KPATKA XAPAKTEPUCTHUKA HA NIPOAYKTA

1. UME HA JIEKAPCTBEHUS ITPOAYKT

EKCTPAHMWJI pazrBop 3a nepuTOHEa HA JUATN3a
EXTRANEAL solution for peritoneal dialysis

2. KAYECTBEH U KOJIUYECTBEH CbCTAB

CrepuiieH pasTBOp 3a MEPUTOHEANHA MUain3a, ChAbpxkan ukoaekcrpun 7,5% w/v (lcodextrin 7,5%
W/V) B eIEKTPOJIMTEH Pa3TBOP.

Hxonexcrpun (Icodextrin) 75,0 g/L
Hatpues xmopun (Sodium chloride) 54 g/L
Harpuer S-nmaxrat (Sodium S-lactate) 4,59/L
Kanmumes xmopuz (Calcium chloride) 0,257 g/L
Maruesues xnopuna (Magnesium Chloride) 0,051 g/L
TeopeTHueH OCMOJIAPUTET: 284 (milliosmoles/l)
TeopeTHueH OCMOJTAIUTET: 301 (milliosmoles/kg)

Enexrponutu, chabpskan ce B 1000 ml pazteop:

Harpwii 133,00 mmol/L
Kanuwmii 1,75 mmol/L
Maruesuit 0,25 mmol/L
Xnopuau 96,00 mmol/L
Jlakratn 40,00 mmol/L
pH =506

3a IBJIHUS CIHUCHK Ha TOMOIIHUTE BEIESCTBA, BUKTE TOUKA 6.1.

3. JIJEKAPCTBEHA ®OPMA
Pa3tBOp 3a nepuroHeanHa quanusa.

EKCTPAHWJI e crepunen, OucThp 1 O€31BETEH Pa3TBOP.

4. KIMHUYHU JAHHU
4.1 TepaneBTHYHH MOKA3AHUSA

EKCTPAHWJI e noka3aH 3a eTHOKPAaTHO JTHEBHO 3aMECTBaHE Ha €IUH OT IJIIOKO3HUTE Pa3TBOPH NpPHU
NPOABIDKUTENHA aMOynartopHa neputoneanna auaiunsa (ITAITJI) wiu aBTOMaTH3MpaHa MEpHTOHEATHA
muanmza (AILJ]) 3a ;medenne Ha xpoHWuHa ObOpeuHa HemocTaThbuHOCT. OCOOEHO € MOMXOMAIN MPU
MAlMEeHTH ¢ HapylleHa yiaTpadwiTpalys MIpU U3M0JI3BaHE Ha IVIIOKO3HM Pa3TBOPH, Thil KaTo IpaBU
BB3MOXHO JIa CE YIBIDKH BPEMETO Ha JIEYCHHE C MPOJBIDKUTENHA aMOyJiaTOpHATa MEepUTOHEaTHA
nmuanusa (ITATL).

4.2 1o3MpoBKa M HAYHH HA MPHJIOKEHUE

O3HMPOBKaA

EKCTPAHMWMII ce npenopruBa 3a IPUIOKEHHUE IIpe3 Hal-NPOABIKUTEIHUS IEpUOJ Ha IPEcToil Ha
nuanusara, T.e. npu [TAIT]] o6ukHOBeHO npe3 Houlra u npu AllJ] 32 TpOABIHKUTENHUS JHEBEH MIEPUO]I.
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o TepaHCBTI/I‘IHaTa CXEMa, 4eCToTaTa Ha NPHUJI0XKCHUEC, 00eMbT Ha U3IOJI3BAHUTE Pa3sTBOpH, PUTBMBT U
MPOABJDKUTCIIHOCTTA HA TUAJIN34, TpH6Ba Ia C€ U3BBbPIIBAT IO HaOJIFOACHUETO Ha JICKap.

Bwv3pacmuu

[Ipu MHTpanepUTOHEATHO NPUIOKEHHE, OTPAHHYICHO 10 €THOKpaTeH 0OMEH 3a 24-4acoB MEpUO KaTo
gact ot [TAITLJ mnu A/l TepanieBTUYEH pEXUM.

Heo0XxommuMoTo KOJNMYeCcTBO pa3TBOp TPsAOBa Jla ce mpwiiara 3a nepuoxa ot okoio 10-20 muHyTH U C
nmoaxodina 3a nmanreHTa CKOpocCT. 3a BB3PACTHU MALUEHTU C HOPMAJIHO TCJIIECHO TETJIO HCOGXOHI/IMI/IHT
pasTBop 3a npuiioxenue e He noBede ot 2,0 L. TIpu mauuenTu ¢ mo-ronsmo tenecHo Terio (Hax 70-75
kg) moxe na ce mpusoxku u 1o 2,5 L pasrsop.

AKO TIPHIIOKEHHAT 00eM pa3TBOP MPUUMHIBA TUCKOM(DOPT, IBIDKAIL c€ HA TOBUIIECHO a0JIOMUHAITHO
HanpexeHrne, KOJMYeCTBOTO Ha pa3TBopa TpsAOBa aa ce Hamanu. [IpenopbyBaHOTO BpeMe 3a MpecToi Ha
pa3TBOpa B mepuToHeyMa ¢ Mexay 6 u 12 waca mpu ITAIIJ] u mexny 14-16 waca mpu AIIJ.
JpeHupanero Ha pa3TBOpa ce M3BHPIIBA HA MPHUHIMIIA HA TPABUTAIMATA U C TIOAXOJAINA 32 MalUeHTa
CKOpOCT.

Cmapu xopa

KakTto npu BB3pacTHu.

Heduamputma nonyaayus

BesomacHoctra M eduracHocrra Ha EKCTPAHUJI mpm nmema Ha BB3pacT mo 18 rogmHm He e
YCTaHOBEHaA.
JIumncsat naHHM.

Hauun Ha ipuiioKeHue

Tpeonasnu mepku, koumo mpsbea da 6voam e3emu npeou paboma uiy NPULOICeHUe Ha 1eKapCmeeHUs
nPOOYKM.

e EKCTPAHWJI e npensupeH camo 3a MHTpANEpUTOHEANHO NpuioxeHne. He e 3a MHTpaBeHO3HO
MIPHUJIOKEHHE.

e PasTBOpHTEe 3a TEpUTOHEAJIHA IualW3a Morar jaa ce 3atommT n0 37°C ¢ umen momoOpsiBaHe
koM(opTa Ha marpeHTa. TpsbBa aa ce U3moa3Bar, obade, caMo CyXH M3TOYHHUIIM Ha TOIUIMHA (Kato
HarpuMep, eIeKTpHYeCcKa Bb3IIIABHUYKA, HApeBaeMa I104a). PasTBopuTe He TpsAOBa Ja ce 3arpsABar
BBHB BOJa UJIN B MPIKpOB’bJIHOBa (bypHa, HOpaI[I/I IIOTCHIIMAJTHUA pI/ICK 34 MmanueHTa OT HapaHHBaHe
WA TUCKOMOPT.

e TpsbOBa na ce n3MON3Ba aCENTUYHA TEXHHUKA 10 BpeMe Ha MpoLieaAypaTa Ha IepUTOHeaTHa JHajn3a.

