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WaNb/IHNTENHA ATEHLUS NO NEKAPCTBATA
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Aynun 100 mg rpanyiu 3a nepopaina cycnensni
Aulin 100 mg granules for oral suspension

KAYECTBEH ¥ KOTHYECTBEH ChCTAB
Besiko caie cbbpika 100 mg Nimesulide (Humesynnn)

TToMOLLHK BELECTBA ¢ H3BeCcTeH ederT: 3axapo3a
3a MbJIHKS CNHChK MOMOLIHH BCLIECTBA, BHIK 6.1

JEKAPCTBEHA ®OPMA
I'panysin 3a nepopania cycnensus.
JKbar rpanynupas npax.
KJIMHAYHHA JAHHU
TepaneBTHIHHE NOKA3ATHI

Jlcuenne na ocTpa Gonka. (BHsKkre T. 4.2 ).
I TbpeUtHa HCMEHOPEA.

Humesyin Tpabea 1a ce MPe/lllMcBa CamMo KaTo JIEUCHHE OT BTOPA JIHHHA.
Pelenvero aa ce npeanmie Humesynua tTpsOea la c¢ OCHOBaBa Ha OlCHKA Ha OOLIHTE PHCKOBE
NPH OTACTHHA NATHSHT (rikre 1.43 n1.4.4).

JosupoBra H HAYHH HA MPHIGKCHHE

AysivH rpauy v Tpabea aa ce npuiara 3a Bb3MOKHO Hal-KPATLK IEPHOA OT BPEME, B 3aBUCHMOCT OT
KJIMHHUYHATA CHTYalHUA.

Munumannarta epexTHBHA J103a TPAOBA aa ce npuiara 3a Bh3MOKHO Hak-KpaTKns MepHojL 0T BpeMe,
34 1@ ce HAMAIAT HesKenanuTe peakunu (Bnre T.4.4 ).

MakcHMa1iaTa MpoAbIKHTENHOCT Ha neuebHua kype ¢ Humesynnse 15 anwm.

3a pb3IpacTHU:
Humesynia rpanynu no 100 mg ABa mbTH JIHEBHO CJIE/1 XPaHCHC.

[laLHeHTH B HATIPCAHAIA BL3PACT: MPH TAX 1IC ¢ HeOPXOAMMO 1A Ce HAMaIABa JAHEBHATA 1032 (BHKTE
T 5:.2):

Teua (noa 12 roguum). Aynun 100 mg rpanynu ca MpOTHBONOKA3AHH 1PH TE3H HALHCHTH (BuAcTE
cbino cexipas 4.3).

(baph'IElKOﬂHHaMH‘llii’ITe XAPAKTEPUCTHKHA  Ha
J03HpOBKaTa NpH TE3W NALNCHTH.




4.3

kinpbHe 30-80 ml/min); AoKaTo Humesynua rpaHy/ii e NpOTHBOMOKasaH B cayuaill Ha TeXKa
OpOpedHa HeLOCTATLYHOCT (KpeaTHHHHOB KIIMPBHC < 30 ml/min) (puxkTe 1. 4.3 1 5.2).

[laupent ¢ Hapyiena yepnoapodua  QyHKUHA! ynorpebata Ha Humesyaua rpaHynd e
MPOTHBONOKA3aHA MPK NALHCHTH C uepHO/IPoOHA HEAOCTATRHHOCT (ewxre1.4.3 1 5.2).

Hauui Ha rprioKenme

Tlepapanio NPUAOKEHHE.
[panyauTe TpAdGBa ja ¢e pasTBOPST B Halla ¢ BOIA.

TIporHBoOnOKa3anHa

o [laLHCHTH Che CBPBXYY BCTBHTEHOCT KbM HUMESYTHL MiTH KbM HAKOH OT CKCLMIMTHCHTHTE.

e TlaumcHTH ¢ AaHAMHECTHUYHM JIaHHM 33 pPCakunu  Ha CBPBXUYBCTBUTEJHOCT  (Hanp.
HPOHXOCHA3LM, PHIHTH, YPTHKApHs) KbM ALCTHICAIIMIUIIOBA KUCEJIMHA WM KbM ApYru
HECTEPOM/THH NPOTHBOBH3NATHTE/HN JIEKapCTBeHn NPOLYKTH.

e [MauMeHTH ¢ AHAMHECTHUHH AAHIM 33 X€NaTOTOKCHTHH PEaKLHH KbM Humesynna.
F THOBPEMEHHO TIPHIIOKEHHE ¢ Jpyrd  MOTEHIMATHO XenaToTOKCHYHKW  JIEKAPCTREHH
BEIECTBA.

e ANKOXOIW3ILM, JIEKapPCTBEHA 3aBHCHMOCT.

e AnaMie3a 3a CroMAlNO-YPEBHO KbpeeHe Wik nephopauys, CBbP3aHH C NPE/IHLIHA Tepalius
¢ HCIIBC.

e  AKIMBHA $3Ba HA CTOMAXa WK J[BAHACCETONPHCTHHKA HIIM aHAMHE3A Ha peUMIMBHpAllA
3RA/KPLBOMITHBUY HA/OT XPaHOCMHIIATE/IHHTE OpraHH (ABa WK NoBeve M3SBEHH €K30/a
Ha I0KA3aHO 00pa3yraHe Ha A3Ba MIIM KhPBEHE).

e llepeGporacky/iapHO KbLpBEHE MM IPYTO AKTHUBHO KLPBECHE W HAPYIIICHHA CRLP3aHKU ¢

KbpBEHE,

[TaLMEHTH C TEHKKH CMYIIEHHA B KPhBOCBCHPBAHETO.

[TauMeHTH ¢ TEXKKA Chp/leYHa HEMOCTAaTLUYHOCT.

[aienTy ¢ Texka 0bOpeuHa HeJLCTaThYHOCT.

YepHoipobHa HenoeTaThYHOCT.

TMalMeHTH ¢ NOBHLIEHA TEMIIEPATYPa H/IIH FPUIIONOA00HH CHMITOMM.

Mena noa 12 roaunm.

