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1. UME HA JIEKAPCTBEHMUS ITPOAYKT

[ Kparnxa x2paKmepueIuKa He npogysma oL 1
o f o/

Vot

ok 6’//7»7/‘7/"-
okt 1T 2|m

I'punexe Xor Make 1000 mg/100 mg/12,2 mg npax 3a wm

Gripex Hot Max 1000 mg/100 mg/12,2 mg powder for o

2. KAYECTBEH U KOJTMYECTBEH ChCTAB

| came chabpxa:

mapaueramMon {(paracetamof) 1000 mg
ackopbunoBa kucemuHa (ascorbic acid) 100 mg

dennnedpunos xuapoxaopun (phenylephrine hydrochloride) 122 mg
ToMomHy BEIECTRA € H3BECTHO ACHCTBHE:

zaxaposa— 1,936 g

acmapram — 25 mg

HATpUH (HaTpues npTpaTt)- 44,6 mg

3a nenHHA CHHCHE HA IOMOLIHHTE BEIHCCTBA BHXKTE Touka 6.1.

3.  JIEKAPCTBEHA ®QOPMA

ITpax 3a nepopaneH pasTeop

4. KJIUHWYHH JAHHH

41 TepanerTHuHH NOKa3aHAA

['punexc Xor Makc obnexuaBa CHMITTOMHTE HA- MPOCTYA3, FPMII M rpunonofoOHH HHGEKUHH Kato
NOBUIICHA TEMIIEPATYPa, TAABOOONHE, GONKH B rhPAOTO, MYCKYAHH H KOCTHOCTABHK OONKH, CHMITTOMM
HA OTOK Ha JHraBHLATA HA HOCHATA KyXHHA H CHHYCHTE TIPH HACTHHKA, [PHIL

4.2 Jlo3upoBKa H HAYHH HA NPHIOKEHHE

3031‘1903[(3

Buvapacmnu u oeya nao 12 zodunu:
| camme Ha Beexu 46 vaca (MakCHMyM 4 calmeTa JHEBHO).

Tleduampuuna nonynayus
I'punexc Xor Makc e Tpsabsa Aa ce mpunara npm Jeua Ha BB3pact moA 12 roaHHs.

Hauun na npunoxenne
CrappxanneTo Ha cameTo TpsOBa A a Ce pa3TROPH B Yama ¢ TOILIA BOJA.
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43 Ilporusonokazanus

¢  CBpbXUYBCTBHTENHOCT KbM aKTHBHHTE BEIMIECTBA HIIH KBM HSKOE OT IOMOIIHHTE BELICCTBA
H3OPOCHH B TOUKA 6.1, HIIH KBM CHMITATHKOMHUMCTHTHH AMHHH,

Hecrabunno xopoHapHO ChpaewHO 3abonssane

Chbpacuasn apHTMEH.

Bucoko apTepHa/IHO HAaRATaHe

BpoaeHa HEROCTATHIHOCT Ha TI0K030-6-Pocdar Acxuaporenasa 1 METXEMOTIIOOHH PEIyKTasa

Texxa uepHoApodHa uiH OrOpeuHa HEAOCTATHIHOCT

*  BupyceH xenatHr

*  ANKOXOMMIBM

o QcHUIKCTOHYPHA (TIOPAH ChABPKAHHETO HA ACOAPTaM)

¢ To3su nekapeTBeH NPOAYKT He TpAGBa Aa Ce HINOM3Ba 1O BpeMe Ha jteverne ¢ MAQ uHXuGHTOpH H

A0 ABE CEAMMIM CIE TAXHOTO CITHPAHE

¢ ToBa nekapcTBO HE TPAOBA A2 C€ MIMON3BA B KOMOMHALINA C TPHUHMKIAYHH aHTHICNPECAHTH

Ja He ce npHeMa 1o BpeMe Ha NIEUCHHE ChC 3HIOBYAHH

3aKpUTOLIBIIHA TIAYKOMA

XHnepTupeoH JHIEM

To3u nexkapcrseH NpoaykT He TpAbGBa 4a ce M3MOMI3Ba MO BpeMe Ha GPEMEHHOCT.

