NH®OPMALLMOHEH JIUCT 3A BE3OMACHOCT (UJ1b) — mn3roteeH cbriacHo PernameHT (EO) N2 1907/2006 (REACH),
MpwunoxeHwue I, nameHeH c PernameHT (EC) 2020/878.

., YEPHOBA — CAMO 3A U3C/IEAOBATEJICKA YMOTPEBA (RUO). To3n AOKyMeHT e YepHOBa 3a CboTBeTCTBUE. Tpsabea aa
6be npernesaH, AOMbJHEH U BaAVAMPaH OT KBaMGULMPaHO KOMMETEHTHO inLie npean oduumanHo ngaeaHe. JlaHHuTe,
otbenszaHu kato ,Hama Haamunm gaHHn" / ,N/A (Research Chemical)", TpsbBa ga ce NoTBBLPAAT CNpsMo cepTrdukaTa 3a
aHanu3 (CoA) Ha npov3BoanTens. He ca npueTn nam U3MMUCIEHN PeryaaTtopHu CTOWHOCTU.

NHpopmaumoHeH nucr 3a 6esonacHoct — Orforglipron

Jata Ha peBusua: 2026-06-08 - Bepcusa: 1.0 (DRAFT) - 3ameHs: HAMa

PA3SAEN 1: NaeHTndMKauma Ha BewecTBOTO/CMecTa U Ha ApYy>KecTBOTO/NpeAnpuATUeTO

1.1. NgeHTndukaTopmu Ha NnpoayKTa

® HaumeHoBaHuWe Ha npogykTa: Orforglipron

e Kog Ha npogykTa (SKU): PEPT-ORFO-5

e KosmuecTBo B onakoBka: 5 mg Ha dpiakoH

1.2. UpeHTnduumpanm ynotrpebu n ynorpebu, Kouto He ce npenopbuBart

e VaeHTudunumpaHa ynotpeba: Crporo 3a abopaTtopHa uscnepoBartesicka v aHanMTU4YHa ynortpeba (Research
Use Only, RUO).

® Ynotpebw, kouto HE ce npenopbusat: HE 3a xymaHHa uav BeTepuHapHa ynotpeba, HE 3a gnarHoctnuHun nan
TepaneBTn4HK Lenu, HE 3a npunaraHe B nam Bbpxy tan0T0, HE 3a xpaHa, ko3meTnka uam 6utosa ynotpeba. He e
NekapCTBEH NPOoAyKT No cmucbaa Ha dunpektnea 2001/83/EQ.

1.3. AaHHu 3a gocraBumuka Ha UJ1b

e [loctaBunk: PeptidLabs

e PeructpupaHo HavMeHOBaHWe 1 aZpec Ha APYXXeCTBOTO: [0d ce NoNb/IHU — 0nepamusHo opuduyecko auye]
® e-nowa (KomneTeHTHO aunLe / KoHTakT 3a WJ1B): info@peptidlabs.eu

1.4. TenedoHeH HOMEpP NPU CNELLHU CayYan

® 1359 895 345 189 (nomswvpdeme 24/7 HanuyHocm npu nyckaHe Ha nasapa Ha EC)

PA3/AE/ 2: OnncaHmne Ha onacHOCTUTe

2.1. KnacudpuumpaHe Ha Bew,ecTBOTO WM cMecTa

® He e knacnpuumpan cbrnacHo CLP Bb3 ocHOBa Ha HasiMuHUTE gaHHU. OnacHOCTUTE He ca HaMbJ/IHO
oxapakrtepusupaHu. [la ce pabotu c npegnasHu mepku no flobpa naboparopHa npaktuka (GLP).

e (PernameHT (EO) N2 1272/2008.) TOKCMKONOTMYHNUTE M €KONOTUYHWTE AaHHW 3a TOBA BELLECTBO Ca OrpPaHUYeHn uian
JMNCBAT; NPW INMNCa Ha MbJHW AaHHW TPeTMpaliTe KaTo BELLLEeCTBO C HEM3BECTHA TOKCMYHOCT.

2.2. EnemeHTn Ha eTtukeTa (CLP)

e [lukTOorpamm 3a OnacHOCT: He Ce U3NCKBAT Bb3 OCHOBA Ha Ha/IMYHUTE JaHHW.

e CurHanHa gyma: Hama.

o [lpeaynpexgeHusa 3a ONacHOCT: HAMa onpeAeneHn (JaHHUTe ca HeJoCTaTbYHM 3a KnacuduumnpaHe).

e [Ipenopbku 3a 6esonacHocT: P262 — [la ce n36srea KOHTaKT C o4mnTe, KoXaTta uin obneknoto. P270 — [la He ce
a4e, e uan nywm npu ynotpeba Ha npogykta. P280 — V3non3sante npeanasHn pbkaBuLumu/3aLumnta Ha oumnTe.

