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UANBTHWUTENHA AFEHLKA N0 II-EKAPCTBATA

KDAMKa XapAKMeDUTITUKE HE NDOGYXTIE

Kom Pea. Ne ?’E@J /KCP

KPATKA XAPAKTEPHCTHKA H /4 ﬁyﬁhfl

MME HA JIEKAPCTBEHUSH [IPOIYKT _Q@qoem» e /

Ayiun 100 mg TabneTkn
Aulin 100 mg tablets

KoinuecTBeH B KaA4eCTBEH CECTAB
Besika tabserka chabpika 100 mg Humesyaua (Nimesulide )

TToMOIIHH BeLecTRa C H3BECTEH elpeKT: NaKkTosa
34 MbJIHMS CHMCHK MOMOLIHK BELICCTBA, BHIK 0.1

Jlekapersena opma
Tabnerka
Benu/cBernomKbITH KPbriau TabneTKH.

Kiaunuunm TaHHH

TepanesrHTHA NOKAZAHUA

Jleuenwue Ha ocrpa Gonka. (Bukre T. 4.2 ).
ITepBHUHA IHCMEHOPEH.

Hymesynna Tpa0Ba /la ce MPenueBa caMo KaTo JISUEHHE OT BTOPA JIMHUAL.
Peuienuero aa ce npeanuuie Humesyaua tpabea Ja ce ocHOBaBa 1a OLUCHKA HA ODIUMTE pPHUCKORE
NP OTACHHMA NalMeHT (BrkTe T. 4.3 nT.4.4 ).

Jo3npoBKa H HAYTHH HA NPHJIOKEHHE

Aynun tabaerku TpadBa Aa ce npuiara 3a b3MOMKHO HAH-KpaTbK NepHOJL OT BPEME, B 3aBUCHMOCT
OT KJHMHHUYHATA CUTYaUMs.

Munumannara eekTHBHA 1033 TPAOBA Aa ¢e NMPUIAra 3a Bb3MOKHO HAll-KpaTKus Neproi OT BpeMe,
34 /12 ce HAMAJIAT HewKkeannTe peakumu (eukre 1.4.4 ),

MakcuMaaiara npo/ib/sKUTETHOCT Ha neveOHua Kype ¢ Humesynm e 15 aun.

3a pb3pacTiiu:
Humesyana tadnerkn no 100 mg asa nbru AHEBHO Clle XpaHene.

[MaumeHTr B HaNpeaanga Fb3pact: Mpu Tax He € HeoOX0AHMO [a ¢e HaMaJlABa NHEBHATA /1034 (BHIKTE

5.2).

Jleua (nog 12 rogunu): Aynun 100 mg tabnetku ca 1pOTHBOMOKAZAHH MPH TE3M NAUMENTH (BHIKTE
CcbIo cexums 4.3).

Muagesau (o1 12 a0 18 roanHu): na Gasarta HA KHHETHYHHS NPOQMIL NPH BBL3PACTHHTE M LA
(apmako/IMHAMUYHUTE  XapakTepucTHkn Ha Humesyina, He e Heodxomuma npomsHa  Ha
AOBHPOBKATA HpK €34 NAaUuHeHTH.

Iaunenty ¢ yppeaena 6uOpeuna dynkums: nHa Gazata Ha (apMaKOKHUHETUKATA, HE ¢ HeODX0UUMO
MOHMIAKEHHE HA JNO3HPOBKATA TP MAlMEITH ¢ JICKO 10 cpeaHo 0b0peuno yspesaane (Kpeathiuion
kanpeae 30-80 ml/min); nokaro Humeszynmua rtabneTku e npoTHBONMOKA3aH B CJy4ad Ha TekKKa

Haumenrn ¢ Hapyliena 4vepuonpobna dyukuma:  ynorpebara  Hum
MPOTHBOMOKAZAHA NPH MALMCHTH ¢ YepHoapoOHa HEJOCTATLYHOCT (BUIKTE T.

HporuBonokazannus




e [JalMeHTH ChC CBPBXYYCTBUTENHOCT KbM HHME3YINI MK KbM HIAKOW OT SKCLHIHEHTHTE.

e [lanWeHTH ¢ aHAMHECTHYHM JaHHW 33 DCAKLMKM HA CBPBLXHUYBCTBUTEIHOCT (Hanp.
OpOHXOCNAZBM, PHHHTU, YPTHKapHs) KbM AUSTHICATHLMIOBA KHCEHHA WIH KbM JIpyTH
HECTEPOHIHH NPOTUBORB3NANMTE/ M JIEKAPCTBEHH HIPOJIKTH.

e [lauMeHTH ¢ AHAMHCCTHYHM JIAHHH 3a XeIIATOTOKCHYHH peakiini KbM Humesynu.

e LEAHOBPCMEHHO OPMIMKEHME ¢ APYTH  MOTEHUHATHO XENaTOTOKCHYHM  JIEKAPCTBEHH
BELLECTBA,

e AJIKOXOMH3ILM, JIEKAPCTBEHA 3ABUCUMOCT.

AHaMHe3a 3a CTOMAIIHO-YPEBHO KhLPBCHE WK nepihopaliks, CEbP3aHH C MPeaMina Tepanus
¢ HCIIBC.

®  AKTIMBHA A3BA HA CTOMAXa WM OBAHAJECETONPLCTHUKA MM aHAMHE3A HA PelIMAWBHpala
A2RA/KPHBOMAIMBI HA/OT XPAHOCMMIIATETTHHTE OPrann (JIBa WM MOBeYe U3ABEHH enu30]a
Ha JokazaHo obpazyrate Ha s38a WK KhpPBEHE).

e [lepebpopackyapHO KbpPBEHE WM APYro aKTHBHO KLPBEHE HJIM HApYUICHUS CRBLP3AHM ¢

KhLpREHe.

[MaLHeHTH ¢ TEIKKM CMYIIIEHHS B KPLBOCHCHPBAHETO.

nElL[HCHTH C TCIKKaA ChLp/ieHia HeQoCTaTLHYHOCT.

[MaimenTu ¢ Tenka OBOPeHIE HEAOCTATLHHOCT.

YepHojipohHa HeaoCTaThYHOCT.

e [laumenTy ¢ NOBHILIEHA TEMNEPATYPA M/ UITH IPUNONONOOHH CHMITTOMH.

e Jleua nox 12 roaunu.

e Tperu TpUMeCTBP Ha OPEMEHHOCTTA U MPH KbpMeHe (Brokre T, 4.6 1 5.3).

