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[leputoJUAJI IYO I'mokosa 1,36% pa3Teop 3a nepuroHeaiHa A e § 632F 70 -08- 2024

PeritoDIAL DUO Glucose 1,36% solution for peritoneal dialysiq BG/MA/MP - ...

1. HUME HA JIEKAPCTBEHMUS ITPOAYKT

2. KAYECTBEH H KOJIHMECTBEH CBCTAB

Ilpenu cmecBane

1000 ml pasrBop (Maika kamepa "A")

AKTHBHH BellleCcTBAa:

[ roko3a MmoHoxuapar (glucose monohydrate) 41,250 g
€KB. Ha [TIIOKO32a, 6e3BoaHa (glucose, anhydrous) 37,500 g
Kanuues xnopun anxuapar (calcium chloride dihydrate) 0,507 g

Marue3sues xnopua xekcaxuapar (magnesium chloride hexahyrate) | 0,140 g
1000 ml pasTrBop (rongma kamepa ""B")

AKTHBHH BeIIECTBA:

Harpues xnopua (sodium chloride) 8,43 g

Harpues xuagporen kapbounar (sodium hydrogen carbonate) 3,29 ¢

Harpues (S)-nakrar (sodium (S)-lactate) 2,63
Cnea cMecraHe

1000 m! or xpafinusa pa3TBOp ChabpXKA:

AKTHBHH BEULICCTBA:

[ nroko3a Motoxuapart (glucose monohydrate) 150¢g

€KB. Ha rMOKo3a, Oe3poaHa (glucose, anhydrous) 13,6 g

Harpues xn1opua (sodium chloride) 5,38 ¢

Kanuuer xiiopun auxuapar (calcium chloride dihydrate) 0,184 ¢

Marnesues xsiopua xekcaxuapar (magnesium chloride 0,051 g

hexahydrate)

Harpues xuaporen kapbounar (sodium hydrogen carbonate) 2,10g

HarpueB (S)-naxrar (sodium (S)-lactate) 1,68 g

CJiea cMecBaHe ChabpkaHueTo Ha AseTe kamepH, 1000 ml ot kpaiHus pazTeop cbabpika 362,5 ml ot
pa3Tsop (xamepa A) u 637,5 ml or pazteop (kamepa B)

CheraB Ha KpaHHHA pa3TBoOP CJj1e] CMEeCBaHe
['moko3a, 6e3soana (glucose, anhydrous (CeH120s)) 73,5 mmol/l
Na~ 132 mmol/I
Ca’™ 1,25 mmol/]
Mg~ 0,25 mmol/l
CI 95 mmol/|
HCOy 25 mmol/1
C3HsOy

|5 mmol/]

pH na kpaitHus pasreop ¢ 7,4
OcmonapureT: 344 mQOsmol/|
3a NOMOLIHWTE BELLIECTBA BHXKTE Touka 6.1,

3. JIEKAPCBEHA ®OPMA

Pa3Teop 3a nepuroHeanHa anwanusa.
Crepuned, OUcTsp, Oe3useTen A0 6ae10 *KbIT pa3TBop.

4. KJIMHHUYHHA ZAHHH




4.1 TepaneBTHYHN NTOKA3ZAHUS

[Teputo/IUAJI JIVO I'ioko3a € nokasaH B c1y4yauTe, KOTaTo ¢e MpoBEX/a JieuecHUe upel
NnepuToHeaIHa 1Ha/Iu3a, Karto:

- OcTtpa ¥ xpoHHyHa 6bOpeUHa HEAOCTATHYHOCT,

- Texxka BoaHa peTeHUMA;

- Texku HapyLICHHSA HA €JEKTPOJHTHOTO PaBHOBECHE;

- MearKkaMeHTO3HH OTPaBAHUS ¢ BELLECTBA, KOMTO CE€ OTAEAT Ype3 Ananin3a, KOraro He ce
paznoJiara ¢ no-noAxXoAsALlA TepaneBTUYHA a/ITEPHATHBA.

[Teputo IUAJT JIYO I'nioko3a, OydepupaH ¢ Xuaporen kapooHar u 1aKTat, iMa Qu3doIoruuHo pHu e
0coOeHO NoAXOAdLll MPY MNALKUEHTH, PXU KOUTO pa3TBOPHUTE ChABPKALLH caMO JjakKrareH Oydep, ¢
Hucko pH, npuuunHaBar kopemua 601Kka UM AMCKOMGBOPT.

4.2 J034poBKA H HAYHH HA NPHIIOKEHHE

Ho3nupoBka

TepaneBTH4YHATA CXEMa, HECTOTATA HA NPHUJIOKEHHE, U3NON3BAHKAT 00eM, pHTHLMA U
NMPOABLMKUTETHOCTTA Ha JHaIn3aTa TpsOBa JAa ce€ Ha3HA4YaRaT M U3BBLPLLBAT 104 HADMIOAEHUETO Ha
MEANUUUHCKK CICUHATUCT.

