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MNMPUJIOXEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA




|U3MBIHUTENHA ATEHUUS N0 NEKAPCTBATA

1. UME HA JIEKAPCTBEHMA ITPOAYKT Kpamna xapaxmepucmuxa wa npodyxma - 1

= ripunoxenue 1
GLUCOSE SOPHARMA 25% solution for injection kompy. |-U > O X 02.
L B APMA 239 raorokmonen asmsop eyl 2. eeensndinnn 258000 4 -

B KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika ammnya ot 10 ml MHXKEKLMOHEH pa3TBOP pa3TBOP ChAbpiKa aKTHBHO BELIECTBO INTHOKO3a
(glucose) 2,5 g (250 mg/ml), kaTo rioko3a MOHOXHIpAT.

3a MbJIHUS CITMCHK Ha MOMOIIHUTE BELIECTBA, BXK. TOYKa 6.1.

3. JJEKAPCTBEHA ®OPMA

MHkeKIMOHEH pa3TBOp

bucTsp, npo3payeH, OE3LBETEH Pa3TBOP.

4. KJMHUYHHA JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

XunepronuuHusT pa3reop Ha [oko3a Codapma 25% ce npunara npH XHNOrITHKEMHYHH ChCTOAHHA
M MapeHTepaJiHa BbIUIEXHIpaTHA KOPEKLHA.

4.2 Jlo3MpOBKA H HAYHH HA NMPHJIO’)KEHHE
Pa3TBOp Ha rmoko3a 25% ce BbBexJa 6aBHO MHTPABEHO3HO CBC CKOPOCT 3 ml/min.
4.3 IIpoTnBONMOKa3aHHUA

% [Tpu JaHHH 3a CBPBHXYYBCTBUTETHOCT KbM IJIOKO3a WIIK APYTH CXOAHH MPOAYKTH.
& [Tp1 NaLKMEHTH ¢ aHYpHs, MHTPAKPAaHHATHH M UHTPACMTMHATHH KPbBOM3JIMBH, KAKTO M NMPH
nauMeHTH c delirium tremens, KOraTo Te ca A€XHAPaTHPaHH.

4.4 CnenHajJHH npeaynpexIeHHs H NpPeANa3HH MEPKH NpH ynorpeda

[Tpenu BbBEKIAHETO HA XHUIIEPTOHUYHH Pa3TBOPH Ha IIt0ko3a TpsidBa 1a ce NpoBepsBa HUBOTO Ha
KpbBHATA 3axap. [JIIOKO3HUAT TOJIEPaHC MOXE J1a C€ HapyLUH MpH OOHH ¢ ObOpeuHH 3abonsiBaHuA,

MOCTTPABMATHYHH CHCTOSHUA WK MPHU TEXbK cencuc. Tpsbsa na ce npuyiara ¢ BHUMaHHe Mpy
MaLUMUEHTH C AUa0eT WK BbIJIEXHApaTHa HENMOHOCHUMOCT.

4.5 B3aumopeiicTBHe ¢ APYIH JIEKAPCTBEHH NMPOAYKTH H APYrHd (popMHN HA B3aHMOJAEHCTBHE
He ca u3BecTHH

4.6 bpemMeHHOCT H KbpMEHE

[TpoayKThT MOXKE Ja ce npusara npu OpeMeHHH U KbPMELLH JKEHH.

4.7 EdexTn Bbpxy cniocofHocTTa 32 I0GHpaHe 0 padoTa ¢ MAIIHHH

JTekapcTBEHUAT MPOAYKT He MOBIHsABA CMIOCOOHOCTTA 3a WwoHpaHe U paboTa ¢ MalIHHH.



4,8 Hexelann JeKAPCTBCHE PeAKIHA

MIHTPaBEeHO3HOTO MPHIIOKEHHE HA XMTIEPTOHHYHH Pa3TBOPH Ha MIFOKO3a MOXeE Ja NPeAN3BHKA
JIOKATHO pa3HEeHe HA ChAOBATA CTeHa. Bp3MoxHa e nosra Ha xHnodochaTeMus MpH MPOXBIKHTETHO
ApWIATAHE, KAKTO H Ha FIIOKO3YPHSA ¥ XUIEPIIMKeMHA DU BbBEX/aHe Ha JIO3H, NO-BHCOKH 0T 0,5

g/kg/h.
4.9 IIpenosmpane

[Ipn npeno3upaHe ce HaGMOAABa XHIIEPTITHKEMHS U TITIOKO3YPHA.
ITpu xunepraukeMua TpAOBa a ce mpuara HHCyHH. Herosara no3a ce onpenens OT HHBOTO Ha
KpbBHATA 3axap.

5, @OAPMAKOJIOMAYHU CBOUCTBA

5.1 dPapMakoaHRAMHYHHE CBOHCTBA

DapMaKoTEpaneBTHYHA IpyIia; Y1 Pa3TBOPH 3a MapeHTEpalHo XpaHeHe, Bpriaexuapar, ATC kox:
V06DCO01

[Tpr GHIHONOTHYHH YCIIOBHA IIIOKO3ATA € HAW-BAKHHUA, NOCTABALl CHEPIUs BBITICXHIPAT, C
xanopHiiHa croiHocT npubnauaurendo 17 kJ wim 4 kcal/g. [Ipy Bb3pacTHH KOHUEHTPAUMATA HA
roko3a B kpbeTa € 60 — 100 mg/100 ml 1wk 3,3 — 5,6 mmol/l va rnagxo.

