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e A BagE - A @ ENH]PE 3 RNA
250 (RNA polymerase ) LU I3 RNA 2
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Heb R A B g & - H g —RBig
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ZIRN R AW ZER 5 — Kfa T i IR e
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H 68% HIIE A TR B AR EARG BHBR S © Bt
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0.059)" °
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FDA Requests Removal/(1)

AUDIENCE: Consumer, Patient, Health
Professional, Gastroenterology

ISSUE: The FDA announced it is
requesting manufacturers to withdraw all
prescription and over-the-counter (OTC)
ranitidine drugs from the market immediately.

This is the latest step in an ongoing
investigation of a contaminant known as
N-Nitrosodimethylamine (NDMA) in
ranitidine medications (commonly known by
the brand name Zantac). NDMA is a probable
human carcinogen (a substance that could
cause cancer). FDA has determined that the
impurity in some ranitidine products increases
over time and when stored at higher than room
temperatures may result in consumer exposure
to unacceptable levels of this impurity. As a
result of this immediate market withdrawal
request, ranitidine products will not be
available for new or existing prescriptions or
OTC use in the U.S.

BACKGROUND: Ranitidine is a
histamine-2 blocker, which decreases the
amount of acid created by the stomach.

Prescription ranitidine is approved for

multiple indications, including treatment

and prevention of ulcers of the stomach and

intestines and treatment of gastroesophageal
reflux disease.

RECOMMENDATION:

+ Consumers: The FDA is also advising
consumers taking OTC ranitidine to stop
taking any tablets or liquid they currently
have, dispose of them properly and not
buy more; for those who wish to continue
treating their condition, they should consider
using other approved OTC products.

Z B FDA B A B ERELE LRI
4R & ranitidine WY 7 $EFIIE IR /5
¥ (over-the-counter , OTC) ’ & & &
ranitidine( JifEE % Zantac) & fn HyF 4
¥J N-Nitrosodimethylamine (NDMA) 2§
B ERATHERE - NDMA By—FE AJERYEL
FEY) - 5B FDA CLHfEE F L8 ranitidine
on YA G bEE e D - B
FERR E AR N IR R BN & BT
I AR EIR B ZAE - A HESEE
FDA Z3KIZHIR 13 » ranitidine B S {ESE
B SR P R R ST E BT P TEERE A -

Ranitidine £ H2-blocker * AJ LA A

2 )

FDA MedWatch - AllRanitidine Products) (Zantac): Press Release -

1 H 222K e F remdesivir {5 COVID-19 °
HER HRI GRS SR E - B B EEY
Ry S - BN - EEREIE R L
BE o RIELUPZEORRI RO - MERFIET ~ IRFFIEAR
PHEE DL B B RAFETE - JTREE G IR
BERFATIR A E b -

25

1. Wang M, Cao R, Zhang L, et al: Remdesivir
and chloroquine effectively inhibit the recently
emerged novel coronavirus (2019-nCoV) in
vitro, Cell Res. 2020 Mar;30(3):269-71.

.Grein J, Ohmagari N, Shin D, et al:
Compassionate Use of Remdesivir for Patients
with Severe Covid-19, N Engl ] Med. 2020 Apr
10.

.Wang Y, Zhang D, Du G, et al: Remdesivir in
adults with severe COVID-19: a randomised,
double-blind, placebo-controlled, multicentre
tria, The lancet. 2020 May 16; 395: 1569-78.

.https://www.nih.gov/news-events/news-
releases/nih-clinical-trial-shows-remdesivir-

accelerates-recovery-advanced-covid-19.
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I8 A {5 A% HERY OTC B »
(FF#)
5 2% M B AR S B G EE 2295 FDA
i ¢ https://reurl.cc/1Vz6Kd
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[E1-1.5mme RBBIFE E1-2mm e XBR 2B
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2EZH R
5. fEHHHSEEE HITFIT - FrAEmEAEs 2017 < p.8 -
6. WP E S R RS B e (dE TR ) (vol.2) ¢ JEIE
BRI & HIRRIE $ 1995 ¢ p.533-562 °
7. T R B R TRV S SRR - AR
2% > 2014.3('F ) p.49-50 °
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Dabigatran A R] R 2 e fQ &

O #wikE

£ pliHkEEt FHR 65 FFH:163cm E 603 kg
B oh gt : BUN=6 mg/dL; SCr=0.65 mg/dL; CCr=72.5 mL/min

RF#hag © ALT=15 U/L; AST=19 U/L
LB 5 A

f3x : 42H % F % (nasogastric tube, NGT)

B s gk

BY|EE BE SRR P
Pradaxa® cap 150 mg (dabigatran) 150 mg BID NGT
Concor® tab 1.25 mg (bisoprolol) 1.25 mg Qb NGT

gREA BB RE

£t & JR 7 : Pradaxa® cap 150 mg (dabigatran) 1 tab BID NGT

AR 7 Xarelto® tab 15 mg (rivaroxaban) 1 tab QD NGT
2% Eliquis® tab 5 mg (apixaban) 1 tab BID NGT
2, Lixiana® tab 60 mg (edoxaban) 1 tab QD NGT

