Mixtard 40 Penfill 100 TU/ml
Mnuxcrapa 40 Ileadni 100 TU/ml

KPATKA XAPAKTEPNCTUKA HA TPOAYKTA




HUHACTEPCTERD HA 3APABECNABBARETO

TInRADHERIES KuM ]
paspomemie 3a ynorpsba R h-aa 18 g,‘ 15.0%- 03"

CFH/L2.06 .01
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1. THEProecko HME Ha JJeKapCTBeHHd DPOIYKT
Mixtard® 40 Penfill® 100 IU/ml

ViskexroHHa CYCIICHCHA B ATPOH

2. KagecTBeH H KOJHIECTBEH CHCTAB

Insulin human, rDNA (mpomssener upe3 pexomOudantma J[HK Texmomormi B
Saccharomyces cerevisiae).

1 ml ceaspixa 100 IU insulin human.

1 marpor ceABPXKa 3 ml, exBreanenTar Ha 300 IU.

Epua IU (MexmyHapoiHa eAuHuna) orrosaps Ha 0.035 mg amxunpupan YOBEIIKH

HHCYAHH.

MuKcTapy € cMec 0T pasTBopHM HHCymuH i n3ohan (NPH) nECYHH.
Muxctaps 40 ce ceetor oT 40% pastoprEM HECYIHH ¥ 60% H30haH HECYIH.

3a MOMOIIHM BEIECTRa, BK. cexiud 6.1 Ciucrk Ha MOMOITHMTE BEIECTBA.

3. JiekaperBena gopMa
WHxeKknHOEHA CYCHEHCHS B IaTPOH.

Muxcraps e MBTHa, Osiia, BOAHA CYCIeHCHS.

4, KnuauauH JaHHn
4.1. Tloxazauns

Teuenne Ha 3axaper muaber (Diabetes mellitus).

4.2, Jlo3HpOBKA M HATHH HA yHoTpeba
MukcTap € HBCYIMH C JIBOMHO peiicreme. Toit mpemcrasisBa IBydazHa dopmyna,
CHCTORINA ce T Obp3oHelicTrals B OaBHOIEHCTBAN HHCYIHH.

VECYMHOBHTE CMecH OOCHKHOBEHO Ce HpHjaraT e[MH MK NBa IBTH JHEBHO, KOTATO ©

ozupoBka



Jlo3upoBKaTa € HHIMBHAYaTHa M Ce OHpeneNs OT JeKaps B CROTBETCIBHE C HYXIHTE Ha
nmamenTa. MEAuBHAyalHHTE HHCYNMHOBH HYXHW o0uKHOBemo ca mexnmy 0.3 mo 1.0
IU/kg/men. JigeBHaTa HyXJa OT HHCYIHMH MOXE Ha € HO-BHCOKA HPH NALFEHTH C
HHCYJIAHOBA PE3HCTEHTHOCT (HaNp. IO BpeMe Ha HMyOepTeTa HiH IpH 3aTIECTABANE) H 12 e

TIO-HHCKA IPH BAUMEHTH C OCTAThYHA, EHAOTeHHA HHCYIHHOBA IPOYKI(HS.
OnTeMiBHpasHsaT IMMKEMHYEH KOHTPOI IPH HaNHEHTHTE CBC 3axapeH Jquaber oTiara BbB
BpeMeTO NogBaTa i 3a0aBA pa3BUTUETO HA KECHUTE YCIOXKHeBHs Ha qaabera. ETo 3aino ce

HpenopsyuBa clefeHe Ha KPRBHATA 3axap.

B PaMKHTE Ha 30 MHHYTH CJICH BCAKA HEKCKITHA TpﬂGBa Ja Ce IIpHcMe XpaHa, CbabpiKania

BELIEXUPATH.
TaTpHpase HA Z03aTa

CrooprerBamo 3aboisiBane, ocoOeHo MHbeKIHMH # (eOpunHyu CHCTOAHHA, OOMKHOBEHO

HOBHIIABAT HHCYIHHOBHTEC HYXJH Ha NalHCHTA.

