IMPAJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOJIYKTA



1.  UME HA JIEKAPCTBEHUS ITPOJIYKT

KAITJ/ATIKA 17 : 26 28/

PaSTBOp 3a [IEpUTOHEA/THA QHaJIH3a

CAPD/DPCA 17 A 5//&7"7/7/ e 1A

Solution for peritoneal dialysis 2 4 -09- 20M

2. KAYECTBEH U KOJIMMECTBEH CHhCTAB

1 TuTBp CHabpIKa:

Kanuuer xnopua muxuapar (Calcium chloride dihydrate) 0,1838 g
Harpues xopuz (Sodium chloride) 5,786 g
Hatpues-(S)-nakrar, pasrop (Sodium-(S)-lactate solution) 7.85¢g

(3,925 g natpues-(S)-nakrar (sodium-(S)-lactate))

Marnesues xinopun xexcaxuapar (Magnesium chloride hexahydrate) 0,1017 g
['moko3a monoxunapar (Glucose monohydrate) 16,5¢g
(15,0 g rmoko3a 6e3Boana (anhydrous glucose))

u 10 0,75 g dppykro3a (fructose)

Kanuuii (Ca*") 1,25 mmol/l
Hatpuii (Na*) 134 mmol/l
Maruesuii (Mg?*) 0,5 mmol/l
Xnopuau (CI) 102,5 mmol/1
(S)-naxrar ((S)-lactate) 35 mmol/l
I'moxkoza (Glucose) 83,2 mmol/l

3a ITBJIHKUS CIKMCHK HA MOMOLHKUTE BELIeCTBA BIiTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Pa3TBop 3a nepuToHeanHa ananusa
Buctep, Gesuperen no 6nenoxbir pasrsop.

Teopernuen ocMonapurer 356 mOsm/I
pH=5,5

4. K/IMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHSN

Tepmunanna (nekomneHcupana) Xxpoununa 6b6peuHa HeJOCTATEYHOCT OT pas/ii4yeH MpOU3X0/, KOATO
MOJe 11a Ob/ie JIeKyBaHa C IEpUTOHEeaTHA JHATH3A.

4.2 Jlo3MpOBKA H HAYMH HA NPHJIOKEHHE

gﬂfilll!OBKa

KATIJIVIITIKA 17 e npeanasHaden caMo 3a HHTpanepHTOHEATHO NPHJIOKEHHE.
MetonnT Ha sieuenne, YecToTaTa Ha NPHIIOKEHHE M HEOGXOIUMOTO BpeMe Ha
NEPHTOHEYMa 1iie GbJaT Onpe/e/ieHH OT JIeKyBalIMs JeKap.




IpoabipkuTenna aMGynaTopHa repuToHeanna auamusa (ITATTT)

Buipactan:

AKO He € IPeANHCaHO APYTO, NAUMEHTHTe monyuaraT HHOY3Hs Ha 2 000 ml pasTsop Ha 06MeH HeTHpH
neTH AHeBHO. Cren BpeMe Ha npecTod Mexcay 2 1 10 vaca, pasTBOPBT ce ApeHHpa.

Onpenenstero Ha ao3ata, 0Gema i Gpos Ha LMKIUTE Ha o6MeH TpAGBa fa 6be HHAMBHAYATHO 32
BCEKH TAlHEHT.

AKO MpH 3alI04BAHE HA JIEYEHHETO C [ISPHTOHEAIHA IMANH3A CE MOSBHM GOJIKa NOpajy pa3TATaHe Ha
KOpeMHaTa cTeHa, 06eMBT Ha pasTBOpa 3a eIMH 0OMeH TpAGBa BpEMEHHO 1a ce HaMauM 10 500-
1 500 ml.

Ipn enpu maumenTy 1 ako ocraTe4HaTa GuOpeuna GyHKUKS ¢ 3arybena, me € HEOGXOIHM YBeIHYeH
ofem muanusen pa3teop. I1pu Te3H MAlMEHTH, HIH MALHMEHTH, KOUTO MOHACAT [0-TOJIEMH 00eM,
MOX€ [ e MPHIOKH 103a oT 2 500 — 3 000 ml Ha o6meH.

Heanarpuyna nonyamus:
I1pn acua 0GembT Ha pasTeopa 3a equn oGMeH TPiOBa fa ce IPSACEa B 3ABHCHMOCT OT BB3PACTTa M
IJ10HITa Ha TenecHa nosbpxHOCT (TTI).

3a IrepBOHAYANHO IpENHCBaHe, 00eMbT 3a ofmer TpabBa aa 6bae 600-800 ml/m? T ¢ 4 (norsxora
3 wnn 5) obTH o6men anesHo. Tol Moxe zia ce ybenuuu a0 1 000-1 200 ml/m? TII B 32BUCHMOCT OT
NMOHOCHMOCTTA, BL3PACTTA H OCTAThYHATa Ob0peyHa (hyHKIINHSA,

ABTOMATH3NpaHa NepHTOHeanHA Hanu3a (AT

Ako ce #3n0N3Ba anapar (sleepssafe unKIep) 32 MHTEPMUTEHTHA KITH TIPOABIKHTEIHA LHKIHYHA
[IEPHTOHEATHA IHAJIH34, CE H3IOJI3BAT CaKoBe ¢ Mo-roysam obem (Hanp. 5 000 mi), kouro ocurypasat
TMoBEHE OT elWH OOMEH Ha pa3TBopa. ANapaThT H3BLPIBA OOMEH Ha Pa3TBOpa CTIOPe/1 NPEAHCAHHETO
Ha JIeKaps, CbXPaHeHo B LIKKJIepa.

Br3pacran:

(G6ukHoBeHO MaumenTHTe npekapear 3-10 yaca Ha Howy B LMKTH Ha BiMBade. OGeMbT Ha NPECTOl
Bapxpa oT | 500 no 3 000 ml, a 6poat Ha uxkaKTe 06HKHOBEHO € oT 3 go 10 Ha Hom. KonnuecteoTo
Ha W3MONI3BAHATA T€4HOCT 00HKHOBEHO & Mexxay 10 1 18 1, Ho Moxe na BapHpa ot 6 mo 30 1.
Juanuzata ¢ Lukiep npes HouTa OBHKHOBEHO ce kKomGuHEpa ¢ 1 Wiy 2 obMeHa npes JeHs.

Iegnarpauna nonyianus:

OGemet 32 0O6men Tpabea na 6vae 800-1000 ml/m? TII ¢ 5-10 upksaa npes Howra. Tol MOke 21a ce
ysemHun 10 1 400 ml/m? TTI B 3aBHCHMOCT OT TOHOCHMOCTTA, BB3PACTTA M OCTATHYHATA ObOpeuHa
dyHKIMA.

