Mixtard 40 NovoLet 100 IU/ml
Muxcrapg 40 HosoJler 100 IU/ml

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



MUHHCTEPCTEO HA HPAREONARBAHETD

ﬁ,n:mo:xesas&e bAH

paspeiseite s2 yrorpebalt -1 450| aG-ofd

1. Topropcko HMe Ha JEKAPCTBEHAA BPOAYKT 6“?}/% 06,01 ¢

Mixtard 40 NovoLet 100 IU/ml

WmKexIMoHHA CYCIIEHCHS B IIPe/IBApHTEIHO HalbIHCHA IHCANKa

2. KavecTBeH 1 KOJIHYECTBEH CHCTAB

Insulin human, rDNA (upomspemen upe3 pexoMOunaETHa [HK TexHomorms B
Saccharomyces cerevisiae).

1 ml ceanpxa 100 IU insulin human.

1 mpeABapuTEHO HATEIHEHA ITHCANKA ChABpxa 3 ml, eksrancyTan Ha 300 IU.

Emna IU (Mexxymapozpa exmmmia) orropaps Ha 0.035 mg auxmppupa YOBEIIKH

HHCYIHH.

MuxcTap e cMec OT pazTRopEM sucynuH ¥ u3ofan (NPH) nucyms.

Muxcrapz 40 ce cactou 0T 40% pasrsopuM HHCYIHH B 60% y3zoban HHCYIHE.
3a [IOMOIIHY BeIecTBa, Bx. cexiug 6.1 Crmcerk Ha MOMOIIHATE BEIIECTBA.

3. JlekaperBena gopma
WmxeKIHOHHA CYCISHCH B IpeABapUTE/IHO HAaNbIHeHa MHCANKa.

Muxcraps ¢ MbTHA, 0s11a-, BOHA CYCIEHCHA.

4, KnayaHH JaHHEH
4.1. HoxazaHus

Jleucrre Ha 3axaped auabet (Diabetes mellitus).

4.2, lo3upoBKa H HAYMH HA yIoTpeda

MuKcTapy, € HHCYJHH C IBolio peficreue. Todf mpemctasmssa meyasHa dopmyna,
CECTOSINA ce 0T OBp3oaeiicTBanl 1 OaBHOACHCTBAIY MHCYIHH.

VIHCYNMHOBHTE CMECH OOHKHOBEHO CE MpHMIIATAT SMH WM [Ba IBTH JIHEBHO, KOIaro e

HeobxouM 65p3 IEpBoHaYalien edeKT, ChueTaH ¢ MO-IPONBIHKATEIHO JeHCTBUE.



Jo3apoBka

Jlo3EpoBKaTa € WHANBHAYANHA H Ce OIpefels OT JICKaps B CHOTBETCTBHE ¢ HYXIHTE Ha
TAUHeHTa.

ViEnpBHAYANHNTE HECYIHMHOBH HyXHH oOuxHOBeHo ca Mexxy 0.3 mo 1.0 IU/kg/mew.
JluepHata Hy)XHa OT HHCYINMH MOXeE Ja € IIO-BHCOKA IpPH HAUHEHTH ¢ HHCYIHMHOBA

PE3HUCTEHTHOCT (Halp. II0 BpeMe Ha myOeprera HAM IIPH 3aTABCTABAHE) K Aa € MO-HUCKa

IIDH DaUHCHTH C OCTaTBiIHa, CHAOICHHA HHCYJIHHOBA MPONYKITH

OIITHMI/ISPIpaHH}IT TTHKEMHYCH KOHTPOJI IpH DAHCHTHATC ChC 3aXapCH noualer oTnara BELB

‘BpEMETO HOABaTa | 3202851 pasBUTHETO Ha KECHHTE YCHOXKHEHNA Ha muabeta, ETo 3amo ce

OpeopsyuBa cliefene Ha KpbBHATA 3axdp.

B pamkute Ha 30 MUHYTH CHEA BCAKa HEDKEKIMA TpAbBa ja ce mpueMe XpaHa, ChABpKama

BBIIICXHNPATH.

TuTpupase Ha A03aTa

CopopreTRalo 3a6onaBane, ocobeno nubexnuy B (eOpWIHKM CHLCTOAHHS, OOMKHOBEHO

HOBHINABAT HHCYJIHHOBHTE HYKIH Ha HaflHCHTA.