o I[a HE C€ Ipuijiara, ako pa3TrBOpbT € € NIPOMCHEH LBAT, € MBTCH, CbAbPiKa HEPA3ZTBOPCHU HYaCTHIH
HJIKX UMa J0Ka3aTeJICTBO 3a U3TUYAHE HA PA3TBOP OT CaKa, UJIM OllaKOBKAaTa € C HapylI€Ha IsJIOCT.

e M3non3BaHUAT qUAIM3EH Pa3TBOP TPSAOBA J1a Ce U3C/e/IBa 3a Hanuuue Ha (GUOPUH WM IOMbTHIBAHE,
KOETO MOJKE J1a € MHANKALNA 32 MHOEKINA MJIH acENTUYECH IEPUTOHUT (BHKTE TouKa 4.4).

e (Camo 3a eHOKpaTHA ymoTpeda.
4.3 IIpoTHBONOKA3AHUS

EKCTPAHMWII we Tps6Ba J1a ce U3M0JI3Ba IPU IALUEHTH C:
2
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CBPBXUYBCTBHTEITHOCT KBM AaKTHBHOTO BEIIECTBO HJIM KBM HSIKOE OT IOMOIIHHUTE BEIIECTBA,
n30poeHu B Touka 6.1

M3BECTHA AJIeprysi KbM MOJMMEPH Ha OCHOBAaTa Ha HHMIECTeTO (HAmp. LAPeBUYHO HHLIECTE) H/HIH
HKOJEKCTPUH

HEMOHOCHMOCT KBbM MaJT03a WJIN U30MalTO3a

Ipo0JIEMHU ChC CKIIAJUPAHETO HA IIIMKOI€Ha

CBILIECTBYBAIlA TEKKA JIAKTaTHA allu103a

HEOTCTPAHUMH MeXaHHMYHH Je(eKTH, KOUTO MpeyaT 3a OCHLUISCTBABAHETO Ha e(eKTHUBHA
MepUTOHEeaTHA TUaIN3a WIIH OBHIABAT PUCKA OT HH(EKIINN

ycTaHOBeHa 3ary0a Ha MepuTOHeadHaTa (YHKIMS WJIM MacHUBHO cpacTBaHe, KOETO HapyllaBa
HepuTOHeaaHaTa GpyHKIHs

4.4 CnenMa/aHu NpeAyNpexRIeHUus] U NpeINa3Hu MepPKH NPH ynorpeoda

HaIII/IeHTI/ITe C HI/Ia6eT YeCTO C€ HYXIOA’AT OT IIO-BUCOKHM [O03M HHCYJHWH 3a NOAAbpKaHE Ha
[IIFOKO3HUTE HUBA MO Bpeme Ha neputoneaina auanuza (I11]). 3aMsHaTa Ha TITIOKO30CHIBPIXKAIL
pastBop 3a nepuroHeanHa nuanmnza ¢ EKCTPAHWII moxe na Hanoxu KOpurupaHe Ha oOMJaiHaTa
J103a MHCYJIUH. IHCYTHHBT MOXKe J1a ce Mpuiiara HHTPanepuTOHEaHo.

OT4MTaHETO HA KPbBHATA TJIIOKO3a TPSOBA Jia CTaBa Ype3 IIIFOKO30-CHEU(PUIHN METOH, 33 Ja Ce
u3berne wHTEpdepeHnuATa ¢ Majaro3a. [ IIOK030AeXuaporeHasa-nupoaoxuHonmuaxuaon (GDH-
PQQ) wm glucose-dye-oxidoreductase (GDO) 6Gasupanute TecT-mMeromud He TpsiOBa ga ObaaT
usnonssanu. ChIO Taka ynotpedara Ha HIKOU TJIFOKOMEPH U TECT-JICHTH, Ha OCHOBAaTa Ha IIFOK030-
nexuaporenasa ¢ (maBuH-anenud aunykieotun (GDH-FAD), noseme no dammmBo oTunTaHe Ha
MOBHUIIICHU CTOWHOCTH Ha TIIIOKO3a MOpajd HAIWYMETO Ha Majiro3a. TpsoOBa ma ce oObpHETE KbM
npousBoguTesA(MTe) Ha TIIIOKOMEPH W TECT-JICHTH, 3a Ja Ce TPOBEPH Haid HKOAEKCTPHH WIIH
MaJITO3a TPEAU3BUKBAT CMYIIEHUS WK (aIIiBO 3aBUIIIEHN CTOWHOCTH Ha TITFOK03a.

Axo Tiroko3oaexuaporeHasa-rmuponoxuHomuaxuaon (GDH-PQQ), rimoko30-au-okcumopeaykrasa
WK TIIIOKO30-IexuporeHasa ¢ ¢uaBun-aaenun aunykineoruy (GDH-FAD) 6asupanute mMeroau
Obnat usnonspanu, npunoxenrnero Ha EKCTPAHWII moxe na nosene a0 (aimmBo MOBUIIABaHE
Ha TJIOKO3HUTE PE3yJITaTH, KOETO Jia JOBEAC JO NMPUIOXKCHHE Ha MOBEYE WHCYJIUH, OTKOJKOTO €
HeoOxoauMo. ToBa MoOXe Jja TPUYMHH XHITOTIMKEMUS, KOSTO Jla JIOBeJle N10 3ary0a Ha Ch3HAHUE,
KOMa, HEBPOJIOTUYHU HapyIIeHus U cMBPT. ChIIO Taka, (GalIIMBO H3MEPEHUTE TMTOBUILICHH HUBA HA
IJII0OKO3aTa B KPBBTA, B PE3yJITaT Ha B3aUMOJCUCTBUE C MaJTO3aTa, MOXE Ja MacKuUpar
JIEHCTBUTEIHA XUIOTJIIMKEMHsI, KOATO HelleKyBaHa IIIe JIOBeJe O CHIIHUTE MocieAcTBui. DanmuBo
3aBHILCHN HUBA HA KpPbBHATA 3aXap MOTaT Jia ObJIaT OTYETCHU JI0 JBE CEJAMMIIM CIIE/ MPEKpaTsIBaHe
Ha jgedennero ¢ EKCTPAHWJI (MKOmEKCTpPHMH), ako 3a OMNpEHe/IAHETO i ObaarT H3IOJ3BaHU
TIIIOKOMEPH M TECT-JICHTH HA OCHOBATa Ha TIIOKO30[eXHIpOoreHasa-muposoxutnoianaxuaon (GDH-
PQQ), glucose-dye-oxidoreductase (GDQO) wam T1II0K030-AeXUApOreHasa ¢ (IaBUH-aJCHUH
nunykineorun (GDH-FAD).

Teii  KaTo  IUIIOKO30IeXHIporeHasa-muponoxunoauuxuion  (GDH-PQQ), glucose-dye-
oxidoreductase (GDO) unu rimoko3o-aexuaporeHasa ¢ ¢nasun-anenud aunykieorun (GDH-FAD)
0a3upaHUTe TECT-METOAM MOraT a ObJaT H3MON3BaHH B OONHHYHH YCIOBUSI € MHOTO BajKHO
MEIUIUHCKUATE CICIUAINCTH, PabOTEIy C MAIMEHTH Ha MEPUTOHEATHA IHAaIn3a, HM3IMOJI3BAIN
EKCTPAHUJI (uKomeKCTpHH), BHUMATEIHO A CE 3aMO3HAsAT C HPOAyKTOBara MH(poOpMaIs Ha
CHCTEMHUTE 3a ONpec/siHE Ha KPhBHA 3axap, BKIIOYMTEIHO U C TECT-JICHTHTE, 3a Ja MOrar Ja
OpEIeHsIT, fanu Te ca noaxoxasiy 3a ynorpeda ¢ EKCTPAHUII (ukogekcTpuH).

