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
6bae npernejaH, JOMbAHEH 1 BannanpaH oT KBanndrLmMpaHO KOMMAETEHTHO auLie npean oduLmanHo ngasaHe. [laHHuTe,
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.

NHudpopmaumoHeH nucr 3a 6esonacHoct — SLU-PP-332 Tablets 1
mg x 30

[ata Ha peBusua: 2026-06-08 - Bepcusa: 1.0 (DRAFT) - 3ameHs: HAma

PA3AEN 1: UpeHTuPMKaLMa Ha BeLLLECTBOTO/CMeECTa U Ha APY>KeCcTBOTO/NpeanpuUATUeToO

1.1. NpeHTndukaTopm Ha NnpoayKTa

e HaumeHoBaHuWe Ha npogykTa: SLU-PP-332 Tablets 1 mg x 30

e Kog Ha npogykTta (SKU): SLU1000

e KosmuecTtBo B onakoBska: 1 mg Ha diakoH

1.2. Upentudpunumpanm ynorpebu n ynotpebu, kouto He ce npenopbuBaT

e VaeHTudunumpaHa ynorpeba: Crporo 3a abopatopHa uscnepoBartesnicka v aHanMTuuHa ynorpeba (Research
Use Only, RUO).

® Ynotpebw, kouto HE ce npenopbusat: HE 3a xymaHHa nnun BetepmHapHa ynotpeba, HE 3a gnarHoctnyHm nam
TepaneBTn4HK Lenun, HE 3a npunaraHe B nam Bbpxy tan0T0, HE 3a xpaHa, ko3meTnka uan butosa ynotpeba. He e
NekapcTBeH NPoayKT nNo cmucbaa Ha Aunpektnsa 2001/83/EO.

1.3. JaHHn 3a aocrtaBumka Ha UJ1b

e [loctaBunk: PeptidLabs

® PernctpupaHo HavMeHOBaHWe ¥ afpec Ha APY>KeCTBOTO: [0a ce NoNnw/IHU — 0NepamusHo puduvecko uye]
® e-nouwa (koMneTeHTHO aunue / KoHTakT 3a UJ1B): info@peptidlabs.eu

1.4. TenedoHeH HOMEp NpPU CNELLHU Cy4Yan

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

PA3/AE/ 2: OnncaHmne Ha onacHOCTUTe

2.1. KnacudpuuympaHe Ha BeLLeCTBOTO MM CMecTa

¢ He e knacupumumpan cbrnacHo CLP Bb3 ocHOBa Ha HasiMuHUTe AaHHU. OnacHOCTUTE He ca HaMmbJ/IHO
oxapakrtepusupaHu. [la ce pabotu c npegnasHu mepku no flobpa naboparopHa npaktuka (GLP).

e (PernameHT (EO) N2 1272/2008.) TOKCMKONOTMYHNUTE N €KONOTUYHWTE AaHHW 3a TOBA BELLECTBO Ca OrPaHUYeHn uim
JNNNCBAT, NPW ANMNCa Ha MbJHW AaHHW TPETUPaANTE KaTo BELLECTBO C HEM3BECTHA TOKCUYHOCT.

2.2. EnemeHTN Ha eTukeTta (CLP)

e [luKTOrpamm 3a ONacHOCT: He Ce U3NCKBAT Bb3 OCHOBA Ha Ha/IMYHUTE JaHHW.

e CurHanHa gyma: Hama.

e [IpenynpexaeHnsa 3a ONacHOCT: HAMa onpejeneHu (JaHHUTe ca HeJoCTaTbYHM 3a Knacupuumpane).

e [Ipenopbku 3a 6esonacHocT: P262 — [la ce n36srea KOHTaKT C o4mnTe, KoXaTta uin obneknoto. P270 — [la He ce
f4e, e uan nywu npu ynotpeba Ha npogykta. P280 — V3non3BaiTe NnpeAnasHn pbKaBuLum/3alumuta Ha oumnTe.

2.3. Apyru onacHoCTH

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

e Camo 3a uscnepoBatencka ynotpeba. [poayKTbT ce A4OCTaBs 3a M3C/NeABaHEe U He e NpeAHa3HaueH, U3NUTBaH Uan
OZI06PEH 3a eKCMOo3MLMS Ha XOPa UK XXMBOTHM.



