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Kom Pez. Ne ..

1. HME HA JEKAPCTBEHUA INIPOXYKT
Paspewerue Ne™

2. KAYECTBEH H KOJTHYECTBEHR CBhCTAB

1 Tabnerka cuanpxa: 100 mg aneruncanuipuioBa Kucennna {acefyisalicylic acid).
3a ITbHUA CIHCHK HA IOMOIIHUTE BEIIECTBA BHKTE ToUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

CroManiHo-ycTolyHBa TabneTka.
bana, xperaa Tabnerka.

4. KJIMHHYHH JAHHH
4.1 TepaneBTHIHNA MOKAZANHA

AlETHICAIHIMIORE KHCEIHHA € MOKA3aHa NPH BL3PAacTHH 2a ynorpeba NMpH CHERHUTE ChPAEYHO-

CHACEY ChCTOSHUN:

- 3a raManTABane PUCKA OT CMBPTHOCT TIPH [TALHEHTH ChC CHMHEHHE 32 OCTBP MHOKApAEH
HHOapKT

- 3a gaMansBane pUcka OT 3adoNeBacMOCT M CMBPTHOCT NIPH IIALMEHTH ¢ NPeKapaH MAOKapASH
HHapKT

- 3a pTOpHYHa APOPIIAKTHKA HA WHCYIIT

- 3a HaMansBaHe PHCKA OT TPEXOIHM uexeMuuHu ataku (TIHA) w uncynT npu naumesty ¢ [THA

- 3a HaMaABaHE PHCKa OT 3a001eBaEMOCT H CMbPTHOCT IIPH MAUHEHTH Che CTabNIHA 1
HecTabWITHA cTeHOKapaHA

- 3a npeBeHIMA Ha TPoMO0OeMOOINIBM CTIEA ChAORA XHUPYPTUA HITM APYTH HHTCPBEHIIHH, HAnNp,
PTCA, CABG, xapoTH[IHA €HOAPTEPEKTOMMS, aPTEPHOBCHO3AH IIEHRTOBE

- 3a npodunakTuka Ha aeIfoka BeHO3HA TpoMGosa n Genonpodta eMOONHA cren
NPOjUBIDKHTEIHA UMOGHITH3ALH, HALID. CE/ IOJIAMA XHPYPrHYHA HHTEPBEHIHA

- 3a HaManABaHE PUCKA OT MbPBH MHOKapneH HEDAPKT IPH X0Opa ¢ NOBHIIEHH ChPAEYHO-CHAOBU
PHCKOBH (haKToOpH

4.2 Jl03HpOBKa H HAYHH HA IPHACKEHHE

ﬂﬂGH POBKA

OcTsp MHOKApAeH HHQAPKT: TIPHEMA ce MbpBoHavarHa noza ot 200 mg no 300 mg peanara npy
TOA03PCHAE 32 MUOKapAeH uudapkr. [ogabpmrama aosza ot 100 mg ao 300 mg npogeiokasa 4 ce
npuema 30 anu cnen vHQapkTa. Cren 30 1M cnefpa ma ce 0OMHCIH JOITLITHHTEIHA TEPATHA 34
IPEBEHINA H2 NIOBTOPER MUOKApAeH HHAGAPKT. [IsproHadanyara 103a Ha BCYMKH JEKAPCTBEHH
(hopM¥, BRIIOYHTENHO CTOMALIHO-YCTOHYHEH T2ONeTKY 32 Ta3 MHAMKALHA TpIOBa 14 ¢ CMayuka HiH
COBBYC M TIOTRIIHE, 33 Ad c& nocThrue 6up3a aboopbiims.

IIpeanmen MuckapneH urdapkt: 100 go 300 mg aHEBHO.

Bropuuna npodmnakTika Ha uacynt: 100 oo 300 mg anesHo.

[pu mawweHTH ¢ [THA: 100 10 300 mg nHeBHO.

Ipu narpeHTH che cTabUTHA U HectabMaHa creHokapaus: 100 o 300 mg nHeBHO.
FpepeHLMA HA TPOMOOEMOOTHIEM Cllefl ChIOBA XHPY P HITH APYTH uHTepBeHuuy: 100
IHEBHO.




TpodunakTika Ha Ten00Ka BeHo3Ha TpomGosa U Genoapobna embomua: 100 go 200 mg THEBHO WK
300 mg mpes nex.
HamanspaHe pucka oT MhPEHYEH MuoKapacH uHdapkt: 100 mg aHesno mwnd 300 mg mpes feH.

Heduampuuna nonyrayus

BesonacHocTTa M eHKacHeCTTa Ha AcdpiH [IpOTEKT IpH A€l HA Bh3pacT nox 18 ronyHH He &
ycraHoeeHa, Jluncear aanny. Eto 3awo, Acoupud [Tpotext He ce npenopbusa 3a yrnorpeba npu ieua
nox 18 roauHu.

Hayuenmu ¢ wepnodpobro vepescdane

Acnapus TIpoTeKT € NPOTHROTIOKA3aH NPH MAUMCHTH ¢ TEXKKA YepHOIpoOHA HENOCTATEYHOCT (BK.
Touka 4.3). AcniapuH [TpoTtekt tpadsa na ¢e n3nonzsa ¢ ocofieHo BHHMAHHE NPH DAUHCHTH ¢
HapyHIeHa YepHoApoOHa QyHKUIHA (B, To4ka 4.4).

Hayuenmu ¢ 6v6peuno yepexcoane

Acnupur ITpoTekT ¢ NPOTHBOIOKA3aH MPH HALMEHTH ¢ Texka GhOpeuHa HeloCTaTBYHOCT (BXK.
Touka 4.3). AcmapuH [potexT TpAbBa ga ce W3noa38a ¢ 0cODEHO BHUMAHNE NPH MALHEHTH C
Hapymena 6nOpedHa QyHKIE, ThH KATO AUETHIICATIUIIMIOBATE KHCEIHHA MOXKE JOMBIHATENHO I
YBEJTWYH PHCKa 0T OEOpeuHo yBpexknane u ocrpa 6s6petHa HEFOCTATHYHOCT (BK. TO4Ka 4.4).

Hauun Ha npunosxenue

3a nepopajiHo NPHIOKEHHE,

INpenopBYATENHO € CTOMAIIHO-YCTOWYMBHTE TAONETKH € fa ce B3eMar noHe 30 MHHYTH npea
XpaHeHe ¢ MHoTO Boga. CtoMalmHo-yorofunsrTe TabneTky He TpAbBa Na ce Ma4KarT, UynsaT HIH
I'BBYAT, 32 14 OCUI'YPH OCBOOMKIARAHETO B @IKATHATA cpe/a Ha yepeaTta. OCTEp MHOKapAeH
HMH(apKT: MbPBOHAYATHATA 1033 TpaOea fa Obje cMauKaHa WM CAbBKAHA H IIOrRIHATA.

