MPUIOXKEHHE 1

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



L.

HUME HA JEKAPCTBEHHA ITIPOAYKT

3epotpoMb 100 mg CTOMALLIHO-YCTOHYHBH TAONETKH
Zerotromb 100 mg gastro-resistant tablets

2,

KAYECTBEH 1 KOJIHTMECTBEH ChCTAB

N3NbNHWUTENRHA ATEHLVIA NO JIEKAPCTBATA

Kpamya XapaKmepucmuxa Ha npogyxma - Npuacwenue 1

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

OGOEDEHUE No ...ooerreereecrrere Srcromee 2 § - A

Beska rabnerka coappka 100 mg auetuncannuwiora kucenuna (acetylsalicylic acid)
3a NBIHHA CNIMCHK HA NOMOLMHHTE BEWICCTBA BHXKTE TOYKA 6.1,

3.

JJEKAPCTBEHA ®OPMA

CromaurHo- ycToifunea Tabnerka.
benu, KpBriu, ABOIHOM3INBKHAIH CTOMANIHO-YCTOHYKBH TAONSTKH ¢ AMaMeThp 7,2 mm.

4.

4.1

KIHHHYHH TAHHH

Tepanen'm!mu NOKa3aAHNHus

ALESTHNCATHLIMIOBA KHCENIMHA & MOKa3aHa 3a ynm*peﬁa MPH CASHHHTE CHLPALYHO-CBAOBH CHCTOAHUA.
3a HaMansBaHe PHCKA OT CMBPTHOCT MPH MALHEHTH ChC CHMHEHHE 3a OCTED MHOKapACH

4.2

HH(]apKT;

3a HamManaBaHE PHCKA OT 3aboneraeMocT H CMBPTHOCT TIPH NAUMEHTH ¢ NPEKapal MHOKapACH

HH{}apKT;
3a pTopHYHA NpOoQUNAKTHKA HA HHCYIT;

3a HamanasaHe PHUCKa OT NPCXOAHN HCXeMHUYHH aTAKH H HHCYAT APH NaUHEHTH ¢ MpeXOIHH

ucxeMuunM araxku (TTHA);

3a HAMANABAHE HA PUCKA OT 3260NeBaEMOCT H CMBPTHOCT NPH MALMEHTH ChC CTabMNHA H

HecTabuNHA cTeHOKApaUA

3a npesenuMa Ha TpoMO0eMOOAH3IBLM Clielt ChAOBA XHPYPIA WAH APYTH HHTEPBEHUHH,
Hanpumep aoptokopoHapeH faitnac (CABG), nepkyTaHHa TPaHCYMHHAIHA KOPOHAPHA
anrnornnactuxa (PTCA), kapotuana eHgapTepeKTOMNA, aPTEPUOBEHO3HN IIBHTOBE;

3a npoguniakTHka Ha Abn0oKa BeHo3Ha TpoMBo3a K Genonpoltua emboaua cnen
fPOABIDKUTENHE HMOOHTH3ALMA, HANIPUMeED CJIe]] FoJsaMa XHPYPIrUiHA HHTEPBEHIHA,

3a HaMaABaHe PHCKA OT TEPEH MHOKapaeH HHOapKT NPH Xopa cb¢ ChpACUHO-CHA0BH PHCKOBH
dakropu, HanpuMep 3axapes IMabeT, XMNePIMNEAUMHA, XHIIEPTOHHA, 3aTILCTABAHE,

TIOTIOCHOHYLIIEHE, CTAPYCCKA BB3IPACT.

,JIO’.'H‘IPOBKE[ H HAMHH HA OPHAOKENHE

O3HPOBKA
Brapacthu
Bmopuuna npogunaxmuxa npu ocmvp muoxapden ungaprm.
[penopbunTenyara gosa ¢ 100 mg BeNHBXK AHEBHO.

[MpenoprumrenHara goza ¢ 100 mg BeAHbK AHEBHO.

Anamuesa 3a necmabuana cmenoxapous, © uKIIOYeRNe na ocmpama gasza

Mpenopeunrentara aosa ¢ 100 mg peaHBK AHEBHO.

2
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3a npesenyun na orIy3uA HA 2pagma npu gqopmoxoponapex baiinac
Mpenopruntennara noza e 100 mg BeAHBIK JHEBHO.

Koponapuna anzuonnacmuxa, ¢ uskioyerye na ocmpama gasa
Ipenopbuntennara fo3a e 100 mg BenHbxK QHEBHO.

3a emopuuna NPOPUAAKMUKA HA UHCYAM, NPEXOOHU UCXEMUNHY QIIGKY NPU RAYUEHMI C NPEXO0HUY
ucxemuyny amaru (TIHA), npodhurarmuxa e MOILYHO-CHO0BY UHYUOSHMY, KO2AMO T UKMOMAM
EBMPEMOTBUHY XEMOPAZUY

Tpenopvunrtennata aosa e 100 mg BeAHBX AHEBHO.

3a namansisane pucka om Nopeven MUOKApden unpApKm Bpu Xopa cvC ChPOSUHO-CLO08YU PUCKOBU
Gaxmopu, nanpumep 3axapen  Ouabem, XUREPAUNEOUMUA,  XUREPMOKUA,  3AMABCMIASANE,
MIOMIOHONYIHCHE, HARPeOHANE Gb3pPacm

ITpenopeuuTentara goza e 100 mg Be HE® THEBHO.

O6uyaitiata 2033 NPH NpoaBHKUTENHO NeveHne ¢ 100 mg BeaHsK AHEBHO. JleueHHeTOo ¢ NO- BHCOKH
no3u TpsbBa Aa Gbae NMpeNucaHo OT Jekap, Kato AHeBHa fo3a ot 300 mg ue Tpabsa na Gwje
NpEBHINABAHA.

Hayuenmu 6 cmapuecka sv3pacm

OOGHKHOBEHO aleTHICAMHLWNOBA KHCeNMHHA TpROBa Ja Ce MpHilara ¢ MNOBWIICHO BHHMAHHE MPH
MALMEHTH, KOMTO Ca B TIO-roNAMa CTeNeH npeapasimofmKeHH KbM HENEIAHH JICKAPCTBEHH PeaKiliH,
[Tpu maumeHTH 8 Crapuecka BB3PACcT CE MpHJIAra NPENoppYBAHATA 1033 NMPH BB3PACTHH, OCBEH B
CIIYHaHTE, KOTATO MMa Texka Ob0peuHa WM yepuonpolHa HEROCTaTHYHOCT (BHXKTE ToRKa 4.3 M 4.4).
JledenueTo Tpabea fa ce NPeoCHA Ha ONPENCICHH HHTEPBAH OT BpeMe.