BB3pacTHH: MAaUKEHTH HA MPOABLIAKHUTENHA aMOy1aTopHa nepuToHeanHa ananu3za (IMATI1J)
OOUKHOBEHO M3BLPLIBAT 4 LUKDBJIA HA AcH (3a 24 vaca). [launeHTH Ha aBTOMATHYHA NEepUTOHeaHa
avanuia (Al1J]) obukHoBeHO W3BBpLUBAT 4-5 LIMKDBIIA NPE3 HOLUTA W A0 2 uMKbaa npe3 acus. O6eMbT
HA BJIMBAHMS PA3TBOP 3aBUCH OT TEJECHOTO TEINO HA NAUMEHTA, KaTO OOMKHOBEHO CE IpUnarar
pa3TBopH ¢ obem ot 2,0 10 2,5 nurpa.

[lauMeHTH B cTapuecKa Bb3PAaCcT: KAKTO NP Bb3PacTHH.

[leanaTpyyBy DAUMEHTHU (OT MPEXACBPEMEHHO POACHU A0 IOHOLIECKA Bb3pacT):

He ca nposexxnanu kKiMHUYHA npoyuBanua Ha aeua ¢ [leputo/JUAJL [IYO Imoko3sa. Eto 3awo
[TepuroJIUAJIL JIYO IN'ioko3za TpsaOBa ga ce npuiiara Ha Ta3H rpyna nauueHTH cjiea BHUMATE/THa
[MPELEHKA HA CHOTHOLLIEHUETO MOJ3a/PHUCK.

[Tpu geua € HeoOXxoAMMO MHAKUBHAYAIIU3UpPAHE HATepalluATa, KOETO BKJHOUBA [TOAXOAALLO
npucrniocobsBate Ha W3NON3BaHUTE 0OCMH B 3aBUCHMOCT OT TeJECHOTO Ter10 {(obuuaido 800-

1400 mi/m2 (35-45 ml/kg) na obmen).

3a ga O6bac NpeAOTBPATEH PUCKBT OT TEXKKA ASXUApATALMA U XHUIIOBONIEMHS M 3a [a ce CBEIE 10
MHUHUMYM 3arybara Ha NMPOTEHHH, € MPENOPbYUTETHO Aa C¢€ H30Upa TO3H pasTBOP 32 NEPUTOHEAHA
auan3a, KOHTO UMa Hal-HUCHK OCMOTAPHUTET, CLOTBETCTRALLl HA HEODXOAKMMUS 3a OTCTpaHsABaHe obem
TEYHOCT 4Ype3 TO3U 0OMeEH.

HauuH Ha npUaokeHUue
- IleputoIUAJI AYO [noko3a aa ce U3nonN3sa caMo 3a HHTpanepruToHeanHo npuamkedue. He e 3a
MHTPABEHO3HO NMPHIIOKEHHE.

- 3a aa ce u3dberHe aMckoMdoOpT 3a NauMdeHTa, pa3TBOPBT 3a NEpUTOHEaIHA Anain3a TpsaOsa aa ce
3aTOIJIH B caKa CbC 3alluTHOTO dos1Ko ao 37°C. Tpabea aa ce uanoniea, obaue, caMo cyxa TOM/IMHA
(Hamp. OT e/leKTpUYECKa Bb3IJIABHUUA, 3arpsasaula naoya). PasTeopure He TpabBa j1a ce 3arpsaBar BhHB
BOJIA MJIM B MHKPOBB/IHOBA PypHA, NMOPaAN PUCK OT YBpPEKJaHe Ha NALMUEHTA UK NPEeAU3BAKBaHE Ha
AHCKOM(ODT.

- Jla ce M3n0n13Ba acenNTHYHA TEXHUKA N0 BPEME Ha NpoUSAypara Ha nepyuTOHEaIHA AMalTh3a,

- Jla He ce W3noJi3ea, ako pa3TBOPLT € C MPOMEHEH LIBAT, MbTEH, ChAbPHKA HEPAZITBOPEHH YaCTULM
MM MMa 10KA3aTeJICTBO 3a U3TUYAHE HA pa3TBOP OT CaKa WJIKM ONAKOBKATA € ¢ HAPYLUEHA LIRIOCT

- OtapeHupaHata TeyHOCT TpadBa na ce U3CcneABa 3a HANKWYME HA PUOPUH MM MOXKE 13 €

UHAMKALMA 32 HHPEKLUA HIIMA aCEITTHUYEH TIEPHTOHMT.

- Cawmo 3a enHokparha ynorpeda.

