O06o00LWeHVe Ha XapaKTEPUCTUKUTE Ha NpoAYyKTa 3a
ovouunaeH NpPoayKT

HanmeHoBaHue(s) Ha NnpoAykTa: SALVE FAM2_1

MT 02 - lesnHcbeKkTaHTn 1 anrmynan, KOMTo He ca NpefHasHavYeHn 3a npsika ynotpeba

MpopykToB(u) TMn(oBe): BBPXY X0Opa WK XNBOTHN

MT 04 - O6nacT Ha ynoTpeba, cBbp3aHa C xpaHu 1 ypaxmu

Homep Ha pa3pelueHneTo: EU-0028967-0000

PechepeHTeH HOMep Ha aKTUBa
oT Peructbpa 3a 6uouyngn EU-0028967-0017
(R4BP 3):
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AAMUHUCTPaTUBHA MH)OPMaLMS

1.1. TbproBcko HauMmeHoBaHNe Ha NpoayKTa

SALVE FAM2_1

1.2. MpuTtexaren Ha paspelieHne

Vme SALVECO SAS.
WMe 1 agpec Ha npuTexarens
Ha paspeleHneTo Agpec Avenue Pierre Mendés-France Z.A. Hellieule 4 F 88100 SAINT DIE
p DES VOSGES ®paHuus

Homep Ha pa3peLueHneTo
EU-0028967-0000 1-3

PedrepeHTeH HOMep Ha akTUBa
oT Peructbpa 3a 6uouyugmu EU-0028967-0017

(R4BP 3)

[Darta Ha u3gaBaHe Ha
paspelueHneTo

02/10/2023

Aata Ha ustnuaHe
CpOKa Ha Ba/IMAHOCT Ha 30/09/2033

paspelueHneTo

1.3. MpousBoagurten(u) Ha GuoynguTe

Nme Ha npounsBoguTtens SALVECO S.A.S

Aapec Ha npoussoguTens Avenue Pierre Mendés-France F-88100 SAINT DIE DES VOSGES ®paHuus

MecToHaxoxageHue Ha

Avenue Pierre Mendés-France F-88100 SAINT DIE DES VOSGES dpaHuus
Npon3BOACTBEHUTE 0GEKTU

OBOBLEHNE HA XAPAKTEPUCTUKNTE

02/02/2024
HA NPOAYKTA



Nme Ha nponsBoguTtens

Appec Ha npousBoguTens

MecToHaxoXaeHue Ha
NpPoOu3BOACTBEHNTE 0GEKTU

GESTRA S.A.S

Allée Robert Schumann F-88110 RAON-L'ETAPE ®paHuus

Allée Robert Schumann F-88110 RAON-L'ETAPE ®paHuus

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 npouvssoagutens

Appec Ha npousBoguTens

MecToHaxoxaeHue Ha
Npon3BOACTBEHUTE 0GEKTU

1322 - L-(+)-Mne4yHa kucenvHa

PURAC BIOCHEM BV

Gran Vial 19-25 08160 Montmelo cnaHus

Gran Vial 19-25 08160 Montmelo NcnaHus

1322 - L-(+)-Mne4yHa kucenvHa

JUNGBUNGZLAUER S.A

Z.1 Portuaire BP 32 67390 Marckolsheim ®paHuus

Z.1 Portuaire BP 32 67390 Marckolsheim ®paHuus

2. CbcTaB U (hopmynupaHe Ha NpoayKrTa

2.1. KauecTBEHM M KO/IMYECTBEHU AiaHHN 3a CbCTaBa Ha 6uounga

O6wonpueTo ume IUPAC ume DYHKUUA CAS Homep EO Homep (C%b).qbpmauwe
L-(+)-mneyHa kucenmHa AKTMBHO 79-33-4 201-196-2 15,66
BeLLEeCcTBO
HaTpues oktun etep HeakTuBHO 53563-70-5 135
Kapbokcunat BeLLEeCcTBO
02102/2024 OBOBLEHNE HA XAPAKTEPUCTUKUTE