Heduampuyna nonynayus

AUETHICATMUWIOBA KMCENHHA He TpabBa fa ce Npunara NpH Neua W IOHOWM fog 16 roAHHH, 0CBeH
aKo JNIEKapCTBEHHA TIPOAYKT HE € NpeAnucaH OT Jiekap W KOraTo O4yaxkBaHaTa [0/13a2 ONpaBaaBa
BBE3MOMKHHUA PUCK MpH ynorpedara i (B Touka 4.4).

CToMaumHo-yCToHUWBHTE TAGACTKH € MNpenopbuuTeNHO A2 C€ B3eMaT Npeay XpaHeHe C MHOTD
TeHHOCT.

Hayue Ha npuioKeHHe

32 NepopaHO MPUICIKEHHKE.

TaGneTxuTe TpsAGEA [a Ce MOCTBWAT ¢ JOCTATHYHO KONMUECTRO TewHoCT (V2 uaa soaa). [lopazu
CTOMAIIHO-YCTOHUMBOTO MOKPUTHE TaGNeTKHTE He TpA68a qa ce HaTPpOUIaBaT, HyNAT WM AbBYAT, Thi
KaTo TOBA MOKPUTHE NPEANA3BA CTOMAXA OT JpasHeHe.

4.3 IpornBonoxasanHn

CBpBXUyBCTEMTEIHOCT KbM @KTHBHOTO BEIIECTBO H/IH KBM HAKOE OT MIOMOLIHHTE BELIECTRA,
n36poenu B Touka 6.1.

- AHAMHECTHYHH JaHHH 32 aCTMa, HHIYLHPaHA OT NPHACKEHHUE Ha CATHIHAATA HIH CYBCTaHUIMH
¢ noaobuo aeticTeye, 0cofeHO HECTEPOURHH NPOTHBOBL3NMANHTEITHHY JIEKapCTRa;

- OcTpu CTOMAUIHO-YPEBHH #3BH. AKTHBHA WM aHaMHE?A 33 PEUMIMBHPAILA NenTHYHA 9382 WK
CTOMAILHA /UpeBHa XEMOPAria WM JPYT BHA KbpBeHe, HANPHMEep MO3BYHO-CBHAOBO KBPBEHE;

- XeMoparuuHa AuaTe3a; HAPYLICHHE HA KOATYAAUHATA KATO XEMOPHIHA H TPOMGOLMTOMEHHS;

- Texka 6uGpeuta HEAOCTATHYHOCT;

- Texkka yepHoApoOHa HEOCTATBUHOCT;

- Tewka cbpAgYHA HEAOCTATBYHOCT,

- KoMbBuHAaLpa ¢ METOTpEKCAT Npy A03H |5 mg / CeAMHYHO HITH TOBEU]

JHo3u wan 100 mg/KsHeBHO Tpe3 MOCAENHOTO TpiMeceyHe Ha Bpemen
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4.4 CnenmanHu npelynpexAeHHs H MPeINAIHH MEPKH NpH ynoTpeda

Aueruncandunnosa kucennta 100 mg He e noaxomauwa 3a ynorpeba karo
l'[pOTHBOB‘BBl'IEIJ'lHTCHHO:"aHaJ'II"STPI'~IHO HIH aHTHHHpeTH‘{HO cpencmo.

[penoppuba ce 3a ynorpeba npH BL3PacTHH H FOHOIIW Haf, 16-rogvuina u3pactT. To3n nekapcTeeH
APOAYKT HE Ce TIPETopbLUBa 3a yrnotpeda npH oHoH / felia oA 16 roayuHH, 0CBEH aKO OYaKBaHHTE
MOA3H He HAAXBBDIAT PUCKOBETE. ALETHACATHIHMIOBATA KHCEWHA Moxe 1a Onae dakTop 3a nosra Ha
cHHApOMA Ha Peh nipH HAKOU Jeua.

CrhlLecTBYBA NOBKILEH PHCK OT KPBBOHITHEM, 0COOEHO MO BpEeME WITH CNIEA ONIEPATHBHH NIPOLUEAYPH
(RopH H B cltyuaH Ha NeKH NpOLEAYDPH, HANPpHUMEDP H3axkaaHe Ha 360). MznonspaliTe ¢ NOBUIICHO
BHHMAaHKE MpeH BCAKAKRA OMepariis, BKIIKOUYHTEITHO MIPH €KCTPAkIHA Ha 356, BpeMeHHo npexbesane
Ha JIEYEHHETO MOKe Aa Ob/le HeoOXOHMO B ciydali Ha MaHMpaHa HHTEPBEHLIHA.

AUETHICAIHLMIOBATA KUCENMHEA He Ce MpernopbyBa B CTy4ai Ha MEHOpAru, MopaaM TOBa, 4€ MOXE
Jla yBeNHYH MEHCTPYaNHOTO KbPBEHE.

AUeTHACATHIMNOBATA KHCENHHA TpilﬁBa Ja ce npuaara ¢ nopHeHo BHHMaHHE B ¢/TyHad Ha
XUIMICPTOHUA, KOTATO NMAlLlHEHTHTS HMAT aHaMHEe34a 3a CTOMAalllHa WITH AYOACHATHA A3BA HITH 34
XEMOparHyHHu €IH300H, WH ca MOANOMNKEeHH Ha TCparig ¢ AHTHKOAryJIaHTH.

IaunenTure Tpabea na crOGINABAT 32 BCHUYKH HeoOHYAHY CHMITTOMH HA KbPBEHE HA CBOA JI€Kap.
AKO ¢& NOSBH CTOMAIIHO-YPEBHO KbPBEHE WIH A3Ba, NeueHHETO TpAOBa Aa Ce MPeKpaTH.

AlleTHNcANHIWIORATA KHCENHHA TpAOBA Ja ce MpUIara ¢ OBHUIEHO BHUMAHHE NPH NIALMEHTH C
yMmepeHo Hapyurena 6r6petHa Ui YepHOAPoGHA dyRKUHA (IPOTHBONOKA3aH € NPH TEXKKA), W NIPH
FIALMEHTH, KOUTO ¢a AEXUAPATHPaHH, THH KaTo yrnorpedara na HCIIBC moxe na nosege 1o
BOWaBaHe Ha GROpeunata dyHkuus. YepHoapoGuu dyukifuoHaIHH TecToOBE TpAOBa Aa ¢&
M3BBPIIBAT PEAOBHO OPH NALKWEHTH NeKa WIH YMepeHa YepHOPOOHA HEAOCTATBYHOCT,

ALESTHNCATULIOBATA KHCEMMHA MOKE 1a NPOBOKHPa GPOHXOCTATBM U aCTMATUYHH TIPHCTHIH HIH
JApPYTH peakili HA CBPbXYYECTBHTENHOCT. PHckoru dakTopn ca CBILECTBYRALIA aCTMa, CEHHA XPEMA,
MONHNU B HOCA MM XPOHHYHH pecnHpaTopHu 3abonsaeanud. CBIIOTO ¢e OTHACA H 3a MalUeHTH, KOUTO
MMaT aneprudHa peakliisa KbM APYTH BewecTsa (Mpoaba HA KOXCHH PeakLMH, ChpOexk HITH YPTHKapHi).