Tperu TpUMecThp Ha OPEMEHHOCTTA U 1IPH KbPMEHE (BuTe T. 4.6 M 5.3).
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4.4 CnennaJHe NpPeayHPesKICHEA 0 IPCANAHA MEPKH NPH ynorpeda

Ennorpemennara ynorpeba va Humesynania ¢ apyru HCTIBII, BKIIOUMTENHO [MKIOOKCHTEHa3a-2
CeneKTHBHH HHXMOMTOPH, HE e Npenopbusa. B AOMBIHEHHE 110 BPEME HA JICHCHHE C Humesynui
nalenTHTe TPAOBA 1a BbAaT CHBETBaHH /1a CC BB3ILPKAT OT ynorpedara na Apyri aHajireTHLM.

Heskenanure eKapecTBEHH peakuuy Morar ja Obaar HAMaNeHW KaTo 32 KOHTPOJIMpaHe Ha
CHMIITOMHTE Ce YIOTPeGABa BL3AMOKHO Hai-HUCKATa e(eKTHBHA /1032 32 BH3MONKHO nai-kparsk
cpok ot mpeme (Buicre T. 4.2).

Jleuenuero TpsiGBa 1a Gbae NPEKPATEHO, aKo He ce HAbK0/1aBa NOMOKUTE/ICH edex.

Yeproopohnu peaxuiit
B penku ciyuad e ycTaHOBeHo, ue Humesynua € CBbP3aH ChC CCPUO3HH YEPHOAPOOHH PeaKuuy,
BKJIOUMTEIHO MHOPO PEIKW ciiyvan ¢ daTaied W3X0/L (BHIKTE CLUIO COKLIMA A <:,'If5\;"3'ﬁ?a§jg‘n, npu
KOWTO ce HABTIOZaBaT CHMITOMH CLOTBETCTRAIUM HA 4epHOAPOOHO Y fj’g{;&kégmu HA
neuenue ¢ Humesynua (Hanp. aHopekcus, raache, noBpbllaHe, 00:1KH MOPZor
YPHHA) WK NIAIMEHTH, YHHTO TECTOBE NOKA3BAT AHOPMAIHA (pyHKLS

npexparsT aevennerTo. Tesn NauMeHTH He rpsadBa na Obaar noajar




Humesyana, Mima cholmienus 33 yBPEsIaHe pa uepHMs Apod Cliefl KpaTKo TpHEMAnc Ha
JIEKApCTBOTO, B MOBEHCTO CAIyHan o0parumo. )

[lpx mopuiLABAHE HA ‘reMnepaTypara M/niiK npu 1oasa Ha rpunonoa001 CHMITOMH TIPH NaUMetTH,
npuemaiy HuMe3yin/L, JIUCHUETO TpaGBa ja ce NpekpaTy.

FacmpounmecnunaiHu peakiuu

CroMalmno-uperHo KbpseHe, o0pasysaHe Ha sissa H nephopanua: chobliapa ce 3a CTOMALIHO-
UpPCBHO KhpBele, 00pasyBaHe Ha A3Ba U nepopanua, KOATO MOKe Jid 6bae dartaiHa NpH BCHYKH
HCIBC, mo BCAKO BPCME 11d TepandAata, ¢ WiH Ge3 npeyNpeanTeaHN CUMITTOMU HIH aHAMHE33 Ha
CTOMATLHO-UpeBHHN 3a00ABaHKI.

PHCKBT OT CTOMALIHO-YPEBHO KbpBeHe, obpasyeaHe Ha A3Ba HIH nepdopaumsi ce NoBHlIaBa ¢
VBEAHYABAHE HA IO3NTE HA HCTIBC npwu nauueHTH ¢ aHamMHesa 3a s13sa. 0coOeHO 4KO € YCIIOKHEHA ¢
KPLBOM3TME WM liepdopanns (mwskcre pazaen 4.3) W IPH NALMEHTH B HaNpE1HAIR gb3pacT. Te3u
NALMEHTH C1€/IBA /18 3alI0UHAT JICHeHHE © BL3MOMKHO HAW-HUCKATA 10733,

KomMOuHHpaHa Tepanus Cbe 3alUTHU  arent (Hanp.  MW3ONPOCTON  HIIM MHXMOMTOPH Ha
NPOTOHHATA [IOMIIA) ¢ MOAXO/ISIIA 3a TE3W MalleHTh, KAKTO W 3a MALMEHTH, HYKAACUH ce OT
CHITHTCTBAIM MAIKH J03H ACIIMPUH KM JIPYTH JIEKAPCTBEHH CPEACTRa, KOMTO OMxa MOrjW Ja
MORULIAT CTOMALHO-IPEBHHS PUCK (BHXKTE 110-1071y H 4.5).

[lalMenTH ¢ aHAMHE3a 33 CTOMAUIHO-YPeBHa TOKCHMYHOCT, ocobeHo B HANpeaHala Bb3pact, clie/iba
na cLoBIaBaT 3a BCHUKH HeOOHYaiH1 KOPEMHH CHMITTOMH (0coBeHO CTOMALIHO-YPEBHO KbPBEHE) H
ocoBGeHo B HAYAIHHTE CTA/IHH N JeHEeHHE.

CTOMAILIHO-YPEBHO KbPBEHE MIH oOpasysaHe Ha f3Ba / nepdopaliasi MOKE Aa Ce TOABH 110 BCAKO
BpEME  Ha  JIEYEHMETO ¢ MIH Ge3 npeaynpelMTE/HM  CHMITOMH WM aHAMHE3A  Ha
FAcTPOMHTECTHHAANK 3a00nsBaHKs. AKO Ce NOARKH CTOMANIHO-UPEBHO KbpBeHe WK s3ka Humesynua
TpsGBa na Gbae cnpsx. Humesynun cnensa aa ce npuiard ¢ MOBULLCHO BHUMAHHE 11PH NALUEHTH
che  cToMawHo-upesHy  3a00/iABAHUA,  BKTIOYMTCIHO — aHaMHesa 33 nenTH4Ha  s3Ba,
FACTPOMHTCCTHHAIO KbPBEHEe, A3BEH KOJIMT UK Gonect na Kpon.

[lalMEHTH, NpUeMally ChbNBLTCTBALIH MEAHKAMCHTH, KOHTO Ouxa MOIAM 7a MOBMUILAT PHCKA OT
o0pasyBaHe Ha 1382 WK KbPBEHE, KaTO HaMp. nepopaiii KOPTHKOCTEPOH/IN, AHTHKOATYIAHTH KaTo
sapdapmil, CENeKTHBHH UnXMOUTOPH Ha OOpaTHHS 3aXBAT HA CEPOTOHMHA WIH AHTH-TPOMOOLIMTHH
AFeHTH KATO ACiMPUH, CJIC/BA 1a OLaar 110CHBETBAHM J1a ca BHUMATC/IHU (Broxre paznen 4.5).

