KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHWSA DNPOAYKT

Anteruzan Kapauo 75 mg cromaniHo-ycroiuMBH TabneTkH
Acetysal Cardio 75 mg gastro-resistant tablets

Auermzan Kapano 100 mg cToMalnno-ycToiiyMen TabneTkn
Acetysal Cardio 100 mg gastro-resistant tablets

2. KAYECTBEH H KOJIHMYECTBEH ChCTAB

W3NbAHWTENHA ATEHLIUA NO TEKAPCTBATA

Kpamia xapaxmeapucmiia #a npogyxma - Ipusoxesiue 1

Kom Pea. e ... A OO HAG (XD

--------------

1208

Beaxka cromaimmo-ycroifuusa Tabnerka ceappka 75 mg wiH 100 mg aneTwicaTHMIosa KHCeIHHA

(acetyisalicylic acid).

3a OLIHHA CIHCHK Ha TIOMOLHHTE BelnecTBa BEKTE TouKa 6.1,

3. JEXKAPCTBEHA ®OPMA

Cromamno-ycrofivuea Tabnerka

75 mg: oBaiHM, 6eH, NBOHHOM3MbkHATH (rnMupalH TabneTkH ¢ pasmepn 9,2 x 5,2 mm
100 mg: xpbrn, 6en, ABOHHOHMEKHAMH (HIMHpPAHH TabNeTky, ¢ aMaMeTsp 7,2 mm

4. KJIHHWYHHU NAHHU
4.1 TepaneBTHYHH NOKAAHAA

- Bropuuna npo¢HnakTHka Ha MHOKApAEH HHpapKT

- IIpojunaxTika Ha CHPACUHO-CHAOBH 3a00JIABAHMSA NPH NALMEHTH ChC CTa0HITHA aHTHHA

TIEKTOPHC

- AHaMHe3a 3a HecTaOHJIHA aHTHHA [IEKTOPHC, OCBEH O BpEMe Ha ocTpa dasa

- Ipo¢unaxTiKa Ha OKITY3us Ha rpadra caefn aopTo-kopoHapeH baiinac (CABG)

- KoponapHa aHTHOIIacTHKA, OCBEH IO BpeMe Ha ocTpa ¢aza

- BropyuHa npodunakTika Ha npexoAHH HCXeMHYHH aTaku (TIA) H HCXEMHYHH MO3BLYHOCBAOBH
uHuEaeHTH (CVA), npu yenoBHe, Ye ca H3K/IIOUeHH HHTPaLepeOpaTHH XeMOPAriH.

Auerizan Kapano croMaimHo-ycToiiuuey TablieTKH He ¢ MPenopbyBa NPH CHEIHA ChCTOAHMA.
Ynortpebara My ce orpaHHYaBa 10 BTOPUYHA IPOGHIAKTHKA TEPH XPOHHYHO JICHCHHE.

4.2 J{o3BEpOBKA H HAYHH A NPWIOKEHHE

Bobipactau
Bmopuuna npodunaxmuxa na muoxapden ungapxm:
I[Tpenopsunrtennara nosa e 75-160 mg BeAHEBX THEBHO,

Ilpodpunaxmuxa na copoeuno-cv006u 3a60IACAHUR NPY NAYUESHMU Cbe cmab

[IpenoprbunTennara goza € 75-160 mg BeaHbX JHEBHO.
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Anamuesa 3a necmabuRHa aH2UHA REXMOPIIC, GCBER N0 6PEME HA Ocmpa gasa:
IpenoprvurTensara go3a e 75-160 mg reAHEkK AHEBHO.

Hpodunaxmuxa na oxnyzun na zpagma cred aopmo-xopouapen batmac (CABG):
Ilpenoprumrennata qo3a e 75-160 mg peatbk JHEBHO

Koponapua anzuonnacmuxa, oceen no épeme na ocmpa asa:
[IpenoprunTennata g03a e 75-160 mg segubK AHEBHO

Bmopuuna npodpunaxmuxa na npexoduu ucxemuunu amaxu (TIA) u ucxemuunu Mo3vyHOCLO08U
unyuoenmu (CVA), npu ycnoBue, ve ca uaknovenu unmpayepebpantiu xemopazuu:
ITpenopbunrennara no3a € 75-325 mg BeHbK AHEBHO

Crapuecka BH3pacT
Karo o6mo npaemio, aleTHICATHIIAIOBATA KHCEIHHA TPAOBa A2 ce MpHiara ¢ TOBHIICHO BHHMaHHe

NpH NALMEHTH B CTAPHECKA BBE3PAcT, KOHTO ¢a NO-NpeApa3nolokeHH KEM HeXKeJIaHH JIEKapCTECHH
peakuyu. [penopbura ce obuuaiinara no3a 3a BE3PacTHH NPH YCROBME, Y€ HAMA Texka 650peuta win
YEPHORPOOHA HEAOCTATHEHHOCT (BXK. TOUKH 4.3 H 4.4). Jleuennero Tpabra fa ce npepasriiexkia npes
PENOBHH HHTEPBATH OT BpeMe.

IleanaTpugna nomynamis
ALIETHICATHIIIIOBa KHCENHHA He TpAGBa 1a ce TipHAara IpH Aela | I0Hou noA 16-roauimxa

BE3PAcT, OCBEH B CIy4aH, KOraTo JIEKapaT CUWTA, Ye TI03aTa HAlBMINABA pucka (Bx. Touka 4.4).

Hauul Ha npHIOKEHHE
ITepopanuo npunoxenne.

Tabnerkure TpAOBa KA Ce IBJITAT LENH, ¢ N0CTAaTEYHO TeuHOCT (1/2 gamma Boza). [Nopagn ctomMalnHo-
YCTOHYHMBOTO MOKPHTHE, TADNETKHTE He TPAOBa Aa e MAuKAT, YYIIAT HiIH ALBYAT, Thi KaTo
MOKPHTHETO NPEAOTBPaTARA APASHEHETO HA CTOMAXA.

4.3 IIporaBonoxaszannn

- CBpPLXUYBCTBHTEHOCT KBM CHEAHHCHHATA HA CAAHLWIOBATA KHCENMHA WIH KbM HHXHOMTOpH
Ha MpOCTAIAHIHHOBHA CHHTE3 (HanpuMep HAKOW NAlMEHTH, KOMTO MOTAT A NOJIYYaT IPHCTHI
HJTH NPHNANBK) WIH KbM HAKOE OT IIOMOILHHTE BEIecTsa, M30poeHH B Touka 6.1;

- AKTHBHa WITH AHAMHE3a 33 PELM/IHB Ha MENTHYHA A3B2 H/HITH CTOMALIHO/MPEBHO KEPBEHE HIH
JApYry BHAOBE KbpPBEHE KATO MO3BYHOCHIOBH X€MOpAarHH;

- Xemoparu4Ha JHaTe3a; HApYLIEHHA B KOATryJIALHATA KaTO XeMO(pHINA H TPOMOOLMTONCHN S,

- Texxo yeprOAPOOHO YBpEkKIaHE;

- Texxo GrOpeuHo yBpexknaHe;

- Hosu >100 mg/nen no speme Ha NOCNENHHS TPHMECTHP Ha GPEMEHHOCTTa (BXK. TOUKa 4.6).