Hsma cnierpmduunu npenophkw 3a 103MPOBKATA IPH MALMENTH B CTAPYECKA BH3PACT.

HepHTOHeaJ'IHaTa JHANH3A € NpOIB/DKHTENHA Tepanui, BRKIOYBALla MHOrOKpPaTHO NIPKHIaraHe Ha
Pa3TBOPH 3a €JHOKPATHO NPHIIOKEHHE,

Ha9nn 0 NpoALIKHTEIROCT HA NpHJAOAEHHE

Haupenture TpaGea fa Gwaat noaxoaswo obyyenH 1a TPAKTHKYBAT TEXHHKATA U /13 Ca ONIUTHH B
TIPOBEKIAHETO Ha NIEPUTOHEA/IHA THAITH3A, NIPS/H [d 3AI0YHAT [a A NpoBexaar 8 ket OfyHenneTo
Tpabsa na 6u1ie npopesieHo ot KBaaudHIHMpPaH nepcoHan. JIeKyBaLHsT nekap Tpadea %M e
TMALHCHTLT BIafee TEXHHKHTE 3a paboTta joctarsuHe Aobpe, Npeam Aa 3anoyxe ,ua;?o
NepUTOHEATHA Auann3a B Kbiuy. 1Ipu Hiakakeu mpoGiiemu uiH coMuEHHS, TPIOBa; 1 de
JIEKYBAILFA JleKap.

Huanuzata c M3NON3BAHE HA MPETHCAHKTE 103K TPROBA /1A C& H3BRPLUBA EXEH [psiOBa 2
NpOABIKH TOJIKOBA ABIAT0, KOJKOTO € HEOOXONHMA Tepanus 3a 3aMeCTBaHe Ha Ghﬁmww



IponbmxuTeHa amOynaropna nepuroHeanya nManusa (TTATI): stayesafe cak

CakpT ¢ pa3TBOpa IMLPBO CE 3ATOMIA [0 TeNecHATA TeMreparypa. 3a noapoSHOCTH BHXKTE ToMKA 6.6.
Tlonxonawara 1o3a ce BHBA B NEPUTOHEATHAT2 KYXHHA C IOMOIITA HA NEPUTOHEANEH KaTeThp 3a
5-20 munyTH. B 3aBMCMMOCT OT yKa3aH#sTa Ha neKaps, A03aTa TPAOBA Ja [IPECTOH B MIEPUTOHEATHATA
KyxuHa 2 — 10 4aca (cpenHo Bpeme) H criej Toea 1a ce JpeHupa.

ABTOMaTH3Hpala NePUTOHEATHA JUAIHAA (AIIN): sleepesafe cax

KonekTopuTe Ha npeanucanuTe cakoBe che sleepssafe pasTBOp ce BMBbKBAT B CBOGOAHHNTE NOpPTOBE HA
TabnaTa M 110CIie ABTOMATHYHO Ce CBBP3BAT KbM sleepssafe TPLOHHMA KOMIUTEKT 4pe3 LHHKAepa.
uknepsr nposepsBa Gap KogoBeTe Ha CAKOBETE ¢ PasTBOPA K CHIHANTM3MPA, KOraTo CakoBETE HE
CHOTBETCTBAT Ha MPEIHCAHHETO, CHXPaHEHO B LuKepa. Cliejt Ta3u NpoBepKa, TPEOHHAT KOMIUIEKT
MOZKE 1a €C CBBPIKE C PasIIHPEeHHETO Ha KATETHPA Ha MALMEHTA H JIeYEHHETO 13 3aII04He.

Sleep*safe pasTBOPBT Ce 3aTOMNA ABTOMATHYHO [0 TeNecHATA TEeMNepaTypa oT sleepesafe uKIEpa no
BPEMC 1id BIMBAHETO B KOPEMHaTa KyXiHa. BpemeTo Ha npecToll M u360pBT HA KOHLEHTpaUKA Ha
[JTIOKO33Ta €& U3BBPLIBAT CMOPE[] JIEKAPCKOTO NPENNHCaHNe, ChXPAHEHO B LMK/Iepa (3a MoBeve
MONPOOHOCTH, MOJIA BIKTE HHCTPYKIIMMTE 3a pafoTa Ha sleepesafe umknepa).

B 3aBucHMOCT OT HeOBX0AUMOTO OCMOTHYHO Hanarane, KAITI/JITTKA 17 Moxke aa ce M3nonssa
TIOCJIENOBATETHO C IPYTH PA3TBOPH 3a MEPHTOHEATHA JHANIM3A C TIO-BHCOKO ChABPAKAHHE HA TIIOK03a
{T.e. ¢ HO-BHCOK OCMOnapuTeT).

43 TIIporuBonokazanus

CIIEy,LIth‘IHH 3a TO3W pPAa3TBOP 34 NEPHTOHEANHA JHAJIN3A

KAILJ/JINKA 17 ue Tpa6Ba aa ce u3nonssa NpH TMAllHEHTH C JTAKTATHA aLH103a, TEXKA
XHIOKAJIHEMHSA U TEXKK4 XUITOKAILIHEMMHA.

[Topanu cenbpixanmeTo Ha GpykTo3a, T03M TEKAPCTBEH MPOLYKT HE € NIOAXOMALN 32 NAUHEHTH ¢
HEMOHOCHMOCT KM (pyKTO3a (HaCTeNCTRBEHA (PYKTO3HA HEMOHOCHMOCT). Tpatea na ce uzkmouu
HEpasNo3HATA HACIEACTBEHA (PPYKTO3HA HETIOHOCHMOCT, TIPE/IH Pa3TBOPBLT A C& [PHICKH Ha
KbpPMadeTa H MallKi Jera.

3a jleyeHye ¢ NICPHTOHEANHA JHAITM3A 10 MPHHLHIT

JleueHue ¢ nepuTOHeaNHa AMANM3A He TPSIOBA 1a Ce 3aI0uBa B CIyvai Ha:

- CKOpOUIHA ROPEMHA OTCPallHA MITH TPABMA, aHAMHE3 34 KOPEMHH ONEPaLMH C (pHOPO3HH
aaXe3HH, TEXKH HIrapAHAL B KOpeMHaTa oGiacT, nepdopals Ha YepBara;

- OBHpHU BL3nanuTenHy 3a60ABaHMA Ha KOKATA B 0B/1aCTTa Ha KopeMa (JlepMaTHT);

- BB3MATHTeNHH 3a60/IsBaHMA Ha vepsata (Gonect na Crohn, ymueposeH Komur, OHBEPTHKYNHUT);

- TICPUTOHHT;

- BBTPELUHA WIH BEHIIHA KOpeMHa (PHCTYNa;

- [bITHA, HHTBHHAJIHA WITH JPYTa KOPEMHA XEPHUS;

- HHTpaalJOMHHAITHH TYMOpH,

- HIeyc,

- GenonpobHo 3aGonsrane (ocobeHo nHEBMOHHS);

- CelCHC;

- H3pPa3eHa XUNEpANITHAEMHS,;

- PCIKH CltydaH Ha ypeMHs, KOATO He MOxe jJa Obje OBNaisHa ¢ NEPUTOHEAIHA awanmza;. .

