Kpamsca xapaxmepiicmuka Ha "‘“‘"”"“m FHiAd 0 JEXAPCTBATA |

-. [
:i.- Ll
Tumiisi -;' R

1. AME HA JIEKAPCTBEHMS IIPOIYKT h ;.;:;;,:;; i R FOGYNITA - [ pUAONEHUE
:
!:
I'panocrag AMGpo 30 mg Tabnerxkn Lt POZ) N cvvrimnenriiammossssssrmesrer i
P P : _ e
Grippostad Ambro 30 mg tablets 1
| PasrsiucHus Ne
1 .
? L B r‘.:_"'--'l- e '.'[r'*‘l.' -I','-r-_:‘ T T LIS plltl_--lEllllIllil".lf""".""."."..l
2. KAYECTBEH M KOMMUYECTBEH ChCTAB | vzt M e L s

Bceaka Tabnerka caaspxa 30 mg aMOpokcosion xu,upuxnopml 33, ITBJTHHMS CHHCHK C IOMOUHH
BEIIeCTBA BHX TOUKa 6.].

3. JEKAPCTBEHA ®OPMA
Besn, KpbriM, ABOMHOM3ITBKHAIM TabNeTKH ¢ ASUTENHA YepTa OT HaTa CTpaHa.

4. KTHHNYHHNR JAHHH
4.1 TepaneBTHYNE NHOKAIAHAY
MYyKO/HTHYHO JieMeHHe ITPH OCTPH H 060CTPeHHM XpoHHYHH 3abonsABaHKua Ha GpoHxHTe B HemHa Apob,

NPHAPYKEHH C OOMIIEH CEKpeT M 3aTPYAHCHHS IIPH OTAC/IAHETO MY.
4.2 1o3MpOBKA 1 HAYHH HA NPHJIVKESHHE

B caydaii, ye He ¢ NPeANHMCAHO APYroO NMPENOPBUKUTENHA € CIIEHATA JO3HPOBKA:

Hena Ha ee3pact 6-12 roiuHu
OGuuaiinaTa 1032 € ¥ Tabnerka Mpunocrag AMOpo 30 mg Tabnerku 2-3 muTH AHEBHO (ekB. Ha 30 - 45

mg aMOPOKCOJIOB XMIAPOXJIOPHA).

Br3pacTHy 1 geua Hax 12 roxuHy
O6uuaiinara no3a e 1 rabnerxa I'punocrag AMOpo 30 mg Tabnerku 3 meTH AHEeBHO (ekB. Ha 90 mg

aMOpOKCONIOB XHAPOXJIOPHA) Mpe3 mepBUTEe 2-3 AHK, nocaeasaHa oT 1 Tabnerxa I'punocrag AmOpo 30
mg TabneTky 2 METH AHEBHO (ekB. Ha 60 mg aMOpoKCONOB XHAPOXIOPHA).

3abenexxka:
Ypes NO3MpPOBKATa NPU BE3PACTHH € BB3MOXKHO Jia ce MOBHIUH edekTa (ako e HeoOX0AMMO) KaTo ce
nprema 60 mg aMOpoKCONOB XHAPOXJIOPHA ABA ITBTH AHSBHO (ekeHRajIeHT Ha 120 mg amMOpokconoB

XHAPOXJIOPHA).

HagHH Ba OpHIOKEHHE:
Tabnerkure TpabBa Ka ce morasiaT nenH (6e3 Aa ce CIbBKBAT) € AOCTATEYHO KOJIMYECTBO TEYHOCT,

Haii-gobpe - clex xpaHeHe.

[IpoaBLKMTETHOCT Ha JIECYSHHUETO
JIekapcTBEHUTE MPOAYKTH ChAbPIKALH AMOPOKCON He TpAGBa Aa ce npyeMar Nno-ALIro ot 4 A0 5 AHH,

OCBEH, aKO TOBA HE € YKa3aHO OT JIeKap.

