KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JEKAPCTBEHUA NPOAYKT
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Hertauums 3 mg/ml karmku 3a 04y, pasTBOp B €IHOJ030BA ONAKOBKA .,

Nettacin 3 mg/ml eye drops, solution in single-dose CONLAINCT = s Moo 2 % 12 2[!22

2.  KAUYECTBEH 1 KOJIMYECTBEH CbCTAB

1 ml or pasrBopa ChAbpXkA 3 Mg HETHIMMIMH (netilmicin), karo metwimunus cyidar (netilmicin
sulfate).

3a bJHUS CIIMCHK HA MIOMOIIHHUTE BCIICCTBA BHIKTC Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
Karku 3a oun, pasTBop

BucTbp, Ge3UBETCH MM GIEA0XKBIT PA3TBOP, MPAKTHICCKH 6€e3 TBBPAH YACTHLIU.
pH: 6,5 - 17,5
Ocmonanuret: 0,274 — 0,306 Osmol/kg

4, KJIUHUYHU JAHHU
4.1 TepaneBTHYHH NOKA3AHHS

HCTaLIPIHC [OKas3aH 3a JIOKAJHO JICYCHWC HA BBHIIHH I/IHQ)CKLU/II/I HA OKOTO H HErOBHUTC AAHCKCH,
NPAYHUHCHH OT YYBCTBUTC/IHHA KbM HCTHJIMHULIMH 6aI(TepHH.

Tps6GBa Aa ce uMar MPeABHA OPUUHMATHUTE HACOKH 32 npaBuiHata ynorpeda Ha AHTUOAKTCPHATHU
CpeacTBa.

4.2 Jlo3uMpoBKAa H HAYHH HA NPHJIOKEHHE

Qosuporaxa

Jlozara € 1 niu 2 Kanku B KOHIOHKTUBAJIHHS CaK Ha 3acernaroto(ute) oko(0un) 3 MbTH AHEBHO MU
CIOpE1 ICKAPCKOTO MPEAMHCAHUC.

[Teouampuyuna nonyrayus
BesomacHocTTa B edukacHoctra Ha Hetaun3 mg/ml Kanku 3a O4M, pasTBOp MNpH ACLA (mox 12
rO/IMHM) M TIpH FoHOIIH (Ha BB3pacT Ao 18 TOAMHHU) HE Ca yCTAaHOBCHH.

Haumn Ha OpUI0OKEHUE

1) M3muitte/mouucrere 06pe phLETE CH, NPEAN 1 TOCTABHTE KaIrKUTE 3 OH.
2) OtBOpETE ATYMHHHCBOTO CALlC, ChABPIALIO CAHOA03OBITE KOHTCHHEPH.

3) YBepeTe ce, ue eJHO030BHAT KOHTCHHEP € HEMOKBTHAT.

4) Orgenere €AMH CAHOJO30B KOHTCHHEP OT JICHTATa M MOCTABETE HEOTBOPCH
06paTHO B CaLICTO.




5) OtBopeTe, KaToO 3aBBPTUTE KANAUETO HA KOHTEHHepa, 6e3 na apprare. He JIOKOCBaNTE BbpXa HA
KOHTECHUHEPA CIIE OTBAPSIHETO MY.
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6) Jleko CTHCHETE €IHOJO30BMs KOHTEIHEp, Taka u¢ B 3aCCrHatoTo(uTe) OKO(0UM) Aa MAJHC CAHA
xanka. He nossonsBaiite BbpXa Ha CAHOAO30BMsI KOHTEHHEP 1a JOKOCBA OKOTO, KICMAIUTE HIH
Jpyra noBbPXHOCT, 32 [1a C& H30ErHE 3aMBbPCABAHE.