-  Cnea oTcTpaHsBaHC HA BTOPHHHOTO 3alLMTHO (POITHO, CAKBLT CE€ NPUTUCKA 3a 1a ¢
nperpajHara CTeHa U Ja € CMECAT 1Bara pa3TBOpa. BHMMATENHO ¢€ pa3kiaLua 3a I
Taxa noay4eHusT KpaeH pa3TBop TpAOGBa Aa ObAe NPHIIOKEH HETTOCPEACTBEHO CIE




3a noBeue HHPOPMALUSI OTHOCHO HAYMHA Ha NPUJIOKEHUE BXK. ToUuKa 6.6 CrieuranHM npeanasHu
MEPKHA NPH M3XBBpAsiHE W paboTa.

4.3 IlpoTHBONOKA3AHHS

Hsama abcooTHY NPOTHUBOMOKA3AHHUA 32 NPUICKEHUETO HA TICPUTOHEAIHATA AUATH3A, HO HIKOM
KIMHHYHU CbCTOAHHUSA HANAraT cieuuanty npeanasHd Mepku (Bx. Todka 4.4 Crneunaiiy
NpeaynpexiacHus U Npeana3Hi MepKHd npu ynorpeba).

4.4 Cnennajnn npeaynpexaeHus H npeanaiHd MepKH NpU ynorpeda

[lepuToHeanHata Avanun3a TpaOBa aa ce NpoBekKaa ¢ 0CoOCHO BHUMAHHKE NPH MAUKEHTH C:

- aDAOMHHAJIHY HapyLUEHHS, BKJIFOYBALIHW PAa3KbCBAHE HA NEPUTOHEaIHaTa MeMOpaHa U
Auacdparmara cjiea XupyprauHa onepaums, BCICICTBUE HA BPOAECHH aHOMATMH W.TH TPaBMa, J10KaTo
nevYeHUeTo He OB 3aBbpIIEHO, a0 AOMMHANTHH TYMOPH, HHPEKLUHMA HA KOPEMHATA CTEHA, XEPHMH,
(UCTY1a HA MPABOTO YEPBO, KOJOCTOMHA HITH HINEOCTOMUS, YECTH €MNU30AK HA JHBEPTHKYJIHT,
BL3MAJMTEIHO WK HCXEMHUHO 3ab0/1BaHe Ha YyepBaTa, MOJMKKCTO3a Ha Ow0peuunTe, vau aApyru
YBpPEXKAaHHA, KOMTO Ca PMCKOBHM 34 LIEJIOCTTA HA KOPEMHATA CTEHA, KOPEMHATA MOBLPXHOCT WJIH
KOpE€MHaTa KyXH1Ha.

- APYTH CBCTOSIHYA, BKJIIOYBALIH HEOTIABHAIHO NPOTE3IMPAHE HA A0pTaTa U TeXKO DENoApobHO
3a00/19BaHE.

- Kancynupana neputoneanHa cknepo3a (EPS) Tpsabea ga ce uMa npej BUA Kato H3BECTHO,
PANKO YCIOKHEHME Ha IEPUTOHEANTHATa nyanu3a. EPS e ycTanoBeHa npy naMeHTH, U3Noa3BallM
pa3TBOPH 3a NMEPUTOHEANTHA AUATH3A, BKIIIOYUTETHO K NMPU HAKOU MAUMSHTH, W3NON3BALIN
[MeputoAUAJT IYO Imroko3a karo qacTt ot taxHara [1]] Tepanus.

- AKO C€ NOSABH [MEPUTOHUT, U3DOPBT U A03UPOBKATA HA AHTUOMOTHLM, aKO € Bb3MOXKHO, TpsiOBa
13 C€ OCHOBABA Ha Pe3YyJITATHTE OT H3C/EABAHUATA 38 BUAA U YYBCTBHTEIHOCTTA HAa H30IMPAHUTE
MHUKPOOpPraHuiMu. Ilpean HAEHTUDHULIMPAHETO HA MUKPOOPraHU3MUTE, MOXKE [a C€ HA3HAYU
ILHPOKOCNEKTbPEH aHTHOHUOTHK.

- Ipy nauueHTy, ¢ NOBUILIEHH JIAKTATHY HUBA, TPAOBa 1a c€ U3IOJ3BAT ¢ BHUMAHUE Pa3TBOPH
34 IEPATOHEAIHA AHaIM3a, ChlbpkKawy aakrart. [Ipenopnusa ce nNpu npeapasnonomKeHu KbM pa3BUTHE
Ha JlaKTaTHa aun03a NauMeHTy (Hanp., ocTpa OBLOpeUHa HEAOCTATHLYHOCT, BPOAEHH MEeTabOIUTHHU
HAPYIWIEHUA, JIEYEHHE C JIeKAPCTBA KaTo MET(HOPMHH N HYK/ICO3UAHW/ HYKIIEOTHAHN UHXHUOHUTOPH Ha
obparnara TpaHckpunTaza (NRTIs), BHumarenno Tpabea na ce HabioA2BaT 3a NOSABA Ha JIAKTaTHA
auMn03a Npeav Ha4aJI0TO U 110 BPEME Ha JICYEHHUETO CbC ChAbPMKALIMW JIAKTAT Pa3TBOPH 33
MEpUTOHEAIHA AHa/TU3a.

