O06o00LWeHVe Ha XapaKTEPUCTUKUTE Ha NpoAYyKTa 3a
ovouunaeH NpPoayKT

HanmeHoBaHue(A) Ha NpoAaykTa: calgodip Blue Kamille forte Film

MpoaykToB(K) TMN(oBe): MNT 03 - BeTepuHapHa XurneHa

Homep Ha pa3pelueHneTo: EU-0028957-00000

PechepeHTeH HOMep Ha aKTUBa
oT Peructbpa 3a 6uouyngu EU-0028957-0007
(R4BP 3):



CbAabpxaHue

AAMUHUCTPATUBHA MHDopMaLMs
1.1. TbproBCcko HAaMMeEHOBaHME Ha nNpoAayKra
1.2. MNputexaten Ha paspeLleHue
1.3. Mpoussoguten(u) Ha buoungnte
1.4. Mpowussognten(n) Ha akTMBHOTO(MTE) BeLlecTBo(a)
2. CbcTaB u (hopMmynimpaHe Ha Npoaykra
2.1. KauecTBeHu 1 KOJIMYECTBEHM AaHHM 3a CbCTasa Ha buouuaa
2.2. Tvn Ha chopMmyniMpaHeTo
3. MpepynpexaeHus 3a onacHOCT 1 NPENOPbKU 3a 6e30MacHOCT
4. PaspelueHa(n) ynoTpeba(u)
5. O6Lwwm yka3aHus 3a ynotpebda
5.1. IHCTpyKumn 3a ynotpeba
5.2. Mepku 3a HamasisiBaHe Ha pucka

5.3. [JaHHK 33 BEPOATHU NPEKN UM KOCBEHW edeKTH, MHCTPYKLMM 38 MbpBa MNOMOLL, U CMELLHN
MEepKU 3a ornasBaHe Ha OKoJiHaTa cpefa

5.4. YKa3aHus 3a 6e30macHo 06e3BpexaaHe Ha NPoAyKTa U HEroBaTta onakoBka

5.5. YCroBuWsl Ha CbXpaHEHWE 1 CPOK HA TOAHOCT Ha NPOAyKTa NpyY HOPMasTHK YC/I0BUS Ha
CbXpaHeHue

6. [pyra nHdopmauns



AAMUHUCTPaTUBHA MH)OPMaLMS

1.1. TbproBcko HauMmeHoBaHNe Ha NpoayKTa

calgodip Blue Kamille forte Film

1.2. MpuTtexaren Ha paspelieHne

Nmve n ajpec Ha npurtexarens

Nwve CVAS Development GmbH

Ha paspelLeHneTo

Afpec Am Hafen 16 68526 Ladenburg Mlepmanus

Homep Ha pa3peLueHneTo

EU-0028957-00000 1-2

PedrepeHTeH HOMep Ha akTUBa
ot Peructbpa 3a 6uoungmn

EU-0028957-0007

(R4BP 3)

Jarta Ha nsgaBaHe Ha

18/07/2023
paspelieHneTo
Aata Ha ustnuaHe
CpOKa Ha Ba/IMAHOCT Ha 30/06/2033

paspelueHneTo

1.3. MpousBoagurten(u) Ha GuoynguTe

Nme Ha npounsBoguTtens

Appec Ha npousBoguTens

MecToHaxoxageHue Ha
Npon3BOACTBEHUTE 0GEKTU

Calvatis GmbH

Am Hafen 16 68526 Ladenburg Mepmanus

Am Hafen 16 68526 Ladenburg Mepmanus

1.4. NpousBoguTten(u) Ha akTUBHOTO(MTE) BeLyecTBO(a)
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AKTUBHO BelLecTBO

1322 - L-(+)-Mn1eyHa kucenvHa

Nme Ha nponsBoguTtens Purac Biochem bv

Appec Ha npousBoguTens

Arkelsedijk 46 4206AC NopuHXeMm XonaHams

MecToHaxoXaeHue Ha
NpPoOu3BOACTBEHNTE 0GEKTU

Arkelsedijk 46 4206AC NopuHXeM XonaHams

2. CbcTaB 1 oopmynmpaHe Ha NpoaykTa

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

O6LwonpueTo uve IUPAC nme DYyHKUMA CAS Homep EO Homep (COZ)Abp)KaHM

L-(+)-MneyHa kucennHa AKTUBHO 79-33-4 201-196-2 6,8
BeLLeCcTBO

MeTaHcyngoHosa MeTaHcyngoHosa HeakTnBHO 75.75.2 200-898-6 0

KucenvHa KucenvHa BeLLeCcTBO

docthopHa KucenuHa dochopHa kucennHa HeakTBHo 7664-38-2 231-633-2 0
BeLLeCcTBO

CsapHa kncennHa CsApHa KncenuHa HeakTBHo 7664-93-9 231-639-5 0
BeLLeCcTBO

130HOHaHOBa KucennHa 130HOHaHOBa KMcenuHa HeaktusHo 3302-10-1 221-975-0 0
BeLLeCcTBO

2.2. Tun Ha hopmynupaHeTo

AL - Bcsaka gpyra TeqHocT

3. MpeaynpexaeHus 3a onacHOCT U Npenopbku 3a 6e3onacHOCT

KaTteropus Ha onacHoCT

Mpean3BrKBa ApasHeHe Ha Koxara.

