KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA

1. Ame na NekapcTBeHHA NPOIYKT
AynnH 100 mg TabneTxu
Aulin 100 mg tablets

2. Konn4ecTrBen H Ka9eCTBEH ChCTAB

Besika tabnerka cuinpxka 100 mg Humeaynun (Nimesulide )

TMomomuy BeecTra ¢ HIBecTeH edexT: aKTo3a
3a TBIHHA CITMCEHK TTOMONIIHH BelecTsa, BHXK 6.1

3. lexapcTeena ¢gopma
Tabnerxa
Benu/cBeTIONKBATH KPBIM TabeTkn.

4. Knugu9Hn NaHul

4.1 TepaneBTHYHA HOKA3AHHS
Jleuenue Ha octpa Gonka. (swxre T. 4.2).
[TspBHYHA JUcMEHOpES.

M3NbLAHUTENHA ATEHLNA NO NEKAPCTBATA

Kpamxa xapaxmepucinuxa Ha npogyxma - Mpusowetue 1

KbM Pea. Mk ........ yg‘aa ‘e f‘

Paspseiuenus M‘gé/h*/h/“tfdgéf
| 17 -0 M1

{ OgOBDEHUG NE .veoresseercersreriensine: AT —————

Humezymua pabea fa ce Hpeanncsa caMo KaTo JICYCHHE OT BTOpa JTHHHA.
Pemensuero aa ce npeanuuie Humeaynua Tpadsa 1a ce 0CHOBABA Ha OLICHKA Ha o0mIHTe
PHCKOBE TIPH OTACIHMA NaLMeHT (BIokTe T. 4.3 1 1.4.4).

4.2 103MpoBKa H HAYHH HA NPHJIOKEHHE

AyrmiH Tabnetkn Tpabea Ja ce npHiara 3a Bb3MOXKHO Hali-KpaTBK IIEPHOA OT BpEMe, B

3aBHCHMOCT OT KITHHIMHATE CHTYallM4.

MuHumanHaTa epeKTHBHa 1034 TPAOBA [a ¢ NMPI/IATa 33 BE3MOXKHO Hal-KpaTKHA NEpHOA OT
BpEMe, 34 Jla & HaMAJIAT HeXeTaHHTe peakuyH (BikTe T.4.4).

MakcHMAaNHATa NPOIBDKHTENHOCT Ha nedeGHng Kype ¢ Humesyauy ¢ 15 nun.

3a BL3pacTHH:

Humeaymua tabnerku 1o 100 mg gBa WETH JHEBHO Clell XpaHeHe.

I!_E'QECHTH B HANIPpCAHANE Bh3PAcT. IPpH TAX HE € neolxo MO A3 ce HAMANARA JHCBHATA 1032

(mikTe 1. 5.2).

Jena (non 12 roapnu): Aynud 100 mg TabneTkn ca npoTHBONMOKA3aHH [IPH TE3H NAHSHTH

(BEKTE CBINO cekips 4.3).

MunazexH (ot 12 go 18 rommay): Ha Gazara Ha KHHETUMHUA IPOGMN MPH BL3PACTHHTE M HA
t{hapMakoTHHAMHYHHTE XapakTepHcTikd Ha HuMesynna, He € HeobxonHMa IpoMAHA Ha

AO3HPOBKATA NPH TC3H NAUHCHTH.

IMaimenTH ¢ yepenena Gp6peuna QyHKInA: Ha 6a3aTa Ha HapMaKOKHHETHKATA, HE €

HeoGXoMMO IOHDKEHHE HA JO3MPOBKATA NPH MALMEHTH ¢ JIEKO 1o ¢peHo 6u6peuno

yBpexaane (kpeaTHHuHoB KnupbHe 30-80 ml/min); noxaTo Humesynua tabnetky e
NPOTHBOMIOKA3aH B C/Tydali Ha TekKa GBOpeyHa HeAOCTATHYHOCT {KPEaTHHHHOB

30 mV/min) (Brkre T. 4.3 1 5.2)




[MaumenTH ¢ HapymieHa depHOApoSHa dyrKkImA: ynorpe6aTta Ha HaMesynua Tabnetky e
NIPOTHBOTIOKA3aHA IPH NALWMEHTH ¢ Y€PHOAPOGHA HEAOCTaTEIHOCT (BHXTE T. 4.3 W 5.2)

4.3 ITpoTHBONOKA3ZAHHS

o [NaunenTn cue cBpsxuycTBHTENHOCT KbM HHME3YIIHI WiIH KBM HAKOM OT EKCIUHIIHEHTHTE.
o IMauveHTH ¢ AaHAMHECTHYHH JAHHH 33 peakUMH Ha CBPBXIYBCTBHTEITHOCT (Hanp. OpoHXOCnassM,
PHHHTH, YPTHKapHA) KbM ALETHICATHLIAIOBA KMCEIHHA WK KbM APYTd HECTepOHAHN
TIPOTHBOBB3NAIHTEHHA IEKaPCTBEHH MPOTYKTH.

o TIauHeHTH ¢ aHAMHECTHYHH JaHHH 33 XeaTOTOKCHYHH PeakiHi KbM Humesynun,

o EaHoBpeMeHHO MpHIIOKEHHE ¢ APYTH NOTEHIHAIHO XEMNATOTOKCHIHH JIEKAPCTBEHH BEILIECTBA.
0 AJTKOXOTH3BM, JICKAPCTBEHA 3aBHCHMOCT.

0 AnaMHeza 3a CTOMAINHO-YPERHO KBPBEHE WM Nepdopalii, CBEP3AHH ¢ MPEAMITHA
tepanus ¢ HCIIBC.

0 AKTHBHa 513Ba Ha CTOMAaxa H/IH JBaHaNeceTONPBHCTHHKS WM AHAMHE3a Ha perHANBHpaIa
A3Ba/KPHBOH3NIHBH HA/OT XPaHOCMHU/IATETHATE OPraHH (B HIH HOBeYe H3ABEHH STH304a Ha
JOKa3aHo 00pasyBaHe Ha A3Ba HIH KBPBEHE),

o LlgpeGporackynapHo KbpBEHe HTH APYTO AKTHBHOC KbPBEHE HIH HAPYINEHHA CBBP3aHH C
KhPBEHE.

o TTaumeHTH ¢ TEKKH CMYIIEHHA B KPBBOCBCHPRAHETO.

o TlaumenTu ¢ TeKKa CHpAETHA HEAOCTATHIHOCT,

o TlammenTH ¢ Texka 6x0pevHa HeZIOCTaTHYHOCT,

0 YepHoapoOHa HeIOCTATHYHOCT.

o TlaumeHTH ¢ OBHIIEHA TEMIEPATYPA W/HITH IPHNONORO0HH CHMITTOMM,

o Jeua nox 12 rogHHH.

o Tperu TpuMecTHp Ha GpeMEHHOCTTa B NpH KhpMeHe (BioiTe T. 4.6 1 5.3).

