KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JJEKAPCTBEHHUA IMPOAYKT

Koaapexe xvirubp Xot Hpink 300 mg/> mg/20 mg ipax 30 nepopaIcH pasTeop
Coldrex Junior Hot Drink 300 mg/3 mg/20 mg powdcr {or oral solution

2. KAUECTBEH U KOJIHYECTBEH Cbh(TAB

Beaxo caure o7 3 g CbABLP*KA AKTHBHH BCILECTBA:

napaucramon (paracetamol fur. Ph.) 300 mg
derrachpunos xuapoxnopu (phenyilephrine hvdrochloride Fur. Phy S mg
ACKOPOMHOBA KHUCCHUHA (ascorhic acid) 20 mg

[ToMowHK BellECTBA € M3BCCTHO JICHCTBHUC: 3axapesa |9 g/cawe. rawkosza 3325 mg/cawc.
HOTPHIH

F PBIHUSA CNHCBHK HA MOMOLLHMTC BCLUICCTBA. BXK. T. 6.1,
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4. KJIHHHYHH JAHHH [Ogoﬁpeyw NE e ./

4.1 TepaneBTHYHH MOKATAHHS

30 KpaTKOTPAHHO ODMCKYABAHC HA CHMIOTOMHTC TIPH TPHO H  MPOCTVIHH CBCTONHHA —
r3aBo0O0AMC. DOIKH NPH Bb3MLICHO I'bP10. HAXLIHD KOHTCCTHA. CHHYV3HT H CBBP3aHATA € HCTro

DoNKA. MVCKV.AHHE D0TKH 1 BHCOKA TCMITCPATVPA.
4.2 JdoInpoBKa H HAMHH HA TPHJIO0MXKCHHE

32 NCPOPATHO MPHIOKCHHC.

HOEHEDBKH

Jleya om 6 0o 12 cooumm:
EaHo caiue Ha BCcekW 4 10 6 4aca mpH HCOOXOIMMOCT. A0 MAaKCHMAIHO 4 (YCTHPH) caulcTa 3a 24
Haca.

Jleya nod 6 cooun.
He cc npenopbuBa 33 acua noa 6 roguHu, HA KOMTO RHe TpsOBa j1a cc nasar fckapeTea 3a

KALLTHLUA H HACTHHKA 0C3 PCLUCNTA, ChABPIKALLH (PCHHICHPHH.

HGI;H[‘HH?H G CINAPYHCCRA GHIPACHT




[MauucHTH B CTAPUCCKA BBIPACT. OCOOCHO TC3HM. KOMTO €A B VBPCICHO OO0 CBCTOSHHC MM
HCTIOIBHAKHH. MOXKC T4 CC HVAKIMUT OT HAMMLICHA J030 HTH HECTOTA Ha ,IOiilflpﬂHC.

Hayucunm ¢ Gubpedno vepe weoane:

[TaLMCHTH. KOUTO €A AMATHOCTHLHMPAHH ¢ OBOPCUHO VBPCHKAAHC. TPHOBA 1A NOTHPCAT MCAMUHHCKH
CBBCT. MPCAH 4 npUceMaT TOBA AckapcTeo. Tlpenopwbusa ¢, KOTATO ¢C JABA NAPAUCTAMON HA
naurdcHT ¢ OBOPCUHA HCAOCTATLUHOCT. Jad CC HAMUIN A03aTa H 41 C¢ VBCIHYM MHHHMATHHSAT
MHTCPBANT MCKAY BCAKO MNPHIOKCHHMC 10 Hail-manke 6 uaca. OrpanHuICHHATA, CBBP3AHK C
VvIIOTPCOaTa HA MPOAYKTH € MAPALCTIMON IPH DAUHCHTH ¢ ObOPCHHO VBPCAIAHC. €A MPCAH BCHUKO
CACACTBHC OT CHIBPXKAHUCTO HA NAPALICTIMOT B JICKAPCTBOTO (BXK. TOUKA 4.4).

Tlayuenmie ¢ 4epuodpoblo Yepewoane:

[MaumcHTH. KOMTO €a AMArHOCTHLUMPAHH C 4CPHOAPOOHO VBPCKIAHC Hau cuHapoM Ha Gilbert.
TPIORA 1A NOTHPCHAT MCARIMHCKH ChBCT. TIPCIH AQ MPHCMAT TOBA JICKAPCTRO. OrpannucHusgTa.
CBBP3aHM ¢ yrioTpedara Ha NPOAVKTH ¢ NMApaLcTaMoll NpH NALMEHTU ¢ YCPHOAPOOHO VBPECHKAAHC.
€A MPCAH BCHUKO CIACACTBHC OT ChUBPKAHHCTO HA NAPAUCTAMO B NCKAPCTBOTO (BXK. TOUKA 4.4).

Hauuu Ha npinoxenue
[TpenoppunTeIHATA IHCBHA 1032 HAM OAPCICICHUST OPOH 103M HC TPAOBA 14 CC NPCBHLIABAT
MOPa3H PHCK OT VBPCAIAHC HA scpaus 1pod (Bxk. Toukn 4.4 1 4.9).

MUHHUMAICH HHTCPBAN HA J03HPAHC: 4 uaca.

Ak0 GOnKaTa MAM TPCCKATA NPOABIAKABAT MOBCUC OT 3 JIHH HIMA CC BJACLIAT. M/ AKO CC NOABHT
APVTH CHMITTOMA, JICHEHMETO TPHOBA 14 CC MPCVCTAHOBH H 1A CC KOHCVITHPATE ¢ JICKap.

4.3 lMpoTuBonoka3anus

To3u nMpoavKT ¢ NMPOTHBOMOKAIAH B CAVHaH HA!

