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KPATKA XAPAKTEPMCTMKA HA MPOJYKTA
1. HAMMEHOBAHME HA JIEKAPCTBEHWNA MPOQYKT

Insuman Rapid 40 IU/ml solution for injection in a vial
Mucyman Panug 40 IU/ml nxekumoBeH pasTesop BbB (PAaKOH
Hurnan insulin

2. KAYECTBEH W KOMMYECTBEH CHCTAB

Insuman Rapid e HeyTpaneH MHCYNMWHOB pasTeop (OEMKHOBEH MHCYNWH).

Insuman Rapid-1 ml ceappka 40 IU upsetuin MHCYNWH. Bcewn dnakoH cbabpia 10 ml,
exsusaneHTHi Ha 400 IU wucynud. Egua JU (MexayHapofHa eguHvia) otrosaps Ha 0.035 mg
2HXMAPYPEH YOBEWKM UHCYIINR,

Yoselknua WHCYNMH B WMHCyMad Panwva ce npouseexga no pexoMmOudantHa JHK rexHonorus
wanonseatla wamose K12 Ha Escherichia coli.

3a noMoLUHMTE BEWECTRa, BMX TouKa 6.1..

3. JIEKAPCTBEHA ®OPMA
MH:KeKUMOoHeH pasTeop

4. KIAWHN4YHRW BAHHW

4.1 TepanesTHUYHMA NOKAIDAHNA

3axaped Amaber, korato e HeobXoaMMo neveHme ¢ MHCynH. Insuman Rapid e culyo noaxoasiy
2@ neqeHMe Ha XMNepriMKeMuMyHa KOMa M KETOauMgo3a, KaKTo 1 3a NoCTUIaHe Ha npe-, MHTpa-
1 NOCTOMNEPaTMBHA CTatunl3aums Ha natiMeHT cbe 3axapeH avabert.

4.2 [o2npoBKa M HAUMH Ha NPUAOKEHNE

YlenaHuTe HMBa Ha KPbBHA 3aXap, WHCYNMHOBMTE JIEKAPCTBEHW NpOAYKTM KOWTO e ce
M3MON3BAT, W Aio3aTta Ha WHCYAMH (A031Te W BpEMEBUTE WHTepBanv) Tpatea ga Ce onpeaenaTt
UHAMBMAYANHO W Aa ce aganTWpaTt 3a Aa oTroBapsAT Ha Averara, (MBMUECKaTa akTUBHOCT, W
HaYMHa Ha MBOT Ha NauMeHTa.

OHEeBHM A03W 1 MHTEPBaAN Ha npMiarane

Hama dmkcupadi npasuna 3a Jo3WpaHeTe Ha MHCYhH. CPefHnuTe MHCYMMHOBY Hyxdu, cbaue
yecto ca 0.5 go 1.0 LU, Ha kunorpam TenecHo Terno AHesHo, OcHoBHUTE MeTaboNMTHY HYXAW
ca 40% po 60% ot obuumte AHeBHK Hyxau. Insuman Rapid ce mHxekTMpa nogkoxHo 15 go 20
MUHYTW fpean XpaHeHe.

Mpy MEYEHMETO Ha TEXKS XWMINEPINMKEMUsT MAKM B YacTHOCT KeToauuaos3a, NpuiaraHeTo Ha
MHCYNMH € YacT OT KOMIIEKCHWA TEPaneBTWYeH PEXXMM, KOMTO BRIIOYBA MEPKY 3a rnpeanassaHe
H3 MaLUMEHTUTE OT Bb3MOXKHU TEXKM YCNOXHEHWSA Ha OTHOCUTEnHO GbpP30TO MOHWKEBAHE HE
KPBBHATa 2axap. PeXxuMbT MBMCKBa CTPUKTHO npocieassaHe (MeTabonuTeH CTaTyc, KUCeNHHO-
AMKANEH U eNeXTPOSIMTEH CTaTYC, XU3HEHW NapaMeTpy) B MHTEH3MBHO “nn nofoBHO oTaeneHue.

MpeMuHapase Ha Insuman Rapid
Py NPEXBLPRIAHE HA NAUWMEHTW OT eaMH MHCYMMHOB NeKapCTEeH NPOoAyKT Ha ApYr, MoXe Aa ce
HanoxM perynMpaHe Ha Ao3aTa. ToBa Bau, HanpuMep, Npy npeMmMHaBake oT:

“SKUBOTUHCKM MHCYTMH (0COCEHO FOBEXAN VHCYNMH]) Ha HOBEWKMA UHCYIIWH,



-EamH voBellK MHCYIWH Ha Apyr,

-PexiM camo ¢ oBMKHOBEH MHCYIMH Ha TakbB C NC-AbAro AeiicTeall UHCYMH.
HeoBxoamMocTTa Aa ce peryavpa (Hanp. Hamans) Bo3aTa MOXE Ha CTaHe oueBMAHa BeaHara
cren NpexsbpiisHeTo. ANTEePHETMBHO, TA MOME fa €& MPOSBM NOCTEN&Ho B NPOAL/HKEHWE Ha
HAKOAKO ceaMmMLn.