4.4 Coennanaa npeAynpe;XIeHEA H OIPeIUa3HH MEPKH OPH ynoTpeba

EanospeMernata ynorpe6a Ha Humesynun ¢ apyri HCIIBIL, BXTIOUHTENHO IMK/IOOKCHT€Ha3a-2
Ce/ISKTHBHH MHXHOMTODH, He ce Mpenopbusa. B fomenHeHHe No BpeMe Ha JiedeHHe ¢ Humesymaa
nanveHTUTe TpiGea Ja SbnaT CHBETBANM Aa e Bh3bPKAT OT yrIoTpebara Ha APYTH AHANTETHIIH,

Hexenannre JICKAPCTBCHH peakiiHH MOrarT Ja G‘B,I[a'l‘ HaMaJICHH KaTO 38 KOHTPOIHP&He Ha
CHMIITOMHTE ¢e YrioTpe0sBa BB3MOKHO Hali-HucKaTa ebeKkTHBHA 2032 33 BB3MOMHO HAH-KPAaTHK
CPOK OT BpeMe (BHATE T. 4.2).

Jleuennero TpaGea ga GbAe NpekpaTeHo, KO HE ce HAOMOAaBa TIONOXKHTENEH eeKT.

Yepnodpobuu pearyuu

B peakH cnyuaH € ycTaHoBeHO, 4e HUMe3ynna e cBBp3aH ¢bC CEpPHO3HH YEPHONPOOHH PEaKipuH,
BKIIOYHTETHO MHOTO PEAKH CTyua ¢ daranen usxon (Bwmxre chito cexums 4.8), [laumenty,
NpPH KOHTO Ce HabmONaBaT CHMIITOMM ChOTBETCTBAIIH Ha YEPHOAPOGHO YBPEKAAHE 110 BPEME
Ha neueHmne ¢ HuMesynun (Hamp. aHOpeKcHd, TafieHe, HTOBphIlaHe, OONKH B KopeMa, yMopa,
THMHA YPHHA) WM TIALHEHTH, YAWTO TECTOBE MOKa3BaT aHOPMAaJHa PYHKUMA Ha YepHus Apob,
TpsibBa Ia npekparst Nedenuero. Te3H maUueHTH He TpAOBa Ja 6BAT MOANAaraHH OTHOBO Ha
negenme ¢ HuMesynua. MMa ceofmieHns 3a yBpexkaaHe Ha YepHHS Apo6 crie] KpaTko npHeMane
Ha JIEKAPCTBOTO, B MOBEYETO CITydaH o6paTHMO.

{Ipu nOBHMIIABAHE HA TEMIIEPATYPATA W/WIH NPH NI0ABA Ha MPHNONOAOOHH CHMITTOMH ITpH
nanueHTH, npuemaniy Humesynna, neqenuero tpabpa 1a ce NpexpaTy.

Facmpounmecmurnaniiu peaxyuu -
CroMaInHO-9peBHO KbPBEHE, 0OpasyBaHe Ha 138a M Nepdopams: crobmasa ¢
ypesHo Kbpsere, o0pasyBate Ha 538a 1 niepHopaims, KOATo Moxe 12 Obae,



pcuuke HCIIBC, 1o BCAKO BpeMe Ha TepanuiaTa, ¢ Wid 6€3 npeAynpeArTesnHi CHMITOMH HITH
aHaMHe3a Ha CTOMAIUHO-ApeBHH 3ab0ongBanus.

PHCKBT OT CTOMALIHO-YPEBHO KbpBeHe, 00pa3yBaHe Ha A3Ba HAH nepdopalius ce [OBHIIapa ¢
yBeeMuapase Ha no3ure Ha HCIIBC npu nauMenTy ¢ anaMuesa 3a 5383, 0CO0EHO ako ¢
YCNOKHEHA ¢ KPBBOH3/IHE HIH nepdopatua (BroxTe pasaen 4.3) H PH NanHeHT! B
HanpeaHaaa Bb3pacT. Te3n MauMeHTH clieaBa a 3aN0YHAT IeYeHHE ¢ BE3MOXHO Hail-
HHCKaTa J103a.

KoMOHHHMpaHa Teparus Che 3AIHTHE AreHTH (HaIp. MHKOIIPOCTON MM HEXHOHTOPH Ha
MPOTOHHATA MOMIIA) € TIOAXO/AINA 33 TE3H NALMEeHTH, KAKTO H 32 N2IUeHTH, HyKIaellH ce oT
CHITHTCTRAILA MATIKA AO3M ACHEPHH AIH JPYTH TEKAPCTBSHY CPEACTRA, KOWTO OHxa MOTIM Aa
NOBHHIAT CTOMANIHO-YPEBHHUA PHCK (BHXKTE MO-10Y U 4.5).

TIallHeHTH ¢ aHAMHE3A 38 CTOMALIHO-YPEBHA TOKCHIHOCT, 0c00eHO B HallpeHala BB3PacT, claeaApa
Ia chOOMIABAT 33 BCHUKH HeoGHYAliHH KOpeMHH CHMITTOMH (0c00€HO CTOMAIHO-9PEBHO KhPBEHE)
H 0cODEHO B HAYATHHTE CTA/THH HA JIEYCHHE.

CToMaIgo-4peRHo kKhpBeHe Win ofpasyeane Ha s38a / nepopaims MOXKe a Ce NOSBH N0 BCAKO
BpEMe Ha JIEYSHHETO ¢ HIH Ge3 NpeAyNnpeAUTeIHA CHMITTOMH HIIH AaHAMHE3a Ha
TACTPOHHTECTHHATHH 3a60/1ABaHAs, AKO ¢e IOABHM CTOMALIHO-IPEBHO KbpBeHe KM A38a HaMesymua
Tpabpa na 6bxe cnipan. Humeszynua ciiesBa fa ce npHiara ¢ NOBHIIEHO BHUMAHWE TIPH TTAIHEHTH ChC
CTOMANIHO-YPEBHH 3a00IABaHNA, BIIIOUMTEIHO aHAMHe3a Ha [EITHYHA A3Ba, FACTPOHHTECTHHAIHO
KbpBeHe, A3BeH KoMt Wik Gonecr va Kpon.

