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1. HMEHA JEKAPCTBEHIS IPOXYKT - = | M [}7 ZUZL

I'panexc Xor Maxc 1000 mg/100 mgllg 2 mg npax 3a nepopaneﬂ pa:maop
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Gripex Hot Max 1000 mg/100 mg/12, 2 mg powder for oras solution

2. KAYECTBEH U KOJHYECTBEH CHLCTAB
1 camre cpABpIKA:
napauertamon (paracetamol) 1000 mg

ackopOHHOBa KHcenuHa (ascorbic acid) 100 mg
(enunedpunos xunpoxnopun (phenylephrine hydrochloride) 12,2 mg

IomMollHY BeliecTBa ¢ M3BECTHO ASHCTRHE:
3axapoza— 1,936 g

acHapraM — 25 mg

HaTpHii (HaTpues LuTpat) — 44,6 mg

3a MEMHHA CTIHCBK HA NOMOLIHHTE BEIleCTsa BIIKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

Ilpax 3a nepopanen pasteop

4, KIMHUYHH TAHHA

4.1 TepaneBTHYHH HOKA3ZAHMSI

I'puneke Xor Makc ofnex4ara cUMTITOMHTE Ha IPOCTYZA, IPUN M FPHUNONONOCHH MH(EKIHA KATO
NOBHIICHA TEMITEPATY pa, r1apobonue, 60MKH B IEPIOTO, MyCKY/IHH H KOCTHOCTABHH GOJIKH, CHMITTOMH
Ha OTOK Ha JIMTABHLIATA HA HOCHATZ KyXHHA ¥ CHHYCHTE IIPH HACTHHKA, TPHIL

4.2 lo3upoBKa H HAYHH HA NPHIAOKEHHE

EOSHQOBKEL

Buvspacmuu u Oeya nad 12 200unu:
1 came Ha BcexH 4-6 yaca (MAKCHMYM 4 CarieTa AHEBHO).

Ileduampuyna nonyrayun
Ipunexc Xot Makc ve Tpssbsa Aa ce NpHAara pH Jeua Ha BB3pacT noA 12 roauHm.

Hauwn na npunoxenve
ChABpKaHHETO Ha catueTo TPAGBa X a e pa3TBOPH B Halia ¢ TOMIA BOJA.

43 IlpormBonokazamust

. CBPBXYYBCTBHTEHOCT KM AKTHBHHTE BELIECTBA HIH KBM HAKOE OT [0
130pOEHH B TOYKa 6.1, HIH KbM CHMMNATHKOMHMETHYHH aMHHH.
. HecTtabunHo kopoHapHO ¢BpaeuHo 3abonasade
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CopaedHH apHTMHH.

Bucoko apTepHanHO HanAraHe

BponeHa HELOCTATBYHOCT Ha MNIOK030-6-PochaT Jexunporenasa H METXEMOTIIOONH
pelyKrasa

Texka qepHoApoGHa KK Gb0peyHa HeAOCTATHUHOCT

BupyceH xenatur ) .

AJKOXONHZBM v :

DOeHUNKeTOHYPHSA (IOPaJH ChABPKAHHETO HA aCTIAPTAM)

To3u nexapcTeeH MPoAYKT He TPAORA /1A C& HIMON3BA MO BpeMe Ha NiedeHne ¢ MAO
PIHXHﬁHTOpH H 00 ABE CCAMHUH Cnel TAXHOTO CIIHpaHC

Tosa nekapcTso He TpaGBa jia ce H3MON3BA B KOMOHHALMSA C TPMLIMKITHYHH AHTHASNPECAHTH
Ha He ce npuema o BpeMe Ha JIeYeHHE CBC 3UAOBYAMH

3aKpHTOBFEJIHA INIAYKOMA

XunepTHpeOUaH3BM

Tozu nexaperaen npogyxT He TpAGEa Ja ce HMON3BA 110 BpeMe Ha GPEMEHHOCT.

