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KPATKA XAPAKTEPUCTHKA HA IPOIVKTA

1. UME HA JIEKAPCTBEHHUA NPOAYKT
HUAHWII PD4 I'mioko3a 1,36% w/v /13,6 mg/ml pasteop 3a neputoHeanHa quanusa

DIANEAL PD4 Glucose 1,36% w/v /13,6 mg/ml solution for peritoneal dialysis

2. KAYECTBEH U KOJIHYECTBEH ChCTAB

['moko3a, 6e3Boana (Glucose, anhydrous) Ph.Eur. 1,36% w/v
karo ['moko3a moHoxuapar (Glucose monohydrate) Ph.Eur.
Hartpues xnopun (Sodium chloride) Ph.Eur. 0,538% w/v
Harpues nakrar (Sodium lactate) Ph.Fr. 0,448% wiv
Kanuues xnopun (Calcium chloride) Ph.Eur. 0,0184% w/iv
Maruesues xnopua (Magnesium chloride) Ph.Eur. 0,0051% wiv
Konunentpauus (rjimoko3a)
1,36%
13,6 mg/ml

Cneras 3a 1000 ml (g/1)

AKTHBHH BellleCTBa:

- 'moko3a MoHOXHpaT, 15,00
eKBMBaJIeHTHa Ha [ oko3a, be3soaHa 13,60

- Harpues xuopua 5,38

- Harpues nakrar, pasteop 4,48

- Kanuues xnopua auxuapar 0,184

- MaruesuneB XJ10pHJ XeKcaxuapar 0,051

Enexkrpoautn (mmol/l)

- Harpwii 132

- Kanuuii 1,25

- Maruesuii 0,25

- JlaktaT 40

- Xnopuau 95

OcmonapuaTer (mOsm/l) 344

pH npn 25°C 3,9

3a MBJIHUSA CNHCHK HA MOMOLLHHTE BEIIECTBA BUXKTE T. 6.1.

3. JIEKAPCTBEHA ®OPMA

Pa3tBop 3a nepuroneanta auanusa. Pa3teopsT e npospaveH.

4. KJIMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHS
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JHAHWUJI PD)4 e nokaszaH 8 cityuauTe, KOTATO C€ NPOBEXKA JISUSHHE UPe3 NIEPHTOHEANHA AWAJH3a, KaTo:

Ocrtpa v xpoHHYHa ObOpeYHa HELOCTATHYHOCT;

Texia BOOHA PETCHLUHA,

Hapyuienns Ha eleKpoIHTHOTO paBHOBECHE;

MEIIHKaMeHTOBHP[ OTpaBAHHA, KOTaT¢ HE C€ pasnonara ¢ Mo-NOAX0AdAlla TEepaleBTHHHA
AATEpHATHBA.

bl S e

HAAHWUHA PD4 e ocobeno moaxopsi 3a KOHTPONHPaHE HA CEPYMHMTE HHBA Ha Kamuuii W docdaru, npn
nauMeHTH ¢ ObOpeyHa HENOCTATHYHOCT, NPHEMALLM KalUHWH WIH Mardesuii-ChAbDKALM CBbLP3Bally

docary,

4.2 No3upoBKa ¥ HAYHH HA OPAIOKEHRE

HOSH pPOBKA

TepanesTuuHaTa cxema, UeCTOTaTa HA NPUIOKEHHE, UINONIBAHHAT 06EM, PUTBMBT H NIPOIB/DKHTEIHOCTTA
Ha guanusata TpabBa fa GhAAT ONPEENsHH OT NEKYBAUIHA NCKAP.

Buzpacmuu

TNaunenTu Ha npogbmkKTenna aMOynaTopHa neputToneanna auanusa (IIAIIJT) o6ukHoBeHO npoBexcaar 4
LHKDbAA JHeBHO (Ha 24 vaca). [launeHTH Ha aBTOMaTH4HA NepuToHeansa muanusa (A1) o6ukHOBEHO
NpoBexAaT 4-5 UHKBNA TIpe3 HOIUTA K A0 2 UMKBIa npes AcHd. OGeMbT HA FOTOBHA 34 BIUBAHE JHANH3EH
PasTBOD 3aBHCH OT PA3sMEPHTE Ha TANIOTO, KaTo 0OHKHOBEHO € B rpannunTe o1 2,0 1o 2,5 nuTpa.