TauMedTH, NPHEMANTH CHITHTCTRAIH MEAWKAMEHTH, KOMTO OHXA MOTITH [Ia NOBMILAT PHCKA OT
ofpasyBaHe Ha 93Ba HIH KBPEEHE, KaTO Hanp. MepopaiHy KOPTHKOCTEPOHH, AaHTHKOATYIAHTH K4aTO
Bap(apHH, CENEKTHBHH HHXHOUTOPY Ha OOPATHHA 3aXBaT Ha CEPOTOHMHA HIIH aHTH-TPOMOOLIMTHY
areHTH KaTO acITHpPHH, CJIeaBAa Aa OBAAT NMOCHBETBAHH Ja 4 BHEMATEIHH (BIDKTE pasaen 4.5). Ipu
[104Ba Ha CTOMAINHO-UPEBHO KEPBeHE WiH oOpaszypaHe Ha A3Ba [IPH MAUWEHTH, NIpHeManii
Humesynua, neveHneTo cnenpa Aa ce NPeyCcTAHOBH.

HCIIBC crneaBa fa ce napar ¢ MOBHIIEHO BHUMAHKMES HA NALMEHTH ¢ aHAMHE34d 34 CTOMAITHO-
upeBHH 3a00mABaHuA (A3BeH konuT, Gonect Ha KpoH), Thil KaTo CHCTOSHHETO HM MOXKE Ja 6
BiOMH (BHXKTE paszen 4.8 - HexKeJIaHH peaklMH).

TauMeHTH B HANPEAHANIA BB3PACT; NPU NAlMEHTHTe B HATIPSAHATIA BB3PACT ce Habmonasa
YBEJIHYEH 9ECTOTA Ha HexxenaHuTe peakia kbM HCTIBC, no-cnenyanio cTOMAHO-9peBHO
KbpBeHe 1 nepopatms, KorTo Morar Aa 6waar patanau (Bwkre pasnen 4.2). Crexoarenso e
Heo6X0AUMO NOAXOAAIN0 KIMHHYHO MPOCieAsBaHe.

Kapanopacky/iapHaH H NepeOpoBacKyIAPHHE peaklHH

HeobxoauMo € Ja ce OCHIYpH IOOXoAAIo Habaro/eHHe H ChBET 38 MAIIMEHTH ¢ AaHAMHE3a 33
XHIIEPTOHHS H/HITH JIEKA A0 YMEpPeHa KOHIeCTHBHA ChpAeTHa HeloCTaTh4HOCT, Thit KATO MMa
crO0IEHH 33 OTOLH H 3a1phiKKA Ha TEYHOCTH, cebp3aHy ¢ nedenuero ¢ HCIIBC.,

KNHHMYHE NpoyYBaHHS H eMHASMHOIOTHYIHH JAHHH [I0K43BaT, 9e ynorpebara Ha Haxon HCTIBC
(0cobeHO BLB BHCOKH JI03H H IIPH NPOARDKATENHO NPHIIOKCHHE) MOXe fia Gbe CBbp3aHa ¢ IeKo
TNIOBHIIEH PHCK OT apTepHAIHYA TPOMGOTHYHY CHGHTHA (HATIPAMEP MEOKapAeH HHOAPKT KA
nrcyaT). HaMa 10cTaThYHO JaHHH, 34 A3 ¢e H3KIIOWH TaKbB pHck Hpu HHuMesynmuz,

[MauMeHT™™ ¢ HEKOHTPONKMPAHA XUNEPTOHHA, KOHMeCTHBHA ChPAEYHA HEAOCTATHYHOCT, YCTAHOBEHA
Hexempna 6onecT Ha CEPLETO, 3afosaBane Ha NepudepHITe apTepHH WHIN MO3bUHO-ehAGE GolecT




CBPACUHO-CHIOBH CHOMTHS {HANp, XMNEPTOHHS, XHIEPIHITHAEMHS, 3aXapeH auaber,
TIOTIOHOITYIIEHE).

Toit kato Humesynua Moxe aa nopnuse Ha Gysxauara Ha TpoMmGouuraTe, Toi TpAGEA 18 ce
H3TI0/13B4 BHUMATENHO TIPH NALMEHTH ¢ XeMOpATHYHa AHaTe3a (BIKTe chilo cekimd 4.3.). Ho
Humesymin He e 3aMecTHTEN Ha ALETHICATHIMIOBATA KHCETHHA 38 ChPAEHOCHAOBA
npoHnaKTHKa.

BovOpeunu pearin

TIpu nanmenTH ¢ GEOPEUHO WIH CHPASYHO YBPEKAHE Ce H3UCKBA OCOOEHO BHMMAHHE, Thil KATO B
pezynTar Ha ynotpebara Ha HuMesyiiun Moxe ja ce HaGnroza BiomasaHe Ha 6s6pednara
¢yHxima. B caydaii na plomaeane yieuerueto Tpabea ga 6ble NpeyCTAHOBEHO (BHKTE CHILO
CeKIus

4.5).

Koxcnu peaxuuu

MHoro paako ce cHo6/IaBa 32 CEPHO3HE KOXKHH PeaKIHH, HAKOH OT TAX (paTanku, KaTo
ekconupall JepMATHT, CHEIPOM Ha Stevens-Johnson H TOKCHYHA eNMEAEPMaIHa HEKPOJIH3a,
cepp3anH ¢ mnonzeadero Ha HCIIBC (sioxre pazaen 4.8). [1o-BUCOK pHCK OT T€3H peakUiH ce
HabmoaaBa B HAYAIOTO Ha TEPalMATa, KaTo B [IOBEYETO C/Iy4ad PeakiuATa ce NpoABABA B paMKHTE
HA IBPBHA Mecel OT eueHeTo, [lpreMsT Ha HumMesyman criepa Aa ce MPEYCTAHOBH NPH repea
MOABA HA KOskeH OOpHB, paHH IO JIMTaBULIATA HIH APYTH NIPH3HAIH HA CBPBXYYBCTBHTEIHOCT.

Penpooyxmusnu dhynxuuu

Ynotpebara Ha HuMe3ymi MOsKe A2 YBpeIU PenpoXYKTHBHATA (YHKITHA TIPH JKEHH M He Ce
NPENOPLYBa NPH KEHY, KOWUTO Ce ONMMTBAT A2 daueHar. [ipw jxemu, u3nuTBalM TPYAHOCTH NpH
3a4eBane HIH NOANOXKCHH Ha H3cneABaHe 3a Oesnuioue, ce nNperopLYsa NPeKLCBaHe Ha
ynotpeGaTa Ha Humesymnz (BroxTe ceximsd 4.6).