Mpyu nosiea Ha CTOMAIHO-UPERHO KbLPBCHE WM obpaszysaHe Ha s3Ba NpU NALHEHTH, NPUEMALLH
HuMezyJiu/l, NeUeHUETO CJIC/IBa 1a Ce NpeyCTaHOBU.

HCIIBC chenpa Jia ce Adapar ¢ NOBMINEHO BHHMAHWE Ha NAIHCHTH € aHAMHE3a 32 CTOMALIHO-YPEBHH
sabosapanus (A3BeH KOJIHT, Gonect Ha Kpon), ThH KaTO ChCTOAHHETO UM MOKE Jla ce BAOWM (BHIKTE
paznen 4.8 — HexKenaHu peaximu).

[MaumeHTy B Hanpeanana Bb3pact: Mpd TAUMCHTHTE B HanpeiHaia pb3pacT ce¢ HabnroaaBa
YBEJIMUEHA HYECTOTa Ha HEKENAHWTC PEakiuHn KbM HCIBC. no-cneuyaiHo CTOMaHO-4peBHo
KLpBCHE W mephopauys, KOWTO MOraT 1a Gbuat dhartanHu (BUKTE pasael 4.2%.

CiejloBaTe1io € HeobX0IUMO HOAXOSAII0 KIIMHHYHO MPOC/IeAABaHEe.

Kapouosackyaapru i yepebposackyaapnu pearuuu

Heobxonmmo € Aa ce Oocurypu noaxoaso HaOJIO/IeHHE W ChBET 3a laldeHTH ¢ aHaMHesa 3a
XMIEPTOHUS W/HNM JeKa [0 YMEPEHA KOHIeCTHUBHA ChpleuHa HEeA0CTAThUHOCT, ThH KaTo MM
CHOBLIECHNS 33 OTOLM M 38PBLIKKA HA TCYHOCTH, CRBP3aliy € JIEHCHUCTO C HCTIBC.

KAMHHYHE NPOYYBAHHA M eNWIEMHONIOTHYHN JIaHHY MOKa3Bat, He ynorpebaTa
(0cOBEHO BbB BUCOKH JIO3H W ITPH MPOXBDKHTENHO PHIOIKEHHE) MOIKE 1
MOBMILEH PHCK OT aprepHanH TpoMOOTHYHH chOUTHA (HanpuMep MU
ureynT). Hama JocTaThuHo JarHu, 33 12 ¢e U3KITIOUH TakbB PUCK MpH Hum




[TALMEHTH ¢ HEKOHTPOJIMPAHA XWIIEPTOHMS, KOHIECTMBHA ChPASYHA HEAOCTATHUHOCT, yCTAHOBCHA
HexeMUUla GoecT Ha ChpHETo, 3adonsgBane Ha NepudepHuTe apTepuu W/HIKW MO3bYHO-CLAOBA
postect Tpadsa na ce aekyBat ¢ Humesynua camo €ejt BHUMATeHo obmucasne. Takosa obMucagHe
TpaGBa a ce NPABA NPE/IM 3aM04BAHE HA TBITOCPOHO JICUCHHE Hil [ALHEHTH C PHCKOBH aKTOPH 32
CHPACUHO-CHAORM  CBOMTHS  (HAIP.  XUMNEPTOHMS,  XHNEPIMIMIEMHA, saxapeH  auader,
TIOTIOHONYIEHE ).

Twil karo Humesynua moxke na nowiusie Ha dyHKLHATA Ha TPOMOOLMTHTE, ToH Tpabpa na ce
W3NOA3RA BHAMATENHO [IpW MALMEHTH ¢ XeMOoparudHa JIHaTesa (BHIKTE CbLUC COKUMA 4.3). Ho
Humesyina  He € 3aMECTHTEN  HA  AlUCTHICAIMLMIOBATA KMCE/IMHA 3@  CbhpAeYHOCH0RA
npoduIaKTHKa.

Bwopeunu peakyiiu
[py naunenTr ¢ GBOPEUHO WM CHPACUHO YBPEKIAHE CC HIHCKBA ocofeHO BHUMAHKME, Thil KaTo B
pesyirar Ha ynortpebata wa Humesysua mowxe ja ce pabGaoaea siowapane Ha ObOpeunara

dyukiua. B cayuaid Ha BAOWABAHE TCHEHUETO TpsiOBa Aa Ob/le MPeyCTaHOBEHO (BHIKTE CHILO CEKLMS
4.5).

Koxcnu peakyuu

MHOro pAaKo ce ChoBIIaBa 3a CCPUOZHU KOXKHH PEAKLIMH, HAKOU OT TAX paTannm, Kato ekconrpart
pepmatuT, cupapoM Ha Stevens-Johnson u TOKCHUHA ClMACPMATHA HEKpOJIM3A, CBLP3aHU ¢
wsnoaseanero na HCIIBC (suikre pasjen 4.8). 110-BHCOK PHCK OT TE3M peakKiliu co Habnojasa B
HAYAIOTO HA TEPAMMATA, KATO B NOBEUCTO CIyYan PeakuusTa ce MpossABa B PAMKUTE Ha ITLPRUA
vecell ot jgeuenuero. llpuemsT Ha Humesynua cieiipa na ce NpeycTaHoBH MpH 11bpBa HOABA Ha
KOKCH OOPUR, PAHM 110 JIMTABUIATA WM IPYIH HPH3HALM HA CBPLXYYBCTBHTCIHOCT.

CpoblaBar ce Clyuad Ha JOKaIM3MpaH Koxen oOpHB OT NEKaperea M MCJAMKaMenTi 1pw
numesyaua. Huwmesynun se 1pabea ja ce npuwiara OTHOBO [IpH MALMEHTH € aHamHesa 3a
IOKATM3MPAH KOIKCH OOPMEB OT JIEKAPCTBA M MEMKAMEHTH, CBhP3aH C HuMesym/L (B, Touka 4.8).