Br0Opeynn anu 9epHOAPOOHH HapyHIeHHd MOTaT Ja HaMandT HyXKAWTE 0T HHCYIHK.

Kopeknus Ha Ji03aTa MOXE Ja ce HAVOXH, aKO IIANHEeHTHT MpoMeHM (u3MdecKaTa CH
aKTHBHOCT WM oOmduaiimara cu aumera. [IpoMsHa Ha Jo3aTa MOXE Ja CC HANOXKH H B
clyuaii, 9e TIaNUEHTHT NPEMHEHE OT SHUH HHCYNMHOB JIEKapcTBEH MPOFYKT Ha JpYr (BX.

cexups 4.4 Crienuansy NpOTHBONOKA3AHHS ¥ CIIEIHATHE IpEAyIpekaeHu, 3a yiioTpeda).

IpnioxeHne

3a IOAKOMHO NPUIIOKCHHE.

Muxcrapn o0ndaiiHO ce IpHIara NOAKOXHO B OeJpOTO HAH B KOPEMHATAa CTeHA. AKO e
yz106H0, MOTaT Jia ce H3UOJI3BaT Olfe IyTeanHaTa o0HacT HIH 00acTTa Ha AeNTOMIHHL

MyCKYIL.




TonxoxHaTa HHXKEXIW B KOpeMHATa CTeHA OCUTYpsBa 110-0sp3a abcopOIis, B cpaBHEHNE

C H3IIOHM3BAHETO Ha APYTH HHXCKIHOHHKA MECTA.

WmxeKTHpaHeTo B OBAUTHATA KOJKHa I'bHKa HaMalsgBa BEPOATHOCTTA OT HElpeAHaMEPEHO
MYCKYJTHO IIPHIIOXKEHHE.

3anpeicre UIIaTa NOK KOXKaTa TIoHe 3a 6 CeKyHIM, 3a Jla CTe CUTYpHH, Je IIfiaTa 103a €
HEXEKTHpPaHa.

IlpemopsuBa ce pOTaN@OHHA CMIHA HA WHKCKIHOHHMWTE MecTa B PaMKUTe Ha AajcHa

aHaTOMHAYHA 00NacT, 3a Aa e NPEHOTBPaTH PasRHTHETO Ha JHIoAncTpodH.

" IHCYNHHOBUTE CYCIIEHCHY HUKOTa He OHBa Jfa ce IpHIIarat BEHO3HO.

MuKcTapz e IpUApYKeH OT JIFCTOBKA 3a HalHeHTa ¢ MoAPoOHE HHECTPYKIMH 3a yrnoTpeba.

IlaTpoHnTe ca NpeAHasHAYCHM 32 YyIOTpeda ¢ HMHCYIHHOBH ycTpoiicTsa Ha Novo Nordisk
(ycTpoiicTa 3a MHOroKparHa ymorpeba) u mrm Hopo®aiin. Ilogpobuure HHCTPYKUHH,

TpHApYKaBamy HECYAHHOBOTO YCTPOHCTBO, TpsOBa fa ce cra3par.

4.3. IiporuBonokaszanusa
XHATOTHUKEMHAS.
CBpbX4YBCTBHTENHOCT KBM YOBEHIKH HHCYIHH MIH XBM HAKOE OT MOMOIIHHTE BEIecTBa

(. cexuug 6.1 CoachbK Ha IOMOINHETE BEINECTBA).

4.4. Coenyuanie OPOTHBOMOKA3AHNSA H CHENHATHA NpeaynpeKaeHus 32 ynoTpeda

HempapiiHOTO ZO3UpaHe MM [IpeyCTaHOBsBaHE Ha Tepamuara, 0cobeHo Npu guadeT THII
1, Morart Aa AOBENAT JO XHIEePTIHKEMHS.

OOSHKHOBEHO MIBPBUTE CHMIITOMH Ha XHOEPIIHKEMES CE NOSBABAT MOCTENIeHHO, 38 HEPHOA
OT BAKOJIKO Haca WM HHHM. BKIEOYBAT Xak[a, 4ecTo YPHHHpaHe, T4ficHe, HOBpBHIIAHE,
3aMasgHOCT, 3auepBeHa CyXa KoXa, CyX0Ta B ycTara, 3aryba Ha ameTaT H aneTOHOB NBX B

yeraTa.

