Mixtard 10 Penfill 100 IU/ml
Muxcrapa 10 Hendun 100 IU/ml

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA




1. THproseKo AME Ha JEKAPCTBeHNs NPOIYKT
Mixtard® 10 Penfill® 100 TU/ml

WMmxexiiHOEHA CYCIIEHCHS B HATPOH

2. KagecTReH H KOJIMYECTBEH CHLCTAB

WiHHCTEPCTBO HA 31PABEOMAZBANETD
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Insulin human, rDNA (npomssesen upes pexomOmmantHa JHK TexHOnmOTHI B

Saccharomyces cerevisiae).
1 ml cpaepsxa 100 IU insulin human.

1 maTpoH chABpXa 3 ml, exeusanedta Ha 300 IU.

Emma IU (MexnyHapopua efmmmna) orrosaps ma 0.035

HWHCYJH.

mg aExXuapHpad YOBEIIKH

MHEKCTapX € CMec OT pasTBOPHM HHCYNMH ¥ H3ohar (NPH) macymis.

Muxcrapa 10 ce csctor oT 10% pasTBOpPEM HECYIHMH K 90% m3o(an HECYNEH.

3a OMOIHH BEINECTBa, B, cexnmd 6.1 CIHCHK Ha ITOMOLIBHTE BEINECTRA.

3. JlexapcTBeHa thopma
HrbKeKiHOHHA CYCIICHCHS B IATPOH.

MuxcTap € MBTHA, 05514, BOZHA CyCTIEHCH.
4, KmaauyHH JaHHA

4.1. Iloxazanus

Jleuenue Ha 3axapen auader (Diabetes mellitus).

4.2. Ho3:upoBKa 0 HATHH ya ynorpeta

MukeTapa, € HHCYNHH ¢ JBOHHO NeHCTBHE. To# mnpenctasisgea HByQasHa (opMyna,

CHCTOSING Ce 0T 6Bp30JeiicTBam ¥ OaBHOCHCTRAIN MHCYIHH.

ViscymHHOBHTE CMeCH OOHMKHOBEHO Ce NpHIAraT €AHH MIH

ABa OBTH HHEBHO, KOraTo €

Heo6x0AEM OBp3 IEpBOHaYaNeH eeKT, CHUETaH ¢ NO-TIPOXBIKUTCIIHO JieliCTBHE.

Jo3EpoBKa




Jlo3EpoBKaTa ¢ HEAUBAAyaNHA H CC OUPEeNs OT JIEKaps B CHOTBEICTBHE C HYXKIHTC Ha
manmeATa. VIBpuBHIyalHATEe MHCYIHHOBE HYXEH 0OuKHOBeHO ca Mexzay 0.3 mo 1.0
IU/kg/nen. JueBHata Hy:X#a OT HHCYIMH MOXe Ja € IO-BHCOKA IIPH [AIMECHTH ¢
HECYJIMBEOBA PE3HCTEHTHOCT (HAIIp. HO BpeMe Ha ny0epTeTa WM IIPH 3aTNECTIBAHE) H Ja ¢

I0-HHECKA HPY NallHeHTH ¢ 0CTaTh9Ha, CHAOICHHA MHCYJIMHOBA ITPORYKH M.

OHTHMIIBHP&HH}IT THHKEMHYCH KOHTPOJ NPy Halli¢HTHTE ChC 3aXdpcH Juaber oTinara BEB
BpEMETO HOABATA K 3abaesg Pa3BHTHETO Ha KBCHHTE YCHOXHCHI Ha muabera. Eto 3ammo ce

AIperiophuBa CliefleHe Ha KPLBHATa 3axXap.

B pamkuTe Ha 30 MEHYTH I BCAKa HEDKEKIRS TpsaOBsa Ja ce IPHeMe Xpaka, ChAbpKaIa

BELIICXH/IPATH.
TuTpupaHe Ha o3aTa

CprprcTBamo 3a0onsBane, ocobeno mHpeximu u (GeOpHIHH CHCTOSHHS, OOMKHOBEHO

IIOBHINABAT MHCYIHHOBHTE HYXIH Ha NAlHCHTA.
BrOpedns WM 4epHOPOGHY HapyIeHHs MOTaT 12 HaMamiT HyKAWTS OT HHCYJIAH.

