NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 0,25 mg HHKEKIIMOHEH Pa3TBOP B MIPEABAPUTETHO HAITHIHEHA IIHCAIIKA
Ozempic 0,5 mg MHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HAMTbJIHEHA MTHCAIKA
Ozempic 1 mg WHXEKIIHOHEH Pa3TBOP B MPEABAPUTEIIHO HAMTBJIHEHA MTUCATKA
Ozempic 2 mg UHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HAMTBJIHEHA MHCAIIKA
Ozempic 0,25 mg MHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
Ozempic 0,5 mg nHXEKIIMOHEH Pa3TBOP B MPEABAPHUTEITHO HAMTBJIHEHA CIIPUHIIOBKA
Ozempic 1 mg WHXEKITMOHEH PA3TBOP B MPEABAPUTEITHO HAMTBJIHEHA CIIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

IIpenBapuTeIHO HATbJIHCHA ITMCAIKA

Ozempic 0,25 mg UHXEKLIMOHEH PA3TBOD

Enun ml ot pa3tBopa ceappika 1,34 mg cemarnytun (semaglutide)*. Enna npensapurenno
HaIbJIHEHA MUcalika chAbpKa 2 mg cemarnytua® B 1,5 ml pastBop. Besika nosa ceappika 0,25 mg
cemarnytug B 0,19 ml pa3tBop.

Ozempic 0,5 mg HHXKEKLIMOHEH PA3TBOD

1,5 ml: Exua ml ot pa3rBopa chabpika 1,34 mg cemarmytun (semaglutide)*. Enxa npeasapurento
HaIbJIHEHA MMUcalka chAbpka 2 mg cemarnytua® B 1,5 ml paszteop. Besika nosa ceabpixa 0,5 mg
cemarnytug B 0,37 ml paztBop.

3 ml: Equn ml ot pa3rBopa chabpka 0,68 mg cemarnytua (semaglutide)*. Enna npensapurenHo
HaIbJIHEHA MUcalKa chAbpKa 2 mg cemarnytua® B 3 ml pasrBop. Besika nosa ceabpka 0,5 mg
cemarmytua B 0,74 ml pa3tBop.

3 ml: Equn ml ot pa3rBopa chabpka 1,34 mg cemarimytua (semaglutide)*. Enqna npensapureHo
HaIbJIHEHA MMHCaJIKa ChAbpka 4 mg cemariaytua* B 3 ml pa3teop. Besika no3a ceabprxka 0,5 mg

cemarnytuj B 0,37 ml pa3tBop.

Ozempic 1 mg MHKEKIHOHEH Pa3TBOD

Enun ml ot pastBopa chabpxka 1,34 mg cemarnytun (semaglutide)*. Exna npeasapureHo
HaIThJIHEHA MMUCANKa ChAbpka 4 mg cemarnytun™ B 3 ml pa3rBop. Besika no3a cpabppxa 1 mg
cemarnytug B 0,74 ml pa3tBop.

Enun ml ot pa3tBopa cbappika 2,68 mg cemarnytun (semaglutide)*. Enna npensapurenno
HaIbJIHEHAa MUcaika chabpka 8§ mg cemarnytua® B 3 ml pasrsop. Besika nosa ceabpka 1 mg

cemarnytuj B 0,37 ml pa3tBop.

Ozempic 2 mg MHXKXEKIIMOHEH PA3TBOD

Enun ml ot pastBopa chabpika 2,68 mg cemarnytun (semaglutide)*. Exna npeasapureHo
HaIThJIHEHA MMHCANKa ChAbPKa 8§ mg cemarnytun™ B 3 ml pa3rBop. Besika mo3a ceabpxa 2 mg
cemarnytug B 0,74 ml pa3tBop.

HD CABAPUTECIHO HAITbJIHCHA CITPUHITIOBKA

Ozempic 0,25 My MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Bcesika npeaBapuTeHO HaITbJIHEHA COPUHIIOBKA chabpika 0,25 mg cemarnyTtup (semaglutide)* B
0,5 ml pazreop. Eaua Munuiautsp pas3teop cbabpxa 0,5 mg cemarimyTum*.



OzemDiC 0,5 mg MHXXCKITMOHCH PAa3TBOP B IIPCABAPUTCIHO HAITBJIHCHA CIIPHUHITIOBKA

Bcsika mpeaBapuTeIHO HallbJIHEHA CIPUHIIOBKA chabpka 0,5 mg cemarmytun (semaglutide)* 8 0,5 ml
pas3TBop. EMWH MUTWIIMTEDP pa3TBOp ChIbpka 1 mg cemarmyTum™.

Ozempic 1 mg MHXKEKIIMOHEH PA3TBOD B IPEABAPUTEIHO HAIBJIHEHA CIIPUHIIOBKA

Bcesika ipeiBapuTEIHO HAITBJIHEHA CIIPUHIIOBKA ChABPKa 1 mg cemarmytua (semaglutide)* B 0,5 ml
pa3TBop. EMuH MUTUIHTBD pa3TBOP ChABPKA 2 Mg ceMariayTua™.

* AHaJIOT Ha YOBEIIKH TiTrokaroHomonao0eH nentua-1 (GLP-1), mpousBeneH B KISTKH OT
Saccharomyces cerevisiae no pexombunanta JIHK Texnonorusi.

3a IIeIHUA CIIMCHK HA IIOMOIIHUTE BEIIECTBA BIDKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WmxekunoHeH pa3TBop (MHXEKIIHSA)
Buctbp n O6e3uBeTeH wim oyt Oe31BETEH, M30TOHUYEH pa3TBop; pH=74.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHH MOKAZAHUSA

Ozempic e MoKa3aH 3a JICYeHHE Ha Bb3PACTHH C HE33aJOBOJUTEIHO KOHTPOJIMPAH 3aXxapeH ANadeT THIl
2 KaTo JOMBIHEHUE KbM JIMETa U PU3MUYECKH YIIPAKHEHUS

. KaTo MOHOTEpAIHsl, KOraTo MeT(OPMHH Ce CUNUTA 3a HEIOAXO I IOPaad HETIOHOCUMOCT MU
MPOTUBOTIOKA3aHUS
. KaTo JOIbJIHEHUE KbM JIPYTH JIEKAPCTBEHH NPOIYKTH 3a JICUEHUE Ha JUadeT.

3a pe3ynraTuTe OT U3MUTBAHUS 110 OTHOIIEHHE HAa KOMOWHANNH, €()EKTH BbPXY TIIMKEMUYHUS
KOHTPOJI, CbPACYHOCHA0BY 3200 IsIBaHusI 1 ObOpPEYHHN CHOUTHS, KAKTO U 32 U3CJIEIBAHUTE MTOMYJIaIHH,
BkTe Toukn 4.4, 4.5u 5.1.

4.2 J103MpOBKA U HAYMH HA MPUJIOKEHHE

203H[!0BK&

HavamnaTa no3a e 0,25 mg cemarmyTun Beaabx ceamuano. Crex 4 ceqMuIy no3ara TpsoBa jia ce
roBumy Ha 0,5 mg BeAHBXK ceamuaHo. Cren moHe 4 ceaAMUITY MpriIokeHne Ha 103a 0,5 BemIHbx
CEJMHYHO J103aTa MOJKE J1a CE MOBUIIK Ha 1 mg BEIHBK CEAMHYHO, 3a J1a C€ MOA00PH JTOIMBIHUTEIHO
TIIMKEMUYHUAT KOHTpou. Cne noHe 4 ceMMULY MPUIIoKeHUe Ha 1o3a 1 MY BEAHBXK CEAMHYHO J103aTa
MOJKeE JIa Ce TIOBUIIIM Ha 2 MJ BEAHBXK CEIMHUYHO, 32 J]a C€ TIOJJOOPH JOMBIIHUTEITHO TITMKSMUYHHSI
KOHTPOIL.

Cemarnytun 0,25 mg He e nogabspkama go3a. He ce npenoppsuBar ceAMUYHM 03U HaJ 2 mg.
Korato Ozempic ce 100aBsi KbM CBIICCTBYBAIIA TEPANHs ¢ METHOPMHH W/HITH THA3OIHIMHINOH, W

KbM MHXMOUTOP Ha HATPHEBO-TIIOKO3HUS KoTpaHcmopTep 2 (SGLT2), npueMbT Ha HacTosIaTa 103a
METGOPMUH /WM THA30JIUANHANOH, WiH nHxuourop Ha SGLT2 moxe na npoabiku O6e3 mpoMsHa.



Korato Ozempic ce m06aBst KbM CHIIECTBYBAIIA TEPAITUS ChC CYI(DOHUITYPEHHN PONU3BOIHHN WITH
MHCYJIMH, TPA0Ba 1a ce MMa IpeABUI HOHIKABaHEe Ha J103aTa CyI(POHIIYPEHHO IPON3BOIHO WIIN
WHCYJIMH, 33 Jja C€ HaMaJll PUCKBT OT XUIIOTIUKeMUs (BX. Touku 4.4 u 4.8).

He e HeoOx011M cCaMOKOHTPOIT Ha TIIIOK03aTa B KPhBTA 32 ajlanTupane Ha jo3ara Ozempic.
CaMOKOHTpOJI Ha TIII0KO3aTa B KPBBTa € HEOOXO/IMM 32 aJIalTUPaHe Ha Jio3aTa cyin(oHuITypeiHO
MPOU3BOTHO ¥ HHCYJIMH, 0COOCHO KOraTo ce 3anovne tepanus ¢ Ozempic, a MHCYJUHBT C€ HAMAIH.
[penopbuBa ce HAaMAISBAHETO HAa MHCYJIMHA J]a CTaBa MOCTEIICHHO.

Iponycuama 0oza

Ako ObJie IporTycHaTa 1033, TS TPSAOBa J1a ce MPHUIIOKHU Bb3MOXKHO HAl-CKOPO U 110 5 THU Clie/
MpOITyCHATaTa /103a. AKO ca U3MHHAJIM [TIOBeYEe OT 5 JHH, IPOIyCHATaTa J03a He TpsAOBa Jia ce
MpUJIara, a Jia ce MpoIbJDKK ChC CIeBamIaTa 103a B JeHs OT peaoBHUs rpaduk. [Ipu Bcuuku cirydan
MAIUEHTHT MOXKeE JIa Bh300OHOBH PEIOBHOTO MPIJIATaHE BEAHBXK CSIMUYHO.

Ipomsana na densi na npunaeane

[Tpu HEOOXOUMOCT JICHAT HAa CEAMHYHOTO MPIIIOKEHUE MOXKE Jla C€ TIPOMEHS, CTUTa HHTEPBAIBT OT
BpeMe MEXIy JBE JA03M na ¢ moHe 3 muu (>72 gaca). Cieq n30MpaHeTo Ha HOB JICH, MPUJIaraHeTo
BEJHBXK CEIMUYHO TPSOBA Ja IPOIBIIKH.

Cneuucmnu nonyaayuu

Cmapuecka év3pacm
He e HeoOxomuMo agantupane Ha J103aTa Bb3 OCHOBA Ha Bb3pPacTTa.

bvopeuno yspescoane

He e HeoOxoauMo agantupaHe Ha 103aTa MNpH MAUEHTH C JIEKO, YMEPEHO MM TEXKO OBOpeuHO
yBpexnaaHe. OmuThT ¢ ynotpedarta Ha ceMariayTH] IPH MAUEHTH ¢ TEPMUHAIHO OBOpEUHO
3a00IIBaHE € OrpaHUYEH.

Yeprodpobro yspedcoane

He e HeoOxouMo ajjantupaHe Ha J1o3arta IMpH MalMeHTH ¢ YepHOApoOHO yBpexkaane. OMUTHT OT
ynoTtpebara Ha ceMariyTH]I IPH MAIMEeHTH ¢ TeXXKO YepPHOIPOOHO yBpekaaHe e orpanuyeH. [Ipu
JIeYeHHEe Ha Te3H MAIHEeHTH ChC CeMarilyTu € Heo0X0ANMO NOBUIICHO BHUMAaHHUE (BXK. TOUKa 5.2).

THeouampuuna nonynayus
BeszomnacHocTTa 1 erkacHOCTTa Ha cCeMariayTH/ IIPH Jela U IOHOIIW 1oy 18-roauiHa Bb3pacT Bce

omIeC HC Ca YCTAHOBCHHU. Jlumcsar JaHHH.

Hauun Ha OPUITOKECHHEC

IToaK0XXHO NMPUITIOKEHUE.

Ozempic ce HHXEKTHpa IMOJAKOXKHO B KOpeMa, OeJpoTo Wi rOpHATA YacT Ha pbhKaTa. MsCTOTO Ha
WHKEKTHpaHEe MOKE Jla ce MpoMeHs 6e3 amantupane Ha qo3ata. Ozempic He TpsOBa Ja ce mpusiara
WHTPAaBEHO3HO WJIM WHTPaMyCKYJITHO.

Ozempic ce mpuara BEAHbX CEIMHUYHO 110 KOETO U Jia € BpeMe Ha JIeHs, ChC WK 0e3 XpaHa.

3a mombIHATETHA HHGOPMAIIUS OTHOCHO MPIJIOKEHUETO BIXKTE TOUKA 6.6.

4.3 IlpoTuBONOKA3aHUSI

CBpPBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MITH KBM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.



4.4 CneuuaJHu mpexynpesxaeHus U MpeanasHu MepKU Npu ynoTpeda

[Ipocnenumoct

3a na ce moxoOpH MpoCcIeMMOCTTa Ha OMOIOTHYHUTE JIEKAPCTBEHHU MPOTYKTH, UMETO U MMaPTHIHUSAT
HOMEp Ha MPHIOKEHUS MPOIYKT TPSOBaA SICHO J1a CE 3alrCBar.

O6mm

CemarnyTuj He TpsiOBa 1a ce M3MOJ3BA 3a JIeUeHHEe Ha AuadeTHa Ketoanuno3a. CemarinyTHy He €
3aMecTuTelN Ha nHcynuHa. ChoOIaBa ce 3a JuadeTHa KeToanra03a NPy HHCYITHHO3aBUCUMHU
MAaMEeHTH, TIPH KOUTO MMa ObP30 CIIUpaHe Ha MHCYJIMHA WIIM HAMaJsBaHe Ha 103aTa HHCYJINH, KOTaTo
e 3amouHaro nedeHne ¢ GLP 1 penentopen aronuct (Bx. Touka 4.2).

JlumcBa onuT Mpu ManMeHTH ChC 3aCTOMHA ChpedHa HemocTaTbuHocT kiac [V mo NYHA u 3aTtoBa
CeMariayTUI He Ce MPernophyBa MNP TE€3H MAI[USHTH.

Acnupaiiis BbB BPb3Ka ¢ 00I1a aHECTE3U WIN IBJI0O0KA ceaanus

CroOIIeHH ca cirydau Ha 0esoIpo0OHa acrupanys Ipy nanueHTH, morydasanu GLP-1 penentopau
aroOHUCTH, KOUTO Ca MOJJIOKECHH Ha 00IIa aHeCTe3us WK JbJI00Ka cenanus. [lopanu ToBa peau
M3BBPIIBAHETO HA MPOIIETypH C 00IIa aHECTE3UsI WK ABJI00Ka cealus TpsOBa 1a ce nMa IPEABHT
MOBUINIEHUST PUCK OT HAJIMYKME HA OCTATHYHO CTOMAIITHO ChIBPKHMO TIOPaJIU 3a0aBEHO M3Mpa3BaHe Ha
cTtoMaxa (Bx. Touka 4.8).

CroMarrHo-ypeBHN €PEKTH U AEXUIPATALINAS

Ynorpebdara Ha GLP-1 penienTopHr aroHUCTH MO J1a € CBbpP3aHa ChC CTOMAITHO-UYPEBHU HEXKEIIaHU
peaknuu. ToBa TpsAOBa na ce MMa MPEABHI IIPH JICUCHHUE Ha MMAIMEHTH ¢ HapyleHa ObOpevHa
(GyHKIUSA, Thi KaTO TaJICHETO, MOBPBINAHETO U JHAPUATA MOTAT J1a IPUUNHST JACXHIPATAIHs, KOSTO B
peIKH CIydan MOJKe Ja TOBEJE 0 BiomaBaHe Ha ObOpeunara GyHkmms (BXK. Touka 4.8). [larmenTure
JIEKYBaHU ChC CEMArIyTH]] TPAOBa Jia ObJIaT MOCHBETBAHU OTHOCHO IMOTEHIIMAIHUS PUCK OT
JIeXUApaTalys BbB Bpb3Ka ChC CTOMAITHO-YPEBHH HEXEJIaHU e()eKTH U Jia B3eMaT MPeINa3Hu MEPKH,
3a Ja ce u30erHe 3aryoara Ha TEYHOCTH.

OcCTBp HAaHKPEATUT

Octbp nankpeatut e HaOmonaBaH npu ynorpedara va GLP-1 penenrtopau aronuctu. [lannenture
TpsiOBa 1a ObAaT HHPOPMHUPAHH 34 XapaKTEPHUTE CUMIITOMH Ha OCTPHS MaHKPEaTUT. AKO
ChIIECTBYBAT CbMHEHHS 3a IAHKPEaTHUT, yoTpedara Ha ceMariayTua Tpsosa aa Obae IpekpaTeHa, a
aKO CbMHEHHSITA Ce IOTBBPAAT, JICUSHUETO ChC CEMAriyTH He TpAOBa fa Obae mogHoBsABaHO. [Ipu
MalMeHTH C aHaMHe3a 3a MaHKPeaTuT TPAOBa Ja ce MOAX0K/1a BHUIMATEIHO.

XHUIIOTIIUKEMHUS

[Ipu nmaruenTH, TeKyBaHU ChC CEMATTyTHI B KOMOWHAITUS CHC CYIDOHITYPEHHH TPOU3BOIHY HITH
HUHCYJIMH, € Bb3MOXKHO JIa UMa MOBUIIIEH PUCK OT XUIOTJIUKEMHUSI. PUCKBT OT XUIIOTJIMKEMHUSI MOXKE J1a
ObJlIc IOHMKEH Ype3 HaMallIBaHE Ha J103aTa CyA(POHUITYPEHHN IPOU3BOIHU I UHCYIIHH TIPH

3al104YBaHC Ha JICYHCHUC CbC CCMAITTyTU (B)K. TOYKa 48)

JlnaOeTHA peTUHONATHS

[pu nanueHTy ¢ qrabeTHa PETUHONATHS, JIEKYBaHU C MHCYJIMH M CEMariyThJI, ¢ HaOIro1aBaH
TIOBHUIIICH PUCK OT Pa3BUTHE Ha YCIOXKHCHUS Ha quabeTHa peTuHomatus (Bx. Touka 4.8). Heooxomamumo
€ TIOBUIIICHO BHUMAHKE NIPY U3I0JI3BaHE HA CEMArITyTH/ IIPU TAIIUCHTH ¢ JruabeTHa pETHHONATHS,
JIEKyBaHU ¢ MHCYNWH. Te3u nanueHTn TpsoBa Jia ce MpocIieAsiBAT BHUMATEIHO U Jia Ce JIEKyBaT
Ch0OOpa3HO KIMHIUYHKTE YKa3aHUs. bbp30To momo0psiBaHe Ha TTIMKEMHYHUSI KOHTPOII € CBBP3aHO C



BPEMCHHO BJIOIIIaBAHE Ha ,I[I/Ia6eTHaTa pEe€TUHONATHA, HO APYI' MEXaHU3MHU HC MOrat J1a 6’I>Z[aT
U3KJIIOYCHU.

Hsma onut oT I€YeHHETO Che ceMariryTua 2 Mg 1py DanueHTH C )_'[I/Ia6CT ™I 2 C HCKOHTPOJIMpaHa U
INOTCHIMAJIHO HeCTaOMIIHA }_'[I/Ia6eTHa PETHUHOIIATHUA U 3aTOBA CEMArilyTHU/g 2 Mg HE ce npenopbyBa Ipu
TC3U INAIIUCHTH.

HeaprepuntHa nipena ucxemuuHa ornruyna gesponartus (HIIMOH)

JlaHHUTE OT eNUAEMUOIOTMYHY IIPOYYBaHUs [T0Ka3BaT OBUIIIEH PUCK OT HEApPTEPUUTHA MpeiHa
ncxemuuHa ontuuna HeBponarus (HITMOH) mo Bpeme Ha neueHneTo cbe cemaraytu. Hama
OTIpe/IENIEH UHTEPBAJ OT BPEME CJIE 3all0YBaHE Ha JICYEHUETO, Pe3 KOWTO MOJKE /1a CE pa3BHe
HITMOH. Bre3zannara 3ary06a Ha 3peHue TpsOBa f1a € oBoJ 32 OPTAIIMOIOTHIHO HU3CISABAHE M aKO
HITMOH ce noTBbpAH, JIGYEHHUETO ChC CEMArIyTU TPAOBa Ja ce MPEeyCTaHOBH, (BXK. TouKa 4.8).

ITanmmenTH ¢ racTpomapesa

[TanmenTure, 1€KyBaHU ChC CEMArIyTH], KOUTO UMAT racTpoIiape3a Morar jia IojryyaT o-CEpHO3HH
WJIH TTO-TEKKH CTOMAIITHO-YPEBHHU HekelnaHu chOnTusa. CeMariyTH TpsaOBa 1a ce M3MO0JI3Ba C
MOBHIIICHO BHUMAaHUE TPH TE3H MAIMEeHTH, KaTo yrnorpedara My He ce IpernopbyBa, ako
ractpomnapesara € Texxka (BX. Touka 4.8).

CrpabppkaHue Ha HATPUH

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

4.5 BzauMmonelcTBHE ¢ APYTH JeKAPCTBEHH MPOAYKTH U APYru (opMuU HA B3auMoJelicTBHE

CemarnyTuj 3a0aBst H3MPa3BAaHETO HA CTOMAaxXa M MOXKE J]a MOBIUsSIE BHPXY CKOPOCTTa Ha abcopOrus
Ha CHITBTCTBALIO NPUJIATaHH MIEPOPATHH JIEKapCTBEHU NMPOoAyKTH. CeMariayTu]l TpsiOBa 1a ce u3oji3Ba
C TIOBHMILIEHO BHUMaHME MIPH MAIMEHTH, IPUEMAILU IEPOPATHH JIEKapCTBEHU NMPOSYKTH, KOUTO
W3UCKBAT Obp3a CTOMAIIHO-YpeBHA aOcopOIIusI.

[Tapaneramon

dapmMakOKMHETHKAaTa Ha MapaleTaModl [0 BpeMe Ha TeCT ChC CTAaHAAPTH3UPAHO XpaHEHEe M0Ka3Ba, 4e
ceMariyTuj 3a0aBsi CKOPOCTTa Ha M3Mpa3BaHe Ha croMaxa. Ciies chIbTeTBaIA yrorpeda ¢ 1 mg
cemarmyTua AUCo-somin 1 Cmax Ha TIapanieTaMod ce IOHMKaBaT CboTBETHO ¢ 27% 1 23%. He ce
roBIusABa obmarta excriosuiiys Ha napareramoi (AUCo.sn). [Ipu nedenne cbe cemaraytun 2,4 mg He
ce HaOJI01aBa KIIMHUYHO 3HaYUM e(DeKT BbpXY CKOPOCTTa Ha U3Ipa3BaHe HA CTOMAaxa Clie]l
20-cemMUYHO NIPUIIOKEHHUE, BEPOSTHO NOpaan edekT Ha mpuBHKBaHe. He € He00X0auMo aganTupane
Ha J103aTa MapaieTamMol1, Korato ce Impuiiara CbC CeMariiyTHIL.

HCDOD&HHI/I KOHTPAlCITHBHU

He ce ouyakBa cemariyTuj ja MOHMWXKaBa eeKTa OT MePOPaTHA KOHTPAIETITUBH, Thid KATO CEMariyTH]T
HE TIPOMEHS ISIOCTHATA EKCITO3UIIHSI HA STHHUJICCTPAINOI U Ha JICBOHOPTECTPEN 10 KIIMHUIHO
3HaYMMa CTEICH MPHU eTHOBPEMEHHOTO MY IPIJIOKEHUE ¢ KOMOWHUPAH MIEPOpaIcH KOHTPAIlCNTHBCH
nexapctBeH mpoAykT (0,03 mg erununectpaanon/0,15 mg nesoHoprectpen). He ce mopnusisa
SKCITO3UIMATA HA eTuHWIecTpaauoi. Habmonasa ce 20% moBullieHnEe Ha SKCIIO3UITUSTA HA
JIEBOHOPTeCTpell B CTAllMOHApHO cheTosiHuE. He ce moBimsaBa Crnax Ha KOETO U J1a € OT ChbeAMHEHHATA.

ATopBacTaTHH

CeMariryTuj He TPOMEHs 001IaTa KCIIO3UIUS Ha aTOPBACTATHH CJIE]] PUJIaraHe Ha €THOKPATHA J103a
atopBacTatuH (40 mg). Cnax Ha aTOpBacTaTH HaMansiBa ¢ 38%. ToBa e oleHeHO KaTO KIMHUYHO
HE3HAYNMO.



EI/IFOKCI/IH

CemarnyTuj He ipoMeHs o0marta ekcrno3uuus Wil Cmax Ha JUTOKCHH cJiell €THOKpaTHa J103a
nurokcud (0,5 mg).

Metdopmun

CeMarnyTj He IpOMeHs 001maTa eKcrno3uiusa uin Cmax Ha MeTHOPMHUH clie npuiarane Ha 500 mg
JIBA TTBTH JIHEBHO 3a 3,5 JHU.

BapdapuH 1 1pyru KyMapuHOBH IPOM3BOIHU

CeMarnyTuj He MpoMeHs oo01maTa excro3uius wid Cmax Ha R- 1 S-Bapdapun cien enHoOkpaTHa 103a
BapdapuH (25 mg), a hpapmakoguHaMuIHUTE eheKTH Ha BaphapuH, U3MEPEHHU Ype3 MEIKIYHAPOIHOTO
Hopmanusupano otHomeHue (INR), He ce moBIMsABAT MO0 KITMHUYHO 3HAYMM HauuH. BbIpeku ToBa ce
choOIIaBa 3a cirydan Ha HamaneHo INR mpu chIrbTCTBAINO MPUIIOKEHUE HA allEHOKYMapoJI U
cemarnmyTu. [1pu 3amodBaHe Ha JieUeHHE ChC CEMAryTHI P MAIMEeHTH Ha BaphapuH WIN APYTH
KyMapHuHOBH IIPOU3BOJIHY CE MPEMOPhUBA YeCcTo npociesBane Ha INR.

4.6 @eprTuanTeT, GPpEeMEHHOCT U KbpMEHe

KeHu ¢ geTepoJeH NOTCHIINAI

[IpenopruBa ce JKEHHUTE ¢ AETEPOICH MOTSHITHAI J]a M3I0JI3BaT KOHTPAIICTIIIHS 110 BpeMe Ha
JIEYCHUETO ChC CEMarTy TH/I.

Bbpemennoct

[IpoyuBanusiTa Npu >KUBOTHH MOKAa3BaT PENPOAYKTUBHA TOKCHYHOCT (BXK. To4Ka 5.3). Mma
OrpaHMYEHH JaHHU 3a ynoTpedaTa Ha ceMariyTu ] Ipu OpeMEeHHH KEeHHU. 3aTOBa ceMariyTHI He
TpsiOBa Ja ce ImpuJjiara o BpeMe Ha OPEeMEHHOCT. AKO MalMeHTKa JKejlae 1a 3a0peMeHee WM HaCThITN
OpEeMEeHHOCT, ceMariIyTua TpsioBa a ce mpekpaTh. JIeueHneTo cbe ceMariyTH TpAOBa Ja ce MpeKpaTu
MOHE 2 Mecela Mpeay IaHupaHata OpeMEeHHOCT MOpagy IBITUS MY IOJIY>KUBOT (BXK. TOUKa 5.2).

Kbpmene

[Ipu nrbxoBe cemMariayTuJl ce eKCKpeTUupa B MIIIKOTO. T'hi KaTO HE MOXKE Ja C€ U3KIIOYHN PUCK 3a
KbpMaueTo, CeMarIyTH/I He TPSOBa J1a ce M3IOJI3BA B IEPHOAA HA KbPMEHE.

depTunurer

EdexThT Ha cemMarnmyTu BbpXy pepTriinTeTa pu xopa He € uzBecteH. CeMarinyTul He BIHse BbpXY
(dbepTunUTEeTa HA MBXKH TLTBXOBE. [IpH ®EHCKH ILTBXOBE ca HAOIIOAaBaHN yIbDKaBaHE HA €CTPATHUS
IIUKBII ¥ CJ1a00 HaMaJIsIBaHe Ha Oposi OBYJAINY MPH JIO3U, CBBP3aHHU ChC 3ary0a Ha MalunHOTO
TEJIECHO TerJIo (BXK. ToUKa 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTa 32 moupane u padoTa ¢ MaIIMHU

CemarnyTuj He TIOBJIHSIBA MJIHM MOBIIHMsIBA MPEHEOPEKUMO cIIOCOOHOCTTA 3a modupane u padora ¢
MmamnHu. Korato ce u3nonssa B KOMOMHALIUS ChC CYI(GOHMITYPEHHN IPOU3BOIHYU WM UHCYJINH,
MaIMeHTuTe TpsAOoBa 1a ObAaT MpeaynpekIaBaHu Jla B3eMaT MpEeANa3Hu MEPKH 3a N30sArBaHe Ha
XHITOTJIMKEMUSI, JOKATO Mo(UpaT MK U3MOI3BaT MallInHK (BXK. ToUKa 4.4).



4.8 Hexenanm JiekapcTBeHU peaKIHH

PesroMe Ha ipoduia Ha OE€30MACHOCT

B 8 w3nurBanus ¢aza 3a 4 792 nanuMeHTH ca eKCIIOHUPaHK Ha cemarnyTua g0 1 mg. Haii-uecto
ChOOIIABAHUTE HEXKEJIAHH PEAKIINU B KITMHUYHY M3MUTBAHKS Ca CTOMAIIHO-YPEBHH HAPYIICHUS,
BKJTFOUUTEITHO TaJicHe (MHOTO YECTH), Tuapusi (MHOTO YeCTH) U OBpbhINaHe (dectn). Te3n peakiuu
OOMKHOBEHO Ca CJIa0W WIIM YMEPEHH T10 TEKECT U ¢ KPaTKa MPObIKATEITHOCT.

TabauyeH CIHUCHK HA HEXKETAHUTE PCAKIINN

Tabnuma 1 npeacrasst HOKSTAHUTE PEAKIMU, YCTAHOBEHH BbB BCHYKH U3MUTBaHUS (aza 3
(BKJTFOUHTEITHO IBJATOCPOYHOTO M3MUTBAHE 32 ChPACUYHOCHIOBH PE3YNITATH) M OT TOCTMAPKETUHTOBH
CHOOIICHNUS MPH MAIMEHTH ChC 3aXapeH auadeT TvM 2 (JOMbIHUTEHO OMMCAHU B TOUKa 5.1).
YecToTUTE HA HEXKETAHUTE PEAKIINH (C M3KIIIOUCHHE Ha YCIOKHEHHUS TIPpH AuabeTHATa PETUHOIATHS,
BXK. Oejie)kkara moj JuHus B Tabmuia 1) ce ocHoBaBaT Ha cOOpa OT U3nuTBaHuATa (asza 3a, KOATO HE
BKJTIOYBA U3MUTBAHETO 3a ChPCUYHOCHIOBU PE3yNTATH (32 JOMBIHUTEIHU MOPOOHOCTH BUKTE TEKCTa
o1 Tabyuiara).

Peaknuure ca u30poeHH Mo-10Iy M0 CUCTEMO-OpraHeH Kiac ¥ abcotoTHa yecToTa. YectoTure ca
ompezeNieH , KaKTo cliefiBa: MHOTO decTtH (>1/10); yectu (=1/100 mo <1/10); meuectu (>1/1 000 mo
<1/100); penxu (>1/10 000 mo <1/1 000); muorO peaku (<1/10 000) u c Hen3BecTHA YecToTa: (OT
HATMYHUTE JaHHHU HE MOXe Ja Ob/ie HampaBeHa orieHKa). [Ipu Besko rpynupane B 3aBUCUMOCT OT
YecToTaTa HeXKEJIaHUTE PEaKK ce U30posBaT B HU3XOISI Pe/ [0 OTHOLICHUE HA TAXHATA
CEpUO3HOCT.

Tabauua 1 YecToTa HA HEXKEJIAHU PeaKIUH HA CeMATJIYTH/

Cucremo Mmnoro C
“OPraHeH |\, o Yectu Heuectn Penxn peaxku HEU3BECTH
KJIacC 1o a yecToTa
MedDR | TecT
A
Hapyme CBpbX4uyBCTBUT | AHaduiiak
HHUA HA eaHoCT® TUYHA
HMYHHAT peakuus
a
cucreMa
Hapyme | Xunornuke | XumoramkeMmu
HUA HA MU IPU S TIpH
MeTa0oa | ymotpeba c | ymorpeba c
U3Ma u WHCYJTUH JIpyTH
XpaHeHe | WU nepopaIHu
TO cyiaQoHmTy | aHTHIUAOETHH
peiiHn JIeKapcTBa
mpousBogH | (OAD)
u
Hamanen
AneTHT
Hapyme 3amaiiBaHe Hucreysus Huzecre3n
HMA Ha I'maBoGonume s
HEepBHAT
a
cucreMa
Hapyme VYcnoxHeHust Heaprepu
HHUA HA Ha na0eTHA WTHA
o4uTe peTuHOnaTHs mpeIHa
o UCXEMHY




Cucremo Mmnoro C
“OPraHeH |\, o Yectu Heuectu Penxn peaxku HEU3BECTH
KJIac 1Mo a JyecToTa
MedDR | TecT
A
Ha
ONTUYHA
HEBpOIaT
ust
(HITMOH
)
Cobpaeyn IToBumena
U ChpJeYHa
HapyIIe YecToTa
HUA
Cromam | I'amene [ToBpbmrane | OcTbp UperHa
HO- HMuapus AOIOMHMHAIH | TAHKPEATHUT HEIPOXOIH
YpeBHHU a Oonka 3abaBeHO MocT"
HapyIIe AOnOMUHANH | U3Mpa3BaHe Ha
HUA a IMCTEH3Usl | cToMaxa
3anek
Jucnencus
T'actpur
l'actpoesoda
reaiHa
pediykcHa
Ooxect
Opursane
dnatyneHnu
S
XenaTod Xonenurrasa
WINAPHUA
Hapyuie
HUA
Hapyme AHruoene
HUA HA M"
KO’KaTa
U
MOIKOKH
ara
ThbKaH
O0mm Ymopa Peaknuu Ha
HapyIIe MSICTOTO Ha
HUA U WH)XEKTHpaHe
edexTn
HA
MSICTOTO
Ha
NMpUJIoKe
HHE
HN3cnens [ToBumena
aHus numasza
[ToBuiena
amMmiIaza
[TonmxeHo

TCTJIO




9 XunornukeMus, ONpeleleHa KaTo TeXKa (Hajarama [OMOIl OT APYro JIMIE) MIM CHMIOTOMATHYHA, B
KOMOWHAIMS ¢ KpbBHA IFoko3a < 3,1 mmol/l.

% VcnoxHeHUATa HA 1Ma0ETHA PETUHONATHS ¢4 KOMOMHAIMS OT: (POTOKOATYJIALMs Ha PETUHATA, JICUECHHUE C
HUHTPABUTPEATHHU CPENICTBA, KPHBOU3JIKB B CTHKIOBHIHOTO TSJIO, CBbP3aHa C AHA0CT CIIENnoTa (¢ KaTeropus
HedecTH). UecroTaTa € Bb3 OCHOBA Ha U3MUTBAHETO 33 ChPACYHOCHIOBH PE3YITATH.

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

" OT HOCTMapKETHHIOBH ChOOILCHHSI.

2-200UWIHO UBNUMBAHE 30 CbPOCYHOCHOO08U Pe3yamami 1 6e30nacHocm
[Ipu momysamnusaTa ¢ BUCOK ChbPJACUYHOCHIOB PUCK MPOPHUIBT HA HEIKEIAHUTE PEaKIUH € MOI00eH Ha
TO3H, Ha0JIFO/IaBaH B OCTAHAIMTE M3NHUTBaHUs (aza 3a (omucaH B Touka 5.1).

Onucanye Ha N30paHu HeXKETAHN PEAKIIHH

Xunoenuxemus

He ca naGmronaBaHy enu30au Ha TEKKA XUIOITIMKEMHUS IIPU U3II0JI3BaHE HA CEMAriyTH KaTo
MOHOTepamnus. Texka XUIoriMKeMus ce HabJro1aBa peIMMHO NIPY W3I0I3BaHE Ha CeMarilyTH] B
KoMOWHanus cbe cynponunypeitnn npou3soanu (1,2% oT yuacTHULHTE,

0,03 cvOuTust/manuenroroguna) win uHCYyIuH (1,5% ot yyactHHLUTE,

0,02 cx6urTus/manmenroroauna). Habmronasanu ca Hskonko enuzonn (0,1% ot ydacTHHIIUTE,
0,001 cp0uTHs/manreHToroAnHa) Ipy CeMarityTH B KOMOWHALNS C IEPOpAIHU aHTHAUA0ETHH
JIEKapCTBa, Pa3IMYHH OT CYI()OHUITYpEeHH! TPOU3BOIHH.

Knacudunupana or AMeprkanckata jquabetHa aconuanus (American Diabetes Association, ADA)
xunorinukeMus HacteBa npu 11,3% (0,3 chOUTHS/MAIIMEHTOrOIMHA) OT MAUEHTHTE, KOTATO
cemarinytua 1 mg e no6asen kbM uaXuOUTOp HAa SGLT2 B SUSTAIN 9 cipsimo 2,0%

(0,04 chOMTHS/MAIIMEHTOTO/IMHA) OT MALIMEHTUTE, Ha KOUTO ce mpuiara miamne6o. Texka
XUIOTIINKEeMUs € cholriena mpu choTBeTHO 0,7% (0,01 crburns/mamuentroroanna) u 0% ot
MaIUCHTUTE.

B enno 40-cemmuuno m3nuTBaHe ¢aza 3b nmpu manueHTH, moydaBamiy cemMaraytua 1 mg u 2 mg,
OOJIIMHCTBOTO XUMOTIIMKEMUYHH enu301u (45 oT 49 enm3ona) Bb3HUKBAT, KOTaTO CEMAarIyTHT €
M3M0JI3BaH B KOMOMHAIINS ChC CYI(DOHMITYPEHHN MPOU3BOIHM MK UHCYIUH. KaTto 1siio, npu
ceMariIyTu 2 mg HsMa MOBUIICH PUCK OT XUIIOTJIUKEMEULSI.

Cmomawino-upesru HexcelaHu peakyuu

I'anene Bp3aMKBa ipu 17% 1 19,9% OT manmeHTHTE, IEKYBaHU CHC CEMAarIyTH CboTBETHO 0,5 mg u
1 mg, nuapus — nipu 12,2% u 13,3%, a noBpsmane — npu 6,4% u 8,4%. [loBedero crOUTHS ca cnabu
WJIM YMEPEHU 10 TeKECT U C KpaTKa MPOABIKATENHOCT. CHOUTHATA TOBSXKIAT IO MTPEKPATSIBaHE HA
JIie4eHneTo choTBeTHO Tipu 3,9% 1 5% ot nanmenture. CrOUTHATA HAM-4E€CTO ca ChOOIaBaHU MPE3
ITBPBUTE MECEIIH OT JICUYECHHETO.

[larueHTHTE C HUCKO TEJIECHO TETJIO MOTaT Ja MOJIy4aT II0BeYe CTOMAIITHO-YPEBHU HEXKEIIaH!
peaKIny MpH JICYCHUE ChC CEMariyTH .

B enno 40-cenmuuno u3nuTBane ¢aza 3b npu MauueHTy, NoaydyaBaly ceMarayTua | mg u 2 mg,
raJicHe ce MOsIBSIBA IPU CXOJIEH MPOLEHT OT NallMeHTUTE, JIEKYBaHU CbOTBETHO ChC ceMartyTua 1 mg
u 2 mg. [luapust ¥ TOBpBILIAHE CE MOSIBSIBAT MPH MO-BUCOK MPOIEHT OT MAllUEHTUTE, KOTaTo ca
JIEKyBaHH ChC CEMarNIyTHI 2 MJ B cpaBHEHHE CbC ceMarayTHa 1 mg. CTOMaIIHO-UYpEBHUATE HEKENAHN
peakIuy BOJAT 10 MIPEKBCBAHE HA JICYEHUETO MIPH CXOEH MPOLEHT B IPYIHUTE Ha JICUECHNUE,
MoJTydaBamiy ceMaraytug 1 mg u 2 mg.

IIpu cweoprcTBama ynotpeba ¢ maxubutop Ha SGLT2 B SUSTAIN 9 HacTenBaT KOHCTHNALMS U
ractpoezodareasHa peduiykcHa 00yiecT ChOTBeTHO mpH 6,7% u 4% OT MalMeHTHTE, JIEKYBAaHU ChC
cemarnmyTua | M@ copsmMo JUIca Ha CHOWTUS NpPU TMAIMEHTH, Ha KOWTO Ce Tpuiara rameoo.
PasmpoctpanenueTo Ha Te3u ChOUTHS HE HAMAJISIBA C TEYEHUE HA BPEMETO.
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[TarmenTure ¢ racTpomapesa MOrar Aa MoJrydaT [I0-CEpHO3HH WIIH TTO-TEXXKH CTOMAITHO-YPEBHU
e(eKTH, KOraTo ce JISKyBaT ChC CEeMariyTH/I.

Ocmuvp nankpeamum

YecroTtaTa Ha OCTBp IAHKPEATUT, TOTBBPACH 4Ype3 CKCIEePTHA OIEHKAa, CHhOOIIEH B KIMHUYHH
nsnutBanus dasa 3a, e chorBeTHO 0,3% mpu cemarmytua u 0,2% mpu TpoayKTa 3a cpaBHeHHE. B 2-
TOJIUIITHOTO M3MUTBAHE 3a OICHKA HAa ChPJACYHOCHIOBU PE3YNITATH, YECTOTaTa Ha OCTHDP MMAaHKPEATHT,
MOTBBP/ICH Upe3 eKCIiepTHA olleHKa, € 0,5% 3a cemarmyTtun u 0,6% 3a mnanedo (Bx. Touka 4.4).

Yenoowcnenus na duabemna pemunonamus

2-TOJUINHO KIIMHUYHO M3MHUTBaHE u3ciensa 3 297 manueHTH ¢ AMabeT THI 2, BUCOK ChPJICYHOCHIOB
PHCK, TOJIIMa IPOABDKATENHOCT Ha IrabeTa M JIOMIo0 KOHTPOJIMpaHa KpbhBHA III0K03a. B ToBa
M3MUTBaHE Bh3HUKBAT CHOUTHS, OTIPEICIICHH KaTO YCIOKHEHHUS Ha uabeTHa PETHHOMATHSI, TIPH
noBeYe MalMeHTH, JIEKyBaHU cbe cemarnyTun (3%), B cpaBHeHHe ¢ mianedo (1,8%). Tosa ce
HaOMro/1aBa MPH MAIlMEHTHTE, JICKYBaHH C MHCYJIMH, KOUTO UMAT U3BECTHA TUabETHA PETHHOIIATHSI.
Pa3znukara B iledeHnsATa BH3HIUKBA PAHO U MPOABIKAaBa IO BpeMe Ha M3nuTBaHeTo. CrucreMaTHdHa
OIICHKA Ha YCJIOXHEHUATA Ha TUabeTHA PETHHOMATHS € U3BHPIIEHA CAMO B U3IUTBAHETO 32
CBhPICYHOCHIOBH pe3yaTaT. B kiuHuaHN n3nuTBanus 10 |1 ronuna, Bkirousamu 4 807 manueHTy ¢
nuader 2, ce choOIIaBaT HeXKEIaHU ChOUTHS, CBbP3aHy ¢ ArabeTHA PETHHONATHUS, B MOAO0HH JSIOBE
Cpell YYaCTHUIUTE, JIeKyBaHU cbc cemariayTua (1,7%) u cpaBHuTeNeH npoaykT (2,0%).

Heapmepuumna npedna ucxemuuna onmuuna nesponamus (HITHOH)

PesynratuTe OT HSIKOJIKO TOJIEMH MUICMHOJIOTMYHY ITPOYYBAHUS NTOKA3BaT, e CKCIIO3UIUATA HA
CeMariayTu/ IPY Bb3PaCTHU C TUA0ET TUI 2 € CBhp3aHa C MPUOIM3UTETHO IBYKPATHO YBEIMUCHUE Ha
OTHOCHTEIHMS pUCK OT pasputue Ha HIIMOH, koeTo choTBeTCTBA HA MPHOIM3UTEIHO SAUH
nombiHUTENeH caydai Ha 10 000 9oBEKOTOIUHY JICUEHHE.

Ipexpamssane nopadu nesxcerano cvboumue

UYecroTara Ha peKpaTsBaHe Ha JIYCHUETO TIOpaan Hexkenanu crouTus e 6,1% u 8,7% mpu
MalMeHTHTE, JeKyBaHH Cbc ceMarnyTua cboTBeTHO 0,5 mg u 1 mg, cpsamo 1,5% npu nnane6o. Haii-
YEeCTUTE HEXKEJIaHU CHOUTHS, BOACLIH 10 MPEKPaTsIBaHE, ca CTOMALTHO-YPEBHHU.

Peaxyuu na msacmomo na unoicexmupane

CrpobmaBar ce peakuuu (Hamp. 0OOpHB U epUTEM) Ha MACTOTO Ha UHkekTHpane ot 0,6% u 0,5% ot
TIAIACHTHUTE, JICKYBAHH ChC ceMarIyTHa choTBeTHO 0,5 mg n 1 mg. Te3n peaknnm 0OMKHOBEHO ca
JICKH.

Hmynoeennocm
B choTBeTCTBHE € MOTCHIIMAIHUTE MMYHOICHHH CBOMCTBA Ha JIEKAPCTBEHUTE IPOIYKTH, ChAbPIKAIIH

MPOTEUHHM WJIM MENTHIN, TAIUEHTUTE MOTAT J1a Pa3BUAT aHTHUTENA CIIS JICUSHUE ChC CEMarTyTH].
JlerbT Ha MAIMEHTUTE C TIOJIOKUTEIICH TECT 33 AaHTUTEIIA CPEIy CeMariTyTH/I B KOMTO U J1a € MOMEHT
cleq M3XOAHOTO HUBO € HUCHK (1—3%) 1 HUTO eNH MaIMeHT HAMa HeyTPaTH3UpaIld aHTUTETa CPETLy
CeMariyTHI WA aHTUCEMAaryTH/I aHTUTeNa ¢ HeyTpanu3upani epekT cnpsmo enporeHans GLP-1 B
Kpasi Ha M3IUTBAHETO.

THosuwena cvypoeuna yecmoma

[loBuiena cypaeuna yecrora e HabronaBana npu GLP-1 penentopaute aronucty. [Ipy n3nurBaHus
¢a3za 3a, e HabMOAABaHO CPEAHO MOBHIICHKE OT 1 10 6 yaapa B MUHYTa OT U3XOAHO HUBO 72 110 76
yZAapa B MUHYTa IIpY Y4acTHUIIY, JIeKyBaHH ¢ Ozempic. B 1bIrocpoyHo KIMHUYHO U3NUTBAHE MIPU
YYaCTHULM ChC ChbPACYHOCHIOBU PUCKOBU akTopH, 16% oT yyacTHHLIMTE, TeKyBaHu ¢ Ozempic ca
MMaJM MOBHILEHA Chp/IeYHa yecToTa oT >10 ynapa B MuHyTa, B cpaBHeHHeE ¢ 11% OT yyacTHHIIUTE Ha
wiane6o cien 2 roANHM JICUCHHE.

C’BO6H_IaBaHC Ha IMoa031upaH HCXCIIaHU PCAKIINHN

Cro01aBaneTo Ha MMOJI03UPAHN HEeXeNIaHW PEeaKIuH Clie]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBECHHS
MPOAYKT € BaxkHO. ToBa MO3BOJISIBA A2 MPOIBIIKH HAOTIOIEHUETO HA ChOTHOIIIEHUETO MOJI3a/PUCK 3a
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JIeKapCTBEHHS MPOAYKT. OT MEIUIIMHCKUTE CTIICITHAIICTH CE M3UCKBA J1a ChOOIaBaT BCIKa
ITO03MpaHa HeXeJIaHa Peakiys Ipe3 HallOHaTHa CUCTeMa 3a ChOoOIaBaHe, IocoueHa B

[Mpunoxenue V.

4.9 TIlpemo3upane

B xnuHWYHM U3OUTBaHUS Ce C’BO6H_IaBaT CJIydau Ha mMpeaAO3upaHe a0 4 mg Ha CIUHUYHA 1034 U 10
4 mg Ha cCAMUILIA. Haii-yecto C’L06H_IaBaHaTa HCXKCJIaHa pCaKlus € raicHe. Bcenukn INalMCHTH Ca CC
BB3CTaHOBUIIH O3 YCIIO)KHCHUA.

JIurcBa KOHKpETEH aHTHIOT TPH MPEI03UPaHe ChC ceMartyTh . B cirydail Ha npeno3upane TpsOBa aa
Cce 3al0YHe MMOIXO/IAIIA OAbPIKAIa TePaus COPe KITIMHUYHUTE MPU3HAIM U CUMITTOMH Ha
MayeHTa. 3a Te3u CUMIITOMH MOKE J1a € HEOOXOIUM MPOTBIDKUTEIICH IEPUO]] Ha HAOIIOICHHUE U
JICYCHUE, UIMaWKH TIPEBU/L JIBJITHS MTOJTY’)KUBOT HA CEMAriIyTUI MpuOIM3uTenHo 1 ceamuna (Bx.
TouKa 5.2).

5. ®APMAKOJIOTHYHU CBOMCTBA

5.1 @apmakoaMHAMUYHHU CBOIiCTBA

dapmakoTepaneBTHYHA rpymna: JlekapcTBa 3a IedyeHne Ha AUA0eT, aHAI03H Ha TII0KaroHONoA00eH
nmentua-1 (GLP-1), ATC xox: A10BJ06

MexaHU3bLM Ha IEHCTBUE

Cemarnytup e ananor Ha GLP-1 ¢ 94% ctenen Ha XxoMo5105kHOCT cipsiMo dyoBemkust GLP-1.
Cemarnytup neiicra kato GLP-1 peuenTopen aroHuCT, KOWTO U30MPATEIHO CE CBBP3Ba KbM H
aktuupa GLP-1 pernenrropa, npurenen 3a ectectBenus GLP-1.

GLP-1 e ¢uznonoruueH XOpMOH € HAKOJIKO JACHCTBHUS 110 OTHOILIEHHE Ha PEryJIalusITa Ha [JII0K03a ’
areTuTa, BbpXYy ChpACYHOCH0BaTa cucTeMa U ObOpenuTe. EQekTruTe BpXy TIF0KO3aTa H alleTUTA Ce
meauupat crierupuaao upe3 GLP-1 penentopure B maHkpeaca 1 MO3bKa.

CeMarnyTu NOHM)KaBa KpbBHATA IIIFOK0O3a MO [IFOKO303aBUCUM HAuWH, KaTO CTUMYJINPA CEKPELMITA
Ha MHCYJIMH U HaMaJIsiBa CEKpeLusATa Ha TIIIOKaroH MY BUCOKA KPbBHA TIIIOK03a. MeXaHU3MbT Ha
MOHIKaBaHe Ha KPbBHATA IVIIOKO3a BKJIIOYBA M JIEKO 3a0aBsHE HAa U3MPA3BAHETO HA CTOMAxXa B
panHaTa (aza cnen xpaneHe. [Ipu Xxunornukemus ceMariayTUA HaMalsiBa CEKpeLHaTa Ha HHCYJIUH U
HE HapylllaBa CEKpeLysiTa Ha IJIIOKAaroH.

