Mixtard 20 NovoLet 100 IU/ml
Muxctapa 20 HosoJler 100 IU/ml
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1. Teproeexo uMe HA JEKAPCTBEHUA NPOAYKT 6;{‘77/”28 6-0(( '

Mixtard 20 NovoLet 100 TU/ml

VHXeKIHOHHA CYCIIEHCHS B IPESABApUTENHO HAIBIHCHA ITHCAIKA

2. KauyecTBeH ¥ KOJNICCTBEH CHCTAB

Insulin human, DNA (mpousseser upe3 pexoMOumantHa JHK texuomorms B
Saccharomyces cerevisiae).

1 ml ceaspixa 100 IU insulin human.

1 peABapHTENHO HAITBbIHEHA MHUCANKA ChABPXKa 3 ml, expusanenTHy Ha 300 IU.

Emma IU (Mexpmymapoupa emmemna) orropapi Ha 0.035 mg amxmppupan qénem

HHCYJIHH,

MuxcTapn e cMec OT pa3TBOPEM uHCYJHH 1 n3opan (NPH) uncyms.

Muxcrapz 20 ce cherou 0T 20% pastBopuM HucynaH B 80% H30(0aH HHCYARH.
3a mOMOIDHHM BeIecTBa, BX, ceknud 6.1 Crouchbk Ha NOMOIIHETE BEHISCTRA.

3. JlexapcrBeHa ¢opMma
HmxexmuonHa cycneHcHs B IPeABAPHTENHO HABIHESH? HHCANKA.

Muxcrapn e MbTHa, 05112~ BOZIHA CYCIOEHCH,

4, Knpauynn gagHi
4.1. IHoxazanus

Jleuenne Ha 3axapes muaber (Diabetes mellitus).

4.2. fosnpoBKa H HAYHH Ha ynoTpeba

MuxkcTapy € HHCYNMH ¢ ZBOifHO Aeiicteme. Tolt mperacraBissa ABydaszHa dopmyia,
CHCTOMIIA ce OT OBp30eiicTBam H OaBHOACHCTBAI HHCYJIHH.

WiscynuHopure cMecH OOMKHOBEHO C¢ NPHJATAT €AWH WIH [{Ba HBTH-HEBHO, KOTaTo €

E,g:"ia". .

HeoOX0AHM 65p3 IBPBOHATANCH ehEKT, CHeTaH © HO-IPOABIKATENHO ACHCTEHS! -,
v . . 'T.‘ . I ‘;IA




HozupoBra

Jo3MpoBKaTa € HHAWBUAYaATHA H C€ ONpPEZCI OT JeKaps B CHOTBETCTBHE C HYN(AHTE HA
nagdeHTa.

VHuBanyanspTe HHCYIMHOBH HyXm obukHOBeHO ca Mexxay 0.3 mo 1.0 IU/kg/nex.
JimeBHaTa HYXHA OT HECYIMH MOXEe Ja € IO-BUCOKAa NIPM HAlHEHTH ¢ HHCYJMHOBA

PE3HCTEHTHOCT (Hamp. 0 BpeMe Ha myOepreTa HMIH IIPH 3aTIBCTABAHE) U Ha € IO-HICKA

OpH DaHEHTH C© 0CTATRUHA, CHNOICHHA HHCYJIHHOBA IPOAYKIHA-

OnNTAMAZHPAREAT FIMKEMAICH KOETPOI HPH NAIMECHTHTE CBC 3aXapeH AualeT oTmara BB
BpemeTo nosiBata ¥ 3a0aBs pPa3BUTHETO HA KECHHTE YCIOKHEHHS Ha Axabera. ETo 3amo ce

¥

npenrnopsuBa CIeASHE Ha KPhbBHATA 3axap.

B pamkuTe Ha 30 MEBYTH cliefl BCAKa HIDKeKUHs Tpsi0Ba Ja ce IpyeMe XpaHa, CHABpKAMA

BBITICXAAPATH.

