Insulatard® Penfill® 100 IU/ml
Hucynarapa Heagua 100 IU/ml

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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1. TEProBeKo HMe HA JeKAPCTBEHHS DPOIYKT I b6 /{ Y 06.95 ,IM
Insulatard® Penfill® 100 IU/ml '

VimkeKIIMOHHA CYCIIEHCHS B IATPOH

A Y

2. KoiggyecTBeH A KAaJECTECH CHCTAB

Insulin human, rDNA (mpouseenen upe3 pexkomOunanTrRa HHK TexHOJNOTHA B
Saccharomyces cerevisiae).

1 mi ceaepsxa 100 IU insulin human.,

1 matpoH ceabpxa 3 ml, eksuBanenTtru Ha 300 IU.

Empa TU (MexpyHapousa emupuana) otroBaps Ha 0.035 mg auxuapmpan 4OBSINKH

HECYJIHH.

Hucynatapy e cycneHcrs Ha m3odan (NPH) uncymn.

3a DoMONIHY BelHecTRa, BikK. cexnug 6.1 CnAcEK Ba ITOMOIIHUTE BEINECTBRA.

3. JlexapcTBeHa gopma
WroxexnuoHHEa CyCHeHCHs B TATPOH

MEcynatapn € MbTHa, Osnla , BOJHA CYCHEHCHS

4, Knaamann JaHHHE
4.1. Hoxazanusa

Jleuenwue Ha 3axapen auader (Diabetes mellitus).

4.2, Jlo3npoBka H HAYHH HA yoTpeda

Wncynataps e ABITORCHCTBAIN HHCYIMH.

JoznpoBka
JosHpoBKaTa € RHOUBHIYaTHA H CE ONpECHd B CHOTBETCTBHE C HYXAWTE Ha NAIWCHTA.
MapuBrAyalHATe HHCYJIMHOBH HYXIu oOmKHOBeHO ca Mexay 0.3 nmo 1.0 IU/kg/nen.

HHGBHaTa HyXOga OT HHCYIHMH MOXEe ha ¢ IIO-BHCOKa TpH HalueHTH c HHCVIIHHOBA



PE3UCTEHTHOCT (Halp. [O BpeMe Ha NyDepTeTa WM IPH 3aTBCISBaHe) M fa € NO-HACKA

IIpH NagHeHTHA ¢ 0CTaTh4YHa, EHAOTCHHA HHCYIHHOBA NPONYKIIA.

Jlexysamusar Hekap pemiaBa Jany ca HeoOXOZHME €IHA MK HAKOMKO HWHXEKIMH THEBHO.
HMiECynaTaps MoXke Ja ce TpHiara caMOCTOATSNHO MM B KoMOuHanus ¢ OhpsoaekcTsaln
pacynuH. llpy meTeHsu@uupaHa HHCYNMHOBR TEpalMs CYCIEHCHSTA MOXe Ja ce
H3ION3BA KATO OCHOBEH MHCYJIMH (BeuepHa H/YINH CyTpellHa HHKEKIHA), ¢ NpUlaraHe Ha

OBp30peiicTBam HECYIIHH IIPH XpaHeHe.

OHTIHVIHBHP&HHHT THEKEeMHIYEH KOHTPOJ HpH HalleHTHTE ChC 3aXapcH Juaber oTiiara BEB
BpPEMETO T0ABaTa Ha KECHHTE YCHOXKHEHHT Ha Juabera. HpenoquBa CICACHE Ha KpLBHATa

3axap.

TarpupaHe Ha xo3aTa

CrsTeTBamo 3abomssane, ocobeHo mudexuuy u (GeGpunHM CHCTOSHMSA, OOHKHOBEHO
IIOBHIIABAT HHCYIHHOBUTE HYXXIH Ha HAIHEHTA.

BrOpedts Wi 4epHOAPOOHN HapyNICHHA MOTaT A2 HAMAJAT HY:KIHTE OT MHCYIHH.

