0 HUBO (CpemHO) 9,6 9,9 9,7
[IpomsHa cTIpsAMO U3XOTHOTO HHUBO Ha -2,0 -2,7 -2,1
cenmuna 30
TesaecHo Terio (kg)
N3xoaH0 HUBO (CpemHO) 93,7 94,0 92,6
[IpomsHa cTIpsAMO U3XOTHOTO HHUBO Ha -3,5 -5,2 +1,2
cenmuna 30
Pasnuka cipssMo UHCYJUH raapxuH [95% -4,6 [-5,3;-4,0]* | -6,34 [-7,0; -5,7]* -
CI]

2p < 0,0001 (2-cTpaneH) 3a IPEeBH3XOACTBO
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SUSTAIN 5 — Cemaznymuo cnpamo naayebo, u 086ama npooykma 6 Komounayus ¢ 6a3aies uncyiun

B 30-cenMuuHO, TBOIHO-CIIATIO, T1a1Ie00-KOHTPOIUPAHO H3NUTBaHE 397 HENMOIX OISO

KOHTPOJIUpaHH ¢ 0a3zajeH HHCYIUH ChC WU 6€3 MET(OPMHUH MAIUEHTH ca PaHIOMHU3UPAHH HA
cemarnytua 0,5 mg BenHBkK ceAMUYHO, ceMartyTHI 1 mg BeHBXK CEIMUYHO WITH T1are0o.

Tabauma 7 SUSTAIN 5: Pesyaratu Ha ceqxmuna 30

CI

Cemaraytuna Cemaraytuna Ilnaunedo
0,5 mg 1mg
[Monynarus Intent-to-Treat (ITT) (N) 132 131 133
HbA ;. (%)
W3xoaH0 HUBO (CpeaHO) 8,4 8,3 8,4
IIpomsiHa cripsIMO M3XOJHOTO -1,4 -1,8 -0,1
HUBO Ha ceamuna 30
Paznmmka cpsamo miane6o [95% -1,4[-1,6; -1,1T° -1,8 [-2,0; -1,5T° -
CI]
Hanuentn (%), nocrurnanau HbA ¢ 61 79 11
<7%
MIIT" (mmol/l)
W3x011HO0 HUBO (CpPEIHO) 8,9 8,5 8,6
ITpoMmsiHa CIPsIMO U3XOHOTO -1,6 -2,4 -0,5
HUBO Ha ceamuna 30
TesaecHo Terio (kg)
N3xoaH0 HUBO (CpeHO) 92,7 92,5 89,9
[Ipomsana cpsiMO U3XOAHOTO -3,7 -6,4 -1,4
HUBO Ha ceamuiia 30
Pasnuka cpsimo mnane6o [95% -2,3[-3,3; -1,3]° -5,1[-6,1; -4,0]* -

2p < 0,0001 (2-cTpaneH) 3a IPEeBH3XOACTBO

SUSTAIN FORTE — Cemaznymuo 2 mg cnpsamo cemaznymuo 1 mg

B 40-cenMuaHO, nBOIHO-CIIATIO M3MUTBaHEe 961 MaIyieHTH, HeJOCTaThYHO J00pe KOHTPOIUPAHH C
MeThopMuH cbe Wi 0e3 CyIPOHMITYPEHHN TPOU3BOIHHM, Ca PAHIOMHU3NPAHU Ha ceMariayTun 2 mg
BEIHBXK CEIMUYHO WU CEMArayTHa | mg BEJHBK CEIMUTHO.

JleueHneTo chC ceMarayTH 2 MY BOJIH JI0 CTAaTUCTUYECKO IPEBB3XOJICTBO B MOHMKeHHeTo Ha HbA ¢
cnen 40-ceqMHUYHO JeUeHHE B CpaBHEHHE ChC ceMariayTua 1 mg.

Tabsmuna 8§ SUSTAIN FORTE: Pe3yaraTtn Ha cenmuna 40

CemarayTuna CemarayTujg
1mg 2 mg

[Monynamus Intent-to-Treat (ITT) (N) 481 480
HbA 1 (%)

N3xoaH0 HUBO (CpeHO) 8,8 8,9

IIpoMsiHa cIpsIMO W3XOJTHOTO HUBO -1,9 -2,2

Ha ceamuriia 40

Pasnuka cipsimo cemarmytun 1 mg - -0,2[-0,4;-0,1]*

[95% CI]
HanuenTn (%), nocruraanu HbA . <7% 58 68
MIIT" (mmol/l)

M3x0aH0 HUBO (CpeHO) 10,9 10,7

[IpomsiHa cipsAMO U3XOAHOTO HUBO -3,1 -3.4

Ha ceamuiia 40
Tenecno Teruo (kg)

W3xoaH0 HUBO (CpeHO) 98,6 100,1

[IpomsiHa cTIpsSIMO W3XOTHOTO HUBO -6,0 -6.9

Ha ceamuna 40

VV-LAB-123011 1.0
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CemarayTtupa Cemaraytug
1 mg 2 mg

Paznuka cpssmo cemarmyTia 1 mg -0,9 [-1,7; -0,21°

[95% CI]

ap<0,001 (2-cTpaHeH) 3a MPEBH3XOICTBO

5p<0,05 (2-cTpaneH) 3a IPeBBH3XOACTBO

SUSTAIN 9 — Cemaznymuo cnpsamo niayebdo Kamo 0onbvinenue KoM unxubumop na SGLT2 +
Mmemeopmun uau cyipoHuRypenu npouszeooHu

B 30-cenMuuHO, TBOMHO-CIIATIO, MANe00-KOHTPOIUPaHO u3nuTBaHe 302 MarMeHTH, HeTTOAX OIS0
KoHTponmpanu ¢ nHXuOuTOp Ha SGLT2 che unm 6e3 MeTPOpMUH WiH CyI(HhOHIITYpEHHI TPOU3BOIHH,
ca paHJ0MHU3UpaHu Ha ceMarayTun 1,0 mg BeAHBXK CEAMHUYHO WM I1Iane0o.

Tabsmua 9 SUSTAIN 9: Pesyaratu Ha ceqmuna 30

Cemaraytun IL1anedo
1 mg
[Monynanus Intent-to-Treat (ITT) (N) 151 151
HbA 1 (%)
N3xoaH0 HUBO (CpemHO) 8,0 8,1
[IpomsHa cripsIMO U3XOTHOTO HUBO -15 -0,1
Ha ceamuria 30
Pasnuka cipsimo miane6o [95% CI] -141[-1,6;-12T -
HamuenTn (%), nocruraaan HbA . < 7% 78,7 18,7
FPG (mmol/L)
W3xo01mHO0 HUBO (CpPEeIHO) 9,1 8,9
IIpoMmsiHa cripsIMO M3XOJIHOTO HUBO -2,2 0,0
Ha ceqmuiia 30
TeaecHo Teruo (kg)
N3x0mHO0 HUBO (CpPEIHO) 89,6 93,8
[IpoMsHa cupsiIMO U3XOAHOTO HUBO -4,7 -0,9
Ha ceqmuriia 30
Pasnuka cpsimo mname6o [95% CI] -3,8[-4,7; -2,9]° -

2p <0,0001 (2-cTpaneH) 3a MPEeBH3XOACTBO, KOPUTHPAH 32 MHOYKECTBEHOCT Bh3 OCHOBA Ha HepapXUyHO TECTBAHE
Ha croiiHocTTa Ha HbALC 1 TenecHOTO Terio

SUSTAIN-11 — Cemaznymuo cnpamo uHCYIuH acnapm Kamo 0onbvisaya mepanus KoM UHCYIUH
2napaicur + memeopmun

B 52-cenMuyHO OTKpUTO M3NMUTBaHe 1 748 yyaCTHUIIM C HE3aJOBOJIMTEIHO KOHTPOJIUPAH 3aXapeH
nuabet tum 2 crex 12-ceMudeH mepro Ha BhBEK/IaHe Ha HHCYJIMH TIIAPKUH U METOPMHUH ca
paHIOMHU3UpPaHH B choTHOIIEHHE 1:1 a momy4aBat Witk ceMartyTH] BeAHbx ceamuyno (0,5 mg win
1,0 mg), wimu MHCYINH acapT TPH BT AHEBHO. BKiIIoUeHaTa Momyanus € ChC cpeaHa
MPOABIDKUTENHOCT Ha auadera 13,4 rogunu u cpenna croiiHoct Ha HbA1c 8,6%, npu npunenen HbA 1.
6,5-7,5%.

JleyeHneTo chec ceMarityTH] BoAu A0 HamansiBaHe Ha HbAic Ha cenqmuna 52 (-1,5% npu cemarirytua
crpsamo -1,2% npu HHCYIKH acnapr).

TexxkuTe XUIMOTITMKEMHUYHHN eMU30/14 B JIBETE paMeHa Ha JIeYeHHe ca MaJIko Ha Opoif (4 emuzona npu
ceMariyTH/ CIpsAMO 7 ennu30/a IPU UHCYJIMH aclapr).

CpemHoTo TeIeCHO TETJIO Ha M3XO0IHO HIUBO HaMalsiBa mpu cemariaytun (-4,1 kg) u ce moBuimana mpu
uHCyauH acnapt (+2,8 kg), kaTo u3unciaeHara pasiuka B jieueHuero ¢ -6,99 kg (95% CI1-7,41 no -
6,57) Ha ceamuiia 52.

Kombunayus cvc cyngponunypetinu npousgoonu kamo MoHomepanus
B SUSTAIN 6 (Bx. noarouka ,,CbpAe4HOCHA0BO 3a0omsaBaHe ) 123 manueHTH Ha U3XOTHOTO HUBO
npuemar cyI(pOoHIWIypeHHN MPOU3BOIHH KaTo MoHoTepanust. HbA1c Ha n3xogHoTo HuBO € 8,2%, 8,4%
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u 8,4% cpoTBeTHO 3a cemarnytun 0,5 mg, cemarnytun 1 mg u mare6o. Ha cemmuna 30 mpomsiHaTa B
HbAjce -1,6%, -1,5% u 0,1% crotBeTHO 32 cemaraytua 0,5 mg, cemarnytun 1 mg u miane6o.

Kombunayus ¢ npedsapumento cmecen uncyaun = 1 —2 OAD

B SUSTAIN 6 (Bx. moarouka ,,CbpaedyHOCHA0BO 3a00isaBane ) 867 manueHTH Ha U3XOJHOTO HUBO
MIpHeMaT IpeaBapuTENHO cMeceH HHCYnH (cbe wiu 6e3 OAD). HbA 1 Ha m3xomHOTO HEBO € 8,8%,
8,9% u 8,9% croTBeTHO 3a cemarimyTua 0,5 mg, cemarmytun 1 mg u miarne6o. Ha cemmuria 30
npomsiata B HbAjce -1,3%, -1,8% u -0,4% cpoTBeTHO 3a cemarnyTtun 0,5 mg, cemarnytua 1 mg u
miame0o.

Covpoeunocv00860 3abonssane

B 104-ceqmuano neoitHo-cisimo usnmtBane (SUSTAIN 6) 3 297 nanmeHTH cbe 3axapeH quadet Tvi 2
¥ BHCOK CHPJICYHOCHIOB PUCK Ca paHAOMH3UpaHH Ha ceMariryTua 0,5 mg BenHBXK CeIMUYIHO,
ceMarinyTua 1 mg BeHBK CEIMUYHO WU ChOTBETHO IIAre00 B JJOMMBIHEHUE KbM CTAHIAPTHHUTE
TPYXH, TIPOCIEIBAHH MT0-HATATHK B MPOIbDKeHHe Ha 2 roauHn. O01mo 98% ot manueHTuTe
3aBBPINBAT UMUTBAHETO, a )KU3HEHUAT CTATyC B Kpas Ha M3MUTBAHETO € M3BECTeH 3a 99,6% ot
MalMEHTHUTE.

[lomymnanusTra B M3MUTBAHETO ce pasnpeaens 1mo B3pact: 1 598 mammentn (48,5%) > 65 rogunn,
321 (9,7%) = 75 ropunu u 20 (0,6%) > 85 roaunu. 2 358 narueHTy ca 6e3 Wi ¢ JIeKo 0bOPeUHO
yBpexaane, 832 — ¢ ymepeno u 107 — ¢ Texxko 0b0pevHO yBpexXJaHe WIU ¢ TepMHHANIHA OBOpeyHa
HEJOOoCTaThYHOCT. 61% ca MBbKe, cpeaHara Bb3pact € 65 roguny, a cpeauusit UTM e 33 kg/mz.
CpenHaTa MpOABDKUTEITHOCT Ha quadeta e 13,9 roauam.

[IbpBUYHATA KpaiiHa TOUKA € BPEMETO OT PAaHJIOMU3HUPAHETO IO MbPBATA MOSBA HA TOJISIMO HEXENAHO
chpredHochI0BO crouTHE (MACE): chpaeuyHOChI0BA CMBPT, He(aTaIeH MHOKAPACH HH(PAPKT W
HedaraieH UHCYIT.

OO6mmsaT Opoii Ha ciy4yanTe, OTHACSIIH ce KbM IIbPBHYHATa CheTaBHA KpaiiHa Touka MACE e 254,
crotBeTHO 108 (6,6%) B rpymara cbe cemaraytun u 146 (8,9%) B rpynara ¢ miare6o. Bmwkre durypa
4 3a pe3ynTaTH OTHOCHO TBPBUYHHUTE M BTOPHYHHUTE CHPACUYHOCHIO0BH KpalH! TOUKH. JIeueHneTo cbe
CeMariyTHI BOJAH 10 IOHWkaBaHe ¢ 26% Ha pUCKa B ITbPBUYHUS CbCTABEH PE3YJITAT CMBPT 110
ChPIICIHOCHIOBH IPUINHH, HedaTaleH MUOKapAcH HHPapKT win HedaTaneH HHCYyIT. OOmmsT Opoi
CHhpPACYHOCHAOBH CMBPTHH CiIydaH, HedaTajaeH MUOKap/ieH HH(apKT 1 HedaTaleH HHCYNT €
cpotBeTHO 90, 111 u 71, cvotBeTHO 44 (2,7%), 47 (2,9%) 1 27 (1,6%) B rpymnaTa cbc ceMariayTH/
(purypa 4). [TonmkaBaHeTo Ha pUCKa B ITBPBUYHHUS CHCTABEH PE3YINITAT CE IBJIKH OCHOBHO Ha CTajl B
yectoTuTe Ha Hearanen uHcyat (39%) u HedaTaneH muokapaeH uHGapkT (26%) (burypa 3).
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Bpeme oT paHIoMu3upaHeTo (ceaMuIa)

CemarimyTn ITnane6o

®urypa 3 /Inarpama Ha Kaplan-Meier 3a BpeMeTo 10 mbpBaTa NosiBa Ha CbCTABHUS Pe3yJITAT:
CbPEYHOCHA0BA CMBPT, HepaTaieH MUOKAPAeH HH(PAPKT WM HedaTaleH HHCYJIT
(SUSTAIN 6)

OTtHocuTe/IeH Cemarayrun Ilnane6o

puck (95% CI) N (%) N (%)
1648 1649
FAS (100) (100)
. 0,74 108 146
II'bpBuyHa kpaiina nea — MACE (0,58’- 0,95) (6,6) (8,9)
Kommnonentn Ha MACE
c 0,98 44 46
BPJICYHOCHA0BA CMBPT (0,65-1,48) @.7) 2.8
0,61 27 44
Hedaranen nuncynt (0,38-0,99) (1.6) @n
Hedaranen muok H UH(pAPKT 0,74 a7 64
COUTICH NHOKapACH AP (0,51-1,08) (2,9 (3.9)
JIpyru BTOpUYHH KpaiiHU 1eJau
1,05 62 60
CMBpT 10 KaKBaToO U Jia € MPUYNHA (0,74-1,50) (3.8) (3,6)
0,2 1 5
B noa3a Ha CemarayTnjg B noua3a Ha niauneéo

®@urypa 4: Iluarpama na Forest: anann3u Ha BpeMeTo 10 IbPBaTa NM0ABA Ha CbCTABHUSA
pe3yJITaT, HerOBUTe KOMIIOHEHTH M CMBPT 110 KakBaTo 1 Aa e npuunnHa (SUSTAIN 6)

Nma 158 ch0OuTHs, CBBp3aHU ¢ HOBA WM BiiolaBaina ce Hedponatus. OtHocuTenHuAT puck [95% CI]
OTHOCHO BPEMETO 10 M0sABa Ha HedponaTus (HOBOIOSIBUIIA €€, IEPCUCTUPAIa MaKpoaIOyMUHYPHS,
JIBYKPATHO YBEIHUYEH CEPYMEH KPEATHHUH 3a MPOJBIKUTENCH MEPHOJI, HEOOXOAUMOCT OT
MIPOIBIDKUTETHA OBOPETHO-3aMECTUTEITHA TEPANHS K CMBPT HOpaan 0BOpeIHO 3a00sIBaHE) €

0,64 [0,46; 0,88] u e 3a cMeTKa Ha HOBOIIOSIBHJIA C€, EPCUCTUPAIa MaKpOAJIOyMHUHYPHSL.

Pesynmamu no omnowenue na 6vopeyume

B nBoiiHOCHAO N3MUTBAHE 3a pe3yATaTH 1o oTHomieHue Ha 0p0peruTe (FLOW) 3 533 marnuenTu cbe
3axapeH AuabeT THI 2 M XpOHHYHO OBOpeuno 3abomsapane ¢ eGFR 50-75 ml/min/1,73 m* u UACR
>300 u <5 000 mg/g, wmu eGFR 25-<50 ml/min/1,73 m? u UACR ot >100 u <5 000 mg/g ca
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PaHJIOMHU3UPAHU WK Ha ceMariayTus 1 mg BeIHBXK CEAMHYHO, MIIM Ha ChOTBETCTRAIIIO IUIaIie0o B
JOITBTHEHUE KbM CTAaHAAPTHOTO JICUCHHE.

[IpoyuBaHeTo € cpsHO paHo BBB Bpb3Ka ¢ hUKACHOCTTA CIIe/I TUTAaHUPAHU MEXINHEH aHaIN3 Bb3
OCHOBA Ha TMpenophKka Ha He3aBucuMus Komuter 3a HabmoaeHue Ha nanHute (Data Monitoring
Committee). CpenHOTO BpeMe Ha npociensBane € 40,9 mecena.

CpenHata BB3pacT Ha MomynanusaTa e 66,6 roguau, kato 69,7% ca mexe. Cpegaust nzxones MTM e
32,0 kg/m?. CpeaHaTa mpoIbIKHTEIHOCT Ha AHabeTa Ha W3XOIHO HUBO € 17,4 TOJMHM, a CPEJTHUSAT
m3xoneH HbA1¢ e 7,8% (61,5 mmol/mol). Cpeanara uzxogna eGFR e 47 ml/min/1,73 m?, a cpenHara
UACR e 568 mg/g. Ha n3xomH0TO HUBO OKOJIO 95% OT manueHTHnTe ca Onin JIeKyBaH! C HHXHOUTOPH
Ha peHHH-aHTMOTEeH3MH-aII0CTepoHOBaTa cuctema u 16% c nuxudutopu Ha SGLT2.

CemariyTuj npeBb3X0Xk/a 1mianedo, B JOMBbIHEHNE KbM CTaHAAPTHOTO JICUCHUE, 32 IPEAOTBpaTIBaHE
Ha TBPBUYHUSA ChCTABEH pe3ydiTar — nepcuctuparia >50% pemykius aa eGFR, mossa Ha
nepcuctupama eGFR <15 ml/min/1,73 m? 3amouBase Ha ABITOCPOUHA GBOPEUHA 3aMECTHTETHA
Tepamnusi, ObOpeYHa CMBPT WU CHPACYHOCHI0BA CMBPT, ¢ KoedunueHT Ha puck 0,76 [0,66; 0,88]os% i,
CHOTBETCTBAIL] HA HAMAJIEHHE HAa OTHOCUTENIHHSI PUCK IIPU IIporpecus Ha 0b0peyHOTOo 3a00sIBaHe C
24% (Bx. @urypa 5). UHauBuAYyanHUTE KOMIIOHEHTH Ha MbPBUYHUS ChCTaBEH PE3yNITaT JONPUHACST
3a ne4eOHHs eeKT, HO Ca HACTBIIMIIM HAKOJIKO citydas Ha ObOpedHa cMbpT (Bk. urypa 6).
CemariyTnj oka3Ba NpeBb3X0JCTBO CIIPIMO IL1ane00, B JOMbIHEHHE KbM CTaHAPTHOTO JICYEHHE,
NPy HaMaJIsIBaHe Ha FoJUIHATa CKOpocT Ha mpoMsiHa B eGFR ¢ u3unciiena pasnmka B Ie4eHHETO

1,16 (ml/min/1,73 m?/romuna) [0,86; 1,47]osecr.

Jledenmnero cbc ceMariyTH Moo0psBa 00ImaTa MpeKUBSIEMOCT ChC 3HAUMNTEITHO HaMaJIsIBaHE Ha
CMBPTHOCTTA TI0 KaKBATO U J1a € IpuunHa (Bxk. durypa 6).

HR: 0,76
95% CI[0,66 — 0,88]

[Manmentu cwve crdouTHE (%0)

Bpoii yuacTHHIIM B PUCK
CemarityTua

Ilnane6o

Bpeme ot panmoMusupaHeTo (Meceru)
CemarayTng ILiianedo

@urypa 5 @yHKIUA HA KyMYJATUBHATA 4eCTOTA HA BpeMeTo 10 MbPBaTa N0ABa HA MbPBUYHUSA
ChCTaBeH Pe3yJITaT: Ha4aJI0 Ha nepcucTupamo >50% namanenne Ha eGFR, Hauano Ha
nepcucrupam eGFR <15 ml/min/1,73 M2, 3anouBane Ha XpOHUYHA G HLOPEYHA 3aMEeCTHTEIHA
Tepanusi, 0bOpeYHa CMBbPT WJIH ChbpJedHOCHA0Ba cMBbPT (FLOW)
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bpob crduTHs/

AHAJIIM3UPAHU YYaCTHULN

HR [95% CI] (Sema 1,0 mg; [Tnane6o)
IIbpBHYHA KpaliHa TOUKa I-'-l 0,76 [0,66; 0,88] 331/1 767; 410/1 766
Iepcucrupama >=50% penykuns nHa eGFR |—v—| 0,73 [0,59; 0,89] 165/1 766; 213/1 766
Mepcucrupama eGFR<15 |—v—-| 0,80 [0,61; 1,06] 92/1767; 110/1 766
BbbOpeuna 3amecTuTeNHA TEpanus |—'—-| 0,8410,63; 1,12] 87/1767; 100/1 766
BbOpeyna cMbpT I I 0,97 [0,27; 3,49] 5/1767; 5/1 766
CBpIeYHOCHI0BA CMBPT |—v—| 0,71 [0,56; 0,89] 123/1767; 169/1 766
MACE |—v—| 0,82 [0,68; 0,98] 212/1 767; 254/1 766
Hedaranen MuokapieH nHbapkr I—'—-' 0,80 [0,55; 1,15] 52/1767; 64/1 766
Hedaranen nucynr H—-— 1,22 [0,84; 1,77] 63/1767; 51/1 766
CBpIeuHOCHI0BA CMBPT |—'—| 0,71 [0,56; 0,89] 123/1767; 169/1 766
CMBPT 10 KaKBaTo M Jia € NpHUYuHA |—.—| 0,80 [0,67; 0,95] 227/1767;279/1 766
B noma ta B noma na
Sema 1,0 mg TraneGo
1 I I I

0,2 05 1 2 5
®@urypa 6 [Ilnarpama Ha Forest: anaau3u Ha BpeMeTO 10 TbPBAaTa NMOSABA HA MbPBUYHMA
ChCTaBEH Pe3yJITAT H HeTrOBUTEe KOMIIOHEHTH, TbPBa nosiBa HAa MACE u Heropute KOMIOHEHTH
H CMBPT 10 KakBaTo u aa e npuunHa (FLOW)

Tenecno meano

Crnen egHa TofiiHA Ha JIEYEHUE Ce MocTUTa 3aryba Ha Ternorto ¢ > 5% u ¢ > 10% mpu mosede
yuactHUIM, npueMarm cemaraytuna 0,5 mg (46% u 13%) n 1 mg (52-62% u 21-24%), B cpaBHEeHHE C
AKTHUBHUTE CPaBHUTETHU NpoayKTH cutarauntiH (18% u 3%) n ex3zenarun ER (17% u 4%).

B 40-cenMrIHOTO M3NMUTBAHE CIIPSAMO AYJIATIyTH]I CE MIOCTHTA 3aryda Ha TeryioTo ¢ >5% u >10% mpu
IoBeYe yJacTHHIM, npuemariu cemaraytun 0,5 mg (44% u 14%) B cpaBHenue ¢ mymarnytug 0,75 mg
(23% u 3%) u cemarnytuna 1 mg (10 63% u 27%) B cpaBHeHue ¢ aynarinytun 1,5 mg (30% u 8%).

HaGumronaBa ce 3Ha4nMO M TpaiiHO HaMaJIsIBaHE Ha TEJICCHOTO TETJIO OT U3XOAHOTO HUBO JI0 CEIMHUIIA
104 npu cemaraytun 0,5 mg u 1 mg cnpsamo mnane6do 0,5 mg u 1 mg B nombiIHeHHE KbM
cranpaptHute rpuwxku (-3,6 kg u -4,9 kg cnpsmo -0,7 kg u -0,5 kg , crorBetno) B SUSTAIN 6.

B m3nurBaneTro FLOW 3a pe3ynratu o oTHomIeHHE HAa OBOpEIUTe JIeUeHHEeTO Che cemMariayTua 1 mg
BOJIM JI0 TPaifHO HaMaJsIBaHE Ha TEJIECHOTO Terio Ha ceamuua 104 cripsmo mianedo, B JOMbIHESHHE
KBbM CTaHIApPTHOTO JiedeHue (-5,6 kg 3a cemarmytuna u 1,4 kg 3a miane6o).

Kpwvero nanseane

HabnronaBa ce 3Ha4MMO OHIKEHHE HAa CHCTOJIMYHOTO KPBbBHO HAJISITaHE MPH U3I0JI3BaHE Ha
cemarnytua 0,5 mg (3,5-5,1 mmHg) u 1 mg (5,4-7,3 mmHg) B koMOnHanus ¢ epopaHu
aHTUANA0ETHH JIEKapCTBEHH MPOAYKTH WK 0azaieH MHCYIUH. [Ipy THacTOITHOTO KPBBHO HaJsITaHe
HSIMa 3HaYMMU Pa3IMKUA MEKAY CEMariIyTHI U CpaBHUTEIHUTE poayKkTH. HabmonaBanute
MOHM)KEHHSI HA CUCTOJIMYHOTO KPBBHO HaJsIraHe npu cemaraytun 2 mg u 1 mg Ha ceamuna 40 ca
cboTBeTHO 5,3 mmHg u 4,5 mmHg.

IlegnarpudnHa momyaamus

EBpornelickaTa areHIus mo JekapcTBaTa oTiara 3a{bJDKCHHETO 32 MPEJAOCTABSIHE HA PE3YJITATUTE OT
n3nuTBanusaTa ¢ Ozempic B eHa WM TOBEYE MOATPYIH HA MEAUATPUYHATA MOMYJIAINS ChC 3aXapeH
nuadet tar 2 (BX. Touka 4.2 3a nHGOpMAITUs OTHOCHO MeIUaTpUIHATa yIIoTpeoa).

5.2 ®dapMakoKMHETHYHH CBOIicTBa

B cpaBuenue ¢ ecrectBenus GLP-1 cemarimyTua uma mo-IbiIbl MOIYKUBOT OT OKOJIO 1 ceamuiia,

KOETO T'0 MpaBH MOAXOMIIII 32 MOJKOKHO MPIIOKEHUE BEAHBK ceAMUYHO. OCHOBHUST MEXaHU3bM Ha
yAbIDKaBaHE € CBhP3BAHETO ¢ al0yMUHA, KOETO BOJIM 10 HaMalsiBaHe Ha ObOpEeYHMs KIUPBHC U
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mpearnasBa 0T MeTaboNIUTHO pasrpaxkaane. OCBEH TOBa CeMariyTH € CTaOWIM3UpaH CpelLy
pasrpaxnane ot ensuma DPP-4.

AGcopOuus

MakcuMaHaTa KOHIIEHTpalus ce Joctura ot 1 1o 3 aHu cnen no3upane. CTannoHApHA SKCITO3UIINS
ce poctura 4-5 ceaMuIy clie IPUIoKeHUE BeIHBXK cenMuyHo. [Ipu naruenTn ¢ quadet tui 2
CpeaHaTa KOHIICHTpAIHs B CTAIIMOHAPHO CHCTOSIHUE CIIS MOIKOXKHO Npuioxenue Ha 0,5 mg u 1 mg
CEeMarJIyTHI € MIPUOIU3UTEITHO chOTBETHO 16 nmol/l u 30 nmol/l. B m3nuTBaneTo, cpaBHABAIIO
cemariyTua 1 mg u 2 mg, cpefHUTE KOHIIEHTPAIMH MPU CTAIIIOHAPHO CHCTOSIHHUE ¢a CHOTBETHO

27 nmol/l u 54 nmol/l. Excriozuriusta Ha CeMariyTH/T Ce yBeIHYaBa MPONOPIUOHAIHO Ha /[03aTa MPH
no3u 0,5 mg, 1 mg u 2 mg. CxoHa eKCIIO3UITUS CE TTOCTUTA MTPH MOJAKOXKHO MPUIIOKEHHE Ha
CceMarJiyTHa B KopeMa, OeIpoTo WIIM B TOpHATA YacT Ha pbKkaTa. AOCOIOTHATa OMOHAIMIHOCT Ha
MOAKOXKEH ceMartyTun € 8§9%.

Pasnpenenenue
CpenHusaT 00eM Ha pa3npeAeiicHHe Ha CEMarTyTHT CJIC] MIOAKOXKHO MPHIIOKEHHUE MTPH MAIUCHTH C
nuadet tar 2 ¢ npudnmsurenHo 12,5 1. CeMarmyTi ce cBbp3Ba €KCTEH3UBHO C TUTA3MEHUS allOyMUH

> 99%).

Metabomnzsm/6MoTpanchopMalus

[penu na ce ekckpeTnpa ceMariyTHI OCHOBHO ce MeTaboIM3upa upe3 MPOTEONUTHYHO pa3liernBaHe Ha
MENTUAHATA BEPHUTa U MOCIEBAII0 OeTa-OKUCICHHE Ha CTPAHUYHATA BEPUTa OT MACTHU KUCETHHU. B
MeTaboIM3Ma Ha CEMAarIyTH]I Ce OYaKBa Ja y4acTBa CH3UMbBT HeyTpanHa enjonentuaasa (NEP).

Ennmunupane

B uznutBaHe ¢ eIHOKpaTHA TOAKOXHA /1032 CEMArTyTH]], MAPKHUPaH C PaIiOAKTUBEH U30TOII, €
yCTaHOBEHO, Y€ MbPBUYHUTE MIBTUIIIA Ha EKCKPELUs Ha BEIeCTBaTa, CBbP3aHH ¢ MeTaboIu3Ma Ha
CeMariIyTuj, ca Ype3 ypuHarta U H3NPaXHEHUATA — TPUOIU3UTEIHO 2/3 OT Te3H BEIIECTBA CE OTICIAT
¢ ypunara u okoisio 1/3 ¢ manpaxuenusra. [lpubmuznrenno 3% ot go3ara ce oTxes KaTo HEMPOMEHEH
ceMarnyTuj ¢ ypuHara. [Ipu nauueHTs ¢ muabeT THIT 2 KITUPBHHCHT Ha CEMArIyTH/ € TPUOIU3UTEITHO
0,05 1/h. C monmyHBOT Ha eNTMMUHUPaHE TPUOTM3UTEIHO | ceMUIIAa CEMariIyTH]] OCTaBa B
KPBBOOOPAIIEHUETO OKOJIO 5 CEMHI CIIeT ToCIIeIHaTa J103a.

CneunanHa DomyJaanusa

Cmapuecka 8vb3pacm
Hannu ot npoyuBanus Qasa 3a, BKIIOYBAILIY MaEeHTH Ha Bb3pacT 20—-86 ronunu, moxkassat, 4e
BB3pACTTa HE OKa3Ba BIUSIHHUE BbPXY (papMaKOKMHETHUKATA HA CEMAariIyTH].

Ilon, paca u emnoc

[MomrbT, pacara (Os1a, YepHOKOkKA UK apO-aMEPUKAHCKA, a3UATCKa) U ETHOCHT
(maTMHOAMEpPUKAHCKH, HE TATHHOAMEPUKAHCKN) HE OKa3BaT BIHSHUE BbPXY (apMaKOKHHETHKATa Ha
CeMarIyTHI.

Tenecrno meano

TemecHOTO Termo okas3Ba BIUSHIE BHPXY €KCIIO3UIUATA HAa ceMariTyTH/. 110-BHCOKOTO TeIecHO Tero
BOJM IO TIO-MaJIKa eKcro3unus. Paznuka B TenecHOTO Terio oT 20% Mexay OTACTHU Xopa IIe J0Bee
710 pasiMKa B eKcro3unusTa npuonusurento 16%. Hosute cemarnytun 0,5 mg u 1 mg ocurypsiBat
JIOCTaThYHA CUCTEMHA EKCIIO3UITHS B AMAa30H Ha TejaecHoTo Terio 40-198 kg.

Bvbpeuno yepeaxcoane
BBrOpeuHoTO YBpexkIaHe He OKa3Ba KJIMHUYHO 3HAYNMO BIHSHUE BbPXY (hapMaKOKHHETHKATA Ha
cemarmyTua. ToBa € YCTAaHOBEHO ¢ €IMHIYHA 7032 ceMarayTua 0,5 mg Mpu MalueHTH ¢ pa3inaHa
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cTerneH Ha OBOpeYHo yBpexknaHe (JIEKO, yMEPEHO, TeKKO WM MAlUeHTH Ha IHAJIN3a) B CPABHEHHE C
YYacCTHHIM C HOpMaiHa Ob0peyHa GpyHKius. ToBa € yCTaHOBEHO ChIIO U 110 JaHHH OT MPOYYBaHHS
¢aza 3a 3a yuactHUIHM ¢ 1uaber THI 2 U OBOPEUHO YBpEkKAaHe, BHIIPEKH Y€ ONUTHT MPH MAIHEHTH C
TepMHUHAJIHA OBOpEUHa HEAOCTATHYHOCT € OrPaHHYCH.

Yeprodpobmo yepesicoane

UepHOIpOOHOTO YBPEXkKAaHE HE BIIUSC 110 HUKAKhB HAYUH BbPXY CKCIIO3UIIMATA HA CEMArayTH.
dapMakOKWHETHKATa HA CEMArIyTH]I € OIICHCHA B U3IIMTBAHE C €AHOKpaTHA 7032 ceMaraytua 0,5 mg
MIpH MAITUEHTH C pa3INdHa CTETIeH Ha YepHOAPOOHO yBpexkIaHe (JeKo, yMEpPEHO, TeXKKO) B CPaBHEHNE
C YYaCTHUITU C HOPMaJTHA YePHOAPOOHA (DYHKITHS.

THeouampuuna nonyiayus
CeMariayTu[ He € U3CJICIBAH B ITeIUATPUYHA TIOTYJIaITHs.

Hmynozennocm
Pa3BuTue Ha aHTHCEMAaryTU] aHTUTENA MIPH JICUSHHE ChC ceMartyTul 1| mg u 2,4 mg Bb3HUKBA HE

4ecTo (BXK. TOUKa 4.8) M OTTOBOPHT M3TJICK/Aa HE OBIHsIBAa (PapMaKOKHHETHKATA HAa CEMAaTTyTHI.
5.3 IpenkJMHUYHHU JAHHHU 32 0€30MACHOCT

HpeZ[KJ'II/IHI/ILIHI/ITe JaHHHU HC ITIOKa3BaT oco0eH PHUCK 3a XOpaTa Ha 0asa Ha KOHBCHIIMOHAJTHUTC
q)apMaKOJ]OFI/IIJHI/I HU3IHUTBAaHUA 3a 6C3OHaCHOCT, TOKCUYHOCT IIPpYU MHOT'OKPATHO IpHUJIarane ujiin
TCHOTOKCHUYHOCT.