4.3 IIpoTnBonoxazanus

ALleTHICANMLIMA0BA KHCENKHA He TpAGEa 14 ce HIION3BA B CISIHUTE CIIydaH:
* (CBPBXYYBRCTBHTENHOCT KbM AKTHBHOTO BEIIECTBO, IPYTH CAIMIIMAATH HITH KBM HAKOE OT
NOMOLIHUTE BEINEeCTEA, H30poeHH B TouKa 6.1,

s ApaMHeCTHYHM IAHHH 3a aCTMa, HHAYLHMpaHa OT MPWIGKEHHE HA CATHIHIATH HITH
cyOcTaHIMH ¢ moaofHo AeiicTere, ocobeHo HecTEPOMIHY NPOTHBOBE3NAIHTE/IHE NEKAPCTRA,
OCTPM CTOMALIHO-IPEBHU A3BH,

XEMOparutvHa JHaTesa,

TekKa OpOpeyYHa HEJOCTATRYHOCT,

TEWKa YepHOZpobHA HEAOCTATHLUHOCT,

TEXKKA ChPIeHHA HEAOCTATHIHOCT,

KOMOHHALIMA ¢ METOTPAKCAT TIPH 034 15 mg/ceaMuyno WM nosede (B, Touka 4.5),
HOCIEHOTO TPHMECEUHe Ha OpeMeRHOCTTA. (B, Touka 4.6).
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4.4 CreuHa/HH NpeIyNpeRIeHAS B NpellazHl MEPKH NPH ynorpeda

AlETHICATMIIIOBA KHCETHHA TPA6BA a ce H3MON3EA ¢ 0cO0eHO BHUMAHHE B CIEAHUTE CIIyvaH:

¢  CBBPXHYBCTBHTENHOCT KBM AHANTETHIH / IPOTHBOBL3MATHTEIHY / aHTHPEBMATHYHY
NeKapCTBa H B NPHCHCTBUE HA JPYTH Allepriu;

¢  aHAMHECTMYHH JAHHH 33 CTOMAIIHO-YPEBHY A3BH, BKIHMHTENHO XPOHHYHA HIH
PelMAHBHpaLL2 538¢H: DONISCT HIIM AHAMHECTHSHH IZHHW 32 CTOMAIITHO-YPEBHH
KPBEOHNMEBH,

s  EIHOBpPEMEHHO /IeUeHUe ¢ aHTHKOAryIaHTH (BXK. Touka 4.5);

®  TpH MAUHUESHTH C HapymeHa 6p0peyHa by HKIMA UM NAUMEHTH ¢ HAPYIICHA ChPAE

.
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TBH KaTo AUETUIICATHIIAIOBATA KNCEIHHA MOXE NOIBIHHTETHO 14 YBENUYH DUCKA OT
Op0peuno yBpeknane 1 ocTpa 6p0pedHa HEAOCTATHYHOCT,;

* IIpPH NALHEHTH, CTPANaIly OT TEWKA IMoKo30-6-hocdar nexunporenasua (G6PD)
HEI0CTaTEYHOCT, ANSTHICATHIIIIOBATA KECETHHA MOKE 1a HHIYIHPA XEMOH3A WIH
XEMONHTHYHA aHeMuA. PakTopH, KOHTO MOTAT Ja YBENHUAT PHCKA OT XEMOJIH34A CA HAIp.
BHCOKA JO3HPOBKA, TPECKA HITH OCTPH UHGEKIH;

YBpeIeHa YepHoapoOHa QyHKIMS;

*  METAMH30] H HAKOH HECTEPOMAHH NpoTHBoBB3nanuTentn cpenctsa (HCIIBC), karo
ubynmpodieH U HANPOKCEeH, MOXeE Tla 0TCIabsT HHXHOHUTOpHIA eekT Ha aleTHACATHUHAOBATA
KHCEeNIMHA BbPXY TpoMOOIWTHATa arperaus. [lauuenTuTe TpaGea 1a OBAAT MOChBETRAHN 1A
TOBOPSHT ¢ TEXHHA JieKap, aKO Ca Ha JSHEHHE ¢ alleTHICATHINIOBA KHCEHHA B IUIAHHPAT A4
mpuemat Metammzon wid HCTIBC (exk. Totuka 4.5).

*  AUETWICANMLUHICBATA KHCEIHHA MOXKE Jia TPHIHHY OpOHXOCHa3hM W HHAyL#pa aCTMaTHUHH
aTakH WK APYTH peakllHH Ha CBPBXYYBCTBHTENHOCT. PHCKOBH (JAKTOPH Ca CHIICCTRY RAlllg
OpOHXHANHE ACTMa, CeHHA XPeMa, Ha3allHN NOAMIIH HITH XpoHuYHO HemoapobHo 3abonsrane,
ToBa c¢ OTHACH CHIUQ H 34 MAUMEHTH C AlCPriHdHE PEakium (Hanp. KOAKHH peakiiy, chpbex,
YPTHKAPHA) KbM JPYTH BEIIECTBA,

*  Tnopagd HHXHOUTOPHUAT eeKT BBpXY TPOMOOUMTHATA arperamisl, KOHTo MOKe Aa IPOAbIKH
JIO HAKOJTKO JIHY CJiell TPWIMKEHUE, ALEeTHUICATUIIMIOBATA KHCENHHA MOXKe 1A IOBee JIo
[ICBHIICHA TEHACHIIAA OT KPHLBOH3IIHBH MO BPEME H CEM XHPYPTrH4ECKH OIEDALHE
{ BKITFOUMTENHO MANKa XHMPYPria, Hanp. 350HH eKCTPaKIMK);

® B HICKH JO3H ANCTHICATHUMIOBATA KHCCIHHA PelyLipa CKCKpeLHATa Ha IHKOYHATA
KucenuHa. Tosa MOXe [1a IPOBOKUpA [TOJATPA IIPH NIpelpazloNoNEHA MALIHEHTH,

[lenuaTpHyHa TOIY.IALEKA

JlexapcTREHN NpOMYKTH, CHIBPAAIIK ASTUNCANHIMIORA KHCCAKEA He TpAOBa a ce UINON3RaT Npu
Jiella H IHOIMK ¢ BUPYCHH HEGEKIHE, ChC WTH €3 BHCOKA TeMnepartypa, 6e3 KoHcyITauus ¢ nexap.
ITpu onpeaeneHd BUpyCcHH 3a0019BaHus, ocoDeHo rpun THN A M B 1 Bap#liena, chlecTBYBa PHCK 34
pPasBHTHE Ha CHHIPOMA Ha Pell, MHOTO paOKe, HO BRIMOXKHO XHBOTO3ACTPAIIIABAINO 3a00NsBatE,
KOCTO W3KCKRa He3abaBHA MeMIIMHCKA MOMOLL,. PHCKET MOKe Ja ce YBelHIH, KOTaTo
AUCTHNCANHIANORATA KUCSNMHA CE TIPUNara ¢IHOBPEMEHHOD, BLIIPEKH Ye HE € HoKazana IPHiHHHO-
CIIENCTBCHA Bp’BSKa. AKO IpH TAKHBA 3a00/19BaHNMA CE MOSBH lTpOj'l'BJ'DKPITBHHO TIOBPBINAHE, TOBA MOXE
Ia € NPH3HaK Ha CHHApoMa Ha Peil.