* # @

4.4 CnienuAaaHu NpeaynpesIennst U 1 pe/linaiHn MEpKH PR ynorpeta

LLanoepemennara ynorpeda na Humezynua ¢ gpyrn HCIIBII, BkmOUMTENHO HMKIOOKCHICHAzA-2
CENeKTHBHHM MHXUOUTOPH, He ce mpenopbysa. B AombiHeHHe no BpeMe Ha jedeHHe ¢ Humezynun
nauveHTHre Tpsadra Aa ObaT CHBETBAHM Jla ce BL3/ILPEKAT OT ynoTpebaTta Ha APYIH aHAITETHLIH.

Heskenanure NekaperTBeHd peakuud morar aa Obaar HaMaeHu Karo 32 KOHTPOIMpaHe 1a
CUMIITOMMTE €& YHoTpeOsaBa BLIMOKHO Hail-HUCKATA C(CKTHRHA 71032 32 Bb3MOKHO Hal-KpaThK
cpok oT Bpeme (Brxre T. 4.2).

Jeuennero Tpadea na ObAC NPEKPATCHO, ako He ¢ Habuo1aBa MooKHTEeH eeKT.

Yepnoopoiuu peakuyun

B pesnku ciayuan e ycraHoBeHo, ye Humesyima € CBbp3aH CbC CEPHO3HHM HepHOAPOOHM peakumy,
BKJIFOUMTEIIHO MHOTO PeIKH cliydau c caraieH u3xol (BuxTe cbio cexkuus 4.8). IauuenTu, npu
KOUTO ce Had/loAaBaT CHMINTOMM CLOTBETCTBALLM HA UCPHOAPOOHO YBPEKAAHE MO BpeMe Ha
neuenve ¢ Humeszynua (nanp. anopexcus, rajeHe, noppbiuane, 0onku B Kopema, ymMopa, TbMHA
YpHHA) MITH TIALHEHTH, YHUTO TECTOBE 110KA3BaT aHOpPMaiHa (GyHKLMA Ha dephus apod, Tpadea aa
npekparaT nevenueto. lTesum nauvenTu ve Tpabea 1a ObJaT moanaraHM OTHOBO HA JICYEHHE C
Humesynna. Mma ceobimienus 3a yppe:kaane Ha dcpHust Apod cie/l KpaTKO NpHeMaHe Ha
NeKapcTBOTO, B MOBEYETO C/YUYan O0paTUMO.

lpu nosumasaHe Ha reMnepaTypara u/uiu npu Nnossa Ha IPUHONOIIOHH CHMATOMH NPH NalMENTH,
npuemai Humesynui, iedueHreTo Tpadea 1a ce 1peKkpary.

acmpounmecmunaini peakunu
CToMawmHoO-4YpepHO KbpBeHe, o0pazyeaHe Ha s3Ba W nepdopauma: cbLoOLIAB
YPCBHO KbPBCHE, 00pasyBaHe Ha A3Ba v mepdopanus. KoaTo Moxe aa Oble
HCTIBC, no Bedko BpeMe Ha TepanuaTa, ¢ WK 0€3 Npeaynpe/nTelHd cHmn
C'F(.'!Mﬂl.l.lll(.l-‘ipﬁ:ﬂll“ '3360“5“33”}13!.




PHCKBLT OT CTOMAlIHO-UPEBHO KbpBeHe, oOpazymaHe Ha si3Ba uiu nepdopallus ce noBvinapa ¢
yeenuuapane Ha joszute na HCTIBC npu naumeHTH ¢ aHaMHesa 3a s38a, 0CODEHO aKO € YCII0IKHEHA ©
KpbBOWIIME WK nepdopauus (Buxcre pazgen 4.3) ¥ NpU NALMEHTH B Hanpeanasa sL3pact. Tesmn
MALMENTH CICRA /1A 3aMOYHAT JICUEHHEe ¢ BB3MOMKHO Hal-nuckara jo3a.

KomGuuupana Tepanus Cbe 3alUMTHM arenTd (Hanp.  MMKOMPOCTOJN  WIIM WHXHOMTOPM Ha
MpOTOHHATA uomua) € noaxojasina 3a Te3d MNaluMeHTH, KakTo M 34 NalmHEeHTH, HYXKAAaclln ¢e oT
ChIIBTCTBAIIH MAJKH 03K ACITHPHH WM JIPYrH JIeKapCTBEHH CPEICTBa, KOMTO OHXa MOMM ja
[OBHLIAT CTOMAIITIO-UPCBHUA PUCK (BIKTE No-p00y U 4.5).

l_lal_lHGHTH C aHamHesa 3a CTOMaLLIIIO“{peHHa TOKCHYHOCT, OCOGCHO B Hanpenuaﬂa BL3pacT, cneapa
/14 choO1ABAT 38 BCHUKH HeOOMUYAiHU KOpPEMHH CHUMITTOMH (0CODEHO CTOMALLHO-YPERIO KhpREHE) H
ocodeNo B HAYATHWTE CTaHH Ha JICYEeHHe.

CroMalnno-upeBHO KbpBeHe WKW obpazyeaHe Ha A3sa [ nepdopalus MoXke Ja ce MOSBH 110 BCAKO
BpeMe Ha Jedenuero ¢ WauM Oe3  npejiynpenuTelHH  CHMNTOMM  WIH  AHAMHE3a na
FACTPOUHTECTHHANHH 3a00/sBanus. AKO Ce NOABM CTOMAUIHO-YPEBHO KbpBeHe Wik s38a Humesynun
Tpadra na Obae enpad. Humesvana cnenpa na ce npuiara ¢ noBUIICHO BHUMAHHE [IPH [TALHEHTH
CbC  CTOMANIHO-YPERHH  3a00JMBaHMs,  BKINOYMTENHO  4HAMHE3A  HA  TIeNTHYHA  A3R4,
racTPOHHTECTHHAIIHO KhLPBCHE, A3BeH KouT WK foaect Ha Kpow.

[laumenTy, npueMamy CbIBTCTBALLH MEJIMKAMEHTH, KOMTO OMXa MOITIM [a TOBHLIAT PHCKAa OT
00pa3yBaHe HA A3BA WK KbPBEHE, KATO HAMp. NEPOPaHA KOPTHKOCTEPOHIH, AaHTHKOAryJTaHTH KaTo
BapdapuH, CENEeKTHBHU HHXHMOHMTOPHU Ha 00paTHMY 3aXBAT HA CCPOTOHHWHA MW AHTH-TPOMOOUMTHM
areHTH KaTo ACTIMPHH, cleapa aa 0baat nochReTBaHKW 14 ca BHHMaTe M (BHxTe paszaen 4.5).

Ilpu nosiga Ha CTOMALIHO-YPEBHO KhpBREHe MK 00pasyBaHe Ha A3Ba [IPH NALMEHTH, NPHEMaLLH
Humezynull , Te4eHUeTo clie/iBa Ja ce NpeyCcTaHOBM.