Kopexiasd Ha f03aTa MOXe Ja c€ HAIOXH, KO NAUieHTET HPOMEHM dbnsdeckara cH
AKTHBHOCT WiH obmuaiiHaTa cu amera. lIpoMgHa Ha J03aTa MOXKE Fa ¢ HAJIOXY H B
CcIygaii, 9 NampeHTHT HpeMHEHe OT €JUH HHCYIHHOB JeKapCIBECH HPOAYKT Ha APYT {(Bx.

cexrust 4.4 CrielpalIHy IPOTABOTIOKA3HMA 1 CHCLMAIHHA HpeyTIperkaeH s 3a yroTpeda).

IIpnnoxenne

3a OAK0XKHO MPUIOKEHHE.

Vucynatapn obpdaiiio ce Tpuiara IOAKOXEO B Gegpoto. 3a ymoGCTBO, MoraT Ja ce
M3EON3BAT OINE KOpEMHATa CTeHa, IMyTealHaTa ofnacT wiu 00nacTTa Ha JACITOHIHUA
MYCKYIL

TIOAKOXHATA RMKeKHES B OeJpOTO OCHIYpsBa NO-0aBEA M MO-MAJKO BapHpam@

a6copOiiHs, B cpaBHEHMe C H3MO3BAHETO HA PYTH HIDKCKIIHOHHHE MeCTa.



WmxeKTHPaHeTo B IOBAAIHATA KOXKHA MBHKA HaMalisiBa BEPOATHOCTIA OT HellpeTHaMepeHO
MYCKYJIHO HPHIOKEHHE.

3anpexTe WriaTa MO KOXKAara IOHe 3a 6 CeKyHIM, 3a Jla CTe CHI'YPHHM, 9¢ IiJiaTa Jio3a €
HEDKEKTADaHa.

IIpenoprusa ce pOTAIMOHHA CMAHA Ha MEDKSKIMOHHWTE MecTa B paMKHMTIC HAa HajeHa

aHATOMHYHA 00MacT, 34 Jia ce IpeAOTBPATH Pa3sBHTHETO HA TMNOAACTPOdHs.

HecynuHOBHTE CyCIeHCHH HUKOr2 He OHBa Jia ce NpaaraT BeHO3HO.

YHCcynaTapy e NpUApYKEH OT JHCTOBKA 3a NalieHTa ¢ HOApoOHM HHCIPYKIHH 32
ynotpeba.

TaTponute ca npefHasHadeHy 3a ynoTpeda ¢ HMIKeKTHpaImn yerpoiictea ya Novo Nordisk
(ycrpolicTBa 3a MHOroxparna ymorpe6a) u urim Hopo®aiiH. Ilogpobuute HECTpYXIHH,

[IPHAPYKaBaTH HIKeKTHPAMOTO YCTpOHCTBO, TpabBa a ce chasBar.

4.3. lipoTnBOonoKa3aHus
XHTIOTTAKEMELST.
CBpBXIYBCTBATENHOCT KbM YOBEINKH HHCYIHH HIIM KEM HAKOE OT MOMOINHHTE BEINECTBA

(Bx. cexuug 6.1 Crouchk Ha TOMOIHKTE BEINECTBA).

4.4, Cnienpamy IPOTHEOICKA3AHNA H CHEUHAIHN NpeAyNpeskIeHHs 3a ynoTpeda

HenpasuiHOTO HO3MpaHe WNH IpeyCTaHOBABaHE Ha Tepanmuara, 0coOeHO Ipx nuadeT THI
1, MOTaT 12 HOBEJAT JO XUIIEePTIHKCMM,

OBnKHOBEHO HBPBUTE CHMIITOMH Ha XHIIEPIIHKEMHES C€ MOABABAT IOCTENIEHHO, 33 IEPHOX
OT HAKONKO Yaca Wnd JHH. BKIOYBAT XKaXKAa, YeCTO YpHHHpaHe, raZieHe, MOBpBLUaHe,
3aMagHOCT, 3aYepBeHa CyXa KOXa, CYX0Ta B ycTara, 3aryba Ha aneTHT ¥ aleTOHOB IBX B
ycTaTa.

