INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA NIPOAYKT

Toujeo 300 emuautn/ml SoloStar, HHXKEKITMOHEH PAa3TBOP B MIPEABAPHUTEITHO HAITBLIHCHA ITHCATTKA
Toujeo 300 equaunm/ml DoubleStar, nH)XeKIIMOHEH Pa3TBOP B MPEIBAPUTETHO HAITBJIHEHA MICAIKa
2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Beeku ml ceapprka 300 equanny nHCYMH riaapkuH (insulin glargine)* (exBuBanentHu Ha 10,91 mg).

Iucanka SoloStar
Besika nrcanka chabpxka 1,5 ml HHKEKIMOHEH pa3TBOP, CKBUBAJICHTHU Ha 450 eTUHMIIN.

ucanka DoubleStar
Bceska nucanka cpabpxa 3 ml MHKEKIIMOHEH pa3TBOp, eKBUBaJeHTHH Ha 900 equHUIIH.

*VHCYNIHMH TIapKUH ce mpou3Bexaa mo pekomonHanTHa JJHK texuomorus B Escherichia coli.

3a IIBJIHUA CHOUCHK Ha IIOMONIHHUTEC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

WHKEeKITMOHEH pa3TBOP (MHKEKITHS).

Buctbp Ge3nBeTeH pa3TBop.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3ZAHUS

Jledenue Ha 3axapeH AuadeT MpH B3PaCTHH, FOHOIIY | Jella Haj 6-TOIUIIIHA Bh3PacT.

4.2 [lo3MpoBKa M HAYMH HA MPUJIOKEHHE

203H[20BK3

TOUjCO e OazanmeH HWHCYJIMH 3a MPUJIOKCHUC BCAHBK JHCBHO IO BCAKO BPpEMC Ha JICH:, 3a
MMPpEATIOYUTAHC 110 €JHO U CHIIO BPEME BCCKHU JICH.

Cxemara Ha Tpriiarage (1103a ¥ BpeMe Ha MPIIOKEeHIE) TPSAOBa 1a ce OmpeeIsi HHIUBU Ty aJTHO.

IIpu 3axapen nuadet tam 1 Toujeo TpsOBa ma ce mMpuiiara B KOMOMHAIHS ¢ KPaTKO-/0Bp301eHCTBaII]
WHCYJIMH 32 MIOKPUBAHE HA MHCYJIMHOBUTE HYKIM 10 BpEME Ha XpaHEHE.

HpI/I MalrueHTU ChC 3aXapCH HI/Ia6eT THUII 2, TOUjGO MOXKE J1a C€ npujiara CbIllo U B KOM6I/IHaIII/I$I C
APYTU aHTUXUNCPTIIUKEMUYHU JICKAPCTBEHU IMTPOAYKTH.

AKTHBHOCTTa Ha TO3H JIEKAPCTBEH MPOIYKT € N3pa3eHa B eAUHHUIN. Te31 eqUHHIN Ce OTHACIT
U3KIIIOUUTENHO 32 Toujeo u He ca cbuuTe Karo [U win equHuIMTe, N3MO0JI3BaHN 32 U3pa3siBaHE Ha

AKTUBHOCTTA Ha APYT'H MHCYJIMHOBHU aHANO3M (BXK. TOuKa 5.1).

Tverasocm 8vb6 8pememo Ha npuirazane

Koraro e HeoOXxoauMo, marueHTuTe MoXke 1a mpwiarat Toujeo 1o 3 yaca mpexu Wim ciel TIXHOTO
o0nuaiiHo BpeMe Ha MpHJIokKeHue (BK. Touka 5.1).



Ha nmanmenrtuTte, KOMTO ca POIyCHAJIM 1033, TpsiOBa J1a ce IOCHhBETBA J1a IPOBEPAT KPbBHATA CU 3aXap
W cJie]l TOBa Jla MPOABIDKAT CBOsATA OOMYaliHa cXeMa Ha IpUlaraHe BeIHbX JHEBHO. [lanneHTnTe
TpsiOBa 1a ObaaT HHGOPMUPAHU J1a HE MHKEKTHPAT ABOMHA 1032, 3a Ja KOMIIEHCHPAT NpOITyCHATaTa
J03a.

3anousane na neuenuemo

Tayuenmu cvc 3axapen ouabem mun 1
Toujeo ce mpuiara BeIHBK JHEBHO, C MHCYJIMHA IO BpEME Ha XpaHCHE U U3MCKBA WHIUBUYaTHO
KOpHUTUpaHe Ha J103aTa.

Tayuenmu coc 3axapen ouabem mun 2
[Ipenopbuntennara qHeBHA HavyanmHa fo3a e 0,2 equannm/kg, mociaenBana OT UHIUBUIYATHO

KOPUTHpAHE Ha J103aTa.

Tpemunasane om uncyaun 2napacur 100 edunuyu/ml na Toujeo

Wucynun raapxun 100 equaunmn/ml 1 Toujeo He ca OMOSKBUBAJICHTHH U HE ¢a JUPEKTHO B3aUMHO
3aMCHSICMU.

- llpu mpemuHaBane oT uHCYIMH TaapxuH 100 equannm/ml Ha Toujeo, ToBa MOXe J1a ce U3BBPIIN
eMHUIIA 33 eIUHHLIA, HO MOXeE J]a € HeoOXoanMa 1mo-Brucoka a103a Toujeo (mpuOInM3uTeTHO
10-18%), 3a mocTrraHe Ha IEeJEBUTE TUAa30HU Ha IJIa3MEHHUTE HIUBA Ha TIIOK03aTa.

- Ilpu mpemunaBane ot Toujeo Ha uHCcyauH rnapskun 100 equaun/ml, qo3ara TpssOBa na ce
Hamanu (mpubnusutenHo ¢ 20%), 3a 1a ce HaMaJld PUCKBT OT XUITOTITHKEMHSL.

Ilo BpEMC HAa IPEMHUHABAHETO U IIPE3 IIBbPBUTC CCAMUIIU CJIC] TOBA CC MPCIOPHUBA CTPUKTHO
MEeTa00JUTHO MpocCJICAABAHC.

HpeMuHaeaHe om ()BVZM bazannu UHCYTIUHU HA TOI/leO

Koraro ce mpeMuHaBa oT cxema Ha JICUCHHE C MHCYJIMH ChC CPeHA TIPOIBIDKUTEIHOCT Ha JICHCTBHE
WY C TBITOJICHCTBAI UHCYIIMH, KbM cXeMa Ha JiedeHue ¢ Toujeo, MoXKe Jia ce HAJIOKH MPOMsiHA Ha
Jto3aTa Ha 0a3aTHUS MHCYJIMH M KOPEKIVsI Ha ChITBTCTBAIOTO AHTUXHUITCPTIMKEMUYHO JICUCHUE
(mo3ara u BpeMeTO Ha MpHJIaraHe Ha JOITbJIHUTEITHUTE OOMKHOBEHU WHCYJIMHU WK ObP30ieiCTBAIIN
WHCYJTUHOBY aHAJIO3U, WU JIO3UTE HA HCMHCYJIMHOBUTE aHTH-XHUITCPTIUKEMUYHH JICKAPCTBCHH
MIPOTYKTH).

- IlpemuHaBaHETO OT MPUIIOKEHHE BEAHBK JHEBHO Ha 0a3ajiHU MHCYJIMHH, KbM MPUITOKEHUE
BeAHBK AHEBHO Ha Toujeo Moke J1a ce U3BBPIIY CIUHMLA 3a SAUHUIA Bb3 OCHOBA Ha
MpeIuIIHaTa 1032 Ha 0a3aHus WHCYIIHMH.

- Ilpu mpemuHaBaHe OT MPUIIOKEHHE ABa TFTH THEBHO Ha 0a3alTHU MHCYJIMHU, HA TIPUIOKECHHE
BeJHBK AHEBHO Ha Toujeo, mpenopbuynTeNnHaTa HauanHa fo3a Ha Toujeo e 80% ot obmiara
JTHEBHA /1032 Ha 0a3aJIHUSI MHCYJIHH, KOSTO CE MPEYyCTaHOBSBA.

[TanuenTHTe, MPU KOUTO CE MpUIaraT BUCOKU J03U WHCYJIMH, Topaan o0pa3yBaHe Ha aHTUTENA KbM
YOBEIIKM WHCYJIMH, MOTAT JIa UMAT T0I00pEH OTrOBOp KbM HMHCYJIMHA TIpU yroTpeda Ha Toujeo.

Ilo BpPEMC HAa MPEMHUHABAHCTO U IPE3 IIbPBUTC CCAMUIIN CJICT TOBA CC MPCIOPHUBA CTPUKTHO
MeTa0OJIUTHO IMpOCJICAsABAHC.

C nono0psiBaHeTO HA METAOOIUTHUS KOHTPOJ U POM3TUYAIIOTO OT TOBA MOBHIIIABaHE HA
YyBCTBUTEIHOCTTA KbM MHCYIIUH, € Bh3MOXKHO JIa CE€ HAJIOKH JIOMBITHUTEITHO KOPUTHPAHE Ha cXeMara
Ha npuiarase. Kopurupane Ha 103ata MOXe /1a € HaJIOXKH ChIIO HalpuMep, aKo TETJIOTO Ha
NalnKueHTa WIK HAYUHBT My Ha KHUBOT C€ IIPOMEHSIT, IPOMEHSI C€ BPEMETO Ha MPHIJIOKEHHE Ha 103aTa



UHCYJINH, WIX aKO Bb3HUKHAT JIPYI'H OOCTOSTENCTBA, IOBUIIABAIIY CKIIOHHOCTTA KbM XUIIO- MIIH
XHUMEPrIUKeMus (BK. Touka 4.4).

Hpemuﬂaecme om Touieo Ha ()DVZM bazannu UHCYTTUHU

ITo Bpeme Ha mpeMHUHABAHETO U MPE3 MbPBUTE CEAMMUIIM CIIE]] TOBA C€ MPEMOPbUBA METULIUHCKO
HAOJIOJICHNE U CTPUKTHO METAa0OJIMTHO MPOCIIC/IIBaHE.

Mons BrxTe HHGOpMAIHATA 32 MIPEIICBaHe HA JICKAPCTBEHUS MPOIYKT, KbM KOWTO MAIIMEHTHT
MPEeMHUHABA.

Cneuuaﬂyu nonyaauuu

Toujeo Moske J1a ce U3MOII3Ba MPU XOpa B CTapuecKa Bb3pacT, MalUeHTH ¢ ObOpedHO U YepHOAPOOHO
YBpEKIaHe U Iela U FOHOIIN Haj 6-TOJUIIIHA BB3pacT.

THonynayus 6 cmapuecka ev3pacm (=65 2oouwna 6v3pacm)
IIpu xopaTa B cTapyecKka Bb3pacT IPOrPECUBHOTO BIIOIIaBaHE Ha OBOpeUHaTa PYHKIIMS MOXKE J1a
JOBeZie 0 CTAOMITHO HaMallsiBaHe Ha MHCYJIMHOBHUTE HYXIH (BX. Touka 4.8 u 5.1).

bvbpeuno yspeocoane
[Tpu nanmenTr ¢ 6b0pEYHO YBpEXKIaHEe, HY)KTUTE OT HHCYJIMH MOTaT J1a ObIaT HaMalleHH TIOPajIu
HaMaJIeH MeTa0O0JIM3bM Ha MHCYJUHA (BXK. Touka 4.8).

Yeprodpobno yepesicoane
[pu nanyeHTH ¢ Y4epHOAPOOHO YBpEkKAaHE, HYKAUTE OT HHCYJIMH MOTaT Jia ObJlaT HaMaJIeH! TTOpajin
HaMaJIeH KalaluTeT 3a TIIFOKOHEOTeHe3a M HaMaJieH MeTaboJIM3bM Ha HHCYJTHHA.

Ileduampuuna nonyrayus

Toujeo Mo>ke 1a ce M3MOI3Ba P FOHOIIH U JeTa HaJ 6-TOJUIIIHA Bh3PACT Ha CHIIHS MPUHIIUII, KAKTO
MIpU BB3pacTHU HarueHTH (BxK. Touku 5.1 u 5.2). [Ipu npemMunaBane ot 6a3ajieH HHCYJIMH Ha Toujeo,
HaMaJISIBAHETO Ha 7103aTa Ha 0a3aiaHus U O0JIyC HHCYJIMH TPSOBa J1a ce OOMUCIIH WHANBHIIYyaITHO, 32 Ja
Ce CBeJie 10 MUHHMYM PUCKBT OT XUTIOTJIMKeMUs (BK. ToUka 4.4).

BezomacHoctTa n ehukacHocTTa Ha Toujeo mpu Jera Ha Bh3pacT 1o 6 TOJAWHU HE Ca YCTaHOBEHU.
Jluncsat maHHU.

Haupn Ha IprIoKeHUE

Toujeo e camo 3a MOAKOKHO PHUIIOKECHHE.

Toujeo ce mpumara mMoaKOXKHO Ype3 WHKEKIHSI B KOPEMHATa CTEHA, ISATOUTHUS MyCKYJI WU 0eIpoTo.
MecraTa Ha MHXXEKTUPAHE TPSOBA J1a CE CMEHST B J1aJicHa 00J1acT HAa HHXKEKTUPAHE TIPU BCSIKa
clieqBaIla MHXXEKIHS, 32 J]a & HaMaJld PUCKBT OT JIUHOAUCTPO(HSI U KOKHA aMIIIOn103a (BXK.

Touka 4.4 u 4.8).

Toujeo He TpsIOBa Aa ce MpHiIara HTPaBEeHO3HO. Y ABIHDKEHOTO IeHcTBHE Ha Toujeo 3aBUCH OT
WHXKEKTUPAHETO My B TIOJKOXHATA ThKaH. HTPaBEeHO3HOTO MPHIIOKEHNE HA O0MYafHATA MTOIKOKHA
J103a MOXKE JIa JIOBEJIC IO TeHKKA XUITOTITUKEMUSL.

Toujeo He TpsOBa J1a ce U3IIOJI3BA C MHCYJIUHOBU MH(Y3HMOHHH MTOMITH.

Toujeo ce mpeuiara KaTo /Ba BUAA IMpeIBapUTEIIHO HATBIHEHH IHcaiku. [1po3opensT 3a 1o3aTa
mokasBa Opost Ha euHUITUTE Toujeo, KOUTO e ce HHKeKTHpaT. Toujeo SoloStar m Toujeo DoubleStar
IpEeIBAPUTETHO HAITBIIHEHH MHCAJIKU Ca CIICIHATHO MPOeKTHpaHy 3a Toujeo, 3aToBa HE ce Hajara
Ipeu3uHCcIsIBaHe Ha J03aTa 3a KOSTO U Ja € OT ABeTe MUCAIIKU.

[Mpeau na ce uznonzea Toujeo SoloStar npeaBapuTenHo HambIHEHA MUcaika, uin Toujeo DoubleStar
NpeBapUTEIHO HATBIHEHA MMUCAKa, TPSIOBAa BHUIMATEIHO JIa C€ MPOYeTaT HHCTPYKLUUTE 32
ynorpe0a, BKITFOUEHH B INCTOBKATa 3a MAIFeHTa (BXK. Touka 6.6).



C Toujeo SoloStar npeaBapuTEIIHO HAITbJIHEHA IMHCAIKa MOXKE JIa C€ HHXKEKTHpa J103a OT 1 10
80 enuHUIM HA eIMHUYHA WHXKCKIIHS, HA CTENICHH OT | enuHUIIA.

C Toujeo DoubleStar nmpenBapuTeTHO HAITBTHEHA TTHCATIKA MOXKE J1a CE MHXEKTHpA J103a OT 2 70
160 equHMIM Ha €IMHAYHA MHIXKEKIIMS, HAa CTENIEHH OT 2 €IMHUIIM.

IIpu npemunaaBane ot Toujeo SoloStar kbM Toujeo DoubleStar, ako mpeauniHara q03a Ha MAMEHTA ©
HEYEeTHO yHciio (Hamp. 23 eANHUIN), ToTaBa Jj03aTa TpAOBa Ja ce YBeIWYH WM Hamalu ¢ | eauHuna
(narp. 24 win 22 eqUHALN).

Toujeo DoubleStar npenBapuTeTHO HaITBJIHEHA CIIPUHIIOBKA C€ TIPEMOPHYUBA IPH MAIEHTH, KOUTO Ce
HYXKJasT OT Hai-manko 20 equHUIN JHEBHO (BXK. TOYKa 6.6).

Toujeo He TpsiOBa 1a ce U3TErIIA OT MaTPOHa Ha MPeJBApUTEIHO HaITbIHEHATa MmUucajika Toujeo
SoloStar, wiu npeBapUTeIHO HambiiHeHaTa nucainka Toujeo DoubleStar B cipuHIIOBKA, THii KaTO
TOBa MOXeE JIa JIOBEJIC 10 TEKKO Mpeao3upane (Bxk. Touka 4.4, 4.9 u 6.6).

Ipenu Besika MHXKEKLMS TPSIOBA J1a ce OCTaBsl HOBa cTepuiiHa uriia. [lopropHara ynotpeba Ha MIJIHTe
yBeJIMUYaBa pHCKa OT 3aIlyIlIBaHEe Ha UIJIaTa, KOETO MOXKE Ja JIOBEJIe 10 NPHIOKCHUE Ha IT0-HUCKA /1032
WIn ipeo3upane (Bx. Touka 4.4 u 6.6).

3a ma ce mpeJoTBpaTH BE3MOKHO TIpeHAacsiHe Ha 00JIECTH, MHCYJIMHOBUTE MTUCANIKK HE TPsiOBa Aa ce
W3II0JI3BAT OT IOBEUYE OT €IMH YOBEK, TOPH aKO UTJlaTa ¢ cMeHeHa (BXK. Touka 6.6).

4.3 IIpoTuBONMOKA3AHUA

CBpBXYyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIM KBM HIKOE OT IIOMOIIHUTE BEIIECCTBA,
n30poeHu B TOUKa 6.1.

4.4 CrheuuajaHu nmpeaynpesaeHus U NpeAna3sHyd MepKH NP4 ynorpeda

IIpocnenumoct
3a fa ce moo0pu MPOCIETUMOCTTa Ha OHOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHTHUAT

HOMCP Ha MPUIJIOKCHUA ITPOAYKT Tp$16Ba SICHO Ja C€ 3aIlrMcCBar.

Toujeo He € HHCYMH Ha W300p MpH JIeueHHe Ha nruadeTHa KeToarumo3a. Bmecto ToBa, B Mogo0HN
CJIydau ce MpernopbuBa HHTPABEHO3HO MpHjIarane Ha OOMKHOBEH MHCYJIHH.

B cnyqaﬁ Ha HEAOCTATHYCH I'NTFOKO3C€H KOHTPOJI WJIN TCHACHIUA KbM XUIICP- WJIN XUTTIOTJIMKEMUYHN
CIIM301u, TpH6Ba Aa CC mperjicaa Crua3BaHCTO Ha NpCANrCaHaTa CXeMa Ha JICHCHUC OT IMalllueHTa,
MECTaTa Ha MHKCKTHUPAHEC, [IpABUJIHATA UHKCKIIMOHHA TEXHUKA U BCUYKU CBbP3aHU (baKTOpI/I, npeau
Jla C€ B3EMC IIPE BHU/ ITPOMAHA HA J03aTa.

[TammenTure TpsaOBa 1a ObJAT HHCTPYKTUPAHU HETIPEKHCHATO JIa PEAYyBaT MSCTOTO HA HHXKEKTHPAHE,
3a Jla C€ HaMaJId PUCKBT OT Pa3BUTHE Ha JIUIOJUCTPO(HS U KOKHA aMHIIon103a. MiMa noreHmaneH
pHCK OT 3a0aBeHa aOCOpOIMS Ha MHCYJIUH M BIIOLICH MIMKEMHYCH KOHTPOJI CJIE]] HHKEKTUPAHE Ha
WHCYJIMH Ha MeCTa ¢ Te3H peakiuu. MiMa choOIeH s, Ye BHE3aIMHaTa MPOMSIHA Ha MSICTOTO Ha
WH)KEKTHpaHe B He3acernara 30Ha BoAM 10 xuroriaukemus. [IpemopruBa ce mpocieasBaHe Ha
KpBbBHATA 3axap CJIe]] MPOMSHA Ha MSICTOTO Ha WH)KEKTHpPaHEe W MOKE J1a c€ OOMICIN KOPUTHPaHEe Ha
Jl03aTa Ha aHTHANA0ETHUTE JIEKapCTBa.

XUNOOTIIMKEMUS
BpemeTo 3a mosiBa Ha XUTMOTIIMKEMUSI 3aBUCH OT MPOo(rITa Ha ICHCTBUE HA U3ITOJI3BAHUTE WHCYJIMHH,
€TO 3aIll0 TO MOXKE JIa C€ MPOMEHHU MPHU NMPOMSIHA B CXeMaTa Ha JIeUCHHE.



Tps0Ba 1a ce 0OBpHE CIIEIMATHO BHUMAHHE U CE MPEOPhUBa HHTEH3UBHO MPOCIIC/ISIBAHE HA
KpBbBHATA 3axap MPH MAINEHTH, PH KOUTO XUTIOTITMKEMUYHHUTE SH30/{1 MOTaT Aa ObJIaT OT 0COOEHO
KIIMHUYHO 3HAYEHHE, KaTO HAIIPUMEP MAlMEHTH ChC 3HAYUTEIIHA CTEHO3a Ha KOPOHAPHUTE apTepUH
WJIH ChJIOBETE Ha MO3bKa (PUCK OT ChPACYHH WIH MO3bYHU YCIOKHECHHS HA XUTIOTIIMKEMHUSITA), CHIIIO
Y TIAITUEHTH C MposndepaTHBHA PETHHOIIATHS, 0COOSHO HEeJIEKyBaHU ¢ (hOTOKOAryamnus (PUCK OT
NPEXO/IHa aMaBpO3a MOPAJIN XUTIOTITUKEMUS).

[TanuenTrre TpsOBa Jia ca 3alI03HATH C 0OCTOSTENCTBATA, IPU KOUTO HPEAYIPEIUTCITHUTE CUMITOMU
Ha XUTOTJIMKeMHUSITa ca ciabo u3paszeHu. [IpeaynpeuTeTHuTe CHMITOMYU Ha XUIIOTJIMKEMUST MOTaT Ja
ObJIaT MPOMEHEHH, J1a ca MO0-CJIa00 U3Pa3EHU, WK JIa JIUTICBAT MPH ONPEJICIICHU PUCKOBH rpymu. Te
BKJIFOYBAT MAI[MEHTH:

- IIPH KOUTO TJIMKEMUYHUAT KOHTPOJI € [OI4epTaHo 000 PEH,

- [IPH KOUTO XUIIOTJIMKEMHUATA CE€ Pa3BUBA MIOCTECIICHHO,

- KOUTO Ca B CTapuecKa Bb3pacT,

- clie]l IpeMUHABaHE OT )KUBOTUHCKY WHCYJIMH HAa YOBCIIKH WHCYJIUH,

- MIPHU KOUTO € HAJUIIC aBTOHOMHA HEBPOIIATHS,

- C IBJATOrONMIIEH JUa0eT,

- CTpaJIallld OT TICUXHYHO 3a00IsIBaHe,

- MOJTyYaBallyl ¢HOBPEMEHHO JICUCHUE C HIKOU JIPYTH JIEKAPCTBEHU MPOAYKTH (BXK. Touka 4.5).

HOI[O6HI/I CbCTOSAHHA MOTraT aa A0BCAAT A0 TCKKa XHUIIOTTIMKCMHA (B’b3MO)KHO n 331"}/63 Ha C’B3HaHI/IC),
npeayd NaquCHTHT Ja YCETHU XUIIOTJIMKEMUATA.

VIbIDKEHOTO ASHCTBHE Ha WHCYJIMH I'JIapKHUH MOXKE J1a YBEJIMYU BPEMETO 3a Bb3CTAHOBSBAHE OT
XHUIIOTTTMKCMHUA.

Ako Ob1aT oTOESI3aHN HOPMAJTHU WJIH TTOHMKEHHM CTOMHOCTU Ha TIIMKHUPaH XEMOTJIOOHH, TPOBa J1a ce
uMa MpeJBHU] Bb3MOXKHOCTTA 3a TIOBTapSIIX Ce, Hepa3nmo3HaTh (0COOCHO HOLTHM) €MU301U Ha
XUIMOTJITUKEMHUSI.

[IpunbprkaHeTo HA MalMeHTa KbM J03UPOBKaTa U JUETUUHUS PEKUM, IPABUIHOTO MIPUIIOKEHUE HA

MHCYJIMHA Y TIO3HABAHETO HA XUITOTJIMKEMHUYHUTE CUMIITOMH Ca ChIIECTBEHH 32 HAMAJSIBAaHETO HA

pHUCKa oT XuIorianukemus. @akTopuTe, yBelIndaBally MOAATINBOCTTA KbM XUIIOTTTUKEMUS, U3UCKBAT

0C00EHO CTPUKTHO MPOCIEIIBAHE U MOTaT Ja HaloXKaT KOPUI'MpaHe Ha Jj03aTa. Te BKIIIOUBAT:

- IpoMsIHa Ha 001acTTa Ha HH)KEKTUPAHE,

- mofoO6peHa YyBCTBUTEITHOCT KbM WHCYJIMH (HaMp. Ype3 MpeMaxBaHe Ha CTPECOBUTE (PaKTOpH),

- HeoOHMuaiiHa, yBeJMueHa WiK yIb/DKeHa (pru3ndecka akTHBHOCT,

- MHTEPKYPEHTHH 3a00JIsIBaHus (HAMp. MOBPBIIAHE, TUAPHS),

- HEeJ0CTaTh4eH MpUeM Ha XpaHa,

- MPOINyCKaHe Ha XpaHEHus,

- KOHCyMalus Ha aJIKOXOJl,

- HSIKOM HEKOMIICHCHPAaHU €HAOKPUHHY HapyIIeHHs (Hamp. PH XUIOTUPEONIN3bM U NIPH MIPEIHA
xunoQuszapHa WM aIpeHOKOPTUKAIHA HEIOCTaThUHOCT),

- €HOBPEMEHHO JICUEHHUE C HAKOU JIPYTH JIEKapCTBEHU MPOIYKTH (BXK. ToUKa 4.5).

IIpemunaBaue ot uHCcyauH niapxkud 100 exnaumm/ml Ha Toujeo

Toit kaTo nHCYNMH THapxuH 100 equanim/ml 1 Toujeo He ca OMOCKBUBAJICHTHH U HE Ca B3aUMHO
3aMeHseMHU, IPEMUHABaHETO MOXeE Jia JOBEE 10 He00X0IMMOCT OT IIPOMSIHA B J103aTa U TpsAOBa Ja ce
W3BBPIINBA CAMO MPU CTPUKTHO MEIUITMHCKO HaOmoaeHne (BX. Touka 4.2).

IIpemunaBane ot Apyru MHCYNMHU Ha Toujeo

[IpeMuHaBaHETO HA MAIMEHTA OT JIPYT THII WK IpyTa ThProBcka Mapka MHCYIHH Ha Toujeo TpsiOBa na
Ce TPaBU NPY CTPUKTHO MEAMIIMHCKO HaOmroaeHue. [I[poMeHn B KOTMYECTBOTO Ha aKTUBHOTO
BEIICCTBO B JI030Ba €IMHUIIA, THPTOBCKaTa MapKa (Ipou3BoguTeNs), Buaa (ooukaoBeH, NPH, nenre,
JUBIITOJICHCTRAI, U T.H.), TPOU3X0/ia ((KUBOTHHCKH, YOBEIIIKH, YOBEITKU HHCYJIMHOB aHAJIOT) W/HITH
METO/1a Ha MMPOU3BOJICTBO, MOKE Ja TIOBEJE 10 HEOOXOIUMOCT OT IIPOMSIHA Ha J03aTa (BXK. Touka 4.2).




WHTEpKYpeHTHH 3a00IBaHUS

WHTepKypeHTHHTE 3a00IIsIBAaHNA HAIaraT MHTEH3UBHO METabONINTHO MpocieasBane. B MHOTO ciydan
ca TIOKa3aHM WU3CJICIBaHUS Ha YPUHATA 32 KETOHHH TEJIa U YeCTO € HEOOXOIUMO J1a C& KOPUTHpa
Jt03aTa MHCYJIUH. YecTo MHCYJIMHOBATA HYX/1a € rnmoBuiiieHa. [lanmenTtu ¢ auaber tun 1 TpsoOBa ia
MPOIBIDKAT Ja KOHCYMUPAT PEJOBHO MOHE MAJIKO KOJIMYECTBO BHIVIEXUAPATH, JOPH aKO Ca B
CBHCTOSTHUE JIa TIPUEMAaT ChBCEM MaJIKO MJIM HHKAKBa XpaHa, MM TOBPHINAT | T.H., KATO HUKOTa He
TpsiOBa J]a MPOITyCKAT WHCYJINHA HAIIBIIHO.

WHcynmHOBM aHTHTENIA

IIpunokeHreTo Ha HHCYJIMH MOXKE J1a TIpeIn3BrUKa 00pa3yBaHe Ha HHCYJIMHOBU aHTUTENA. B penaku
CiIydau, HAUTMIUETO Ha TaKWBa WHCYJIMHOBH aHTHTEJIa MOXKE J1a HAaJIOKH ITPOMSTHA Ha Jj03aTa Ha
WHCYJIMH C OTJie] KOPEKIMs Ha CKIIOHHOCTTA KbM XUIEP- WIH XUTIOTITUKEMHUS.

Komb6unanus #a Toujeo ¢ nuornura3oH

CroOmaBanu ca clydad Ha ChpJIeUHa HEIOCTaThUYHOCT IIPU yIOTpebda Ha MUOTIIMTa30H B KOMOMHAIUS
C MHCYJIMH, 0COOCHO IpY MAIUSHTH C PUCKOBU (PaKTOPH 3a Pa3BUTHUE HA ChPJICUYHA HEIOCTATHUHOCT.
ToBa TpsiOBa Ja ce UMa MpeaBu, KOrato ce 00CHK/Ia JISYeHNE C KOMOMHAIIHS OT MTUOTJIMTA30H U
Toujeo. AKo KOMOMHANIMSITA CE U3IIOI3Ba, TIAIMEHTUTE TPSAOBa Aa ObAaT HAOIIOAaBaHH 3a TIPU3HAIIN U
CHUMIITOMH Ha CHPJICYHA HEJOCTATHYHOCT, YBEIMUaBaHe Ha TETJIOTO M OTOK. AKO HACTBITH BIIOIIIaBaHE
Ha CHPJCYHUTE CUMIITOMH, JICYEHUETO C TIHOTIIMTA30H TPSOBA Ja ce MPEKPaTH.

[IpenoTBpatsBaHe Ha FPEIIKYU MPU JICYCHUETO

CroOmmiaBanu ca JICKAPCTBEHH T'PEIIKH, TPU KOUTO APYTY MHCYJIMHU, Hai-Bede ObP30AeHCTBAIIH, Ca
NpUJIaraHy CITyYaiHO BMECTO JIBJITO/ICHCTBAIN UHCYTUHHA. ETHKETHT Ha MHCYJTUHA TPsOBAa BUHATH Jla
ce MpoBepsBa MPe/In BCSIKA WHIKEKIIUS, 3a JIa ce U30EeTHAT TPENIKH MPH JISYSHUETO Mex 1ty Toujeo u
JIPYTH MHCYJTUHH (BXK. TOUKa 6.6).

3a ;a ce 30erHaT TPEIIKY IPU J03UPaHe U IOTEHIIMATHO MPeI03UupaHe, MalueHTHTE TPAOBa 1a ObaaT
WHCTPYKTHPaHU HHUKOTa JIa He n3terisat Toujeo (uucynuH rnapxxkun 300 equanmm/ml) ot
MpeBapUTETHO HarbIHEeHaTa nucaika Toujeo SoloStar nim mpenBapuTeTHO HAITBITHEHATA TIFICATKa
Toujeo DoubleStar B cipuatioBKa (BX. ToukH 4.9 1 6.6).

IIpenu Bcsika nHKeKIMs TpsiOBa Ja ce OCTaBs HOBA cTepwiiHa uria. [lanuenTure TpsOBa ChIIO aa
ObJIaT MHCTPYKTUPAHU Ja HE M3MOJI3BaT UIJINTE TOBTOPHO. [loBTOpHATA yrIOTpeOa HA UTIIHTE
yBeJIMYaBa PUCKa OT 3allylIBaHE Ha UTJaTa, KOETO MOXKE J1a IOBeJIe 10 CyO1031paHe Uiu
npezo3upane. B cirydail Ha 3amyiiBaHe Ha WTJIaTa, AMEHTUTE TPAOBA J]a CIeIBAT UHCTPYKITUHTE,
OTIMCaHU B CTHITKA 3 OT HHCTPYKITUHUTE 32 yIOTpeda, MpUApY KaBaIlly JINCTOBKaTa (BX. TOUKa 6.6).

[NanuenTure TpsiOBa BU3yaHO Ja MPOBEPsBAT Opos HAa M30paHUTE eANHULIN BBPXY MPO30pela 3a
J03aTa Ha nucankara. [lanuenture, KOMTO ca HE3PSILIM WM UMAT HAMAJIEHO 3peHue, TpsAOBa aa Obaar
MHCTPYKTUPAHH Ja MOTHPCST HOMOI OT JPYT YOBEK, KOWTO € ¢ J0OpO 3peHue U € 00yUueH Jia N3Moa3Ba
UHCYJIMHOBOTO YCTPOMCTBO.

Bmxre cpmo Touka 4.2 ,,Haunn Ha mpunoxxenne”.
ITomolHM BelecTBa

To3zu ekapcTBeH MPOAYKT ChABPXKa Mo-Manko oT 1 mmol (23 mg) HaTpuii Ha 1034, T.€. MPAKTUIECKU
HE ChIbpKa HATPUH.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH NPOAYKTH M APYTrH (JOPMH Ha B3auMoJelicTBHe

Penwniia BemecTsa MOBIMABAT TIFOKO3HUS META0OIM3BM M MOTAT Ja HAJIOXKAaT KOPUTHPaHE Ha J103aTa
Ha WHCYJINH TJIApKHH.



BemecTBaTa, KOUTO MOTaT 1a yCHWJIAT MTOHIDKABAIINSA KPhBHATA 3aXap e()eKT U J1a yBeIudaT
NOJATIMBOCTTA KbM XUIMOTJIMKEMHUSI BKIIOUBAT aHTUXUIIEPTIMKEMUYHH JIEKAPCTBEHU TPOIYKTH,
MHXUOUTOPH Ha aHTHOTEH3UH-KOHBepTHpawus eH3uM (ACE), nuzonupamun, GuodpaTh, GiryoKCeTHH,
MoHoaMuHOOKcHga3Hu (MAQO) HHXUOUTOPH, TEHTOKCU(UINH, TPOIOKCU(EH, CATHLIWIATH U
cynpoHaMHUTHA aHTUOMOTHIIH.

BemecTBaTa, KOUTO MOTaT /1a HAMAJIAT ITOHIPKABALIMS KPhBHATA 3aXap e(exT, BKIoYBaT
KOPTHUKOCTEPOUIH, AaHA30J1, JUA30KCH I, TUYPETULIH, TIIOKAroH, H30HUA3Hl, €CTPOTEHH U
nporecTareHu, eHOTHa3UHOBH JepUBATH, COMATPOIMH, CHMIATUKOMUMETHYHH JIEKaPCTBEHH
NPOAYKTH (Hamp. enuHeQpuH [anpeHanuH], candyraMo, TepOyTaaiH), THPEOUIHN XOPMOHH,
aTUNWYHN aHTHIICUXOTHYHU JIEKAPCTBEHHU MPOAYKTH (HAIP.KIO3aIKH 1 OJIAH3AINH) U TIPOTEa3HU
HHXUOUTOPH.

Bera-0nokepu, KIOHWANH, TUTHEBH COJTM U AJIKOXOJ MOTAT WM A3 MOTEHLIUPAT, WIK 1a OTCIa0AT
MOHW)KaBalIKs KpbBHATa 3axap eeKT Ha MHCYINHA. [leHTaMuanH MoXKe 1a IpeAn3BUKa
XUIOTJIIMKEMHUS], KOSITO TIOHSIKOTa MOXe Jja O'bJie MocIeBaHa OT XUIIEPTIUKEMUSI.

