IMPAUJIOXKEHHE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JJEKAPCTBEHHS IIPOXYKT PETENTIN

AmOpexc 15 mg/S ml cupon

Ambrex 15 mg/5 ml syrup -6 Y Y3y =
14 -05- 2078

2. KAYECTBEH U KOJIMYMECTBEH CbCTAB

Besika no3a or 5 ml or cupona AMOpekc cbabpxa 15 mg amOpokcosioB xuapoxiyiopua (ambroxol
hydrochloride).

[ToMOLLHHM BELLECTBA C H3BECTHO JIEUCTBHE: COPOUTOI

3a MBLJIHUA CITUCHK HA MOMOILIHUTE BellecTBa BHXK T. 6.1.

3. JJEKAPCTBEHA ®OPMA

Cupon
bucTbp, 6e31BeTEH CHPON C apOMaT Ha MaJIMHH.

4. K IMHUYHU JAHHHU
4.1. TepaneBTHYHH NOKA3AHHA

CeKpETOJIMTHYHO JIEYeHHE MPH OCTPU H OOOCTPEHH XPOHHWYHH OPOHXOIYJIMOHAIHHM 3a00NsBaHMA,
CBIPOBOJIEHH ¢ 00pa3yBaHe Ha aGHOpMaiHa MyKYCHA CEKPELIMsl M 3aTPYAHEHHUS MPHU OTAEIISHETO H.

4.2. lo3MpoBKAa H HAYHH HA ynorpeoda

/lo3upoeka

Jleua ot 6 — 12 roauHH: 5 ml (1 MmepuTenHa IbxKUUKa) 2-3 MBTH JHEBHO

Jleua ot 2 — 5 TOAMHH: 2,5 ml (1/2 meputenHa Jp)KAYKa) 3 MBTH AHEBHO

Jleua noa 2 roqUHUA: 2,5 ml (1/2 MepurenHa nbXKHYKA) 2 MBTH JHEBHO — IO JIEKAPCKO
npeanucaHue

[MpunokeHuero Ha AMOpekc cupomnm npv Aeua noa 2 TOAMHH Ce MpernopbyBa Ja CTaBa Cjel
KOHCY/TALMs C JieKap WK (papMaLEeBT.

[Ipu neua moa 1 roauHa He ce MpenopbYBa NMpPUJIAraHeTO Ha MYKOJIMTHK, MOpPaJH HEBB3MOXKHOCT 3a
orxpauBaHe. [IpenieHkaTa TpsabBa aa ObAe U3BBPLICHA OT JIeKap.

[TpoaABLIKUTENIHOCTTA HA JIEYEHHETO € OT 5 — 7 [HH.
Havun na npunoosicenue
AMOpeKc MOe JIa ce pueMa 110 BpeMe Ha XpaHeHe WM 0e3 XpaHa.
PSS
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B cmydail Ha penkd BpoAeHHU 3abonsiBaHUA, KOUTO MOraT Aa AOBENAT A0 HECHBMECTHMOCT € HAKOH OT
noMolnHHUTe BellecTBa (BXK. T.4.4 CrneumanHn npeaynpexAeHUs U Mpena3zHd MEepkH 3a ynotpeda),
ynoTpedarTa Ha JIEKapCTBEHUS MPOIAYKT € MPOTHBOIIOKA3aHaA.

4.4. Cnentna1HH NpeayInpexIeHHA H NpeAnasHy MepKH NMpH ynorpebda

MMa cnobllieHus 3a TEXKH KOXHHU peakUMH, KaTo epuTeMa MynTHdopme, CHHIpOM Ha Stevens-
Johnson/rokcuuxa enuaepmManHa Hekponuia (TEH) 4 ocTpa reHepanusnpaHa eK3aHTEMHa MycTYlio3a,
KOWTO ca B MpeAXoJHa Bpb3ka ¢ TPHAAraHeTO Ha €KCNEKTOPAaHTH, KaKbBTO € H aMOpokconos
XHAPOXJIOpHA. B mo-rosigMa yacT oT clyyaute T€ MOrar ga ce oOsicHST ¢ TexecTTa Ha NPUAPY>XaBallo
3a00/1ABaHE HA MALINEHTUTE W/HIIN CHITHTCTBAIIC JICUYECHHE.

