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Metformin hydrochloride

Emv;;rg;zg;g;f; Bconcpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e et CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 05/11/2025 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO : Metformin hydrochloride
XUMHYECKO HAaHMEHOBAHHE : Metformin hydrochloride
EO Ne 1 214-230-6

CAS Ne ¢ 1115-70-4

Kopx Ha nponykra : 201600570

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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@edqm.eu, www.edgm.eu

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

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacCHOCT: BXK. pa3nen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Bpenen npu norneiane. [Ipenqu3BukBa cepro3HO Ipa3HEHE HAa OUHUTE.

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

ITuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
IIpenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norisliase.

H319 - [Ipenn3BuKBa cepro3HO Ipa3HEHE HAa OUHTE.
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Metformin hydrochloride

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

Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3Mue phleTe A0 JAKTUTE U JIMLETO CTAPATEIHO Clie/l ynoTpeba.
P270 - [la He ce sae, nmue WK MyIId Opy ynoTpeda Ha MpoayKTa.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIna3Hy OYIIa/Ipeana3Ha Macka
3a JTHIe/IPe/INa3Hu CPeICTBA 3a 3alIUTAa Ha CITyXa.
P301+P312 - [TPU ITOI'JTBIIAHE: Ilpu nepasznonoxenue ce odanere B LIEHTBP I10
TOKCHKOJIOT' M unu Ha nexap.
P305+P351+P338 - [IP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIHO C BOAA B MPOIBIKCHUE
Ha HAKOJKO MUHYTH. CBasieTe KOHTAKTHHTE JICIH, aKO UMa TAKHBA M JOKOJIKOTO TOBA € BH3MOXKHO.
[poabkere ¢ U3MIIAKBAHETO.
P330 - M3mnakHere ycrara.
P337+P313 - Ilpu mpoABDKUTEHO ApasHene Ha ounte: [loThbpcere MEUIIMHCKH CHBET/TIOMOII.
P501 - CbappixaHHETO/CHIBT /1A CC M3XBBPIIH B ITYHKT 33 ChOMPaHE HA OMACHU MU CTICHUATHI
OTMaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHATHH H/MIH MEKIYHAPOIHI
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BHTPEIIHH OMTAKOBKH, KOTaTO ChbPKAaHUETO He mpeBumasa 10 ml.

He ce u3nckBa eTHKeTHpaHe

2.3. [Ipyru onacHoCcTH

Toga BerecTBo/cMec He oTroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne X111

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ipunoxenne X111

Jlpyra nadopmarus : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOILYKTH).
BHHUMaHHe - BEIECTBO, KOETO BCE OIIE HE € H3IMHUTAHO HAITBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTAa Peraament (EO) Ne 1272/2008 [CLP]
Metformin hydrochloride CAS Ne: 1115-70-4 <100 Acute Tox. 4 (opanna), H302 (ATE=1000
EO Ne: 214-230-6 mg/kg)
Eye Irrit. 2, H319

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

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

H‘pra moMo1g - 061111/1 MEpKHU . BBB Bcnukn CJIy4au Ha CbMHCHHE, HJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUITMHCKA
TTOMOIII.
H‘pra TIoMO1II Ipyu BAUIIBAHE . W3Benere nuiiero Ha 9uCT BB3AYX U I'0 [TIOCTABETE B MO3ULINA, YJIICCHABAIIlA AUITAHETO. }Ia C€ oCTaBH

MOCTpaJialys Ja CU ModnHe. B cirydaii Ha mpunomasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLI.

ITepBa MOMOLI IPH KOHTAKT C KOXara : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBhK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITepBa MOMOLI P KOHTAKT C OYUTE : U3mnakHere He3a0aBHO M CTAPATEIHO C BOJA, KAaTO IbP)KUTE KIICMAYHTE [IHPOKO OTBOPEHH (B
[PO/IBIDKEHKE Ha [OHe 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIHU, aKO HMa TaKHBa H JIOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipobimkere ¢ u3iuiakBaneTo. IloTbpcere MeIUIMHCKa TOMOLL, aKO GOJIKaTa,
MHTaHETO WIIM 3a4EPBSBAHETO [IPO/IBIIKAT.

ITepBa MOMOLI [IPH MOTITBIIAHE : Usmiakuere ycrara ¢ Boza (caMo ako IIOCTpaJalusT € B Ch3HaHKe). Hukora He JaBaiiTe HUIIO 1Ipe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HeszabaBHo ce obanere B IEHTBP I10 TOKCUKOJIOT USl/na
JieKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJ1e]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

CumMnromu/edeKTu cieqy KOHTAaKT C O9UTe : Ilpenu3BukBa cepro3HO Apa3HEHE HA OUHTE. 3adepBsABAHMS, OOIKa.

