European Directorate  Direction européenne

e g3l Sitagliptin phosphate monohydrate
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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Sitagliptin phosphate monohydrate

Kodwog mpoidvtog : 201600823

Svvdvopo : Sitagliptin phosphate, salts, hydrates, isomers and impurities where applicable

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTLEN Kol TNV EXOYYEALOTIKY EKTOIOEVLOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunBcvT) TOV dEXTiOV dEdopiveV acPadsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvou eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piop6g EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpodc, katnyopio 2 H319
Ewwn to&ikodma o€ Opyava-ctdxovs Hotepa and exavellnupévn ékbeon, H373
Kkonyopia 2

IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaiiov

Amopacn HESH KPioNG EUTELPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOGC.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvovov (CLP)

GHSO07 GHS08
Ipogworomtiky AéEn (CLP) : IIpocoyn
AnAdoelg emkvovvomtag (CLP) : H319 - Ipokoiei cofapd opOaiuicd epebiopod.
H373 - Mnopei va tpokaréoet PAGBES oTa Opyove. VOTEPO 0O TAPUTETOUEVT ) ELOVEIANLUEVT
éxBeon.
Anhdogig tpoeoraéng (CLP) : P260 - Mnv avamvéete oxdvn/avabupidoei/aépo/otayovidio/atpodc/ekvepMIOTa.

P264 - TI\bvete ta xépra, Toug TXE (avTIBpdyLo) Kot To TPOGOTO GYOAUOTIKG LETE TO XEPLOUO.
P280 - Na popdte mpootatenTikd yEvTio/TpooTatevTicd evovpaTo/LEGo OTOMKNG TPOGTAGIAG Yo TO.
naTi0/10 TPOoMTO/TOL OVTLE.
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Agltio Agdopévov Acpaleiog

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

P305+P351+P338 - XE IIEPIIITQEH EITA®HXE ME TA MATIA: EenAdvete TpoceKTIKA pE vEPO
Y0 0pKETE AEMTE. AV VILAPYOVV POKOT ETAPNC, APALPETTE TOVG, AV Eivar E0KOA0. ZuveyioTe va
Eemhévere.
P314 - Zvppovievbeite/Emokepheite yratpd edv oncbavbeite adinbesio.
P337+P313 - Edv dev voympei 0 0pBaipikog epebiopdg: Zvppovievbeite/Emokepbeite yratpd.
P501 - AwédBgon tov Tepieyopévou/aeplEkTn o€ onpeio GLALOYNG EMKIVOLVOV 1 EWIKOV amoBANTOV,
GUUPOVO LLE TOVG TOTIKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kon diebveig kavoviopovs.

ZTrpavon oOpemvo. pe: eEapeital 1) EMTEPIKT GLOKEVAGIM, Ta TEPLEYOUEVA TG 0Toi0G dgv vIepPaivovv Ta 10ml

Ewovoypdappata kivdvvov (CLP) :

GHS08

2.3. AALot Kivovvor

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopioTikog Kodikos | % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
Sitagliptin phosphate monohydrate - <100 Eye Irrit. 2, H319
STOT RE 2, H373

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpo 16

3.2. Meiypota

Agv oyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Meprypopin pETPOV TPAOTOV fonbstdv

Métpa Tphrov Bondeidv petd omd emaen pe to dEpua : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi).
Métpa tpdrov Bondeidv petd omd exapn pe To pdTio 1 Eemlovete o patio pe vepod yio AOyoug ocpoAeiog.

4.2. INRavTiKOTEPH COPTTONATO KUL EMOPAGELS, APEGES 1] PETAYEVECTEPEG

Agv vrdpyovv emmAéov TANpoPopieg

4.3."Evd€1&n 0010601 TOTE AmULTOOPEVIG GUEGTG LOTPIKNG PPOVTIdaG Kut £10WKNG Ogpamneiog

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TS TUPKAYLAG

5.1. IvpocPestika péca

KotdAAnia péoa mopocBeons : KovBépta nupdcPeong.