2.3. Apyrv onacHocT!

e QueHka PBT/vPvB: He e onpegeneHa (HaMa HannuHM faHHW).

e Camo 3a nscneaoBaresicka ynorpe6ba. [1poaykTbT ce 4OCTaBsA 3a U3CNeABaHe U He e NpejHa3HauveH, U3NUTBaH Uan
OZ06PEH 3a eKCMO3MLMS Ha XOpa UK XKMBOTHM.



PA3AEN 3: CbcTraB/MHpOpMaLUA 3a CbCTaBKUTE

3.1. BewectBa

UpeHTudukartop CroiiHocT
XUMUYHO/NPOAYKTOBO HauMeHOoBaHme Orforglipron

CAS Ne 2212020-52-3

EO (EINECS) N2 Hama HannuHu gaHHK
MonekynHa popmyna HaMa HanvuHK gaHHK
MonekysHa mMaca HsMa HanvuHK gaHHK
MenTngHa nocneA0BaTENHOCT (aKO € MPUAOXKUMO) Hama HannuHu aaHHK
YucroTa > 98% (HPLC)

CAS HomeparTa, KbAeTO Ca MOCOYeHH, ca NpoBepeHu cnpamo perncrbpa PubChem; ,N/A (Research Chemical)" ce
M3Mnos3Ba, KoraTo He e NotebpAeH pernctpmpaH CAS 3a KOHKPETHOTO CbeAMHeHWE (HOBO, CMeC 1N
HeoxapakTepusnpaHo) — NPUeMIMBO 3a BELLLECTBO CaMO 3a M3c/iefoBaTesicka ynotpeba.

PA3AEN 4: Mepku 3a nbpBa NOMOLL,

* [pwu BanwBaHe: VI3Begete Ha UnCT Bb3ayX. [1pn onaaksaHna noTbpceTe MeauLMHCKa nomMoLl,. MNokaxeTe To3un
WNBb.

¢ [pwu KkoHTaKT ¢ KoXkaTa: CBasieTe 3aMbpCceHOTO 0baekno. N3muiite 0bMIHO Cbe canyH 1 Boga. MNpu pa3apasHeHune
noTbpceTe MeANLIMHCKA NMOMOLL,

L4 anI KOHTAaKT ¢ oumTte: /I3n1akHeTe BHUMATENHO C BOJa B NPOAbAXKEHNE Ha HAKOJIKO MUHYTW; CBasieTe€ KOHTAaKTHUTE
Jiewn, ako € Bb3MOXXHO. I'Ipop,meeTe M3nnakBaHETO. I'IOprceTe MeaNnLUMHCKa NOMOLL,.

¢ [pwu nornbwaHe: HE npeanssrkeanTte noepbluaHe. 3nnakHete yctata. Hikora He faBaiTe HULLO Npes ycTaTa Ha
n3nagHan B 6e3cb3HaHne YyoBek. He3abaBHO NoTbpceTe MeAULIMHCKA MOMOLL.

4.2. Haii-Ba)KHM cMMNTOMU U epeKTH, ocTpu 1 3abaBeHu: Hama HaanyHW faHHW.

4.3. Yka3aHue 3a Heob6xoanmocT ot He3abaBHa MegULMHCKa nomouy: Hsima n3BecteH cneunduyeH aHTUaoT.
JleueHve crnopes cMMNTOMUTE.

PA3AEN 5: MpoTuBOono>XapH1U MepKun

5.1. MoxxaporacutenHu cpepcrsa: MNoaxoAAWM — BOZHa CTPYs, YCTOMUMBA Ha alIkOXON MsAHa, CyX Npax, BbraeposeH
avnokeng (CO,). Henoaxoadawm — cuiHa BOAHa CTPYA NMOJ, BUCOKO HanAraHe.

