KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PELIEHME 3A THPITOBHUA Ne 0022-2949

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKHUSA TPOAYKT
I'TFOKO3A BUODAPM 40% /GLUCOSE BIOPHARM 40%

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

B 100 ml ot mpoaykTa ce chaBpKaT:

AKTHBHA cy0CTaHIUA:

Glucose monohydrate 44,0 g
(exBuBanentHo Ha 40,0 g glucose, anhydrous)

Excunnuenru:
3a IBJIHUS CIIUCHK HA eKCHUIIUEHTHTE, BUXK T. 6.1.
3. DOAPMAIIEBTUYHA ®OPMA

WNudysnoneH pa3Top.
buctsp, 6€3 BUIUMU YacTUIH Pa3TBOP; OE3IBETEH WIIM IOYTH OE3I[BETEH Pa3TBOP.

Enepruiina croitnoct: 1600 kcal/L

Teopetmuen ocmonapureT: 2220 mOsm/L.

pH croitnocrt: 3,5 10 6,5.

4, KIMHNUYHU JAHHUAU

41 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BMII

l'oBena, koHe, OBIIE, KO3H, IIpaceTa, KyueTa U KOTKU.

4.2 TepaneBTUYHHU MOKA3AHUSL, ONIPeAeIeHH 32 OTAEJTHUTE BUI0BE KUBOTHU

. I'oBena, oBIIe ¥ KO3H:

- MeTaboIUTHU CHHPOMH, KOUTO Bh3HUKBAT MIPH XUIIOTJIUKEMUS (KET03a, TPAHCIIOPTHA TETaHU ),
- [laTonOoTHYHN CHCTOSHUS, KOUTO BH3HUKBAT MPU XUIIOBOJIEMHS: CEIITHYCH, EHAOTOKCUYCH,
TpaBMAaTUYEH WA XUPYPrUyeH LIOK.

. IIpacera:

- [TaTon0ornYHM CHhCTOSIHUS, KOUTO Bb3HUKBAT [IPU XUIIOBOJIEMHUSI: CEITUYEH, €HIOTOKCUYEH,
TPaBMAaTUYEH WIH XUPYPTUUCH IIOK

- XUNOTJINKEMUS.

. Kone, kyuera u KOTKU:

- I[TaTomornunau CBbCTOSAHMSA, KOUTO Bb3HUKBAT IIPHU XHUIIOBOJIEMUA: CENITUYCH, CHIOTOKCHUYCH,
TpaBMaTH4YCH UJIU XUPYPTHUYCH IOK.

4.3 IIporuBonoxa3zanus
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Ja He ce U3M0II3Ba NpH:

- HTpaKkpaHnaiHO WM HHTPACTIMHAIHO KbPBEHE;

- HenexyBan nuaber;

- XUIMOTOHNYHA JICXUIpaTaIIUs;

- Enextponuren aucbananc;

- Anypus;

- [lepudepuu enemu;

- Bonect Ha AnuchH (XHITOAIPEHOKOPTUIINIBM) TIPH MAJIKH KUBOTHU;
- Xemomnepdy3usi.

4.4 CneunuajHu mpeana3sHu MepPKH 3a BCEKU BUJ )KHUBOTHH, 32 KOUTO € npeaHaznadyen BMII
Hsama.
4.5 CrnenuanaHu nMpeana3Hy MePKH Npu ynorpeoda

CHeIII/IaJ'IHI/I Opeanas’Hii MCPKH 34 ) KUBOTHUTEC ITPU VHOTDC6aTa Ha IpOAYKTa

Jla ce cienu peloBHO HUBOTO Ha KphBHATA 3aXap, CNCKTPOJIUTUTE U BOJHHUS OalaHC.
3a Obp30 npeomoiisiBane npu npeaozupane ¢ BMII, na ce npuioxkat kaiueBu U GochaTHH COJIH.

CHe]_[I/IaJIHI/I OpcaAnasHy MCPKHU 3a JJUiara, mpujaaraimiy BETCPUHAPHOMCINIIMHCKHUS MPOAYKT Ha JKUBOTHHUTC

Ha ce paboTu B ChOTBECTBUE C yCTAHOBCHUTE MpaBuia 3a ynorpeda Ha MHKEKIIMOHHHU IPOAYKTH U C
W3KITIOYUTENIHY NIPEIa3Hi MEPKH 3a N305irBaHe HA MHIUIECHTHO CAMOUH)KEKTHPAHE.