- Kaxekcus ¥ u3paseHa 3aryba Ha Teriio, ocobeHo B ciyqanTe, KOraTo npnemaue:g&ﬁ"w%ﬁhﬂh
NPOTEHH [Pe3 ycTaTa He © rapaHTUPaHo; I’ ’Z’%ZG

- TALMCHTH, KOHTO ca PH3MIECKH WM YMCTBEHO HecrocobHM Aa npoBesaaT i 5N\ €
JHaNu3a Crope yKasaHWATa Ha JIeKaps. ii '

AKO IO BpeMe Ha JISYeHHETO ¢ NIEPHTOHEANNA AHANH3A CE NIOABH HAKOS OT H36

HApYWICHUA, NEKYBALMAT JIEKap TpadBa Jla BieMe PelIeHHe KaK Ja MOCThOU.

4 h ey



44 CrenuanHm NpeAynpesIeHHs M NPEIIAIAA MEPKH NPH YIOTpeba
PasreOpBT 32 mepHTOHEANHA [HaNH3a He TPaGBa J1a ce H3MO/3Ba 33 HHTPAaBEHO3HA HHY3IHS.

KATIJVTIKA 17 TpaGsa na ce mprnara caMo ciiei BHMMATe;THA NIpeLieHKa HA ChOTHOMICHHETO [0/13a-
PHCK IpH:

- 3ary0a Ha eleKTPONMTH NIOPAAN MOBPHILaHE WITH AUAPHA (TOraBa MOMe [1a CE HANOXKH BPEMEHHA
CMAHA C pa3TBOP 324 MEPHTOHCAIHA JHANN3A, ChIBPKALL KAJIHi),

- XMNEPIApaTHPCOHAN3EM: JISUEHHETO TpADBA A2 BKTIOYBA NPHIIOXKEHHE Ha KAJILHI ChABPIKALLA
¢ocdar-cebp3pauy cpeacTBa WM BuTamMKH J1, 38 a ce OCHTYPH JOCTATBYHO €HTEPAITHO
JOCTABAHE HA KAJIIMH.

- XHMMOKalUHEeMHA: MOXKE A € HeoOXOIMMO BPeMEHHO HWITH 3a MOCTOAHHO [ ¢ M3LIOJI3BaT Pa3TBOpH
3a NEPHTOHEA/IHA JIHATH3A ¢ MO-BHCOKA KOHLIEHTPALMSA Ha KAJILUMIL, B CITyuaid, ue He € Bh3MONHO
ACCTaTBYHO SHTEPAHO JOCTABANE HA KaILMIi ¢ KaUMii chabpxaum (ocdar-cBbp3BalH
cpeacTsa W/WIM BUTaMuH JI.

- MALMEHTH, NOTyYaBally JMCHTANHCOBA TEpPalisi: PSAOBHOTO NPOC/IeasBale Ha HUBOTO Ha
CEPYMHHUS KAJHH € 3ab/DKHTENHO. TexxkaTa XHIIOKaJIHeMH MOXKe la M3MCKBa ynoTpefaTa Ha
KaTHA-CbAbPKAIL AHUIM3EH PA3TBOP, 38€IHO C MPETIOPBKH OTHOCHO XPAHMTEIHIA PEXHM.

Pasreopute 32 nepuTOHeaNHa AMANM3A ¢ BUCOKA KOHLEHTpAUMs HA rmokosa (2,3% win 4,25%) Tpabea
Ja ce U3MON3BAT NPEINA3MBo, 3a 11a Ce Npeana3H NepUToHeanHaTa MeMOpaHa, a ce IIpeJoTBpaTH
DeXHI(PATALMATA M J1a C& HaMaTH 0OpeMeHIBaHETO © IIHOK03a.

Habmonasa ce 3aryba Ha MpOTEHHH, AMHHOKKCENHHH U BOJHO-PA3TBOPUMH BUTAMMHH 110 BpeMe Ha
NIEPUTOHEeANHa qUaK3a. 3a 1a ce M30eTHaT 3arybuTe, TpabBa [a ce OCHTYPH JOCTATHYEH IIPHEM C
XpaHaTa Wik ¢ 1o0aBKu.

‘TpaHCMOPTHHTE XapaKTePHCTHKH Ha NIePUTOHeaNnHAaTa MeMOpaHa MOTaT a ¢ TIPOMEHST NPy
MPOABIDKHTENHA MIEPHTOHEATHA UATW3a, KOETO Ce NPOABABA [TIAaBHO CBC 3aryda Ha YATpadHITPaHs,
B Texku Cnyyayn nepuToHeanHaTa AManu3a TpsOBa Ja ce NpeKpaTH M Ja ce 3arodHe XeMoJHaIH3a.

Hpenopvma Ce pEaOBHO npocNeasBaHe Ha CISAHHUTS ITOKa3aTeu:

- TeNecHOo TerJo 3a PaHHO PasMO3HABAHE HA XHIIEp- H JeXHAPATALM,

- CepyMeH HaTpHH, Kaluii, Kaniui, Mardesui, pochaTy, AKarHO-KHCETMHHO PABHORECHE U
IUIa3MEeHH NPOTeHHHA,

- CepyMeH KpeaTHHWH H yped,

-  KpBBHA 3axap,

- MApaTXopMOH ¥ APYTH N0Ka3aTenH Ha KOCTHHA MeTaboMH3bM,

- OCTaTb4Ha ObhOpevHa GyHKUMA, C LeN Ja Ce aJanTHpa JISYEHHETO C IEPHTOHEATHA AUATTH3A.

KATIZYATIKA 17 ceabpxka 15 g rmokoza B 1 000 ml pazteop. B 3aBUCHMOCT OT HHCTPYKI[HHTE 32
TIpR/IaraHe ¥ pasMepa Ha U3Non3saHaTa OaKOBKa, ¢ BCEKH Cak B OpraHH3Ma ¢e JOCTaBAT 1o 45 g
riokosa (IATL 3 000 ml stayesafe) win 75 g rmokoza (A1, 5 000 ml sleepssafe). Tosa TpaGsa na
ce HMA NPeABU NPy NALMEHTH Che 3aXapeH auader.