Br0peunn i 9epHOAPOOHN HAPYIIEHHA MOTaT Jia HaMaJlsT Hy XUTE OT HHCYIHH.

KopeKupst Ha fo3aTa MOXe 1a Ce HanoXu, aKo NAHeHTHT NPOMeHH (usH4ecKata CH
aKTHRHOCT WM obMuaiinara ¢l jmuera. [IpomsaHa Ha jo3aTa MOXE ja C¢ HAJOXH H B
Cllyyali, Y& HAn@eHTHT MPEMAHE OT €AMH MHCYNMHOB JEKApCTBEH MPORYKT Ha ApYr (BX.

cexnus 4.4 CrienpalHi IPOTHBONOKA3AHNS U CHENMAIHA NPeAYIPEKACHHSA 32 yIIoTpeba).

Iipnsomxenne

3a HOAKOXKHO IPHIOXKEHHE.



MuxcrapZ 00uuaiiHO ce IpEIara HOAKOXHO B OefpoTo MM B KOPEMHATa CTeHa. AKO €

yroOHO, MOraT Aa ce H3HON3BarT oIe IyTealHaTa o0iacT Win obnacTTa Ha ACITOMAHNA

MYCKYIL

TlonKoXKHATA HHJKEKIHS B KOPEMEaTa CTeHa OCHI'YpABa Ho-05p3a abcopOinit, B CpaBHCHAES

€ U3IOJI3BAHETO Ha APYIH HIDKCKITHOHHE MECTa.

ViExeXTHpaHeTo B MOBIUrHAaTa KOXHA THPHKA HaMalsABa BEPOATHOCTTA OT HEpeAHaMEPEHO
MYCKYJIHO IIpHIIOKEHHE.

3appEKTe HIMaTa IOX KoXKaTa HoHe 3a 6 CEKYHNH, 3a Ja CTe CHTYDHH, 4 IifaTa 1032 €
HHXeKTHpaHa. _

TIpemopbuBa c€ POTAIMOHHA CMAHA HA mmémnommre MecTa B pPaMKuTe Ha JajcHa

aHaTOMHdHA O0HACT, 32 Jia Ce PEAOTBPATH PA3BUTHETO HA JIMIOAUCTPODHIL.
VircynuHoBHTE CyCIEHCHR HUKOra He 6HBa fia ce DpHiaraT BEHO3HO.
MuKcTapy € IpHApYXeH OT TMCTOBKA 34 NAleHTa ¢ OApoGHI MBCTPYKIHE 32 yIoTpeoa.

Muxcrapg HosoJlet e npegpaznades 3a ynotpebda ¢ uriad Hopodalis.

HogoJleT ocBoboxnasa oT 2 Ao 78 equHKIM, HA CTBIKH OT 2 SAHHUIM.

TIucankure TpsbBa Aa ce IpoBepdBAT NpeAH HHKEKTHpAHE, TaKa Ye HHAMKATOPET Ha
J(03aTa A c¢ BBPHE KO HyJla ¥ Kaimka MHCYJHH Ja ¢ MOABH Ha BhLpXa Ha Hriara.

Ho3aTa ce HArvacsBa, KaTo Ce 3aBbpTa CENEKTOpA, KOHTO N0 BpeMe HA HEKCKIHATa Ce

BpBILA JI0 HyJa.

4.3, IlpoTHBONOKA3AHHA
XHIIOT HHKEMHL,
CBpHXIYBCTBUTENHOCT K6M JOBEINKH HHCYIMH HIIH KM HAKOE OT TIOMOLIHMTE BEICCTBa

(x. cexiug 6.1 CriuCHEK HAa ITOMOHIBMTE BEHIECTBA).

4.4. CoenHaJHA HPOTHBONMOKA3AHANA B CIENAIHN NPeAynpekIeHAd 34 ynorpeda



HenpasuneoTo O3HpaHe WM IPEyCIAHOBIBAaHE Ha TepanpaTa, ocoOeHo npx JIuaber TuI
1, MOraT fla IOBEXAT 10 XHICPIITHKEMHS.