B nombiHeHne KbM TOBA, I10]] Bb3/I€HICTBUETO HA CUMITATUKOJIUTHYHH JIEKapCTBEHH NPOAYKTH KaTo
Harp. Oeta-010Kepy, KIIOHUANH, TBAHETUANH U PE3EPIIUH, IPU3HALIUTE HA aipCHEPruIHa
KOHTpaperyJjanus Morar 1a 0bJaT HaMaJIeH! W J1a JIUIICBAT.

4.6 dDepTHaUTET, OPEMEHHOCT U KbPMeHe

bpemenHoct
Hsima xnuHTYeH onuT OT yrioTpebdara Ha Toujeo mpu OpeMeHHH KCHH.

3a MHCYJIMH IIAPKUH HSMAa KJIMHAYHU TaHHH 33 €KCIIOHUPAaHU OPEMEHHOCTH OT KOHTPOJIMPaHU
KJIMHAYHU TpoyuBaHus. ['onsm obem naHHM 3a OpeMeHHH >keHH (3a u3xo/a Ha noseye oT 1 000
ciydast Ha OpEMEHHOCT C JIEKapCTBEH MIPOIYKT, ChIbprKaIl HHCYIHH riaapxuH 100 ennaunn/ml) He
MMOKa3BaT CHEIUPUIHN HEKETTaHU ePeKTH BEPXY OpEeMEHHOCTTa, HUTO crenupuIHa MaadopMaTHBHA
WM GpeTo/HeoHaTalTHA TOKCHYHOCT Ha WHCYJIMH TIIAPKHH.

JaHHuTe OT IpOy4YBaHUsI IPU )KUBOTHHU HE TIOKA3BAT PENPOYKTUBHA TOKCUYHOCT.

Ynorpebara Ha Toujeo Moxe Ja ce 0OMHUCIN IO BpeMe Ha OPEMEHHOCT, aKO € KIIMHUYHO HE00XO0IUMO.

[Ipu manmeHTKH ChC CHIECTBYBAI ITPeIr OPEMEHHOCTTA AHA0ET WITH TeCTallHOHEeH qruabeT € 0COOeHO
Ba)KHO J1a C€ TIOIbprKa JOOBP METa0OIUTEH KOHTPOJ Mpe3 IisiaTa OpeMEeHHOCT, 3a J1a ce
NPEZIOTBPATAIT HEXKEIAHUTE PE3yNTaTh, CBbP3aHU C XHIEPTIUKeMusTa. IHCYTHHOBHTE HYKIH MOXE
Jla Ce MOHIKAT 10 BpEMe Ha MIbPBHS TPUMECTHP U 110 MPUHIIMII CE TIOBUIIIABAT MTPE3 BTOPUS U TPETHS
TpuMecThp. HemocpeacTBeHo clie]] pakIaHeTO MHCYJIMHOBUTE HYKIU PA3KO cranaT (MIOBUIIICH PUCK
OT XUIOTJIMKEeMUs1). BHUMAaTETHOTO Npociie/iiBaHe Ha KPbBHATA 3aXap € OT ChIIECTBEHO 3HAYCHHE.

Kwpmene
He e u3BeCTHO Manu MHCYIIMH TIIapXKUH Ce eKCKpeTHpa B KbpMaTa. He ce ouakBaT MeTaOOIUTHH

e(l)eKTI/I Ha NOr'bJIHAT MHCYJIMH TJIAPXXUH IMIPU KbPMCHU HOBOpOZ[CHI/I/ KbpMaucTa, TBH KaTo HWHCYJIMH
TJIaPKWH KaTo MENTUA CE€ pasrpaxjia 10 aMUHOKHUCCIIMHN B YOBCHIKUA CTOMAITHO-YPEBEH TPAKT.
HpI/I JKCHH, KOUTO KbPMST, MOXKE da CC HAJIOXKHU KOPUTHUPAHE HAa J03aTa UHCYJIMH U JUCTAaTa.

DepTunurer
IIpoyuBaHusATa TIPH )KUBOTHU HE TIOKA3BAT TUPEKTHHU YBpEKAAIH e(DEKTH IO OTHOIIICHUE Ha

¢depruuTera.
4.7 EdexTH BHpPXYy cCI0COOHOCTTA 32 moupaHe U padoTa ¢ MAIIMHH

Crioco0HOCTTa Ha MAIMEHTUTE 32 KOHIIEHTPAIUS U pearupane Moxe Jia Obje HapylIeHa B pe3yiITar Ha
XUTOTJIMKEMUS WIH XUIISPTITMKEMIISI, WJIH HAIIPUMED B Pe3yJITaT Ha 3PUTEITHO YBpexkaaHe. ToBa Moxke
Jla TIPE/ICTaBIISIBA OMACHOCT B CHTYAIlMH, KOTAaTO TE3U CIIOCOOHOCTHU ca OT 0COOEHa BayKHOCT (HAIIp.
modupaHe Ha Koja Wi paboTa ¢ MalTuHK).



[ManuenTure TpsOBa 1a ObJAT CHBETBAHU Jla B3EMAT MPEANAa3HA MEPKH 3a H30ATBaHE Ha
XUMOTJIMKEMUs 110 BpeMe Ha 1odupane. ToBa € 0COOCHO BaXKHO MPU TE3H, KOUTO Ca C HAPYIIICH WIN
JIUTICBAIL] YCET 3 MPEAYNPEIUTCIHUTE CUMIITOMHU Ha XUITOTJIMKEMUS, VJTU KMAT YeCTHU CIH30/I1 Ha
xunoraukeMus. TpsoBa ma ce 00CHIN TOKOJIKO € TIPETOPHUIUTEITHO JIa ce modupa Win Aa ce padboTH ¢
MAIlIUHH TIPU Te3H 00CTOSITEIICTBA.

4.8 Hexenanu JeKapcTBEHH peaKINU

O606uienre Ha npoduna Ha Ge30MacHOCT

CrennuTte HeXelaHU PeaKLUH ca HAOJ0AaBaHH [0 BpeMe Ha KIMHUYHUTE W3MTUTBAHU, TPOBEICHH C
Toujeo (Bxk. Touka 5.1) 1 Mo BpeMe Ha KIMHUYHUS OMUT ¢ HHCYIHNH riapxud 100 equanim/ml.
XUIMOTJIMKEMHS, KOSITO IO IPUHIIMI € Hali-decTaTa He)KeJIaHa Peaknns Ha MHCYJIMHOBATA Teparnus
MO’K€ J1a BB3HUKHE, aKO J03aTa HHCYJIMH € TPEKAIEeHO BUCOKA CIIPSIMO Hy’KAaTa OT HHCYJIHH.

TabyrueH cIMCHK Ha HEXKEIAHUTE PEAKIIUU

CrneHUTE CBBpP3aHU HEXKENAHU PEaKIUU OT KIIMHUYHY MPOYYBAHUS Ca W30POCHHU TO-0IY TI0
CUCTEMO-OpPTraHHU KJIACOBE U B HU3XOIIA YecToTa (MHOTO YecTH: >1/10; wectu: >1/100 mo <1/10;
Hegectd: >1/1 000 mo <1/100; penxu: >1/10 000 mo <1/1 000; muOTO penku: <1/10 000; ¢ Hen3BecTHA
YECTOTA: OT HAJIMYHUTE JJAHHU HE MOXe J1a ObJie HAallpaBeHa OLICHKA).

HpI/I BCSKO IrpymnupaHe B 3aBUCUMOCT OT YCCTOTATa, HCKCJIAHUTC pCaKIIMU CC I/I36pO}IBaT B HU3XOIIT
pea nmo OTHOUICHUWE HAa TAXHAaTa CEPUO3HOCT.



KJIACOBe 110
MedDRA

Cucremo- MmHuoro Yecrn Heuectn Penkn MpHuoro C Hen3BecTHA
OpraHHH YyecTH peaxu YyecToTa

Hapymenns Anepruusu
Ha UMYyHHaTa peaxkuuu
cucremMa

Hapymenuns Xumorimke
Ha MU
MeTabonu3ma
W XpaHEHETO

Hapymenns Hucreysus
Ha HepBHaTa
cucremMa

Hapymenuns 3pUTENHO
Ha OYHUTE YBpEKIaHe

Petnnonarus

MOAKOKHATa
TBhKaH

Hapymenuns Jlunoxunep | Jlunoatpodus Koxna
Ha KOKaTa u Tpodus aMWJION103a

Hapymenuns Mpuanrus
Ha MYCKYJIHO-
CKeJIeTHaTa
CHUCTEMA U
ChEIMHUTENHA
Ta ThKaH

OO0mu Peakiuu Ha OTtok
HapyIleHus U MSCTOTO Ha
edexTd Ha HHKEKTHpa
MSICTOTO Ha HE

MPUII0KECHHUE

Onrcanve Ha 30paHN HEXKETAHU PEaKITHH
Hapywenusi na memabonusma u xparernemo

Texkure IMPUCTBHIIN Ha XUIIOTJTIMKCMU, 0CcO0€EHO aKo ce IMMOBTAPAT, MOTaT Aa A0BCAAT 40
HCBPOJIOTMYHO YBPCIKIAAHEC. HpOZ[’BJ'DKI/ITCJ'IHI/ITC WK TCXKKH XHUIIOITTMKEMHWYHHU CIIM30J1 MOraTtT Ja C€
OKaXXaT >XMBOTO3acTpaliaBaliu.

HpI/I MHOT'O MaluE€HTHU, IPU3HALUTE U CUMIITOMUTEC Ha HEBPOIJIMKOIICHUA CE MPEAXO0XKAAT OT IPU3HAITHU
Ha aIp€HCpruiHa KOHTpaperyJanus. IIo IMPUHIMUII, KOJIKOTO IMO-TOJSAMO U HO—6’Bp30 € CIIaJaHCTO Ha
KpbBHATA 3axap, TOJKOBA MMO-IIOAYCPTAHU Ca ABJICHUATA HAa KOHTpaperyjaanusa u HEHMHUTE CUMIITOMHU.

Hapywenus na umynnama cucmema

AJNepTUYHUTE Peakluu OT ObP3 TUT CIIPSIMO WHCYJIHMH ca peaAkH. [10JJ00HN peakuu cipsiMO HHCYITUH
(BKJTFOUUTEITHO MHCYJIMH TJIaP>KWH) WK TIOMOIIIHUTE BEIIECTBA, MOTaT HAITPUMED J1a OBJIaT CBhP3aHU C
TreHepATM3UPAHU KOKHU PEaKIUH, aHTHOeAeM, OPOHXOCIIa3bM, XUIIOTOHHUS U IIOK, U MOTaT Jia Obaat
JKUBOTO3acTpaniaBamy. [Ipu kiuHUnYHUTE poy4yBaHus ¢ Toujeo npu Bh3pacTHU MAIUEHTH, YeCTOTaTa
Ha aJIEPTUYHU PEaKIIMU € MOA00Ha MPY MAIUeHTHUTE, JiekyBaHu ¢ Toujeo (5,3%) u Te3u, JieKyBaHU ¢
nHcynuH raapxuH 100 equanmm/ml (4,5%).
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Hapywenus na ouume
W3pazena npomsiHa B TNIMKEMUYHHS KOHTPOJI MOJKE J1a IPEIU3BHKA BPEMEHHO 3PUTEITHO YBpEKIaHe,
MopaJv BpEMEeHHA IIPOMSHA B Typropa U peppakiinoHHNS HHAEKC Ha JIeaTa.

JIBITOCPOYHO MOAOOPEHUST MIIMKEMHYEH KOHTPOJI MTOHMKABA PUCKA OT MPOTPEcCHpaHe Ha ArnadeTHaTa
petuHonaTust. UHTeH3UpUIIMPaHETO HA MHCYJIMHOBATA TePaNsl ¢ PSI3KO MOJA00PEHHUE B TIIMKEMHYHUS
KOHTpOJI o0ade, MOKe J1a JIOBEJIe JI0 BPEMEHHO BIIOIIaBaHe Ha quabeTHara petuHonatus. [Ipu
MAIECHTH C TpouQepaTHBHA PETHHOMATHSI, 0COOCHO aKO HE € TpeTHpaHa ¢ POTOKOATryJIaITus, €
BB3MOXKHO TEKKUTE XUTIOTTTUKEMHYHH EITH30/IH J1a JOBEJaT /10 PEXO0/IHA aMaBpo3a.

Hapywenus na xoscama u nookoxcnama mvkam

Ha MscTOTO Ha MHXKEKTUPAaHE MOXKE J1a Bh3HUKHE JIMTIOUCTPOQUS U KOXKHA aMUJION]103a, U JIOKaTHATa
abcopOrust Ha MHCYJWH J1a ce 3a0aBu. HempexkbhCcHATOTO peyBaHe Ha MACTOTO HA WH)KEKTHPAHE B
JlazieHara ooacT Ha MHXKEKTHpaHe MOJKe J]a MOMOTHE 32 HaMaJlsIBaHE WITH MPEJIOTBPATBaHE Ha TE3U
peaknud (BXK. Touka 4.4).

Obwu napywienus u epekmu Ha MACMOMO HA NPUTONHCEHUE

Peaknunte Ha MSCTOTO Ha HHXXEKTHPaHE BKIIOUBAT 3a4epBsiBaHe, 00IKa, CbpOeK, ypTHKapHs,
HoJyBaHe, WK Bb3naieHue. [loBedyero jgeku peakuy cupsMo HHCYJIMH Ha MSICTOTO Ha HH)XXEKTUPAHE,
0OMKHOBEHO IPEMHHABAT 32 HAKOJKO JHM A0 HAKOJIKO ceaMuuu. [Ipy KMMHUYHUTE NpOy4BaHus ¢
Toujeo npu BB3pacTHU NALMEHTH, YECTOTATa HA PEAKIIMUTE Ha MACTOTO Ha MH)KEKTHPaHE € Mof00Ha
NpY MaLMEeHTUTE, JIeKyBanu ¢ Toujeo (2,5%) u Te3u, JeKyBaHu ¢ HHCYIHMH Taapxud 100 equanmm/ml
(2,8%).

Psixo, MHCYIMH MOJKe 1a IpeIn3BUKa OTOK, OCOOEHO aKO MPEAMIIHI IO METa0OIUTEH KOHTPOII ce
no1o0pu upe3 HHTeH3N(UITpaHa HHCYJIMHOBA TePAITHS.

[enuatpuyvHa monynaus

BesomacHoctTa n ehpukacHocTTa Ha Toujeo ca ToKa3aHu B MPOYyYBaHE MPH Jela Ha Bh3pacT oT 6 10 18
roquHu. YecroTarta, BUIBT U TSIKECTTA HA HEXKEITAHUTE PEAKIIUU TIPU TIeTUATPUIHATA TIOITyJIAIUs HE
MMOKa3BaT pa3JivKa MpY CPaBHEHHUE C OMUTA IPH 00IIaTa moIyIamus ¢ nuadeT (Bk. Touka 5.1).
JluricBaT JaHHU 32 0€30MACHOCT OT KIIMHUYHU ITPOYYBAHUS TIPH JIela o 6 TOMHU.

AQYFI/I CTICTIMAJIHU IOy JIall

BB3 ocHOBa Ha pe3ynTaTuTe OT KIMHUYHUTE MPOYYBAHUS, TPOPMIHT Ha Oe3omacHoCT Ha Toujeo mpu
MAIMeHTH B CTapyecka Bh3pacT U MPU MAIMEHTH ¢ ObOPEUHO YBPEkKAaHE € TIOJ00CH Ha TO3U IIPH
obmara nomymarus (BX. Todka 5.1).

Cpo01aBane Ha MOAO3UPAHU HEXKEIAHN PEAKIUU

Cp0o011aBaHETO HA MOI03UPAHU HE)KEIAHN PEaKIMU CIIE] pa3pellaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaskHO. TOBa IM03BOJIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBEHUS NPOAyKT. OT MEIUIIMHCKUTE CIICIUAINCTH CE U3MCKBA J]a ChOOIIaBaT BCAKA
[0I03UPaHa HeXKETaHa PeaKiys Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIaBaHe, MOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

Cumnromu
[Ipeno3upaneTo Ha MHCYJIMH MOXE J1a JOBEIC /IO TeKKa U MOHSKOTa JIBJITOTPaiiHA U
JKUBOTO3aCTpallaBalla XUMOTTHKSMUSL.

OsnajsBaHe
JlekuTe enu30u Ha XUIOTIIMKEMHsI OOMKHOBEHO MOTaT J1a ObJaT JCKYBaHHU C TIEpOpalIeH IprUeM Ha

BBIVIEXUApaTH. Moke na 6b1e He00X0uMO KOpUTHUPAHEe Ha J03aTa Ha JIEKapCTBEHUS POIYKT,
HAYMHA Ha XpPaHCHE WK (PU3NYecKaTa akTUBHOCT.
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Ilo-TexkuTe €IIM3041 C KOMa, IMpUIaabK WX HEBPOJIOTMYHO YBPEKIAHE MOraT aa 6’bI[aT JICKYBaHHU C
TJIFOKAroH WiM ¢ KOHUCHTpHUpPAaHa I'TFOKO3a UHTPABCHO3HO. Moke Ja € HCO6X0)_'[I/IMO noAABbPIKAHC HaA
BBIUICXUAPATHUA IPUEM U H36HIOZ[CHI/IG, 3al1OTO XHUIIOIIMKCMHUATA MOKE 1a Bb3HUKHE OTHOBO CJIC
SIBHO KJIMHUYHO BBb3CTaHOBsBAHC.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoaMHAMHUYHU CBOWCTBA

dapmakoTepaneBTHYHA Tpyma: JlekapcTBa 3a JieueHne Ha A1Ua0eT, MHKEKITHOHHU HHCYJIMHU
ananosu, peiaroaercreamm. ATC kox: AI0AEO04.

MexaHHU3bM Ha JICHCTBHE

OCHOBHOTO JICHCTBYE Ha MHCYJWHA, BKIIFOUUTEITHO U HA WHCYJIUH TJIAPXKHH, € JIa peryupa
MeTaboIM3Ma Ha TIIoKo3aTa. HCYJIMHBT U aHAIO03UTe MYy TIOHIDKaBaT HUBATa Ha KPhBHATA 3aXap upe3
CTHMYJIUpaHe Ha nepuepHOTO YCBOsIBAHE HA IUIF0K03a, 0COOCHO OT CKEJIETHATA MYCKYJIaTypa U
MacTHaTa ThKaH, M Ype3 MHXHOWpaHe Ha 00pa3yBaHETO Ha TIIOKO03a B UepHUS Ap00. NHCYTHHBT
WHXUOUPA JINIIOJIN3ATa B QIUTIONUTUTE, MHXUOUPA IPOTEOIM3aTa U IOBUIIABA CHHTE3a Ha IMIPOTEHHHU.

®dapmakogrHaMUYHU e(heKTH

WHcynuH riaapKuH € aHaJIoT Ha YOBEUIKUS MHCYJIHMH, C HUCKa Pa3TBOPUMOCT npH HeyTpanHo pH. [Ipu
pH 4, uHCYNIHH TTIapXUH € HATbJIHO pa3TBOpuM. Cliex MH)KEKTHpaHe B ITOJAKOXKHATa ThKaH,
KHCEJIMHHUAT Pa3TBOP C€ HEYTPaJIN3upa, KOETO BOIH /10 00pa3yBaHETO HA MPEUUITUTAT, OT KOHTO
MOCTOSTHHO C€ OCBOOOK/IaBAT MAJIKU KOJMYECTBA MHCYJIVH TJIapKUH.

KakTo e Ha0nr01aBaHo MPH MPOYYBAHUS C CYTIIMKEMUYCH KIIAMII MPY MalUEeHTH ¢ AuadeT Tu 1, cren
MTOIKO’KHO MH)KEKTHUPAHE TIIFOKO30TMTOHIKaBamuAT ehekT Ha Toujeo e mo-ctadmieH u
MPOABIDKUTENEH, B CpaBHeHHE ¢ MHCYIHH TrnapkuH 100 eqnanm/ml. @urypa 1 moka3sa pesynratute
OT KPBCTOCAHO MpOyYBaHe NpH 18 manuenTn ¢ quabet Tur 1, IpoBeeHO 3a MeproJ] OT MAKCUMYM

36 vaca ciieq] MHXKEKTUpaHeTo. [Ipu peanHu 3a KIMHUYHATA MTPAKTHKa /103U, eheKkThT Ha Toujeo e
noBeue ot 24 4Jaca (1o 36 vaca).

HO—HpOH’LJ’DKI/ITCHHOTO 0CBO60)K,Z[3B3H6 Ha WHCYJIMH TJIapXXUH OT TOUjCO mpeuuIunTar, B CpaBHCHUEC C

uHCynuH miapxuH 100 equaum/ml ce 1bKU Ha HaMajsIBaHe Ha o0eMa Ha WH)KEKTHPAHE C JIBE
TPETH, KOETO BOJIX JIO ITO-MAJIKa TUIONT Ha IIOBBPXHOCTTA HA MPEIUIHTATA.
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®urypa 1: [Ipodun Ha aKkTHBHOCT B CTAIIMOHAPHO CHCTOSHUE TIPH MAIUSHTH ¢ AUa0eT THIT | Tpu
36-9acoBO MIPOYYBAHE C CYTJIMKEMUYICH KJIAMIT

3_

GI

R* 24
(mg
/(kg
*mi !

n))

T T
0 6 12 18 24 30 36

BpeMe c¢Jjel NOAKO0KHO WHXKCKTHPaHe
(4acoBe)

Jleuenune: — Toujeo 0,4 en./kg ===="Hucyaun raap:xuH (100 ex./ml) 0.4 en./kg

*GIR: CxopocT Ha IIIOKO3Ha HH(PY3HS: ONIpeiesieHa KaTo KOINIECTBOTO TIII0K03a, IPIIIOKEHa upe3 HHPY3HUs 3a
TIOJI/Ibp>KaHe Ha MOCTOSHHM ITa3MEHHU HHBA HA IIIIOK03a (CpeIHM YacoBH cToiHOCTH). KpasT Ha meprnoia Ha HaOMoneHue e

36 uaca.
WHCcynuH riaapKuH ce MeTabonu3npa 1o 2 akTuBHA MeTabonmura M1 u M2 (BX. Touka 5.2).

CBbp3BaHe ¢ MHCYIMHOBHUS peuentop: [IpoyuBanus in vitro mokassar, 4e apUHUTETHT HA WHCYJIUH
[JIApKUH U Ha HErOBUTE MeTa0oauTH M1 1 M2 KbM YOBEUIKUS MHCYJIMHOB PELENTOp € Mo100eH Ha
TO3U HA YOBELIKUS MHCYIIHH.

Ceop3Bane ¢ IGF-1 penenrropa: AQUHUTETHT Ha HHCYJIMH TIIapKUH KbM doBerkus IGF-1 pernenrop e
MPUOIN3UTENTHO 5 10 8 MBTH MO-TOJISAM OT TO3H Ha YOBEIIKHS HHCYIUH (HO mpubam3uTenHo 70 1o

80 mbTu no-manbk ot To3u Ha IGF-1), nokato M1 u M2 ce cBwp3Bat ¢ IGF-1 penentopa ¢ Maiiko no-
MaTbK a()MHUTET, B CPABHCHUE C YOBCIIKHUS MHCYJIHH.

Oo6maTa TeparneBTHYHA KOHIICHTPAIHsI Ha MHCYJIHH (MHCYJIVH TTIapKUH U HETOBUTE METabOoINTH),
yCTaHOBEHA MPH MAIMEHTH C JUabeT THI 1, € moq4epTaHo Mo-HUCKa OT Ta3H, KOSATO € Heo0Xoauma 3a
MOJIOBUHATA OT MakcuMaitHOTO 3aeMane Ha IGF-1 penenropa u mocienBamoTo akTHBUPaHe Ha
MUTOTCHHO-TIpoSIu)epaTuBHUS bT, nHULIMUpPaH oT IGF-1 penenropa. ®usnonoruunuTe
KOHIIeHTpaIu Ha eHnoreHHust IGF-1 MoraT 1a akTHBHpAT MUTOTEHHO-TTpOH(epaTHBHAS BT, 00aue,
TEPANeBTUYHUTE KOHIICHTPALIUU, YCTAHOBEHH TIPH JICYCHUES C MHCYJIMH, BKIIFOUUTEITHO MPH JICYCHUE C
Toujeo, ca 3HAYUTEITHO TIO-HUCKH OT (hapMaKOIOTUIHUTE KOHIICHTPAIMH, HEOOXOUMHU 332 aKTHBHPAHE
Ha IGF-1 mbTs.

HpI/I KIIMHUYHO (bapMaKOJ'IOFI/I‘{HO MMpOy4YBaHC € YCTAHOBCHO, Y€ MHCYJIMH IIApPKUH 1 YOBCUIKU
HUHCYJIMH, ITPUJIOKCHU UHTPABCHO3HO B €AHAKBU 103U UMAT €AHAKBO HCﬁCTBHC.

Kakro npu BCHUKM MHCYJIMHHU, BpEMETO Ha JICHCTBUE HA MHCYJIMH ITIap)KUH MOXKE J1a Ob/ie TIOBJIMSHO
0T u3MUecKaTa aKTUBHOCT U JPYTH IapaMeTpH.

Knnanyna egukacHocT u 6e300acHOCT

Obmara edukacHocT 1 6e3onacHocT Ha Toujeo (MaCynMH raapxuH 300 equan/ml) BEAHBX JTHEBHO
BBPXY IIMKEMUYHHUS] KOHTPOJ € CpaBHEHA C Ta3u Ha MHCYJIHMH riapxud 100 equanm/ml BenHbK
JTHEBHO B OTBOPEHH, PaHJIOMHU3UPAHHU, aKTUBHO KOHTPOJIMPAHU MIPOYUYBAHHUS C MapayesieH Ju3aiH, ¢
MPOIBIDKUTEITHOCT 110 26 CeIMUITH, BKITIOUBAIIN 546 MAIMEHTH ChC 3aXapeH IuadeT TUIl 1 u

2 474 manueHTH che 3axapeH auader tun 2 (Tabmuma 1 u 2).
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PesynraTuTe OT BCHYKH KIMHUYHU M3MUTBAHMSA ¢ Toujeo moka3Bar He mo-Majika e(hpruKacHOCT 1O
OTHOLIIEHHE Ha HaMansaBaHeTo Ha HbAlc oT M3X0qHOTO HUBO 0 Kpas Ha U3MUTBAHETO, B CPABHEHHE C
uHcynuH rnapxkul 100 exnannm/ml. [ToHmkaBaHeTo Ha IMIOKO3aTa B IUIa3MaTa B Kpas Ha
n3nuTBaneTo ¢ Toujeo e mogoOHO Ha ToBa ¢ MHCYIMH rapxuH 100 equanu/ml, kato ¢ Toujeo ce
Ha0JIr0/1aBa MO-II0CTEIIEHHO IIOHIKaBaHe 110 BpEME Ha IIepHoa Ha TUTPUPaHe. | IMKeMUUHUST
KOHTPOJI € €HAKbB, Korato Toujeo ce npuwiara BeIHbX JIHEBHO, CyTPHH WU BEUep.

ITono6penuero B HbA1C He ce moBmusBa OT 10JIa, ETHUYECKATA MTPUHAICKHOCT, BB3pacTTa,
MPOABIDKUTEITHOCTTA Ha uadera (<10 roxuuu u >10 roaunn), croitHocTTa HA HbA 1¢ Ha M3X0MHO
HUBO (<8% mu >8%) WiIu U3X0JHUS UHJIEKC Ha TeJecHa Maca (BMI).

B kpas Ha Te3u ,.treat-to-target” n3NUTBaHUSA, B 3aBUCUMOCT OT NMOMYyJalysITa NallUeHTH U
CBITBTCTBAILIOTO JieueHue, ce Habmoaasa 10-18% mo-Bucoka o3a B rpymnara Ha Toujeo, OTKOJIKOTO B
rpynara Ha CpaBHUTENHUS JiekapcTBeH mpoAyKT (Tadbmmma 1 u 2).

Pesynraturte OT KIMHWYHATE U3MUTBAHUS TOKA3BaT, Y€ NPU IMALUEHTH ¢ AMa0eT TUII 2, IEKYBaHU C
KOMOWHAINUS OT HEMHCYJIMHOB aHTUXUTIEPIIMKEMHUYCH JIEKAPCTBEH MPOAYKT MM UHCYIJIMH 110 BpeMe
Ha XpaHEeHe, YeCTOTaTa Ha MOTBhp/IeHa XUITOTIMKEMUsI (IO BCSIKO BpeMe Mpe3 JISHS U HOIIHA) € I10-
HHCKA TIPH TALMEHTHTE, JIEKYBaHH ¢ Toujeo, B CpaBHEHHE C JIGKyBaHUTE C MHCYJIMH TIIAp)KUH

100 eqmunm/ml.

IIpennmcTtBoTO Ha Toujeo cnpsamo wHCYHH TapxuH 100 enuaUE/ml 3a HamalnsBaHe Ha PUCKa OT
HOTBBP/ICHA HOIITHA XUITOTJIMKEMHS € TIOKa3aHo MY MAMeHTH ¢ 1ualdeT THH 2, JIeKyBaHH ¢ Oa3ajieH
MHCYJIMH B KOMOWHANWS C HEMHCYJTUHOB aHTUXUIIEPTIMKEMUYEH JIEKAPCTBEH MPOAYKT (HaMassiBaHe
Ha pucka ¢ 18%) uinm WHCYNIKH 1O BpeMe Ha XpaHeHe (HamallsiBaHe Ha pucka ¢ 21%) npe3 nepuona ot
cenmuIa 9 10 Kpast Ha H3MUTBAHETO.

Kato msino, Te3u edpekTi BbpXy pHCKa OT XUIOTIIMKEMHUS c€ HaOII01aBaT CHCTEMHO IIPH TAI[UEeHTHTE,
nexyBaHu ¢ Toujeo, B cpaBHEHHE C Te€3H, JeKyBaHH ¢ HHCYJIWH TaapxuH 100 equaumm/ml, He3aBUCHMO
OT BB3pacTTa, mosia, BMI u npoxpmxutenHocTTa Ha quadera (<10 romuan n >10 roauHn).

[Ipu nauuenTu ¢ quadet TUM 1, 4ecToTara Ha XUMOTIIMKEMHUS € CXOHA NP MAallUCHTHUTE, JIEKYBaHH C
Toujeo, B cpaBHEHHUE C TALIMEHTUTE, JIEKyBaH! ¢ MHCYIHH riaapskud 100 equannw/ml (Tabnuna 3).

Tabmuma 1: Pe3ynTatu oT KITMHIYHY W3NUTBAHUS IPH 3axapeH auadeT tum 1

26 cenMUIIM JIeYeHHe

Toujeo IGlar
Jleuenue B KoMOMHAIINSA C WHCYynTMHOB aHAOT 10 BpeMe Ha XpaHEeHe
Bpoii nexyBanu naumentu (mITT?) 273 273
HbAlc
M3xomaHa cpemHa CTOMHOCT 8,13 8,12
Kopurupana cpegaa nmpomsiHa OT U3X0THOTO HUBO -0,40 -0,44
Kopurupana cpenna pasiuka’ 0,04 [-0,098 no 0,185]
Ho3a 0azanen nncyaunn® (U/kg)
N3xoaHa cpenHa CTOMHOCT 0,32 0,32
CpemHa IpoMsiHa OT U3XOJHOTO HUBO 0,15 0,09
TenecHo Teryo" (kg)
N3xoaHa cpenHa CTOMHOCT 81,89 81,80
CpenHa npoMsiHa OT U3XOJHOTO HUBO 0,46 1,02

IGlar: Macynun rnapxus 100 emmanm/ml

a mITT: Momgnduupana intention-to-treat

6 Paznuka npu neyenuero: Toujeo—uucynuH rapxkud 100 eqununm/ml; [95% nosepurenen uHTepsa]
6 IlpoMsHa OT U3XOAHOTO HUBO J10 6-THA Mecel (HaloJaBaHu CIIydan)

2...IIpoMsiHa OT U3XOHOTO HUBO O MOCJIEHATAa OCHOBHA CTOHHOCT 110 BpeMe Ha 6-MECEYHOTO JICUCHHE
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Tabmmma 2: Pe3ynratu OT KIMHWYHY U3ATBAHKS PU 3aXapeH AuadeT THH 2

26 cexMHIU JIeUEeHHE

ITanuenTH,
JIeKYBaHHU Mpeau
TOBa ¢ 0a3ajieH
HHCYJIUH

ITanuenTH,
JIEKYBaHH Npeau
TOBa ¢ 0a3ajieH
HHCYJIMH

IManuenTH,
HeJIeKYBaHU
Ja0cera ¢ HHCYJIUH

I/IHch'II/IHOB aHajor

Jleuenune B KoMOMHAIHS C

o BpeMe Ha

HCI/IHC}’HI/IHOBI/I AHTUXUTICPIIIMKEMUYHN

XpaHeHet/ - JIEKapCTBEHHU MPOIYKTH
MeThopMIH
Toujeo IGlar Toujeo IGlar Toujeo IGlar

Bpoii nexyBanu nanuenTu® 404 400 403 405 432 430
HbAlc
M3xomaHa cpemHa CTOMHOCT 8,13 8,14 8,27 8,22 8,49 8,58
Kopurupana cpenna npomsiHa -0,90 -0,87 -0,73 -0,70 -1,42 -1,46
OT U3XOJHOTO HUBO
Kopurupana cpenna pasiuka’ -0,03 -0,03 0,04

[-0,144 510 0,083]

[-0,168 110 0,099]

[-0,090 110 0,174]

Jlo3a 6a3anen uncyaun® (U/kg)

U3xoaHa cpenHa CTOMHOCT 0,67 0,67 0,64 0,66 0,19 0,19

Cpenna mpoMsiHa OT 0,31 0,22 0,30 0,19 0,43 0,34

HU3XOJHOTO HHBO

TenecHo Teryo" (kg)

U3xoaHa cpenHa CTOMHOCT 106,11 106,50 98,73 98,17 95,14 95,65
Cpenna mpoMsiHa OT 0,93 0,90 0,08 0,66 0,50 0,71

H3XOJIHOTO HHBO

IGlar: Macynun rnapxus 100 emmanm/ml

a mITT: Moandumupana intention-to-treat
6 Paznuka npu nedennero: Toujeo—uucynmuH raapxuH 100 equrunm/ml; [95% nosepurenen nHTEpBan)
6 IlpoMsHa OT U3XOAHOTO HUBO 110 6-THA Mecel (HalnoJaBaHu CIIydan)
2 IIpoMsiHa OT M3XOJHOTO HHMBO JI0 MOCIEHATa OCHOBHA CTOMHOCT IO BpEME Ha 6-MECEYHOTO JICUCHHUE

Ta6mmma 3 - O6001TIeHEe Ha XUITOTIMKEMHUYHHUTE €MTM30/H 110 BpeME Ha KIIMHWYHOTO H3IUTBAHE MPH
MAIIeHTH ChC 3axapeH auabdert tum 1 u tum 2

Honynayusa c

3axapen ouadem mun 1

3axapen ouabem mun 2

3axapen ouabem mun 2

ouabem IManuenTH, JeKyBaHH
IMauueHTH, TeKyBaHH Ilayuenmu,
Nnpeau ToBa ¢ fa3ajeH
npeau TOBA ¢ 6a3ajeH HHCVIIMH HenleKyeanu doceza ¢
HHCYJIMH ¥ UHCYJIUH U Ha
bazanen uncynun
WHCYTUHOB aHANOT 110 HewnncynunoBu
Jleuenue B MHcynuHOB aHaior mno
BpeMe Ha XpaHeHet/- AHTUXUTIEPTIINKEMUYHA
KOMOUWHAIHS ¢ BpeMe Ha XpaHeHe
MeT(hOpMUH JICKapPCTBEHU MPOTYKTH
Toujeo IGlar Toujeo IGlar Toujeo IGlar

YectoTa (%) Ha Texkka® xunoraukemus (n/O6mo N)
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Honynayua ¢ | 3axapen ouadbem mun 1 | 3axapen ouabem mun 2 | 3axapen ouadem mun 2
ouabem n IManuenTH, JeKyBaHH
aAllUeHTH, JIEKYBAaHU Ilayuenmu,
npeau ToBa ¢ 6a3ajieH
npeau ToBa ¢ fa3ajieH HeJleKysaHnu ooceza ¢
WHCYJIMH
HHCYJIMH UHCYJIUH WU HA
bazanen uHcynuH
WHCYTUHOB aHANOT 110 HewnncynunoBu
Jleuenue B MHcynuHOB aHaior mno
BpeMe Ha XpaHeHet/- AHTUXHIEPTITUKEMIAYHH
KOMOUWHAIHS ¢ BpeMe Ha XpaHeHe
MeT(hOpMUH JICKapPCTBEHU MPOTYKTH
Toujeo IGlar Toujeo IGlar Toujeo IGlar
6,6 9,5 5,0 5,7 1,0 1,2
[Ipe3 uenus
MEPHO Ha (18/274) (26/275) (20/404) (23/402) (8/838) (10/844)
HpOYHBAHETO RR*: 0,69 [0,39;1,23] RR: 0,87 [0,48;1,55] RR: 0,82 [0,33;2,00]
Yecrora (%) Ha norebpaena’ xunoraukemus (n/O6mo N)
93,1 93,5 81,9 87,8 57,6 64,5
[Ipe3 uenus
HEepUoJ Ha (255/274) | (257/275) | (331/404) | (353/402) | (483/838) | (544/844)
MPOYHABARETO | o R 1,00 70,95:1,04] | RR: 0,93 0,88 0,99] | RR: 0,89 [0,83; 0,96]

YectoTa (%) HAa MOTBBPAEeHA HOIIHA"® XUnMoriaukemus (n/Oomo N)

Ot ceqmuna 9 59,3 56,0 36,1 46,0 18,4 22,5
J1O Kpai Ha (162/273) | (153/273) | (146/404) | (184/400) | (154/835) | (188/835)
nepuojia Ha

TPOYYBAHETO RR: 1,06 [0,92:1,23] RR: 0,79 [0,67:0,93] RR: 0,82 [0,68;0,99]

IGlar: Mncynus roapxua 100 exuaumm/ml

2 Texxka XUMormkeMus: Enus3ox, H3uCKBaIl MOMOI OT JPYTo JIMIE 32 aKTHBHO IIPHEMaHe Ha BBITIEXUIPATH, TITIOKAarOH
WA IPYTH pEaHUMalUOHHU JEHCTBUSL.

