KPATKA XAPAKTEPUCTUKA HA ITPOIYKTA
ASHBITHWUTENRHA ATERUNS N0 NEKAPCTBATA

KDamKa XapakmepucmuKa Ha npogykma  [Npuarowkerue |

o
. MMEHAEKAPCTBEHUA IPOAYKT |\ ooy (20070007

...._l
Hazonac 0,25 mg/ml kanku 3a Hoc, pa3Teop Faspewerue N — -
. O94 -i1f -
Nazopass 0.25 mg/ml nasal drops, solution  BG/MA/MP - 53?/25072023
?QOﬁpEHUE TR D T Y SRRSO

2. KAYECTBEH H KOJIHYECTBEH CBhCTAB

Bcexku ml cpabpaka 0.25 mg okcHMETa30NMHOB XKIAPOXJIopHA (oxymetazoline hydrochloride).
Bedka Kanka chabpxa npuonusutento 0,01 mg okcHMeTa30NHHOB XHAPOXAOPHI.

[TomoutHo(1} sewiecTro(a) ¢ u3BectHo ackictaue: 0.040 mg/ml GenzankoHues XNopu.

3a NuAHKA CNUCHK HA MOMOLUHHATE BEIUCCTBA BHXKTC TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a Hoc, pasTBop.
bucrbp, Oe3uBeTeH pa3TBOp.

pH: 4,0-6,5

4, KAUHHUYHH JAHHH
4.1 TepaneBTHUHH MOKA3aAHMS
- OCTbp pHHHT, OCTLP BA3OMOTODEH U AlIEPTUHEH PUHMT,
OobsieKuaBaHe Ha HA3aTHATA KOHTECTUSA, CBBP3aHa ¢ PUHUTA WM CHHY3NTA WY Bh3NANEHUE HA

EpcTaxuesara Tpbhba, NpUAPYKaBalM PHHNTA.

JIeKOHTeCTHA Ha HOCHATA TUraBHUA M MYKO3HHUTE MeMOpPaHH Ha CHHYCHMTE 32 AMArHOCTHYHH
LeTIM/NeKAPCKU NPEeraein.

Hazonac e nokasan 3a ynorpeda npu neua Ha BB3pacT oT 2 10 6 FOIUHH.,

4.2 /l03MPOBKA H HAMMH HA NPHJIOKCHHE

J1lo3upoBKa

Jdena Ha Bb3pacT o1 2 A0 6 rogHuu;
|-2 Kanku BbB BCAKA HO3APA HE NOBeYe OT 2-3 ['bTH JAHEBHO.

Envnn4HaTa f103a o1 npoaykTa He TpsabBa Na Ce H3MO0N3BA MOBEYE OT 3 NBTH HA LEH.
[TpenopwynTennara n103a He TpabBa a ce npeBHllaBa.

llenHATPHYHA TONYIAUKA
Hazomac 0,25 mg/ml kanxu 3a Hoc, pa3TROp He TpaGBa na ce U3M0A3Ba [IPH Jela Ha B
TOAMHH.




[1poABIKHTENHOCT HA YNOTpeda
Hazsonac ne tpadBa 1a ce uanon3ea noeeue ot 5-7 NHU G€3 KOHCYATALINA C JIEKap.

TpsadBa 12 M3MMHAT HAKOJIKO AHH NPeaU NOBTOPHOTO NPHIOKEHUE HA IIPOAYKTA.

B cnydail na xpOHHYEH PUHHT, TO34 ICKAPCTBEH NPOAYKT TpsabBa Aa Ce M3M0JI3Ba CaMO NMEPUOTHUHO U
MOJ IEKAPCKU KOHTPON MOPaiH PUCK OT MYKO3HA aTpodHus.

HauuH Ha npusoxKeHue

CaMo 32 Ha3zaHO NPUNOKEHNE,

I maBara Tpadsa 1a ObAe HAKIOHEHA Ha3a ¥ A CE ANIIA HOPMATHO N0 BPEME HA NPHIIOKEHHETO U B
ABETE HO3APH.

4.3 [IlpoTnBonokasanss

- CBpBbXYYBCTBHTEIHOCT KBM aKTHBHOTO BEUIECTBO UITH KbM HAKOE OT NOMOIIHHTE BELLECTBA,
130poeHu B Touka 6. 1.