Henerananure Tupeongau C-KIeTHYHU TYMOPH, HAOI0OJaBaH! MIPH TPHU3adH, ca eeKT Ha Kiaca 3a
GLP-1 penenTopHuTe aroHUCTH. B 2-TOMUIITHY MPOYYBaHUS 32 KaHIIEPOTCHHOCT IIPH INIHX0BE U
MUIIKH CEMariTy TH]] IPUYHHSABA TUPEOUIHN C-KIETHYHNA TYMOPY NPU KIMHHYHO 3HAYNMH
excrio3unnu. He ca HaOmrogaBaHu Jpyry TYMOPH, CBBP3aHU ¢ JieueHUeTo. C-KIICThUHUTE TYMOPH IIPH
IpU3ayy ce MPUYUHIBAT [0 HETCHOTOKCHYEH, crieruduyaeH, meauupan ot GLP-1 pernenropa
MEXaHU3bM, KbM KOWUTO TPU3aYUTE ca 0COOEHO UyBCTBUTEIHHU. CMsTa ce, Y€ 3HAYNMOCTTA IIPH XOpa €
MaJIka, HO He MOJKe J1a Ce M3KJIFOYN HAIThJIHO.

B npoyuBanus Ha ¢epTHIMTETA IIPH IUTBXOBE CEMAariyTUA He BIIHsIe BbPXY CIIOCOOHOCTTA 32
pasMHOXKaBaHe WK (epTHIINTETa HA MBXXKUTE HHAUBUIM. [IpH KEHCKH TUIBXOBE ca HAOJI01aBaHH
yIbJDKaBaHe Ha €CTPAJHUS LUKBI U ¢1abo HamaisBaHe Ha COrpora lutea (oBynauuu) npu 1034,
CBBP3aHU ChC 3ary0a Ha MaifuMHOTO TEJNECHO TEIJIO.

B npoyuBanus 3a emOpuo-(heTanHo pa3BUTHE MPH ITHXOBE CEMATTyTH| IPUIHHSIBA
eMOPHUOTOKCHUYHOCT TIPH €KCITO3UIIMH 0T KIMHUYHO 3HaYnMuTe. CeMariyTHI BOAH 10 3HAYUTEITHO
HaMaJIsIBaHEe HA MAWYMHOTO TEJIECHO TETJIO, KAKTO M Ha MPEKUBSIEMOCTTA U PACTEKA HA eMOPUOHHUTE.
[Ipu 3apoaurim ce HAOIOIaBAT TEKKU CKEICTHU M BUCIICPATHU Mali(hOpMAIIUH, BKIFOYUTEITHO e(heKTH
BBPXY ABJITUTE KOCTH, pe6paTa, MPEIIJICHUTEC, OllalllkaTa, KPbBOHOCHUTE CbA0OBC U MO3BYHUTE
BEHTPUKYJIH. MeXaHUCTHYHUTE OIICHKH ITOKa3BaT, 4€ eMOPHOTOKCHYHOCTTA BKITIOYBA MEAMHUPAHO OT
GLP-1 perntenitopa yBpexaaHe Ha CHaOIBaHETO Ha eMOPHOHA ¢ XpaHUTEITHH BEIMIECTBA OKOJIO
KBIThUHATA TOpOMUKa. [lopanu pa3nuuusara B aHATOMUATA U GYHKIIMOHUPAHETO HA KBIThUHATA
TOpOMYKA MIPU OTJISITHUTE BUJIOBE, KAKTO U MOPaJu HeocTaThuHaTa ekcrpecust Ha GLP-1 penenrropa
B XKXBJITbYHATa T0p61/1q1<a Ha HG‘IOBCKOHOL{O6HI/I npuMmaty, C€ cuuTra, 4€ HiaAMa rojisiMa BEpOATHOCT 3a
3HAYMMOCT Ha TO3W MEXaHU3bM IIPH XopaTa. Bbrpeku ToBa He Moxke Ja ObJie U3KITIOUEH MPSK ePeKT
Ha CeMariyTHI BbpXy (deryca.

B npoyuBaHus 3a TOKCHYHOCT BbPXY Pa3BUTHETO Ha 3alIM U IBJITOOMAIIATH MaKaly ce HabJIro1aBaT
mo-vecTa 3ary0a Ha Iu1o/ia ¥ ¢1a0do MOBHUILEHa YeCTOTa Ha ()eTaTHN aHOMAaJIMU TIPU KITMHUYHO
3HaAa4YMMH €KCIIO3UIINU. PC3yHTaTI/ITC CBhOTBCTCTBAT HA 3HAUYUTCIIHOTO HaMaJIIBaHE Ha TE€JICCHOTO TCIJI0
Ha Maiikata ¢ 10 16%. He e u3BecTHO nanm Te3u eeKTH ca CBbP3aHM C TIOHM)KEHaTa KOHCyManus Ha
XpaHa OT MaifkaTta kKato mpsk epekt or GLP-1.
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OLIGHGHI/I CC MOCTHATAJIHUAT PACTCIK U PA3BUTHUC IIPHU ABJITOO0NaAIIaTy MaKalu. HOBOpOILeHI/ITe ca
MaJIKO IMO-MaJIK1 IIPpU paKAaHE, HO C€ Bb3CTAHOBABAT B IICPHO/Ja HA JIAKTALIHA.

HpI/I IOBCHUJIHU ITINITBXOBE CEMarityTua 3a0aBsl ITOJIOBOTO CBh3pABaHC, KaKTO IIPU MBXKUTEC, TaKa U IIPpU
JKEHCKUTE MHAMBHIU. TOBa 3a0aBsiHE HAMA BJIMSHUE KAKTO BHPXY (PEPTHIIMTETA U PENPOIyKTUBHATA
CIOCOOHOCT TIPH JIBaTa I0J1a, Taka U BEPXY CIIOCOOHOCTTA 32 3arma3BaHe Ha OpEeMEHHOCTTA IpH
KECHCKHUTE.

6. DAPMALEBTUYHHU JAHHHAU

6.1 Chnucbk Ha MOMOIIHUTE BelIeCTBA
Hunatpues docdar nuxuapar

[ponunenriukon

®deHon

XopoBoOpOIHA KACETHHA (32 Kopekiusa Ha pH)
Hatpues xunpokcun (3a kopekius Ha pH)

Bona 3a nHxexum

6.2 HecbBMeCTHMOCTH

[Ipu nurica Ha MpoyYBaHUS 32 CHBMECTHMOCTH TO3H JIEKAPCTBEH MPOAYKT He TpsiOBa Ja ce cMecBa ¢
JIPYTH JIEKapCTBEHH MPOIYKTH.

6.3 Cpok Ha rogHocT

IIpenu ObPBOTO U3IOJI3BAHE

Ozempic 0,25 mg, 0,5 mg, I mgu2mg
3 roauHH.

Crnel IbpBOHAYAIIHO OTBapsHE

Cpok Ha TOAHOCT 10 BpeMe Ha ynoTpeba: 6 ceIMHIN.

Ja ce cexpansBa nox 30 °C wim B xmagmiauK (2 °C—8 °C). He 3ampazsBatite Ozempic. KoraTo He
W3IIONI3BATE MUCAJKaTa, ChXPaHsIBalTe 5 C MOCTAaBeHa Kalayka, 3a Ja ce Mpela3u OT CBETIHHA.

6.4 CroenmuajHu yCJI0BHS HA CbXpaHeHHe

Ja ce cbxpansBa B xnaauiHuk (2 °C-8 °C). Jla ce chxpaHsBa jajed OT OXJIKIAIIUS CIIEMEHT.
He 3ampassBaiire Ozempic.

CBXpaHHBaﬁTG nmucajikaTta ¢ IoCTaBCHa Kallayka, 3a Ja C€ npc/amna3n OT CBCTIMNHA.

3a yciioBUATa Ha ChbXPAaHEHHUE CJIC IbPBOHAYAIHO OTBAPSIHE HA JIEKAPCTBCHHS IIPOAYKT BUXKTE
TOuKa 6.3.

6.5 Bwuau chbabp:kaHUHe HA ONAKOBKATA

Crokien natpoH 1,5 ml unu 3 ml (ctekito tun I), 3aTBOpeH B eqMHUS Kpail ¢ TyMEHa 3aIlyllaika
(xopoOyTHIT), a B Ipyrusi — C alyMHHUEBA KalladyKa ¢ JAaMUHUPAH TYMEH JHCK
(6pomoOyTHn/nonuu3onpe). [1aTpoHbT € MocTaBeH B MPEABAPUTEIHO HAITBJIHEHA MTUCAIKa 32
€IHOKpaTHa yrnoTpeda OT MOJUIPOIIIIEH, TOJIMOKCUMETHIICH, TOTMKAPOOHAT M aKPUIOHUTPHUIT
OyTamueH CTHPCH.
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Buj Ha onakoBKaTa

Ozempic 0,25 mg uH#CEKYUOHEH pasmeop
Bcesika npeaBapuTenHO HaTbJIHEHa MUcalKa chabpxa 1,5 ml paszrBop, gocrassm 4 no3u no 0,25 mg.
1 mpenBapuTETHO HAITBJTHEHA TTHCANTKa U 4 UTJH 3a eqHOKpaTHa ynotpeda NovoFine Plus

Ozempic 0,5 mg unsicekyuoneHn pasmsop

1,5 ml: Besika mpeBapuTeIHO HaITbJIHEHA MUCAKa chabpxa 1,5 ml pa3rBop, gocrassiy 4 103w 1o
0,5 mg.

1 mpeaBapuTETHO HAITBITHEHA THCANIKA U 4 UTTHU 3a eAHOKpaTHa ynoTrpedba NovoFine Plus

3 mpeaBapUTENHO HAITBJIHEHH MUCaNKU U 12 urim 3a egHokpaTHa ynorpedba NovoFine Plus

3 ml: Beska mpeiBapuTENTHO HAITBIHEHA TTHCAJIKa ChIbpika 3 ml pa3TBop, MocTaBAIl 4 T03H 110
0,5 mg.

1 mpenBapuTETHO HAITBJITHEHA TTHCANIKa U 4 UTJH 3a eqHOKpaTHa ynotpeda NovoFine Plus

3 mpeaBapUTETHO HAITBTHEHU MUCAIKHN B 12 Uriw 3a enHOKpaTHa yroTpeda NovoFine Plus

Ozempic 1 mg uncexyuoner pasmeop

Bcska mpeaBapuTeTHO HaITBIHEHA MHCANTKA ChIbPrKa 3 ml pa3TBop, goctassit 4 mo3u mo 1 mg.
1 mpenBapUTEIHO HAITbJIHEHA MTUCAIKA U 4 UTJIH 3a eqHOKpaTHa yrotpeda NovoFine Plus

3 mpenBapuUTETHO HAITBIHCHU MTUCANKU U 12 urim 3a enHokparHa ynorpeda NovoFine Plus

Ozempic 2 mQ unsicekyuonen pazmeop

Bcesika npeiBapuTeNIHO HATbJIHEHA MUCANIKa Chabpka 3 ml pa3TBop, A0CTaBsIl 4 1031 1Mo 2 mg.
1 mpenBapuTETHO HAITBTHEHA TTHCANTKa U 4 UTJH 3a eqHOKpaTHa ynotpeda NovoFine Plus

3 mpeaBapUTETHO HAITBTHEHU MUCAIKH B 12 Uriw 3a enHOKpaTHa yrotpeda NovoFine Plus

He Bcrukm BuoBe OMakoBKH MOTat a ObAaT MyCHATH B PoJaxoa.

6.6 CnenuaJHu nmpeanasHu MepKH NPH U3XBHPJIsiHE U padoTa

[TanmenTure TpsiOBa na ObAAT MOCHBETBAHU /14 U3XBBPIIAT UIJIUTE CIIE]] BCSIKA MHXKEKLUS U A
ChXpaHsBAaT IKcankara 0e3 IocTaBeHa uriia. ToBa MOXe Aa IpeA0TBpaTH 3allyIlIBaHe HA UIJINTE,
3aMbpcsiBaHe, HHMEKIH, U3THYaHe Ha Pa3TBOP U HETOYHO JJO3HPAHE.

[Mucankara e npenHa3Ha4yeHa 3a ynoTpeda caMo OT €AMH YOBEK.

Ozempic He TpgOBa /1a ce U3MO0I3Ba, aKO HE M3TJIeKaa ONCThP M OE3I[BETEH MM MTOYTH OE31IBETEH.
Ozempic He TpsOBa Aa ce U3ION3Ba, aKO € OMJI 3aMpa3sBaH.

Ozempic MOXe J1a ce TIpuJIara ¢ UM 3a exHokpaTtHa yroTpeda 30G, 31G u 32G ¢ apwkuHa 10 8§ mm.
Hewusnon3BaHusT nekapcTBeH NPOAYKT U APYTUTE OTHAIbUHI MaTepHalii TpAOBa J1a ce U3XBBPJIIT B
CHOTBETCTBHE C MECTHUTE N3UCKBAHMUI.

7. HOPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd
Hanust
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8. HOMEPA HA PABPEHIEHHUETO 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

9. JATA HA ITBbPBO PA3PEIIABAHE/TIO/JTHOBABAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

JHara Ha mepBo paspemasane: 08 dhespyapu 2018 r.
[Hata na nmociennoto nognossiBane: 21 centemspu 2022 1.

10. JATA HA AKTYAJINBUPAHE HA TEKCTA

IToapo6Ha nHGOpMAITHS 32 TO3W JIEKAPCTBEH MPOAYKT € IIpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 10 JieKapcTBaTa http:/ www.ema.europa.eu.
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MPWJIOKEHME I
A.  NPOU3BOJUTEJ HA BUOJIOTHMYHO AKTUBHOTO
BEIIECTBO U IPOU3BOJUTEJ, OTTOBOPEH 3A
OCBOBOK/IABAHE HA IAPTUIU

b. YCJIOBUSA NN OT'PAHUYEHUSA 3A TOCTABKA 1
YIIOTPEBA

B. APYI'N YCJIOBUSA N UBUCKBAHUSA HA
PASPEHIEHUETO 3A YIIOTPEBA

I. YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA "

E®EKTHUBHA YIIOTPEEA HA JJEKAPCTBEHMSI
MPOAYKT
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A. TIPOU3BOJUTEJI HA BUOJIOI'MYHO AKTUBHOTO BEIIECTBO 1
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

HMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTUYHO AaKTUBHOTO BCIICCTBO

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Jaaus

HMe u agpec Ha IPOU3BOAUTENS, OTTOBOPEH 3a OCBO60)K,Z[aBaH€ Ha NapTuamTe

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

Novo Allé

DK-2880 Bagsveerd

Hanus

Ozempic / mg
Novo Nordisk A/S

Novo Allé
DK-2880 Bagsverd
Janaus

Novo Nordisk Production SAS

45, Avenue d’Orléans

28000 Chartres

®paHuus

[TeyaTHaTa JTUCTOBKA HA JIGKAPCTBEHUS MTPOAYKT TPIOBa J1a ChIbpKa MMETO U ajpeca Ha
MIPOU3BOMTES], OTTOBOPEH 32 OCBOOOKIaBAHETO HA ChOTBETHATA MAPTHU/IA.

b. YCJIOBUSA WJIN OI'PAHUYEHUS 3A JOCTABKA U YIIOTPEBA

JlexkapCTBEHUSAT MPOIYKT C€ OTITyCKa IO JIEKAPCKO MPEIITUCAHHE.

B. APYI'U YCJIOBUSA U U3UCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. Iepuoguunu aKkTyaJau3upanm aokaaau 3a oezonacuoct (ITAJIB)

NsuckBanusTa 3a nojgaBade Ha [TAJIb 3a To3u nekapcTBEH MPOAYKT ca IOCOYEHU B CIIUCHKA C
pedepentauTe natu Ha EBpomnetickus cpro3 (EURD criuchk), mpensunes B wi. 1078, an. 7 oT

HupexruBa 2001/83/EO, 1 BbB BCHUKH CIIeIBAIIN aKTyaJIM3allH1, ITyOJUKYBaHH HA €BPOIEHCKHS
yeOmnopran 3a JiekapcTaa.

r. YCJI0BUA UWJIHN OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS ITPOAYKT

. IInan 3a ynpaBiaenue Ha pucka (ITYP)

[IpurexarensT Ha pa3pemniernero 3a ynorpeda (IIPY) tpsabsa na u3BbpIiBa H3UCKBAHUTE AEHHOCTH U

JeWCTBYS, CBBP3aHH C MPOCICsIBaHE HA JIeKapcTBeHaTa 0€301MacHOCT, MocoueH! B oo00penus [1YP,

npencrased B Mozyn 1.8.2 Ha pa3pelieHueTo 3a ynorpe0da, KakTo U BbB BCUUKH CJICABALIN 0JJ00pEHH
akTyanusauuu Ha [TYP.
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Axrtyamusupad [1YP Tps6Ba na ce momana:

. 10 MCcKaHe Ha EBponeiickara areHnuys 1o jekapcraara

. BUHArM, KOraTo ce U3MEHs CHCTeMara 3a yIpaBleHHe Ha PHCKa, 0OCOOCHO B pe3yiTaT Ha
NOoJy4aBaHe HAa HOBa HH(POPMALUS, KOSTO MOXKE J1a I0BeIe 10 3HAUUMH [IPOMEHHU B
CHOTHOILECHUETO I0JI3a/PUCK, WIN KaTO PE3yJTaT OT JOCTUTaHe Ha BaXKEH €Tall (BbB BPB3Ka C
IpocIesiBaHe Ha JIeKapCcTBEHaTa Oe30MMacHOCT WX CBEXK/IaHE Ha PUCKA IO MUHUMYM).
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NNPUJIOKEHUE 111

JAHHU BBPXY OITAKOBKATA N JINCTOBKA
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A. IAHHHA BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS

1. HNME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 0,25 mg MHXEKIIMOHEH pa3TBOP B MIPEABAPUTEIHO HAITBIHEHA ITHCATKA
CceMariyTua

2. OBSBABAHE HA AKTUBHOTO BEHIECTBO

Besika no3a (0,19 ml) eceabpixa 0,25 mg cemarmyTun (1,34 mg/ml),

3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

nuHATpUeB Gocdar AUXUAPAT, TPONMICHTIIMKON, (EHOI, XJIOPOBOAOPOIHA KHCEINHA/HATPUEB
XHIApOKcH] (3a Kopekust Ha pH), Boaa 3a mmxekuy. BipkTe AucTOBKATa 3a MoBeYe HHPOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HWHKCKIIUOHECH pPa3TBOP

1x 1,5 ml mucanka u 4 urnm 3a eqHOKpaTHa yHoTpebda (4 mo3u)

5. HAYUH HA ITPUWJIOKEHUE U ITBT HA BBBEXKJIAHE

IIpenu ynorpeba npodereTe JIUCTOBKATA.
BEIHBXK CEIMUYHO

M3non3BaiiTe ceMariayTua BEAHBX CEAMUYHO
3anuieTe qeHs OT CeIMUIIaTa, KOWTO CTe M30pay 3a WHKEKTHPaHe |
HNmkekTnpax cemMuIHaTa CH 103a Ha CIICTHUTE TaTH

MOAKOXHO MPUIIOKCHUC

OTtBoOpeTe Tyk

ITopauruere Tyk

6. CHHEHNUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT IIOTI'JIEJA U JOCEI'A HA JEIIA

Ja ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 34 JICTIa.
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| 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

He cpxpansBaiiTe mucaikaTa ¢ TOCTaBEeHa HIJIA.
[IpennazHavyen camo 3a WHAMBHIyallHAa yroTpeoda.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I/I3XB’BpJ'IeTG mucajikara 6 ceaAMUIIM CJIEA ITBPBOTO U3MOJI3BAHE.

| 9. CIIEIMAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cpxpaHsABa B XJaAUIHUK. [la He ce 3ampa3ssBa.
Crnen mbpBOTO U3MOJ3BaHe chxpaHsBaiiTe nucankara noa 30 °C. Jla He ce 3ampa3siBa.
CpxpaHnsBaiiTe nucankara ¢ IOCTaBeHa Kalayka, 3a Ja ce MPEela3y OT CBETJIMHA.

10. CIENUAJHU NPEAITASHU MEPKHU ITPU U3XBBPJIIAAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3BUCKBAT TAKHUBA

11. HUME U AJJPEC HA TIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

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

| 12. HOMEPA HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/002

13. TAPTHUJAEH HOMEP

ITaptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. VKA3AHMSI 3A YIIOTPEBA

| 16. HMH®OPMAIIMS HA BPAMJIOBA A3BBYKA

Ozemnuk 0,25 mr
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| 17. YHMKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIOYEH YHUKaJICH HACHTH()HUKATOP

| 18. YHUMKAJIEH WAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EANVHUYHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA

1. NME HA JIEKAPCTBEHUSA IMTPOAYKT U IIbT HA BBBEXK/JIAHE

Ozempic 0,25 mg umxeKus
ceMariayTu
MOJKOKHO TIPHIIOKEHHE

2. HAYMH HA ITIPNJIOKEHUE

BEAHBIK CCAMUYHO

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'oneu no:

4. IHHAPTUJAEH HOMEP

[TapTuna:

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHULIN

1,5ml
(4 mo3m)

| 6. JPYIO

Novo Nordisk A/S
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JAHHHU, KOUTO TPABBA JA CbJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS

1. HNME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 0,5 mg HHKEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAIThIIHEHA ITHCAIKA
CceMariyTua

2. OBSBABAHE HA AKTUBHOTO BEHIECTBO

Beska no3a (0,37 ml) eceaspika 0,5 mg cemaraytua (1,34 mg/ml),

3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

nuHATpUeB Gocdar AUXUAPAT, TPONMICHTIIMKON, (EHOI, XJIOPOBOAOPOIHA KHCEINHA/HATPUEB
XHIApOKcH] (3a Kopekust Ha pH), Boaa 3a mmxekuy. BipkTe AucTOBKATa 3a MoBeYe HHPOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HWHKCKIIUOHECH pPa3TBOP

1 x 1,5 ml mucanka u 4 urim 3a eTHOKpaTHA yHoTpeda (4 1031)
3 x 1,5 ml mucanku u 12 urim 3a egHOKpaTHa yrmorpeba (12 mo3w)

| 5. HAYMH HA ITPUJIOKEHUE U ITBT HA BBBEXJIAHE

[Ipenu ynorpeda mpovereTe JIUCTOBKATA.
BEIHBK CEIMUIHO

Wznon3Baiite cemarayTua BeIHBXK CEIMUIHO
3anuriere qeHs OT CeaIMHUIIATa, KOMTO CTE M30palii 3a WHKEKTHPaHE |
HmxekTnpax cemMUIHaTa CH J103a Ha CICTHUTE 1aTH

MOAKOXHO TIPHIIOKEHHE
OTBOpeTe TyK

[ToBouruere Tyk
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6. CHEHNUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NIPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TIELIA

I[a C€ CbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a JCIa.

| 7. APYI'U CHEHNUAJIHU TPEAYIPEXIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTa ¢ IOCTaBeHa UTJa.
[IpennazHavueH camo 3a HHAMBHIyallHa yroTpeoa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I/I3XB’BpJ'ICT6 nucajikara 6 ceaAMUIIM CJICA ITBbPBOTO U3IIOJI3BAHC.

| 9. CIHEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cbxpaHsBa B XnaauiHUK. [{a He ce 3ampassiBa.
Cren TbpBOTO M3MOJI3BaHE ChXpaHsBaiiTe mucankara mox 30 °C. Jla He ce 3aMpassiBa.
CrxpaHsBaiiTe mucaikara ¢ IOCTaBeHa Karadka, 3a J1a ce Mpena3u oT CBETINHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU IIPU U3XBBPJIAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvaerd
Hanus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/003 1 nucanka u 4 Wriv 3a eTHOKPAaTHA YIIOTpeOa
EU/1/17/1251/004 3 nucanku u 12 uriu 3a eqHOKpaTHa ynorpeba

13. TAPTHJIEH HOMEP

ITapTuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMALMS HA BPAIMJIOBA ABBYKA

Oszemmnuk 0,5 Mr

| 17. YHUMKAJIEH WIAEHTH®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3MepeH 0apKo[i C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

| 18. YHUMKAJIEH WIAEHTH®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUVHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA

| 1. HUME HA JIEKAPCTBEHUSA INTPOAYKT U ITBT HA BbBEK/IAHE

Ozempic 0,5 mg umkexIus
ceMariyTh I
TOJIKOKHO TIPHITOKEHHE

2. HAYMH HA ITIPNJIOKEHUE

BEIHBX CEAMUYHO

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. INAPTUJAEH HOMEP

ITaptuna:

| 5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

1,5ml
(4 mo3n)

| 6. JPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPABBA JA CbJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUS

1. HNME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 0,5 mg HHKEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAIThIIHEHA ITHCAIKA
CceMariyTua

2. OBSBABAHE HA AKTUBHOTO BEHIECTBO

Bceska no3a (0,74 ml) ceaspka 0,5 mg cemaraytua (0,68 mg/ml),

3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

nuHATpUeB Gocdar AUXUAPAT, TPONMICHTIIMKON, (EHOI, XJIOPOBOAOPOIHA KHCEINHA/HATPUEB
XHIApOKcH] (3a Kopekust Ha pH), Boaa 3a mmxekuy. BipkTe AucTOBKATa 3a MoBeYe HHPOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HWHKCKIIUOHECH pPa3TBOP

1 x 3 ml mucaska u 4 urim 3a eqHOKpaTHA yIIoTpeda (4 1031)
3 x 3 ml nmucasnku u 12 urnm 3a eaHOKpatHa ynorpebda (12 mo3n)

| 5. HAYMH HA ITPUJIOKEHUE U ITBT HA BBBEXJIAHE

[Ipenu ynorpeda mpovereTe JIUCTOBKATA.
BEIHBK CEIMUIHO

Wznon3Baiite cemarayTua BeIHBXK CEIMUIHO
3anumiere qeHs OT CeaIMHUIIATa, KOMTO CTe M30palii 3a HHKEKTHPaHE |
WmxekTupax cemMUIHaTa CH J103a Ha CICTHUTE aTH

MOAKOXHO TIPHIIOKEHHE
OTBOpeTe TyK

[ToBouruere Tyk
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6. CHEHNUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TIELIA

I[a C€ CbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a JCIa.

| 7. APYI'U CHEHNUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTa ¢ IOCTaBeHa UTJa.
[IpennazHavueH camo 3a WHAMBHIyallHa yroTpeoa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I/I3XB’BpJ'ICT6 nucajikara 6 ceaAMUIIM CJICA ITBbPBOTO U3IIOJI3BAHC.

| 9. CIHEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cbxpaHsBa B XnaauiHUK. [{a He ce 3ampassiBa.
Cren mbpBOTO M3MOJ3BaHE ChXpaHsaBaiiTe mucankara mox 30 °C. Jla He ce 3aMpassiBa.
CrxpaHsBaiiTe mucaikara ¢ IOCTaBeHa Karadka, 3a J1a ce Mpena3u oT CBETINHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU IIPU U3XBBPJIAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvaerd
Hanus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/012 1 nucanka u 4 Wiy 3a eTHOKPAaTHA YIIOTpeOa
EU/1/17/1251/013 3 nucanku u 12 uriu 3a eqHOKpaTHa ynorpeda

13. TAPTHJIEH HOMEP

ITapTuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMALMS HA BPAIMJIOBA A3BYKA

Oszemmnuk 0,5 Mr

| 17. YHUMKAJIEH WIAEHTH®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3MepeH 0apKo[i C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

| 18. YHUMKAJIEH WIAEHTH®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHH, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EJUHUYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA

| 1. HUME HA JIEKAPCTBEHUSA INTPOAYKT U ITBT HA BbBEK/IAHE

Ozempic 0,5 mg umkexIus
ceMariyTh I
TOJIKOKHO TIPHITOKEHHE

2. HAYMH HA ITIPNJIOKEHUE

BEIHBX CEAMUYHO

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. INAPTUJAEH HOMEP

ITaptuna:

| 5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

3ml
(4 mo3n)

| 6. JPYTO

Novo Nordisk A/S
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JAHHHA, KOUTO TPSABBA JA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 1 mg WHXEKIIHOHEH Pa3TBOP B MPEJABAPUTEITHO HATBJIHEHA MHCAIKa
ceMariyTHs

2. OBSBABAHE HA AKTUBHOTO BEHIECTBO

Bcesika no3a (0,74 ml) ceabpxa 1 mg cemarayTun (1,34 mg/ml),

3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

nuHATpUeB Gocdar AUXUAPAT, TPONMICHTIIMKON, (EHOI, XJIOPOBOAOPOIHA KHCEINHA/HATPUEB
XHIApOKcH] (3a Kopekust Ha pH), Boaa 3a mmxekuy. BipkTe AucTOBKATa 3a MoBeYe HHPOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

HWHKCKIIMOHCH pa3TBOp

1 x 3 ml mucaska u 4 urium 3a eqHOKpaTHA yIIoTpeda (4 1031)
3 x 3 ml nucanku u 12 urnm 3a eaHOKpatHa yrnorpebda (12 mo3n)

| 5. HAYMH HA ITPUJIOKEHUE U ITBT HA BBBEXJIAHE

[Ipenu ynorpeda mpovereTe JIUCTOBKATA.
BEIHBK CEIMUIHO

Wznon3Baiite cemarayTua BeIHBXK CEIMUIHO
3anuriere qeHs OT CeaIMHUIIATa, KOMTO CTE M30palii 3a WHKEKTHPaHE |
HmxekTnpax cemMUIHaTa CH J103a Ha CICTHUTE 1aTH

IMMOJAKOXXHO MMPHUIIOKCHHUE
OTBOpETE TYK

IToBauruere Tyk
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6. CHEHNUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUSAT NIPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TIELIA

I[a C€ CbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a JCIa.

| 7. APYI'U CHEHNUAJIHU TPEAYIPEXIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTa ¢ IOCTaBeHa UTJa.
[IpennazHavueH camo 3a HHAMBHIyallHa yroTpeoa.

| 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I/I3XB’BpJ'ICT6 nucajikara 6 ceaAMUIIM CJICA ITBbPBOTO U3IIOJI3BAHC.

| 9. CIHEHHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja ce cbxpaHsBa B XnaauiHUK. [{a He ce 3ampassiBa.
Cren mbpBOTO M3MOJ3BaHE ChXpaHsaBaiiTe mucankara mox 30 °C. Jla He ce 3aMpassiBa.
CrxpaHsBaiiTe mucaikara ¢ IOCTaBeHa Karadka, 3a J1a ce Mpena3u oT CBETINHA.

10. CHEIWMAJIHU ITPEAITASHU MEPKHU IIPU U3XBBPJIAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvaerd
Hanus

12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/005 1 nucanka u 4 Wriv 3a eTHOKPAaTHA YIIOTpeOa
EU/1/17/1251/006 3 nucanku u 12 uriu 3a eqHOKpaTHa ynorpeda

13. TAPTHJIEH HOMEP

ITapTuna:

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA
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| 16. MH®OPMALMS HA BPAIMJIOBA ABBYKA

Osemmuk 1 Mr

| 17. YHUMKAJIEH WIAEHTH®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3MepeH 0apKo[i C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

| 18. YHUMKAJIEH WIAEHTH®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IIPEJABAPUTEJIHO HAITBJIHEHATA ITNCAJIKA

1. NME HA JIEKAPCTBEHUSA ITPOAYKT U ITbT HA BBBEXK/JIAHE

Ozempic 1 mg umKexIus
ceMariTyTh I
MOJIKOYKHO TIPHIIOKEHHE

2. HAYUH HA ITIPNJIOKEHUE

BEAHBIK CCAMUYHO

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

[Taptuna:

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHULIN

3ml
(4 mo3m)

| 6. JIPYTO

Novo Nordisk A/S
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JAHHHA, KOUTO TPSABBA JA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

| 1. HMME HA JIEKAPCTBEHUS ITPOAYKT

Ozempic 2 mg MHXEKIMOHEH Pa3TBOp B MPEIBAPUTEITHO HAITbIIHEHA MHCAJIKA
ceMariyTua

| 2. OBSIBABAHE HA AKTUBHOTO BEHIECTBO

Bceska no3a (0,74 ml) ceappika 2 mg cemarmytun (2,68 mg/ml),

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

TUHATPHUEB GocdaT TUXUAPAT, IPOIMICHIIINKOI, (heHOJI, XJIOPOBOAOPOIHA KHCEITHHA/HATPUCB
XUIPOKCcH] (3a Kopekust Ha pH), Boaa 3a mHxeKkIuy. BoKTe AMCTOBKATA 32 MOBeYe MHPOPMAITHSL.

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHXXEKIIMOHEH Pa3TBOP

1 x 3 ml nucanka u 4 uriax 3a egHOKpaTHA yroTpeda (4 1031)
3 x 3 ml mucanku u 12 uriy 3a egHOKpaTHA yrmorpeba (12 mo3m)

| 5. HAYUH HA ITPUWIOKEHUE U ITBT(MUIIIA) HA BbBEK/IAHE

IIpenu ynorpeba npodereTe JIUCTOBKATA.
BEIAHBXK CEIMUYHO

M3non3BaiiTe ceMariayTua BEAHbX CEAMUYHO
3anuieTe qeHs OT CeIMUIIaTa, KOWTO CTe M30pay 3a WHKEKTHPaHe
HNmkekTnpax cemMuIHaTa CH 103a Ha CIICTHUTE TaTH

MIOJIKOKHO TPHIIOKCHHE
OTtBoOpeTe TyK

IToBauruere Tyk

6. CHHEHNUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT INIPOAYKT TPABBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT IIOT'JIEJA U JOCEI'A HA JELIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHIIHO 3a ACIA.
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| 7. JAPYI'U CHEHNUAJIHU TPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

He cpxpansBaiite nucankara ¢ IOCTaBeHa UIJIA.
[IpennasnaveH camo 3a MHAMBUIYaJHa yoTpeoa.

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

T'onen no:

M3xBbpieTe nmucankara 6 CeIMHIIH CIeA MEPBOTO U3IIOI3BAHE.

| 9. CIHEHUAJIHHU YCJIOBUS HA CbXPAHEHUE

[a ce chxpansBa B xJiaguiaHuK. J{a He ce 3ampassiBa.
Crnen mbpBOTO U3MO3BaHe chxpaHsBaiiTe nucankara nmoa 30 C. [la He ce 3ampassiBa.
CobxpansiBaiiTe NucalikaTa ¢ IOCTaBeHa Kalayka, 3a Jja ce MpeArna3u oT CBETINHA.

10. CHELMWAJIHU NPEAITAZHA MEPKMU IIPU U3XBBPJISIHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTITIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AAPEC HA IIPUTEXXATEJISA HA PASPELHHEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvaerd
Hanus

12.  HOMEPA HA PASPEHIEHUMETO 3A YIIOTPEBA

EU/1/17/1251/010 1 nucanka u 4 uriv 3a eTHOKpPaTHA yIoTpeda
EU/1/17/1251/011 3 nucanku ¥ 12 uram 3a eTHOKpaTHa yHnoTpeda

13. TAPTHUJAEH HOMEP

[TapTuna:

| 14, HAYMUH HA OTITYCKAHE

| 15. VKA3AHMSI 3A YIIOTPEBA

| 16. HMH®OPMAIIMS HA BPAMJIOBA A3BBYKA

O3eMIIMK 2 MT
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| 17. YHUMKAJIEH WIAEHTH®UKATOP — JIBYU3IMEPEH BAPKO/I

JByrn3mepeH 0apKoJi C BKIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18.  YHMKAJIEH WAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IIPEJABAPUTEJIHO HAITBJIHEHATA ITNCAJIKA

1. NME HA JIEKAPCTBEHUS ITPOAYKT U IIbT HA BBBEXK/JIAHE

Ozempic 2 mg uHKEKITUsA
ceMariTyTh I
MOJIKOYKHO TIPHIIOKEHHE

2. HAYUH HA ITIPUJIOKEHUE

BEAHBIK CCAMUYHO

| 3. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

[Taptuna:

| 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHULIN

3ml
(4 mo3m)

| 6. JIPYTO

Novo Nordisk A/S
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b. IUCTOBKA
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JIucroBka: Uudopmanus 3a nanueHTa

Ozempic 0,25 mg nHKeKIHOHEH Pa3TBOP B MPeIBAPUTETHO HANTbJIHEHA MHCAIKA
cemarnytua (semaglutide)

IIpoyeTeTe BHMMATETHO ISLJIATA JIMCTOBKA, MPeIH 1A 3aM0YHETE 1a U3M0J13BaTe TOBA

JIEKAPCTBO, Thil KATO T ChIAbP:KA BaxkHa 32 Bac undopmanus.