[pu ciyyaifHO caMOWHKEKTHpaHe, He3a0aBHO J1a c€ TIOThPCH METUIIMHCKU CHBET, KaTO Ha JIeKapsi ce
MIpeI0CTaBU JMCTOBKATa UM €TUKETa Ha MPOIYKTa.

4.6 HebnaronpusiTHH peakuuu (4€CTOTA H BAKHOCT)

Brp30TO MHTpaBEeHO3HO NpUIIOXKEeHNE Ha XunepToHnyHH pa3tBopu (30% no 50%) (mpu cnemHu
CIIydan) MOXe J1a peIn3BUKa (QIIeOUT 1/ WM ChbCUPBaHE B MACTOTO HAa WHKEKTHPAHE.

Wudy3usta Moke Ja peIu3BHUKa:

* XUNEeprIMKEMUs;

* EnextponuTen qucbananc (XUMoKaleMusi, XUIOMarae3eMust Win xurnodocdareMus);

* Bonen nucbananc (XurepBoseMus).

HenpasunHara TexHuka Ha HHPY3Us MOXKE Ja IPUYUHH eKCTpaBasalys, HHPEKIus B MACTOTO Ha
WHXXEKTHpaHe, JJOKalTHa 00JIKa, BEHO3HO Jipa3HeHe Win (predut, KOUTO MOTarT Jia ce pa3lpoCTPaHsBaT
OT MSICTOTO Ha MHXKEKTHPAHE U J1a IPeU3BUKAT TpoMOo3a.

AKO ce MposiBsiBaT HEOJArONPUATHH peakiiuy, nHy3usiTa TPSOBa 1a ce crpe.

4.7 Ynorpe0a no BpeMe Ha OPeMEHHOCT, JJAKTALMS WU siiilleHOCeHe

be3omacHocTTa HA BETCPUMHAPHOMCIUIIMHCKUSA NPOAYKT HE € JOKa3aHa 110 BpEMC Ha 6peMeHHOCT u
JJaKTaIus.

[Mpunara ce camo cjiel mpeleHKa 1moj3a/prucK 0T OTTOBOPHUSI BETEPUHAPEH JieKap.

4.8 BzaumojeiicTBHe ¢ IPYrd BeTePHHAPHOMEIUIIMHCKHU MPOXYKTH U Apyru ¢opmu Ha
B3auUMoOJeicTBHE

He ca usBecTHH.
4.9 Jlo3a 1 HAYMH HA MPUJIOKEHH e
HNHTpaBeHO3HO NPUIIOKEHUE.

[punara ce 6aBHO, Upe3 UHTPABEHO3HA UH(Y3Hs, KATO MO TO3U HAYMH HE Ce MPEBUIIIaBa CKOPOCTTA HA
undysus 0,5 ml’kg T.M./gac.
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. I'oBena u kone: 200-400 g rimroko3a (exkBuBaneHTHO Ha 500-1000 ml/>xuBOTHO) Ha Bceku 24
Jaca.

. Oguie, k031 1 npacera: 50-100 g raroko3a (exkBuBajeHTHO Ha 125-250 ml/’HBOTHO) Ha BceKU
24 gaca.

Xunornukemus Ha npacenna: 0,75 g rmoko3a (ekBuBasieHTHO Ha 1,87 ml/ »KHBOTHO) Ha Bceku 4-6
Jaca.

. Kyuera u koTku: 5-25 g rimoko3a (eKBUBJICHTHO Ha 12,5-62,5 ml/x&uBoTHO) Ha Bceku 24
Jaca.

Jlo3uTe ce mpuaraT Copes TerjoTo Ha XUBOTHOTO U KEJIAaHOTO €HEPruiHO CHAOAsABaHe, KaTo ce
pa3messT Ha HAKOJIKO JTHEBHU HH(Y3HH.

WHCTpyKIIUK 32 PaBUITHO MpUJIaraHe:

- Jla He ce mpuiara moaKoXHO.

- Uu(y3noHHUAT pa3TBOp TPSAOBA J1a CE 3aTOILIU JI0 TEICCHA TeMIIepaTypa MpeIu MpuiiaraHe.

- Camo 3a eTHOKpaTHa yroTpeda.

- Jla He ce W3MO0II3Ba, aKO PAa3TBOPHT HE € OUCTBD, MMa BUIUMH YaCTHIIA M KOHTEHHEPHT € MOBPEJICH.