[fTo Bpeme Ha panHata ¢aza Ha cHHIpomMa Ha Stevens-Johnson u TEH, naumenTsT MOXe
MbPBOHAYAIHO Ja YCeTH HEeCHeUW(HIHM cUMNOTOMH, MOAOOHM Ha OpOAOPMANHWUTE TpH TpHI,
HallpuMep Tpecka, BTPHCAHe, PHHMT, KallnWua H Bb3naneHo reprno. [lo 3abnyaa ot Te3um
HecneUUUIHH CHUMIITOMH, NOoAoOHM Ha NPOLOPMAIHUTE MpPH TPHI, € BL3IMOXXHO 3arnouyBaHe Ha
CHMIITOMAaTH9YHO JIeYeHWEe Ha Kaumdua A npoctyga. I[lo Tasm npuymHa, akO0 MMa CHMITOMH HJIH
MPU3HAIIM Ha TIpOrpecHpall KoxeH oOpuB (NMOHAKOra CBBP3aHK ¢ MEXYPH WMIH JIC3HH Ha JTUTaBHLINTE),
TpAOBa He3abaBHO Ja ce MPEYCTAHOBH NEYEHHETO ¢ aMOPOKCONIOB XHIAPOXIOPHI ¥ Aa ¢€ IMOThPCH
MedHIIHHCKA NOMOILL.

Heprodpobro u 6vbpeyno yepesicoane

IIpunoxenneTo Ha aMOpoKcon nMpH nauueHTH ¢ 6B0peyHa UK YepHOApOOHA HEJOCTATRYHOCT TpAdBa
Ja CTaBa caMo cliel] KOHCYNTauns ¢ MENAMUMHCKH crneuuanucT. KakTo 3a BCIKO MEAHWKAMEHTO3HO
neyeHne ¢ MeTabonu3eM B YepHHUA Ipod, mocneapaH OT eJIMMUHKpaHe upe3 OLOpeunTe, MOXKe Aa ce
OYaKkBa HaTpynBaHe Ha aMOpokconoBH MeTaboNMHTH B YyepHHA ApoO, B coydail Ha Texka ObOpedHa
HEIOCTATHLYHOCT.

AMOpekc cbaBpka copbuton. TlalMeHTH ¢ pelKy HACIEOCTBEHH NpOOJEMH HA HENOHOCHMOCT KBHM
¢pykTO3a He TpAOBA 1a NpUEMaT TOBA JICKAPCTRO.

4.5. BiauMoaeACTBHE ¢ APYTH JIEKAPCTBEHH NIPOAYKTH H APYTH (POPMH Ha BIAHMOJEHCTBHE

He ce mnpenopnuyBa ynoTpebata Ha aMOpOKCONMOB XHIPOXJIOPHA C JEKAPCTBEHH MPOAYKTH,
NOATUCKAINN KAILLJIWLIATA.

IIpunoxeHnero Ha ambpoxcon ¢ AaHTHOMOTHUHM (AMOKCHLMJIWH, LUE(YPOKCHM, HOKCAUHMKINH WIN
EPUTPOMHIIMH) BOOH L0 NO-BUCOKA KOHUEHTpALUS HA AHTHOHOTUUUTE B OpOHXHWANHUA CekpeT |
C/IOHKATA.

He ca moinaaBaHy KIHMHHYHO 3HaA9HMHM HEXe/TaHH B3aMMOJEHCTBUS ¢ IPYTH JICKAPCTBECHH MPOAYKTH.

4.6. DepTIWIHTET, GpEeMEHHOCT U KbpMeEHe

Henpwioxnmo.
Ambpekc 15 mg/5 ml cupon e npeanasHayeH 3a ynotpeda ot aeua.

4.7. EdexTH BLPXY cnocobHocTTa 3a modupaHe 1 pabora ¢ MAINHHHA

Hsama gannau AMOpekc Aa nosnuaBa ¢nocobOHOCTTA 3a wodupaHe U paboTta ¢ Maln
NpeaHa3HaueH 3a aeua.




4.8. HexenaHy JeKapCTBEHH peaKilHH
Ob6ukHoBeHO AMOpeKc ce noHacs aobpe.
YecToTaTa Ha HEXEJIAHUTE peakliny € npeacrarena cropel MedDRA koHBeHuusTa

Muoro uectu: > 1/10

YecTu: > 1/100; < 1/10;
Heqecrty: > 1/1000; < 1/100;
Penku: > 1/10 000; < 1/1000

Mpmuoro pegku: < 1/10 000
C HeHM3BeCTHA YeCTOTa: He MOraT fa OBbAaT OLEHEHH CIIOpe] HAMTUYHHUTE JaHHHU

Hapywenust na umynnama cucmema

Penku: peakiHH Ha CBPBXYYBCTBHTETHOCT

C Hen3BeCcTHA YECTOTa: CBPBbXYYBCTBUTENHOCT, aHa(pMIAKTHUYHH PEaKLHH, BKIKOUYHTEIHO
aHaUNAKTHYIEH LIOK, aHTHOEAEM W NPYPHUTYC.