CeMaFJ’IyTI/IL{ HaMaJIsiBa TCJIICCHOTO TCIJIO U TCJICCHUTC MA3HUHU YPC3 HaMaJICH CHCPIUCH IIPUCM,
BKJIIOYBAI IJI0CTHO ITIOHMKCH allCTUT. OcBeH TOBa ceMarilyTui HaMaJisiBa JKXCJIIAHUCTO 34 XpaHU C
BHUCOKO CbAbpPKaHUC HA Ma3HUHU.

GLP-1 penenropu ce HaMHUpaT CHIIO U B CHPIIETO, ChAOBETE, UMyHHATa cHUCTeMa 1 ObOpenuTe.
MexaHu3MbT Ha JCHCTBHUE Ha CeMariyTH]] BEPOSITHO € MHOrogakTopeH. MuaupekTHuTe e)eKTH ce
MPOSIBSBAT Ype3 OJIATONMPHUATHUSA €PEKT Ha CEMArayTH BbPXY IJIa3MEHUTE JIUITHIH, TOHMKABAHETO Ha
CHCTOJIMYHOTO KPBBHO HAJSITAHE M HAMAJIABAHE HA Bb3MAJICHUETO B KIIMHUYHU NMPOYYBAHUSA, HO
BEPOSATHO Ca HAJIMYHM U TIpeku eekTu. B nmpoydBaHus npu )KUBOTHU CEMArIyTH]I OTC1a0Ba
Pa3BUTUETO HA aTEPOCKIIEPO3a, KAaTO MIPENOTBPATABA PA3BUTHUETO HA A0PTHA IJIAKa U HAMAaJsiBa
BB3MAJICHUETO B ILIAKaTa.

KimmHUYHUTE TaHHY 1TOKa3BaT, Y€ CEMarilyTH]I TOHWKaBa alOYMUHYPHITA MIPH MAIIMCHTH C 0BOPEUHO
3a00JIsIBaHeE.
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dapmakoAMHAMUIHA ed)eKTI/I

Bcenuku (l)apMaKOI[I/IHaMI/I‘-IHI/I OIICHKHU Ca U3BBPUIICHU CIICT 12-CCI[MI/I‘-IHO JICYCHHUC (BKJ'IIO‘-II/ITCJ'IHO
IIOBHIIIaBAaHCTO HaA }_IO3aTa) B CTAllUOHAPHO CHCTOSAHHUC C 1 mg ceMarityTua CCAMUYHO.

I iroko3a na enadno u cned xpamene

CeMaryTuj] MOHU)KaBa KOHIICHTPAIIMHUTE Ha TIIF0KO03a Ha TJIAHO | ciie] XpaHeHe. [Ipu manuenTH ¢
nuaber TvI 2 JedeHueTo ¢ 1 mg ceMariayTH/ BOJIH 10 MMOHIDKAaBaHe Ha TIIF0K03aTa KaTo abCOMIOTHA
MPOMSIHA CIIPSIMO M3XOJTHOTO HIBO (mmol/l) 1 OTHOCHTENTHO TIOHIKaBaHe B cpaBHEHUE ¢ Tuiane6o (%)
MY TIIF0Ko03ata Ha riaanHo (1,6 mmol/l; mormkenne 22%), Tiroko3ara 2 yaca ciejl XpaHeHe

(4,1 mmol/l; noumxenue 37%), cpenHaTa KOHIEHTPAIUS Ha TIIF0K03a 3a 24 vaca (1,7 mmol/l;
noHmwxkenue 22%) 1 NOCTIpaHANaTHATE KoleOaHus Ha Troko3ara cien 3 xpanenus (0,6—1,1 mmol/l)
B cpaBHEHHE ¢ muare6o. CeMaryTul TIOHMWKaBa [IIF0OK03aTa Ha TJaTHO CJIe]l ITbpBaTa J103a.

bema-knemvuna ¢hynxyus u uncynunosa cexkpeyus

CemarnyTup moJo0psiBa 6era-kiaeTbuHara QyHKIMs. B cpaBHeHUE ¢ miae0o ceMariyTu moao0psBa
WHCYJIUHOBHS OTTOBOP B IThPBA U BTOpa (ha3a, ChOTBETHO 3- U 2-KPaTHO U YBEIIMYaBa MAKCHUMATTHUS
OeTa-KIIEThYCH CEKPETOPEH KalaluTeT MPH NMarueHTw ¢ quadet tun 2. OCBeH TOBa JISYEHUETO ChC
ceMariyTH/I MOBUIIaBa KOHIICHTPAIMUTE HAa WHCYJIMH Ha TTIaTHO B CpaBHEHHE ¢ TUIareoo.

Cexpeyus Ha 2110KA20H

CemarmnyTuj NoHWXaBa KOHLIEHTPALIUUTE Ha IVIIOKArOH Ha TJ1aJHO U ciel XxpaHeHe. [Ipu nauueHTu ¢
IrabeT THUI 2 ceMariyTUA MOCTHTa CISTHUTE OTHOCUTEIHY MOHKEHHUS Ha TIIIOKaroH B CpaBHEHUE C
miane6o: riokarod Ha raagHo (8-21%), rarokaroHoB oTroop ciex xpanene (14-15%) u cpeana
KOHIIEHTpAIHs Ha TIIoKaroH 3a 24 qaca (12%).

I noxo303asucuma cekpeyus Ha UHCYIUH U 2TIOKA2OH

CemarnyTuj MOHWXaBa BUCOKUTE KOHIICHTPALIH Ha KPbBHA TIIOK03a, KATO CTUMYJIMPA CEKPELUsITa
Ha MHCYJIMH U HaMaJIsiBa CEKpeLysiTa Ha IJIIOKAroH 110 III0K0303aBUCcUM HauuH. C moMolnTa Ha
ceMariyTHa CKOPOCTTa Ha WHCYJIMHOBA CEKpELHs NIPU MAalUEeHTH ¢ AMadeT THIl 2 € CpaBHUMA C Ta3u
NpHY 30paBU YUACTHULIH.

[Ipu mHAYIIIpaHa XATIOTIUKEMESI CEMArIyTHI B CPaBHEHHE C IUIAIe00 He IPOMEHS
MPOTUBOPETYJIATOPHUTE OTTOBOPH C MOBHILICH TNIFOKArOH U HE HapylllaBa MOHUXABaHETO HA
C-menrtiia py TMAITUEHTH ¢ THa0eT THIT 2.

H3}’ll)a38aH€ Ha cmomaxa
CCMaFJ’IyTI/II[ IMpUYrHsABa JICKO 3a0aBgHE Ha H3IIPA3BaHCTO HA CTOMaxa CJICA XpaHCHE U 110 TO3U HAYUH
IOHM>XXaBa CKOPOCTTAa, C KOATO I'IFOKO3aTa HaBJIM3a B Kp’bBOO6paH_IeHI/ICTO CJIC XpaHCHE.

Anemum, enepeuen npuem u xpanumennu npeonoYUmMans

CeMaryyTH/[ B CpaBHEHHE C IUTAIe00 MOHMKABA CHEPTUIHKS IPUEM OT 3 TIOCIIEI0BATEHH XPaHEHHS
o sxenanue (ad libitum) ¢ 18-35%. Tosa ce moamomara upe3 HHAYIUPAHOTO OT CEMarIyTH/I
MOTHCKaHE Ha alleTHTa B ChCTOSIHUE KaKTO Ha IJIaJIHO, TaKa U CJIe] XpaHeHe, Mo100peH KOHTPOJI Ha
XPaHEHETO, MMO-C1abo KeJTaHNe 3a XPaHEHE U OTHOCHUTENHO M0-CJ1a00 MpeIIOYNTaHne KbM XPaHH C
BHCOKO Ch/IbP/KaHHE HA Ma3HHHH.

Jlunudu Ha 2nadno u crned xpanene

CemarniyTuj B CpaBHEHHE C I11a1e00 MOHMKaBa KOHLIEHTPALMUTE Ha TPUIIIMLIEPUIU Ha T4 JHO U
XOJIECTEPOJI B JTUIIONPOTENHHU ¢ MHOTO HHcKa mrbTHOCT (VLDL) croTtBeTHO € 12% 1 21%.
[ToBumaBaneTo Ha NocTNpaHAHaIHUTE Tpurauuepuau 1 VLDL xonecrepona kato 0TTOBOp KbM
XpaHu, OoraTy Ha Ma3HWUHU, € HamayieHo ¢ >40%.
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Cvpoeuna enexkmpogusuonozus (QIc)

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

Knnangna egbeKTI/IBHOCT ¥ 0€30IMacHOCT

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

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

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

[IpoBeneno e m3nureane daza 36 (SUSTAIN OPTIMIZE), BxmouBario 573 manuenTy, ¢ el Ja ce
n3cienBa ehPUKacHOCTTa M 0€30MaCHOCTTA Ha IMOAKOXKHO IpUjIaral CeMarIyTHI 2 MJ BEAHBXK
CEIMUYHO, KaTO JOMBJIHEHHE KbM HAMAJICHA J103a WHCYJIMH IJIapKUH B CPABHEHHE C TUTPUpaAHA 71032
WHCYJIMH TJTapKUH CAMOCTOSITETHO.

B nombpnHenune uznutBane ¢asza 36 (SUSTAIN 7), Bkmtousamio 1 201 nmanuenTy, € mpoBeAeHO 3a
cpaBHEHHE Ha euKacHOCTTa U Oe3omacHocTTa Ha cemaritytug 0,5 mg 1 1 mg BeAHBK CEIMUYHO
cboTBeTHO ¢ nynarmyTtun 0,75 mg u 1,5 mg Benubx ceamuuno. M3nursane dasza 36 (SUSTAIN 9) e
MPOBEICHO 3a U3CJIe/IBaHe Ha €(PUKACHOCTTA M O€30I1aCHOCTTA HAa CEMArIyTU/ KaTo JOIbIHECHUE KbM
nevyeHue ¢ naxuouTop Ha SGLT2.

JleueHUETO ChC ceMariyTUI JEMOHCTPUPA TPAWHHU, CTATUCTHYSCKU TPEBBH3X0MK AN U KIIMHIUYHO
3HaYUMHU MOHIKeHUs: B HbA1¢ M TeecHOTO Teriio 3a nmepuoa 10 2 TOJUHH B CPaBHEHHUE C IU1ae0o u
JICYCHUE C aKTHBHA KOHTPOJIA (CUTATIUITHH, HHCYJINH TIapKUH, EK3CHATU/I C YIBIIKCHO
ocBobokmasane (ER) n mymarmyrwm).

EdukacHocTTa Ha ceMariyTu He ce OBJIUSIBA OT Bb3pacTTa, NoJa, pacara, eTHoca, nu3xonuus UTM,
U3XOJTHOTO TesieCHO Teruio (Kg), MpOABIKUTETHOCTTa Ha inadeTa 1 CTENICHTa Ha YBPeXKIaHe Ha
ObOpedHaTa GyHKIHSI.

Pesynrarute ce HacoyBaT KbM I€prOJa HA JICUEHHE IPU BCUYKH PaHIOMU3UPAHU YYACTHULH
(aHanm3u, 6a3upaHu HA CMECEHU MOJIEIH IIPY TIOBTOPHU M3MEPBAHUS HIIH MHOXKECTBEHO NPHUITHCBAHE
Ha CTOWHOCTH).

JombnauTenHo € mpoBeacHo u3nurBane ¢aza 3b (SUSTAIN 11) 3a uscnensane Ha eekra Ha
ceMariayTua CIIpsiMO MHCYJIMH acllapT, KaTO AOITbJBalla T€panusd KbM MeT(I)OpMI/IH " OIITUMU3UPAH
uHcynuH riapxud (U100).

[IpoBenenu ca M3NMUTBAHMS 32 PE3yNTATH 110 OTHOIIEHHE Ha ObOpenuTe asza 3b (FLOW), BrirouBammm
3 533 manueHTH, 3a U3cienBaHe Ha epeKTUTE Ha ceMarayTu 1| My BeIHBXK CEAMHYHO CIIPSIMO
1amne0o BePXy MporpecusiTa Ha ObOPEUHOTO yBpEXkKAaHe TPU NMAIMEeHTH ¢ quadeT TUIT 2 U XPOHUIHO
O0BOpedHo 3a0osBaHe.

[IpoBeneHo e m3nuTBane 3a GpyHKIMOHANEH KanarureT ¢aza 3b (STRIDE), BkmouBamo

792 marueHTH, 3a u3ciaeABaHe Ha eeKTUTE Ha ceMarTyTHa | mg BEIHBXK CEIMHIHO CIPSIMO TUIAIe00
MY MAIUEHTH ¢ AuadeT Tui 2 u nepudepHa apTepuaiHa 00ecT.
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[Toapo6Ha wHGOPMAIHS € TIpeICTaBeHa MO-T0ITY.

SUSTAIN 1 — Monomepanus

B 30-cenmMuuHO, TBOHHO-CIIATIO, M1ae00-KOHTPOJIMPAHO H3NUTBAHE 388 HEMOIX OIS0

KOHTPOJIMPAaHH 4Ype3 JUeTa U YIpaXHeHHS MAUeHTH ca paHAoMU3upany Ha ceMarnytug 0,5 mg i
ceManyTrj | mg BeIHBK CEIMHYHO WITH HA I1aneoo.

Tabauna 2 SUSTAIN 1: PesyaraTtu Ha ceqmuna 30

CemarayTtun CemarayTtun ILnaneoo
0,5 mg 1 mg
[omynanus Intent-to-Treat (ITT) (N) 128 130 129
HbA: (%)
W3x01HO HUBO (CPEIHO) 8,1 8,1 8,0
[IpoMsiHa CHIPSMO M3XOIHOTO -1,5 -1,6 0
HUBO Ha ceamuiia 30
Paznuka crpsimo mare6o [95% -4 [-1,7; -1,1]° -1,5 [-1,8; -1,2]* -
CI]
Mauuentn (%), nocrurnanu HbA 74 72 25
<7%
MHIIT (mmol/l)
M3x01H0 HUBO (CPEITHO) 9,7 9,9 9,7
[IpoMsiHa CHIPSMO M3XOIHOTO -2,5 -2,3 -0,6
HUBO Ha ceamuia 30
Tenecno Terao (kg)
M3x01H0 HUBO (CpETHO) 89,8 96,9 89,1
[IpoMsiHa CHIPSMO M3XOIHOTO -3,7 -4,5 -1,0
HUBO Ha ceamuiia 30
Paznuka cripsimo mare6o [95% -2,71-3,9; -1,6]° -3,6 [-4,7; -2,4]° -
CI]

ap < 0,0001 (2-cTpaHeH) 3a MPEBBH3XOCTBO

SUSTAIN 2 — Cemazcnymuo cnpamo Cuma2iunmun, U 06ama npooyKma 6 Komounayus ¢ 1-2

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

B 56-cenMuuHO aKTUBHO-KOHTPOJIMPAHO, ABOMHO-CIIATO m3nuTBaHe 1 231 mamueHTn ca
paHzoMu3upaHu Ha ceMarnytug 0,5 mg BEAHBXK CEAMUYHO, CEMAarTyTUA | mg BEAHBK CEIMUYHO WU
cutarnmuntud 100 mg BeIHBK THEBHO, IPHU BCUUYKHU CIy4and B KoMOMHAIMS ¢ MeTdopmuH (94%) n/nnn

THA30IUAUHANOHH (6%).

Tabimna 3 SUSTAIN 2: Pesynratu Ha ceqmMuna 56

CemarnyTun CemarnyTun CuTarauntu
0,5 mg 1 mg H
100 mg

[omynanus Intent-to-Treat (ITT) (N) 409 409 407
HbA: (%)

W3x01HO HUBO (CPEIHO) 8,0 8,0 8,2

[IpoMsiHa CHIPSMO M3XOIHOTO -1,3 -1,6 -0,5

HUBO Ha ceaMHuIa 56

Paznuka copsiMo CUTarIUNnTUH -0,8 [-0,9; -0,6]* | -1,1[-1,2;-0,9]* -

[95% CI]
Mauuentn (%), nocrurnanu HbA 69 78 36
<7%
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Cemarunytun Cemaruyrun CHTariaunTru
0,5 mg 1 mg H
100 mg
I (mmol/l)
W3x0mHO HUBO (CpeTHO) 9,3 9,3 9,6
[IpoMsiHa CHIPSMO M3XOIHOTO -2,1 -2,6 -1,1
HHMBO Ha ceaMuIia 56
Tenecno Teruo (kg)
W3x0mHO HUBO (CpeTHO) 89,9 89,2 89,3
[IpoMsiHa CHPSMO M3XOIHOTO -4.3 -6,1 -1,9
HHMBO Ha ceaMuIia 56
Paznuka copsiMo CUTarIUnTUH -2,3[-3,1; -1,6]1* | -4,2[-4,9; -3,5]* -
[95% CI]
2p <0,0001 (2-cTpaHeH) 3a NPEBBH3XOACTBO
82 90,04
= - 0,0
gt 02 o B0
76+ 04 5 Pago
= Gk Eew
_<§ 7.0 :2 g E 86,0
T 68 he = 3
6.6 --1.4 % Ess,o
6.4 1; g 84,0
6,2 i S
6.0- T20 Z 804 ‘ . ‘ . .
0 4 8 1216 23 30 0 6 § 0 4 81216 23 30 40 48 56
=

Bpeme ot paHIOMH3HpaHETO (CEIMHLIA)

- —e - Cemaraytun 0,5 mg —s— Cemarmytua 1 mg
—¥— CHTarIunTuH

Bpeme 0T paHIOMHU3UPAHETO (CEAMHMIIA)
- — - Cemarnytun 0,5 mg —s=— Cemarnytug 1 mg
—*— CHTariunTuH

®urypa 1 Cpenna npomsina B HbAic (%) u TesecHoTo Terio (kg) oT H3X0AHOTO HUBO 10 56-Ta
ceqMMIa

SUSTAIN 7 — Cemaenymud cnpsamo 0yia2iymuo, u 08ama npooyKkma 8 Komouxnayus ¢ memgopmun
B 40-cenmuuno otkputo usnuTBade 1 201 nanuenty Ha MeThopMuH ca pangoMusupanu 1:1:1:1
CchOTBETHO Ha cemarmyTun 0,5 mg, mynarmytun 0,75 mg, cemarmytun 1 mg, wim mymaroytag 1,5 mg
BEJIHBK CEIIMUYHO.

WznurBaneto cpaBusiBa 0,5 mg cemarnytun c 0,75 mg nynarmytua u 1 mg cemarmytug ¢ 1,5 mg
IyJarTyTUL.

Haii-yecture HexxenaHu CbOUTHS Ca CTOMAITHO-YPEBHUTE HAPYILIEHUS M Ca HACTHIIMIU MPH MOJ00HH
JSUTOBE TIAIIMEHTH, JIeKyBaHU cbe cemarmyTy 0,5 mg (129 manmentu [43%]), cemarmytug 1 mg (133
[44%]) u pynarmyTun 1,5 mg (143 [48%]); mo-mMaiiko ManyueHTy ca MOMyYMINn CTOMAITHO-IYPEBHU
Hapywenus ¢ gyaarnytug 0,75 mg (100 [33%)]).

Ha cenmunia 40, moBumeHueTo Ha yecToTara Ha mysnca npu cemariaytua (0,5 mgu 1 mg) u
nynarnytaz (0,75 mg u 1,5 mg) e 2,4; 4,0, u 1,6; 2,1, ynapa/min, CbOTBETHO.

Tab6smua 4 SUSTAIN 7: PesyaraTtu Ha ceqmuua 40

Cemarayrua | Cemarayrun | Ayaarayrua | Jynarayrun
0,5 mg 1 mg 0,75 mg 1,5mg

[Monmynanus Intent-to-Treat (ITT) (N) 301 300 299 299
HbA:c (%)
W3x01HO HUBO (CPEIHO) 8,3 8,2 8,2 8,2
IIpomsHA CIPSIMO U3XOHOTO HUBO -15 -1,8 -1,1 -1,4
Ha ceamuiia 40
Pasnuka cpsaMo mynariyTun -0,4° -0,4° - -
[95% CI] [-0,6, -0,2]* [-0,6, -0,3]
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Cemarayrua | Cemarayrun | Ayaarayrun | JAynarayrun
0,5 mg 1 mg 0,75 mg 1,5mg

Mauuentn (%), nocrurnanu HbA 68 79 52 67
<7%
MIT (mmol/1)
M3x01H0 HUBO (CpEIIHO) 9.8 9,8 9,7 9,6
IIpoMsiHa CpsSMO M3XOIHOTO HHUBO -2,2 -2,8 -1,9 -2,2
Ha ceamuiia 40
Tenecno Terao (kg)
M3x01H0 HUBO (CPETHO) 96,4 95,5 95,6 93,4
IIpomsHA CIPSIMO U3XOHOTO HUBO -4,6 -6,5 -2,3 -3,0
Ha ceamuiia 40
Pasnuka cpsaMo mynariyTun -2,3% -3,6° - -
[95% CI] [-3,0, -1,5]* [-4,3, -2,8]*

p <0,0001 (2-cTpaHeH) 3a NPEBB3XOACTBO
6 cemarmytun 0,5 mg cnpsimo aynarmytug 0,75 mg
" cemarytua 1 mg cipsimo mynarimyTun 1,5 mg

96,0
8,4+
824" 95,0
8,0 —_
' o 94,0
7,8 <
$ 7,6 g 93,04
2 E 920
< 7.21 e
T 7,04 § 91,0
6,81 =
: O 90,0
6,6 = ?
6,44 89,0
6,2
88,0 T T T T T T T
0 4 8 12 16 28 40
Bpewme oT panzOMH3HPaHETo (ceAmMuLia) Bpeme 0T paHIOMH3MPAHETO (CEIMMULA)
- -+ - Cemaruytun 0,5 mg Cemarmytual mg
Hynaraytua 0,75 mg —* Jlynaraytua 1,5 mg - -+ - Cemarnytun 0,5 mg —s— Cemarnytua 1 mg

Jynarnytun 0,75 mg —— ymarmytun 1,5 mg

®urypa 2 Cpenna npomsina B HbAc (%) u TesecHoro Terio (kg) oT H3X0OAHOTO HUBO 10
cenmumna 40

SUSTAIN 3 — Cemaenymud cnpsamo exzenamud ER, u 0sama npodykma 6 kKomoOuHayusi ¢ Memeopmun
UU MEMPOPMUH CbC CYADOHULYPEUHU NPOU3BOOHU

B 56-ceamuuno oTKpUTO M3NHTBaHE 813 manueHTH, npreMariy caMmo MeTgopmut (49%), MmethopMuH
cbe cyndonmTypeitau nponsBoaau (45%) wmu npyro (6%), ca pangoMu3upaHu Ha cemarmyTua 1 mg
i ex3eHaTux ER 2 mg BeAHBXK CeAMUTHO.

Tab6umma 5 SUSTAIN 3: PesyaTatu Ha ceqgmMuna 56

CemarnyTtujg Ex3enatua ER
1 mg 2 mg
ITomrymanms Intent-to-Treat (ITT) (N) 404 405
HbA:. (%)
W3x0mHO HUBO (CpeTHO) 8,4 8,3
IIpomsHA CIPSIMO U3XOHOTO HUBO -15 -0,9
Ha cenMuIa 56
Paznuxka copsimo ek3eHatun [95% -0,6 [-0,8; -0,4]° -
CI]
Mauuentn (%), nocrurnaau HbAic < 7% 67 40
IIIII" (mmol/l)
W3x01HO HUBO (CPEIHO) 10,6 10,4
IIpomMsHa cipssMO U3XOAHOTO HUBO -2,8 -2,0
Ha ceaMuIa 56
TenecHo Teruo (kg)
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CemaranyTtug Ex3enatun ER
1 mg 2 mg
M3x01H0 HUBO (CPEIHO) 96,2 95,4
IIpomMsaHa cipsAMO U3XOAHOTO HUBO -5,6 -1,9
Ha ceaMuIa 56
Paznuka cripsamo exzeHatun [95% -3,8 [-4,6; -3,0]° -
CI]

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

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

nepopaiHy aHmuouademuy 1eKapCcmeeHu npooOYVKmu (mMmem@opmun uiu mem@opmun u

CYAhOoHUNYDelHU NPOU3E00HU)

B 30-ceaMH4YHO OTKPUTO M3MUTBAHE ChC CpaBHUTENEH NMpoayKT 1 089 manuenTu ca paHIoMHU3UpaHu

Ha cemarnytua 0,5 mg BeIHBK CEIMUYHO, ceMarayTua 1 mg BeAHBK CEAMUYHO UITH HHCYJIUH

TJIApXKHH BEAHBK JHEBHO NpH (poHOBa Tepamnus ¢ MmetdhopmuH (48%) unu MeTOpMuUH 1

cyadoHmTypeinu npousBogHu (51%).

Tabauna 6 SUSTAIN 4: Pe3yaraTu Ha ceqmuna 30

Cemarayrug Cemarayrug HNucynun
0,5 mg 1 mg TJIAPKUH
ITomrymanus Intent-to-Treat (ITT) (N) 362 360 360
HbA: (%)
W3x0mHO HUBO (CPETHO) 8,1 8,2 8,1
IIpomsiHa cipsiMO U3XOAHOTO HUBO Ha -1,2 -1,6 -0,8
ceamuna 30
Paznuka cripsmMo wHCYNIHH TIapxuH [95% -0,4[-0,5;-0,2]* | -0,8 [-1,0;-0,7]* -
CI]
Mamuentn (%), nocturnaau HbAc < 7% 57 73 38
IIIII" (mmol/l)
M3x01H0 HUBO (CPEITHO) 9,6 9,9 9,7
[IpoMsiHa CIPSMO M3XOIHOTO HUBO Ha -2,0 -2,7 -2,1
ceamuna 30
Tenecno Terao (kg)
M3x01H0 HUBO (CpETHO) 93,7 94,0 92,6
[IpoMsiHa CHIPSMO M3XOIHOTO HUBO Ha -3,5 -5,2 +1,2
ceamuna 30
Paznuxka copsimo uHcynuH rnapxul [95% -4,6 [-5,3;-4,0]* | -6,34 [-7,0; -5,7]* -
CI]

p <0,0001 (2-cTpaHeH) 3a NPEBBH3XOACTBO

SUSTAIN 5 — Cemaznymuo cnpsamo niayebo, u 0sama npooyKkma 6 KomMounayus ¢ 6a3aier ucyaun

B 30-ceamMuuHO, IBOHHO-CIIAIO, I1a11e00-KOHTPOJIUPAHO M3NUTBaHEe 397 HEMOAXOISIIIO
KOHTPOJIMPaHU ¢ 0a3alieH HHCYJIMH ChC MM 03 METQOPMHUH MAIEHTH Ca PaHIOMU3UPaHU Ha
cemarnytug 0,5 mg BeAHBXK CeMUYHO, ceMarayTUa 1 mg BeIHBK CEIMUYHO WK TLIAIEe0o0.

Tabauna 7 SUSTAIN 5: Pe3yaraTtu Ha ceqmuna 30

CemarayTtua CemarayTtua Ilnanedo
0,5 mg 1 mg
[omynanus Intent-to-Treat (ITT) (N) 132 131 133
HbA: (%)
M3x01H0 HUBO (CPEITHO) 8,4 8,3 8,4
IIpomMsHa cipssMO U3XOHOTO -1,4 -1,8 -0,1
HUBO Ha ceamuiia 30
Paznuka crpsimo mare6o [95% -1,4 [-1,6; -1,1]* -1,8 [-2,0; -1,5]* -
CI]
Mauuentu (%), nocturianu HbA ¢ 61 79 11
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Cemaranytujg Cemaranytujg Il1anmedo
0,5 mg 1 mg

<7%

I (mmol/l)
W3x0mHO HUBO (CpeTHO) 8,9 8,5 8,6
[IpoMsiHa CHIPSMO M3XOIHOTO -1,6 2,4 -0,5
HUBO Ha ceamua 30

Tenecno Teruo (kg)
W3x0mHO HUBO (CpeTHO) 92,7 92,5 89,9
IIpomsiHa cipsiIMO U3XOAHOTO -3,7 -6,4 -1,4
HUBO Ha ceamua 30
Paznuka cripsimo mare6o [95% -2,3[-3,3; -1,3]° -5,1[-6,1; -4,0]° -
CI]

ap < 0,0001 (2-cTpaHeH) 3a MPEBBH3XOCTBO

SUSTAIN FORTE — Cemaenymud 2 mg cnpsamo cemaznymud I mg

B 40-cenvuuno, 1BOIHO-CIsATIO0 M3NUTBaHE 961 ManmMeHTH, HeAOCTATHYHO JOOPE KOHTPOIUPAHH C
MeT(HOPMUH ChC WK 0€3 CyN(OHMTYypEeHHN MPOU3BOIHH, Ca PAaHAOMU3UPAHU HA CEMariyTH| 2 Mg
BEJHBK CEIIMUYHO WM CeMariayTHI | mg BeJHBXK CEAMUYIHO.

JleuenneTo cbe ceMarmyTUx 2 MY BOAX A0 CTAaTUCTHYECKO PEBB3XOACTBO B MOHMKEHNETO HA HbA 1.
cnen 40-ceqMUYHO JIeUEeHUE B CpaBHEHHE ChC ceMariayTusa 1 mg.

Tadmmma 8 SUSTAIN FORTE: Pesyaratu Ha cenvumna 40

CemarnyTtujg Cemaruyrun
1 mg 2 mg
ITorrymanms Intent-to-Treat (ITT) (N) 481 480
HbA: (%)
W3x0mHO HUBO (CpeTHO) 8,8 8,9
IIpomMsaHa cipsAMO U3XOAHOTO HUBO -1,9 -2,2
Ha cenmuna 40
Pasnuka cpssmo cemarmyTua 1 mg - -0,2[-0,4; -0,1]*
[95% CI]
Mamuentn (%), nocturaaan HbA . <7% 58 68
IIIII" (mmol/l)
W3x01HO HUBO (CPEIHO) 10,9 10,7
IIpomsiHa cipsiIMO U3XOAHOTO HUBO -3,1 -3,4
Ha ceamuiia 40
TenecHo Teruo (kg)
W3x01HO HUBO (CPEIHO) 98,6 100,1
[IpomsiHa cIpsIMO U3XOAHOTO HUBO -6,0 -6.9
Ha ceamuiia 40
Pasnuka cpssmo cemarmyTua 1 mg -0,9 [-1,7; -0,2]°
[95% CI]

2p<0,001 (2-cTpaHeH) 3a MPEBBH3XOICTBO
5p<0,05 (2-cTpaHeH) 3a IPEBB3XOACTBO

SUSTAIN OPTIMIZE — Cemaenymud 2 Mg Kamo 0ONbAHEHUE KoM HAMANEHA 0034 UHCYIUN NIAPICUH 8
CPABHEeHUe ¢ MUMPUPAna 003a UHCYIUH 2NAPICUH

B 40-ceaMU4YHO OTKPUTO M3MHUTBAHE CHC CPABHUTEIICH NPOAYKT 573 mauueHTu ¢ Auadet T 2 U
HaJIHOPMEHO Teryo wiH 3aTnbcTsiBane (UTM > 25 kg/m?) u 6a3anen uncynud B 1o3a < 40 U/nen ca
PaHAOMM3UPAHH /1 TTOJy9YaBaT HOAKOKHO CEMArTyTUA 2 Mg BEIHBXK CEIMUYHO, KaTO JOITBIIHCHNE
KbM HaMaJleHa 71033 MHCYJIMH IJIapKUH WU TUTPUPAHA 71033 MHCYJIUH ITIApKUH CAMOCTOSITENIHO.
Jo3ara Ha MHCYIUH rapxuH e penyuupana ¢ 10 U npu 3amouBaHe Ha ceMariyTH[ U IPU BCSIKO
[OCJIeBAILO [IOBUIIABAHE HA J103aTa, Ype3 TUTPUPaHE, 110 BpEMe Ha Lis1aTa IPOAbDKUTEIHOCT Ha
MPOYYBAHETO.
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JledeHueTo ¢hbC ceMarayTua 2 Mg KaTo HOMbIHCHHE KbM HaMajIeHa J103a MHCYJIMH IIIapKUH BOJIU 10
CTaTHCTUYECKH 3HAYMMO NPEBH3XOJICTBO MpH HamansiBane Ha HbA ., TenecHOTO Terno u JHeBHATA
no3a 0azaneH nHCYIUH cien 40 CeMUIH JISYCHNE B CPAaBHEHHUE C TUTPUPAHA /1032 MHCYJIMH TIIApKUH

CaMOCTOATCIIHO.

Table 9 SUSTAIN OPTIMIZE: Pe3yaratu na cexmuua 40

CemarayTua 2 mg
KaTo A0NbJIHEHHE KbM
HaMaJleHa 1032
HUHCYJIMH TJIAPKUH

HNHcynuH riiapxud
(TuTpupaHa 103a)

HaMaJIsIBaHEe Ha J103aTa WHCYJIHH
CIPAMO M3XOAHOTO HUBO ¢ MoHE 50%
Ha ceamuua 40

[onynanus Intent-to-Treat (ITT) (N) 288 285

HbA: (%)
W3xomHO HUBO (CpeliHO) 7,9 7,9
[IpomsHa cipssMO U3XOAHOTO HHUBO Ha -1,4 -0,6
cenmunia 40
Pasnuka cpsiMo MHCYJIHMH TJIapyKUH -0,74 [-0,90; -0,59]* -
[95% CI]

Tenecno Teriao (kg)
W3xomHO HUBO (CpenHo) 93 95
[IpoMsiHa CIPAMO M3XOIHOTO HMBO Ha -8 0,5
ceamunia 40
Paznuka copsiMo MHCYJIHH TTap>KUH -8,5[-9,52; -7,39]* -
[95% CI]

JuesHa xaza uncyaun (U)
N3x01HO HUBO (CPEIHO) 26 26,5
[IpoMsiHa cripssAMO M3XOIHOTO HUBO Ha -17,8 104,1
cenmuna 40 (%)
Pasnuka cupsiMo MHCYJIHMH TJIapyKUH -121,9 [-143,1; -100,6]* -
[95% CI]
[Maruentu (%) qocTUTHATH 1032 12,91 0,1
uHcynuH 0 U Ha ceamuna 40
[Nammentun (%) mocTurHamm 35,62 0,71

ap <0,0001 (2-cTpaHeH) 3a MPEBB3XOICTBO

SUSTAIN 9 — Cemaznymuo cnpamo niayebo kamo oonvanenue kvm unxubumop na SGLT2 +

Mempopmur uayu cyihoOHUIYpEeUnyu nPpou3e00HU

B 30-cenMuyHO, IBOHHO-CIIAIO, I1a1e00-KOHTPOINPaHo u3nuTBane 302 marueHTH, HEMmOoAX0AIII0
KOHTpoiupanu ¢ uHxuoutop Ha SGLT2 cbe unm 6e3 MeThOopMUH Ui CYIPOHUITYPEHHN TPOU3BOIHH,

Ca paHAOMU3HUPAHU HA CCMAITTyTU/ 1,0 mg BEAHBIK CCAMUYIHO WUIN rmaue60.

Tabauma 10 SUSTAIN 9: Pesyararu na ceamuua 30

CemarnyTtujg Il1anmedo
1 mg

ITomrymanus Intent-to-Treat (ITT) (N) 151 151
HbA: (%)

W3x0mHO HUBO (CpelTHO) 8,0 8,1

IIpomMsHa cipssMO U3XOAHOTO HUBO -1,5 -0,1

Ha cenmuna 30

Paznuka cpsamo miare6o [95% CI] -141[-1,6;-1,2]° -
Maunentn (%), nocrurnanu HbAc < 7% 78,7 18,7
FPG (mmol/L)

W3x0mHO HUBO (CpeTHO) 9,1 8,9
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CemaranyTtug Il1anedo
1 mg
IIpoMsiHa CHpsSMO M3XOIHOTO HHUBO -2,2 0,0
Ha ceamuiia 30
Tenecno Terao (kg)

W3x01HO HUBO (CPEIHO) 89,6 93,8
IIpomsHA CIPSIMO U3XOHOTO HUBO -4,7 -0,9
Ha ceamutia 30

Paznuka cnpsmo mane6o [95% CI] -3,8[-4,7; -2,9]* -

ap < 0,0001 (2-cTpaneH) 3a MPEeBBH3XOACTBO, KOPUTHPAH 32 MHOKECTBEHOCT Bb3 OCHOBA Ha HiepapXHYHO TECTBAHE
Ha croitHocTTa Ha HDALC M TeiaecHOTO Terio

SUSTAIN-11 — Cemaznymuo cnpamo uHCyIuH acnapm Kamo 0Onviedaua mepanus KoM UHCYIUH
2napocun + memgopmun

B 52-cenmMuyHO OTKpUTO M3nUTBaHe 1 748 yyaCTHHIIM C HE3aI0OBOJUTEIHO KOHTPOJIUPAH 3aXapeH
nmuabet tun 2 ciep 12-ceqMUYeH Nepro/] Ha BbBEXKIaHEe HA MHCYJIMH TIIapKUH U MeT(HOPMUH ca
paHIOMHU3UPAHU B ChoTHOIIEHHE 1:1 a momyyaBar Wiu ceMariayTH ] Beqabx ceamuano (0,5 mg win
1,0 mg), uu UHCYJIHMH acmapT TPH TBTU JHEBHO. BrimoueHaTa momynamms € chC cpeHa
MPOJBIDKUTENHOCT Ha auadera 13,4 rogunu u cpenna croiinoct Ha HbAsc 8,6%, pu mpunienen HbA ¢
6,5-7,5%.

JleuenneTo chbe ceMarmyTHI BOJM 0 HaMmansBaHe Ha HbAic Ha cenmuna 52 (-1,5% npu cemarmyTuy
cpsamo -1,2% npu HHCYJIUMH acnapr).

TexXKuTe XUIMOTTUKEMUYHH €MH30/IM B IBETE paMeHa Ha JISUeHHe ca MaJIko Ha Opoii (4 emnzona mpu
CeMariyTUJ CIpsIMO 7 enu30/1a Py HHCYJIHUH aclapT).

CpenHoTO TeNecHO TEerjo Ha U3XO0AHO HUBO HaMaisBa npu cemarnyTun (-4,1 kg) u ce moBumasa npu
uHcyuH acrapt (+2,8 kg), kaTo u3ducieHara pas3ivka B jeueHuero e -6,99 kg (95% CI-7,41 no -
6,57) Ha ceqmuna 52.

Kombunayus cvc cyngponunypetinu npouzgo0Hu kamo MoHomepanus

B SUSTAIN 6 (Bx. moarouka ,,ChpedHOCHA0BO 3a00siBane’) 123 manueHT! Ha H3X0HOTO HUBO
npuemar cyJaQOoHIITYypEeHHU MPOU3BOIHH KaTo MoHOTepanus. HbA1c Ha n3xoaHoTo HUBO € 8,2%, 8,4%
u 8,4% cpotBeTHO 3a cemarmytun 0,5 mg, cemarmyTtun 1 mg u mane6o. Ha cenvura 30 mpomsHaTa B
HbAjce -1,6%, -1,5% u 0,1% chotBeTHO 3a cemarnytua 0,5 mg, cemarnytun 1 mg u miane6o.

Kombunayus ¢ npedsapumenno cmecen uncynun £ 1 — 2 OAD

B SUSTAIN 6 (Bx. moarouka ,,ChpeIHOCHA0BO 3a00siBane ) 867 MalMeHTH Ha H3XOTHOTO HUBO
npreMar npeABapuTeIHo cMeceH HHCYIHH (cbe uin 6e3 OAD). HbAj: Ha uzxoanoto HuBo ¢ 8,8%,
8,9% u 8,9% cpoTBeTHO 3a cemarityTun 0,5 mg, cemarnytun 1 mg u mare6o. Ha cenmura 30
npomsHaTa B HbAice -1,3%, -1,8% u -0,4% crotBeTHO 32 cemarmytun 0,5 mg, cemarmytun 1 mg u
miare0o.

Cwvpoeurnocv0060 3abo18ane

B 104-cenmuuno aBoitHo-cisimo m3nurBade (SUSTAIN 6) 3 297 manueHTH che 3axapeH n1uadeT THII 2
Y BUCOK CHPJICYHOCHIOB PUCK Ca paHJAOMU3UpaHu Ha ceMarmytuy 0,5 mg BeHBXK CEIMUYIHO,
cemMariayTua 1 mg BeIHBK CEIMUYHO MIIM CHOTBETHO IUIAIE00 B IOTBITHEHUE KbM CTaHIAPTHUTE
TPYXH, TIPOCIIEBAHU IT0-HATATHK B MPOABIDKeHNE Ha 2 roguan. O6mo 98% ot marnmentuTe
3aBBPIIBAT U3IUTBAHETO, & KU3HCHHUST CTATyC B Kpas Ha M3MUTBAHETO € u3BecTeH 3a 99,6% ot
MAIUCHTHTE.

[Monynanusra B M3MUTBAHETO c€ pa3npeaess 1o Bb3pact: 1 598 manuentu (48,5%) > 65 rogunm,
321 (9,7%) = 75 romunu u 20 (0,6%) > 85 roguuu. 2 358 naruentu ca 0e3 Wi ¢ 1eko ObOpeTHO
yBpexnaaHe, 832 — ¢ ymepeno u 107 — ¢ Texxko ObOpeyHO yBpexIaHe WiK C TepMUHaTIHa ObOpedHa
HEIOCTaTBYHOCT. 61% ca MbKe, CpeiHaTa Bb3pacT € 65 roaunu, a cpennuat UTM e 33 kg/m?.
CpenHata mpoIbIKUTEITHOCT Ha quabeta e 13,9 roaunu.
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[TepBUYHATA KpaiiHa TOYKa € BPEMETO OT PaHAOMU3UPAHETO JI0 IbPBaTa MOsSBA HAa TOJIIMO HEXEIAHO
cbpaedHocha0Bo chouTne (MACE): chpredHochI0Ba CMBPT, HedaTanieH MUOKapAeH HH(APKT Win
HedaTaleH HHCYT.

OOmuaAT Opolt Ha ciy4yauTe, OTHACSINK Ce KbM IIbPBUYHATA ChcTaBHA KpaiiHa Touka MACE e 254,
cpotBeTHO 108 (6,6%) B rpynara cbe cemarnytun u 146 (8,9%) B rpynata ¢ mnane6o. Biwkre ¢purypa
4 3a pe3ynraTH OTHOCHO ITBPBUYHHTE M BTOPHYHHUTE CHPJICIHOCHIOBH KpaiiH! TOUKHU. JleueHneTo chbe
CeMariIyTHa BOAM J0 MOHKaBaHe ¢ 26% Ha prcKa B TbPBUYHUS ChCTABEH PE3YNITAT CMBPT IO
CHPACYHOCHAOBHU NMPUYNHH, HedaTaJIeH MUOKapAeH HHPApKT win HedartaneH uHCYAT. OOmusaT Opoit
CHhPACYHOCHIOBU CMBbPTHH CllyyaH, HedaTaieH MUOKapAeH HH(PAPKT U HeaTaJIeH HHCYIT €
cpoTBeTHO 90, 111 u 71, croTtBeTHO 44 (2,7%), 47 (2,9%) 1 27 (1,6%) B rpynara cbc ceMariayTha
(purypa 4). IlornmxaBaHeTo Ha PUCKa B IbPBUYHUS ChCTABEH PE3YJTAT CE ABKM OCHOBHO Ha CHaj B
4yecToTuTe Ha HedartaieH HHCYAT (39%) u HedaTanen MmuokapaeH HHPapKT (26%) (purypa 3).
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®durypa 3 lmarpama Ha Kaplan-Meier 3a BpeMeTo 10 mbpBaTa NMosiBa HA CHCTABHHUSA Pe3yJTar:

ChP/IEYHOCHI0BA CMBPT, HehaTaleH MUOKAap/ieH HHGAPKT Wiu HedaTajieH HHCYJIT
(SUSTAIN 6)

OTtHocuTe/IeH Cemarayrua Ilnanedo

puck (95% CI) N (%) N (%)
1648 1649
FAS (100) (100)
. 0,74 108 146
II'bpBuyHa kpaiina nean — MACE (0,58- 0,95) (6,6) (8,9)
Komnonentn na MACE
0,98 44 46
CBpIedHOCHI0BA CMBPT (0,65-1,48) 2.7 (2.8)
H 0,61 27 44
eQaranen HHCYNIT (0,38-0,99) (1,6) (2,7
0,74 47 64
Hecaranen muokapeH nadapkr (0,51-1,08) (2.9) (3.9)
JIpyru BTOPUYHH KPaiiHH LeTH
1,05 62 60
CMBpT 10 KaKBaTo U 13 € IPUIHHA (0,74-1,50) (3,8) (3,6)
0,2 1 5
B nou3a na CemariyTug B noJ3a Ha niane6o

®urypa 4: /lmarpama Ha Forest: ana1n3n Ha BpeMeTo 10 TbPBaTa NM0SBa HA CbCTABHUS
pe3yaTaT, HeroBUTEe KOMIIOHEHTH M CMBbPT MO KakBaTo u aa e npuuuHa (SUSTAIN 6)

Nma 158 cpOuTHA, CBBp3aHU C HOBA WM BiiomaBamia ce Hedpponarusi. OTHOCUTENHUAT puck [95% CI]
OTHOCHO BPEMETO JI0 MosiBa Ha Hedponarus (HOBOMOSBHIIA C€, IEPCUCTHPAIIa MAKPOATOYMUHYPHS,
JIBYKPATHO YBEJIWYECH CEpyMEH KPEaTHHHH 3a MPOIBIDKUTENICH MEPHUO/I, HE0OX0IUMOCT OT
MPOJBIDKUTETHA ObOPEUHO-3aMECTUTETHA TEPANUS U CMBPT MOopaan 0bOpedHo 3a00IsBaHe) €

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

B 52-cenvuuno nBo#iHocismno mnurane (STRIDE, NCT04560998) 792 manmentu ¢ auabdet tum 2
(AT2) u nepudepna aprepuansa 6onect (IIAB) c unTepmurenTHa Knayaukanus Ha Fontaine

cranuii Ila ca paHIOMH3UpaHU WK HAa ceMariayTy 1 mg BeIHBK CEAMUYHO, WK Ha I1anedo B
JOMBJIHEHNE KbM CTaHAAPTHOTO JiedueHue. [IppBrUUHAaTa KpaiiHa ToYKa € MIPOMsIHA B MAKCUMAaTHOTO
M3MUHATO PAa3CTOSHUE TP TECT C C TIOCTOSIHHO HATOBapBaHE Ha OsAraiia mbTeKa OT U3XOAHOTO HUBO
1o cenmuna 52. [ToTBbpAUTETHITE BTOPUYHN KPAiiHA TOYKH ca MPOMSHA B CKOpa 1o BrnpocHuka 3a
KaueCTBO Ha JKMBOT, CBbP3aHO ChC ChIOBH 3aboisaBanus-6 (Vascular Quality of Life Questionnaire-6,
VascuQoL-6) oT U3X0AHOTO HUBO 0 CEAMHUIIA 52 M MPOMSHA B M3MHHATOTO Pa3CTOsIHUE 0e3 OoJika OT
M3XOJTHOTO HHUBO JI0 ceamutia 52. VascuQoL-6 e BhIIpOCHHK, KOWTO BKITFOYBA JIOMEHHUTE OOJIKa,
COLIMAJTHO ¥ €MOIIMOHAIHO Bb3/IEHCTBUE U OTpaHUYEHHS Ha akTUBHOCTTa. CKOPBT Bapupa oT 6 10 24,
KaTo MO-BUCOKUTE CKOPOBE MOKA3BAT MO-100p0 37paBOCIOBHO cheTostHUE. CpeHaTa Bh3pacT Ha
poy4BaHaTa nomynauus € 67 ronuny, a 75,4% ot nauuenture ca Mbxe. Cpennuar UTM e

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

B STRIDE neuyenueto cbe cemarayTu | mg BeAHBK CEAMUYHO BOAU IO CTATUCTUYCCKU 3HAYUMO
mofo0peHNe Ha pe3yNTaTUuTe 32 (PYHKIIMOHATHHS KamauTeT (MaKCUMAITHO H3MHHATO Pa3CTOSHUE,
M3MHHATO pa3cTosHue 6e3 00IKa) U MaMeHTHT ChOOIaBa 3a CHMIITOMH U ITOBIIUSBaHE Ha
MHTEPMUTEHTHA KJiayauKaius (o0mr pesynraT nmo VascuQol-6) Ha ceamuiia 52 B CpaBHEHUE C
iame6o. OTHOCUTENHOTO MogoOpeHue oT 13% mpencrasisBa MearaHaTa Ha MPOMSHATA B
MaKCUMAaJTHOTO M3MHHATO pa3cTOsHUE OT 26 MeTpa Ha Osraiia mbTeka ¢ MOCTOSHHO HaToBapBaHe [ 12
—41] 95% CI (Tabauma 11).
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Tabauma 11: Pe3yaraTu 3a QyHKIIMOHAJIHUS KanaUTeT U 0011 ckop mo VascuQoL-6 ot
STRIDE

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

MakcHMaTHO H3BMHHATO pa3cTosinue (MeTpH)

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

OITpEICIICH NANEHT"

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

W3xoaH0 HUBO® (MeraHa) 119,00 109,00

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

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

H3xoaHo HUBO (MeauaHa) 15,0 15,0

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

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

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

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

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

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

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

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

Pezynmamu no omnowenue Ha 6vbpeyume

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

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

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

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

HR: 0,76
95% CI [0,66 — 0,88]

MMarnmenTu cbe crourue (%)

bpoii yyacTHUIHM B PUCK
CemariryTua

Ilnaue6o

Bpeme ot pangomusupaseTo (Mecewu)

CemarmyTujg ILnane6o
®urypa 5 OyHKuus Ha KyMYJATHBHATA YeCTOTA HA BPeMeTo 10 IbPBaTa MosiBa HA ITbPBUYHMS
ChCTaBeH Pe3yJITaT: HA4aJI0 Ha mepcucTupamo >50% namanenne Ha eGFR, Hayano Ha
nepcuctupam eGFR <15 ml/min/1,73 M2, 3anouBane Ha XxpOHN4HA OHOPEYHA 3aMeCTHTEIHA
Tepanus, 0b0peYHa CMBPT WM ChbpAedHOCHA0BAa cMBPT (FLOW)

Bpob crouTHs/

AQHAIIN3UPAaHU yYaCTHUIIN

HR [95% CI] (Sema 1,0 mg; ITnane60)
[TbpBuYHA KpaiiHa TOYKA I-'-l 0,76 [0,66; 0,88] 331/1 767; 410/1 766
IMepcucrupama >=50% pexykuns na eGFR I—!—' 0,73 [0,59; 0,89] 165/1 766; 213/1 766
Iepcucrupama eGFR<15 = 0,80 [0,61; 1,06] 92/1767; 110/1 766
BnOpeuna 3amectuTeHa Tepanus |—'—-| 0,84 [0,63; 1,12] 87/1767; 100/1 766
BbGpedna cMbpT | | 0,97 [0,27; 3,49] 5/1767; 5/1 766
CBbpIedHOCH10BA CMBPT |—v—| 0,71 [0,56; 0,89] 123/1 767, 169/1 766
MACE |—O—| 0,82 [0,68; 0,98] 212/1 767; 254/1 766
Hedaranes Muoxapaes uudapkr —H 0,80 [0,55; 1,15] 52/1 767; 64/1 766
Hedaranen nucynt H— 1,22 [0,84; 1,77] 63/1767; 51/1 766
ChpaeyHOCHI0BA CMBPT = 0,71 [0,56; 0,89] 123/1 767; 169/1 766
CMBPT 110 KAKBATO M J1a € IPUYHHA |—.—| 0,80 [0,67; 0,95] 227/1767; 279/1 766
B noma ta B noma na

Sema 1,0 mg IlnaneGo

1 I I I

0,2 0,5 1 2 5

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

Tenecno meano

Crnen egHa rofiiHA Ha JIEYSHUE Ce MOCTHTa 3aryba Ha TersoTo ¢ > 5% u ¢ > 10% npu mosede
ydacTHUIM, puemanty cemartytun 0,5 mg (46% u 13%) u 1 mg (52-62% u 21-24%), B cpaBHEeHuE C
AKTHUBHUTE CPaBHUTEIHH NMPoayKTH cutarnuntul (18% u 3%) u exzenarug ER (17% u 4%).

