O06o00LWeHVe Ha XapaKTEPUCTUKUTE Ha NpoAYyKTa 3a
ovouunaeH NpPoayKT

HanmeHoBaHue(s1) Ha NnpoAykTa: Manorapid express GEL

MpoayktoB(K) TMN(oBe): MMT 01 - XurveHa Ha 4YoBeka

MT 01 - XurmeHa Ha YyoBeka

Homep Ha pa3pelueHneTo: EU-0027675-0000

PechepeHTeH HOMep Ha aKTUBa
oT Peructbpa 3a 6uouyngn EU-0027675-0000
(R4BP 3):
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AAMUHUCTPaTUBHA MH)OPMaLMS

1.1. TbproBcko HauMmeHoBaHNe Ha NpoayKTa

Manorapid express GEL
Bactesil Gel

IPA Hands Gel

Twoalko Gel

MicrobaX Gel

Alkodes Gel

Septokil Gel

Mastersept Gel
Bactoficid Gel
Supergerm Gel

Superdes Gel

1.2. NpuTtexaren Ha paspelieHne

Wme 1 agpec Ha npuTexartesns
Ha pa3pelueHneTo

Homep Ha pa3peLueHneTo

PechepeHTeH HOMep Ha aKTUBa
oT Peructbpa 3a 6uouuam
(R4BP 3)

[Darta Ha nsgaBaHe Ha
paspelueHneTo

Jata Ha ustnyaHe
CpOKa Ha Ba/IMAHOCT Ha
paspelieHneTo

e Lysoform Dr. Hans Rosemann GmbH

Agpec Kaiser-Wilhelm-Str. 133 12247 Berlin F'epmaHus

EU-0027675-0000

EU-0027675-0000

27/06/2023

31/07/2032

1.3. NMpousBoguten(u) Ha GuoynguTe
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Nme Ha nponsBoguTtens

Appec Ha npousBoguTens

MecToHaxoXaeHue Ha
NpPoOu3BOACTBEHNTE 0GEKTU

Lysoform Dr. Hans Rosemann GmbH

Kaiser-Wilhelm-Str. 133 12247 Berlin lepmaHus

Lysoform Dr. Hans Rosemann GmbH, Kaiser-Wilhelm-Str. 133 12247 Berlin FepmaHus

Sterisol AB Kronoadngsgatan 3 S 59223 Vadstena Lseuus

A.F.P. Antiseptica Forschungs- und Produktionsgesellschaft mbH, Otto-Brenner-Strafie
16-18 21337 Luneburg MepmaHns

1.4. NpounsBoauTten(u) Ha akTUBHOTO(MTE) BeLLecTBO(a)

AKTUBHO BelLecTBO

Nwve Ha npounssoagutens

Appec Ha npousBoguTens

MecToHaxoxaeHue Ha
Npon3BOACTBEHUTE 0GEKTU

AKTUBHO BelLecTBO

Nwve Ha npouvssogutens

Appec Ha npousBoguTens

MecToHaxoxaeHue Ha
Npon3BOACTBEHUTE 0GEKTU

1354 - MponaH-1-on

0OQ Chemicals GmbH (formerly Oxea GmbH)

Rheinpromenade 4a 40789 Monheim am Rhein 'epmanus

OQ Chemicals Corperation (formerly Oxea Coperation), 2001 FM 3057 TX 77414 Bay City|
CALY,

1354 - MponaH-1-on

BASF SE

Carl-Bosch-Str. 38 67056 Ludwigshafen "epmaHus

BASF SE, Carl-Bosch-Str. 38 67056 Ludwigshafen MepmaHus
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AKTUBHO BelLecTBO

Nme Ha nponsBoguTtens

Appec Ha npousBoguTens

MecToHaxoXaeHue Ha
NpPoOu3BOACTBEHNTE 0GEKTU

1355 - lNMponaH-2-on

INEOS Solvent Germany GmbH

Romerstrasse 733 47443 Moers 'epmaHusa

INEOS Solvent Germany GmbH, Romerstrasse 733 47443 Moers 'epmMaHns

INEOS Solvent Germany GmbH, Shamrockstrasse 88 44623 Herne MepmaHus

2. CbcTaB 1 oopmMmynmpaHe Ha Npoaykra

2.1. KauecTBEeHU 1 KOJIMUECTBEHU JaHHU 3a CbCTaBa Ha 6uouupga

OoouwonpueTo nme IUPAC nme DYyHKUMA CAS Homep EO Homep (COZ)Abp)KaHM
Mponax-1-on AKTUBHO 71-23-8 200-746-9 14,3
BelwecTso
Mponax-2-on AKTUBHO 67-63-0 200-661-7 63,14
BelwecTso

