2020 4 1 2020 7 31

11

No.
RASUVO RA JIA
Box Warning
1
Warning and Precautions
6 3
Use in Specific Populations PLLR
CDS
2 Interaction with Other Medicinal Products and Other Forms of
Interaction
MHRA FMD Alert
WDA(H) 50340 HMS Wholesale Limited
Alert
3 30
1423993 VW0303 2021 3
1424275 VW0411 2021 9
300mg
1424525 VW0424 2022 11
1
BCG BCG
4
2
1
Use in Specific Populations Pregnancy
5
Use in Specific Populations Lactation
24
6
FDA  N-

OoTC
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No.
1
EMA
8 12
2
9
FDA  COVID-19
12 3
10 FDA
COVID-19
2
11 Warnings and Precautions Adverse Reactions
12 CCDS Warnings Infusion-Related Reactions (IRRs)
CDS Warnings and Precautions for Use Undesirable
13
Effect
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No.
2020 3 17 ANSM COVID-19
ANSM COVID-19
ANSM
1 1
3
14 5
50 kg
1 500 mg 1lg
1 2 500 mg 1lg

chloroquine In vitro

15 pH
Dear Investigator Letter
16 Postmarketing Experience
2021 9
17 2
3

WHO

18 PRAC Undesirable Effects
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No.
PRAC
19 Special Warnings and Precautions for Use
Undesirable Effects
25
Adverse Reactions
Use in Specific Populations Pregnancy
20 Use in Specific Populations Pediatric Use 2
Use in Specific Populations Geriatric Use
Use in Specific Populations Renal Impairment
EMA Eudra Vigilance 2019 PRAC
21 signal Assessment




2020 4 1 2020 7 31
No.
FDA
1980 5
1980
22 1980 5
1980 2001
CJD
CJD
1980
23 Undesirable Effects
CD20
24 Undesirable Effects
o5 FDA 99mTc
26
27

Drug Interactions
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No.

28

1

ANSM  COVID-19

(CRPV)

(

COVID-19
ANSM

ANSM

2
ANSM
COVID-19

53

COVID-19

3

100

CRPV

43

FDA  Drug Safety Communication

chloroquine

COVID-19
FAERS

QT

chloroquine

American Association of

Poison Control Centers National Poison Data System

HC

EMA

chloroquine

chloroquine

chloroquine

chloroquine
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No.
Special Warnings and Precautions
(
1 1 )
29 CYP28B6
Side Effects
EMA CMDh PRAC
/
30
Warnings and Precautions Undesirable Effects
ANSM
1
1
/
31
1

methotrexate
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No.

32

1
2020 2 23
ASRS

2019 10 7

2020 3 2

2020 3 11

2020 3 20

SRC/DMC

American Society of Retinal Specialists ASRS
14

ASRS 14
11

us 57,000

68,500 /

33

/

Urgent Safety Measure

2020 2

DMC

SRC

American Society of Retinal Specialists (ASRS)

SRC

ICF B

34

CTCAE Grade

Dear Investigator Letter
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No.

35

HC

36

CDS
Posology and Method of Administration
2 0.5m’
10 mg/kg 2 300 mg/m2
3 6
Fertility, Pregnancy and Lactation FDA

27
14
Undesirable Effects

37

1
TGA  Australian Red Cross Lifeblood

12 3

HIV

HIV HBV HCV HTLV

38

Dear Investigator Letter
2
Dear Investigator Letter FDA Dear
Investigator Letter
COVID-19

39

Warnings and Precautions Hallucinations and Psychotic-like Behavior
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No.