TurpupaHe Ha go3ata
Conrrersamo 3a6onsBane, ocoOeHO HHpeximy u GeOPHIHE CHCTOSHHA, OOHKHOBEHO

IIOBHIIABAT HHCYIHHOBHTE HY)XIHU Ha HaACHTA.
Br6peunn wini yepHOApoORY HApYINEHHS MOTAT Ja HAMAJAT HYKHEATE 0T UHCYJIHH,

Kopekiiust Ha [03aTa MOXE Ja CE HAJIOXH, aKO HAMCHTHT NPOMeHH (H3MYecKara CH
aKTHBHOCT MiH o0uuaifHara cm auera. [IpomMsaHa Ha Ao3ata MOXKE Aa Ce HANOXKHM M B
Cilyuaii, 4e HAIHMEHTHT HpeMHHe OT COHH HHCYIHMHOB JIEKApCTBEH IPOAYKT Ha ADYT (BXK.

cexaps 4.4 Crienmamsy pOTHBOIOKA3aHNs ¥ CIIEIHANH NPERYIPEKECHNA 3a yIoTpeba).

Upunoxenne

3a IOAKOKHO NPHIOKEHHE,




Mukeraph o6uuaifio ce NpHiara MOZKOXHO B GeApOTO WIM B XOPSMHATA CTCHA. {AKO €
yI06HO, MOraT Ia ce M3IOMN3BaT olme TIyTealHaTa 00NacT WiH o0nacTTa Ha JeNTORTHAL
MYCKYIL ,
TToMKOKHATA HEDKEKIHS B KODEMHATA CTeHa OCHIYpsABa Ho-05p3a abcopOiit, B cpaRHEHHE

¢ B3MON3BAHETO HA HPYTH MHXEKIHOHHY MECTA.

ViEkeKTHpaseTo B IOBAHIHATA KOJXKHa I'HHKA HaMalliBa BEPOATHOCTTA OT HENPEAHAYCPEHO
MYCKYHHO IPHJIOKEHHE,

3agpeiKTe HraTa MOoJ KoxkaTa HoHe 3a 6 CeKyH[HM, 32 Jia CT¢ CUIYpHH, ¢ mma'rainoaa e
HEDKEKTHpaH2.
Ipenoprysa ce pOTAl[MOHHA CMSHA Ha HEDKCKIHOHHMTE MECTa B PaMKHIC HA ;;(a;.(ena

AHATOMIYH2 06JIACT, 32 A ce IPeIOTBPATH PasBHTHETO HA MMIIOAHCTPOPHS.
WHcynuHoBKTE CYCHSHCHH HUKOra He 61Ba Aa c¢ IpUifaraT BEHO3HO.
MuxcTapy € IpHUAPYKeH OT JIMCTOBKA 32 TTAIHEHTA ¢ HOAPOOHH HECTPYKIHY 32 yngrpeba.

Muxcrapn HosoJler e npeﬁ;iasnatxeﬁ 3a ymotpeba ¢ uru Hoso®aiiH.
HosoJler ocBo6oxmasa oT 2 &0 78 eAUHUNHN, Ha CTHIKY OT 2 eUHHIH, :
TIncanxare TpsGBa Aa ce HNPOBEPSBAT IpeJu MIKCKTHpaHe, Taka HUe WHIHKATCPET Ha
[03ara 3 ce BhpHE 0 HyJla i Kanka HHCYJIMH Jia C€ IIOSBU Ha BhPXa Ha MIIIATa. :
JozaTa ce HariaacsiBa, Karo C€ 3aBLpTa CEEKTOpa, KOHTO IO BpeMe Ha HIDKCKIHATA CC

BpBHia [0 HyJIa.

4.3. lpoTrBoNIOKAZAHNA
XunornuxeMus.
CBPBXIYBCTBUTENHOCT KBM SOBENIKY MHCY/IMH A KEM HAKOE OT HOMOIHHTE BEIECTBA

(. cexrius 6.1 CIMCPK Ha IOMOMIBHTE BEECTB).

4.4. Crienpanny NPOTHBOMOKA3AHAS H CHENMATIHY HPeAYIPEKAcHUA 32 ynorpe6a

= -



HenpaBwiHOTO JO3KPaHE MK NPeyCTaHOBABAHE Ha TCPANHATa, ocoleno npu Auaber THI
1, Morar Ja JOBeZaT O XHHEeprIMKeMHL.

