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1 Identification

[Product identifier
[Mrade name: BETADINE® 5% Sterile Ophthalmic Prep Solution
CArticle number:

Recommended use and restriction on use
[Recommended use: Surgical Product
[Restrictions on use: Coltact [lalulactur(r(]

[Details of the supplier of the Safety Data Sheet
[Manufacturer/Supplier:

Olcol] Laloratori(TT1cl]

L0 S al]

Cort U ort T Cral L0 ST

TO DIDO0ImOOmooo

O aillTaMtrIdatar T t1] alcoll¢ol]

\ 2 Hazard(s) identification

[Classification of the substance or mixture

@GFSVT

O et 0000 Caul D Crioul) L irritatio [

CAdditional information:
Orelt o0 OitturOcol MtOofirgridit [T ol ul [T ol tolicit(T]
TOrOarl Co otr Calard Dot ot rOiCD clallhird tfat Call 0000 id Ok Grd O

[Label elements

[GHS label elements

T Croduct i) [t clalTilird allalardoullaccordig to OS] GIIS rigulatio 11 DitCiCt00 OCitrd Stat( 11
TOO Croduct idJclalThlird ald lad-dCd accordilCg to tTI GloCall DarJold St [GOS

[Hazard pictograms

O

GOS

[Signal word [T arlilrg

[Hazard-determining components of labeling:
[olidol I Tiodil1]
[Hazard statements
O CaulT D [(Trioul T irritatio 1]
[Precautionary statements
POOO UallltCorougllDaltr Caldlirgll
PO [ [ar (1] [rotlctiol] [Tacl] [rot[ctiol 1]
POOOCPOOOPOCONCG D DT RICET ] cautiou (10 LlitH ClatCr [or [T ral Cifut(TROJ ol col tact IO
(rlITItald ralllto dolColtitullril gl

POOOOPOOO ICC D irritatio v Gt Gt O Cdical adCiclatt[ [ tio[]
[Coltdloll[agllll]
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Trade name: BETADINE® 5% Sterile Ophthalmic Prep Solution

[ColtdiolTagl (1]
[Hazard description:
[WHMIS-symbols: Dot farardouutdr [ CMIST
[Classification system:
[NFPA ratings (scale 0 - 4)

Oraltt o0
0 D@ nininln
Rractirit 1010

[HMIS-ratings (scale O - 4)

] it
RS | Cir 0
Rractiit 01

[Other hazards

‘Results of PBT and vPvB assessment
[PBT: Dot alllicalll]

CvPvB: Dot allicall

3 Composition/information on ingredients

[Chemical characterization: Mixtures
[Description: MilturlJoltl 1] full'talellittd (ol Ditl) Coll alardoulJadditiol 1]

[Dangerous components:

| Colidot I iodi T & 0 Dad 0000000 I
< SHU it 0

[Additional information:
Cor tlttid icgridil i tirtiidoctitatd Clact Cirecl tagllarl] L0Cg Litlrld alla trad ) [Tcrlt(]

4 First-aid measures

[Description of first aid measures
[General information: Jo [T cial T CarurCIriuircdo
DAfter inhalation: Sul I T]airllcol"ult doctor illcalTlolcol] [lailt[T]
CAfter skin contact:
GO Tralltt Croduct do T Cot irritat 07 [T
Oallltitt roallald DatCrd
LT irritatio i) (I TriC T eldcol Tult a doctor()
CAfter eye contact:
Product illiCdiciatCd [or ocular uragill cal ol rhirtt or [T r[irritatioll aitlr ufagidiCcol tifull
ulllald [T 0 Cdical adlicl 1]
CAfter swallowing:
RilTTlout Doutlard trrdric O ol atr]
Do ot itducll ColJiticg il [ [diatC1Ccall [or [ Cdical D100
CInformation for doctor:
Most important symptoms and effects, both acute and delayed Irritalt to [1TT1T]

[Danger o wrtlIrrilraltilorlatiolalailallil]
[Coltdl ol agll 1]
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Trade name: BETADINE® 5% Sterile Ophthalmic Prep Solution

[Coltdlollagl] ]
CIndication of any immediate medical attention and special treatment needed
Co mirt(Ir rCiCrarct itTorCatioalailal 1]

5 Fire-fighting measures

[Extinguishing media
[Suitable extinguishing agents: CCTIGr0lgticg O falurltlat Cuit to0 O Ciro 00 (10
[For safety reasons unsuitable extinguishing agents: Co[l ]
[Special hazards arising from the substance or mixture o Wwrt(Irrilalti‘lorC]atiollalailalli1]
CAdvice for firefighters
[Protective equipment:
U [ar [Tcoltailld rliTirator Crotctil I dCc]
O Car Willo CrotCetito Cuitld
CAdditional information Co wrtCIr rflTralt iClorCatiolalailallr1]