25



B 40-cenMryHOTO M3NMKUTBaHE CIPSAMO TyJAridyTHA Ce IOCTUra 3aryda Ha TersinoTo ¢ >5% u >10% npu
MoBeue yyacTHHIH, npuemaiiy cemarmyTan 0,5 mg (44% u 14%) B cpaBHenue ¢ gynarmytun 0,75 mg
(23% u 3%) u cemarnytua 1 mg (10 63% u 27%) B cpaBHeHue ¢ gynarnytua 1,5 mg (30% u 8%).

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

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

Kpweno nanscane

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

HCZ[I/IaTDI/I‘lHa omyJjanusa

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

5.2 dapMakoOKHHETHYHHU CBOHCTBA

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

Abcopouus

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

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

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

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

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

Eanmunupane

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

CneunanHa OonyJianusa

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

Ilon, paca u emnoc

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

Tenecno meano

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

bvoOpeuno yepescoane

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

Yeprodpobuo yepescdatie

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

Ieouampuuna nonyrayus
CemarnyTu/ HE € H3CJICIBAH B ITeIUATPUYHA TTOIYJIAITHS.

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

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

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

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

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

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

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

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

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

IIpeaBapuTeaHO HAITBJIHEHA MHUCATKA

HunatpueB pocdar auxuapat

ITponuneHrnmkomn

denon

XJ10poBOJOPOAHA KUCETHHA (3a KopeKius Ha pH)
Hatpues xunpokcun (3a kopekuust Ha pH)

Bona 3a nmxeknuu

HD CABAPUTECIHO HAITbJIHCHA CIIPUHITIOBKA

JunatpueB docdar muxuapar

Hatpues xnopun

XIopoBOOpOIHA KHCeTHHA (32 Kopekiusa Ha pH)
Harpues xunpoxcuy (3a kopekius Ha pH)

Bopa 3a urxexiuu

6.2 HecbBMECTHMOCTH

[Tpu nunca Ha IpoyYBaHHS 32 ChBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT He TPsIOBA J]a ce CMeCBa ¢
JIPYTH JIEKAPCTBEHU MPOIYKTH.

6.3 Cpok Ha rogHocT

IIpenBapuTeIHO HaTbJIHCHA ITHMCAIKA

HD €Y ITbPBOTO M3MOJ3BAHC

3 roguHu

Crne nppBOHAYAIIHO OTBAPSHE

Cpoxk Ha TOAHOCT IO BpeMe Ha ynoTpeda

Ozempic 0,25 mg, 0,5 mg, I mg u 2 mg (nucaaxu ¢ 4 0o3u)
6 ceqmMuI

Ozempic 0,5 mg u 1 mg (nucaaxu ¢ 8 0o3u)
8 cenmunm

Ha ce cexpanssa mox 30 °C unu B xnaguinuk (2 °C—8 °C). He 3ampazssaiite Ozempic. Koraro He
M3MON3BaTe MUCAKaTa, ChXPaHsIBalTe s C MOCTABeHA Karayka, 3a Jia ce Mpe/a3y OT CBETIHHA.

[IpeaBapUTEIHO HAITBJIHEHA CIPUHIIOBKA
2 TOOVHU

Ozempic Moske 1a ce ChbXpaHsIBa U3BbH XJIAIWIHKUK 10 28 THH NPU TeMIiepaTypa He Mo-BHCOKa OT
30 °C. H3xBbpJeTe COPUHIIOBKATA, aKO € ChXpaHsIBaHa W3BbH XJIAAWIHUK IIOBEYE OT 28 JHH.

6.4 CneuuajHu ycja0BHUS HA CbXpPaHeHUe

Ja ce cpxpanspa B xnaauwiHuk (2 °C—8 °C). [la ce cbxpaHsBa jajied OT OXJIaKIAllKs SIEMEHT.
He 3ampa3zsBaiite Ozempic.
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IIpeaBapuTeaHO HAITBJIHEHA MHUCATKA

C’BXpaHHBaﬁTe MucaljikaTta ¢ IOCTaBCHA Kallavuka, 3a a CC IMpcAria3u OT CBCTJIMHA.

3a ycloBusATa Ha ChbXPAaHEHHUE CJICH IbPBOHAYAIHO OTBAapsHE Ha JICKAPCTBEHHMSI IPOAYKT BHIKTE
TOYKa 6.3.

HD CABAPUTCIHO HAITbJIHCHA CITPUHITOBKA

ChxpaHsiBaiiTe CIPUHLIOBKAaTa B OpPUTHHAIHATA KAPTOHEHA OMaKOBKa, 3a J1a Ce Mpena3d OT CBETIHHA.
6.5 Buau chabpiKaHue HA OMAKOBKATA

IIpeaBapuTeIHO HAITBJIHEHA MHCATKA

Crexiten matpoH 1,5 ml wu 3 ml (cTekito Tun 1), 3aTBOpEH B eMWHUS Kpail ¢ TyMeHa 3aITyIraika
(x;mopobyTHI), a B APYTHS — C ATlYMAHHEBA Karadka ¢ JaMUHUPAH TyMEH THCK
(6pomoOyTII/IONTUM30MIPEH). [1aTpOHBT € MOCTaBeH B PEIBAPUTEITHO HAITBIHECHA THCAJIKA 32
€JIHOKpaTHa yrnoTpeda OT MOJUIPOIUIICH, IIOJIMOKCUMETHIICH, MTOJIMKApOOHAT U aKPUIIOHUTPHIT
OyTa/JIMeH CTHPEH.

HD CABAPUTCIHO HAITBJIHCHA CIIPUHITIOBKA

Crrritena cripuamoBka 1 ml (cTekimo tun 1), ¢ mpukperieHa uriia oT HephKIaeMa CToMaHa, TBBPH
npeamnasuren Ha uraara (tun ll/monuusonpeH) u rymeHa riasa Ha OyTanoTo (tun I/xmopobyTui).
[IpenBaputenHo HarbJIHEHATa CHPUHIIOBKA € CrI00€Ha ¢ MOJIUIPONMICHOBO CTHOI0 Ha OyTalloTO U
HOJMIPOITMIICHOBA IIPUCTABKA 3 ITOCTABSHE Ha MIPBCTHUTE.

BI/I}_'[ Ha OnmaKoBKaTa

IIpeaBapuTeaHO HAITBJIHEHA MHCATKA

Ozempic 0,25 mg undxcexyuoner pa3meop
Besika npeaBapuTelIHO HaIbJIHEHA MUcanka chabpika 1,5 ml pasrBop, gocrassin 4 1o3u mo 0,25 mg.
| mpeaBapuTEIHO HATbJIHEHA MUcaNIKa ¥ 4 Uiy 3a eaHokpaTtHa ynorpeda NovoFine Plus

Ozempic 0,5 mg unoiceKyuoneH pazmaop

1,5 ml: Besika mpeiBapuTENTHO HAIThIIHEHA THCAKa Chabpika 1,5 ml pastBop, mocrassig 4 1034 110
0,5 mg.

1 mpenBapUTEIHO HAIIbJIHEHA MUCANIKA U 4 UIJIK 3a eqHokpaTHa yrnorpeda NovoFine Plus

3 mpenBapUTEIHO HAIbJIHEHU UCANIKK U 12 urim 3a efHoKpaTHa yrnoTpeda NovoFine Plus

3 ml: Besika mpeBapUTEIIHO HAMMBJIHEHA MUCANKA ChbpXka 3 ml pa3rBop, K0CTaBsIl 4 1031 110
0,5 mg.

| mpeaBapuTEIHO HATbJIHEHA MUCaNKa ¥ 4 Uriu 3a eaHokpaTtHa ynorpeda NovoFine Plus

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

3 ml: Besika mpeiBapuTeIIHO HAITBJIHEHA THCAIKA Chbpika 3 ml pa3TBOp, JOCTABSAIN 8 1031 110
0,5 mg.
1 mpenBapUTEIHO HAIIBJIHEHA MTUCAJIKA U 8 UIJIU 3a eqHOoKpaTHa ynorpeda NovoFine Plus

Ozempic 1 mg unocexyuonex pasmeop

Bcesika npeaBapuTenHO HabJIHEHA MTUCAJKa chabpxKa 3 ml pa3TBop, Aoctassam 4 1o3u o 1 mg.
1 mpenBapUTEIHO HATBJIHEHA MTUCAJIKA U 4 UTJIU 3a eqHoKpaTHa ynorpeda NovoFine Plus

3 mpenBapUTETHO HATBITHEHN MTUCANKH U 12 urim 3a enHOKpatHa yrnoTpeda NovoFine Plus
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Besika npeaBapuTelIHO HaIbJIHEHA MMUCANKa ChAbpka 3 ml pa3TBop, AocTaBsi 8 q103u 1mo 1 mg.
1 mpenBapUTEIHO HAIIbJIHCHA MUCANIKa U 8 UIJIK 3a eqHokpaTHa yrnorpeda NovoFine Plus

OzempicC 2 Mg unotceKkyuoHeH pazmeop

Bcsika mpeaBapuTeIHO HaIbJIHEHA MUCANKa ChAbPKa 3 ml pa3TBOp, AOCTaBSINI 4 103U 10 2 mg.
1 mpenBapUTEIHO HAIIbJIHEHA MUCANIKA U 4 UIJIK 3a eaqHokpaTHa yrnorpeda NovoFine Plus

3 mpeaBapUTENHO HATBJIHEHH MUcaiku U 12 urim 3a eaHokpartHa ynorpeda NovoFine Plus

HD CABAPUTCIHO HAITBJIHCHA CITPUHITOBKA

Ozempic 0,25 mg undxcexyuoner pa3meop

Bcsika mpenBapuTennHo HaITbIHEHA CIPUHITOBKA chabpxka 0,5 ml pazrBop, mocrapsm 1 go3a mo

0,25 mg.

4 mpeBapUTEITHO HATBJIHEHHU CIIPUHIIOBKH

Ozempic 0,5 mg unoiceKyuoHeHn pazmeop

Bcesika nmpeBapuTelHO HaITbJTHEHA CIIPUHIIOBKA ChIbpxka 0,5 ml pazrBop, nocrassi 1 go3a mo 0,5 mg.
4 mpeBapUTEITHO HAITBITHEHU CIIPHHIIOBKH

Ozempic I mg undicexyuonen pasmeop

Bcesika mpeaBapuTeHO HaITbJTHEHA CITPUHIIOBKA Chabpxa 0,5 ml pa3tBop, mocrassmy 1 go3a mo 1 mg.
4 mpeaBapUTEITHO HAITBITHEHN CIIPHHIIOBKH

He Bcuuku BHI0OBE OTAaKOBKU MOTAT Aa OBJIAT ITyCHATH B POAAKOA.

6.6 CnenuajHu npeanasHu MepKH NPHU U3XBbPJsiHe U padoTa

Ozempic He TpssOBa Ja ce M3MOJ3Ba, aKO HE M3IIIeK 12 ONCThp U OE31BETEH WU TTOYTH OE3IBETEH.

Ozempic He TpsIOBa 1a ce U3I0JI3Ba, aKO € OMJI 3aMpa3siBaH.

Hewsnon3BaHusT neKapcTBEH NPOIYKT U IPYTUTE OTNAABYHN MaTepUalin TPpsOBa J1a ce U3XBBHPIIAT B
CBOTBETCTBUE C MECTHUTE U3MCKBAaHUS.

IIpenBapuTenno HambJIHEHA NUCATIKA

[Naruenture TpssOBa 1a ObJAT MOCHBETBAHU J1a U3XBBPIIAT UTIIUTE CIIC BCAKA WHXKEKITHS U 13
ChXpaHsBaT MUcalikaTa 0e3 MocTaBeHa uria. ToBa MOXe Ja MPEIOTBPATH 3allyllIBaHe Ha UTJIHTE,
3aMbpcsiBaHe, MHOEKIUS, H3THYAHE Ha Pa3TBOP U HETOYHO JIO3MpaHe.

[Mucankara e npeaHa3HaueHa 3a ynorpeda camo OT €/IMH Y0BEK.

Ozempic MOXe Ja ce Ipujiara ¢ urm 3a eaHokparHa ynorpeda 30G, 31G u 32G ¢ apipkuHa 10 8 mm.

HD CABAPUTCIHO HAITbJIHCHA CITIPUHITOBKA

CHpI/IHLIOBKaTa € MpeAHa3Ha4YCHa CaMO 3a CAHOKpATHA yHOTpe6a.

7. HNPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveaerd
Janus
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8. HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/002
EU/1/17/1251/003
EU/1/17/1251/004
EU/1/17/1251/005
EU/1/17/1251/006
EU/1/17/1251/010
EU/1/17/1251/011
EU/1/17/1251/012
EU/1/17/1251/013
EU/1/17/1251/014
EU/1/17/1251/015
EU/1/17/1251/016
EU/1/17/1251/017
EU/1/17/1251/018

9. JATA HA II'bPBO PA3PEINABAHE/TIOJJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Hara Ha mepBo paszpemasane: 08 dhespyapu 2018 r.
[Hata Ha nocienHoTo noaHoBsiBaHe: 21 centemBpu 2022 1.

10. JOATA HA AKTYAJIUBUPAHE HA TEKCTA

[Monpo6Ha nHDOpMaIMs 3a TO3U JICKAPCTBEH MPOJIYKT € MPeIocTaBeHa Ha yeOcalita Ha EBpomneiickara
areHIus 1o JieKapcTBaTa http:// www.ema.europa.eu.
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INPUJIOKEHHUE 11

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

YCJIOBUA UK OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3UCKBAHUS HA
PA3SPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA UJIN OTPAHUYEHMUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA
MNPOAYKT
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A.  TNPOU3BOJUTEJI HA BUOJIOT'MYHO AKTUBHOTO BEIIECTBO 1
IMPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOX/IABAHE HA ITIAPTUIN

Hme n aJpEC HAa MPOM3BOAUTECIIA HA OMOJIOTUYHO AKTHBHOTO BCIICCTBO

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Haaus

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

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

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres

Opanuus

IleyaTHaTa TMCTOBKA Ha JICKApCTBCHUSA NPOAYKT TpSI6Ba JAa CbAbpiKa UMCTO U aApeCa Ha
MMPOU3BOAUTCIIA, OTTOBOPCH 3a OCBO60)KI[aBaHeTO Ha CbOTBCTHATA MAapTHUIA.

b. YCJI0OBHMA NWIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MIPOAYKT C€ OTILYCKa I10 JIEKApCKO MPEANUCAHHUE.

B. JPYI'UM YCJIOBUA U UBUCKBAHMUS HA PASPELHIEHUETO 3A YIIOTPEBA
. Ilepuoguynu akTyaJau3upanu aokjaaau 3a oezonacuoct (ITAIB)

Wsuckpanmsta 3a nogasane Ha [TAJIb 3a To3u JeKapcTBEH MPOAYKT Ca MMOCOUYEHHU B CIIUCHKA C
pedepentauTe natu Ha EBponetickus cpio3 (EURD crucek), mpensuaen B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BB BCUYKH CIIeIBAIN aKTyaIN3alNH, ITyOJIMKYBAaHU HA €BPONEHCKUS
yeOrmopTai 3a JieKapcTBa.

r. YciaoBusi WJiM OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

[IpurexatensT Ha pa3pemennero 3a ynorpeda (IIPY) tpsbBa na n3BbpIiBa H3UCKBAHUTE JEHHOCTH H
IIEWCTBHS, CBBP3aHU C TIPOCieasIBaHe Ha JIeKapCTBeHAaTa O€30IacHOCT, TOCOUeHH B oo0peHus I1VP,
npencrased B Mozyn 1.8.2 Ha pa3penieHuneTo 3a ynorpe0a, KakKTo U BbB BCHUKH CJICABALIN 0JJ00PEHH
akTyanu3auuy Ha ITYP.

Axrtyanusupat [1YP tpsiOBa na ce moaasa:

. 1o “ckane Ha EBpornelickaTta areHmus 1o jekapcTnara

. BUHArW, KOraTo ce U3MEHs CUCTeMaTa 3a YIpaBJCHUE Ha PUCKa, 0COOEHO B pe3yiTaT Ha
NoJly4aBaHe Ha HOBa MH(OpMaIus, KOATO MOXKe Aa AOBEAE A0 3HAYMMHU IIPOMEHH B
CHOTHOIICHHUETO T10J13a/PHUCK, I KaTo Pe3yNTaT OT JOCTUTaHe Ha BaKeH eTal (BbB BPb3Ka C
npociieAsBaHe Ha JISKapCTBeHAaTa 0€30MaCHOCT WIIN CBEXAAaHE HA PUCKA JO MUHUMYM).
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INPUJIOKEHHUE 111

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

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

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

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

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

3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

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

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

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

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

[penu ymotpeba nmpoyereTe JIUCTOBKATA.
BEJIHBXK CEMUYHO

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

IMOAKOXHO IMPUIIOKCHUEC

OTtBoOpeTe Tyk

IToBauruere Tyk

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

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

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

| 9. CHHELHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

| 12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/002

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

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

JIByn3smMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

Ozempic 0,25 mg uHKeKIHs
CeMariyTh/I
MOAKOKHO TPHIIOKEHHE

2. HAYMH HA ITPUJIOKEHUE

BCAHBXK CCAMUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbABbPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

1,5ml
(4 mo3m)

| 6. JIPYTO

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

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

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

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

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

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

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

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

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

| S. HAYMH HA TPUJIOKEHMWE U ITbT HA BHBEXKJIAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA.
BEIHBK CEIMUIHO

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

MOIKOXHO TPUIIOKCHHE
OTtBOpETE TYK

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

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

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

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

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

T'omen mo:

M3xBbpreTe nucankara 6 CEIMHIIN CIEA TEPBOTO U3IIOI3BAHE.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

12.  HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

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

13. TAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

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

Ozemmuk 0,5 mr

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

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

Ozempic 0,5 mg nmxekuus
CeMariyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbABPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

1,5ml
(4 no3m)

6. JPYTO

Novo Nordisk A/S

a4



JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

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

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

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

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

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

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

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

| 5. HAYMH HA TPUJIOKEHMWE U ITbT HA BHBEXKIAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA.
BEIHBK CEIMUIHO

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

MOIKOXHO TPUIIOKCHHE
OTtBOpETE TYK

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

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

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

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

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

T'omen mo:

M3xBbpreTe nucankara 6 CEIMHIIN CIEA TEPBOTO U3IIOI3BAHE.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

12.  HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

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

13. TAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

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

Ozemmuk 0,5 mr

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

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

Ozempic 0,5 mg nmxekuus
CeMariyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbABPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

3ml
(4 no3m)

6. JPYTO

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

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

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

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

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

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

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

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

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

| S. HAYMH HA TPUJIOKEHUME U ITBbT HA BBBEKJIAHE

[penu ymotpeba nmpoyereTe JIUCTOBKATA.
BEJIHBXK CEMUYHO

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

IMOAKOXHO IMPUIIOKCHUEC

OTtBoOpeTe Tyk

IToBauruere Tyk

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

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

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

| 9. CIHHELHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

| 12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/014

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

O3zemnuk 0,5 Mr
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| 17. YHMKAJIEH WJIEHTH®UKATOP — JIBYU3MEPEH BAPKOJ

JIByn3smMepeH 6apKoJ1 ¢ BKIIOYCH YHUKAICH HICHTU(PUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

Ozempic 0,5 mg nmxekuus
CeMariyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbABPKAHUE KATO MACA, OBEM WJIN EIUHUIIN

3ml
(8 nozm)

6. JPYTO

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

KAPTOHEHA KYTUA

1. UME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 1 mg UHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HATbJIHEHA MHCAIIKA
ceMariyTusI

2. OBABABAHE HA AKTUBHOTO BEIMECTBO

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

3. CIINCBK HA IIOMOINHUTE BEINECTBA

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

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

HWHKCKIITUOHCH pa3TBOP

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

| 5. HAYYH HA ITPUJIOKEHUE U TbT HA BBBEXKJIAHE

[Ipenu ynoTtpeba mpoyerere JIUCTOBKATA.
BEJIHBX CEIMUYHO

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

MOJIKOXHO TPUIIOKCHHC
OTtBOpETE TYK

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

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

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

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

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

T'omen mo:

M3xBbpreTe nucankara 6 CEIMHIIN CIEA TEPBOTO U3IIOI3BAHE.

| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

12.  HOMEPA HA PASPEHIEHHUETO 3A YIIOTPEBA

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

13. TAPTHUJAEH HOMEP

[Naptuna:

| 14, HAYMH HA OTIIYCKAHE

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

Osemmuk 1 mr

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

JIByn3mepeH 6apKoJI ¢ BKIFOYEH YHUKAJICH HICHTH(DHUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

Ozempic 1 mg MHKeKIus
CeMariIyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbIABPKAHUE KATO MACA, OBEM WJIX EJUHUIIN

3ml
(4 mo3m)

| 6. JPYIO

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

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 1 mg UHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEIHO HATBIHEHA MTHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

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

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

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

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

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

| S. HAYMH HA TPUJIOKEHUME U ITBbT HA BBBEKJIAHE

[penu ymotpeba nmpoyereTe JIUCTOBKATA.
BEJIHBXK CEMUYHO

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

IMOAKOXHO IMPUIIOKCHUEC

OTtBoOpeTe Tyk

IToBauruere Tyk

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

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

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

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

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

| 9. CHHELHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

| 12. HOMEPA HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/015

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

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

JIByn3mepeH 6apKojI ¢ BKIFOUEH YHUKAJICH HICHTH(DHUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

Ozempic 1 mg MHKeKIus
CeMariIyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbIABPKAHUE KATO MACA, OBEM WJIX EJUHUIIN

3ml
(8 mo3m)

| 6. JPYIO

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

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 2 mg UHXKEKIIMOHEH Pa3TBOP B MPEJABAPUTEITHO HAMTbJIHEHA MHCAIIKA
CeMariIyTusa

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

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

3. CIIUCBK HA TIOMOIIIHUTE BEIIECTBA

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

4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

HMHXXEKIIMOHEH Pa3TBOP

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

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

[Ipenu ynotpeba mpoyerere JIMCTOBKATA.
BEIHBK CEIMUIHO

Hznomn3saiite ceMariayTua BEAHBXK CCAMUYIHO

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

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

MOJTKO’KHO TIPUIIOKEHHE
OTtBOpETE TYK

[ToBournere Tyk

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

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

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

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

T'onen mo:

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

| 9. CIHEIIUAJIHHU YCJIOBUSI HA CbXPAHEHUE

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

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

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

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

12. HOMEPA HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/010 1 mucanka u 4 Wrim 3a eTHOKpPAaTHA YIIOTpeOa
EU/1/17/1251/011 3 mucanku u 12 Uiy 3a €IHOKpaTHA YIoTpeoOa

13. TAPTHUAEH HOMEP

ITaptuna:

| 14. HAYUH HA OTITYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

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

JIByn3mepeH 6apKoJI ¢ BKIFOUEH YHUKAJICH HICHTH(DHUKATOD

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

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

ETUKET HA IIPEJIBAPUTE/JIHO HAITBJIHEHATA ITMCAJIKA

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

OzempicC 2 mg MHXEKLHs
CeMariIyTua
HO/IKOXKHO TIPHIIOKEHHUE

2. HAYMH HA ITPUJIOKEHUE

BEIHBX CEAMHUYHO

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

EXP

4. IHAPTUJIEH HOMEP

Lot

| S. CBbIABPKAHUE KATO MACA, OBEM WJIX EJUHUIIN

3ml
(4 mo3m)

| 6. JPYIO

Novo Nordisk A/S

64



JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS (IlpeaBapuTe/iHO HATBJIHEHA CIPUHIIOBKA)

1. HUME HA JIEKAPCTBEHUA TPOAYKT

Ozempic 0,25 mg MHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAIBIHEHA CIIPUHIIOBKA
CeMarityTusI

2. OBSBSABAHE HA AKTUBHOTO BEIIECTBO

Bcesika npeBapuTesIHO HaITbJIHEHA CITPUHIIOBKA Chabprxka 0,25 mg cemaraytuz B 0,5 ml (0,5 mg/ml).

3. CIIUCBK HA TIOMOIIIHUTE BEHIECTBA

IMomornixm BeliecTBa: quHATpHEB pochaT TMXUapart, HATPUEB XJIOPHI, XJIOPOBOIOPOIHA
KHCEITMHA/HATPUEB XUAPOKCH]T (32 Kopekius Ha pH), Bosa 3a mmkeknyu. Bukre IMcToBKaTa 3a
MOoBeYe UHPOPMAIIHSL,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Wuxek1roHeH pa3TBop
4 peIBapuTEITHO HAITBJIHGHU CIIPUHIIOBKH (1 cripwHIIOBKA mocTaBs 1 mo3a)

5. HAYMH HA ITPUJIOKEHUE U ITbT HA BBBEXKJIAHE

TTOAKOYKHO TIPHIIOKCHIE
BEIHBX CEAMHUYHO

IIpenu ynorpeba npoyereTe IUCTOBKATA.
Camo 3a eHOKpaTHa ynotpeoa.

OTtBopeTe

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

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 ACIA.

| 7. APYI'U CIIEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINUMO

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

T'omen mo:
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| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpansiBa B XJIaJuiIHUK. Ja He ce 3aMpassiBa.

CrxpaHsBaiiTe IpeIBapUTEITHO HATBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 32 J1a Ce
npeAnasy oT CBETIUHA.

WzxBBbpaeTe npenBapuTeIHO HAITBITHEHATA CIIPUHIIOBKA CIIeN yIoTpeoa.

10. CHELUWAJIHU NPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

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

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

| 12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/17/1251/016

13. TMAPTHUJAEH HOMEP

[aptuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. VYKA3AHWNA 3A YIIOTPEBA

| 16. HUH®OPMAIIMA HA BPAMJIOBA A3BYKA

Ozemrmuk 0,25 Mr

| 17. YHUMKAJIEH WIEHTH®UKATOP — IBYU3MEPEH BAPKO/

JIByn3zmMepeH 0apKoA ¢ BKIIOYEH YHUKAIEH HICHTU(DUKATOD.

| 18. YHUMKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EIUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIPEJIBAPUTE/IHO HAIIBJIHEHATA CITPUHIIOBKA

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

Ozempic 0,25 mg uHKeKIms
CeMariTyTh/I
s.C.

| 2. HAYYH HA ITPUJIOKEHUE

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

| 5. CBbABPKXAHUE KATO MACA, OBEM WJIN EJUHUIIN

0,5 ml

(1 mo3a)

| 6.  JPYIO

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

KAPTOHEHA KYTHUS (IlpenBapuTte/iHO HATbJIHEHA CTIPUHLIIOBKA

1. NUME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 0,5 mg HHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAITbJIHEHA CIIPHHIIOBKA
ceMariyTusa

2. OBABABAHE HA AKTUBHOTO BEIECTBO

Bcesika npeaBapuTeNHO HaTbJIHEHA COPUHIIOBKA chabpka 0,5 mg cemarmytua B 0,5 ml (1 mg/ml).

3. CIINCBK HA IIOMOINHUTE BEINECTBA

ITomoriHY BeliecTBa: TUHATPUEB GocdaT AUXUAPAT, HATPHEB XJIOPHI, XJIOPOBOJAOPOTHA
KHCEMHA/HATPUEB XUAPOKCHU (3a Kopeknusa Ha pH), Boja 3a nmkeknnu. BikTe TUCTOBKaTA 32
MoBeYe HH(pOpMaIHsL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

WHXeKIMOHEH pa3TBOp
4 peIBapuUTEITHO HAITBJIHEHU CIIPUHIIOBKH (1 cripwHIIOBKA HocTaBs 1 mo3a)

5. HAYYH HA ITPUJIOKEHUE U TbT HA BBBEXKJIAHE

IMOAKO>XHO IPUIIOXKECHUEC
BCAHBXK CCAMUYHO

IIpenu ynorpeba npoyereTe IUCTOBKATA.
Camo 3a eHOKpaTHa ynortpeoa.

OTtBopere

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

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 34 ACIA.

| 7. APYT' CHEIMAJIHU ITPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpansiBa B XJIaJuIHUK. Ja He ce 3aMpassiBa.

CobxpansBaiiTe IpeIBapUTEIHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKa, 3a J1a Ce
npeAnasy oT CBETIUHA.

UzxBBpIieTe mpeBapuTEHO HATbITHEHATA CIIPUHIIOBKA CJIe]| yHoTpeoa.

10. CHEHUWAJIHU ITPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NI OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJPEC HA IPUTEXKATEJISAA HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/017

13. TMAPTHUJAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIIYCKAHE

| 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

O3zemnuk 0,5 Mr

| 17. YHUMKAJIEH WIEHTH®UKATOP — IBYU3MEPEH BAPKOJ

JiBynsmepeH 6apKo ¢ BKIIIOUEH YHUKAJICH UACHTU(DHUKATOD.

| 18. YHUMKAJIEH WJIEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN

69



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

ETUKET HA IIPEJIBAPUTE/IHO HAIIBJIHEHATA CITPUHIIOBKA

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

Ozempic 0,5 mg nmKkekys
CeMariyTh/I
s.C.

| 2. HAYMH HA ITPUJIOKEHUE

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

| 5. CBbABPKXAHUE KATO MACA, OBEM WJIN EJUHUIIN

0,5 ml

(1 mo3a)

| 6.  JPYIO

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

KAPTOHEHA KYTHSI (IlpeaBapuTeHO HABJIHEHA CIPHHIIOBKA)

1. NUME HA JIEKAPCTBEHUS TPOAYKT

Ozempic 1 mg uHXEKIHOHEH Pa3TBOP B MPEABAPUTEITHO HAMTBJIHEHA CIIPHUHIIOBKA
ceMariyTujI

2. OBABABAHE HA AKTUBHOTO BEIMECTBO

Bcesika npeaBapuTenHO HaTbJIHEHA COPUHIIOBKA chabpka 1 mg cemarnytua B 0,5 ml (2 mg/ml).

| 3. CIIMCBK HA IIOMOINHUTE BEIIECTBA

ITomoriHY BeliecTBa: TUHATPUEB (hocdaT AUXUAPAT, HATPHEB XJIOPHI, XJIOPOBOJAOPOTHA
KHCETMHA/HATPUEB XUAPOKCH] (3a Kopekims Ha pH), Bojia 3a urKeKiuu. BIKTe JIMCTOBKATa 32
MmoBeYe HH(pOpMAIHsL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

HHxexiroHeH pa3TBop
4 mpeBapUTEITHO HATBJIHEHY CITPUHIIOBKY (1 cipuHIIOBKa JTocTaBs 1 103a)

S. HAYMH HA ITPUJIOKEHUE U ITbT HA BBBEXIAHE

IMMOAKOXXHO IMPUJIOKCHUC
BCAHBXK CCAMUYHO

[Ipenu ynoTrpeba mpoyerere TUCTOBKATA.
Camo 3a emHOKpaTHA yrioTpeoa.

OTtBoOpere

6. CHHEHHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHABA HA MSCTO JAJIEYE OT IIOT'JIEJA U IOCEI'A HA JEIIA

I[a CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. JPYT'U CIIEUMAJIHM OPEJYPEXIEHUSI, AKO E HEOBXOJAMMO

| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:
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| 9. CIIEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ja ce cpxpansiBa B XJIaJuIHUK. Ja He ce 3aMpassiBa.

CobxpansBaiiTe IpeIBapUTEIHO HAITbJIHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMIAaKOBKA, 3a J1a Ce
npeanasy oT CBETJIUHA.

WzxBBpneTe npenBapuTEeTHO HATBITHEHATA CIIPUHIIOBKA CIIeNT yIoTpeoa.

10. CHEHMWAJIHU IPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NI OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJPEC HA IPUTEXKATEJISAA HA PASPEHIEHUETO 3A YIIOTPEBA

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

12. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

EU/1/17/1251/018

13. TMAPTHUJAEH HOMEP

ITaptuna:

| 14. HAYMUH HA OTIIYCKAHE

| 15. YKA3AHWUA 3A YIIOTPEBA

| 16. MH®OPMALIMS HA BPAIJIOBA A3BYKA

Osemmuk 1 Mr

| 17. YHUMKAJIEH WIEHTH®UKATOP — IBYU3MEPEH BAPKOJ

JiBynsmepeH 6apKo ¢ BKIIIOUEH YHUKAJICH UACHTU(DHUKATOD.

| 18. YHUMKAJIEH WJIEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN

72



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

ETUKET HA IIPEJIBAPUTE/IHO HAIIBJIHEHATA CITPUHIIOBKA

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

Ozempic 1 mg nmKeKIus
CeMariTyTh/I
s.C.

| 2. HAYYH HA ITPUJIOKEHUE

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

| 5. CBbABPKXAHUE KATO MACA, OBEM WJIN EJUHUIIN

0,5 ml

(1 mo3a)

| 6.  JPYIO

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

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

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

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

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

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

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

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

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

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

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

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

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

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

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

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

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

(hapmaneBT WM MEIUIINHCKA CECTpa.

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

He n3noa3saiite Ozempic

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

Ipexynpexnennus: u npeana3sHu MepKu

I'osoperte ¢ Bamus nekap, papmalieBT niv MEIUIIMHCKA CECTPa, MPEIH Ja U3MO0I3BaTe TOBA
JIEKapCTBO.
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Tora yiekapcTBO HE € CHIOTO KaTo MHCYJHWH U Bre He TpsOBa 1a ro u3Io3BaTe, ako:

. pa3BHeTe nrabeTHA KETOAlK03a — YCIIOKHEHUE MPU THadeT, IPOTHYAILO ¢ BUCOKA KPbBHA
3axap, 3aTpyJAHCHO JUIIIaHe, 00BbPKBaHE, IPEKOMEPHA JKaX/1a, CIIabK MUPHC HA ThXa WIH
ClaJbK WK METAJICH BKYC B yCTaTa.

Ozempic He ¢ HHCYJIMH ¥ IOPaK TOBa HE TPsAOBa /1a Ce U3M0JI3Ba KAaTO 3aMECTHTEI Ha HHCYJIMHA.

Ako 3HaeTe, 4ye Bu npencTou orneparus, Ipu KOSTO e ObJeTe 1Mo1 aHecTe3us (B CIISIIO ChCTOSHUE),
TpsiOBa Ja Kakere Ha Bamus jiekap, ye cre Ha jaedenue ¢ Ozempic.

HDO6J’I€MI/I ChC CTOMAXa M 4€pBaTa, U ACXHUApaTaiia

[To BpeMe Ha JIE€UEHUETO C TOBA JIEKAPCTBO MOXke J1a Bu ce moBaura (rajieHe) win ga uMaTte
MOBpBIIAHE WK Auapus. Te3n HeKeNaHu PeakIMu MOTaT J1a IPUYHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). BakHO € J1a mreTe 00MITHO KOJIMYECTBO TEYHOCTH, 32 Ja MIPEJOTBPATHTE ICXHpaTaIInsI.
Tora e ocobeHo BakHO, ako UMaTe Tpodiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms siekap, ako nmare
HSIKAKBU BBIIPOCU WIIH IPUTECHEHHMS.

CunHa u OPOABIKHUTCIIHA KOPEMHA 60HKa, KOATO MOXKE 1a CE€ ABJI’KH Ha OCTHP MAHKPCATUT

AKO UMaTe CHITHA U TIPOIBJDKUTENTHA 00JIKa B 00J1acTTa Ha CTOMaxa, He3abaBHO MOThPCETe JIeKap, Thil
KaTo TS MOJKE J1a € TIPU3HAK Ha OCTHP MMaHKPeaTHuT (Bh3MajaeH maHkpeac). Mol BIKTe Touka 4 3a
MpeIynpeANTEITHATE PU3HAIY 32 Bh3IAJICH TaHKpeac.

Hucka xpbpBHA 3axap (XMIIOTITUKEMUST)

KoMmOunmpaHneTo Ha cynhOHUTYPEHHH TPOU3BOAHM WIIH WHCYJIMH C TOBA JICKAPCTBO MOXKE J]a YBEIIHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIXKTE TOUYKa 4 OTHOCHO
MpeIynpeAnTETHATE PU3HAIM 33 HICKU HHBA Ha KpbBHATA 3axap. Bammsar nexap moxe 1a Bu
Ha3Hauu J]a ce U3CJIEe/IBAT HUBAaTa HA KpbBHATa Bu 3axap. ToBa 11e My IOMOTHE J1a ONpeeian Taau
J103ata Ha CyJI(pOHMITYPEHHOTO MPOU3BOHO WIIH MHCYJIMHA TPsiOBa Ja ce POMEHH, 3a J1a CE MOHIKU
PHUCKBT OT HACKA KpPBhBHA 3aXap.

3a0oJisiBaHE HA OYUTE BCJIEACTBUE HA NUA0ET (pETUHOIATHS)

AKo mMmare 3a00JsIBaHEe Ha OYUTE BCIIEACTBYE Ha quabeTra U U3MoN3BaTe WHCYINH, TOBA JIEKAPCTBO
MOJKeE Jia TOBEJIE JI0 BIIOIIABaHE Ha BaieTo 3peHne 1 ToBa MOXe Jla HalloxKu Jiedenue. Muadopmupaiite
JIEKaps CH, aKo UMaTe 3a00IIIBaHe HA OYMTE BCIICJCTBHE HA Ua0eTa WM aKO 110 BpeMe Ha JICYCHUETO
C TOBA JIEKAPCTBO MOIyYUTE MPOoOIeMH ¢ ounTe. B ciyyail ye mmare mOTEeHI[MaTHO HECTA0OMITHO
3a00JIsIBAHE HA OYMTE BCIICACTBUE Ha TuabeT, He ce mpernopbuBa Ja u3nonzsare Ozempic 2 mg.

Bueszannu npoMeHu B 3pennero Bu

Ako 3a0enexuTe BHE3aITHa 3ary0a Ha 3peHHe WK OBbP30 BIIOIIaBaHE HA 3pEHUETO MO BpeMe Ha
JICUEHHETO C TOBA JIEKapCTBO, He3abaBHO ce cBbpKeTe ¢ Bammus siekap 3a cbBeT. ToBa MoXe n1a ce
I'bJDKU Ha MHOTO PSIIKO Cpelallia ce HeXellaHa peakiysl, HapeueHa HeapTepUUTHA [IPeHA UCXEMUYHA
ontuyHa HeBponatus (HIIMOH) (Buwxre Touka 4: Cepno3Hy HEexXelaHu peakuun). Bammst nekap
Moke Aa Bu Hacouu 3a o4eH nperies 1 MOKe Aa € HAJIOKH J1a CIPETe JIEYEHUETO C TOBA JIEKAPCTBO.

HaI_II/IeHTPI ChC 320aBEHO n3MnpasBaHC HA CTOMaxa (raCTponape3a)

Axko umare 6aBHO (3a0aBeHO) U3IIpa3BaHe Ha CTOMaxa (HapedyeHo racTpormapesa), yrnorpedara Ha
Ozempic MOXe Jia JIOBeJIe 10 CEPUO3HH WK TEXKKH CTOMAIITHO-YPEBHU HEXellaHu chouTus. ['oBopete
¢ Bamms nexap, npeau na uznonzsate Ozempic.
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Jleua v roHOIIN
ToBa nekapcTBO HE ce MPEnopbuBa IIPHU JClia U FOHOIIN Ha Bh3pacT moj 18 roauuu, Thit Kato
Oe3omacHoOCTTa 1 e()MKACHOCTTA TIPU Ta3M BH3pacTOBa IPyIa BCE OIIE HE Ca YCTAHOBEHMU.

Apyru nexapcrBa u Ozempic

Tps6Ba na kaxere Ha Bamms nekap, ¢papmareBT Il MEJIUIIUHCKA CECTPa, aKO IpHeMaTe, HAaCKOpo CTe
MIPUEMalTi WU € Bh3MOXKHO J1a TIpueMaTe JPYTHU JICKapCTBa, BKIIFOUUTEIHO OMIIKOBU WIH APYTH
JIEKapCcTBa, KOMTO CTE KyNIIu 0e3 perenTa.

[o-cnienmanuo, nabopmupaiite Bammus iekap, GpapMarieBT Wi MEIUIIMHCKA CECTPa, aKO U3IOJI3BATE

JIEKapCTBa, ChAbPIKAILN HAKOE OT CICTHUTE:

. Bapdapun nnm apyru noqo0HU JieKapcTBa, IPUEMaHH MPe3 ycTaTa 3a HaMaJsIBaHe Ha
KPBBOCHCUPBAHETO (TIEPOPATHA aHTUKOATYJaHTH). Moke Ja ce HallOXKAT YECTH U3CIICABAHUS
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChCcUpBa KphBTa Bu.

. AKo mU3non3Bate HHCYINH, Bammsrt nekap e Bu 00sicHu Kak 1a HaMa uTe 103aTa Ha HHCYJINHA
u e Bu npenopbya fa ciaeauTe KpbBHATA CH 3axap I0-4eCcTo, 3a Ja W30erHeTe XUIepriInKeMUs
(BHCOKa KpbBHA 3aXap) U AuadeTHa KeToanuo3a (YCIoKHeHne Ha nuabeTa, KOeTO HaCThIIBa,
KOTaTO OPTraHU3MBT HE MOXKE JIa pa3rpaju II0Ko3aTa, Thil KaTo HsIMa TOCTAaThbUYHO HHCYJIUH).

BpeMeHHOCT 1 KbpMeHe
AKko cre OpeMeHHa WM KbPMHUTE, CMSITATe, Y€ MOXKeE Jja CTe OpeMeHHa, WK IUlaHupaTe OpeMEeHHOCT,
HoChBETBalTE ce ¢ Bamus nexap npeau ynorpebara Ha TOBa JIEKapCTBO.

ToBa nekapcTBO He TpsiOBa Ja ce M3II03Ba 10 BpeMe Ha OPEMEHHOCT, 3aIl0TO HE € U3BECTHO JTalli
3acsira 1oja. 3aToBa yrnorpedaTa Ha KOHTpALENIUS € PENopbYUTEIIHA, TOKATO U3M0I3BaTe TOBA
JeKapcTBO. AKO KenaeTe J1a 3adpeMeHeeTe, 00ChAeTe Kak Jja IPOMEHUTE JIeUeHUETO cu ¢ Bamus
JIeKap, Thil KaTo TPsOBa Jja cripeTe ynoTpedaTa Ha TOBA JIGKAPCTBO MOHE 2 Mecela MpeIBapUTeITHO.
Axo 3abpeMeHeeTe, TOKaTo U3I0I3BaTe TOBA JISKAPCTBO, TOBOPETE HE3a0aBHO ¢ JIEKapsl CH, T KaTo
neuyenueto Bu Tpa6Ba na Obe MpOMEHEHO.

He n3non3zBaiite ToBa J1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMara.

IModupane u padora ¢ MAIIUHU

Masko BepositHo ¢ Ozempic 1a nosnusie Ha criocoOHocTTa By 3a modupane u padora ¢ Mammau. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CyI(POHMITYPEHHN NPOU3BOIHYU WM UHCYJINH,
KpbBHaTa Bu 3axap Moke Jla ce MOHMKH (XUTIOTIINKEMHS ), KOSTO Ja oTciaabu criocooHocTTa Bu na ce
KoHIeHTpupare. He modwupaiite  He paboTeTe ¢ MalIMHU, aKO MOIYYUTE MPU3HALNKA HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpexxaeHus u npeanasHyd MepKHU' 3a HH(opMaIys OTHOCHO
MTOBHIIIEHUS PUCK OT HUCKA KPBbBHA 3axap, KAKTO W TOUKa 4 3a MpeayNpeInTETHATE TPU3HAIN Ha
HHUCKa KPBbBHA 3axap. | 'oBopeTe ¢ jekaps Cu 3a JOIbIHATETHA HHPOPMAITHSL.

ChabpkaHue HA HATPHIA
ToBa siekapcTBO ChABPKA MO-MaNKo oT 1 mmol HaTpuii (23 mg) Ha 7034, T.€. MOXKE Ja ce Kaxke, Ue
MPAKTUYECKU HE ChIbpiKa HATPUH.

3. Kak na uznoassare Ozempic

Bunarn n3nonsBaiiTe ToBa 1eKapcTBO TOYHO KakTo Bu e kazan Bammsar nekap. AKo He cTe CUTYpHU B
HeIo, nonuraiTe Bammms iekap, papMarieBT WM MEIHITUHCKA CECTPA.

Koaxko na n3nmoi3Bare

. Hauvannata no3a e 0,25 mg BeIHBX CEAMHUYHO 33 IEPHOJ OT YETHPH CEIMHUIIH.
. Cren yeTHpy ceIMUIIM JIEKapsIT 1ie yBenu4u fo3ata Bu g0 0,5 mg BeJJHBXK CEIMUYHO.
. JlexapsT Mo>ke 1a yBennuu fo3ata Bu 1o 1 mg BenHbK ceAMUYHO, ako KpbBHaTa By 3axap He

ce KOHTpOJIHpa A0CTATh4HO 100pe ¢ j103a 0,5 mg BeAHBK CCAMHYHO.

7



. Bammst nexap Moke a yBenudn 1o3ata Bu Ha 2 My BEAHBXK CEAMUYHO, aKO KpbBHaTa Bu
3axap He ce KOHTPOJIMpa JOCTaThUHO A00pe ¢ mo3a 1 My BeAHBXK CEAMHUYIHO.

He mpomensiite no3ara, ocBeH ako Bamusr nexap He Bu e xa3zan ga nHanpaBute ToBa.
Kak ce npuiaara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIHs 1oJ] KoxkaTa (MOJIKOKHO MHKeKTUpaHne). He nHxxekTupaiite BbB
BEHA WJIN MYCKYIL.

. Haii-moaxonamure MecTa 3a MHXEKTHpaHe ca MpegHaTa 9acT Ha OeapaTa, MpeaHaTa 4acT Ha
TanusaTa (Kopema), Uil TopHaTa 4acT Ha pbKara.
. [Ipenu na nznon3BaTe MucajkaTa 3a NPbB BT, Bammsr nekap nin MeIMIUHCKa cecTpa e Bu

MTOKaXKaT Kak /1a OopaBuTe C Hesl.
[MonpoOHM yka3aHus 3a yroTpeda ca JajeHu Ha ApyraTa CTpaHa Ha Ta3H JIMCTOBKA.

Kora na uznoassare Ozempic

J TpsiOBa aa U3MoN3BaTE TOBA JICKAPCTBO BEAHBK CEAMHYHO U 10 BH3MOXKHOCT — Ha €/IMH U ChIII
JIEH BCSAKA CEIMMUIIA.
. Moske 1a cu HampaBUTE MHXKEKITHUS TI0 BCSIKO BpEME Ha JICHs, HE3aBUCUMO OT XPaHEHUSATA.

3a 1a 3aloMHUTE MO-JIECHO, Y€ TOBA JIEKAPCTBO CE HHXKEKTUPA CaMO BEAHBK CEIMHUYHO,
NPENOPBUUTENHO € 1a OTOenexuTe n30paHus JIeH (Harp. cpsiaa) BbpXy KapTOHEHaTa KyTHs U Ja
3anycBaTe BbpPXY Hesl laTaTa MpU BCAKO MHKEKTHPAHE.

HpI/I H606XO,I[I/IMOCT MOXKETE Ja MIPOMEHUTE JACHA Ha €KCCCIMUYIHOTO MHXKCKTHPAHE Ha TOBa
JICKapCTBO, CTUTA Ja Ca U3MUHAJIA ITOHC 3 AHU CJIC ITOCJICAHOTO MY MHIKCKTUPAHC. C.He)l I/I36I/IpaHeTO
Ha HOB IACH MMPOABJDKETC MPUJIaraneTo BEAHBK CCIMUYIHO.

AKo cTe H3M0JI3BAJIN NOBeYe 0T HeoOxoaumaTa 103a Ozempic
AKO CTe M3MOI3BaIH MOBeUe OT HeoOxoaumaTta n1o3a Ozempic, BejHara naopmMupaiite Barms nekap.
BB3MoxHO € /1a Tony4nTe HesKeTaHW PEeaKIiy KaTo MOBAUTaHe (TajaeHe).

AKo cTe nmponycHaIM aa u3noJssare Ozempic

AKoO cTe MpoIyCHaIH J1a MHXEKTHUpaTe 1032 U:

. W3muHanm ca 5 wim 1mo-Manko JHH cjel MOMEHTa, B KOHTO € TPSOBaJIO /1a U3MOI3BaTe
Ozempic, MHXEKTHpaANTE o BeJHara, oM cu criomuute. Ciell ToBa HHXEKTHpaTe
cJenBaIiara cu J103a, KakTo 0OMKHOBEHO B TUTAHUPAHUS JICH.

. M3muHanm ca moBede OT 5 THU Clie]] MOMEHTa, B KOWTO € TpsAOBaio Aa m3noas3BaTe Ozempic,
MpecKoYeTe MmpomycHaTaTa qo3a. Cie ToBa HHKEKTHpaiTe cleIBaiara C1 103a, KakTo
OOWKHOBEHO B IUTAHUPAHHUS JICH.

He uznon3zBaiite ABOIHA 71032, 3a 1a KOMIIEHCUpATE MPOITycHaTaTa J03a.

AKko cTe cripesn ynorpedara Ha Ozempic

He criupaiite ynorpebaTa Ha TOBa JiekapcTBo, 0e3 Aa cre nHpopmupanu Bammus nexap. Ako s crpere,
HHUBOTO Ha KpbBHaTa Bu 3axap Moyke /1a ce IOBUILY.

AKO MaTe HSKAKBU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH ¢ yIoTpedara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bammus nekap, dapmaneBT Wi MEAULIMHCKA CECTPA.

4, Bb3MOKHH HeKeJTaHH Pe€aKkuIuun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPECAN3BHUKA HCKCIIAHNU PCAKIUH, BBIIPECKU Y€ HC
BCCKU I'1 1IOJIy4aBa.
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Cepn031m HEKEJIAaHU pCaKIUU

YecTu (Morat na 3acernat 1o 1 Ha 10 gymm)

. VYcnoxxHeHus Ha 3a00JIBaHETO HA OYMTE BCIIEICTBHE Ha quadera (peTrHonaTus) — TpsioBa 1a
Ka)keTe Ha JIeKaps CH, aKo 110 BpeMe Ha JICYUCHHETO C TOBA JICKAPCTBO MOIyYHUTE IPOOIEMH C
OYHTEe, KaTO MIPOMSHA B 3PEHHUETO.

HeuecTu (Morat na 3acersar 1o 1 nva 100 gymrm)

. Bp3manenne Ha mankpeaca (OCThp MAHKPEATHT), KOWTO MOJKE /1a TPUYMHH CHITHA OOJIKa B
cToMaxa 1 Irbp0a, KOsITO He IpeMHuHaBa. TpsOBa Ja oTuaeTe Ha Jiekap He3a0aBHO, aKO IOJTyYUTe
TaKMBa CUMIITOMH.

