KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1.  HWME HA JEKAPCTBEHUS IMPOAYKT

I'punekc XorAxtus Make 1000 mg/100 mg/12,2 mg npax 3a nepopanen pa3Teop
Gripex HotActiv Max 1000 mg/100 mg/12,2 mg powder for oral solution

2, KAYECTBEH M KOJIJMUECTBEH CLCTARB

| cawe cbabpxa:

napaleramon (paracetamol) 1000 mg
ackOpOHHOBA KUCENNHa (ascorbic acid) 100 mg
(GEHHITICHPHHOB XMAPOXIOPHA (phenylephrine hydrochloride) 12,2 mg

Tosu nekapereen npopywr CbAbpPrKa 3aXapo3a U acnapTam.

3a WBAHKSA CIMCBK HA NOMOUIHKUTE BELLECTRA BHACTE TOUKA O e
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3.  JIEKAPCTBEHA ®OPMA

Ipax 3a nepopanen pastsop

4.  KJIMHUYHH JAHHU Ry

4.1 Tepanesruunn nokazanus

Ppunexc XorAkrne Makc oGnekuapa cHMITOMMTE Ha NpOCTyAa, rpHN ¥ rpUnonoaobHY HH(EeKUUH
KaTo NOBHLICHA TeMnepaTypa, rnaBobomue, 601ku B CHPNOTO, MYCKYSHM W KOCTHOCTABHH BONKH,
CHMITTOMH Ha OTOK Ha JIMFaBHLATA HA HOCHATA KYXHHA H CHHYCHTE 1PH HACTHHKa, FPHT,

4.2 o3nposxa u Ha9IHH Ha NpUJIOKEnne

Ho3uposka

Bvspacmuu u deya nad 12 200unuy:
I cawre Ha Bceku 4-6 yaca (MakcuMyM 4 cauieTa JHEBHO).

Heouampuuna nonyrayus
['punekc XoTAkrue Makc He Tpabea 1a ce npyjara npu gena Ha Bb3pacT nox 12 roamHwu,

HaunH na npunoxenne
CbAbPXKAHMETO Ha caleTo Tpadea 1 a ce Pa3TBOPH B Y“allla ¢ TOMJIa BoA.

43 Ilpormeonokazanus

. CBPBXYYBCTBUTENHOCT KbM AKTHBHMTE BCLICCTBA HNH KbM HAKOE OT MOMOLIH
H30poeHH B Touka 6.1, UK KbM CHMIaTHKOMUMETHYHH aMHHH.

. HectaGuaHo KOPOHAPHO CbhpaeYvHo 3ab0n9Bane

. Cobpaeyunu apuTMUH.



BHcoko apTepuanto Hansaraue

Bpoaena HeaoctaTbuHOCT Ha rIOK030-6-gocdar gexunporeHasa ¥ METXEMOTTIOOHH
peaykKrasza

Texka yepHOnpoGHa vH 616pedHa HeMOCTATEYHOCT

Bupycen xenarur

ANKOX0IN3BM

QennnkeToRYpHA (NOpPagH ChALPKAHKETO HA acnapram)

To3n nexkapcTsen npoxykT He TpaGBa Aa ce u3noOA3BaA MO BpeMe Ha aeueHHe ¢ MAO
HHXUOMTOPXA H [0 2B CEAMMLIM ClIef TEXHOTO CnupaHe

ToBa nexapcTeo He Tpa6Ba na ce W3NON3Ba B KOMOHHALHS C TPULIMKNHYHH aHTHAETIPECAHTH
/la He ce npHeMa 1o Bpeme Ha NeueHue Che 3HAOBYZHH
3aKpHTOBIBIIHA MIayKOMa

XHIIepTHPEOHAHIBM
Tosu nexapcTren npoaykr He TpaGBa Aa ce H3MO3Ba MO Bpeme Ha GpeMeHHOCT.

44  CrieuHa HH NpeIynpesIeHnn ¥ npeanasHu MEPKH NpH ynotpeda

Tosu nexapcrsen npoaykr chabpia MApaLeTaAMON — NOpali PHCK OT MpeaosHpaHe TpsbBa Aa ce nposepH
41 APYTH PHEMAHH JICKADCTBEHH MPOAYKTH HE ChABLPHKAT MAapaLieTaMOl.