- 3anaszeTe Ta3u JUCTOBKA. MoxXe J1a ce HAJIOXKH J1a 51 IPOYETETe OTHOBO.

- AKO UMaTe HJKaKBH JOTBIHUTEITHA BBIIPOCH, ITONUTaiiTe Bamms mekap, dhapMmarieBT wim
MEIUITMHCKA CeCTpa.

- ToBa nekapcTBo ¢ npeanucano TuyHo Ha Bac. He ro mpeotcThnBaiiTe Ha npyru xopa. To Mmoxke
Jla UM HaBpeIly, HE3aBUCHUMO Ue MPU3HAIIUTE Ha TSIXHOTO 3a00JIIBaHe ca ChIHUTe KaTo BammTe.

- AKO TIOTy9IuTe HIKAKBH HEKEJIaHU peaKIlny, yBeaoMere Bammms nexap, ¢papmaneBT Win
MEJUIIMHCKA cecTpa. ToBa BKIIOUBA BCUUKH Bb3MOXKHU, HEOMCAHU B Ta3H JIMCTOBKA HEXEIAHU
peakuuu. Buxre Touka 4.

Kakso ChbABbpPiKa Ta3u JIMCTOBKA

1. KaxkxBo npencraBisaBa Ozempic u 3a KaKBO C€ U3I0OI3BA

2. KaxBo TpsibBa na 3naere, npenu Aa u3noassare Ozempic

3. Kak na nznonzsare Ozempic

4. Bb3M0XXHM HEXETaHU peaKklnu

5. Kak ma cwxpanssare Ozempic

6. ChabpkaHue Ha ONIAaKOBKATa M JOIBIHUTEIHA HHPOPMALTUS
1. Kaxkgo npeacraBiasasa Ozempic 1 3a KaKBO ce U3M0JI3Ba

Ozempic chabpika aKTUBHOTO BEIIECTBO ceMariayTu. To momara Jia ce MOHMKY KpbBHATA 3aXap B
opranu3ma Bu, camo Korato e TBbpe BUCOKA M MOJKE Ja IOMOTHE 33 MPEI0TBPaTsIBaHE HA ChPACYHO
3a00JIsIBaHe TMPH MAIMEHTH Che 3axapen aquadet tum 2 (3/]T2). Toii chio Taka momara zia ce 3a0aBu
BIIOIIABaHETO Ha ObOpeuHaTa QyHKIMs npu manueHTH che 3[T2 upe3 MexaHU3bM U3BBH
MOHMKaBaHETO HA KPhBHATA 3aXap.

Ozempic ce U3M0I3Ba 3a JICUCHUE HA BB3pacTHH (Ha Bb3pacT 18 rogunu u noseue) cve 3/T2, koraro
JeTaTa U yIpaXHEHHUATa HE Ca JOCTaThUHHU.

. CaMOCTOSITETTHO — KOTaToO He MOJKETe J1a M3MOA3BaTe MeT(HOPMHUH (JIpyTo JIEKapCTBO 3a AradeT)
nIn
. C IpyTH JIeKapcTBa 3a JuadeT — KOraTo Te He ca JOCTaTh4HH, 3a 1a KOHTPOJIUPAT HUBaTa Ha

KpbBHATa Bu 3axap. TakuBa morar Ja GL,HB.T JICKapCTBa, KOUTO IMpHUEMATE MPE3 yCcTaTa Win
HWHXXCKTHUPATC, HAIPUMCP UHCYJIUH.

BaxHo e 1a mpobiDKKTE TIIaHA CH 3a AWeTa M YIpaXHeHHs, KakTo Bu e kazan Bammsar nekap,

(hapMarieBT WM MEIUIIMHCKA CECTPa.

2. KaxkBo TpsoBa 1a 3HaeTe, mpeau Aa udnouassare Ozempic

He n3nosassaiite Ozempic

. aKo CT€ AJIEPTUYHH KbM CEMarIyTH/I WIH KbM HSIKOS OT OCTaHAJINTE ChCTaBKH HA TOBA
JeKapcTBO (M30pOeHH B TOUKA 6).

IpenynpexaeHus U Npeana3sHu MEPKH

T'oBopete ¢ Bammst mekap, ¢hapMareBT WM MEIUITTHCKA CECTpPa, TIPEIH JIa U3ITOI3BATE TOBA
JIEKapCTBO.
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Topa JICKapCTBO HE € CHIIOTO KaTO UHCYJIMH U Bue He Tpﬂ6Ba Ja o U3I10JI3BAaTEC, aKo:

. umare nuabet tun 1 — 3a0ossiBaHe, IPU KOETO OpraHu3MbT By 300110 HE MPOU3BEKAA
UHCYJINH;
. pasBuere AuabeTHa KeToau103a — yCJIOKHEHUE pU AuadeT, MpOTHYallo C BUCOKa KPbBHA

3axap, 3aTpyJAHCHO AUIIAHC, O6’LpKBaHC, MMPEKOMCPHA KaxKaa, CJIIaAbK MUPUC Ha AbXa UIIN
CJIaAbK UJIM METAJICH BKYC B yCTara.

OzempiC HE € UHCYJIMH U TOpaJikd TOBA HE Tpﬂ6Ba J1a C€ U3M0JI3Ba KaTO 3aMECTUTCII Ha MHCYJINHA.

Ako 3Haerte, ye Bu mipencton ormeparius, mpy KOsTO 1mie ObIeTe 0T aHSCTe3Us (B CIAIIO ChCTOSHUE),
TpaOBa Ja kaxxeTe Ha Bamms nekap, ue cre Ha jieueHue ¢ Ozempic.

Edextn BbpXy XpaHOCMMIIATEIIHATA CHCTEMA

[To Bpeme Ha JeUEHHETO C TOBA JIEKAPCTBO MOXe 1a Bu ce mopnura (rajgeHe) win ga uMarte
TTOBPBINaHe WK nuapus. Te3n HexkeTaH! peaKIMy MOoTaT J1a IPHIHHAT JeXuapaTarus (3aryoa Ha
TEYHOCTH). BaxHO € Ja mueTe 0O0MIHO KOJIMYECTBO TEUHOCTH, 3a J1a IPEIOTBPATUTE JCXUIpaTaIlHs.
ToBa e ocobeHO BaxxHO, ako UMaTe rmpodsieMu ¢ ObOpenure. ['oBopere ¢ Bamus nekap, ako umare
HSKAKBY BBIIPOCH WITA TIPUTCCHECHHUS.

Cunna u OPpOABJDKHUTEIHA KOPEMHA 6OJ'IK.’:1, KOATO MOKE aa C€ IBbJI’KH Ha OCTHP MAaHKPCATUT

AKO MMare CHJIHA U TPOIBDKATETHA 00IKa B 001aCTTa Ha cTOMaxa, He3a0aBHO OTHPCETE JIeKap, Thid
KaTo T4 MOJKE J1a € IPU3HAK Ha OCThp MaHKpeaTHT (BB3MaJieH MaHkpeac). Mo BIKTe ToUKa 4 3a
MIpeIynpeANTETHATE TIPU3HAIY 32 Bh3MaJIEH ITaHKpeac.

Hucka kppBHA 3axap (XHOOTIUKEMHUS)

KomOunupanero Ha cynpoHUITypeHN IPON3BOAHH UM HHCYJIMH C TOBA JICKAPCTBO MOXKE A2 YBEIHYH
pHUCKa OT IOHM)KaBaHe Ha HUBATa Ha KpbBHATA 3axap (XUMOTIMKeMHUs ). MOJIs, BUXKTE Touka 4 OTHOCHO
NpeynpeaAUTETHATE TIPU3HAIM 32 HUCKY HHMBA Ha KpbBHaTa 3axap. Bamusr nexap moxxe na Bu
Ha3Ha4M Jia ce u3cje/BaT HUBaTa Ha KpbBHaTa Bu 3axap. ToBa e My MOMOTHE J1a ONIpEENH Jallu
Jl03aTa Ha CcyJI()OHWITYPEHHOTO IIPOU3BOAHO WM MHCYJIMHA TPSAOBaA Aa ce IPOMEHH, 3a Ja CE IOHMXHU
PHUCKBT OT HUCKA KpBhBHA 3aXap.

3aboJsiBaHE HAa OYMTE BCIEACTBHE HA NHa0ET (PDETHUHOIIATHS)

AKo uMmare 3a00J1s1BaHe HA OUKTE BCJICACTBUC HA I[I/Ia6eTa 1 U310JI3BaTC UHCYJIMH, TOBA JICKApCTBO
MOXKE ga JOBCAC N0 BJIOIIaBaHC HA Bameto 3PCHUC U TOBA MOXKC J1a HAJIOXKU JICUCHHC. HH(l)OpMHpaﬁTe
JICKaps CHU, akO UMate 3a00JIIBaHE HA OUUTE BCJICACTBHC Ha z[Ha6eTa HJIN aKO 110 BpEME€ Ha JICYCHUCTO
C TOBa JICKAPCTBO MOJIYUHUTEC HpO6J'ICMI/I c ounte. B cnyqaﬁ 4€ nMaTe NMOoTCHIAaIHO HECTAOMIIHO
3a00JIIBaHE HA OUUTE BCJIICACTBUEC HaA ,Z[I/Ia6CT, HE CC IPCTIOPHUBA a U3IOJI3BATC OzempiC 2 mg.

Jleua v roHoOImIN
ToBa nekapcTBO HE Cce MpernopbYBa MPH JIela U FOHOIIY Ha Bb3pacT noja 18 roaunu, Thi KaTo
Oe3omacHOCTTa U e()UKACHOCTTA IPU Ta3H BH3pacTOBa IPyIia BCE OIe HE Ca YCTAHOBEHH.

Apyru nexapcrBa u Ozempic

Tps6Ba na xaxere Ha Bamus nekap, GpapmaneBT ninm MeIUIMHCKA CECTpa, aKo IIpUeMare, HaCKOpo CTe
[IpUeMalIy WiK € Bb3MOXKHO Ja IIpUeMate IpyTy JICKapCcTBa, BKIIOUYUTEIHO OWIKOBU UM APYTH
JICKapCTBa, KOUTO CTe KyNUiIu 0e3 peLenta.

[To-cnenmaitno, wHGOpMUpaiiTe Bamms nekap, papMareBT WA MEIUITTHCKA CECTPa, aKO U3II0I3BATEe

JIEKapCTBa, CHIBPKAIIN HIKOE OT CIEIHUTE:

. Bapdapun wnm qpyru noqo0HH JieKapcTBa, IpUEMaHy Mpe3 ycTaTa 3a HaMaJisiBaHe Ha
KPBHBOCHCHPBaHETO (TIEPOPATHU aHTUKOATYJIaHTH). MOXKe J1a ce HajoXar YeCTH U3CIIeBaHUS
Ha KPBBTA, 3a JIa Ce MPOBEPH KOJKO OBP30 ce ChcupBa KpbBTa Bu.
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. AKO HM3M0NI3BaTe WHCYNHH, Bamuar nexap me Bu 006gcHN Kak Ja HaMaluTe 103aTa Ha HHCYJIMHA
U e Bu npenopbya 1a cnenure KphbBHATA CH 3aXap M0-4€CTO, 32 1a N30ErHeTe XUIEePrITUKEMUs
(BUCOKa KpBbBHa 3axap) U [uabeTHa KeToauao3a (yCIoKHeHne Ha quabera, KOeTo HacThIIBa,
KOTaTO OPraHU3MBT HE MOJKE J1a pa3rpajiu III0K03aTa, Thi KaTo HAMA JOCTAThYHO WHCYIIHH).

bpeMeHHOCT U KbpMeHe
AKO cTe OpeMeHHa WM KbpMUTE, CMsTaTe, Ye MOXKE J1a CTe OpeMeHHa, WK IJIaHUPaTe OPEMEHHOCT,
MOCHBETBalTE ce ¢ Bamms jnekap npeau ynorpedarta Ha TOBa JEKapCTBO.

ToBa nekapcTBO He TPsIOBa J]a ce M3I0JI3Ba 10 BpeMe Ha OPEeMEHHOCT, 3aIll0TO HE € U3BECTHO Jalli
3acdra IioJia. 3aToBa yrnorpedara Ha KOHTPALCIIHS € MPEIOPHYUTEIHA, JIOKATO U3I0JI3BATEe TOBA
JIEKapCTBO. AKO JKenaeTe a 3abpeMeHeeTe, 00ChIeTe KaK J1a MPOMEHHUTE JICUCHUETO cu ¢ Barims
JIeKap, Thi KaTo TPsAOBa 11a crpeTe ynorpedara Ha TOBa JICKApCTBO MOHE 2 Mecela peIBapUTEITHO.
Ako 3a0pemeHeeTe, I0KaTo U3I0JI3BaTe TOBA JICKapCTBO, TOBOPETE HE3a0aBHO ¢ JIeKaps CH, Thil KaTo
neueHreto Bu TpsOBa 1a Obae MpOMEHEHO.

He m3non3BaiitTe TOBa JIEKapCTBO, aKO KbPMHUTE, ThI KaTO HE € U3BECTHO JIAJIM TO IPEMHUHABa B
KbpMara.

Hlodupane u paéora ¢ MAIIMHU

Masko BepositHo e Ozempic aa nmosnusie Ha ciocoOHocTTa Bu 3a modupane u padora ¢ mamHu. AKo
U3I0JI3BaTe TOBA JIEKAPCTBO B KOMOMHAIMS ChC CYI(POHMITYPEHHN IPOU3BOIHH WK HHCYJIHH,
KpBbBHaTa Bu 3axap Moke Ja ce MOHMKH (XUIIOTIUKEMHS ), KOETO Jla oTciaabu criocoOHOCTTa BH 1a ce
KoHIeHTpupate. He modupaiite u He paboTeTe ¢ MalllMHK, aKO MMOJyYHTE PU3HALM HAa HUCKA KPbBHA
3axap. Bmxre Touka 2, , JIpenynpesxxaeHus u npeana3Hi MepKu' 3a uHGopManus OTHOCHO
MOBHIIEHUS PUCK OT HUCKA KPBbBHA 3aXap, KAKTO M TOYKa 4 3a MpeaylpeauTeHUTe IPpU3HalK Ha
HUCKa KpbBHA 3axap. ['oBopeTe ¢ Jiekaps CH 3a JOIMBIHHUTEIHA HHPOpMAIIHUSI.

Chabp:kanue Ha HATPHIA
Toa siekapcTBO CHABPKA MO-MaNKO OT 1 mmol HaTpwit (23 mg) Ha H03a, T.€. MOXKE J1a ce KaXe, ue
MPaKTUIECKH HE ChbPKa HATPUH.

3. Kak na uznoszBare Ozempic

Bunarn n3mnon3BaiiTe ToBa IeKapcTBO TOYHO KakTo By e kazan BammsaT nmekap. AKo He CTe CHTYpHH B
HeIo, monuTaire Bamms nekap, ¢papMareBT WM MEIUITTHCKA CECTpa.

KoJaxko na n3nmojsBare

. Haganmnara no3a e 0,25 mg BeIHBXK CEAMUYHO 3a IEPHUON OT YETUPH CEAMHUIIH.

. Crnen yeTrpH CeMHIIM JIEKapAT 1€ YBeTu4H fo3ata Bu 10 0,5 mg BeAHBK CEAMHUYHO.

. Jlexapar moxe na yBenuuu fo3ara Bu 1o 1 mg Bennbx ceAMUYHO, ako KpbBHaTa Bu 3axap He
ce KOHTPOJIMpa JOCTaThuHO A00pe ¢ no3a 0,5 mg BeAHBK CEAMHUYHO.

. BammsT nexap Moxxe aa yBennau qo3ara Bu Ha 2 My BenHBX ceAMUYHO, aKo KpbBHaTa Bu

3axap He c€ KOHTPOJIMpa IOCTAaTbuHO 100pe ¢ 1032 1 My BEIHBK CEIMUTHO.
He npomensiite no3ara, ocBeH ako Bamust jgekap He Bu e kazan ja HanpaBute ToBa.
Kak ce npniara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIUs 0] KokaTa (II0IK0KHO HHXKeKTUpaHe). He mrkekTupaiite BbB
BEHA WJIN MYCKYL.

. Haii-moaxonsmmre MecTa 3a MHKEKTHPAHE ca IIpeHaTa 4acT Ha OejjpaTa, mpeaHaTa 4yact Ha
Tanuara (Kopema), WM TOpHaTa 4acT Ha phKara.
. IIpenu na u3nosizBare nucajikara 3a NpbB ObT, BamuAar nekap uin MeIuIIMHCKa cecTpa e Bu

IIOoKaxkaT Kak Ja 60paBI/ITe C HCA.
HOZ{pO6HI/I YKa3aHuA 3a yn0Tpe6a Ca JaJICHU Ha JipyraTta CTpaHa Ha Ta3u JIMUCTOBKA.
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Kora na uznonzBare Ozempic

. TpsOBa 1a u3mon3Bare TOBa JEKAPCTBO BETHBK CEAMUYHO U 110 BH3MOXKHOCT — Ha €IUH U ChHIIl
JIEH BCSAKA CEIMHUIIA.
. Moske 1a cu HampaBUTE UHXKEKIIMS 110 BCSIKO BpEMeE Ha JCHSI, HE3aBUCUMO OT XpaHEHUSTA.

3a 1a 3alOMHUTE O-JIECHO, Y€ TOBA JIEKAPCTBO CE MHXKEKTHPA CaMO BEAHBK CEIMHUYHO,
MIPETIOPBUUTENHO € Jja OTOeNeKNUTe N30paHus eH (Hamp. cpaaa) BbpXy KapTOHeHaTa KyTHUs | Ja
3aMMcBare BbPXY Hesl laTaTa MpH BCAKO MH)KEKTHPaHe.

[Ipu HEOOXOUMOCT MOXKETE Ja TPOMEHHUTE JICHS Ha ©KECCAMUYHOTO MHKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA JIa Ca U3MUHAJIU TIOHE 3 JIHU CJIe]] MOCJICTHOTO My HHXeKkTupane. Ciiel; u30upaHero
Ha HOB JIEH NPOABJDKETE MPUJIAraHETO BEIHBK CEIMHYHO.

AKO CcTe N3M0JI3BAJIM MOBeYe 0T HeoOxoanmaTa q1o03a Ozempic
AKo cTe n3Io3BaNy oBeue oT HeoOxoanmara go3a Ozempic, BenHara nHpopmupaiite Bamms nexap.
BB3MoHO € 1a moiyuynTe HeXeJIaH! Peakly KaTo IOBAUraHe (raieHe).

AKoO cTe mponycHaJau Aa u3noassare Ozempic

AKO CTe IPOIyCHAIHN Ja WHXEKTHpaTe 1032 H:

. W3muHamm ca 5 nin 1mo-Majiko JHH CJeJl MOMEHTA, B KOWTO € TpsAOBaJIo J1a M3MO0I3BaTe
Ozempic, HHXEKTUPAHTe TO BegHara, IoM cu cioMHuTe. Ciie]] ToBa MHXKEKTHpaiiTe
clIeqBaIaTa CH 1032, KAKTO OOMKHOBEHO B ILUTAHUPAHUS JICH.

. M3muHanm ca moBede OT 5 THU ClIe]l MOMEHTa, B KOWTO € TpsOBaio aa u3noimssate Ozempic,
mpeckoveTe mpomycHaTara go3a. Cien ToBa MH)KEKTHpaiTe clieBamiara Cu J03a, KaKTo
OOMKHOBEHO B IJIAHUPAHUS JICH.

He uznonzBaiiTe ABOIHA 71034, 3a J1a KOMIIEHCHpaTe MpoIycHaTaTa J103a.

AKo cTe cipesiu ynorpedara Ha Ozempic
He cniupaiite ynorpebara Ha TOBa JiekapcTBo, O6e3 Aa cTe nHpopmupanu Bamms nekap. Ako s crpere,
HUBOTO Ha KpbBHaTa By 3axap Mo’ke /1a ce MOBHUIIIH.

AKO MMate HSKaKBH JOMBIHUTEIHU BBIIPOCH, CBBP3aHHU C yIIoTpedaTa Ha TOBA JICKApCTBO, MOMUTANTE
Bamms nekap, papmaneBT nim MEAUIIMHCKA CECTPA.

4, Bb3MokHN HelKeJIaHU peaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAU3BHUKA HEKECIIaHU PCaKIINU, BBIIPEKU Y€ HC
BCCKH ' TIOJIy4aBa.

Cepno:mu HEKECJIAaHU peaKIuu

Yectu (Morat na 3acersHar a0 1 Ha 10 qymim)

. YCIIOXKHEHUS Ha 3a00JIIBAHETO HA OYUTE BCIICICTBHE HA quabera (peTHHOMATHS ) — TPsOBa 1a
Ka)XeTe Ha JIeKaps CH, aKO TI0 BpeMe Ha JICUEHUETO C TOBA JICKAPCTBO MOIYIUTE MPOOIEMU C
OUYUTE, KaTO NPOMSIHA B 3PEHUETO.

Heuectu (Morar na 3acersat 1o 1 va 100 mymm)

. Bpananenue Ha nankpeaca (OCTbp MAaHKPEATUT), KOWTO MOXe Jja MPUIMHU CUIIHA OOJKA B
cToMaxa M I'pp0a, KosTo He peMHuHaBa. Tps0Ba ja oTHIeTe Ha JeKap He3a0aBHO, aKO MOTYYUTe
TaKnuBa CUMIITOMMU.

Penxm (Morat na 3acersat a0 1 Ha 1 000 mymm)

. TEXKH aJIepTHIHY peaknnu (aHahUIaKTHIHU peakiuy, anruoeneM). TpsoBa He3abaBHO Aa
MOJIyYUTE MEIUIIMHCKA MTOMOIII U BeIHAra Jia MH(GOpMUpare jgeKkaps CH, ako MOJIyIUTe
CUMIITOMH KaTO POOJIEMH C AMIIAHETO, [TOyBAaHE Ha JINIIETO, YCTHUTE, €3UKa U/WIH T'bPIIOTO
ChC 3aTPYTHEHO MPETIbIAHE U YYECTCHO ChplicOneHe.
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C Hen3BecTHA 4ecTOTa (OT HATMYHUTE TAHHW HE MOXe J1a ObJie HAaIlpaBeHa OILICHKa)
. 3amyiiBaHe Ha yepBara. Texka ¢popMa Ha 3aleK ¢ JOMBIHUTEIHH CUMITOMH KaTO CTOMAIITHA
0oJ1Ka, MoIyBaHEe HAa KOpEeMa, MMOBPHIIAHE U T.H.

JApyru HexeslaHU peakun

MHoro 4yectu (Morar ja 3acerHat rnoseue ot 1 Ha 10 xymn)

. nmoBaurane (TameHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
° Auapus — TOBa OOMKHOBEHO OTMHHABA C BPEMCETO,
. HUCKA KpbBHA 3axap (XUIOIIMKEMHsI), KOTaTO TOBA JICKAPCTBO CE€ M3I0JI3Ba 3a¢/HO C JICKAPCTBA,

KOHMTO CBhABPXKAT CYI(HOHUITYPEHHH TPOU3BOJHN HIIM HHCYJIUH.

Yectu (MoraT na 3acernat 1o 1 Ha 10 gymm)

. HOBPBLIAHE;

. HHCKa KPbBHA 3aXap (XUIIOIJIMKEMHUs), KOTaTO TOBA JIEKAPCTBO CE M3I0JI3BA 3a€HO C
HepOpaJIHH JIEKAPCTBA 32 JHA0ET, OCBEH CyI()OHWIYypEHHH IPON3BOHN MIM HHCYIIHH.

[IpenynpeaurenanTe Mpr3HAIM 32 HICKA KPBBHA 3aXap MOTaT Ja ce MOsABAT BHe3anmHo. Te Morar na
BKITIOYBAT: CTYyJIeHa TOT, XJIaJHa OJe/ja Koxka, r1aBo0oIie, yCKOpEH IyJic, MOBAUraHe (TajeHe) Win
CHWJICH TJIaJl, IPOMEHHU B 3PSHHETO, ChHIMBOCT WM CJIA00CT; HEPBHOCT, TPEBOKHOCT UM 00BPKAHOCT,
3aTpy/HEHA KOHIICHTPAIHS WK TPETepeHe.

BammsT nexap nie Bu kake kak fa JeKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO Jia HallpaBHUTE, aKo
3a0eNexuTe Te3n MpeaypPeIUTETHN TPHU3HALIH.

BeposiTHOCTTa 1a cliajiHe HUBOTO Ha KPBBHATA 3aXap € [O-ToJsiMa, ako IpueMare CyahOoHIITypeiH
MIPOM3BOIHY WJIM WHCYJNH. BammsaT nexap Moke 1a HaMally 103aTa Ha Te3H JIEKapCcTBa, IpeIu /1a
3arovHeTe /1a U3IM0JI3BaTe TOBA JIEKAPCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3MAJIEH CTOMax (TaCTPHUT) — MPHU3HALIWTE BKIIOYBAT CTOMAIIIHA OOJIKa, TOBAUTaHe (TaaeHe)
WIW TIOBPBILAHE;

. pedayke WM KHUCEIMHU — Hapu4yaHu olle ractpoesodareanta pedaykcna 6onect (I'EPB);

. cTOMaIlIHa 0oJKa;

. MOJyBaHe Ha CTOMAaxa;

. 3arex;

. OpHUTBaHe;

. KaMbHU B JKIIBYKATA;

. 3aMaliBaHe;

* ymopa;

. 3ary0a Ha TerJo;

. TIOHW)KEH alleTHT;

. ra3oBe ((rarynenuus);

. MOBHIIIEHUE HAa MAHKPEATUYHHU €H3UMH (KaTo JIMa3a U aMuiIasa).

Heuectn (Morar ga 3acernar qo 1 Ha 100 gymim)

. NPOMsIHA BBB BKyCa Ha XpaHaTa WM HAIIUTKUTE,

. YUYECTEH I1YJIC;

. peaKIry Ha MJICTOTO HAa HMHXXEKTHPaHe, KaTo MOCUHsIBaHe, 00JIKa, Apa3HEeHe, ChpOeK 1 00pHUB;
. JIEPTUYHH PEaKLUHU KaTo 0OpHB, ChbpOEX WIN YPTUKAPHUS;

. 3a0aBsiHE B M3MPa3BaHETO Ha CTOMAaxa.

Cpo01IaBaHe HA HeKeJIAHU PeaKIuu

AKO TIOTy4HTe HIKaKBH HEXeJaH! peakiny, yBeaomeTe Bammms nekap, papmaneBT nim MeaUIIMHCKA
cectpa. ToBa BKIIIOYBAa BCUYKH Bb3MOKHU, HEOTIMCAHU B Ta3W JIMCTOBKA HEXEJIaHU peakuun. Mosxere
CBIIO JIa ChOOIINTE HEXKEIaHH PEaKIMK JUPESKTHO Ype3 HAI[MOHATHATA CHCTEMa 3a ChOOIIaBaHe,
mocoveHa B [punoxernne V. Kato chobmaBaTe HexelaH! peakilui, MOXKETE J1a aJieTe CBOsI IIPUHOC
3a MoJIyyaBaHe Ha MoBeue HHPOpMaIlHs OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.
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5. Kak na coxpansisate Ozempic

Ma ce cpxpaHsiBa Ha MsICTO, HEIOCTBITHO 32 JIela.

He u3nosnsBaiiTe TOBa JIEKapCTBO CIIE CPOKA HAa TOJHOCT, OTOETISI3aH BEPXY €THUKETa Ha MUCAIKaTa U
KapTOHEHaTa ONaKoBKa ciefn ,,l'onen 10%“. CpoKbT Ha TOAHOCT OTTOBaps Ha MOCIEIHUS JEH OT

IIOCOYCHUA MECCII.

IIpenu oTBapsHeE:

Ja ce cpxpansBa B xnmamutauk (2 °C-8 °C). la He ce 3ampa3zsBa. Jla ce chbxpaHsaBa gajied oT
oxJaxaanus eneMeHT. ChXpaHsaBaiiTe ¢ IOCTaBeHa Kalmayka, 3a Jia ce MPeJa3y OT CBETJIMHA.

ITo BpeMe Ha ynorpeba:

. B npoabimkenne Ha 6 ceqMHULIM MOXKETe J]a ChbXpaHsIBaTe MHcanKara Mpu TemMreparypa mox
30 °C wmm B xnagumauK (2 °C-8 °C), mamed oT oxjakmanus ejxeMenTt. He 3aMpassBaiite
Ozempic u He O U3NON3BalTE, aKO € OMJI 3aMpa3eH.

. Korato He n3non3saTe mucaikara, CbXpaHsBaiTe 5 C IOCTaBeHA Kalayka, 3a Ja ce Mpeana3u OT
CBCTJIMHA.

He usnon3BaiitTe TOBa JIGKAPCTBO, aKO 3a0€ICKUTE, Y€ PA3TBOPHT HE € OUCTHP U OC3I[BETCH MIIH MTOYTH
Oe31BETEH.

He n3xBbpustiiTe 1ekapcTBaTa B KAHAIM3ALMITA UM B KOHTEHHEDPA 3a JIOMAIIHU OTHAIbLIH.
[NonuTaiite Bamus ¢papManeBT Kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He u3noissare. Tesn
MEpKH 1€ CIIOMOTHAT 3a ONa3BaHe Ha OKOJHATa Cpefa.

6. Chabp:kaHue HA ONIAKOBKATA M JONNBJIHUTEIHA HH(pOpManms
Kakso cbabp:xa Ozempic

. AKTHUBHOTO BEIIECTBO € ceMarTyTua. Equa ml oT MHKEKITHOHHMS pa3TBOp ChaAbpka 1,34 mg
cemarnyTua. EnHa mpeaBapuTeIHO HAITBIHEHA MHUCATKa ChAbpika 2 mg cemarmytua B 1,5 mi
pastBop. Besika no3a chabpika 0,25 mg cemarnytun B 0,19 ml.

. Jpyrure cbcTaBku ca: nuHaTpueB docdar AUXuapar, pOMUISHTIIUKOI, PEeHOI, BOjIa 3a
WH)KEKIINH, HATPUEB XUAPOKCHI/XIOPOBOIOPOIHA KHcenrHa (3a Kopeknust Ha pH). Bikre
CBINO TOuKa 2, ,,ChAbpKAHUE HA HATPUI®.

Kaxk u3riexaa Ozempic 1 KakBO ChAbpP:Ka OMAKOBKATA
Ozempic e 6ucThp 1 6E3IBETEH WIM OYTH OE31[BETEH HHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaITbJIHEHA [TUCAaJIKA.

Bcesika npeaBapuTenHo HammbIHEHa MUcajka chabpxa 1,5 ml pastBop u nocrass 4 nos3u no 0,25 mg.

Ozempic 0,25 mg UHKEKIIMOHEH Pa3TBOP Ce MpejyIara B CIICIHHIS BUJI OITAKOBKA:
1 mucanka u 4 urnu 3a eqHokpartHa ynotpeda NovoFine Plus.
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[IpurtexkaTtes Ha pa3pelIeHNETO 32 YNOTPe®a U MPON3BOUTEN
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Jaaus

)Z[aTa Ha MOCJIECAHO NMpeEpasrjaekaade Ha JUCTOBKaTa

JApyru u3toununu Ha uHpopmanusa

IMoapobHa nHbopMaIus 3a TOBA JIEKAPCTBO € MpelocTaBeHa Ha yebcaiita Ha EBporieiickara areHius
TI0 JIeKapceTBarta http://www.ema.europa.eu.
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Yka3zanus 3a ynorpeda Ha Ozempic 0,25 Mg MHKEeKIHOHEH PA3TBOP B NPeABAPUTEIHO

HaNI'bJJHCHA NMUCAJIKA

Mousi, npoyeTeTe BHUMATEIHO T€3H YKa3aHUs,
npeau Aa U3M0J3BaTe CBOATA MPEIBAPUTEITHO
HampITHeHa nucanka Ozempic.

I'oBopere ¢ Baiusg nekap, MeIUIIMHCKA CECTPa WK
(apmarieBT 3a TOBa Kak Ja WHxekTupare Ozempic
TIPABHITHO.

3amovHeTe C MpoBepKa Ha MUCcaNKara, 3a 1a cTe
CUTYPHHU, Ye T cbAbp:ka Ozempic 0,25 Mg, ciexn
KOETO TOTJIETHETE WITFOCTPAIMHTE TI0-0ITY, 32 JIa Ce
3aro3HaeTe C PA3IMIHATE YaCTH Ha THCAITKATa U
UTrJaTa CH.

AKO cTe cJIsII HJIF UMAaTe JIOLIO0 3peHne U He
MOKeTe 1a pa3deTere Oposiua Ha 103aTa BBPXY
NHMCAJIKATA, He U3I0JI3BaiiTe Ta3u nucaaka oe3
yy:kaa nomom. [loTbpcere momor ot smie ¢ 100po
3peHHe, KOETO 3HAe KaK Jia U3II0JI3Ba MIPEIBAPUTEITHO
HaITbJIHEHATa ncainka Ozempic.

Bamara nucanka € npeBapuTeIHO HATbJIHEHA U UMa
BB3MOXKHOCT 32 HaOMpaHe Ha Jjo3ata. T chabpKa

2 mg ceMariayTH ¥ MOXKETe J1a n30upare camo 1031
mo 0,25 mg. Enna Hen3noi3BaHa nrcaika ChIbpika
gyetupu no3u 1o 0,25 mg. Cnen nHXeKTUpaHe Ha
YETUPUTE J03H, BCE OIIE IIe Ma OCTaHAIIO
KOJIMYECTBO Pa3TBOP B mucankara. [lucankara TpsoBa
Jla ce U3XBBPIU.

W3non3Baiite Tabnuara oT BbTPENTHATA CTpaHa HA
Kalaka Ha KapTOHEeHaTa KyTHs, 3a /1a CIIEJUTE KOJIKO
HWHKCKIUHN CTC NPUITIOXKHUIIN U KOr'a CTC T'
TIPHITIOKIIH.

IIncankara Bu e nmpenHasHaveHa Ja ce U3I0J13Ba C
urau 3a enHokpatHa ynorpeba 30G, 31G u 32G ¢
IBIDKMHA JO 8 mm.

B onaxoBkara ca Bkirouenn uriau NovoFine Plus.

Ozempic npexBapuTeIHO
HAIIbJHEHA MMCAJIKA U UIJIA

(npumep)

Kanauyka na
nucajkara

IIpo3zopue Ha
nucajgKaTa

Etuker na
MHCAJTIKATA

Bposiu Ha 103aTa

Crpeika Ha 103aTa

CeJleKkTop Ha
ao3aTa

Jlo30B OyTOH

BbHuna
Kanayka Ha
HrJjaTa

BbTpemna
Kanayka Ha
HIJ1aTa

Hraa

Xapruen
eTHKeT

Mapkep 3a
npoBepka
Ha
H3THYAHETO

/A Baxna HHpoOpManus

OOBpHETE CIEIMATHO BHIMaHHE Ha TE3U OCIIeKKH, THI KaTo Te ca BaYKHU 3a Oe3omacHaTa

yrnoTpeba Ha Iucankara.

1. IloarorBere mucajKaTa cH ¢ HOBa HIJia

. IIpoBepeTe HMETO M IBETHHSI €THKET Ha
HHcajKaTa CH, 3a Jia Ce YBEpHTe, ue T
cpappika Ozempic 0,25 mg. Toa e
M3KITIOYHUTEITHO BaXKHO, aKO MPHJIarare
WHXXEKI[MOHHO MOBEYE OT €IMH BH/I JIEKapCTBO.
M3mo013BaHeTo Ha MOTPEIIHO JIEKapCTBO MOXKE
na ObJie BpeIHO 3a 37paBeTo Bu.