OOHKHOBEHO THPBUTE CHMITOMH Ha XHIIEPIrIHKEMHES ce TI0SBABAT IIOCTEIICHHO, 33 IEPHON
0T HAKOIKO 9aca Wi JHH. BKIIOYBAT Xaxpia, YecTO ypHHHpaue, TajicHe, HOBPHINAHE,
3aMagHOCT, 3a¥epBeHa CyxXa K0Xa, CyX0oTa B ycTaTa, 3aryda Ha aueTuT ¥ aleTOHOB OBX B
ycTara.

Ilpr mauwentd ¢ Auaber Tum 1, HeleKyBaHAaTa XWIEPIIMKEMHE MOXe Ja JOBEAE [0

AUabeTHA KeTOAIH 034, KOATO € IIOTCHITHAITHO HHEBOTO3aCTpaliaBamoO ChCTOAHHE.

XunoriHKeMHst MOXXE Ia BF3HHKHE ak0 MHCYIMHOBAaTa NT03a NpPEBHINABA MHCYIHHOBHTE
HYXIH Ha TannenTa (BrK cekuun 4.8 u 4.9).

IIpomyck Ha XpaHESHE MM HelNaHHpaHa, TEXKa (PH3MUECKA aKTUBHOCT MOTAT ja JIOBEAAT
10 10582 HA XAIIOITRIKEMIES.

TlanwenTH, IpH KOHTO HMa CHINECTBEHO MOXOOpente Ha KPBBHO-3aXapHHI KOHTPOJI, Halp.
B PE3yNTaT Ha MHETeH3U(HITIpaHo HHCYIMHOBO JICICHHE, MOJXE Aa NOYYBCTBAT IPOMSIHA B
CBOMTE HOPMANEH TIPEeIyTIpeIWTENHH CAMITOME Ha XHHOITHKEMHS, 32 KOETO CHOTBETHO
T¢ TpsiGBa Ja OBJAT YBEIOMEHH.

Obmuaiingre IpeNyOpPemuTENHH CHMITOMH MOTaT Ja H3Ye3HAT NpH MNalHCHTH ¢
IBITOTORHIICH JHabeT.

IIpeMBHABAHETO Ha TANMEHTH Ha JpYT BHN MM APyra Mapka MHCYJMH TpiOBa Ja cTaBa
TI0[, CTPOr MERANEHCKE KOHTpONL IIpOMeHHMTE B KOHIEHTPaluATa, Mapkara (pasiHIHH
npousBoguTeNy), Tima (Gbpsomeiicream, ¢ ABy(hasHo XeHcTBHe WNH JBNTOJEHCTBAIN
HHCYAMH M T.H.), (KHBOTHHCKY, HOBCHIKH HIH MHCYJIHHOB aHajor) WHIM MeToza Ha
Npou3BOCcTBO (pexoMOuuanTaa JIHK TeXHONOTMs MM WHCYJNHH OT JKHBOTHHCKH
IPOK3XO0JK) MOKE Jia HAIIOXKH KOPHIUpaHe Ha K03a1a. )

TIpn MpeMuHABaHETO Ha MAUMEHTHTe Ha MUKCTapA Moxke Aa ca HeOOXOMUMH KOPEKIHK

OIHE IPH IBpBaTa f03a WIH IIPE3 NBPBHTC HAKOAKO CeMUITH HIIH MeCe i Ha ICICHHETO.

Marsk Opoil IAUMEHTH, KOMTO €A H3OHTANTH CHH30AM HA XHHOOTIMKEMHSA, CIEX
IpeMHHABAHE OT JKABOTHHCKM HHCYNIHH, CHOOIIaBaT 4€ pPaHHUTE NpeAyHpeRHUTENHH
CHMIITOME H2 XHUIOITIMKEMHEA ¢a N0-cHalo M3pa3eHH WK pa3iyudHH, B CPaBHEHHE C TE3H,

IO BpeMe Ha ACUYCHHETO ¢ IBpBOHAYAaNHMA HHCYIIHEL.



Ipems neryBane MEXAY Pa3HIHK JaCOBH 30HH, HAlHEHTHT TPAOBa Ja ce KOHCYNTHpa C
JIeKap, ThH KaTto Moxke Ja Ce HalloXKH IPHEOXKEHHe Ha HHCYIMH M IpHEMAaHe Ha XpaHa B

PazimyHo BpeMe.

