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KPATKA XAPAKTEPUCTMKA HA NPOAYKTE
1. HAVMMEHOBAHVE HA JIEKAPCTBEHMS MPOAYKT

Insuman Basal 100 IU/ml suspension for injection in a cartridge
WNucymar Bazan 100 IU/mi nixekumnonna CyCri€HCHUS! B NaTpoH
Human insulin

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Insuman Basal e uzochaH-uHcynMHoBa cycneHows,

Insuman Basal~1 ml cbgepxa 100 IU oT axTueHaTa cyGeraHums YOBEeIKW MHCynuH. Bcexkn
MatpoH cbAbpxa@ 3 ml, exkeuBasieHTHN Ha 300 IU uHcynmH. EpMa TU (MexayHaponHa eguHULa)
otroaps Ha 0.035 mg aHxmapupaH YoBEWKW MHCYNUH, YoBELIKMS WHCYNMH B WHcymaH Basan ce
Npoussesx/a no pexombuHarTHa [JHK TexHonorvs uanonssaua wamose K12 Ha Escherichia coli,
3a NoMoLHUTE BEUIECTBE, BXK TOUKa 6.1..

3. JIEKAPCTBEHA ®OPMA
WHXeKUMoHHa cycneHcus

4. KJIMHWNYHU BAHHWM

4.1 TepaneBTU4HM NOKazaHWs
3axapen guabet, KoraTo e HeoGXoAVMO NeUeHUe C MHCYIUH.

4.2 [l03MpoOBKa ¥ HGUMH Ha NPUSIOKERNE

XenaHute HMBa Ha KpBBHA 3aXap, WHCYNMHOBUTE NEKapCTBEHM NPOSYKTM KOWTO We ce
MBMOA3BAT, U 4O3ATa Ha UHCYNMH (RO3UTE 1 BPEMEBMTE MMTEpBank) Tpsibea Aa ce onpenensT
MHAVBUAYaNHO ¥ Ja Ce afanTvpaT 3a Aa OTrosapsT Ha Averara, (usnueckata aKTMBHOCT,
Ha4MHa Ha XMBOT Ha MauWeHTa.

[HEBHNM 103U U MHTEPBaNM Ha NpuiaraHe

HsMa pukcupary npaBunia 3a [O3MPaHETO Ha MHCYAWH. CpefiHUTEe MHCYNIMHOBY HyXaM, 0Baue
uecTo ca 0.5 go 1.0 LU. Ha kunorpam TenecHo Terno gHesHo. OcHoBHUTE MeTabOMMTHI HyXau
ca 40% ao 60% ot oBLUMTE GHEBHU HYXKAM.

Insuman Basal ce wrpkekTMpa NOAKOXHO 45 A0 60 MUHYTW Npeay XpaHeHe.

lipeMunaraHe ka Insuman Basal:
Tlp1 NpexebpISHE Ha NaUMEHTU OT €AWH MHCYIMHOB NIEKAPCTBEH MPoAYKT Ha APYyr, MoXe fa Ce
HanoXm perynupaHe Ha Ao3ata. Tosa BaXM, HanpuMep, Npy NpeM1HaBaHe oT:

“KUBOTUHCKM MHCYNNH (0COBEHO rOBEXAN UHCYIMH) Ha YOBELKMA UHCYAMH,

-EavH YOBEIUKM MHCYAMH Ha APy,

-PexaiM caMo ¢ 0BMKHOBEH WHCYIMH Ha Takbs € No-AbAro AcHcTRaLy WHCYTIMH,
HeobxoaumoctTa ga ce peryavpa (Hanp. Hamanm) fosata MOXKe Aa CTaHe o4eBMaHa BegHara
CIEA NPEXBbPIAHETO. ANTEPHATMBHO, TA MOXE Aa Ce NposiBY MOCTENEHO B NPOALMKEHME Ha
HAKONKO cenMmLu.

Creq npeMMHaBaHe OT KUBOTMHCKM Ha YOBELIKM MHCYAWH, HaManaBaHe Ha [03aTta MoXe Aa ce
Hanoxu ocobeHo NpW NMauMeHTH, KOMTO; o
- ca 6unm nNpeamn ToBa KOHTPOJMPaHW Ha [BOCTa HUCKM HUBA Ha FHIoKo3a. P s Ti" R




- €& CTeHASHUMs 33 XUNOrnMKeMus,
- NPeay T0Ba €a Ce HyXJaenu OT BWCOKM A03M MHCYSIMH nopagy HanuyaueTo Ha
HMHCYRMHOBKM aHTUTENa.

o BpeMe Ha NpeMWHaBaHETO U B MBbPBUTE CeAMULM Tlled Hero, & HeobxoamMa nporpaMa Ha
0CoBeHO YecTo MeTaboAUTHO npocnegasade. Tpu nMauMeHTU HyXAaellw ce OT BUCOKA no3n
MHCYNUH Mopagu HaluumMeTo Ha WHCYIMHOBM aHtTuTena, TpAbEa Aa ce ofMMChM BBpOCca 3a
MpeMUHaBaHe OT BWA HAa BWA noj MeauUMHCKO HabnmioaeHue B 6onnuyba M nopobHa
obcraHoBka.