Penku (morar na 3acernar g0 1 Ha 1 000 mymmm)

. Texxkn anepruyHy peakuuu (aHaWIaKTUUHU peakunu, anruoenem). TpssOBa He3abaBHO Aa
MOJYYHTE MEJUIIMHCKA ITOMOII ¥ BEJIHAra Jia HPOPMHUpATe JieKaps CH, aKO IOJTydUTe
CHUMIITOMH KaTO MPOOJIEMH ¢ TUIIAHETO, OJyBaHe HA JIUIIETO, YCTHUTE, €3UKa W/HIH I'bPIOTO
ChC 3aTPYAHEHO MPETITBIIAHE H YYECTEHO ChpLEOnCHE.

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

. 3aboisiBaHe Ha OKOTO, HAPEUEHO HEAPTEPUHUTHA MPEHA UCXEMUYHA ONITHYHA HEBPOIIATHS
(HITMOH), xoeto Moxe fa MpUUMHY 3aryda Ha 3peHHETO Ha eTHOTO Bu oko 6e3 na nMa 6oska.
TpsiOBa He3a0aBHO J1a ce CBBpKeTe ¢ Bamus jiekap, ako 3a0eiiek1Te BHE3aITHO WM MOCTEIIEHHO
BIIOIIIaBaHE Ha 3pEHHETO (BMKTE Touka 2: "BHe3amHu npoMeHu B 3peHueTo Bu").

C Heu3BecTHA YecTOTAa (OT HATMYHUTE TAHHU HE MOXe J1a ObJIc HAallpaBeHa OLICHKA)
. 3amymiBaHe Ha yepBarta. Texxka (hopMa Ha 3arek ¢ AOMBJIHUTSIIHA CUMIITOMH KaTO CTOMaIllHa
0o0JKa, MoIyBaHe Ha KOpeMa, MMOBPBIIaHEe U T.H.

I[pyl"l/l HEKEJTAaHU peaKIIuu

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

. [Noourane (rageHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. Juapust — ToBa 0OMKHOBEHO OTMHHABA C BPEMETO;
. Hucka xpbBHA 3axap (XUIOTIIMKEMHS), KOTaTO TOBA JIEKAPCTBO C€ M3IOJI3BA 3a€THO C

JICKapCTBa, KOUTO CbAbPIKAT Cyn(l)OHHHprﬁHH IMMPOU3BOJAHHA WU UHCYJIUH.

Yectu (Mmorar ma 3acersar o 1 Ha 10 xymmm)

. [ToBpbiuaHe;

. Hucka kpbBHa 3axap (XMIOTIMKEMHS), KOTaTO TOBA JISKAPCTBO CE U3MOJI3Ba 3a€HO C
MEPOPaITHH JIEKAPCTBA 33 ANA0ET, OCBEH CyN(OHIITYPEHHH TPON3BOIHH WITH WHCYJIIHMH.

[IpegynpeaurenHuTe mpU3HAIM 32 HUCKA KPbBHA 3aXap MOraT Jia ce MOsIBSAT BHE3amHO. Te Morat na
BKJIIOYBAT: CTYJICHA TIOT, XJIa/IHa OJie/ia KoXKa, TTIaBo00Ue, YCKOPEH ITyJIC, TOBUTaHe (TaJICHEe) Wi
CHWJIEH TJIaJl, TPOMEHH B 3pEHHETO, CHHIIMBOCT WJIH cIab0CT; HEPBHOCT, TPEBOKHOCT MM OOBPKAHOCT,
3aTpyAHEHA KOHLICHTPAIUS WIH TPEIEPEHeE.

BammusT nexap me Bu kake kKak 1a IeKyBaTe HUCKaTa KPhBHA 3aXap M KaKBO Jla HAITPABUTE, aKO
3a0eNexuTe Te3U MPeayIpeTUTeIHN TPU3HAIH.

BeposiTHOCTTA J1a clia/iHe HUBOTO HA KPhBHATA 3aXap € MO-ToJIsIMa, ako MpreMaTte CyI(OoHITYypeHHU
MPOW3BOIHH WJIM MHCYJUH. BamusaT nexap Moxe j1a HaMally J103aTa Ha Te3H JISKapCTBa, MPeIu J1a
3aloYHEeTE /1a U3I0JI3BaTe TOBA JIEKAPCTBO.

. Jlorio xpaHocMHIIaHe;

. Bn3nasieH cromax (racTpuT) — MPU3HALMTE BKIIOYBAT CTOMAIITHA 00JIKa, MOBANUTaHE (TaIeHe)
HJIU MMOBPBHUIAHE,

. Pednykc nnu KucenuHu — HapuuaHu olile racrpoesodareanna pedurykcHa 6onect (CEPB);

. Cromarina 00JKa;

. IlonyBane Ha cromaxa;
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. 3arex;

. Opursane;

. KambHU B xTBUKaTa;

J 3amaliBaHe;

. Ymopa;

. 3ary0a Ha TerJo;

. [Nonmxken anerur;

. I"a3oBe (pmatynenmms);

. [ToBuimenue Ha MAHKPEATHYHN €H3UMH (KaTO JINIa3a U aMHUJIa3a);
. ['maBoGomnue.

HeuecTu (Morat na 3acersar 1o 1 va 100 gymrm)

. [TpomMsiHa BBB BKyca Ha XpaHaTa WM HAIUTKUTE;

. VYyecreH mysic;

. Peakumu Ha MICTOTO Ha MH)KEKTHpaHE, KaTO MOCHHIBAaHE, 00JIKa, Jpa3sHeHe, ChpOexk 1 00PHB;
. AJIepTUYHHU peakIiy KaTo OOpUB, ChPOEK HITH yPTHKAPHS,

. 3a0aBsiHE B M3MIPA3BaHETO HAa CTOMAxa.

C Hen3BecTHA YecTOTAa (OT HATUYHUTE JIAHHU HE MOXKE J1a ObJIC HAallPaBeHAa OIIEHKA HAa YeCTOTAaTa)
. [IpomsiHa B ycemaHeTo Ha KOXKaTa.

Chol01maBaHe Ha HesKeJaHU peaKnuu

AKO TIONTyunTe HAKAKBU HEXKEJIaHU Peakiluu, yBeJqoMeTe Baius sekap, GpapMarieBT nin MeJUIIMHCKA
cecTpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOIMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIO J1a ChOOIINTE HEXKEITaHU PEaKIMy JUPEKTHO Upe3 HAIMOHATHATA CHCTEMA 32 ChOOIIaBaHe,
rocoueHa B [Ipminoxenue V. Kato crobmaBare HeKeITaHT PEakIliy, MOXKETE Ja AJeTe CBOSI IIPUHOC
3a MoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiate Ozempic

Jla ce chXpaHsBa Ha MSICTO, HEIOCTHITHO 32 JIeTIa.

He n3non3BaiiTe ToBa JIeKapcTBO Clel CPOKA HA TOAHOCT, OTOENA3aH BHPXY €THKETa Ha IHCANKaTa 1
KapTOHEHaTa omakoBka cien ,,[ 'oxen 10:“/“EXP“. CpokbT Ha TOJAHOCT OTTOBAPs Ha MMOCICAHUS JICH OT

IIOCOYCHHSA MCCCII.

HDC,Z[I/I OTBApPAHC:

Ha ce cpxpansiBa B xnaaniaauk (2 °C-8 °C). [a ne ce 3ampa3ssiBa. [la ce cbxpaHsBa Janed oT
oxnaxaamus eneMeHT. CpxpaHsaBaiiTe ¢ IOCTaBEHa Kalayka, 3a /1a ce IpeAnasy oT CBETIINHA.

Crnen nppBOHAYAIIHO OTBapsHE:

. B npoabmkenne Ha 6 CeIMUI MOYKETE J1a ChXpaHsIBaTe MUCaIKaTa [Py TeMIIepaTypa mo/y
30 °C unum B xnagunHuk (2 °C-8 °C), naned ot oxnaxkaamims ejieMeHnt. He 3ampassBaiite
Ozempic ¥ He o U3NOJ3BANTE, aKO ¢ OHJT 3aMpa3eH.

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

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

He H3XB’LpHHﬁT€ JICKApCTBAaTa B KaHAJIU3aluATa WU B KOHTeﬁHepa 3a JOMAalIH! OTIIaAbIIN.

[lonmraiite Bamms (1)apMaI_[eBT KakK J1a U3XBBPJIATC JICKAPCTBATa, KOUTO BEYC HC U3IIOJI3BATC. Tes3n
MCPKH 1I€ CIIOMOrHaT 3a Ola3BaHC Ha OKOJIHATa cpeaa.
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6. Cobabp:kaHHe Ha OIIAKOBKATA M JONbJIHUTEIHA HHpopManust
Kakso cbpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO € ceMariayTu. Enun ml oT MHXKEKIIMOHHUS pa3TBOp Chabpika 1,34 mg
cemartyTuj. EnHa mpeaBapuTeHO HATBIHEHA MMHCAIKA Chbpka 2 mg ceMartyTua B 1,5 ml
pa3tBop. Besika no3a chabpika 0,25 mg cemarnytua B 0,19 ml.

. Jpyrute chcTaBKy ca: iuHAaTpHeB GochaT TUXUApaT, MPOMMISHIITHKOI, PEeHO, Bojia 3a
WHXEKIUH, HATPUEB XHUPOKCHU/XJIOPOBOIOPOAHA KrcenrnHa (3a kopekuus Ha pH). Buxkre
CchUIO TOUKa 2, ,,ChabpxKaHUE HA HATPUI®.

Kak m3ranexna Ozempic 1 KaKBO ChIbpP:Ka OIIaKOBKATA

Ozempic e 6ucTbp 1 Oe3UBETEH WM NOYTH OE3LBETCH MHKEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO
HAaITbJIHEHA MTUCAJIKA.

Bcsika npeiBapuTeHO HaTBJIHEHA ITUCAKa chabpxka 1,5 ml paztBop u mocrass 4 no3u mo 0,25 mg.

Ozempic 0,25 mg UHKEKIIMOHEH Pa3TBOP Ce Tpe/yiara B CIIeIHHS BU]I OITAKOBKA:
1 nucanka u 4 urim 3a enHokparHa yrnorpeda NovoFine Plus.

IIpuTeskaTes Ha pa3pelIeHUETO 32 ynoTpeda
Novo Nordisk A/S

Novo All¢

DK-2880 Bagsverd

Hanus

IIpousBoaure
Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvard
Jaaus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres

Opanums

,Z[aTa Ha MOCJIEAHO nmpepasrije:kaiane Ha JIMCTOBKaTa

Apyru uzrounnum Ha uHgopmauus

[Monpo6Ha nHOpMaIMs 3a TOBa JICKAPCTBO € IpeJ0CTaBeHa Ha yeOcaiita Ha EBporielickara areHIus
110 JiekapcTBara http://www.ema.europa.eu.
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Yka3zaHus 3a ynorpeda

Ozempic 0,25 Mg HH:KEeKIUOHEH PA3TBOP B MPeIBAPUTETHO HATbJIHEHA MHCATIKA
cemaruayTtuj (semaglutide)

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

HalbJIHCHA IMHCAJIKA

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

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

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

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

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

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

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

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

B omakoBkara ca BkiroueHu uria NovoFine Plus.

Ozempic npenBapuTeHO
HAN'bJIHEHA MUCAJIKA U UIJIa

(mpumep)

Kanauka na
MHCcaJKATa

IIpo3opue Ha
nucajKaTa

Etnker Ha
NMHCAJIKATA

Bpos4 Ha n103aTa

CTpenKa Ha 103aTa

Cenexkrop Ha
ao3aTa

Jlo30B 0yTOoH

Bbuuina
Kanavka Ha
Hrjaara

BbTpemna
Kanayka Ha
urjara

HUraa

XaprtueH
eTHKeT

Mapkep 3a
npoBepka
Ha
H3THYAHETO

/N Baxua uHopmanus

O6’LpHeTe CIicnyaJIHO BHUMAHHUEC Ha TE3H 6CJ'IC)KKI/I, TBHH KaTO T€ ca BaXKHU 3a Oe30macHaTa

ynoTpeba Ha MUCaJIKaTa.

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJa

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

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

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

. OTcTpaHeTe XapTHEHHUS €THKET.

YBepeTe €€, Y€ CTC MOCTABUJIM UIJIaTA

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

Hrnara e nokpura ¢ aBe kanauyku. TpsaoBa
Ja CBaJIMTeE M JIBeTe Kanauyku. AKo 3a0paBuTe
Jla CBAJIMTE U JIBETE Kamayku, HAMA Jia yCIeeTe
Jla CH MHXXEKTHUPATE JICKapCTBO.

. CaaJjieTe BHHIIHATA KaNayKa HA UIJIATA U S
3ama3sere 3a mo-KbCHO. Ts e Bu tpsaoBa cnen
WH)KEKTHpaHeTo 3a 0€30I1acHO OTCTpaHsSBaHE
Ha WIJaTa oT MUcajKara.

. CpaJjieTe BbTpPELIHATA KANAYKA HA UTJIATA U
sl U3XBBpJeTe. AKO ce onuraTe Ja s
MOCTaBUTE OTHOBO, MOXE HEBOJIHO J1a Ce
ybozere ¢ urnara.

Ha Bbpxa Ha urnmaTa Moke /1a ce TOsBU Karka oT
pastBopa. ToBa e HOpMaTHO, HO BCE MaK TPAOBa /1a
MPOBEPUTE U3TUYAHETO, KO U3IOJI3BATE HOBA
Mrcajka 3a MpsB IbT. Buwkre crhika 2 ,,IIpoBepete
HM3TUYAHETO C BCAKA HOBA MUcAaJIKa®.

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

BuHarm usnoJs3BaiiTe HOBAa UIJIA 32 BCAKA MHKEKIUA.
ToBa Mo’ke Ja IpeOTBPATH 3aITyIIBaHE Ha UTJIUTE, 3aMbpCsIBaHe, HHPEKTHPaHEe U HETOTHO
JTIO3UpaHe.

Huxora He usnosizBaiite H3KPUBCHA WIM NMMOBpPEACHA UTJIA.

2. IlpoBepeTe H3THYAHETO ¢ BCAKA HOBA MUCAJIKA

. AKO BeYe M3IOJI3BATE MMUCANTKATA, IPEMUHETE
KBM CThITKA 3 ,,M30epeTe mo3aTa‘.
[IpoBepsiBaliTe M3TUYAHETO CAMO MPEIH
MHPBOTO HHKEKTHPAHE ¢ BCIKA HOBA

NHCAIKA.
N36pan e
. 3aBBpTETE CENEKTOPa Ha J03aTa 10 MapKepa MapKep 4
NMpoBepKa Ha
32 MPOBEpPKA HA M3THYAHETO (** =) TOYHO H3THYAHETO

cien ,,0“.VBepere ce, 4e MapKepbT 3a
MPOBEpPKa HA U3TUYAHETO CE U3PABHSIBA ChC
CTpeJIKaTa Ha Jo3aTa.
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. 3aapBKTe MUcankaTa ¢ HaCOYeHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH,
JIOKaTo OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0“ TpsiOBa aa ce U3paBHU ChC
CTpeJIKaTa Ha J103aTa.

Ha Bppxa Ha urnara Tps0Ba J1a ce MOSBY Kalka
pasTBop.

Ha Bppxa Ha Uritata Mo)Ke J1a OCTaHE Majika Karka, HO TS HAMa Ja Ce HHKEKTHPA.

AKoO He ce OSIBU KAIKAa, TOBTOpeTe CThIKA 2 ,,IIpoBepeTe U3THUAHETO C BCSIKAa HOBA MUcAKa“ 10 6
bTU. AKO BCE OIlE HsMA KalKa, CMEHETE UIJIaTa U MOBTOpeTe CThiKa 2 ,,IIpoBepere u3THUaHeTo ¢
BCsIKa HOBA IMMCAJIKA*“ OIC BEIHBXK.

M3XBBpIeTe NucaJKaTa | U3MOI3BalTe HOBA, aKO BCE OIE HE CE € MOsBHIIA Kallka OT pa3TBoOpa.

/N Bunaru ce yBepsiBaiiTe, ye ce MOSIBABA KANKa HA BbpXa Ha UIJIAaTa, IPEAH Ja U3I0I3BaTEe
HOBa IMHCaJKa 3a nMpbB MbT. C TOBa CE TapaHTHPA, Y€ Pa3TBOPHT MPEMUHABA OE3IMPEIATCTBEHO
TIpe3 uriara.
AKO He ce TIOSIBH KallKa, HfIMa J]a CH MH)KEKTUPaTe HUKAKBO KOJMIECTBO OT JIEKAPCTBOTO,
BBIIPEKH ue OpPOSYBT Ha J103aTa MOXKeE Ja MoMphaHe. ToBa Mo:ke 1a 03HAUABA, Ye HIJIATA €
3amylieHa Win MoBpeaeHa.
AKO He poBepsIBaTe U3THYAHETO TPEAN MHPBOTO CH HHXXEKTHUPAHE C BCSIKA HOBA MHCAJKA,
MOJKE JIa He TIOYYHTE percaHaTa J1o3a u xenanus egext Ha Ozempic.

3. U306epete n03ata

. 3aBbpTeTe cesleKTOPA HA 103aTa, 32 1a
Habepete 0,25 mg.
[IpoxwmxeTe na BBPTHUTE, JOKATO OPOAYBT HA
no3ara crpe u nokaxe 0,25 mg.

H36paun
0,25 mg

Camo OpoAYbT U CTpeNKaTa Ha J103aTa IIe oKaxaT, 4e ca Habpanu 0,25 mg.

Moskete na uzdupare camo 0,25 mg Ha mosa.

CenexTopbT Ha 103aTa NMPUILPaKBa Pa3InYHO, KOraToO CE€ 3aBbPTH HAIPE, Ha3al WU IpU
npemuaaBane Ha 0,25 mg. He Opoiite npumpakBaHusiTa Ha MUcagKaTa.

/N Bumaru msnonssaiire Oposiua M cTpeJKAaTAa Ha 103aTa, 3a 1a BUJAUTe, Ye ca HAa0paHu
0,25 mg, npeau 1a MHKEKTHPaTe TOBA JIEKAPCTBO.
He Opoiite mpumpakBaHusITa Ha MHICATKATA.
Cnc cesieKkTOpa Ha 103aTa TpsidBa aa ce n3dupar camo no3u no 0,25 mg. 0,25 mg tpsidBa
TOYHO J1a CE U3PAaBHU ChC CTPENKATA, 3a Ja CTe CUTYpPHH, Ue IpHeMaTe IIPaBUIIHA J103a.

4. Un:kekTHpAiiTe 103aTa

. BnBenere uriara B Ko:xkarTa, Kakto Bu e
nokaszan BammsaT nekap nim MeauIuHCKa
cecrtpa.

. YBepere ce, ye BHAKIaTe Oposiua Ha q03aTa.
He ro 3akpusaiite ¢ npsctute cu. ToBa MoXe
Jla IPEKbCHE HHKEKTHPAHETO.
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. HatucHere u 3a1pb:KTe 1030BHsA OYTOH.
Hab6.ionaBaiite, 10kaTo OposiYbT HA 103aTa
ce BbpHe Ha ,,0“. Lludpata ,,0“ TpsOBa na ce
M3paBHU ChC CTpeJKara Ha go3aTa. Torasa
MOJKE J1a YyeTe WK yCeTUTE NPHUIIPAKBaHE.

. IIpoabixaBaiiTe 1a HATHCKAaTE 1030BHS
OYyTOH, I0KATO 3aAbp:KaTe UIJIATA B KOKATA
CH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO ABPKUTE Bpoiite 6aBHo:
1030BHsI OyTOH HATHCHAT. 193456
. AKO U3BaJUTE UTJIaTa Mo-paHo, MOXKe 1a

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

. H3Banerte uriaara ot ko:xkara cu. Ciies ToBa
MOJK€E J1a OTITyCHETE J030BUs OYTOH.
AKO Ha MSICTOTO Ha WHXEKTHPAHE C€ MOSIBH
KPBB, IPUTHCHETE JIEKO.

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

A Bumarn rienaiTe Oposiua Ha 103aTa, 32 712 3HAEeTe KOJKO MZ CH MHKEKTHpaTe. 3apHKTe
9
JTIO30BUS OYTOH HaTHCHAT, JOKATO OPOSIYBT HA J103aTa ce BhpHE Ha ,,0°.

Kak na pasno3naere 3anmynieHa iy MoBpeJeHa HIJIa

—  AKko OposubT Ha J03aTa He MoKaxe ,,0° ciel NPOAbIKUTETHO HATHCKaHEe Ha JO30BUS
OyTOH, Bb3MOXKHO € Jia CTE€ M3MOI3BAIM 3aITyIlIeHa WX ITOBPeIeHa UrJa.

— B TaxbB cinyyail He cTe CH HH)KEKTHPAJIM HUKAKBO JIEKAPCTBO, BBIIPEKH Ue OpOAYBT Ha
J103aTa ce € MPEeMECTII OT YHCIOTO Ha ITbPBOHAYAIHATA 1033, KOSITO CTE 3a/1aIH.

KakBo 1a npaBuTe ¢hC 3amylieHa urjia

CmMeHeTe uriara, KakTo € OIMUCcaHo B CThIKA 5 ,,Ciae MHKEKIMITA, U TOBTOPETE BCUUKHU
cterku ot 1 ,,Ilogroreere mucankara cu ¢ HoBa Uria‘“. YBepere ce, 4e cte Habpaiu msuiaTa
HeoOXxoaMMa J03a.

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

5. Caen MHKeKIUATA

Bunaru u3xBbpJisiiiTe UrjaTa cjiel BCsiKa
WHKEKIHA, 32 J]a CH OCUTYPHUTE YI00CTBO MpH
WHXEKTHpaHe U 1a n30eTHeTe 3amyIBaHe Ha
UTJIATe. AKO WTJIaTa € 3aIlylIcHa, HaAMa J1a CH
UHXEKTUPATE HUKAKBO KOJUYECTBO JEKAPCTBO.

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

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

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

Koraro nucankara TpsOBa Ja ce U3XBBPIIH, HAPaBETE ro, 0€3 J1a UMa Uriia BbpXY Hes, KakTo Bu e
WHCTPYKTHpan BamusT nekap, MEANIIMHCKA cecTpa, (papMaleBT Wi MECTHHUTE BIACTH.

A

Hukora He ce onuTBaiiTe 1a NOCTABSITe 00PATHO BHTPEUIHATA KaNayKa BbPXY HIJIaTa.
Moske na ce yboaeTe ¢ uriara.

Bunaru cjieq Bcsika HHKEKIMS He3a0aBHO OTCTPaHsIBaliTe MIJIATA OT MUCAJIKATA.
ToBa Moe J1a IPeIOTBPATH 3aMyIIBaAHE HA UIITH, 3aMbPCsIBaHe, MHPEKTUPaHE, U3THUAHE Ha
pa3TBOP M HETOYHO JIO3MPAHE.

JonbjaHuTe/IHA BaxkHA HHGOpMauus

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

Hwukora He cniogensiiiTe mucankara Hil UTIUTE CH C IPYTH XOpa.

OOrprKBanuTe JIMIa TpsiOBa 1a ca MHOT'0 BHUMATEJIHU NMPHU PadoTa ¢ U3MOJ3BAHU UIJIH, 32
Jla N30eTHAT HapaHsBaHE C TAX M KPhCTOCAHA HH(DEKIHSI.

I'pnxa 3a Bamarta nucajka

W3non3BaiiTe nmucankara BHUMaTenHo. [ py0oTO MaHUITyTMpaHe WM HeTpaBUIIHA yIIoTpeda Morar 1a
NPUYHHAT HETOYHO JIO3UPaHe. AKO TOBA Ce€ CIYYH, MOXKE JIa He TIOJYUHTE JKeJlaHHus e(PeKT Ha TOBA
JIEKApCTBO.

He ocrasiiiTe nucajakara B KoJia WM Ha IPYro MICTO, KbAETO MOXKE J]a CTAaHE TBBPAC
TOPEIIO UITH TBBPIE CTYACHO.

He un:xextupaiite Ozempic, KoiTO e 011 3aMpa3eH. AKO TO HAIIPaBUTE, MOXKE J1a HE
MOJTYYUTE JKEIaHUS eeKT Ha TOBA JICKAPCTBO.

He un:xextupaiite Ozempic, KOHTO € OUJI M3/10:KeH HA MPSKA CIbHYEBA CBeTJIMHA. AKO IO
HaIlpaBHTe, MOXKE JIa HE TIOJTyYUTe KeJanus eekT Ha TOBa JIEKapCTBO.

He n3iaraiiTe nucaakaTa cM Ha Pax, MPbCOTUS WJIM TEYHOCT.

He MuiiTe, He HAKKMCBaliTe M He cMa3BaiiTe MUCAIKATA CU. TS5 MOXe Ja ce MOYUCTU C MEK
Ipenapar BbpXy HaBIa)XHEHA KbpIIa.

He u3nyckaiiTe nucajJkaTa cM U He s yApSTe B TBbPAU MOBBPXHOCTU. AKO SI U3IIyCHETE WU
MO/I03UpaTe, Y€ HEllo He € Hape[l C Hesl, IOCTaBEeTe HOBA UIJjla U MPOBEPETE U3TUUAHETO HA
pa3TBoOp, Ipeau Aa MHKEKTUPATE.

He ce onuTBaiiTe 1a HANLJIHUTE MOBTOPHO MUcajkarTa cu. Ciieql KaTo BEAHBXK Ce U3IMPa3HU,
TS TpAOBa /1a C€ U3XBBPIIH.

He onuTBaiiTe 1a monpassiTe WM pa3riiodsBaTe MUCcaIKaTa CH.
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JIucroBka: UHpopmanusa 3a nanueHTa

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

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

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

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

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

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

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

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

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

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

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

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

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

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

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

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

(hapmareBT WM MEIUIINHCKA CECTPa.

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

He n3noa3saiite Ozempic

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

Ipexynpesxnenns: u npeanasHu MepKU

I'oBopete ¢ Bammst mekap, ¢papmareBT WM METUITHHCKA CECTpa, MPEAH J1a U3I0I3BaTe TOBA
JIEKapCTBO.
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ToBa nexapcTBO HE € CHIIOTO KaTo HHCYJIMH U Buie He TpsOBa a ro u3noia3Bate, ako:

. pasBuere auabeTHa KeToau103a — yCIOXKHEHUE MPH uadeT, MPOTHYAIO0 C BUCOKA KPbBHA
3axap, 3aTpyJAHCHO JUIIaHe, 00bPKBaHE, IPEKOMEPHA JKaX/1a, CIaAbK MUPHC HA IbXa WIH
ClaJbK WK METAJICH BKYC B yCTaTa.

Ozempic He ¢ HHCYJIMH ¥ TIOPaJK TOBA HE TPsAOBa [1a Ce U3I0JI3Ba KAaTO 3aMECTHTEI Ha HHCYJIMHA.

Ako 3Haete, ye Bu nipeicrou omnepariysi, mpu KOSATO 1ie ObJIETe MO/ aHeCTe3us (B CISIIO ChCTOSIHUS),
TpsiOBa Ja Kakere Ha Bamus niekap, ye cre Ha jaedenue ¢ Ozempic.

HDO6J’I€MI/I ChC CTOMAXa M 4€pBaTa, U ACXUApaTalmia

Mo BpeMe Ha JIEYEHUETO € TOBA JIEKapCTBO MOXe Jia By ce moBura (rajeHe) uin ja umare
MOBPBIIAHE WK Auapus. Te3n HeKETaHW PeakIuu MOTaT J1a IPUYHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). BaxxHO € J1a mreTe 0OMITHO KOJMYECTBO TEYHOCTH, 32 Ja MPEIOTBPATUTE ACXUAPATAIIHS.
Tora e ocobeHo BakHO, ako UMaTe podiiemu ¢ Op0peruTe. I'oBopeTe ¢ Bamms siekap, ako nmare
HSIKAKBU BBIIPOCH WIJIH IPUTCCHEHHS.

Cunna u OPOABIKUTCIIHA KOPEMHA 60HKa, KOATO MOKE aa CE€ ABJI’KH Ha OCTHP IMAHKPECATHUT

AKO UMaTe CHITHA U TIPOIBJDKUTENTHA 00JIKa B 00J1acTTa Ha CTOMaxa, He3a0aBHO MOThPCETe JIeKap, Thil
KaTo TS MOXKE J1a € TIPU3HAK Ha OCThP MaHKPeaTUT (Bh3MaJeH NaHkpeac). Mol BIKTe Touka 4 3a
MpeIynpeAnTETHATE IPU3HAIM 32 B3MAJIEH TaHKpeac.

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

KomOuHmpaneTo Ha CynpOHUITYpEIHHN POU3BOIHU WM HHCYJIMH C TOBA JIEKAPCTBO MOXKE Jla YBEITHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIKTE TOUYKa 4 OTHOCHO
MpeIynpeANTEITHATE PU3HAIY 33 HUCKM HHBA Ha KphBHATA 3axap. Bammusar nekap moxe 1a Bu
Ha3HAYW J]a ce M3CcjeBaT HUBaTa Ha KpbBHATa Bu 3axap. ToBa 1ie My moMorHe Jja Onpeenn alu
J103ata Ha CyJI(pOHMITYPEHHOTO MPOU3BOHO WIIH MHCYJIMHA TPsiOBa Ja ce IPOMEHH, 3a J1a CC MOHIKU
PUCKBT OT HUCKA KpbhBHA 3aXap.

3abossiBaHe Ha OYMTE BCIEACTBYE Ha nuader (peTHHOIATHSI)

AKo mMmare 3a00JsIBaHEe HAa OYUTE BCIIEACTBHE Ha quabeTra U U3MoN3BaTe HHCYINH, TOBA JIEKaPCTBO
MOKE J1a TOBEJIE JI0 BIIOIIaBaHe Ha BarmieTo 3peHue u ToBa MOXKE J1a HAIOXH JieueHue. Madopmupaiite
JIeKaps CH, aKo UMaTe 3a00IIsIBaHe Ha OYMTE BCIICJCTBHE HA Ua0eTa WM aKO 110 BpeMe Ha JICYCHUETO
C TOBA JICKAPCTBO MOJyYUTE MPOOIIeMH ¢ ounTe. B ciryuaiil ue nMare mOTEHIIMATHO HECTAOWITHO
3a0o0JIsiBaHE Ha OYUTE BCICACTBUE Ha qHadeT, He ce mpernopbuBa aa u3noaszsare Ozempic 2 mg.

BHesanHu npoMeHu B 3penneTo Bu

AKko 3abemnexuTe BHE3aITHa 3aryda Ha 3peHue Wik 0bp30 BIIONIaBaHE HA 3PCHUETO 110 BpeMe Ha
JISYEHUETO C TOBA JICKAPCTBO, HE3a0ABHO ce CBhpiKeTe ¢ Bammus nekap 3a chBeT. ToBa Moxe 1a ce
J'BIDKW Ha MHOTO PSJIKO cpelaiia ce HexellaHa peakiis, HapeueHa HeapTepUUTHA MPpeJHa UCXEMHYHA
ontryna HeBponatus (HITMOH) (Bmwkre Touka 4: Cepno3Hu HeXKENaH! pPeakiuu). Bammst nexap
Moke a2 Bu Hacouu 3a 0YeH mperiie] 1 MOXKe Ja Ce HaJIOKU JIa CIPETE JISYSHUETO C TOBA JIEKAPCTRO.

[TarmenTu cue 3a0aBEHO M3IIpa3BaHe Ha cToMaxa (racTpomapesa)

Axko nMate 6aBHO (3a0aBeHO) H3Mpa3BaHe Ha cToMaxa (Hape4deHo racTporapesa), ynorpedara Ha
Ozempic MOxe 1a JOBeIe 10 CEPUO3HHU WM TEXKKH CTOMAITHO-YPEBHU HEXEJIaHU ChOUTHA. ['oBOpeTe
¢ Bammus nekap, npean na msnonssare Ozempic.
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Jleua v roHOIIN
Tora yiekapcTBO HE Ce IPEOpPbUBa MPH Jiella U IOHOIIH Ha Bh3pacT mox 18 romuHu, Thid KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA TIPU Ta3M BB3PacTOBa IPyIia BCE OIIE HE Ca YCTAHOBEHMU.

Apyru nexapcrBa u Ozempic

Tps6Ba na kaxere Ha Bamms nexap, ¢papmaieBT Il MEJIUIIUHCKA CECTPa, aKO IpHeMaTe, HAaCKOpo CTe
MpUEeMalTi WU € Bh3MOXKHO J1a TIpueMaTe JPYTHU JICKapCTBa, BKIIFOUUTEIHO OWIIKOBU WIH APYTH
JIEKapCcTBa, KOMTO CTE KyNIIu 0e3 perenTa.

[o-cnienmanuo, nabopmupaiite Bammus iekap, GpapMarieBT Wi MEIUIIMHCKA CECTPa, aKO U3IOJI3BATE

JIEKapCTBa, ChAbPIKAILN HAKOE OT CICTHUTE:

. Bapdapun nnm apyru noqo0HU JieKapcTBa, IPUEMaHH MPe3 ycTaTa 3a HaMaJsIBaHe Ha
KPBBOCHCUPBAHETO (MIEPOPATHA aHTUKOATYJIaHTH). MOJKe Ja ce HAJIOXKAT YeCTH U3CIICABAHUS
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChCcUpBa KphBTa Bu.

. AKo u3non3Bate HHCYINH, Bammst nexap e Bu 00sicHu Kak 1a HaMa uTe 103aTa Ha HHCYJINHA
u 1e Bu npenopbya fa ciaenuTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30erHeTe XUIEPrIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U nMabeTHa KeToanuao3a (yCIoKHeHne Ha uabera, KOeTo HACThIIBa,
KOTaTO OPTraHU3MbT HE MOXKE JIa pa3rpaju rIoKo3aTa, Thil KaTo HsIMa TOCTAaThbUHO WHCYJINH).

BpeMeHHOCT M KbpMeHe
AKko cte OpeMeHHa WM KbPMHTE, CMSTATE, Ye MOXKe J1a CTe OpeMEeHHa, WM IUIaHUpaTe OpeMeHHOCT,
nochBeTBaTe ce ¢ Bamus nexap npenu ynorpebara Ha TOBa JIEKapCTBO.

ToBa JiekapcTBO He TpsiOBa Jla ce M3MOJI3BA M0 BpeMe Ha OPEeMEHHOCT, 3aIll0TO HE € W3BECTHO AN
3acsira iona. 3arosa ynorpedaTa Ha KOHTPALEIIHS € IPEOPBhUNTEIIHA, TOKATO U3I0I3BaTe TOBA
JIEKapcTBO. AKO JKenaeTe Aa 3adpemMeHeeTe, 00ChAeTe Kak Ja MPOMEHUTE JICUCHUETO cu ¢ Bammis
JieKap, Thil KaTo TpsOBa Ja crpeTe ynoTpedaTa Ha TOBA JIGKAPCTBO MOHE 2 Mecela MpeIBapUTEITHO.
Ako 3a0peMeHeeTe, JOKAaTO M3MOI3BATE TOBA JICKAPCTBO, TOBOPETE He3a0aBHO C JieKaps CH, Thil KaTo
nedeHunero Bu TpsOBa 1a Obae IpOMEHEHO.

He n3non3zBaiite ToBa J1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMara.

Modupane u padora ¢ MAIIUHU

Masko BepositHo ¢ OzempicC 1a nosnusie Ha criocoOHocTTa By 3a modupane u padora ¢ Mammau. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CYI(POHMITYPEHHN POU3BOIHYU WM UHCYJINH,
KpbBHaTa Bu 3axap Moke J1a ce MOHMKH (XUTIOTIINKEMHS ), KOETO Ja oTciaabu criocodonocTTa Bu na ce
KoHIeHTpupare. He modupaiite n He paboTeTe ¢ MallIMHU, aKO MOIYYUTE MPU3HALK HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpesxaeHus u npeanasHyd MepKH' 3a HH(opMalys 0THOCHO
MTOBHINIEHHUS PUCK OT HUCKA KPBbBHA 3axap, KAKTO W TOUKa 4 3a MpeayNpeInTETHATE TPU3HAIN Ha
HHUCKa KpBbBHA 3axap. | 'oBopeTe ¢ jeKkaps Cu 3a JObIHATETHA HHPOPMAITHSL.

Chabp:kaHue HA HATPHIA
Toga siekapcTBO ChABPKA MO-MaNKo oT 1 mmol HaTpuii (23 mg) Ha 7034, T.€. MOXKE Ja ce Kaxke, Ue
MPaKTUYECKU HE ChIbPiKa HATPUH.

3. Kak na uznoassate Ozempic

Bunarn n3nonsBaiiTe ToBa 1€KapcTBO TOYHO KakTo Bu e kazan Bammsar nekap. AKo He cTe CHTYpHU B
Helo, nonuraiTe Bamms iekap, papmMaieBT Wil MEIUIIMHCKA CeCcTpa.

Koaxko na n3nmo3Bare

. Havanmnata no3a e 0,25 mg BeAHBX CEAMHUYHO 33 MIEPHOJ OT YETHPH CEIMHIIH.
. Cren ueTHpy CeIMUIIM JIEKapsIT 1ie yBenu4u fo3ata Bu g0 0,5 mg BeJJHBXK CEIMUYHO.
. JlexapsT Mo>ke 1a yBennuu go3ata Bu 1o 1 mg BenHbK ceAMUYHO, ako KpbBHaTa Bu 3axap He

ce KOHTPOJIMPA JI0CTaThuHO 100pe ¢ 1032 0,5 mg BeIHBXK CEIMUIHO.
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. Bammst nexap Moke ga yBenudn 1o3ata Bu Ha 2 My BEAHBXK CEAMHYHO, aKO KpbBHaTa Bu
3axap He ce KOHTPOJIMpa JOCTaThUHO A00pe ¢ mo3a 1 My BeAHBXK CEAMHUYIHO.

He mpomensiite no3ara, ocBeH ako Bamust nekap He Bu e xa3an ga HanpaBute ToBa.
Kak ce npuiaara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIH MoJ] KokaTa (MOJIKOKHO MHKeKTupane). He nHxxekTupaiite BbB
BEHA WJIN MYCKYIL.

. Haii-moaxonamure MecTa 3a MHXEKTHpaHe ca MpegHaTa 4acT Ha OeapaTa, MpeaHaTa 9acT Ha
TanusaTa (Kopema), Wil TopHaTa 4acT Ha pbKara.
. [Ipenu na nznon3BaTe MUcajkaTa 3a NPbB BT, Bamusr nekap nin MeIuIUHCKa cecTpa me Bu

MOKaXKaT Kak /1a OopaBuTe C Hesl.
[MonpoOHM yka3aHus 3a yrnoTpeda ca JajeHu Ha ApyraTta CTpaHa Ha Ta3H JIMCTOBKA.

Kora na uznoasare Ozempic

J TpsiOBa aa U3MoN3BaTE TOBA JICKAPCTBO BEAHBK CEAMHYHO U 10 BH3MOXKHOCT — Ha €/IUH U ChIII
JIEH BCSAKA CEIMMUIIA.
. Moske 1a cu HampaBUTE HHXKEKITHUS TI0 BCSIKO BPEME Ha JICHS, HE3aBUCHUMO OT XPaHEHUSATA.

3a 1a 3alOMHUTE MO-JIECHO, Y€ TOBA JIEKAPCTBO C€ HHXKEKTUPA CaMO BEAHBXK CEIMHYHO,
NPENOPBUYUTENHO € 1a OTOenexuTe n30paHus JIeH (Harp. cpsiaa) BbpXy KapTOHEHATa KyTHs U Ja
3anycBaTe BbpPXY Hesl laTaTa MpU BCAKO MHKEKTHPAHE.

HpI/I H606XO,I[I/IMOCT MOXKETE Ja MIPOMEHUTE JACHA Ha €KCCCIMUYIHOTO MHXKCKTHPAHE Ha TOBa
JICKapCTBO, CTUTA Ja Ca U3MUHAJIHA ITOHC 3 JHU CJIC ITOCJICAHOTO MY MHIKCKTUPAHE. Cnez[ I/I36I/IpaHeTO
Ha HOB ACH MMPOABJDKETC MPUJIaraneTo BEAHBK CCIMUYIHO.

AKo cTe H3M0JI3BAJIN NOBeYe 0T HeoOxoauMaTa 103a Ozempic
AKO CcTe M3MO0JI3BaIM MOBeUe OT HeoOxoauMmaTta o3a Ozempic, BejHara nadopmupaiite Bamms nekap.
BB3MoXHO € /1a Tony4nTe HesKeTaHW PEeaKIiy KaTo IMOBAUTaHe (TajeHe).

AKo cTe mponycHaIM aa u3noJsBare Ozempic

AKoO cTe MpoIyCHaIH J1a MHXXEKTHUpaTe 1032 U:

. W3muHanm ca 5 wiw mo-Manko JHH cJel MOMEHTA, B KOHTO € TPSOBaJIO /la M3MOI3BaTe
Ozempic, MHXEKTHpaNTe o BeJHara, oM cu criomuuTe. Ciell ToBa HHXEKTHpaiTe
cJenBaIiara cu J103a, KakTo 0OMKHOBEHO B TUTAHUPAHUS JICH.

. M3muHanm ca moBede OT 5 JHU ClIe]] MOMEHTA, B KOWTO € TpsAoBaio Aa m3nomsBaTe Ozempic,
MpecKoYeTe MmporycHaTaTa qo3a. Cie ToBa HHKEKTHpaNTe cleBaiara C1 103a, KakTo
O0OWKHOBEHO B IUTAHUPAHHUS JICH.

He uznion3zBaiite ABOIHA 71032, 3a 1a KOMIIEHCUpATE MPOIycHaTaTa J03a.

AKko cTe cripesn ynorpedara Ha Ozempic

He cniupaiite ynorpebaTa Ha TOBa JiekapcTBo, 0e3 Aa cre nHpopmupanu Bammus nexap. Ako s crpere,
HHUBOTO Ha KpbBHaTa Bu 3axap Mo’ke J1a ce IOBUILY.

AKO MaTe HIKAKBU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bammus nekap, dhapmaneBT Wi MEAULIMHCKA CECTPA.

4, Bb3MOKHH HeKeJTaHH Pe€aKknuun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAN3BHUKA HCKCIIAHNU PCAKIUH, BBIIPEKU Y€ HC
BCCKU I'1 TIOJTy4aBa.
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Cepn031m HEKEJIAaHU pCaKIUU

Yectu (MoraT ga 3acersat 1o 1 Ha 10 mymm)

. VYcnoxxHeHus Ha 3a00MIBaHETO HA OYMTE BCIEACTBHE Ha quabeta (peTrHonaTus) — TpsioBa 1a
KaKeTe Ha JIeKapsl CH, aKO 10 BpeMe Ha JICYEHUETO C TOBA JIEKAPCTBO MOJIY4YUTE IIPOOIEMHU C
OYMTE, KaTo NMPOMSIHA B 3pEHUETO.

HeuecTu (Morat na 3acernar o 1 va 100 xymrm)

. Br3manenne Ha mankpeaca (OCThp MaHKPEATHT), KOWTO MOJKE /1a TPUYUHY CHITHA OOJIKa B
cToMaxa | I'bp0a, KOSITO He peMuHaBa. TpsOBa 1a oTueTe Ha Jiekap He3abaBHO, aKO IOTydUTe
TAaKWBa CUMITOMH.

Penku (Morar aa 3acernar 10 1 Ha 1 000 xyrm)

. Texku anepruynu peakuun (aHaUIaKTUUHU peakunu, anruoenem). TpsOBa He3abaBHO Aa
MOJTyYUTE MEJUIMHCKA TIOMOIIl ¥ BeHAra a HHPOpMUpaTe JeKaps CH, aKo IOJIyqUTe
CHUMIITOMH KaTo MPOOJIEMH C TUIIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'BPIOTO
ChC 3aTPyTHEHO MPETIIbIAHE U YIECTCHO ChplieOneHe.

Mmuoro peaxn (Morar aa 3acersar g0 1 Ha 10 000 mymn)

. 3a0osisiBaHe Ha OKOTO, HAPEUCHO HEAPTEPUHUTHA TPEHA UCXEMUYHA ONITHYHA HEBPOIIATHUS
(HITMOH), xoeto Moxe fa MpUYMHY 3aryda Ha 3peHHETO Ha eHOTO Bu oko 6e3 na nMa Ooska.
TpsiOBa HE3a0aBHO /1a ce cBBpXKeTe ¢ Bamms sekap, ako 3a0enexuTe BHE3aITHO W MOCTEIIEHHO
BIIOIIIaBaHE HA 3PCHUETO (BIDKTE TOoUKa 2: "BHe3amHu npomMeHu B 3peHueTo Bu'").

C HeH3BeCTHA 4ecTOTA (OT HATUYHUTE TaHHU HE MOXe J1a ObJic HarpaBeHa OICHKA)
. BamymBade Ha yepBaTa. Texka GopMa Ha 3ameK ¢ JOMBIHUTETHH CHMITTOMH KaTO CTOMAIITHA
0o0J1Ka, MOyBaHe Ha KOpeMa, MOBPBIIAHE U T.H.

JApyru HexeJJaHU peakKUUU

MHoro 4yectu (Morat fa 3acerHat nmosedve ot 1 Ha 10 mxymm)

. [loBnurane (rajgeHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. Juapus — ToBa OOMKHOBEHO OTMUHABA C BPEMETO;
. Hucka kpbBHa 3axap (XUIOTIUKEMHS), KOTaTO TOBA JISKAPCTBO CE U3MOJ3Ba 3a€JHO C

JIEKapCTBa, KOUTO ChIBPKAT CyI(POHWITYPEHHHN IPOU3BOAHN WM UHCYIIHH.

YecTu (Morat na 3acersat 1o 1 Ha 10 mgymm)

. [ToBpbiaHe;

. Hucka xpbBHa 3axap (XUIOITIMKEMHS), KOTaTO TOBA JISKAPCTBO CE U3IOJI3Ba 3a€IHO C
MepOpaIHU JIEKapCcTBa 3a AnabeT, OCBEH CyI()OHUIYpeHHI TPOU3BOJHH HUIIN HHCYJIHH.

[IpenynpeaurenHuTe MpHU3HAILM 32 HICKA KPBBHA 3aXap MOTaT Ja ce MOsABAT BHe3amHo. Te Morar ia
BKJIFOYUBAT: CTYJICHA TOT, XJIa/IHa OJie/1a KOXKa, TTIaB00O0JIUE, YCKOPEH ITyJIC, TOBUTaHe (TaICHEe) WU
CWJICH TJIaJI, IPOMEHH B 3pEHHETO, CHHIMBOCT WJIH CI1a00CT; HEPBHOCT, TPEBOXKHOCT MJIM O0BPKAHOCT,
3aTpyaHEHa KOHIIEHTPAIUS UIIH TPeTIepeHe.

BamusT nexap me Bu kaxe kak 1a ieKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO Jla HAIIPaBUTE, aKO
3a0eNnexKuTe Te3U NPEYNPETUTEITHN TIPU3HAIY.

BeposiTHOCTTA J1a CliajiHE HUBOTO HA KPhBHATA 3aXap € MO-ToJIsIMa, ako MpreMaTe CyJIQOoHITYpeHHU
MIPOM3BOIHY WJIM WHCYIUH. BammsT nexkap Moke 1a HaMallv 103aTa Ha Te3U JIEKapCcTBa, Mpeau aa
3al0YHETE 12 U3MOI3BATE TOBA JIEKAPCTRO.

. Jlomo xpaHocMuiaHe;

. Bw3nanen cromax (racTput) — NpU3HALUTE BKIIOYBAT CTOMAIIHA O0JIKa, MOBAUTaHe (TafcHe)
WM TIOBPBLIAHE;

. Peduykc unm kucenuHu — Hapu4aHu olile ractpoeszodareanna peduykcHa 6onect (CEPB);

. Cromarirga 60J1Ka;

. IlonyBane Ha cTomaxa;

. 3arex;
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. Opursane;

. KambHY B KTHUKaTA;

J 3amaiiBaHe;

. Ymopa;

. 3ary0a Ha TerJo;

. IloHmxkeH ameTur;

. I"azoBe (hnarynenuus);

. [ToBuilleHHE HAa TAHKPEATUYHN €H3UMHU (KaTo JIMIa3a ¥ aMuiiasa);
. I'maBoGomue.

HeuecTu (Morat na 3acersar o 1 va 100 qymim)

. [MpomsiHa BBB BKyca Ha XpaHaTa WM HAITUTKUTE;

. VYyecreH mysic;

. Peakiuu Ha MACTOTO Ha MHXKEKTUpaHE, KaToO MIOCUHABaHe, O0JIKa, Ipa3HeHe, ChbpOek U 00puB;
. AJIepTUYHHU peakIy KaTo OOpUB, ChPOEK UM yPTHKAPHS,

. 3abaBsiHe B M3MIPAa3BaHETO HAa CTOMAxa.

C Hen3BecTHa 4ecTOTa (OT HAIMYHUTE JAHHU HE MOXe Ja ObJie HalpaBeHa OLCHKA Ha 4eCTOTaTa)
. IIpomsiHa B ycelaHETO Ha KoXkarta.

Chol01maBaHe Ha HesKEJIAHU peaKIuu

AKO TIONy4YHTe HAKAKBH HEXEJIaHU peaklny, yBeaoMeTe Bamus nekap, papmarieBT nwim MeIUIIMHCKA
cecTpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOMMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIIO /1a ChOOIINTE HEXKETaHU PEaky AUPEKTHO Ype3 HAllMOHATHATA CHCTEMa 32 ChOOIIaBaHe,
nmocoueHa B [Ipmnoxenue V. Kato crolmaBare HeXeIaHA PEakIliy, MOXKETE Ja aJeTe CBOSI IIPUHOC
3a TIoJly4aBaHe Ha rmoBeue uH(popMaIys OTHOCHO 0€301acHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak n1a cexpansiate Ozempic

Jla ce cbxpaHsiBa Ha MSICTO, HEJOCTHITHO 32 JACLIA.

He m3non3Baiite ToBa JIEKapCTBO CJIea CPOKa Ha TOJTHOCT, OTOCIISI3aH BhPXY €TUKETA Ha MHCaKaTa u
KapTOHEHaTa OMaKoBKa cies ,,[ 'ogen 10:“/“EXP“. CpokbT Ha TOMHOCT OTTOBAPS HA ITOCICAHUS JI€H OT

IIOCOYCHHA MCCCII.

HDC,Z[I/I OTBApPAHC:

Ma ce cpxpanssa B xnaawiHuk (2 °C—-8 °C). Jla He ce 3ampa3ssBa. Jla ce cbxpaHsaBa aajed oT
oxytakaanus eneMeHT. ChXpaHsSBaiiTe ¢ IOCTaBeHA Kalayka, 3a J1a e MPEAIa3y OT CBETIINHA.

Crnen nppBOHAYAIIHO OTBapsHE:

Ozempic 0,5 mg (mucanka ¢ 4 103u)

. B npoabsmkenne Ha 6 ceMUI MOYKETE J1a ChXpaHsIBaTe MUCaIKaTa [Py TeMIIepaTypa oy
30 °C unum B xnagunHuk (2 °C-8 °C), naned ot oxnaxkaaiius ejieMeHnt. He 3ampassaiite
Ozempic ¥ He TO U3MOI3BANTE, AKO € OWII 3aMpa3eH.

Ozempic 0,5 mg (tmcanka ¢ 8 m03wu)

. B npoapmkenne Ha 8 ceMUIT MOXKETE J1a ChXpaHsSIBaTe MUCAIIKATA TIPU TeMIIeparypa Mo
30 °C unum B xnmagmHuk (2 °C-8 °C), naney ot oxnaxpanms eixeMmeHnT. He 3ampassiBaiite
Ozempic ¥ He o U3MOJ3BATE, aKO € OHJI 3aMpa3eH.