Heduampuunu nayuenmu (Hosopodenu do 18 zoduuna evspacm)

Mpenopwusa ce ot 800 1o 1400 ml/m’ TenecHa NOBBLPXHOCT 3a LHKKI 10 MakcumaneH obem ot 2000 ml, B
3aBHCHMOCT OT IIOHOCHMOCTTA. [Ipy Jeua moa 2 roguinHa BE3pacT ce fpenopbysar obemu ot 500 xo 1000
ml/m’® TenecHa nOBLPXHOCT.

Koraro TeniecHOTO Tero Ha narteHTa e GIM3K0 10 HACATHOTO CyX0 Terno, ce npenopbusa JUAHKUII PD4
€ NO-HHCKO ChABPKAHIE HA FTIOKO34,

3a Na ObAe IPEAOTBPATEH PHCKBT OT TEXKA JEXHAPATAUNS U XHIIOBONEMHS, H 32 JIa CE CBENE 40 MEHHMYM
sarybata Ha NPOTEHHH, € TIPENOPBUHTENHO Ja Ce 30Hpa TO3H PA3TBOP 33 NIEPUTOHEAIHA JHANN3A, KOWTO
¥Ma Half-HHCBK OCMONAPUTET, ChOTBSTCTBALL Ha HEODXOIWMHA 34 OTCTPaHABaHE 00eM TEYHOCT Ype3 TO3H
o0OMeH.

Hauuy Ha npunoxenue

Tpsbea da ce e3emam npednasru mepiu Apedu paboma wi NPUTONCEHYE HA NEKADCMBEHUS, NPOOYKM.

AUAHWUJI PD4 e npexnasnaten caMo 3a MHTpanepuToHeanHo npojoxkernue. He tpsabsa na ce mpunara
HHTPaBEHO3HO,

Pa3TBopHTe 33 NepUTOHeallHa THANH3A MOTaT Ja ce 3aTonaat 1o 37°C ¢ uen noaoGpasane KoM OpTa Ha

eneKTpﬂquKa BB3TIaBHHYKA, HarpeBaema rmoqa) PasteopuTe He TpsibBa 1a ce HarpA
MHKPOBBJTHOBA (bypPHA, NOpajy NOTEHIHANHHAA PHCK 34 IAUHEHTA OT HAPAHABAHC HJH
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Mo BpE€ME Ha NPOLEnypaTa HA NEPHTOHCATHA JHATH3a TpﬂﬁB& Ja c¢ U3Moa3Ba acenTHYHA TeXHHKA.

Ha He ce mpunara, ako pa3TBOPBT € ¢ IPOMEHEH LBAT, MBTEH, ChIbpika HEPA3TBOPEHH YACTHIH WIH HMa
IOKA3ATENCTBA 33 TEY HIIH CAKBT € C HAPYLIEHA IAI0CT.

H3n0n3BaHAAT AUanu3eH pasTeop TpaOBa aa ce HabnroJaBa 3a HaW4Me Ha UOPUH HIH 32 HOMBTHABAHE,
KOETO MOXE 13 € HH/IHKAUMS 32 HATHYNE HA TIEPHTOHHT.

BceAko HEH3ION3BaHO KONHYECTRO PA3TBOp TpaOBa Aa Ce H3XBBPIIM,
Camo 3a eaHokpaTtHa ynotpeba.
4.3 IIpoTHBONOKAZANYR

CB]I)‘BX‘-[YBCTBHTCJIHOCT KbM AKTUBHHTE BELLECTBA HIH KbM HAKOE OT MOMOIIHHTE BEILIECTBA, H36PDEHH B T.
6.1.

JHUAHHW]I PD4 ¢ npoTreonokazaH NPH NALKEHTH CbC:
¢ TpeALIECTRALLA TEXKA IAKTATHA Al 034a;
¢ HCOTCTPAHMM MeXaHH4eH AedeKT, KOHTO npeus Ha edeKTHBHATA NEPUTOHEA/IHA JUATH3A HIH
¥BEIMUABA PHCKA OT HHGEKIIHH;
* JOKyMeHTHpaua 3ary0a Ha nmepuToHeamHa (QYHKUHA MM ODILMPHO CPACTBAHE, KOETO HapyluaBa
NEPHTOHEATHATA QYHKLMS.