- Koraro Ha n1afieH NauMeNT ce NpeAnMCcBaT pa3TBOpPH 3a NEPUTOHEAIHA ananu3a TpaOBa aa ce
OOMMCIIAT NOTEHUHMANHUTE B3aUMOAEHUCTBHS MEXY JIHA/IMIHOTO JICYEHHE W JIeYeHUEeTO HA3HAYEHO 32
APYTH ChITbTCTBALLM 3abonsaBaHud. BHuMarenHo TpabBa aa ce Cl1easT cepyMHATe HUBA HA Kains NpH
NALHEHTH, JIEKYBAHHU CbC CbPACYHH MNTHKO3UAH.

- He e ycTraHoBeHa He30nacHOCTTa M €HUKACHOCTTA NPH NEAHATPHYHHU MALMUEHTH.

- [Ipn nauMeHTH ¢ BTOPUYEH XUTNIEPNAPATHPEOUIHILM, PA3TBOPH ChABPXKALLM 1,25 mmol/]
Ka/UMH, KakbBTO € U [leputo/lMAJI 1YO 'iokoza TpabBa na ce npunarar ciel BHUMATe THa
[pEeLEHKA HA N10;13aTa OT JICUEHHETO CIIPAMO BLIMOXKHUS PUCK OT 33/bj10oYaBaHe Ha
XHIepnaparupeoran3ma.

- HeoOxoaumo € ga Obae npeun3Ho oTYuTaH 0anaHchbT Ha TEUHOCTH, KAKTO U BHUMATEHO /13
Obae MpoCneAsBaHO TEIECHOTO TENIO Ha NAllMEHTa, 3a 1a C€ MPEIOTBPATH XHIlEp- HIIH
XHUIOXHIpATALKA C TEXKH NOCACAWLM, BK, 3aCTOWHA CbP/CHHA HEAOCTAThUYHOCT, 3aryda Ha TEYHOCTH
U LLIOK,

- [lo BpeMe Ha nepuTOHEaHa AMaNn3a € Bb3MOXKHO /1a C€ NOJTyYaTr 3HAYUTENHH 3ary0u Ha
NPOTEHHH, AMUHOKHUCEIIMHY U BOAHOPA3TRBOPUMU BUTAMHHU. B Te3u cnyyaun e HeoOxoaumo aa ce
[NPOBEIAE 3aMCCTUTEIHA TEPArHA.

- [Ipenozupanero Ha {leputo/IMAJ] YO [ioKko3a B nepUTOHEANHATA Ky XHHA MOXE /1A CE
XapakTepuidpa ¢ 4yBCTBO Ha pa3flyBaHe, KOpEMHa OonKa /UK 3aTPYAHEHUS B AHLIAHE
Jleuenuero na npeanosupaxe ¢ leputo/IMAJl JIYO I'noko3a ce ¢heTOM B apeHUpaHe
NEPUTOHEANHATA KYXMUHA.




- [Ipexomepnara ynorpeda va [leputo/IMATT AVO I'nioko3a pa3TBOp 3a NEpUTOHEAHA IKMAIN3A C
[NO0-BUCOKO ChAbPIKAHUE HA [JIFOKO3a MOXE /1a JJOBEE A0 NMPEKOMEPHO OTCTPAHABAHE HA BOJA OT

NauMeHTA.
- Kanuar e usinoueH ot ewerasa Ha [leputoIUAT] JIYO lmoko3a nopaau pucka or

XHUIIEPKAIEMHS.
- B ciiyyay, Koraro uMa HOpMaJlHX HMBA HA CEPYMEH KAJIWH MM XHUITOKANIEMUs, 100aBIHETO Ha
Kanives xJopua (B koHUeHTpauHsa 40 4 mEqg/l) Moxke 1a € noka3aHo 3a NpeBeHIIMA HA TEXKKA
XUNOKANEMHS U CIEABA Aa C€ U3BBPLUBA C/ICA BHAMATENHA OLEHKA HA CEPYMHHUA M 00LIHMA Kaui B
OPraHM3Ma M Noj yKazaHWATa Ha neKap.

- [11a3MeHuTe KOHUEHTPALKWH HA ENEKTPOAHTUTE (OcoOeHO DUKapOOHATUTE, KAIHUSA, KATTLIUSA U
dbocdarute), OCMOXUMUYHUTE (BKJI. MAPATUPEOHIHUA XOPMOH) U XEMATOJOTHUHHUTE NMOKa3aTe1u TpadBa
na OpAaar npocieasBaHyd NEpUOIAHYHO.

