KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

W3NLAHUTENHA ATEHUNS 110 NEKAPETBATA
1. WME HA JEKAPCTBEHHS IIPOIYKT Kpamra ““%;W - Mpusamore §

Koum Pee. Mo ..... =
ALKA-SELTZER 124 g cloversonnt ablts o JRE/ kG
2. KAYECTBEH M KOJWYECTBEH ChCTAB  Ogospaus Ne , 1611 M8

Exna ebeppecuenTra Tabnerxa coappixa 324 mg aneTHICANHLIIOBA KicemmHa (acetylsalicylic acid).

[ToMoIHO0 BEIMECTRO ¢ UIRECTHO felicTRHE
Anxa-3eanep cyappika 477 mg Hatpuii 3a enHa edeppecleHTHa TableTka.

3a TEAHUA COMCHK HA TIOMOIIHHTE BEHIECTRA BIOKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Edeppecuentna Tabnerka.

Bana, kperna Tabnerka ¢ guameTsp 25 mm, ¢ penedro uzobpaxenne ,,Alka Seltzer” or emnara crpasa u 6¢3
w3ofpaxkeHHe OT [pyrara.

4, KJMHAYHHU JAHHH

4.1 TepaneBTHUYHH NOKAIARUN

3a obnexuagane Ha CHMITTOMHATE ITpH TaBobonue, 3560007, BoJxy B rEproTo, MEHCTPYATHH GO/IKY,
MYCKYJIHH H CTaBHH O0KkH, Gonka B rep6a, IeKH apTpHTHH DOMIKH.

[pu npocTyna wik rpun 3a cuMnroMaridHo obnekyasane Ha 00OIKa W NOBUIIIEHA TEMNEpaTypa.

4.2 lo3upoBxa B HAYHH H3 HPHIOKEHAE

AJika-3enuep He TpAbGBa 1a ce IpHEMa TIOBeYe OT 3 JIHK KaTO AHTHIMPETHK H 5 JHH KaTo aHanreTuk Ge3
KOHCYJITALIMA C JIEKap.

Jozuposka

Heduampirna nonyiayus

JlHesHaTa 1034 Ha AllETHICANHIIOBATA KUCENHHA 34 enia e 60 mg/kg TenecHo Terno, Koaro ce 5aba Ha 4
10 6 no3u, 1., okono 15 mg/kg Ha seeku 6 waca wnH 10 mg/kg Ha Beeku 4 yaca.

ALCTHICATHIIORA KHCEMHHA Ce NPENOPHYBa NPH Jiena noA 12 roAUInHa BE3PACT, CAMO 110[] IEKapCKO
Habmonenue.

3a yniorpefara npH Aeua, Bx. Touka 4.4 , CreupanHy npeaynpexIcHUs B Npena3Hy MEpKH IPH ynoTpeba™.

BuipacTHy M gela HA BRIpACT Haf 12 TORHHA:
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4.3 IHporEBonokasanny

AneriwicanHIHIOBa KHCEIHHA He TpAORa a ce M3MON3Ra IIPH CIEIHKTE CIyJaH:

- CBPBXYYBCTBHTEITHOCT KEM AlCTHIICATTMIMIOBA KHCETHHA, IPYTH CANMIMIATH WiH HAKOE OT
MOMOIIHKTES BEIECTRA, H3OPOSHY B TOuKa 6.1;

- [P HAllHYMe Ha AaHAMHECTHYHH JaHHH 3a 4CTM4, IPeAR3BHKAHA OT NPIIATAHE HA CATMIMIATH HIH
cybcTaruHy ¢ nogo6HO AcHCTBHE, NPEAH BCHYKO HECTEPOMIHE NMPOTHROBL3NANHTENHH IEKAPCTBA,

- AKTHBHH CTOMAIITHH 53BY;

- OMACHOCT OT KhLPBEHE (XeMOparyuHy AUaTesn);

- Texxka OEOpeuHa HeOCTATBYHOCT;

- TenKa YSPHOAPOOHA HEMOCTATEYHOCT;

- TeXKa CHPACYHA HEOCTATEYHOCT;

- KoMOHHALMS ¢ METOTPEKCAT [IPH 1034 15 mg/cenMuyHo Hnyt nobeve (Bx. Touka 4.5 B3aumonedicTeus
¢ ApYTW JIEKapCTBEHH MPOXYKTH H APYrH (pOPMHA HA B3AHMOJICHCTRHE),

- NIOCNEAHO TPHMeceure Ha OpeMeHHOoCTTA.

44 CroenHandHs NpelynpekAcHHS H NPEIHA3HH MeDKH UDH YRoTpeba

ANCTHICANTHLIHNOBATA KUCEHHA TpAOBa Aa ce M3N0N3Ba IPH CJISTHATE CIydaH CaMo Ciie/l BHUMaTensa
NpEUeHKa Ha PHCKOBETE H NOJ3HTE OT TAKOBA JICHSHHE:

- CBBPXUIYBCTBUTENIHOCT KbM JPYIH AHAITETHIM, IPOTHBORB3NAIHTEIHH HIIH aHTHPEBMATHIHH
NIEKAPCTBA WM OPYTH aJllepreHH;

- AHaMHECTHYHH [JaHHH 3a CTOMAIIHO-YPEBHH 43BH, BKIIOYHTENHO XPOHHYHA HIH PEIHIHBHpAIIA
sr3BeHa Gostect Wik aHAMHECTHYHU JaHHH 33 CTOMALIHO~YPEBHA KPhBOM3MEH;

