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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 : Clindamycin phosphate for system suitability
XHUMHYECKO HANMEHOBAHHUE : Clindamycin phosphate

EO Ne 1 246-433-0

CAS Ne 1 24729-96-2

Kon Ha npoxykra : 202500781

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT

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@edgm.eu, www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxna cencubmmzanus, Kateropus 1 H317

TOKCHYHOCT 3a penpoyKIMsATa, JOMBIHNTENHA KaTeropus, epektn  H362

BBPXY MIIM UPE3 JTAKTALMATA

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

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

Bpenen npu normbiane. Mosxe a Ob/1e BpeeH 3a KbpMadeTa. [Ipeju3BuKBa CEpUO3HO Ipa3HeHe Ha ounTe. MojKe 1a IPUYMHY AJIepruiHa KOJKHA PeaKiusl.
Ipenu3BuUKBa Apa3sHEHE Ha KOXKATa.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)
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Clindamycin phosphate for system suitability

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

GHSO07
Curnanna gyma (CLP) : Buumanue
Mpenynpexnenus 3a onacHoct (CLP) : H302 - Bpezaen npu noribliase.

H315 - [lpean3BukBa apasHeHe Ha KOXKaTa.
H317 - Moxe /1a IpUYMHHM ajJepruyHa KOXKHA PeaKiys.
H319 - [Ipean3BuKBa cepHoO3HO Jpa3HEHE Ha OYMTE.
H362 - Moxe na Ob1e BpeieH 3a KbpMauera.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P260 - He BaumuBaiite npax/myuiex/ra3/ ium/u3napeHust/acpo30ii.
P263 - la ce u30sirBa KOHTAKT [0 BpeMe HAa OPEMEHHOCT U TIPH KbPMEHE.
P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHoO Clel yrnoTpeba.
P270 - [la He ce e, mue WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P272 - Jla He ce u3Hacs 3aMBbPCEHO pabOTHO 00JIEKIO U3BBH PAOOTHOTO MOMEIICHHE.
P280 - U3nomn3Baiite npeanasHu pbKaBUIH/IPEINa3HO 00IEKI0/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMIe/TPEAIa3HU CPECTBA 32 3allUTa Ha CIIyXa.
P301+P312 - [1PU [TIOT'JIBLIAHE: I1pu nepasnonoxenue ce obanere B LIEHTBP I10
TOKCHKOJIOT' S unu Ha nexap.
P302+P352 - TP KOHTAKT C KOXXATA: U3muiite 06miHO ¢ Boja.
P305+P351+P338 - [TIP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa niu npeamnonaraeMa ekcro3uuust: [loTbpcere MEAUIMHCKH ChBET/ITIOMOLL.
P321 - CneunanusupaHo jgeyeHue (BxK. JOMbIHUTEIHA MHCTPYKIMS 3a IbPBa MOMOL Ha TO3U
€THUKET).
P330 - M3nnakuere ycrara.
P332+P313 - [Ipu mosiBa Ha KOXKHO Apa3HeHe: [loThpceTe METUIIMHCKN CHBET/IIOMOLII.
P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [ToTbpcere MeTMIMHCKU
CHBET/TIOMOLIL.
P337+P313 - Ilpu nmpoaB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU ChBET/TIOMOLL.
P362+P364 - CBanere 3aMbpCEHOTO 0OJICKIIO M TO M3MEpeTe MpeIH MOBTOPHA yIoTpe6a.
P501 - CbabpxaHHETO/CHIBT J1a Ce U3XBBPJIH B ITYHKT 33 ChOMPaHe Ha ONMACHU MU CIICHUATIHI
OTHaJbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/HJIN MEX/LyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBUE C: M3KIIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChAbPXKaHHETO He npeBuiiasa 10 ml.

He ce n3nckBa eTukeTHpane

2.3. /Ipyru onacHoOCTH

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

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Clindamycin phosphate CAS Ne: 24729-96-2 <100 Acute Tox. 4 (opanna), H302 (ATE=1832
EO Ne: 246-433-0 mg/kg TexecHo Terio)

Skin Irrit. 2, H315
Eye Irrit. 2, H319
Skin Sens. 1, H317
Lact., H362

3a neinnus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHoCT: BX. paszjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H'BpBa TmoMo1f - 061111/1 MEpPKHU . B®B Bcnukn CJIy4au Ha CbMHCHHE, WK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEJUITMHCKA
TTOMOIII.
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Clindamycin phosphate for system suitability

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

ITspBa nomo11 Ipy BAMUIIBAHE : M3Bezmere nMIeTO Ha YHCT BB3IyX U IO IOCTaBeTe B IO3MIIMS, yIECHIBaIA AUNIaHeTo. Jla ce ocTaBu
MOCTpaJays 1a CU movnHe. B ciy4aii Ha npuinomaBane: [loTbpceTe MEIUIIMHCKH ChBET/IIOMOIIL.