44  Cnennanhn npexynpexaenHs H NPEIIAIHA MEPKH OpH yuoTpeba

Tosu nexapcTsen MpOIYKT ChABPHKA MAPANCTAMON — NOPANH PHCK OT NpEAO3HpaHE TpabBa Ja ¢e MPOBEPH
JANH APYTH NPHEMAHA JICKAPCTBEHH NPOAYKTH HE ChABPKAT [IAPALIETAMOII.

He 1pabBa ja ce mpucMar CIHOBPEMEHHO APYTH JICKAPCTBEHM IPOAYKTH CpENIy TpHI, HACTHHKA H
JEKOHICCTaHTH.

puemanero Ha MPOAYKTa OT MALMEHTH C YEPHOAPOOHA HEJOCTATHIHOCT, YIOYNOTPeOBALIN C ATKOXON M
XPaHCLIA C¢ HEITHIHOLICHHO HOCH PHCK OT depHOApoOHO yBpexaane. [la ce minomea BHHMATENHO NIPH Xopa ©
OpOpeuHa HeaOCTaTHUIHOCT, OpoHxuanya acTMa, xuneprpodus Ha npocrara, curapom Ha Pefino, araber,
KOpOHapHO ChpAcYHO 3ab0n4ABaHe, NpHEMAImM AHTHKOArylaHTH — OpPENOppYBA CC aJANTHPAHE HA
THXHATa 4033 B 3aBHCHMOCT OT KOArylallHOHHHTE NOKA3ATE/IH, 4 KO TOBA HE ¢ Bh3MOKHO, MALHCHTHTE,
KOHTO B3HMAT OPaNHH aHTHKOATYIAHTH MOXE Ja NMPHEMAT TO3H MPOAYKT HE MOBEYE OT HAKOJAKO JHH.
JlexapcTBennar npoaykr TpaGBa Aa ce M3NMOI3BA BHHMATCHIHO NPH MALHCHTH, KOHTO MNPHEMAT
anTaroHucTH Ha Gera-aapeHepruuaTe peuenropu (Gera-Gnoxep).

[To Bpeme Ha nMedEeHMETO ¢ TO3M MPOAYKT HE CE paspemaBa KOHCYMALHMSA Ha ankKOXOM Mopag PHCK OT
TOKCHYHO YEPHOAPOOHO YBPEKARHE.

TIopaau chabPKAHHETO HA 33XAP033, NAUHCHTHTE C PEAKH HACICACTBEHH MPOBIEMH HA HEIOHOCHMOCT
KBbM (PPYKT033, FIIOKO30-TANAKTO3HA MANAGCOpOIEA HIH 3aXAPO30-H3OMANTa3eH AchHLIT He TpAOBa 1a
[IPHEMAT TOBA JICKAPCTBO.

Tosa nexaperBo chabpska 25 mg acnapram BBB BCAKO came. ACNAPTAMLT € H3TOYHHK HA (PCHHIATAHHH,
Moxe Bu naspean, ako umaTe GeHUIKETOHYPHS, PAAKO reHeTHuHO 3a00onsABaHe, PH KOCTO Ce HanynBa
deHuIaATaHNH, THH KATO OPraHMIMET HE MOXKE A TO OTACNS HPABIIHO.




NPENOPBYHTETHAR MAKCHMANCH JHEBCH TPHEM OT 2 g HaTpPHif 33 BLIPACTEH.

4.5 BsanmopelicTaHe C APYIH JIEKAPCTBEHH TPOAYKTH H APYTH (GOPMH HA BIAHMOREHCTBHE

To3u npoaykr He Tpabea §a Cc nMpueMa ETHOBPEMEHHO C APYTM JIEKAPCTBECHM TPOAYKTH, ChIBPHKALIH
MApaTETAMOI FITH CHMITATHKOMHMETHELM.

MAQ mXHOMTOpHTE MOXE /12 IOTCHITHPAT ASHCTRACTO HA NAPAIIETAMONA H (ermicPHHa.

IlapaneraMonsT MOKE Aa 3aCHNH SPCKTHTS Ha AHTHKOAryTaHTHTE (BapdapyH, KyMapHH).

