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KPATKA XAPAKTEPHCTHUKA HA IPOAYKTA

1. ToLpropcko HaUMEHOB2RHME HA JEKAPCTBEHHA NPOAYKT

Endofalk®
Ennodank

2. KauvectBeH H KOJAMYECTBEH ChCTAB
1 came cpEBpHKa:

Potassium chloride 0.185¢g

Sodium chloride 1.400 g

Sodium bicarbonate 0.715¢g

Macrogol 3350 52.500 ¢

2 camieTa pa3TBOpeHH B | MUTHp BOJAA CHABPKAT:
Potassium chloride 0.370¢g

Sodium chloride 2.800¢g

Sodium bicarbonate 1.430 g

Macrogol 3350 105.000 g

2 calleTa pa3TBOPEHH B | NUTHD BOAa CBOTBETCTYBAT Ha:
Potassium 5 mmol/l

Sodium . 65 mmol/l

Chloride : 53 mmol/l
Bicarbonate 17 mmol/l

Macrogol 3350 31 mmol/l

3a noMomHKUTe RemecTea BIK T. 6.1.

3. JlexaperBena opma
Ban npax 3a nepopajieH pasTBop.

4. Kionpa4yHap JaHHEN
4.1 Hokazanusa

Endofalk® ce m3mon3Ba 3a OYECTBAHE HAa YEPBATA NPEAH KOJOHOCKOIHA.

4.2 Jlo3npoBKa M HAYHH Ha YnoTpeba
3a IIBAHO MOYKCTEAHE HA YEpBAaTa, 3 Ml MAKCHMANHO 4 quipa OT Pa3Teopa ¢

Endofalk® Tps6ea na 6baaT u3nuTy. EnHO came CHOTBETCTRYBA Ha Y2 nutpa pasTBop.

PasteOpa ce nue Ha HOpUHK o 200-300 ml na Bcexu 10 MEHYTH JOKATO PEKTYMA ce
H3UHCTH, . .
Tlo NpHHLAN HOYUCTBAIKS PasTBOP C€ NpHEMa OKOIIO 4 yaca Ipey U3CHEHBAHETO.

e
Pasteopa ¢ Endofalk® Moxe Ja 6B1e IpyeT BedepTa Npeiy H3CHEBAHCTO i aKkoe .. -
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OCTAHAIIO H3BECTHO KOJNMYECTBO TO Tp:AOBa Aa Obe UBIUTO CYTPUHTA B ACHA Ha
NpOLEAypAaTa.

TanmerTyTe He TpAOBa Ja NpueMaT TBBpJA XPaHa 3a IEPHON, 0T 2-3 yaca npeyu
IIpHeMa Ha pasTBOpa IO NPHKI0YBAHE Ha H3CNICBAHETO.

Endofalk® e Tps6pra Aa ce ynoTpedapa npy Jewa, Nopaay HeAOCTATEIHAA OINT NPH

TasH BB3pacToBa Ipyla.

TloaroToBKka Ha pasTBOpA
PasTRopa ce IPHFOTBS HENOCPEJICTREHO Mpeu yHoTpeda. ChABPIKAHUETO Ha 2

camera pasTBopete B 500 ml xnazxa, cTy/ieHa Wid NpeBapeHa BoJa 1 CJIC] T0Ba
nobasere Boja o I muThp. Benupx npUroTBeH, FOTOBKA 38 ynoTpeda pasTBop MOKe
A ce CHXpaHsBa B XJIAFMIHEK 32 Aa ¢ M3CTYAH, 3all0TO € NO-IPUSATCH 32
KOHCYMAaIHs.

4.3 ipoTneonoKasanns
Vneyc uilx cHMHEHEE 32 MAeyc, OOCTPYXIiKs B TaCTPOUHTECTHHAIHIA TPaKT i
nepopaIus, pECK OT TACPOMHTECTHHANHA TEPHOPAIT, TEHBK KOINT, TOKCHYCH
METaKoJIOH, HAPYIUSHHA B M3NPa3sBaHeTo Ha CTOMaxa, CBPBXYYBCTBHTCIHOCT KEM

FieKapCTBEHKTE BEIISCTRA, CHABPHKAlIl Ce B Endofalk® , npyru MakpoToJIs HIH KbM

MIOMOII{HHUTE BEIHECTRA.
TIpu nianueRTH n3lagHamy B Ge3cEsHanue Wik IOJYCE3HAHUE MU TIPH NAIUCHTH
CKJIOHHH KbM ACTIAPALNA WM PErypruTauys, cab WK MOHMKEH pedrexe Ha

nornemane Endofalk® we tpabpa Az ce mpunara.