4.4 Coegnanas upeaynpesxIeHns H NPeNna3sHd MEPKH NpH ynoTpeba
¢ [leputoneannata ananusa TpsOBa Aa ce H3BBPIIEA ¢ OCOGEHO BHHMAHME [IPH NALHEHTH C:

1) abgoMuHanEM NpobleMH, BRIFOYBALIM PA3KBCBAHE HA NEPHTOHEANHATa MeMOpaHa H
nuadparmMata IpH XHPYPruYHa HHTEPBEHINS, OT BPOACHH aHOMATHH MITH TPAEMH [0
TIPHKITIOYBANE HA JIEYEHHETO, abAOMUHAIHN TYMOPH, HH(EKIHA HAa KOPEMHATA CTCHA, XEPHHH,
¢ucTyna Ha NpaBOTO YEPBO, KOJOCTOMMA MW MIIEOCTOMHUS, YECTH EMM30AM HA JHBEPTHKYJHT,
BB3NAHTENHO HITH HCXEMHYHO 3a0014BaHe HA YepBaTa, Texka Ob0peyYHa ONMHKHCTO3a, MITH IpYyTH
CbhCTOAHHA, KOHTO H3MAraT Ha PHCK LETOCTTa HA KOPEMHATa CTeHa, KOPEMHATA NOBBPXHOCT HilH
KOpeMHaTa KyXHHa.

2) ApyTH CBCTOAHUA, BKIIOYBAIM HEOTAABHALIHO NIPOTE3UpPAHE HA A0PTATA H TEXKO denoapobHo
sabonsaBane.

¢ Kancynupaila nepuroseanHa ciiepoza TpaGBa /a4 Ce HMMa NpeABH KATO W3BECTHO, PAAKO
YCNOKHEHHE HA JIEUCHHETO C IepHTOHeanHa Juanu3a. CroOLIECHHS 33 TOBA WMa MpH MaUUeHTH,
H3NOI3BAIH PA3TBOPH 32 NIEPUTOHEANHA Juanusa, Bmountenno v JIMAHWI PD4. Crobinara ce

33 HEYECTH, (aTaiHM MOCNENHUH HA KANCYNHpAIla TepHTOHeaTHa CkAeposa mpH ynoTpeba Ha
JIUAHUJI PD4.

e Ilpu nosiBa Ha MEPHTOHHMT, H3GOPLT H AO3MPOBKATA HA AHTHOHOTHLH NO BB3MOKHOCT TpadBa Aa ce

Dasipa wa pe3yNTaTHTE OT M3CNEABAHHATA 33 BHAA M MYBCTBHTEIHOCTTA Ha
mukpoopranusMu. llpenw wmewtnduuHpane Ha nNpuuHHUTENHTE, MOXKE
LIHPOKOCTIEKTEPEH aHTHOHOTHK.,

¢ Pa3TBOPH, ChABPKALUM [NIIOKO32 TPAOBa Ja Ce W3MON3BAT ¢ OBULICHO BHHM&}{HQ npﬁ' (Tla[lHeHTH 5: \,
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CBPbX4YBCTBHTENHOCT, KaTO HanpyMep TaKMBa, ABMKAWM Ce& HA [APEBHYHO HHINECTE,
BIJHOYUTENHO aHAPUNAKTHUHI/AHADHIAKTOMAHH PEAKUMH. AKO Ce pa3sBMAT NpU3HALM HIIH
CHMITOMH Ha MOJO3HUPAHA PEAKLHs HA CBPbXHYBCTBHTENHOCT, cripeTe HH{y3uaTa He3alaBHO H
ApeHHpaliTe pasTsopa OT MepHTOHealHara KyxuHa. TpabBa na ce mpeanpHEMaT MOAXOAALIM
TEpancBTHYHE MEPKH 34 IPOTHBOACHCTBHE, KAKTO € KITHHHYHO MOKa3aHo,

[launeHTH, ¢ TexKa NaKTATHA AlH103a He TPAOBA 4 Ce NeKyBaT Che ChABLPHKALNM JAKTAT PasTBOPH
32 TEpHTOHeanHa Auanusa (BukTe T.4.3). [IpemoppuBa ce MAIHEHTH, NPEIPANONOKEHH KbM
MOBHIUEH PHCK OT NAKTaTHA AluA03a (HAIp., TEXKKA XHMOTOHMS HITK CENCHE, KOUTO MOraT Ja 6baaT
CBbpP3aHH ¢ OCTpa ObOpeuHa HENOCTATHYHOCT, BPOAEHH METabONMTHH HapylLeHHs, NleYeHue ¢
NIeKApCTBA  KATO MEeTPOPMHH M HYKICO3HIHH/HYKNEOTMAHH WHXHOMTOPH Ha oOparuara
TpaHckpunTaza (NRTIs), Tpsbea na ce nabmopaBat 3a mosBa HAa JAKTATHA ALMAO3A MPERH
Ha4ajIoTo H MO BPEMe Ha JIEYEHHETO ChC ChABPIKALUM JTAKTAT Pa3TBOPH 32 NIEPHTOHEATHA THATH3A,

Korato Ha naneH naumeHT ce NpeinucBaT PasTBOPH 3a NEPHTOHEATHA AMANH3a, TPsOBa Ja ce
B3CME 110[ BHUMAHHE Bh3MOMKHOTO B3aUMOJASHCTBHE MEKIY NHAIH3IHOTO JIEUCHHE H JCUSHUETO,
Ha3HAYCHO 3a APYTH CBNBTCTBAINK 3a00ABanuA. BHuMaTendo TpadBa ga ce clemdaT nia3sMeHUTE
HHBa HA KaNui, KUl U MarHesHi OpH MAlHEHTH, TEKYBAHH ChC ChPACYHH TIMKO3HIH.

