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Ayman 100 mg TabneTkn s B
Aulin 10{) mg tablets : o

Konnuecrsen H KaUeCTBEH ChCTAB
Bcesxka Tabnerka ceabpika 100 mg Humesynua (Nimesulide )

ITomowHK BeiecTBa ¢ H3BecTeH edekT: 1aKTO3a
3a mbIHMUA COMCHK MOMOILIHY BEINESCTRA, BHAK 6. |

JlexkapeTeena popma
Tabnerka
benn/csernoxbTH KPhrin TabNeTkH.

Kianna4Au Aanan

TepaneBTHYHA NOKAIANHSA

Jleuenne Ha octpa Goaka. (BUXTe T. 4.2 ).
ITspeyyHa AHCMEHOpE.,

Humesynun Tpa®ba na ce mpeAnucsa caMmo Kato JedeHne OT BTOpa JTHHHUA.

Pewienneto na ce npennmwe Humesynua Tpabea na ce ocHoaBa Ha OueHka Ha obuuTe pHCKOBE
OpH OTAENHMS MaupeHT (BrxTe T. 4.3 n1.4.4 ). ,
J03HpoBKa ¥ HA4HH HA NPUIOKEHHE

Aynun Tabnetky TpabBa Ia ce nprilara 3a Bh3MOMKHO HAH-KPaThK NEPHOJ OT BPeMeE, B 3ABUCHMOCT
OT KJIMHUYHATA CHTYaLuA.

Munumannata egekTHBHA n03a TPAGBa /1a ce MpUara 3a BE3MOKHO HAl-KPATKHSA NEPUO OT BPEME,
3a [1a C€ HAMANSAT HeXenaHuTe peakliuy (Bukre T.4.4 ).

MaxkcuManHaTa npoab/DKHTENHOCT Ha neueGHuA Kype ¢ Humesynua e 15 nam.

3a BLIpaCTHM:
Humezynun tabnerku no 100 mg 1Ba BT AHEBHO clien XpaHEHe.

INauueHTH B HanpeaHata BL3pacT: NpH TAX He € HEOGXO,EKHMO Ja C€ HaMa/ndBa AHEeBHATA [034 (BPDKTG
1. 5.2).

JOeua (noa 12 roquuu): Aynva 100 mg raGnerku ca MPOTUBONOKA3AKM TIPH TE3H MALMEHTH (BUYTe
CBLUO CeKLHA 4.3).

Muagexn (or 12 o 18 roamnu): na Gasata HA KMHETHUHUA OpOdMN TIpH BB3PAcCTHATE M Ha
(apMaKoaMHaAMUYHHTE XapakTepucTHKH hRa Humesyiuwa, we e weofxonmma npomssa Ha
AO3UPOBKATA NPH TE3W NALMEHTH.

Haunenty ¢ yBpenena 6wfpeuna Gynkuma: Ha Gasata Ha QapMakoKMHETHKATA, HEe € HEOBXOIMMO
TIOHIZKEHHE Ha NI03MPOBKATA TIPH NAUHEHTH ¢ nexo 10 cpeaHo 660pedHo yBpexaaHe (KpeaTMHHHOB
knupbHe 30-80 mi/min); nokaro Humesynui TaGAeTKM € NPOTHBOMOKA3aH B CAyYaN HA TEXKKA
OBOpeuta HEAOCTATEYHOCT (KPEATHHMHOB KIHPBHE < 30 mI/min) (BiokTe 1. 4.3 1 5.

Hauuwenrn ¢ Hapymena uepHonpobua ¢yukuma: ynotpeGara Humes
MPOTHROIIOKA3AHA MPU NMALUMEHTH C YePHOAPOOHA HEAOCTATEHHOCT (BHIKTE T. 4

IIpornBonokazauus



[TaitneHTH CBC CBPBXUYCTBHTENHOCT KuM HUMesynua HaM KoM HAKOH OT eKCUMITHEHTHTE.
[TanyeHNTH ¢ aHaMHeCTHYHH [aHHH 3@ DPEAKUWH Ha CBPBXHYBCTBHTENHOCT (HAMp.
GpoHxocnasbM, PHHMTH, YPTHKApHA) KbM alETHICAIMIWIOBA KHCEIHHA WIH KbM IPYTH
HECTEPOHIHM NPOTHROBB3NATHTE/IHH JIEKAPCTBEHH MPOJKTH.
TIau¥eHTH C aHaMHECTHYHH JIaHHH 33 XEMAaTOTOKCHYHM peakiui kbM Humesynua, )

¢ [ENHOBpeMEHHO IMPWIOKEHHE C IPYTH TOTEHUMAIHO XEMATOTOKCHYHM JICKAPCTBEHH
BELIECTRA.
ANKOXONHIBM, JIEKAPCTBEHA 3aBHCHMOCT.
AHaMHe3a 38 CTOMALIHO-YPEBHO KEPBEHE WiH nepHopanis, CBbP3aHy ¢ NPEIHLIHA Teparus
¢ HCTIBC.

¢ AKTHBHA f382 Ha CTOMAaxa WM JBAaHAJICCETONPLCTHHKA WIH AHAMHE3a HA peLMiHBHpAUIA
#3B8/KPBBOHIHBH Ha/OT XPaHOCMWIATEIHUTE OPraHH (JBa WM NOBeYe M3JBEHH €mH301a
Ha JOKa3aHO oOpa3yRaHe Ha A3Ba WIH KbPBEHE).

* llepebpopackyapno KbpBeHe WIH ApYro akTHBHO KLpBCHE WM HAPYIIEHHS CBBP3aHH C

KBbpBCHE.

TMaumeHTH ¢ TEXKH CMYLIEHHA B KPBEBOCHCHPBAHETO.

[lanueHTH ¢ TelKKa ChpAeYHA HEMOCTATHUHOCT.

[TanuenTH ¢ Texka OpOpeUHa HENOCTATEUHOCT.

UYepHonpoOHA HEAOCTATHHHOCT.

[TauyeHTH ¢ MOBHILIEHA TEMIIEPATYPA W/WIH MPHIIONIOA00HH CHMITTOMH.