Kopexuust Ha mo3aTa MOXKE Ja Ce HAJOXH, aKO NANHeHTHT MPOMEHH dusuyeckara cu
aKTHBHOCT WNM oOwmwvaiinaTa cu jmera. [IpoMsHa Ha 7[03ara MOXKE [la CE¢ HajOX{ H B
Cly9al, Ye NIANHEHTHT NPeMIHE OT EflMH MHCYIMHOB JICKapCIBEH NMPOAYKT Ha JAPYT (BX.

cexrs 4.4 CrienuanBy IpOTHBOIOKA3AHNS i CIICHHANHY IIPETYIPEXIEHIA 32 ynoTpeda).

Ilpraoxenne

3a HOAKOKHO IPUIIOIKEHHAE.

Muxcrapn o6yuaiiio ce mpHiara MOFKOXHO B 0e/pOTO MM B KOpPEMHATa CTeHA. Axo e

yao0HO, MOTaT Ja Ce H3NMOJN3BAT OINe IiyTealsara obJyacT WK 001acTTA Ha JeTONTHEA

MYCKYJL.




[HomxoxHaTa MHOKEKIUS B KOpEMHaTa CTeHa OCHTypaABa mo-0bp3a abcopOIus, B CpaBHEHHE

C H3IOA3BAaHEeTO Ha HPYrH HEDKCKITHOHHH MecTa.

HmxexTrpaHeTo B MOBXUTHATA KOXKHA THHKA HAMAIIB2 BEPOATHOCTTA OT HEMIPeAHAMEPEHO
MYCKYIHO IIPANOXEHHE.

3agprikre UraTa MoK KoXarTa IoHe 3a 6 CeKYHAHW, 3a Ja CTe CHIYPHH, 9€ Idnara 1o3a €
HEKEKTHpaHa.

IpenoprdBa ce pOTalHOHHA CMsHAa Ha HMIDKEKIIHOHHHTE MeCTa B paMKHMTe Ha JajeHa

asaTOMHIHA 0071acT, 3a KA CC IPEHOTBPATH Pa3BHTHETO Ha NHIIOAHCTPO(HI.

MHCcy/mMHOBHTE CYCIEHCHY HIKOra He O1Ba fa ce IpHiIarar BEHO3HO.

Muxcrap/l € DpUAPYXeH OT JECTOBKA 32 HallHeHTa ¢ HOAPoOHH MHCTPYKIHH 3a yIoTpebda.

IlaTponmTe ca IpeHasHadeHd 3a ynorpeba ¢ HHCYNHHOBH ycTpoiicTBa Ha Novo Nordisk
(ycTpoiicTBa 3a MHOrOoKpaTHa ynorpe6a) u mrim Hopo®aiin. Ilompoburre HHCTPYKIMH,

OpHAPYKABAIH HHCYIHHOBOTO YCTPOHCTBO, Tpabba Ja ce cuassar.

4.3, IIpoTHBONIOKA3AHNA
XHATOrMHKEMHS,
CBpEXIyBCTBUTEHOCT KbM JOBEINKH WHCYNMH MM KBM HAKOE OT MOMOUIHHTE BelliecTBa

(k. cexning 6.1 CIIHCHK HA MOMOMIHHTE BEIIECTBA).

4.4, Cenpanny NpoOTHBONOKA3AHAS H CHCHHAIHH NpeAynpekIeHHs 3a ynorpeda

HenpaBainHoTO KO3HpaHe WM HpeyCTaHOBABaHE Ha TepaludTa, 0co0eHo npu yuaber Tam
1, Morar Aa AOBeXAT A0 XHHEPIIHKEMMS.