Penpooykmuetu pynryuu

Ynorpebara na Humesynua Moke 1a yBpe/iH penpoayKTusHata (QyHKUHA OpW ECHA M HC CC
NPenopLYBa MpH KEHH, KOHTC CC ONWTBAT Ja 3aqctar. [Ipy 3KeHW, H3NUTBALLK TPYAHOCTH NpH
saueBalle WIH NO/I0MKEHN Ha M3cie/IBaHe 3a Ge3nnoane, ce npenopeiea MpekbeRale Ha yrnoTpedaTa
na Humesyid/L (BHIKTE CeKLMA 4.6).

Ayman 100 mg rpaHy/u ChALPKA 3aXapo3a M CCHOBATENIO MAUMelTH C PeKH Hac/IgCTBCHA
npobreMu Ha HENOHOCHMOCT KbM pyKkTO3a, IIIOKO30-ralakTo3Ha manabcopdums WIH CyKpasa-
WIOMAITA3HA HEAOCTATBUHOCT He TPAOBA Jla NpHeMaT TOBa JICKapCTBO.

BiaumoaeiicTeHe ¢ APYTH NeKAPCTBCHH NPOAYKTH H ApYIH dopmn na B3auMoAciicTBHC
dapMakoHHAMUIHH B3aUMOLICHCTBUS

JIpyTH HECTEPOU/IHH NPOTHBOBL3NAIWTE/IHA CPEICTDA (HCIIBC):

Kombupaims  Ha  Humesynua  rpadynn  (BUKTE  CeKLMA 44) ¢ Opyrd  HecTepOMIHH
IPOTUBOBL3NAIMTE/IHH JICKAPCTBA, BIJIIOUHTENHO ALCTHICATTMIIMIIOBA KHCENIMHA, TPEAIUCBan B
NPOTHROEL3NANUTENHE 1031 (- lg KaTo CHOKpATeH NpHEM HAW = 3g KaTo JAHEBHA 103a) He ce
rnpenophLYsa.

KOpTHKOCTEPOHIN:
[loBUIIIEH PUCK OT CTOMALLINO-YPEBHO KLPBCHE HIIK obpasysane na s3eu (BrKTe T. 4.4).

AHTHKOATYIAHTH!
HCTIBC wmoske na 3acuiiT edekra Ha aHTMKOaryJaHTHTe, Karto sapapu
[MaumeHT TpeTHpanu ¢ Bapdapui, Wik 1o 00HM aHTHKOATYNAHTH, €4 u:mmlf
OT YCIIOAKHEHUS € KbPBEHE LIPH ynotpeba Ha Humesynna. 3aroma 1a
HpenopbuBa (BHIKIC ChULO CCKIIHA 4.4.) ¥ € MPOTHROTIOKA3aHA MNPH NauHeHT

14



KPbBOCHCHPBAHETO (BHIKTE CbIMO cekumns 4.3). Ako komOuHauMsTa HE MOKE 1A Obae uzdernara,
aHTHKoaryjlanTHata aeifHocT Tpsadea Aa Obae ciaeieHa oTonu30.

ANTH-TPOMBOLMTHH ar¢HTH 1 CENeKTHBHI MHXUOUTOPH Ha 00parTHus 3axBaT Ha cepoToHrHa (SSRI):
TMOBULIEH PUCK OT CTOMAILHO-UPEBHO KbpBeHe (BUKTe pazien 4.4).

Jlypetuuu, MuxuOMTOPH Ha  AlrHOTeH3WH-KOHBEpTHpawMa emsum  (ACE HHXHOUTOPH) U
anrnorensad I anraronueru (AIIA):

HCIIBC moxe aa namansat e)MKacHOCTTa HAa OMYPCTHIIMTE W HA JpYTH JCKapCeTBa 3a KOHTPOI Ha
KpbLEHOTO Hanarade. [lpu Hikou maumeHTy ¢ Hamanena GhOpevHa GyHKUMs (HANp. JIEXHAPATHPaHH
faLMeHTH HAKH XOpa B CTAPUECKa Bb3pacT ¢ Hapyliena ObOpeuHa PyHKIHA), €AHOBPCMEHHHAT NpHem
Ha ACE muxubutop v HHXMOMTOPH HA LMKIO-OKCHIEHA3aTa MOrar /la JOBENaT 10 NporpecHpanio
promasaHe Ha OnOpeuHata (YHKUMA, BKIIOYMTETHO [0 BEPOSTHOCT OT ocTpa ObOpeuna
HELOCTATLUHOCT, KOATO OOMKHOBEHO € odpaThMa.

[MosBaTa Ha Te3W RIAUMOJEHCTBUS ClelBa Ja ¢e MMa NMpPEeABHI MPHU NAIHEHTH, KOMTO TpsadBa na
npuemar Huvezynun sacano ¢ ACE wnxuburopu wim AlIA. Eto 3amo rasu KOMOUHALIMSL OT
NEKAPCTRCHH NPOIYKTH TpadBa J1a ce jasa npeanasivpo, ocobCHO HA MALMENTH B HaNpenaia
pb3pacT. [laumenTure cneasa Aa Objlar 100pe XHAPATUPAN U 1d ¢ aHalln3upa HEOOXOIMMOCTTA OT
npocneassave Ha OnOpedHara (QYHKUHA MPH 3a1104BaHE HA CHBMECTHATA Tepanua U [EPUOAHYHO
cJe/l ToRa.

MDapMaKOKHHETHUHW _B3aUMOJeHCTBUA: BauaHMe na Hwmesynun_Bbpxy (papMaKOKHMHETHKATa Ha
JIPYTH JIEKAPCTBEH W HPOAYKTH

Mypozemu

[1pu 3apasn uaaneuan Huvesy un Havansisa edpekta Ha Pypo3eMHI BbPXY OT/IC/IAHETO HA HATPUH,
M B MO-MA.1Ka CTEMeH, BLPXY OT/1E/STHETO Ha Kaluil H pejly Liupa JIny peTHYHHA edekr.

B pesyatar Ha eaHOBpeMenio1o npuemane Ha Humesyana w @yposemna ce  Habmwonasa
namanasane (¢ okosio 20%) Ha AUC, KakTo M /10 KyMYJaTHBHOTO oTjie/isHe Ha Pyposemun, Oes na
ce noepnwge Herosus Ob0peUeH KIMpLHC.