Boxed Warning
40

( Warnings and Precautions
Warnings and Precautions
Indications and Usage )

a1 Warnings and Precautions

Adverse Reactions

Warnings and Precautions

9

42 6

Use in Special Populations Lactation

Pregnancy and Lactation Labeling Final Rule
Use in Special Populations Pregnancy
3
Pregnancy and Lactation Labeling Final Rule
Swissmedic B

43 Stevens-Johnson

Warnings and Precautions
44

Warnings and Precautions

Adverse Reactions
Drug Interactions

10
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No.
Warnings
Warnings
45
Warnings
Adverse Reactions
Warnings and Precautions
46
Warnings and Precautions
Adverse Reactions
Warnings and Precautions
47
Adverse Reactions
1
DHCP
COVID-19
COVID-19
QT
QT
48
QT
QT
COVID-19
QT
ECG
2
49 Special Warnings and Precautions for Use
CCDS
Contraindications
/
50

Special Warnings and Precautions for Use

(MAOI)

Undesirable Effects

11
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No.

51

Warnings and Precautions

Warnings and Precautions
Warnings and Precautions
SJS
DRESS

Postmarketing Experience DRESS

SJS

52

Warnings and Precautions

Warnings and Precautions
Warnings and Precautions
SJS
DRESS

Postmarketing Experience DRESS

SJS

53

NMBA

54

Special Warnings and Precautions for Use Undesirable Effects

Undesirable Effects

Warnings and Precautions Adverse Reactions
Experience
Adverse Reactions Post Marketing Experience

Post Marketing

Special Warnings and Precautions for Use Undesirable Effects

Post Marketing Experience
Undesirable Effects Post Marketing Experience

55

12
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No.

56

Special Warnings and Precautions for Use

57

CCDS
Dosage and Administration, Dosage, Dose Modification

Warnings and Precautions

Warnings and Precautions
Pediatric Use

Undesirable Effects

58

Warnings and Precautions

Adverse Reactions
2

Adverse Reactions 2 18

Use in Specific Populations 2

13
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No.
AIFA 120mg/unit
Contraindications
Special Warnings and Precautions for Use
59
NSAID
NSAID
AGEP
24
12
12
CCDs
Warnings
60 .
Interaction OATP1B1
1
OATP1B1 Cmax AUC 1.8 1.3

14
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No.

CCDS

Contraindications
61

Pregnancy and Lactation

Undesirable Effects
62 HC 18F

Duplex Container 29
50mL 1 19 82
63 HMWP
HMWP HMWP
HC
64
core-RMP Important Identified

65 Risks Important Identified Risks

Warnings and Precautions

Adverse Reactions

Drug Interactions

66

Use in Specific Populations

2

15
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No.
Special Warnings and Precautions for Use B
Interaction with Other Medicinal Products and Other Forms of
Interaction  CYP3A4
67 CYP2D6 bupropion
in vitro
Interaction with Other Medicinal Products and Other Forms of
Interaction
bupropion
EMA  IL-17
IL-17
Special Warnings and Precautions for Use
68
IL-17
Undesirable Effects
IL-17
EMA
Annex Il
69
12
EMA CHMP N-
70 NDMA
EU ranitidine
suspention
71 Swissmedic Undesirable Effects
72 Adverse Reactions

Use in Specific Populations Pregnancy Lactation

PLLR

16
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No.
MFDS
DRESS
SIADH
73
30
TEN:
SJS
DRESS SCAR
SJS
TEN DRESS
2
Warnings
74 Warnings and Precautions

Adverse Reactions

17
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No.
FDA  Drug Safety Communication
chloroquine QT
chloroquine
COVID-19
75 FAERS American Association of
Poison Control Centers National Poison Data System
ANSM  HC Swissmedic Medsafe
1
CCDS
Warnings and Precautions
76
Adverse Drug Reactions
2
77 Warnings
Adverse Reactions
78
CCDS
Undesirable Effests Intravascular Administration
79

18
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No.
PRAC CHMP
DPD

DPD
DPD
DPD
DPD

CHMP
Contraindications DPD
Special Warnings and Precautions for Use DPD
80 DPD DPD
DPD
DPD
DPD
DPD
Contraindications DPD
Special Warnings and Precautions for Use DPD
DPD
DPD
Precautions Pregnancy
81