OGHKHOBEHO IIBPBUTE CHMIITOMH Ha XMNEPIIHKEMHEA C€ IIOABABAT MOCTENEHHO, 32 IEPHON
OT HAKOJKO Yaca MM AHM. BKIIOYBAT XKaXKIRa, YECTO YDHHHUpAaHe, rafeHe, NOBPLIIAHE,

3aMasHoCT, 3a4YepRecHa CyXa KOXa, CyXoTa B yCTara, 3ar y6a Ha alCTHT H all€TOHOB OBX B

yerara.
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XunoraakeMus MOXE [a Bh3HNKHE aKO MHCYINHHOBATAa A03a HPEBHINABA MHCYJHHOBHTES
BYXI4 Ha panpenTa (Bx. cexuuu 4.8 n 4.9).

INpotiyck Ha XpaHeHe WIM HelNaHupaHa, TeXKa (HU3MYecKa aKTHBHOCT MOrar Ja JOBEJAT
IO HOSBA Ha XUIIOTTIMKEMIES.

ITanperTs, IpH KOWTO AMAa ChIECTBEHO NO/00peHNe Ha KPEBHO-3aXapHHA KOHTPOL, Haup.
B Pe3yNTaT Ha MHTeHsHduIupaHo HHCYTHHOBO JIEYeHHE, MOXKE Ha NOUyBCTBAT IPOMSHA B
CBOHTE HOPMAJIHK HpPEOyOPeHETCIHY CHMITOMH Ha XHIIOTIHKEMHS, 32 KOETO CHOTBETHO
1€ TpubBa na OBNAT YBETOMEHH.

OCuvaiinaTe OpeAyNpeAWTENHM CHMIITOMH MOrar Ja H34e3HaT I[pH NANHeHTH C
JLBATOroAMNIeH Auaber.

IIpeMuHABAHETO Ha WAIHCHTH Ha APYT BHJ MM Apyra Mapka AHCY/IHMH TpsbBa Xa crasa
07l CTPOT MEJUIMHCKH KOHTPONL IIpOMeHMTe B KOHIICHTpAIHATa, Mapkara (pasimdHu
npox3poauTeny), THna (OBp3opeiicTBam, ¢ ABy(dasHO NeHCTBHE WIH IBATOACHCTBAIN
HHCYJHH H T.H.), (KMBOTHHCKH, UOBCIIKH HJIH MHCYJIHHOB 2HANOT) W/HIH METOJA HA
npousBoAcTBo (pexombuuantHa JIHK Texwomorwa MAH HHCYIGIH OT JKHBOTHHCKH
TPOM3IXOA) MOXE Ha HaNOXKH KOPHTHPAHE Ha I03aTa.

TIpy mpeMuHABaHeTO Ha HanpedTHTe Ha MEKCraps MoXe Ja ca HEOOXOANMY KOPEKLHH

OIHE HPH DEPRATA H03a MU IIPE3 TBPBHTE ITKOJKO CCAMHITE MK MeCEelH Ha JICHYCHHETO.

Manek Opoli malieHTH, KOHTO Ca H3OHTANM eIH304H HA XHHOTIHKCMHA Clex
IpeMuHaBaHe OT >KHBOTHHCKM MHCYJHH, CpoOmIaBaT 4Ye PaHHHTE IPERyNpeIUTeNnHH
CHMIITOMH Ha XHIIOIIHKEMHS ca II0-cHad0o H3pa3eHH HilH pasiuyHM, B CPaBHEHHUE C TE3H,

110 BpeMe Ha JICICHUETO ¢ IbDBOHAAIHNA MHCYJIHH.

IIpemy DETYBaHE MEXIY PasIHIHE JaCOBH 30HH, HAIlMEHTET TpsA0Ba Ja ce KOHCYNTHpA ¢
nlexap, Thi Karo MOXKe fa ce HANOKH MPHIOKEHHE Ha HHCYIHH K pUeMaHe Ha XpaHa B

Pa3NiidHO BpEME.

VIHCYNHEOBHTE CYCIIEHCHHE He TpA0Ba Ja ce IPUIaraT ¢ HHCYJIMHOBH ITOMIIH.




