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11 19

No. 2
Medsafe
1 1-2
oTC
25 mg 50 mg
2
Warnings
Carcinogenesis mutagenesis impairment of fertility
3
500 mg/kg/
HC
4
50 mg/mL 4
5
Warnings and Precautions
aPCC
6 6 aPCC
Pharmacokinetics Specific Populations
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No.
CDS
Special Warnings and Precautions for Use Interaction
with Other Medicinal Products and Other Forms of
Interaction glasdegib glasdegib
QT
Interaction with Other Medicinal Products and Other
Forms of Interaction
7
Interaction with Other Medicinal Products and Other
Forms of Interaction
Interaction with Other Medicinal Products and Other
Forms of Interaction CYP3A4
8 Adverse Reactions
DRESS
PRAC
9
Swissmedic
10
11
12
Use in Specific Populations
13
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No.
PRAC 2
Special Warnings
14 and Precautions for Use
Undesirable Effects
Medsafe
15 1-2
oTC
Warnings and Precautions
16 Warnings and Precautions Adverse Reactions
Use in Specific Populations
Posology and Method of Administration
Special Warnings and Precautions for Use
Special Warnings and Precautions for Use
Undesirable Effects
17 Interaction with Other Medicinal Products and Other

Forms of Interaction CYP3A4

Interaction with Other Medicinal Products and Other
Forms of Interaction

Undesirable Effects
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No.
PSUR
18
FDA
GBS
19 GSK GSK
Warnings and Precautions Adverse
Reactions GBS
20 Adverse Reactions
DRESS
Boxed Warning
21
Contraindications Warnings and Precautions Adverse
Reactions Drug Interactions Use in Specific Populations
FDA CDER
EPPPIC
22
CDS
23 Warnings and Precautions
Indications and Usage
24 Precautions Dosage and
Administration
25 . .
Warnings and Precautions
26 Adverse Reactions
DRESS
27
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No.
EMA Covid-19 vaccine safety update Comirnaty
28 RNA TP
PRAC
ITP Comirnaty

Warnings and Precautions
29

Boxed Warning
30 . .

Warnings and Precautions

Adverse reaction
Drug safety Communication
31
2020
10 Warnings and Precautions

Warnings
32

Adverse Reactions

TGA
33 6
1

34




2021 4 1 2021 7 31

No.
EU
Special Warning and
Precautions for Use
35
HC
CDSA
36 I NCR
PDL
NMPA
37
8
38
1
CDS Special Warnings and Precautions for
Use Undesirable Effects
39 5
Precautions Undesirable
Effects
CDS
6
Special Warnings and Precautions for Use
6 16
40 3
TGA
Bacillus subtilis
41 18
42 Embryo-Fetal Toxicity Females and Males of

Reproductive Potential Contraception
30
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No.

43

1
PRAC

Special Warnings and Precautions for Use
DRESS
2
Special Warnings and Precautions
for Use
DRESS

44

HC N-nitrosodimethylamine
NDMA Apotex
10mg 1

45

ANSM
50 mg/mL

ANSM 50 mg/mL 20 mg/mL

46

Undesirable Effects

47

RNA

RNA
SARS-CoV-2

FACT SHEET FOR HEALTHCARE PROVIDERS
ADMINISTERING VACCINE VACCINATION
PROVIDERS EMERGENCY USE AUTHORIZATION

EUA OF THE PFIZER-BIONTECH COVID-19
VACCINE TO PREVENT CORONAVIRUS DISEASE 2019

COVID-19  Adverse Reactions

FULL EMERGENCY USE AUTHORIZATION EUA
PRESCRIBING INFORMATION Post Authorization
Experience

FACT SHEET FOR RECIPIENTS AND CAREGIVERS
EMERGENCY USE AUTHORIZATION EUA OF THE
PFIZER-BIONTECH COVID-19 VACCINE TO
PREVENT CORONAVIRUS DISEASE 2019 COVID-19
IN INDIVIDUALS 16 YEARS OF AGE AND OLDER

WHAT ARE THE RISKS OF THE PFIZER-BIONTECH
COVID-19 VACCINE

48

50 mL 1

49

CCDS

Undesirable Effects
AGEP
DRESS
2
PRAC PSUR
CMDh PRAC

Special Warnings and Precaution for Use
AGEP
DRESS
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No.