Crnen npeMMHaBaHe OT MMBOTWMHCKA Ha YOBEWKW MHCYAMH, HaManssade Ha A03aTa MoXe Aa ce
HanoM 0CoBEHD NpK AaLMEHTH, KOUTO;

- ¢a Bunn npeav ToBa KOHTPOAMPaKHW Ha A0CTa HUCKM HMBa Ha FoKosa.

- €A C TeHAEHLWA 38 XMIOrMKeMns,

- rpepaM TOBa €@ C& HYKAASNN OT BMCOKM AO03A MHCYNMH FOpagy HanWJMETO Ha

WHCYNMHOBW aHTHTena.
Mo BpeMe Ha NpeMMHaBaHETO W B MbpPEUTE CEAMMUM Chef Hero, e HeobxoauMa rporpamMa Ha
ocobeHo 4ecTo MeTaboAMTHO fpocheassaHe, Mpi madWeHTy Hyxgaswm ce o7 BUCOKM Z03w
WHCYNMH MOPaAM HallMuMeTO Ha MHCYIMHOBW adTWTena, Tpsatea aa ce QbMMUCIW BbMpoca 3a
fnpeMMHaBaHe OT BWA Ha BWA MO4 MesvuWHcko HabmogeHve B GonnnuHa wim nogobHa
obcraHoBKa.

BTopuuHO perynnpaHe Ha Je3aTa
MopobpennaT MeTabonUTeH KOHTPOST MMKe A3 [oBefe A0 MOBMILeHA HYBCTBUTENHOCT KbM
WMHCYAMH, KOSTO BOOW A0 HaManeHW WHCYNMHOBM HYOM. PeryaupaHe Ha fo3ata MoXe ga ce
HaNoXHK, HaNpyMep aKo:

— TernoTo Ha NauueHTa ce NPoMEHN.

—  Ha4YWMHLT Ha XMBOT Ha NaLlMeHTa Ce NDOMEHY,

— Bb3HWKHaT Apyru  OOCTOATEencTBa, KOMTO MOFaT fAa  yNecHsT  NoBuileHa

YYBCTBMTENHOCT KbM XMMNO- MM Xvneprimkemus (Bx cexums 4.4).

VnorpeSa npy cneyuduyHM MPYNM NERUEHTH
Flpyt niaumeHT™ ¢ yepHonpobHo nan GulpeyHo yepexgaHe, KakTo 1 npy No-Bb3pACTHN, HyxauTe
OT WMHCYJMH MOraT fia 6baar HaManeH!,

HaunH Ha NpunoxeHne

Insuman Rapid cepbpxa 40 IU uncymH na MunmniTep,. Camo CnpuHLOBKYM, NpeaHasHaqeHn 3a
Ta3y KoHueHTpaumsa MHeynuH (40 IU/ml) morat fa ce M3nNonssaT. Tesn CnpWHUOBKK He Tpsibea ga
ChABLPKAT APYT MEAMLMHCKYA MPOoAYKT MAK OCTaTbUM OT Hero (Hanp. crneay oT Xenapui).

Insuman Rapid ce npunara nogKoXHO,

ABcopbumaTa Ha MHCYIMH, WM OTTYK edeKTbT Ha CHUKaBaHe Ha KpbBHaTa 3aXap MoraT [a ce
paamqaBaT B 3aBUCMMOCT OT MACTOTO Ha MHXeKTMpaHe (Hanp. KopemHa CTeHa B cpaBHeHue C
Geapo). MecraTta Ha MHXEKTUPaHE B PaMKWUTE Ha efiHa MHXEKUMOKHa obnact, obaue, Tpsbea aa
CE CMEHAT OT &AHa MHXEeKUWa Ha cnefBalara.

Insuman Rapid moxe cbllio Aa ce Npuiara WHTPaBeHo3HO. MHTpaBeHo3HaTa Tepanus ¢ WHCYAWH
Mo APYHUMN TpsGBa 4a Ce NPOBEXJIa B MHTEH3MBHO OTASNSHNE Wil NPW afEKBaTHY YChoBMs 3a
npocneassade W nevenve (ex “AHeBHNn A031 M MHTEPBANM Ha npunaraHe™).

CmecBaHe Ha BUAOEE MHCYIINH

Insuman Rapid Moxe Aa ce cMecBa C BCUYKM HOBELIKM UMHCYNMHW Ha Aventis Pharma, Ho He n ¢
Te3U, NpeaHasHayveH cneuMan-oe 3a NPUAoKeHMe ¢ MHCYIMHOBY rioMi, Chuijo Taxa, He Tpsbsa
fia Ce CMeCEa C WHCYJIMHMA OT XXUBOTUHCKW MpOM3X0A WK MHCYNMHOBW aHanosu,

4.2 TMpoTHBONOKa3aHNs

CBpBXUYBCTBATENHOCT KbM ZKTMBHOTO BELUECTBO WM KbM KOATQ W Aa e OT ChCTapkuTe (BX
cexkums 6.1).

