Mixtard 10 NovoLet 100 IU/ml
Muxcrapa 10 HosoJler 100 IU/ml

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
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1. TeproBcko uMe Ha JeKaPCTBCHHS XPOAYKT
Mixtard 10 Novolet 100 IU/m!

HNmrexuuonHa CYCOECHCHA B IpEABApHTEIIHO HANTBIHEHA [THCAIKA

2. KayecTBeH ¥ KOJHYECTBEH ¢HCTAB

Insulin human, rDNA (mpousseneH upe3 pexoMbunagrtHa [JIHK Texmomoruia B
Saccharomyces cerevisiae),

1 ml ceaspxa 100 IU insulin human.

1 mpeABapUTENHO HANBIHEHA MHCanKa chibpika 3 ml, exsuBanenTaH Ha 300 IU.

Epaa IU (MexayHaponsa emuumua) orrosapa Ha 0.035 mg amxuipupad YOBEIIKH

HHCYJTHH.

MukcTapy € cMec OT pa3TBopuM MHCyNHH K n3odan (NPH) uncynuu.

Muxctapa 10 ce cecrou ot 10% pasreopuM uaCYnuH B 90% u3oday HHCYIHH.
3a MOMOIIHH BellecTna, BX. cekiud 6.1 CIuchK Ha MOMOINHMTE BELIECTBA.

3. JlekapcrBena gopma
WxeKIIMOHHA CYCIIEHCHS B IPSABAPHTEIHO HAIBIHEHA NHCANKa,

MuKcTapl e MBTHA, 0411a-, BOJHA CYCIIEHCHS.

4, Knuuaany JaHsa
4.1. Hoxazanas

JIeuenne Ha 3axapeH nmraber (Diabetes mellitus).

4.2. Jo3HpoBKa B HAYHH Ha yroTpeda _
MukcTaph € WHCYAHH c ApodiHo meiicrsue. Tol npencraendsa IBYy(asHa thopmyna,

cHCTOSAA ce OT OBp3oneHcTran 1 OaBHOKeHCTBAN] HHCYIHH.
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Ho3upoBKa

JlosupoBkata ¢ HENHBHYanHA ¥ Ce ONPENeNnsa OT JCKaps B CHOTBETCTBHE C HYXIHTE Ha
TalAeHTa.

VHanRANyaTHETE MHCYIMHOBH HyxIM obuxHOBeHO ca mexay (.3 mo 1.0 IU’kg/men.
JlHeBHaTa HyXJA OT HHCYIHH MOXE Ja € II0-BHCOKA IIpH IANHEHTH ¢ MHCYIIHHOBA

Pe3HCTEHTHOCT (HAmp. 10 BpeMe Ha myOeprera WK IpH 2aDIBCTABaHE) M Ja € NO-HHCKa

IIpH IamyACeHTH ¢ OCTAThYHA, CHAOTCHHA HHCYIHHOBA IPOAYKIHA:

OnTHMHE3MPANUAT MIHKEMHYEH KOHTPOI IIPY MAIMEHTHTE ChC 3axapeH AHadeT 0Tnard BbB
BPEMETO HOABATA U 320aBs pa3BUTHETO HA KBCHUTE YCIOXKHEHN Ha guabera. Ero 3amio ce

IpefioperyBa CIICHCHE Ha KPBBHATA 3axap.

B pamxute ma 30 MEHYTH Clef Besxa HEMKEKIHS TPAOBa JIa ce IIpHeMe XpaHa, ChAbpiKaa

BBIIICXHUIpATH.
TraTpHpane HA 503314

CrreTerBamoe 3abongpane, ocobeno mudpexnun u (edpHIHE CHCTOAHMA, OOMKHOBEHO

[IOBHINABAT UHCYIHHOBHTE HYXKIH HA NalUEHTA.
brOpeunny win 4epHogpodHH HapyIUCHII MOTaT Ja HAMANAT HYXIUTE OT HHCYIIHH.