5.2. Exdukoi TO7o1 EMKIVOUVOTNTOS TOV TPOKVTTOVY 0.T6 TV 0VGia 1| TO pHEiypa
Kivduvog moprayidg : BMéme tpnpo 2.2.

5.3. ZveTacsig yia Tovg TupocPioteg

Métpa yio TV KOTOTOAEUNON TNG TUPKAYLAG : Xpnowomomote péca Katdofeons KatdAinia yio v mtepBAALovcH TUPKAYLA.
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Sitagliptin phosphate monohydrate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOSOTIKO GLLO A6 TO TPOGCMOMUKO EKTUKTNG UVAYKNG

Métpa €KTOKTNG AVOYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPMOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopieg

Aev vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: ‘Eleyyog tng ék0eong/atopiki npoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong ko frohoyukég oprokés Tipé

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng

Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBmg amotteitor GOGTNHA YEVIKOD PNyovikoD) eE0EPIGHOD TOV XDPOL.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg
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Sitagliptin phosphate monohydrate
Agltio Agdopévov Acpaleiog
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8.2.2.2. llpoctocia déppatog

IIpootacio Tov déppatoc:
oS8 epyasTnpiov

Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpooTocio TOV UVATVEVGTIK®OV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopies

TMHMA 9: ®vuo1kég Kot (NUIKEG 1010TNTEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Duown Kotdotoon T Zteped
APDOUOL © Mn dwbéopo
Epepdvion T Xkovn.

Oopny : Mn dwbéopo
Op1o ooung © Mn dwbéopo
Enpeio th&ewg © Mn dwbéotpo
Enpeio m&ewg © Mn dwbéorpo
Enpeio Bpacpod : Mn dwbéopo
Evpiextomra © Mn dwbéorpo
Opra kvdvvov ekpnéemg 1 Aev oydet
Xoaumiotepo 6pro kpnéng 1 Aev oydet
AvdTato 6plo ekpnEpoTntog T Agvioydet
Enueto avapreéng 1 Aev oydet
Bgeppokpacio avtavaereéng 1 Aev oydet
Beppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awddopo pH : Mn dwbéopo
1EDdeC, KIvepoTicog (1) . Agv oybdel
AwAvtomzto : Nepo: 33.3-100 g/l
ZUVTEAEOTNG KOTAVOUNG GE MELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Tdon otumdv : Mn dwbéopo
ITieon atpov oe Beppokpocio S0°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIKT TOKVOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowtéc TAnpogopieg
9.2.1. IIAnpogopics 6YETIKA PE TIC KLAGELS PUGIKOD KIVdVVOL
Agv vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 (OpOKTNPIGTIKA a6QUlLeiag

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gp4TNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTKEG.
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Sitagliptin phosphate monohydrate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovy emmA£ov TANPOPopieg

Kapio og kavovikn ypnon. BAére uipa 7.

Ortav Beppaivetat p€ypt Tov onpeiov SIUOTOONG, EKTEUTEL EMKIVOVVOVG KOTVOUG.

TMHMA 11: To&koroyikég TANPOPOPiES

1.1 Tlinpogopiss yio T TiEeis Kvdivov, Gmos opilovras otov kavovios (BK) api0. 12722008
Oé&ela to&icodmta (amd cTOHUTOC) : Mn ta&vounpuévog

Oé&ela to&ucot o (SeppoTiKn) : Mn tag&vopnpévog (EAeipatikd dedopéva)

Oé&ela to&ucdmra (avamvon) : Mn tag&vopnpévog (EAreipatikd dedopéva)

AGBpmon kot epebiopdg Tov dEppatog : Mn ta&vounpuévog

ToPapn opOoipkn BAAPN/epedionog . IIpokarel coPapd o@Baipikd epediopo.

EvatsOnronoinen tov avanvevstikon 1 © Mn ta&wvounpévog

gvaucOntomoinom Tov d€ppatog

MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV © Mn ta&vounpuévog

Kapxwoyéveon : Mn ta&vounpuévog

To&wdmTa Y100 TV Avemepoy®yn © Mn ta&wvopnpévog

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mn ta&wvounpévog

gpamag £xbeon

Ewdu to&wotnta ota dpyava-ctoyovg (STOT) — © Mmnopei va mpokoréoel PAafeg oto Opyava VoTepa 0md mapaTeTapéV 1 ETavelknpupévn £xbeon.
emavelnupévn ékbeon

