1. HUME HA JEKAPCTBEHUSA ITPOAYKT

ACITAPHH MMPOTEKT 100 mg cToMallHo-ycTORUMBH TabIeTKH
ASPIRIN PROTECT 100 mg gastro-resistant tablets

2 KAYECTBEH H KOJIHMYECTBEH CBbCTAB

1 Tabnerka chabpxka: 100 mg auernncaniuunoBa kucenuna (acetylsalicylic acid).
3a MBAHKMA CIMCHK HA MOMOLLHHTE BELIECTBA BIKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA \ AFEHLIAA N0 NEKAPCTBATA
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4.1 TepaneBTHYHH NOKA3aAHHSA

ALIETHICANTHLIMIOBA KHMCEIMHA € MOKa3aHa MPH BB3PACTHH 3a ynoTpeba NpH ClIEJHHTE ChPICUHO-

CB/IOBH CbCTOSHMUA:

- 3a HamaJIsiBaHe PUCKA OT CMBPTHOCT MPH MAlLIMEHTH CbC CbMHEHHE 38 OCTHP MHOKapCH
HHapkT

- 3a HamasisiBaHe pucKa OT 3a00/1eBaeMOCT U CMBPTHOCT MPH NalMEHTH C MPeKapaH MHOKapAeH
HHpapkT

- 3a BTOpHYHA MPODHIAKTHKA HA HHCYIIT

- 3a HamansBaHe pucka oT npexoauu ucxemuunu ataku (ITMA) u uncynt npu nauuentu ¢ [THA

- 3a HamMaNsABaHe PUCKa OT 3a00/IEBAEMOCT W CMBPTHOCT TPH MALMEHTH ChC CTabMIIHA H
HecTabM/IHA CTEHOKApaUs

- 3a npeBeHLMs HAa TPOMO0EeMOOIM3BM CIIE Ch0BA XMPYPIUA WIIH IPYTH HHTEPBEHLIMH, HATp.
PTCA, CABG, kapoTHHa €H1apTEePEKTOMMS, APTEPHOBEHO3HH II'BHTOBE

- 3a mpotunakTrka Ha Ab10OKa BeHO3Ha Tpombo3a u benoapobua embous cne
NPOABLIDKHTETHA KMOOKIM3ALIMS, HATIP. CJIE/l FOJIAMa XMPYpPrUvHa MHTEPBEHLMS

- 3a HaMaJABAHE PHCKA OT TbPBH MHOKApAEH HH(APKT NPH XOpa ¢ NOBUILEHH ChPAEYHO-ChIOBH
puckoBH (pakTopH

4.2 JM0o3HpOBKA H HAYHH HA NPHJIOKEHHE

Z!O3PIHOBKH

OcTbp MHOKapaeH HH(APKT: pHeMa ce MbpBoHadasHa 103a ot 200 mg o 300 mg seaHara npu
nojo3peHue 3a MdokapzeH uapapkrt. [lopaspikaiua no3a ot 100 mg 10 300 mg npoabkasa ia ce
npuema 30 auu cnen wHdapkra. Cnen 30 1uu cneasa na ce OOMHCITH JIOMBIIHUTENHA Tepanus 3a
NpeBeHLUs Ha MOBTOPEH MHoKkapaeH HHdapkT. [IbpBoHayaniHaTa 103a Ha BCUUKH JIeKapCTBEHH
(hOpMH, BKJIFOUHTESHO CTOMALIHO-YCTONYMBY TaONETKH 32 Ta3u HHAWKaLMA TPAOBa 1a ce cMayka HIilH
cIbBYE H TOTBIIHE, 3a /1a ce nocTurHe obp3a abcopOums.

[Mpennumen muokapaeH ungapkt: 100 1o 300 mg aHeBHO.

Bropuuna npodunaktiika Ha uHeyat: 100 no 300 mg nHeBHO.

[1pu naunentu ¢ [TMA: 100 1o 300 mg anesHo.

[Ipu nauMeHTH che cTabuaHa U HectabuiHa creHokapaus: 100 no 300 mg aHeBHO.

JHEBHO.




[Tpodmnaktuka Ha aeadoka BeHO3HA TpoMbo3a K GenoapobHa embonua: 100 o 200 mg aHeBHO WK
300 mg npez aex.
Hamansasawne pHcka oT mbpBrueH MHOKapaeH HHOapkT: 100 mg aHeBHo Hau 300 mg npes aeH.

Ieduampuuna nonyrayun

besonacHocTTa M epukacHocTTa Ha AcnHpuH [IpoTekT npu aeua Ha su3pact noj 18 roguHuM He €
yCTaHOBeHa. JIunceat naHuH. Eto 3awo, AcrnupuH [IpoTekr He ce npenoprkyea 3a ynotpeda npu aena
nox 18 rooHHw.

Hayuenmu ¢ veproopobno yepexucoane

AcnupHH IIpoTEKT € NPOTHBOIIOKA3AH MPH MALMEHTH ¢ TEKKa YepHOApodHA HENOCTATLHHOCT {BIK.
To4ka 4.3). Acnuput [TpoTexT Tpabsa fa ce n3no/3Ba ¢ ocobeHo BHUMaHKHE IPH NMALHEHTH C
HapyuieHa yepHoapoOHa Gynkuus (B Touka 4.4).

Ilayuenmu ¢ 6vbpeuno yepescoane

Acnupun [IpoTekT e mpoTHBOMOKA3aH MPH MALKEHTH ¢ TexKKa OBOpevHa HEIOCTATHYHOCT (BIK.
Touka 4.3). AcriipuH Iportexr TpsabBa aa ce n3non3ea ¢ ocobeHo BHUMaHHE NPH MALMEHTH C
HapyweHa GpOpeuHa GyHKUMSA, TBH KATO ALETHICAIHLMIOBATA KHCEIMHA MOMKE JOITBIIHUTENHO Ja
yBeNUYH pHeka oT 6s0peuHo yBpexaaHe M ocTpa GbOpetHa HedoCTaTBYHOCT (BK. Touka 4.4).

Hauud Ha npunoxkeHue

3a nepopanHO NPHIGKEHHE,

IMpenopbuMTenHO € CTOMALUHO-YCTOHYIHBHTE TAOAETKH € Ia ¢¢ B3eMart rnoHe 30 MHHYTH npeau
xpaHeHe ¢ MHOTO Boja. CTOMALIHO-YCTOHUMBHTE TabneTkH He TpaOBa J1a ¢& MAYKAT, YyTNAT WITH
JIbBYAT, 38 1a OCHIYPH 0CBOOMKIABAHETO B allKa/THAaTa cpeda Ha Yyeppata. OCTbp MHOKapaeH
HHpAPKT: TbpBOHA4ANHAaTa A03a Tpa6sa aa 6bae cMauKaHa HITH CABBKAHA H MOTBHIIHATA.