4.4 CnenHa sy NpeRyNpexRAeHAs # NPpeanasHy MEPKH npHx ynorpeda
TJp¥ BE3PACTHY NALMEHTH M NalHEHTH ¢ Pe(IyKe esodarut uin CHIIECTBYBAlIA
CHPHEYHA APHTMIS], CEMHHTENEH WY NOTBEPEH S-A ONOK MM CHHYCOB CHHAPOM

Endofalk® ce npunara ¢amo o, neKapcko HaGIoneHHe.

IIpH NalMeHTH ¢ XPOHWIHY BE3TAIMTEHH HapyeH)A Ha YepBara ( H3KAIOYEHHE!
Halpe)(Hal cTaJHH H tokcuyer MeraxonoH) Endofalk® ce mpunara ¢ peAnasaMBoCT
TIOJ, JIEKapcko HAGMIOASHHS.

Endofalk® ne TpsabBa na 6p1e NpuIaraH IpH NaUKEHTH CBC CBp/Cina

nepocrarsunoct ( NYHA 11T, IV crenen), 6p0peyHa HeIOCTaTEYHOCT, yepHOIPOOHH
3aGosBaNIS MM MAMEHTH G TeXKa AeXHAPaTalus, 3al0To 0e30IacH0CTTa OT

mnomssanero Ha Endofalk® npu Te3n nalMeHTH He € I0CTaThYHO YCTaHOBCHA.

Ipenynpexaenns npu ynotpeda
HUKaKBy JPYTH PA3TBOPH HIIK JONBIHUTENHY BellecTsa ( B TOBA THCIIO 3aXap HIlH

OlBETUTENH, KOUTO He ca cBMecTiMy ¢ Endofalk® pasteop) ne Tpabea fa ce

npu6apst kbM Endofalk® opanen pasteop. IlpuGapenute cyGCeTaBIMy MOTAT fa
TPOMEHSAT OCMOJIAPHTETA WK €NIEKTPOIMTHYSA CHCTaB Ha pasTsopa WK [




Tpeu3BHKAT 06pa3yBaHe HA ra30Be B YepBaTa KaTo pesynTar OT paspyllaBaieTo uM
OT YpeBHUTe OaKTEPHH.

4.5 JlekaperseHH U JPYTH B3aHMOAEHCTBHS
JlexapCcTBeHH NPOAYKTA NPHNOKEHH OPANHO B PaMKHTE Ha HAKONKO Yaca NPeRu 1l
1o Bpeme Ha npuema na Endofalk®morar ga 6b1at noyncTeHd OT '

FACTPOHHTECTHHAJIHMS TPAKT MM TAXHATA pe30pOLws ia GBAe HamalleHa Uiy
HankIHO NpeycTaHoBeHa. ToBa ce 0THACH 0COBEHO 32 JISKApCTBEHHUTE NPOAYKTH CBC
3a6aBeHo ocBOBOKIaBaHe. AKO TE3H JISKapCTBEHH MPOIYKTH ¢a a6COTOTHO
HeoBXOMME HMAliKH TIpeiBH) KU3HeHNTe HHANKAUMH, Te Tps68a Ja Obaat
TIPUJIOYKEHH ANTepHATHBHO, B3auMoIeHCTBIE MOXE Jla HMa MEXAY MaKporok 1
erzuMHENTE TectoBe (ELISA) mo BpeMe Ha IHarHOCTAYHUTE H3CHe(BaHKA HA
HHTECTUHANHATA TEYHOCT.

4.6 bpeMeHHOCT H KbpMeHe
BpeMeHHOCT
Hsma onur B npunaranero Ha Endofalk® o BpeMe Ha 6peMeHHOCT.

Ilpu eXCrIEpUMEHTH C XXHBOTHH He ¢a HabMI0/{aBaHy TepaTOreHHH edexTy.
TpenensBaliky BEUMATENHO Nonsa-puck Endofalk® moxe aa 651¢ npunaraH npu
GpeMeHHI JKeHH, Thif Karo aGcopbiuaTa Ha macrogol 3350 ¢ U3BBHPENHO HUCKA.

Kznpmene
Hsma pansu npy xopa fanm macrogol 3350 npemuBsa B KbpMaTa.

Macrogol 3350 ce a6copbupa crabo. Endofalk® mosxe na 6bAe npunaran npu JKEHH,
KOMTO KBPMIAT, aK0 € HeoOX0MHMO.

4.7 EdeKkTH BLPXY crocoGHOCTTa 33 mogupane 1 padoTa ¢ MalIHHK
Endofalk® nsama edext BEpXY CHOCO0HOCTTa 32 Modupane ¥ paboTa ¢ MAIUKHH.