ToBa JekapcTBo CHABPXKA NMo-Manko ot 1 mmol HaTpuit (23 mg) Ha TabneTka, T.e. MOXe Ja Ce KaxKe,
4e OPIAKTHHECKH HE ChALPKA HATPHE.

4.5 Bzanmogaelicrane ¢ Apyry JeKapcTReHH MPOAYKTH H ApYrH (JoPMH HAa B3aHMOAeHCTBRE
4.5.1 IIpormeonokazanu KoMOHHANMHK:

MeTorpexcaT, H3NOJ3BAH B J03H NO-BUCOKA OT 15 mg/ceimuyHO NN OBeYe:

IToeuieHa XeMAaTONOrHYHA TOKCHYHOCT Ha METOTpeKcaT {MoHMkasaxe Ha O60pedHHA KIHPEHC Ha
METOTPEKCAT OT NPOTHROBB3IIATMTENHH JIEKAPCTBA B MOMIMA CTEHEH U H3MECTRAHE HA METOTPEKCAT OT
HEeroBOTO CREP3BAHE ¢ IUIA3MEHHTE [IPOTEMHH OT CAIMUMIATHTE) (BX. Touka 4.3).

452 Kom0{HHALHH, KOHTO HAJArAT NpeANA3HE MepKH NPH H3MOI3BaHE:

MeToTpekcar, H3MOX3BAH B J03H MO-HUCKH OT 15 mg/ceamudano;
[loBHIIEHA XeMaTONOTHYHA TOKCHIHOCT Ha METOTpeKCAT (IIOHIKABaHe Ha OB0Opeunns KIHPEHC HA

METOTPEKCAT OT NPOTHBORE3IANMTCITHY JIEKAPCTBE B TOAMA CTENICH H N3MECTBAHE Ha METOTPEKCAT QT
HEroBOTO CEBPABAHE C NUIA3MEHHTE NPOTEHHH OT CANHIIHIIATHTE).

MeTamMH301 H HECTEPOHAHH NPOTHEORB3INAINTETHH cpefdcTBa (HCOBC):
EnHOBpeMeRHOTO IPHIMKEHHETO (CHILHA AeH) Ha MeTaMu3oA 1 Hakon HCTIBC, karo
HaNPOKCEeH, MOXE ia oTcnalbl HeobpaTHMo TpoMOOLHTHOTO HHXMOHpaHe, HHIYUHpaH




aueTIWICATHIUIOBATA KiceanHa, KNHHHYHOTO 3HAYSHHEe HA Te3H B3aUMOIEHCTBHA He € H3BECTHO.
Jleuennero ¢ Metammzon wnn wakon HCIIBC, karto ubynpodeH WM HANMPOKCEH, IPH MALMEHTH ¢
MIOBHILIEH CHPIEYHO-CBIOR PUCK, MOWKE Ja OFPAHWYH CHPAEYHO-Ch/I0BATA 3aLI[HTa Ha
aLeTH/ICATALIAIOBATA KuCenraa (B, Touka 4.4).

ExcriepHMeHTaIIHH A3HHH T10Ka3BaT, Ye ubynpoden Moxe Na HHXHOKpa edeKTa Ha HHCKO-IO30BHS
acMMpPHH BbpPXy TPoMOOLMTHATA arperalns, KOraTo ¢c Npuiarar enHospeMenso. [opany
OrpaHIeROCTTa Ha TE3H JAHHU H HECHTYPHOCTTE OTHOCHO SKCTPAMONALHATA HA JAHHKTE €X Vivo KbM
KITHHATHATE HE MOTAT /3 CE HAMPABAT KaTEFOPHYHH 3aK/IOMCHHA 32 peloBHaTa yroTpeba Ha
ubynpodeH, U HIMA KIHHIYHO 3HaUHM edekr, KOHTO Ia ¢e CUHTA 3a BepOSTEH NP HEPENOBHA
ymotpeba Ha ubynpoden (Bx. Touxa . 1).

TipH ¢IHOBpPEMEHEH TIPHEM METAMHI0 MOXKE A2 HAMAIH eekTa Ha aueTHICaNHIIOBATA KHCETHHA
BBPXY TpoMOoLHTHaTA arperaud. CleqosaTellHo, Ta3 KOMOHHAIHA TpA0Ba 1a ce H3II0N3Ba ¢
TIOBHIICHO BHHMAHHE TP [FIIHEHTH, MPUeMalli HUCKA /1032 aCTIUPHH 32 KapAHOIPOTEKLIHI.

AHTHKOATYTaHTH, TPOMOOIHTHINR/APYCA HHXHOHTOPH Ha TPOMBOIUTHATA
arperpanus/xeMocTala:
IloBHIEH PHCK OT KbpPBEHE,

HecTepouann npoTHBOBBINAMHTENHH CPEACTEA ChC CATHIMIATH:
TloBHLIEH DHCK OT A3BH H CTOMALIHO-IPEBHO KbPBEHE TIOPAIH CHHEPrHHHKA edeKT.

CeJIeKTABHH HHXHOHTOPH HA 00paTHOTO 3AXBAINAHE HA CEPOTOHHHA:
TMoBMIeH PUCK OT KbPBEHE B TOPHHUTS YACTH HA CTOMAILHO-YPEBHHA TPAKT MOPaal BE3MOMKEH
CHHepru4eH edekt.

JAnrokcnn:
ITnaszmerUTe KOHIEHTPAUNH Ha HTOKCHH ca MOBHILEHH, NOPAAH HamaldsaHe Ha 6nOpeunaTa
EKCKpeLun.

AurpanabeTHs, HANP. WHEYIUH, cy/I(OHMEYpeiiHH NPOIYKTH B KoMOHAAITHS €
ALETHIACATHINHI0BA KHCENHHA BLB BHCOKH A03H:

TToBHIIEH XMITOTNUKEMHYEH e}eKT IIPH TT0-BHCOKH 03H alETHIICATHIFIIOBA KHCENMHA MOCNEICTROM
XHIIOTIRKEMUTHOTO AEHCTRIC Ha AUSTHNCANMITATOBATA KUMCEIMHA K WIMECTRAHE Ha cyndatmrypesra
OT MACTOTO HAa CBBP3BaHE C ILTA3MEHHTE IIPOTEHHH.