44  Cpenuannu npexynpesienns H NpeNnasHA MepKH NpH ynorpeba

Tosm nekapcTBeH NPOIYKT CHABPHKA NAPALSTAMON — NOPAZH PHCK OT NpeZO3Hpane Tpatea Jia ce MPOBepH
Aanu ApyTH NMPHEMAHH JIEKAPCTBEHH POIYKTH He ChALPXKAT NaparieTaMosl.

He Tpabsa na ce mpueMmar eIHOBpeMEHHO APYTH NEKAPCTBEHM NpPOXYKTH Cpelly IPHI, HACTHHKA W
JIeKOHTECTaHTH.

TIpuemaneTo Ha MPOMYKTa OT MALMEHTH C YEPHOAPOSHA HEIOCTATEUHOCT, MOYHOTPeGABAILY C ATKOXOT U
XPAHEIUM CE HETTHTHOLICHHO HOCH PHCK OT YepHOIpoOHO yBpesknane. Jla ce H3Non3ea BHUMATETHO NMPH Xopa
¢ 6p0peyHa HeaOCTAaTRUHOCT, GPOHXHATIHA ACTMa, XHIEPTPODHA HA MPOCTATa, CHHAPOM Ha PeiiHo,
AnabeT, KOPOHAPHO chpaeuHo 3a00NdBaHe; NPHEMALM AHTHKOATY/IAHTH — NPENOoPhYBA Ce aalTHPaHe
Ha TAXHATA 7032 B 3aBHCHMOCT OT KOAryJalHOHHHTE IIOKa3aTeNnH, a aKO TOBA HEe € BB3MOXKHO,
NAUMECHTHTE, KOMTO B3UMAT OPANHH AHTHKOArY/IAHTH MOXE 1a MPHEeMaT TO3M NpPOAYKT HE NOBeYe OT
HAKONKO AHH. JIeKapCTBEHHAT NPOAYKT TPAOBA Na C& M3IION3BA BHHMATEIHO IIPH MALMEHTH, KOMTO
MpHEMAT aHTaroHKCTH Ha GeTa-afapeHepriunuTe peuenropH (Geta-Gnokepu).

Hopanu yBenuuenus puck or MerabonuTHa aumio3a ¢ roasma anHoHHa pasinxa (HAGMA) ce
MpenopbYBa MOBHIUGHO BHUMAHHE NPH CBLIGTCTBALIC INPHIOKeHWEe HA QIYKIOKCAUWIMH M
napaueTaMos, OcO0eHO NpM MAUMEHTH C TeXKa cTeneH Ha OLOpeuHo YBpEXKOAaHE, CelcHC,
HEJIOXPAaHBAHE W APYTH H3TOYHHLM Ha ASDHLIHT HA TIyTATHOH (HANp. XPOHHYEH ANKOXOIH3IEM), KAKTO
H NIPH TE3M, KOUTO M3MOJI3BAT MAKCHMATHATA JHEBHA /1032 NMapanetaMoi. IIpenopbusa ce CTPHKTHO
npoceasBate, BKIIOYUTETHO H3MEPBaHe Ha 5-OKCOMNPONHH B YPHHATA.

Tlo BpeMe Ha NEYEHMETO ¢ TO3M MPOAYKT HE CE PaspelIaBa KOHCYMaUMs HA AKOXON MOPagH PHCK OT
TUKCHYHO YepHOAPOOHO YBpPEXKIaHe.

llopaan coabpkanveTo Ha 3aXapo3a, MALMEHTHTE ¢ PeJKH HACAENCTBEHH TIpOGIeMH Ha
HETIOHOCHMOCT KbM ()pYKTO3a, IHOKO30-TATAKTO3HA ManaGcopOLEs HITH 33Xapo30-HI0OMAITA3eH
neduuMT He TPAORA ]2 TIPHEMAT TOBA JIEKAPCTEO.,

Tosa nexapcTeo chabpka 25 mg acnapTaM BB BCAKO came. ACIapTaMbT € H3TOYHHK Ha
derunananun. Moxe Bu HaBpes, ako MMaTe GeHUITKETOHYPHS, PAIKO FEHETHUHO 3a6ONIBaHe, Py
KOETO ce HATPYNBA (eHUAATAHNH, Thif KATO OPraHM3MET HE MOXE 14 IO OT/AENS NPABUITHO.