5.2. Ocob6eHn onacHocTu: [pu ropeHe MOXe Zia ce OTAeNAT BbraeposgHu okcnam (CO, CO,) u a3otHm okenam (NO,).

5.3. Mpenopbku 3a no)kapHuKapute: HoceTe aBTOHOMeH AunxaTeneH anapat (SCBA) 1 mbaHO 3aLWmTHO 0beko.

PA3JE/1 6: Mepku npu aBapuitHO U3nyckaHe

6.1. Jlnunu npegnaszxu mepkum m JINC: Hocete noaxogsawm JINC (Pazgen 8). V36arearite obpasyBaHe 1 BAWLIBaHE Ha
npax.

6.2. NMpeanasHu mepku 3a oKoJIHaTa cpeaa: [1pejoTBpaTeTe NonajaHe B KaHaAM3aLmsa, BOAHN TeYeHMsa 1 noyBsa.

6.3. MeTtoau 3a nouncrBaHe: CbbepeTte MexaHUYHO; U3bsrearite obpasyBaHe Ha npax. MNocTaBeTe B 0603HauYeH Cby 3a
obesBpexzaaHe (Paszgen 13). MouwncTeTe 30HaTa cnes ToBa.

PA3JEN 7: PaboTta n cbxpaHeHue

7.1. NMpeana3sHn mepku 3a 6e3onacHa paborta: Pabotete no GLP. Vi3nonsBanTte siokanHa cMykaTenHa BeHTUALNSA/
KaMuWHa npw paboTa ¢ npax. M36sreaiite o6pasyBaHe Ha Mpax 1 KOHTaKT C OUNTE, KoXaTa U 06aeknoTo. He sxTe, nuiite



unm nywerte. ViamuBaiiTte pbLeTe cnes pabora.

7.2. YcnoBus 3a 6e3onacHo cbxpaHeHue: CbxpaHsaBanTe Ha X1aZHO U cyxo MacTo npu 15-25 °C, 3awmteHo ot
CBET/IMHA W BAara. JpbXTe NABTHO 3aTBOPEH. [lpbXKTe faney oT OKUCAUTENN.

7.3. CneyunduuHa kpaiiHa ynotpeba: Camo 3a nabopatopHa n3ciegoBarescka ynotpeba.

PA3AEN 8: KoHTpon Ha eKcno3uumATa/AMYHU NpeanasHUu cpeacTBa

8.1. MapameTpu Ha KOHTpOA: HAMa yCTaHOBEHW FPaHNYHN CTOMHOCTU Ha NpodecnoHanHa ekcnosnuumsa (OEL) 3a ToBa
BeLLecTBO (Hama HannuHm aaHHm).

8.2. KoHTpon Ha ekcnosuumaTa:

e TexHMUEeCKN MepKu: MoAXOAfALLA BEHTUALMSA; KaMWHa/NoKalHa CMyKaTeHa BeHTUAaLms npu paboTa ¢ npax.
® 3awmTa Ha OUMTE/NNLLETO: MPeAnasHu ouYnia CbC CTpaHMyHa 3awwmTa (EN 166).

® 3allMTa Ha KoXaTa: XMMUYEeCKN YyCTOMUMBN HUTPUAHW pbkaeuum (EN 374); nabopaTtopHa npectuska.

e /lyxaTenHa 3aliuTa: Npy Bb3MOXHO 0bpasyBaHe Ha npax — npoTmBonpaxosa Macka (EN 149 FFP2 van no-zo6bpa).

PA3AE/1 9: ®U3NUHM U XMMUUYHU CBOMUCTBA

CBolicTBO CroMHoCT

ArperaTtHO CbCTOSIHME TBBPAO BeLLecTBO (Kancyna)
BbHLWweH BuAa/uUBAT Tebpaa Kancyna, CbabpKalla npax
Mupuc be3 mupuc / HaMa Hann4Hn gaHHK
pH Hama HasMuHKM faHHK

Touka Ha ToneHe/3aMpb3BaHe Hama HaanyHu gaHHW

Touka Ha KuneHe HamMa HannuyHKM faHHK

Touka Ha Bb3nsaMeHsBaHe HsamMa HanuyHKM JaHHK

3anaanmoct HAaMa HannuHu gaHHW
PastBOpMMOcCT Pa3TBOpPMM BBB BOZa/6akTepnoctaTmyHa Boja (TUNMUYHO 3a TO3M KAac)
KoedumeHT Ha pasnpesenerue (log Kow) Hama HaanuHu gaHHW

MonekynHa maca Hama HaanyHu gaHHW

PA3JEN 10: CrabunHocT n peakTUBHOCT

10.1. PeakTMBHOCT: HepeakTMBEH NPV HOPMaJIHWN YCN0BUSA Ha ynoTpeba.
10.2. XumunuHa crabunHoct: CtabuieH Npu npenopbYyaHnTe YCI0BUS Ha CbxpaHeHue (Pasgen 7).
10.3. Bb3MOXXHOCT 3a onacHM peakuumn: HimMa N3BECTHU Npu HOpMasHa paboTa.