Ennospemennara ynorpeba na ®ypozemua u Humesynua rpany/iv W3MCKBa BHUMAHHMC 1pH
HALMEHTH, TPEIPAINOIOAKCH KbM GBLOPEUHH M CHPACUHN CMYILEHHSA, ONIMCAHH B CeKLns 4.4.

Jlurui:

VOTAHOBEHO €, 4¢ HECTePOMUIUTE TMPOTHBORL3NANMTE/IIN Cpejctea HaMansasar OTAGMAHETO Ha
UTUH, B pesynrar Ha KOETO C€ NOBUILABAT [KIA3MEHWTE HMBA M TOKCHYIIOCTTA Ha TUTHH. AKO
1“IHM€'§}’J'[M,EL I'paHyJjiu ce npeanuuc Ha HALKMEHT, NOIOXKEH HA JINTHCBA Tepanus, KOIIL[GHTpElLlHS-l'I'a
Ha NUTUK TPAOBa PeaoBHO Jid Ce NPOC/esBa.

HoreHunanuuTe (DaApMAKOKMHETHHHU B3aUMO/IGHCTBUA ¢ IMOCHKIAMHUL, teodunun, sapdapun,
AMIOKCHH, LMMETHAMH M anTHaumuM cpeactrsa (Hanp. komOuHauus Ha alyMHUHHEB ¢ MAarie3ues
XMIPOKCHT) CbLIO ca H3cneasaud in vivo. He ca naliio/1aBaHd HUKAKBW  B3aUMOJICHCTBHA C
KJIIMHWYHO 3HAUYCHHE.

Humezynun unxubupa CYP2CY. [InasmennTe KOHUSHTPALMKY HA JICKapCcTBa, KOMTO ca cybeTpaTh Ha
TO3M €N3UM, MOTAT 1A CE YBEIHaT MPH eAHoBpeMeHHaTa ynoTpeda ¢ HuMesyJ in/L rpanyIid.

Tpadea ua ce o0bpHE CHEUHANHO BHUMAHHE, aKo THuMesynuii ¢ M3Moa3BaN No-Majnko oT 24 yaca
NPEN MM CIIC/L JICUEHHE € MCTOTPCKCAT, 3al0TO CCPYMHOTO HHBO Ha MCTOTpeKcar MOXKe ja ce
VBE/IMUHM, A CIIeIOBATE/IHO H TOKCHYHOCTTA Ha JICKAPCTBOTO CHIILO MOKE 1a HapacHE.

DapMAKOKMUCTHYHH _ B3aMMOJICHCTEMA: _ BIAMAHME HA  [PYTH JCKApCTBE
dapmakokuHeTHraTa va Humezviun

\;\: SIAKA, b‘c::; 5
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Vscriensanus MH BHTPO MOKa3BaT u3MecTBane Ha Humesynua oT MecTara Ha CBbp3BaHe OT CTpaHa
Ha TONGyTaMHJ, CATMIATIOBA KMCENIMHA W BaNMpoeBa KMCEIIHHA. Ho BLIPEKH BBIMOXKEH €DeKT
BBPXY IUIA3MEHUTE HHBA, Te3H B3aUMOJIEHCTBIA HE ¢a C A0Ka3aHo KITHHHYHO 3HAUCHHE.

4.6 @epruauter, GpeMEHHOCT H KbpMEHE

Vnotpebata Ha Humesymua rpaHyid ¢ MPOTHBOTIOKA3aHA [pe3 TPeToTo TpUMEcEUHe Ha
GpeMeHHOCTTa (BHKTE 4.3).

[Mono6HO HA OCTAHAIIHTE HCIIBC, Humezynup rpaHyid He GuBa Ja ce MpUeMa OT JKEHH, OITMTBALLM
ce na 3abpemenest (BrK. 4.4).

Bh3npensTcTBAaHeTO Ha CHHTE3a Ha MpocTarnaHiuii MOJKe 1a MMa HeraTHBeH e(eKT BBLpXY
GpeMeHHOCTTa W/ Wik Pa3sBUTHETO Ha TIIoza.

Pe3y/ITaTHTE OT EMUAEMHUOIONHYHN U3CIIEBAHUSA NOKASBAT TOBMILEH PUCK OT CIIOHTaHeH abopT 1 0T
chpheuHa ManpopMalldd M TacTPOCXM3HC CICA HaMoN3BaHe Ha WHXMOWTOp Ha CHHTE3a Ha
(pOCTArMAHAMH B HAYaiHus CTaluid Ha GpeMerHOCT.  ABCOMIOTHHAT PUCK  OT  CHPACHHH
mandopMalu ce mosHmaea ot noa 1 % jo oxono 1,5 %. Cuura ce, 4e PHUCKBT C€ yBesHYaBa C
yBeJIMUaBaHe Ha J103aTa H NPOAB/KHTETHOCTTA Ha TepanuAra.

Ilpu KWBOTHMTE [PHEMAHETO Ha MHXHOGWTOPH HA CHHTE3a Ha TNpPOCTAariaHIHH  [POBOKHPA
NOBHINABAaHE HA MPEA- H CIIEA- HMIIaHTALMOHHATA sary6a ¥ CMBLPTHOCTTA Ha IUTOZIA.

OcgeeH ToBa ce cbOOIIaBa 3a yBeJHUeH Opoil cryyad Ha pasimH4iHHA mandopMaLyH, BKIIOYHTETHO
ChPIEYHO-CH/I0BH, IPH KUBOTHH, HA KOUTO B MepHOAA Ha OprasoreHe3a ca NpPUIoKEeHH WHXMOUTOPH
HA CHHTE3a Ha TIpoCTarjlaHIHHH.

Wscie/[BaHUATA HA 3aiflid OKA3BAT ATHNMYHA PSNPONYKTHBHA TOKCHHHOCT (BusKkTe cexums 5.3), HO
HAMA HA PA3MONIOKEHHE JIOCTATHUHO JAHHH 32 ynotpeGata Ha Humesy/iuz rpaHym, oT OGpemeHHH
ewy. Taka ye NOTEHIMAIHHAT PUCK 3a XOpa HE € YCTAHOBEH ¢ TOUHOCT, 3aTOBA HO ce npernopruBa
[pPeINUCBAHETO HA JIEKAapCTBOTO TPE3 MbpBATE JBE TpuMeceudss Ha OpeMeHHOCTTa, OCBEH B
cllyyauTe, KOTaTo ¢ abCoMoTHO HeOOX0MMO.