Huanusater Tpadsa na ce nposepssa 3a ynctora # 00em. [loMBTHABAHETO W/HITH KOpeMHaTa Gonka ca
NPH3LALH HA MEPHTOHHT.

[TaureHTH B CTap4yeCKa Bh3pacrt

Ilpy manHerTH B cTapyecka BL3pacT TpAOBA Ja ce UMa NPeIBHL IOBULIEHAT
Mpe/H 3aN0YBAHE HA NEPHTOHEAHATA THAIK3A.



4.5 BsaumojeiicTBue ¢ APYrA IeKAPCTBENH IPOAYKTH A Apyru dopMA Ha B3aumoneicTBHe

Ynorpebata Ha TO3H pa3TBOp 3a NEPHTOHEANHA JHAM3a MOXKeE a IOBEAE 0 3ary6a Ha eyHKacHOCT
Ha JPYTH JIEKAPCTBA, KOWTO Ce AHATHM3APAT NIpe3 epHTOHeanHaTa MemOpana. Moxe 1a e HeoBXoauMo
KOPUTHpaHe Ha /103aTa.

M3pa3eHOTO NOHMKABAHE HA HMBOTO HA CEPYMHHS KaJuii MOXe /1a MOBMILH HECTOTATA HA HEXeEJaHHTe
peakiyH, CBbp3aHi ¢ ynotpebaTa Ha JUTHTANHCOBH TIHKO3WAH. HipaTa Ha kanua Tpabea Ja ce
npocneasBar 0cofeHo BHHMATEHO TIPH CBHITbTCTBALLO JIEYEHHE ¢ JHTHTAIHC.

Heob6x014M0 € cienuaiHO BHUMaHHE W IPOCTIEASBAHE IIPH HAIMYHE HA XHIEPNAPATHPEOHAHIEM.
Jleuennero Tpadea na BrmoUBa NpUIOKeHHe Ha Hochar-cCBbP3BAILM CPECTBA, CHAbPKAIM KaTIHi
1/nin BuUTaMHH J1, 33 11 C€ OCHIYPH JOCTATHYHO EHTEPAIHO TOCTABIHE Ha KALHIAL.

VrorpebaTa Ha IMYPETHIIH MOXE J1a IOMOTHE 34 NOAXBLPKAHETO HA OCTaThYHA G1OpeuHa GyHKUMS,
HO MOXe CBIIO Ja N0BEIE KO BOAHO-CTICKTPOIHATEH AucbataHc.

[Ipu naupentH ¢ nualer, THeBHaTa 1032 HA HHCYITHHA WIH NEPOPAIHMTE AHTHAHAOETHH JISKAPCTBEHH
npoaykre TpAGBa Ja Ce KOPHIHpa 3a CMETKA Ha NMOBHIICHOTO 00peMEHSBAHE ¢ III0KO032.

4.6 @eprniaureT, GpeMeHHOCT H KbpMene

bpemenHoct

Hsama natuu ot ynotpebara na KAIIJI/TNIKA 17 npu Gpemennn sxenn. He ca npoBeskaanu
IpOYYBaHHS IIPH JKHBOTHH 3a PENPOAYKTHBHA TOKCHUYHOCT (B3K. Touka 5.3). KAITI/TIKA 17 He
TpabBa Ja ce H3NO0/3B2 MO BpeMe Ha OPEMEHHOCT, OCBEH 2KO KITHHMYHOTO ChCTOSHME HA JKeHaTa
v3ncksa nedenne ¢ KATT 17,

KbpmeHe
He e u3BecTHO tanm akTueHMTE Belectsa Ha KATIJI/IITKA 17/MetabonuTuTe ce eKCKpeTHpar B

kbpmata. He ce npenopruea xbpMene pe Maiiki Ha NEPHUTOHEATHA IHATH3A.

DepTUINTET
JIMrceaT MaHHH.

4.7 EdexTn pppxy cnocoduocTTa 3a modupane 1 pabora ¢ MAIIHHH

KATI/ATIKA 17 ne nobiussa 1an nosaussa npeHeGpeskumo crnocobrocTTa 3a wodHpane u pabora
¢ MaurMHH.

4.8 HexeJans JEKAPCTBEHA peakUuy

Br3MoxxHHUTE HEXETaHH PeaKiH MOXKE 13 Ce IbJIKAT Ha CaMOTO JISYEHHE C TIEPHTOHEaTHA AHANIH3A,
HJIH A2 ¢a [IPHYWHEHH OT JWAJTH3HHAA PasTBROp.

Hexenanure JICKapCTECHH PEAKIIMH Ca [IOApeJeHH MO YeCTOTa Ha C‘bOGl.l.laBaHe, KaTo € U3MoJI3BaHa
CIeaAHaTa KOHBCHIIHA:

MHOTI'0 YeCTH =1/10

Y4ECTH 21/100 mo <1/10

HEYECTH 21/1000 po <1/100

penKH >1/10 000 mo <1/1 000

MHOTO peKH <1/10 000

C HEH3BECTHA OT HIMYHWTE JIAHHW He Moke ja Owae
YeCcToTa HanpageHa OLSHKA




BbaMoxkHH HexeTanH PCAaKIAH, TBJDKAIA ¢& HA PA3TROPA 33 NCPATOHCAIHA AHATH3a

Hapywenua na endoxpunnama cucmema
- BropuueH XxunepnapaTHpeoHIU3bM ¢ BE3MOXKHH HAPYIIEHMS Ha KOCTHHA MeTabonuseM (c
HEW3BECTHA 4eCTOTA)

Hapywenun na memabonusma u xpanenemo

- TloBuLeHH HHBa Ha KpPBBHATA 3aXap (4ecTH)

- IloBHwagaHe Ha TENECHOTO TErNO NOPaLH HPOABIDKUTEIHOTO NOEMAHE Ha IOKO03a OT Pa3TBopa
34 [IEPUTOHEATIHA JHATH3A (YeCTH)

- XHICPIHITHAEMHS HIH BIIOLIABAHE HA IPEALIECTRALIA XHITEPIHTTHAEMHS (4eCTH).