BTopuyHo perynmnpase Ha fosaTa
IogobpeHuaT metaBonureH KoHTpon Moxe Aa AoBefe [0 MoBUILIEHA YYBCTBUTENMOCT KbM
VHCYNIMH, KOETO BOAW /10 HAMANEHW MHCYAMHOBW HyXW. Perymnvpade Ha flosata Moxe aa ce
HanoXxM, HanpuMep axko:

— TErNoTO Ha fauMeHTa ce npoMeHy.

—  HaYMHBT Ha KUBOT HA MaUMEHTa C& MPOMEHN.

— BB3HMKHAT  Apyru  ofcTosTencrea, KouTO MoraT pga YRECHAT  oBMWileHa

HYBCTBUTENHOCT KbM XWFIO- WM XMNEPriMKeMus (BX CEKLs) 4.4},

Ynorpeba npy cniupuunm Fpyny nauueHTit
Mpn nauneHT™ ¢ YepHOAPoBHO UK GuEpeuHo YBPEX/ABHE, KaKTO W NP No-BB3PaCcTHU, HyxauTe
OT MHCYTMH MoraT fia 6eaat HaManeHu (B cekuus 4.4).

HaumH Ba npunoxerne

Insuman Basal cartridge (natpoH) e npeaHasHaueH 3a ynotpeba ¢ MHCYNMHOBU MMCANKW oT
cepusTa OptiPen,

Insuman Basal ce npunara foaxoxHo, Insuman Basal Hukora He TPAbBa Aa ce WHXeKTUpa
WUHTPaBEHO3HO.

AbcopbumMATa Ha WMHCYAMH, W OTTYK eEKTET Ha CHWKABAHE Ha KpbBHaTa 3axap Morat fa ce
Pa3N4aBaT B 3aBUCMMOCT OT MACTOTO Ha MHXEKTMpaHe (Hanp. KOpeMHa CreHa B CpaBHeHue ¢
Geapo). Mecrata Ha uHxeKTUpaHe B paMknTe Ha €gHa UHXEKUMOHHE obnacT, obaue, Tpabea ga
Ce CMEHAT OT egrHa MHXeKUMs Ha cneasalara.

3a noseye NoapobHOCTH 3a paboTara B CeKLms 6.6,

CMmecBaHe Ha BMBOBE MHCY/IMH

Insuman Basal Moxe Az ce cMecBa ¢ BCUYKM YOBEWKM MHCYNMHKW Ha Aventis Pharma, Ho He 1 ¢
TE3u, NpeaHasHayeHn CreUMasnto 3a NpUNoXeHue ¢ MHCYNMHOBA NoMAu, Chllo Taka, He TpsbBa
Aa Ce CMECBA C WHCY/IMHN OT XMBOTMHCKW MPOU3XO0J] WM UHCYIMHOBM aHa/I03M.

4.3 TpoTHEONOKazaHNsa

CBPBXUYBCTBUTESHOCT KbM EKTWBHOTO BEWECTBO WM KbM KOSTO W Aa e oT cecraskuTe (B
cekuns 6.1).

Insuman Basal He TpsfBa ga ce npunara WHTPABEHO3HO M B MHMDYIMOHHM MOMAM UM BLHWIHK
VAN MMIAGHTUPEHW MHCYTIMHOBM MOMIHA.

4.4 CneumanHy npenynpexpeHms u peanasHN MEPKN ApK ynoTpeba

NaumeHTh, CBPBXYYBCTBUTENHM KbM Insuman Basal, 3a kouto nuncea no-goBpe noHocUM
nexapcteeH npoaykt TpabBa Aa MpoAbKaT NEeuYeHMETo caMo nog CTPoro  MeAWUMHCKO
HabniofeHme 1 koraTo e Heo6XoaMMo, B KOMGMHALMS C AHTW-aNePruyHo nevexne,

Mpu natmenTy, anepruHn KoM XUBOTUHCKM WHCYNIMH Ce MPernopbysa MHTPaaepManeH KoeH
TECT Npeav npemuHaBaHeTo Ha Insuman Basal, Tbil KaTo MOXE Aa BL3HWUKHET UMYHONOMUHO-
KpbeTocaHt peaiiiiu,

Mpy natmerTu ¢ 6vBpeuno YBPEXAHE, HYXAWTE OT WHCYMMH MoraT aa Gbpar HaManeHu, B
Pe3ynTaT Ha HaManeHus MeTabonmsbM  Ha  MHcynuHa, Y Mo-Bb3pacTHi1, NPOrPECMBHOTO
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otcnabeaHe Ha GubBpeyrara dyHkuMA MoXe fa AoBede 40 CTabwiHO HaMmarnsiBaHe Ha
MHCY/IMHOBKTE HYXAM.

flpy naumeHT c Texko vepHoApoSHO YBREXAAHE, HYXAUTE OT WHCYMH MoraT ga Gbaar
HaManeHu, B pesynvaT Ha HaManeH KanauuTeT 3a rMIoKOHEOreHE3a W HaManeH MeTabonusbM Ha
UHCYNMHE.