He tpafea ma ce mpuemar emmoBpemerso APYTH JICKApCTBCHH TNPOAYKTH Cpelly [PHN, HACTHHKA M
JCKOHT€CTAHTH.

[TpremaHeTo Ha MPOIYKTa OT NAIMEHTH C Y€PHOZIPOOHA HEAOCTATHYHOCT, MIOYTIOTPEOABAILH ¢ ATKOXOM U
XPaHELIH CC HEITBTHOLICHHO HOCH PHCK OT YepHOApoGHO yBpexaaHe. Jla ce Wanom3ea BHUMATEIHO MPH xopa
¢ ObOpeunHa HeNOCTATBYHOCT, GPOHXMANHA acTMa, XUNepTpoUA Ha MpocTara, cUHAPOM Ha PeitHo,
Anaber, KOpOHapHO ChpaeHHO 3a6oNgBane; NpHeMaIy aHTHKOAlyJIAHTH — NPENOPB4Ba CE aJanTupaHe
"4 TAXHATa 1032 B 3aBHCHMOCT OT KOAryJaudOHHHTE [OKA3ATE/NM, a4 KO TOBA HE € BBH3MOXKHO,
NALHEHTHTE, KOWTO B3UMAT OPANHM aHTHKOATY/IAHTH MOXKE A4 MPHEMAT TO3H NMPOAYKT HE MOBEYe OT
HAKOJKO AHH. JlekapcreeHuar npoaykt TpsGea na C€ M3N0/13Ba BHHMATEIHO NMPM MALUKEHTH, KOUTO
NIPHEMAT AaHTArOHHCTH Ha BeTa-aapeHepriyYHuTe peuenTopy (Gera-6rokeps).

[lopanut cuabpaKaHHeTo Ha 3aXap, NAUMEHTH ¢ PeaKH HACAEACTBEHH NPOBIEMU Ha HETOHOCHMOCT KBbM
p peak

bpyKTO3a, rNIOKO30-raNaKkTo3Ha Manabcopbums MM Cykpa3a-M30MANTA3HA HEAOCTATHUYHOCT He

TpsA0Ba fa npueMaT TOBA IEKAPCTBO.

[To BpeMe Ha JIEYEHHETO C TO3M MPOLYKT HE Ce paspemaBa KOHCYMAalUMA Ha aJKOXOJ IOPAJH PHCK OT
TOKCHYHO YepHOAPOOHO YBpexKaane.

4.5 BsanmopeiicTeHe ¢ ApyTH NeKkapcTBeHn IPOXYKTH M ApYrd GOpMH HA B3anMoaelicTBHe

To3n npoxykr He Tpabea na ce npuema CAHOBPEMEHHO ¢ APYr¥ NEKAPCTBEHW MPOMYKTH, ChAbPMALIM
napaueTamon Wid CHMITaTHKOMHMETHLIM.

MAO unxuGuropuTe MOXeE 1a NOTEHLMpAT ASHCTBHETO Ha flapaueraMona 1 geHnwiedpHHa.

[lapaueramonsT Moxe a 3acuny edekTute Ha aHTHKOAryJaHTHTe (BaphapuH, KyMapHH).

[lpHnaraHero Ha mapauetamon ¢ aHTHETWIENTHLIY, GapbuTypatd W ApyrM nekapcTBEHH MpOLYKTH,
MHAYLIMPALIH MHKPO3OMHUTE €H3MMH YBE/IHYaBA PHCKA OT Y4epHOAPOBHO yBpexaaHe. MeroxnonpaMmuasT
YCKOpABa, 8 BCHUKH XONMUHOAKTHIY 3a0aBAT alcopOumsTa Ha napaueramona oT CTOMAILIHO-YPEBHUS TPaKT.
Hanon3eanero Ha napaLeTaMorl €AHOBPEMEHHO CbC 3HAOBYIMH MOXKE A3 [pefM3BHKA HE | M
YBENHYEH PHCK OT YePHOAPOGHO YBpexKIate. : \