OGHKHOBEHO MHPBHTE CUMITOME Ha XHIEPIIHKEMILT C& MOSBABAT NOCTENCHHO, 32 TIepros
OT HSKONKO Yaca HnW NHY. BKIIIOUBAT XaXia, HECTO YPUHHpAHE, TajleHe, MOBPRIAHE,
3aMasHOCT, 3a4epBEHa CyXa KOXa, CyX0Ta B yCTaTa, 3aryba Ha aleTHT ¥ aueToHOB ABX B
ycTarta.

Hpy manuenTH ¢ AuaGer THW 1, HenexyBaHaTa XMIEPIIHKEMHL MOXKE Ja HOBEHE A0

nuaberya KeToanuno3a, KOATO € MOTEHITHATIHO JKHBOTO3aCTpanIaBanio ChCTOMHNAC.

XpnoradKkeMusl MOXKe Ja BE3HUKHE aKo MHCYIHHOBATA 032 NPEBHINABA HHCYHIHHOBHTS
Hy»IH Ha nanuenta (swx cexuun 4.8 1 4.9).

TIpomycK Ha XpaHeHe WM HeIUIaHHpaHa, TeXXKa (usuuecka akTUBHOCT MOraT Ad JOBEHAT
JO 10ABA Ha XUIIOTJIAKEMAS.

TlanpeHTH, IpH KOMTO MMA CHINECTBEHO Nofobpenye Ha KPpBHO-3aXapHUs KOHTPOI, HAlIp.
B PE3YNTAT HA HHTeH3HGUIMPaHO HHCYITMHOBO JICYEHHE, MOKE Jia TI0yBCTBAT IpOMAHa B
CBOWTE HOPMANBH IIPEyIPEINTENHE CHMITOMH Ha XHIIOPHKEMH, 38 KOCTO CBOTBCTHO
Te TpA0Ba A3 OBAAT YBEHOMEHH.

O6uuaiiEuTe NpETyNpPeAMTENHH CHMITOMM MOTAaT [ja M34Y€3HAT NpH NAIWCHTH C
IBITOTORHMINCH AHA0ET.

IIpeMuHaBaHeTo Ha IANWCHTH Ha OPYT BUR MM Apyra Mapka HHCYIMH Tps#0Ba Ja crasa
IOZ CTPOF MEIUIMHECKA KOHTpoji. IIpoMeHWTe B KOHICHTPAHATa, Mapkara (pasmuIHE
rpousBouTeny), THOa (Gbp3omeiicTeam, ¢ ABy(hasHO NEHCTEHE HIH IBITOfcHCTRAI
HHCYJIMH H T.H.), (AMBOTHHCKH, YOBCINKH HIH HHCYJIHHOB aganor) Wund MeToja Ha
npou3poEcTRO  (pexoMOumapTHa JIHK TeXHONOTAA MM HHCYIMH OT MHUBOTHHECKH
HpOM3XO0J) MOKe Ja HANOJKK KOPHTHpaHe Ha 1o3ara.

Ipu OpeMuHABaHETO Ha HAlFeHTHTE Ha MEKCTaps MOXe Na ca HeobXxomAMH deemm

Ome 1pH wepBara f03a HITH TIPE3 EPBHTE HAKOIKO CEIMHITT HIIA MECCCITH Ha JIe9eHHAETO.

Mansk Gpoli HAamMEHTH, KOMTO Ca H3IMTANM CHM30[ HA XMIONNHKSMHY, CICq

IpeMHHaBaie oT SKHBOTHHCKH HHCYIHH, c&oﬁma:aa’r ¢ paHHHTe HPBJIYIIPEI:.[KTGIIHH

CAMIITOMH Ha XHIOOITMKCMHA Ca no-crabo H3pa3cHy WIH pas/HYHH, B, ppaBHeHKel C TC3H,

TI0 BPEME Ha JIEYEHHETO C IhPBOHAYANHNS HHCYIMH, PRI



Tlpesu ppTyBade MEXAY Pa3IAdHN JAacOBH 30HHM, NAllMEHTHT TpAOBa Ja ce KOHCYJITHpa ¢
nexap, Thii KATO MOXe [a ¢ HaN0XH IPHIOKEHHEe Ha MHCYIMH H NpHEMaHe Ha XpaHa B

pa3IyHo BpeMe,

HucynuHOBHTE CyCIIEHCHH He Tp:A0Ba fa ce IPHUAarar ¢ NHCYIHHOBH ITOMIIH.
MHKCTapA ChEBPIKA METAKPE30/, KOHTO MOXKE Ha TPEHA3BHKA AMSPTHYHH PEaKHH. ;
4.5, JlexapcTBeHH M APYFH B3auMofeiicTBHA