Warnings

Adverse Reactions

19
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No.
Sentinel
Database FDA
Postmarketing Experience
82 Sentinel System
SCC SCC
16,000 1 50,000 mg
6,700 1
Patient Counseling Information
83 Pregnancy Lactation Pregnancy and
Lactation Labeling Rule (PLLR)
Warnings and Precautions Myopathy and Rhabdomyolysis
65
84 4 mg/
4 mg/
Postmarketing Experience
MSP Vaccine Company DTaP-1PV-Hib-HepB
85 VAXELIS Postmarketing
Experience
Medsafe
COVID-19
QT
86 QT
QT
PRAC idelalisib
Special Warnings and Precautions for Use
SJS TEN
87 (DRESS)
Undesirable Effects DRESS
SJS TEN DRESS idelalisib
/

20
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No.

88

Warnings and Precautions

Warnings and Precautions
Stevens-Johnson

Advers Reactions

AGEP

AGEP

89

EMA PRAC

Special Warnings and Precautions for Use

90

Warnings and Precautions Cardiovascular Thrombotic Events

NSAID

91

Warnings and Precautions

Warnings and Precautions

Adverse Reactions

drug interactions

Use in Specific Populations
Use in Specific Populations

PLLR

92

Experience

Adverse Reactions Clinical Trial Experience Postmarketing

93

TGA VB6

1 50 mg VB6

94

DAWS

Special Warnings and Precautions for Use Dopamine Agonists
Withdrawal Syndrome (DAWS)

DAWS

21
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No.
TGA 10¢g
% 2020 6
1
9% 20% Warnings
1
CCDS
Warnings and Precautions
97 Interactions CYP2C8
CYP2C8
CYP2C8
2
1 CCDS
Special Warnings and Precautions for Use
Undesirable Effects
98
Common
Warnings and Precautions
Undesirable Effects
PRAC idelalisib Special Warnings and
Precautions for Use Undesirbale Effects
99 /
DRESS
100|B
Warnings and Precautions Drug Interactions NO
101
Physicians Labeling Rule
102 Warnings and Precautions Impulse Control/Compulsive Behaviors
Adverse Reactions Postmarketing Experience

22
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No.
Warnings and Precautions
103
CDS Pregnancy and lactation
104
105 12
Brivudine Contraindications Special
Warnings and Precautions for Use Interaction with Other Medicinal
106 Products and Other Forms of Interaction
4
Brivudine
Brivudine Contraindications Special
Warnings and Precautions for Use Interaction with Other Medicinal
107 Products and Other Forms of Interaction
4
Brivudine
core-RMP Important Identified
108 Risks Important Identified Risks
1
PRAC HRT
HRT
HRT
HRT 5 10
109 tibolone HRT
2
HRT
Special Warnings and Precaution for Use
HRT
HRT 5 10

23
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No.
CCDS Adverse Reactions Infusion-Related Reactions
110
(IRRS)
111 FDA
Consumer Level
112
113 Special Warnings and Precautions for Use
PRAC
Special Warnings and Precautions for Use
114
Undesirable Effects
B
115 B B
B
Warnings and Precautions Vaccinations
116
Special Warnings and Precautions for Use
117

Undesirable Effects

24
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No.
Adverse Reactions
118
Use In Special Populations
PLLR
CCDS
Special Warnings and Precautions for Use
IGF-1
Fertility, Pregnancy and Lactation
6
119
st IGF-1
IGF-1
Preclinical Safety Data
(MFH)
10 mg/kg/
Warnings and Precautions Vaccinations
120
ANSM (AEMPS)
COVID-19
121
)

25
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No.
PRAC
122
CCDS
123 Postmarketing Experience
Special Warnings and Precautions for Use
124
125 Special Warnings and Precautions for Use
Warnings and Precautions Skeletal Muscle Effects Drug
126 Interactions
/ /voxilaprevir
/ / / /
/ /
127 Warnings and Precautions Gastrointestinal and Gastrointestinal
Procedure-Related Risks
EMA CHMP
128 Special Warnings and Precautions for Use
CslI
129 Undesirable Effects
1
Special
Warnings and Precautions for Use
130
2
Use in Specific Populations Pregnancy
131 AD/HD