STloTBbpaeHa XUNIOTIMKEMHUS: BCsKa TeXKKa XUITOTIIMKEMHUSL M/WIIM XUIIOTIIMKEMUS, TIOTBBPJEHA ChC CTOMHOCT Ha
JIa3MeHara riroko3a <3,9 mmol/l.

® Homrna xunornukemusi: Enuzon, koiiro HactenBa Mexay 00:00 u 05:59 gaca

" 6-MecedeH Nepro]l Ha JeUeHHe

*RR: n34ncieH koeUIMeHT Ha pHcK; [95% noBepuTeneH HHTEpBa]

Ivexasocm 6v6 epemenio Ha npujiacane

be3onacHocTTa M edukacHocTTa Ha Toujeo, mpu MpHIoKEHHE ¢ PUKCHPAHO WIN I'FBKaBO BpeMe Ha
IpUJIaraHe € OLlEHEHA ChII0 B 2 paHIOMHU3UPAHU, OTBOPEHH KIMHUYHU U3IUTBAHUS C
npoabipkuTenHocT 3 mecena. [launentu ¢ quadet tum 2 (n=194) ca nomyyaBanu Toujeo BeIHBK
JHEBHO Bevep, [0 €AHO U ChIIO BpeMe Ha JAeHs ((PUKCHpaHO BpeMe Ha MPUIIOKEHHUE) UK B PAMKHTE
Ha 3 yaca npeau WM ciel 0OMYaiiHOTO BpeMe Ha MpuiIoKeHHe (IbBKaBO BpeMe Ha IpUIIaraHe).
[IpunoxeHneTo ¢ rbBKaBO BpeMe Ha IIpuUjlaraHe HsMa eeKT BbpXY [NIMKEMUYHUSI KOHTPOI U
YecTOTaTa Ha XUIIOTJIMKEMUSI.

Anmumena
Pesynrarute oT u3nuTBaHusATa, cpaBHABAIM Toujeo u wHCYNIMH ThapxkuH 100 enuaum/ml He ca
MOKa3aJIM pa3jivKa [0 OTHOIICHNE Ha 00pa3yBaHETO Ha aHTH-UHCYJHMHOBU aHTHTEa, €()UKACHOCTTA,

0e30macHOCTTa WM J103aTa Ha Oa3aTHIs HHCYJIMH MeXTy Toujeo ¥ MHCYIWH TJIapKUH
100 exqmunm/ml.
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Tenecruo meano

[Ipu nauuentute, nekyBanu ¢ Toujeo e HabIrOAaBaHA CpEeAHA IPOMSIHA B TEJIECHOTO TEIJIO0, TIO-MajKa
ot 1 kg B kpast Ha 6-MeceuHUsI IEPUO/I.

Pezyamamu om npoyusanemo 8bpxy npoepecupanemo na ouabemnama pemunonamus

Edexrure Ha uncynun rnapxus 100 enpannm/ml (BenHBK IHEBHO) BBPXY AUaOETHATA PETHHOMATHS
ca OLICHEHH B OTBOpPEHO, S-roaumrHo, NPH-konTponmpano npoyusane (NPH aBa nmbtu nHeBHO) mpu

1 024 manueHTH ¢ AEAaOET THH 2, IPU KOUTO MPOTPECHATa Ha PETUHONATHATA C 3 WIIA MTOBEYE CTCTICHH
10 CKajiaTa 3a MpoydYBaHe Ha PaHHO JieueHne Ha auabetHaTta pernHonaTus (Early Treatment Diabetic
Retinopathy Study (ETDRS)) e u3cnenBana chc CHUMKH Ha OYHHATE JbHA. He € ycraHOBeHa 3HauYnMa
pa3iuKa B IpOrpecupaHeTo Ha quadeTHaTa PEeTUHONATHS IPH WHCYNKH riapkuH 100 equaunm/ml B
cpaBHeHue ¢ NPH uncynun.

Ilpoyusane 3a a'bﬂZOCDO’{Ha ed)uKaCHOCWI u bezonacHocm

IIpoyuBanero ORIGIN [Outcome Reduction with Initial Glargine Intervention (HamansBane Ha
CbOUTHATA IPU HAYATHO JICYCHUE C UHCYJIMH [IAPKHUH)| € MHOTOLIEHTPOBO, PAHIOMHU3HPAHO
npoyuBaHe ¢ 2x2 (akTOpeH Au3aiH, npoBeaeHo npu 12 537 yqacTHHULIM ¢ BUCOK CHPAEYHO CHIIOB
(CV) puck u ¢ oTkioHeHus B rimoko3ata Ha rinagao (IFG) unmn napymen rimokosen tonepanc (IGT)
(12% ot yyaCTHHIIMTE) WIIH CHC 3aXapeH AUa0eT TUT 2, IeKyBaHH ¢ <] aHTHANAO0ETHO IMEPOPATHO
cpenctBo (88% oT yuacTHHIIUTE). YUacTHUINTE ca paHaoMm3upan (1:1) ma moixydaBaTt WHCYITUH
rnapxud 100 enuann/ml (n=6 264), THTpUpaH 10 MOCTUTAHE Ha TIa3MEeHa TIII0K03a Ha TIIa HO
(FPG) <95 mg/dl (5,3 mM), uiu cranaapTHo Jiedenue (n=6 273).

[IbpBUST CHBMECTEH MbPBUYEH PE3YTAT 32 €(hUKACHOCT € BPEMETO JI0 IbpBaTa MosBa Ha ChPJACYHO
CHIIOBa CMBPT, He(aTaneH MuokapaeH nHpapkt (MI) unu HedaTaaeH HHCYIT, a BTOPUSIT ChbBMECTEH
ITHPBUYEH PE3YNTAT 32 €(PUKACHOCT € BPEMETO JI0 IThpBaTa MOsABa Ha BCSIKO €THO OT IbPBHUTE
CHBMECTHH ITBPBUYHH CHOUTHS WM PEBACKYIapU3aIlMOHHA IpoIieaypa (KOpoHapHa, KapOTHIHA WITH
niepudepHa), WA XOCITUTAIN3AIN TOPagl ChpIeYHa HETOCTATHYHOCT.

BropuunuTe KpaitHu TOYKH BKIIFOYBAT CMBPT IO BCIKAKBA MPUYMHA U ChCTaBEH MUKPOBACKYJIapeH
pe3yJrar.

Wucynun roapxun 100 equaumnm/ml He MPOMEHs OTHOCUTEITHUS PUCK 32 ChPJEYHO ChIOBO
3a00IIBaHEe M CHP/IEYHO CHJI0BA CMBPT B CpaBHEHHE ChC CTAHAAPTHOTO JeueHue. Hsama pazmuku
MeXXTy HHCYIIMH TJIapKIH U CTAaHJAPTHOTO JICYSHHE 110 OTHOIIIECHIE Ha IBaTa CbBMECTHU ITbPBUYHU
pe3yInTaTa; 3a BCIKa OT ChCTaBHUTE KpailHU TOYKH, BKIIFOUBAIA T€3HW PE3YNITATH; 33 CMBPT IO
BCSIKAKBa MPUYUHA; WIH 32 ChCTABHUSI MUKPOBACKYJIAPEH pe3yiTar.

Cpennara no3a Ha nHCYIMH rnapkud 100 equannu/ml 1o kpas Ha npoyusaHneto ¢ 0,42 U/kg. Ha
W3XO0JTHO HUBO YYACTHUIIMTE Ca MMaIM CTOMHOCT Ha MenuaHata Ha HbAlc 6,4% u rpu e4eHueTo
cTOiHOCTTa Ha MenuaHata Ha HbAlc e B pamkure Ha 5,9 10 6,4% B rpynara Ha UHCYJIMH TJIAPKUH
100 eguuunm/ml u 6,2% no 6,6% B rpynara Ha CTaHAAPTHO JIEYEHUE NIPE3 LeJINs IEPUO Ha
MIPOCIIeISIBaHe.

YecroTara Ha TEXKa XUIOMIUKeMHUS (3acerHaTy y4acTHUIM Ha 100 MarueHTOroAMHN SKCIIO3UIIHS) €
1,05 3a uncynun rnapxkus 100 equannm/ml u 0,30 3a rpymnara Ha cTaHAApPTHO JICYCHUE, a YECTOTaTa
Ha MOTBBPJICHA HETEXKKA XUNoriukemus ¢ 7,71 3a uncynus riapxus 100 equaunm/ml u 2,44 3a
rpynara Ha CTaHAAPTHO JIe4eHHe. 3a IepruoAa Ha TOBa 6-TOAUIIHO MIPoy4BaHe, 42% oT rpynara Ha
wHCYNMH rnapxxuH 100 eguHATIM/M] HE ca IMaTl XUTOTIINKEMUS.

[Ipu mocienqHaTa BU3KTA Ha JIEUEHUE € HAINIE CPEIHO YBEIMUEHHE Ha TellecHOTO Terio 1,4 kg

CIIPSIMO M3XOJHATA CTOMHOCT B rpymaTa Ha MHCYIHH riapkuH 100 enuaum/ml u cpegHo HamaneHue
0,8 kg B rpymnara Ha cTaHIapTHO JIEUYEHHE.
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IlenmarpudHa HoMyIaIms

EdwukacHoctTa u 6e3onmacHocTTa Ha Toujeo ca mpoyyeHH B paHIOMH3UpaHO 1:1, KOHTpOIUpaHO,
OTKPUTO KIIMHUYHO M3MHUTBAHE TPH JICTIa U FOHOIIM ChC 3aXapeH auabeT tum 1 3a mepuon ot 26
ceamuny (n = 463). [TanuenTure B pamoTo Ha Toujeo BKiIroUBaT 73 nena Ha Bh3pact <12 roguHu u
160 nema Ha BB3pact >12 rogunu. Toujeo, mpuiarad BEAHBK THEBHO, TOKa3Ba MOI00HO HaMaJIeHHE
Ha HbAlc u FPG oT n3x0mH0TO HUBO 10 ceaMuIia 26 B CpaBHEHHE C HHCYJIMH TJIapKUH

100 egmunm/ml.

AHannu3bT 103a-0TTOBOP IMOKa3Ba, 4€ CJICA HavaJIHaTa (1)333 Ha TUTpUPAHE, KOPUTUPAHUTE 3a TCIICCHO
TCIJI0 AO03U IPU NCAUATPUYIHHU MALIUCHTHU Ca MMO-BUCOKH, OTKOJIKOTO IMTPU BB3PACTHU MAIUCHTU B
CTallMOHAPHO CHCTOSTHHE.

Karo msmo, yectoTara Ha XUIOTIIMKEMHS TIPH TIAIIMEHTH OT BCSKA KaTETOPHUS € CXOHA U B JBETE
rpyny Ha jJedenue, kato 97,9% ot nmanuenture B rpynara Ha Toujeo u 98,2% B rpynara Ha WHCYJIUH
rnapxud 100 enuannm/ml cpobiaBat noHe exHo crouthe. [1o chius HaUKH, YecToTaTa Ha CIy4anuTe
Ha HOII[HATAa XUIIOTJIMKEMHUS € CpaBHUMa B TPyNUTE Ha jiedenue ¢ Toujeo n uHcynuH raapxud 100
eamanny/ml. [IponeHThT Ha ManueHTHTe, CHOOIABAIIY 32 TEKKA XUITOTITUKEMHUS, € TIO-HUCHK MPH
MMarMeHTHTe B TpynaTta Ha Toujeo B cpaBHEHHE C MAIUEHTUTE B rpymaTa Ha HHCYIWH TiaapxudH 100
eamaAn/ml, croTBeTHO 6% 1 8,8%. [IpOIIEHTHT HA MAIMEHTHUTE C XUTIEPTIITMKEMUYHH €ITU30/IH C
KeT03a € Mo-HUCHK Npu Toujeo crpsmo nHcyuH riapkuH 100 eauannu/ml, choTBeTHO 6,4% U
11,8%. He ca ycranoBenu npo0iieMu BbB Bpb3Ka ¢ 0€30MacCHOCTTa MPH Toujeo 1Mo OTHOLICHHE Ha
HEXXEeNaHUTe ChbOUTHUS M CTAHAAPTHUTE MOKa3aTeNn 3a 0€30MacHOCT. Pa3BUTHETO HAa aHTUTENA € PSIKO
1 HAMa KIMHAYHO 3HaveHue. /laHHnTe 3a epuKacHOCT 1 O€30TIaCHOCT TIPH MEANATPUYHH MAlHEHTH
ChC 3aXapeH AualeT TUT 2 ca eKCTPAIOINPAHH OT JaHHHUTE 32 IOHOIIN ¥ BE3PACTHH MAIEHTH ChC
3axapeH auadeT Tuml 1 1 3a BE3pacTHH MAlMEHTH ChC 3aXapeH AuadeT Tu 2. Pe3ynraTute mMOaKpersT
ynorpebata Ha Toujeo npu neauaTpUYHY NAIUEHTH ChC 3aXapeH AuadeT Tu 2.

5.2 ®apmakoKWHeTHYHH CBOMCTBA

AOcopO11Ms ¥ pa3npeaeneHne

[Ipu 3apaBu Iula ¥ MAIMEHTH ¢ 1Ua0eT, CEpyMHUTE KOHIICHTPALUK Ha MHCYJIMH [TOKa3BaT 10-0aBHa U
MO-TIPOABIDKUTETHA a0COPOITHS, KOSTO BOAM JIO MO-TUIOCHK MPOQIIT BpeMe-KOHIICHTPAITUS CIIC]T
MOJIKOXKHO MHXKEKTHUpaHe Ha Toujeo B cpaBHEHHE ¢ MHCYJIMH ThapxuH 100 equaum/ml.

DapMaKOKHHETHYHUTE MPO(HUITN ca ChBMECTUMHU C (papMakoarnHAMUYHOTO AericTBre Ha Toujeo.

CranroHapHO HUBO B PAMKHTE Ha TEPAIIEBTUYHHS THANIa30H CE IOCTUTra clie]l 3-4 THH eKEIHEBHO
npuinoxxenue Ha Toujeo.

Crner moIKOXKHO MHXKEKTUPaHe Ha Toujeo, MHTpa-UHIMBUyaTHaTa BApHaOWITHOCT, OIIPEICIICHa KaTo
KOe(UIIMEHT Ha MPOMEHJIMBOCT 32 CKCIIO3UIIMATA HA WHCYJIMH B TIPOJIbIDKEHIE Ha 24 Yaca € HUCKa TpU
crarroHapHO csetostaue (17,4%).

Buotpanchopmanus

Criet MOIKOXKHO MHXKEKTUPAHE HA MHCYJIVH TIapXUH, WHCYJIMH TJIAPKUH ce MeTabonm3upa Obp30 pu
KapOOKCUITHHS Kpali Ha OeTa BepuraTa ¢ oOpa3yBaHe Ha J[Ba akTUBHH MeTabonuTta, M1
(21A-Gly-urcynun) u M2 (21 A-Gly-des-30B-Thr-uncynmua). OCHOBHOTO ITUPKYJIUPAIIO ChETUHECHNE
B I1a3Mara € MetabomuTsT M 1. Exkcio3umusata Ha M1 ce yBenmnyaBa ¢ IpHIIO’KEHATa 032 Ha HHCYJIHH
rnap>xuH. @apMakoOKMHETHYHHUTE M papMaKOJAMHAMHUYHUTE TaHHU MTOKa3Bat, 4e eeKThT OT
MOJIKOYKHOTO WHXKEKTHPAHE HA MHCYJIMH TJIAPKUH € ABJDKU TJIaBHO Ha excrnozuius Ha M 1. MucynuH
TJIAPXKUH U METa00IUTHT M2 HE ce OTKPUBAT IIPH MO-TOJIsSMaTa 4acT OT MAI[MEHTUTE, a KOTaTo Ce
OTKpUBAT, TAXHATa KOHICHTPAIMsI ¢ HE3aBUCUMa OT IMPUIIOKEHATA J103a Ha WHCYJIMH TJIAPKUH.

Enumunupane
IIpu mHTPaBEHO3HO MPIIOKEHUE, CITUMUHAITMOHHUAT ITOTY>KUBOT HA MHCYJIMH TIap>KUH U TO3H Ha

YOBCUIKHWA MHCYJIMH Ca CpPaBHUMU.
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ITomy>XUBOTBHT clie] MMOIKOKHO TPIIIOKEHHE Ha Toujeo ce onpeaesis OT CKOpOCTTa Ha aOCOPOITHS OT
noJIkokHaTa ThkaH. [lomyx)uBoThT Ha Toujeo ciien moakoKHO HHXeKkTupaHe ¢ 18-19 vaca
HE3aBUCHMO OT JI03aTa.

IlenmarpudHa HOMyIaIus

[IpoBeneH e momynanuoHeH (apMaKOKHMHETUYCH aHaIIN3 32 Toujeo Bb3 OCHOBA HA JaHHU 32
KOHIICHTpAIIMATAa HA OCHOBHUS My MeTabonmut M1, u3non3saiiku JaHHH OT 75 TIeMUATpUIHH
yuacTHUIM (Ha BB3pacT 6 1o < 18 rogunn) ¢ nuabet tun 1. TenecHOTO Terao okas3Ba BIUSIHUE BBPXY
KIpbHca Ha Toujeo o HemmHEeeH HaunH. B pesynrar Ha ToBa excno3urusaTa (AUC) npu
MeANAaTPUYHU MMAMEeHTH € MAJIKO MTO-HUCKA B CPAaBHEHHE C Bh3PACTHHU MAIMEHTH, MTOTyYaBally ChIlaTa
J103a, KOPUTHUPaHA CIIOPE]T TENECHOTO TETJIO.

5.3 IIpeakJMHUYHU JaHHHU 32 0€30MACHOCT

HexnmHandHMTE NaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOpa Ha 0azaTa Ha KOHBEHI[MOHATHNATE
(hapMaKOJIOTHYHN TPOYUYBAHHS 32 O€30MTACHOCT, TOKCHYHOCT P MHOTOKPATHO TIpHIaraHe,
T€HOTOKCHYHOCT, KAPIIMHOTEHEH MMOTEHIINAJ, PETIPOTyKTHBHA TOKCHIHOCT.

6. DAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha IOMOILIHHUTE BelIeCTBA

IlunkoB xmopua

Merakpeson

I'muuepon

XnopoBoAOpOHA KKcenrHa (3a kopeknus Ha pH)
HarpueB xunpokcun (3a kopekius Ha pH)

Bona 3a umxkekuuu

6.2 HecbBmMecTHMOCTH
Toujeo He TpsOBa J1a ce CMECBA WU pa3pek/ia ¢ ApyT UHCYJIMH WK JPYTH JICKAPCTBESHHU MPOTYKTH.
CmecBaHeTO WM pa3pexaaneTo Ha Toujeo mpoMeHs HeroBUs PO BpeMe/qeiicTBre, a CMECBaHETO

IIpUYrHABA IPCIUITUTALTNA.

6.3 Cpok Ha roaHOCT

Toujeo SoloStar
30 mecena.

Toujeo DoubleStar
36 mecena.

CpoK Ha TOIHOCT CJie/ TbPBAa YIIOTpeOa Ha mMUcankara

JlexapCTBEHHAT MPOIYKT MOXKE Jla Ce ChXpaHsBa MakcuMyM 6 ceamury on 30°C, kato ce mas3u oT
JUPEKTHA TOTUIMHA WM IUPEKTHA cBemnHA. [Tucankure B ynotpeda He TpaOBa Jja ce ChXpaHsBaT B
xnaauaHuK. Kamaukara Ha micankara TpsiOBa Ja ce MocTaBsi 00paTHO BhPXY IMHCAIIKATA CJIe]] BCIKO
WH)XEKTHpaHe, 32 J]a ce Npea3u OT CBETINHA.

6.4 Crnenuananm ycJaI0BHs HAa CbXpaHeHHe

[Ipenu nppBa ynorpebda
Ja ce cpxpansBa B xnamutHuK (2°C — 8°C).
Jla He ce 3amMpa3siBa WK MOCTaBs OJIN30 JI0 3aMpa3sBaiiaTa Kamepa Wi OXJIaIuTeNs B XJIa/[FITHA YaHTa.
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CroxpaHsBaiiTe MpeIBapUTETHO HAITBJTHEHATA MTUCANIKa B KAPTOHEHATa OMMaKOBKa, 3a J1a Ce MPeAra3y OT
CBETJIMHA.

CHC,Z[ ObpBa VHOTD€63 MK aKO C€ HOCH KaTO PE3€PBHA NNHUCAJIKA.

3a yclioBusTa Ha ChbXPaHEHHUE CJISH IIbPBOHAYAIHO OTBAPSIHE HA JICKAPCTBCHUS MTPOAYKT BUXKTE
TO4Ka 6.3.

6.5 Buawu cpabpikaHue Ha ONMAKOBKATA

Hucanka SoloStar

ITatpon (6e3UBETHO CTHKIIO THTI 1) ChC CHBO OyTasio (OpoMOOYTHIIOBA TyMa) B OOKaTKa (ATyMHHHN)
ChC 3amylIajika (JJaMuHaT OT U30TpeH U OpoMoOyTuiIoBa ryma). [IaTpoHBT € 3ameuaTad B mUcayika-
WHXXEKTOP 3a eJJHOKpaTHa ynoTtpeda. Bceku matpon ceabpxa 1,5 ml pa3rsop.

OmakoBku ot 1, 3, 5 u 10 mucanku. He BCHYKM BUAOBE ONAaKOBKM MOTaT J1a Ob/IaT ITyCHATH B
mpoaxoa.
Wraunte He ca BKIIFOYEHH B OIIAKOBKATA.

ucanka DoubleStar

[aTpon (Oe3uBeTHO cTHKIO THI 1) ¢ YepHO OyTano (0poMoOyTHIIOBa I'yMa) U 0OKaTKa (2 TyMHHUN)
ChC 3aITymragka (JJaMuHAT OT U30TPEH 1 OpoMoOyTHIIOBa TyMa). [IaTpoHBT € 3amevaran B Ucajka-
WHXEKTOP 3a eIHOKpaTHa yrmoTpeba. Beeku matpoH chabpxka 3 ml pa3tBop.

OmnaxkoBku ot 1, 3, 6 (2 omakoBku 110 3), 9 (3 onakoBku 1o 3) u 10 nmucanku. He Bcuuku BuoBe
OITAKOBKH MOTAT Jia ObJIaT ITyCHATH B IIpOIaxo0a.
Urnute He ca BKIIOUEHH B ONTAKOBKATA.

6.6 CrhenuajJHU NMpeaNna3sHu MePKH NP U3XBBPJIsIHE U padoTa

[Ipenu mppBata ynorpeda nucainkara TpsOBa Jla Ce OCTaBH Ha CTaliHA TeMIlepaTypa Hail-manko 1 gac
mpeau yrnorpeoa.

IIpenn na ce m3nonzBa Toujeo SoloStar mmu Toujeo DoubleStar mpenBapuTenHO HaBITHEHA MTHCANIKA,
Tpsi0Ba BHUMATEITHO JIa C€ IPOYETAT MHCTPYKIIUUTE 32 ynoTpeOa, BKIFOYCHHU B JINCTOBKATA 32
naruenTa. Toujeo npeABapuTeIHO HATBJIHEHH MMUCAIKY TPSIOBA J]a ce U3IMO0JI3BAT KAKTO CE MPEnophYBa
B T€3W MHCTPYKITUH 3a ynoTpeda (BxK. Touka 4.2). MHCTpyKTHpaiiTe MalMeHTHUTE Ja H3BBPIIAT
MpoBepKa 3a 6€30MacHOCT, KaKTo € onmrcano B CThITka 3 HA HHCTPYKITUUTE 3a yroTpeda. AKO He TO
HAPaBAT, MOXE JIa He ObJIe TOCTaBeHA ITbJIHATA J103a. AKO TOBa Ce CIY4H, MAIUCHTUTE TPsAOBa 1a
yBEJMYAT YeCTOTaTa Ha KOHTPOJI Ha HUBOTO Ha KPhBHATA 3aXap U MOXKE JIa CE HAJIOXKH JIa CH
NPUIIOKAT JIOMBJIHUTEITHO WHCYIIHH.

[laTponsT TpaOBa oa ce mpoBepu npeau ymnorpeda. Toil TpsaOBa a ce U3MOI3Ba CaMO aKo Pa3TBOPHT €
oucTbp, Oe31BeTeH, 0e3 BUAMMU TBHPIU YaCTULH U aKo € ¢ IOA0OHA Ha BoJa KOHCUCTeHLMS. Thi
kato Toujeo e OUCTBP pPa3TBOP, HE U3UCKBA PECyCICHIUpPAHE MPEaH ynoTpeoa.

ETukeThT Ha MHCYNWHA TPsAOBA BUHATH J]a CE TIPOBEPSIBA MIPEIN BCAKA WHXKEKIIHS, 32 Ja ce N30erHaT
TpEelIKH TPH JIeYeHHeTo Mex Iy Toujeo u npyru HCYyTHHA. KoJIruecTBOTO Ha aKTUBHOTO BEIIECTBO
“300” e oTOeNsI3aHO B METHO3IATUCTO BHPXY €THKETA (BXK. Touka 4.4).

[NanuenTure TpsiOBa Aa ObAaT nHGOpPMHUpaHH, ye No3aTopbT Ha Toujeo SoloStar nnu Toujeo
DoubleStar npenBapuTeIHO HATBITHEHA MMUCANIKA TIOKa3Ba Oposi Ha eIMHUIUTE Toujeo, KOUTO IIIe ce

HUHKCKTHUPAT. He ce namara MMPEU3YNCIIsIBAHC HA N03aTa.

o [Mucankara Toujeo SoloStar cwappika 450 eqununm Toujeo. T qocras g03u ot 1-
80 equHUIM Ha WHXKEKIMS, Ha CTEIIEHH OT 1 equHuIA.
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) [Mucankara Toujeo DoubleStar ceabprxka 900 enunui Toujeo. Ts moctaBs qo3u ot 2-160
e€IMHUIIMA Ha UHKEKIIUSA, Ha CTEIIEHH OT 2 €JUHHUILIH.
o 3a &1a ce HaMaJIM MTOTEHITHATHOTO MpHIarane Ha HeJIocTaThuHa 703a, Toujeo
DoubleStar ce npenopbuBa aa ce U3M0a3Ba IPU NAIMEHTH, KOUTO CE HYX/IaAT OT Haii-
Maako 20 eIMHUIM JTHEBHO.
o AKO He ce U3BBPIIY MPOBEPKA 32 0E30MMACHOCT MPE/IH IThpBaTa yrnoTpeda Ha HOBA ITUCAIIKA,
MOJKE Jia ce TIOJIYYH TaKa, 4e Ja He Ce MPHIIOKHU JOCTaThYHA 032 HHCYJIUH.

Toujeo He TpsiOBa J1a ce U3TErII OT AaTPOHA Ha MPEIBAPUTEITHO HAITbITHEHATA MTUCAJKa B CIIPUHIIOBKA,
TBHU KaTO TOBAa MOXKE J1a JOBEJIE JI0 TEXKKO Ipeno3upane (Bx. Touka 4.2, 4.4 u 4.9).

IIpenu Bcsika nHKeKIus TpsiOBa Ja ce OCTaBsl HOBa CTepuIitHa uria. Urmute TpsaOBa ga ce U3XBBPIIST
BeqHara ciiesl ynorpeba. Mrnure He TpsaOBa 1a ce usnon3part noBTopHo. [loBTOpHATAa yrioTpeda Ha
WTJINTE YBEIMYaBa PUCKa OT 3allyIIBaHEe Ha UTJIaTa, KOETO MOXKE J1a IOBEZE 0 CyOa03upaHe WilH
npeno3upane. M3moa3BaHeTo Ha HOBA CTEPIITHA UIJIa IPU BCAKA WHIKEKIHS CHIIO HAMAJISBA /10
MUHHMYM PHCKa OT 3aMbpcsiBaHe U uHpeknus. [Ipu 3anmymiBane Ha WriiaTta, NalyueHThT TPSIOBa Jia
clenBa yKa3aHUATA, ONMCAHM B CThIKA 3 Ha MHCTpyKIMuTe 3a ynorpeda, MPUIOKESHU KbM
JIUCTOBKATa 3a MaIruenTa (Bx. Touka 4.2 u 4.4).

W3non3BaHuTe UTIK TPsIOBA J1a CE U3XBBHPIAT B HEIIPOOWBAEM KOHTCHHEP WJIH J1a CE U3XBBHPIIAT B
CHOTBETCTBHE C MECTHUTE H3UCKBAHUSI.

[Ipa3nuTe nucanku He TPAOBa 1a Ce M3MOI3BAT OTHOBO M TPSIOBa Ja ce M3XBBPIISIT CIIOPE] MTpaBHUiIaTa.

3a ;1a ce mpeaoTBpaTH BE3MOKHO TIPEHACSHE Ha 00JIECTH, MHCYJIMHOBATA THCaIKa He TpsiOBa 1a ce
W3M0JI3Ba OT IIOBEYE OT €IMH YOBEK, JIOPH aKO WIJIaTa € CMeHeHa (BK. Touka 4.2).

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Sanofi-Aventis Deutschland GmbH, D-65926 Frankfurt am Main, I"'epmanus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/133/033
EU/1/00/133/034
EU/1/00/133/035
EU/1/00/133/036
EU/1/00/133/037
EU/1/00/133/038
EU/1/00/133/039
EU/1/00/133/040
EU/1/00/133/041

9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mepBoO pazpemasane: 27 oHu 2000 .
Jata Ha mocnenno ogHoBsiBane: 17 deBpyapu 2015 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
ITonpoOHa wH(pOpManHs 3a TO3M JeKapCTBEH MPOAYKT € IpeIocTaBeHa Ha yebcaiita Ha EBponeiickara

areHIus 1o Jekapcrata http://www.ema.europa.eu
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MPWIOKEHME I
MPOU3BOJUTEJ] HA BUOJIOTHYHO AKTUBHOTO
BEIECTBO U IPOU3BOUTEJIU, OTTOBOPHU 3A
OCBOBOKJIABAHE HA APTU/IN

YCJI0OBUSA UK OT'PAHUYEHNUSA 3A JOCTABKA N
YIIOTPEBA

APYI'U YCJIOBUS U U3BNCKBAHUSA HA
PASPEHIEHUMETO 3A YIIOTPEBA

YCJIOBUA NJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@QEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUS ITPOAYKT
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A. NPOU3BOIUTEJI HA BUOJIOT'NYHO AKTUBHOTO BEIIECTBO U
MNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOKJABAHE HA ITAPTUIN

Hme n aapeC HAa MPOU3BOAMTCIIA HA OMOJIOTUYHO AKTHBHOTO BCIIECTBO

Sanofi-Aventis Deutschland GmbH
Industriepark Hochst
Briiningstrafle 50

D-65926 Frankfurt / Main
I'epmanus

HmMe u agpec Ha TPOM3BOIUTEINTE, OTTOBOPHU 32 OCBOOOXKAaBaHE HA MAPTHINTE

Sanofi-Aventis Deutschland GmbH
Industriepark Hochst
Briiningstrafle 50

D-65926 Frankfurt / Main
T'epmanus

b. YCJI0OBUMA NWIN OIT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHUCAHHE.

B. JPYI'U YCJIOBUSA U UBNCKBAHUSA HA PASPELHLIEHUETO 3A YIIOTPEBA
. IlepuonnyHu akTyaau3upanu aokjaaau 3a oesonacuoct (ITA/Ib)

M3uckBanusTa 3a nonasane Ha [TAJIb 3a To31 JeKapCTBEH NPOAYKT Ca IOCOUYEHU B CIUCHKA C
pedepentauTe natu Ha EBponetickus cpro3 (EURD cruchk), mpensuaeH B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO u BB BCHUKH CIIEABAINY aKTyaIH3aIAY, ITyOJIMKYBaHU Ha
€BPOIIEHCKUS yeOropTal 3a JIEKapCTBa.

T. YCJOBUA NJIK OTPAHUYEHMUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TIPOAYKT

. Ilinan 3a ynpasJiedue Ha pucka (ITYP)

[IpurexatensaT Ha pa3pemienueto 3a ynorpeda ([IPY) TpsOBa na n3BbpIIBa U3UCKBAHUTE ICHHOCTH U
JeCTBUS, CBbP3aHU C TIpOCiIesiBaHe Ha JIeKapcTBeHaTa 6e301acHOCT, mocoueHu B 000penus [TYP,
npencraBed B Moayn 1.8.2 Ha Pazpermennero 3a ynorpeba, KakTo ¥ PH BCHYKH CIIEBAIIH
ChbIVIACYBaHU akTyanusauuu Ha [IYP.

Axryammsupan [IYP TpsiOBa na ce moxasa:

e [0 MCKaHe Ha EBporeiickaTa areHius mno JieKkapcTpara,

. BUHAT'H, KOTAaTO Ce M3MEHS CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKA, OCOOCHO B Pe3yiITaT Ha
IoJTy9aBaHe Ha HOBa MH(OpMaIns, KOSITO MOXKe J]a I0Beie A0 3HAYNMU IPOMEHH B
CHOTHOIIIEHUETO IOJI3a/PUCK, WIIK CJIE]] IOCTUTAHE HA BaXKCH eTarl (BbB Bph3Ka C
MpoCJeIsIBaHe Ha JICKapCTBeHATa 0€30MaCHOCT MIIM CBEXIaHE HAa PUCKA 10 MUHUMYM).