* Koraro He n3mon3Bare nucajikara, CLXpaHHBaﬁTe s C IIOCTAaBCHA Kallavka, 3a a CC MpcaAmnasu ot
CBCTJIMHA.
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He n3non3Baiite ToBa JIEKapCcTBO, aKO 3a0€NIEKUTE, Y€ PAa3TBOPHT HE € OMCTHP B OE3MBETCH MIIN TTOYTH
Oe3IBEeTeH.

He u3xBbpsiiTe nekapcTBaTa B KaHAIM3AMATa WM B KOHTCHHEPA 3a TOMAIIHU OTHAAbIIH.
[Nonwuraiite Baius ¢papmaneBT Kak Ja M3XBBPIIATE JIEKapCTBAaTa, KOMTO Beue He U3mo3Bare. Te3u
MEpKH IIle CTIOMOTHAT 3a ONa3BaHe Ha OKOJHATA CPe/a.

6. CL}Imea}me Ha ONaKOBKaTa U J0IIbJHUTEC/IHA HH(l)OpMaIIHﬂ

Kakso cbpabp:xa Ozempic
. AKTHBHOTO BEIIECTBO € CEMarIyTH/I.
. Ozempic nucanku ¢ 4 1034
o 1,5 ml: Exua ml oT MH>KEKIIMOHHUSE pa3TBOP Chabpika 1,34 mg cemarnytua. Enna
MPEIBAPUTEIHO HAIIbIHCHA MUCAlIKa ChbpiKa 2 mg ceMaryTua B 1,5 ml pa3tBop.
Besika nosza ceappika 0,5 mg cemarnytun 8 0,37 ml.
o 3 ml: Equn ml oT MHXXEKIHOHHUS pa3TBOp chabpika 0,68 mg cemarnytun. Exna
MPEIBAPUTEIHO HAIIbJIHEHA MUCAJIKA ChAbpiKa 2 mg cemarnyTua B 3 ml pa3tBop. Besika
no3a ceappxa 0,5 mg cemarnytun B 0,74 ml.
. Ozempic nucanka ¢ 8 1o3u
o 3 ml: Equn ml oT MHXEKIIMOHHUS pa3TBOp chabpika 1,34 mg cemarnytuna. Exna
MPEIBAPUTEITHO HAITbIHEHA MUCAJIKA ChAbPKa 4 mg cemartyTua B 3 ml pa3tBop. Beska
no3a ceabpika 0,5 mg cemarmytun B 0,37 ml.
. Hpyrure cberaBku ca: nuHaTpreB dhocdar JUXUApaT, MPOMIICHTIINKOIN, (EeHOT, BOAa 3a
WHXKEKILIMH, HATPHEB XUAPOKCH/XIIOPOBOAOPOIHA KHcenrHa (3a Kopekiusa Ha pH). Buxre
CBINO TOUKa 2, ,,ChabpKaHe Ha HATPHUH™.

Kak usranexna Ozempic 1 KaKBO ChIbpP:Ka OMAKOBKAaTa

Ozempic e OUCTBp U Oe31BETEH WM NOYTH OE3LBETEH HHKEKIIMOHEH PAa3TBOP B MPEIBAPUTEITHO
HaIlbJIHEHA [THCAJIKA.

1,5 ml: Besika npeiBapuTeIHO HAIThJIHEHA MTUCAIKA Chabpxka 1,5 ml pa3rBop u 1ocTaBs 4 1031 10

0,5 mg.

3 ml: Besika mpeBapuTeIIHO HAaITbJIHEHA HCAKa Chbpika 3 ml pa3TtBop u noctass 4 no3u mo 0,5 mg.
3 ml: Besika mpeBapuTeIHO HAITBJIHEHA HCAIKa Chbpika 3 ml pa3tBop u qoctass 8 qo3u mo 0,5 mg.

Ozempic 0,5 mg uHKEeKIIHOHEH Pa3TBOP Ce Mpeiara B CJACIHUTE BUIOBE OMAKOBKH:
1 mucanka u 4 urnm 3a enHokpartHa yrnorpeda NovoFine Plus.
1 mucanka u 8 urnm 3a enHokpartHa yrnorpeda NovoFine Plus.

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

He Bcuukm BHI0BE ONTaKOBKHM MOTaT Ja ObJAT ITyCHATH Ha Ma3apa.
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IIpuTexaTes1 Ha pa3pelieHHETO 32 ynoTpeda
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Hanaus

IIponsBoauTen
Novo Nordisk A/S
Novo Allé

DK-2880 Bagsveaerd
Jaxus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres
Dpanuus

I[aTa Ha MOCJIECAHO NMpepasrjc;kaane Ha JIMCTOBKaTa

Apyru uzrounnum Ha nagopmauus

IMoxpoOHa uHbopMaIrs 3a TOBA JIEKAPCTBO € peocTaBeHa Ha yeOcaiita Ha EBpornieiickara areHims
0 JIeKapcTBara http://www.ema.europa.eu.
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Yka3zaHus 3a ynorpeda

Ozempic 0,5 My nHKeKIMOHEH Pa3TBOP B NPeABAPUTEJIHO HANTBJIHEHA MHCAJIKA, J0CTABSAIIA
4 no3u
cemarayTuj (semaglutide)

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

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

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

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

no3u 1o 0,5 mg.

Ozempic npeaBapuTeTHO
HANTBJIHEHA MHCAJIKA U UIJIa

Hraa

Wznon3zBaiite TabnuuaTa oT BbTPELIHATA CTpaHa Ha
Kallaka Ha KapTOHEHaTa KyTHsl, 3a J1a CJICIUTE KOJIKO Ernger na
WH)KEKINH CTe MPUIIOKUIIN U KOTa CT€ I'Ml IPHIIOKUIIH. nucakata

IIncankara Bu e InpeaHa3HauCHa a CC U3M0JI3Ba C
UrJIM 3a enHokparHa ynorpeoda 30G, 31Gu 32G ¢ Bposty na 1o3ara
ABIJDKUHA 10 8 mm. Crpeaka Ha 103aTa

B omakoBkara ca Bxiarouenu uriid NovoFine Plus.
CeJiekTop Ha

. AosaTa Mapkep 3a
Mouts, 00bpHETE BHUMaHue: Bairata nucanka Moxe 1a npoBepia
Ce pasinyaBa o pa3Mep OT MMHCAIKATa, TOKa3aHa Ha Ho3os byron Ha
KapTUHKAaTa. Te3H yKa3aHUs ce OTHACSAT 38 BCUYKU HETHHARCTO

nucasiku Ozempic 0,5 mg.

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

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJia

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

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

. B3emeTe HOBa HrJIA.
[IpoBepeTe XapTHEHHS €TUKET M BhHIIIHATA
Kalayka Ha WUrJiaTa 3a MoBpeId, KOUTO MOTaT Jia
3acerHaT CTEPHIHOCTTA. AKO 3a0eIeKnTe
HSIKaKBa IMOBPE/Ia, M3MOI3BANTEe HOBA HIJIA.

. OTcTpaHeTe XapTHEHHUsS €THKET.

YBepere ce, ye cTe MOCTABUJIMN UIJIATA

NMPaBUJIHO.
o Hatucuete urnara npaBo BbpXy NHCAJIKATA.
o 3aBuiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hrnara e mokpura ¢ nBe kanayku. TpsiOBa na
cBaJIMTe M IBeTe Kanauku. Axo 3a0paBure aa
CBAJINTE U JIBETE KallauKy, HAMA Jia ycIieeTe Aa
CHU MHKEKTUPATE JIEKAPCTBO.

. CpaJleTe BHHIIHATA KaNlayKa HA UIJIATA U A
3ama3sere 3a mo-KbCHO. Ts e Bu TpsaoBa cien
WH)XEKTHpAHETO 3a 0€30MaCHO OTCTpaHsBaHE Ha
WTJIaTa OT MHUCAJIKATA.

® Caauere BbTpPEHIHATA KallavuKa Ha urjiaTta u
A1 U3XBBpJIETE. Axo ce ornurare Ja s IMIOCTaBHUTEC
OTHOBO, MO>KC HCBOJIHO Jia C€ y60;[eTe C Hurjarta.

Ha Bbpxa Ha urnara Moxke Jja ce MOSBHU Kamka OT
pastBopa. ToBa € HOpMaTHO, HO BCE Mak TpsOBa 1a
MIPOBEPHUTE U3TUIAHETO, aKO U3IOJI3BAaTE HOBA MHCAIKA
3a pBB ITBT. BikTe crhiika 2 ,,IIpoBepeTe n3TndaHeTo
C BCSIKa HOBA IUcajKa“.

He nocraBsiiiTe HOBa MIJa Ha THCANIKATa CH, JOKATO
HE CTe TOTOBH J]a HHKEKTHpATE.

-& Bunaru uznoJsizBaite HOBa MIJIa 3a BCAKA HHKEKIMSI.
ToBa Mmoxe Ja IpeaoTBpaTH 3allyllIBAHC Ha UTJIMNTC, 3aMBbPCABAHC, I/IH(l)eKTI/IpaHe 1 HCTOYHO
A03UpaHe.

Huxora He u3nos3BaiTe M3KpHBeHA WJIH NOBPeIeHA UIJIA.

2. HpOBepeTe H3THYIAHECTO C BCAKA HOBA NMMUCAJIKA

. AKO Beue H3IO0JI3BaTe MMUCAIKaTa, IPEMUHETE
KbM cThITIKa 3 ,,30epere mo3arta“.
[IpoBepsiBaliTe M3TUYAHETO CAMO MPEAH
IMbPBOTO HHKEKTHPAHE C BCSIKA HOBA

nucajika.
N36pan e
. 3aBBpTETE CENEKTOPa Ha J03aTa JI0 MapKepa 3a Mapkep 3a
IpoBEepPKa HA
NpoBepKa Ha W3TH4YaHeTo (** “*) To4HO cient H3THYAHETO

,0“.YBepere ce, ye MapKephT 3a IPOBEPKA Ha
M3THYAHETO CE M3PaBHsIBA ChC CTpENIKaTa Ha
J103aTa.
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. 3aapBKTe MUcankaTa ¢ HaCOYeHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH,
JIOKaTo OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0“ TpsiOBa aa ce U3paBHU ChC
CTpeJIKaTa Ha J103aTa.

Ha Bppxa Ha urnara Tps0Ba J1a ce MOSBY Kalka
pasTBop.

Ha Bbpxa Ha Urnara Moxke J1Ja OCTaHE MaJlka Karka, HO TS HsAMa Ja ce MHXKEKTHUpA.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe N3THUAaHETO ¢ BCSIKa HOBA MHUCAIKA 10 6
IBTH. AKO BCE OIIle HAMa KalKa, CMEHEeTe WrilaTa U oBTopeTe cThiika 2 ,,IIpoBepere u3TndaneTo ¢
BCSIKA HOBA MHCAJIKa“ OIIE BEAHBXK.

M3xBbpaeTe nucaikaTa U U3MOI3BaNTE HOBA, aKO BCE OLIE HE CE € MOsIBUJIA KaIlKa OT pa3TBopa.

A\ Bunaru ce YBepsiBaiiTe, 4e ce MOSIBABA KAMKA HA BbpXa Ha UTJIaTa, IPE/IH J1a U30I3BaTe
HOBa THcalKa 3a npbB IbT. C TOBa ce rapaHTHpa, Y€ pa3TBOPHT MPEMUHABA OE3MPENSTCTBEHO
Mpe3 HrJiara.
AKO HE ce TIOSIBH Kallka, HIMa J]a CH WHXKEKTUPATe HUKAKBO KOJMYECTBO OT JIEKAPCTBOTO,
BBIIPEKH Ue OpOsYBT Ha J]03aTa MOXKE Jia ToMpbhiHe. ToBa Moske 1a 03HAUaBa, Ye UIJIATA €
3amynieHa Wi NoBpeeHa.
AKO He MpoBepsBaTE U3THYAHETO TPEAY THPBOTO CH HHKEKTUPAHE C BCSIKA HOBA MHCAJIKA,
MOJKE JIa HE TIOJTyYrTe MIpeaIMcanara go3a u xenanus egekt Ha Ozempic.

3. N30epeTte n03aTa

. 3aBbpTeTe ceJieKTOPa Ha 103aTa, 32 J1a
Habeperte 0,5 mg.
[MpoabiKeTe 1a BBPTHUTE, JOKATO OPOSYBT Ha
no3ata cipe u nokaxke 0,5 mg.

H36panu
0,5 mg

Camo OposYBT U CTpeNIKaTa Ha J103aTa IIIe IMoKaXarT, 4e ca Habpanu 0,5 mg.

Moxxere na uzdupare camo 0,5 mg Ha mo3a. Koraro nucankara chabspika no-manko ot 0,5 mg,
OpoAYBT Ha J03aTa CIHpa npeau aa ce mokaxe 0,5.

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

A\ Bunaru wsnonssaiite Oposiua M cTpeJKaTa Ha 103aTa, 3a 1a BUAUTE, Yye ca HAOpaHu
0,5 mg, mpean 1a MHKEKTHPATE TOBA JIEKAPCTBO.
He Opoiite mpumpakBaHusITa Ha MUCATKATA.
Cnc ceieKTOpa HA J03aTa TPsidBa aa ce m30upar camo ao3u no 0,5 mg. 0,5 mg Tpss6sa
TOYHO JIa C€ M3PaBHU ChC CTPEJIKATA, 32 JIa CT¢ CUTYPHH, Ye IIPUEeMaTe MpaBUIIHA 1033,

Koaxko pa3TBop e octanaj

. 3a 1a BUAUTE KOJKO Pa3TBOP € OCTaHAJ,
W3I0JI3BalTe Oposiua Ha 103aTa; 3aBbPTETe
CEJICKTOpa, JOKATO OPOSIYBT cIpe.

Axo toii nokasBa 0,5, BpB Balara nucanika ca
octa"ayim noue 0,5 mg.

Axo Opost9bT Ha go3ata cupe npeau 0,5 mg, BposnT na

HAMa JIOCTaThYHO OCTAaHAJI Pa3TBOP 3a IIbJIHA e

103a 0,5 mg ocrasat 0,5 mg
) .

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

4. Un:kekTHpaiiTe 103ata

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

. YBepere ce, ye BIKIATe Oposiua Ha 103aTa.

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

. HaTtucHere u 3aApbiKTe 1030BUsA OYTOH.
HaoOmronaBaiite, 10KaTO OPOAYBT Ha 103aTa
ce BbpHe Ha ,,0“. Lludpata ,,0“ TpsOBa na ce
M3PaBHU ChC CTpENIKaTa Ha Jjo3aTta. ToraBa Moxxe
Jla 9yeTe WIN yCeTUTE MPUIIPAKBAHE.

. [poabaxkaBaiiTe 1a HATHCKATE 1030BHS
O0YyTOH, I0KATO 3aAbp:KaTe UIJIATA B KOKATA
CH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO ABPKUTE Bpoiite 6aBHO:
J1030BHUsI OYyTOH HATHCHAT. Lrsabs
. AKO U3BaJUTE UIJIaTa MO-PaHO, MOXKE J1a BUAUTE

KaK OT BbpXa M U3THYa CTpyHKa OT pa3TBopa. B
TaKbB CIy4ail HsIMa 1a Ob/e NPUIIOKEHA
I'bJIHATA J1034.

. H3Bajgere uriara ot ko:kara cu. Ciex ToBa
MOJKE JIa OTITYCHETE JT030BUS OyTOH.
AKO Ha MACTOTO Ha WH)KEKTHPAHE CE€ MOSBU KPBB,
MPUTUCHETE JICKO.

Ha Bbpxa Ha urnara Moxke a BUIUTE Kalka pa3TBOP Cle MHXKEKTUpaHeTo. ToBa ¢ HOpMaIHO U HE ce
oTpa3sBa Ha Bamiara jo3a.

A BuHarm riegaiite Oposiua Ha 103aTa, 32 /12 3HAeTE KOJKO Mg CH HHKeKTHpPaTe. 3aIPbKTe
9
J1030BHs OYTOH HATHUCHAT, JI0KAaTO OpOsSYBT Ha J03aTa ce BbpHE Ha ,,0%.

Kak na pa3no3Haere 3amylieHa Uiy NoBpeieHa urJja

—  Ako OposYbT Ha J103aTa He MmoKaxe ,,0° ciien MPOAbIKUTEIIHO HATUCKAHE Ha JO30BHUS
OYTOH, Bh3MOXKHO € Jia CTE M3MOI3BAIIH 3aITyIIIeHA WU MIOBPEICHA UrJia.

— B TaxbB cinyuaii He cTe CH MH)KEKTUPAIIU HUKAKBO JICKAPCTBO, BBIIPEKHU Ue OpOSYBT Ha
Jt03aTa ce € MPEMECTHI OT YHCIIOTO Ha ITbpBOHAYAIHATA 7032, KOSITO CTE 3aaJIH.

KakBo 1a npaBuTe cbC 3amylieHa uria

CwMeHeTe uriata, KakTo € OIMUCaHo B CTHITKA 5 ,,Criex MHXEKIHITA", ¥ TTIOBTOPETE BCUIKH
cTbnku ot 1 ,,[logroreere mucankara cu ¢ HOBa uria‘“. YBepere ce, 4e cre HaOpasu 1suiaTa
HeoOXoauMa J103a.

Huxora He noxocpaiite 6p0ﬁ‘la Ha 103aTa, 10KaT0 HHIKEKTHUpPAaTe. ToBa Mmoxe 1a IMPEKBCHE
WHXXCKTHUPAHETO.

5. Ci1eq HHKEKIUATA

Bunaru u3xBbpJisiiiTe UrjaTa cjiex BCsiKa
HHIKEKIHA, 32 J1a CH OCUTYpPUTE yIOOCTBO TIPH
WH)KCKTHpaHe U Ja n30erHere 3amyIiBaHe Ha
UrauTe. AKO uriara € 3amylieHa, HiMa J1a CU
WHXEKTHPATE HUKAKBO KOJMIECTBO JICKAPCTBO.
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BkapaiiTe BbpXxa Ha MIJIaTa BbB BBHIIHATA
KalaykKa Ha UIJaTa BbpXY paBHA NOBBPXHOCT,
0e3 1a JoKOocBaTe UriiaTa Wil BbHITHATA
Karayka.

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

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

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

Koraro nucankara Tps6Ba fa ce U3XBBPIIH, HAaNpaBeTe ro, 6e3 1a MMa Wriia BbpXy Hesl, KakTo Bu e
WHCTPYKTHpan BamusT nekap, MEANIIMHCKA cecTpa, (papMaieBT Wi MECTHHUTE BIACTH.

A

Huxora He ce omuTBaiiTe 1a MOCTaBsATE OOPATHO BHTPELIHATA KaNayka BbLPXY UIJaTa.
Moxe na ce ybozeTe ¢ uriarta.

Bunaru cien Besika MH:KeKIMS He3a0aBHO OTCTPAHSIBATe UIJIATA OT MUCAJIKATA.
ToBa MoJxe Ja MPeIOTBpATH 3aMyllIBaHe Ha WM, 3aMbpCsBaHe, MHQEKTHpaHe, H3THYaHE Ha
pasTBOP M HETOYHO JO3UPAHE.

JonbjaHuTe/IHA BaxkHA uHGOpMauus

Bunaru cexpaHsBaiiTe nMucaikara U UTJIUTE HA MACTO, HEAOCTBHITHO 32 IPYrH X0pa, 0COOCHO
3a geua.

Hukora He cniogensiiiTe Mucankara Wi UTIUTE CH C IPYTH XOpa.

OOrprxBanuTe JIMIa TpsiOBa 1a ca MHOT'0 BHUMATEJIHU NMPHU PadoTa ¢ U3MOJ3BAHU UIJIH, 32
Jla n30eTHaT HapaHsBaHE C TAX M KPhCTOCAaHA MH(DEKIHSI.

I'pnxa 3a Bamarta nucajka

W3non3BaiiTe nmucankara BHUMaTenHo. [ py0oTO MaHUITyTMpaHe WM HeTpaBHIIHA yIIoTpeda Morar 1a
NPUYHHAT HETOYHO JIO3UPaHe. AKO TOBA Ce€ CIYYH, MOXKE JIa He TIOJTYUHTE JKeJlaHHus e(PeKT Ha TOBA
JIEKApCTBO.

He ocrasiiiTe nucajgkara B KoJia WM Ha IPYro MICTO, KbAETO MOXKE J]a CTAaHE TBbPAC
TOPEIIO UK TBBPIE CTYACHO.

He nnkextnpaiite Ozempic, KoiTo e 611 3amMpa3eH. AKO o HalpaBUTE, MOXKE Ja HE
MOJTYYUTE JKEIaHUs eeKT Ha TOBA JICKAPCTBO.

He un:xextupaiite Ozempic, KoOHTO € O M3/10:KeH HA MPSKA CIbHYEBA CBeTJIMHA. AKO IO
HAIpaBHTE, MOXKE JIa HE TIOJTyYUTe KeJaHus eekT Ha TOBa JIEKapCTBO.

He n3iaraiiTe nucaakara cM Ha Pax, MPbCOTUS WJIH TEYHOCT.

He MuiiTe, He HAKMCBaliTe M He cCMa3BaiiTe MMCAJIKATA CU. TS MOXe Ja ce MOYHUCTH C MEK
npenapar BbpXy HaBIa)XHEHA KbpIIa.

He u3nyckaiiTe nucajgkara cM U He g yAPSUTE B TBPAU MOBBPXHOCTH. AKO S U3IYyCHETE WIH
MOJI03UpATe, Ue HEIo HE € Hape]l C Hes, IIOCTaBETe HOBA UIJIAa U IPOBEPETE U3TUYAHETO HA
pasTBoOp, NPEAN 1a MHKEKTHPATE.

He ce onurtBaiiTe 1a Ha'bJIHUTE MOBTOPHO NuUcajakarta cu. Clell KaTo BEAHbXK CE U3IMPa3HU,
TS TPAOBa /12 C€ U3XBHPIIH.

He onuTBaiiTe 1a monpassiTe WM pa3riiodsBaTe MUCcaIKaTa CH.
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Yka3zaHus 3a ynorpeda

Ozempic 0,5 My nHKeKIMOHEH Pa3TBOP B NPeABAPUTEJIHO HANTBJIHEHA MHCAJIKA, J0CTABSAIIA

8 mo3m

cemarayTuj (semaglutide)

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

NMUCaAJIKa

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

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

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

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

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

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

Ozempic npeaBapuTeIHO
HANbJIHEHA MUCAJTKA U UIJIA

(mpumep)

BbHuIHA

Kanauka na Kanaika

nucajKara HA UrJjaTa
BbTpemna
Kanayka
HA UIJaTa
Uraa
XaprTuen
eTHKeT

IIpo3opue Ha

nucajaKara

Etuxer Ha

MUCAJIKATA

Bposiu Ha no3ara

CrpeJika Ha 103aTa

CeiiekTop Ha

Ao3ara Mapxkep 3a

NnpoBepKa
Ha
H3THYAHETO

Jl030B OyTOH

A Baxna nndopmanus

O6’LpHeTe CIicnyaJIHO BHUMAHUEC Ha TE3H 66J'IC)KKI/I, TBHH KATO T€ ca BaXXHU 3a Oe30macHaTa

yroTpeba Ha mucaaKara.

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

. CaaJieTe KanavykaTa Ha MACAJIKATA.

. IIpoBepeTte 1am pa3TBOPHT B MUCAIKATA € OUCTHP U
6e3usereH. [lornenHere npe3 Npo30pyeTo Ha NUCaJIKaTa.
AKO pa3TBOPBT U3IIIEXK1a MBTEH WIN C IPOMEHEH LIBSAT,
HE U3I0JI3BaliTe MHUCaIKaTa.

. B3emeTe HOBa HrJIA.
[IpoBepeTe xapTUCHMSI €TUKET M BhHIIIHATA Kalavka Ha
urjaTa 3a MoBpeIy, KOUTO MOTaT Jia 3aCerHaT
CTEpUITHOCTTA. AKO 3a0€TIe)KUTE HIKaKBa TIOBPEA,
M3II0JI3BaliTe HOBA UIJIA.

. OTcTpaHeTe XapTHEHHUsS €THKET.

YBepeTe Ce, Y€ CTe NMOCTABUJIM UIJIaTa NMPABUJIHO.

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

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

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

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

Ha Bppxa Ha uritata Mo)ke 71a Ce TIOSBY KaIlka OT pa3TBopa.
ToBa e HOpMaITHO, HO BCE TIaK TPsIOBA J1a IPOBEPUTE
W3TUYAHETO, aKO U3MOJ3BAaTe HOBA MUCAIKA 3a MPbHB MbT.
Bwxre crhiika 2 ,,IIpoBepeTe H3THIAHETO C BCSAKA HOBA
nucagka‘.

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

/N Bumaru msnonssaiite Hoa nrna 3a Besika WHKEKIHS.
ToBa Mo’e Ja MpeI0TBpaTH 3aIlylIBaHe Ha UTJINTE, 3aMbpCsABaHe, MH(EKTHPAHE U HETOYHO
JTIO3UpaHe.

Huxora He usnosizBaiite H3KPUBCHA WIM NMMOBpPEACHA UTJIA.

2. IlpoBepeTe H3THYAHETO ¢ BCAKA HOBA MUCAJIKA
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. AKO BeYe M3IMOJI3BATE MMUCANIKATA, IPEMUHETE KbM
crerka 3 ,,136epere no3ata‘. [IpoBepsiaiite
W3TUYAHETO CaMo TMPEId MbPBOTO HH:KEKTHPAaHE €
BCSIKA HOBA MUCAJIKA.

. 3aBbpTETE CENEeKTOpa Ha J03aTa 10 MapKepa 3a s
30paH e
NMpoBepka HAa u3Tn4yaHeTo (** “™) To4HO cren Mapkep 3a
,0“.YBepere ce, 4e MapKepbT 3a IPOBEPKa Ha nposepKa Ha

H3THYAHETO
HU3TUYAHCTO CC U3PaBHABA ChC CTPCIIKATA HA A03aTa.

. 3aIpbKTe MUcaNKaTa ¢ HacOueHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH, 10KATO
OposubT Ha Ao3aTa ce BbpHE Ha ,,0“. Ludpara ,,0
TpsIOBa J1a ce U3paBHU ChC CTpPENIKAaTa Ha 103aTa.

Ha Bbpxa Ha urnara Tpsi0Ba J1a ce MOSIBY Kalka pa3TBOpP.

Ha Bbpxa Ha Urnara Moxke J1Ja OCTaHE MaJlka Karka, HO TS HsAMa Ja ce MHXKEKTHUpA.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe N3THUAaHETO ¢ BCSIKAa HOBA MHUCAIKA 10 6
BTH. AKO BCE OIIle HAMa KarKa, CMEHEeTe WrilaTa M MoBTopeTe cThika 2 ,,IIpoBepere n3TnyaneTo ¢ BCska
HOBA IHUCANKA* OLIE BEIHDBK.

M3xBbpaeTe nucaikaTa U U3MOI3BalTe HOBA, aKO BCE OLIEC HE CE € MOsIBUJIA KallKa OT pa3TBopa.

BuHaru ce yBepsiBaiiTe, 4e ce MOABSIBA KAIKA HAa BhpXa HA UTJIATa, MPE/IU J1a U3I0I3BaTe HOBa
nucaika 3a npsB IeT. C TOBA ce TapaHTHpa, Ye Pa3TBOPHT MPEMUHABA OE3MPEIATCTBEHO TIpe3
uriaTa.

AKO HE ce TIOSIBH Karlka, HIMA J]a CH WH)XXEKTHPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO, BHIPEKH
4e OposiubT Ha Jl03aTa MOKe Jia moMpbaHe. ToBa Moske 1a 03HaYaBa, Yye UIJIATa e 3anylnieHa uiu
noBpejeHa.

AKO HE MpoBepsBaTE H3THYAHETO TPEAH MIHPBOTO CH HHXKEKTUPAHE C BCSIKA HOBA IMHCATKa, MOXE Ja
HE TIOJIYIHTE MPEANICAHATa J103a U JkelaHus edekt Ha Ozempic.

3. N30epeTte n03aTa

. 3aBbpTeTe celIeKTOpa Ha 103aTa, 3a 1a HabepeTe
0,5 mg.
IpoabiKeTe 1a BBPTHTE, JOKATO OPOSYBT Ha jJ03aTa
crpe u nokaxe 0,5 mg.

H30panu
0,5mg

Camo OposYBT | CTpeNIKaTa Ha J103aTa IIIe IMoKaXkaT, ue ca Habpanu 0,5 mg.

Moxerte na u3bupare camo 0,5 mg Ha go3a. Korato nucankara ceabspxa mo-manko ot 0,5 mg, 6posiubT Ha
Jlo3aTa crupa npeau aa ce mokaxe 0,5.

CenekTopbT Ha 103aTa MPUIIPAKBA PA3INYHO, KOTATO C€ 3aBbPTH HAIIPEe, Ha3a 1 MIIH IPH ITPEMHHABaHE HA
0,5 mg. He 6poiiTe npuiupakBaHusiTa Ha MUCATIKATA.

BuHaru uznoJs3BaiiTe 6posiua M cTpejKaTa Ha 103aTa, 3a 1a BUAUTe, ye ca HaOpanu 0,5 mg,
Mpeau 12 HHXKEKTHPATE TOBA JIEKAPCTBO.

He Opotite mpumpakBaHusITa Ha MHCATKATA.

Cnc ceieKTOpa HA jJ03aTa TPsioBa Aa ce u3ompar camo jao3u no 0,5 mg. 0,5 mg tpss6Ba TouHO Aa
Ce M3PaBHHU ChC CTPEIIKATA, 33 J]a CTE CUTYPHH, Y€ MPUEeMAaTe NpaBUIHA J103a.

Koaxko pa3TBop e octanaj

102




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

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

Axo OpostuybT Ha J03aTa cipe npeau 0,5 mg, Hsima BposunT Ha
JIOCTaThUHO OCTAaHAJ pa3TBOp 3a IbJHa 1o3a 0,5 mg. Ao3aa € BpsL:

ocrasar 0,5 mg

A\ He wsnonssaiire MUcaNKara, ako B Hesl HMa JJOCTaThbYHO OCTaHAN Pa3TBOP 32 ITBJIHA J034.
W3nomn3Baiite HoBa nucanka Ozempic.

4. Un:kekTHpaiiTe n03ara

. BnBenere uriara B Koxkarta, kKakto Bu e mokazan
BamusT nexkap uiam MeTUIIMHCKA CecTpa.

. YBeperte ce, 4e BH:kIaTe Oposda Ha 1o3aTa. He ro
3aKpUBaiTe C MPHCTUTE CU. ToBa MOXKE Ja MPEKHCHE
WH)XEKTHPAHETO.

. HatucHeTe u 3a1pbiKTe 1030BHs OyTOH.

HaoOmaronasaiite, 10kaTo OpOAYHT HA 103aTa ce BbpPHe
Ha ,,0“. [ludpara ,,0 TpssOBa ga ce U3paBHU CHC
CTpeJiKaTra Ha fo3aTa. ToraBa Moke J1a uyere Uiu
yCeTUTE MpHUIIpPaKBaHe.

. IIpoasikaBaiiTe 1a HaTHCKATe 1030BUsI Oy TOH,
AO0KATO 3aAbpPKaTe MIJiaTa B KoxKaTa CH.
. IIpe6poiiTe 6aBHO 10 6, T0KATO ABPKUTE T030BUS Bpoiite fanno:
OyTOH HATHCHAT. 1-2-3-4-56
b Axo H3BAAUTC UTJIATa IO-PAHO, MOXKC 1a BUAUTC KaK OT

BbpXa M U3THYA CTpyHKa OT pa3TBopa. B TaksB ciydait
HsIMa Ja ObJie IPUIOXKEHA IIbJIHATA 103a.

. H3Bajgere uriara ot ko:kara cu. Cies ToBa MOXKe J1a
OTIyCHETE J030BHS OYTOH.
AKO Ha MSICTOTO Ha UHXXEKTHUPAHE CE MOSBU KPbB,
MPUTUCHETE JICKO.

Ha Bbpxa Ha urnaTa Moke a BUJUTE KalKa pa3TBOp Clie] MHKEKTUpaHeTo. ToBa € HOpMaIHO U HE ce
oTpa3sBa Ha Bamiata mo3a.

A\ Bunaru riegaiite Oposiua Ha 103aTa, 32 1a 3HaeTe KOJKO Mg CH MHKeKTUpaTe. 3aIphXTe
J030BUs OyTOH HATUCHAT, JOKATO OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.

Kak 1a pasnosHaere 3anyuieHa WM NOBpeJeHa UIJia

—  Ako OposiubT Ha J03aTa He MoKaxe ,,0° ciel NpoAbIKUTETHO HaTHCKaHEe Ha J030BUs OYTOH,
BB3MOJKHO € J1a CTE€ U3I0JI3BAJIM 3aIlyLIEHA WIK IIOBPEACHA UIJIA.

— B TaxbB cinyyail He cTe cH MH)KEKTHPAJIM HUKAKBO JIEKAPCTBO, BBIIPEKH Ue OpOAYBT Ha 103aTa
ce € MPEMECTIII OT YUCIIOTO Ha I’bPBOHAYAIHATA 1034, KOSITO CTE 3aJaJIH.

KaxBo na npaBure cbc 3amynieHa urJja
CwMeHeTe uriara, KakTo € OMHCaHo B CThIKa 5 ,,Ciien HHKEKIUATA ™, ¥ TIOBTOPETE BCUUKHU CTHIIKH OT
1 ,,IloaroTBeTre mrcankaTa Cu C HOBa Uriia‘“. YBepeTe ce, 4e CTe HaOpaiH Is1ata Heo0XoauMa J03a.

Huxora He noxocpaiite 6p0ﬁ‘la Ha 103aTa, 10KaT0 HHIKEKTHUpPAaTe. ToBa Mmoxe 1a IMPEKBCHE
WHXXCKTHUPAHETO.
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5. Ci1eq HHKEKIUATA

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

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

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

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

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

Koraro nucankara TpSI6Ba Ja C€ U3XBbPJIU, HAIIPABLETEC I'0, 0e3 Ja UMa urjia BbpXy HEs, KaKTO Bue
HWHCTPYKTHUpAJI Bammsar JICKap, MCOAWIIMHCKA CECTpa, q)apMaL[CBT NN MCCTHHUTC BJIACTH.

A

Huxora He ce onuTBaiiTe 12 MOCTaBsITe 00PAaTHO BhTPEIIHATA KallayKa BbPXy uriaata. Moxe
Ja ce ybomere ¢ uriarta.

Bunaru cien Besika HHKeKIUsI He3a0aBHO OTCTPaHABANiTe UIJIaTa OT MHUCAIKATA.

ToBa MOke 1a peAOTBpaTH 3alylIBaHEe HA UM, 3aMbpcsBaHe, MHPEKTUpaHe, N3THYaHE Ha
pa3TBOpP M HETOYHO JIO3UPAHE.

JonmbaHuTeIHA BaKHA MHpOpManms

BuHaru cexpansiBaliTe micaikaTa U HIJIMTE HA MSICTO, HEJJOCTHITHO 32 IPYTH X0pa, 0COOCHO 3a
Jiena.

Huxora He criofeisfiiiTe MIcaKaTa WK UTJIUTE CH C APYTH XOpa.

OOrpIKBanUTe JIKIA TPIOBA a ca MHOT0 BHUMATEJHH NMPH PadoTa ¢ M3MOJI3BaHH UIJIH, 32 J1a
n30erHaT HapaHsBaHE C TAX M KPhCTOCAaHA MH(DEKITHSL.

I'pu:xa 3a Bamara nucajka

Wznon3BaiiTe nucaikara BHUMAaTETHO. [ py0oTo MaHMITy IMpaHe WK HEMIpaBUIHA yHoTpebda Morar aa
HNPUYUHAT HETOYHO JT03UpaHe. AKO TOBa CE CIIy4H, MOXeE J1a He TOJyIHTe KelaHus eeKT Ha ToBa
JIEKapCTBO.

He ocTaBsiiTe mucajkaTa B KoJIa WIH Ha IPyTro MsCTO, KBJIETO MOKE /1a CTAHE TBBPJIE TOPEIIo
WIH TBBPJE CTYAEHO.

He un:xextupaiite Ozempic, KoiTO € 011 3aMpa3eH. AKO TO HAIPaBUTE, MOXKE J1a HE TIOTYyINUTE
JKemaHus eeKT Ha TOBA JIEKapCTBO.

He nnkextupaiite Ozempic, KoWTO e OMJI M3JI07KeH HA NPAKA CIbHYEBA CBETJIMHA. AKO TO
HalpaBHUTe, MOKE JIa HE TIOJIyYUTe KeJaHus epeKkT Ha TOBa JIEKapCTBO.

He u3naraiiTe nucajakara cM Ha Ipax, MPbCOTHS WJIH TEYHOCT.

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

He u3nyckaiiTe nucajgkarta cM 1 He 5 yApANWTE B TBBPAN MOBBPXHOCTH. AKO S U3ITyCHETE WIIH
M0JTO3UpATe, Ye Hell[o HE € Hape]l C Hes, TIOCTaBEeTe HOBA WIJIa U MPOBEpETe N3THYAHETO Ha Pa3TBOD,
Npean Aa UHXKEKTHpATe.

He ce onuTBajiTe 1a HABJIHUTE NOBTOPHO NMucajakaTa ci. CieJ KaTo BEAHBXK e U3MPa3HHU, TSI
TpsiOBa J1a ce U3XBBPIIH.

He onuTBaiiTe 1a mompaBsiTe WK pa3riao0sBare Nucajkara Cu.
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JIucroBka: Undopmanus 3a nanmueHTa

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

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

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

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

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

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

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

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

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

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

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

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

Ozempic ce u3IoJI3Ba 3a JIeUeHUE Ha Bh3pacTHU (Ha Bh3pacT 18 roaunu u nmoseue) cbe 3/1T2, korato
AUETaTa U yIpa)XHCHUATA HC Ca NOCTATbYHM!

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

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

BaxxHo e 1a npoxb/KKTE MJIaHA CH 3a IWeTa U yIpaKHEeHHs, KakTo Bu e kazan Bammust nexap,

(hapmareBT WM MEAUIINHCKA CECTPa.

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

He n3nosassaiite Ozempic

. aKO CT€ AIEPTUYHH KbM CEMarIyTH/ WIA KbM HIKOS OT OCTaHAJIUTE ChCTaBKU HA TOBA
JIEKapCTBO (M30pOCHU B TOUKA 6).

Ipexynpesxnenns u npeanasHu MepKu

I'oBopete ¢ Bammst mekap, ¢papmareBT WM METUITHHCKA CECTpa, MPEAH J1a U3I0I3BaTe TOBA
JIEKapCTBO.
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Toa yiekapcTBO HE € CHITOTO KaTo MHCYJWH U Bre He TpsOBa Ja ro u3IosBaTe, ako:

. pa3BHeTe nrabeTHA KETOAlKA03a — YCIIOKHEHUE MPHU 1Ha0eT, IPOTHYAILO ¢ BUCOKA KPbBHA
3axap, 3aTpyAHCHO JUIIIaHe, 00BbPKBaHE, IPEKOMEPHA JKaX/1a, CIIaAbK MUPHC HA IbXa WIH
ClaJbK WK METAJICH BKYC B yCTaTa.

Ozempic He ¢ HHCYJIMH U TIOPaJK TOBa HE TPsOBA /1a Ce U3MOJI3Ba KAaTO 3aMECTHTEI Ha HHCYJIMHA.

Axko 3HaeTe, ye Bu npencTou ornepaius, Ipu KOSTO Iie ObJAeTe Mo1 aHecTe3us (B CIISIIO ChCTOSHUE),
TpsiOBa Ja Kakere Ha Bamus niekap, ye cre Ha jaedenue ¢ Ozempic.

HDO6J’I€MI/I ChC CTOMAXa M 4€pBaTa, U ACXHUApaTalmia

[To BpeMe Ha JIE€UEHUETO C TOBA JIEKAPCTBO MOXke J1a Bu ce moBaura (rajieHe) win ga uMaTte
MOBpBIIAHE WK Auapus. Te3n HeKeNaHu PeakIMu MOTaT J1a IPUYHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). BakHO € J1a mreTe 00MITHO KOJIMYECTBO TEYHOCTH, 32 Ja MIPEJOTBPATHTE ICXHpaTaIInsI.
Tora e ocobeHo BakHO, ako UMaTe Tpodiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms siekap, ako nmare
HSIKAKBU BBIIPOCU WIIH IPUTECHEHHMS.

CuaHa ¥ IpoabJDKMTEIHA KOpEMHA 00JIKa, KOSITO MOXKE J1a C€ ABJDKH Ha OCThD IMaHKPEATHUT.

AKO UMaTe CHITHA U TIPOIBJDKUTENTHA 00JIKa B 00J1acTTa Ha CTOMaxa, He3abaBHO MOThPCETe JIeKap, Thil
KaTo TS MOJKE J1a € TIPU3HAK Ha OCTHP MMaHKPeaTHuT (Bh3MajaeH maHkpeac). Mol BIKTe Touka 4 3a
MpeIynpeANTEITHATE PU3HAIY 32 Bh3IAJICH TaHKpeac.

Hucka xpbBHA 3axap (XMIIOTITUKEMUST)

KoMmOunmpaHneTo Ha cynhOHUTYPEHHH TPOU3BOAHM WIIH WHCYJIMH C TOBA JICKAPCTBO MOXKE J]a YBEIIHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIXKTE TOUYKa 4 OTHOCHO
MpeIynpeAnTETHATE PU3HAIM 33 HICKU HHBA Ha KpbBHATA 3axap. Bammsar nexap moxe 1a Bu
Ha3Hauu J]a ce U3CJIEe/IBAT HUBAaTa HA KpbBHATa Bu 3axap. ToBa 11e My IOMOTHE J1a ONpeeian Taau
J103ata Ha CyJI(pOHMITYPEHHOTO MPOU3BOHO WIIH MHCYJIMHA TPsiOBa Ja ce IPOMEHH, 3a J1a CC MOHIKU
PHUCKBT OT HACKA KpPBhBHA 3aXap.

3a0oJisiBaHE HA OYUTE BCJIEACTBUE HA NHA0ET (pETUHOIATHS)

AKo mMmare 3a00JsIBaHEe Ha OYUTE BCIIEACTBYE Ha quabeTra U U3MoN3BaTe WHCYINH, TOBA JIEKAPCTBO
MOJKeE Jia TOBEJIE JI0 BIIOIIABaHE Ha BaieTo 3peHne 1 ToBa MOXe Jla HalloxKu Jiedenue. Muadopmupaiite
JIEKaps CH, aKo UMaTe 3a00IIIBaHe HA OYMTE BCIICJCTBHE HA Ua0eTa WM aKO 110 BpeMe Ha JICYCHUETO
C TOBA JIEKAPCTBO MOIyYUTE MPOoOIeMH ¢ ounTe. B ciyyail ye mmare mOTEeHI[MaTHO HECTA0OMITHO
3a00JIsIBAHE HA OYMTE BCIICACTBUE Ha TuabeT, He ce mpernopbuBa Ja u3nonzsare Ozempic 2 mg.

Bueszannu npoMeHu B 3pennero Bu

Ako 3a0enexuTe BHE3aITHa 3ary0a Ha 3peHHe WK OBbP30 BIIOIIaBaHE HA 3pEHUETO MO BpeMe Ha
JICUEHHETO C TOBA JIEKapCTBO, He3abaBHO ce cBbpaKeTe ¢ Bamus siekap 3a cbBeT. ToBa Moxe n1a ce
I'bJDKU Ha MHOTO PSIIKO Cpellallia ce HeXellaHa peakiys, HapeueHa HeapTepUUTHA [IPeJHa UCXEMUYHA
ontuyHa HeBponatus (HIIMOH) (Buwxre Touka 4: Cepno3Hy HEeXelaHu peakuun). Bammst nekap
Moke Aa Bu Hacouu 3a o4eH nperies 1 MOKe Aa € HAJIOKH J1a CIPETe JIEYEHUETO C TOBA JIEKAPCTBO.

HaI_II/IeHTPI ChC 320aBEHO n3MnpasBaHC HA CTOMaxa (raCTponape3a)

Axko umare 6aBHO (3a0aBeHO) U3IIpa3BaHe Ha CTOMaxa (HapedyeHo racTpormapesa), yrnorpedara Ha
Ozempic MOXe Jia JIOBeJIe 10 CEPUO3HH WK TEXKKH CTOMAIITHO-YPEBHU HEXellaHu chouTus. ['oBopete
¢ Bamms nexap, npeau na uznonzsate Ozempic.
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Jleua v roHOIIN
Tora yiekapcTBO HE Ce IPEOpPbUBa MPH Jiella U IOHOIIH Ha Bh3pacT mox 18 romuHu, Thid KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA TIPU Ta3M BB3PacTOBa IPyIia BCE OIIE HE Ca YCTAHOBEHMU.

Apyru nexapcrBa u Ozempic

Tps6Ba na kaxere Ha Bamms nexap, ¢papmaieBT Il MEJIUIIUHCKA CECTPa, aKO IpHeMaTe, HAaCKOpo CTe
MpUEeMalTi WU € Bh3MOXKHO J1a TIpueMaTe JPYTHU JICKapCTBa, BKIIFOUUTEIHO OWIIKOBU WIH APYTH
JIEKapCcTBa, KOMTO CTE KyNIIu 0e3 perenTa.

[o-cnienmanuo, nabopmupaiite Bammus iekap, GpapMarieBT Wi MEIUIIMHCKA CECTPa, aKO U3IOJI3BATE

JIEKapCTBa, ChAbPIKAILN HAKOE OT CICTHUTE:

. Bapdapun nnm apyru noqo0HU JieKapcTBa, IPUEMaHH MPe3 ycTaTa 3a HaMaJsIBaHe Ha
KPBBOCHCUPBAHETO (MIEPOPATHA aHTUKOATYJIaHTH). MOJKe Ja ce HAJIOXKAT YeCTH U3CIICABAHUS
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChCcUpBa KphBTa Bu.

. AKo u3non3Bate HHCYINH, Bammst nexap e Bu 00sicHu Kak 1a HaMa uTe 103aTa Ha HHCYJINHA
u 1e Bu npenopbya fa ciaenuTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30erHeTe XUIEPrIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U AuabeTHa KeToanuo3a (YCIoKHEeHHe Ha rabeTa, KOeTO HaCThIIBA,
KOTaTO OPTraHU3MbT HE MOXKE JIa pa3rpaju rIoKo3aTa, Thil KaTo HsIMa TOCTAaThbUHO WHCYJINH).

BpeMeHHOCT M KbpMeHe
AKko cte OpeMeHHa WM KbPMHTE, CMSTATE, Ye MOXKe J1a CTe OpeMEeHHa, WM IUIaHUpaTe OpeMeHHOCT,
nochBeTBaTe ce ¢ Bamus nexap npenu ynorpebara Ha TOBa JIEKapCTBO.

ToBa siekapcTBO HE TpsiOBa [1a ce M3MOJI3BA [0 BpeMe Ha OPEeMEHHOCT, 3aI10TO HE € W3BECTHO JaJln
3acsra moja. 3aToBa yrnorpedarTa Ha KOHTpALENIUs € PEeNopbUUTEIIHA, TOKATO U3M0I3BaTe TOBA
JeKapcTBO. AKO KenaeTe J1a 3adpeMeHeeTe, 00ChAeTe Kak ja MPOMEHUTE JIeYeHHEeTo cu ¢ Bamus
JIeKap, Thil KaTo TpsAOBa Ja cupeTe ynoTpedaTa Ha TOBaA JIEKAPCTBO MOHE 2 Mecela MPpeaBapUTeIHO.
Ako 3a0peMeHeeTe, JOKaTO U3I0I3BaTe TOBA JIEKapCTBO, TOBOpETe He3abaBHO C JieKaps CH, Thil KaTo
neuyenueto Bu Tpa6Ba na Obe MpOMEHEHO.

He n3non3zBaiite ToBa J1€KapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMarTa.

lodupane u padora ¢ MAIIUHU

Maiko BepositHo ¢ Ozempic 1a nosnusie Ha criocobHocTTa By 3a modupane u pabora ¢ Mamau. AKO
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CyI(POHMITYPEHHN POU3BOIHU WM UHCYJINH,
KpbBHaTa Bu 3axap Moe Jja ce MOHMKH (XUMOTTTUKEMHUS ), KOETO J1a oTciaadu crocoOHocTTa Bu n1a ce
KoHIeHTpupare. He modwupaiite  He paboTeTe ¢ MallIMHU, aKO MOTYYUTE MPU3HALA HA HUCKA KPhBHA
3axap. BmxTte Touka 2, , Ilpenynpexnenns u npeanazHu MepKu** 3a HH(popManus OTHOCHO
MOBUIICHHUS] PUCK OT HUCKA KPBbBHA 3aXap, KAKTO U TOUKa 4 3a MpeaynpeIuTeIHUTe IPU3HALH Ha
HHUCKa KpBbBHA 3axap. | 'oBopeTe ¢ jeKkaps Cu 3a JObIHATETHA HHPOPMAITHSL.

Chabp:kaHue HA HATPHIA
ToBa sekapcTBO ChIbpKa MO-Maiko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKe Aa ce Kaxe, e
[IPaKTUYECKU HE ChIbprKa HaTPUH.

3. Kak 1a uznoassate Ozempic

Bunaru u3nonspaiite ToBa JeKkapcTBO TOUHO KakTo Bu e kazan BamusT nekap. AKo He cTe€ CUTYpPHU B
HEIo, monuTaire Barus jgekap, hapMalieBT WM MEIUIIMHCKA CecTpa.

Koaxko na n3nmoi3Bare

. Havannata no3a e 0,25 mg BeIHBX CEAMUYHO 32 MIEPUOJ OT YETUPHU CEAMUILIM.
. Crnen yeTupu ceMUIIHM JEKapsAT 1€ yBenuun fAo3ata Bu no 0,5 mg BegHbXK ceqMUYIHO.
. JlexapsT Mmoske fa yBennun qo3ata Bu 10 1 mg BeaHbXk ceIMUYHO, ako KpbBHaTa Bu 3axap He

CC KOHTPOJIMpa AOCTATHYHO /:[06pe C 103a 0,5 mg BEAHBIK CCAMHNYIHO.
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. Bammst nexap Moke ga yBenudn 1o3ata Bu Ha 2 My BEAHBXK CEAMHYHO, aKO KpbBHaTa Bu
3axap He ce KOHTPOJIMpa JOCTaThUHO A00pe ¢ 10o3a 1 My BEAHBXK CEAMHIYIHO.

He mpomensiite no3ara, ocBeH ako Bamust nekap He Bu e xa3an ga HanpaBute ToBa.
Kak ce npuiaara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIH MoJ] KokaTa (MOJIKOKHO MHKeKTupane). He nHxxekTupaiite BbB
BEHA WJIN MYCKYIL.

. Haii-moaxonamure MecTa 3a MHXEKTHpaHe ca MpegHaTa 4acT Ha OeapaTa, MpeaHaTa 9acT Ha
TanusaTa (Kopema), Wil TopHaTa 4acT Ha pbKara.
. [Ipenu na nznon3BaTe MUcajkaTa 3a NPbB BT, Bamusr nekap nin MeIuIUHCKa cecTpa me Bu

MOKaXKaT Kak /1a OopaBuTe C Hesl.
[MonpoOHM yka3aHus 3a yrnoTpeda ca JajeHu Ha ApyraTta CTpaHa Ha Ta3H JIMCTOBKA.

