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UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

[arta Ha oTnevatBaHe: 14.05.2025 npepabdoTeHo Ha: 13.05.2025

Homep Ha BepcusTa 7.0 (3amecTtBa Bepcus 6.0)

PA3OEN 1: UpeHTdMKauma Ha BelwecTBOTO/CMecTa U Ha APYXKECTBOTO
npeanpuaTUETO

1.1 UpeHTncpmMkaTopmn Ha npoaykra
Tbproecko HaumeHoBaHue: VitaFast® Chicken Pancreatin

Homep Ha apTtukyna: P2002

1.2 WaeHTUdMLUMpaHU ynoTpebun Ha BewWwecTBOTO UJIM CMEeCTa, KOMTO ca OT 3HaYeHue "
ynoTtpe6u, KouTo He ce npenopbyBaT

Hsima HanuuHu Opyru BaXXHU CBeAeHUS.

lNMpunoxeHue Ha BeLLeCcTBOTO / Ha npurotoBneHueTo In vitro

1.3 Noapo6HM gaHHM 3a gocTaBYMKa Ha MH(POPMALMOHHUA NIUCT 3a 6e30MacHOCT
NMpousBoguTen/aocTaBYMK:

R-Biopharm AG

An der neuen BergstraBe 17

D-64297 Darmstadt

[aBauo nHdopmaumus HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenedoHeH HOMep NpU CMELIHN cry4vyau:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

PA3[LEJ 2: OnucaHue Ha onacHocTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO UIIN CMecCTa
Knacudmkaumsa B cborBetcTBue ¢ PernameHT (EO) Ne 1272/2008

@ GHSO08 onacHocT 3a 3gpaBeTo

Resp. Sens. 1 H334 Moxe ga npuynHM anepruvyHm UM actMaTu4yHM CUMNTOMM UK 3aTPyaHEHUS
B AMLLAHETO Nnpu BAULLBAHE.

2.2 EnemeHTH Ha eTUKeTa

ETunkeTnpaHe B cboTtBeTcTBME ¢ PernameHT (EO) Ne 1272/2008

MpenapaTbT e kNacuduunpaH n eTUKMpaH crnope pernameHTa OTHOCHO knacuduumpaHeTo,
eTuknpaHeTo 1 onakosaHeTo (CLP).

MukTorpamu 3a onacHoct GHS08

CwurHanHa gyma OnacHo

Onpepensiwiy onacHOCTTa KOMMOHEHTU 3a eTUKeTUPaHe:

y-Glutamyl-Hydrolase

MpeaynpexaeHusi 3a onacHoOCT

H334 Moxe foa npuynHM anepruyHy unm actMaTMyHU CUMNTOMM UKW 3aTpyaHEHUS B AULLAHETO npu

BOVULLBAHE.

Mpenoptbku 3a 6e3onacHocCT

P261 U3bsaresanTte BouLLBaHe Ha npax/nyLuek/ras/gmm/msnapeHus/aepo3sonu.

P284 [Mpn HepocTaTbyYHa BeHTUNaUMA] HoceTe cpeAcTBa 3a 3alwuTa Ha AuxaTenHuTte
nbTULLA.

P304+P340 NP BONLWIBAHE: N3BeaeTe nuuUeTo Ha YMCT Bb3AYX U ro NOCTaBeTe B NO3vLUs,
yrnecHsiBallla AnLIaHeTo.

P342+P311 NMpu cumntomu Ha 3aTpyaHeHo auwaHe: Ob6apete ce B UEHTBP MO
TOKCUKOIOI NA/Ha nekap.