L I[Ol'l’b.l'lHHTeJ'lHI/l MEPKH 3a CBEXK/IaHE HA PUCKA 10 MUHUMYM

[Ipenu myckaneto Ha nasapa Ha Toujeo 300 enuHruK/ml BHB Beska AbpikaBa wieHka, [IPY TpaoBa na
CBIJIaCyBa C HAIIMOHAJIHMS KOMIIETEHTEH OpraH ChAbP)KaHUETO U (popMaTa Ha 0OyunTEIHATA
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Mporpama, BKJIIOUYUTEIHO CPEICTBA 32 KOMYHUKAIUS, HAYMHN Ha Pa3lpOCTpaHEeHHe, KaKTO M BCHYKH
JIPYTH aCIeKTH.

[IPVY tpsiOBa na rapaHTHUpa, Y€ BbB BCSKA IbpKaBa WieHkKa, B KosaTo Toujeo 300 exuauun/ml ce
mpejiara Ha ma3apa, Ha BCHUYKH MEIUIWHCKN CTIeTIHAINCTH, KOUTO CE€ 0YaKBa Aa MPEIMUCcBaT Wil
otmyckaT Toujeo 300 enuaAII/Ml, KAKTO W HA BCHIKW TMAITUEHTH WIIA TPIDKEITUTE CE 3a TAX, KOUTO Ce
oudakBa ga m3noisBaT Toujeo 300 exuaumII/ml mie ce mpeaocTaBu 00YIHUTENCH MaTepra OTHOCHO
pHcKa (PUCKOBETE) OT IPEIIKY IIPY JIeUeHUETO (nmpemMunaBane Mexy 100 enquauim/ml u

300 equauim/ml 63 KOpUrMpaHe Ha J103aTa).

OOyunuTeTHUTE MaTepUAIIN BKIIIOYBAT:
e  PRKOBOICTBO 3a MEAULIMHCKUTE CIELUAIIUCTHA
e  PwKOBOJCTBO 32 MalMEHTa/TPHKEIIOTO ce Julle (Oporrypa 3a mairueHTa)

OOyunTenHUTE MaTepUaIv 38 MEAULUHCKHUTE CIICHUAINCTH TPSIOBa J1a ChABPKAT CIICAHUTE OCHOBHU

€JIEMEHTH:

. ITogpoGHOCTH 32 TOBA KaK J1a ce CBEJIE IO MUHUMYM IpoOJIeMbT ¢ 6€30IMacHOCTTa, 00XBaHAT OT
MEpKHTE 3a CBEXK/IaHe Ha PUCKA JO MHHUMYM Ype3 MOIXOSII0 HAOII0ICHNE U JICUCHHUE:

- Wucynun rnapxkxua 100 equannm/ml n uacynua rnapsxua 300 equaumu/ml (Toujeo SoloStar n
Toujeo DoubleStar) He ca OMOEKBUBaJIEHTHHU U MOPay TOBa HE ca B3aMMHO3aMeHsieMH 0e3
KOpUTHpAaHE Ha /103aTa.

- Heo6xonnumo e kopurupane Ha A03aTa, KOraTo MaieHTHTe IPEMUHABAT OT €IHa Ha Ipyra
KOHIICHTPAIIHS:

» Cren tutpupane e HeoOxoaumMa cpenHo 10-18% mo-Brcoka n03a 6a3aneH HHCYIIUH 32
NIOCTUTaHEe Ha IeJICBUTE ANAlla30HN HA HUBATa HA IIIOKO3aTa B IUIa3MaTa Ipu
u3MoJ3BaHe Ha cheTaBa oT 300 equHUI/mI, B CpaBHEHHE ChC ChCTaBa OT
100 exuanm/ml.

» TlpemunaBaneto oT koHeutparms 300 exuaumnu/ml keMm 100 equamI/ml Boau 10
HOBUIICH PUCK OT XUIOTIIMKEMUYHN HHIIMACHTH, TJIABHO MIPE3 ITbPBaTa CEAMUIIA CIIe]T
NpeMHUHABaHETO. 3a J]a Ce HAMAJIM PUCKBT OT XHUITOTJIUKEMHUS], TIAMEHTHTE, KOUTO
CMEHST CBOSITAa CXeMa Ha JIeYeHHE ¢ 0a3ajieH HHCYJINH IPH MIPUIIOKEHUE BEIHBK
nHeBHO Ha Toujeo (uHCynmH TaapkuH 300 equHU/ml) cbe cxema Ha JieueHHe
BEJHBK JHEBHO ¢ MHCYJHH TaapxuH 100 equannm/ml, TpsOBa na HaMamsT J03aTa CH C
20%;

» Korato ce mpeMuHaBa OT CXeMa Ha JICUCHHE ¢ HHCYJIMH ChC CPEeIHA TPOIBIDKUTEITHOCT
Ha AeHCTBUE WU C IBJTONCHCTBAI HHCYIMHOB IPOAYKT, KbM CXeMa Ha JICYCHHUE C
Toujeo, MoXe 1a ce HATOKH MPOMSIHA Ha J03aTa Ha 0a3alHNs MHCYJIMH U KOPEKIHs Ha
CBITBTCTBAIIOTO aHTUXUIEPIIIMKEMUYHO JieyeHre. [1o BpeMe Ha mpeMHUHABAHETO U Mpe3
'BPBUTE CEIMUIIM CIIE/I TOBA C€ MPENOPbhUBa CTPUKTHO METAOOIUTHO MPOCIIeIIBaHE;

o OCHOBHH TOCJIaHUs, KOUTO TPsiOBa J1a ce ChbOOUIST PU KOHCYJITHPAHETO HA TTALUEHTUTE:

- [TanmenTuTe TpsAOBa 1a OBbJAT HHCTPYKTHPAHH, Y€ TIPOTYKTUTE UHCYIIMH TJIAPKUH
100 equanmm/ml 1 Toujeo He ca B3auMHO3aMEHsIEMH | TPsiOBa Jla ce HApaBsAT KOPEKIIUU B
7103aTa;

- [To BpeMe Ha MpeMUHABAHETO U MPE3 IFPBHUTE CEAMMUIIH CJIE]] TOBA CE MPETOPhUBA MAIUCHTUTE
Jia TIPOCIIeAsiBaT KpbBHATA CH 3aXap.

o YkazaHus 3a TOBa Kak Jia ce CboOIIaBaT JIEKAPCTBEHU TPELIKH WIH HEXKEJIAaHH ChOUTHS:
[MonpoGHOCTH 32 HaIMOHATHATA CUCTEMA 3a ChOOIaBaHe Ha bPKABHO HUBO.
o Jpyru: PbKOBOACTBOTO 38 MEAWIIMHCKUTE CIIEIIMATHMCTH CHIO MOAUEPTaBa Pa3InKaTa MEXKIY

nucankuTe Toujeo ¢ pa3TMIHO KOJIMYECTBO HA AKTUBHOTO BEIIECTBO:

»  Uucynun rnapxxus 300 equnauinm/ml ce npeyiara Kato JBa BUIa MHCAIKU C Pa3InYHO
KOJIMUYECTBO Ha aKTUBHOTO BemlecTBo: Toujeo SoloStar (1,5 ml npeasapurenno
HampJIHeHa nucanka/450 equanim) u Toujeo DoubleStar (3 ml mpeasapurenno
HaITbJIHeHA mucanka/900 equHuIm).

» VYBenmuuaBaHETO Ha no3arta nmpHu Toujeo SoloStar e ¢ eHA eMHUIIA, @ YBETHYABAHETO
Ha go3ata npu Toujeo DoubleStar e ¢ 2 eaunuIm.

» JloctaBeHaTa Ji03a € Ta3u, KOSTO € MOKa3aHa Ha po30pera 3a 103aTa.
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OOyunTEeTHUAT MaTepUall 3a MalUeHTa/TPIKEIOTO ce nuie (Opolrypa 3a nanueHTa) Tpsosa na

ChIbpKa CIIEAHUTE OCHOBHHU €JIEMEHTH:

o [HonpoOHO onMcanne Ha HAYMHUTE, KOMTO C€ M3II0JI3BAT 32 CAMOCTOSATEHO PUIIO’KEHHE Ha
WHCYJIMH TJIap)KHH:

- Wucymun rnapxkua 100 equannm/ml n wacynua rnapsxua 300 equaumm/ml (Toujeo SoloStar n
Toujeo DoubleStar) He ca OMOeKBHBaJICHTHH M MIOPAJIH TOBA HE ca B3aUMHO3aMEHsIeMH 0e3
KOpUTHpAaHE Ha /103aTa.

- [IpemMuHaBaHeTO OT JieueHKE C €MH UHCYJIMH Ha IPYT TPsAOBa Aa CTaBa caMo aKo € IPEeANUCcCaHo
OT TeXHHS JIeKap;

- Tps0Ba BuHaru aa ce cra3Ba HOBaTa, MPETOphYaHa OT TEXHUS JIeKap /103a;

- KppBHaTa 3axap TpsiOBa Aa ce ciie i CTPUKTHO 110 BpeMe Ha MPEMIHABAHETO U Tpe3 IbPBUTE
CEJIMHIIN CJIE]] TOBA;

- Tps0Ba ga ce KOHCYNTUPAT ChC CBOS JIEKAp 3a JOMBIHUTEIHA HH(OpMALIHS;

- Tps6Ba ga croOUIaBAT 32 IEKAPCTBEHU TPELIKH WM HexkelaHu peakuuu. [loqpoOHOCTH 32
HaIMOHAJIHATa CUCTEMa 3a ChoOIIaBaHe ca J00aBeHU Ha IbPKaBHO HUBO;

- Wucynun roapxua 300 equannm/ml ce mpeiara KaTo ABa BUA MMHCAIKHU C Pa3IMIHO
KOJIMYECTBO Ha aKTHBHOTO BemiecTBo: Toujeo SoloStar (1,5 ml npeaBapurenHo HamrbIHEHA
nucanka/450 equannm) U Toujeo DoubleStar (3 ml npenBapuTeTHO HaITbJIHEHA
nucanka/900 equHuIM). YBennyaBaHeTo Ha o03ata npu Toujeo SoloStar e ¢ enHa equHMIA, a
yBeJIM4aBaHEeTo Ha Jo3arta npu Toujeo DoubleStar e ¢ 2 enqunum. JlocraBeHara 1o3a e Tasu,
KOSITO € [T0Ka3aHa Ha Mpo30pena 3a 103ata.

TapreTHara ayauTopusa 1 HAYMHAUTE 32 Pa3NpOCTpaHEHNE Ha BCHYKH Te3W MaTepHalii TpsiOBa 1a Obaat
CBITIaCYBaHU Ha HUBO IbpKaBH wieHKH. [IPY TpsOBa na chriiacyBa OKOHUATENHUS TEKCT U
CBHABPKAHUETO HA OOYUHUTEITHUS MaTePUaN 32 MEIUIIMHCKUTE CIICIIUAINCTY U MAMEHTHTE, 3ae/THO C
IUIaH 32 Pa3npOCTpPaHEHHE, C HAIMOHAIHUS KOMIIETEHTEH OpraH Ha BCSIKa AbpKaBa WICHKA MPEIu
MyCKAaHETO Ha Ma3apa Ha JEKapCTBEHUS MPOAYKT.
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IPUJIOKEHHUE III

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

KAPTOHEHA OITAKOBKA

| 1. NME HA JIEKAPCTBEHUSA TPOAYKT

Toujeo 300 equaunm/ml SoloStar HHXEKIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAITBJIHEHA MTUCAJIKA
Toujeo 300 equauI/ml DoubleStar HHXKEKIIMOHEH Pa3TBOP B MPEIBAPHUTEIHO HAITBIHEHA MTUCATKA
MHCYJIVH TJIApKUH

[2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceexn ml cpapprka 300 equanmm (10,91 mg) WHCYIHUH TIIap KUH.
IMucanka SoloStar

Bceska nucanka ceabpxa 1,5 ml pa3rBop, exkBuBaneHTHH Ha 450 eqUHALN.
[Mucanka DoubleStar:

Bceska nucanka ceabpxa 3 ml pa3tBop, ekBuBajieHTHH Ha 900 equHUIN.

[3. CHUCBK HA IOMOIIHUTE BEHIECTBA

[InHKOB XJIOpHUI, METAKPE30JI, TIUIEPOJI, XJIOPOBOJIOPOIHA KACSINHA / HATPUEB XUIPOKCH]T (32
Kopeknus Ha pH), Boga 3a HH)KEKITHH.

| 4. JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHXeKITMOHEH pa3TBOP B MPEIBAPUTEIHO HAITBIHECHA IHCAJIKA.
ITucanka SoloStar:

1 mucanka

3 mrcanku

5 TIcanku

10 mucanku

ITucanka DoubleStar:

1 mucanka

3 mucanku

10 mucanku

| 5. HAYMH HA ITPUJIOKEHUE U IbT(MIIA) HA BBBEXKJIAHE

IIucanka SoloStar

1 ctenka=1 eguuuia

IIucanka DoubleStar:

1 cTpKa=2 equHALIA

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
OTtBoOpeTe TyK

TlonkoXHO MpUIOXKEHUE
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6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUA ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U JTOCEI'A HA JTELIA

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

| 7. APYT' CHEIIMAJIHU INIPEAYHPEXKIAEHUA, AKO E HEOBXOJUMO

W3non3BaiiTe caMo B Ta3u MHUCANKa, Thil KATO MOXKE JIa C€ CTUTHE JI0 TEXKKO MPeI03UupaHe.
Bunaru n3nosn3BaiiTe HOBa UIJIa 3a BCSIKA MHKEKLIHS.

3a ynorpeba caMo OT eIMH MalUCHT.

Ja ce u3mon3BaT caMo OMCTPH U OS3IBETHU Pa3TBOPH.

450 eguHMIM Ha mucaika (mucaika SoloStar)

900 exuHunm Ha mucaika (mucaika DoubleStar)

| 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

| 9. CIIEHMAJIHU YCJIOBUS HA CbXPAHEHUE

[Ipenu nbpBa ynorpebda

Jla ce chxpaHsiBa B XJIAMITHUK.

[a He ce 3ampazsiBa WU TOCTaBs O30 10 3aMpa3sBallaTa KaMepa WId OXJIaIuTels B XJIa niTHa
yaHTa. ChXpaHsaBaiiTe MpenBapuTeIHO HATbJIHEHATA TIHCaIKa B KAPTOHEHATa OMAKOBKa, 3a J1a Ce
Mpe/nasu OT CBETINHA.

Cren mppBa ynotpeda

IIpoaykThT MOXeE Ja ce ChXpaHsBa Haii-mHOTO 110 6 cenmuty oz 30°C. [la He ce 3ampa3ssiba.
Kamaukara Ha nircankara TpsibBa Jia ce oCTaBs 00paTHO BbPXY MUCATIKATA CJIE] BCSAKO HHKEKTUPAHE,
3a Jia ce Mpe/a3y OT CBETIIMHA.

10. CHEHLUWAJIHU ITPEAITAZHA MEPKU ITPU U3XBBHPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

| 11. HME U AAPEC HA ITIPUTEXKATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Sanofi-Aventis Deutschland GmbH
D-65926 Frankfurt am Main,
I'epmanus.

| 12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/00/133/033 1 nucanxka (SoloStar)
EU/1/00/133/034 3 nucanku (SoloStar)
EU/1/00/133/035 5 nucanku (SoloStar)
EU/1/00/133/036 10 nucanku (SoloStar)
EU/1/00/133/037 1 nucanka (DoubleStar)
EU/1/00/133/038 3 mucanku (DoubleStar)
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EU/1/00/133/041 10 pens (DoubleStar)

| 13. TTAPTHJIEH HOMEP

ITaptunen Ne

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIMSA HA BPAMJIOBA A3BYKA

Toujeo 300 SoloStar
Toujeo 300 DoubleStar

‘ 17. YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/]

JIByr3MepeH 0apKoJI ¢ BKIFOYEH YHUKAJICH HACHTH()HUKATOP.

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

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA OITAKOBKA I'pynoBa onakoBka (cbabp:ka Blue Box)

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Toujeo 300 equaunm/ml DoubleStar nHXeKLIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA MTUCATIKA
WHCYJIVH TI1apKuH

2. OBsBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceexn ml cpapprka 300 equanmm (10,91 mg) WHCYIMH TIIap>KUH.
Bcsika nmucanka ceappxa 3 ml pa3TBop, ekBuBasieHTHH Ha 900 emnHUTIA.

‘ 3. CIIMCBK HA TIOMOIIHHUTE BEIIECTBA

LHKOB XJIOpHI, METaKpe30J1, MIMIEPOJI, XJIOPOBOJOPOAHA KUCETMHA/HATPHEB XUAPOKCH (32
kopekius Ha pH), Boja 3a HHXKEKIUH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITIAKOBKA

WmxeKknnoHeH pa3TBOp B IPEIBAPUTEIIHO HAITbJIHEHA MU CAJIKa.

I'pymoBa omakoBka: 6 (2 OMaKOBKH 10 3) MHCAITKHI
I'pymoBa omakoBka: 9 (3 omakoBKH 1O 3) MUCATIKH

5. HAYUH HA ITPUJIOKEHME U ITT(MIIA) HA BBBEXXKJAHE

1 cTBIIKAa= 2 eTUHHUIINA

IIpenu yroTpeba mpodyeTeTe TUCTOBKATA.
IToakoxHO MpUIIOKEHUE

OTtBoOpeTE TYK

6. CIHEHUAJIHO NPEAYHPEXIEHHUE, YE JTEKAPCTBEHUA ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA U IOCEI'A HA IELHA

I[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JCIa.

‘ 7. APYI'U CHEOUAJIHUA HNPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO

M3non3BaiiTe caMo B Ta3u NMUcalika, Thil KATO MOXKE Jla C€ CTUTHE JI0 TEXKO MPEeA03UupaHe.
Bunaru u3nonsBaiiTe HOBa MIJIa 3a BCAKA HHYKEKIIUS.

3a ynorpeba caMo OT €IMH MMAIUCHT.

Jla ce usmoisBar caMmo OUCTPHU U OE3IBETHHU Pa3TBOPH.

900 equHMIM HA TUCAJIKA
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHHA YCJIOBUSI HA CbXPAHEHUE

[Ipenu nppBa ynorpebda

Jla ce chxpaHsiBa B XJIAJMITHUK.

Jla He ce 3ampazsiBa WU MOCTaBs OJIM30 J0 3aMpa3sBaliaTa KaMepa WIH OXJIaUTels B XJIaiTHa
YaHTa.

CroxpaHsBaiiTe MpeIBapUTETHO HAITBJTHEHATA MTHCANTKa B KAPTOHEHATa OMMaKOBKa, 3a 1a Ce TPEeATa3 OT
CBETJIMHA.

Cren mppBa ynotpeda

IIpoaykThT MOXeE Ja ce ChXpaHsBa Hail-mHOTO 110 6 cenmumy oz 30°C. [la He ce 3ampassiba.
Kamaukara Ha nircankara TpsibOBa Jia ce IOCTaBss 00paTHO BBPXY MUCATIKATA CJIE] BCSAKO HHKEKTUPAHE,
3a Jia ce Mpe/a3y OT CBETIIMHA.

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

11. HME U AJJPEC HA IPUTEXKATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Sanofi-Aventis Deutschland GmbH
D-65926 Frankfurt am Main,
T'epmanus.

12. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/00/133/039 6 nucanku (2 onmakoBKH 10 3)
EU/1/00/133/040 9 niucanku (3 onmakoBKH 10 3)

13. HAPTHUJIEH HOMEP

ITaptunen Ne

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAJIOBA A3BBYKA

Toujeo 300 DoubleStar
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‘ 17. YHUKAJIEH WIEHTUOPUKATOP — IBYU3MEPEH BAPKOJ

JIByn3mepeH 0apKoJI ¢ BKIFOYEH YHUKAJICH HACHTH()HUKATOP.

‘ 18. YHUKAJIEH WIEHTUHOPUKATOP — JAHHHU 3A HETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA ChbABPKA BTOPUYHATA OITIAKOBKA

BBTPEIIHA KAPTOHEHA OITAKOBKA 6e3 Blue Box

1. HNME HA JJEKAPCTBEHUA ITPOAYKT

Toujeo 300 eqununm/ml DoubleStar nHXeKIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAIThIHEHA MTUCATIKA
WHCYJIVH TJ1apKuH

2. OBSBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bceexn ml ceapprka 300 equanmm (10,91 mg) WHCYIUH TIIap)KUH.
Besika nmucanka ceappxa 3 ml pa3tBop, ekBuBasieHTHH Ha 900 emnHUTIN.

‘ 3. CIIMCBK HA TIOMOIIHHUTE BEHIECTBA

LHKOB XJIOpHI, METaKpe30J1, MIMIEPOJI, XJIOPOBOJOPOAHA KUCETMHA/HATPHEB XUAPOKCH (32
kopekius Ha pH), Boja 3a HHXKEKIUH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmxeKknnoHeH pa3TBOp B IPEABAPUTEIIHO HAIlbIHEHA [TUCAJIKA.

6 mucanKu
9 mucanku

Yacr ot rpynoBa OIIaKOBKa, HC MOXKE Jia CC NIpoaaBa OTACIIHO.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEXKXKIAHE

1 cTpoka= 2 eIUHUIA

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
TlonkoXxHO NpUTOXKEHUE

OTtBOpeTE TYK

6. CIHEHUAJIHO NPEAYHPEXIEHHUE, YE JTEKAPCTBEHUA ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA U IOCEI'A HA IELHA

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

7. APYI'U CHEHHUAJIHM IIPEAYIPEXXJEHU A, AKO E HEOBXOJUMO

M3non3BaiiTe caMo B Ta3u NMUcalika, Thil KATO MOXKE Jla C€ CTUTHE JI0 TEXKO MPEeA03UupaHe.
Bunarn usmosnsBaiiTe HOBa UTJIa 32 BCAKA HHIKCKITHS.

3a ynorpeba caMo OT €IMH MMAIUCHT.

Jla ce usmoisBar caMmo OUCTPHU U OE3IBETHHU Pa3TBOPH.

900 equHULM HA IMHCAJTIKA

34



‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

‘ 9. CIIEIJMAJIHU YCJIOBUSA HA CbXPAHEHUE

IIpeau mepBa VHOTDC63

I[a CC€ CbXpaHsABa B XJIaJUJTHUK.

I[a HE C€ 3aMpassBa UJIN IOCTaBs 01130 10 3aMpasgBaliaTa KaMepa Uin OXJIaAUTEI B XJIaAuIHa
YaHTa.

C’bXpaHHBaﬁTe MIpeABAPUTCIIHO HAITBJIHCHATA NMCAJIKAa B KAPTOHCHATA OIIAKOBKA, 3a 1a CC€ MpCAIa3nu OT
CBCTJIMHA.

Crnen mppBa ynotpeda

IIpoaykThT MOXeE Ja ce ChXpaHsBa Haii-mHOTO 110 6 cenmumu oz 30°C. [la He ce 3ampa3ssiba.
Kamaukara Ha mucanikara TpsiOBa J1a ce MOCTaBsi 00OpaTHO BhPXY MUCATKATA CIIE]] BCIKO WHXCKTHPaHE,
3a Jla ce Mmpe.a3y OT CBETINHA.

10. CHEINUAJIHU ITPEAIIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

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

Sanofi-Aventis Deutschland GmbH
D-65926 Frankfurt am Main,
I'epmanus.

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/00/133/039 6 nucanku (2 onmakoBKH 110 3)
EU/1/00/133/040 9 nrcanku (3 onmakoBKH 110 3)

13. MAPTHUJAEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA
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16. MHP®OPMAILIMSA HA BPAMJIOBA A3BBYKA

Toujeo 300 DoubleStar

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

JIByn3aMepeH 6apKoJI ¢ BKIIIOUCH YHUKAICH HICHTU(DUKATOP.

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

PC:
SN:
NN:
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MHUHHMMYM JAHHHU, KOUTO TPABBA JJA CbABPXKXAT MAJIKUTE EAJUHNYHHU
II'bPBUYHH OITAKOBKH

ETUKET HA IIMCAJIKATA

| 1. NME HA JIEKAPCTBEHUA MPOAYKT U IBbT(MIIIA) HA BBBEXKJIAHE

Toujeo 300 emuautn/ml SoloStar HHXKEKITMOHEH Pa3TBOP
Toujeo 300 equau/ml DoubleStar HHXEKIIMOHEH Pa3TBOP
WHCYJIMH TapKuH

TlonkoXHO MpUTOXKEHUE

| 2. HAYMH HA ITPUJIOKEHUE

W3nom3Baiite camo B Ta3u nucajka, TBI KaTO MOXeE Ja €€ CTUTHEC O TCKKO IIPECA03UPaAHC.

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

EXP

| 4. HAPTUJAEH HOMEP

Lot

| 5. CBABPKAHUE KATO MACA, OBEM WJIX EIUHULIN

1,5 ml (SoloStar)
3 ml (DoubleStar)

6. JPYIO

ITucanka SoloStar 1 crenka=1 ennHunIa
ITucanka DoubleStar
1 cThIIKa=2 eTUMHAIN
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Toujeo 300 exmaumu/ml SoloStar MHkeKIMOHEH Pa3TBOP B NPeABAPUTEHO HAITBJIHEHA
nucajiKka
Wucynun rnapsxun (Insulin glargine)
Besika nucajika SoloStar nocrass 1-80 eqununm Ha creneHnu ot 1 eqguHuIA.

IIpouyeTeTe BHUMATEIHO ISLJIATA JIMCTOBKA, ITPEH /Ia 3aM0YHETE JIa U3NO0JI3BaTe TOBA
JIEKApPCTBO, Thil KaTO TSl ChAbpP:Ka BaxKHa 3a Bac undopmanus.

o 3amazere Ta3u JIUCTOBKA. MoJKe /1a ce HaJIOXKH J1a 5 POYETeTe OTHOBO.

o AKO UMaTe HAKaKBH JOMBIHUTEIHH BBIIPOCH, onuTaiiTe Bamms nekap, papmanest nim
MEJUIIMHCKA CecTpa.

. Toga nekapcTBo € npennucano auyHo Ha Bac. He ro mpeotcThnBaiite Ha npyru xopa. To moxke
Jla M HaBpeJlv, HE3aBUCHMO Ye MPU3HAIMTE HA TAXHOTO 3a00JIsBaHe ca ChIUTE KaTo Bamwre.

o AKO TIoNTyYuTe HAKaKBU HEXKEJIaHHU JIEKAPCTBEHH PEaKIliy, yBeromMere Bammis nexap uim

¢dapmaneBT. ToBa BK/IHOYBA U BCHYKHM Bb3MOXKHH HEXEJIaHHU PEaKI|K, HEOMUCAHH! B Ta3u
JIMCTOBKA. BrkTe TOuka 4.

KakBo cbabp:ka Ta3u JUCTOBKa

KakBo npencrasnsaBa Toujeo u 3a KaKBO c€ M3MOJI3Ba

Kaxso Tps6Ba na 3Haere, npeau na u3noissate Toujeo

Kax ma nznomssare Toujeo

BB3MOXXHU HEXETaHU peakuu

Kak na cexpansiBate Toujeo

ChbabpKaHye Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

S i

1. Kakso npeacrasiasBa Toujeo 1 3a KakBo ce U3M0J13Ba

Toujeo e BUA ABATOJCHCTBAL HHCYJINH, HAPSUCH ,, AHCYJTUH TJIApKHH .

o Toit e MHOTO TO00EH HA YOBEUIKHS HHCYIIHH.

o To# ceabpka 3 mbTH IOBEYE UHCYIUH B | ml, OTKOJIKOTO cTaHIAPTHHUS UHCYJINH, KOMTO
cpabpka 100 eguaAIM/ M.

J Bue moxere 1a npoMeHNTE BpEMETO Ha MHKEKTHPaHe, aKo € He0OX0AnMO (3a rmoBeye
WH(pOpPMAITUS BIDKTE TOYKa 3).

. [MonmxaBa cTabMIHO KpbBHATA BU 3axap 3a IBIBT MEPUOJT OT BpEMe.

Nnxextupa ce BEIHBXK THEBHO.

Toujeo ce n3non3Ba 3a JeyeHne Ha 3axapeH quader (quadeT) Mpu Bb3pacTHH, IOHOIIH U JeTa Hal
6-rogumHa Bb3pacT. ToBa e 3a0omsBaHe, IPH KOETO OPraHM3MBT BU He Mpon3Bekaa JOCTaThuHO
WHCYJIMH, 32 Ia KOHTPOJIMPa HUBOTO HAa KPbBHATA 3axap.

2. KakBo TpsadBa na 3Haere, npeau Aa usnouassare Toujeo

He uznoassaiite Toujeo:
o AXO CTe aJleprudHy KbM UHCYJIMH TJIAPXKHUH WA KbM HAKOSI OT OCTaHAJIHUTE ChCTABKH HA TOBA
JeKapcTBO (M30pOeHU B TOUKA 6).

IIpenynpesxkaenus u npeanasHu MepKu

I'oBoperte ¢ Bamus nekap, GpapmalieBT nim MEIUIIMHCKA CECTPa, MPEIH Ja u3nonseare Toujeo.
CrneiBaiiTe CTPUKTHO UHCTPYKIIMUTE HA Bamms jekap 3a ToBa konko Toujeo aa usmnoinspare, Kak ja
HaOIoaBaTe KPhBTA M ypUHATA CH, BamaTa nmueTta v HUBaTa Ha GU3NYecKa aKTUBHOCT, M TEXHHUKA Ha
WH)XXEKTHpaHe.
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Ba:kHo:

° Ako kpbBHaTa Bu 3axap € npekajieHO HUCKA (XUTIOTJIMKEMHS) - BHXKTE ,,KaKBO JIa HAIIPaBUTE,
aKO MMaTe HUCKa KpbBHA 3axap" B Kpas Ha Ta3u JIUCTOBKA.

° CwmsHa Ha MHCYJIUH - AKO IIpeMUHaBaTe OT APYT BUJ, ThPrOBCKA MapKa WU NPOU3BOIUTEIN Ha
WHCYJIMH, MOKE JIa C€ HAJIOKH MPOMsIHa BB BarmaTa mo3a.

. IInornuTa3oH, U3MOI3BaH EAHOBPEMEHHO C MHCYJIMH MOYXKE Ia PUIMHN CEPHO3HU TIPOOIeMH —
BUXTE ,,] [mornurazon* no-gomy.

. VYBepeTe ce, ue U3M0I3BaTe MPABUIIHUS BUJI MHCYJIMH - BUHATH MPOBEPSIBANTE €TUKETA HA

WHCYJIMHA TP BCSKa WHXKEKIIHS, 3a JIa ce U30erHe 0ObpPKBaHe C JPYI'H WHCYJIHUHH, 0COOCHO
MEXJTy IBJITOJICHCTBAIIY HHCYJIMHU U ObP301CHCTRAIIY UHCYJIHHY.

° Hwukora He m3non3BaiiTe CIpUHIIOBKA, 32 Ja u3ternute Toujeo ot Bamara mucanka. Tosa e, 3a
Jla ce M30eTHAT TPEIIKY MPH JT03UPaHe U BE3MOXKHO MPEA03HpaHe, KOSTO MOXKE J1a JJOBEIE 10
HHCKa KpbBHA 3axap.

° AKO cTe He3p4ll WIK UMaTe HaMaJeHO 3peHre, He U3MO0I3BANTE MpeIBAPUTEIIHO HAITbJIHEHATA
nucaika 0e3 uykJa nomoiil. ToBa € Taka, 3all0To HsMa Jla MOXKETE Jla BUIUTE 1o0pe Mpo3opena
3a J103aTa BhpXy nMucayikara. TpsaoBa Ja moy4uTe IOMOII OT YOBEK C JJ0OpO 3peHHe, KOHUTO €
00ydeH Ja U3II0JI3Ba MMHCAIKATA.

Ko:xnu npoMeHs Ha MACTOTO HA MHIKEKTHPaHe

PenoBHO mpomeHsiiTe MSCTOTO HA HHXKEKTHPaHe. ToBa € 3a MpeoTBpaTsIBaHe Ha KOKHHU TPOMEHU

Karo yneOensBaHe, CBUBaHE WM MOsiBa Ha Oyuku. UHCYTMHBT MOXe Jla He moJieiicTBa 1o0pe, ako o

WH)XEKTHpaTe B 00JacT ¢ OYUKH.

o Kaxere na Bammus nexap, ¢papmaneBT nin MEIUIIMHCKA CECTPa aKO KbM HACTOSIIISI MOMEHT
WH)XEKTHpaTe B 007acT ¢ Oy4KH, MPeIH 1a 3all0YHeTe J]a HHKEKTHPATe B Ipyra 00JacT.

Bammwsr siekap Moxe na Bu ochBeTBa J1a MpoBepsiBaTe MO-4€CTO KPHBHATA CH 3aXap W Jia KOpUrupare

J103aTa Ha MHCYJIMHA WK Ha JIPYTH aHTUANAa0CTHH JIEKapCTBa.

3abossiBaHNs U TPAaBMHU
Moske fa ce HaJIOKU Jia CJISUTE MO-BHUMATEIIHO KPhBTa U ypUHATA CH, 3a Jla OBJajieeTe nuadera cH,
ako:

o cTe OOJHM WM UMaTe cepro3Ha TpaBMa. HuBoto Ha Bamara kpsBHa 3axap MOXe Jia ce IOBUIIN
- XUIMEPTITHKEMHUSI.

. HE ce XpaHuTe A0cTaThuHo. HUBOTO Ha Bamara kppBHA 3axap MOKe Ja CTaHe MPEeKaJeHO HUCKO
- XHMITOTJINKEMHUSL.

KaxxeTe Ha JICKap Bb3MOXHO Haﬁ-CKOpO CJIC] KaTO CC€ MOYYBCTBATC 3JIC WJIM MOJIYYUTC HapaHsABaHEC.

Axo umate quabet tun 1 1 uMarte 3a00sBaHE WU TPaBMa:

. HE cnupaiite Bamusa nuCyIvH

. MPOIBIDKETE Ja IPUEMAaTe JOCTAThYHO BhIVIEXUAPATH.

Bunarn nadopmMupaiite xopara, KOUTO ce TpIKat 3a Bac wnu Bu nexyBat, ye nmate nuaber.

HNHucyanHOBH aHTHTEIA

WHCcymMHOBOTO JIeYeHHE MOKE 1a HAKapa OpraHu3Ma Ja IPOU3BEKIa aHTUTENIA CIIPSIMO MUHCYIIMHA
(BemiecTBa, KOUTO JIeHicTBAT cpeluly MHCYIUHA). MHOTO psiko obade, TOBa MOXKE J1a HaJ0KH MPOMSHA
BbB Bamara n103a uHCYJIUH.

II'sTyBane u Toujeo

AKoO bTyBaTe B APy Abp>KaBH, IPEMHUHABAHETO MPe3 YaCOBU 30HU MOJKE /1 MOBIIMsE HA HYKIUTE
Bu ot uncynuH u BpemeTo Ha Bamute umkekuuu. [Ipenu npTyBane ce KoHCytupaiite ¢ Bamms
nekap. Moxe na Bu ce Hayoxku J1a TOBOpUTE 3a:

Janu Bamust BUJ MHCYJIMH € HaJM4YEH B CTpaHaTa, KOATO IOCEIaBare.

Kak n1a opraHusupare qOCTaBsHETO Ha WHCYJIWH, UTJIN U JPYTH HEIla.

Kak npaBunHO 1a cbxpaHsBaTe Bamms WHCYIHH 110 BpeME Ha TbTYBAaHE.

BpeMmero, koraro ce XxpaHurte U U3Ion3sare Bamms HHCYJIHH.

Bb3MokHHUTE €PEeKTH OT CMsIHA HA YACOBUTE MOSCH.

Bcuuku pruckoBe 3a 34paBeTo B CTPAHUTE, KOUTO 1€ IIOCEINABATE.
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. KaxkBo Tpsi0Ba J1a IpaBUTE B CIIy4ail Ha CIICLIHOCT, KOTraTo ce MOYyBCTBATE 3J1€ MU Ce
pasbomneere.

Jleua u roHoIIH
He nmaBaiiTe ToBa JiekapCcTBO Ha Jiella Ha BB3pacT 1o 6 ronuHu. ToBa € Taka, 3a1oTo HIMa OTHUT C
Toujeo mpu Aena Ha Ta3u BB3pacT.

