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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMmeHoBaHMe Ha BEIIECTBOTO 1 Pepsin powder
XUMHYECKO HaMEHOBaHHE . Ilencun A

EO unpgexc Ne : 647-008-00-6
EO Ne 1 232-629-3
CAS Ne 1 9001-75-6
Kon na npoxykra : 201700384

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BeIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH U3IUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTOpHs Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgqm.eu, www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYYAH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Persament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrrenniaHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH! — €IHOKPaTHa H335
excriosunus, Kareropus 3, 1pasHeHe Ha MXaTelTHATE TBTHINA

Koposus/npa3nene Ha koxara, Kareropus 2 H315
PecnmpatopHa cencnbmnmzanust, Kateropus 1 H334

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(l]eKTl/l 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

ITpenu3BuKBa cepro3HO Apa3HeHe Ha ounte. [Ipenu3BuKkBa ApasHeHe Ha KOxKaTa. Moxke Ja MIPUYHHY aJepriiHH M aCTMATUYHH CUMITOMH HJIX 3aTPYAHCHHUS B
JUIIAHeTO IPH BAHIIBaHE. Mojke fa MpeIu3BUKa Apa3sHeHe Ha AUXATeIHUTE TbTUILA.

2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a omnacHoct (CLP)
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Pepsin powder

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

GHSO08 GHSO07
Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : H319 - [Ipenus3BuKBa CEPUO3HO pa3HEHE HA OYHTE.

H335 - Moxe n1a mpean3BUKa Apa3HEHEe Ha TUXATEIHUTE IbTHIIA.
H315 - [Ipean3BukBa apa3sHeHe Ha KOXKaTA.
H334 - Moxe 1a pU4MHM ajJepruyHy WM aCTMATHYHUA CUMIITOMH WM 3aTPYIHEHUS B JUIIAHETO
IIPH BIUIIBAHE.
Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U30srBaiite BIUIIBaHE HA Mpax.
P280 - M3non3BaiiTe npennasHu pbKaBHULH.
P284 - cpencrra 3a 3amura Ha AMXATEIHUTE IBTUILA.
P342+P311 - [Ipu cumntomu Ha 3aTpyaHeHo aumane: Obanere ce Ha JIekap.
ETukerupane B choTBeTCTBUE C: V3KII04EHHS 32 BBTPELIHU OMAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarms : AKTHBHO BeIECTBO (BbB (hapMaeBTHYHU HPOIYKTH).
BHuMaHwMe - BEIECTBO, KOETO BCE OLIE HE € H3MHUTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
Iencun A CAS Ne: 9001-75-6 <100 Eye Irrit. 2, H319
EO Ne: 232-629-3 STOT SE 3, H335
EO unpexc Ne: 647-008-00-6 Skin Irrit. 2, H315
Resp. Sens. 1, H334

3a meinnus Teker Ha H- 1 EUH-nipeaynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H‘pra moMo1f - 061111/1 MEpKHU . BBB Bcnukn CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TTOMOIII.
H‘pra TIoMo1l Ipyu BAUIIIBAHE . HW3Benmere nuiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIIA AUIIAHETO. }Ia C€ oCTaBH

IOCTpasialiys a CU ModuHe. B ciydaii Ha pecriupatopru cuMnromu: Obajere ce B TOKCHKOJIOTHYCH
LEHTBP WIN Ha JIeKap.

ITepBa moMoLI IPH KOHTAKT C KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOIIEKIIO U U3TIOKEHUAT YIaCTBK OT KOXKAaTa J1a Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IIAKHE C TOIUIA BoJa. AKO JIPa3sHEHETO Ha KOXKaTa MPO/IbIIKaBa, J1a ce
HampaBy KOHCYNTAINS C JIeKap.