HA NPOAYKTA




D-r1oKonmnpaHosa,

onuromepHa, C10-16 HeakTnBHO 110615-47-9 176
(4eTeH 6poit)-ankmn BELlecTBo

[/IMKO3W AN

2.2. Tun Ha hopmynupaHeTo

SL — Pa3TBOpUM KOHLeHTpaT

3. MpegynpexaeHus 3a onacHOCT U Npenopbku 3a 6e30NacHOCT

KaTeropus Ha onacHocT MpeansBrkBa ApasHeHe Ha Koxara.

[NpeansBukBa CEpPUO3HO yBpEXAaHe Ha ounTe.

Mpenopbku 3a 6€30MacHOCT [la ce nsmue pbLeTe cTapaTeniHo crief ynotpeba.

M3nonsBaiiTe npegnasHu pbkasuuy, NpeanasHo 061ek10 1 npeanasHy ounna.
MPW KOHTAKT C KOXXATA:/3muiiTe 06unHo ¢ Boga.

MPW KOHTAKT C OUYNTE:MpomMurBaiiTe BHUMATE/THO C BOAA B NPOAB/IHKEHNE HA
HAKOJIKO MUHYTU.CBasieTe KOHTaKTHUTE ey, ako uma Takmea 1 [OKOJIKOTO TOBa e
Bb3MOXHO. [poabxeTe ¢ U3niakBaHeTo.

HesabaBHo ce o6agete B LLIEHTBP MO TOKCUKOOIMA nnn Ha nekap.

CneuvannsnpaHo neveHne (BX AOMbAHUTENNHOTO ykasaHue 3a Mbpsa NomoLL, Ha To3u
eTUKeT).

Mpwn nosiBa Ha KOXHO ApasHeHe:MoTbpceTe MeaNLMHCKA ChBET.

CaasieTe 3aMbPCEHOTO 06/1eK10.M o n3nepeTe Npeau NoBTOpHa ynoTpeba.

4. PaspelueHa(n) ynotpeoba(n)

4.1 OnucaHue 3a u3nossBaHe

Ynotpe6a 1 - Jle3anH(eKTaHTU, KOUTO HE ca NpPeAHa3Ha4YeHU 3a NPAKO NpunaraHe BbpPXy xopa wuim
XVBOTHU (Ae3MH(peKTaHTN 3a BCUYKM MUELLM Ce TBBPAU MOBBbPXHOCTU B aAMUHUCTPATUBHU U
NPOMMULLIEHU 30HN)

MT 02 - fe3nHdeKkTanTy 1 anrmuman, KOuTo He ca NpegHasHaveHun 3a npsika ynotpeba
MpoaykToB TUN BBPXY XOpa Un XUBOTHU

Korato e nogxogsawo, TOYHO
onuncaHue Ha paspelleHaTa -

ynortpeo6a

02/02/2024 OBOBLEHNE HA XAPAKTEPUCTUKNTE
HA NPOAYKTA



LleneBu opraHusbm(u)
(BKNOUMTETHO CTAAUIA Ha
pasButue)

O6nacT Ha ynotpe6a

MeTtopg(un) Ha npunaraHe

Jo3upoBka(u) U UecToTa Ha
npunaraHe

KaTeropwusi(n) notpeourenu

Pasmepu n matepuasn Ha
onakoBKuTe

Hay4yHo HavmeHoBaHue: BaKTegl/IVI
O6LLonpreTo HarMeHoBaHue: baktepun
ETan Ha pa3suTune: Hama gaHHu

HayuHo HanmeHoBaHue: [poxan
O6LonpreTo HavMeHoBaHue: [lpoxam
ETan Ha pa3suTtune: Hama gaHHu

Hay4yHo HavmeHoBaHue: Bupycu
O6LonpreTo HauMeHoBaHue: Bupycu ¢ o6BrBKa
ETan Ha pa3suTtune: Hama gaHHu

