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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Pancreas powder (lipase)
Xnukn Ovopocio : Pancreatin

Kwd.-EE 1 232-468-9

apOpuog CAS 1 8049-47-6

Kodwodg mpoidvtog : 201700548

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1|OELS

YyeTiké TpoPremopeveg yproscig

Xpnon g ovoiog/Tov peiypotog . Emompovikn épevva kon avémtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyEAHATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVOPEVES AP OELS

Tepropiopoi ot xpron 1 Oyt v TpOQULEL, QApRLOKa 1) OLKLOKT XpTiom
1.3. Ztoyyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV dGPaLEiag

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@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOL peiypoTog

Katarein oopoova pe v odnyia 1272/2008 EK [CLP]

AGBpwon/epebiopdg tov déppatog, katnyopia 2 H315
ZoPapn opboipkn BAAPN/0@Baipkdg epebiopdg, kKatnyopio 2 H319
EvaisOntonoinon tov avomvevotikod, katnyopio 1 H334
EvaisOntonoinon tov déppoatog, karnyopio 1 H317
Ewwn| to&ikotmra o€ 0pyoava-ctdyovs Hotepa amd pio EQAnas H335

£xbeon, katnyopia 3, epebiopdg e avamveLSTIKNG 0500
I peg keipevo tov dnhooemv H kor EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov

[pokarei coPapd o@Burpkd epebiopd. Mropei va tpokaréoet odlepyikn deppatikn avtidpaon. IIpokaket epebiopd Tov déppatoc. Mmopei va tpokoréoet
aAdepyio | copntdpate acbuatog 1 dhonvola 6e TepinTeon gwonvonc. Mmopei va Tpokarécet £pediopd TG avamveuoTIKig 050V.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

GHSO07 GHSO08
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Ipogworomtikn AéEn (CLP)
AnAdoelg emkvdvvomtag (CLP)

AnAdoetg Tpoeoiaéng (CLP)

: Kivdvvog
: H315 - Ipokodet epebiopod tov déppatog.

H317 - Mmopei vo mpokadécet oAlepykn SEpUATIKY avTidpoon.

H319 - IIpokaiei coPapd opBaipikd epediopo.

H334 - Mnopei va mpokaiécet adlepyio 1 cuprtdpata dobuatog 1 ddomvola oe mepintwon
€10TVONC.

H335 - Mmopei va mpokarécet epebiopd e avamveLGTIKNG 030V.

1 P261 - Amogebyete va avamvéete oKOVI/avaBupdcels/aépto/cTaryovidia/ oTOVS/ EKVEPMLATOL.

P264 - ITAMOvete Ta x€pia, TOVG TNXELS (AvTIBpayia) Kot TO TPOGMTO GYOMUGTIKE LETA TO XEPIGHO.
P271 - No ypnowonoteital poévo o€ avotkto 1 kakd aepliopevo xmpo.

P272 - Ta polvopéva evévpata epyosiog dev mpémet vo. fyaivouv amd o ydpo epyasiog.

P280 - No popdte TpocTATEVTIKE YAVTIO/TPOGTOTEVTIKG EVOVLATO/HEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.

P284 - Xpnowonoeiote HEGH ATOUIKNG TPOCTAGIAG TNG CLVATVOT|G.

P302+P352 - XE IIEPIITQXH EITAO®HXE ME TO AEPMA: ITAdvte pe apbovo vepd.

P304+P340 - XE IIEPIIITQXH EIZIINOHE: Metagépate tov mafovta otov kabapd aépa kat
apNoTe ToV vo EEKOVPOTEL G€ GTAGT TOV GIEVKOADVEL THV OVOTTVOT.

P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: Zen\ivete TpocekTikd pe vepod
Y10 0PKETE AemTd. AV VIAPYOLY POKOT ETAPTC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhéverte.

P312 - KoAéote to KENTPO AHAHTHPIAXEQN 7 éva yutpd, av aicbavbeite adiabeoia.

P321 - Xpeidleton 18 ayoyn (PAéne copumAnpopuatikég 0dnyieg TpdTav Pondeidv oty eTikéta).
P332+P313 - Eav mapatnpnei epebiopdg tov déppatog: Zvppovievdeite/Emokepdeite yiatpo.
P333+P313 - Eav mapatnpn0ei epebiopdg tov 6éppatog N epeaviotel e£avinpua:
ZopPovlrevdeite/Emoxeqbeite yiotpo.