QennnedpuHbT MOXKE A3 HAMATH XUIIOTCH3MBHHUS ¢(QEKT Ha rBaHETHIHH, MEKaM
pesepnun. Ilpu eaHOBpeMenHa ynorpefa ¢ MHAOMETAUMH, aHTATOHMCTH Ha Gelda
peuernropu (6eta-610KkepH) Win MeTHIaONA heHuTehpHH MOXe Na Npeau3BUKA XM

[IpHeMBT Ha TPHUMITHYHH AHTHAETIPECAHTH MOXKE [1a HAMAITH NEACTBHETO MY.




AckopOuHORaTa Kuice/iHa yBenuuasa abcopOLysTa Ha ATYMHHHA OT ChIbPKALLIMTE ANYMUHUI aHTHALIAJHW
CPeACTBa H abcopOUMATA Ha HKens30.

4.6  DepraauTer, GpeMerHOCT H KbpMeHe

bpemenHocT
I'punexc XorAktre Makc He Tpsabsa aa ce npuiara no BpeMe Ha OpeMeHHOCT.

Kupmene
HsaMa maHnn oTHOCHO 6e30macHoCTTa Ha ynotpeda Ha TO3H MPOAYKT NP KbPMAYKH.

4.7 Edexrn BLpxy cnocoSnoctTa 3a uiopupane u pabora ¢ MAIMMHH

Koraro ce mpriema To31 iekapcTeen npoaykT, Tpabsa fa ce BHUMaBA MpH WodHpaHe Wik paboTa ¢ MALHY.

48 Hexenanh JeKAPCTBEHH PeaKHH

YectoTHTe ca onpeaenenm, kKakTo crenpa:

MHoro uecru (>1/10)

Hecrn (21/100 no <1/10)
Hewectu (21/1 000 mo <1/100)
Penku (>1/10 000 oo <1/1 000)
MHoro peaku (<1/10 000)

C HeuspecTna YeCTOTa (OT HANUYHUTE NAHHU HE MOKe Ja
Ovzie HanpaBeHa OLEHKA)

Moske na ce NoABAT CEIHHTE HeXEaHu JICKAPCTBEHU PeaKLIMM:

Hapyiuenua Ha KpeBTa 1 1iMdHaTa cucTeMa
- MHOrO peakH: rpaHyIOUHTONEHHS, arpaHyIOUHTO34, TPOMOOLUTONEHHA.

Hapyinenus va uMynuara cucrema

- MHOro peikH: peakuii Ha CBPBLXYYBCTBHTENHOCT, AOCTHIALLM A0 CHMITTOMH Ha
aHADUNAKTHYEH LLIOK.

Icuxuunn napyeHums
- C HeM3BECTHA YECTOTA: XAMOUMHALMH, YYBCTBO Ha CTpax, HEPBHOCT.

Hapywenus va HepsHata cuctema
- C HeussecTHa 4ecToTa: He3chHue.

Copaeunu HapylueHus
- C HeH3BeCTHa uecTOoTa: TaXHUKApAHA, CbPASYHH APHTMHH

CbIOBH HapyILLIEHHUA
- C HeW3BeCTHA YeCTOTa: NOBHIIEHO KPHBHO HANATaHE, GNEIOCT HA KOXATa H JTHraBHLIHTE

Pecriipatopuu, rpbauv M MeauacTHHaNHY HapywieHus
- MHOT0 peAKH: JUXATENHH HAPYIUCHUS, ACTMATHYHY MPHCTBIIH.

CroMalHo-4YpeBHH HapyLIEeHUs

- Penicu: rageHe, noBpbLIaHE, HAPYLEHO XPAHOCMILIAHE, YYBCTBO Ha NapeHe B SIHT
yCTaTa.

HapyweHus na koxata 1 noakoxnaTa TbKaH
- Peakn: aneprumu peakunu (copGesx, ypTHKapus).