[Tauwenture Tpabsa na GBIAT BHHMATENHO MpPOCTCANBAHH, 34 Ja Ce W3berHe CBPBX- HIHH
aexuaparauvda. Heobxoaumo ¢ na Obae npenmsHo oTtunTad OalaHca Ha TEUHOCTH, KAKTO W
BHHMATENHO J1a (bAe NPOCIEIABAHO TENECHOTO TETNIO HA MALHEHTA.

Ilo Bpeme Ha mepuTOHeanHa mWanM3a € BBIMOKHO Ja CC MOJNydaT 3arybl HAa TPOTEHHH,
AMHUHOKHCEJIMHH, BOAHOPA3TBOPHMH BHTAMHHH H APYTH NICKAPCTBEHH IPOAYKTH, KOETO 1a HIUCKBA
TAXHOTO Bb3CTAHOBABAHE.

Tpabea na ce obmucan ynorpeGara na JUAHHIT PD4 pasteop 3a nepuToHeanHa Auainisa ¢
HUCKO ChABPKAHHE HA KAILHA NPH DAlHEHTH ¢ XHTepKanuemns. [Ipy NauMeHTH, NOMy4aBally
TaKeB pa3TBOp, TpAbBa Aa ce HabmOJABAT IVIA3MEHHTE HHBA Ha KANLMA 3a paiBHTHE HA
XUIIOKANLHEMAS HWJIH 33 BIOIIABAHE Ha CBIIECTBYBAIA XWIepkaiuvemus. [IpH Tezn
obCTOATeNCTBA NEKYBALMAT Nekap TpabBa Aa KOPUTHpA 103aTa Ha cBbLp3BamuTe docdaTi wunm
AHATO3HTE HA BUTAMMH J[, KAKTO H HA KANLHMEBHTE MHMETHLH.

Jleuehuero wa cepbxundysus ¢ JJMAHUI PD4 ce cherou B JApeHHpaHe HAa pa3TBopa oOT
NnepHTOHEeanHaTa K¥XHHa.

Capexundysuira ¢ JIMAHWUJI PD4 B neputoHeanHata KyXHHa MOXe fa ce XapaKTepHPH3MpA C
aboMHHANHO pa3fly BaHe/a0noMHNANHA GONKa /MM HESOCTHT Ha BB3AYX.

Heripaunno xiamnipane wiM npoMueaHe npenn ynorpeGa Moxe na LoBefe A0 HABTHIAHE Ha
BB3YX B [ICPHTOHEAIHATA KyXHHA, KOCTO MOXKE [ia PEIH3BHKA KOPEMHA GOTKA H/HITH NEPHTOHMT.

[TpexomepHata ynortpeba ma JJAAHHIT PD4 pasTBOp 3a MEPHTOHEANHA AMAITH3A C TIO-BHCOKO
ChABPKAHHE HA TNIOKO3a MOXE N1a JOBE/IE JI0 PEKOMEPHO OTCTPAHABAHC HA BOJAA OT MALIHEHTA.

AAAHHIT PD4 e coabpixa kannii, 3a 1a ce usberue PHCKA OT XUNEPKATHEMHSA.

0 B ciyvaw, KOraTo HMa HOPMANHK TINA3MEHNW HHBA HA KANKI UnH XHMOKATHEH 15— OoH
NOKA3aHO X00ABSHETO HA KalHeB XNOPHA (B KOHLEHTpauun ao 4 mEg OHQG
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TCHKa XUIIOKUTHEMHA W CNIEMRY 1A C& WIBLPIUIRA CASA BUUMATENHA ApCUedKa Ha CepyMuna |
06!].["’[ Kanuil B OpraHHiimMa, H caMo [10J] YKa3aHHATa Ha Jekap.