PA3JEN 3: ChcraB/vHPOpMaLUA 3a CbCTaBKUTE

3.1. BewectBa

NaeHtudukatop CroiiHocT
XUMMUYHO/MPOAYKTOBO HavMeHOBaHMe SLU-PP-332 Tablets 1 mg x 30
CAS Ne N/A (Research Chemical)

EO (EINECS) N2 HamMa HannuHW gaHHM
MonekynHa popmyna Hama HaanuHu gaHHn
MonekynHa maca 397.43 g/mol

[MenTnaHa nocnesoBaTeNHOCT (aKO € MPUAOXKNMO) Hama HannuHW gaHHK
Yucrota > 98% (HPLC)

CAS HomepaTa, KbAETO ca MOCOYEHM, ca NpoBepeHu crnpsmo pernctbpa PubChem; ,N/A (Research Chemical)" ce
M3MNoA3Ba, KOraTo He e NoTBbpAeH pernctpmpan CAS 3a KOHKPETHOTO CbeaMHeHWe (HOBO, CMEC U
HeoxapakTepusmpaHo) — NPUEMIMBO 3a BELLLECTBO CaMO 3a M3C/iedoBaTesicka ynotpeba.

PA3AE/ 4: Mepku 3a nbpBa NomMoLy,

* [pwu BanwBaHe: VI3Begete Ha UMCT Bb3AyX. [1py onaaksaHUa noTbpceTe MeauLMHCKa nomMoLl. MNokaxeTe To3u
WNBb.

¢ [lpu KOHTaKT ¢ Ko)kaTa: CBasieTe 3aMbpCeHOTO 0611ek10. M3muiiTe 06UAHO CbC canyH 1 Boga. MNpwu pasapasHeHue
noTbpceTe MeANLMHCKa NOMOLL,

° I'Ipw KOHTaKT ¢ ouunTe: /13nnakHeTe BHUMATENHO C BOJa B NPOAbXKeEHNE Ha HAKOJIKO MUHYTW; CBas1ieT€ KOHTAaKTHUTE
Jielwn, ako € Bb3MOXXHO. I'Ipop,bnxeTe M3niakBaHETO. I'IOprceTe MeaNnLMHCKa MOMOLL,.

¢ [pwu nornbwaHe: HE npeanssrkeanTte nospbluaHe. V3nnakHete yctata. Hukora He faBaiTe HULLO Npes ycTaTa Ha
n3nagHan B 6e3cb3HaHne YoBek. HezabaBHO NoTbpceTe MeAMLIMHCKa MOMOLL.

4.2. Hai-Ba)kHU cMMnTOMU U eeKTU, ocTpU U 3abaBeHn: HaMa HaNNUHK JaHHW.

4.3. Yka3aHue 3a Heob6xoanmocT ot He3abaBHa MegULMHCKa nomouy: Hsima n3BecteH cneunduryeH aHTUAOT.
JleueHve cnopes cMmMnToMUTE.

PA3AEN 5: MpoTuBOono>XapHU MepKun

5.1. MoxxaporacutenHu cpegcrsa: MNoAxoAAWMN — BOZHA CTPYs, YCTOMUMBA Ha aIkOXO MsAHa, CyX Npax, BbraeposeH
anokeng (CO,). Henoaxoadawm — cuiHa BOAHa CTPYA NMOJ, BUCOKO HanAraHe.

5.2. Ocob6eHn onacHocTu: [Npu ropeHe MOXe Zia ce OTAeNAT BbraepogHu okenan (CO, CO,) u a3otHm okenam (NO,).

5.3. Mpenopbku 3a no)kapHukKapuTe: HoceTe aBTOHOMeH AunxaTeneH anapat (SCBA) 1 mbiHO 3alWmTHO 0b1eko.

PA3JE/1 6: Mepku npu aBapuiiHO U3nyckaHe

6.1. /lnunmn npeanasHu mepkun u JIMNC: Hocete noaxoasawwm JIMNC (Pa3gen 8). N3b6sarearite obpasyBaHe 1 BAMULIBaHE Ha
npax.