Ilpr nanmeHTs ¢ Auaber THN 1, HeNeKyBaHATA XUMEPTIMKSMHS MOXE 1/ R

,[[HaﬁeTHa KEeTOAIHI034, KOATO € HOTSHIMAIHG JXUBOTO3aCTpamaBailio CbCToy



XuamoraukeMHs: MOXE Ja BB3HHKHE aKko HHCYNHHOBaTa f03a NpEeBHIIABA HHCYIHHOBHTE
HYXI# Ha HanueHTa (BX. cexamu 4.8 u 4.9).

Iponyck Ha XpaHeHe WAM HeIlaHEpaHa, TexXKa (QH3pyecka aKTHBHOCT MOTAT Ja JOBEHAT
IO HOABA Ha XHOOTJIAKEMHUS.

TTanmenTH, IpH KOWTO MMAa CBINECTBEHO NoAo0peHne Ha KDBBHO-3aXapHHA KOHTPOJ, Harip.
B pe3yiraT Ha WHTCH3H(HIHNpaHO HHCYMHHOBO NEYCHHE, MOXKE Jia IOYyBCTBAT MIPOMIHA B
CBOMTE HOPMANHHU IIPeAyHPCIUTEIHE CUMITOMH Ha XUIOLIHKEMHS, 32 KOETO CROTBETHO
Te TpsOBa ma OBAAT YBEHOMEHH.

OOu=aifagTe NOpeAyOPEHUTENHE CHMITOMH MOraT Ha H34Ye3Har IIpW TIAIMeHTH C
IBATOrONUNTEH THadeT.

IpeMuHaBaneTo Ha DaUMEHTH Ha ApyT BHR WM Jpyra Mapka MHCYJIHH Tps0Ba jJa cTaba
IOZ CTPOT MEAWIMHCKH KOHTpoX. IlpoMeHHTE B KOHISHTpAMATa, MapKaTa (pasiHiHd
npou3eofuTeNy), THma (Onp3omeiicTRamy, ¢ ABydasHo meHcTRAe HIH FBITOACHCTBAMNI
HHCYIMH ¥ T.H.), (KHBOTHHCKM, 9OBEINKH WM HHCYJIHHOB AHAJOT) M/UAH METOJA Ha
mpor3BoAcTRO (pekomOumantHa JIHK TexHonorms HIM HHCYIMH OT JKMBOTHHCKH
TIPOM3X0J) MOJKE IIa HATIOXKH KOPHTHPAHE Ha K03aTa.

IIpy npeMHHABAHETO Ha MAmHeHTHTe Ha MuxcrapA MoXe Aa ca HeoOXOMEME KOPEeKIHK

OIN¢ NpH OEPBaTa 034 HAH HPE3 IIBPBATE HAKOIKO CCAMUIE HIH MCCCHH HA JICHCHHETO.

Mamek Opoii TAnpeHTH, KOMTO Ca H3NHTAIM eNM30ZH Ha XHIIOIMHKEMHS CICH
OpeMpBasaHe OT KHBOTHHCKH HHCYJIMH, CHODINABAT 9€ DaHHHTE NIPSAYIpEeNUTEITHH
. CHMHOTOMH Ha XHIIOTIHKEMHS ca o-ciabo u3pa3esy ANH pasiuyHH, B CpasHEHHE C Te3H,

- JIO0 BpeME Ha JISYCHHETO C IIbPBONaJallHiLt HHCYIHH.

TIpenu msTyBaHe MEXIY PasJIMIHE JaCOBH 30HH, MANMEHTHT TpsOBa 12 ce KOHCYNTHpa C
niexap, THH KaTo MOXe Ja Ce HAOKH IPIWIOKEH:Ee Ha HHCYJHH ¥ IPHEMaHe Ha XpaHa B

pasinEyHo BpeMe.