Kora na uznoassare Ozempic

J TpsiOBa aa U3MoN3BaTE TOBA JICKAPCTBO BEAHBK CEAMHYHO U 10 BH3MOXKHOCT — Ha €/IUH U ChIII
JIEH BCSAKA CEIMMUIIA.
. Moske 1a cu HampaBUTE HHXKEKITHUS TI0 BCSIKO BPEME Ha JICHS, HE3aBUCHUMO OT XPaHEHUSATA.

3a 1a 3alOMHUTE MO-JIECHO, Y€ TOBA JIEKAPCTBO C€ HHXKEKTUPA CaMO BEAHBXK CEIMHYHO,
NPENOPBUYUTENHO € 1a OTOenexuTe n30paHus JIeH (Harp. cpsiaa) BbpXy KapTOHEHATa KyTHs U Ja
3anycBaTe BbpPXY Hesl laTaTa MpU BCAKO MHKEKTHPAHE.

HpI/I H606XO,I[I/IMOCT MOXKETE Ja MIPOMEHUTE JACHA Ha €KCCCIMUYIHOTO MHXKCKTHPAHE Ha TOBa
JICKapCTBO, CTUTA Ja Ca U3MUHAJIHA ITOHC 3 JHU CJIC ITOCJICAHOTO MY MHIKCKTUPAHE. Cnez[ I/I36I/IpaHeTO
Ha HOB ACH MMPOABJDKETC MPUJIaraneTo BEAHBK CCIMUYIHO.

AKo cTe H3M0JI3BAJIN NOBeYe 0T HeoOxoauMaTa 103a Ozempic
AKO CcTe M3MO0JI3BaIM MOBeUe OT HeoOxoauMmaTta o3a Ozempic, BejHara nadopmupaiite Bamms nekap.
BB3MoXHO € /1a Tony4nTe HesKeTaHW PEeaKIiy KaTo IMOBAUTaHe (TajeHe).

AKo cTe mponycHaIM aa u3noJsBare Ozempic

AKoO cTe MpoIyCHaIH J1a MHXXEKTHUpaTe 1032 U:

. W3muHanm ca 5 wiw mo-Manko JHH cJel MOMEHTA, B KOHTO € TPSOBaJIO /la M3MOI3BaTe
Ozempic, MHXEKTHpaNTe o BeJHara, oM cu criomuuTe. Ciell ToBa HHXEKTHpaiTe
cJenBaIiara cu J103a, KakTo 0OMKHOBEHO B TUTAHUPAHUS JICH.

. M3muHanm ca moBede OT 5 JHU ClIe]] MOMEHTA, B KOWTO € TpsAoBaio Aa m3nomsBaTe Ozempic,
MpecKoYeTe MmporycHaTaTa qo3a. Cie ToBa HHKEKTHpaNTe cleBaiara C1 103a, KakTo
O0OWKHOBEHO B IUTAHUPAHHUS JICH.

He uznion3zBaiite ABOIHA 71032, 3a 1a KOMIIEHCUpATE MPOIycHaTaTa J03a.

AKko cTe cripesn ynorpedara Ha Ozempic

He cniupaiite ynorpebaTa Ha TOBa JiekapcTBo, 0e3 Aa cre nHpopmupanu Bammus nexap. Ako s crpere,
HHUBOTO Ha KpbBHaTa Bu 3axap Mo’ke J1a ce IOBUILY.

AKO MaTe HIKAKBU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bammus nekap, dhapmaneBT Wi MEAULIMHCKA CECTPA.

4, Bb3MOKHH HeKeJTaHH Pe€aKknuun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAN3BHUKA HCKCIIAHNU PCAKIUH, BBIIPEKU Y€ HC
BCCKU I'1 TIOJTy4aBa.
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Cepn031m HEKEJIAaHU pCaKIUU

YecTu (Morat na 3acersat 1o 1 Ha 10 gymm)

. VYcnoxxHeHus Ha 3a00JIBaHETO HA OYHMTE BCIEACTBHE Ha quabera (peTuHonaTus) — TpsioBa na
Ka)kKeTe Ha JIeKaps CH, aKo 110 BpeMe Ha JICYUCHHETO C TOBA JICKAPCTBO MOIyYHUTE IPOOIEMH C
OYHTE, KaTO MIPOMSHA B 3PCHUETO.

HeuecTu (Morat na 3acersar g0 1 mva 100 gymmm)

. Br3manenne Ha mankpeaca (OCThp MaHKPEATHT), KOWTO MOJKE /1a TPUYMHY CHITHA OOJIKa B
cToMaxa M I'bp0a, KOSITO He mpeMuHaBa. Tpsa0Ba ga oTuaeTe Ha Jiekap He3a0aBHO, aKO IOJTyYUTe
TaKMBa CUMIITOMH.

Penku (morar ga 3acernar a0 1 Ha 1 000 mymmm)

. Texku anepruynu peakuuu (aHaUIAKTUYHU peakunu, anruoenem). TpsOBa He3abaBHO Aa
MOJyYUTE MEJUIIMHCKA ITOMOIIl ¥ BeJIHAra Jia MHPOpMHUpATe JIeKaps CH, aKO IOTydUTe
CHUMIITOMH KaTo MPOOJIEMH C TUIIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'bPIOTO
ChC 3aTPyIHEHO NPETIIBIIaHe U YYECTEHO ChpIcONeHE.

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

. 3abossiBaHe Ha OKOTO, HAPEUYECHO HEAPTEPUHUTHA TPEHA UCXEMUYHA ONITHYHA HEBPOIIATHS
(HITMOH), xoeto Moxe fa MpUYMHY 3aryda Ha 3peHHETO Ha eHOTO Bu oko 6e3 na nMa 6oska.
TpsiOBa He3a0aBHO J1a ce CBBpKeTe ¢ Bamus sekap, ako 3a0eiiekuTe BHE3aITHO WK MOCTCIIEHHO
BIIOIIIABaHE HA 3pEHMETO (BMKTE Touka 2: "BHe3amHu nmpoMeHu B 3peHneTo Bu").

C Hen3BecTHA YecTOTa (OT HAJTUYHUTE JAHHU HE MOXKE J1a Ob/Ie HAallpaBeHa OIICHKA)
. 3amymiBaHe Ha yepBaTa. Texxka (hopMa Ha 3arek ¢ AOMBbJIHUTEIIHA CUMIITOMH KaTO CTOMAIlllHa
00J1Ka, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAaHU PCaKIUA

MHoro 4yectu (Morat fa 3acerHat nmosede ot 1 Ha 10 xymm)

. [MoBnurane (rageHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. JHuapus — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. Hucka xpbBHA 3axap (XUIOTIMKEMHS), KOTaTO TOBA JIEKAPCTBO C€ M3IOJI3BA 3a€THO C

JICKapCTBa, KOUTO CbAbPIKAT CyJ'I(bOHI/IJ'IprI\/’IHI/I MMPOU3BOJAHHA HUJIN UHCYJIUH.

Yectu (Mmorar aa 3acerrar a0 1 Ha 10 mymmm)

. [ToBpbiuaHe;

. Hucka kpbBHa 3axap (XUIOTIMKEMHS), KOTaTO TOBA JISKAPCTBO CE U3MOJ3Ba 3a€JHO C
MepopaTHH JIEKapCTBa 3a AMA0ET, OCBEH CyNI()OHIITYPEHHN TPON3BOAHH WITH WHCYJIIHH.

[IpeaynpeaurenHuTe mpU3HAIM 32 HUCKA KPbBHA 3aXap MOTaT Jia ce MOsIBAT BHE3amHo. Te morat na
BKJIFOYBAT: CTYJICHA TOT, XJIa/IHa OJie/1a KOXKa, TTIaB00O0JUE, YCKOPEH ITyJIC, TOBUTaHe (Ta/ICHEe) WU
CHWJICH TJIa/l, IPOMEHH B 3pEHHETO, CHHINBOCT WIIH CIa00CT; HEPBHOCT, TPEBOXKHOCT MIIH OOBPKAHOCT,
3aTpyAHEHA KOHIICHTPALUS WIH TPEIEpPEHeE.

BamusT nexap me Bu kaxxe kak 1a IeKyBaTe HUCKaTa KphBHA 3aXap M KaKBO J]a HAIIPaBUTE, aKO
3a0enexuTe Te3r IpeaynpeuTeIHN TPHU3HAIH.

BeposiTHOCTTA J1a cliajiHe HUBOTO HA KPhBHATA 3aXap € MO-ToJIsiMa, ako MpreMaTe CyJIQOHITYypeHHU
MTPOW3BOHH WJIM MHCYJUH. BamusT nexkap Moxe J1a HaMallv 103aTa Ha Te3U JISKapCTBa, MPeIu J1a
3alovHeTe /1a U3II0JI3BAaTe TOBA JIEKApCTBO.

. Jlomo xpaHocMuaHe;

. Bw3nanen cromax (racTput) — NpU3HALUTE BKIIOYBAT CTOMAIIHA O0JIKa, MOBAUTaHe (TafcHe)
WJIN MMOBPBHIIAHE,

. Peduykc unm kucenuHu — Hapu4aHu olne racrpoeszodareanna peduykcHa 6onect (CEPB);

. CromaiirHa 00JIKa;

. ITonyBane Ha cromaxa;
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. 3arex;

. Opursane;

. KambHU B xTBUKaTa;

J 3amaliBaHe;

. Ymopa;

. 3ary0a Ha TerJo;

. [Nonmxken anerur;

. I"a3oBe (pmatynenmms);

. [ToBuimenue Ha MAHKPEATHYHN €H3UMH (KaTO JINIa3a U aMHUJIa3a);
. ['maBoGomnue.

HeuecTu (Morat na 3acersar 1o 1 va 100 gymrm)

. [TpomMsiHa BBB BKyca Ha XpaHaTa WM HAIUTKUTE;

. VYyecreH mysic;

. Peakumu Ha MICTOTO Ha MH)KEKTHpaHE, KaTO MOCHHIBAaHE, 00JIKa, Jpa3sHeHe, ChpOexk 1 00PHB;
. AJIepTUYHHU peakIiy KaTo OOpUB, ChPOEK HITH yPTHKAPHS,

. 3a0aBsiHE B M3MIPA3BaHETO HAa CTOMAxa.

C Hen3BecTHA YecTOTAa (OT HATUYHUTE JIAHHU HE MOXKE J1a ObJIC HAallPaBeHA OIIEHKA HA YeCTOTaTa)
. [IpomsiHa B ycelaHeTo Ha KOXKaTa.

Chol0maBaHe Ha HesKeJaHU peaKnuu

AKO TIONTyuuTe HAKAKBU HEXKEJIaHU PeaKkiluy, yBeJqoMeTe Baius sekap, GpapMarieBT niv MeJUIIMHCKA
cecTpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOIMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakiuuu. Moxere
CBIIO J1a ChOOIINTE HEXKETaH! PEaKIMy JUPEKTHO Upe3 HAIMOHATHATA CHCTEMA 32 ChOOIIaBaHe,
rocoueHa B [Ipminoxenue V. Kato crobmaBare HeXelIaHA PEakIliy, MOXKETE Ja aJeTe CBOSI IIPUHOC
3a MoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiate Ozempic

Jla ce chXpaHsBa Ha MSICTO, HEIOCTHITHO 32 JIeTIa.

He n3non3BaiiTe ToBa JIeKapcTBO Clel CPOKA HA TOAHOCT, OTOENA3aH BHPXY €THKETa Ha IHCANKaTa 1
KapTOHEHaTa omakoBka cien ,,[ 'oxen 10:“/“EXP“. CpokbT Ha TOJAHOCT OTTOBAPs Ha MMOCICAHUS JICH OT

IIOCOYCHHSA MCCCII.

HDC,Z[I/I OTBApPAHC:

Ha ce cpxpansiBa B xnaaniaauk (2 °C-8 °C). [a ne ce 3ampa3ssiBa. [la ce cbxpaHsBa Janed oT
oxnaxaamus eneMeHT. CpxpaHsaBaiiTe ¢ IOCTaBEHa Kalayka, 3a /1a e NMPeANas3y OT CBETJINHA.

Crnen nppBOHAYAIIHO OTBApSHE:

Ozempic 1 mg (tmcanka ¢ 4 m1o3m)

. B npoabikeHne Ha 6 CEIMUIIM MOJKETE 1a ChXPaHsSIBaTe MUCAIKaTa Py TeMIIepaTypa mo1
30 °C unum B xnmagmHuk (2 °C-8 °C), naney ot oxnaxnanms eieMmeHnt. He 3ampassiBaiite
Ozempic u He T0 H3MON3BalTEe, aKO € OMIT 3aMpa3eH.

Ozempic 1 mg (nucanka ¢ 8 103u)

. B npoabmkenue Ha 8 ceqMuUI MOXKETE J1a ChXpaHsIBaTe MUcajlKaTta Mpu TeMIIepaTypa Moy
30 °C unum B xnaguiHuk (2 °C-8 °C), naney ot oxnaxkaamius ejieMent. He 3ampasssaiite
Ozempic ¥ He O U3NOJI3BANTE, aKO € OHJI 3aMpa3eH.

* Koraro He n3mon3Bare nucajkKara, C’BXpaHSIBaﬁTe s C IIOCTAaBCHA Kallavka, 3a a CC MpCAmnasu oT
CBCTJIMHA.
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He n3non3Baiite ToBa JIEKapCcTBO, aKO 3a0€NIEKUTE, Y€ PAa3TBOPHT HE € OMCTHP B OE3MBETCH MIIN TTOYTH
Oe3IBEeTeH.

He u3xBbpsiiTe nekapcTBaTa B KaHAIM3AMATa WM B KOHTCHHEPA 3a TOMAIIHU OTHAAbIIH.
[Nonwuraiite Baius ¢papmaneBT Kak Ja M3XBBPIIATE JIEKapCTBAaTa, KOMTO Beue He U3mo3Bare. Te3u
MEpKH IIle CTIOMOTHAT 3a ONa3BaHe Ha OKOJHATA CPe/a.

6. CL}Imea}me Ha ONaKOBKaTa U J0IIbJHUTEC/IHA HH(l)OpMaIIHﬂ

Kakso cbpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO € CEMArTyTH].
. Ozempic nucanka ¢ 4 1o3u
. Enna ml ot uHXeKnnoHHUS pa3TBop chabpka 1,34 mg cemarmytua. Enna

MPEIBAPUTEIIHO HAIIbJIHCHA MUCAJIKa ChAbpiKa 4 mg cemarnyTua B 3 ml pa3tBop. Besika
no3a ceabpka 1 mg cemarnytua B 0,74 ml.
. Ozempic nucanka ¢ 8 1o3u
. Enna ml oT vHXEKIMOHHUS Pa3TBOp Chabpka 2,68 mg cemarnytua. Enqna
MpeIBapUTEITHO HAITbITHeHA MTUCANIKa ChAbPkKa 8 mg cemarmyTua B 3 ml paztBop. Besika
no3a ceabpka 1 mg cemarmytua B 0,37 ml.
. Jpyrute cberaBku ca: quHATpUeB docdar JUXUApPAT, MPOMUICHIIUKOIN, (hEeHO, BOja 3a
WHXEKIUH, HAaTPUEB XUIPOKCH/XIOPOBOIOPOIHA KHCeNHnHA (3a Kopekius Ha pH). Biokre
ChUIO TOUKa 2, ,,ChabpxKaHUe HA HATPUI®.

Kak n3rnexna Ozempic 1 KakBO ChIbpPKa ONIAKOBKATa

Ozempic e OUCTHp 1 OE3IBETECH WIIH MTOYTH 0€31BETEH HHYKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaIbJHEHA MUCAJIKA.

Bcesika npeBapuTeHO HaTbJIHEHA MTUCAJKa ChAbpkKa 3 ml pa3TBop u 1octass 4 no3u mo 1 mg.
Bcesika mpeaBapuTeHO HaTbITHEHA MHCANKa ChAbpka 3 ml pa3TBop u moctass § mo3u no 1 mg.

Ozempic 1 mg uHKEKIUOHEH Pa3TBOp ce Mpe/yiara B CISIHUTE BUIOBE OMAKOBKH:
1 mucanka u 4 urim 3a enHokpartHa yrnorpeda NovoFine Plus.
1 mucanka u 8 urnm 3a enHokpartHa yrnorpeda NovoFine Plus.

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

He Bcuukm BHI0BE OMTAaKOBKU MOTAT Aa ObJAT ITyCHATH Ha Ma3apa.
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IIpuTexaTes1 Ha pa3pelIeHHETO 3a yoTpeda
Novo Nordisk A/S
Novo Allé

DK-2880 Bagsverd
Hanaus

IIpoussoaure
Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveaerd
Hanus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres
OpaHuus

IlaTa Ha MOCJECAHO NMpepasrjaekaaHne Ha JUCTOBKaTa

Apyru uzrounnum Ha nagopmauus

[MonpoOHa nHpOpMaIKs 3a TOBA JICKAPCTBO € NIPeJ0CTaBeHa Ha yeOcaiita Ha EBporetickara areHIust
1o JiekapcTBata http://www.ema.europa.eu.
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Yka3zaHus 3a ynorpeda

Ozempic 1 My HH:KEKIHOHEH PAa3TBOP B MPEIBAPHUTEIHO HANTBJIHEHA MUACATIKA, T0CTABAIA

4 no3u

cemarayTuj (semaglutide)

Ykazanus 3a ynorpeda Ha Ozempic 1 Mg nHKeKIHOHEH Pa3TBOP B NPeIBAPHUTETHO HANTbJIHEHA

NMUCaAJIKa

MouJis1, IpoyeTeTe BHUMATEIHO T€3H YKA3aHUS,
MIPEIN /12 U3I0I3BAaTe CBOSITA IPEIBAPUTEITHO
HambJIHeHa nucanka Ozempic.

T'oBopeTe ¢ Baiust iekap, MEAUITMHCKA CECTpa WU
(hapmarieBT 3a TOBa Kak J1a uHkektupare Ozempic
TIPABHITHO.

3amovHeTe C MPOBEepKa Ha MUCANKATa, 3a 1a CTe
CUT'YpPHH, 4Ye TS chABbP:ka Ozempic 1 My, cien KoeTo
NOTJICAHETE WIIOCTPALIMHTE [TO-A0IY, 32 Aa Ce
3ar03HaeTe C Pa3IMYHUTE YaCcTH Ha MUCAIKATa U
uriara cH.

AKO cTe cJIsl UJIU UMaTe JIOLIO 3peHne U He MOKeTe
Ja pa3deTeTe Oposiua Ha 103aTa BbPXY NMHCATKATA,
He U3MO0JI3BaiiTe Ta3M MUcAIKA 0e3 Yy»K/I1a MoMoll.
[ToTbpceTe momoI OT JHIIE ¢ 10OpPO 3peHue, KOETO
3Hae KaK J1a U3IM0JI3Ba PEIBAPUTEITHO HAIThTHEHATA
nucanka Ozempic.

Bamara nucanka e npeBapuTeIHO HAITBJIHEHA U UMa
BB3MOXKHOCT 32 HaOupaHe Ha jo3arta. Ts ceabpixka 4 mg
CeMariyTU U MOXeTe Jla m30upare caMo J03H IO

1 mg. Enna Hensnosn3BaHa mucaika ChAbpka YeTUPH
no3u 1o 1 mg.

W3nonseaiite Tabnunara OT BhTPENIHATA CTpaHa Ha
Kallaka Ha KapTOHEHaTa KyTHsl, 3a 1a CJIEAUTE KOJIKO
MHXKEKLUH CTE MPUIOKWIN U KOTa CTE T IPHIIOKHUIIH.

IIncankara Bu e nmpenHasHadeHa Ja ce U3I0JI13Ba C
UTJIK 3a eqHokpatHa yrnorpeda 30G, 31G u 32G ¢
IBIDKHHA 0 8§ mm.

B onakoBxkara ca Bxiarouenu uriud NovoFine Plus.

Ozempic npeaBapuTeHO
HAITbJIHEHA MUCAJIKA U UIJIa

(mpumep)

Kanauka Ha
MUCAJIKATA

IIpo3opue Ha
nucajaKaTa

Etunker na
MHCATKATA

EpOﬂ‘l Ha J103aTa

CTpeJ’ll\”ﬂ Ha J103aTa

Ceaexrop Ha
ao3ara

Jlo30B OyTOH

BbHuna
KanavkKa Ha
HrjaaTa

Borpemna
Kanayka Ha
urjara

Hraa

Xapruen
eTHKeT

Mapkep 3a
npoBepka
Ha
HU3THYAHETO

/A Baxna HH(popManu

OO0BpHETE CIIeNMaTHO BHUMAHKE Ha T€3W OSISKKH, ThI KaTo T€ ca BaKHM 3a Oe30IacHaTa

ynoTpeba Ha MUcaJIKaTa.

1. HoarorBere MucajaKaTa CM ¢ HOBA UIJIa
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. IIpoBepeTe NMeTO U LBETHHUSI €THKET HA
NHCAJIKATa CH, 3a Ja Ce YBEPUTE, Y€ TS ChIbpKa
Ozempic 1 mg. ToBa € U3KITIOYUTEITHO BaXKHO,
aKo MpujiaraTe MHXEKIIMOHHO MTOBEYE OT €ANH
BU/JI JICKapCTBO. V31013BaHETO HA MTOTPEITHO
JIEKapCTBO MOJKE J1a Ob/Ie BPEIHO 3a 37]PaBETO

Bu.
. CBaJjieTe Kana4ykKaTa Ha MUCcaJKaTa.
. IMpoBepere 1anu pa3TBOPHT B MUCAJIKATA €

oucTnp u Oc3uBereH. [lornennere mpes
MPO30PUETO Ha Mucankara. AKO pa3TBOPBT
W3IIIeKIa MBTCH WIH C TIPOMEHEH IIBSIT, HE
U3M0JI3BANTE MHCAIKaTa.

. B3emeTe HOBa HrJIA.
[IpoBepeTe XapTHEHHS €TUKET M BhHIIIHATA
Kalayka Ha WUrJiaTa 3a MoBpeId, KOUTO MOTaT J1a
3acerHaT CTEPHIHOCTTA. AKO 3a0eIeKuTe
HSIKaKBa IMOBPE/a, M3MOI3BANTEe HOBA HIJIA.

. OTcTpaHeTe XapTHEHHUSI €THKET.

YBepere ce, ye cTe MOCTABUJIM UIJIATA

NMPaBUJIHO.
o HatucHete urnara npaBo BbpXy NHCAJIKATA.
o 3aBuiiTe, TOKATO CE 3aXBaHE CTErHATO.

Hrnara e mokpura ¢ nBe kanayku. TpsiOBa na
cBaJIMTe M IBeTe Kanauku. Axo 3a0paBure aa
CBAJINTE U JIBETE KallauKy, HAMA Jia ycIieeTe Aa
CHU MHKEKTUPATE JIEKAPCTBO.

. CpaJjleTe BHHIIHATA KaNlayKa HA UIJIATA U A
3ama3sere 3a mo-KbCcHO. Ts e Bu tpsaoBa cien
WH)XEKTHPAHETO 3a 0€30MaCHO OTCTpaHsSBaHE Ha
WTJIaTa OT MHUCAJIKATA.

® Caauere BbTpPEHIHATA KallavuKa Ha urjiaTta u
A1 U3XBBPJIETE. Axo ce ormurare Ja s MIOCTaBHUTEC
OTHOBO, MO>K€ HECBOJIHO Ja CC y60;[eTe C urijarta.

Ha Bppxa Ha urnara Moxke Jja ce NOSBHU Kamka OT
pastBopa. ToBa € HOpMaTHO, HO BCE Mak TpsiOBa 1aa
MIPOBEPHUTE U3TUIAHETO, aKO U3IIOJI3BATE HOBA MHCAJIKA
3a pBB ITBT. BikTe crhiika 2 ,,IIpoBepeTe n3TnIaHeTo
C BCSIKa HOBA IUcajKa“.

He nocraBsiiTe HOBa MIJa Ha TICANIKaTa CH, JOKATO
HE CTe TOTOBH J]a HHXKEKTHPATE.

-& Bunaru uznoJsizBaiTe HOBa MIJia 3a BCAKA HHKEKIMSI.
ToBa Mmoxe Ja IpeaoTBpaTu 3alyllIBAHC Ha UTJIMNTC, 3aMBbPCABAHC, I/IH(l)eKTI/IpaHe 1 HCTOYHO
A03UpaHe.

Hukora He u3n0J13BaiiTe N3KPUBEHA WIHM NOBPeIeHA UTJIA.

2. HpOBepeTe H3THYIAHECTO C BCAKA HOBA NMMUCAJIKA
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AKO BeYe M3IOJI3BATE MMUCANIKATA, IPEMUHETE
KBM CThITKA 3 ,,M30epeTe mo3aTa‘.
[IpoBepsiBaliTe M3TUYAHETO CAMO MPEIH
MHPBOTO HHKEKTHPAHE ¢ BCIKA HOBA

nmucaJjaka.
U36pan e

Mapkep 3a
3aBBpTETE CEIEKTOPA Ha 03aTa 1O MapKepa 3a nposepia na

NpPOBePKa Ha H3THYAHETO (** “=) TOUHO CIe] H3THUAHETO
,0“.YBepere ce, 4e MapKepbhT 3a IPOBEPKa Ha
M3THYAHETO CE M3PaBHsIBA ChC CTpENKaTa Ha
Jl03aTa.

3aapbKTe MUcajKara ¢ HACOUYEHa Harope Mria.
HaTtucHere u 3aApb:KTe 1030BUsA OYTOH,
JIOKaTo OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.
Hudpara ,,0“ TpsiOBa aa ce U3paBHU ChC
CTpeJIKaTa Ha J103aTa.

Ha Bppxa Ha urnara TpsiOBa J1a ce MOSBH Karka
pasTBop.

Ha Bbpxa Ha Urnara Moxke J1a OCTaHE MaJlka Karka, HO TS HsMa Ja ce MHXKEKTHPA.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe N3THUAaHETO ¢ BCSIKAa HOBA MHUCAIKA 10 6
I'BTU. AKO BCE OLIE HSAMA Kallka, CMEHETE UIJlaTa U MOBTOpeTe cThiKa 2 , IIpoBepeTe n3TnyaHeTo ¢
BCSIKA HOBA MHCAJIKa“ OIIE BEAHBXK.

M3xBBHpIeTe nucankaTa v M3M0JI3BalTe HOBA, aKO BCE OIIE HE Ce € MOsIBIIIA Kalka OT pa3TBopa.

A

BuHaru ce yBepsiBaiiTe, 4e ce MOSIBIBA KAIKa Ha BbpXa Ha UTJIaTa, IPE/IH JIa U30I3BaTe
HOBa THcaNKa 3a npbB IbT. C TOBa ce rapaHTHpa, Y€ pa3TBOPHT MPEMUHABA OE3MPENSTCTBEHO
Mpe3 Wriara.

AKO HE ce TIOSIBH KallKa, HIMa J]a CH WHXKEKTUPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO,
BBIIPEKH Ue OpOsYBT Ha J]03aTa MOXKE J1a ToMpbIHe. ToBa Moske 1a 03HAUYaBa, Ye UIJIATA €
3amynieHa Win moBpeaeHa.

AKO He MpoBepsABaTE U3THYAHETO TPEAY THPBOTO CH HHKEKTUPAHE C BCSIKA HOBA THCAJIKA,
MOJKE JIa HE TOJTyYnTe MIpeaMcanara go03a u xenanus egekt Ha Ozempic.

3. N30epeTte n03aTa

3aBbpTeTe cesleKTOPA Ha 103aTa, 32 1a
Ha0epete 1 Mg.

[MpoxwmkeTe 1a BPTHUTE, JOKATO OPOSIBT HA
Jto3aTta CIpe u mokaxe 1 mg.

W36pan
1mg

Camo OposYbT U CTpeNKarta Ha J103aTa IIe OKaXart, 4e € HaOpaH 1 mg.

Moxete na u3bupare camo 1 mg Ha no3a. Korato nucankara chabpxa mo-manko ot 1 mg, Oposiubt
Ha J103aTa CIMpa Mpeau Ja ce mokaxe 1.

CenexTopbT Ha 103aTa MPHUILPAKBA PA3ITUIHO, KOTATO CE€ 3aBbPTH HAIPE, Ha3a]l MU IpU
npeMuHaBaHe Ha 1 mg. He OpoiiTe nmpunipakBaHUsITa Ha MHCAIKATA.

A

Bunarn usnossBaiite 6posiua M cTpesIKaTa Ha 103aTa, 3a 1a BUAUTe, Ye e Ha0pan 1 mg,
Npean 12 HHKEKTHPaTe TOBA JIEKAPCTBO.

He OpotiTe mpumpakBaHusITa Ha MHCATKATA.

Cnc ceseKkTOpa Ha A03aTa TPsI0Ba 1a ce u30upat camo 1034 no 1 mg. 1 mg tpsadsa Touno na
Ce M3PAaBHHU ChC CTPEIKATA, 32 Jia CTE CUTYpHH, Ye IpHUEMATE PaBUIHA J103a.
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Kosxko pa3TBop e octanaj

. 3a 1a BUAUTE KOJKO Pa3TBOP € OCTaHAJ,
W3I0JI3BaiTe Oposida Ha 103aTa; 3aBbPTETE
CEJICKTOpa, JOKATO OPOSIYBT cIpe.

Axo Toii moka3Ba 1, BpB BamaTra nucanka e
octa"ai mone 1 mg.

AKo OposYBT Ha H03aTa cnpe npeau 1 mg, BposribT Ha
ao3arTa e

HsMA JI0CTaTh4YHO OCTaHAJ pa3TBOP 3a IIbJIHA cnpa:

J03a 1 mg. ocraBa 1 mg

A\ He msnonssaiire MUcaiKaTa, ako B Hesl HIMa JJOCTaThbYHO OCTaHANI Pa3TBOP 3a ITBJIHA J034.
M3nom3paiite HOBa mucanka Ozempic.

4. Un:kekTHpAiiTe 103aTa

. BbBenere uriara B KoxKara, KakTo Bu e
nokasay Bamuar nexap i MeauimHCKa
cecrpa.

. YBepere ce, ye BIKIATe Oposiua Ha 103aTa.

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

. HatucHere u 3a1pb:KTe 1030BHsA OYTOH.
HaoOmronaBaiite, 10KaTO OpPOAYBT Ha 103aTa
ce BbpHe Ha ,,0“. [ludpara ,,0° Tpss6Ba ga ce
M3paBHU ChC CTpEJIKaTa Ha Ao3aTa. ToraBa Moxe
Jla yyeTe WIN YCETHUTE MpHIIpaKBaHe.

. IIpoabakaBaiiTe 1a HATHCKATE 1030BHUS
OYTOH, IOKATO 3aIbpP:KaTe UIJIATA B KOKATA
CH.
. IIpedpoiiTe 6aBHO 10 6, AOKATO ABPKUTE Bpoiite Gasto:
J1030BHA1 OyTOH HATUCHAT. 1-2-3-4-5-6
. AKO U3BaJIUTE UTJIaTa IMO-PaHO, MOXKE J1a BUIUTE

KaK OT BbpXa M U3THYa CTPYyHKa OT pa3TBopa. B
TaKbB CIIy4ail HsAMa J1a ObJe MPIIIOKEeHA
II'bJIHATA 1034,

® WM3Banere uriara ot Ko)karTa CH. CJIC,Z[ TOBA
MOIXKE [1a OTITYCHCTC JO30BUA 6YTOH.
AXo0 Ha MICTOTO Ha WHXXCKTHPAHC CC TOSABU KPbHB,
IIPUTHUCHETE JICKO.

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

A\ Bumnaru riegaiite 6posiua Ha 103aTa, 32 1a 3HAETE KOJKO Mg CH HH/KEKTHPATe.
3anpbiKTe 1030BHs OYTOH HATUCHAT, JJOKATO OpOSYBT Ha 703aTa ce BbpHE Ha ,,0%.

Kak na pa3no3Haere 3amylieHa Ui NOBpeieHa urJja

—  Ako OposYbT Ha J103aTa He MmoKaxe ,,0° ciien MPOAbIKUTEIIHO HATUCKAHE Ha JO30BHUS
OyTOH, BB3MOXKHO € JIa CTE M3II0JI3BAJIHN 3aITyIlICHa WU IOBPECHA UrJla.

— B TaxbB cinyuaii He cTe CH MH)KEKTUPAIIN HUKAKBO JICKAPCTBO, BBIIPEKHU Ue OpOSYBT Ha
Jt03aTa ce € MPEMECTHI OT YHCIIOTO Ha ITbpBOHAYAIHATA 7032, KOSITO CTE 3aaJIH.

KakBo ja npaBuTe cbe 3alylIeHA UIJ1a

CmeHeTe uriara, KakTo € OIMUCcaHo B CThIKA 5 ,,Claea MHKEKIUITA, U TOBTOPETE BCUUKHU
creku oT 1, IloaroTBeTe nMucankara cu ¢ HOBa UIIa‘. YBepeTe ce, 4e CTe Hadpaiy IisiiaTa
HeoOXoauMa 03a.
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Huxora He noxocpaiite 6p0ﬁ‘la Ha 103aTa, 10KaT0 HHIKEKTHUpPAaTe. ToBa Mmoxe 1a IIPEKBCHE
WHXXCKTHUPAHETO.

5. Ci1eq HHKEKIUATA

Bunaru u3xBbpJisiiTe UrjaaTa cjiel BCsiKa
HHIKEKIHA, 32 J1a CH OCUTYpPUTE yIOOCTBO MIPH
WH)KEKTHpaHe U Ja n30erHere 3amyIiBaHe Ha
UrauTe. AKO uriara € 3amylieHa, HiMa J1a CU
WHXEKTHPATE HUKAKBO KOJMIECTBO JICKAPCTBO.

BkapaiiTe BbpXxa Ha MIJIaTa BbB BHHIIHATA
KalaykKa Ha UIJaTa BbpXY paBHA OBBPXHOCT,
0e3 1a JoKocBaTe UIiara Wil BbHIIHATA
Karayka.

Crnen xaTo uriaTa € moKpuTa, BHUMATEIHO
HATHCHeTe BHHIIHATA Kanayka Ha urjara
JIOKpa.

PasBuiiTe uraara u s U3XBbPIETEC BHUMATEITHO
cropenl ykazaHusTta Ha Bamus nexap,
MeIUIHCKATa cecTpa, (hapMarieBT WU
MECTHUTE BJIACTH.

ITocTaBaiiTe 0OTHOBO KalmayKaTa Ha UcajaKaTa
CJIe/ BCSIKO M3ITOJI3BAHE, 32 Ja MpeAra3uTe
pasTBOpa OT CBETIMHA.

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

A

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

Bunaru cien Besika HHKeKIUsI He3a0aBHO OTCTPaHABANiTe UIJIaTa OT MHCAJIKATA.
ToBa Moke 1a peAOTBpaTH 3alylIBaHEe HA UM, 3aMbpcsBaHe, MHPEKTUpaHe, N3THYaHEe Ha
Pa3TBOP U HETOYHO JI03UpaHE.

JonmbaHuTeIHA BaKHA MHpOpManms

BuHaru cexpaHsiBaiiTe MicaiikaTa U HIJIMTE HA MAICTO, HEJJOCTHITHO 32 JPYTH X0pa, 0COOCHO
3a geua.

Huxora He criofeisfiiiTe MUcaiKaTa UK UTIIATE CH C APYTH XOpa.

OOrprKBanuTe JIMIa TpsiOBa 1a ca MHOT'0 BHUMATEJIHU NMPHU PadoTa ¢ U3MOJ3BAHU UIJIH, 32
Jla N30eTHaT HapaHsBaHE C TAX M KPhCTOCAHA HH(DEKIHSI.

I'pnxa 3a Bamarta nucajka

Wznon3BaiiTe nucaikara BHUMAaTENHO. [ py0oTo MaHMITy IMpaHe WK HEMIpaBWIHA yHoTpeda Morar aa
HNPUYUHAT HETOYHO JT03UpaHe. AKO TOBa C€ CIIy4H, MOXeE J1a He TOJyIHTe KelaHus eekT Ha ToBa
JIEKapCTBO.

He ocrasiiiTe nucajakara B KoJia WM Ha IPYro MICTO, KbAETO MOXKE J]a CTAaHE TBBPAC
TOPEIIO UK TBBPIE CTYACHO.

He un:xextupaiite Ozempic, KoiTO e 01 3aMpa3eH. AKO TO HaIIpaBUTE, MOXKE J1a HE
MOJTYYUTE JKEIaHUS eeKT Ha TOBA JICKAPCTBO.

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

He n3iaraiiTe nucaakaTa cM Ha Pax, MPbCOTUSI WJIM TEYHOCT.

He MuiiTe, He HAKKMCBaliTe U He cMa3BaiiTe MUCAIKATA CU. TS5 MOXe Ja ce MOYHUCTU C MEK
Ipenapar BbpXy HaBIaXKHEHA KbpIIa.

He u3nyckaiiTe mucajkaTa cM U He s YAPSUTE B TBEPAM MOBEPXHOCTH. AKO S H3IIyCHETE WU
MOJI03UpaTe, Ue HEIlo HE € Hape]l C Hed, IIOCTaBETe HOBA UIJIAa U POBEPETE U3TUYAHETO Ha
pa3TBOp, Mpeay a HHKEKTHpATe.
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He ce onuTBaiiTe 1a HAMBJIHUTE MOBTOPHO Mucagkarta cu. Cie/ KaTo BEIHBXK Ce U3IPa3HH,
TS TPSAOBA 12 cE€ U3XBBPIIH.
He onnTBaiiTe 1a mompaBsiTe WU pa3riiodsBaTe MUCAIKaTa CH.
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Yka3zaHus 3a ynorpeda

Ozempic 1 My HH:KEKIHOHEH PAa3TBOP B MPEIBAPHUTEIHO HANTBJIHEHA MUACATIKA, T0CTABAIA

8 mo3m

cemarayTuj (semaglutide)

Ykazanus 3a ynorpeda Ha Ozempic 1 Mg nHKeKIHOHEH Pa3TBOP B NPeIBAPHUTETHO HANTbJIHEHA

NMUCaAJIKa

Mouis1, npoyeTeTe BHUMATEIHO T€3W YKa3aHUA, TPEIH J1a
M3IIOJI3BATE CBOSITA MPEIBAPUTEIHO HAITbITHEHA MTHUCATKA
Ozempic. ['oBopete ¢ Bamms nekap, MeAUIIMHCKA cecTpa MU
(hapmarieBT 3a TOBa Kak J1a HHKeKkTupare Ozempic MpaBUIIHO.
3amovHeTe ¢ MpoBepKa Ha MUCANKaTa, 3a 1a CTe CUTYPHHU, Ye
TA cbabpxka Ozempic 1 Mg, ciiex KOeTo MOrIeIHETE
WIIOCTPALIUKTE TO-J0Y, 3a Ja Ce 3a03HaeTe ¢ Pa3InIHUTe
YaCTH Ha TMHCAJKaTa U UTJaTa CH.

AKO cTe cJIsI MJIU HMAaTe JIOLIO 3peHue U He MOKeTe 1a
pa3uereTre Oposiua Ha 103aTa BbLPXY NUCAJIKATA, He
H3M0JI3BaliTe Ta3u MUcaiKa 6e3 uy:kaa momoil. [Torspcere
TIOMOII] OT JIMIIE C JOOPO 3peHHUE, KOETO 3HAe KaK Jia M3I10JI3Ba
npeABapUTEIHO HaTbJIHEeHaTa nucaika Ozempic.

Bamara nucanka e npeiBapuTENHO HAIIBJIHEHA U UMa
BB3MOXHOCT 32 HaOupaHe Ha fo3ata. T ceabpxka 8§ mg
ceMariyTuj U MOXeTe Ja nu3bupare camo no3u o 1 mg. Enna
HEU3I0JI3BaHa MUCAJIKA ChIbPKa OceM o34 1o 1 mg.

Ciex kaTo MHKEKTHPATe MpeABHACHUTE 1031, B MUACATKATA
BCe olIIe I1e MMa ocTaHatx pa3Teop. [lucankara TpsoBa na
ce U3XBbPJIH.

W3non3eaiite Tabnuiara oT BhTPENIHATA CTpaHa Ha Karaka Ha
KapTOHEHaTa KyTHs, 3a J]a CJIEAUTE KOJIKO HHXKEKLIUHU CTe
NPUIOKWIN U KOTa CTE TH IPHIIOKUIIH.

[Tucankara Bu e npenna3zHaydeHa J1a ce U3M0JI3Ba C UIJIM 32
eanokpatHa ynorpeda 30G, 31G u 32G ¢ gbmkuHa 10 8 mm.
B onmaxosxkara ca Bkirrouenu uriii NovoFine Plus.

Ozempic npeaBapuTeIHO
HANbJIHEHA MUCAJTKA U UIJIA

(mpumep)

BbHuIHA

Kanauka na Kanaika

nucajKara HA UrJjaTa
BbTpemna
Kanayka
HA UIJaTa
Uraa
XaprTuen
eTHKeT

IIpo3opue Ha

nucajaKara

Etuxer Ha

MUCAJIKATA

Bposiu Ha no3ara

CrpeJika Ha 103aTa

CeiiekTop Ha

Ao3ara Mapxkep 3a

NnpoBepKa
Ha
H3THYAHETO

Jl030B OyTOH

A Baxna nndopmanus

O6’LpHeTe CIicnyaJIHO BHUMAHUEC Ha TE3H 66J'IC)KKI/I, TBHH KATO T€ ca BaXXHU 3a Oe30macHaTa

yroTpeba Ha mucaaKara.

1. ToaroTBeTe NMucajKkaTa CH ¢ HOBA UIJa
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. IIpoBepeTe MMETO M NBETHUSA €THKET Ha MMHCAJIKATA
CH, 3a Jla ce yBepuTe, ue T8 chabpika Ozempic 1 mg.
ToBa e U3KITIOYUTETHO BAYKHO, aKO TIpUaraTe
WHKEKIIMOHHO MOBEYE OT SIUH BUJI JICKAPCTBO.
M3non3BaHeTo Ha MOTPENIHO JEKapCTBO MOXKE Ja Obie
BpEJIHO 3a 37]paBeTo Bu.

. CaaJieTe KanavykaTa Ha MACAJIKATA.

. IIpoBepeTte 1am pa3TBOPHT B MUCAIKATA € OUCTHP U
6e3usereH. [lornenHere npe3 Npo30pyeTo Ha NUCaJIKaTa.
AKO pa3TBOPBT U3IIIEXK1a MBTEH WIN C IPOMEHEH LIBSAT,
HE U3I0JI3BaliTe MHUCaIKaTa.

. B3emeTe HOBa HrJIA.
[IpoBepeTe xapTUCHMSI €TUKET M BhHIIIHATA Kalavka Ha
urjaTa 3a MoBpeIy, KOUTO MOTaT Jia 3aCerHaT
CTEpUITHOCTTA. AKO 3a0€TIe)KUTE HIKaKBa TIOBPEA,
M3II0JI3BaliTe HOBA UIJIA.

. OTcTpaHeTe XapTHEHHUsS €THKET.

YBepeTe Ce, Y€ CTe NMOCTABUJIM UIJIaTa NMPABUJIHO.

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

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

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

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

Ha Bppxa Ha uritata Mo)ke 71a Ce TIOSBY KaIlka OT pa3TBopa.
ToBa e HOpMaITHO, HO BCE TIaK TPsIOBA J1a IPOBEPUTE
W3TUYAHETO, aKO U3MOJ3BAaTe HOBA MUCAIKA 3a MPbHB MbT.
Bwxre crhiika 2 ,,IIpoBepeTe H3THIAHETO C BCSAKA HOBA
nucagka‘.

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

/N Bumaru msnonssaiite Hoa nrna 3a Besika WHKEKIHS.
ToBa Mo’e Ja MpeI0TBpaTH 3aIlylIBaHe Ha UTJINTE, 3aMbpCsABaHe, MH(EKTHPAHE U HETOYHO
JTIO3UpaHe.

Huxora He usnosizBaiite H3KPUBCHA WIM NMMOBpPEACHA UTJIA.

2. IlpoBepeTe H3THYAHETO ¢ BCAKA HOBA MUCAJIKA
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. AKO BeYe M3IMOJI3BATE MMUCANIKATA, IPEMUHETE KbM
crerka 3 ,,136epere no3ata‘. [IpoBepsiaiite
W3TUYAHETO CaMo TMPEId MbPBOTO HH:KEKTHPAaHE €
BCSIKA HOBA MUCAJIKA.

. 3aBbpTETE CENEeKTOpa Ha J03aTa 10 MapKepa 3a s
30paH e
NMpoBepka HAa u3Tn4yaHeTo (** “™) To4HO cren Mapkep 3a
,0“.YBepere ce, 4e MapKepbT 3a IPOBEPKa Ha nposepKa Ha

H3THYAHETO
HU3TUYAHCTO CC U3PaBHABA ChC CTPCIIKATA HA A03aTa.

. 3aIpbKTe MUcaNKaTa ¢ HacOueHa Harope uria.
HatucHere u 3aapb:KTe 1030BUA OYTOH, 10KATO
OposubT Ha Ao3aTa ce BbpHE Ha ,,0“. Ludpara ,,0
TpsIOBa J1a ce U3paBHU ChC CTpPENIKAaTa Ha 103aTa.

Ha Bbpxa Ha urnara Tpsi0Ba J1a ce MOSIBY Kalka pa3TBOpP.

Ha Bbpxa Ha Urnara Moxke J1Ja OCTaHE MaJlka Karka, HO TS HsAMa Ja ce MHXKEKTHUpA.

AKO He ce MOSIBH KaMNKa, TOBTOpeTe CThIKa 2 ,,IIpoBepeTe H3THYAaHETO ¢ BCSIKa HOBA MUCAIKA 10
6 mbTH. AKO Bce Ollle HsIMa Karka, CMEHETE UTJiaTa ¥ MOBTOpETe CThIKa 2 ,, [IpoBepeTe N3THYaHETO C
BCSIKA HOBA MHCAJIKa“ OIIE BEAHBXK.

M3xBbpaeTe nucaikaTa U U3MOI3BalTe HOBA, aKO BCE OLIEC HE CE € MOsIBUJIA KallKa OT pa3TBopa.

BuHaru ce yBepsiBaiiTe, 4e ce MOABSIBA KAIKA HAa BhpXa HA UTJIATa, MPE/IU J1a U3I0I3BaTe HOBa
nucaika 3a npsB IeT. C TOBA ce TapaHTHpa, Ye Pa3TBOPHT MPEMUHABA OE3MPEIATCTBEHO TIpe3
uriaTa.

AKO HE ce TIOSIBH Karlka, HIMA J]a CH WH)XXEKTHPATe HUKAKBO KOJIMYECTBO OT JIEKAPCTBOTO, BHIPEKH
4e OposiubT Ha Jl03aTa MOKe Jia moMpbaHe. ToBa Moske 1a 03HaYaBa, Yye UIJIATa e 3anylnieHa uiu
noBpejeHa.

AKO HE MpoBepsBaTE H3THYAHETO TPEAH MIHPBOTO CH HHXKEKTUPAHE C BCSIKA HOBA IMHCATKa, MOXE Ja
HE TIOJIYIHTE MPEANICAHATa J103a U JkelaHus edekt Ha Ozempic.

3. N30epeTte n03aTa

. 3aBbpTeTe celeKTOpa Ha 103aTa, 3a 1a HabepeTe
1 mg.
[Mpoxwmkere 1a BBPTHUTE, JOKATO OPOSYHT Ha J103aTa
cripe u mokaxe 1 mg.

H3opan
1mg

Camo OposYBT | CTpeNIKaTa Ha J[03aTa IIIe IMoKaXkaT, ue ¢ HabpaH 1 mg.

Moxkere na uzdupare camo 1 mg Ha n03a. Korato mucankara cbbppxa Io-Majiako oT 1 mg, OposdbT Ha
Jlo3aTa Crupa Ipe/u Jia ce mokaxe 1.

CenekTopbT Ha JJ03aTa MPUIIPAKBA PA3IMYHO, KOTaTO CE 3aBHPTH HAIPE], Ha3a/l WITH NP PEMHUHABaHE Ha
1 mg. He Opoiite npuipakBaHusiTa Ha MMCAJIKATA.

Bunaru uznoJs3sBaiiTe 6posiua u cTpejKaTa Ha 103aTa, 3a 1a BUAUTE, Ye e HaOpaH 1 mg, npeau
J1a MHKEKTHPATe TOBA JEeKAPCTBO.

He Opotite mpumpakBaHusITa Ha MHCATKATA.

Cbc cesiekTopa Ha 103aTa TPsiOBa Ja ce u30upaT camo 034 mo 1 mg. 1 mg tps6Ba TouHO 12 ce
W3paBHU ChC CTPEJIKATA, 32 JIa CT¢ CUTYPHH, Ye IpUeMaTe MPaBUIIHA JI03a.

Koaxko pa3TBop e octanaj
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. 3a 1a BUANTE KOJIKO Pa3TBOP € 0CTaHAJI, N3II0JI3BaiiTe
Opostua Ha 103aTa; 3aBbPTETE CEIEKTOPa, TOKATO
OposiYbT crpe.

Axo To¥i nokasBa 1, BB Bamara nucaika € octaHall

none 1 mg.
Axo OposiybT Ha 103aTa cnpe npeau 1 mg, Hima BpostunT na
JOCTaTh4HO OCTaHAaJ pa3TBOP 3a IbJHa A03a 1 mg. Ao3aTa € CHpILL:

ocrasa 1 mg

A\ He wsnonssaiire MUcaNKara, ako B Hesl HMa JJOCTaThbYHO OCTaHAN Pa3TBOP 32 ITBJIHA J034.
W3nomn3Baiite HoBa nucanka Ozempic.

4. Un:kekTHpaiiTe n03ara

. BnBenere uriara B Koxkarta, kKakto Bu e mokazan
BamusT nexkap uiam MeTUIIMHCKA CecTpa.

. YBeperte ce, 4e BH:kIaTe Oposda Ha 1o3aTa. He ro
3aKpUBaiTe C MPHCTUTE CU. ToBa MOXKE Ja MPEKHCHE
WH)XEKTHPAHETO.

. HatucHeTe u 3a1pbiKTe 1030BHs OyTOH.

HaoOmaronasaiite, 10kaTo OpOAYHT HA 103aTa ce BbpPHe
Ha ,,0“. [ludpara ,,0 TpssOBa ga ce U3paBHU CHC
CTpeJiKaTra Ha fo3aTa. ToraBa Moke J1a uyere Uiu
yCeTUTE MpHUIIpPaKBaHe.

. IIpoasikaBaiiTe 1a HaTHCKATe 1030BUsI Oy TOH,
AO0KATO 3aAbpPKaTe MIJiaTa B KoxKaTa CH.
. IIpe6poiiTe 6aBHO 10 6, T0KATO ABPKUTE T030BUS Bpoiite fanno:
OyTOH HATHCHAT. 1-2-3-4-56
b Axo H3BAAUTC UTJIATa IO-PAHO, MOXKC 1a BUAUTC KaK OT

BbpXa M U3THYA CTpyHKa OT pa3TBopa. B TaksB ciydait
HsIMa Ja ObJie IPUIOXKEHA IIbJIHATA 103a.

. H3Bajgere uriara ot ko:kara cu. Cies ToBa MOXKe J1a
OTIyCHETE J030BHS OYTOH.
AKO Ha MSICTOTO Ha UHXXEKTHUPAHE CE MOSBU KPbB,
MPUTUCHETE JICKO.