Mpean3BrKBaA CEPUO3HO YBPEXAAHE Ha ounTe.

Mpenopbku 3a 6e3onacHocT

[a ce u3Mue pbLeTe cTapaTesiHo cef ynotpeoa.

M3non3Baiite npegnasHu pbkaBuLy.

03/10/2023

HA NPOAYKTA
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V3nonsBaiite npegnasHu oumna.

MPUN KOHTAKT C KOXXATA:M3muiiTe 06MIHO € BoAa.

Mpu NosiBa Ha KOXHO ApasHeHe:MoTbpceTe MeANLMHCKN CbBET.
[Mpu nosiBa Ha KOXHO ApasHeHe:MNoTbpceTe NOMOLL,

MPW KOHTAKT C OUNTE:MpomurBaiiTe BHUMATE/THO C BOAA B MPOABb/IHKEHNE HA
HAKONKO MUHYTU.CBasieTe KOHTaKTHUTE Jlely, ako umMa TakvMsa 1 JOKOJIKOTO ToBa e
Bb3MOXHO. [1poab/ixeTe € n3niaksaHeTo.

HesabaBHo ce obaaete B LLIEHTBP MO TOKCUKOIOInNA .
HesabaBHO ce ob6afeTe nau Ha nekap.
[la ce n3xBbp/In CbAbPXKAHMETO B CbOTBETCTBUE C MECTHUTE pasnopeaou.

[a ce n3xsbpan cbaa B CbOTBETCTBME C MECTHUTE pa3r|0pep,6V|.

4. PaspelueHa(n) ynotpeoba(n)

4.1 OnucaHue 3a u3nossBaHe

Ynotpe6a 1 - YnoTtpe6a # 2.1 - fleaHeKuma Ha LULKUTE c/ef [O0€eHe, Upe3 PbUYHO Uin

aBToMaTtusnpaHo nortansiHe

MpopgykToB TUN

Korato e nogxogsawo, TO4YHO
onucaHue Ha paspelleHaTa
ynortpeo6a

LieneBu opraHnsbm(un)
(BKMOUMTENTHO CTAAUIA Ha
pasButue)

O6nacT Ha ynoTpeba

MeTop(u) Ha npunaraHe

MT 03 - BeTepuHapHa xurneHa

HayyHo HaumMeHoBaHue: HMa gaHHU
O6LonpreTo HaviMeHoBaHue: baktepumn
ETan Ha pa3suTune: Hama gaHHu

Hay4Ho HavmeHoBaHue: HAMa AaHHN
O6LonpreTo HanMeHoBaHve: dpoxan
ETan Ha pa3suTtune: Hama gaHHu

Ha 3akputo

Je3vHdekumsa Ha uyuKnTe cnep AoeHe

MeTog: NoTtanaHe

Mogpo6Ho onucaxue:

[Je3vHeKkuma Ha uuuKnuTe cnes foeHe
PbyuHO noTansHe ¢ nomoLyTa Ha AbM60K Cb,
ABTOMATUYHO noTansiHe oT poboT.

Hopma Ha npunoxeHue: M0ToB 3a Nosi3BaHe NPoAykT, 6,80% L-(+)-MieyHa kucenvHa
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Pa3pexpaaHe: -
Aosnpoeka(n) n uectoTa Ha Bpoli 1 Bpeme Ha KaHAuaaTCTBaHe:

npunaraHe 2-3 NbTU Ha fAeH (Cnep, BCsiKo foeHe)

KaTeropus(u) notpe6utenu Mpochecnonanta

PasmMepu 1 matepuan Ha EVIAOH oT :gggf 266%(;
onakoBKuUTe apen ot - 60-200 Kr

IBC ot HDPE: 600-1000 kr

4.1.1 Cneynd4YHN MHCTPYKLUM 3@ ynoTpeda

BwxTe obwuTe Hacoku 3a ynotpeba.

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

BuxTe obLumMTe Hacoku 3a ynotpeoba.

4.1.3 KoraTo ce oTHacsl cneuudguyHo Ao ynotpedara, JaHHUTE 3a BEPOSAATHU NPEKU Unu
KOCBEHU ehpeKTU, MHCTPYKLUUN 3a MbPBa NOMOLL, U CMeLlHU MepPKX 3a ona3BaHe Ha
OKoJIHaTa cpepga

BwxTe obwuTe Hacoku 3a ynotpeba.