Hpu manweETH ¢ nuaber Tun |, HeleKyBaHaTa XHIEPrIMKEMILI MOXS Ja JHOBexe JO

,uuaﬁeTHa KeToanun03a, KOATO € IOTeRIHATHO JXKHBOTO3acTpaluasamno ChCTOIHHC,

XunoraekeMHus MOXKe Ja BB3HHKHE aKO MHCYIHMHOBaTa 4034 NMPEBHIIABA MHCY/THHOBHTE

Hy»TH Ha manuesTa (Bx. cekund 4.8 u 4.9).



IIponyck Ha XpaHeHe YN HelNaHApaHd, TeXKa (H3MYecKa akTHRHOCT MOTAT Jia J0BERaT
110 TI0SBA Ha XHIIOTAMKEMH.

TlanpeHTH, TIPH KOHTO MMa CHIIECTBEHO IToR00peHne Ha KPEBHO-3aXapHMs KOHTPO, Hamp.
B PE3yNITaT Ha HHTeH3H(QHIHPaHO HHCYMHHOBO JICUeHHe, MOXe JIa HOYYBCTBAT HPOMIHA B
CBOHTe HOPMANHH IIpeJylpeluTelIHY CUMITOMHA Ha XUNOTTHKEMHES, 33 KOETO CHOTBETHO
Te TpadBa Aa ObNAT YBEAOMEHH.

O6wyalignTe NpeRyNpequre/]Hd CUMOTOMH MOTaT Jda H3YE3HAT NpPH NAOHEHTH G
ABAToromIneH nuader.

[IpemunaBageTo Ha OATHEHTH Ha APYT BHA WIH Apyra MapKa HHCYJMH TpsCba Ja cTaBa
JI0J CTPOT MEJMIMHCKH KOHTpod. IIpoMeHWTe B KOHIEGHTpaIHATa, MapKara (pasiuHIHH
mpousBoaureny), Tuna (Oep3ofeiicTeain, ¢ mBybasHo nelicTBHe WM FBITOIEHCTBAN]
HECYNHH H T.H.), (KHBOTHHCKH, YOBSHIKY HIH HHCYJHHOB aHAJNOT) M/WIH METOHa Ha
npoE3eoAcTBO  (pexombunantHa JIHK TexHOMOrHd WM HHCYIMH OT JKHBOTHHCKH
HPOM3XOJ) MOXKE Ha HANOXH KOPHIHpaHe Ha HO3aTa.

ITpu mpeMEHABaHETO Ha NaNHeHTHTe Ha Mmcynarapa Moxe #a ca HEOOXOAHMH KOPEKITHH
o1e IIpH IYEPBATa 032 WA Mpe3 NBPBUTE HAKOIKO CEAMHIM MK MECEIH Ha AeICHUeTO.

Mamek 6polf mALMEHTH KOMTO Ca H3NHTANK COH30H HA XMIOTIHHKEMHS CICH
NpEMHHABAHE OT JKUBOTHHCKH WHCYJHH, CBOOIIABAT Y€, PaHHHWTE IPERyNPEIHTCIHH
CHMIITOMHA Ha XANOTHHKEMHI ca no-cmabo H3pa3cHy HIH pa3iddnH, B CpaBHEHKE C TE3H,

10 BpEME Ha JICUCHHETO C IEPBOHAYANNHA HHCYJIHH.

TIpenn mBTYBaHe MEX/Y PasiuuHM JacOBH 30HH, HAlMEHTHT TPA0Ba Ja €& KOHCYNTHPA C
Nekap, Thi KaTto MOXe Ja ce HaJOXH NPHUIOKEHAe Ha MHCYIHNH ¥ HPHEMAHE HA XpaHa B

pasaHIHO BpeMe.
VECYyNHBOBHETE CYCIEHCHH He TpAORa Jia ce IpHIaral ¢ HHCYIHHOBH HOMIIH.
HucynaTapn chabpiKa MeTakpeson (metacresol), KOHTO Moxe Aa JIOBEHE JO IOABATA HA

ANepTHHHI PeaKIH.