- Cyxa, Bp3najieHa HazanHa MyKo3a (rhinitis sicca)

- T'panccdenonnanHa xunouzeKToMus WM HazanHa XMPYPruvHa UHTEPBECHIIUA C OTKPUBAHE Ha
dura mater

- Jleua Ha BB3pACT 1Mo 2 roaHHH

4.4 Croeunnajuu nperynpeKIeHHs H NPEANA3HH MEPKH NMpH ynoTpeta

Hasonac Tpadea 1a ce u3n0/138a ¢ NOBUIIEHO BHUMAHHE U CJE1 BHHMATENHA OLUEHKA Ha

pPHCKa/NMon3aTa npyu NauMeHTH:

- JIEKYBAHM ¢ MOHOAMHHOOKCHAQ3HU HHXHOUTOpH (MAOHM) 1 TpMUMIJIMYHN aHTUAENPECAHTH WK
NPUEMallN APYrH NEKapCcTBEHH NPOAYKTH, KOWTO NOBHILIABAT KPBHBHOTO HaJisrane (BkK. Touka 4.5).

- € MOBHUIICHO BBTPEOUHO HANATaHe, 0COOEHO C TECHOBIBIIHA IT1aYKOMa;

- C TEXKHM ChbPACYHOCHAOBU CHCTOSHUA (HANPHMEP KOPOHAPHA OONECT HA ChPLETO, XUIIEPTOHHA),

- C ()eOXPOMOLMTOM,

- € MeTaOONIMTHH HapylleHud (HarnpruMep 3axapeH Juader, XUNnepTuPeouan3bM),

- C XHUNepTpodHs HA NPOCTATATA,

- ¢ noppupuas.

EnvoBpeMeHHara ynotpeda ¢ Apyru CHMNaTHKOMMMETHYHM EKOHTEeCTaHTH TpAOBa 1a ce n3barsa
(Bxk. Touka 4.5).

Ha3zonac He TpsaOBa 1a ce U3noA3Ba roBeye OT 5-7 AHM §€3 KOHCYnTauMs C JIeKap.
Ha ce u3barea nbNrocpoyHara ynoTpeta n npemo3upaHeTo.

HbArocpounara ynorpeda u NMPeNO3UPAHETO ¢ JEKOHTECTUBHH KANKH 3a HOC MOFaT /ia HAMAJIHT
epexkThBROCTTA H& Hazormnac.

[TpOAbIKHTENHOTO N3MON3BAHE HA JEKOHIECTHBHHN KanKHd 3a HOC MOKE 4 MPUUYHHM:
- PCAKTMBHA XMNEpEeMUs (U3BECTHA KaTo pedayHa eekT),

- XPOHHYHA HA3ANHA KOHISCTRA,

- WK aTpO(UA HA HOCHATA JIMraBULA.

B cnyyai Ha NalUMeHTH ¢ XpOHHYEH PUHMT, OKCMMETA30HH TPIOBa Ja C€ M3MOI3BA CaMo NEPHOAHYHO
U NOO JIEKAPCKH KOHTPOJI NOpaly PUCK OT MYKO3HA atpodus.

J1031, NO-BUCOKH OT NpenepbUYHTEIRUTE, TPAOBA A ¢ U3MOM3BAT cCaMO MOL MEAMLIMHCKH KOHTPOI.

Tosa aexaperBo chabpska 0,040 mg GeH3AIKOHHEB XJIOPHI BLB BCEKH ml,
Jbjarocpounara ynorpeda Mosxe aa NpUUMHY OTOK HA HOCHATA JHraRHlA.




4.5 BisaumopeiicTBHe ¢ APYIH JeKAPCTEEHH NPOIYKTH H ApYTrH ¢popmMuy Ha B3aHMoOAeHCTBHE

EnnospemenHara ynorpeba HA MEKAPCTBEHH MPOOYKTH, ChABPKAIIA OKCHMETa3MHH kato Hasonac, H
fexapCTBEHH NPOAYKTH, U3II0JI3BAHM 34 JIEUCHHE Ha HAKOH pa3cTpoicTBa Ha HacTpoeHneTo {(MAO-
MHXHOWTOPH WS TPHLIMKIMMHH aHTHAEIIPECAHTH ), UIIU APYrd NOTEHUHATHO NOBUIIABAILH KPbBHOTO
HansAaraHe JieKkapcTBa MOXe fa JOBeAE a0 MOBUILIABAHE HA KPBBHOTO HAJIAraHe nmopain
ChPACYHOCHAOBUA €PEKT.