ViHCyIHHOBHTE CYCIEHCHH HE TpsGBa Na ce TPHIIATAT ¢ HHCYHHOBH IOMIH.

MiixcTapy ChABPIKA METAKPe30JI, KOHTO MOKe Ja IPEIH3BHKA ANePrHIHH Peakiiuy.

4.5. JlekapcrBeHN M APYTH B3auMoneficTBas

W3pecTHO €, de HAKOH MEHMKAMEHTH B3auMozchcTBaT ¢ MerabonH3Ma Ha IJEOKOo3ara.
3atoBa AeKapaT TpA0Ba Ja HMa OpejBH)] BE3MOXKHHETE B3aUMOelicTBHS H BHHArd Tpadea
Jia YTATA MaUHUeHTHATES CH 32 MeAHKaMEeHTHTe, KOBTO IIpHeMart.

Joayn36poennTe JeKapcTBeHH MPOAYKTA MOTAT 53 HAMAAT HHCYJIHHOBHTE HYRKIH:
Ilepopanuu XHEDOTTHKEeMI3HpPAIE cpencraa (IIXC), HEXAOUTOpH Ha
MoHoamuHookcuaazata (MAOI), HecenexrupHE Octa-Onmoxepu, uBXMOHTOPH Ha
AHTHOTCH3NHKOHBEepTHpamys eH3uM (A CE-HaXHORTOpH), CAMIIATH H ajlKOX0Il.
ClefHNTe JIEKAPCTBEHH HPOXYKTH MOTAT A2 YBeIHYAT HHCYTHHOBHTE HYKIH:
TuasEmy, CMIOKOKOPTHKOHAY, THPEOMEHH XODMOHH, OeTa-CHMIaTHKOMEMETHIMH,

PacTexCH XOpPMOH H Jala30JL

BBT&-GJIOKCPHTS MOraT JHa 3aMBIAST CHMIOTOMHTC Ha XUIOTAHMKCMHA KB Ha 3abaBaT

BB3CTAHOBABAHETO OT HES.

Ompm’mnlnaapeomn MOrar KakTo Ja IOHILKAT, Taka B Ja HOBHIIAT HHCYJIHHOBHTE

HYXIH.
AJKOXOTBT MOXE Ja YCHIIH U YABIDKE XUIOTTTHKEMH3HPAIOTO AeHCTBHE HA HHCYIHHA.

4.6. BpeMeHHOCT M KbpMeHe



Hama orpanyyenss 1o OTHOHIEHHE Ha HHCYJIMHOBATA TEPAMA IO BpeMe Ha OpeMeHHOCT,

TEHH KaTo MHCYIHHET He IPEeMEHABa fipe3 IialeHTapHaTa Gapuepa.

KaxTo XMOOI/MKeMISIa, Taka M XHOCPITHKEMMATA, KOMTO MOTAT JAA BL3HHKHAT IIpH
HalHeHTH ¢ HE3aNOBONMMTCIIEH KOHTPON Ha AWabcTHaTa Tepailii, YBEIAIABaT PUCKA OT
Mal(pOpMalliK H CMEDT ir utero. 3aT0Ba ce MperopbuBa 3acHieH KOHTPON Ha Axuadera IpH
[HaHHpareTo Ha OpeMEeHHOCT U [0 BpeMe Ha OpeMeHHOCTTA.

OOuxkHOBEHO Hpe3 NEPBOTO TpHUMeceuwe Ha OpeMEHHOCTIa HHCYIHHOBHTE HYXKAH
HaMaJIsIBaT, 4 IIpe3 BTOPOTO ¥ TPETOTO Ce MOBHIIABAT.

Cnex paxjaHer0 HHCYJMHOBHTS HYXIH OBp30 Ce BB3BpHINAT A0 HHBATa NpPeaM

3a0peMeHqIBaHeTO.

Kzpmenero 1o BpeMe Ha HHCYJIHHOBO JiedeHHe Ha MaifkaTa He € CBHP3aH0 ¢ HUKAKEB PHCK

3a AeTeTo. Moske Ia ce HanoXH KOpUTHpaHe Ha Jo3ara Ha Mukcrapa.
4.7. EdeKxTH BBPXY CHIOCOOHOCTTA 32 MoupaHe i padora ¢ MAHHn

B pesyrrar wa xnnormem'm, CIIOCOOHOCTTA HA MalHeHTa 33 KOHIEHTPalud W PEaKilds
MOXe Ja ce Broiy. ToBa NpeAcTaBlisea PHCK B CHTYAIWH, IPH KOHTO TE3H CIIOCODHOCTH
ca o1 ocobeHo 3HaveHne (Hanp. modupade ans pabora ¢ MAITHHKA).