Kopexnua Ha 103aT2 MOXe Ja Ce HaloXKy, ako IAIUeHBTHT IPOMEHH (uU3HYecKara CH
aKTHBHOCT MM oOmuaitHata cu muera. IlpoMsHa Ha fgosara MOXe Ja C€ HAIOXKH K B
CHydall, Je TAHeHTHT IPEMUEE OT eNHH MHCYJMHOB JEKApCTREH NPONYKT Ha Apyr (BXK.

cexiws 4.4 Crielpanay IPOTHBOIOKA3AHYS B CIESIHATHE IPEAYIpexIeHns 3a ynoTpeba).

IIpunosxenne

3a DOAKOXKHO IPHIOKEHHE,




Mukcrtapy oOutaiiHo ¢e pmmara MOAKOXHO B OefpoTo WNM B KOpemuara CTeHa. AKO e
yaobHO, MOTAT Ja CE H3NON3BaT Olle TiIyTeanHaTa oOnacT Wiy o0iacTTa Ha AENTOMIHHL

MYCKYIL

ToxxooxHaTa HEKEKIM B KOPEMHATA CTeHa OCATYpsBa Ho-05p3a abcopOnms, B cpaBHeHHE

C HU3II0JI3BAHETO Ha APYIH HHKEKITHOHHHE MECTa.

VimKeKTHpageTo B MOB/MIHATA KOJXKHA FPHKA HAMAJIABA BEPOATHOCTTA OT HENIPEAHAMEDPEHO
MYCKYJTHO [IPHTIIOKEHHE.

3ampeiKTe UIIATA IO KOJKaTa HOHE 3a 6 CeKYHAW, 32 Ja CTe CUTYpHH, Ue IIaTa J03a €
HHXEKTApaHa.

IlpenopsuBa ce pOTAaLHOHHA CMfAHA Ha MEDKEKIHMOHHWTE MECTa B paMKHMTE Ha jajeHa

aHaTOMIYHa 06NAacT, 3a Ia ce IPeAOTRPATH PA3BUTHETO Ha JMIOTUCTPO(H.
VHCYIMHOBKTE CYCIIEHCHH HHUKOFa He O¥MBa Jia ce IIpUiTaraT BEHO3HO.
MuxcTap/ e IpHIPYKEH OT JMCTOBKA 32 IalfHeHTa ¢ NoApOoOHH HHCTPYKIHMH 33 ynoTpeba.

Mukcrapn HosoJlet e npepnasnaden 3a ynotpeba ¢ urim Hoso®aiin.

HosolJleT ocoboxaasa oT 2 [0 78 eIHHHNM, Ba CTHIKM OT 2 eTHHULH.

Ilucankure TpsAbBa Xa ce NpOBEPABAT NpeAH HIDKEKTHPAHE, Taka ge HHIUKATOPET Ha
J103aT4 J1a ce BbpHE O Hyjla ¥ Kallka HHCYJIHH Ja Ce TIOSBH Ha BEpXa Ha HIjaTa.

Josara ce HarmacsBa, Karo Ce 3aBbpra CEleKTOpa, KOHTO IO BpPEMEe Ha MIKCKIHATA CC

BpBILG IO HyJNA.

4.3. IIpoTHBONOKA3AHNA
XUNOTHKEMHAL.
CBPEXYYBCTEHTENHOCT KBM SOBEIIKY MHCYIHMH HIH KBEM HAKOE OT TIOMOINHHTE BEIISCTBA

(Bx. cexupna 6.1 CouCEK Ha IOMOIMHHATE BEIECTRA).
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HenpasumsoTo K03Hpade WM NpeyCTaHOBSBaHe Ha TepanusTa, 0co0eHo npy auabet THI
1, Morar za [OBEOAT IO XHHEPrAMKEMMUS.

OBuKHOBEHO MbPBHTE CHMOTOMH Ha XHIIEPrIUKeMHs Ce TIOSBIBAT IIOCTENEHHO, 38 HEPHO]
OT HAKOJKO Yaca MM AHH. BKIIOYBAT Kaxkna, 4ecTO ypHHUpaHe, rajiese, IOBpBINAHE,
3aMasgHOCT, 3a4epBEHa CyXa KOXKa, CyXOTa B yCTaTa, 3aryba Ha aleTHT H aLeTOHOB IBX B
ycrara.

