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AL fiRinotuzumab ozogamicinRfetaf?

O Bt & R e W

16 %% 1y T R 2 1% B I 9
(acute lymphoblastic leukemia °
ALL) R AWNHEKZE > HAl
HHEECEER - FLAG
(fludarabine + cytarabine +
G-CSF) »
cytarabine * =% & cytarabine (3 g/
m2 QI2H) FHAEFIG » ZEIRA
B MR S

e gEYE &8 (Antibody-
drug conjugates * ADC) HIHE &2
FIAE 1 (linker ) #FPTHE AT
f A SE YRS AR — il - DU
IEFER S > 2000 FFEBEERAY CD33
B RS gemtuzumab ozogamicin
(Mylotarg® ) Bl Ry 55—l #1536
FDARZHER) ADC -

Inotuzumab ozogamicin ( %

mitoxantrone & Bf

% Besponsa ®) ;& —71# CD22
HRPIAEE ozogamicin FHEHY
ADC * EBE FDA 201748 Ak
#E inotuzumab ozogamicin FIfA1E
% o0 [ AU AT 56 B AR ALL (Pre
B-cell ALL, relapsed or refractory ) 9
165 - B8 FDA R 201844 H %
£ inotuzumab ozogamicin * B4HERY
HIEE Ry - BRI REREATE
BRI R CD22 By B ARG
B [K] 1~ o o T PR 2 2 A I ISR
(B-ALL) ZJH AR & - BB
HeR5 T (Ph+ ) BY1E 38 AU Bl [ AU
CD22 514 B HHMATEEK 12 ALL
I A7 B - B 2 /) 3 — T it
R USRI (TKIL) Y65 -
1E—YH4 326 PISLRTHEZE
*ﬁjﬁﬂﬁﬁ?ﬁf?ﬁ’]@?ﬁﬁﬁiﬁﬁ
Y BAHAE ALL 985 AEITHVES

WibE ke BE > W A BERR 2

inotuzumab ozogamicin (2§ 1 X$T
0.8 mg * 8 KFT0.5mg ~ H 15K

$70.5mg » P& 1.8mg » 51
IR 21 K > FERIFIE 28 K ) B

#E{L % (FLAG ~ mitoxantrone &5
fif cytarabine -
=#¥E— ) ¥ inotuzumab
ozogamicin JGIEMIKE AH 80.7%
Y56 2 ik R R B AR MEAL R
HIm A 29.4% 58 2 % R 5
(p<0.001) 5 WAAHAYMEEALF I
ST A B 53 i e 5.0 Il HFT 1.8
i H (p<0.001) ; F#HAYHEFEIE
WP AT 853 B Ry 7.7 18 H Fl 6.7
H (p=0.04) - fELEMTTH
inotuzumab ozogamicin FHEZHAEHE
{bFE » W e Y A I FH 28 2 75

= (Veno-occlusive liver disease * VOD )

=75 & cytarabine

B4R (11% VS 1% ) » {HEEH
T IMERAR S 28 15 RY 2% 4 SR K
(12% VS 18% ) °

Inotuzumab ozogamicin & 52
HIERIR BB B © =3 80.7% HY5E
ARMAR > RsE A ALL BRI 2K
o W AT LU 58 & AR R
HUARRE - B AE T IS M A 2
T e AR 20198 11 H 1 HEFA
#515 inotuzumab ozogamicin * Fyf
N ALLYIE
AT - (45
(NRCIERE AN
AR QR Code
HIAE)

2FEER:

Ozogamicin versus Standard Therapy

Inotuzumab

for Acute Lymphoblastic Leukemia. N
Engl ] Med. 2016; 375 (8 ) : 740-53.
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TOPIC:|Zantac (ranitidine): Safety/ Information- NDMA Found 'im S,@BLESO?

Some Ranitidine Medicines

AUDIENCE: Consumer, Patient, Health
Professional, Pharmacy

ISSUE: FDA has learned that some
ranitidine medicines, including some products
commonly known as the brand-name drug
Zantac, contain a nitrosamine impurity called
N-nitrosodimethylamine (NDMA) at low
levels. NDMA is classified as a probable human
carcinogen (a substance that could cause
cancer) based on results from laboratory tests.
NDMA is a known environmental contaminant
and found in water and foods, including meats,
dairy products, and vegetables.

BACKGROUND: Ranitidine is an over-
the-counter (OTC) and prescription drug.
Ranitidine is an H2 (histamine-2) blocker,
which decreases the amount of acid created
by the stomach. Over-the-counter Ranitidine
is approved to prevent and relieve heartburn
associated with acid ingestion and sour
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. The FDA has been investigating
NDMA and other nitrosamine impurities in
blood pressure and heart failure medicines
called Angiotensin II Receptor Blockers (ARBs)

since last year. In the case of ARBs, the FDA
has recommended numerous recalls as it
discovered unacceptable levels of nitrosamines.

RECOMMENDATION: The FDA is
not calling for individuals to stop taking
ranitidine at this time; however, patients
taking prescription ranitidine who wish to
discontinue use should talk to their health care
professional about other treatment options.
People taking OTC ranitidine could consider
using other OTC medicines approved for
their condition. There are multiple drugs on
the market that are approved for the same or
similar uses as ranitidine.

Read more about the MedWatch Safety
Alert, including a link to the FDA Drug Safety
Communication, at:

https://www.fda.gov/safety/medical-
product-safety-information/zantac-ranitidine-
safety-information-ndma-found-samples-
some-ranitidine-medicines

F B FDA 2 3 H 265 ranitidine B% 73
ZEE 0 R E Ry NN Zantac » #REH
A Bf Ry N- BEbN A HIZ (NDMA) YRR i
M ASHEY) - NDMA Fy— Tl EL AR BRI TS 3t
Y - AHAERKIIRY) (BIEA - PyEsaATSE
) h e R EEERER - NDMA #R%E0
AIRERI A ZEEEY) -

Ranitidine ;& —7%# H2 (histamine-2) [H
Bl - AR A E EANE KRR - fEERE
IR FLBEESE 73 FyFEBR /7% (over-the-counter,
OTC) FIFE J7%E ° OTC ranitidine #1%  F
TR TEBGRIAR it K] 5 Beii 5 [REA OB » iR
774 ranitidine # A% HE IR 2 1 FESE © B
FEIR R RITELS B RGBS s R S R
PR - HEFELISK » EE FDA —E AT
M1 JER F1.0a B2 05 8 i angiotensin 11 receptor
blockers (ARBs) 1Y NDMA F1H: At nH Al i
AFY) < FEHRIISE - BLARBII S @ HHAAR
HIRRRE I < Sk T s i [# © 22E FDA
LR T2 REE L [a -

LB FDA H Al R 2R E A 1 ik
ranitidine ° {HkH & /7 2€ ranitidine A9
ANEFREE L EE - BB EREZEA
B A A EL AR S B IE R EEEE - IRF OTC
ranitidine B A RIAT A= & 650 A via T b oA
FEIZHET] B A B ranitidine FH[E] SAELIRY 5
JERERT OTC BE5, -

B 25 R B S B
pHT:

https://www.fda.gov/safety/medical-

SEHAEFEZZ FDA Y

product-safety-information/zantac-ranitidine-
safety-information-ndma-found-samples-
some-ranitidine-medicines

BRIKIR : KBIFDARZ 22 2 Z 5
BRHEM - A RBEBEEAIER
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