WiEcymHOBHTE CyCHEHCHY He TpsalBa Ja ce IpMIarar ¢ HHCYJIHHOBH ITOMITH.




4.5. JlekapcTBeHR M APYTH B3apMoaeicTBIs

WssecTHO €, ye HAKOH MEAMKAMEHTEH B3aMMOJIEHCTBAT C METa0onmH3Ma Ha ITEOK03aTa.
3aropa nexapsT TpsOBa Jia HMa IPEIBH BE3MOXKHHTE B3aUMOKEHCTBHI U BHHArH Tpabea

A2 IIHTa HaHCHTHTIC CH 38 MCAHKaMCHTRTE, KOHTC IIpHEMaT.

Joayr36poernTe JeKAPCTBEHH NPOIYKTH MOTAT A2 HAMAIAT HHCY JMHOBHTE HYK/IH:
Tlepopanuu XHIOTAHKEMU3IpanTy CpencTBa (IIXC), HHXAGHTOPH Ha
moHoamuHOOKcHzazata (MAOI), wecemexktmBEH Oera-Onokepn, HBHXMOUTOpH HaA

aHTHOTeH3MEKOHBepTHpamys ensuM (ACE-maxubHTOPH), CANMIMIIATH B aiKOX0.

CnegauTe JeKapcTBeHH NPOXYKTH MOTAaT XA YBeJIHIAT RHCYIHHOBHTE HYKAM:
THasuAy, TIIOKOKOPTHKOUNH, THPEOMIHE XOpMOHHM, OeTa-CHAMIAaTHKOMHMETHINH,

pacTexed XOpMOH ¥ HaHa30]L.

Be’ra—61101cepn’re MOraT Ja 3aMPpIliaT CHEMITOMHTC Ha XHIIOIJHMKSMEAd H IO 3a6aBaT

BBE3CTAHOBABAHCTO OT HEA.

OK’IPSOTHIL/JI&HPGOTH}I MOFaT KaxKro Ja IDOHHMXAT, Taka H Ha OOBHINAT HHCYHAHHOBHIC

HYXTH.
AJKOXONBT MOXKE A2 YCUNA H YABIDKH XUITOTIHKEMHI3HPAIOTO NeHCTBEE Ha HHCYIIHHA.
4.6. BpemeHHOCT A KbpMeHe

HsMa orpanpteHds N0 OTHOMIEHMe Ha HHCY/IHHOBATA Tepalds 1O BpeMe Ha OpEeMeHHOCT,
THif KaTO MHCYJIHHET HE IPEMUIHARA Npe3 IUIalieHTapHara fapuepa.

Kaxto XWmOTHHKEMHATa, TaKa M XUICPIIMKEMHSTa, KOHTO MOTaT X4 BBE3HUKHAT IpU
HAIAEHTH ¢ He3aJ0BOJHTEICH KOHTPON Ha nuabeTHaTa Tepalins, yBelH9aBaT pHCKA OT
ManbOpMAIIK ¥ CMBPT i1 ufero. 3aT0Ba ce NPenopEaBa 3achileH KOBTPOI Ha Iuabera Ipy

LIIAHAPAHETO Ha GPeMEHHOCT M IO BpeMe Ha GpeMeHHOCTTa.

HaMalsBart, a Ipe3 BTOpOTO H TPETOTO C€ NOBHIABAT.




Crnen paxiaHeTo WHCY/IHHOBHTE HY)XIM OBp30 Ce¢ BB3BDRIAT A0 HHBATa IIpEaHd

3abpeMenaBaHeTo.

K’BPMCHCT 0 110 BpeMe Ha HHCYIIHHORO JICIEHHE Ha MaiixaTa He € CBBD3aHO C HHKGKbB PHCK

3a AeTero. Moxxe ia ce HANOXH KOpHIHpaHe Ha fo3ara Ha Mukctapz.
4.7. E¢exru BHPXY cioco0HOCTTa 3a modmpane M patoTa ¢ MamuHy

B pesynTaT Ha XHIOTTHKEMET, cNOCOBHOCTTA Ha TIANHCHTA 34 KOHIEHTPANH H PCaKius]
MOe fAa ¢e BIOmH. ToBa HpeCTABNABA PHCK B CHTYAIlHH, IIPH KOHTO TE3H CIIOCOOHOCTH
.ca oT ocobeHo 3HaueHue (Harp. modrpaHe WIH paboTa ¢ MallluHH).