H3BecTHO €, 4e HIKOH MEHWKAMEHTH B3auMOZeicTBaT ¢ MeTabomH3Ma Ha TIIOKO3aTa.
3aroBa HexapAT TpsOBa A2 MMa NpedBHJ BL3MOXHHTE B3amMoielicTBHS M BHHArH TpA0Ba

Ja IIATa HanHeHTUTe CH 38 MeAHKaMCHTHTES, KORTO OIpHeMaT,

Jiosayn3GpoeHnTe JeKAPCTBeHH NPOIYKTH MOTaT Aa HAMAJIAT HHCYIMHOBUTE HYX/IH:
{lepopaian XUNOTAHKEMU3HPALIH cpencTBa (IXO), HHXAOWTOpPH!  Ha
MonoamMuHOOKCHAa3aTa (MAOI), HeceliekTBEE GeTa-GNoKepH, HHXHOHTOPH Ha

aHTHOTeH3HHKouBepTHpamys en3uM (ACE-HHXUOHTOPH), CATUIANATH ¥ AKOXOM. |

ChegnuTe deKapcTBeHH NPOXYKTH MOTAT A2 YBeIHIAT HHCYJIHHOBHYTE HY KM |
THa3umH, THIOKOKODTHKOWAM, THPEOHZHH XOPMOHH, 0eTa-CHMIaTHKOMHMETHIIH,
pacTexeH XOPMOH H HaHas30ll.

Bera-60KepuTe MOraT Ia 3aMBINIST CHUMOTOMHTIE Ha XMIIOTIHMKEMES H 12 3a6aBAT

BBE3CTAHOBABAHCTO OT HEA.

OKIPCOTH,I{/JI‘&HPCOTHI[ MOI'aT KaxTo na UOHHXKAT, Taka H Ja INOBHINAT HHCYIHHOBHIC

HYXKIH.

4.6. bpeMeHHOCT B KbprMeHe




Hsva orpanuyeHys no OTHOMEHAE Ha HHCYIMHOBATa TEPaNMs N0 BpeMe Ha OpeMeHHOCT,

THil KATO MHCYNHHGT HE IPEMUHABA Iipe3 aneHTapHaTa Gaprepa.

Kakro XuIOriuxeMmsra, Taka W XHIIEPITHKEMMATA, KOHTO MOTAT na BB3HMKHAT HpH
[alMeHTH ¢ HC33NOBONKTENEH KOHTPON Ha AuaefHaTa Tepanus, YBEIMY4BaT PHCKA OT
MandOpMalUi K CMEDT in utero. 3aToBa CE NpenopEYBa 3ackieH KOHTpo Ha quabeta mpu
IUIAHHPAHETO Ha 6PeMEHHOCT H IO BpeMe Ha HpeMeHHOCTTa.

O6uKHOBEHO Ipe3 OEPBOTO TpHMEceTHe Ha OPEMEHHOCTTA HHCYIHHOBHTE HY)K,[LH
HaMaJIsBaT, & IIPe3 BYOPOTO H TPETOTO CE IOBHIIABAT. ‘

Crnen paxpaHero HHCYIMHOBHTE HYXHM GBD30 Ce BL3BPHHIAT 1O HHBATA npenu

3a0peEMEHIBAHETO.

KspMeHeTo 10 BpeMe Ha MHCYJIMHOBO NCUEHHE Ha MalKaTa He € CEBP3AHO C HHKAKbB PHCK

3a feTero. Moxe Ja ce HATIOXu KOPHTHpaHe Ha A03aTa Ba Mukcrapy,
4.7. Edextn BHPXY crocofHOCTTA 32 IModHpane U paGoTa ¢ MAHEN

B pesyntar Ha XUIOITMKEMHS, CIIOCOGHOCTTA Ha NANKEHTA 32 KOHIEHTPANMSA M PEaKIius
MOXe Jia ce BIOMmH. ToBa NPeNCTaBIiBa PHCK B CHTYAIlHH, TP KOHTO TE3H CHOCOBHOCTH
ca oT ocobeno 3nagenne (Hamp. modupane win paboTa ¢ MAIIHHE).