4.3 IIpoTHBONOKA3IAAMY e
I'punocran Am6po 30 mg Tabnetku He TpsOBa Aa ce mpHeMa OT MALMEHTH ChC CBPEXYYHETRHT

KBM HIKOS OT CBCTABKHTE Ha npoaykTa. I'punoctan AM6po 30 mg tabnerxku He c& nﬂﬁxﬂm‘ﬁ \

noa 6 rofMIHa B3pacT NopagH BUCOKOTO ChAbPXKAHHE HA JISKAPCTBEHOTO Bememe M‘&Gn TkETe. ‘1\‘1_
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CrinecTByBaT peiki ChoOLICHHA 3a NAlHEHTH PasBIIM OCTPH KOXKHH peakliiH, KaTo CHHAPOM Ha
CtusbHC-[KOHCHH M cHHAPoM Ha JIuen, BE3HMKHAIM ciex ynoTpebarta Ha amOpoxcoi. ETo 3ammo, ako
ce MOABSKT NOAOOHM peaKip Ha KOXKaTa H IMrasulaTa, Tpa0Ba He3abaBHO 1a Ce HANPABH KOHCYITALIHA
¢ JIeKyBAallMA JeKap H [ia ce MpeycTaHOBH yrnoTpebara Ha aMbpokcon.

AMOpOKCONET ClTEABA Jia Ce Npuara ¢ BHMMaHHe Npu 6OJHH CBC CTOMALLHA A3BA.

AMOpokconsT TpaOBa Aa ce NpUiIara ¢ BHUMaHHe IIpH NAUMEHTH ChC CMYIICHHA B MEXaHH3MA Ha
OTXpayBaHETO H aHOPMAJTH3 NPOAYKLMA Ha OpoHxuaneH ceKpeT (Hamp. NMpH PARKO CpeliaHHA
MaJIMrHEeH LMHApEH CHHAPOM) TOpPaii PHCK OT KOHTeCcTHA Ha GPOHXHAITHATA CEeKpeLs.

[Tpu naupenT! ¢ Gr6pedHa HEAOCTATHYHOCT WIH HAKOH WePHOAPOOHH 3a60/ABaHHA, AMOPOKCOMTBT
Tpa0Ba a ce npuiara caMo ¢ NOBHIIEHO BHUMaHHe (Hanp. Ipe3 YAB/DKEHH HHTCPBAIH HIH B
peayuMpaHy A03H).

ITpr nauseHTH ¢ ocTpa 61L.6peyHa HEAOCTATHUHOCT € BE3MOXKHO KyMYJIMpaHe Ha MeTaboIHTHTE Ha
aMOpOKCONT B pe3ynTar Ha uyepHOApoOHHA METabOMN3BM.

MMa c1oB1eHNs 3a TeXKH KOXKHH peaKlMy KaTo epHTeMa My aTHdopMe, CHAPOM Ha Stevens-Johnson
(SJS)/TokcuunHa enuaepmanHa Hekponusa (TEN) m ocTpa reHepamu3vpaHa eK3aHTEMHA ITyCTynosa
(AGEP), cBBp3aHH ¢ TpHIOXKEHHMETO Ha aMOpPOKCONOB XMApPOXIOpHA. AKO HMA CHMIITOMH HIH
NPH3HALM HA MIPOrpecHpaill KoxkeH o6puB (IOHAKOTa CBBP3aHH ¢ MEXYPH HIIH JIC3HH Ha JIHTABHLIKTE),
nevyeHHeTo ¢ aMOpOKCos10B XHApoXaopHa TpaOBa Ja Obae He3abaBHO NPEYCTAHOBCHO H Ia C¢ MOTHPCH
MEeRUIMHCKA TOMOLLL, |

I'punoctan AMGpo 30 mg Tabnerkn craBpKA NakTo3a MOHOXHADPAT. [lalmMenTH CTpafalii  OT PE/IKH
BpOJeHH npobJieMH KATO rajlakTo3eMHA, ManabCcopOLIHa Ha IIOKO03a/TalakT03a HITH C
HEJOCTATHYHOCT Ha €H3HMA JIAKTa3a He TpAOBa fa npueMar TOBa JICKapCTBO.

4.5 BzanmojelicTBEe ¢ APYTH JEKAPCTBCHH HPOAYKTE & APYre GopMH HA B3aHMOAcHCTBHE
ExnoBpeMeHHUAT MpHeM Ha aMOPOKCOJ ¢ APYTH NPOTHBOKAULTHYHH (AHTHTYCHBHH) CPECTBA MOJKE Jia
NpeAM3BHKA ONIACHA KOHrecTHY Ha GpOHXHA/IHA cekpelLa Ype3 HHXHOHpaHe Ha OTKALLIHYHIS
pednexc. ITo Ta3u npuurHa KOMOMHMPAHOTO JeueHHe TpAOBa Aa ce NpoBeKAa ¢ 0cobeHO BHHMaHHe.