Insuman Rapid He TpaGBa Aa ce NpyAara ¢ BLHWHW WK MMITIBHTURaRY MHCYIMHOBW NOMNN UNK
B NepUCTANTHMHHY NOMIM CBC CUITMKOHOBY MapKyHw,



4.4 CneynanHy NPpegynpexxigeHns ¥ npeanasHy Meprn npu ynorTpeba

MaumeHTH, CBpLXUyBCTBMTENHM KeM Insuman Rapid, 33 kouto nuncea no-AoBpe noHocuM
nexapcTeed npogykt TpaOBa A3 NpoguL/KaT JIEYEHMETO CaMO MoA CTPOro  MegMUMHCKO
HabGmoAeHKe M KOraTo e HeoBXoAMMO, B KOMGMHAUMA C aHTU-anepriHo AeYeHNe,

Mpr nauwelTy, anepryHi KbM KMBOTMHCKM WHCYNIMH C8 MPenopbuBa MHTPaASPManeH KOMeH
TECT npeAy npeMmMHaBaHeTo Ha Insuman Rapid, Thil KaTo MOXe A3 BL3HWKHAT WMMYHONOrMYHO-
KPLCTOCAHM pEakLimK,

Mpu mauveH™ C 6LOPEYHO yBPEeXAaHe, HYKAWTE OT MHCYNMWMH MOraTt Aa GuparT HamaneHu, B
pesynTar Ha HamaneHms MeTabonmsbM Ha WHCYNMHA, Y Mo-Bb3pacTHM, MpPOrPecMBHOTO
otcnafBaHe Ha OubpeuHata GyHKUMR Moxe Aa fJosefe jo crabunHo HaMansisaHe Ha
WHCYNMHOBUTE HYMAN.

Mpy nauveHT C Texko 4epHoppobHO yepexaaHe, HY¥OWTE OT MHCYIMH MoraT ga &wpar
HaManeHu, B PEe3ynTaT Ha HamaneH KanauWTeT 3a MoKoHeoreHeza M HaMaseH MeTabonnssM Ha
MHCYRVHa.

B cnydam Ha HenocTATBMEH [HOKO3eH KOHTPOR WM TEHOEHUMS KbM  XMIep-  wiu
XMMOTAMKEMMYHI enn3ogy, TpabBa fa ce ofcbaM CNasBaHeTo Ha NPeAnMCaHUS peXWM OT
fauveHTd, MHXEKUMOHHWTE MECTa, MPaBWiHata WHKEKUMOHHZ TEXHWKA W BCMMKW CBbP3aHu
(axTopy NMpepAn ga ce B3eMe Npefd BWA NMPoMAHa Ha fo3aTa.

XUnornuKemMnsa

XVNornyKeMWs MOXe A8 Bb3HMKHE aKo A03aTa MHCY/IMH € NPeKaNeHo BMCOKa CNpsSMO HygaTta oT
WHCYIWH,

Tpssba aa ce 06bpHe cneuManHo BHUMaHME WM Aa Ce NPOBEX/a WHTEH3MBHO MNpoCieaseaHe Ha
KPBLBHAT IMIOKO3a MpW MauMeHTW, Y KOUTO XMMOrMMKEMUYHWTE enuM30aM MoraT gz Owaar ot
0occBEeHO KMHWYHO 3HEYEHWE, KATO HanpuMep TauMeHTM cbC 3HadMTenHa Credosa Ha
KOpOHaPHUTE apTepyy WM CbaoBETE Ha MO3bKa (PUCK OT ChPACHHM WM MO3BYHW YCNOXKHES Ha
KUMNOFAVKEMUATE), CbLU0 W NaUMEHTH € NpomGepaTMBHa PETUHOMNETWSA, 0CcobEHO HenekyBaHW C
doTokoarynaums (pYCK OT NpexogHa aMaBpo3a nopaav XUNornmkeMmua ),

Maumentute Tpabea ga ca 3anosHat ¢ oOCTOATENCTBATE, MpM KOWTO npeaynpegMTenHuTe
CAMATOMM HE XWNormMKeMMsaTa ca cnabo wuspazeHu. [lpeaynpeautenHuTe CAMITOMW Ha
XUROFNMKeMMST MoraT fa ObAaT NPOMEHenM, fa ca no-cnabo nogqeprany, Mk 18 IWNCBaT Npy
onpegeneHy pUCKoBy rpynn. Te BKNIOYBAT NauueHTi:

