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e om eyl Saxagliptin hydrate

Agltio Agdopévov Acpareiog
of Medicines | du médicament

& HealthCare & soins de santé CONSEIL DE I'EUROPE ovppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6énwg tpomonomdnke and tov Kavoviopd (EE) 2020/878
Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Saxagliptin hydrate
Kwducde mpoidvrog : 201900092

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

EvaisOntomoinem tov avamvevotikov, kotnyopio 1 H334
Evaisbntomoinomn tov déppatog, katnyopio 1A H317
To&wodTa 6TV avamapay®yn, Katnyopio 2 H361
Ewum to&ucodtta o€ 6pyava-ctoyous Hotepa amd enavenupuévn ékbeon, H372

kotnyopia 1
ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLBailov
ATOQa0N PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO07 GHS08
Ipogworomtikn AéEn (CLP) : Kivdvvog
Anidoelg emkvdvuvomTag (CLP) : H317 - Mropei va mpokoAécel aAAEPYIKT SepUaTIK ovTidpaot.

H334 - Mnopei va tpokoréoet oddepyio 1| cvpntdpato dobpoatog 1 ddonvola g nepinton
ELOTIVOT|G.

H361 -"Yronto yia mpdknon PAaPng ot yovipdtnto 1) 6to EuPpuo.

H372 - TIpoxodei PAaPeg ota dpyava (endocrine system, immune system, skin) vVotepa and
mopoteTapévn N eravelnpupévn ékbeon (if swallowed).
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Saxagliptin hydrate
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

Anidacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101kéc 0dnyieg mpv amd T yxpnon.
P202 - Mnyv 10 pnoLOTOMGETE TPV S0PACETE Kol KATAVONGETE TIG 00N YiEG TPOPVAAENS.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/cToyoviotn/atpods/eKvepdIoTa.
P264 - TTAOvete ta x€p1a, Toug TXELS (avTIBpdyla) Kot To TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpm1te, mivete 1 Komvilete, OTAV XPNOUOTOLEITE CVTO TO TPOIOV.
P272 - Ta polvopéva evdvpata epyociog dev mpénet va fyaivouv omd 10 ydpo epyuciog.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/HEGO OTOUIKNG TTPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P284 - Xpnowonoteiote HEGH ATOUIKNAG TPOOTAGING TNG OVATVOT|G.
P302+P352 - ZE IIEPIIITQXH EITA®HXE ME TO AEPMA: ITAvte pe dobovo vepd.
P304+P340 - XE ITIEPIIITQXH EIZIINOHEX: Metagépate tov TofovTa 6tov Kabapd aépa Kot
APNOTE TOV Vo EEKOVPOCTEL GE GTACT TOL FLEVKOAVVEL TNV CLVOTTVOT.
P314 - ZupPovievbeite/Emokeqbeite yiotpo edv aicbavieite adiabecia.
P321 - Xpeidleton edkn ayoyn (PAETE CUUTANPOUOTIKEG 0dTYiES TPOTOV POoNOEIDV OTNV ETIKETA).
P333+P313 - Eav mapatnpndei epebiopodg tov déppotog N eppaviotei Eavonuo:
Yvpupovievbeite/Emokepbeite yratpd.
P342+P311 - Eqv mapovoidloviat avanvevotikd copmtopata: Koiéote 1o KENTPO
AHAHTHPIAXZEQON 1 éva yotpo.
P362+P364 - BydAte to polvcpéva povyo kot TAOVTE To TPV T EQVOXPTGULOTOGETE.
P405 - ®vrdocoeton KAeWOUEVO.
P501 - AuiBeon tov mepilexopévov/Teptéktn o€ onpeio GLALOYNG EMKIVOVVOV 1] EWBIKAOV OTOPANTOV,
GUULPMVO PLE TOVG TOTKOVG, TEPLPEPELOKOVS, EBVIKOVG 1)/Ko S1eBveig Kavoviopovg.

