
United States Food and Drug Administration
New Orleans District Office

Notice of FDA Action

Entry Number: 112-8992979-0 Notice Number: 2
September 28, 2010

Importer:

> <

@ =Consignee 10

* = Status change since the previous notice. Read carefully the sections which follow for important information
regarding these lines.

--

Released after Detention 09
27-2010

688760418241ITHIOPENTAL
SODIUM
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BIJ

Summary of Current Status of Individual Lines

COMMERCIAL ENTRY CLOSED

Filer of Record:
Consignee:

Port of Entry: .-HIDICaJII,IIIRMemphis, TN
Carrier: Ii£ . 111I)l(ii. •
Date Received: September 20,2010
Arrival Date: September 17, 2010

This is the final notice concerning entry 112-8992979-0. Any status changes are reflected in the Line summary and
line detail sections.

DETENTION
The following products are subject to refusal pursuant to the Federal Food Drug and Cosmetic Act (FD&CA),
Public Health Service Act (PHSA),or other related acts in that they appear to be adulterated, misbranded or
otherwise in violation as indicated below:

...~!~~,L\.~::;~FDA _.. _j:l.r().~.u.?~ ..~!:!.~?r!p.~.i.()!:1 _ __ '3~sp_().~~.'3..L _.._ .
001/001 688760418241ITHIOPENTAL November 1,2010

SODIUM

FD&CA Section 505(a), 801 (a)(3); UNAPPROVED NEW DRUG
The article appears to be a new drug without an approved new drug application. Unapproved drug w/p written

--------._----- - .
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.TABS: ~. , • •
DEPARTMENT OF THE TREASURY

UNITED STATES CUSTOMS SERVICE

..
FormApp_

OMB No. 161!Ml0Il9

I. ARRIVAl DATe

091710
II. PORT

2095

TEL:

ENTRYIIMMEDIATE DELIVERY

II. SINGLE TRANS. BOND

8. CONSIGNEE NUMBER

ABI CERTIFIED

AIR EXPRESS

4. ENTRY NUMBER

112-8992979-0

18. u.s. PORT OF UNLADING

2095
20. DESCRIPTION OF MERCHANDISE

11. MANIFEST NUMBER 18. Go. NUMBER

PHARMACEUTICALS THIOPENTAL
2 • ITIBlJAWII 22. ITI8UAWB N' . 23. MANIFEST QUA

CODE

M
H

TOTAL
02358486234
688760418241

27. CERTIFICATION

BDREPHA176LON

28. CUSTOMS USE ONLY

I hereby maks appllcallon lor entryllmmedlate delivery. I certify that the above D OTHER AGENCY ACTION REQUIRED, NAMELY:
InlonnatlDn Ie accurate. the bond 18 SUfficient, ValId. and current. and that all
raqulremente of 19 CFA Part 142 have been met.

D CUSTOMS EXAMINATION REQUIRED.
----:-----L.::...=..t:,-.::.:=..L.-=-=~ ___I

-----.;:,:.;..:.:.:..:.:.::..:.:..:.--=..:..:---'-'--'-'---'-'-----'-'----'-'----~;....;:.==-------1D ENTRY REJECTED, BECAUSE:

DELIVERY
AUTHORIZED:

SIGNATURE DATE

Papenvork Reduotlon Aot Notloe: Thle Information II needed to determine the admrlslblllty of Importa Into the United Stlltlll and to provldB the nBCeBSery
Information for the examInation of the oargo and to eBtBbllah the IIl1blllty for PBYmenl of dutlea Bnd t8X8l. '!bur relponle la nlOBllllry.

09/20/10 17: 50: 54 ~ Customs Form 3461 (010189)
FDA000013



'Dream Pharma Ltd.