P337+P313 - Eav dev vroywpei 0 00Baipkog epebiopodc: Zvppovisvdeite/Emorepbeite yotpod.
P342+P311 - Eav mapovcidlovior avanvevotikd cvpntopoate: Kaiéote to KENTPO
AHAHTHPIAZEQN 1} éva yuutpo.

P362+P364 - Bydte to polvopuéva povya Kot TAOVTE To TPV 1o EOVOYPTGULOTOUGETE.
P403+P233 - Amobnievetan og KaAd aepldpevo ydpo. O mepléktng doTnpeitot EpunTikKd KAEIGTos.
P405 - dvrdooeton KAEWOUEVO.

P501 - AuaBeon tov mepilexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPANTOV,
GOUPOVOL [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHove.

INpavon coppova pe: E&apeitor ) ecotepikn) cuokevaoio, Ta meplexoeva g omoiag dev veepPaivovv to 10ml.

Ewovoypappoata kivdvvov (CLP)

2.3. Al)Lot Kivouvor

GHS08

Agv mepiéyet ovoieg PBT n/kon vPVB > 0,1%, ot omoieg éxovv a&toroynOet coppava pe to Hapdpmpa XIII tov Kavoviepod REACH

Alheg TAnpoopieg

. Evepyd ovotatikd (o€ QoproKkenTIKG TpoidvTa).

IIpocoyn - N TapoHoa ovGio dev Exel aKOUN SOKILUOTEL TANPWOG.

TMHMA 3: Z9vOeon/aAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg

Xnpun Ovopacio : Pancreatin
apBpog CAS 8049-47-6
Kwd.-EE : 232-468-9
Ovopa AvayvopieTikog KOOKOS % Koararaén copeova pe tnv odnyia
TPoidvTog 1272/2008 EK [CLP]
Pancreatin apBuog CAS: 8049-47-6 100 Skin Irrit. 2, H315
Kwd.-EE: 232-468-9 Eye Irrit. 2, H319
Resp. Sens. 1, H334
Skin Sens. 1, H317

07/11/2024 (svnuépwon)

EL (eAnvicd) 2/10



Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

IMA\peg keipevo tov dnidoewv H ko EUH: BAéne tpfipa 16

TMHMA 4: Métpa apdTtov fondsidv

4.1. eprypoon péTpov TpOTOV fondsiov

Tevikd pérpa tpdTev Pondeidv . Xe mepintoot ap@PoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbeidv petd and glomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe ToV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1eVKOADVEL TV avamvor|. A@iiote Tov Tafdvta va EEKoVpaoTel. Xe TEPITTOO AVOTVEVGTIKMOV
mpoPinudtov: Kakéote 1o Kévipo Anknmpidoeov 1 1o yratpd coc.

Métpa tpdtev Bondeidv petd omd emaen pe To dEppo : Bydte ta poivopéva podya. ITivvete amald pe dpbovo vepd kot comovvi. Edv to cupntdpata
empévouv, KaAéote yorpo. EGv o epebiopdg tov déppatog empévetl, cupPovievteite yotpo.
Métpa tpdtev Bonbdeidv petd amd exapn He o LaTio. 1 Eemhivete apécm Kol TOPATETAUEVO e VEPO KPATMOVTAS avorytd to fAEQapa TovAdy eTOV 15

Aemtd). Edv vdpyovv @oioi emaens, apatpEate Toug, EpOcov gival edkolo. Xuveyiote va EemiéveTe.
Xopfovievteite yotpd £dv cuveyiletat 0 TOVOG 1 1) KOKKIVIAQL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo edv to drtopo dratnpel tig aronoeig Tov). Mnv yopnynoete moté
0TWONTOTE OO TO GTOUA GE ATOUO TTOL £XEL XAoEL TIG a1efoelg Tov. TupPovievbdeite/Emokepbeite
ApECOG YaTpo.