- EnnoBpeMeHHO JleueHue ¢ aHTHKOArylaHTH (BK. Touxa 4.5 ,,B3aMMOASHCTBHA C APYTH
JieKapCcTBEHH MPOAYKTH M APYTH GOpMH Ha B3aHMOAEHCTBHE ),

- TMammenm ¢ HapylneHa Ou6pedna GyHKIHA WK NALPEHTH ¢ HapymeHa ChPAeYHO-Ch0BA
uupxynanns (nanp. 6x6peyno ¢cEI0BO 3a00/19BaHE, KOHIECTHBHA CBPACYHA HENOCTATHUHOCT,
XMIIOBOJIEMHS, TONISIMA OTIEPALIMS, CENCKC WIH IONeMH XeMOParHIHH chOUTHA), T KaTo
AlIeTHICATHLANIOBATA KACENMHA MOKE JAIBIHATENHO Ja IOBHIIA pHcKa oT 6s0peuno
yepexgaHe Wil ocTpa OROpeuHa HEIOCTATEUHOCT;

- Hapymena gepronpobHa dyrkums.

AneTHACanMIHNOBaTA KHCEAHHA MOXe 12 IPHYHH OPOHXOCTIA3bM ¥ HHAYNMPa aCTMATHYHH NPUCTBITH KIH
JIPYTH peaKU{iy Ha CBPEXYYBCTBHTENHOCT. PUCKORM dakTopH ca ChliecTRyRala SpoHxHanHa acTMa, CeHHa
XpeMa, Ha3aHK NONHITH HITH XpoHHYHO Genoapotho 2abomasare. ToBa ce 0THACH CBHIIO M 3a MAIMEHTH C
AJIEPTHYHU PEaKMH (Hamp. XOXKHE peakunH, CHpOeK, YPTHKApHI) KEM APYTH BEIIeCTBa.

[Mopany HHXHOHTOPHHA eeKT BEPXY TPOMOOIMTHATA arperamid, KOHTO NPOTL/DKABA HAKOJIKO JHH Clex
OPUICHKEHHE, AUETHACATHITHIOBATA KHCeIHHA MOXE JIa NOBEAE JI0 TEHAEHIIHA 32 MOBHINEHO KhpBEHE Mo
BPEME H CJIe]| XUPYPrHYecKy ONepaltii (BKTIOYMTENHO Manka XUpypris, Hanp. 350HH eKcTpaKiyH).

B HACKY JO3H AUETHNCATHIIAIOBATA KHCENWHA PEAYLIHPA EKCKPELHATA Ha MHKOYHATa KHCEIHHA. ToRa MOXe
A2 TIPOBOKKpa MOJArpa NPY MALKHEeHTH ¢ TEHISHLMA 32 HUCKA eKCKpelid Ha NTHKOYHA KHCETHHA.

JlexapcTBeHH MPOIYKTH, ChAbPKAIIM ANSTHACATHUHIOBA KHCETHHA He TPSOBa Ja ce M3No/3BaT [pH Jela U
FOHOIIA TpH HATHYHEe Ra BupycHu uhdeximy ¢ wiy 6e3 NORHIDEHa TeMniepaTypa 0e3 KOHCYNITAIMS C exap.
Hpn onpenexeru supycHn 3abonseanus, ocobeHo rpun A, B B sapHnena, cbINeCTEYBA PHCK OT pa3sBHTHE HA
CHHAPOM Ha Peil — MHOTrO PAIKO, HO NOTEHIHAIHO JKHBOTO3aCTpaIlaBaILO 3a6onABaHe, H3HCKRAILO
He3a0aBHA MeWLHHCKA MOMOIL. PHCKET MOXKE f1a ce YBEITHYH AKO alCTHIICATHIHIOBA KHC SRRy

TIOBPEILAHE IPH T3k 3ab0IIBaHHA MOJKe /la € IPH3HAK Ha CHHAPOM Ha Pei.

[pe nanMeHTH CTPARANIH OT TEXBK TMIOK030-6-docdar aexunporenazen neduwr (G:
ALETHNCATHIHIIOBATA KHCEJIMHA MOXe Na NIpeIN3BHKE XEMOIH3a WIIH XEMONHTHYHA an
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Tozu nekapcTBeH NPoAYKT ChbpkKa 477 Mg HATPHI Ha JO30Ba €AHHMIA, KOHTO C& CKEHBAJICHTHH HA
23,85 % ot npenopruHTenHAT MaKCHMAIICH JHEBEH [IPHEM OT 2 g HATpUif 3@ Bb3PacTeH.

4.5 BaanmogeiicrBHe ¢ APYTH JileKapcTBeHH NPOAYKTH H APYrH opMA HA BIaHMOfeficTBHE

HEOTBBO[[O]WRIIE xomﬁnnagnn:
Merorpekcat, H3NOI3BAR B A03H OT 15 mg/ceiMUYHO HIIR NOBEYE:

[NopHIneHa XeMaTONOrHYHA TOKCHIHOCT Ha METOTPEKC AT (nommcanaﬂe Ha G'LGPC‘IHHSI KIYHPBHC Ha
METOTPEKCaT OT NPOTHBORE3MAIMTENIHH JIEKAPCTRA B roJIAMa CTENICH H M3MECTBAHE HA METOTPEKCAaT OT
HETOBOTO CBBP3BAHE C IUTA3MEHHTE MPOTEHHH OT calMIuIaTiTe) (8. Touka 4.3 [IpoTHBonokasaHus).