ZApoven oOpeove pe: eEapeital | E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG omoiag dev vepPaivovv ta 10ml

Ewovoypdppora ktvdovov (CLP) :

GHS08

2.3. AALot Kivovvor

Agv vapyovv emmAEoV TANPOQOPieg

TMHMA 3: XovOeon/ainpo@opies Yo T0 6GVOTUTIKA

3.1. Ovoigg
Ovopa AvVayvopleTIKOg KOOK6G % Katdraén oopomva pe v odnyio
TPOIGVTOG 1272/2008 EK [CLP]
Saxagliptin hydrate - <100 Resp. Sens. 1, H334
Skin Sens. 1A, H317
Repr. 2, H361
STOT RE 1, H372

ITAnpeg keipevo tov dntdcemv H ko EUH: BAéne tpnipa 16

3.2. Meiypota

Aev woydet

TMHMA 4: Métpa npaTtov fondsidv

4.1. Meprypapn péTpov TPpAOTOV fonderidv

Métpa tpdTev Bonbeldv petd amd lomvon : Bydte tov maBovta otov kabapd aépa. APHoTE TO GTopo Tov TPosPARONKE va avamvevsel Kabapd
aépoal.

Métpa mpmdTov Pondeidv petd and enaen pe To SEpuo . KoBapiote ™ peyoiivtepn duvorn mosdtnto okovmilovtdg ) (kabopd kot Hodakd amoppoenTikd
novi). ITAovete pe dpBovo vepod Kat amoppuTAVTIKO.

Métpa npmdTov Pondeidv Hetd and enapn Le To LATIo . Hemhovete pe vepd kpatmdvtag ta BAEQapa Kakd avoryTd.

03/04/2023 (Hpepopnvia ékdoong) EL (eMnvikd) 2/8



Saxagliptin hydrate
Agltio Agdopévov Acpareiog

oopgova pe Tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomonomOnke and tov Kavoviopo (EE) 2020/878

Métpa npdtmv fonbetdv petd and Katdmoon : Eem\dvete to otopa. Ewdikn wrpikn napakorovdnon. Evééyetar va cuotBel mapatetapévn worpkn
Tapokolovdnon.

ZOUTTOHOTO/EMOPACELS : BAdPeg omv vyeia evdéyetat va epavictovv pe kabuotépnon.

ZOUTTOHATO/EMIPACELG PETA OO EIGTVOT : Avemapkn dedopéva.

ZOUTTOHOTO/EMIPACELS PETG A EMOQT HE TO SEPHQL : Avemapkn dedopéva.

ZOUTTOHATO/EMIPACELG PETA OO EMAPY HE TOL HATLO : Avemapkn dedopéva.

ZOUTTOHATO/EMIPACELG PETA O KOTATOON . To copnrdpota evdgyetar va sivar AN, ke@aAiolyieg, vauTio Kot OTOAELN GUVTOVIGHOD.

ZopPovievbeite/Emokepbeite yiorpo. Eqv eivar duvatd dei&re avtd to guilo acpodeiog, ki av 0y, dei&te ) cuokevacio 1 Ty eticéta. Evepyn ovoia.
DappokevTicd Tpoiov.

TMHMA 5: Métpa Y10 TNV KOTATOAEUN O] TG TVPKAYLAG

Katddnia péca nupdcPeong : KovBépra mupocPeong.

Kivduvog mopkayidg : BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUNGN TG TUPKAYLAG : Xpnowonowmote péoa katdoPeong KatdAAnia yio Ty nepfdAlovca TupKayid.

TMHMA 6: Métpo 6€ TEpiTTMON 0KOVOLUS EKAVONG

Tevika pétpa © Amo@uyete TNV GUECT EMAPN e TO TPOIOV. Mnv avamvéete
oKkovn/avabopdosis/aéplo/oTayovidi/ oTHoNy/ EKVEPDLATA.

6.1.1. I'a TPoc®MIKO GALO 76 TO TPOCOMTIKO EKTUKTNG UVAYKIG

Métpa £KTOKTNG OVAYKNG . Qopdte KATIAANLO TPOCTATEVTIKO POVYIGHO, YAVTIO KO TPOGTAGIO Y10l TO. PATIO KO TO TPOCOTO.

