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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumeHoBaHMe Ha BEIIECTBOTO . Enterokinase

EO ungexc Ne . 647-014-00-9

EO Ne 1 232-761-1

CAS Ne : 9014-74-8

Kox Ha mponykra ;201700539
CHHOHUMH : Peptidase, entero-

1.2. UnenTuduuupaHn BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yIoTpeda, KOMTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHoOBHa KaTeropus Ha yrnorpeba . TIponykThT € npeHa3Ha4YeH 32 U3CIIeBaHUs, aHATH3H U HAYYHO-00Pa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

Orpannuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 IOCTABYHKA HA HH()OPMALMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMED TIPU CIELIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue HA OMACHOCTHTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Koposus/npasHene Ha koxara, Kareropns 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Pecrmpatophna cencnbmmsanus, Kareropus 1 H334
CrenmdyHa TOKCHYHOCT 32 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, npa3HeHe Ha IUXaTeTHHUTE ITHTUIIA
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyau edexTH U HeG1aronpusiTHU edeKTH 3a 31paBeTo HA YOBEKAa H OKOJIHATA cpeja
OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH HA eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHS08
Curnanna gyma (CLP) . OmacHo
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Enterokinase

Nudopmanronen auct 3a 6€30macHOCT

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

Tpenynpexaenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

H315 - IIpenu3BuKkBa Apa3HEeHe HA KOXKATA.

H319 - IIpenu3BuKBa CeprO3HO Apa3HEHE HA OUHTE.

H334 - Moxe 1a IpHYMHY aJIePTHYHY WIM aCTMATHIHE CUMIITOMH WITH 3aTPyAHEHHS B JUIIAHETO
[IPU BAUIIBAHE.

H335 - Moxe na npenu3BuKa Ipa3HEHe Ha JUXATSITHUTE TBTHILA.

P261 - 130srBaiiTe BAUIIBaHE Ha IPax/MyLIeK/Ta3/ IMM/H3IapeHNUs/aepO30IIH.

P264 - [Ta ce u3mue pbleTe 10 JaKTUTE U JIMIETO CTApaTeNIHO Ciel yrnoTpeoa.

P271 - Jla ce u3non3Ba caMo Ha OTKPUTO WM Ha JOOpe IPOBETPHBO MSCTO.

P280 - M3nomn3BaiiTe nmpeana3Hu phKaBUI/TIPEAIa3HO 00IeKIO/IPeIa3Hy OUmIIa/IIpeAna3Ha Macka
3a JIHIe/TIpeNa3Hu CPECTBA 3a 3aIIUTa Ha CIIyXa.

P284 - Hocerte cpencrtra 3a 3auiuTa Ha AUXATEIHUTE IBTUILA.

P302+P352 - [TP11 KOHTAKT C KOXATA: U3muiite 00uIHO ¢ BoAA.

P304+P340 - ITP11 BJIUIIIBAHE: 13Benere MuUIeTO Ha YUCT BH3LYX U IO IOCTABETE B MO3HIIHS,
yJlecHsBAIa AUIIaHETO.

P305+P351+P338 - IIP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUIMAaTEIHO C BOZA B IPOJbIDKEHUE
Ha HAKOJKO MUHYTH. CBaneTe KOHTaKTHHTE JICIIH, aKO MMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsikeTe ¢ U3ILIIAKBAHETO.

P312 - Ilpu Hepasnonoxenue ce odanere B LIEHTHP ITO TOKCUKOJIOI' VS nnu Ha nekap.
P321 - Criennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOIL] HA TO3H
€THKET).

P332+P313 - Ipu mosiBa Ha KOKHO Jpa3HeHe: [IoThpceTe MEMUIIMHCKY CHBET/TIOMOLIL.
P337+P313 - IIpu npoxb/DKUTETHO Jpa3HeHe Ha ounte: IloTbpceTe MEANIIMHCKY CHBET/IIOMOLI.
P342+P311 - IIpu cumnromu Ha 3atpynHeno aunrane: Obanere ce B IEHTBP I1O
TOKCHUKOJIOT S winn Ha jekap.

P362+P364 - Cpayiere 3aMbpCEHOTO 0OJICKIIO U TO M3MEPETE MPEIH OBTOPHA yroTpeda.
P403+P233 - Ta ce cpxpansiBa Ha 100pe npoBeTprBO MACTO. CHABT Ja C€ ChXpaHsBa ITbTHO
3aTBOPEH.

P405 - [Ta ce cbXxpaHsiBa MO KJIFOY.