4.3 IIpoTHBoNeKaIaAHHS

ALETHICATIMLMIIOBA KHCETUHA HE TPpAOBa 1A ce H3NMWI3BA B CNSIHUTE CTyUau:
e  CBpPBXUYECTBHTENHOCT KbM aKTHBHOTO BELLECTBO, APYTH CATHLIWIATH HIH KBM HAKOE OT
NOMOLIHHATE BELIECTBA, H30poenn B Touka 6.1,

e  AHaMHECTHYHM [AaHHM 3a acTMa, HHIOYUWpaHa oT TPWIOKEHHE Ha CAIWLWIATH MU
cybeTaHUNM ¢ MoA00HO feficTBie, 0COOEHO HECTEPOUAHH NPOTHROBL3NATHTEIHH JIEKAPCTBa,
OCTPH CTOMAUIHO-YPEBHH A3BH,

XeMopard4Ha amparesa,

Texka 0LOpedHa HeaoCTATLYHOCT,

TeXKKA YepHOAPOOHA HEA0CTaTbYHOCT,

TEIKKA ChPAEUHA HEMOCTATBYHOCT,

KOMOMHALMA ¢ METOTPAKCAT ITPH 103K 15 mg/cemMHUHO MnH noeede {BX. Touka 4.5),
MOCNIEHOTO TPHMeceuHe Ha OpeMeHHocTTa. (BK. Touka 4.6).

4.4 CoenManHy npeayipexieHus 1 NpedNasHH MEPKH NPH yOoTpeda

AleTHIICATHIIMIORA KUCENHHA TPAOBa Aa ce M3MoA3Ba ¢ 0COOEHO BHHMAHKHE B CJIEJIHUTE ClIyHau:
®  CBBPXUYBCTBHTENHOCT KbM aHAIN€THUM / IPOTUBOBB3NAINTE/IHNA / aHTHPEBMATHYHA
JIEKapCTBA U B NPHCBCTBUE HA APYTH alIeprHH;
®  AHAMHECTHYHH JaHHH 32 CTOMALUHO-YPEBHU A3BH, BKJIIOYHTENHO XPOHHYHA WK
pel/IMBKpAalla A3BeHa Gonect WKW aHAMHECTHYHH 1aHHH 33 CTOMAUIHO-UPEBHH
KPBBOH3NHBH;
¢/IHOBPEMEHHO JIEYEHUE C AHTHKOAry1aHTH (B, Touka 4.3),
¢ [IPH NALMEHTH ¢ HapylleHa ObOpeuHa yHKUME WIK NAUMEHTH ¢ HAPYLIEHA ChPACYHO-




THH KATO AUECTHICAIHUMIOBATA KHCETHHA MOXKE JOITBIHUTENHO 12 YBEJIHUH PHCKA OT
OBOpe4HO yBpexkaaHe i ocTpa OLOpeyuHa HEAOCTATRYHOCT;

*  MpH NAUMEHTH, CTPAIALUH OT TEXKA MIok030-6-ocdar nexunporenazna (G6PD)
HEJOCTATBYHOCT, ALETHIICAIHLAIOBATA KHCETHHA MOXKE Ja MHIYLHpPa XEMOJTH3a HiK
XEMONUTHYHA aHeMHs. DAKTOPH, KOUTO MOTAT Ja YBEJIM4AT PUCKA OT XEMOJIH3a Ca Hanp.
BHCOKA /I03MPOBKA, TPECKA HITH OCTPH HHOECKLHK;

*  yBpeReHa YepHOAPODHA PYHKUMS;

®  METaMM30J1 U HAKOW HECTEPOHIHH MPOTHBOBL3NANATENHN cpeactea (HCIIBC), kato
uOynpodeH 1 HaMpoKCeH, MOXKe Ja OTCIadAT HHXMOHTOPHHSA eeKT Ha AUETHICAIMLUHTIORATA
KHMCETHHA BBbPXY TpoMOOLMTHaTa arperauus. [launenture TpaGea a 6bIaT NOCLBETBAHK Aa
TOROPAT C TEXHHA JIEKAP, aKO €2 Ha JIEYEHHE ¢ aLSTHIICANHLMIOBA KHCEIHHA W [IaHUpaT Ja
npreMat Metamuzon win HCIIBC (Bx. Touka 4.5).

*  AUESTHICAIHUHNOBATA KHCETHHA MOKE 14 IPHYHHW OpPOHXOCNazbM M HHIYLHPA ACTMATHYHH
aTaKH WIH JIpYrd PEaklHH Ha CBPBXYBCTBHTETHOCT. PHCKOBH (DaKTOPH ca ChLUECTBYBAINA
OpoHXHaNHa acTMa, CeHHA XPeMa, HAa2aHH TTOJTMITH MITH XPOHHYHO Senoapofno zabonseaHe.
ToBa ce OTHACA CHIMO M 32 NAUKEHTH C ANEPIrUYHH PEAKITUH (HANp. KOKHH peakumu, cepbex,
YPTHKApH) KbM IPYTH BEILECTRA,

*  nopajal HRXHOUTOPHUAT edeKT BbpXY TpoMOOLMTHATA arperarus, KOWTO MOKE /1 TIPOILITKH
710 HAKOJIKO IHH CJie]] NPHIIOKEHHE, aLeTH/ICAIMLMIOBATA KHCETHHA MOXKeE JIa JOBeIe [0
MOBHLIEHA TEHASHUNA OT KPBBOUIIMBY 110 BPEME H CITE] XHPYPTrHUUeckH ONepaiuy
(BRUTIOMHTEIHO Mallka XHPYPrus, HATIP. 30HU eKCTPaKLHH ),

® B HHCKHM J03H aUETHICATHUWIORATA KHCEJIMHA PEYLIMPA SKCKPELHATA HA NMKOYHATA
kucenuHa. ToBa MOXKe Ja MPOROKKpA Nojarpa mpy Npeapa3moiokeHH NalHeHTH,;

[TeauaTpuyna nonynauus

JlekapcTeeHH NPOAYKTH, ChABPIKAIM alETHICANHIIMIOBA KHCETHHA He TpaOBa fa ce W3Mmon3eaT npH
A€UA W KOHOIIH C BUPYCHHM HR(EKIMH, Cbe HH Oe3 BHCOKaA Temneparypa, ez KoHcyaTauus ¢ nekap.
Ilpu onipeaeneHy BUpYcHHU 3a00/ABaHHA, ocobeHO rpun tun A U B v Bapuuena, chliecTByBa puCk 3a
pa3BHTHE HA CHHAPOMA Ha Peif, MHOTO pAIKO, HO BB3MOXKHO KUBOTOZacTpaluaBalle 3abonssasxe,
KOETO M3HCKBA He3abaBHA MEIMUMHCKA MOMOLL. PHCKBT MOXKe 112 Ce YBENTUMH, KOTaTo
ALCTHICATMUHIOBATA KHCEIMHA CE NIPHNAra € THOBPEMEHHO, FhIIPEKH Ue He € /I0Ka3aHa PHYHHHO-
ClIECTBEHA BPb3KA. AKO NPH TAKHEA 3aD0NABaHHS C€ MOABH NPOABIDKHTETHO MOBPBIIANE, TOBA MOKE
Ja € MpU3HaK Ha cHHApoMa Ha Peit.