6.1.2. I GTopa Tov TPOGPEPOLVY TPAOTES fo1)0sr1eg

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAéov TANPOQOpieg

Mébodot kabapiopov : Zwyovpéyte, 0T Ta amoppipato o TepicvAeyovv kot Oo amobnkevtovy acearés. Kobapiote
mpooekTikd. [TAMvete Ta voAeippoTa oV dev LTOPEiTe Vo AVOKTNGETE pE ¢ AGAVHLO VTOYA®PLOIOVG
vatpiov.

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&ipiopoég kot amo0nkevon

Emm\éov kivduvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpNotn 6Toug mihovolg Kivdhivoug Tov EVUTAPYXOVV GTNV TEPITTMOOT
OV TO TPOTOV Ypnoorom el pe Tpdmo mov opiletal amd TIC KATUCKEVAGTIKES TPOSIOLY PAPES.
TIpo@ura&els yio oo QoA xepiopd : XpnoonomaoTe o TPoidv e TPocoyn). ATOPVYETE TV AUECT) ETOPN UE TO TPOIOV. XTO HETPO TOV

Sduvato 1 xp1o”N TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTNPLOKT KOAVT.
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Saxagliptin hydrate
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

Métpa vylewvng : Xpnon tov Tpoidvtog pe opbn Propmyoavikn vyew Kot dtodikacies acpoleiog.

7.2. ZovOnkeg ao@arods pOLaENG, cupmeprhapfavopévav Toyov acvpfototiTOV

Teyvikd pétpoa T Zoppopeodeite e Tovg 1IoYHOVIEG KOVOVIGHOVG.
ZovOnkeg pOAAENG : OvAdocETAL KAEWOOUEVO.

7.3. Exducn) Tehucn} xprion 1 p1iosig

BAéne tpunpa 1.

TMHMA 8: 'Eleyyog g ék0eonc/atopiki tpoostacio

8.1. IapapeTpor eEréyyov
8.1.1 EOvikég oprokég Tipég emayyenoTikig ék0eong kon froroyikég oprakés Tipég
Agv vrtdpyovv emmAéov TANpopopieg

8.1.2. Zuvictdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQOPiEg

8.1.3. Zynpatilovrar otoyycio pHmaveng Tov aépa

Agev vdpyovv emmAEOV TANPOQOPieg
8.1.4. DNEL xon PNEC

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.1.5. Tleproyés eréyyon

Agev vdpyovv emmAEOV TANPOQOPieg

8.2. "Eheyyor £k0eong
8.2.1. Katdhinhot pnyavikoi £leyyol

Katariinior pnyavikoi éheyyon:
Awnpriote o KoAd eEoeplopevo ydpo. XpnoYLomoleite AmOKAEIGTIKA G KAEIOTN XOAVN He EVEOUOTOUEVO GiATpo. DIATpo aepocmUATISIV VYNNG
amoterecpotikotrog (HEPA filter).

8.2.2. ATopKOG TPOOTATEVTIKOG EEOTAIONOG
8.2.2.1. IIpooTacio TOV HATIAV KUl TOV TPOCATOV

Mpoocrtacio 0@pOap®V:
Ipootatevtikd yvokd. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpocracia Tov déppartog:
Xpnowonoteiote Tpootatevtikd pouyopnd yio ynpkd. DIN EN 13034

Mpooctacio TOV yEPLOV:
ITpoctotevtikd yavTie avOekTikd og ynpkd tpoidvra. ISO 374-1
8.2.2.3. IIpooTaGic TOV AVUTVEVGTIKAOV 00MV

IpocTtucio TOV OVETVEVGTIKOV 00AV:

Ye nepintoon amekevbipmong okovng : paokes pe eiktpo yio okoves P3. DIN EN 140 & 149. Yypd npoiov : Mdoka agpordpatos. Popdte avomvevoTikn
GLOKELT O TepinTmon EkBeong oe atpovs/crdvec/aepordpato

8.2.2.4. Ogppikoi kivovvol

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko TapakorovOnon g tepifariovroroyikig £ékBeong og Kivovvo

Agv vrdpyovv emmAéov TANpoeopieg
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Saxagliptin hydrate
Agltio Agdopévov Acpareiog

oopgova pe Tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomonomOnke and tov Kavoviopo (EE) 2020/878