KoMOnHANNHA, KOHTO HANATAT NPEANAIHNA MEPKH NPH HINOJ3BANHE:
MeToTpexcar, AIMOA3BAH B J03H No-HHCKH 0T 15 mg/ceqmmano:

TloBHIIEHA XEMATOJIOTMYHA TOKCHUHOCT Ha MeToTpeKcaT (IOHIbKapaHe Ha OROpedHMA KIHPBHC HA
METOTPEKCAT OT IPOTHROBE3NAIKTENHH JIEKAPCTBA B rO/IAMa CTEIIeH H H3MECTBAHE HA METOTPEKCAT OT
HETOBOTO CBEP3IBAHE C MNA3MCHHUTE ﬂpOTEPIHH oT camnmna'rme).

AHTHKOATYJAANTH, TPOMGOJIATHIE/APYFrHE HUXHOHTODH Ha TPOMOONATHATA arperanns/XemMocTasa:
[{ormieH pHCK OT KEpBEHe.

JIpYTH HeCTEpOHZHA NPOTHROBLIGAATETAR JAEKAPCTBA CHC CANANAIATH:
TToBHILEH PHCK OT A3BH K KBPBEHE OT CTOMAINHO-YPEBHHAS TPAKT, BCICACTRHE HA CHHEPTHUBHA eieKT.

CeleKTHBEE HHXHOHTOPH HA 00PATHOTO 3aXBAINAHE HA CEPOTOHHAN:
TloBHineH pHEK OT KbPBEHE OT TOPHATA HACT HA CTOMAUIHO-YPEBHHS TPaKT, HOPAIH FE3MOKEH CHHEPIHYCH
edekT.

Jduroxcun:
IInasMenHTe KOHUEHTPalMY Ha AMTOKCHH ca IIOBHIEHH, NopaJy HaMangsaHe Ha 6u0peyHaTa exckpenus.

ARTHARADCTHR, HATID. HECYIAN, cYJPOHAIYpeiiHN NPOIYKTH:

ITopHmeH xunornuxkeMuyeH edeKkT OT BHCOKH JO3H aleTHICATHIMIOBA KHCEIHAA [IOCPEJCTBOM
XHIOTHKEMHUYHOTO JIEHCTEHE HA ALIETHNCATHLMAORATA KHCe/IMHA H H3MECTBAaHE Ha CyI(oHITypesTa oT
MACTOTO Ha CEBPRRAHE C TUIA3MEHUTE NPOTEHHH.

JHypeTHIH B KOMOHBANHA ¢ ANCTHICATHNAIOBA KHCEIHHA:
HamassaHe Ha rioMepynHaTa GHITpanus NOCPeACTBOM IIOHKKeH GB0peUeH CHHTE3 Ha MPOCTATAHIMHH.

CHCTEMHH INIIOKOKOPTEKORIH, ¢ HIKJIIWYEHAE HA XHAPOKOPTH30H, H3II0JI3BAH 32 3aMeCTBAINO
Jeuenne IpH AQHCOROBA GosecT:

[NoHmKeHH HABA Ha CANULAIATH B KPBBTA IO BPEME HA JIEYSeHHETO ¢ KOPTHKOCTEPOHM TTOPaJIM MOBHINEHO
eTMMUHHPAHE Ha CATTHIJHIATH OT KOPTHKOCTCPOKHIH H PHCK OT CATHLIMIIATHO NIPE/IO3APAHE ClIe CIHpaHe Ha
TOBA JIeUEHHE.

HBXHOHTODH HA AHFHOTEHHH KoEBepTHpamus en3uM (ACE) B koMORBANES ¢ ANETHICANANUIOBA
KHCEIRHA:

HamaneHa rnomepyiHara GuiTpauys NocpeacTBOM HHXHOHpaHe Ha Ba3oAMIATATOPHH NPOCTArTIaHHHH.
OcBeH TOBa HaManeH AHTHXHIIEPTEH3UBCH eekT.

Ba.unpoena KHCeJIHHA:
TloBMImmeHa TOKCHYHOCT Ha BaNmpocra KHCEITHHA, Iopagd H3AMECTBAHE OT MCCTaTa Ha IIPpoTe

Anxoxon:
IlopHmeHo yBpeiKOaHe Ha CTOMAIIHO-9YPEeBHATA NWTABHLA H YIBDKABAaHE BPEMETO Ha
ANIHTHBHHTE e(PEKTH Ha AlIETIICANMITHIOBATA KMCETHHA H alIKoXo/a.



Ypuxo3ypa4unHE cpeAcTBa KaTo Gensdpomapon, npobenennn:
Hamanen ypukosyprucH edekT (KOHKYpeHHs 32 eNHMHHApaHe Ha MHKOYHATA KHCEIHHA ypes 61xOpeuna
TYOynapRa eKCKpeums).