3a ;a ce n30erHe HEMPAaBHIIHO MPUIIOKEHUE Ha WHCYJIMH, TAIMEHTUTE TpsiOBa Aa ObaaT 00y4eHH ja
yBeI[OMHBaT MCOAUIIMHCKUTEC CIICLIUAJIUCTHU 3a TOBA B3aHMOI{efICTBHe BCCKHU II'BT, KOI'aTO 'l HpI/IeMaT B
OOJIHHUIIA.
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o [lepuroHeanHaTa quani3a TpsOBa Aa ce HPOBEXIa C OCOOCHO BHHUMAHWE MPU MAlUEeHTH c. 1)
abJOMUHATHY HAPYIICHHS, BKIIIOYBAIIN Pa3KbCBaHE HA MIEPUTOHEATHATa MeMOpaHa U nuadparmara
Cclie[] XUPYpruyHa Oneparysi, BCICACTBHE Ha BPOJEHH AHOMAIIMU MM TPaBMa, JIOKATO JICYEHHETO He
Ob/e 3aBBpIICHO, abJOMHHAIHNA TyMOpH, WH(MEKIMS Ha KOpeMHaTa CTeHa, XepHHH, (HCTylia Ha
IIpaBOTO YE€PBO, KOJIOCTOMUA WM HUIICOCTOMHSA, YECTH €MHU30AM Ha JAUBEPTHUKYJIUT, BB3MNAIUTECIHO
WITH UCXEMHUYHO 3a00JsIBaHe HA YepBaTa, TekKKa MOIMKUCTO3a Ha ObOpeuTe, Wik APYTH ChCTOSHHS,
KOHWTO Ca PHCKOBH 3a IEJIOCTTA Ha KOpPEMHAra CTEHA, KOPEMHAaTa IOBBPXHOCT WM KOPEMHATa
KyXWHa; ¥ 2) Jpyrd ChCTOSHHS, BKIIOYBAIIM HEOTAABHAIIHO MPOTE3UPAHE HA a0pTaTa M TEXKO
OenoapoOHO 3abosBaHe.

e Kamncynupama mneputoHeanHa ckiepo3a TpsOBa Ja ce WMa MPEIBUI KAaTo H3BECTHO, PSIKO
YCIIO)KHEHNE Ha TIepUTOHEeaNHaTa aquannsa. Kancynupaniara mepuToHeaiHa CKJIepo3a € yCTaHOBeHa
MpH TAIUEHTH, M3MON3BalllM Pa3TBOPY 32 MEPUTOHEAIHA JHMAjK3a, BKJIIOUUTEIHO U TPU HIKOH
naruenty, usnonsBamu EKCTPAHWMII kato yacT oT TsSxHaTa MepUTOHealHa AWanu3a. Psako nMa
cpoOmeHus 3a (aranen uzxox cien ynorpeda Ha EKCTPAHUIL

o TlarmeHTH, IpeapasnoIoKeHd KbM Pa3BUTHE HA JIAKTaTHA aruzo3a (Hamp., TEKKA XUIOTOHHS FIIH
CEeTCUC, KOUTO MoraT Ja ObJaT CBBbpP3aHM ¢ OcTpa OBOpeYHa HEIOCTAaTHhYHOCT, BPOJCHU
MeTabOMUTHY HAPYILICHHUS, JICYCHUE C JICKapCTBA KAaTO MET()OPMUH M HYKICO3HIHU/HYKICOTUIHH
WHXUOUTOpPH Ha oOpaTHaTa TPAaHCKPHIITA3a, BHUMATEIHO TpsAOBa Ja ce HaONIoAaBaT 3a MOsBa Ha
JIaKTaTHA alyI03a MpeIy HadajJoTo U MO BpPeMe Ha JICYEHHETO ChC ChIBPIKAIIN JaKTaT Pa3TBOPH 3a
MIepUTOHEATHA JHATH3A.

o Koraro Ha AaJICH MAaHUCHT CC MPCANMCBAT Pa3TBOPHU 3a NICPUTOHCATIHA AUAJIN3a, Tpﬂ6Ba Ja C€ B3€Mart
10 BHUMaHHEC Bb3MOXHUTC B3aI/IMOIl€I‘/'ICTBI/I$I MEXKAY TUATTU3HOTO JICUCHUE U JICUCHHUETO, HAa3HAYEHO
3a ApyTH CbII'BTCTBAILIU 3a0oissBaHus. BHUMaTeTHO TpﬂGBa Aa C€ CJICAAT CCPYMHUTE HHMBA Ha Kajaui
TIpU MMalueHTH, JICKYBAH!U CbC CHPACUHU TTIMKO3UIH.

e [Ipu mnomsBane Ha EKCTPAHWJI ca nHabmromaBaHu peaknuu OT CTpaHa Ha TEPUTOHEYMa,
BKJIIOUBalIM abgoMuHaNHa 0OJKa, MBTEH OTAPEHHpaH Pa3TBOp, ¢ Wi 0e3 OakTepuanHa HaxXoIKa
(acenTuyen meputonuT) (BrkTe Touka 4.8). B ciywall Ha mepUTOHEANTHU pEaKIMH, NAUUCHTHT
TpsOBa J1a 3ama3u caka C OTIPEHUPAHUIT Pa3TBOP, ChIABPKAI UKOJISKCTPHH, 3a€IHO C HApTHIHHS
HOMED U J1a TO IpeAajie 3a aHaJIu3 B CHeUUATIN3UPaH MEJULUHCKH LEHTHD.

OTapeHupaHusIT pa3TBOp TPsOBa Ja ce m3cieaBa 3a (pUOPUH WM MOMBTHABAHE, KOETO MOXKE Ja €
TOKa3aTell 32 HAIMYKe Ha MHEKIUS MM aCeNITUYCH MEPUTOHNT. B Te3u ciryuan manueHTuTe TpsioBa
na uHGPOpPMHUpAT JIKYBallUs CH JieKap M Ja C€ MPEANpPHEeMaT ChOTBETHU MHKPOOHOIOTHMYHHU
n3cnenBanvs. HasHayaBaHeTO Ha aHTUOMOTUYHO JICYCHHE € BH3MOXKHO KIMHUYHO pEIICHUE IpH
pasBUTHE Ha WHQEKIHA. AKO BCHYKU JPYTH BH3MOXKHH MPUYHHU 32 MOMBTHIBaHE Ha Pa3TBOpa ce
U3KIIo4aT, TpsAOBa na ce mpekbcHe npwiokeHnero Ha EKCTPAHWJI u pesynatarsT OT TOBa
neiictBue na ObAe aHanm3upaH. AKo cieq npekbeBaHe Ha npuitokenuero Ha EKCTPAHUII we ce
nabmonaBa mombTHsBaHe, EKTPAHUJI He TpsOBa ma ce mpmmara OTHOBO, OCBEH IO CTPOTO
nekapcko HaOmonmeHue. Ako npu mnocnensamo mnpmiOxkenne Ha EKCTPAHWII ce mosiBu
MMOMBTHSIBAaHE Ha IWaNIH3aTa, TO HA TO3W MalMeHT He TpsiOBa ma ce mpuiara nosede EKCTPAHWII.
HeoOxoaumo € 1a ce Ha3HauW ajnTepHATHBHA Tepamus ¢ MMEepUTOHEeallHa JUalii3a M MalMeHTHT Aa
ObJ1e 0] CTPOTO JIEKApCKO HAOIIOICHHE.