Aynun 100 mg TabmeTkH ¢hABpKa NAKT034a, CICAOBATETHO NAIHCHTH ¢ PEAKH HACICICTBCHH
npodneMH Ha TalakTo3HA HEIIOHOCHMOCT, Lapp akTaseH AepHIMT Wik NNOKO30-TAaKT03Ha
manabeopbuus He TpAdBa Ja NPHEMAT TOBA JIEKAPCTBO,

4.5 JlexapcTBeHH H APYrH GOPME Ha B3aAMoAeiicTBHE
dapMakoIUHAMKYHE B3aBMOJeHCTERS

Jpyr# HecTeponaHH npoTusoeb3nanturentd cpeacrea (HCIIBC):

Kom6unaimsa na Humesviua taGrerku (Biokre cexums 4.4.) ¢ {pyTY HECTEPORIHU
MPOTHBOBB3MATHTEIHA JIEKApCTBa, BIVIIOIHTETHO ALETHICATHIHIOBA KHCeNHHA, NPEANHCBAHH B
NPOTHBORBANATHTEHH JO3H (2] g KATO eIHOKpPATEH pHEM HIH >3g KaTo JIHEBHA 103a) He ce
Tpenopr4Ba.

Koprukocrepouau:
TIoBHINEH PHCK OT CTOMALTHO-YPEBHO KEPBEHE Wil 00pasyBaHe Ha A3BH (BIKTE T. 4.4).

AHTHKOATYAAHTH:
HCIIBC moske fia 3aCHIST eekTa Ha AHTHKOAryJiaHTHTe, KaTo BapdapHH (BipKTe pasaen 4.4).
TIanMenTH TpeTHpaHH ¢ Bapdapun, Win nogo0HU AHTHKOAryJIaHTH, ¢a H3TI0KEHH HA NOBHIIEH PHCK
OT YCIIOXHEHHA C KbpBeHe NpH yrotpe6a na Humesynuz. 3aToa TasH KOMGHHAIIAA HE Ce
npenopbyBa (BHKTE CHINO ceKUMA 4.4.) H € IPOTHRONIOKA3aHa MPH HALMEHTH ¢ OCTPH CMYIIEHHA B
KPBLBOCECHPBAHETO (BIDKTE CHILO cekiiust 4.3). Ako KomGHHalMATa He Moske Aa Obae Hibernara,
aHTHKOAry/laHTHaTa AekiHocT Tpalsa da Obae cneneHa otONM30.

AHTH-TPOMGOLMTHH ATEHTH K CEJICKTHEHH HHXHOHTOPH HA OGPaTHHSA 3aXBaT HA ¢4
(SSRI): noBHilleH PHCK OT CTOMANIHO-IPEBHO KbpeeHe (BIWKTE pasnen 4.4).



JuypeTHiH, HEXHOHTOPH Ha aHTHOTeH3HH-KOoHBepTHpaIHA eH3uM (ACE HHXUOHTOPH) H
anrvoTensud 1 antarondetd (AIIA):

HCIIBC Moxe na HaManaT epHKacHOCTTa Ha AHYPETHUMTE H Ha JPYTH JIEKAPCTBA 332 KOHTPON HA
KpBBHOTO Hasarane, IIpH HakoM nauvenTH ¢ HamaieHa 6x0pedHa dyHKIHA (Hanp. IeXHAPaTHPAHH
NAIMEHTH HIIH XOpa B CTApYECKa BE3pacT ¢ HapymeHa Ox0peuHa QyHKimA), efHOBPEMEHHHS NPHEM Ha
ACE HHXHOHTOp H HHXHOHTOPH Ha LIHKIO-OKCUTeHa3aTa MOTAT Ja JOBESIAT A0 MPOrpecBHO
BNomaeaxe Ha 6B6peunaTa QYHKUAA, BKIIOYHTEIHO JO BEPOATHOCT OT ocTpa Gp0peuna
HEIOCTaThYHOCT, KOATO 00MKHOBEHO € obpaTHMa.

TToapaTa Ha Te3H BIAMMOIEHCTEHNA ClieBa Aa Ce MMa NpeABHJ NIPH NALHCHTH, KOHTo TpAdBa 1a
npuemar Humesynun zaeguo ¢ ACE mixuburopu win ATIA. Eto 3amo Tasu xoMGuHainia o1
nexapcTBEHH MPOAYKTH TpAOBa Aa ce Jasa NpeAna3THBO, 0COOSHO HA NAMEHTH B HAMNpPS/THANA BE3PacT.
[lanpenTHTE CneaBa qa 6uaaT No6pe XHAPATHPAHH H A3 C€ AHAIM3HpPa HeOOX0MHMOCTTa OT
npocneagpaHe Ha GpOpedHaTa QYHKIMA PH 3a104YBaHe HA CHBMECTHATA Tepariks U IEPHOAHYHO Clie]
TOBA.

DapMaKOKAHETHYHH B3auMOJcHCTBHA: siangane Ha Humes BEPXY dapMakoKHH Ta
JNEeKapCTBEHH PO

Oyposemun;

ITpu 3npasu vHAHBHIH Humesynuy HaMaiaea edexta Ha DyposeMHI BEPXY OTACNSHETO Ha HATPHIA, M B
Mo-Manka CTENEH, BhPXY OTAENAHETO Ha KM M peRyLupa AuypeTudnud edext. B pesynrar Ha
€IHOBPEMEHHOTO NpHeMane Ha HuMeaynua 1 ®yposemuy ce HaGmonasa HamajBage (¢ okoio 20%)
#a AUC, KaxTo B 5o KyMYIaTHBHOTO oTneasne Ha Oypozemun, 6ea na ce normuse weroBus 6n6peyen
KITHPBHC.

ExnnoepemenHara yriotpeta Ha @yposemun v Humezymua 1abneTky H3HCKBA BHHMaHHE [IPH MALHEHTH,
NpeapasnooXeHH KbM GHOPETHH M ChpJedHH CMYILEeHN s, OIHCAHH B ceKimd 4.4,

JlaTwii:

YCTaHOBEHO €, Ye HECTEPOMAHHTE IPOTHBOBB3NATHTEHH CPEACTBA HAMAIIABAT OTACIAHETO Ha IHTHH, B
pe3ylITaT Ha KOeTo ce NOBMIIABAT IUIA3MEHHTE HHBA M TOKCHYHOCTTA Ha NHTHHA. Ako Humesymua
TabneTKy ce NpeATMIIe Ha NAaLMERT, IOAJICKEH Ha IMTHEBA TePATia, KOHLCHTPalATa Ha JIHTHHA
Tpabga peZIoBHO Jia ce TIpoceaBa.