—  MsBecTHA  CBPBXUYVBCTBUTCAHOCT KBM  MAPALCTAMOI.  (CHUACPPHHOB  NHAPOXIOPHI.
ACKOPOHHOBA KHCCIHHA HITH KbM HAKOS OT APYTHTC ChCTABKH. NOCOYUCHH B TOHKA 6.1

—  XHNOCPTOHMA

—  XHNOCPTHPOHIAHIBM

—  JnadeTr

~  CBpACUHO-CBA0BH 3a00.1ABAHES

—  MOCoXpOMOUHTOM

—  3aKpHTOBIb/IHA TAAVKOMa

—  TekKA HEXCMHTHA 00CCT HA ChPUCTO

—  YnotpcHa npH MAUHCHTH. NOIVUABIUH TCPAMHS ¢ TPHUHKIWIHH AHTHICAPCCAHTH WIH beTa-
00KCPH (BaK. TOUKA 4.3)

—  Ynotpcha npy nagHCHTH. KOWTO B MOMCHTA MOJVUABAT JIPYTH CHMOATHKOMHMCTHUH (KaTO
ACKOHICCTAHTH. MOTHCKALIH ANCTHTA. aM(PCTAMUHEONOA0DHH NCHXOCTHMY TAHTH).

—  TlauMCHTH, KOHTO NPHCMAT HAH €A APHCMAIH NPC3 NOCACIHHTC JABC CCAMHUM HHXHONTOPH
HA MOHOAMHHOOKCH,1A3aTa.

4.4 CrneuMaiHH NpeaynpesKIeHHs H OPeANa3lHd MepKH OpH ynotpeda

ChopTcTBAIO  HEPHOIPOOHO 3a00TIBAHC VBEIMUABA PHUCKA OT CBBP3AHO C N
VBPCAKIAHC HA ucpHHUs Ipod. ONacHOCTTA OT NPCI03HPAHC ¢ MO-TOIAMY NPH TC3H
AMKOXO.THO Y¢PHOIPOOHO 3a001sBAHC .




[TauKCHTH C AMArHOCTHUMPAHO UCPHOIPOOHO HIH DBOPCUHO VBPCIKIAHC TPUOBA I NOTHPCHT
MCIHIIHHCKA TTOMOLL. TIPC,1H Aa NPURCMAT TOBA ICKAPCTRO.

Tosa ICKapcTBO TPFAOBA 1A CC MTPHIATA ¢ MOBHUICHO BHHMAHNC MPH CICIHHTC 00CTOATCICTBA:

¢ XCOATouCavaapHa HCAOCTAThUHOCT

*  XPOHHYCH ATKOXOJHIBM

«  BsOpcuna neaocrarbudoct (GFR < 30ml/min)

«  Cunaposm Ha Gilbert (HACICICTBCHA HCXCMOTHTHYHA KbITCHHLA)

*  EaHOBPCMCHHO JCUCHUC C ICKAPCTBCHU NPOIVKTH. 3ACATaLM HCPHOAPOOHATA (v HKLIHA

«  JchmunT Ha raoko30-6-gochar acxK1porcHas

*  XCMOIHTHYHA QHC MUY

«  Jchuur HA FIVTATHOH (HANPHMCP NP MALHCHTH ¢ HAMQICHH HHBJ HA ITYTATHOH. KaTo
TC3H ChC CCNCUC, YTIOTPCOATA HA NAPALCTAMOT MOXKC A VBCIHMHM PHCKR OT MCTADOHTHA
AUHI030.)

« Jlexuaparauns

*  XPOHH'HO HCIOXPAHBAHC

o [lauHCHTH B CTAPUCCKA BH3IPACT. BB3PACTHH X0pa H 1OHOW K ¢ Terio noa >0 kg

*  PCTCHuMSE HQ VPHHA HWTH XHACPTPOhH HA NPOCTATATA

*  OxaviHBHO CbI0BO 3aDoIsBaHC (Hanpuyep PecHOMCH Ha PCHHO)

[TpoasmxkuTcaHaTa vooTpeba Ha BCSKAKBB BHA 00JIKOVCNOKOABALIO CPEACTBO 32 MABOOOTHC
MOZKC 1A IO BIOWM. AKO TAQ3H CHTVALMA BB3HHKHC MK CC NOI03HPA, JICUCHHCTO TPSOBA 1A CC
NpCKpaTH H Ja ce NOJVUM MCIMUHMHCKA momoiml. JiparHos3ara riaBoOOTHC NPH MPCKOMEPHA
vooTpeda HA NCKAPCTBA ¢ BCPOATHA NPH TMALKMCHTH, KOUTO WMAT YCCTH MM CHKCAHCBHH
r1asof0;THs BEAPCKHY (HiIH MOPAAH) PCIOBHATA vIOTPCOA HA JCKApCTBA 32 r1aBOO0JHC .

JIa cC W3noa3BA ¢ MOBHINCHO BHHUMIHWHC NMPH NALMCHTH ¢ ACTMI. KOUTO CQ HVBCTBUTCITHH KbM
AUCTHACAIHUHAOBA KMCCIHHA, Tbif KATO €A1 ChOOMICHH JICKH OpPOHXOCMA3MH BbB BPLIKA C
NapalcTaMoa (KphCTOCIHA PCIKLH).

[Topaau pHcka ot HCODPATHMO VBPCIKAAHC HA 4YCPHUS Japod. TpAOB 32 ¢C NOTHPCH HC3A0aBHA
MCAMUMHCKA NMOMOLL B C.IVUAH HAa IPCIO3HPAHC. AOPH IKO MALMCHTBT CC UYBCTBaA 100pc (B,
TOUKA 4.9).