[MamuenTure Tpsbpa Aa OBJAT MOCHBETBAHH A3 B3eMaT IPEANIasHH MEPKH 3a IIPENOT-
BpaTgBaHE Ha XWIIOTVIMKEMHA 110 BpeMe Ha mogupane. Topa € 0co0EB0 BayKHO 33 TE3H OT
TAX, KOMTO MMaT dYeCTH XWIIOITHKeMHH HIH HaMaleH WIH JHICBA yceT 3a
npexynpesurenauTe Oenesu. llpu TakuBa ciydau TpiaOBa BHHMATENHO Ja C& HpEEHH

HEOOXO0IUMOCTTa OT Imodupane.
4.8. Hesxenlany JlekapCcrBEHE peakiynn

Kakro m npms Jxpyruare UHHCYNHMHOBH IIPOAYKTH, XHUOOINHMKeMHATa ¢ Hali-gecto
HACTBIBAINATA HEKEHNaHa peakmmd. T4 MOXe Ja HacThOH ako HHCYIHHOBaTa h03a €
IIpeXan€Ho BHCOKA CHpAMO HHCYJIHHOBHTC HYXIH. B xmmmmasm IIpoyiBaHlsi H HOpH
TEPrOBCKa ynorpeﬁa gecToTaTa Bapupa B 3aBHCHMOCT OT HOIyJanuATa # OT peXXHMa Ha

HJ03HpaHe. 3aToRa HE MOXe Aa 6’5}.18 HpeactTaBeHa CHGHHQ?H‘{H& gecToTa. Texxara



XHIIOLIMKEMHA MOXE Jia JOBele Jo H3Najane B Oe3Cch3HAHME H/WIH I'BPYOBE B MOXE A2
HpEH3BHKE BpEMEHHO HITH TPaKHO yBpexAaHe Ha MO3BYHATA OYHKIWS WIH JOPH CMBPT.

Tlo-mony ca u30poeHH CHOPEX YECTOTATA CH, HEMKEIAHWTE ITeKapCTBEHH peakmHH  OT
KIMHAYHE Hpoy9BaHud, CYCTeHH 32 CBbp3aHd ¢ Mukcraps. Hecrorara e meduHupana,
xakro ciaempa: Hewectm (>1/1 000, <1/100). Maommpawyrte CHOHTAHHM COyda# ca

OIIPEACHEHH KaTo MHOrO penKkH ¢ dectorta <1/10 000.

Hapymenusa Ha HMyHHATA cHCTEMA

Heuectn — Yprukapns, oGpHuB

Mporo pefku — AnadHIaKTHYHY PeaKI{Hy

CaMITOMATE Ha CHCTEMH2 CBPBXYYBCTBHTEHHOCT MOFAT Jia BKIIOWBAT TeHEpalM3UpaH
KoxeH oOpHB, cppOeXK, ITOTeHe, TACTPOMHTECTHHANHH HADPYINCHHAS, AHTHOHEBPOTHYESH
efieM, TPYAHOCTH IIpH JHIaHe, ChpredneH, TOHWKEHO KPBBHO Halsdrane U npmiomasase/
saryda Ha ch3HaEHe. ['eHepam3upaHWTE peakiMM Ha CBPBXIYBCTBHTEIHOCT Ca

HOTCHITHAIHO JKHBOTO3acTpalnaBalmi.

Hapymenus Ha HepBHATa CHCTeMA
Hewectn — nepridepHa HeBpOIIaTHS
Brpsoto moxobperne Ha KpBHBHO-3aXapHAS KOHTPON MOXE JMa XOBele IO CHCTOSHHE

HapegeHo “‘ocTpa OoNe3HEHA HERPONATHA ', KOoeTo 00HYaifHo € IpeXxoHo.

OgHn gapymenns
Maroro penku — Pedpakioray aHOMaMHH
Ilpn 3anmoyBaHeTro Ha HHCYIMHOBA TepalHs MOIaT Ja BB3HHKHAT pedpakuHOHHH

anoManuy. OGuKHOBEHO Te3H CHMITTOMH Ca ¢ IIPEXOACH XapakTep.