Hena non 12 roausamn,

Tpetu TpuMecThp Ha 6peMeHHOCTTA W TPH XbpMeHe (BuxTe T. 4.6 n 5.3),

4.4 Cnenyanus npeaynpexAeHAS 0 NPEANA3HA MEPKH NpH ynoTpeda

Eauoepemennara ynorpeba Ha Humesynua ¢ apyru HCIIBIN, BrnroumrenHo mUKIOOKCHreHasas2
CEJIEKTHBHH HHXHOMTOpH, He ce npenopbyBa. B nombnHenue no BpeMe na neuenue ¢ Humesynna
nauueHTHTe TpAOBAa Na 6bIaT CHBETBAHM 1a Ce BB3IBPIKAT OT ynoTpebara Ha SPYrH aHANTETHIH.

Hexcenanure JIeKapCTBEHH peaKiMu MOTaT ga 6’b,£[aT HaMaJICHH KaT0 33 KOHTPOJIHpaHe Ha
CHMIITOMHTE Ce YNOTpefaBa BBbIMONHO HAaH-HHCKAaTa epeKTHBHA A03a 3a BL3MOXHO Hail-
KpPaTbK CPOK OT BpeMe (BHxKTE T. 4.2).

Jleuennerto Tpatpa aa O%Ae MPEKPATEHO, AK0 He ce HabaoaaBa NoRVKHTEIeH edeKT.

YeprodpobHu peakyuu

B peaxu cryyqau € ycranHoBeHo, 4¢ HuMesynua € CBhp3aH ChC CEPHO3HH YEPHOAPOGHH PEaKIlHH,
BIJTIOUHTETHO MHOIO PeIKM cydau ¢ dataieH uaxon (Brre cbino cexuus 4.8). [laumenTn, npu
KOMTO ce HaOMONABAT CMMNTOMHM CBHOTBETCTBAUIM HA HEPHONPOGHO YEpeXaaHe MO BpeMe HA
neyerre ¢ HuMesynua (Hamp. aHOpekcus, rajcHe, NOBpbIlaHe, GONMKH B KOpeMa, yMOpa, TEMHA
YPHHA) WM MAUHAEHTH, YHATO TECTOBE MOKA3BAT AHOPMATHA PYHKUMA HA uepHus Apob, Tpabpa na
npekparat aeuenuero. Tesuw naykenty He Tpabea ga OBJar MOANarasM OTHOBRO HA JICYEHHe C
Humesynua., Hma cwhobuieHds 3a yspemAaHe Ha uepuus Apob ClEA KPaTKG NPHEMaHE HA
NEKapCTBOTO, B [IOREUETO CITyuan oOpaTumMo.

Ipu noBuiliagane HA TEMNEPATYPATA KWWK TIPH NOABA HA rPHIONOAOGHH CUMITOMY HPH MauuenTH,
npuemMatn Humesynuz, iedeHnero TpsadBa aa ce npexparH.

Tacmpoanmecmunanu pearxyii
Cromawno-upepHo KbpBeHe, ofpazysahe Ha sasa M nepdopaums: cnLoOliaBa
UYpeBHO KbpBeHe, 0OpazyBane Ha a3Ba H nepdopallka, KOATo Moxe Aa 0bae df
HCTIBC, no Beako BpeMe Ha Tepairiuara, ¢ uid 0e3 apeaynpeauTeHH cuMaTy
CTOMAILHO-YpeBHH 3260/ 1ABAHNA.



PHckBT OT cTOMalIHO-ypeBHO KbpBeHe, o0pa3lyBaHe Ha A3Ba WM nepdopauus c¢ MOBHINABA C
yBenuyaBaHe Ha no3ute Ha HCTIBC npu nauHeHTH ¢ anaMHe3a 32 93B3, 0c00SHO aKko € YCIIoKHeHa ¢
KPBBOM3INE |y nepdopauys (BwkTe paznen 4.3) ¥ NpH NMalMeHTH B HanpeqHana Be3pacr. TesH
TIALIMEHTH CIIC/IBA 114 3aOYHAT JIEHeHHE ¢ Bh3MOXHO HaH-HHCKara 7o3a.

KomOunppana tepamds CbC 3aMMTHM 2reHTH (HATP.  MUKONPOCTONl WM WHXMOUTOPH Ha
APOTOHHATA MOMIIA) € MOAXOAMINA 33 TEe3W MALMEHTH, KAKTO H 38 (AUWCHTH, HYMI2eHIH CE& OT
CHOBLTCTBANM MaNKH 034 ACHHPHH HAH APYFH NEKapCTBEHM CPECTBA, KOMTO OMXa MOINH na
TOBHILAT CTOMALIHO-YPEBHUA PUCK (BIIKTE 110-10My W 4.5).

TatenTd ¢ aHaMHe3a 3a CTOMATHO-YPEBHA TOKCHUYHOCT, 0CODEHO B HaNpeAHANa BBIPACT, CASABA
Ja chobIyaBaT 3a BCHUKH HeOOUUAHY KOPEMHH CHMITOMH (0COGEHO CTOMAUTHO-4YPEBHO KhPBEHE) U
0co0CHO B HAYATHUTE CTAAMH Ha JIEYEHHE.

CromawHo-upesHo KbpBeHe i obpasysane Ha g38a / mepQOpAlMA MOKE JA C€ [OSABM N0 BCAKO
BpeME HA JEHEHWETO € MW ©Oe3 TNPeXyNpeqHTeNHH CHMIITOMH Hid aHaMHe3a Ha
TACTPOMHTECTHHAIIHA 3a00IABAHHA. AKO CE NOABH CTOMALIHO-YPEBHO KbpBEHe MM s38a Humesynun
Tpabsa Aa Owie capsd. Humesynun cie/iba fa ce npinara ¢ NOBUINEHO BHHMAHLE NMPH MaLHMEHTH
CbC  CTOMAMHO-4PEBHH  3a0OIABAHMA, BKMIOWHTENHO  aHAMHE33 HA  NenTH4HAa  43Ba,
FacTPOUHTECTHHAITHO KBPBEHE, 23BeH KOMKT unu Gonect va Kpow.

[MaunedTy, mpreMaild ChIBTCTBAIH MEAMKAMEHTH, KOMTO OHXa MOIIIM 12 NOBHINAT PHUCKa OT
obpasyBaHe Ha #3Ba MM KbpPBEHE, KATO HAIp. MEPOPAiHH KOPTHKOCTEPOHIH, AHTHKOAI'YIaHTH KaTo
BapdapuH, CENEKTHBHH MHXMOWTOPH Ha ODPaTHHS 3aXBaT HAa CEPOTOHHHA WM AHTH-TPOMOGONMTHU
areHTR KaTo ACRMPHA, CNeABa 1a OLIaT NOChBETBAHM Ja ca BHUMATeNHH (BEDKTE pasien 4.5).