Cvo0wicHH ca cayuad HA MCTAOOJWTHA auniosa ¢ rogama adHodHa npasauHa (HAGMA).
ABMKAUNA CC HA OHPOrAVTAMHHOBA ALHAO3A MPH NAUHCHTH € TCXKKO 3a004BAHC KATO TCHKKO
OBOPCUHO VBPCHCIAHC H CCNCHC. HIH OPH NAMHCHTH ¢ HCIONPAHBAHC HIH JIPVIH H3TOTHHLUK HA
ACHHUNT HA FAVTATHOH (HAMP. XPOHHYUCH AJKOXOJH3BbM). KOMTO €A JICKVBAHM € NAPaLUCTaMoO.] B
TCPANCBTAUHA J03a 31 APOABLBKHTCACH TNCPHOI HAH  KOMOHHAUHS OT TIAPAUCTIMON H
davkiokcaumann. Ako ¢¢ noaosupa HAGMA nopaaH nuvporivTamMHHOBA aliHAO3A. €O
NpcaopbUBa  HE3A0ABHO  MPCKPATYBAHC HA  MAPAUCTAMOT M BHHMATCIHO  HADIHOJICHMC.
M3MCPBAHCTO HA 3-OKCOMPOIHH B VPHHATA MOXKC Aa OvJIC MOAC3HO 32 WACHTHQHUHMPAHC HA
MHPOrIIVTAMHHOBA QL1033 KATO ocHOBHA npHurHA 30 HAGMA npn naimhcHTH © MHOXKCCTBO
PHCKOBH BAKTOPH.

Cohavpxa mapauctamon. TlauucutuTe TpsidBa Ja OBAAT CBBCTBAHM A HC NPHCMAT C IPVTH
JCKAPCTBA. ChIbPXKAIMK NAPAUCTIMO. ACKOHTCCTAHTH, ACKAPCTBA 32 HACTHHKA H KAULAMUA.
EAHOBPCMCHHOTO NPUIOKCHHE ¢ APVIH JCKAPCTBA ChIBPXKALH MAPALICTAMOT MOXKC 14
0 NPCIO3MPAHC.




Besko cawe cpabpaa 1.9 g zaxapoza v 3.325 mg rmokosa. Toea Tp4OBa 3a ¢¢ HMA NPCABHI NPH
MALHCHTH CHC 3aXaPCH . 1HadCT.

[TauHCHTH ¢ PCAKH HACICACTBCHH NPOOIACMH HA HCAOHOCHMOCT KbM (PVKTO3d, FTIOKO30-
FATAKTOZHA MANAOCcopOUHA MAH 3aXap0o30-M3OMAITA3CH JICPHUMT HC TpAOBa Ad NPHCMAT TOBA
NCKAPCTBO,

Bcsxo came ¢pabpxa 36 mg HaTpui. Jla ¢¢ BHUMAaBA NPH NAUHCHTH HA HHCKO COJICBA IHCTA.
Tosn nekapcTBCH MPOAVKT CHABPKA 56 Mg HATPUIH HA CAIUC. KOUTO €A CKBHBAICHTHH HA 3% OT

npenopbuanarta o1 €30 MaKCUMAUTHA AHCBHA 1033 OT 2 8 HATPHH 32 BB3PACTCH.

4.5 BiaumoaeiicTBHE € APYrH JIEKAPCTBEHH NMPOAYKTH H APYrH POPMH HAR B3IAHMOACHCTBHE

[Hapauctamosn:
BapdapuH 1 1pyvru KvMapHHH [1po1b1AHTCIHOTO PC1OBHO NPHCMAHE HA
MAPALCTAMOT MOMKC AQ 3ACHIH QHTHKOAMY AAHTHH % HM
C(PCKT U 12 MOBULLM PHCKA OT KpbBOTCUCHHC. [losHTe.
APUCMAHH OT BPCMC HQ BPCMC HC OKQA3BAT 3HAMHTC.IHO
Bb3ACHCTBHC.
Hpyry 1CckapcTBa, KOHTO CNCABAT [MapauctamMonsT cc MeTadoIH3Iupa B UCPHHUS APOO M

CHULHS THT HA MCTAOOITHIBM WM MOraT | CJACACBATCTHO MOMKE A B3aUMOICHCTBA € APVIH

A3 HHXHOMPAT MM HHAVLHPAT TO3H MBT | ACKAPCTBA. KOHTO C.ICABAT CbLUUHS BT HIH MOrarT Al
HHXHOHPAT WM HHIAVUHPAT TO3H MbT.
[PC,AM3BHKBAIKH XCTIATOTOKCHYHOCT, OCOOCHO NpH
rmpeao3upaHce (B, Touxa 4.9)

XoNcCcTHpaMHH CkopocTTa Ha a0CopOLH HA NapaucTaMoI MOXKC A
Ob.IC HAMAICHA OT XOJICCTHPAMHMH, XOICCTHPAMHH HC
TpsiOBa A4 CC NPHAAra B PAMKUTC HA CAMH 4Hac ¢IcA
MPHCMA HA NAPALCTIMOJT,

[podeHeumna B cavuait Ha ¢AHOBPCMCHHO ACUCHHKC € NPODCHEUM L,
7103272 HA NAPALCTAMO.T TPAOBA 14 CC HAMLIH. TbH
KaTO NPOOCHCUMA HAMAIABA KIHPBHCA HA
rapaucramod ¢ 30%, Teii kaTo npcAOTBpaTIBA
KOHKOMUPAHCTO HA NMAPALCTAMO ¢ MKV POHOBA
KHCC.THHA.

XaopaMcHUKO D MMa orpanMuicHH J0Ka3ATC ICTBRA. APCANOJAraILH. vuc
NAPALUCTAMOIBLT MOKC A MOBIHAIC HA
(hapMaKOKHHCTHKATA HA XA0paM(PCHHKOD. HO THNHATA
BATHIHOCT ¢ KPHTHKYBAHA H HITICHKIA JHNCBAT
AOKQ3ATCICTBA 34 KTHHHYHO 3HAUHMO
B3OHMOICHCTBHC. BBNPCKH ¢ HC ¢ HCOOXO0AHMO
PYTHHHO HAO.THOACHHC, BIXKHO ¢ 10 €C HMA NPCIBH
TOB NMOTCHUHAIHO B3aHMOICHCTBHC. KOraTo TC3H ABC
JCKAPCTBA ¢C NMPHIATAT C.IHOBPCMCHHO., 0COOCHO MpH
NAUHCHTH ¢ HCAOXPAHBAHC.

