KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM PA3ZPEIHIEHHUE 3A THPI'OBUS C BJIII Ne 0022-2950

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUS TPOAYKT
I'TFTOKO3A BUODAPM 20% /GLUCOSE BIOPHARM 20%

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

B 100 ml ot mpoxykTa ce ChabpKaT:

AKTHBHA cy0cTaHIUA:

Glucose monohydrate  22,0g
(exBuBanentHo Ha 20,0 g glucose, anhydrous)

Excuunuentn:
3a MBJIHUA CHUCHK Ha EKCLIMIIMEHTUTE, BIK T. 6.1,
3. DAPMALIEBTUYHA ®OPMA

WNudysnonen pa3tBop.
Buctop, 6€3 BUAMMYU YaCTHIU Pa3TBOP; Oe3BETEH WM OYTH OE3LBETECH Pa3TBOP.

Enepruitaa croitroct: 800 kcal/L
Teopernuen ocmonaputet: 1110 mOsm/L.
pH croitnocrt: 3,5 10 6,5.

4. KJIMHUYHU JAHHHU

4.1 BuoBe :XMBOTHH, 32 KOUTO € npegHa3Hayen BMII

I'oBena, koHe, OBIlE, KO3, TIpaceTa, Ky4eTa U KOTKH.

4.2 TepaneBTHYHU NOKa3aHUs, ONIPe/leJIeHH 32 OTAJHUTE BUI0BE ;KUBOTHH

. I'oBena, oBIIe U KO3H:

- MeTaboIuTHI CUHIPOMH, KOUTO BH3HUKBAT PU XUIOTIMKEMHUs (KeT03a, TPAaHCIIOPTHA TETAaHHS);

- [TaTomornyHM CHCTOSTHUS, KOUTO BH3HUKBAT IIPHU XUIIOBOJIEMHUS: CENITUYEH, €HIOTOKCUYEH, TPaBMaTH4YEH
WM XUPYPTHUYEH MIOK.

. [Ipacera:

- [laTomornyam CHCTOSTHUS, KOUTO BH3HUKBAT MIPHU XUIIOBOJIEMHUS: CETITUYEH, €H/IOTOKCHYEH, TpPaBMaTHICH
W XUPYPrUYeH MIOK

- XUNOrIuKEeMHUS.

. Kone, ky4yeTa u KOTKU:

- [TaTosmOrnYHM CHCTOSTHUS, KOUTO B3HUKBAT MIPHU XUIIOBOJIEMUS: CENNTUYEH, €HIOTOKCUYEH, TPAaBMaTH4EH
WJIY XUPYPrU4eH LIOK.
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4.3 IMpoTuBonoxazanus

[a He ce u3nomnssa npu:

- UaTpakpanuaiHo MM MHTPACIIMHAIHO KbPBEHE;

- HenexyBan nuaber;

- XUMOTOHNYHA JeXUAPATALIHS;

- Enextponuren aucbananc;

- Anypus;

- [lepudepuu eqemu;

- Bonect Ha AuchHH (XUTOAAPEHOKOPTHLIMZBM) TIPH MAJIKH KHUBOTHU;
- Xemomepdy3usi.

4.4 CneunuajHu mpeana3sHu MePKH 3a BCEKU BU/ *KMBOTHH, 32 KOUTO € npeaHasnadyen BMII
Hsama.
45 CrnenuajHu npeIna3Hu MepKH NpH ynorpeda

Crenpanaay npeana3sHy MEPKHU 3a )KUBOTHUTE IIPU VIIOTpeOaTa Ha MIPOIYKTA

Jla ce cneny peoBHO HUBOTO HA KPBbBHATA 3aXap, €IeKTPOIUTUTE U BOAHUS OajaHC.
3a 0Bp30 npeonosBane nipu npeno3upane ¢ BMII, na ce nmpumoskat kanneBu U GpochaTHH COIH.

Crenmaniay npeana3sHy MEPKH 3a JIMLATA, IPUJIaralli BETEpUHAPHOMENIINHCKIUS IPOAYKT HA YKUBOTHUTE

Ha ce paboTu B ChOTBECTBUE C yCTAHOBSHHTE MpaBHJia 3a YoTpeda Ha HHKEKIIMOHHH MPOAYKTH U C
W3KITIOYHUTEITHY TIPEIIa3Hd MEPKH 3a N30sTBaHe HA MHIIUICHTHO CAMOWH)KEKTHPaHE.