50

51

CCDS
Contraindications

Special Warnings and Special Precautions for Use

AGEP
52 DRESS
Undesirable Effects
Undesirable Effects
1
EMA
53 Special Warnings and Precautions for Use
2
1
54
55
FDA SGLT2
56 / 1
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No.
medsafe MARC
SSRI
SNRI
57 MARC ~ SSRI SNRI
1
Posology and Method of Administration Grade3
SJS
TEN
58 Grade4
SJS TEN
Special Warnings and Precautions for Use
Undesirable Effects
1
PRAC
Special Warnings and Precautions for Use
100 pag/h 50 g
50 pg/h
50 pag/h
59
Overdose
100 pag/h 50 pag/h
50 pg/h
2
Warnings
60 Warnings and Precautions Adverse Reactions
HC
Dear Healthcare
Professional Letter
61

HC
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No.
1
3
4
Warnings and Precautions
62 B
1 Warnings and Precautions
63 3 -
4 -—
ANSM nomegestrol
2
nomegestrol
2021
64 1
1
65 FDA
66

10
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No.
19.5 mg IUD
Warnings and Precautions Use in
Specific Populations
67
Warnings and Precautions
X
Interaction with Other Medicinal Products and Other
Forms of Interaction
68 HDL
Qualitative and Qualitative Composition Special
Warnings and Precautions for Use
CCDS
Posology and Method of Administration
69 Special Warnings and Special Precautions for Use
Undesirable Effects
Pharmacokinetic Properties CYP3A
1
70 Undesirable Effects
2
Adverse Reactions
PRAC PSUR
71 CDS Special Warnings and Precautions for

Use

11
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No.
Special Warnings and Precautions for Use
1.
2. - - RAAS
ACE ARB
ACE ARB
3. /
72 /
ACE
4,
5.
AUC
6.
7. Ca
FDA
73
FDA
74
75 12

Indications and Usage Adverse

Reactions Clinical Studies

12
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No.

76

Warnings and Precautions

Adverse Reactions /

Use in Specific Populations

77

CoV-2

RNA
SARS-

EMA 2021 4 14
RNA SARS-CoV-2 COVID-19 vaccine
safety update PRAC

78

CCDS

Special Warnings and Precautions for Use
Major Adverse Cardiovascular Events
MACE
Special Warnings and Precautions for Use
NMSC

Special Warnings and Precautions for Use NMSC
TNF
NMSC

79

CoV-2

RNA
SARS-

SUMMARY MONTHLY SAFETY REPORT
2021/3/1 2021/3/31

BNT162b2 /

Risk Management Plans
Pharmacovigilance Plans
RSI reference safety information
local labels

13
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No.
80 Special Warnings and Precautions for Use
Undesirable Effects
81 CDS
Special Warnings and Precautions for Use
82
Overdose
Undesirable Effects
CCDS
oPosology and Method of Administration
83
oPharmacodynamic Properties
PRAC
84 Contraindications sodium oxybate
Interaction with Other Medicinal Products and Other
Forms of Interaction sodium oxybate
85 Pregnancy and Lactation Labeling Rule
PLLR
86 Special Warnings and Precautions for Use

Undesirable Effects

14




2021 4 1 2021 7 31

No.
87
CCDS Posology and Method of
Administration
88
1
89
2
90 NDMA
Warnings and Precautions for Use
91
1
9 Warnings and Precautions Adverse
Reactions
2
1
93 RNA [CDS Undesirable Effects 12 15
SARS-
CoV-2
94 Undesirable Effects

Special Warnings and Precautions for Use
Undesirable Effects

15
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No.
Special Warnings and Precautions for Use
CYP3A4/CYP2C9
CYP3A4
CYP2C9
Interaction with Other Medicinal Products and Other
Forms of Interaction in vitro CYP3A4
95 CYP2C8 CYP2C9 CYP2C19
in vivo
PBPK CYP3A4/CYP2C9
400 mg/
3.8
Pharmacokinetic Properties 4
CYP2C9 CYP2C8
CYP2C19 CYP3A4
96
PRAC
Special Warnings and Precautions for Use B
97
B
ANSM
98 6 2021 5 24
CMDh PRAC
99 Special Warnings and