[Npunarasero HA MapauneraMoN ¢ AHTHCIHJICTTHIH, GApOMTYpaTH H JPYTH NCKAPCTBEHH MPOAYKTH,
HHIYIHpAIH MMKPOIOMHHTE CH3HMH YBGIHYABA PMCKA OT uepHOAPOGHO yBpexaaxe. Metokronpamuabt
YCKOPABA, 3 BCHAKH XOMHHOMMTHI(M 3a0aBaT abcopOumsra HA MapaneTaMona oT CTOMAMHO-IPEBHAS TPAKT.
HanomeaHeTo Ha napaneramoll AHOBPEMEHHO CBHC 3HAOBYAMH MOME JA NPEIHIBHKA HEYTPONCHHA H
YBETUMEH PUCK OF YEPHOAPOOHO yBPEKAANE.

PevpIeppHRDT MOXKE Ja HAMANH XMMOTEH3HWBHMA CQEKT HAa IBAHETHAHH, MCKaMH/AMHH, MCTHIIONA,
peseprns. [lpu eaHoBpemenna ynotpefa ¢ HMHIOMETALMH, AHTArOHHCTH Ha OeTa-aApeHEPrH4HHTE

peuerrropn (Gera-6nokepu) win Metingona desunedprH MOXKE A3 NPEIHIBHKA XHNEPTOHMYHA Kpu3a.
TpHeMbT HA TPHLHKIHYHE AHTHACIPECAHTH MOXKE A2 HAMAIH ASHCTBHETO MY.

AckopOHHOBaTa KMCSIMA YBEMMHABA abcopOiwmsTa HA amyMMHHH OT ChILPAAINMTE ATYMAHHH AHTHAIMTHH
cpeacTBa 1 abcopbLMITa Ha KE30.

4.6 @epriiHTeT, GPEMEHHOCT H KhpMEHe

bpemenHocT
I'punekc Xor Maxke He TpsdBa 2a ce npriara no Bpeme Ha OpeMEHHOCT.

Kppmene
Hama sani oTHOCHO 0E30TIACHOCTTa Ha YNoTpe0a Ha TO3H NPOAYKT IPH KbPMAYKH.

47  EdexTa BHpxy cnocodHOCTTa 33 modapane u pabora ¢ MAIMHH
Koraro ¢c nprema To3H JIEKapCTBEH MPOZYKT, Tps0Ba Aa O BHUMABA TPH NKXDHPAHE WK paboTa ¢ MANTHHH.

48 HexenaHu nexapcTBeHH peaKipu

YecroTuTe ca ONPEAETicHHM, KAKTO CIEABA:

Muoro uects (1/10)

Yecrn (1/100 po <1/10)

Heuectu (1/1 000 a0 <1/100)

Pexrn (1/10 000 go <1/1 000)

Muoro peaxu (<1/10 000)

C Hem3BecTHA 4eCTOTa (OT HANHYHHTE AAHHH HE MOMKE Ja
O1bAc HANPABEHA OLICHKA)

Moxke aa ce nossar CICAHETS HEXCITAHH JIG]GPCTBCI{HEP@K!HH{:




Hapymenns Ha xpbBTa M THM$HATA cHCTEMA,
e  MHOro peiky: rpaHyJOIHTONCHNUS, ATPAHYIOLHTO3a, TPOMGOLMTONCHHA.

Hapymenna Ha HMyHHaTa CHCTEMA

®  MHOro peskn: peakii Ha CBPbXYYBCTBHATENHOCT, AOCTHIAINM O CHMITTOMH H2 2HA(HNIAKTHYCH
HIOK.

TlcHxuMHA HAPYINEHHA
¢ C Hew3BeCTHA YECTOTA: XANMIOLUMHAITHH, YyBCTBO HA CTPAX, HEPBHOCT.

Hapyinerus Ha HEpBHATA CHCTEMA
» C HeM3BeCTHA YeCTOTa: OE3chHHE.

Cupacunn napymesns
e ( HEM3BECTHA YECTOTA: TAXHKAPAHA, CHPACYHH APHTMHH

CbaoBy HapyueHus
e C HEeH3BECTHA 9ECTOTA: HOBUIICHO KPBBHO HANATAaHE, GACA0CT HA KOXKATA ¥ TUrABUIIATE

PecnupaTophs, rphAHH H MEAHACTHHATHY HAPYLICHHA
¢ MHyOro peaku: JHXATEIHA HAPYWCHHSA, ACTMATHYHH IPUCTBIIH.