[lpu nosBa Ha CTOMALIHO-4PEBHO KbPBEHE HWAM 00pasyBaHe Ha A3Ba NPH TALKENTH, MPHUEMALIH
Humesynna , ISHeRHETO CIENBa Jia ce IPEYCTAHOBH,

HCIIBC cnepsa na ce naBat ¢ NOBHILEHO BHAMAHHE HA AUHEHTH C aHAMHE3A 32 CTOMAITHO-YPEBHH
3aboaaBaHUA (A3BEH KOIAT, Bonecr Ha KpoH), Thil KATO CHCTOSHHETO WM MOXKE A3 Ce BIOWM (BIKTE
pasoen 4.8 — HexkenaHu peakLnu).

INaypenTH B HANpemHana BB3pacT: MpH NalMeHTUTE B HANPEJHANA BH3PAcT ce Habmonapa
YBENHUEHA 4YecTOTa Ha HexejanuTe peaxuun kpM HCIIBC, no-cnenmanto ¢TOMAumHO-YpPeBHO
KbpBEHE H Nepdopauys, KOUTO Morar Ja Obaar daranau (RuwkTe paznen 4.2).

CnenoBaTenHo € HEOOXOAMMO TIOAXONAIKO KTHHUYHO NPOCTeIsBane.

Kapouosackynapuu u uepefposackyrapnu peaKyiu

HeolxoquMo € Aa ce OCHTypH NOIXONAU[e HabMONEHHe M CHBET 3a MALMEHTH ¢ aHaMHeza 3a
XHNIEPTOHHS W/MIM Nleka 10 yMepeHa KOHTeCTHBHA CBPAEYHA HEJOCTATLYHOCT, ThH Karo HMa
chOOLIEHUS 32 OTOLM H 3a1phiKKa HA TEUHOCTH, CBHP3aHH ¢ nedenmero ¢ HCTIBC,

KnHHUYHK Mpoy4BAHWA W SMHASMUOMOTHYHH JaHHW [oKassar, uye ynorpebara va uaxon HCIIBC
(ocobelo BLB BHCOKM 034 M NPH NPOFBDKHTENTHO TIPUNOXKEHHE) MOXKE 13 Gblle CBBP3AHA C fIEKO
HOBMIUEH DPUCK OT apTEPUanHM TPOMOOTHYHU ChOHTHA (HanmpuMep MHOKApaeH HHGApKT HIH
HHCY.IT). HAMa AOCTaTE4HO JaHHH, 32 Ia c& M3KTI04H TaKbB puck npu Humesynun,

[TaupnenTy ¢ HEKOHTPOIHpaHAa XHNCPTOHHA, KOHPECTHBHE CHPAEUYHA HENOCTATHUHOCT, YCTAHOBEHA
ucxemuiHa GonecT Ha cwhpuerto, 3abomaBane Ha nepudepHUTE aAPTEPHH H/HIM MO3ZBYHO-CBIOBA
Gonect TpadBa na ce nexyrar ¢ Humesymux camo cnes sBHumareno obMuciste. Takosa obMuciste
TpaGBa Aa ce NPany NpeH 3aN0YBAHE HA KBATOCPOUHO JIEUSHHE HA NALHEHTH C PUCKOBH (aKTOPH 33
CbPAEYHO-CLAOBM  ChOWTHA  (Hanp. XUMepTOHHA,  XHMEpNUOMAEeMMd, 3axapen  jguaber,
TIOTIOHOTYILCHE).

Thi karo Humesyaum moxe ga noBnnse Ha QyHKUMSTZ Ha TPOMOONMTHTS
H3MON3Ba BHHMATCNHO NPH NALMEHTH C XeMoparuyna auatesa (BH)KTE CPh

Humeaynun He e 23amecTHTeN Ha aUCTWICATHUHIIOBAT2 KHCEIMHA
npodHNaKTHKA.



4.5

Buwopeunu peaxyuu
ITpu nauwenTy ¢ OEOPeUHO WK CHPASHHO YBPEA(IAHE C€ M3HMCKBA OCODEHO BHHMAHME, Thii KaTo B
pesynarat Ha ynorpebata na Humesymmg moke ga ce nabmionsa Biowiasane Ha Onbpeunara

¢yuximg. B cyyal Ha nomasane neyeHueto Tpabea fa Obe NpeycTaHOBeHO (BIKTE CHILO CEKLHS
4.5).

Koocnu pearuyuu

Muoro paako ce crobinasa 3a CEPHO3HN KOXKHH PEAKLMY, HAKOY OT TAX (aTaiHu, Kato ekcdoupan
NEPMATUT, CHHIPOM HA Stevens-Johnson # TOKCHYHA eNMOEPMANTHA HEKPOMM3a, CBBP3aHH ,C
ustonssanero na HCTIBC (Bwxre pasnen 4.8). Tlo-BHCOk pHCK OT Te3w peakituit ce Habaonapa B
HAYATIOTO HA TEpanMATa, KaTo B MOBEYETO CITyuad PEaKLMATA Ce TNPOABABA B PAMKHMTE HA ITHPBUA
Mecel oT JieueHueTo. IlpuemMtr Ha Humesynua cnenmea Na ce npeycTaHOBH NMPH NbPBA N0ABA Ha
KOxeH 00pUB, PaHH MO NHraBHLATA WK APYTH NPHIHAIH Ha CBPLXYYBCTBUATEIHOCT,

Cuobmiapar ce cnyuad Ha NOKANM3MpaH KoxeH OoOpMB OT NeKapcTsa ¥ MeOWKAMEHTH TNpH
Humesyaua. Humesynun se Tpsbpa na ce npujiara OTHORO NPH TNALMEHTH ¢ aHAMHe3a 3a
JIOKATH3MPAH KOKEH OOPHB OT JIEKAPCTBA H MENHKAMEHTH, CBBP3aH ¢ HUME3y My (Bx. Touka 4.8).

Penpodyrmusnn pyuxynn

Ynotpebata Ha Humesynua Moxe Za yBpeay penpoiyKTHBHATA (QYHKUHS (pPM KeHH H He ce
NPeNopbYBA MPH JKEHW, KOMTO C€ OMMTBAT A4 3a4eHar. [lpw jkeHH, H3MUTBAUIM TPYAHOCTH NpH
3aUEeBAHE WM MOMIOKEHH HA W3C/IEBAHE 33 Oe3luToaue, ce NpenoppyBa NpeKbCBaHe Ha yaorpebara
Ha Hamesynu (srxkre cexuns 4.6).