Tosu nekapcTeeH NpoXyKT chAbpxka 44,7 mg HATPHIA Ha callle, KOUTO Ca EKBHBAIIC
TIPENIOPBUMTENHIA MAKCHMAIIEH IHEBEH TIPHEM OT 2 g HATpPHIf 33 BE3PACTEH.

Tosu npoaykr He TpaOBa ma ce MpHeMa eHOBPEMEHHO C J.[pym JIEKapCTHg
M4{AUETAMOIT HIH CHMITATHKOMHMETHLH, :
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MAOQ uhxuGHTOpHTE MOXKE Ja IOTSHUMPAT AeHCTBHETO Ha NapaLieTaMora U geHTedpHHa,

[TapatieraMorsT MOYKe Ja 3aCHTH SIEKTHTE Ha AHTHKOATYAaHTHTE (apdapHH, KyMapHH).

[lpuraraneTo Ha napaueTaMon ¢ aMTHermnenTwin, OapOMTypaTM W ApYrd JIEKAPCTECHH TPOXYKTH,
HHIYLHPALH MHKPO3OMHHTE €H3HMHK YBEIH4aBa PHCKa OT YepHOAPOGHO yBpeKaaHe. MeToxkmonpaMuasT
YCKOpABA, 8 BCHYKH XOMHOIMTHLM 3a6aBAT aGcopOLpaTa Ha napalieraMona OT CTOMAILHO-YPEBHHA TPAKT.
M3nomseanero Ha MapaueTaMon €IHOBPEMEHHO Che mnozymm MOKE 73 NPeNy3BHKA HEYTPOTICHHA M
YREJIMUYEH PHCK OT YEPHOAPOOHO YBpexaaHe,

HeobxonamMo ¢ MoBHIIEHO BHHMAHHE NPH CHITBTCTBALIA YIOTpeGa Ha BiyKIOKCALIIHH H
NapaleTaMon, ThH KaTO €AHOBPEMEHHHAT NIPHEM ce CBLP3Ba ¢ MeTaloNHTHA auMI03a C TojaMa
AHMOHHA pa3uKa, 0cOOEHO NPH NalMeHTH ¢ PHCKOBH dakTopH (BX. Touka 4.4).

PeuunedpuHET MOXe Aa HAMANK XAMOTEH3IUBHEA eEKT Ha TBAHETHIMH, MEKAMHJIAMHH, METHJIAONA,
pezepriH. IIpH eqHOBpeMeHHA ynorpefa ¢ WHIOMETALMH, aHTaroHMCTH Ha Oera-ajpeHeprudyHuTe

peuenrropu (6era-6nokepu) uiu Metungona GeRHNEPPHH MOKE a IPEAH3BHKA XMIIEPTOHHUHA KpH3a.
TIpHeMBT Ha TPHUHKIHIHH AHTHACTIPECAHTH MOJKe 2 HAMAIH AEHCTBHETO MY.

AckopOHHOBATA KHCEMHA YBeTH4aBa abcopOLpsTa Ha ANyMHHHIT OT ChIBP/KAIHTE ATYMHHHN AHTHALFIHH
CpeAcTBa M abcopOLMATA Ha HKEIA3O0.

46 @epruiurer, GpeMEHHOCT H KhpMeEHe

bpemennocT
punexe Xor Makc He Tpsafsa ia ce npruiara 1o BpeMe Ha SpeMeHHocT.