MHOrO peaKH:CepHO3HU KOXKHH PeaKLiti

Hapyiresnus Ha 650peunTe U NMKOUHHTE MBTHILA
- C HeusBecTHa yecToTa: mmypus, GxGpeuna komuka, GrGpeyHa namnapHa HEKPO3a

Croliiasane Ha [OA03MPAHH HEXENIAHH PEAKLIHH

Cpo0IIaBaHeTo Ha MONOIUPAHU HEXKENAHH PEAKLHM ClIen paspelrapaHe 3a ynotpeba Ha NeKapCcTBeHHUA
npoaykT € BaxkHO. ToBa rno3eonspa fa NPOTBLKH HAGMIONEHHETO HA CHOTHOLIEHHETO MoJ3a/pyucK 3a
IEKAPCTBEHHA MNPOAYKT. OT MeAHUMHCKHTE ClNELMaNHCTH C€ HM3HCKBA Ja CboOIMIaBaT BCAKA
NONO3MpaHA HEMeNMaHa peakuus uped Manbinurennata areHuus no mekapcrteata, yi. ”Jamax
['pyes” Ne 8, 1303 Coduis, ven.: +359 2 8903417, yeGeaiir: www.bda.bg.

4.9 IIpexosmpaue

CityualHOTO WM NpeaHaMepeHo MPeAO3HUpaHe Ha JIEKApPCTBOTO MOXKE 1a NMpeIH3BHMKA, A0 ABAJSCET yaca,
CHMIITOMH KATO TafcHe, MOBpLiLAaHE, OOWIHO M3NOTABAHE, COMHONEHTHOCT M obia cnaboceT. Tesw
CUMIITOMU MOXXC 14 OT3BYHaT Ha C/e/iBaLA JEH, BLIIPEKH MPOFPECHATA HA YEPHOAPOGHOTO YBpEKIaHE,

KOCTO B TE3M CITyHaH Ce MPOABABA ¢ TEKECT B €MHracTpHyma, BL30OHOBSBAHE HA ROBPBILAHETO M
KBIITEHHLIA.

Ilpu Beexu cimyyail Ha npHeM Ha egMHMYHA 032 MApALETAMON OT 5 g WIH Mo-rojisiMa, Tpabea ga ce
HpcAH3BHMKa MOBPBLIAHC, aKO HE € M3MHHAN MOBCYE OT eAMH 4ac OT lipHeMa M He3abaBHO a ce
HANpaBH KOHCYATalMA ¢ nexap. Ilpenopbusa ce nepopanen npuem Ha 60-100 g akTHBEH BBIVIEH, 3a
MPCANOYHTAHE CMeceH ¢ BoJa. (TeneHTa Ha MpeNo3HpaHe MOXKE CBC CHIYPHOCT Ja C€ OLEHM
IOCPEACTBOM OTpEAenAHe HUBOTO Ha MAPAlLeTaMON B KPbBTAa. TOBR HHMBO, KaTo (YHKLUMA Ha
H3MHHANIOTO BpeME OT npHeMa Ha NapauleTaMmoll, € LEHHO yKa3aHHe 3a B3eMaHe Ha peLUeHHEe 3a
3aNOYBAHETO M MHTCH3HWBHOCTTA HAa aHTHUIOTHATA Tepanud, ako € Npuwioxkuma. B ciayuali, ue He e
MPOBEACHO TOBA M3C/ICABAHE, a BEPOATHO € MpPHETAa BMCOKA /1032 Mapaleramoln, TpaGBa 1a ce 3anouHe
MHTCH3MBHA AHTHWIOTHA TepamlMi: MHHMMYMET € 2,5g METHOHWH C MOC/IEABAllO MpPOAR/DKABAHE Ha
OOTHHYHOTO /IEYEHHE C ALETHILHMCTEHH H(WIM) METHOHHH, KOMTO Ca MHOTO eexTUBHH B MbpeHTe 10-12 Yaca
CIICA MHTOKCHKALYAATA M BEPOATHO OT MoJi3a A0pH criel 24 uaca. JIeueHHETO Ha MHTOKCHKALIMS C TapalieTaMon
TpabBa 4a ce MpoBeKaa B GONHAYHO 3aBEIEHHE, B MHTEH3WBHO OTIE/IEHHE.