Ilpy manmentH ¢ jpuaber Tunm I, HeleKyBaHaTa XHIEPIIMKEMHS MOXe Aa IOBENE NO

avabeTHa KeT CaUHA03a, KOATO € HOTCHIHATHO KHBOTO3aCTpaIIaBailo ChCTOSHRE.

XnnorsimkeMast MOXKE J1a BB3HHKHE aKO HHCYIHHOBATA 1034 MIPEBHUIABA HHCYHMHOBHTE
HY>XHH Ha nanuenta (Bix cexuny 4.8 u 4.9).

[pomyck Ha XpaHeHe UM HeIaHHMpaBa, Te)kka (PH3HYecKa aKTHBHOCT MOTaT fa JOBeaT
JI0 TIOABA HA XMITOTIIMKEMUSL,

IManmuenTH, NpA KOUTO MMa CHIECTBEHO NONODpeHHe Ha KPEBHO-3aXapHud KOHTPOJ, HAMp.
B pe3ynTaT Ha HHTeH3UDHIHPAHO HHCYNAHOBO JICUCHNE, MOXES A2 NIOYYBCTBAT TIPOMSIHA B
CBOHTE HOPMAIHH MPEXYNPSHHTENHE CHMITOME Ha XHIIOTIHMKEMHS, 32 KOETO CHOTBETHO
Te TpsOBa Fa ObJaT yBeIOMEHH. .
OCuyaiignTe NpenynpedUTeHH CHMIOTOMH MOFaT Ja HM34Ye3HAT XpY HalHeHTH ¢
IBITOTOOUIIEH JuabeT.

ITpeMrHAaBaHETO Ha MALHEHTH Ha APYT BHI A Ipyra Mapka HHCYJHH TpidBa Ja cTasa
IO CTPOr MENHIIMHCKH KOHTPOIL IIpoMeHHTe B KOHHEHTpAUMATa, Mapkarta (pasmivdHH
[IPOM3BOJUTENH), THIA (OBp3oneHcTBaill, ¢ ABy(GasHO AeHCTBHE HIH JKbIATONECHCTBAL
WHCY)MH ¥ T.H.), (’KMBOTHHCKY, YOBEIIKM W WHCYIMHOB aHANOT) WM MeTOja Ha
npomuzeofcTBO (pexomOunanTHa JHK Texmonorms MM HHCYINMH OT JXHBOTHHCKH
IIPOK3KOJ) MOXKE Ja HaJloXKH KOPHTHpaHe Ha 03aTa.

Ilpu mpeMrHAB2HETO HA NAlMeHTHTE Ha Mukerapi MOXe Ja ca HeoOXOMuMH KOpexnu

OMI¢ Npd IEPBATa 034 HIIH HPE3 IBPBHTE HAKCIKO CEAMUIN UM MECEIH Ha ICUCHHCTO.

Manpk Opoii mHamueHTH, KOHTO Ca M3NHTAIH CNH300H Ha XHIOITMHKeMHT, CISH

npeMHHaBaHEC OT XHBOTHHCKH HHCYIIHH, C’BO6IHa.BaT Ye PpanniaTe OpenylIpCIHTCIHH
TR

e
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ITpenu neTyBane MexHy pasiuYHy YAacOBH 30HH, MALMEHTET TpaOBa [a ¢& KOBCYATHPE ©
7ieKap, ThH KaTo MOXE Ja CE HAJOXH| MPUIOKEHHEe Ha MHCYIHH ¥ IpHeMaHe Ha Xpada B

Pa3IHIHO BpEME.
ViHCynmuHOBHTE CYCIICHCHH He TpaOBa fa ce IPUNAraT ¢ MHCYIHHOBH IIOMITH.
Muxcrapn chABPHKa METAKPE30]T, KOHTO MOXE JIa TIPEU3BHKA allePTHYHN PEaKIiHH.
4.5. JlekapcTBEHH H APYTH B3auMOJelcTBHS

W3zgecTHO €, 9 HAKOM MEAHMKAMEHTH B3aHMOJCHCTBAT ¢ MeTaboiM3Ma HA IIIOKO3aTa.
3arosa jekapar TpsaOBa Aa UMa HpPEIBHJ BE3MOXHUTE B3aUMOICHCTBHA ¥ BHHATH TpsOba

Ha pHTa DANBEHTHTE CH 32 MEAHKAMCHTHTE, KOHTO EpHEMAT.