A

CucreMHaTa abcopOuyst MOXKE Aa CE HaMajiW, KaTo C¢ MPUTUCHE CIIb3HMS CaK MO MPOTCHKCHHE Ha
MEIMATHMS KAHTYC B MPOJAB/DKCHHUE HA €IHA MUHYTA MO BPEME HA HAKAMBAHETO HA KANKHTC W CICA
toBa. (Taka ce 610KMpa MPEMUHABAHETO HA KAMKHMTE MPE3 HOCO-CIIB3HOTO KAHAIYE KbM LIHPOKATa
abcopOTHBHA 061aCT HA HOCHATA M (hAPUHIEATHATA TUTABULIA).

[TpoaABLHKUTETHOCT HA JICUYCHUCTO
O6uuaifHaTa NPOABKUTEIHOCT HA JICYCHHETO € 5 AHM. Jlekapatr MOXe Ja Tpenoppya Io-
IPOIBIKUTENHO JICICHHUE B CITy4ai HA pePakTCpHH WIH yCI0XKHEHH UHQPCKIMH.

4.3 IlporusBonoxkazaHust

CBpPBXUYBCTBUTEIHOCT KbM aKTUBHOTO BCLIECTBO, KbM AMHHOTIMKO3UAHH AHTUOUOTHLIM HIIH KBM
HSIKOE OT MOMOILIHHUTE BEIIECTBA, M30pOCHU B TOUKa 6.1,

4.4 CneunMajJHu NpeaynpesRIeHHs H NPEANAa3HH MEPKH Npu ynorpeba

CepHO3HH ~ HEXETAHM  PCAKLMHM,  BIUTIOYHTEIHO — HECBPOTOKCHYHOCT,  OTOTOKCHHHOCT M
HE(POTOKCHYHOCT, €A Bb3HUKHATH TpPH MALMCHTH, [OTydYaBald CHCTCMHA  Tepamwl ¢
aMuHOTrIMKO3uAH. [IpenoppuBa ce MOBUIICHO BHUMAHHE MPU ChIIBTCTBAIIA ynotpeba (Bxk. Touka 4.5).

[IpoabmkuTenHata ynotpeba Ha JOKATHH aHTHOMOTHIM MOXC Ja JMOBEAC A0 [IPEKOMEPHO
Pa3MHOKABAHE HA PE3UCTCHTHH MHKPOOPraHHU3MH. AKO HE Ce chobIIaBa 3a KIMHHYHO NMOA0OpEHHE B
OTHOCHTETHO KPAaThK TEPHOJ OT BPEME MM aKO BB3HMKHAT HAKAKBH ABICHIA HA APASHCHC MM
MOBHIICHA YyBCTBUTEIHOCT, TPAOBA A CC MPEYCTAHOBU TCpamusTa M Aa CC 3amMOYHC MOAXOALIO
JIEYCHHUE.

Heramua we € NpeaAHA3HAYCH 3a WHXKEKTUPAHE, CIEAOBATCIHO HC T})H6Ba oa C€ HHXCKTHUPaA
Cy6KOH}OHKTI/IBa.TIHO WJIM Jla C€ BBBEKJA B IMpPeaHaTa OUHa KaMepa.

le/l TMOBBPXHOCTHA O4YHA I/IH(l)eKLU/U[ HACTOITEIHO CE MpenoppyBa Ja HC CE U3M0J3BaT KOHTAKTHH
JICIIA.

o
[NeauaTpryHa MOy IaLHs 7 ‘J\\\y.ﬂ no ,
HeTanus He ce IpenopbuBa 3a yrnotpeda npH AeLa 1 FHOLIH (BXK. TOUKa 4.2). »‘é,/' S
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4.5 BsaumoaeiicTBHE ¢ APYTH JIEKAPCTBEHH MPOAYKTH H APYrH (opMH HA B3AHMO/IEHCTBHE

HsiMa chOBIIEHHS 32 3HAUMMH (papMaKOJIOTHIHH B3aHMOACHCTBHS NMpH ynoTpebara Ha Herauux.
ChITHTCTBAIIOTO MPUIOKEHHUE, AOPH JOKATHO M OCOOCHO MHTPAKABUTAPHO, HA APYTH MOTCHUMAIHO
HE(PO- M OTOTOKCHYHH AHTHOMOTHIIM MOXKE /A TIOBHIIHN PUCKA OT MOA0OHH epeKTh.