Tosa nekapcTRO chabpKa Mo-Manko ot | mmol Hatpuii (23 mg) Ha TabNneTKa, T.e. MOXKE Ja Ce KaKe,
Ye MPaKTHYECKH HE CBALPIKA HATPHH,

4.5 BaammopeiicTBHe ¢ ApYry JIEKAPCTBEHN NPOAYKTH B ApYrH GOpMH HA B3auMOaeicTRHE
4.5.1 IIpoTHBONOKA3AHH KOMOHHANHH:

MeToTpekcar, H3N0J3BAH B 1034 N0-BHCOKH oT 15 mg/ceamnuno nian nopeye:

[loeMINEHA XEMATONIOrHYHA TOKCHYHOCT HA METOTPEKCAT (MOHMKaBaHe Ha OB0peYHMI KIHPBHE HA
METOTPEKCAT OT NPOTHBOBL3NIAIMTENHH JIEKAPCTBA B MONAMAa CTENEH W U3MECTBAHE HA METOTpEKCaT OT
HETOBOTO CRBP3IBAHE C MITA3MEHHTE NPOTEHHH OT CANULHIATHTE) {BK. TOUKa 4.3).

4.5.2 KombuHanun, KOHTO HAJATAT NPeJNA3HH MEPKH MPH HINOI3BAHE!

MertoTpexcat, H3MO0JI3BAH B 1034 N0-HECKH oT 15 mg/ceamnuno:
[ToBHIEHa XEMATOIOTHYHA TOKCHYHOCT HA METOTpeKcaT (MOHWkaBaHe Ha &p0peunHus KINPBHE Ha

METOTPEKCAT OT NPOTHEOBL3NAIHTENHH JIEKAPCTBA B rOJIAMa CTENIEH H H3MECTBAHE Ha METOTPeKCaT oT
HEroBOTO CBBP3BAHE C MIA3MEHHUTE NIPOTEHHH OT CAUIIHIIATHTE).

MeTaMH30.T B HeCTepPOHIHH NPOTHROBRINANHTENHH cpeacTBa (HCIHBC):
EaHoBpeMeHHOTO NPUNOKSHHETS (ChLUNHA AeH) Ha MeTaMH3oa W Hakod HCTIBC, kato nby
HAPOKCEH, MOKe 1a oTenabu HeoOpaTumo TpoMOOLIMTHOTO MHXUBUpaHe, MHAYUUPAHO OT




ALUETHJICATTMIMNOBATA KHCENHHA. KIIHHWYHOTO 3HaueHHe HA Te3H B3aHMOZCHCTBHA HE € H3BECTHO.
Jledenrero ¢ metamuson wik Hakon HCTIBC, kato nbynpodeH win vanpokcen, NpH Mam4eHTH ¢
MOBHLICH CBPAEYHO-CLAOB PHCK, MOXE /1A OTPaHHYH ChpPAEUHO-ChAOBATA 3alMTa HA
AUETHICATHLIHIORATA KHCCITHHA (B, Touka 4.4),

ExcniepMeHTaNnHy JaHHM NOKa3BaT, ye HOYIpodeH Moke 1a HHXHOMpa edeKTa Ha HHCKO-1030BHS
acNMpHH BBPXY TPOMOOUMTHATA arperalys, KOraTo ce Mmpuiarar eqHoepemenno. [lopaan
OrPaHHYEHOCTTA Ha TE3H IaHHH W HECHTY PHOCTTA OTHOCHO EKCTPANOALMATA Ha JAHHHUTE €X VIVO KBM
KJIMHHYHHTE HE MOFAT J1a ¢ HAMpPaBAT KATCTOPHYHH 3aKIHO4EHHS 33 pelIoBHATA yroTpeba Ha
ubynpoden, U HAMA KIHHAYHO 3HauuM eexT, KOHTO 1a ce CUMTA 3a BEPOSTEH TPH HEPEIOBHA
ynotpeba Ha nbynpoden (Bx. Touxa .1).

[Ips eaHOBpEMEHEH NPHEM METAMH30J MOJKE J1a HaManK edekra HA AUETHICATHIIMIOBATA KHCETHHA
BBpXY TpoMOOLMTHATa arperalius. CleaoBaTenHo, Tazd KOMOWHALHS TpAOBRa Aa Ce H3MON3Ba ¢
NOBHILIEHO BHUMAaHKE NPH NALMEHTH, NPUEMALLU HUCKA 1032 aCTTMPHH 38 KapIHONPOTEKLMA.

AHTHKOAaryJIanTH, TPOMGOIHTHIIH/APYTH HHXUOHTOPH HA TpomOounTHATA
arperpanus/xeMocTaa:
IloBwILEH pHUCK OT KbpPBEHE.

HecTeponaHH NPOTHBOBL3NANHTEIHN CPEACTBA CbC CATHIHIIATHS
ToBHIIEH PUCK OT A3BH H CTOMAILIHO-YPEBHO KbPBEHE MOPANy CHHEPTHYHUA cekKT.

CeNleKTHEHH HHXHOHTOPH HA 00PATHOTO 3AXBAIIAHE HA CEPOTOHHHA:
Iosuinen PHCK OT KbpPBEHE B 'OPHHUTE HaCTH Ha CTOMALIHO-4YpEBHHUA TPAKT IOpaan BbEIMOKECH
CHHEPrHYEH edeKT.

JHrokenu:
IlnasMeHUTe KOHLIEHTPAIIMH HA TUTOKCHH €a MOBHILICHH, NOpaad HaMaisBaue Ha 6b0peqnara
CKCKPCLIHA.

AHTHIHA0ETHH, HANIP. HHCYJIHH, CYHPOHHAYPeHHH TPOIYKTH B KOMOHHAIHA ¢
AUETHICATHLHNIOBA KHCETHHA BEB BHCOKH JO3H:

TMoBHIIEH XHUNIOTTHKEMUYEH edeKT NPH NMO-BUCOKH J03W ALETHNCATHINMIIOBA KHCEITHHA TIOCPEICTBOM
XHIOTIIMKEMHYHOTO JeHCTBUE HA ALIETIWICANMLIHIOBATA KHCEIMHA M M3MECTBaHe Ha cy/iaHunypeaTa
OT MACTOTO HA CBBP3BAHE C MIA3MEHHTE NPOTCHHH,

JuyperHus B KOMONHALHA ¢ aUETHICAIMIN/IOBA KHCEIHHA BLB BHCUKH [03H:
Hamanexa rnoMepynHa GpunTpaims nocpeicTBOM HamaneHa Gb0peyHa CHHTE3a Ha MPocTariaHHHH.

CHcTeMHH IVIOKOKOPTHKOH/IH, ¢ H3K/JIYMEHHE HA XHAPOKOPTH30H, H3N0J3BAH 32 3aMecTBaLlo
Je4eHHe NpH AAHCOHOBA DoJiect:

[ToruxaBaHe Ha KPLBHUTE HMBA HA CAJTMIMIIATA 110 BPEME HA KOPTHKOCTEPOUIHOTO JIEYEHHE H PHCK
OT CallMUUIATHO NMPEAO3HpaHe el KaTto TOBA IEYEHHE CE CNpe, Nopagl MOBHMIIEHO ENMMHHHPAHE Ha
CANHLMNATHTE OT KOPTHKOCTEPOHAH.

Ennoepemennara ynorpeda Moske 1a NOBHILEH PHCKA OT FaCTPOMHTECTHHANHO KbPBCHE W A3BA.