P501 M3xBbprnete cbabpXaHNETO/KOHTENHEPA B CbOTBETCTBME C MECTHUTE/PErMoHanHuTe/

HaunoHanHuTe/MexayHapoaHuTe pasnopeabu.
(MpoabmKeHne Ha cTp.2)
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Tbproecko HaumeHoBaHue: VitaFast® Chicken Pancreatin

(npoabmkeHue ot cTp.1)
2.3 Apyrn onacHocTu
Pesyntatu ot oueHkata Ha PBT u vPvB
PBT: Henpunoxumo
vPVB: Henpunoxumo

\ PA3[EJ 3: ChcTtaB/MHpopmMaLus 3a cbCTaBKUTe

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: CMmec: CbCTOsILLA Ce OT NOCOYEHUTE MO-A0NY BELLECTBa.

OnacHu cbCTaBHU BellecTBa:
9074-87-7 y-Glutamyl-Hydrolase 25-5%

< Resp. Sens. 1, H334
<> Skin Irrit. 2, H315; Eye Irrit. 2, H319

JonbrnHUTEeNHN yKasaHuA:
dopMynmpoBKaTa Ha M3NOXeHUTE ykasaHusi 3a 6e3onacHOCT aa ce B3eme oT [naea 16.

\ PA3EN 4: Mepku 3a nbpBa NnoMoLy,

4.1 OnucaHmne Ha MepKuUTe 3a NbpBa NoMoLy,

Cnen BavwiBaHe: [NogaBaHe Ha YMCT Bb34yX, NMPU ONakBaHMs o0pbLuaHe KbM fekap.

Cnea KOHTaKT ¢ Koxarta: HesabaBHO M3MUBaHe ¢ Boda M canyH U 0OUIHO nannakeaHe.

CneAa KOHTaKT ¢ ouuTe:

M3nnakBaHe Ha ounTe Npu OTBOPEHU Krenayum ¢ Tevalla BoAa B NPOABLIMKEHME HA HAKONKO MUHYTH.
Cnea nornblaHe: MNpu npoabmkaBally ONNakBaHUsl fa ce KOHCyNTMpa nekap.

4.2 Han-cbecTBeHM OCTPU M HacTbNBalUM crnea U3BecTeH nepuos oT BpeMe CUMMNTOMU U
ecekTn

Hama HanuyHu gpyrn BaXkHW CBeAEHMS.

4.3 Yka3aHue 3a Heo6xo04MMOCTTa OT BCAKAKBU HEOTNOXHU MEeAULIMHCKU FPUXMU U cneuuanHo
nevyexHue

Hama HanuyHu gpyrv BaXkHW CBeAEHMS.

\ PA3EN 5: NMpoTtnBonoxxapHu MepKu

5.1 NMoxaporacuTtenHu cpeacTea

NMoaxoaswum racsawm cpeacrea:

CwobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C OKonHaTta cpega.
5.2 OcobeHu onacHOCTU, KOUTO NPOMU3TMUAT OT BELLECTBOTO UMM CMecTa
Hsama HanudHu Apyry BaxHU cBefeHus.

5.3 CbBeTH 3a NnoXapHuKapuTte

CneumanHu 3aWwmMTHU cpeacTea: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ 6: Mepku npu aBapMnHO U3nycKaHe

6.1 JInuHm npeanasHu MepKu, NnpeanasHu cpeacTBa v Npoueaypu Npuy cnewHu cnyvau
[a ce Hocu NMYHO NpeanasHo obnekro

6.2 NMpeana3Hu Mepku 3a ona3BaHe Ha OKONHaTa cpeaa:

[a He ce gonycka nonagaHeTo B KaHaNM3auusTa/MoBbPXHOCTHU BOAW/MOANOYBEHN BOOM.
6.3 MeToan u matepuanu 3a orpaHu4yaBaHe U NOYNCTBaHe:

3aM'bpceHI/IF|T mMaTtepunan aa ce OTCTpaHM KaTo OTnaAabK Mo TOYKa 13.
(npoabmkeHne Ha cTp.3)
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Tbproecko HaumeHoBaHue: VitaFast® Chicken Pancreatin

(MpoabmKkeHue oT cTp.2)
[a ce ocurypu goctaTb4yHO NPOBETPEHNE.
6.4 NMo3oBaBaHe Ha Apyru pasgenu
3a nHgopmauusa 3a 6e30MacHOTO MaHMNyNMpaHe BUX rnaea 7.
3a nHopmaumsa 3a nMYHUTE NpeanasHu cpeacTsa BuK rnasa 8.
3a nHgopmauus 3a oTCTpaHsABaHETO BUX rnasa 13.

PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NMpeanasHu Mepku 3a 6e3onacHa paboTa

BHMMaTenHo oTBapsiHe Ha pe3epBoapuTe U MaHWUNyNUpaHe.

Mpu HagnexHo M3non3BaHe He ca HeobXxoauMK cneLmanHu MepKu.

Yka3saHusa 3a npefgoTBpaTABaHe Ha noXxap v ekcnno3umn: He ca Heobxoanmu cneunanin Mepku.

7.2 YcnoBusa 3a 6e3o0nacHO CbXpaHABaHe, BKIOYUTENHO HECHLBMECTUMOCTH
CbxpaHeHue:

M3nckBaHMA KbM CKNagoBUTE NOMELLEHUA U pe3epBoapuTe: Hama cneuunanim n3aMckBaHus.
Yka3saHusa npu obuo cbxpaHeHue: He e Heobxoanmo.

[pyrv paHHM OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(mn) ynorpeba(n) Hama HanmyHu opyrn BaXkHN CBEOEHMS.

PA3ENN 8: KoHTpon Ha eKcno3uuuATa/NMYHU NpeanasHu cpeacTea

8.1 MNapameTpu Ha KOHTpON

CbCcTaBHU YacTu CbC CBbLpP3aHU ¢ paboTHMTEe MecTa, Nnoanexawm Ha creaeHe rpaHUYHU
CTOMHOCTMU:

MpoayKTbT He CbAbpXKa peneBaHTHM KONMYecTBa BellecTBa CbC CBbP3aHu ¢ paboTHUTe MecTa
noanexalum Ha cnefgeHe rpaHNyHU CTOMHOCTH.

[JonbnHUTenHn ykasaHua: Kato ocHoBa crnyxuxa BannaHuTe npyu CbCTaBAHETO NINCTU.

8.2 KoHTpon Ha ekcno3nuusaTa

Moaxoasiy nHXXeHepeH KOHTPOon Hama apyrv gaHHK, BMK ToYKa 7.

JInyHu npeanasHu cpeacTBa:

O6wm npeanasHu U XMrMeHHN MepKu:

[a ce obpXu ganey ot XpaHUTENHU NPOAYKTU, HAMUTKN U doypaxu.

3ambpceHo, nponuTo 0bnekno aa ce cbbneye BegHara.

Mpeamn noumBKMTE M NPU NPUKITOYBaHEe Ha paboTa pbLeTe Aa ce M3MMBAT.

OuxaTtenHa 3awmra:

lMpn KpaTKOBpEMEHHO UnKn cnabo HaToBapBaHe Aa Ce u3nonadyBa AuxateneH GUNTbp; Npu
WHTEH3MBHA, pecn. No-npoabiHKUTENHA €KCno3nums Aa ce M3nonsyBa He3aBUCUM OT OKOJTHUSA
Bb34yX pecnvpaTop.

3awumTa Ha pbueTe:

3alUMTHM pbKaBULN

MaTepmnansT Ha pbkaBuuata TpsibBa Aa € HeMpPOMyCKIUB U YyCTOMYMB cpelly npoaykrta /
BELLECTBOTO / npenapara.

MN36op Ha maTepuana 3a pbkaBULM C Ornes Ha BpeMeHata 3a npobue, cTeneHTa Ha NPOHWKBaHE U
AerpagauusTa.