Mcroknonpamu,x McToknONpaMHyI MOBHUIABA CKOPOCTTA HA adcopOums
HA NaPaUCTaAMO.t U NOBHLUABA MAKCHMALTHHTC MV
MIa3MCHH HHBA. 1B KATO 00IBOTO KOIHUCCTBQ
a0copOMpaH NapaucTaMo. ¢ HCIIPOMUCHC
B3IMMOACHCTBUC HC C BCPOSITHO 1 Ob 2@




3HAYHMO. BBIIPCKH UC 110-0bP30TO HANATO HR ACHCTBHC
MOKC 12 OBbIC OT non3a.

HoMncpuaoH

JlOMICPHAOH MOXC 1a YCKOPH a0COPOUMITA HA
OJPALCTAMOT OT UCPBATA. TO3H CPCKT MOXKC 12 Obac
FI0JIC3CH NPH MHIPCHA.

PnvKNOKCALMITHH

Tps0OBa 12 CC BHUMABA., KOMaTO NAPALCTAMO. CC
H3MIOJI3BA CAHOBPCMCHHO C (PIVKIOKCAUHIHH. Thid
KATO NMAPLICAHMSIT OPHCM C CEBP3AH ¢ MCTAOONHTHA
ALH1073a € roIsSMA RHHOHHA NPA3SHAHA NMOPAIH
MGAPOrAY TAMHHOBA AUH,103, OCOOCHO NPH NAUHCHTH €
PUCKOBH DAKTOPH (B. TOUKA 4.4).

Mennachpun:;

TpuaOBa A2 cc MOTBPCH MCAHLUMHCKH CBECT. [PCH Ad MPHCMCTC:

MOHOaAMHHOOKCHANSHH HHXHOHTOPH

Moxce aa ce Ha0.1K,2aBa NHIICPTOHHS B PC3v.aTaT HA
B3AUMOICHCTBH MCK IV CHMNATHKOMHMCTHUTHHTC
AMUHH KaTo (PCHUIACPPHH H HHXHOHTOPHTC HAQ MOHO
IMHMHO OKCH,AX3aTA.

CHUMOATHKOMMMCTHYHH AMHHH

EaHoBpeMerHara vnorpeda Ha (PCHHACHPHH MOKC Aa
NIOBHIIH PHCKA OT ChP,ICHHO-Ch10BH HCKCIAHH
PCAKLMH.

beta-010kepH H apyry
AHTHXHIEPTCHIUBHH JCKAPCTBA

DeHUACHPHH MOXKC 13 MOHHMKH CPUKICHOCTTA H 10
MOBHLIH PHUCKA OT XUTICPTOHHY H CHPIACHHO-ChI0BH
HCOKCIAHH PCAKUHH,

TPHLMKIHYHA AHTHICTIPECAHTH

BcHHACHPUH MOXKCE 12 MOBHULUIH PHCKE OT CBhPICHHO-
ChJOBH HCXKCIAHH PCAKLMH,

JIUTOKCHH M CBPICUHN MTHKO3H,IH

E1HoBpeMeHHATA vioTpeda ¢ feHnachpiiH MoKe 1a
MOBHILH PHCKA OT CHPICUHA APHTMHA H ChPACHCH
NHHCTDB.

EprotaMHHOBH a7Ka10HaH

EAHOBPUMCHHATA VIOTPCOA MOKC 1a VBCAHYH PHCKA
OT CProTHILM.

4.6 @Depruanrer, OpeMEHHOCT H KbpPMEHE

To3u ICKAPCTBCH NPOAVKT MPCIHAZHAUCH 32 vVOOTPeOA B MCIHATPHATA, 3Q ICUCHHE HA ACUA OT O

10 |12 roauAn.

bpeMeHHOCT

JlckapcrscuuaT OpoIvkT HC TpsOBA 12 ¢¢ npumiaara no speme Ha Opemcunoct. Ha Oasa Ha
HATPVTIAHKS ONUT NIPU xopa. GeHHACHPHH NHAPOXIOPHI NPCIH3BUKBA BPOIACHA MATPOPMALIHS.
KOTATO CC MPHUCMA MO BPCME HA OPCMCHHOCT, (UBLUO TAKA ¢ I0KAZAHO. UC HMA Bb3MOAKHI BPB3KA C
deTamHa xunokcus. PernicdpHH He TpsOBA 1a CC HINO 3B NO BPCMC HA OPCMCHHOCT.

KbpMCHC

Koaapeke Jokvuubp Xot JIpHHK HC CC NMPCNOPBYBA MO BPCME HA KbpMCHC. AKO ynoTpedarta ¢
CUHTA 3a HCOOXO,IHMA. JICKAPCTBOTO TPAGBA 1a CC NMPIIATA BCIHAMA CIC.1 KBPMCHC. PeHUICEP
MOXKC A& CC CKCKPCTHPA B MAMUHHOTO MUIAKO.

depruamreT




JIunceat JaHHu 0THOCHO BiaMsHUCTO HA Koaapeke hxyvuibp XoTt [IpuHk BbpXY GepTHIHTCTA.
4.7 EdexTd BupXy cnocodHocTTa 34 InodHpane 1 padoTa ¢ MalIHHH

To3u ACKAPCTBCH NPOAVKT ¢ NPCAHABHAYCH 3a YIOTPCOA B NCIUATPHATA 32 JICHCHUC HA ACUA OT
6 10 12 roIHHHM. BBNPCKH TOBA MAUHCHTHTC TpsOBAa 13 OBJIAT CHBCTBRHH 14 HC padoTHT ¢
MAaLIHHH. QKO YVBCTBAT 3AMAHHOCT.

4.8 HexenaHn NekapCrBeHH peaKkuuH

Hewenanute  peakui.  ¢boOWABaHH npH  MAWAOHH NOCTMAPKCTHHIOBH H3CICIBaHHA €A
MPCACTABCHH TO-104V MO CHCTCMO-OPTaRHH kaacose N ucctota. CacaHara KOHBCHUMWA ¢

H3IMOI3BAHA 3a KJIACH(PULIHPAHC HA HCWENAHHTC PCaKUHH: MHOTo vcctu (= 1/10}). ucctu (217100
<1/10). neucern (2171000, <1/7100), peaku (Z1/10 000, <1/1000). suoro pcakn (<1/10 000). ¢
HEW3IBCCTHA MECTOTA (OT HATHUHHTC TAHHW HC MOXKE 14 OB,1¢ HAMPABCHA OUEHKA).