4.6 bpeMennocT H Kbpmene
bpemennocm

Hudopmaipara 3a ynorpebGara Ha amGpokcon npH GpeMeHHH ¢ HeAocTaThHA. ToBa Baku 0COOEHO 32
nepHoja ao 28 ceamuua ot 6pemertoctTa, [Ipn H3caegBaHHA ¢ KHBOTHH AMOPOKCON HE I0Ka3Ba
TeparoreHeH edexT (BK T. 5.3 [peaxnunnunn nannu 3a GesonacHoct). [To Bpeme Ha GpeMeHHOCT,
ocoBeHOo B ITbpBUA TPHUMECTHP, aMOpoKkcon TpA0Ba Aa ce Ha3HAYABA M NPHEMA CaMO Clie/l BHAMATe/Ha
NpeLicHKA Ha ChOTHOLIEHHUETO O3/ PHCK.

Kvpmene

AMOpOKCONBT Ce eKCKpeTHpa B KbpMaTa Ha #uBoTHH. THil KaTO HAMA JOCTATHYEH OIHT 34 YNoTpebara
MY NpH X0pa, Tol TpaOBa Aa ¢e W3MOoN3Ba OT KEPMAYKH caMoO Clie/] BHHMaTellHa MpeueHKa Ha
ChOTHOLIEHWETO NOJT3a/ PHCK.

4.7 EdexTn BLPXY cCHOCOOHOCTTA 32 modHpaHe B pabora ¢ MAIIARKA
HsaMa u3secTHYU.

4.8 Hexxenann JexapcTBeHH peaknau

YecToTara HA NMPOABAa HA ONMMHMCAHUTE TIO-AOJY HEXENAHH peaKUHMH Ce OIPEACs yCIIOBHO KaTO:

Mmuoro yects (> 1/10), Yects (> 1/100 no < 1/10), Heuectu (> 1/1000 xo < 1/100), Pem (?"'I'(SOE N
10 < 1/1000), Muoro peaxu (< 1/10 000). R ’7'4‘:;
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Yrnotpebata Ha JiekapcTBa ChABPKAIIH AMOPOKCO MOXKe 2 HOBEJIE 110 CNICAHHTE fiexce,rmjm EAKIHH:
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Peaxu: peakuyH Ha CBPBXMYBCTBHTEITHOCT

Muoro pesiki: aHaQHIAKTUYHH PeakiiuH BoACLIH 10 aHadHIAKTHYEH IHOK.
C HeHM3BeCTHA YECTOTA: aHA(PHIAKTHUHH pPeakUMH, BKIIOYHTENHO aHA(PUIAKTHUCH 1IOK, AHTHOSAEM H

NpypHTyC

Cmomatuno-upeenu HapyuieHun
Heuecrn: ranene, croMamna 007xa, MOBPHILAHE.

Hapywenua na Koxcama u nOOKOINCHAMA NoKax

Penxu: oOpHB, YpTHKAPHA

MHOro penxu:; OCTPH KOXKHH PeaKiiiH, KaTO enuaepMalHa HeKpo3a M CHHApOM Ha CTHRBHC-J[DKOHCEH.
C HEW3BECTHAa YECTOTA: TEXKH KOKHH HEXENAHH PeakilMH (BKIIOYHTENIHO epHTeMa MYATHdOpMe,
CHMHpOM Ha cTUBBHC-JDKOHCBH /TOKCHMYHA €NUACPMAalIHA HEKpOJH3a H OCTpa reHepalaH3IHpaHa
eK3aHTEeMHA ITYCTYJ103a).