MaTtepuan 3a pbkaBuLm

N36opbT Ha nogxoasiwa pbkaBuLla 3aBUCKU HE caMO OT MaTepuana, a U oT ApPYrn kKadecTBeHU
XapakTepUCTUKM MU € pasfiIMieH Npu pasnMyHUTe NpousBoaMTENU. Tbi KaTO NPOAYKTHLT

npegcraensasa npenapaT OT HAKOSKO BeLecTBa, YCTOMYMBOCTTa Ha MaTepmuanuTe 3a pbkaBuum He e
(npoabmkeHne Ha cTp.4)
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npeaBvavMMa 1 nopaam Toea Tpsabea aa 6bae npoBepsiBaHa npean ynotpebarta mm.
Bpeme 3a npoHUKBaHe Ha MmaTepuana 3a pbkaBuuu
To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUWUTHU pbKaBuuM U Aa ce
cnasea.
3a npoAbNXUTEeNeH KOHTAKT ca NnoAXoAslM pbkaBMLU, NpOou3BefeHu OT crnefgHuTe
MaTepuanu:
Hutpunkayyyk
MpenopbvuntenHa gedenvHa Ha matepuana: > 0,11 mm
CTOMHOCT 3a NpoHMKBaHEeTo: HMBO < 480
KaTo 3awmTa cpelly NpbCKM ca NoaXoAsAWMU pbKaBULK, NpoM3BeAeHU OT creaHuTe
MaTepuanu:
Hutpunkay4yk
MpenopbvuntenHa gedenvHa Ha matepuana: > 0,11 mm
CTOMHOCT 3a NpoHMKBaHEeTo: HMBO < 480
3awmTa Ha ouumTe:

MnbTHO npunenBaLly 3allUTHN o4vnna

PA3[E 9: ®U3M4YHM U XMMUYHU CBONCTBA

9.1 UHdopmaLsas OTHOCHO OCHOBHUTE (hU3NYHMN U XMMUYHU CBOUCTBA

O6wu gaHHU

ArperaTtHo cbCTOsIHUe TBbPAO

UssaT CUBO

Mupwuc: XapakTepHo
paHuua Ha Mupuca: He e onpepeneHo.
Touka Ha ToneHe/ToYKa Ha 3aMpb3BaHe: He e onpejereHo
Touka Ha KUNeHe u MHTepBal Ha KANeHe: He e onpeaeneHo
3ananumocT (TBbpPAO BeLWecTBO, ras): He e onpepeneHo.
[onHa v ropHa rpaHuua Ha eKCNNno3nBHOCT

OonHa: He e onpeaeneHo.
lFopHa: He e onpepeneHo.
Touka Ha Bb3nslaMeHsiBaHe: HEeMNpUNoOXmmMo
TemnepaTtypa Ha pasnaraHe: He e onpepeneHo.
pH-cTonHocT: HEenpUNOXmmMo
Bucko3surer:

KnHemaTuyeH Buckosuter HEeNpUNoOXmmMo
AUHaAMUYEH: HEeMNpUNoOXmmMo
PasTBopumocT

Bopa: HepasTBOPUMO
KoecdmumeHT Ha pasnpeneneHue: n-okraHon/

BoAa: He e onpepeneHo.
HansiraHe Ha napuTe: HEeNpUNoOXmmMo
MNbTHOCT M/UNKN OTHOCUTENHA NNBTHOCT

MnbTHOCT: He e onpegeneHo
OTHOCUTENHa NITbTHOCT He e onpepeneHo.
MnbTHOCT Ha napuTe HEeMNpUNoOXmMMo
XapakTepuCTUKM Ha YacTuuuTe Bux Touka 3.