4.8 Hesxelapgy JIeKaRPCTBEHH PeaKIau
TacTpoHHTECTHHARHY HAPYIICHUS
Msoro yectu { > 10 %)
TajieHe, UyBCTEO 32 IIBJIHOTA H [I0AYBaHe Ha KOpema.

Yectu (>1%-10%)
IMoepoimase, aGIOMUHATHY CIIA3MH H aHATHO pasHeHe.

Tesu CHMITOMM ca NpeauMHO IIC BpeME Ha [OrHHEMAHRETO Ha OTHOCHTCHO POMOTO
KONFYECTRO TEWHOCT 32 KpaTKO BpEMeE. AXo BacTBIAT racTpORHTECTHHAIHN

cumnTom npuema Ha Endofalk® 1p:6Ba jia 6b1e BpeMeHHO 3a0aBeH MK
TIpEYCTAHOBEH JOKATO CUMIITOMHUTE OT3BYHaT.




Q6 HapyIeHus
He uectu ( > 0.1%-1%)
O6moe Hepasnonoxenye 1 Oe3CEHuE,

Crpreuny HapyVIIEHHd

Mmoro peaxu ( < 0.01%)

ApHATMEA, TAXHKApAHS, OTTOK Ba Bexnns ApoS. ENeKTpoauTHUS U BojieH fananc Ha
HalpeHTHTe TpA0Ba Na ObAAT BHUMATENHO HPOC/ieAABaHH.

IIpoyuBanus
Mmuoro penxu {< 0.01%)
TTpy HAKOH MALMEHTH MOJXKE Aa ce HaONIo/apa HaMalsiBaHe Ha CepyMHIA KamluH.

Hapymenys Ha UIMyHHAaTa CHCTeMa

Mauoro pegpku (< 0.01%) |

Moske Aa ce HabiIo[aBa ypTUKapHsa, puROpes MM JepMATHT, BEPOATHO C alepriucH
IPOH3XOJ.

TIpenynpesxnenue:

B nuteparypata ca ot6ens3anu Ba ciyyas B Mallory-Weiss CHHpOM KaTo pesynTar
OT MOBPBINAHETO CIEL NPUITOKEHHETO Ha Macrogol-chappikalny pasTBOPH 3a
HIpOMUBaHE.

4.9 Iipenosupane

ITpy npeflo3upase € BE3MOXKHO N0sBa Ha Texka nuapwst. [Ipu npenosupane ce
0YaKBaT HAPYIICHHS Ha BOJBMS, €ISKTPONNTHAA H KHCEIUIHHO-aKaHys banaHc.
Tpa6sa fa ce U3BHPIIH AJEKBATHO 338MECTBAHE C TEYHOCTH B MOHWTOPHpaHe Ha
CEpYMHUTE ENEKTPONUTH U P croiiroct. IIpy HapyinaBaHe Ha BOAHHS,
eNeKTPOIMTHYA GallaHCe U KMCEIMHHO AIKAJHOTO paBHOBECHE TpAGBa Ja ce B3eMaT
MEpKH 33 BR3CTAHOBAABAHE Ha EICKTPOJUTHTE H KHCEIMEHO-AJIKAHOTO PaBHOBECHE.
AXO BACTBHOM acTUPaLHI MOXKE A c6 pa3Bue TOKCHYEH OTOK Ha Oenus Apol, KoeTo
M3HCcKBa He3a0aBHI HHTEH3MBHH MEPKH, BKIIOUHTEIHO anapaTHa BEHTH/IALLL.

5. PapmaKonornuHy AaHHH
5.1. PapmaxoqHHAMHYIHHE CBOHCTBA
dhapMakoTepaneBTHYHA IPYIa: OCMOTHYEH JIAKCATHB, MAaKPOroJl KOMOHHAUTHUH

ATC xox: A 06 AD 65

Endofalk® e cMec OT pa3iHyHH eAeKIPOIHTH ¢ macrogol, KOHTOo ¢e MpUroTBs KaTo
M30TOHMYEH PasTBOP 3a TIOUNCTBAHE Ha YepBara.

dapMaKoMHAMUYHYT eEKT BKIOYBA MHIYIMPAHETO Ha Auapys. UpesHoTo ...
CBIBPKUMO Ce eBaKyupa ¥ 9epBata ce NIOYHCTBAT. ENeKTPOIIUTHTE, C’bﬂﬁp)ijglﬂi@ ceB.
TOTORKA 32 yrioTpeda pasTeop ca OanancHpaHy Taka e Jia IpeU3BUKaT f/{{pdhﬁ:@ E
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TIPOTHBOIONOKEH Ha aGCopOIUATa i CEKPELMATA Ha BOAR U €HEKTPONHTUTE B
YepBOTO Ca HEYTpaNH3Kpany. JOmsIHUTETHO BHCOKOTO MOJIEKYIIAPHO TErNO Ha
MAKpPOTOII IOBEXCAA IO M30-0CMONiapHa KOHIIEHTPAIw:, KOSTO & Noo6xa Ha
KOHHEHTpanuaTa B miasMara. Toba NpefOTBpaTABA NPEMHHABAHE HA TOIHOCTH
MeJly UpeBHHSA TyMeH ¥ BacKyIapHOTO MPOCTpaHcTBo. IIpessuy To3u TO3Y TAXI