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBY HEOT/I05KHH MEAMIUHCKH FPUAKHU U CIICLIHATHO JieYeHue

Hsma HannyHa nombIHUTENTHA HHOPMALIUS
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Metformin hydrochloride

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
TazoBe. Bb3MOXKHO € OTJeNTHETO Ha TOKCUYHU H3MapCHus.

MHcTpykuny 3a raceHe Ha HOXKapH : Jla He ce omycka M3MoJI3BaHaTa B 6opbara ¢ Imoxkapa BoJa ia 3aMbpCH OKOJIHATa Cpefa.
3amyta Ipy raceHe Ha Ioxap : Jla He ce mpexnpreMa Hameca 0e3 MOAXOSIIO 3aLIUTHO 000pyABaHe. ABTOHOMEH H H30JIHMPAIL]
arapar 3a AuxareiHa 3anmTa. [IeiiHa 3amura Ha TI10TO.

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.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

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 : Ila 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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Metformin hydrochloride

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

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

8.1. [TapameTpu HA KOHTPOJI

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

3amuTa Ha ounTe:

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

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
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

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
st : Osu1. TOYTH OsLI.
BrwHiieH Bug . Kpucramu.
MornexynHa Maca : 165,6 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1 220-235°C
Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUIIEHE : He e nanuuno
3ananuMocT : He e manmuuno
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TemMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amnaiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe : He e nanmuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma: 100 — 1000 g/
Koedunuenr Ha pasnpenesnenue: n-okranon/soga (Log  : He e HanuuHO
Kow)

Hansarane Ha napute : He e nanuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITTHOCT : He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure : He e nanuuno
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Metformin hydrochloride

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

CHUKOJIOTHYHA HH(l)OpMaIIHﬂ

OcTtpa TOKCHYHOCT (OpanHa) : Bpenen npu norieliate.
OcTpa TOKCUYHOCT (iepMajHa) . He ce xnacudunupa (Jlunceat nanHmn)
OcTpa TOKCUYHOCT (BJIUILIBAHE) : He ce xnacudunupa (Jlunceat nanHm)

Metformin hydrochloride (1115-70-4)

LD50 opanHo mrbx 1000 mg/kg (RTECS Ne DU1800000)

KoposusHoct/apasHene Ha KoxaTa . He ce xnacudunupa (B3 0cHOBa Ha HAIMYHUTE JAaHHH, HE CA U3ITBIHECHU KPHTEPHUTE 3
KIacupHIEpaHe)

Cepro3HO yBpeskJjaHe Ha OUMTE/IpasHEHe Ha OUnTe : Ilpenu3BuKBa cepruO3HO JIpa3HEHE HA OYHTE.

CeHcubmnm3anys Ha JUXaTelHUTE MbTUINA i koxata  : He ce kimacuduumpa (B3 ocHOBa Ha HAIMYHNTE JaHHU, HE CA U3ITBIIHEHN KPUTEPUUTE 3a
KIacu(pHIIpaHe)

MyTareHHOCT Ha 3aPOJUIIHUTE KIETKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHECHN KPHUTEPHUTE 3
KJacuduypane)

Kanneporennoct : He ce xnacudunupa (Bp3 ocHoBa Ha HAIMYHATE JaHHY, HE Ca H3IBIHCHH KPHTEPHUTE 32
knacuHImpaHe)

TOKCHYHOCT 3a PEHPOAYKIHATA : 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) — €JHOKPATHA EKCIIO3HIIUS

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEEIeHN : He ce xnacudunupa (Bb3 ocHOBa Ha HAUTHYHUTE NaHHY, HE Ca H3ITBIHEHH KPHTEPHUTE 32

OpraHy) — HOBTapSIIIa Ce eKCIIO3UIUS KIacuuIupaHe)

OmnacHOCT NI BAUIIBAaHE : He ce xnacudunupa (Jluncat nanxm)

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

05/11/2025 ([daTa Ha pepakuumsra) BG (6barapckn) 5/9



Metformin hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
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) : He ce knacu¢uimpa (Bb3 0cHOBa Ha HATMYHHUTE JAHHH, HE Ca U3ITBJIHEHA KPHTEPUHTE 32
KIacupHIEpaHe)
OnacHo 3a BOJHATa cpefa, IbIAroCpoYHa (XPOHUYHA) : He ce knacu¢uimpa (Bp3 0CHOBa Ha HATMYHHUTE JAHHH, HE Ca U3IIBJIHEHA KPHUTEPUHTE 32
KIacupuIEpaHe)
Metformin hydrochloride (1115-70-4)
LC50 - Pubu [1] > 982 mg/1 (96 gaca, Lepomis macrochirus (Cunsoxpuna puba-ryHa))
EC50 - Pakoo6pasnuu [1] 130 mg/1 (48 uaca, Daphnia magna (Bogua 6b1xa))
EC50 72h - Bogopaciu [1] > 320 mg/l (72 yaca, Scenedesmus subspicatus (3exeru Bogopacin)) (merog OECD 201)
NOEC xponunyna pubu > 10 g/1 (34 num, Danio rerio(pu6a 3e6pa) (Metrox OECD 210)
NOEC xponnyHa pakooOpazHH >32 mg/l (21 nuu, Daphnia magna (Boxna 6b1xa)) (Merox OECD 211)