IIbpBa HOMOIIL TPY KOHTAKT € KOXKATa : Caasiere 3aMbpCeHOTO 00J1eKI10. VI3MHIiTe BHUMATEIHO U OOMIIHO ChC CallyH M BOJa. AKO
CHMIITOMHTE IIPOIBIDKABAT, J1a Ce MIOBUKA JieKap. AKO Ipa3sHEHETO Ha KOXKaTa POIBIDKABa, 1a ce
HAIpaBU KOHCYITALHUS C JIeKap.

[IbpBa HOMOIL IPY KOHTAKT C OYUTE . MznnakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHaYUTe HIMPOKO OTBOPEHHU (B
MpoIbJDKeHUE Ha oHe 15 MunyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKHUBA U JOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipoabinkere ¢ u3miakBaHeto. [loTbpceTe MEJUIIMHCKA ITOMOLI, aKO OOJIKaTa,
MHT'aHETO UM 3aUePBABAHETO MPOIBIDKAT.

[I'ppBa nomo1l NpU MOTITbIAHE . HMsnnakHere ycrara ¢ Bojia (CaMo aKko IMOCTPaJlalIvAT € B ch3HaHKe). Hukora He AaBaiiTe HUIIO Mpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce o6anere B LIEHTHP I1O TOKCUKOJIOT Ul/Ha
JIeKap.

4.2. Hali-chbIIieCTBeHH OCTPH M HACTHIIBAIIH CJ1e H3BECTEH MePHo/] OT BpeMe CHMNTOMH U eeKTH

CI/IMHTOMI/I/eq)CKTI/I CJIE] KOHTAKT C KOXKaTa . Moxe na NPUYINHHU aJIEPrudHa KOXKHaA peaKkuus. Hpe[[I/ISBI/IKBa Jpa3sHCHE Ha KOKaTa.
CI/IMHTOMI/I/eq)CKTI/I CJIE] KOHTAKT C OUYUTE : HpC,ZlPBBI/IKBa CEPHO3HO APAa3HEHE Ha OYHUTE. 3a‘-leB5[BaHH$I, Ooska.

4.3. Yka3aHnue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTIO0KHN MeINIHHCKH TPUKHA U CNICLIUAJTHO JIeYEeHHU e

Hsima HanuuyHa AONBIHUTEIHA P[H(i)OpMaI.IHH

PA3JIEJI 5: IIpoTHBONOKAPHH MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

IMoXo 1M TT0KapOTracHTENTHI CPE/ICTBA : Jla ce m3mon3Bat cpeJicTBa, MOAXOAAIIN 3a TACEHE Ha MOXKApH B ChCEJCTBO. BhriepoeH auokcu.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHsI.
Henoaxosmy moxaporacuTelIHi cpeJicTBa : Jla He ce n3non3Ba CUIIHA BOJHA CTPYSI.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Ornacau MIPOAYKTH Ha pasnajlaHe B CJ'Iy‘IElf/‘I Ha mmoxap : HemwiHOTO TOpEHE OCBOGO)KI[aBa OIIaC€H BBITIEPOCH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. B3MOKHO € OT/IeNsTHETO Ha TOKCHYHHU n3napeHUs.

5.3. CbBeTH 32 NO’KaAPHUKApHUTe

WHCTpyKIuH 3a TaceHe Ha IOXKapu : Jla He ce Iomycka H3MOI3BaHaTa B OopOaTa ¢ Imoxapa BoJa Jla 3aMbPCH OKOJIHATa Cpefa.
3amuTa Ipy raceHe Ha Ioxap : Jla He ce mpeanpreMa HaMeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. ABTOHOMEH H H30IHPAI]
amapar 3a AuxaTelHa 3ammTa. [IeHa 3amuTa Ha TI0TO.

PA3JIEJI 6: Mepku npu aBpapHMiiHO H3IyCKaHe

6.1. JInuHM NpeANa3sHA MePKH, NPEANA3HH CPeCTBA U NPOLEeAYPHU NPHU CHEUIHH CJIy4Yau
OO0 Mepku : Jla ce u30sArBa KOHTAKT C KOXKaTa, OUUTE U IPEXUTE.

3a nepcoHaJi, KOITO He 0TTOBAPS 32 CIEUIHU CJIy4an

ABapuiiHy I1aHOBE : Jla ce oTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CIICIIHH CJIyYan

3amuTHU CpeacTBa . /Jla He ce npennpuema HaMmeca 6e3 MOAXOSIIO 3aUTHO 000pyIBaHe. 3a nmoBeve HHpopManus,
BrokTe paszen §: "KOoHTpon Ha eKcro3uiusITa/ TMYHA Mpe/na3Hu cpeacTsa’.