ChIbTCTBAIATA MM IIOCICAOBATEIHATA yNoTpeda Ha CICAHHTE HEPPOTOKCHYHM JICKapCTBA C
AMMHOTJTHKO3MAN MOXKE Ja TOBHINM MOTCHIMAIA 32 HE(POTOKCHYHOCT M CHITBTCTBAMIATA YNOTpeOa
TpabBa na ce M30ArBa: LMCIUIATHH, NOJMMHMKCHH B, KONMCTHH, BHOMHIHH, CTPCITOMHLMH,
BAHKOMHIIMH, APYTH AMHHOIIMKO3MAM M Hsikou ucdanocrnopunn (uehaqopuinH) HIH MOIIHH
JMYPETHIIN KATO HATPUMED ETAKPUHIYHA KHCETHHA M QyPO3eMHA, MOPAN Bb3ACHCTBUCTO UM BBPXY
ObOpenuTe.

In vitro, CBBP3BAHETO HA AMHHOIIMKO3MA C O€TA-TaKTaMeH aHTHOMOTHK (MCHULMIMHA  MITH
nedanocnoprHu) MOXE Ja NPUUMHH PELMNPOYHA W 3HAYMMA HMHAKTHBALMS. HamansBane Ha
MOTY»KMBOTA WM IUIA3MCHHTC HHBA HA AMMHOIIMKO3W/J Bb3HHKBA NpPH MAalMCHTH, CTPajamu oT
6BOpPeUHA HEIOCTATHYHOCT M MPH HAKOM MALMEHTH C HOpManHa ObOpeuHa ACHHOCT, AOPH M aKo
AMMHOTJIMKO3H, ¥ IEHULIMIMHONOA00CH aHTHOHOTHK CE MPHUIArar 1o ABa PasaMIHH HA9HHA.

[Mauuentute TpsAOBa A2 ObIAT HHPOPMHPAHH, YE AKO CC M3MON3BA MOBCYC OT CANH o(hTaaIMOI0THUEH
TIPOAYKT, JeKapcTBara TPsOBa Aa CE TMpUIaraT npe3 HaH-Majko 5 munyTH. Masute 3a oun TpsdBa aa
CC MOCTABSIT MOCIIEAHH.

4.6 ®epTuauTeT, 6PEeMEHHOCT H KbpMeHe

Bpemennocr
Makap ¥ NPCAKIMHUYHATE TPOYYBaHHMS [a HE MOKa3Bar (eTanHa TOKCHYHOCT TPH JOKAIHO

NPUIOKCHHE HA HETHIMHIMH MOPAAN HHCKATa CHCTEMHA abcopOumst Ha MPOAYKTA, MO BPEME Ha
BpEeMEHHOCT MPOAYKTHT TPIOBA Ja CC MPHJIara caMo CJIe BHUMATE/IHA OLCHKA Ha TIOJ13aTa H pHCKa H
0] CTPOT MEAMIMHCKH KOHTPOIL.

Kspmene
[Tpunoxenuero Ha Hetamun He ce mpenopbuBa Mo BpeME Ha KbPMCEHC, TBH KATO aMUHOTTTHKO3UIUTE

CC CKCKPETHPAT B KbpMaTa B MAJIKH KOJIMYCCTBA.

DeprrauTeT
Jluncear xaxny 3a edexra Ha Hetarms BbpXy GepTHINTETa IPH XOpaTa.