4.6 Depranuarer, GpeMEeHHOCT H KbpMeERe

BpemenHocT
Huxu6HUpaneTo Ha MPOCTANIAHAHHOBHS CHETE3 MOXKE 13 NOBAHAS HeGHaronpHaTHo Ha OpeMeHHOCTTa WHIH

eMOPHOHATHOTO/(PETANTHO PasEUTHE, [JaHHH OT eNHICMUOIOTHYHHE [POYUBaHHS [IPEITIONAraT YBEIHYICH
pHck OT afopT H Manpopmalmm cinel ynorpebara Ha HHXHOHTOP Ha IPOCTATNAHIHHOBHS CHHTES B paHHA
Opemennoct. Cuura ce, 4e PHCKBT Ce YEENH9ARa C J03aTa U IIPONKDKHTETHOCTTA Ha jedenue. Hamaanure
JAHHH HE MOIKPENST BPh3KaTa Mexy NPHEMA HA AleTAJICATHLIMIIORA KHCE/THHA W IOBHIICH PHCK OT abopT.
3a aneTHICATHIAIOBATA KHCEIMHA HATHYHHTE eITHAEMHONOTMYHI JaHHH OTHOCHO MandopMaimu He ca
©HO3HAYHH, HO TIOBMIIEH PHCK OT TACTPOCXHM3HC HE MOXKE fa C& H3KM04H. EHO MPOCIIEKTHBHO H3NHUTBAHE
¢ €KCNO3MIHA IpH paHHa OpemeruocT (1-8H — 4-TH mMecen) Ha okono 14 800 xpokiku Makika-geTe He
YCTaHOBHBAa HHKAKBA BPH3Ka C MOBUIICHATA YecToTa Ha MandopMalliH.

H3nnATBaHAA © )KHBOTHH MOKA3BAT PEMPOAYKTHBHA TOKCHTHOCT (BXK. ,,] IpEAKNHHHYNE JaHHH 32
GesomacHocT™),

JlekapcTBeHH [PORYKTH, ChABPKAIIH aUCTHICAMIILIOBA KHCETHHA He Tp2OBa Ja Ce H3IONI3BAT N0 BpEeMe Ha
BPEO M BTOPO TPHMeceuHe Ha GpeMEHHOCTTA, OCBEH ako He e a0conoTHO HeoOXOAUMO. AKO IEKAPCTBECHH
MNPOAYKTH, CHABPIKALNH AUETHIICATHIPUIOBA KHCENHAA Ce H3T0JI3BAT OT JKeHa OTIMTBAlla ce Aa 3abpeMeHee
HITH TIO BPEME Ha ITBPBO H RTOPO TpHMECedne Ha GpeMeHHOCTTA, 1o3aTa TpAGRa 3 € BE3MOXKHO Hal-HHCKA H
NPOLBIDKHTETHOCTTA HA JICYEHHE 112 € PE3MOXHO Hali-kpaTka.

ITo BpeMe A TPETO TPAMECEUHE BCHMKH HAXHOHTOPH Ha HPOCTAIIAHAHNOBHASA CHATE3 MOXE /12
ODPETHHAT Ba deryca:
*  KapJHOMyJIMOHANHA TOKCHYHOCT {(C TMIPeXKAEBPEMEHHO 3aTRAPAHE HA IYKTYC apTepHO3yC H
GenonpobHa XHIIEPTOHHA);
o GB0peuna MMC@YHKINA, KOATO MOMKE JIa NIporpecHpa A0 opOpeyHa HENOCTATBYHOCT ¢ OJIHTO-
XHIPOAMHHO3A.

Hrxu0ATOPH HA TPOCTAITAHIAHOBHN CHHTE3 MOTAT A4 HII0KAT H MAHKATR, H JeTETO B Kpad HA
(peMenHoCcTTa HA'
¢  BB3MOXKHO YABRDKABAHE Ha BPEMETO Ha KbPBEHE - AHTHKOATYNALMOHEH eexT, KOHTO MOXe 12 ¢e
TMOABH AOPH CICA MHOTO HUCKH OO3H,
® [OTHCKAHE HA MARTOUHNTE KOHTPAKUHH, KOSTO 1a NoBeHAe N0 3a6aBEHO H NPOABIDKHTENHO PaKIaHe.

CiieIoBaTeNHO aLIETHICATHITHIIOBATA KYCEIHHA € IPOTHBOMOKA3aHa 110 BpEMe Ha TPETOTO TPHMECEUHE HA
OpemeHHOCTTA.

Kspmene
CalTHLMJIATHTE M TEXHATE METaOOIIMTH IIPEMHHABAT B MAYMHOTO MIIAKO B MAIIKH KOJTHMECTBA.

Tril KaTo Aocera He ca HabmoAARaHK HeXeNaHH PEAKIHK NPH HOBOPOIEHH ClieN CiTyHaiHa yrioTpeba,
o0HKHOBEHO He € HAJIOXKHTEITHO NPEKbeBaHe Ha KbpMeHeTo., [Ipu peloBeH npHeM WIH NpHeM Ha BHCOKH
IO3H KBPMEHETO TpAOBa Aa ce MpeKsCHE PaHo,

DepTHAHTET
B3 ocHOBa Ha orpaHMveHHTe MyOMHKYBAHN JAHHH, NPOYYBAHHATA MIPH XOPa HE MOKA3BAT HOCNEAOBATENIEH
eeKT Ha AHETHICANHIIIOBATA KUCEIHHA BEPXY YBPEKIAHETO Ha (DEPTHAHOCTTA | HAMA YO
NOKA3ATENCTBA OT MPOYYBAHHA BEPXY AHBOTHH. i

4,7 EdekTn pppxy cnocodnocTTa 33 mopapane 7 paboTa ¢ MAIBHA

He ca HaGnmronasanu edekTi BEpXy cnocobHocTTa 3a modnpase u pabora ¢ M



4.8 HexeNaHR JeKAPCTBCHA PEAKIHA

HabpoenuTe HexxenaHu nekapcteeHH peakipH (FJIP) ce ocHOBaBaT Ha CIOHTAHHM TOCTMAPKETHHIOBH
JOKNIATH 33 BCHYKH PasHOBHAHOCTH HAa ACITHpPHH, BKITIOYHTEAHO 3a [IEPOPAIHO KPATKC- H JBITOCPOYHO
NeYeHHe, MOPAIH TOBA HE € TIOAXOIAIINO TPYITMPAHE CIIOPER TPUTE KaTeropHH Ha dectota CIOMS.