JApyru gexapcersa u Toujeo

HNudopmupaiite Bamms ekap, hapmarieBT WK MEIAIIMHCKA cecTpa, ako IMpUeMaTe, HaCKOPO CTe
MpUEeMalH UK € Bb3MOXKHO J1a PUEMETE APYTHU JeKapcTBa. Hsakou nekapcTBa npean3BUKBAT
MIPOMEHH B HUBOTO Ha KpbhBHATA 3axap. Bamwst nekap e Bu kaxe nanu qo3ara Bu uncynun tpsOBa
na ce npoMeHu. ChIIo Taka TpsOBa ja BHUMaBaTe, KOraTo CMpare nmpreMa Ha JIEKapCTBO.

[To-mony ca n30poeHM HAN-YECTO CPEIIAHUTE JIEKAPCTBA, KOUTO MOTaT Jia MOBJIMUSAT JICUCHHETO Bu ¢
WHCYJIUH:

HuBoTto Ha kppBHaTa Bu 3axap mMozxke 1a cnajHe (XATOTIIMKEMHUST), aKO TIPHEMaTe:

. JIPYTO JIEKapCTBO 3a AuabdeT

o JU30TIHPAMUJT — 32 HAKOU POOJIEMH ChC CHPIIETO

o (IIyOKCETHH — 3a JeTpecus

. MIEHTAMHJIUH — 33 HIKOM Mapa3uTHU UHGpeKuu. ToBa MOXe Ja JOBEJIE 10 TBhP/IC HIUCKA KPhBHA

3axap, KOsITO IMOHSIKOTa € IOCIIe/IBaHa OT TBbPIe BUCOKA KPhBHA 3axap

cyIpOHAMHUTHA aHTUOMOTHUITH — 32 HHPEKITHH

¢ubpartu — 32 MOHWKABaHE HA BUCOKW HUBA HA JIMITHJIUTE B KPHBTA

WHXHOUTOPHU Ha MOHOaMuHOOKcH1azata (MAQ) — 3a nenpecus

MEHTOKCU(DUITNH, MTPOTTOKCU(EH 1 CATMITMIATH (HAIpP. aCIIMPUH) — 32 0OJIKA U JIeKa TpeckKa
WHXHOUTOPU Ha aHrMOTeH3UH-KoHBepTUpanius eH3uM (ACE) - 3a neueHue Ha onpesiesicH!
ChPCYHH CHCTOSIHUS WM BUCOKO KPHBHO HAJSITAHE

HuBoto Ha kppBHaTa Bu 3axap Mo:ke 1a ce MOBHMINHM (XUIIEPTIIMKEMHUS), aKO IpHEMare:
JIaHa30J1 — 33 EHIOMETPHO3a

JIMa30KCUJT — 32 BUCOKO KPBBHO HaJATaHe

TIIIOKAaroH — 32 MHOTO HHCKa KpbBHA 3axap

M30HUA3U] — 32 TyOepKyIio3a

COMAaTpPOIINH — PACTEKEH XOPMOH

XOPMOHH Ha IMINUTOBHIHATA JKJIe3a — 3a MPOOIEMH C IIMTOBHUIHATA XKJIe3a

€CTPOTeHHU M MPOreCTareH! — KaTo B MPOTHBO3a4aThYHUTE TAOJETKH 32 KOHTPOJ Ha
paXka1aeMocCTTa.

KOPTHUKOCTEPOHIH, KATO KOPTU30H — 3a Bh3MaJICHHE

poTeas3Hu naxuouTopy — 3a HIV

JMYPETUIIH — 32 BUCOKO KPBBHO HAJIATAHE WM 33APBKKA HA TEUHOCTH

KJIO3aIMH, OJIJAaH3aIMH M ()eHOTHA3WHOBH ITPOU3BOIHH — 32 IICUXUYHH TPOOIeMU
CUMITATUKOMUMETHUIN KaTo enmuHepUH (aAPSHAIHH), calOyTaMoJl U TepOyTaIHH — 32 JIeUeHUE
Ha acTMa

HugBoto Ha KpPpbBHaTa Bu 3axap MO’Ke€ UJIM 1a C€ MOBUIIH, WJIH Ja CIMaAHE, aKO IIpUeMarte:

o OeTa-05IoKepH WK KIIOHUMH — 32 BICOKO KPHBHO HaJIsITaHe
J JUTHEBHU COJH — 3 TICUXUYHH TIPOOIeMU

Bera-010Kepu

° Bera-6mokepute, KakKTO U IPYTUTE ,,CUMIATUKOIUTAYHH JeKapcTBa” (KaTo KIOHU/IVH,
TBaHCTHUIWH, PE3CPITMH — 32 BUCOKO KPBBHO HAJSITAHE) MOTAT Ja MIPUKPHUAT WK CIIpaT
MpU3HAIIMTE Ha TMPEKAICHO HICKA KPhBHA 3axap (XUIOTIMKEMHS) I MOTAT Ja 3aTPYIHAT
pasIo3HABAaHETO HA MPEAYIIPEIUTEITHUTE 3HAITH.
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IInoriaura3zon

Hsixon manwieHTH ¢ IBJITOTOMMINEH 3aXapeH quadeT TUIT 2 B ChPACYHO 3a00JIsIBaHe WK MpeKapaH

WHCYJIT, JICKYBaHU C MMHOTJINTA30H U MHCYJINH, pa3BUBAT ChPIeUHA HEIOCTATHUHOCT.

. Heza6asHo yBemomeTe Bammst mekap, ako ©MaTe CHMIITOMH Ha ChpACYHA HEOCTATHIHOCT -
KaToO HeOOMYacH 3a/1yX, Obp30 YBEJIMYaBaHE HA TETJIOTO WIIW JIOKATH3UPAH OTOK.

AKo HIKOE OT M30pPOCHUTE TIO-TOpE Ce OTHACA 3a Bac, i He cTe cUrypHH, roBopeTe ¢ Barmus jekap,
(hapmarieBT WM MEAMIIMHCKA CECTPa, PN Aa u3noiseare Toujeo.

Toujeo ¢ aakoxo.a
Hugara Ha KpbBHaTa Bu 3axap Morat ga c€ nmoBuuiaT 1jin Aa CriaaHaT, akoO KOHCYMUPATE aJIKOXOJI —
me TpSI6Ba Ja IpOBCPABATC HUBOTO HA KPbBHATA CH 3aXap IMOBCUC OT 00MYalHOTO.

bpeMeHHOCT M KbpMeHe

Axko cTe OpeMeHHa WU KbPMHUTE, CMSTATE, 4e MOXKe Jia CTe OpEMEHHA MM TUIaHUpaTe OpeMEeHHOCT,
MOCHBETBalTE ce ¢ Bamms iekap, GpapMareBT Wil MEIUIIMHCKA CECTpa Ipeu yrnorpedaTa Ha ToBa
JICKapCTBO.

o MOJKE JIa C€ HAJIOKH JIa MPOMCHHTE J103aTa Ha WHCYJIUH 0 BpeMe Ha OPEMEHHOCT H CJIe]T
paKJaHe, WK eTHOBPEMEHHO JI03aTa Ha WHCYJIMH | JMeTaTa 10 BpeMe Ha KbpMEHE
. 3a J1a rpeamnasute 6e6eTo cu, € MHOTO BaKHO J]a KOHTPOJIMpaTe nradeTa CH U 11a

MpeoTBpaTsBaTe HUCKA KPhBHA 3aXap

Ilodupane u padora ¢ MAILIMHU

TBBp/E HUCKA WK TBBHP/IC BUCOKA KPhBHA 3axXap WK MPOOJIEMHU ChC 3PSHUETO MOTaT J1a TIOBIUSISAT
crmocoOHOCTTa BU 32 modupane, pabora ¢ MHCTpYMEHTH Wi MamnHA. KoHtieHTpanusta Bu Mmoxe ga
0bae 3acerHara. ToBa Moxke n1a € ormacHo 3a Bac u okomaute. [lommraiite Bamms nexap, ¢papmamneBT
WJIH MEIUIIMHCKA CECTpa alk MOKeTe J1a modupare, 1a paboTUTe ¢ MHCTPYMEHTH WITH MAIlTUHH, aKo:
o 4eCcTO KpbBHATa Bu 3axap e TBbp/ie HUCKa

o Bu e TpynHo na mpernieHuTe kora KpbBHaTa By 3axap € TBbp/Ae HHUCKA

Toujeo chbaABp:Ka HATPHIA
ToBa nexapcTBO chABpKa Mo-Manko ot 1 mmol (23 mg) HaTpwii Ha 1033, T.€. MPAKTHIECKH HE
ChIIbpXKa HATPUH.

3. Kak n1a uznoassare Toujeo

Bunaru nsnosnsBaiiTe ToBa J€KapcTBO TOYHO KakTo Bu e ka3zan BammsaT nekap. AKo He CT€ CUTYpHU B
Hello, nonuraite Bamus nexap, papmaneBT WM MEAUIIMHCKA CECTPA.

Toujeo u uncynus rnapxuH 100 ennHrnK/ml He ca B3aMMHO3aMEHSIEMH, BBIIPEKH Y€ ChIBPIKAT SIHO
M CBIIIO aKTUBHO BemlecTBO. [IpeMuHaBaHETO OT €HO JieueHHe C MHCYJIMH Ha APYTO U3HCKBA JIEKAPCKO
npeanrcaHie, MeIMIMHCKO HaOII0IeHUe U CileieHe Ha KpbBHATA 3axap. ['oBopere ¢ Bamms nexap 3a
rmoBeue MHPOPMAIIHSL.

Koako na msnonzsare

Toujeo SoloStar npeBapUTEIIHO HAITBJIHEHA IMHCAIKa MOXE Jla OCUTypH 1032 oT 1 10 80 euHuIM ¢
e/IHa MHXEKIHA, Ha cTenieHn oT | enuHuna. [Ipo3opensT 3a qo3ata Ha nucankara SoloStar mokas3sa
Opos Ha eguHAULIMTE TOUje0, KOUTO IIe Ce MHKEKTUPAT 1 HE € HEOOXO0IUMO MTPEU3UNCIISIBAHE Ha
J03ata.

Bamusr nekap e pemu:

. KaKBO KoJiuecTBO Toujeo Bu e HeoOXoauMo Ha JIeH U 10 Koe BpeMe

o Kora Jla u3clie[BaTe HUBOTO Ha KpbBHATa Bu 3axap u nanu ca HEOOXOAMMHU M3CIICIBAHUS HA
ypuHaTa

o KOT'a MOJKE J1a C€ HY)K/aeTe OT I0-BHCOKa MU MO-HUCKA 1032
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Te ce ocHOBaBaT Ha HaunHAa BU Ha )XKUBOT, M3CeABaHMUATA HA KpbBHATAa BU 3axap (Tioko3aTa) u
ynorpebaTta Ha WHCYJIMH B MUHAJIOTO.

I'oBopere ¢ Bamus siekap, Thil KaTO MOXKeE J1a UMaTe HyX/1a OT MO-HUCKA /1033, aKO:
o CTe Ha BB3pacT 65 TOJMHU WIIH TIOBEYe
. “Mate MpooIeMH ¢ OBOpEITUTE WITH YSPHUS TPOO

Toujeo e mpaTOACHCTRBAIT MHCYIHMH. Bamusar jgexap Moxe aa Bu kaxe 1a ro U3mons3Bare ¢
OBbp30ACHCTBAI HHCYJIUH, WK C IPYTH JIEKAPCTBA 32 BUCOKA KPhBHA 3axap.

VBepere ce, 4e U3M0I3BaTe MPaBUIHUS BU HHCYJIHH.

. Bunaru nposepsiBaiiTe eTHKeTa Ha HHCYJIMHA MPEIN BCIKA HHKEKIHS, 3a J1a N30ErHeTe
00BpKBaHE C IPYTH HHCYIHUHU, 0OCOOCHO MEXIY ABJITOACHCTBAIIN HHCYIUHU U
OBp30IeHiCTBANTN WHCYIHHH.

° KonnuecTBOTO Ha aKTUBHOTO BEIIECTBO ,,300° € 0TOENA3aHO B MEAHO3TIATHCTO BHPXY €TUKETa
Ha Toujeo SoloStar npenBapuTenHo HambJIHeHa nHcanka. [lonuraiite Bamms nexap wm
(hapmareBT, ako HE CTE CUTypPHHU.

MHoro (hakTopu MoraT Jia MOBJIHSST HUBOTO Ha KphBHATa Bu 3axap - HaydeTe KakBU ca T€ U KaKBO Jia
MpaBUTE, aKO HUBOTO Ha KpbBHaTa Bu 3axap ce mpoMens. ToBa 11e mOMOTHE Ipe0TBpaTIBaHE HA
MPEKAIIEHOTO ¥ MTOKa4YBaHEe WM OHWKaBaHe. BIKTe ,,XUIIEePTINKEMUS 1 XUIIOTTTUKEMUS* B Kpas Ha
Ta3W JMCTOBKA 3a TOBeYe HH(OPMALIHSI.

Kora na uznoassare Toujeo

° UznomsBaiite Toujeo BeHEkK THEBHO, 32 MPEIIIOYUTAHE TIO €HO U CHIIIO BPeMe BCEKH JICH.
° Moske 1a ro HH)KEKTHpaTe A0 3 Yaca Ipeau Wi ciie] 00UYaifHOTO BpeMe, B KOETO ro
H3II0JI3BATE.

IIpenu na umxkexkTupate Toujeo

. [Ipoyerere MHCTPYKIMUTE 32 YyIOTPeOa, BKIFOUCHU B Ta3H JIUCTOBKA 32 MAIUCHTA.,
. AKoO He cla3BaTe BCUUKU MHCTPYKIHMH, MOXKE J1a OJYYUTE TBHPAEC MHOTO WIH TBBPIE MAJIKO
WHCYJTUH.

Kak na naxkexTnpare

. Wmxextupaiire Toujeo moa koxara. ToBa ce Hapuya ,,IOIKOKHO MPUIOKEHHE™ WIH ,,5.C.”

. WuxexTupaiite ro B mpeHaTa 4yact Ha O€ApOTO, rOpHATA YacT HA phKaTa WU MPEJTHATA YacT Ha
TanmusaTa (Kopema).

. CMeHsiiTe MACTOTO B paMKHTE Ha 00J1aCTTa, B KOATO MOCTABSITE WH)KEKIIHSITa BCEKH JICH — 3a Ja
Ce HaMaJIM PUCKBT OT CBHBAHE WJIM YIUTHTHSABAHE HA KOXaTa (BIDKTE TOUKa 4).

. Bunaru nocrapsiiTe HOBa CTEpUIHA UTJIA 32 BCAKA WHXKEKIIMS — 32 J]a CE HaMaJld Ha PUCKBT OT
vH(pEKINS U 3aITylIIBaHEe Ha UTJaTa, KOSeTO MOXE JIa IOBEIe 0 O-BUCOKA MJIH ITO-HUCKA 7032
WHCYJIUH.

. M3xBbpieTe u3moi3BaHaTa Urila B HeMpoOuBaeM KOHTEHHEp, Wi KakTo By e kxazam Bammsr
(hapmariesnT.

. He cnopensiite BamaTta nHCYJIMHOBA MUCAJIKa C HUKOTO, JOPY KOTraTo UIJlaTa € CMEHEHa — 3a Ja
MPeJOTBPATUTE PA3IIPOCTPAHEHHETO Ha OOJeCTH.

o He u3non3BaiiTe cnpuHIOBKa, 3a Ja uteraure Toujeo ot Bamara nucanka — 3a 1a n3dernere

MOTEHIIAIHO MPEI03UPAHE.

He u3znonassaiite Toujeo

. BBB BEHa - TOBA IPOMEHsI HAYMHA My Ha JIeiicTBHe U KpbBHaTa By 3axap Moxxe Jia criajHe
TBBP/IC MHOTO.

. B MHCYJIMHOBA WH(Y3UOHHA ITOMIIA.

o aKo MMa YacTHUIIM B MHCYJIMHA - TEYHOCTTA TPsIOBa Ja € OucTpa, 6e31uBeTHa U ¢ MoJ00Ha Ha BOJa
KOHCHCTEHIIUSL.
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M3xBBHprieTe nucankaTa U U3IM0JI3BaiiTe HOBA, aKO:

. 3a0eseKnTe, Ye KOHTPOIBT Ha KphBHAaTa Br 3axap HEOYaKBaHO ce BIIOIIABA

. MUcaJIKaTa € MOBpeJicHa WK He € Orjla chXpaHsIBaHa IPABHITHO.

T'oBopere ¢ Bamus siekap, papmarieBT niin MEIUIIMHCKA CECTPa, aKO HE CTE CUTYpHH, Ue BallaTta
nucayika paboTH MPaBIITHO.

AKO cTe U3M0J13BaJIu MoBevye 0T HeOﬁXOI{l/IMaTa a03a Toujeo
Axo cTe cu HWHXXCKTHUPAJIN ITPCKAJICHO MHOI'O OT TOBA JICKAapCTBO, HUBOTO HA KPbBHATA Bu 3axap MOXKe

Ja CTaHC NPCKAJICHO HUCKO - BUXKTC ,,HUCKAa KPbBHA 3axap“ B Kpasd Ha Ta3u JIMCTOBKA 3a CHBCT.

AKO cTe PONMyCHAJIN 1a u3noJ3Bare Toujeo

L4 Axo cte poIryCHAaJIM 1034, HHH(CKTHpaﬁTe npoImycHaTara 1034 B paMKUTC Ha 3 yaca oT
00HYaitHOTO BpPEME, B KOCTO A ITpuUjiarare.
L AXo0 cu CIIoMHUTE CJIEO IMTOBCYC OT 3 qaca, HE HH)I(CKTHpaﬁTG npomycHarara J03a - IpOBEPETE

KpBBHATA CH 3aXap M CJe]] TOBa MHXKEKTHpAITe clie/iBaliara cy Jio3a B 00M4aifHOTO BpeMe Ha
CJIeIBaIIVS JICH.

. He unxextupaiite aBoitHa 103a, 3a Jla KOMIIEHCHpaTe IpoIycHaTaTa J103a.

o AKko cTe nporrycHanu 03a Toujeo Wi ako He CTe CH MHYKEKTHPAIIH JOCTAaThYHO UHCYJIVH,
HUBOTO Ha KpbBHaTa Bu 3axap Moke 3HAUUTEIHO Ja ce MOBUIIN — BUXKTE ,, BACOKA KPbBHA
3axap (XMIepriauKeMus ) B Kpas Ha Ta3u JIMCTOBKA 33 ChBET.

AKko cTe cripesn ynorpedara Ha Toujeo

He crimpaiite ymorpebara Ha TOBa JEKapcTBO 0€3 /1a CTe TOBOPHIIN ¢ Bammms rekap. Ako cipere
ynorpebaTa Ha TOBa JIEKapCTBO, TOBA MOKE Ja JIOBEJIE 10 MHOTO BICOKa KPbBHA 3aXap U HaTpyIBaHE
Ha KHCEIIMHA B KPHBTA, HAPEUCHO ,,KETOANNI03a, BUKTE ,,BICOKA KPbBHA 3aXap™ B Kpas Ha Ta3u
JIUCTOBKA 32 ChBET.

AKO UMaTe HIKaKBH JIOTBIHUTEITHA BBIIPOCH, CBBP3aHHU C YIIOTpeOaTa Ha TOBA JISKAPCTBO, MOMUTANTE
Bamus nexap, papManeBT Wil METUITHCKA CECTpa.
4. Bb3MOKHYE HeKeJTaHU peaKIun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a NPECAMU3BHUKA HEKECIAHU PCAKIIUU, BBIIPEKU Y€ HC
BCCKH I'l ITOJTy4aBa.

CepHno3HH HeKeJIAHU peakun
HezabaBHo yBenomere Bammmst nekap, hapmaneBT WM MEAUIIMHCKA CECTPa, aKo 3a0eNeKnTe HIAKOS OT

CJICOHUTC CCPUO3HU HEIKECIIAaHU PEAKIIUU — MOKE J1a C€ HYKAACTC OT CIICIIHA MEAUITMHCKA ITOMOII:

Hucka kpbBHa 3axap (XMIOTJIMKEMHUsI) - MHOTO YeCTa: MOXKe Jia 3acerre noseye ot 1 Ha 10 qymm

° AKO HMBOTO Ha KpbBHaTa By 3axap cnamHe npekajeHo MHOTO, Bre Mo)ke 11a TipuImatHeTe.
° TBBpAe HUCKaTa KPHBHA 3aXap MOXKE Ja TMPEIU3BUKa MO3BTHO YBPEKIAHE M MOXKE 1a ObIe
’KMBOTO3aCTpalllaBalla.

AX0 ¥MaTe CUMITOMHU Ha HUCKA KpbBHa 3axap, He3a0aBHO mpeaAnpucmMeTe ﬂeﬁCTBHH 3a IIOBHUIIIaBaHETO
u. Bmwxkre chBeT B ,,HUCKa KPbBHaA 3axap“ B Kpad Ha Ta3u JIMCTOBKA.

CHUMIITOMH Ha TeKKH aJeprudHu peakuuu (peaku: Moxxe aa 3acerHat 1o 1 va 1 000 mymm) moxe ga
BKITIOYBAT:

. YyBCTBO Ha 331yX

. OTOK Ha KO’KaTa WK ycTaTta

. 00pHB U CHPOEK MO LATOTO TSIIO

. MIPHIJIONIABAHE C YCKOPEHA ChpAedHa IeHHOCT U H3MOTIBaHE

HezabaBHo yBenomete Bammus nekap, hapmaneBT niim MEIUIIMHCKA CECTPA, 3aII0TO TEKKHUTE
AJICPTUYHY PEaKIIMA MOTAaT Ja ObIaT )KHBOTO3aCTPAIlIaBaIIlH.
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Jpyru HexkeJIaHU peaKkIuu
VYBenomere Baius jekap, papMalieBT WM MEIUIMHCKA CECTPa, aKo 3a0€IeKUTE HAKOS OT CICTHUTE
HEXKEJIaHU PEaKIUH:

HpOMeHI/l Ha KoKaTa Ha MACTOTO HA HHKCKTHUPaAHE
AXO MHOTO 9eCTO CH HWHXCKTHUPATC MHCYJIMH Ha €IHO U CHIIO MACTO, KOXKaTa MOXKE Jia C€ IIPOMEHU,
KOC€TO BKJIIKOYBaA:

o M3THHSBaHE Ha KoXkata (Junoatpodust) (Moxke ma 3acerae A0 1 Ha 100 mgyrm)
o VILTBTHSIBAHE Ha KOXkata (munoxurneptpodus) (Moxe na 3acerae o 1 Ha 10 qymm)
o OyYKH MOJ KOXKaTa MOTaT ChILO Ja e IbJDKAT Ha HATPyIBaHE HAa OATHK, HAPEUCH aMHUIIOU

(KO’XKHA aMIITON103a; HE € M3BECTHO KOJIKO YECTO CE CIIyyBa TOBa). IHCYTUHBT MOXKE /1a HE
MmoIeicTBa M0Ope, aKko MHXKEKTHUPATE B 00J1aCT C OYUKH.
PenoBHO mpoMeHstiiTe MSCTOTO HAa HHXKEKTHPAHE, 32 J1a IPEAOTBPATHTE TE€3U KOXKHH TIPOMEHHU.

YecTu: Moxe na 3acersat a0 1 Ha 10 gymmm

o KOXHH Y JICPTUYHU PEAKIIMU Ha MSICTOTO Ha HHXKeKTUpaHe. CUMIITOMUTE MOXKE J1a BKITFOUBAT
3auepBsiBaHe, HEOOMYAWHO CHITHA OOJIKA MTPU MHXKEKTHPAHE, ChpOEkK, YPTHUKAPUS, TIOAYBaHE WIIH
BB3nasicHre. ToBa MOXKe Jla ce pa3npoCTPaHu OKOJIO MICTOTO Ha MHXKeKTHpaHe. [loBeyero jeku
peaKIuy KbM UHCYJIMH OOMKHOBEHO M34e3BAaT 32 HIKOJIKO JIHU HITH HAKOJKO CEJIMUIIH.

Penxu: moxxe na 3acersat no 1 Ha 1 000 qymm

o MPOOJIEMH C OYUTE - TOJYEPTaHA TPOMSHA B KOHTPOJIA HA KpbBHATa Bu 3axap, momoOpeHue wim
BJIOIIaBaHe, MOXe Jia Hapynu Barero 3perne. Ako umare 3a00JsiBaHe Ha OYHTE, CBHP3aHO C
nrabeTa, HapedIeHo ,,IpoiudepaTHBHA PETUHONATHS , MPUCTHIIUTE HA MHOT'O HUCKA KPhBHA
3axap MOXKe Jia IPUYMHSIT BpeMEHHA 3ary0a Ha 3peHHUETO.

o MoJTyBaHE Ha TJIC3EHUTE U MPACITUTE — IMOPaji TOBA, Ye TI0TO By 3arbpika moBede Boja,
OTKOJIKOTO TpsIOBa.

MHuoro penku: Moxe fa 3acerHat 1o 1 Ha 10 000 nymm
. MIPOMEHH BBB BKYyCa (IUCTEY3H)
. MYCKyTHa 00JIKa (MHAJITH)

VYBenomere Barus jekap, papMalieBT WM MEIUILIMHCKA CECTPa, aKo 3a0€IeKNUTE HAKOS OT
M30pPOCHUTE MO-TOPE HEIKETAHN PEaAKIIHH.

Cho01aBaHe Ha HesKeJIAHM pPeakuuu

AKO TIOJTyYUTE HAKAKBU HEXEJIaHU JIEKAPCTBCHH PEAKIIMU, YBeoMeTe Barms aekap win (hapMaieBT.
ToBa BKJIIOUBAa BCUUKH Bb3MOKHH, HEOMMCAHU B Ta3H JIMCTOBKA HEXENAHU peakuuu. MoxeTre ChIlo Aa
CHOOLINTE HEXEJIAaHU PEeaKK AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChoOILIaBaHe, MOCOYEHA B
IIpunoxenue V. Kato cro01maBare HeXXeIaHA PEaKIIMK, MOXKETE J1a TaJIeTe CBOS IIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(PpOpMannsa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Toujeo

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JeTa.

He n3nomn3Baiite ToBa JIEKapCTBO CJIEA CpOKa Ha TOTHOCT, OTOEINSI3aH BhPXY KapTOHEHATa OMMaKOBKa U
€TUKETa Ha MUCAIKaTa, CbOTBETHO ciel ,,l onen n0:” u "EXP”. CpokbsT Ha TOAHOCT OTroBaps Ha

MNOCJICIHHUA JCH OT IOCOYCHHA MCCCII.

Ipean nbpBa ynorpeda

o [a ce cpxpansBa B xnagunHuk, 2°C — 8°C.

o Jla He ce 3ampa3siBa WM OCTaBs 01130 A0 3aMpassBaliaTta KaMepa Win OXJIaauTels B
XJIaIATHA YaHTA.

o CopxpaHsBaiiTe MHcaIKaTa B KApTOHEHATa OMIAKOBKA, 32 JIa ¢ MPEATNa3u OT CBETIIMHA.
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Caen mbpBa ynorpeda Wiid aK0 ce HOCH KaTO pe3epBHA MHCAJIKA

. IIucanmkara He TpsAOBa /1a ce ChXpaHABA B XJIATHITHUK.

° TIucankata Moxke 1a ce chbXpaHsiBa 10 6 ceIMUIIM Ha cTaitHa Temneparypa - mox 30°C karo ce
a3y OT AUPEKTHA TOTUIMHA WIN IUPEKTHA CBETIMHA. V3XBbpieTe mucankara ciel To3U
MEPHUO/I.

. He ocragsiiTe Bammust HHCYJIMH B KOJia, TPU MHOTO TOIThJI WJIM CTYJIEH JIEH.

° Bunarn mocTaBsiiTe Karmaukara BppXy IMUcCaJIKaTa, KOTaTo HE s U3I0JI3BaTe, 3a Ja ce Mpeana3u

OT CBCTJIMHA.

He I/I3XB’BI)J'I$H7ITC JICKapCTBAaTa B KaHAJIM3aluATa UIU B KOHTCﬁHepa 3a JOMAalllHH OTIIaaAbIIn.
[lonuraiite Bamus (bapMaHCBT KakK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3TIOJI3BATC. Te3u
MEPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHEC Ha OKOJIHATa cpE€aa.

6. Chabpkanue HA ONMAKOBKATA U JOMBJIHUTETHA HHOpManus

Kakso cpabp:xa Toujeo

. AKTHBHOTO BEIIECTBO € HHCYJWH riapkuH. Becekn ml ot pa3ztBopa chappxa 300 enquHUIH
WHCYJNH riapkxuH (exBuBaneHTHH Ha 10,91 mg). Beska mucanka cpabspka 1,5 ml
WH)KEKIIOHEH Pa3TBOpP, eKBUBAICHTHH Ha 450 equHMUIN.

o Jpyrute cbCTaBKH ca: IIMHKOB XJIOPUJ, METAKPE30JI, TIULEPOII, BOJa 32 MHKEKIIUU, HATPUCB
XUIPOKCHU] (BIKTE TOUKa 2 ,, Toujeo chabpika HATPHIA”) U XJIOPOBOJOPOAHA KUCETIHHA (32
kopekmus Ha pH).

Kak usrane:xxna Toujeo U KakBO ChIbPiKa 0MAKOBKaTa

o Toujeo e 6ucThp U Oe31BETEH Pa3TBOP.

. Bcesika nucanka cbabppka 1,5 ml mHKeKIMOHeH pa3TBop (eKBUBaJCHTHH Ha 450 eauHUIN).
. OmnaxkoBku ot 1, 3, 5 u 10 npeaBapuTEIHO HAITBJIHEHHU NMUCAIKH.

. He Bcruky BUiOBe OMAKOBKH MOTAaT J1a ObAaT MyCHATH B TIPOJIaX0a.

IIpuTesxkaTes Ha pa3pelIeHUETO 32 YIOTpeda U MPOU3BOAUTE
Sanofi-Aventis Deutschland GmbH, D-65926 Frankfurt am Main, I'epmanus.

3a nonbaHUTETHA HHGOPMAIHS OTHOCHO TOBA JIEKaPCTBO, MOJISI CBBPIKETE CE C JIOKATHUSI
NpPE/ICTABUTEN HA MPUTEKATEISI HA Pa3pelIeHUEeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

Sanofi Belgium Swixx Biopharma UAB

Tél/Tel: +32 (0)2 710 54 00 Tel: +370 5 236 91 40
Bbnarapus Luxembourg/Luxemburg
Swixx Biopharma EOOD Sanofi Belgium

Temn.: +359 (0)2 4942 480 Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)
Ceska republika Magyarorszag

Sanofi s.r.o. sanofi-aventis zrt., Magyarorszag
Tel: +420 233 086 111 Tel: +36 1 505 0050

Danmark Malta

Sanofi A/S Sanofi S.r.1.

TIf: +45 45 16 70 00 Tel: +39 02 39394275
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Deutschland

Sanofi-Aventis Deutschland GmbH

Tel: 0800 52 52 010

Tel. aus dem Ausland: +49 69 305 21 131

Eesti
Swixx Biopharma OU
Tel: +372 640 10 30

E\LGoo
Sanofi-Aventis Movonpoécwnn AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France
Sanofi Winthrop Industrie
Tél: 0 800 222 555

Appel depuis I’étranger : +33 1 57 63 23 23

Hrvatska
Swixx Biopharma d.o.0.
Tel: +385 1 2078 500

Ireland
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +353 (0) 1 403 56 00

Island
Vistor ehf.
Simi: +354 535 7000

Italia
Sanofi S.r.l.
Tel: +39 800 536389

Kvnpog
C.A. Papaellinas Ltd.
TnA: +357 22 741741

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Nederland
Sanofi B.V.
Tel: +31 20 245 4000

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43 180 185-0

Polska
Sanofi Sp. z 0.0.

Tel: +48 22 280 00 00

Portugal

Sanofi - Produtos Farmacéuticos, Lda.

Tel: +351 21 35 89 400

Romania
Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 235 51 00

Slovenska republika
Swixx Biopharma s.r.o.

Tel: +421 2 208 33 600

Suomi/Finland
Sanofi Oy

Puh/Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 (0)8 634 50 00

I[aTa Ha IOCJCIHO NMpepasrjaeckaaHe HA JIMCTOBKaTa

JApyru u3ro4HHIM HA HH(POPMALUH

[MonpoOHa nHpOpManus 3a TOBa JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus
IO JIeKapcTBaTta https://www.ema.europa.eu
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XI/IHepFJII/IKeMI/IH H XUIIOIVNIMKEMHUHA

AKo npuemMaTe WHCYJIUH, BHHATH TPsIOBa 1a HOCHTe CJIe/IHUTE Hemla ¢ Bac:
. 3axap (nmoue 20 rpama).
. Wudopmanus, Taka ye APyruTe Jaa 3HAST, Ye UMaTe JuaderT.

Bucoxa kpbBHa 3axap (XuneprimKeMus)

IIpenynpeauTeJHy CHMITOMH 32 BUCOKA KPbBHA 3axap:

. yCelllaHe 3a Kax/a, He0OXOIUMOCT OT M0-YECTO YPHHUPAHE

YyBCTBO HAa yMOPa WJIH CyXa KOXa, 3adepBsSBaHe Ha JHUIETO, 3ary0a Ha aleTuT

HHCKO KPHBHO HaJATaHe, yCKOpEHa Chp/IedYHa AEHHOCT

3axap W KETOHHH Teja B ypuHara

0OJIKM B CTOMaxa, yYECTEHO M JIBJIOOKO JIUIIIaHE, ChHIMBOCT U MPUNAABK (3aryda Ha
Ch3HAaHHME) MOTrarT Jia ObJaT NpU3HALM Ha CEPUO3HO ChCTOSHUE (KETOALNI03a), PE3yNTaT OT
JUIcaTa Ha UHCYJIUH.

KakBo na HanpaBuTe, aK0 MMaTe BHCOKAa KPBBHA 3axap

L H3CJ’I6I[BaI>iTC HUBOTO Ha KPpbBHATA CH 3aXap U ypruHaTa CHU 3a KCTOHH, KOI'aTO Bb3HUKHAT
HAKOHU OT OMUCAHUTEC IMO-TOPE CUMIITOMMU.
L CB’Bp)KCTe ce ¢ Bamus JICKAp B€AHAara, ako UMaTe TCKKa XUIICPIIIMKECMUA UIIW KETOAU1034a.

ToBa chcTostHEE TPsIOBa BUHATH Ja Ce JIEKyBa OT Jiekap, 0OMKHOBEHO B OOIHHUIIA.

Bucoka KpbBHA 3aXap MoXKe 1a Bb3HUKHE, aKO:

) HE CTE CH MHXXEKTHUPAJIM UHCYIMH HJIH HE CTE CH UHIKEKTUPAJIH J0CTaThYHO.

) Barust wHCYnHUH He paboTH MPaBUITHO — TOBA MOXKE Jia €, 3al0TO He ¢ OWIT ChbXpaHsIBaH
TPABHUITHO.

Baiiara MHCYJIMHOBA MMUCAJIKa He pabOTH MPaBUITHO.

[PaBHUTE MO-MAJIKO YIPAKHCHUS OT OOMKHOBEHO.

CTe TOUTOKEHH Ha CTPEC — EMOIMOHAJICH UCTPEC UITH BhIIHEHHE.

uMare TpaBMa, MHPEKIHS WIH BUCOKA TEMIIEPATYPa, WK CTE MPEThPIICIH Oeparus.
npUeMare WK CTe IPUEMAaTH HAKOU IPYTH JISKapCTBa, BIKTE TOUKa 2 - ,, J[pyru nekapcTsa u
Toujeo”.

Hucka kpbBHa 3axap (XUIIOIJIMKEMUS)

MHoro HUCKa KpbBHA 3aXap MoXke 1a Bu Hakapa ma mpumagHeTe (1a 3aryouTe ch3HaHHE), 1a
NPUYHHYU CHPICUYCH yIap WK YBpeXkKIaHe Ha MO3bKa U MOXKe Jia ObJe )KMBOTO3acTpallaBala.
Hayuete ce na pa3no3HaBare CHMITOMUTE, KOraTo KpbBHaTa By 3axap cnazia — 1 KakBo Jia IpaBHTE,
3a Jla CIpeTe BIIOIIABAHETO.