Cepro3HM KOXHH peakiiiH, BKIIYHTENHO CHHAPOM Ha Stevens-Johnsons, paako ca Ounu cvolliienu
BBB BPB3Ka ¢ ynorpebata Ha ALSTHICANHLMAOBA KHCETHHA (BIoK Touka 4.8). Auetincannuunosara
KHCEMHHA TpﬂﬁBa Ja C¢ nNpeyCcTaHOBH NpH MEPEA N0ABA HA KOXKEH OGPHB, Ne3WH HA MHraBHUAaTa Ui
APYTH MPH3HALH Ha CBPEXHYBCTBHTEIHOCT.

MaumenTuTe B cTapuecka Bb3pacT ca 0cofeHo MOAATIUBH Ha HebnaronpuaTHuTe edekrn Ha HCTIBC,
BKJAKUYHTENHO H KBbM ALETHNCAINLIIOBA KHCENHHA, 0C00¢H0 CTOMAMIHO-YPEBHO KbpBEHEe H
nepdopalys, kOUTO MoraT Aa 6baat gatanHu (Bx Touxa 4.2). Korato ce W3HCKBa IPORBILKHTENHO
AeucHwe, NALMEHTUTE TPAOBA Aa ce MperfiexaaT peaoRHo.

ERHOBpEMEHHOTO TeUeHHe ¢ ALeTHNCATHLMIOBA KUCSNHHA H APYTH ASKapCTBa, KOMTO IPOMEHSAT
XemocTaza (T.€. AHTHKOAryNaHTH KaTo Bap(apuH, TPOMOOIHTHYHA H AHTHATPETaHTH,

NPOTHBOBB3MATMTENHH ICKApCTRA H CeNEKTHBHHM HEXHOUTOPH Ha 0OpaTHOTO 3aXBalliaHe
CepPOTOHHHA) HE Ce MPENOPLYRA, OCBEH NPH CTPHKTHH [TOKA3aHU, Thil KaTo Te MOXe
pHCKa OT KPEBOM3NNBY ( BIK TOuKa 4.5). Axo koMBHHAUMATA He Mske aa Obae 130
nperopeusa BHUMATEHO HabMogeHH e 3a NPHU3HALKA Ha KbPBEHE,

IMpenopryea ce NOBHIIEHO BHUMAHKHE NMPH MALKUSHTH, NPHEMANH €IHOBPEMEHHO JI

MOFaT /12 MOBHILAT PHCKA OT 4384, KATO NEPOPRIHH KOPTHKQCTEPOUIH, CENEKTHBHA

0DpaTHOTO 3aXBALIAHE Ha CEPOTOHMHA H AediepasHpoke (BHIK To4Ka 4.5).
4



ALISTMJ'IC&I]HLIHJ]OBHTa KHCCNHHA B HHCKH J03H HaMandBa eKCKpelUHATa Ha DHKOYHA KHCENHHA,
TMopanu To3m $axT, nalHeHTH, KOWTO ca CKIIOHHH Ja HMAT HAaMANEHa eKCKPelMa Ha MUKovHa
KUCETMHA MOKe Ja M3MMTAT MOAArpO3HH NPUCTHIY (BHMK TOUKa 4.5).

PuckbT oT xunoraukemuder edekT ot cynhaHanypeHHH NeKapcTBa B YHCYJIHH MOXE 1a CE 3aCHITH
Npy NIPUEM Ha ANETUICATHIMIIORA KHCENHHA BbB BUCOKH 03U (BXK Touka 4.3).

4,5 BzaumopeiicTBHE ¢ APYTH JekapCTBEHH IPOAYKTH H APYrH (hOpPMH Ha B3ARMOAEHCTBHE

IpoTuBonoxaiana KoMGHHANHM:

Merorpexear, H3U0A3BAH B A03H NO-BHCOKH 0T 15 mg/cenMuuHo HIM noBeye:

TToBMIlIEHA XeMAaTONOrHYHA TOKCHUHOCT Ha METOTPEKCAT ce Habmoaasa (nornxasane Ha 610peunus
KIHPBHC HA METOTPEKCAT OT NPOTUBOBBIMAMTENHH AEKAPCTBa B roiAMa CTENeH U H3MECTBAHE Ha
METOTPEKCAT OT HErOBOTO CCREP3BAHE ¢ MIA3MEHHTE NIPOTEHHH OT CAMMLIMNATHTE). 3aTOBA He e
NPenopLUBa €AHOBPEMEHHHA NPHEM Ha ALETHICANHLIWIOBA KHCETHHA M METOTPEKCAT B 1031 MO-
BHCOKH 0T 15 mg/ceamuyHo (BHxk Touka 4.3),

KoMOHREauHH, KOHTO He C€ IPenopbYBaT

Y puko3ypHuUHH cpeacTsa Kato npobeHeuna:

CanMuunaTHTe HaMaJISBAT YPUKO3YPUUHHs edekT Ha npobGeHeuns, 3aToBa KOMOHHUPAHETO UM
Tpadea ga ce uzbsrea.

KoMOHBAIIHH, KOUTO HATATAT NOBHIICHO BHHMAHHE

AHTHKOATY/IAHTH, HANPHMeEP KYMapHH, XenapuH, sapdapun:

TToRMILCH PHCK OT KbpBEHE, TIOpaiH HEXUGHpaHe Ha TpoMOOUMTHATA QPyHKIMA 1 yBpExAaHe Ha
NMraBHLIATA Ha JBAHAMSCETONPBCTHHKA M HIMECTBAHE HA TIEPOPANTHHTE KOAl'YJIAHTH OT MACTOTO Ha
cBBP3BAHE C NIA3MEHKTE MPOTeHHH. Tpalra penoBHO A1a ¢e POC/Ie/ISBa BPeMETo Ha KbpBeHe (BIDKTE
Tovka 4.4).

ANTHTPOMOOMHTHH CPEACTBA (HARpPUMED KIONHIOrpe] H AHNHPHAIMOII) H CETEKTHBUY
HHXHOHTOPH HA 0OPATHOTO 3aXBAIKAHE HA CEPOTONEHA (KATO CepTPA/IHE HIH NAPOKCETHH)
TToBHUIEH PHCK OT CTOMALUIHO-YPEBHO KBPBeHe (BHX Touka 4.4).