B ciyvail Ha opelo3HpaHe ¢ OKCHMMETA30NUH MKW NEepopaIcH NMPpUEM HA PA3TBOPd, K aKo ce NpHeme
€/IHOBPEMEHHO ChC WIH HETIOCPEACTBEHO eI TPHIIMKIHYHH aHTHaAeNnpecanTH Ui MAO-
WHXHOMTOPH, MOXe Aa ce HabnaaBa NoBMIEABAHE HA KPBBHOTO HAISTAHE,

EnHoBpeMeHHATA YTIOTPedad ¢ APYTH CUMIATAKOMUMETUYHU IEKOHIeCTaHTH TpadBa na ce nibarea
(Bx. TOuKa 4.4).

4.6 DepTuanTeT, GpeMeHHOCT H KbpPpMEHE

bBpeMeHHOCT

OrpaHH4YeHH JaHHWU OT OpEeMEHHHU KEHH, H3T0KEHN Ha OKCHMETA30UH [IPE3 TbpBUA TPHMECTBP Ha
OpEMEHHOCTTA, HE IIOKA3BAT HEKEAHH epeKTH BLPXY OPEMEHHOCTTA UIIH BBPXY
naoaa/HosopoaeHoTo. KbM gHEmHa aaTta aunceart Apyrd PeneBaHTHH SMUACMHOIOTHYHY JaHHN.
[lpoyuBaHUATA NPU KUBOTHA NOKA3BAT PENPOAYKTHRHA TOKCHYHOCT B A03H, HAABHILIABALN
TEpaneBTHYHUA 10308 00XBaT (BK. Touka 5.3).

[TpoaykTUTE C OKCHMETA30IMH TPAOGBA J1a C& U3NOI3BAT 10 BpeMe Ha OPEeMEHHOCT CaMOo Clel
BHUMATEJIHA OLIEHKA HA ChOTHOIICHHETO non3a/puck. Jla He ce npepHllaBa NPenopbYHTEIHATA 1034
110 BPEME Ha OPEMEHHOCT, Thil KaTo NpeA03NPaHETO MOKE 1a HAMAAN TLIaueHTapHaTa nepdy3us.

Knpmele

He e M3BecTHO 3aiu OKCHMETA30JIMH CE EKCKPETHPa B KbpMaTa. He Moxke 1a ce U3KJIUHM PHCK 32
HOBOpOCHHTE/KbpMaueTaTa. [lpoayKTHTe ¢ OKCUMETA30JIMH TpadBa Ja ce H3INOoJI3BaT Mo BpEME Ha
KbPMEHE CaMO CNEN BHUMATENHA OLIEHKA HA CLOTHOLIEHHETO MOA3a/pUCK. Jla He ¢e npeBHIIaBa
NpENOpPBUHTENHATA 034 IO BPpEME HA KbPMEHE, TBH KaTo NMPEeA03HPAHETO MOXKE J1a HAMANH
MPOU3BOJICTBOTO Ha KhpMa.

Cepruanurter
Hsma u3BecTHM epekTH OT NIeYeHHETO ¢ OKCUMETA30HH BbpXY (pepTUnnTeTA.

4.7 Ed¢exTH BbpXY cnoco6HOCTTa 3a modHpane B padora ¢ MalIHHA

KoraTo ce u3nonssa B NpenopbYUTENIHUTE 03K, He ce ouakea Hazonac na nopnuse Ha ciocoQHOCTTA
3a WodupaHe H paboTa ¢ MALIMHH.

B cnyuah Ha npoabkuTenHa ynotpeta My Npeao3WpaHe MOTaT Aa Bb3HUKHAT CHCTEMHH HeXeNlaHu
peaKkiiHM, 3acATalIH ChPACUHOCHAORATA U LICHTPANHATA HEPBHA cUcTEMa. B Taknsa cliyvau
cnocoBHOCTTA 32 WodupaHe 1 paboTa ¢ MalMHKA MOXeE 1a Obae HapyILIeHA.

4.8 Hexenann JexkapcTBeHH peaknuu

HesxenanuTe peakiud ca nOCOUEHH MO-A0JY 110 CUCTEMO-0PTaHeH Knac. YecToTHTe ca AepUHUpaHu
kaTo MHOrO yecTH (=21/10), uectu (o1 >1/100 no <1/10), Heuecetn (ot >1/1 000 no <1/100), peaku (oT
>1/10 000 no <1/1 000), mHoro peaxu (<1/10 000) 1 ¢ HEU3BECTHA YECTOTA (OT HATMUHHUTE [aHHH HE
MOXKe 2a Obae HanpaeeHa oueHKa).