Cvpoeunu u cb008U HapyuieHus
- XUnOTOHHA (HEYECTH)

-  Taxurapmus (HeuecTH)

- XuneproHus (HeuecTH)

Pecnupamopny, 2pe0nu u MEOUACMUNANHY HADYUIEHUA
- [ucnues (HewecTu)

Hapywenus na 6v6peyume u nuxoynume nomuya
- EnexkTponMTHH HapyLueHHA, HAMp. XUIOKATMEeMHA (MHOrO 4ecTH)
- XHnokanuueMus (HedecTH)

Obtyu napyuenun u edrexnmu va MACHIOMO 1 RPURONCERUE

- 3amaiiBane (HeuecTy)

- OTCK (HeuecTH)

- Hapymenuns Ha Bonnus 6ananc (HeuecTn), mposBsABaiy ce ¢ 6bp30 HaManABaHe (IeXHAPATALHA)
WM MOBHINABAHE (XMNEPXHAPATALHUS) Ha TENECHOTO Tero. Moske Ia BB3HMKHE TeXKa
AEXWIpaTals NPy H3TION3BAHE Ha Pa3TBOPH C MO-BHCOKA KOHLIEHTPALMA HA ITIIOKO3a.

Bramoxuu Hexenanu PEAKIIWH, Ab/BKAINH C€ HA HAYHHA Ha He4YeHHe

Hucpexyuu u unpecmayuu

- IleputonuT (MHOrO YecTH), NPOABARALI CE C MBTEH AMAIH3aY. IT0-KBCHO MOXKE 1a ce TTOABAT
xopemHa 0onKa, MOBHIIEHA TEMIIEPAaTypa H 0610 HEPA3MONOKEHHE, WK B MHOTO PEaKH CIIyqaH
cencuc. [laumenTsT TpaGpa He3abaBHO Na NOTHPCH AeKAPCKA IOMOIIL.
Caxbr ¢ MBTHHA QHANH3AT TPLOBA Ja ce 3aTBOPH CbC CTEPHNINA KAMTAYKa M Ja 6be U3CACABAH 33
MHKpOGHONIOrH4HO 3aMbpcaBaHe H 6poii Ha GeslHTe KphBHW KIETKH.

- Hndexuuy Ha Koxkara Ha M3XOHOTO MACTO M 10 XOZ4 HA KATETLPA (MHOFO 4ECTH), IIPOABABALIH
€€ ChC 3a4epBsBaHe, OTOK, EKCY/IAlMA, KPYCTH H OO/IKa Ha H3XOAHOTO MACTO HA KATETHPA.
B ciayuait Ha MHQEKLME Ha KOXKATA HA U3XOHOTO MACTO M 10 X014 Ha KaTeThpa € HeoOxoauMa
KOHCYITAlHA € IeKyBaLnHA JIE€KApP, KOJKOTO € BB3MOMKHO MO-CKOPO.

Pecnupamopuu, 2pedny u MeOUacmuHaIny HApYWeNus
- JiMcriHes, npHYMHEHA OT NOBAXCHaTaTa Auadparma (¢ HEH3BECTHA YECTOTA)

Cmomauino-upesnu vapyuenus

- XepHHs (MHOIO 4€CTH)

- Paszaysane Ha KOpema ¥ YYBCTBO 3a IIBJIHOTA {YECTH)

- JHuapus (HeuecTH)

- 3anex (He4ecTH)

- KancynupaHa nepuroHealHa CKIep0o3a (C HEM3BEeCTHA 4ECTOTa)




Hapanseanus, OMpassuus t YCAOHCHEHUA, GoINUKHANY 6 PEIYINIAI HQ UHIMEPECH YUY
- Hapywenss npu BIHBaHe W H3THYAHE HA AHATM3HAA Pa3TBOP (YECTH)
- bonka B pamoro (yecTH)

Crob1iaBane Ha OA03HPAHU HEXETAHN PEAKLIMH

Cro0waBaneTo Ha MONO3UPAHA HeXeNaHu PEaKIH Cllell paspelliaBaHe 3a yroTpeda Ha JeKAPCTBEH
NpoaykT e BaxHO. ToBa No3po/1ABa 1a NPoABL/DKH HabMOAEHHETO HA CHOTHOIIEHHETO TI0J13a/PHCK 33
JeKapcTBeHMs NponyKT. OT MEJHLIMHCKUTE CITELIMATHCTH € H3HCKRA Aa CHOOIIABAT BCAKA
TIOAO3HpaHa Hexenana peakuus upes H3nbnaurennarta areHuns no fiekaperBarta, yi.” aMad

Ipyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebGcaitr: www.bda.bg.

4.9 IIpepozspane

Hama cpolieHns 3a cnellHE CHTYALMA BLB BPB3Ka C NPEAO3UpaKe.

W3MMIeKsT OT quanuseH pa3tBop, HHGY3HPaH B MEPUTOHEANHATA KYXHHA, MOXE JIECHO Ja C¢
ApeHHpa B ApeHaXHMA cak. B cirywaii Ha npekaneHo vecT 0OMeH, MOKe Ja Ce CTHTHE JI0
JEXHOPATALHS W/HIH eMeKTPONHTEH AHcOanaHe, KOeTO Hajlara CrelllHa TeKapcKka Hameca. AKO €

3abparen 0OMeEH, TpAOBA fa ce MOTHPCH JIeKYBAINHA JICKAP HIIH OTrOBOPHHA THATH3EH LEHTHP.

HeripaeuiHoTo GanaHcHpaHe MOXeE 1a JOBee N0 XHIICP- HITH IEXHIPATALHS H ENCKTPOIHTHH
HapyLIeHHA.

Haii-epostaaTa nocnenuua ot npenosupade ¢ KATII/JIIIKA 17 e nexuaparangs.
HepocTaTsuHOTO NpHIoKeHHE WIH NMPEKBCBAHETO HA TEUSHUETO MOXKE 1A IOBE/IE A0
JKHBOTO3ACTPANIABAINA XHIIEPXHAPATALKA ¢ MEPAGEPHH OTOLM H CEPACSYHA ASKOMITCHCALMS H/HIH
APYr¥ CHMIITOMH Ha ypeMEs, KOMTO MO} [Ia Ca XKHBOTO3aCTPallaBaIlH,

Tpabea aa ce mpunoxat o6ImoNpHeTHTE NIPaBMIa 32 CTICITHA MOMOL A HHTEH3HBHA TEPaus.
IauueHTHT MOKeE fa ce Hykaae o1 HezabaBHa XeMoHaNH3a,

5. ©®APMAKOJIOTHYHH CBOVCTBA

5.1 PapMakoIHHAMHYHHE CBOHCTBA

(apMmakoTepaneBTHyYHa rpyna: TMpemnapaTy 3a NEPUTOHEANTHA THANTH3A, XHNEPTOHHYHH
pasTBOpH
ATC xopn; BO5DB