¢ TpaGea aa ce NPOCHEAABAT NEPHOANYHO KOHLEHTPAUUKTE HA CEPYMHHTE eNeKTPOIHTH {ocobeHo
Ha Owukapbouar, kanuif, marHesui, kamuuii H ochar), OHOXHMHUHHTE (BKITHOUYMTETHO
TIAPaTHPEOHAEH XOPMOH W THNHAHETE CTOHHOCTH) H XeMATONOrHYHHUTE II0Ka3aTeNH,

¢ [lpu nuaGetnun penosuo Tpabea Ja ce NpocNeAsBaT HUBATA HA KPBBHATA 3axap MO BPEME H Clem
RHaNH3a ¢ IMOKO30ChABPKANY pasTeopu. TpaGea Ja ce Kopurupa n034T4 Ha HHCYJIMH HIOH Ha
ApPYToTO NPOBEKAAHO JIEYSHHE MPOTHB XHIEPIIHKEMHS,

4.5 BaaumopeiicTBHe ¢ Ipyrn JeKapcTBeHH MPOAYKTH H ApyrA OPMH Ha B3anModeliCTBHe

He ca nposexnann npoyusanus 3a B3anMoaekicteus ¢ JUAHWIT PD4. Bu3MoxHO € Py NepHTOHEATHATA
AHANTH3A [a CC NOHMKAT KOHUEHTPAIMUTE B KPBBTA HA JHANU3HPYEMHTE NEKAPCTBEHH IIPOLYKTH,

Tlnasmetnte HHBA Ha Kanuii, KAMLUAIA 1 MarHe3wii TIPH NaHCHTH, TPHEMALLH ChLPIEYHH IMHKOIHAW TpAGRA
Aa ObAaT BHHMATENHO HA0MI0AaBAHH, Thi KATO CHIECTBYBA PUCK OT AMIHTAIHCOBA HHTOKCAKAUMS. Moxke
Ja ca HeoOXOOMMH KaTHEeBH A0OaBKH.

4.6 ©epTHIHTET, GPeMEHHOCT B KLPMEHRE

bpemennoct

JIMnIcBaT HAK UMA OCPAHUYCHI JAHHY OT ynotpebara na JIMAHWUI PD4 npn Gpemennn xeHu.
ITpoyusaunsTa NpH XHBOTHH ca HEAOCTATHYHH M0 OTHONIEHHE Ha PENPOAYKTHBHATA TOKCHIHOCT (BHIK
pazgen 5.3).

JWAHWI PD4 ne ce npenopstra no Bpeme na GPEMEHHOCT H NPH HKEHH € AETEPOAEH NOTEHLMAN, KOHTO
HE M3MON3BAT KOHTpalenuHs.

Knpmene

He e u3sectHo iann Metabonutute Ha JUAHKII PD4 ce ekcKpeTHpaT B MAlUHHOTO MITSKO,

He Mosxe na ce H3KUI04H PHCK 38 HOBOPOAEHHTE/KbpMayeTaTa.

TpsGea na ce B3eMe peweHne JaH Ja ¢e NPEyCTAHOBH KbPMEHETO HITH J1a Ce TPEyCTAHOBH /BB3IbpXKA OT
neuenne ¢ JUAHWUII PD4 xarto ce r3emar ipeapui Noi3ara oT KbPMEHETO 3a ZICTETO M NOJT3a1a OT
TEPANHATA 33 JKeHATa.

deprunnTeT
Hsma KnMHWYHKY AQHHH 110 OTHOLUEHHE HA depTHIHTETA.

4.7 Edextn BLpXy cnocobHocTTa 3a mwodHpane H paora ¢ MalHAH
Tanuents ¢ xpaen craguit Ha Gu6peuro 3abonaBane, KOMTO Ca HA NCPHTOHealHA IMANW3a, MOTaT Ja

H3MUTBAT HEKENAHH edIeKTH, KOHTO GHXa MONIIH 18 NOBIHAAT BLPXY cnocofHoCTTa 3a woupane 1 pabota
C MallHHH.

4.8 He:xelaHH JTEKAPCTBCHN PeAKIHA
Cnennure Hexenanu peakiiy ca OKIaJBaHU IO BPEMe HA OCTMAPKETHHIOBOTO Haﬁmoneﬂne Tesn

PEaKUHK ca H3DPOEHH Mo CHCTeMO-OpTakiata knackdukaus (COK) ua MedDRA u npe
CMOPEe/, TEXECTTA UM. .
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Hexenadure peakuuu B Ta3H TOWKa ¢a W3OPOEHH CBINIACHO MPENOpBYBAHATA KOWBEHLMA 3@ MECTOTA:
MHOro vecTH (21/10); vectu (21/100 xo <1/10); neuectu (=1/1 000 go <1/100); peaxu (=1/10 000 no <1/1
000); Muoro peakn (<1/10 000); ¢ HeH3BecTHA 4ecTOTA (OT HAIHYHUTE JAHHH HE MOXeE 1a Oble HanpaBeHa
OLEHKA),