P501 - CbabprkaHHETO/CHABT Jla Ce H3XBBPIIM B IIYHKT 3a ChOMpaHe Ha ONIACHU WIIH CIICIIATHH
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETHOHAIIHH, HAIIMOHATIHH H/WIH MEKIyHAPOJHI
pasmopenou.

ETI/IKGTHpaHe B CBOTBETCTBUEC C: U3KIIOYEHUS 32 BETPCIIHU OIIAKOBKH, KOI'aTO CbAbPKaHUETO HE IIPEBUIIIaBa 10 ml

IMTukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onmacHOCTH

Hsima Hammana JOIIBJIHUTCITHA I/IHq)OpMaI.II/ISI

GHS08

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOIYKTa Persnament (EQ) Ne 1272/2008 [CLP]
Enterokinase CAS Ne: 9014-74-8 <100 Skin Irrit. 2, H315
EO Ne: 232-761-1 Eye Irrit. 2, H319
EO unnexc Ne: 647-014-00-9 Resp. Sens. 1, H334
STOT SE 3, H335

3a meanus TekeT Ha H- 1 EUH-npenynpesxienusaTa 3a onacHOCT: BXK. pasjen 16

3.2. Cmecu

He e npunoxumo
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Enterokinase

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITepBa momoI1 Mpy BANIIBAHE . Jla ce ocTaBn mocTpafaus Ha 9UCT Bh3yX. Ocurypere cBex BB3/IyX Ha 3aCETHATOTO JIMIIE.

ITepBa MOMOII MPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 M30bpCBaHe (C UMCTa M MeKa MonuBama Kbpma). Jla ce nsmue
OOMITHO C BOJIA B KOATO € PUOABEH IETEPreHT.

H’pra TIOMOIII ITPY KOHTAKT C OUYUTE . M3mmaknHere ¢ BOJa, KATO ABPKUTE OUUTE IITUPOKO OTBOPEHHU.

ITepBa MOMOII IIPH MOTITBINAHE : MsnnmakHere ycrata. Moxe fa 6b/1€ MpenoppyaHo MPOIBILKUTEIHO MEIUIIMHCKO HAOMOICHHE.

Cumnromu/edextn . Bb3MOXHH ca 3aKbCHENH eeKTH.

Cumnitomu/eeKTr crest BAWIIBaHEe . Hepocrarbunu naHnu.

CumnroMu/edeKTd ciesl KOHTAKT ¢ KoxKaTa : HepmocrarbuHu faHHU.

CumMnromu/edeKTu ciiesf KOHTaKT C OYUTe : HepmocrarbuHu faHHU.

Hon;pceTe MCIULUHCKHA CchBET/ moMounl. HpPI BB3MOKHOCT [1a C€ IOKAaXKE€ HACTOALIUA JIMCT, 4 aKO HE € Ha PA3IOJIOKCHUE, a CC NMOKAXKE OIMaKOBKAaTa WJIM €TUKETA.

JKAPHH MEPKH

TToaxoasuu TI0KapoTraCUuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OnacHoCT OT noXxap . Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MoXapu . I[a C€ U3MO0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCEHE Ha IMO0XKapu B CbCEACTBO.

PA3IEJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

OO1H MepKH : Jla ce u30srBa MpeKust KOHTAKT ¢ mpoaykra. He BuBaiite
Ipax/IyImeK/ras3/ Ium/n3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBAPsI 32 CIEUIHH CJIyYau

ABapPIﬁHH IIJTAaHOBC . I[a C€ HOCH IOAXOAAIIO ITPeAnasHO 061'[61(.]'[0, PBKABULH U 3AIIUTHU CPEACTBA 34 OUUTE UJIHN JIALIETO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Meroau 3a moyricTBaHe : V6EI[CTC C€, 4€ OTIaABLUTE Ca csﬁpaﬂn 1 C€ ChbXpaHABAT HA CUTYPHO MSCTO. TTouncrere
CTapaTeiHoO. I[a CE€ U3MHE HCC'I)GPIpaCMPUI OCTaTbK C Pa3TBOp OT HaTPUEB XUITOXJIOPHUT.

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

©
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Enterokinase

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3AEJI 7: O6padoTka 1 CbXpaHeHne

7.1. Tlpenna3Hu MepKH 3a Ge3onacHa pagora

JIOIBITHUTETHA OTIACHOCTH TI0 BpeMe Ha 06paboTka . Ha notpeGurers 1a ce 00bpHE BHUMAHHE 32 PUCKOBETE, EBEHTYATHO CBBP3aHH C U3IIOI3BAHETO HA
MPOJIyKTa 32 APYTH IIENH, PA3IHIHH OT TE3H, 32 KOUTO € TPEeIHA3HAYCH.