e AKO ce MOSIBH NEPUTOHUT, I/I360p’BT 1 IO3UPOBKATAa HaA aHTI/I6I/IOTI/IL[I/I, aKO € Bb3MOJXXHO, TpH6Ba Ja Cce
OCHOBaBa Ha pPE3YJITATUTE OT H3CJICABAHUATA 3a BHUAA W YYBCTBUTCIHOCTTA HAa HU3OJHUPAHUTE
MUKPOOPraHU3MHU. Hpe/:u/l I/IIleHTI/I(I)I/ILII/IpaHCTO Ha MHUKPOOPraHU3MUTEC, MOXKE Ja C€ Ha3Ha4Yu
HIIUPOKOCTIEKTBPCH AHTHOHMOTHK.

e Paaxo, Texku peakuuun Ha cBpbxuyBcTBUTEeTHOCT KbM EKCTPAHWII ca poxmanBaHu KaTo
TOKCHYHA CMUJICPMaHA HEKPOJIU3a, aHIHOelleM, epuTeMa MyJITU(dOpMe W BacKyiauT. Morar na ce
MOSABAT aHa(uIakTHYHKW/aHapUIaKTougHu peakiud. Crpere HHY3UATa HE3a0aBHO U JApPEHHpanTe
pa3TBopa OT MEpUTOHEATHAaTa KyXWHA, aKO CE MOSBAT HSAKAKBU IPH3HAIM WJIM CHMIITOMH Ha

4
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MOJIO3UPaHa peaknus Ha CBPBXUYBCTBUTEITHOCT. TpsiOBa na OBAAaT TpEANpUETH TOAXOSIIH
TEpaNneBTUYHU KOHTPAMEPKH, KAKTO € KIIMHUYHO TTOKA3aHOo.

e EKCTPAHMNJI He ce npenopbuBa Npy NAIMEHTH C OCTpa ObOpeYHa HEAOCTATHYHOCT.

e Jlo BpEME Ha JICHCHUECTO C MEPUTOHCAIHA AHAJIM3a MOXKE Oa CE Ha6moz[aBa 3ary6a Ha IPOTCUHH,
AMHWHOKHCCIIMHYU, BOAHO PA3TBOPHMHU BHTAMUHU U APYIH JICKAPCTBCHHU IMPOAYKTH, KOCTO MOXKE 1a
HaJI0KHU TAXHOTO BBH3CTAaHOBABAHC.

e [lanuenture TpsOBa na OBAAT BHUMATETHO NPOCIEASBAHM C I€N1 Ja ce WM30ErHe XWIO- WIIH
xunepxuaparanus. [lopumenara yarpapuirpanus, 0COOSHO MPU MAIUEHTH B HANpeIHala Bb3pacT,
MOJK€ JIa IOBEE 10 MEXHUApATaIHs, BOJEIIA 10 XUITOTOHUS U Bb3MOXHH HEBPOJIOTUIHH CHMITTOMH.
TpsiOBa BHUMATEITHO Ja ce Ciieu OanaHca Ha TEYHOCTHTE U TEJICCHOTO TErJI0 Ha MalueHTa.

o Capoxundysus Ha EKCTPAHUJI B neputoneanHaTa KyxuHa MOXKe Jia c€ XapaKTepU3upa ¢ 1yBCTBO
Ha pas/yBaHe, IbJIHOTA U/WUJIN 3aTPYAHEHO JHUIIIaHe.

o Jleuenuero Ha cBpbxuH(py3us ¢ EKCTPAHUII ce cbcTom B M3TOYBAHETO My OT MEpUTOHEaTHATa
KyXWHa 4pe3 APeHUupaHe Ha ChAbPIKaIlUs ce B Hesl 00eM pa3TBOp.

e KakTo BCHYKH APYTH pa3TBOPH 3a NEPUTOHEATIHA JUaN3a, pa3TBOPHT C UKOAEKCTPUH TPpsAOBa Ja ce
npuiIara ¢ MOBUIICHO BHUMAHHE ¥ CJIe]] BHUMATEIHA TPEIeHKa Ha Bh3MOXKHUTE PHCKOBE U TIOJI3H,
NpU MAUEHTH ChC CHCTOSHUS, KOMTO BB3MPEMATCTBAT HOPMAIHOTO XpaHEHE, MpPU IMAlUeHTH C
HapylleHa pecupaTopHa (yHKIMSA WK TaKMBa C KaJlueB Ae(UIINT.

e [lepuoanuno TpsiOBa na ce HaAOMIOAaBa ChIABPKAHUETO HA TEYHOCTH, OWOXUMHUYHUTE H
XEMaTOJIOTMYHM II0Ka3aTeld Ha KPbBTAa M KOHLEHTpAaLMATa Ha EJIEKTPOJUTH, BKIIOYUTEIHO U
ChIbP)KAHUETO HA MarHe3uid 1 OukapOoHaTu. B cirydail, ye cepyMHUTE HUBA HA MarHE3HWi ca TBbpAE
HHUCKH, C€ MpernopbyuBa NepopajeH NpUeM Ha MarHe3ui-chbAbpiKalld NPOLYKTH WIM H3IOI3BAHETO
Ha pa3TBOPH 32 MIEPUTOHEATHA JTUAIN3a, ChIIbPIKAId MarHe3uid BbB BUCOKH KOHIICHTPAIIHH.

o HpI/I HAKOHM ITAIIMCHTH CC Ha6moz[a3a NIOHM)XKaBaHE€ Ha CCPYMHHUTC HHBA Ha HanI/Iﬁ n XJIOpuau.
B'I)HpeKI/I Y€ TOBa MOHMKABAaHC HE € OT CBUHIECTBCHO KIMHUYHO 3HAYCHHEC, IPEIIOpbhYBa CE€
MpocCii€AsIBaHE Ha CEPYMHUTE HMBA HA CJICKTPOJIUTUTE.

e Or0ens3Ba ce U NMOHIWKABAHE B CEPYMHUTE HUBA HA aMUJIa3aTa KaTo LSUI0 MPH MAlUCHTH, JIEKyBaHH
MPOIBIDKUTEITHO BpEeMe ¢ NepuToHea Ha auanu3a. He e HaOmoaBaHo TakoBa MMOHIDKaBaHE J1a BOAH
JI0 TIOSIBAa Ha HEXeJlaHW peakuuu. TpsOBa ga ce mMa mpenBup obave, ye cyOHOPMAaTHUTE CepyMHH
HUBa HAa aMMjIa3aTa MOraT Ja MacKHpaT IOBHIICHO HHMBO HAa CepyMHAaTa aMuiasa, KOeTO ¢
XapaKTepHO 32 CHhCTOSIHWE Ha OCTHP MaHKpeaTutT. [lo BpeMe Ha KIMHUYHU HM3MWBaHHUA € OWIIO
YCTaHOBEHO NOBHIIABaHE HA CEPYMHOTO HMBO Ha ajKaiHaTa (ocdarasza no npubimsurenno 20 1U/.
Vma ommcaHn WHIWBHIyaTHH CIydYad, IPH KOUTO MOBHUIIABAHETO HA ajKaiHaTa (ocdaraza ce
cBBp3Ba ¢ nosuiieHo HuBo Ha SGOT.