PecntMpaTopHu, rpbAHH H MeAHACTHHAIHH HAPYINMEHHS

Hecmu: ycellaHe 3a napeHe B HOCA, CYXOTa HA HOCHATA JIMraBuia, KHXaHe
Hewecmu: NOBULICHO NOAYBAHE HA HOCHATA JIMTABUIIA CJICI PA3BUTHE HA HECPEKTHBH
xunepemusa/pedayHa KoHrecTus)*

Hapywmenun Ha HepBHATa CHCTeMa



Mroeco pedrxu: TpeBOKHOCT, Oe3cbHYE, YMOpa (CHHITMBOCT, celaTHBeH edekr), rnasodonue,
XaMOLHHALMHK (TNIaBHO MpH Aela) H KOHBYIICHH (TJIABHO NPH 1€1a)

Chpaeynu HApYIIeHUn
Pedxu: maNNUTaunK, TaXUKapausa, XHNEepTOHUS
Muoeo pedku: apuTMns

HapyumieHHs HA HMYHHATA CHCTEMA
Heveemu: peakuMy Ha CBPBXUYBCTBHTEIHOCT (@HTHOSIEM, CPUTEM, CbPOEK)

* BbIHMKBA CMEA NPOALIKUTENHA YNOTpeda

CbobuapaHe Ha MOaA03MpaHl HexXeTaHd peakuuH

Cpo0bmaBaHeTo Ha NOAO3UPaHN HEXKENAHHW PeaklMK el pa3pelllaBaHe 3a yrnorpeda Ha JICKapCTBEHUS
NPOAYKT € BakHo. ToBa Mo3Bo/sABa /1a NPOJLINKH HaON0ASHUETO Ha CHOTHOLIEHHETO M10.138/PHCK 32
NEKAPCTBEHUS MPOAYKT. OT MEAHLUMHCKMTE CNEeLMANMCTH Ce H3MCKBA a CbhoDLIaBaT BCAKa
N10A03HpaHa HeXeNlaHa peakivg upes:

HM3nmwnHuTENHA areHuus o Jiekaperpara

yit. L Jamsasa I'pyes™ Ne 8

15303 Codus

Ten.;: +359 2 8903417

yebcaiiT: www . bda.bg

4.9 Ilpeaosupane

CumnTomu

[peno3upane MOXKe J1a Bb3HHKHE KAKTO MPH HA3A/IHO NPUNIOKEHUE, TaKa W TPH HENpeaHaMepeno
NOTNBILAHE.

Moske na ce nosABAT CeAHUTe CHMNTOMM: MMUAPUA3], FaAcHe, NOBPbLIIAHE, LIHAHO3a, BUCOKA
TEMIEpPaTypa. KOHBYJCUH, TAXUKAPIAKS, ChpISYHH apUTMHH, UMPKYNATOPEH KOJIANC, ChPACUEH apecT,
XWNEPTOHuA, 6eNoapoGeH 0TOK, NUCTIHEA U IICHXOIOTMYHKE CHMIITOMH KaTo TPEBOIKHOCT, Bh30yaa,
XA LMHALIHM.

lHpu onpeaenerdn odCTOATENCTRA HHXUOKUPaAHETO HA (PYHKLHKTE HA LUEHTpalHaTa HEPBHA CUCTEMA
MOXKE J1a A0BELE 10 CbHJIMBOCT, NNOHWKABAHE Ha TeJIeCHATa TEMIIEpaTypa, OpaauKkapaus.
IIOKONOJ00Ha XUNOTEH3HA, alTHed 1 KOoMa.

JleyeHue Ha npeno3vpane
B cnyuaii Ha Texko npeaoiupane e Heo6X0aMMO He3a0aBHO HHTEH3HBHO neyeHue. TpadBa aa ce

NPHNOKHK aKTHBEH BbIJieH (abcopOeHT) M HaTpueR cyngat (nakcaTHB) HIIHK [a C€ H3BbPLUIH CTOMALLHA
NPOMHUBKA TIIPH NOTTBIIAHE HA FONEMH KOJTHYECTBA, Thil KaTO OKCHMETA30/IMH MOXE Ja ¢e adcopbupa
0bp30. BazonpecopHuTe nekapcTra ¢a NpoTHBonokasann. Hecenektneen anga-aapeHepryyeH
AHTArOHKCT, Hanp. deHTonamuH, moike Na 6bae naneH KaTo aHTUIOT. Ako € HeoOxonumo, TPAOBa Aa
Ce HamMany TeMMEeparypara, fa ce 3arlCYHE aHTHKOHBYJCHBHO NEYEHHUE M NT0JIaBaHE Ha KHCIIOPO.