Hapywenua na nepgnama cucmema
Yectu: aucresnsd (MpoMsAHAa HA BKYyca)

Pecnupamopru, 2pvonu u MeOUAcCMuH@IHU HaApYuteHus
YecTH: apHHreanHa XxunoecTe3ns

lacmpo-unmecmunannu Hapywerusa

Yectn: rajeHe, opatHa XHIIOECTe3ns
HeuecTu: AWApWs, MOBPBIIAHE, TUCTETICHA, CYX0Ta B YCTATa, CToMallHa 0oika
C HeHn3BeCTHA 4ECTOTA: CYXOTa B I'bPJIOTO

Hapywenur na koscama u nooKoicHama mvKkaH

Penku: obpHB, ypTUKapHS

C HeH3BeCcTHA YECTOTA: TEXKKM KOXKHH HEXKeNaHH peakuun (BKIIOYUTEIIHO epuTeEMa
MyntTugopme, CHHApoM Ha CTHBBHC-IDKOHCBHBH/TOKCHYHA eMUACpPMaliHa HEKPONH3a U OCTpa
reHepainivpaHa eK3aHTeMHa [TyCcTy03a)

Crno0masaHe Ha NOJO3UPAHH HEXKEJIAHH DEAKLHAH

CpobumaBaHeTo Ha NOAO3NPAHU HEXENAHH peaKiHH cliell pa3peiiiaBaHe 3a ynotpeda Ha fekapcTBeHN
MPOOYKT € BaXHO. TOBa MO3BOJIARA 1a NPOTE/DKH HAOMOACHUETO HA CHOTHOLICHUETO NON3a/pHCK 3a
NEeKAPCTBEHUS MNPOAYKT. OT MeOHUWHCKHUTE CIENHATMCTH C€ HW3ACKBA Jia CbhoOINaBaT BCAka
[og03UupaHa

HeKEJlaHa peaklvd AUPEKTHO Ha ManmenauTenHa areHus no nexkapcreara (MAJD):

BbJTAPHUA, Codua 1303, yn. lamsn I'pyes 8
Ten. +359 2 8903555
en. nowa: bda@bda.bg

yebcaitT: www.bda.bg

4.9. Ilpegozupane

NO3HATUTE HeXeNMaHH peakuuyn npy ynotpebara Ha AMOpekc B NpenopbYUTETHUTE
1a e HeOoOXOMHMO CUMITTOMATHYHO JIEYMEHHE.




5. GAPMAKOJIOTHYHHU CBOVUCTBA

S5.1. dapMakoJUHAMHYHH CBOHCTBA
dapmaxoTepaneBTHYHa rpyna — Mykonutuuy, ATC kox - ROSCB06

B npeaknMHMYHHM TNpPOYyUBaHHA, AaKTHBHATA CbhCcTaBka Ha AMOpexc — aMOpOKCONIOB XHMIOPOXIOpHI
NpeJH3BHKBA YBENMYABAHE CEKPELUMATA Ha MXUIE3UTE HA pecrnupaTOpHUS TpakT. 3acwiaBa ce
npoAyKUHATa Ha GenoapobeH ¢bpdakTaHT M ce CTHMYNHpa LUMIHapHaTa akTMBHOCT. B pesynrtar na
TOBa C€ yBelIH4aBa MYKYCHHUS MOTOK M TpaHCHOpT (MyxouunmapeH KiupbHC). IlomodpsaraHeTo Ha
MYKOLWJTHAPHHA KIUPBHC € J0KA3aHO B KIWHHYHA ¥ ¢apMakoIOrHYHH NIpoy4YBaHHA. 3aCHIBAHETO Ha
ceKpeuusaTa Ha OpOHXHallHa TEYHOCT M Ha MYKOLUWIHapHHs KIMPBHC YJIECHABAT e€XCIIeKTopaluara u
H3KAIIAHETO.

