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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Sitagliptin phosphate monohydrate
XHUMHYECKO HANMEHOBAHHUE : Sitagliptin phosphate monohydrate
CAS Ne 1 654671-77-9

Kon na npoxykra : 201600823

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 uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319

CreniyHa TOKCHYHOCT 3a OTIPE/IENICHN OpraHy — noBTapsma ce  H373

excnozunus, Kateropus 2

3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

He6aaronpusiTHi GU3NKOXUMIYHHA e(peKTH U HeOJIAaronpusATHY edeKTH 32 3APaBeTo HA YOBEKA W OKOJHATA cpela

IIpenu3BuKBa ceprO3HO Jpa3HEHe Ha ounTe. Moxke 1a MPUYHHH YBPEXKJaHe Ha OPTaHUTE IPH NPOJbDKUTENIHA WIH HOBTAPSIIIa Ce eKCIIO3HIIHA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H319 - IIpenu3BuKBa CepUO3HO Apa3HEHE HA OUYHTE.

H373 - Mosxe 1a IpHYUHE YBpeXJaHe Ha OPraHUTe IPH NIPOIBIDKUTEIHA WIH OBTapsia ce
€KCIIO3HLUSL.
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Sitagliptin phosphate monohydrate

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

Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax/mymiex/ra3/ ium/u3mapeHust/aepo30Iii.
P264 - Jla ce u3amue pbLeTe 10 JIAKTUTE U JIMIETO CTApATENIHO clie]] yrnoTpeda.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIna3Hy OYIIa/Ipeana3Ha Macka
3a JTHIe/IPe/INa3Hu CPeICTBA 3a 3alIUTAa Ha CITyXa.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBaieTe KOHTAKTHHUTE JICIH, aKO UMa TAKABA M JOKOJIKOTO TOBA € BH3MOXHO.
Ipoabwkere ¢ U3MIAKBAHETO.
P314 - IIpu Hepa3onI0KeHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P337+P313 - [Ipu mpoABDKUTEIHO ApasHene Ha ounte: [loThbpcere MeUIIMHCKH ChBET/TIOMOIL.
P501 - CbappixkaHHETO/ChIBT 1A CC M3XBBPIIH B IYHKT 33 ChOMPAHE HA OMACHU MU CIICHUATHI
OTMaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIIHH, HAIIMOHATHH /WM MEKIYHAPOIHI
pasnopenou.

Etukerupane B choTBeTCTBUE C: V3KII0YEHHS 32 BBTPELIHU ONAKOBKH, KOTaTo ChIbPXKAaHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarms : AKTHBHO BemeCTBO (BbB (hapManeBTHIHN MPOJYKTH).
BHuMaHuMe - BENECTBO, KOETO BCE OIIE HE € U3MHUTAHO HAIBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTAa Perinament (EO) Ne 1272/2008 [CLP]
Sitagliptin phosphate monohydrate CAS Ne: 654671-77-9 <100 Eye Irrit. 2, H319
STOT RE 2, H373

3a meinnus Teker Ha H- u EUH-nipeaynpexeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOLL

H‘pra moMo1f - 06HII/I MEpPKHU . BBB Bcnukn CJIy4au Ha CbMHEHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHbPCETE MEJUIIMHCKA
TTOMOIII.
H‘pra TIoMo1l Ipyu BAUIIIBAHE . W3Benmere nuiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIIlA TUITAHETO. }Ia C€ oCTaBH

TocTpajaius 1a cu noure. B caywaii Ha npunomasane: IToTbpcere MeUITMHCKH CHBET/TIOMOIIL.

ITepBa oMo IPH KOHTAKT C KOXKaTa : /Jla ce cBau 3aMbPCEHOTO 00JIEKIIO U U3JI0KEHUAT YUAaCThK OT KOXKaTa JIa Ce M3MHE C MEK CalyH H
BOJIa, KaTo CJIeJl TOBA C€ U3IUIAKHE C TOIIA BOJA.

ITepBa oMo MPK KOHTAaKT C OYUTE : M3nnaknaere He3a0aBHO M CTAPATEIHO C BOZA, KATO bP)KUTE KIIETIAUUTE MIMPOKO OTBOPEHH (B
TPOJIbIDKEHNE Ha NoHe 15 MuHyTH). CBaNeTe KOHTAKTHHTE JICIHN, aKO NMa TaKHBa ¥ JIOKOJIKOTO TOBA
e Bp3MoxkHO. [Iponbmkere ¢ u3mnaksanero. [lorbpcere MeMIMHCKA OMOL, ako 60JIKaTa,
MHTaHETO WIIM 3a4ePBABAHETO MPOJIBIDKAT.