Jonynsopoennre JeKAPCTBEHH NPOAYKTH MOTAT A3 HAMAJAT HHCYJIHHOBHTE HYKAM:
[Nepopanau XMIOTTMKEMH3HPAIIg CpEICTRa (I1IXC), UHXUOHTOPH Ha
MoHoamuHOoOKcHnasara (MAOI), =HecenekrtmBHE Oera-Omokxepu, HHXHOHTOPH Ha

aBIMOTCH3MHKOHBEpTHpAIIUS ex3uM (ACE-UHXHOHUTOPH), CATHUMIATE 1 AJTKOXOL.

CaepHHTE JIEKAPCTBEHR NPOTYKTH MOFaT XA YBEJIHYAT HHCYJHHOBHTE HYKAU:
Tuazugy, TIHEOKOKODPTHKOMIH, THPEOMZHHM XOPMOHY, OeTa-CHMIATHKOMMMETHIM,

PAacTeXCH XOPMOH H HaHa30JL.

Bera-Onoxepure MOraT ha 3aMBINIAT CHMITOMHTE Ha XHIOrMKeMHs ¥ Ja 3abassr

BB3CTAHOBABAHETOC OT HOA.

OKTpCOTPI,[[/JI&HPBOTH,I[ MOraT KakTO Aa IIOHHXKAT, Taka H O3 IIOBHIUAT HHCYJIHHOBHTC

HY XK.

ATKOXONLT MOXKE Ha YCHIIH H YABIDKH XHIIOMITHKEMHU3IEPAIOTO JeHcTBHE Ha HHCYAHHA.

4.6. BpeMeHHOCT H KbpMeHe




Hama OTpaHi4eHus IO OTHOIICHHE HA HHCYNHHOBATA TEpAIHA 110 BPEME Ha 6}36MCHHOCT,

THH KaT0 HHCYNHHET HE NPeMMHaBa Nipe3 NialeHTapHaTa Gapruepa.

Kaxro xumorivkeMusTa, Taka ¥ XHICPIIHKEMHSTa, KOMTO MOTAT Ja BH3HHKHAT NpPH
HALUCHTA C He3aNOBONHTENCH KOHTPON Ha AHabeTHATA TEpalis, YBEIMYaBaT PHCKA OT
MandopMalyK K CMBPT in utero. 3aToBa Ce NPenophYRa 3acHIeH KOHTPOX Ha pabera TIpH
IIaHUpaBleTo Ha OpeMEHHOCT H II0 BpeMe Ha GpeMeHHOCTTa.

OOHKHOBEHO Npe3 IBPBOTO TPHMECEUHe Ha OpeMEHHOCTTA MHCYIHHOBHTE HYXIH
HaMaJIABaT, & YIpe3 BTOPOTO H TPETOTO Ce IIOBHIIABAT,

Cilen paiianHeTo HWHCYNMHOBHTE HYXHHM OBD30 ce BL3BPBHIMIAT 10 HHBATA IPETH

3abpeMeHIBaHeTO.

K’BPMCHCTO 10 BpeMe Ha HHCYTTHHOBO JIeyeHUe Ha MalikaTa He e CBBP3aHO C HHKAKEB PHCK

3a fleTeTo. Moske fja ce HaloKH KOPHTHpaHe Ha fo3ara Ha MuKCTapx.
4.7. EQexTH BLPXY CIOcO0HOCTTA 32 modupane H padoTa ¢ MAMHBH

B pesynTar Ha XUIOTAMKeMHs, CTOCOGHOCTTA Ha HMANMEHTA 3a KOHLCHTPAIHA H PEeaKius
MOXe Jia ce pionid. ToBa NpeAcTaBisBa PHCK B CHTYaIMH, IIPH KOUTO TE3H CHOCOOHOCTH
c¢a oT ocobeHo 3nagenue (Hanp. modupane wiv paboTa ¢ MAIIAER).