Ha Bbpxa Ha urnaTa Moke a BUJUTE KalKa pa3TBOp Clie] MHKEKTUpaHeTo. ToBa € HOpMaIHO U HE ce
oTpa3sBa Ha Bamiata mo3a.

A\ Bunaru riegaiite Oposiua Ha 103aTa, 32 1a 3HaeTe KOJKO Mg CH MHKeKTUpaTe. 3aIphXTe
J030BUs OyTOH HATUCHAT, JOKATO OpOSIYBT Ha J03aTa ce BbpHE Ha ,,0%.

Kak 1a pasnosHaere 3anyuieHa WM NOBpeJeHa UIJia

—  Ako OposiubT Ha J03aTa He MoKaxe ,,0° ciel NpoAbIKUTETHO HaTHCKaHEe Ha J030BUs OYTOH,
BB3MOJKHO € J1a CTE€ U3I0JI3BAJIM 3aIlyLIEHA WIK IIOBPEACHA UIJIA.

— B TaxbB cinyyail He cTe cH MH)KEKTHPAJIM HUKAKBO JIEKAPCTBO, BBIIPEKH Ue OpOAYBT Ha 103aTa
ce € MPEMECTIII OT YUCIIOTO Ha I’bPBOHAYAIHATA 1034, KOSITO CTE 3aJaJIH.

KaxBo na npaBure cbc 3amynieHa urJja
CwMeHeTe uriara, KakTo € OMHCaHo B CThIKa 5 ,,Ciien HHKEKIUATA ™, ¥ TIOBTOPETE BCUUKHU CTHIIKH OT
1 ,,IloaroTBeTre mrcankaTa Cu C HOBa Uriia‘“. YBepeTe ce, 4e CTe HaOpaiH Is1ata Heo0XoauMa J03a.

Huxora He noxocpaiite 6p0ﬁ‘la Ha 103aTa, 10KaT0 HHIKEKTHUpPAaTe. ToBa Mmoxe 1a IMPEKBCHE
WHXXCKTHUPAHETO.
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5. Ci1eq HHKEKIUATA

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

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

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

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

IlocTaBsiiTe 0THOBO KamaykKaTa Ha IIHFcajIKaTa CJe/T
BCSKO M3IIOJI3BAHE, 3a J1a NPCAIIa3uTC pa3TBOpa OT
CBCTJIMHA.

Koraro nucankara TpSI6Ba Ja C€ U3XBbPJIU, HAIIPABLETEC I'0, 0e3 Ja UMa urjia BbpXy HEs, KaKTO Bue
HWHCTPYKTHUpAJI Bammsar JICKap, MCOAWIIMHCKA CECTpa, q)apMaL[CBT NN MCCTHHUTC BJIACTH.

A

Huxora He ce onuTBaiiTe 12 MOCTaBsITe 00PAaTHO BhTPEIIHATA KallayKa BbPXy uriaata. Moxe
Ja ce ybomere ¢ uriarta.

Bunaru cien Besika HHKeKIUsI He3a0aBHO OTCTPaHABANiTe UIJIaTa OT MHCAIKATA.

ToBa MOke 1a peAOTBpaTH 3alylIBaHEe HA UM, 3aMbpCsBaHe, MHPEKTUpaHe, N3THYaHE Ha
pa3TBOpP M HETOYHO JIO3UPAHE.

JonmbaHuTeIHA BaKHA MHpOpManms

BuHaru cexpansiBaiiTe micaikaTa U HIJIMTE HA MSICTO, HEJJOCTHITHO 32 IPYTH X0pa, 0COOCHO 3a
Jiena.

Huxora He criofeifiiiTe MIcaiKaTa UK UTIIATE CH C APYTH XOpa.

OOrpIKBanIUTe JIKIA TPIOBA a ca MHOT0 BHUMATEJHH NMPH PadoTa ¢ M3MOJI3BaAHH UIJIN, 32 J1a
n30erHaT HapaHsBaHE C TAX M KPhCTOCAaHA MH(EKITHSL.

I'pnxa 3a Bamarta nucajka

Wznon3BaiiTe nucaikara BHUMAaTENHO. [ py0oTO MaHMITy IMpaHe WK HEMIpaBUIHA yHoTpeOda Morar aa
HNPUYUHAT HETOYHO JT03UpaHe. AKO TOBa CE CIIy4H, MOXeE J1a He TOJyIHTe KelaHus eekT Ha ToBa
JIEKapCTBO.

He ocTaBsiiTe mucajkaTa B KoJIa WIH Ha IPyTro MsCTO, KBJIETO MOKE /1a CTAHE TBBPJIE TOpELIo
WIH TBBPJIE CTYAEHO.

He un:xextupaiite Ozempic, KoiTo € 011 3aMpa3eH. AKO TO HAIIPaBUTE, MOXKE J1a HE TIOTyINUTE
JKemaHus eeKT Ha TOBA JIEKapCTBO.

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

He u3inaraiiTe nucajakara cu Ha Ipax, MPbCOTHSI WJIH TEYHOCT.

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

He u3nyckaiiTe nucajgkarta cM 1 He 5 yApANWTE B TBBPAN MOBBPXHOCTH. AKO S U3ITyCHETE WIIH
M0JTO3UpaTe, 4e Hell[o HE € Hape]l C Hes, TIOCTaBEeTe HOBA WIJIa U MPOBEpETe N3THYAHETO Ha Pa3TBOD,
NIpen Aa UHXKEKTHpATe.

He ce onuTBajiTe 1a HABJIHUTE NOBTOPHO NMucaakaTa ci. CieJ KaTo BEAHBXK e U3MPa3HHU, TSI
TpsiOBa J1a ce U3XBBPIIH.

He onuTBaiiTe 1a mompassiTe WK pa3riao0sBare MUcajkara CH.
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JIucroBka: Undopmanus 3a nanmueHTa

Ozempic 2 mg MHKeKIMOHEH Pa3TBOP B NMPeABAPUTEIHO HATBJIHEHA MHCAJIKA
cemarnyTua (semaglutide)

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

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

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

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

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

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

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrapnsea Ozempic U 32 KaKBO ce U3I0JI3Ba

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

3. Kak na uznonsBare Ozempic

4. BBb3M0XHM HEXETaHU pPEAKIUU

5. Kak na cexpansBare Ozempic

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

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

Ozempic ce u3IoJI3Ba 3a JIeUeHUE Ha Bh3pacTHU (Ha Bh3pacT 18 roaunu u nmoseue) cbe 3/1T2, korato
AUETaTa U yIpa)XHCHUATA HC Ca NOCTATbYHM!

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

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

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

(hapmareBT WM MEIUIINHCKA CECTPa.

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

He n3noa3saiite Ozempic

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

Ipexynpesxnenns: u npeanasHu MepKU

I'oBopete ¢ Bammst mekap, ¢papmarieBT WM METUITHHCKA CECTpa, IPEAH Jla U3I0I3BATE TOBA
JIEKapCTBO.
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Toa yiekapcTBO HE € CHITOTO KaTo MHCYJWH U Bre He TpsOBa Ja ro u3IosBaTe, ako:

. pa3BHeTe nrabeTHA KETOAlKA03a — YCIIOKHEHUE MPHU 1Ha0eT, IPOTHYAILO ¢ BUCOKA KPbBHA
3axap, 3aTpyJAHCHO JUIIaHe, 00bPKBaHE, IPEKOMEPHA JKaX/1a, CIaAbK MUPHC HA IbXa WIH
ClaJbK WK METAJICH BKYC B yCTaTa.

Ozempic He ¢ HHCYJIMH ¥ IOPaJK TOBA HE TPsOBa /1a Ce U3M0JI3Ba KAaTO 3aMECTHTEI Ha HHCYJIMHA.

Axko 3HaeTe, ye Bu npencTou ornepaius, Ipu KOSTO Iie ObJAeTe Mo1 aHecTe3us (B CIISIIO ChCTOSHUE),
TpsiOBa Ja Kakere Ha Bamus niekap, ye cre Ha jaedenue ¢ Ozempic.

HDO6J’I€MI/I ChC CTOMAXa M 4€pBaTa, U ACXHUApaTalmia

[To BpeMe Ha JIE€UEHUETO C TOBA JIEKAPCTBO MOXke J1a Bu ce moBaura (rajieHe) win ga uMaTte
MOBpBIIAHE WK Auapus. Te3n HeKeNaHu PeakIMu MOTaT J1a IPUYHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). BakHO € J1a mreTe 00MITHO KOJIMYECTBO TEYHOCTH, 32 Ja MIPEJOTBPATHTE ICXHpaTaIInsI.
Tora e ocobeHo BakHO, ako UMaTe Tpodiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms siekap, ako nmare
HSIKAKBU BBIIPOCU WIIH IPUTECHEHHMS.

CuaHa ¥ IpoabJDKMTEIHA KOpEMHA 00JIKa, KOSITO MOYKE J1a C€ ABJDKH Ha OCThD IMaHKPEATHUT.

AKO UMaTe CHITHA U TIPOIBJDKUTENTHA 00JIKa B 00J1acTTa Ha CTOMaxa, He3abaBHO MOThPCETe JIeKap, Thil
KaTo TS MOJKE J1a € TIPU3HAK Ha OCTHP MMaHKPeaTHuT (Bh3MajaeH maHkpeac). Mol BIKTe Touka 4 3a
MpeIynpeANTEITHATE PU3HAIY 32 Bh3IAJICH TaHKpeac.

Hucka xpbBHA 3axap (XMIIOTITUKEMUST)

KoMmOunmpaHneTo Ha cynhOHUTYPEHHH TPOU3BOAHM WIIH WHCYJIMH C TOBA JICKAPCTBO MOXKE J]a YBEIIHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIXKTE TOUYKa 4 OTHOCHO
MpeIynpeAnTETHATE PU3HAIM 33 HICKU HHBA Ha KpbBHATA 3axap. Bammsar nexap moxe 1a Bu
Ha3Hauu J]a ce U3CJIEe/IBAT HUBAaTa HA KpbBHATa Bu 3axap. ToBa 11e My IOMOTHE J1a ONpeeian Taau
J103ata Ha CyJI(pOHMITYPEHHOTO MPOU3BOHO WIIH MHCYJIMHA TPsiOBa Ja ce IPOMEHH, 3a J1a CC MOHIKU
PHUCKBT OT HACKA KpPBhBHA 3aXap.

3a0oJisiBaHE HA OYUTE BCJIEACTBUE HA NHA0ET (pETUHOIATHS)

AKo mMmare 3a00JsIBaHEe Ha OYUTE BCIIEACTBYE Ha quabeTra U U3MoN3BaTe WHCYINH, TOBA JIEKAPCTBO
MOJKeE Jia TOBEJIE JI0 BIIOIIABaHE Ha BaieTo 3peHne 1 ToBa MOXe Jla HalloxKu Jiedenue. Muadopmupaiite
JIEKaps CH, aKo UMaTe 3a00JIsIBaHE Ha OYMTE BCIICJCTBHE HA Ua0eTa WM aKO 110 BpeMe Ha JISYCHUETO
C TOBA JIEKAPCTBO MOIyYUTE MPOoOIeMH ¢ ounTe. B ciyuail ye mMare mOTEHIIMATHO HECTAOMITHO
3a00JIsIBAHE HA OYKMTE BCIICACTBUE Ha TUa0eT, HE ce MpernopbuBa Ja u3nonzsare Ozempic 2 mg.

Bueszannu npoMeHu B 3pennero Bu

Ako 3a0enexuTe BHE3aITHa 3ary0a Ha 3peHHe WK OBbP30 BIIOIIaBaHE HA 3pEHUETO MO BpeMe Ha
JICUEHHETO C TOBA JIEKapCTBO, He3abaBHO ce cBbpaKeTe ¢ Bamus siekap 3a cbBeT. ToBa Moxe n1a ce
I'bJDKU Ha MHOTO PSIIKO Cpellallia ce HeXellaHa peakiys, HapeueHa HeapTepUUTHA [IPeJHa UCXEMUYHA
ontuyHa HeBponatus (HIIMOH) (Buwxre Touka 4: Cepno3Hy HEeXelaHu peakuun). Bammst nekap
Moke Aa Bu Hacouu 3a o4eH nperies 1 MOKe Aa € HAJIOKH J1a CIPETe JIEYEHUETO C TOBA JIEKAPCTBO.

HaI_II/IeHTPI ChC 320aBEHO n3MnpasBaHC HA CTOMaxa (raCTponape3a)

Axko umare 6aBHO (3a0aBeHO) U3IIpa3BaHe Ha CTOMaxa (HapedyeHo racTpormapesa), yrnorpedara Ha
Ozempic MOXe Jia JIOBeJIe 10 CEPUO3HH WK TEXKKH CTOMAIITHO-YPEBHU HEXellaHu chouTus. ['oBopete
¢ Bamms nexap, npeau na uznonzsate Ozempic.
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Jleua v roHOIIN
Tora yiekapcTBO HE Ce IPEOpPbUBa MPH Jiella U IOHOIIH Ha Bh3pacT mox 18 romuHu, Thid KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA TIPU Ta3M BB3PacTOBa IPyIia BCE OIIE HE Ca YCTAHOBEHMU.

Apyru nexapcrBa u Ozempic

Tps6Ba na kaxere Ha Bamms nexap, papmareBT Il MEIUITUHCKA CECTPa, aKO IPHeMaTe, HAaCKOpo CTe
MpUEeMalTi WU € Bh3MOXKHO J1a TIpueMaTe JPYTHU JICKapCTBa, BKIIFOUUTEIHO OWIIKOBU WIH APYTH
JIEKapCcTBa, KOMTO CTE KyNIIu 0e3 perenTa.

[o-cnenmanuo, nabopmupaiite Bammus iekap, GpapMarieBT Wi MEIUIIMHCKA CECTPa, aKO U3I0JI3BATE

JIEKapCTBa, ChAbPIKAILN HAKOE OT CICTHUTE:

. Bapgapun nnu apyru nogo0HH JieKapcTBa, IPUEMaHH MPe3 ycTaTa 3a HaMaJsIBaHe Ha
KPBBOCHCUPBAHETO (MIEPOPATHA aHTUKOATYJIaHTH). MOKe Ja ce HAJIOXKAT YeCTH U3CIICABAHUS
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChCcUpBa KphBTa Bu.

. AKo u3non3Bate HHCYINH, Bammst nexap e Bu 00sicHu Kak 1a HaMa uTe 103aTa Ha HHCYJINHA
u 1e Bu npenopbya fa ciaenuTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30erHeTe XUIEPrIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U AuabeTHa KeToanuo3a (YCIoKHEeHHe Ha rabeTa, KOeTO HaCThIIBA,
KOTaTO OPTraHU3MbT HE MOXKE JIa pa3rpaju rIoKo3aTa, Thil KaTo HsIMa TOCTAaThbUHO WHCYJINH).

BpeMeHHOCT M KbpMeHe
AKko cte OpeMeHHa WM KbPMHTE, CMSTATE, Ye MOXKe J1a CTe OpeMEeHHa, WM IUIaHUpaTe OpeMeHHOCT,
nochBeTBaTe ce ¢ Bamus nexap npenu ynorpebara Ha TOBa JIEKapCTBO.

ToBa JiekapcTBO He TpsiOBa Jla ce M3MOJI3BA M0 BpeMe Ha OPEeMEHHOCT, 3aIll0TO HE € W3BECTHO AN
3acsira iona. 3arosa ynorpedaTa Ha KOHTPALEIIHS € IPEOPBhUNTEIIHA, TOKATO U3I0I3BaTe TOBA
JIEKapcTBO. AKO JKenaeTe Aa 3adpemMeHeeTe, 00ChAeTe Kak Ja MPOMEHUTE JICUCHUETO cu ¢ Bammis
JieKap, Thil KaTo TpsOBa Ja crpeTe ynoTpedaTa Ha TOBA JIGKAPCTBO MOHE 2 Mecela MpeIBapUTEITHO.
Ako 3a0peMeHeeTe, JOKAaTO M3MOI3BATE TOBA JICKAPCTBO, TOBOPETE He3a0aBHO C JieKaps CH, Thil KaTo
nedeHunero Bu TpsOBa 1a Obae IpOMEHEHO.

He n3non3zBaiite ToBa J1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMara.

Modupane u padora ¢ MAIIUHU

Masko BepositHo ¢ OzempicC 1a nosnusie Ha criocoOHocTTa By 3a modupane u padora ¢ Mammau. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CYI(POHMITYPEHHN POU3BOIHYU WM UHCYJINH,
KpbBHaTa Bu 3axap Moke J1a ce MOHMKH (XUTIOTIINKEMHS ), KOETO Ja oTciaabu criocodonocTTa Bu na ce
KoHIeHTpupare. He modupaiite n He paboTeTe ¢ MallIMHU, aKO MOIYYUTE MPU3HALK HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpesxaeHus u npeanasHyd MepKH' 3a HH(opMalys 0THOCHO
MTOBHINIEHHUS PUCK OT HUCKA KPBbBHA 3axap, KAKTO W TOUKa 4 3a MpeayNpeIUTETHATE TPU3HAIN Ha
HHUCKa KPBbBHA 3axap. | 'oBopeTe ¢ jekaps Cu 3a JOITbIHATETHA HHPOPMAITHSL.

ChabpkaHue HA HATPHIA
Toga siekapcTBO ChABPKA MO-MaNKO OoT 1 mmol HaTpwii (23 mg) Ha 034, T.€. MOXKE Ja ce Kaxke, Ue
MPAKTUYECKU HE ChIbpiKa HATPUH.

3. Kak na uznoassate Ozempic

Bunarn n3nonsBaiiTe ToBa 1eKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He cTe CHTypHU B
HEIo, nonuraiTe Bamms iekap, papmaieBT Wil MEIUIIMHCKA CeCTpa.

Koaxko na n3nmoi3Bare

. Havanmnata no3a e 0,25 mg BeAHBX CEAMHUYHO 33 TIEPHOJ OT YETHPH CEIMUIIH.
. Cren ueTHpH CeIMUIIM JIEKapsIT 1ie yBenn4n fo3ata Bu g0 0,5 mg BeJiHBXK CEIMUYIHO.
. Bammsar nexap moxe aa yBenuud fo3ata Bu 1o 1 mg BeaqHbx ceAMUYHO, aKo KpbBHaTa Bu

3axap He ce KOHTPOJIMPA J0CTAThuHO 100pe ¢ 1032 0,5 mg BeIHBK CEIMUIHO.
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. Bammst nexap Moke ga yBenudn 1o3ata Bu Ha 2 My BEAHBXK CEAMHYHO, aKO KpbBHaTa Bu
3axap He ce KOHTPOJIMpa JOCTaThUHO A00pe ¢ 10o3a 1 My BEAHBXK CEAMHIYIHO.

He mpomensiite no3ara, ocBeH ako Bamust nekap He Bu e xa3an ga HanpaBute ToBa.
Kak ce npuiaara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIH MoJ] KokaTa (MOJIKOKHO MHKeKTupane). He nHxxekTupaiite BbB
BEHA WJIN MYCKYIL.

. Haii-moaxonamure MecTa 3a MHXEKTHpaHe ca MpegHaTa 4acT Ha OeapaTa, MpeaHaTa 9acT Ha
TanusaTa (Kopema), Wil TopHaTa 4acT Ha pbKara.
. [Ipenu na nznon3BaTe MUcajkaTa 3a NPbB BT, Bamusr nekap nin MeIuIUHCKa cecTpa me Bu

MOKaXKaT Kak /1a OopaBuTe C Hesl.
[MonpoOHM yka3aHus 3a yrnoTpeda ca JajeHu Ha ApyraTta CTpaHa Ha Ta3H JIMCTOBKA.

Kora na uznoassare Ozempic

J TpsiOBa aa U3MoN3BaTE TOBA JICKAPCTBO BEAHBK CEAMHYHO U 10 BH3MOXKHOCT — Ha €/IUH U ChIII
JIEH BCSAKA CEIMMUIIA.
. Moske 1a cu HampaBUTE HHXKEKITHUS TI0 BCSIKO BPEME Ha JICHS, HE3aBUCHUMO OT XPaHEHUSATA.

3a 1a 3alOMHUTE MO-JIECHO, Y€ TOBA JIEKAPCTBO C€ HHXKEKTUPA CaMO BEAHBXK CEIMHYHO,
MPENOPBUUTENHO € 1a 0TOenexuTe N30paHus JeH (Hamp. cpsaa) BbpXy KapTOHEHATa OIaKOBKa U Aa
3anycBaTe BbpPXY Hesl laTaTa MpU BCAKO MHKEKTHPAHE.

HpI/I H606XO,I[I/IMOCT MOXKETE Ja MIPOMEHUTE JACHA Ha €KCCCIMUYIHOTO MHXKCKTHPAHE Ha TOBa
JICKapCTBO, CTUTA Ja Ca U3MUHAJIHA ITOHC 3 JHU CJIC ITOCJICAHOTO MY MHIKCKTUPAHE. Cnez[ I/I36I/IpaHeTO
Ha HOB ACH MMPOABJDKETC MPUJIaraneTo BEAHBK CCIMUYIHO.

AKo cTe H3M0JI3BAJIN NOBeYe 0T HeoOxoauMaTa 103a Ozempic
AKO CcTe M3MO0JI3BaIM MOBeUe OT HeoOxoauMmaTta o3a Ozempic, BejHara nadopmupaiite Bamms nekap.
BB3MoXHO € /1a Tony4nTe HesKeTaHW PEeaKIiy KaTo IMOBAUTaHe (TajeHe).

AKo cTe mponycHaIM aa u3noJsBare Ozempic

AKoO cTe MpoIyCHaIH J1a MHXXEKTHUpaTe 1032 U:

. W3muHanm ca 5 wiw mo-Manko JHH cJel MOMEHTA, B KOHTO € TPSOBaJIO /la M3MOI3BaTe
Ozempic, MHXEKTHpaNTe o BeJHara, oM cu criomuute. Ciell ToBa HHXXEKTHpaiTe
cJenBaIiara cu J103a, KakTo 0OMKHOBEHO B TUTAHUPAHUS JICH.

. M3muHanm ca moBede OT 5 JHU ClIe]] MOMEHTA, B KOWTO € TpsAoBaio Aa m3nomsBaTe Ozempic,
MpecKoYeTe MmporycHaTaTa qo3a. Cie ToBa HHKEKTHpaNTe cleBaiara C1 103a, KakTo
O0OWKHOBEHO B IUTAHUPAHHUS JICH.

He uznion3zBaiite ABOIHA 71032, 3a 1a KOMIIEHCUpATE MPOIycHaTaTa J03a.

AKko cTe cripesn ynorpedara Ha Ozempic

He cniupaiite ynorpebaTa Ha TOBa JiekapcTBo, 0e3 Aa cre nHpopmupanu Bammus nexap. Ako s crpere,
HHUBOTO Ha KpbBHaTa Bu 3axap Mo’ke J1a ce IOBUILY.

AKO MaTe HIKAKBU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yIoTpedara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bammus nekap, dhapmaneBT Wi MEAULIMHCKA CECTPA.

4, Bb3MOKHH HeKeJTaHH Pe€aKknuun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPCAN3BHUKA HCKCIIAHNU PCAKIUH, BBIIPEKU Y€ HC
BCCKU I'1 TIOJTy4aBa.
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Cepn031m HEKEJIAaHU pCaKIUU

YecTu (Morat na 3acersat 1o 1 Ha 10 gymm)

. VYcnoxxHeHus Ha 3a00JIBaHETO HA OYHMTE BCIEACTBHE Ha quabera (peTuHonaTus) — TpsioBa na
Ka)kKeTe Ha JIeKaps CH, aKo 110 BpeMe Ha JICYUCHHETO C TOBA JICKAPCTBO MOIyYHUTE IPOOIEMH C
OYHTE, KaTO MIPOMSHA B 3PCHUETO.

HeuecTu (Morat na 3acersar g0 1 mva 100 gymmm)

. Br3manenne Ha mankpeaca (OCThp MaHKPEATHT), KOWTO MOJKE /1a TPUYMHY CHITHA OOJIKa B
cToMaxa M I'bp0a, KOSITO He mpeMuHaBa. Tpsa0Ba ga oTuaeTe Ha Jiekap He3a0aBHO, aKO IOJTyYUTe
TaKMBa CUMIITOMH.

Penku (morar ga 3acernar a0 1 Ha 1 000 mymmm)

. Texku anepruynu peakuuu (aHaUIAKTUYHU peakunu, anruoenem). TpsOBa He3abaBHO Aa
MOJyYUTE MEJUIIMHCKA ITOMOIIl ¥ BeJIHAra Jia MHPOpMHUpATe JIeKaps CH, aKO IOTydUTe
CHUMIITOMH KaTo MPOOJIEMH C TUIIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'bPIOTO
ChC 3aTPyIHEHO NPETIIBIIaHe U YYECTEHO ChpIcONeHE.

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

. 3abossiBaHe Ha OKOTO, HAPEUYECHO HEAPTEPUHUTHA TPEHA UCXEMUYHA ONITHYHA HEBPOIIATHS
(HITMOH), xoeto Moxe fa MpUYMHY 3aryda Ha 3peHHETO Ha eHOTO Bu oko 6e3 na nMa 6oska.
TpsiOBa He3a0aBHO J1a ce CBBpKeTe ¢ Bamus sekap, ako 3a0eiiekuTe BHE3aITHO WK MOCTCIIEHHO
BIIOIIIABaHE HA 3pEHMETO (BMKTE Touka 2: "BHe3amHu nmpoMeHu B 3peHneTo Bu").

C Hen3BecTHA YecTOTa (OT HAJTUYHUTE JAHHU HE MOXKE J1a Ob/Ie HAallpaBeHa OIICHKA)
. 3amymiBaHe Ha yepBaTa. Texxka (hopMa Ha 3arek ¢ AOMBbJIHUTEIIHA CUMIITOMH KaTO CTOMAIlllHa
00J1Ka, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAaHU PCaKIUA

MHoro 4yectu (Morat fa 3acerHat nmosede ot 1 Ha 10 xymm)

. [MoBnurane (rageHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. JHuapus — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. Hucka xpbBHA 3axap (XUIOTIMKEMHS), KOTaTO TOBA JIEKAPCTBO C€ M3IOJI3BA 3a€THO C

JICKapCTBa, KOUTO CbAbPIKAT CyJ'I(bOHI/IJ'IprI\/’IHI/I MMPOU3BOJAHHA HUJIN UHCYJIUH.

Yectu (Mmorar aa 3acerrar a0 1 Ha 10 mymmm)

. [ToBpbiuaHe;

. Hucka kpbBHa 3axap (XUIOTIMKEMHS), KOTaTO TOBA JISKAPCTBO CE U3MOJ3Ba 3a€JHO C
MepopaTHH JIEKapCTBa 3a AMA0ET, OCBEH CyNI()OHIITYPEHHN TPON3BOAHH WITH WHCYJIIHH.

[IpeaynpeaurenHuTe mpU3HAIM 32 HUCKA KPbBHA 3aXap MOTaT Jia ce MOsIBAT BHE3amHo. Te morat na
BKJIFOYBAT: CTYJICHA TOT, XJIa/IHa OJie/1a KOXKa, TTIaB00O0JUE, YCKOPEH ITyJIC, TOBUTaHe (Ta/ICHEe) WU
CHWJICH TJIa/l, IPOMEHH B 3pEHHETO, CHHINBOCT WIIH CIa00CT; HEPBHOCT, TPEBOXKHOCT MIIH OOBPKAHOCT,
3aTpyAHEHA KOHIICHTPALUS WIH TPEIEpPEHeE.

BamusT nexap me Bu kaxxe kak 1a IeKyBaTe HUCKaTa KphBHA 3aXap M KaKBO J]a HAIIPaBUTE, aKO
3a0enexuTe Te3r IpeaynpeuTeIHN TPHU3HAIH.

BeposiTHOCTTA J1a cliajiHe HUBOTO HA KPhBHATA 3aXap € MO-ToJIsiMa, ako MpreMaTe CyJIQOHITYypeHHU
MTPOW3BOHH WJIM MHCYJUH. BamusT nexkap Moxe J1a HaMallv 103aTa Ha Te3U JISKapCTBa, MPeIu J1a
3alovHeTe /1a U3II0JI3BAaTe TOBA JIEKApCTBO.

. Jlomo xpaHocMuaHe;

. Bw3nanen cromax (racTput) — NpU3HALUTE BKIIOYBAT CTOMAIIHA O0JIKa, MOBAUTaHe (TafcHe)
WJIN MOBPBHIIAHE,

. Peduykc unm kucenuHu — Hapu4aHu olnle ractpoezodareanna peduykcHa 6onect (CEPB);

. CromaiirHa 00JIKa;

. ITonyBane Ha cromaxa;
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. 3arex;

. Opursane;

. KambHU B xTBUKaTa;

J 3amaliBaHe;

. Ymopa;

. 3ary0a Ha TerJo;

. [Nonmxken anerur;

. I"a3oBe (pmatynenmms);

. [ToBuimenue Ha MAHKPEATHYHN €H3UMH (KaTO JINIa3a U aMHUJIa3a);
. ['maBoGomnue.

HeuecTu (Morat na 3acersar 1o 1 va 100 gymrm)

. [IpomsiHa BBB BKyca Ha XpaHaTa WM HAITUTKHTE;

. VYyecreH mysic;

. Peaxruu Ha MSCTOTO Ha MHKEKTHPAHE KaTo OCHHSIBaHE, 00JIKa, Ipa3HeHe, ChpOek 1 00pHUB;
. AJIepTUYHHU peakIiy KaTo OOpUB, ChpOEK HITH yPTHKAPHS,

. 3abaBsiHe B U3MPa3BaHETO HA CTOMAaxa.

C Hen3BecTHA YecTOTa (OT HATUYHUTE IAHHU HE MOXKE J1a ObJIC HAallPpaBeHAa OIIEHKA HA YeCTOTaTa)
. [IpomsiHa B ycemaHeTo Ha KOXKaTa.

Chol01maBaHe Ha HesKeJaHU peaKnuu

AKO TIONTyYuTe HAKAKBU HEXKEIAaHU PeakIliy, yBeJoMeTe Bamus iekap, GpapMarieBT v MeJUIIMHCKA
cecTpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOTIMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIO J1a ChOOIINTE HEXKEITAHU PEaKIiy JUPEKTHO Ype3 HAI[MOHATHATA CHCTEMa 32 ChOOIIABaHe,
rmocoueHa B [Ipmnoxenue V. Kato cro0maBare HeXelTaHT PEakIliy, MOXKETE Ja aJeTe CBOSI IIPUHOC
3a MIoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKAPCTBO.

5. Kak 1a cexpansiate Ozempic

Jla ce cbxpaHsiBa Ha MSICTO, HEJOCTHITHO 32 JACIIA.

He u3non3Baiite TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOEA3aH BEPXY €TUKETa Ha MUCAIKATa U
KapTOHEHaTa OmaKoBKa cies ,,[ 'ogen 10:“/“EXP“. CpokbT Ha TOMHOCT OTTOBAPS HA MTOCIEAHUS JICH OT

IIOCOYCHHA MCCCII.

HDC,Z[I/I OTBApPAHE:

Ma ce cpxpanssa B xnaguwiHuk (2 °C-8 °C). Jla He ce 3ampa3ssBa. Jla ce cbxpaHsaBa aajied OT
oxytakaanus eneMeHT. ChXpaHsaBaiiTe ¢ TOCTaBeHA Kalayka, 3a J1a e MPEAIa3y OT CBETIINHA.

Crnen nppBOHAYAIIHO OTBapSHE:

. B npoabmkeHne Ha 6 CEIMUIIM MOXKETE Jla ChXpaHABaTe MUCAIKaTa IPU TeMIeparypa moj
30 °C unum B xnagunHuk (2 °C-8 °C), naned ot oxnaxkaaiims ejieMeHnt. He 3ampassaiite
Ozempic 1 He TO U3MOI3BANTE, aKO € OWIT 3aMpa3eH.

. Korato He n3mon3BaTe mucaikara, ChXpaHsBalTe s ¢ MOCTABCHA Karmauka, 3a Ja e MPe/na3u OT
CBETIIUHA.

He u3non3BaiiTe TOBa JIGKAPCTBO, aKO 3a0€ICIKUTE, Ue Pa3TBOPHT HE ¢ OUCTHD U OC3IBETEH UM MOYTH
Oe31BETEH.

He I/I3XB’[)I.‘)II$II71TG JICKapCTBaTa B KaHAJIM3alusaTa UJin B KOHTeﬁHepa 3a JOMAalIHH OTIIaAbIIN.

[lommraiiTe Bamus (bapMaueBT KakK J1a U3XBBPJIIATC JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKH 1I€ CIIOMOrHaT 3a Olla3BaHC Ha OKOJIHATa cpe€aa.
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6. Cobabp:kaHHe Ha OIAKOBKAaTA M JONbJIHUTEIHA HHpopManust
Kakso cbpabp:xa Ozempic

. AKTHBHOTO BEIIECTBO €: CeMariayTu. Enua ml oT HHKEKITMOHHMUS pa3TBOP ChABPXKaA 2,68 Mg
ceMarnyTua. EfHa npeaBapuTeIHO HAIBJIHCHA MUCAJIKa ChAbpka 8 mg cemariyTua B 3 ml
pa3TtBop. Besika nosa ceabppka 2 mg cemarinytun B 0,74 ml.

. Jlpyrute ChCTaBKH ca: TUHATpUEB GocdaT AUXUIPAT, MPOIHIICHIIINKOI, GEeHOI, BoJa 3a
HMHKEKI[UH, HAaTPUEB XHUIPOKCHJ/XJI0POBOAOPOAHA KKcenrHa (3a kopekuusa Ha pH). BuxkTte
CBIIO TOUKa 2, ,,ChAbpKAHUE HA HATPUI®.

Kaxk u3riexna Ozempic ¥ KakBO ChIbPKa ONIAKOBKATa

Ozempic e 6ucThp 1 Oe31BETEH WK NOYTH OE3LBETCH MHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaIbJIHEHA NTHCAJIKA.

Bcesika npeiBapuTeHO HaTBJIHEHA MTUCATKa ChABPkKa 3 ml pa3TBop U 1octass 4 1031 1o 2 mg.

OzempiC 2 mg UHXXEKIIMOHEH Pa3TBOP Ce Mpejyiara B CIICTHUTE BUIOBE OMAKOBKH:
1 mucanka u 4 urim 3a enHokpatHa yrnorpeda NovoFine Plus.
3 nucanku u 12 urnm 3a eqHokpaTHa ynorpeda NovoFine Plus.

He Bcruky BUOBe OMakOBKM MOTrar a ObAaT MyCHATH Ha ra3apa.
IIpuTeskaTes Ha pa3pelIeHUETO 32 YIOTpeda U NPOU3BOANTE
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Jaaus

I[aTa Ha MOCJCAHO MpepasrjaeiKjiaHe Ha JIMCTOBKaTa

JApyru uzrouynnuy Ha nHGopMauus

[Nonpo6Ha mH(OpManys 3a TOBa JIEKapCTBO € pejocTaBeHa Ha yeOcaiita Ha EBporelickara areHIus
1o JiekapcTBaTa http://www.ema.europa.eu.
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Yka3zaHus 3a ynorpeda

Ozempic 2 My HH:KEKIHOHEH PAa3TBOP B MPEIBAPHUTEIHO HANTBJIHEHA MUCATKA

cemaruayTtuj (semaglutide)

Yxka3zanus 3a ynorpeda Ha Ozempic 2 Mg HHKeKIHOHEH Pa3TBOP B NMPeIBAPUTETHO HANTbJIHEHA

MMHUCAJIKA

Mouisi, IpoYeTeTe BHUMATEIHO T€3HM YKA3aHUA, IPSIH J1a
W3II0N3BATE CBOSTA MPEIBAPUTEITHO HAITBIHEHA MTUCATIKA
Ozempic. ['oBopeTe ¢ Bamms nekap, MEAUIIMHCKA CECTPa HUITH
(hapmarieBT 3a TOBa Kak Jia mHXekTupare Ozempic MpaBITHO.

3amovHeTe ¢ MpoBEpKa Ha MUCAIKaTa, 3a 1a CTe CUTYPHH, Ye Ts
chaABpka Ozempic 2 My, ciaex KOETO NOTJIEAHETE
WIIOCTPALUHUTE TO-J0JY, 32 []a C€ 3aIl03HACTe C Pa3IUIHUTE
YacTH Ha MHUCAIKaTa U UTJiara CH.

AKO cTe cJIsI WM UMAaTe JIOLIO 3peHHe U He MOKeTe /1a
pa3ueTeTe Oposiua Ha 103aTa BbPXY NHCAJIKATA, He
U3M0JI3BaliTe TA3M NUCAJIKA 0e3 Uy:KAa MOMOIII.

[MotwpceTe oMo OT JHIlEe ¢ JOOPO 3pEHUE, KOETO 3Hae Kak Jia
W3I10J13Ba MPEIBAPUTEIIHO HaITbJIHEHATa nucainka Ozempic.
Barmmara nmcainka e npeBapuTeIHO HAITBITHEHA 1 UMa
BB3MOKHOCT 3a HabupaHe Ha jo3ara. Ts chabpika 8§ mg
ceMariyTua U MOXKeTe Jia n3dupare 1034 camo 1o 2 mg. Enna
HEHM3MOJI3BaHa MUCANKA ChIbpKa YETHUPH J03M 10 2 mg.

Hznomn3Baiite Ta6m/1uaTa OT BbTPCIIHATA CTpAHA HA KallakKa Ha
KapTOHCHATaA KyTH:, 3a 1a CIICAUTC KOJIKO MHKCKIIUU CTC
MIPUITIOKUIIN U KOra CTE€ T' IIPHUJIOKUIIN.

IMucankata Bu e npeqHasHadeHa J1a ce U3I0JI3Ba C UIJIH 3a
enHokparna ynotpeba 30G, 31G u 32G ¢ apinkuHa 10 8§ mm.
B omaxoBkara ca Bkiarodenu uriid NovoFine Plus.

Ozempic npeaBapuTeIHO
HAIIbJIHEHA MUCAJIKA U UIJIa

(mpumep)

BbuumHa

Kanauka na Kanayka Ha
nUCaIKaTa HIJIaTa
BbTpemna
Kanavka Ha
HIJIaTa
Hraa
Xapruen

€THUKET

IIpo3opue Ha
nmucajakKartra

Etnker Ha
NMUCATKATA

Bposiu na no3ara

Crpeiika Ha J103aTa

CeJsiekTop Ha

03aTa
n Mapkep 3a

Jlo30B OyTOH npoBepKa
Ha
HU3THYAHETO

/A Bamna HHpopMAIHS

O6’BpHeTe CIICIaIHO BHUMAaHHKEC Ha TC3U 6CJ'IC)KKI/I, TBH KaTO T€ ca Ba)KHHU 3a Oe30macHaTa y'HOTpC6a

Ha nmucajiKkara.

1. MToaroTBeTe MUCAJKATAa CH C HOBA HUIJIa

131




. IIpoBepeTe MMETO M MBETHHS €THKET HA MUCAJIKATA CH,
3a J1a ce yBepure, 4e T chabpxka Ozempic 2 mg. Tosa e
M3KJTFOUUTEITHO BXKHO, aKO MPUIIAraTe WHIKEKIIMOHHO
MOBEYE OT SAMH BUJI JISKapCTBO. M3mon3BaHeTo Ha
MOTPEIIHO JIEKAPCTBO MOXKE J1a ObJIe BPEIAHO 32 31JPaBETO

Bu.
. CpaJieTe KanaykaTa Ha MUCAJIKATA.
. IIpoBepeTte ajm pa3TBOPHT B MUCATKATA € OUCTHP U

6esnBeteH. [lorneqHere mpe3 Mpo3opueTo Ha MHUCaIKaTa.
AKO pa3TBOPBT U3IJIEXK/]Ia MBTEH MU C IPOMEHEH IIBST,
HE U3MOJ3BalTe MUCcaIKaTa.

. B3emere HoBa uria.
[IpoBepeTe xapTHCHHS ETUKET M BHHIITHATA Karavka Ha
WTrJIaTa 3a MoBpeIy, KOUTO MOTAT J1a 3aCerHat
CTepuIHOCTTa. AKO 3a0eJeXuTe HAKaKBa MOBpeaa,
M3M0J3BaiiTe HOBa UTJIA.

. OT1cTpaHeTe XapTHEHHS €THKET.

YBepeTe Ce, Y€ CTE NMOCTAaBUW/IN UIJIaTa MPABUJIHO.

. HarucHete uriara mpaBo BbpXY IHCAIIKATA.
. 3aBuiiTe, JOKATO CE 3aXBaHE CTErHATO.

Hraara e nokputa ¢ 1Be kanayku. TpsadBa 1a cBaaute
¥ IBeTe Kamayku. AKo 3a0paBUTE Ja CBATUTE U JIBETE
Karavky, HAMA Jia YCIeeTe 1a CH HHKEKTUPATE
JIEKapCTBO.

® CBajieTe BLHIIHATA KAala4YKa HA UIJIaTa U A 3ama3ere
3a mo-KbCcHO. T4 e Bu Tp$16Ba CJICH MHKCKTUPAHCTO 3a
0e30I1acHO OTCTpPaHsABAHC Ha UrjiaTa OT IMUcajiKaTa.

® CaaJiere BbTPECHIHATA KallavdKa HA UIJ1aTa u s
HU3XBbPJIETE. Axo ce onuTare aa s MOCTaBUTE OTHOBO,
MOKE HEBOJIHO aa C€ y6oL[eTe C urjara.

Ha Bppxa Ha urnara Moxe Jia ce MOsBH Kamka OT pa3TBopa. ToBa
€ HOPMaJTHO, HO BCE TaK TPsAOBa Jja MPOBEPUTE U3TUYAHETO, aKO
M3M0JI3BaTe HOBA MUCAJIKa 3a MIPHB MBT. BKTe CThIKA 2
,»1[pOBEpeTe N3TUYAHETO C BCAKA HOBA MUCATKa™.

He mocTaBsiiiTe HOBAa MTJIA HA ITHCAJIKATa CH, JOKATO HE CTE
TOTOBH J]a MH)KEKTUPATE.

/A Bunmaru nsnonseaiite HoBa uriia 3a Besika WHKEKIHA.
ToBa MoXke 12 peI0TBpaTH 3aNyIIBaHE HA UTJIHTE, 3aMbpCsBaHe, HHOEKTUPAHE U HETOYHO
JO3UpaHe.

Hukora He u3noJ13BaiiTe N3KpUBEHA WIN NOBPeJIeHA UIJIA.

2. HpOBepeTe H3THIAHECTO C BCAKA HOBA NMUCAJIKA

. AKO Beue M3I0JI3BATE MUcAIKaTa, IPEMHUHETE KbM CThIIKA
3 ,,U36epere mozarta‘“. [IpoBepsiBaiiTe M3THYAHETO CaMO
Mped MbPBOTO NHIKEKTHPAHE ¢ BCIKA HOBA MHUCAJIKA.

. 3aBbpTETE CEIEKTOPA Ha J03aTa 10 MapKepa 3a
NMPOBEPKA HA U3THYAHETO (** “=) TOYHO CIIC]
,0“.YBepere ce, ue MapKepbT 3a MPOBEPKA HA U3TUYAHETO His6pan e
Ce M3PaBHSBA ChC CTPEJIKATa Ha J03aTa. Mapkep 3a

npoBepKa Ha
H3THYAHETO
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. 3aappKTe MHUcalIkaTa ¢ HACOUeHa Harope Mria.
HatucHere u 3apbiKTe 1030BUsA OYTOH, T0KATO
OposaubT Ha mo3aTa ce BepHe Ha ,,0. Hudpara ,,0“ TpsiOBa
Jla ce U3paBHU ChC CTpEINIKaTa Ha 103ata.

Ha Bbpxa Ha urnara Tps0Ba /1a ce MOsIBU Karka pa3TBop.

Ha Bppxa Ha urnara Moxke ja OCTaHe Majika Kamka, HO TS HAMa Ja C€ MHKEKTHUPA.

AKo He ce MOsIBH KallKa, TOBTOpETe CThIKa 2 ,,[IpoBepeTe H3THIAHETO ¢ BCSIKA HOBA MHUCANKA™ 10 6 IIBTH.
AKO Bce oI1Ie HsAMa Kalka, CMEHEeTe WIJiaTa M MOBTOpeTe CThIKa 2 ,,IIpoBepeTe H3THYaHETO ¢ BCAKA HOBA
MUcajKa“ olle BETHBXK.

M3xBbpreTe nucankara v U3MOI3BaliTEe HOBA, AKO BCE OIIIE HE CE € MOsIBUIIA KalKa, U3XBbPJIETE MUcaNIKaTa U
M3M0J13BANTE HOBA.

/A Bunaru ce yBepsiBaiiTe, ye ce MOsIBSIBa KAaNKa Ha BbpXa Ha UTJIaTa, IPEJIU JIa U3M0JI3BaTe HOBA
nucaJika 3a npbB bT. C TOBa ce rapaHTHpa, Ye pa3TBOPHT MPEMHUHABA OE3MPEIIATCTBEHO MpPE3 UTJIaTa.
AKO He ce TIOSIBY Karka, HAMA J[a CH WH)XCKTHPATe HUKAKBO KOJIMYECTBO OT JICKAPCTBOTO, BHIIPEKH
4e OposiYbT Ha Ji03aTa MOXKe Jia moMpbiHe. ToBa Moske 1a 03HaYaBa, Ye UIJIATA € 3anylleHa Win
NMoBpeIeHa.
AKO He poBepsIBaTE U3THUAHETO MPEAH IHPBOTO CU MHKEKTUPAHE C BCSIKA HOBA MHCATKa, MOXE Ja
HE TOJIYYHUTEe MPeAIncanara 103a 1 skeianus epekt Ha Ozempic.

3. M36epere no3ara

. 3aBbpTeTe cesieKTOpa HA 103aTa, 3a 1a HabepeTte 2 M(.
[Iponpmkere na BEPTUTE, JOKATO OPOSYBT HA J103aTa
CIpe U MoKaxke 2 mg.

N36pann
2mg

Camo OposIBT | CTpENIKaTa Ha Jj03aTa IIe MoKaxar, 4e ca HabpaHu 2 mg.

Mosxete na u3depete camo 2 Mg Ha J103a. AKO MTUCANIKaTa ChIIbpXkKa IM0-MajKo OT 2 MQ, OposYbT criupa,
MPeNu J1a Ce MOoKaxe 2.

CenekTopbT Ha JI03aTa MPHIIPAKBA PA3IMYHO, KOTATO CE 3aBbPTHU HATPE/I, Ha3a [ MW MIPU NPEMHUHABAHE HA
2 mg. He OpoliTe npuinpakBaHUATA HA MHCAIKATA.

Bunaru uznouasBaiiTe 6posiua u cTpeskaTa Ha 103aTa, 3a 1a BUAUTE, Ye ca HaOpaHu 2 mg,
npeau 1a UHKEKTHPATe TOBA JIEKAPCTBO.

He Opoiite npuipakBaHusTa Ha UMcaikara.

Cnc cejieKTOpa Ha /103aTa TPsIOBa Ja ce M30UpaT caMo 103U Mo 2 My. 2 Mg TpsiOBa TOYHO Ja ce
W3paBHU ChC CTPEIIKATA, 3a 1a CTe CUTYPHHU, Y€ MPUEMaTe NpaBUJIHA J034.

Koaxko pa3TBop e ocTanai
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3a 1a BHAUTE KOJIKO Pa3TBOP € 0CTaHaJI, N3II0JI3BaiiTe
Oposiua Ha J103aTa: 3aBbPTETE CEIEKTOPa, T0KATO
OposiYbT cripe.

Axo Tolt mokasBa 2, BbB BaiaTta nucanka ca octaHanu
nmone 2 mg.

AKoO OposYBT Ha A03aTa cnpe Npeau 2 mg, HIMa BpostusT Ha
JIOCTaThYHO OCTAHAJ Pa3TBOP 32 IbJIHA 1032 2 mg. o ¢

cnpsi:
ocTaBat 2 mg

A

He n3non3Baiite nucankaTa, ako B Hesl HAMa JIOCTaThYHO OCTaHAJ pa3TBOP 3a IIBJIHA J103a.
M3nomn3BaiiTe HOBa nucanka Ozempic.

4. Mn:keKTHpANTE 103aTa

BnBenere uriara B Ko:xkarta, kakto Bu e mokazan
Bamusar nexap uiu MeIUIIMHCKa CECTpa.

YBepere ce, 4e BU:KIaTe Oposiua Ha no3aTa. He ro
3aKpUBalTE C MPHCTUTE CU. ToBa MOXeE Ja MPEKHCHE
HMHXEKTHPAHETO.

HartucHeTe 1 3aApbiKTe 1030BHs OYTOH.
Haéuonasaiite, 10kaTo OPOSYBLT HA 103aTa ce BbpPHE
Ha ,,0%. [ludpara ,,0° Tps10Ba 1a ce U3paBHH ChC
CTpeJKaTa Ha Jio3ata. ToraBa MOXe Jla 9yeTe WIH yCETUTE
MPUIIPAKBAHE.

IIpoabikaBaiiTe 1a HaTHCKATE 1030BUS OYTOH,
AOKATO 3a/{bprKaTe UIJIaTa B KOXKaTa CH.

IIpedpoiiTe 6aBHO 10 6, TIOKATO ABPKUTE T030BUSA Bpoiire 6asno:
OyTOH HATHCHAT. 1.2-3-4-5-6

AKo U3BaguTE UrjaTa no-paHo, MOXKe Ja BUAUTE KaK OT
BbpXa M U3THYA CTPyHKa OT pa3TBOpa. B TakbB cirydait
HsIMa J1a ObJIc MPUIIOKEHA IThJTHATA JI034.

HN3Banere uriara ot KoKarTa CH. Cne;[ TOBA MOXCEC a
OTITYCHCTC NJO30BUA 6YTOH.

AXo0 Ha MICTOTO Ha WHXXCKTHPAHC CC TOSABU KPbHB,
IIPUTUCHETE JICKO.

Ha Bppxa Ha urnaTta Mo’ke 1a BUANTE Kallka pa3TBOp CIe] HHXEKTHpaHeTo. ToBa € HOpMaJTHO | HE ce
oTpa3siBa Ha Barmata nosa.

A

Bunarmu rienaiite Oposiua Ha 103aTa, 32 A 3HAETE KOJIKO Mg CH HHKEKTHPATE. 3aIPHKTE
9
J030BHs OYTOH HATHUCHAT, TOKATO OpOSYBT Ha J03aTa ce BbpHE Ha ,,0°.

Kak na pa3no3naere 3anmynieHa Wiy MoBpeaeHa Urja

—AKO OpOSYBT Ha J|03aTa HE MOKaxe ,,0° ciael MpOoABIDKUTEIIHO HATUCKAHE HA J030BUs OYTOH,
BB3MOJKHO € J1a CTE U3IOJI3BAIM 3aIyIlICHA WIH MOBPEICHA UIJIA.

—B TaxbB ciyyaii He cTe CH MH)KEKTHPAIIM HUKAKBO JICKAPCTBO, BBIIPEKH Y€ OPOSYBT Ha J103aTa ce €
MPEMECTUIT OT YUCIOTO HAa MbPBOHAYAIIHATA J03a, KOATO CTE 3aJaJIH.

KaxkBo 1a npaBuTe cbc 3anmylieHa urja
CMeneTe HUriara, KakTo € OMKCAHO B CThITKA 5 ,,Clien HHKEKIHUATA ™, ¥ TTIOBTOPETE BCUYKHU CTHIIKU OT
1 ,,[lonrorBere nucangkaTa Cu C HOBa WA, YBepeTe ce, 4e CTe HaOpaiH Is1ata HeoOXoauMa J103a.