Hegecrr — [lnabeTHa peTHHOIATHS

Jisirorpalino momoGpeHHs IIMKEMUYeH KOHTpOX HAMalsfBa PHCKA OT NPOTpecHs Ha
nuabeTHata perrHOIaTHs. He3zaBHCHMO OT TOB4, HHTCH3H(DHIMPAHETO Ha MECYIHHOBOTO
negenye ¢ OLp30 nozxoOpenne Ha IAMKEMWYHAS KOHTPOJ MOXE Ja JOBEZE A0 BPEMEHHO

BIIOIOaBaHe Ha AuadeTHaATA PETHHOIIATHA.

Hapylnelmﬂ Ha ROXKATA H IOAKOKHATA THhKAH



Heuectu - Janogactpodus
JImnomucTtpodrs MOXE Ja BB3HMKHE Ha MACTOTO Ha HIDKEKTHpaHe B CICACTBHE HA

HEPEAyBaHE Ha MACTOTO Ha MHXCKTHPAHS B JalcHa o0macT.

O0mx BapymeHus H TAKABA CBLP3AHHA ¢ MACTOTO HA HEDKEKTHPAHE

Heuectr — Peaxupm Ba MACTOTO Ha HHIKEKTHpaHe

Peaknau Ha MICTOTO Ha HMHXEKTHpaHe (3auepBsBaHe, NOxyBaHe u chpbex, Oolxa u
XeMaToM Ha MACTOTO Ha HIDKEKTHpaHe) MOraT Ja BB3HMKHAT 110 BpeMe HAa HHCYNHHOBOTO
JiedeHWe. 1€3H peaKkuuu OOWKHOBEHO ca IpPEXONHH H IO IIPAaBHJIO H39e3BaT IIPH
TIPOFBIDKABaHE HA JISISHHETO.

HeyectH — 0TOK

Ilpn aamouBase HAa WHCYJIMHOBAaTa TepanHs MOXe Ja BE3HHKHe efeM. Tesd cuMmToMH

OOHKHOBEHO €a ¢ IPEeXOZicH XapakTep.

4.9. Iipenozupane
[Ipn meECYNUHA € TPYAHO Oa ce AedHHHpa DpefosupaHe. XHIOTIHKEMHEATa IPOTPeckpa B
cnenunTe asn:

o Jlexa XHIOIIMKEMHS ce HpeoRoisiea ¢ Nepopajlel NpHeM Ha IUIF0KO3a HIM XpaHH,
CHABPXAIE 3axap. ET0 3amo mnaberuksT BHHAIH Tpabba na HocH che cebe ol
3axap Ha GYUKH, CIIA/KE, GECKBHTH HIH IIIOJ0B COK ChC 3aXap.

o Texka XMIOrIMKEMES, IPH KOATO HamHeHTHT € B Oe3ch3HaHHe, MOXe Ja ce
JIeKyBa, KaTO Ce HAIIPaBH IOAKOKHA WIH MyCKyNHa HHXeKnna ¢ rirokaroH (0.5 - 1
mg) oT 00ydUeHo lune, WM BEHO3HO Ja ce NPHIIONY TITIOK03a OT MEIHIHHCKH
cuenpanucT. HTpaBeHO3HOTO NPHIOKEHHE HA IVHOKO3a € HeoOXOAMMO CBHINO ¥
axo xo 10-15 MEH. man@eHTHT He pearnpa Ha HHKEKIHATAa ¢ TIIOKaroH.

Cref KaTo MAllMEeHTHET ¢ BhpHe B Ch3HAaHHUe, TpAOBa Ja My ce JaiaT BhITICXHAPATH

IIpe3 yCTaTa, 3a Ja ¢e NPeNOTBPaTy OBTOPHA XUITOTIAKEMH.
5. @apMakoXOTHIYHH JAaHEH
5.1. dapMakogEHAMAYHA CBOlicTBA

®apMaroTepanieBTHSHa Ipyna: VEHCYIMEH M aHalo3mW, ¢ HHTEPMEIHEPHO [eHcTBHE

kxoMOuHHpany ¢ GopsofeicTpamy, wHCYIHH (Jopernkn). ATC xox: A10A DO1.



