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1. HUME HA JIEKAPCTBEHUA INPOAYKT
Hetunmunun HioJlaitn ®@apma 3 mg/ml kanku 3a ouu, pa3TBop B eIHO030Ba ONAKOBKa

Netilmicin NewLine Pharma 3 mg/ml eye drops, solution in single-dose container

2. KAYECTBEH H KOJIHMHECTBEHE CHCTAB

1 ml or pa3teopa chabpka 3 mg HeTHAMMUMH (netilmicin), kato HeTHAMMLMH cyiadart (netilmicin
sulfate).

V3NbLITHUTENHA ATEHLUA NO IIEKAPCTBATA

3a NBbJIHKA CIIUCHK Ha MOMOIIHHTE BELLECTBA BHXKTE ToUKa O.1.

KoM Pez, Ne AOMOlb

sasienss Ssssnsannsas e

Kpamka Xapaxmepucmuka Ha npogyxma - lMpuroxerue 1

3. JIEKAPCTBEHA ®OPMA

Kanku 3a o4u, pa3teop | Daosnerg Ne / 0 !

bucTbp, Ge3upered unu 6,1€103KbAT Pa3TBOP, NPAKTHYECKH O3 TBLP/N YACTULM.
pH: 6,5 7,5
Ocmonanuret: 0,274 - 0.306 Osmoi/kg

4. KJIMHUYHHW JAHHHA
4.1 TepaneBTHYHH DOKA3ZAHHSN

Herunmuund HioJlaiin ®apmae nokazad 3a JOKanHO Jle4eHWe Ha BHHLIHM MHGEKLWM HA OKOTO M
HEroBUTE aHEKCH, IPHYMHEHH OT YYBCTBMTEIHM KbM HETWIMHLMH OaKkTepuu.

TpsbBa na ce umar npeiBu] oduUMaHUTE HACOKK 33 NpaBWIHaTa ynorpeda Ha aHTUOAKTEpHATHH
cpencTea. ,

4.2 lo3mpoBKa H HAYHH HA NPHJIOKEHKE

EOE}HQOBKa
Josara € | unu 2 Kanky B KOHIOHKTHBAIHHMSA CaK Ha 3acerHatoto(uie) oko(o4M) 3 MbTH AHEBHO WIIM
Crnope JIEKApCKOTO MpeArnucaHue.

Heouampuuna nonynayus
besonacHoctra W edukacHocTTa Ha Herwnmuumn HioJlalin dapma3 mg/ml kanku 3a ouu, pasteop
npu aeua (noa 12 rooMHM) W NPH IOHOLIHK (Ha Bb3pacT 10 |8 roauHM) He ca ycTaHOBeHH.

HauuH Ha npuiokKeHue

1)  Hsmuiite/noumncrere nobpe pbueTe CH, Npead Aa MOCTABHTE KATIKMTE 33 OuM.
2) OrtopeTe aTyMUHHMEBOTO calle, ChAbPIKALLO €AHOLO30BHTE KOHTENHEPH.
3) VBeperte ce, 4e €AHON030BHAT KOHTEHHEP € HEMOKETHAT.
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5) Orsopere, KaTo 3aBBPTHTE Kana4eTo Ha KoHTelHepa, 6e3 n1a appnare. He nokocsaiite Bbpxa Ha
KOHTEHHEpa CJIER OTBAPAHETO MY.
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6) Jleko cTUCHETE e1HOA030BMS KOHTEHHEp, TaKd He B 3acerdHaroto(ure) oko(ouM) 1a najHe eaHa
Kanka. He no3ponsasaiite BbpXa Ha €HOA03GEHS KOHTEHHEP Jia 0KOCBA OKOTO, KJIENaunuTe UM
ZIpyra NnoBbPXHOCT, 3a J1a ce u3berHe 3aMmbpesBaHe.