IManmenTyre TpsibBa Ka OBAAT NMOCHBETBAHM Ja B3eMAT NPEANAsHy MEPKH 3a IPenoT-
BpaTsBaHe Ha XHMNOTIIHMKEMHS 10 BpeMe Ha mogupane. ToBa € 0cOOEHO BAXHO 3a TE3H OT
THX, KOMTO HMAT YeCTH XHNOIJINKEMHMH MM HaMaleH MM Jncsanl ycer 3a
npepynpenuTenaure Oenesd. IIpH TakuBa ciyuad TpsOBa BEHMATENIHO Ja Ce ApELCHH

HeoOXOEEMOCTTa OT Io(hHpaHe.

4.8. He:xenapu jeKapCTBeHH PeaAKIaN

Kakro ® mHbpu Jpyrure HECYRMHOBH IIPOOYKTH, XHIOIIHKEMHAATE ¢ Hal-gecro

HAacTpIIBAllATA HEXENAHa& pCeaKns. Ta moxe Ja HacThIE akKo HHCYIHHOBATAa ,uosa €

HPEKANICHO BHCOKA CIPAMO HHCYNHMHOBHTC HYMIH, B KI¥MHHYHH HE»OY‘{]_B’EHHH~ H HpH
N AT

TBProBCKa yrrorpeba YecToTaTa BapHpa B 3ABHCHMOCT OT nonynan,nm:a ‘H'o*“pc}rcm&’a Ha
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XUIIOTTHKEMHES MOXKE 13 HOBeZEe N0 u3NagaHe B Oe3ch3HaHWe W/HAH I'BPUOBE W MOXKE fa
Ipefr3BAKa BPEMEHHO MWK TPaliHo YBpekiaHe Ha MO3haHATa (DYHKIIS Y HOPH CMEBDT.

Ilo-mony ca m3bpoeHH CIIOpEeH 4ECTOTAaTa CH, HEXENAHHWTE JICKAPCTBEHH PEeakUUH OT
KAMHATHH IPOYyYBaHus, CUYCTEeHH 3a cBbp3aHH ¢ Mukcrapn. Yecrorata e Jeduumpana,
xakto cnexsa: Hewectm (>1/1 000, <1/100). VisonupaHuTe CIIOHTEHHH CIyd9ad ca

onpefelleHH KaTo MHOTO pelku ¢ gectora <1/10 000.

Hapymennsa na MMyYHHEATA cHceTeMA

Heuectn — Ypruxapus, obpus

Mmuoro peaxs — AgahHIaXTHYHH PEaKIHH

CuaMITOMHTE Ha CHCTEMHA CBPBHXIYBCTBUTENHOCT MOrat Aa BKIIOYBAT reHepalH3HpaH
kxoxeH oOpmB, cppbex, MOTEHE, TACTPOMHTCCTHHANHH HapyIIEHHs, aHTHOHEBPOTHYEH
efieM, TPYJHOCTH IPH AHUIIaHe, CHpHeOieH, MOMDKEHO KPHBHO HAMraue U Npuioasase/
3ary0a Ha Cs3HaHHE. |GHCpAIM3HPAaHHTe peaKUWM Ha CBPBXYYBCTBHTENHOCT ca

HOTCHITHAIHO XHMBOTO3aCTpallaBariH.

Hapymienus Ha HePBHATA CHCTEMA
Hevecrn — nepudepda HeBponaTHs
Bep30T0 mOZoGpenue Ha KPBRHO-3aXapHHSA KOHTPOX MOXE Ja AOBeNS HO CHCTOSHHE

HapedeHo “‘ocTpa foNesHeHa HeBpoHarks”, KOeTo 00HIaiiHO e IIPEXONHO.

Ounn HapymHenus
Mpuoro penkw — PedypakiiioOHHNE aHOMAIIHT
IIpr 3amoysaneTo Ha HHCYIHHOBA TepalMsi MOTaT Ja BB3HHUKHAT peQpakuHoOHHA

apoManui. OOUKHOBEHO TE3H CHMIITOMH C€a C TIPEXOZICH XapaKTep.