Teouampuuna nonynayus

e EKCTPAHMNJI He ce mpenopbuBa Npu Aema.

4.5 B3aumojeiicTBHe C IPYTH JIEKAPCTBEHU MPOIYKTH U Ipyru ¢popmMu HA B3anMo/IeiicTBHe

He ca nposexnanm mnpoyuBanus 3a B3aumogneidctBua ¢ EKCTPAHWIL. Moxe na ce ovakBa
MMOHMKaBaHE HAa KPHBHUTE KOHIICHTPAIMH Ha TUANN3MPYEMHTE JIEKAPCTBEHH MPOAYKTH B PE3yiTaT Ha
nuanu3ara. [Ipu HeoOXouMOCT TpsIOBa J1a ce Ha3HAYM 3aMECTUTEIHA TEPaIusl.
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H3mepBaHeTo Ha KpbBHATa 3axap TpsOBa Ja craBa ChC CHENU(HYCH 3a TJIIOKO3a METOH, 33 Ja ce
u30erHe B3aMMOJCHCTBUETO ¢ ManTo3a. [Ioko3oaexuaporeHasa-nmuponoxuHonuaxuaon (GDH-PQQ)
wm glucose-dye-oxidoreductase (GDO) 6asupanute TecT-MeTOIU HE TpsAOBA da ObJAT W3IOJI3BaHH.
Copoio Taka ymorpebaTa Ha HAKOHM amapaTd 3a M3MEpBaHE Ha TIIIOK03a U TECT-JICHTH, H3IIOJI3BAIH
[III0OKO030-Aexuaporenasa (asun-amenud auaykieotunn (GDH-FAD) meromonmorust € J0BEIO 0
(bammBo OTYMTAHE HA TIIIOKO3HUTE TOKA3aHUsI OPaJd HAJIMYHETO Ha ManTo3a (BIKTe TouKa 4.4).

4.6 ®epTHaUTET, GPEMEHHOCT U KbPMeEHe

bpemenHocT
Hsma pgocrarbuHo onur oTHocHO mpuioxeHuero Ha EKCTPAHWMII npu OpeMeHHU JKEHH.

EKCHepI/IMeHTaJ'IHI/ITe IIpoy4YBaHUATA IIPU XUBOTHU HE Ca JOCTATHYHH 3a OLICHKA HA BIIMAHHUETO BBPXY
PeNpoNyKTUBHATA TOKCHYHOCT (BHXTE T.5.3).

EKCTPAHMII e ce mpemopbuBa 1Mo BpeMe Ha OpEeMEHHOCT W IIPH XXEHH B JETEPOIHA BBH3pacT 0e3
MOAXOAAIIA KOHTPALETIIIHSL.

Kepmene
He e m3BectHo nanu merabonurute Ha EKCTPAHWII ce exckperupar B Kbpmara.

Puck 3a HOBopozieHnTE/KbpMaueTaTa He MOXKe 1a Obie M3KIIOUEH.

TpsiOBa na ce B3eMe pellleHHe Aad Ja ce NMPEeyCTaHOBH KbPMEHETO WMJIM Jia Ce IpeyCcTaHOBH/He ce
npunara Tepanusa ¢ EKCTPAHMII xato ce B3emar mpenBuj Ioji3ara OT KbPMEHETO 3a AETeTO U
HoJ3ara OT TepanusaTa 3a KeHaTa.

deprunurer
Hsma KMTMHUYHM JaHHY 110 OTHOLIEHHE HA (PepTUIINTETA.

4.7 EdexTH BbpXy cI0cOOHOCTTA 32 IIO(UPaHe U padoTa ¢ MAaIIMHH

HpI/I NMamueHTUu C TEPMHUHAJIHA 61)6peqHa HEAOCTAaTBbYHOCT, ITOJJIOKCHH Ha IMEPUTOHCATIHA AJHalIn3a,
MOXKE a CC IOABAT HCKCIIaHH e(i)eKTI/I, KOHTO Ja IMOBJIUAAT CIIOCOOHOCTTA UM 3a H.IO(i)I/IpaHe n pa60Ta C
MalIuHH.

4.8 Hekes1aHM JIEKAPCTBEHH PeaKIUH

[To-momny ca onmcanu HEXXENaHU PEaKIMK, yCTAHOBEHH 110 BpeMe Ha MPOBEACHU KIIMHUYHU TPOYYBAHUS
u noctmapkerunroBu Haomoaenus ¢ EKCTPAHNIL.

EKCTPAHWJI ce cBBbp3Ba ¢ KOXKHHA pPEakiiy, BKIIOYBAIINA OOPHB M ChPOEK, KOUTO Ca ChC CpPeIHA /10
yMepeHa 1o cuia crereH. [loHsikora oOpuBBT € cBbp3aH ¢ ekcdonmanus. [Ipu mosBa Ha HSIKOH OT
OIIMCAHUTE HECKCIIaHU peaKm/m U B 3aBHCHMOCT OT CTCIICHTA UM, MOXEC Oda C€ HAJIOXKHU, MaKap n
BpPEMEHHO, criipane Ha npunoxenuero Ha EKCTPAHUIL

OmnpenensiHeTo Ha YectoTara ce 0asmpa Ha ciemHara ckama: muHOro dectd (>1/10); wectu (>1/100-
<1/10), neuectn (>1/1,000-<1/100), peaxu (>1/10,000-<1/1,000), muoro peaxu (<1/10,000),
C HCHU3BECTHA YeCTOTa (OT HAJIMYHUTEC JAaHHU HE MOXKE Oa 6'I)I[e HarrpaB€Ha OHCHKa).

CucTeMo-0praHHy KjiacoBe IMpeanountan MedDRA tepmun Yecrota
NMHOEKINN U THOECTALIMN I'punen cunapom Heuectu
Hupeit Hedectn
HAPYHIEHUA HA KPBBTA U AHnemus Heuectu
JIMM®HATA CUCTEMA JleBkomuTo3a Heuectn
Eozunodnnms Heuectn
TpombonuToneHuS C HeusBecTHa yecToTa
JleBkomneHus C HeusBecTHa 4ecToTa
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HAPYIIEHNMS HA UMYHHATA
CUCTEMA

Backynur
CBpBbX4yBCTBUTEITHOCT

C Heu3BeCcTHA YeCcTOTa
C Heu3BeCTHA YECTOTA

HAPYIIEHUA HA METABOJIN3MA
U XPAHEHETO

Jexunparanus
Xunopojaemus
XunorimmkeMus
XunoHatpuemus
XuneprimKkeMus
Xuneppoaemust
AHopekcus
Xunoxnopemus
XHImoMarse3nemMust
XHUIMONpoTenHEMUS
XHUIMOrIMKEMHUYEH 10K
Jlucbananc Ha TEYHOCTH

Yectu

Yectu

Heuectn

Heuectn

Heuectn

Heuectn

Heuectn

Heuectn

Heuectn

Heuectn

C Heu3BeCTHA YeCTOTa
C HeusBeCTHA YeCcTOTa

[NCUXNYHU HAPYIIEHUA HeoOwnuaiinn mucnu Heuectn
TpeBoxxHOCT Heuectu
HepsHoct Heuectu

HAPYIIEHNW A HA HEPBHATA CBeTOBBpPTEX Yectn

CUCTEMA I'maBoGosue Yectu
XunepkuHe3us Heuectn
[Tapecre3us Heuectn
Arey3us Heuectn