. CaaJjieTe Kana4ykKaTa Ha MUCAJIKATA.

. IIpoBepere Aa/M pa3TBOPHT B MHUCATKATA €
oucTbp u 6e3usered. [lorneanere mpes
[IPO30pPUETO Ha MHUcajKaTa. AKO pa3TBOPBT
U3IIIeKJa MBTEH WM C IPOMEHEH LIBSIT, HE
M3M0J13BalTe MUCAIKATA.
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. B3emere HOBa urJa.
[IpoBepere xapTHEHHS ETUKET ¥ BHHIIIHATA
Kaltayka Ha WTJIaTa 3a MOBPEIH, KOUTO MOTaT
Jla 3acerHaT CTePIIHOCTTA. AKO 3a0emexuTe
HsIKaKBa IMOBpe/a, M3M0I3BaliTe HOBA HIJIA.

. OtcTpaHeTe XapTHEHUS €THKET.

YBepere ce, 4ye cTe MOCTABUJIM MIJIATA

NMPaBWJIHO.
. HartucHere urnata npaBo BbpXyY MHcaIKaTa.
. 3aBHiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hrnara e nokpura ¢ qBe kanayku. TpsidBa
Ja cBaJIMTe U IBeTe Kanmauyku. AKo 3a0paBute
Jla CBAIIUTE U ABETE KallauKy, HAMA J]a yCIeeTe
Jla CU MHXKEKTHUpATe JIEKapCTBO.

. CpaJieTe BbHIIHATA KANAYKAa HA UIJIATA U A
3ama3sere 3a no-KbcHo. Ts e Bu tps6OBa ciies
MHXEKTHPAHETO 3a 0€30MaCHO OTCTPaHsABaHE
Ha Wrjara oT ImUcalikara.

° Ceajere BbTpPEHIHATA KalladKa Ha urJjiaTta u
A1 U3XBBPJIETE. Axo ce onutare Ja s
IIOCTAaBUTC OTHOBO, MOK€ HCBOJIHO Ja C€
y60z[eTe C Urjara.

Ha Bppxa Ha urinara Moxke Jia ce MosiBU Kamka OT
pastBopa. ToBa € HOpMaITHO, HO BCE MaK TPsAOBa J1a
MPOBEPUTE U3TUUAHETO, aKO M3IOJI3BaTE HOBA
nrcaika 3a mpsB IbT. Bmkre cThrka 2 ,,IIpoBepere
M3TUYAHETO C BCIKA HOBA ITHCATKA,

He nocTaBsiiTe HOBA MIJa HA IIHCAJKaTa CH, TOKATO
HE CTE TOTOBH JIa HHKEKTUpATE.

& BuHaru u3noJ3BaiiTe HOBa UIJia 3a BCKa HHKCKIUA.
ToBa moxe Ja IpeaoTBpaTH 3allyllIBAHC Ha UTJIMTEC, 3aMBbpPCABAHC, I/IH(I)GKTI/IpaHG 1 HCTOYHO
J03HUpaHe.

Hukora He u3noJi3BaiiTe M3KPMBEHA WJIHM NMOBPe/ieHA UIJIA.

2. IlpoBepeTe U3THYAHETO C BCAKA HOBA MUCAJIKA

. AKO Beue U3I0JI3BaTe MUcalKaTa, IPEMHHETE
KbM cThIIKa 3 ,,30epere mo3arta‘.
[IpoBepsBaiiTe U3THUAHETO CAMO MPEIU
bPBOTO HH)KEKTHPaHE ¢ BCAKA HOBA

nmca’jka.
N36pan e
Mapkep 3a
® 3aB’preTe CCJICKTOpA Ha 103aTa 10 MapkKepa npoBepka na
3a MPOBECPKa HA U3THYAHETO (' N -) TOYHO H3THYAHETO

cien ,,0“. YBepeTe ce, ue MapKepbT 3a
MIPOBEPKA Ha M3THYAHETO CE M3PABHIBA ChC
CTpeIIKaTa Ha J1o3ara.

62

VV-LAB-123011 1.0




. 3aApBKTe MHUCcaKaTa ¢ HACOUCHA HAarope uria.
HatucHere u 3a1pBbiKTe 1030BUSA OYTOH,
JIOKaTo OpOSYBT HA JT03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0° TpsiOBa 12 ce U3PABHU CHC
CTpeliKaTa Ha JI03aTa.

Ha Bbpxa Ha urnara Tpsa0Ba ia ce MosSBU Kamka
pasTBop.

Ha Bppxa Ha uritata Moke J1a OCTaHe MajKa Kalka, HO TS HIMa Ja ce HHXKEKTHpa.

AKo He ce MOosIBM KalKa, TOBTOpeTe cThKa 2 ,,[IpoBepere n3TnuaHeTo ¢ BCAKa HOBA MUCANKa™ 10 6
IBTH. AKO BCe OIIle HAMa KarKka, CMEHEeTe WTilaTa v ToBTopeTe cThika 2 , . [IpoBepere u3TndaHeTo ¢
BCSKa HOBA IMHCAJIKA*“ OIE BETHBK.

M3xBBpreTe nucagkara U U3M0I3BalTe HOBA, AKO BCE OITIE HE CE € MOSIBMJIA Kallka OT pa3TBopa.

Bunaru ce yBepsiBaiiTe, 4e ce MOsIBSIBA KallKa Ha BbpXa Ha UTJaTa, IPeIH J1a U3M0I3BaTe
HOBa THcaiKa 3a IpbB bT. C TOBa ce rapaHTHpPa, Y€ pa3TBOPHT NPEMHUHABA OE3NPEISITCTBEHO
[pe3 uriara.

AKO He ce TIOsIBY Kallka, HAMAa J]a CU WHXXEKTUPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO,
BBIPEKH ue OposSIBT Ha 103aTa MOKE J1a MoMpbaHe. ToBa Moske 1a 03HAYaBa, Ye UIJIATA €
3amyiieHa Wiu noBpeseHa.

AKO He NpoBepsBaTEe U3TUYAHETO NIPEIH IBPBOTO CH MHXEKTUPAHE C BCSIKA HOBA MUCAJIKA,
MOJKe 12 He MOJIyYUTe peAnrcanaTa jo3a u xenanus egekt Ha Ozempic.

3. U30epere 103ata

. 3aBbpTeTe celeKTOpa Ha J103aTa, 32 1a
Habepere 0,25 mg.
[Ipoabimxere Aa BLPTUTE, TOKATO OPOSIYBT HA
no3ara cipe u nokaxe 0,25 mg.

N36pann
0,25 mg

CaMo OposYBT M cTpeNKaTa Ha Jj03aTa IIe MoKaxar, e ca HaOpanu 0,25 mg.

Moskete na uzbupare camo 0,25 mg Ha m03a.

CenexTopbT Ha J1o3aTa MPHIIPAKBa pa3InyHO, KOTaTO ce 3aBbPTH Halpea, Ha3al WiH MpH
npemunaBane Ha 0,25 mg. He Opoiite npuipakBaHusiTa Ha MUCATIKATA.

A\ Bunaru usnosssaiire Oposiua M CTpPeJIKATa Ha 103aTa, 32 1a BUAUTE, Ye ca HA0paHu
0,25 mg, npeau 1a HHKEKTHPATE TOBA JIEKAPCTBO.
He Opoiite npuipakBaHusTa Ha MUcaIKaTa.
Cnc cejiekTOpa Ha 103aTa TPsidBa 1a ce m3doupat camo go3u no 0,25 mg. 0,25 mg tpsi6Ba
TOYHO J1a C€ U3PaBHU ChC CTPENKATA, 33 Ja CT€ CUTYPHH, Y€ IpHeMaTe MPaBUIIHA J103a.

4. UnkeKkTHpAaiiTe 103aTa

. BnEBenere uriara B Koxxkarta, Kakto Bu e
nokasas Bamusar gexap i MequIMHCKa
cecrTpa.

. YBepere ce, ye BU:KAaTe Oposiya HA J03aTa.
He ro 3axpusaiite ¢ npsctute cu. ToBa Moxe
J1a IPEKbCHE NHXKEKTHPAHETO.

63

VV-LAB-123011 1.0




HatucHere u 3aApbiKTe 1030BHA OyTOH.
HaouiropaBaiite, 10KaTO OPOSIYBT HA 103aTA
ce BbpHe Ha ,,0“. [{ludpara ,,0° TpsOBa 1a ce
M3paBHU ChC CTpENIKaTa Ha Jo3aTa. Torasa
MOJKE Jla YyeTe WIN YCEeTUTE MPHUIIPAKBaHE.

HpOIl’LJ'DKaBaﬁTe JAa HATHCKaATE 1030BUSA
GyTOH, A0KATO 3aAbpiKaTe urjara B KoKata
CH.

IIpebpoiiTe 6aBHO 10 6, TOKATO AbPKUTE Bpoiite 6aBno:
J1030BUs1 O0yTOH HATHCHAT.

AKO U3BaJHTE UTIATa MMO-PaHo, MOXKeE Ja
BHIUTE KaK OT BbpPXa M U3THYA CTPYHKa OT
pastBopa. B Tak®B ciyuait HIMa ga Obae
MPUIOKEHA TBJIHATA 103a.

1-2-3-4-5-6

HM3Banere urjara ot KosKaTa CH. CJ'IC,I[ TOBA
MOJK€E Ja OTIIYCHETEC JO30BHUA 6}7TOH.

Axo0 Ha MACTOTO Ha HWHXXCKTHPAHC CC MOSABU
KPbB, IPUTHUCHETC JICKO.

Ha Bbpxa Ha uriara Moske a BUANTE Kallka pa3TBOP cliel MHKEKTHpaHeTo. ToBa € HOpMAaIlHO U He ce
OTpa3siBa Ha Bamara y1o3a.

iy

Bunaru riaenaiite 6posiua Ha 103aTa, 3a 1a 3HaeTe KOJKO Mg CH HH:KeKTHpaTe. 3aIpHKTe
JI030BHs OYTOH HATHCHAT, IOKaTO OpOSIYBT HA JI03aTa ce BhpHE Ha ,,0°.

Kak na pa3no3Haere 3anmylieHa Wi MOBpeIeHA UIJia

—  AKko OposYBT Ha JJ03aTa HE MOKaxe ,,0° cieq MpOABIHKUTEITHO HATUCKAHE Ha TO30BHUS
OyTOH, BH3MOKHO € JIa CTE M3IOJI3BAIIN 3aITyIlIeHa WU MOBPEICHA UIJIa.

— B TaxbB ciyuail He cTe CH HH)KEKTHPAI HUKAKBO JICKAPCTBO, BBIIPEKH ue OPOSYBT Ha
J103aTa ce € MPEeMEeCTHII OT YKCIOTO Ha IbPBOHAYAIHATA /1034, KOATO CTE 3a1alIu.

KakBo 1a npaBuTe chC 3anmynieHa urja

CMeHeTe Hurirata, KakTo € OTMHCAaHO B CThIKa 5 ,,Clien HHXEKIIUATA , ¥ TIOBTOPETE BCHUKH
cTerku ot 1, IlonrorBere nucangkara cu ¢ HOBa UMJIa“, YBepeTe ce, 4e cTe HaOpaiu IpsiaTa
HeoOXoauMa 103a.

Huxkora He 1okocBaiiTe ﬁposma Ha 103aTa, 10KaTO0 UHKEKTHpPATE. ToBa Moxe ma IMPEKHBCHE
HWHXCKTHUPAHETO.

5. Cinen HH:KeKIUATA

BuHaru u3xBbpJsiiiTe urjiara cjej Bcsika
WH)KEKIHUS, 32 J]a CH OCUTYPHUTE YI00CTBO MPH
WHXEKTHpaHE U Ja n30erHere 3amyBaHe Ha
urimTe. AKO Urjara e 3amylieHa, HaMa Ja Cu
I/IH)KGKTI/IpaTe HUKAKBO KOJINUYCCTBO JIeKapCTBO.

BkapaiiTe BbpXa Ha UIJ1aTa BbB BbHIIHATA
Kanayka Ha UrjaTa BbpXy paBHa
IIOBBPXHOCT, 0€3 /1a IOKOCBaTe UrjaTa Win
BBHHILIHATA KalaykKa.
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. Crnen xaTo uriara € moKpuTa, BHUMATEIHO
HATHCHeTEe BLHIIHATA Kala4yKa Ha UIJjaTa
JIOKpai.

. Pa3BuiiTe urJjiata u st U3XBbPJIETE
BHHUMATEIIHO CHOpe] yKa3aHusATa Ha Bamus
JeKap, MeIUIITHCKaTa cecTpa, papMareBT HITH
MECTHUTE BJIACTH.

. ITocTaBsiiiTE OTHOBO KamaykKaTa Ha
MHcaKaTa clie]] BCAKO M3IMOJI3BaHe, 3a Ja
MpeJnasuTe pa3TBopa OT CBETINHA.

Korato nucankara tpsibBa 1a ce U3XBBPJIIM, HaIIpaBeTe ro, 6€3 J1a MMa Uriia BbpXy Hes, KakTo Bu e
WHCTPYKTHpal BamusT gexap, MEAMLIMHCKA cecTpa, apManeBT I MECTHUTE BIACTH.

Huxkora He ce onuTBaiiTe 1a NOCTaBATEe 0OPAaTHO BTPELIHATA KANIAYKA BbPXY UIJIaTa.
Moske na ce yboaere ¢ uriara.

A\ Bunaru cien Besika HHKeKIMA He3202BHO OTCTpaHsIBaiiTe UIJIATA OT MUCAJIKATA.
ToBa Mo>xe 1a mpeIoTBpaTH 3allylliBaHe Ha UIJIM, 3aMbpcsiBaHe, HH()EKTUpaHe, U3THYaHE Ha
Pa3TBOP U HETOYHO JO3UpaHE.

A JdonbanuTenna BaxkHa uHgopmaums

. BuHaru chxpaHsBaiTe micaikara i UTJHTE HA MSICTO, HEOCTBITHO 3a IPYTH X0pa, 0COOCHO
3a jena.

. Hukora He cnojensiiiTe mucankaTa Wid UTJIATE CH C APYTH X0Pa.

. OOTprKBaIIUTe JTUIA TPSIOBA a ca MHOTO BHHMATEJIHH TIPH padoTa ¢ M3MOJI3BAHM UIJIH, 32

Ja n30eruar HapaHsBaHe C TAX M KPhCTOCaHa WH(EKIHUs.

I'puxa 3a Bamara nucajka

W3znon3paiite nucankara BHUMaTeaHo. [ py6oTo MaHUIyIMpaHe MM HENpaBWIHA yHIOTpeba Morar 1a
MPUYIMHAT HETOYHO JO3UpaHe. AKO TOBaA C€ CIy4H, MOXKE /1a HE IIOJIy4UTe XKeJaHusa eeKT Ha TOBa
JIEKapCcTBO.

. He ocTaBsiiTe mucajakaTa B K0JIa WM Ha JPYTO MSICTO, KbJIETO MOXKE JIa CTaHEe TBBPE
ropeuIo Uil TBbPJAE CTYICHO.

. He unxextupaiite Ozempic, KoiTo e 01J1 3aMpa3eH. AKO ro HalpaBUTEe, MOXKE Ja HE
MOJTYYHTE JKeNIaHusl e()eKT Ha TOBa JIEKapCTBO.

. He nnxextnpaiite Ozempic, KoiTo e OMJI M3JI07KeH HA NPAKA CIbHYEBA CBETJIINHA. AKO TO
HaIpaBHUTe, MOXeE J]a He TIOMYYUTE KeJIaHus e(eKT Ha TOBA JEKapCTBO.

. He u3aaraiiTe nucajakaTa cM Ha pax, MpPbCOTHSA WM TEIHOCT.

. He muiiTe, He HAKMCBaTe H HE CMAa3BalTe MUCAJIKATA CH. Ts MOXe J1a ce IIOYUCTU C MEK
npenapar BbpXy HaBJIa)KHEHA KbpIIa.

. He u3nyckaiiTe nmucajJkaTa cd ¥ He 5 yAPSITE B TBBPAH MOBBPXHOCTH. AKO S H3ITyCHETE WIIN

M0JI03UpaTe, Ye HEllo He € Hape[ ¢ Hes, [IOCTaBeTe HOBa UIJIa U MPOBEpETe N3TUYAHETO Ha
Ppa3TBOp, NpeAr 12 HHKEKTHpaTe.

J He ce onuTBaiiTe 1a HANbJHUTE MOBTOPHO MucajkaTa cu. Ciell KaTo BEAHBX CE U3IPa3HHU,
TS TpAOBa /1a ce U3XBBHPIIH.
. He onuTBaiiTe 1a monmpaBsiTe WIN pa3riao0sBaTe MUCaIKara CH.
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JIucroBka: Undopmanus 3a nanueHTa

Ozempic 0,5 mg nHKeKIHOHEH Pa3TBOP B MPEIBAPUTETHO HAbJIHEHA MHCAJIKA
cemarnytua (semaglutide)

IIpoyeTeTe BHMMATETHO ISLJIATA JIMCTOBKA, MPeIH 1A 3aM0YHETE 1a U3M0J13BaTe TOBA

JIEKAPCTBO, Thil KATO T ChIAbP:KA BaxkHa 32 Bac undopmanus.

- 3anaszeTe Ta3u JUCTOBKA. MoxXe J1a ce HAJIOXKH J1a 51 IPOYETETe OTHOBO.

- AKO UMaTe HAKaKBH JOTBIHUTEITHA BBIIPOCH, TTONTUTaiTe Bamms mekap, dhapMarenT wim
MEUITMHCKA CeCTpa.

- ToBa nekapcTBo ¢ npeanucano TuyHo Ha Bac. He ro mpeotcThnBaiiTe Ha npyru xopa. To Mmoxke
Jla UM HaBpeIly, HE3aBUCHUMO Ue MPU3HAIIUTE Ha TSIXHOTO 3a00JIIBaHe ca ChIHUTe KaTo BammTe.

- AKO TIOTy9IuTe HIKAKBH HEKEJIaHU peaKIlny, yBeaoMere Bammms nexap, ¢papmaneBT Win
MEJUIIMHCKA cecTpa. ToBa BKIIOUBA BCUUKH Bb3MOXKHU, HEOMCAHU B Ta3H JIMCTOBKA HEXEIAHU
peakuuu. Buxre Touka 4.

Kakso ChbABbpPiKa Ta3u JIMCTOBKA

KaxkxBo npencrasisaBa Ozempic u 3a KaKBO C€ U3I0I3Ba
KaxBo TpsibBa na 3naere, npenu Aa u3noassare Ozempic
Kak na u3nonssare Ozempic

BBb3MOXHH HEeXelaH! peakiuu

Kak ma cwxpanssare Ozempic

C'b):[’bp)KaHI/Ie Ha OIIaKOBKaTa W JOIIbJIHUTCIIHA HH(bOpMaHI/ISI

AN

1. Kaxkgo npeacraBiasasa Ozempic 1 3a KaKBO ce U3M0JI3Ba

Ozempic chabpika aKTUBHOTO BEIIECTBO ceMariayTu. To momara Jia ce MOHMKY KpbBHATA 3aXap B
opranu3ma Bu, camo Korato e TBbpe BUCOKA M MOJKE Ja IOMOTHE 33 MPEI0TBPaTsIBaHE HA ChPACYHO
3a00JIsIBaHe TMPU MAIMEHTH Che 3axapeH auadet tum 2 (3/]T2). Toii chino Taka momara ja ce 3a0aBu
BIIOIIABaHETO Ha ObOpeuHaTa QyHKIMs npu manueHTH cbe 3 T2 upe3 MexaHU3bM U3BBH
MOHM)KaBaHETO HA KPhBHATA 3aXap.

Ozempic ce U3M0I3Ba 3a JICUYCHUE HA BB3pacTHU (Ha Bb3pacT 18 rogunu u noseue) cve 3/T2, koraro
JyeTaTa ¥ yIpaXKHEHHUATa HE ca JOCTaThUHHU.

. CaMOCTOSITETTHO — KOTaToO HEe MOJKETe J1a M3MOiA3BaTe MeT(HOPMHUH (JIpyTo JIEKapCTBO 3a AradeT)
nIn
. C IpyTH JIEKapcTBa 3a AuadeT — KOraTo Te He ca JOCTaThbuHH, 33 1a KOHTPOJIMPAT HUBATa Ha

KpbBHATa Bu 3axap. TakuBa morar Ja 6’B,Z[aT JICKapCTBa, KOUTO NpHUEMATE NPE3 ycTaTa UJIn
HWHXXCKTHUPATC, HAIPUMCP UHCYJIUH.

BaxHo e 1a mpobIDKATE TIIaHA CH 3a AWeTa M YIpaXXHeHHs, KakTo Bu e ka3an Bammsar nekap,

(hapMarieBT WM MEIUIIMHCKA CECTpa.

2. KaxBo TpsoBa 1a 3HaeTe, mpeau Aa udnouassare Ozempic

He n3noassaiite Ozempic

. aKoO CT€ AJIEPTUYHH KbM CEMarIyTH]I WIH KbM HSIKOS OT OCTaHAJNTE ChCTaBKHM Ha TOBA
JeKapcTBO (M30pOeHH B TOUKA 6).

IpenynpesxkaeHus: U Mpeana3sHu MEPKH

T'oBopete ¢ Bamms siekap, ¢hapMarieBT WIIM MEAUIIMHCKA CECTPa, TIPS JIa U3TI0JI3BaTE TOBA

JIEKapCTBO.

ToBa nexapcTBO HE € CHIIOTO KaTo HHCYIWH 1 Bre He TpsOBa 1a ro u3monsBare, ako:
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. umate quadet tur 1 — 3a00JsBaHe, IPU KOETO OpraHu3MbT Bu 13001110 He mpou3BexIa
WHCYJIVH;

. pa3BueTe nradeTHa KeToaru103a — YCIOKHEHUE TIPH THa0eT, MPOTHYAIIO ¢ BUCOKA KPhBHA
3axap, 3aTpyAHCHO JUIIaHe, O0bPKBaHE, MPEKOMEPHA KaXk/1a, CIaJbK MUPHC Ha JIbXa WUIN
CJTaJIbK WM METaJeH BKYC B yCTaTa.

Ozempic He ¢ HHCYIMH | TIOPaJIX TOBA He TPsiOBa a Ce U3II0JI3Ba KAaTO 3aMECTHTEI Ha HHCYJINHA.

Ako 3HaeTte, ue Bu nipeicToun ornepanys, Ipy KOSTO 1ie ObAeTe M0J| aHeCcTe3us (B CIISII0 ChCTOSHUE),
TpsIOBa 1a KakeTe Ha Bammus nekap, ue cte Ha jJedenne ¢ Ozempic.

Ed)eKTI/I BBPXY XpaHOCMHMJIATC/IHATA CUCTEMA

[o BpeMe Ha JICYEHUETO ¢ TOBA JISKApCTBO MOXe Ja Bu ce moBaura (rajieHe) Win Jia IMaTe
MOBpBIIaHEe WK Auapusl. Te3n HeKenaH!u PeakIuy MOoraT Jla MPUYHMHAT JAeXuaparanus (3aryoa Ha
TEYHOCTH). BaskHO € a mueTe 0OMITHO KOJIMYECTBO TEUHOCTH, 32 JIa TPETOTBPATUTE JCXUIPATAIIHS.
ToBa e ocoOeHO BaXXHO, ako UMaTe mpobiieMu ¢ 6s0penute. ['oBopeTe ¢ Bamms nekap, ako nmare
HAKAaKBU BBIIPOCU WM NPUTCCHCHUS.

CuiiHa ¥ IpOIBKUTEIIHA KOPEMHA 00JIKa, KOSATO MOXKE Jia ¢ IBJIKU Ha OCThD MAHKPEATUT

AKO MMaTe CHIIHA U MTPOIBbIDKUTEIHA 00JIKa B 00JIacTTa Ha CTOMaxa, He3ab0aBHO MOTHPCETE JeKap, Thi
KaTo TS MO JIa € TIPU3HAK Ha OCThP MaHKpeaTHT (Bh3MalieH MaHkpeac). Molst BIKTe TouKa 4 3a
MpeIypeANTETHATE TPU3HAIM 32 Bb3MaJIEH ITaHKpeac.

Hucka xpbBHA 3axap (XMIOIIUKEMUS)

KoMOuHupaHeTo Ha CyIhOHUIYPEHHN TPOU3BOIHN UIIH HHCYJIMH C TOBA JICKAPCTBO MOXKE Ja YBEINYH
pHUCKa OT IOHWXKaBaHE HA HUBATa Ha KpPhBHATA 3axap (XUMOTIHKEeMUsi). MOJIsl, BUKTE TOUKa 4 OTHOCHO
NpeaynpeAUTETHUTE IPU3HAIM 32 HUCKUA HUBA HA KpbBHATA 3axap. Bamuar gexap moxe na Bu
Ha3Ha4Hy Jia ce U3CJIe/BaT HUBATa HA KpbBHATa Bu 3axap. ToBa 11e My IOMOTHE J1a ONPEIENH AN
J103aTa Ha CyJI(pOHWITYpEeHHOTO MPOU3BOHO WIIM MHCYJIMHA TPIOBa Jia Ce MPOMEHH, 3a J1a CC MIOHIKHU
PHCKBT OT HUCKA KPBbBHA 3axap.

3a00gBaHe Ha OYNTE BCIEICTBUE HA Ara0eT (peTHHONATHS)

Axo nMmare 3a00JIsIBaHe HA OYHTE BCIICJICTBHE HA AHadeTa M U3M0JI3BaTe HHCYIUH, TOBA JIEKApCTBO
MOJKe Jla TOBeJIe J0 BIIOIIaBaHe Ha BarreTo 3peHue u ToBa MOXKe Jia HaJoxH Jiedenue. Madopmupaiite
JIeKaps CH, aKO UMarTe 3a00JIIBaHE Ha OUUTE BCIISACTBUEC Ha quabeTa WU ako Mo BpEeMe Ha JICUCHUETO
C TOBA JICKAPCTBO MOJIYUYHUTE MPOOIIeMH ¢ ounTe. B citydail ye nMare MOTeHIUATHO HeCTAOUITHO
3a00JIsIBaAHE Ha OYKMTE BCIEACTBHE Ha quabeT, He ce mpermopbuBa Ja uamoiassate Ozempic 2 mg.

Jena u roHomu
ToBa JiekapcTBO HE Ce MpenopbyBa MpH Jela U FOHOIIHU Ha Bb3pacT 1oJ 18 roiuHu, Thid KaTo
6e3omacHOCTTa M €(h)MKACHOCTTA MPH Ta3H B3PacTOBA IPyTa BCE OIIE HE Ca YCTAHOBEHH.

JApyrn nexkapcrBa u Ozempic

Tpsi6Ba na xaxxere Ha Bamms siexap, hapManeBT WM MEIUIMHCKA CECTPa, aKO IIpHeMaTe, HaCKOpo CTe
MpUEMalil WK € Bb3MOXKHO J1a TIpueMare IpyTH JICKapCTBa, BKIIOUUTETHO OMIKOBU WM APYTH
JIEKapCTBa, KOUTO CTE KyNWIM 0e3 penenta.

[Mo-cnenmanyo, nHGopMmupaiite Bamms nekap, GpapManeBT nim METUIIMHCKA CECTPa, aKO U3IOJI3BATE

JIEKapCTBA, ChABPKALLU HAKOE OT CICIAHUTE:

. Bapdapus win npyru nogoOHu nekapcTBa, IpUEMaHH Mpe3 ycTaTa 3a HaMaJlsiBaHe Ha
KPBHBOCHCHPBaHETO (TIEPOPATHU aHTUKOATYJIaHTH). MOJKe /1a ce HajoXKaT YeCTH U3CIeIBAHM
Ha KPBBTA, 3a Jja e IPOBEPHU KOJIKO OBP30 ce ChbcUpBa KpbBTa Bu.

. AKO H3MoNI3BaTe MHCYNKH, Bammar nekap me Bu 00gcHN Kak Ja HaMajIuTe 103aTa Ha HHCYJIMHA
u me Bu npenoppua ga cineauTe KphbBHATA CH 3aXap MO-YECTO, 3a 1a N30eTHETe XUIEePTITUKEMUS
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(BI/ICOKa KpbBHaA 3.’:1X21p) n ,[[I/Ia6CTHa KE€Toanmuao3a (YCJ'IO)KHCHI/IC Ha ):[I/Ia6eTa, KOC€TO HaCThIIBA,
KOraTo OpraHu3mMbpT HC MOJKC A pa3rpaaun riroKko3ara, TBU KaTO HAMA JOCTATBYHO I/IHch'II/IH).

BpeMeHHOCT 1 KbpMeHe
AKo cTe OpeMeHHA WM KbPMUTE, CMsTaTe, 4 MOXeE Ja cTe OpeMeHHa, W IJIaHupaTe OpeMEHHOCT,
nochBeTBaliTe ce ¢ Bammus nexap npeau ynorpedara Ha TOBa JIEKAPCTBO.

ToBa nekapcTBO HE TPsOBA J1a Ce U3IOII3BA 110 BpeMe Ha OPEeMEHHOCT, 3aII0TO HE € U3BECTHO JaJln
3acsira mioJia. 3aropa ynorpebara Ha KOHTpALCHIIHS € MPEMOPhUUTEIHA, IOKATO U3ION3BATE TOBA
JIeKapcTBO. AKO JkenaeTe 1a 3abpemMeHeeTe, 00ChIeTe KaK J1a MPOMEHHUTE JICUCHUETO cH ¢ Bammms
JIeKap, Thi KaTo TPsAOBa Ja crpere yrnoTpedara Ha TOBa JIGKAPCTBO MOHE 2 Mecella MPeIBapUTEITHO.
Axo 3abpemeHeeTe, J0KaTo M3MOJI3BaTe TOBA JIEKAPCTBO, TOBOPETE He3abaBHO C JieKaps CH, Thil KaTo
nedeHueTo Bu TpsOBa ma Obae MpOMEHEHO.

He u3non3Baiite TOBa JIEKapCTBO, aKO KbPMUTE, Thi KaTO HE € U3BECTHO JIAJIH TO IPEMHUHABA B
KbpMara.

Hlodupane u paéora ¢ MAIIMHU

Maiko BeposTHO € OZempic ma mosnuse Ha criocodnoctTa Bu 3a modupane u paboTa ¢ MalIMHA. AKO
W3I0JI3BATE TOBA JIEKAPCTBO B KOMOMHAIMSI ChC CYIPOHMITYPEHHU MPOU3BOIHH WIIA MHCYJTUH,
KpbBHaTa By 3axap Moske J1a ce MOHMKH (XUIOTIIMKEMHS), KOeTo J1a oTciabu criocodHoctTa Bu 1a ce
KoHIeHTpupate. He modupaiite u He paboTeTe ¢ MaIllMHU, aKO TOJTYYUTe IPU3HALA HA HUCKA KPhBHA
3axap. Bmxkre Touka 2, ,,[IpenynpexaeHus 1 mpeamna3Hid MepKu'* 3a HHGOpMaIus OTHOCHO
MOBUIICHUA PHUCK OT HUCKa KPbBHA 3axXap, KaKTO 1 TOYKa 4 3a npeaynpeauTCIHUTE IIPpU3HAIIA Ha
HUCKa KpbBHA 3axap. ['oBopeTe ¢ Jiekaps CH 3a JOITbIHUTEIHA UH(POPMAIIHSL.

Chbabpkanue HA HATPUIA
ToBa nekapcTBO ChABPKaA MO-MaNKO 0T 1 mmol Hatpwuii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTHYECKU HE ChABPIKA HATPUI.

3. Kak na uznonssare Ozempic

Bunarn n3nonsBaiite ToBa JeKapcTBO TOYHO KakTo Bu e xazan BamusaT nekap. AKo HE CTe CUTYPHH B
Helo, nonuraiTe Bamms nekap, ¢papmManeBT Ui MEIUIHCKA CECTPa.

Kouaxo 1a n3nosasBare

. Havannara no3a e 0,25 mg BeHBX CEAMUYHO 32 IEPUOJ OT YETHPH CEAMMUIIH.

. Cren yeTHpH CeIMUIIM JIEKapAIT 1€ yBeau4yu no3ata Bu 1o 0,5 mg BeAHBX CeIMUYHO.

. JlexapsT MOXe J1a yBenn4H f03ata Bu 1o 1 mg BeaHbK ceIMIYHO, aKo KpbBHaTa Bu 3axap He
ce KOHTPOJIMPA A0CTaThUHO 100pe ¢ 103a 0,5 mg BeJHBXK CEAMUYHO.

. Bammsr nexap Moxe aa yBenuuu go3ata Bu Ha 2 Mg BenHBK cCeIMUYHO, aKO KpbBHaTa Bu

3axap He ce KOHTPOJIMpa AOCTaThyHO A00pe ¢ 103a | MY BeIHBXK CEAMUIHO.
He npomensiite no3ara, ocseH ako BamusaT nexap He Bu e kazan fa HanpaBuUTe TOBA.
Kak ce npuiara Ozempic

Ozempic ce npujiara 4pe3 UHKEKIUs 0] KokaTa (I0IK0XKHO MHKeKTUpane). He uHxekrupaiire BbB
BEHA UJIU MYCKYIL

. Hail-nogxonsmure MecTa 3a HHKEKTHPaHE ca IpeAHaTa 4acT Ha OeqpaTa, IpeHaTa 4acT Ha
Tanuara (Kopema), MJIi TOpHaTa 4acT Ha phKara.
. [Ipenu na n3non3Bare mucankara 3a NpbB BT, Bamuar ekap Wi MeIuIHCKa cecTpa e Bu

MOKaXaT Kak Ja OopaBuTe C Hesl.
IMonpoOHu ykazaHus 3a yrorpeba ca JIaJIecHH Ha JIpyraTta CTpaHa Ha Ta3u JIMCTOBKA.
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Kora na uznonzBare Ozempic

. TpsOBa 1a u3mon3Bare TOBa JEKAPCTBO BETHBK CEAMUYHO U 110 BH3MOXKHOCT — Ha €IUH U ChHIIl
JIEH BCSAKA CEIMHUIIA.
. Moske 1a cu HampaBUTE UHXKEKIIMS 110 BCSIKO BpEMeE Ha JCHSI, HE3aBUCUMO OT XpaHEHUSTA.

3a 1a 3allOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO C€ MH)KEKTUPA CaMO BEIHBXK CEIMHUYHO,
MIPETIOPBHUUTENHO € Jja 0TOesexxnuTe n30panus JeH (Hamp. cpsaja) BbpXy KapTOHEHaTa KyTHs U Ja
3anycBaTe BbpXY Hes JlaTaTa MpU BCAKO MHKEKTHPaHe.

[Ipu HEOOXOUMOCT MOXKETE J]a TPOMEHHUTE JICHS Ha ©KECSAMHUYHOTO HHKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA JIa Ca U3MUHAJIY MTOHE 3 JIHU CJIE]] MMOCIICAHOTO My uHkekTupaHe. Ciies n30upaHero
Ha HOB JIEH NPOABJDKETE MPUIJIATaHETO BEIHBK CEIMHYHO.

AKO CcTe N3M0JI3BAJIN MIOBeYe 0T HeoOxoanmaTa q103a Ozempic
AKo cTe n3Io3BaNy oBeue oT HeoOxoanmara go3a Ozempic, BenHara nHpopmupaiite Bamms nexap.
BB3M0OHO € a moy4ynuTe HeXeJlaH! peakuy KaTo IOBAUTraHe (rajieHe).

AKo cTe mponycHaau aa uznojassare Ozempic

AKO CTe IPOIyCHAHN Ja HHXEKTHpaTe /1032 H:

. W3muHamm ca 5 nin 1mo-Majiko JHH CJel MOMEHTA, B KOWTO € TpsAOBaJIo J1a M3M03BaTe
Ozempic, UHXEKTHpANTE o BeJHara, oM cu ciomHute. Ciiell TOBa MHXKEKTUPAHTe
clIeqBaIIaTa CH 1032, KAKTO OOMKHOBEHO B IUTAHUPAHUS JICH.