— YWIATO KOHTPON Ha KPbBHATA 3axap ce € noaobpun NogYepTaHo,

— NPY KOUTO XANOrNMKeMWATa ce pasBMea NOCTenerHo,

— B HanpegHana Bb3pPacT,

— KOraTo e Hanmue aBTOHOMHa HeBponaThs,

— ¢ AvArorog1ied auabert,

— CTpagauin o7 ncuxmaTpyyHo 2abonseaqe,

— TonydyaBaw eAHOBPEMEHRHO NEYeHUE C HAKOW ApYri nekapcTea (BX cexuma 4.5).
MoaobHu CeCToaAHyA MoraT Ba HOBEAAT A0 TeXi@a Xunornmkemma (c Bv3MoXHa 3aryba Ha
Ch3HaHWE), KOSTO Ce Ab/MKA Ha HEYYBCTBUTEAHOCTTa Ha MaUMeHTUTE KbM XMNOTIMKeMus,

Ao Gbgar oTbenszaHu CHWXEHU CTOMHOCTM Ha rnMKupaH xemornobuH, Tpsibea Aa ce wMa
npeABMA Bb3MOXKHOCTTA 3@ NOBTapalid ce, Hepa3nosHaty, 0cobeHO HOWHM enusogM Ha
XUFIOMAMKEMMIS.

MpyABEKAHETO Ha AalMeHTa KbM 4030BMS M AVMETUUHMA DEXMM, NPaBUHOTC MPUAIOXEHWE Ha
MHGYAMHa W HYBCTBMTEAHOCTTa KbM  XMOOTAWKEMWYHHMTE CMMOTOMW Ca  CbUECTBEHW 3a
HaManfBaHETO Ha pUCKa OT XWnorankeMms. QaKropuTe, yBenMYasally MOAaTIMBOCITa KbM
XUMOTTIMKEMWS M3MCKBAT 0CODEHO CTPMKTHO MPOCTeAsBaHe 1M MOraT Aa HANOXaT perynvpaHe Ha
fosata, Te BrToHBEaT:

—  TNPOMAHE Ha MHXEKLMOHHOTO MSICTO,

— noaoSpena UYBCTBMTENHOCT KbM WMHCY/WMH, Hanp. 4pe3 npeMaxeaHe Ha CTpecoBuTe

daxTopw,

- NIMMCA Ha HaBKUUM, YBEIWHEHO UNK yAbMKEHO (HUBMYECKo HATOBapBaHE,



WHTEpKYPEHTHY 3a6onaeabusa (Hanp. NoepblaHe, AMapUs),

—  HeAocTathyeH ApMEM Ha Xpada,

—~  MponyckaHe Ha XpaHeHus,

—  KOMCYMaums Ha asnkoxon,

—  HAKOM HEKOMIIEHCHMPAHW eHACKPUHHA HapyweHMst (Hanp. nNpy XunotupeonaussM U npu
npefHa xunodmsapHa WM aapSHOKOPTVKANHE HEAOCTaTBYHOCT),

—  @AHOBPEMEHHO NeYeHe C HAKOW ApYriA NEKapCTBEHM HPOAYKTU.

WHTepXypeHTHM 3350a5BaHM

WHTepkypeHTHUTE 3abonaBanms HanaraT No-WHTEeH3WBHO MeTabonuTHO npocheaseaHe. B MHoro
cAy4ay ca nokazaHi M3CNeABaHUS Ha YPUHETa 3a KETOHHM TeNa, Y YECTO Ce Hasiara KOpeKUMs Ha
[033Ta MHCYNMH. HecTo MHCYAMHOBMTE HYXAM ca MoBUWIEHW. BernexmapatHus sHoc Tpsabsa ga
ce NnoaaLpKa NpY NauveHTy ¢ avabet Tin 1, JopY ako NaLMeHTUTE NPUEMaT ChbBCEM MaNKO Wi
He MpueMaT HMKaKBa XpaHa, WM FOBPBLIAT U T.H., KaTo WHCYNMHLT He 6MBa Aa ce Mporycka
HarbAHD,

4,5 BzaumopgeitictBue C  ppyrv  nexkapcrea M ApyrM  cdopmu  Ha
B3aWMOAENCTBHE

Fonsam Gpoit cyBeTaHUMM MOBRWMABAT IIIOKO3HWMA MeTaBonnseM M MOraT Aa HanoXaT perynvpaHe
Ha AozaTa.