CrobimaBane HA NOJO3HPAHH HEKEJAHH PEeAKIHA

Crol1aBaHeTo Ha OAO3MPAHK HEKE/IAHH PeakiHK Clell paspelaBaHe 3a ynorpeba Ha JeKapCTBEHHA
NpoAyKT € BaxkHO. ToBa No3eosigea Az NPOXBIDKH HabMOIEHKETO HA CHOTHOLICHHETO MOM3A/PHCK 32
NIEKApCTBEHHA NPOAYKT. OT MEAULHHCKHATE CIICLIHANIHCTH C& H3HCKBA 1a Cho0IIaBaT BCIKa NoAo3HpaHa

HeKeJlaHa peakiHg 4pes:

HanbsIHATeNA ATEHUME N0 JIEKAPCTBATA
yi. . Jaman 'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpenozapane

CUMOTOMY Ha NIPEAO3UPAHE

CHMNTOMH WIH OpU3HAIM HA OTPABAHE He ca HabmionaBaHu npy npeAo3HpaHe ¢ aMOpOKCOIL.
ChlecTBYBaT ChOOIIEHHA 3a NIPpeXoAKO Ge3nokolicTBo H auapua. AMOPOKCOIBT ce noHaca xobpe npH
nepopaina no3a 1o 25 mg/kg/nex. [lpeAxTHHHYHUTE M3CNEABAHUA NPEANONArar, 4¢ eKCTpEMHOTO
NpeA03Mpade MOXKE Z1a AOBeJe A0 PHCK OT MOBHIICHO CIIIOHOOT/IENAHE, raficHe, NOBPHINAHe !
NOHWXKaBaHe HA KPBBHOTO HaJIATaHE.

TepaneBTHYHHA MEPKH IIPH NPERO3H

ChemHe MEPKH, KaTo MpeIU3BUKBAHE Ha MOBphIllaHe H cTOMAllIHA MPOMHBKA, He ¢a H3pHYHO MOKA3aHH
H TpsGBa A2 ce NPESANPHEMAT CaMo B CTy4aH Ha €EKCTpeMHO npeAo3HpaHe. Jieuennero Tpabna Aa ¢ B
CBOTBETCTBHE CBC CTCNEHTA H NIPH3HALMTE Ha NPENO3HpaHE.

5. PAPMAKOJIOTHYHH CBOUCTBA
3.1. ®apMakoAHRAMHEYHE CBOHCTRA

dapmaxorepaneBTHuHa rpyna: Mykomrruim ATC xoa: ROSCB06

AMGpokconsT, 3aMecTeH OeH3nnaMuH, € Metabonut Ha OGpomxekCHH. Toi ce pasmauasa OT
OpOMXEKCHH 110 JIHTICATa Ha METWIOBa IPyNa M HANMYHETO HA XHAPOKCHIHA Ipyna BeBEACHa HA oo

|||||

napa-TpaHC TO3HIHA B HHKJIOXEKCAHOBHA MPBCTEH. BolipekH, e HETrOBUAT MEXAHH3IBM HA ,qeﬁc.mﬂe'-ﬂe\

N
¢ HAITKIIHO H3ACHEH, PA3/IHYHH NPOYUYBaHHA MOKA3BAT CEKPETOJIMTHYECH H cexpemumpgfﬂ @}Krmw
TepOpaTHO NPUIOKEHHE, AeHCTBHETO Ha JIEKAPCTBOTO 3aMoyBa cliex okosno 30 MuH,

NPOALIDKMTENHOCTTA HA JCHCTBHETO BapHpa ot 6 1o 12 yaca, B 3aBHCHMOCT OT A03aT4 L

B npepknuHHYHA NPOy4BaHUA, aMOPOKCONBT MOBHIABA SHAYMTEIHO OpOHXHANHATA dé pes.. - - ’,’
Hamanapaiiku BUCKO3HOCTTa Ha MYKYCa H aKTHBHPANKH MyKOLIWIHAPHHS pecnnpa:mp&n ﬁim'mn mﬂ ;
yJIECHABA OTXpaYBaHeTo. AMOPOKCONLT NPEIH3BUKBA AKTHBHPAHE HA CHHTE3a M celcpemga
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cbpdakTanT, ype3 npako AeHcTBHE PHPXY a1BEOJapHM NHEBMOLMTH THR 2 H Knapa knerxure B
MAJIKHTE CHAOBE Ha PecTIMPaTOpPHHA TPAKT. 1OBa NOMPHHACH 33 0Opa3yBaHETO H OTCTPAHABAHETO HA
ChbpaKTAHT-aKTUBHHA MaTepHall B anBeosiuTe ¥ GpoHXHTe Ha OemmTe ApoOoBE HA 3apOAMINA H Ha
BBE3pacTHUTEe HHAMBUAK. Te3u edexrn ca OMau HabmonasaHK KakTo MPH KACTHYHM KYJITYPH Taka M HH
BHBO NPH pa3IHYHU XKHBOTHUHCKH BHAOBE.

