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JIIUAHMJI PD4 I'moko3a 2,27% w/v /22,7 m g/ml pa3TBOp 3a NMEPUTOHEAHa IHanH3a
DIANEAL PD4 Glucose 2,27% w/v /22,7 mg/ml solution for peritoneal dialysis

2. KAUECTBEH U KOTMYECTBEH CbCTAB

'moko3a, 6e3soana (Glucose, anhydrous) Ph.Eur.
karo Imokosa moHoxuapart (Glucose monohydrate) Ph.Eur.
Hatpues xnopun (Sodium chloride) Ph.Eur.
Harpues nakrar (Sodium lactate) Ph.Fr.
Kanuuer xnopun (Calcium chloride) Ph.Eur.
MarsesueB xsopus (Magnesium chloride) Ph.Eur.

2,27% wiv

0,538% w/v
0,448% w/v
0.0184% w/v
0,0051% w/v

KonnenTpanus (rji10Ko3a)

2,27%
22,7 mg/ml
Cncras 3a 1000 mli (g/1)
AKTHBHH BellleCTBAa:
- ['moko3a MOHOXHApAT, 25,00
eKBUBAJIEHTHa Ha I 1roko3a, 6e3BoiHa 22,70
- HaTpuer xnopua 5,38
- HaTpueB nakrar, pa3TBop 4,48
- Kanuue xiopua AuxXuapar 0,184
- Marse3ueB XJIOpUI XeKcaxuapar 0,051
Eaexrpoantn (mmol/l)
- Hatpu# 132
- Kanuuw 1.25
- Marue3ui 0,25
- JlakTar 40
- X_ngpmﬂ 95
OcmoaapuTer (mOsm/l) 395
pH npn 25°C 3,3

3a MBLJIHUS CITMCHK Ha MOMOIIHHUTE BELIECTBA BHKTE T. 6.1.

3. JJEKAPCTBEHA ®OPMA

Pa3TBOp 3a NEpUTOHeanHa qHain3a. Pa3TBOphT € Mpo3palicH.

4. KJIMHAYHHA JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA
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TMAHWJI PD4 e moka3aH B CITy4auTe, KOraro ce mpoBexkia JleyeHUe Ype3 NMepHTOHea/THa THANTH34, KaTo.

Ocrpa 1 xpoHn4Ha 6x0peyHa HEAOCTATEIHOCT,

Texka BOAHA PETEHLIMA,

HapyuieHus Ha €JIEKpONHTHOTO PABHOBECHE,

MeIHKAMEHTO3HM OTPABSAHMA, KOTraTo He ce pasnojara ¢ MO-NOAxoaAlna TEpaNnesTHYHA
aTepHATHBA.

el ol A S

JIMAHHJ PD4 e ocoGeHo MOAXOALE 38 KOHTPOTHPAHE HA COPYMHNTC HKBA Ha xaauuii U gochaTH, NpH
nauMeHtTH ¢ OROpeYHa HeAOCTATHYHOCT, NMPHEMALIH KQUIOHK WIM MarHe3Mi-chAbpKalld CBhp3BalliH

docdaTH.

4.2 To3HpOBKA H HAYEH HA NPHJIOKEBHE

Jo3upoBKa

TepaneBTHYHATA CXEMA, YECTOTaTA HA IPHIICKEHHE, HITOI3BAHUAT 06eM, pHTBMBT H NMPOIB/DKATETHOCTTA
Ha qMasaTa TpAOBa Za ObAaT OnpeaeNsHH OT JICKYBallHA JIekap.

Bw3pacmnu

[lanMeHTH Ha NMPOJLLKHTENHa aMOynaTopHa MEPHTOHEAIIHA AHATH3A (ITAIIJ]) o6MKHOBEHO TpoBEXAAT 4
IMKBIa AHeBHO (Ha 24 uaca). IlauMeHTH Ha aBTOMATHYHA ICPHTOHEATHA nranusa (AIT/]) obuxHOBEHO
NPOBEKAAT 4-5 LMKBJIA IPe3 HOLITA H A0 2 LIHKDBIA TPE3 ACHA. O6eMbT Ha I'OTOBHA 32 BIMBAHE JHAIIH3CH
pa3TBOP 3aBHCH OT pa3sMepHTe Ha TAOTO, KATo OGHKHOBEHO € B rpaHuuuTe oT 2,0 1o 2,5 AuTpa.

ITeduampuunyu nayuermu (Ho6opoderu do 18 2oouuma gv3pacm)

Ipenopsusa ce o 800 1o 1400 mI/m’ TenecHa NOBLPXHOCT 33 LMKEJI 10 MAKCHMATICH obem ot 2000 ml, B
3aBMCHMOCT OT fOHOCKHMOcTTa. IIpy feua noa 2 rofiMiiHa BB3pacT ce NpenophiBatr o6emu ot 500 no 1000
ml/m? Te/ilecHA MORBPXHOCT.