CromaumHO-4peBHY HAPYIICHHA

¢ Pemxu: rasene, NOBPHINAKE, HAPYIICHO XPAHOCMIIAHE, TyBCTBO HA AAPCHC B EMATACTPHYMA, CYXOTa B
ycTara,

HapymeHnns Ha KoXaTa H IOAKOXHATA ThKaH

e  Pexxu: anepriynn peaxuun (copbex, yprukapus).
* MHOro peAKH:CEPHOZHH KOXKHH PCaKLMH

Hapymenns na 6p0penume 1 NHKOYHATE MBTAIAR
o  C HenspecTHa 1eCTOTa: AH3ypHS, OH0peura kom@, GrOpeHa MAMIAPHA HEKPO3a

Crofmasane Ha [IOJO3HPAHY HEKETAHN PEAKITHME

CpobmasaHeTo Ha MOZO3NPAHM HEXKENAHH PEAKIMM ClIe] PA3PEWABAHE 32 YNOoTpeba Ha NExapCTBEHHS
NPOAYKT ¢ BaxHO. ToBa MO3BOMABA A3 MPOABIDKM HAGNIOACHHETO HA CHOTHOLICHHETO TON3a/PHCK 3a
NEKAPCTBEHKA NPOAYKT. OT MEAMITHHCKHTE CHICLHANMCTH CE M3MCKBA Aa ChoOINABAT BCsKa MOA03HPAHA
HOXENaHa peakuua upes Hambunurennara arenums no jekapersara, v “llamam pyes” Ne 8,
1303 Codus, Ten.: +359 2 8903417, yebeairr: www bda bg.

49  Illpenosupane

CAyqaiiHOTO HITH NPEAHAMEPCHO NMPEAOIMPAHE HA JICKAPCTBOTO MOMKE A2 NPGAMABHKA, A0 ABAIECCT 9aca,
CHMIITOMH KATO TRACHE, MOBPLINANE, OOWIHO ¥3NOTABANE, COMHOMNEHTHOCT H obina cnaboct. Tean cammromu
MOKC A4 OT3BYYAT HA CISABAIHA JICH, BBIPEKH HPOIPECHATa HA MEPHOAPOSHOTO YBPEKARHE, KOCTO B TE3H
CJIy4aH CE NMPOABSBA ¢ TEKECT B CIMHIACTPHYMA, BEIOOHOBABAHE HA MOBPBIIAHETO ¥ HKbATCHHUA,

lpu Beeku ciMyuaif HA TpHEM HA €OMHMYHA 033 NAPALETAMOI OT 5@ MM IIO-TONgE
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HPCAM3BHKA MOBPBLIAKE, 3KO HE € MIMHHAT TIOBEUE OT EAHH Yac OT NpHeMa M He3abaBHO Ja C¢ HANPaBH
KoHcynTaims ¢ nexap. [penoprusa ce nepopanen npuem ma 60-100 g axTaBeH BBINEH, 32 NPCATIOYHTAHE
cMecer ¢ Boga. CreneHTa Ka NpPEJO3NPAHE MOXE CHC CHIYPHOCT A CE OLIGHH NOCPEACTROM ONPEACIASHE
HUBOTO Ha MAPAUETAMON B KPhBTAa. TOBA HMBO, K2TO (YHKIMS HA H3MMHAIIOTO BPEME OT MMPHEMA Ha
[IapaneTamMon, € NEHHO YKA3AHHE 34 B3¢MAHE HAa PEIICHHE 334 3aN0YBAHETO H HHTCH3MBHOCTTA HA
AHTHIAOTHATA TEPaNKi, ako ¢ MpunoxuMa. B cryual, e ve ¢ NPOBEACHO TOBA MACIGABANC, 3 BEPOATHO €
TIpHCTA BHCOKA 1033 MapaneTaMol, Tpadsa A C¢ 3anoqHE HMHTCHIHBHA AHTHJOTHA TEPAIHN. MHHHMYMBT €
2,5 g METHOHHH C TIOCHIEABAINO NPOHDKABAHE HA GOIHHMHOTO JICUCHHE C AUCTHACTEHH (M) METHOHHH,
KOMTO CA MAOTO e(peKTHBHH B mpeute 1012 Yaca cie MHTOKCHKALMSTE H BEPOATHO OT NOM3a JOPH ciex 24
yaca. JICueHHETO HA HHTOKCHKAUMS C napaneTaMol TpAdBa A3 c€ MpoBeKAA B OOMHUYHO 3ABEOCHMC, B
HHTEH3HBHO OTAEHCHHE.