HCTIBC cnenpa na ce gaBaT ¢ NOBUIIEHO BHUMAHKME HA NALKMEHTH ¢ aHAMHE3a 33 CTOMAallHO-YPEeBHH
sabonsBanmns (s3sen konuT, OosecT Ha KpoH), Thil KaTo ChCTOSHUETO MM MOXKE /14 CE BIIOLIN (BHKTE
pazaen 4.8 — HexkeNnaHu peaKumi).

llanuenTy B HanpenoHana BB3PAcT: NpW NAlUMEHTHTE B HanpeqHana Bb3pacT ce nadarogaa
YBeJMUEHA 4decTora Ha Hewkenanute peakunn kbM HCTIBC, no-cneuanHo CTOMAalulHO-YPEeBHO
KhpBeHE 1 niepdopanks, KOMTO Morat aa 6naat datannu (BukTe pasaen 4.2).

CuieioBartenHo € HeodX0AUMO NOAXOIMI0 KIMHUYHO NpociensBaHe.

Kapouoeackyrapnu u yepedposackyaapiuu pearyui

Heobxonmnmo € na ce ocHrypu Noaxojsuio HaOMoAeHHe W ChBET 3a MALMCHTH ¢ aHamiesa 3a
XHIICPTOHUKUA WuiM neka JO0 YMEPCHA KOHICCTHBHA ChpAacvyHA HEAOCTATbBYHOCT, T KaTto wuma
CLOOLICHMS 33 OTOLH M 33JPhiKA HA TCHHOCTH, CBBP3aHK ¢ neuenneto ¢ HCTIBC.

KauHHUHM NpOyUYBaHUS U EIMTH/IEMHOJIONHYHM JJAHHW Tlokasear, e yrortpedara Ha Hakon HCTIBC
(0coBeHo BbB BHMCOKH [I03M U 1IPH NPOIBGKATEIHO NPUIOKEHHUE) MOxke Aa Ob/le CBhpP3aHa ¢ JICKO
MOBMILCH PUCK OT apTepuasiid TpoMOoTHuHN cbOMTHA (HanpuMep Muokapuenl Undapkr wiu
vHeyaT). Hama 1ocraThyHo JavHK, 38 J1d ¢ M3KIYH TaKLE pHCK Npu [umesynua,

MaureHTH ¢ HEKOHTPOIMPAHA XUNEPTOHWS, KOHIECTHBHA ChPIASYHA HEA0CTAThYHOCT, YCTAOBEeHA
ucxemuuHa GojiecT Ha cbLpuUeTo, 3adonseave Ha nepudepHHTE apTepHH W/WIKM MOZBUHO-CBIOBA
Honecr Tpabra 1a ce nexyeat ¢ Humesyiua camo cnes BHumarenno obMucnane. Takosa oOMucnste
TpaGBa 1a ce 1pasy MPey 3an0uBaHe Ha AbJrOCPOUHO JICUCHHE HA TIAIMEHTH ¢ PUCKOBH (aKTOpH 3a
CBPAEHMHO-CHAOBM  ¢LOMTHA  (Hanp.  XUNEpPTOHWH,  XUMNEPAMNMWAEMUWs,  3axapeH  Juader,
TIOTIOHOTYIIEHE).

1Bl karo Humesynua moske 1a popnuse Ha QynkuMsATa Ha TpoMOOUMTHTE
M3M0I3Ba BHUMATENHO [PH MElMCHTH ¢ XeMoparuyna auaresa (BHKTe ¢
ITumesynu i He e 3aMeCTHTENl Ha auCTHICATHIMIOBATA  KUCENHHA
npogHIAKTHKA.



4.5

Bvdpeunu peaxyuu

[pu nanpenTH ¢ GLOPEUHO WITH ChHPAEUHO YBPEX/IAHE CC M3MCKBA 0COOEHO BHUMAHWC, ThH KaTo B
pezynrat na ynorpebara va Humesynua moke sna ce nabmojga BlowapaHe Ha OnOpevnara
dhyukumua. B cayuaii Ha prolapaHe jJedeHueTo Tpabpa jia 6h)ic 1IpeyCTaHOBEHO (BHKTE CBILO CeKLUA
4.5).

Koxcnu pearuuu

Muoro psAKO Ce C'bOﬁ[[lﬁBa 34 CCPHO3HH KOYHKA pCaKlMH, HAKOH OT TAX d:a’rauﬁu, KaTo EKC(bOJ'[HpalU.
JNepMaTHT, chHApoM Ha Stevens-Johnson 1M TOKcHuUHAa enwnjepmaliHa HEKPOIW3a, CBLP3aHH ¢
wsnonzeatero na HCTIBC (BuikTe pasnen 4.8). [lo-BMCOK pUCK OT Te3H peakuuu ce nadaroaaba B
HAYAINOTO HA TEPANUATd, KATO B MOBCYETO CAydYau pPeakuuaTa ce NposBiBa B PAMKHTE Ha ITbPBHA
mecert o Jeuendero.  lpuemtr Ha Humesynw)i cnejipa Aa ¢e nNpeycTaHoBH NMPH MbpPBa MOsBa Ha
KOZKeH ODPUR, PAHH MO JTMFABALIATA MM IPYTH IPU3HAIIH HA CBPLXYYBCTBHTC/HOCT.

Crobwaear ce ciyuau Ha JOKAu3upaH KoxeH OOpUB OT JIEKapCTBA W ME/IMKAMEHTH 1IpH
HuMesyau, Humesynua He TpaGea na ce mpuWilara OTHOBO TNPH MAUMEHTH C anamHesa 3a
NOKanu3Mpan KoskeH 00PHE OT JIEKAPCTRA M METMKAMEHTH, CBbP3al ¢ HUME3YIIHA (BK. TouKa 4.8).

Penpoodyrmuenu (hynkuun

VYnorpebara Ha Humesyama mowxe aa yBpeau penpojlyKTHBHaTa (YHKUHA NPW HKECHH M HE C€
MPENopBLYBA MPH JKEHW, KOUTO CC ONUTBAT fa saveHar. [1py JKeHH, W3MUTBALLK TPYAHOCTH TIPH
JaueBAHEe WK TIOOKEHH Ha Hicne/lgance 3a Ge3ruiojire, ce npenopbysa NpeKbeBane Ha ynorpedara
11a Humezynua (Brxre cexuns 4.6).

Aynun 100 mg tabnerku chIbpiKa 1aKkTosa, CIEIOBaTEHO MAUHEHTH ¢ PE/IKM HACNE/ICTBEHH
npoOneMu Ha TalakTo3Ha HENOHOCHMOCT, Lapp jaktaseH JeQUIMT WAH IJHOKO30-TIAKTO3HA
manabcopbuns He TpaOBa 1a NPUEMAT TOBA JIEKapCTBO.