2.2. Tun Ha hopmynupaHeTo

AL - Bcsaka gpyra TeqHocT

3. MpeaynpexaeHus 3a onacHOCT U Npenopbku 3a 6e3o0nacHOCT

KaTteropus Ha onacHoCT

Mpenopbku 3a 6e3onacHocT

CW/IHO 3anasiMmMmn TEYHOCT U Napu.
Mpean3BrKBaA CEPUO3HO YBPEXAAHE Ha ounTe.
Moxe Aa npeau3BuKa CbHAMBOCT UMM CBETOBBPTEX.

[NoBTapswara ce ekcnosvuma Moxe aa npefu3srka nscyllaBaHe Uav HanyksaHe Ha
KoXarta.

[a ce nasu oT TON/IMHA, HAaropeLLeHn NOBbPXHOCTH, UCKPU, OTKPUT NaMbK, U Apyri
U3TOYHMLM Ha 3anasiBaHe. — TOTIOHOMYLIEHETO 3a6paHeHo.
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CbbT Aa Ce CbXpaHsBa MIbTHO 3aTBOPEH.
M36AreaiiTe BAMLLIBAHE HA U3NapeHUs.
[a ce 13non3Ba camo Ha OTKPUTO UM Ha A06PE NPOBETPUBOMSACTO.

MNPV BOVLIBAHE:/3BefeTe NMLIETO Ha YMCT Bb34YX 1 r0 NocTaseTe B NO3ULKS,
yfnecHaBala JULIAHETO.

MPW KOHTAKT C OUYNTE:MpomMurBaiiTe BHUMATE/THO C BOAA B MPOAB/IKEHUE HA
HAKOJIKO MUHYTU.CBasieTe KOHTaKTHUTE feLn, ako uma TakmBa 1 [JOKOJIKOTO TOBa e
BBb3MOXHO. Mpogb/iKeTe C U3MNIakBaHeTo.

HesabaBHo ce o6anete LLEHTBP NO TOKCUKOJTIOIMA nnu goktop/nekap.

[la ce cbxpaHsiBa Ha f06pe NpoBETPMBO MACTO.[la ce AbpXn Ha XNagHo.

[a ce cbxpaHsiBa Nnof K/tou.

[a ce U3XBBP/M Chaa B OTOPU3MPAH MYHKT 3a ChbOMpaHe Ha oTnagbLy.

4. PaspelueHa(n) ynotpeba(n)

4.1 OnuncaHue 3a U3nosisBaHe

Ynotpe6a 1 - ge3uH(eKTaHT 3a pbLie 3a XUrMeHHa ynoTtpeoa, ren

MpoaykroB TUN

KoraTto e noaxopgsuo, TO4HO
onuvcaHue Ha paspelleHaTa
ynoTtpe6a

LleneBu opraHnsbm(u)
(BKNOUMTETHO CTAAUIA Ha
pasBuTue)

O6nacT Ha ynoTpe6a

MeTtopg(u) Ha npunaraHe

MT 01 - XurneHa Ha 4yoBeka

HENpPUIoXnmo

HayuHo HavmeHoBaHue: other .
O6LonpreTo HaMeHoBaHue: Bacteria
ETan Ha pa3suTtune: Hama gaHHu

HayuyHo HaumeHoBaHue: other ) o
O6LonpreTo HaMmeHoBaHue: Tuberculosis bacilli
ETan Ha pa3suTtune: Hama gaHHu

HayuHo HavmeHoBaHue: other
O6LLonpreTo HauMeHoBaHue: Yeasts
ETan Ha pa3suTtune: Hama gaHHu

HayuHo HavmeHoBaHue: other )
O6LonpreTo HavMeHoBaHue: Enveloped viruses
ETan Ha pa3suTtune: Hama gaHHu