6 Accidental release measures

[Personal precautions, protective equipment and emergency procedures
OffurOadTuatt [T tilatior
Cor largl [THllCT ) Car Crotletil [ clotlir gl
CEnvironmental precautions: [Jo [TTcial [JCarturCrTuircdr]
[Methods and material for containment and cleaning up:
OCordlituid col ColtO it ituid [ Cdity Datlrialll
DilToblTIcoltalliratid Datlrial allDaltaccordirg to it (1711
[Reference to other sections
SO SCetiod D [or iClerHatiod ol [all Caldlifgd
S[IIS[ctio11[orifToratiol1oll [I'rColal [rotlctiol] [ uill] [Tt
S Sletiol] [T [or difTolal ifTor]atio 1]

7 Handling and storage

[Handling:
[Precautions for safe handling [Jo [TTcial [ CaturfrCuircdr]
CInformation about protection against explosions and fires: [Jo [T cial [ falurIrCuircdr]

[Conditions for safe storage, including any incompatibilities
[Storage:
Requirements to be met by storerooms and receptacles:

OCoid Ttorag (rar (e O (ratrigritio CourcIJor o Mall (1]
CInformation about storage in one common storage facility: StorJalJalrol] [©0od[tullll]
CFurther information about storage conditions: DO OrCcltaclOtigritlimalrdo
[Specific end use(s) [Jo [rtlIr rflTalrtirloratioNarailarl1]

[Coltdlollfagll[ 1]
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[ColtdlolTagr (1]

8 Exposure controls/personal protection

CAdditional information about design of technical systems: (o Wrtlr datalTTit(1] (17

[Control parameters

[Components with limit values that require monitoring at the workplace:
T Croduct dol] Cot coltaillallllrClalt fualtitiCl ol at rial(] [Jitl] critical [alu(ltlat Call)to [
Oolitord at tT1] DorTlaclT]

CAdditional information: TOJlittOtCat CCr Calid durilfg t0 erlCatiol O CrCulTd all Al

[CExposure controls
[Personal protective equipment:
[General protective and hygienic measures:
TOOulual Cricautiofar1 0 Calurl] lor CaldliCg clical ) [(Tould [ ollo1d]
Of0alCafroll eodtullT I Traglalrd mrdr]
CEngineering controls: [lo wrtIr rClCralt itloratiolalailall1]
[Breathing equipment: Dot riTuirCd uCdrr CorJal colditior 1ol ulTT]
[Protection of hands:
GloM ot riT uirtd uldrr CorlJal corditior o urTT]
0 [ar [rotctifT1glo[TTto fardITcoltitloldallagid or Iralilrg ulitT]
[Material of gloves Rullr glo(T1]
[Eye protection:
Oot rTuirtd [or CorCal Cardlirfgl] Car CrotCetitT] (T Car O0l0 Cardlifg dafiagid or ICarifg Croduct
[Body protection: [ot r(Tuircd urdlr Corllal colditio[ 1ol urTI]
[Limitation and supervision of exposure into the environment Do [T cial riruir 0 [TtT]
[Risk management measures [Jo [T1cial ri1uirt7 [Tt

9 Physical and chemical properties

[Information on basic physical and chemical properties
[General Information

CAppearance:

Form: LiTuid

Color: Dar(ilrof10]
[Odor: Odorl T}
[Odor threshold: Oot drtCricrdr)
[pH-value at 20 °C (68 °F): O OO
[Change in condition

Melting point/Melting range: Ordrtrriirrdo

Boiling point/Boiling range: ordrtroicrdo
[Flash point: T Croduct it) Cot dal] Darlr]
[Flammability (solid, gaseous): Uot alIlicall1]
CAuto-ignition temperature: ot drtrricrdo
[Decomposition temperature: Cot drtrricrdo
CAuto igniting: Product i1 ot [T1Tigriticgl]

[Coltdlollagll 1]
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Trade name: BETADINE® 5% Sterile Ophthalmic Prep Solution

[Danger of explosion: Product do(T 1ot [rI 1Tt all [T Tlofiol Carard]

CExplosion limits:
Lower:
Upper:

Cot ditCriicrdr)
Dot ditrrOicrdr]

Dot ditrrOicrdr]

Dot ditrrOicrdr]
Cot ditriicrdr
Dot ditrrOicrdr]
Cot ditCriicrdr

[CVapor pressure:

[Density:
[Relative density
[Vapour density
[Evaporation rate

[Solubility in / Miscibility with

Water: CullD Oiteiton
[Partition coefficient (n-octanol/water): Dot ditrilirrdn
[Viscosity:

Dynamic: Dot dtrOicrdO

Kinematic: OotdLtlrUilldl]

[Solvent content:
Organic solvents:
Water:

[Other information

Dot ditriirrdo
Dot ditiriicrdo
Do Wrtlr rOdCalt itdorCatioC alailalld

[ColtdlolTagr 1]

10 Stability and reactivity

[Reactivity
[Chemical stability
[MThermal decomposition / conditions to be avoided:

o dlcol] ColitioJifulld ald [tor[d accordilg to [T] cilicatio[ 1]
[Possibility of hazardous reactions [Jo darglroulirCactio ] [To1]
[Conditions to avoid [Jo rt(I'r rfl(Talt ifTor[Jatioalailal11]
CIncompatible materials: [o @rtlIr rClCart ictorCJatioNalailall1]
Hazardous decompaosition products: PolTill0i0tracI 1]

11 Toxicological information

[Information on toxicological effects

[Acute toxicity:

[LD/LC50 values that are relevant for classification: [ol[1 1]

[Primary irritant effect:

Con the skin: [Jo irritalt [TTTctl]

[on the eye: IrritatiCg CMTct]

[Sensitization: o [TITtiCiCg CIMTct T o]

['Subacute to chronic toxicity: Clo mrt(Ir rClfarct itforC atiofalrailarl1]

[Coltdlollfagll[ 1]




Pagll ol

Safety Data Sheet
acc. to OSHA HCS (29 CFR 1910.1200)

PriltiCg dat(] LT ROGiOO0d ol LM

Trade name: BETADINE® 5% Sterile Ophthalmic Prep Solution

[ColtdiolTagl (1]
[Additional toxicological information:
TOO Croduct i) Cot Cullct to clalTificatioll accordilg to iftlrrallllallrolTd calculatiol] [J (t[od[] [or
Criaratiol [T}
O 0 ulld ald faltdliid accordilg to [Tl cilicatiol I Tt[1] [roduct dol '] [ot CalllalllCarll wl CImict
accordilg to our LI Irillclald tlJillorJatiol] Crolidd to ull)

['Carcinogenic categories

[NTP (National Toxicology Program)

OollJoltritgridititiitIlirtrdr]

[OSHA-Ca (Occupational Safety & Health Administration)

Oololtlitgriditticlirtrdo

[Probable Routes of Exposure

I Talatiol 1]

ICgTtiol1]

O] coltact]

Srillcoltact(]
[Acute effects (acute toxicity, irritation and corrosivity): IrritatiCg to (1711 1TJ
Repeated Dose Toxicity: o wrtr rClalt iCierdatiodalailalll]

12 Ecological information

[Toxicity
CAquatic toxicity: o mrt(Ir rflralticioratiol]arailarlil]
[Persistence and degradability [Jo WrtlIrrilaltitlor]atiolalailalll]
[Behavior in environmental systems:
[Bioaccumulative potential [Jo WrtlI'r rClTart itlorJatiolalailalll]
['Mobility in soil TJo wrtIr rflTaltifioratioIarailarlil]
[Additional ecological information:
[General notes:
Do ot allo™] udiluttd Croduct or larg( CuarltitiCoit to riiac] grould DatCrO0atlr cour(1]or [TJagr]
It o
[Other adverse effects To m@rtlIr riiTart ifloratioT arailarl]

13 Disposal considerations

[Waste treatment methods
Recommendation:

TOOulLr ot Datlrial Cadt0 ri Do CGlit0to dillo olululld DatlrialCrfidul)Jald coltailLrlilJ
collialcl Uit all rfiCalt localtatJald (Idlral laliCald rigulatiolriCgardilg trCat] [ tl torag(]
ald dillolal [or falardoullalld [olllalardoul] NaltIlJROOdual [atlrialll [Could [ trijatCd all
CalardoulT]

[Uncleaned packagings:
'Recommendation: DilTblal Jult [JJJadaccordiCg to ollcial rCgulatio (1]
[Recommended cleansing agent: O atCrfi eI Tard it clCarrirg agiitir]

[Coltdlollagll 1]
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[ColtdlolTagr (1]

14 Transport information

[CUN-Number

[DOT, ADR, ADN, IMDG, IATA Cot RiCgulat[d
CUN proper shipping name

[DOT, ADR, ADN, IMDG, IATA Cot Rigulatd

[Mransport hazard class(es)
[DOT, ADR, ADN, IMDG, IATA

[Class Cot Rigulatd
[Packing group
DOT, ADR, IMDG, IATA (ot RIgulat’d
CEnvironmental hazards:
[Marine pollutant: (o
['Special precautions for user Dot alTlicallrT]
[Mransport in bulk according to Annex Il of