KoraTo TeJIECHOTO TErJIO Ha naireHTa € GIIH3K0 N0 HACATHOTO CYXO Terjo, ¢€ Mpenopbina JTUAHWII PD4
¢ MO-HUCKO ChIBLKAHUE HA ITHOKO34.

3a 1a 65€ NPEIOTBPATEH PUCKDT OT TEXKA AEXHAPATAIMA M XHMIIOBOJIICMHA, H 32 /13 C& CBEAC JIO MHHHMYM
3aryGaTa Ha MPOTEHHH, € MPENOPBLYMTENHO Ja Ce 36Upa TO3M PasTBOp 3a NEPHTOHEAHA AHAIH3A, KOHTO
HMa Hal-HHCBK OCMOJIAPHMTET, CHOTBETCTRAL Ha HEOOXOUMHA 34 OTCTPAHABAHE ofeM TedHOCT 4Ype3 TO3H
oOmeH.

HauuH Ha NPUIOKEHHE

Tpabea Oa ce e3emam npeonasHy Mepku npeou paboma unyu nPunodICerUe Ha NeKAPCMEEHUR npooyxm.

JMAHMUJI PD4 e npefHa3HayeH CaMO 32 MHTPATICPUTOHEATHO MPOJIOKCHHC. He TpabBa za ce mpunara
MHTPABEHO3HO.

PasTBOpHUTE 38 NEPHTOHEATHA JHANM3A MOraT Ja Ce 3aTOIUIAT A0 37°C ¢ uen nogobpasane koMdopTa Ha
naienTa. Tpabea xa ce wu3nom3par, obade, caMo CyXH H3TOYHHIM Ha TOILIMHA (xaTO HAIpUMED,
eJIEKTPHYECKA BH3IVIABHMYKE, HarpesaeMa Iuoda). PasTBOpHTe He Tpa6Ba Aa cc HArpAReT-BrH-RQa WIH B
MHKPOBB/IHOBA (ypHA, IOpajM MOTEHLMAIHNS PHCK 38 NMALMEHTa OT HAPAHABAHE H K R MO




[To BpeMe Ha IpoLIeAypaTa Ha MEPHTOHEAHA THATIH3A TpabBa Aa ce H3MO/3BA 4CCNTHYHA TEXHHKA.

Jla He Ce TPHAra, akO Pa3TROPET € C MPOMEHEH LBAT, MBTEH, ChARPHA HEpAa3TBOPEHH YaCTHULM WIH HMA
OKA3ATE/ICTRA 34 TeY WM CaKBT € C HapylleHa IAIOCT.

VamonsBaHMsT AHANM3EH pasTop TpAGBa na ce HabmojaBa 38 HAIMYHE Ha ¢uGpUH WIH 38 NOMBTHABAHE,
KOETO MOJKE 14 € HHAHKALMA 38 HalHYKC Ha MCPHTOHHT.

Besxo HEM3MO3BAHO KOMMYECTRO Pa3TBOp TpAbEa fAa Ce H3XBBPIIH.
CaMo 3a eJHOKpaTHa ynorpeba.
4.3 IlpoTHBONOKA3IAHHS

CBPBXYYBCTBHTEIHOCT KEM AKTHBHHTE BEINECTBA HIH KbM HAKOC OF [OMOIHHUTE BelleCTBa, W3OPOeHH B T.
6.1.

TTMAHWJI PD4 e npoTHBONOKa3aH NPH MALMEHTH CBC.
¢ MpeAUIecTBALIA TEXKKA JIAKTATHA alKA034,
e HEOTCTPAHUM MexaHuW4eH JAedeKT, KOHTO Npeyn Ha eeKTHBHATA MEPHTOHEATHA AManu3a HIH
YBEJIHYABA PHCKA OT HHPCKIUMH;
e JOKyMEHTHpaHa 3aryfa Ha NMEpHUTOHCANHA dbyHKuMA Win OGUIMPHO CPACTBAHE, KOETO HapyllaBa
EepPUTOHEANTHATA (DYHKIWMS.

4.4 CnenHaJHE NpeAyNpexieHNS H NPpeANa3HE MEPKH NpH yunoTpeba

e [IlepuToHeanHara AManH3a TpAOBa Ja ce M3BBPILBA C ocobeHo BHUMaHHE NPH NALMEHTH C!