AnTHauaberau cpeacTsa, Hanpumep cYHPOHATYPeHEEN NPOAYKTH:
TMoBHlleH KUMOrIMKeMyteH epeKT Ha cyTGoHHIypelHHTE NeKapCTBEHH NPONYKTH TIPH NPHEM Ha
BHCOKH A03M aLIeTHICATHIHMI0BA KHCEIHHA,

JIATOKCHHA B JIATHIi:

ALETUNCAHUWIIOBATA KHCETHHA HaMansBa ObOpedHaTa eKCKpeLMs Ha AHTOKCHH Y AIKTHH, KOEeTO
BOJIH 110 MO-BHCOKM MTA3MEHH KOHLISHTPAUWK Ha TE3H JIEKapcTReHH npoaykTd. [Ipenopbusa ce fa ce
MpOCNeAABAT NaTMEHHTE HHBA HA AUTOKCHH M IHTHIA W NPH HeoBXONMMOCT A2 ce NPOMEHAT J03UTE
NpH 3aMO4BAHE HA IEUEHHETO C ALIETWICANMLIHAOBA KMCE/IHHA,

JuypeTHIIH H AHTHXHNEPTEH3HBHH CPE/JICTBA

HCIIBC MOrat fa mOHKAT aHTUXHIIEPTEHIMBHYA ¢PeKT HA IMYPETHUH K HA IPYTH
aHTUXHNEpTerH3uBHK cpenctsa. Kakro u npu apyru HCTIBC ezpoepemenHoTo npunoxetye ¢ ACE-
HHXUGUTOPH yBEnHuaBa pucka oT ocTpa ObOpeyHa HEROCTATEUHOCT.

Juyperuau: Puck ot ocrpa 610peuHa HeJOCTATEHHOCT BC/IEACTBHE HA HaManeHaTa TIoMEpY/IHa
dunTpaums ypes Hamanena GrOpeuHa cHHTe3a Ha npocTardananai. Tpenopniea ce xH,
NalMeHTa U npocneassane Ha OpOpeuHaTa GyHKLMA B HAYANOTO HA JIEUEHHETO. é‘&\w\

HuxubuTopn wa kapGoauxnapasata (AMeTa3oNamMui)
EaHospeMeHHaTa ynioTpeba Moxe Aa AoBede A0 TEXKa ALMA032 W NOBHILICHA TOK
UEeHTpaiHATA HEPBHA CHCTEMA.



CHCTEeMHH KOPTHKOCTEPOHIH
PHCKBT OT CTOMALIHO-YPEBHA A3Ba H KhpBEHe MOxe Aa Ob/je MOBHIIEH, KOTaTO aleTHICATULIAIORA
KHMCE/IHHA H KOPTUKOCTEpPOUaH Ce MpHNaraT eAHOBPEMEHHO (BIDK Touka 4.4).

MeToTpeKeaT, H3NOIIBAH B J03H NO-HHCKH 0T 15 mg/ceaAMuuno:

EaHOBpEeMEHHOTO MPUNOMECHHE Ha alICTHICATHLIAIOBA KHCEITMHA H METOTPSKCAT MOKE A3 NOBHIIH
XEMATOAOTMYHATA TOKCHYHOCT HA METOTPEKCAT MOpajH NoHHXaBaHe Ha GBOPEUHHI KTHPBHC HA
METOTPEKCAT OT ALETWICATHINOBA KucenrHa. CeAMMYHY W3CNEABAHMA HA KPBBHATA KapTHHA
Tpabea [a Ce TNPABAT MO BPEME HA MbPBHTE CEAMHLM OT JieueHHe ¢ koMOuHanuaTa. BHuMaTenHo
Apocneaapane TpaOBa aa ce NpasH JOPH B clydail Ha Jieko HapylueHa 6b0peuHa QpyHKUMA, KAKTO H
NpH MALMEATH B CTAPYeCKa BB3PacT.

Jdpyru gecTeponIHA NPOTHBOBKLINAIHTENHE CPEACTBA
[ToBHLIEH PUCK OT A3BH H CTOMALIHO-YPEBHO KbPBEHE NOPAAH CHHEPTHYHH e(eKTH.

Héynpoden:

EfHOBpeMEHHOTO NPUIOKEHKE Ha HOYNPOodeH aHTAaroOHH3Hpa HeoOPAaTUMOTO TPOMOOLIMTHO
UHXHOHPaHE, HHIYUHPaHO OT ALETHICATULIMIOBATA KhceHHa. Jleuenneto ¢ ubynpodeH npH
MAUMEHTH C NIOBHILCH ChPIEUHO-CHII0B PHCK, MOXKE 14 OTPAHHYH KapJHOMPOTCKTHBHHTE eQeKTH HA
AUCTUICATHLMIIOBATA KHCEHHA.

ExcnepuMeHTAIHN JaHHH NOKassaT, de ubynpodeH Moxke fa HHXHOHpa eeKTa Ha HHCKOAO30BaTa
AUCTHICATHLMITOBA KACETHHA BBPXY TPpoMOOLIHTHATA arperalys, KoraTo ¢& npHnarat ¢JHOBpeMeHHO.
Mopaan orpaHHYEROCTTA HA TE3H TaHHA M HECUTYPHOCTTA OTHOCHO €KCTPanoNal|aTa Ha JaHHHTE €X
Vivo KbM KIMHHYHHTE HE MOTaT Ja CE HAIPABAT KATErOPHYHM 3aKJIFOYeHHA 3a PeJOBHaTa ynoTpeba
HOYTIpOdEH, i HAMA KTHHHTHO 3HaYHM edIeKT, KOITO Aa ce CHHTA 32 BEePOATCH NPH HEpeIOBHA
ynotpeda wa nGynpoden (Bx. Touka 5.1).

Meramuzon:

Iipu eamoBpeMeneH mpHeM MeTAMH30J Mojke Ja HAMATH edekTa Ma AUETHICANHIUAOBATA
KHCEJINAA RbPXY TpoMGonuTHaTa arperanus. CleioBareno, Ta3n KomOHEauus TpadBa aa ce
HINOI3BA ¢ NOBUUIEHO0 BHAMAHME NpH NAUHEHTH, OpHeMamld hucka fao3a ACK 3a
KapARONPOTEKINS,

IInkilocnopun, TAKPOJAHMYC
Ennoepemennara ynorpeGa va HCMBC u muiIOCOOpPHH HAM TakpoJIMMYC MOMXE Aa NOBHINH
HePOTOKCHYHUA e(eKT Ha UMKAOCMOpHH W TakponuMyc. BrOpeunata dyukuws tpadsa na ce
Habmonasa B choy4aidl Ha €RHOBpeMEHHa ynorpeba Ha Te3u JNICKAPCTBEHH TPOIYKTH H
AMETHNCANTHLHIIORA KHCENHHA.

Bannpoepa KHCenHHa

AUETHNCANHUIMAOBA KMCENHHA € TOKNAABAHO, Ye HAMANIABA CBBP3BAHCTO HA BANMPOAT CHe CeCPpYMHHA
aIleMHH, Hpe3 KOeTe ¢cE yBellniaga cBOOONHKTE IUIA3MeHH KOHLESHTPALHH B CTALIHOHAPHO CHCTOAHHE.