[ moKo3aTa NOJIbPKa HHBOTO HA KPHBHATA 33Xap H Y4acTBa B CHHTE3a Ha ITIMKOreH, popMaTa nox
KOATO C€ ChXpaHaABa. B perynupanero Ha KOHLICHTpAUKATa HA KPbBHATA 3aXap y4acTBaT MPEIHMHO
WHCYJIMH, TIOKArOH, NTIOKOKOPTHKOHIH H KATEXONAMHEU.

HapyuieH rmoKo3eH ToNepaHe MOXke 1a BE3HHKHE MPH NaTOJIOTHYHH YC/IOBHS, Harp. 3axapeH auaber
H MeTabosMTeH cTpec (Hanp. HHTPa- ¥ MOCTOTICPATHBHO, TeXKO 3a6onsBane, TpaBMa, CENCHC).
TexecTra Ha XMNEPrIMKEMHATA U MIEOKO3YPHATa Ca CBBEP3aHH ¢ TEKeCTTa Ha naTroNnorHyHoTo
CBCTOSHHE.

52 @apMaKOXHHETHYIHH CBOHCTBA

Pasnpenenenne u MeraGoNH3IbM: IIOKO3ATa CE PA3NpPEae/s BbB BbTPECHA0OBOTO MPOCTPAHCTBO, CIIEA
KOETO C€ YCBOSIBA BbB BBTPEKICTHYHOTO NPOCTPAHCTBO.

Upes raykoIu3a rIOKo3aTa ce MeTabonH3upa A0 NHPYBAT WK A0 JIAKTAT. JlakTaTeT MOXe OTHOBO A4
yuacTBa 4aCTHYHO B MeTabonnama Ha rioko3ata. [1pu aepobHU ycoBisS NHPYBATET €& OKHCIABA
HAITBJIHO A0 BBIVICPOASH ABYOKHC H BOJA.

Enumunupade; KpaliHuTe npoAyKTH OT ITHIHOTO OKHCIICHHE Ha IIIOKO3aTa Ce OTAENAT Ype3 benure
apoboBe (BbriiepoaeH ABYOKHC) M BOAA.

IpH 3ApaBM AMlLiA TTIOKO3aTa HE Ce eKCKpeTHPa upe3 OubpeuuTte. B ycnoBusaTa Ha NaToNOrH4eH
metaGonu3bM (Hanp. 3axapeH QHabeT), CBbP3aH C XHMEPrIyKeMus (KOHLIEHTPALWA Ha KPbBHATA 3aXap
naa 120 mg/100 ml uam 6,7 mmol/1), rmoko3aTa chIO ce ekckpeTHpa npes 6u6peunTe (MIIOKO3ypHA)
KOTaTO ce HAABHIIN KANalUMTeTa Ha MakxcuManHaTa TyOynapHa pezopbuusa (180 mg/100 ml waw 10
mmol/1).

5.3 IlpeaxnaanvAn JARAH 32 6e3onacHOCT

Mmoko3ara HAMa eMOPHOTOKCHYEH, TEPATONCHEH H KAHLIEPOTEHEH e(eKT.

6. GOAPMAINEBTHYHU JAHHH




6.1 CuoHEcCBHK HA NIOMODIEHATE BEIECTBA

Hatpues x10pua, XIOPOBOAOPOAHA KHCENHHA (3a KopekuHs Ha pH), Boza 32 HIDKEKLIHH.
6.2 HecbBMEeCTHMOCTH

He ca H3BECTHH.

6.3 Cpox Ha rorsHocT

3 roguHH

6.4 CroenpajsH yoI0BHS HA ChXpaHeHHE

ITa ce cpXpaHABa B OPrHHATHATA OMAKOBKA.

Jla ce cpxpaHsBa noj 25°C.

Ha e ce 3ampa3ssasa!

6.5 /IannAH 33 ONAKOBKATA

Amitynn ot GesngerHo ¢rhiuio no 10 ml, ¢ MmapkupoBka 32 OTBapsHe Ha aMITyJIaTa - LIBETHA

TouKa/npecTeH. 5 amnynu B 6nucrep ot PVC donmo. 1 mnu 10 6mictepa B kapTOHEHA KYTHS, 38€4HO C
JUCTOBKA.

6.6 Coennansn npeana3HA MEPKH NPH H3IXBLPIAHE

Hama crielManHH W3HCKBAHHA.

7. TPHTEXATEJ HA PASPEHNIEHMETO 3A YIIOTPEBA

COPAPMA Al
yn. Kmuencko woce 16, 1220 Codus, brnrapus

8. HOMEP HA PASPENIEHHETO 3A YIIOTPEBA

Per. Ne 20030705

9, JATA HA IThbPBO PA3PEIIABAHE HA PAPEHIEHHETO 3A YIIOTPEBA

20.11.2003 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

deppyapu, 2009 1.