1) abnoMuHanH¥ mnpobneMH, BKIOYBAIIM Ppa3KbCBAHC HA nepHTOHeaNHaTa MemOpaHa M
gMadparmaTa Npd XUPYprHYHA HHTEPBCHIMA, OT BPOACHH HHOMAIHH MIM TpPaBMH [0
APMKITIOYBAHE HA NEYEHHETO, aGJIOMHHANHH TYMOPH, uHQeKLM Ha KOPEMHATa CTCHA, XEpHHI,
$HCTyna Ha MPaBOTO YEPBO, KOJOCTOMHMA WM HICOCTOMHA, HCCTH enu3odM HAa JAHBEPTHKYIIHT,
RBAMAMTENHO WM HCXEMHUHO 3a60NiBaHe HA uepBara, Texka G1Opeuna MOMHKACTO3a HIlH APYTH

CLCTOSHMSA, KOMTO M3JIaraT Ha PHCK LENOCTTa HA KOPEMHATA CTeHa, KOPEMHATa NOBBbPXHOCT MiH
KOpeMHAaTa KYXHHa.

2) APYTH CHCTOAHMA, HEOTAABHALIHO NPOTE3HpaHe Ha A0pPTaTa H TCKKO 6enoapobHO 3aboABaHe.

e Kancynupama nepuroHealHa ckiepo3a TpabBa na ce KMa MNpEABHA Kato M3BECTHO, PAIAKO
YCIOXKHEHHE Ha JIEYEHHETO ¢ MEPHTOHEATHA JHAH3A. Cpo0leH|A 33 TOBa HMa INpH MALHEHTH,
H3TIOJI3BAIH PA3TBOPH 33 MEPHTOHEANHA JWANIN34, BKIIOUHTENHO H TAKHBA, H3NOM3BATH JIMAHHAI
PD4 kaTo 4acT OT JICUSHHETO UM C NICPHTOHEANTHA JHANIK3A.

C1obIIaBa ce 38 HeuecTH, (aTalHH MOCAeIHIH Ha KanCyNHpallla MEPHTOHEaNHa CKepo3a MpH

ynotpeba Ha JUAHWUJI PDA4.

o IIpH mosBa Ha MEPHTOHHMT, H30OPHT H JO3UPOBKATA HA AHTHOMOTHLM MO BBE3MOXHOCT TpabBa ja ce
GasMpa Ha pE3YJITATHTE OT H3CICABAHHATA 32 BHIA H YYBCTBUTC/IHOCTTa HA H3OJIMPAHHTE
muxpoopranmsMu. [Ipeav uaeHTH(MIMpaHe Ha [PHYMHHTEIHTE, MOMC Ja ce Ha3HaA4M
IMHPOKOCMEKThPEH AHTHOMOTHK.

o Pa3TBOpH, CHABPNKAINM TTIOKO3a TPAOBA /ia Ce M3NOM3BAT C MOBULICHO BipHNEN
M3BECTHA AePrHs KbM L[[ApEBHLIA WIH LUAPEBHYHH ITPOIYKTH. Morat/Aay

3



vers, 7.0

BKJIIOYMTENHO AaHaQWIAKTHYHH/aHAQWIAKTOMAHH PCaKLIHH. AKO C€ pa3BMAT NpHU3HALIM HIIH
CHMITTOMH Ha TIOKO3MpaHa PeaKiMd Ha CBPBXUYBCTBHTENIHOCT, CIPETC uHy3uATa HezabaBHO H
JpeHMpaiiTe pa3TBOpa OT NECPHUTOHEATHAaTa KyXHHa. Tpafra Aa ce MpeanpueMar MNOIXOMAIIM
TepaneBTHYHH MEPKH 3a IMPOTHBOAEHCTBHE, KAKTO € KITHHHYHO NOKA3AHO.

[MalmeHTH, ¢ TEXKa JaKTaTHa aluao3a He TpAGRa [a ce NEKyBaT ChC ChABPKAINM Jlaxral pPa3TBOPH
3 MepuTOHeanHa Auamusa (Bwkre T.4.3). [Ipenopbypa ce MALMEHTH, MPEAPasMONOKCHH KbM
NOBHIIIEH PMCK OT JIAKTATHA alMAa03a (HATIP., TEXKA XMIIOTOHHS WIH CCIICHC, KOHTO MOTaT na OnaaT
cBbp3aHM ¢ ocTpa 6BOpeunHa HeZOCTATBYHOCT, BPOACHH MeTabOIMTHH HApylleHHd, JIEUCHHE C
NeKapcTBa KATO METQOPMHH H HyKJIe03HIHH/ HYKITCOTHIHH uHxMOUTOpH Ha oDpaTHara
tpanckpunrasa (NRTIs), TpaGsa na ce HaGmOAaBaT 3a MOfABa HA JAKTATHA ALHA03a IPeaH
Ha4aJOTO M IO BPEMe Ha JIEYEHHETO ChC CHIBKALLH JIAKTAT PA3TBOPH 32 NEPHTOHECATHA THAIH3A.