CybcTaHuymy, KOWTO MOTaT Aa YCWAsT MNOoHMKaBalus KpLEHaTa 3axap edekr M ga yBenmdat
MOAaT/MBOCTIZ KbM XWMOMNMUKEMMA BRJKOUBAT MNepopanHy fpotvsoavuabetH cpeactea; ACE
WHXUGUTOpKM;  anscnupam9a; ¢mbpatk; GayokcetvH; MAD  uBexMOWTOPM; NEHTOKCUDUINH;
nponokcidieH; canMUmMnaTi W cyngoHaMnaHm aHTuSMoTULN,

CyBCTaHumK, KOUTO MOraT Aa HaManaTt NoHMKasallMa KpeBHaTa 3axap edeKT BrAoYsaT
KOPTMKOCTEPOMAM; AaHa30M; AMA30KCHA; AMYPSTALM; [JHOKaroH, WM3CHWAa3MA; eCTPOreHM
nporecTorely; (EHOTVaZMHOBM JEPWBETH; COMATROMNVH; CUMNSTAKOMMMETHUHKM areHTy (Hanp.
enuHedprH/aapeHanyH/, canbyTtamon, TepbyTanui) U TURPOWMOHW XOPMOHN,

Bera-6nokepy, KNOHWAWH, NUTHEBYW COMK M BNKOXAn MOTaT WM fa NOTEHUMPAT, Uiy fa oTcnabsT
NoOHWXABaUMA KpbBHATa 2axap eeXT Ha MHCYMHA. TeHTammuamuH MOMe fAa TIpeav3BMKa
XUMNOTNMKeMIAA, KOATO NoHsAKora MoXe Aa Gbae nocneaBaHa oT XUNeprIuKeMis.

Mos BL3ASICTBMETO Ha CUMIATMKOIMTAMHY NISKAPCTEa KaTto Hanp. Oerta-BGnokepn, KAMOHUAWH,
FEAHETMAWH W PE3EPMH, NpYaHALMTE Ha afApeHeprMuHa KodTpaperynauwa moraT Az Gugar
pefyiMpaHy Wi a JMncear.

4.6 VYnorpeba no BPEME HAa DPEMEHHOCT ¥ KbpMeHe

Hama HaTpynad kakHuueH onuT ¢ ynoTpebata Ha Insuman Rapid npu 6pemMeHHM eHwm.
VIHCY/MHBLT He NpeMuHaBa naleHTapHaTta 6apuepa.

ChlLECTBEHO 2a NMaUMEHTUTE CbC CbLUSCTBYBALY MK FecTauMoHeH AvabeT e Aa nopabpiat Jobsp
peTabomateH KOHTpOn npes uanata 6pemedHoct. o Bpeme Ha MbpBMA TPAMECTBP OT
BpeMeHHOCTTa HYKAMTE OT MHCYAMH CNajaT, M ce NOBMILABAT Npes BTOpUA U TpeTra TPUMECTBP.
HenocpeacreeHo cnien paxaade, MHCYNMHOBMTE HYMXAM Chagat Pssxo (foBMileHa OnacHoCT oT
XMMOrAvkemmna). ColUECTBEHO € BHUMaTENHOTO NPOCNeAsBaHe Ha TNIOKO3HWS KOHTPOS.

Tpu KbpMeLW KeHW HAMa orpaHudeHrs B ynoTpebara Ha Insuman Rapid. Moxe ga ce Hanoxm
KOpaKLYs B A03aTa Ha MHCYNMH 1N SMETa NPY KbpMELtn JKeRHu,

4.7 Bnnsnue BbPXY CROCOGHOCTTa 3a WOMUpaHe KU yripasiasaBaHe Ha MalllMHn

BCreacTeue XMNormmMKEMIUs MM XMIEPTAXKEMISA, CNOCOBHOCTTa Ha MaUMEHTUTE 33 KOHLEHTPaLus
1 pearvipare Moxe Aa Gbae HapyleHa WM HanpyMep B PE3YATaT Ha 3pUTEnHo yepexaaHe. Tosa



MOXe A3 NPefcTaenssa CAacHOCT B CUTYaLIMM, KOMaTo Te3n CnocobHOCTM ca oT ocobeHa BaHoCT
(Hanp. wopurpane W paboTa C MalluHN).

iMaumeHTTe TpAGRa Aa GbAaT CLBETBAHW A B3eMarT MEPKM 33 n3bsreaHe Ha XWMNOTTiMKEMMA Mo
BperMe Ha WwodmpaHe, ToBa € 0CODSHO BAXHO NPY TE3M, KOMTO C& € HAPYILEH MAW AMNCEaL yeeT
33 MpenynpesvuTenHA NpU3HaLM 33 XMNOrNMKEMWUS, AK MMET YeCTW enNi30AX Ha XMMNornmnkeMms.
B Takmea cnyyay Tpabsa fa ce 00CckAn AOKONKO € NPernopbuMTEenHo Aa ce Wwodupa.