PeHHTOHH
Can¥uMIaTHTE HAMANABAT CBBLP3BAHETO HA (eHMTOMH ¢ NAasmeHuTe anbymuhu. Toea moxe na
NOBEAE N0 HaMansBaHe Ha oOLIMA pasMep Ha IUIA3MCHHTE HHBA Ha (EHHTOMH B ANA3MaTa, HO Ce
yBennuasa cpoboaHara dpakumus deuutond. CeoboxHata (HecBbp3aHa) (pakuMd W CNENOBATENHO
TepaneBTHYHUA edeKT, He Ce IPOMEHS 3HAYHTENHO. '

ANIKox04
EIHOBpeMEHHOTO NpHEMAHE HA AMKOXO/ H ALIETUACATHUHAOB KHCETHHA YBETHY
CTOMALIHO~YPEBHH KPHBOH3THEH.




4.6 Peprunuret, GPEMEHHOCT H KbpMeHe

BpeMeHHocT
UuxubupateTo Ha MPoCTArnaHAMHOBATA CHHTE3a MOXKE Ja I0BNUAe HeGIaronpHATHO BLPXY

GpeMeHHOCTTA WILNH eMOPHOHATTHOTO/ peTanHoTo paseuTHe. JJaHHHM OT ENMHAEMHOIOMHYHI
TIpOY4BAHUA TIPEANONATAT YREIHIEH PHCK OT aGopT W MandopMaiiu ciep ynorpeGa Ha uHXuGUTOp Ha
NpocTarnaHaMHOBATA CHHTE3a B paHHA 6pemeHHOCT. CHHTA ce, Y€ PHCKBT Ce  YBEJIM4aBa ¢ 03a1a K
MPOIBIKHTETHOCTTa Ha AeveHne. HannunuTe paHHY He MOJKPENAT BPH3KATA MeXay TpHEMa Ha
aneTHICANHIMNOBA KYCEJIHHA U MOBHLIEH PUCK OT CTIOHTAHEH abopT. 3a aleTHICATHLUIOBATA
KHCENHHA HATHYHKUTE eNHIEMBONOTHYHH AAHHH OTHOCHO MATGOPMALIHH HE ¢a €AHO3HAYHH, HO
MOBMLUEH PHCK OT racTPOCXM3UC HE MO3KE Aa C& H3KIIOYH.

JlekapcTaesn NPOAYKTH, ChABPHKAINH AUETHICATHUNTOBA KBCENHHA He TpabBa 1a ce W3NoN3sar o
BpEME Ha MLPBO M BTOPO TPHMECEUHe Ha GPEMEHHOCTTA, OCBEH aKo He € abCooTHO HEOOXOIUMO.
AKO IeKapCTBEHH NIPOAYKTH, ChABPHKALLH ALETHACANMLMAOBA KHCE/IHHA C€ H3MOM3BAT OT KEeHa,
OTIMTBAllA ce Aa 3a0peMeHee, MM MO BPeME Ha [THPBO H BTOPO TPHMeceuHe Ha BpeMeHHOCTTa, 103aTa
Tpa6Ba aa ¢ BE3MOKHO Hali-HHCKA W MPOABIDKMTENHOCTTA HA IEUEHHE /32 € Bb3MOXKHO Hak-KpaTKa.

Ilo BpeMe Ha TPETO TPHMeceUHe BCHIKH HHXHOATOPH Ha APOCTATIAHAHWHOBATA CHHTE3a MoXkKe
Ja IpHIHHAT Ha deryca:

. Kapnno-nynmouanHa TOKCHYHOCT (C NPSKACBPEMEHHO 3aTBAPAHS Ha 1Y KTYC
apTepHosyc u 6enoapoGHa XMEPTOHAUS ),
. On6peuna quchyHKUMS, KoaTo MoXe Na nporpecupa no 61x6peuHa HeJOCTATBYHOCT

¢ OAUro-xHapoaMHHo3a

Ha MaiikaTa u AeTeTo, B Kpas Ha GpeMennocTTa:

. BBE3IMOKHO YALIKABAHEC HA BPeMETO HA KBPBEHE, AaHTHKOArYTALHOHCH e(bem‘,
KOHTO MOXe [d o€ NOIBH AopH Cnel MHOTG HHCKH Q034
. MOTHCKAHE HA MATOYHHTE KOHTPAKUHH, KOCTO Ja JoBeae Ao saGapeHo U

NIPpOOABLDKHTENHO paXaaHe

CnepoBatefHO aueTHUACANWLMIOBATA KHCElTHHA € TIPOTHROMOKA3aHa 10 BPME Ha TPETOTO
TpUMECEHHE Ha GpeMEeHHOCTTA.

Knpmene
CanHuHNATHTE 1 TEXHHTE METAGONHTH NPEMUHABAT B MAliYMHOTO MIAKO B MATKH KOAH4ECTBA. Tbil

KaTO AOCera He ca HabNioaBaHH HEXENAHU PEaKLMK MU HOBOPOAEHH Cliel cyUalina ynotpeba,
O0HKHOBEHO HE € HAMOHUTENHO NPeKbeBaHe HA KbpMeHeTO. IIpy penoseH NpHEM HITH PHEM HA
BHUCOKH JI03H1, KbpPMEHETO TPAOBa Ja CE MPEKBCHE PaHo,

GepTunurer
V3nNUTRaHKS C JKHBOTHM He MOKA3BaT PENPOAYKTHBHA TOKCHYHOCT (Bink ,, [IpeAKNUHHYHE JaHHH 33

GezonmacHocT™).

4.7 Edextn Bbpxy enocofHOCTTA 32 IModupane u padora ¢ MAIHHE

He ca nabaronapanm eexTH BHpXy cnocobHocTTa 32 wodupane H pabota ¢ MALIHHE.

B#3 0cHOBa Ha apMaKOJIHHAMHYHHTE CBOICTBA H CTPAHHYHHTE ¢(PeKTH Ha aUCTHACANIMLWIOBA
KHUCE/HHA, HE Ce O4AKBA Bb3AeHCTEHE BBPXY PEAKTHBHOCTTA H ¢NOCOGHOCTTA 32 LiodHpaHe HIH
paboTa ¢ MaLTHHH.