TMHMA 9: ®vokég Kot ynUIKEG 1O10TNTEG

Duon KoTdoTaom : Xteped
APDOHOL : Mn dwbéoo
Oopn : Aevioydet
Opto oopng : Mn dwbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn Swbéoo
Inueio Ppoaciov : Mn Swbéoo
Evpiextomta : Mn Swbéoo
Opra kKtvdOvov ekprié&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0plo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Bgeppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepatucodg (1) 1 Agv oyl
AwAvtomta © Nepo: 10-33,3 g/l
ZUVTELEOTNG KATOVOUNG O pely o N-0KTavOANc/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvoTHTOL : Mn dwbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS QUOIKOD KIVOHVOL

Agv vdpyovv emmaAEOV TANPOYOPiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agv vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPAGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEov TANPOEOPieg

Agv vdpyovv emmAEOV TANPOEOPIiES

Aev vdpyovv emmAéov TANPOQOpieg

Kapio og kavovucr xprion. BAéne tunqua 7.

‘Ortov Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.
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Saxagliptin hydrate
Agltio Agdopévov Acpareiog

oopgova pe Tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomonomOnke and tov Kavoviopo (EE) 2020/878

TMHMA 11: To&koroyikég TAnpopopisg

O&ela to&koTTaL (Ad GTOHATOS) : Mn ta&wopnpévog (Baoetl tov dtabéoipamv dedopévmy, Ta Kprnpio toSvounong dev mAnpovvtal)

O&ela to&cotta (Seppatikn)
O&ela to&cotTa (avamvon)

: Mn ta&wopnpévog (EAkeloticd dedopévor)
: Mn ta&wopnpévog (EArelaticd dedopévar)

Saxagliptin hydrate

LD50 and tov otépatog o apovpaiovg

> 2000 mg/kg

AGBpwon kot epebiopdg Tov déppatog

ZoPapn opboiukn PAAPn/epediopog
EvaisOntomoinen tov avamvenstikov 1
gvaucOnTomoinet Tov dEPUTOG

MetoAho&ryéveon YEVWINTIKOV KOTTAP®OV
Kapkwvoyéveon

To&wotTa Y10 TV avamopayoyn

Ewum to&ucomta ota 6pyava-ctoyovs (STOT) —
epanag ékbeomn

Ewum to&ikomra ota opyava-ctdyovg (STOT) —
emaveknupévn xbeon

Enucvduvotnro avappdenong

Agv vapyovv emmAEoV TANPOQOpieg

TMHMA 12: OwoAroyikéc mAnpo@opies

: Mn ta&wopnpévog (EAkeloticd dedopéver)
: Mn ta&wopnpévog (EAkeloticd dedopéver)
: Mmopet va tpokarécet arkepyio 1 copmtdpota Godpatog 1| SHoTVola o€ TEPITTWON EIGTVONG.

Mmopet var TpokarEsetl OALEPYIKT SEPUATIKT AVTIOPAOT).

: Mn ta&wounuévog (EXewtaticd dedopévor)
: Mn ta&wopnpévog (EArelaticd dedopéver)
: Yronto yio mpdkinomn PAAPNG ot yovipdtnto 1} 6to Epppvo.
: Mn ta&wopnpévog (EAkewtoticd dedopévor)

. TIpokodei PAaPeg ota dpyoava VoTEPO OO TAPOTETAUEVN | EROVEIANUUEVT EKOECT.

: Mn ta&wopnuévog (Advvapio cuALoyNg dEd0UEVEOV Yo TEXVIKODG AOYOVC)

Owoloyia - yevikd

Emucivduvo yio to vddtvo mepiBdilov, Bpayunpdbeciog

(0&0c)

Emucivduvo yio to vddtivo meptBdilov, pakponpobesiog

(xpoviog)

Agev vdpyovv emmAéov TANPOQOpieg

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEoV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOQEOPiEg

. Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
: Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévav, Ta Kprtnpio ToSvounong dev mAnpovval)

: Mn ta&wopnuévog (Baoetl tov dtabéoipov dedopévmv, Ta Kprtnpio toSvounong dev mAnpovvol)
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Saxagliptin hydrate
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enelepyacios amofiiTov