Enucvéovotnto avappdenong 1 Mn ta&wvopnpévos (Baoet tov dabéciov dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TANpopopisg

Owoloyia - yevikd 1 Aev nopovcidlet Wiaitepo kivduvo yio to TepBarlov.
Emucivéuvo yia to vddrvo mepiarlov, Bpayunpdbecpog @ Mn tagvounpévog

(0809)

Emucivéuvo yio to vddrvo mepidrlov, pakponpdbecpog : Mn tagvounpévog

(xpéviog)

Agv vrdpyovv emmAéov TANpoPopieg

Agv vdpyovv emmAfov mANpopopieg

Agv vdpyovv emmAfov mANpopopieg
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Sitagliptin phosphate monohydrate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

: ZroyEia oYETIKA pe TN d160gon

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPD.

Xopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog TovtdtTnTOag

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oybdet

14.2. Oweia ovopocio arostolig OHE

Aev 1oy0et ‘ Aev woydet | Agv et

14.3. Taén/-e1g KivdOvov KaTd T PETOPOPA

Aev 1oydet ‘ Aev 1oy0et | Aev 1oybdet

14.4. Opédoa ocvokevaciag

Agv 1oy0g1 Agv 1oyvet Aev 1oyder

14.5. TleprpairovTiKi} emKIVOLVOTNTO

Aev 1oy0et ‘ Aev woydet | Agv et

Agev vrapyovv emmAéov Stabéoipueg TANpoopieg

Eniyewo petagopa
Aev woyvet

peToQopd péom Boracong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0det

Agev 1oy0et
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Sitagliptin phosphate monohydrate
Aghtio Aedopévav Acpalreiog

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

TMHMA 15: Xtovyeio vopo0eTikov yopaKTipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TV 06QAaAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYHO
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepihappaveton oto [apapmmuo XVII tov REACH

Hopaptpae XIV Tov REACH (Katdhioyog ad€1080tn01G)

Aev meptrapfavetat oto Mapapmpa XIV tov REACH (Katdioyog adeioddtong)
Kataroyog vroyigiov oveidv REACH (SVHC)

Aev nepthapfavetor otov Katdroyo vroyneiev ovcliov REACH

Kovoviopéc PIC (EE 649/2012, IIponyodpevn ovvaivesn petd and evynpuépoon)
Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavukoi pomor)

Aev gpappoletar.

Koavoviopéc mepi e&ac0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev teptlapfaveTol 6Tov KatdAoyo ovoumv mov e&acbevifovv to 6Lov (Kavoviondg EE 1005/2009)

Kavoviopdg mepi ekpnkTik®v tp6dpopmy ovordv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meptrapfdvetar(oviat) 6Tov Katdrloyo Tpddpopav ovoldv ekpnktikav (Kavoviopog EE 2019/1148 oxetikd pe v epmopio. kot
™ XPNOT TPOSPOLUDV OVGLDY EKPTKTIKMDV)

Kovoviepég mepi mpodpopmv ovoidv vapkotik®dy (EK 273/2004)

Agv mepiéyel ovoio(eg) mov mepAapfaveTa(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapkaTik®v (Kavoviopog EK 273/2004 oyxetikd pe tig mpoddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwuratelg

Aev vrdpyovy emmAfov TANpoPopieg

15.2. A&orhoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 16: AlLheg TANPOQOPiES

peg keipevo ppacewv H ko EUH:

Eye Irrit. 2 YoBapn o@Oaipkn BAEAPN/0pBatukog epediopds, katmyopio 2

H319 Ipokaiel cofapd opboipticd epebiopod.

H373 Mmropei va Tpokarécet PAABES oTa Opyova VOTEPO OO TAPOTETAUEVT | EXOVEIANUUEVT EKOEDT.
STOTRE 2 Edwn to&ikotmra o€ 0pyava-otdxovs Hotepa and exovellnupévn ékbeon, katmyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXEH EY®NHZX Ot mAnpo@opieg mov TePIEYOVTaL 6€ aVTO TO SEATIO TPOEPYOVTUL 0O TNYEG TIG 0Toieg Dewpovpe agomiotes. [lapdra avtd, divovtol
XOPIG Kapio gyydnon, pnty N appnTn, Yoo TV aKpifeid toug.
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