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lusgniafeuuwey - Suian 2565 aud HPVC lasudeyaluguuuuidegnainmiieny
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favipiravir, remdesivir, molnupiravir WaL/%38 nirmatrelvir/ritonavir ﬁqﬁLﬁaﬁwuamwwqﬁ’aﬂﬂid
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3N 1 Il ifenuaednifamnnsallinwWszasd uarguAmsalmaf ammnsel binwseasd annmsly

g wzanelas favipiravir, remdesivir, molnupiravir a4 nirmatrelvir/ritonavir (Yaya a4 U9 3 3.0, 66)

incidence rate)

ghnganelas |favipiravir [remdesivir |molnupiravir [nirmatrelvir/ritonavir

Wiaw . 65 |[d1uauglden 20,242 36,634 372 74 0
91U AE (% 5(0.025)| 34 (0.093) 0(0) 6 (8.108) 0(0)
incidence rate)

Waw w.A. 65 |F1uauglden 4,935 23,871 553 339 5
71U AE (% 3(0.061)| 18(0.075) 0(0) 4.(0.180) 0(0)
incidence rate)

Wou f.a. 65 [S1uauglden 2,947 15,261 384 1,775 29
71U AE (% 1 (0.034)| 14 (0.092) 0(0) 26 (1.465) 0(0)
incidence rate)

Wou n.a. 65 |d1uauglden 3,114 9,062 344 4,773 392
U AE (% 2(0.064) 6 (0.066) 0(0) 18 (0.377) 16 (4.082)
incidence rate)

Wwow a.a. 65 |d1uauglden 3,956 5,697 516 7,696 117
U AE (% 2(0.051)| 7(0.123)| 1(0.194) 6 (0.078) 3 (2.564)
incidence rate)

Wwou n.y. 65 |d1uauglden 1,143 2,181 369 6,122 10
U AE (% 1(0.087) 4(0.183) 0(0) 4 (0.065) 0(0)
incidence rate)

Wow a.A. 65 |d1uauglden 599 740 110 2,777 61
91U AE (% 0(0)] 1(0.135) 0(0) 2(0.072) 0(0)
incidence rate)

Waw w.g. 65 |F1uruglden 1,137 1,534 116 4,104 193
91U AE (% 0(0)| 81(0.522) 0(0) 1(0.024) 5(2.591)
incidence rate)

\Wow 5.a. 65 |F1uduglden 588 774 114 3,488 21
71U AE (% 2(0.34)] 1(0.129) 0(0) 3(0.086) 1(4.762)
incidence rate)

azaudafion |rwaudlden 38,661 95,754 2,878 31,148 828

§.A. 65 31U AE (% 16 (0.041)( 93 (0.097)| 1 (0.035) 70 (0.225) 25 (3.019)
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1w AE lugudeya Thai Vigibase 1lA91NN195189UKUY targeted  spontaneous
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favipiravir, remdesivir, molnupiravir kag nirmatrelvir/ritonavir $18aZLBEANILAITING 2 - 6

1. Menumgmsallinaszassainnslidendimeanslas

Aud HPVC lasusenu AE anmistdenimezansles amua 133 atu wisdu s1emuuy

targeted spontaneous reporting 372U 24 aUU Wag spontaneous reporting U 109 aUU

(578911 1 atu anansaddnnuwnnisallauinndt 1 wsnised)

M19199 2 Pumgmsallinaszasdannsldedimeatelaslugiudaya Thai Vigibase

wan1sal

371U AE LUU targeted

spontaneous reporting

97494 AE Luu

spontaneous reporting

37U AE

Y19UUA

Anaphylactic reaction

10

Anaphylactic shock

2

Angioedema

21

Chest discomfort

Chest pain

Dizziness

Dyspnoea

Erythema

Eyelid disorder

Eyelid cedema

Face oedema

Fatigue

Gingival bleeding

Haemorrhage intracranial

Hepatic enzyme increased

Hepatitis

Hepatitis cholestatic

International normalised ratio

increased

Lip swelling




wian1sal MU AE LU targeted U AE wuy U AE
spontaneous reporting spontaneous reporting ﬁgwsm
Liver function test abnormal 1 1
Malnutrition 1 1
Nausea 2 1 3
Oedema mouth 4 4 8
Palpitations 2 1 3
Periorbital oedema 1 1
Pruritus 2 10 12
Pyrexia 1 1
Rash 3 24 27
Rash erythematous 7 7
Rash maculo-papular 5 14 19
Respiratory distress 1 1
Stevens-Johnson syndrome 2 2
Tachycardia 1 1
Tremor 1 1
Urticaria 3 12 15
Vomiting 1 1
2R 34 144 178