Korato Ha NaJieH NMAUMEHT e MPEANMCBAT PA3TBOPH 33 MCPUTOHCANHA AHATH3A, Tpabpa ga ce
p3eMe [0J BHHMAHHE BBH3IMOXKHOTO B3aMMOIACHCTBUE MEXIY NHATHIHOTO neYyeHue M JICYSHHETO,
Ha3HAYEHO 3a APYrH chiTbTcTRalM 3abonieanud. Baumarento Tpapa Aa ce CNEAAT IUIa3MEHHTE
HHBA Ha KaTHH, KaJMii ¥ MarHe3Hii NpH NauMeHTH, EKyBaHH ChC CHPACYHH ITIMKO3H/H.

[Mauuenture TpaGea Aa GBHAAT BHMMATENHO MPOCHENdBaHH, 3a Ja CC mi0erne CBpBX- HIH
pexunpartaima. HeoGxomumo € aa Obae NpelH3HO OTYHTAH GajaHca HAa TEYHOCTH, KAKTO H
BHHMaTENHO 13 6B4e MpocneasiBaHo TENSCHOTO TEMIO Ha NAHCHTA.

[lo BpeMe Ha NEPUTOHEATHA AMANTH3A € BB3MOXKHO fa C€ MNOmyHar 3HAYMTETHH 3aryOH Ha
[POTEHHH, AMUHOKHCEJIHHH, BOJHOPa3TBOPHMH BHTAMHHH K ApYTH NEKAPCTBEHH MPOAYKTH, KOETO
18 M3UCKBA TAXHOTO Bh3CTAHOBABAHE.

Tpabea na ce obmucnm ymorpebara Ha IIUAHWJII PD4 pa3srsop 3a MEPHTOHEA/Ha AHANIA3A C
HHCKO ChIBPXKAHHE HA KAJILMHA IPH MALMEHTH C XHUNEPKATIHEMHA. [TpH nauMeHTH, NOoTy4aBally
TaKbLB pasTBOp, Tpabea na ce HabmiozaBar IUla3MEHWTE HUBA Ha KaIUHA 3a pasBHTHE HA
XUMOKANIMEMMS WIM 38 RIOLIapaHe Ha Beye ChIlleCTBYBAlla XHIICPKAIMEMHA. [Ipu TE3H
0GCTOATENCTRA JIEKYBAIIMAT JieKap TpAOBA Ja KOPMIHpa [O034aTa Ha CEBP3BALINTE dochaTn WHIH
AHAJMO3MTE Ha BUTAMUH JI, KAKTO H HA KANIIUMECBUTE MHMCTHLIH.

Jledennero Ha cepbxuHdy3us ¢ JUAHHJI PD4 ce crcroM B JApeHHMpaHe HA pasTBOpA OT
NepUTOHEATHATA KyXHHA.

Ceprxusdysuara ¢ JUAHWII PD4 B nepATOHEATHATA KyXHHa CE XADAKTEPH3HDPA ¢ abJOMHHAIHO
paznyBase/abnoMuHaTHa Gosika WHIH HEIOCTHT Ha BB3AYX.

HenpaBwiHO KIaMIMpaHe WM [POMHBaHE Mpeau ynorpeba moxe Jia A0BCAS HO HaB/IM3aHEe Ha
BB3AYX B IEPHTOHEANHATA KyXMHA, KOSTO MOXE JIa IPEIM3BHKA KOpEMHA 6onka WHNH NEPUTOHMT.

Ipexomeprata ynotpe6ba Ha JJHAHWI PD4 pajreop 3a NepHTOHCATHA MATHSA C TO-BHUCOKO
ChAbPKAHNE Ha IIOKO3a MOXE a IoBe/IE A0 NMPEKOMEPHO OTCTPAHABAHE HA BOAA OT NalnMeHTa.

JTHUAHWJI PD4 He cuabpxa Kaui, 33 Aa ce H3berHe pucka OT XHNICPKATHEMHA.

o B clyuau, KOTaTO HMa HOPDM&IHH TUIA3MEHH HUBA HA KAJIHA WIH XUIOKATHEMHA, MOMKC aa €
OKA3aHO NOGABSHETO Ha KA/MEB XNOpHA (B KOHIEHTpauud A0 4 mE /1), 3a ga ce wi3berHe




vers, 7.0

TeIKKA XHIIOKATHEMHS M CJIEBA Jia C€ M3BBpIUBA /€]l BHUMaTeHa MPeLeHKa Ha CCPyMHHA 1
oOINHSA KM B OpraH|u3Ma, ¥ CaMo MOA YKa3aHWATa Ha JICKap.

