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Some important labeling and
packaging problems

Dangerous abbreviations 1 Overemphasis on

Look-alike labeling company name and logos

Inconsistent and unclear 1 Lack of contrast on glass

expression of strength ampuls

Cluttered labeling 1 |[nadequate prominence
of reminders and

Highly stylized label

graphics warnings



Dangerous abbreviations and
dose designations
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Look alike labeling
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United Kingdom
Oral Generics
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Latin America - Colombia

Silden:

\Y(Y 4 Winthrop

Winthrop
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\Y (Y 4 Winthrop® 500™S

Winthrop

Sanc F cwun 4 tabletas recubiertas
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Australia

Magnesium Sulfate !
Concentrated Injection Potassium Acetate
Magnesium sulfate 3 A\
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H




Klopoxid DAK
10 mg

Chlordiazepoxid

Vnr. 50 96 04

MMM

c'1|ardiazepoxrci

Vir. 50 96 38




Contrast on glass ampuls
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Note lack of label background — no contrast
upon dark background
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Ampule labeling

Serious medication errors with ampules of bupivacaine and tranexamic acid

https://www.ejmanager.com/mnstemps/83/83-1444637751.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3371494/
https://www.apsf.org/newsletters/html|/2010/spring/02 inject.htm
https://dokumen.tips/documents/01-danger-of-wrong-drug-administration-during-
subarachnoid-blockpdfpdfcompressor.html

Figure 1. Look-alike ampoules:
Tranexamic acid and bupivacaine.
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https://www.ejmanager.com/mnstemps/83/83-1444637751.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3371494/
https://www.apsf.org/newsletters/html/2010/spring/02_inject.htm
https://dokumen.tips/documents/01-danger-of-wrong-drug-administration-during-subarachnoid-blockpdfpdfcompressor.html

Germany

a1 Label position on ampuls and syringes

US ampul label for comparison
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Readability of information
on polypropylene ampules

New Zealand
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Germany

a1 Label position on ampuls and syringes

US ampul label for comparison
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Expression of concentration
and strength
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United States

Before and after — both are same strength

NDC 0009-7529-01 5 mL Vial

CAMPTOSAR®

Injection

irinotecan hydrochloride
injection

20 mg/mL

(on basis of trihydrate)

Caution: Federal law prohibits
dispensing without prescription.

Warning: For intravenous use
only—must be diluted before use.

Pharmacia&Upjohn

NDC 0009-7529-01 5 mL Vial

if' A\ CAMPTOSAR"™
KL o

irinotecan hydrochloride
injection

100 mg/5 mL

(20 mg/mL)

— on basis of trihydrate

Caution: Federal law prohibits
dispensing without prescription.
Warning: For intravenous use
only—must be diluted before use.

b pharmacia& Upjohn
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10 000 Usp units/8 el

4 mL Multiple Dos€

i FOR IV OR SC usE

% |

USA

NDC 25021-403-04

1 HEPARIN

Sodium lnjectlon US P
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New Zealand

CONTROLLED DRUG C4

EEEM OUT OF FEEATH OF CHILDREN

KETAMINE - CLARIS

LUTION FOR INJER
poula contair w
{as Frydiochilond

100 mg'ml

Far Intravaenous / Inframuscular wie onty

5 X 2 mL Ampoules
= i -
Claris

26



August 6,2007

Direct Healthcare Professional Communication on Kaletra® (lopinavir/ritonawir)
oral solution and accidental overdose in children

T e s
Dear Healthcare Professional, ) 15 Haans e [

Summary

Abbott was recently notified of an acc

infantre a significantly large dose of Kaletra
(lopinavirfritonavir) Oral Solution. The infant subsequently died.

ose when an

Abbott is reminding you that:

e Kaletra Oral Solution i
80 mg lopinavir and 20

ighly concenfrated, containing
g ritonavir per mL (not per bottle).

e Children dos are calculated based on body weight. A
less than 5 mL oral solution per dose
S0 receiving certain concomitant
antiretroviral medicines. Reference should be made to the
attached prescribing information.

Eurther information on the safety concemn

« The accidental overdose occurred in a 44-day-old infant, bom at 30
weeks gestation with HIV, who was given approximately 6.5 mL of
Kaletra Oral Solution (this is about 10 times the calculated volume).
The infant died nine days later of cardiogenic shock.

o Special attention must be paid to accurate calculation of the dose,
transcriptionof the n
instructions to mininr
be made to the attac
recommendationsin

France and
French RS ne _ Y
speaking N aletrd
African
country CJ aasors

Please see accompanying full pe

United Kingdom
kaletrar

I;f_i A TR

=4 Greece
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How much heparin?
U
Bar code?