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

6.3. MeTtoau 3a nouncrBaHe: ChbepeTe MexaHUYHO; U3bsrearite obpasyBaHe Ha npax. MNocTaBeTe B 0603HaYeH Cby 3a
obezBpexzaaHe (Pasgen 13). MouwncTeTe 30HaTa cies ToBa.

PA3AEN 7: PaboTta n cbxpaHeHue



7.1. Mpeana3sHn mepku 3a 6e3onacHa paborta: Pabotete no GLP. Vi3non3saniTte siokanHa cMykaTenHa BeHTUALNsA/
KamuHa npwv paboTa ¢ npax. N36sareante obpasyBaHe Ha Mpax U KOHTaKT C 04WTe, KoXaTa U obaeknoto. He fxTe, nuinte
unn nywerte. ViammBaiite pbLeTe cie pabota.

7.2. YcnoBus 3a 6e3onacHo cbxpaHeHue: CbxpaHsBaliTe Ha X1afHO U1 Cyxo MACTo npu 15-25 °C, 3awuteHo ot
CBETNUHa ¥ Bnara. lpbXTe NAbTHO 3aTBOPEH. [lpbXTe Aaney OT OKUCAUTENN.

7.3. CneynduuHa kpaiiHa ynotpeba: Camo 3a nabopaTtopHa n3cnegoBatesncka ynorpeba.

PA3AEN 8: KoHTpon Ha eKcno3uumATa/ANYHU NpeanasHU cpeacTea

8.1. MapameTpu Ha KOHTPO: HMa yCTaHOBEHMW FPaHNYHN CTOMHOCTU Ha NpodecnoHanHa ekcnosuuuns (OEL) 3a ToBa
BellecTBO (Hama HannuHM aaHHM).

8.2. KoHTpon Ha ekcnosunyusaTa:

e TexHUYecKn MepKku: MOAXOAALL BEHTUNALIMS; KAMUHA/I0KaHa CMyKaTe/lHa BEHTUAALMA Npu paboTa ¢ npax.

® 3alinTa Ha ouMTe/ANLETO: Mpeana3HM oumaa CbC CTpaHuyHa 3awmTa (EN 166).

® 3allMTa Ha KOXaTa: XMMUYECKN YCTOMUMBM HUTPUAHW pbkaBuuwm (EN 374); nabopaTtopHa npectuska.

e [lyxaTenHa 3aliuTa: Npy Bb3MOXHO 0bpasyBaHe Ha npax — npoTueonpaxosa Macka (EN 149 FFP2 nan no-go6pa).

PA3AEN 9: ®U3NUHN U XUMNUHU CBOMACTBA

CBoiicTBO CroiAHOCT

ArperaTtHO CbCTOSIHME TBbpAo BelecTBO (Tabnetka)

BbHLWeH Bna/usAar TBbpaa Tabnetka 3a nepopasHa popma
Mwupuc be3 mupuc / Hama HainuHn gaHHN

pH HAMa HannyHu gaHHW

Touka Ha ToneHe/3aMpb3BaHe HAaMa HannyHu gaHHW

Touka Ha KuneHe Hama Haan4yHn gaHHW

Touka Ha Bb3nNaMeHsaBaHe Hama HaanuHu gaHHW

3anaanmoct HAMa Han4YHM AaHHW

PastBOpumMocCT Pa3TBOpMM BBB BoZa/6akTepnoctatnyHa Boga (TMNUYHO 3a TO3M KAac)
KoedunumeHT Ha pasnpegenerue (log Kow) HAMa HannyHu gaHHW

MonekynHa maca 397.43 g/mol

PA3E/1 10: CtabunHOCT N peaKTUBHOCT

10.1. PeakTMBHOCT: HepeakT1BEH Npu HOPMasHK YCNOBUS Ha ynoTpeba.
10.2. XumunuHa crabunHoct: CtabuieH Npu npenopbYaHnTe YCNOBUSA Ha CbXxpaHeHue (Pasgen 7).
10.3. Bb3MOXKHOCT 3a onacHM peakuumu: HamMa 13BeCTHN Npu HopMasaHa pabora.