Aynun 100 mg Tabnaerkd ChIbpKa JIAKTO33, CAEIOBATENHO MALMEHTH ¢ PEAKH HACTEICTBEHM
npobnemMy Ha ranakTosHa HenoHocumocr, Lapp naktaseH AebMuMT Win IMOKO30-FANAKTO3HA
Manabeopbuug He TpAORa 12 pHeMaT TOBa NEXapCTso.

JlexapcrBens B IpyTH popMu HA B3IaHMOJEHCTEHE
DapMakoIHHAMHAYHH B3aHMOEeHCTBHA

Jpyru HecTepoWIHN POTHROBEINANUTENHK cpeacTtea (HCITBC):

Kombunauus wa Humesynun tabnerku (Bwxre cexums 4.4) ¢ ApYTH HECTEpPOWIHU
NPOTHBOBL3NATHTETHH JICKAPCTBa, BKIIOHHTEAHO AUSTWICATMIHIOBA KHCEIWHA, NPEANKHCBAHH B
TIPOTHBOBL3NANUTENHH 034 (> 1g KaTo €aHOKpaTeH npHeM HAH > 3g KaTo AHEBRa 7033) HE Ce
TIpenophYBa.

Koptukocteponau:
TlosMiveH puck OT CTOMAITHO-UPEBHO KhpBeHe WM 00pasysase Ha s38d (BIKTe T. 4.4).

AHTHKOATYNAHTY:

HCIIBC moke na 3acwiar edekTa Ha aHTHKoarynanTtHte, Kato sapdapud (BekTe pasgen 4.4).
HaunenTn TpeTupany ¢ BapdapuH, Wik Nono0HH aHTUKOATYAHTH, ¢ H3A0KEHH Ha NOBHIICH PHCK
01 YCAOKHEHHR ¢ KbpBeHe npH ynorpeba pa Humesyima, 3atopa Tasu komOMHAuus He ce
UPEnopbLBa (BIKTE ChIUO Cekuys 4.4.) M & NPOTHRONMOKAZAHA NP MALHEHTH C OCTPH CMYHIEHHA B
KPbBOCHCHPBAHETO (BIOKTE ChIGo Cexums 4.3). Axo koMOWHAuusTa He MOKe Na Oble uibernara,
aHTHKOarytanThara geitnoct tpgbea na 6 cheneda orbnmzo,

AHTH-TPOMOOLMTHH areHTH Y CENEKTHBHH MHXHOMTOPY Ha 06PaTHMS 3aXRaT Ha CEPOTOHNUHA (S SRI)
NOBHIIEH PHCK OT CTOMAIIHO-YPEBHO KbpBeHe (BIKTE pa3aen 4.4).

HvypeTviuy, MHXUOMTOPY Ha  AHIUOTeH3HH-KOHBEPTHUPAIGHA EH3HM
anrdoTensud II antaronucTy (AILA):

HCIIBC Moxe na HamMalasT e(PHKACHOCTTA HA JWYPETHLHTE W Ha APYTH
KPBRHOTO Handrane. [lpu HAKOW nauueHTy ¢ HamaneHa Gu0pevna dyHkn




NALMEHTH WM XOPa B CTapuecKa BL3pacT ¢ Bapyuena 6u0peuna hyHKINA), €AHOBPEMEHHUAT IPHEM
Ha ACE uHxuGHTOp ¥ WHXMOWTOPH HA LIMKNO-OKCHMICHA3ATAa MOraT fa JOBEHAT A0 MPOTPecHpaulo
paomaBaHe Ha OBOpeusara QYHKUMA, BKUOUMTENHO A0 BEPOSTHOCT OT ocTpa OuOpedHa
HENOCTATBYHOCT, KOATO O0GMKHOBEHO ¢ obpariMa.

lfosBata Ha Te3u B3aWMOXCHCTBHA CrcABA Na e MMa NpelBMA MPU NalMEHTH, KOMTO TpabGea ga
npuemar Humeayaun saemno ¢ ACE wnxuburopu mmu AlIA. Eto samto Tasu xoMOunauma or
JCKAPCTBEHH NPONYKTH TpAOBa na ce JaBa NPenNasnuBo, 0co0eHO Ha NMalMeHTH B HanpenHana
Bb3pact. [TanmenTyre cnensa ga 6waat xobpe XHAPATHPaHH M J1a Ce aHATM3MPA HeOOXOAUMOCTTa OT
npocieassate Ha OuOpednara $yHKUHI IIPH 3aNOYBAHE HA CHBMECTHATA TEPANHA ¥ NSPHOAHIRO
Cliea ToBa, .
(DaQMaKOKHHGTH‘-IHH B3AUMOSHCTRAA, BJ/IHAHHE L-I_Q_HHMESyJ] BBEDX dPMAKOKHHETHKATa HA
OpYTrH ICKAPCTBEHH OTPOAVKTY

OypozeMun:

ITpyi 3npapu unnuerad Humesyana Hamaaspa edekra Ha PyposeMusl BoPXY OTAENAHETO HA HATPHE,
H B [I0-MAJIKa CTENCH, BLPXY OTACNIHETO HA KaMui U peayuMpa ANy PETHHHHA eeKT.

B pesyatar Ha enHMOBpeMEeHHOTO npuemadve nHa Humesyaua a Pyposemba ce nabmonara
Hamanssate (¢ okono 20%) va AUC, xaxTo # R0 KyMynatusHoto otnensse Ha ®ypozemun, Ge3 na
ce noBnyse HeroBus OBOPEUSH KIHPBHC.

Enuospemennara ynotpefa na ®yposemua u Humesyaun TaGnerku d3MckBa BHHMAHHE NpH
NALMEHTH, NPEAPANIONOKEHN KbM ObOPEUHE B CHPACYHN CMYLICHHS, OIHCAHH B CekuHd 4.4,

JinTuii:

YCTaHOBEHO €, Y€ HECTEPOMIHHTC MPUTHBORLIMAIMTEIHH CPEJACTBA HAMATABAT OTASIAHETO HA
JHUTYH, B pelyNTaT HA KOETO C€ NOBHMINABAT MNAa3MEHUTE HHBR H TOKCHYHOCTTA HA NHTHMH. Ako
Humesynun tabnetku ce npeanuite Ha DaUHEHT, NOLIOKEH HA THTHEBA TEPAIIHA, KOHLIEHTpaLHaATa
Ha JINTHH TPA0Ra PeIOBHO A2 ce NPOCIeAsIBA.