[oTeHUMATHATE (PApMAKOKHHETHIHH B3aHMOAEHCTBHS ¢ [MTHOeHKIaMK), Teoduinn, BapdapHH,
JHUTOKCHH, IIAMETHAMH ¥ AHTHAIIMAHH CpeicTRa (Hanp. koMOHHALMA Ha ATyMHHMER ¢ MATHE3HEB
XHAPOKCHA) CHILO ¢4 HichaeABaHy in vivo. He ca naOmonasanu HUKAKBM B3AMMOSHCTBHA ¢ KIWHHYHO
3HAYCHHE,

Humesymaa vaxudupa CYP2CY. TiasMenuTe KOHUEHTpaLHH Ha JI€KapcTBa, KOHTO ca cyOcTpaT Ha
TO3H €H3HM, MOTAT ja Ce YBEJIHYAT NPH eHOBpeMeHnaTa ynorpeba ¢ Humesynua tabnerkna. Tpabea na
ce 00bpHe CrIeMATHO BHHMAHKe, ako HuMe3yauy e H3no3BaH I0-Mallko oT 24 Yaca npeH HiM e
JIeYeHHEe C METOTPEKCAT, 3alll0TO CEPYMHOTO HHBO HA METOTPEKCAT MOXKE [1a C¢ YBEIHYH, a
CJIeAOBATeITHO H TOKCHYHOCTTa Ha ICKapCTBOTO CHIIO MOXKE 1a HapacHe.

3apagu eexta cu BHpXY OBOpeYHHTE NPOCTATTAHIWHN, HHXHOMTOPHTE Ha IIPOCTATNIARIHHOBATA
CHHTe3a, Karo HAMe3ynua, MOTaT 12 YBEIHYAT He(PPOTOKCHIHOCTTA Ha HMKIOCTIOPHHHTE.

DapMaKOKHHETHYHH B3auMoaeicTRHA: BIMIHHAE HA M JCKApCTBeHH BHDX

thapMakxokuHeTHKATa HA HUMesymun

Hscnefisanns MH BHTPO NOKA3BAT H3MecTBaHe Ha HUMe3y/ua oT MeCcTaTa Ha CBbP3BaHe OT CTPaHA Ha
TONGYTAMH]L, CANMIIMIORA KACENTMHA M BAINPOEBA KHCeMHAA, HO BLIPEKH Bh3MOKEH €
rnasMeHuTe HUBA, TE3H B3aUMOJCHCTBHA HE Ca ¢ AOKA3AHO KIHHHIHO JHAYCHHE. .~




4.6 BpeMenHoCT H KbpMeHe

Vnorpebara na Humesynua TabneTky e MPOTHBONOKA3aHa Mpes TPETOTO TPHMECey e Ha GpeMEHHOCTTa
(Buxre 4.3).

[Mono6uo Ha ocrananute HCTIBC, Humesymup taGnetku He OuBa a Ce PHEMA OT KEHM, ONUTBAMMA
ce 1a 3abpeMenesT (k. 4.4).

Bo3npenareTBadeTo Ha CHHTE3a HA NPOCTATIIAHANH MOXKE /ia ¥Ma HeTaTHeeH ehexT BupXy
OPEMEHHOCTTa H/HITH pa3BHTHETO HA TIIOJA.

PesyraTiTe OT eNMASMHOJIONAYHE R3CISABAHNA TIOKAZBAT NOBKILSH PHCK OT CIIOHTaHeH abopT K OT ChpaedHa
MaIQOPMALIHS H TACTPOIIH3KC CJie/l H3NON3BaHe HAa HHXHOHTOP Ha CHHTE3a Ha TIPOCTATIAHANH B HARATHIA
cranuii na 6pemMeHHOCT. AGCONIOTHHAT PHCK OT ChpAeHH MAT(opMaIHH ce ToBHNIaBa oT oA 1% ao okono
1,5%. Cunra ce, e pHCKET ce YBE/INYABA ¢ YBEIM4ABaHe Ha J034Ta H IPOAL/DKHTENHOCTTA Ha TepanuaTa.

[Ip¥ KMBOTHHTE HPHEMAHETO HA MHXMOHTOPH Ha CHHTE2a Ha IIPOCTAT/IAHAKH IPOBOKHPA NOBHIIABAHE HA
npe- ¥ cliefl- HMIUTAHTAIMOHHATA 3aryba H CMBPTHOCTTA Ha Ioga. OceeH TOBa ce cho0MlaBa 38 YRETHYCH
6poii cnydaH HA PA3THYHE MaaGOPMaLHK, BKTIOTHTENHO CHPIEHHO-CHA0BH, IPH }KHBOTHH, HA KOHTO B
NepHOAa HA OPraHoreHe3a ca MpPHAMKeHH HHXHOUTOPH Ha CHHTE3a HA NPOCTATIaHAMH.

MacieipaHHATA HA 3ai} MTOKA3BAT ATHIIMYHA PEMPOSYKTHBHA TOKCHIHOCT (BHKTE CEKIHA 5.3), HO HAMA Ha
Pa3noNOKEHHe JOCTATHYHO JAaHHH 3a yroTpebara Ha Humesynun Tabnetky, or 6pemennu xeHH. Taka de
TIOTEHIMA/THAAT PHCK 33 XOPa HE € YCTAHOBEH C TOYHOCT, 3aT0BA HE Ce NIPenophyBa NPEANUCBaHETO Ha
JIEKAPCTBOTO Mpe3 PBUTE B¢ TPHMECSTHA Ha OpeMEHHOCTTa, OCBEH B CydanTe, Koraro ¢ abcomoTHo
HEeOOXOIHMO,

Axo Humesynua TabneTKH ce H3IOA3Ba OT JKEHa, KOATO ce OITHTBA Ja 3a9¢HE HIH 110 BpeMe Ha MHPBOTO H
BTOPO TPHMECEUHA Ha GpeMEeHHOCTTa, 703aTAa U IPOJBDKMTETHOCTTA Ha JIeUeHHe Clie/iBa Aa 6BIaT Bh3MOXKHO
Hali-ManKH.