26
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No.
ANSM  WHO
SOLIDARITY COVID-19
/
EMA chloroquine
COVID-
19
132 COVID-19
COVID-19
EU WHO
Solidarity Trial
chloroquine COVID-19
national emergency use program
8%
Warnings and Precautions
133
Adverse Reactions
134
Special Warnings and Precautions for Use
135 SSRI
Drug Interaction CYP3A4
CYP3A4
136 Clinical Pharmacology Pharmacokinetics Drug Interaction Studies
CYP3A4
AUC Cmax 40
HC
137

27
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No.
MAH PRAC
138 Special Warnings and Precautions for Use:
Patient Information Labeling
CCDS
139 Warnings and Precautions Adverse Drug Reactions
( )
CCDS
140 Postmarketing Data
FDA N-
nitrosodimethylamine NDMA
141
FDA
TGA
142
TGA
pantoprazol
143 EMA PPI
Special Warnings and
144 Precautions for Use

Dear Healthcare Provider Letter

28
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No.

145

Undesirable Effects

Special Warnings and Precautions for Use Interaction with Other
Medicinal Products and Other Forms of Interaction

Special Warnings and Precautions for Use Interaction with Other
Medicinal Products and Other Forms of Interaction

146

EMA PRAC

Warnings
Undesirable Effects

RMP

147

Warnings and Precautions Infusion-Related Reactions
Warnings and Precautions Immunization

Adverse Reactions Postmarketing Experience
Lactation 6

Females and Males of Reproductive Potential

148

N-nitrosodimethylamine NDMA

149

1
HC  chloroquine

chloroquine

COVID-19
chloroquine

2
FDA EMA

150

HC Health Product Info Watch

COVID-19
DIC COVID-19

DIC

29
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No.
TGA 150 14
3
Opioids Regulatory Communications Committee
151
Q&A
Posology and Method of Administration 65 65
Effects on Ability to Drive and Use Machines
152
Undesirable Effects 65
65 5
153
Pregnancy and Lactating Labling Rule
Warnings and Precautions Embryofetal Toxicity USE
Inspecific Populations Pregnancy
Use in Specific Populations Lactation
154 7
Use in Specific Populations Females and Males of Reproductive
Potential
6
3
155
156 Drug Interactions P

30
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No.
HC
157
HC
EMA PRAC P2Y12
158 Special Warning and Precautions for Use P2Y12
Interactions with Other Medicinal Products and Other Forms of
Interaction P2Y12
159 Adverse Reactions Postmarketing Experience
160
161 Contraindication
Postmarketing Experience
162 CCDS
PRAC PSUR
163

Posology and Method of Administration

Posology and Method of Administration Contraindications Special

Warnings and Precaution for Use
Undesirable Effects

31
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No.
PSUR PRAC
164 Special Warnings and Precautions for Use Undesirable Effects
Undesirable Effects
165 Warnings and Precautions Adverse Reactions
166 N-
nitrosodimethylamine NDMA
Dose and Method of Administration
sJIA pJA 12
167 Specia Warnings and Precautions for Use Adverse Effects
Special Warnings and Precautions for Use
Adverse Effects
168
169 Special Warnings and Precautions
DDS DDS
Side Effects Psychiatric Disorders DDS
FDA
170
Csl
171 Special Warnings and Precautions for Use

Undesirable Effects

32
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No.
172 Warnings and Precautions
Adverse Reactions
1
CHMP
173 Special Warnings and Precautions for use
2
Polyethylen glycol 3350; Potassium chloride; Sodium bicarbonate;
Sodium chloride; Sodium sulfate anhydrous
Contraindications
Warnings and Precautions Polyethylen glycol
174
Adverse Reactions
Adverse Reactions
Special Warnings and Precautions for Use
175 SJS TEN
DRESS
Indication and Usage Dosage and Administration Clinical Studies
176 . .
Warnings and Precautions MACE
Adverse Reactions Postmarketing Experience
177 PRAC Undesirable Effects

33




No.