o Tpabea ga ce MPOCAEAABAT EPHOTHIHO KOHLUCHTPAUMMTE Ha CEpyMHHTE eNeKTpoIHTH (0cobeHo
Ha OmkapOonar, KamWii, MarHesuH, kamuuii H docdar), OHOXHMHUHHTE (BKITIOYUTENTHO
napaTHPOHJACH XOPMOH H JIKITHTHHTE CTOMHOCTH) M XEMATONOrH4YHHTE MOKa3aTeIH.

o Tlpu auabeTnuy penoBHO TPAGBa Aa ce MPOCNEAABAT HHBATa Ha KpbBHATA 3axap I0 BPEME U CIICH
IHAIH3a C TMOKO30CHABPAKAIM pasTBOpH. TpAOBa /ia e KOPUTrHpa [03aTa Ha HHCYIIHH WIH Apyro
NPOBEXAAHO JICYEHHE HA XMIICPTITHKEMU.

4.5 BiapMoeHicTBHE C IPYTH JIEKAPCTBEHH NPOAYKTH H IPYI'H dopmH HA B3aHMOAcHCTBHE

He ca npoBexaly Ipoy4YBaHHA 38 B3aHMOACHCTBHA C TTUAHWJII PD4. BE3MOXHO € NpY NEPUTOHeaTHaTa
NMATH3A [a CE MOHIDKAT KOHUEHTPAUMHUTE B KPHBTA Ha IMATIA3HPYEMHTE JIEKApCTBCHH MPOAYKTH.

asMeHHTe HUBA Ha KAJMMA, KNIt K MarHe3uil Mpy NauMeHTH, NPHeMALlH ChpACTHH [TAKO3HAH TpsOBa
na GbIaT BHUMATETHO HabMonaBaHH, Thif KaTO CHIIECTBYBA PUCK OT AHTHTAIMCOBA UHTOKCHKaLA. Moxke
na ca HeoOXomMMH KallMeRH JOOaBKH.

4.6 OepTRIAUTET, OPEMEHHOCT H KbpMEHE

bpeMeHHOCT

JTMICBAT WM MMa OrpaHHYeHH AaHuK oT ynotpeGata na JUAHWII PD4 npu 6peMeHHH XKESHH.
[IpoyuBaHMATA [PH KUBOTHH €2 HEJOCTATHYHH [0 OTHOIICHHAE Ha penpoAyKTHBHATA TOKCHUHOCT (BHIK
pazgen 5.3).

JTUAHWJI PD4 Be ce npenopsyBa Mo BpeMe Ha 6pEeMEHHOCT M [IPH XKEHH C AETEPOIEH MOTEHIHAN, KOUTO
HE U3NOJI3BAT KOHTpALICTILHA.

KnpMeHe

He e mapecTHO Aanm metabonurure Ha JJUAHWUJI PD4 ce eKCKpeTHpaT B MaHIMHOTO MIIAKO.

He MoXe Ja ce H3KITFOYH PHCK 3a HOBOPOJICHHTE/KbpMaieTaTa.

TpaGea fa ce B3eMe PelISHHE JaIH Aa C¢ MPeyCTAHOBH KbPMCHETO WK /i CC MPEYCTAHOBH /BB3ABPKA OT
nevenne ¢ JIMAHUJI PD4 xato ce B3eMaT NMpeasHj NON3aTa OT KEPMEHETO 3a I€TCTO H ro3ata ot
TEpaITMATAa 3a XEeHaTAa.

QepTHINTET
Hsama KIMHHYHEA AAHHHA N0 OTHOLIeHHE HA GepTHIHTETA.

4.7 EQeKTH BHPXY cHOcOOHOCTTA 32 opHPAHE H paboTa ¢ MAIGTHHHA

TTaumeRTH ¢ KpaeH cTaguii Ha GuOpeyHo 3aboinAsaHe, KOWTO Ca Ha MNEPHTOHEATHA AHANMAA, MOraT ia
H3MUTBAT HexXenaHy edeKTH, KoUTo OHMXa MOIJIH [ia MOBJIHAAT BEPXY criocobHoCTTa 3a modHpaHe ¥ paboTa
¢ MalIHHMH.

