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HPHJIOXKEHHE 1

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



UNHLAHNTENHA ATEHUUS RO NIEKAPCTBATA |
Kpamua xapsxmepuctuxa na npodywms - Mpunoxenue 1
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1. HUME HA JIEKAPCTBEHMS NIPOAYKT

GLUCOSE SOPHARMA 40% solution for injection
[JTIOKO3A CO®APMA 40% umkeKuuoHeH pa3TBop

2. KAYECTBEH ! KOJIMIECTBEH CHCTAR

L e ——

Besika amityina ot 10 ml umkekuuonen Pa3TBOp ChABpiKa aKTHBHO BEILECTBO ITIOKO3a (glucose) 4 g
(400 mg/ml), kato rmoko3sa MOHOXHApAT.
34 NBITHUS CHHCBK HA TTOMOLIHHMTE BEIIECCTBA, BX. TOUKA O.1.

3. JIEKAPCTBEHA ®OPMA

MHkeKIHOHEH pa3Tsop
bucTep, npozpayen, 6esuseren pasTBop.

4. KJMHNYHU NAHHHA
4.1 TepanesTHunE nokasanns

XHNEePTOHMYHUAT pa3TBop Ha [ oko3a Cogapma 40% ce npusara npu XMNOTTHKEMHYHH ChCTOSHHS
W TIAPEHTEPANHA BBIICXUAPATHA KOPEKLIUA.

4.2 [lo3HpoBKa H HAYHH HA NPAJIOKENHe

Pa3TBOp Ha rioko3a 40% ce BbBexIa 6aBHO HHTPaBEHO3HO CBC CKOPOCT 3 mi/min.

4.3 IlpormBomoxazanmsn

* [Ipn naHHM 33 CBPBXYYBCTBHTETHOCT KbM IITHOKO3a HIHM APYTH CXOOHU MPOAYKTH.

. I1pu maunenTH ¢ aHypus, MHTpaKkpaHHaTHH U MHTPACNUHAJIHN KPEBOM3/IHBH, KAKTO H TPH
NMalLMeHTH ¢ delirium tremens, koraTo Te ca AEXUIpPATHPaHH.

4.4 CnennanaHu npexynpexIeHus H NpeANnasHH MEPKH NpH yRoTpela

[lpeau BEBEXIAHETO HAa XUNEPTOHUYHY PasTBOPH Ha ITIIOK03a TPAGBa Aa ce MpoBepsRa HUBOTO Ha
KphBHATA 3axap. [ IIOKO3HHUST ToNEepaHe MOXe fa ce HapyLiy mpu OonxH ¢ 6p0peunn 3abonapanms,

MIOCTTPABMATHYHH CBHCTOSHUSA WM IIPY TeXBK cencuc. TpaGsa aa ce npunara ¢ BHUMaHHe npu
NALMEHTH ¢ AHabeT WK BBIIIEXHIPATHA HEMIOHOCHMOCT.

4.5 BsanmopneiicTBHE ¢ IPYrH JeKAPCTBEHH MPOXYKTH M IPYrH GOPMH Ha B3aHMOJelCTBHE
He ca usBecTHn

4.6 bpeMeHHOCT H KbpMene

[IpoaykTsT MOXeE fa ce npunara npu GpeMeHHH 1 KBPMELLH JKEeHH.

4.7 EdexTH BbpXY cnocoGHOCTTA 32 mogpupane u pabora ¢ MamMHR

JlekapcTBEHHAT NPOMYKT He NOBIUABA CITOCOGHOCTTA 34 mwodupaHe U pabora ¢ MalIHHA.




4.8 Hexelann JexapcTBEHH peaKgnn

HHTpaBeHO3HOTO NPHIIOKEHHE HA XHTIEPTOHHYHH Pa3’TBOPH Ha IJTIOK03a MO3Ke Ja npeAn3BHKA
JIOKTHO NPpa3HEHE Ha ChAOBATa CTCHA. Bb3MOXHa € nogBa Ha xunodocharemus NPH MPOIBIKHTETHO
(IPHJIATAHE, KAKTO H Ha IIIOKO3YPHS M XHMIIEPTITHKEMUSA TIPH BHBEXIaHE Ha 03, MTO-BHUCOKH OT 0,5

g/kg/h.

4.9 Ipeno3upane

ITpu npeposmpane ce HabmoaaBa XMNEPrIMKEMHS | FMIOKO3YpHS.

I1pu xunepraukemus TpsaGsa aa ce npunara uHCynuH. HerosaTa 1o3a ce OTpeReNis OT HUBOTO Ha
KpbBHATa 3axap.