ITspBa mOMOII IPH KOHTAKT C OYHTE : M3mrakHeTe He3a0aBHO U CTApATETHO C BOJA, KATO IbP)KUTE KIIEIAuUTe IHPOKO OTBOPEHH (B
IIPOABIDKEHNE Ha ToHe 15 MuHyTH). CBajeTe KOHTAKTHUTE JIEIH, aKO HMa TaKHBa U JJOKOJIKOTO TOBA
e BBp3MOXkHO. [Ipogbmkere ¢ n3mnaksanero. IToTbpceTe MeTUIIMHCKA TOMOII, aKO OOJIKaTa,
MHT'aHETO WM 3aUePBSBAHETO IIPOJBIDKAT.

ITspBa HOMOI TIPX MOTJTBIIAHE : Msnnaksere ycraTa ¢ Bozia (caMo aKo IIOCTpaJanusaT € B ch3HaHKe). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBek B Oe3ch3HaHne. HezabaBHO MOTBpCceTe MEANIIMHCKH ChBET/TIOMOLL.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM cJIe]l H3BeCTeH MepHo/l 0T BpeMe CHMITOMH U edeKTH

CumMnromu/edeKTu ciel| BAUIIBaHE : Mooxe a IpHYMHY aIePTHIHY WM aCTMATHIHH CUMITOMH WIH 3aTPYAHEHHS B AUIIAHETO IIPU
BaumBaHe. Moxke 1a IpeJU3BHUKa Jpa3HeHe Ha AUXATeIHUTE IBTUIA.

CuMnromu/edeKTu ciely KOHTAKT ¢ KoxKaTa : IIpeansBukBa Apa3sHEHe Ha KOXKaTa.

CumMnromu/edeKTu cieqy KOHTAaKT C O9UTe : Ilpenu3BuKBa cepro3HO Apa3HEHE HA OUHUTE. 3adepBsABAHMS, OOIKA.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3nonsBat cpecTBa, MOAXOAALIM 3a FACEHE HA MOXKapH B ChCEJACTBO. BbriepoeH auokcus.
Bopnen cnpeii. Cyx npax. Oneso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy moxaporacuTelIH| CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiiHoTO TOpeHE OCBOGO)KI[aBa OITaCE€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNsIHEeTO Ha TOKCHYHHI H3MapeHus.

Muctpyknum 3a racene Ha Mmoxapu : Jla me ce nomycka u3non3panara B 6opbara ¢ mmoxkapa Bojia 7ia 3aMbPCH OKOJIHATa Cpefia.
3amuTa npy raceHe Ha moxap : /la He ce npennpuema Hameca 6€3 IOAXO/IAIIO 3aIUTHO 000py/ABaHE. ABTOHOMEH M U30JIHpaIll
amapar 3a JuxaTelHa 3amura. [Tb/iHa 3ammTa Ha TSUI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepcoHaJ1, KOITO He 0TrOBAps 32 CHEIUIHHU CIIy4an

ABapuitHH IJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS IEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3auuTHU CpecTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alMTHO 000pyABaHe. 3a oBeye HHMOopMarws,
BroKTe paszgen §: "KoHTpol Ha eKCIIo3uIuATa/ TUYHH [IPeJIIa3Hu cpejcTBa.

Jla ce n30sTBa U3MIycKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3aabpiKaHe : Tlonwmiire ¢ HHEPTEH MaTEpUa M MOCTABETE B MOJAXO/IAII KOHTEHHED 32 00e3BPEKIaHe Ha OTIIAIbIIH.
MerTou 3a OYKCTBaHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarus 3a 06e3BpekaaHe Ha OTIAIbLHTE.