B wwyvyan Ma HegocTatbueH  rlokoseH KOHTpON WMNU  TEHAGHUMA KbM  XMNep- win
XUMOTTMKEMUYHN eNU30aK, TPsAbBa fHa ce oBChAW CNasBaHeTo Ha NpeanucaHns pexuM oT
MNalMEeHTa, WMHXEKUMOHHUTE MEeCTa, MpaBuNHaTa UHKEKLMOHHE TEXHUKE M BCOMYKM CBBLP32HK
(pakTopu npeavt fa ce Beme npef Bug ApOMAHa Ha ao3aTa.

Xunornukemns .
XMnornvkeMm1s MoXe /1 Bh3HMKHE aKo ao3ata MHCYIMH & NPEKaneHo BUCoKa CripaMo HYXAaTa oT
WHCYANH,

Tpssba fa ce oBbpHe CrEUManHo BHUMAHME 1 Aa ce Nposexaa WHTEH3UBHO NpochenssaHe HMa
KPBBHAT rMHoK03a MPU MaUMEHTH, Y KOUTO XUMOMIMKEMUYHUTE enn3oan Morar pa Gbhat or
OCOBEHO KIMHWYHO 3HaUeHMe, KaTo HanpuMep nauMeHTW CbC 3HauMTeNnHa CTeHo3a Ha
KOpOHapHUTE apTeput UM CbAOBETE Ha MOIbKa (PUCK OT ChPASYHI AW MOZBUHM YCroMHes Ha
XUMOTAIMKEMUSIT), ChIO M NaUMEHTU C NponupepaTBHa peTvHonaTna, ocobeHo Henexysany ©
thorokoarynaums (puUck oT npexoaHa aMaBpo3a Nopagu XUnornmkemms),

MalmeHTuTe Tpsbea A2 ca 3ano3HaTM ¢ 0OCTOATENCTBATE, NPYU KOMTO NpenyrpesuTentuTe
CUMITOMM - Ha  XUNorvKeMusaTa ca cnaBo uspasemun. [peaynpeaurenHure CUMITTOMM  Ha
XMIOrMKeMus MoraT Aa 6baaT nmpomeHeHu, aa ca no-cnabo nogvepTaHy, WM aa NMrceaT npu
ONPeAsneHn PUCKOBU rpyru. Te BKMIOYBaT NaumneHTy:

— YMIATO KOKTPON Ha KpbBHATA 3axap ce e noaobpun nopuepTano,

— PN KOUTO XMNOTMUKEMUSITA Ce PasBMBA NOCTENEHHO,

— B HanpeaMana BL3pacT,

— KOraTo € Hanvile aBTOHOMHa HeBpOonaTys,

— C AbfrorofiviieH auaber, )

— CTpagaum oT ncMxMaTpudHo 3abonsisaHe,

— noy4asalll 4HOBPEMEHHO JieHeHVE C HAKOM APYTi JIeKapCTBa (BX cekums 4.5).
Nogo6HW CBCTOSHMSI MOraT A3 AOBEJaT [0 TeXKa XUMOMIMKEMUS (c Bb3MOXHa 3aryba Ha
Cb3HaHWe), KOATO C& AbIDKM Ha HEYYBCTBUTENHOCTTA Ha NALMEHTUTE KbM XUROrAMKEMUSA,

Ako 6bpaT oTGensizaHM CHWKEHW CTOMHOCTM Ha Fivkupan xemornofuH, Tpstsa fa ce uMa
MPeAsua Bb3MOXHOCTTA 33 MOBTapAluM Ce, HepasnosHaTH, ocobeHo HOWHW enu3caM Ha
Xurornukemus,

Fpuabp#@HeTo Ha NauneHTa KbM JO30BMS U AMETUUHNS PEXMM, NPABUAHOTO NPUROKEHWE Ha
WHCYMMHE 1 YYBCTBUTESIHOCTTE KbM  XUMOTAIMKEMUYHUTE CAMATOMM  Ca CbLIECTBEHY 33
HaMaNABaHETO Ha puCKa OT XUMOFAMKeMns. aKropuTe, YBENMMuaBawm MOAATMBOCTTa KbM
XMNOFMKEMNST UBUCKBET OCOBEHO CTPUMKTHO NPOCNENsIBaHE M MOTAT A3 HanoKaT perynupaHe Ha
Aoczata. Te BrAOYBAT!