10.4. YcnoBus, kouto TpAa6bBa Aa ce nsbarsat: TonavHa, Bnara, npska CBeTAMHa, MHOroOKpaTHO 3aMpas3sBaHe/
pa3mMpassaBaHe.

10.5. HecbBMecTMu matepuanmn: CUAHU OKNCAUTENN.

10.6. OnacHu npoayKTK Ha pa3nagaHe: BxraepoaHu okenan (CO, CO,), azoTHm okenam (NO,) npu TepMrUYHO
pasnajaHe.

PA3AEN 11: TokecukonornuHa nHpopmauma

11.1. Undopmaumsa 3a knacoBeTe Ha onacHOcCT cbrnacHo Pernament (EO) N2 1272/2008
e (OcTpa TOKCUYHOCT: HAMa HaMYHN JaHHW

e Koposua/apa3HeHe Ha koxaTa: HaMa HaMuHN AaHHK



e Cepuro3HO yBpexaaHe/apa3HeHe Ha ounTe: HaMa HannyHu gaHHu

® PecnupatopHa WM KOXHa ceHcmbunmsaums: Hama HanuuHu gaHHu

e MyTareHHOCT/KaHLeporeHHOCT/penpoaykTmHa TokcmyHocT (CMR): Hama HannyHu gaHHm
e STOT (egHoOKpaTHa/noBTapALLa ce ekcnosnuma): Hama HaanvHu gaHHu

®  OnacHOCT Npu BAMLIBaHe: HAMa HaMYHN JaHHN

Hama CI']eLI,VIqJVILIHVI TOKCMKONOTMYHM JaHHW 3a TOBa BellecTBo. JInncaTa Ha AaHHW He O3HayaBa nnca Ha OnacHOCT.

PA3AEN 12: EkonornuHa nipopmauma

e 12.1. TokcnuHoOCT: HAMa HannyHM faHHU

e 12.2. YcTOMUMBOCT U pa3rpagmmocTt: Hama HaanuHu gaHHW

e 12.3. Buoakymynupaiya cnocobHocT: Hama HaNnUHW JaHHW

e 12.4. MoaBmmKHOCT B NouBaTta: HAmMa HannuyHu gaHHm

e 12.5. Pesyntatu ot oueHkata PBT u vPvB: He e onpegeneHa.

e 12.6. Apyru He6naronpuaTHU edpekTn: HAMa HanMuHN gaHHW. KaTo npeanasHa Mapka He 13nyckainte B oKosHaTa
cpeaa.

PA3JEN 13: O6e3BpexxaaHe Ha oTNaabLuUTe

13.1. MeToaum 3a TpeTupaHe Ha oTnagbuu: Obe3BpexaaliTe CbAbPXKaHMETO U ONakoBKaTa CbracHo JupekTvBa
2008/98/EO OTHOCHO OTNaAbLMUTE N MECTHOTO/HALMOHAAHOTO 3aKOHOAATENCTBO, KaTo labopaTopeH XMMUYeH
OoTnaAbK, Ypes VLEH3NPaH U3NbAHUTEN. He n3npas3BainTe B kaHanM3auusTa. 3aMmbpceHaTta ornakoBka ce obe3Bpexza
KaTo CbAbpXKaLLMA ce MPOAYKT.

PA3AEN 14: Undopmaumsa OTHOCHO TPaHCMNOPTUPAHETO

PernameHTr Cratyc

UN Homep Hama

ADR/RID (woce/>n) He e knacudpuuympaH kato onaceH ToBap
IMDG (mope) He e knacudpuumpaH kato onaceH ToBap
IATA (BB3ayX) He e knacudpuumpaH kato onaceH ToBap

Bb3 ocHOBa Ha HasMuHaTa MHGOPMaLMA TO3M NPOAYKT B IModuansvpaHa/vsciegosarencka GopmMa He e perynmpax
KaTo ofaceH ToBap Mpu TpaHCNopT. TpaHCNopTUpaiTe B MABTHO 3aTBOPeHM, 0603HaueHn cbaoBe. [lomebpdeme
CNPSAIMO KOHKpemHama npamka u Uu3uckeaHusima Ha npeeo3eaya.