- Merorpekcar B A03u >15 mg/ceaMiano (BXK. Touka 4.5).

44 ChnenrajdHEA NpeaAyNpeXIcHEg H NpeANa3HA MEPKH OPH ynorpeba

Anernsan Kapano croMaliHO-ycToiuHBH TableTKH He € MOIXOALy 32 yrnoTpeba KaTo
MPOTHBOBBINAMTENHO CPEACTBO/AHAJITE TUK/AHTUITHPETHK.

Mpenoptky 3a ynorpeba npH BB3pacTHH H roHOLM Ha 16 M noBeve roauHn. Tozn J'leKaPCTBeH

noJ3a NpepUINaBa ChIIEeCTBYBAINMAT pHck. [Ipu Hakou aenia ane'mncanuunnona
6ba¢ aonprHacall GaxTop 3a Npenu3BMKBaHe Ha CHHIPOMA Ha Reye.
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CplnecTBYBa MOBHIIIEH PHCK OT KPBBOHTHB, OCOOSHO N0 BpEME HA ONEPaTHBHA MPOLEAYPa WIH Clex
TORA (aXe # MPH MO-HE3HAYWTEIHH NPOLEYPH KaTo BaaeHe Ha 350). Heobxomumo € aa ce npwuara ¢
MOBHIICHO BHHMAaHHeE TIPeIH XMpypruyHa HaMeca, B TOBa THCJIO H eKCTpakums Ha 366. Moxe aa ce
HAIOKH BPEMEHHO MPEYCTAHOBARAHE HA JIEYCHHETO.

Auneruszan Kapauo croMamrHo-ycrokuusH TaGIETKH He ce IpenopsiBa 3a ynorpeda no BpeMe Ha
MEHOPAIrHA, KOTaTO MOXKE A 34CHIH MEHCTPYATHOTO KbPBEHE.

Auermsan Kapano croMaurHo-ycroifunen tabnerkn Tpa6Ba Jia ce npuara ¢ NoBHIEHe BHUMaHHE
NPH XHMICPTOHHA H KOTATO NALHEHTHTE HMAT NpPeJUMILHH 3a00/198aHHA KaTO A3Ba HA CTOMAaXa KWITH
ABaHAIECETONPECTHHKA HITH XeMOparHiHH eTIH30H, WIH Ca NOUIOKEHH Ha TEpanHi ¢
aHTHKOATYJIAHTH.

NaumenTre TpaGaa aa cO0IMABAT HA IEKAPA CH 33 CHMITTOMH Ha HeoOMuaiino xbpaeHe. [1pu nossa
HA FaCTPOHHTECTHHATHO KbpPBEHE HIIH YILEpallid, TcYeHUeTo TpaOBa Ja ¢e MpeKpaTH.

AleTHICATHIMNOBATA KHCEJIHHA TPA0Ba Ka ce Nprnara ¢ NOBUINCHO BHUMaHWE NMPH NMALHEHTH C
YMepeHo yBpeaeHa 650pedHa wiu yepHonpobHa PyHKIMA (IPOTHBOMOKA3AHHAE, AKO YBPEXKIAHETO €
TEXKKO) HJIH TIPH NALIMEHTH, KOHTO ¢a AeXUApATHpaHH, THi Kato ynotpebara ka HCIIBC moxe na
aosene 1o Browasane Ha 6u6peunara dyrkius. [lpu natmeHTH ¢ Neka o ymepeHa fopma Ha
4epHOAPoOHA HEAOCTATHYHOCT € HEOOXOAUMO J1a ce TIPOBESHKIAT PEAOBHO 9EPHOAPOCHH
(QYHKIMOHATIHH H3CIICABAHHA.

AllCTHACATHITHIOBATA KHCEIHHA MOXE 12 MPOBOKHPA MPHUCTEIH HA GPOHXOCNa3bM M MPHUCTHITH HA
acTMa WM IPYTH PeaklMH Ha CBPBXYYBCTBHTENHOCT. PHCKOBHTE (haKTOpH Ca CHIIECTBYBAINA 4CTMA,
CEHHa XpeMa, TIOJTHITHA B HOCa HITH XPOHHYHE PECITHPATOPHH 3a60/ABanus. CHINOTO C& OTHACA U 33
NAlHEHTH, KOHTO MOKA3RAT AJIEPrHYHH PeakIMy KBM APYTH cyOcTaHIuy (HAmpHMep KOXHH PEaKiHH,
chpben Wwin ypTHKapHs). ‘

Paaxo ce cpob1taBa 3a CEPHO3HN KOKHH PEakLMH, BIIIOYHTEIHO CHHAPOMa Ha CTHBBHC-/DKOHCBH,

BBB BPB3Ka ¢ ynorpe0aTa Ha aleTHICATHLHIORA KucenHHa (BxX. Touka 4.8). Jleuenuero ¢ Anernsan

Kapano croMammHo-ycToiiuMRH TabneTkH TpaGBa aa 6b/ie NMpexpaTeHo NPH MEPRATA NOABA HAa KOKEH
0OpHB, TUraBUYHK IE3HH WIH APYT MPH3HAK HA CBPEXYYBCTBHTEIHOCT.

IaupeHTHTE B CTapyecka Bb3pacT ca 0cobeHo NMoAaTANBH Ha HexenaHH edextn or HCIIBC,
BKJIIOUHTENHO H AlETHNCANHMIHIORA KHCEIHHA, 0CO0EHO Ha FACTPOHHTECTHHAIHO KBPBCHE H
nepdopamms, KOUTO MOTAT Jla MMAT (daTaimeH H3Xo (Bxk. Touka 4.2). AKO ce Hanara NPONB/DKHTENMHO
JeveHNe, NalHeHTHTE TpA0Ba Aa ObAaT NoA peloBeH KOHTPOIL.