Hotedunanuvte $apMakoOKMHETHYHH B3aUMOACHCTBUA ¢ riHOenKkIamua, Teobunus, sapdapu,
JUTOKCHH, UMMETH/ME M aHTHAUMIHY CPEACTBa (Haip. KomMGuHauyks Ha ayMUNWEB ¢ MarHeiues
XHAPOKCHI) ChIIO Ca Hichensanu in vivo. He ca waOmonaBauu HUKAKBYU B3aHMOAGHCTBHA
WIHHHYHO 3HaYeHHe.

Humesynun urixubupa CYP2C9. [Tnasmenure KOHUEHTpaLME Ha IEKApPCTBA, KOWTO ¢a CyGCTPaTH Ha
TO3H €H3HM, MOTaT Aa Ce yBeJIMYaT NIpH ¢AHOBpeMeHHaTa ynotpeda ¢ Humesynuna tabnerxu.

Tpabea na ce ofbpHE cnelManHo BHAMaHHE, ako HuMe3ynaz ¢ H3nion3saH MO-Malko oT 24 uaca
NpeAl WM Clell NeUeHHe ¢ METOTPEKCAT, 3alOTO CEPYMHOTO HHBO HA METOTPEKCAT MOME Ja ce
YBEJTHYH, a CICTOBATE/IHO H TOKCHYHOCTTA Ha JEKAPCTBOTO CHILO MOKE 1a HapacHe,

3apany edekta cu BbpXy OBOpedHMTe NpOCTAarnaHAMHH, HHXHOUTOPHTE HA NPOCTAFIAHAMHOBATA
CHHTe3a, KaTo HuMesy A, Morar ia yBejiHYaT He(hPOTOKCHYHOCTTA HA LIMKIIOCTIOPUHHTE,

QapMaKOKUHETHYHE _B3aNMOJCHCTBAS: BIWAHME HA APYIH  JCKAPCTBEHH TIPOAYKTH  BBDXY
ipapmakokuneTukara na Humesymun

HacneiBaiAa UM BUTPO TIOKA3BAT H3MECTBaHe Ha HuMesynmMa or mectara na CBBP3BAHE OT cIpaHa
Ha TONDYTAMUJ, CAJMUMIORA KUCENTMHA M BAnNpoeBa KucenuHa. Ho BeApeKu BBIMOMKEH edekT
BBPXY IUIa3MEHKTE HUBA, TEIH R3AMMOJEHCTRUS HE Ca ¢ AOKA3aHO KIMHUUHO 3HAYCHHE,

4.6 BpemeNHOCT H KbPMEHE

VnorpeGata ua Humesymun tabneTk e MpOTHBONOKA3aHA Wpe3 TPET
OpemenHocTTa (BRokTe 4.3).

TloaoBuno na octananure HCTIBC, Humesynuu TaGnerku e Gusa na ce npHe
ce na abpemeHent (Bok. 4.4).
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4.8

Branpendrcrsanerc Ha cHHTE3a Ha NPOCTAIaRIME MOKE Ja ¥MA HeraTHBen eeKT BLpXy
DpeMeHHOCTTa W/HNH PA3BUTHETO HA TUIONA.

Pegynrarure OT enMaeMHOOTHYHH HIC/IEABAHASA NOKAIBAT NOBUUIEH PUCK OT CNOHTaHeH abopT U ot
cepieuda mandopmanys ¥ TracTpPONIMIUC CNel W3NON3BaHe HA WMHXMOWHTOP HA CHHTE3a Ha
npocTariaHivd B HayanHHa CTadud Ha OpemeHHocT. AOGCOMOTHHAT PUCK OT ChpIACUHM
manpopmauuy ce noskmaea or noa 1 % no okono 1.5 %. Cuura ce, 4e PHCKBT Ce yBEAMMABA ©
YBEJIHYABAHE Ha R034Ta H HPOAB/DKHTEIHOCTTa HA TEPATHATA,

Ilpy >KWBOTHHTE NPHEMAHETO HA HHXMOWTOPM HA CUHTE3a HA MPOCTATMARAME HPOBOKMPA
[OBUILABAHE HA NIPE]- U CNied- HMIUIAHTANMOHAATA 3aryba M CMBPTHOCTTA HA TLIONA.

Ocred Toba ce cho6aBa 3a ysenuueH Opoii clydad Ha pa3nH4HH MAIPOPMAUHH, BITIOUHTETHO
CBPAEYHO-CHAOBH, NPH KHBOTHH, HA KOHTO B IEPHOA HA OPraHOTEHE3a Ca NIPUNOKEHU HHXUOUTOPY
HA CHHTE3a Ha MPOCTArnaHIHH.

Hscneasanunra Ha 3afilih 110KA3BAT ATUITHYHA PETIPOTYKTHBHA TOKCHYHOCT (BHXKTE Cekuma 5.3), HO
HAMA HA PAMMOIOKCHUE NOCTATHEYHO MaHHH 3a ynoTpebara Ha Humezysmia tabnerkn, ot GpeMeHnH
seHd. Taka ye NOTeHUMATHUAT PHCK 32 XOpa HE € YCTAHOBEH ¢ TOYHOCT, 3aTORA HE C& NPenopLYEa
NPeNIACBAHETO HA JICKAPCTBOTO Tipe3 MBPBHTE JBe TPHMECeYHs Ha OpeMEeHHOCTTa, OCBEH B
CAY4aHuTe, XoraTo € aBCoMoTHO HeolXxoaumo,

Ax0o Humesynun tabnetku ce M3MON38a OT XKEHA, KOSTO Ce ONHTBA [a 3a4eHe WJIH N0 BpeMe Ha
ITLPBOTO M BTOPO TPHMECEHHA Ha OpeMeHHOoCTTa, 03ara M NPOABIDKHTETHOCTT Ha AeHCHHE CISaBa
Ja 64T BB3IMMKHO Hall-MasIKH.

fIpes TpeToTO TpHMECEUHE Ha DPEMEHHOCTTA, BCHYKH HHXHOUTOPH HA CHHTE3a HA NMPOCTATTAHINMH
MOTAT /13 U3NokKaT

¢  [IOABT HA PUCK OT:
- cbpheyHo- Genoapobua TOKCHYHOCT (C MpPEekICBPEMEHHO 3aTBAPAHE Ha BOTAIOBHA KaHayl M
benoapobua xunepreHIug);
- Oubpeuna nucdynkuus, koATO MOXe Ja mporpecupa A0 OnOpeuna HEAOCTATLYHOCT C
ONRTOXHAPAMHUOH (HEJOCTATBYHO KOIHUECTBO OKONOILIONHH BOAM);

e MmaifkaTa H HOBOPOJEHOTO, B Kpasd HA GpeMeHHOCTTa, Ha PUCK OT:

- BL3MOKHO YABHKABAHE HA BPEMETO 33 KhpBEHE M aHTH-TpoMOOuMTEH e)eKT, KOHTO MOKe ma ce
TIPOSIBH AOPH TIPU MHOTO HUCKH A03H; |
- MIOTHCKAHE Ha MATOUHMTE KOHTPAKUHMM, KOETO BOMM A0 3alaBsHe WM yIbIDKABAHE HA POIMIHAS
nponec.