Cucremnara abcopOuus Moke Jia ce HaAMaliM, KaTto ce NPHTHUCHE CIIb3HHA CaK MO MPOTEXEHWE Ha
ME/IHAJTHUS KaHTYC B MPOAb/DKEHHE Ha eJHa MMHYTA I10 BPEME Ha HAKAMBAHETO Ha KAMNKHTE M clef
ToBa. (Taka ce 610KHpa NMPeMHHABAHETO Ha KAalKHTE Mpe3 HOCO-CIIB3HOTO KaHalye KbM LIMpOKATa
abcopbTueHa obnacT Ha HocHaTa M (hapUHIreaiHaTa JIMraBuLa).

IpoabBKUTENHOCT HA JEYEHHETO
OOuualiHaTa NPOJBIKUTEIHOCT HA JIGYEHHETO € 5 JHM. JlekapaT MmoXke J[a [penopwya mno-
TPOABIIKHTENHO JIEYEHHE B Cy4ail Ha pePaKTepHH WK YCIMKHEHH HHPEKLIMH.

4.3 IIpornBonokasaHus

CBpBXUyBCTBMTENIHOCT KbM AKTHBHOTO BEILUECTBO, KbM @MHHOIIHKO3HIHH aHTHOMOTHLIK HIH KbM
HAKOE OT MOMOLLHHKTE BelLeCcTBa, H30pPOEHHU B TOuKa 6.1.

4.4 Coeunajnn HpeaynpeKICHHS H NPEAHA3HE MEPKE MPH ynoTpeda

CepHO3HH  HeKelaHW  peakilHd,  BKJIIOYHTENIHO  HEBPOTOKCHYHOCT,  OTOTOKCHYHOCT M
HE(PPOTOKCHYHOCT, C€a BBL3HUKHAIW NPA  [IALMEHTH, TOJYYaBALLM CHCTEMHA Tepamus ¢
aMHHOTIHKO3HAH. [IperiopbyBa ce MoBHIIEHO BHUMaHHe NpPU CHITBTCTBALLA ynoTpeba (Bxk. Touka 4.5).

[ponbmxurentara ynorpeba Ha JOKalHM aHTHOUMOTHUM MOXE fda MAOBEJE 10 MNPEKOMEPHO
Pa3MHOXaBaHe Ha PE3UCTEHTHH MUKPOOPraHu3MH. AKO He ce choOIIaBa 3a KIMHUYHO MoaobpeHue B
OTHOCHMTENIHO KpaThK MEPHOJ OT BpEME WIH aKO BBb3HMKHAT HAKAKBH SB/ICHHS HA [Apa3sHEHE WM

[NOBHLLIEHA YYBCTBHTE/IHOCT, sz6Ba Aa CC NpeyCTadOBH TepanuATa M Ja C€ 3ano4He Mnoaxofllo
JICUEHHE.

Heruamuumn HioJlalin ®apma He € npesiHasHaueH 3a MiKEKTUPaHe, CIEJ0BATE/THO He TPIOBa ja ce
HHIKEKTHPa CYOKOHIOHKTHBAIHO WIH [1a Ce BLBEK/A B [IPe1HaTa OYHa Kamepa.

l"[pu NOBBPXHOCTHA OYHA HH(])CKLIH}{ HACTOATETHO CC NpEnopbyBa Aa HE CE€ M3I10JI3BAT KOHTAKTHH
JIELIH.

lNeauatpuuna nory.iauus
Hetunmuumn HioJlaiin Mapma He ce npenopbusa 3a ynoTtpeba npH aeLa 1 IOHOLIH (




4.5 BiaumopeiicTsue c APYTH AeKAPCTBEHH NPOXYKTH B APYrH OPMH Ha B3aHMOeficTRIE

Hsima crobleHns 32 3HAYHMH (PapMaKoOSIOTHYHE B3AUMOJEHCTBHA npH ynorpeﬁa’ra Ha HetunMuwumx
HioJTaiiu dapma.