(npoabmkeHne Ha cTp.5)
BG
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9.2 ipyra uHdopmauus

BbHweH BUA:

®dopma: TBBHPOO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa

TemnepaTtypa Ha Bb3nslaMeHsiBaHe: MpooyKTbT HE € camo3ananum.
Ekcnno3nBHu cBOMCTBA: IMpoOyKkTbT HE € B3pMBOOMNACEH.
CbAabpaHue Ha pa3TBoOpUTen:

CbAabpKaHMe Ha TBbPAO BelecTBO: 100,0 %

NMpomsiHa Ha cbCTOAHUETO

CKOpOCT Ha usnapsiBaHe HenpuNoXmmMo

UHdopmaumna BbB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasose oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmum Te4HOCTH oTnaga
3ananumu TBBLpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BelwecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTtBa n cmecu, oTAenAWM 3ananmmMmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuagupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAMY BellecTBa oTnaga
OpraHu4HU nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPpOo3MBHU 3a MeTanu otnaga
LeceHCMOUNM3NpPaHN eKCno3nBU oTnaga

PA3OEJ 10: CtaBunHOCT 1 peakTUBHOCT

10.1 PeakTuBHOCT HsimMa Hanu4Hu aApyru BaXKHW CBEOEHUS.

10.2 XuMmun4yHa ctabunHocr

TepMuUyYHO pasnaraHe /ycnoBusi, KOUTO TpsGBa Aa ce U3bArear:

Hawma pasnaraHe npu n3nonasaHe no npegHasHavyeHne

10.3 B1b3MOXKHOCT 3a onacHu peakuum He ca 3BECTHU OnacHW peakLuuu.

10.4 YcnoBus, kouto TpsibBa ga ce n3ésarear Hama Hanu4Hn apyru BaXKHW CBEAEHUS.
10.5 HecbBMecTMMM MaTepuanu: Hama HanuyHM Apyru BaXKHW CBEAEHUS.

10.6 OnacHu NpoAayKTU Ha pa3nagaHe: He ca u3BeCTHM onacHW NPOAYKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa nHcpopmaums

11.1 UHbopmauusn 3a TokcMkonornyHute echbekTun
OcTpa TOKCUYHOCT

Bb3 0CHOBa Ha HanMYHUTE JAaHHU He ca U3MbIIHEHU KpUTepuuTe 3a KnacuduumpaHe.
(npoabrmkeHne Ha cTp.6)
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MbpBUYHO gpa3HeHe:
Kopo3uBHocT/Apa3HeHe Ha KoxaTa
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHW KpUTepunTe 3a KnacuduumpaHe.
Cepuo3HO yBpexaaHe Ha ounTe/apasHeHe Ha ounTe
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
CeHcnbunusaumsa Ha guxaTtenHuTe NbTULLA UTN KOXaTa
Moxe Aa npuynHM anepruyHn unu actTMaTUyHM CUMNTOMWU UNU 3aTPYAHEHUS B OULLAHETO Npu
BOMLLIBAHeE.
MyTareHHOCT Ha 3apOAULUHUTE KIEeTKU
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHM KpUTepunTe 3a KnacuduumpaHe.
KaHueporeHHOCT
Bb3 ocHOBa Ha Hanu4HWUTE JaHHW He ca U3MbIHEHM KpUTepunTe 3a KnacuduumpaHe.
PenpoaykTMBHa TOKCUYHOCT
Bb3 ocHOBa Ha Hanu4HWUTE JaHHW He ca U3MbIHEHM KpUTepunTe 3a KnacuduumpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - eAHOKpaTHa eKCno3nyus
Bb3 ocHOBa Ha Hanu4HWUTE JaHHW He ca U3MbIHEHW KpUTepunTe 3a KnacuduumpaHe.
CTOO (cneuundmryHa TOKCUYHOCT 3a onpeaerieHM opraHun) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHW KpUTepunTe 3a KnacuduumpaHe.
OnacHocCT npu BAuLIBaHe
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHW KpUTepunTe 3a KnacuduumpaHe.
11.2 UHbopmauums 3a ApyrM onacHoCTH

CeoiicTBa, HapywaBawm (OyHKLUUUTE Ha eHAOKPUMHHaTa cucTemMa
He e n3bpoeHo HUTO eaHO OT CbhabpPXalLLMTE Ce BelecTsa