Ennoepemenno neyenne ¢ Auetusan Kapmuo croMamHo-ycroiuuen TabneTky M Apyry ICKapcTea,
KOHMTO MPOMEHAT XEMOCTAa3aTa (T.¢. AHTHKOATYJIAHTH, KaTo BapgapkH, TPOMOONHTHLIN H
AHTHTPOMOOTHYHH CPEICTBA, MPOTHBORBINAIHTEIHH CPEICTBA H CEJICKTMBHH HHXHOHTOPH Ha
00paTHOTO 3aXBalllaHe HA CEPOTOHMH) HE CE MPeNOpLYBa, OCBEH 10 CTPHKTHH TNIOKA3aHMA, Thi KaTO
MOraT A2 3aCHNAT PHCKA OT KepBeHe (BxK. Touka 4.5). Ako KoMOHHALMATA He MOXKE Ja ce H3berHe, ce
NIpenopBYEa BHUMATETHO NPOC/eaBaHe 3a IPH3HALY Ha KbpBeHe.

HeobxomuMo e ocobeHo BHUMaHHE NPH NALMEHTH, PHeMAalllH eJHOBPEMEHHO JIEKapCTBa, KOHTO
MOTaT JIA 3aCHJIAT PHCKA OT YJILepaius, HANPHMED NEPOPATHH KOHTPALUENTHEH, CENIEKTHBHH
HHXHOHTOPH Ha 00paTHOTO 2axBalljaHe HA CEPOTOHHH U AedepasHpoke (BiK. TOUKa 4

AlICTHACATTHIHIIOBATA KHCE/IHHA B HUCKH JO3H HAMAIARA eKCKpeLHATa Ha
IMopanu To31 daKE, NaLHEHTH ¢ HAMANlEHA EKCKPEeLA Ha IIMKOYHA KHCEIWHA
MPHCTHIIH Ha noaarpa (BK. Touka 4.5).
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PHCKLT 0T XHnoraukeMuyeH eekT npu ApHeM Ha cyndaHwTypeiiHH CpeacTBa H HHCY/IHHH MOXE Ja
ce MOTEHIIpa NpH npenosupade ¢ Auetnzan Kapano croMamso-ycToiiunen rabneTku
(k. TOuKa 4.5).

IHomownu eengecmsa
Topa nekapcTEO ChIBpKa NIO-Manko ot 1 mmol Hatprii (23 mg) B Tabnerka, T.€. MOXKE JIa C& KaKe, ye
NPaKTHYCCKH HE ChOBPKA HATPHIH.

4.5 BaaumopelicTBRE ¢ APYTA JeKapCTBeHH NPOAYKTH H ApYrH GOpME BA B3IanMoaeHcTBHE

IIpoTHBONOKA3aHH KOMOHHAIIMY
Memompexcam (mpunazan & 0o3u > 15 mg/cedmunno):

KoMOHHHpaHusT npHeM Ha METOTPEKCAT M aLETHICATHLHIORA KHCETHHA TTIOBHINABA
XeMaTOJIOTHHHATA TOKCHYHOCT Ha METOTPEKCAT Nopaay HaMaieHHA OE0peucH KIHPBHC Ha
METOTPEKCAT OT alleTHICAIHIHIOBaTa KucenuHa. Ero 3amo, eaqrospeMeHHaTa ynoTpeda Ha
MeToTpeKcar (B A03m >15 mg/cenmuuno) u Auerrsan Kapano croMalmHo-ycToiuHBH TabNeTKH €
NPOTHBONOKa3aHa (BX. Touka 4.3).

KoMmOMHaIHH, KOHTO He ce NPENOpLIBAT
Ypuxosypwunu cpeocmesa, nanpumep npoberneyuo
Canuumnarire 00pbinar edexra Ha npobennnna. Kombunanmsra Tpabsa jfa ce u3barsa.

KomOHHalyu, Konro Tpabra Aa ce HINOMN3BAT BHUMATENHO

Anmuxogzyranmu, HAGNPUMED KYMapUH, Xenapun, eapgapun

[MoBuIEH PHCK OT KbpPBEHE TIOpa i HHXHGHpane Ha TpoMGomHTHaTa PYHKIHA, YBPEKIAHE HA
JIHraBHIIATA Ha ABAHAMIECETONPHLCTHHKA H H3MECTBAHE Ha NEpOpaHUTE aHTHKOATYJIAHTH OT TEXHHTE
MECTa 34 CBbp3BaHe ¢ rulasMeHuTe nporendy. Heobxoanmo e aa ce mpocneassa BpeMETO HA KbPBEHE
{Bxk. TOuKA 4.4).

Annnumpombomuunu cpedcmsa (Hanpumep KIonuopo2en u OUnUPUOaMOI) U CEREKMUBHY URXubumMopu
Ka obpamyomo 3axeawane na cepomonun (SSRI); nanpumep cepmpaniss unu napoxcemui)
ToBHilleH PHCK OT FACTPOHHTECTHHAITHO KEPBEHE (B, To4Ka 4.4).

Anmuduabemnu cpedcmea, Hanpumep Cyaganunypeinu npodyxmu
CanumnaTHTe MOTaT A3 3aCHJIST XMOOTIIHKEMHYHHS eeKT Ha cyndannunypeiiHiTe IIPOIYKTH.

Juzoxcun u numuii

ALleTHICATHMITMIOBATA KHCETHHA HapyliaBa OLOpeTHaTa eKCKpellHa Ha IMIMOKCHH H JIATHH, KOSTO
BOJIM AC NMOBHIICHH IUIa3MeHH KOHUEHTpauuH. [Ipenoprusa ce MOHHTOpHpaHe Ha IUIA3MEHHTE
KOHLEHTPALMH Ha JUIOKCHH H JIHTHH B HAYaJIOTO M B Kpas Ha JICYEHHETO ¢ aUCTHACAIHIHIORA
KHCeNHHa. Moxke fa ce HAIOXKH KOpHIrHpaHe HA AO3aTa.

Juypemuyy u aimuxunepmensusHu cpeocmaa
HCTIBC morar Aa HAMANIST aHTHXHIIEPTEH3HBHHA e(eKT Ha AUYPETHIMTE H IPYTHTE
AHTHXHTIEPTeH3UBHK cpeacTea. [Tono6Ho Ha apyru HCIIBC, ennospeMerHoTo npanoxente ¢ ACE-
HHXMOHTODH MOBHIIIABA PHCKA OT OCTpa OROpeuHa HeIOCTATHYHOCT.

Juyperiun: Puck ot octpa 666peuna HEAOCTATEHHOCT MOPaH HAMANEHA MOMEPYIHA (l)wn'pamu
4pes HAMAaJIeH cuHTe3 Ha 6B0peunHTe npocTarnasaubu. Ilpenoprusa ce XUApa
npocneassane Ha 6p0peynaTta GyHKIMA B HAYAIOTO Ha IEMSHHETO.