IIpe3 TPeToTO TpUMECedHe Ha GPEMEHHOCTTa, BCHIKH HHXMOMTOPH Ha CHHTE3a Ha IMPOCTATIAHIHH MOTAT Ja
H3n0M¥aT

* HNOALT HA PHCK OT:
- chpHeuH0-6enonpotHa TOKCHYUHOCT (¢ MpeaeBpeMEHHO 3aTRapsane Ha Boranosua kanan u 6enoapoGHa
XMIIEPTEH3HA);
- 6BOpeuna AUCHYHKIMA, KOATO MOXKE I TIporpecipa Ao GpO0peuHa HEAOCTATHYHOCT C ONMTOXMAPAMHNOH
(HEAOCTATHYHO KOMHYECTBO OKOIOIUIONAHH BOJH);

* MaiikaTa 4 HOBOPOACHOTO, B Kpad Ha OpEMEHHOCTTa, Ha PHCK OT:
- BB3MOXHO YILIDKABAHE HA BPEMETO 38 KbPBEHE H AHTH-TPOMOOIMTEH edeKT, KOHTO MOXe Ja ¢& IPOSBH
AOPH IpH MHOI0 HHCKH TO3H;
- NOTHCKAHE HA MATOYHUTE KOHTPaKLMK, KOETO BOAH 10 3a0aBsHe WM YIL/DKABAHE HA POMMITHHA NPOLIEC,

Eto 3amo Huamesymia TabieTky e NMpoTHBOTIOKA3AH 1O BPpEMe Ha TPETOTO TPHMECEIHE Ha OPEMEHHOCTTA.

Hama aandy nanu Humesymun ce oTaenst B MaifYMHOTO MIIAKO.
Humesy/ua € NpoTHBOMOKA3aH NpH KbPMEHE (BLskTe cekimd 4.3 u 5.3).

4.7 Bansgne BLpXY cuocofHocTTA 32 ModHpaHe B paboTaTa ¢ MAIIAHM
He ca npopeneHn H3CIeABaHHA OTHOCHO eekta Ha Humeaymun sxpxy cnocobHocTTa 328 mopupane 1 pabora ¢
mawraHe. Ho namienTy, IpH KOMTo ce Hafoqara 3aMasHOCT, BUeHe Ha CBAT MIIH CBHAMBOCT cliefl ynotpebaTa
Ha Humesynuz TpsaGea aa ce Be3aspikaT oT Wodupate 1 paboTa ¢ MALHHH,

4.8 Hexxenann JIeKApCTBEHH PeaknuM
a) O6mo onacanne

Kiunnaun Npoy4saHis 4 eMAAEMECJIOTHYHA JaHHH [TOKA3BAT, Ye yrioTpebara Ha Hy B OspbeHo
BB BHCOKH [I03H ¥ IPY IPOABIDKUTEITHO NPHIMKEHHe) MOke Na 6ne cebp3aHa - ; 2
apTepHaIHR TPOMOOTHYHH CBONTHS (HaNpuUMep MHOKapAeH HH(APKT HIH HHCYTY




JIoKIaABAHH ¢a MHOTO PEIKH CTydal Ha KOXKHH peakifiy, BRIIOYHTEHO CHEAPOM Ha Stevens-Johnson u
TOKCHMHA CMAACPMAaJIHA HCKPOJIHA3Aa.

Haii-uyecTo HabmoaaBaHUTe HEXealH PeakiHH ca TaCTPOHHTECTHHANIHH No xapakTep, Moxe fa ce nosen
NernTHYHA 93B3, NepGOPaLiA HIH raCTPOHHTECTHHAITHO KbPBEHe, MOHAKOTa (aTalHH, NPEMHMHO HpH
TIALIMEHTH B HATIPEAHAIA BE3PACT, MOXE Ja Ce ClydH, (BIDKTe pasjen 4.4).

Crobiaga ce 3a ylepaTHRes CTOMABTHT, FafieHe, OBphIaHe, abnomupanka Gonka, MejieHa, NHapus,
draTyNeHIHA, KORCTHNALMS, ZMCTIETICHS, XEMATeMe3a, ek3aLepbaris Ha Koiut H Gonect Aa Crohn cnex
npuemM (BIxTe pasgen 4.4).

Tlo-paaxo ce HabmoAaBa racTpyT.

6) TaGnAua BA HeXEAHHA JEKAPCTBEHN peaknnyu

HacToAlusT ¢CIMCHK ¢ HexKe/IaHH JIEKAPCTBEHH peakiu ¢ 6a3hpa Ha JAHHH OT KOHTPOJMHPaHH KITHHHIHH
npoyusaHuA (rpubmmurento Ha 7800 nmauyeHTH), KaKTO H OT MOCT-MApKeTHHIOBO NpOyYBaHe, KaTo
TOJTY4EHHTe pe3YJITaTH ca KNaCH(PHUIMPAHH 10 CIACHHUA HAYHH:

mHoro ectd (>1/10); gectr (>1/100, <1/10), neuectu (>1/1,000, <1/100); penxu (>1/10,000, <1/1,000);
MHoro peak# (<1/10,000), BRIIOMHTENHQ HINTHPAHH CITy4aH.

apyuienus He Kpoema C/IKH AneMus*
EozpHOpHH*
MHoro peaxu poMOOLUTONCHAA
TaxuprroneHH
LIypuypa
apywIenus NG UMYHRAMA CHRCIEMO Peaku CBpLXYYBCTBHTEIHOCT*
HOT'O PEIKH A paduIaKCHT
Hapywierua na memabonuzma u Panko X unepkameMus *
xparenemo
ITcuxuynu napyenus F’emm lflisnoxoﬁcmo*
HEPBEHOCT™
Kommapu*
\Hapyuienun na Hepenama cucmema HeuectH BamadHocT*
[MHoro penkn T naroBonme
CHHINBOCT
Exuedanonarus (CaaapoM Ha Peif)
Hapywienus rna ouume PeakH BaMBraeHo 3peHne*
IMHOro penxs APYIIICHO 3PEHHE
APYIERUR RA YXOMOo U Jabupunma HOI'O peJKH HEHE Ha CBAT
Copoeunu napyuienun Penku Taxuxapaus*
Co008u HApYUIERUN HeuectH X umepreHsus*

[Peaxu KpseoH3mmB*
ecTaOHTHOCT Ha KPBEHOTO HandraHe™*
opellH BBTHH*

Pecnupamopnu Rapyienun ggecTH crHes*

IMHOTO penxH AcTMa

BpoHXOCIAZBM
MAUIHO-YPESHI HAPYUICHUR YecTu ITnapus*
anene*
oBpbiIaHe™




HeqecTH

anex*

DnaryneHuma*
FracTpOMHTECTHHATHO KbPBEHE
JlyoneHanHa s38a H nephopaitus
CroMamHa s38a U nepdopaims