Ipenna3uu mepku 3a 6e3omacHa pabora : C marepuana TpsiOBa a ce pabotu BHEMaTeNHO. [la ce u30srBa Mpekusi KOHTAaKT ¢ npoaykra. C
Marepuaa TpsioBa a ce paboTH MO TabopaTopHa KAMHHA, TOKOIKOTO TOBA € Bh3MOXKHO.

XurueHH" MEpKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA I0OpATa MPOMHIILIEHA XUTHEHA U TIPOIIEyPHUTE 32
06e30MacHOCT.

7.2. YcnoBus 3a 6e30macHo CbXpaHsiBaHe, BKIKYUTE/IHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPUIIOKUMHTE PA3MOPEaOH.
VYcnoBust 3a cbXpaHsBaHe : Jla ce cbXxpaHsiBa NOJ KIIIOY.

7.3. Cneunduuna(u) kpaiina(u) ynorpe6a(u)

Bk maparpad 1.

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HaIIPlOHa.]'lHl/l rpaHuYHHA CTOIHOCTH HA npo(becuonanﬂa eKCMO3UIHs U OMOJIOTHYHHI IrpaHHYHHA CTOMHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

8.1.2. IlpenopbunTeTHH NPOLEAYPH 32 HADIIOeHNE
Hsima Hain4Ha AOIBIHUTEIHA HHPOPMALUSL

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA BB3AyXa

HsiMa Haim4YHA TOIBIHATENIHA HHQOPMALUs

8.1.4. DNEL u PNEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. Moaxoasi TEXHUYECKH KOHTPOJI

IMoaxoasiy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B 100pe IPOBETPUBO MOMelleHHe. Jla ce H3I0N3yBa SANHCTBEHO B CMyKaTellHa kabuHa ¢ nHTerpupad Gpuirsp. Bucokoedexrusen Gpuntsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHH NpeAna3Hu CPeACTBa
8.2.2.1. 3amuTa HAa OYUTE U JHLETO

3ammTa HA OUMTE:
Ipennasuu ourna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3amuTa Ha KOKATA M TAJIOTO:
Jla ce H3M013yBa XUMHYECKH YCTOITUMBO 3amuTHO obnexno. DIN EN 13034

3ammTa Ha pblLeTe:
XUMHUeCKH YCTOMYHBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. 3amuTa HA IMXATEJTHATE MHTHIIA

3amuTa Ha AMXaTeJTHATE MbTHINA:
Ortaensne Ha npax: mpoTuBonpaxoBa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoxykT : AHTHaepo3oi1Ha Macka. HoceTe nuxartenen amapat, ako cTe
M3JI0’KEHHU Ha Mapu/mpaxoBe/acpo30IIi
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Enterokinase

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2.4. TepMUYHH ONIACHOCTH

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.3. KoHTpo.1 Ha eKCNno3HIMATA B OKOJIHATA Cpela

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

JIEJI 9: ®u3u4yHN U XUMHYHH CBOMCTBA

ArperaTtHo ChCTOSHUE . TBBpOO BemecTso
st : He e HanuyHo
Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e Hanmuyno
Touka Ha 3aMpB3BaHe . He e nanmuuno
Touka Ha KMIIEHE . He e nannuno
3amanumoct . He e HammunO
I'paHuIM Ha EKCILUIO3UBHOCT : He e npunoxumo
JloHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuIa Ha €KCIUIO3UBHOCT . He e npunoxumo
TeMneparypa Ha pa3naraHe : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH : He e Hanu4yHO
pH pastBop : He e Hanmu4HO
Bucko3urer, kKuHEMaTu4eH : He e npunoxumo
PasrBopumoct : He e Hanmu4HO
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgsO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nammano
IIreTHOCT : He e Hanmu4HO
OTHOCHTEINHA ITBTHOCT . He e rammrO
OTHOCHTEIHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha wactunure : He e HanmuuHO

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HAa GU3MYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima Haym9Ha TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

Cra0usIeH npy HOPMAJTHHU YCIIOBHS.

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsima Haym4Ha TOMTBJIHUTETHA HH(l)OpMaHHH
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Enterokinase

NudopmanroneH aucT 3a 6e300acHOCT

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

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpH 3arpsiBaHe 0 TOYKaTa Ha pasrpaxxJaaHe OTACI ONTaCHU U3IIapCHUS.