Huxubumopu na xapboanxudpasza (ayemazonamuo)
Moske ga aoBene o TEXKA AUHAO3a H MOBHIIEHA TOKCHYHOCT Ha LIEHTPaIHa
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Cucmemnu xopmuxocmepouou
BE3MOXKHO € 1a C& MOBMIIK PHCKBT OT MACTPOMHTECTHHAITHA YJILEpalua 1 KbpBEHE, KOraTo
ALICTHICATHIMIOBATA KHCE/THHA Ce TIPHara eIHOBPEMEHHO ¢ KOPTHKOCTEPOMAH (BXK. To4Ka 4.4).

Memompexcam (6 0o3u > 15 mg/ceomuuno):

KoMOHHHpaHHAT pHeM Ha METOTPEKCAT H ANETHICAMHUIIORA KHCEIHHA MOXKe Aa MTOBHIIH
XEMATONOIMYHATA TOKCHYHOCT HA METOTPEKCAT MopanH HaMmaneHns 6b0pedeH KIHPBHC Ha
METOTPEKCAT OT alleTWICATHLIIOBaTa KHcelHHa. Heobxomumo e execeIMHYHO Jia Ce IPaBH KPLBHA
KapTHHA Npe3 MbPBHTE CeIMHIIM Ha koMGHHNHpaHOTO nevenue. Heobxommmo e 3acuneno
MOHHTOpHpAaHe [IpH HATHYHE Ha JAXKE ChBCEM JIeKO HapyieHa Op0pedna (yHKIMA, KAKTO H IPH
NALMCHTH B CTap4ecKa PB3pACT.

Hpyzu HCIIBC
TloBuIIEH PHCK OT YIILIEPALMH H TACTPOHHTECTHHAIHO KBPBEHE NOPAJH CHHEPIHIHHA ehEKTH.

Hoynpodghen

JlaHHHTE OT NIPOBEACHH NMPOYYBaHHUA COYAT, e HOYNpodeH Moxe Aa HHXHOupa edeKTa Ha HHCKH A03H
ALIETHICUIHIIOBATA KHCENHHA BhPXY TpOMOOLMTHATA arperalis, Koraro ce IpHEMaT
enHoBpeMeHHo. Bee mak, orpaHHYeHOCTTa Ha TE3H JaHHH H HECHIYPHOCTTA OTHOCHO
CKCTPANIONALMATA HA AAHHH ex Vivo 32 KITHHHYHK CHTYALHH FIOKA3BAT, 4¢ He MOTAT Aa Ce PaBiT
KaTeropHIHH 3aKII0YSHHA 3a peIOBHaTa ynoTpeba Ha HOyTpodeH 1 ue BEpOATHO HAMA KITHHIYHO
3HAa4HM eekT 3a HepeAOBHaTa ynoTpeba Ha uGynpoden (Bx. Touka 5.1).

Memamuzon

Metamu3on Moxke Ia HaManH eheKTa Ha AUCTICAIHIAIOBATA KHCENTHHA BhPXY arperalniara Ha
TpoMOOLTHTE NpH eAHOBPeMeHHaTa UM ynotpeGa. [lopaau ToBa Tasn koMOHHEaLMA TPAOBA 1a ce
H3IOJI3BA C MOBHIIEHO BHUMAHKE TIPH MAUHEHTH, PHeMAaly HHCKA 1032 alleTHICATHLIIOBA
KHCeJTHHA 32 KapAHOTIPOTEKIHS,

Lurxnocnopum, maxporumyc
EnnoepeMennara ynorpeba va HCIIBC H HHKIIOCNIOPHH HIH TAKPOJHMYC MOXKE A2 3aCHIIA

HepOTOKCHYHHA edeKT HA MUKJIOCTIOpHH U TakponuMyc. bropeunara dynxima Tpabsa aa ce
NpOCICOARA APH €NHOBPEMEHHO NPHIOKEHAES HA TC3H CPEACTEA ¢ AUCTHICATHIIIOBA KHCCITHHA.

Bamnpoam

Hma crobiienns, ye aneTHACANMIAIIOBAT KHCETHHA HAMAIABA CBEP3BAHETO HA BANMPOAT CHC
cepyMHna anGyMHR, ¢ KOETO NOBHIIaBa CBOHTE CBODOIHH NNA3MEHH KOHLEHTPALHH B CTALIHOHAPHO
CBCTOAHHE.

Denumotn

CamauMIaThT HaMaaBa CBBP3BAHETO HA (PEHUTOHH ¢ TUazMeHHs anbymHuH. ToBa MOKe Jia loBesie A0
HaMasieHH o0IIH HHEA HA eHHTOMH B IUTIA3MATA, HO 0 MOBHIIIEHa (pakims Ha cBoOOEH (PeHHTOHH.
Hecebp3aHaTa KOHIIEHTPAUMS, 4 QTTAM W TEPANCETHUHKAT ¢EKT, HE Ce MPOMECHAT 3HAYMMO.

Anxoxon
EanoBpeMeHHaTa ynorpefa Ha anKoxon M aleTHICAUTHLIOBA KHCE/IHHA FOBHUIABA PHCKA OT
FaCTPOHHTECTHHAIHO KbPBEHE.

4.6 PepraanTeT, GpeMEHHOCT H KEPMeEHe

BpemeHHocT
Hucxu do3u (00 100 mg/oen):
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KjtHHHYHMTE Npoy4BaHUA CO4AT, ye Ao3u Ao 100 mg/men 3a orpaHAYSHO NPUITOKEHHE B
THHOKOJIOIHATA, KOETO H3HCKBA CIICHAIIHO MOHHTOPHPAHE, H3rNeXKaaT Oe30NACHH.

Hozu om 100 -500 mg/den:

Hsama NoCTaThueH KIHHAYEH OMHT OT NPHIOKEHHETO Ha Ao3u Han 100 mg/aen no 500 mg/nen. Ero
34100 JaJEHHTE MO-A0.0Y NPEnopbKH 3a ;034 300 mg/neH H NoBeue ¢¢ OTHACAT H 3a TO3H J030B
IHanasoH,

Ho3u om 500 mg/oen u noseue:

HuxnbupaHeTo Ha NPOCTAMNAHAHHOBHA CHHTES MOXE /13 MMA HeXetaH edekT BEpXY OPeMEHHOCTTA
H/HIIH eMOpHO/deTanHOTO pasBATHE. JTaHHH OT MHAEMHONOIHYHN W3CIICABAHMA COYAT MOBHIIEH PHCK
OT CNOHTaHEH abopT, CHpAETHH MangOPMALIMHE H FACTPOCXK3a Cliefl YnoTpeba Ha HHXHO6HTOP Ha
NPOCTATIANANHOBHA CHHTES B paHHa ODpeMeHHOCT. AGCOIOTHHAT PHCK OT CHPASUHO-CHAOBA
MandopManms ce NOBHLIABA OT MO-MaNKo ot 1% no npubnusutento 1,5%. CMaTa ce, Y€ pUCKST ce
MOBMILABA C JO3ATA H NPOTB/DKHTEIHOCTTA Ha TepanusTta. [IpH )KMBOTHY, IPHIAaraHEeTo Ha HHXHOUTOP
Ha NPOCTArNAHAMHOBHS CHHTE3 BOAM JIO OBHLIABAHE Ha NPEA- H NOCTHMILIAHTALIHOHHHTE 3aryOH H
no em6puo-deranna cmbpTHOCT. OCBeH TOBA, HMa CHOOIEHHA 33 NOBHIIABaHe Opos Ha pasnHIHH
ManpOpMalIiK, B TOBA YHCIIO H CHPAEYHO-CHAOBH MIPH KMBOTHH, HA KOHTO € NPHIATaH HHXHOMTOP Ha
MPOCTATTIAHAWHOBUA CUETES NIC BPEMeE Ha OpraHorenesara. [ipes MbpBMA U BTOPHA TPHMECTED HA
6peMeHHOCTTa He TpAGBa N1a ce AaBa alIETHICANHIIUIOBA KMCEIHHA, OCBEH NpH KaTeropHyHa
HeoOXOAUMOCT. AKO alIETHICANHIIUIOBA KHCETHHA CE IPHEMA OT JKCHA, KOATO TPABH OIIHTH Ja
3abpeMeHee WK Tpe3 NMHPBHA WIH BTOpHUA TPHMECTLP Ha HPEMEHHOCTTA, o3aTa Tpabea fa Obae
BBIMOKHO HaH-HMCKa M NPOABIDKHTETHOCTTA HA ICUEHHETO Bh3MOXHO HaH-KpaTKa.

ITpes TpeTHA TpHMECTHP Ha GPEMEHHOCTTE, BCHMKH MHXHOMTOPH HA NPOCTArnatIMHOBMS CUHTER
MOrar Ja H3JIoxKaT

IWIORa Ha:

- KapaHOITyIMOHAIHA TOKCHYHOCT (¢ MPEKACBPEMEHHO 3aTBapaHe Ha ductus arteriosus u
BenoapobHa xunepToHHs);

- 656peuna AuchyHKLMs, KOATO MOXE J1a Iporpecupa 50 650peuHa HeNOCTaTEIHOCT € OJTMIo-
XHAPOAMHHORA;

MafikaTa M IIOJIa, B Kpast Ha GpeMeHHOCTTA, Ha:

- Bb3MOMHO YABIDKABAHE HAa BPEMETO HA KPBEHE — aHTHArperaHTeH ehekT, KOHTO MOXe fa
HACTBIIH Aa%KH H IIPH MHOTO HHCKH J03H,

- HHXHOHpaHe Ha KOHTPaKIMHTE Ha MATKATa, KOETO MOKE Ja JoBeae 1o 3abaBaHe HaH
yIb/DKABAHE HA MPOLIECca HA paXkAaHe.

CnenoBatenHo, ynorpefara Ha alleTHICATHLMIOBA KHCEIHAA B 103K oT 100 mg/nen H noseve, ¢
NPOTHBOMNOKA3aHA MPe3 TPETHA TPHMECTBP Ha OPeMEHHOCTTA.

KspMmene
Mankn korTHYECTBa CATHLIMNATH ¥ TEXHH METabDONHTH ce exckperupar B KbpMmaTa. TeH KaTo aocera

HAMa ChoOIIeHHA 32 HexeNlaHu edeKTH pH KbPMaveTo, KpaTkoBpeMeHHaTa ynoTpeba Ha
NIPENOPBYUMTEIHATA 1034 HE HANlara ciiMpaHe Ha Kbpmenero. B ciyuvali Ha npoaspkyTenHa ynorpeba
H/IIHM MPHEM Ha MO-BHCOKH J03M, KbpPMEHETO TpaOBa fa Gbae NpekpaTeHo.

4.7 EdjexTH Bupxy cnocobuocTTa 34 modapane n paboTa ¢ MAIIARE

He ca npopexxaann npoyusanua 3a edexrare Ha Auernzan Kapano cromamno-¥
BBpXY CNIOCOOHOCTTA 32 ModupaHe H paboTa ¢ MalHHH.
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Ha 6azata Ha QapMakoAMHaMHYHHATE CBOHCTBA H HEXKEIAHHTE PeakiMK Ha alleTWICANHITHIIOBATA
KHCEJIHHA, He ce 0UakBaT eekTH Bbpxy crrocoGHOCTTa 3a pearnpaHe, modgupase Wik paborara ¢

MAIMHHA.

4.8 Hexeaann NeK3PCTBEHE PEAKIHE

HexenaHuTe neKkapcTBeHH Peakiyy ca rpyNHUpaHH N0 CHCTEMO- OPraHHK- KIacoBe. B paMkuTe Ha
BCEKH CHCTEMO-OpPraHeH KIaC YeCTOTATa HA HEXeNnaHuTe PeakiHH ce Onpeaens KaTo: MHOTO YeCTH
(21/10), yectn (=1/100 ao <1/10), newectn (>1/1 000 mo <1/100), peaxu (21/10 000 no <1/1 000),
mHoro peaks (<1/10 000) 1 ¢ HeH3BeCTHA YECTOTA (HE MOKE /1a C€ OMPEAEIIH OT HATTHYHHTE JIaHHAR),

Hapyumenns Ha KpeBTa M
nuMpHATa CHCTEMA

Yecmu:
3acHneHa CKIOHHOCT KBM KbEpBEHE.

Peoxu:
TpomGouuToneHus, arpaHyIOLTO3a, AILTACTHIHA AHEMHS

C neussecmma yecmoma:

Cryuan Ha KbpBeHe C YARDKEHO BpeMe Ha KbpPBEHE, KaTC CITMCTAKCHC,
TUHTHBATHO KLpBeHe. CUMIITOMHTE MOTaT Aa NEPCHCTHPAT 32 €THH
nepuoj, ot 4 -8 aHH cren npekpaTaBaHe NpHeMa Ha ALCTHICAIHIAIOBA
KHcenwHa. B pesynatar moxe aa ce Habnmonasa NOBHIIEH PHCK OT
KBbpBEHE NPH XMPYPrUMHH MPOLEAYPH.

CrinecTBypaio (xeMaTeMesa, MeJieHa) WIH OKYJITHO
TACTPOHHTECTHHAIIHO KEPBEHE, KOSTO MOXKe Aa JOBEAES N0 KeI30-
JeduuurHa areMHs (110-9€CTO NMPH NO-BHCOKH JO3H).