HapyieHns Ha ropHaTa H JI0/IHA YacT Ha CTOMAIIHO-9pEBHMS TPAKT, KATO YeCTH NIPH3HALN 1 CHMITTOME Ha
AMCIIENcHsA, CTOMAIIHO-9peBHa H KOpeMHa 60JIKa, pAIKO — CTOMAINHO-YPEBHO RH3NAACHHE, CTOMAINHO-
YPERHA A3Ba, OTEHIHAIHO, HO MHOrO PARKO, BOJELIA JO X€MOPAriiHa CTOMAIIHO-YPeBHA A3Ba H
niepdopaLs ChC CHOTBETHHTE JIaGOpaTOpHN ¥ KITHHWYHY NPH3HALMA W CHMITTOMH, 4peBHa NHadparMeHa
GouiecT ¢ Hen3BecTHa vecToTa (0cobeHO NMPH MPOIB/LKHTENHO JICYEHHE).

Tlopanu cBost HHXHGHTOPEH eeKT BEpXy TpOMGOLIATHTE, ALSTHICAIHLIIIORATA KHCe/IHHA MOXe na 6b1e
CBBp3aHa C IOBHIIEH PUCK OT KbpBeHe. Habmoznasano € KEpBEHE, KaTO NEpHONEPaTHREH KPHBOH3IIHE,
XEMAaTOME, €MMICTAKCHC, YPOTSHHTAIHO KEPBEHE, KbPBEHE OT BEHLMTE. PAIKo 10 MHOIO paaKo ca
AOKIIAJBAHH CEPHO3HH KPBBOM3IHEH KATO: CTOMAIIHO-YPEBEeH KPBBOH3IIHE, MO3bYEH KPBBOMIMHB (ocobeHo
TIpH NALMEHTH C HEKOHTPOIMPAHA XMIIEDPTOHHS H/HITH HA CHITHTCTBAIIO JIEYEHNE C AHTHXEMOCTATHIH), KOUTO
B €MHAYHH CITy4YdH MOraT /1a ca NOTEHLHATHO XHBOTO3aCTpalllaBalllH.

KpBhEOM3AMBET MOKE Aa IPHYMHH 0CTPa M XPOHMYHA NIOCTXEMOpPAriiHa AHEMHA/ SKENA30-1ePHLIMTHA aHeMHA
(mopajgu Hanp. CKpHTO MEKPOKBDBEHE } ChC CHOTBETHHTE J1aOOPATOPHH H KJIHHHMYHH [IPH3HALM H CHMITTOMH
KaTo: acTeHHs, bnemHOCT, XHronepdy3us.

Peakiyui Ha CBPBXIYBCTBHTEHOCT CHC CHOTBETHHTE JJa0OpaTOPHH W KIIHHHYHH IIPOABH BKIIIOYBAT
pecrupaTopHo 3aboiABaHe, 060CTPEHO © aCIHUpPHH, JICKH 0 YMEPEHH PEeakiiH MOTCHLMATHO 3aCATalH
KOK&TA, AMXATEHHUTE IIBTHILA, CTOMAIIHO-YPEBHIS TPAKT H ChPACYHO-CHAOBATA CHCTEMA, BKIIOUHTENTHO
CHMITTOMH KATO OOPHB, YPTHKApHs, OTOK, ChpOesk, PHHHT, Ha3ajiHa KOHTeCTH, ChpACUHO-PECIHPATOPSH
JHCTPEC H MHOTO PAAKO TEXKKH PEaKLH, BIITIOUHTEIHO AaHAQHNAKTHYEH IIOK.

MHoro paako ce cro0IIABa 3a MPEXONHO YEPHOAPOOHO HAPYICHHE C MIOBHIIABAHE HA YepHOAPOOHHTE
TpaHCaMHHA3H.

Joxnazgany ca CRETOBELPTEK # INyM B YIIHTE, KOUTO MO>KE J1a €a MPH3HAK HA MpeAO3NpaHe.

XeMonHu3a B XEMOJIHTHYHA AHEMHS ca JOKJIA[ABAHH PH MALMEHTH C TEXBK NNoKo30-6-docdar
nexuaporenase eyt (G6PD).

JoknaasaHy ca chIO Taka 6B6peuno yepexcane u octpa 60pevda HEAOCTATEYHOCT.

Crobmasane Ha HONO3HPAHH HEXENAHW PeakIliH
Cro6IaBaHeTo Ha MOJ03IMPAHH HEXKEAHK PEaKLHK el paspelnaBaHe 3a yNoTpeda Ha TeKapCTBEHHA

NpOAYKT € BaXxxHO. TOBA 1Mo3BONABA 14 MPOTBIDEY HAGNIONEHHETO Ha CHOTHOLIEHHETO NOJ3a/PHCK 33
AexapcTeeHus NpoaykT. OT MEIHIMHCKUTE CIELHATTHCTH CE H3HCKRA A3 ChoblllaBaT BCAKA MOAO3HpaHa
HexXeJlaHa peakiMa Jpes:

HansiHuTeNHA areHIHA TIO IEKapcTBaTa

yi. . Jamsaa I'pyes” Ne 8
1303 Codmn
Ten.: +35 928903417

yeGealit: www.bda.bg

4.9 IIpenosupane

CanmnynatHata TokeHaHOCT (> 100 mg/kg/nesHo B Npoab/DKEHHE HA 2 THH MOXKE
TOKCHYHOCT) MOJKE Jia € PE3YIITAT OT XPOHHUHA, TEpaneETHYHO NPpUAoOHTa MHTOKC




KHMBOTO3ACTPAIIABAINM OCTPH HHTOKCHKALIHH {TIpeAO3MpaHe), BapHpalllH OT CJy4aiHo [orTsiaHe [ipH Jeua
Jlo cTyvaliHi MHTOKCHKAIIHH,

XQOHH‘H{O QTpaBiHe CbC CATHIIUIIATH

XpOHHYHOTO OTpABAHE ChC CANHIIAIATH MOXe fa e CKPHTO, Thil KATO MPU3HAIMTE H CHMITTOMHTE Ca
Hecnewuduaau. Jleka XpOHHYHA CaNMIHIATHA HHTOKCHKALMA HITH CATHIMIH3EM, ODHKHOBEHO CE NOABARA
€JiBa cliel MHOTOKpaTHa ynioTpeba Ha roneMy go3H. CHMITOMMTE BKITIOYBAT 3aMaiiBaHe, CBETOBBPTEXK, IIyM
B YIIMTE, TYXOTA, M3NOTABAHE, FaIEHE W NIOBPBLIAHE, rMaroboue, H OOBPKBAHE H MOTaT la Ce
KOHTPOJIMpAT upe3 Hamaliasaxe Ha pozara. lllyM B yrmime Moxke fa ce MosiBH NIPH IUTa3MEHH KOHLIEHTPalHH
ot 150 10 300 meg/ml. To-cepro3HE HekenaHH PeakLMy ce MOARSBAT TIpH KoHIEHTpay Haj 300 meg/ml.

OcTpa HHTOKCHKANNWS CBhC CAMMIIATA

TunmaunHa XapakTepHCTHKA HA OCTpa HHTOKCHKALIHA € TCKKO HAPYIICHHS Ha KHCCJIMHHO-aJIKAJTHHA GHJIaHC,
KOHTO MOXeE Ja BAPHpA C Bb3PacTTa H TEXECTTa Ha HHTOKCuKkalHd. Hail-uyecTaTa nposBa npy fena e
MetabonuTHa auraosa. TexecTTa Ha OTpaBdgHe He Moxke Ja ObJ¢ OLICHEHA CaMO OT TIa3MeHaTa
xouuenTpanng. AGCopbUHATa HA ALETHICATHIMIIOBA KHCENIWHA Moske fa Obie 3a6aReHa nopali HaManeHo
H3Mpa3BaHe Ha CTOMaxa, o0pa3yBaHe Ha KOHKPELMH B CTOMAXa HIIH B PE3YJITAT Ha NOTTBIaHe Ha
CTOMAIHO-YCTOHUHBH TabneTku. MepkuTe, KOMTO TpAOBa 2 C€ B3EMAT [PH HHTOKCHKALHMA ¢
ANETHICATHIIWIORA KHCEMHHA CE ONIPEENAT OT CTENEHTa, €TANAa H KIHHUYHHTE CHMITTOMH H B ChOTBETCTBHE
CBhC CTRHAAPTHHTE TEXHHWKH NpH oTpaBsHe. [TspruTe MepKH TpaOBa na 6b1aT YCKOPEHO OT/IE/AHE HA
JEKapCTBOTO, KAKTO H FE3CTAHORABAHE HA CIICKTPONUTHHA H KHCEMUHHQ-AJIKAITHAA MeTab0IHIBM.

Hopa,nn KOMIUVICKCHHTE IIa'I‘O(bPBHOJIOI‘Pl'{HH ec])elcm Ha CAMMIWJIATHOTO OTPaRAHE, NPHIHALIHTC H
CHMITTOMUTE/ OTKPHTHA ITIPH KIHHHYHA H3ITHTBAHKA MOCAT Na BKJIKOYBAT:

‘Ilpusnanu H CHMITOMHE ‘OTkpaTHS npH KIEERIEH - |‘TepaneBTaanm:MepKE

CromailiHa MpOMHBKA,

Jlexa no cpenna MHOT'OKpaTHO NPHWIOKEHHE Ha
HHTOKCHKAOHSA aKTHBEH BBIVIEH, opcHpata
IKATHA AAYpe3a

Taxnnueu, XHUIICPRCHTHIALINS, BracTanopaBane HA BOAHO-

AlNkanmeMus, ankarypus

peclHpaToOpHa akanosa €IEKTPONHTHHA OanaHe
adopesa
TapeHe, NOBpBIIAHS
CroMalHa rnpoMHBKa,
Cpenna 10 Texxa MHOTOKpaTHO TIPHIIOKEHHE HA
HATORCHKARAS axTHBeH BbIUieH, popcHpana

aIKaTHA JHYpe3a, XeMOAHaIH3a
B TEKKH CIIy9aH

PecnupaTopHa ankanosa ¢
KOMIIEHCATOpHA MeTabonuTHa Anyaemns, alEnypus
ALMA03a

BracTranoesarane Ha BOJHO-
eJICKTPOTHTHHA Oananc

Br3cTaHoBABAHE HA BOIHO-

Xumnepmpexcus
P gNeKTponuTHYUsA Oananc

Pecrmparophu: BapHpat OT
XHUITEPBEHTIIIALINS, He-
KapaWoreHeH benogpoben oTox
J10 PECTIHPATOPEH apecT,
achHKcHA

CupaeuHO-CHIOBH: BapHpar oT | Hanp. KpesHo Handarake,
JHCPUTMUA, XHIIOTOHHS [0 npomaHa B EKT




‘TIpHsHans A-cRMITOMA [ Ovkparas nps wipaeen | TepameBTHIHA MEPKH -
| H3mETBaEHS o

CHPASYHO-CHIOB apPECT

Harnp. XHMOKATHEMHS
Bonno-enexTponuTtHa 3ary6a: ?