4.8 HemenaHy MeKapCTBEHW PEaxKunmn

XunornurkemMma

10 NPMHLMAN XMMOTIIMKEMHMATE, Hali-uetTaTa HEeXenaHa peakuys Ha MHCYNMHOBaTa Tepanmna MoKe
fa Bb3HMKHE aKo [03aTa MHCYMWH € NPpeKaneHO BUCOKa B CPABHEHWE C HYMAWTE OT MHCYNWH.
TeXKMTE XMITOTIMKEMW-HY aTaky, 0CoDEHo aKko Ce NOBTapsaT MOraT Aa A0BeAaT A0 HEBPOAOIrMUHO
yepexdaHe, TpoabMmMTENHA  UAM TEXKM XMMOrMMKEMMYHK  enusoam  MoraT aa ObgaT
HMBOTO3ECTPaLABALIM,

Tpy MHOrO NaLMeHTX MpU3HaLUKUTE W CHMITTOMWTE Ha XWNOrAWKeMUsTa C& MPeaXowaaT or
Npu3HaUM Ha apgpeHepryyHa KoHTpaperynaums. 7o NpYHLMN KONKOTO NOHMMEHMETO Ha KpBBHATa
3axap e No-ronaMo M no-6Lp30, TOAKOBa No-M3paseH € (PeHOMEHBT Ha KOHTPaperynaums M
CUMITOMUTE W,

3pUTenHy cMylieHKs

3HauMTenHa TpoMAHa B [NMKEMMMHWA KOHTPON OBMafsBaHETO Ha [NWKeMMATa MOXe Ja
npegu3BMKa BpeMEHHO BNOLtaBaHe Ha 3PeHMETO Nopaay BpeMeHHa NpoMAHa B TYPropa, U OTTyK
Ha MHAEKCa Ha pedpakLura Ha newara,

OunroTpaliio nofgoBpeHMa MMKEMUMEH KOHTPON HamassiBa pUCKa OT nporpecys Ha apabetHata
petuHonatma, OOade MHTEH3MBHATA MHCYIMHOBA Tepanvs W paskaTta HopManusaums Ha
rmyKeMMaTa MOXe Aa npearssrka BpeMeHHO BrowasaHe Ha AvabeTHata peTuHonams. Tpu
nauveHT ¢ nponmbepaTyBHa peTMHoNaTys, ocobeHo ako focnegHata He € Buna Tpetupaka ¢
riasep, TEXKWTE NMPUCTBENKY Ha XMMNOrNMKEMNMS MOFaT da NPeAusBHYKaT aMaBposa.

JivnoaucTpocus

KaKTo npy BCAKA MHCYNIMHOBA Tepanus NUAOAUCTPO(MS MOXE fla Bb3HUKHE Ha MSCTOTO Ha
MHXXEKTWPaHe 1 aa 3abaBu NokanHata abcopbums Ha WMHCYAMH, HenpekbcHatara cMaHa Ha
MSICTOTO Ha MHXEKTMpaHe B paMKuTe Ha AafeHa obnacT MOXe Aa NOMOrHe 32 HaManseaHe uan
APeAOTBPATABAHE Ha Te3W peakuwn.

WHXEKUNOHHO MSACTO M PeaKlMi Ha CBPbXUYBCTBNTENIHOCT

B pegk criyday Ha MACTOTO HA WHKEKTUPaHE MOraT A3 Bb3HMMKHET ek peakuwu, Taxkvsa
peakuuv BNIOYBAT 3advepsaBaHe, 6onka, cbpbex, MpaBydKaHe, nogysaHe Wiy Bbananexue. Hait-
HE3HAUUTENHUTE PEaKLMN KbM MHCYSMHWTE Ha WHKEKLIMOHHOTO MSCTO NMPEMMHEBAT 33 HAKOKO
[HU 10 HAKOMKO CeiMULIM.

Peakiit Ha CBPBXUYBCTBUTEITHOCT OT 6bp3 TMN €& MHOTC PEAKM, TaKuBa PeakuMi KeM UHCYMH
W4 KbM MOMOWHWTE BEWIECTBa HanpuMep Morart ga GbAaT CBbP3aHM ¢ reHepan3upaHi KOXHI
peakliun, aHrMoefeMa, OpOHXOCIME3bM, XWMOTEH3aMs M WoK W MoraT ga  Gbgar
*MBOTO3ECTPALLABALLN.

i Deaktiig

MpunaraHeTo Ha MHCYNWH MOXe Aa NpeansBuka OOpasyBaHETO Ha WHCYAMHOBM anTutena. B
penKu Cryyan HanMuMeTo Ha TakuBa UHCYIMHOBM aHTMTENa MOXKE fia HanoXy KOPeKUmWa B fo3ara
Ha WHCYNMH 38 [a €8 KOpUripa TeHHEHLIMATE KM XUNEPrIUKEMM1S MM XMNOTNMKEMUS,
WHCYAMHBLT MOXe [a NpeavsBuKa HaTpUesa 3agpbikka M eaeM, 0cobeHo aKo owva Npear Tosa
MeTaBoNMTEH KOHTPOA € NoA0BPeH Hpes uHTeHsudMUMpPaHe Ha MHCYNMHOBaTa Tepanis.