PA3OEN 12: Ekonorn4yHa nHdopmaums

12.1 Tokcu4HoCT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv BakHW CBeAEHMS.

12.2 YcTONYMBOCT M pasrpaguMocT Hama HanMyHu apyri BaKHN CBEAEHUS.

12.3 Bnoakymynupalia cnoco6HOCT Hama Hann4yHu gpyrn Ba>kHU CBEOEHWS.

12.4 NpeHocuMocCT B no4yBaTta Hsma HanuuHu gpyru BaXkHu CBEeOEHWUS.

12.5 Pe3ynTaTtu oT oueHkata Ha PBT n vPvB

PBT: Henpunoxumo

vPVB: Henpunoxumo

12.6 CBouncTBa, HapyLwaBawm pyHKUMUTE Ha eHAOKPUHHaTa cuctema

MpoOyKThT HE CbabpXKa BeLLeCTBa CbC CBONCTBA, pa3pyLUaBally eHOOKpUHHAaTa cuctema.
12.7 Opyru HebnaronpuaTHU edpeKkTn

Opyrn eKonorvM4yHu yKkasaHus:

O6uwu ykasaHus:

Knac Ha 3ambpcsBaHe Ha Bogute 1 (cobcTBeHa knacndukaums): crnabo sambpcsaBalLlo BoauTe
[a He ce gonycka nonagaHeTo Hepa3pegeHo, pecn. B No-rofieMm KonnyecTea B NOAMNOYBEHUTE
BOAM, BOOHW BacenHn unu kaHanmsaumsaTa.

PA3ENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTMpaHe Ha oTnaabum

MpenoptbkKa:

He 6uBa ga ce M3xBbpnda 3aegHo ¢ butoBute otnagbuu. fla He ce gonycka nonagaHe B
KaHanusauusaTa.

OTCTpaHﬂBaHe B CbOTBETCTBUE C nNpeanncaHnAaATa Ha KOMNneTeHTHUTE BeOMCTBaA.
(mpoabmKkeHue Ha cTp.7)
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Mpenoptka: OTcTpaHsiBaHe B CbOTBETCTBUE C NpeanucaHnsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

PA3OEN 14: UHdopmauma OTHOCHO TpaHCNOPTUPAHETO

14.1 Homep no cnuctbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHO Ha HaMMeHOBaHMe Ha npaTkaTa no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT Npuv TPaHCMNopTUpaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBbY4Ha rpyna

ADR, IMDG, IATA otnaga
14.5 OnacHoCTM 3a OKOJIHaTa cpepaa:

Mopcku sambpecuTen: He

14.6 CneuunanHu npegnasHn MepKu 3a
norpe6utenute HEeNpPUNOXMMo

14.7 TpaHcnopTMpaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL v Kogekca
IBC HEeNpUNoOXmmMo

TpaHcnopT / Apyrv AaHHU:
UN "Model regulation": oTtnaga

He e onaceH maTtepuan no ropHute Hapeaom.

PA3[MEJ 15: UHcpopmaumsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1 CﬂeLI,MCbVI‘-IHM 3a BewecTBOTO UIIN CMeCTa HOpMaTUBHA ype,q6a/3aK0|-|oAaTenCTBo

OTHOCHO 6e3onacHOCTTa, 34paBeToO U OKONHaTta cpena

OunpekTuBa 2012/18/EC
MonmeHHO Nnoco4yeHn onacHu BelectBa - MPUNOXEHUE |
He e n3bpoeHo HUTO eaHO OT CbabpXKalMTe ce BewecTsa

OupektnBa 2011/65/EC OTHOCHO OorpaHM4YeHMeTO 3a ynotpebarta Ha onpeferieHu onacHu
BeleCcTBa B €JIeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO eAHO OT ChAbPXKAaLLUTE Ce BellecTBa
PETMAMEHT (EC) 2019/1148