CHMITTOMuTe Ha Mpenosnpare Ha dennnedphn ce NpOABABAT € XEMOAMHAMHMHM HAPYLUEHUA (TaXHKAP/M4,
MOBHILICHO apTEPHANIHO HANAraHe), ChPACUHOCHI0B KOJANC C NPHAPYKABALLO NOTHCKAHE HA THILIAHETO.
Jleuennero BKTIOUBA CTOMALIHA MPOMMBKA H NPHIAraHe Ha Oeta-aapeHonmTvim,. B cayvaii na Texka
HHTOKCHKAUMA € HEOOXOAHUM MOHHTOPHMHT HA JKM3HEHUTE (QyHKLHMH M OCHTYPABaHe Ha MOATIOMAraHe
Ha JHIIAHETO U KPBBOOOPALICHHETO B HHTEH3UBHO OTAE/IEHHUE.

5. ®APMAKOJIOTHYHH CBOMCTBA

31 dapmakoguuaMuunn cBoiicTBa

DapMaKoTepanerTHYHA rPyria; aHAITSTHLH H aHTHIMHPETHLIM, KOMOWHALIMK ¢ NMapaueTaMoN (¢ M3KTFOUEHHE Ha
neuxonenmvuy), ATC kox: N 02 BE 51.

To3n nekapcTBeH rnpoaykT chabpKa Napauetamon, denunedprHos xuapoxaopun W sHTaMuH C,
BCJIEACTBUE HA KOETO 0D/1EK4aBa CHMITTOMHTE Ha HACTHHKA, IPHN H FPHIIONOAOGHH 3a00/19BaHY g
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ITapaneramorLT MMa aHANrETMYHO W AHTHIHMPETHUHO AelcTBHe, To3M edexT /£ g
MHXMOUpPAHeTO HA aKTUBHOCTTA HAa UMKJIOOKCHTEHA3aTa HA apaxMIOHOBATA KMCETHH %1‘
MpocTariaHaMHoOBaTa CHHTE3a B HeHTpanHata HepeHa cHcereMa (LTHC). Toea B =00
HyBCTBHTENHOCTTA Ha LIHC kbM aeficTBHETO HA KHHHHH H CEPOTOHMH, KOETO B MOy GACHSE 0
HaMa/lcHa 4qyBCTBHTEIHOCT KM Gosnka. OCBEH TOBa, TNOHIWKABAHETO HA POy xaig.ﬁ.’as,ﬁn
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'PYTiaTa Ha HECTCPOHAHWTE NpoTHBOBLINAIMTENHM cpeactea (HCIIBC), napauetamomsT He NoRTMsiBa
TpOMOOLMTHATA arperawus.

PeHNTEPPHNBT € CHMNATHKOMHMETHK, CTumynupa ocBOGOXKNABAHETO Ha afApEeHANMH  OT
CHMIIATHKOBHTC HCPBHH OKOHYaHMA W OKa3Ba fIPAKO CTUMYJHpPAaWlo JeHCTBHE BEDXY O-

aapPCHEePruiIHMTE PEOCNITOPH B CpaoBaTa cTeHa. B pE3yJjiraTa Ha TOBa, T€ C€ CBHBAT, 4 OTOKET H
XHIICPEMHATE Ha THTABHLIATA HAMAJTSIBAT,