4.5, JlexapcTBeHM H XPYTH B3aMMONECTBUSA



WspecTHO €, ue HIKOH JISKAPCTBEHH IIPOAYKTH BE3ACHCTBAT BBDXy MeraGomisMa Ha
IIIOKO3aTa. 3arTopa NeKapsaT TpsOBa Jia e 3alo3HAT ¢ BB3MOXKHHTE B3aHMOACHCTBHA H

BuHarn TPH6B3. Ja ITETA MalHCHTHTE CH 34 JICKapCTBCHHUTE IIPOAYKTH, KOHTO HpHEMAT.

Jonyn3dpoeennTe JeKapeTBEHA MPOAYKTH MOTaT A2 HAMAIST HHCYJIHOBHTE HYKIM:
Iepopansy xunormakemupaimi cpefctsa (IIXC), muxubUTOpH Ha MOHOAMHHOOKCHAA3ATA
(MAOI), sHecenexkTusHM OcTa-GNoKepH, HHXHOMTOPH Ha ABMMOTEH3HHKOHBEPTHPAINW]

ensuM (ACE-nHxuOUTOPH), CAMMIEIATH H 2IKOXOI.

ChrelHHTE JIEKAPCTBEHA HPORYKTH MOTAT Aa YBEINYAT HHCYJHHOBHTE HYKIAH:
Tuasupy, TIIOKOKOPTHKOWOH, THPEOHAHH XOpMOHH, Oera-CHMIIATHKOMHMETHIH,

pacrexeH XOpMOH 1 JaHa30L.

Bera-GIIOKEpHTe MOTAaT H2 Mack¥paT CHMOTOMHTe Ha XWIOTIHKeMHS H Fa 3abaBar
RB3CTAHOBIBAHETO OT Hed.
OKTpeoTH /TaHPEOTHA MOTaT KaKTo ja IIOHIKAT, Taka ¥ Ja TOBHINAT MHCYIMHOBHTE

HY A
ATKOX0IBT MOXKE FAa YCHIH H ¥IBILKH XHIIOTIIHKEMHEPAIOTO I{Gﬁc‘l‘BHe Ha HHCYIIAHA.

4.6. BpeMeRHOCT H KBpMEHE

HiMa orpaHMYeHus 10 OTHOINEHUE Ha MHCY/IMHOBATA Tepalid 1o BpeMe Ha OpPeMEHHOCT,
T KaTO HHCYAHHGT He HpeMHHAaBa Yipes IUanieHTapHaTa fapHepa.

KakTo XHOOINHKEMMATA, TaKa K XWUIEPIAMKEMHATa, KOMTO MOTAaT Ja BB3HHKHAT NPH
TAMeHTH ¢ He3aJ0BOJMTeNleH KOHTpOJ HA AmabeTHaTa Tepanmsd, yBElHYaBar PHCKa OT
Man(opMalHH ® CMBPT in ufero. Ilopajy ToBa ce NIPENOPHYBa 3ACHIEH KOHTPON Ha
nraGeTa IpH IWIAHAPaHeTo Ha GpeMeHHOCT i NO BpeMe Ha OpeMeHHOCTTA.

O6HKHOBEHO IIpe3 I'BPBOTO TpHMeceuHe Ha OpeMeHHOCTTa MHCYIMHOBHTE HYXIH
HAMAaJEIBaT, & IIpe3 BTOPOTO M TPETOTO C& NIOBHILABAT.

Cnex paXOAHETO MHCYIMHOBHMTe HYXAH O®p3c ce BB3BpPRIAT JO HHBATA IPEIH
3abpeMeBsIBaHeTo.

KEpMeHeTo 110 BpeMe Ha MECYIMHOBO JICYEHHE HA MalKaTa HE € CBBP3aHO C HUKAKBB PHCK

33 JCTCeTO. Moske Ja ce HATOXHA KOpHUIHpaHe Ha Jo3aTta Ha I/IHCYJIaTapJI.



4.7. Edpextrr BLPXY criocodHoCTTa 33 IodhupaHe ¥ padora ¢ MAIHHM

B pesynTaT Ha XHIOTHAKeMHd, CIOCOOHOCTTA Ha IalHEHTa 3a KORUEHTPAI] H PeaKiusl
MOXE Jia ce Brommi. ToBa NpeACTaBifBa PHCK B CHTYAHH, HPH KOHTO Te3H CIOCOOHOCTH
ca oT ocobeHo 3Hauenue (Hanp. mohupane WK paboTa ¢ MAIMHM).