Hapymenns Ha
HMYHHATa CHCTEMa

Peoru:
Peakumn Ha CBPBXYYBCTBHTETHOCT, AHTHOEHEM, aJIEPTHYEH OTOK,
aHadWIAKTHYHH PeaKIfHH, BKIIOUHTEHO LIOK.

Hapymenus Ha
MeTtabonuiMa ¥
XPaHEHETO

C neussecmna yecmoma.
XunepypukeMus

Hapymenna Ha HepBHaTa
CHCTCMA

Peoru:
BeTpeuepeneH KpEBOHUIMB

C Heuzgecmna vecmoma:
["naBoGonue, CBETOBBPTEXK

Hapymenns na yxotou | C Heuzsecmna wecmoma:
JabHpHHTa Hamanen ciyx; THHHTYC
CuroBn HapylLIeHNs Peo:

XeMmoparuvieH BACKY/IHT
Pecniupatopau, rpeanA | Hevecmu:

MEARACTHHANHH PunnT, nHCOHEA
HapymeHHA
Peoru:
BpoHX0CnazEM, PUCTHITH Ha ACTMA
Hapynienns na Peoru:
BB3NPOH3BOAHTEHATA Menoparns
cHCTEMa M IbpaaTa
CroMalmHO-4peBHH Hecmu:
HApYLICHHA Jrcnencus
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Peoxu:
TexbK racTpOMHTECTHHANICH KPBBOHUINB, raficHe, NOBPEINaHe

C neuzgecmna vecmoma:
SI3pa Ha CTOMaxa WIH ABRHANECETONPRCTHHKA H nepdopalus

XenaTobunnapuu C neussecmua yecmoma:
HApYLHEHHA YepronpobHa HeNOCTATEIHOCT

Hapymenns na koxara u | Hevecrnu:
[IOAKOXKHAT# THKAH Ypruakapus

Peoxu:
Cungpom Ha Steven-Johnsons, cuaapom sa Lyells, mypiypa, epurema
HOJ03yM, epHTeMa MyNnTH)OpMe

Hapymenns Ha C neuzgecmna wecmoma:
6n6perre H nHko4HMTe | Hapymena 6u6peuta dyHxums
IETHLIA

Crobniarane Ha OO3HPAHH HEXEAHH PEaKIIHH

Crofimasanero Ha NOAO3NPAHI HEXKENAHH PeaKilMH CNeA pa3peIlaBane 3a ynoTpeda Ha IEKapCTBEHHA
MPOAYKT € BaxHO. ToBa 03BoNARa A MPOTBIDKH HAGMIOAECHUETO HA CHOTHOMIEHHETO NOM33/PHCK 33
NeKapcTBeHHA MPOAYKT. OT MEXHLMHCKHTE CHELMATHCTH ¢ H3HCKBA [1a ChOOMIABAT BCAKA
NOZ03HPAHA HeHKEeNIaHa peakus dpe3 M3MbIIHATEHA areH1Ms 110 J1eKapCTBaTa, Yi. ,,Jlaman ['pyes”
Ne 8, 1303 Codua, Ten.: 02 8903417, yeGeaiir: www.bda.bg.

4.9 Ilpeaosnpane

Brnpexu 3Ha4MTeNHATE pa3iivea MEKIY OTIASIHATE HHAHBHIH, MOXE 18 C¢ IpHeMe, Ye TOKCHYIHATa
ao3a e 200 mg/kg npy Be3pactar 1 100 mg'kg npu aeua. JlerarHata A03a ANETHICATHIAIOBA
kucemHa ¢ 25-30 g ITnasMenn koxueHTpalky Ha camuupnatd Hag 300 mg/l cogar HHTOKCHKALHA.
InasMeHH KoHUEHTpaLMH Haa 500 mg/l npu Bh3pactan 1 300 mg/l pH Aeua oOHKHOBEHO
MPEAM3BHKBAT TEkKKA TOKCHYHOCT. [Ipeno3npaHeTo MOXKe /1a OKaKe BPENHO Bh3ReHCTRHE NMPH
NALKMEHTH B CTAPUYECKA Bb3pacT B 0COOEHO MpH MAIKA AeLia (TepaneBTHYHOTO NPE03HpaHe HiH
YeCTHTE HHIMASHTHH HHTOKCHKALIHH MOFAT Aa HMAT (haTaneH HIXox).

CHMIOTOMM Ha YMepeHa WHTOKCHKAIHA
THHHTYC, CYXOBH CMYILICHHA, TNIaBOOOIKE, CRETOREPTEXK, 00BLPKAHOCT ¥ TACTPOMHTECTHHANIHIA
cHMITTOMH (rafieHe, NoephinaHe H GOKH B KOpeMa)

CHMITFOMH Ha TEXKA HHTOKCHKALHSA
CHMITTOMMTE €2 CBEP3aHH ¢ TEXKO HapyIeHHe Ha KHCeJIMHHO-OCHOBHHA Oananc. B mepeHAT ciyyaii

HACTBIIBA XHMNEPBEHTHIAIMA, KOETO BOJH IO pecIMpaTepHa ankano3a. PecnMpaTopHara alio03a ce
ABABA BCIICACTBHE NIOTHCKAHETO HA LCHTHpA Ha AutnaHeTo. OcBeH TOBA, HACTHIBA MeTaboNMTHA
aluHa03a B PE3YNITAT HA HANMWYHETO Ha CATHIIHUIAT.

0DMKHOBEHO ca B CTAZMil Ha aumaoza.
OcBeH TORA, MOTAT 1a HACTBHIAT CNEAHMTE CHMITTOMH: XHIIEPTEPMHS H H3MOTABYFGS
JACXHApaTalHA: YYBCTBO 32 6€3n0K0HCTBO, KOHBYJICHH, XAMIOLHHALIHH H XHIIO
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[NoTHckaHeTo Ha HEPBHATA CHCTEMA MOMKE J1a IOBEJIE 10 KOMA, ChPASYHOCHAOB KONAIC HIIH
pECIHpATOpeH apecT.

JleueHue NpH npego3vpane
AXO € NOreTHATA TOKCHYHA /1034, Ce HAnAara npueM B SONHUYHO 3aBeacHHe. B cryJaii Ha yMepeHa

HHTOKCHKAUHA € HeoOX0MMO Jia Ce mpeAH3BUKA NMOBPLLUIAHE.

AKO TOBa He NoBeqie JO pe3yaTaT, TpAORa /1a C& HaNpaBH CTOMalllHA MPOMHBKA NPe3 IbPEUS Yac CAeH
NOTITBIHAHETO HA 3HAYHTEIIHO KOIIHYECTBO OT JekapeToTo. Cliell ToBa TpAOBa 1a ¢€ Naae akTHBEH
BEITIEH (afcopOenT) H HatpHeR cyndar (JIAKCATHE).