Harnwertute TpsAOBa ma OBAAT MOCHBETBAHH Ja B3EMAT MPeITia3Hyl MEpKH 3a IIPENoT-
BpaTsBaHE HA XHIOTIHKEMUS IO BpeMG. Ha mopupare. ToBa e 0co0eHo BAXKHO 3a TE3H OT
TAX, KOMTO HMAaT 4CCTH XHIOMIHKSMMH HIH HAMajleH MM JIMICBAll YC&T 3a
npexynpenaTenHuTe Genesu. [Ipu Takusa ciydan TpsGpa BHUMATENHO I3 CE IPSIEHH

HeoOXOAMMOCTTa OT modHpane.
4.8. He:xenasuu JeKapeTBeHHN DAk

Kaxto ® OpH Jpyrare WHCYJIMHOBH NPOAYKTH, XMIIOTIHKEMHSTA € Hal-9ecTo
HACTHNBAINATA HEXeNaua pem. Ta Moxe Ia HacTRIM aKO HHCYNHHOBATA 7032 €
IIPEKAJIEHO BHCOKA CHpPAMO MHCYIHHOBHTE HyXZH. B KIMHMYHE Ipoyusamus W IpH
TBProBCKa YNOTpeba YecToTaTa BapHpa B 3aBHCHMOCT OT TIONYNAHATa- H:- 0T PEXUMa Ha

Ao3ypaHe. 3aToBa He MOXe Ja Op[ie IpeAcTaBeHa cnenudHEIHa ‘riéchT'ali‘.Te}z:c'IcaTa
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XHIOITIHKEeMHES MOXE 134 oBefe N0 H3Nanane B Oe3ch3HaHue H/WIM TEPYOBE H MOXE Ja
IIpeaH3BHKA BPeMEHHO HIH TpaliHo YBpexAaHe Ha MO3bYHATA QYHKIHSI HiH KOPH CMEPT.

Tlo-nony ca u3BpOeHH CHOPER [ecToTaTa CH, HOKCNAHHTE NEKAPCIBEHU PEeakiMH  OT
KAMHMYEE TIPOYYBaHES, CYETeHH 3a cBhp3aHE ¢ Muxcrapa. Yectorata e medumupana,
kaxTo cnegsa: Hewectm (>1/1 000, <1/100). Msonupanute CIOHTAHHE cnyqian ca

OIIpEACICHH KaTO MHOTO pefiky ¢ yectorta <1/10 000.

HapymieHus Ba AMYHHATA CHCTEMA

Hewecru — Yprukapus, o0pus

Mmuoro pefks — AHahHNaKTATHY peaKLud

CumnToMuTe HA CHCTEMHAZ CBPBXUYBCTBHUTENHOCT MOFAT Ja BXJIFOYBAT IEHEPANH3HpPaH
KOxeH oOpHB, cBpOex, IOTeHe, TacTPOHHTECTHHANHH HApYyIHEHWS, AHTHOHEBDPOTHYEH
€eM, TPYAHOCTH IIPH AUINAHE, ChPHeOHeH, MOHMKEHO KPBBHO HANATAHE B IPUIIOITABaHe/
saryba Ha cbsHanue. IeHepalm3mpaHETE peakIWM Ha CBPBXIYBCTBHTENHOET Ca

HOTEHITHAIHO JXHEOTO3aCTpalIaBaliH.

HapymeHnnsa Ha HEPBHATA CHCTEMA
Heuectu — neputepHa HEBpONATHA
brp3zo10 noxoGpeHue Ha KpHBHO-3aXapHHMA KOHTPON MOXE Aa HOBEAE A0 CHCTOSHHE

Hapewero “octpa Oone3HeHa HEBPONATHS”, K0eT0 00UMAiHO € MPEeXOmHO.