IManmenture TpgOBa Aa OBAAT MOCHBETBAHM Ja B3eMaT NPElMasHH MEpPKH 3a HpenoT-
BpardBaHe HA XMUOIAHKeMHS Ho BpeMe Ha modupare. Tosa € ocobero BaKHO 3a TE34 OT
TAX, KOMTO MMarT 4YeCTH XWIIOTNHKEMHH HJIM HamaneH mM JMICBAl Yycer 3a
mpefynpennTenHuTe Oenesd. Ilpu Takusa ciydau TpsOBa BHEMATeJHO Ja CE HPENEHH

HeoGX0EMOCTTa OT MOopHpane,
4.8. HesxelaHd jIeKAPCTBEHH PeaKIHH

Kaxro ¥ TpH JpyTHTE HHCYNHMHOBH NpPOAYKTH, XHNOIMIHKEMHATA € Hal-uecto
HACTHORBAIATA Hexenawa peakuwd. Ta Moxe fla HacTRIM aKO MHCYJIMHOBAT2 J03a €
NpeKalieHo BHCOKA CIPIMO HHCYNMHOBHTE HYXIH. B KAMHMIHM NpOYYBAaHHA W TpH
THPTOBCKA YIOTpeOa HecTOTaTa BapHpa B 32BACHMOCT OT HONyNAllysTa M OT PEXMMa Ha
rosmpase. 3atoBa e MOXe fAa Oble MpejCTaReHa cHenuduuHa wecrora. Texxara
XUIOTIHMKEMHAT MOXe Ja JOBelie 10 H3nazaie B Oe3ch3HaHHE WU TBPYOBE H MOXE Aa
IpeAH3BHKA BPEMEHHO WiH TPaiiHo yBpeKaHe Ha MO3hYHAaTa (YHKIHMA HIH AOPE CMBPT.

Tlo-moiy ca m30GpOEHH CIOPEN YECTOTaTa CH, HEKENAHHTE JIEKapCTBCHH PEaKNUH OT
KIHHHAYHE TpOydYBapmsd, CICTeHH 3a CBHp3aHH ¢ Mukrcrapa. Yecrorara e neduanpana,
kakto cuepsa: Hewectn (>1/1 000, <1/100). Msonupamute CIIOHT2HHH CIy9aH ca

OIIpefICNICHH KATO MHOTO PEAKH C YeCTOTa <1/10 G00.

Hapymenus Ha EMyHHATA CHCTEMA

Heuectu — Vpraxapus, o0pas




Meporo pexxi — AFapHIAKTHYIHY peaKIHHa

CuMOTOMHTE Ha CHCTEMH2 CBPBXYYBCTBHTEIHOCT MOYaT A BKIIOYBAT reHEpaNH3HpaH
KOXkeH 00puB, CBHplex, IOTeHe, racTPOMHTECTHHAIHE HADYINCHHS, aHTHOHEBPOTHUCH
€HcM, TPYAHOCTH HpPH JWINaEe, CBpHeOHeHe, IOHIDKEHO KpBBHO HAIATaHE H
npunolmasane/  3aryba < Ha  cB3HaHMe.  |'eHepanm3MpaHMTE ~— peakuEM = Ha

CBPBXIYBCTBHTCITHOCT €4 HOTCHIHAIHO XKHBOTO3aCTpAIIABAINH.

Hapymenns na HepBHATa CHCTeMa
Beuectn — nepudepna nesponarys
brp3oro nopofpeniie Ha KPBBHO-3aXapHHs KOHTPON MOXE Ja HOBENE N0 ChCTOSHHAE

HapeueHo “ocTpa GonesHeHa HEBPONATHS  , KOSTO 00UYAHO € IpexoHo.