Heparin in title is per liter Stere movpyrogenic soluton 0 Ifusion  Singie

while other heparin Each 500 ml contalo romol Dex 50 oy 'L
) MNeparin Sodiwn (Mucous) 1000 U (approx)
mention and electrolytes Sodian Chiorico 45  Sodum
: Disodium Ph eIy 29y ™ Mide
are per 500 mL D Ok Add (e 2029 hate
: Wates for e~ s fram
For In\'awesi 3 8 .al st b0
2 Store (at of reach o7l o Yol childr
Baxter uniess . A
Hoparin Sodium BP 2000 WA In - - m » m h ce dnd mls
0:8% wiv Sodlum Chiorkde ¥ fafusion _2 | ; Do not add any W Siacic o
VIAFLEX cohlalaer p
Slerda noeyropnt Siklion ke biussa Sngle Dosy = " For use under medical
Each 1000 ml coalains - Do not store above 25..c

Coile BOSS3G e bt]i.;ml ~, . sedun sl 121 u:::?
. i . rale 39

Baxter
Heparin Sodium BP 2000 WYL in
9% why Sodium Chlorido IV lnfusion_

1

Do oot uese Lnless salulien b chear and conlaine
+ isundamaged

D ot 2kl dny EanClay medcaliivn

Fot use wlet d supdiniaoi

Ut ok sy &0 ¢

Dusurd aty eoused porlen

Db £ decdn R ity whsiedd L

Baxles Hezltigsie L | |
Thatlond Norlolk P24 35E Eghj_
Fawheaag TH-35-00-237
Heparin Sodium BP 2000 /L In

Hepann Sodlum BF 2600 1W/Lin | 0.9% wiv Sodium Chioride
0.9% w/v Sodium Chlaride ¥ Infuslon
IV Infusion

Exgley




Units not standardized to mEq or

mmol
B474E1
10.2011 10ML

BIBRAUN il

| Industries 5/B
Pe i ,'-""'- 1

0/ wi/v Potassium Chloride
1 5 /0 For Injection USP gal

Concentrate - 2 mEq/ml ST BE DILUTED FOR L, USE
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Label reminders and
warnings; communication of
Important information
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Neuromuscular Blockers

AUELICH
JUrciuvicho

¥
HUK

LCH

Ay n perr a3
g/ 200
20° mg/ml

N

New Zealand

Unknown Country
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B4 Pancuronium Bromide-| resenius
4mg/2mi \\\
INSPUITING 10 x 2 ml Ampulle

Elka 2 ml bavat:
PANKURONIUMBROMIED 4 mg

®
B‘OK-L l V. 10 mg o Bensiolaikohol 1% v}
Vir IV-toediening
Dosis en pebruiksaamwysings:
Sien voubijet

enjeksiyon igin liyofilize toz iceren flakon
Bewaar tussen 2°C and 8°C.
HOU BUITE BEREIK VAN KINDERS

vekiironyum bromiir S
V. KULLANILIR 3 e a
» [4 Pancuronic:y Sromiaé rivserius
: 4mg/2ml
INJEG TION 10x2mlAmpoules

Each 2 ml cont uf
FANCURDNIUMBRDMIDEl mg %

ide-
us 4 mg/2

Pancuronium Bromi

1 flakon
1 gbzlict ampul @ Mustafa Hevzat
package insert.
Store between 2°C and i< mi
KEEP OUT OF REACH OF CHILDREN
" Marketod hy Frosenius Kabl for BODENE :P'I’V] LIMITED trading as Intramed
6 Gibaud Road, Port Elizabeth, 6001, South Africa 12:521/08-10
Lot:

5 ampoules

For intravenous
injection Lysthenon® 5
L L Injektionslosung

Suxamethoniumchlorid
5 Ampullen zu 2 ml Injektionslosung.

Zur intraven n und intramuskuldren Anwendung.
1 Ampulle enth
110 mg Suxame

Lysthenon®

ser far Injektion
ner Biindelpackung -
verkauf unzulassig
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@GlaxoSmithKline

& -
% IMBEX" - ;
intravenous Injection . J T
A 10 vials
Z - each vial
), | contains 5ml
w TR
B

Cisatracurium besylate
For
Intravenous

1 ml=10mg

20 mg cisatracurium (bis-cation) in 10 ml

5 ampoules

For intravenous injection

Why warning paralyzing agent on US and Canadian
labels only?

37



Neuromuscular Blocker look-alike
New Zealand
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USA and Canada Neuromuscular Blocker
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