AnypeTHuH B KeMOHHAIHS ¢ AUETHICATHIHIOBA KHCEIHHA BHB BHCOKH T03H:
Hamancha rimomepynHa QmITpalka nocpeAcTBoM HaManeHa Os0pedHa cHTe3a Ha MPOCTArNaH (HHH.

CHeTeMHH TIIOKOKOPTHKOMIH, ¢ H3KIIOYeHHe HA XHIPOKOPTHIOH, H3MOJ3BAH 33 3AMECTBANIO
JeueHHe pH AauconoBa Goaect:

TloHmKaBaHe Ha KPBBHHTE HUBA HA CATMIMIATA TI0 BPEME Ha KOPTHKOCTEPOHAHOTO NEYCHHE H DHCK
OT CANHIANATHO IPSIO3UPAHE CIE KATO TORA NEUCHHE ¢ CTIPe, NOPaiK TOBHIISHO eNUMUHMpPaHe Ha
CAJIMLIAIATHTE OT KOPTHKOCTEPOHIH.

EnnoBpeMeHHaTa ynoTpeba Mo)Ke 2 MOBHIIN PUCKA OT racTPOMHTECTHHANHO KBPBEHE H A3Ba.

HnxnbuTopH Ha aHrHOTeM3nH KouBeprapanl enzum (ACE) B koMOHHaLHA ©
ANEeTHICATNUHIOBA KHCEIHHA BB BHCOKH KO3H:

HamaneHa rimomepyiiHa QurTpanHs NOCpeacTBOM NOTHCKAHE HA ChAOpa3IHpABaILH HOPOCTArIaHAMHH.
OceeH TOBA, HAMAJIEH AHTUXHNEPTCHIHBEH EQCKT,

Baanpoesa xuceauna:
INopxnIeHa TOKCHYHOCT HA BANIIPOCRA KHCEIMHE, MOPaJH UZMECTBAHE OT MECTaTa Ha IT
CEbp3BaHe.




AJIKOX0J:
TloBHnreHo YRpexkaaHe Ha CTOMAIIHO-UYPEBHATA JIHIABHLA H YOBDKABAHE BPEMETO HA KbPBEHE MOPaIH
AJHTHBHHTE e()eKTH Ha aleTHICANTALHIOBATA KHCETHHA H aTKOXO0/A.

¥YpuKo3ypH4iHH cpelcTBa Ka10 GeHsbpomapon, npobeHenna:
Hamanen ypukosypitueH ed ekt (KOHKYPEHIIAS 32 eTHMWHHPAHE Ha MMKOYHATA KHCEJTHHA Ype3
6B6peuna TyOynapHa eKCKpenus).

4.6 ®epriinTeT, GpEMEHHOCT H KbPMeHe

bpemerHocT

HWuxubHpaHeTo Ha MpocTarnaHARHOBATA CHHTE3a MOXKE A NOB/IMge HeONaronpHsITHO Ha
OpeMeHHOCTTa H/HITH eMOPHOHATHOTO/ peTanHOTO pazsuTHe. JaHHH OT ENHAEMHOTOTHYHH
NPOYYBAHMA NPEANOATAT YBEIMYEH PUCK 0T abopT 1 ManbopMamu cries ynorpedata Ha HHXHOUTOP
Ha MIpOCTAarNaHIHHORATA CHHTE3a B paHHa GpeMenHocT, CuMTa ¢e, Ye pHCKBT CE YBEIINYAasa ¢ J03aTa |
NPOABIKATEIHOCTTA Ha nedeHde. HanuqHuTe naHHM He NoaKpensT Bpb3KaTa MEdIy IpHeMa Ha
AUCTHIICATHIIORA KMCETMHE | TIOBHIIEH PUCK OT NOMSTaHe. 32 alleTUICATHIITOBATA KHCEIHHA
HANTHIHUTE CMHACMHAONIOTHYHY JAHHH OTHOCHO MallhOpMaIlFi HE ca ¢THO3HAYHHE, HO IOBHIICH PHCK
OT TACTPOCXHIHUC HE MOKe Aa Ce W3KMIOUM, EAHO NMPOCICKTHRHO HINUTRAHE C EKCIO3HIIMA NPH PaHHa
opemerHocT {1-BH — 4-1d Mecel) Ha okono 14 800 asoilixy Maiika-IeTe HE YCTaHOBABA HHKAKBa
BPB3KA C MOBHUICHATA YECTOTA HA MaN(OpMaLHL.

HanuTeaHuA ¢ KUBOTHH HE NOKA3BaT PETIPOMYKTHEHA TOKCHUHOCT (BX. Touka 5.3).

JlekapcTBEHH TIPOAYKTH, ChALPKAITH AUCTHICANIMIMIOBA KMCEIWHA, He TPEOBa Aa ce H3LOJ3BAT NO
BpeMe Ha IBPBO M BTOPO TpHMeCceure Ha OpeMEeHHOCTTa, OCBeH ako He e abCoNroTHO HeoGXOMHMO.
AKO JICKapCTBEHH IPOLYKTH, CHIbPKALIH AlETHICATHIIAIOBa KHCEITHHA, C& H3MOM3BAT OT KEeH4,
onuTEAA ce Aa 3afpeMenee, WK IO BpeMe Ha IEPEO H BTOPC TPHMECeuHe Ha GpEMEHHOCTTA, N03aTa
TpAOBEA A2 € BEAMOKHO HAH-HUCKA M IIPOABIKHTEIHOCTTA HA JICYEHHS 1A € BE3IMOXKHO Hal-Kparka,

IIo Bpeme HA TpeTo TPHMeceYHe BCHYKH HHXHOHTOPH HAa NPOCFALIAHINHOBATA CHHTE3a MOXKe
Aa NpUYHHAT Ha deryca:
¢  KAPJHONYNMOHAIHZ TOKCHUHOCT {C IIpexIeBpEMEHHO 3aTBapAHe Ha JYKTYC APTCPHO3YC U
GenonpobHa XMITEPTOHAA);
* OpOpeuna qHchyHKIMS, KOATO MOXe Iia Iporpecupa 1o 6p0pedHa HEIOCTATEYHOCT C OAMI0-
XHIAPOAMHH03a;

MaHKaTa H ieTeTo, B Kpad Ha OpeMeHHOCTTA, Ha:
*  BBLIMOXKHO YALIDKABaHE HA BPEMETO Ha KbPBEHE, AHTHKOAIYNALHOHEH eeKT, KoliTo Moxe 1a
Ce NOABH AOPH Clie) MHOTO HHCKH JIO3H;
® [OTHCKAaHE HA MaTOYHUTE KOHTPAKLHH, KOETO A2 JOoBee 10 3a6aBEHO H IPOABIDKHTENHO
pakAaHe.

Ciie10BATEHO AUETHICATHI{MIOBATA KHCEIHHA € NPOTHBOIMOKA3aHA 110 BPME HA TPETOTO TPHMECCUHE
Ha OpeMeHHOCTTa.