Or 20-Ta recTalMOHHAa CeAMHLIA HAa OPeMEHHOCTTa, HATATBK ynorpebGata na Aynux 100 mg rpanyu
MOe [ NPHYMHK OJIMrOXHAPAMHHOH B pe3ynTaT oT 6u0peuna qucdyHKLYA Ha U10a. Tosa moxe
Ia BB3HHUKHE HCHOGIJGJICTBSHO cleln 3ano4veaHe Ha JISYEHHETO H 0DOUKHOBEHO € OGpaTHMO clen
npekpaTaBaHeTo My. HMa cboOlueHus 3a CTecHABAHE Ha ductus arteriosus ciefi JieuCHHe TIpe3
BTOpHS TPUMECTBP, IOBEUETO OT KOMTO OTMHHABAT CIIE] NPEKPATABANE Ha neuenuero. [1o BpeMe Ha
EPBHSL U BTOPH TPUMECTBP HA Gpemenoctra, AynuH 100 mg rpanymu He TpsbGBa Na ce mnpuiara,
OCBEH aKo He € abcooTHO HE06X0MMO.

Ako Ay 100 mg rpaHysiu ce M3TOI3Ba OT JKEHa, KOATO Ce ONMTRA [a 3aveHe WIW 110 BpeMe Ha
MBLPBOTO M BTOPO TPUMECEUMA HA GpemeHHOCTTa, [03aTa Tpabea fa Obloe HUCKA H
NPOABIDKHTENIHOCTTA HA JIeYeHHe creapana Gpae BB3MOXKHO Haili-kpatka. TpabBa na ce obMHCIIH
AHTEHATAIHO HAGJIIOIEHHE 3a OJIMIOXHIPaMHHOH H 33 CTECHABAHE HA ductus arteriosus crneq npueM
wa Aymue 100 mg rpaHyid B MPOAL/DKCHHE HA HAKOIKO nuu cnen 20-Ta recTauMOHHa CEAMMIA.
TpsGBa ja ce MPEKpaTH MpUemMa Ha AyIHH 100 mg rpaHyiiH, aKko Ce yCTAHOBH ONHTOXHAPAMHHOH
unmu cTecHsiBaHe Ha ductus arteriousus.

TIpes TpeToTO TpUMECEUHe Ha GPEMEHHOCTTa, BCHHKH MHXMOMTOPH HA CHHTE3a Ha NPOCTarlaHAMHH
MOT'aT JIa U3JI0MKAT

e [UIOAGT HA PUCK OT: AT
- chpaeuHo- GenoapofHa TOKCHYHOCT — (npeskaeBpeMeHHO c*recmsane/aama;;gﬁé. Ha ‘boTanos
KaHay1 ¥ 6enopobHa XHIIepTeH3 A ); o/ 2
- 6B6peuna muchyHKIMs (BXK. NO-TOPe); If

e MaiikaTa ¥ HOBOPOJIEHOTO, B Kpas Ha GpeMEHHOCTTa, Ha PUCK OT: HaL R
- BBL3MOXKHO Y/B/DKABAHE HA BPEMETO 3a KbpBEHE H aHTH-TPOMOOLIMTEH edexT; COIITO MoXe fa ce |
NpOSIBU JOPH NPH MHOTO HUCKHU JIO3H; N, K
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- MOTHCKAHE HA MATOUHHTE KOHTPAKLMH, KOETO BOJIH A0 3abapgane WIH YJIbIKABAHE Ha PO/HIHUA
npoLec.

Fro samo Humesynua IpaHyM € NPOTHBONOKA3AH M0 BPEMe ha TPETOTO TpUMEceure Ha
OpeMeHHOCTTA,

Hsana naspu aann Humesynni ¢ oTaens B MaiituuHOTO MIAKO.
HuMesyan1 € TTPOTUBOTIOKA3aH NPH KbPMEHe (BUIKTE CCKLIHN 43u5.3).

EdexTu BbPXY cniocodHOCTTA 32 modupane u padorara ¢ MAUIHHH

He ca npopcaeHy v3cieABalHs OTHOCHO edpexta Ha Humesynu/ sbpxy criocobHocTTa 3a woupane
¥ padoTa ¢ MALIKWHM. Ho nauueHr, npM KOHWTO CE nabnogasa 3aMasHOCT, BHCHE HA CBAT MWIH
chHAMBOCT cnejt ynorpedbara na Humesynu/ TpabBa na c¢ BBL3OBPHAT OT wodupane 1 pabora ¢
MallHHH,

Hexceqanu JeKapCcTBCHE PeaKHH

a) Obugo onucaHmue

KAMHUYHN NPOYYBAHMs M ENWISMHOIONMYHH JAHHH MOKasedr, He ynotpedara na nakon HCTIBC
(ocobeno BbB BUCOKH A03H W TPH 1POILIZKHTEIHO NpUHIOKEHHe) MoKe Ja Oblle CRLP3aHa ¢ JIeKO
NOBULIEH PHCK OT apTepuanHu TPoMOOTHUYHH CcHOUTHA (HanpuMep MHOKapjcH HH(apkT wuiu
uHeyT) (Brokre cexuus 4.4).

MMa choGLUCHHS 32 €M, XUIIEPTEH3HA M ChpAeUuHa HENOCTATHHOCT BbE BPB3Ka C [IPHAMKEHHE HA
HCIIBC.

JloKnazeanu €a MHOTO PEIKH clydau Ha OyJIO3HM KOMKHH PCaKLMH, BKJTEOUMTENIHO CHH/POM Ha
Stevens-Johnson M TOKCUYHA HMIEPMATTHA HEKPOIH3a.

Haii-uecto HABAIOAABAHUTE HEKETAHH PEAKIIMH Ca I'ACTPOUHTCCTHHATIHM 110 XapaKTep. Moxe j1a ce
nossd menTuuHa s38a, nepdopalvs MIM FACTPOMHTECTHHANHO KBPBEHE, MOHAKOTA daranum,
Npe/IMMHO NPH NALMENTH B HATIPC/IHANA BH3PACT. (BuskTe pasnen 4.4).