[Ipu cyyaiiHO caMOMH)KEKTHpaHe, He3a0aBHO J1a ce€ IOThPCH MEIULIMHCKU ChBET, KaTO Ha JIeKaps ce
MpeI0CTaBH JMCTOBKATa MM €TUKETa Ha MPOIYKTa.

4.6 HebaaronpusiTHu peakuun (4€cToTa U BasKHOCT)

bBp30T0 MHTPAaBEHO3HO PUIIOKEHHE HA XuepToHNIHH pa3TBopH (30% 10 50%) (mpu crienrHu ciydan)
MOJKe Ja Ipeau3BruKa (preduT u/ wim chbCupBaHe B MACTOTO Ha MHXKEKTHPAHE.

Wudy3usara Moxe 1a npeIn3BUKa;

* XUNeprivKeMus;

* EnextponuTen aucbananc (XMIIOKaNeMHs, XUTIOMarHe3eMus Wi XUurmogocareMusi);

* Bonen nucbananc (XurepBoiaeMus).

HenpasunHara TexHuka Ha HHPY3HSI MOXKeE Jia IPUYHHU eKCTpaBasalisl, THPEKIHs B MACTOTO Ha
WH)KEKTUpaHe, JIOKaJIHa 00JIKa, BEHO3HO Jjpa3HeHe Wik (GueOuT, KOUTO MOTaT Jia ce pa3npoCcTpaHsBaT OT
MSCTOTO Ha WH)XKEKTHpaHE U JIa MPEeIU3BUKAT TPOoMOO03a.

AKO ce MposBsIBaT HEOIATONPUATHHN peakinu, HHQYy3usaTa TpsSOBa J1a ce MPEeKpaTH.

4.7 Ynorpebda no BpeMe Ha OPEeMEHHOCT, JIAKTALMS WIH sIHIeHOCeHe

Be3omnacHocTTa Ha BeTepUHAPHOMEIUIIMHCKUS TIPOIYKT HE € JIOKa3aHa 10 BpeMe Ha OpPEeMEHHOCT U
JIaKTaIsl.

Hpnnara CC CaMoO cJieq NpClCHKa HOJ'ISa/pI/ICK OT OTT'OBOpPHUSA BETCPUHAPCH JICKAP.
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4.8 B3aumoneiicTBue ¢ APYru BeTepUHAPHOMEIMIIMHCKH MPOAYKTH U APYru (popMHU Ha
B3aHMoOJeHCcTBHE

He ca usBecTHu.

4.9 Jl0o3a ¥ HAYMH Ha NPHJIOKEHUe

HHTpaBeHO3HO NPUIIOKEHUE.

[Ipunara ce 6aBHO, upe3 HHTPaBeHO3HA HH(]PY3HA, KATO MO TO3W HAYMH HE Ce MPEBHUIIIaBa CKOPOCTTA Ha

uHdysus 0,5 ml/kg T.m./gac.

ExBuBasienT Ha O0€3BOIHA IIIFOKO3a:

. l'oBena u kone: 100-125 g raroko3a (exBuBanienTHO Ha 500-625 ml/KHBOTHO).
. Oguie, k031 U mpaceta: 12,5-25,0 g rmoko3a (eKkBUBaJIEHTHO Ha 62,5-125 ml/’*KHBOTHO).
. Kydera u xotku: 1,25-7,50 g rimroxo3a (ekBuBasieHTHO Ha 6,25-37,5 ml/’kuBOTHO).

Jlo3ute ce mpuiiarat Copes TerJIOTO Ha )KUBOTHOTO U JKEJIAHOTO €HEepruifHO cHalAsBaHe, KaTo ce
pa3zessAT Ha HAKOJIKO JHEBHU MHQY3HH.

MHcTpykIuu 3a paBUIIHO IIPUIIAraHe:

- Jla He ce nmpuiiara MmoaKoMXHO.

- Uady3noHHAAT pa3TBOp TPsAOBA 1@ ce 3aTOILTH 10 TEIECHA TeMIIepaTypa MpeIu Mpuiiarate.

- CaMo 3a eTHOKpaTHa ymorpeoa.

- lla He ce M3MoII3Ba, aKO Pa3TBOPHT HE € OUCTBD, MMa BUIUMH YaCTHIIA M KOHTEHHEPHT € MMOBPEICH.