4.2. TnpavTIKOTEPO. GUUTTONOTO KOL ETLOPACELS, AUEGES 1| HETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS LETE 0O EIGTVOT : Mnopei va tpokoréoet addepyio 1| copatdpato A0U0ToS ) VGTVOLN GE TEPITTOOT EIGTVOTC.
Mmnopei va Tpokarécet peIGd TG AVATVEVGTIKNG 050V.

ZOUTTOUOTO/EMOPAUCELS UETA OO ETOPT| LE TO EPLLAL : Mmnopei va tpokoréoet addepykn deppatikn avtidpoon. Ipokakei epebiopd Tov déppoaroc.

ZOUTTOUOTO/ETOPAGELG LETO OO ETAPN e TOL HATIo : Ilpokarel coPapd o@Oaipucod epebiopd. Epubpotnra, movoe.

4.3."Evo€1&n 0mo10.601)T0TE ATUITOVIEVIS GUEGTG LUTPIKNG PPOVTIONS KA 01K G Oepameiag

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 5: M£tpa y10. TNV KOTOmOAEPNN 01 TS TUPKAYLAG

5.1. ITvpooPeotika péca

Katahinia péoa mopdofeong ;. Xpnowonomote péca KatdoPeons KatdAAnia yio v nepiBdilovoa tupkayld. Atoeidio Tov
avOpaxa. Pexaopog pe vepd. Enpn okovn. KovBépta mupodcPeonc.
AKaTIAANA0 TUPOGPESTIKG HEGO : Mn ypnowonoteite peydin pon vepov.

5.2. Exdukoi TOol EMKIVOUVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRO

e mepinTmon TupKaylig Tapdyovtot ETKivouva 1 H atelg kavomn anehevbepdver emkivduvo povoeidio tov avBpaxa, d10&€idio Tov avBpaika Kot
mpoidvta amocvvheong dALo To&d aépta. [TiBovn amoBoin To&tkov vEpous.

5.3. Zv6Ta0E1g Y10 TOVG TUPOGPEoTeg

MéETpa Yo TV KOTATOAEUNGT) TNG TUPKAYLAG 1 Amo@evyete T Slpuyn Tov vepol ¢ TupdcPecng 6To TEPBAALOV.
Ipootacio katd v TupdoPeon 1 Mnv enepPaivete yopig KatdAANA0 £E0TAMOUO. AVTOVOLT AVOTVEVGTIKT GUGKELN HE HOVOOT).
OLOGOUN TPOCTUTEVTIKY GTOAN.

TMHMA 6: Métpa o€ TEPINTOGN 0KOVGLOG EKAVOTNG

6.1. IIpocomikéc TPOPVAGEELS, TPOGTATEVTIKOG EEOTAMGIOS KOL S10OIKAGIEG EKTOKTNG UVAYKNG

Ievikd pétpa : AmoQevyeTe TV EMOPT} TOV TPOIOVTOG LLE TO SEPLA, T HATLO ) TO POVYLGLUO.
I TpocOmIKS GALo a6 TO TPOSOTIKO EKTUKTNG AVAYKNG

Métpa EKTOKTNG AVAYKNG : ATOHOKPOVETE TO TEPITTO TPOCHOTIKO.

T dTopa wov TPocPEpovy TpdTES fo10reg

E&omhopog mpootaciog : Mnv enepoiverte yopic katdAnio e€omhopd. ' teplocdtepes TAnpopopies avatpiére oty
evomra 8 :""Eleyyog g ékbeong-Atopkn tpoctacia.
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG Oy@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v arobnkevon : Amoppo@noTe 10 pe £va adpavEG DAIKO Ko TOToDETHOTE TO 68 évav KATGAANLO meptéktn Stébeong
amofANTmV.
MéBodot kabapiopon : Eemhdvete TI LOAMGUEVEG EMPAVELES pe GpBovo vepd. Kabopiopog pe amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopog kon awodnkevon

IIpogura&els yio ac@aAn yepiopod 1 Amogevyete kaOe mepirt Ekbeon. Dpovticte dOTE 0 YOPOG epyociag va e&uepileTar OOTA.