10.4. YcnoBus, kouto Tpa6bBa aa ce nsbareat: TonivHa, Baara, npsika CBETAMHA, MHOTOKpaTHO 3aMpassiBaHe/
pa3mMpa3ssBaHe.

10.5. HecbBMmecTMmu matepuann: CUaHU OKUCAUTENN.

10.6. OnacHu NpoayKTU Ha pa3nagaHe: BoraepoaHu okenan (CO, COy), a3otHM okemam (NO,) npu TepMUYHO
pa3nagaHe.

PA3AEN 11: TokcukonornuHa nHpopmauma

11.1. Nudopmaumsa 3a K1acoBeTe Ha onNacHOCT cbrnacHo Pernament (EO) N2 1272/2008



e (OcTpa TOKCUYHOCT: HAMa HaMYHN JaHHW

e Koposua/apa3HeHe Ha koxaTa: HaMa HaMuHN AaHHK

e Cepro3HO yBpexaaHe/apa3HeHe Ha oumnTe: HAMa HafnyHW JaHHN

® PecnupatopHa WA KOXHa ceHcmbunmsaums: Hama HanuuHu faHHu

e MyTareHHOCT/KaHLeporeHHOCT/penpoaykTmBHa TokcmyHocT (CMR): Hama HannyHu gaHHm
e STOT (egHoKpaTHa/noBTapsALLa ce ekcnosnuma): Hama HaanyHu gaHHu

®  OnacHOCT Npu BAMLIBaHe: HAMa HalMYHWN JaHHN

Hama cneu,mq)qum TOKCMKONOTMYHM JaHHW 3a TOBa BeLlecTBO. JInncata Ha AaHHW He O3HayaBa nnca Ha OnacHOCT.

PA3AEN 12: EkonornuHa nipopmaumsa

e 12.1. TokcnuHoOCT: HAMa HannyHM faHHN

e 12.2. YcTOMUMBOCT U pa3rpagmmocTt: Hama HaanuHu gaHHW

e 12.3. Buoakymynupaiya cnocobHocT: Hama HaNnUHM JaHHW

e 12.4. MoaBmmKHOCT B NouBaTta: HAmMa HannuyHu gaHHm

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

* 12.6. Apyrn HebnaronpuatHu edpektn: Hama HannyHM gaHHW. KaTo npeanasHa Mapka He U3nyckanTe B OKOlHaTa
cpeaa.

PA3JEN 13: O6e3BpexxaaHe Ha oTNaAbLUTe

13.1. MeToaum 3a TpeTupaHe Ha oTnagbuu: Obe3BpexaaliTe CbAbPXKaHMETO U OMNaKoBKaTa CblacHo MpekTrBa
2008/98/EO OTHOCHO OTNaAbLMUTE N MECTHOTO/HALMOHAAHOTO 3aKOHOAATENCTBO, KaTo labopaTopeH XMMUYeH
OoTnaAbK, Ypes VLEH3NPaH U3MbAHUTEN. He n3npa3BainTe B kaHanv3auusaTa. 3aMmbpceHaTta ornakoBka ce obe3Bpex/za
KaTo CbAbpXKaLLMs 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 HaaW4HaTa MHPOPMaLMA TO3U NPOAYKT B noduamnsmpanHa/vscnegobatencka popma He e peryimpax
KaTo onaceH ToBap Mpu TpaHCnopT. TpaHCcnopTVpanTe B NABTHO 3aTBOPEHU, 0603HaUeHM cbaoBe. [Tomabpdeme
CNpAMO KOHKpemHama npamka u u3uckeaHusma Ha npeso3eayd.

PA3JEN 15: NhdpopmaLma OTHOCHO HOpMaTUBHaTa ypeaba

15.1. HopmaTtuBHa ypea6a oTHOcHO 6e30MacHOCTTa, 34paBeTo U OKOJIHaTa cpeaa

e REACH (Pern. (EO) N2 1907/2006): BelLecTBOTO Ce fOCTaBA 3a Hay4YHOM3C/e0BaTesIcka U pa3BOiHa AeNHOCT.
Mpurema ce, ye He e peructpupaHo no REACH Ha 6a3a n3cnegosartencka ynotpeba v/vam NnpuaoXnmMmsa TOHaXKeH
npar/pa3snopezbute 3a PPORD (ga ce NoTBbpAM OT AOCTaBYMKA).