Qunn HapyIxeHM ST
Msuoro pexxu — PedpakiioEER aHOManmaH
Ilpu 3amoypaHeTo HAa MHCYIMHOBA TepalMsi MOT4aT 2 BB3HHKHAT pedpaKkinuoHHH

aHomanuH. OOHKHOBEHO TE3H. CHMITTOME Ca ¢ IIPEXOAEH XapakTep.,

Hegectn — [{naberHa peTHHOHATHA

Jenrorpaiino momobpeHHs IAMKEeMMYEH KOHTPON HaMaldBa pPHCKAZ OT IPOTPECHT HA
rmaabeTHara peruHOnaTHA. HeszaBHCHMO OT TOBa, HHTeH3U(BHIMpaHeTo Ha MHCYIHHOBOTO
nedeHHe ¢ Opp30 HOAOOpEHHe Ha IMUKEeMHYHHS KOHTPOI MOeE Ja JoBele IO Bpenfaeﬂno

BIIOIIABaHe Ha AualeTHaTa PETHHOIIATHA.

Hapynrenns Ba KOKATa ¥ NOJKOKHATA THKAH T



Hewectu - Jlunogucrpodus
JInnonucIpous Moxe Aa BE3HEKHE HZ MACTOTO HA HEKEKTHDAHE B cliencTBde Ha

HEPCAYBaHE Ha MACTOTO Ha HHKCKTHpAHe B JafcHA obmnacr.

O0mu napymenns ¥ TAKHB2 CBLP3aHMA € MACTOTO HA HIDKEKTHPAHEe

HeuecTr — Peakmum Ha MACTOTO Ha MEDKEKTHPAHE

Peaxkuuy Ha MACTOTO HA HEDKEKTHpaHe (3auepBsBawe, HOAyBaHE M Chpbex, Golka H
XeMaToM Ha MICTOTO Ha MEIKCKTHDAHE) MOFAT Ja BE3HMKHAT IO BPEME HA HHCYHAHHOBOTO
negeH#e. Te3w peaknuu OOHMKHOBEHO €A NpPEXOAHH M 10 NPABHIQ HM34YeE3BaT TIpH
HPOABIDKABAHE Ha JISISHACTO.

Hegect — oTok

Ilpy 3anovBaHe Ha WHCYNHHOBATA TEpANHI MOXKE N2 BESHHKHE efeM. Tead CHMIITOMH

0DMKHOBEHO ca C IIPEX0JieH XapaKiep.

4.9. lipenozupane
Hpn uHCYIMHA € TpyAHO Aa ce AeuHMpa NpeAosupane. XUNOIIHKEMHUITA HPOrpecpa B
cnenuute hasu:

¢ Jlexa XMIOTIMKEMHS Ce IIPEONONSIBA ¢ IIEPOPANeH HpHeM Ha THIOK03a XpaHH,
CrAppKamy 3axap. ETo 3amo nuaGeTexsT BHHArH TpabBa Ha HOCH cnc cebe cu
3axap Ha Oy4KH, clayKy, SHCKBUTH MK INIOLOB COK ChC 3axap.

o Texxa XMMOrMEKeMHA, TPH KOATO HANHEHTHT € B O€3CH3IHaHHE, MOXE ja ce
HCKyBa, KaTO Ct HaNpaBy NOJAKOKHA WK MYyCKyJHAa HEXEKIHS ¢ Iirokarod (0.5 - 1
mg) or oOyueHO IHWIle, WIH BEHO3HO [a Ce IPHIOXH IVHOKO3a OT MEIHITMHCKA
cuenuanmict. MIHTpaBeHO3HOTO NPHIOKCHKE HA TIIIOK032 € HEOOXOAHMO CHIIO H
4Ko fo 10-15 MMH. DallMEHTET HE pearipa Ha HHKXEKI[HATA ¢ TTIOKATOH.

Crex xaro WauueHTET ce BbPHE B Ch3HAHHE, TpAOBa Aa MYy ¢ Hanar BBIIEXH/IPATH

[Ipe3 ycTaTta, 3a Ja ¢ MPEJOTBPATH NOBTOPHA XHITOTHHKEMHESL.
5. @apMakooruyHA JRHHA

3.1. @apmakoaMHAMUYHM CBOiicTBA
dapMakoTepaneBTHYHa Ipyna: MHCYIHMHH H aHATIO3M, ¢ szepMe,mepHo JeicTBHe

Ay

KOMBHEHpARHE ¢ GHp30AeliCTBAINY, HHCYIIHH (woBemkn). ATC KOJ.I AlOA D01



HoHmxapawoTo KpBBHATA 3axap NeHCTBHE HA HHCYMMHA CE ABUKH HAa YHECHEHOTO
HAB/IM3aHE Ha FNIOKO34Ta B MYCKYJHHTE M MACTHHTE KINETKH CIIEL CBBP3BAHETO MY C
WHCYNMHOBUTE DEUENTOPM B Te3d KIETKH H  CUHOBPEMEGHHOTO IOITHCKAHE

0cBO00XAABaHETO Ha IFOK032 OT YepHAS Jp0s.