P\{HOFO peIKH

Kopemus OolKA

TacTpur*

JTacnencus

CroMaTuT
eeHa

Xenamobunuapru napysuenius (BIKTe
4.4."CrieHantH NMpeayNpesKaecHHS H MEPKH

3a yroTpeba’)

HecTH

[TorHImeHH YepHOAPOOHH eH3uMM*

MHoro peaxu

XemaTur

DyIMHHAHTEH XeNaTHT (BKJI. CMBPTHH
CITy1aH)

DK'EIrrensia

Xonecrasa

Hapywienua ua xodxcama 4 ROOKoOMNCHama

rmxan

HevecTH

Flpypuryc*
O6pus*
CHJIEHO H3moTaBane*

Penxnu

Eputema*
epMaTHT*

MHoro peaku

Y pTHKapHs

A HTHOHEBPOTHYEH OTOK

€B OTOK

MynTradopMeHa epHTEMA

ICunzpom Ha Stevens Johnson
TOKCHYHA eNHIepMAlIHa HEKPO/IH3a

apyuwienus na Golpeyume u nUKoYHUME
nomuia

Penkw

Nuzypus*
X eMaTypHa™

Muoro peaku

BEOpeuna HeZOCTATEIHOCT
BazpbkKa Ha ypuHa*
Onurypui
HurepcTiiaieH HehpHT

Q6w napymwenus

Heuectu

Enema*

Penru

(DU3MYECKO Hepasnonoxenye®
06ma dpusugecka oTnagHaTocT*

Muoro peakn

XunorepmMua

*gecToTa, 6a3MpaHa Ha KIMHHUHHTE
NpOYIBAHHA

Crofmarane Ha NONOIHPAHY HEXEIIAHH PECAKITIHH

Cho0uwaBaneTo Ha IOAO3HPAHN HEKENAHY PEAKIUK CRES Paspentasane 3a ynorpeta Ha NCKAPCTBCHIS NPOAYKT €
paxro. Tosa 1103BoNABA Ja MPOABLKH HAOII0AEHHETO HA CHOTHOLIEHHETO IOJI3a/PHCK 33 IEKapCTBEHMS
nponykT. OT MEAMIHHCKHTE CIIEHHATHCTH Ce H3UCKBa Ja ChoOImaBaT BeAKa MOA03MPAHA HeXKeNlaHa peakiid 9pes
HAIHOHANHATA CHCTEMa 33 chobmarane: M3mbpaHMTeNIHA areH1Ms No JiekapeTeara, yiu. Jaman I'pyer Ne8, 1303
Codus, Ten.: 359 2 8903417, yebcaiit: www.bda.bg.

4.9 Iipenosnpane
CHMITOMHTE el OCTPO MPeAOIHPaHe ¢ HECTEPOHAHK MPOTHBOBBIATHTCHHA CPEACTRA OOUKHOBEHO C€ CBEXAAT
10 JIETApTHA, 3aMagHOCT, TaJieHe, [IOBPhILaHe, 60/Ka B eNHracTPHyMa, KOHTO 10 MPHHIMN ¢a o6paTiHMu cnen

MeIHLMHCKA oMo, Moske 1a ce HabmoaaBa racTpoHHTECTHHATHO KbpBeHe, M3pecTHH ca ¢

Cnen npeo3upaHe ¢ HECTEPOMAHH IPOTHBORE3NATHTENINY CPEACTBA, HA TAlHe
CHMIITOMATHYHA ¥ MeJMupHCKa noMous. Hama cremdiany anTHaoTd. He crme:



OTCTpauaBaHeTo Ha HumMe3ymmua upes XeMOAHANN34a, HO OCHOBaBaikH ce Ha BUCOKATA MY CTETIEH HA CBbP3BaHe C
IUIa3MEHH MPOTeHHEN (10 97,5 %), HAMA rolAMA BEPOATHOCT HANTH3ATA [1a € 0T NO/I3a MPH NPENo3HpaHs.
[Ipeau3BHKBAHETO Ha MOBPBIAHE W/WTH akTHBEH BhriieH (ot 60 1o 100 g NpH BE3PACTHH) H/HWIH OCMOTHYHH
cnaGHTeMHK CPeACTBA MOTaT Ja Obaar NpeAlHCcaH! Ha NAalHeHTH 4 4aca Cel MOTTBILAHETO, TIPH KOHTO ce
HaDMOMABAT CHOTBETHHTE CHMITTOMH HJIE KOMTO Ca MOENH roJiiMa CBPbXA03a. 3acHieHaTa AHypesa,
AJIKANTM3IUPAHETO HA YPHHATA, XeMOAHATH3ATA WIH XeMoniepdy3Ha MOTAT fia ¢e OKaxaT be3rione3ny nopagH
BHCOKOTO NMPOTEHHOBO cBhp3Bane. BrOpeunaTa u yeproapobuara dysKia Tpabea aa 6baaT HabmoxasaHu
oTOnM30,

5 PAPMAKOJOTMYHH JAHHHN
5.1 ®apmaxosHHAMHYHE CBOHCTBA

@dapmakoTepaneBTHIHA TPYHA:
ATC knacadukauma: MO1AX17

Humesynun ¢ nectTeponaHo npotusossananurentio cpeactso HCTIBC/ ¢ anareTHuln ¥ aHTHITHPETHIHR
cBoiicTBa, KOETO AeHcTBa KaTo MHXHOHTOP Ha eH3MMa IMKJIOOKCHTEHA3A Ha [IPOCTar/IanIHHOBHA CHHTES.

5.2 PapmakokEyeTHYIHR CBOHCTBA

Humezymma ce abcopbupa nobpe, npuemasn nepopanso. Ciiesl enuengHa nosa ot 100 mg Humesynun npu
BEZPACTHUTE C& OCTUTa BHPXOBO MNa3MeHo HuBo ot 3/4 ml/1 cnen 2-3 yaca. AUC=20-35mgh/l. Hee
Habm0JaBaHa HHKAKBA CTATHCTHYECKH 3HAUAME PaziMKa MEKIY IIOCOYEHHTE pesynTary u Te3H cien 100 mg,
[pHEMaHH 2 ITETH AHERHO B NPOAWDKEHHE Ha 7 JIHH.

CeppaBane 10 97,5% ¢ 1nasMeHd NpOTEHHH.