CrrpTerBalloTo NPHNMKEHKE, NOPH NOKANHO M 0cOGEHO HHTPAKaBHTapHO, HA APYIH MOTEHUMANHO
Hehpo- H OTOTOKCHIHM aHTHOMOTHIH MOJKe [1a IOBMILM PHCKa OT nofoGuu edexry.

CenbTcTRamiaTa WiIH nocneaopaTenHaTa ynotpefa Ha crneguuTe He(POTOKCHYHH JeKapeTsa ¢
AMUHOTTIMKO3HAN MOXE Ja MOBHIIM NMOTeHUHANa 3a He(POTOKCHYHOCT W CHIBTCTRalIaTa ynorpeba
TpabBa npa ce n304rBa LMCIUIATHH, MOJMMHKCHH B, KOMMCTHH, BHOMHMUMH, CTPENTOMHINH,
BAHKOMMUMH, JPYr¥l aMHHOIIHKO3HAH M HAKOH uedanocnopyHn (uedaqopuanH) @iy MOILHH
IMyPETHLH KaTO HANPHMEP CTAKPHHHYHA KHUCeNHHa H (ypo3eMHR, nopaiH Bb3AeHCTBHETO HM BEPXY
6nbpeunte.

In vitro, cebp3paHeT0 Ha AMMHOIIMKO3HI ¢ OeTa-nakTameH aHTHOHMOTHK (NMeHHUMIHHH MAH
UedaNOCMOPHHA) MOXE Ja NPHYHHK pPEUHMNpPOYHA M 3Ha4MMa wHakTuBauua. Hamanssawe Ha
NONYKHBOTA KM IUTA3MEHHTE HHBA HA AMHHOINIAKORHA BB3HHKBA MpPH NalHeHTH, CTpajaiiH oT
OpOpevyHa HeZOCTATHYHOCT M NPH HAKOM NAUHEeHTH ¢ HopManHa OnOpeuna neliHocT, AOpM ¥ ako
AMHHOTJIMKO3M/ H MEHHLIIHHOMOAO0EH aHTHOHOTHK Ce NPUNATAT M0 iBa PaznHyHH HAYHHA.

TManpenTrte TpaGBa Aa O6BAAT MHGOPMHpPaHH, Ye aKO Ce H3INOI2BA NOBeYe OT enuH O(TATMONOrHYEH
AIPONYKT, JIeKkapcTeaTa TpaOBa Aa ce npHmarat npes Hali-manko 5 mutyrn. Masure 32 oun Tpabea na
Ce NOCTABAT MOCACIHH.

4.6 ®epraaMTeT, GPEMEHHOCT H KbPMeHe

bpemenHocT

Makap ¥ NPEeIKTHHUYHWTE NPOYYBAHUA Ja HE. MOKA3BaT (eTanHa TOKCHYHOCT MPH JIOKAIHO
MPWICKEHHE Ha HETWIMHUMH MOPajJH HUCKAT2 CHCTeMHA abcopOLiHs Ha MPoAyKTa, 10 BpeMme Ha
OpeMeHHOCT MPORYKTHT TpAbBa fa ce Mpunara camo c/lel BHUMATENIHa OLCHKA Ha NON3aTa M PUCKA
T0Z CTPOT MEAHLMHCKH KOHTPOML. :

KwpMene ~
Hpnnoxceﬂwero Ha Herwmvuume Hro/lain @apma He ¢ npenopbysa o BpeMe Ha KbpMEHE, Thif KaTo
AMHHOLIHKO3H/IATE C& EKCKPETHPAT B KBPMAaTa B MAJIKH KOJTHYECTRA.

Gepruauter
Jluncear paHuu 3a edexta va Heruamunnn HioJlalin @apMa Bbpxy depTiiuTera NIPH XOpara.