Huxnduropu na aurnored3ud kouBepTApai ensuM (ACE) B komOHHAaNHSA ¢
ANETH/ICANHIIHIOBA KHCEJHHA BbB BHCOKH A03H:

Hamanena rnomepysna Guirtpauds nocpeIcTBOM MOTHCKAHE HAa CHAOPA3LIHMPABALLY TIPOCTArIaHIWHH,
OcBeH TOBA, HAMANIEH AHTHXUTIEPTEH3NBEH ediekT.

Bannpoesa kucenHHa:
[ToBHmEHa TOKCHYHOCT HA BANNpOoeRa KHCeNKHA, NopaaH W3MECTRAHE OT MECTaTa Ha MpoTe
CBbLP3BaHe.




AJIkoxoa:
[losHweno yBpekIaHe Ha CTOMALIHO-YPEBHATA JIMTABALIA M YABKABRAHE BPEMETO HA KEPBEHE NOPAJH
AAUTHBHHTE eheKTH HA ALIETHICAIMLWIOBATA KHCEIHHA W ANKOXONA.

YPHKO3YPHYHH cpeacTBa KaTo GeH30pomapon, npobenen;
Hamanen ypukosypuueH edexr (KOHKYpEHIHA 33 eIMMHHHPAHE Ha THKOYHATA KHCENMHA Ypes
ObOpeuHa TyGynapHa eKCKpeLusa).

4.6 ®eprannTeT, GpeMEeHHOCT H KbpMeEHe

BpemeHHOCT
HuxuOHpaHeTO HA NPOCTarNaHaHHOBATA CHHTE3d MOXKE A2 IOBNHAES HeONaronmpuUATHO Ha

BpemenHOCTTa M/HITH eMOPHOHATHOTO/beTanHOTO pazBHTHE. J[aHHH OT eNUAEMHONOTHYHH
Npoy4BaHHA NPEANoaraT yBenH4eH puck oT abopT U ManpopMailiK caen ynoTpebata Ha HHXHOUTOP
Ha NPOCTArNIAHIHHOBATA CUHTESA B PaHHa OpemeHHOoCT. CYNTA Ce, 4e PUCKBT C¢ YBENHUABA ¢ 103aTa U
NPOOB/DKATENIHOCTTA Ha sieveHHe. HannuknTe JaHHH He MOAKpPensT Bpb3KaTa MEXy [IPHEMa Ha
ALCTHICATHLMIIOBA KHCENHHA W MOBHIIEH PUCK OT NOMATaHe. 32 aUeTH/ICANHIIMIOBATA KHCEIHHA
HATHYHUTE SNMAEMHONOTHYHH JIAHHH OTHOCHO MaNGOPMaLIMK HE Ca €fHO3HAYHH, HO MOBHILEH PHCK
OT racTPOCXM3UC HE MOKE J1a ¢€ M3KIIOUH. EfnO npocnekTHRHO HRNUTRAHE ¢ €KCMO3HLMA [IPH paHHa
GpemennocT (1-BH — 4-TH Mecen)} Ha okono 14 800 aBoiiku MaiiKka-AeTe He YCTAHOBABA HUKAKBA
BPL3Ka ¢ MOBHIIEHATA YECTOTa Ha Mandopmaumn.

HM3MHTBAHHA ¢ XKMBOTHH MMOKA3IBAT PENPOAYKTHEHA TOKCHUHOCT (BK. TOUKa 5.3).
Hucku no3u (noa v po 100 mg/nen):

KnuHn4nnte nannu nokasear, ye aosute no 100 mg/nen ca Gesonachu 3a orpanuyeHa ynotpeda B
AKYLIEPCTBOTO, KOATO M3HCKEA CMEMANH3HPAHO HabMI0aeHHE.

Ho3m vag 100 mg/nen no 500 mg/nen:

Hsma gocTaThuHO KTMHHYHH NPOYUBAHHA BbB BpL3Ka ¢ yrorpeGara Ha 1o3u Haa 100 mg/aen no 500
mg/aeH. CnenoBaTelHe, NpenopbKuTe no-gony 3a jo3u oT 500 mg/aeH U NoBeYe CHIIO ¢e NpUnarar
3a TO3H 00XBAT Ha J03aTa.

Ho3u ot 500 mg/nen n noseye:

Or 20-Ta cenMuua Ha OpeMEHHOCTTA HATaThK YNoTpebaTa Ha AETHICATHUHAOBA KHCE/IMHA MOKE 11a
NPHHMHH OJHIOXMIPOAMHHOH B pe3ynTaT Ha 6b0peuna nucdyHKUMg Ha mtona. Tosa moke faa ce
CITY4H CKOpO €JIe] 3aN0YBaHE HA TeUEHHETO H OOUKHOBEHO € 0fpaTuMo cliej npeycTaHosapaHe. B
ZIOMBJIHEHHE, HMa CHOOIISHHS 32 CTECHABAHE Ha JYKTYC apTepUo3yc cle IedeHHe NMpe3 BRTopus
TPUMECTBP, NOBEUETO OT KOMTO OT3BYUABAT C/leA NpeKpaTasaHe Ha neveHueto. CneaosareHo,
NeKapcTBEHH MPOAYKTH, ChABPHAUIN ALETHICANHUWI0BA KHCeNuHa, He TpaldBa Aa ce H3IoN3BaT Mo
BpeMe Ha TbPBO U BTOPO TPUMECEUHE Ha OpeMeHHOCTTa, OCBEH aKo He e abcomoTHO HeoGX0auMo.
AKO JIeKapCcTBEHH NPONYKTH, CHIBKALUM ALETH/ICATHLMIOBA KHCE/IMHA, C& H3MON3BAT OT JKEHA,
OIMHTBALNA ce /a 3abpeMeHee, HITH N0 BPeME Ha ITbPBO M BTOPO TPUMECEeUYKe Ha OpeMeHHOCTTa, 103aTa
TpAOBa fa € Bb3MOKHO Hali-HHCKA M MPOIBAMKHTSIHOCTTA HA JICUSHHE 3 € Bb3MOXKHO Hali-KpaTka.
AHTeHaTaTHO HabMIOIEHHE 32 ONHIOXHIPOAMHHOH M CTECHABAHE Ha AYKTYC aprepyosyc Tpadea na ce
obMHCTH cred ynoTpeda Ha aleTHICATHIIHIOBA KHCENWHA B NIPOBLIKEHHE HA HAKOIKO JHK OT
recTallMoHHa ceaMuua 20 HaTaThK. ALCTHICATHIIWIOBATA KHCENHMHA TPAORa Ja CC NPEeyCTAHOBH, ako
Ce YCTAHOBH OJIMTOXWIPOaMHHOH HIH CTECHARAHE Ha JYKTYC apTepHosyC,
—
Ilo Bpeme Ha TpeTo TPHMeEceYHe BCHYKH HHXHOHTOPH Ha MPOCTAT/IAHIHHOBATA CHHTE3a M \—\LMH n,
12 NPpHYHHAT HA deTyca:
®  KapAHOMYJIMOHATHA TOKCHUHOCT (TIPEHICBPEMEHHO CBHBAHE/3ATBAPSHE HA NYKTYC,
aprepuo3yc 4 SenoapodHa XUnepToHus),
o  OblpedHa ancdyHkuma (B, no-rope);




MAalKATa H J€TETO, B KpaA Ha GpeMeHHOCTTA, HA:
®  BB3MOXKHO YIBKABAHE HA BPEMETO HA KbPBEHE, AHTHKOATYaLHOHEH eeKT, KOHTO Moxe 1a
ce NOABH JOPH CIICI MHOTO HHCKH 103H;
® [OTUCKAHE HA MATOUYHMTE KOHTPAKLMH, KOSTO A3 goBeae A0 3a0aBeHo U NPoALIKHTENIHO
paXaaHe,

CnenoBaTeiHO ALETHICATHLMIOBATA KHCE/IMHA, B 103H, 0-BHCOKH oT 100 mg/neH ¢
MPOTHROMOKA3aHa MO EPEME Ha TPETOTO TPHMecedue Ha DpeMeHHOCTTa (BK. ToUkH 4.3). Jlosute nop,
1 Ao 100 mg/neH MoraT aa ce npunarar camo NoA CTPHKTHO Hadullo1eHHe B aKyLUepCTBOTO.