12.2. YcTOHYMBOCT M pa3srpaguMoct

Metformin hydrochloride (1115-70-4)

YCcTOWYMBOCT U pa3rpaiMocT He ce pasrpaxnaa 6bp30

12.3. BuoakymMy.JIMpaIna cnocooHocT

Hsima HanuyHa AONBIHUTEIHA P[H(bOpMaI.II/IH

12.4. [IpeHocuMocCT B MOYBATA

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

12.5. Pe3yararu ot ounenkara Ha PBT u vPvB

Metformin hydrochloride (1115-70-4)

ToBa BewecTBo/cMec He otroBapst Ha kpurepuute PBT na Permament REACH, Ipunoxenne X111

ToBa BerecTBo/cMec He oTroBapst Ha kpurepuute vPvB Ha Permament REACH, Ipunoxenne X111

12.6. CpoiicTBa, HapymaBamu GyHKIHHUTE HA €HAOKPHHHATA cCHCTeMa

Hsima HanmaHa JOIIBJIHUTECITHA I/[H(bOpMaLII/IH

12.7. Ipyru HeO1aronpusiTHU egeKTH

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 13: O6e3BpeskaaHe HA OTHAABIUTE

13.1. MeToau 3a TpeTHpaHe Ha OTHAXbIHT

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3EJI 14: UudopManysi 0OTHOCHO TPAHCTIOPTUPAHETO

B crotBerctBie ¢ ADR / IMDG / IATA
ADR IMDG TIATA

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

He e obekT Ha HapeaOuTe 3a TPAHCIIOPT
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Metformin hydrochloride

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

ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He ce perynupa | He ce perynupa | He ce perynupa

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

He ce perynupa | He ce perynupa | He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perynupa | He ce perynupa | He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeja

He ce perynupa | He ce perynupa | He ce perynupa

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyXonmbTeH TPAHCIIOPT
He ce perynupa

TpaucnopT no mope
He ce perynupa

Bb3ayuien Tpancnopr
He ce perynupa

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA Memyﬂapom{aTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMAaTHBHATa ypenda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe10a/3aK0H0IATE/ICTBO OTHOCHO 6€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He durypupa B [Ipunoxenne XVII na REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
Peraament (EC) Ha ChBera 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOn Ha H31e1us ¢ JBOHHA yrmoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeulectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA ¢ IPeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha nmasapa u ynorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha ras3apa Ha OIPE/ICICHH BEIIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIECTBA)

15.2. Onenka Ha 0€30ACHOCT HA XHMMYHOTO BeIlleCTBO HJIM CMeC

Hsma HannyHa nonbeiHUTeTHA HHOPMALUS
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Metformin hydrochloride

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

PA3JIEJI 16: Ipyra ungopmanus

Wnaukanus 3a IPOMeHH:

Knacuduupane Ha BEIIECTBOTO MM CMECTA.

HNHaukanms 3a npoMeHun
Pasznen IIpomenen eemMeHT KomenTapu
3ameHs BepcHsATa OT Jlo6aBeno
Jlata Ha pegakuusTa Jlo6aBeno
1.1 CHHOHUMH IIpemaxuarto
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.2 Orpannuenus 3a ynorpeda ITpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHoBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpusitin QU3HKOXUMUYHE e(EKTH 1 IIpomeneno
HeOmaronpusTH e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHATa cpefa
2.1 Krnacugukauus B cvorBerctre ¢ Pernament (EO) | [IpomeHeno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenus 3a onacuoct (CLP) IIpomeneno
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
2.3 JHpyra uadopmarus JobaBeHo
4.1 IIppBa nomoi - 00K MEPKH JobaBeHo
4.1 IIppBa HOMOIIL TP KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa nomo1l Npu BIUIIBAHE JobaBeHo
4.1 ITspBa nomony Npy MOrIbIIAHE Jlo6aBeno
4.1 IIbpBa noMoIL IPYU KOHTAKT C O4UTE IIpomeneno
4.2 CumMnromu/edeKTu ciey KOHTaKT C OIUTe Jlo6aBeno
5.1 Henonxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeno
5.1 Toaxoasmu noxaporacuTeHA CpeCcTBa IIpomeneno
5.2 OnacHY NPOAYKTH Ha pa3lajlaHe B cilyyail Ha JlobaBeHo
Toxap
52 OmacHOCT OT moskap IIpemaxunato
53 3amuTa Opy raceHe Ha IoXap Jlo6aBeno
53 MucTtpyxuuu 3a racene Ha moxapu IIpomeneno
6.1 3auuTHU cpeacTBa Jlo6aBeHo
6.1 ABapuiiHu I1aHOBE IIpomeneno
6.1 OO0y Mepku Jlo6aBeno
6.2 IIpenna3Hu Mepku 3a ona3BaHe Ha okosHarta cpenia | /lobaBeno
6.3 3a 3agbpikaHe JobaBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeHo
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
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HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu
7.1 TIpeana3uu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUTHEeHHH MEPKH Jlo6aBeno
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.2 OnakoBbYHU MaTepUaIL JobaBeHo
7.3 CrenuduyHy KpaiHu yrnoTpeon IIpemaxunaro
8.2 3amuTa Ha JUXaTeTHUTE ITBTHINA Jlo6aBeno
8.2 3amura Ha phIeTe IIpomeneno
8.2 3amuTa Ha OYUTe Jlo6aBeHo
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha KoKaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo

9 Touka Ha TOTICHE Jlo6aBeHo

9 LBsit Jlo6aBeno

9 BroHIeH Bug IIpomeneno
10.1 Peakimonna cnocoOHOCT IIpemaxnarto
10.3 BB3M0OXKHOCT 32 OaCHU peaKiuu IIpemaxnarto
10.5 HecwsBmecTumu Marepuanu IIpemaxunaro
10.6 OmnacHY NPOXYKTH HA pa3lafaHe IIpemaxuato
11.1 ATE CLP (opanna) IIpomeneno
11.1 LDS50 opanHo mabx IIpomeneno
12.1 NOEC xponuyna pubu Jlo6aBeno
12.1 NOEC xpoHuyHa pakooOpazHH JlobaBeHo
12.1 ECS50 72h - Bonopaciu [1] JobaBeHo
12.1 LC50 - Pubmu [1] Jlo6aBeno
12.1 EC50 - PakooOpasuu [1] JobaBeHo
12.1 Exomnorus - 00110 IIpemaxuarto
I'baen Texker Ha H- 1 EUH-npegynpeskieHusiTa 3a oacHoCT:

Acute Tox. 4 (opanna) Ocrtpa TokcnuHocT (opainna), Kareropus 4

Eye Irrit. 2 CepuHo3HO yBpexIaHe/ipazHene Ha ounrte, Kareropus 2

H302 Bpenen npu norneimane.

H319 IIpean3BuKBa CEpHO3HO Ipa3HEHE HA OUUTE.

Wudopmarmonen muct 3a 6ezonacHoct (MJ1B), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopmaroneH juct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHHIIU, KOUTO CMsITaMe 3a
HajeK/IHU. BbIpeku ToBa, HHpOpMaIMsTa ce IPeaoCcTaBs 0e3 HUKAKBa rapaHIus, U3pUYHA WK [0/ipa30upaliia ce, OTHOCHO HeWHaTa KOPEKTHOCT. Y CIIOBHATA UIIN
MeTozuTe 3a paboTa, ChbXpaHeHHe, ynoTpeda uii 00e3Bpex/aHe Ha IPOAyKTa ca M3BBbH HAIIMS KOHTPOJ U MOKE 1a ca U3BBH Hallata komneTreHTHocT. [Topaau
Tasu U APYrd HPUYMHU, HUE HE TI0EMaMe OTTOBOPHOCT UM M3PUYHO CE OTKAa3BaMe OT OTFOBOPHOCT 3a 3aryOu, IETH WM PAa3X0/iH, IPOU3TUYAILM OT WIH CBbP3aHH
10 HAKAKbB HAUMH C paboTaTa, ChbXpPaHEHUETO, yroTpedaTa uin 00e3BpexIaHeTo Ha npoaykra. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3II0JI3BA KATO ChCTaBKa Ha APYTU HPOIYKTH, HAIHYHATA HH(pOpPMAIMs OU MOTJIa []a Ce OKaxKe
Henpuiiokuma. Ta3u nHpopMarys ce 0OCHOBaBa HA HAIIMTE TEKYI[HM O3HAHNS U € NPEAHA3HAYCHA JIa []aJic ONMCAHKE Ha MPOJIYKTa CaMo 3a LICINTE Ha
3[]paBeora3BaHeTo, 0e30I1aCHOCTTa M OKoJIHATa cpena. [lopanu ToBa, Ts He TPsAOBa J1a ce THIKYBa KaToO FapaHIMs 3a CBOMCTBATa HA MPOIYKTA.

05/11/2025 ([daTa Ha pepakuumsra) BG (6barapckn) 9/9