4.7 Edexrr pspxy cnocobyocrra 3a mmbuﬁane " pabora ¢ MamunH

TlocTaeaueTo Ha KamKMTE 3a OYM MOKE J1a PHYMHM BPEMEHHO MOMLTHABAHE Ha 3PEHHETO. AKO NpH
MOCTABAHETO C€ CTHUrHE 0 NOMBTHCHO 3peHHE, TMallMeHThT TpﬂﬁBa Aa H3dakKa 3peHMeTO MY ga ce
1IPOACHH, MPEAH Aa WogHpa Wil Aa paboTH ¢ MAHTHHH.

4.8 Hexenanu N1ekapcTBEHH PeakuM

CrollennTe HexenaHH peakiMyl ca TMPEeACTABEHH CIIOPEN CHUCTEMO-OPYraHHaTa KiacHhMKalud o
MedDRA. Jluncear 10CTaThYHO AAHHH, 33 114 CE ONPEAENH YECTOTaTa Ha HHAWBHAYATHHTE H3OPOSHH
PEaKiiH (C HEM3BECTHA YecTOoTa).

Hapyvuenua na ouume:

- [Apa3HeHe HA OuMTe;

- KOHIOHKTHBAIIHA XHICPSMMUS;
- 0OpHB Ha KIenauuTe;

- OTOK Ha KIenayHre;




- OYeH MpypHTYC.

Hapvuenus na wmynnama cucmema:
- CBp’quyBCTBmeJIHOCT;
- YpTHKAapH.

Enusonure Ha npasHeHe Ha OMMTE W CBPBXYYBCTBHTENHOCT, MpHunHeny oT Herwnmeuuun HioJlaiin
(apma, ca nexy U NPeXonHy.

Crobinapane Ha NOJOIMPAHH HEMETAHHN DEAKIHU

CroblasateTo HA NOAO3MPAHH HEWKEMTAHH PEAKLHH CTER pa3peLiaBane 3a ynoTpeta Ha NeKapCTBeHHA
NpPOIYKT € BakHo. ToBa MO3BONABA fa NMPOAR/LUKH HaGAIOAEHHETO HA CROTHOIEHHETO MOM3a/pUcK 32
NeKapcTBeHus NpoaykT. OT MEAMIIMHCKMTE CIELHAIHCTH ¢ M3UCKBA Ja ¢ho0masar Beaka
MIONNO3HPaHa HEXKeNaHa Peakiad dpes M3MbaHWTENHA areHIna 1o nekapereara yi. . Jdamsn Ipyes™ Ne
8, 1303 Codmua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

4.9 TIpenosmpane

Hukora He ca chobliaBaHH ciydan Ha MPeAo3HpaHe.

5. ®APMAKOJIOrHYHH CBO¥VICTBA
5.1 <dapmaxofHHAMHYHK CBOKCTBa
MapmakoTepaneETH4HA rpyna: AHTHHH(EKLMOH N cpeacTBa, anTHOHoTHLM, ATC kox: S01AA23

HeTunMHLMH € TOYCKHTETHYER, LIMPOKOCTIEKTHPEH aMHHOTTHKO3MZeH anTubHoTHk. [lokasaHo
edexTHBEH € B HHCKM KOHLEEHTPaUMH Cpelly pa3fi4yHH matorenHd Oaktepun, I'pam + u Tpam -,
BKITIOYHTENHO LIAMOBE, PE3MCTEHTHH KbM reHTAMMIKH. 33 pa3HKA OT FeHTAMUIGH, TO3d aHTHOHOTHK
HE € WYYBCTBHTENGH KBM, .MHAKTHBHPAILIOTO [eHCTBHEe HA OaTepHATHM EH3WMH, NPHYHHABALIM
cbocc]:opmnpaﬂe M afeHWIHPaHe.