JlokanuuaT anecteTuueH edekT Ha aMOpPOKCOMOB XMApOXJIopua e Hadmio4aBaH BBpPXY MOJEN Ha
3aellIKO OKO, KOETO MOXE J1a ¢e 00ACHHU ¢bC CBOMCTBOTO Aa ONOKHpa HAaTpHeBUTE KaHaN. IIoka3zaHo e
in vitro, 9e aMOpPOKCOJIOR XHUAPOXJIOpHA ONOKMpa KIOHWPaHH HEBpATHH HATPHEBHM KaHalH, KaTo
CBEBpP3BaHETO € 00paTHMO U 3aBUCH OT KOHUEHTpalusTa.

YCTaHOBEHO € in vitro, ue TIPHJIOKEHHETO Ha aMOpOKCONOB XHAPOXJIOPHA BOAH OO 3HAYHUTENHO
pedyLpaHe He caMO Ha OCBOOOXKIAaBAHETO Ha LIWTOKHHH OT KPbBTA, HO W HAa TbKaH- 3aBHCHUMHUTE
MOHOHYKJICAPHH W NMOAUMOPQOHYKIICapHH KIIETKH.

OcBeH TOBa, CbBPEMEHHH KIMHHYHM MTPOYYBaHUs ¢ TabNETKH 38 CMyueHE ChIbpKalH aMOpPOKCOITOR
XUAPOXJIOpHA, NoKa3BaT 3Ha4unM edexr 3a obnexyaBaHe Ha OONKara MPH OCTPO BBINAIEHHE HA
rupiioTo. CHLUIO Taka, 3HAYMTE/THO CE HaMallABa 3a4epBABAHETO Ha BB3NAJIEHOTO I'bPIIO.

Te3n ¢apMakonoruuHu cBOoCTBA ca B CbOTBETCTBHE C JONBAHUTENHUTE HAOMOAEHHUA B KIMMHHYHH
MpOYy4YBaHud 3a H3CNicABaHe HA ePUKACHOCT NPH JeucHHe ¢ aMOPOKCONOB XUAPOXJIOPHI Ha CUMIITOMH
B FOPHHTE OTIENMN Ha PecNHpaTOpHUA TPAKT, KOETO € JOBEeNO A0 PA3KO HamalnsdBaHe Ha Goskata
CBBbp3aHus ¢ Hed AuckoMdopT obnacTTa yXxo-HOC-Tpaxes Ype3 HHaXaNLUs.

Cnex npueM Ha aMOpOKCOJIOB XUIAPOXJIOPH], C€ NMOBHLIABa KOHLEHTPAUMATA HAa HAKOW aHTHOHOTHLIMN
(aMOKCHLIMIIHH, LiedYPOKCUM, EPHTPOMHLIMH) B OPOHXOMYIIMOHAIHMA CEKPET W CIOHKATA.

5.2. dapMaxoxKHHEeTHYHH CBOHCTBA

Abcopbyus

A6copbuudaTa Ha BCWYKH GOpMH 3a NEpOPAITHO NPUIIOXKEHHE ¢ HesabaBHO ocBoOOXIaBaHe ¢ OBp3a U
MOYTH ITLJIHA, NPH JIHHEHHA 3aBUCUMOCT OT JI03aTa, KOraro NpoAyKThT € IIPHIOKECH B TepaleBTHYHH
HO3H.

Cnen nepopanHo npunoxenue, ambpokcon ce abcopbupa nodpe oT cromaurHo YpesHHUs TpakT. Ipw
[IPYEM MpPEJH XpaHa BbPXOBa MUIa3MEHa KOHUEHTpalKs ce NocTHra 8 HHrepsai ot 1 go 2.5 yaca.
buoHannyHocTTa Ha aMOpokcon e noseue o1 60%.

Pasznpeoenenue

PasnpeneneHnero Ha aMOpOKCONOB XUAPOXNOpHA OT KPbBTa KbM ThKaHUTE € OBbp30 H ACHO H3pa3eHo,
KATO Hai-BACOKaTa KOHLEHTPaLMA Ha aKTHBHOTO BELIECTBO € ycTaHOBEHa B benure apobose. ObeMbT
Ha pasfipeJeNieHHe clel nepopalieH npueM e nprubanzutento 552 L.