4.8 HexelaBH NEKAPCTBEHH PeaKNHH

CrieHUTE HEXEJIAHH PeakiMH ca JOKIANBAHH [0 BpEME Ha TIOCTMAapKETHHIOBOTO HaGmonenue. Te3n

peaKI(MH ca W3GpoeHH Mo CHCTEMO-OpraHHaTa xnacudukauns (COK) na MedDRA 1 mpe TepMHH
CIIOpEH TEHKECTTa HM. W
$5
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HesxeNaHWTe PEaKIMM B TasH TOYKa ca H3OPOCHH CHI/IACHO ApenopbLYBAHATA KOHBEHIMA 33 YECTOTA:

mHOro yectH ((21/10); uect (21/100 mo <1/10); HedecTH (=1/1 000 mo <1/100); penxu (=1/10 000 no <1/1
000); muoro peaku (<1/10 000); ¢ HeH3BECTHA 1ECTOTA (OT HANMYHHTE JaHHU He MOXE 1a Ob/ie HAMpaBeHa
OLIEHKA).

CHcTeM0-0praHHE KJIACOBE

Hexces1ana JeKAPCTBEHA PeAKIHEN

YecTOTA

UHOEKIIMU U THOECTAIIUN

M6udeH NEPHTOHKT
BaxrepHaneH IEPUTOHHT

Cebp3aHa ¢ KaTeThpa MHMEKIHA

HeuzpecTHa

HAPVYILIEHHUA HA METABOJIM3MA U
XPAHEHETO

XHNOKaTHEMHIA
PereHiMa Ha TEYHOCTH
XuneprojieMud
XHUNoBOJXEMHA
XUnoHaTpHeMHA
Aexunparalms
Xunoxiopemus

HempecTHa

CbhJAOBHU HAPYIIIEHWA

XunepreH3ud
XUNoTeH3us

HeuszpecTHA

PECIIMPATOPHY, TPBJTHHA U
METMACTHHAJIHA HAPYIUEHWS

JucrnHes

HeusrecTHA

CTOMAIIHO-YPEBHH HAPYLIEHHUA

Ckiepo3npall Karcyaypall NepHTOHAT
[TepuroHMT

M1TeH apeHaxeH pasTBop

[loBpbiaHe

Anapus

I'apneHe

KoncTHnauus

Ab6nomuHanHa 6onka

AGOMHHANTHA AUCTCH3UA
A6noMHHaIEH JUCKOMGOPT

HeHnzBecTHA

HAPVYIIEHUS HA KOXATA Y
MOJKOXHATA ThKAH

CunapoM Ha CTuBBHC-PKOHCHH
Ypruxapus

O6pHB (8K1. cHPOAL, EPHTEMATO3CH H
reHepaIK3HpaH)

Crpbex

Hen3BecTHa

HAPVILIEHWUA HA MYCKYJIHO-
CKEJIETHATA CUCTEMA KA

CHE/UHUTEIHATA THKAH

Muanrus
MyCKynHY Cna3MH
MyckynHo-ckenerHa Honka

HeuzpeCTHA

OBILIM HAPYIIIEHMS Y1 EOEKTH HA
MSCTOTO HA ITPHUJIOXKEHME

I"eHepanu3ApaH €1eM

TToBHIlIeHa TEMIIEpaTypa
Hucxomdopt

BoJjika B MACTOTO Ha HHpY3HA
CpBp3aHO C KaTeThpa YCIOKHECHHE

HeuspecTHA

CroblnaBaye HA NONO3UPAHH HEXKEJIAHH PEAKITHH
CHobmaBaHeTo Ha MOJO3HPAHH HEXEJIAHHW PeaKLHH CJIER paspellaBaHe 3a ynorpeba Ha JeKapCTBCHHA

Mt pHCK 3a
3HpaHa
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He)xeJlaHa PpeaklUMs 4Ype3 HalMOHanmHaTa CHCTCMa 34 cprobimaBaHe B Y3ITBIHHTENHA arcHUMA IO
nekapcTBaTa yi. ,,JlamaH I'pyes” Ne 8, 1303 Codus, Ten.: +35928903417, yeboaHT: www.bda.bg

4.9 Iipeno3apane

ChLIECTBYBA BEPOATHOCT OT MpEeJo3MpaHe, KOeTO BOAH A0 XHIIEPBOJICMHAA, XHTMOBOJIEMHSA, HAPYLIEHHS B
eJIeKTPONIUTHOTO PABHOBECHE WIIH XHIIEPIIIHKEMHA. [TpexomepHata yrnorpeda Ha ITAAHWII PD4 pastBOp
33 MEPUTOHEANIHA AMA/IM3A C MO-BUCOKO CHABPKAHHC HA FIIOKO3A MOXE Na JoBedc [0 HNPEKOMEPHO
OTCTpaHsABaHE Ha BOJA OT MAaLMEeHTA.