Kbpmene
CanMUHIATHTE ¥ TEXHHTe MeTaB0JIHTH NIPEMUHABAT B MaHUHHOTO MIIIKO B MAJIKH KOJTHYCCTBA.

Tl kaTo KOcera He ca HAOMIOAABAHH HEXKENAHM pPeakiuy NPH HOBOPOAEHH clell ciydaiiHa ynotpeba,
OOHKHOBEHO HE € HATIOKUTENHO NpeKbeBaHe Ha KepMeHeTo. [Ipu peaosed npuem UK NpHeM Ha
BHCOKH 103, KbPMEHETO TPAOBa /1a CE& NPEKbCHE PaHO.

DepTUINTET
Ha 6aza Ha orpaHnueHata nyOoaHKyBaHa MHGOPMALHA, TPOYUBAHHATA NPH XOPa HE NOKA3BaT CBbP3aH

e(eKT HA ALETHICATHUMIOBATA KMCE/IMHA BbPXY YBPEKAAHETO Ha PepTHINTETA H HAMA YOSAHTETHH
JOKA3aTeNICTRa OT NPOYYBAHUATA TIPH KHUBOTHH.

4.7 EdexTu Bupxy cnoco0nocTTa 32 wodupane ¥ padoTa c MAUHHH

AcnupuH I1poTeKT He NOBIMABA WK NOBIKABA NpeHeOpekMO crnocobHOCTTa 3a modupaHe 1 pabota
C MAallKHH.

4.8 Hexenauu leKaApeTBEHH PeAKIHA

H36poenute HewenaHy nekapeTeeHu peakund (HJIP) ce ocHoBapaT Ha CNOHTaHHH NOCT-
MAPKETHHIOBH JIOK/IA/M 3@ BCHYKH Pa3HOBHHOCTH HA aCHUPHH W KIMHHYHE H3NHTBAHMA ¢ aCTIUPHH
KATO H3CTEABAHO NeKapcTBo. YecToTaTa € H3dMcneHa camo Ha 0a3a Ha JaHHH OT PaMOTO ¢ ACTIMPHH OT
npoyueaHeTo ARRIVE.

Yecrorure na HIIP, cebp3anu ¢ acnupuH, ca 06061menn B Tabnuuara no-aony. B 3aBHCHMOCT oT
YECTOTATA TC CE OINpPELC/IAT KaTO:

yectH (> 1/100 po < 1/10)

HeuecTH (> 1/1 000 po < 1/100)

peakd (> 1/10 000 zo < 1/1 000)

HJIP, koMTO ca JOKTaaBaHH CAMO 10 BpeMe Ha MOCT-MApKETHHIOBOTO HAONKOJEHHE, U 32 KOUTO
4ECTOTATa He MOke Na Obae onpeaenena, ca n3dpoetH B rpadara ,,c HEH3BECTHA YecToTa™.

Ta6auna 1: Hexenann gekapereetu peaknui (HJIP) cxobmenn 8 ARRIVE* uian no speme Ha
HOCT-MAPKETHHTOBOTO HAG/I0leHHE HA TAKHEHTH JeKyBand ¢ Acnapun I[Ipotext

Cucremo- Yectn HeuecTn Peaxn C menipecTHa
OprafHen KJaac qecTOTA
Hapywenns Ha Kenazo-neduunrna XeMoparnuna Xemonuza®,
KPLBHATA H aHeMus® aHeMus XeMonuTHYHA
admbuaTa avemus®
CHCTEMA
Hapymenns Ha CBpPBXUYBCTBHTENHOCT, | AHadwiakTHuHa | AHadMNakTHYeH
HMYHHATA JlekapcTreHa peakLms LIOK =1
cHCTEMA CBPBXYYBCTRUTEITHOCT,

AnepruyeH OTOK H

AHTHOedEM




Hapymenus na 3amaiirane MoszbueH #
HePBHATA BLTpEUepencH
CHCTEMA KpbBOUNIHE"
Hapyurenns Ha [y B yILHTS
YXOTO H
JabHpHHTA
Copneunn Copneuno-
HAPYIIeHHS pecnuparTopeH
JucTpec”
CroaoBu Xematom KpbrOW3NMB, [lpouenypen
HapyLWeHHS Myckyned KPBBOU3IHE
KPBBOHIIUB
PecnupartopHn, Enucrakcuc, HazanHa KoHrecTHd PecnipaTtopHo
TPBLIHH H Punut zabonseane,
MEIHACTHHAIHH obocTpeHo ¢
HApYIIEHHs ACTIHPHH
Cromamno- Jucnencus, KnpBene ot BeHIHTE, [Mepdopaunsa Ha | Upeena
4pEBHH Cromauto- CromawHo-4peBHa CTOMALIHO- AuagparMeHa
HapyIIeHHs YpeBHa H epo3us H AB3a 4peBHa fA3Ba 6onecr
KOpeMHa
OosIKa,
CromaurHo-
YPEBHO
Bb3MaJieHue,
Cromaiuno-
4peBeH
KPBLBOH3NIHE®
XenaToOnanapHH YepHoapobHo IoBuinenu
HapylleHus yBpeKaaHe TpaHCaMHHA3H
Hapynienns na Obpus, Yprukapus
KOXKaTa n Crpbex
HOAKOXKHATA
ThHKaH
Hapyurenns na Y poreHHTAIHO bsbpeuno
ou0pennTe U KbpPBEHE yBpexaane”,
NHKOYHHTE Ocrpa 6u0peyna
NETHIIA HENOCTATEYHOCT”
Ob6wu BK. Touka 4.9
HAPYIIEeHHS H
ethexTH Ha
MACTOTO HA
NpHIoKeHHe

*ARRIVE e cnoncopupado ot Baidep KiMHH4HO npoy4usane ¢ 6270 auHeHTH B PAMOTO HA aCNMPHH
100 mg v 6276 naunenTH Ha mianebo paMoTo. CpeaHaTa NPOABIKUTENHOCT HA IPHEM Ha ACTIHPHH €
5 rogvHK 3a nepuos o1 0 10 7 TOAHHH.

a B koHTekcT Ha kLpBEHE

6 B koHTeKCT Ha Teskka popMa Ha MTK030-6-(hochaTnexHporeHasHa HEIOCTATHYHOCT

B JleTanHu/(aTtanHm cayuad ca JOKNaJBaHH NPH [IPHEM HA aLETHICATHLIWIOBA KHCEIHHA U n1auebo ¢
eaHakBa yectoTa, <0,1%

