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FDA warns of serious slowing of the heart rate when antiarrhythmic drug amiodarone is used

with hepatitis C treatments containing sofosbuvir (Harvoni) or Sovaldi in combination with

another Direct Acting Antiviral drug

Drug Safety Communication

1HA H :2015/03/24

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM439492.pdf

http://www.fda.gov/Drugs/DrugSafety/ucm439484.htm
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©Sofosbuvir [VARATE /L, HCV NS5BARY A7 —ERHE K (EH/EHRHTY A /L A3 DAA),
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2015 Summary view: safety labeling changes approved by FDA Center for Drug Evaluation
and Research CDER—February

FDA MedWatch
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http://www.fda.gov/Safety/MedWatch/Safetylnformation/ucm436827.htm
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%5 : BW (Boxed Warning) : #:#H 2245 C (Contraindications) : 8=, W (Warnings) : 245,
P (Precautions) : i il o7, AR (Adverse Reactions) : &I {EH,
PPI/MG (Patient Package Insert/Medication Guide), PI (Patient Information) : F&35 1% #
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Osphena (ospemifene) Oral Tablets O O
ISnurf)ar;r:;eoﬁdesﬂurane, USP) Volatile Liquid for O O O O
BW C W P AR I;;IDCI;/

Apidra (insulin glulisine [FDNA origin]) injection O O
* risk for transmission of blood-borne pathogens

Byetta (exenatide) injection O O
* risk for transmission of blood-borne pathogens

Dianeal Peritoneal Dialysis Solution in Plastic
Container, Low Calcium Peritoneal Dialysis
Solution in ULTRABAG Plastic Container, and O
Dianeal PD-2 Peritoneal Dialysis Solution in
ULTRABAG Plastic Container

Ditropan XL (oxybutynin chloride) Extended
Release Tablets

Epivir (lamivudine) Tablets and Oral Solution

Exelon (rivastigmine tartrate) Capsule and Oral
Solution

Exelon Patch (rivastigmine) transdermal system

Firmagon (degarelix for injection) Lyophilized
Powder for Injection

Gablofen (baclofen) Injection

Humalog (insulin lispro [FDNA origin]) injection
* risk for transmission of blood-borne pathogens

OO0l OO0l O O] O
OO0l OO0l O O] O
O

Humalog Mix 75/25 (75% insulin lispro protamine
suspension /25% insulin lispro [FDNA origin]) O O
injection

* risk for transmission of blood-borne pathogens

Humalog Mix 50/50 (50% insulin lispro protamine
suspension /50% insulin lispro [FDNA origin]) O O
injection

* risk for transmission of blood-borne pathogens

Humulin 70/30 (70% human insulin isophane
suspension/30% insulin human injection, rDNA O O
origin)

* risk for transmission of blood-borne pathogens



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437542.htm
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http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm372692.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437274.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437274.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437274.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437274.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437274.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm262576.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm262576.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437293.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm373593.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm373593.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm360439.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm346725.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm346725.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437275.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
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Humulin N NPH (human insulin isophane
suspension [rNDA origin]) O O
* risk for transmission of blood-borne pathogens

Humulin R (insulin human injection, USP [rDNA
origin]) O O
* risk for transmission of blood-borne pathogens

Lantus (insulin glargine [rDNA origin]) injection
* risk for transmission of blood-borne pathogens

O
O

Levemir (insulin detemir [rDNA origin]) injection
* risk for transmission of blood-borne pathogens

Minipress (prazosin hydrochloride) Capsules

Minocin (minocycline hydrochloride)
Oral Suspension

Neupro Patch (rotigotine) Transdermal System

NovoLog (insulin aspart [rDNA origin]) injection
* risk for transmission of blood-borne pathogens

O lO0O|] O |O]| O

NovoLog Mix 50/50 (50% insulin aspart protamine
suspension and 50% insulin aspart [rDNA origin]) O O
injection

* risk for transmission of blood-borne pathogens

NovoLog Mix 70/30 (70% insulin aspart protamine
suspension and 30% insulin aspart [rDNA origin]) O O
injection

* risk for transmission of blood-borne pathogens

Novolin N (NPH, human insulin isophane
suspension [rDNA origin]) injection O O
* risk for transmission of blood-borne pathogens

Razadyne (galantamine HBr) Tablets, Oral Solution

Razadyne ER (galantamine HBr) Extended-Release O O
Capsules
Symlin (pramlintide acetate) injection O O
* risk for transmission of blood-borne pathogens
VFEND (voriconazole) Tablets, O O
for Oral Suspension, and for Injection
Victoza (liraglutide [rDNA origin]) injection O O
* risk for transmission of blood-borne pathogens
Zoladex (goserelin acetate) Implant O O
BW C W P AR I:/Tg