2020 4 1 2020 7 31

178

Warnings and Precautions Concomitant Use with TNF Antagonists

Concomitant Use with TNF Antagonists, Other Biologic
RA/PsA Therapy, or JAK Inhibitors

Warnings and Precautions Hypersensitivity

Warnings and Precautions Immunizations

Warnings and Precautions Immunosuppression

Adverse Reactions Clinical

Trials Experience in Adult Patients with RA and PsA Clinical Trials
Experience in Patients with Polyarticular Juvenile Idiopathic Arthritis
Immunogenicity Postmarketing Experience 4

Drug Interactions TNF Antagonists Other Biologic RA
Therapy Immunosuppressants

JAK

Use in Specific Populations Pediatric Use

Use in Specific Populations Geriatric Use

179

PRAC Undesirable Effects
Special Warnings and Precautions for Use Undesirable Effects

180

181

Warnings and Precautions Embryofetal Toxicity

Use in
Specific Populations Pregnancy

Use in Specific Populations Lactation
1

Use in Specific Populations Females and Males of Reproductive
Potential

6

182

Warnings and Precautions

Adverse Reactions

34
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No.
Contraindication
183
Warnings and Precautions NYHA "
v
CCDS
184 UNDESIRABLE EFFECTS Post-Marketing Data  Infections and
Infestations
PRAC SSRI
SNRI
185 citalopram
desvenlafaxine fluoxetine
Posology and Method of Administration Special Warnings and
186 Precautions for Use Undesirable Effects
SAHPRA
187 Dear Healthcare Professional Letter

35
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No.
BfArM Semler Research Center (SRC) Private Ltd
188
189 Adverse Reactions Postmarketing Experience
AIFA
190
1
Medsafe
Contraindications:12 18
191
Warnings and Precautions CYP 2D6 opioid
2
Contraindications
192
Adverse Reactions
PRAC PRAC
193 Special Warnings and Precautions for Use Interaction with Other
Medicinal Products and Other Forms of Interaction
AIFA Boxed Warning
194
CCDS
Warnings and Precautions
195
Adverse Reactions
196 Warnings and Precautions Undesirable Effects
197 Adverse Reactions

36
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No.
ANSM nomegestrol
198 nomegestrol
nomegestrol
MRI
5 35 MRI
Warnings and
199 Precautions
FDA

Warnings and Precautions Immune-Mediated Necrotizing Myopathy

200 HMG-CoA
CCDS
Warnings and Precautions Cardiovascular Effects of beta-agonists
B2 LABA QT

201 QT

Clinical Pharmacology

QT
HRT

Special Warnings and Precaution for Use

202
HRT
HRT 5 10

203

37
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No.
Warnings and Precautions Adverse
204 Reactions
Use in Specific Populations Pregnancy
Use in Specific Populations Pregnancy
10
mg/kg/day 2.8
205
3 mg/kg/day
1.7
1000 mg/kg/day
138
206

38
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No.
1
2019 8 MHRA
HRT
HRT 1 HRT
HRT HRT
10
HRT
2020 5 EMA PRAC PRAC  HRT
ANSM
3
HRT
HRT 5 10
207
tibolone HRT
2020 6 PRAC HRT
Special Warnings and Precaution for Use
HRT
HRT 5 10
2
CMDh 2020 6
208 Warnings and Precautions Post-Market Adverse Drug Reactions
1
HRT
Special Warnings and Precaution for Use
209 HRT
HRT 5 10
2
CMD 1

39
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No.
1
HC
Warnings and Precautions, Post-Market Adverse Drug
Reactions Consumer Information
210 2
FDA  FDA Adverse Event Reporting System (FAERS)
2020 1 3
National Institute for Health and Care Excellence COVID-19
COVID-19
211
212
AOMI
213
2
Indications and Usage Limitations of Use
Dosage and Administration
Use in Specific Populations Pregnancy
Lactation
214
Adverse Reactions Clinical Trials Experience
Pharmacokinetics Pediatric Patients
Clinical Studies
215 Warnings and Precautions Post-Market Adverse Drug Reactions