Jexkapersenu n Apyra GopMA HAa B3aumo/ielicTBHE
(DapMaKoIMHAMUYHH B3aUMOACHCTBUS

Jpyru vecreponanu npoTueoRL3nanuTeann cpeactsa (HCIBC):

KomOuuaumns  Ha Humesynunr Tabnerku  (BwkTe cexkuus 4.4.) ¢ Apyrd  HECTEPOMIHH
NPOTHBORBAMAIUTEIHH JICKAPCTBA, BIJTIOYHTEIHO ALCTHACANMUWIOBA KHCEITHHA, MPEeANUCBaHK B
HPOTHBORBANAIMTETHA A02M (3 1g KaTto e/ HOKpaTel NpHeM WIM > 3¢ Karo JHEeBHA 103a) He ¢e
HPCHopLYBA.

Koprukocrepouiu:
1lOBHILEH PHCK OT CTOMALIHO-YPEBHO KhpBeHE MIIH 00pa3yBaHe Ha a3BH (Bukte 1. 4.4).

AHTHKOAryIaHTH:

HCTIBC moke ga 3acunsaT edekTa Ha aHTHKoAryjaHTure, karo sapdapui (Buxre pazaen 4.4).
[MaumeHTH TpeTUpaHn ¢ BaphapuH, WK noao0HH aHTHKOATYJIAHTH, Ca HU3/10KEHH Ha MMOBHILEH PUCK
OT YCIOKHCHMS ¢ KbpBeHe npu ynorpeba nHa Humesynua. 3arosa rasm komOMHauWa we ce
NPenopLuBa (BHHKTE Chilo cekiing 4.4.) 1 ¢ NPOTHBOMNOKA3aHA [IPH NALMCHTH ¢ OCTPH CMYLICHHS B
KPBBOCHCHPBAHETO (BUAKTC Chilo cekums 4.3). Ako komMOHHauuATa He Moske Ja Obae wsbernara,
aHTUKOaryJaanTHata aeiitnoct tpadea na Gbae cieieHa oTéan30.

AnTH-TpoMOOLMTHY ar€HTH W CETIEKTHBHM WHXMOMTOPH Ha 00paTHks 3axsar Ha cepoToHuHa (SSRI):
MOBMIIEH PHCK OT CTOMAIIIHO-UPEBHO KbpBene (BHKTe pasnen 4.4).

Jinypetnun, WHXMOMTOPH Ha  AHIMOTEH3WH-KOHBEPTHpAWIMA eH3uM  (
anrvorersud 1l anraronueru (AlLA):

HCIIBC moske pa namanat eduKkacHoCTTa Ha JAMYPETHLMTE H HA APYIH Ji Ka
kKpLBHoTO Hansgrane. Tpy HAKOH nauHeHTH ¢ HamaicHa ObOpeuHa (yHKUMA



NALMEHTH MK XOpa B CTapyuecka Bb3pact ¢ HapyweHa 0nopeuna dyHKims), €AHOBPEMEHHHAT NpHeM
na ACE vwnxuGurop 1 MHXMOHTOPH Ha 1MKIIO-OKCHIEHA3aTa MOTaT Jia JIOBEAaT A0 NPOorpecHparto
prowagane Ha ObOpeuHata  GVHKIMA, BKIOMHUTENHO [0 BeposTHOCT 0T ocTpa OBOpeuna
HE/LOCTATHUHOCT, KOATO OOMKHOBEHO ¢ 00paruma.

llospata Ha TE3M BAMMOIEHCTBMA CleaBa Jia cC HMa NPeaBWI MPH MAMCHTH, KOMTO Tpadea Ja
npuemar Humesynua zaeaHo ¢ ACE uHXMOHTOPH MM AlIA. Eto zamo rtasn kowmOuHaumsg or
NEKapCTBENM IPOjIyKTH TpAOBA Jla ce AaBa MpeAnas/ivBo, oCODEHO Ha NAUMEHTH B Hampejnana
ebapact. Hauuenruwre cnenga aa Obaar gobpe XxuaparupaHy M /1a ce aHalmu3npa HEOOXOJAMMOCTTA OT
npociciseane Ha OpOpeunara (GpyHKUMA NpH 3all04BAHE HA CBLBMECTIATA TCPanui H MePHOOMYHO
clien ToBa,

MapMaKOKMHETHYHH B3auMoaciicrous: pauanne Ha Humesynun bpxy (PapMaKOKMHCTHKATA 114
JIPYTH JIEKAPCTBEHHU NPOAYKTH

DypozemMuL

[1pu 3apaeu uuamsuan HuMesyma namansasa cdekra Ha @ypo3eMu/l BLPXY OTACIAHETO HA HATPUH,
M B N0-MA1Ka CTENEH, BhPXY OT/ICIITHCTO Ha Kajinii U pe1yLupa QuypeTuunns edekr.

B pesyarar na eanospemeHHOTO npuemane Ha Humesynma w @ypozemua ce nHabmonapa
namanssane (¢ okono 20%) na AUC, KakTo M 10 KYMYJIATHBHOTO oTAenaHe Ha Dyposemu)l, He3 1a
ce nopjmse Heropus OLOpeden KIupLHC.

Emnospevennara ynorpeba Ha Dypozemus v Humesynua rabnerku w3nckBa BHHMaHHe 1ipw
NalMeHTH, NPE/Pa3IoIOKeHN KbM 6BOpeutn 1 CbpAeiHH CMYLUEHHA, ONHUCAaHH B cekums 4.4,

Jluruii:

VeTaHOBEHO e, uYe HEeCTepPOMAIMTE NPOTHBORB3NAIVTC/IHM CPE/ICTBA HAMANABAT OTAENAHETO Ha
JMTHH, B pe3yJsiTaT Ha KOETO ¢€ MOBMINABAT TUIA3MEHHTE HHBA M TOKCHYHOCTTA HA JIMTHH. AKO
Humesynua TabaeTky ce nNpe/uivine Ha MaimenT, MOANmKeH Ha JIMTHEBa Tepantda, KOHLeNTpaLHsaTa
Ha TMTHH TpAdBa peqoBHO Aa ¢e NPOC/IeasaBa.

IHorenumanaure (papMaAaKOKHHETHYHH B3auMojeHcTBUd ¢ raubenxknamui, Teodunun, sapdapun,
JUTOKCHMH, HIMMETHAMH M AHTHAUMIAHKM cpeacTia (Harp. KOMOWHALMA Ha alyMWUHHEB C MariesHes
XMAPOKCHI) ChILO ¢a wW3cicarand in vivo, He ca nHaOmogaBaHM HUKAKBH B3aHMOJICHCTBUA C
KJIMHHHYHO 3HA4YCHHE.

Humesynun mnxutupa CYP2CO. ITnasmennte KOHLEHTPALMK HA IEKAPCTRA, KOMTO ca cyOeTpaTH Ha
TO3H eH3UM, MOTAT /1a CE YBe/IMUaT npu eanorpeMenHara ynorpeda ¢ Humezynua tadbnetin.