& 75 &1

1. Dabigatran &/

Pradaxa® Ry — LAY LR $L
&EIM 7 ( Direct oral anticoagulants,
DOAC) » £ f7 & dabigatran
etexilate * FyFE B AVRTBEY) » #8
KIS Ry B 5 1 & dabigatran * B
BE MR EEIMEE (thrombin) » #IH]
TFHERE R A4S & Re iz B IML AR TER - 2
HIFIIM/ MR - BUHERIRA = (1) #F
A I v e B B R DATE PG LR
B2 T I E KB R il 2 o B AR I
BRRZESE 5 (2) THPGIEARARTE L Fo
He BREp AR A R B A B PR ZE
(3) ek I BRI IR K / SR 282
167 - Hill ki Z DOACH2.E direct
thrombin inhibitor (4[] dabigatran ) k&
direct Xa inhibitor ([l rivaroxaban >
apixaban * edoxaban ) °
2. 5EFRRA
(1) Dabigatran etexilate f£ pH >3.0HY

RE TS » KIEE AR
HUEEET 2% dabigatran etexilate fl
&R A BRRL A - E EE L
WL lE I S B R e e -
dabigatran etexilate TR HEAETS
MR EREE ( microenvironment )
e B L R R R AL - [R]RE R
K'E G ER s e % -

(2) % $TFf dabigatran B %€ H 82 ik H
BEVIRERL - K BEBE L GOR B B AE
BIRERE P ARENRE - INHLE
mn VA R B+ AT RE KR 2 =)
dabigatran & 4= 8 A FHER# 75% »
T R 197 RELFYAT 171 JRs -

(3) HJA dabigatran SE4{E & 1Y 48
LB N Z INR ~ PT ~ aPTT %

{CSEAH BR M - R AR % B B
B E - B A LR
B e LB Ak g - BRI bl i
» Al FH dabigatranf » f@¥A
A B REFTRE 5 i H B DOAC
(4 rivaroxaban ~ apixaban *
edoxaban ) AR RIEEE 2Ry
TREE - AJHIE B A
GBI -

(4) i dabigatran FH A {EE M ZC LY
Lo FFERE) - LR AR 1% K] 7 e
AE PR R 75 MEER B S A 3 - MR
M & 6 ] dabigatran - HAETMA
direct Xa inhibitor Z[] rivaroxaban *
apixaban * edoxaban DA K {8 ]
ARHLEE MM warfarin A] fEE#2 -
B warfarin fE NS - BHETH
ZLOF F] heparin BTG - 5 &l
PRI BRI - e DA —T
direct Xa inhibitor BB IGHE °

HERIRE2EE ¢

BUN (blood urea nitrogen): 7-20 mg/
dL; SCr (serum creatinine): male: 0.7-
1.5 mg/dL; female: 0.5-1.2 mg/dL; CCr
(Creatinine clearance rate): >60 mL/min;
ALT (alanine aminotransferase): 0-40 U/L;
AST (aspartate aminotransferase): 5-45 U/L
2EEF
Stangier J, Clemens A. Pharmacology,
pharmacokinetics, and pharmacodynamics
of dabigatran etexilate, an oral direct
thrombin inhibitor. Clin Appl Thromb
Hemost. 2009;15 Suppl 1:59-16.
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MERTEcoftazidime-avibactamER R
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Ceftazidime-avibactam
(Zavicefta® » BRG) EH—1K
Y B -lactam/ 8 -lactamase $I#]
] > avibactam ] A K % 85
Y B -lactamase * WH5 extended
spectrum /A -lactamase (ESBL) *
BE ceftazidime # 7K fi# - HER
ceftazidime-avibactam B IEER B
FfERIPTEE M B AEA Acinetobacter
B Stenotrophomonas fERK » {H%f
RLBI PSS R R MR iR
R EBENS T —IEP AR ]
£ o

B FDAR 108 47 A% Uk
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ceftaZ|d|me-aV|bactam§E HABR PR SR

Jﬁuﬁ%ﬁ%ﬁ w RECLAIM 1&2

MR
ceftazidime-avibactam meropenem
metronidazole
413 (mMITT) 410 (mMITT)
PEM DR 28-35K © 81.6 % PEMDIRTE 28-35K : 85.1%

-3 5/ (95/CI -8. 64 to 1 .58)
REPROVE

BRPuRs (2SR IEABRIAN )

ceftazidime-avibactam meropenem
356 (cMITT) 370 (cMITT)
PEMEDIR#% 21-25K © 68.8 % PEME DIR#E 21-25K © 73.0 %

-4.2% (95%Cl -10.8 to 2.5)
REPRISE

ceftazidime S EITE 3 LV HLENRIERIR: (1593%)
U PERERE PORTSR: (5 7% )

ceftazidime-avibactam *RIEJRBE
FEREARREA S fH metronidazole (2 EUFA carbapenem)

154 (mMITT) 148 (mMITT)
BESREB-EEYR 10X BESRB-EEYMR 10X
91% (95%Cl| 85.6-94.7) 91% (95%Cl 85.9-95.0)
HERL » RETHHEERNRT DT

mMITT : microbiologically modified intention-to-treat
cMITT : clinically modified intention-to-treat
*E{EOJEEE | imipenem » meropenem ~ doripenem ~ colistin © tigecycline
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