CHcTeMO-OpranHn KJIacoBe Hexenana Jekaperseda peakona YecroTa
HAPYIIIEHHA HA METABOJIMU3MA H XumokanneMus HeuspecTHa
XPAHEHETO Peteniya Ha TEMHOCTH
XHneppoaeMus
XunopojieMHs
Xunouarpaemus
Hexuaparaiys
Xunoxnopemus
CBAOBHU HAPYILIEHHA Xuneprensus HenzpecTHa
Xumorensus
PECITHPATOPHH, TPBOIHH H HucnHes Hewuseectha

MEJIHACTHHAJIHHU HAPYLLIEHUA

CTOMAIIHO-YPEBHH HAPYILIEHHS! | Ckneposupain KancynHpal NepHToHUT | HenssecTHa
[TeprTouuT

MpbTeH apeHasieH pazTBop
Horptmane

Huapus

lagene

Koucrunauus
AdpnoMuHaHA Gonka
ADIOMYHANHA TUCTEHIHA
AbgoMHHaNeH AHCKoMpOopT

HAPVILIEHHSA HA KOWATA U Cungpom na CtusbHC-JPRKOHCEH HewnspecTHa
IMOAKOKHATA TBKAH Yprrkapus

O6pue (sk/1. chpdail, epUTEMATOIEH Y
TeHepanH3HpaH )

Cophex

HAPYIIIEHHA HA MYCKYJIHO- Muanrus HeussectHa
CKEJIETHATA CUCTEMA U MyckyaHH ciazmMn
CBEAMHUTEIIHATA TbKAH MyckynHo-ckeneTHa Gosika

OB HAPYIIIEHHSA U EQEKTH HA Ienepanusupan enem Hewuzpectha
MACTOTO HA TIPHIIOXXEHHE Ilopninena TemMnepatypa
Huckombopt

Bonka 8 MACTOTO Ha UHQY3HA
Crbp3aHo ¢ KaTerbpa YC/IKHEHHE

C'bOGm,aBﬂHC Ha NOAO3ZHPAHH HEXENAHH peakKuHH
CrobiIaBaHeTo Ha 10J03HPAHK HEXENaHW peakLuu clel paspeulaBane 3a yrnotpeba Ha JIeKapCTBEHHA
MPOAYKT € BaxHOo. Toea nosgondsa Aa NPONBIKM HAGMONEHMETO HA ChOTHOMICHHETO MOI3a/pHCK 33
NEKAPCTBEHHS TIPOAYKT. OT MEAHUMHCKHTE CNELHANMCTH CE HIMCKBA A CLOOLIABAT BCSKA MONO3HPaHA
HEeKeJlaHa peakuus 4Ype3 HauHOHAJIHATA CHCTEMAa 3a C’bOﬁIl[a.BaHe B H?‘HMHHTEJ'IHE ﬁFEHuiflﬂ o
nexapcrsara yi. ., JJamss Cpyes™ Ne 8, 1303 Codms, Ten.: +35928903417, yeGeaiir: W




~

vers. 6.0

4.9 Ilpenozupane

ChllecTByBa BEPOATHOCT OT NMpPENO3HPaHe, KOSTO BOJH A0 XMUIEPBONEMHSA, XHIIOBOJIEMUA, HADYLIEHHS B
ENEKTPOJIHTHOTO PABHOBECHE MIH XuneprnikemHud. INpexomepnara ynorpeba Ha JIMAHMII PD4 pasteop
3a NEPHUTOHEANHA AHA/IH3A ¢ MO-BUCOKC CLIBbpiKaHHE Ha TAKOKO3a MOXKe Aa A0BekAe OO0 MPEKOMEPHO
OTCTpaHABAHE Ha BOAA OT MAlIUEHTA.

KoHTpon Ha npeao3upaneTo:

XunepsoneMHaTa MOXE Ja 6’5,[[6 OBJladAHa YPE3 TIPUIAraHe Ha XUIMEPTOHWYHY PA3TROPH 34 NEPHTOHECANHA
AdHAIH3a H Ype3 orpaHru4aBaHe MpUeMa Ha TeYHOCTH, XunoponeMusTa Moxe 1a Gbae OBllaadaHa HITH 4pe3
HEpopaIeH NPHEM MK 4YPe3 WHTPaBSHO3HO NPHIOKEHHWE HA TEYHOCTH, B 3aBHCHMOCT OT CTENEHTA Ha
JeXHApaTalHa.