IIpenynpenuTesHu CHMITOMH 32 HUCKA KPHbBHA 3axap
[IppBHTE CUMIITOMH MOXE JIa ca OOIIU OT CTpaHa Ha opraHu3ma Bu:

. yCelllaHe 3a U3I0TABaHEe
. uMare JIeTKaBa Koxka

. YYBCTBO Ha TPEBOKHOCT
°

YCKOpEeHa WK HEPUTMUYHA ChPACYHA AEHHOCT, BUCOKO KPbBHO HAJIATaHE U ChpLIEOUECHE

Jpyru npu3HaIy ot cTpaHa Ha MO3bKa MOTI'aT Jja e MOSBAT MaJIKO II0-KbCHO:

. 1aBo0oNNe, TpenepeHe, 3aMaiiBane

MpOMsHA B 3pEHUETO

qyBCTBO Ha CHJICH IVIaJ], Ta[JeHE WU IOBPbILAHE

IIPOMEHH B [IOBEJICHUETO, arpecus, IEeIpecust

JyBCTBO Ha YMOpa WJIM ChHJIMBOCT, IPOOJIEMH ChC ChHS, YyBCTBO Ha OE3IOKOHCTBO
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3aTpynHEHa KOHIEHTpauus, 00bpKaHOCT, 3a0aBEHU pPeaKkIiK WK 3aTPyIHEH TOBOP (TIOHAKOTa
'bJTHA 3ary0a Ha pedra)

HECIOCcOOHOCT 3a ABMKEHHE (TTapajii3a), MpaBydKaHe WK U3TPBIIBaHE HA IJTaHUTE WIN
phIleTe, YYBCTBO 3a U3TPHIIBAHE U MpPaByYKaHe YeCTO OKOJIO ycTara

3ary6a Ha CaMOKOHTPOII, HECITOCOOHOCT 3a caMOOOCTy»KBaHe, TIPHUITAIBITH, 3ary0a Ha
Cb3HaHUE

Kakso na HallpaBUTE, aKO UMATE€ HUCKAa KPbBHAaA 3axap

1.
2.

He cu nnxextupaiite HHCYIUH.

Hezabasno nzsoxre 10 1o 20 rpama 3axap - Karo IoKo3a, Oy4YKH 3axap WM MojciaieHa Cbe
3axap Hanutka. He nuiiTe win spKTe XpaHH, KOUTO ChABPAKAT U3KYCTBEHU IOJICIIAAUTENH (KaTO
JNUEeTUYHUTE HanuTKy). Te He moMarar 3a jiedeHue Ha HUCKa KpbBHA 3axap.

Cren ToBa U3SDKTE HEIIO, KAaTO XJII0 WIIM TECTEHH M3AEHA, KOETO 1€ MOBUIIM KpbBHaTa Bu
3axap 3a no-gparo Bpeme. [lonuraiite Bamus nexap uinm MeIuIIMHCKA cecTpa, ako HE CTe
CUTYpHH C KakBH XpaHu TpsiOBa Ja ce xpanute. C Toujeo MOXke J1a OTHEME IOBeYe BpeMe 3a
BB3CTAaHOBSIBAHE OT HUCKA KPBbBHA 3aXap, Thbi KaTO MMa MPOABIKUTEIHO IEHCTBHE.

AKo HHCKaTa KpbBHa 3axap ce Bb300HOBH, n3spkTe ome 10 1o 20 rpama 3axap.

CBbpiKeTe ce BeIHara ¢ JieKap, ako He MOKETe J1a OBIajieeTe HIUCKaTa KpbBHA 3axap - WM aKo
TSl c€ Bb30OHOBH.

Kakso TpﬂﬁBa Oa MPaBAT APYIruTe Xopa, ako uMaTe HUCKa KPbBHA 3axap

HNudopmupaiite Barmre poqHUHHA, TPUATEIN U OJM3KU KOJIETH, 32 Ja MOJYyUYUTe MEIUIIMHCKA
MOMOIII He3a0aBHO, aKO HE CTE B ChCTOSHUE JIa MPETTBIINATE WIIU aKo MpUnaaHeTe (3aryoure
Ch3HAHUE).

[le Bu e HE0OX0MM TITIOKAroOH (JIEKapCTBO, KOETO MTOBHUINIABA KPHBHATA 3aXap) WK
WHXXEKIHS ¢ TIoKo3a. Tesn edenns TpsiOBa 1a ce mpuiarar AOpH ako He € CUTYPHO, Ue
HAMAaTe XUIIONIMKEMHUSI.

TpsiOBa na u3cieaBare KpbBHATA CH 3aXap HEMOCPEACTBEHO CJIE KaTo CTE MMOCJIH IIII0K03a, 3a
Jla IPOBEPUTE JaIi HAUCTUHA UMATEe XUIOTTTUKEMHSL.

Hucka KPbBHaA 3axap MOKe€ 1a Bb3HUKHE, aKO0:

CH MH)KEKTHpATe MPeKaeHO MHOTO HHCYJIHH.

MpPOIyCHEeTE XpaHEeHe WK To 3a0aBUTE.

HE Ce XPaHUTE JOCTATHYHO, HITH SIIETE XPaHa, KOSITO ChIbPyKa MO-MaJIKO 3axap OT
HOPMAJTHOTO — W3KYCTBEHHUTE MOJCTAUTEIIN HE Ca 3aXapH.

KOHCYMHPATE aJIKOXO0J — 0COOCHO KOrato He CTe sIh J0CTAThUHO.

cTe O6osieH (MOBPBIIATE) UITH UMATe THApPHUS.

H3BBPIIIBATE MOBEUE PU3HUECKA EHHOCT OT OOMUYATHOTO WK pasinyeH Bu HU3HNIecKa
AKTUBHOCT.

ce Bb3CTAHOBSIBATE OT TPAaBMa, OIepallns WK APYrd GopMu Ha cTpec.

ce Bb3CTAHOBsIBAaTE OT 3a00JIsIBAHE MIIM BUCOKA TEMITEPaTypa.

npUeMaTe WK CTe IPUEMANTH HAKOU JPYTH JICSKApCTBa, BIXKTE TOUKa 2 - , JI[pyru ekapcTa u
Toujeo”.

Hucka KpbBHa 3axap e M0-BEPOSITHO /12 HACTHIIH, AKO:

TOKY-IIIO CT€ 3allOYHAJIH JICUEHUE C MHCYJINH WIH CT€ PEMUHAIN KbM APYT MHCYIUH — aKO
ce TOsABY HUCKA KPbBHA 3aXap, € MO-BEPOSTHO TOBA JIa C€ CIYYH CyTPHHTA.

HUBaTa Ha KpbBHAaTa Bu 3axap ca mo4YTH HOPMAITHU WU HECTAOWIIHU.

MPOMEHHTE 00JIACTTA Ha TSUIOTO, KbICTO HHKEKTHPATE UHCYIINH, HAIIPUMEP OT OeIpOTO Ha
TOpHAaTa YacT Ha pbKara.

CTpajaare OT TE&KKO ObOPEUHO MIIH YepHOAPOOHO 3a00IIsIBaHe, WU OT APYTO 3a00IsIBAaHE KaTo
XHUITOTUPEOUTU3HM.

CuMnToMuTe 3a HUCKA KPBbBHA 3aXap MoOXKe 1a ca pa3/iidIHH, M0-MaJIKO0 SICHU WU JIMIICBAIIH,
aKo:

CTE B CTapuecKa Bb3pacT.
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nMare auabeT OT IBITO BpeMe.

MMare HEBPOJIOTMYHO 3a00JsIBaHEe, HAPEUCHO ,,TMa0eTHA aBTOHOMHA HEBpOTIATHS .

HACKOPO CTe¢ MMaJI¥ TBbPJIC HUCKA KPbBHA 3axap, HallpuMep MPEIHUS JICH.

HUCKara Bu kpbBHA 3axap ce nmoBuimara OaBHO.

Barmara HuCKa KpbBHA 3aXap € BUHATH OKOJIO ,,HOpMAallHaTa”, WM KpbBHATa Bu 3axap ce e
moo0puiIa 3HAYUTEITHO.

HACKOPO CTE MPEMUHAIN OT JXUBOTUHCKU KbM YOBEIIKYA UHCYJINH, KaKbBTO € Toujeo.

o MpUEeMaTe WU CTE TPUEMalId HIKOU JIPYTH JISKapCTBa, BIKTE Touka 2 - ,,Jlpyru jiekapcTsa u
Toujeo®.

B rakuBa ciayuyau Moxe 1a MOy4UTe MHOTO HUCKA KPBbBHA 3axap U JOPH Ja MpUNaaHeTe, Ipeau Aa
paszbepere KakBO ce ciy4Ba. Pasno3HaBaiiTe CBOWTE NMPEAyIIPEIUTETHN CHMITOMU. Moke 1a ce
HaJIOKH J]a U3cJieiBaTe KphBHATA CH 3aXap M0-4ecTo - 3a Ja Bu momorue na 3a0enexuTe HUCKa
KpbBHa 3axap. Ako Bu e TpynHO na pasno3HaBare npeAynpeIuTeITHUTE CH CUMITTOMH, TPSOBa Ja
n30sTBaTe CUTYyaluu (Kato modupane), B KOUTO Brie niim OKOHUTE MOXKETE J1a ObIeTe U3I0KEHU
Ha OMaCHOCT MOpaJy HUCKAa KpbBHA 3aXap.
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Toujeo 300 exuHuIH/M] HHKEKIMOHEH PA3TBOP B MPeIBAPUTETHO HANNBJIHEHA MUCATKA
(SoloStar)
HUHCTPYKIINUU 3A YIIOTPEBA

[I'bpBo npoyereTe TOBA

Toujeo SoloStar cbabp:ka 300 enmHUII/M] HHCYJIMH TJIAP:KMH B TIPEBAPUTEIHO HAITBJIHEHA

nucayika ot 1,5 ml 3a eqHOKpaTHA ynoTpeda

- Hwukora He u3non3BaiiTe HIJINTe MOBTOPHO. AKO TO HAIIPABUTE, MOXKE J1a HE MOTyINUTe
HeoOxoauMara f03a (HUcKa /103a) WK Ja MOJIy4UuTe MO-ToJisIMa J103a (peo3upane), Thid KaTo
urjaTa MOXke Jia ce 3aIyIiu.

- Hukora He u3noJ13BaiiTe COIPUHIIOBKA, 32 1a M3TErIMTE HHCYJIUH OT Bamara nucajka.
AKO TO HampaBuTe, IIe MOJyYUTe IO-TrojisiMa J103a HHCYJIMH. CKajara Ha MOBEYETO CIPHHIIOBKA
€ IpeHa3HaueHa caMo 3a HEKOHIICHTPUPAH HHCYJIHH.

Ba:xna nndgopmanust

X Hukora He npeorcTbBaiite Bamara nucanka — Ts € npejHa3HaveHa camo 3a Bac.

X Huxora ne usnonsaiite Bamara nucaika, ako € oBpeIeHa JIM aKO He CTe CUTYPHH, Ye paboTu
MIPaBHITHO.

J Bunaru u3BbpIIBaiiTe mpoBepka 3a 6e30MacHOCT.

/ BuHaru Hocete pe3epBHa NUCcaIKa U PE3EPBHU UITIU, B CJIydaii ye Te3u, KOMTO UMaTe, ce 3ary0sT
WM C€ TIOBPENAT.

Hayuere ce 1a nocTraBsiTe MH:KEKUUATA

o ToBopete ¢ Bamust siekap, hapMarieBT WiH METUIIMHCKA CECTpa 3a MpaBHIHATA TEXHUKA Ha
WH)KEKTHpaHe, IPean Ja u3non3Bare Bamrara nucanka.

o ITomomnere 3a momorIy, ako UMare MpoodIEMU IpH padoTa ¢ MUcalKaTa, HapuMep ako UMare
npoOIeMH ChC 3pEHUETO.

o IIpouereTe BCHUKM MHCTPYKLIUHU, IPEeIX Aa u3noi3pare Bamara nucanka. AKo He cleaBare

BCHYKH WHCTPYKIUH, MOXKE 12 TOJyIHTe TBHPAE MHOTO WJIM TBBP/IE MAJIKO HHCYJIHH.
Hy:xna ot momomy?
AKO MMaTe HAKaKBH BBIIPOCH OTHOCHO Barmara nmucanka wim quadeTa, monuTaiite Bamms mekap,
(apmarneBT UM MEAULIMHCKA CECTpa, WU ce 00aaeTe Ha TeneoHHusI HoMep Ha Swixx Biopharma,
MOCOYEH Ha MpeJHaTa CTpaHuIla Ha Ta3u JIMCTOBKA.

I[OH’[)JIHI/ITQJ'IHI/I HEIa, OT KOUTO 1II€ UMaTE HYIK/1a:

o HoBa ctepuina urna (Buwkre CTHIIKA 2).
o HenmpoOMBaeM KOHTEHHED 3a U3MOI3BAHUTE UINIH U TUCAIIKH.

Mecra 3a HHIKeKTHpaHe
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I'opna vact
Ha pBIlETe

Kopem

benpa

3amo3HailiTe ce ¢ Bamara nucaaka

Hbpxau Ha natpona  byramo* IIpo3open 3a nozara [lokazanen 3a go3ara

|
s,|> )|

Toujeo® (300 3
=, -
SoloStar® vaJ
Jo3zatop
Ckana 3a BytoHn 3a
Kamauka Ha ucankara T'yMeHO yILTbTHEHHE VIMe Ha MHCYIHMHA
HUHCYJIMH HNHXEKTUNaHE

*Hsima ja MOXKeTe 1a BUIUTE OyTaloTo, TOKAaTO HE HHXKEKTHPATE HIKOJIKO 03U
CTDIIKA 1 IIposepete Bamusi HHCYJIHH

/ I/I3Ba,Z[CTG HOBAa IMHUCAJIKa OT XJIaAWJTHHUKA IIOHC 1 yac npean MHKCKIUATA. CTy,Z[CHI/I}IT HUHCYJIUH €
mo-00JIe3HEH IIpU UHKCKTHUPAHC.

A TIpoBepeTe MMeTO M CPOKA HA TOAHOCT BbPXY eTHKeTa Ha Bamara nucanka

. YBepere ce, ue CTe B3eIU NPaBIWIHUS WHCYIUMH. ToBa € 0cO0eHO Ba)KHO, aKO MMAaTe APYTH
MHACAIKHA-UHKEKTOPH.
. Huxora ne usnon3paiite Bamara nucanka cieq U3TUYaHE HA CPOKA HA TOAHOCT.

b. M3abpnaiiTe kanaykaTa HA NUCAJIKATA.
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B. IIpoBeperte 1ajm HHCYJIHUHBT € OUCTBP.
o He u3non3paiite nucankara, ako HHCYJIMHBT U3IVIEXK]1a MBTEH, OL[BETEH, WIH ChIbPKa YAaCTULIH.

CTBIIKA 2: ITocTaBeTe HOBA HUTIJIa

/ 3a BCsIKa MHXKEKIIMS BUHATH U3IMOJI3BaTe HOBA CTEpUIIHA Uria. Toga 1ie npeaoTBpaTu
3aIyIIBaHe Ha WTJIHTE, 3aMbPCSIBAHE W HHPEKITUS.
/ H3non3BaiiTe caMo UIJIM, KOUTO ca ChbBMECTUMHU 3a yrorpeda ¢ Toujeo (Hamp. uriu ot BD,

Ypsomed, Artsana niun Owen Mumford).

A B3semere HOBa MIVIa U OTJIeNeTe NMpPeaNa3Ballus eTUKeT.

b. [IpbiKTe uriara npasa M sl 3aBUIiTe BbPXY NHCAJIKATA, OKaTO ce 3akpenu. He
npeHaTsraire.

B. OTcTpaHeTe BHHIIHATA KAMAYKA HA UIJIaTA. 3ana3ere s 32 MO-KbCHO.
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A

TI.

Pabora ¢ urimre
) Buumagatite, korato paOOTHTE ¢ UIIIUTE — TOBa € HEO0OX0IUMO, 32 Jla C€ MPEJOTBPaTH
HapaHsBaHE C UIJIaTa U KPhCTOCaHA MH(EKITUS.

CTDIIKA 3: HanpaBeTe npoBepKa 3a 6€30MacHOCT
/ BuHaru npasere npoBepka 3a 6e30MaCHOCT MPE/U BCsKa HHKEKIHS — TOBA € HEOOXOIMMO, 3a JIa:
o mpoBepuTe Aanu Baiara nucajika v uria paboTsAT MPaBUITHO.

L CC YBCPUTC, UC MOJTyHaBaTC TOYHATA J03a UHCYJIUH.

A MH30epere 3 exMHHUIN KATO 3aBbPTHTE J03aTOPA, J0OKATO MOKA3AJIeNbT 32 103aTa € Ha
MapKHPOBKaTa Mexkay 2 u 4.

N36epete 3 eguuuum

b Hartucnere 0yToHa 32 MHKEKTHPaHe JOKpau.
o AKO OT BbpXa Ha MIVIaTa U3JIM3a WHCYANH, Bamara nucanka paboTH MPaBUITHO.
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AKO He U3/1432 HHCYJIMH:
o Moxe 1a € HeoOXOAMMO J1a TIOBTOPHUTE Ta3W CTHIIKA A0 3 MHTH MPEIH /1A CE MOSIBH HHCYIHH.
o AKO HE U3113a UHCYJIUH CIEA TPETHUs IbT, UIJIaTa MOXKE J1a € 3amylieHa. AKO TOBa CE CITy4HU:
- cMmenete uriata (Bmwkte CTHIIKA 6 u CTBIIKA 2),
- cjen ToBa MOBTOpeTe mpoBepkaTta 3a 6e3omacHocT (CTHIIKA 3).
He uznon3zpaiite Bamiara nucanka, ako Bce OIle HE U3IM3a MHCYJIMH OT BbpXa Ha uIjara.
M3non3BaiiTe HOBa ucanka.
o Hukora He n3mosn3BaiiTe CIpUHIIOBKA, 3a Ja U3TEIINTE UHCYJIUH OT Bamara nucaika.

AKo BUANTE BH3IYLIHN MeXypueTa
Moke na BUAUTE BB3AYIIHU MEXypUeTa B MHCYIMHA. ToBa € HOpMaJIHO, T€ HAMa J1a Bu
HaBPEISAT.

CTDIIKA 4: U36epeTe n103aTa

X Huxkora ne n3bupaiite 103a 1 He HaTHCKaiiTe OyTOHA 3a HH)KEKTUpaHe 0e3 moctaBeHa uria. Tosa
MO>Ke Jia MoBpeau Bamarta nucanka.

A ¥YBeperte ce, ye HIJIaTa e IPUKPeNeHa U 103aTa e MocTaBeHa Ha ‘0.

v

b 3aBbprere 103aTopa J0KATO MOKA3a1elbT 32 103aTa ce u3paBHU ¢ Bamara no3a.

o Axo nonMuHeTe Barara 103a, Moxe a ce BbpHETE 00paTHo.

o AKo HSIMa JOCTaThUHO CTUHUITH 3a J03aTa By, ocTananu BpB Barara nucanika, 103aTopbT IIe
crpe Ha Opost SAMHUIHN, KOUTO Ca OCTAHAIH.

o Axo He MoxeTe Jia m30epeTe IbIIHATA J103a, KosiTo B e npejnucana, paszesnere j1o3ara Ha JiBe

WHXCKTUPaHWA WA M3II0JI3BaliTe HOBA MMHCAJIKA.

eo ® (300

Kak na pasuMTaTte nmpo3ope€ia 3a go3ara
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YeTHHUTE YKCIIA CE TTIOKA3BaAT cpeury rmokasajcia 3a Jo3ara:

——

u3opanu 30 exuHUIU

HeuetHuTe uncia ce moka3BaT KaTo yepTa MEXKIY YCTHUTE YUCIa:

—

u30panu 29 eAMHUIHU

Eannunm HHCYJ/IMH BbB Bamara nucanaka

. Bamrara nucanka cpabpika 061mo 450 equaum nHCYIMH. Moxe na nu3dupare 103 ot 1 10
80 equHUIM Ha cTereHu oT | enuHUIA. Besika micanka chibpika MoBede OT €1Ha J103a.
o MoskeTe Jja BUAMTE MPUOTU3UTEIHO KOJIKO SIMHUI WHCYIHH Ca OCTaHAIH KaTo MoIvIeTHEeTe

KbJC C€ HaMHpa 6YT3J'IOTO BbpPXY CKaJiaTa 3a UHCYJIUH.

CTDIIKA 5: Un:kexkTupaiite Bamara no3a

Axko Bu e TpyHO 12 HaTUCHETe OyTOHA 332 MH)KEKTUPaHe, He TO HACHIIBAlTE, 3aI[0TO TOBA MOXKE
Jla cuynu Bamiata nucanka. Bukre Touka MO-0JTy 3a ITOMOII.

A MH30epere MSACTO 1a MOCTABHTE HHKEKIUATA, KAKTO € IOKA3aHO Ha (purypara
b BbBenere uriara B koxkara kakto Bu e mokazano or Bamus gekap, gapmauneBT uin

MeJIMUHMHCKA cecTpa.
. He nunaiite OyToHa 32 HHXXEKTHpaHE BCE OIIIE.

B IlocraBere najiena cu BbpXy 0yToHa 3a nH:xkeKkTHpaHe. Cliell TOBA HATHCHETE IOKPaii u
3aPbIKTE.
o He natuckaiite moa wru1 — nanensT Bu Moxe fa OM0KUpa 103aropa U 1a He MOXKE J1a e BbPTH.
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I' 3agpbxTe OyTOHA 32 MH:KEKTHPaHe U KoraTo BuauTe "('" B mpo3opemna 3a 103aTa, 6aBHO
opoiiTe 10 5.
o ToBa rapanTHpa, 4e cTe MOTYYHIIN TbITHATA CH J103a.

A Caen 3axbpaaHne u 0aBHO OpoeHe 10 S, ocBoOogeTe OyTOHA 32 MHKeKTHpaHe. Ciie ToBa
U3BajieTe UIJIATA OT KOKATA.

Axo Bu e TpyaHO 1a HATHCHeTe OyTOHA:

. Cwmenete nrnata (Bmwkte CTBIIKA 6 u CTBIIKA 2), cien koeTo HammpaBeTe IpoBepKa 3a
oe3omacHoct (Bmkte CTHIIKA 3).

o Axo Bce omie Bu TpyaHO 1a TO HAaTHCHETE, B3€METE HOBA MTUCAJIKA.

o Hukora He u3mosn3BaiiTe CIpUHIIOBKA, 3a Ja U3TEIINTE UHCYIUH OT Bammara nucaika.

CTBIIKA 6: Cajere urjara

./ BHnMaBaiite, korato paboTHTE C HITIHTE — TOBA ¢ HEOOXOIMMO, 3a JIa CE MPEIOTBPATH HAPAHSBAHE
C UrjaTa u KpbCTOCaHa HH(PEKITHSL.
X Hukora He nocTaBsiiTe OTHOBO BTPELIHATA KaNlayka Ha UIJIATa.

A TlocTraBeTe BHLHIIHATA KanayKa HA UIJaTa 00paTHO BLPXY MIJIaTa U 51 U3MOJ3BaliTe, 32 1a
pa3BueTe UTJIaTa OT MUCAJKATA.

o 3a 1a HaMaJIWTe pUCKa OT CIy4YaiHO HapaHsIBaHE C UIVIaTa, HUKOTa He MOCTaBaliTe 00paTHO
BBTpEIHATA Kallayka Ha uIviaTa.

o Axo nmkekus Bu npasu apyr yoBek, uiu Bue npaBuTe HHXeKIMs Ha APYT YOBEK, TpsiOBa 1a
ce o0pblla CelMalHO BHUMAHUE [IPY CBAJIIHE U U3XBBPJISHE HA UIIaTa.

. CnasBaiiTe IpenopbYUTEITHUTE MEPKH 3a 0€30MaCHOCT IIPU CBAJISHE U U3XBBPJISHE HA UIIHTE

(cBbpkeTe ce ¢ Bammst nekap, hapmarieBT Ml MEITUIIMHCKA cecTpa), 3a Ja HaMaJluTe pUCKa OT
ClydaifHO HapaHsABaHE C MIVIaTa U TPeHACsHEe Ha MH(DEKIIHO3HHU 3200 IsIBAHNS.

b I/I3XB’I>p.TleTe H3M0JI3BAaHATA UIJIa B HenpoﬁnBaeM KOHTeﬁHep WM KakTo Bu e ka3zan
Bamuar (])apMaueBT, HJIH B CBbOTBETCTBHE C MECTHUTEC UBUCKBAaHUA.
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B IlocraBere 00paTHO KanmaykaTa HA MHACAJIKATA.
. He mocrapsifte nmucankara oOpaTHO B XJIaTATHUKA.

H3noasBaiite 10

. Wznom3Baiite Bamara nucanka camo 70 6 CeMUIIM CIIe] TbpBaTta yrnorpeoa.
Kak na cexpansiBate Bamara nucanka

IIpeau mbpBa ynotpeda

) CoxpaHsBaliTe HOBUTE MUCANKH B xiamuiHuK, ipu 2°C mo 8°C.

. He ru 3ampassiBaiire.

Cien nmbpBa ynorpeda

o CexpansBaiite Bamara nmucanka Ha craiiHa Temneparypa, mox 30°C.
o Huxkora He mocrassiiTe Bamara nicanka o6paTHO B XJIaJHTHHUKA.

. Huxkora He cbhxpaHsBaiiTe Baiara nucanka ¢ mocTaBeHa Uria.

. CopxpansBaiiTe Bamara nmucanka ¢ mocTaBeHa Karadka.

Kak na ce rpmkute 3a Bamara nucanaka

PaGoTteTe ¢ Bamara nucajgka BHUMATEIHO

. He usnyckaiite nucankara u He s yIpsiiTe B TBbPAU MOBBPXHOCTH.

° Axo cmsiTate, ye Bamara nucaiika Moxke Jia € IOBpe/ieHa, HE C€ OIMTBAKTE Ja 5 MOIpaBUTE, a
H3II0JI3BalTE HOBA.

ITazere Bamara nucajika oT Ipax ¥ 3aMbpCsiBaHe
o MoskeTe ja mouucTBare OTBbH Bamnara nucanka upes u30bpcBaHe ¢ BlaxkHa kbpra. He

MOKpETe, MUITE WM CMa3BaiTe MucayikaTa, Thil KaTo TOBa MOXKE J1a 5 IOBPE/IH.

H3xBBpJIsiHe HA THCAJIKATA

L MaxHere urnara npeau aa U3XBBbPJIUTC NHCAJIKATA.
L I/I3XB’BpHCTC H3II0JI3BaHaTa I1ucajika, KaKTo Bu e xazan Bammusar JICKAap, WIN CbINIaCHO MECTHHUTC
HN3HCKBAaHUAI.
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JlucroBka: undopmanus 3a norpeduTeNs

Toujeo 300 exmuuu/ml DoubleStar nH:KeKIMOHEH Pa3TBOP B NMPEeABAPUTETHO HATBJIHEHA
nucajKa
Wucynun rnapxxus (Insulin glargine)
Besika nucanka DoubleStar nocraBs 2-160 exMHMIM HA CTENEHH OT 2 eMHHULHA

IIpouyeTeTe BHUMATEIHO ISLJIATA JIMCTOBKA, ITPEH /Ia 3aM0YHETE JIa U3NO0JI3BaTe TOBA
JIEKApPCTBO, Thil KaTO TSl ChAbpP:Ka BaxKHa 3a Bac undopmanus.

° 3anazeTe Ta3u JUCTOBKA. MoKe 1a ce HAJIO0XKH J1a s IPOYEeTeTe OTHOBO.

. AKo0 MMaTe HSKaKBH JIOBIHUTEIIHA BBIIPOCH, TTonuTaiiTe Bamus iekap, hapmaneBT wiu
MEIUITMHCKA CeCTpa.

° ToBa nekapcTBO € npeanucaHo au4Ho Ha Bac. He ro npeorcrriBaiite Ha Apyru xopa. To Moxe
Jla UM HaBpEIH, HE3aBUCUMO Ue TIPU3HAITUTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Bammre.

) AKo TonyunTe HIKaKBU HEXEJIaH! JICKApCTBEHH PEaKIiy, yBeaoMeTe Bamus nexap niu

¢dapmarnieBT. ToBa BKJIFOYBA M BCUYKH Bh3MOXXHH HEXEJIaHU PEaKIUU, HEOIMCAHU B Ta3u
JIUCTOBKA. Brokre Touka 4.

KakBo cbIbpiKa Ta3u JHCTOBKA

Kakso npescrasisiBa Toujeo u 3a KakBO ce U3I0JI3BA

KakBo Tpsi0Ba n1a 3Haere, mpeau a uinoissare Toujeo

Kax na nznomssare Toujeo

BB3MOXKHN HEXeTaHn peaKkumn

Kak na cpxpansisate Toujeo

C'bII’bp)KaHI/Ie Ha OIMaKOBKaTa WU JOIIBJIHUTCIHA I/IHq)OpMaIII/ISI

A

1. Kakso npencrabisia Toujeo u 3a KaKBO ce H3M0JI3Ba

Toujeo e BuA IBATOACHCTBAI HHCYJIMH, HAPEUCH ,,MHCYJINH TJIAPKUH .

° Toii e MHOTO TIOIOOCH Ha YOBEIIKUS UHCYIIUH.

° Toii chabpika 3 MHTH MOBEYE UHCYNIHH B 1 ml, OTKOIKOTO CTaHAAPTHUS UHCYJIUH, KOWTO
chabpka 100 equuuim/ml.

° Bue Moke 1a pOMEHUTE BpEMETO Ha HHXKEKTHPaHEe, aKko € He0O0X0uMO (3a moBede

UHQOpMAIHs BUXKTE TOUKa 3).
IMonmkaBa cTaOMIIHO KpbBHATa Bu 3axap 3a AbJIBT IEPUO OT BpeMe.
. NHuxekTupa ce BeIHBX JTHEBHO.

Toujeo ce n3non3Ba 3a JieyeHWe Ha 3axapeH quadet (quadeT) Mpu Bb3pacTHH, IOHOIIH U JeTa Ha
6-roauiHa Bb3pacT. ToBa € 3a00JsBaHe, IPH KOETO OPraHUu3MbT BU HEe MPOU3BEkKIa TOCTATHUHO
WHCYJIVMH, 32 JIa KOHTPOJIMPa HUBOTO Ha KphBHATA 3axap.

2. KakBo TpsadBa n1a 3Haete, npeau Aa usnouassare Toujeo

He uznoassaiite Toujeo:
. AKO CTe aJIeprUuHU KbM HHCYIJIMH ITIap>KUH WM KbM HSKOSI OT OCTaHAJIHMTE ChCTaBKH Ha TOBA
JIeKapcTBO (M30pOEHH B TOUKA 6).

Ipenynpexnenust u NpeAnasHu MEPKH

I'oBopere ¢ Bamms nekap, ¢papmaneBT Win MEAULMHCKA cecTpa, Ipeau Aa u3nonssare Toujeo.
CrnenBaliTe CTpUKTHO HHCTPYKIMUTE Ha Bamms ekap 3a ToBa xonko Toujeo na usmoinBare, Kak J1a
HaOJroaBaTe KPhBTa M ypHUHATA CH, BalllaTa JIMeTa M HUBAaTa Ha (PU3NYECKA aKTUBHOCT, U TEXHUKA Ha
WH)XEKTHpaHe.
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Ba:xkHo:

. Axo kpbBHaTa Bu 3axap e npekajaeHo HUCKa (XUIIOTJIMKEMHsI) — BHXKTE ,,KaKBO Jla HAIlPaBUTE,
aKo UMare HUCKa KphBHA 3axap‘ B Kpasi Ha Ta3H JIMCTOBKA.

. CMsiHa Ha MHCYJIMH - AKO PEMHHABATE OT JIPYT BUI, ThProBCKa MapKa WM IIPOU3BOIUTEI Ha
WHCYIIMH, MOXKE J1a C€ HaJIOXKH NMPOMsiHA BbB Bamara fo3a.

° [TnormuTa3oH, U3ION3BaH €MHOBPEMEHHO C MHCYJIMH MOXKE J1a IPUYHHU CEPUO3HU MPOOIeMH —
BIKTE ,,I [MOTIMTa30H" 11O-110TY.

. YBepere ce, ue U3MoI3Bare MPaBUITHASA BUJ MHCYJIMH - BHHArH TPSIOBa J1a MPOBEPSBATE ETHKETA

Ha MHCYJIMHA NPE/IX BCSIKAa MHXKEKLHS, 32 J1a ce n30erHe 0ObpKBaHe C APYrd HHCYJAMHHU, 0COOCHO
MEXIY ABJITOCHCTBAILN HHCYTMHHA U ObP30ACHCTBALIM HHCYIHHH.

o Huxkora He n3nomn3Baiite cipuHIOBKa, 3a fa u3rerute Toujeo oT Bamara nucanka. Tosa e, 3a
Jla ce n30erHar rpemiky py T03UpaHe U Bb3MOXKHO MPEA03UpaHe, KOETO MOXKeE J1a I0Be/e 10
HHUCKa KpbBHA 3axap.

. 3a j1a ce u30erHe NpUIaraHeTo Ha MO-HUCKA J103a MHCYJINH, U3BbPIIBAiiTe MPoBEpKa 3a
0e30macHOCT Ipear mbpBaTa ynorpeda Ha HOBA MUCANKA, a ChLIO0 U MIPEAH BCsKa ynorpeda Ha
nucankara (BmwxTe Ctonka 3 ot MHCTpyKImuTe 3a yrorpeda). Moss, BHKTe ChIIO U TOYKa 3.

. AKO cTe He3psll WM UMaTe HaMaJIeHO 3peHHe, He U3M0JI3BaliTe IPEABAPUTEIHO HaITbIHEHATA
nucanka 0e3 uyxaa nomoil. ToBa e Taka, 3aI10TO HAMA J]a MOXKETe J1a BUANTE 100pe mpo3opena
3a 7j03aTa BbpXy MHcajkara. TpsOBa f1a MOoIydyUuTe IOMOI OT YOBEK ¢ 100pO 3peHue, KOHTO €
00y4eH /1a U3M0JI3Ba MHCAJIKaTa.

KoH1 npoMeHN HA MACTOTO HA HHKEKTHPaHe

PenoBHO poMeHsiiTe MSICTOTO HA HH)KEKTHpaHe. ToBa e 3a mpeoTBpaTsIBaHe Ha KOXKHU IIPOMEHU

KaTo yzeOensBaHe, CBUBaHE WM NOsiBa Ha Oyuku. IHCYITMHBT MOXe 1a He mojeiicTBa 1o0pe, ako ro

WHKEKTUpATE B 00JIACT ¢ OyUKH.

] Kaxerte na Bamus nekap, papmaiieBr wim MEIUIIMHCKA CeCTpa ako KbM HACTOSIINS MOMEHT
WH)XEKTHpaTe B 00JacT ¢ OydKH, TIPEH Ja 3aIl09HETE /1a HHYKEKTHPaTe B ApyTa OONacT.

Bammst nexap Moxe aa Bu mocbBeTBa a mpoBepsiBaTe MO-4€CTO KPbBHATA CH 3aXap U /1a KOPUTHpaTe

J103aTa Ha MHCYJIMHA WM HA PYTH aHTUINA0CTHH JIeKapCTBa.

3a0osABaHMA M TPABMHU
Moske 1a ce HaJIOXKH Jia cIeUTe 0-BHUMATENIHO KPbBTa U ypUHATA CH, 3a Jla OBIajeeTe quadeTa cH,
aKo:

o cTe OOJHM WJIM MMare cepruo3Ha TpaBma. HuBoTo Ha Barara kpbhBHa 3axap MOXKeE J1a C€ MOBUILN
- XHIEPTITUKEMHSL.

J HE ce XpaHuTe AocTarbuyHo. HuBoTo Ha Bamara kpbpBHA 3axap MOXKe J1a CTaHE MPEKaJeHO HUCKO
- XUNIOTJIUKEMHUS.