HerunMunys uva 61>p3 GaKTepnuuneH c(bem KaTo ME/IYLIEDA HETIPABIIHA TPAHCAAIKS B TEHETHHUA

koR Ha MPHK H 1o 70341 HauHH BbBEKA NOTPEWHY AMHHOKHCEIHHH B HApacTBAINATA NONUNENTHIHA
Bepura.

PasnpocTpanenneTo Ha pE3HCTEHTHOCTTA .MOXKE, Ja BApMPA B 3ABHCUMOCT OT reorpagckoro
MECTOHAXOKACHHE U BPEMeTO 3a 130pauu BUIOBE M € JKeNaTenuo 12 MMa HHQOPMALES HA MACTO 3a
PE3HCTEHTHOCTTA, 0COOEHO KOTaToO ce JNeKyBaT TeKH HHPeKIMH. ClneAHaTa RHpOopMalHa JaBa camo
NPUGIH3KTENHA HACOKA 38 BEPOATHOCTHTE OakTepuuTe 1a OBAAT 9yBCTBUTENHH KbM HETHIMMUHH B
Herunmuuun HroJlaitn ®apma.

Hedunuunnte Ha rpaHuyHHTe CTOMHOCTY, KnacuBULMPAIUM M30NATHTE KATO HYBCTBMTE/IHM HIH
PE3UCTEHTHH, ca TONE3HK 32 NPOrHO3HpaHe Ha KIMHMYHATA €(DHKACHOCT HA AHTHOMOTHIIMTE, KOMTO
e ce mpunarat cucTeMHo, Korato ofaue aHTHOMOTMKBT CE mipwiara JOKAJHO B MHOTO BHCOKH
KOHIGHTPALMH JUPEKTHO HA MACTOTO Ha HHpeKuWdTa, AePUHUUMMTE HA IPAHUYHHTE CTOMHOCTH
MOXe 1a He ca PUAOKHMH. TloBeyeTo u3onary, konto Guxa 6w KIacupULMpaHu KaTo pe3HCTERTHH
MO CUCTEMHH FPAaHUYHH CTOHHOCTH, C€ ACKYBAT YCNEMIHO,C JOKATHO NMPHIMKEHHE,

B HiKOM eBponeiicki CTpaHW 4YecToTata Ha oluiaTta pe3HCTeHTHObT KEBM aMHHOI‘JlHKOSHI[Pl MOXKe Aa
gocrura 80 50% ot BeHuKY CTaHITOKOKY,
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Tabania 1. Cebpiatn ¢ BAAA KIHHHYHE rpasuinn croifuoctn aa MIC 3a sernnmManman

(EUCAST 2017)
MHKpOOPraHHILM - KNHANYEA rpaHHHA
- croitnocTs Ha MIC (mg)
S (<) R ECOFF
Enterobacteriaceae ) 2 4 2
Pseudomonas ' 4 4 4
Acinetobacter 4 4 NR
Staphylococcus 1 1 1
Staphylococcus, xoaryaasa oTpHLATETHH 1 1 NR
Enterococcus IE IE NR
Streptococcus A, B, Cu G NR NR NR
Streptococcus preumoniae NR NR NR
Viridans Streptococci NR NR NR
Haemophilus influenzae 1E 1IE NR
Moraxella catarrhalis IE IE NR
Neisseria gonorrhea NR NR NR
Neisseria meningitidis NR NR NR
T"paM-TIONOKHTEHN aHaepabu 6e3 Clostridium difficile NR NR NR
I"'paM-oTpRLATEIHH aHacpobu NR NR NR
IpaHA4dHE CTORHOCTH, HECBBP3AHU ¢ BAIA 2 4 NR
Benexka: S = (Sensitive) Hyscreurenen. R = (Resistant) Pesvicrenter. ECOFF = (epidemiological cut-off) OGiua
enuIeMUOIOTHYHA rPaHiHa cTolHocT 32 HabmoneHue Ha pesuctenTrocrTa. IE = (insufficient evidence)
Jluncear qOoCTaTRYHO AAHHH, Y& BENPOCHHAT Bmx e aoﬁap FAPreT 3a TePanMa ¢ TOBA eKapCTao. NR = (Not
Reported) He ce c‘aoﬁmaaa