Precautions for Use

Adverse Reactions

16
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No.
100
101 Special Warnings and Precautions for Use
Special Warnings and Precautions for Use
102
103 Warnings and Precautions DRESS
/
104 Warnings and Precautions DRESS
/
1
NMPA
105 2
2
CMDh
Special Warnings and Precautions for Use
SJS
TEN Undesirable Effects

106

TEN
Special Warnings and Precautions for Use
Undesirable Effects

Fertility Pregnancy and Lactation

17
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No.
200 mg
107 100 mg 1
Pregnancy and Lactation Labeling Rule Use in
108 Specific Populations Pregnancy Lactation
Contraindications Drug Interactions
1 2
109
Special Warnings and Precautions for Use
CCDS
110 Contraindications
Adverse Reactions Postmarketing Data
Warnings and Precautions
111 DRESS
/
Warnings and Precautions
112 DRESS
/
TGA
113
1 2
CMDh
114 Special
Warnings and Precautions for Use Fertility Pregnancy
and Lactation Preclinical Safety Data
Warnings and Precautions Drug Reaction With
115 Eosinophilia and Systemic Symptoms DRESS
Warnings and Precautions Pregnancy
/
CDS
Special Warnings and Precautions for Use ALK
116 ALK

18
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No.
Warnings and Precautions
911
117 1 CNS
CNS
DRESS
Warnings and Precautions
DRESS
Warnings and Precautions
118 911
CNS
CNS
DRESS

19
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No.
1 2
CMDh 5- 4'- -1 1'-
1-2yl -1H- CAS 152708-24-
Ames
ARB
ARB
ICH M7
2
TTC Threshold of Toxicological
Concern
3
HC 5-
4'- azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole
119
4
MHRA
5
Swissmedic
- AZBT
AZBT
AZBT
Warnings and Precautions
120 Adverse Reactions
TEN SJS DRESS
CDS Special Warnings and Precautions for
121 Use

20
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No.
Warnings and Precautions
122 DRESS
Warnings and Precautions Fetal Toxicity Use
in Specific Populations Pregnancy
Warnings and Precautions
911
123 CNS
CNS
DRESS
124 2
CCDs/Ccsl
PSUSA
125
Special Warnings and Precautions for Use
CMDh
Special Warnings and Precautions for Use
Undesirable Effects
126 DRESS
Interaction with Other Medicinal Products and Other
Forms of Interaction
Special Warnings and Precautions for Use
127

21
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No.
CLP
Classification Labelling Packaging of substances and
128 mixtures
FDA
129 N- NDEA
2021 5 3 6 PRAC
Comirnaty
EudraVigilance
PRAC
Comirnaty
Undesirable Effects PIL 4
PRAC
/
RNA
130 SARS-
CoV-2 PRAC
Comirnaty Moderna COVID-19
mRNA
PRAC
PRAC  Comirnaty COVID-19
PRAC Comirnaty
1 2
CMDh
131 DRESS Special
Warning Undesirable Effects
CMDh PRAC CYP2C9
132

22
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No.

133

dofetilide
Warnings and Precautions
DRESS
AFND AGEP

Adverse Reactions

Warnings and Precautions

Warnings and Precautions

Adverse Reactions

Contraindications

Warnings and Precautions

Warnings and Precautions

Adverse Reactions

Pregnancy

Lactation

QT

134

Warnings and Precautions DRESS
/

135

TGA

23
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No.
PRAC PSUR
CCDS
Special Warnings and Precaution for use Undesirable
Effects
Interaction with Other medicinal Products and Other
136 .
Forms of Interaction
Undesirable Effects Stevens-Johnson SJS
TEN
137 Warnings and Precautions DRESS
/
1
Warnings and Precautions DRESS
/
2
HC
138
20 NSAID
: 20 28
NSAID NSAIDs
28
139 Warnings and Precautions DRESS
/
FDA 20 NSAIDs
6
140
3
20
CDS
Special Warnings and Precautions for Use
141 SIADH