- [Ipn naueHTH ¢ avabeTt TpadBa penoBHO Ja C€ NpPOCAeAsBaT CTORHOCTHTE Ha [MIIOKO3aTa B
KpBBTa M [1PH HEOOXOAUMOCT A03aTa Ha UHCY/IMHA WK HA ChOTBETHUA aHTHAUabeTeH NpoaykT TpadBa
Aa Ob/le KOpUrupasa.

- [py naumenTy ¢ miasmMeHu KOHLUEHTpauMK Ha OMkapboHarute Haa 30 mmol/l, TpabBa a1a Obae
MPELEHEH PUCKBT OT Bb3MOXHA METADOIUTHA a/KAT03a.

4.5 B3anmoaelcTBHE € APYIH JIeKAPCTBEHHU NPOAYKTH K ApYyrd popMH HA B3aHModeHCTBHE

[ln1azmeHnTe KOHUEHTpaUMK HA JHATH3UPYEMHUTE A€KAPCTBEHH MPOAYKTH MOrar Ja ce MOHHUKAT Mo
BpeMe Ha avanuiara. Jloldre Ha NeKapCTBEHHTE NMPOAYKTH, KOUTO NaUHEHTHT Noayyasa TpAaOBa aa
ObaaT cLOOPA3CHU ¢ MPOBEHKAAHOTO TUANH3IHO JEHEHHUE.

CToiHOCTHTE Ha kKanus TpaOBa Ja ObaT BHUMATEIHO POC/IEIABAHU TPY NALMEHTH, TPHU KOHTO Ce
npuiarar u AMrUTATUCOBH JIEKAPCTBEHH NMPOAYKTH [10PaJAH PUCK OT JAUTUTATIMCOBA HHTOKCHKALIHS.
Moske 12 € HANOKHU AOTBJAHATENEH NPHEM Ha KaJIUH.

4.6 DepTHIHTET, OPpeMERHOCT H KbPMEHE

HaMa nocTarbs4HO KIMHHYEH OMUT OTHOCHO O€30MacHOCTTA Ha MPUIOKEHHE N0 BpEME Ha
OpeMeHHocT. He ca nposexiaHd U nogo0HK Npoy4BaHUs NpH XHBOTHH. (1e10BATCIHO OTHOLUCHUETO
puck/nosa3a Tpsdea na Obae BHUMATEIHO NpeueHeHo (Bx. Touka 4.4).

4.7 FEdexTn Bbpxy cnocobnocTTa 32 modHpaHe U padbora ¢ MAMIKHH

[TauveHTH B KpaeH ctagui Ha 6BOpeuHO 3abonaBaHe, KOUTO ca HAa NEPUTOHEATHA AUAIW3A MOrarT Ja
W3MUTBAT HEXENAHH PEAKLMH, KOHTO DHXa MOIIH /1a NOBJIMAAT BbPXyY ¢cNocoOHOCTTA 3a odupaHe U

paboTa ¢ MallHHH.
4.8. Hexeaann 1eKapCcTBEHH PeaKUHH

Hexenanure peakuuH Mpy NEPUTOHEAHA AMaNK3a Morar J1a ObaaT CBbp3aHH WY ¢ TPOBENAAHATA
NpoueAypa WK C NPUJIaraHyusa pasTeop.

Mma zaHHH, Y€ e Bb3MOXKHO Bb3HMKBAHE Ha ankano3a Hau-BePOSTHO B PE3yaTaT Ha MPOMEHEHU HHBA
Ha XWApPOreH KapOoHaTuTe, 0e3 na AaBa KIMHMYHE CUMITTOMATHKA.

OnucaHnTe HEXENAHU JIEKAPCTBEHY peakuru ca npeacraseHn no MedDRA cuetemo-oprarna
Knacupukaura v 1o dectora cbrinacHo MedDRA koHBeHLMsA, KAKTO ¢aeaBa: MHOTO YecTH (= 1/10),
qectd (Z1/100 u <1/10), veuectu (=1/1 000 u <1/100), peaxu (= 1/10 000 u <1/1 000) u MHOrO
peaku (<1/10 000), c Hen3BecTHa yecTOTa (OT HAIMUHKUTE IAHHW HE MOXe Ja Obje HarnpaBeHa OLHKA)

CHUCTEMO-0PraHHHU KNacoBe HJIP YectoTa
Hapywiennus #na kpwvBra u | Eo3unodunus C HEW3BECTHA YECTQIE 3 |
aMMdHaTa cucTema
Hapyuwenus Ha meTabonusma v | Ankanosa Yectu
XPaHEHETO XHUNnokaliveMus 3aapbiKa Ha YecTw
TEYHOCTH YectH