[lapaucTtamon.
Cucremo-opraHeH Kiac Hexenana peakuns HectoTa
HapvcHus HA KPBLBTA H TpomMbouuTONCHUS Muoro peaku
THM(PHATA CHCTCMA
Hapvinchus Ha uMyvHHATA AHadpnnakcus MHOro peaku
CHCTCAA
Aaeprun (0e3 aHTHOCACM) Peaku
PconuparopHu, rpbaHH 1 bpoHXOCHAIBM NPH TAUNCHTH Muoro peaxu
MCIHACTHHATHH HAPVIICHUS YVBCTBHTCIHH KBM ALCTHICATHIIM10BA
KHCCIHHA M HCCTCPOH.IHH
MPOTHROBBL3MAIHTCIHH NCKAPCTBCHHN
NMPOAVKTH
XCnaTtoOHIHAPHH HAPY LUCHHS HapvicHms BbB (pyHKUHATA HA FMICPHUS MHoro pcaku
Apod
HapviucHus H3 kOxaTa H KoKHH pcakuHH Ha Pcaku
NOAKOMKHATA ThKIH CBPBXUVBCTBHTCIHOCT. BKTIOUHTCITHO

KOXKHH OOPHBH. MIPYPHUTYC. H3NOTHBAHC.
MyPOVPA., VPTHKAPHA H AHIHOCICM.
CHoDUWICHH €1 MHOMO PCIKH CIVUAH HA MHoro peaku
TCHKKH KOYKHH pCcakunH. TokchuHa
CMHMACPMATHA HCKPOIH3A. HHIVLIMPAH OT
ACKAPCTBOTO ICPMATHT. CHHIPOM HA
CtuBbHC-/IKOHCBH. OCTpa
FCHCPATH3HPAHA CKIAHTCMATO3HA

NyCTV/032.
HapvumcHug Ha o0s0peunTe i |
) CTepuiaHa MUVPHS (MBTHA VPHHA) MHOTO peaku
MHKOYHHTC NbTHLL '
HapviucHus Ha mctadomiama v | MetadonuTia aim,103a ¢ ronsva (' neu3BeCTHA
XPaHCHCTO QHHOHHA NPA3HHHA YCCTOTA

@eHuIe PpHH;




CHctreMo-oprases Kiac Hexenana peakuns Yecrota

[TCHXHYHH HAPYWICHHA HcpeaocT MHOIO pcaxu
bescbHUC C HemsBecTHA

UCCTOTA

HapvuicHus Ha HepBHaTa [ 1aBoboaKC. 3aMaHBAHC MHOro peaky

CHCTCMA

CBp,ICHHE HAPVIICHHS XHOCPTOHHA. TANHKAPIHA. MIIMTHTALIN MHOro peaks

HapvwcHuda Ha Koxara 1 AncpruuHy pecakumu (OOPHB. vpTHKaphuia. | MHoro peaku

Mo, {AKO¥KHATA ThbKAH LICPrHICH ACPMATHT)

CromaumHo-upeBHl HapvineHus | 'aacHC. noBpbIIAHC MHOTrO peaKku

[Mo-101v ca H3OPOCHH HCXKCIAHH PCAKUMN. PCCHCTPHPAHKR MO BPCMC HA NOCTMAPKCTHHTOBATA
vIIOTPeOa Ha npoavkTa. TbH KATO BBAPOCHUTC PCaKUHH Ca ChOOW@ABAHH J00POBOIHO OF
NOTVIMNHMA ¢ HCH3IBCCTHA FOICMHHA, SCCTOTATA MM OCTABA HCH3BCCTHA, HO CC MPHCMAL UC C MO~
CKOPO PsijiKa HiIH MHOIO PAAKA.

Cucremo-opraseH Kaac Hexennana peakuns YecToTa
Cbp,acuHi HAPVLICHHUS Taxukapaus. CopucOHCHC Pcaku
Hapy ucHug Ha UMVYHHATA CBPBLNUVBCTBHTCITHOCT. VPTHKAPHS. Pe 1kH
CUCTCMA ATCPrUYCH ICPMATHT

O6pus

HapvuicHus Ha koxara i

JOoKAaABaKH Ca MHOFO PCAKH ¢nvyad Ha | Peakw
[101KOHATA ThKaH .

CCPHOZHH KOKHH PCAKIIHH.
Hapy wcenns g2 660peunTe H Husvpns saaspexadce Ha vpuHa. Mowe 1a | Peaxn
AHKOUHHTC MbTHLUA ¢¢ HAOAK01aBa NO-UCCTO NPH NAUHCHTH
CHC 3000A4BAHMS HA THKOUHHUSA MCXVD
WU NPOCTATHA XHIICPTPOPHA
HapyiucHus Ha ounte M apHasa, o0oCTPsAHC HA CUMOTOMHTC MHoro pcaks
HA TAVKOMA. OCTPA 3aKPHTOBIbIIHA
raavKoMa

Onuxcanve HA H30pPAHH HEXKETAHH pPeaKUHH

McTaboauTHA alK 030 ¢ rOIAMA QHHOHHA MPA3HUHA

Cvuad  HAQ  MCTADOIMTHA  QUHA03 € TOMAIMA  QHHOHH]  TPAIHHHA. [ IBKANQ  €C  HA
AHPOrIVTAMHHOBA AUK,1032. €A HAaOM0IABAHH MPH MALHCHTH ¢ PHCKOBH (AKTOPH. H3MO.T3BALH
napaucTamo (Bx. Touka 4.4). [1pH TC3H MALMCHTH ¢ BB3MOKHO 1A Bb3BHKHC MHPOIVTAMHHOBA
auK103a BCICACTBHC HA HUCKY HUBA HA MIVTATHOH.