Ha 3akputo

Ha oTtkputo

- B aAMUHUCTpaTUBHA 1 NPOMULLIEHA 30HA

MeTog; MynBepusmpaHe, pasHacsiHe, M36bPCBaHe, HaHaCsHe Ha NsiHa, TpeTupaHe ¢
ueTka, TpeTMpaHe C noTansHe, notansiHe, No4YMCcTBaHe ¢ Mon

Moapo6Ho onucaHue:

- 63 MexaHuuYHO Bb3aeiicTBme

Hopma Ha npunoxexue: -

Pa3pexpaaHe: 0,299%

Bpoii n Bpeme Ha kaHauaaTCTBaHe:

3aAb/MKUTENHN LeNeBn OpraHn3mm:

* Baktepun n gpoxau: 0,299% Tern. (w/w) L-(+)-mneyHa kucenuHa, 5 MuHytu, 20°C
[pyrn uenesu opraHn3mMu:

* Bupycu c o6BuBka: 0,299% Tern. (w/w) L-(+)-mneyHa kucenuHa, 5 muHyTu, 20°C

MuHMMasTHaTa n3nosi3BaHa KOHLEHTpauus Ha NoBbPXHOCTHOAKTMBHY BELLEecTBa Lie
6bae 0,29% 3a Bcekun 6bAeLl, NpoAyKT, BK/IOYEH B To3n meTa SPC.

MpodpecnoHanHa

Kanauku 3a npe3sapexgaHe: 20 — 100 ml HDPE
Bytunku: 0,5 — 5 nutpa HDPE wan PET
MeTtaneH 6ugoH: 1 — 80 nutpa HDPE

Bapen: 10 — 210 nutpa HDPE

IBC: 1000 nutpa HDPE

4.1.1 CneyncUYHN MHCTPYKLUM 3a YyNoTpeda

BuxTe o6LMTE UHCTPYKLMKM 3a ynoTpe6a

02/02/2024
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4.1.2 MepKu 3a HaMasisiBaHe Ha PUCKa, CBbP3aHn CbC cneunudmuHn ynotTpeom

BuxTe o6LMTE UHCTPYKLMKM 3a ynoTpe6a

4.1.3 KoraTo ce oTHacsl cneyudguyHo A0 ynotpedara, JaHHUTE 3a BEPOSAATHU NPEKU Unu
KOCBEHM ehpeKTU, MHCTPYKLUUN 3a MbPBa NOMOLL, U CMEeLHU MepPKX 3a ona3BaHe Ha
OKoJIHaTa cpepga

BuxTe o6LLMTE UHCTPYKLMKM 3a ynoTpe6a

4.1.4 Korato ce oTHacs cneuucgryHo Ao ynorpeéara, MUHCTPYKLMMUTe 3a 6e30MacHO
oGe3BpexaaHe Ha NPOAYKTa Y HEroBaTa ONaKkoBKa

BuxTe o6LMTE UHCTPYKLMKM 3a ynoTpe6a

4.1.5 KoraTo ce oTHacsa cneuucuyHo fo ynotpeodara, yc/1oBMATa Ha CbXpaHeHne U cpoka
Ha rogHoCT Ha NpoAyKTa Npyu HOPMasiHM YC/10BUSI HA CbXpPaHeHue

BuxTe o6LMTE UHCTPYKLMKM 3a ynoTpe6a

4.2 OnucaHue 3a u3nonsBaHe

Ynotpe6a 2 - ileanHcekTaHTU 3a XpaHu N pypaxm (Ae3mHIeKTaHT 3a BCUUKU MUeLLU ce TBbpAU
NOBBbPXHOCTU B aAMUHUCTPATUBHN N NPOMULLIEHN 30HN)