24
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No.
142 . . .
Special Warnings and Precautions for Use
143 Warnings and Precautions DRESS
/
CMDh PRAC
144 Interactions
145 . .
Warnings and Precautions DRESS
/
CDS Special Warnings and Precautions for
146 Use
naloxegol
147 glasdegib
CYP3A4
1 2
CHMP
Posology and Method of Administration
148 Interaction with Other Medicinal Products and Other
Forms of Interaction
Special Warnings and Precautions for Use
Undesirable Effects
EMA Covid-19 vaccine safety update
RNA
149 SARS-
CoV-2 MSSR
16
150 RNA 12 FACT SHEET
SARS- Syncope fainting
CoV-2

25
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No.
HSA
in vitro
2.4 1.75
151 2020 9 EMA
2020 12
MHRA
HSA
EMA MHRA
SUMMARY MONTHLY SAFETY REPORT
2021/4/1 2021/4/29
RNA
152 SARS-
CoV-2
153 Adverse Reactions Clinical Trials Experience
15 ALT AST

26
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No.
154 . - . .
Adverse Reactions linical Trials Experience
0
155
156 . . .
Adverse Reactions Postmarketing Experience
CCDS
Dosage and Administratio Warnings and Precautions
157 AST ALT
Adverse Reactions AST ALT
ALP
ANSM
158 !
Warnings and Precautions
159 Use in Specific Populations Pregnancy Lactation
Pregnancy and Lactation Labeling Rule PLLR
Use in Specific Populations Females and Males of
Reproductive Potential
1
HER2 2cm
160 Grade3
2
FDA  Clinical Hold
FDA
161

27
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No.

162

21
Contraindications 35 35

20
35

Precausions ombitasvir paritaprevir

28
Precausions ombitasvir paritaprevir

163

PSUR EUHMA

Posology and Method of Administration

Contraindications

Special Warnings and Precaution for Use

Interaction with Other Medicinal Products and Other
Forms of Interaction

Undesirable Effects

Posology and Method of Administration

Undesirable Effects

164

Contraindications

Adverse Reactions

165

Gratismuster

28
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No.
European Directorate for the Quality of Medicines
EDQM EMA
GTI 2 5- 47- azidomethyl -[1 1”-biphenyl]-2-yl -
166 1H-tetrazole -CAS 152708-24-2 2 Ames
ICH M7
2 GTI 2
threshold of toxicological concern TTC
EDQM
167 Special Warnings and Precautions for Use 2
Special Warnings and Precautions for Use
CDS
168
169 Warnings and Precautions
dofetilide
Warnings and Precautions
DRESS
AFND AGEP
Adverse Reactions
170
QT
Warnings and Precautions
Warnings and Precautions
TGA
171 18
TGA -99m DTPA
172

29
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No.

173

CMDh 5- 4'- -[1 1'-
1-2yl -1H- CAS 152708-24-
2 Ames
ARB

ARB
ICH M7
2
TTC Threshold of Toxicological
Concern

2
HC 5-
4'- azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole

MHRA

ANSM

174

Adverse Reactions

CYP3A4

175

CoV-2

RNA
SARS-

CDsS Special Warnings and Precautions for
Use  Immunization stress-related response
Undesirable Effects human immunodeficiency virus
HIV
Adverse Drug Reactions  Decreased appetite
Lethargy Hyperhidrosis Night sweats Asthenia

30
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No.
BfArM  NDMA
NDMA
176
NDMA
CDS Special Warnings and Precautions for
177 Use
13.5 mg IUD
Warnings and Precautions Use in
Specific Populations
178
Warnings and Precautions
X
179
Undesirable Effects
HC
5- 4'- azidomethyl -
[1 1'biphenyl]-2yl -1H-tetrazole
180
Adverse Reactions CYP3A
181
Serious Warnings and Precautions Box Warnings and
182 ; X
Precautions Adverse Reactions
CDS
Warnings and Precautions
183

Undesirable Effects Clinical Trials
Immunogenicity

Immunogenicity

31
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No.
PEG
184 Warnings and Precautions  PEG
185
0.13
186
187 Warnings and Precautions
PRAC
Special Warnings and Precautions for Use
188
Undesirable Effects
2021/5/21
Contraindications
SARS-CoV-2 TTS
189 Special Warnings and Precautions for Use
Undesirable Effects Very rare
Patient Information
Leaflet
nAMD
CRTH258AUS04 MERLIN 52 first
interpretable results FIR
190 4 3 4
Dear Healthcare Professional
Communication DHPC
10 mg
75 mg
191 ANSM 10 mg