4.7 Edextu BbpXy cioco6HocTTa 32 WodHUpaHe H paboTa ¢ MalLIMHU

oCTABSHETO HA KAMKHTE 33 OUM MOYKE Ja IPUYMHM BPEMEHHO MOMDBTHIBAHE HA 3PEHMETO. AKO TPH
TOCTABAHETO CC CTHIHE 0 MOMBTHEHO 3PEHHME, MALMCHTHT TPsOBa Ja M3Yaka 3PCHUCTO My Ja €C
MPOSICHH, TIpeaH Aa modupa WM Ja paboTH ¢ MALIMHH.

4.8 Hexenanu JexapcTBeHH PEAKIHH

CHOOLICHUTE HEKETAHU PEAKLMH Ca TMPEACTABCHH CHOPEA CHCTCMO-OpraHHaTa knacudukanus 1o
MedDRA . JIuncsar 40CTaTh4HO JAHHH, 33 Ja CE OMPEAE/IN YeCTOTaTa Ha WHAMBHAY ATHUTC u30poOCHU
peaxiuu (C HEM3BECTHA YECTOTA).

Hapywenus na oqume:

- JPA3HCHC HA OUMTE,

- KOHIOHKTHBAJIHA XUIICPEMHL;
- 0OpHB Ha KIETAYNTE,

- OTOK Ha KJICTIAUMTE;

- QYCH MPYPUTYC.




Hapyuienus na umynnama cucmema:
- CBPBXUYYBCTBHTEJHOCT,
- ypTHKapus.

EnuszoauTe Ha ApPa3sHCHC HA OYUTE U CBPBXUYBCTBMTETHOCT, NMPHUYMHCHH OT Heraumn, ca gexku u
[IPEXOIHU.

CpoliaBane Ha NOJO3UPAHN HEIKEIAHU PEAKIITH

Co6ImABAHETO HA MOO3UPAHU HEKEIAHH PEAKLMH CIIC/ PA3PEIIABAHE 3a yOTpeOa Ha JICKApCTBCHMA
MPOAYKT € BAXKHO. ToBa mo3BosBa Ja pOaABbJIIKH HaGIHOJICHI/ICTO Ha ChOTHOLICHUCTO nonsa/pﬂcx 3a
NeKapeTBEHHS MPOAYKT. OT MEAMLMHCKUTE CTICLHATHCTH CE H3MCKBA /ia ChOOLIaBaT BCAKA
NoOJ03MpaHa HeXeaHa peakiys upes MambaHuTeiHa areHLus 1o ICKapeTBaTa yil. JHamsia T'pyes® Ne
8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www .bda.bg.

4.9 Ilpeno3upane

Huxora He ca ch0oOIIaBaHu CIyvyaH Ha MPEI03UPaHE.

5. ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoaAHHAMHYHH CBOICTBA
dapmakoTepaneBTHYHA rpyna; AHTHUH(EKLMOHHH CPCACTBA, antubuoruy, ATC xox: SO1AA23

HCTI/IHMI/ILIHH € TIIOJTYCUHTCTHUCH, HIHUPOKOCIICKTBPCH AMHUHOTJIUKO3UACH aHTId6I/IOTPIK‘ ﬂOKaSaHO
e(ekTHBEH ¢ B HHUCKM KOHLEHTPALMU CPELly PasIM4HH NaTOrCHHH Gaxrepun, I'pam + u I'pam -,
BKJIFOUUTEIHO IAMOBE, PE3UCTCHTHH KbM I'€HTaAaMHIIUH. 3a pasiuka OoT F€HTaAaMHULIUH, TO3U AHTUOMOTHK
HE € lIyBCTBI/ITGJIeH KbM HHAKTUBHPAILLOTO ,HCI\/'ICTBPIC Ha 6aTepHamm CH3UMH, MPHIUHABAIIH
(pochopurpase u aJCHUIMPAHE.