Mpunoxenune | - NTPEKYPCOPU HA B3PUBHU BELWUECTBA nNoa OrpPAHUYEHUE
(MakcumanHo gonycTtumMa CTOMHOCT 3a LieNUTe Ha u3paBaHe Ha pa3peLlleHus CbrnacHo YneH

5, naparpad 3)
He e n3bpoeHo HUTO e4HO OT CbAbpXKaLLMTe Cce BelecTBa

Mpunoxenue Il - MTPEKYPCOPU HA B3PUBHU BELLECTBA, NOANEXALLU HA OOKINALOBAHE

He e n3bpoeHo HUTO efHO OT ChAbPXAalLLUTE Ce BellecTBa

(npoabmkeHne Ha cTp.8)
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UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

[arta Ha oTnevatBaHe: 14.05.2025 npepabdoTeHo Ha: 13.05.2025

Homep Ha BepcusTa 7.0 (3amecTtBa Bepcus 6.0)

Tbproecko HaumeHoBaHue: VitaFast® Chicken Pancreatin

(MpoabmkeHue ot cTp.7)
PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa
He e n3bpoeHo HUTO e4HO OT ChAbpXKaLLMTe Cce BelecTBa
PernamenT (EO) 111/2005 3a onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbProBUsiTa MexXxay
O6uwHoCcTTa U TPETU CTPaHU B 06nacTTa Ha NpeKkypcopuTte
He e n3bpoeHo HUTO e4HO OT CbAbpXaLLMTe Ce BelecTBa

HaunoHanHm npeanncaHua:

Knac Ha 3ambpcsBaHe Ha Bogara:

Knac Ha 3ambpcsBaHe Ha BoguTe 1(cobcTBeHa knacudmkaums): cnabo 3ambpcsaBallo BOAUTE.
15.2 OueHka Ha 6e30NacHOCT Ha XMMUYHO BELLEeCTBO UIU CMEC:

Xumunyecka 6e3onacHOCT 3a OLeHKa He € N3BbpLUIEHA.

PA3[MEJ 16: Opyra nicgpopmaums

[laHHMTEe noumnBaT Ha HACTOALLOTO paBHULLE Ha NMO3HAHNATA HN, HO T€ HE npeacTaBnAaBaT rapaHuua
3a cBoWCTBaTa Ha npoaykrta n He obocHoBaBaTt 00roBOpHO NpaBOOTHOLUEHME.

M3paBallo nucTa ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0
MapTHLOp 3a kKoHTakTK: QS 0049-6151-8102-0

MecTHM CBETOBHM HOMepa 3a CMeLUHU cryyau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

India Hindi, Bengali, English Asia 000-800-100-7141

Indonesia Indonesian Toll Free Asia 001-803-017-9114

Ireland English Local (City) Dublin Europe 353-19014670

Israel Hebrew Local (City) Tel Aviv Asia 972-37630639

Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637

(npoabmkeHne Ha cTp.9)
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UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

[arta Ha oTnevatBaHe: 14.05.2025 npepabdoTeHo Ha: 13.05.2025
Homep Ha BepcusTa 7.0 (3amecTtBa Bepcus 6.0)

Tbproecko HaumeHoBaHue: VitaFast® Chicken Pancreatin

(npoabmkeHne ot cTp.8)
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-43508201 1
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
[arta Ha npeguwHa Bepcua: 16.08.2023
Homep Ha npeauwHaTta Bepcua : 6.0
CbKpalleHUsA U aKpOHUMM:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Skin Irrit. 2: Kopo3us/gpa3sHeHe Ha koxaTta — Kateropusi 2

Eye Irrit. 2: CepunosHo yBpexaaHe/apasHeHe Ha ounTe — KaTteropus 2
Resp. Sens. 1: PecnupatopHa ceHcubunusaumus — Kateropums 1

* [laHHWU, NPOMEeHEeHU CrpPSIMO NpeAuLLIHaTa Bepcus.
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