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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 : Ceftriaxone impurity A
XHUMUYECKO HAaMMEHOBAHUE : Ceftriaxone sodium E-isomer
CAS Ne 1 97164-54-0

Kon na npoxykra : 202200209

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]

PecrimpaTopHa cencubmmmsanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kateropus 1 H317
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Moske aa HpI/I'-IPIHI/I anepmtn{a KOXHa peaKuym. Mozxe aa HpPI‘-II/IHI/I aﬂepFH‘{HI/I MW aCTMAaTU4YHU CUMIITOMH HUIIN 3anyHHeHI/Iﬂ B JJUIIIAHETO le/l BAWIIIBAHE.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxe na mpUYMHH aTepruiHa KOXKHA PeaKIus.

H334 - Moxe Ja IPpUYNHU aJIEPTUIHU WKW aCTMAaTUYHNA CUMIITOMH UJIH 3aTPYAHECHHUS B JUITAHETO
TIpy BAUIIBAHE.
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Ceftriaxone impurity A

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

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P272 - Jla He ce u3Hacs 3aMbpPCEHO pabOTHO OOJIEKIIO U3BBH PAOOTHOTO OMELICHHE.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIna3Hy OYIIa/Ipeana3Ha Macka
3a JIMLe/TIPEeANa3HN CPEACTBA 32 3aIUTa Ha CIIyXa.
P284 - Hocete cpencrtsa 3a 3amura Ha AUXATEIHUTE IBTUILA.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.
P304+P340 - [TPU BAWIIIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMS,
yJIeCHsBAIIA AUIIAHETO.
P321 - Cnenuanusupano je4eHue (BxK. IOMBbIHUTEIHA HHCTPYKLUS 32 IIbPBa IOMOIIL HAa TO3H
€THKET).
P333+P313 - [Ipu nmosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIMHCKU
CBHBET/IIOMOLI.
P342+P311 - [Ipu cumntomu Ha 3atpynHeHo auiane: O6anere ce B IEHTBP 10
TOKCHKOJIOT' M unu Ha nexap.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIu OBTOPHA yroTpeda.
P501 - CbappixaHHETO/CHIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. JIpyru onacHoOCTH

Jlpyra napopmarus : BHHMMaHue - BEECTBO, KOETO BCE OIIE HE € H3IUTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Ceftriaxone sodium E-isomer CAS Ne: 97164-54-0 <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

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

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H‘pra moMo1f - 061111/1 MEpKHU . BBB Bcnukn CJIy4an Ha CbMHCHHE, HJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MECIUITMHCKA
TIOMO1II.
H'I)pBa TIoMoII Ipyu BAUIIBAHE . W3Benere nuiiero Ha 9ucT BB3AYX U I'O IIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. }Ia C€ oCTaBH

MOCTpaJalys 1a CU mouyrHe. B ciyuyaii Ha peciuparopau cumnromu: Obaznere ce B TOKCHKOJIOTHYCH
LEHTBP WIN Ha JIeKap.

IIbpBa noMoII IPU KOHTAKT € KOXKaTa : Caazere 3aMBpCEHOTO 001eKI0. M3MuiiTe BHUMATEIHO U OOHMIIHO ChC CallyH U Boja. AKO
CHMIITOMHTE IIPOJBIDKABAT, J1a Ce IOBUKA JIeKap.

ITspBa mOMOII IIPH KOHTAKT C OYHTE : M3maksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeqUIMHCKa IOMOL, aKO
OoJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOJBIDKAT.

ITspBa moOMOI TIPH MOTJTBIAHE . Msmnakuere ycrara ¢ Bozia (caMo ako NOCTpaJajInsT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycrara Ha 4oBeK B Oe3ch3HaHMe. He3abaBHO OTHpceTe MEIUIIMHCKY ChBET/IIOMOLI.

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

CumMnromu/edeKTu ciell BAUIIBAHE : Mooxe a IpHYMHY aJIePTHYHY WM aCTMATHIHE CUMITOMH WM 3aTPYAHCHUS B AUIIAHETO IIPU
BIMIIBAHE.
CuMnromu/edeKTu ciel KOHTAKT ¢ KoxKaTa : Mooxe 1a IpHYMHY aJlepTHIHA KOXKHA PEaKIIHs.
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Ceftriaxone impurity A

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3nonsBat cpecTBa, MOAXOAALIM 3a FACEHE HA MOXKapH B ChCEJACTBO. BbriepoeH auokcus.
Bopnen cnpeii. Cyx npax. Oneso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy moxaporacuTelIH| CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiHoTO TOpeHE OCBOGO)KI[aBa OITaCE€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNsIHEeTO Ha TOKCHYHHI H3MapeHus.