Ha 3akputo

- 6OMTHULM W ApYTX 30PAaBHU UHCTUTYLIAW, HANpUMep B NINHERKN, XMPYPrUYHN KabnuHeTn,
cTapyeckn 4OMOBe (B TOBA YMC/IO AOMALLIHO 06C/y)XBaHe Ha naumeHTw)

- 6OSHWNYHK BHOheTU, FTONEMU KYXHU, (hapMaLeBTUYHN 0TPac/IU, NPOU3BOACTBEHN
06eKTW 1 NabopaTopumn: XUrMeHeH Ae3VHEKTaHT BbPXY BUAMMO YNCTU U CYXU pbLie.
- Camo 3a npocpecroHanHa ynotpeba.

MeTtoga: PbyHO HaHacsaHe
Mogpo6Ho onucaxve:
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HaTpuBaHe

,U,03I/IpOBKa(v|) N yectoTa Ha Hopma Ha npuoXerme: [Josvposka: Haii-manko 3 ml (n3nonseaite gosatopu:
Hanpumep HacTpoiTe Ha 1,5 ml 3a xog, 2 xofa Ha 3 ml) MpoagbHKUTENHOCT Ha

npunaraxLe KoHTakTyBaHe: 30 Cek.

PaspexgaHe: [0TOB 3a ynoTpeba npoaykT

Bpoii n Bpeme Ha kaHAuAaTCTBaHE:

HsAmMa orpaHnyeHus 3a 6pos 1 BpeMeTo Ha npuioxeHue. He e HeobxoamMmo aa nma

MHTepBan 3a 6e30MacHOCT Mexay asnTe Ha NPUIoXKEHME.

MpoAykTbT MOXe Aa ce U3nos3Ba No BCAKO BPEME 1 TO/IKOBA YeCTO, KOJIKOTO €

Heobxoaumo.

Kateropwusi(u) notpe6utenu VHpycTpanta

MpodpecnoHanHa

Pasmepu n matepuasn Ha
onakoBKuTe

125, 150, 500, 1000 ml B npo3payHu/6enu 6yTuakn OT NOSIMETUIEH C BUCOKA MTTHOCT
(HDPE) c kanaue ¢ obpbLiaHe ot nonunponunet (PP);

Mpo3payHa/6ana Ty6a 5000 ml ot HDPE c kanaye ¢ BUHT oT HDPE.

700 ml navk OT Npo3pavHo KOMMNO3UTHO dhonmo oT PE ¢ BrpageHa nomna ot PP; 75 ml
npo3spayHa/6sna 6ytunka ot HDPE ¢ kanaye ¢ o6pbLiaHe ot PP.

4.1.1 CneyncnyHM NMHCTPYKLUM 3a YyNnoTpeoda

MpoayKTUTe MoraT fja ce npuiarat AUPEKTHO UM NPOAYKTUTE MoraT Aa ce W3Mo3BaT B 03aTop UM C NOMNa. 3a XUIMeHHo
HaTpuBaHe Ha pbLeTe n3nonsealite 3 ml NPOAYKT U APBXTE PbLETE C MOKPU B NPOAbIKEHNE HA 30 CEKYHAY.

He nbnHeTe 0THOBO.

4.1.2 MepKu 3a HaMasisiBaHe Ha PUCKa, CBbP3aHU CbC cneunudmuHn ynotTpeom

BuxTe obLyuTe yKazaHus 3a ynotpeba

OBOBLEHNE HA XAPAKTEPUCTUKNTE
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4.1.3 KoraTo ce oTHacsl cneuucuyHo Ao ynorpeéara, JaHHUTE 3a BEPOATHU NPEKN Unu
KOCBEHU eheKTn, UHCTPYKLMN 3a MbPBa NOMOLL U CNEeLHN MepPKMU 3a onasBaHe Ha
OoKo/nHata cpepa

BuxTe o6LuTe yKkazaHus 3a ynoTpeba

4.1.4 KoraTo ce oTHacs cneuuduyHo Ao ynorpebara, UHCTPYKUUMTE 3a 6e30nacHoO
oGe3BpexpaaHe Ha NPOAYKTA U HEroBaTa ONnakoBKa