AKTHBHHAT BBIVIEH MOXE J1a Ce Aajie KaTo eHOKpaTHa xo3a (50 g 3a prapacteH, 1 g'kg TenecHo tersio
3a Jiete noA 12 roguHU).

Anxannzaums Ha ypusaTa (250 mmol narpuer xuaporen kapOoHaT B IPOXE/DKEHHE Ha TPH 4aca) KaTo
¢e MpoBepABa HUBOTO Ha pH B ypHHaTa.

B ciryqaii Ha TeKa HHATOKCHKALIMA ce TIPEANOYHMTA NPUIaraHeTo Ha XeMOIHANHU3E.

JpyruTe cHMIITOMHE c€ JIGKYBAT CHMITTOMATHYHO.

5. @®APMAKOJIOI'MYHH CBOMCTBA
5.1 ®apmMakolHHRAMHYHH CBOHCTBA

(apMaxkoTepaneBTH4HA rpyna: aHTUTPOMGOTHYHH CpeCcTBa: HHXHOUTOPH Ha TpoMOouMTHATA
arperaiia ¢ msxmodenne Ha xenapeH, ATC kox: BG1AC06.

AUESTHICANHIUIORATA KUCENMHA HHXMOHKpPA AKTHBHPAHETO Ha TPOMOONMTHTE: KaTO GNOKMpa
TPOMOOLMTHATA LHKJIOOKCHTEHA3a [IOCPEACTEOM aleTIIHpaHe, TA HHXHOKHpa cHHATE3a Ha TPOMOOKCaH
A2 — ODM3HONOTHYHO AKTHBHPALLO BEMIECTBO, KOETO ¢€ 0CBOBMKIABA OT TPOMOOIMTHTE H KOETO Mrpac
PO NIPH YCTOKHEHHUATA Ha aTEPOMATOZHHTE JIC3HH.

Huxubupaneto Ha cunTesa Ha TXA-2 e neobpatuMo, Thil kaTo TpoMGOLMTHTE, KOUTO HAMAT AAPO,
HAMAT cocoOHOCTTa (OpaaM JIMNca Ha croco0HOCT 3a MPOTEHHOB CHHTE3) Ja CUHTE3HPAT HOBA
MHKJIOOKCHI€Has3a, KOATO € ALCTHIIHPpaHa OT aUCTHICANHIIHNOBATA KHCEIIHHA.

MHuorokparHo npioxeH#e Ha Ao3u ot 20 1o 325 mg somu Ao HHXUOHpaHe Ha eH3HMHATA AKTHBHOCT
ot 30 g0 95%. Ilopaax HeoOpaTHMOTO eCTECTBO HA CBBP3BAHETO, €EKTHT NEPCHCTHPA B
NPOXBMKEHHE Ha XU3HEHHA LMKEA Ha TpoMGoiwTa (7-10 xum). Huxubupammst edexr He ce
H3YEPIBa APH NPOABDKHTENHO JIedeHHe H eH3MMHATa aKTHBHOCT NIOCTENIEHHO 3al04YB0 OTHOBO ClIEH
oOHOBsIBAHE Ha TpoMOoLMTHTE 24 10 48 yaca cnex NpeKLCBaHe Ha IeYeHHEeTo. ALETHICUIHLIIOBATA
KHCEJIHHA YLDKABA BPEMETO Ha KBPBEHE CPEHO ¢ 0kono 50 ao 100%, vo morar aa ce Rabmoaasat
pasnHYAA MEKIY OTAENHUTE HHIHBU/IH.

JaHHH OT Npoy4uBaHus COYaT, 4¢ nOynpodeH Moxke na HHxHOMpa edekTa Ha ALETHICATHIIUIOBAT
KHCENIMHA B HUCKH J03H BEPXY TPOMOGOLMTHATA arperalys, KOrato ce NpHEMAT €THOBPEMEHHO.

B enHo npoyusate, koraTo eIHOKpaTHa A03a ubynpogen 400 mg e 6ina npuera 8 yaca npeay WK 10
30 MMHYTH cllel NpHeMa HA aleTHICATHIMIOBA KHCceIMHa ¢ HezabarHo ocsofoxaaBane (81 mg), e
namonasaH NOMDKeH eeKT Ha alleTWICANTHITMNIOBATA KHCETHHA BEPXY 00pa3yBaHeTo Ha
TpoMOOKCaH WK BEPXY TPOMGOIMTHATA arperais. Bee nak, mopaau orpaHHyieHHTe JaHHH H
HECHTYPHOCTTA 32 €KCTPAnojTHpaHe Ha JaHHHTE ex vive B KIIHHHYHH CHTYalHH, HE MOTaT 1a Ce MPaBAT
KaTeropA4HH 3aKIIOYSHHS 3a peIOBHATa yNnoTpeba Ha HOynpodeH, HHTO 33 KITHHHYHO 3HAYHM eQeKT

TIpH HepeAoBHa ynoTpeba Ha uGynpoden.

5.2 ©OapMaKoKAHeTHYHH CBOHCTBA

Ab6copbums
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Cnen nepopanHo NprIOKEHHE, alleTHICATHIHIOBATa KHceHHa Gbpao ¥ m30aio ce abcopbupa ot
CTOMAIIIHOUPESBHUA TPaKT. OCHOBHOTO MACTO Ha abcopOims € NPOKCHMAIIHHTE OT/ENIH Ha ThHKHTE
yeppa. 3HaUMTe/HA YacT OT A03ara, obave, Bede € XHAPOJIH3IHpaHa A0 CATHLWIOBA KHCEIHHA B
YpeBHATa CTEHA 10 BpeMe Ha npoueca Ha abcopbupade. CTeleHTa Ha XHAPOIH3a 34BUCH OT CTENEHTa
Ha abcopbups.

Cnen npuem Ha Auernsan Kapano croMatHO-yCTORYMHBH TabNeTKH, MAKCHMAITHH NJIa3MeHH
KOHLIEHTPALHH Ha aLETHICATHIHIIOBA KACETHHA H CAITHI[HIIOBA KHCEIHHA C¢ TOCTHTAT ChOTBETHO
caen S yaca W 6 4aca cliefi IPHEM Ha TTIATHO. AKO TaONETKHUTE ce MPHEMAT ¢ XpaHa, MaKCHMAIHH
IUIA3MCHH KOHLCHTPALHH Ce JOCTHTAT MpHOMM3HTENHO 3 Yaca No-KbCHO, OTKOJIKOTO NPH [pHeM Ha
TTIaJHO.