Invoice Details
Number: 26681NV

VAT no:
Purchase Order:

Order Details

176 Horn Lane. Acton. London. W36PJ
Tel: 020 8992 7000 Fax: 020 8992 7001
E-Mail: info@dreampharma.com

Date: 17·09·2010

Currency: GBP • Pounds sterling
Heading: PHARMACEUTICALS NOT RESTRICTED

Name/Ceseri tion Quanti~ Price . Total =:J
I-Y=hi":''''o''''p;'':en':':ta:-=i'l7In"'je'::'c;:;'t;':io-n-.-p-o-W-d-:-e-r-;~""'0-r -re-c-:o-n-5~tlt:-u""'ti:-o-n-, t:Oh'iQ-p-e-n--:ta~l:-s-o-d"'lu-::rn-, 5::0:::0:-.--1[& '. ?~\~!~W)i(~}~ill'1'~;i~~~:;~;\i-1

mg vial packs of 25's I !
Batch No: AW6022 EXP: 05/14 I I

Statement Details

Goods Total: •

Discount (%):.

Delive~

Insurance:

Shipping Details

Packing:
one box
Tariff,
Declarations:
We certify that this invoice is true and correct.

ISubtotal:[~Im
I

VAT (World zero)Il~~~I

: Previous Balance:1i

. Total: [{Q}1{411 GBP - Pounds sterling

Pa men! Method: Pre a ment Thank You

Demege. shortege or leakege must be notified In writing to ours!l~ea within 3 days. Non·Dellve:y wilhin 14 days. Goods remain Ihe properly oi Dream
Pharma LId. '-'nlil run paymenl has been received. SubjeGllO our standard conditions or 6ele. E&OE

Company Registration Number:IID?I~~lI VAT No{~!flE~~~
Director: M. Alavi

Page 1of 1
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ENTRY NUMBER:11.2.a992~'790

AWB/BL NBR : 1,••(§It~JI~.~ INVOICE #
LINE CONSOLo WORKSHEET

ITEMS MARKED 1 C/O-GB
TARI FF # 1~'~l1ittllIXIDI(6Bl1lj~
QTY 1: ISG

**

*** END OF REPORT ***

PAGE: 1
09/20/2010

05:55 PM

LINE VALUE- GBP

**

****
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ENTRY NUMBER: ol12we,,~~297~<FO
AWB/BL NBR : I*BVd@lI'4')_ INVOICE #
SHIPPER : DREAM PHARMA LTD

ITEM MARKED REFERENCE

PAGE: 1
09/20/2010

05:55 PM

INVOICE ITEM
LINE# MARK

TARIFF
NUMBER

COUNTRY
OF ORIG. RATE OF DUTY

VALUE-GBP

1 1 GB
Q:

*** END OF REPORT ***
FDA000016



. 1

1. NAME OF THE MEDICINAL PRODUCT
Thiopental II\JoCl1on BP

Thiopental injection

~-2010 12:37 From: To

$ T"iopc"tall~l..tio". el..tronic Medicines C",npcndium (eMC)· prinl fr1'b'Y
Archimedes Pharma UK Ltd (1
250 South Oalc Wav, Green Park, Reading, RG2 6UG,
UK
Telephone: +"M (0)116 931 5050
Fall: ~4 (0)118 931 5056
WWWI htNj/lwww.orchlmede5DhftCl!liI.C<lfTJ
Before you contact this compllny: ofl:en several
companies will market medicines with the same active
ingredient. Please c:heclc that this Is the eorrect
eompanv before contacting them. Whll!

Summary of Product Characteristics last updated on the eMC: 05/05/2004

3. QUAUTATJVE AND QUANTITATIVI! COMPOS1T10N
Thiopental Sodium BP 500mg

3. PHARMACBU-nCAL fOaM
Freoze-drled powder tor solutIon for Injection In a vial.

4. CUNICAL PARTICULARS

4.1 TheraplIutlc Indication.
1. rhlopentalls used for thllincluetion or gene,.,1 DnllllS~hQslili IInells illso USGC!lIS an~ to prOvide
hypnosIs durIng balDnceci Dnaesthesla wll:t\ other anaesthetic agents, IncludIng analgesics ,nd musd.
relaxants.

2. Thiopental Is also used as an~ for control or convul~lvedisorders or various aetlologv, Indudlng ~ho&l
tauUd by loca' OlIn;sllllthot\Clil.

3. Thlopontal has now been used to reduce the Intrllcranlal prCl5sure In patients with Increased Intracranial
pressurll, ,t controlled ventilation Is provided.