XUIepHaTpHEMU, BE3cTaHORABaHE HAa BOAHO-
JeXHApaTaLlis, OJHTYPHS [0

XHINOHATPHEMHA, TIPOMEHEHA eJIeKTPONUTHUA GanaHc
610peuHa HEOCTATEYHOCT

6B6pevna yHkIwn

Xuneprimkemus,
Hapymen rmokozeH XHNOrnHKeMH: (oco6eHo Ipa
MeTaboJIHIBEM, KETO3a Jena)

TIoBHINeHH HHBA HA KETOHH

Ilym B yiumTe, rayxora

CTOMAIIHO-YPEBHA: CTOMAITHO-
YpEBHO KLPBEHE

XeMaToNnoryuHH: Bapupar ot
TpoMOOLMTHO HHXHOHpaHe K0
KOArylnoONaTHa

manp. ¥V awkapase Ha PT,
XMIIOMPOTPOMOHHEMHS

HesponorauHn: TOKCHYHA
eHUe(amOnaTha U ACTPECHs Ha
ITHC ¢ nposBH Bapupaniy Ot
CHHJIHBOCT, 0OBbpKEaHE A0 KOMa
H I'bp4OBE

5.  ®APMAKOJOrMYHA CBOMCTBA
5.1 @apmMaxkoARHAMAYRE cBOficTBa

®dapmakoTepanesTHyHa rpyna: HepeHa cuctema, ApYrd aHAITCTHIM H AHTHITHPETHIIH, CATHLHIIOBA
KHCE/IHHA H NPOH3BOJIHEH.
ATC kon: NO2BAQ]

MexaHH3bM Ha AelCTBHE
AleTHICATHIHIOBATA KHCSIMHA IIpHHAAEKH KBM IPyNaTa Ha KHCOIHHHUTE HECTEPOMIHH

TNPOTHBOBBINAIHTEIHH JICKAPCTBA C AHAIITETHYHH, aHTHITHPCTHYHH H [IPOTHBOBB3NATHTEIHH CBOMCTBA.
Heitmmar Mexann3sM Ha AclicTBHE ¢e OCHOBABA HA HeoﬁpaTHMo ﬁﬂmﬁnpane Ha ITHKJIICOKCHI'CHAa3HHTE
©H3HMH, BKITICYCHH B NPpOCTarlaHAHHOBHA CHHTES.

DapmakogHHAMHYHY edekTH

ANETHICATHIIAIOBATa KHCEITHHA B NIepOpaTHE K031 odnkHoBeHO Mexay 0,3 u 1,0 g ce u3nossa 3a
obnekyaBane Ha Gonka W nekH GeOPHITHA CHCTONHNA, IPH IPOCTY/IA H TPHIL, 3a NOHMKABAHE Ha
TeMnepaTypara M obnekyaBaHe Ha CTABHH H MYCKYJIHH OOIKH.

H3nonzea ce ChINO M NPH OCTPH H XPOHHYHH BE3MAIMTEIHA HApYLIIeHHs, KATO PEBMATOHMICH apTPHT,
OCTE0APTPHT H aHKHNO3HPAIll CIIOH/TH/IHT.

A].[e'l'ﬂJ'[CEIJIH]IHIIOBaTa KHCCITHHA CBILO Taka HH’XHﬁPIpa arperanyAaTa Ha TpOMﬁOlJ,PlTHTe KaTto Gnompa
CHHTE3a Ha TpOMﬁOKC&H AsB 'I'pOMGOIJ.}I'I'HTC [To To3H HAYMH ALETWICATULIHIOBATA KHCEIHHA Ce H3l'10]]3]3&

MpH pa3zIHYHH CBIOBH TIOKa3aHHA B A03H 0OHKHOBEHO 75 no 300 mg nueBHO.

5.2 PDapmMAKOKHHETHINH CBOHCTBA

AGcopbuma




Cnea nepopaniHo MpWIOKEeHHE aUETHICATHIIIOBATA KHCelHHA ce abcopbupa 6p30 M HAITAIHO OT racTpo-
HHTeCTHHATHHA TpakT. [To BpeMe HA H cned abcopOLms aNeTIWICAALMIOBATa KHCE/THHA C¢ KOHBEPTHPA B
CBOS INlaBed MeTaboJIHT CaAJTHUHITIORA KHCCIIHHA. MakcHMAaNHATS MM1a3MeHH CTOMHOCTH ce JOCTHTAT CIICA
10 — 20 MUHYTH 32 aLETHICANHIMIOBATA KMCENHHA M ChOTBETHO cien 0,3 - 2 yaca 3a canuinoBaTta
KHCEJIHHA.

Paznpeneneuue
AUETHICATHIIIOBATA H CATHIIUIOBA KHCEITHHA C¢ CEBP3BAT HRKIIIOUHTENHO 3PABO ¢ IUTa3MEHHTE IPOTEHHM

H CC pAsMIpeacaaT 6’]’:])30 B TCIICCHHUTC TCYHOCTH.