AaHEHHe

Tpenmnasun mepku 3a 6e3omacHa padboTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3uus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKN : Jla He ce sze, mue WM Mymm npy ynotpeba Ha npoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NIPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcenosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIBTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CIbHYCBA CBETJIMHA.
OnakoBbYHH Marepuain : I{a C€ CbXpaHsABa B OPUT'HHAIIHUTE KOHTefIHepH.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3MIUSITA/THYHH PeINa3HH CPEeACTBa

8.1. [TapameTpH Ha KOHTPO.JI
Hsma nanuyna JOII'bJIHUTEITHA I/IH(bOpMaLII/Iﬂ

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPeH KOHTPOJ

IMoaxoasii HHKeHEPEH KOHTPOJI:

Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MACTO. OOHMKHOBEHO Ce M3UCKBAT KAKTO MECTHA CMyKaTelIHA BEHTHIANNS, TaKa M BEHTUIALHS Ha OOIIOTO

nomenienue. C marepuaia TpsiOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.
JInYHH npeana3sHu cpeacTBa

3amuTa HA OYUTE H JIUIETO

3ammuTa Ha ouMTe:

[la ce HOCsT npemnasHu ouma. [Ipeanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KoOKaTa

3amuTa Ha KOXKATA H TSJIOTO:
Jla ce Hocu nmoaxosIo npennasHo obaekio. Jlaboparopua ynorpeba : JlabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCSAT MOAXONAIIM PhKAaBUIM. XUMHYECKH yCTOHUMBH penna3nu pprrasuiy. (EN 374)
3amuTa Ha AMXATEJHUTE IIBTHINA

3amuTa Ha AMXATETHATE MBTHINA:
B ciryuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a Jumane ¢ Guiarsp: P3

PA3JIEJI 9: ®u3uyHA U XUMMHYHHU CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELWIECTBO
LBsr : OSI I0 JIEKO XKBIIT.
BroHien Bung . Ilpax.

Mupuc . He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TOnIEHE . He e nanuuno
Touka Ha 3aMpB3BaHE . He e HannuHO
Touka Ha KUIICHE . He e HannmuHO
3amanuMocT : He e Hanmuuno
JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIia Ha €KCILIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3araHe : He e nanuuno

pH 1 4-5

pH pastBop : He e nanuuno
Buckosuter, KuHEMaTu4eH : He e npunoxumo
PastBOpUMOCT : Boma: 100 — 1000 g/1
Koedunuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITFTHOCT : He e manmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
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Pepsin powder

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Pasmep Ha yactunure

He e nannuHo

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PlHCl)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanuyna gonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMAIHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIHS

PA3IEJ 11:

HKOJIOrM4YHa HH(l)OpMaIIHﬂ

Octpa TOKCHYHOCT (OpanHa)
OcTpa TOKCHUYHOCT (iepMaiHa)
OcTpa TOKCHYHOCT (BMILIBAHE)

KoposuBHoct/npa3HeHe Ha KokxaTa

Cepno3HO yBpekJIaHE Ha OUHTE/IpasHEHE Ha OUNTe

CeHcnOMIM3anus Ha AUXATEITHATE IBTUIIA WK KOXKATa

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU
KanneporeHHocTt

TOKCHYHOCT 32 penpOAyKIHATa

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPEIETCHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICIICHN
opraHn) — MOBTapsIIa C€ CKCO3unusd

OnacHocT TpU BAUIIIBAHE

He ce xnacuduuupa (Jlumncar q1aHau)
He ce xnacuduuupa (Jlumncsar 1aHHu)
He ce knacuduumpa (Jlumncsar q1aHam)

HpCI[PBBI/IKBa JIpa3HCHE Ha KO)KaTa.

pH:4-5
Ipenu3BUKBa CEPHIO3HO Apa3HEHE Ha OUHTE.
pH:4-5

Moske [a MPUYMHY alepriuyHN WM aCTMATHYHH CHMIITOMHY WIIH 3aTPyIHECHUS B IUIIAHETO MPH
BAMIIBAHE.

He ce xmacuduuupa (Jlumncar q1aHam)

He ce knacuduuupa (Jlunceat nanHmn)

He ce xnacudunupa (Jluncsar nanam)

Moxe na TIpEeAU3BHUKA IPa3HCHE HA NUXAaTECIIHUTE IbTULIA.