Hegectu — JlpalGeTHa peTHHONATHSL
JreiroTpaiino monoOpeHHs IVIMKeMHYeH KOHTpOI1 HaMmandgBa pHCKa OT JPOTpecHs Ha
yuabernara peruHonatud. HesaBHcHMO OT TOBa, HHTeH3u(MIpaHeTo Ha HHCYAMHOBOTO

JICUCHHC C 6’5]330 uo;xoﬁpelme Ha IMMAKCMHAYHEA KOHTPOI MOXKE Oa HOBEIC IO BPEMEHHO

T
BIIOIDABaHe Ha quabeTHaTa peTHHOIATH. e MR
Hapymienus Ha K0XaTa H HOAKOKHATA ThKAH = (
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Hegectn - Jlunoxucrpodus
JlimomucTpodus MOXe Ja BB3EHKHE HA MSACTOTO HA HMH)KEKTHpDAaHE B CHNEACTBHE HA

HepellyBaHe Ha MACTOTO Ha MHMKEKTHPAHE B JafeHa o0nacr.

O HapymeHst H TAKHBA CBLP3AHM ¢ MACTOTO HA HIUKEKTHPAHE

Heyectn — Peakumn Ha MACTOTO Ha HEDKEKTHPAHE

Peaxiuy Ha MACTOTO HA MHKCKTHpaHe (3auepBsiBaHe, MOAYBaHEe M CBPOEXK, GONKa H
XeMaToOM Ha MACTOTO Ha HHKEKTHPAHE) MOYaT Ja BB3HHUKHAT 110 BpeME Ha HHCYIHHOBOTO
neyenue. Tesu peakupmm OOHKHOBEHO Ca IIPeXOJEM ¥ O IPAaBHANO H39e3BAT HpH
IIPOJbIDKABaHe Ha NEYEHHETO.

Heuectn — ook

Ilpu 3anoysane Ha MHCYNMHOBATA TEpAUMS MOXC Ja BL3HEKHE emeM. Tezw CHMITOMH

OOHMKHOBEHO €a ¢ NIPEXOJIEH XapaKtep.

4.9, Hpenosupane
Ilpu mHCYNMEA € TPYyIHO Ja ce NeduHupa Ipefosupane. XUnorHKEMIATa IPOTPecHpa B
crnenaute hasu.

e Jleka XUIOMIHKEMHS ce IIPEOAONABA ¢ Iepopaiel MpHEM HA [JII0K03a WIH XpaHH,
CHRALPXAUIM 3axap. ETo 3amo muabeTHr®T BHHACH TpAOBa Ja HOcK che cebe cH
3axap Ha Oy4KH, CHaIOKH, OHCKBATH WM IUIONOB COK CHC 3aXap.

o Texxa XuNOrNUKEMHUs, OPH KOSTO HAUHEHTHT € B O€3CH3HAHHE, MOXE Oa Ce
NeKyBa, KaTo ce HallpaBH IOJKO)KHE WK MYCKylHa HExeKIud ¢ rinoxaroH (0.5 - 1
mg) oT o0y4eHO JIHOE, WIH BEHO3HO Na C& NPUIOKH TIIOK03a OT MEAMIHHCKA
cnenpanucT. IHTpaBeHo3HOTO MpUIoKeHHE Ha IIIIOK03a € HeoOXO0AMMO CBIo H
axo no 10-15 MuH. DanMEHTHT He pearupa Ha HEXKEKIMATA C ITIOKarOH.

Crneny xaTo HanHeHTHT Ce BhpHE B Ch3HAHHUE, TpAORA fa My ce JafaT BRIICXHAPATH

IIpE3 yCTara, 3a Ja C€ IIPSHOTBPaTH HNOBTOPHA XHIOTTTHKCMHUA.

5. @apMaKoJOrHIHH JAHHHI

5.1. @apMako UHAMHIHH CBOHCTBA /;’f’"ﬁ’

Y el

q)apMaKOTepaHeBTI/I‘-IHa rpymna: I/IHCYJIHHPI H a"ano3u, C HI?’I’BPM@HPICPHO ILCHGTBH@

KoMOHBHMpanu ¢ Obp3oaciicTBamy, nucyimy (doBetky). ATC KO‘D;"Aﬂ 0A DOI




IlonmxagarmoTto KpbBHATA 3axap JeicTere Ha HHCYIIMEHA €€ NBINDKH Ha YICCHESHOTO
HaBAH3AHE Ha TIIOKO3aTa B MYCKYJIHHTE M MacTHHIC KIETKH Clel CBEP3BAHETO MY C
HHCYHHHOBHTIC PCLUEITOPH B TE3H KHSTKHM H  CAHOBPEMEHHOTO  IIONTHCKaHe

0CBOOOXIaBAHETO HA TIIOK03a OT YEPHHS Apos.