MT 04 - O6nacT Ha ynoTpeba, CBbp3aHa C XpaHu 1 hypaxu
MpopgykToB TUN

Korato e nogxogsawo, TOYHO
onuncaHue Ha paspelleHaTa -

ynortpeo6a
LleneBu opraHnsbm(u) (I—)I%y'-mo HanumeHoBaHve: bakTepum

i ONpueTo HavmeHoBaHwue: baktepun
(BKnIO'—IVITenHO CTagun Ha ETauI:I" Hell)passmme: Hama gaHHu P
pasButue)

HayyHo HanmeHoBaHue: [poxan
O6LonpreTo HanMmeHoBaHve: Lpoxan
ETan Ha pa3suTtune: Hama gaHHu

Ha 3akputo
O6nacT Ha ynoTpeba
Ha oTkputo

- B a[MMHMCTPATMBHA 1 NPOMULLIEHA 30HA (06LL0 NpeAHa3HaueHue)

MeTop: MNyneepusnpaHe, pasHacsHe, U36bpceaHe, HaHacsiHe Ha NsiHa, TpeTMpaHe ¢
MeTtopa(u) Ha npunaraHe yeTka, TpeTupaHe c notansHe, notansiHe, NOYNCTBaAHE C MOM

Moppo6Ho onucaHue:

- 6e3 MexaHW4HO Bb3aeincTemne

OBOBLEHNE HA XAPAKTEPUCTUKNTE

02/02/2024
HA NPOAYKTA




Jo3upoBka(u) U yecToTa Ha
npunaraHe

Hopma Ha npunoxeHue: -

PaspexgaHe: 0,299%

Bpoii 1 Bpeme Ha kaHAuAaTCTBaHe:

3a4b/MKATENHN LeNeBn OpraHn3mu:

» baktepumn n gpoxaun: 0,299% Tern. (w/w) L-(+)-mneyHa kucenmHa, 5 muHyTn, 20°C

MuHMMasTHaTa n3nosi3BaHa KOHLEHTpaumsa Ha MoBbPXHOCTHOAKTMBHY BELLEeCcTBa Lie
6bae 0,29% 3a Bcekun 6bAeLl, NPoayKT, BK/IOYEH B To31 meTa SPC.

KaTteropus(u) notpedurtenu

MpocdhecnoHanHa

Pasmepu 1 matepuan Ha
ornaxkoBKuTe

Kanauku 3a npesapexgaHe: 20 — 100 ml HDPE
Bytunku: 0,5 — 5 nutpa HDPE wnn PET
MeTtaneH 6ugoH: 1 — 80 nutpa HDPE

Bapen: 10 — 210 nutpa HDPE

IBC: 1000 nutpa HDPE

4.2.1 CneynpUUHN MHCTPYKLUN 3a ynoTpeoda

BuxTe 06LMTe UHCTPYKLMK 3a ynoTpe6ba

4.2.2 MepKu 3a HamaNisiBaHe Ha PUCKa, CBbP3aHu CbC crneundgnuHmn ynotpeéu

BuxTe o6LMTe UHCTPYKLMK 3a ynoTpe6a

4.2.3 KoraTto ce oTHacsl cneuyuduyHo A0 ynotpe6ara, JaHHUTE 32 BEPOSITHU NPEKn unu
KOCBEHU e(heKTU, UHCTPYKLMM 3a MbpBa NOMOLL, U CMELIHU MEPKU 3a onasBaHe Ha

OKOJ/1HaTa cpeaa

BuxTe o6LMTe UHCTPYKLMK 3a ynoTpe6a

4.2.4 Korato ce oTHacs cneuudnyHo ao ynortpe6ara, MUHCTPYKLMUTe 3a 6e30MacHO
oGe3BpexaaHe Ha NPOAYKTA U HEroBaTa ONaKkoBKa

BuxTe o6LMTe UHCTPYKLMK 3a ynoTpe6a

02/02/2024
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4.2.5 KoraTo ce oTHacsa cneuucuyHo fo ynotpeodara, yc/oBMATa Ha CbXpaHeHne U cpoka
Ha rogHOCT Ha NpoAyKTa NpyY HOPMaJTHM YCIOBUSI HA CbXpaHeHue