Meétpa vytewvng 1 Mnv tpdre, mivete M| komvilete, 0tav ypnoponoteite ovtd To Tpoidv. Ta polvouéve evévpoTa
epyaciog dev mpémet va Pyaivovv amd to xdpo epyacioc. [IMdvete ta xépia oag Tpv omd kabe
£PYOCLOKO SIEAEYLIA KO LETE TO TELOG TNG EPYAGINGC.

Zovonkeg OAUENG 1 AmoBnkeveton oe kodd aepilopevo xdpo. O mepéktng dratnpeiton EpUNTIKA KAEIGTOS. ATOQEVYETE
™ C€otn Ko TV dpeon nAokr aktivoBoAia.
YAkd cuokevociog : AltnpioTE GTOVG OPYIKOVG TEPLEKTEC.

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio
Agv vdpyovv emTALOV TANPOPOPiEg

Katarinior pnyavikoi éheyyor

Kotdiinhor pnyavikoi éleyyou:
Dpovriote dote 0 YOPOg epyaciog vo e&aepiletol 6oTd. ZuvNOmG ATUITEITAL GUGTIHO YEVIKOD UNYOVIKOD EE0EPIGHOD TOV YOPOV. ZTO HETPO TOV SLVATOD 1)
XPNOT TOL TPOIGVTOG TPEMEL VAL YIVETAL GE EPYOCTNPLUKT YOGVT.

ATOMKOG TPOGTUTEVTIKOG EE0TAMGPOG

IIpooTtucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdte cuokevn TpooTaciog Yo o pdtio. [Ipoctatevtikd yvad pe Tidylo tpoctatevtikd. (EN 166)
IIpocrtocia Tov déppartog

IIpootacia Tov déppatog:
Dopdte KATIANAO TPOGTOTEVTIKO POVYICUO. XPpHon 6€ epyacTipia : Todld epyactnpiov. (EN 13034)

TIpoctacio TOV yEPLOV:
Na gopdte katdAinia yévtio. [Ipoostatevtikd yavtia avOektikd o ynukd cpoiovta. (EN 374)

IIpooTucio TOV AVATVEVGTIKAOV 00®V

IIpoctacio TOV AVATVEVGTIKAOV 03 DV:
X nePItTOON TOPAy®YNG OKOVNG, XPTOLLOTOWOTE TPOCTATEVTIKY LAGKO [e @idtpo : P3
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 9: ®voikég Kot ynUIKEg 1010TNTEG

Duowkn KoTdoToom : Z1eped
APDLLOL : Mn dwbéopo
Eppdvion : ZKOVI.

Oopn : Mn dwbéopo
Op1o oopng : Mn dwbéopo
Inueio éemg : Mn dwbéopo
Inueio mEemg : Mn dwbéopo
Inueio Bpoacod : Mn dwbéopo
Evplektomra : Mn dwbéopo
Xapunhotepo 6pio £kpnéng 1 Aev oydet
AvdtoTo 0plo expnépomrag : Agv oydet
Inueio avapreéng : Aev oydet
Bgppokpacio avtavapreéng : Aev oydet
Beppokpacio arochvieong : Mn dwbéopo
pH : =47 (1% Aiopa)
Awdropo pH : Mn Swbéopo
1EDOEC, KIvepatikog (1)) : Aev woyvet
Awdvtomro : Nepo6: 30 g/l
TOVTEAEGTNG KOTAVOUNG G MelYLLo N-0KTAVOAN S/ vEPOD : Mn Swbéopo
(Log Kow)

Tdon otumv : Mn Swbéorpo
ITieon atuov o Oepporpacio 50°C : Mn Swbéopo
TTvkvoémta : Mn Swbéorpo
TYETIKN TOKVOTNTO : Mn Swbéopo
ZYETIKN TUKVOTNTO 0TUAV 6TOoVG 20°C 1 Agv oydet
Méyebog copatidiov : Mn Swbéorpo

Aev vdpyovv emmAéov TANpoPopieg

TMHMA 10: X100gp0TNTa KOl OVTIOPAGTIKOTNTA

Agev vrdpyovv emmAéov TANpoopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrtdpyovv emmAéov TANpoeopieg

Agv vdpyovv emmALOV TANPOPOPiEg

Agev vdpyovv emmALov TANPOPOpie

Aev vdpyovv emmAov TANpoPopieg
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpo@opicg yro Tig TAEELS KtvdOvov, 6mmg opilovtar otov kavoviepd (EK) apr. 1272/2008