BuxTe o6LnTe yKkazaHus 3a ynoTpeba

4.1.5 KoraTo ce oTHacsa cneuucuyHo fo ynotpeodara, yc/noBMsATa Ha CbXpaHeHne U cpoka
Ha rogHOCT Ha NpoAyKTa NpyY HOPMaJTHM YCIOBUSI HA CbXpaHeHue

BuxTe o6LuTe yKkazaHus 3a ynoTpeba

4.2 OnucaHue 3a U3noJsi3BaHe

Ynotpe6a 2 - Ae3nH(peKTaHT 3a pbLe 3a XMpypruyHa ynotpe6a, ren

MT 01 - XurneHa Ha YyoBeka
MpopaykToB TUN

Korato e nogxogsawo, TOYHO HEeNnpuIoXuMo
onuncaHue Ha paspelueHaTa

ynortpe6a

LieneBu opraHnsbm(u) (H)%ytmo HaumeHoBaHue: other Bacter
i onpueTo HaMmeHoBaHue: Bacteria

(BK"'OqMTe"HO cTaaum Ha ETa#i He?passmme: Hama gaHHu

pasButue)

HayuHo HanmeHoBaHue: other ) -
O6uonpreTo HanmeHoBaHme: Tuberculosis bacilli
ETan Ha pa3suTtune: Hama gaHHu

HayuHo HavmeHoBaHue: other
O6LonpreTo HarMeHoBaHMe: Yeasts
ETan Ha pa3suTune: Hama gaHHu

HayuHo HanmeHoBaHue: other )
O6LonpreTo HanMmeHoBaHme: enveloped viruses
ETan Ha pa3suTtune: Hama gaHHu

Ha 3akputo
O6nacT Ha ynoTpeba

MpoayKTbT MOXe fa ce npuiara kato XMpypruyeH Ae3vHeKkTaHT 3a pbLe B 60HMUN 1
LPpYrv 30paBHN MHCTUTYLMN: XMPYPIUYEH Ae3NHDEKTAHT BbPXY BUAUMO YUCTU U CyXu
pble 1 NPeaMULLHNLN.

Camo 3a npochecroHanHa ynotpeba.

MeTog: PbyHO HaHacsHe
MeTtopg(u) Ha npunaraHe Moapo6HO onuncaHue:

OBOBLEHNE HA XAPAKTEPUCTUKNTE
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Jo3upoBka(u) U yecToTa Ha
npunaraHe

KaTeropusi(n) notpedurenu

Pa3smepu 1 matepuan Ha
OMaKoBKUTE

HaTpuBaHe

Hopma Ha npunoxeHwve: [jo3vposka: HaTpuiiTe ocTaTbyHO KOMMYECTBO Ha YacTm oT 3
ml (3non3BaiiTe go3aTopu: Hanpumep HacTpoiTe Ha 1,5 ml 3a xog, 2 xoaa Ha 3 ml).
MpoAbMKUTENHOCT Ha KOHTakTyBaHe: 90 cek.

PaspexaaHe: [0TOB 3a ynoTpe6a npoaykT

Bpoii 1 Bpeme Ha kKaHauaaTcTBaHe:

Hsama orpaHnyeHnsa 3a 6pos 1 BpeMeTo Ha npusioxeHune. He e HeobxoanMmo fa nma
VHTepBasIn 3a 6e30MacHOCT Mexay thasuTe Ha NPUIoKeHe.

MpofyKTLT MOXe Aa ce 13non3sa no BCAKO BpeMe U TOSIKOBA YECTO, KOKOTO e
HEo6Xxo04UMO.

MpodpecnoHanHa

125, 150, 500, 1000 ml B npo3payHu/6enu 6yTuakn OT NOSIMETUEH C BUCOKA MTBTHOCT
(HDPE) ¢ kanaue ¢ o6pbLiaHe ot nonunponunet (PP);

Mpo3payHa/6ana Ty6a 5000 ml ot HDPE c kanaye ¢ BUHT oT HDPE.

700 ml navk OoT Npo3pavHo KOMMNO3UTHO dhonmo oT PE ¢ BrpageHa nomna ot PP; 75 ml
npospayHa/6sna 6ytunka ot HDPE ¢ kanaye ¢ o6pbLiaHe ot PP.