4,5, JlexapcTBeHH H APYrA B3aHMOAeHCTBUS

V3BECTHO €, 4e¢ HAKOH MEAHMKAMEHTHA B3auMopelcTBaT ¢ MeTabonu3Ma Ha TIIEOKO3aTa.
3aroBa ekapaT TpsabBa [a HMa HPeABHJ| BE3MOKHUTE B3AUMONEHCTBUA H BHHATK TpaOBa

Iia TATa TAHEHTHTe CH 33 MEIHKAMCHTHTE, KOHTO fpHEMaT.

JMonyn36poennTe JeKAPCTBEHH NPOXYKTH MOraT 2 HAMAIIAT HACYIBHOBHTE Hy7XAH:
Ilepopamin XUTOTIHKEMUAZHPATIH cpencTBa JIXC), HHXHOUTODH Ha
MoHOaMEHOOKcHpasata (MAOI), mecenektueHE Ocra-OlmoKepH, HBXHOHTOpPH Ha

AHTHOTEH3NEKOHBepTHpaAs eH3mM (ACE-MAXUOKTODH), CalHITHAATH B AllKOXOJL.

CrenunTe JeKapcTBeHH NPOAYKTH MOraT 4a YBeaH1aT HHCYTHHOBHTE HYEH:
THasuNy, THIOKOKOPTHKOHNHM, THPEOMIHH XOPMOHE, Oera-CHMIATHKOMHMETHIH,

PacTeKCH XOPMOH | JarHasol.

Bera-GlioKkepiTe MOTAT Fa 3aMBITAT CHMOTOMHTE HAa XMIIOTTIHKEMH:® B Ja 3a0aBAT

BE3CTaHOBABAHCTO OT HE.

OKTPGOTHBJJIE!HPSOTI/IIE MOraT KakTo Za VIOHIDKAT, TAKAa M Jla DOBHINAT HACYAUHOBHTC

HYHIH.
AJKOXONBT MOIKE A YCHIH B YXBIDKH XMIIOTHKCMU3HPAIIOTO JCHCTBIC HA HHCYTIMHA.
4.6. BpeMeHHOCT H KbPMEHE

HsmMa orpanHtdeHHs [0 OTHONIEHHE HA HECYNHHOBATa Tepalud 10 BpeMe Ha OpeMEeHHOCT,
THi KATO HHCYAHMHBT He NPeMHEHABA Ipe3 IjanenTapHaTa GapHepa.

KaxTo XUIOrJUKeMESTa, Taka M XHUESPrIMKEMHATa, KOMTO MOraT Ja BE3HHKHAT IPH
HAIMEeHTH ¢ He3aX0BOJMTEHeH KOHTPOI Ha AuabeTHaTa Tepanms, yBEIH4aBaT PHCKA OT
MandOpMaITHH B CMBPT i utero. 3aToBa Ce NPeNophyBa 3aCHIieH KOHTPOJ Ha nuabeTa IpH
ILTaHUPAHETO Ha HPEMEHHOCT ¥ [0 BpeMe Ha OpeMeHHOCTTA.
OGHKHOBEHO IIpe3 IILPBOTO TpUMeceuwe Ha OpeMEHHOCTTA HHCYJIMH

HamMaJiaBar, a Ipe3 BTOPOTO U TPETOTO CE IIOBHIIIABAT. {




Ciexn paxpNaHeTO HMHCYJIHHOBATE HyXii OBp30 Cce BB3BpPHINAT /IO HHBATA NpEIH

3abpeMeHABaHETO.

KspMmesrero 1o BpeMe Ha HHCYJIMHOBO JISUCHHE Ha MallKaTa He € CBEP3aHO C HAKAKhB PHCK

3a fereTo. Moxe Jia ce HaNoXHM KOpHTHpaHe Ha fAo3aTa Ha Mukctapa.
4.7. Edext BppXy cmoco0HoCTTa 32 mMoedupaHe H paboTa ¢ Mamuny

B pesynTaT Ha XHINOTIMKEMES, CIEOCOOHOCTTA HA MAIHEHTA 33 KOHICHTPalHs H peaxmus
MO)KE A3 Ce BIIOIMH. TOBa NpPEACTABIIBA PUCK B CHTYAIlHH, NPH KOHTO TE34 cHOCOOHOCTH
ca oT oco0eHo 3HauenHre (Hatp. mobupane WK paboTa ¢ MalMHH).