Oé&ela to&ucodmra (amd oToOHaTOS)

Oé&ela to&ucdmra (deppotikn)
Oé&ela to&ucdmra (avamvon)

: Mn ta&wvopnpévos (Baoet tov dabéoumv dedopévav, ta kpreipia tovounong dev mAnpovvay

EMepatikd dedopéva)

: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)

Pancreatin (8049-47-6)

LD50 amd tov 6T0p0T10g 68 0povpaiovg

‘ > 10000 mg/kg (RTECS)

Pancreatin (8049-47-6)

LD50 and tov 6T0paT0G 68 apovpaiong

‘ > 10000 mg/kg

ABpwon Kot epebiopdg Tov dEPHATOG
YoBoapn o@Baipikn BAEPN/epebiopds
EvaisOntomoinem tov avamvevotikod 1

gvaucOntomoinom Tov dEpUaTog

Metalha&ly£veon YEVWITIKOV KUTTAPmV

. TIpoxaiei epebiopd tov déppartoc.

pH: = 4.7 (1% AwdAvpa)

: Ilpokarei coPapd o@Baipukod epebiopod.

pH: = 4.7 (1% AudAvpa)

: Mmnopei va tpokoréoet addepyio | copntdpato dc0UaTog 1) 0GTVOLN GE TEPITTOOT EIGTVOTC.

Mmnopei va tpokaréoet odlepyikn deppatikn avtidpoon.

1 Mn ta&vounpévog (EAepatikd dedopéva)

Kapkwvoyéveon 1 Mn ta&wvopnpévog (EArepatikd dedopéva)
To&wdmta oV avomapoyoyn : Mn ta&wvopnpévog (EAkeparticd dedopéva)
Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mmnopei va tpokoréoet epediopd TG ovomVELGTIKNG 0300.
epamag éxbeon

Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn tag&wvopnpévog (EAreipatikd dedopéva)
emavenupévn ékbeon

Enuctvduvotnta avoppoenong 1 Mn tag&vounpévog (Advvapio GOALOYNG SESOUEVMV Yol TEXVIKOVG AOYOVG)

11.2. ITAnpo@opies yro. GAAOVS THTOVG EMKIVOLVOTITAG

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 12: Owoloyikég TANpopopieg

12.1. To&ikétnTo

Emikivduvo yia to vdativo mepipdilov, Bpayvnpodbecpog : Mn tagvounpévog (EAepaticd dedopéva)

(0809)

Emikivduvo yia to vdartivo meptpdilov, pakponpodbespog : Mn tagvopnpévog (EAepaticd dedopéva)
(xpoviog)

12.2. AVvOEKTIKOTNTO KO TKOVOTNTO 0T0O0P NS

Pancreatin (8049-47-6)
AvOekTIKOTNTO KO IKOVOTNTO OTOSOUToNG Tayéwg amodopnotpo
Pancreatin (8049-47-6)
AVOEKTIKOTNTA KoL IKOVOTNTO, ATOdOUNGNG Toyfmg amodounoipuo

12.3. AvvototnTo frocueocapevons

Aev vrdpyovv emmAéov TANPoPopieg

12.4. Kiwwnmikétnro 6710 £60.00G

Agev vdpyovv emmAéov TANpoQopieg

12.5. Anotehéoparo g a&rordynong ABT kot aAaB

Agv vrtapyovv emmAéov TANPOPopies
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

Agv 1oyvet Agev 1oy0et Agv 1oy0et

14.2. Oweia ovopacio amostorlic OHE

Agv 1oy0gt Agev 1oy0et Agv 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Aev oy0et Aev woydet Aev oy0et

14.4. Opada cvokevaciog

Agv 1oy0et Agev 1oy0et Agv 1oy0et

14.5. IleprparrovTiKi emKIVOUVOTTA

Aev 1oy0et | Agv 1oyvet | Aev oy0et

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniyewo petagopa
Agev 1oy0et

petapopd pécm Boraoong
Agev 1oy0et

Evoépua petagopd
Agev 1oy0et

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

Kkavovicpoi EE

Hopaptmpe XVII Tov REACH (Ilpobmodiceis mepropiopov)
Aev nephapPaveton oto Mapaprnua XVII oo REACH
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)