BuxTe 06LMTE UHCTPYKLMK 32 ynoTpeba

5. O6wuM ykasaHu1A 3a ynotpeoda

5.1. UHcTpyKuMun 3a ynotpeoda

- HaHeceTe npoaykTa 4Ype3 Mb/IHO HAMOKPSIHE Ha Linata NoBbPXHOCT B NPOAb/HKEHME Ha 5 MUHYTK (HaHeceTe npnbnuantenHo 18
BNpbCKBaHWA/KB.M nnv 20 ml/kB.M nnv NokpuiAiTe Hanmb/IHO 06eKTa, KONTO TpsA6Ba Aa ce Ae3nHdeKumpa).

- HaHacsiiTe camo BbpXy HEMopecTy NOBbPXHOCTHU.

- VHbopmupaiiTe nputexarens Ha paspeLleHNeTo, ako IeHeHNEeTO e HeeheKTUBHO.

Bceku eTukeT Ha npogykTa Tpsabea Aa Chibpxa HopmaLya 3a HauvMHa Ha paspexaaHeTo, 3a fa ce rapaHtTupa eMkacHoCTTa Ha
npogykTa. Tbii KaTo KOHLeHTpaumaTa Ha L-(+)-MneyHa kucenmHa B NpoayKTuTe B paMkuTe Ha T03n Meta SPC moxe Ja Bapupa oT
7,83% [0 31,33%, TyK HEe € Bb3MOXHO [ia Ce nocoyar BCUUKM paspexaaHns Ha npoaykra.

Mpumep 3a NPoAyKT, cbAabpXKaLy, 7,83% PaspexgaHe Ha npoaykra Bpeme Ha KOHTaKT
L-(+)-MmneuHa kucenuHa
BaktepuuugHa v apoxaeumaHa akTMBHOCT 0,299% (40 ml npoaykT, fob6aBeTe 5 MUHYTK

0o 1 nntbp BoAa)

MpuTexXaTensT Ha paspeLLnTenHOTO NOCoYBa BbPXY eTUKeTa ChOTBETHUSI 06eM NPOAYKT, KOTO TpsiGBa Aa ce pa3peay BbB BoAA 3a
BCEK KOHKDETEH NPoAyKT

5.2. Mepku 3a HamasiiBaHe Ha pucka

- HoceTe 3allnTHN pbKaBumLM, YCTORUYMBM Ha XMMUKanu, knacuduumpandn no EN 374 nnu ekBrBaneHTeH, XMMUYECKN ounna,
cboTBeTcTBaWym Ha EN 16321 nnn ekBMBasieHTEH, 1 rawepunsoH, cboteeTcTealy, Ha EN 14605 nnn eksuBasieHTeH, koraTto paboTtuTe
C KOHLieHTpMpaHua NpoAykT (Mo Bpeme Ha paspexgaHe). Mbanute 3arnasnsa Ha EN ctaHgapTute ca HanvyHu B pasgen 6.

— MatepuansT 3a JINC TpsA6Ba fa ce Nocoyn oT nputexaTesis Ha paspeLunTesIHoOTOo 3a ynotpeba B MHopmauyaTa 3a npogykra

- Ni3muiiTe pbueTe cu cneg ynotpeba Ha KOHLeHTpUpaHusa NpoayKT.

- [la ce n3barea KOHTaKT C ouuTe.

- N36arsaiiTe npbCckaHe U pas3MBaHe Npy CMeCcBaHe n 3apexgaHe (paspexgaHe).

- Mpu ynotpe6a Ha OTKPUTO He Npunaraiite NPoAyKTa, ako Ce 0YakBa [AbX[, B paMkuTe Ha 24 yaca.
- Mpun ynoTpe6a Ha OTKPUTO Ype3 NpbCKaHe n3barealite NpeHacsaHe Ha ApYri NaoLLmM Ype3 BaTbpa (pasHacsHe).