KepMmene
CanHumnaTiTe 4 TEXHATEe MeTabOIMTH [IPEMHHABAT B MAiIHHOTO MIAKO B MAJIKK KONHUECTEA.

Trii kato Aocera He ca HaGIIOABAHR HEXEIAHH PEAKLIMK NPH HOBOPOASHH cllefl cny4aiina ynotpeba,
00MKHOBEHO HE ¢ HANOKUTENHO HPEKLCBAHE Ha KbpMeHeto. [IpH peioBeH IPHEM MM IIPHEM Ha
BHCOKH JI03H, KbpMeHeTo TpsiOBa Ja C8 MPEKBCHE PaHO.

Deprunmrer
Ha 6aza xHa orpanndenara nyGinKyBaHa HHOOPMAIHA, TpOYYBAHHATA TIPH XOpa HE 1o
ethekT Ha ALETWICANHIHIOBATA KMCEITHHA BBPXY YBPEKIAHETO HA QepTHIHTETA H HA
JOKA3aTeNiCTBa OT NPOYYBAHHATA NPH KUBOTHH,



4.7 EdexTn BEpXY cO0COGHOCTTA 32 WiopHpaHe n paboTa ¢ MaIHHK

Acnupun [TpOTEKT He TIOBNHSBA HITH OBNHABA MPeHeGpeAHMO CrIocoOHOCTTa 3a odHpaHe 4 padoTa

€ MalllHHH.

4.8 Hexenanu Jekaperaenyu peakinu

Habpoenute Hexenanw nekapetreHH peakiind (HIIP) ce ocHoBaBaT HA CIIOHTAHHH [I0CT-
MApKETHHIOBH JOKJIAIH 32 BCHHYKM Pa3sHOBHIHOCTH HA aCNHMPUH M KIHHHIHH HITHTBaHUA € aCTUPHH
KaTo H3cneABaHo JiekapeTho. YecToTaTa ¢ M3uMCIIeHa camo Ha aza Ha IaHHH OT PAMOTO ¢ &CTTHPHH OT
npoy4saneTo ARRIVE.

YecrotuTe a HIIP, cebp3an ¢ acnupHA, ¢a 0600wweHH B TabnuaTa no-goiy. B 3aBHCHMOCT 0T
YECTOTaTa TE CE ONPENeIAT KaTo:
gecTH (> 1/100 mo < 1/10)
HeweetH (> 1/1 000 no < 1/100)
penku (> 1/10 000 go < 1/1 000)
HIJIP, kouTo ca SOKTAABaHK CAMO [10 BPEME HA NOCT-MapPKETHHIOBOTO HABIFOCHAE, H 38 KOUTO
9eCTOTATA HEe MOKe 1a Oble onpernenesa, ca u3bpoenu B rpadara ,,c HEM3BECTHA YECTOTA™.

Tatauua 1: Hexenann aekapersenn peakuun (HJIP) ebofmenn 8 ARRIVE* i no ppeme Ha
NOCT-MAPKETHHIOBOTO HAG/IICNCHHE HA MTALHEHTH JeKyBann ¢ AcnupuH Ilporexr

Cucremo- Yecru HeuwecTH Peakn C HensBecTHA
OPraHeH KJaac 4ecTOTa
Hapywennsa Ha Kennzo-nepuuprna Xemoparnina Xemonuza®,
KpbLBHATa H a”emns’® AHEMHS XeMonuTH4Ha
aumpnaTa aHeMus®
cHCTeMA
Hapymenns Ha CBpEXUYBCTBUTENHOCT, | AHadunakTuyna | AHadHIaKTHYEH
HMYHHAFA JNexapceTeeHa peakuus LIOK
CHCTEMA CEPBXUYYEBCTBHTEIIHOCT,
AnepruveH OTOK H
AHTHOEACM
Hapywenna na 3amaiiBane Mo3anueH u
HepBHATA BBTPEUEPCIICH
CHCTEMA KPBBOHINHB®
Hapymennsa ua Hlyw™ B yInure
¥X0TO H
aabnpuuTa
Crpaeann CepaeyHo-
HapyIIEHHS PECTIMPATOPEH
nucrpec”
Crnaosn XeMmaroM KpnBou2nue, [TpouenypeH
HApYUIeHHH Myckynen KPBBOM3IIHB
KPHBOH3IHEB

PecniuparTopHs, Enscrakcue, Hazanua xoHrecTHA Pecnupatropso
CPBLAHH B PHHET sabonapane,
MeAHACTHHAJIHHA ofocTpeHo ¢
HApPYIIeHHs ACITHPHH
Cromamuno- Jucnencus, Kspeene oT BeHLETE, Mepdopanma Ha | Upes
YpeBHH CromaurHo- CToMamHo-4PeEHa CTOMAITHO-
HApPYIICHHHA YpesHa H €pO3HA M AB3a 4YpeBHA A3Ba

KOPEMHA

Honka,

CToManHo-




IPERHO

Bh3nANCHHE,

CromaliHo-

4peBeH

KpPBBOH3ITHB"
XenaToOHAHADHHA Yepronpobro {1oBUNIEHH
HAPYIIEHHHA YBpesIaHe TpaHcaMHHA3H
Hapymedus Ha O6puE, YpTHKAPHA
KoKATA U Crpbex
NIO/AK0KHATA
TLK2H
HapyteHus na YporesauTamHo Brbpeuno
OBLOpenuTe H KbpBEHe YBpEKTAHE",
NHKOYHHTE Octpa 6u0pedna
OBTHIA HEHOCTATEYHOCT"
Obmu BX. Touka 4.9
HADPYIIEHHS H
efpexTu HA
MHACTOTO HA
MpHJIOKEHHE

*ARRIVE e cnoncoprpado ot Baliep KiimHuuHO MpoydsaHe ¢ 6270 maijMEHTH B PAMOTO Ha aCNHPUH
100 mg u 6276 naunenTH Ha nuanebo paMoro. Cpennara NPOABIKUTENHOCT HA IPUEM HA ACITUPUH e
5 ropwnM 3a nepuog oT 0 1o 7 rofvHU.

a B kOHTEKCT Ha KLpBEHE

6 B KOHTEKCT Ha Texka QopMa Ha Imiokozo-6-QocdaTnexnaporenasia HEIOCTATHHHOCT

B Jleranui/aranyyu cyyau ca JoKIAABAHM IIPH MPHEM HA AUeTHICATHIMIOBA KHCETHHA H Iauedo ¢
elHakBa Yecrora, <0,1%

r B KOHTEKCTa Ha TeXKH aNepTHIHH PEaKIIHA

2 Tlpw nanuen ¢ BeUe CHILSCTBY BAlY Hapyiena Ou0pevHna $yRAKNEA WK HapynIeHa CopaeiHo-
CBA0BA UEPKY AL

CrobuiapaHe Ha TOEQ3WPAHH HEKENAHY PeaKIIHH
Cr0o01aBaHeTo Ha NON03HPAHK HEKENAHH PeAKUME Cliel, pazpelllaBaHe 3a ynoTpeda Ha ICKapCTBeHHS