Hetuamuume uma 6bp3 GaxrepuunacH ehexT, KaTto MHAYLHpPA HENPABHITHA TPAHCIALUA B TCHCTHHI
xoa Ha MPHK # 10 TO3 HAauMH BHBEXKAA MOrPEITHA AMUHOKHCEINHH B HAPACTBALIATA MOTMICITHAHA
BCpHTA.

Pa3npocTpaHeHHETO Ha PE3MCTEHTHOCTTa MOXE Ja Bapupa B 3aBUCHMOCT OT reorpad)CKOTO
MECTOHAXOMKACHHE U BPEMETO 32 M30paHM BUAOBC U € XKEIATC/IHO Aa UMa uHpopMalHs Ha MACTO 3a
PE3UCTEHTHOCTTA, OCOOEHO KOraTo Ce JICKyBaT TEHKH uadexuun. Cneanara uHQopMmaLys JaBa camo
NPUOIHM3UTETHA HACOKA 32 BEPOSTHOCTUTE OAKTCPUHUTE 1A OBbAaT YyBCTBUTEIHH KbM HETHIMHLHH B
Herauus.

JlepuuUIMUTE HA IPAHMYHUTE CTOMHOCTH, KIacH(UUMPALIY H30IATUTE KATO YyBCTBHUTCIHHM MM
PE3UCTEHTHH, Ca MOJE3HH 33 MPOTHO3MPAHE HA KIMHIMHATA e(pMKaCHOCT HA AHTUOMOTULIMTE, KOMTO
me ce mpumarat cucremHo. Koraro obaue AHTUOMOTHKBT CE MpUiara JOKAJIHO B MHOIO BHCOKH
KOHIIEHTPALMK AUPEKTHO HA MSCTOTO Ha uHpekuuaTa, ACUHUIMUTE HA TPAHMYHUTE CTOMHOCTH
MOXeE Ja He ca npuiaokumu. [ToseueTo n3onaTu, KOUTo 6uxa 6uny KIacu(PUIMPAHH KaTO PE3UCTCHTHH
[10 CHCTEMHH TPAHUYHM CTOWHOCTH, CE IEKYBAT YCICLIHO € JIOKATHO MPHIOKEHHC.

B HAKOM €BPONEHCKHM CTPAHU YCCTOTATA HA ofwara pe3sUCTEHTHOCT KbM AMHUHOTTIHKO3UIM MOXKE 1a
nocrura 10 50% ot BCHYKH CTaQUIOKOKH.
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Ta6auua 1. CBbp3aHHu ¢ BUAA KIHHHYHA rpannynH croiinoctn Ha MIC 32 HeTHAMHUHH

(EUCAST 2017)
Mukpoopranusbm KiauHu4YHH rpaHUYHH
croiinocTd HAa MIC (mg/)
S () R () ECOFF

Enterobacteriaceae 2 4 2
Pseudomonas 4 4 4
Acinetobacter 4 4 NR
Staphylococcus 1 1 1
Staphylococcus, xoaryaasza OTPHLATEIHA 1 1 NR
Enterococcus IE 1E NR
Streptococcus A, B, Cu G NR NR NR
Streptococcus pneumoniae NR NR NR
Viridans Streptococci NR NR NR
Haemophilus influenzae IE IE NR
Moraxella catarrhalis IE IE NR
Neisseria gonorrhea NR NR NR
Neisseria meningitidis NR NR NR
I'pam-noJoKuTeHU aHaepobu 6e3 Clostridium difficile NR NR NR
['paM-OTPULATEIHH aHACPOOH NR NR NR
I'paHHHHI CTOMHOCTH, HECBBP3AHHU C BUAQ 2 4 NR

Benexka: S = (Sensitive) Uysctsurenen. R = (Resistant) Pesucrenren. ECOFF = (epidemiological cut-off) OGma
EIU/IEMUOJIOTMMHA TPAHKYHA CTOMHOCT 3a HaGIIO/ICHHE Ha pesucTenTHocTTa. [E = (insufficient evidence)
JIMICBAT OCTATHYHO JIAHHH, Ye BHIIPOCHUST BU/L € I0OBp TapreT 3a Teparms ¢ Toa jekaperso. NR = (Not
Reported) He ce chob1ana.