Tpabea na ce obdbpie cneyuanto Buumauwue, ako Humesynua e u3nonsead no-mainko or 24 uaca
Npeid WKW CNeld JedeHde ¢ MeTOTPEKCAT, 3alloTO CePYMHOTO HMBO HA METOTPEKCAT MOXKe /a ce
YBCJIHYM, A CIIE/IORATETHO M TOKCHUYHOCTTA HA JIEKAPCTBOTO ChLLO MOKE /14 HAPACHC.

Sapaau edekta ci BbpXy OBLOpeuHHMTE npocTariaHIMHH, MHXHOWTOPUTE HA NPOCTal/IaH/IMHOBATA
cuHTesa, karo Humesyaua, Morat aa yseinuar Hed)pOTOKCHYHOCTTA HA UMKIOCIOPUHHTE.

MapmakOKHMHETHYHH _ B3aMMOJCHCTBHS:  BJAWAHHE HA  APYIH  JEKAPCTBEHH LPOJIYKTH _BhpPXY
(apmakokuHeTukara Ha Humesvaun

MacneneaHus MH BUTPO NOKA3BAT WU3MecTBaHe Ha Humesyiua or mMecrara Ha CBLP3BaHE OT CTpaHa
Ha ToAGYTAMM/L, CATMLIMIOBA KHUCENMHA W Bafinpoeea KucenuHa. Ho Bblpeku Bb3MokeH edexT
BBPXY MUIE3MEHHTe HABA, TE3U B3AMMOJICHCTRIS HE A ¢ 10KA3aHO KIMHUYHO 3HAYEHHE.

4.6 bpemeHHOCT H KbpMCHE

Ynorpebara na Humesynun rabierkd € npoTueonokazana npes TpeF
OpemenHocTTa (BIoKTE 4.3).

Ilono6uo Ha ocrananure HCIIBC, Humesynua tabnericu ve Gupa aa ce n
ce na zabpemenest (Buk. 4.4).
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Boanpenstcteanero Ha cHHTeza nHa MPOCTArNIaHAMH MOX€ Na HMa HEraTHBEH eeKT BBpXy
OpeMeHHOCTTa H/WIM PasBHTHETO Ha miozaa.

Pesyntarure ot enupemuonornysu M3CIIE/IBAHMA MOKA3BAT MOBHIIEH PUCK OT CIIOHTAHEH abOpT u oT
CbpAicYHa ManopMalMs M TacTPOUIM3HC cllel M3MOJN3BaHE Ha HHXHOMTOp Ha CHHTe3a Ha
NpOCTAaraHMH B HavYalHUA CTaguii Ha OGpeMEHHOCT. AGCOMOTHHAT PUCK OT ChpACYHH
manpopmaumu ce moBuwasa ot nox 1 % no okono 1.5 %. Cunta ce, Ue PHCKBT ce YBenMuaRa ¢
YBENUUaBaHe Ha /103aTa W MPOJALIKHTETHOCTTA HA TEPAIHATA.

[Ipu xuBoTHHMTE mNpHEMaHeTO Ha MHXHOUTOPH Ha CHHTE3a Ha TPOCTArIaHAUH MPOBOKHpa
MOBHIIABANE HA NPEa- U CIIE/I- MMIUIAHTAIIMOHHATA 3arY0a H CMBPTHOCTTA Ha MIOJA.

Oceen ToBa ce cpobmasa 3a yBenuuen Opoii ciyyau Ha paznHuHK MATOPMALMH, BKIIOYHTENHO
CBPACYHO-CH0BH, TIPH JKMBOTHH, HA KOMTO B IEPHOJIA HA OpraHOreHe3a ca NPHIIOKEHH HHXHOHTOPH
Ha CHHTE3a Ha MPOCTAIJIaHIHH.

Hscneapanmsra Ha 3aiiuy nokasear atumuuna PENPOAYKTHBHA TOKCHYHOCT (BHIKTE cekuus 5.3), Ho
HAMa Ha pasnonokKeHHEe OCTATbY4HO JaHHU 3a ynoTpebara Ha Humesynun tabnerku, ot Gpemennn
*eHu. Taka ue NOTEHUHANHHAT pHCK 3a XOpa He € yCTAHOBEH C TOYHOCT, 3aTOBA HE Ce MPenopLYBa

TIPEAINHCBAHETO HA JIEKAPCTBOTO Mpe3 IbPBHTE JIB€ TPHMECEYHs Ha GpemenHocTTa, OCBEH B
CITy4aHTe, Koraro € abcoyItoTHO HeOOXOMUMO.

Ot 20-ta recraumonHa ceaMuua Ha OpeMeHHOCTTa, HaTaThK ymoTpebara Ha Aynun 100 mg
TabNeTKH MOXKe Ja NPHYHHU ONIMTFOXHNIPDAaMHUOH B pe3ynTar ot 6s0peuna aucyHkumus Ha miona.
Topa MOKe 1 BBL3HHKHE HENOCPEICTREHO Clle]T 3aMOUBAHE HA JeUCHHETO 1 OOHKHOBEHO ¢ obpaTumo
Cllen npekpatsaeaneTo my. MMa chobinenns 3a crecHsBane na ductus arteriosus cien neuenue npes
BTOPHA TPUMECTBP, MOBEYETO OT KOMTO OTMHHABAT CJIE/l IPeKpaTABaHe Ha JeyenueTo. [lo BpEME Ha
MHPBHA M BTOPH TPUMECTLP Ha Opemenoctra, Ayua 100 mg TabneTku He TpAOBa a ce npwiara,
OCBCH aKO He € abCOoMOTHO HEOOXOMHMO.

Axo Aynun 100 mg TabneTKu ce M3MON3BA OT XKeHa, KOSTO Ce ONUTEA Za 3a4eHe WM [0 BpeMe Ha
[IbPBOTO W BTOPO TpHMeCeuHs Ha OpemeHHOCTTa, Josara TpaGBa na Gbae HUcKka W
MPO/IB/DKHTENHOCTTA HA JIEYEHHC CneiBa na Ob/ie BH3MOXKHO Haii-kpatka. TpaGea ma ce o6Mmen
aHTEHATaTHO HA0/IIOIEHHE 33 OJIMTOXMAPAMHHOH W 3a CTeCHsABaHe Ha ductus arteriosus creq npuemM
Ha Aynun 100 mg Tabnerku B NpoALIKeHHe HAa HAKONKO JAHH cnen 20-Ta recTaUHOHHA CeAMMIA.
TpaGa na ce npekparu npuema va Aymuu 100 mg TabieTku, ako ce YCTAHOBH OJIMIOXUAPAMHHOH
HITH cTecHABaHe Ha ductus arteriousus.

