
表２ ＦＤＡにより承認された配合剤 

 

Drug Name Active Ingredients Company Approval Date Indication prescription/OTC

TEKTURNA HCT
ALISKIREN HEMIFUMARATE;
HYDROCHLOROTHIAZIDE NOVARTIS 01/18/2008 Hypertension 高血圧 prescription

SIMCOR NIACIN; SIMVASTATIN ABBVIE 02/15/2008 primary hypercholesterolemia and mixed dyslipidemia 高コレステロール血症、脂質異常症 prescription

TREXIMET
NAPROXEN SODIUM; SUMATRIPTAN
SUCCINATE SMITHKLINE BEECHAM 04/15/2008 Acute treatment of Migraine 片頭痛の急性治療 prescription

PRANDIMET
METFORMIN HYDROCHLORIDE;
REPAGLINIDE NOVO NORDISK INC 06/23/2008 type 2 diabetes mellitus Ⅱ型糖尿病 prescription

EPIDUO ADAPALENE; BENZOYL PEROXIDE GALDERMA LABS LP 12/08/2008 Treatment of acne vulgaris 尋常性座瘡 prescription

EXFORGE HCT
AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE; VALSARTAN NOVARTIS 04/30/2009 treatment of hypertension 高血圧 prescription

XERESE ACYCLOVIR; HYDROCORTISONE VALEANT BERMUDA 07/31/2009

for the early treatment of recurrent herpes labialis
(cold sores) to reduce the likelihood of ulcerative cold
sores and to shorten the lesion healing time in adults
and children (6 years of age and older)

口唇ヘルペス prescription

EMBEDA
MORPHINE SULFATE; NALTREXONE
HYDROCHLORIDE ALPHARMA PHARMS 08/13/2009

the management of moderate to severe pain when a
continuous, around-the-clock opioid analgesic is
needed for an extended period of time

持続する疼痛 prescription

TWYNSTA AMLODIPINE BESYLATE; TELMISARTAN BOEHRINGER INGELHEIM 10/16/2009
for the treatment of hypertension alone or with other
antihypertensive agents

高血圧 prescription

ORABLOC
ARTICAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE PIERREL 02/26/2010

for local, infiltrative, or conductive anesthesia in both
simple and complex dental procedures

歯科治療の際の麻酔 prescription

VIMOVO
ESOMEPRAZOLE MAGNESIUM;
NAPROXEN HORIZON PHARMA 04/30/2010

Treatment of signs and symptoms of osteoarthritis,
rheumatoid arthritis, and ankylosing spondylitis in
patients　at risk for developing NSAID-associated

変形性関節炎、関節リウマチ、硬直性脊
椎炎

prescription

JALYN
DUTASTERIDE; TAMSULOSIN
HYDROCHLORIDE GLAXOSMITHKLINE 06/14/2010

Treatment of symptomatic benign prostatic hyperplasia
(BPH) in men with an enlarged prostate

良性前立腺過形成 prescription

DULERA
FORMOTEROL FUMARATE;
MOMETASONE FUROATE MERCK SHARP DOHME 06/22/2010 Asthma 喘息 prescription

TRIBENZOR
AMLODIPINE BESYLATE;
HYDROCHLOROTHIAZIDE; OLMESARTAN
MEDOXOMIL

DAIICHI SANKYO 07/23/2010 for the treatment of hypertension 高血圧 prescription

SUPREP BOWEL PREP
KIT

MAGNESIUM SULFATE ANHYDROUS;
POTASSIUM SULFATE; SODIUM SULFATE BRAINTREE LABS 08/05/2010

osmotic laxative indicated for cleansing of the colon
in preparation for colonoscopy in adults

大腸内視鏡検査のための緩下剤 prescription

SUBOXONE
BUPRENORPHINE HYDROCHLORIDE;
NALOXONE HYDROCHLORIDE RECKITT BENCKISER 08/30/2010 for maintenance treatment of opioid dependence オピオイド依存の維持療法 prescription

TEKAMLO
ALISKIREN HEMIFUMARATE; AMLODIPINE
BESYLATE NOVARTIS 08/26/2010 for the treatment of hypertension 高血圧 prescription

BEYAZ
DROSPIRENONE; ETHINYL ESTRADIOL;
LEVOMEFOLATE CALCIUM BAYER HLTHCARE 09/24/2010

1. prevent pregnancy　2. treat symptoms of
premenstrual dysphoric disorder (PMDD)　3. treat

1. 避妊  2. 月経前不快気分障害  3. にき
び  4. 葉酸補充

prescription

NUEDEXTA
DEXTROMETHORPHAN HYDROBROMIDE;
QUINIDINE SULFATE AVANIR PHARMS 10/29/2010 for the treatment of pseudobulbar affect (PBA) 仮性球情動 prescription

KOMBIGLYZE XR
METFORMIN HYDROCHLORIDE;
SAXAGLIPTIN HYDROCHLORIDE ASTRAZENECA AB 11/05/2010

As an adjunct to diet and exercise to improve
glycemic control in adults with type 2 diabetes
mellitus when treatment with both saxagliptin and
metformin is appropriate

Ⅱ型糖尿病 prescription

AMTURNIDE
ALISKIREN HEMIFUMARATE; AMLODIPINE
BESYLATE; HYDROCHLOROTHIAZIDE NOVARTIS 12/21/2010 for the treatment of hypertension 高血圧 prescription

DUEXIS FAMOTIDINE; IBUPROFEN HORIZON PHARMA 04/23/2011
for the relief of signs and symptoms of rheumatoid
arthritis and osteoarthritis and to decrease the risk of
developing upper gastrointestinal ulcers