Ero samo Humesynuwa Tabmetkn € BpOTHBONOKa3aH [0 BPEME HA TPETOTO TPWMECEUME HA
H6pemeHHOCTTA.

Hama nansm nanu Humesynua ce oTaASAA B MAYMHOTO MISKO.
Humesyaua ¢ npotdsoiiokasad npu KspMeHe {BiokTe cextind 4.3 1 5.3).

Bannnue BLpXy criocoGHOCTTA 32 modupave 0 patoTaTa ¢ MANIHHE

He ca npoeenenn uscneapanus otHocHo edexta Ha Humesynua ebpxy crocobHocTTa 32 wiodupane
¥ paboTa ¢ maluuHn. Ho naumentH, npu kouTO ce HAOAONABA 3aMasHOCT, BUEHE HA CBST HIM
CHHIMBOCT ¢ien yroTpebaTa Ha Humesyaua tpadsa ga ce sn3gnpiar ot modHpane 1 paboTa ¢
MAUIHHH.

Hexeaanu JIeKapcTBeHN Peaknny
a) Oduo onucanne

Kaunaminn npoyysaHa H enuneMHONOrHYHY JaHHU MOKA3BaT, 4e ynorpeSara Ha Hakou HCHBC
(ocofeno BHB BHCOKM JO3H H LPH HPOABLIKHUTENHO MPHIOKEHUE) MOKE Ia Oble CBELPSAT
UOBUUICH DMCK OT apTepUaisy TpoMOOTHYHM cBOMTHA (RANpUMEp MHOKapIcH
WHCYNT) (BIoKTE CeimA 4.4).

Hwma cpoliueHus 3a CAEM, XHICPTCHIHA H ChPACHHA HENOCTATEYHOCT BBB BPBIK
HCIBC.



Howrageanu ca MHOro peikH CJlyual HA KOXKHH PEaKkLUH, BKIIOYMTENHO CHHApOM Ha Stevens-
Johnson | TOKCHYHA eNHASPMATHA HEKPOTIH3A.

Hait-uecTo HOMOAaBAHNATE HEXKeJAHH PeaKklMK Ca raCTPOHHTECTHHATHH 1O Xapakrep. Moxke 1a ce
noABd nmemtuuHa 383, nepopauus WIH TaCTPOMHTECTHHAIHO KbpBEHE, NOHIKOra (aTanuu,
[peauMHO NPH NAUMEHTH B HanpeJHaTa BE3PacT, MOXKE A4 ce Ciiyun. (Brure pasnen 4.4),
Cbobmasa ce 3a ynlepaTHBEH CTOMATHT, rajieHe, MOBPbiane, abaoMuHanHa 60Jika, MeJeHa,
AHapHs, GaaTyNeHIHsA, KOHCTHNIALASA, JUCTIENCHA, XeMaTeMe3a, eK3alepbalusa Ha KOJHT U
6ostect Ha Crohn cnef npuem (BuxTe pasgen 4.4).

Ho-paaxo ce HabloNaBa raCTPHT.

0) Tabauna ua HelKenawH JeKADCTBEHH PeaKiay

Hacroaumar cnwckk ¢ HewenaHd REKapCTBEHH peakuMu ce 5a’kpa HA NAHHW OT KOHTPONMPAHu
KTYHHYHN poyuBanns (npubausurendo wa 7800 nauyesTH), KAKTO M OT MOCT-MApPKETHRIOBO
fIpOy4BaHe, KaTO NOIYUESHITE PE3YATaTH Ca KIACHQHIHPAHH NO CNEAHU HAYMH

muoro uectd (>1/10); yectu (>1/100, <1/10), wewectn (>1/1,000, <1/100); pegxu (>1/10,000,
<1/1,000); muoro peaku (<1/10,000), BromoynTenio M30/1upaHu cilydyan.




Hapywenua na kpsema Pepku Anuemug*
Eosunodunus*
Muoro penkn | TpomGounToneRuEA
Yanuuronenus
Hyprypa
Hapyuenun na umyrnama cucmema Penku Cepbxuyscreurendoct™
MaHaoro peaxn | Anadunakcus
Hapywenun na memaboauzma u Panko Xunepkamuemusn®
Xpanenemo
Hcuxuunn rapyuwenun Penxn beznokoticreo*
HanepeerocT*
Kommapu*
Hapywernun na nepsnama cucmema Heuecrn 3amasHoct*
Muoro peoxy | TmaBoGosse
ChuNHBOCT
Enuedanonatus (Cusapom Ha Peif)
Hapvwenun na ouume Pejku 3amurrieno spenpe*
MHuoro peakn | Hapyiieno 3penne
Hapywenwn na yxomo u rabupunma__ | Muoro penkn | Buene Ha crar
Crpoeutiu napyuienun Peaku Taxuxapnua™
Cvo06u Hapyuienun Heuectu XunepreHzug™*
Penku Kpesouznus*
Hecrabunuoct Ha KPBBHOTO
Haarase™
T opemn e
Pecnupamopru napyuiernun Hedectn Aucnues*
Muoro penxu | Actma
bponxocnasem
Cmomaueno-upesnu napyuen s Yectn Huapus®
lagene*
TNoppbujane*
Heuectn 3anex*
Oparynenuus®

I'acTpOMATECTHHANHO KEPBEHE
Hyonenanua a3pa n nepdopanys
CroMauiHa a3sa v nepdopanus

MHOro peaku

Kopemun Gonku
Facrpur*
Jiacnencus
CTomatHT
Mesnena

XenamoOuauapnu Hapyuienis
(mwacre 4.4, Crienyaniv
NPEAYTIPSIKACHHA W MEPKH 34
ynorpeda™)