410 IIpeno3upane (CHMITOMHU, CIIEIIHA MEPKH, AaHTHI0TH), AKO € HE0OX0TUMO

[Ipunarane Ha O-BUCOKA 71032 TIFOKO3a MOXKE Ja TOBEAE /10 XUMIEPTIUKEMHUS, TIIHKO3ypHUs U
MOy pHSL.

411 KapeHTHH CPOKOBe
I'oBena, KOHe, OBIIE, KO3U H TIpaceTa:

Meco u BBTpELIHU OPTaHU: HyJIa JHU.
Mugko: Hyna yaca.

5. OAPMAKOJIOI'HYHU OCOBEHOCTH

dapmakoTepaneBTUUHA rPpyna: KPbBHU 3aMECTUTENN U epy3HOHHU PAa3TBOPH: HHTPABEHO3HH
pa3TBOpH. BhriexuapaTHu pa3TBOPH 3a HapEHTEPATHO XPaHEHE.
Berepunapromenuuuncku Anatomo-Tepanesruuern Koa: QBOSBAO3.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

I'moko3ara € enHa OT Hail-uecTo cpelllaHuTe CyOCTaHLUMU Ha INEPOpAJHUTE M IHapeHTEepalHUTE
Pa3TBOPH, BKIIOYUTEIHO U HA HAPEHTEPATHOTO XPaHEHE.

YecTo ce mpuiiaraT XUINEPTOHUYHU Pa3TBOPH 3a JieUeHHE HAa MeTaOOJMTHH 3a00JsBaHHS, KOUTO ca
MPUIPYKEHH OT XHUIOTJIIMKEMHMs, KaTo KEeTO3a W TPAaHCIOpPTHA TETaHWs, KaTo MO TO3M HAuWH Cce
MPEeJOTBpPAaTsIBa HATPYIIBAHETO HA KETOHHHU TeJIa.

XUNEPTOHUYHUTE TJIIOKO3HM PAa3TBOPM Cce€ IMpuiaraT NpH JIEYCHWE Ha WIOK, HPHUAPYXKEH OT
XHIIOBOJIEMUS C Pa3lIUdHa ETHOJIOTHS, 32 Ja C€ Bh3CTAHOBH KPBBHUAT 00€M, HAIATAHETO U ITOTOKA KbM
HOpPMaJHU CTOMHOCTH. XHWIIEPTOHHMYHHUAT XapakTep Ha pa3TBOpa BOIM 1O YBeIW4YaBaHe Ha
LUpKyJIupamus o0eM KpbB upe3 H3TErsiHE Ha BojaTa OT HHTEPCTULHUAIHOTO WK
€KCTPaBacKyJIapHOTO IIPOCTPAHCTBO.

5.2 ®apMakoKHHETHYHH 0COOEHOCTH

WnTtpaBeno3naTa nHdpy3ust ocUrypsia Obp30 pasipe/ielieHne Ha BeTepUHAPHOMETUIIMHCKIS TPOAYKT.
I'moko3ara B WH(Y3MOHHUS Pa3TBOpP ce MeTaboIu3Mpa M EKCKpeTHpa 4Ype3 ChIIUTE IBTHIIA KaTo
BOJATa U INII0K03aTa, MOJYyYEHH OT HOPMaJIHHU XPaHUTEITHU U3TOYHHUIIH.

Wznumnara rimroko3a ce enuMuHnpa upe3 0b0penuTe. Koraro koHmeHTpamusaTa B KpbBTa € HOpMalHa,
Ts1 ce puntpupa npe3 6b0peuHnTe TYOYIH, HO IOYTH HAITBJIHO Ce pe30pOupa, Taka ue
KOHIEHTpALMATA U B ypHUHaTa Najja o4t 10 HyJa.

brnarogapenue Ha OCMOTHYHO aKTUBHUTE TUYPETHYHH CBOMCTBA, TIFOKO3aTa yBeIM4aBa o0eMa Ha
BOJaTa B ypUHATA.
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6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCHUIIMEHTHTE

Bona 3a nHxexmu
Conna KucenuHa, pa3peicHa

6.2 OCHOBHM HECHLBMECTHMOCTH

BereprHapHOMEIUIIMHCKHUAT POAYKT € HEChbBMECTHM C KaJIIUN-IUHATPUCB €1CTaT, XUCTAMUH
mudocdar, HaTpreB BapdapruH U HATPHUEB THOTICHTAT.