In vitro mpoyYBaHMATA TOKA3BAT, Y¢ HETUIMHIMH € aKTHUBCH CPELIy MOBCYCTO LIAMOBE HA ¥CCTO
CPEIIAHM OYHHM MATOrCHH M 9YECTO CPELIaHH GAKTCPHH OT KOXKHATA ¢nopa. B Tabnuna 2 ¢ xaiaeH
CIMCHK HA HUBATA HA UyBCTBHTCIHOCT KbM HETWIMHUMH 3a o0umio 767 GaxTepHalH¥ M30IATH OT
KIMHAYHA Oo4HH mpobu, B3etu BbB @pamims (FR), ['epmanns (DE), Uramus (IT), INomma (PL),
Cnosamxkara peny6uka (SK), Memanus (ES) n OGeauHEHOTO KPanCTBO (UK), nmokassamy o0moTo
HUBO Ha 1yBCTBHTEIHOCT Ha oOMYaiiHaTa ouHa (ropa KbM aHTHOHOTHKA.

Ta6auua 2. In vitro nanum 3a 060UYAHHATA YYBCTBUTEJHOCT KbM HETHJIMHUMH OT

uzoqaatu ot EC

MexanHHa
YypcTBUTEIEH | YYBCTBHTETHOC Pe3ucrenTen MICso | MICoo
L (ng/ml) | (ng/ml)

MuKpOOprasusbLM [n] [%] [n] [%] [n] [%]
S.aureus 252 100 0 0 0 0 0,25 0,5
S. aureus (xoarynasa 302 96,5 10 3.2 1 0.3 0,06 4
OTPHIATEIIHH)
S. epidermidis 216 95,6 9 4 1 0.4 0,05
S. pneumoniae 4
H. influenzae 0,25
Ps. Aeruginosa 39 100 0 0 0 0 4

Apyra undopmauns:
KpbcTocanata pPE3HCTCHTHOCT MEXKAY aMHHOTIMKO3UIHU (Hamp. TEHTAMULIMH,
HETHJIMHLMH) CE ABb/DKM HA CHCLU(QUYHOCTTA HA CH3UMHMTC MOU(pHUKALIH,

(ANT) u aneruntpancoepaza (ACC). Kpncrocanara pEe3UCTCHTHOCT obav
AMHMHOTJIMKO3UJHHUTE
moaupuumpamy ensumu. Hai

AHTUOMOTHLIA

nopaan

paznuyHara

crienuuaHOCT | =3
-4eCTO CPELIAHUAT MCXAaHU3BM Ha npugoduTa s;iﬁc
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AMMHOIIMKO3HAM € HHAKTHBAUMS HAa QHTHOMOTHKA 4pE3 IUTA3MMA- W TPAHCTO3OH-KOAMPAHH
MOAU(HULIUPALIHA EH3UMH.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Ouaxsa ce c1aba ToKaIHa U cucTeMHa abcopOuus ciaea npuiokenue Ha HetaluH B KOHIOHKTHBATHIS
Cax.

[THKOBHTE TIA3MEHM KOHLEGHTPAIMM OT 5 pg/ml HETMIMHMLMH CE AOCTUrar B PaMKHTC HaA 30-60
MUHYTH CIIE/l HHTPaMyCKyJIHO HEXKEKTHPAHC Ha 2 mg/ml. UutpaBeHo3na HHY3ust B IPOABDKCHHUC HA
60 MHHYTH BOAHM O THKOBA IUIA3MCHA KOHLCHTpanus OT npubmmsuteaso 11 pg/ml. O6ukHOBEHO
nonyxuBoTsT ¢ 2,0 10 2,5 4aca npy Bb3PACTHU H CC NOBUIIABA NPH 6BbOpeyHa HEAOCTATHYHOCT.