Kopmene
Hama mannu otHOCHO G€30MacHOCTTa Ha ynoTpeGa Ha TO3H NPOAYKT NpH KEPMayKHy,

47  EdexTn BbpXy cnocofHOCTTA 33 miodupane n padora ¢ Mampnn
Koraro ce npriema TO3H JIEKAPCTBEH NPOAYKT, TPAGBa ia ce BHUMAEA NPH IOGHpaHe WM paGoTa ¢ MAIMHW.
48 Hexenann NeKapcTBEHH PEAKIHH

YecToTHTeE Ca OnpeaciieHHd, KakTO CAcABa.:

MHoro yectr (21/10)

Yectu (21/100 o <1/10)

Heuectn (21/1 000 mo <1/100)

Peaxu (=1/10 000 oo <1/1 000)

MHoro pexxu (<1/10 000)

C Hen3BecTHa 4eCTOTA (OT HATHYHHTE JAHHH HE MOXe 13
OBJie HATIpaBeHa OIICHKA)

Maoxke fa ce MOSBAT CNSIHHTE HEXKETIAHH JICKapCTBEHH PCaKIHH:

Hapymenus #Ha KppBTa H THMQHATa CHCTEMA
- MHOro penikH: TpaHyJIOLMTONEHHs, arpaHyNOLMTO3a, TPOMOOLIMTONEHHS.

Hapytuenus Ha UMyHHATa CHCTEMA
- MHoro peaxH: peakuin Ha CBPBXYYBCTBHTEIHOCT, AOCTHTAUIH 70 CH
aHAhUIAKTHYEH HOK.

Icuxnunn HapyieHus
- C Hem3BecTHA YeCTOTA: XANIOLUKHALIMH, YyBCTRO Ha CTPAX, HEPBHOCT. A

37



HapymeHns Ha HepBHATA CHCTEMa
- C HeM3BECTHA YeCcToTA: Oe3chHue.

Copaeuny HapyleHHA
- C Heu3sBecTHa YECTOTA: TAXHKAPAHS, ChPACHHH apHTMHH

CbaoBK HapylIeHHA .
- C HeW3BECTHA YECTOTA! NOBHIIEHO KPHBHO HANATAHE, Gne.uocr Ha KOXKAaTa H JIMrAaBHLHTE

PecnupaTopHH, TPhIHI W MEAHACTHHAIHH HAPYLIEHHS
- MHOro peks: 1uXaTe/IHH HAPYIICHHS, ACTMATHYHH TIPHCTEIA.

CTOoMalIHO-YPEBHH HAPYILEHHA

- Penku: raneHe, nopbiUaHe, HApYLIEHO XPaHOCMHIIAHE, YYBCTBO Ha NApeHe B EIIHTacTpHyMa, CyXOoTa B
ycrara.

HapyieHus Ha KoXKaTa ¥ MOAKOKHATA THKAH

- Peaxu: anepritti pearipi (ChpOex, ypTHKApHS).
- MHOT0 peIKH:CEPHO3HH KOMXKHH PeakLHH

Hapyiienus Ha Os0penuTe H MMKOYHUTE THTHINA
- C Hem3BecTHa YecToTa: AM3ypHA, GHOpeyna kosuiKa, GuOpeyHa nanuiapHa Hexkpoza

Crobiapane Ha MOJO3MPAHH HEXKEIAHH PEAKLHH

CrobuaBaHeTO Ha TICIO3HPaHK HEXKeNaHH PeaKIMH cllell paspellaBane 3a ynotpefa Ha JIeKapCTBEHHS
npoAykT ¢ paxHo. ToBa mo3BongBa Aa MPOABIDKM HabMIOAEHWETO HA CHOTHOLICHHETO TOJI3a/PHCK 34
NHeKapCTBeHHA MPOAYKT. OT MENHUKHCKHTE CIICLHATHCTH C€ H3HCKBA Aa ChoOIIABAT BCAKA TOAO3HPaHA

HeXKENaHa peakuHs upe3 M3ITBIHHTENHaTa areHUMA MO JIeKapeTsaTa, yi. "Jlaman I'pyep” Ne §,
1303 Codwns, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