CHoOwaBane Ha NOAO3UPAHH HCXKCIAHHU PCAKUHH

CHoOWaBAHCTO HA NO003HPAHH HCKCAAHH PCAKUHHM  CNCT Pa3pCcilaBiHc 33 ynotpeba Ha
ACKAPCTBCHHUS  MPOAVKT ¢ BAXKHO. TOBA MNO3BOAABA 12 MAPOABIKH HAOIOICHHMCTO Ha
CBOTHOWICHUCTO NOAJV/PHCK 32 JICKAPCTBCHHA TPOIVKT. OT MCIHUHHCKHTC CNCUHATHCTH CC
WIHCKBA 1A ChOOUIABAT BCAKA MOAO03HPAHA HCMETAHA PCaKUHs HPC3 HALMOHAIHA CHCTCMa 34
cbobwasane, MsmbnuuTteina arcHuns no ackapersara, vi. Jamsu Fpyes” Ne 8, 1303 Codms,
Ten.: +35 928903417, vebdcaut: www bda.be

4.9 lpeaoiupane




IlapaueTamoun:

[pea03HPAHRCTO € MApaLCTaMOIT MOXC 1a JIOBCIC A0 VBPCHIAHE HA UCPHUS PO, KOCTO MONKCE 1A
Obac daranno. Bb3MOKHO ¢ VBPCAKIAHC HA YCPHHMM APOO NPH MHALMCHTH. KOKWTO €1 NPHCIH
MOBCUC OT MPCMOPBUAHHATC KOTMUCCTBA mapauctamon. CuHTa €C, U¢ W3IHUIHHTC KOTWUCCTBA
TOKCHHUCH MCTADOIMT CC CBBP3BAT HCOOPATHMO ¢ YCPHOAPOOHATA ThKAH. HAKOM NALUCHTH MOXKC
70 CQ U3NOKCHU HA MOBUIICH PUCK OT VBPCIKAAHC HA UCPHUS AP06 OT TOKCHUHOCT. NPC,1H3BHKAHA
OT NAPALCTAMO.]:

PHUCKOBHTC (DaKTOPH BKAKOYBAT:

a) MALMCHTH C 4CPHOIPOOHO 3a00.19BaHC.

b) MAUHCHTH B CTAPUCCKA BB3PACT.

C) MAIKH JCHA.

d) DAUMCHTH. UOJVUABALIH AbJIFOCPOMHO JACUCHHC ¢  KapdamascnuH. (peHOOApOHTA.
(GCHUTOHH, NPUMHIOH. PUGMAMNUUMH. KbIT KAHTAPDHOH MM APVTH JICKAPCTBA. KOMTO
HHIVUHPAT SCPHOAPOOHH CH3HMA,

¢) MALMECHTH, KOHTO PCAOBHO KOHCY MHPAT CTAHO HAT MPCHIOPBUHTC,THHTC KO.THHCCTBA.

f)  PNAUMCHTH € H3UCPNBAHC HA MIVTATHOH, HANP. OPH XPAHHUTCAHHA PACTPOHCTRA., KHCTHYHA
dubposa. HIV HHPCKuMs, raaayBaHc. KAXCKCHS.

Cumnmomp

CHMITOMHMTC HQ NPCAOBHPIAHC ¢ MAPALCTAMOI ODUKHOBCHO CC NOSBABAT NPC3 MLPBHTC 24 Uaca MU
MOTaT A3 BKIIOUBAT, OJCAHOCT. TAACHC. NOBPBLLIAHE. AHOPEKCHS M adJOMHHATHA DOAKA. MIH
MAUMCHTHTC MOFAT 13 ObIAT ACHMITOMATHUHM. YBPCKIAHC HA UCPHHH ApoD. HANP. NOBHIUCHH
HURR HA ucpHOIpoOHuTe TpaHncamuHasy (AST. ALT). aaxrar IcXHIpOrcHasa u OUIHPYOMH.
JCAHO ¢ NOBHLLCHH HHBA HA MPOTPOMOHH MOraT Ja c¢ Hadawaasar 12 10 48 uaca ciaca npuema.
Morat Ja BB3HMKHAT QHOMATHH B MCTAOOIHM3MA HA TIIOKO3ATA H MCTAaOQIMTHA aLHI03a.
[Tpcao3upaiero ¢ NapaucTaMol MOXKE 12 NPHUHHH HCKPO3Qd HA YCPHOAPOOHHTC KICTKH. KOSTO
BCPOATHO 10 TIPCIHZBHKA MBIHA H  HCOOPATHMA HEKPO3d. BOJICHIA 10 NXCMATOUCTY.IAPHA
HCAOCTATBUHOCT, KOSTO MOXC A NMPOrpecHpa 10 CHUCHAIONATH. XCMOPArHs, XHITOFTHKCMHSL.
MO3BUCH OTOK H CMBPT.

[TpH vbpBOHAYANHO NPCACTABYHC CHMATOMHUTC HA MALMCHTA MOTaT Aa OBAAT OrpaHHUCHH 0
MACHC MM MOBPBIHAHC M MOMKC J1Q HC OTPA3ABAT TCIKCCTTA HA MPCAOIMPAHCTO HIH PHCKA OT
VBPCKAAHC HA OpraHuTe. Bb3MOXKHO ¢ 1a ¢C pasBHC ocTpa ObOpCtHHA HEAODCTATBUHOCT ¢ OCTpa
TvOVIHA HCKPO3a, CHITHO U3PAICHI OT DO0JKA B KPBCTA, XCMATYPHSA H MPOTCHHYPHA. J10PH H TIPH
OTCBHCTBHC Ha TCXKKO UCPHOAPOOHO VBpC#KAanc. (CpoOUIaBaHO ¢ 32 CBPACHHH APHTMHH H
NAHKPCATHT.

JIcucHue

JICMCHHCTO TPADOBA A3 CBOTBCTCTBA HA VCTAROBCHHUTC TCPANCBTHUYHH PbKOBO,ICTBA.