4.9 [MpeposupaHe

CrMrIToMM
MNpepo3vpaHeTo Ha MHCYNMH MOXe Ja f[oBefle [0 TEXKE ¥ MOoHAKOra geiroTpaiHda W
HMBOTO32CTPAARaINE XMIOrNMKEMIA,

Opnagnsase

Jlexute emmzogm Ha xunornmkemma obukHoBeHo MoraT Aa GbpaaT TpeTvpaHu C mnpueM Ha
BbIeXuapaTM npes ycrata. Moxe pa 6bae Heobxogwmo npoMsiHa Ha [03aTa, HauuMa Ha
XpaHeHe 1 (hr3nyecKaTa akTMBHOCT.

Mo-TEMKMUTE enMsoay ¢ KoMa, yaap Wnv HeBPonorMyHo yBpexaaHe Morat fa ObAaT TpeTupaHy
WHTPaMYCKYNHO/NOAKOMHO € FAIOKEroH Mnu ¢ KoHUEHTpMPaHa MIoko3a MHTpaBeHo3HD, Moxe aa
e HecOxoauMOo nogabpiKaHe Ha BLINEXWAPaTHMS BHOC M HaOMoAeHKe, 3aL0TO XUNOMIMKeEMMATa
MOXE 18 Bb3HUKHE OTHOBO Cl1ef] 9BHO KAUMHUYHO BL3CTAHOBABSHE,

5. DAPMAKOJIOrMYHU CBONCTBA

5.1 dapmakognHaMuyHK CBOACTBA

GapMaKoTeEpanesTUHE Irpyna: NporneecguabetHo cpepcree. MHCYnuKH v anancsy,
61-p30 AeiCTEaLY.

ATC xof: A1GABO1.

Haumn Ha geitcTeKe
NHCYyANHBT:

— CH/MKaBa KpbBMaTa 3axap M noteHuwpa aHabonHuTe edexTd, KaKTO W CHWKaBa
KarabonnmTe edexTi;
YBEMMYABa TPAHCMCPTa Ha FNK03a B KISTKUATE, KaKTO 1 0bpasysaHeTo Ha rmuKkoreH B
MYCKYNUTE WU uepHua Apob, v nogobpsasa yCBOSBAHETO Ha NMpysaT. Toi uHXuBMpa
TVKOreHoNM3aTa ¥ MIOKOHEoreHe3aTa;
youiBa NWNoreHesaTa B HepHys Apod 1 MacTHaTa TbKaH 1 MHXMbKUpa Annonmaara.
noao6psABa NOEMaHETO Ha aMUHOKMCENMHM B IIETKMTE 1 younBa CuHTEsa Ha Genreuu;
YAECHABA MOEMaHeTO Ha Kanii B KNETKUTE,

DapMakoaANHaMUYHW XapaKTePuCTUKU

Insuman Rapid e wHcymMH ¢ 6bP30 Havano U KpaTka MpPOABKUTENHOCT Ha aelicrene, Cnen
MOAKOXKHO WMHMKEKTWPaHe, Hauyanoto Ha AeicTBMe € B pamivTe Ha 30 MuHyTH, hasata Ha
MaKcuManHo Aelfictene e Mexay 1 v 4 uvaca cneg MHXEKTUMpaHe W NpOALMKUTENHOCTTa Ha
Jelcrere e 7 ao 9 uaca.

5.2 PapMaKOKWHETWUUHM CBGHCTBA

Mpu 3ApaBy MHAWBMAY, CEPYMHWAT NOSYUMBOT Ha MHCYNWUH € NMPpubAnsuTenHo 4 A0 6 MUHYTK,
Toli e No-ABLALr NpY HAUMEHTW C TeXKa 6bbpeqHa HexocTaTbuHOCT. TpRbGea fa ce orbenexy,
obave, ye hapMaKOKMHETKaTa Ha MHCYNMH He OTPa3sABa MeTaboNITHOTO MY AelCTBME,

5.3 MpepgrnnmHUuHM gaHHW 2a 6ezonacHocT

Qctpata ToKcMuHOCT Belile W3cnedBaHa cned MoaKoXHG WHMEKTUpaHe Ha nabxosBe. He Gsaxa
OTKPWTM AaHHW 33 TOKCUHHK ederTi. V3cneasaHinaTa 3a AoKanHa NOHOCUMOCT Crea NOAKCHHC 1



WHTPaMYCKYIIHO NPWADKEHWE MpW 3aliuM He [afe 3HauuMy pesyntaTu. M3cnepsaHuaTta Ha
hapMakogrHaMuuHUTE eheKT CNen MOAKOKHO MPUNOXEHME MPW 3alibW M KyyeTa nokasaxa
OUYaKBaAHWTE PeaKLMK Ha XUMOTIIMKEMUS,