XunepkaaueMus YecTH
XHUMEPINUKEMHUS Heuectu
JlakraTHa aunao3a HeuecTu
Xunepponemus HeuecTu
AHOpekcus HeuecTH
Jlexnaparauus HeuecTH
CbaosH XUnepToHHUs YecTu
HapyueHus XHANOTOHHA Heuectu
[ICHXHYHHW HapyllIeHHA Uucomns HeuecTu
Hapylwienus Ha HepBHara CBETOBLPTEK HeuecTH
CUCTEMA [ naBobonue HeuecTH
PecniuparopHun, rpb/iHH, HuncnHes HeuyecTH
MEJMACTHHAJIHK HAPYLUCHHS Kaninuua HevecTwH
CTOMAlIHO-4YPEBHH HapyLlueHHus | [lepUToOHUT YecTu
HapylieHue Ha Heuectw
NEPUTOHEAIHATA
memOpaHa
KopemHa boJika HeuecTu
JIucnHes HeuvecTH
OnaryneHuus HeuecTty
['agene HeuecTH
KancynvpaHa rnepuroHeaiHa C HeM3BECTHA YecToTa
CKJIEpO3a C HEeM3BECTHA YecToTa
MBbTeH Auanusar
HapyuieHus Ha kokara M AHruoeaemM ( HEM3BEeCTHa 4ecToTa
NOJKOXHATA ThKaH Ob6pus C HEH3BECTHA 4ECTOTA

HapyuweHnuns Ha
MYCKYJHOCKE/I€THaTa
CUCTEMA U
ChE/IMHUTEIIHATA ThKaH

MyckynHo-ckenetTHa bosnxa

C Heu3BeCTHA 4YecToTa

OG0 napyweHns U edpexth Ha | OTok YectH

MSCTOTO HA BbBE)KIAHE ACTCHUSA Yectn
Brpucahe HeuecTH
JInues oToK HeuecTH
XepHus Heuectu
HepasznonoxkeHue HeuecTH
HKaxcna HeuecTu
I lupexcus C HEH3BECTHA 4YeCTOTa

HM3cnensanus [loBuLIaBaHE HA TEIECHOTO YecTH
TETO
[ToenuweHo ,CO; Heuectn

ﬂpyrn HCWCITAHHA JICKAPCTBEHH PCAKLHHA, CBBP3aHHU C IMpOoLEAYPdATA C4d. GHKTEPHBJ]EH [NIEPHTOHHT,

HHE'JGKL[HH Hd MACTOTO Hd RATCTbpPd, YCAOAKHCHHA CBbP3dHH C KATCThP4d.

Cvobwasaite na NOOO3UPAHU HEHCEAANU DeAK YUy

CbobuiaBaHETO HA MOJO3UPAHU HEKENAHM PEAKLMU Cl1e/1 pa3peluaBaHe 3a ynorpeda Ha JieKkapcTBEHUA
NPOAYKT € BaXKHO. ToBa MO3BOJABA /1a NPOABIHKY HAOMIOIEHUETO HA ChOTHOLLEHHETO M0A3a/p

pCAKLIHUA 4pC3 HMinwnHuTEeIHa areHuds rno JCKAPCTBATA.

ya. lamaH ['pyes” Ne 8,1303 Codus




4.9 [Ilpexo3upane

B13MOXHUTE MOCAEAHUM OT NPEAO3HPAHETO BKAIOYBAT: XUMNEPBOIEMHA, XUITOBOIEMHUA, CIEKTPOJIMTHH
MPOMEHHU MY XHUICPIITUKEMMA (MPU NMaUneHTH ¢ anadeT). Buxre 1. 4.4

JledCTBUA NpH Npeno3upaHe:

XurneproieMusTa MoXe 1a Obae OBNaAsHA 4PE3 NPHIAraHe Ha XMNEPTOHUYHU Pa3TBOPH 34
NePUTOHEATHA JHATH3a H HAMa/IABAHE TIPMEMa Ha TEYHOCTH.

XunoponeMusta Mmoxe aa Obae oBRaggaHa Ype3 MPHUACKEHHE HA MOAXOAALUIM NEKAPCTBEHH NMPOAYKTH,
BbL3CTAHOBABALLH HUBOTO HA TEUHOCTUTE, NEPOPASTHO HIIH MHTPABCHOZHO B 3aBUCHMOCT OT CTEMNEHTA
Ha JEXHApATALIHS, |

Hapyuenusta B enekrponuraus 6ananc tpadsa aa 6baar TpeTupaHy cnopea cneunGUuuHoOTO
HapylleHHe upe3 nabopaTOpHH TECTOBE.

Hal-BeposTHOTO HapyllEeHHE XUNIOKATHEMHATA MOXKE J1a Obje MTOBJIHAHA YPe3 NPHUEM Ha NMEPOpPaIHU
KaJIMEBH JIEKAPCTBEHHW NPOAYKTH WK Yupe3 A00aBAHE HA KAJIMHA KbM Pa3TBOpa 3a NepUToHea Ha
aUanuza.

Xunepravkemusira (npu nauueHTH ¢ Adabet) Tpadea ga O6bae oBnagsHa 4pes KOpUrHpaHe 03aTa Ha
HHCYJIMHA HJIK HA ChOTBETHHA aHTHAWADETeH NPOAYKT.