30 mg

32
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No.
192
/
1
2
3
HC 5-
4'- azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole
193
MHRA
4
ANSM
PRAC
Special Warnings and Precautions for Use
Interaction with Other Medicinal Products and Other
Forms of Interaction
194 SSRI -
SNRI MAO
Undesirable Effects
Overdose
Medsafe
195

33
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No.
196

EMA COVID-19
197

HC

198

Health Product InfoWatch

FDA  Teva Pharmaceuticals USA

199

34
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No.
CMDh PRAC PSUR
CYP2C9*3
CYP2C9 intermediate
poor metaboliser
200
CYP3A4
1
HC 5-
4'- azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole
2
MHRA
201 3
- AZBT
AZBT
AZBT
TGA
4
ANSM
202 GMP

35
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No.

203

204

Warnings and Precautions
DRESS
AFND AGEP

Adverse Reactions

QT

Contraindications

dofetilide
Warnings and Precautions

Warnings and Precautions

Warnings and Precautions

Warnings and Precautions
DRESS
AFND AGEP

Adverse Reactions

QT

Pregnancy

Lactation

205

Undesirable Effects

206

CDS Special Warnings and Precautions for Use
Undesirable Effects

36
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No.
207 Special Warnings and Precautions for Use Infusion
related reactions
208
209 , Adverce Reactions
CCDS
210 Warnings and Precautions
GMP
Proair HFA
HFA
200 pig 1 30
211 100-62.5-25 jug 60
250 mg
500 mg
600
mg/50 mg/300 mg
", RNA EMA PRAC
SARS-
CoV-2
Drug Interactions Moderate Dual or Combined
CYP3A4 and CYP2C9 Inhibitors
PBPK
CYP3A4/CYP2C9
213 4
CYP3A4/CYP2C9
CYP3A4 CYP2C9
Clinical Pharmacology Pharmacokinetics
PBPK
CCDS
214 Warnings and Precautions Adverse Drug Reactions
Adverse Drug Reactions

37




2021 4 1 2021 7 31
No.
Pediatric Use
215
PRAC
Special Warnings and Precautions for Use
ARDS
216 ARDS
Special Warnings and Precautions for Use
HLH
PRAC CCDS CPL Core Patient
Leaflet
Special Warnings and
217 Precautions for Use
Special Warnings and Precautions for Use
Warnings and Precautions
218 ST 75 600
HC
20 NSAID
219
: 20
28 NSAID NSAIDs
28
TGA
290 PI CMI
HC
20 NSAID
221 2
: 20 28
NSAID NSAIDs
28

38
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No.

222

1
HC
4'- azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole

2
HC 5- 4'-
azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole

MHRA

3

5-

Swissmedic azidomethyl-biphenyl-

tetrazole AZBT
TGA

4
ANSM

223

Contraindications

Adverse Reactions
Adverse Reactions

224

Pediatric Use

225

HC

20 NSAID

: 20
NSAID NSAIDs
28

28

226

Warnings and Precautions

Adverse Reactions

39
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No.
Pregnancy
400 PEG400 N- D-
NADA
227
PEG400 NADA
1
HC 5-
4'- azidomethyl -[1 1'-biphenyl]-2yl -1H-tetrazole
228
2
MHRA
3
TGA
HC
20 NSAID
229
: 20 28
NSAID NSAIDs
28
Warning and Precautions
230

40
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No.
1 2
Package Leaflet EMA
DHCP
3 4
Product monograph/Label DHCP
1
SARS-CoV-2
231 5
2021 7 15
UK/GB
Contraindications
Special Warnings and Precautions for Use
Undesirable Effects
Package Leaflet
HC
232 DAWS
DAWS
HC
20 NSAID
233
: 20 28
NSAID NSAID
28
Warnings
234
CCDS
Dosage Regimen and Administration Warnings and
Precautions
235 /
38
CCDS
Dosage Regimen and Administration Warnings and
Precautions
236
/
38
HC
237
Special Warnings and
238 Precautions for Use Undesirable Effects