In vitro npoy4yBaHuATa MOKa3BaT, Y€ HETWIMHLMH € aKTHBEH CpElly MOBEYeTO [IAMOBE HAa 4ecTo
CpellaHH O4HH MATOTEHH M YeCTO cpeliany GakTepuu orT KokHata ¢nopa. B Ta6nuua 2 e nanen
CTIHCBK Ha HHUBaTa Ha YyBCTBHUTEJTHOCT KbM - HETHIMULMH 32 o0uwo 767 GakTepuanuu H30naTH OT
KJHHHYHH OYHH TpoOH, B3eTH BLB @pauuus (FR), Tepmanua (DE), Wranua (IT), Moawma (PL),
Cnoramkara perrybmaka (SK), Hcnanua (ES) 1 OGeauunenoto kpancteo (UK), nokassawm o6uioto
HMEBO Ha JyBCTEMTENHOCT Ha OOHMYAiiHATA OUHA (AOPA KbM AHTHGHOTHKA.

Tabmuua 2. In vitro nanny 3a 06HIAHHATA YYBCTBHTENHOCT KBM HETHIMHUMH OT
u3oaaTH o1 EC

MexaHEHA
UyBCTBHTEIEH | YYBCTBHTENHOC Pe3ncTenTten MICse | MICw
T : (ng/ml) | (ng/ml)

MHEKpoopraHusLM [n} 1%] In] [%] [n} (%]
S.aureus 252 100 0 0 10 0 0,25 0,5
8. aureus (xoarynaza 302 96,5 10 3,2 1 0,3 0,06 4
OTPHULATEITHH) A :
S. epidermidis 216 | 956 |9 4 1 04 0,05 4
S. pneumoniae ' 7 4 ]
H influenzae ' ‘ 0,25 0,5
Ps. Aeruginosa 39 100 0 10 0 0 4

JApyra andopmManns:

KpscrocaHarta pe3MCTEHTHOCT Mexay amuuomuxoau,un (Hanp. reHTaAMHIUH,
HETHIIMHLIMH) Ce ABDKH HA CNemMU4HOCITA HAa €H3MMHHTE MOXH(QHMKALHH, aj
(ANT) v aneruntpanchepasa (ACC). Kprnerocawata pe3sucTeHTHOCT obaye
AMHHOTTIHKO3MIHATE  aHTHOHOTMLM  mopajiM  pasiMuHATA  CHEUMPUMHOCT
MOfMuuHpani eHsuMH. Hall-yecTo cpeluaHusaT MexaHW3sM Ha npuaodura pe
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AMMHOIMIIMKO3HIOH € MHAKTHBALMS Ha amﬂ_ﬁudrm;a upe3 [Ia3MEL- H TPAHCNO3OK-KOAHPAHH
MOAHDHLIMPALIH EHIHMH. . N :

5.2 ®apmakokHHETHYHH cBOHCTBA

Ouakpa ce cnaba nokanHa W cucreMmHa aOcopOuus cien npwioxkedde Ha Herunmuumn HioJlaiin
dapMa B KOHIOHKTHBAIHUA CaK.

TIukoBUTE IUTA3MEHH KOHHEHTPAUMM OT 5 lig/ml HeTHNMMUMH ce NOCTAFaT B pamkure Ha 30-60
MHHYTH Clefl HHTPAMYCKyHO HiDKekTHpaHe Ha 2 mg/ml. MiHTpareHo3Ha wHY3Us B NpoabDKeHHE Ha
60 MMHYTH BOAM 10 NHKOBA TUIa3MEHa KOHLEHTpauys oT npubmusurenno 11 pg/ml. OGuxHOBEHO
nonyxusoTsT € 2,0 no 2,5 Yaca npH BE3pPACTHH H ce NoBHIIara npu 60peuHa HeROCTaATHUHOCT.