. W3muHanm ca moBedve OT 5 JHU clie]] MOMEHTa, B KOHTO € TpsOBaio Aa m3noisare Ozempic,
mpeckodeTe mpomycHaTara fgo3a. Cien ToBa MH)KEKTHpaiTe cieBaiiara Cu J03a, KaKTo
O0OWMKHOBEHO B TUIAHUPAHUS JICH.

He uznonzpaiiTe ABOIHA 71034, 3a J1a KOMIIEHCHpaTe MpoIycHaTaTa J103a.

AKoO cTe cipesiu ynorpedéara Ha Ozempic
He cniupaiite ynorpebaTa Ha TOBa JiekapcTBo, 06e3 Aa cTe nHpopmupanu Bamms nekap. Ako s crpere,
HUBOTO Ha KpbBHaTa By 3axap Moke /1a ce MOBHUIIIH.

AKO MMate HSKaKBH JOMBIHUTEIIHA BBIPOCH, CBBP3aHHU C YIIOTpedaTa Ha TOBa JICKAPCTBO, TOTUTANTE
Bamus nekap, papmaneBT wim MEIUIIMHCKA CECTPA.

4, Bn3MokHN HelKeJTaHU peaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAU3BHUKA HEKECIIaHU pCaKIINU, BBIIPEKU Y€ HC
BCCKH I' TIOJIy4aBa.

Cepuoslm HEKEJIAaHU pCaKIUU

Yectu (Morart na 3acerHat a0 1 Ha 10 gymm)

. YCIIOXKHEHUS Ha 3a00JIIBAHETO HA OYNTE BCIICICTBHE HA quabera (peTHHOMATHS ) — TpsOBa 1a
Ka)KeTe Ha JIEKaps CH, ako 10 BpeMe Ha JICUEHUETO C TOBA JIEKapCTBO MOJIYYHUTE MPOOIIEMH C
OYHUTE, KaTO MPOMSHA B 3pEHHUETO.

Heuectu (Morar na 3acersat 1o 1 va 100 mymmm)

. Br3nanenue Ha maHkpeaca (OCThp MaHKPEATUT), KOWTO MOJKE /1a IPUYMHM CHUIIHA OOJIKa B
cToMaxa M I'bp0a, KOSITO He MpeMuHaBa. TpsadBa ga oTuaeTe Ha Jiekap He3a0aBHO, aKO MOJTyYUTe
TaKWBa CUMIITOMH.

Penxm (Morat na 3acernat a0 1 Ha 1 000 mymm)

. TEXKH aJISpTUYHU peaknny (aHahWIaKTHIHU peakuu, anruoeneM). TpsaOBa He3a0aBHO /1a
HOJTyYHTE MEAUIMHCKA IOMOII ¥ BelHara 1a MHOpMHUpaTe JIeKaps CH, aKO HOIydnTe
CHMIITOMH KaTo MPOOJIeMHU C JUIIAHETO, IIOAyBaHe Ha JIULETO, YCTHUTE, €3UKa U/UITH T'bPIIOTO
ChC 3aTPYJIHEHO MPETIbILAHE U YIeCTCHO ChpleOueHe.
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C Hen3BecTHA 4eCcTOTA (OT HATMYHUTE TAHHU HE MOXKe J1a ObJIc HAIlPaBEeHa OLICHKA)
. 3amymBaHe Ha yepBara. Texka ¢popma Ha 3areK ¢ TOMBIHUTEIHH CUMITOMH KaTO CTOMAIITHA
00JKa, MoIyBaHe HAa KOpeMa, MOBPBIIaHe U T.H.

JApyru HexeJIaHM peaKInu

MHoro 4ectu (Morat fa 3acerHart nosede ot 1 Ha 10 xymn)

. nopaurane (rageHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. JUapus — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. HHCKa KPBBHA 3aXap (XUIIOIIMKEMUs), KOraTo TOBa JIEKAPCTBO CE U3II0/I3Ba 3a€HO C JIEKApCTBa,

KOHMTO CBHIBPKAT CYI(HOHUITYPEHHH MPOU3BOJHH HIIM HHCYJIMH.

Yectu (Morat ma 3acerrar 1o 1 Ha 10 mgyrmmm)

. MOBPBIIAHE;

. HHUCKa KPbBHA 3axap (XUIMOTIMKEMHs ), KOTaTO TOBA JICKAPCTBO CE M3MOJI3BA 3aC/HO C
HepopalTHy JIeKapcTBa 3a uadeT, OCBeH CyJI(hOHMITYPEHHH IPOU3BOIHN WITH UHCYJIHH.

Hpe,uynpe,uMTenHHTe IMpU3HalM 3a HUCKAa KPpbBHA 3aXxap MOrarT aa €€ MOABIAT BHC3AIIHO. Te morar Ja
BKJIFOYBAT: CTyJICHA TIOT, XJIagHa OJieqa KoXka, TJIaBO0OJIHE, YCKOPEH MYJIC, MOBIUTaHe (TaJeHEe) UTH
CHJICH TJIaJI, IPOMEHH B 3pEHUETO, CHHIMBOCT WK c1ab0CT; HEPBHOCT, TPEBOXKHOCT MIIU OOBPKAHOCT,
3aTpyAHEHAa KOHIEHTPALUSA HIIA TPEIIEPEHE.

Bammst nekap e Bu kaxe kak 1a jekyBaTe HUCKAaTa KpbBHA 3aXap M KaKBO Jla HAMPABUTE, aKO
3a0eNIeKUTE TE3H MPEYNPEIUTEITHU TPU3HAITH.

BeposiTHOCTTa /1a clajiHe HUBOTO Ha KPBbBHATA 3aXap € [0-rojisiMa, ako IpueMarte Cya(OHIITypeiHu
MPOM3BOIHH WJIK MHCYJIMH. Balust nekap Moxe J1a HaMalli 103aTa Ha Te3H JICKapCcTBa, MPeIu 1a
3aMoYHeTe JIa U3MO0JI3BATEe TOBA JIEKAPCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3IMAJIEH CTOMAaX (TacTPUT) — MPU3HAIMTE BKIIIOYBAT CTOMAIIHA 0OJIKa, TIOBIUraHe (raJeHe)
WY TIOBPBILIAHE;

. pedITyKC WM KUCEeMHU — HapuuaHH olle ractpoe3ogareanta peduykcaa 6onect (CEPB);

. cToMarHa 0onKa;

. HO/TyBaHE Ha CTOMAXa;

. 3arex;

. OpUTBaHe;

. KaMBHH B JKIIBUKATA;

. 3aMaiBaHe;

. yMopa;

. 3ary0a Ha Ter’o;

. HIOHIDKEH alleTHUT;

. razose ((aTyneHIus);

. MOBHIIIEHUE HA MAaHKPEATHYHU €H3UMH (KaTo JINMa3a U aMuiiasa).

Heuectu (morar ga 3acernar g0 1 za 100 gymmm)

. MPOMsIHA BB BKyCa Ha XpaHaTa WU HAIUTKUTE;
. Y4eCTeH ITyJIC;

. peakIuy Ha MACTOTO Ha MHKEKTHUPaHe, KaTo MMOCHHIBaHE, 00JIKa, IpasHeHe, ChpOex 1 0OpHB;
. aNIepPTUYHH PEaKIUU KaTo 0OpHB, ChbpOEX WIN YPTUKAPHUS;

. 3a0aBsiHE B M3MPa3BaHETO HA CTOMAxXa.

Chol01aBaHe Ha HeKeJIAHU Peakuu

AKo TosTyynTe HIKaKBH HE)KEJIaHU PEeakiiy, yBegomere Bamms nekap, papmaneBT Win MeJUITHCKA
cectpa. ToBa BKIIIOYBAa BCHYKH BH3MOKHH, HEOIIMICAHH B Ta3H JHCTOBKA HEXKEIIAHN peaknuu. Moxere
CBIIIO J1a ChOOIIUTE HEXEJIAHU PEaKIuU JUPEKTHO Ype3 HAl[MOHAIHATA CHCTEMa 3a ChOOIaBaHe,
nocouena B [lpmioskerne V. Kato cho0miaBaTe HexenaHU peakuy, MOKETe Aa AaJeTe CBOS IIPHHOC
3a 1oJIy4aBaHe Ha IoBede HH(opManus OTHOCHO O€30IIacCHOCTTa Ha TOBA JIEKapCTBO.

70

VV-LAB-123011 1.0


https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Ftemplate-form%2Fqrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx&wdOrigin=BROWSELINK

5. Kak na coxpansiBate Ozempic

[a ce cpxpaHsiBa Ha MSCTO, HEJOCTHITHO 32 JICIIa.

He n3non3Baiite ToBa JIEKapCTBO CJIea CPOKa Ha TOJTHOCT, OTOCIISI3aH BhPXY C€THKETA Ha MHCaTKaTa U
KapTOHEHATa OmakoBKa cief ,,[ 'oxen 10, CpoKbsT Ha TOAHOCT OTTOBApS HA MOCICTHUS JACH OT

IIOCOYCHHUA MECCII.

Ilpenu oTBapsHe:

Ja ce cpxpansBa B xmaauiHuK (2 °C-8 °C). Jla He ce 3ampa3sBa. Jla ce chxpaHsaBa najied oT
oxyaxxaamus eaeMeHT. ChXpaHsaBaiiTe ¢ IOCTaBeHa Kalayka, 3a Aa ce IPea3y OT CBETIMHA.

ITo BpeMe Ha ynorpeba:

. B nmpoabimkeHne Ha 6 ceIMHIIN MOXKETE J]a ChXpaHsIBaTe MHcaKara MpHu TeMIeparypa mo
30 °C unu B xnaaunauk (2 °C-8 °C), ganeu oT oxiaxkaamus eneMeHnT. He 3ampassiBaiite
Ozempic 1 He TO U3IOI3BANTE, aKo € OMIT 3aMpa3eH.

. Korato He u3non3sare mucaikara, CbXpaHsBalTe s C TOCTaBeHA Kanayka, 3a Jia ce Mpe/a3u OT
CBETJIMHA.

He n3non3Baiite ToBa JIEKapCcTBO, aKO 3a0ENICKUTE, Y€ PA3TBOPHT HE € OMCTHP M OE3MBETCH MITH TTOUTH
OC3IIBETCH.

He n3xBbpidiiTe lekapcTBaTa B KaHAIU3ALMATA WIKA B KOHTEHHEPA 32 JOMAIIHA OTNAIbLH.
[Honmraiite Bamms dapmaiieBT Kak Ja U3XBBPIATE JIEKapCcTBaTa, KOUTO BeUe He M3Mo3Bare. Te3u
MEpKH L€ CIIOMOTHAT 3a OIla3BaHe HAa OKOJIHATA Cpeaa.

6. Cun)pmaﬂne Ha OMaKOBKAaTa U JO0IIbJHHUTEC/IHA I/IH(l)OpMaIIHﬂ

KaxkBo cbabp:ka Ozempic

. AKTUBHOTO BEIIIECTBO € CEMAarTyTH/I.

o 1,5 ml: Equnr ml oT HHKEKITMOHHMS Pa3TBOP Chabpika 1,34 mg cemarnytua. Exna
MIPEeIBAPUTETHO HAITBIHEHA MHCaIKa ChIbpxka 2 mg ceMarmytun B 1,5 ml pa3reop. Besika moza
ceabpxa 0,5 mg cemarmytun B 0,37 ml.

. 3 ml: Eaun ml ot umxekuuoHHUs pa3rBop chabpka 0,68 mg cemarnytun. Enxna
MpeBAPUTEITHO HAITBIHEHA MHICANIKa ChIIbpxka 2 mg ceMarmytun B 3 ml pa3rBop. Besika nosa
cpabpka 0,5 mg cemarmytua B 0,74 ml.

. Jpyrurte cbcTaBKH ca: TUHATpHUEB GocdaT AUXUIPAT, IPONHIICHIIINKON, GeHo, BoJa 3a
WH)KEKIINH, HATPUEB XUAPOKCHUJI/XJIOPOBOIOPOIHA KHCENIrHA (32 Kopekius Ha pH). Bukre
CBIIO ToUKa 2, ,,ChAbpKaHUE HA HATPUM.

Kak m3raexna Ozempic 1 KaKBO ChIbpP:Ka 0NAKOBKATA

Ozempic e OUCTHp 1 OE3IBETECH WX OYTH OE31[BETEH HHKEKIIUOHEH Pa3TBOP B MPEBAPUTEITHO
HaIThTHCHA TTHCAITKA.

1,5 ml: Besika mpeiBapuTeNIHO HAMBJIHEHA TTHCAIKa Chabpxka 1,5 ml pa3TBop U gocTtaBst 4 1031 MO

0,5 mg.

3 ml: Besika mpeBapuTelIHO HAITBJIHEHA MHCAIKA Chbpika 3 ml pa3tBop u gocrtasst 4 103u 1o 0,5 mg.

Ozempic 0,5 mg WHXEKITHOHEH Pa3TBOP Ce Mpejyiara B CJACTHUTE BUIOBE OMAKOBKH:
1 mucanka u 4 urnmm 3a enHokparHa yrnorpeda NovoFine Plus.

3 mucanku u 12 urnm 3a eqHokpaTtHa yrmorpeda NovoFine Plus.

He BcuukM BUA0OBE OITAKOBKU MOTaT Ja 6’B}IaT ITyCHATH Ha I1a3apa.
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[IpurtexkaTtes Ha pa3pelIeHNETO 32 YNOTPe®a U MPON3BOUTEN
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Jaaus

)Z[aTa Ha MOCJIECAHO NMpeEpasrjaekaade Ha JUCTOBKaTa

JApyru u3toununu Ha uHpopmanusa

IMoapobHa nHbopMaIus 3a TOBA JIEKAPCTBO € MpelocTaBeHa Ha yebcaiita Ha EBporieiickara areHius
TI0 JIeKapceTBarta http://www.ema.europa.eu.
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Yka3zanus 3a ynorpeda Ha Ozempic 0,5 My MHKEeKUMOHEH Pa3TBOP B IPeABAPUTEIHO

HaNI'bJJHCHA NMUCAJIKA

Mousi, npoyeTeTe BHUMATEIHO T€3H YKa3aHUs,
npeau Aa U3M0J3BaTe CBOATA MPEIBAPUTEITHO
HampITHeHa nucanka Ozempic. ['oBopere ¢ Bamus
JieKap, MEJAUIUHCKA CecTpa WK (apMalleBT 3a TOBa
Kak Ja nHkekTrupare Ozempic npaBUIHO.

3amoyHeTe ¢ MpoBepKa Ha MHCaNKara, 3a 1a cre
CUT'YPHH, Ye T chabp:ka Ozempic 0,5 mg, criexn
KOETO MOTJIEHETE WITIOCTPAIMUTE T0-A0IY, 32 JIa Ce
3all03HaeTe C Pa3IMYHUTE YacTH Ha IHCANKaTa 1
uriarta cH.

AKO cTe ¢ WIM UMaTe JIOIIOo 3peHue U He MoxKeTe
Aa pa3dereTe Oposiua HA 103aTa BbPXY MUCAJIKATA,
He M3I0JI3BaliTe Ta3u MUCAJIKa 0e3 1yxaa moMoIl.
ITorppcere momot OT JMLE ¢ ZOOPO 3peHuUE, KOETO
3Hae Kak Jia M3I0J13Ba NPEIBAPUTEIIHO HAITbIHEHATA
nucanka Ozempic.

Bamrara nucanka e npeaBapUTEIHO HAIIbJIHEHA U UMa
BB3MOXKHOCT 3a HabupaHe Ha jo3arta. Ts ceabpxa 2 mg
CeMariIyTuj U MOXeTe Jja u30upaTe camo J103H Mo

0,5 mg. Eqna Hen3nomn3BaHa nucaika ChIbpika YeTHPH
no3u 1o 0,5 mg.

Hznon3Baiite Ta6J'II/II_IaTa OT BbTPCIIHATA CTpaHa Ha
Kariaka Ha KapTOH€HAaTa KyTHs, 3a Jia CIIEAUTE KOJIKO
HWHXCKIUHN CTC MPUTIOKHUIIN U KOra CTC I' IPHUJTOXKUIIN.

[Mucankara Bu e npeaHa3zHaueHa 1a ce U3IoJI3Ba C
urim 3a eqHokparHa ymorpeba 30G, 31G u 32G ¢
IBIDKHAHA 10 8 mm.

B onaxoBkata ca BkiaroueHu uriau NovoFine Plus.

Mozst, 00bpHETE BHUMaHHE: BamaTa micaika Moxe Jia
Ce Pas3NuuaBa [0 pasMep OT MHUCAIKATA, IOKA3aHA Ha
KapTHHKaTa. Te3u yKa3aHHs ce OTHACST 32 BCHUKU
nucanku Ozempic 0,5 mg.

Ozempic npeaBapuTeTHO
HANBJIHEHA MUCAJIKA U UIJIAa

(npumep)

BbHIHa

Kanauka Ha Kanayka Ha

MUCAIKATA urjara
BbTpemna
Kanayka Ha
HIJIaTa
Hraa
XaprueH
eTHKeT

IIpo3opue Ha

NMHCAJIKATA

Etuker na

NMHCAJIKATA

Bposiy Ha no3aTa

CtpeJika Ha 103aTa

Cesiekrop Ha

no3ara Mapxep 3a

npoBepKa
Ha
HU3THYAHETO

Jlo30B OyTOH

/A Baxna HHpoOpManus

OOBpHETE CIEIMATHO BHUMAaHHE Ha Te3W OCIICKKH, Thil KaTo Te ca BaXKHH 3a Oe3omacHaTa

ynotpe0a Ha MUcaJIKaTa.

1. IloarorBere mucajKaTa cH ¢ HOBa HIJia

. ITpoBepere KMETO M BETHHSI €THKET Ha
nHcajKara CH, 3a Jia Ce YBEPHTE, Ue TS ChIAbpiKa
Ozempic 0,5 mg. ToBa € U3KITIOUUTETHO BaKHO,
aKo TpHJIaraTe HHKEKIIMOHHO MOBEYE OT €IUH
BUJI JIEKAPCTBO. M3M0JI3BaHETO HA TIOTPEITHO
JIEKApCTBO MOKeE Jia Objie BPEIHO 3a 37PaBETO

Bu.
. CaaJjieTe Kanma4yKarTa Ha MHCAJIKATA.
. IIpoBepeTe 1au pa3TBOPHT B MHUCAJIKATA €

oucTbp u 6e3usereH. [lorneanere npes
MIPO30pUETO Ha MUcanKaTa. AKO pa3TBOPBT
U3IIIeXJa MBTEH WM C IPOMEHEH LIBSIT, HE
M3M0J3BaliTe NMHUCaIKaTa.
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. B3emMeTe HOBa Mr.Ia.
[IpoBepere xapTHEHHS ETUKET ¥ BHHIIIHATA
Karadka Ha WrjarTa 3a MoBpeI, KOUTO MOTaT aa
3aceTHAT CTEPIIIHOCTTA. AKO 3a0enexuTe
HsIKaKBa IMOBpe/a, M3M0I3BaliTe HOBA HIJIA.

. OTcTpaHeTe XapTHEHHUSI €THKET.

YBepere ce, 4ye cTe MOCTABUIIM MIJIATA

NMPaBUJIHO.
. HartucHere urnata npaBo BbpXyY MHcaIKaTa.
. 3aBHiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hrnara e nokpura ¢ 1Be kanayku. TpsioBa na
CBAJIUTE U JBeTe Kanauyku. Ako 3a0paBure 1a
CBAJINTE U [IBETE KallauyK{, HAMA J1a yCIIeeTe a
CU UHXKEKTUPATE JIEKAPCTBO.

. CpaJieTe BbHIIHATA KaNlayKa HA UIJIATA U A
3ama3sere 3a no-KbcHo. Ts e Bu tps6Ba ciies
WHXEKTHPAHETO 32 0€30MacCHO OTCTPaHsSBaHE Ha
WTJIaTa OT MHACAIKATA.

° Ceajere BbTpPEHIHATA KalladKa Ha urJjiaTta u
1 UI3XBBPJICTE. Axo ce onutare Ja s IOCTaBHUTEC
OTHOBO, MO>K€ HEBOJIHO a CC }’60,I[6T6 C urjara.

Ha Bbpxa Ha uriata Moxe Jia ce MOsIBU Kalka OT
pastBopa. ToBa € HOpMaJIHO, HO BCe MakK TpsiOBa 1a
MIPOBEPUTE U3TUYAHETO, aKO M3I0I3BaTe HOBA MHCANIKa
3a pbB IBT. BrxTe crhnka 2 ,,IIpoBepere n3tnuaHeTo
C BCsIKa HOBa IHcaKa®.

He nocraBsiiTe HOBa MIJIa HA MHCaJKaTa CH, TOKaTO
HE CT€ TOTOBH Jid HHKEKTHPATE.

.& BuHaru u3noJ3BaiiTe HOBa UIJia 3a BCKa HHKCKIUA.

ToBa moxe Ja IpeaoTBpaTH 3allyllIBAHE Ha UTJIMTEC, 3aMBbpPCABAHC, I/IHq)CKTI/IpaHe 1 HCTOYHO

AO03UpAHC.

Hukora He u3noJi3BaiiTe M3KPMBEHA WJIHM NMOBPe/IeHA UIJIA.

2. IlpoBepeTe U3THYAHETO C BCAKA HOBA MUCAJIKA

. AKO Beue U3IMOoI3BaTe MUCATIKATa, IPEMHUHETE
KbM cThIIKa 3 ,,30epere mo3arta‘.
IIpoBepsBaiiTe H3TUUAHETO caMO MpPean
MbPBOTO HHKEKTHPAHE C BCSIKA HOBA
nmucajika.

. 3aBBpTETE CENEeKTOpa Ha 103aTa 0 MapKepa 3a
NpoBepKa Ha u3TH4anero (** “™) TOYHO ciex
,0“.YBepere ce, ue MapKkepbT 3a MPOBEPKA Ha
W3TUYaHETO Ce U3PaBHABA ChC CTpENKaTa Ha
Jo3ara.

U36pan e
MapKep 3a
NMpoBepKa Ha
U3THYAHETO
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. 3aApBKTe MHUCcaKaTa ¢ HACOUCHA HAarope uria.
HatucHere u 3a1pBbiKTe 1030BUSA OYTOH,
JIOKaTo OpOSYBT HA JT03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0° TpsiOBa 1a ce U3PaBHU ChC
CTpeliKaTa Ha JI03aTa.

Ha Bbpxa Ha urnara Tpsa0Ba ia ce MosSBU Kamka
pasTBop.

Ha Bppxa Ha uriiata Moke J1a OCTaHE MaJKa Kamka, HO TS HsIMa Ja ce WHXKEKTHPA.

AKoO He ce MOSIBU KAIKAa, IOBTOpeTe CThIKa 2 ,,IIpoBepeTe U3THUAaHETO C BCSIKa HOBA MUCANIKa“ 10 6
bTH. AKO BCE OIIle HAMa Kalka, CMEHEeTe UriiaTa v oBTopere crhika 2 , . [IpoBepere u3tnyaHeTo ¢
BCSKa HOBA IMHCAJIKA OIEC BETHBK.

M3xBBpreTe nucagkara U U3M0I3BalTe HOBA, AKO BCE OIIIE HE CE € MOsIBMJIA Kalka OT pa3TBopa.

A\ Bunaru ce yBepfiBaiiTe, Ue ce MOSIBSIBA KANKa HA BbpXa HA UIJaTa, MPEIH Ja U3I0I3BaATE
HOBa MHUcaiKka 3a npsuB meT. C TOBa ce TapaHTHpPA, Y€ Pa3TBOPHT MPEMUHABA OE3MPETIITCTBEHO
Ipe3 uriara.
AKO He ce TIOSIBH Kallka, HsIMa J]a CH MH)KEKTHPATe HUKAKBO KOJUYECTBO OT JICKAPCTBOTO,
BBITPEKH ue OpOSYBT Ha JT03aTa MOXKe Ja MoMphaHe. ToBa Moke 1a 03HAUaBa, Ye UIJIATA €
3amynieHa WM noBpeaeHa.
AKO He IpoBepsBaTe U3TUYAHETO MPEAU IIBPBOTO CH UHKEKTHPAHE ¢ BCSIKA HOBA MUCAJIKa,
MOJKE JIa He MOJTYYHTE Ipe/nrcanaTa J1o3a u xenanus egekt Ha Ozempic.

3. U30eperte n03arTa

. 3aBpbpTeTe cesIeKTOpa HA 103aTa, 32 J1a
Habeperte 0,5 mg.
[Ipoxwmxere 1a BBPTHUTE, JOKATO OPOSYBT HA
no3ara cripe u mokaxe 0,5 mg.

N36panu
0,5 mg

Camo OposIBT U CTpeNKaTa Ha jo3aTa IIe ImoKaxar, ue ca Habpanu 0,5 mg.

Moxere na u3bupate camo 0,5 mg Ha no3a. Koraro nucankara cpabspxa mo-manko ot 0,5 mg,
OpoSYBT Ha JI03aTa ciMpa npeau Aa ce mokaxe 0,5.

CenexTopbT Ha J103aTa MPHIPAKBa Pa3INdHO, KOTAaTO Ce 3aBbPTH Hampe, Ha3a Wik MpH
npemuHaBane Ha 0,5 mg. He OpoiiTe mpumpakBaHusITa Ha MACATKATA.

/A Bunarn uznoassaiire Oposiua M cTpeJIKaTa Ha /103aTa, 3a /1a BUIUTE, Ye ca HAOpaHu
0,5 mg, mpeau 1a MHKEKTHUPATE TOBA JE€KAPCTBO.
He Gpoiite npuinpakBaHuATa Ha MUCATKATA.
Cnc cesiekTOpa HA 103aTa TPsAOBa Aa ce u30mpat camo ao03u no 0,5 mg. 0,5 mg tps6Ba
TOYHO JIa C€ U3PABHU ChC CTPEIIKATA, 32 JIa CT¢ CUTYPHH, Y€ IpueMaTe MpaBuiiHa J103a.

Koako pa3TBop e ocTanaa

. 3a 1a BUAHTE KOJIKO PA3TBOP € OCTaHAJI,
M3TOJI3BaiTe Oposda Ha J103aTa; 3aBbpTETEe
CEJICKTOpA, IOKATO OPOosiYBT crpe.

Axo Toi mokassa (0,5, BpB Bamrara nucanka ca
octanaiu none 0,5 mg.

Axo OpossybT Ha 03aTa crnpe npeau 0,5 mg, BpostubT Ha
ao3ara e

HAMA JOCTaThYHO OCTaHAaJ Pa3TBOP 3a MIbIIHA enp:

no3a 0,5 mg. ocragpar 0,5 mg

A\ He mwsnonssaiire mucajKara, ako B Hesl HMa JIOCTaThYHO OCTaHAJl pa3TBOP 3a IIBJIIHA 1034,
M3nomn3BaiiTe HoBa nmucaika Ozempic.
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4. UnxexTHpaiiTe 103aTa

BbBenere uriara B Ko:kara, Kakto Bu ¢
TToKa3asl Bamusr jgexap wid MeaUIIMHCKa
cecTpa.

YBeperte ce, 4e BU:KAaTe Oposiya HA J03aTa.
He ro 3akpusaiite ¢ npbscTute cu. ToBa MoXxe Aa
MPEKBCHE HHXKEKTUPAHETO.

HarucHere u 3a1pBbiKTe 1030BHA OYTOH.
Hab6.ronaBaiite, 10kaTo OposiYBT Ha 103aTa
ce BbpHe Ha ,,0%. [ludpara ,,0° TpsiOBa 1a ce
M3paBHU ChC CTpENIKaTa Ha J1o3aTa. ToraBa Moxe
Jla 9yeTe WM YCeTUTE MPHILPaKBaHe.

IIpoabikaBaliTe 1a HATHCKATE J030BHUS
OYTOH, 10KATO 3aAbP:KaTe UIJIATA B KOXKATA
CH.

IIpedpoiiTe 6aBHO 10 6, 10KATO ABPKUTE Bpoiite 6aBHo:
J1030BHS1 O0YyTOH HATHUCHAT.

AKO U3BaJINTE UTJIaTa MTO-PAHO, MOXKE J]a BHIIUTE
Kak OT BbpXa M M3THYA CTPyHKa OT pa3TBopa. B
TaKbB CIy4ail HAMA J1a ObJie MPUIIOKEHA
IThJIHATA J1034.

1-2-3-4-5-6

AXo0 Ha MACTOTO Ha HWHKCKTHUPAHEC CC ITIOSABU KPHB,

H3Banere uruaara ot Koxkara cu. Ciej ToBa
MO3ZKE 1a OTITYCHCTEC JO30BUA 6yTOH.

npuTUcHeTe Jieko. He pa3TrpuBaiite MscTOTO.

Ha Bppxa Ha uriata Moke Ja BUIHUTE Kalka pa3TBoOp Clie] HHKEKTHpaHeTo. ToBa € HOpMaiHO U He ce
oTpassiBa Ha Bamara no3sa.

A

Bunaru riaenaiite 6posiua Ha 103aTa, 3a 1a 3HaeTe KOJKO Mg CH HH:KeKTHPaTe. 3aIpHKTe
JI030BHs OYTOH HATHCHAT, IOKaTO OpOSIYBT HA JI03aTa ce BhpHE Ha ,,0.

Kak na pa3no3Haere 3anmynieHa MJId MOBpeeHA UIJia

—  Axo OposybT Ha J103aTa He MmoKaxe ,,0° cien MpOoABIKUTEIIHO HATUCKAHE Ha JIO30BUS
OyTOH, BH3MOJKHO € JIa CT€ M3IIOJI3BANIN 3aITyllIeHa WITH IOBPeIeHa UIJia.

— B TaxbB ciaydaif He cTe CH HHXKEKTHUPAIN HUKAKBO JIEKapCTBO, BBIIPEKH Ye OpOSIbT Ha
J103aTa ce € MPeMecTHII OT YHCIOTO Ha IbpBOHAYAIHATA /1032, KOATO CTE 3a7aJTH.

KakBo n1a npaBuTe cbC 3amynieHa urJja

Cwmenere uriara, KakTo € OMHUCAaHo B CThIKA 5 ,,Clie HHKEKIUATA , ¥ TIOBTOPETE BCHUKH
creiku oT 1 ,,[ToArorBere mucankara cu ¢ HOBa Uria‘“. YBepere ce, 4e cTe Habpasu IsuiaTa
HeoOXxoauMa 03a.

Huxkora He 1okocBaiite 6[)05[‘{21 Ha J103aTa, 10KaTO0 HHKEKTHUpAaTe. ToBa Mmoxe 1a MMPEKHBCHE
HMHXCKTHUPAHCTO.

5. Caen HHGKEKIMATA

BuHaru u3xBbpJsiiiTe urjiata cjej Besika
HHKEKIHUSA, 32 J]a CH OCUTYPHUTE YI00CTBO MPH
WHXEKTHpaHe U Ja n30eraere 3amynBaHe Ha
urauTe. AKo UrjaTa e 3amylilieHa, HAMa Jia CU
I/IH)KCKTI/IpaTe HUKAKBO KOJINYCCTBO JIeKapCTBO.

BkapaiiTe Bbpxa Ha UIJIaTa BbB BbHIIHATA
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Kalla4yKa Ha MrJjiata BbpXYy paBHa IOBbPXHOCT,
0e3 Ja JOKOCBATEC MIjiaTta UJiM BbHIIIHATa
Kalradyka.

Crnen xaTo Uriara € moOKpuTa, BHUMATEIHO
HATHCHEeTE BLHITHATA KanayKa Ha urjara
JOKpaid.

Pa3BuiiTe urJjiata u s U3XBbPJIETE BHUMATEITHO
criopes ykazaHusTa Ha Bamus nexap,
MEIHUIIMHCKATa cecTpa, (hapMaieBT WIn
MECTHHUTEC BIIACTH.

IlocTaBsiiiTe 0THOBO KamaukKaTa Ha IIHcajKaTa
CJICO BCSAKO M3IIOJI3BAHE, 3a J1a IPCATIA3UTC
pa3TBOpa OT CBCTJIMHA.

Koraro nucankara TpsiOBa fa ce M3XBBpINH, HapaBeTe ro, 0e3 /1a IMa UTiia BbpXY Hesl, KakTo Bu e
WHCTPYKTHpan BamusaT nekap, MeAMIIMHCKA cecTpa, (papManeBT Wi MECTHUTE BIACTH.

A

Huxkora He ce onuTBaiiTe 1a NOCTABATE 00PATHO BLTPELIHATA KANlAYKa BbPXY UIJIaTa.
Mosxe na ce yboaere ¢ uriara.

BuHaru ciea Bcsika MHKeKIHMS He3a0aBHO OTCTPAHABANTe UIJIaTa OT MUCAJIKATA.
ToBa Mo’xe J1a IpetoTBpaTH 3aITylllBaHe Ha UIIH, 3aMbpCsiBaHe, HHQEKTUpaHe, N3THYaHEe Ha
pa3TBOP M HETOYHO JIO3UPAHE.

JdonbanuTenna BaxkHa uHgopmanms

BuHaru chxpaHsBaiiTe micaikara i UTJHTE HA MSICTO, HEOCTBITHO 3a IPYTH X0pa, 0COOCHO
3a jena.

Hukora He crioeJisiiiTe MycagKaTa WU UIJIATE CH C APYTH XO0pa.

OOrprKBaIlKTe JKIA TPSAOBA 1a ¢a MHOT0 BHUMATEJIHU NPHU padoTa ¢ U3M0JI3BaHU UTJIH, 32
Jla N30ETHAT HapaHsIBaHE C TSIX M KPBCTOCAHA WH(EKITHSI.

I'puxa 3a Bamara nucajka

Wznon3eaiite nucankara BHUMaTenHO. [ py0oTO MaHUTyIMpaHe WM HENpaBWIIHA YIOTpeba Morar 1a
MPUYMHAT HETOYHO JO3UpaHe. AKO TOBA €€ CIy4H, MOXKE /1a HE IOJIy4UTe XKeJaHus eeKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiiTe nmucajgkaTa B K0JIa WIK HA JPYTrO MACTO, KBIETO MOKE Ja CTaHE TBHPJIC
TOPENIO WU TBBPJE CTYICHO.

He unxexrupaiite Ozempic, KoiTo e 01JI 3aMpa3eH. AKO ro HalpaBUTEe, MOXKE J1a HE
MIOJIYYHUTE JKeJIaHUs €PEKT Ha TOBA JICKApCTBO.

He nnxextnpaiite Ozempic, KoiTo e OHJI M3J10KeH HA MPAKA CJ/bHYEBA CBETJINHA. AKO IO
HaIpaBHUTE, MOXeE J]a He TIONYYUTE KeJlaHus eeKT Ha TOBA JIEKapCTBO.

He u3aaraiiTe nucajakara cu Ha Ipax, MPbCOTHUS UJIH TEYHOCT.

He muiiTe, He HAKMCBaliTe U He CMa3BaliTe MUCAJKATA CH. TS MOXe /1a c€ MOYUCTU C MEK
npenapar BbpXy HaBJIa)KHEHA KbpIIa.

He u3nyckaiiTe nucajkaTa cM U He 5 yApSiTe B TBbPAU MOBHPXHOCTU. AKO 51 U3ITYCHETE WIIN
M0JI03UpaTe, Ye Hello He € Hape[ ¢ Hesl, [IOCTaBeTe HOBa UIJIa M MPOBepeTe N3TUYAHETO Ha
pa3TBOp, OPEIU 1a UHKEKTUPATE.

He ce onuTBaiiTe 1a HANBJIHUTE NOBTOPHO NucaikaTa cu. Cie KaTo BEIHBX Ce U3MPA3HU,
TS TpAOBa /1a ce U3XBBHPIIH.

He onuTBaiiTe 1a monmpaBsiTe WK pa3riio0sBaTe MUCAIKATA CH.
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JIucroBka: Undopmanus 3a nanueHTa

Ozempic 1 mg nHKeKUHOHEH Pa3TBOP B MPEABAPUTEIHO HANbJIHEHA MUCAJIKA
cemarnytua (semaglutide)

IIpoyeTeTe BHMMATETHO ISLJIATA JIMCTOBKA, MPeIH 1A 3aM0YHETE 1a U3M0J13BaTe TOBA

JIEKAPCTBO, Thil KATO T ChIAbP:KA BaxkHa 32 Bac undopmanus.