Kaxere Ha iekap Bb3MOXKHO Hali-CKOPO CJIel KaTO C€ IOUyBCTBATE 3JI€ WM [IOJyIUTE HApaHsBaHE.

Axo nmare muadeT T 1 u nMate 3a00sIBaHE WIIH TPaBMa:

. He cnupaiite Bamus naCcynua

. MPOIBJDKETE 1a IpUeMare JOCTaThbYHO BhIVIEXUIPATH.

Bunarn nadopmMupaiite xopara, KOUTO ce TpIKaT 3a Bac wiu Bu nexyBar, ye nmate nuaber.

HNHcyanHOBU aHTHUTEIA

WHCcynrHOBOTO NieueHNe MOXKeE Ja HaKkapa OpraHn3Ma Jia MPOU3BEeXk/Ia aHTUTENA CIIPSIMO HHCYJIHA
(BemecTBa, KOUTO JEHCTBAT Cpelly WHCYIHHA). MHOTO psiako obade, TOBa MOKE /1a HAIOXKH MTPOMSHA
BbB Bamara n103a uHCyJIUH.

IIsTyBane u Toujeo

AKo bTyBaTe B APy Abp>KaBH, IPEMUHABAHETO MPE3 YaCOBU 30HU MOJKE /1a MTOBIIMSE HA HYKIUTE
Bu ot nncynun u Bpemero Ha Bammte nmxekiuu. [Ipenu neTyBane ce koHcynTupaiite ¢ Bamus
nekap. Moxe na Bu ce Haimoxxu 1a TOBOpUTE 3a:

. [Janu Bamust Bux MHCYNIUH € HaJIM4YCH B CTpaHaTa, KOSTO IIOCEIIaBarte.

. Kak na opranuzupate JOCTaBIHETO HAa MHCYJIMH, UIJIM ¥ IPYTU HELa.

60



Kak mpaBuiiHO 512 chxpaHsiBaTe Barms WHCYITUH 10 BpeMe Ha IbTyBaHe.

BpemeTo, xoraTo ce XpaHuTe u U3MoNI3BaTe Bamus uHCYMH.

Bb3moxHUTE e(heKTH OT CMSIHA HA YaCOBUTE IOSICH.

Bceuuku prckoBe 3a 3/[paBeTo B CTPAHUTE, KOUTO IIE MMOCEIaBaTe.

KakBo Tpsi0Ba j1a mpaBuTe B CIy4ail Ha CIIEITHOCT, KOTaTo Ce MOYyBCTBATE 3JI€ UIIH CE
pasboieere.

Jena v roHOImIM
He I[aBafITe TOBaA JICKApCTBO Ha ACIA HAa Bb3PacCT 110/ 6 TOAWHU. ToBae TakKa, 3al110TO HsAMa OIIMT C
Toujeo mpu fena Ha Ta3u Bh3pacT.

JApyru aexapcrBa u Toujeo

Nudopmupaiite Bamms nekap, papmareBT Wid MEIUITTHCKA CECTpa, aKo IpreMarte, HacKopo CTe
MpUEMaNH UK € Bb3MOXKHO J1a pUEMETe APYTHU JeKapcTBa. Hskou nekapcTBa npean3BUKBAT
MIPOMEHH B HUBOTO Ha KpbBHATa 3axap. Bammsr nexap me Bu kaxke manm no3ara Bu uncynmH TpsiOBa
na ce mpoMeHu. ChIIo Taka TpsOBa 1a BHUMaBaTe, KOraTo CIpaTe mprueMa Ha JIEKapCTBO.

ITo-momy ca n30poeHN HAl-4ECTO CPEIIAHNTE JIEKAPCTBA, KOUTO MOTaT Ja MOBJIHSAT JICUCHHETO Bu ¢
WHCYJTUH:

HuBoTto Ha kppBHaTa Bu 3axap mMoxe 1a cnajgHe (XATOTIIMKEMHUSI), aKO IpPHEMaTe:
. JIPYTO JIEKapCTBO 3a THA0ET

. JU30TTMPaMUJT — 32 HSIKOH TIPOOIIEMH ChC CHPIIETO

. (ITyOKCETHH — 3a IETPECHs

. MEHTaMUJIMH — 32 HAKOW Mapa3uTHU nHpeKun. ToBa MoXe Ja J0oBele 10 TBhPJIC HUCKA KPhBHA
3axap, KOsITO MIOHSKOTa € MOCIeBaHa OT TBbP/E BUCOKAa KPbBHA 3axap

. cyn(oHaAMUIHA aHTHOUOTHUIN — 38 UHPEKIUH

. ¢ubparyn — 3a MOHMW)KaBaHE HA BUCOKH HUBA Ha JIMIUANTE B KPHBTA

. MHXUOUTOPH Ha MOHOaMuHOOKcuaazara (MAQO) — 3a nenpecus

. MEHTOKCU(UIINH, TPONOKCU(EH U CaNuIUIaTh (Hamp. acCMpHH) — 3a 00JIKa U JieKa TpecKa

o WHXUOUTOPH Ha aHTHOTeH3MH-KoHBepTHpamus eH3uM (ACE) - 3a jieueHre Ha onpenesieHH

CbpPACYHHU CHCTOSAHUA UM BUCOKO KPBbBHO HAJIATaHE

HuBoTo Ha kpbBHAaTa Bu 3axap Moke 1a ce MOBUIIHU (XUMEPIIIMKEMHUSI ), aKO TIPUEMAaTe:
JIaHa30J1 — 32 €HJA0METPHO3a

JIMAa30KCH]T — 32 BUCOKO KPBBHO HAJATaHE

IJIFOKaroH — 3a MHOTO HHCKa KPbBHA 3aXap

M30HHUA3U]I — 3a TyOepKyJi03a

COMAaTPOIHMH — PACTEKEH XOPMOH

XOPMOHH Ha IIUTOBUIHATA JKJIe3a — 32 MPOOIEMH ¢ IIUTOBUIHATA JKJIe3a

CCTPOTCHU U MMPOTre€CTAr€Hu — KaTo B IPOTUBO3a4YaTbUHUTC Ta6JIGTKI/I 3a KOHTPOJI Ha
paxxaaeMocTTa

KOPTHKOCTEPOU/TH, KaTO KOPTU30H — 32 Bb3MaJICHUE

poTea3Hu naxuouTOpHy — 32 HIV

JUYPETHUIIH — 32 BUCOKO KPBBHO HAJISITaHE WM 33IPHIKKA HA TCIHOCTH

KJIO3aITHH, OJIAH3aIHH U (EHOTHA3MHOBH MPOU3BOIHU — 32 ICUXUYHU MPOOIEMHU
CUMIIATHKOMUMETHIIN KaTo ennHe(ppuH (aapeHannH), candyTaMol U TepOyTaniH — 3a JIe9eHue
Ha acTMa

HuBoTo Ha KpbBHaTa Bu 3axap MoOxke UJIM Ja €€ NMOBUIIIHN, WJIH 1a CIadHE, aKO IIpUEMaTe:
L 6eTa-6n0KepH WJIW KIIOHUJIWH — 3a BUCOKO KPBBHO HAJIATaHE
L JIMTUCBU COJIM — 34 ICUXUYHU HpO6JICMI/I

beTa-6J10KkepH
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o Bera-0nokepute, KakTo M APYTUTE ,,CAMIATUKOJINTHYHH JIeKapcTBa” (KaTo KIOHUIUH,
TBAHETH/INH, PE3EPIIMH — 32 BUCOKO KPHBHO HAJIATaHE) MOTAT Ja MPUKPHST WIH CIpaT
MpHU3HAIINTE Ha MMPEKAICHO HUCKA KPBhBHA 3axap (XUIMOTIMKEMIsI) WIIK MOTaT Ja 3aTPyIHAT
Ppa3No3HaBaHETO Ha NMPEYNPEAUTEITHUTE 3HALM.

IIuoraura3on

Hsixou narueHnTy ¢ IbJIrOrouIleH 3aXapeH quadeT THIT 2 U ChPACUHO 3a00JIABaHe WK IpeKapaH

WHCYJIT, JICKyBaHU C MMHOTJINTA30H U MHCYJIWH, pa3BUBAT ChPIeUHA HEIOCTATHUHOCT.

° HezabaBHo yBenomere Bamwst nexap, ako MMaTe CUMIITOMH Ha ChpJedyHa HEA0CTAaThYHOCT -
KaTo HeoOMUaeH 3a1yX, ObP30 yBeIMYaBaHe Ha TEIVIOTO, HJIU JIOKAJIU3UPaH OTOK

AKo HsIKOE OT N30pOEHHUTE NO-Tope ce OTHacs 3a Bac, nuinu He cre curypHu, roBopere ¢ Bamms nekap,
(hapManeBT WM MEJULIMHCKA CeCTpa, Ipeau Aa u3nonssare Toujeo.

Toujeo ¢ aakoxo.
HwuBata Ha KpbBHaTa Bu 3axap Morat Ja c€ nmoBuuiaT ujiun Aa CriagHaT, akO KOHCYMHUPATE aJIKOXOJI —
1ie TpsOBa Ja MpoBepsiBaTe HUBOTO HAa KPhBHATA CH 3aXap MOBeYe OT OOMYANHOTO.

BpemeHHOCT M KbpMeHe

AKko cTe OpeMeHHa MM KbPMHUTE, CMSITaTe, 4e MOXKe Ja CTe OpeMEeHHa WM TUIaHUpaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bamms nekap, GpapmaneBT HiIM MeIUIMHCKA CECTpa Ipeau ynorpedara Ha TOBa
JIEKapCTBO.

L4 MOXKC 1a CC HAJIOXKHU Ja MPOMCHUTC N03aTa Ha NHCYJIMH 11O BpCMC Ha 6peM€HHOCT u CJICa
paxaaHe, NIk €AHOBPEMCHHO A03aTa Ha MHCYJIMH U JUE€TaTa 110 BpEME Ha KbpPMCHC
L 3a Jia nNpeamnasuTe 0ebeto CH, € MHOT'O BaXXHO JJa KOHTPOJIUPATC III/IaGCTa CH U 1a

npeaoTBpaTABATC HUCKATA KPbBHA 3axap

Ilo¢pupane u padbora ¢ MaIIMHK

TBBpAE HUCKATa WM TBBPAE BUCOKA KPBbBHA 3aXap WIHM NPOOIEMH ChC 3pEHHETO MOT'aT /1a MOBIUSAT
cniocoOHocTTa Bu 3a modupane, pabora ¢ nHCTpyMeHTH vii MammHu. KoHnenTpanusta Bu moxe na
0b1e 3acernata. ToBa Moxe fa e onacHo 3a Bac u okonnuTe. [lonuraiite Bamms nekap, dpapmareBt
WJIM MEJTUIIMHCKA CEeCTpa JAlld MOXKeTe Ja modupaTte, 1a paboTHTE ¢ HHCTPYMEHTH WJIH MAIIUHH, aKo:
o 4yecTo KpbBHATa Bu 3axap e TBbpe HUCKa

o Bu e TpyaHO Aa mpeueHuTe Kora KpbBHaTa Bu 3axap e TBbp/e HUCKA.

Toujeo cbaBbpKa HATPHIA
ToBa JilekapcTBO ChAbpiKa MO-Manko oT 1 mmol (23 mg) Hatpuii Ha 7034, T.€. NPAKTHYECKH HE
ChAbpKa HATPUI.

3. Kak n1a usnoussare Toujeo

Bunaru usnon3paiiTe ToBa J1eKapcTBO TOYHO KakTo Bu e kazan BammusT nekap. Ako He CTe CUTYpHU B
HeIo, monuTaTe Bamms nekap, ¢papMameBT win MEIUIIMHCKA CECTpA.

Toujeo u uncynus ranapxus 100 exuauim/ml He ca B3aMMHO3aMEHIEMH, BHIPEKH Y€ ChABPIKAT €IHO
U CBIIO aKTUBHO BelecTBO. [I[peMuHaBaHETO OT €JHO JICUeHHE C MHCYJIMH Ha APYTO U3KUCKBA JIEKAPCKO
MpeIucanme, MeIUIMHCKO HAOIIOISHIE U ClIeJICHe Ha KpbBHATa 3axap. ['oBopere ¢ Bamms nekap 3a
noBeue MHPOpPMAIIHAL.

Konako na usnonzsare

Toujeo DoubleStar npeaBapuTeTHO HAITbIHEHA MKCAIKA MOXE JIa OCUT'YpH 7032 0T 2 110 160 equHuIm
C eJHa UHXKEKIIU, Ha CTeNeHu oT 2 enuHuliy. [lucankara ce mpenopbyBa MpH MalKUEeHTH, KOUTO ce
HYXKJasaT OT Hal-mMainko 20 eJMHHUIM UHCYJIMH JHEBHO (BIDKTE ChINO Tovka 2). [Ipo3opensT 3a no3arta
Ha nrcankata DoubleStar moka3Ba Opost Ha eauHUIIUTE TOUjE0, KOUTO IIIe CE MHKCKTUPAT U HE €
HEOOXOMMO TPEN3YHCIIsIBaHe Ha 103aTa.
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Bamusar nekap e pemiu:

° KakBO KoimuecTBO Toujeo Bu e HeoOXonuMo Ha JICH U 110 KO€ BpeMe

° KOTa J1a U3Cjie/[BaTe HUBOTO Ha KPhBHATA CH 3aXap M JaJId ca HEOOXOUMH U3CIICABaHUS Ha
ypuHara

° KOTa MOXKE Ja C€ Hy»K/IaeTe OT MO-BUCOKA WU MO-HUCKA J103a.

Tora ce ocHOBaBa Ha HaYMHA Bu Ha )XMBOT, M3CIeABaHUATA Ha KpbBHAaTa Bu 3axap (Timroko3aTa) u
ynorpebaTta Ha WHCYJIMH B MUHAJIOTO.

T'oBopete ¢ Bamus nekap, T KaTO MOXKE a2 UMaTe HY>KAa OT HO-HUCKA 1032, aKO:
o CT€ Ha Bb3pacT 65 TOAMHU HJIH MTOBEYE
o umare npobiaemMu ¢ OpOpenrTe WiIK YepHus Apod

Toujeo e gparonericTBail UHCYIHH. Bamust gekap Moxe 1a Bu kaxe 1a ro usmonssare ¢
Obp30oAericTBAI HHCYJTUH, WK C IPYTH JIEKapCTBa 3a BUCOKA KPbBHA 3axap.

YBCpeTC CC, 4C U3MO0JI3BATC NPABUIIHUA BUA UHCYJIUH.

° Bunaru npoepsiBaiiTe eTrkeTa Ha WHCYJIMHA MPEIH BCSIKA MHXKEKITUS, 32 Ja n30erHeTe
00BpKBaHE C IPYT'H UHCYIIUHU, 0COOSHO MEXTY IBJITONCHCTBAINN HHCYITUHH U OBbp301eiCTBAIIN
WHCYJIUHHU.

° KonudecTBoTO Ha akTUBHOTO BemiecTBo ,,300 e oTOens3aH0 B METHO3IATHCTO BHPXY €THKETa

Ha Barrara Toujeo DoubleStar npeaBapuTenHo HambIHEeHA ucanka. [lonuTaiite Bamus nexap
Wk (hapMarerT, ako He CTE CUTYPHH.

MHoro ¢aktopu MoraT Jja MOBIHSIAT HUBOTO Ha KpbBHAaTa By 3axap — HaydeTe KakBH ca T€ M KaKBO Jia
MpaBHTe, aKO HUBOTO Ha KpbBHaTa Bu 3axap ce mpomens. Tosa 11e moMorse 3a npeoTBpaTsIBaHe Ha
MPEKAJICHOTO U MMOKa4YBaHE WIN NOHMWKaBaHe. BIkTe ,,XUIEPrIMKEMUs U XUITOTTTUKEMUS“ B Kpas Ha
Ta3u JIMCTOBKA 3a MoBeye nHpopMaLusl.

Kora na uznoazsare Toujeo

o Hznon3Baiite TOllj €0 BCIHBK JTHEBHO, 3a IPCATIOUYUTAHEC 10 €IHO U CHIIO BPEME BCCKHU JICH.
o Moxe Aa 0 UHKCKTHUPATE 10 3 yaca npeau uin Cien 001YaliHOTO BpEME, B KOCTO I'0
M3I10JI3BATeE.

IIpenu na unxexkrupare Toujeo

. [Ipouetere MHCTPYKUMUTE 32 YOTpeOa, BKIIOUEHU B Ta3U JIMCTOBKA 33 MAIIUEHTA.

. AKo He cra3Bare BCUYKH HHCTPYKLIMH, MOXKE J1a TIOJIlyYUTE TBBPJE MHOI'O MJIM TBBPIE MAJIKO
WHCYJIHH.

. Hanpagete npoBepka 3a 6e30macHOCT, kKakTo e onucaHo B Ctenka 3 Ha UHCTpyKInuTe 3a

ynorpeba. Ao He ro HalpaBHTe, MbJIHATa By 103a HAMa Obe JoCcTaBeHa. AKO TOBa Ce€ CIyYH,
TpsIOBa J1a YBEIMUYNTE YECTOTaTa Ha KOHTPOJ Ha HUBOTO Ha KPHhBHATA 3aXap M MOXeE JIa ce
HaJOXKH J]a CU MPUIIOKHUTE TOMBIHUTETHO HHCYIUH. MOJIs, BUXKTE ChILO TOYKA 2.

Kak na un:kekTupare

° Wuxexrupaiite Toujeo mox koxxara. ToBa ce Hapuya ,,[TOJKOKHO MPUIOKEHUE  WIH ,,8.C.”.

. Wuxextupaiite To B IpeHara 4act Ha OepOTO, TOPHATA YacT HAa phKaTa WM MPeHaTa 4acT Ha
Tanuara (kopema).

. CMeHsiiTe MSICTOTO B pAMKHUTE Ha 00JIACTTa, B KOSATO MOCTABITE WH)KEKIMITA BCEKH JCH — 32 J1a
Ce HaMaJli PUCKBT OT CBUBaHE WM YILTbTHSABAHE HA KOXKara (BIDKTE TOUKa 4).

. Bunaru u3nosn3Baiite HOBa CTEpUITHA UIJIA 32 BCSAKA WHIKEKIUS — 32 J]a C€ HAMaJId PUCKBT OT
vH(pEKINA 1 3aIylIBaHe Ha UIJIaTa, KOETO MOXe Jia TOBeJIe 10 MTO-BIUCOKA MIIM MO-HICKA /1032
WHCYIIVH.

. M3xBBpIieTe U3MoI3BaHaTa uriia B HermpoOuBaeM KOHTEHHEp, WiH KakTo Bu e kazan Bammsit
(apmarieBT.

o He cniopensiiTe Bamara MHCYJHHOBA IHCAJIKAa C HUKOTO, JIOPH KOTaTo WIJaTa € CMEHeHa — 3a J1a

MIPEJOTBPATUTE Pa3sNpOCTPaHEHHETO Ha OOIECTH.
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o He u3non3BaiiTe cipuHIIOBKa, 3a 1a u3Temute Toujeo oT Bamara nucanka — 3a 1a u30erueTe
MOTEHIIMAITHO TIPEI03UpaHe.

He uznoazsaiite Toujeo

o BBB BEHA - TOBA POMEHS HAYMHA My Ha JICUCTBUE U KpbBHaTa Bu 3axap Moxe aa criagHe
TBBPJIE€ MHOTO.

o B WHCYJIMHOBA WH()Y3HOHHA [TOMIIA.

o aKo MMa YaCTHIIM B MHCYJIMHA - TEYHOCTTA TPsIOBa J1a € OucTpa, Oe3nBeTHA U ¢ TIO00HA Ha Boja
KOHCHUCTCHITHS.

N3xBBpIeTe mucaikata U U3M0I3BalTe HOBA, aKo:

. aKo 3a0eJexuTe Ye KOHTPOIbT Ha KpbBHATa By 3axap Heo4akBaHO ce BIIOIIAaBa

. HHcajikara e MoBpeAeHa WM He € Ouila ChbXpaHsBaHa MPABUIIHO

I'oBopere ¢ Bamms nekap, ¢papmaneBT Wil MEAULMHCKA CECTPa, aKO HE CTe CUTypHH, ue BamaTa
nucajka padboTy MPaBUIIHO.

AKO cTe U3M0J13BaJIM NI0OBeYe 0T HeoOxoauMmara 103a Toujeo
AKO cTe M3M0JI3BaJIM IPEKAJIEHO MHOT'O OT TOBa JIEKapCTBO, HUBOTO HAa KpbBHATa Bu 3axap moxe na

CTaHC MPEKAJICHO HUCKO — BUIXKXTEC ,,HUCKA KPbBHA 3axap“ B Kpad Ha Ta3u JIMCTOBKA 3a CbBECT.

AKo cTe npomycHaJu aa usnoJssare Toujeo

. AKO CTe IpOITyCHAJIH 1033, HHXKEKTHpaTe MPoIlycHaTara 103a B paMKHUTE Ha 3 4aca OT
00M4aifHOTO BpeMe, B KOETO s Ipuiiarare.
. AKO CU CLIOMHUTE ClIe]l OBeYe OT 3 yaca, He MH)KEKTUpaNTe NpoIycHarara 103a - IpOBepeTe

KpBbBHATA CH 3axap M CJIe/l TOBa MH)KEKTHUpaiTe cliefBalara 103a B 0OM4aifHOTO BpeMe Ha
CJeBaIlINA JcH.

. He unxxextupaiite 1BOMHA 1032, 3a 1a KOMIIEHCUpPATE MPOITyCcHaTara 103a.

. Ako cTe pormycHau 1032 Toujeo WM ako He CTe CH MHXEKTUPAJIH JOCTaTbuHO UHCYIIHH,
HUBOTO Ha KpbBHATa Bu 3axap Mo)ke 3HAUUTEITHO Jja C€ NOBHIIY - BUXKTE ,,BUCOKA KPBBHA 3aXap
(xunepriukeMus) B Kpas Ha Ta3u JIUCTOBKA 33 CHBET.

AKo cTe cnpesau ynorpedara Ha Toujeo

He cnimpatiTe ynorpebaTa Ha ToBa JieKapcTBO 0e3 a cTe roBopwiiu ¢ Bammus iekap. Ako cripete
ynorpebaTa Ha TOBa JEKapCTBO, TOBA MOKE /1a JIOBEJIE 10 MHOTO BICOKa KPbBHA 3aXap M HaTpyIIBaHE
Ha KUCEJIMHA B KPbBTa, HAPEUYEHO ,,KETOALIN103a", BUXKTE ,,BUCOKA KpbBHA 3axap‘ B Kpasi Ha Ta3u
JUCTOBKA 32 CHBET.

Axo0 nmaTte HIKaKBU JOI'BJIHUTCIIHA BBIIPOCHU, CBbP3aHU C yHOTpe6aTa Ha TOBa JICKApCTBO, IIOIUTANTE
Bamus JICKap, (bapMaueBT njin MEAUIIMHCKA CeCTpa.
4. Bb3MOKHU HeKeJTaHU pPe€aKkuumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAMN3BHUKA HEIKCIAaHU PCaKIIUH, BBIIPEKU Y€ HC
BCCKH I' TOJTy4aBa.

Cepno3nu He:KeJIaHU peakIuu
HezabaBHo yBegomeTe Bammus nekap, hapmareBT nim MEAUIIMHCKA CECTPA, aKO 3a0ENIeKUTE HIKOS OT

CIIeTHUTE CePHO3HU HEeXKETaH! PEeaKIny — MOXKE Ja Ce HyK/IaeTe OT CIIeNTHa MEIUIIMHCKA TOMOIII:

Hucka kpbBHa 3axap (XHIOTJIMKeMHUsI) — MHOTO YecTa: MOXe J1a 3acerHe moede oT 1 Ha 10 gymmm

L Axo HHUBOTO Ha KpbBHATa Bu 3axap CriagHe NPEKaJICHO MHOIO, Bue moxe Ja IpUunagHeTe
L TB’bp)IC HHUCKAaTa KPbBHA 3aXap MOXKE [1a NPCAU3BHUKA MO3BYHO YBPCIKIAHC U MOKE 1a 6’BI[€
KHUBOTO3acTpaliaBalia.

AKO uMaTe CHMITOMHU Ha HUCKA KPBbBHA 3axap, He3a0aBHO MPEANPUEMETe ACHCTBUS 3a TOBUIIIABAHETO
1. BuxxTe ChBET B ,,HUCKA KPBbBHA 3axap‘‘ B Kpasi Ha Ta3U JUCTOBKA.
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CHUMITTOMH Ha TeKKH aJI€PrHYHE peaknuu (peaKu: Moxke Aa 3acerHar 70 1 Ha 1 000 mymmm) moxke ia
BKJIFOYBAT:

. YyBCTBO Ha 3ayX
o OTOK Ha KOXKara WM ycTara

. 00pUB ¥ CHPOEK MO LSTIOTO TSUIO

o MPUIIONIABAHE C YCKOPEHA Chp/ICUHA ACHHOCT U M3MOTSBaHE

He3abaBHo yBenomere Barmus siekap, hapMarieBT Wik MEAMIIMHCKA CECTPA, 3aI0TO TEKKUTE
aJIEepTUIHY PEaKIMK MOTaT Jla OblIaT )KMBOTO3aCTPAIIIaBAIIIH.

Jpyru HexelaHU peakU UM
YBenomere Bamms nekap, papManeBT win MEJUIMHCKA CECTPA, aKO 3a0€NIeKUTE HAKOS OT CIICAHUTE
He)XeJIaHU PeaKIiuu:

HpOMeHH Ha KOYKaTa HA MACTOTO HA HHIKEKTHPAaHE:
AXO MHOT0 4eCTO CH HUHKCKTHUPATC UHCYJIMH HAa €JHO U ChIIO MACTO, KOXATa MOXKE J1a CC IPOMCHHU,
KOC€TO BKIIOYBA:

. W3ThHsBaHE Ha Koxkara (Jumoarpodus) (Moxe aa 3acerse 1o 1 Ha 100 gymm)
. VIUTBTHSIBAHE Ha KoKaTa (JMnoxurepTpodus) (Moxe aa 3acerHe 1o 1 Ha 10 mgymm)
. Oy4KH IOJ] KOYKaTa MOTaT ChIIO Ja Ce IbJDKAT Ha HAaTpyIIBaHe Ha OeNThK, HAPEUCH aMHIIOU]T

(KO)KHa aMHJION103a; HE € U3BECTHO KOJIKO YECTO Ce CIy4Ba TOBa). IHCYTMHBT MOXKe /12 He
nmojieiicTBa 00pe, aKo HHXKEKTHpaTe B 00JIaCT ¢ OyUKH.
PenoBHO poMeHsIiiTe MICTOTO HAa HHKEKTHUPAHE, 32 J1a TIPEIOTBPATUTE KOXKHU MIPOMEHH.

YecTu: Mmoxe na 3acersat a0 1 va 10 qymm

o KOXXHU U aJICPTUYHU PCAKIU HAa MACTOTO Ha MHXCKTHUPAHEC. CHMIITOMUTE MOKE Ja BKJIFOYBAT
3a4uepBsiBaHe, HEOOWYAHO CHTHA 0OJIKa MPU HHXKEKTHPaHe, ChpOEK, YPTUKAPHS, TTOyBaHE WIIH
Bh3MaieHne. ToBa MOXKe Jla ce Pa3mpOCTpaHu OKOJIO MSCTOTO Ha HHXeKkTupaHe. [loBeueto nexn
pC€aKkuu KbM UHCYIIUH O6I/IKHOBCHO Hn34e3Bar 3a HAKOJIKO JHU WJIN HAKOJIKO CEAMUIIN.

Penxm: moxe na 3acernat no 1 va 1 000 nymm

. npo0eMu ¢ 04YMTe - IOAYEepPTaHa MPOMIHA B KOHTPOJIAa Ha KpbBHAaTa Bu 3axap, monoOpeHue min
BJIOIIIABaHE, MOXKE J1a Hapyly Bameto 3peHune. Ako uMare 3a00/IsIBaHe HA OUMTE, CBBP3AHO C
nuabeTa, HapedeHo ,,poiudepaTuBHa peTUHONATHs’, IPUCTBIINTE Ha MHOTO HHCKa KPbBHA
3axap MOJKE Jja IPUYHHAT BpEMEHHa 3ary0a Ha 3peHHeTO.

. NOAyBaHEe Ha IVIE36HUTE U IIpacLuTe — IOpaau TOBa, ue TU10To By 3aabppka nosede Boza,
OTKOITKOTO TpsiOBa.

Mmuoro peaxu: Mmoxe na 3acersar o0 1 va 10 000 gymm
. MPOMEHH BBB BKYCa (JUCTey3Hsl)
. MYCKyJHa 00JKa (MUAITHs).

yBeI[OMeTG Bammus JICKap, (bapMaueBT WM MEAUIIMHCKA CECTpa, ako 3a0€NIeKUTE HIKOS OT
I/I36p06HI/ITe IMO-TOpPEC HEKCIIAHU PCAKIIUU.

Cpho01IaBaHe HA HeKeJIAHU PeaKIuun

AKO TIOJTyYUTe HAKAKBU HEXEJIaHU JIEKAPCTBCHH PEAKIIMU, YBeaoMeTe Barms nekap win (hapMaieBT.
ToBa BKJIIOUBAa BCUUKH Bb3MOKHH, HEOMMCAHU B Ta3H JIMCTOBKA HEXENAHU peakuuu. MoxeTte ChIlo Aa
CHOOIINTE HEKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, TOCOYCHA B
IIpunoxenue V. Kato cro01maBare HeXXEIaHA PEAKIIMH, MOXKETE J1a TaJIeTe CBOSI IIPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(POpMannsg OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak 1a cexpansiBate Toujeo

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIelia.

He n3non3Baiite ToBa JIEKapCTBO CIIEA CPpOKa Ha TOAHOCT, OTOEINSI3aH BhPXY KapTOHEHATa OMMaKOBKa U
eTHKETa Ha MHCaJIKaTa, CbOTBETHO ciiel ,,[ omer no:” u "EXP”. CpokbT Ha TOMHOCT OTroBaps Ha

IMOCEIHUS JEH OT ITOCOYECHHUS MECELI.

IIpenn nbpBa ynorpeda

. Ja ce cpxpansBa B xnammiHuK, 2°C — 8°C.

o Jla He ce 3ampa3ssBa WM MOCTaBs O30 JI0 3aMpa3sBaliaTa kKamepa Hild OXJIQJIUTENs B
XJIaJIUITHA YaHTa.

o ChxpaHsBaiiTe Mucajikara B KApTOHCHATa OMAKOBKa, 3a JIa Ce MPEAINa3y OT CBETINHA.

Cuaen mbpBa ynorpeda Wiid aKo ce HOCH KaTO pe3epBHA MHCAJIKA

. ITucankara He TpsOBa J1a ce ChXpaHsIBa B XJIATHITHUK.

. [Mucankara Moxke Aa ce chXpaHsBa 10 6 ceAMUIIMN Ha cTaiiHa Temmeparypa - mog 30°C karo ce
Ta3u OT NUPEKTHA TOIUIMHA WIIA JUPEKTHA CBeTIMHA. VI3XBBpIIeTe Mrcaikara Clie] TO3H IePHOI.

. He ocrassiite Bamys nHCYTHH B KOJIa, TPH U3KITFOYUTEITHO TOITBJI MJIH CTY/ICH JICH.

. Bunaru mocrassiiTe Kamadkara BpXy MHACaKaTa, KOraTo HE s U3T0JI3BaTe, 3a JIa C€ MPEAnas3u oT
CBETJIMHA.

He H3XB’BpHHﬁTC JICKApCTBATAa B KaHAJIU3aluATa WU B KOHTCfIHepa 3a JOMAIllHM OTIIaaAbIIn.
[TonmraiiTe Bamus (bapMaueBT KakK a U3XBBPJIATE JICKAPCTBATa, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKH 1I€ CIIOMOIrHaT 3a OIa3BaHC Ha OKOJIHATa cpeaa.

6. Chbabp:kanue Ha ONIAKOBKATA M JONbJIHUTETHA HHpOpManus

KakBo cbabp:xa Toujeo

. AKTHBHOTO BEIIIECTBO € MHCYIUH mapuH. Becexu ml ot pastBopa cbabprxka 300 equHUIM
MHCYJIMH TiapkuH (exBuBaieHTHH Ha 10,91 mg). Beska mucanka DoubleStar csappika 3 ml
HMHXEKLIUOHEH pa3TBOp, eKBUBaJIEHTHU Ha 900 equHuIm.

o Jpyrure chCcTaBKH ca: IIMHKOB XJIOPHI, METaKPE30JI, TIIUIEPOII, BOAA 32 HHKEKIINH, HATPHUEB
XUIPOKCH[ (BUKTE TouKa 2 ,, Toujeo chabpska HaTpHii”’) U XJIOPOBOAOPOIHA KHCENnHa (3a
kopeknus Ha pH).

Kak u3raexna Toujeo N KaKBO ChAbpPiKa OIIaKOBKaTa

o Toujeo e OucThbp U OE31BETEH PA3TBOP.

o Bceska nucanka DoubleStar ceapprka 3 ml HHKEKIIMOHEH pa3TBOP (€KBUBAJICHTHHU Ha
900 enuHMIIN).

. OmnaxkoBk# oT 1, 3, 6 (2 onakoBku 110 3), 9 (3 omaxoBku 1o 3) u 10 nmpenBapUTETHO HAITBIHEHU
MUCAJIKH.

. He Bcruky BUZIOBE OMAKOBKHM MOTar Jia ObJIaT MyCHATH B MPOJaK0a.

IIpuTexkaTes Ha pa3penIeHHETO 32 yIOTPeda M MPOM3BOIUTE
Sanofi-Aventis Deutschland GmbH, D-65926 Frankfurt am Main, ['epmanmus.

3a nonbJIHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPXKETE CE C JIOKATHUS
NPEICTABUTEN HAa MPUTEKATEIS HA Pa3pelIeHHeTo 3a ynorpeda:

Belgié/Belgique/Belgien Lietuva
Sanofi Belgium Swixx Biopharma UAB
Teél/Tel: +32 (0)2 710 54 00 Tel: +370 5 236 91 40
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bbarapus
Swixx Biopharma EOOD
Ten.: +359 (0)2 4942 480

Ceska republika
Sanofi s.r.o.
Tel: +420 233 086 111

Danmark
Sanofi A/S
TIf: +45 45 16 70 00

Deutschland

Sanofi-Aventis Deutschland GmbH

Tel: 0800 52 52 010

Tel. aus dem Ausland: +49 69 305 21 131

Eesti
Swixx Biopharma OU
Tel: +372 640 10 30

EALGoo
Sanofi-Aventis Movonpoécwnn AEBE
TnA: +30 210 900 16 00

Espaiia
sanofi-aventis, S.A.
Tel: +34 93 485 94 00

France
Sanofi Winthrop Industrie
Tél: 0 800 222 555

Appel depuis I’étranger : +33 1 57 63 23 23

Hrvatska
Swixx Biopharma d.o.0.
Tel: +385 1 2078 500

Ireland
sanofi-aventis Ireland Ltd. T/A SANOFI
Tel: +353 (0) 1 403 56 00

Island
Vistor ehf.
Simi: +354 535 7000

Italia
Sanofi S.r.l.
Tel: +39 800 536389

Kvnpog
C.A. Papaellinas Ltd.
TnA: +357 22 741741
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Luxembourg/Luxemburg
Sanofi Belgium
Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)

Magyarorszag
sanofi-aventis zrt., Magyarorszag
Tel: +36 1 505 0050

Malta
Sanofi S.r.l.
Tel: +39 02 39394275

Nederland
Sanofi B.V.
Tel: +31 20 245 4000

Norge
sanofi-aventis Norge AS
TIf: +47 67 10 71 00

Osterreich
sanofi-aventis GmbH
Tel: +43 180 185-0

Polska
Sanofi Sp. z 0.0.
Tel: +48 22 280 00 00

Portugal
Sanofi - Produtos Farmacéuticos, Lda.
Tel: +351 21 35 89 400

Romania
Sanofi Romania SRL
Tel: +40 (0) 21 317 31 36

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 235 51 00

Slovenska republika
Swixx Biopharma s.r.o.
Tel: +421 2 208 33 600

Suomi/Finland
Sanofi Oy
Puh/Tel: +358 (0) 201 200 300

Sverige
Sanofi AB
Tel: +46 (0)8 634 50 00



Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

I[aTa Ha IOCJCIHO NMpepasrjackaaHe Ha JIMCTOBKaTa

JApyru u3ro4HHIM HA HH(POPMaALUH

IMonpoOHua nHpOpManus 3a TOBa JIEKAPCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporetickara areHIus
10 JIeKapcTBata https:// www.ema.europa.eu
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XI/IHepFJII/IKeMI/IH H XUIIOIVNIMKEMHUA

AKO pHeMaTe HHCYJIUH, BUHATH TPSA0BA 1a HOCHUTe cJeJHHMTe Hella ¢ Bac:
. 3axap (mone 20 rpama).
. Wndopmanust, Taka 4e APyrute 1a 3HAAT, 4e uMare auadet

Bucoka kpbBHa 3axap (XuneprimKeMus)

IIpenynpenuTeJJHA CHMIITOMH 32 BUCOKA KPbBHA 3axap:

) ycellaHe 3a KaxJa, He0OXOAUMOCT OT I0-YECTO YpUHHUPaHe

YyBCTBO Ha yMOpa MJIM CyXa KoXKa, 3a4epBsiBaHe Ha JIULETO, 3ary0da Ha areTuT

HHUCKO KPBBHO HaJIATaHe, yCKOPEHa Chp/e4yHa AEHHOCT

3axap M KETOHHU Tejla B ypHHaTa

0O0JIKHM B CTOMaxa, yUYeCTCHO U IBJIOOKO AWIIaHe, CHbHIMBOCT WM NpUNaabK (3aryda Ha
Ch3HAHUE) Morar Jia ObJar PU3HALU Ha CEPUO3HO ChCTOSHUE (KETOALNA03a), PE3ylTaT OT
JIUIICaTa Ha WHCYIHUH.