MARPOL73/78 and the IBC Code Dot alTlicarlrd
CUN "Model Regulation": 0

15 Regulatory information

[Safety, health and environmental regulations/legislation specific for the substance or mixture
[United States (USA)
SARA

[Section 355 (extremely hazardous substances):
OolMJotrirgridittoicilirtrdrl

[Section 313 (Specific toxic chemical listings):
OoDoltrirgridittarlirtdo

[TSCA (Toxic Substances Control Act):
COlicgriditl toarlirtrdrd

[Proposition 65 (California)

[Chemicals known to cause cancer:
OoDoltrirgridittarlirtdo

['Chemicals known to cause reproductive toxicity for females:
OollJoltilitgriditrtiiarlictdr]

['Chemicals known to cause reproductive toxicity for males:
Dol oltiitgridictiiclictdo

[Chemicals known to cause developmental toxicity:
OolMJoltrIirgridittoicilirtrdrl

[Carcinogenic categories

CEPA (Environmental Protection Agency)
DolDoltiitgridictiiclictdo

[Coltdl ol agll 1]
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Trade name: BETADINE® 5% Sterile Ophthalmic Prep Solution

[ColtdlolTagr 1]

[IARC (International Agency for Research on Cancer)
OolMJoltrirgridirtoicilirtrdr

[MLV (Threshold Limit Value established by ACGIH)
OolMJotritgridittoitilirtrdrl

[NIOSH-Ca (National Institute for Occupational Safety and Health)
OollJolttitgridititriitIlirtrdr]

[State Right to Know Listings
DolDoltiitgridictiiclictdo

['Canadian substance listings:

['Canadian Domestic Substances List (DSL)
Clicgridic toarolicted

[Canadian Ingredient Disclosure list (limit 0.1%)
DolDoltiitgridictiiclictdo

[ICanadian Ingredient Disclosure list (limit 1%)
OolMJoltrIirgridittoicilirtrdrl

[Other regulations, limitations and prohibitive regulations
TOiO Croduct Cal) 0000 claldiiod iC accordalicd Oit0 Calard critCria o0Jt00 Coltrolldd Productd
Rrgulatioard tr1SDS coltairDall trJitTerJatio riTuircd (1t Coltrollrd ProductIRgulatio1T]

[Chemical safety assessment: [1 ClIlical SamtO 0TI Tt fallCot (O carrilcd outl

16 Other information

TrioitrerDJatioD T Malld oour [Tt (Todlrdgo T rt0ir (Tall Cot colTtitutlla guaralt] or
allJ[TTcilic [roduct MaturlJalrd (Tall Cot [(I'tallifT]a ICgallTCalid coltractual rClatio i1

[Date of preparation / last revision [T (1]

CAbbreviations and acronyms:
UDROOecord Curol Cur 100 tralliDort dO) Darclalditlll daligrfull)] Car Routll [Muroal) Ogriii Ot coliclrlitg tr
Ilt rlatiolal Carriagllol Dal gl roul1Good[ [ Road!
IMDGL I tlr atiol al Mariti! [1Cod(! lor Dal gl roul]/Good![
DOT[IJS DT artl] (1t ol Tral [ Tortatiol
IOTOCCtCrCatiolal ir Trall Lort [ Tociatiol!
GlS[GlolallllarlolilTd S[Tt o ClalTilicatiollald LalIllir'g ol ClI 1 icalll
OCGI fricall CollTri I cllolGol LI (I tal I'dultrial [/CgilTilt[)
OI0OCSuro I al I T toro [l tirg Coll [ Creial Cl 1 ical Sulltarcl 1)
OLIOCSHuroal]Lilt olotilird CLI I lical Sulltalcll]
CUSCCl I ical [l tract[1S[rlicl] [dililiollolt( 11 rical1C[Iical Socilt[T]
DOOLEDrilld Dolnmet LUl (ROOCHO
POOCCPridictid Coll[Ict Colcl I tratiot] [RCICICI]
LCLII LI tlal colclI tratio I [Irellt
LD L tral doTr Cirel 1t
SCitI Irrit 1Sl corroliol lirritatio [ Jalard Catl gor(I[]
O Dall [CSrioul [T 1dallagl T irritatio[ 1 Jalard Catl'gor(1[]
OO erit 0 CSCriou (T dallag i [irritatiol I [lalard Catlgor[J(1]

[Sources
SDS Priarid [T}
CnT e

(0 Dort 0 Clorida O ud
[Coltdl ol agll 1]
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[ColtdlolTagr 1]
Talllalllorida (1S COCCCmOO
Toll Cr0 Dort 00 Crica DO OO T3 OO0 000000000
O Gt O d e tiliceleol