- 3anaszeTe Ta3u JUCTOBKA. MoxXe J1a ce HAJIOXKH J1a 51 IPOYETETe OTHOBO.

- AKO UMaTe HJKaKBH JOTBIHUTEITHA BBIIPOCH, ITONTUTaiTe Bamms mekap, dhapMmarieBT wim
MEIUITMHCKA CeCTpa.

- ToBa nekapcTBo ¢ npeanucano Tu4Ho Ha Bac. He ro npeoTtcThuBaiiTe Ha apyru xopa. To Moxe
Jla UM HaBpeIly, HE3aBUCHUMO Ue MPU3HAIIUTE Ha TSIXHOTO 3a00JIIBaHe ca ChIHUTe KaTo BammTe.

- AKO TIOTy9IuTe HIKAKBH HEKEJIaHU peaKIlny, yBeaoMere Bammms nexap, ¢papmaneBT Win
MEJUIIMHCKA cecTpa. ToBa BKIIOUBA BCUUKH Bb3MOXKHU, HEOMCAHH B Ta3H JINCTOBKA HEXEITAHU
peakuuu. Buxre Touka 4.

Kakso ChbABbpPiKa Ta3u JIMCTOBKA

1. KaxkxBo npencrasisaBa Ozempic u 3a KaKBO C€ U3I0I3Ba

2. KaxBo TpsibBa na 3naere, npenu Aa u3noassare Ozempic

3. Kak na nznonzsare Ozempic

4. Bb3M0XXHM HEXETaHU peaKklnu

5. Kak ma cwxpanssare Ozempic

6. ChabpkaHue Ha ONIAaKOBKATa M JOIBIHUTEIHA HHPOPMALTUS
1. Kaxkgo npeacraBiasasa Ozempic 1 3a KaKBO ce U3M0JI3Ba

Ozempic chabpika aKTUBHOTO BEIIECTBO ceMariayTu. To momara Jia ce MOHMKY KpbBHATA 3aXap B
opranu3ma Bu, camo Korato e TBbpe BUCOKA M MOJKE Ja IOMOTHE 33 MPEI0TBPaTsIBaHE HA ChPACYHO
3a00JIsIBaHe TMPU MAIMEHTH Che 3axapeH auadet tum 2 (3/]T2). Toii chino Taka momara ja ce 3a0aBu
BIIOIIABaHETO Ha ObOpeuHaTa QyHKIMs npu manueHTH cbe 3 T2 upe3 MexaHU3bM U3BBH
MOHM)KaBaHETO HA KPhBHATA 3aXap.

Ozempic ce U3M0I3Ba 3a JICUYCHUE HA BB3pacTHU (Ha Bb3pacT 18 rogunu u noseue) cve 3/T2, koraro
JeTaTa U yIpaXKHEHHATA HE Ca JOCTaThUHH:

. CaMOCTOSITETTHO — KOTaToO HEe MOJKETe J1a M3MOiA3BaTe MeT(HOPMHUH (JIpyTo JIEKapCTBO 3a AradeT)
nIn
. C IpyTH JIEKapcTBa 3a AuadeT — KOraTo Te He ca JOCTaThbuHH, 33 1a KOHTPOJIMPAT HUBATa Ha

KpbBHATa Bu 3axap. TakuBa morar Ja GLI[B.T JIEKapCTBa, KOUTO MpUEMATE MPE3 yCTaTa WiIn
WHXXCKTHUPATC, HAIIPUMCP UHCYJINH.

BaxHo e 1a mpobIDKATE TIIaHA CH 3a AWeTa U YIPaXHEeHUs, KakTo Bu e ka3an Bammsr nekap,

(hapMarieBT WM MEIUIIMHCKA CECTpa.

2. KaxBo Tpa6Ba 1a 3HaeTe, mpeau Aa udnouassare Ozempic

He n3noassaiite Ozempic

. aKo CT€ AJIEPTUYHH KbM CEMarIyTH/I WIH KbM HSIKOS OT OCTaHAJINTE ChCTaBKH Ha TOBA
JeKapcTBO (M30pOeHH B TOUKA 6).

IpenynpexaeHus U Npeana3sHl MEPKH

I'oBopete ¢ Bammst mekap, ¢papmarieBT WM MEIUITMHCKA CECTpPa, TIPEIH J1a U3ITOJI3BATE TOBA
JIEKapCTBO.
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Topa JICKapCTBO HE € CHIIOTO KaTO UHCYJIMH U Bue He Tp}l6Ba Ja ro U3I0J13BaTec, ako:

. umare nuabet tun 1 — 3a0ossiBaHe, IPU KOETO OpraHu3MbT By 300110 HE MPOU3BEkKAA
UHCYJINH;
. pasBuere AuabeTHa KeToau103a — yCIOKHEHUE pU AnadeT, MpOTHYallo C BUCOKa KPbBHA

3axap, 3aTpyAHCHO AUIIIAHC, O6’BpKBaHe, MNPCKOMCEPHA Xax1a, CJIaAbK MUPUC HA AbXa UIIN
CJIaAbK UJIM METAJICH BKYC B yCTara.

OzempiC HE € UHCYJIMH U TOpaJikd TOBA HE Tpﬂ6Ba J1a C€ U3M0JI3Ba KaTO 3aMECTUTCII Ha MHCYJINHA.

Ako 3Haerte, ye Bu mipencton ormeparius, mpy KOsTO 1mie ObIeTe 0T aHSCTe3Us (B CIAIIO ChCTOSHUE),
TpaOBa Ja kaxxeTe Ha Bamms nekap, ue cre Ha jieueHue ¢ Ozempic.

Edextn BbpXy XpaHOCMMIIATEIIHATA CHCTEMA

[To Bpeme Ha JeUEHHETO C TOBA JIEKAPCTBO MOXe 1a Bu ce mopnura (rajgeHe) win ga uMarte
TIOBPBINaHe WK nuapus. Te3n HexkeTaH! peaKIMy MOoTaT J1a IPUYUHAT JeXuapaTamnus (3aryoa Ha
TEYHOCTH). BaxHO € Ja mueTe 0O0MIHO KOJIMYECTBO TEUHOCTH, 3a J1a IPEIOTBPATUTE JCXUIpaTaIIHs.
ToBa e ocobeHoO BaxxHO, ako UMaTe mpodsieMu ¢ ObOpenute. ['oBopere ¢ Bamus nekap, ako umare
HSKAKBY BBIIPOCH WITA TIPUTCCHECHHUS.

Cunna u OPOABIDKHUTCIHA KOPEMHA 60J1Ka., KOATO MOKE a C€ IBJI’KH Ha OCTHP IMMAaHKPCATHT.

AKO MMare CHJIHA U TPOIBDKATETHA 00IKa B 001aCTTa Ha cTOMaxa, He3a0aBHO OTHPCETE JIeKap, Thid
KaTo T4 MOJKE J1a € IPU3HAK Ha OCThp MaHKpeaTHT (BB3MaJieH MaHkpeac). Mo BIKTe ToUKa 4 3a
MIpeIyTnpeANTETHATE TPU3HAIY 32 Bh3MaJICH ITaHKpeac.

Hucka kppBHA 3axap (XUOOTIUKEMUS)

KomOunupanero Ha cynpoHUITypeHN IPON3BOAHH UM HHCYJIMH C TOBA JICKAPCTBO MOXKE A2 YBEIHYH
pHUCKa OT IOHM)KaBaHe Ha HUBATa Ha KpbBHATA 3axap (XUMOTIMKeMHUs ). MOJIs, BUXKTE Touka 4 OTHOCHO
NpeynpeaAUTETHATE TIPU3HAIM 32 HUCKY HHMBA Ha KpbBHaTa 3axap. Bamusr nexap moxxe na Bu
Ha3Ha4M Jia ce u3cje/BaT HUBaTa Ha KpbBHaTa Bu 3axap. ToBa e My MOMOTHE J1a ONIpEENH Jallu
J03aTa Ha CcyJI(hOHWITYPEHHOTO IIPOU3BOAHO WM MHCYJIMHA TPsAOBa Aa ce IPOMEHH, 3a Ja C€ IIOHUKHU
PHUCKBT OT HUCKA KpBhBHA 3aXap.

3a0oiisiBaHE HAa OYMTE BCIEACTBHE HA NHa0ET (PDETHUHOIIATHS)

AKo uMmare 3a00J1s1BaHe HA OUKTE BCJICACTBUC HA I[I/Ia6eTa 1 U310JI3BaTC UHCYJIMH, TOBA JICKApCTBO
MOXKE ga JOBCAC N0 BJIOIIaBaHC HA Bameto 3PCHUC U TOBA MOXKC J1a HAJIOXKU JICUCHHC. HH(l)OpMHpaﬁTe
JICKaps CHU, akO UMate 3a00JIIBaHE HA OUUTE BCJICACTBHC Ha z[Ha6eTa HJIN aKO 110 BpEME€ Ha JICYCHUCTO
C TOBa JICKAPCTBO MOJIYUHUTEC HpO6J'ICMI/I c ounte. B cnyqaﬁ 4€ nMaTe NMOoTCHIAaIHO HECTAOMIIHO
3a00JIIBaHE HA OUUTE BCJIICACTBUEC HaA ,Z[I/Ia6CT, HE CC IPCTIOPHUBA a U3IOJI3BATC OzempiC 2 mg.

Jleua v roHoOImIN
ToBa nekapcTBO HE ce MPEnophUBa MpHU Jela U FOHOIIY Ha BB3pacT noj 18 rogunu, Thit KaTo
Oe3omacHoOCTTa U e()UKACHOCTTA IPHU Ta3H B3PACcCTOBa IPyIa BCE OIE HE Ca YCTAHOBEHH.

Apyru nexkapcrBa u Ozempic

Tps6Ba na kaxxere Ha Bamms nekap, GapManeBT nin MEIUIKMHCKA CECTpa, aKo IIpUeMare, HACKOPO CTe
[IpUeMalIy WK € Bb3MOXKHO Ja IIpUeMate IpyTry JIeKapCcTBa, BKIIOUUTEIHO OMIKOBU WM APYTH
JIEKapCTBa, KOUTO CTe Ky O6e3 peLenta.

[To-cnenmaiiao, wHGOpMUpaiiTe Bamms nekap, papMareBT I MEIUITTHCKA CECTPa, aKO U3II0I3BaTe

JIEKapCTBa, CHIBPKAIIN HIKOE OT CIEIHUTE:

. Bapdapun wnm qpyru noqo0HH JieKapcTBa, IpUEMaHy Mpe3 ycTaTa 3a HaMaJisiBaHe Ha
KPBHBOCHCHPBAHETO (TIEPOPAITHU aHTUKOATYJIaHTH). MOXKe J1a ce HaloXat 4YeCTH U3CIIeIBAHUS
Ha KPBBTA, 32 JIa Ce MPOBEPH KOJIKO OBP30 ce ChcupBa KpbBTa Bu.

79

VV-LAB-123011 1.0



. AKO HM3M0NI3BaTe WHCYNHH, Bamuar nexap me Bu 006gcHN Kak Ja HaMaluTe 103aTa Ha HHCYJIMHA
U e Bu npenopbya 1a cnenure KphbBHATA CH 3aXap M0-4€CTO, 32 1a N30ErHeTe XUIEePrITUKEMUs
(BUCOKa KpBbBHa 3axap) U [uabeTHa KeToauao3a (yCIoKHeHne Ha quabera, KOeTo HacThIIBa,
KOTaTO OPraHU3MBT HE MOJKE J1a pa3rpajiu III0K03aTa, Thi KaTo HAMA JOCTAThYHO WHCYIIHH).

bpeMeHHOCT U KbpMeHe
AKO cTe OpeMeHHa WM KbpMUTE, CMsTaTe, Ye MOXKE J1a CTe OpeMeHHa, WK IJIaHUPaTe OPEMEHHOCT,
MOCHBETBalTE ce ¢ Bamms jnekap npeau ynorpedarta Ha TOBa JEKapCTBO.

ToBa nekapcTBO He TPsIOBa J]a ce M3I0JI3Ba 10 BpeMe Ha OPEeMEHHOCT, 3aIll0TO HE € U3BECTHO Jalli
3acAra IjioJia. 3aToBa yrnorpedara Ha KOHTPALCIIHS € PEIOPhYUTEIHA, JIOKATO U3II0JI3BATE TOBA
JIeKapCcTBO. AKO KeJaere Ja 3ad0peMeHeeTe, 00ChaeTe Kak a MPOMEHUTE JIeUSHUETO cu ¢ Barmms
JIeKap, Thil KaTo TPsIOBa Ja cripeTe yrnoTpedara Ha TOBA JIEKAPCTBO MOHE 2 Mecela IpeIBapUTeIHO.
AKko 3a0pemeHeeTe, I0KaTo U3I0JI3BaTe TOBA JICKApCTBO, TOBOPETE HE3a0aBHO ¢ JIeKaps CH, Thil KaTo
nedeHueto Bu TpsOBa na Ob1e MpoMEeHEHO.

He u3non3zBaiite ToBa JIeKapCcTBO, aKO KbPMUTE, Thil KATO HE € U3BECTHO JaJIM TO MPEMHUHABA B
KbpMara.

Ilodupane u padora ¢ MAIIUHU

Marsiko Bepositho e Ozempic aa moBnusie Ha ciocoOHocTTa Bu 3a modupane u padora ¢ Mamuau. AKo
W3II0JI3BaTe TOBA JIEKAPCTBO B KOMOMHAIMS ChC CYIPOHMITYPEHHU MPOU3BOIHH WM HHCYJTUH,
KpbBHaTa By 3axap Moke J1a ce MOHMKH (XUIOTTIMKEMHS), KOeTo J1a oTciabu ciocodHoctTa Bu na ce
koHueHTpupate. He modupaiite u He paboTeTe ¢ MalIMHU, aKO NTOJYYHUTE NPU3HALU Ha HUCKA KPbBHA
3axap. Bmxre Touka 2, , Ilpenynpexxaenns u npeama3sHua MEpKU‘* 3a HH(OOpMAaIus OTHOCHO
MTOBHILIEHUS PUCK OT HUCKA KPbBHA 3aXap, KaKTO U TOYKa 4 3a IpeAyNpeIuTeTHUTE IPU3HALH Ha
HHUCKa KpbBHA 3axap. ] 'oBopeTe ¢ Jiekapst CH 3a JOIbIHUTENIHA HH(OpMaLus.

Chabp:kanue Ha HATPUIA
ToBa nexapcTBO ChABpIka Mo-Manko oT 1 mmol HaTpuii (23 mg) Ha 1034, T.e. MOXE J1a ce Kaxe, ue
MPaKTHYECKH He ChAbPKa HATPHUil.

3. Kaxk na m3mossBate Ozempic

Bunaru n3nonsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e kazan BamusT nekap. AKo He cTe CUTYpHH B
Helo, nonurtaite Bammus nekap, ¢papmManeBT UM MEIUIMHCKA CECTPa.

KoJaxo na n3nojsBare

. Havannata no3a e 0,25 mg BenHBXK CEAMUYHO 32 EPUOJ OT YETUPH CEAMMUILIH.

. Crnen 4eTupH CeIMUILHN JEKapAT Ie YBEIU4H fgo3ata Bu 1o 0,5 mg BeAHBXK CEAMUYHO.

. Jlexapsar moxke na yBenuuu fo3ara Bu 10 1 mg BeAHBX ceAMUYHO, aKo KpbBHaTa Bu 3axap He
ce KOHTPOJMpa JOCTaThbuHO A00pe ¢ 103a 0,5 mg BeAHBK CEIMHUYHO.

. BamusT nexap Moxxe Aa yBenndu fo3ata Bu Ha 2 Mg BenHBXK CeAMHUYHO, aKO KpbBHaTa Bu

3axap He ce KOHTPOJIHMpPA JOCTaThUHO 100pe ¢ 103a 1 MQ BeIHBXK CEIMUIHO.
He npomensiite no3ara, ocBeH ako BamusT nekap He Bu e kazan 1a HanpaBUTE TOBA.
Kak ce npuiara Ozempic

OZCl'IlpiC CC IMpujara 4pe3 MHKCKIHUA IIOJ KOXKaTa (HO,I[KO)KHO I/IH)KCKTI/IpaHG). He HH)KCKTI/IpafITC BBB
BCHA NJIM MYCKYIJI.

. Haii-mogxoasimuTe MecTa 3a HHKEKTHPaHe ca MpeaHaTa 9acT Ha Oeqpara, mpeIHara 9actT Ha
Tanuara (Kopema), Wiii TOpHaTa 4yacT Ha phKara.
. [Ipenu ma u3non3Bare mucankara 3a NpbB BT, Bammsar iekap i MeIuIuHCKa cecTpa e Bu

MOKaXkaT Kak Jla OOpaBUTE C Hes.
[MoapoOHu ykazaHus 3a yrorpeda ca IaJiecH! Ha JIpyraTta cTpaHa Ha Ta3u JIMCTOBKA.
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Kora na uznonzsare Ozempic

. TpsOBa 1a u3Mon3Bare TOBA JEKAPCTBO BETHBK CEAMUYHO U 110 BH3MOXKHOCT — Ha €IUH U ChHIIl
JIEH BCSAKA CEIMHUIIA.
. Moske a cu HampaBUTE UHXKEKIIMS 110 BCSIKO BpEMe Ha JCHSI, HE3aBUCUMO OT XpaHEHUSTA.

3a 1a 3alIOMHUTE I0-JIECHO, Y€ TOBA JIEKAPCTBO C€ MHXKEKTUPA CaMO BEIAHBXK CEIMHUYHO,
MIPETIOPBHUUTENHO € Jja 0TOesexxnuTe n30panus JeH (Hamp. cpsaa) BbpXy KapTOHEHaTa KyTHs U Ja
3anycBaTe BbpXY Hes JaTaTa MpU BCAKO MHKEKTHPaHe.

[Ipu HEOOXOUMOCT MOXKETE J]a TPOMEHHUTE JICHS Ha ©KECCAMHUYHOTO HHKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA JIa Ca U3MUHAJIY ITOHE 3 JIHU CJIE]] MMOCJICAHOTO My uHkekTupane. Ciiesl u30upaHero
Ha HOB JIEH NPOABIDKETE MPUJIATaHETO BEIHBK CEIMHYHO.

AKO CcTe N3M0JI3BAJIN MTOBeYe 0T HeoOxoanmaTa q103a Ozempic
AKO cTe H3IoI3BaNy oBeue oT HeoOxoanmara go3a Ozempic, BenHara nHpopmupaiite Bamms nexap.
BB3M0OHO € a moy4yuTe HeXeJlaH! peaklUy KaTo IOBAUTraHe (rajieHe).

AKo cTe mponycHa/au 1a uznojassare Ozempic

AKO CTe TIPOIyCHAIHN Ja HHXEKTHpaTe /1032 H:

. W3muHamm ca 5 nin mo-Majiko JHH CJel MOMEHTA, B KOWTO € TpsAOBaJIo J1a M3M03BaTe
Ozempic, UHXEKTHpANTE ro BeJHara, oM cu cioMHute. Ciiell TOBa MHXKEKTUPATe
clIeqBaIaTa CH /1032, KAKTO OOMKHOBEHO B IUTAHUPAHUS JICH.

. W3muHanm ca moBedve OT 5 JHU clie]] MOMEHTa, B KOHTO € TpsaOBao Aa m3noisare Ozempic,
mpeckoveTe mpomycHaTara fgo3a. Cien ToBa MH)KEKTHpaiTe cieBaiiara CH J03a, KaKTo
O0OWMKHOBEHO B TUIAHUPAHUS JICH.

He uznonzpaiiTe ABOIHA 71034, 3a J1a KOMIIEHCHpaTE MPpOIycHaTaTa J03a.

AKoO cTe cipesiu ynorpedéara Ha Ozempic
He cniupaiite ynorpebaTa Ha TOBa JiekapcTBo, 06e3 Aa cTe nHpopMupanu Bamms nekap. Ako s crpere,
HUBOTO Ha KpbBHaTa By 3axap Moe /1a ce MOBHUIIIH.

AKO MMate HSKaKBH JIOMBIHUTEIHN BBIPOCH, CBBP3aHHU C YIIOTpeOaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Bamus nexap, papmaneBT nim MEAUIIMHCKA CECTPA.

4, Bb3MokHM HelKeJTaHU peaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCANU3BHUKA HEKECIIaHNU PCaKIINU, BBIIPEKU Y€ HC
BCCKH I' TIOJIy4aBa.

Cepnosnu HEKEJIAaHU peaKIuu

Yectu (Morart na 3acerHat a0 1 Ha 10 gymm)

. YCIIOXKHEHUS Ha 3a00JIIBAHETO HA OYUTE BCIICICTBHE HA quabera (peTHHOMATHS) — TPsOBa 1a
Ka)KeTe Ha JIeKapsl CH, aKO 10 BpeMe Ha JICUSHUETO C TOBA JICKAPCTBO MOIYIUTE MPOOIEMU C
OUYUTE, KaTO NPOMSHA B 3PEHUETO.

Heuectu (Morar na 3acersat 1o 1 va 100 mymrm)

. Brananenue Ha nankpeaca (OCTbp MAaHKPEATHUT), KOWUTO MOXKe Jja MPUIMHU CUIIHA OOJKA B
cToMaxa M I'pp0a, KosTo He mpeMuHaBa. Tps0Ba j1a oTHeTe Ha JeKap He3a0aBHO, aKO MOJTYYUTe
TaKuBa CUMIITOMMU.

Penxm (Morat na 3acersat a0 1 Ha 1 000 mymm)

. TEXKH aJIepTHIHY peaknny (aHahUIaKTHIHU peakiuy, anruoenemM). TpsoBa He3abaBHO Aa
MOJIyYUTE MEIUIIMHCKA ITOMOIII U BeHAra Jia MH(GOpMUpare jgeKkaps CH, ako MOJIyIUTe
CUMIITOMH KaTO POOJIEMH C AUIIAHETO, ITOyBaHE Ha JIMLIETO, YCTHUTE, €3UKA U/WIIH T'bPIIOTO
ChC 3aTPYTHEHO MPETIbIAHE U YIECTEHO ChplicOneHe.
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C Hen3BecTHA 4ecTOTa (OT HATMYHUTE TAHHW HE MOXe J1a ObJie HAaIlpaBeHa OILICHKa)
. 3amyiiBaHe Ha yepBara. Texka ¢popMa Ha 3aleK ¢ JOMBIHUTEIHH CUMITOMH KaTO CTOMAIITHA
0oJ1Ka, MoIyBaHEe HAa KOpEeMa, MMOBPHIIAHE U T.H.

JApyru HexeslaHu peakun

MHoro 4yectu (Morar ja 3acerHat rnoseue ot 1 Ha 10 xymn)

. nmoBaurane (TameHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
° Auapus — TOBa OOMKHOBEHO OTMHHABa C BPEMCETO,
. HUCKa KpbBHA 3axap (XUMOIIMKEMHs), KOraTo TOBa JIGKAPCTBO CE M3M0JI3Ba 3a€/HO C JICKapCTBa,

KOHMTO CBhABPXKAT CYIHOHUITYPEHHH MPOU3BOJHN MIIM HHCYJIMH.

Yectu (MoraT fna 3acernat 1o 1 Ha 10 gymm)

. MOBPBLIAHE;

. HHCKa KPbBHA 3aXap (XUIOIJIMKEMHUs), KOTaTO TOBA JIEKAPCTBO CE U3I0JI3BA 3a€HO C
HEepOpaIHH JIEKapCTBa 32 JHA0ET, OCBEH CyI()OHWIYypEeHHH IPON3BOJHN HIIM HHCYIIHH.

[penynpeauTeTHUTE MPU3HAIIM 32 HUCKA KPhBHA 3aXap MOTAT Jia ce MOsABAT BHe3amHo. Te MoraT na
BKJIFOYBAT: CTY/ICHA TIOT, XJIajgHa OJea Koxa, TIIaBo00JHe, YCKOPEH MYJIC, MOBAUTaHEe (TaJICHE) WITH
CHUJICH Ij1aa, IpOMEHU B 3pCHUCTO, CHhbHIUBOCT WJIN CHa6OCT; HEPBHOCT, TPEBOXKXHOCT UIIN O6’BpKaHOCT,
3aTpy/HEHA KOHIICHTPAIIUS HITH TPErepeHe.

Bammsr nekap e Bu kaxe kak 1a jJeKyBaTe HUCKAaTa KphbBHA 3aXap M KaKBO Jla HAIIPABUTE, aKO
3a0eNeKUTE TE3H MPEAYNPEAUTEITHU TPU3HAIY.

BeposTHOCTTA J1a cllajiHe HUBOTO HA KPhBHATA 3aXap € MO-rojsiMa, ako MpreMaTe CyIQOHITypeHHN
MPOU3BOTHH WJIM MHCYJIMH. Baimust ekap Moxxe Jla HaMalli 103aTa Ha Te3H JIeKapCcTBa, MPeu 1a
3alloYHeTe JIa M3I0JI3BATE TOBA JIEKAPCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3IAJIEH CTOMax (TaCTPHUT) — MPU3HALUTE BKIIOYBAT CTOMAIIIHA OOJIKa, TOBAUTaHe (TaaeHe)
WY TIOBPBILAHE;

. pedayke WM KUCEIMHU — HapU4yaHu olle ractpoesodareanta pedaykcna 6onect (I'EPB);

. cTOMaIlHa 0oJKa;

. MOJlyBaHe Ha CTOMAaxa;

. 3arex;

. OpHTBaHe;

. KaMbHU B JKIIBYKATA;

. 3aMaliBaHe;

* ymopa;

. 3ary0a Ha Ter’o;

. TIOHW)KEH aIleTHT;

. ra3ose ((rarynenuus);

. MOBHIIIEHUE HA MAHKPEATUYHHU €H3UMH (KaTo JIMMa3a ¥ aMuiiasa).

Heuectn (Morar ga 3acernar fo 1 Ha 100 gymim)

. NPOMsIHA BBB BKyCa Ha XpaHaTa WM HAIUTKUTE;

. Y4YECTEH IIYJIC;

. peaKIyy Ha MJCTOTO HA HHXXEKTHPaHe, KaTo MOCUHsIBaHe, 00JKa, Apa3HEeHe, ChpOeK 1 00pUB;
. aJIepPTUYHH PEaKLUHU KaTo 0OpHB, ChbpOEX WIN YPTUKAPHUS;

. 3a0aBsiHE B M3MPa3BaHETO Ha CTOMAaxa.

Cpo01IaBaHe HA HeKeJIAHU PpeaKluu

AKO TIOTy4HTe HIKaKBH HEXeJaH! peakiny, yBeaomeTe Bammus nekap, papmaneBt nim MeaUIMHCKA
cectpa. ToBa BKIIIOYBa BCUYKH Bb3MOKHU, HEOTIMCAHU B Ta3W JIMCTOBKA HEXEJIAaHU peakuuu. Moxere
CBIIO JIa ChOOIINTE HEXKEIaHH PEaKIMK JUPESKTHO Ype3 HAI[MOHATHATA CHCTEMa 3a ChOOIIaBaHe,
nmocoveHa B [punoxenne V. Kato cbo0maBaTe HexelaH! peaki[ui, MOKETe J1a aJieTe CBOsS IIPUHOC
3a MoJIyyaBaHe Ha MoBeue HHPOpMaIlHs OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.
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5. Kak na coxpansisate Ozempic

Ma ce cpxpaHsiBa Ha MsICTO, HEOCTBITHO 32 JIela.

He u3nosnsBaiiTe TOBa JIEKapCTBO CIIE CPOKA HAa TOJHOCT, OTOETISI3aH BEPXY €THUKETa Ha MUCAIKaTa U
KapTOHEHaTa ONaKoBKa ciefn ,,l'onen 10%“. CpoKbT Ha TOAHOCT OTTOBaps Ha MOCIEIHUS JEH OT

IIOCOYCHUA MECCII.

IIpenu oTBapsHeE:

Ja ce cpxpansBa B xnmamutauk (2 °C-8 °C). la He ce 3ampa3zsBa. Jla ce chbxpaHsaBa gajied oT
oxJaxaanms eneMeHT. ChXpaHsIBaiiTe ¢ IOCTaBeHA Kalayka, 3a J1a ce MpeJIna3u OT CBETIINHA.

ITo BpeMe Ha ynorpeba:

. B npoabimkenne Ha 6 ceqMHULIM MOXKETe J]a ChbXpaHsIBaTe MHcanKara Mpu TemMreparypa mox
30 °C wmm B xnagumauK (2 °C-8 °C), mamed oT oxjakmanus ejxeMenTt. He 3aMpassBaiite
Ozempic u He O U3NON3BalTE, aKO € OMJI 3aMpa3eH.

. Korato He n3non3saTe mucaikara, CbXpaHsBaiTe 5 C IOCTaBeHA Kalayka, 3a Ja ce Mpeana3u OT
CBCTJIMHA.

He usnon3BaiitTe TOBa JIGKAPCTBO, aKO 3a0€ICKUTE, Y€ PA3TBOPHT HE € OUCTHP U OC3I[BETCH MIIH MTOYTH
Oe31BETEH.

He n3xBbpustiiTe 1ekapcTBaTa B KAHAIM3ALMITA UM B KOHTEHHEDPA 3a JIOMAIIHU OTHAIbLIH.
[NonuTaiite Bamus ¢papManeBT Kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He u3noissare. Tesn
MEpKH 1€ CIIOMOTHAT 3a ONa3BaHe Ha OKOJHATa Cpefa.

6. Chabp:kaHue HA ONIAKOBKATA M JONNBJIHUTEIHA HH(pOpManms
Kakso cbabp:xa Ozempic

. AKTHUBHOTO BEIIECTBO € ceMarTyTua. Equa ml oT MHKEKITHOHHMS pa3TBOp ChaAbpka 1,34 mg
cemarnyTua. EnHa mpeaBapuTeIHO HAITBIHEHA MHUCATKa ChAbpka 4 mg cemarmytud B 3 mi
pastBop. Besika no03a chabpka 1 mg cemarmyTun B 0,74 ml.

. Jpyrure cbcTaBky ca: nuHATpUeB docdar AMXUApaT, MPOMUICHTIIUKOI, PEeHOI, BO/Ia 3a
HWHXEKIINH, HaTPUEB XUAPOKCHI/XJIOPOBOIOPOAHA KHCeInHA (3a Kopeknusa Ha pH). Bmkre
CBIIO TOuKa 2, ,,ChAbpKAHUE HA HATPUI®.

Kak u3riexaa Ozempic 1 KakBO ChAbp:Ka ONAKOBKATA

Ozempic e 6ucThp 1 6€3IBETEH WIX OYTH O€31[BETEH HHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaITbJIHEHA [TUCAaJTKa.

Bcesika npeaBapuTeHO HalbJIHEHA MUCAJKa Chabpka 3 ml pa3TBop u nocrtass 4 n1o3u o 1 mg.

Ozempic 1 mg WHKEKITHOHEH Pa3TBOP Ce Mpejiara B CJACIHUTE BUIOBE OMAKOBKH:

1 mucanka u 4 urnm 3a eqHokpatHa ynorpeda NovoFine Plus.
3 mucanku u 12 urim 3a egHoKkpaTHa yotpeba NovoFine Plus.
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He Bcuukm BUA0OBE OITAKOBKU MOTAT Ja 6’[))_'[3,T IMyCHATH Ha I1a3apa.

IIpurtexaTes HA pa3pellIeHHETO 32 yNOTpeda
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveerd

Hanus

ITpousBoauTen
Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Janaus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres
®paHuus

I[aTa Ha MOCJIECAHO Mpepa3rJje;kaaHne Ha JIMCTOBKaTa

JApyru u3touHunu Ha nHGopManua

[HonpoGHa nH(OpMaITUs 32 TOBa JIEKAPCTBO € TIpeAoCcTaBeHa Ha yeOcaiita Ha EBporefickaTta areHus
TI0 JIeKapcTBarta http://www.ema.europa.eu.
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Yka3zanus 3a ynorpeda Ha Ozempic 1 My HHKeKIHOHEH Pa3TBOP B NMPEABAPUTETHO HATBJIHEHA

nmucajika

MouJsi, npovyeTeTe BHUMATEIHO Te3W YKA3aAHHUS,
MIpeu 1a U3I0JI3BaTe CBOSITA IPEABAPUTEITHO
HambJIHeHa nucanka Ozempic.

I'oBopere ¢ Baiusg nekap, MeIUIIMHCKA CECTPA WK
(apmarieBT 3a TOBa Kak Ja WHxekTupare Ozempic
MPaBUITHO.

3amouHeTe ¢ IpoOBEpKa Ha IHcaNKara, 3a Ja cre
CUTYPHH, Ye T cbAbp:ka Ozempic 1 mg, cien koeto
MOTJICAHETE WIIIOCTPALIMUTE T0-10Y, 3a Aa Ce
3aIl03HaeTe C Pa3IMYHUTE YacTH Ha IHUCANKaTa U
WriiaTa cH.

AKo cTe cJI1 WJIM UMaTe JIOIIO 3peHre U He MoxKeTe
aa pa3deTeTe Oposiua Ha 103aTa BbPXY NUCAJIKATA,
He M3M0JI3BaliTe Ta3!u nucaaka 0e3 4yxaa moMol.
[Motwpcere momoni oT JuLEe ¢ A0OPO 3peHue, KOETO
3Hae Kak J1a M310J13Ba IPEIBAPUTEIIHO HAITbIHEHATA
nicanka Ozempic.

Bamara nucanka e npeaBapuTENHO HAITBJIHEHA U HMa
BB3MOXKHOCT 3a HaOMpaHe Ha Jo3arta. Ts ceabpxka 4 mg
ceMariyTuj U MOXKeTe Jia n3oupare camo 034 10

1 mg. Enna Hensmon3Bana mucaika ChaAbpKa YeTHPU
no3u 1o 1 mg.

W3non3Baiite Tabnuiara OT BbTpENTHATA CTpaHa HA
Karaka Ha KapTOHEHAaTa KyTHsl, 3a Ja CICAUTE KOJIKO
WHXEKLIHUH CTE MIPUIOKUIN U KOTa CTE TU MPUIIOKUIH.

IIncankara Bu e npenHasHavyeHa Ja ce U3M0JI3Ba C
uriy 3a enHokparHa ynorpeoda 30G, 31Gu 32G ¢
OBDKUHA 10 8 mm.

B onaxoBkara ca BkiaroueHu uriad NovoFine Plus.

Ozempic npeagBapuUTeJIHO
HA'bJIHEHA MUCAJIKA U UIJIAa

(mpumep)

BbHmHa

Kanauka Ha Kanavyka Ha

nucajKkaTa HIJIaTa
Bbrpemmna
Kanayka Ha
HIJIaTa
Hraa
XapTuen
eTHKeT

IIpo3opue na

NMHCAIKATA

ETuxer na

nucajKaTa

Bposiu Ha n03ara

Crpelka Ha 103aTa

Ceunextop Ha

no3ara Mapkep 3a

npoBepKa
Jlo30B 6yTOH Ha

HU3THYAHETO

A Baxua HH(popManus

OObpHeTE crienuanrHo BHUMaHUe Ha Te3u OeJIe)KKH, Thi KaTo Te ca BaKHU 3a Oe30macHaTa

ynoTpeba Ha HcanKara.

1. IToarorBere NucajaKara cu ¢ HOBa UrJa

. IIpoBepere HMeTO U LBETHUS €TUKET HA
mUcajKaTa CH, 3a J1a Ce YBEpHTE, Ye TS ChAbPKa
Ozempic 1 mg. ToBa e U3KJIIOYUTETHO BAXKHO,
aKo Ipuiarate MHXEKIHOHHO [I0BEeYe OT €ANH
BUJI JIEKapcTBO. M3M013BaHETO HA TTOTPEIIHO
JIEKapCTBO MOKe Ja Obie BPEeJHO 3a 3paBETO
Bu.

