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;Certiﬁcate Of Analysis

CLIENT:

-#: 142460-01
- LOT #  AW6022 ,
DESCRIPTION:

DATE RECEIVED: 01/11/2011

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

'STORAGE: 20°C to 25°C (68°F to 77°F)
CONTAINER;: (13) clear vials w/powder in a clear bag
: ‘ I
' : Test Date
| Test i Method Limits Results Tested
rdehﬁ.ﬁcaﬁon A(IR) USP 33 To Pass Test ™ - Pass . 01/19/2011
rlde.htlfication B (Sodium) <197> 'USP 33 "To Pass Test + Pass 01/19/2013
[dentification C (Color) ! 5P 53 To Pass Test Pass 0172072017
i
oss oo Drying <731> . USP 33 NMT 2.0% 0.56% 01/19/2011
]
rl'leal.vy Metals (Method 1) <231> USP 33 NMT 0.002% NIIT, 0.002%,; Pass 01/19/2011
Ordinary Impurities (TLC) <466>  USF 33 NMT 2.0% <2.0%; Pass 01/21/2011
| .
Asslay uv) USP 33 93.0-107.0% 93 % 01/20/2011
I
Residual Selvents "A" (GC) <467> USP 33 To Pass Test Pass 01/27/2011
! I
Completeness of Soluton USP 33 To Pass Test Pass 01/31/2011
02/02/2011
Wet ChemiLtry Supervisor Date Reported

mgdl lof2

Resudes repartzd above relate only to rthe sumple that was testzd

-F orm QUF178-va 03/152010
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‘Certificate Of Analysis

#:  142460-01
LOT #: AW6022
DE!SCRIPTION: Thiopental Injection BP (Each vial contains Thiopental Sodium BP 500 mg)
DATE RECEIVED: 01/11/2011

STORAGE: 20°C to 25°C (68°F to 77°F)
COINTAINER: (13)'clear vials w/powder in a clear bag
! Test | . Date
| Test Method Limits Results ' Tested
Constituted solution . USF 33 Ta Pass Test” Pass 01/31/2011
| .
1 . .
pH ’<791> USF 33 102-11.2 + 10.79 01/31/2011

This product was manufactured by Link Pharmaceuticals, Ltd. Horsham, West Sussex, RH12 iAI-I, UK /Lot
AV16022 / Bxp: 05 2014,

02/02/2011

_ Wet Chemistxy Supervisor Date Reported
esiclts raported above relote only to e swmple that was rested. . *

- 'cur-075-v4 03052010
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Certificate Of Analysis

CLIENT:

# 142460-01

LOT #: AW6022

DESCRIPTION: Thiqpental Injection BP (Each vial contains Thiopental Sedium BF 500 mg)
 DATE RECEIVED: 01/11/2011

STORAGE: 20°C;1 to 25°C (68°F to 77°F)
CONTAINER: (13)|clear vials w/powder in a clear bag
. Fxpected % Test Date
Aualyte / Specifications =~ | Amount | Units Results | Of EXP. Method | Tested
[Thiopental Sodium ! 100 %/vial . 93,728 93.7% HPLC |1/14/2011
Specifications = 90% - 110% ! ! i

! ¢

This product was manufactured by Link Pharmaceuticals, Lid, Horsham, West Susscex, RH12 1AH, UK./ Lot:'
AWS022 / Exp: 05 2014, '

01/14/2011

Laboratory|Director Date Reported
esdirs reported above relate anly to thelsumple that was tested, )
Pogd i of 1 ' : -I-'orm QUF-078-V4 03/05/2010




CLIENT:

142460-01
LOT #:  AWe022

DESCRIPTION: Thiopental Irjection BP (Each vial contains Thiopental Sodium BP 500 mg)
DATE RECEIVED: 01/11/2011
: : i
STORAGE: 20°¢ to 25°C (68°F to 77°F)
CONTAINER: (13) Iclem' vials w/powder in a clear bag
. Telst Date
ANALYSIS ' Limits Results Method | Tested
Sterility ( * Prelisninary *) | !  Sterile / Not Sterile Sterile UseP7t  |o01/14/2011
Endotoxin NMT 1.0 EU/mg »<0.04 BU/mg USP 85 [01/17/2011
Fungal ,  Sterile / Not Sterile Sterile MB(-114 |01/14/2011

Fun

01/18/2011 "

Microbiologist

there is any change in the sample o supplementol report will be issued.

Maximum dase/kg
Parenreral! K 1s 5 LUZkg for ony route of administration /nteathecal; K is 0.2 EUlkg botly weight)

Radiopharmnccutical parcnieral: K is 175/V or Intrathecal radiopharmaceuricals: K Is 14/V, where V is the maximum recommended dose in L,
Dermal Application: K/M, where K = 5 EU/g and M ix the (maximum dose/m2/hour X 1,50 m2)/70 Kg.

Endbroxin « To calcnlate the endotexin Jimil use the follnwing farmulae: EJ. =K/M where K

Results reported above relate only to the sampla tha 1was fested.
Page 1 of 1 ' )

1
—

Dale Reported

Thi§ product was manufactured by Link Pharmaceuricals, Ltd, Horsham, West Sussex, RH12 1AM, UK / Lot;
AWi6022 / Exp: 05 2014,

Sterlity - An Jnitial report will he ixsited after upproximately 72 kours of incubntion. in aceprdunce with the USP guidelines, the satples will be incubated
Jor ﬂ'( days: ifthere is any change In the sample @ supplemiontal report will be issnod.

pal = An Inltial repory will be Lgruadlqﬁer d-5 days of incubatian. it accordance with thé USP guidelines, the samples will he incubared for 14 days; if

= rolernnce [imif (EUMg) and M = Micimum dese/kg/liour or

1
-an QUE-0T8-VE 0376572010




Certificate Of Analysis

CLIENT: LINKPHARMACEUTICALS LIMITED
BISHOPS WEALD HOUE
ALBION WAY
HORSHAM, WEST SUSSEX, RH12 1AH, ,

B oo
LOT #: AWe6022
DESCRIPTION: Thiopental Sodium 500 mg/vial
DATE RECEIVED: 03/02/2011

STORAGE: 20°C to 25°C (68°F to 77°F)
CONTAINER: Ten clear vials w/powder in a clear bag
Test Date
Test Method Limits Results Tested
niformily of Dosage Units <905> [USP 33 ) NMT 15 ) 5.8 03/31/2011
Assay (HPLC) HPLC 93% - 107% 93.0% 03/31/2011

4

03/31/2011

Rexults reparted wbove relate only (o the sample that was tested,
Pageo 1 of 1

-- Wet Chemistry Supervisor Date Reported .I-'nrm QUF-078-V4 03/05/2010