YCcTaHOBEHO €, 4C B TEPAINICBTUYHH I'PaHHLH CBBP3BAHETO Ha NPOTCHHHUTE B INaiMaTta € OKO %f_h"

Memabonuzwvm u enumunupare
Oxkono 30% oT npunoXeHaTa MepopanHa ho3a ce eNUMHHHpa 4dpe3 Metabon
npeMUHaBaHe. AMOpPOKCONOB XHAPOXJIOpHO ce MeTabonmuiaMpa IJIaBHO B Y€



IMIOKYPOHUpaHe B pa3uenBaHe A0 ANOpoMaHTpaHNIOBa KUcenuHa (nmpubnusutento 10% or noszara), c
N3KITIOUEHHE Ha HAKOW BTOPOCTEINEHHH MeTaboTuTH.

[lpoyusaHusa Ha yepHOApOOHHUTE MUKPO30OMH NpH YoBeka nokasmar, ue CYP3A4 e nmpeobnanasainara
H3odopma, OoTroBopHa 3a MeTabonyusma Ha amMOpoOKCONOB XHApOXIOpPHA A0 AWOpOMAHTpaHWIOBA
KHCEeJIUHA.

B pamMkuTe Ha 3 KM OT NepopaiH¥s npHeM, Npuomusntenwo 6% ot Jo3aTa ocTtaBa B CBOOOJHA
topma, mokaro 26% OT Hes ca OTKPMTH B YpUHATa B KOHIOTUpaHa dopMa. KpalHUST TTOJTYKMBOT Ha
enUMHHUApaHe Ha aMOpokcosioB xuapoxnopua e npubnusntenno 10 yaca. TOTAWIHHAT KIHPBHC € OT
nopsagbka Ha 660 ml/min, ¢ orunTaHe Ha ObOpeueH WMpwHC NpHOIH3UTETHO 83% OT TOTATHHA
KJTHPBHC.

DapmMaKoKuUKEMUKa NPU CREYUAHU SPYNU NAYUeHMU

[[py nauMeHTM C HapymeHa ¢QYHKUMA Ha 4YepHus [pob, elMMHHHMpaHeTO Ha aMOpoKCOoB
XUIPOXJIOPH/ € HaMaJleHo, KOoeTo BoAH nMpuban3uTeNHo oT 1,3 no 2 nbTH No-BHCOKH TUTA3MEHU HHUBA.
[lopanu BHCOKaTa TepaneBTHYHA MpaHULA HA aMOPOKCOJIOB XMAPOXJIOPHA, HE CE€ Hajlara MpOMsRHa Ha
A03aTa.

Hpyzu
BripacTTa H nojia He OKa3BaT BIMAHHME BbPXY (papMaKOKHHETHKATA Ha aMOPOKCOIOB XHAPOXJIOPH/ B

KJIHHHYHO 3HAYMMa CTENEH M 10 Ta3KW NPHYHMHA He Halarat nmpoMsHa Ha go3ara.
YCTaHOBEHO €, 7€ XpaHaTa He BIIHAE BbPXY OHOHAITHHHOCTTA Ha aMOpPOKCONOB XHAPOXJIOPHAL.
5.3. IIpeaxknuuuyaH JaHHH 33 6e30MACHOCT

AMOPOKCOJIOB XUIPOXIOPHI UMa MHOTO HHChK HHOEKC HA 0CTpa TOKCHYHOCT.

B npoyuyBaHusi Ha XpOHHYHA TOKCHYHOCT [PH NEPOPATHH 034 NPH MHIIKH (4 CEIMHIH), ILTbXOBE (52
n 78 ceaAMHILIN), 3afN (26 ceAMULIN) U KydeTa (52 ceIMHULIN) He € OTPKHUT CIICLHANIEH TapreTeH Opran
10 OTHOLIEHHWE Ha TOKCHYHOcTTa. HHBaTta, mpW KOHTO He ce HabnmioZaBaT HeXENaHH JIEKAPTCBCHH
peKkanuy ca npy nepopannd ao3d ot 150 mg/kg/nHesno (muwmxn), 50 mg/kg/muesno (niexose), 40
mg/kg/nneBro (3aliun) v 50 mg/kg/nHeBHO (KydeTa) ChOTBETHO.

YeTHpy ceIMUYHO NMPOYUYBAHE HA TOKCHUYHOCTTA Ha aMOPOKCONIOBR XHIPOXJIOPH] , MPU UHTPABEHO3HO
npunaraie npu mrbxose (4,14 U 64mg/kg/nnesno) u nipu kydera (45, 90 u 120 mg/kg/ aueBHO
(nHy3nn 3h/ZHEBHO)) He MOKa3Ba HATHYMETO Ha TEXKAa JIOKAHA U CHUCTEMHAa TOKCHYHOCT,
BKJTHOUHTETHO M Ha XUCTONATONOrMA. BCHUKM HexeNnaHu NeKapCTBEHH peakliui ca obpaTumu.