Hanuenture Tpabsa Ja ObJAaT NOCHBETBAHH JAa B3eMaT HPSAUAsHH MEPKH 3a IIpeloT-
BPATABAHE HA XMIOTIHKEMHs IO BpeMe Ha modupane. Topa € 0coOeHO BAXHO 3a TE3U OT
TIX, KOHTO WMAT YECTH XHNOIIMKeMHHM HIM HaMaleH MIH JMICBAIT yoeT 3a
npexynpenutennute Oemesy. IIpn TaxuBa ciyvau TpA0pa BHHMATENHO Ja ce HpeleHH

HeoOxoguMocTTa OT ImodupaHe.
4.8. HesxennaHH JeKApPCTBCHE PeaKI(Hu

Kakro ¥ @pd JApyrHTe HHCYIMHOBH NPOAYKTH, XHIIOTHMKEMHATA € Hal-9€CcTo
HacTHNBaMaTa HeXxellaHa peaknusd. 14 MOXe Ja HAacTBHM aKo HHCYJIMHOBaTa [03a e
IIPEKANEHO BYWCOKA COpPSMO HHCYIHMHOBHTE HYXZH. B KIMHUYHA NPOYIBAHWS H IIPH
THPTOBCKa YHOTpeDa YecTOTaTa BapHpa B 3aBHCHMOCT OT HONyJalsTa B OT peixuMa Ha
fosppaHe. 3aToBa He MoXe na ObIe mpexcTaBeHa creldduyHa dectora. Texkara
XHIOTIIHKEMHS MOXe Ja JoBele J0 H3lafaHe B Oe3Chb3HaHMe W/HIH TBPUOBe H MOXE Ja
TIpeH3BHKA BPEMEHHO HIIM TPAiHO YBPEKIaHe Ha MO3BUHATA QYHKIUSL U JOPH CMEPT.

[o-mony ca H3GPOEHH CHOPEN 4ecTOTaTa CH, HEXENaHuTe JIeKapCTBEHH DEaKIHE OT
KIGIHHYEY TIPOYYBAHMs, CYSTEHH 3a CRep3aHH ¢ Mmukcraph. Hecrorara e pedumupana,
KaxTo clemsa: Heuectd (>1/1 000, <1/100). VzonupammTe CIOHTAHHH CHy4au ca

onipeAeHeHH KaTo MHOrO pemky ¢ gectota <1/10 000.

Hapymemm HAa AMYHHATA CHCTEMa

Heuects — YpTuKapus, oOpHB




Mroro penke — AHadHIaKTHIHE ﬁeamlm

CuMnToMuTE HAa CHCTEMHA CBPHXIYBCTBHTENHOCT MOTAT Ja BKIIOYBAT TEHEpaH3HpaH
xoxer oOpHB, chpOEX, NOTEHe, TACTPOHHTECTHHANHH HApYIICHHS, aHTMOHEBPOTHYEH
emeM, TPYAHOCTH NpH IHllaHe, cbpieOMeHe, TIOHIDKGHO KpBBHO HalMraHe H
npwiomasane/  3ary0a  Ha  ch3HaHMe.  ['eBepaNM3HpaEHTE — peakiMM — Ha

CBPBXYYBCTBUTENHOCT Ca OTEHIHANHO )XHBOTO3aCTPAIaBallH.

Hapyniennsi 5a HepBHATA CHCTEMAa
Heuectn — nepugepsa HeBponaTHs
Brp3oro momoOpeHHe Ha KPHBHO-3aXapHHsS KOHTPOJ MOXE Ja HOBEe IO ChCTOSHHE

HapeyeHo “octpa GonesHeHa HERpOUATHS ’, KOeTo 00HYaliHo € MpeXoHo.