Crobuiapa ce 3a yJalepaTHMBeH CTOMAaTHT, rajeHe, nospbliaHe, abpomunanHa QoJika, MeneHa,
auapuisi, GraTy IeHIHA, KOHCTHITALNA, JIMCTIENCHSA, XeMaTemMesd, ekzanepbauus 1a KonuT v dosieet Ha
Crohn cnen npuewn (Brkre pasaen 4.4).

[Mo-psaako ce HabaoAaBa racTpur.

6) Tabauua Ha HEKEJAHH JICKAPCTBEHH peakinu

HacTOSIIUSAT CHMCHK ¢ HEKENMANM JICKAPCTBEHH PEaKLMU ce 0a3upa Ha JaHHW OT KOHTPOJMpatiu
KIMHWYHA NpoyusaHua (LHpudIH3UTENIHO Ha 7800 nanMenTH), KAKTO W OT HOCT-MAPKCTHHIORH
HABIIOACHHS, KATO YECTOTUTE HA NOKIAABANE ca KIaCH(DHLHPAIH [0 CIEAHNS HAYUIL

MHoro uectd (>1/10); wectn (>1/100, <1/10), neuccru (>1/1,000, <1/100); penxu (>1/10,000,
<1/1.000); muoro peakn (<1/10,000), BrAOUHTENHO WIOMHPAHU CTyHAH.
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CroflaBade Ha NOJ103Upak HeKedalH peaxkiini

CHoBIIABAHETO 1A TOAO3MPAHH  HEMKETalu peaKluu el paspellaBane  3a yiioTpeda Ha
JICKAPCTBEHMS TIPOAYKT € BakHo. ToBa rno3ponssa Aa NpoAbLKH HabIoaeHHETO HA ChOTHOUIEHUETO
10M13a/PHCK 32 NTeKApCTBEHHs NPOAYKT. OT MEAMIHICKHTC CIICUHATHCTH CE M3MCKBA A4 croOImasar
BCAKA NMogo3vpaHa HeXKe/1aHa peaKLHsa 4pes HauHOHaNHaTa cucTremMa 3a C'laOGLLlaBﬂHe: HMzanbanuresnya
arenuus no Jiekapcreara, yii. Jaman Ipyes Ne8, 1303 Codwmst, Ten.: 359 2 8903417, yeGceaiir:
www hda.bg.

TIpenozupane

CHMITTOMUTE  CJIe/l  OCTPO  Hpeao3upailie ¢ HeCTCpOWJHM  MPOTHBORB3MAIMTE/IHW - CPEACTBA
OBMKHOBENO €& CReIKJIAT [0 JICTAPTHS, 3aMasHOCT. Ta/ICHE, MOBPLIULAHE, fonKa B enuracTpuyma,
KOWTO 10 NpPHHLMI ca 00paTUMHU Chei  MEeJMUMHCKA  MOMOHUL. Momke na ce Hadmwoaasa
FacTPOMHTECTHHANIHO  KbpBeHe. MssectHn ca  ciydad  HAa  XUNICPTCH3MA, octpa  OwOpeuna

CpeicTBa, KaTo TC MOTaT J1a ¢e HabmoaasaT ciel npelozupaHe.
Cnen npeao3upate ¢ HECTEPOH/IHK NPOTHBOBBL3NAIMTENHN CPEICTRA, HA Na CHTHTE B
Gble OKazaHa CUMATOMATHYHA W MeluuuHcKa nomoul. Hsama cneuw WM AHTHOTH. He A
CLINCCTBYBA HIOPMALHA  OTHOCHO OTCTPAHABAHETO HA Humesyinm H’p@ 3{6—M’0ﬁ§43{f—ﬂ3’3§5 1IU }
OCIOBABAHKH CC HA BHCOKATA MY CTEleH Ha CBbP3BaHC C Ta3MEeHH npO're:/iﬁ iLo'QT}S"“/oj, ‘HﬂMaa"
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roJaMa BEPOATHOCT JIMANIW3ATA /1a € OT 1on3a npu npeaosupade. [peau3BUKBaHETO Ha MOBpbUIAHE
u/nnn aktusen sorien (01 60 1o 100 g npu BB3PACTHH) U/MIKH OCMOTHYHM CMAOUTENHH CPeaCTBa
moraT ga 6baaT NpeanycaHd Ha naudentd 4 baca Criejl NOrJIbIUAHETO, IIPU KOHTO ce Halmoaasar
ChOTBCTHUTC  CUMITOMH MM KOMTO €a TOeNH rojiAMa CBpbXA03a. 3acuieHarta JiMypesa,
ATKATHIMPANETO 1A YPHIIATA, XEMOJMATIH3aTA HIIH XeMonepdy3us Morar [1a ce okKaxkat 0e3nofesiu
nopaju BUCOKOTO NPOTEMHOBO cBbp3BaHe. buOpeunara u uepHoapobuara dryHkims Tpsadea 1a Oboar
HabaapaHu 0TOAN30.

OAPMAKOJIOIMYHHA JAHHHM

q’ﬂpM‘dK(},‘]HHaM HYHH CBOHCTBA

PapMakoTepaneBTHYHA rpyna:
ATC wnacupukauua: MOTAX17

Humesynnia e HectepoMaHo npotusosbinanutento cpeacrso /HCIIBC/ ¢ ananretnynn wu
AHTHUIMPETHYHM CBOHCTBA, KOeTO JCHCTBA KaTO MUXMOUTOP HA eH3WMa LMKIOOKCHIeHasza Ha
NpocTarfaHIMHORKS CHHTE3.

‘I)HDMRKOHHHETH‘] HH CBOHCTBA

Humesyaug ce aGeopOupa poGpe, upveman nepopanno. Cnen eamnuuna  jposa or 100 mg
Humesynua npu BB3pacTHATE Ce OCTUIa BEPXORO MNazMeHo HUBo oT 3/4 ml/] caen 2-3 yaca. AUC
=20-35 mg h/L. lle e nabnogaBana HUKaKea CTATHCTHHECKH 3HAMKHMA PA3/IMKA MEIKLY NOCOUEHHTE
pesyarary v Te3u cied 100 mg, npuemanu 2 nbTH AHEBHO B MPOILIZKEHHE HA 7 IHK.

CrbpaeaHe 10 97.5% ¢ nnasMeny NpoOTerHH.