NpOIYKT & BaxHo. TOBA N03B0/ABA A2 TIPOARIKY HaOIIoICHHETo Ha ChOTHOILEHNUETO ITON3a/PHCK 32
NEKApPCTBEHHA NpoaykT, OT MENHIMHCKHTE CHENWHAIKCTH C8 H3HCKBA Ja ChobINaBaT BCAKa
NOA03UPAHA HEXENaHA Peaklus ypes

HansnuuTenHa arexys Mo JekapcrsaTa

va. ,,JlaMaH Fpyes” Ne 8

1303 Codmn

Ten.: +359 2 8903417

yeOcalir: www.bda.bg

4.9 Ipenozupane

Canuumnartiata toxcaaroct (> 100 mg/kg/nHeBHO B NnponkIkeHEe Ha 2 THH MoKe A4 IIPEIH3BHKA
TOKCHYHOCT) MOKE A4 € Pe3yIITaT OT XPOHHYHA, TEPANEBTUTHO MPHIOBHTa HHTOKCHKALIHA H 0T
MOTEIMANHO )HBOTO3ACTPAIIABAIIH OCTPH HHTOKCHKALHH (MPEeAOIHpaHe), BAPHPAIIX OT Cly4aiHo
MOMTBINAHE [IPH Aca IO CIyHaiHH MHTOKCHKALMH.

XPOHH‘-IHOTO OTPaBAHE CbC CATHIIMIATH MOXE Od OBIe CKPHUTO, TbH KaTO NPH3HALHATE H CHM.

NIOSABABA ¢/1Ba el MHOrOKpaTHa yrnoTpeba Ha rolneMi 1o3d. CUMATOMHTE BRIIOYRAT
CBETOBBPTEN, IIYM B YIUUTe, rityXoTa, H3noTABaHe, raleHe i NOBPEIIAHE, rasobon
¥ MOTAT Jd Ce KOHTPORMpAT Mpes HaMaisBake Ha no3ata. TyM B YIINTE MOXKE Ja Co



TIa3MEHH KOHUeHTpauuH otT 150 no 300 Mukporpama/ml. Tlo-cepro3Hy HEXENAHK PLaKLMH Ce
TIOSIBABAT IPH KoHOeHTpalni Han 300 Mukporpama/ml.

TunHyHA XapakTePUCTHKA HAa 0CTPA HHTOKCHKALHS € TEKKO HAPYUIEHHE Ha KHCETTHHHO-AKAIHUS
fananc, KoHTo MOXe Ja BapHpa C BB3PACTTA M TCKECTTA HA HHTOKCHKaLH. Hail-yecTara nposisa NpH
Aelia e MeTabonuTHA alpao3a. TexecTra Ha OTpaBARe He MOKe A3 ObJe OUEHEHA CaAMQ OT [LTa3MeHATa
KOHUEHTpauud. AScopOumATa Ha aleTHICUIMLMIORA KHCEIHHA MOXE Na Gpae 3afaseHa opaiu
HAMaJIeHO H3IMpa3BaHe Ha cToMaxXa, oOpazyBaHe Ha KOHKPELIHH B CTOMAX4, FJIH B pe3y/ITaT Ha
NOTBILAHE HA CTOMALIHO-YCTOHUMBH TabNeTKA. Mepkure, KOUTO TPAOBA Aa CC B3CMAT NPH
HHTOKCHKATIHA C allETHACANMLHIOBA KMCEIIHHA CE ONPEIENIAT OT CTENEHTA, £Tala U KITHHHYHITE
CHMITTOMH W B CBOTBETCTBHE ChC CTAHAAPTHHTE TEXHUKY MPH oTpasane. [TepBuTe MepkH Tpiabpa Aa
OBJIaT YCKOPEHO OTHEANE Ha TIEKPCTBOTO, KAKTO M BB3CTAHOBABAHE HA CIICKTPOHTHHA H KHCEIHHHO-
ANKANHAA META0ONNILM.,

[Nopaay KOMIUIEKCHUTE NATOGU3HONOTHYHE edeKTH Ha CAIMLIUIATHOTO OTPaBiHe, IPH3HALITC H
CHMHTOM]’ITC/OTKPHTHH NpH KNHHHYHHU H3ITHTBAHUA MOTAT A2 BKIHOYUBAT:

HOpn3Haum v cHMITOMH OTKpuTHE HPH KJINHHIHH TepaneBTHINH MEPKH
H3NHTBAHHA
CroMmailHa IPpOMMBKA,
Jeka 0 cpeqHa MHOTOKPATHO [IPHI0KEHHE HA
HHTOKCHKaUHA : akTHBEH BBIVICH, (pOpCHpaHA
ANKANHE AMYDPE3a
Taxun#es, XHnepBeHTHIAHA, Bro3cTaHOBABaHE HA BOIHO-

Ankanemud, ankanypus

pECHHpATOPHA alKalo3a CICKTPOIHTHHA fanaHc

Huadopesa

afene, MOBpLUIAHE

Cromaruna MpoMHBKa,
MHOTOKPATHO IIPRIOKEHHE HA
akTHBEH BhINeH, hopchpaHa
ANKAIHA IUyPe3a, XeMOIHaTH3a
B TSHKH ClYy4YaH

CpenHa 10 Texka
HHTOKCHAKANNAA

PecnuparopHa ankanosa ¢
KOMTIgHCaTopHa MeTabonuTHA AnuaemMus, auMaypHs
anMuosa

Br3craHOBARAaHE HA BOJHO-
eNEKTPOIUTHHA OATaHC

BracrasHoBaBaHe Ha BOOHO-

KUneprinpeKcus
CJIEKTPONHTHHS GaiaHe

PecripaTopHu: papupar oT
XUIICPBEHTIUTALINA, He-
wapaworenen Oenoapoben 0ToK
JI0 PECITHPATOPEH apecT,
achuKcHA

CeprevyHo-CbIOBH: BAPHPAT OT
JHCPHTMMUA, XMIIOTOHHA 10
ChpAEYHO-CLAOE ApecT

Halp. KPEBHO HAJIATAHE,
npomsana B EKT

HATP. XHINOKATHEM N,
BopHo-enekTponnrHa 3aryba:

XHIIEPHATPHEMHA, Bw3crasossiBaHe Ha BOIHO-
IeXHIPATALHA, OIMIYPHA IO

XHIIOHATPHEMUSA, MPOMEHEHA eJIeKTPOIIHTHHS GanaHe
6n0peuHa HeTOCTATEYHOCT

6n6peuna QyHKLuA

XHNeprimKeMng,
Hapywien rmoxo3en Xunornukemus (ocobeHo npu
MeTa00THIBM, KeT03a Jela)