KAITJYATIKA 17 npeacrasnsea jaktat OydepHpaH, MIOKO30-ChIbPIKALL eIEKTPOIHTEH PasTBOp,
TI0Ka3aH 33 UHTPANEPHTOHEATTHO NPHIOKEHHE 3a JIeueHHe Ha TepMHuHaNHa GEOpetHa HeoCTaTEYHOCT
OT PA3/IMYEH MPOX3X0/ Ype3 NPOABLKHTEMHA aMOynaTopHa nepuToHeanHa auanuza ([TATH).
HnanusHata KOHUEHTPaLMA Ha KAJILHI B TO3M pa3TEOP 3a NIEpUTOHEATHa auanusa ¢ 1,25 mmol/l,
KOETO € I0Ka3aHOo, Ye HAMAIIABA PHCKA OT XMTIepKaILMEMHUs TIPH €JHOBPEMEHHO JICYSHHUE ¢ KaLMi
chabpxam¥ PochaT-CEBP3BALN CPENCTBa H/WTH BHTaMKH [,

XapaxrepHa 0co0eHOCT Ha NPONBILKHTENHATA aMOYIaTOPHA IEPHTOHEAHA Auamiza (DA
NOBEYE WM NMO-MAIKO MOCTOSHHOTO HamuuKe OOMKHOBEHO HA 2 JIUTPA JHATH3CH w
TICPUTOHEATHATA KYXHHA, KOMTO ¢ 3aMecTBa C NPECcEH PA3TBOpP TPH A0 NET l’I’bTHf

CBOMCTEA. N



EnexrponurHuar npodin Ha pa3TBopa MO CHINECTRO € CHIUMAT KaTO TO3H Ha (GHIHOMOTHYHESA CEPYM,
BEIPEKH € € [IPUrofieH (Hamp. ChAbpHKaHNe Ha Kalii) 3a ynoTpeda pu ypeMUYHH MalHeHTH 3a
Tepanu 3a 3aMecTBaHe Ha HuOpeunaTa QYHKIMA Ypez MHTPANEPHTOHEATHO BEIECTBO H OOMAHA HA
TEYHOCTH. BelleCTBaTa, KOWTO OOMKHOBEHO Ce eJIMMHUHUPAT C YPHUHATA, KaTo ypesi, KPeaTHHHH,
HEOpraHH4HH (ocharTit, MHKOYHA KKCETHHA, APYIH pa3sTBOPEHH BEILECTBA H BOJA, C€ OUHCTBAT OT
OpraHuMa B JMaTM3HHA pasTeop. Tpabsa ga ce UMa npeBUA, Ye JieKapcTBa CHINO MOTraT Ja ce
CITMMHHHDAT NPH AUATIH33, KOETO MOXKE A HAIOMKM KOPHIUpaHe Ha J03aTa.

Tpsbra Ja ce H3MON3BAT MHAMBHAYATHH NOKA3aTENH (KATO PBCT Ha NALKEHTA, TEJAECHO TEIJIO,
naGoparopHu MoKasaTeNs, ocTaThyHa GrOpedHa QyHKLMA, yITpadUITpaLHs), 3a A2 CE ONpeenu
no3ata U KOMOHHALMATA OT HeOOXONMMHUTE PA3TBOPH C Pa3iMMeH OCMONAPHUTET (ChIbpPXKaHKE HA
[IOKO34) H KOHUEHTPALKA Ha KaJIHH, HaTpuil u kanumii. E¢ukacHocTTa Ha TepanugTa TpsbBa
PeIOBHO Ja ce Mpoc/eAaBsa B3 OCHOBA HA TE3M MOKa3aTellH.

PasTeopHTe 32 NEpUTOHEAJIHA AMAIH3A C BUCOKA KOHIIGHTPALWA Ha rmoko3a (2,3% unu 4,25%) ce
H3A0JI3BAT, KOTATO TENECHOTO TEINIO € Hall XKENAHOTO cyx0 Terno. OTHEMAHETO Ha TEYHOCT OT
OpraHM3mMa Ce TIOBHILAEA B 3aBHUCHMOCT OT IVIIOKO3HATa KOHLIEHTPALMs Ha pa3TBOpA 3a IEPHUTOHEATHA
THAIM3a.

5.2 dapmakOKHHETHYHH cBOHCTBA

IIponykTHTE, KOMTO CE 3aabpIKaT B YPHHATA, KATO ypes, KpeaTHHUH M [IHKOYHA KHCETIHHA,
HeopraHH4uM Goc(aTH ¥ eIEKTPONINTH, KaTO HATPHIL, KAJTHIA, KAIII[Mil ¥ MATHE3UH, Ce OTCTPaHABAT OT
OpraHu3Ma B JHATH3HHA Pa3TBop 4pes OIUDY2HA W/ KOHBEKIHA.

I'moko3zata B [HanM3aTa, H3MOJ3BaHa KaTo ocMoTHYeH arelt B KATIJI/TIKA 17, ce aGcopbupa
GaBHO, HAMANABAMKH Pa/IHEHTa HA NUQY3HA MEKIY IHATH3HAA PA3TBOP H eKCTpaleTyiapHaTa
TEYHOCT, YITpahMATPaUHATA € MAKCHMANIHA B HAYAJIOTO HA BPEMETO Ha NMPECTOH, AOCTHIAHKH
MaKCHMaliHa ¢TOHHOCT ¢iie 2 ao 3 vaca. [Ipu no-kbeHata abeopOuma ce HabniolaBa NMporpecHBHa
3aryba Ha yirrpaduntpar. Cnep 4 vaca, yntpagunrparsT foctura cpeaso 100 ml ¢ 1,5%, 400 mi ¢
2,3% n 800 ml ¢ 4,25% paztBop Ha Inokosa. 60 ao 80% ot rmoko3sara B auanusara ce aGecopOupa.
S-AaKTaThT, H3NON3BaH Kato Oydepupaln areHt, ce abcopbupa NOwEK HAITBIHO ciell BpEME Ha
npecTtoli 6 yaca. [IpH manMeHTy ¢ HOpManHa YepHOAPoOHa hYHKLMA, S-TakTaTsT c€ MeTabonu3npa
6Bp30, KOETO ce NPOABABA ¢ HOPMAJIHH CTOHHOCTH HA MEXIHHHHMTE MeTab0IHTH.