KoHTpou1 Ha MPeI03HPAHETO:

XunepsoneMusTa Moxe Aa Gbae oBnajsHa Ype3 MPHIAraHe Ha XUIICPTOHHAHH pa3TBOpH 3a NEPHTOHEeATHA
AMaTK3a U Ypes OrpaHHyYaBaHe NPHEMa Ha TEYHOCTH. XHIOBONEMHATA MOXE Aa 6bae OBNAIAHA WIH vpe3
NepopalieH MPHEM MM 4Ype3 HHTPABEHO3HO NMPHIOKEHHE HAa TEHHOCTH, B 3aBHCHMOCT OT CTENeHTa Ha

AeXUIpATALIMA.

HapymeHHATa B €JCKTPOIHTHOTO PABHOBECHE MOraT /ia C€ KOpPHIHpat chOOpazHO OTIVIOHCHHETO OT
HOpMaTa Ha CneLMHYHHA CNEKTPOAHT, YCTAHOBEHO NPH KPbBEH TCCT. Haif-BepOATHOTO HApYUICHHE,
XHIOKATHEMHATA, MOXKe 118 6h1e KOPHTHPAHO ¢ NEPOpaJieH MpUeM Ha KalHi WK NpH nobaBsHe Ha KaJIHEB
XJIOpMJI B PA3TBOPA 38 NEPHTOHEAHA AUaNH3a, NPEANHCaH OT JICKyBatlhd nexap (Bixre 1.6.2).

X HNepriHKeMHUsTa IIPH AMabeTHLH ce OBNAAABA NPH KOPHTAPAHE Ha 1034Ta HA HHCYTHHA WJIH Ha APYTOTO
neYeHHe NMPOTHB XMIEPrITHKEMUA.

5 GAPMAKOJOIMYHHU CBOHCTBA

5.1 dapMakoARHAMEYHH CBOHCTBA

TOKCHYHM BELIECTBA, PE3YJITAT OT A30THWA MeTabO/IM3BM H HOPMAIHO eKCKpPETHpaHu Hpes OBOpeLHTeE,
KAKTO H 33 KOHTPONMPAHO NOATbpKAHE HAa BOMHO-ENEKTPONMTHMSA Oamanc M ANKAIHO-KMCEIMHHOTO
paBHOBECHE.

Ta3u MpoLEAYpa C€ OCHINECTBABA UPE3 MPHIOKEHHE Ha PA3TBOP 32 MEPHTOHEATHA HAIIA npe3 KATEThP,
MOCTaBeH B TEpPUTOHeaNHaTa KyXWHa. TpaHChEpET Ha BEWICCTBA MEXIY MHANHIHWA pasTBOp H
NEpHTOHEATHHTE KAMWIAPH Ha NAUMEHTA Ce M3BLPLIBA Npe3 NEPHTOHCAIHATA meMGpaHa no HPHHLIMIIATE
Ha 0cMO3aTa M audy3uaTa. Criel BpeMETO Ha NPECcTOH OT HAKOJIKO Haca, pasTBOPET CE HACHIIA C TOKCUYHH
pemecTBa M TpabBa Na Gbae cmeHeH. C H3KIOYCHHE HA JIAKTAT, MPHCHCTBALL KATO GukapboHaTeH
NpeKypcop, OCTAHAIMTE eIeKTPOANTHH B pa3TBOpa Ca CHYCTAHM B TaKHBa KQJIMYECTBA, KOHTO ¢a HACOUCHH
B MOCOKA HOpMAJH3MpaHe KOHIEHTpALMWTE Ha €ICKTPOJIMTHIC B [Ua3MaTa. OrnaguKre NMPOAYKTH Ha
a30THHS METAGONMIBM, ChIBPIKALIHK Ce BbB BUCOKH KOHLIEHTPALHMH B KPBBTA, NPEMHHARAT NEPUTOHCATTHATA
MemOpaHa B NOCOKA KbM AMANH3HMA pPa3TBOp. ITocpeacTBOM NOKO3aTa pasTBOPRT 34 IEPUTOHEANHA
AHaTM3a Ce ABABA XHIEPOCMOJIApEH CHNpAMO IUIA3MATA, KOETO € HeoOXOOHMO 38 KOMIIEHCHpaHE Ha
XHIepXMApaTalyATa, HabmoapaHa pH NALHCHTH ¢ XPOHH™HA 6u6peuHa HEROCTATHYHOCT.
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5.2 ®apMaKOKHHETHYHH CBOlicTBA

MuTtpanepuroHealHO MPUIOXKCHATA [IOK03a CE aGcop6upa B KpBBETa M MeTabonH3Mpa Mo oOHuyaiHuTE
MeX8HHU3MH.

5.3 MIpeaxIEBHIHE JRHHEHE 32 6€300ACHOCT

He e nprnoXHMO.