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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- MPU KOHTAKT C KOXXATA: CaneTe Us/10TO 3aMbpCeHO 06/1eK/10 U T n3nepeTe nNpeamn NoBTopHa ynoTpeba. M3muiiTe Koxata
¢ Boga. Mpu nosiBa Ha KOXHO Apa3HeHe: MNoTbpceTe MeANLMHCKM CbBET/MOMOLL,.

- NPV KOHTAKT C OYUTE: He3a6aBHO NpoMMBaiiTe BHUMATENTHO C BOAA B NMPOAB/IKEHNE HA HAKOMKO MUHYTU. CBaneTe
KOHTaKTHUTE JleLLu, ako uMa Takvsa 1 JOKO/IKOTO TOBa € Bb3MOXHO. [1poAb/ikeTe fa npomusarte B NPOL4b/IKEHNE Ha NnoHe 15
MUHYTW.

ObagerTe ce Ha 112 nnn Ha NnHelika 3a MegULIMHCKa NoMOoLL,.

MHbopmaums 3a 3gpaBHUst NePCOHas Wan Ha fekaps:

Mpu n3naraHeTo Ha askanHu xuMukanu (pH > 11), aM1HU 1 KUCENIMHU KaTo OLLeTHA KUCeNNHA, MpaByeHa K1CcenmHa nav NponMoHoBa]
KMCesnnHa, ounte TpabBa CbLLo Aa ce NPOMUBAT MHOTOKPATHO Ha MbT KbM fiekaps.

- MPU NOTMNbLAHE: N3nnakHeTe ycTaTta He3abaBHO. [laiite TeYHOCT 3a NUEHe, ako JIMLETO, N3/TOXKEHO Ha Bb3AENCTBUe, € B
cbCTOsHME da npernblua. HE npeanssrksaiite nospbluaHe. ObageTe ce Ha 112 nau Ha iMHelika 3a MeuLMHCKa NOMOLY,.

- MNPV BANLIBAHE: Mpw nosisa Ha cumntomMu ce ob6agete B LIEHTHP MO TOKCUKOIOIMA nav Ha fiekap.

5.4. YKa3aHuA 3a 6e30nacHO oGe3BpeXxaaHe Ha NpoAyKTa n HeroBaTta onakoBkKa

- He u3xBbpnaiiTe HEM3MNOM3BaHVS NPOAYKT B NOYBATA, BbB BOAHU 6aceiiHu, B Tpb6U (MUBKA, TOAETHU...) U B KaHANIM3aUMATA.
- W3xBbpnsiite HEM3MON3BaHKS NPOAYKT, HEFOBaTa OMNAKOBKA U BCUYKM APYTU OTNaAbLM B CbOTBETCTBME C MECTHUTE pa3nopessou.

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

- CpoOK Ha rogHocCT: 2 roauHu.
- [a ce npeanasea OT N3Mpb3BaHe.

6. Apyra nicopmauyuns

MbnHWTE HaMmeHoBaHWA Ha EN cTaHgapTuTe, nocoyeHn B pasgen 5.2 ,Mepku 3a HamasiiBaHe Ha pucka“, ca:

EN 374 — 3aWwuTHn pbKkasmuy cpeLLy XMMUYHU MPOAYKTU Y MUKPOOPraH3Mu

EN 16321 — 3awmTa Ha ounTe 1 IMLETO 3a NpodiecuoHasiHa ynotpeba

EN 14605 — NpeanasHo 06/1ek/10 CpeLly TeYHW XUMUKauM - V3nckBaHus 3a n3mb/HEHNE Ha 061ek1a C BPb3Ku MEXAY OTAEe/THNUTE
4yacTn Ha 061eKN0TO, HEMPONYCKNNBK Ha TeYHOCTU (TUN 3) Uan aepo3onu (Tun 4), BKIYNTENHO TakmBa, OCUrypsBaLLy 3aluta camo
Ha yactu oT TAnoTo (Tvn PB [3] n Tun PB [4])
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