TpaHctepsT Ha KaLMEBa Maca 3aBHCH OT KOHLEHTPALMATA HA [JIIOKO3aTa B JIMATH3HHA Pa3TBOp,
obema Ha Juanu3aTa, CepyMHHA HOHM3MpPaH KaNUMH H KOHUCHTPALKATA Ha KalLMii B AHATTH3HHA
pasTeop. Konkoro no-BYcOKa € KOHLEHTPaUHATa Ha TIIFOK03a, 00eMbT Ha JHANIM3aTa H CEpyMHATa
KOHLIEHTPaLMsA Ha HOHH3HMPaH KanL#i H KONKOTO € 110-HHCKA KOHLICHTPALMATA Ha KAJIIWIA B
AHATH3HHSA Pa3TBOP, TOJIKOBA NO-TOJM € TpaH(hepET Ha KATIMH OT NalMeHTa KbM JHaNH3ATA.
H3uncneno e, ue e1dH tannyed rpaduk Ha KATTJYJIITKA 17, ot Tpu 1,5% u emwn 4,25% rmokosa-
CHIBPMKALIM CaKa JIHCBHO OTCTpaHnBa no 160 mg kanuuii Ha feH, KOeTo NO3BONABA [10-BUCOK IIPUEM
Ha MepOpaTHH KanlHi-ChABPKAUIN JekapeTsa M BuTaMuH J[, 63 pHUCK OT XunepKaTLHEeMHS.

53 TlpeaknuMYHH AaHHH 32 Ge3onacHoOCT
He ca nposexxnadi NpeAIHHHYHN Npoy4eanus 3a TokcuaHoct ¢ KATTJ/ATIKA 17, HO KIIHHUYHK

IIpOYUYBaHHA C l'IO,[lOﬁHH Pa3TBOPH 3a NEpPHTOHEATTHA THATTH3A HE [TOKA3BAT 3HAYHTENIEH PHCK OT
TOKCHYHOCT.

6. QCAPMAIEBTHYHH JAHHU

6.1 CpHebk B2 NOMOLIHHTE BEWECTBA

Xnopoeogopoana KicenHHa 25% Kopekuws Ha pH
Hatpuep xuapokcun Kopeknug Ha pH
Bopna 3a umkexiuu




6.2 HecuBmMecTAMOCTH

To3m nekapcTBeH NpORYKT He TPAGBa Ja ce CMECBa ¢ IPYTH JIEKAPCTBEHH MPOAYKTH, ¢ H3KIIOUYCHHE Ha
TMOCOYEHHTE B TOUKA 6.6.

6.3 Cpoxk ua rognocr

2 rogMHM

Cpok Ha rogHOCT cled IbPBOHAYAIHO OTBapsaHe: ChAbpiKAHHETO TPAOBa a4 ce H3NOI3BA BEHAra.
6.4 CoenmanHH ycJIOBHS HA ChXpaHeHHe

Ha ne ce chxpansasa Han 25°C. Jla He ce chXpaHABa B XJIAJHIHHK KM 3aMpa3siBa.

6.5 BnaH ceanLpiKalHe HA ONAKOBKATA

stayesafe:

CHcreMara creii ceii ce JocTaBs KaTo cucTeMa ¢ IBOSH CaK, ChCTOALIA C€ OT CaK 3a pa3TBopa OT
ne-PVC, HanpaBeH oT MHOTOILIACTOBO NosHOAeduHOBO GonHo, TpEOHA CHCTEMa, HAMPABEHA CHIO OT
nonuonedHH, koHekTop 3a cucTeMa (DISC, monuonedHH), NpeHa)eH cak U BBHIIEH CaK, HAIPaBeH
CBLIO OT MOTHONEPHHOB MHOTOILIACTOB (GHIIM.

sleepesafe:

CucTemara ciwiin celidy ce 10CTaBs KATO CHCTEMA ¢ 6JHHHMYEH CaK, ChCTOSAIA CE OT CaK 3a pasTBOpa
oT He-PVC, HanpaBeH OT MHOTOIJTACTOBO NONIHONEGHHOBO onHo, TprOHA CHETEMa, KOHEKTOp 33
CaKa, HallpaBeHH CBILO OT HONHONeGHE U HHKEKLIHOHEH MOPT, HANpaBeH OT NOIHONeHH/CHHTETHYHA

ryma (Kay4yx).

OnakoBKH:
stayssafe sleepesafe
4 caxa ot 2 000 ml Bcexu 2 caka ot 5 000 ml Bceku

4 caxa ot 2 500 ml Bcexu
4 caxka ot 3 000 ml Bcexu

He Bcuuki BHAOBE ONMAKOBKHM MoOTar fa &baar mycHaTH B npoaaxba.
6.6 Cnenua/iHH NpeAna3HH MePKH IPH H3XBLpJsSHE A pabora

Hama cnienmansn H3HCKBaHMA 38 H3XBbpIIAHE.

CucreMa sta yesafe:

Pa3TBOpPBT I'bpBO Ce 3aTOILIA A0 TeNlecHa TeMieparypa. 3a cakore ¢ obem 1o 3 000 ml ropa
TpAOBa Na ce H3BBPINY C MOMOUITA Ha TIOAXO/IAIN HarpesaTener yped. Bpemero 3a sarornane na
cak o1 2 000 mi ¢ Havanna Temuepatypa 22°C e npubnusurento |20 munaytn. TemnepatypHusT
KOHTPOJT C€ W3BBPIIBA ABTOMATHYHO K & HacTpoeH Ha 39°C + 1°C. [lo-noapobHa wHdopmaumua
MoKe 21a Ope nomydeHa OT MHCTPYKUMHTE 3a ynoTpeba Ha HarpesaTe1HUA yped. He ce
TPENOPbYBA H3MON3BAHETO HA MHKPOBBAHORA (hypHa NIOpajHl PHCK OT nperpsBage:=—

1. IlpoBepere caka ¢ pasrBopa (ETHKET, CPOK 8. Cnen npnmrotmal-[e
Ha FOJJHOCT M C€ YBEpETE, ue pa3TBOPbT € [Mo3uuma - mpom maﬂ
6UCTBP) — OTBOpETE BHHIOHATA OOBUBKA H Ha NIPEceH THAIH h’f:[l(
OMAKOBKATA Ha Kana4yKara 3a Ae3UHPEKIHA. cak (pHOJL. 5 ceK;

2. [TouncTeTe phlIETE CH C AHTHCENTHYEH 9. IMo2uLms — BAHBAHE “*

pasTBOp. Ha caKa ¢ pasTBopa &sé?ﬁsmiﬁ\"
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3. Ilocrasete npeexmousatens DISC B 10. Mapxka 3a 6e30I1aCHOCT —103H1{Hs

opraHaiizepa (okaueTe caka ¢ pa3rBopa *“((((” — aBTOMaTHYHO 3aTBapsAHE HA
OTKBM FOPHUS OTBOP Ha CTOHKaTa 3a pa3sLIMPEHHETO HA KATETHPa ¢
HHQY3UA — passriiTe IMHUATA “cak © BLBe:kIale Ha PIN.
pastBopa-DISC” — nocrasere 11. HzxmouBaHe - oTcTpanere
npeemouBaress DISC B opranaiizepa — NpeAra3HaTa Kamavka Ha HoBaTa
CIIeH TOBA NOCTABETE APSHANKHHSA CaK B Kara4ka 3a Je3HHOeKuus 1 g
AONHKA ABPXKAY Ha cTOHKATa 33 HHQY3HA). 3aBMHTETE KbM cTapaTa. PaspuHTeTe

4. [NocTaBeTe pa3WIHPEHHETO HA KATETHPA B pasIIMpEHHETO HA KaTeThpa OT
€IIHa OT JBETE BTY/IKM Ha OpraHaitepa. npesxmousares DISC uro
I[locTaBeTe HoBaTa Karnadka 3a 3aBHHTETE KbM HOBAaTa Kaltauka 3a
Ae3vHGEKIH B ApyraTa cBOGONHa BTYIKA. JesvHpeKums.