I B KOHTEKCTA HA TEXKH anepruiHH pPeakuuH
1 Ilpn nanyenTy ¢ Beue CLUICCTBYBALIA HapylieHa DLOpeyHa GyHKUHA HITH HApYUieHa chpaey
CHACRA [UPKY Al




CrobinaBaHe Ha MOAO3WPAHU HEXXETAHH PEAKLIHM
CrobinaBaHeTo Ha TIOO3HPAHH HEXKENaHH PeakuUMH ciiej pa3periasade 3a ynotpe6a Ha JIeKapeTBeHUs

NPOAYKT € BaxkHO. ToBa NO3RONABA /14 NPOIBKH HAOMOIEHUETO HA CHOTHOMIEHHETO MON3a/PHCK 3a
nekapeTBeHus npoaykT. OT MEIHMUMHCKHTE CMISUHATHCTH C& H3MCKBA Ja chobluasar Besaka
NOJO3MPaHa HexKeNaHa PeakLns ypes

H3menHHTENHA areHUMs N0 NeKkapcTeara

yn. Jaman I'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417

yeGcaiT: www.bda.bg

4.9 IIpeaosupane

CannumnnatHata TokcH4HoeT (> 100 mg/kg/nuesHo B npoabkeHne Ha 2 AHN MOXKE A2 NIPSIH3BUKA
TOKCHYHOCT) MO3KE /13 € Pe3Y/ITaT OT XPOHHYHA, TePaNeBTHYHO NPUAOOHTA HHTOKCHKALUS H OT
NOTELWANHO }HBOTO3ACTPaIlaBALIH OCTPH HHTOKCHKAUMH (MPe/I03UpaHe ), BAPUPALITH OT Cy4aHHO
NONTbILAHE NPH AeUa AO CIyYaHHH HHTOKCHKALHH.

XPOHHYHOTO OTPABAHE CHC CATHIHMIATH MoXe a4 Ovae CKPHTO, TBH KaTO NMPUIHALMTE ¥ CHMITOMUTS
£a HecrnelUhHIHH. Jleka XpOHHYHA CAIMLMIATHA HHTOKCHKALMA, WITH CANMUMIH3EM, OOHKHOBEHO ce
NoABABA €/1BA CJie/l MHOTOKPATHA ynoTpeda Ha ronemu 1034, CUMNTOMHTE BKIIOYBAT 3aMmalBaHe,
CBETOBLPTEK, IUYM B YIWHTES, NIYX0T4d, U3NOTABAHE, ralcHE H NIOBEPBLLIAHC, rﬂasoﬁonue, H OGBPKBHHC,
M MOTaT Ja ce KOHTPOIHpaT Ype3 HaManidaBaHe Ha nosata. Llym B yluure Mmoxke aa ce nosem npu
nnazmeHH koHueHTpauuu ot 150 1o 300 muxporpama/ml. Ilo-cepro3Hu HekenaH# peaKiliy ce
MoABABAT IPH KOHLICHTpaLMUH Haa 300 Mukporpama/ml.

THHHHHa Xﬂ.paKTepHCTHKa HAa OCTPA HHTOKCHKAIAA € TEXKO HAPYUICHHUE HAa KHCC/IHHHO-AJIKANTHHA
OanaHc, kOHTO MOsKke Aa BapHpa ¢ Bh3pacTTa M TEeXECTTA HA HHTOKCHKALKA. Hali-uectata npossa npu
Aeua e metabonuTHA awkaoza. TexecTTa Ha OTpaeRAHe He MOKe Aa Objle OlleHeHa ¢aMo OT MJjia3sMeHara
KOHIEHTpalHA. ADcopOuKATa Ha aueTHICANTHUKIOBa KHCEe/IHHA Moxke aa Obe 3abaBeHa nopaiau
HaManeHo H3Npa3BaHe Ha cTOMaxa, 00pazyBaHe Ha KOHKPELHH B CTOMAXa, WITH B Pe3YNITAT Ha
NOrTblIAHE Ha CTOMAWHO-YCToHuMBY TabneTkn. Mepkure, kouTo TpaOBa nAa ce B3eMaT NMpH
HHTOKCHKAIHS C AUCTHIICAIIMIIUNIORA KHCEJIMHA CE ONPeNensT OT CTEIeHTa, eTala i KIMHHYHMTE
CHMIITOMH H B CBOTBETCTBHE CBC CTAHAAPTHHTE TEXHHKH NPH OTPABAHE. n'l:pBlflTC Mep}m TpHGBa Ja
OBAaT YCKOpEeHO OTOCNSHE Ha IEKPCTBOTO, KAKTO H BL3CTAHOBABAHE HA €JIEKTPOIMTHHA H KMCETTMHHO-
ATIKANHHA METADONH3BM.

[Topaau KOMIIEKCHUTE NATO(PUIHOMOTHIHH ePeKTH Ha CATHITMIATHOTO OTPaBAHE, NPH3HALMTE 1
CHMHTOMHTB/O’TKP[/ITHH NpH KIHHUYHHY U3NMHTBAHKA MOTaT Aa BKJIKOYBAT!

pusnagu n enmMoromu OTRpATHH HPH KIHHAYHA

H3INHTBAHHA

Tepanem‘nqnn MEpKH

CromaliHa NMpOMHEKA,

Jleka a0 cpenna
HHTOKCHKALNH

MHOTOKPATHO MPUITQXKEHHE Ha
AKTUBEH BbIVeH, opcupana
anKanHa uypesa

TaxunHes » XHTICPBEHTHIALINA,
pPecnHparopHa ajkanosa

Ankanemus, ankanypHs

Bi3cTaHoBABaHe HA BOIHO-
QICKTPOJIHTHUA OaNlaHe

Huadopesa

{"anexe, MORpBILAHE

Cpenna 1o Texka
HHTOKCHKAIHSA

CromaliiHa NpoMHBKa,
MHOFOKPaTHO NPHIOKE
aKTHREH BBINIEH, dopc
ankajiHa IHYpesa, Xe
B TCHKKH CJIy4aH




PecrivparopHa ankanosa c
KOMNEHCATOpHA MeTalonnTHa | AuMaemus, aluaypHa
aumaosa

Buacranosasane Ha BoaHoO-
e/IEKTPONUTHHA (anaHc

Bb3cTaHOBgIBaHE HA BOOHO-

XHMEPNHPEKCHA
eJIeKTPOIHTHHA DanaHe

PecnpaTopHu: Bapupart oT
XHUNEPEEHTHIALHA, He-
kapauoreded Genoapoben oToK
J0 pecnupaToOpeH apecT,
acUKcHA

CbpieyHo-cbI0BU: BApHPaT OT
AUCPUTMHSA, XUTIOTOHHA 10
ChPJAEYHO-CBCB apecT

Hanp. KPLBHO HaNATaHe,
npomsana B EKT

Hanp. XKuAoKanHemids,
BO,E[HO-CJ'ICKTPOJTHTH& 3&[’}/6&1

XHIIEPHATPUEMHA, Brh3cTaHOBABAHE Ha BOJIHO-
JAexuapaTaums, ONUrypHs 1o

XHIIOHATPHEMHA, ITPOMEHCHA CNEKTPOIINTHHUA Damanc
OBOpeuHa HeOCTATRYHOCT

GuOpeuna pyHKLHs

Xuneprivkemus,
Hapyiuen rmokosen XMIornuxemMus (ocobeHo npy
meTabo/IHIbLM, KeTo3a nela)