IIpes TpeToTo TpuMeceuHe Ha GPEMEHHOCTTA, BCHUKH HHXHOMTOPH Ha CHHTE3a Ha NPOCTArTAHIXH
MOTaT 712 H3JI0MKAT

® [UIOJBT HA PUCK OT:
- CbpaewHo- (en0ApobHa TOKCHYHOCT  (MpekIeBPeMeHHO CTeCHABaHe/3aTBapsAHe Ha boramnosus
KaHau | Oeoipo0Ha XunepTeHsus);
- 6u6peuna nuchyHKUMA (BK. no-rope);

® MalikaTa i HOBOPOJEHOTO, B Kpasi Ha GpeMEeHHOCTTa, Ha PHCK OT:
- BB3MOXKHO yQb/KaBAHE HA BPEMETO 3a KbPBEHE M aHTH-TpoMOoumMTEH edeKT, KOHTO MOKe Ja ce
TIPOSIBH [I0PY NMPU MHOTO HUCKH JI03H;
- IOTHCKaHE Ha MATOYHHTE KOHTPAKLWH, KOETO BOAM /10 3a0aBsAHE WIM Y/b/LKABAHE HA POIMIHHS
npoLuec.

Ero samo Humesynua Tabnetkn e npotuBonokasaH mo Bpeme Ha TPETOTO TpPHUMECeYHe Ha
6pemMeHHOCTTA.

Hsama nannu namu Humesynua ce otnens B MaifdMHOTO MITAKO.
Humesymin e nporusonokasaun npu kbpmene (Buskte cexipn 4.3 u 5.3).

Bansinne Bbpxy cnocoGHocTTa 32 modupane u paGorara ¢ MAmIAHEK
He ca nposeseny uscienBanus oTHOCHO edpekra na Humesymun BEPXY CIT
v paGora ¢ mamwHu. Ho nauueHTH, npu KoHTO ce HaGnomaea 3amas

f WA p 3\ ",. '\;‘.“
OBHoCTTa 34 WIohHpaNE
\BHCHE Ha: CBAT WIIH
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chhnusoeT enen ynorpebara na Humesyana tpsabea na ce w3abpkar oT wodupane v padora ¢
MaLIMHH.

Hemxeaanu nexaperBeny peaknun

a) O0mo onucanune

ICTHHUYHM NIPOYURAHMS W @I1HIEMHOJIONHYHH AaiHi NoKazear, ue ynorpedara Ha nakon HCTIBC
(0cOBEHO BbB BMCOKH 03U W HPU HPOIBIKHUTENHO TPUIOKEHHE) Moke 1a Ob/le CBLp3aHa ¢ JeKo
MOBUILIEH PUCK OT ApTEpHailii TPOMOOTHYHH ChOWTHS (HAnpuMep MHOKapAeH HHQAapKT Wiu
HHCYAT) (BuskTe cexuns 4.4).

Mna choDLIeHHs 38 e1eM. XUTIEPTEHU W ChpAeYHAa HEAOCTATHUHOCT BbB BP'h3Ka € TIPHIIOKEHHE Ha
HCTIBC.

JlokaajapanM ca MHOrO PeaKd Ciydau Ha KOKHH PeakUWH, BKIWYMTETHO CHHAPOM Ha Stevens-
Johnson u TokcuuHa enujiepMaHa HeKpoJIu3a,

Haii-uecto HaGMIOAABANMTE HEIKETAHH peaKLIMK Ca I'aCTPOMHTECTUHAIIHK 10 XapakTep. Moske na ce
NOABH MENTHYHA #3832, Nepopauuas WIH racTPOMHTECTHHAIHO KbLPBEHE, NOHAKOra darajinu.
HPCAMMHO 1PH NANMEHTH B HATIPEAHAIA Bb3PacT, MOKe a ce cliyud. (BuiTe pasaen 4.4).
Cpofmasa ce 3a yJIUepaTHBeH CTOMATHT., ra/lcHe. MnoppbuiaHe, adaomMuHanHa GofKa, MesieHa.
auapus, GraTyNeHINsS, KOHCTHINAIMSA, IHCTIeNCHI, XemaTemesa, exzanepdala Ha KonuT | Donect Ha
Crohn cnen npuem (Buskre pasaen 4.4).

[To-paako ce HabmogaBa racTpir.

0) Tabanua na HeKeJANH NeKAPCTBCHH PCAKIHH

HacTosmsiT CnMebK ¢ Heke aiH JeKapeTReHH peakuuy ce 0aszupa Ha JaHHK OT KOHTPOJIHpPaHH
KAMHWUHKA TipoyuBanua (npubnuzutenno na 7800 nauuveHTH), KaKTO H OT MOCT-MApPKETHHIOBO
NpoyyBaHe, Karo noJyucHUTC pesyyiTary ¢a l{ﬂaCM(l]Mlal'd.llH 1o cjie | Ha'uH:

muoro yecru (=1/10); uwecrn (>1/100. <1/10), neuwecrn (>1/1,000. <1/100); peaxn (>1/10,000.
<1/1,000); muoro peaku (<1/10,000), BKIHOYHTENHO H30JHPAHH ClTyYaH.




ij&hf!p_}-‘ruemm NG KpLema Peaku Anemua®
Eosunodmaug™®
Muoro peaku | TpomGouuronenus
[Manumronenus
B R Lypmypa
Hapyuienua na umMynnama cucmema Penku CepbxuyBcTBHTEIHOCT*
Muoro peikn | AHadunakeus
Hapywenua na memadoausma u Psinko Xunepkaamemuna™
xpaueneno -
Hcuxuunu napyuiernus Pesiku beanokoiicTeo™®
Hsnepsenoct*
Kowmmapu*
Hapyuienua na nepenama cucnemna HeuecTn 3amasnoct*

Muoro peiaku

[iasobonue
C'hHJIHBOC I
Entedanonarus (Cunapowm Ha Peit)

Hapyuienus na ouume

Pejikmn

3ambriacuHo apenme®

Muoro peaku

|
HapyiieHo 3penne

| Hapywienus na yxomo_u aabupuima

MHoro peaku

Buene na car

Copoeunu napyuienis - Penku Taxukapaus*
Covoosu napyiuenus Heuectu Xuneprenzua® ]
Penku KpseROW3nUR™*
HecraGunnocer Ha KPbBHOTO
HanaraHe™®
- - l'opely phinn®
Pecnupamopnu napywienun | IeuecTH Hucnues™
Muoro penkd | Acrma
bpoHxocnazsm
CmomMautHo-4peen i Hapy e Yectn Jlnapus*
['anene®
[Mopbinane*
Heuectn 3anek*

Onarynenimn®
["acTPOMHTECTHHATHO KBPBCHE
Jlyonenanna s3sa u nepopanus
CTomaluHa sf38a H nepdopauus