5. ®APMAKOJIOTHYHHU CBOHCTBA

5.1 dapmMakoaHHAMHYHM CBOHCTBA

PapMakoTepaneBTU4HA rpymna: HazanHu npenapati, A€KOHTeCTaHTH U APYTH HA3aIHH penapaTy 3a

JIOKATTHO NPUIOKEHUES, CHMIATUKOMHMETHLH, CAMOCTOATENHO
ATC kon: ROTAAOS

MexaHu3ibM Ha pelicTeue

OKCHMeTa30/MHBT € anda-aJpeHeprutHo NPON3BOIHO Ha UMHIA30NHHA.
OKCUMETA30/IMHBT UMA CUMITATHKOMHUMETHYEH H BA30KOHCTPHKTHBEH €(EKT, K
NEKOHreCTHA H& HOCHATa MUIABHMIIA.
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Cien HasanHo npunoxenne #a Hazonac ce Hab:ro0apa JIOKATHO BA30OKOHCTPUKTOPHO ACHCTBIE B
HOCHATa JIMraBiLa, KOETO HaMaABa HA3AIHATA KOHrecTHd U HazanHata cekpeuns. [lauuenTsT Moxke
Aa aUdia csobogHO Npes Hoca. B pe3ynrar Ha HasanHara A€KOHrecTHs OTBOPHTE HA [TapaHA3ATHUTE
CHHYCH C€ paslInpsaBaT, OTONOKUPAT ce U eBCcTaxueBaTa Tpbhoa ce oTBapa ceodoano. Tosa noaodpasa
OTTH4EHETO HA CAY3TA.

Kitinnuna 6e3onacuoct

B nBoiiHo-cnenu npoyvBaHuA, NPOBEICHH BbPXY 3ApaBH X0pa, caed NEPOPAIHO NPHAOKEHUE HA

[.8 mg oxcumerazonuu (croTBeTCTBAIO Ha 3,6 ml ot 0,5 mg/ml pazrBop) ce Habatopasar
necreuruunu npoMerd B EKI'. HuTo KpeBHOTO Hansrane, HUTO ChPASYHATA YECTOTa €€ NPOMEHAT
CNCA NPUNATAHE HA TOPENOCOUYECHOTO KOJMNYECTBO AKTHBHO BELLECTBO.

5.2 dapMaKoKHHEeTHMHH CBOHCTBA

Abcopbuns

Hauanorto na nposeaBanero Ha edekra Ha okcumeTazonul 0,5 mg/ml e MHOTO GBpP30: HAYaNoOTO Ha
edexTa ce yeewa 25 ceKyHaM chel mbpBarta ynortpeda (pe3virar oT ABOHHO-CIiANo, niaiiebo-
KOHTPOSHPAHO NPOY4YBaHE, MPOBEAEHO BLPXY 247 NalIMEHTH ).

HauanoTo Ha nefictBreTo Ha okcuMeTasonnd 0,25 mg/ml € B paMKHTE Ha HIKOJIKO MUHYTH.
EdexrsT Ha Hazonac Mmoxe na npoabmkn 1o 12 yaca cinea npuaoskeHHETO.

PasnpenencHue
JIMMCBAT NaHHW 32 pa3npeneeHHETO HA OKCUMETA30IMH B YOBELUKOTO TSLIO.

EnnMuHupane

TepMUHANHUAT eNMMWHALMOHEH MOIYKUBOT MPH UHTpPaHA3ANHa yrnoTpeba npu xopa e 35 saca. 2,1%
OT BBBCACHOTO AKTUBHO BELISCTBO €€ eKCKpeTupa npe3 0n0peunte n npudnuzutento 1,1% BbB
(pexannure.