Crrrromue Ha npeao3npane Ha QernIChPHH C6 IPOSBABAT ¢ XEMOIMHAMHYHH HapyIeHns (TaxuKapaus,
TIOBMITICHO APTECPHATTHO HANATAHE), CPACHHOCHAOB KOMANC C APHAPYKABALIC TIOTHCKAHE HA AHINAHETO.
Jlevenriero BKIHOYBA CTOMAIHA IPOMMBKA H npuaraie Ha 6eTa-anpesomrmuun. B cryaaii Ha Texka
HHTOKCHKAITHA ¢ HeoOXOIHM MOHUTOPHET HA XH3IHCHHTS d)ymcn;nﬂ H OCUTYPABAHE HA DOJIIOMACAHE Ha
AHIIAHETO H KPbBOODPALICHHETO B HHTCH3HBHO OTACICHHE.

5.  ®APMAKOJIOTHYHM CBO¥ICTBA
51 @apmaxosMHAME NN CBOHCTBA

%pmmmsmmmmmmnammmﬁmmmcmmm(cmm
ncexonerrminm), ATC won; N 02 BE 51. :

Tosn nexapcreen NpoAyKT chABPAA NAPALETAMOT, terunedprHOoB XHAPOXNOPHA H BuTaMuE C, BCIGACTBHE
Ha KOETO 0O/IEK9ABA CHMITTOMHTE HA HACTHHKA, [PHIT  IPHTIONOZ0GHH 3a60Banus.

HapageramoabT HMa aHaIreTHYHO M AHTAMMPCTHIHO AckicTBie. Tosu edexr ¢ MCAMHpAH OT
MAXMGHPAHETO HA AKTHBHOCTTA Ha LMKIOOKCHTCHA3aTA HA APAXHAOHOBATA KHCCIMHA, 4 OT TA4M H HA
[poCTarnianAnHOBATa CHHTE3d B UCHTpamHara HepsHa cucrema (IIHC). Toea Bogm A0 HaMaisBaHe
dysctenTeanocTTa Ha ITHC kM zeficTBreTo Ha KHHHHM H CEPOTOHMH, KOETO B MOCHEACTBHE BOAM 1O
HamaneHa vyBCTBHTEIHOCT «xbM Oonka. OCBeH TOBA, NOHHMABAHETO HA NPOCTATNANAHOBUTE
KOHUCHTPaiH B XHNOTATaMYyCa NPEAHIBHKBA AHTHNHEpPETHYEH edekT. 3a paxiHKa OT AHANTETHIMTE OT
TPynara Ha HECTCPOHAHMTE NpoTHBOBBInAnATENHH cpeacrsa (HCTIBC), mapaueramMoisT He NOBIMABA
TPOMOOLHTHATA arperaims,

DeHuNePPHEBT €  CHMNATHKOMAMCTHK. Crumynapa ocBo0OKIABAHETO HA AJPEHANMH QT
CHMIATHKOBHTE HEPBHH OKOHYAHHA H OKa3pa MPAKO CTHMY/IMPAIO AEHCTBHE BBPXY G-AAPCHEPIHYHHTE

peucnTopH B ChA0BaTa cTena. B pesynrara va ToBa, Te ce cBuBAT, 2 OTOKBT H XMNEPEMHEATA HA THTABALATA
HAMAJISBAT.

Haii-pasanre Qynxnuu Ha ackopGuHOBATS KHcenHHa ca GHOCHHTE3aTa HA KOJAICH H BbTPEKIETHYHHO
BEICCTEO M HEHHOTO AHTHOKCHAAHTHO Aefictene. DyHKIUATA Ha ackopbuHOBaTa KHCCIMHA B
KOJarcHOBaTa CHHTE3A €€ CLCTOH B XHAPOKCHNHPAHE HA IMPONHHOBHTE M JI3MHOBHTE OCTATHLH [0
KHAPOKCHIPONAH M XHAPOKCHITH3MH, KOSTO BOAM O NMPEBPLINAHE HA XHAPOKCHKONArEHA B CHUIHMHCKH
KonareH. ACKopOHHOBATA KHMCETHHA NICCHO CC TpancopMEpa B ASXHAPOACKOPOHHOBA KACSTHEH Y —
OKHCIIMTCHO-PCAYKIMOHHHTE  TIDOLICCH. T9 AMAa OCHOBHA PONA B NpOreca HA X T
CHHTC3UPAHUTE OT HagOBOpearmTe Mxneam ctbepowm,s KaTo KO(AKTOp HAa CTEPOHMAHAT