41
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No.
Special Warnings and
239 Precautions for Use Undesirable Effects
13 17
6 17
240 10 17
13 17
10
17
5 17
5 17
BRAF V600E/K
241
3
HC
242 18
Posology and Method of Administration Special
243 . !
Warnings and Precautions for Use
Warnings and Precausitions
65
244
Adverse reactions
/
SIADH
245 Warnings and Precautions
Adverse Reactions
246 Serious Warnings and Precautions Box Warnings and
Precautions Adverse Reactions

42
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No.
RNA Swissmedic
247 SARS-
CoV-2
248 RNA Medsafe
SARS- Prescriber Update
CoV-2
HC
20 NSAID
249
: 20 28
NSAID NSAIDs
28
Drug Interactions
breast cancer resistant protein BCRP
250 BCRP BCRP
Indications and Usage
251
Indications and Usage
252
PRAC
253
TGA
254 18
TGA -99m
255
99
1K10121
256 1 Co-codamol 30/500
257 NDMA
BfArM  CHMP
Special Warnings
258 and Precautions for Use
259

43
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No.
52 mg IUD
Warnings and Precautions Use in
260 Specific Populations
Postmarketing Experience
Indications and Usage
261
1
HC
20 NSAID
262 : 20 28
NSAID NSAIDs
28
2
263 ACE
12
Special Warnings and Precautions
for Use
264
RNA EMA
265 SARS-
CoV-2
1 2
SUMMARY MONTHLY SAFETY REPORT
2021/04/30 2021/05/31
RNA
266 SARS-
CoV-2

44
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No.

267

Special Warnings and Special Precautions for Use
B

Undesirable Effects

268

269

Drug Safety Update

CDK4/6
ribociclib

270

271 131

1311
Contraindications
Warnings and Precautions
Warnings and Precautions —

6
Warnings and Precautions

6
Postmarketing Experience

272

RNA

1
CCDS Special Warnings and Precautions for
Use Undesirable Effects Post-authorisation
Woxperience
FDA
FACT SHEET

2
EMA

273

1
Special Warnings and Precautions
for Use Nephrotic range
proteinuria
2
HC Warnings and Precautions
Nephrotic range proteinuria

45




2021 4 1 2021 7 31

No.

EMA COVID-19
vaccine safety update

EudraVigilance

RNA PRAC COVID-19

SARS-
CoV-2

274
COVID-19
PRAC

PRAC 2021 7

Special Warnings and Precautions for Use

275

Undesirable Effects

HC

FDA
276

ANSM

TGA VTE

VTE

277 3

VTE 1.57 95
1.07-2.30

Contraindications

Drug Interactions CYP3A4
278
Pediatric Use 6 25 kg

46
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No.
DMA 2021 3 29
279
Ventolin
/
Contraindications
Contraindications
Dosage and Administration
Warning and Precautions
eGFR 45 60 mL/min/1.73
280 eGFR 60
mL/min/1.73
Warning and Precautions
1 SGLT2
Warning and Precautions Adverse Reactions
/ /
281 Warning and Precautions Adverse Reactions
PRAC Special Warnings and
282 Precautions for Use thrombotic
microangiopathy
2 w/v
70 vol Aspergillus
283 penicillioides
Use During Pregnancy and Lactation
1 6
284
3
PRAP

47
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No.
Warnings and Precautions
5 mg/kg
285
2
2
1 2
286 10
mg 1
ATV cyclo IP
287 ATV cyclo FP
BfArm CHC
GePaRD CHC
288 Nomegestrol CHC
VTE
1
Norgestimate 3
1
2 7 VTE
HC
HC DA
DAWS
quinagolide
DA
289
DAWS
DAWS
HC
HC

48
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No.
Pregnancy
Lactation
290 1 Pediatric Use 6
Geriatric Use
HC COVID-19
RNA
291 SARS- COVID-19
CoV-2
Swissmedic azidomethyl-biphenyl-
292 tetrazole AZBT
FDA  COVID-19 mRNA
293 RNA FACT SHEET
SARS-
CoV-2
RNA FACT SHEET
294 SARS-
CoV-2
Reference Safety Information for Assessment of
Expectedness of Serious Adverse Reaction
295
Identified Risks / /
Potential Risks
1 2
296