Ianuentute Tpa6Ba qa 6baT MOCHRETBAHH Jla B3eMaT MPEANasHH MEPKH 3a IPesio-
TBpaTgBaHe Ha XUNOTIMKEMHT 0 Bpeme Ha Modupane. Toea € 0coGeHO BaXKHO 32 TE3H OT
THX, KOMTO HMaT YEeCTH XWINOITHKEMMM WIM HaMaleH MM JMHICBall YCeT 3a
npenynpenurermaTe Genesm. Ilpu TaxuBa cmydau TpaOba BHMMATENHO Ia CE NMPEUSHH

HEeOoOXOMMOCTTa OT IHodHpaHe.
4.8. Hexxeranu JeKapcTBeHH PeaKklMM

Kakto W 1pH [pYIWTS HHCYIMHOBH IIPOAYKTH, XMIOTJIHKEMHSTAa € Hai-49ecTo
HACTRIBAIATa HeXellaHa peakiud. 14 MOXKe fa HaCThIM aK0 HHCYJHMHOBATa 1032 €
IpeKaeHo BHCOKAa CHOPAMO MHCYIHHOBMTE HYXIW. B KIMHMYHE HpOYYBAHAS M IPH
TEPrOBCKA yIoTpeda WecTOoTaTa BapHpa B 3aBHCHMOCT OT HOHyJIAIHATa H OT peXuMa Ha
IosdpaHe. 3aToBa HE MOME Jia Ople IpencTaBeHa chenmbydHa decToTa. TeXKara
XUHOrIAKEMHASI MOXKe Jia JoBene A0 M3nafaHe B OescE3HaHHE W/WIHI IBPUOBE H MOXe Ja

TPEAN3BHKA BPEMEHHO MK TpaliHo YBpexk/nane Ha MO3bYHATA QYHKIMA WM JOPH CMBPT.

Ho-mony ca w3Opoery cmopel] YecTOTara CH, HEXENdHHTe JIEKapCTBCHH PEaKun of
KIMHAYHA POy IBAHNSA, CYETeHH 3a CBBp3ann ¢ Vncynatapn. Yecrotara e AeduHupana,
kakTo cnempa: Heuwectn (>1/1 000, <1/100). VizomupaHHTe CIOHTaHHHM CIydaw ca

OIpEZENIEHH KATO MHOTO pefixy ¢ gectora <1/10 000.

Hapymenua Ha HMYHHATA CHCTEMa

Heuectn — YpTHKapys, 00pus

Mmoro pezxy — AHaQUIAKTHYIHYA peakidH

CHMIITOMETE Ha CHCTEMHA CBPBHXYYBCTBHTEHOCT MOraT Ja BKIIOYBAT TeHEpAIM3HPaH
KOXeH OOpHB, CBpOEX, NOTeHE, TACTPOMHTECTHHANHA HADYIICHHA, aHITHOHCBPOTHHCH

efieM, TPYMHOCTH IpPH JMINaHe, CBHpueOdeHe, MOHIDKCHO XPBBHO HalArase o



npunomasaHe/ 3aryba Ha  CcB3HaHme.  [eHepammMsupaHMTIE — peakupM — Ha

CEBPBXIYBCTBHTEIHOCT Ca IIOTCHITHAIHO JKHBOTO3acTpaldaBakH.

HapymenHus Ha HepBHATA CHCTEMA
Mszoro pekH — riepidepHa HeBpOmaTHA
Brp30T0 DOAOOpeHHEe H4 KPHBHO-3aXapHHS KOHTPOA MOXE Ja NOBENE MO CHCTOMHHS

HapedeHo “ocTpa GoNe3HeHa HEBPOIAaTHA, KOETO O0MIaiHO e MIPEXOHO.