4.8 Hewxellann geKapeTBeHH peaknuy

Hesxenanure peaxiyy ca rpyndpaHi Bb3 OCHOBA HA CHCTEMO-OPTaHHY KIAcOpf
nedHHUpPaHH KaTo: MHOTO vecTH (=1 / 10), yectn (=1 / 100 no <1/10), Heuec
<1/100), peaxn (=1 / 10 000 go <1/ 1,000), mHoro peaxu (<1 /10,000y u c
HA/IHYHHTE JaHHH He MOKe Nla Obae HanpaseHa olleHka).
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Hapyimenaus na KpbBTA H
aamepuaTa cCHCTEMA

YecTH: CKIIOHHOCT KBM KBPBCHE

Pepku: TpoMOOLHTONEHHS, 3T PAHYNOLHMTO32,
anIacTHYHA aHEMH

C HeusBecTHA YeCTOTA: CITyYay Ha KLPBEHE ¢
VABBKEHO BPEME HA KBPBEHE KATO SITHCTAKCHC,
K’LPBEHC OT BECHUHTE, CHMITOMHTE MOKe J1a
NpoABIKAT OT 4 0o 8 1AM cnej nNpekpaTasaHe Ha
JIEUSHHETO ¢ AlIETHICATMCUIOBA KUCENHHA,

Topa Moxe Na AoBeAE H 10 NOBHIIECH PUCK OT KbPBCHS
OpU XHPYPTUUHH NPOLEITYPH.

[Mpu aHaMHe3a 238 CTOMAWHO-UPEBHO KbPBEHE
{XeMaTemMera, MENEHA) HIH OKYNTHO CTOMAUIHO
4YpEBHO KBPBEHE Moxke J1a ce Habmonasa
*enasoneduIMTHA aHemus, TOBA € NO-BEPOATHO NPH
ﬂpl‘IEM Ha EMCOKH JO3H aleTWICATHLUI0BA KUCCTHHA

Hapyiienus Ha HMyHHATa CHCTEMA

Penku: peakuu Ha CBPbXYUYBCTBHTE/THOCT,
aHruoeaeM, anepriudeH eneM, aHahUNakTHYHA
peaKkHs, BRIKOUYBAING WOK

Hapymenns Ha metafonusma u
XpaHeHeTo

C HeusBecTHa 4ecToTa: XHIepyPHKEMUA

Hapymienns Ha HepBHAaTa CHCTEMa

Pepfu: MHTPAKpaHHATHA XeMOpPArks
C HeuspecTHa 4eCTOTa: r1apobodine, BEPTHIO

Hapymenue na yxoto ¥ nabuputra

C HEeu38ECTHA 4ECTOTA: HAPYIUEHHS HA CITYXa; WYM B
yaIHTe

CeaoBH HApylUEHHA

Pemr: XeMoparinyeH BacKyJIMT

Pecripatopsit, rppAHN H
MeJHACTHHAJTHH HApYINeHHS

Heyvectu: Punut, nucnyes
PGII.KHZ BROHX.OCH&B’BM, ACTMATHYHH NMPHCTRITH

Hapywenns sa
BB3NPOU3BO/THTENHATA CHCTEMA H
repAaTA

Penxu: menoparus

CTOMAUIHO-4PEBHY HApYLIeHHA

Yectd: ApCIencHs

Pemi: Texka cToMamHo-4pesHa XeMOparid, rageHe,
NoBspLLaHe

C "enseecTHa yecToTa: f3pa HA cTOMAXA MAX
ABaHafeCeTONPhCTHHKA H nephopanis

Xenaro-6uauapHu HapylHeHHs

C nenspectHa yecToTa: UepHoapoOHa HEAOCTATHLUHOCT

Hapymenns na koxkara 1
NOJKOXKHATA ThKaH

Heuectu: ypTHkapus

Penxu: canapom Ha CTHBBHC — [IKOHCBH, CHHAPOM HA
Jaiin, nypmypa, epHTEMa HONO3YM, EPHTEMA
MynrubopMe

Hapymenue Ha 6s6penvTe 1
MUKOYHUTE MBTHINA

C Heu3sBeCTHa UECTOTA: yBpeleHa Oubpeuna hyHKUMA

CrobiilaBaHe Ha NOI03HPAHN HEKENAHH PeakIHy

CroB1IaBaHETo HA NOJO3MPAHH HENENaHH PeAKWHH CNEA paspeinaBane 3a ynotpeba Ha neKapCTBeHHA
npoaykT ¢ saxHo. Tosa 103801982 A& NPOABLKH HabMOAEHUETO HA CEOTHOWICHHETO 1101138
NeKapcTBeHH TPOAYKT. OT MEAMIMHCKUTE CISUMANKCTH Ce H3MCKBA Ja CLoGIaBarf
HOAO3HPAHA HeXKeslaHa PeaKLus upes:

Maneasurtenna areHUMA NO ICKapCTBaTa

ya. . Jamsa Ipyer” Ne 8
1303 Codus
Ten.: +359 2 8903417

yeOcaiiT: www.bda bg




4.9 Ilpeaosupane

Brunpeks ye MMa 3HAUNTENHH PA3NIMKH MPH OTAETHUTE HHAHBHAH, MOXE [a C& CUWTA, Y& TOKCHUHATA
noza € okono 200 mg / kg npu pe3pacthn M 100 mg / kg npu geua. Jlerannarta nosa
aueTHncanuumMIoBa kucenuua € 25 30 g TnasMenu kouuesTpauuu canuumnar Hag 300 mg /|
NoKa3BaT HHToKcHKauKs, [lnasmedn koHuenTpauuu Hax 500 mg/ | npu pe3pactan u 300 mg /1 mpn
Jeua 0GMKHOBEHO TIPHHMHHABAT TEXKA TOKCHUHOCT.

Npepozupaero Moke na GbAe ONACHO 3a MALMEHTH B CTApyeCKa BB3PACT H 0CO0EHO 3a MaKHTE
Aelia (TEPANIEBTHUHO MPe/I03HPAHe WITH HYECTH CTy4aiiHi OTpaBAHUS MoraT na 6baat dartanHu).

CyUMITTOMH [pH YMEPEHH UHTOKCHKALMHK
llymM B yluuTe, HApyIleHHa HAa CMyXa, rnapo0oHe, CBETOBbPTEXK, 0OBPKBAHE W CTOMALIHO-YPEBHH
CHMITTOMH (rafeHe, NOBpBIIaHe 4 kopemna 6onka).

CHMITOMM IIPH TEXKKH HHTOKCHKALIUM

[Mpn TexKa MHTOKCHKALMA Ce MOSABABAT CEPHO3HH CMYLIEHWA B aNKaJHO-KMCEJIHHHOTO PABHOBECHE.
HauanHaTa XunepBeHTHNALMA BOAH A0 pecnvparopHa ankanosa. Cien Tosa ce nosesea pecliuparopHa
al[M03a B PEIYNTAT HA MOTHCKALIMA edeKT BbpXy AHXaTenHHA LeHTHP. [loaBiBa ce M MeTabonuTHA
anpz03a Mopaay Hanudue Ha canuuunatd. [Topagu ToBa, Ye AeLia, HOBOPOAEHH H KbEPMAUY€eTa 4eCTo Ce
HaGmoaBat eapa B NocneAHaTa Gasa HA MHTOKCUKALHMA, Te OOMKHOBEHO BEUE Ca JOCTHTHAIH CTaAHA
Ha aLuao3a.