6. ®APMAIEBTHYHH JAHHHA

6.1 CnECLK HA DOMOIMHHTE BEMECTBA
Boza 3a moxekiHu a0 100% w/v.
6.2 HeChLBMECTEMOCTH

To6apaxe Ha AHTHOHOTHIIN

He ca npoeexaany OQHIHATHH KIHHHIHA H3MUTBAHWA 38 JICKAPCTREHHTE paauMoaeiicTeuA. HH BUTPO
NPOY4BAHKS HA CIIEAHHTE POTHBOMH(EKIMO3HH CPE/ICTBA MOKA3BAT cTaOWIHOCT C IMPOAYKTA!
amborepuH B, aMITHLIIHH, a3TOLIAIHH, uedanuprH, Heda3oIHH, uedenium, HePOTAKCHM, nepTaIUIHM,
uedTpHaKCOH, LHIPO(IOKCAIMH, KTHHAAMHLMH, KOTPHMOKCa3odl, nedhepoKCaMHH, EPHTPOMMIIMH,
reHTAMHIIMH, THHE30IH/1, MEAIOLIWIKMH , MHKOHA301, MOKCH(IOKCALIMH, HAQUWINH, oduiokcallMH,
nesHIIHH G, NUNEPALMITHH, TEAKOILUIaHHH, THKAPLIWIHH, ToOpaMHIMH H BAHKOMMIMH. BEIpCKH TORA,
AMHHOITHKO3M/# He TPA0Ba 11a ce CMecBaT ¢ MEHHLITHHH NOPAlA XHMH'IHA HECHBMECTHMOCT

6.3 Cpox Ha roasoct

CpoKbT Ha FOAHOCT Ha ONAKOBAHMA 32 nponax6a NeKapcTBEH MPOAYKT € 24 Mecena.
12 mecewa (caMoO 3a JEKapCTBEHHM MPONYKTH NMPOM3BCACHH B Alliston, Kanana u North Cove, CAILD.
ITpomyxTsT TpGBa fa 6Bae H3NOA3BaH BeaHAra e/l OTBAPAHE Ha 3aIUTHOTO (POTHO Ha Caka.

6.4 CnenHaJHE YC/I0BHYA 38 ChXpaHeHHE

Ila ce cuxpaHaBa o 25°C.
6.5 Bag ¥ chABpPKAHHE HA ONAKOBKATA

PasTBOPBT € XEPMETHYHO 38TBOPEH B Cak, MPOM3BECICH OT NONHBHHHIIXTIOPH], © MEIWLIMHCKA CTeneH Ha
rbBKaBOCT M ¢ dopmyna PL-146. CaxeT ¢ cHabaeH ¢ HAKOHEUHHK 34 CEBBP3IBAHE C noaxoasi Habop 3a
MPWIOXKEHWE W C BTOPH, MpaseH APCHAKEH Cak. CaxbT € cHaf/icH ChIll0 Taka W C I'bBKAB JIATCKCOB
HAKOHEYHMK 34 HIDKEKTHpaHE Ha JOMLIHUTEHY JIEKApCTBCHH MPOAYKTH B PA3TEOPA NpeiH APHIOKEHHETO
My, KOFaTO TOBa € He0OXOMMO.

CaKbT ¢ Pa3TBOPA € ONAKOBaH B TOPOWYKA, MPOM3BENCHA OT MOJMETHIIEH WM NOJUITPOIMTHICH © BUCOK2
ITBTHOCT.

O6eMH Ha CAKOBETE:
1000 ml x 1
1500mlx1,x6
2000 mlx1,x5,x6
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2500mlx1,x4
3000 ml x 1
5000 mlx1,x2

6.6 Cnenuaany NpeANa3HA MEPKH NPH HIXBBPJ/ISHE H pabora

ToapoGHH HHCTPYKUKH OTHOCHO YNOTpeOara Ha JIEKapCTBCHHA TIPOAYKT NaLMeHTHTE MOy4aBaT 4dpe3
CPeACTBATA Ha CHELMATH3UPAHOTO 00YUCHHE, KAKTO H OT PHApPYKABAIIATA JIACTOBKA C HH(pOpMALKS 34

NalHCHTA.

7. IMIPUTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA
Vantive Belgium SRL,

Boulevard d’ Angleterre 2,

1420 Braine-1’Alleud,

benrus

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

Perucrpanmones Homep 20030516

9. JATA HA IThPBO PA3PEIMIABAHE/MOIHOBABAHE HA PASPENIEHHUETO 3A
YIIOTPEDBA

Jlata Ha TBPBO paspeiuasaHe: 17 anpun 1998 ron.
JlaTa Ha nocneaHo noaHopapaHe: ()2 10iM 2009 roa.

10. TATA HA AKTYAJIM3HPAHE HA TEKCTA

Onu 2024