Bourpcks JTUNCATa HA PAHHH CHAMATOMH. NALMCHTHTS TPADBA 3a 0BT HACOUCHH KbM DOIHHUA 32
HC3A0ABHA MCAHLMHCKA MOMOLL M HA BCCKH MALUKHCHT. MPHC 0KO10 7.5 ¢ HAH NOBCYC
MApAUCTaMoa B npeamceTsamTe 4 saca. Tpadea 1a My 0b1C HANPABCHA CTOMAUTHA TIPOMHBKA.
Moxe aa ¢¢ HAN0XKH NPHIATAHCTO HA MCTHOHHH — FMCPOPATHO HIAM HA N-ALCTHILHCTCHH —
HHTPABCHO3HO. KOCTO OM HMAITO MOMOKHTCACH COHCKT 30 48 {aca ¢aca Npeao3HPpaHe.

Pennnedppun:

CumnToMH
[MpcaosupancTo ¢ dhesnacdpUH NpeIHBUKBA SPEKTH NMOJOOHK Ha MOCOUCHHTE KaT
PCakuHH  0o-ropc. JOMBbAHMTCAHMTC CHMOTOMH MOratT Al BKIOUBAT PAs;




OC3NOKOHCTBO, XHIICPTOHHS H BBb3MOKHA pedackropHa Opainkapaus. B ocoOCHO TCxkKH cavuan
MOXKC 30 ¢c HabA0.31BaT OOBPKAHOCT. XATOIMHALHWK. NMPHOATBUH H apHTVHA. Bbnpexu Tosa.
KOAHYCCTBOTO, HCOOXOAMMO 32 OPCAMIBUKBAHC HA CCPHAO3HA (PCHMAC(PHHOBA TOKCHYHOCT. OH
HUI0 NO-TOAAMO OT HCOOXOAHMOTO 3a NMPCAHZBHKBAHC HA UCPHOAPOOHA TOKCHYHOCT., CBBP3HA €
MapaLcTamMol.

JcucHuc

JICICHUCTO TPAOBA 1A CHOTBCTCTBI HA KIHHITIHATA MPIYHHA,

HeobxoanMa ¢ NOAXOAALR TCPANMs. KATO NPH TCKKA XHACPTOHMs cC npuaarat aaga-0.10KCpH.
HROPUMCP (PCHTOIAMMH.

ACKODOHHOBA KHCETHHA:

Bucoxkn 1o3u (Haa 3000 mg/IHCBHO) MOraTt Ja npCAW3BHKAT MPCXOAHA OCMOTHYHA THAPHA W
FACTPOHHTCCTHHANIHK  CMVIICHHH  KaTO TraicHe W cToMawcH auckoMopr. Edekrure Ha
NPCACSHPAHCTO MOFAT A3 OBAAT OTHCCCHH KBM HCPHOAPOOHATA TOKCHYHOCT HA NAPALICTAMO,,

S. OAPMAKOJIOTUUHH CBOUCTBA

S.1 QapmakogHHAMHYHHN CBOHCTBA

dapmakorepanesriuHa rpvra;  Axanretuud.  Anunuan.  [lapauetamon.  komMOHHAuMK ¢
HIKIAHOUMCHHC HA NCHXOACNTHUH

ATC ko1 NO2B E3|

MexaHuusM HA ICHCTBHC

IlapauseTramon:

[MapaueTaMoa ¢ QHATTCTHK M AHTHIUPCTHK. CUHTA CC. UIC HCTrOBOTO JICHCTBHE CC JIbTDKH HA
HHXHOMPAHC CHHTC3ATA HA MPOCTArIAHIHHH, OCHOBHO B LCHTPAIHATA HCPBHA cHeTema. JluncaTa
HQ NMHXHOHPAHC HA CHHTC3QTA HA MPOCTATAAHIMHHM HA TMCPU(MPCPHO HHBO BOIH 0 BIXKHH
(papMaAKONOTHYHH CBOHCTBA KATO 3AMA3BAHC HA NPOTCKTHBHHTC (PYHKLHH HA OPOCTArIAHANHHTC
B CTOMALITHO-UYPCBHHS TPAKT.

QenieppHH:
OCcHUACPPHHOB XHAPOXIOPHI ¢ CHMNATHKOMHMCTHUCH ACKOHICCTAHT. KOHTO JICHCTBA IHPCKTHO

HA A 1hA-LAPCHCPIHUHHTE PCUCTITOPH.

AckopOHHOBA KHCETHHA!:

ACKOpPOMHOBATA KHCC/IHHA ¢ OCHOBCH BHTAMMH. BKIIOYCH 3a KOMMCHCHPAHC Ha 3arvOMTC Ha
OPFaHH M. KOHTO MOIaT 12 ¢ HAbI110.3aBAT B HAMATHHTC CTANH HA OCTPH BHPYCHH HHPCKUIH.
5.2 PapMaKOKHHEeTHYHH CBOH(TBA

IHapaueramou:

AOcopOLs
Mapauctamo: cc abcopOupa ObP20 1 NOYTH HAMBTHO B FACTPO-HHTECTHHATTHUS




PasnpceaciacHue
IapaucTaMon ¢ CpaBHHTCTHO PABHOMCPHO Pa3npcICICH B MOBCUCTO TEACCHH TCHHOCTH H HMA

poOMCHIHBA CNOCOOHOCT 1a € CBBPIBA € MIA3MCHHTC NPOTCHHIH.

buoTrpanchopMaLius

MapaueTtamon cc MCTabOH3HPA TIABHO B UCPHHS APOD. CACIABANKN IBA OCHOBHH MCTADOIHTHH
MbTH, ¢ 0OPA3YBAHC HA KOHIOTATH HA IJ13OXVPOHOBA KHCCIHHA M CipHa Kuccauda. ocacanata
6LP30 CC HACHIIA NPH JI03HW. MO-BHCOKH OT TCPAMCBTHUHHTC 103H. BTOpPOCTCNCHCH MbT.
KATATH3HMpaH ot uMToxpoMm P 430 (nai-scuc CYPZEIL). Boan A0 00pa3vBAHCTO HA MCHKIHHCH
pcarcHT (N-auCTHI-p-OCH 30XHHOHUMHIMHH). KOHTO NPH HOPMATHH YCIOBHS HA yNIOTPCOa Obp30
CC ACTOKCHMKHPA OT LIAVTATHOH M CC CAHMHHHUPAZ € YPHHATA CICA KOHKOIHPAHC € LHCTCHH H
MCPKAMTVPOBA KHCCIHHA.