PA3JEN 15: NudpopmaLma OTHOCHO HOpMaTUBHaTa ypeaba

15.1. HopmaTtuBHa ypea6a oTHOocHO 6e30MacHOCTTa, 34paBeTo U OKOJIHaTa cpea

e REACH (Pern. (EO) N2 1907/2006): BelLecTBOTO Ce fOCTaBA 3a Hay4YHOM3C/e0BaTesIcka U pa3BOiHa AeNHOCT.
Mpuema ce, ye He e pernctpupano no REACH Ha 6a3a nscnegosatencka ynotpeba v/uav NpuaoxXmMMms TOHaxeH
npar/pa3snopeabute 3a PPORD (za ce NoTBBbPAKM OT AOCTaBYMKA).

e CLP (Pern. (EO) N2 1272/2008): He e ycTaHOBeHa xapMoHu3upaHa knacubukaums (MpunoxeHune VI) 3a ToBa
BELLLeCTBO Bb3 OCHOBA Ha Ha/lnyHaTa nHopMaLms.

e OrpaHunueHusa/PaspewaBaHe: He e yctaHoseHO B [NpunoxeHne XVII (orpaHnuenmns) nam MNpunoxenne XIV
(pa3pewasaHe) no REACH Bb3 ocHOBa Ha HaiMyHaTa nHGopmaLms.

e i, CAMO 3A N3CNEAOBATEJ/ICKA YINOTPEBA (RUO). MNMpoaykTsbT He e nekapcteeH npoaykT (Aup. 2001/83/EO),
He e xpaHa uaun HoBa xpaHa (Pers. (EC) 2015/2283), He e xpaHuTenHa gobaska (Aup. 2002/46/EO) n He e



ko3mMeTunueH npoaykT (Pers. (EO) N2 1223/2009). He TpsbBa fa ce npozaBa, NpeAnara uam n3rnosi3sa 3a KOHCymMauus
OT XOpa VAN XXUBOTHW, ANAarHOCTUKa UK Tepanus.

15.2. OU,eHKa 3a 6e30NacHOCT Ha XUMUUYHO BeLwecTBoO: He e M3BbpLUEHa OLUEHKa 3a 6e30MacHOCT Ha XUMUYHO
BelecTBO.

PA3AEN 16: Apyra undpopmaumsa

Cokpawenunsa: CLP — KnacuduuympaHe, etnketnpaHe n onakosaHe; REACH — Pernctpauus, oueHka, pa3peLuaBaHe v
orpaHuyaBaHe Ha xuMmukany; GLP — [Jobpa nabopatopHa npakTmka; OEL — paHWUHa CTOMHOCT Ha NpodecnoHanHa
ekcnosmums; PBT — ycTtoinumBo, 61oakyMyampaLLo, TOKCMUYHO; VPVB — MHOro ycToliunBo, MHOro 61oakymMyampaLLo;
PPORD — HayuyHOM3c/eg0BaTeNcka v pa3BoiHa JeMHOCT, OpUeHTUpPaHa KbM NpoaykTv 1 npouecy; RUO — camo 3a
nscnegosatesncka ynotpeba; CMR — kaHLEepOreHHo, MyTareHHO, TOKCMYHO 3a penpogaykunata; STOT — cneunduryHa
TOKCUYHOCT 3a onpejeneHu opraHu.

Otkas ot orroBopHOCT: To3un /16 e uepHoBa, 13rotBeHa nNo cTpykTypata Ha lMpunoxeHue Il Ha REACH 3a npogykr
camo 3a nsciegoBatescka ynotpeba. MIHpopmaLmaTa ce ocHOBaBa Ha HaM4YHWTE AaHHW 3a MPOAyKTa KbM AaTaTa Ha
peBW3MA 1 Ha CTaHAapTHaTa NpakTuKa 3a paboTa ¢ TO3W Kac CbeAVHEHNS; noseTaTa 6e3 NOTBbPAEHN JaHHW ca
0603HayYeHN CbOTBETHO M He Ca MOMbJHEHW C NMPUETM CTOMHOCTW. He npeacTaBasBa rapaHLmMs 3a KakBOTO U Jja e
CBOMCTBO U TpAbBa fa 6bje NperneaaH u BaanaupaH ot KBaamduumpaHo KOMNETEHTHO AinLe Npean n3jaBaHe.
MonyuyaTenar HocuM OTTOBOPHOCT 3a 6e3onacHaTa ynoTpeba v 3a cnaseaHe Ha MPUAOXKMMOTO 3akoHogaTencTeo. He ce
rnoema OTroBOPHOCT NMpwu ynotpeba M3BbH NOCoYeHns 0bxBaT ,camMo 3a n3caesoBaTesncka ynoTpeba”.

JlokymeHm-4epHosa, npedocmaseH ¢ UHPOPMamusHa yesl 8b3 0CHOBA HA HAIUYHUMeE KbM MOoMeHma 0aHHU. Cmpozo
camo 3a abopamopHa u in-vitro uscnedosamesicka ynompeba.

YepHosa 3a cbomsemcmaue 3a PeptidLabs - Pesusus 2026-06-08 - 1.0 (DRAFT)