XUIMIOTTUKEMAYHA KOMa
UyBCTBO 3a mapeHe

C Heu3BeCTHA YEeCTOTa
C HeusBeCTHA 4eCcToTa

HAPYIIEHUA HA OUUTE 3aMBIIICHO BIDKIaHE C Heus3BeCTHa 4ecToTa
HAPVYIIEHUA HA YXOTO 1 Tunutyc Yectu
JIABUPUHTA
CBhbPAEYHU HAPYIIEHUA ChbpeyHo-ChI0BO HapyIIEHUE Heuectn
Taxukapaus Heuectn
CbIOBU HAPYIIEHU A XUMmoToHUSA Yectu
XuneproHus Yectu
Oprocrarnyna Heuectn
XUTIOTOHUS
PECITMPATOPHU, T PBAHN 1 Otoxk Ha Oenust 1pod Heuectn
MEJMACTUHAJIHU HAPYIIEHUA | Qucnues Heuectu
Kammuna Heuectn
Xbrmane Heuectu
Bponxocnazsm C Heu3BecTHa YeCTOTa
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CTOMAIIIHO-YPEBHHA Kopemna 60:1ka Yectn
HAPYIIEHUA Uneyc Heuectn

Ileputonut Heuectn

KwpBaB nepuroneanex auanuszar |Heuectu

Huapus Heuectu

SI3Ba Ha cTromaxa Heuectn

lactpur Heuectn

[ToBpbiane Heuectn

3anex Heuectu

Jucnencus Heuectun

TI'anene Heuectn

Cyxorta B ycraTa Heuectu

Mereopuszbsm Heuectu

Acuur C HeusBeCTHA YecToTa

WurBunanHa xepHus C Heu3BecTHa YeCTOTa

A6 10MHHANICH AUCKOM(OPT C HeusBecTHa yecToTa
HAPYUIEHUS HA KOXATA U O6puB (BKJIIOYMTEITHO MaKyJapeH, |Yectu
IMOAKOXHATA ThKAH maryJapeH, epuTeMaTo3€eH)

Copbex Yectn

Koxna ekcommanms Yectn

Yprukapus Heuectu

Dermatitis bullous Heuecrtu

[Tcopuasuc Heuectu

Yauepanuu no Koxara Heuectn

Exk3ema Heuectn

VYBpexxaaHe Ha HOKTHUTE Heuectu

Cyxa koxa Heuectn

JlenurMeHTaIMs Ha KOXKaTa Heuectn

TokcuuHa enuaepManHa C Hem3BecTHa YECTOTA

HEKpOJIn3a

Myntudopmena epureMa C Heu3BecTHa YeCTOTa

AHrmnoenema C Hem3BecTHa YECTOTA

I'enepanusupana yprukapus C Heu3BecTHa YeCTOTa

ToxcuueH KoxeH 00puB C Hem3BecTHa YeCTOTA

[MepuopOuTanen oTok C HeusBeCTHA 4ecToTa

JepMaTut (BKIIOYMTETHO C Heu3BecTHa YeCTOTa

QIEPTU9eH U KOHTAKTCH)

Eputema C Heu3BeCTHa YecToTa

Mexypu C HeusBecTHa yecToTa
HAPYUIEHUSA HA MYCKVYJIHO- Bonka B kocTuTe Heuectn
CKEJIETHATA CUCTEMA U MyckyneH crazbm Heuectn
CBEIVUHUTEJIHATA ThKAH Muanrus Heuectun

Bonka BBB Bpara Heuectn

ApTtpanrus C Heu3BecTHa YecToTa

Bonka B repba
MyckyaHO-CKelleTHa 00Jka

C HeM3BeCTHA YECTOTa
C Heu3BeCcTHA YECTOTa

HAPYIIEHUA HA BBBPELIMTE 1
[MNKOYHUTE ITbTUIIA

Bonka B 6b0penuTe

Heuectn
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OB HAPYIIEHUA 1 EOEKTU  |[lepudepen ook Yectn

HA MSCTOTO HA ITPMJIOXXEHUE |Acrtenus Yectu
Bonka B repaute Heuectn
OTOK Ha HIETO Heduectn
OTtok Heuectn
bonka Heuectn
IMupexcus C Heu3BecTHa YecToTa
Brpucane C HeHn3BeCTHA YeCTOoTa
besnoxoiicTBO C HeusBeCTHA 4ecToTa
3auepBsiBaHe B MACTOTO Ha C Heu3BeCTHA YeCTOTa
KaTeTbpa
Bwb3nanenue B MACTOTO Ha C HeM3BeCTHA YECTOTa
KareTbpa

Cebp3anu ¢ uH(py3usaTa peakiun  |C HEM3BECTHA YECTOTA
(BKIIrOUHMTENHO OO0JIKA B MSICTOTO Ha
nH(Qy3us, 60JIKa B MACTOTO Ha
BJIMBAHE)

MN3CJIEABAHUA [TopuimaBane Ha AnaHuH Heuectun
amuHOTpacdepasara
[ToBumaBane Ha AcnapTat Heuectu
aMHHOTpaHc(epasaTa
[ToBumaBane Ha KpbBHaTa ankaiHa |Heuectn
¢docdaraza
DanmuBy pe3yaTaT Npu Heuectn
oTpeieNisiHe Ha YePHOIPOOHUTE
MOKa3aTeNn

[TonmxaBaHe Ha TenecHoTo Teryio |HeuecTtn
[ToBumraBane Ha TenaecHoTo Terno |Heuectu

HAPAHSBAHUA, OTPABSAHUSA U |B3zaumopeiictBue ¢ TectoBe™ C HeusBecTHA YECTOTA
YCJIOXKHEHUM A, Bb3HUKHAJIN B
PE3VJITAT HA MHTEPBEHLINI

*  HKoJeKCTPUH B3aUMOICHCTBA C TECTOBETE 3a ONMpEAeissHe Ha KpbBHA 3axap (BmwkTe Touka 4.4).
** AnepruyHo-TIoJJOOHM peakiuy ca HaboqaBanu rpu nanueHTd, usnonspamy EKCTPAHINII,
BKITIOYHUTEITHO OPOHXOCMA3bM, XHIIOTOHUS, 0OPHB, ChPOEXK U ypTUKApHSI.

JlpyTH HeXeNaHW peaklWu MPH NepUTOHEeaHaTa JUalii3a, CBBbP3aHH C Mpoleaypara ca: NepUTOHHT
BCJIEJICTBHE Ha I'bOMYHA MH(DEKIUs, MEPUTOHUT BCICACTBHE Ha OakTepHaiHa WHQEKIH, NHPEKIHs B
MSICTOTO Ha KaTeThpa, HHQEKIH, CBbp3aHa C KaTeThpa, H YCIOKHEHHS, CBbP3aHH C KaTeThpa.

VBenuuenara yntpaduarparys, ocoOCHO Mpy MAlMeHTH B HalpeIHalla Bb3PacT, MOXe Ja IOBEAE /10
JeXuparaius, KOATO MOXKE Ja MPEAU3BHKA XWUIOTOHHS, CBETOBBPTEK W BEPOSTHH HEBPOIOTHIHU
cumnroMu (BHXKTe Touka 4.4).

XHUMOTTHKEMUYHH EMTM3011 TIpH arnabetunn (Buxre Touka 4.4).