Hali-paxknute ¢yHkuMu Ha ackopOunoBaTa KHeeanHa ca  GHOCHHTERaTa Ha KOnareH W
BETPEKJIETHHHO BEIIECTBO M HEHHOTO AHTHOKCHAAHTHO neifcTBue. DyHKuuATa Ha ackopbuHoBaTa
KHCCTHHA B KOJIArcHOBaTa CHHTE3a C¢ CHCTOM B XHAPOKCHIMPAHE HA MPONHHOBUTE H JH3WHOBHTE
OCTAaTBLH N0 XHAPOKCHIPOIHH M XMAPOKCHIIH3HH, KOETO BOIM A0 MPEBPHLIAHE HA XHIPOKCHKOIareHa
B CBIIHHCKA KOMareH. ACKOPOMHOBaTa KHMCENHHA JIeCHO ce TpaHcdopMMpa B AEXHAPOacCKOpOHHOBa
KHCC/IMHA M Y4acTBA B OKHC/IMTEIHO-DENYKUMOHHMTE Mpouecd. TH MMa OCHOBHa POt B npoueca Ha
XHJPOKCHIIHpaH® HA CHHTE3WpaHWTe OT HaAOBOpeuHMTE *UIE3H cEpoHmH, KaTO KOpaKkTOp Ha
CTCpOHAHATA  70-XMOPOKCHNA3a KaTaAW3Hpa TpaHC(OPMALMATA Ha xonecrepona a0 To—
XHAPOKCHXOIECTEPOJI B OMOCHHTE3aTa HA MITHUHHTE KUCETHHM. AckopOuHoBaTa KucennHa obpazyra
OKUCMTENHO-PEAYKIIHOHHM CUCTEMM € UMTOXpoM C, ITyTaTHOH, (IABHH M MHPHAMH HYK/IEOTHIM.
YuactBa B MeTaboMu3Ma Ha THPO3KHA, QEeHUTaMHHA, PONTHEBATa KUCETHHA, XKEA30TO, XUCTaMHHA,
HOpalpeHaliHa, KapHWUTHHA, OeNTbuHHMTE M MactuTe. CTHMY/IMpa CHHTE3aTa Ha NPOCTALMKJIMH.
Ilorucka cunTesara Ha TpomGokcan. [ToTHCKa AHITMAHATA NepOKCHAAUHA U Ae3aKTHBUPA CBOOOIHUTE
CYREpOKCHANpaHH pajukand. OCBEH TOBA CE CUMTA, Y€ € HMYHOMOMY/NATOP M B3MMA y4yacTUe B
MPOAYKLUMATA HA HMYHOTTTOOY/THHM.

52  (apMakoKHHETHYHH CBOHCTBA

Ilapaneramomst ce pesopSipa OBP30 W NOYTH HAMBAHO B CTOMAILHO-YPEBHHS TpakT. Makcumanua
KOHLEHTpALHA B KPBBTA € AOCTHTA CJied 0kosto | Hag,

CBbp3Ba ce B Ma/ka CTeneH ¢ Ia3MeHHTe NPOTEHHH (B TepaneBTHYHM 103K oT 10% po 30%, a B no-
BUCOKH oT 20% 10 50%). BpeMeTro Ha MOMyXHMBOT Ha aKTHBHOTO BELIECTBO € OT 2 a0 4 daca.
AHAIINETHYHOTO JIeHCTBHE Npombkasa 4-6 gaca, a AHTHITUPETHIHOTO — 6-8 yaca. OCHOBHMSAT ITHT Ha
CTMMHHUDAHE Ha AKTHBHOTO BELLIECTBO € 4epHOAPoOHa GHoTpancdopmaums. Camo manka dacT (2-4%) ce
OTACHA B HENPOMEHCH BHA 4pe3 ObOpeunre. OCHOBHUAT MeTaGONMT Ha NAPALETAMONA
(mpubmusutento 90%) NpH BL3PACTHH € HErOBHAT KOHIOTAT C [TIOKYPOHOBA KHCENWHA, a NMPH OeLa —
H CBC CAPHA KHCENHHA,

XeNaTOTOKCHYHHMAT MeTabonuT N-aueTwi-napa-GeH30KBHHOMMHH e o0pasyBa B MalKH KO/HYeCTRA
(npubauzutenno 5%), cren koero ce KOHIOTHPA ¢ YePHOAPOOHHS NTYTATHOH M HAaKpas C& eKCKPETHpa
C YPHHATA, KOHFIOTHPAH C LIHCTEHH WK MEPKANMTOBA KUCEIHHA.

HepHoapoGuuTe 3amack or riyTaTMOM Moke na ce H3YEpIAT, KOETO BOAM OO0 HATPYIBaHe Ha
TOKCUYCH MeTabOoNHUT B YepHus Apob, KOETO MOXe na AOoBeae 10 YBpPEKIAAHE HA XENATOLMTHTE,
HEKPO3a H OCTpa Y€PHOAPOOHA HEAOCTATBYHOCT.