Humesyamua ce MeTabonn3upa eKCTCH3HBHO B UepHMs Apob, crenBaliku MHoroGpoiinn merekH, Bk Lproxpom
P450 (CYP) 2C9 uzoen3umMu, Taka ye HMa NOTEHIHAIHA BE3MOKHOCT 34 B3aMMOEHCTEHE HA NIEKAPCTBOTO IIPH
¢IHOBPEMEHHATA yHoTpeba Ha nekapeTaa, kouTo ce MeraGommsupar apes CYP2C9 (pik cexund 4.5). OcHOBHHAT
MeTaboMuT € IapaXuIpOKCH AEPHBAT, KOHTO € ChIIO (papMako/OrHyHO AKTHBEH. BpemMeTo o nosBaTa Ha TO3H
MeTaGonMT B LMPKY/IaLMsTa € KpaTko (oxomno 0.8 9ac), Ho dopMHpaIaTa My KOHCTAHTA HE € BHCOKA H €
3HAYMTENTHO HO-HUCKA oT abcopbupainara koHcTaHTa Ha HuMeaymup, XuApOKCHHUMEYHIABT € CAHHCTBEHUAT
MeTaboMuT, OTKPHT B nNa3Mara M € NouTH |H3nwio komorupad, /Tiy/ € Mexxy 3,2 # 6 vaca.

HuMe3yIHx ce eKCKPETHpA IMABHO B ypHHATa /cpeaHo 50% oT npHeTara no3a/.

Camo 1-3% ce u3xBHPNA B HEMpoMeHeHa GopMa. XHAPOKCHHHME3YNHI, OCHOBEH MeTaboNHT, ce
OTKpHEBA caMoO KaTo Tmokyponat. Okono 29% ot no3ata ce eTMMUHApA, Clief MeTabo/u3upate BB
tdexammTe.

Kuneruunara kapruna Ha HuMesynmz ocraa HepoMeHeHa HpH No-Bh3PACcTHH MMALHEHTH C/iel IPHITaraHe Ha
HHTCH3HBHH H HEKOJIKOKPATHH JO3H.

B MHTEH3HBHO eKCTIEPHMEHTAITHO H3CIIeABAHE, TPOBEAEHO NpPK MAIMEHTH C JISKH 10 yMepenH Os6peunn
yBpexaanud (kpeaTHHUHOB Knuphue 30-80 mi/min), cpaBHEeHH CBC 3APABH AOOPOROILM, EHPXOBHTE MUTA3MEHH
HHMBa Ha HUMe3ymua M Ha OCHOBHUA MeTAOOMMT He & NO-BHCOKH IIPH NAUMEHTHTE ¢ YBPEK/IaHAA, OTKOJIKOTO
npu 3apasute godporonum. AUC u tl/2 B ca 50% Ho- BACOKH, HO BHHATH B PAMKHTE HA KHHETHUHHATE CTOHHOCTH,
HabmonaBaHH npys HUMe3ynua y 3ApaBH Y9acTHHLH.

IlopTOpHOTO NpHEMAaHe He BOIH 10 KyMY/IHpaHe.

HumMe3ynuz € IpoTHBOIOKA3aH NPH N2MEHTH ¢ YepHoapoSHa HeIOCTATHYHOCT (BHK cexups 4.3).

5.3 IlpeaxkInANYHH 2HHE 34 5E30MACHOCT
B3 OCHOBA HA KOHBEHLMOHAJIHHTE M3TMTEAHHA 32 (apMaKoJorHyHa 630MacHOCT, TOKCE




racTpOMHTECTHHANHA, 6BOpedHa K YepHOAPOOHA TOKCHIHOCT. I1pH H3C/IeIBAHUSNTA 3 PETTPOYKTHBHA
TOKCHUHOCT ¢a HabIioaaBaHH eMOPHOTOKCHYHE M TepaTOreHHH eeKTH MpPH 3aHIM, HO HE H [IPH IUTHXOBE, Ha
NO3H ¢ HETOKCHYHO 33 Maiikara HUBO. [IpH IIsX0BeTe Ce HaOMONaBa YBEIHYCHA CMBPTHOCT Ha HOBOPOZICHHTE B
PaHHHA CNeAPOKIEH Nepuos, a HuMesynuza okasea oTpHIaTeNeH epeKT BBPXY ILIOOBUTOCTTA,

6 PAPMAIIEBTHUYHN TAHHH

6.1 CnHCBEK HA TOMOIIHATE BeNleCTRa
Tabumemxu.

HATPHEB JOKY3aT
XHAPOKCHIPOTIHILIETYI034

TAKTO33a MOHOXMAPAT

MHKPOKPHCTATHA LETyTo34

HATPHER HHIIECTCH INTHKONAT
XHAPOTEHHAPAHO PACTHTETHO MAC/O
MAarHe3ueB CTeapaT

6.2 HecLBMECTHMOCTH
He ca n3pectHH.

6.3 Cpok Ha rogHOCT
S romuER.

6.4 Cnenuanng ycioBus 33 ChXpanenne
To3u npoAyKT He H3KCKBA CIIEHHANHE YC/IOBHA 3a ChXPAHCHHE.

6.5 JlanaA 32 OMAKOBKATR

Aynun 100 mg tabnerku ce noctaes B PVC/anyMunuii 6HcTepH, NOCTaBeHH B KapTOHEHA KYTHA,
chabpxama 6, 9, 10, 15, 20 win 30 tabnerkn.

He BcHuKH BHZOBE ONAaKOBKH MOraT fa 6BIAT IycHaTH HA TTa3apa.

6.6. Cienna/HR NpeANa3HA MEPKH NPH H3IXBhLPIsSHE
Hsama cneumanny MBHCKBaHHA

7. MPHTEXATEJ HA PAIPEIZIEHAETO 3A yHOTPEBA
Aumxenunn @apma Brarapus EOOJ Gyan. "Acen Hopnanos” 10, Cobus 1592, buhrapus

8. IPEUTEXATEJI HA PAPEIIEHHUETO 3A MTAPAJIEJIEH BHOC
“Becta Men” EOOJ, yn. Kvruo Cropues Ne8, 5350 TpapHa, bairapus

9. PETHCTPAINIMOHEH HOMEP
9600168

10. TATA HA ITbPBATA PETUCTPAIIMA/MTIOAHOBSIBAHE HA PETHCTPATIUATA
13.08.1996
04.08.2008

11. MOCAEJAHA PEJAKIIHA HA TEKCTA 2014