ITepBa MOMOII IPH MOTIIBINAHE . HMsnnakmere ycrara ¢ Boja (CaMo ako II0CTPaJialuAT € B Ch3HaHue). Hukora He JaBaiiTe HUIIO Npe3
ycTara Ha 4oBeK B Oe3ch3HaHue. He3abaBHO IOTHPCETe MEAMLMHCKU CHBET/IIOMOLL.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

CI/IMHTOMI/I/GQ)BKTI/I CJICJI KOHTAKT C OYMTEC : HpeHPBBI/IKBa CEPHO3HO APAa3sHCHE HAa OYHUTE. 3a‘lepB}IBaHHﬂ, Ooska.

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa 10mbIHUTETHA HHOPMAIUST
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Sitagliptin phosphate monohydrate

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.
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Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU : Jla He ce sze, MUe WM MyIIX IpH ynoTpeba Ha MpoaykTa. Jla He ce M3HACsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcenosus 3a CbXpaHsBaHE : I{a C€ CbXpaHsaBa HaA I[OGpC TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ
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Sitagliptin phosphate monohydrate

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [IapameTpn Ha KOHTPO.JI
HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:

Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3ammTa Ha ouyHTE:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)

3amuTa Ha KoKaTa

3amMTa HA KOKATA M TAJI0TO:

Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbuere:

Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3ammTa HA UXATEJTHUTE MHTHIA:

B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ATperaTtHo ChCTOSHHE

IBsT

BrbHien sug

MonekynHa Maca

Mupuc

I'pannnara Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpB3BaHE

Touka Ha KUIIEHE

3ananuMocT

JlonHa rpaHuIa Ha €KCIIO3UBHOCT
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT
IInamua remnepatypa
Temneparypa Ha camo3anaiaBaHe
Temmneparypa Ha paznaraHe

pH

pH pastBop

Bucko3uteT, KHHEMaTHICH
PastBOpuMOCT

KoedurmenT Ha pasnpeneneHue: n-okranoi/soaa (Log
Kow)

Hansrane Ha mapure

Hansraune Ha napute mpu 50°C
IInsTHOCT

OTHOCHTENHA ITTHOCT
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C
Pa3mep Ha yacTHIHTE

TBBpIO BEMmECTBO
OsUT. IOYTH OSIT.
Ipax.

523.3 g/mol

He e nannuno

He e nanmnuno
~220°C

He e nannuno

He e nanmmuno

He e nanmmuno

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanmnuno

He e nanmnuno

He e nannuno

He e npunoxumo
Bopma: 33.3-100 g/1
He e nannuno

He e nanmmuno
He e nanmuuno
He e nanmmuno
He e nanmumuno
He e npunoxumo
He e nanmmuno
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Sitagliptin phosphate monohydrate

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

PA3JEJI 11: HKO0JIOTMYHA HHpOpManus

OcTpa TOKCHYHOCT (OpasHa) : He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JIaHHH, HE CA U3ITBIHEHH KPUTEPHUTE 32
kiIacubumpane; JIMICBAT TaHHM)

OcTpa TOKCHUYHOCT (iepMaiHa) : He ce xnacudunupa (Jlunceat nanHm)

OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jluncear nanHm)

Sitagliptin phosphate monohydrate (654671-77-9)

LD50 opanHo mrbx > 3000 mg/kg

KoposusHoct/apasHene Ha Koxara . He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAaHHH, HE CA U3ITBIHECHU KPHUTCPUUTE 32
KIacupHIEpaHe)

Cepro3HO yBpesK/[aHe Ha OUMTE/IpasHEHEe Ha OUNTE : Ilpenu3BHKBa cepruO3HO Jpa3HEHE HA OYUTE.

