
:Certificate Of Analysis
:

CJ..1ENT:
.....

• #: 142460-01

LO,T #: AW6022

DE'SCRIPTION:
! •

DATE RECEIVED:
'ST6RAGE;

CqNTAINER;

I

Th,i'?Pental Injection l{P (Each vial contains Thiopental Sodium BP 500 mg)

01/11/2011
I

zoot to 25"C (68"F to 77"F)

(13) clear vials w/ powder in a clear bag
I
I Test Date,

I Test Method Limits Results Tested
I

de~tification A (IR) USP33 To Pass 'fest· " Pass. 01/19/2011
i

defltification B (Sodium) <19]> ruSP 33 '1'0 Pass Test, Pass 101/19/2011
,

dentificatiotl C (Color) , USP33 To Pass 1'est Pass 01/Z0/Z0n,
j

1",055 0'0 Drying <731 > USP33 NMr2.0% 0.56% 01/19/2011

I i
it'leavy Metals (Method II) <28\1> ,SP33 NMTO,002% NMT 0.002%; )?aoo 01/19/2011

: j
Ordinary Impurities (Tl.c) <;466> USP33 NMI'2.0% <2.0%; ;Pass 01/21/2011

I I
!

,Assay (UV) ruSP33 93.0-107.0% 93% 01/20/2011

I I I
ReSidual Solvents "A" (GC) <467> USP33 oro Pass Test Pass 01/27/2011

I

I I
Co*,pleteness of Solution USP33 To Pass Test Pass 01/31/2011,

02/02/Z011

Date Reported
-_._- ----- .-------1·--·--·-------·_------ ._-_.....

Wet Chemij>try Supervisor
R~.rIlIL{ report~dabove relata 1'111)' to th~ ~umpl~ that wOS-''7"lI!d.

Png4 1of2 IIFrm1f Q'CJfi'.{J7f1-V~ 03/f}SIZ{J/{J
-----~---------------------~----



:Certificate Of Analysis
I

CLIENT:
'......

},

i.#; 142460-01

LOT #: AW6022
I
I

DESCRIPTION:

D;).TE RECEIVED:
STpRAGE;

CONTAINER:
!

Thiopental Injection BP ('Each vial contains Thiopental Sodium BP 500 mg)

01/1l/2011

20o~ to 25°C (68°F to 77°F)

(13):dear vials w I powder ma. clear bag

y

I

I Test Date
I Te.st Method Limits Result~ , TestedI
i

~orlstitttted solution I . USP33 To Pass Test' ,. Pass 01/31/2011
I
I

IPHr791> USP33 10.2-11.2 \ 10.79 01/31/2011

Thl~ roduct was manufactured b Link Pharmaceuticals, Ltd. Horsham. West Sussex. RH12 1AR UK I Lot:P
Awr022 I Exp: 05 2014,

I
I

I

-'

Wet ChemJstry Supervisor
I -

emlls roportell uboye Til/ute r>n{y to fl,~ Sfl1l1p/e fhuf WQS resrctl.
I .'

Pagcl'Z of;l

02/02/2011

Date Reported

__arm 'QUF-07B-V4 Ojl0512010



"'CtI ...,..., ..

;Certificate Of Analysis·
CL ENT:

.\

Thiopentallnjection 'Bl:' (Each vial contains Thiopental Sodium BP 500 mg)
I

01/11/20n
20°G:: to 25°C (68°F to 77°1')

I

(l3) lclear vials w / powder in a clear bag

I

.•. 14246ll-01

L0jI'#: AW6022

DesCRIPTION:

nATE RECEIVED:

STpRAGE=

C,NTAINER:

I
Expected %

Analyte / Spedfica1lions Amount Units Results OfEXP.,
rnu~enta1 Sodium 100 %/vial

I 93.728 93.7% I
; t . I

Specifications" 90% -110% ~ , I

Test I Date
Method I Tested

~c 11/14/2011

I I /.

This product was manufactured b~ Link Phannaccuticals, Ltd. Horsham, West Sussc~, RH12 IAH, UK I Lot;'
Avlr022 I Exp: 05 2014. . '

I .

·1

.'

01/14/2011

Date Reported

I./lrmQUF-07B-Y4 031OSl20JO



Microbiology Report

142460-01

LO~~ #: AW6022
D CRIPTION:

D TE RECEIVED:
. .