Ounn HapymIeHus
Msaoro penxn — Pedpaximorsn anoManuu
IIpr 3amo4yBaHeTO Ha MHCYIUHOBA TepauMs MOI4T J2 BE3HHKHAT pedpaknHoOHHM

apoManud. OOMKHOBEHO TE3H CHMITTOMHE C2 C MIPEXOEH XapaKTep.

Heugectu — Muaberna pernaonarmaa

JipnroTpaiino HOAOOpEHHS TIIIMKEMHYEH KOHTPOI HAMQIfBa pPHCKA OT IpPOIrpecHs Ha
maabeTnara peTuHonaTd. He3asucuMo oT TOBa, MHTCH3H(HIHPAHETO HA HHCYIHBOROTO
nedenue ¢ 05p30 NOROOPEHHE Ha TIMKEMHMYHEA KOHTPOI MOXe Ja JOBEHe KO BPEMEHHO

BIIOMIABaHE HA AuabeTHATA PETHHONIATHA.

Hapymenus Ha K0kaTa H NOAKOXKHATA THKaH
Heuectr - Jlunoauctpodus
JImmomucrpoda MOXe JAa BB3HMKHE Ha MsCTOTO Ha HIDKCKTHpane B CIEJCTBHE Ha

HepeAyBaHe Ha MSCTOTO Ha HEXEKTHpaHe B RaneHa 001act.

O6mu HapymeHAn B TAXHBA CBHP3aHN ¢ MSICTOTO HA HIDKEKTHpaHe
Heuectr — Peakuus Ha MICTOTO HA HIDKEKTHDAHE

Peaxumii Ha M#CTOTO Ha HHIKEGKTHpaHe (3auepBsiBaHe, NoAyBaHe, chpbex, Ooika




negeHue. Te3n peaknuy 0OHKHOBEeHO ca IIpeXoaHH K II0 IIPpaBHIO H3YC3BaT IIpH
HpOoRRAKABANC HA JICUCHHETO.

HeuyecTi — 0TOK

) HPH 3anovuBaHe Ha HHCYIHHOBaTa TEpanyus MOXE Ja BR3HHKHE CHCEM. Tesnm cumnToMu

00HKHOBEHO €a C HPEXOACH Xapakrep.

4.9. Iipeaoznpane
Tlpy wACYNMHHA € TPy[AHO N2 ce AeduHHpa NPeAo3HpaHe. XHUIOrMMKEeMHATa IPOrPecHpa B

cieanuTe dasu:

e Jlexa XHMIIOTHKEMHES CE€ IIPeofONsIBa C IepopalleH IpHeM Ha IIFOK03a HIIH XpaHH,
chABpXKamy 3axap. ETo 3amo mmaberwxsT BAHArH TpsabBa Ha HOCH chke cebe cH

3axap Ha OYUKH, CIafKd, ONCKBUTH M IHOLOB COK ChC 3axap.

o Texxa XHIOITHKEMHS, HPH KOSTO IaHUEHTELT € B %iescLSHafme, MOXe Fa ce
JIEKYBa, KaTo ce HAUPaBy MOZKOXKHA MM MyCKyNHa HHXeKIHA ¢ rmokarod (0.5 - 1
mg) or o0ydueHo jMIe, WIKH BEHO3HO Ja CE IPHIONKH TIIOK03a OT MEHHIUHCKH
cmepEamicT. VIHTpaBeHO3HOTO NPHIOXEHHE Ha IIIOK03a € HeOOXOMMMO CBIIO M
ako Ao 10-15 MUH. manpesTHT He peardpa Ha HHKEKITHATA ¢ [IIOKaroH.