49 Ilperosupane

CryvafiHOTO IWIH NPEFHAMEPEHO MPe3UPAHE HA JIEKAPCTBOTO MOXE Aa MpeAW3BHKA, [0 ABAACCET 4aca,
CHMITTOMHM KATO rajieHe, TOBpBIaHe, OOMIHO M3MOTABAHE, COMHOJICHTHOCT H obma cnabocer. Tesw
CHMIITOMHM MOKE JIa OT3BYYAT Ha CIICABALNMS NEH, BBIIPEKH MPOTPECHATA Ha YEePHOIPOOHOTO YBPEKIAHE,
KOETO B TE3H CJTyuad Ce NpOABABA ¢ TEKECT B €MUTacTpHyMa, BE30OHOBABAHE HA MOBPBUIAHETO W
AHBJITEHHLIA.

Ilpu sceku cry4ad Ha npueM Ha eJMHMYHA 1034 NAPALETAMON OT 5 g WM HO-ronsma, Tpsbea na ce
NpEeM3BHKA MOBPEIIAHE, KO HE € H3MHHAJ ITOBEeYE OT €/IHH Hac OT IPHEMA U He3abaBHO Aa ce HalpaBH
KOHCySTauma ¢ Jsiekap. [lpenopwusa ce mepopaneH npueM Ha 60-100 g akTueeH BBIVIEH, 3a
NIpEINOYKTaHe CMeceH ¢ Boja. CTemeHTa Ha NpefioaMpaHe MOXEe CBC CHIYDHOCT Aa Ce OLIEHH
MOCPEACTBOM ONpenefidHe HHBOTO HAa MapalieTaMol B KPbBTa. 10Ba HHBO, KATO (YHKUMA Ha
M3MHHA/IOTO BpPEME OT TPHEMa HA MapaleTaMofl, € LUEHHO YKa3aHHe 3a B3eMaHe Ha pelleHue 3a
3aM0YBAHETO H MHTEH3WBHOCTTA HAa @HTHAOTHATA Tepanui, ako € npwiokuma. B cnyuail, ue He e
MPOBEJEHO TOBA H3CJeABaHe, a BEPOATHO € MpHeTa BHMCOKA JI03a fapalieramon, TpabBa na ce 3amouHe
HHTEH3HBHA aHTH/IOTHA TEparTHs: MHHUMYMET € 2,5 g METHOHHH ¢ NOCIIEABAIIO MPOABLKABAHE HA GOTHHYHOTO
JgUeHHe ¢ AUETHTUHCTEMH M(MIM) METHOHMH, KOMTO ca MHOro eeKTHBHM B mhpeuTe 10-12 waca cnen
HHTOKCHKALIMATA H BEPOATHO OT MOMI3a J0pH criel 24 yaca. JledeHHeTo Ha HHTOKCHKALIHS © MApALeTaMOT TpsbRa
JA C& TIPOBEXK/IA B OOJIHIYHO 3aBEICHNE, B MHTEH3HBHO OTHENEHHE.

CumrroMMTE Ha Npeno3Hpate Ha heHINCPHH Ce NPOSBIBAT C XCMOIVH:
TIOBHILICHO apTepPUaNHO HAIraHe), ChPAEYHOCHOB KOJIAIC C [PHAPYKABAIIO
JlevenrieTo BIITIOMBA CTOMALIHA NMPOMHBKA H NpHIaraHe Ha GeTa-aapeH
HHTOKCHKALMA € HE0OXOAUM MOHWTOPHHT Ha JXH3HEHHTE (PYHKIHH H OC
HA JMHIAHETO H KPBBOOOPAILEHHETO B HHTEH3HBHO OTIEACHHE.