Oynn napymenus
Muyoro perxs — PedpaxiuuoHHE aHOMATHH
Tipp zamoysaHeTo Ha HHCYAMHOBA Tepamms MOTaT [a BB3HEKHAT pPeQPaKIHOHHH

agomanun. OCHKHOBEHO Te3H CHMITOMM €4 ¢ IpexofeH XapaKTep.

Hegectn — J[paberHa peTHHONATHS

JIenrorpaiino moxoOpeHHs IIMKEMHISH KOHTPON HaMaifBa pHUCKAa OT IpPOTpecHs Ha
ruabernara pernsonaras. Hesasucumo ot ToBa, HHTEH3HQHIMpPAHETO Ha HHCYNHHOBOTO
nedgenne ¢ OBp30 moOoOpeHENE Ha TIHKEMUYHHS KOHTPOI MOXe Ja JOBEAS A0 BpEMEHHO

BHONIABAHE Ha AHa0eTHATA PeTHHONATHA.

HapynieHns Ha K02KaTa H IOAK0KHAT2 ThKAH
Hegecty - Jlnmoguctpodus
JamommcTpodMs MOXe Ha BBIHHKHE Ha MICTOTO Ha HEDKEKTHpaHe B CISICTBHE Ha

HepenyBane Ha MACTOTO Ha HEXKCKTHpPAHEe B XalicHa obnacr.

O0mu HapyHMIeHHs ¥ TAKHBA CBBP3aHH C MACTOTO HA WHKeKTUpaHe
Hewects — Peakigy Ha MACTOTO Ha MIDKEKTHPaHE
Peaxiuyi Ha MSCTOTO HA HHXEKTHpaHe (3a4epBssaHe, NOAyBaHe, cbpbex, Oonka H

XeMarToM Ha MACTOTO Ha HH)KGKTHP&HC) MOraT Aa BBE3HHKHAT I10 BpeME Ha HE




negcHEe. Te3d peakudd OOMKHOBEHO Ca IPEXOJHH H NO IpPaBHIO0 H34e3BaT IpH
IpPOALIKaBaHE Ha JICYCHHETO.

Heuectr — oToK

IIpu 3amouBane Ha HMHCYNMHOBATa TEpamHs MOXE Ja BE3HHKHE ©OCM. Tesd CHMITOMH

0OHKHOBEHO Ca ¢ NPEeXONeH XapaKTep.

4.9. Ipenozapane
I[Tpu urcynuHa € TPYAHO Ja ce AedHAHpa npefosupane. XUIOIIHKEMASTA IPOTPECHpPa B

crneanare dasu:

e Jlexa XHIOOINIEKEMHs ce MPeomoJiiBa ¢ mepopalicH IPHEM Ha INIIOKO03a MIIH XpaHH,
CHIBPXAmM 3axap. ETo 3amo AWaleTHKET BHHArH TpsAGBa 1a HOCH che cebe cu

3axap Ha Oy4Ky, CIIaIKH, OHCKBHTH HJIH IIOAOR COK CHC 3axap.

e Texka xnnormmeMﬁx, IIpE KOSTO HalueHTET ¢ B Oe3ch3HaHue, MOXE Ha ce
JNieKyBa, KaTo e HAmpaBH TOAKOXKHA MIIM MyCKyJIHa HEDKeKIus ¢ ripokarcH (0.5 - 1
mg) 0T OOY4EHO JHIUE, MIH BEHO3HO fAa C€ IPHIIOKH ITIOK03a OT MOIMIUHCKH
CIIeTEANECT. VIHTpaBeHO3HOTO NPHNOKEHHE HAa IIIOK03a € HeoOXOIMMO CHINO K
axo 1o 10-15 MHH. IAIHEHTRT HE pearkpa Ha HIDKEKIMITa C FIOKAroH.