CeHcubunisanys Ha JUXaTelHUTE MbTUINA i koxata  : He ce kimacuduumpa (B3 ocHOBa Ha HAIMYHNTE JaHHU, HE Ca U3ITBIHEHN KPUTEPUUTE 3a
KIacupHIIpaHe)

MyTareHHOCT Ha 3aPOUIIHUTE KIETKA . He ce xnacuduumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHU KPHUTEPUUTE 32
KJacuupane)

Kanneporensoct : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHATE TaHHY, HE Ca H3IBIHEHH KPHTEPHUTE 32
KnacuHImpaHe)

TOKCHYHOCT 3a PEPOAYKIHATA : He ce xnacudunupa (B3 ocHOBa Ha HAJIMYHUTE JaHHH, HE CA U3ITBIHCHU KPUTEPHUTE 3a
KnacuuIupaHe)

CTOO (crnennduyHa TOKCHYHOCT 32 OIPEICICHU : He ce knacu¢umpa (JIunceat nanxu)

OpraHu) — €JHOKpPATHA eKCIIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEIeHU : Moske 1a IpHYMHE YBpeXkIaHe HAa OPraHUTe IPH IIPOIBIDKUTEIIHA WK IIOBTApSIa Ce eKCIO3HIIHS.
OpraHy) — HOBTapsIIIa ce eKCIIO3UIUSL

OmnacHOCT IIpH BAUIIBAaHE : He ce xnacudunupa (Jluncsat nanxm)

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS
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Sitagliptin phosphate monohydrate

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

PA3JIEJI 12: Exojiornyna nHpopmanust

12.1. Tokcu4HOCT

OnacHo 3a BOJIHATa cpejia, KpaTkocpouHa (ocTpa)

OnacHo 3a BOJHATa cpefa, IbIAroCpoYHa (XPOHUYHA)

: He ce knacu¢uimpa (Bb3 0cHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHA KPHTEPUHTE 32

KIacupHIEpaHe)

: He ce knacu¢uimpa (Bp3 0CHOBa Ha HATMYHHUTE JAHHH, HE Ca U3IIBJIHEHA KPHUTEPUHTE 32

KIacupuIEpaHe)

Sitagliptin phosphate monohydrate (654671-77-9)

LC50 - Pubw [1]

> 100 mg/1 (96 gaca, Pimephales promelas) (merox OECD 203)

EC50 - Pakoo6pasuu [1]

60 mg/1 (48 gaca, Daphnia magna (Boana 6sixa)) (Mmetox OECD 202)

EC50 72h - Bogopaciu [1]

> 39 mg/1 (96 4aca, Pseudokirchneriella subcapitata (3eneru Bogopacnu)) (merox OECD 201)

NOEC xponunyna pubu

9.2 mg/1 (33 nuu, Pimephales promelas) (merox OECD 210)

NOEC xponnyHa pakoobpazHn

9.8 mg/1 (21 nuu, Daphnia magna (Boxna 6bixa)) (Merox OECD 211)

NOEC xpoHH4YHa BOJ0OpacIu

2.2 mg/1 (96 gaca, Pseudokirchneriella subcapitata (3enenu Bogopacnu)) (merox OECD 201)

12.2. YcTOYMBOCT M pa3srpaiuMoctT

Sitagliptin phosphate monohydrate (654671-77-9)

YcToiuMBOCT U pasrpaguMocT

He ce pasrpaxma 6Bp30

12.3. BuoakymyJiMpania cnocooHOCT

Hsima HanmaHa JOITBJIHUTECITHA I/[H(t)OpMaI_II/I}I

12.4. IlpeHocumocT B OYBATA
Hsma Hanmuuna JOITBJIHUTCITHA HH(l)OpMaLIPI}I
12.5. Pe3yararu ot ouenkara Ha PBT u vPvB

Hsma Hanu4Ha IOMBIHUTETHA HHOPMALUSI

12.6. CpolicTBa, Hapymiapamu (P)yHKIHHTE HA €HAOKPUHHATA CHCTEMA

Hsma HanunyHa nombiHUTETHA HHOPMALUS

12.7. Ipyru HeOnaronpusitHu eQeKTH

HsiMa Hann4yHa JOMBJIHATENHA HHQOpMALHS

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUNUTE

13.1. MeToau 3a TpeTHpaHe HA OTHAXbIN

Hsma HanuyHa A0NBIHUTEIHA m—[(bopMaum{

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA

ADR

IMDG TATA

14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKALMOHEH HOMEP

He e npunoxxumo |

He e npunoxumo | He e npunoxxumo

14.2. TouHo HauMeHOBaHUe Ha NpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo |

He e npunoxumo | He e npunoxumo
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Sitagliptin phosphate monohydrate

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

ADR IMDG IATA

14.3. Kiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 3a 0KOJIHATA cpeAa

He e npunoxxumo | He e npunoxumo | He e npunoxumo

Hsima torrbJiHUTEIHA HAJTMYHA HH(bOpMaLIHﬂ

14.6. CnenpaiHu NpeANa3sHH MepPKHU 32 NOTPeOUTeINTe

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bu3gymien TpancnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHAapo/iHATa MOPCKA OPraHu3aIus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOpMATHBHATA ypenoda