DernnedppunoBuaT Xnapoxaopun ce pesopOupa siecHo ¥ 6BbP30 B CTOMALIHO-YPEBHUS TpAKT.
Benencteue Ha wHTEH3WBHMA MeTabonuznbM B YpeBHaTa CTeHa OMOHANMYHOCTTA My NOCTHra o 40%.
Maxcumantu cepyMHH KOHUEHTpalmu ce nocTHrRa cen 1-2 vaca, Bpemero Ha nomyxusor e 2 10 3 uaca.
Ipu nepopannara dopma, 3a Ja ce mocTHrHe HazamHa ACKOHTeCTHA, ISKAPCTBEHUAT MPOAYKT CE JABa Ha
Beekn 4-6 waca. MeraGommsupa ce mpeammuo B uepHMs apo0 upes KOHIOTHpaHe CBbC CApPHA HWIM

(VIIOKYPOHOBA KMCETMHA WITH YPE3 OKMCIMTENHO /Ie3aMHHHpPaHe C TOC/IEABALIO KOHIOTHPAHE Che CApHA
KrcenrHa. Criefl ToB2 METaGONHTHTE Ce UATBYBAT C YPHHATA.

AckopOnHoBaTa KMcennma ce pesopGupa B CTOMAWIHO-4YpeBHUA TpakT B 70-80%
AyONCHYMA ¥ NMPOKCHMATHATA 4aCT HA THHKUTE depea. B kpnBTa 25% OT ackopGHHOW
CBBPSBEA C IUIaSMEHUTE NMPOTEHHHU. MakcHMarHa nniasMeHa KOHLICHTPALHA ce JA0CTHTA
OpraHM3Ma 4aCTHHHO C€ OKHCIIABA 10 ACXUAPOACKOPOaT, YacT OT KOHTO NpeMUHaBa
MCAHHpaHa pereHepalns A0 NbpBOHa4aIHaTa peayuupana gopma. Enumunnpa ce |
HENPOMEHEH BUA WM 1ToA, dopMaTa Ha MeTaboNHTH.



3.3 IlpegkAMHMYHA JAHHH 33 6e30IACHOCT

Hsama wanuunm Gubnuorpadeku nanyy 3a KOMOMHHpaHHs NPOAYKT.

6  OAPMAIEBTHYHN TAHHH

6.1 Crhoucbk Ba noMomEuTe BeUOIecTBA

3axapo3a, TMMOHEHa KHCENTHHa, HAaTpUEB UUTPAT, THMOHOBM apomartH , acnapram (E 951),
XUHONUHORO xb1TO (E 104).

6.2 HecsemecTHMOCTH
Henpunoxumo
6.3 Cpoxk Ha roanoer

3 roavHu

6.4 Croeuuannu ycnoBas Ha ChXpaneHHe

Ha ce cvxpansBa noa 25°C.
6.5 BuIHchaLpAKAHHE HA ONAKOBKATA

KaproneHa kyTHs, cbabpxaiua 5 camera (PE/AI/PE)
Kapronena kytus, chbaspxama 8 cawerta (PE/AVPE)
Kapronena kyrus, chabpxama 10 camera (PE/AI/PE)
Kapronena kyrus, cbaepxama 12 camera (PE/A)/PE)

6.6 Cnenuanuu npeanasHu Mepky npn H3XBLpJinHe H paboTa

PasTBOpeTe chabpkanHeTo Ha eHO calle B Yaia ¢ ropeiua BoJIa ¥ U3MUATE TOIUIaTa HaruTKa.

7. IIPHTEXATEJI HA PASPENIEHUETO 3A YIIOTPEEA
US Pharmacia Sp.z 0.0.

Zigbicka 40, 50-507 Wroclaw
[onura

8. HOMEP HA PASPELNIEHHUETO 3A YIIOTPEBA

20060801

9. JATA HA ITHPBO PA3PEUIABAHE /MMOAHOBABAHE HA PA3PEIUEHHETO 3A
YIIOTPEBA

29.12.2006 .
25.04.2012 .
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