—  MPOMSHa Ha MHXEKLIMOHHOTO MSCTO,
nojioGpeHa HyBCTBUTENHOCT KbM MHCYNMH, Hanp. 4pes ripemaxsaHe Ha CTPecoBuTe
akropy,

FIAINCa Ha HABULM, YBEMUNEHO UMW YABIKEHO (DUUUECKO HaToBapBaHe,
—  MHTEpKYpeHTHW 3abonsasaqus (Hanp. nospoluake, aviapus),
—  HeACCTaTbYeH MPUEM Ha XpaHa,
— TponyckaHe Ha XpaHeHws,
—  KOHCYMaUWs Ha ankoxos,
—  HAKOW HEKOMMEHCUPaHN €HAOKPUHHW HapyliteHus (Hanp. NPy XUNOTPEOMANILM 1 rpu
npeaHa XunousapHa WM afpeHoKOpTUKaNHa HEeAOCTaTBYHOCT),
—  ©AROBPEMEHHO JIEYEHUE C HAKOW APYrY NEKapCTBEHW NPOLYKTH.

WuTepkypenTtan 3aGonsisanus
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WnTepkypenTHuTe 3abonsisaHns Hanarat No-MHTEH3WBHO METaGoNUTHO MpocreasBaHe. B MHOTO
Criy4au Ca MokasaHy U3CNeIBaHMA Ha YpYHaTa 3a KETOHHM TeNa, 1 YECTO Ce Halara KOpeKUWS Ha
A03aTa MHCY/IMH, HeCTO WHCYNMHOBUTE HYXAM Ca NOBUWEHU. BbriexmppatHus BHoc TpsbBa Aa
CE NoAABDa NpK HalMeHTV ¢ AMabeT Tun 1, Jopy ako NauMeHTUTe NpUEMaT CbBCEM ManKo Wik
HE MPUEMAT HUKBKBa XpaHa, Wiy MOBPBILAT M T.H., KaTo MHCYNMHBLT He 61Ba [a ce Mponycka
HaMb/IHO.

4.5 BzauMopeicTBME C pApyrm niekapcTBa M Apyrn thopmu  Ha
B3aMmMmogeicTene

Fonsm 6polt cyBCTaHLmMm NOBAMSBAT FNIOKO3HWSt METAGOAMSbM M MOFAT /13 HaNOXAT perynupane
Ha [o3ara.

CybcTaHumm, kouto MoraT Aa YCWUST MOHMKEsaliis KpbBHaTa saxap edekT U fa yeenmuat
MOAST/IMBOCTTa KbM XWMOFNIMKEMUS  BKIOYBAT NepopanHM npotueoavateTHM cpepcrsa; ACE
uHXMoUTOpY;  Avsorvpamua; duBpatw; dnyoxcetnH; MAO UHXMOUTOPK;  MEHTOKCUUNMH
NPONOKCUDER; canUUMAETI WU CyNndOHaMUAHN aHTMEMOTILIA,

CybcTanumm, kouTo MoraT Aa HaMansiT NoHKaBaluus KpbBHaTa 3axap ehekT BKmoYBaT
KODTUKOCTEPOWAW; [aHason; AWasOKCWA; AWYPETWLM; [AIOKAroH; WBOHWA3WA; ecTporeHn W
nporecToreHy; heHOTUasUHOBM AEepUBATY; COMaTPOTIMH; CUMMNATUKOMUMETUUMI areHTu (Hanp.
enHedpuH/anperanuH/, canbyTamon, TepbyTamH) 1 TUPOUAHK XOPMOHM.

Beta-6rokepy, KnoHMAWH, IMTUEBM COMM 1 aNKOXOR MOraT MM ga NOTEHLMPET, UMK Ja OTCabsaT
MOHKABALUMA KpbBHATa 3aXap edekT Ha uHoynuHa., TleHTammMauH MOXE fAa NpegusBuka
XUNOTAMKEMUS, KOATO MoHsikora MoXke Ja Gbae nocnessana OT XuneprivKkeMus,

Moa Bb3neACTBMETO Ha CUMMATUKOIMTUYHM NEKapCTBa KaTo Hanp. Geta-bnokepy, KNoOHWAWH,
FBaHETUAMH U PE3EPNMH, NpUSHALMTE Ha afpeHepriyHa KOHTpaperynauMst moraT aa Gbgar
peayumpaHu WaK fa AWMCBaT,

4.6 YnoTpeba no BpemMe Ha BPEMEHHOCT ¥ KbPMEHE

HaMa HaTpynaH kiMHWYeH onuT C ynotpebata Ha Insuman Basal npu GpeMeHHN KkeHw.
WHCY/MHBT He npeMuHaBa ninaueHTapHata Gapuepa.

