e }..‘_'The Tler

i :mformatlon for format ltem 11 |s exoluded

| _*Sectlon 12 e ‘; Llst of Preparer G

| ‘ffiln addltlon to the |lSt of preparers prowded in the complete EA of i

': . August 23, 1994, the following person is added to the list.
.;}"i‘Attachment 1l “provides the CV of the preparer of thns Tler 0*[ o
Envrronmental Assessment , R L

L Wllllam Studt (Ph‘D Synthetlc Orgamc Chemlstry)

o Process Chemistry

i Process Analysis and Documentatlon S ﬁ- ER I

o ‘  Rhdne-Poulenc Rorer
Collegevnlle PA ,

ee.gggrus_ o

Certlf‘cation -

: ':_”"‘fbiff_;,‘Attachment lll contams the certlflcatlon as to the veracrty of thlSt
- document.. . :

. i:-'i:%f?f'}Sectlon 14. S

provuded August 23 1994

‘References‘ ‘

,f:.fapproach is taken for thls appllcatlon and the‘:‘ }j_‘ :

" Information for format item 14 does not dlffer from, the_ complete EA'}‘.’; g

o _Séc‘tiOn 15 ~ Appendices

. *":f‘lnfomtatuon for format ltem 15 differs from the complete EA

: provided August 23, 1994 only in the addition of the CV of the

o - preparer of this Tier 0 (see Attachment |l) and a certification as to '_'

the veracity of this documenl (see Attachment lll)
Attachment l , Enoxapann Drug Substance lnformatlon

Attachment ll CV of the Preparer

S

Attachrnent lII Certlfcatlon L -







Avpendix 1T

: Enoxapann Drug Sumtance
Physlml and Chumu:l Chnradensucs 5

. CAS Reg No

"’:;::va:Moleculnr Welght. o

o ‘Phylell Descnptmn; g thteloshghtlywmwyellowush, @brlg.ss powder o

it Addmv& None e

fi;f.;:-:inmdunls jz;:v:Benzyhlcoholnndbenmhomum. R D e e
e e £ "Rwdual Solveuts Methnnol/Methylene Chlonde

Sttt Formuls:




 (Pharmaceutical information

APPEARS THIS WAY ON ORIGINAL

Translated from French by the Ralph HcElroy Company, Custom D:.v:.smn  ;‘ E
~P O.. Box 4828 Austln, ‘I'X '78765 USA o «

-




1

. Code: 681-17354
.Ifﬁatéiﬁffissue:uduﬂc'ii;fiéézi c»nvdff;ﬂukef;ffofiléafj .

Identlflcatlon Enoxaparln

Caa Manufacturer g » By
"'jagthGne-Poulenc Rorer Actlve Pr1nc1p1es"‘k _
va;f;PrOdu°t1°n ‘Center of Vltry-Vll1eneuve~La-Garenne R
'fffB P. 35 94403 vltry Sur-Selne Cedex France _ffi'»ff

cai;ﬁ;abepartment to be contacted Safetyv_fcajbi,
o ;; Telephone (33 1) ‘46 85 91 91 a;;,:,;.sgt

i 2 Compos1tlon/1nformatlon on the compouents

SiiT DR N N RN 0A8° 0041*08 1 S
- . SESE R T EINECS' 232 801-7 for heparln
Substances presentlng a danger ;;;Enoxaparln

Impurltles presentlng a danger § rNone

Tother 1nformat10n f5.e“\j; : ;f§;;low molecular welght

:-jf3 Identlflcatlon of the dangers df

1a1;4..F1rst a1d

‘"ff In case of contact w;th the eyes wash 1mmed1ate1y

Cewild

. Vlth a large amount

~ heparin sodium, molecular
 weight approximately 4500 S




g

“3’Ff"Infcase;of'persiéteﬁtritritatiOnﬁi_*: kiconsult an

‘:7e76 Heasure to be taken in case of acc;dental dxsper51on

 of water for at

efleast 15 mlnutes.,ffjgg

lf*;_f‘ﬂ_k1eophthalmologlst.u
";it &fejeconsu1t a doctor and
~ show him the package ,
"'*forftheflabei, i

 In case of ingestion:

feS. Flre-flghtlng measures,]f 

5 1 Reccmmended extlngulshlng o v o
method-‘Wff'“«g ‘;k;;egffsprayed water, foam,

f'powder. fE

5. 2 CQntralndlcated extlngulshlng - S e
i : method'ffff};_ew;,'g_:;gfceﬁeentrated jet of

5 3 Partlcular dangers of'fxrtaor

B exp1051on.:.3‘ ;7em1551on of nltrogen and
i R  sodium oxides.

5 4 Partlcular fire-flghtxng protectmve measures. wearlng

“a}iof self-contalned mask recommended.

6 1 Indtvidual precaution5°;~ ~ dust nask, gloves,

' ‘ fglasses, protect1Ve
L v . - cloth;ng.kn.~
77, 6 2 Precautions for the protectxon s

L of the env;ronment' & _'collect the product Wlth
| . a scoop to the maximum,

then waeh with a large
: amount of water.