Yectn

THoBHieHY YepHOAPOOHH eH3tMu*

Muoro peakh

Xenatur
DyNMUHANTEY XSIATUT
(BKJ1. CMBPTHH CaTyuaH)
Kurrenuua
Xojecrasa

Hapywenun na xoycama u
HOOKOHCHAMA MBKAR

Heuectn

Tpypuryc*
O6pur*
JacineHO HINOTABAH

Peakn

Epurema*
Hepmatur*




Muoro peaksr | Vprukapus

AHIHOHEBPOTHYSH 0TOK

Jlnues ook

Myntudopmena eprtemMa

Cunpipom Ha Stevens Johnson
ToKCHYHa enulepMaliHa HEKPOITH3a

¢ HeusBecTHa | Jlokanmsupan  koxeH oOpuB  OT

YecToTa NIeKapCTRa M MeAMKaMeHTH (B, TOUKa
4.4)
Hapyuienun na Gvpeyume u Penxu Husypua*
HUKOYHUME ITb MU0 Xematypns*
Muoro peaks | brOpeyna HenOCTATBYHOCT
3anpwkka Ha ypuHa*
Oaurypus
Harepcrinuanen Hebpur
Obwn napyuwenun Heuect Enema*
Penxu Dy3HYecKo HEpaznoNoKeHe™

Obma dusuvecka ornaauanoct*
MHoro peaxkd | XunoTepMHs

*4ecrora, Bazupana Ha KTNHMYHKTE
Npoy4BaHns

Crofuiasane Ha [10J03UPAHH HEKETZHH PeaKiuy

Croliuaraneto Ha NOACIMPAHM HEXeNaHW peaklWW Clie) paspewiasade 3a yrnotpeba Ha
JIeKapCTBeHMs IPONYKT € BaxHO. ToBa NO3BONABA Ja MPOXBIKKH HAOMIOREHIETO HA CHOTHOIEHUETO
110/338/PUCK 34 NEKAPCTBEHHA MPORYKT. OT MEMHUHHCKUTE CHENMATHCTH CE W3MCKBA 1A ChLOOuUIaBaT
BCAKA NONO3MPAHA HEXXeIaHa PeaKuHA Ype3 HALMOHAIHATA cUCTeMa 3a chobliasane: Hanbauurenda
areHuns o Jiekapcrsara, yia. Jaman Tpyes Ne8, 1303 Codmn, ten.: 359 2 8903417, yebeaiir:
www.bda.bg.

4.9 IIpenosnpane

CumnTOMHTE ClEA OCTPO NPERO3Mpake ¢ HECTEPOWIHM TNPOTHBOBRIMAIMTE/HH CpPEACTBA
OGMKHOBEHO C€ CBEXAAT A0 JETAPrHd, 3aMasHOCT, rajeHe, NOBPbllaHe, HOMKA B ENHracTpHyMa,
KOHMTO 1O TNPHHUMN ca OOpaTUMM CiSx MenuuuHcKka momow. Moxke aa ce naGmiopaea
FACTPOUHTECTHHANHO Kbpsede. H3BECTHH ¢a cCiayvyaH Ha XMIOEepTeH3ua, ocTpa OnGpeuna
HEAOCTATRYHOCT, PECIIHPATOPHA ASTPECHS M KOMA, HO T €A MHOIO PAAKO CpeuiaHy. YCTaHOBEHH ca
¥ aHAQWIAKTOWIHH PEaKUWH CNEN TEePaNeRTHUCH NMpPHEM HA HECTSPOHAHH OPOTHBOBBINATMTENHH
CpencTea, KaTo Te MOTaT ja ce Habmoaasar ciell npeao3upasde.

Crien nipeo3upane ¢ HECTEPOMAHY NMPOTHBOBBINARMTENHY CPEACTES, HA TIALMEHTUTE TPpadBa Na KM
Obae OKalaHa CHMATOMATHMHR H MeJMuUMHCKa nomour. Hsma cneuwdwuynup awrugord. He
ChilleCTBYBa HMHGOPMauUMA OTHOCHO OTCTPaHABAHETO WA HuMesymua «Upes xemopmanuza, HO
OCHOBaba#ikM C& Ha BHCOKATA MY CTETeH Ha CRBP3BaHE C naasMeun nporexun (1o 97,5 %), nama
rojsAMa BEPOATHOCT [MAH3ATA 4 © OT 110133 fipy npexosupade. IIpeau3BUKRAHETO Ha TOBPBIlAHE
W/HNu akTHBeH BBIIeH (oF 60 20 100 g npy BB3pacTHH) WHIKM OCMOTHYHY CNAGUTENHH CpeacTBa
Morar ga 6baar IpearnHcaHd Ha NAaMeHTH 4 uaca Cell MONIBLIANETO, MPH KOWTO ce HabmoJaBaT
CBOTBETHHTE CHMITTOMM WM KOMTO C€a [OGIM ToNAMa CBpBXJ03a. 3acHieHata JHMypesa,
ANKATM3APABETO Ha YPHHATA, XEMOAMANHIATA MM XeMonepdry3usd MOTaT Ja ce OKaXaT Gesnoie3Hn
TOPai BUCOKOTO NIPOTEHHOBO CBBbp3sane. brbpeunara u ueproapobuara pyuxums tpsadea ga 6paar
Habmogasanu 0T6AN30.

5 SAPMAKOJOI'HYHHA JAHHHU

5.1 PapmMaKoIMHAMHYHY ¢BOHcTBA
DapMaKkoTepaneRTHUNA TpyRa:
ATC xnacuduxanua: MO1AX17




5.2

5.3

6
6.1

HuMme3yana e HeCcTepOUIAHO TNpOTHROBB3NanHTenno cpepcreo /HCIIBC/ ¢ aanreTvdnu
AHTUITHPETHYRK CBOICTBA, KOETO AeicTBA KaTo HHXHOMTOP Ha €H3UMA DMKIOOKCHIeHa3a Ha
NPOCTarnaHIHHOBUA CHHTE3,

DapmakoKHHETAYHH CBORCTE2

Humesynna ce abcopbupa nobpe, npueman mnepopanno. Cies enutudsea fgoza or 100 mg
Humesynua npy Bb3pacTHHTE ©© NOCTHra BEPXOBO TLTa3MEHO HHBO ot 3/4 mV/! cnex 2-3 vaca. AUC
= 20 - 35 mg WL. He e uabmopapana HWKAKBA CTATHCTHYECKH 3JHAYHMA DPAMIMKA MEXKIY
NOCOUEHHTE pe3yaTaTH u Tesm cies 100 mg, npHeMaHH 2 TBTH AHEBHO B NPOIBLKeHUE Ha 7 Aau.