ChlecTBeHO 3a NaUMEHTUTE CbC ChLUECTBYBALY WM FeCTAUMOHER AvabeT e a NOAAbPXKAT [o6bp
MeTabonnTeH KOHTpONn npes uanaTta GpemeHHocr. Tl0 BpemMe Ha Mbpsus TpUMeCTbp OT
BpeMeHHOCTTa HYXKAWTE OT MHCYNIMK CIakaT, U Ce NOBUILABAT Npes BTOpUS W TpeTua TPUMECTHD.
HenocpeAcTBeHO crief) panaaHe, UHCYIMHOBUTE HYXAW CNagaT psisko (MOBULIEHA ONacHOCT OF
XUNOFAMKEMWS). ChILECTBEHO € BHYMATE/IHOTO NPOCEAsBaHEe Ha rIOKO3HMS KOHTPOS,

Mpy KbpMEWM xeHn HAMa orpaHudeHus B ynotpebata Ha Insuman Basal. Moxe fa ce Hanoxy
KOPeKUMst B 403aTa Ha MHCY/IMH W AVETa NPy KbPMELLW KEHN.

4.7 BnnsHue BBPXY CNOCO6GHOCTTa 3a WOhUPaHE M ynpaBnsiBaHE Ha MalUuNHN

BCrieacTsve XMMormmkeM1s vam XUNeprnukeMms, criocoBHOCTTa Ha FauMeHTUTE 3@ KOHLSHTPaLMS
¥ pearpaHe MoXe Aa Ob/ie HapylweHa unK HanpuMep B PEsyITTaT Ha 3pUTenHo yBpexaaHe. Toaa
MOXe fa NPeAcTaBnABa ONacHOCT B CUTYaLMKW, KOTaTo TE3W CTIOCOGHOCTM ca OT ocobeHa BaHOCT
(Harp. wodupaHe u paboTa ¢ MalvHK),

MNauneHTHTE Tpsibea ga 6bAaT CbBETBAHM fa B3EMaT MEpPKW 3a M3GSrBaHe Ha XWMNOrAMKEMUS HO
BpeMe Ha wWopupaHe, Tosa € 0coBEHO BaXHO MPW TE3M, KOUTO Ca € HapyLieH MW AuAcsaLy YCeT
3a NpefynpeauTenHy NpUMaHaLUM 33 XUIMOFNMKEMMS, MAK MMaT YECTH ent30qy Ha XUIoriuKeMus.
B Takvea ciyyau Tpabea aa ce 06ChAM AOKOMKO € MPEeropLYUTENHo Aa ce Wwodmupa.




4.8 HeXxenaHW JieKapCTBEHU peaKLuK

Xunornukemms

IMo MpuHUMN XunornukeMusTa, Halt-YecTaTa Hexenaqa peaKuus Ha MHCYNMHOBaTa Tepanusi Moxe
A8 Bb3HWKHE 8KO [033aTa VHCYNWH € MpPeKafieHO BMCOKa B CpasHeEHUE C HYMAWUTE OT VUHCYNWH.
TeXKTE XMRAOrAMKEMUYHM araky, ocobero ako ce NosTapsaT MoraTt 43 AOBEAAT A0 HEBRONOMMYHO
yBpexaHe. [IpoAbMmXUTENHNY WM TEXKMA  XUMOITIMKEMUYHM enM3cH Moratr ga  Gbgar
HBOTO3aCTpaIABaLIA.

flp MHOrO MAUWMEHTM MpU3HAUMTE WU CUMITTOMWTE Ha XUMOrNWKEMUATA Ce Mpeaxoxaar ofF
Npri3Hauu Ha agpeHeprvHa KoHTpaperynaums. TIo NpUHLMN KONKOTO NOHVDKEHMETO Ha KpbBHaTa
3axap e no-rofsaMo W no-6bp3o, TONKOBa MO-M3pa3eH e (heHoMeHBT Ha KOHTpaperynauma n
CAMNTOMITE M.

3pUTENHY CMVILEHIS

3HaunTenHa NpoMsHa B IMMKEMWYHMS KOHTDON OBNafsBAHETO Ha MNMKEMWSTa MOXEe aa
NpeAnsBuka BPEMEHHO BROLIABaHe Ha 3PEHMETO Nopajan BpeMeHHa NPoMaHa B Typropa, u OTTYK
Ha WHASKCE Ha pedpakiua Ha fellarta.

[bnroTpaiiio rofoBpeHr s FIMKEMUYEH KOHTPON HaManssa PUCKa OT MporpecKs Ha aMaberHaTa
peTHonaths. Obaue WHTEH3MBHATE MHCYNMHOBA Tepanus WM prsKaTa HopManusaums Ha
FTMKEMUSITE MOXE A3 MPeAM3BUKA BPEMEHHO BNCIABAHE Ha AWaBETHaTa pPETMHORATMA. Mpu
MaLWEHTH C NPoONMEepaTMBHa pPeTUHONaTUS, OCOBEHO aKo MocneaHaTa He e Guna Tpe™MpaHa ¢
N1a3ep, TEMKUTE NPUCTBIM Ha XUMNOFTMKEMIS MOraT Aa NPeauaBuKaT aMaBpo3a.