TIommxasamoTo KpEBHAara 3axap OCHCTREE Ha HHCYJHHa <€ OBIEKH Ha YISCHCHOTO
HaBIIH3a#e Ha FIEOK034Ta B MYCKYJIHHTC H MAacTHHTS KICTKH CIISH, CBBEP3BAHCTO MYy ¢
HHCYHHHOBHTE PCOCHTIOPH B TE3H KICTKH H E€OHOBPEMCHHOTO IIOIOTHCKaHE

0CBODOKIABAHETO Ha III0K03a OT YepHHA Ap0b.

Muxcrapg € ABy(pa3eH HHECYIHH.
Haganoto My Ha AeficTBUE € B paMKHTE Ha Y2 yac , JocTHra MakcuManeH epekr 2-8 Haca, a

TIPORBIDKHTENTHOCTTA Ha AeHcTBHE € 10 24 Jaca.

5.2. @apMaKOKHHETHYHH CEOMHCTBA
B xprBHATA UHPKYJALHs HHCYNUHET UMa BpeMe Ha IONYXXKHMBOT CaMO HAKOJKO MMHYTH.
Crnemoearenno mnpodMIBT Ha JelcTBHe Ha WHCYIHHOBHA HpelapaT ce OHPenels

eIWHCTBEHO OT aOCOpOLIMOBHUTE My XapaKTEPHCTHKH.

To3m mpoliec ce MOBIMUABA OT HAKOH QaxTopH (Harnp.f03a Ha HHCYNHMHA, HA9MH A MACTO Ha
HEXKEKTHpane, nebemuHa Ha CHOS MOAKOXKHA MacTHa THKaH, THH Jmaber). 3aroBa ce
HaOMIOAABAT 3HAYATEIHH Pa3Niuds BEB (apMaKOKMHETHKATa KAKTO MEXTy OTHEHHTES

ManHAcHTH, TaKa ¥ OpH ©OUH B ChIOH IIAIHCHT.

AbcopOnms
ABcopOIHOHARST My Upo(HI e pe3ynTar OT CMECBaHeTO Ha HHCYIHMHH ¢ OLp3a H C
yaeixena abcopbmus. MakcuManHarta mia3sMeHa XKOHIeHTpanus Ha Mukctapy ce moctara

B paMKHTE Ha 1.5 — 2.5 gaca cnefl DOAKOIKHO TIPHIOKEHHE.

Paznpenencune
He ce pabmopaBa 3HaguTelNHO CBBP3BAHE ¢ INIA3MEHM IIPOTEHHY, C H3KIIOUCHHE Ha

HHPKYJMpAlid HHCYNHHOBA aHTHTeNa (aKo ca HanuJyHH).
MeTtabonmnrm
VCTaHOBEHO €, Ye YOBELUKMAT HHCYIMHH €€ pasrpaxia OT MHCYAHHOBA IpOTEa3’a MM

HHCYNHH-DasrpaXIalli EH3UMH H; BEPOATHO OT; IIPOTEHH IACYTQHE H30Mepasa.
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IlpemmonaraeMu ca HAKOIAKO MeCTa Ha pasfenpare (XMApONHM3a) B MOJEKylNara Ha
YOBEHIKAA MHCYJMH; HUTO e[HH OT 0OpasyBaHHTE Cllel pasmenBaHeTo MeTabONINTH HeE €

AKTHECKH.

Emavuananapane

TepMUBATHUAT MEPHOA Ha MONYKHBOT CE ONpefiels 0T CKopocTra Ha abcopbmus oT
TOoAKOKHaTa ThkaH. ClefoBaTeHo, TePMEHANHUIAT IOYXHBOT {t2) € MO-CKOPO MIpPKA 33
abcopbmuaTa, OTKOJKOTO 32 €NMMHHHDAHETO per Se HA MHCYNMEHA OT IniasMata (t% Ha
HHCYJHHA B KPHBOOOPBIICHAETO € HAKONKO MuRYTH). HsciaensanusTa ca ydTaHOBm, e

t e npubmusnTenHO 5-10 Yaca.

