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[IPHJIOKEHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



WU3NMBHUTENHA ATEHUMS NO NEKAPCTBATA

Kpamka fapaxmepucmuxa na npodyxma - Mpuncwenve 1

- 0O | |
GLUCOSE SOPHARMA 10% solution for injection Kum PV\\qng%C"Ol O?

['JTIOKO3A CO®APMA 10% HH)KEKLIMOHEH pa3TBop %p 927 of« 09

OArBpenn:

1. UME HA JIEKAPCTBEHMUSI IMPOAYKT
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2. KAYECTBEH U KOJIMYECTBEH CHhCTAB

Besika amnyna or 10 ml uimkekumonen Pa3TBOp CbAbprKa aKTHBHO BEILECTBO ITIOKO3A (glucose) 1 ¢
(100 mg/ml), kato rmokosa MOHOXH/IpaT.
3a MBJIHUS CIIUCHK HA MOMOLIHHUTE BeLLECTBA, BXK. TOYKa 6. | |

3. JIEKAPCTBEHA ®OPMA

MHxekimonen pasTBOp
bucTbp, npospauen, Gesuperer pa3TBop.

4. K/IMHUYHHU JAHHH

4.1 TepaneBTHunH nokazanus

XHNEPTOHHUYHUSAT Pa3TBOp Ha I'moko3a Codapma 10% ce fIpHJlara npM XUrnornMKeMHYHH ChbCTOSHUS
W NapeHTepasiHa BbIIeXHpaTHA KOpeKLUs.

4.2 Jlo3upoBKa H HAYHH HAa NPHJIOKEeHHe

Pa3tBop Ha rmokosa 10% ce BBBEXK/1a 0ABHO HHTPABEHO3HO Che CKopocT 3 ml/min.

4.3 TlporuBonokazanus

4.5 BsaumogeiicTBue ¢ APYTH JIEKADCTBEHH NPOAYKTH H APYrH pOpMH HA B3auMoelicTBHe
He ca u3BecTHu

4.6 Bpemennocr u KbpMeHe



5.1 Papmaxoanmramuuny CBO¥cTBa

IMpu dusmonoruuny YCJI0BHA ITIOKO03aTa € Half-BaKHHS, AOCTABALI €HEPrUA BBIVIEXHUADAT, ¢
KanopHiiHa crodHOCT NMpHGIH3HTE MO |7 kJ unw 4 keal/g, IIpu BB3pacThu KOHLICHTpalHUATa Ha
rJII0KO3a B KpbET2 € 60 — 100 mg/100 ml wnp 3,3 - 5,6 mmol/I Ha rnagmo.

['moko3ata nognepxka HMBoTO Ha KPBBHATA 3aXap H y4acTBa B CHHTE3a Ha FITHKOTeH, (opmara nop

5.2 ®apmakoxEBEeTHuYRR cBoOlcTBa

HAITBHO 110 BBrIePOAEH ABYOKHC M BOJA.
Enumunupane: Kpaithure HIPOAYKTH OT MBLTHOTO OKHMC/IEHNME HA III0KO3aTa CE OTAENAT Ype3 Genure
ApoGose (BBrieponen ABYOKHC) H BOaa.

I1pn 3xpasm nuua rmokosara xe ce CKCKkpeTHpa upe3 6u6perure. B
MeTaboTH3BM (Hanp. 3axapeH nuaber), CBBp3aH ¢ XHNIEPrIIHKeMHS (KOH
Haa 120 mg/100 ml uny 6,7 mmol/l), rmrokosara CBIUO CE eKCKpeTHpa




6.1 Corcuk Ba noMommaTe BeIIECTBA

Hatpues xnopup, XJIOPOBOAOPOAHA KHCENHHA (3a kopekuia Ha pH), Boaa 3a moxexmuy.
6.2 HecuoBmMecTaMocTH

He ca uzBectHy.

6.3 Cpox na rognocr

3 roaHHu

6.4 Cuoennannn YCIOBHS HA CHLXPaHeHHe

Ha ce cvxpansea B OPrHHaJIHaTa OIakoOBKa.
Ha ce cvxpansea nog 25°C.
Ha He ce sampasssa!

6.5 lanmnnm 32 onaxopxaTa

6.6 Cremnannn IPEXDAINH MEPKA NPH AIXBLDISAHE
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