Cren kaTo Nal#eHThT ce BBPHE B Ch3HaHHUe, TpAdpa fa My ce Janar BBIIIEXHAPATH

IIpe3 yCTaTa, 3a Aa ce MPeXOTBPATH IIOBTOPHA XUIFOTIIHKEMUSL.
5. dapMakoJormyBHH JaHHH

5.1. @apmaKkoguHaMAIHHE CBOHCTBA

dapmaxorepamepTryHa rpyna.VHCYIHEH H aHAloO3H, ¢ MHTEPMENHEPHO XNEHCTBHE
xoMOuHMpaHH ¢ 6bp3oaeticTamy, mucyaud (dopemkn). ATC xox: A10A DOI.
[ToHMXABAMOTO KPBBHATA 3aXap NeHCTBHE Ha MHCynmHa ce ABDKH HA YJIECHEHOTO
HaBIH3aHe Ha TIOKO3aTa B MYCKYJIHHTC ¥ MacTHHTIE KICTKH CHefl CBBP3BaHETO My ©
HHCYJIMHOBUTE pelUenTOpH B Te3d KAGTKM MW  €AHOBPEMEHHOTO IIONTHCKAHE

0CcBODOKIABAHETO HA IIIFOKO3a OT YepHHA Apof.

Muxcrap/ ¢ Apydazes MHCYIMH.




Hauanoto My Ha gelicTBHE € B paMKHTe Ha ¥ gac , JocTHra MakcuManeH edext 2-8 Jaca, a

HPOIBIKATENHOCTTa Ha AeficTBre ¢ o 24 Jaca.
5.2. PapMaKOKHHETHYHH CBOlicTBA

B kprBHara HEPKYJAUS HHCYIMHET HMa BpeMe Ha TONYXHBOT CaM0 HIKOIKO MHMHYTH.
CregoBatenHo NpodHIeT HA [JeliCTBHE HA HHCYJHHOBHA HPENapar €€ ONpEHeid

EIHHCTREHO OT a0cOopOIMOHHATE MY XapaKTepHCTHKA.

Tozd Ipollec ce HOBIMABA OT HIKOH (BaKTOpH (Hanp. f03a Ha HHCY/IMHA, HA9HH H MACTO Ha
WECKeKTHpaHe, fefennHa Ha Ciios NMOAKOXKHA MAcTHa ThKaH, TEnI nmaler). 3atoBa ce
HaOJEOHABAT 3HAYMTENHM pa3jinudsi BB (apMaKOKHHETHKATa KakTO MEXAY OTACHHHTE

TanmyeHTH, TaKa i IIpH €AHH H ChIUH HalFCHT.

Abcoponusa
ABcopbnyoHEAAT My HpO(MI e pesynTaT OT CMECBAHETO Ha HHCYMMHH ¢ OBp3a ¥ ¢
yappKeHa abcopbius. MaxkcaManHata IasMeRa KORLEHTpalus Ha Mukcrapy ce focTara

B pamguTe Ha 1.5 —2.5 9aca ce IOAKOXKHO IPHIIOXCHHE.

Paznpepenenne
He ce HaGMOmaBa 3SHATMTENHO CBBP3BAHE C IUIA3MEHH NPOTEHHH, C H3KIIOYCHHE Ha

HEPKYJIEpALTY HHCYIHHOBH aHTHTeNa (aKO ca HAIMIHH).

MeTta6ost3 LM

VeTanoReHO €, Ye YOBEIKMAT HMHCYIHH C€.pasTpaxia OT HMHCYIHHOBA IIpOTEasa HIH
VIHCYNWH-DA3TPOKEAINA €H3HMH H; BEPOSTHO OT; IPOTEHH MucCynduy H30Mepasa.
TlpepmonaraeMy ca HAKOJIKO MecTa Ha pasnenBade (XHApoONH3a) B MONeKylara Ha
QOREINKKS MHCYIHH; HATO €AHA 0T o0pasyBanHTe clefi paslenBaHeTo MeTaboIHTH He ©

AKTHBCH.