PA3JEJI 11: Tokcuxo

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (JIepMaiIHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposuBHocT/npa3HeHe Ha Koxara

CepHOo3HO yBpEXK/IaHe Ha OYHTe/Jpa3HEeHe Ha OUHTEe

Cechﬁnnnsaum Ha IUXATCIIHATE IIbTHUIIA UJIA KOXKaTa

MyTareHHOCT Ha 3apOHUIITHATE KJIETKA
Kanneporennoct

TOKCHYHOCT 3a PEHPOAYKLHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eHOKPATHA CKCIIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEEICHI
OpraHu) — ITOBTaPsIIIA CE EKCIO3UIHS

OmnacHOCT NP BAWIIIBaHE

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 12: Exosioruuna uHgopManus

rum4yHa HH(l)OpMaIIHH

He ce xnacudunupa (Jluncpamy nanHm)

He ce xnacudunupa (Jluncpamy nanHm)

He ce knacudunupa (Jluncpamy g1aHH")

Ipenu3BuKBa Jpa3HEeHe HA KOXKATA.

Ipenu3BUKBa CEPUO3HO JIPa3HEHE Ha OYHTE.

Moske Jja HPUYHUHY AJePTHYHU I ACTMATUYHH CHMIITOMH WJIM 3aTPYJAHEHHS B IUIIAHETO IIPU
BJIMILIBaHE.

He ce xnacudunupa (Jluncpamy naHHam")

He ce knacudunupa (Jlunceamy gaHHm)

He ce knacudunupa (Jlunceamy gaHHm)

Moske fa mpeau3BUKa IpasHeHe Ha AUXATEIHUTE TBTUILA.

He ce xnacudunupa (Jluncpamy naHHm)

He ce xnacudunupa (Jluncpamy naHHam)

Exonorus - 06mo
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BOAHATa cpefia, JbITOCPOYHA (XPOHUYHA)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanuvHa TONBIHHUTENHA HHPOPMAIIUS

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIIUS

Hsma HanuvHa TOBITHHUTENHA HHOOPMAIUS

Onacuu otnaabuy. Jla ce n3non3yBaT MOAXO/IAIIH KOHTEHHEPH 3a OTITAHUTE IPOLYKTH.
He ce xnacu¢uumnpa (JIuncpanum gaHH)
He ce xnacu¢uumnpa (JIuncpanum gaHH)
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Enterokinase

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOJATEIICTBO (OTHaI[’bI_H/I) . ]Ia C€ U3XBBPIIH 110 0e30IaceH HauYWH B ChOTBETCTBUE C MECTHHTE / HaOUOHAJIHU p33H0p6H6H.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crotserctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa mombiHHTeIHA HATMYHA HHOOPMALUS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOAHATA MOPCKA OPraHH3aIHs

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ipunoxenne XVII (YciioBus 3a orpanunyaBane)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Enterokinase

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelllecTBa, KOMTO Hapymasat o30HoBus cJ1oii (EC 1005/2009)

He ¢urypupa B cucbka ¢ BeIllecTBa, KOUTO HapymaBaT 030HoBus cioif (Permament EO 1005/2009): Enterokinase

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHHU BewecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemmecTsa (Permament EO 273/2004 oTHOCHO POM3BOJCTBOTO U IIyCKaHETO
Ha I1a3apa Ha OIIpelelIeH! BEIeCTBa, H3MI0I3BaHNU 32 HE3aKOHHO IIPOM3BOCTBO Ha HAPKOTUYHHU MU ICUXOTPOIIHH BEIIeCTBa)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3AEJI 16: Ipyra ungopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H315 IIpenusBukBa Jpa3sHEeHe Ha KOXKara.

H319 IIpenu3BuKBa CEpHO3HO Apa3HEHE HA OYHUTE.

H334 Moske fa MPUYMHK aJePrUYHU WK ACTMATHYHN CHMIITOMHU WK 3aTPYIHCHHUS B JUIIAHETO MIPU BMIIBAHE.

H335 Moske fa mpeau3BUKa Apa3HeHEe HA AUXATEIHUTE TbTUILA.

Resp. Sens. 1 Pecnimparopna cencubmmsanus, Kareropus 1

Skin Irrit. 2 Koposus/npa3nene na xoxata, Kareropus 2

STOT SE 3 CrrenniyHa TOKCHYHOCT 3a ONPEJIETIeHN OpraHy — €IHOKpaTHa excrio3unus, Kareropus 3, npa3sHene Ha IMXATENHUTE TBTHINA

Nudopmarmonen et 3a 6e3onacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmarnmsTa, Chabpikaiia ce B To3u MHOpMaIMOHEH JIMCT 3a 6€30MacHOCT, € MOJIyYeHa OT U3TOUHHIN, KOUTO CMsITaMe 3a
HaJISKIHU. BbIpeku ToBa, HH(OpMaIHATA Ce TIPEI0CTaBs Oe3 HUKAaKBa TapaHIlys, M3pHYHA WK TT0pa3dupariia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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