6.2. [Ipeama3Hu MepKH 32 oNa3BaHe HA OKOJHATA cpefa
Jla ce u3bsrea u3nmyckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIIECTBEHUTE BOIH.

6.3. MeToau u MaTepuaJIi 32 OrpaHUYABAHE H MOYHCTBAHE

3a 3aabprKaHC : Ilonwmiite ¢ HHEPTEH MaTCpHUal U IOCTABETE B IOAXOAILL KOHTCﬁHep 3a 0663Bpe>1<ua1-le Ha OTnaabLu.
MeTtoau 3a MOYHCTBaHE . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTU O0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JACTCPIreHT.

6.4. [To3oBaBaHe HA APYTH pa3aean

Bwxre Pa3nen 13 otHOCHO HH(pOpManus 32 00e3BpeKIaHe Ha OTIAIbIHTE.

30/10/2025 (daTa Ha n3naBaHe) BG (6barapckn) 3/8



Clindamycin phosphate for system suitability

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOIbIIHUTENHY ONTACHOCTH TI0 BpeMe Ha paboTa . /Jla He ce u3narat OpeMEHHHTE XKEHHU WM KbPMayKHTE.

Ipenna3suu mepku 3a Ge3omacHa pabora : Jla ce u30sirBa BCsKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha pabOTHOTO
MSICTO.

XUTueHHH MEPKH : Jla He ce siae, ve WK MyLIH Ipy ynoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00JIeKII0 U3BBH PaOOTHOTO MOMeEIIeHHE. J]a ce H3MHAT PhLETE NPEIH MOYUBKHUTE H CICT
MPUKIIIOYBAHE Ha paboTaTa.

7.2. YciioBusi 3a 6€301aCHO CbXpaHABaHe, BKINYUTEJITHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : )_'[a C€ CbXpaHsBa HA z[06pe TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa IUNIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsIKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : )_'[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

PA3/IEJI 8: KoHTpPOJI Ha eKCIIO3UIUATA/TUYHHN NpeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3HIMATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasiug HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu HOGPO IIPOBETPsABAHE HA pa60THOT0 MmsicTo. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlKA, TaKa U BEHTUJIAUA Ha 0061110TO
nomenienue. C Marepuaia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH nmpeanasHu cpeacresa

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCAT IpenmasHu oumna. [Ipeanasuu ounna cse crpannyna 3amuta. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npecrtiika. (EN 13034)

3ammuTa Ha pBIeTe:
Jla ce HOCST MOAXOISIIIN PBKABULM. XUMHUYECKH YCTONYMBY npenasuu pbkasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTe MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PM3UYHU U XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE
st

BbHIeH Bux
MornekyiaHa Maca
Mupuc

I'panunara Ha Mupuca
Touka Ha ToreHe
Touka Ha 3aMpb3BaHe
Touka Ha KUIIEeHEe

TBBPIIO BELIECTBO
Osu1. TIOYTH 05T
Ipax.

505 g/mol

He e nanuuno

He e nanuuno
~175°C

He e nanuuno

He e nanuuno
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Clindamycin phosphate for system suitability

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

3anmanuMocT : He e Hanuuno
JlonHa rpaHHIa Ha eKCIIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiarane : He e Hanuuno

pH : 3,5-4,5 (1% Bonen pastsop)
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Bopma: 100 — 1000 g/l
Koeduient Ha pasnpezpenenue: n-okranon/soga (Log @ He e Hamudno

Kow)

Hansirane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(l)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 11: Toxkcuxosoruuia nugopmanus

Octpa TOKCHYHOCT (OpajiHa) . BpejeH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanHu)
Octpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

Clindamycin phosphate (24729-96-2)

LD50 opanao mbx 1832 mg/kg
Kopo3uBHoCT/IpasHeHe Ha KoxkaTa . Tlpenu3BukBa Jpa3HeHe Ha KOXaTa.
pH: 3,5—4,5 (1% Boaex pasrBop)
CepHo3HO yBpeXKAaHe Ha OUHTE/Ipa3HeHe Ha OUHTe . ITlpenu3BuKBa CepHO3HO Apa3HEHE HA OUHUTE.
pH: 3,5—4,5 (1% Boxen pastBop)
CeHcnOMIH3aNus Ha IUXATSHATE IBTUIA WM KoXkaTa  : MOXKe Ja IPUYMHHM aJlepruyHa KOXKHA PEaKus.
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Clindamycin phosphate for system suitability

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

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU . He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHEHH KPHUTEPUUTE 32
KIacupHIEpaHe)

Kanmeporensoct : He ce knacu¢umpa (Jlunceat nanxu)

TOKCHYHOCT 32 peNpoAyKIHATa : Moxe na Obze Bpe/ieH 32 KbpMadeTa.

CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEIeHU . He ce xnacu¢mumpa (JIuncsat nanxm)

OpraHy) — eIHOKPAaTHA EKCIIO3UIUS
CTOO (cnenuduyHa TOKCHYHOCT 33 OIPEIEIeHU : He ce xnacudunupa (JIunceat nanam)
OpraHu) — MOBTApPSIIA C& EKCTIO3UIHS

OnacHOCT NpH BAMIIBaHE . He ce xnacudunupa (Jluncear nanHm)

Hsima HaymMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3IEJI 12: ExojioruuHa uHgopmanus

OmnacHo 3a BoJHaTa cpejia, KpaTkocpoyHa (ocTpa) : He ce knacu¢umpa (JIunceat nanxu)
OmnacHo 3a BoJHaTa cpesia, IbIrocpoyHa (XpOHHYHA) : He ce knacu¢umpa (JIunceat nanxu)

Clindamycin phosphate (24729-96-2)

YcToiuMBOCT U pasrpaauMocT He ce pasrpaxma 66p30

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA HH(l)OpMaI.IHﬂ

Hsawma Hamuaaa JOIBJIHUTECITHA I/IH(i)OpMaLIPISI

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

PA3JIEJI 13: O6e3Bpexaane HA OTHAXbIUTE

Hsima Hanu4Ha TOMbIHUTENHA HHOPMATHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciincbka Ha OOH niu upeHTHGUKATHOHEH HOMep

He e npunoxumo He e npunoxumo He e npunoxumo
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ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeja

He e npunoxumo | He e npunoxumo | He e npunoxumo

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

TpaucnopT no mope
He e npunoxxumo

Bb3ayuien Tpancnopr
He e npunoxxumo

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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JIEJI 16: /Ipyra nadopmanus

I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Eye Irrit. 2 Cepuo3HO yBpexIaHe/ipa3Hene Ha ounrte, Kareropus 2
H302 Bpenen npu norneimnane.

H315 IIpenn3BuKBa npa3HeHe HAa KOXKaTa.

H317 Moske J1a IPUUMHM aJepruyHa KOXKHA PeaKLys.

H319 IIpean3BuKBa CEpHO3HO JPa3HEHE HA OUUTE.

H362 Moske a Ob/ie BpelieH 3a KbpMadeTa.

Lact. TOKCHYHOCT 3a PEHPOLYKLHATA, JOIIBIHHTEIHA KATEropust, epeKTH BbPXY MM 4pe3 JIaKTalysTa
Skin Irrit. 2 Koposust/npa3nene Ha koxarta, Kareropus 2

Skin Sens. 1 Koxna cencubmmmzaunst, Kateropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopMaroneH juct 3a 6e30MacHoCT, € MoJy4eHa OT U3TOYHHIIM, KOUTO CMSITaMe 3a

HaJeXIHU. Berpeku ToBa, nHbOpMaIusTa ce npeaocTans 6e3 HUKAaKBa rapaHIlys, M3pUYHA MU O/Ipa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUATA WU

MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uiu 00e3BpexaHe Ha IPOAyKTa ca M3BBbH HAIlMs KOHTPOJ U MOXKE 1a ca U3BBH Hallata komreTeHTHocT. [lopaau

Ta3y U JAPyry IPUUHHY, HHE HE I0eMaMe OTTOBOPHOCT U U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH UM Pa3X0/H, IPOU3TUYAIIN OT MU CBbP3aHU

10 HAKAKbB HAYMH C paboTaTa, ChbXpPaHEHUETO, yIoTpedaTa uin 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMalnoHeH JIMCT 3a 6€30MacHOCT € U3TOTBEH U TpsiOBa

Jla ce U3M0J3Ba CaMo 3a TO3H MPOIYKT. AKO IIPOLYKTHT C€ U3MO0JI3Ba KaTO ChCTaBKa HAa APYTH NPOLYKTH, HaluuHaTa MH(OpMalis OU MOIJIa 11a ce OKaKe

HEOPpUIOKUMA. Tazu I/IH(l)OpMaLLI/IH C€ OCHOBAaBa Ha HAIIUTC TEKYIIN IIO3HAHUA U € IPEAHA3HAYCHA [1a Ja/I€ ONMMCAHUE Ha TIPOAYKTA CaMO 3a LCJIUTE Ha

37paBeoIa3BaHeTo, 0e30MacHOCTTa U OKOsIHATa cpesia. [Topaau ToBa, Tst He TPsiOBa J1a Ce THIIKYBA KaTO rapaHIus 32 CBOMCTBATA HA IIPOIYKTA.
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