15.1. CnenuduyHu 32 BemieCTBOTO UM CMeCTa HOPMATHBHA ypea0a/3aK0HOAATEJICTBO OTHOCHO 0€30I1ACHOCTTA, 3IPABETO H OKOJIHATA
cpena

Peraamentn Ha EC

REACH, Ilpuio:xenne XVII (YciaoBus 3a orpaHuyaBaHe)

He ¢urypupa B [lpunoxenne XVII ra REACH

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peniaBane)

He ¢urypupa B IIpunoxenne XIV na REACH (Crmcbk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH, Cnucbk ¢ kanauaaT-semecrsa (SVHC)

He ¢urypupa B cnncvka Ha REACH ¢ kananaar-BenecTsa

PersiameHT 0THOCHO BelecTBa, KOUTO HapymaBaT o3oHoBus cJoii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIeCTBa, KOUTO HapyIaBaT 030HoBus cioii (Permament EO 1005/2009)

Persnamenr 3a uzaenusTa ¢ aBoiina ynorpeoa (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/IaHe pexkuM Ha OOLIHOCTTA 32 KOHTPOJI Ha U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPAH3UTA HA U3JICNHUS M TEXHOJIOTHH C JIBOMHA ynoTpeba.

PerjiaMeHT 0THOCHO NpeKkypcopuTe Ha B3puBHH BemecTa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIACHKA ¢ IIPeKypcopH Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a npeanaranero Ha ma3apa u ynorpebara Ha
IPEKypCOPH Ha B3pUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BewecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe Bewectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO M ITyCKAHETO
Ha ra3apa Ha ONpE/ICICHH BEIECTBA, U3IMONI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMeC

Hsima HanuyHa ONBIHUTEIHA P[H(‘bOpMaI.II/IH
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Sitagliptin phosphate monohydrate

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

PA3JIEJI 16: Ipyra ungopmanus

HNHaukanms 3a npoMeHn
Pasznen IIpomenen eemMeHT KomenTtapu
3ameHs BepcHsATa OT Jlo6aBeno
Jlata Ha pemakuusTa Jlo6aBeno
1.1 CHHOHUMH IIpemaxnarto
1.1 CAS Ne Jlo6aBeno
1.2 Orpannuenys 3a ynorpeda IIpomeneno
1.2 Vrnorpeba Ha BelecTBOTO/CMECTa ITpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda ITIpemaxuato
2.1 Heb6naronpusitaun QU3HKOXUMUYHY e(DEKTH 1 IIpomeneno
HeOIaronpusATHY e()eKTH 3a 3APABETO HA JOBEKA U
OKOJIHATa cpejia
2.3 Jpyra urdopmarus Jlo6aBeno
4.1 IIppBa nomol - 00K MEPKU JobaBeHo
4.1 IIppBa noMoOILL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 npu BIUIIBAHE JlobaBeHo
4.1 IIppBa nomo1L Npy MOITbILAHE Jlo6aBeno
4.1 IIppBa OMOII TP KOHTAKT C OYUTE IIpomeneno
4.2 Cumnromu/eeKTa ciie; KOHTAKT C OYUTE JlobaBeHo
5.1 Henoxxonsuy noxaporacuTenHu CpeACTBa Jlo6aBeHo
5.1 Toaxoasimu noxkaporacuTesHi CpecTBa IIpomeneno
52 OnacHu IPOAYKTH Ha pa3liajiaHe B cilydaii Ha JobaBeHo
oxap
52 OmacHOCT OT IoXap IIpemaxunaro
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 MHcTpyKuuy 3a raceHe Ha moxapu IIpomeneno
6.1 3alMTHU cpejicTBa Jlo6aBeHo
6.1 ABapuiiHy n1aHOBE ITpomeneno
6.1 OO6mu Mepku Jlo6aBeno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoNIHaTa cpeza | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeno
6.3 MeTo 1 3a moYncTBaHE Jlo6aBeno
6.4 ITo3oBaBane Ha apyru pasnenu (8, 13) JlobaBeHo
7.1 Ipenmasan Mepku 3a 6e3omacHa paboTa JlobaBeHo
7.1 XUTHEHHH MEPKH Jlo6aBeno
7.2 VYcnoBust 3a cpXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.3 CreuuduyHy KpaiHu yrnotpeoun IIpemaxnarto
8.2 3aluTa Ha JUXaTeITHUTE IIbTUIIA Jlo6aBeHo
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Sitagliptin phosphate monohydrate