B nombiHeHne, aMOPOKCONBT NIOKA3B3a AaHTHOKCHAAHTHH e(PEKTH B pasiHUHH NPEAKINHHYHM
H3CICABAHHSA, THATO KIHHMMHA TIPUNOKHMOCT € BCE OlIE B NMPOLEC HA NPOYUBAHE.

KoHueHTpaniTe Ha aHTHOMOTHLIMTE AMOKCHITMIUTHH, LedrypOKCHM, EPHTPOMHIIMH H AOKCHLMKIHH,
CHABPKALHA Ce H B XpauKHTe H B OPOHXMANHMA CEKPET, ca ¢¢ NOKAYHIH CNie/] TPHIOKEHHETO Ha
aMOpOKCOS, KaTO KIIMHHYHATA IPUIOKHMOCT Ha TO3H e(eKT e BCe Olle B MpOoLeC Ha NMPOY'BAHE.

5.2. PapMakoKHHETHYHH CBOCTBA

[Ipu xopa, cieAa nepopaneH npueM, aMOPOKCONBT ce peaopbupa NOYTH HATKIHO. Tmax CIEA NEPOpPaANEH
npueMm ¢ 1-3 yaca. E¢exTsT Ha ppBO NpeMUHABaHE Npe3 YepHUS Apod BOAH A0 HAMANABAHE Ha
aGcomoTHaTa GMOHATHYHOCT NPH NEPOPAIEH NPHEM ¢ OKOJO 1/3, upe3 mpoxyxums Ha METabOMUTH,
KOHTO ce eTHMHHHpaT npe3 6u0perure (Hanp. AHOPOMOAHTPAHWIOBA KHCE/IHHA, KOHIOraTH Ha
[IIOKYPOHOBaTa KHCEMMHA). CBBP3BAHETO ¢ IWIa3MEHHTe NpoTeHHU € NpubmusuTenHo 85% (80-90%).
[T1asMeHHsST DOMYKUBOT € 7-12 yaca. OOIMAT IU1a3MeH NONYKHBOT Ha aMOPOKCO/IET M HETOBHTE
merabonnTH e npubamMsurenko 22 vaca.

Exckpenmara e 90% npes 6u6penure, nog gopmaTa Ha MeTaGoTHTH 0OpasyBaHH B YepHHA APoD.
o-manko ot 10% ot 6u0peunara exckperya € HenpoMeHeH aMGpoxkcon.

Huanusza wik ¢gopcHpaHa AHype3a He ¢a MOAXOAAHIH 3a THMMHHPAHE Ha 3HAYMTENTHH KOJTHYECTBA OT
JIEKAPCTBOTO, NOPA/IH BHCOKATA CTENEH HA KOHIOrALHA ¢ IUIa3MEHHTe IIPOTEHHH, roJieMis obeM Ha
paznpeneneHre ¥ 6aBHOTO NpepasnpeeneHue OT ThKAaHNTE B KPBBTA.

IIpu Texxkn yepHoApoOHM 3a00naBaHua, KIHpPLHCAa Ha aMOpokcosl ce HaManasa ¢ 20-40%. I1pH Texxn
cMyllleHus B 6p0peunaTa GpyHxuMs BpeMeTO 3a eJTHMHHApaHe HA MeTaboHTHTE HA aMOPOKCOII ce
yBenHuaBa. AMOPOKCONIET MpeMHHABA Mpe3 KPEBHO-MO3BYHATA M IUTALiCHTapHa OapHepa H ce
€KCKpeTHpa ¢ MAaHIHHOTO MIIAKO.

5.3. llpeakanpHYHE JaHEA 33 OezonacHOCT
[MpeaxnuuyuHUTE JaHHH 3a 6e30MacHOCT He MOKA3BAT ClieHaneH PHCK Ha 6a3aTa Ha KOHBEHUMOHAIHH

H3NMUATBAHHA 332 0€30MaCHOCT, (PapMaKOJIOrHi, TOKCHYHOCT NPH MHOTOKPaTHO NPHIIOKEHHE,
FeHOTOKCHYHOCT, KAPHHHOTEHEH MOTEHLHA.