TToBHINEHH HHBA HA KETOHM

IlyM B YHINTE, FAYX0TA

CroMallHO-4peBHH: CTOMALLHO-
YPEBHO KbpPBEHE

XeMaToJI0THYHHU: BapHpaT OT
TPOMOOLIUTHO HHXHOUpPaHe [0
KOaryJiornarisa

Hanp. yawpkagade Ha PT,
XHIMOTIPOTPOMOHHEMHA

HeBponorHynH: ToKCHYHA
enuedanonaTus 1 aenpecud Ha
LIHC ¢ nposBu BapHpally o1
CBHINIHBOCT, OﬁprBaHe A0 KOMa
1 I'bp40Be

5. ®APMAKOJIOTHYHU CBOUCTBA
51 PapMaKOIHHAMHYIHH CBOHCTBA

(apmakoTepaneBTHYHA rpyna: MHXUOUTOPH Ha TPOMOOUMTHATA arperauus, ¢ W3KIHUYEHUE Ha
xenapuH, ATC koa: BOIAC06

MexaHuszbM Ha JeHcTRHE

AueTHICanMUMIoBaTa KHCETHHA HHXHOUPa arperaiaTa Ha TpoMOOLIMTHTE KaTo ONIOKHpa CHHTe3aTa
Ha TpomOokcaH A2 B TpoMbouuTuTe. To3U MexaHHM3bLM Ha AEHCTBHE Ce OCHOBABA Ha HEOOPATHMOTO
uHxubupaHe Ha uukno-okckirexsa (COX-1). To3n nxHOUTOpEH ediekT e ocobeHO H3pazeH NpH
TpOMBOUUTHTE, ThA KATO TPOMOOLIUTHTE HEe MOTAT 4 PECUHTE3HPAT TO3H €HIHM.
AUETHNCATMIMIOBATA KHCETWHA IPHTEXKABA H APYTH HHXHOHTOPHH e(eKTH BbPXY TPOMOOLIHTHTE.
IMopanu ToBa ce M3M10138a 3a Pa3fIHYHH CHI0BH MOKA3aHKA,

DapMakoJHHAMHYHHN €bEKTH
AlETHICATTMUMIIOBATA KUCENTMHA NPUHATIEXKH KBM IPYNaTa Ha KUCENUHHUTE HECTEPOUIHH
NPOTHBOBBINAIHTENHH JTEKapCTBA ¢ AHANTETHYHH, AHTUITHPETHYHH H MPOTHROBBINATHTETHH
cBoitcTea. [10-BHCOKM MEpOpaNHU 103K & W3NON3BaT 3a obeK4yaBaHe Ha GOMKa U NPH JIeKH
CHCTOAHMA, KATO NPOCTY/1a HIH TPUM, 32 HOHHXABaHe Ha TeMneparypa U obiekyapaHe Ha




MYCKYNHH GOJ'IKPI, H NpH OCTPH H XpOHHYHH BB3NAJIHTC/IHH HAPYIICHHUA, KATO PEBMATOHICH aPTPUT,
OCTEOAPTPUT H AHKHNO3HPpALY CTTIOHAHITAT.

KnunnyHa edrracHoCcT M He30macHOCT

EKcliepHMEHTAIHH JaHHH NOKa3BkaT, ye HOynpodeH Moxe 1a HHXHOHpa edeKTa Ha HUHCKO-T030BHA
ACIIHPHH BEPXY TPOMOOLIMTHATA arperaLuis, KOraro ce npunarat eJHoBpeMeHHo. B eaHo w3nuThane,
NpH KOeTO eAHHHYHa 1o3a uOynpoden 400 mg e nuera § vaca npean unn 30 MHHYTH cheq npuem Ha
acTHpHH ¢ He3abaBHO ocBoOOXKAaBaHe (81 mg), € HabNioAABAKO NOHWKEHHE HA ed)eKTa Ha
allCTHNCANHLMIOBATA KMCE/MHA BEPXY 00pasyBaHeTo Ha TPOMOOKCAH HIH Ha TPOMOOIIMTHATA
arperauMs. Hopa,uu OrpaHHYE€HOCTTA Ha TE3W JAHHHU H HECHTYPHOCTTa OTHOCHO €KCTpAIOIAlHATA Ha
AAHHHUTE €X VivO KbM KNHHHYHHTE HE MOTaT Aa C€ HaNpasAT KaTErOpHYHH 3aKMQUCHHA 3a& PCAOBHATA
ynorpeba Ha HOynpodeH, 1 HMa KIHHHYHO 3HAUUM eIeKT, KOHTO J1a ¢¢ CYMTA 32 BEPOSTEH NpPH
HepeaoBHa YnoTpeda Ha ubynpodeH.

52 ®apMaKkoKHHETHHH CBOHCTRA

AbGcopbums
Cnen nepopafiHo NPHIOKEHHE, aLEeTHICAIHLMIOBATa KicenuHa ce abcopOupa 6Bp30 M HAMBLITHO OT

racTpo-MHTECTHHATHKA TpakT. [To BpeMe Ha 1 cnen abcopOurs alETHACATHUMIOBATA KHCE/IMHA Ce
KOHBEPTHPA B CBOA I1aBEH MeTalONUT caTHUMIOBa KHeennHa. [lopaay npHHIMNA HA KMCENHHHO-
yeroiyusata dopma Ha Acrmiaprd 100/300 mg cTOMAIIHO-YCTOHYHBY TaGNETKH, ALETUICAIMLIHIOBATA
KHCEJIHHA He ce OCBO0MKAARA B CTOMAXa, a B alKanHarta cpeia Ha uepBara. CrnenoBatento Cmax Ha
ALeTH/ICANHLINIIOBATA KMCEMHA Ce J0CTHra 2-7 Yaca cie NPHIIOKEHHE Ha CTOMAIIHO-YCTOHUHBH
TabneTkH, T.e. 330aBEHO B CpaBHEHHE ¢ HEe3a0ABHO OCBOOOKIABAIIHTE Ce TADICTKH.

ExHOBpeMeHHO npueMaHe Ha XpaHa BOAM 10 3a0aBeH0, HO TBJTHO YCBOARAHE HA AlETUICATHIHIORA
KHCE/IMHA, KOSTO 03HA4ABA, 4€ CKOPOCTTA H HA YCBOABAHE, HO HE W ¢TeneHTa Ha abcopOums, ce Bavse
OT XpaHata. bnarojapeHne Ha MexaHHYHaTa BPb3Ka MeXIy o0laTa Nia3MeHa eKCImo3HIHA Ha
AUETHNCATMUMIOBATA KUCEIMHA U HeHHMA Hxubupaw edekt Bbpxy TpoMOOUMTHATA ArperalHs,
3abapaHeTO Ha abcopbums 3a ACMHPHH CTOMAIIHO-YCTOHYHBH TAONETKH HE Ce CMATA 3a CRLP3aHO ¢
XPOHHYHA TEPanHa ¢ HACKA 1032 ACITHPHH, 34 1a ¢ NOCTHIHE aeKBaTHO HHXHOHpaHe Ha
TpomOoLUTHATA arperauya. Bernpeks ToBa, ¢ 11en 1a ce ocHrypH 61aronpHATHO ASHCTBHE Ha
CTOMALIHO-YCTOHYMBATA (OpMa, ACMTHPHH CTOMAUIHO-YCTOHYHBY TabneTku Tpsalra aa ce mpHema 3a
npeanoyurase (30 WM NoBede MHHYTH) NPEIH XPaHEHE, ¢ FOIAMO KOIIHIECTBO TEHHOCT (B,

Touka 4.2).