4.1.4 Korato ce oTHacs cneuucgnyHo Ao ynortpe6ara, MUHCTPYKLMMUTe 3a 6e30MacHO
oGe3BpexaaHe Ha NPOAYKTA U HEroBaTa ONaKoBKa

BwxTe obwuTe Hacoku 3a ynotpeba.

4.1.5 KoraTo ce oTHacsa cneuyucuyHo fo ynotpeodara, yc/10BMATA Ha CbXpaHeHne U cpoka
Ha rogHoOCT Ha NpoAyKTa NpyY HOPMasiHM YC/10BUSI HA CbXpPaHeHue

BwxTe obwuTe Hacoku 3a ynotpeba.

5. 06K yKkasaHus 3a ynotpeoa

OBOBLEHNE HA XAPAKTEPUCTUKNTE
03/10/2023
HA NPOAYKTA



5.1. UHCTpyKuun 3a ynoTtpeda

Mpeaun ynotpeba npodykTsT TpsbBa ga focTurHe Temnepartypa mexay 20°C n 30°C.

MpenopbyBa ce fa ce 13non3sa fo3vpalla nomna 3a Mb/HeHe Ha NpoAykTa B 060pyABaHeTo 3a npunaraHe.

HanbnHeTe pe3epBoapa Ha fo3vpallarta nomna c rotoBus 3a Nosi3BaHe NpoaykT. M136areaiite oTAENSHETO HA U3/INLLHU TEYHOCTK.
HareceTe npofykTa 4pes3 pbyHO UM aBTOMaTU3NPaHO noTansHe. YBepeTe ce, Ye LMLKNTE ca Hamb/IHO NMOKPUTK C Ae3NHIEKTaHT.
O6eM Ha nNpunoXxeHune 3a kpasu 1 6usonuumn — 5 ml/TpetupaHe, a 3a osLe ¥ Ko3n — 3 ml/TpeTupaHe.

OcTaBeTe NpoAyKTa BbpXy LMLKUTE [0 CNefBalwoTo fJoeHe. [ipbXTe XNBOTHUTE U3NpaBeHn NoHe 5 MUHYTU cref TpeTupaHeTo.
Cnep, ae3vHdekumsa nouncTeTe 060pyABaHETO 3a HaHACAHe, KaTo ro U3niakHeTe ¢ Boja.

[la ce cbxpaHaBa U3BBLH obcera Ha geua.

5.2. Mepkn 3a HamaIABaHe Ha pUcKa

[la ce HOCAT XMMMYECKM 3aLMUTHY OYW/la B CbOTBETCTBME C eBponelicku ctaHaapT EN I1SO 16321 nnn ekBMBanieHTeH, 3alUMTHO
06/1eK/10, XMMUYECKM YCTONUMBO Ha BUOLMAHNS NPOAYKT, XMMUYECKN YCTOMUMBU pPbKaBULU, KNacuuumpaHn CbriacHo eBponeiickms
ctaHaapT EN ISO 374 nnu eksuBaneHTeH. Buxre Pasgen 6 3a mbaHWTe 3arnasns Ha ctaHgaptuTte EN.

MaTepransT Ha ounnarta, pbkaBuuuTe 1 ralepnsoHa TpsbBa Aa ce Noco4un OT NpuTexaTesis Ha paspeLumnTesIHOTO 3a ynotpeba B
MH(OpMauusTa 3a NpoaykTa.

ToBa He 3acsara npuiaraHeTo Ha Aupektmuea 98/24/EO Ha CbBeTa 1 Apyro 3akoHoAaTesiIcTBO Ha Cbio3a OTHOCHO ona3BaHe Ha
34paBeTo 1 6esonacHUTe ycnoBust Ha Tpya. BuxTe Pasgen 6 3a Nb/IHOTO NO30BaBaHe Ha TO3U akT.

5.3. lJaHHX 3a BEPOATHU NMPEKN UN KOCBEHU e(heKTU, MHCTPYKLUN 3a NbpBa NoMoLy, 1
crewHn Mepku 3a onasBaHe Ha OKo/HaTa cpega

YKa3zaHuA 3a Nbpea NoMoLlL:

MNPV BOAVLWBAHE: npu nosiea Ha cumntomm ce ob6anete B LLEEHTBHP MO TOKCUKOOTIMA nnu Ha nekap.

MPW KOHTAKT C KOXXATA: cBasieTe Ls/10TO 3aMbpCceHo 06/1EK/0 U To U3nepeTe Npeau NoBTOpHa yrnoTpeba. 3muiiTe koxara ¢
Boga. [py nosiBa Ha KOXHO ApasHeHe: MoTbpceTe MeANLMHCKA CbBET/MOMOLLL.