3.3 [lpeakinHHYHM naHHM 32 Ge3omacHoOCT

[To oTHOWEHNE Ha yroTpeGaTa Ha OKCHMETA30MMH BLPXY HazalHATA JMTAaBULIA, POYUBAHUATA 34
TOKCHYHOCT NIPH MHOTOKPATHO [PHUIIAraHe npH KydyeTa NOTBbMKAABAT, 4e ynorpebara Ha
NEKApCTBEHH NPOAYKT MPHU XOPa HE Ce OYaKBa jJa NPEeACTaB/snBa ocoOeH PHCK. In vifro TECT 3a reHna
MYTaLUMs, N3BbPIICH BbPXY OaKTepHy (TecT HAa Ames), € oTpuuareneHd. JIMnceat gaHHU 3a
KaHUeporeHHoCT. He ca HabmonaBaHy TepaTOreHHH e)eKTH Npu NIILX0BE | 3aiiuy. Josy,
HANXBBPASLIN AHANA30HA Ha TEPANEBTUUHUTE A03H, CA NETATHU 3a (PeTyca UM €a NOBEJIH A0
HapYLICHNUE Ha PA3BUTUCTO Ha MTAOAA.

OkcuMeTa30IHH HHXHOKPA MPOU3BOACTBOTO HA KbPMA ITPH MNbxoBe. JIMICBAT NaHHM 33 YBPEXAAHE
Ha pepTHIUTeTA.

Hazonac ¢babpika OeH3aN1KOHHEB XJTOPH .

[MpenkaunuyHU NPOYYBAHHW MOKA3BAT, Ue OSH3ANKOHHEBHAT XTOPpHJ MOXKE 14 NMpeau3BHKa
WHXHOWTOPEH e(EKT, 3aBUCUM OT KOHUEHTPALMATA M BPEMETO, BbPXY MOOUIHOCTTA HA PECHHYKATE.,
Mozke nopu MOGHITHOCTTA Ha PECHHYKUTE 1a 6be HeoBPATUMO NIOATHCHATA 1 /14 IPEAN3BUKA
XUCTONATONOTHYHH MPOMEHH B HOCHATA JIMraBHIIA,

6. ®OAPMALEBTUMHHK AAHHH

6.1 CnucbK H2 DOMOMHKTE BeMlecTRAa

Hartpues untpar

JIumMoHeHa KHcenHa MOHOXHAPAT
JuHarpues enerar

beH3a1KOHHEB XNTOpUA

[nuuepon




Boaa 3a wHxkekuuH

6.2 HecbBMecTHMOCTH
Henpuaoxumo.

6.3 Cpok Ha rogHoct

HeoteopeHo: 36 Mecena

(Cren nppBOTO OTBAPSHE HA ONAKOBKATA: | Mecel, Koraro ce ChXxpaHaBa B OPUIHMHAIHATA OMIAKOBKA, 3a
Jha ce NpeAnasu oT CBETJIMHA.

Ha He ce cbXpaHnaBa B XJIaAUIHUK M 14 HE CE 3aMpa3saBa.

6.4 CrneuHaJHH YCJ0BHA HA ChXpaHeHHe

Ha ce cbXxpaHsBa B OpUIHHAIHATA OMAKOBKA, 32 Ad Ce peanasu ot ceeTiinHa. Jla He ce chxpaHnsasa B
XJNAQHIHHUK W 1A HE CE 3aMpassBa.

- b
34 ycJ0BMATA HA CbXPaHEHHe CIIE] MbPBOTO OTBAPSAHE HA NEKAPCTBEHHS MPOAYKT BHXKTE TOUKa 6.3.

6.5 BuaH chabpkaHHe Ha ONAKOBKATA

10 mi pasTBOp, HENOCPENCTBEHO ONAKOBaH B MaacTmacoBa npoipautda LDPE GyTuika ¢ kankomMep ¢
0ana euHTOBa PP Kanadka ¢ A0NeH NpLCTEH.
KaproneHara kyTus cbabpixa eaHa OyTHaka ¢ [0 ml pa3TBop u nHcTOBKA.

6.6 Cneunannu npeanasHy MepKH NPH HIXBBLPJISIHE

Hsama cneunanyy U3MCcKBays.,

7. NMPUTEXATEJ HA PASPELIEHHETO 3A YITIOTPEBA

ALKALOID-INT d.o.o.,
Slandrova ulica 4,

1231 Ljubljana - Crnuce
Cnosenus

Ten.: + 386 1 300 42 90
dakc: + 386 1 300 42 91
umein: infol@alkaloid.si

3. HOMEP(A) HA PASPEIIEHUHETO 3A YIOTPEBA
Per. Noe 20190019

9. AATA HA ITbPBO PAZPEIIABAHE/TTOAHOBSIBAHE HA PAZPEITIEHUHETO 3A
YINOTPEEBA

Hata na nepBo paspewasane: 01.02.2019
Hata Ha nocienno noaHoRgBane:

10. IOATA HA AKTYAJIU3IHPAHE HA TEKCTA

06/2023