410 IIpeno3upane (CHMNTOMH, CIEIIHA MEPKHU, AHTHIOTH), AKO € HEOOXOTUMO

[Ipunarane Ha Mo-BUCOKA [103a IIIOK03a MOJXKE J1a IOBEJE O XUNEPIIUKEMHUS, TITUKO3YPHsI U TOJINYPHSL.
411 KapeHTHH cpokoBe

I'oBena, koHe, OBIIE, KO3U M IIpaceTa:

Meco u BbTPELIHU OPTaHU: HyJIA JTHU.
Musiko: HyJa Jaca.

5. OAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTHUHa rpyna: KpbBHU 3aMECTHTENN U Nep(y3MOHHH Pa3TBOPH: HHTPABEHO3HHU Pa3TBOPH.
Boruexunparau pa3TBOpH 3a MapeHTEPATHO XPaHEHE.
Berepunapnomenuuunacku Anatomo-Tepanesruuen Koa: QBOSBAO3.

5.1 dapMakogUHAMHYHH CBOIiCTBA

I'moko3ara e efHa OT Ha-4eCTO CpelaHuTe CyOCTaHIMK Ha IEPOPATHUTE U MapEHTEPAIHUTE Pa3TBOPH,
BKJIFOUMTENIHO U Ha MMapeHTEPATHOTO XPAHEHE.

Uecto ce mpuiaraT XWIMEPTOHWYHH Pa3TBOPH 3a JIEUYEHHE HAa METaOOJIWTHH 3a0O0JNSBaHUS, KOWTO ca
MPHUIPYXKEHH OT XHUIOTIIMKEMHs, Karo KeTo3a M TPAHCIOPTHA TETaHWs, KaTo 1O TO3W Ha4YhH Ce
MPeJOTBPAaTsIBa HATPYNBAHETO HA KETOHHHU TeIa.

XUNEPTOHNYHUTE TIIIOKO3HY Pa3TBOPH Ce MpUjlaraT MpH JICYEeHHE Ha IIOK, MPUIPYKEH OT XUTTOBOJIEMHS C
pa3iu4yHa ETHOJIOTHS, 332 J]a Ce BBH3CTAHOBH KPBBHHUAT 00EM, HANSITAHETO W IOTOKAa KbM HOPMAITHH
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CTOWHOCTH. XUMEPTOHUIHUAT XapakTep Ha pa3TBOpa BOJIU J0 yBEIMYaBaHE HA IUPKYJIHPAIIUSI 00eM KPbB
Ype3 W3TETIIIHE Ha BOAATa OT MHTEPCTUIIHATHOTO WIIH €KCTPAaBACKYJIAPHOTO MPOCTPAHCTBO.

5.2 dapMaKkOKHHETHYHHU 0COOEHOCTH

WuTtpaBeHo3Hnata uH(pY3us ocurypsiBa Obp30 pasmnpeiciicHUe Ha BETCPUHAPHOMEIUIIMHCKUS MPOJIYKT.
I'moko3ara B WH(PY3MOHHUS pa3TBOP CE META0OIU3UPA U EKCKPETHPA Ype3 CHIIUTE MIBbTHINA KAaTO BOJIATA U
TIIOKO03aTa, TIOTYYeHH OT HOPMATHU XPaHUTETHA U3TOUYHHUIIH.

Wznuminaara riaroko3a ce exuMuHupa upe3 0p0penute. Korato KoHIEHTpanuaTa B KpbBTa € HOpMailHa, Ts
ce gutpupa npe3 ObOpEeYHHUTE TYOYIIH, HO ITOYTH HAITBJIHO CE Pe30pOrpa, Taka Ye KOHIICHTPAIUATA U B
ypHHATA MaJia MOYTH J0 HyJa.

brnarogapenmie Ha OCMOTHYHO aKTUBHUTE TUYPETHYHHN CBOMCTBA, TIIIOKO3aTa yBelnIaBa o0eMa Ha Bojara
B ypHUHaTa.

6. OAPMAIEBTUYHU OCOBEHOCTH
6.1 CnHCBhK HA eKCIUNTHEHTHUTE

Bopa 3a nmxexmu
ConHa KucennHa, pa3peicHa

6.2 OCHOBHM HECHLBMECTHMOCTH

BerepruHapHOMETUIIMHCKHUSAT MPOAYKT € HECHBMECTUM C KANLWI-TUHATPUEB €eTaT, XucTaMuH audocdart,
HaTpHUeB BappapHH U HATPUEB THOIICHTAI.