5, HAPMAKOJIOIHYHH CBOVICTBA
51 @apmaxofEEAMHUYIHH cBOliCTER

DapmakOTEpanesTHYHA IPYTIa: aHANCTHIN ¥ AHTHITHPETHLH, KOMOUHALH ¢ MapaleTamol (¢ H3KAOIeHHE Ha
ncuxonerruin), ATC koza: N 02 BE 51

Tosw AEKAPCTREH NMPOAYKT CHIBKA NAPAUETAMOI, ermnedPHHOB XUAPOXTIOPHE 1 BUTaMuH C, BCRE/ICTBUE
HA KOSTO OG/IEKYABA CHMITIOMHTE Ha HACTWHKA, TPHTT ¥ IPHIIONON00HH 3200/ ABAHHA.

IMapaneTamMonsT HMa AHANTETHYHO M AHTHIHPETHIHO neticteue. Tozu edekT € MenHHpaH oOT
MHXMOMPAHETO HA AKTHBHOCTTA HA LHKJIOOKCHTEHA3aTa Ha apaXMCHOBATA KHCEHHA, 4 OT TaM H Ha
MpOCTArTAHRMHOBATA CHHTE3a B LEHTPANHATA HEPBHA CHCTEMA (ITHC). Toea BOAM OO HaMaNABaHe
yyrcTBHTERHOCTTa Ha [THC KbM NeHCTBHETO HA KMHUHH % COPOTOHHH, KOSTO B 10CAEACTBHE BOAM 0O
HaMaNeHa vyBcTBUTENHOCT KbM Gonka. OcpeH TOBA, TMOHWKABAHETO HA NpoCTarNaHAHHOBHTE
KOHLIEHTPAUMH B XMIOTA/aMyca MPeJH3BHKBA aHTHIIHPETHICH edeT. 3a paznuKa OT AHANNETHLIMTE OT
TPyfaTa Ha HECTCPOMTHHTE NPOTHBOBBINAIMTICITHA CPE/CTEA (HCTIBC), mapaueTamorsT He NOBIHABA
TpoMOOLMTHATA arperatms.

QennnebpaLT € CHMNATHKOMuMETHK, CTHMYNMpa OCBOOOXKIABAHETO Ha aipeHAIMH  OT
CHMINATHKOBHTE HEPBHH OKOHUAHHA ¥ OKa3Ba NPAKO CTHMYJIHPAILO NEHCTBHE BLPXY -aipEHEPrHUHHTE
PELEITTOPH B CHAOBATA CTeHa. B pe3ynTaTa Ha TORA, T€ Ce CBHBAT, 3 OTOKBT M XHIIEPEMUATA Ha NETABMLIATA
HaMasABaT.

Hait-BakHUTE (PyHKIHH HA ACKOPOHHOBATA KHCETHHA Ca OHOCHHTE3ATA Ha KONAreH K BRTPEIICTHUHO
BEIIECTBO M HEHWHOTO AHTHOKCHOAHTHO aeicTBue. (QYHKIMATA HA ackopOHHOBaTa KHCENHHA B
KOJTATEHORATA CHHTE3A & CHCTOH B XMAPOKCHIMPAHE HA NMPONHHOBHTE M JIH3MHOBUTC OCTATBIM /0
XUAPOKCHNIPOTIHH H XHIPOKCHIHZHH, KOETO BOJH 10 MPCBPELIAHE HA XHAPOKCHKONAreHa B ChLIMHCKH
xonareH. AckopOHHOBATA KHCETWHA JIECHO C& TpancdOpMHpa B IEXHAPOACKOPOMHOBA KHCEIMHA ¥ YUACTBa B
OKHCITWTENHO-PeIyKIHOHHTe Mpotlecd. Ta MMa OCHOBHa pons B Tpoueca Ha XMAPOKCWIMPAHC Ha
CHHTE3HPAHHTE OT HaAGEOpe HHTe JJlean ChepOIH, KaTo kohakTOp Ha CTEPOHHATA 70-XHAPOKCHIA3a
katanu3upa tpaHcdopmalnMATa Ha XONeCTepona 10 Ta-XHMIpOKCHXOJeCTepon B OuocuHTe3aTa Ha
SOTBYHUTE KHCEMHH. ACKOpOMHOBAaTA KHCE/IHHA O0pasyBa OKHC/IHTETHO-DEAYKIMOHHH CHCTEMH C
putoxpoM C, rayTaTHoH, ¢pJaBuH M NHPHANH HYKJICOTHIH. Vuyactea B MeTabONMM3Ma Ha THPO3HHA,
errIaMeHa, oNTMEBaTA KHCENWHA, KENS0TO, XHCTAMMHA, HOPaIpCHANNEA, KapHHTHHA, OenTeEYuHATE
¥ MacTure. CTHMy/EpAa CHHTE3aTa Ha npocTauukiut. [loTHeka cHHTE3aTa HA tpombokcan, Ilotucka
JMOHAHATA TTEPOKCHIANMA ¥ [E3aKTHBUPA CBODOLHHTE CYMEPOKCHAMPAHH PajKAIH. OceeH TOBA ce
CYMTA, Ye € MMYHOMOIYJIATOP H B3HMa Y4acTHe B MPOAYKUMATA HA HMYHOTIOOYTHHH.