4.2 po.olaDY lind mothod a' admlnllSCratlon

lntravonous InJettlOn.

ThlopentllllnJe~lon BP Is admlnlll~OrQd ln~rllvenously normally liS a 2.5% wlv (SOOmg In 20ml) solu~lon. On
occasions It may be administered as a S% w/v solutIon (SOOmg In 10ml).

The 'ntrlSvCllnous Injection preparation should bll used lifter reconstitution or the ster1le powder wld'l Water' for
InJections, usually to produtQ a 2.5% wIll solution end this should bll discarded after leven hourlJ.

u~. In lInaosthesl"

Normlll dosage ror tno Indul:tlon 0' anllesthesla Is lOOmg to 150mg injected over 10 to 15 seconds. I'
necessary III ropea!: dose o. lOOmg to ISOmg may bQ glvon after one minute. No "xed dOSAge
recommendations (or me Infravenou~ InJection can bll given, slncG thG d061lgs will nGed ~o be carefully
itdjusbld according to the patlllne's rosponsl!I. factors such .s age, sex, end weight 0' the patlenE should be
taken Into consideration. Thiopental sodium reaches effective contentnltlons In the brain within 30 seconds
and anaesthesia Is normally produced wIthin one minute of an Intnlvanous dose.

hUp:llwww.n1edicines.org.uklEMC/printfricndlydocument.aspx?documehtid....143388ccnmp... 20-09-10
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20-SEP-2010 12:37 F'~om: To

Thiopentlll injection. electronic Medidne.~ Compendium (eMC) • prinr. friendly

Adult

100m; to IS0mg Intrllvenou51v over 10 to 15 50cond5, normallv as a 2.5% w/v solution,

P.2'4

'Page 2 err 4

A repellt dose of 100mg to 150mg may be given al'ter on. mlnuce.

The IntravonoulIlnJattlon should be given slowlV lind tho amounts given titrated Boalnst the Pltlont', response
to minimise the risk 0' resplratorv depreJlilon or the possibility of overdosage. The llverage dose for In Ildult
Of 70kg Is roughlv 200mg to 300mg (8mls to 12mls or II 2.5% w/V soluclon) with III maximum of sOomg.

t:lrlldnm

Z to 7mg/kg bodywelght. Intravenously over 10 to 1$ secondS, normally IS II 2.5% w/V solution, A repeat
dOlict of Z to 7mg/kg may be given arter one minute. The dose Is 2 to 7mg/kg bnsad on tha patient's responso.
The dOle for Children &hould noC lIxceed 7mg/kll.

Elderly

Smllller adult doses ora cdvlsllblo.

75m" to 125mg (3mls to Smls 0' II 2.5% w/v solution) should be given DS soon as possible atter the
con"ul510n begins. Further doses may bCl required to control conVUlsions following the use or a local
anlltlsthllldc. Other regimens, such 8S the U$e ot Intravenous or rectal diazepam, may be used to (on[rol
convul,lve stote'.

Uso In nourolo,ICIII pat/en" with r.lsed lntrllcranlal progure

Intonnlttcant bOlus Injections of 1,5 to 3mg/kg ot bodywelght may bo gIl/on to reduce elevDtlons of Intracranial
pressure I' controlled ventllal:lon Is provided.

4.3 ContrDlndlcation.
ThlopQnCllI Is conrralndleated In respiratory obstruction, Dcute asthma, sevare shock ltnd dystrophlll
mvotonlca. Admlnlstradon of any barblturote Is contrlllndlclltCld In pDrphyria.

Care should also be elCorclsl!d with severe cardiovascular dl.olles, severe re5plratory ellseases and
hypertension or various aetlolo!lV.

PatientS with hypel'$onsltlvlty ralletlons to bllrblturates.

4.4 Spulal waftllna8 and precaution. for use

Special Cllra Is needed In admInistering thlopcmral to patIents with the following condltlons:- hVlJovolllemla,
severe hllemorrhllge. burns, dehydr2ltlon, lievere llllaemla, cardiovascular dIsease, status asthmotlcus, severe
IIvor disease, mvasthenla grevls lind muscular dystrophies, adrenocortical I'lsufflclonc;y (even when controlled
by COrtisonCl). cachelCla and severe tOlC~omlll, rllised Intracranial pressure, raised blood uroa, raised plasma
potassium, metllbollc disorders e.G. thyrotoxicosis, mYlCoedemll, diabetes.