Ennvuaaupane
TepMUHATHEAT TEPHOR Ha IIONYXKHBOT CE ONpefielil OT CKOpOCTIa Ha

- OOAKOXHAaTa ThKaH. CJIG,E{OBaTBJIHO, TEPMHHANHHAT HONXYXHBOT (tl2 € Io-C




abcopbnusTa, OTKOIKOTO 34 CIHEMUHHPAHETO per Se Ha HHCYNMHHa OT Ina3Mara (fy Ha
HHCY/IMHA B KDEBOOOPBIIEHHETO € HAKOIKO MHHYTH). M3cnepanusaTa ca yCTANOBYNN, Ue

ty, e npubmusuTenHo 5-10 vaca,

5.3. IlpeAxIAMAIHA JRHHH 32 6€30NAaCHOCT
lpepxnuapunuTe AaHHH HE IOKa3BaT cHeMU(HYEH PHCK IpH X0OpaTa BE3 OCHOBA Ha
H3cHeHBaHuA 3a (papMaxolormdsa 0e30NacHOCT, TOKCHYHOCT Clel MHOTOKPaTHO

IIPHNOXCHHE, TCHOTOKCHIHOCT, KaHIECPOreHCH MOTCHIHAI, PEIEIPOAYKTHBHA TOKCHYHOCT.

6. DapManeBTHYHE JAAHHA

6.1. Cuchbk Ha HOMOINHITE BemecTBa

Zinc chloride

Glycerol

Metacresol

Phenol

Disodium phosphate dihydrate

Sodium hydroxide u/mnum hydrochloric acid (32 Harnacane Ha pH)
Protamine sulphate

Water for injections

6.2. Pr3uK0-XEMHIHH HeChBMECTHMOCTH

WrcynuuoBATe CYCIEHCHH He TpsaGBa fa ce fobaBaT KbM MH(Y3HOHEM Pa3TBOPH.

6.3. Cpox Ha rogHoCT
30 mecena.

Crien I15pBO OTBapsAHE: 6 CEIMUIIH.

6.4, Cnenyajiny yeI0BHS HA CHXpaHeHHe
Ta ce cxxparasar B xnaguiHuk (2°C mo 8°C).
Ha He ce 3aMpassaBa.

I[a Ce ChXpaHdBa B ODHIHHATHATA OIIaKOBKa, 34 Ja ¢€ IIPSAliasH OT CBETINHA.

[Ipu ynotpeba: He chXpaHABakTe B XnanunHKK. [a He ce cbxpapssa HaQ 30°

I[a Cce a3y OT CHJIHA TOIUIHHA H CBCTHHHA.




6.5. lannu 3a onaKoBKaTa

Crexnen marpor (T 1) ¢ GpomoOyTmsioRa ryMmeHa 3amyimanka u OpomoOyTHi/
HOJIHH30YIpeHOBa I'YMeHa Kaniauka. 1IaTpoHbT CBABPIXA CTEKIEHO TOMIe 32 YIeCHABaHe Ha
pecycHeHAUPaHeTo.

Tonemuna Ha omakoBkara: 1, 5 u 10 marpora mo 3 ml.

He BcHyxH OITAKOBKH MOTaT Aa OBJAT HAJMYHY Ha TTa3apa.

6.6. llpenopsKH NpH YHOTpeda
TlatponuTe TpsiGBa Aa OBJAT H3MON3BAHH CaMO B KOMOMHALHMA ¢ NPOMYKTH, KOHTO Ca
CBBMECTHMH C TAX M ITO3BOJIIBAT HA MATPOHA Ja QyAKU#OHHpa 6e301acH0 H e)eKTHBHO.

Muxcrapz [Tendun e 3a muMBHAyanHa yHorpeba. Ja He ce DpiHM OTHOBO.

MHCYIHMHOBH MPOAYKTH, KOUTO ca OMin 3aMpassBaHy, He TpsOBa Ja ce H3I0H3BAT.
ViHCYNHHOBH CYCICHCHE He TPSOBa A2 ce M3ION3BAT, aKO He Ca PaBHOMEPHO 0l ¥ METHH

CICH pecycCiIeHIupatc.

7. AMe 41 2Apec HA NpUTEXRATENd HA Pa3pemeHHeTo 3a yuoTpeba
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsvaerd

Hanus

8. Perncrpamuonen Ne B Perucrspa mo wi. 28 ot 3JIAXM
20000115
9, JlaTa Ha OBPBEO pa3spemaBaHe 3a ynorpeda Ha JieKapcTBeHHA NPOAYKT

05.06.2000 .

10. Tata ma (JacTH9HA) AaKTYaNN3aHA Ha TEKCTA