HHCTPYKHP[PI 3a racCHE Ha IoOXKapu : I{a HE C€ I0ITyCKa H3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BOJa J1a 3aMbpPCH OKOJIHaTa cpea.
SammTa IIpHU rac€He Ha I10XKap : I{a HE c€ IIpearpueMa Hameca 0e3 NOAXOAIIO 3alIUTHO o6opyz[BaHe. ABTOHOMEH U H30JIMpant
arnapar 3a 1uXaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepcoHaJ1, KOITO He 0TrOBAps 32 CHEIUIHHU CIIy4an

ABapuitHH IJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS IEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3auuTHU CpecTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alMTHO 000pyABaHe. 3a oBeye HHMOopMarws,
BroKTe paszgen §: "KoHTpol Ha eKCIIo3uIuATa/ TUYHH [IPeJIIa3Hu cpejcTBa.

Jla ce n30sTBa U3MIycKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3aabpiKaHe : Tlonwmiire ¢ HHEPTEH MaTEpUa M MOCTABETE B MOJAXO/IAII KOHTEHHED 32 00e3BPEKIaHe Ha OTIIAIbIIH.
MerTou 3a OYKCTBaHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarus 3a 06e3BpekaaHe Ha OTIAIbLHTE.

: PadoTa u cbxpaHeHnue

Tpenmnasun mepku 3a 6e3omacHa padboTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3uus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKN : Jla He ce sze, mue WM Mymm npy ynotpeba Ha npoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NIPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcenosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIBTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CIbHYCBA CBETJIMHA.
OnakoBbYHH Marepuain : I{a C€ CbXpaHsABa B OPUT'HHAIIHUTE KOHTCfIHepH.
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Ceftriaxone impurity A

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

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3MIUSITA/THYHH PeINa3HH CPEeACTBa

8.1. [TapameTpH Ha KOHTPO.JI
Hsma nanuyna JOII'bJIHUTEITHA I/IH(bOpMaLII/Iﬂ

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPeH KOHTPOJ

IMoaxoasii HHKeHEPEH KOHTPOJI:

Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MACTO. OOHMKHOBEHO Ce M3UCKBAT KAKTO MECTHA CMyKaTelIHA BEHTHIANNS, TaKa M BEHTUIALHS Ha OOIIOTO

nomenienue. C marepuaia TpsiOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.
JInYHH npeana3sHu cpeacTBa

3amuTa HA OYUTE H JIUIETO

3ammuTa Ha ouMTe:

[la ce HOCsT npemnasHu ouma. [Ipeanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KoOKaTa

3amuTa Ha KOXKATA H TSJIOTO:
Jla ce Hocu nmoaxosIo npennasHo obaekio. Jlaboparopua ynorpeba : JlabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCSAT MOAXONAIIM PhKAaBUIM. XUMHYECKH yCTOHUMBH penna3nu pprrasuiy. (EN 374)
3amuTa Ha AMXATEJHUTE IIBTHINA

3amuTa Ha AMXATETHATE MBTHINA:
B ciryuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a Jumane ¢ Guiarsp: P3

PA3JIEJI 9: ®u3uyHA U XUMMHYHHU CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELWIECTBO
st : He e HannmuHO
MonekynHa Maca : 598.53 g/mol
Mupuc . He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha ToneHe . He e nanuuno
Touka Ha 3aMpB3BaHE . He e nanuuno
Touka Ha KUIICHE : He e nanuuno
3amanuMocT : He e nanuuno
JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIia Ha €KCILIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3araHe : He e nanuuno
pH : He e maimuuno
pH pastBop : He e nanuuno
Buckosuter, KuHEMaTu4eH : He e npunoxumo
PastBOpUMOCT : He e nanuuno
Koedunuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune Ha napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
OTHOCHTENHA ITFTHOCT : He e manmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
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Ceftriaxone impurity A

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Pasmep Ha yactunure

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA PlHCl)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanuyna gonbiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMAIHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIHS

PA3IEJ 11:

Octpa TOKCHYHOCT (OpanHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposuBHoct/npa3HeHe Ha KoxaTa

Cepno3HO yBpekJIaHE Ha OUHTE/IpasHEHE Ha OUNTe

CeHcnOMIM3aNUs HA AUXATEITHUTE IBTUIIA WIIH KOXKATa

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU

KanneporeHHocTt

TOKCHYHOCT 32 penpOAyKIHATa

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPEIETCHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICIICHN
OpraHu) — MOBTApPSIIIA C& EKCTIO3UIHS

OnacHocT TpU BAUIIIBAHE

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3JIEJI 12: Exojioru4Ha uHgopmanus