KaTanHiupa TpaHcQopMamsTa HA XONecTepona A0 7O~-XMAPOKCHXONECTSPONn B OHOCHHTEIAaTA HA
KI'BYHHTC KHCEMHMHM. ACKOPOMHOBATA KHCENMHA OOpa’yBa OKHCIMTETHO-PEAYKIHOHHH CHCTCMH C
uuroxpom C, rmyTaTHoH, QIABMH M NHDHJMH HYKIGOTHMAH. YUAcTBA B META0OAMIMA HA THPO3HHA,
Gennnamuna, domuesara KucemMBa, KENT0TO, XUCTAMHHA, HOPaApeHANIHHA, KAPHHTHHA, OeNThYHHATE
i macture. CTuMynspa caeresata Ha npoctaumknue. Ilorucka cumTesara Ha Tpomboxcad. Tlorucka
JHIHMAHATA TCPOKCHIAALMS B N€3AKTHBAPA CBOGONHHTE CyNEpOKCHAMpaHH pazukansd. OcseH ToBa ce
C4HTA, ¢ € HMYHOMOAYIATOP M B3HMA YHACTHE B MPOAYKLIHATA HA HMYHOITIOOYIHHH,

52  PapmakoxkuHeTHuHH CBOCTBS

Napaeramoast o peaopbupa Gbpso M MO HAMEANO B CTOMAHO-IPCBHMA TpAakT. MakCHMaIHA
KOHIEHTpAIHA B KPBEBTA ¢ JOCTHIA Chied oxoNo | wac. _

Cpup3sa ce B Mallka CTEHEH C IUTA3MEHHTE NPOTERHE (B TEANCBTHYHM 2034 or 10% g0 30%, a B no-
Bucokn o1 20% a0 50%). BpeMero Ha momyxuBOT Ha aKTHBHOTO BemEcTBO € oF 2 a0 4 waca.
AnanrerwuHoTo AgiicTBre npoabmkasa 4-6 uaca, a aHTHNMPCTAYHOTO — 6-8 waca. OCHOBHMAT BT HA
CAMMUHVPAHC Ha aKTHBHOTO BEMESCTBO € 9epHOApoDHA Ouotpancopmarms. Camo manka wacr (2-4%) ce
OTACHA B HEMPOMEHEH BHJA 4pe3 6vOpemnre. OcHosHusT MeTaGonuT Ha napaneTamona (IPUGIH3UTEIHO
90%) npH BB3PACTHA € HETOBMAT KOMIOTAT © FIIOKYPOHOBA KHCENHHA, 2 MPH JELUa — H CBC CAPHA
KHCCITHHA.

XenaToTOKCHUHMAT MeTaGonur N-aneTun-napa-GeHIOKBMHOMMHH Ct OOpAIYBA B MayIKH KOJHYGCTBA
(npHGu3HTeIHO 5%), CeA KORTO ¢ KOHIOTHPA C YEPHOAPOGHMA FIYTATHOH H HAKPad CC eKCKPCTHPA C
YpHHATa, KOHIOTHPAH ¢ HHCTEHH WM MSPKANTORA KHCEHEA.

HepHOApOoOHUTE 3amack OT TNIYTATHOH MOXE A C& MIYEPITAT, KOSTO BOAH A0 HATPYNBAHC HA TOKCHYCH
MeTabOIHT B 9EPHHA APoD, KOETO MOXKE Ja JOBCIE A0 VBPEKIAHE HA XENATOLMTHTE, HEKPO3a U OCTpa
4EpHOAPOOHA HEAOCTATHYHOCT.