Aev nephappaveton oto Mapaptmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdaveton otov kKatdroyo vroyneuwy ovoidv REACH

Kavoviopog mepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepthapfdvetonr otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopiog tov Zvpfoviriov (EK) yio Tov £heyyo e1d®@v Simhig ypfiong

Aev mepiéyel ovoia mov vdkettol otov Kavoviopd (EK) tov Zvppoviiov yio tov éheyyo 8@V Stmhng xpriong

Kavoviopog mepi ekpnkTik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopia ovsio(eg) mov meptrapfdvetoiovtat) 6Tov KaTtdloyo Tpddpopmv ovcoidv ekpnktikdv (Koavoviopog EE 2019/1148 oyeticd pe v epmopio kot
™ ¥PNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) otov Kotdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe T Tpodpopes ovoieg

VOPKOTIKOV)

15.2. A&ordynon ymuikis a.o@dierog

Aev vdpyovv emmAéov TANPOPopieg

TMHMA 16: Alheg TAnpo@opisg

Emonpavon ailaydv

Tpnpo Tpomomompévo cTorycio Hapotnpiicers
svnuépmon Ipootédnke
Avtikofiotd v ékdoon Ipoctédnke

1.1 Kwd.-EE Ipoctédnke

1.1 apopog CAS Ipoctédnke

1.1 Ovopo TpomomouOnke

1.2 Tleplopiopoi otn xpron TpomomouOnke

1.2 Xpnfion g ovciog/Tov pelypotog TpomomouOnke

1.2 Kopuo katmyopia ypnong Aparpédnke

2.1 AvemBounteg puotkoynkeég emdpaoets, kabng | TpomorowOnke
KO EMOPACELS 6TV avOpdTvn vYEia Kot 6T0
nepBéAiov

2.3 AMeg mAnpogopieg Ipoctédnke

4.1 Tevikd pétpa mpotmv fondeidv Ipootidnke

4.1 Métpa tpdtev Bondedv petd amd enaen pe T0 TpomomouOnke
dépuo

4.1 Métpa tpdtev Bondeidv petd omd glomvon TpomomouOnke

4.1 Métpa TtpdTev Bondeidv petd omd Katdmoon TpomomouOnke

4.1 Métpa tpdTev Pondeidv petd omd emopn pe to TpomomouniOnke
pétio

4.2 SOUTTONOTO/EMOPACELS Agorpédnke

42 ZOURTOUATO/EMOPACELG UETG OO EMAPT LE TO TpomomouOnke
dépuo

42 ZOUNTOUATO/EMOPACELG LETG OO ELGTVON TpomomouOnke
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomomomidnke amd tov Kavoviopod (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Hopatnpicseig