OcTpa TOKCHYHOCT
[1py y3rmaTBaHKA 332 OCTPa TOKCHYHOCT BBPXY KHBOTHH HE € YCTAHOBeHA HHIHBHAYAITHA

YyBCTBUTETHOCT ( BIDK CBiliO T. 4.9 IIpenosupane)

XpOoHHYHA/CYOXPOHHYHA TOKCHYHOCT

XpoHHUYHATa TOKCHYHOCT NPH H3CIeNBAHHA C IBa BUAA )KHBOTHH HE NTOKa3Ba JICKapCTBCHO-CRHP3aHH
MTPOMEHH.

MyTareHeH H TYMOPOT€HEH TOTEHLHA
HBArocpoyHn NpoyysaHusa BEPXY >KHBOTHH HE TTOKA3BaT TYMOPOTE€HEH MMOTEHIHAN Ha aMOpokcon.

3axen0oueHH NPOyUBaHHI OTHOCHO MyTAar€HEeH MOTEHIHAN Ha aMOPOKCON He ca MPOBEKAAHH.
CrepeMeHHHUTE NPOYYBAHHA NOKA3BAT OTPHLIATETHH Pe3YNTATH 110 OTHOUICHHUE Ha MyTareHeH u

TYMOPOI'CHCH NOTCHLIMA.

PenpolyKTHBHA TOKCHYHOCT S / é
EMOprOTOKCHYHHTE NMPOYYBAHHSA BHPXY ILTHXOBE H 3alilld He IOKA3BAT TEPaTOreHeH nmmumﬂﬂpnj Lm
nozu po 3 g/kg wnu 200 mg/kg pecnekTuBHO. [lepH-H MOCTHATATHOTO Pa3BUTHE HA IUTEXOBE € \ ;_;j, |

MORTAAHO CAMO TIPH J03H OF 0koo 500 mg/kg. PepTHIHOCTTA HE € NOBIUAHA MPH TUTEXOBE: rfpu
npwiaraHe fo 1,5 g/kg. AMOpokcoTbT ripeMiHaBa npe3 nalieHTapHaTa Gapuepa u ce exclcpempa B j
MAHYHUHOTO MISIKO (JKMBOTHH).
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6. PAPMAINEBTHYHHA JAHHH

6.1. CnucLx HA DOMOIMHATE BENIECTRA

MHKpOKpHCTANHA LIEAYI03a, KPOCTIOBHACH, JIAKTO32 MOHOXMPAT, MATHE3UER CTEAPAT, APEBHYHO
HUIECTE, TIOBHAOH, CHIMIIMEB AHOKCH XHAPAT, MOAH(PHUMPAHO LAPEBUYHO HHIECTE.

6.2 HecLBMEeCTHMOCTH
He ca H3BeCTHH.

6.3 Cpox na rognoct
4 ronMHMU,

6.4 Cnengannr npeAnazsn MepKH NPH CbXpaHCHHE
Ha ce ¢bXpaHABa Ha TBMHO B OPHIHHA/IHATA OIIAKOBKA.

6.5 lannn 33 ONAKOBRATA

Ha ce cexpanasa nox 25°C.

IIBX/anymunues Oiucrep.

OpuruHanHa onakoBka ¢ 20,50 u 100 Tabnerxu.

6.6 Cnenpanau npeAnaAYAH MEPKH NPH YHHIIOKABAHE
Hama crielvantu n3MCKBaHus.

7. HPHUTEXATEJI HA PASPEIIEHHAETO 3A YIIOTPEBA
ALIUD® PHARMA GmbH

GottHeb-Daimler-Strasse 19

89150 Laichingen,

[‘'epmanus

Tel: 0049 7333/96510

Fax: 0049 77333/21499

8. HOMEP(A) HA PAPEIIEHHETO 3A YIIOTPEEA
20020895

9, TATA HA ITBPBO PA3SPEINABAHE/MIOHOBSBAHE HA PASPEIIEHHETO 3A

YHOTPEBA

10. JATA HA AKTYAJIM3APAHE HA TEKCTA
Despyapu 2016