5. Jlesundekuupaiite prUETe CH M CBaJIeTe 12. 3arsopere npeBrmouparens DISC ¢
NPEINAa3sHATA Kanayka Ha [peRKIoYBaTes OTBOPEHHS KpaH Ha mpennasHarta
DISC. Karmauka (OCTaHasla B IECHHA OTBOP

6. CBbpiKETE PaslIMPEHUETO HA KATETHPA C Ha opranaiisepa).
npeskmoysartens DISC, 13. IlposepeTe ApeHHpaHHs qUANU3AT 3a

7. OTBOpETE KJIEMATa Ha pasiiMpPEeHHETO — 6HCTpOTa M TErJIO K aKO OTTOYHATA
[O3HLIKA Te4YHOCT € GMCTPA, & H3XBBpIIETE.

“(” — Hauano Ha npoLeRypaTa Ha H3THYAHE.

CucteMa sigepesafe (3a HarnacaBaHe Ha cuctemara sleepesafe, Monist OGBPHETE C& KbM HHCTPYKLIHHTE
¥ 3a ynorpeGa):

1. TloaroroBka Ha pasrsopa
*  Ilposepere caka ¢ pasrBopa (€THKET, CPOK Ha FTOAHOCT, GHCTPOTA HA PasTBOpa, HEHAPYIIEHA
LAOCT HA Caka H BRHINIHATa OOBHBKA).
[MocTaBete caka BbpXy TBBpIA NOBBPXHOCT.
Ortropere 0OBHBKaTa Ha caka.
HamuiiTe pbrieTe ci ¢ AHTHCENTHYEH PasTBOP.
TiposepeTe Aamu pasTBOpPET € OUCTBP M JANH CAKBT HE Teve.
PazeniiTe TpBOHaTa cHCTEMA Ha caka.
Ceanere npeanasHaTa xanauka.
Tlocrarere koHEKTOpa B cBOGOAHMA NOPT HA CHCTeMarTa sleepesafe.
Cera caxpT € roToe 32 ynotpeba che cHeTeMata sleeprsafe.

bl

Buxre cBIIO TOUKA 4.2,

Pabora

IInactmacosuTe KOHTEHHEpH MOXKE NOHAKOra Aa GBAAT MOBPEJEHH MO BpeMe Ha TPaHCNOPTHPAHETO
WK cbXpaHenueTo. Topa Moxke a AOBee 0 3aMBPCABAHE ¢ MHKPOOPTAHH3MH Ha JHATHIHHA
pasTBop. 3aT0BA BCHYKHM KOHTElHEpH TpsGBa Ja GHAAT NMperiekAaHd BHUMATENHO 32 HApYIIaBaHe Ha
HEIOCTTa [IPe/IM CBbP3BaHe Ha caKa W NIpeJy H3MO0I3BaHe Ha Pa3TBOpa 3a MEPHTOHEAIHA AUATH3A.
Ilopamu onacuocT oT 3ambpespane, TpaGea Ja 6be 3a0ena3ana BeAKa MOBPELa, IOPH U
HE3HAYMTENHA, HA KOHEKTOPHTE NPH 3aTBAPSHETO, CIOMKUTE HAa KOHTEHHEPa M BITIMTE.

Hrkora He TpabBa ia ce M3MOM3BAT MOBPEEHH CAKOBE MIIM CAKOBE C MBTHO ChIBpAKaHne. B cryuaii
Ha CbMHEHHE, JICKYBaILUAT IEKap TpA0Ba Ja BleMe peLeHHe OTHOCHO yrmTpeGa‘ty,

PaSTBOP’I:T 3a [ICpUTOHCanHa QHanHsa TpﬂﬁBa Ja ¢e H3NOoI3Ba, CAMO aK0 KOH] I@G i

YIUTLTHEHHETO He €a OBPEEHH. i
i

Bruuisara onakobka TpsOBa Aa Gble OTCTpaHEHa CaMO MPE/IH MPHICKEHH
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[lo epeme Ha oOMeH Ha AHanu3aTa TpsaOBa A CE CNA3BAT acENTHYHM YCIOBHA, 32 1A CE HAMAallH PHCKa
OT UH(pEKITHA.

JcbapsaHe Ha NexapcTBa KbM pa3TBOPa 3a MEPHTOHEANIHA HATH3A

,HOG&BS[HETO Ha JICKapCTBa KBM PA3TBOPA 3a NEPHTOHEATHA JHAJIH3A N0 NPHHUNIT HE Ce NPenopbhUBa
nopajd pHCK OT 3aMBbPCABAHE H HECBBMECTUMOCT MEXY Pa3TBOpPA 3a ICPHTOHCANHA AWMAJTH3a H
NEKAPCTBOTO.

Koraro nofapsare nekapcTea, H3M0A3BalTE aceNTHYHA TEXHAKA, CMECBAHTE HAITBJIHO M Clie]] IPOBEPKa
34 JIMIICA HA TOMBTHABAHE, KOETO MOXKE [1a BB3HHKHE NOpald HECHBMECTHMOCTH, pa3TBOPBT 32
IIEPHTOHEANHA JHAIH3a TPAOEA 13 CC H3NOJI3BA BEHAra.

7. IMPHTEXKATEJ HA PASPENIEHHETO 3A YIIOTPEBA
Fresenius Medical Care Deutschland GmbH,
Else-Kréner-Str. 1,

61352 Bad Homburg v.d.H.,
T'epManua

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. No 20130281

9.  JATA HA ITBPBO PAIPENIABAHENIOAHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jata Ha mepBo pazpemasane: 01.10.2013 r.
Hara va nocnegHo noaHoBABaHe: 26.06.2018 r.

10. JATA HA AKTYAJIW3UPAHE HA TEKCTA
04/2019
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