DeHHNSPPHHOBUAT XHAPOXTOPHA Ce Pe3opbHpa JIeCHO # (P30 B CTOMALIHO-YPEBHAA TPakT. Boneacrsye
HAa HHTCH3MBHHA METADONM3IBM B YPCBHATA CTCH2 OHOHATMYHOCTTA My aocrara a0 40%. MaxcaMamam
CCPYMHH KOHLCHTPAlEH ¢e gocTura cnex 1-2 yaca. Bpemero Ha mony:xusor ¢ 2 A0 3 gaca. ITpn nepopansara
dopma, 32 na ce MOCTHrHE HA3ANHA JCKOHTECTHS, TICKAPCTBCHHAT TIPOAYKT ¢ JaBa HA BeekH 4-6 waca.
MeraGomusupa ce mpeanMEo B uepHus APo6 UPes KOHIOUPAHE ChC CAPHA HITH TIIOKYPOHOBA KHOSIMHA M
Hpe3 OKHCIMTCIHO JAEAMHMHMPAHE ¢ MOCAEABAING KOHIOTHPAHE CBC CApHA KuoemuHa, Crea ToBa
MCTabOMITHTE C& WITLYBAT C YPHHATA.

Ackop6uuoBaTa KucennHa ce pesopbupa B cTOMamHO-apeBEMS TpakT B 70-80%, OCHOBHO B
AYOACHYMA W NMPOKCHMANHATA YaCT HA THHKHTE YepBa. B kpwBTa 25% Or ackopOHHOBATA KMCENMMHA Ce
CBBP3BA C IUAIMEHMTS MporerHk. Makcumansa mnasMena KOHLEHTpAIWMs ce JOCTHra A 2-3 waca. B
OpPraHH3Ma YACTHIHO CE€ OKHCIMBA A0 ACXHAPOACKOPOAT, YacT OT KOMTO IMPEMMHABA MpPE3 rTyTATHOH-

MCIMHpaHa PercHepalts AQ IThPBOHAYANHATA peaynmpana dopma. Emimummpa ce upes tnbpemnre B
HETIDOMEHEH BHZ Wi HOA (opMaTa HA MeTabomHTH.

5.3 Ilpemxcananynd ganun 3a GesonacHoer
Hsama Hanuuny 6uGmuorpadcxu jaHnu 3a KOMOHHHpPAHHS MPOAYKT.

Jlunceat KOHBEHIHOHANHH MPOYIBAHHMS, H3NON3BAIH MPHETHTE NOHACTOAINECM CTAHJAPTH 32 OLEHKA Ha
PETIPOAYKTHRHA TOKCHIHOCT M TOKCHYHOCT 33 Pa3sBHTHCTO.

6  GAPMAIEBTVUHH JAHHH




6.1 CnuMcbk HA TOMOIIHHTE BEHIECTBA

3axaposa, THMOHEHA KHCETHHA, HATPHER LHATPAT, THMOHOBH apoMarH , acraptam (E 951), xunonuuoro
xwaro (E 104).

6.2 HecnBmecTumocta

Henpunoxumo

6.3 Cpox naroauocr

3 roguHn

6.4 Cneunajinun yci0BHA Hi ChXpaHeHHe

Ha ce coxpaunsea nog 25°C.

6.5 BHa H cHAbPXAHHE HA OTIAKOBKATA

Kaproncna xyus, chaopxama 5 camera (PE/AI/PE)
Kapronena xyrusa, chappxama 8 camera (PE/AI/PE)
KaproxeHa kyrua, chappxama 10 camera (PE/Al/PE)
KaproneHa xyrus, coabpxama 12 cawera (PE/AVPE)

6.6 CrenHanHH NpeAnAINH MEPKH NIpH HIXBBPJIAHE H padora

PasrBopete ChbabpKaHHETO Ha eQHO came B a3 ¢ ropeina BOAA H M3MAHTE TOTLIATa HATTHTKA.

7.  NPUTEXATEJ HA PA3PELHIEHHETO 3A YIIOTPEBA
US Pharmacia Sp. z 0.0.

Zigbicka 40, 50-507 Wroctaw
Flomma

8. HOMEP HA PA3PEIIEHHMETO 3A YIIOTPEBA

20060801

9.  JATA HA TBPBO PA3PEIIABAHE /MIOJAHOBSIBAHE HA PA3BPELHIEHHETO 3A
YIIOTPEBA

29.12.2006 r.
25042012 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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