Csbp3sane 10 97,5% ¢ niasMeH# IpOTEHHH.

HuMesynun ce meraboaH3npa eKCTEHIHBHO B YEPHHA Apol, ClielBaiiku MHOrOOPOHHH MbTeKM, BK.
Hyroxpom P450 (CYP) 2C9 mzoewznmu. Taka de uMa NOTEHHMANIHA BB3MOKHOCT 33
B3AHMOAEHCTBHE Ha JIeKapCTBOTO TPH €JHOBPEMEHHATA ynoTpeba HA /exapceTsa, KOMTO ce
merabomanpar upes CYP2C9 (mimx cexuls 4.5). OCHOBHHAT MeTabomMT € NapaxuapoKCH JEPHRAT,
KOMTO € ChUI0 (PapMaKoNOrHUHO akTHBeH. BpeMeto 40 oABaTa Ha TO3M MeTabOINT B IIAPKYJaunsta
¢ xpatko (okono 0.8 uac), Ho dopMHpaliaTa My KOHCTAHTA HE € BHCOKA M € 3HAUMTENHO NO-HHCKA OT
abGcopbupamiata koncTaHTa Ha Humesyami. XuapokCHHMMESYNHIDT € NMHCTBEHMAT MeTabouT,
OTKPHT B TINA3MaTa M € (T04TH H3LAA0 KoHorupaH, /Ty e mexay 3,2 u 6 uaca,

Humezymua ce eKckpeTHpa rmapHo B YpURaTa /cpenno 50% or npHerara gosa/.

Camo 1-3% ce u3xBBpAY 8 HenpomeHeHa Gopma. XHAPOKCHHHME3YMI, OCHOBEH MeTaboNWT, ce
OTKPHRA CaMO KaTo rmoxypoHat. Okono 29% or xozatra ¢e efuMUHHPA, Cied MeTafOIM3MpaHe BhR
hexanunTe.

Kunernutara KapTHHa Ha HHMG3}“HH,{I OCTaBa HENpOMEHEHA JIpH NO-BL3PaCcTHHA NMALMEHTH CIER
NPHIArane Ha WHTEH3HBHH H HOKOTKOKPATHH 1031,

B HHTCH3HBHO €KCUEPUMEHTATHO M3C/ICOBAHE, TPOBECHO NPH MAUWEHTH C JEKH /10 YMEpeHH
On0peutn yspexaanua (kpeatusuHos knupwHe 30-80 ml/min), cpasrenu cuc 3apapy nobposonim,
BHPXOBHTE TUIasmen #uBa Ha Humesynun u Ha ocHosHu? MeTabONHT He ca NO-BHCOKH IIpH
NaLMEHTHTE ¢ YBPEKAAHMA, OTKONKOTO Npd 3apasure gobposonuu. AUC w t1/2 B ca 50% no-
BHMCOKH, HO BWHATH B PAMKHTE Ha KMHETUYHHTE CTOHHOCTH, Habmonasasn npu HuMesynua y snpasu
YUACTHHIH.

[lorTOpHOTO NpPHEMaHE HE BOAH 20 KYMYITHPAHE.

Humesyuil € MPOTHBONOKA32H NPH NALMEHTH ¢ YePHOAPOSHA HEOCTATHUHOCT (B cexuma 4.3).

F}

Ipenxkannsyny nannn 3a GesouacHocy

B13 0ocHORA Ha KOHBEHUMOHANLHMTE WIMWTBAHHA 32 (apMaKoJOrHYHA Ge30NacHOCT, TOKCHMHOCT
CJIe/l MHOTOKPATHH 034, f€HOTOKCHYHOCT H KAPLIMHOTEHEH TIOTEHNAN, NPSHIMHHYHNHTE NAHHY He
NOKA3BaT HUKAKEB PHCK 3a doseka. [Ipu MacnenBanmsra 3a TOKCHUHOCT CAE] MHOIOKPATHH SO3H,
Humezynun nokaszea ractpoudtecthiaing, 6u0peuna B 4epHOAPOSHa TOKCHYHOCT.

Ipy w3cieaBanusTa 3a PENpOAYKTHBHA TOKCWYHOCT ca HalmtomasaHu emMOpHOTOKCHUHH H
TEPATOreHHH edieKTH NpH 3aii1i, HO HE W TIPU TUYBXORE, HA JO3H C HETOKCHYHO 32 MaiikaTa HHBO.
Mpu nabxoBete ce HAbBNIONABA YBENUUEHA CMBPTHOCT HA HOBOPOIGHHTE B PAHHHS CISAPOAWIEH
neprod, a HuMesynun okaspa OTpHLATENeH eeKT BbpPXY ILIOAOBHTOCTTA.

OAPMAIEBTHYHNA TAHHH

Cnucbk HA NOMOMHAKTE BeulecTad
Tabnemru:
HaTpyeB JIOKY3aT
XHUAPOKCHIIPOITHALIETY1032
AAaKTO3& MOHOXHIpPAT
MHKPOKPHCTANIHA UeSyn03a
HATPHEB HULIECTEH TIIMKOIAT
XHIPOTEHUPAHO PACTHTEIHO MACo




6.2

6.3

6.4

6.5

6.6.

10.

MarHe3Iues creapar

HechbBMeCTHMOCTH
He ca m3secTHm.

Cpox na roasocy
5 roaHHA.

CuennanHy yCI0BHH 38 ChXPAHEHHE
To3u NPOAYKT HE H3MCKBA CIELIHATTHH YC/IOBUA 3a ChXPAHEHHE.

Jadun 3a oHakoBKATA

Aynun 100 mg Tabnerkn ce nocrars B PVC/anymunuii Gnuctepy, nOCTaBeHH B KAPTOHEHA KyTHs,
chabpaania 6,9, 10, 15, 20 wnu 30 Tabnetko.

He Benusu BuaoRe onakosku Morar fa Ob/Jar NMyCHaTH Ha hasapa.

Cnennatiin npesnasHa MepKH Opd d3XBbpARHE
Hama cneupanin navckeagus

NPATEXKATE HA PAZPEINEHUETO 3A YIIOTPEGA
Anmpxenvnu ®apma buarapus EOOJL, 6ya. “Aces Hopnanor” 10, Codwig 1592, Baarapus

PETHCTPAIOHEH HOMEP 9600168
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