2. srwnumansallinsuszasaainmsiden favipiravir

Aud HPVC asusneanu AE 91nnstden favipiravir anua 536 atu wiadu s189muuy

targeted spontaneous reporting 91uU 115 aUU Way spontaneous reporting 97UU 421 avu

(578911 1 atu anansaddnnumnnisallauinndt 1 wsnised)

M13199 3 Sumgnsallinadseasaainnislden favipiravir lugrudeya Thai Vigibase

wan1sad MU AE LUU targeted MUY AE wuy U AE
spontaneous reporting spontaneous reporting ﬁawm

Acute generalised 2 4 6
exanthematous pustulosis

Anaphylactic reaction 11 11
Anaphylactic shock 1 1
Angioedema 5 39 a4
Blister 1 1
Bradycardia 1 1
Bronchospasm 1 1

Cardiac disorder




wian1sad MU AE WUU targeted MUY AE wuy U AE
spontaneous reporting spontaneous reporting ﬁgwsm

Cheilitis 1 1
Chest discomfort 1 1
Chromaturia 1 1
Conjunctival discolouration 8 8
Dermatitis acneiform 1 1
Dermatitis contact 1 1
Diarrhoea 1 6 7
Dizziness 1 1
Drug eruption 2 2
Dry skin 2 2
Dysgeusia 1 1
Dyspepsia 1 1
Dyspnoea 1 5 6
Electrocardiogram QT prolonged 1 1
Eye colour change 49 13 62
Eye disorder 35 35
Eye infection 10 10
Eye oedema 2 2
Eye swelling 2 2
Eyelid cedema 1 10 11
Face oedema 2 9 11
Fixed eruption 1 2 3
Foreign body in eye 1 1
Gingival oedema 1 1
Hepatitis 1 7 8
Increased tendency to bruise 1 1
International normalised ratio 4 4
increased

Lip discolouration 1 1
Lip cedema 1 1
Lip pruritus 1 1
Lip swelling 1 1 2
Lip ulceration 1 1
Localised oedema 1 1
Mixed liver injury 1 1
Mouth swelling 1 1




wian1sad MU AE WUU targeted MUY AE wuy U AE
spontaneous reporting spontaneous reporting ﬁgwsm

Mouth ulceration 1 3 4
Myalgia 1 1
Nausea 1 3 4
Oedema mouth 2 10 12
Oedema peripheral 1 1
Off label use 1 1
Palpitations 1 1 2
Periorbital oedema 1 1
Product use in unapproved 1 1
indication

Pruritus 9 36 45
Rash 15 74 89
Rash erythematous 2 32 34
Rash macular 6 6
Rash maculo-papular 18 70 88
Rash vesicular 1 1
Saliva discolouration 1 1
Skin exfoliation 1 1
Sputum discoloured 1 1
Stevens-Johnson syndrome 1 5 6
Stomatitis 1 1
Swelling face 1 1
Swelling of eyelid 2 2
Tongue blistering 1 1
Tongue movement disturbance 1 1
Tongue oedema 1 1
Urticaria 11 78 89
Vision blurred 2 2
Vomiting 3 a4 7
KATIANINUR 151 513 664




3. Tenuman1sallinelszasiainnislden remdesivir
Aug HPVC lasusngau AE 9nn1slden remdesivir viaviae 15 aUU $189UUUY targeted
spontaneous reporting 911U 1 aUU wag spontaneous reporting 911U 14 aty (51891u 1 2ty

anansaddwiumgnsallaunnndt 1 menised)

M131991 4 Swmgnsallinauseasaainnislyden remdesivir lugudaya Thai Vigibase

wan1sal 377U AE LUU targeted 39U AE WU 31U AE
spontaneous reporting spontaneous reporting ﬁgxi‘vmm
Alanine aminotransferase 2 2
increased
Angioedema 3 3

Aspartate aminotransferase

increased 2 2

Blister 1 1

Blood alkaline phosphatase

increased 2 2
Chest discomfort 1 1
Chills 1 1
Eyelid oedema 1 1

International normalised ratio

increased 1 1
Rash 1 1
Rash erythematous 2 2
Rash papular 1 1
Skin exfoliation 1 1
Urticaria 3 3
KA IUA 1 21 22