Muxctapna e apydaseH HHCYIHH.
Hauanoto My Ha Je#iCTBHE € B paMKHTE Ha % yac , JOCTHra MaKCHMalleH edexr 2-8 Jaca, a

NIpOABIDKMTEHHOCTTA Ha ACHCTBHE € o 24 Jaca.
5.2. ®apMakoKHHETHIHE CBoOiicTBA

B kppBHaTa mUpKyNanys MHCYIHHBT HMa BpeMe Ha IIONY)KHBOT CAMO HIKOAKO MHHYTH.
Creposatenno mpoHIBT Ha ZHelicTBMe HA HHCYIMHOBHSA TIPENApaT ce Ompefens

SIHHCTBEHO 0T aOCOpPOIHOHHATE MY XapaKTepUCTHKH.

To3u Iponiec ce MOBJMABA OT HAKOH $akTOpy (Halp.f03a Ha HECY/HHA, HA9HH H MACTO Ha
uHXeKTHpane, fAe0elHHA Ha CIOS HOAKOXKHa MacTHAa THKaH, TEn amader). 3atopa ce
HalMIOAABAT 3HAYMTENHY PasiH4Hs] BEB (JapMaKOKHHETHKATa KAKTO MEXAY OTHEHAHHTE

TaNUEHTH, TaKa K IIpH CIHH H CHINY HalyieHT.

Abcopbmusn
AbcopbumonamsT My HpodHI € pe3ynTaT OT CMECBAHETO HAa MHCYIHMEH ¢ OBp3a H C
yABILKeHa abcopGups. MakcHMansaTa IiasMeHa KOHNERTpaIs Ha MuKCTapy ce )::oicmra

B paMkuTe Ha 1.5 — 2.5 yaca ¢ieH NOAKOKHO MpHAOKEHHE,

Paznpenenenue
He ce mabmopdBa 3HAUUTENHO CBBpP3BAHE C IDIA3MCHH IPOTEHHY, ¢ M3KIIOYCHAE HA

IEPKYIHpaly HHCYIMHOBY aHTUTe/Aa (2K ca HANHYHH).

MeTadoamzem ) .

YCTanoBEHO €, U¢ YOBCHIKMAT HHCYIHH CE pasrpaxia OT anyﬁﬁggﬁ}npﬁmaaa HAH

MHCYJHE-DASIPOIIAIM  eH3MMH H; BEOSTHO OT; NPOTEHH HCYIQUZ .H30Mepasa.



HpeanonaraeMu ca HSKOJIKO MecTa HA paslenBaHe (XWOpONH3a) B MONEKYA4Ta Ha
WOBCIIKHI HHCYJHH; HHTO €JHH OT 00pasysaHuTe clexR pasUenBaHETO MeTabOauTH He €

aKTHBEH.,

EnuMuauapane

Tepmunannusr nmepuoX Ha NONYXHBOT Ce OHPERENs OT CKOpOCTTA Ea abcopbmus or
HOAKOXHATA ThKaH. CleZloBaTeNHO, TEPMHHATHEAT MOy HBOT (t%5) € 0-CKOpo MsApKa 32
aGcopOnusiara, OTKOIKOTO 32 eMHMHHHPAHETO per Se Ha MHCYNWHA OT IasMata (t%: Ha
HHCYHHH& B KPFBOOODPBINEHHETO € HAKOMKO MuHYTH). M3CHeNBanmATa ca YCTRHOBMAM, e

t% e npubmasurento 5-10 gaca.