He ce xnacudunupa (Jluncsar nannm)

He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHE Ha JaHHH)

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3JIEJI 12: Exojioru4Ha uHgopmanus

OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (ocTpa)
OrnacHo 3a BoJHATa CpeJia, ABJIroCPOYHa (XPOHHYHA)

He ce xnacudunmpa (Jluncsar naHau)
He ce xnacudunmpa (Jluncsar n1aHam)
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Pepsin powder

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Mencuu A (9001-75-6)

Y CTOHYMBOCT M pasrpajuMoCT | Pasrpaxna ce 65p30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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Pepsin powder

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Bb3ayumien Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: WndopMmanusi OTHOCHO HOPpMAaTHBHATa ypenaoda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xaHannar-BemecTsa

Per;iaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaTt o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiiameHT 3a u3enusTa c aBoiiHa ynorpeoa (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA ¢ IIpeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

Per;1aMeHT 0THOCHO MpeKypCOpHTe Ha HAapKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/ieNICHH BEIECTBA, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra ungopmanus

Nuanxanus 3a npoMeHn
Paznen IIpomeHeHn eneMeHT KomenTapu
3aMeHs BepcHsATa OT Jlob6aBeHo
Jata Ha pemaxknusiTa Jlo6aBeno
Jlata Ha u3naBane IIpomeneno
1.1 HaumenoBanue IIpomeneno
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYrnorpeba Ha BelecTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpustan QU3HKOXUMHUYHY e(DeKTH 1 IIpomeneno
HeOIaronpusaTHY e()eKTH 3a 3APABETO HA YOBEKA U
OKOIIHATa cpejia
2.3 Jpyra unpopmanus JobaBeHo
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Pepsin powder

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
4.1 TI'ppBa nomMoI - 00K MEPKH Jlo6aBeHo
4.1 ITepBa momonI IpH KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1I pu BIUIIBAHE IIpomeneno
4.1 II'ppBa nomo1Ll IpH MOTITbIAHE IIpomeneno
4.1 ITepBa momou NpK KOHTAKT C OYHUTE ITpomeneno
4.2 Cunmnromu/edexTn IIpemaxunaro
4.2 CumMnToMu/eeKTH ciejl MorTbIIaHe IIpemaxnaro
42 Cumnromu/eeKT ciel] KOHTaKT C KoyKara IIpomeneno
4.2 Cumnromu/eheKTy el BAUIIBaHE IIpomeneno
4.2 Cumnromu/eeKTd ciesy KOHTAKT C OYUTe Ipomeneno
43 Jlpyro MeIUIHCKO CTAaHOBHILE WU JCUCHUE IIpemaxunato
5.1 Henoaxonsmu noxaporacuTesHu CpecTBa Jlo6aBeHo
5.1 IToaxomsiuy mo>kaporacUTEIHN CPeICTBA IIpomeneno
5.2 OnacHu IPOAYKTH Ha pa3NajaHe B CiIyyai Ha JobaBeHo
oXap
5.2 OnacHOCT OT moXxap IIpemaxnarto
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 VHCTpyKIMHM 32 TaceHe Ha IoKapu ITpomeneno
6.1 3aluTHY CpecTBa JobaBeHo
6.1 ABapuiiHu MIaHoBe IIpomeneno
6.1 O0um Mepku IIpomeneno
6.2 IIpeana3uu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) Jlo6aBeHno
7.1 JIOIIBIIHUTETHN OMTAaCHOCTH 110 BpeMe Ha IIpemaxunarto
obpaboTka
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrMeHHU MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIn JlobaBeHo
7.2 TexHUYeCKH MEPKH IIpemaxunarto
72 YcnoBus 3a CbXpaHsIBaHE IIpomeneno
7.3 CriennuyHy KpaifHu ynotpedu IIpemaxuarto
8.2 3alura Ha JUXaTeaTHUTE IIbTUIIA IIpomeneno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amura Ha OuHTe ITIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOII IIpomeneno
8.2 3ammra Ha KOKaTa U TSUIOTO IIpomeneno
9 Mupuc IIpemaxuarto