5.3 Ilpeax/iHHUYHH JAHHH 32 0e30MmacHOCT

HexTMHMYHATE JAHHE HE MOKA3BaT O0COOEH PHCK 3a Xopa Ha 0aszara Ha CHOTBCTHHTC MPOYyHBAHHIL
TIPOBEACHH MPH [LTHXOBE, KyYeTa, MOPCKH CBUHYCTA, KOTKH, 32Uy U MalMyHH.

LDso mpH MHTPaMyCKyJIHO W HHTPANCPHTOHEATHO MPHIOKCHUC © cvotBetHO 142 u 186 mg/kg npu
mumku, 166 1 266 mg/kg npu mrsxose 1 160 < LDso < 200 i.m. u 40 < LDso< 72 1.v. IpH Ky4e€Ta.

6. ®APMALIEBTUYHHA JAHHU
6.1 CnucbK HA NOMOIHHTE BELLECTBA
Harpues xnopu
Harpues xuapoKkcua (3a KOpeKuus Ha pH)
IIpeuncrena Boa
6.2 HecbBMeCTUMOCTH:
Henpuiaoxkumo.
6.3 Cpoxk Ha rogHoct
Heotsopen: 24 mecena.
EHOM030BUAT KOHTEHHEP TPAOBa Ja CC M3M0/I3Ba BCAHAra CICa otBapsiHe. OCTaHATOTO CHABPKAHUC
TpsOBa Aa Ce U3XBBPIIH.
6.4 CrhenuajJHHy YCJIOBHSI HA CbXpaHEHHE
Jla He ce chxpansisa Hag 25°C.
CpxpaHsBaiiTe CAHOAO30BHS KOHTCHHEP B OPUTHHATHOTO aIyMHHHEBO Calle, 3a Ja Ce npeamasu oT
CBETJIMHA.
6.5 Bua u chbAbPIKAHHE HA ONAKOBKATA
15 ¢HO030BH KOHTEHHCPH OT MOTHETHICH € HUCKA MIBTHOCT, nampaaenn ¢ 0,3 ml xanku 3a O4H,
pasTBop.

2 "
20 ¢AHOM030BH KOHTEHHEPH OT TOMHCTHICH € HUCKA TLTBTHOCT, mampaaenn ¢ 0,3 ml xamku 3a 04H,
pasTBop.

Beekn 5 ¢IHOA030BH KOHTEHHEPA Ca ONIAKOBAHH B ATyMHHHCBO CaLliC.

He Bcuuky BUAOBE OITAKOBKH MOrar Aa ObAaT MyCHATH Ha 1asapa.
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6.6 ChneuuajJH¥ Npeana3’HH MEPKH NPH U3XBbPJIsiHE

Heusnoa3BaHusaT aHTHOHOTHK HITH OTIAXBYHHTE MATEPHAIHA OT HETO TPsiOBa Aa Ce U3XBBPIIST B
ChOTBECTCTBUEC C MCCTHHUTC U3UCKBAHUSL.

7. NPUTEXATEJ HA PAZPEHIEHUETO 3A YIIOTPEBA
SIFI S.p.A.

Via Ercole Patti 36

95025 Aci Sant'Antonio (CT)

Hranus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
Perucrpaunonen Ne: 20210237

9. JIATA HA ITbPBO PA3PELLIABAHE/IIOJHOBSIBAHE HA PA3ZPELHIEHUETO 3A
YIIOTPEBA

13/08/2021

10. JATA HA AKTYAJM3UPAHE HA TEKCTA

Moapo6ua urbopMAaLHs 32 TO3H JICKAPCTBCH MPOAYKT € MPEAOCTABCHA Ha yebOcaiita Ha
M3ITHJIHUTEJIHA ATEHLIUA IO JIEKAPCTBATA (https:/www.bda.bg)