MHoro peaku

Kopemuu Gonku
[actpur*
Jucnencus
Cromarur
Meneta

Xenamoduanapuu Hapyiien s
(ewkre 4.4.7CneumaliHu
npeaynpexaeHus i MepKH 3a
yrorpeda™)

YecTHn

IMorutenu uepHoApoOHH cH3UMU*

Muoro peaku

Xenaturt
MDYIMHHAHTEH XCNAaTUT
(BIJI, CMBPTHH CAYUaH)
AHenrenuua

Xonecraza

Hapywenua na roxcama u
HOOKOICHAN W KAH

HeuecTu

lIpyputyc*
O6pus*
3aCHIIEHO H3MOTHB:

Penku

| Hepmatur*

Epurema*
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MHoro pejiakd | YpTHKapua

AHTHOHEBPOTHYCH OTOK

Jliues oToK

MyarudopMena epurema

Cunsipom Ha Stevens Johnson

: TokcuuHa enuiepManHa HEKpoOaMia |
¢ newspectha | JlokanuzupaH — koken  oOpHB  OT

yecToTa Jexapcerea v MCIHKaAMEHTH (B'}K. TOYKa
| 4.4)
Hapywenus na 6sopequme u Penku Huzypua*
RUKOYHUME Rbma Xematypus*

Muoro peakn | boOpeuna vepoctarnuHocT
3anpuikka Ha ypuHa®
Onurypus
HuteperrumancH HepuT

- Obuju napyuenua Heuecrtu Eaema*

Penku DOusHUecKo Hepa3n0n0}1(el-|uc*
- | OBuia ¢puzuuecka oTiaananoct*
Muoro peakn | XUNnoTepMHs

*yecToTa, 0azUpaHa Ha KITMHHUYHHTE
NpoyUBAHUH ‘

PAPMAKOJIOIHYHU JAHHH

Crobwasaiie HA MOA0ZUPAHM HEKEIAHH PeaKLMK

Crobliapanero na MOAO3MPAHM HeKeNaHW pEakiliM  clel paspellasaHe 3a  ynorpeba Ha
NeKapeTRelns MPOAYKT € Baxkno. Tora No3souissa 1a NPOALIKH HAOJK/IEHHETO Ha CHOTHOLICHUETO
MOJI3a/pUCK 3a JICKAPCTBEHUA NPOAYKT. OT MeAMIIMHCKHTE CELMANMCTH Ce M3HCKBA Ja ¢holLuasar
BCIKa MOJO3HUpPaHa HEHEIaHa peakuua ypes HaluoHaHaTa CUCTEMA 34 C'b(JGl,llaBaHel HzanbanutenHa
arenig no nekapereara, via. Jamsa pyer Ne8, 1303 Codms, ten.: 359 2 8903417, yeOcaiir:
www.hda.bg.

Ipegozupane

CuMATOMUTE  CJICA  OCTPO  [IPello3upaHe ¢ HECTEPOW/IHW  MPOTHBOBBAMAIMTENHH  CpeacTea
OBGMKHOREHO Ce CBEX<IAT /0 JICTAPrus. 3aMasHOCT, rajeHe, OBphiIaHe, Do/lka B CUracTpuyma,
KOMTO [0 mpuiiun ca obpaTHMK  cllel MeaMudHeka nomoil, Moxke na ce  Habiwosasa
FACTPOMHTECTUHAIHO KbpBeHe. MipecTHM ca  ciy4an HA  XMICPICH3MA,  OCTpa OnOpeuna
HE/10CTATHLYHOCT, pecnnpa'mpﬂa ﬂeﬂpECHﬂ H KOMAa. HO TC ca MHOIo pHﬂKO CpClJ].aHH. YCTEIHOBCHH ca
M aHA(QMIAKTOWAHA PEaKUMKU CIAeJl TePAaneRTHYEH NMPHEM HA HCCTCPOMIHH MPOTHBOBL3NAIHTENNN
CpeacTea, KATO Te MOraT a ce nabirojapar clic/i npefosupate.

Cnejt Npeao3upane ¢ HeCTEPOUIHH NPOTHBOBB3NAIIMTENIHH CPENCTRA, HA IAMEHTHTE TpaOBa 1a UM
fbae OkazaHa CUMITOMATHYNA W MeauiuMHcka nomonl. Hswma crneunduunu  antnaotu. He
chllecTByBa MHMOPMALUA OTHOCHO OTCTPaHABaHeTO Ha Humesynaua upes Xemojaiusa, Ho
OCHOBABAIIKK Ce HAa BHCOKATA MY CTEMeH HAa CHbP3BAaHE C IuiasMenn npotenHu (1o 97,5 %), Hama
roJisiMa BePOATHOCT JMATT3aTa 1a € OT non3a npu npefozupane. llpeanssHKBaHETO Ha NOBPbLIAHE
w/nin akrveed Bhraen (o1 00 1o 100 g npy BBL3pacTHH) WHIH OCMOTHYIIM cnabUTesNHN CpeIcTRA
MoraT aa Ob/ar npeanucali Ha nauuenTH 4 yaca e/l NOrrbI@HeTo, Npu KOMTo ¢e HaGmro1aBar
CHOTBETHUTE CHMITOMH MM KOMTO €a TMOEJM ToJsMa  CBPBXA03a. 3acuiieHara Auypesa,
ATKAIM3HPAHETO HA YPUHATA, XEMOJIMA/In3aTa MK XeMONepdy3us MOraT a ¢¢ oKamat e3nosiesHu
MOPaIH BUCOKOTO MPOTEMHOBO CBbP3saie. brOpeunara u uepnopodHaTa yHKupms Tpsa0Ba na Objar
HaOoOAaRaHH OTOIM30.,

MapMaAKOIHHAMHYHE CBOHCTBA
(dapMakoTepaneBTHHHA TPYNa:
ATC knacudurkauma: MO1AX17
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Humesynua e HecTepoHIHO rnpoTHrorbinaautenHo cpeacrro /HCTIBC/ ¢ ananretudnun w
AUTUMHPETHYHH CROHCTBRA, KOSTO jelcrsa KaTO WHXHOMTOP HA €H3MMA ULHKJIOOKCHICHa3a Ha
HpoCcTarnatJnHoBusg CHHTE3,

PapMaKOKHHETHUYHH ¢BOHCTRA

Humesynua ce aGcopbupa nobpe, npueman nepopanHo. Cnen enunuuna  aoza or 100 mg
[Humezynu npy BB3pacTHUTE Ce NOCTHra BBPXOBO TUIazMeHo HHBo ot 3/4 ml/l enen 2-3 waca. AUC
= 20 - 35 mg WL. He e nabmonapaHa HUKAKBA CTATHCTMHECKM 3HAUMMA PA3IMKA MEXIy
HOCOYEHUTE pe3ynTaT v Te3n cnen 100 mg, npuemann 2 NuTH JIHERHO B MTPOIBIKEHHE HA 7 AHM,