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
8.2 3amura Ha phIeTe IIpomeneno
8.2 3amumTa Ha OYUTE JobaBeHo
8.2 Toaxoasiiy HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3alura Ha Ko)KaTa U TSUIOTO IIpomeneno
9 Touka Ha TOTIEHE Jlo6aBeHo

9 MornekyiHa Maca JobaBeHo

9 LBsiT Jlo6aBeno
10.1 PeakmonHa ciocoOHOCT IIpemaxunaro
10.3 BB3M0OXKHOCT 32 ONACHU peakLuu IIpemaxuarto
10.5 HecwsBmecTumu marepuanu IIpemaxnaro
10.6 OnacHu NPOAYKTH Ha pa3lagaHe IIpemaxunaro
11.1 LD50 opanHo miuex JloGaBeno
12.1 NOEC xponnuHa pubu JobaBeHo
12.1 NOEC xponnuna pakooOpazHu Jlo6aBeno
12.1 NOEC xpoHHYHa BOJIOPACIH JobaBeHo
12.1 ECS50 72h - Bonopaciu [1] Jlo6aBeHo
12.1 ECS50 - Pakoo6pasuu [1] Jlo6aBeHo
12.1 LC50 - Pubm [1] Jlob6aBeHo
12.1 Exomnorust - 061mo IIpemaxunaro

II'bnen Texer na H- u EUH-npeaynpeskaeHusiTa 3a oacHoCT:

Eye Irrit. 2 CepHo3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H373 Moske 1a IPHYHNHA YBpeXKIaHe Ha OPraHHUTe IIPU IIPOIBIDKUTEIHA WIH IIOBTAPAIIA C& CKCIIO3HIIHS.
STOT RE 2 Creruuyaa TOKCHYHOCT 32 ONpeielIeHH OpTaHH — IIOBTapsIa ce excrosuius, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpkaiia ce B To3u MHdopMaroneH JIucT 3a 6e30MacHOCT, € MOJdy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a

HaOCKIHHA. BLHpeKI/I TOBAQ, I/IHq)OpMaI_lI/I}IT'd Ce npeaocTaBsa 0e3 HUKaKBa TapaHuys, n3puiHa Ui noz[pa36npa111a CC, OTHOCHO HeliHaTa KOPEKTHOCT. YcnoBusara unn

MCTOOUTE 3a pa60Ta, CbXpaHCHHUEC, yHOTpCG'd N 0603ch>1<;[ch Ha MPpOAYKTa Ca U3BBH HAIIM KOHTPOJ XU MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. HOpa,IlI/I
Tasyu U APYTHU MIPUYNHHA, HUC HE ITOEMaME OTTOBOPHOCT U U3PUYIHO CC OTKa3BaMe OT OTTOBOPHOCT 3a fsary61/1, LIETH UKW pa3Xoau, NPpOU3TUYAIIH OT WU CBBP3aHU

110 HAKaKbB HA4YUH C pa60TaTa, CbXpPaHCHUETO, yHOTpC6aT8. N 0603BpC)K,E[aHCTO Ha IpOoAyKTa. To3u I/IH(i)OpMaI_lI/IOHCH JIUCT 3a 0€30TMaCHOCT € U3TOTBCH U TpHGBa

Ja Ce U3MoJj3Ba caMo 3a TO3U MPOAYKT. Axo MIPOAYKTHT C€ U3IOJI3BA KATO ChbCTaBKa HA APYT'd NPOAYKTH, HATUIHATA I/IH(l)OpMaI_H/IH Ou Mora J1a CC OKaxe
HETIPUIOXKUMA. Tasu I/IHCl)OpMaLH/IH CC OCHOBaBa HAa HAIIWUTC TCKYIIH MMO3HAHUS U € IPCAHA3HAYUCHA [1a 1a/I€ ONMCAaHNEC Ha MPOAYKTa CaMO 3a LCIUTE Ha
31paBCOMa3sBaHETO, 0e30MMacHOCTTa M OKOJIHATA cpena. HOpa,ElI/I TOBA, TS HC TpHGBa Jla C€ ThJIIKYBA KAaTO rapaHIys 3a CBOMCTBaTa Ha NPOAYKTaA.
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