5. @®APMAKOJJIOI'NMYHM CBOMCTBA
S.1 @®apMakoAHRAMHAYHH CBOHCTRA

({apMmakoTepanesTHYHA IPyIia: APyry pa3TBOPH 34 MApEHTEPATHO XpaHeHe, Bbraexuapari, ATC kon:
V06DCO1

I1py busHOAOrHYHYM yCIOBHS IIIOKO3aTa € Hali-BAXKHMA, JOCTABALL €HEPTHs BBITICXHAPAT ,C
KalopuiHa cToHHOCT NpuGnusurento 17 kJ wnu 4 keal/g. [pu Bb3PAaCTHH KOHLICHTPALIMATA Ha
I0Ko3a B kpbBTa € 60 ~ 100 mg/100 ml win 3,3 - 5,6 mmol/l va rnanHo.

I'moko3ara noaabpa HUBOTO Ha KPBBHATA 3aXap M y4acTBa B CHHTE3a Ha TJIHKOTEH, hopMaTa noa
KOATO Ce ChXpaHsBa. B perynupaHeTo Ha KOHUEHTpaUMsATa Ha KpBBHATA 3aXap Y4acTBAT OpeauMHO
HHCYJIMH, ITIIOKAroH, IIIIOKOKOPTHKOHAN U KATEXOIAMHHH.

Hapyinen riokoseH TonepaHe MOXKe Aa BE3HHKHE MPH MaTONOMHYHH YCJIOBHA, HATIP. 3aXapeH Jquader
H METaDOJIMTEH CTpec (Halp. HHTpA- H MIOCTOMNEPATHBHO, TEXKKO 3abonsABaHe, TpaBMa, CEMCHC).
TexxecTTa Ha XMNEPrIIHKEMHATA U ITIOKO3YPHATA Ca CBBP3aHH ¢ TEXKECTTa Ha MaTONOrMYHOTO
CBbCTOSIHHE,

52 @apMakOKHHETHUIHN CBOiiCTBA

Pasnipesesienue ¥ MeTaboIM3BM: ITIOKO3ATa CE PasTIPEAEA BhE BbTPECHAOBOTO HPOCTPAHCTBO, CIIE]
KOETO C€ YCBOABA BB BETPEKICTBYHOTO MPOCTPAHCTERO.

pes rmukonmu3a rmoko3ara ce MeTaboNMn3Hpa 10 MUPYBAT WK 0 NAKTAT. JIAKTATET MOYKE OTHORO aa
y4acTBa HaCTHYIHO B MeTabONHM3Ma Ha rmoko3ara. [Ipu aepobHM ycoBus MPYBATET Ce OKMCISBA
HAITRTHO A0 BBINIEPOAEH ABYOKHMC H BOJAA.

EnnMutinpare: KpaitHATe MPOAYKTH OT MBJIHOTO OKHCIIEHHE Ha MIFOKO3ATa ce OTOeaAT upes benure
IpoboBe (BBINIEPOJIEH ABYOKHC) H BOAA.

I1pu 3apaBu nuua rmokosara He ce eKCKpeTHpa upes GB6pennre. B YCIOBHATA Ha NMATOJIOTHYEH
METabONM3bM (Hanp. 3axapeH AHabeT), CBLP3aH ¢ XHTIEPTITHKEMHS (KOHLEHTpalMs HA KPBBHATA 3aXap
Haj 120 mg/100 ml wim 6,7 mmol/l), raoko3ara ¢oio ce €KCkpeTHpa npes 0s0penvTe (rmoko3ypus)
KOraTo CC Ha[IBUIUH KalaLUWTeTa Ha MaKcHMasHara TyOyaapHa pesopGumsa (180 mg/100 ml umm 10
mmol/]).

5.3 IlpenxkIHRHYHH NAHAH 32 Ge3onacHoeT

['moko3arta HaMa eMOPHOTOKCHYEH, TEPATOreHeH 1 KaHLEPOreHe edexr.
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6.1 ChoHebk Ha noMomMARTE BeIecTBAa

Hatpuer xnopugz, X/I0pOBOZOpOHA KHCETHHA (3a KOopekLwms Ha pH), Bona 3a HEDKECKIIHM.
6.2 HechBMECTHMOCTH

He ca usBecruu.

6.3 Cpoxk ra roanocr

3 ronuHm

6.4 Cnenmannu yciosus Ha ChbXPARHEHHE

Jla ce cbXpaHsaBa B OPrUHANHATA ONAKOBKA.

Ha ce cvxpanssa nog 25°C.

Ha He ce sampazsasa!

6.5 [launn 3a onaxoBkaTa

AMITYIH OT Ge3UBETHO CTHKIIO 1o 10 ml, ¢ MapkHpoBKa 3a oTBapsHe Ha aMmITynara - [BeTHA

TOUKa/MIPBCTEH. 5 aMITyJTH B onucrep ot PVC donwo. 1 wm 10 OIHCTEPa B KAPTOHEHA KYTHS, 38€IHO C
JIMCTOBKA.,

6.6 Cremuanun npexnasun MCPDKH RDH H3XBLPJIgHE

Hama cnieumanim u3uckBanus.
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