IToBulIEHN HHBA HA KETOHH

£ N

IllyM B YHIHTE, TTYXOTa

CroMallHO-4peBHH: CTOMAIIHO-




YPEBHO KBPBCHE

XemMaTOoIOTHYHA: BAPHPAT OT
TPOMBOUHTHO HHXKHOHpaHe 10
KOarynonaTus

Hamp. yObsDkaBake Ha PT,
XUITOTIPOTPOMOHHASMHS

HerponorstHu: TokcHHEHA
eHUedanonaTys u gerpecys na
11HC ¢ nposBu BapHpamy ot
CBLHIHBOCT, 00BPKBAHE IO KOMa
H rbpHOBE

5. ®APMAKOJIOTHYHM CBOHCTBA
51 PapmakoaAAHAMHYHM CBOHCTRA

dapmakoTepaneBTHIHA rpyna; Maxuburopy Ha TPOMOGOLMTHATA arperalius, ¢ H3KIKYCHHE Ha
xemapuH, ATC kon: BO1AC06

Mexanu3sM HA neficTBHE

ALETHACATHUNIOBATA KHCENHHA HHXMOHpA arperauiaTa Ha TpOMBOLETHTE KaTo OIOKHPa CHHTE3aTA
na TpomBokcan A2 B TpoMbouHTHTe. T03M MEXAHHILM HA ASHCTBHE C& OCHOBaBA Ha HEOOPATHMOTO
HExHOHpaHe Ha uHKo-okcHrensa (COX-1). To3n uuxubuTopeH edekT € ocobeHo M3paseH npu
TpoMOOUMTHTE, THH KaTO TPOMOOLMTHTE HE MOraT 5A PECHHTE3MPAT TO3H £H3IMM.
AIETHJICATHIMIOBATA KHCEIHHA TIPHTEKABA A APYTH MHXMOUTOPHH edeKTH BEpXY TPOMOOLIHTHTE.
Topand ToBa ce M3TION3BA 38 PA3IMTHH CHAOBH NOKA3ZAHHS.

QapMakoIHHAMIYHH edeKTH

AUETHICATHUIIIORATA XHCENHHA MPHHAINIEHH KbM TPYTaTa Ha KHCENHHHUTE HECTCPOHIHH
IPOTHBOBB3NAJIMTCIHH NICKAPCTBA ¢ dHAJITETHYHY, AHTHNHPETHYHH ¥ IPOTHBOBE3NATHTEITHH
cBoiicTBa. [10-BHCOKM NEPOPATHA IO3H C& H3NOM3BAT 33 obJiekuaBaHe Ha Gonka | npH JIekH debpunHu
CBCTOAHHA, KATO MPOCTY,IA MM TDMIL, 33 IOHMXABAHE HA TEMIepaTypa H obnexyaBaHe Ha CTABHH H
MYCKYJTHH H0JIKH, W IPH OCTPH M XPOHHYHH BB3MATHTEHY HAPYIISHHA, KaTO PEBMATOHAEH aPTPHT,
OCTe0apPTPHT H aHKIIO3HpAIL CIIOHIHINT.

Kaunwara epukacHocT u HGezonacHocT

ExcnepiMeHTANHM JaHHH TOKA3BAT, Ye uOynpoben Moxe Aa HHxHONpa e)eKTa Ha HUCKO-II030BHA
aCOMpPHH BBPXY TpOMOOLMTHATA ArPeraiys, KOTaTo ¢e [IPUIATaT eRHOBPEMEHHO. B eIHO H3NUTBAHE,
MPH KOETO eNUHUYHA 1032 nbynpoden 400 mg e nuera § vaca mpean waH 30 MUHYTH Cle| IpHeM Ha
acTupuH ¢ HeiabasHo oceodoknasane (81 mg), e Habmonarano NOHWKEHHE HA ¢hexTa Ha
AUETHICATHIMIOBATA KMCRNHHA BEPXY 00pa3yBaHeTo Ha TpoMOOKcaH WITH Ha TpoMOOLMTHATA
arperaiya. [Topage orpaHHUEHOCTTA HA TE3HW I2HHH ¥ HECUTYPHOCTTA OTHOCHO EKCTPanolauusTa Ha
IAHHUTE eXx vivo KbM KIHHHYHWTE HE MOTAT A2 CE HANPABAT KATETOPHYHH 3aK/I0YEHHS 33 PELOBHATA
yrnotpeba Ha HOynipodeH, H HMa KITMHAYHO 3HAYAM edercr, koliTo Ia ce c4uTa 33 BePOATEH NIPH
HepenoBHa yrnotpeba Ha HOympoden.

52 PapMakokHHETATHY cBOiicTEA

AGcopbums
Ciien nepopanHo NPHNOKEHHE, AlleTHIICATHIHIOBATE KHCENTnHA ce abcopOupa OBp30 M HATBJIHO OT
racTpo-HHTECTHHAIHIA TpakT. [To BpeMe Ha u cliey adcopOLHs alleTHICATHIMIOBATA KHCETHHA C&

KOHBEpTHpPA B CBOA [TIaBeH MeTafoNUT canui[iiora KicennHa. [lopanu pHHIMNIA Ha KHCEIH

KHMCEIHHA He ce 0CBODOMIARA B CTOMAXA, 4 B ANKAIHATA cpela Ha yeppara. Cnemogar
aNeTIICATHIIOBATA KHCEIHHA ce AocTHra 2-7 Yaca cnej NIpHIoKeHHe Ha CTOMAITHO c@
TabneTry, T.€. 3a0aBeHO B cparHEHHE ¢ He3aGaBHO ocBOBOKAABAIINTE C€ TADNETKI.



EanoBpeMeHHO NpHEMaHe Ha XpaHa BoJH A0 3a0aBeHo, HO NBJIHO YCBOABAHE HA AlleTHIICAAMIIINIOBA
KHCETHHE, KOeTO 03HAYARa, Y€ CKOpOCTTA M HA YCBOABaHe, HO HE H CTENeHTa Ha abcopOiMs, ce Binse
OT XpaHata. brarojapeHue Ha MeXaHKUHATA BPh3Ka MEX Ty 001IATA IUIa3MeHa EKCTIO3HLINA Ha
AUETHICATHIAIOBATA KHCEIHHA M HelHHA HHxnOupam eQexT BppXy TpoMOONUTHATA arperarus,
3abaBaHeTo HA abcopOLMA 3a ACITAPHH CTOMAIIHO-YCTORTHBY TabNeTKH HE ¢ CMATA 3a CBBP3aHO ¢
XpOHHYHA TEPAINHA ¢ HHCKA [103a ACITHPKH, 32 J1a Cé [IOCTHIHE AEKBATHO HHXHOHpaHe Ha
TPOMOOIHTHATA arperarng. Beipexs TOBa, ¢ e JIa ¢& OCHIypH ONaronpHATHO AHCTBHE HA
cromamHuo-ycroiungara ¢popMa, ACIIHPHHE CTOMALTHG-YCTOHYMBH TAONETKH TpA0Ba Aa o pHeMa 3a
npejinoyntane (30 Wik noBeYe MUEYTH) NPEIH XpaHene, ¢ MoasMO KOTHIECTEO TEHHOCT (BXK.