Huxora He noxocBaiite 6p0ﬂqa Ha 103aTa, 10KaT0 MHIKEKTHPATeE. ToBa Moxe 1a IIPEKBCHE
HWHXXCKTUPAHCTO.

5. Cien HHIKeKIHATA

134




Bunaru u3xBbpIsAiiTe HIJIaTA CJIe] BCIKA HHKEKINS,
3a J]a CH OCUTYPHUTE yI00CTBO NMPH HHKEKTUPAHE H J1a
n30erHeTe 3amynBaHe Ha UTTUTE. AKO UIJIaTa €
3aIyIIeHa, HAMA J1a CH HHKCKTHPATE HUKAKBO
KOJIMYECTBO JIEKapCTBO.

BkapaijiTe Bbpxa Ha MIJIaTa BbB BHHITHATA Kalayka
HA MIJIATa BBPXY paBHA MOBBPXHOCT, O€3 ]a JOKOCBaTe
UIJIaTa WIK BBHIIHATA Kalayka.

Crnen kaTo Wriara e MOKpUTa, BHUMATEIHO HATHCHETE
BHHIIHATA KANAYKa HA UIJIaTa JOKpail.

Pa3BuiiTe uriara u s U3XBbpJieTe BHUMATEIHO CIIOPE
yKa3aHuATa Ha Bamus nekap, MeJUIIMHCKATa CecTpa,
(hapMareBT WIK MECTHUTE BJIACTH.

ITocTaBaiiTe 0THOBO KanayKaTa Ha IIHCAIKaTa CIC
BCSKO M3IOJI3BAHC, 3a 1a NPCAIa3uTe pa3TBopa OT
CBCTJIMHA.

Koraro mucankara TpsiOBa fa ce M3XBBPIIH, HANpaBeTe ro, 6e3 1a MMa UrJia BbpXy Hes, KakTo Bu e
WHCTPYKTUpal BamusT iekap, MEIUIIMHCKA cecTpa, PapMaIieBT WM MECTHUTE BIACTH.

A

Huxora He ce onuTBaliTe 1a MOCTABSITe 00PATHO BTPELIHATA KallayKka BbpPXy Hriata. Moxe
na ce ybomere ¢ uriara.

Bunaru cieq Besika MHAKEKIUsI He3a0aBHO OTCTPAaHsABAliTe UIVIaTa OT NMHMCAJIKATA.

ToBa MOke Aa IpeAOTBpaTH 3alylIBaHEe HA UM, 3aMbpcsiBaHe, MHPEKTHpaHe, U3THYaHE Ha Pa3TBOP
U HETOYHO JI03UpaHe.

A

JonmbaHuTenHa BakHa uHGopManus

Bunaru CLXpaHHBaﬁTC ImycajikaTta i UurjiuTe Ha MACTO, HEIO0CTHITIHO 3a IPYIrd Xopa, 0co0eHo 3a
acua.

Huxora He cnogesiiiTe mrcaikaTa Wid UTIIATE CU C Apyru xopa.

O6FpI/I)I(BaH_II/ITe Jina Tp}I6Ba aa ¢ca MHOI'0O BHUMATECJ/JIHU IIPHA pa60Ta C U3MOJI3BAHU UIJIM, 3a J1a
n30eruat HapaHABAaHC C TIX U KPBCTOCAHA I/IH(i)CKLII/ISI.

I'pu:xa 3a Bamarta nucajaka

Wznomn3Baiite nmucankara BHUMATeIHO. | py0OTO MaHWTyIMpaHe MM HeTpaBUIIHA YIIOTpeba MoraT Jia
MIPUYUHAT HETOYHO JI03MpaHe. AKO TOBa ce CIy4H, MOXKE /1a He IOIy4nTe jkeJIaHus e(heKT Ha TOBa
JIEKapCTBO.

He ocTaBsiiTe nmucajakara B K0JIa WIN Ha JPYro MICTO, KbETO MOXKE J1a CTaHE TBBPE FOPEIIO UITH
TBBPAE CTYICHO.

He un:xextupaiite Ozempic, KoiTo e 011 3aMpa3eH. AKO IO HalIpaBHUTE, MOXKE J1a HE TIOTyINTe
XKeJaHus eeKT Ha TOBA JIEKapPCTBO.

He nnxextnpaiite Ozempic, KOHTO e OMJI M3JI02KeH HA NPAKA CJJbHYEBA CBEeTJIHHA. AKO TO
HalpaBUTe, MOXKE J1a HE IIOIy4UTe XKeJlaHUs eEeKT Ha TOBa JIEKapCTBO.

He nznaraiite nucankara cu Ha pax, MPbCOTHSI WJIM TEYHOCT.

He muiiTe, He HaKMCBaliTe M He CMa3BaiiTe MUCATKATA CH. T5 MOXE J1a CE MOYUCTH C MEK
Ipenapar BbpXy HaBIa)XHEHA KbpIIa.

He u3nyckaiiTe nmucajakaTa cM ¥ He 5 yApAWTE B TBbPAN MOBBPXHOCTH. AKO S M3ITyCHETE WIIN
M0JI03UPATE, Y€ HEIIO HE € Hapel C Hes, IOCTaBeTe HOBa MIJIA U IPOBEPETE U3TUUAHETO HA Pa3TBOp,
NpEeaU 1a MHXKEKTUpaTe.

He ce onutBaiiTe 1a HABbJIHUTE NOBTOPHO NMHcaJKaTa cu. Cieq KaTo BEIHBXK Ce U3NPa3HH, TS
TpsiOBa J1a ce U3XBBPIU.

He onuTBaiiTe 1a monmpaBsTe WM pa3riodsBaTe MUcalKa CH.
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JlucroBka: Undopmanus 3a nanmueHTa

Ozempic 0,25 mg NHKeKIHOHEH PA3TBOP B MPeIBAPUTEIHO HAITbJIHEHA CIPHHI0OBKA
Ozempic 0,5 mg nHKeKUHOHEH Pa3TBOP B NPEeABAPUTE]HO HAITbJIHEHA CIIPUHIIOBKA
Ozempic 1 mg nHKeKUUOHEH Pa3TBOP B NPEBAPUTEIHO HAITbJIHEHA CIIPUHIIOBKA
cemarnyTua (semaglutide)

IIpoyeTeTe BHUMATEIHO IAJIATa JUCTOBKA, MPeIH A 3all04YHeTe 1a U3M0JI3BaTe TOBA

JIEKAPCTBO, Thil KaTO THA ChAbP:Ka BaskHa 3a Bac undopmanms.

- 3anaseTe Ta3u JIUCTOBKA. MoKe a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JOMBIHUTEIIHA BBIPOCH, onuTaiite Bamus nexap, hapmaieBT win
MEIHUIMHCKA CECTpa.

- ToBa nexapcTBo € npeanucano JU4Ho Ha Bac. He ro npeorcTenBaiite Ha apyru xopa. To Moxe
Jla M HaBpeI, HE3aBHCUMO Y€ TIPU3HAIINTE Ha TAXHOTO 3a00JIsBaHE ca ChIIUTE KaTo BammuTe.

- AKO MonyunTe HSIKaKBH HEXEJIaHU peakiuy, yBegomere Bamus inekap, hapMareBT Wiu
MeAUIMHCKA cecTpa. ToBa BKIIIOUYBA M BCUYKH B3MOKHH HEXKEJIAHU PEAKLIUHU, HEONMCAHH B
Ta3u JUCTOBKA. BrkTte Touka 4.

Kakso CbAbpPiKa Ta3u JUCTOBKA

1. Kakso npencrasisisa Ozempic u 3a KakBO Ce U3I0JI3Ba

2. KakBo Tps0Ba na 3Haete, nmpeau aa usmoiassate Ozempic

3. Kak ma usmonssare Ozempic

4. Bb3MOXXHM HEXETaHU peakluu

5. Kax na cpxpansiate Ozempic

6. ChbabpxaHue Ha OTIAKOBKATa M JOMBIHUTEIHA HHPOpMALIUS
1. Kaxkso npeacraBiassa Ozempic n 3a KakBO ce H3MOJI3Ba

Ozempic chabpKa aKTUBHOTO BEIIECTBO ceMariayTHI. To rmoMara Jia ce OHW)KH KpbhBHATA 3aXap B
opranu3ma Bu, camo korato e TBbp/ie BUCOKa M MOXKE JIa IOMOTHE 32 MPEIOTBPATSIBaHE HAa ChPJICUYHO
3a00JIsIBaHE TIPY MAIMEHTH Che 3axapeH auadet tum 2 (3/]T2). Toit chIo Taka nmomara jaa ce 3a0aBu
BIIOIIIaBaHETO Ha ObOpedHaTa GpyHKIMs npu nanueHTH cbe 3/ T2 upe3 MexaHN3bM H3BBH
MOHIDKABAHETO HA KPbBHATA 3aXap.

Ozempic ce U3M0/3Ba 3a JICUCHE Ha Bb3pacTHH (Ha BB3pacT 18 romunan u mosede) cve 312, koraro
JieTaTa U ynpakKHEHHUSTa HE ca JOCTAThYHH:

. CaMOCTOSITEITHO — KOT'aTO HEe MOXKETE JIa M3M0I3BaTe MET(MOPMHUH (JIPYro JICKapCTBO 3a AradeT)
WA
. C IpyTH JIeKapcTBa 3a AuabeT — KOraTo Te He ca IOCTaThUHH, 3a J1a KOHTPOJIMpAT HUBaTa Ha

KpbBHATa Bu 3axap. Takupa Morat Ja 6’b)laT JICKApCTBAa, KOUTO NPUEMATEC IIPE3 yCTaTa WA
HUHKCKTUPATC, HAIIPUMEP UHCYJIMH.

BaxHo e 1a npoab/KHTE MJIaHa CH 33 IWETa U yIpaKHeHHs, KakTo Bu e kazan Bammust nexap,

(hapManeBT WM MEIULUHCKA CECTpa.

2. Kakso TpsadBa 1a 3Haete, npeau Aa u3noassare Ozempic

He u3noa3saiite Ozempic

. aKo CTE aJEePruuHU KbM CeMariyTH] WM KbM HAKOS OT OCTaHAJIMTE ChbCTaBKU Ha TOBA
JIEKapCcTBO (M30POCHHU B TOUKA 6).

Ipexynpesxaenns u npeanazHu MepKu

T'oBopete ¢ Bamus nekap, hapMarieBT WK MEAUIMHCKA CECTpa, TPEIN J1a U3MOJI3BaTe TOBA
JICKapCTRBO.
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ToBa nexapcTBO HE € CHIIOTO KaTo HHCYJIMH U Buie He TpsOBa 1a ro u3Moia3BaTe, ako:

. pa3BueTe nrabeTHA KeTOAlUI03a — YCIIOKHEHUE MPU THa0eT, IPOTHYAIIO C BUCOKA KPhBHA
3axap, 3aTpyAHCHO UIIaHe, 00bPKBaHE, IPEKOMEPHA JKaX/1a, ClIaAbK MUPHUC HA TbXa WIH
CITabK WM METaJIeH BKYC B yCTaTa.

Ozempic He e MHCYJIMH ¥ MTOPaJX TOBA HEe TPSIOBA J1a ce U3MOJ3Ba KATO 3aMECTUTE Ha UHCYJIMHA.
Ako 3HaeTe, ye Bu npencTou orneparus, Ipy KOSTO e ObJAeTe 1Mo1 aHecTe3us (B CIISIIO ChCTOSHUE),

TpsiOBa Ja Kakere Ha Bamus niekap, ye cre Ha jaedenue ¢ Ozempic.

HDO6J’I€MI/I ChC CTOMAXa M Y€pBaTa, U JCXUApaTaimia

[To BpeMe Ha JIE€UEHUETO C TOBA JIEKAPCTBO MOXke J1a Bu ce moBaura (rajieHe) win ga uMaTte
MOBpBIIAHE WK Auapus. Te3n HeKeNaHu PeakIMu MOTaT J1a IPUYHHAT AeXuapaTanus (3aryoa Ha
TEYHOCTH). BakHO € J1a mreTe 00MITHO KOJIMYECTBO TEYHOCTH, 32 Ja MIPEJOTBPATHTE ICXHpaTaIInsI.
Tora e ocobeHo BakHO, ako UMaTe Tpodiiemu ¢ Op0peruTe. ['oBopeTe ¢ Bamms siekap, ako nmare
HSIKAKBU BBIIPOCU WIIH IPUTECHEHHMS.

CunHa u OPOABIKHUTCIIHA KOPEMHA 60HKa, KOATO MOXKE 1a CE€ ABJI’KH Ha OCTHP MAHKPCATUT

AKO UMaTe CHITHA U TIPOIBJDKUTENTHA 00JIKa B 00J1acTTa Ha CTOMaxa, He3abaBHO MOThPCETe JIeKap, Thil
KaTo TS MOJKE J1a € TIPU3HAK Ha OCTHP MMaHKPeaTHuT (Bh3MajaeH maHkpeac). Mol BIKTe Touka 4 3a
MpeIynpeANTEITHATE PU3HAIY 32 Bh3IAJICH TaHKpeac.

Hucka xpbBHA 3axap (XMIIOTITUKEMUST)

KoMmOunmpaHneTo Ha cynhOHUTYPEHHH TPOU3BOAHM WIIH WHCYJIMH C TOBA JICKAPCTBO MOXKE J]a YBEIIHYU
pHUCKa OT IOHWKaBaHE HA HUBATa Ha KphBHATA 3axap (XUMOTIUKeMHUs ). Mo, BIXKTE TOUYKa 4 OTHOCHO
MpeIynpeAnTETHATE PU3HAIM 33 HICKU HHBA Ha KpbBHATA 3axap. Bammsar nexap moxe 1a Bu
Ha3Hauu J]a ce U3CJIEe/IBAT HUBAaTa HA KpbBHATa Bu 3axap. ToBa 11e My IOMOTHE J1a ONpeeian Taau
J103ata Ha CyJI(pOHMITYPEHHOTO MPOU3BOHO WIIH MHCYJIMHA TPsiOBa Ja ce IPOMEHH, 3a J1a CE MOHIKU
PHUCKBT OT HACKA KpPBhBHA 3aXap.

3a0oJisiBaHE HA OYUTE BCJIEACTBUE HA NHA0ET (pETUHOIATHS)

AKo mMmare 3a00JsIBaHEe Ha OYUTE BCIIEACTBYE Ha quabeTra U U3MoN3BaTe WHCYINH, TOBA JIEKAPCTBO
MOJKeE Jia TOBEJIE JI0 BIIOIIABaHE Ha BaieTo 3peHne 1 ToBa MOXe Jla HalloxKu Jiedenue. Muadopmupaiite
JIEKaps CH, aKo UMaTe 3a00IIIBaHe HA OYMTE BCIICJCTBHE HA Ua0eTa WM aKO 110 BpeMe Ha JICYCHUETO
C TOBA JIEKAPCTBO MOIyYUTE MPOoOIeMH ¢ ounTe. B ciyyail ye mmare mOTEeHI[MaTHO HECTA0OMITHO
3a00JIsIBAHE HA OYMTE BCIICACTBUE Ha TuabeT, He ce mpernopbuBa Ja u3nonzsare Ozempic 2 mg.

Bueszannu npoMeHu B 3pennero Bu

Ako 3a0enexuTe BHE3aITHa 3ary0a Ha 3peHHe WK OBbP30 BIIOIIaBaHE HA 3pEHUETO MO BpeMe Ha
JICUEHHETO C TOBA JIEKapCTBO, He3abaBHO ce cBbpaKeTe ¢ Bamus siekap 3a cbBeT. ToBa Moxe n1a ce
I'bJDKU Ha MHOTO PSIIKO Cpellallia ce HeXellaHa peakiys, HapeueHa HeapTepUUTHA [IPeJHa UCXEMUYHA
ontuyHa HeBponatus (HIIMOH) (Buwxre Touka 4: Ceprno3Hy HEXeNlaHu peakuun). Bammst nekap
Moke Aa Bu Hacouu 3a o4eH nperies 1 MOKe Aa € HAJIOKH J1a CIPETe JIEYEHUETO C TOBA JIEKAPCTBO.

HaI_II/IeHTPI ChC 320aBEHO n3MnpasBaHC HA CTOMaxa (raCTponape3a)

Axko umare 6aBHO (3a0aBeHO) U3IIpa3BaHe Ha CTOMaxa (HapedyeHo racTpormapesa), yrnorpedara Ha
Ozempic MOXe Jia JIOBeJIe 10 CEPUO3HH WK TEXKKH CTOMAIITHO-YPEBHU HEXellaHu chouTus. ['oBopete
¢ Bamms nexap, npeau na uznonzsate Ozempic.
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Jleua v roHOIIN
Tora yiekapcTBO HE Ce IPEOpPbUBa MPH Jiella U IOHOIIH Ha Bh3pacT mox 18 romuHu, Thid KaTo
Oe3omacHoCTTa 1 e(h)MKACHOCTTA TIPU Ta3M BB3PacTOBa IPyIia BCE OIIE HE Ca YCTAHOBEHMU.

Apyru nexapcrBa u Ozempic

Tps6Ba na kaxere Ha Bamms nexap, ¢papmaieBT Il MEJIUIIUHCKA CECTPa, aKO IpHeMaTe, HAaCKOpo CTe
MpUEeMalTi WU € Bh3MOXKHO J1a TIpueMaTe JPYTHU JICKapCTBa, BKIIFOUUTEIHO OWIIKOBU WIH APYTH
JIEKapCcTBa, KOMTO CTE KyNIIu 0e3 perenTa.

[o-cnienmanuo, nabopmupaiite Bammus iekap, GpapMarieBT Wi MEIUIIMHCKA CECTPa, aKO U3IOJI3BATE

JIEKapCTBa, ChAbPIKAILN HAKOE OT CICTHUTE:

. Bapdapun nnm apyru noqo0HU JieKapcTBa, IPUEMaHH MPe3 ycTaTa 3a HaMaJsIBaHe Ha
KPBBOCHCUPBAHETO (MIEPOPATHA aHTUKOATYJIaHTH). MOJKe Ja ce HAJIOXKAT YeCTH U3CIICABAHUS
Ha KPBBTA, 32 JIa CE MPOBEPH KOJKO OBP30 ce ChCcUpBa KphBTa Bu.

. AKo u3non3Bate HHCYINH, Bammst nexap e Bu 00sicHu Kak 1a HaMa uTe 103aTa Ha HHCYJINHA
u 1e Bu npenopbya fa ciaenuTe KpbBHATA CH 3axap I0-4eCTo, 3a Ja U30erHeTe XUIEPrIIMKEMHUS
(BHCOKa KpBbBHA 3aXap) U nMabeTHa KeToanuao3a (yCIoKHeHne Ha uabera, KOeTo HACThIIBa,
KOTaTO OPTraHU3MbT HE MOXKE JIa pa3rpaju rIoKo3aTa, Thil KaTo HsIMa TOCTAaThbUHO WHCYJINH).

BpeMeHHOCT M KbpMeHe
AKko cte OpeMeHHa WM KbPMHTE, CMSTATE, Ye MOXKe J1a CTe OpeMEeHHa, WM IUIaHUpaTe OpeMeHHOCT,
nochBeTBaTe ce ¢ Bamus nexap npenu ynorpebara Ha TOBa JIEKapCTBO.

ToBa JiekapcTBO He TpsiOBa Jla ce M3MOJI3BA M0 BpeMe Ha OPEeMEHHOCT, 3aIll0TO HE € W3BECTHO AN
3acsira iona. 3arosa ynorpedaTa Ha KOHTPALEIIHS € IPEOPBhUNTEIIHA, TOKATO U3I0I3BaTe TOBA
JIEKapcTBO. AKO JKenaeTe Aa 3adpemMeHeeTe, 00ChAeTe Kak Ja MPOMEHUTE JICUCHUETO cu ¢ Bammis
JieKap, Thil KaTo TpsOBa Ja crpeTe ynoTpedaTa Ha TOBA JIGKAPCTBO MOHE 2 Mecela MpeIBapUTEITHO.
Ako 3a0peMeHeeTe, JOKAaTO M3MOI3BATE TOBA JICKAPCTBO, TOBOPETE He3a0aBHO C JieKaps CH, Thil KaTo
nedeHunero Bu TpsOBa 1a Obae IpOMEHEHO.

He n3non3zBaiite ToBa J1eKapCcTBO, aKO KbPMUTE, ThI KaTO HE € U3BECTHO JaJIM TO IPEMHUHABA B
KbpMara.

Modupane u padora ¢ MAIIUHU

Masko BepositHo ¢ OzempicC 1a nosnusie Ha criocoOHocTTa By 3a modupane u padora ¢ Mammau. AKo
W3M0JI3BaTe TOBA JIEKAPCTBO B KOMOMHALIUS ChC CYI(POHMITYPEHHN POU3BOIHYU WM UHCYJINH,
KpbBHaTa Bu 3axap Moke J1a ce MOHMKH (XUTIOTIINKEMHS ), KOETO Ja oTciaabu criocodonocTTa Bu na ce
KoHIeHTpupare. He modupaiite n He paboTeTe ¢ MallIMHU, aKO MOIYYUTE MPU3HALK HA HUCKA KPhBHA
3axap. BmwxTte Touka 2, , IIpenynpesxaeHus u npeanasHyd MepKH' 3a HH(opMalys 0THOCHO
MTOBHINIEHHUS PUCK OT HUCKA KPBbBHA 3axap, KAKTO W TOUKa 4 3a MpeayNpeIUTETHATE TPU3HAIN Ha
HHUCKa KPBbBHA 3axap. | 'oBopeTe ¢ jekaps Cu 3a JOITbIHATETHA HHPOPMAITHSL.

ChabpkaHue HA HATPHIA
Toga siekapcTBO ChABPKA MO-MaNKO OoT 1 mmol HaTpwii (23 mg) Ha 034, T.€. MOXKE Ja ce Kaxke, Ue
MPAKTUYECKU HE ChIbpiKa HATPUH.

3. Kak na uznoassate Ozempic

Bunarn n3nonsBaiiTe ToBa 1eKapcTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He cTe CHTypHU B
HEIo, nonuraiTe Bamms iekap, papmaieBT Wil MEIUIIMHCKA CeCTpa.

Koaxko na n3nmoi3Bare

. Havanmnata no3a e 0,25 mg BeAHBX CEAMHUYHO 33 TIEPHOJ OT YETHPH CEIMUIIH.
. Cren ueTHpH CeIMUIIM JIEKapsIT 1ie yBenu4n fo3ata Bu g0 0,5 mg BeJHBXK CEIMUYIHO.
. JlekapsT Mo>ke 1a yBennuu fo3ata Bu 1o 1 mg BenHbK ceIMUYHO, akoO KpbBHaTa By 3axap He

ce KOHTPOJIMPA JI0CTAaThuHO 100pe ¢ 103a 0,5 mg BeAHBXK CEIMUIHO.
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. Bammst nexap Moke ga yBenudn 1o3ata Bu Ha 2 My BEAHBXK CEAMHYHO, aKO KpbBHaTa Bu
3axap He ce KOHTPOJIMpa JOCTaThUHO A00pe ¢ mo3a 1 My BeAHBXK CEAMHUYIHO.

He mpomensiite no3ara, ocBeH ako Bamust nekap He Bu e xa3an ga HanpaBute ToBa.
Kak ce npuiaara Ozempic

Ozempic ce mpuiara 4pe3 HHKEKIH MoJ] KokaTa (MOJIKOKHO MHKeKTupane). He nHxxekTupaiite BbB
BEHA WJIN MYCKYIL.

. Haii-moixomsimure MecTa 3a HHXKEKTUpaHe ca Oepara, 00J1acTTa Ha KopeMa Ha pa3cTOsHE MOHE
5 cm ot mbIa, WK BHHIIHATA TOPHA YacT Ha pbKaTa (Camo ¢ MOMOII] OT APYT YOBEK).
. Ipenu na u3non3BaTe MUCAIKaTa 3a MPHB BT, BalusT ekap Wik MEIUIMHCKA cecTpa e Bu

MOKaXKaT Kak /1a OopaBuTe C Hesl.
[MonpoOHM yka3aHus 3a yrnoTpeda ca JajeHu Ha Apyrara CTpaHa Ha Ta3H JIMCTOBKA.

Kora na uznoassare Ozempic

J TpsiOBa aa U3MoN3BaTe TOBA JICKAPCTBO BEAHBK CEAMHYHO U IO BH3MOXKHOCT — Ha €JIMH U ChIII
JIEH BCSIKA CEIMMUILIA.
. Moske 1a cu HanpaBUTE MHXKEKITHS 110 BCSIKO BPEME Ha JICHS, HE3aBUCHUMO OT XPaHEHUSTA.

3a 1a 3aloMHUTE MO-JIECHO, Y€ TOBA JIEKAPCTBO CE HHXKEKTUPA CaMO BEAHBXK CEIMHYHO,
MPENOPBUYUTENHO € 1a OTOenexuTe n30panus JIeH (Hamp. cpsiaa) BbpXy KapTOHEHATa KyTHs U a
3anucBaTe BbpPXY Hesl JlaTaTta MpU BCAKO MHXKEKTHPAHE.

HpI/I HGOGXO,Z[I/IMOCT MOXKETE 1a MPOMEHUTE JACHA Ha €KCCCIMUIHOTO MHXKCKTHPAHE Ha TOBa
JICKapCTBO, CTUTA Ja Ca U3MUHAJIA IIOHC 3 JHU CJIC ITOCJICAHOTO MY MHIKCKTUPAHE. CJICI[ I/I36I/IpaHeTO
Ha HOB IACH IMPOABJLKETC MPUJIAraHe€To BEAHBIK CCIMUYHO.

AKo cTe H3M0JI3BAJIN NOBeYe OT HeoOxoauMarTa n103a Ozempic
AKo cTe M3MoI3BaIK MoBeue OT HeoOxoaumarta o3a Ozempic, BejHara nadopmMupaiite Barms nekap.
BB3MoXHO € /1a Tony4nTe HesKeTIaHW PEeaKIiy KaTo IMOBAUTaHe (TajeHe).

AKo cTe nmponycHaIM 1a u3noJssare Ozempic

AKoO cTe poIyCHaIH J1a MHXXEKTHUpaTe 1032 U:

. W3muHanm ca 5 wim 1mo-Manko JHH cjell MOMEHTA, B KOHTO € TPSOBaJIO /1a M3MOI3BaTe
Ozempic, HHXCEKTUPANUTE TO BeJHAra, oM cu ciomHute. Ciel ToBa HHXEKTHpaiTe
cJenBaIiara cu J103a, KakTo 0OMKHOBEHO B TUTAHUPAHUS JICH.

. M3muHanm ca moBede OT 5 THU ClIe]] MOMEHTA, B KOWTO € TpsOBaio Aa m3noias3Bate Ozempic,
MpecKoveTe MmporycHaTaTa qo3a. Cie ToBa HHKEKTHpaiTe cleBalara C1 103a, KakTo
OOWKHOBEHO B IUTAHUPAHHUS JCH.

He uznonsBaiite ABOIHA /1034, 3a J1a KOMIIEHCUpATE MPOIycHaTaTa J03a.

AKko cTe cripesin ynorpedara Ha Ozempic

He criupaiite ynorpebaTa Ha TOBa JiekapcTBo, 0e3 Aa cre nHpopmupanu Bammus nexap. Ako s crpere,
HHUBOTO Ha KpbBHaTa Bu 3axap Moyke J1a ce IOBUILY.

AKO MMaTe HIKAKBU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH ¢ yIoTpedara Ha TOBa JIEKAPCTBO, TIOMHUTANTE
Bamms nekap, dapmaneBT Wi MEAULMHCKA CECTPA.

4, Bb3MOKHH HeKeJTaHH PC€aKkuIumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a IPECAN3BHUKA HCKCIIAHNU PCAKIIUH, BBIIPECKU Y€ HC
BCCKU I'1 TIOJIy4aBa.
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Cepn031m HEKEJIAaHU pCaKIUU

Yectu (MoraT ga 3acersat 1o 1 Ha 10 mymm)

. VYcnoxxHeHus Ha 3a00MIBaHETO HA OYMTE BCIIEACTBHE Ha quabera (peTrHonaTus) — TpsioBa na
Ka)kKeTe Ha JIeKaps CH, aKo 110 BpeMe Ha JICYUCHUETO C TOBA JICKAPCTBO MOIyYHUTE IPOOIEMH C
OYHTE, KaTO MIPOMSHA B 3PCHUETO.

HeuecTu (Morat na 3acersat 1o 1 nva 100 gymrm)

. Bp3manenne Ha mankpeaca (OCThp MAHKPEATHT), KOWTO MOJKE /1a TPUYMHY CHITHA OOJIKa B
cToMaxa M I'bp0a, KOSITO He mpeMuHaBa. Tpsa0Ba ga oTuaeTe Ha Jiekap He3a0aBHO, aKO IOJTyYUTe
TaKMBa CUMIITOMH.

Penku (morar ga 3acernar 1o 1 Ha 1 000 mymmm)

. Texku anepruynu peakuuu (aHaUIAKTUYHU peakunu, anruoenem). TpsOBa He3abaBHO Aa
MOJTyYHTE MEJUIIMHCKA ITOMOIIl ¥ BEJIHAra Jia MHPOpMHUpaTe JieKaps CH, aKO TOTydUTe
CHUMIITOMH KaTo MPOOJIEMH C TUIIAHETO, TIOAyBaHe Ha JIMIIETO, YCTHUTE, €3UKa H/UIIU T'BPIOTO
ChC 3aTPyIHEHO NPETIIBIAHE U YIeCTEHO ChpIeOUeHE.

Mmuoro peaxu (Morar aa 3acersar g0 1 Ha 10 000 xymn)

. 3abossiBaHe Ha OKOTO, HAPEUYCHO HEAPTEPUHUTHA TPEHA UCXEMUYHA ONITHYHA HEBPOIIATHUS
(HITMOH), xoeto Moxe fa MpUYMHH 3aryda Ha 3peHHETO Ha eTHOTO Bu oko 6e3 na nMa Ooska.
TpsiOBa He3a0aBHO J1a ce CBBpKETe ¢ Baius siekap, ako 3a0eiiekuTe BHE3aITHO WK MOCTEIIEHHO
BIIOIIIaBaHE HA 3pEHMETO (BMKTE Touka 2: "BHe3amHu nmpoMeHu B 3peHneTo Bu").

C Hen3BecTHA YecTOTa (OT HATUYHUTE JAHHU HE MOXKeE J1a Ob/Ie HallpaBeHa OIICHKA)
. 3anymiBaHe Ha yepBaTa. Texxka (hopMa Ha 3arek ¢ JOMBJIHUTEIIHA CUMIITOMH KaTO CTOMaIlllHa
0o0JKa, MoIyBaHe Ha KOpeMa, MMOBPHIIaHe U T.H.

I[pyl"l/l HEKECJIAaHU PCaKIUA

MHoro 4yectu (Morat fa 3acerHat nmosede ot 1 Ha 10 mxymm)

. [MoBnurane (rageHe) — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. Huapus — ToBa OOMKHOBEHO OTMHHABA C BPEMETO;
. Hucka xpbBHA 3axap (XUIOTIMKEMHS), KOTaTO TOBA JIEKaPCTBO CE M3IOJI3BA 3a€THO C

JICKapCTBa, KOUTO CbAbPIKAT CyJ'I(bOHI/IJ'IprI\/’IHI/I MMPOU3BOJAHHN HUJIN UHCYJIUH.

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

. [ToBpbi1aHe;

. Hucka kpbBHa 3axap (XUIOTIIUKEMHS), KOTaTO TOBA JISKAPCTBO CE U3MOJ3Ba 3a€JHO C
MepOopaTHH JIEKapCTBA 33 ANA0ET, OCBEH CyI()OHIITYPEHHN TPON3BOAHH WITH WHCYJIIHH.

[IpeaynpeaurenHuTe mpU3HAIM 332 HUCKA KPbBHA 3aXap MOTaT Jia ce MOsIBAT BHE3anHo. Te morat na
BKJIFOUBAT: CTYJICHA TOT, XJIa/IHa OJie/1a KoXKa, TTIaB00OJUE, YCKOPEH ITyJIC, TOBUTaHe (TaICHEe) WU
CHWJICH TJIa/l, IPOMEHH B 3pEHHETO, CHHINBOCT WIIH CI1a00CT; HEPBHOCT, TPEBOXKHOCT MM OOBPKAHOCT,
3aTpyAHEHA KOHIICHTPALUS WIH TPENEpEHe.

BamusT nexap me Bu kaxe kak 1a IeKyBaTe HUCKaTa KphBHA 3aXap M KaKBO J]a HAIIPaBUTE, aKO
3a0enexuTe Te3n IpeaypeTUTeIHN TPHU3HAIH.

BeposiTHOCTTA J1a clia/iHe HUBOTO HA KPhBHATA 3aXap € MO-ToJIsIMa, ako MpreMaTe CyIQOoHITYypeHHN
MTPOW3BOHM WJIM WHCYJUH. BammsaT nexkap Moxe J1a HaMallv 103aTa Ha Te3U JICKapCTBa, MPeIu 1a
3alovHeTe /1a U3II0JI3BaTe TOBA JIEKapCTBO.

. Jlomo xpaHocMunaHe;

. Br3nanen cromax (racTput) — NpU3HALUTE BKIIOYBAT CTOMAIIHA O0JIKa, MOBAUTaHe (TafcHe)
HJIN MOBPBIIAHE,

. Pednykc unm kucenuHu — Hapu4aHu olile racrpoeszodareanna peduykcHa 6onect (CEPB);

. CromaiirHa 00JIKa;

. ITonyBane Ha cromaxa;
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. 3arex;

. Opursane;

. KambHU B xTBUKaTA;

J 3amaiiBaHe;

. Ymopa;

. 3ary0a Ha TerJo;

. [Nonmxken anetur;

. I'azoBe ((hnarynenmus);

. [ToBuimenue Ha MAHKPEATHYHN €H3UMH (KaTO JINIa3a U aMHUJIasa);
. I'maBoGomnue.

HeuecTu (Morat na 3acersar 1o 1 va 100 gymrm)

. [TpoMsiHa BBB BKyca Ha XpaHaTa WM HATIUTKUTE;

. VYyecreH mysic;

. Peakumu Ha MSICTOTO Ha MHXKEKTHpaHE, KaTo MOCHHSIBAaHE, 00JIKa, Jpa3HeHe, ChbpOexk 1 0OPHE;
. AJIepTUYHHU peakIiu KaTo OOpUB, ChbpOEK HITH yPTHKAPHSL,

. 3abaBsiHE B M3MIPAa3BaHETO HAa CTOMAxa.

C Heu3BecTHA YecTOTAa (OT HATUYHUTE JIAHHU HE MOXKE J1a ObJIC HAallPpaBeHa OIIEHKA HA YeCTOTaTa)
. [IpomsiHa B ycemaHeTo Ha KOXKaTa.

Cho0maBaHe Ha HesKeJaHU peaKnuu

AKO TIONTyuuTE HAKAKBU HEXKEJIaHU Peakiluy, yBeJoMeTe Baius ekap, GpapMarieBT niv MeJUIIMHCKA
cecTpa. ToBa BKIIIOUBa BCUYKH Bb3MOKHH, HEOMCAHU B Ta3H JIMCTOBKA HEXEIaHU peakuuu. Moxere
CBIIO J1a ChOOIINTE HEXKETaH! PEaKIMy JUPEKTHO Upe3 HAIMOHATHATA CHCTEMA 32 ChOOIIaBaHe,
rocoueHa B [Ipminoxenue V. Kato crobmaBare HeXelIaHA PEakIliy, MOXKETE Ja aJeTe CBOSI IIPUHOC
3a MoJTy4aBaHe Ha MmoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiate Ozempic

Ja ce chxpaHsBa Ha MACTO, HEIOCTBITHO 3a jelia. BuHaru cbxpaHsBaiTe APpeOHNUTE YaCTH OT
CIPUHIIOBKATa Ha MECTa, HEJIOCTHITHH 3a IPYTH X0pa, 0COOCHO Jena.

He m3non3BaiitTe TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOENI3aH BbPXY €THKETa Ha CIIPHHIIOBKATA
M KapTOHEHaTa omakoBka cien ,,l'onen 10:*/“EXP“. CpokbT Ha FrOJHOCT OTrOBapsi Ha MOCICIHUS JICH
OT ITOCOYEHUS MECEIL.

Ja ce cbxpanspa B xnaawiHuk (2 °C-8 °C). Jla He ce 3ampa3ssBa. Jla ce chXxpaHsaBa aajied oT
OXJTXKIAIIUS eleMeHT. BuHaru chbXpaHsBaiiTe CHpUHIIOBKATa B OpUTHHATHATA OMIAKOBKA, 32 J1a Ce
MpeIasy OT CBETIINHA.

Ozempic Moske 1a ce ChXpaHsIBa U3BBH XJIAAWIHKK 10 28 JHM Ipu Temieparypa He mosede ot 30°C.
UzxBBpneTe cripuHIIOBKATA, aKO € OMIIa M3JI0’KeHa Ha CBETIIMHA Wi TeMrepatypa Haj 30°C, omna e
M3BBH XJIAJMIHAKA TIOBEUE OT 28 THU WK € OMIa 3aMpa3siBaHa.

He u3non3BaiiTe ToBa JIEKapCcTBO, aKO 3a0ENEKUTE, Ue Pa3TBOPBT HE € OUCThP U OC3IBETEH WM MOYTH
O€e3IBETEH.

Ciaen ynorpeoda:
CripuHIIOBKaTa € 32 eJHOKpaTHa yrnoTpeda 1 ChAbPKa caMo €/1Ha 103a. MI3XBhpIieTe CIpuHIIOBKATa
BeIHara ciies ymorpe0a B 3alUTeH OT MPOOWBaHE KOHTEHHED C IUTHTHO MPHIICITHAT Kallak.

He H3XB’LpHHﬁTC JICKApCTBAaTa B KaHAJIU3aluATa WU B KOHTeﬁHepa 3a JOMalIH! OTIIaabIIN.
Ilommraiite Bamus (bapMaueBT KakK J1a U3XBBPJIATC JICKAPCTBAaTa, KOUTO BEYC HC MU3IOJI3BATC. Tes3n
MECPKH 1I€ CIIOMOrHaT 3a OIlla3BaHC Ha OKOJIHATa cpe€aa.
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6. CLanmalme Ha OIMIAaKOBKATa U JOIIbJHHUTEC/JIHA PIH(I)OpMaIlPlﬂ

Kakso cbpabp:xa Ozempic

. AXTHBHOTO BEILIECTBO € CEMarJIyTu/.

. Ozempic 0,25 mg MHXEKIMOHEH Pa3TBOP
Bcsika mpeaBapuTeIHO HAITbJIHEHA CIPUHIIOBKA ChAbpka 0,25 mg cemariyTua B 0,5 ml
(0,5 mg/ml).

. Ozempic 0,5 mg HHKEKLIMOHEH PA3TBOD
Bcsika mpeaBapuTeIHO HaITbJIHEHA CIPUHIIOBKA Chabpka 0,5 mg cemarmytua B 0,5 ml
(1 mg/ml).

. Ozempic 1 mg MHXKEKIIMOHEH PAa3TBOD

Besika npeaBapuTelIHO HAITbJIHEHA CIIPUHIIOBKA Chabprka 1 mg cemarmytua B 0,5 ml (2 mg/ml).

. Hpyrute cbecraBku ca: nuHaTpueB docdar AUXUAPAT, HATPUESB XIIOPUJ, HATPUCB
XHJIPOKCH]I/XIIOPOBOIOPOJIHA KUCENHHA (32 Kopekuus Ha pH), Bosa 3a nHxekun. Bukre chiio
Touka 2, ,,ChabpKaHHe Ha HATPUK ™ 3a HH(pOPMALKsI OTHOCHO HaTPHUH.

Kak nm3rnexna Ozempic 1 KaKBO ChIBbP:Ka OIIAKOBKATA

Ozempic e 6ucThp 1 OE31BETEH WM TIOYTH OE31BETCH MHKEKIIMOHEH Pa3TBOP B MIPEBAPUTEITHO
HaIbJIHEHA CIIPUHIIOBKA.

Bcesika cipuHIIOBKa ChABPKA caMO ellHa JI03a.

OmnakoBka ¢ 4 mpeaBapUTEIHO HATBJIHEHN CIIPHHLIOBKH.

IpuTexaTes Ha pa3pelIeHUETO 32 yNOTPeda U MPOU3BOTUTEI

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd
Hanus

I[aTa Ha MOCJCAHO NMpepasrjckaane Ha JIMCTOBKaTa

Apyru u3roununu Ha uHpopmanus

[Nonpo6Ha mH(DOpMaIMs 3a TOBa JIEKAPCTBO € IpeJjocTaBeHa Ha yeOcaiita Ha EBporefickara areHIust
10 JIeKapcTBaTa: http://www.ema.europa.eu
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Yka3zanus 3a ynorpeoda

l'[pezm JAa 3all0OYHEeTeE Ja U3110J13BaTe Bamara NnpeaBapuTeJIHO HAITbJIHCHA
CIIPMHIIOBKA, BUHAI'U l'lpO‘lI/lTaﬁTe BHHUMATEJIHO TE3H YKAZAHUI.

OnaxkoBKaTa ChJbpKa YSTHPH MPEABAPUTEITHO HAITBIHEHU CIPUHIIOBKU. Ta3u JIMCTOBKA MPEOCTABS
yKa3aHUs Kak J1a C€ M3BLPIIN WHKCKIINS MO KoXKaTa (ITOIKOXKHO).

CHpI/IHLIOBKaTa MOXKC 1a C€ pa3jindaBa OT BCAKO APYTo YCTpOﬁCTBO, KOCTO CTC M3IIOJI3BAJIM JOCETa.

Hpezm Jla U3110JI13BaTC CIIPUHIOBKATa 3a IIbPBU BT, TOBOPETE C Bamus JICKap 3a TOBA KakK aa

HWHKCKTHUPATC IIPAaBUJIHO.

3ano3HaiiTe ce ¢ yCTPOMCTBOTO HA CIIPUHIIOBKATA CH

TpsiOBa na mpoBepuTe €THKETA HA KapTOHEHATa ONAKOBKA M CIIPUHIIOBKATA, 32 JIa CE YBEPHTE, e
ChIIbprKa MPABUITHOTO JIEKapcTBO. MoJIs, yBepeTe ce, e uMate IpaBuiiHaTa /1032, IPEINICcana OT

Bamus nekap.

MOJ'IH, OﬁpreTe BHHUMAaHHE: CHpI/IHI_IOBKaTa MOXKE J1a € pa3JIMyHa OT I[T0OKa3aHaTa B Ta3W JIMCTOBKA.

IIpenn ynorpe6a
Kamnauka ETuxer I'maBa Ha
Ha WIJaTa OyTanoTo

CThKIICH HWIHHABD
(JIekapcTBOTO € BBTPE)

Caen ynorpeda

Byrano
(MHKEKIUATA € HallpaBeHa)

Crp010 Ha OyTamoTo

Baxuna undopmanus 3a Bamara CipUHIOBKA

e CrpuHIOBKaTa ChABPKA €IHA IsTa 03a. T4 e mpeiHa3HadeHa camo 3a eIHOKpaTHa yroTpeoa.
He m3non3BaiiTe cipuHIOBKaTa, ako KapTOHEHATa OMAKOBKa € TIOBPEIeHa MITH aKO 3aIlUTHOTO
3areyarBaHe Ha OMAKOBKA € HAPYIIICHO.

¢ CrpuHIIOBKaTa MOXKE /1a C€ M3MOI3Ba BelHATa CIIe]] M3BKIaHe OT XJIAIMITHUKA.
CoxpassBaiiTe TOBa JICKQPCTBO Ha MSCTO, HEAOCTHITHO 32 JICTIA.

e Bunarm cexpansBaiiTe IpeOHUTE YaCTH OT CIPHUHIIOBKATA HA MECTa, HEAOCTHITHU 32 JPYTH

Xopa, 0co0eHO Jerna.
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Xopa C HapYUICHO 3pCHUC HC Tp$16Ba Ja U310JI3BaT CIIPpUHIIOBKATa 0e3 moMoIITa Ha 9YOBCK, KOITO 3Hae
KakK aa s U3110JI13Ba.

Yecro 3a1aBaHU BBIIPOCH

I[a HHKCEKTHPaM JIA HeJIusd 00eM Ha Cﬂpl/IHlIOBKaTa?
I[a, CIIPUHIIOBKATa € 3a CTHOKpAaTHa yHOTpe6a U CbAbpiKa €AHA 1s1J1a 1034a.

AMH ako CIIpMHI0OBKAaTa € l'lOBpeZ[eHa?
Axo CIIPUHIIOBKA € U3IIyCKaHa, IOBPCACHA UK CUYIICHA, HC n3I0a3BaiTe. B3emeTe HOBa.

AMM aKo HUIJIaTa e orbHaTa?
AKo urnara e orpHarta, H3MyCKaHa WM TIOBPE/ICHA, HE U3IT0JI3BaiiTe CIPUHIIOBKaTa. B3emere HoBa.

Oﬁ’bpl—leTe Ta3u JIMCTOBKA 3a I10BCYC I/IH(l)OpMaIII/Iﬂ

[Ile Bu TpsaOBa nHGOPMALIUS OTHOCHO JIEKAPCTBOTO B CIIPUHIIOBKATA.

Bwxre Tasu nuadopmarys B Touka 5 OT pyraTa CTpaHa Ha Ta3H JIMCTOBKA, KOSITO BKIIFOUBA:
* CpxpaHeHue

* Cpok Ha TOTHOCT

* 3xBBpIIsHE

* Kak H3rjexaa JCKapCTBOTO

AKO mMare BBIIPOCH CBBpIKETE ce ¢ Bamms jexap.
l'[panBeTe CIpPUHIOBKAaTa CH

1. I/I3Baz[eTe CIpUHIOBKaTa

e  OtBOpeTE KapTOHEHATa OIIAKOBKA.

e  BHumMmarenHo M3BajeTe CIPUHIIOBKATA, KATO 5 ABPKUTE 3a CTHKJICHUS LIWINHIBD

e JIpoBepere eTuKeTa Ha CIPUHIIOBKATa. YBEpeTe ce, e uMare IIpaBUiIHATa 71034, IPeIcaHa OT
Bammus nekap.

He APBIKTE U HE Z[OKOCBaﬁTe CIIPUHIIOBKATAa 3a CTHOIIOTO HA 6YTaJ'IOT0 WJIK KallayKaTa Ha uIjiara.

He cpasiite Kapriadykara Ha urjiara, JO0Karo HE CTEC I'OTOBHU Jla MHXKCKTHUPATE.
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2. IIpoBepere Bamara cnpuHIOBKa

JlekapcTBO

EXP MM-ITIT

e [lormennere mpe3 CTHKICHUS MIIMHABD. V3M0I3BaliTe CIPUHAIIOKBKATA CaMO aKO JIEKAPCTBOTO
M3IIIEekKa, KAaKTO € OMMCAaHOTO B TOUKA 5 OT Apyrara CTpaHa Ha Ta3H JUCTOBKA.

CpoOKbT Ha TOAHOCT € OTIeYaTaH Ha I'bpOa Ha €TUKETa Ha CIIPUHIIOBKATA.
HopmanHo e i1a ce BuxKIaT Mexypuera Bb3nyx. He ce onuTBaiite 1a rid OTCTpaHUTe.

He usnon3paiite CIIPUHIIOBKATA, aKO U3IJTICK/]a, Y€ € U3II0JI3BaHa, U3ITyCKaHa, MOBPCACHA NI CYYIICHA.

3. H30epere MACTO 32 HHKEKTHPaHe

Ob6mnact Ha KopeMa
uiu Oeapata

BobHiHaTa ropHa
9acT Ha pbKaTa
(camo ¢ momomITa
Ha PYT YOBEK)

HuxexTupaiTe MOAKOXKHO B!
» OOnacTTa Ha KOpeMa, KOeTo € Ha pa3CTOsSHUE IMOHE 5 CM OT mhIIa.

* benpara.
* BrHIITHAaTa ropHa 9acT Ha phKara (caMo ¢ ITOMOIITa Ha IPYT Y0BEK).

Bammsar JICKap me Bu nomorue Ja H36epeTe Haﬁ-HOZ{XOZ{ﬂH_IOTO MSICTO 3a MHXXCKTHUPAHC 3a Bac.

He HH)KCKTHpaﬁTe Ha ChIIOTO MACTO, HA KOCTO CTC MHIKCKTHUPAJIN NOCICIHUA ITBT.
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HNukexkTupaiite Bamara nosa

4. M3nbpnaiiTe KanmaykaTa Ha urjara

e I3nwppmaiiTe KamaykaTa Ha UIVIATa MPABO HAMPE U S H3XBBPIICTE.
BB3M0XHO € 1a BUUTE KalK{ TEYHOCT OT JICKApCTBOTO Ha Bhpxa Ha uryara. ToBa € HopMaIHO U HE
Biusie Ha jo3ara Bu. HanpaBeTe cu MHXeEKIUATA BeIHAra.

He nocrapsiite 00paTHO Karmavykara Ha WIjiaTta BbpXy CIIPHHIIOBKATA, 3a Ja Ce MPEANa3uTe OT
yOOXIaHEe C Hes.

5.  BbBeaere HIJIaTAa B KOKHA I'bHKA

e BuumarenaHo 3aXBaHETE KOXKHA I'bHKA U BBBCACTC B HCA 1sJ1aTa MIJia 104 bI'bJI 45 rpagyca.

Taxa 1€ MHXXCKTUPATC IMOA KOXKAaTa, a HC B MYCKYJIa.

6. MHuxexTupaiiTe 103aTa cU

e ( 0OaBeH W MMOCTOSTHEH HATUCK, HATHCHETE OyTajI0TO TOKpail, TOKATo TO CIIPE Jla CE ABIKH.

CJ'IC,Z[ Karo 6YTaJ'IOTO € HaTHUCHATO ,Z[OKpaﬁ U CIIpUHIIOBKATa € Mpa3Ha, Bue cte MOJIy4YWIn 1sijiata Cu
J03a.
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1. OTCTpaHeTe CIpUHIOBKaTa

e I3BajeTe wriiaTa OT KoXara CH ITOX BI'BI 45 Tpagyca.

AKo ce TosSIBE KphB Ha MSCTOTO Ha HHXKEKTHPAHE, MPUTUCHETE JICKO MSICTOTO 3 JIa CIIPETe KbPBEHETO,
0e3 1a pasTpuBare.

N3xBbpJisiHe HA CHPUHIIOBKATA

BraumagaiiTe xoraro 60paBuTe ¢ H3MOI3BaHM UIVTH. MI3XBBpiieTe cripuHIlOBKaTa He3abaBHO. [IpouereTe
nH(pOpMAITUITA 32 U3XBBPIISIHE B TOYKA 5 OT Jpyrara cTpaHa Ha JINCTOBKATa.

147



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	A. ПРОИЗВОДИТЕЛ НА БИОЛОГИЧНО АКТИВНОТО ВЕЩЕСТВО И ПРОИЗВОДИТЕЛ, ОТГОВОРЕН ЗА ОСВОБОЖДАВАНЕ НА ПАРТИДИ
	Б. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА ДОСТАВКА И УПОТРЕБА
	В. ДРУГИ УСЛОВИЯ И ИЗИСКВАНИЯ НА РАЗРЕШЕНИЕТО ЗА УПОТРЕБА
	Г. УСЛОВИЯ ИЛИ ОГРАНИЧЕНИЯ ЗА БЕЗОПАСНА И ЕФЕКТИВНА УПОТРЕБА НА ЛЕКАРСТВЕНИЯ ПРОДУКТ
	A. ДАННИ ВЪРХУ ОПАКОВКАТА
	Б. ЛИСТОВКА