Jiwnoauctpodms

Kakto npu BcAka MHCynMHOBa Tepanus AMMoaUCTpOMKMST MOXE Aa Bb3HMKHE Ha MSCTOTO Ha
WHXeKTUpare W fa 3abaBu noxanHata aBcopbuus Ha WHCYMWH. HenpexscHarata cMsHa Ha
MACTOTO Ha MHXeKTupaHe B paMKuTe Ha fafeHa ofiacT MoXe Ja NOMOrHe 33 HaMansiBaHe Wim
NPEAOTBRATABAHE Ha TE3U peaKLmn.

MHXEKIIMOHHO MACTO ¢ peakily HE CBPLXYYBCTBHUTEITHOCT

B pemkv cnyuau Ha MACTOTO Ha MHXEKTMPEHE MOFaT fa BL3HMKHAT JEKM peakuun. Takuea
peaxrumu BnioyBsar saqvepssBaHe, Gonka, cbpbex, MpaByJKaHe, NoaysaHe WM Bb3nanexme. Haii-
HE3HAUUTENIHUTE PEAKLIMM KbM WHCYSIMHUTE HA MHMXEKUMOHHOTO MSICTO NPEMMHEBAT 33 HSKONKG
AHW A0 HSIKOMIKO CeAMULI.

Peakumn Ha CBPLXYYBCTBITENHOCT OT 6bP3 TUN €& MHOMO pefky. TaKiBa PeaKUMM KiM UHCYMH
Wt KbM NOMOLHATE BEMIECTBA HANPUMED MOTaT Aia BLAST CBbP3aHM C reHepanmaupaHn KoKHM
PeaKuMy,  aHrMoefema, OpOHXOCTIa3bM, XWMNOTEHIUS M WOK W MoraT g3  Gbgar
KUBOTO3aCTpaLaBali.

Opyry pearkumn

flpunaraHeTo Ha WHCYIMH MOXe fa Npeaussuka oBpasyBaHeTo Ha MHCYAMHOBM aHTWTena. B
PEAKY CNy4an HaNMYNETO Ha TakuBa MHCYIMHOBY aHTUTENa MOXE Aa HaNoX1 KOpEKLUMS B 403aTa
Ha MHCYNIUH 38 A3 Ce KOPUrMpa TeHASHUMATE KbM XUNEPITIMKEMUS U XMMOAMKEMUS.
WHcymibT Moske A MpeavsBiKa HaTPUeBa 38APLXKa U efleM, 0coBEHO aKo oM Mpean ToBa
META00/MTEH KOHTPON € NoFOGpeH Ypes MHTEH3UDMLMPaHe Ha UHCYNVHOBATA Tepanus,

4.9 Tipegosupane

CumMnromm
MPefosMpaHeTo Ha WHCY/MH MOXE fga [0Bede [0 TEXKa 1 MOHSIKora JuAroTpaiHa w
XKMBOTO3ACTPALLEBELE XUMNOrNMKeMUS!.

OenaanBale
lNexuTe enusogM Ha XWMNornvkeMMs OBMKHOBEHO MOraT Aa Obgar TpeTupaHu ¢ npuveMm Ha
BeIEXMAPATH Mpe3 ycrata. Moxe pa Obge HeoBxoaumo NpoMAHa Ha AosaTa, HayuHa Ha

XpPaHeHe 1 C[JMBW-IECKETEI aKTUBHOCT. . e

L
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Mo-Texkure emmMsoam C Koma, yaap MM HEBPONOTUUHO YBpEXaaHe MoraT ga GbpgaT TpeTupaHu
MHTPaMYCKYNTHO/MOAKOXHO C F/IOKBrOH UM C KOHUEHTPUPAHS ITII0K033 MHTDaBeHo3HO. Maxe na
& HeobX0MMO MOAABLPXEHE Ha BLIMEXMAPATHUS BHOC M HAaBMIOASHME, 3ALUOTO XWNOMUKEMASTS
MOXe Ja Bb3HUKHE OTHOBO Cnef ABHO KNMHUYHO Bb3CTaHoBABaHe,

5. ®APMAKOJIOrMYHU CBOMCTEA
5.1 ®dapMakoanHaMUuHK CBOMCTES

®apmaKkoTepaneBTUYHA rpyna: lMportueopmaberHo cpepcreo. MHcynmub u aHanosn,
WHTEPMeRVEPHO AeiicTBaN.

ATC xon: A10ACO1.

Haunh na geilictene
NHoynuMbT:

— CHWXaBa KpbBHaTa 3aXap W MOoTeHUWpa aHabonHute edekTH, KakTo M CHWkasa
katabonHuTe edexTy;

— YB&/M4aBa TPAHCNOPTa Ha FJiloK03a B KNETKUTE, KaKTo 1 06pasyBaHeTo Ha IMKOreH B
MYCKYZMTE WU Yephna Apob, u nofobpsisa yCeosisBaHeTO Ha nupyear. Toit WHXWBKMpa
FIAKOTEHONIN3ATE W FIIOKOHEOTeHe3aTa;

~ YoWnBa nunoreHesaTa B YepHWS Apod 1 MacTHaTa TbkaH M MHXMbMpa nMnonusara.