TOYKa 4.2).

PasnpenencHue
AUETUNCATHLMIOBATA M CATHIIHIIOBA KUCEIMHA CE CRBLP3BAT W3KIMOUHTEIIHO 3APABO ¢ INA3MEHUTE

NPOTEHHH ¥ C& PA3NPEIeAT GHP30 B TERECHATE TeYHOCTH. CanviHNI0BaTa KHCEHHA CE NOsBARA B
KbpMara M IpeMHHABA IIpe3 ILnaleHTaTa (Bx. Touka 4.6).

buoTpaucdopMania

AKTHBHOTO BELICCTBO aUETUICATHIIAIOBA KMCENHHEA CE NPEBPEIUA B HEroBUst OCHOBEH MeTabosuT
CANMIMNOBA KUCEITHHA. ALISTWIHATA TPYTIA Ha alETUNCANMLIAIIOBA KUCEIHHA 3aM0YBa a C& OTUENBa
XMAPONHTHYHQ JOPH 10 BPEME HA NpeMMHABAHE NPe3 UPCBHATA JIHIABMEE, HO TOZH NPOLEC e
H3BBPIIBA Hali-BEYe B UepHUs ApoG. OCHOBHMAT MeTaboUT CATHUMITORA KHCENHHA Ce eIMMHIHHpa
OCHOBHO 4pe3 uepHonpobeH Merabonmaby. MeTaboMHTHTe i BKIIOYBAT CAMHIMIITHKOTHE KUCE/THHA,
caltiUE peHOTOB IMIOKYPOHRL, CANHLIINTIOKOPYHHJI, T¢HTH3MHOBA KHCEITHHA 1 FeHTH3HHMHUKOMHA
KHCETMHA.

EnnMuHupade
EvMHAanoHAATa KHHETHKA HA CATALMIOBATA KHCEIHHA € 3aBHCHMA OT 403aTa, Thil kaTo

MeTaboNU3MBT € OTPaHHYEH OT KATALHTETA HAa YepHONPOOHMTE eH3UMH. ENHMUHAIIHOHHHAT

MO KKBOT Bappa Meskay 2 Ao 3 Jaca ciiel IpHeM Ha HUCKH 103H J0 okolo 15 Jaca 3a BHCOKHTE
1036, CalvIMIOBATA KHCENHHA H HeHHATE MeTabONMTH Ce eKCKPeTHPAT ITaBHO 4pe3 OpOpeumTe.
Hamminu gapMakoKMHETHYHM JAHHH HA AHETHICATHIMIIOBA KMCENHHA HE MOKa3RaT KTHHHYHO
3HAYMMO OTKIIOHEHHE OT JO30BATA NPONOPLHOHAIHOCT NpH Ho3u oT 100 g no 500 g.

5.3 [IpeaKAHHHYHH JAHHH 3a GezonacHocT

TMpenxIMHHYHKUTE AGHHH 3a Ge30MacHOCT Ha aLETHICATHITHIOBATA KHCEMHA ca Aofpe
JOKYMEHTHPAHH.

B npoy4ranus Py UBOTHH CATHLUMIATUTE TPHHHHABAT YRpEsKIaHe Ha GpGpeiyTe IpH BUHCOKH 03K
" ©e3 IpyTH OpraHUYHU YBPEXKIAHN,

ADETHICATHIIMIOBATA KHCENHHA € IUMPOKO H3CIEABAHA i7 Vitro W in Vive 33 MyTareHHOCT X
KAaHNEPOTEHHOCT; HE € YCTAHOBEHO 3HAYNMO AOKA3ATENCTBO 32 MYTAareHeH HIIH KaHIIEpOreHeH
NOTEHIUATL,

CanupnaTire NposBSBAT TEPATOreHHH eQEKTH IPH H3CJICABAHHA BbPXY PAIHIHH BHIOBC KHBOTHH.
Onncany ca ciryqad Ha HapyueHHs Y MMIUIAHTaLKs, eMOPHOTOKCHYHH H QeToTOKCHHHY edexTh 1
YBpeXIaHe HA CMOCODHOCTTA 3a yUeHe B MOKOJISHUETO Clle)l NapeHTepaNia eKCIO3HLHA.

6. GAPMANIEBTHYHA JAHHU
6.1 CnuehK Ha NOMOIIHATE BelleCTREA

Ilenynoza Ha npax

HapeBuyHo HHIECTE

CrronaMep Ha METAKPHIIORA KHCEITUHA-CTHIIAKPIIAT
IMomucopbar 80

Harpues naypuncynadar
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Tank
TpueTHnos MTPAT

6.2 HechBMECTHMOCTH

Henpumoxkumo

6.3 Cpox Ha ropuoct

5 roaHHu

6.4 CoeuHATHH YCJOBHA HA CBXPaAHEeHHe

Jla ce CeXpaHABA HA MACTO, HEMOCTBITHO 33 ASLIA.

Ha ce cexpanzea nog 25°C.

Ja He ce H3Non3Ba Cliel H3THYAHE CpPOKa HA FOTHOCT.

6.5 Bug u chOBpacanne HA OMAKOBKATA

Benan croMamHo-ycroiyuss Tabnersn oT 100 mg B daucrepu no 10.
EpHa omakobka ¢uabpxa 10, 20, 40, 50 u 90 Tabnetku.

He Bcyuk# BUIOBE OIIAKOBKH MOFAT Ja ObOAT [IyCHATH Ha Nas3apa.

6.6 CrenHaAJny npedNa3sHd MEPKH [IPH H3XBhpIIAHE

Hexanonisauust JTekapeTeel MpoAyKT MK OTIaAbuHHTe MATCPHANH OT HETo TpabBa Aa ce HIXBBHPILAT

B CBOTBETCTBHE C MECTHUTC H3HCKBaHHA.

7. MMPUTEXKATEJ HA PASPEIEHUETO 3A YIIOTPEBA

baiiep brarapus EOO/]

yn. Pesbapcexa S, Codus 1510

britrapus

8. HOMEPF HA PASPEINIEHUETO 3A YIIOTPEBA

20010168

9. JATA HA ITBPBO PAIPEIIABAHE/IMTOJHOBSBAHE HA PASPEILIEHHETO 3A
YHOOTPEBA

Jarta Ha mepeo paspemwagane: 29 guyapu 2001 r,

Jlara Ha nocnenno noguoBaRaHe: 14 wonu 2006 .

10. JATA HA AKTYAJIMU3ZUPAHE HA TEKCTA

0572021
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