Thlopentlll may preCipitate acute clrculatory failure In patients with cardiovascular disease, partl~ulariy
constrictive parlcardltls.

Thiopental Qn Clluse respiratory depression and a rCldLlctlon In cardiac OLltput.

Headache Is also repol't4ld With the use Dr b~rbltul'Dre Dn.esthetlcs.

Reduced doSes ~re reCommended In shock, dehydratlon, SQVOr<l anaemia, hvperkalaemla, toxaemia,
myxoQdemll or other metabolic disorders. Thlopentlll sodium Is matllbollsed prllnarlly by the liver 50 doses
should be l'Oducsd In patIents with hepatic; impairment. Reduced doses aro also IndlclltQd In the Qldorly and In

http://www. medicin~s.ots.\Ik1EMCJprintfrlendlydocul11ent.aspx7docull1t:ntid-I 4338&comp... 20-09-10
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Thiopental Injection - electronic Medioin~sCompendium (eMC) - print friendly

patients who hova bean premedl~!lted with narcotlc analgesics.

P.3"4
Page 3 of4

Thiopental has been shown to InterGet with sUlphafurazoie. Reduced Initial doses may bo roquired to Ilchlevo
IIdequGtG anaQlltho5la, but repeat do~es may also be necessllry to m/llntllin anae$~hC!5Ia.

Increased dosGS may be necessary in patients who have e1thaf an habituatIon or Ilddletlon to alcohol 01' drugs
or abuse. Under these cIrcumstances It 15 recommendod that supplementery Ilnalgu,Ic agents are used.

Acddantal Intrll-artGrllll injection 0' thiopental c/luses severe arterial spasm lind an Intense burning pain
around the InJectton site, In the elise of accidental Intra-arterial InJection of thiopental the needle should be
left In-ttltu so thllt an InJl!lctlon or an IIntlspasmodlc, such as papllverlne or prlloCililne hydro,hlorlde may be
given. Anticoagulant therap" mayo also be ,stllrted to reduce tho risk 0' thrombosis.

Thlopllntal 'nl.~lon 6hould be ullGd with ~utlon In patientj with adrenocortical In5ufflclencv or with raised
Intracranial prellsu~,

4,5 Intoractlon with othe, modlclnal productll Dnd other formll of Inte,aetlon
Thiopental has been shown to Interact with sulpha'uralole.

It should be noted that thiopental will Intenlct with beta.blackers lind calcium lll'ltllgonists CAusing a tDllln
blood preiSurlil. "

'I1Ie sedative properties 0' 8ntlpsyc:hotlcs 8nd anxlolytlcs mllY be potcnttllted by thIopental.

4.' PregnancY lind I.CltDllon
'I1Ilopentlll readll" crosses the placental barrier and also appears In breast milk. Thererore, breast-feeding
should be temporer'I" suspended or breast milk expressed berore the Induction 0' anaesthesia. It hilS beon
shown that thlopentlll can be used without adverse effects during pregnane" although tne total Gose should
not elCeeed 2S0mg. However, when considering use of thiopental the c1lnlcllln should only use the drug when
the oxpoctod bonefits outwalgh IIny potentlol risks.

4.7 SfteCbl on .blllty to drive lind u•• mll'''ln••
Po't·oper~tlvovertigo, dlsorlonnltlon and sedation mllY be prolonged Dnd out-patients gIven thiopental should
therefore be advised not to drive or USIi machinery, espedally within tt1e ftrst 24 to 36 hou~,

4.8 Undesirable efteetA
Ulryngallispil6m mlY occur, together with COUGhing or sneezing, during the Inductlon procedure. For this
reason It Is not advised to usa thiopentailione ror peroral endoscopy.

&lCtravasatJon tauses local tissue necros's and severe pain. This can bO relieved bV application ot an Ice Pllc!(
and local Injection or hydrocortisone. The 5% wlv solution IS hvpertonlc and mayo C8use pilln on Injection ind
thrllmbophlobltlC.