~ nopoGpsBa NOEMaHETO Ha aBMUHOKMCEIMH B KNETKUTE 1 YCUIIBa CUHTESa Ha GenTbLiw;

— YNEecHsiBa NnoeMaHeTo Ha Kanuit B KNeTkuTe.

DapMaKOANHAMNYHU XapaKTEPUCTUKY
Insuman Basal (u3ohaH-MHCYIMHOBA CycrieHcust) e WHCYNWH C MOCTereHo Hauyano U ronsMa
NPOALMKUTENHOCT Ha Aehcteue. Cnea NoakoXHO WMHXeKTWpaHe, HavanoTo Ha AelcTBMeE e B
pamiuTe Ha 60 muHYTW, ¢asata Ha MakcuManHo AeiicTBMe e Mexay 3 1 4 vaca cnen
VHKEKTUPaHE W NPOALIKUTENHOCTTa Ha AeicTeue € 11 fo 20 vaca.

5.2 DapMakOKMHETUYHM CBOICTRA

Tlpv 3apaBy HAMBUAW, CEPYMHUST MONYXMBOT Ha MHCYNWH € NPUBIMBUTENHD 4 0 6 MUHYTH,
Toll & No-gbAbLE MPY MALUWEHTH C TEXKA Gubpeura HepocTaTeuHocT. TpsGea ga ce oTGenexy,
obave, ue hapMaKOKMHETMKATE Ha MHCY/IMH He OTPa3siBa METaBONMTHOTO My AeicTBuME.

5.3 MNpepknMHNYHM RaHHW 3a 6€30NacHOCT

Octpata ToKcMuHOCT Bele wscniensaHa cnes NoAKOXHO WMHXEKTUpaHe Ha nnbxoee. He Gsxa
OTKPUTU OaHHM 38 TOKCUYHM eheKTy. VacneasaHnaTa Ha (papMakoauHaMuyHuTe edexTn cnen
MOAKOXKHO MPUNOXKEHNE FIPY 3aALM 1 Ky4eTa NOKas3axa O4aKsaHUTE PEaKLIMM Ha XUNOTTIMKEMUS.

6. SAPMALEBTUYHN OCOBEHOCTWV

6.1 Cnucbk Ha NOMOLHUTE BEILECTBA

Flporamik cynpat, M-kpeson, heHos, LMHKOB XNopua, HaTpUes AMXMAporeH hochaT AvXvapaT,
TAMUEPON, HAaTPMER XMOPOOKUC, CONHa KUCENWHE, BOAA 33 MHKEKLMN,




6.2 HecbBMecTIMOCTH

KakTo BCUUKM MHCYNMHOBM NekapcTeeny mpoaykTy, Insuman Basal He TpsabBa Aa ce cMecBa ¢
PasTBOpPY ChABDHKALUM PEAYLMPALLM areHTH, KaTo Thou U cyndati. Tpabea Aa ce NoMHY CblUo,
e WHCYNWH NPOTEMUHOBMTE KPUCTaMM Ce PasTBapaT npy KMCenu CToiHocTH Ha pH.

Mo oTHoweHME Ha CMECBAHETO M HECBBMECTUMOCTTA € ADYFM MHCYWHW BX Cekumst 4.2. Tpsbea
Aa Ce BHMMaBA HWMKaKbLB ankoxon wunM Apyrv AesvHbexTaHTy A2 He NonafaT B MHCYNMHOoBaTa
cycrneHcus,

6.3 Cpok Ha rogHoCT

Hee rogwHn.

BeaHbx 3anouHaT Aa ce ynotpebasa, NaTpoHLT MOXeE Aa ce M3pasxoasa Hall-MHOro 3a YeTUpyu
ceaMuLM. 3aBMCK AaNn MaTpoHUTE Ce NOCTaBAT B BeAHara B NUCaNKaTta Wnu MbpBOHaYANHO ce
HOCAT KaTo pe3epsa 3a M3BECTHO Bpeme,

6.4 CneunanHyu YChOEWS Ha CbXpaHeHue

Coxpanenme o1 +2°C A0 +8°C. [IpwKTe NaTtpoHa B OPWMrMHANHaTa ornaKoBKa. fa He ce
3ampasnBa; yBEpeTe Ce, Y& OfaKoBKaTa He Ce AonMpa Mpsko A0 OTHENeHMETO Ha OXNaauTens
WY Ha CXNKAIMTE NaKeTH,

BeaHbX 3anovyHaT fga ce yroTpebssa, MaTpOMLT 4a He Ce ChXPaHsEa npy Temnepartypa Hap
+25°C ¥ Aa ce nasn ot AMPeKTHa CRETNMHA WK TOMRYHA.