Cnep xaTo HAUHEHTET ce BEPHE B CE3HaHKE, TpadBa Ka My ce JafaT BerIeXHApaTH

pe3 ye1aTa, 32 fa ¢e TIPSNOTBPATE HOBTOPHA XHIOITHKEMUS.
5. @apMaKoIOruyHH JAHHH

5.1. @apmaxopANaMNIHHE CBOHCTEA

dapmakoTepaneBTHysa rpyna:.MBCYNMHM M aHano3d, C HHTEPMEHCPHO JIeHCTBRe
xoMOHEMpanH ¢ 6bpsozelicTBanty, rHCyHE (3openku). ATC xoa: A10A DO1.
TloHMKABAUOTO KPHBHATA 3aXap JeliCTBEC Ha HMHCymmHA ce APDKM Ha YICCHCHOTO
HaBAM3aHe Ha TIIOKO33TA B MYCKYIHHTE M MaCTHMTE KICTKHM CIEl, CBBP3BAaHETO My C
UHCYIFHOBHTE PENCHTOPH B Te3W KISTKH H  ¢AHOBPEMEHHOTO IOATHCKAHS

0cBODOKAABaHETO Ha TIIOK03a 0T YepHHUA Apod.

MsaxkceTapn e ABydaseH HHCYIHH.




Hauganoto My Ha JeiiCTBHE ¢ B PAMKHTE Ha %2 Jac , IOCTHra MakcuMaileH edekT 2-8 daca, &

TIPOABIDKUTENHOCTTa Ha AclicTre e 1o 24 gaca.
5.2. ®apMaxkoKUHETHYHH CBOIICTBA

B kpbBHATA HMUPKYJIANHI HHECYIHHAT HMa BpeMe Ha IOIY>KHBOT CaMO HAKOHKO MEHYTH.
Criepoparenaoe npodunsT Ha JelicTBHe Ha HHECYTHHOBHA IIpeHaparT <e OIpexent

EQHMHCTBEHO 0T a0COpOIIHOHBUTE My XapaKTePHCTHKH.

To3H mponec ce TTOBAUABA OT HAKoH (akTopH (Harp. 1033 Ha MHCYIMHA, HAYHH 4 MACTO Ha
HIKeKTHpade, AeOenupa Ha clIod MOAKOXHA MacTHa ThKaH, THH puaber). 3aroBa ce
gablpofaBar 3HAYMTEAHM pasiuuMs BBB (hapMaKOKHHETHKATa KaKTo MEXAY OTHESIHHTE

Ian#eHTH, TaKa 1 IIPH CAHH W CHHIH NaHCHT.

Abcopdunn
A6copbruorHEAT My NpodWI € pesynTar OT CMECBAHETO Ha HHCYIHHH ¢ Obpsa ¢
yIBIDKeHa adcopOums. MakcAMaNHaTa miasMeHa KORIISHTpauys Ha MEKCTapy ce AOCTHTa

g pamxuTe Ha 1.5 — 2.5 yaca CHEN HOLKOXHO IPHIOKCHEE.

Pasnpenesienie
He ce Habmonasa 3HAUMTENHO CBHp3Bade ¢ NNa3MeHH HPOTEHHH, ¢ U3KIIOYECHME Ha

IMPKYIAPAIIA HHCYIHHOBA aHTHTENA (aK0 ca HAIMIHH).

Meraboam3ssM

" VeTanoBeHO €, e UOBEHIKHST HHCYIHH CE pasrpaxma OT MHCYIHHOBA IpPOTEa3a HIH
MHCYIME-DAasTPAKIANE H3HMYM H; BEPOATHO OT; NPOTCHH mMCYIpuX H30Mepasa.
TIpepmonaraeMu ca HIKONKO MeCTa Ha pasHelBaHe (XHMUpORH3a) B MOJGKyJaTa Ha
JOBEIIKHA MHCYNHH, HUTO eIl 0T o0pasyBaHHTE cle pa3sieHBaHETO MeTabONHTH He e

aKTHBCH.

EaavMupupane
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abcopOuuaTa, OTKONKOTO 33 CNHMUHHpPAHETO per se HA MHCYIHHA OT miasmara (i, Ha
HHCYJIHHA B KPHBOOOPHHIEHHETO € HAKONKO MUHYTH). V3cienBaHuaTa ¢a YCTAHOBHIM, Ue

ty, e npubnusurenno 5-10 yaca.