40
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No.
216
LEVAQUIN
Use in Specific Populations Lactation
217
Warnings and Precautions Monitoring of Blood Coagulation
Parameters
218 Adverse Reactions Postmarketing Experience
Drug Interactions Calcineurin Inhibitors
1
HC
219
2
220 TGA
221 HC
222 Warnings and Precautions Post-Market Adverse Drug Reactions
CCDS
223 Undesirable Effects

41
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No.
Warnings and Precautions
Adverse Reactions
224
Use in Specific Populations Pediatric Use
PKPD 2
1
225
2
MHRA  HC
Special Warnings and Precautions for Use
226 Other Systemic Infections
Warnings and Precautions Cerebrovascular Events
227
228
229
1
80mg 5mg 5mg
230
2
5mg

42
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No.
1
231
2
CCDS V2
232 Contraindications  IgA IgA
IgA
CYP2C9 CYP3A4
CCDS
Dear Investigator letter
CYP3A4 CYP2C8 CYP2C9 CYP2C19
PBPK
CYP in vitro
233 CYP2CY 28%
PBPK
400mg 1 1
3.8
CYP2C9 CYP3A4
CCDS
234 Product-specific warnings and precautions
Special Warnings & Precaution for Use
filgrastim
235 MDS / AML
Adverse Reactions Source
Special Warnings & Precaution for Use
filgrastim
236 MDS / AML

Adverse Reactions Source

43
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No.
CDS
Special Warning and Precautions for Use CD19
CD19 CD19
237 . . .
Special Warning and Precautions for Use B
238 Warnings and Precautions
Warnings and Precautions  Embryo-Fatal Toxicity
239 3
Use in Specific Populations
240
241
Warnings and Precautions Hypersensitivity
242
Adverse Reactions Postmarketing Experience
CDS Special Warnings and Precautions for Use
243
CMDh
244 Special Warnings and Precautions for Use
CCDS
245 Special Warnings and Precautions for Use
246

44
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No.
247
CDS
Contraindications Interaction with Other Medicinal Products
and Other Forms of Interaction
248
Interaction with Other Medicinal Products and Other Forms of
Interaction
CSlI
Special Warnings and Precautions for Use
249
DRESS
Undesirable Effects
DRESS
250 Proluton Depot Rimobolan
251 Dosage and Administration
CCDS
252 Precautions
2020 3
2020 6 30
253 2020 7 7

45
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No.
Contraindications
Warnings and Precautions
Adverse Reactions
Drug Interactions
254 . o . -
Use in Specific Populations Pediatric Use
Use in Specific Populations Geriatric Use
Use in Specific Populations Renal Impairment
Warnings and Precautions
255
Adverse Reactions Postmarketing Experience
256 Undesirable Effects
257 5 /mLo 4.3 mg/mL
70 /m?
CDs
Special Warnings and Precautions for Use
CYP3A
258

Interaction with Other Medicinal Products and Other Forms of
Interaction

46
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No.
PRAC P2Y12
259 P2Y12
Clinical Particulars Undesirable
260 Effects Post Marketing De novo purine synthesis inhibitors-
associated acute inflammatory syndrome
261
262 CCDS Undesirable Effects
Warnings and Precautions
263 ECG
Use in Specific Populations
264
Warning
265
10
72
8
Warnings and Precautions Sensory Function
266
Adverse Reactions
Clinical Trials Experience
Pregnancy Lactation PLLR
267|C-

47




2020 4 1 2020 7 31

No.
Instructions for Use (IFU)

268 IFU

1

IgM
269|Rh 2
ELISA IgM
ELISA
6
IgM
0.001
270 EGFR
cTnl
271
IFU

high sensitive I
272 high sensitive
273 4

2
274
275

48
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No.
C3
C4
276
A
N- -p-
NAPQI
277 SPIKE
o
278 °
o
279
B-
CLSI EP7 EP37
280
Class Il
Recall FDA
281

49