4.2.1 CneynpUUYHN MHCTPYKLUN 3a ynoTpeoda

He nbnHeTe 0THOBO.

3a XpypruyHo HaTpuBaHe Ha pbLieTe 13nosn3ealiTe TOKoBa YacT 0T 3 ml, KOIKOTO e HEO6X0AMMO, 3a Aa ObPXUTE pbLeTe cn
MOKPY B NpoAb/ikeHne Ha 90 cekyHau.

4.2.2 MepKu 3a HamanAiBaHe Ha pUCKa, CBbpP3aHn CbC cneyuduuHn ynotpeoun

BuxTe obLyuTe yKkazaHus 3a ynoTpeba
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4.2.3 KoraTo ce oTHacsl cneuucuyHo Ao ynortpeéara, JaHHUTE 3a BEPOATHU NPEKN Unu
KOCBEHU eheKTn, UHCTPYKLMN 3a MbPBa NOMOLL U CNEeLHN MepPKMU 3a onasBaHe Ha
OoKo/nHata cpepa

BuxTe obLyuTe yKkazaHus 3a ynoTpeba

4.2.4 KoraTo ce oTHacs cneuuduyHo Ao ynorpebara, UHCTPYKUUMTe 3a 6e30nacHo
oGe3BpexpaaHe Ha NPOAYKTA U HEroBaTa ONnakoBKa

BuxTe obLyuTe yKkazaHus 3a ynoTpeba

4.2.5 KoraTo ce oTHacsa cneuucuyHo fo ynotpeodara, yc/noBMsATa Ha CbXpaHeHne U cpoka
Ha rogHOCT Ha NpoAyKTa NpyY HOPMaJTHM YCIOBUSI HA CbXpaHeHue

BuxTe obLyuTe yKkazaHus 3a ynoTpeba

5. O6wuM ykasaHuA 3a ynotpeoda

5.1. MHCcTpyKuMun 3a ynotpeoda

Camo 3a npocpecroHanHa ynotpeba.

5.2. Mepkn 3a HamasiIABaHe Ha puUcKa

[JpbXTe aaneye oT A0CTbNA Ha AeLa.

M36sarBaliTe KOHTaKT C o4nTE.

5.3. laHHN 32 BEPOSATHU NPEKN U KOCBEHU e(PeKTU, UHCTPYKLMY 32 MbpBa NOMOLLY, U
CMeLHN MepKX 3a onasBaHe Ha OKoJiHaTa cpefa

OBOBLEHNE HA XAPAKTEPUCTUKNTE
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O6LM Mepku 3a NbpBa nomoLy,: MNMpemecTteTe NOCTPaAAI0TO NMLE U3BBH 3aMbpceHaTa 30Ha. AKO He ce uyBcTBare fo6pe,
noTbpceTe sieKkapcka KOHCYNTauus/MOMOLL,. AKO € Bb3MOXHO, MOKaXKeTe HaCTOSLLMS JINCT.

MNPV BAVLLBAHE: MpemecTeTe ce Ha YMCT Bb3AyX M CTOWTE B NOKOI B MOSIOXEHME, yiecHaBawo auwaHeTo. ObageTe ce Ha
LEHTBP NO TOKCUKONOI A nnn nekap.

MPW KOHTAKT C KOXXATA: BegHara usmuiite koxara 06unHo ¢ Boga. Cnep ToBa cBasieTe Ls/I0To 3aMbPCEHO 06/1eK/10 1 o
usnepete npeay NoBTopHa ynotpeba. MpoabxeTe Aa MyUeTe koxaTta ¢ Bofa B NPoAb/mkeHne Ha 15 muHyTn. ObageTe ce Ha
LIEHTBP MO TOKCUKOOTI A nnu nekap.

MNPV KOHTAKT C OYUTE: BegHara 3ano4yHeTe fa MveTe ¢ BoAa B NPOA4b/IKEHNE Ha HAKOSIKO MUHYTU. MaxHeTe KOHTakTHUTE feLwm,
ako YMa TakuBa U ako ToBa CTaBa JIecHO. [poab/keTe Aa MUeTe B NPOABb/IHKEHUE Ha Hall-Masiko 15 MuHyTu. ObaseTe ce Ha
112/n3BuKaliTe NUHeliKa 3a MegULMHCKa NoMoLL,.