3. OAPMAKOJIOIHUHH CBOHCTBA

5.1 dapMakoaUHAMHYHYH CBOHCTBA
(dapmakoTepanesTyddda rpyna: Pa3teopwu 3a neputoHeanta guasiusa, ATC koa: BOSDB

[Ipu nawuuenTu ¢ 6BOpeuHa HEIOCTATLYHOCT NEPUTOHEANTHATA AHAJIM3A € MPOUEAYPa 32 OTCTPaHsIBaHE
HAa TOKCHYHU BELLECTBA, PE3YaATAT OT A30THHA METADOIUIBM H HOPMAITHO €KCKPETHPAHU YpeEs
OBOpELUNTE, KAKTO U 32 KOHTPOAMPAHO NOLIbpXKaHe Ha BOJHHUA i €NEeKTPONUTEH DanaHe, KAKTo M
ANKAJIHO - KUCETUHHOTO PABHOBECHE,

Tasu npoueaypa ce oCbLIECTBABA YPE3 NPUIIOKEHHWE Ha pa3TBOP 32 NEPUTOHEAITHA AHATH3A Npe3
KaTeThbp, MOCTABEH B EPUTOHEAIHATa KyXHuHa. [locpeacTBoM rmoKo3aTa pasTBOpPBT 3a NEpUTOHEaHa
AMANTH3a CE€ ABABA XHITEPOCMOJIAPEH CIIPAMO J1a3MaTa K Cb31aBa OCMOTHYEH TPAIHEHT, KOETO
YJIECHABA MPEMHHABAHETO HA TEUHOCTUTE OT [J1a3Mara KbM pa3zTBopa. TpaHcdepbT Ha BELLECTBA
MEKAY AHANTU3HHUA pa3TBOpP M NEPHTOHEATHNUTE KAMUAAPHU Ha MTAUMEHTA CE€ H3BLPILBA NMpe3
nepyuToHeanHara MmemOpaHa no NpUHUKIIKMTE Ha ocMo3ara u aAMdyiuaTa. Ciaea BpeMeTo Ha NpecTont or1
HAKOJIKO 4Yaca, pa3TBOPHLT C€ HACHILUA C TOKCUYHHM BellecTBa U TpsaOBa A2 Obae cMeHeH. C H3KIUYeHHE
Ha N1aKTaTa, NMPUCHCTRALL KAaTO XHMAPOTreH KapOOHATEH MPEKYypCop, OCTAHAIUTE ENEKTPOIUTH Ca
ChbYE€TAHU B TAKMBA KOJIMHECTBA, KOUTO Aa HOPMAJIU3UPAT KOHUCHTPAUMHTE Ha EIEKTPOAUTHTE B
iiasmara. OrnaaHuTe NpoayKTH Ha a30THHA MEeTa0OMH3IBbM, ChABPKALLH C€ BbB BUCOKH
KOHUCHTPAUMH B KPBBTA, IIPEMUHABAT NIEPHTOHEATHATA MEMOPAHA B [10COKA KbM JUAJIM3HUR Pa3TBOp.

Mma nokazarencTea, 4e XHAporeH kapOOHAT/TAKTATHUA Pa3TBOP 3a MEPUTOHEATHA AUATN3a UMA NO-
A00pa NOHOCHMOCT B CPAaBHEHUE ChC CTAHAAPTHHUTE PA3TBOPH 3a NEPUTOHEAIHA AUATH3A, TPH KOHTO
Ce U3Mnof3Ba camo JlakraTeH Oydep.

5.2 PapMAKOKHHETHYHH CBOHCTBA
[ IpriioKeHHUTE HHTPANEPHTOHEATHO MHOKO34a, e1eKTPOIUTH Y BoJa ce abcopOupar B KpbBTa H Ce

METADO0IM3INPAT MO0 MEXAHU3MHTE XapAKTEPHU 32 Te3u PUIUOIOrMUHM CHCTABKH Ha OpPraHU3Ma.
[ntoko3ara ce Metabonuinpa 10 BbraepoacH AMokeua v soaa (1 g rnwokosa =4 keal).




5.3 IlpeaksuHHudHN 1aHHH 3a DesonacHoOCT

Hsama oMbAHUTENHU NPEAKITMHAYHHY JAHHH MO OTHOUICHHWE HA KIMHKYHATa 0€30MacHOCT Ha NPpOAYKTa
OCBEH Beye NPEACTABCHUTE B pa3/IMYHUTE Naparpadd Ha KpaTKara XapakTepycTHKA HA NPOAYKTA.