. Muxcrapy e isydasex HHCYIHE.

Havanoro My sa neHicTBHE € B paMKHTE Ha % yac , IOCTUra Makcumaner edexr 2-8 vaca, a

IOPOABIIKUTENIHOCTTA Ha JelicTBre e Ko 24 yaca.

5.2. @®apMaKOKHHETHYHH CBOMCTRA .

B xppBHara MHpKyTandsd HHCYJIMHET HMA BpeME HA IONYKHBOT CaMO HSKOIKO MEHYTIL.
CrnepoparenHo npodHIBT #a HeHCYBHE Ha WHCYNHHOBHA TipelnapaT ce OIpemess

€IAHCTBEHO OT a0COPOLIMONHATE MY XapPaKTePHCTHKYL.

To3u npornec ce MOBIHABA OT HAKOH (paKTOpH (HAILP.Z034 HA WHCYNHHA, HAYHH H MACTO Ha
HH)XeKTHpase, febennHa Ha ci0s IOAKOXHA MacTHa TBKaH, THII JuadeT). 3aToBa ce
HaONIonABaT 3HAYNTENHH pasnuivs BB (apMAKOKHHETHKATA KAKTO MEXIY OTHETHHTE

MIaHACHTH, TaxKa H IIpH ¢OIUH ¥ ChIUH NanieHT.

Abcopouns
AbcopbunoBEHHST My Ipodmi € pe3ylTaT OT CMeCBaHEeTO Ha MHCymuHE ¢ Oppsa # ¢
yIBDKeHa a0copOnua. MaxcumanHaTa nijasMeHa KOHIEHTpays Ha M#KcTap/ ce JOCTHTa

B pamkute Ha 1.5 — 2.5 gaca crel IOIKOMKHO XIPHIOXKEHHE.

Paznpengencuue
He ce nabmomapa 3Ha9MTENIHO CBHP3BAHE ¢ INA3MEHH IIPOTEHHH, ¢ HM3KIIOYEHHE Ha

LUPKYIEpPAIY HHCYIMHOBH aHTHTENA (AKO ca HanuyHH).

Meradoaussm .
VYeTaHoBeHO €, 4Ye YOBCIIKMAT RHCYIMH C¢ pasrpaxia Ot nﬂcynngif)Ba nporeasa% 31007

it
HHCYJNMH-PAsTPaXJAIY €H3UMMM M; BEPOATHO OT; IIPOTEHH hncwe_bn,u" ﬁ3oMepa:’:$..
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IpepnonaraemMy ca HAKONKO MecTa Ha pasuenBaHe (XHAPONHM32) B MOJEKylara Ha
YOBEIIKHA MHCYMHMH, HUTO €OHMH OT O0pa3syBaHHTe CIe[l PaslEeNBAHEeTO MeTabONIHTH HE €

AKTHBCH.

Emavusupane

TepMuHanNHUAT HepHOX HA TOMYXXHBOT C& ONpelens OT CKOpocTTa Ha abcopbuus or
HOAKOKHATA ThKaH. Clle/loBaTeNlHO, TEPMUHANHAAT IOIYKHBOT (t'4) € MO-CKOpo MApKa 3a
abcopbuuaTa, OTKONKOTO 3a EIHMHHHPAHETO per Se Ha HHCYIHHA OT Iasmara (t¥s Ha
HHCYNUHA B KPBBOOODBINEHUETO € HAKOJIKO MHEYTH). M3cneaBanuaTa ca yCTaHOBIIH, Y&

t2 e mpubnmaurento 5-10 vaca.

5.3. HpegxavHuIHE JAHHH 32 0e30HaCHOCT
IlpemommBERYHATE FAaHHH HE IIOKa3BaT CleUw(pHYeH PHCK JIPH XOpara Bb3 OCHOBA Ha
u3CcHeNBaHuA 32 (QapMakonmorMyHa ©Oe30macHOCT, TOKCHYHOCT CJel, MHOTOKparHO

IIPHAJIIOKECHHE, TEHOTOKCHIHOCT, KaHIEPOICHEH HOTCHIKHAN, PEITPOOYKTHBHA TOKCHIHOQCT.