HKOJIOrM4YHa HH(l)OpMaIIHﬂ

He e nannuHo

He ce xnacu¢uimpa (Bb3 ocHOBa Ha HATMYHUTE JaHHU, HE Ca U3ITBIHEHU KPUTCPUHTE 32
KkIacubHIEpane)

He ce knacuduumpa (Jlumncsar q1aHam)

He ce xnacuduuupa (Jlumncsar q1aHam)

He ce xnacudunmpa (Jluncsar qaHHu)

He ce xnacudunupa (JIumncsar naHam)

Moske [a MPUYMHY alepriuyHN WM ACTMATHYHH CHMIITOMHY WIIH 3aTPyIHECHUS B IUIIAHETO MPH
BaumBaHe. MOXe a IPUYMHA aJIeprUYHa KOXKHA PEaKIIHs.

He ce knacu¢urmpa (Bp3 ocHOBa Ha HATMYHUTE JaHHU, HE Ca U3IIBIHEHU KPUTCPUHTE 32
KIacupHIEpane)

He ce knacuduuupa (Jlunceat nanHmn)

He ce xnacudunupa (Heybeantennn naHum)

He ce xnacudunupa (Jluncsar nanam)

He ce xnacudunupa (Heybenurennn gaHam)

He ce xnacuduuupa (Jlumncar q1aHHm)

OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (ocTpa)
OrnacHo 3a BoJHATa CpeJia, ABJIroCPOYHa (XPOHHYHA)

He ce xnacudunmpa
He ce xnacudunmpa
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Ceftriaxone impurity A

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

Ceftriaxone sodium E-isomer (97164-54-0)

EC50 - Pakoo6pasuu [1] > 100 mg/1 (48 gaca) (Iporuo3Ha CTOHHOCT)

ErC50 Bomopaciu > 100 mg/1 (72 gaca) (IporHO3Ha CTOHHOCT)

Ceftriaxone sodium E-isomer (97164-54-0)

YcToiuuBOCT U pa3rpaguMocT He ce pasrpaxna 6sp30

Hsva nanuyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMBIHUTENHA HHDOpMATHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa TOMBJIHUTETHA PIH(bOpMaI.II/Iﬂ

Hsima HanmMuHa OMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 13: O0e3BpeskiaHe HA OTHAABLUTE

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 14: Undopmauusi 0THOCHO TPAHCIIOPTUPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH nian naenTuguKanuoHeH HoMep

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHUE Ha NIpaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTUPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma nompiaauTeIHA HATMYHA HHOOPMAIIHS
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Ceftriaxone impurity A

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)
REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.2 Orpanuuenus 3a ynorpeba IIpomeneno

1.2 VYnorpeba Ha BelECTBOTO/CMECTa IIpomeneno

1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
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Ceftriaxone impurity A

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
2.1 Heb6naronpusithu QU3HKOXUMHUYHH e(DEKTH 1 IIpomeneno
HeOIaronpusITHY e()eKTH 3a 3APABETO HA YOBEKA U
OKOJIHATa cpejia
2.1 Knacudukanus B ceorBerctBre ¢ Permament (EO) | Jlo6aBeHo
Ne 1272/2008 [CLP]
2.2 Tpenopsku 3a 6e3onacHoct (CLP) JobaBeHo
2.2 Ipenynpexnenus 3a onacHoct (CLP) Jlob6aBeHo
2.2 Curnanna gyma (CLP) JlobaBeHo
2.2 TTukrorpamu 3a omnacuoct (CLP) Jlo6aBeno
2.3 Jpyra uadopmaruys Jlob6aBeHo
4.1 II'ppBa noMoII IpK MOTITBIAHE JobaBeHo
4.1 IIppBa nomo1 Npu BIUIIBaHE JobaBeHo
4.1 IIppBa nomol - 001K MEPKU JlobaBeHo
4.1 ITepBa nomou1 NpH KOHTAKT € KOKaTa ITIpomeneno
4.1 IIppBa moMo1I IPHU KOHTAKT C OUUTE IIpomeneno
4.2 CumMnromu/edexTy ciejl BAUIIBAHE Jlo6aBeno
4.2 Cumnromu/eeKTd ciae] KOHTaKT C KoKara Jlo6aBeHo
5.1 Henoxxonsuy noxaporacuTenHu CpecTBa Jlo6aBeHo
5.1 Toaxoasmu noxaporacuTesHi CpeCcTBa IIpomeneno
5.2 OnacHu NPOAYKTH HA pa3lajlaHe B cilyyail Ha Jlo6aBeno
oxap
52 OmnacHOCT OT IoXKap IIpemaxnaro
53 3amuTa Ipy raceHe Ha IoXap JobaBeHo
53 MucTpykuuu 3a raceHe Ha oXxapu IIpomeneno
6.1 3aluTHU cpecTBa Jlo6aBeno
6.1 OO0y Mepku Jlob6aBeHo
6.1 ABapuiinu raHoBe IIpomeneno
6.2 Ipenma3sHu MepkH 3a oma3BaHe Ha OKoJIHaTa cpenia | Jlo6aBeHo
6.3 3a 3aabpiKaHe Jlo6aBeHo
6.3 MeTtoau 3a mourcTBaHe Jlo6aBeno
6.4 Ilo3oBaBaHe Ha apyru pasznent (8, 13) Jlob6aBeHo
7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa JlobaBeHo
7.1 XUTHEeHHU MEPKHU JlobaBeHo
72 OnakoBbYHH MaTepHaIU JlobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.3 Crerud iy KpaiHu yrnoTpeon IIpemaxnarto
8.2 3alura Ha OYUTe Jlo6aBeno
8.2 3amuTa Ha JUXaTETHUTE ITBTHIA Jlo6aBeHo
8.2 3amura Ha pbLETe IIpomeneno
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Ceftriaxone impurity A