PaznpeneieHue
AlleTUICATMUHIOBATA H CANMHULMIORA KHCETHHA Ce CBBP3BAT W3KIMOYHTENTHO 3APaBo ¢ IUIA3MEHHTE

IPOTEMHY U CE pasnpencnat Obp3o B TENSCHNTE TeUHOCTH. CalnLHN0BATA KHCEIMHA Ce [0ABABA B
KbpMaTa W NpeMHHapa npe3 rnnateHTara (Bx. Touka 4.6).

buotpaHcdopmariisg

AKTHBHOTO BCLIECTBO AUCTHIICAIIHIHIIOBA KHCEITHHA CE npeBpLLu,a B HEMOBHUA OCHOBEH MeTaGOJ’]HT
CATTHUMJIORA KMCETHHA, ALICTHITHATA IPYIIa HA AUCTHICATHIHIIORA KMCEIHHA 3a1109Ba J1a e OTLIENBA
XH}IpOJ'[HTHLIHO ,ﬂOpH no Bpeme Ha HpEMHHaBaHe npe3 I-I[JeBHaTa JIMraBHLia, HO TO3H npouec ce
M3BBPLIBA Hall-Beue B uepHus Npol. OCHOBHUAT META0O/IUT CANUITMIIOBA KUCEITHHA C& ETMMHHUPA
QCHOQBHO ‘-IpeS qepﬂonpoﬁeﬂ METa6OHH3'bM. MeTEl6OJIHTHTE ﬁ BKJIIOYBAT CANHUUHINHKOYHA KHCEWHA,
CAJTHLIMJI C]JEHOHOB FJ'[IOKypOHH,[l, GE]J'[HU,HJ'IFJ'[I-OKOpYHPI,B,, FeéHTH3HHOBA KHCEITHHA 1 TCHTHU3HHITHKOUHA
KHCCIIHHA.

Envmunupane
EAMMHHAIIMOHHATA KHHETHKA Ha CAMTHLIMIOBATA KHCEITMHA € 3aBHCHMA OT J03aTa, ThH KaTo

mMeTalonu3MBT € OrpaHHHeH OT KANALMTETa Ha YePHOAPOOHUTE eH3UMH. ETMMUHANHOHHHAT
TTONYXHBOT BAPHPA MEXAY 2 /10 3 yaca cliefl PHEM Ha HHCKHM A03H 10 OKONo 15 4aca 3a BHCOK
103H. CaTMiMIoBaTa KUCEIHHA W HeHHKUTE MeTabOoIUTH ce eKCKpeTHpaT MNaBHo upes Onbpe
Hanuyn papMaKOKHHETHUHU N@HHH HA SUETHICATHLIMIOBA KHCEIMHA HE TOKA3BAT KIUHH
3HAYHMO OTKIIOHEHHE OT A020BaTa NPONOPUHOHANHOCT NpH fo3u ot 100 g no 500 g.
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53 IlpeakIHHHYHH AaHHM 32 e30MaCHOCT

[IpeAxNMHHYHKTE AAHHH 3a OE30MACHOCT HA ALETHWICANMLMIOBATA KHCEJHHA ca 1o6pe
JOKYMEHTHPaHH.

B npoy4yBaHHA NpH XHBOTHH CATHIMIATHTE IPHYHHIRAT YBpexKaaHe Ha Ov0peLrTe NpH BUCOKH 103U
0e3 IpyTH OpraHuYHK YBPEXKAaHHS,

ALETHICAHUKIOBATA KHCEIMHA ¢ WHPOKO M3C/IEABAHA I7 Vilro W in vivo 3a MyTareHHOCT H
KaHLEPOreHHOCT; HE € YCTAHOBEHO 3HAYHMO 0Ka3aTenCTBO 3a MyTareHeH WM KaHLIepOTeHEH
MOTEHLIHAN.

Canuuunarire NposBABAT TepaToreHHH eeKTH MPH H3CNSNBAHUS BLPXY Pa3IMYHH BHAOBE XHBOTHH.
OmHcanu ca city4yad Ha HapyLIeHHA 1P UMILIAHTALKS, eMOPHOTOKCHYHU U (PETOTOKCHYHH e¢ekTH H
yBpeskIaHe Ha CIOCODHOCTTA 3a y4EHEe B NOKONEHHUETO e NapeHTepaliHa eKCMO3HLIHA.

6. GAPMALOEBTUYHH JAHHH

6.1 ChnHcebx Ha MOMOLIHHTE BellecTBa
Ilenynosa Ha npax

LlapeBruHo HUwwecTe

CovnonuMep Ha METAKPHIIOBA KHCE/IHHA-CTHIAKPUIAT
Honucopbar 80

Harpueg naypuncyadar

Tank

Tpuetuncs uurpar

6.2 HecbBMeCTHMOCTH

Henpunoxnmo

6.3 Cpoxk Ha rogHOCT

5 roguHun

6.4 CrnenuanHH yCJI0BHH HA CbXpPAHEHHE

Jla ce crXpaHABa HA MACTO, HEJOCTBITHO 3a AeLA.

Ja ce cwxpanapa noa 25°C.

Jla He ce U3MOM3BA CNefl M3THYAHE CPOKa Ha FOJHOCT.

6.5 Bua v chabpiKanne HA ONAKOBKATA

benu cToMawHo-ycToluren Tabnetku ot 100 mg & 6nuctepu no 10 wnu no 14,
Exana onakoska ceaspika 10, 20, 28, 40, 42, 50 u 90 TabneTky.

He Bcuuky BHAOBE ONakOBKHM MOTAT Jia ObJIAT MYyCHATH Ha Masapa.
6.0 CnennaiHd NpeAnasHi MepKH NPH M3XBBPJIAHE

Heuznon3paHWsT JICKAPCTBCH MPOAYKT HITH OTIAABYHHTE MATCPHAIIH OT HETO TpﬂﬁBa Aa €€ U3XBBPIIAT
B CHLOTBETCTBUC C MECTHHUTC H3UCKBAHHUA.
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7. IIPHTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
Baiiep bearapus EOOJ]

Oyn. ,,lapurpagcko woce* Ne 115M, naptep

1784 Codua

bbarapus

8. HOMEP HA PASPEIIEHHETO 3A ¥YIIOTPEBA

20010168

9. JATA HA ITBPBO PA3ZPEINABAHE/IIOAHOBABAHE HA PASPEMIEHHETO 3A
YIIOTPEBA

Hara na mspeo paspewasane: 29 suyapu 2001 r.
Hara Ha nocnenHo noHosseane: 14 wouan 2006 r.

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA

04/2026
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