Humesyaun ce merabonu3npa eKCTEH3MBHO B YCPHUA 1pod, caeasalkn MHOTOOpOAHK bTyIIa, BKI.
[utoxpom P450 (CYP) 2C9 wsoeHzumu. Taka ue wWMa MOTEHUHAHA Bb3MOKHOCT 3a
B3AMMOJIECTBHE HA JICKAPCTBOTO 1IPH  eAHOBpPEMEHHaTa ynorpeba Ha JIEKapeTBa, KOMTO ce
meraboausupar upes CYP2ZCY (Buik ceknma 4.5). OcnoBuust Metalo/MT € napaxuapoKkcH AepHBat,
KOWTO € chino (papmMakoIorHIHO aKTHEEH. BpemeTo 10 nospaTta Ha TO3KM MeTadO/IMT B UMPKYIauMsia
e KkpaTko {(oxoa0 0.8 uaca), HO (hopMupalaTa My KOHCTAHTA HE ¢ BUCOKA U € 3HAYMTEJIHO N0-HHCKa
o1 abeopOupainara konetanTa Ha Humesynna. XviapoKCHHHMESYIH/IBT € eIMHCTBEHUAT MeTabomuT,
OTKPMT B [L1a3MaTta v € MOUTH W3LAN0 Kontorupad. /Tv/ e meakay 3,2 v 6 qaca.

Humesylingt ce eKCKpeTHpa riasHo B ypuHata /cpeaHo 50% ot npuerata aosal.
Camo 1-3% ce M3XBLpAA B Henpomenena (opma. XHAPOKCHHHUME3YAM/1, OCHOBEH MeTabosut, ce
oTkpusa camo kato rmokyponar. Okono 29% or g03ata ¢e eMMUIHpa, ciie] MeTabo3upate BbB

(pexanumre.

Kunernunara kaptuna va Humesynua ocrara HenpomencHa npu Mo-sb3pacTHH NAlMCHTH caelt
fpHarade Ha MHTCH3MBHM H HEKOIIKOKPATHH 103H.

B MHTEH3MBHO €KCMEPHMEHTANHO M3CHeABane, NPOBeIeHO MPH MNAlMEHTH C JICKH 10 YMEPEeHH
GLopeunn yepeicianus (kpeatnHuHos kinpbie 30-80 ml/min), cpapHenH ¢he 3ApaBiH 100pOBOIIN,
BLPXOBMTE Ta3MeHH tusa Ha Humesyamy n Ha OCHOBHWA METADOIMT HE €4 NO-BHCOKM MpH
MALMEHTHTE ¢ YBPEAIAHUA, OTKOJIKOTO npH 3apaeute nobposonum. AUC wu t1/2 B ca 50% no-
BMCOKH, HO BUHAI'M B PAMKHMTE 11a KHIIETHYHHTE CTOHHOCTH, Habmoaanann npu Humesynua y 3apaeu
YUACTHHIM,

[TOBTOPHOTO NPHEMaHE HE BOAH 10 KYMYJIHpaHe.

l'lpexucnn}m-um JAHHK a4 fezonacHocT
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B3 0CHORA HA KOHBEHLMOHATHUTE H3MHTBAHWA 33 (hapmakosoruyHa 0e3onacHoCT, TOKCHUHOCT
161 MHOTOKPATHH /1034, FEHOTOKCHYHOCT W KaPIMHOTCHEH [IOTEHLMAN, NPEAKIMHUYHATE JaHHH HE
noKa3BaT HMKAKBE puck 3a uoeseka. llpn wscnensanwdTa 3a TOKCHUYHOCT e/l MHOFOKPaTHH [03H,
Humesynu noKa3sa racTpOHHTECTHHAIIHA, GhGpeuHa n 4epHoapoOHa TOKCHHHOCT.

Tlpu w3cieaBaHuATa 3a PEMPO/yKTHEHA TOKCUULOCT c¢a HaOmonaBaHn eMOPHOTOKCHHHM 1
TepaToreHHy ceKTH 1y 3ailiu. HO HE W TP [UILXORE, HA J103M ¢ HETOKCHYHO 3a MaHKaTa HHBO.
llpu mabLxoBere ce HaGI01aBa yBEIMUeHa CMBPTHOCT HA HOBOPOJICHUTE B paHHMA ClIeAPO/IHICH

nepuon, a Humesynua okassa OTpUIATENEH ¢(peKT BBPXY TI00BUTOCTTA.
PAPMALEBTHYUHNA JAHHH
CHHCBHK HA NOMOIIATE BellecTsa
MAKPOTOJILIETOCTCAPUIIOB €TEp
saxaposa
nuMoHena kucennHa Ge3soana
LapeBuyHO HHINCCTS
TeuHa rMoKo3a
HOPTOKAIOBA ECeTIH
HechBMECTHMOCTH
He ca u3BecTHm.
Cpok Ha roHOCT
5 rojMHH.
Croenuannn yCJ'lOBI‘IH 3a C”bXpEIlIEHHB
To3n nekapeTBe MPOAYKT HE W3UCKBA CNIEUHATHU YCIOBHS Ha ChXpaHeHHE.
CoxpaHspaiiTe JeKapcTBeHHs NPO/IYKT B OpHIHHAIHATA OMaKoBKa.
Jla ce u3non3Ra He3abarHoO Ciie/l 0TBApAHE.
Bujx u chAL[UKAHHE HA ONAKOBKATA
Aynud 100 mg rpaHynd ce A0CTaBid B JNaMHHIUPaHO (asty MHHWI/XapTUs/NONUETHCH  Wiln
Ay MMHUE/XapTHa/Tion uerwnen/Surlyn) cawe.
Callierara ca rnocrapetu B KapTOHEHa KYTHs X 6:x9; x 14;x 15; x 18; x 30.
e BCHUKK BHOBE OMAKOBKH MOTal /a Ob/aT nycHaTH B npo/axoa.

CIIOIlHa.JIHH npeanasnHu MCpKH IPH HIXBLJAAHE

Hama crieupajiinyg U3MCKBaHHA.

NPHTEXKATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Ankenntn @apma Buirapus EOOJ|
Gyn. “Acen Hopnanos™ 10

Codpua 1592, bearapus

Ten.: +35929751395

Mdake: +35929715745

HOMEP HA PASPELIEHUWS 3A YIIOTPEBA
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JATA HA ITBPBO PASPEINABAHE/MTO/JHOBABAHE HA PEIHEHHUETO 3A
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MOCJEJAHA PEJIAKIIMS HA TEKCTA