07/11/2024 ([ata Ha penakuusTa)

BG (6barapckn)

8/9



Pepsin powder

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
9 PasrBopumocT BBB Boga Jlo6aBeno

9 pH JobaBeHo

9 st Jlo6aBeHo

9 BroHIeH Bu Jlo6aBeno
10.1 Peakimonna crnocoOHOCT IIpemaxunaro
10.5 HecbemecTuMu Matepuanu IIpemaxnato
10.6 OmnacHy IPOIYKTH Ha pa3afaHe ITIpemaxuato
12.1 Exomnorust - 06mmo IIpemaxunaro
13.1 Pernonanuu pasnopendu 3a OTHagbIHUTE IIpemaxuarto

II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a onacHocT:

Eye Irrit. 2 CepHo3HO yBpexIaHe/npa3HeHe Ha ounte, Kateropus 2

H315 IIpenn3BukBa apa3HeHe Ha KOXKarTa.

H319 TIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUYUTE.

H334 Moske 1a MPUYMHHM aJIepPrUyHy M aCTMATHYHU CUMIITOMH WM 3aTPYAHEHHUS B IMIIAHETO TPH BAUILIBAHE.

H335 Moxe 1a mpein3BUKa Apa3HEeHe Ha JUXaTeIHUTE IbTUILA.

Resp. Sens. 1 PecnimpaTopna cencnbunmzanust, Kateropus 1

Skin Irrit. 2 Koposust/npa3nene Ha koxara, Kareropus 2

STOT SE 3 Crernuduyna TOKCUYHOCT 32 ONpeJielIeHH OpTaHy — €JHOKpaTHA eKcIo3uius, Kareropus 3, ApasHeHe Ha AUXaTEIHUTE IBTHINA

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGopMaIoHeH JMCT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMsTaMe 3a

HaOCKTHHU. BT)HpeKI/I TOBA, I/IHd)OpMaI_lI/I}ITa C€ npeaocTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui no;[pa3614pa111a CC, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusiTa unm

METOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6€l nin OGesBpem:[aHe Ha MpOAYKTa Ca N3BBH HAIIMs KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIETEHTHOCT. Hopa):u/I
Tasyu U APYTHU IMIPUYUHHA, HUC HE ITOEMaME OTTOBOPHOCT U U3PUYIHO CE OTKa3BaMe€ OT OTTOBOPHOCT 3a 3ary61/1, LIETH WKW pa3Xoau, IPOU3TUYAIIHU OT WU CBBP3aHU

110 HAKaKbB HA4YWH C pa60TaTa, CbXpPaHCHUETO, yHOTpe6aT8. JSa10%8 0663Bpe)KZ[aHeTO Ha IpOAYyKTa. To3mu I/IH(i)OpMaI_II/IOHBH JIUCT 32 0€301MaCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja Cce U3MoJj3Ba caMo 3a TO3U MPOAYKT. Axo MIPOAYKTHT C€ U3IIOJI3Ba KATO ChbCTAaBKa HA APYT'y NPOAYKTH, HATUIHATA I/IHd)OpMaLH/IH Ou MorTa J1a CC OKaxe
HETIPUIOXKUMA. Tasu I/IHCl)OpMaLH/I}I C€ OCHOBaBa HAa HAIIWUTE TCKYIIH IMO3HAHUS U € IPEAHA3HAYUCHA J1a 1a/I€ ONMCAaHNE Ha MPOAYKTa CaMO 3a LCIUTE Ha
3ApaBEOMa3sBaHETO, 0e30IMaCHOCTTa M OKOJIHATA cpena. Hopa;m TOBA, TS HE Tp?[6Ba Jla C€ ThIIKYBA KaTO rapaHIys 3a CBOMCTBaTa Ha TMIPOAYKTa.
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