PaznpeneneHue

ALICTHACATHLMIIOBATA KHCE/IHMHA, KAKTO H ITIABHHAT MeTaGOMIMT CATHIYAUTOBA KHCEIHHA, Ce CBBP3Ba B
TOJIAMA CTEMNeH ¢ MIa3MEHNUTE IPOTEHHH, THaBHO anbyMeH, H 6Bp30 ce pasnpeaend BB BCHUKH YacTH
Ha opraHnzMa. CTeneHTa Ha NPOTEHHHOTO CBHP3IBAHE Ha CAJIMIHIOBATA KHCEIHHA 3aBHCH MHOFO
KAKTO OT KOHLEHTPALWATE HA CANMIIANOBA KHCENHHA, TAKA M OT Te3H Ha anGymuua. O0eMbT Ha
pasnpeaeneHHe Ha AUCTHICATHIIIOBATA KMcenHHa e okono 0,16 Ikg TenecHo Terno. Canvnuiosara
kucenuHa 6aBHO Audy3Hpa B CHHOBHANIHATA TEYHOCT, IPEMHHABA [UTalleHTHaTa GapHepa H ce
eKCKPETHpa B KEpMaTa.

Bu OpM:

ANeTHICANHIMIOBATA KHCSTHHA OBP30 ce MeTaGONH3HpPa /10 CATHIJIOBA KHCETMHA C TIONYKHBOT 15-
30 MuHyTH. CalHIHIOBATAa KHCETHHA BIIOCIEACTBHE CE MPEBPHUIA OCHOBHO B ITIHIHH M KOHIOTaTH Ha
CMIOKYPOHOBAaTA KHCEITHHA, CBC CIeM OT NeHTH3HHOBA KHCETHHA,

ENMMHHAIHOHHATA KHHETHKA HA CANTHIIWIOBATA KHCENHHA € I0303aBHCHMA, Thii KaTo METabOoIH3MBT €
OrpaHHY€eH OT KanalHTeTa Ha 9epHoapobHuTe ensuMu. [lopanu ToBa, eNMMHHALOHHHMAT IIONYKHBOT
BapHpa W e 2-3 uaca clieq HHCKH 103H, 12 yaca cien oSugaiinuTe aHATTeTHYHH K034 M 15-30 yaca
CJIEX BHCOKM TEPaNeBTHUHH JO3M WITH HHTOKCHKALHA.

Enumuumparie
CanMIMIoBaTa KHCEIHHA W HefiHATe MEeTabONMTH C& EKCKPETHPAT IIABHO dpe3 On0OpenHTe.

53 IIpeaxanravns Jagan 33 GezomacHocT

Hexnmuanyanar npodmn Ha Ge30macHOCT Ha aLETHIICANHITWIOBATa KHCEJIMHA € J00pe JOKYMSHTHpAaH.
[MpoydraHHA ¢ KHBOTHH NOKA3BAT, Y€ CAJIMIMIATHTE HE YBPEKAAT APYr opraH, ocBeH OGuOpeiTe.
Ipu npoy4ysaHHd ¢ ILTbXOBE ca HabmonaBaHH edekTH HA GETOTOKCHYHOCT H TEPATOrEHHOCT NPH
OpHIaraHe Ha ALETHICATHIMIOBA KHCEJTHHA B TOKCHYHH 32 MaiikaTa fo3u. He e u3BecTHa KIIHHHYHATA
3HAYHMOCT, ThH KATO JO3HTE, H3MI0/13BAHH B HEKJIHHHYIHHTE [IPOYYRaHHd, Ca MHOTO MO-BUCOKH (Haii-
MalIKO 7 ITbTH) OT MAKCHMAIHHTE TPENOPHUKTENHHA A03H 32 TAPTeTHHTE ChPACYHOCHAOBH HHAHKALHH.
ANETHICATHIHAOBATA KHCETHHA € MPEAMET Ha INHPOKH MPOYYBAHHA IO OTHOILICHHE HA MyTareHHHTE
M KapUHHOICHHH edeKkTH. Pe3ynTaTiTe KaTO L0 COYAT, 4€ HAMA 3HAYHMM NPH3HAUH Ha MyTareHHH
HITH KapLIMHOTEHHH &(EKTH MPH NPOYUBAHHA ¢ MHLIKH H IUTEXOBE.

6. DAPMAIIEBTHUYHH JAHHH
6.1 CoHcpk HAa IOMOIMHATE BEINECTBA
Hopo na mabremrama:

MHKpoKpHCTaNHa Lienyno3a

[HaperHaHo HHHIECTE
bBe3poneH cHTHIIHEE MHOKCHA,
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CreapHHOBa KHCEIHHA

Dunmoso noxpume:

Crnonumep Ha METAKPHIOBa KHCETHHA | eTwiakpunar (1:1)
IMoaucopbar 80

Hartpues naypuncyndar

Tpuernnoe maTpar

Tamx

6.2 HechbBMECTHMOCTRH

Henpunoxumo

6.3 Cpox na rogmoct

2 rOTHHH

6.4 ChennajHg yc/10BHS HA CHXpAHEHHE

Ha ce cexpanaea nog 25°C.

Bnuctepn: Mla ce chxpaHsBa B OPHI'MHATHATA OAKOBKA, 32 Ja C¢ MPEANasH OT BJara.
Onakoeka 3a Tabnerkn: OnaKkoBKaTa Jia c¢ ChbXpaHsABa IUTETHO 3aTBOPEHA, 3a [ja ¢¢ MpeAnasH OT Biara.

6.5 Baa B chALpXEARHE HA OTAKOBKATA

Brnucrep (PVC/Amymummit)

Onaxoeka 3a Tabnericn (HDPE) ¢ miactMacosa kanauka (PP)

Buoose onaxosxu:

Biucrepu: 10, 20, 28, 30, 50, 56, 60, 90, 100 croMaluHO-yCTOHYMBH TAONETKH.
Onakoeka 3a Tabnerxn: 10, 30, 50, 100, 500 croMamHO-yCTOHIHBH TabneTKkH
He BcHuKH BHIOBE OITAKOBKM Morar Jja ObaaT MycHaTH B mpoaakoa.

6.6 CpnensanHH NpeANAIAA MEPKH NPH H3XBLPAsHE B paboTa

Hama cneusanHyn H3HCKBaHUA,

7. TIIPHTEXATEJ HA PAJPENIEHHETO 3A YIIOTPEBA
TevaB.V.

Swensweg 5, 2031 GA Haarlem

Hwuaepnanana

8. HOMEPA)HAPASPEIIEHUETO 3A YIIOTPEBA

75 mg - per. Ne 20110419
100 mg - per. Ne 20110420
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9. JIATA HA ObPBO PASPENIABAHE/IOJHOBABAHE HA PASPEINEHHETO 3A
YIIOTPEBA

Hara Ha TEpEO paspemasaune; 12.07.2011 r.
Jlata Ha nocneaHo noJHOBABaHe: 25.05,2016 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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