6.5 Bua v ChCTab Ha ONaKoBKaTa

3 ml, 6esuseTeH naTpoH oT cTeKNO TUN I ¢ BpomMoByTunoBa ryMa (TWR I), 6yTano 1 anyMmuHuesa
Kanauka, C rocTaBeHa 3anywlanka ot 6pomGyTunosa ryma (Tun I).

Beexu naTpoH ChAbpka 3 Tonuera (HeptxaaeMa croMaHa).

Bcexn natpoH cbAbpxa 3 ml cycrieHeus (300 IU Josewry uHcymH), OnakosKaTa ceALpXa 4,5
wny 10 natpora.

6.6 YwazaHus 3a ynoTpeba u pabota

UHCYynMHOBa nivcanka
MaTpoHuTe TpsibBa Aa ce WBNOASBaT caMo ¢ nMcanka Onmullex 1 ¢ OPYri HUcany apucnocoberi

3a Insuman AaTPOHY, KaKTO & NPEnopLYaHo OT Mpou3BOAMTENS B WHoOpMaUWATa 3a NaLmeHTa.
WHCTpykuMuTe Ha NponssoauTens 3a yroTpeba Ha Nucankata TPstBa BHUMATENHO ha ce cnasear
M0 OTHOWEHUE Ha 3apexyaHe Ha NaTpoHa, NOCTaBAHE Ha WrmaTa ¥ MpunaraHe Ha WHCYNKHOBaTa
MHKEeKLME,

AKO MHCYRMHOBaTa Micaska e NoBpeeHa MK He paboTy MPaBUHO (Nopaay MeXaHUYHIK
AedexTt), Ta Tpabea ga Gbae UIXBLPEHa U Aa Ce U3NOJ3BA HOBA.

TTaTponm

Tpeam fa ce 3apean B nvcankata Insuman Basal Tps6sa Aa ce 0CTaeu Ha CTaiiHa Temnepartypa 1
A0 2 Yaca 1 Cnej TOBa Aa Ce PecyCnexgupa, 3a 4a ce NpoBepn ChaAbDXaHWeTo. Tosa crasa Hail-
Aobpe kaTo 6aBHO Ce HaKICHW NaTpoHa Hasag-Hanpes (roHe gecer nbTi}. Beekw naTpoH
CbAbDXa 3 Maslki MeTafnHK TONUETa, KOUTO YecHsIBaT GbP30TO U LANDCTHO pasMecsaHe Ha
ChALDMAHWNETO.

Mo-KbCHO, KOraTo NaTpoHbLT € NOCTaBeH B MUCaNKaTa WHCYIUHET TpsabBa fa ce pecycrieHampa
OTHOBO NPEAK BCAKE MHKEKUMA. ToBa cTaBa Hait-nobpe xaTo 6aBHO Ce HaKknoMY MaTpoHa Halag-
Hanpen (NoHe JeceT NbTH).

Cnep pecycnienfinpate TeuHocTTa Tpabea aa Gbfe PaBHOMEPHO MnekoobpasHa. Insuman Basal
He TpabBa Aa ce U3NoN3Ba, ako Te3W ycnosust He MoraT Aa Gbaar MOCTUIHATK, T.€. aKo
cycneHcuaATa ocTaHe BUCTpa UNK ako HanpuMep, uMa Gyuky, HacTMUM unm napuanecr:ra-_yzaﬁxa
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B UHCYJIMHA, WM TOM 3anensa Mo CTEHUTE M AbHOTO Ha NATPOHa. TE3M NPOMEHM NoHsroKa
npMaasaT Ha NaTpoHa BMA Ha 3aMpPb3Han. B Takmea cnyvamn ce Hanara fa Ce U3ron3sa HoB
NaTpoH C paBHOMepHa cycneHcust, HeoBxoaumo e chilo Aa Ce M3MON3Ba HOB MaTpoH ako
M3UCKBaHWATE, Ha KoUTO TPAGBa Aa OTroBapst MHCYIMHE Ca Ce MPOMEHWUAN,

BuapyluHuTe mexypuera Tpsbea fia 6baT OTCTPaKeHM oT naTpoHa Npeau MHXEKTUpaHe (BUK
MHCTPYKLMKMYE 33 ynoTpeba Ha nvicankara).

fpasHuTe naTpory He TpsitBa fa Ce MLAHAT OTHOBO.

Insuman Basal naTpoHyTe He Ca MPUroAeH! 3a CMECBaHe C APYTY MHCYIMHM.

7. TIPUTEXXATEJ HA PASPELIUEHMETO 3A YIOTPEBA
Aventis Pharma Deutschland GmbH,
D-65926 Frankfurt am Main, Germany

8. HOMEP(A) B OBLUECTBERHNMSI PEFTMCTbP HA JIEKAPCTBEHWUTE
MPOLOYKTH
20000327

S. OATA HA TNbLPBATA PETUCTPALMSI / FOAHOBSBAHE HA
PEFMCTPALIUATA
08.06.2000

10. [AATA HA PEBM3MS HA TEKCTA
DekemBpn 2004 r.