Ounn HapymeHHs
Msioro penkd — PedpakiimoHEH aHOMATHH
Tlpy 3amoYBaHETO HA WHCYJMHOBA TEpallla MOTaT fa BE3HHKHAT pPedpaKIlMOHHH

aroMami. OOGHKHOBEHO TE3H CUMIITOMH Ca ¢ MPEX0MCH XapaKTep.

Heuectu — [lnabetHa peTHHOHATHS

IlroTpaiine mogoOpeHAs INIHKEMMYEH KOHTPON HaMalsBa pHCKa OT INporpecHi Ha
nraberHaTa peTHHONATHA. He3aBHCHMO OT TOBA, HATEH3H(MIMPAHETO HA HHCYNHHOBOTO
nedenre ¢ OBp30 nomobpeHue Ha FIMKEMEYHES KOHTPOI MOKE A2 AOBEJE IO BPEMEHHO

BIIOHIABAHE Ha nHaGeTHaTa PETHHOIIATHA.

HapymeHHs Ha KOXATa B NOAKOKHATA THKAH
Heuectn - JlxnogrcTpodns
JImnommctpodus MOKe Ja BR3HHKHE Ha MJACTOTO Ha MHXCKTHpaHE B CICHCTBHC Ha

HepeoyBaHe Ha MACTOTO Ha HHXXCKTHpPaHE B JaficHa obnacTt.

O0mu HapymeHns ¥ TAKHBa CBLP3aHl ¢ MACTOTO HA HIDKEKTHpaHe

Hewectr — Peaxupy Ha MACTOTO Ha HIDKEKTHPAHE

Peaknuu Ha MSCTOTO Ha MEDKEKTHpaHe (3avepBsBaHe, IIOZYBaHE, cepbex, Oomxa H
XEeMAaTOM Ha MACTOTO Ha MIDKEKTHpaHe) MOraT Jia BE3HHKHAT HO BPEME Ha HHCYJIHHOBOTO
negenne. Tesnm peakiud OOHKHOBEHO €4 UPEXOJHH H N0 IPaBHIO M34e3BaT IpH
IIPOABIDKABAHE Ha JIEYSHHETO.

Hewectu — 0TOK

Tlpe 3auouyBake Ha MHCYJIMHOBATa Tepallid MOXE Ha BB3HMKHC €/IEM (otox). Tesu

CHMIITOMH O0HKHOBEHO €& C IPEXOLEH XapaKTep.



4.9. Ilpegoznpane
IIpn HMHCyIMHA € TPYAHO Aa ce RedHHMpa CBPBXAO3anpesiosEpase. XVMOTAHKEMHATA
nporpecupa B cieguATe Gasm:
o Jleka XupOrHMKEMHAS CE OpeofOlEiBa ¢ IEpopaies pHeM Ha ITEOKO3a HAM XpaHH,
CBIBPKAIH 3axap. ETo 3amo JualeTMKET BHHAIH TPsOBa Ja HOCH Che cebe cH

3axap Ha OyUKH, CHANAKH, GHCKBHTH MM IUNIOMOB COK ChC 3aXap .

o TeXxa XUNOTIMKEMHS, IPH KOATO IIAIIMEHTHT € B Oe3Ch3HaHWe, MOXe ja ce
JeKyBa, KaTo C& HANPABH YIOKOKHA MM MyCKyHA MIKeKIHd ¢ rimokaroH (0.5 - 1
mg) or 00y4YeHO NHIE, HIH BEHO3HO Ja Cce NPHIOKH TIEOK03a OT MCIMIMHCKH
CHeUMANACT. VIHTPABEHO3HOTO MPHIOKEeHHe Ha TIFOKO3a € HeoDXOI|MO CBIO H
axo 50 10-15 MyH. IaN@eHTHT He pearnpa Ha HIDKEKIIATa C TJHOKaroH.

Cren xatTo NamHeHTHT Ce BBPHE B Ch3HaHKeE, TpA0Ba Ja My ce JajaT BEIIeXuIpaTH

IIpE3 yCTara, 3a ja ce IpEroTBpaTH MOBTOPHA XUMIOTHHKCMIIA.