M oOparHo. KOraTo HACTBIH MACHBHA HWHTOKCHKALUMA. KOTHUCCTBOTO HA TOMM TOKCHUCH
MCTIOOJIHT CC VBCIHYABA.

Enusmuinpanc
[To-maako or 3% CC CKCKPCTHpPA KATO HCMOAW(PHUMPAH NapauctamMo.l. CIHMHHAUHOHHHAT
nOIVKHBOT Bapupa oT | 10 4 vaca. EAUMMHHPAHCTO ¢ MO CBUICCTBO 4pe3 YpHHATA. 90°%

‘5 OT
npUETaTa 4034 CC CAMMUHHPA NP3 ObOPCUMTC B paMKUTC Ha 24 4aca. rAABHO KATO FAOKYPOHHA
(60-80%) n cyndarau kouworath (20-30%). B cavuan Ha 6v0pcuna neaocrarsunocT (GFR = 50
ml/min), CAMMHHHPAHCTO HA 0apPaucTamMon c¢ 3adaBs [ICKO. TONVKHBOTBT HR CTHMHHHPAHC
BapHpa oT 2 .10 5.3 4aca. 3a KOHIOrATHTC HA TTIOKYPOHILA H ¢y 1PAT CKOPOCTTA HA CTHMHHHPARC
¢ 3 MBbTH NO-OABHA TTPH JTHLA ¢ TEKKO OBOPCUHO VBPCKTaHE. OTKOAKOTO TMPH 3APABH HHIHBHIH.

Pennaedpun:

AbcopOus
denuncdprHOB XHIPOXAOPH ¢C A0COPOHPA HCPABHOMCPHO OT FACTPO-HHTCCTHHLTHHS TPAKT.

PaznpcacncHue
CrereHTa HA CBBP3BAHC C MIASMCHHTC MPOTCHHH ¢ MHHHMATHA,

McTaboanibm
(BeHUACPPHA ¢ NOANAra HA MCTAOOAHI LM MPH NBLPBO NPCMHUHABAHC B HCPBATA H HCPHHI Apo0 OT
MOHOAMHHOOKCH,TA3HTC. NMPHCT NCPopaTHo. GeHUICHPHH HMA OrpaHHtcHa OHOHATHUHOCT.

E1usuHpanc
Oracis ¢C 4pes VPHHATA H3KIYUTCAHO noa popMata Ha CyadaTHi ChCAHHCHA.

ACKOpPOHHOBA KHCEJIHHA:

ACxOpOMHOBA KMCCIHHA CC PC30POHPA JICCHO B FACTPO-WHTCCTHHATHHMA TPAKT H CC pasfpcac.s B
TCACCHHTC THKAHM. KATO 23% ¢C CBBP3BA ¢ NMAA3MCHH OpOTCHHH. MIITHIEHHTC 32 HVIKINTC HA
OPraHH3Ma KOAHUYCCTBA ACKOPOMHOBA KHCCJIHHA CC OTACIAT 4pe3 ypuHaTta moa (opmaTta na
MCTADOIHTH .

5.3 IMpeaAKNHHHYHH JaHHH 33 0e30NACHOCT




6. PAPMALEBTHYHH JAHHH

6.1 CnHCebK HA MOMOIIHHTE BEUIECTBA
JIMMOHCHA KHCCIHHA

Harpucs uprpar

[McHUUHO HUIICCTC

Crnruucs 1noke,1 (KO0 ICH. BC3BOICH)
3axapoaa

Hiakvemecenu noociradume.u!

3axapuH HATPHIT

Hartpucs uuxnamar

(Oyeemume. it 1 ROOOGPHMCAN.

KypryMud 3% (CbIBPIKA FIOKO3A)
JIuMoHOBa cCCHUHS

6.2 HecnhemecTHMOCTH

He ca uaBecTHM,

6.3 Cpok Ha roanocT

36 meceun

6.4 CoeuHanHu yCJI0BHA 32 CbXPAHEHHE

Jla ce cuxpangBa npu Temneparypa o 25°C.
Jla ¢C masH Ha M3SICTO. HCIOCTBIIHO 3a ACLA.

6.5 Bua #H chbABPAKAHNE HA ONAKOBKATA

[Moauernncu / anyMUHHCBO $0OIHO / NOJHCTIWICH JAMUHHPAHO CALLC.

Bcaxo cauie ¢vaspsa 3 ¢ 1032 OT NICKAPCTBCHHS MPOTVKT.

KoauuccTso B ¢aHa onakoBka — 5 wau 10 camicra.

0.6 CneunanHn npeanaziu MepKH AP H3XBLPJISHE H pabora

CbabpRaHMCTO HA CAHO cawic ¢¢ Wi3cHnBa B yama., Hanbasa ¢¢ 10 Mo0BHHATA C© TOMAA BOJA

(oko10 123 ml) 1 ¢¢ pazOBPKBA J00PC 10 MHIAHO PATBAPSHHC. AKO ¢ HCOOXOIHMO CC 10.THBQ
CTY,3CHA BO,1A M 3aXap WM MCA NO XKCAAHUC,

7. IMPHTEXKATEJ] HA PASPEILIEHHETO 3A YIIOTPEBA

Adnatic BST d.o.o., Vcrovskova ulica 55, 1000 Ljubljana, Crnoscnus




8. HOMEP HA PAZPEHIEHUETO 3A YIIOTPEDBA

20060830

9. JATA HA MbPBO PAZPEUIABAHE/MNOAHOBABAHE HA PA3SPELLIEHUETO
3A YINIOTPEDA

29 ackemspu 2006 1.
23 anpun 2012 1.

10. JATA HA AKTYAJIUIUPAHE HA TEKCTA

Auvapu 2025 r