5.3. TIpenKIMHUTHH JAHHHU 32 6e30MacHocT
IpenxauayaauTe JaHEM He TOKA3BAT CHENM(HYEH PHCK IPH XOpata BB3 OCHOBA Ha
H3CHefBAHMA 33 (ApMaKkONOTHYHa OEe30HaCHOCT, TOKCHYHOCT CJI€L MHOTOKpaTHO

UPHIOKEHNS, N'eHOTOKCHIROCT, KaHIEPOTreHeH HOTEHIHAT, PEIPONYRKTIHBHE TOKCHUHOCT.

6. dapmaneBTHYAN JAHAK

6.1. Coucer Ha MOMONIHHTE BeMecTBA

Zinc chloride

Glycerol

Metacresol

Phenol

Disodium phosphate dihydrate

Sodium hydroxide u/mmu hydrochloric acid (32 narnacsue na pH)
Protamine sulphate

Water for injections

6.2. OU3UK0-XUMHIHHE HECHBMECTHMOCTH

HnucynnHOBHTE CycHIEHCHHE He TpAOBa Ja ce 200aBaT KbM HE(Y3MOHHH PasTEOPH.

6.3.Cpox Ha rogHOCT
30 Mecena.

Crnen nppBO OTRapsHE: 6 CEAMUITHL

6.4. CoenmaxHH YC/I0BHS HA ChXpaHeHHe



Ha ce cpxpanasa B xnamumuk (2°C go 8°C).

Ha ve ce 3ampazsasa.

Hpu ynorpe6a: He chxpanssaiite B xnamumuk, a He ce ceXpanssa Haz 30° C,

CrxpandBaiite nucanKaTa ¢ Kanadkara, 3a §a ce NPe/asy HECYAHHA OT CBETIIHHA,

,D;a C€ IIa3H OT CHJIHA TOINMHA B CBEeTIHHEA.

6.5. lanau 3a onaKxoBkara

lpepsaprTenso HanmbiHeHaTa TUCANKa (MEOTON030Ba THCANKA 34 €BHOKpaTHa wo@eﬁa)
C€ CBCTOM OT HEGKEKTHpamlo ycTpoiicrBo ¢ matpoH (3 ml). IlatponsT e BanpaBeH OT
CTBKJIO (Ten 1), CBABDIKA H6pomMobyTHIOBO TYMEHO 6YTaJIOE H
OpOMOGYTEN/HONMHI30IpEHOBa TYMEHa 2ATyIIATKA. IlaTpoHET CHIBPXA CTBEKICHO ’:‘1‘011‘-3{6
3a yAcCHABAHC Ha pecycneHmuparero. Hmxextmpanioto ycrpoiicTeo e HaIIpaBE‘.I:-IO OT
IIacT™Maca.

losemuHa Ha omakoBkaTa: 5 1 10 NpeABApHTENHO HANGIHEHH MHCATKY 0 3 ml.

He Bcruxu onakoBxu Morar Ja 6’1’:,[[&T HallM49HH Ha Ha3apa.

6.6. Ilpenoptxu npu ynorpeda
IMucamkure TpaGBa f2 GbiaT M3MON3BAHH caMO B KOMOHHAIMS C NPOIYKTH, KOHTO ca

CBBMECTHMH C TX M MO3BOJIABAT Ha IMHCANKATA Ja QYHKIMOHKPa OE301acH0 i eheXTHRHO,
Muxcrapx HoeoJler € 3a MHIMBUAYaIHA ynotpeba. Ja He ce MBEIHH OTHOBO.,

ViHCyItHOBY IIpOIYKTH, KORTO ¢a GHITE 3aMpas3siBagH, He TPi6Ba [a ce H3TIoN3Bar.
HucymisoBy cycneHcny He TpaGBa /la Ce H3ION3BAT, aKO HE CA PABHOMEDHO e H MbTHH

CHER pecyCleHIipaKe.

7. Vime 1 afpec Ha OpuTEXRATENN HA paspenieHAETo 32 ymoTpeba -
Novo Nordisk A/S Ty L
Novo Allé _ - ' | ot



DK-2880 Bagsvaerd

Janms

8. Peructpanmuonen Ne B Perucrspa no 128 ot 3JIAXM
20000121

9. HaTa ma nepEO paspenaBaHe 32 YHoTpeda Ha JeKAPCTBEeHNs MPOSYKT
05.06.2000 r.

10. Jara pa (3acTHYHA) AKTYAIH3AMMEA HA TEKCTa
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