AMOPOKCOJIOB XMAPOXNIOPUI He TIpUTEkaBa EMOPHOTOKCHYHO W TEPATOTCHHO IEHCTBHE TIpH
nepopajiHo npunokedue Ha go3m go 3000 mg/kg/nHeBHO MpH MIIBXOBE W NpH 3aliuy B Ao3u go 200
mg/kg/nmiesHo. He nosaussa geprunurera Ha TUTsXxoBe B 403K 10 500 mg/kg. HuBoTo, mpn KoeTo He
ce HabmomaBaT HeXesaHHW JiekapcTBeHH peakUWd (NOAEL) no BpeMe Ha nmepu- H MOCTHATATHOTO
pazBuTHe € 50 mg/kg/aneBHo. Cpennata goza ot 500 mg/kg/nHeBHO aMOPOKCONOB XHAPOXJIOPHI €
JIeKO TOKCHYHA 3a MalKUTEe U NOKONEHUeTo — HAOMOAABAHO € 3a0aBeHO pasBUTHE HA TEAECHOTO TETIIO
¥ HaMajleH pasMep Ha MOTOMCTBOTO.

{n vitro M3NNTBAHWATA 3a TEHOTOKCUYHOCT (TecT HAa AMEcC W TECT 3a XpoMO30MHa abepauns) U in vivo
(MHKpOHYKII€apeH TECT) He MOKa3BaT MYTareHeH MOTEHUHANl Ha aMOPOKCOJIOB XHAPOXIIOPHA,

AMOpOKCONOB XMAPOXIIOPUA HE TMOKa3Ba TYMOpPOFeHeH TMOTEeHIMan Tnpu n
kapueporeHHocT npn MHIIKH (50,200 n 800 mg/kg) u nabxose (65,250 u 1000
nekyBaHM ¢ aueta 3a 105 n 116 ceAMULH, CROTBETHO.



6. @APMAIEBTHYHH NAHHH

6.1. Cnachbk HA NOMOIHATE BemecTBa

Copburon 70% (E 420)

Metwinapaxuapokcubensoar (E 218)

I1ponunnapaxuapokcubensoar (E 216)

HatpHes nurpar

JINMOHEHa KHCEeTHHA MOHOXHAPAT

ApoMar Ha MaJTHHH

[Ipeuncrena Boaa

6.2. HechbBMECTHMOCTH
Henpunoxumo.

6.3. Cpok na roasocr
3 roauHwu.

[IpoaykTsT Ja He ce mpunara ciiel H3THYAHE Ha AATATa, O3HAYCHA BbPXY ONAKOBKATA.
Cpok Ha rOAHOCT Ciell IMbPBOHAYAIHO OTBAPAHE Ha OMAKOBKATa: 6 Mecena.

6.3. Crnenuannu yc/0BHA 38 ChXpaHeHHe

Ha ce cpXpaHABa B OPHIHHAIHATA OMAKOBKA.
Ha ce cpxpaniBa Ha MACTO HEAOCTHIIHO 34 fELIa.

6.5. BHa H cBABpXKAHHE HA ONIAKOBKATA

B 6ytuika or 100 ml, B KyTHATa MMa MEpHTENHA IBKHYKA ¢ BMECTHMOCT S ml.
6.6. CiennajiHH npeANa3sHE MEPKH NpH H3XBbJIsiHE

HsaMa crienmaiHu H3MCKBaHHA 32 H3XBLPIAHE.

HensnonssaHUAT ekapcTBEH MPOAYKT WK OTNIANBYHHTE MATEPHANH OT HEr'o TpabBa na ce H3XBBpIAT
B CbOTBETCTBHE C MECTHHTE H3UCKBAHMA.

7. HME A APEC HA HPUTEXATEJISI HA PASPEHNIEHUETO 3A YIIOTPEEA
HOBEJI PAPMA EOOJ

Oyn. “buarapua” Ne 109

Codua 1404, brarapus

8. HOMEP HA PA3SPEHIEHMETO 3A YIIOTPEBA

Perncrpounonen Ne 20050334

9. JATA HA ITBPBO PA3PEIIABAHE/MTIOAHOBSIBAHE HA PA3PEMEHHETO 3A
YIIOTPEBA

Jlata Ha mppBO paspemasane; 22.06.2005 r
Hara Ha nocnenHo noaHosaeaune: 08.09.2010 r.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

01.2025