Hapymienusata B ENeKIPONMTHOTO pPaBHOBECHE MOraT a CC KOPMTHMPaT ChOOPA3HO OTKIOHEHHETO OT
HOpMaTa Ha creuudHYHUS ENEKTPONHT, YCTAHOBEHO NpM KPBBeH TecT. Hall-BEPOATHOTO HapylIeHHeE,
XMIOKANHEMHUATA, MOYke 12 ObJie KOPHIHPaHO C MEPOpaNeH NPHEM HA KUl UM TIpH JoGaBsaHe Ha KanHes
XJIOpH/ B PA3TROPA 33 MEPUTOHEANHA /IHAH34, IPEANHCAH OT NeKyBallia Nekap (BHXTe T.6.2).

XuneprifKkeMusTa npy AnabeTHIH e OBNA/ABA NPY KOPHTHPAHE HA 03aTa HA MHCYNMHA MIH Ha APYTOTO
JieveHue MPOTHB XUTIEPIIIUKEMHUA.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 GapMaKoaHHAMHYHM CBOHCTBA
dapmakoTepanepTHUHa rpyna; Xunepronuunu pasteopu, ATC koa: BOSDB

Ilpu naupenTr ¢ GBGpeYHa HENOCTATBYHOCT NEPHTOHEATHATA AHATH3A ¢ MPOUEAYPA 33 OTCTPAHABAHE Ha
TOKCHYHH BEIWIECTBA, Pe3ydTaT OT a30THHA METabonu3bM H HOPMAITHO CKCKPETHpaHH upes OwOpeumTe,
KaKTO H 3a KOHTPOJHpaHO NOoASBpXKaHe Ha BOOHO-EMEKTPONUTHHA Banauc M ATKATHO-KUCEIIHHHOTO
PaBHOBECHE.,

Tasu npoleaypa ce ochleCTBABA Ype3 NPHIIOKEHME HA PA3TBOP 3a MEPUTOHEATHA HAIH3A TIP3 KATETHP,
MOCTaBeH B MEPHTOHeanHaTa KyxuHva. TpadHchepbT Ha BelllecTBa Mex/Ay [OHANM3HHMA pPasTROp H
NEPHTOHEANHHTE KAHIPH HA TAUMEHTA Ce M3BBPLIBA Npe3 NepHTOHeanHaTa MeMOpaHa 1o NPUHLIKITHTE
Ha ocMo3aTa H audysuata. Cliell BPeMETo Ha NPECTOH OT HAKOJIKO Yaca, pa3TBOPbT C& HACHILA ¢ TOKCHYHH
BelllecTea H TpaGsa ma 6bae cMeHeH. C W3K/IKOYEHHE Ha JIAKTAT, TIPHCHCTBAll kato GukapbonateH
NPEKYypCop, OCTAHANHTE €NEKTPONHTHY B pa3TBOPA €2 ChYETAHH B TAKHBA KOJHYECTRA, KOMTO Ca HACOUYEHH
B MOCOKA HOpManH3Mpane KOHUEHTPAUMHMTE HA eNEKTPONHMTHTE B MazMara. OTNaaHuTe NPOAYKTH Ha
a30THUS MeTabONH3bM, ChIBPAALIM CE BBB BHCOKH KOHUCHTPAIMHA B KPHBTA, IPEMHHARAT TePUTOHEATHATA
MeMOpaHa B TOCOKA KbM IMaNH3HMA pasTeop. [TocpencTBOM [IOKO3aTa Pa3TBOPBT 3a NEPHTOHCANHA
Ananu3a ce ABABA XHIEPOCMONAPEH CHOPAMO NJa3Mara, KOBTO € HeoOXOJMMO 332 KOMIMEHCHPaHe Ha
XMICPXHAPATALMATA, HaONIONABAHA NPH NAUMEHTH ¢ XPOHHYHA OBOpeuna HeloCTaTEHHOCT.

5.2 ®apMaKoOKHHETHYHH CBOiCTBa

HHTpanepuTokieante npuioxKeHara riokosa ce abcopbupa B KpBTa M MetaGonHsHpa no._ofuyalinuTe
MEXaHHIMH. I
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5.3 Hpeaknunnune JaHun 3a Ge30nacHOCT

He e npunoxumo.