Tomucn vopobeosio (amdPfAnta) . Kataotpéyte pe ao@ain tpémo GOUEOVO e TOVG TOTKOVS £0VIKODG KAVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég TavtoétyTog

Aev 1oy0et ‘ Aev 1oy0et ‘ Agev 1oy0et

14.2. Oweio ovopacia arostomig OHE

Agv 1o0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.3. Ta&n/-e1g KtvdOvov KOTa TN HETAPOPA

Agv woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

14.4. Opada cvokevaciog

Agv 1oy0gt ‘ Agv 1oy0gt ‘ Agv 1oy0gt

14.5. Mlgprfarrovtikny emKivovvéTHTO

Agv woyvet ‘ Aev 1oy0et ‘ Agev 1oy0¢t

Aev vdpyovv emmiéov Srabioiues TAnpoopieg

14.6. E1xdwkéc TPpo@UAAGEELS Y10 TOV P oTY

Eniyewo petagopa
Aev woydet

petagopd pécw Buraocong
Aev woydet

Evaépra petagopd
Agv 1oy0gt

14.7. O@alacoieg peTa@opig yVony cdppova pe Tic Tpateg Tov IMO

Agv 1oy0gL

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6YeTIKG pe THY 06QaLED, TNV VYEID KOl TO TEPLPGLLOV Y10 TNV 0VGid 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimoféceig mepropiopov)

Aev meprappavetor oto Mapdapmmua XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1086tnoNC)

Aev neprapfaveton oto Hapaptnua XIV tov REACH (Katdloyog adetoddtnong)

Kataroyog vroynorov ovordv REACH (SVHC)
Aev meplappavetal 6tov KatdAoyo vmoyneuwy ovolidv REACH
Kavoviepég PIC (EE 649/2012, IIponyodpevn cuvaivesn petd amo evnuépoon)

Aev gpappoletor.

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 7/8



Saxagliptin hydrate
Agltio Agdopévov Acpareiog

cvppmva pe tov Kavoviepdé REACH (EK) 1907/2006 6mwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

Kavoviepég POP (EE 2019/1021, Eppovor opyavikoi pomor)
Aev gpappoletor.
Kavoviopog nepi &ac0évnong Tov 6Covrog (EE 1005/ 2009)

Aev teplappavetol 6tov KatdAoyo ovclmv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov meprapfavetaiovrat) 6tov Katdhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPpNoN TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavovionég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Aev mepiéyet ovoia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpodpopmy ovotdv vapkeTikdv (Kavoviepog EK 273/2004 oyetikd pe Tig TpOSpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg
Aev vdpyovv emmAéov TANPOQOpieg
15.2. A&wordynon ynpuikig ac@aretog

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 16: Alleg TAnpo@opisg

Emonpaven olhay®dv:
To&wopmon g ovciag 1 Tov pelypoToc.

I peg keipevo pacswv H kar EUH:

H317 Mmopei vo TpokaAEcEL aAAEPYIKT SEPULOTIKY AVTIOPAOT).

H334 Mmopet va Tpokaiécet adlepyio 1 GupTTOUATO AGOUATOG 1) SVGTVOLN GE TEPITTMON EIGTVONG.
H361 "Yromto yio mpdinon BAAPNg ot yovidtta 1) 6t0 EUPpvo.

H372 IIpokaiel PAGPeg ot Opyova VOTEPD OO TOPAUTETOUEVT 1) ETAVEIANUPEVT EKOECT.

Repr. 2 To&dmta oty avamapayoyn, katnyopio 2

Resp. Sens. 1 EvatsOnronoinon tov avanvevotikov, katnyopia 1

Skin Sens. 1A EvoisOnromoinon tov 8éppatog, katnyopio 1A

STOTRE 1 Ewum to&ikodtmta e 6pyava-cToyovg votepa amd emaveknppévn £kbeon, katnyopio 1

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6e avtd T0 AT TPoépyovTal omd TNYEG TIg omoieg Oewpovpe aiomiotes. [Topoia avtd, divovol
XOPIG Kapio yydmen, pnTn 1 appnTn, Yo Ty akpifeld tov.
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