5. @apMAKOIOrHYHA JAHHE

5.1. @apMaKoaHAMHYHA CROHCTER

PapmaxoTepanepTHyHa rpyna: WHCYNHHE H aHANO3H, ¢ HHICPMEJHCPHO HeHCTBHE,
macyauH (dosemikn).. ATC xox: A10ACO1

TMoHWKaBaOTO KphEHATA 3aXap JeHCTBME Ha MHCYNHMHA C€ IBIDKH Ha YIECHCHOTO
HABJIM3aHe Ha YIIOKO3aTa B MYCKYIHHTEG M MACTHHTE KACTKH CNEZ CBBP3BAaHETO MYy C
YHCYIHHOBMTE PEUENTOpH B Te3H KISTKM M CHHOBDEMEHHOTO NOATHCKAHC

0cBOBOMIABAHETO Ha TIOK03a OT YepHud Apod.
HucynaTap € ABIFOACHCTBAIN HHCYJIHH.
Hauanoro My Ha JelicTByEe € B paMKuTe Ha 12 yac , JOCTHTa MaKCHMAICH edexr 4-12

qaca, a IPOABIDKATENHOCTTA Ha AelicTBre € nprbmmsuTenso 24 Jaca.

5.2. @apMaKoxkAHeTHIHH CBOiicTBA



B KpbBHaTa HHpPKYyNalHs WHCYNHHLET MM& BpeME Ha NOJy-SIIMMHAHUPaHE ¢aMO HAKOJKO
MHBHYTH. CnenoBartenso IlpO(l)I/Ul'bT Ha AcicTBUe Ha HHCYJIHHOBHA JICKAPCTBCH NPOAYKT CC

Onpefiels eRUHCTBEHO OT aGCOPOLNOHHATE MY XapaKTEPUCTHKH,

To3u nponec ce noBAXIB2 OT HIKOH (akTOopH (HAmp. A032 Ha HHCYIIHHZ, HAYHH W MICTO Ha
HHIKEKTUpaHe, AebenvHa Ha cJ0s MOAKOXKHA MAacTHA ThKaH, TUN Auaber). 3aToBa ce
HaOMoNaBaT 3HAYATEAHH DasiIMYHs BbB (apMakOKMHETHKATa KaKToO MEXIY OTHEIHHTE

HanHeHTH, Taka 1 IIpH €AHH B ChIUH HAlHCHT.

AbBcopOuna
MaxkcumanHaTa NIa3MeHa KOHLEHTpalyMd Ha MHCYNHMHA C€ JOCTHra B paMKuTe Ha 2-18

Yaca Ciex NOAKOXHO INPHIIOKCHAS.

Pasnpenenenne
He ce maGmopnasa 3HAa4YMTENHO CBBpP3BaHE C IUIA3MEHH TPOTEMHH, C H3KIFOYEHHE Ha

THUPKYIHpa HHCYTHHOBH aHTHTETIa (axco ca H&J'IH'-IHH).

Merabonu3nm

VCTaHOBEHO €, Ue YOBEIUKMAT HMHCYJHH CE pasrpaxia OT MHCYJIHHOBA NpoTeasa HilH
MHCYNHH-pasrpaXcjai €H3MMH M BEPOSTHO OT NpOTeHH IHMcyadun wu3oMepasa.
IpennonaraeMy ca HAKOJIKO MecTa Ha pasuenBaHe (XHAPONH3a) B MOJEKYJiaTa Ha
YOBEIIKHA MHCYAHMH; HUTO €AuH oT o0pasyBaHHTe cllel] paslensaneto MeTabonuTH He e

aKTHBEH.