52 @apMaxoKHHETAYHH CBOlicTBA

IapaneramoasT ce pesopOupa GEp30 M TIOUTH HAMBIHO B CTOMAIIHO-YPCBHHA TPAKT. MaxkcHmanta
KOHIIGHTpAIMS B KPBBT@ Ce JIOCTHTa CIIef| OKOJo 1 [ac.
CpbpaBa ¢e B MaiKa CTENeH ¢ UIA3MEHHTE MPOTeHHH (B TepaneBTHYHH JO3H OT 10% 10 30%, a B mo-
BUcOKM oT 20% mo 50%). Bpemero Ha MONYKMBOT HA KTMBHOTO BEIIECTBO © OT 2 10 4 uaca.
AHaTreTH4HOTO AeiicTBHe NpoAbDKasa 4-6 daca, a aHTHITHPETHYHOTO — 6-8 uaca. OCHOBHHAT MEBET HA
TMMHHMPAHE Ha aKTHBHOTO BELCCTRO € YePHOApoOHa Grorpanchopmanys. Camo Masika yact (2-4%) ce
OTHENA B HenpoMeHen BHMA upes OwvGpeumre. OCHOBHHAT merafonMT HA NapaLeTamona
(npubnmsuTenno 90%) NpH BH3PACTHH € HEFOBHAT KOHIONAT C MIOKYPOHOBA KHCEHAA, a npy geva —
H CBC CAPHA KYCEJIHHA.
XenaroTokCHUHUAT MeTtabonut N-aueTun-napa-GeH30KBHHOMMHH ce obpasyea B
(npubnuzntento 5%), cnes KOETO ¢& KOHIOTHpa ¢ yepHOAPOGHHA TIyTATHOH H 5& ‘

RY S adfaivt

¢ YpHHaTA, KOHIOTHPaH C IHCTEH I MEPKArTOBa KHCEHHA.

YepHoapoGHHTE 3aNACH OT DAYTATHOH MOKE [ia C& M3HEPIIAT, KOETO BOJH JO HATp¥]
MeTaBoJIHT B HepHHA ApoG, KOETO MOXKE [a AOBE/E A0 yBPEKAAHE HA xena'rouyt{r@gk
yepHOapoOHA HEAOCTATHYHOCT. "\
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DecHnePUHOBHST XHAPOLIOPH] Ce pe3opOHpa JiecHo H GBp30 B CTOMAIIHO-YPEBHUA TPAKT.
BeriencTede Ha MHTEH3HMBHMA MeTaonn3bM B YpeBHATA CTEHA GHoHATHYHOCTTa My foctdra Ao 40%.
MaxcHMAanHK CePYMHH KOHLEHTPALMH ce [IOCTHTR CeR 1-2 uaca. Bpemero Ha Mmomy#HBoT € 2 10 3 Haca.
TIpn nepopantara Gopma, 3a 1a CE NOCTHTHE HASATHA ACKOHICCTHA, JIeKAPCTREHMAT MPOAYKT €& NaBa Ha
neexu 4-6 vaca. MeTaGOMH3Mpa ce NPEIMMHO B HepHMA APOG Ypes KOHIOTHPAHE ChC CAPHA HITH TITOKypOHOBA
KHCETTMHA WTH UPE3 OKMCITMTENHO JIe3aMHHKpaHe ¢ NIOCTIEIBALIO KOHIOTMPAHS ChC CAPHA xucenyHa. Crest