関節リウマチ、変形性関節炎の症状緩
和、胃潰瘍予防

prescription

ZUTRIPRO
CHLORPHENIRAMINE MALEATE;
HYDROCODONE BITARTRATE;
PSEUDOEPHEDRINE HYDROCHLORIDE

CYPRESS PHARM 06/08/2011

1. Relief of cough and nasal congestion associated
with common cold   2. Relief of symptoms including
nasal congestion associated with upper respiratory
allergies

1. 風邪による鼻づまり、咳の緩和　　2. ア
レルギーによる鼻づまりの緩和

prescription



 

 

REZIRA
HYDROCODONE BITARTRATE;
PSEUDOEPHEDRINE HYDROCHLORIDE CYPRESS PHARM 06/08/2011

Relief of cough and nasal congestion associated with
common cold

風邪による咳、鼻づまりの緩和 prescription

COMPLERA
EMTRICITABINE; RILPIVIRINE
HYDROCHLORIDE; TENOFOVIR
DISOPROXIL FUMARATE

GILEAD SCIENCES INC 08/10/2011
A complete regimen for the treatment of HIV-1
infection in treatment-naïve adult patients

HIV-1感染 prescription

EDARBYCLOR
AZILSARTAN KAMEDOXOMIL;
CHLORTHALIDONE

ARBOR PHARMS
IRELAND

12/20/2011
for the treatment of hypertension, to lower blood
pressure

高血圧 prescription

JENTADUETO
LINAGLIPTIN; METFORMIN
HYDROCHLORIDE BOEHRINGER INGELHEIM 01/30/2012

To improve glycemic control in adults patients with
type2 diabetes mellitus

Ⅱ型糖尿病 prescription

DYMISTA
AZELASTINE HYDROCHLORIDE;
FLUTICASONE PROPIONATE MEDA PHARMS 05/01/2012

for the relief of symptoms of seasonal allergic rhinitis
in patients

季節性アレルギー性鼻炎 prescription

QSYMIA
PHENTERMINE HYDROCHLORIDE;
TOPIRAMATE VIVUS 07/17/2012 Chronic Weight Management 長期体重管理 prescription

LUPANETA PACK
LEUPROLIDE ACETATE; NORETHINDRONE
ACETATE ABBVIE ENDOCRINE 12/14/2012

1. Initial management of the painful symptoms of
endometriosis   2. Management of recurrence of
symptoms

1. 子宮内膜症の初期疼痛管理　　2. 再発
管理

prescription

SUCLEAR

MAGNESIUM SULFATE; POLYETHYLENE
GLYCOL 3350; POTASSIUM CHLORIDE;
POTASSIUM SULFATE; SODIUM
BICARBONATE; SODIUM CHLORIDE;
SODIUM SULFATE

BRAINTREE LABS 01/18/2013
for cleansing of the colon in preparation for
colonoscopy in adults

大腸内視鏡検査のための緩下剤 prescription

OSENI
ALOGLIPTIN BENZOATE; PIOGLITAZONE
HYDROCHLORIDE TAKEDA PHARMS USA 01/25/2013

an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus

Ⅱ型糖尿病 prescription

KAZANO
ALOGLIPTIN BENZOATE; METFORMIN
HYDROCHLORIDE TAKEDA PHARMS USA 01/25/2013

an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus

Ⅱ型糖尿病 prescription

SIMBRINZA BRIMONIDINE TARTRATE; BRINZOLAMIDE ALCON RES LTD 04/19/2013
for the reduction of elevated intraocular pressure in
patients with open-angle glaucoma or ocular
hypertension

開放隅角緑内障、高眼圧症の眼圧低下 prescription

LIPTRUZET ATORVASTATIN CALCIUM; EZETIMIBE MERCK SHARP DOHME 05/03/2013
treatment of primary hypercholesterolemia and
homozygous familial hypercholesterolemia

高コレステロール血症 prescription

OMIDRIA
KETOROLAC TROMETHAMINE;
PHENYLEPHRINE HYDROCHLORIDE OMEROS 05/30/2014

1. Maintaining pupil size by preventing intraoperative
miosis   2. Reducing postoperative pain

1. 手術中の縮瞳を防ぐための瞳孔サイズ
維持　　2. 術後の疼痛緩和

prescription

TARGINIQ
NALOXONE HYDROCHLORIDE;
OXYCODONE HYDROCHLORIDE PURDUE PHARMA LP 07/23/2014

1. the management of pain severe enough to reguire
daily, around-the-clock, long-term opioin treatment
and for which alternative treatment options are
inadequate

疼痛管理 prescription

TRIUMEQ
ABACAVIR SULFATE; DOLUTEGRAVIR
SODIUM; LAMIVUDINE VIIV HLTHCARE 08/22/2014 HIV-1 injection HIV-1感染 prescription

CONTRAVE
BUPROPION HYDROCHLORIDE;
NALTREXONE HYDROCHLORIDE TAKEDA PHARMS USA 09/10/2014

an adjunct to a reduced-calorie diet and increased
physical activity for chronic weight management

体重管理 prescription

XIGDUO XR
DAPAGLIFLOZIN;METFORMIN
HYDROCHLORIDE ASTRAZENECA AB 10/29/2014

an adjunct to diet and exercise to improve glycemic
control in adults with type 2 diabetes mellitus

Ⅱ型糖尿病 prescription

OBREDON
HYDROCOCONE BITARTRATE;
GUAIFENESIN

SOVEREIGN PHARMA
LLC

11/14/2014
symptomatic relief of cough and to loosen mucus
associated with the common cold

風邪の諸症状 prescription