Crbpaeanie 10 97.5% ¢ nnasMeHd NPOTEHHH,

Humesyinji ce Metabonnsupa eKCTEH3MBHO B HePHHS JIPo0, ciie/IBaKH MHOTOOPOHHH MBTEKH, BKII.
Luroxpom P450 (CYP) 2C9 uzoeHzumu. Taka de wMMa noOTEHUMANHA BL3MOXKHOCT 34
B3aMMOICHCTBHE HA JIGKAPCTROTO TPW  €IHOBPEMEHHATa ynoTpeda Ha JeKapeTBa, KOMTO ce
metabonuzupar upes CYP2CY (B cexkums 4.5). OcHOBHUAT MeTabOJIMT € NapaxuapoKCH JCPHBAT.
KOWTO € ¢b1u0 (papMakoJIorH1HO aKTHREH. BpemMeTo 10 nosBaTta Ha TO3M MeTabo/IuT B LHPKYJ1aluaTa
e kpatko (okono (.8 uac), Ho hopMUpalnaTa My KOHCTAHTA HE € BUCOKA W € 3HAUHUTETHO NO-HUCKA OT
abcopOupamara koncranta Ha Humesynua, XuApoKCHHUMESYIMALT € eJAMHCTBeHUST MeTaboNuT,
OTKPUT B I1JIa3MaTa M € 1104TH W3us10 kororupad. 1/ e mexay 3.2 u 6 yaca.

Humezynua ce ekckpeTupa I1agHo B ypuuara /cpeaHo 50% ot npuerara no3a/.

Camo [-3% ce m3xBepng B HenpoMeHeHa (opma. XHAPOKCHHUMEZYIIMIL, OCHOREH MeTaloaur, ce
OTKPHBA CaMO KaTo nokypoHar. Okono 29% oT pozata ce eTMMHHHPA, Clell MeTadoNH3upate Bhi
(hekanuuTe.

Kunetnunara kapruna na Humesynua ocrtaBa HeNmpoMeHeHa MpH MO-Bb3PAacTHH MALHEeHTH ciej
NPUIATAHE HA MHTEH3MBHH M HEKOJIKOKPATHH J103H.

B MHTEH3MBHO EKCHEPUMENTAIIHO M3cienBaHe, NPOBeJIeHO TPH MALMEeHTH ¢ JIeKH 10 YMEepeHH
GuOpeunn yepesianus (KpeaTHUHOB KnupsHe 30-80 ml/min), cpaBHeHH cbe 3apaBu 100POROILM,
BBPXOBMTE TMJIA3MEHH HWBA Ha Huwme3syiau) W HA OCHOBHMA METabONMT HE €a TO-BUCOKH TIPH
NALUMEHTHTE C VBPEIUAHMA, OTKOJIKOTO npu 3apaBuTe aodpoeonum. AUC u t1/2 B ca 50% no-
BHCOKH, HO BUHATH B PAMKHTE Ha KHHCTHYHWTE CTOHHOCTH, Hab.o asanu npy Humesynua y 3apaen
YHACTHHILLHA.

I_[OH‘IOpHO'I'O MpUeMaHe HE BOJIH JIO KYMYJIMpaHeE.

HuMesynut € NpoTHROMOKA3aH NPH NAHUEHTH ¢ YEPHOAPOOHA HEIOCTATHUHOCT (BHIK cekums 4.3).

TMpeakannu<aHl JaHHHA 32 Ge30NACHOCT

Bb3 OCHOBA Ha KOHBEHUHOHAJIHWUTE M3MUTRaliMg 3a (hapMakosorudia 0¢3011aCHOCT, TOKCHYHOCT
CEJl MHOPOKPATHH JI03H. TEHOTOKCHUIIOCT M KAPUMHOICHCH MOTEHLA, NPEAKIMITMUIMTE JAHHH He
HOKA3BAT HUKAKLE PUCK 3a voseka. llpu M3cneaBaHuATa 3a TOKCHYHOCT Clle] MHOTOKPATHH J103M,
Humesyiinl nokasea racrpounTecTuiania, 0u0peuna v yepHoapodHa TOKCHYHOCT.

ITpn  wscaeasanuaia 32 PenNpOAYKTHBHA TOKCHYHOCT c¢a HalmwogaBann eMOPHOTOKCHYHU W
TepaToreniy eeKTH 1Py 3alilM, HO HE W MPH TUTbXOBE, HA JIO3H ¢ HETOKCHYHO 34 MalKaTa HHBO.
Ipu nabxoeere ce HaOmoAaBa YBelHUeHa CMbPTHOCT Ha HOBOPOICHHMTC B PaHHHI CJICAPOAMIEH
nepuod, a Humesyiinag okaszsa orpuuarenen ehekT BLPXY IUIO0BUTOCTTA.

CAPMAIEBTHYHH JAHHA

CuncbK HA HOMOIIHHTE BEIECTRA
Tatemcu:
HATPUEB NOKY3aT
XUAPOKCHITPOITHILENYJIO3
JIAKTO3a MOHOXHAPAT
MHUKPOKPHCTIHA LEJYJ103a
HATPHUEB HHULIECTEN MIMKOIAT
XHAPOreHHPAHO PACTHTEIHO MaC0
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MArlesHes crecapar

HeensmecTumoctu
He ca uzpecriu,

Cpoxk na roanocr
5 rojiMHH.

Cnenuajnu yciaopud 3a ChXpaHeHHe
Tosu TMPOAYKT He M3HCKBA ClieUUaTHM YCJIOBHA 34 CbXPaHeHue.

Jdannn 3a onakoBkara

Aynun 100 mg rabnetkyn ce nocraes B PVC/anymunuii 6avcrepu, nocrapenn B kapronena KYTHS,
chaspikawa 6, 9, 10, 15, 20 wan 30 Tabnerky,

He Benukm BHj10BE OnakoRkH MoraT jia Gbuar MYCHATH Ha nasapa.

Cneuuam{n NpCANAsHH MEePKH IPH H3XBLPJIAHC
Hawva CRCHMANNH M3UCKBALINUA

MPUTENKATEJ HA PABPEHIEHUETO 3A YIMOTPEBA
Aukeannu ®apma Buarapus EOOJT, 6ya. “Acen Hoppanos™ 10, Codms 1592, Buirapus

PEI'’MCTPALIMOHEH HOMEP 9600168

AATA HA TBPBATA PETUCTPALNUSI/TIOAHOBSIBAHE HA PEI NCTPALIUATA
13.08.1996
04.08.2008

HOCHE/THA PEJAKIIASI HA TEKCTA