Ganasc 1 ocMonapureT, Endofalk® npaxktuyeckyl HaMa BIAHKE BBPXY
eIIeKTPONHUTHIS M BOJIEH 0alaHC Ha OpraHu3Ma.

5.2 QapMaKOKHHETHIHH CBOHCTBA

Macrogol 3350 camo no ceGe cH € HHEPTHO CHEIMHECHHE KOCTO NpeThpiliba
MEHAMAaNHa aOcopOid Ipe3 racCTPOMHTECTHHANHIA MAacax 1 He ce metabonusupa.

MuHEUMARHO KommgecTso macrogol 3350, < 1% or npuioxeHara fo3a, e
eKCKpeTHpa Ypes ypuHarTa.

5.3 IpenkJMHHIHHA JaHHH 32 Ge300acHOCT

I[IpeAKIMHIMHATE TIPOYYBAHUS NOKA3BAT Y& macrogol 3350 mama crienEpHYeH
TOKCHKONOTHYCH MTOTEHITAAN.

IIpoBesieHH ca [ABe KIHHATHK IPOYYBAHHSA SIHO [IPH IIBXOBE ¥ SAHO NIDY 3aiiuy 3a
onerka Ha TepaTorensus edekr. Macrogol 3350 e 61 npueman opanHo 8 1032 0
2000 mg/kg TeNecHO TETJIO OT HIEX0BE MeXAY 6 1 16 IeH OT OpEeMEeHHOCTTA H MEXAY
6 u 18 nes npy 3aiima. Vi Nipy ABeTe HpOYYBaHMsA Hal-BUCOKATa 71032 OT 2000 mg/kg
T.T. HAMA TOKCHUYEH VIV TEPATOTeHEH €QEKT.

6. @apMaleBTHIHH J2HHU

6.1 Couchk Ha NOMONIHHTE BEIECTBA

3axapyH HATPHIl, NOPTOKATOB U CHJEH IOJIOB apOMAT, KOJoualIeH CHITHIIHH,
0e3BojieH. :

6.2, PUZHKO-XHMHYHH HeCHLBMEeCTHMOCTH
TIpUrOTBEHIs-PA3TBOD HE Tps6Ba Aa ce CMEcBa ¢ IPYri PasTBOPH MIH no0aBKyL.

6.3. Cpok Ha FOAHOCT

Ipax 32 mepopaneH pasTeop: 5 roAUHU

TipuroTeeH pa3rBop: 3 Yaca NPH CHXPAHCHHE Ha craiina Temnepartypa (< 25° C), 48
yaca Tipu TeMueparypa o1 2° C 1o 8° C (B X2 AHIHAK)

6.4. CnienHAJIHN YCAOBHA 33 CHXpaHEHHEe

Tpax 32 nepopaieH pasTBOp: HAMa CYICIHANHH YCIOBHs Ha ChXpaHCHHC.
TIpUroTBEHH PasTBOp Aa He ce ChXPaHsABa IpH TeMIICpaTypa Hal 25° C uny jace
crxpansBa B xnamuiHuk (2°°C- 8° C).

6.5 langHN 32 ONAKOBKAaTa
ITrpBrYHa ONAKOBKA: Callle MOKPHTO C ALU/PE
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OnakOBKH: KApTOHEHa KYTIA, ChibpIKalia 6 calera.
6.6 IIpenopbxy pu ynorpeda
Hsma crieluANHY H3UCKBaHKA NpH yroTpeba.

7. ¥Me H afpec H2 IPATERATENS 32 paspelieHHeTo 32 ynorpeba
Dr. Falk Pharma Gmbh

Leinenweberstr. 5

Postfach 6529

79108 Freiburg

Germany .

8. Perucrpanmnonen Ne B Perncrspa no 91.28 or 3JIAXM

9., JlaTa Ha OBLPBO pa3pemrapaHe 3a ynorpeba HA JeKapCTBEHHS MPOAYKT
(nogHoBsBaHE HA PA3PEIIEHHETO)

10. {aTa na (YacTHIHA) aKTyadu3anus Ha TeRcTa
FOau 2004