CMecBaHETO ¢ IPYTH BETEPHHAPHOMEIUIIMHCKH MIPOAYKTH MOKE 1a IPUYMHHA HECHBMECTUMOCT.
[IpoBepkaTta Ha CbBMECTUMOCTTa Ha BCSKA KOMOMHAIMS € OTTOBOPHOCT Ha BETEPHHAPHUS JIEKap.
I'moxo3HUTE pa3TBOpH HE TPAOBa J1a ce MPUJIAraT ¢ eAMH U ChLIM KOMIUIEKT 32 HH(Y3Us €THOBPEMEHHO C,
MIpeN WIN CIIE] IPENNBaHE HAa KPBB, MOPaIU Bb3MOMKHOCT 3a IICEBIOATTY THHALIUS.

6.3 Cpok Ha rogHoCT

Cpok Ha rOJIHOCT Ha KpallHHs BETEPUHAPHOMEIUIIMHCKH IPOIYKT: 2 TOANHH.

Cpok Ha rOJHOCT CJIe/l TbPBO OTBApsiHE HAa IbPBUYHATA OMAKOBKA: M3M0JI3Bail HE3a0aBHO CJie]] OTBapsiHE Ha
cak/OyTuhIiKa.

6.4. CnenuaJiHi YCJI0BHUS 32 ChXpaHeHUe HA MPOAYKTa

Jla He ce cpxpaHsBaBa npu Temrieparypa Haxa 25 °C.
Ja ce masu oT npsika cIpHYEBA CBETIIMHA.

6.5 BI/[Z] U CbCTAaB HA MbPBHUYHATA OIIAaKOBKaA

[onmunponunenos cak ot 100 ml, 250 ml, 500 ml u 1000 ml cbc 3aTBapsIL NOPT, CHCTOSALI CE OT
nosnmkapboHaTHa (QyHHS, XJIOpoOyTHIIOBA 3aITyIIAIKa U MOJUIPONIIEHOBA 3all[UTHA Tara.
[onunpornunenosa Oytunka ot 100 ml, 250 ml u 500 ml u kanavka ¢ TepMOIIACTUYEH JTUCK 32
CBBbp3BaHe KbM MH(Y3HMOHHATA CHCTEMA M JOOABSIHE HA APYT'H BETEPUHAPHOMEIUIIMHCKH MTPOAYKTH, aKO €
HEO00X0/IMMO; 3alIUTHO ATyMUHHEBO (OIIHO.

Kamonu c:
12 caka/Oytunku o 100 ml;
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10 caka/OyTuiku o 250 ml;
10 caxa/6yTmnku mo 500 ml;
10 caka mo 1000 ml.

He Bcuukm pazmepu Ha omakoBKaTa MOTaT Aa ObJAT MpeajiaraHy Ha masapa.
6.6 CrnenuajaHH MepPKH 32 YHHIIOKABAHE HA HEM3IMOJI3BAH NMPOAYKT WJIH OCTATHIN OT HETO

Bcexn Hen3mons3BaH BeTepUHAPHOMEAUIIMHCKY TIPOAYKT HIIM OCTAaTBIX OT HEro TpsiOBa na Obaat
YHUIIIOKEHU B CHOTBETCTBUE C M3UCKBAHUSITA HA MECTHOTO 3aKOHOAATEIICTRO.

7.  NPUTEXATEJ HA PASPEHIEHUETO 3A ThbPI'OBUS

CODAPMA AJl

yi. Unuencko moce, 16

1220 Codus, boarapus

E-mail: sopharma.bg
8. HOMEP(A) HA PASPEHIEHUETO 3A ThPT'OBUS
0022-2950
9. JATA HA TBPBOTO U3JABAHE HA PABPEHIEHUETO 3A ThbPI'OBUSL
JlaTa Ha MBPBOTO M3/[aBaHE Ha pa3perieHueTo 3a Thprous: 05/12/2019
10. JIATA HA MOCJEJHATA PEJAKIUSI HA TEKCTA
11/2025

3ABPAHA 3A ITPOJAKBA, CHAB/IIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.

15.12.2025 .

X

[-P KPACMMWP 3/1ATKOB
OVPEKTOP HA ANPEKLINA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV
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