e CLP (Pern. (EO) N2 1272/2008): He e ycTaHOBeHa xapMoHu3unpaHa knacubukaums (MpunoxeHune VI) 3a Tosa
BELLLeCTBO Bb3 OCHOBA Ha Ha/ln4yHaTta nHdopMaLms.

e OrpaHunueHusa/PaspewaBaHe: He e yctaHoBeHO B lNpunoxeHne XVII (orpaHnyenmns) nam Mpunoxerne XIV
(pa3pewasaHe) no REACH Bb3 ocHOBa Ha HaiMyHaTa nHGopmaLms.



e i, CAMO 3A N3CNEAOBATEJ/ICKA YMNOTPEBA (RUO). MpoaykTbT He e nekapctBeH npoaykT (Anp. 2001/83/EO),
He e xpaHa nan HoBa xpaHa (Pera. (EC) 2015/2283), He e xpaHuTenHa gobaska (Jup. 2002/46/EO) n He e
ko3meTunueH npoaykT (Pern. (EO) N2 1223/2009). He TpsbBea Aa ce npozaBa, NpejAnara uan n3nosssa 3a KOHCymMaums
OT XOpa VAN XXUBOTHW, ANArHOCTNKA UV Tepanus.

15.2. OueHka 3a 6e30MacHOCT Ha XMMUUYHO BellecTBO: He e n3BbpLleHa OLleHKa 3a 6e30MacHOCT Ha XMMUYHO

BeLLLeCTBO.

PA3AEN 16: Apyra nundpopmaumsa

Cobkpauwienua: CLP — Knacndumumpare, etuketnpaHe n onakoaHe; REACH — Peructpauums, oueHka, paspeLuaBaHe v
orpaHu4yaBaHe Ha xvmMukanu; GLP — [lobpa nabopaTtopHa npaktuka; OEL — paHnuUHa cTOMHOCT Ha NpodecroHanHa
ekcnosmums; PBT — ycTtonumBo, BroakyMympaLlo, TOKCMUYHO; VPVB — MHOro ycTounBo, MHOro b1oakymMyvpalLlo;
PPORD — Hay4yHoOM3C/ief0BaTeNCKa U pa3BOMHA AEeMHOCT, OpUeHTMpPaHa KbM NpoaykT n npoueck; RUO — camo 3a
nscnegosatesicka ynotpeba; CMR — kaHUEepOreHHo, MyTareHHo, TOKCMYHO 3a penpoaykumsaTa; STOT — cneundmyHa
TOKCUYHOCT 3a OnpejeneHu opraHm.

OTka3s oT oTroBopHOCT: To3n NJ1b e uepHOBa, M3roTBeHa Nno cTpykTypata Ha lMpunoxeHue Il Ha REACH 3a npoaykt
camo 3a n3cnegoBatesncka ynotpeba. ViHdopMaLmaTa ce OCHOBaBa Ha Ha/IMUHWUTE JaHHW 3a NPOAyKTa KbM AaTtaTa Ha
peBU3MA 1 Ha CTaHAapTHaTa NpakTMKa 3a paboTa € TO3K Klac CbeAVHEeHNs; noseTaTa 6e3 NOTBbPAEHN JaHHM ca
0603HaYeHN CbOTBETHO M He Ca MOMbJHEHW C NPUETH CTOMHOCTU. He NpeacTaBasBa rapaHLmMa 3a KakBOTO U Jja e
CBOWCTBO U TPpsbBa fa 6bje NnpernefaH u BaauampaH ot kBaimduumnpaHo KOMMNETEHTHO nLie Npeaun n3jaBaHe.
MonyuaTenar HocnM OTTOBOPHOCT 3a 6e3onacHaTa ynoTpeba v 3a cnassaHe Ha MPUAOXMMOTO 3aKoHozaTencTso. He ce
rnoema OTrOBOPHOCT Npwu ynotpeba M3BbH NocoyveHns obxeaT ,camMo 3a n3caejoBaTencka ynorpeba”.

JokymeHm-yepHosa, npedocmaseH ¢ UHHOPMAMUBHA e/l 8b3 0CHOBA HA HAIUYHUMe KbM MoMeHma daHHU. Cmpo2o
camo 3a 1abopamopHa u in-vitro uscredosamesicka ynompeba.

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