6. @apmManeBTHIHN AAHHY

6.1. Coycbk HA MOMOEIHHTE BeINECTBA

Zinc chloride

Glycerol

Metacresol

Phenol

Disodium phosphate dihydrate

Sodium ‘hydroxide or/and hydrochloric acid (3a narnacane za pH)
Protamine sulphate

Water for injections

6.2. DM3HKO-XEMHYHH HECHLBMECTHEMOCTH

WncynnHOBHTE CYCIEHCHH He TpsOBa Aa ce Bo6aBar KeM HHQY3HOHHM Pa3TBOPH.

6.3.Cpox Ha rogHocr
30 mecena.

Csien wopBO OTBapsHE: 6 CEAMMIIH.

6.4. Cenpanau yenoBHsA Ha ChbXpaHeHHe

w2
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Ja ce cexpagsasa B xnamunauk (2°C no 8°C).

Ja He ce 3aMpazsBa.

Ilpu ymoTpeba: He chbXpaHsaBaliTe B XnaguiHUK. [la He ce chxpamssa Hax 30° C.

C’BXP&HHBaﬁTe ITHCAKaTa ¢ KanaviKkarta, 3a Ja ¢ IMpeanasd HHCYIHHA OT CBeTIIHHA.

JIa Ce IIa3Hd OT CHJIHA TOIUIMHA ¥ CRETIIHHA.

6.5. Iannn 32 onaxoBKaTa

IIpenpapuTenHo HaObIHEHATa MUCanka (MHOTOJI030Ba IHCAIKA 32 SOHOKpaTHA yHOTpeOa)
ce CBCTOHM OT MIDKEKTHpaIlo ycTpoiicTBo ¢ maTpoH (3 ml). IfarporsT e HampaeeH oOT
CTBKIIO {(Tax 1), CBABPKA 6poMOOYTHIOBO TYMEHO oyTano H
6poMoOyTHI/TIONHAM3ONPEHOBA FYMeHa 3alyiranka. I1aTpOHBT ChIBPXKA CTHKACHO TONYS
32 YNecHABaHe Ha pecycneHnMpaneTo. VImHxexTupamoro ycTpolcIBO € HalpaBeHO OT
IacTMaca.

T'onemuna wa onaxoBkata: 5 u 10 IpenBapuTenso HabIHEHH MUCANKH 110 3 ml.

He Beryxy omakoBKH MoraT fia ObJaT HANHYHY Ha 1a3apa.

6.6. Ilpenopsxu npu ynorpeda
IMucankute Tpsibsa Ka OBAAT H3NON3BAHH caMO B KOMOMHAUHS © IPOIXYKTH, KOHTO Ca

CBEBMECTHMM ¢ TAX U IIO3BONIABAT Ha nucankara 1a QyHkigdoHnpa 6e301acHO 1 eGeKTHBHO.
Muxctapa HoroJlet e 3a mHAMBRAyansa ynoTpeba. [la He ce MBJIHM OTHOBO.

VHcymMHOBY NMPOAYKTH, KOMTO ca DMK 3aMpa3sBany, He Tpa0Ba [a ce H3IOoN3BaT.
VncynuHoBy cycresciy He TpaOBa Ja ce H3IION3BAT, aK0 He ca paBHOMEPHO Oel ¥ MBTHH
cIiel pecyclies upane.

. e
7. Ame n aJipec Ha NPHTCXKATEIH Ha PA3pCUICHHETO 32 yHOT[%e?a-ﬁ;‘»; - f—‘é? :\\\

Novo Nordisk A/S ‘ s ' ~'.,:'_,_’~-,"”'-' )
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DK-2880 Bagsvaerd

Hanns

8. Perncrpanmonen No 8 Pernctbpa no .28 or 3JIAXM
20000121

9. lata na BLPBO pazpemaBane 32 yHoTpeda Ha JIEKAPCTBEHHS TPOAYKT
05.06.2000 r.

10. Jara na (4acTHYHA) 2KTYAAM3ALHS HA TEKCTA
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