[MoBumaBane Ha cepyMHHTE HHMBa Ha ankamHute (Gocdarasu (Bmwkre Touka 4.4) U EIEKTPOIUTHU
HapyLIeHHs (HAIp. XUIIOKAIMEMHS, XUITO- M XUIIePKAILUEMHUSI).

[lepuToHeamHu peakuuy, BKJIIOYBAIIM KOpeMHa OOJiKa, MBTEH Iuanu3ar ¢ win 0Oe3 OakTepuaiHa
HaxoJIKa, acenTu4eH neputoHuT (Binkre Touka 4.4).

VMopara 4ecto ce choOIIaBa CIIOHTAHHO W B JINTEpATypara KaTo HeXellaHa peakiys, CBbp3aHa C
nporeaypara.
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Crpo0111aBaHe Ha IOJO3UPAHN HEXEIAHU PEAKIIUN

ChoOIiaBaHeTo Ha MOJ03UPAHK HEXKENIAaHM PEaKIUK CIIA pa3pelaBaHe 3a ynorpeba Ha JeKapCTBEHHUS
NPOAYKT € BaXkHO. TOBa MO3BOJISIBA J1a IPOIABIDKA HAOIIOIEHHETO HA CHOTHOMIEHUETO IMOJI3a/pHCK 3a
JICKapCTBEHUS TMPOIYKT. OT MEAMIIMHCKHUTE CIIEMHATHUCTH CE M3MCKBA J1a ChOOIIABaT BCIKA MMOI03MpaHa
HEeXXEeJlaHa peakiMs 4Ype3 HalMoHAllHATa CHCTeMa 3a ChoOllaBaHe B VI3MBJIHUTENHA arcHIMs IO
nekapcrBara yi. ,,Jlamsia Ipyes™ Ne 8, 1303 Codust, Ten.: +35928903417, yebeaiit: www.bda.bg

4.9 Tlpeno3upane

Hsama cpoOmenns 3a ciaydyam Ha mnpemosupane. [IpuinoxeHuero obade Ha TOBEYE OT CIUH Cak
EKCTPAHWJI 3a 24 yaca Moe Ja MOBWINY IJIa3MEHUTE HUBA HA BBIVICXUIPATHUTE META0OIUTU U
Manito3ara. EdekTure Ha Te3u MOBUIIICHH HUBA HE Ca M3BECTHH, HO MOXKE JIa CE OYaKBa MOBHUIIIABAHE HA
IUTa3MeHust ocMoJanuTeT. JledeHneTo MoXKe Ja TPOIBIDKM C Pa3TBOPH 3a INEPUTOHEANTHA IHAJN3a,
KOHMTO HE ChABPKAT HKOJECKCTPUH MM C XEMOIHAITN3A.

5. ®APMAKOJIOTUYHU CBOUCTBA
ATC xoxn: BOSDA
5.1 dapmakogUHAMUYHH CBOCTBA

HKoneKkcTpuH € HUIIECTEHO MPOU3BOJHO HA TJIIOK03aTa, KOETO MPUIOKEHO MHTPANEPUTOHEATHO NMPH
MPOABIDKUTENHATa amMOylaTopHa IEpUTOHeallHa [uaiu3a, AEeWCTBa KaTo OCMOTWYeH areHTt. 7,5%
pa3TBOP € MOYTH H300CMOTHYEH CIIPSMO CepyMa, HO TIOJIbpKa YITpadUITPaHs 32 TIEPHOJ, TIO-IBJIBT
ot 12 vaca npu ITAII/l. B cimydas mma HamassBaHe Ha HAaTOBAapBaHETO C KAJIOPHH B CPaBHEHHE C
XUIIEPOCMOTHYHUTE Pa3TBOPH Ha TIIIOKO3a.

OO0eMbT Ha TONyYeHUs yIATpaduiITpar € cpaBHUM ¢ TO3H, monydeH npu [TAITJ] ¢ 3,86% pas3tBop Ha
rimoko3a. HuBara Ha Tiroko3ara u HHCYJIMHA B KPBBTA OCTAaBaT HEMIPOMEHEHH.

Ipu enm301M HA IEPUTOHUT yATPaQIIITPAINATA CE 3aI1a3Ba ChINATA.

[IpenopbuBaHaTa J103WPOBKA CE OrPaHUYABA JIO0 STHOKPATHO MPHUIIOKECHHE 32 24 4acoB MEPHUO KaTo
enemeHT oT ITATIM wu ATI/T.

5.2 ®apMaKkOKHHETHYHH CBOHCTBA

PaBHOBECHO CHCTOSHHE Ha HHMBaTa Ha BBIJIEXHIPATHUS MONUMep ce moctura ciex 7-10 men mpu
©KEJHEBHO TPHIIATAHE HA HOIIEH oOMeH. [ToJMMephT ce XHUIAPONU3Mpa OT aMuiiasara 0 I10-MajKd
(parMeHTH, KOMTO Ce OTCTPaHSBAT 4Ype3 MEepPUTOHEATHATa Iuanu3a. [Ipu JoCTHraHe Ha PaBHOBECHO
chCTOsIHKE ca n3MepeHu HuBa oT 1,8 mg/ml 3a omuromepure Ha riroko3ara ¢ pasMep Mmo-rojism ot 9
(G9) u e orbenszano moeuiieHue B cepyMHaTa Manrosa (G2) no 1,1 mg/ml, Ho He ca HabirogaBaHu
3HAYUTEIHN MMPOMEHH B CEPYMHHsI OcMonapureT. [Ipu u3mos3BaHe Ha MPOIABIDKUTENCH MPECTON MpH
AIIJ], m3mepennTe HUBA Ha ManTo3ata ca okono 1,4 mg/ml, Ho 6e3 3HAYMTEIHU IPOMEHHU B CEPyMHHS
OCMOJTAJIUTET.

Kscaute e(l)EKTI/I Ha MOBUIICHUTC INNIa3BMEHW HHWBA Ha MajiTO3aTa W TJIFOKO3HHS MMOJUMEP HE Ca z[06pe
N3BECTHU, HO HAMAa OCHOBAHUA JIa C€ Ipearojaara, 4¢ ca Bp€IHHu.

5.3 IIpeAKJIMHUYHY TaHHH 32 0€30MACHOCT

Ocmpa MOKCU4YHOCm

10



SPC/vers. 3.0

Ipu u3OMTBaHMS 32 OCTPa TOKCHYHOCT TPH I.V. U I.p. MPUIOKEHHE BbPXY MHIIKHA M IUTbXOBE HE ca
YCTAaHOBEHHU TOKCHYHHU eekTu npu a03u, npepuruasamm 2000 mg/ml.

Cybxponuuna mokcusHocm

[pwu i.p. npunoxenue Ha 20% pa3TBOp HA MKOASKCTPUH JBa IBTH AHEBHO 3a 28 JIHHU MpPH ILUTBXOBE U
KydeTa He € YCTaHOBCHO TOKCHYHO BIIMSIHHE BBPXY TapreTHH THKaHH W opraHu. Haif-celmectBeHo e
BIIMSTHUETO BHPXY PABHOBECHETO HA TEYHOCTUTE B OPTaHU3MA.