BuotpancdopMarims

Cam[uunona'ra KHCEIIHHA CE TIOABABA B KbPMAaTa W NPCMHHABA B IVTALICHTATA.

EnnMuaHHpaHe
ANETHICANMIIIOBATA KHCE/IHHA C€ NPEBPHINA B OCHOBHEA CH MeTaOO/IHT CATHIIMIOBA KHCETHMHA,

AueTninoBara rpyna Ha aueTHICATHLMWIOBATA KHCEMHMHA 3aN0YBa J1a C€ OTAEIA XHAPOIHTHIHO JOPH Mo
BpEMe Ha [IPEMHHABAHETO IIPE3 JIMTABKULIATA HA YEPBATa, HO OCHOBHO TO3H MPOLEC MPOTHYA B YSPHHA Jpod.
MeTabonuTeTe H BKMIOYBAT CAMHLIKNITHKCOYHA KHCEHHA, CANUIII(EHOIOR TIIOKYPOHH], CANHLHIOB

ITIIOKY POHH], NTEHTH3HHOBA KHCEIHHA H TEHTHRUHITHKOYHA KHCETHHA.

EJ'IH]VIHHBJ.[HOH]-[&T& KHHETHKA Ha CAMTHOHUIIOBATa KHCEJIMHA € 3aBHCHMA OT 103474, Thi KaTo MeTabO0IH3MET €
OrpaHUYeH OT KANALMTETA Ha YepHOAPOOHHTE eH3UME. ENHMHHAIMOHHHAT NOTYKHBOT BapHpa MEXAY 2 A0
3 vaca ciex npHeM Ha HHCKH JO3H 10 OKOJo 15 uaca 3a BUcokyTe Ao3H. CanHLHIOBATA KHCETHHA M HEeIHITE
MeTabOITHTH ce eKCKpeTHparT riaBHo upes Ob0pelmTe.

5.3 IlpeagxknHENYHA AaHHH 3a OezomacHoOCT
[peaxnunmaHEsT Ipodua 3a 6€30MacHOCT HA AUETHICATHIIIIOBATA KHCENHA € No0pe JOKYMEHTHPAH.

B npoy4BaHus IpH XXKHBOTHH CATHLANATHTE NPHYHHABAT YBpeXaHe Ha OOpEIHTe NPH BHCOKH 103H bes
IPYTH YBPEHTAHHA.

AueTWICATHIIOBATA KHCEIHHA e [MNPOKO H3CEARAHA i Vilro H in vivo 3a MyTareHHOCT H KAHLIEPOTeHHOCT
K HC € YCTAHOBEHO 3HAYHMO JOKa3aTEIICTBO 34 MYTaI‘GHeH HAIH KaH].ICPOI'eHeH IMOTCHITHAL.

CanuuinaTiTe POABABAT TEPATOTEHHH eeKTH MPH H3CTIEABAHHA BbPXY Pa3/IHYHH BHIOBE XXHBOTHH.
OnucaHy ca ¢Iy4ad HA HAPYUICHHS TPH HMILTAHTAIHA, éeMOPHOTOKCHYHH H (PETOTOKCHYHH eeKTH H
yBpexkIaHe Ha CIOCOOHOCTTA 3a YUeHe B OKOJICHAETO CTIEM PEHATAIHA SKCIIO3HIIMA.

6. PAPMANEBTHYIHHA JAHHH
6.1 CnachK Ha NOMONIHATE BEMECTBA

Hatpuen xunporenkapbonar
JIumonena kucennra, Ge3poaHa
[Hosupgon 25

3axapuH HaTpHiH

JluMOHOBa eceHLMA

JlaitMoBa eceHums
JIHMETHKOH/KANMIIHEE CHITHKAT
Joky3ar HaTpuii/HaTpHeB OeHzoaT

6.2 HechBMecTHMOCTH
Henpunoxmmo.

6.3 Cpok Ha ropnocT




3 roguHu
Jla se ce ynorpebsBa cnesl H3THIaHe CpOKa Ha FOAHOCT.

6.4 Choepuansm ycIoBAd HA chXpaHeHHE

Ja ce cpxpangsa nop 25 °C.
Ha ce chbxpaHgBa Ha MACTO, HEJOCTHITHO 34 Aelia.

6.5 Bnjn cLILpRAAHE HA ONAKOBKATA

10, 20 edeprectieHTEH Ta6ACTKH

He BcyuxH BHAOBE OTIAKOBKH MoraT Aa GBJAT ITyCHATH Ha [1a3apa.
6.6 CoenHajnnE OPesNazHEA MEPKH IPH HIXBHPIAHE

HeM3non3saHuAT OPOAYKT KNH OTHATLUHATE MATSPHAIH OT HETO TPAOBA f1a ¢& H3XBBPNAT B CHOTBETCTBHE C
MECTHHTE H3HCKBAHHA,

7. TPHATEXATEJ HA PASPENIEHHETO 3A YIIOTPEBA
Baitep brarapus EOO/]

yI. “Pesbapeka™ Ne 5

rp. Codma 1510, Bearapus

8. HOMEP HA PASPENIEHHUETO 3A YIIOTPEEA

Peructpammonen Ne 20010171

9. JATA HA IBPBO PA3SPEMABAHE/MOJHOBIBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mepBO paspeinapaHe: 21 auyapu 2001 r.
Jara xHa nocnento rogHoedapaue: 28 onu 2011 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

09/2020