. CpaJjiere Kaaykara Ha NMCAJIKATA.
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. IIpoBepere 1aau pa3TBOPHT B MUCAJIKATA €
oucThp u O6e3nBeteH. [lorneqnere mpes
MIPO30pUETO HA IMUCANTKaTa. AKO pa3TBOPHT
M3TIIEK/1a MBTEH WIH C TPOMEHEH IIBSIT, HE
H3II0JI3BalTe MHUCAIKATa.

. B3emeTe HOBa MI.Ia.
[IpoBepete xapTHUeHUs €TUKET U BHHIIHATA
Karnayka Ha Urjiata 3a oBpeau, KOUTO Morart Ja
3aceTHaT CTEPHIIHOCTTA. AKO 3a0enexuTe
HSIKaKBa MOBpE/Ia, U3M0J3BaTE HOBA UTJIA.

J OTtcTpaHeTe XapTHeHHUsI €THKET.

YBepeTe Ce, e CTC NMOCTAaBMJIM HIJIATA

NMPaBWJIHO.
. Hatuchere uriara npaBo BbpXy MMcajKara.
. 3aBwHiiTe, 1OKATO ce 3aXBaHE CTErHATO.

Hraara e nokputa ¢ aBe kanauku. TpsioBa aa
CBAJINTE U IBeTe Kamayku. AKo 3a0paBuTe 1a
CBaJIUTE W JIBETC KAITauKW, HAMA J1a yCIeeTe 1a
CH MH)KCKTUPATE JIEKaPCTBO.

. CpaJieTe BbHIIHATA KANAYKa HA UIJIATA U A
3ama3sere 3a no-KbcHo. Ts e Bu tps6Ba ciies
WHXEKTHPAHETO 32 0€30MaCHO OTCTPaHsSBaHE Ha
WTIIaTa OT MHUCAIKATA.

. CaaJjieTe BbTpeIIHATA KaNavyKa HA UTJIATAa U
s1 U3XBBPJIeTe. AKO Ce ONUTATE Ja S TOCTABUTE
OTHOBO, MOKE€ HEBOJIHO JIa Ce YOOJIeTe C Uriiara.

Ha BbpXa Ha Urjiata MOXE Jia C€ IOSABU Kallka OT
pastBopa. ToBa e HOpMaIHO, HO BCE MaK TPAOBa 1a
MPOBEPUTE U3TUIAHETO, aKO M3IIOJI3BATEe HOBA MHCAIKA
3a IpbB IbT. Bukre crhiika 2 ,,IIpoBepeTe U3THUAHETO
C BCsIKA HOBA IMHcCaKa™,

He nocraBsiiiTe HOBa MIJIa Ha MHCATIKaTa CH, T0OKATO
HE CT€ TOTOBH Jla HHKEKTHpaTe.

& Bunaru n3noJ3BaiiTe HOBa UIJIA 32 BCAKA HHKEKIMA.
TOBa MOXK€E aa Hpe)Z[OTBpaTI/I 3aHYHIBaHe Ha UTJIUTE, 3aM'pr$[BaHe, I/IHq)eKTI/IpaHe U HCTOYHO
JIO3UpaHe.

/A Huxora ne usnoassaiite M3KPHMBEHA WJIM NOBpPe/ieHa UrJja.

2. IlpoBepeTe U3THYAHETO C BCAKA HOBA MUCAJIKA

. AKO Bede U3I0JI3BaTe MUcalKaTa, IPEMUHETE
KbM cThIIKa 3 ,,30epere mo3arta‘.
IIpoBepsBaiiTe U3THYAHETO CAMO MPEIU
'bPBOTO HH)KEKTHPaHE ¢ BCAKA HOBA

nucaiaKa.
H36pan e
Mapkep 3a
. 3aBbppTeTE CEJIEKTOpa Ha [103aTa 10 MapKepa 3a nposepka Ha
NMpoBepKa HAa U3THYAHETO (** “=) TOYHO CJIe]] H3THYAHETO

,0“.YBepere ce, ue MapKephT 3a MPOBEpPKa Ha
M3THYAaHETO Ce N3PaBHsIBA ChC CTPENIKATa Ha
J03ata.
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. 3apbKTe MUCANKaTa C HACOUCHA Harope uria.
HatucHere u 3a1pBbiKTe 1030BUSA OYTOH,
JIOKaTo OpOSYBT Ha J103aTa ce BbpHE Ha ,,0%.
Hudgpara ,,0° TpsiOBa 1a ce U3PaBHU CHC
CTpeJKaTa Ha Jio3aTa.

Ha Bbpxa Ha urnara Tpsa0Ba a ce MosSBU Kamka
pasTBoD.

Ha Bppxa Ha uriiata Moke J1a OCTaHE MaJKa Kamka, HO TS HsIMa Ja ce WHXKEKTHPA.

AKoO He ce MOSIBU KAIKAa, IOBTOpeTe CThIKa 2 ,,IIpoBepeTe U3THUAaHETO C BCSIKa HOBA MUCANIKa“ 10 6
bTH. AKO BCE OIIle HAMa Kalka, CMEHEeTe UriiaTa v oBTopere crhika 2 , . [IpoBepere u3tnyaHeTo ¢
BCSKa HOBA IMHCAJIKA OIEC BETHBK.

M3xBBpreTe nucagkara U U3M0I3BalTe HOBA, AKO BCE OIIIE HE CE € MOsIBMJIA Kalka OT pa3TBopa.

A\ Bunaru ce yBepfiBaiiTe, Ue ce MOSIBSIBA KANKa HA BbpXa HA UIJaTa, MPEIH Ja U3I0I3BaATE
HOBa MHUcaiKka 3a npsuB meT. C TOBa ce TapaHTHpPA, Y€ Pa3TBOPHT MPEMUHABA OE3MPETIITCTBEHO
Ipe3 uriara.
AKO He ce TIOSIBH Kallka, HsIMa J]a CH MH)KEKTHPATe HUKAKBO KOJUYECTBO OT JICKAPCTBOTO,
BBITPEKH ue OpOSYBT Ha JT03aTa MOXKe Ja MoMphaHe. ToBa Moke 1a 03HAUaBa, Ye UIJIATA €
3amynieHa WM noBpeaeHa.
AKO He IpoBepsBaTe U3TUYAHETO MPEAU IIBPBOTO CH UHKEKTHPAHE ¢ BCSIKA HOBA MUCAJIKa,
MOJKE JIa He MOJTYYHTE Ipe/nrcanaTa J1o3a u xenanus egekt Ha Ozempic.

3. U30eperte n03arTa

. 3aBpbpTeTe cesIeKTOpa HA 103aTa, 32 J1a
Habepete 1 mg.
[Ipoxwmxere 1a BBPTHUTE, JOKATO OPOSYBT HA
J03aTa crpe u nokaxe 1 mg.

H36pan
1mg

Camo OposSIBT U CTpeNKaTa Ha jo3aTa IIe MmoKaxar, uye € Habpad 1 mg.

Mosxete na n3bupare camo 1 mg Ha go3a. KoraTo nucankara chabpika Mo-Maiko oT 1 mg, OposiubT
Ha J103aTa cIipa Ipeau Aa ce mokaxe 1.

CenexTopbT Ha J103aTa MPHIIPAKBa Pa3INdHO, KOTAaTO Ce 3aBbPTH Hampe, Ha3a Wik MpH
npemuHaBane Ha 1 mg. He OpofiTe mpumpakBaHuATa Ha TTHCAJIKATA.

/A Bunarn uznoassaiire Oposiua u cTpeJIKaTa Ha 103aTa, 3a 1a BUANUTE, 4e e Ha0paH 1 mg,
Mpeau 1a NHKEKTHPATe TOBA JIEKAPCTBO.
He Gpoiite npuinpakBaHuATa Ha MUCATKATA.
Cnc cesiekTOpa HA 103aTa TPsOBa Aa ce u30upat camo a03u mo 1 mg. 1 mg tps6Ba TogHO 11
Ce M3PaBHU ChC CTPEJIKATa, 33 Jia CTE CUTYPHH, Ye MPUEeMaTe NpaBUIHA J103a.

Koako pa3TBop e ocTanaa

. 3a 1a BUAHTE KOJIKO PA3TBOP € OCTaHAJI,
M3TOJI3BaiTe Oposda Ha J103aTa; 3aBbpTETEe
CEJICKTOpA, IOKATO OPOosiYBT crpe.

Axo Toii mokasBa 1, BB Bamrara nmucanka e
ocTtaHai nmone 1 mg.

AKko OposYBbT Ha A03aTa cnpe npeau 1 mg, BpostabT Ha
Jaos3ara e

HsIMa JIOCTaThYHO OCTaHaJl pa3TBOP 32 MI'bJIHA J—

no3a 1 mg. ocraBa 1 mg

A\ He msnonssaiire mHcajKara, ako B Hesl HIMa JIOCTAThYHO OCTaHAJ Pa3TBOP 32 MBJIHA 1034,
M3nom3BaiiTe HOBa nucainka Ozempic.
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4. Um:kekTHpaiiTe 103aTa

. BbBenere uriara B Ko:kara, Kakto Bu ¢
TToKa3asl Bamusr jgexap wid MeIUIMHCKa
cecTpa.

. YBeperte ce, 4e BU:KAaTe Oposiya HA J03aTa.

He ro 3akpusaiite ¢ npbscTute cu. ToBa MoXxe Aa
MPEKBCHE HHXKEKTUPAHETO.

. HatucHere u 3apbiKkTe 1030BHA OyTOH.
Hao.ropaBaiite, 10KaTO OPOSIYBT HA 103aTA
ce BbpHe Ha ,,0“. [ludpara ,,0° TpsOBa na ce
M3paBHU ChC CTpENIKaTa Ha Jlo3aTa. ToraBa Moxe
Jla 4yeTe WM YCeTUTe MpUIIpaKBaHe.

. IIpoabiakaBaiiTe 1a HATUCKATE 1030BHUS
O0YTOH, 10KATO 3aAbP:KATe UIJIATA B KOMKATA
CH.
. IIpebpoiiTe 6aBHO 10 6, TOKATO IbPKUTE Bpoiire GaHo:
J1030BUSs1 O0YyTOH HATHCHAT. 1-2-3-4-5-6
. AKO M3BaJHTE UIJIaTa MO-PAHO, MOXKE J1a BUTUTE

Kak OT BbpXa M M3THUA CTPyHKa OT pa3TBopa. B
TaKbB ClIydail HsMa Jia Objie MpHUIIoKeHa
II'bJIHATA JI034.

J H3Banere uriaara ot koxkara cu. Ciieq ToBa
MOXe€ J1a OTITYCHETE JT030BHS OyTOH.
AKO Ha MSCTOTO Ha I/IH)KGKTI/IpaHe CC I10sABU Kp’I)B,
npuTHCHETE Jieko. He pasTpuBaiite MACTOTO.

Ha BbpXa Ha UI'JiaTa MOXKE J1a BUJUTC KallKa Pa3TBOP CJICA MHKCKTUPAHETO. ToBae HOPMAJIHO U HE CC
0Tpa3sBa Ha Bamara J03a.

/A Bunaru rieaaiite Oposiua Ha 103aTa, 32 12 3HAeTe KOJIKO Mg CH HHKEKTHpaTe. 3a1phKTe
JI030BUsI OYyTOH HATHCHAT, IOKAaTO OpOSIYBT Ha J03aTa ce BhpHE Ha ,,0%.
A
Kak na pa3no3naere 3anmynieHa i MoBpeeHa UIJia
—  Axo OposYbT Ha J103aTa He MmoKaxe ,,0° cien MpOABIKUTEIIHO HATUCKAHE Ha JI030BHUS
OyTOH, BH3MOKHO € JIa CTE M3IOJI3BAIN 3aITyIlIeHa WU MOBPEICHA UIJIa.
— B TakbB ciaydail He cTe CU HH)KEKTUPAIN HUKAKBO JIEKapCTBO, BBIIPEKH Ye OpPOSIBT Ha
J103aTa ce € MPEMECTIII OT YKCIIOTO Ha IMbPBOHAYAIIHATA J103a, KOATO CTE 3a/1aJTH.

KakBo 1a npaBuTe chC 3anmynieHa urja

CMeHeTe urirara, KakTo € OMHCAaHO B CThIKA 5 ,,Clien HHXKEKIUATA , ¥ TIOBTOPETE BCHUKH
cThrku ot 1, IlonroTBere nucanakara Cu ¢ HOBa WA, YBepeTe ce, 4e cTe HaOpaiu IpsiaTa
HeoOXxoaumMa 03a.

Huxkora He 1okocBaiiTe 6p0ﬂqa Ha 103aTa, 10KaTO0 UHKEKTHpPATE. ToBa Moxe ma IMPEKHBCHE
HWHXCKTHUPAHETO.

5. Cinen HH:KeKIHUATA

BuHaru u3xBbpJsiiiTe urjiara cjej Bcsika
HH)KEKIHUS, 32 J]a CH OCUTYPHUTE YI00CTBO MPH
WHXCKTHpaHE U Ja n30erHere 3amyBaHe Ha
urimTe. AKO Urjara e 3amylieHa, HaMa Ja Cu
I/IH)KGKTI/IpaTe HUKAKBO KOJINUYCCTBO JIeKapCTBO.

. BkapaiiTe Bbpxa Ha UIJIaTa BbB BbHIIHATA

88

VV-LAB-123011 1.0




Kalla4yKa Ha MrJjiata BbpXYy paBHa IOBbPXHOCT,
0e3 Ja JOKOCBATEC MIjiaTta UJiM BbHIIIHATa
Kalradyka.

Crnen xaTo Uriara € moOKpuTa, BHUMATEIHO
HATHCHEeTE BLHITHATA KanayKa Ha urjara
JOKpaid.

Pa3BuiiTe urJjiata u s U3XBbPJIETE BHUMATEITHO
criopes ykazaHusTa Ha Bamus nexap,
MEIHUIIMHCKATa cecTpa, (hapMaieBT WiIn
MECTHHUTEC BIIACTH.

IlocTaBsiiiTe 0THOBO KamaukKaTa Ha IIHcajKaTa
CJICO BCSAKO M3IIOJI3BAHE, 3a J1a IPCATIA3UTC
pa3TBOpa OT CBCTJIMHA.

Koraro nucankara TpsiOBa fa ce M3XBBpINH, HapaBeTe ro, 0e3 /1a IMa UTiia BbpXY Hesl, KakTo Bu e
WHCTPYKTHpan BamusaT nekap, MeAMIIMHCKA cecTpa, (papManeBT Wi MECTHUTE BIACTH.

A

Huxkora He ce onuTBaiiTe 1a NOCTABATE 00PATHO BLTPELIHATA KANlAYKa BbPXY UIJIaTa.
Mosxe na ce yboaere ¢ uriara.

BuHaru ciea Bcsika MHKeKIHMS He3a0aBHO OTCTPAHABANTe UIJIaTa OT MUCAJIKATA.
ToBa Mo’xe J1a IpetoTBpaTH 3aITylllBaHe Ha UIIH, 3aMbpCsiBaHe, HHQEKTUpaHe, N3THYaHEe Ha
pa3TBOP M HETOYHO JIO3UPAHE.

JdonbanuTenna BaxkHa uHgopmanms

BuHaru chxpaHsBaiiTe micaikara i UTJHTE HA MSICTO, HEOCTBITHO 3a IPYTH X0pa, 0COOCHO
3a jena.

Hukora He crioeJisiiiTe MycagKaTa WU UIJIATE CH C APYTH XO0pa.

OOrprKBaIlKTe JKIA TPSAOBA 1a ¢a MHOT0 BHUMATEJIHU NPHU padoTa ¢ U3M0JI3BaHU UTJIH, 32
Jla N30ETHAT HapaHsIBaHE C TSIX M KPBCTOCAHA WH(EKITHSI.

I'puxa 3a Bamara nucajka

Wznon3eaiite nucankara BHUMaTenHO. [ py0oTO MaHUTyIMpaHe WM HENpaBWIIHA YIOTpeba Morar 1a
MPUYMHAT HETOYHO JO3UpaHe. AKO TOBA €€ CIy4H, MOXKE /1a HE IOJIy4UTe XKeJaHus eeKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiiTe nmucajgkaTa B K0JIa WIK HA JPYTrO MACTO, KBIETO MOKE Ja CTaHE TBHPJIC
TOPENIO WU TBBPJE CTYICHO.

He unxexrupaiite Ozempic, KoiTo e 01JI 3aMpa3eH. AKO ro HalpaBUTEe, MOXKE J1a HE
MIOJIYYHUTE JKeJIaHUs €PEKT Ha TOBA JICKApCTBO.

He nnxextnpaiite Ozempic, KoiTo e OHJI M3J10KeH HA MPAKA CJ/bHYEBA CBETJINHA. AKO IO
HaIpaBHUTE, MOXeE J]a He TIONYYUTE KeJlaHus eeKT Ha TOBA JIEKapCTBO.

He u3aaraiiTe nucajakara cu Ha Ipax, MPbCOTHUS UJIH TEYHOCT.

He muiiTe, He HAKMCBaliTe U He CMa3BaliTe MUCAJKATA CH. TS MOXe /1a c€ MOYUCTU C MEK
npenapar BbpXy HaBJIa)KHEHA KbpIIa.

He u3nyckaiiTe nucajkaTa cM U He 5 yApSiTe B TBbPAU MOBHPXHOCTU. AKO 51 U3ITYCHETE WIIN
M0JI03UpaTe, Ye Hello He € Hape[ ¢ Hesl, [IOCTaBeTe HOBa UIJIa M MPOBepeTe N3TUYAHETO Ha
pa3TBOp, OPEIU 1a UHKEKTUPATE.

He ce onuTBaiiTe 1a HANBJIHUTE NOBTOPHO NucaikaTa cu. Cie KaTo BEIHBX Ce U3MPA3HU,
TS TpAOBa /1a ce U3XBBHPIIH.

He onuTBaiiTe 1a monmpaBsiTe WK pa3riio0sBaTe MUCAIKATA CH.
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JIucroBka: Uudopmanus 3a nanueHTa

Ozempic 2 mg nHKeKUHOHEH Pa3TBOP B MPEIBAPUTETHO HANbJIHEHA MHCAJIKA
cemarnytua (semaglutide)

IIpoyeTeTe BHMMATETHO ISLJIATA JIMCTOBKA, MPeIH 1A 3aM0YHETE 1a U3M0J13BaTe TOBA

JIEKAPCTBO, Thil KATO T ChIAbP:KA BaxkHa 32 Bac undopmanus.

- 3anaszeTe Ta3u JUCTOBKA. MoxXe J1a ce HAJIOXKH J1a 51 IPOYETETe OTHOBO.

- AKO UMaTe HJKaKBH JOTBIHUTEITHA BBIIPOCH, ITONTUTaiTe Bamms mekap, dhapMmarieBT wim
MEIUITMHCKA CeCTpa.

- ToBa nekapcTBo ¢ npeanucano TuyHo Ha Bac. He ro mpeotcThnBaiiTe Ha npyru xopa. To Mmoxke
Jla UM HaBpeIly, HE3aBUCHUMO Ue MPU3HAIIUTE Ha TSIXHOTO 3a00JIIBaHe ca ChIHUTe KaTo BammTe.

- AKO TIOTy9IuTe HIKAKBH HEKEJIaHU peaKIlny, yBeaoMere Bammms nexap, ¢papmaneBT Win
MEJUIIMHCKA cecTpa. ToBa BKIIOUBA BCUUKH Bb3MOXKHU, HEOMCAHU B Ta3H JIMCTOBKA HEXEIAHU
peakuuu. Buxre Touka 4.

Kakso ChbABbpPiKa Ta3u JIMCTOBKA

1. KaxkxBo npencrasisaBa Ozempic u 3a KaKBO C€ U3I0I3Ba

2. KaxBo TpsibBa na 3naere, npenu Aa u3noassare Ozempic

3. Kak na nznonzsare Ozempic

4. Bb3M0XXHM HEXETaHU peaKklnu

5. Kak ma cwxpanssare Ozempic

6. ChabpkaHue Ha ONIAaKOBKATa M JOIBIHUTEIHA HHPOPMALTUS
1. Kaxkgo npeacraBiasasa Ozempic 1 3a KaKBO ce U3M0JI3Ba

Ozempic chabpika aKTUBHOTO BEIIECTBO ceMariayTu. To momara Jia ce MOHMKY KpbBHATA 3aXap B
opranu3ma Bu, camo Korato e TBbpe BUCOKA M MOJKE Ja IOMOTHE 33 MPEI0TBPaTsIBaHE HA ChPACYHO
3a00JIsIBaHe TMPU MAIMEHTH Che 3axapeH auadet tum 2 (3/]T2). Toii chino Taka momara ja ce 3a0aBu
BIIOIIABaHETO Ha ObOpeuHaTa QyHKIMs npu manueHTH cbe 3 T2 upe3 MexaHU3bM U3BBH
MOHM)KaBaHETO HA KPhBHATA 3aXap.

Ozempic ce U3M0I3Ba 3a JICUYCHUE HA BB3pacTHU (Ha Bb3pacT 18 rogunu u noseue) cve 3/T2, koraro
JeTaTa U yIpaXKHEHHATA HE Ca JOCTaThUHH:

. CaMOCTOSITETTHO — KOTaToO HEe MOJKETe J1a M3MOiA3BaTe MeT(HOPMHUH (JIpyTo JIEKapCTBO 3a AradeT)
nIn
. C IpyTH JIEKapcTBa 3a AuadeT — KOraTo Te He ca JOCTaThbuHH, 33 1a KOHTPOJIMPAT HUBATa Ha

KpbBHATa Bu 3axap. TakuBa morar Ja 6’B,Z[aT JICKapCTBa, KOUTO NpHUEMATE NPE3 ycTaTa UJIn
HWHXXCKTHUPATC, HAIPUMCP UHCYJIUH.

BaxHo e 1a mpobIDKATE TIIaHA CH 3a AWeTa M YIpaXXHeHHs, KakTo Bu e ka3an Bammsar nekap,

(hapMarieBT WM MEIUIIMHCKA CECTpa.

2. KaxBo TpsoBa 1a 3HaeTe, mpeau Aa udnouassare Ozempic

He n3noassaiite Ozempic

. aKoO CT€ AJIEPTUYHH KbM CEMarIyTH]I WIH KbM HSIKOS OT OCTaHAJNTE ChCTaBKHM Ha TOBA
JeKapcTBO (M30pOeHH B TOUKA 6).

IIpenynpexaenus U NpeANna3Hu MePKH

I'oBopete ¢ Bammst mekap, ¢papMareBT WM MEAUITMHCKA CECTPa, TIPEIH Ja U3IT0JI3BAaTe TOBA
JIEKapCTBO.

90

VV-LAB-123011 1.0



Topa JICKapCTBO HE € CHIIOTO KaTO UHCYJIMH U Bue He Tp}l6Ba Ja ro U3I0J13BaTec, ako:

. umare nuabet tun 1 — 3a0ossiBaHe, IPU KOETO OpraHu3MbT By 300110 HE MPOU3BEkKAA
UHCYJINH;
. pasBuere AuabeTHa KeToau103a — yCIOKHEHUE pU AnadeT, MpOTHYallo C BUCOKa KPbBHA

3axap, 3aTpyAHCHO AUIIIAHC, O6’BpKBaHe, MNPCKOMCEPHA Xax1a, CJIaAbK MUPUC HA AbXa UIIN
CJIaAbK UJIM METAJICH BKYC B yCTara.

OzempiC HE € UHCYJIMH U TOpaJikd TOBA HE Tpﬂ6Ba J1a C€ U3M0JI3Ba KaTO 3aMECTUTCII Ha MHCYJINHA.

Ako 3Haerte, ye Bu mipencton ormeparius, mpy KOsTO 1mie ObIeTe 0T aHSCTe3Us (B CIAIIO ChCTOSHUE),
TpaOBa Ja kaxxeTe Ha Bamms nekap, ue cre Ha jieueHue ¢ Ozempic.

Edextn BbpXy XpaHOCMMIIATEIIHATA CHCTEMA

[To Bpeme Ha JeUEHHETO C TOBA JIEKAPCTBO MOXe 1a Bu ce mopnura (rajgeHe) win ga uMarte
TIOBPBINaHe WK nuapus. Te3n HexkeTaH! peaKIMy MOoTaT J1a IPUYUHAT JeXuapaTamnus (3aryoa Ha
TEYHOCTH). BaxHO € Ja mueTe 0O0MIHO KOJIMYECTBO TEUHOCTH, 3a J1a IPEIOTBPATUTE JCXUIpaTaIIHs.
ToBa e ocobeHoO BaxxHO, ako UMaTe mpodsieMu ¢ ObOpenute. ['oBopere ¢ Bamus nekap, ako umare
HSKAKBY BBIIPOCH WITA TIPUTCCHECHHUS.

CunHa u OPpOABJDKHUTECIHA KOPEMHA 6OJ'IK3., KOATO MOKE a C€ IBbJI?KH Ha OCTHP MMAaHKPCATHUT.

AKO MMare CHJIHA U TPOIBDKATETHA 00IKa B 001aCTTa Ha cTOMaxa, He3a0aBHO OTHPCETE JIeKap, Thid
KaTo T4 MOJKE J1a € IPU3HAK Ha OCThp MaHKpeaTHT (BB3MaJieH MaHkpeac). Mo BIKTe ToUKa 4 3a
MIpeIyTnpeANTETHATE TPU3HAIY 32 Bh3MaJICH ITaHKpeac.

Hucka kppBHA 3axap (XHOOTITUKEMHUS)

KomOunupanero Ha cynpoHUITypeHN IPON3BOAHH UM HHCYJIMH C TOBA JICKAPCTBO MOXKE A2 YBEIHYH
pHUCKa OT IOHM)KaBaHe Ha HUBATa Ha KpbBHATA 3axap (XUMOTIMKeMHUs ). MOJIs, BUXKTE Touka 4 OTHOCHO
NpeynpeaAUTETHATE TIPU3HAIM 32 HUCKY HHMBA Ha KpbBHaTa 3axap. Bamusr nexap moxxe na Bu
Ha3Ha4M Jia ce u3cje/BaT HUBaTa Ha KpbBHaTa Bu 3axap. ToBa e My MOMOTHE J1a ONIpEENH Jallu
J03aTa Ha CcyJI(hOHWITYPEHHOTO IIPOU3BOAHO WM MHCYJIMHA TPsAOBa Aa ce IPOMEHH, 3a Ja C€ IIOHUKHU
PHUCKBT OT HUCKA KpBhBHA 3aXap.

3a0oiisiBaHE HAa OYMTE BCIEACTBHE HA NHa0ET (PDETHUHOIIATHS)

AKo uMmare 3a00J1s1BaHe HA OUKTE BCJICACTBUC HA I[I/Ia6eTa 1 U310JI3BaTC UHCYJIMH, TOBA JICKApCTBO
MOXKE ga JOBCAC N0 BJIOIIaBaHC HA Bameto 3PCHUC U TOBA MOXKC J1a HAJIOXKU JICUCHHC. HH(l)OpMHpaﬁTe
JICKaps CHU, aKkO UMate 3a00JIIBaHE HA OUUTE BCJICACTBHC Ha z[Ha6eTa HJIX aKO 110 BpEME€ Ha JICYECHUCTO
C TOBa JICKAPCTBO MOJIYUHUTEC HpO6J'ICMI/I c ounte. B cnyqaﬁ 4€ MMaTeC NMOoTCHINAaIHO HECTAOMIIHO
3a00JIIBaHE HA OUUTE BCJIICACTBUEC HaA ,Z[I/Ia6CT, HE CC IpCTIOpHUBA Ja U3IOJI3BATC OzempiC 2 mg.

Jleua v roHOImIN
ToBa nekapcTBO HE ce MPEenopbHUYBa MPHU JeIa U IOHOIIN Ha BB3pacT noj 18 roauHu, Thit KaTo
Oe3omacHoOCTTa U e()UKACHOCTTA IPU Ta3H Bh3pAcTOBa IPyIia BCE OIE HE Ca YCTAHOBEHH.

Apyru nexapcrBa u Ozempic

Tps6Ba na xaxere Ha Bamus nekap, GpapmaneBT ninm MeIUIMHCKA CECTpa, aKo IIpreMare, HaCKOpo CTe
[IpUeMalIy WiK € Bb3MOXKHO Ja IIpUeMate IpyTry JIeKapCcTBa, BKIIOUYUTEIHO OWIKOBU WM APYTH
JIEKapCTBa, KOUTO CTe KyIUiIu 0e3 peLenta.

[To-cnenmanzo, wHGOpMUpaiiTe Bamms nekap, papMareBT WA MEIUITHHCKA CECTPa, aKO U3II0I3BaTe

JIEKapCTBa, CHhIBPKAIIN HIKOE OT CIEIHUTE:

. Bapdapun wnm qpyru noqo0HH JiekapcTBa, IpUEMaHU Mpe3 ycTaTa 3a HaMaJisiBaHe Ha
KPBHBOCHCHPBaHETO (TIEPOPAITHU aHTUKOATYJIaHTH). MoKe J1a ce HaloXat YeCTH U3CIIEIBAHUS
Ha KPBBTA, 3a JIa Ce MPOBEPH KOJIKO OBP30 ce ChcupBa KpbBTa Bu.
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. AKO HM3M0NI3BaTe WHCYNHH, Bamuar nexap me Bu 006gcHN Kak Ja HaMaluTe 103aTa Ha HHCYJIMHA
U e Bu npenopbya 1a cnenure KphbBHATA CH 3aXap M0-4€CTO, 32 1a N30ErHeTe XUIEePrITUKEMUs
(BUCOKa KpBbBHa 3axap) U [uabeTHa KeToauao3a (yCIoKHeHne Ha quabera, KOeTo HacThIIBa,
KOTaTO OPraHU3MBT HE MOJKE J1a pa3rpajiu III0K03aTa, Thi KaTo HAMA JOCTAThYHO WHCYIIHH).

bpeMeHHOCT U KbpMeHe
AKO cTe OpeMeHHa WM KbpMUTE, CMsTaTe, Ye MOXKE J1a CTe OpeMeHHa, WK IJIaHUPaTe OPEMEHHOCT,
MOCHBETBalTE ce ¢ Bamms jnekap npeau ynorpedarta Ha TOBa JEKapCTBO.

ToBa nekapcTBO He TpsIOBa J]a ce M3I0JI3Ba 110 BpeMe Ha OPEeMEHHOCT, 3all0TO He € U3BECTHO Jallid
3acAra IjioJia. 3aToBa yrnorpedara Ha KOHTPALCIIHS € PEIOPhYUTEIHA, JIOKATO U3II0JI3BATE TOBA
JIeKapCcTBO. AKO KeJaere Ja 3ad0peMeHeeTe, 00ChaeTe Kak a MPOMEHUTE JIeUSHUETO cu ¢ Barmms
JIeKap, Thil KaTo TPsIOBa Ja cripeTe yrnoTpedara Ha TOBA JIEKAPCTBO MOHE 2 Mecela IpeIBapUTeIHO.
Axo 3a0pemeHeeTe, JOKaTo H3I0JI3BaTe TOBA JEKAPCTBO, TOBOpETE He3abaBHO C JeKapsl CH, Thil KaTo
nedeHueto Bu TpsOBa na Ob1e MpoMeHEeHO.

He m3nomn3Baiite TOBa JIEKapCTBO, aKO KbPMUTE, ThI KaTO HE € N3BECTHO JIAJIM TO IPEMHUHABa B
KbpMara.

Hlodupane u paéora ¢ MAIIMHH

Masko BeposithHo € Ozempic aa nosnusie Ha ciocoOHocTTa By 3a modupane u padora ¢ MammHau. AKo
U3I0JI3BaTe TOBA JIEKAPCTBO B KOMOMHAIMS ChC CYI(POHMITYPEHHN IPOU3BOIHH WA HHCYIUH,
KpBbBHaTa Bu 3axap Moke Ja ce MOHMKH (XHUIIOTITMKEMHS ), KOETO Jla oTciaabu criocoOHOCTTa BH ma ce
KoHIeHTpupate. He modupaiite u He paboTeTe ¢ MalllMHK, aKO MMOJyYHTEe PU3HALM Ha HIUCKA KPbBHA
3axap. Buwxre Touka 2, , JIpenynpesxxaenus u npeana3Hy MEpKH' 3a HHGopManus OTHOCHO
MIOBULICHUS PUCK OT HUCKA KPBbBHA 3aXap, KAKTO M TOUYKA 4 3a MpeaylpeauTeTHUTE IPU3HALK Ha
HHUCKa KpbBHA 3axap. ['0BopeTe ¢ Jiekapst CH 3a JOIMBIHUTEIHA HH(POpMAIIHUSI.

Chbabp:kanue Ha HATPHIA
ToBa nexapcTBO chABpka mo-Manko oT | mmol HaTpwif (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
MPaKTUYECKU HE ChIbPKa HATPUH.

3. Kak na uznoszBare Ozempic

Bunarn n3nonsBaiiTe ToBa 1eKapcTBO TOYHO KakTo Bu e kazan BammsT nekap. AKo He cTe CHTYpHH B
HeIo, monuTaire Bamms nekap, ¢papMarieBT WK MEIUITTHCKA CECTpa.

Koaxko na n3mojsBare

. Haganmnata no3a e 0,25 mg BeIHBXK CEAMUYHO 3a IEPUOM OT YETHPH CEIMHUILIH.

. Crnen yeTrpH CeMHIIM JEKapAT 1€ yBeTu4u fgo3ara Bu 10 0,5 mg BeAHBK CEAMHUYHO.

. BamusT nexkap Moxxe aa yBenuuu fo3ara Bu 1o 1 mg Beaubpxk ceIMUYHO, ako KpbBHaTa Bu
3axap He ce KOHTPOJIMpa AOCTaThuHO A00pe ¢ n1o3a 0,5 mg BeIHBK CEAMUUHO.

. BammsT nexkap Moxxe a yBenudu fo3ara Bu Ha 2 My BenHBX ceAMUIHO, aKO KpbBHaTa Bu

3axap HE ce KOHTPOJUpPA JOCTaThYHO M00pe ¢ 103a 1 My BEAHBK CEAMUYHO.
He npomensiiTe qo3ata, ocBeH ako Bamuar nekap He Bu e ka3an ga HanmpaBUTe TOBA.
Kak ce npniara Ozempic

Ozempic ce mpuyara 4pe3 HHKEKIUs 0] KokaTa (IOIKOKHO HHKeKTUpaHe). He mrkektupaiite BbB
BEHA WJIM MYCKYL.

. Haii-moaxonsmmre MecTa 3a MHXEKTHPAHE ca IIpeHaTa 4acT Ha OefpaTa, mpeaHaTa 4yact Ha
Tanuara (Kopema), Wi TOpHaTa 4acT Ha phKara.
. IIpenu na u3nos3Bare nucajikara 3a NpbB IbT, Bamuar nekap win MeIuIMHCKa cecTpa e Bu

IIOKakaT Kak Ja 60paBI/ITe C HCA.
HO)_IpO6HI/I YKa3aHu4 3a yrIOTpe6a Ca JaJICHU Ha Jpyrara CTpaHa Ha Ta3u JIMUCTOBKA.
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Kora na uznonzsare Ozempic

. TpsOBa 1a u3Mon3Bare TOBA JEKAPCTBO BETHBK CEAMUYHO U 110 BH3MOXKHOCT — Ha €IUH U ChHIIl
JIEH BCSAKA CEIMHUIIA.
. Moske a cu HampaBUTE UHXKEKIIMS 110 BCSIKO BpEMe Ha JCHSI, HE3aBUCUMO OT XpaHEHUSTA.

3a /1a 3alIOMHUTE TO-JIECHO, Y€ TOBa JIEKAPCTBO C€ MHYKEKTHPA CaMO BEHBK CEIMUTHO,
MIPETIOPHUUTEITHO € Ja OTOCIICKUTE N30paHus IeH (Hamp. cpsiia) BhPXY KapTOHEHATA OIMaKOBKa U Ja
3amucBaTe BHPXY HEsl 1aTaTa MpU BCSIKO MHXKEKTUPAHE.

[Ipu HEOOXOUMOCT MOXKETE J]a TPOMEHHUTE JICHS Ha ©KECCAMHUYHOTO HHKCKTUPAHE Ha TOBA
JICKapCTBO, CTUTA JIa Ca U3MUHAJIY ITOHE 3 JIHU CJIE]] MMOCJICAHOTO My uHkekTupane. Ciiesl u30upaHero
Ha HOB JIEH NPOABJDKETE MPUJIAraHETO BEIHBK CEIMHYHO.