5.3 IlpeaxaHHU“HHE AaHHH 32 GezonacHocT

HexTHHWYHMTe NaHHK HEe MOKAa3BaT 0cobeH PHCK 3a XOpa Ha 0asaTa Ha CHOTBETHWTE MpPOYYBAHHA,
NPOBECHH NPH MILXOBE, KyYeTa, MOPCKH CBHHYCTA, KOTKY, 3aHLM H MaHMYHH.

LDso npd MATpaMyCKYIHO M HHTpPAMEPUTOHEATHO fIpHAoxkeHHe e choTBeTHO 142 u 186 mg/kg npu
MHIDKH, 166 1 266 mg/kg npu miexose ¥ 160 < LDsp <200 i.m. u 40 <LDs < 72 i.v. npu Kyuera.

6. QAPMANEBTHUHHN JAHHH

6.1 CoHcebk Ha HOMOLIHATE BEIECTBA -
Hartpues xnopua

Hatpues xunpokcHa (3a xopexuus na pH)
Ipeuncrena soja

6.2 HechbBMeCTHMOCTH:

Henprnoaumo.

6.3 Cpok Ha rogaocT

Heotropen: 24 mMeceria.

Ennono3oeuaT KoHTelHep TpsAbRa na ce H3MOJA3Ba BeaHara el oTRapsHe. OCTaHANOTO ChIBPKAHKHE
TpsOBa Na ce M3XBHPIIH.

6.4 Crennajrd yC/IOBHN HA ChXpPAHEHHE

Jia He ce cuxpaHaBa Haj 25°C, ‘

Coxpanasaifte €JHON030BMA KOHTEHHEp B OPHIMHAIHOTO anyMHHHEBO callle, 33 Ja ¢¢ Mpeanazu or
CBETJIHHA,

6.5 Buimu chIBPKRANKE HA ONAKOBKATA

15 eqHOZO30BH KOHTEHHEPU OT TIOMMETHIEH ¢ HKWCKA [ILTHOCT, HambiaHeHu ¢ 0,3 ml kanku 3a ouw,
pasTBop.

20 eAHORO30BM KOHTEHHEPH OT NOMHETHIEH ¢ HHCKA RALTHOCT, Hambarenn ¢ (0,3 ml xanku 3a oun,
pasTBop.

Bceeku 5 eqHomo30B1 KOHTERHEPA Ca OMAKOBAHM B ATTYMHHHEBO Callie.

He Beuwku BHAGEE ONaKoBKH MOraT aa OvaaT mycHaTH Ha nazapa.




6.6 ChenmatHH HpeaNasHA MEPKH APR MIXBLPIARNE

HeusnomsanuaT aHTHGHOTHK HITH OTHANBYHNTE MATEPUAIH OT HETO TpAOBa Aa ce H3XBBPIAT B
CHOTBETCTBHE ¢ MECTHHTE H3UCKBAHMS,

7.  TPUTEXATEJ HA PABPENIEHHETO 3A YOHOTPEBA

SIFI S.p.A.

Via Ercole Patti 36

95025 Aci Sant'Antonio (CT)

Hranns

8. HOMEP(A) HA PASPENIEHUETO 3A YIIOTPERA

Peructpaumonen Ne: 20210237

9. HATA HA ITbPBO PASPEINABAHE/MIOJHOBABAHE HA PA3PEIIEHNETO 3A
YIOOTPEBA

13/08/2021
10. JATAHA AKTYAJIIIB{{IPAHE HA TEKCTA

TToapo6sa ueopMaLKA 33 TO3H NeKAPCTBEH NPOAYKT € NPeNOcTaBeHa Ha yebealita Ha
H3ITBJIHHUTEITHA ATEHIIUA IO TEKAPCTBATA (https://www.bda.bg)