OcpeH TORa, MOTAT J12 ¢ MOABAT CIASIHUTE CHMITOMH: XHIIEpTEPMHA H H3MOTABAHE, KOETO BOAH 0
NEXMAPATALMS: UYBCTBO Ha 0e3MoKoiCTBO, KOHBYJICHH, XaMOUHHAUMH W XMIONTMKEMHA.
[MoonTHcKkaHeTO Ha HepBHATA CHCTEMa MOXE Ja AOBEAE [0 KOMa, ChPASYHO-CHAOR KOManc Wi
pecnupaTopeH apecT.

Jleuenne Npy npenosvpaye

AKO c€ MNOrbiHe TOKCHYHA [03a, MNpHeMaHero B OGonHHMua € HanoxuTenHo. Ilpu ymepena
HHTOKCHKALIAA MOKE€ Ja C¢ HampaBd ONHT 3a HHAYLMpaHe Ha MOBpPBIIAHE; aKo € HeyCrellieH,
OKA3aHO € NPOBEXIAHETO HA CTOMatneH nasax. Clies TOBA ce NIPHITAraT aKTHBEH BEIIEH (ancopbent)
M Hatpues cyndar (naxcarus). IlokasaHo e ankamuzdpade Ha ypuHata (250 mmol HarpHes
BuikapGoHaT 3a 3 1aca) mpu MoHMTOpHpaHe Ha pH Ha ypuHaTa. XeMOZHAIH3ATA € NPEANOYHTAH METOA
HA JleYeHHe TpH Texka HHTOKcHkauus. OcTaHAAWTe TNpOABH Ha HHTOKCHKALUMA C¢ JIeKysaT
CUMNTOMATHYHO.

5. ®APMAKOJOrHYHU CBOMCTBA

5.1 dapmMakoaNHAMHMHY CBOHCTEA

(dapmakoTepanesTHYHA rpyna: MHxubuTopy Ha TpoMOOLMTHATA Arperauys, ¢ HIKIIOUEHHE Ha
xenapuH, ATC koa: BO1AC06

ALETHACANHIIIOBATA KHCENHHA HHXHOMpa arperauusata Ha tpomOouuTHTe: 6iiokupa TpOMGOUMTHATA
LHKJI0OKCHI€HA3a Upe3 alleTHIMpaHe, OTHCKA CHHTE3a Ha TpoMOokcaH A2, GHIHONOMHYHO
aKTHBUPALLO BELIECTBO, KOETO ¢& 0CBOGOMIaRa OT TPOMOOLMTHTE M Mrpae oA NPH YCAMKHEHHAT
Ha aTepoMarosny Ne3un. Mixnbupanero Ha TXA2 - cHHTesa € HeoGpaTHMO, Thil kaTo TPOMOOLMTHTE
HAMAT AAPO H He ¢a CNocobHK (NOpaaH JTMNCa Ha BE3MOKHOCT 33 CRHTE3a Ha MIPOTEHHH) fa
CHHTE3HPAT HOBA LIWKJIOOKCHTeHA3a, KOATO Beue e OFIa aueTHIHPa ¢ aUeTHICATHIMIOBA KHCE/IHHA.

MHorokparauTe 1036 20-325 mg BrmousaT HHXMOHpaHE HA €H3UMHATa aKTH
ITopaau HeoGpaTHMOTO CEBP3BaHE, EKCIIOHUPAHHTE TPOMGOLUMTH Ca 3acerHary
CBOA M3HEH IMKBA {NpubausuTento 7-10 anu) . EdexTrT Ha nBxHGUpaHe HE
Ha NPOIBIKHTENHO JIEUSHHE M €H3UMHATA AKTHBHOCT NOCTENEHHO 3anoysa
TpoMBowmTHTE 0T 24 o 48 Yaca cien NPeKbCBAHE HA JICYEHHETO. ALETHIC



YABLIKABA BPEMETO HA KbpBEHE ¢ oxono 50 10 100%, kato morat aa ObaaT HaGmonapaHy pasinukH
NIPH OTAENHUTE HHAHBUIH.

ExcriepuMeHTATHH JaHHHK MOKa3Bart, e uOynpodeH moxke Na uuxubHpa edekra Ha HUCKO-1030BATA
ALEeTUNCATHLMIOBA KHCENIHHA BbPXY TPOMOOLWTHATA arperaLus, KOraTo ¢¢ Mpunarat ¢IHoBpEMEHHO.
B e/HO H3MUTBaHE, MPH KOETO eAMHU4HA 0034 uBynpoden 400 mg e npuera § uaca npean unu 30
MHHYTH ClTe[l IPHEM Ha ALeTHICATTULMIIOBA KHCENUHA ¢ He3abarHo ocsobmknasane (81 mg) e
Hab/IFOAABAHO TIOHIDKEHHE Ha e(heKTa Ha ALETHNCANHIIMIOBA KHCENHHA BhpXy o0pasyBaHeTo Ha
TpomMGOKCaH HAK Ha TpoMOoLHTHATa arperauma. [Topany orpaHH4eHOCTTa Ha Te3K AaHHA U
HECUTYPHOCTTA OTHOCHO €KCTPAaNnoNanuaTa Ha JAHHHTE €X Vivo KbM KTHHHYHHTE He MOTaT Ja ce
HANPABAT KATETOPHUHM 3aKIKOYEHHA 32 peroBHaTa ynorpeSa Ha HOYnpodeH, W HAMa KNHHHYHO
3HAYKM e(EKT, KOHTO Ja ce CYMTa 3a BePOATEH NIPH Hepelokua ynoTpeba Ba nbynpodeH.

5.2 @apMAKOKHHETHUHH CBOHCTBA

AbcopOuua

Chen riepopaltHO IpUAOKEHHE, ALETHICANHLMIOBATA KHCeTHHa ce abcopOupa 61p30 B HaNBITHO OT
racTpo-HETECTHHATIHHSA TpakT. [To BpeMe Ha 1 cnex abcopOiya aLETHACATHLMIOBATA KHCEIHHA Ce
KOHBEpPTHPA B CBOA ITaBeH MeTaGo/HT CAIHIMIIOBA KKHCeNHHa. MakcHManHHTe NiasMeHH CTOHHOCTH
ce gocturar cien 10 - 20 MUHYTH 33 AUETHACANHLMIOBATA KMCENWHA K cboTeeTHO cre 0,3 - 2 yaca 3a
canuuuaoBata kucenuna, [Topaau KHCENMTHHHO-YCTOHYHMBOTO TaKOBO NOKPHTHE Ha 3epoTpomd 100 mg
CTOMALUHO-YCTORYMBH TabNeTKH, NIEKapCTBEHOTO BEEeCTBO He ce 0cBO0OXKIaBa B CTOMAXA, 4 B
ankanHara cpela Ha yepsara. CreqoearenHo abcopOuHMATa Ha ALCTHNCANHIIAIOBATA KHCE/IHHA ¢
3aGaBeHa 3-6 uaca ces [PUIOKEHHE Ha CTOMAIIIHO-YCTOWYHBM TAONETKH B CPaBHEHHE C OOMKHOBEHH
TafNeTKH, 4 MAKCHMANHH ITa3MEHH HHBA C& JOCTUraT ¢iel 5-6 uaca, ako TalneTxara € npueTa Ha
CNagHO.