L e

7 Handllng and storage

":} 8 Explosxon control/xnd1V1dual proteotlon

9 Phy51ca1 and chemlcalfpropertles v i
= _{559 1s,Appearance' whlte to: yellowlsh whlte'powder Ein

6.3 'Heﬁhodsuof;eleeﬁiﬁg;; L rin51ng with a 1arge
ST i ~ amount of water-yﬁ”

7.1 Handllng' under a hood .
7 2 StOtBQE.:ln sealed packa’“s

.@ ;~8 1vuResp1ratory protectlon. dust mask
_‘*_f8.2f Protection of the hands. gloves e
s‘*?B;Sf‘Protectlon of the eyes: glasses

d"}jy3;4[_Protect1on of the skin: work clothes _ R
“'€48.5*1Part1cular measure of hyglene'»shower after worklng,;

2 Odor: practlcally odorless v e
ddng. 6 to 7.5 in 20 g/L aqueous solutlon
4 B0111ng po;nt* not appllcable '
”;J'Meltxng poznt. undetermlned '
’“ﬂkFlash poxnt‘ not applzcable
;“'“*Flammabilxty (solld) undetermlned S
ﬂ“i?iSpontaneous ign;tion capab;lity. undetermlned

:ijdfgé;éf,bengers of explosion: yes, in case of the dust
9.10 Oxidant properties : e

ﬂ{;ﬁdé;ll Vapor pressure' not applloable
9412 Apparent denslty. 0.55 v
). Solubillty. water solubillty- 50 g/liter~ o

ddffdée?{fyd:




e, E Sl

e A1°°h°1 aCEtone} benzene, chloroform.ebfﬁéﬁiééliyiﬂl} 
_‘lnsoluble : S . ; T TR
e 9. 14 n-octan»

'&éﬁétﬁpartitiéngcaeffiéientzVunaétefﬁinéag;f'

‘neflo. stability and reaot1v1ty % R e
| | 10 1 Conditionsvto»be av01ded.;aoc1denta1 mlxtures

10 2 Materlals to‘ 'favo1ded. strong oxidlzlng agents
10 3 Dangerous products of decomposxtlon. nltrogen and

| :-fﬁfsodium oxldes

‘1"11.1Toxicolog1ca1 1nformatlon i o e ~ 5
SR LDSO, orally in mlce* hlgher than 5000 mg/kg (RTECS up-dated e
“ajfthe 1st trimester 1992) Sl , e L

e :i'»'i'é; Edoi’oqicéi~:’: ﬁinf’brmatiéri:éx .'undeﬁef@in‘t*d o

{.j’ ,713. COnsideratlons relatlng to ellmxnatlon
S S Product. incxneration in an authorlzed 1nsta11at1on..
: cOntamlnated packages~ 1nc1neration of the packages whlch
jfﬂhave been in direct contact with the product, in an authorlzed
:efﬁlnstallatlon.‘ﬁi S e | : SR

nformation relating toetransport : R SN L
x }Regulations for transporting dangerous materlals do not |
’fﬂfapily to the products. i CmL TR TR

ffals Regulatory informatxon | G T
L European voluntary labellng. not applicable.uffﬁ“




N df Partlcular conditions relating to the dust.illmit value of S
: >j xposure (LVE) 1 mg/nx of alr, for 8 hours of exposure 3*;'1 ‘

j&;vfffﬁ(determlned from the therapeutlc dose)._ﬁ RS ‘
e _Note: Comply wlth any other natlonal?;ondltlons whlch are

:tfﬁ?appllcable.

:kbié. other 1nformat1on o S i
Hh T 16.1 Recommendatlons relatlng to tralnlng' DOtlfY o o
dtfconcernlng the precautlons to be taken and equip the personnel;’e
i 16.20 Uses. pharmaceut1ca1 uses, antlthrombotlc.fga",”;“":
e laThe drug obtalned from thls actlve materlal is Lovenox
:’?»f(Pharmuka Laboratory) i L f.,’ ﬂ., ‘f" ,"IV,” § i
'h S16.3" Source of the prlnC1pal data used in the card':Rhone-f.?’
‘effPoulenc Rorer documentatlon, Merck Index 11th edltlon, Dangerous
?“fPropertles of Industr1al Materlals 7th edltlon.k-“" ’

i'f :ﬁ,ifImportant ;{;ujl””"‘ i e SRR o v
L - This card completes the technlcal informatlon for: use, but

7does not replace 1t.¢ The 1nformatlon 1t contalns is based on the
. »tate of our knowledge relatlng to the product 1n conslderatlon
'~°jon the date when it is 1ssued. ; d ,;'1‘ : ’ ;”, R o
>;.~? ‘In no- case does this- informatlon relleve the user of the
d}}gproduct from the responsiblllty of referring to the official

,j‘gtexts in’ force in order to know his obligatxons in the matter of :
d:]fhyglene, safety, and enV1ronment on this subject. The attention-:*:’w'
‘jffaof the users is also drawn to the possible risks that are run |

d“i hen a product is used for uses other than those for whlch 1t 1s;*”
v e51gned and prov;ded for by this card.i‘ ‘ '=;ﬁffv P




: - , ; and 1nvolves no
”'7  guarantee or obllgatlon on our part for any reason whatsoever;

'; BecsT PossisLE : v“ja”"""

. §APPEARS THIS WAY ON ORIGINAL