AKO CcTe N3M0JI3BAJIN MTOBeYe 0T HeoOxoanmaTa q103a Ozempic
AKO cTe H3IoI3BaNy oBeue oT HeoOxoanmara go3a Ozempic, BenHara nHpopmupaiite Bamms nexap.
BB3M0OHO € a moy4yuTe HeXeJlaH! peaklUy KaTo IOBAUTraHe (rajieHe).

AKo cTe mponycHa/au 1a uznojassare Ozempic

AKO CTe TIPOIyCHAIHN Ja HHXEKTHpaTe /1032 H:

. W3muHamm ca 5 nin mo-Majiko JHH CJel MOMEHTA, B KOWTO € TpsAOBaJIo J1a M3M03BaTe
Ozempic, UHXEKTHpaANTE ro BeJHara, moM cu ciomuute. Cielr TOBa MHXKEKTUPAiTe
clIeqBaIaTa CH /1032, KAKTO OOMKHOBEHO B IUTAHUPAHUS JICH.

. W3muHanm ca moBedve OT 5 JHU clie]] MOMEHTa, B KOHTO € TpsaOBao Aa m3noisare Ozempic,
mpeckoveTe mpomycHaTara fgo3a. Cien ToBa MH)KEKTHpaiTe cieBaiiara CH J03a, KaKTo
O0OWMKHOBEHO B TUIAHUPAHUS JICH.

He uznonzpaiiTe ABOIHA 71034, 3a J1a KOMIIEHCHpaTE MPpOIycHaTaTa J03a.

AKoO cTe cipesiu ynorpedéara Ha Ozempic
He cniupaiite ynorpebaTa Ha TOBa JiekapcTBo, 06e3 Aa cTe nHpopMupanu Bamms nekap. Ako s crpere,
HUBOTO Ha KpbBHaTa By 3axap Moe /1a ce MOBHUIIIH.

AKO MMate HSKaKBH JOMBIHUTEIHU BBIIPOCH, CBBP3aHHU C YIIOoTpeOaTa Ha TOBA JICKApCTBO, MOMHUTANTE
Bamus nexap, papmaneBT nim MEAUIIMHCKA CECTPA.

4, Bb3MokHM HelKeJTaHU peaKIuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCANU3BHUKA HEKECIIaHNU PCaKIINU, BBIIPEKU Y€ HC
BCCKH I' TIOJIy4aBa.

Cepnosnu HEKEJIAaHU peaKIuu

Yectu (Morart na 3acerHat a0 1 Ha 10 gymm)

. YCIIOXKHEHUS Ha 3a00JIIBAHETO HA OYUTE BCIICICTBHE HA quabera (peTHHOMATHS) — TPsOBa 1a
Ka)KeTe Ha JIeKapsl CH, aKO 10 BpeMe Ha JICUSHUETO C TOBA JICKAPCTBO MOIYIUTE MPOOIEMU C
OUYUTE, KaTO NPOMSHA B 3PEHUETO.

Heuectu (Morar na 3acersat 1o 1 va 100 mymrm)

. Brananenue Ha nankpeaca (OCTbp MAaHKPEATHUT), KOWUTO MOXKe Jja MPUIMHU CUIIHA OOJKA B
cToMaxa M I'pp0a, KosTo He mpeMuHaBa. Tps0Ba j1a oTHeTe Ha JeKap He3a0aBHO, aKO MOJTYYUTe
TaKuBa CUMIITOMMU.

Penxm (Morat na 3acersat a0 1 Ha 1 000 mymm)

. TEXKH aJIepTHIHY peaknny (aHahUIaKTHIHU peakiuy, anruoenemM). TpsoBa He3abaBHO Aa
MOJIyYUTE MEIUIIMHCKA ITOMOIII U BeHAra Jia MH(GOpMUpare jgeKkaps CH, ako MOJIyIUTe
CUMIITOMH KaTO POOJIEMH C AUIIAHETO, ITOyBaHE Ha JIMLIETO, YCTHUTE, €3UKA U/WIIH T'bPIIOTO
ChC 3aTPYTHEHO MPETIbIAHE U YIECTEHO ChplicOneHe.
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C Hen3BecTHA 4ecTOTa (OT HATMYHUTE TAHHW HE MOXe J1a ObJie HAaIlpaBeHa OILICHKa)
. 3amyiiBaHe Ha yepBara. Texka ¢popMa Ha 3aleK ¢ JOMBIHUTEIHH CUMITOMH KaTO CTOMAIITHA
0oJKa, MoIyBaHEe HAa KOpeMa, MOBPHIIAHEe U T.H.

JApyru HexeslaHu peakun

MHoro 4yectu (Morar ja 3acerHat rnoseue ot 1 Ha 10 xymn)

. nmoBaurane (TameHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
° Auapus — TOBa OOMKHOBEHO OTMHHABa C BPEMCETO,
. HUCKa KpbBHA 3axap (XUIOTIIMKEMHs), KOraTo TOBa JIEKAPCTBO CE M3M0I3Ba 3a€/IHO C JICKapCTBa,

KOHMTO CBhABPXKAT CYIHOHUITYPEHHH MPOU3BOJHN HIIM HHCYJIMH.

Yectu (MoraT fna 3acernat 1o 1 Ha 10 gymm)

. MOBPBLIAHE;

. HHCKa KPbBHA 3aXap (XUIOIJIMKEMHUs), KOTaTO TOBA JIEKAPCTBO CE U3I0JI3BA 3a€HO C
HEepOpaIHH JIEKapCTBa 32 JHA0ET, OCBEH CyI()OHWIYypEeHHH IPON3BOJHN HIIM HHCYIIHH.

[penynpeauTeTHUTE MPU3HAIIM 32 HUCKA KPhBHA 3aXap MOTAT Jia ce MOsABAT BHe3amHo. Te MoraT na
BKJIFOYBAT: CTY/ICHA TIOT, XJIajgHa OJea Koxa, TIIaBo00JHe, YCKOPEH MYJIC, MOBAUTaHEe (TaJICHE) WITH
CHUJICH Ij1aa, IpOMEHU B 3pCHUCTO, CHhbHIUBOCT WJIN CHa6OCT; HEPBHOCT, TPEBOXKXHOCT UIIN O6’BpKaHOCT,
3aTpy/HEHA KOHIICHTPAIIUS HITH TPErepeHe.

Bammsr nekap e Bu kaxe kak 1a jJeKyBaTe HUCKAaTa KphbBHA 3aXap M KaKBO Jla HAIIPABUTE, aKO
3a0eNeKUTE TE3H MPEAYNPEAUTEITHU TPU3HAIY.

BeposTHOCTTA J1a cllajiHe HUBOTO HA KPhBHATA 3aXap € MO-rojsiMa, ako MpreMaTe CyIQOHITypeHHN
MPOU3BOTHH WJIM MHCYJIMH. Baimust ekap Moxxe Jla HaMalli 103aTa Ha Te3H JIeKapCcTBa, MPeu 1a
3alloYHeTe JIa M3I0JI3BATE TOBA JIEKAPCTBO.

. JIOIIO XPaHOCMUJIAHE;

. BB3IAJIEH CTOMax (TaCTPHUT) — MPU3HALUTE BKIIOYBAT CTOMAIIIHA OOJIKa, TOBAUTaHe (TaaeHe)
WY TIOBPBILAHE;

. pedyke WM KUCEIMHU — HApU4aHu ole ractpoesodareanta pedaykcna 6onect ('EPB);

. cToMallHa 0oJKa;

. MOJlyBaHe Ha CTOMAaxa;

. 3arex;

. OpHTBaHe;

. KaMbHU B JKJIBYKATA;

. 3aMaiiBaHe;

* yMmopa;

. 3ary0a Ha TerJo;

. TIOHW)KEH aIleTHT;

. razose ((raTynaeHus);

. MOBHIIEHUE HA MAHKPEATHYHHU €H3UMH (KaTo JINMa3a U aMuiIasa).

Heuectn (Morar ga 3acernar no 1 Ha 100 gymim)

. NPOMsIHA BBB BKyCa Ha XpaHaTa WM HAIUTKUTE,

. Y4YECTEH IIYJIC;

. peaKru Ha MJICTOTO Ha MHXXEKTUPaHE KaTo MOoCcHHsBaHe, 00JKa, qpa3HeHe, ChpOex U 00pHB;
. aJIeprUYHH PEaKLUHU KaTo 0OpHB, ChbpOEX WIN YPTUKAPHUS;

. 3a0aBsiHE B M3MPa3BaHETO Ha CTOMAaxa.

ChoblIaBaHe HA HeXKeJAHU pPeaKuu

Axo TMOJIYYUTE HAKAKBU HCXKCIJIaHU PEAKIIUN, YBEAOMETC Bamms JICKap, q)apMaueBT i MEIUITUHCKa
cectpa. ToBa BKITIOUBA BCHUKH BH3MOXKHH, HEOMTUCAHHU B Ta3H JIUCTOBKA HEKETAHU peakiuu. Moxere
ChIIO J1a ChOOIIUTE HEXKENAHU PEaKIMi JUPEKTHO Ype3 HAIHOHATHATA CHCTEMa 32 ChOOIaBaHe,
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IIOCOYCHA B H[!I/IJ’IO)KGHI/IG V. Karo C’BO6I_LIaBaT€ HCXKCJIaHU PCAKIIUU, MOXKETC Aa AAaACTEC CBOA IIPUHOC
34 MI0JIy4yaBaHC Ha IMOBCYC I/IH(I)OpMaI_[I/IH OTHOCHO 0€30IacHOCTTa Ha TOBA JICKApCTBO.

5. Kak na cexpansiate Ozempic

Ja ce cpxpaHsaBa Ha MsICTO, HEJJOCTBHITHO 32 JIeIa.

He u3non3Baiite TOBa JIGKApCTBO CIIE] CPOKA HA TOJHOCT, OTOENsI3aH BbPXY €TUKETA Ha MUCAIKATa U
KapTOHEHaTa OIaKoBKa ciel ,,I 'oger mo“. CpoKbT Ha TOTHOCT OTTOBAPS Ha IMOCICIHUS JICH OT

ITOCOYCHUA MECCII.

IIpean oTBapsHe:

Ja ce cbxpansBa B xnaauwiHuk (2 °C-8 °C). Jla He ce 3ampa3sBa. [la ce chxpaHsBa najied oT
oxJaxaamus eneMeHT. CbxpaHsBalTe C MOCTaBEHA Kamauka, 3a J1a ce Mpena3u OT CBETJIMHA.

ITo Bpeme Ha ynorpeba:

. B npoabimkenue Ha 6 CeMUI MOYKETE J1a ChXpaHsIBaTe MUCaIKaTa IPU TeMIiepaTypa mo;y
30 °C unu B xnmaguiHuk (2 °C-8 °C), naney ot oxnaxpamims ejieMeHnT. He 3ampassBaiite
Ozempic ¥ He TO U3MOJ3BalTe, aKO € OUIT 3aMpaseH.

. Koraro He W3mos3Bate nucaikaTa, CbXpaHsBaiiTe s ¢ OCTaBeHa Karayka, 3a Jia Ce Mpenast OT
CBETJINHA.

He u3non3BaiiTe TOBa JIEKAPCTBO, aKO 3a0ETEIKUTE, Ue PAa3TBOPHT HE € OHUCTHD M OC3IBETEH WM MOYTH
Oe3IBETEH.

He n3xBbpistiiTe 1ekapcTBaTa B KAHAIU3ALMATA UM B KOHTEHHEPA 3a JOMAIIHYU OTHAIbLIH.
[onuTaiite Bamus ¢papManeBT Kak Aa U3XBBPILITE JIEKapCcTBaTa, KOUTO Beue He u3noissare. Tesn
MEpKH IIIe CIIOMOTHAT 3a OIla3BaHE Ha OKOJHATA Cpefa.

6. CbabpxaHie HA ONMIAKOBKATA M TOMIbJIHUTEIHA HHPoOpMAaIUA
Kakso cpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO €: ceMariayTul. EnrH ml oT HHXEKIIMOHHUS Pa3TBOP ChABpPXKaA 2,68 mg
cemarnyTua. EnHa mpeBapuTeIHO HATBJIHEHA MUCAIKa ChAbpika 8 mg cemarmytua B 3 mi
pa3TBop. Besika no3a cpappka 2 mg cemarnytun B 0,74 ml.

. Jpyrute chcTaBKU ca: MUHATPHUEB (ochaT TMXUAPAT, TPOIUICHTIINKOMI, (PeHOo, Boaa 3a
WH)KEKIIMH, HATPUEB XUAPOKCHJI/XJIOPOBOIOPOIHA KUCeNnHa (32 Kopekius Ha pH). Buxkre
ChIIO TOUKa 2, ,,ChAbpKAHUE HA HATPUI®.

Kak usrane:xxaa Ozempic 1 KaKBo ChABbpP:Ka ONAKOBKAaTa

Ozempic e OucTbp U OE3LBETEH WM MTOYTH OE31BETEH HHKXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO
HaI'bJIHEHA MTUCAJIKA.

Bcesika mipeiBapuTENIHO HAITBJIHEHA MTUCAIKa Chabpxka 3 Ml pasTBop u mocrass 4 mo3u mo 2 mg.

OzempiC 2 mg MHXXCKIHUOHCH pa3TBOP CC Mpcayiara B CJICIHUTC BUAOBC OIIAKOBKU:

1 mucanka u 4 urnmm 3a enHokparHa yrnorpeda NovoFine Plus.
3 mucanku u 12 urnm 3a eqHokpaTtHa ymorpeda NovoFine Plus.
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He Bcuukm BUA0OBE OITAKOBKU MOTAT Ja 6’[))_'[3,T IMyCHATH Ha I1a3apa.

IIpurtexares HA pa3pelIeHNETO 32 YNOTPeda U MPOU3BOIUTE
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveerd

Hanus

,Z[aTa Ha MOCJICIHO NMpepasrjaekKaaHe Ha JUCTOBKAaTa

Apyru uzrounuum Ha nHgopmanus

[MonpoOHa nHpopMaIus 3a TOBa JIGKAPCTBO € TPeA0CTaBeHa Ha yeOcaiita Ha EBporietickaTa areHius
T0 JieKapcTBara http://www.ema.europa.eu.
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Yxka3zanus 3a ynorpeda Ha Ozempic 2 MQ HHKEKNMOHEH Pa3TBOP B MPEABAPUTEIHO HANNBJIHEHA

NnHUCAJIKA

MouJisi, IpovyeTeTe BHUMATEIHO Te3M YKa3aHUsA, IPEIH J1a
U3II0JI3BATE CBOSITA MIPEIBAPUTEIHO HAITbJIHEHA ITUCATIKa
Ozempic. ['oBopete ¢ Bamms nekap, MeIUIIMHCKA CECTPa HIIH
(apMarieBT 3a ToBa Kak Jja HHXektupate Ozempic IpaBUITHO.

3amovHeTe ¢ MpoBepKa Ha MUCANIKaTa, 3a 1a CTe CATYPHH, Ye TS
chabpika Ozempic 2 Mg, ciren KOSTO MOTIIEAHETE
WITIOCTPAIMUTE TI0-0ITY, 32 JIa CE 3alI03HAETE C PA3TUIHUTE
YacTH Ha MHCAaJKaTa U Urjara cH.

AKO cTe CJIAN WM MMaTe JOII0 3peHue U He MOoKeTe 1a
pa3ueTeTe OposYa HA 103aTa BbPXY NUCAJIKATa, He
M3M0J13BaliTe Ta3u NMUcaIKa 0e3 Uy:Kaa moMoil.

[ToTepcere momor ot JwIe ¢ 10O6pO 3peHHe, KOeTo 3Hae Kak Jia
M3T0JI3Ba MPEABAPUTEITHO HAITBTHEHAaTa rcanka Ozempic.
Bamrara nucanka e MNpeABAPUTCIIHO HAITBJIHCHA U UMa
BB3MOXKHOCT 32 HabupaHe Ha jo3ata. Ts cbabppxka 8§ mg
ceMarIyTHI U MOKeTe Jja m30upare no3u camo 1o 2 mg. Exna
HEHM3I10J13BaHa TUCAJIKA ChIbprKa YETHPH JI03H 110 2 mg.

M3nomn3BaiiTe TabnumaTa oT BhTPENTHATA CTpaHa Ha Karaka Ha
KapTOHE€HaTa KyTHs, 3a Jia CIICANTEC KOJIKO MHKXCKIUU CTC
IMMPUJIOKUIIA U KOTr'a CTC T MMPUJIOKHUIIN.

Iucankara Bu e npeaHazHaueHa 1a ce U3I0JI3Ba C UTJIU 3a
ennokparna ynotpeba 30G, 31G u 32G ¢ apikuHa 10 8§ mm.
B onmakoBkara ca BxiatoueHu uriii NovoFine Plus.

Ozempic npeaBapuTeTHO
HaIlbJIHEHA MUCAJIKA U UIJIa

(npumep)

Bbumna

Kanauka na Kanayka Ha

nUCAIKATa HIJIaTa
BbTpemna
Kalnavyka Ha
HIJIaTa
Uraa
Xaprtuen
eTHKeT

IlIpo3opue Ha

nucajikara

ETuxer Ha

nHcaaKaTa

Bposy Ha 103aTa

Crpesika Ha J03aTa

CesiekTop Ha

ao03aTa

Mapkep 3a
Jlo3oB 0yTOH NpoBepKa

Ha
H3THYAHETO

A Ba:xxna undopmauus

O6’prCTC CIICIMaJIHO BHUMAHHKEC Ha TC3U 6CJ'IC)KKI/I, TBH KaTO T€ ca BaXXHU 3a Oe30IacHaTa yHOTpC6a

Ha 1nucajikarta.

1. IToarorseTe MUCAJKATA CH C HOBA UIJIA

. IIpoBepeTe MMeTO M IIBETHUS €THKET Ha TIHCAIKaTa CH,
3a Jla ce yBepuTe, 4e T chabpxka Ozempic 2 mg. Tosa e
M3KITIOYUTEITHO BaYKHO, aKO MPHJIaraTe MHKEKIIMOHHO
MOBEYE OT CIMH BHII JICKapCTBO. M3M0I3BaHeTO Ha
MOTPEIITHO JICKAPCTBO MOXKE Ja ObJIc BPEIHO 32 3/JPaBETO
Bu.

. CaajieTe Kanmaykara Ha NMCAaJIKaTa.
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. IIpoBepere nau pa3TBOPHT B MUCAJIKATA € OUCTBP U
oesmBeteH. [lornequeTe mpe3 mpo3opyeTo Ha MHcaIKaTa.
AKO pa3TBOPHT U3IIICKIA MBTCH HIIN C TIPOMEHEH IIBSAT,
HE M3M0JI3BalTe IHcanIKaTa.

J B3emeTe HOBa MrIIA.
IIpoBepere xapTHeHUs €TUKET U BBHIIHATA Kanayka Ha
WrJiaTa 3a MOBpEeau, KOUTO MOraT Jia 3aCeTHaT
CTepUITHOCTTA. AKO 3a0eJIeXuTe HIKaKBa MOBPea,
HM3M0JI3BalTe HOBA UTIJIA.

. OTtcTpaHeTe XapTHEHHN €THKET.

YBepeTe Ce, Y€ CTE NOCTAaBW/IM UIJIaTa MPABUJIHO.

o HatucHere urnata npaBo BbpXy Nucaakara.
o 3aBuiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hraara e nokpura ¢ aBe kanauku. TpsadBa aa cBaaure
U IBeTe Kanmayku. AKo 3a0paBUTe Ja CBAINTE U JIBETE
Kalayky, HAMA J1a yCIeeTe Ja CH MHKEKTHUpaTe
JIEKapCTBO.

o CpaJjieTe BLHIIHATA KAMAYKA HA UIJIATA U A 3aIa3eTe
3a M0-KbCHO. T3 1me Bu TpsOBa ciiex HHXEKTHpPaHETo 3a
0e30macHO OTCTpaHsIBaHE HA UIJIATa OT MHUCAIKATA.

® Caajere BbTpPEHIHATA KallavyKa Ha urJjiata 1 si
H3XBBPJIETE. Axo ce onurare Ja A IMoCTaBHUTEC OTHOBO,
MOXXE HEBOJIHO Ja CC y60,Z[CT€ C urijaara.

Ha Bppxa Ha uriara Moxke Jia ce MOSBHM Kamka OT pa3TBopa. ToBa
€ HOpMalTHO, HO BCe TaK TPsOBa Jla MPOBEPUTE H3THYAHETO, aKO
M3M0JI3BaTe HOBA MUCaIKa 3a MPbB IbT. BUKTe cThIIKA 2

I IpoBepeTe U3TUUAHETO C BCSIKA HOBA MMHCANTKA™.

He mocTaBsiiiTe HOBa MIJIa Ha IHCAJIKATa CH, JOKATO HE CTE
TOTOBH J]a MH)KCKTHPATE.

& Bunaru n3noJ3BaiiTe HOBA HIJIA 32 BCAKA HHKEKIINA.
Toma Moke Aa MPeOTBPATH 3aITyIIBaHE Ha UIJINTE, 3aMbpCsBaHe, MHOEKTUPAHE U HETOYHO
JTIO3UpaHe.

& Huxora He M31m0J13BaliTe H3KPUBEHA WM NOBPEAEHA UIJIA.

2. ITpoBepeTe M3THYAHETO C BCSIKA HOBA NMHUCAJIKA

. AKXo Bede U3I0JI3BaTe NHUCAIKaTa, IPEMUHETE KbM CThIIKA
3 ,,36epere nozara‘. [IpoBepsBaiiTe M3THIAHETO CaMO
npey NbPBOTO HHKEKTHPAHE ¢ BCAKA HOBA MUCAJIKA.

. 3aBbppTeTE CENEKTOpa Ha [j03aTa 10 MapKepa 3a
NMpoOBePKAa HA U3THYAHETO (** “=) TOYHO Clie]
,0“.YBepere ce, ue MapKepbT 3a MPOBEPKaA HA U3TUIAHETO Hs6pan e
C€ U3paBHABA ChC CTPEIKATA HA 103aTa. Mapiep 3a

NpoBepKa Ha
H3THYAHETO
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. 3aapBKTe MUcaiKaTa ¢ HACOYeHa Harope uria.
HartucHere u 3aapbiKTe 1030BUSI OYTOH, T0KATO
OposubT Ha 03aTa ce BbpHE Ha ,,0“. [{udpara ,,0“ TpsiOBa
Jla ce M3paBHU ChC CTpENIKaTa Ha 103aTa.

Ha Bppxa Ha urnata TpsaOBa Ja ce MOsBY Kallka pa3TBOpP.

Ha BI,pxa Ha urjara MOXXE Ja OCTaHC MaJIKa KallKa, HO Ts HAMa Ja CC I/IH)KCKTI/Ipa.

AKoO He ce MOSIBM KallKa, TOBTOpETe CThIKA 2 ,,[IpoBepeTe u3THYaHETO ¢ BCAKA HOBA MUCANKA™ 10 6 IBTH.
AKO Bce ollIe HsiMa Kalka, CMeHEeTe WIJiaTa i MOBTOpeTe CThIKa 2 ,,[[poBepeTe N3THYaHETO C BCAKA HOBA
nucanka® ome BeIHBXK.

M3xBBpieTe nmucaakara v U3M0I3BaliTe HOBA, aKO BCE OIS HE CE € MOsSBUIIA KalKa, U3XBHPJIETE MHUCATKATa U
M3II0JI3BaliTe HOBA.

/A Bunaru ce yBepsBaiiTe, 4e ce MOSIBSIBA KANKa HA BbpXa Ha UrjarTa, Ipean Ja U3I0I3BaTe HOBa
nucaika 3a mpbB MbT. C TOBA ce TapaHTHPa, Y€ Pa3TBOPHT MPEMHUHABA OE3MPETsITCTBEHO Mpe3 Uriara.
AKO He ce TIOSIBH KaIlka, HAMa Ja CH WHXXEKTUPATe HUKAKBO KOJTUYECTBO OT JIEKAPCTBOTO, BHIIPEKU
4e OposYBbT Ha J103aTa MOXKE Jia ToMpbIHe. ToBa MO:Ke 1a 03HAYABA, Y€ UIJIATA € 3aMylieHa Win
MOBpeIeHa.
AKo He TTpoBepsBaTe N3TUYAHETO NMPEAN IHPBOTO CH WHXEKTHPAHE C BCAKA HOBA MHCAJIKa, MOXeE Ja
HE MOJYYHTE Npe/rcanaTa J1o3a u xenanus egext Ha Ozempic.

3. U36epere mo3aTa

. 3aBbpreTe ceJieKTOpPa Ha 103aTa, 3a 1a HabepeTe 2 M(.
[Mpoxwirkere 1a BEPTUTE, JOKATO OPOSYBT HA J103aTa
crpe u moKaxe 2 mg.

HN36panu
2mg

CaMmo OposTYBT U CTpeNiKaTa Ha J103ara Iie MMOKaXkar, 4e ca HaOpaHu 2 mg.

Mosxete ma nzbdepere camo 2 Mg Ha 103a. AKO MHUCANTKATa ChAbPKa MO-MaJIKO OT 2 Mg, OpOSIBT cIiHpa,
MIPeIH J1a ce MOKaxe 2.

CenexTopbT Ha J103aTa MPUIIPAKBA PA3TUIHO, KOTaTO C€ 3aBbPTH HANpe, Ha3a]| WU IPU IPEMIUHABaHEe Ha
2 mg. He OpotiTe npuipakBaHusITa Ha MACATKATA.

Bunaru nznos3BaiiTe Oposiua M cTpeJKaTa Ha 103aTa, 3a 1a BUAUTE, Y€ ca HAaOpaHu 2 mg,
Mpeau Aa NHKEKTHPATE TOBA JIEKAPCTBO.

He Opoiite npumpakBaHusITa Ha MUCATIKATA.

Cnc ceekTOpa Ha /103aTa TPAOBaA a ce U30MPaT camMo 1034 o 2 MQ. 2 Mg TpsOBa TOYHO Ja ce
M3paBHU ChC CTPEJIKATA, 32 JIa CT€ CUTYPHH, Y€ IpreMaTe IIpaBHiIHa /103a.

Koako PAa3TBOP € oCTaHaJ

. 3a 1a BUANTE KOJKO Pa3TBOP € 0CTAHAJI, U3II0JI3BaiiTe
Oposua Ha J103aTa: 3aBbPTETE CEIEKTOpa, JOKATO
OposiubT crpe.

AKko Tolf ToKa3Ba 2, BbB BaiaTta nucanka ca ocraHanu

nmoHe 2 mg.

AKo OposiYBT Ha 103aTa cIpe Npeau 2 mg, HAMa BpostusT na
ao3ara e

JIOCTaTBhYHO OCTaHAaJl pa3TBOP 3a IbJIHA J103a 2 mg. cnps:

ocTaBar 2 mg

& He usznoinspaiite IMUcajikaTa, ako B HEA HAMA JOCTATHbYHO OCTaHAJI PA3TBOP 3a IT'bJIHA J034a.
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W3nosnsBaiite HoBa mucasika Ozempic.

4. Um:keKTHpAIiTe 103aTa

BbBenere urjara B Ko:kata, Kakto Bu e mmokazan
Bammar nexap win MEJUIIMHCKA CECTpa.

YBepere ce, 4e B:KIaTe Oposda Ha 1o3arta. He ro
3aKpUBaTE ¢ MPBCTUTE CU. ToBa MOXe J1a MPEKbCHE
WH)XEKTHPAHETO.

HaTucHere 1 3apbKTe 1030BUA OYTOH.
Ha6nrwonasaiite, 1okaTo OPOSIYBLT HA 103aTA CE BbPHE
Ha ,,0%“. [ludpara ,,0° TpsOBa 1@ ce U3paBHU ChC
CTpernikata Ha jio3ara. ToraBa MoXe Jia YyeTe W YCEeTHTE
MPHIIPAKBAHE.

[poabikaBaiiTe 1a HATUCKATE 1030BUS OYTOH,
JAOKATO 3aIbpPKAaTe UIJVIATA B KOKATA CH.

IIpedpoiiTe 6aBHO 10 6, T0KATO ALPKUTE 1030BUA Bpoiire Gasuo:
OyTOH HATHCHAT. 1-2-3-4-5-6

AKo n3BaguTe UIJIaTa Mo-pPaHo, MOXKE 1a BUIUTE KaK OT
BBpXa M U3THYA CTpyHKa OT pa3TBopa. B TakbB ciyuait
HsIMa 1a ObJe MPUIoXKEHA IIbJIHATA 1034.

M3Bajnere uriara ot koxkata cu. Ciex ToBa MOXKe 1a
OTITyCHETE 1030BUs OyTOH.

AKO Ha MSICTOTO Ha MHXXEKTHUPaHE ce TOSBU KPbB,
npuTHCHETE Jieko. He pa3rpuBaiite MscToTo.

Ha Bbpxa Ha urnara Mosxe Ja BUANTE Kallka pa3TBOP CIie] HHKEKTHpaHeTo. ToBa € HOPMAHO H HE ce
oTpa3saBa Ha Bamara no3a.

A

Bunaru riegaiite Oposiua Ha 103aTa, 32 1a 3HaeTe KOJIKO Mg CH MHXKEKTHpaTe. 3aJpbiKTe
J030BUs OYTOH HATHUCHAT, OKAaTO OpOAYBT Ha JA03aTa ce BbpHE Ha ,,0%.

Kaxk 1a pa3no3Haere 3amynieHa WM MoBpeaeHa UrJia

—Axo OposIIBT Ha JT03aTa He TMOoKaxe ,,0° clies IpoabIDKUTETHO HaTUCKAaHEe Ha J030BHsI OyTOH,
BB3MOXKHO € JIa CTE€ M3IOJI3BAJIH 3aIlyIIICHA WX OBPE/ICHA UTJIa.

—B TaxbB ciyuail He cTe CH UHXKEKTHPAITH HUKAKBO JICKAPCTBO, BBIIPEKH Y€ OPOSYBT Ha J103aTa ce €
MPEMECTHIT OT YUCIIOTO Ha ITbPBOHAYAITHATA /1032, KOSITO CTE 3aJIaJIH.

KakBo 1a npaBuTe cbhC 3amylieHa Uria
CmMeHere uriara, KakTo € OlKucaHo B CThIKa 5 ,,Cliell MHXEKIUATA, U TIOBTOPETE BCUUKHU CTHIIKU OT
1 ,,IloaroTeere mucankaTa cu ¢ HOBa UTa®. YBepere ce, ue cTe Habpaiu msurata HeoOxoauMa 1o03a.

Huxora He 1oxkocBaiiTe 6posiua Ha 103aTa, J0KATO HH:KeKTHPaTe. ToBa MOXKe Ja MPEKbCHE
HMH)KEKTHPAHETO.

5. Cieq HHKEKIUATA

BuHaru u3xBbpigiiTe Urjiara cjieq BCAKA HHKEKINS,
3a 7]a CH OCHT'YPHTE YA00CTBO MPU MHKCKTUPAHE U 13
n30erHeTe 3amyIBaHe Ha UTIINTE. AKO UTJIaTa €
3anymeHa, HAMA 1a Cu I/IH)KGKTI/IpaTe HHUKAKBO
KOJIMYECTBO JIEKAPCTRO.

BkapaiiTe BbpXa Ha UIJIATA BbB BHHIIHATA KaNayKa
HA MIJIATa BHPXY pPaBHA MOBBPXHOCT, 0€3 J1a TOKOCBaTe
UIJIaTa WM BHHIIHATA Kalmayka.
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Crnen xaTo uriata € MoKpuTa, BHUMATEIHO HATHCHETE
BBHIIHATA KAaMa4vKa HA UTJIaTa JOKPaii.

Pa3BuiiTe uriara u s U3XBbpJieTe BHUMATEIHO CIIOpE
yKazaHuATa Ha Bammws nekap, MeIUIIMHCKATa CECTPa,
(hapMaIeBT MM MECTHUTE BIIACTH.

ITocTaBsiiiTe 0OTHOBO Kalma4yKaTa Ha IIHcajaKaTa Cle/l
BCSKO U3IIOJI3BAHE, 34 J1a MPCAIIa3uTe pa3TBopa OT
CBCTJIMHA.

Koraro nucankata TpsiOBa Jja ce U3XBBPIIM, HapaBeTe ro, 6e3 1a uMa uria Bbpxy Hes, KakTo Bu e
MHCTPYKTHpaJ BamusT gekap, MEAMIIMHCKA cecTpa, apManeBT I MECTHUTE BIACTH.

A

Huxora He ce onuTBaiiTe 1a HocTaBsATe 00PATHO BHTPELIHATA KallauKa BbPXY urJjara. Moxe
Ia ce ybomere ¢ uriara.

Bunarm cieq Becika MHKeKIMSA He3a0aBHO OTCTPaHsBaliTe HIJIaTa OT MUCAJIKATA.

ToBa MOXe /1a IpeIOTBpaTH 3alyliBaHe Ha UIJIK, 3aMbpcsiBaHe, MHQEKTUpaHe, U3THYaHe Ha Pa3TBOP
Y HETOYHO JI03MPaHe.

A

JonbaHuTeIHA BaskHA HHPopMaIus

BuHaru chxpaHsiBaiiTe mucajikata U UTJIMTE HA MACTO, HEAOCTHITHO 32 IPYTH X0Pa, 0COOCHO 3a
Jera.

Hwukora He cnionesiiiTe nrcaiakaTa Wil UIJIATE CH C IPYTH XOpa.

OOrprKBanIuTe JIUIa TPsiOBa 1a ca MHOT0 BHUMATEJIHU NMPHU PadoTa ¢ U3MOJ3BaHU HUIJIH, 32 Ja
n30erHaT HapaHsIBaHE C TSIX U KPhCTOCAHA MH(EKITHS.

I'puika 3a Bamara nucanka

Wznon3BaiiTe nucankara BHUMaTenHO. [ py0oTo MaHMITy IMpaHe WK HEMIPaBUIIHA yoTpeda Morar aa
MPUYUHSIT HETOYHO J03UpaHe. AKO TOBA C€ CIIy4H, MOXKE Jla HE MOJIyunTe JKenaHus epeKT Ha ToBa
JIEKapCTBO.

He ocrapsiiiTe mucaakaTa B K0JIa WK Ha APYTO MCTO, KBJIETO MOXKE [1a CTaHE TBBPAE FOPELIO WIH
TBBPJIE CTYACHO.

He un:xexTnpaiite Ozempic, koiiTo e 011 3aMpa3eH. AKO TO HallpaBUTe, MOXKE J1a HE MOJIy4nTe
JKeNaHus ePeKT Ha TOBA JIEKapCTBO.

He nn:kexrupaiite Ozempic, KOWTO e O1J1 M3JI03KeH HA NPSIKa CJbHYEeBa CBETJIMHA. AKO IO
HaIlpaBHTE, MOXKE JIa HE TOJyYUTe KeJTaHus eeKT Ha TOBa JIEKapCTBO.

He u3naraiirte nucajakara cu Ha Ipax, MPbCOTUSA MJIH TEYHOCT.

He muiite, He HaKHCBaliTe M He CMa3BaiiTe MUCAIKATA CH. T MOXe J1a ce TOYUCTH C MEK
Ipenapar BbpXy HaBJIaKHEHA KbpIIa.

He u3nyckaiiTe nucajakara ¢ 1 He 5 YApANUTE B TBbPAU MOBBPXHOCTU. AKO 5 U3ITyCHETE HIIN
MO/I03UpaTe, Ye Hello HE € Hape]l C Hes, IIOCTaBeTe HOBa HUIVIa U MPOBEpEeTe N3THYAHETO Ha Pa3TBOp,
MIpeU 1a MHKEKTUPATE.

He ce onuTBajiTe 1a HABJIHUTE MOBTOPHO NMUcaakaTa ci. Ciie]] KaTo BEAHBXK Ce U3MPA3HHU, TSI
TpsiOBa J1a ce U3XBBPIIH.

He onuTBaiiTe 1a monpapsiTe WK pa3rio0dsBaTe MUCAIKA CH.
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