ToRa MeTabOMMTHTE CE MATHUBAT C YpHHATA.

AckopGHHOBAaTA KHCENHHA Ce Pe30pOHpa B CTOMAIIHO-YPEBHHA TPAKT B 70-80%, OCHOBHO B
IyOlieHyMa H MPOKCHMAJIHATA 4acT Ha THHKHTE HEpBa. B xpweTa 25% OT acKOPOMHOBATA KHCEIMHA C&
CRBP3BA ¢ TUTE3MEHHTE NpPoTeMHH. MaKCHMAlTHA [Ia3MeHa KOHUCHTpAli co poctvra cien 2-3 gaca. B
OpPraHW3Ma YacTHYHO C& OKHCIABA [0 IEXHIPOacKkopOar, YacT OT KOHTO NpeMHHaBa Npe3 Iy TaTHOH-
MeAMHMpaHa pereHepalus N0 MBPBOHAYANIHATA peNyliHpaHa hopma. Emimurupa ce upes Gubpeinire B
HEMpOMeHeH B1 WK 1ofl hopmarta HA MeTabONHTH.

53 Ilpenx/ uEH4EH JaHHHA 32 06€30MACHOCT

Hima rannuny Gubaorpadcki KaHHH 32 KOMOMHUPAHHUSA TIPOAYKT.

JIHINCBAT KOHBEHLMOHATHH MPOYYBAHMS, H3MOI3BAIIH NPUETHTE MOHACTOAUICM CTAHIAPTH 34 OLCHKA
HA PeTpOSyKTUBHA TOKCHUHOCT K TOKCHHHOCT 33 pasBHTHCTO.

6 DOAPMANEBTAYHI TAHHHA

6.1 CnechbK HA DIOMODIHHTE BEIIECTBA

3axapo3a, IMMOHEHA KHCEeNHA, HATPHEB UMTPAT, IHMOHOBH apomaTth , acniapram (E 951),
xuHONMHOBO xBATO (E 104).

6.2 HecLbBMeCTHMOCTH

Henpumoxumo

6.3 Cpok ua roanocr

3 ropuun

6.4 ChnenHanHyu ye10BHA HA CbXpPAHeRHE

Ja ce cuxpatsea non 25°C.

6.5 BuagH chAbpPXKAHHE HA ONAKOBKATA
KapToHeHa KyTHs, ChAbPXKALIA 5 calleTa (PE/AV/PE)
KaproHeHa KyTHS, Chabpikaa § camera (PE/AV/PE)

KapTonena xyTus, chabpxaimna 10 camera (PE/AVPE) -
KapToHena KyTH, ChIbpxaia 12 camera (PE/AI/PE)

6.6 Cnenmaind NPeANA3HH MEPKH NPHA H3XBHLPJIAHE H paGora

PasTeOpeTe CHABPKAHHETO HA EAHO CAllle B 4aula ¢ ropelia BoAa H H3ITHIATE TOIUT ﬂm

A



7. IIPATEXATEJ HA PAZPEINIEHUETO 3A YHOTPEBA

US Pharmacia Sp. Z 0.0.

Zigbicka 40, 50-507 Wroclaw

Tlonma

8. HOMEP HA PASPEINIEHHMETO 3A YIIOTPEBA

20060801

9. JATA HA ITEPBO PA3PEINABAHE TIOMTHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

29.12.2006T.

25.04.2012r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

04/2022