CMecBaHETO C IPYTH BETEPUHAPHOMEIUIIMHCKH MPOAYKTH MOXKE J1a IPUIMHHA HECHBMECTUMOCT.
[IpoBepkaTa Ha ChBMECTUMOCTTA Ha BCSIKA KOMOMHAIIMS € OTTOBOPHOCT Ha BETCPUHAPHUSI JICKap.
I'moxo3HMTE pa3TBOpH He TPSAOBA J1a ce MPHUIIAraT C €IUH U ChIIH KOMIUICKT 32 HHDY3US
€THOBPEMEHHO C, TIPS WK CIIe] TIPEIMBaHe Ha KPBB, TIOPAH Bh3MOXKHOCT 3a TICEBI0ATTY THHAIHSL.

6.3 Cpok Ha rogHoCT

Cpok Ha TOAHOCT Ha KpaiHus BeTepHHAPHOMEIULIUHCKU IPOIYKT: 2 TOAUHU.
Cpox Ha FOAHOCT CJIe/l IbPBO OTBapsiHE Ha IbPBUYHATA ONIAKOBKA: M3MOI3Bail He3a0aBHO ciell OTBapsHE
Ha cak/0OyTHIKa.

6.4. CrnenuajaHH yCJI0BHSA 32 ChbXPaHEeHHE HA MPOAYKTA

Jla He ce cpxpaHsBaBa npu Temreparypa Haxg 25 °C.
Ja ce masu oT npsika cIpHYEBa CBETIIMHA.

6.5 BI/II[ U CbCTAB HA IbPBUYHATA OIIAKOBKaA

Homumpommtenos cak ot 100 ml, 250 ml, 500 ml 1000 ml cvc 3aTBapsIL MTOPT, CHCTOSII CE OT
noJMkapOoHaTHa GpyHHS, XI0pOOYTHUIIOBA 3aMyIIaIKa 1 MOJUIPONUICHOBA 3aIIMTHA Tarla.
[omumponmtenoBa Oytmika ot 100 ml, 250 ml i 500 ml u kamagka ¢ TEpPMOIIIIACTUYEH JHCK 32
CBBp3BaHe KbM HH(]Y3HMOHHATA CHCTEMA U 100ABSHE HAa APYTH BETCPUHAPHOMEIUINHCKN TIPOTYKTH,
aKo € He0OXOMMO; 3aIIMTHO ATYMUHHUEBO (DOJIHO.

Kamonu c:

12 caka/OyTuiku o 100 ml;
10 caka/OyTuiku o 250 ml;
10 caxa/6yTunku o 500 ml;
10 caka mo 1000 ml.

He Bcnuku pa3sMEpu Ha OIMaKOBKATa MOrar Ja 6’L,Z[aT npeajiaranv Ha 1masapa.
6.6 Cl'leIIHaJ'IHI/l MEPKH 32 YHUIIOKAaBAHE HA HEU3II0JI3BAH MPOAYKT WIH OCTATHBIH OT HEro

Bcekn Hensmoa3Bax BCTCPUHAPHOMCIUIIMHCKHA MMPOAYKT WJIN OCTAaThbIH OT HET'O TpSIGBa Ja 6”[:,[[3.T
YHHUIIOKCHHU B CbOTBECTCTBUEC C UBMCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A THhPTOBUS

»bUODPAPM MHXXKEHEPUHI™ AJ]
P. bwearapus, rp. Cnusen 8800
Byn.Tpaxus Ne 75
ten.: +359 44 61 60 60
¢akc: +359 44 61 60 66
e-mail: biopharm@biopharm.bg
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8. HOMEP HA PABPEHIEHUETO 3A TbPI'OBUS

Ne 0022-2949

9. JATA HA TbPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUSI
JlaTa Ha TEPBOTO W3IaBaHe Ha pasperneHneTo 3a Thproeus: 05/12/2019.

10. JIATA HA MIOCJEJHATA PEJAKLMS HA TEKCTA

11/2019

3ABPAHA 3A ITPOJIA’KBA, CHABJISABAHE N/NJIMA YIIOTPEBA

He e npunoxumo.

II-P AHTOHHMO PAJIOEB
3AMECTHHUK H3ITbJIHUTETEH JUPEKTOP
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