WHhopmauusa 3a meauumHekua nepcoHasn/nekaps: Ouute TpsbBa fa ce MUAT MHOTOKPATHO M Ha MbT KbM JIEKaps, ako ounTe ca
GWIN N3M0XKEHN HA Bb3AENCTBNETO Ha ankaslHu XMMukanu (pH > 11), aMiHW 1 KUCEIMHK, KaTo OLeTHa KUCEeNnHa, MpaByeHa
KUCENIMHA U NPOMNMOHOBA KMCeMHA.

MPW NOIMNbLAHE: BegHara nsmuiite yctarta. [aiite Hello Ha NMeHe, ako NoCTpafasnoTo uLe Moxe Aa rbata. HE
npeau3BukKBaiiTe nospblyaHe. ObageTe ce Ha 112/u3BukaliTe nUHelka 3a MeAnLMHCKa NOMOLL,.

Mepkun npu cnyyainHo n3nyckaHe:

CnpeTe M3TUYAHETO, ako e 6e30nacHo fa ro Hanpaeute. OTCTpaHeTe M3TOUHULMTE Ha 3ananBaHe. BbaeTe 0CO6eHO BHUMATE HMU,
3a fla u3berHeTe CTaTUYHO E/IeKTPUYECTBO. He TpsibBa a MMa OTKpUT Niambk. He TpsiGea Aaa ce nyLuu.

[NpepoTepareTe HaB/M3aHETO B KaHaIM3aumaTa 1 rpagcknusa BogoNpoBoa,.

M36bpLueTe ¢ abcopbupaly Mmatepuan (HanpuMep Kbpna). MonuiiTe pasnAaToTo KOMYECTBO C MHEPTHU TBBPAN YaCTULMW, KaTo rnHa
WK AMaTOMUYHA NPBCT KOMIKOTO MOXe N0-6bp30. OTCTpaHeTe No MexaHW4YeH HauuH (C MeTna, ¢ fionata). MI3xebpneTe B
CbOTBETCTBME C AeiicTBaLLNTE MECTHM pasnopesov.

5.4. Yka3zaHusA 3a 6e30nacHoO o6e3BpexgaHe Ha NPoAyKTa U HeroBarta onakoBka

M3XBbPSHETO TPAGBA Aa Ce M3BbPLLBA B CbOTBETCTBIE C NPEANICAHMSATA Ha KOMMNETEHTHUTE BEOMCTBA. He n3xBbpnsiiTe B
KaHanm3auuaTa. He u3xBbpsiiTe 3ae4HO ¢ 6UTOBUTE OTNaAbLVM. 3aHECETE ChAbPXKAHNETO/CbAA B OTOPU3MPAH MYHKT 3a CbbrpaHe
Ha oTnagbLm. M3npasHeTe onakoBKkaTa Hamb/HO, NPeaun Aa s U3XBbP/NUTE. KoraTo ca Hanmb/IHO NpasHu, Cb0BETe Ce peuukInpaTt
KaTo BCAKA Apyra onakoBka.

5.5. YcnoBusi Ha cCbXxpaHeHue U CPOK Ha rogHOCT Ha NpoAyKTa NPy HOPMaJTHU YCNOBUA Ha
CbXpaHeHue

CpoK Ha rogHocT: 24 meceua

CbXxpaHsBaiiTe Ha Cyxo, X/1aaHo, 4o6pe NpoBeTPeHO MACTO. CbabT TpA6GBaA Aa ce AbPXKM MTbTHO 3aTBOpeH. [la ce nasu OT npska
C/TbHYEBa CBET/IMHA.

MpenopbunTenHa TemMnepaTypa Ha cbxpaHeHue: 0-30°C

He cbxpaHsiBaiitTe npu Temnepatypu nog 0°C

He cbxpaHsBaiiTe B 651M30CT A0 XpaHa, HanuMTKU U XpaHa 3a XMBOTHWU. He fo6nmkaBaiiTe A0 3ananuTesiHn Matepuanu.

OBOBLEHNE HA XAPAKTEPUCTUKNTE

12/10/2023
HA NPOAYKTA



6. Apyra nicopmauyuns
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