6. GAPMAUEBTUYHW OCOBEHOCTH

6.1 CoMCbX Ha NOMOIHWNTE BENIEeCTRa

M-kpeson, HaTpues awmxuaporeH dochaT AMXMAPaT, IMMLEpPON, HATPMEB XMAPOOKUC, conHa
KMCENUHE, BOAS 32 UHKXEKLMN,

6.2 HechBMECTHMOCTH

Kaxro scHyxM MHCYRVHOBKM NekapcTeeHy npogykTd, Insuman Rapid He tpsGea Aa ce cMecBa ¢
DasTBOPM ChALDXKALUW peayLMpaluy areHTy, KaTto Thonu 1 cyndatu, Tpabea fAa e NOMHU CbLo,
He OBMKHOBEHMAT YHCYNMH NpeurninTpa npr pH npubanautenHo 4,5 go 6,5.

Mo oTHOWEHWE Ha CMECBAHETO W HeCLBMECTMMOCTTa C ApYrv MHCYNUHU BXX cexumna 4.2. Tpsibea
Ja ce BHMMaBa HMKaKbB 2iKOXON WM ApYrd AesvHMEKTaHTW [a He nonagar B WMHCYNMHoBUS
pasTecp.

6.3 Cpok Ha TORHOCT

lee rogvHw.
BeaHbiK 3anoyHaT Aa ce ynotpebsaea, dinakokbT MOXe A& Ce MBPasxo4sa Hal-MHOro 3a YeTHpu
cegmuL. MNpenopbyBa Ce AaTtata Ha MbPBOTO M3TErNsHe Aa ce oTbenexu Ha eTHKeTa.

6.4 CneyumanH¥ yCIOBUA Ha ChXpaHeHne

CoxpameHie oT +2°C  po  +8°C. Opwexre dnakoHa B opvrMHanHata onakoska. [a He ce
3aMpasfBea; yBepeTe e, Ye ONakoBKaTa He ¢e [OnMpa MpaKo [0 OTASNEHWETO Ha Oxnagurens
VINY Ha OXNTaXKaalmMTe nakeTu,

BeaHw 3anoyHaT Aa ce yrnoTpebasa, duiakoMbLT g He Ce CbXpaHasa npu TeMAeparypa Hap
+25°C, Ja ce nasy o1 AupeKTHa CBETAMHA MAW TOrMHa.

6.5 BMmA K ChCTaB Ha ONaxKoBKaTa

10 ml, GezuBeTeH dAaKoH OT CTHIIO TWR I ¢ anyMUHMERa Kanauka, xopobyTinosa ryMa (Tun I)
C MOCTaBeHa 3anylWaNka W pasKbCBall ce NOAUMPONMIEHOB Kanak.

Bcexy dnaxkon ceapprka 10 ml pasteop (400 IU 4oBelkW  WMHCYRMH), OMakoBKaTa Chabpika
lunn 5 nakoHa.

6.6 YxazaHwsa 3a ynoTpeba u patorta

MNpean oa W3TErMTE WHCYAMH 32 NpbLB MLT OT (bnaxkoHa, CBajeTe npednasHaTa MAacTMacesa
Kanauxa.

He pasknawaiive rpySo AakoHa, 3a ga He ce pasieH. TlaHaTa MoXe fa nonpeyn Ha
NPABUAHOTO JO3MPAHE.

Insuman Rapid TpsbBa fia ¢e ynoTpebsaBa caMo ake pasTBOPLT € GucTbp, OesuseTeH, Ges
BUOMMY TBLPAW YECTULM, M 8KO & C KOHCUCTEHLIMG KaTo BoAa.

CMeceaHe Ha MHCYIMHNTE
Ako TpsOGBa Aa ce MITErnAT ABa pasfiMuyHM MHCYNWHa B efHa CNPUHLIOBKa Ce NpenopkyBa
VHCYMHE C XpaTiko AelicTBUE fa Ce u3TernM NpeBe, 32 fa ce npegnasu dylakoHa oT 3aMbpcaBaHe



OT OBAF0 AeWCTBAMA MHCYNMH. [TPEenopbyBa Ce Aa Ce WHXEKTVPa BefHra Cnesl CMEecBaHeTo.
WHcynmHvTe € pasnvuyHM koHueHTpaumy (Hanp. 100 IU/ml 1 40 IU/ml) He TpAGea ag ce cMecsar.

7. MNPUTEXATEN HA PASPELUEHMETO 3A YIIOTPEBA
Aventis Pharma Deutschiand GmbH,
D-65926 Frankfurt am Main, Germany

8. HOMEP(A) B OBLUECTBEHMA PErMCTBP HA JIEKAPCTBEHWTE
NMPOOYKTH
20000324

9. d4ATA HA MbPBATA PErMCTPALIMA [/ NOAHOBSABAHE HA
PETMCTPALIMATA
08.06.2000

10. QDBATA HA PEBM3WNA HA TEKCTA
Hexemspu 2004 r,