5.3. TpemcnapEngay XauHu 32 Ge30MacHocT
IlpemxIHEAYANTE AAHHM HE NOKAa3Bar CIeNH(EYIeH pHCK TIPH XOpaTa BE3 OCHOBA Ha
p3cHefpaHEsd 3a (papMaKoJoryyHa Oe30macHOCT, TOKCHYHOCT Cclief] MHOTOKDATHO

TPHIIOKCHHE, TCHOTOKCHYHOCT, KAHHCPOTCHEH HOTCHITHATL, PEIIPOAYKTHBHA TOKCHIHOCT.

6. DapManeBTHYHA ARHEA

6.1. CriceK H2 MOMOMIHHETE BEmEeCTRA

Zine chloride

Glycerol

Metacresol

Phenol

Disodium phosphate dihydrate

Sodium hydroxide or/and hydrochloric acid (3a marnacsse Ha pH)
Protamine sulphate

Water for injections

6.2, OH3UKO-XUHMHIHA HECHBMECTHMOCTH

HycynunopuTe cycieHCHH He TpsabBa Ja ce JoOaBAT XbM HHOY3HOHHE PA3TBOPH.

6.3. Cpok na roaaoct
30 mecera.

Cnen mspBO OTBapsHE: 6 CEIMMIL

6.4. Crenua/IH YCJI0BHA HA ChXpaHeHHe
Ja ce cpxpansear B xnaammHuk (2°C mo 8°C).
Ha He ce 3aMpassdBa.

,I[a CC ChXpaHdBa B OpHTIHHAaNNAaTa OIIaKOBKA, 3a Ia C€ IPpSAuasy OT CBeTIMHA.

TTpu ynorpeba: He crxpansaBalite B xyagunauk. [la He ce cbXpaHgBa Haj 30°C.

,I[a Ce Hasy OT CHHIHAa TOIIMHA H CBET/IHEA,

Az,
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6.5. Haunu 3a omaxoBKaTa
Crpiier narpor (ruir 1) ¢ OpomoOyTwioBa IyMena 3zamymalika H GpoMOGYTHIY
TIONMH30IPEHOBA I'yMeHa Kanauka. [IaTpoHBT Chabp«a CTHKIEHO TOIUE 32 YIECHARAHE Ha

PeCyCICHHHPaHETO.

I'onemura Ha omakoskara: 1, 5 i 10 narpona no3 ml.
He Beryxu omaxoBKu Morar fa ObAaT HAIAYHE Ha fa3apa.

6.6. Ipenopbxu npu yrorpeda
Ilartponure TpabBa ma ObaT H3MON3BAHA CaMO B KOMOMWHAIMSL C IIPOLYKIH, KOWTO Ca
CHBMECTHMHE C TAX U TIO3BONABAT Ha [FATPOHA Aa (YHKIHOHHpA 6€30TacHo i eEKTHEHO.

Muxcrapz [lendun e 3a nunuBuRyamHa ynorpeba. Jla He ce IbIHHE OTHOBO.

WMHcyTHOBH IIPOXYKTH, KOHTO ca GHIIE 3aMpasssady, He Tpa0Ba Ja ce H3ION3BaT.
HncyniHEOBY CyCIIGHCHH He TpAOBa [a Ce H3MON3BAT, aKO He Ca PABHOMEPHO GElH H METHH

Cile pecycneHaipase.

7. Ame 1 aapec Ha HPATEKATENS HA PAa3peIeHHETo 32 yrorpeda
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsvaerd

Janus

8. Peructpaunonen Ne B Perncrspa mo 2. 28 ot 3JIAXM
20000115

9. Hara Ha NbLPBO paspeniaBaHe 32 YNOTPe0da Ha AeKAPCTBEHUS P OXYKT
05.06.2000 r.

10. Tara na (9acTuana) aKTyaau3anus Ha TEKCTa