Atacand (candesartan cilexetil) Tablets O



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437379.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm302528.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm299522.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm299522.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm299522.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437267.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm182245.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm351996.htm
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Atacand HCT
(candesartan cilexetil/hydrochlorothiazide) Tablets

O

Binosto (alendronate sodium) Effervescent Tablets
for Oral Solution

Feldene (piroxicam) Capsules

Ferriprox (deferiprone) Tablets

Isentress (raltegravir) for Oral Suspension,
Chewable Tablets, and Film-coated Tablets

O 1010] O
O

Trental (pentoxifylline) 400 mg Extended-Release
Tablets

O

PPI/

BW C W P AR MG

Caduet (atorvastatin calcium/amlodipine besylate)
Tablets

Casodex (bicalutamide) Tablets

ClSplatin Injection, Sterile Aqueous Injection

Kynamro (mipomersen) Injection

Miacalcin (calcitonin-salmon) Injection

Propylthiouracil Tablets

Olo0o]lO0|O0lO0|0O0]| O

Torisel (temsirolimus) Injection



http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437538.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437538.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437545.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm437543.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm314605.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm314605.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/ucm208616.htm
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eCodeine:/NEABZIES - EIREL TOFEAZHIRTHE5 PRAC 2381

PRAC recommends restrictions on the use of codeine for cough and cold in children
Referral

1HA H :2015/03/13

http://www.ema.europa.eu/docs/en _GB/document _library/Referrals document/Codeine cough or ¢

old in_children/Recommendation _provided by Pharmacovigilance Risk Assessment Committee/
WC500184257.pdf

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Codeine containin

g_medicinal products for the treatment of cough and cold in_paediatric_patients’/human_referra
| prac_000039.jsp&mid=WC0b01ac05805c516f
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PRACIZLL FOIHZENE LT,

o Codeinel X125 AN D/ NI I RE T ~ETHD, ZOBELMNM AL TIeb2

|

o IERFEEDSHDHI2~18IED /N FH/DAEIZIL, 1L - EFKEL TDcodeined i FH I
HELEL 720,

o T TDcodeineDIEANL, MBFEHIRRERZ TBI 5720, /NEBBRITIZW I RS
Kan CHRFET RETHD,

Codeineld, (AN TE/AERIZEIRIIVTIEM T 5, —HBD NI, codeined E /L bR~ 2 Hi
HEEANEH L0 HS, MV e RED Em<ARD, ZORR, RN EERE DOEERAEFEH
DBLND ATREMED B D,
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codeineDE/NERXSOEOIREITEBN LT THITERWZD, RIWEHOYAZ IREZ &
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D, FTZPRACIE, 00 H 13, Wl I3 H CIRERZRIEIRTHY, /NEDOKZIEHEL Thceodeine
DANMEC DN TEE T U ARRHILTNDZEICHHE B LT,

PRACIEZESIZ, codeinedE/LE R ~DZE AN IE L0 (ultra-rapid metaboliser Té#h2) 3
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A Pharmacovigilance Risk Assessment Committee
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7o BIEIDOLE 2—DFE R, X327 1o bR RT % E[R1D/NRO I8 FK E L CDcodeines fif
559, WL ODO i FHIRASEA SIS, 2SO FHIBROELE 13N L 1 - 2858
ELCcodeinez i T 25 A 1H Y TUI EDH720, 1L - EFEEL ThcodeinelZ DU THERM
L UL TOLE 2— NS, £ ORE RPRACHA M) E 52 LT/ o 2% 1R < g L
L CDcodeine D FHHIBRIZ, #EL CTHJRH L L CDcodeined i IR+ 2 RIRIOENENE ST
ERCCTHD,

BEER

KIL[EMHRAIZL, 20154F4 A 30 H £+ Drug Safety Update Volume 8, Issue 9, April 20150 1T,
[FERDIEENZAT > TND,
https://www.gov.uk/drug-safety-update/codeine-for-cough-and-cold-restricted-use-in-children

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/424764/Drug_Safet
y _Update - April 2015.pdf

O BE DR R ML EMEER
[#MHRA]Vol.11 No0.16 (2013/08/01) , [EU EMA]Vol.11 No.15(2013/07/18) {%7>

A
©Codeine ({5 AV Bt KT, Codeine Phosphate Hydrate} (JP), JBR M SANZ 4K BRyRg 3K
[EINFETEH MAh  FEoE

B paediatric Committee
C EIK 2SI EU EMA]VOL.11 No.15 (2013/07/18)

11


https://www.gov.uk/drug-safety-update/codeine-for-cough-and-cold-restricted-use-in-children
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/424764/Drug_Safety_Update_-_April_2015.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/424764/Drug_Safety_Update_-_April_2015.pdf