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 Toaxoasii HHKEHEPEH KOHTPOII IIpomeneno
8.2 3amuTa Ha KOXkaTa U TSIIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo
10.1 Peakimonna crnocoOHoOCT IIpemaxnaro
10.3 BB3M0OXKHOCT 3a OMacHU peakiuu IIpemaxunaro
10.5 HecbemecTuMu Matepuanu IIpemaxnato
10.6 OmnacHy IPOIYKTH Ha pa3afaHe ITIpemaxuato
12.1 Exomnorust - 06mmo IIpemaxunaro
12.1 ErC50 Bonopacnu Jlo6aBeno
12.1 EC50 - Pakoo6pasuu [1] Jlo6aBeno

II'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a oacHocT:

H317 Moske 1a TPUYNHM aJlepruuHa KOXKHA peakIusl.

H334 Moske 1a MPUYMHHM aJepPrUyHy M aCTMATHYHU CUMIITOMH WJIH 3aTPYAHEHHUS B IMIIAHETO TIPH BAUILIBAHE.
Resp. Sens. 1 PecniupaTtopHa cencubunmzanus, Kateropus 1

Skin Sens. 1 Koxxna cencubmnmzanust, Kateropus 1

Wndopmarmonen mucr 3a 6e3onacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hudopmarnusra, cbabpxama ce B To31 MHQOpManHoHeH JTUCT 32 6€30MaCHOCT, € MOJIyYeHa OT H3TOYHUIIN, KOUTO CMATaMe 3a

HaJieXIHH. Beripexn ToBa, mHQopManusaTa ce npeocTans 0¢3 HUKAaKBa rapaHIlis, H3pUYHA MM OJPpa30upalia ce, OTHOCHO HeifHaTa KOPEKTHOCT. Y CIIOBUSTA HITH

MeToJuTe 3a paboTa, ChbXpaHeHHe, ynoTpeda i 00e3Bperk/1aHe Ha NPOJIyKTa ca W3BbH HAIINS KOHTPOJ U MOJKE J1a Ca U3BbH Hallata KoMmreTreHTHocT. [Topaau
Ta3u U JIPyrv NPUUUHU, HUE HE II0eMaMe OTTOBOPHOCT U U3PUYHO CE OTKa3BaMe OT OTIOBOPHOCT 3a 3aryOHu, ILETH WM Pa3sXoM, MPOU3THYALIM OT MM CBbP3aHU

IO HJKAaKbB HAUKMH ¢ paboTara, CbXpaHeHHETOo, yroTpedara Win 00e3BpexkIaHeTo Ha npoaykTa. To3u MHdopmanroneH IHucT 3a 6€30I1aCHOCT € U3rOTBEH U TpsOBa

Jia C€ U3I10JI3Ba CaMo 3a TO3U MPOAYKT. Axko OPOAYKTHT CE€ U3I0JI3BA KaTO ChbCTAaBKa Ha JAPYTryd NIPOAYKTH, HAJIMYHATA qu)opmaum 6u MorJia Jla CC OKaxe
HENPUIIOKHUMA. Tasu qu)opmaunﬂ C€ OCHOBaBa Ha HAIMUTE TCKYIIU IO3HAHWS U € IPEAHA3HAYCHA J1a 1a/I€ OIMMCAaHUE Ha IMPOJAYKTa caMO 3a LCIUTE Ha
3/1paBCoIIa3BaHETO, 0e30IacHOCTTa M OKOJIHATA cpena. Hopaun TOBa, T4 HE '1‘ps{6Ba Jla C€ ThJIKYBA KaTo rapaHuuys 3a CBOMCTBaTa Ha IpoayKTa.
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