42 ZOURTOUATO/EMOPACELG UETG OO ETOAPT) LLE TO. TpomomouOnke
pétio

43 AMN wTpkn yvopdtevon 1 Bepomneio Aparpénke

5.1 AxotdAAnio TupocPecTtikd péco Ipootédnke

5.1 KatdAinia péoa mopdcPeong TpomomounjOnke

5.2 Yg TepinTon TupKayLig TopdyovTol entkivovva Ipootédnke
TPOioVTO 0TocvVOESTg

52 Kivdvvog mupkayidc Aparpédnke

53 TIpootaoio katd v TopdoPeon Ipootidnke

53 Métpa yio TV KATATOAEUNGT) TNG TUPKAYLAG TpomomorOnke

6.1 Métpa KTOKTNG AVAYKNG TpomomouOnke

6.1 E&onhonog npoctaciog Ipoctédnke

6.1 Tevikd pétpa TpomomoumiOnke

6.2 Tlep1Barrovtiég TPoPLAGEELG Ipootidnke

6.3 T v amobrikevon Ipootidnke

6.3 MéBodot kabapiopon TpomomouOnke

6.4 Hapanouny oe dAho tunqpota (8, 13) Mpootédnke

7.1 Emm\éov kivduvor katd v eneéepyocio Agopédnke

7.1 IIpogurdéels yio aopain xepopuod TpomomoumOnke

7.1 Métpa vylewvng TpomomouOnke

7.2 YAkd cvuokevaciog Ipootédnke

7.2 Teyvikd pétpa Aparpédnke

72 ZovOnkeg eOAaENG TpomomounjOnke

7.3 Ewdwég yprioetg telucod kotavoiot Agorpédnke

8.2 TIpootooio TV AVOTVEVSTIKOV 00MV TpomomouOnke

8.2 TIpootacio TV yepudv TpomomouOnke

8.2 TIpootacio opBaipmv TpomomouOnke

8.2 Katdiiniot umyavikoi Ereyyot TpomomouOnke

8.2 [poctacio Tov déppatog TpomomouOnke

9 Ooun Apurpédnke

9 pH Ipoctédnke

9 Epopdvion Ipootidnke

9 YdatodaivtdnTa TpomomouOnke

10.1 AvtidpactikdnTa Aparpédnke

10.5 Mn cvpfatd vikd Agarpédnke

10.6 Emwcivduva mpoidvta amocdvieong Agorpédnke

12.1 Oworoyia - yevika Aparpédnke

13.1 Ieprpepertards kavoviopog tepl anofAntmv ApupiOnke
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Pancreas powder (lipase)
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

I peg keipevo ppacewv H ko EUH:

Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/0pBokiikdg epediopdg, katmyopio 2

H315 TIpoxalei epebiopd Tov déppartoc.

H317 Mmopei vo TpokarEcel aALEPYIKN SEPUATIKT avVTIdpOoN.

H319 IpokaAei cofapd opbopicd epebiopo.

H334 Mmnopei va. tpokarécet odlepyio 1} cupntdpato dcbuatog 1| SOGTVOLN 6E TEPITTOO EIGTVOTC.
H335 Mmropei va. Tpokarécel peBIGUO TNG AVATVEVGTIKNG 050V.

Resp. Sens. 1 Evaisbntomoinen tov avamvevoticov, kotnyopio 1

Skin Irrit. 2 AdBpwon/epebiopdg tov déppatoc, katnyopio 2

Skin Sens. 1 EvaisOntonoinon tov déppatog, karnyopio 1

STOT SE 3 Educh to&ucdtnta o dpyava-otoyovs Dotepa and pio epdmal £xbeon, katnyopia 3, epedlopdg g avamveLoTIKNG 0600

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o antd to dehtio mpoépyovtat and mnyég Tig onoies Bempodpe adiomotes. [Tapodia avtd, divovtot
YOPic Kapio eyyonon, pnty N appntn, Yo v akpifetd tovg. Ot cuvinkeg N ot péBodot yeptopod, amobnkevong, xpnong 1 ardppLyng Tov TPoiovTog dev

VIOKEWVTOL 6T 1KY [ag gvBOVI Kot propet Kot vor v UminTouy Kot 6TIS approdtdotntés pog. I'iontoig kot yior GAlovg Adyoug, omomotovpacte kabe evbuvn oe

TEPIMTOON UTMOAELNG, VAIKNG 1| XPNUOTIKNG Cnpiag oo, 1 pe 0TotodNToTe TPOTO GUVOEVELEVT LLE, TO YEPLGUO, TNV 0modNKELON 1] TN PN TOL TPOIOVTOG. AVTO TO

Aghtio Agdopévav Acparelog cuvtaydnke Kel TPETEL VoL YPTGLLOTOLEITOL Y0l TO GUYKEKPILEVO TPOTldv. Edv 10 mpoidv ypnoiponoteitent g cuoTatikd GALOL
TPOIOVTOG, OL TANPOPOPIES TOV TUPEXOVTAL EOG EVIEYETOL VL LNV Efval EQUPUOGLLES. VTEG 0L TANPOPOpieg PacilovTol GTIC TPEXOVCES YVMGELS LLOG KoL

npoopilovTal Yo voL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Yo AOYOLG LYElNS, acQaAeing Kot TEPPAAAOVIIKAOY ATAUITHCEWY. ZVVETADG, dev Oa mpémet vo. OewpnOel

OTL £YYLATOAL OTOLOONTOTE GUYKEKPILEVT] 11OTNTOL TOV TPOIOVTOG.
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