Allarllic relictIons, skin reactlons and hypel'5cnsltlvlty have been rarelv reported,

Broncho.pOlIm, respiratory depression and mvocardlal depression or cardIac arrhythmias may occur.

4.9 Overdalle

Ove"rC!osaga produces acute respiratory depression, hypotenSion, clr,ullltory rIlllure and apnoea. Treltment
must be artU'Icfal ventilation, lowarln; o~ the patient's head and Infusion 0' plasmll volume eXj)lnders.

s. PHARMACOLOGICAL PROPERTIES

S.l Ph.rmDcodynBmfc properties

ThIopental Is a short·actlng substituted bllrblturllte that Is mare lipid soluble than other groups of barbiturates.
The drug reversibly dopresses the DC,ttvlty 0' all excitable tissues. ,",0 eNS I. particularly sensitive and
normcllva generilianaesthesia CIlIn be achIeved with thiopental wltttout significant effects on perlptlerlll
tissues.

hup:llwww.mcd icines.ors,uklEMC/printfriendlydocument,aspx?documentid=14338&comp... 20-09-10

FDA000019



ae~SEP-2B1B 12:38 From;
P.4....4

•i .•

-.1

Thiopental In.iection • electronic Medicines Compendium (eMC) • print friendly Past 4 of4

Thlopentlll acts through the eNS with particular eC~l/lty In the mesencephalic reticular ac:t1vlltlng 5ystem, nUl
bll!'blturacflS oxort dlfrc;:rent effects on synaptic trllnsmlsslon, mostly those dependent on GABA. Autonomic:
gllngllill of the per/phe,,1 nervous system are also dopressed.

(1.2 Phl1rmacoklnetlc: propartlo.
Following Intravenous adminIstration. unconsr;lousncss occurs withIn 30 seconds and will be continued for lO
to 30 minutes IJttllr II slnglo doSe. RapId uptako occurs to most vasculor areDS Dr the brain followed by
rodlstrlbutlon Into other tissues.

Thiopental Is strongly bound to plasma protelln. which Impairs cllcretlon through tho kldnoy. Tho metlbollto$
Dre usually Inactive and are then excreted. Thiopental, therefore, whilst having II short duration or action, mllY
hive a long ellmlnllclon phase.

5.3 Proclh,lcll .,,'eW dlltll
There aro no preoQlnlc:al data ot relevance to tho prescriber Which are additional to that Illraudy Induded In
otnet sections ot tho Summary or Product C/tataCterlstfcs.

6.PHARMACEUTICALPAATICULARS

••1 Un or .~clplentll
None

,

6.2 Incompatibilities
SolutIons or thlopentallnJealon hive a pH of 10 to 11 and Ire strongly alkaline In order to maintain stAbility.
SolutIons ore Incompatible wlttl acid, acidic sllits Bnd solutions suc:h as pethidine, morphine and promethll"Jlne

fMI ShQIf 11'0
48 months.

6.4 SpecieI prllll:autlon5 for stora8Q
Do not store above ZSOC. StorCi r4constltured Solution between 2°C to 80C In an upright position and U$4
within' hour•. Use onc:e rollowlng reconstitution end discard any residue.

S.I Nle"r...nd contents or c:o"tal"er
20ml1ype mclear glllss vials with 20mm bromylbutyl caoutchouc slllc:onl,od rubber closures.

Paclc size: 25 vials per pac:k.

&.& Specla' precautions 'or disposal Dnd oth.r handling
Not applicable.

7. MARKeTING AUTHORISATION HOLDER
unk phOrmillCQutlc:als limited, BishoP!! weald Hause, Albian Way, HOl'ShDm. west Sussex ~IU2 lAH, UK

8. MARKllnNG AUTHORISATION NUMBBR(5)
PL 12408/0014

9. DATB OF FIRST AUTHORISATION/RENeWAL OF THE AUTHORISATION
5 April 1999

10. DATU OF REVISION OP THI! TEXT
January 2003

11. Legal Category
POM

http://www.medicinell.orQ,llklEMC/printfi'iendlydoc:ument.Dspx?documentid"'143.38&comp... 20.09~10
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