4. srwuugnsallinslszasdainnislden molnupiravir
Aud HPVC lasusnearu AE aannslden molnupiravir iaviua 326 atu wunlu s1eauwuy
targeted spontaneous reporting AU 45 aUU WAE spontaneous reporting 911U 281 AUy

(578911 1 atu anansaddnnuwnnsallauinndt 1 wsnised)



M15199 5 Pwungnsallinauszasdainnislden molnupiravir lugrudeya Thai Vigibase

wianIsad 32U AE UV targeted U9 AE WU 39U AE
spontaneous reporting spontaneous reporting ﬁgwuﬂ

Abdominal discomfort 1 1
Abdominal pain upper 1 1
Alopecia 1 1
Angioedema 1 5 6
Back pain 1 1
Chest discomfort 1 1
Chest pain 3 3
Constipation 5 5
Cough 1 1
COVID-19 1 1
C-reactive protein increased 1 1
Decreased appetite 2 2
Depression 1 1
Dermatitis exfoliative 1 1
Diarrhoea 7 a7 54
Dizziness 9 a2 51
Drug effective for unapproved 1 1
indication

Dry skin 1 1
Dysgeusia 3 3
Dysphagia 1 1
Dysphonia 1 1
Dyspnoea 1 3 4
Dysuria 1 1
Electrocardiogram QT prolonged 1 1
Erythema multiforme 1 1
Eye disorder 1 1
Eye inflammation 1 1
Eye pain 1 1
Eyelid oedema 1 1
Face oedema 1 1
Fatigue 1 2 3
Flatulence 1 1
Hair disorder 1 1
Headache 16 16




wian1sal MU AE LU targeted U AE wuy U AE
spontaneous reporting spontaneous reporting ﬁgwsm

Herpes simplex 1 1
Hypoglycaemia 1 1
Inappropriate schedule of
product administration 1 1
Incorrect dose administered 1 1
International normalised ratio 2 2
increased
Lip dry 1 1
Menstruation irregular 1 1
Miliaria 1 1
Myalgia 1 1
Nail disorder 1 1
Nasal disorder 1 1
Nausea 8 52 60
Neuropathy peripheral 1 1
No adverse event 1 1
Off label use 1 1
Oropharyngeal pain 1 1
Palpitations 1 1
Pruritus 7 16 23
Pyrexia 2 2
Rash 9 40 49
Rash erythematous 1 il 5
Rash macular 2 2
Rash maculo-papular 7 a1 a8
Rash papular 1 1
Rash pruritic 1 1
Rebound effect 1 1
Red blood cell sedimentation 1 1
rate increased
Somnolence 1 1
Tachycardia 1 1
Therapeutic response
unexpected 1 1
Thirst 1 1
Tinnitus 2 2
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wian1sal MU AE LU targeted U AE wuy U AE
spontaneous reporting spontaneous reporting ﬁgwuﬂ
Urticaria 2 28 30
Vertigo 2 2
Vomiting 20 20
KATININR 56 383 439

5. sreuman1salliinslszasaainnislden nirmatrelvir/ritonavir
Aud HPVC  1asusnesiu AE a1nnislden nirmatrelvir/ritonavir viaviun 91 aty wuadu
18UV targeted spontaneous reporting U 7 Al ey spontaneous reporting U

84 adu (78911 1 atu anunsaddnwiumgnsallaunnndy 1 wsnised)

M35797 6 T sallineszasaatnnslden nirmatrelvir/ritonavir lugnudaya Thai Vigibase

wian1sad 37U AE LU targeted 31U AE WU U AE
spontaneous reporting spontaneous reporting havan
Ageusia 1 1
Altered state of consciousness 3 3
Chest pain 1 1
Constipation 1 1
COVID-19 1 1
Decreased appetite 3 3
Diarrhoea 11 11
Disease recurrence 1 1
Dizziness 3 3
Dry mouth 2 2
Dry throat 1 1
Dysgeusia 7 52 59
Dyspepsia 1 1
Fatigue 3 3
Flatulence 1 1
Hypotension 1 1
Myalgia 1 1
Nausea 1 8 9
Palpitations 1 1
Product prescribing error 1 1
Renal function test abnormal 1 1
Rhabdomyolysis 1 1
Urticaria 1 1
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wian1sad MU AE WUU targeted MUY AE wuy U AE
spontaneous reporting spontaneous reporting ﬁgwsm
Vertigo 1 1
Vomiting 3 3
KA IUN 11 101 112
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