6. OPAPMAILLEBTHUYHH JAHHH
6.1 ChnicbKk Ha NOMOLIHHUTE BelleCcTBA
Boaa 3a vHXEKLIHMH.

6.2 HecLBMECTHMOCTH

[Ipy nMnca Ha JaHHH 3a CbBMECTUMOCT Ha JIEKAPCTBEHH NMPOAYKTH C pa3TBopa, Te He TpAOBa na Obaar
nobaesuu koM [leprro/IUAJI IYO [nioko3a, ocBeH Te€3HW OMUCaHH B T.6.6.

6.3 Cpok Ha rognoct

2 TOOWHH
Pa3TBOp®T ce npuaara HENOCPEACTBEHO C/iel OTCTpaHsIBaHE Ha BTOPUYHATA ONAKOBKA M Pa3KbCBAHE

Ha MperpajHaTa CTeHa MeXK/1y ABETE KAMEPH.
6.4 Cnennajnu yC108HA HA CHXPAHEHHE

Jla ce cbxpaHABa B OpUrHHaNHaTa OMaKkoBKa Npu Temneparypa noa 25° C, HOo ve no-Hucka ot 4°C.
6.5. Bua v chabpxaHde HA ONMAKOBKATA

[lepuro JMAJI JIYO [oko3a npeacTasinsiBa AHAJIM3HA CUCTEMA, ONIAKOBAHA B XEPMETUYHO
3aTBOpPEHA BTOPHYHA OMNAKOBKa. /JIMann3Hara cucTeMa ce CbCTOM OT ABYKAMEPEH CaK (NOSIUNIPONUEeH
Propyflex® Tubular PP), apenaxken cax, Y-Bpbixa ¢ nepdy3HOHHA U APEHAXKHA JMHHUSA, CBLP3BaLl
anantop. JABykaMepHUAT caK, KOMIIOHEHT OT CHCTEMATA, Ce ChCTOM OT Malika kamepa "A' - 725 ml u
rossma kamepa "B" - 1275 ml (Bux 1.2). ObembT Ha pazTBOpa Clied CMECBaHEe ChAbPXKAHUETO HA
asete kamepu ¢ 2000 ml.

['onsimara kamepa "B" 4ypes uyneuua ¢¢ Bpb3ka ¢€ CBbp3Ba ¢ OCTAHA/TUTE KOMIIOHEHTH Ha IMAJIM3HATa
cucreMa. Hpes HakpaHHUK KbM MopTa Ha kamepa "A" Morar 1a ce 100aBAT NeKapCTBEHU NPOAYKTH
K'bM Pa3TBOpA.

leputo/IMAJI JIYO I niokosza e npeaHazHadeH 3a M3NoJ3BalHe NpH NPOABIXATEIHA aBTOMATHYHA
neputoHeanHa auanniza (I11AIL).

6.6 CneunanHu npeanaiHH MepKH NpH HIXBLPJAAHE H paboTa

- [[0ApOOHN HHCTPYKUHMHK OTHOCHO NPOLEAYPATa 3a CMSAHA U NPUIAraHe Ha CakoBeTe TpU
[(EPUTOHEAJIHA AMATH3A [TAUMEHTUTE NONYYAaBaT Ype3 CpeACcTBaTa HA CHELHATIMINPAHOTO O0YUEHHE.

- Cilen oTCTpaHsBaHEe HA BTOPHYHATA OMaxkOBKA, CAKBT C€ NPUTUCKA, 34 /1a CE pa3Kbea
nperpajgHarta cTeHa U 1a ce CMECAT JABara pa3Taopa. BHMMATE1HO ce pa3knaiua 3a MbJHO CMECBAHE.
Taka nony4eHHaT KpaeH pa3TBOp ¢€ Npuara HENMoCcpeACTBEHO Npeau yrnorpebda.

- XUMHYHATA K (PU3HUHA CTADMIIHOCT NO Bpeme Ha ynoTpeda e ycraHoBeHa 3a 6 yaca npu 25 0C
3a MHCYIIMH (AkTpanua 101U/L, 201U/L v 401U/L).

- JIeKapCcTBEHH MPOAYKTH MOXKE [1a c€ 100aBAT Npe3 ChOTBETHUS HAKpaiHUK caka. [Ipeau
A00aBAHE HA NEKAPCTBEHH MPOAYKTH TPAOBA 13 €€ NPOBEPH TAXHATA ChBMECTHMOCT KaTo CE MMa
npeaBHa pH U cbhibpaaHUETO Ha pasTeopa. [Ipy 106aBaHE HAa NeKAPCTBEHA NPOAYKTH
pa3TBOpPBT TP4A0Ba Aa C€ M3N0J13BA BeAHAara.

- Beako HEM3NMON3BaHO KOMUYECTBO UK OCTATHLK OT pa3TBOpa, TpAOBa 4a ce YHH
MOAXOAALL HAUUH.

- PasTBOpLT € cBOOOAEH OT DAKTEPHAIHM EHIOTOKCHHH.




7. MIPUTEXKATEJI HA PASPEILIEHHETO 3A YIIOTPEBA
COOAPMA A/l
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