49
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No.
CDS
Special Warnings and Precautions for Use
297
Undesirable Effects
2 9
298
9
Warnings and Precautions
299
MERLIN
Warnings and
300 Precautuons
Warnings and Precautuons 8
301 Undesirable Effects
ANSM nomegestrol
1 /
302 !
2021 7 1
2022 1 1
303
CCDS Special Warnings
and Precautions for Use
304
FDA
305

50




2021 4 1 2021 7 31

No.
CcCsl
Warnings and Precautions
306 Adverse Reactions
HSA 1
SSRI
307
BfArM CMDh
308 NDMA NDEA
309 10 mg
CCDS
Special Warnings and Precautions for Use Patients with
Reduced UGT1A1 Activity UGT1A1*6 *28
310
UGT1A1
311 PRAC Undesirable Effects
PRAC Special Warnings and
312 Precautions for Use Undesirable
Effects
a3 RNA Swissmedic Vigilance-News
SARS-
CoV-2
RNA HC Pfizer-BioNTech
314 SARS- Moderna COVID-19
CoV-2
FDA REMS
315

51
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No.
HER2/neu 2
316 PD-L1
[combined positive score CPS 1]
317 Core-RMP
1 2
EMA HC
SARS-CoV-2
318 3
2021 7 19
EMA
Warnings and Precautions
319
MERLIN CRTH258AUS04
Reference Safety Information CRTH258B2301
CRTH258B2302
320
Summary of the Data and Guidance for the Investigator
Warnings and Precautions
/ MERLIN
MERLIN 4
nAMD 8-12
8
2
1
321
2
1 IRB
FDA Safety Report
322
VigiBase
323 oT

52
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No.
MHRA
o Special Warnings and Precautions for Use
324
oUndesirable Effects
305 Post-Marketing Experience
FDA HES
130000 Drug Safety Communications
HES
326
COVID-19
RNA
327 SARS- 2
CoV-2
EMA PRAC COVID-19
PRAC
RNA
328 SARS- RNA SARS-CoV-2
Cov-2 PRAC

53
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No.
1
1
329
2
Post-Market Adverse Drug

330 .

Reactions

Warning

Box QT
331
332 Undesirable Effects

FDA
333
334 Warnings and Precautions
Adverse Reactions
335 Warnings and Precautions
Adverse Reactions

336 ACE

ACE

Undesirable Effects

337

54
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No.
Medsafe MARC

Medicines Adverse Reactions Committee

338
1 2

Contraindications 35

339 35 35
20

Warnings and Precautions

Adverse Reactions

Drug Interactions HIV/HCV
340 25,000 /mm°

0.6 mg/m’
RNA CDsS Special Warnings and
341 SARS- Precautions for Use
CoV-2
CCDS
Special Warnings and Special Precautions for Use
342 Undesirable Effects
Fertility

343
344 Warnings and Precautions

Adverse Reactions
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No.
Warnings and Precautions
345 SNRI
346 Pediatric Use 12
EMA PRAC  COVID 19vaccine safety update
RNA
347 SARS-
CoV-2
348
349
350 Warnings and Precautions
Warnings and Precautions
SUMMARY MONTHLY SAFETY
REPORT 2021 6 1 2021 6 30
w51 RNA 1. TTS
SARS-
Cov-2 2. cDS
3. 2021 1
1
352
2
MHRA
1
3
353 IFU
2
TGA
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No.

354 - Cv

355 SARS

APF
25-
36| D

APF

357

IgE IgE
376 1U/mL
16
358 "o

359
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No.
1
360
2
TP
361 -
1
362
cbc
RT-PCR
363|SARS
SARS-CoV-2
264|SARS
1 2
365 1
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No.
FDA HP  SARS-CoV-2 Viral
Mutations: Impact on COVID-19 Tests
366 SARS SARS-
CoV-2 3
2 1
HP
FDA HP
SARS-CoV-2
N2
367|5ARS N2 N2
E
Presumptive
Positive
N2
HPRA
368 SARS
10
369 15-3
10 3
10 3
25-
370 D
1
2
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