Kakso Oa HAIlIPpaBUTE, aKO UMAT€¢ BUCOKAa KPbBHA 3axap

L4 H3CHeﬂBaﬁTe HUBOTO HAa KPpbBHATAa CH 3aXap U yprHHATa CHU 3a KCTOHH, KOI'aTO Bb3HUKHAT
HAKOH OT OIMUMCAHUTE I1O-TOPE CUMIITOMMU.
L CB’bp)KeTe ce ¢ Bamms JICKAp BE€AHara, ako MMare TCXKKa XUIICPIIIMKEMUA UIIW KETOAIU103a.

ToBa cbcTOsIHHE TpH6Ba BHUHAr'u Aa C€ JICKyBa OT JICKap, OOMKHOBEHO B 6OJ'IHI/II_I3..

Bucoka KPbBHA 3axap MOKeE 1a Bb3HUKHE, aKO0:

o HE CT€ CU MHXKEKTHPAIHN WHCYJIMH WX HE CTE CH MHKXEKTUPAIU T0CTaThYHO.

o Bammusar nHcynuH He paboTH PaBUITHO — TOBA MOXKE Jia €, 3aI[0TO He € OWJI ChXpaHsIBaH
HPaBUITHO.

o Bamrara nHCynuHOBa nmucaika He paboTH PaBUITHO.

o MPaBUTE MO-MaJIKO YIPaKHEHHUS OT OOMKHOBEHO.

o CTe MOJJI0KEHHU Ha CTPEC — eMOLMOHAJIEH AUCTPEC WU BhIHEHHUE.

o uMare TpaBMa, MHQEKIHS WK BUCOKA TEMIIEPaTypa, K CTe MPeThpIeNH onepamnusl.

o MpUeMaTe UM CTe MpUueMalld HIKOU APYTH JEeKapCTBa, BUXKTE Touka 2 - ,,/Ipyru nekapcTsa u

Toujeo”.

Hucka kpbBHA 3axap (XUNOTJIMKEMHUS)

MHoro HUCKa KpbBHA 3aXap MoXke 1a Bu Hakapa ma mpumagHeTe (1a 3aryouTe cCh3HaHHE), 1a
NPUYHMHYU ChPIEUCH yIap WK YBPEXKIaHe HAa MO3bKa U MOXKe Jia ObJe )KMBOTO3acTpallaBalla.
Hayuere ce na pa3no3HaBare CHUMOTOMHUTE, KOraTo KpbBHaTa Bu 3axap craga — 1 KakBo [1a IpaBUTeE,
3a Jla CIpeTe BIIOIIABAHETO.

IlpenynpenuTe/JHH CHMITOMH 32 HUCKA KPbBHA 3aXap
[TepBUTE CUMIITOMH MOYE Aa ca OOLIH OT CTpaHa Ha opranusma Bu:

o ycCeuiane 3a U3IMoTABaHC
o nMare JICIIKaBa KoXXa

o YYyBCTBO Ha TPCBOXHOCT
°

YCKOpPCHA NJIM HEPUTMHUYHA ChpACYHA HCﬁHOCT, BUCOKO KPBbBHO HAJIATAHC U C’I)pI_Ie6I/IeH€

Jpyru npu3Hany ot CTpaHa Ha MO3bKa MOTaT Jla CE MOSIBAT MAJIKO IMO-KbCHO:

r1aBo0oIe, TpernepeHe, 3aMaiiBane

MPOMSIHA B 3pEHHUETO

YyBCTBO Ha CHJICH IVIa]], TaJIcHE WK MTOBPhINAHE

MPOMEHU B MOBEJICHUETO, arpecHs, ICIPECUst

YyBCTBO Ha yMOpa WJIH CHHJIMBOCT, IPOOJIEMH ChC ChHSI, YYBCTBO Ha OE3MOKOHCTBO
3aTpylHEHa KOHIEHTpauus, 00bPKaHOCT, 3a0aBEHU PEaKkLMU WITH 3aTPy/JTHEH roBOp (MOHSKOTa
IThJTHA 3ary0a Ha pedra)
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. HECIIOCOOHOCT 3a IBIDKEHUE (TIapann3a), MpaBydKaHe WIH U3TPBHIIBAHE HA AJIAHUTE WITH
pBIIETE, YYBCTBO 32 M3TPHIIBAHE U MPAaByYKaHE Y€CTO OKOJIO yCTara

. 3ary0a Ha CaMOKOHTPOJI, HECIIOCOOHOCT 332 CaMOO0CITyKBaHe, IPUIAIbIIH, 3ary0a Ha
Cb3HaHUE

KakBo 1a HanmpaBuTe, aKO MMaTe HUCKA KPbBHA 3aXap

1. He cu uHXeKTUpAWTE WHCYIHH.

2. He3a6aBuo m3spxre 10 mo 20 rpaMa 3axap - KaTo IJII0K03a, OyJKH 3aXap HIIN MOJICIaIeHa ChC
3axap HanuTKa. He nuiiTe Wiy spKTe XpaHH, KOUTO ChIIbPKAT U3KYCTBEHH MOJCIAAUTETH (KaTo
TUEeTHYHUTE HAanuTKH). Te He moMarar 3a JiedeHre Ha HUCKa KpbBHA 3axap.

3. Cnen ToBa U3SMXKTE HEIIO, KATO XJIA0 MM TECTEHU M3E/HsI, KOETO I MOBUIIINA KpbhBHATa Bu
3axap 3a mo-gbaro Bpeme. [lonmraiite Bamms nexap iy MeUIIMHCKA CeCcTpa, ako He CTe
CUTYpPHH C KaKBU XpaHH TpsAOBa 1a ce xpanute. C Toujeo Moxke /1a OTHEME MTOBEYE BpeMe 3a
BB3CTAaHOBsABAHC OT HUCKa KpbBHA 3axap, TBH KaToO UMa IMPOABIIKUTCIIHO HeﬁCTBHe.

4. Axo HHCKaTa KpBhBHA 3axap ce Bh300HOBH, u3smkTe omie 10 mo 20 rpama 3axap.

5. CBwpiKeTe ce BelHara ¢ Jiekap, ako He MOXKeTe Jia OBIIaJieeTe HIUCKaTa KPbBHA 3axap - WIH aKo
TS C€ Bb30OHOBH.

KakBo Tpsi6Ba 1a mpaBsiT APYruTe X0pPa, aKO UMaTe HUCKA KPbBHA 3axap

U] Nudopmupaiite Bammre pogHuHH, TpUSATEIH U OJIM3KK KOJIETH, 32 Ja MOTYYHTE MEAUIIUHCKA
oMol He3a0aBHO, aKO HE CT€ B ChCTOSIHUE J1a IPETTbLIATE WIN aKo NpHUnagHeTe (3aryoure
Ch3HAHUE).

. [Ile Bu e HeoOxoauM IITIOKAroH (JIeKapcTBO, KOETO MOBUIIaBa KPbBHATA 3axap) WU

WHXXEKIHS ¢ TIoKo3a. Tesn edenns TpsiOBa 1a ce mpuiiarat AOpH ako He € CUTYPHO, Ue
HAMaTe XUIMMONIMKEMHUSI.

. TpsiOBa ma m3cnenBare KpbBHATA CH 3aXap HETIOCPEICTBEHO CIIE/] KaTo CTE MOEINH TIIFI0K03a, 32
JIa TIPOBEPUTE Al HAUCTHHA UMAaTE XUIIOTITUKEMHUSI.

Hucka KPBbBHaA 3axap MoOKe 1a Bb3HUKHE, aKO0:

. CH MH)KEKTHpATe MpeKaeHO0 MHOTO WHCYJIHH.

. MPOIYyCHETE XpaHeHEe UITK IO 3a0aBUTe.

. HE CE XPAHUTE JOCTATHYHO, UITH SIJIETEe XPaHa, KOSTO ChIIbpiKa MO-MaJIKO 3axap OT
HOPMAaJIHOTO — M3KYCTBEHUTE MOACTaIUTEIH HE Ca 3aXapHu.

o KOHCYMUPATE aJIKOX0J — 0COOCHO KOTraTo He CTe sUIH JOCTaThUHO.

. cte OomeH (MMOBPBINATE) WM UMATe JHAPHS.

. HM3BBpIIBaTE MoBeUe PU3NIecKa NEHHOCT OT OOMIANHOTO WIIH pa3IndeH BU PU3NIecKa
AKTUBHOCT.

o Ce BBb3CTAHOBSIBATE OT TPAaBMa, OTiepallys WK ApYru popMu Ha cTpec.

o Ce BB3CTAHOBSBATE OT 3a00JSIBAHE WM BUCOKA TEMIIEpaTypa.

o MpUEMaTe WU CTE TPUEMalI HIKOU JIPYTH JICKApCTBa, BIKTE Touka 2 - ,,JIpyru nekapcTsa u
Toujeo”.

Hucka kpbBHA 3aXap e M0-BePOSITHO 1a HACTBIIH, AKO:

o TOKY-I1I0 CT€ 3all0YHAJIN JICYEHUE C NHCYJIMH WIN CTE€ MPEMUHAIN KbM APYT UHCYINH — aKO
Cce TI0sIBM HHCKa KpBhBHA 3aXap, € TMO-BEPOSITHO TOBA J1a CE CIY4YH CyTPUHTA.

o HHUBAaTa Ha KpbBHaTa BU 3axap ca Ho4TH HOpPMAJTHHU WJIN HECTAOMIIHH.

o NPOMEHHUTE 00JIacTTa Ha TAJIO0TO, KbAECTO MHKEKTUPATEe WHCYJIUH, HalpUMeEp OT OeIpoTo Ha
ropHaTa 4acT Ha pbKara.

. CTpajaTe OT TeXKO ObOpEeuHO MM YepHOAPOOHO 3200 sIBaHE, WM OT IPYro 3a00JIsIBaHE KaTo
XUIIOTUPEOUTU3BM.

CuMIToMHTE 32 HUCKA KPbBHA 3axap MO’KeE 1a ¢ca pasj/indHi, M0-MaJIK0 AICHU WM JIMIICBAIIIH,
aKo:

. CTe B CTapyecKa Bb3pacT
. rMare auabeT OT IBJITO BpeMe.
. “Mare HEBPOJIOTHYHO 3a00isIBaHe, HApEUeHO ,,Ja0eTHa aBTOHOMHA HeBpOIaTHs .
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. HACKOPO CTe UMaJI¥ TBbPJE HUCKA KPbBHA 3aXap, HalpUMep MPEIHUS JICH.
HucKara Bu kpbBHA 3axap ce moBHIIaBa 0aBHO.

o Baiara Hucka KpbBHA 3axap € BUHATU OKOJIO ,,HOpMasiHara”, Wik KpbBHaTa Bu 3axap ce e
MoA00pHIIa 3HAYUTEITHO.

. HACKOPO CTE MPEMUHAIH OT )KUBOTHHCKH KbM YOBEIIKH WHCYJIMH, KakbBTO € Toujeo.

) MpUeMare Win CTe MPUEMAaITH HAKOU IPYTH JIEKapCTBa, BIXKTE TOUka 2 - , JIpyru ekapcTsa u
Toujeo®.

B TakuBa ciydan Moke ja OJTy4YUTE MHOTO HUCKA KPbBHA 3aXap U IOpH Jla IPUNAAHETe, Ipeau 1a
pasbepeTe KakBO ce ciy4Ba. Pa3zno3HaBaiiTe cBOUTE MpeAynpeaUTeTHI cuMIToMU. Moxe Ja ce
HAJIOXKU JIa U3cJe/iBaTe KPhbBHATA CH 3axap I0-4eCTo - 32 1a Bu moMorHe j1a 3a0enexure HACKa
KpbBHA 3axap. Ako Bu e TpyaHo na pa3no3HaBare npeaynpeauTeIHUTe CH CUMIITOMH, TpAOBa 1a
n30sirBare cutyanmu (kato modupane), B Kouto Bre vy OKoTHUTE MOXKETE 1a ObJIeTe N3TI0KEHH
Ha OIMaCcHOCT MOpaJN HUCKA KpbBHA 3aXap.
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Toujeo 300 exuHuIH/ Ml HHKEKIMOHEH PA3TBOP B MPeIBAPUTETHO HANTBJIHEHA MU CATKA
(DoubleStar)
HUHCTPYKIIUU 3A YIIOTPEBA

I[InpBo npoueTeTe TOBa

Toujeo DoubleStar cbabp:xa 300 exuauu/ml MHCYJINH IJIAPKAH B [IPEIBAPUTEIHO HAITbJIHEHA

nucanka oT 3 ml 3a eqHOKpaTHa ynoTpeda

- Huxora He u3noJi3Baiite UrjuTe NOBTOPHO. AKO IO HAIPaBUTE, MOXKE J1a HE MOyYUTe
HeoOXxonuMara J103a (HICKa J103a) WIK J1a TIOIy4uTe Mo-ToJisiMa 103a (Tpeio3upane), Thil KaTo
UIJIaTa MOXeE Ja C€ 3aIlyIH.

- Huxora He u3noJ3Baiite CHPUHIOBKA, 32 1a H3TeIJIMTe MHCYIUMH oT Bamara nucanka.
AKO ro HampaBuTe, LIe NOJTY4UTe MO-TosAMa 103a HHCYIrMH. CKanaTa Ha MOBEYETO CIPUHIIOBKU
€ mpeIHa3HauYeHa caMo 38 HEKOHIEHTPUPAH UHCYIIUH.

- Jo3aropsT Ha Bamara nucanka Toujeo DoubleStar HaOupa 103aTa Ha CTEIIEHU OT 2 e IMHHUIIM.

Ba:xna undopmanus

X Hukora He npeoTcTbBaiite Bamara nucanka — Ts € npeJHa3HauyeHa camo 3a Bac.

X Huxkora ve n3nonspaiite Bamara nucanka, ako € oBpeJieHa WM aKO HE CT€ CUTYPHH, Y€ paboTH
MIPaBHUITHO.

./ BHHaru npasere npoBepKa 3a 6e30MACHOCT, MPe/IN 12 U3N0/13BaTe HOBA MUCAIKA 32 MbPBH
BT, JOKATO He BUAUTE 1A U3J1U3a MHCYJIHH 0T BbhpXxa Ha urJjara (Bmwxre CTHIIKA 3). Ako
BUJUTE J]a M3JIM3a WHCYJIMH OT BhpXa Ha WTJIaTa, MMCcAJIKaTa € TOTOBA 3a yrnorpeda. AKO He BUANTE
Jla M3JIM3a WHCYINH, TIPEIN 1a CH B3EMETE J103aTa, MOXe J1a TIOJIYYHTe HeJIOCTaTh9HA /1033, HITH
M3001110 J1a HE TIOJTyYuTe UHCYJIUH. ToBa MOXe /1a JIOBEJIE /10 BUCOKO HUBO HA KPhBHA 3axap.

V4 3a 1a cTe CUTYpPHH, Ye MHCAJKATA U UTJIaTa padoTAT, BHHATH MPaBeTe MPOBEPKa 3a
0€30MacHOCT, TOKATO He BUIHUTE A M3JIM3a HHCYJIMH OT BbPXa HA UIJjaTa (BUXKTe
CTBIIKA 3).Axo He U3BBPIIBATE IPOBEPKA 32 0€30MTACHOCT MPEIH BCIKA HHKEKITHS, MOXKE J1a
MOJTyYUTE TBHP/IE MAIKO HHCYIIHH.

./ BuHaru HoceTe pe3epBHa MMCANKA M PE3EPBHHU MIJIH, B CIly4aii 4e Te3H, KOUTO UMATe, Ce 3aryOsT
WJIM TIOBPEIAT.

Hayu4ere ce 1a nocTraBsiTe MH:KEKUMUATA

o T'oBopete ¢ Bammst nekap, papManeBT Wik METUIIMHCKA CECTPa OTHOCHO IMPaBUIIHATA TEXHUKA
Ha MHKEKTHpaHe, IPpeu a n3noissare Bamara nucanka.

o Ta3u nucanka He ce IpenopbyuBa 3a ynoTpeda oT Xopa, KOUTO ca CIENH, UK UMaT mpodaeMu
ChC 3peHueTo 0e3 MOMOIIITa Ha JIUIle, KOeTo € 00y4eHO 3a MpaBuIIHaTa yrnorpeda Ha MPOAyKTa.

o [Mpouerere BCcHYKKM WHCTPYKITUH, TIPE/IN J1a M3M0JI3BaTe Banrara miucanka. Ako He clie/iBare

BCHYKH MHCTPYKLMH, MOXKE [1a TIOJyYUTE TBHPAE MHOTO WIIM TBBPJE MAJIKO HHCYJIHH.
Hy:xna ot momomny?
AKo mMaTte HIKaKBH BBIIPOCH OTHOCHO Barmmara nmucanka wim quabeta, monuTaiite Bamms mekap,
(bapMarieBT WIM MEAMIIMHCKA CECTpa, WU ce 00aeTe Ha TeneoHHus HoMep Ha Swixx Biopharma,
MOCOYEH Ha MpeHaTa CTPaHUIla Ha Ta3u JIMCTOBKA.

I[OH'bJIHI/ITeJIHI/I HElla, 0T KOUTO ¢ UMaTe HyKaa:

o HoBa ctepuina urna (Buwkre CTHIIKA 2).
o HenmpoOMBaeM KOHTEHHED 3a U3MOI3BAHUTE UMM U MTUCATIKU.

MecTa 32 HHAKEKTHpPaHe
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I'opna vact
Ha pBLETe

Kopem

benpa

3amno3Haiite ce ¢ Bamara nucajaka

Jbpxaq Ha nmatpona  byramo* IIpozopen 3a no3ara Ilokasaner 3a go3aTa

. 1
= 1 00
|

byron 3a

JHo3atop

Kanauxa na nucanxara I'ymeno ymnsrHenue — Ckaina 3a Wwme Ha unCynuHA

HHCYJIUH HHXXEKTUpaHe

*Hsima 1a MosKeTe Jla BUAUTE OyTaloTo, 10KaTO HE MHKEKTUPATE HAKOJIKO 103U

CTBIIKA 1: IIposepere Bamust MHCYJIMH

/ M3BaneTe HOBA MUCAKa OT XJIAAMIIHUKA IMOHE 1 gac mpeau HHkeKiusaTa. CTyIeHUAT WHCYJIUH ©
M0-00JIe3HEH TIPU WHKEKTHUPaHE.

A TIpoBepeTre HMeTO M CPOKA HA FOAHOCT BHPXY eTHKeTa Ha Bamara nucanka.

) YBepere ce, ye cTe B3eJH NMPABIIHUS HHCYINH. ToBa € 0COOEHO Ba)KHO, aKO MMAaTe JIPYTH
MUCATKU-UHKEKTOPH.
° Huxkora He u3non3paiite Baiara nucaika ciiesl i3TU4aHe Ha CPpoKa Ha TOJAHOCT.

b. M3abpnaiiTe kanaykara Ha MUCAJKATA.
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B. IlpoBepere 1ai1u HHCYJIUHBT € GUCTHP.
o He m3non3BaiiTe micankara, ako HHCYJIMHBT U3INIEK]IA MBTCH, OI[BETEH, WIIHA ChIbPKa YaCTHIIH.

CTBDBIIKA 2: ITocTaBeTe HOBA UIJIa

3a Bcska MHXCKIWS BUHAru HM3II0JI3BalTe HOBA CTCpUJIHA UTJIA. Topa e nmpeaoTBpaTu

3amyniBaHe Ha UTJTUTE, 3aMbPCABAHE U HHDEKITHUSL.
H3non3BaiiTe caMo UIJIM, KOUTO ca ChbBMECTUMHU 3a yrotrpeda ¢ Toujeo DoubleStar (Hanp. uriau

ot BD, Ypsomed, Artsana wiiu Owen Mumford), 7pmkrHa 8 mm WK IO-KBCH.

A B3semere HOBa MIVIa M OTJIeNeTe MpeaNa3Ballus eTUKeET.

b. /lpbiKTe uriara npasa M sl 3aBHIITe BbPXY NHCAJIKATA, JOKaTO ce 3akpenu. He
npeHaTsraire.

B. OTcTpaHeTe BHHIIHATA KAMAYKA HA UIJ1aTA. 3ana3ere s 32 MO-KbCHO.
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I OrcrpaHere BhTpelIHATA KANAYKAa HA MIJIATA U 51 U3XBbpJeTe.

Pa6ora ¢ uriure

o Buumagaiite, korato paOOTHTE C UIIIUTE — TOBA € HEOOX0IUMO, 32 Jla C€ MPEJ0TBPaTH
HapaHsIBaHE C UIJIaTa U KPhCTOCaHa MHDEKIIHNSI.

CTDIIKA 3: HanpaBeTe npoBepka 3a 6€301acHOCT

./ Bunaru npaBere npoBepKa 3a §€30I1aCHOCT IPeIH BCSIKA MHKEKIHS — TOBA ¢ HEOOX0MMO, 33

Ja:
o npoBepuTe Aanu Baiara nucaika v uria padoTAT MPaBUIIHO.
o ce yBepuTe, 4e I0JIyyaBaTe TOYHATA 103a UHCYJIUH.

/ AKo nmucajkara e HOBAa, TpﬂﬁBa Aa HaANlpaBUTE NMPOBEPKa 3a 0e3omacHoOCT npeam 1a
HU3M0J3BaTE MUCAJIKaTa 3a NbPBU I'BT, IOKATO HE BUAUTE a U3/1M3a MHCYJIHUH OT BbpXa Ha
urJjara. Ako BUIUTEC Aa U3JIM3a MHCYJIMH OT BbpXa Ha UIJiaTa, IMUucajikaTa € roToBa 3a YHOTpe6a.
AXo HEe BUAUTE Ja U3/I13a HUHCYJIUH, OIpCAu Ja CU B3CMCTC 103aTa, MOKEC 1a IMOJIYyIUTC
HEOOCTaTh4YHa J03a, UJIN I/I306I]_[0 Ja HC MOJYYUTC UHCYJINH. ToBa Mmoxe Ja J0BE€AC 1O BUCOKO
HHUBO Ha KPBbBHA 3axap.

A MH30epere 4 eTMHUIM KATO 3aBbPTUTE 103aTOPA, J0KATO MOKA3AJIEUbT 32 103aTa 3aCTaHe HA
MapKHpOBKaTa 4.

H36epete 4 exHHANH
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b HartucHere 0yTOHa 32 HHAKEKTHPaHe JOKPaii.
o AKO OT BbpXa Ha UINIaTa U3JIM3a UHCYIWH, Bamara mucanka paboTu mpaBUITHO.

C IToBTOpETE Ta3U CTHLNKA, AKO HE U3JIN3a HHCYJIUH:
AKO U310J13BaTe HOBA MHCAJIKA 32 MbPBH IIbT, MOXE J1a € HEOOXOAUMO J1a TIOBTOPHUTE Ta3u
CTBIIKA 10 6 MBTHU NIPEIU Ja CE TOSBU UHCYIUH.
- He usnoinzsaiite Bamara nucainka, ako Bce OIE HE U3JIM3a UHCYJIMH OT BbpXa Ha WrJjaTa.
M3non3BaiiTe HOBa IMUcalIKa.
. IIpu BcHYKHM MHMKEKIMHU, aKO HE U333 WHCYJINH, HITIaTa MOXKE J1a € 3ammyireHa. AKo ToBa ce
CIIy4u:
- cmerere urnara (Bmwkte CTBIIKA 6 u CTBIIKA 2),
- cnen ToBa moBTopete nposepkara 3a 6e3onacHocT (CTHIIKA 3A u CTHIIKA 3B).
- He usnoinzsaiite Bamara nucainka, ako Bce OIE HE U3JIM3a UHCYJIMH OT BbpXa Ha WrJjaTa.
M3non3BaiiTe HOBA IMHCAaIKa.
° Huxkora He u3mnosn3BaiiTe CIpUHIIOBKA, 3a J1a U3TEINIMTE MHCYJIUH OT Baiiara nucasika.

AKO BHIUTE BB3IYIIHA MexXypueTa
o Moske 1a BUIUTE BB3IYIITHA MEXypUueTa B MHCY/IMHA. ToBa € HOpMAITHO, T¢ HAMa Jia Bu
HaBPEJIST.

CTBIIKA 4: U3beperte no3ata

X Hukora He n3dupaiiTe 103a U He HaTUCKalTe OyTOHA 3a MHXKEKTHpaHe 0e3 rmocTaBeHa uria. Tosa
MOXe 1a noBpeau Bamara nucanka.

Toujeo DoubleStar e HanpaBeHa Taka, ue aa A0CTaBH OpOs ¢AMHUIM MHCYJIMH, KOUTO BamusT aekap e
npeanucan. He npaBeTe npen3uncisBaHe Ha 103aTa.

A YBepeTe Ce, Y€ MrJiaTa € NpuKpencHa u go3arta € nocraBeHa Ha ‘0.

Toujeo® 300

DoubleStar ‘
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b 3aB’preTe a03aTopa A0KaTo nmoxKasajJebT 3a 103aTa €€ U3PABHHU C Bamara go3a.

o Harnacere no3ara upe3 3aBbpTaHe Ha J103aTOpa J0 JIMHUATA B MPO30pelia 3a qo3ara. Beska
JIMHUS € PaBHA HA 2 eINHUIIN.

. IudpoBoTo HabMpaHe MIpaKkBa, KaTo TO 3aBbPTHUTE.

o He na6upaiite Bamara 103a karo npeéposiBate njpakBanusta. Moxe Jja HabepeTe rpersa
no3a. ToBa MOKe J1a JIOBeJIe 10 TIOTy4YaBaHe Ha TBBPJIE MHOTO WHCYIIMH, HITU HEJJ0CTAaThYHO
WHCYIIUH.

o Bunaru npoepsialite Opos B mpo3operia 3a 703ata, 3a Jia CTe CUTYpHH, 4e cTe Habpaiu

MpaBHUJIHATA J034.
Axo nopMuHeTe Bamara 1o3a, Moxe /1a ce BbpHETE 00paTHO.

° AKo HSIMa JOCTAaTHYHO SAMHMIIM 3a J103aTa Bu, ocTananu BB Bamrara mucaika, 103aTopbT IIIe
cripe Ha Oposi eIUHUIN, KOUTO Ca OCTAHAJIH.
° AKxo He MoXkeTe Ja n3bepere mbjHara 1033, KosITo Bu e mpeanucana, pasuenere g03ara Ha JBe

WHKEKTHPAHUS WK M3MOJI3BaliTe HOBA MHCAIKa. AKO M3I0JI3BaTe HOBA IHMCAJIKa, HAITPABETE
tect 3a O0e3onacHocT (BrkTe CTHITIKA 3).

Kak na pazuurarte npo3opena 3a 103ata
Jlo3aTopbT ce HaCTpOiiBa HA CTEIICHH OT 2 SAMHUITH.
Bcsika nuHus B mpo3opena Ha 103aTa € YeTHO YUCIIO:

|

u3opanu 60 exHUIU

u30panm 58 equHUIM

Eannunm HHCYJ/IMH BbB Bamara nucanaka

. Bamrara nmucanka cpabpika 061mo 900 equauIm HHCYIMH. Moxe n1a n3dupare 1031 OT 2 10
160 equHMIM HA CTETICHH OT 2 SIUHUIIA STHOBPEMEHHO. Besika mucanka chIbpiKa MoBede OT
eJIHa J103a.

o Moxete aa BUIUTE MPUOIU3UTEITHO KOJIKO SMHHIIA UHCYJIUH ca OCTaHAJU KaTo MOTJIETHETE

KbJIe ce HamMHpa OyTaoTo BhPXY CKajlaTa 3a HHCYIHH.

CTDBIIKA 5: Un:kexkTupaiite Bamara no3a

Axo Bu e TpyHO 12 HaTUCHETe OyTOHA 32 MH)KEKTHPaHe, He TO HACHIIBAlTeE, 3al[0TO TOBA MOXKE
Jla cuynu Baiarta nucanka. Bukre Touka MO-I0J1y 3a IOMOIII.
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A M306epeTe MSACTO, KbJETO A2 MOCTABUTE HHKEKIMATA, KAKTO € MOKAa3aHo Ha (urypara,
o3arJjiaBeHa ,,MecTa 3a HHXKeKTHpaHe*

b BbBenere uriara B koxkara kakto Bu e nokazano or Bamus sekap, gapmaueBT uin
MeIMIMHCKA cecTpa.

. He nunaiite OyToHa 32 WHXXEKTHPaHE BCE OIIIE.

B IlocraBere najiena cu BbpXy 0yToHa 3a nH:xkekTHpaHe. CJiell TOBa HATHCHETE IOKPaii U
3aPbIKTE.

L He naruckaiite o4 bI'bJI — MMAJICHBT Bu moxe Ja 6J'IOKI/Ipa A03aTopa U Aa HE MOXKC 1a C€ BbPTH.

I' 3agpbxre OyToHA 3a HH:KEeKTHPaHe H Koraro BuauTte 0" B mpo3opena 3a 1o3ara, 6aBHO
opoiite 10 5.

L ToBa rapaHTupa, 4¢ CTC NOJIYy4YWJIN II'bJIHATa CHU 1034a.

J Caen 3aabp:kane u 6aBHO OpoeHe 10 5, ocBodogeTe OyTOHA 32 HHXKekTUpaHe. Cjieq ToBa
HW3BajieTe UIJATa OT KOKATa.,

Axo Bu e TpyaHO 1a HATHCHeTe OyTOHA:

. Cwmenete nrnata (Bmwkte CTBIIKA 6 u CTHBIIKA 2), ciien koeTo HammpaBeTe IpoBepKa 3a
oe3onacHocT (Bmkte CTHIIKA 3).
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L Axo Bce oIe Bu TPYAHO Aa o HATUCHETC, B3CMCTC HOBA MHCAJIKA.
L4 Huxkora He n3mnomn3saiite CIIPUHIIOBKA, 3a 1a U3TCIIINTC UHCYJIIHNH OT Bamara nucanka.

CTBIIKA 6: Cajere urjara

/ BHEMaBaiiTe, KOrato paGoTHTE C HIIHTE — TOBA € HEOOXOIMMO, 3a JIa C¢ PEIOTBPATH HAPaHsBaHE
C UrjaTa u KpbCTOCaHa HH(PEKITHSL.
X Hukora He nocraBsiiTe OTHOBO BTPELIHATA KAllayKa Ha UIJIATa.

A TlocTraBeTe BHLHIIHATA KanaykKa HA UIJIaTa 00paTHO BLPXY MIJIaTa U 51 U3MOJ3BaliTe, 32 1a
pa3BueTe UTJIaTa OT MUCAJKATA.

o 3a 1a HaMaJIHUTe PUCKa OT CIIy4allHO HapaHsIBaHE C MIJIaTa, HUKOTa He MOCTaBsgiiTe 00paTHo
BBTpEIHATA Kallayka Ha UIviaTa.

o Axo nmkekus Bu npasu apyr yoBek, uin Bue npaBuTe HHXeKUMs Ha APYT YOBEK, TpsiOBa 1a
ce o0pbIIa CrerualHO BHUIMaHUE MPH CBAJITHE U U3XBbPIIAHE Ha UIJIaTa.

o CrazBaiiTe NpenoppYUTEIHUTE MEPKH 3a OS30MaCHOCT NPU CBAJISTHE U U3XBHPIISTHE HA UIVIMTE

(cBBpKETE Ce ¢ Bamms ekap, papmaneBT WM MEMIIMHCKA CECTPA), 3a Ja HAMAJIUTE PUCKA OT
CITy4ailHO HapaHsBaHE C UIJIaTa M IPEHACSHE HA HH(PEKINO3HU 3a00JIIBaHUS.

b M3xBbpiiere U3M0/3BAHATA UIJIA B HeMPoOUBaeM KOHTeliHep Wi KakTo Bu e ka3an
BamuaT (papManeBT, WM B CbOTBETCTBHE ¢ MECTHUTE U3NCKBAHUS.

B IlocraBeTe 00paTHO KanmaykaTa HA MUCAJIKATA.
. He mocrapsifTe nmucankara oOpaTHO B XJIaTATHUKA.

H3noa3Baiite 10

L W3nomn3saiiTe Bamara nmucanka camo a0 6 CCAMUIIU CJICA ITbpBAaTa yHOTpe6a.
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Kak na CbXpaHsiBaTe Bamara nucanka

IIpenn nbpBa ynorpeda
. CpxpaHsBaiiTe HOBUTE MMUCATKU B XJIaAWIHUK, Ipu 2°C go 8°C.
. He ru 3ampa3ssBaiite.

Caen mbpBa ynorpeda

. CoxpansBaiiTe Bamara nucanka Ha ctaiiHa Temmeparypa, moa 30°C.
Huxora ne mocrapsiite Bamara nicanka oOpaTHO B XJIaAMITHAKA.
Hukora He chxpaHsiBaiiTe Bamara nucanka ¢ nocraBeHa urva.
CexpansBaiite Bamara mucanka ¢ mocTaBeHa Karmavka.

CexpansBaiite Bamara nmucanka v UM Ha MACTO, HETOCTHITHO 3a JeTa

Kak na ce I'PHKUTE 3a Bamara nucanaka

PaboTrere ¢ Bamara nmucajika BHUMATEJTHO

° He usnyckaiite nucankara u He s yIpsiTe B TBbPAU MOBBPXHOCTH.

° Axo cmsiTate, ye Bammara nmucanka MoXe J1a € MOBPEACHA, HE CE OMUTBANTE Ja 51 IONpaBUTE, a
HA3M0JI3BaliTe HOBA.

ITIazere Bamara nucajka ot npax u 3aMbpcsiBaHe
o Moxete ma mouncTBare OTBbH Barara nucanka upe3 n3dbpcBane ¢ BiaxHa Kbpna. He

MOKPCTC, MUITE WM CMa3BaiiTe nucalikara, THH KaTo TOBa MOXKE Ja s IoBpeau.

H3xBBpJIsiHE HA IHCAJIKATA

o Maxuere uriiata npeay Aa U3XBbpIIUTE MHCATKaTA.
o W3xBbprere n3noia3BaHara mucaika, kakto Bu e xazan BamusaT nekap, win cbIilacCHO MECTHHUTE
W3UCKBaHMSL.
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