Mymacenen u kanyepozenen nomenyuan

W3nutBanmsaTa 32 MyTareHHOCT mpH iN VIVO u in Vitr0 omurtu ca mokasajad OTPHUIATENCH pe3yJrTar.
W3nuTBaHMATa 32 KAaHIEPOTEHHOCT C TO3M INPOAYKT C€a TPYIHO INPWIOKHUMHU, HO KaHIIEPOTCHHUTE
e(eKTH ca MaJIKO BEpOSTHH KaTO Ce UMa MPEeJBH]l XUMIYHATA CTPYKTYPa, JIUTIcaTa Ha (hapMaKoJIOTHIHO
JCWCTBHUE, JIMICAaTa HA TapreTHa OpPraHHa TOKCUYHOCT W OTPHUIATECIHU PEe3yJITaTH MPU M3MUTBaHHS 32
MYTareHHOCT.

Penpodyxmuena moxcuunocm

[Ipu m3nuTBaHWS BBPXY ILTBXOBE € YCTAHOBEHO, Y€ MPOIYKTHT HE BIMSAE BBHPXY PEHPONYKTHBHATA
CIOCOOHOCT WITH eMOPUOHAITHOTO Pa3BUTHE.

6. ®PAPMALEBTUYHU JAHHU

6.1 CnuchbK HA NOMOLIHHUTE BelecTBa

Boga 3a nnxekyu

Harpuer Xxuapokcun uin

XIJIOpOBOAOPOIHA KHCEIHHA (.S. 32 Kopurupase Ha pH

6.2 HecbBMeCTHMOCTH

He ca u3BectHn.

IIpenu noGaBsiHEe Ha OPYTW JIEKapCTBEHH NPOAYKTH TpsAOBa Ja ce INPOBEPH TAXHATAa CHbBMECTHMOCT C
EKCTPAHMWJI. TpsiOBa na ce mma rpenBup chiio Taka pH Ha pa3TBopa U €IeKTPOIUTHUAT My ChCTaB.

6.3 Cpox Ha roTHOCT

2 TOIUHU.

12 mecena (camo 3a nekapcTBeHu npoAyKTH, mpousencHu B Alliston, Kanama u North Cove, CAIII).
Cien oTCTpaHsABaHE Ha 3aMUTHOTO (POJTHO MPOAYKTHT TPsIOBa [1a ce M3IOJI3Ba BEAHATA.

6.4 CienMa/IHu yCJIOBHSI HA ChbXpaHeHHe

Ha ce cpxpansBa Hajg 4°C.

Pa3TBOpBT TpsAOBA A4 ce U3IMO3Ba CaMo, aKo € OHCThP M OMAKOBKATA € C HeHapyIIeHa LsJIOCT.

6.5 JlanHM 32 omMaKoOBKAaTa

I'eBkaBu PVC cakose chabpkanm 1,5 L, 2,0 L wnnm 2,5 L.
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Lineo KoHEKTOP®T, ¢ KOMTO MOXe 1a € obopyaBana Y-TpaHc(hepHaTa TUHUSA Ha TBOWHUS CaK, ChIbpPKa
10,5% ma3 ot moBUIOH-HOL.

15L 1 wm86pos Enunnuen cax Sy Il (luer konekrop)
15L 1 wunum 8 Opos Enununuen cak Sy |11 (spike kounekTop)
15L 1 wunwm 8 6pos JIBoen cak Sy Il (luer korexTop)

15L 1 wunwm 8 6pos HBoen cak Sy |1 (spike konexTop)
15L 1 wunm 6 Opos Enunnuen cax Sy Il (luer kornexrop)
15L 1 wumwm 6 O6pos Enunnuen cax Sy |11 (spike kornexTop)
15L 1 wunum 6 Opos JBoen cak Sy |l (luer korekTop)

15L 1 wm6 6pos JBoen cak Sy Il (spike koxekTop)
15L 1 wnum 6 6post IBoen cak (lineo konexTop)

20L 1 wm 8 6pos Enunnuen cax Sy Il (luer korexrop)
20L 1 wmu 8 6post Enunnuen cak Sy Il (spike koHekTop)
20L 1 wm 8 6pos JBoen cak Sy |l (luer korekTop)

20L 1 wmm 8 Gpos JBoen cak Sy Il (spike koxekrop)
20L 1 wmu 6 6Gpost Enunnuen cak Sy Il (luer konextop)
20L 1 wmm 6 Gpos Enunnuen cax Sy |11 (spike kounekTop)
20L 1w 6 6pos HBoen cak Sy |l (luer konekrop)

20L 1 wm 6 6pos IBoen cak Sy Il (spike koxekTop)
20L  1wmm5 Opos Enununuen cak Sy Il (luer kornexrop)
20L 1 wmu5 6pos Enunnuen cak Sy I (spike koHekTop)
20L  1wm5 6pos HBoen cak Sy Il (luer korexrop)

20L  1wmm5 Opos HBoen cak Sy 11 (spike konekTop)
20L 1 wm5 6pos JBoe cak (lineo xounexTop)

25L  1wm5 6pos Enunnuen cax Sy Il (luer konekrop)
25L  1wmm5 6pos Enunnuen cax Sy Il (spike kounexTop)
25L 1w 5 6pos HBoen cak Sy |l (luer konekrop)

25L  1wmm5 6pos JIBoen cak Sy Il (spike koxexrop)
25L 1w 4 6pos Enunnuen cax Sy Il (luer konexrop)
25L  1wm 4 6pos Enunnuen cax Sy |1 (spike konexTop)
25L  1wmm 4 Opos HBoen cak Sy Il (luer kounekrop)

25L 1w 4 6pos JBoen cak Sy Il (spike koHekTOp)

He Bcuuku BHOBE OITAKOBKH MOTaT J1a 6’L,£[aT ITyCHaTu B npoz[a>K6a.

6.6 CienuaiHu Mpeana3Hd MEPKH MPU U3XBHPJisiHe/u padoTa

3a moBeue MH(YOPMAIHS BIDKTE TOUKa 4.2,

Penuiia aHTHOMOTHIM, BKIIIOYBAIM: BAaHKOMHUIMH, Ie(a30iiH, aMIUMIHH/BIIyKIOKCAUITHH,
uera3uauM, TEHTAMUIMH, aMQOTEPUIIMH W WHCYJIMH, HE Ca [OKa3alh HEChBMECTUMOCT C
EKCTPAHWJI. AmuHornuko3uaute obade HE TpsOBa Ja ce CMecBaT C TEHUIINHH, TOpPaIn
XHMHUYECKa HECHBMECTUMOCT.

Pa3tBOpBT TpsIOBa 11 ce MpHIara BefHara ciesl 100aBsHe Ha APYT JIKAPCTBEH IPOLYKT.

Hewusnon3sanusr NPOAYKT WK OTHAABYHUTC MAaTCpHUaJId OT HEro TpHGBa Ja C€ U3XBBPJAT B
CBhOTBCTCTBHUEC C MCCTHUTC U3UCKBAHMA.
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SPC/vers. 3.0

7. IPUTEXKATEJ HA PASPEHLIEHUETO 3A YIIOTPEBA

Bbakctep bwarapus EOO/]

Oyn. bearapus 45

1404 Codus

boarapus

8. HOMEP HA PA3ZPEHIEHUETO 3A YIIOTPEBA

20030514

9. JATA HA II'bPBO PA3PEHIABAHE / NIOJHOBSIBAHE HA PA3PEHIEHUETO 3A
YIHOTPEBA

Hara Ha mepBO paspemasane: 21.07.2003 r.

Hata Ha nmocaeano nmognossBane: 31.05.2010 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

09/2014
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