Ennvmupnnpane

Kpaiinoto BpeMe Ha HONyKHBOT (t%) ce ompejernst OT CKOpocTra Ha afcopOups OT
MOJIKO’KHATA ThKaH, MOpajy# KOeTo TO € M0-CKOpO MApKa 3a abcopOLuaTa, OTKOAKOTO 32
SMMMHHHMPAHETO per Se HA MHCYAHHA OT nAasMaTta (Y2 Ha HHCYIMHA B KPEBOOOPBIHEHHETO

€ HAKOJKo MUHYTH). Hzcnensaungara ca YCTAHOBIIH, e 144 e mpubnusntenno 5-10 vaca,

5.3. lipepxnnEnTHN JaHBH 332 (e30MACHOCT
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[TpeAKTHHHYHATE JAHHH He [OKa3BaT cuenuHEYeH PHCK IIPH XOpara Bh3 OCHOBA Ha
W3CNENBAHHA 3a (apMaxonorwyHa Oe3omacHOCT, TOKCHYHOCT CIISL MHOTOKPaTHO

OPHIICKCHAC, PEHOTOKCHYHOCT, KaHIEPOIeHCH IIOTEHIIHAH, PEIIPOAYKTHABHA TOKCHTIHOCT.

6. @apManeBTHINM HANHH

6.1. CIIMcBK Ha HMOMOIMHMTE BelHecTBA

Zinc chloride

Glycerol

Metacresol

Phenol

Disodium phosphate dihydrate

Sodium hydroxide or/and hydrochloric acid (32 Barnacsue 5a pH)
Protamine sulphate

Water for injections

6.2. @M3UKO-XMMHIHH HeChBMECTHMOCTH

VIHCYNHHOBHTE CYCIICHCHH He TPs0Ba a ce K00aBAT KbM HH(Y3HOHHH Pa3sTBOPH.

6.3.Cpox Ha rogHocT
30 mecena.

Criex WBpBO OTBapsHe: 6 CeIMUIIIH.

6.4. CiieHpA/IHN YCIOBHA HA CHXPaHCHHE

Tla ce chxpangear ot B xnapuiauk (2°C o 8°C)..

Jla BeE ce 3aMpasaea.

Ia ce cpXpasifBa B OPUIHHATHATA ONIAKOBKA, 32 Za ¢€ NPEe/INa3y 0T CBeTIIHA.
IIpn ynotpeba: He chxpaHaBaiiTe B XIaAuiIHAK. [la He ce ChXparaBa Hayy 30°C.

)la CE a3y OT CHJIHA TOIUIHHA H CBETIHHA.

6.5. ianHM 32 OnaKOBKATA

Creknen matpon (tam 1) ¢ OGpomobByrwiosa  TyMEHa — 3amyliaika X
GpoMoOYTHIV/IONAU30NPEHOBA IYMeHa Kanadka. [1aTpossT CHABPKA CTBIIEHO TOIME 32
yIeCHABaHE Ha PeCyCICHHPAHETO.

ToneMusa Ha orfakoBkaTa: 1, 5 1 10 natpora o 3 ml.

He BCHYKH OIOAaKOBKH MOraT Ja OBJAT HAMHYHH HA Hazapa.

K



6.6. IIpenopsKy npu ynorpeda

Tatponute TpsOBa fa GBJarT M3MOJ3BaHM CaMO B KOMOWHAUHMA C IPOAYKTH, KOHTO €A
CHBMECTHMM ¢ TAX ¥ THO3BONABAT HA MATpoHa Ja GyHKIHOHApa 6e30IacH0 M eeKTUBHO.
WMucynatapa Tendun e 32 uaausuayansa ynotpeba. fa He ce WHIHE OTHOBO.
MHCYIHHOBY IPORYKTH, KOKTO ca O 3aMpa3sABaHy, He TpsOBa [fa ce H3MoI3BaT.
ViscynHHOBH CYCTIEHCHH He TPI0Ba Jia Ce H3HOI3BAT, aKO HE Ca PAaBHOMEPHO GeiH B MBTHH

Clez] pecyClieHAHpaHe.

7. YiMe H appec HAa HPHTEKATEISA HA paspelcHHETo 32 YHoTpeda

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsvaerd

Janms

8. Perncrpanuonen Ne B Pernerspa mo 928 o1 3JAXM
20000279

9. JlaTa ra N5PBO pazpeniapaHe 3a ynoTpeda Ha JIEKAPCTECHME NPOAYKT
08.06.2000 .

10. Hata #a (9acTHIHA) AKTYAIH3ANMA HA TEKCTA
07.03.2005
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