6. ®PAPMALEBTUYHH JAHHH
6.1 CnHcEK HA NOMOLIHHTE BEIIECTRA
Bogza 3a unxexuuun a0 100% w/v,

6.2 HecheMecTHMOCTH

JoGapsiHe Ha aHTHOROTULH

He ca nposexnany 0QHUHATHY KTHHHYHH H3IHTBAHKS 3a IEKapCTBEHHTE B3auMoeHcTeus. Hu BuTpo
NPOYYBAHHA Ha CNEAHUTE NPOTHBOMH(EKUHO3HH CPEACTRA IIOKA3BAT CTalHIHOCT ¢ NpOLyKTa:
aMpoTepHLEH B, aMNUIITHH, a3/0UHAHH, uedanupyH, teda3onuH, Hedenu, netoTakcum, uedTaznum,
uedTPHaKCOH, UUNPONOKCAllHH, KIMHAAMHIMH, KOTPHMOKCA30T, A6(EPOKCAMHH, EPHTPOMHLIMH,
FEHTAMHLMNH, JIHHE3OMH ], MEINOUHJIMH , MHKOHA30M, MOKCH(pIOKCAlIMH, HawIuy, ofuioKcaluy,
NeHHUHIMH G, NUnepausnuy, TeHKOIaHHH, THKAPLIHIMH, TOGPAMHLIMH H BAaHKOMHLMH, Bbhripeku Topa,
AMHHOTTIHKO3MAM HEe TPAOBRA Jla e CMecBar C IEHHIMITHHH TOPAJH XMMHYHA HEChBMECTHMOCT.

6.3 Cpox Ha rogocT

CpoKbT Ha FOAHOCT Ha OTIAKOBAHHA 32 MPOAAXKDA NEKAPCTBEH NPOLYKT € 24 Mecera.
12 meceua {camo 32 REKapcTBEHH NPOAYKTH npoussenedu B Alliston, Kanama u North Cove, CAILLL.
HponykrsT TpsabBa aa 6bae H3MON3BAH BeAHArA Ciie] OTBApAHE Ha 3AUMTHOTO (ONHO Ha CaKa.

6.4 CnienuaHM YCJI0BHS 32 CHXpaHEHHAE

Ja ce cexpanasa moa 25°C.
6.5 Baa n chbappxkaEHe HA ONAKOBKATA

Pa3sTBOpBT ¢ xepMeTHUHO 3aTBOpEH B CaK, NPOM3BE/ICH OT MONHBHHMIXJIODHI C MEIMUWHCKA CTENeH Ha
TBBKABOCT M ¢ (popMyna PL-146. Cakbr e cHabaeH ¢ HAKOHEYHHK 32 CBbp3BaHE ¢ NORXOAALL Habop 3a
NPHAOKEHHE W ¢ BTOPH, mpaseH apeHaxkeH cak. CakbT e cHabfeH ChINO Taka M ¢ I'bBKAB NATEKCOB
HAKOHEHWK 32 KHIXEKTHPAHe Ha NONBIHHTENHH JIEKaPCTBEHH NPO/YKTH B Pa3TBOPA NPEAH NPHIOKEHHETO
MY, KOTATO TOBA € HEOOXO0AMMO,

CaknT ¢ pa3TeBopa ¢ OIMaKOBaH B Topﬁumca, MPOH3BEAEHA OT IIOVIHETHIICH HAM MONUNPOIIHIEH ¢ BUCOKA
NNBTHOCT.

O0eMH Ha cakoseTe:
1000 ml x 1

1500 mlx 1,%x6
2000mlx1,x5,x6
2500 mlx 1, x4
3000mlx 1
S000mlx1,x2
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6.6 Cnenuannn npeanasHu MEpKH NpH H3XBLPASHe u pabora
[Toapo6GHH MHCTPYKUMH OTHOCHO YNoTpefarta Ha JEKAPCTBEHMA OPOAYKT MALMCHTHTE MONY4aBAT upes

CPCACTBATA HA COCUHANH3IHPAHOTO OGYL[EHHG, KAKTO U OT TIPHAPYIKABAMATA NACTOBKA C HHC})OpMﬂllVESI 3a
nanyenTa.

7. MPHTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEEA

Bakcrep brarapus EOOJ

6yn. Brarapus 45

1404 Codmsn

bunrapus

8. HOMEP(A) HA PASPEINIEHNETO 3A YIIOTPEBA

Peructpauuonen Homep 20030515

9. IATA HA ITBPBO PAZPEIIABAHETOAHOBSABAHE HA PAZPEIIEHHETO 3A

Y¥NIOTPEEA

Jlata na mopeo paspernasane: 17 anpun 1998 roa.
Hata na nocyreniHo noguoeasane: 02 ronu 2009 rog.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
10/2018