5.3. IlpeaknaHAYEE JAHHK 32 0€30HaCHOCT
TlpepxIMHAYHATE GaHHE HE IIOKa3BaT CHENU(HYSH DHCK IPH XOpaTa BB3 OCHOBA Ha
H3CIeABaHHA 34 ti)apMaanoqua 0e30IacHOCT, TOKCHYHOCT CHEN MHOTOKPaTHO

IPHICKCHHES, TCHOTOKCHIHOCT, KaHNCPOTCHECH DOTCHIHAN, PCIIPOTYKTHBHA TOKCHIHOCT.

6. ®apManeBTHIHH AAHAN

6.1, Cauchk Ha MOMONIHETE BeMecTsa

Zinc chloride

Glycerol

Metacresol

Phenol

Disodium phosphate dihydrate

Sodium hydroxide n/mnu hydrochloric acid (3a warnacsme za pH)
Protamine sulphate ‘
Water for injections

6.2. ®PH3HKO-XHMHATHE HECHBMECTHMOCTH

HucynusoBHTE CycIEHCHH He TpaOBa fa ce 100aBiAT KbM HH(Y3HOHHH Pa3sTBOPH.
6.3.Cpox Ba rogaocT
30 mecena.

Cren nbpBO OTBapsgHe: 6 CeAMHUIH.

6.4. CrienpanHi YCI0BHS HA ChLXpaHeHMe
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Ha ce cpxpanssa B xnamuiauk (2°C go 8°C).

Ja e ce 3ampazsBa.

[lpu ynotpe6a: He ChXpanaBaiiTe B XNagunauk. [la #e ce crxpansea Hax 30° C.

Crxpansgaiite MucaTKara C Kanavkara, 3a 1a ce HPeANasH HHCYIHHA OT CBET/IHHA.

Ja ce nazu oT cwiHa TOIIHHA U CRETIIMHA.

6.5. lagun 33 onaKkoBKaTa

TlpexsapaTenHO HanbJIHEHATa NHCANKA (MHOTOZO30BA IHCATKA 32 eHOKPATHA YHOTpeta)
€& CBCTOM OT HEDKEKTHpAINo YCTpoicTBO ¢ marpoH (3 ml). Ifatponrr e Hanpasen or
CTRIIO (Tan 1), CBABPXA 6poMoGYTHIIOBO TYMEHO Oyramo 71
OpoMOOYTHI/HONHU30NPEHOBA [YMEHA 3allymanka. [1aTpoHBT CHIBDXa CTHKIEHO TOITIE
32 yNecHABaHE Ha pPECyCHeHIHMpaHeTo. MHKeXTHpaoTO YCTPOMCIBO € HANpaBeHO OT
anacTMaca.

Tonemuna Ha onaxoBkata: 5 i 10 IpeABapHTENHO HAIBIHEHHE IHCANKY 10 3 ml.

He Bcryky OMAaKOBKH MOTaT Aa OBJAT HANHYHH Ha Iasapa.

6.6. IlpenoprKH HpH ynorpeda
ITacanxare TpsOsa fa GbAAT M3NON3BAHM CaMO B KOMOHHANMS ¢ HpONYKTH, KOHTO Ca
CHEMECTHMH C TIX ¥ MO3BOJISBAT HA NucankaTa A3 QyHKIHOHNpa 6e30macHo H eeKTHBHO.

Pl

Muxcrapn HosoJler e 3a memuBuryansa yonotpeba. Ja He ¢e ITRIIHH OTHOBO.

HncynuroBu NPOAYKTH, KOUTO ca OHI 3aMpa3sgBaHH, HE TPAOBA Ja C& U3MON3BAT.
HucymusoBd CYCHEHCHE He Tpa0Ba Ja ce H3IOI3BaT, aKO HE Ca PABHOMEPHO OENA B METHH

Cllell pecycieHAUpaHe.
7. Wme 1 ajipec Ha APUTEKATENA HA PaspeIeEMeTo 3a ynoTpeda

Novo Nordisk A/S
Novo Allé

12



DK-2880 Bagsvaerd

Jlagns

8. Perncrpanuonen Ne B Pernerppa mo wi.28 ot 3JIAXM -
20000121

9. laTta Ha ObPBO pa3pelaEaHe 3a yHoTpeda Ha JeKAPCTBEHHS NPOAYKT
05.06.2000 r.

10. Mata 2 (yacTHYHA) aKTYANM3ANHA HA TEKCTA
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