MPW KOHTAKT C OUNTE: He3abaBHO NpoMUBaiiTe BHUMATE/HO C BOAA B NPOAB/HKEHNE HA HAKOIKO MUHYTK. CBaseTe
KOHTaKTHUTE JleLlu, ako uMa TakuMBa 1 JOKOIKOTO TOBa € Bb3MOXHO. [1poAb/xeTe fa npomusarte B NPOL4b/IXKEHNE Ha NnoHe 15
MuHYTU. ObageTe ce Ha 112 nnu nsBuKainTe NnHenka 3a MeanLMHCKa NOMOLLL.

MPW NOIMNbLAHE: nsnnakHeTe yctata HesabaBHo. [laliTe TEUHOCT 3a NUEHe, ako NNLETO, U3/I0XKEHO Ha Bb3AENCTBUE, € B
CcbCTOsIHME Aa npernblya. HE npeamssukeaiite nospbluaHe. ObaseTe ce Ha 112 niu usBKkaliTe nnHelika 3a MeguLMHCKa NOMOLL.

ABapuiiHn MepkuM 3a onasBaHe Ha Oko/lHaTa cpeja

MpefnasHu Mepku 3a onasBaHe Ha OKoJiHaTa cpefa: He fornycKaiTe NPoAYKTHT Aa nonajiHe B KaHA/IM3aUMOHHY CUCTEMU U BOAHU
6aceiiHn.

MeToamn n Matepuasniv 3a orpaHMyaBaHe 1 nouMcTBaHe: nonuiite ¢ abcopbupatl, TeYHOCTM MaTepuan (NACHK, AUaTOMUT,
YHMBEpCasieH abcopbupall, MaTtepran). [ja He ce U3nos3BaT ropuMy MaTepuanu, KaTogbPBEHN CTHProTUHN. Mpy 06e3BpexaaHe Ha
cbbpaHus MaTepuan Aa ce cnasBa MECTHOTO 3aKOHOATE/ICTBO.

5.4. YKasaHuA 3a 6e30nacHO oGe3BpeXxaaHe Ha NpoAyKTa n HeroBaTta onakoBKa

B Kpas Ha TpeTupaHeTo, N3XBbp/ieTe HEN3MO/I3BAHUA NPOAYKT U OrnakoBKaTa B CbOTBETCTBME C MECTHUTE U3NUCKBAHUSA.
V13non3saHnAT NPoAYKT MOXe fAa ce U3XBbP/Iv B OﬁLLI,VIHCKaTa KaHasm3auua nnn ga ce U3XBbpsv B AENOTO 3a TOP B 3aBUCMMOCT OT
MECTHUTE U3NCKBaHUA.

5.5. YCNoBusA Ha CbXpaHeHWe U CPOK Ha FOAHOCT Ha NPOAYKTA NP HOPMaJIHU YCNOBUA HA
CbXpaHeHue

CpoK Ha rogHocT: 24 meceua
[a He ce cbxpaHsiBa npv Temnepartypu Hag 40°C.

[a ce nasu oT TOM/IMHA 1 Npsika C/TbHYEBA CBET/IMHA.
[a ce npegnasBsa OT U3MPb3BaHE.
CbbT fa Ce CbXpaHsBa MbTHO 3aTBOPEH.

OBOBLEHNE HA XAPAKTEPUCTUKNTE

03/10/2023
HA NPOAYKTA



6. Apyra nicopmauyuns

MbnHuTe 3arnaens Ha EN ctaHgapTuTe, nocoyeHun B Pasgen 5.2 ,Mepku 3a HamansiBaHe Ha pucka“, ca:

EN ISO 16321- 3awuTa Ha ounTe 1 MLETO 3a NpodiecmoHasiHa ynoTpeoba.

EN ISO 374 — 3alnTHM pbKasuLm CpeLLy XMMUYHU NPOAYKTU U MUKPOOPTraHU3MU.

MbnHaTa npenpartka KbM NpaBHUS akT, nocoyeH B Pa3aen 5.2 ,Mepku 3a HamansiBaHe Ha pucka“, e:

Ovpektusa 98/24/EO Ha CbBeTa OT 7 anpun 1998 r. 3a onassaHe Ha 34paBeTo 1 6e30nacHOCTTa Ha paboTHMUUTE OT pUCKOoBe,
CBBbP3aHN C XMMUYHM areHTW Ha paboTHOTO MACTO (YeTMpuHageceTa cneymasiHa AMpeKkTuBa no CMUCH/Ia Ha YieH 16, naparpad 1 oT
[Ovpektusa 89/391/EMO) (OB L 131, 5.5.1998 ., cTp. 11).

OBOBLEHNE HA XAPAKTEPUCTUKNTE

03/10/2023
HA NPOAYKTA
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