Pasnpeacnenue
AL[BTHJIC&JIMI.I,HJ’IOB&T& H HeHHHA Meraﬁonm CanvupunoBa KHCEJTUHA CE CB’I:p?.BaT BELEB BUCOKA CTCNEH C

TUIA3SMEHHTE TNPOTCHUHH H C€ painpeneiaT G“Lpso B TENMCCHHUTE TCHHOCTH. CB'BpBBaHCT 0 € 3aBUCHMO OT
KOHLIEHTPALMATA (HENHHEHHO) Ha calMunioRaTa KucenuHa .OGembT Ha pasnpeaenehue € 0,16 1/ kg
TenecHa Maca. CallMLKNOBATA KHCEMHHA OABHO NpeMHHABA NPe3 CHHOBHAIHATA TCYHOCT, MPeMHHaBA
Mmpe3 MIaleHTaTa H ¢¢ NOABABa B XBpMaTa.

buorpancdopmatmsa

AleTHncanHUHNoBaTa KHCENHHA 6BP30 ce MeTaboH3upa A0 CaNMLKWIOBA KMCENHHA, ¢ NONYKHBOT 15-
30 MuuyTH.

Caniuuaosata KMCeMHHa CIe TOBA C¢ MpPEBpbilia MPSAHMHO B NTHUHH H KOHIONRTH Ha FJIFOKYPOHOBA
KHCEJTMHA H CNEAH OT AWXHIAPOoKcOeH30eHa KucenuHa. ENHMHHAIHOHHATA KHHETHKA Ha
CANHLIKIOBATA KUCEIHHA € JaBMCHMA OT J103aTa, Thif KaTo MeTaboNH3MET € OrpaHHYeH OT KarnanureTa
Ha gepHoapoGHUTE ensUMU. ENMMMHALMOHHUAT NONYKMBOT BapHpa Mexy 2 110 3 yaca ciej npueM
Ha HUCKH A03M 10 okono 15 4aca 3a BUCOKHTE n034.

Enumunupane
Cannumunosara kuceHHa H HEHHNUTE MeTaboNIMTH e eKCKPETHPaT MABHO vpes Gh0perTe.

5.3 TIIpeakAnHHYHH JaAHHH 33 (e30MACHOCT
MpeaktuauyEITe AaHHY 33 GE30MACHOCT H2 AUETHICATHIIOBATA KHCETHHA ca fobpe JoKyMEHTHPAHH.
B nipoy4BaHus IpH JKHBOTHA CATMLUAATHTE IPUMHHABAT YBpEXkaaHe Ha OBLOPELMTE MPH BHCOKH 103H
Be3 Apyry yBpeXIaHud. ALETHNCATHLIMIOBATA KMCEIMHA © IHPOKO H3CIEABaHa in vitro H in vivo 3a
MYTAr€HHOCT H KaHLIEPOreHHOCT, He € YCTAHOBEHO 3HAUMMO A0Ka3aTelICTRO 328 MyTareHeH Wik
KaHLleporeHeH MOTeHIHA,

CalHUHIATHTE MPOSBABAT TEPATOreHHH eEKTH [IPH H3CIEABAHKA BBPXY pasiH
OnucaHH ca Cydad HA HAPYIUEHHS NPH UMILIAHTAUHA, eMOPHOTOKCHYHH H det
YBpekK1aHE Ha CNocoDHOCTTA 3a YHEHE B MOKOICHHETO CleJ NapeHTepatta exe
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6. DPAPMAINEBTHYHH JAHHH
6.1 CnHCEK HA NOMOIHHTE BemieCTBA

Anpo Ha TabneTkaTa:

Lie;rynoza Mukpokprctanta tan 102
LlapesnuHo HULIECTE

Cunuuees JHOKCHA, KomouaeH, 6e3soacH
CTeapHHOBa KHCENHHA

DHIMOBO NOKPHTHE:

Eudragit L.30 D-55*(cunoauMep Ha METAKpPIIOBa KHCemuHa - etunakpunat (1:1), nonucopbar 80,
Harpyes naypuncyndar

TpueTunos uvrpat

Tank

6.2 HecbBMECTHMOCTH
Henpunoxumo.

6.3 Cpox Ha rognoct

Bmictepu: 2 rogunu

Omakogka 2a TabIeTKH: 2 roaHAU

CpoK Ha rOOHOCT CJief] ITBPBO OTBapsAHe HAa ONakoBKa 3a TabneTku: 6 Meceua

6.4 ChoensalIHH YCTI0BHA HA CbXPaHeHHe
Ha ce cexpanasa noj 25 ° C B opruHaiHaTa OMaKoBKa 3a 3aUIHTa OT BMAra.
6.5 BHO #H chALPKAHHE HA ONAKOBKATA

TabnerkHTe ca HAJTHYHH B OMAKOBKH OT:

Bancrepu: PVC/AL donuo n PYC/PVDC/AI gonuo. Onakoeky ot 10, 20, 28, 30, 50, 56, 60, 90, 100
TabaeTKH.

[MONHETHIECHOBH ONAKOBKH 33 TABNETKH ¢ NONWETHIEHOBH KanaykH. OnakoBku ot 10, 30,50, 100 u
500.

LDPE onakoBKH 3a TabNeTKH ¢ NOJMNponuieHosH kamauku. Onakoexu ot 10,30, 50,100 n 500.

He BcHYKH BHIOBE ONAKOBKH MOrar aa 6’bI[aT MyCHAaTH B npo,u,axcGa.

6.6 CneguanHu npeanainy MepKH NPH H3IXBLPAAHE <u pabora>

Heuznonzeaauar JICKApCTBCH OPOAYKT HITW OTNAABYHHTE MaTEPHANH OT HETO TpﬂﬁBa Ja C€ HIXBLPJIAT
B CHOTBETCTBHE € MCCTHUTE HIHCKBaHHA.

7. OPUTEXKATE HA PAZPEHIEHHETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

'epManma

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA
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Per. Ne: 20150208

9. JIATA HA ITBPBO PA3SPEINABAHE/MOAHOBABAHE HA PAJPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mepso paspewagane: 24.06.2015
Jara Ha nocnelHo NOAHOBABAHE:

10. JATA HA AKTYAJHM3UPAHE HA TEKCTA

Maii 2020
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