STI RAGE:

CiNTAINER:

Thiopental Injection BP (Each v;.al contains ,Thiopental Sodium BP 500 mg)

01/11/2011
I

2Ooq: to 25"C (68"P to 77"F)

(13) Iclear vials w / powder in a clear bag
I '

.>

I
Te'~t Date

ANALYSIS : Linlits Results Method Tested

Ste1ililY ( * l'xelimh18 xy * ) I Sterile / Not Sterile Sterile U5P71 01/14/2011I , ,

Endotoxin

\ '

NMTJ..OEU/mg /,<0.04 E'V/mg USP85 101/17/2011
I ,

'jgal !
Sterile / Not Sterile Sterile Ma(~114 01/14/2011

I

'01/18/2011 '

Horsham, West Sussex, RHl2 lAB. UK {Lot;Thi! product was manufactured b~ Link PhlU'll'laCeuTicals, Ltd.
AWi6022 I Exp; as 2014.

~MkrO;;;;I~g!>', D'lelWporbld .

Sierility - "I n Illltial rl!pnrt wiU he i,I",I'l/l!d Irfll!r uppro:cil1Ullely 711,01111>,' ofIllcl/hntion. In acc/lrdllnce with the USP Kuidellnes, 11,_ sfIhlples will be ;ncllbMed
[or ¥ "a,Vs: IfrluJre is fin)' cfr"nge 1/1 tlJe sample II supplcN/enrnl r~port will bllIsslIod. ' :

FU/lkal. An f/llriol reportlVUI bll is.rU6dj'lfil!r 4.$ da~ ~fillCU/JatI1l1l- fl/ accordollcc with rM. USP guldellne,f, rile 1al/lptl!S will hI! llwlbal4d[O' 14 days; {f
r/,e'1 ;~' lilly cltal/lfe In lite ~'u",ple II $tlppl~mentlllrepOrr wl/i ba ISSIIIlII,

F;lld roxln. To ..uJell/ate! rill) Illldotl';>:llIj'inlll ",fe Ifle[<>llrrwmg[Orl1UlWO: EI. =J(/M wllere K= 'olOfnllcIJ limir (IHIlley) U(lrf Nt .. M~II'IU/1l "ose/kg/flour or
MCL limn! da:r/!/k{:
Par~rt~r«l: K Is S EUIIot/or fI~Y route iffldmill/stru(ion /Tntrntheeltl; J( l:r 0.2 EU/kg bOI(v lIIl'ighQ
J(ltfijop,,",mflcrutlcal parenteral: K is zrS/Vor INtrllrhrclI1 rndlopllarmllceuriCrt/s: K Is 141V. wlloro V /s ,fre maximum reco/ll/llIJ/I«I!(1 (losf! III trtL.
Dl!rJlul AppUCOIWII~ KIM, where K =5 ~Ufkg alld M i,f Ule (ma:dnlum do:relm21flmrr)( J. 8111/13)170 Kg.

Res Its reporred abol'll nJ/flle only /0 rhl! samplo thaI was rested. '
I: I

Page 1 of 1 ~Onll Q(IF.f)711.V4 O.ff(J5f2010

----1---------.-----------------------'---------



Certificate Of Analysis

Thiopental Sodium 500 mg/vial

03/02/2011

20DC to 25°C (68 DP to 77°P)

Ten clear vials w/powder in a clear\bag

CLIENT: LINK PHARMACEUTICALS LIMITED
BISHOPS WEALD HOUE
ALBION WAY
HORSHAM, WEST SUSSEX, RH121AH,

,UK-- - ,. ---

_: 145680-01

LOT #: AW6022

DESCRIPTION:
DATE RECEIVED:
STORAGE:
CONTAINER:

_. ','.

Test Date
Test Method Limits Results Tested

:UnifornliLy of Dosage Units <905> USP33 NMT15 5.8 03/31/2011

Assay (HPLC) HPLC 93% -107% 93.0% 03/31/2011

"

lIe.mlls ,.,.parrcr! "buo'c rclole nllly 10 I!le .\'amplc '"11I "'~' IUSler!.

Page 1 of 1

03/31/2011

Date Reported III'"rm QOF-1178-VJ I/j/O.il20/o




