Exploring the Reported Adverse Effects of COVID-19 Vaccines among Vaccinated Arab Populations: A Multi-National
Survey Study

Appendix Files

Appendix 1: STROBE Statement: checklist of items that should be included in reports of observational studies

Item Page
No. Recommendation No.
Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract 1
(b) Provide in the abstract an informative and balanced summary of what was done and what was found 2
Introduction
Background/rationale 2 Explain the scientific background and rationale for the investigation being reported 3-4
Objectives 3 State specific objectives, including any prespecified hypotheses 4
Methods
Study design 4 Present key elements of study design early in the paper 11
Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment, exposure, follow-up, and data 11
collection
Participants 6 (a) Cohort study—Give the eligibility criteria, and the sources and methods of selection of participants. Describe methods 11
of follow-up
Case-control study—Give the eligibility criteria, and the sources and methods of case ascertainment and control selection.
Give the rationale for the choice of cases and controls
Cross-sectional study—Give the eligibility criteria, and the sources and methods of selection of participants
(b) Cohort study—For matched studies, give matching criteria and number of exposed and unexposed
Case-control study—For matched studies, give matching criteria and the number of controls per case
Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect modifiers. Give diagnostic criteria, if 11-12
applicable
Data sources/ 8* For each variable of interest, give sources of data and details of methods of assessment (measurement). Describe 11
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measurement comparability of assessment methods if there is more than one group
Bias Describe any efforts to address potential sources of bias 11-12
Study size Explain how the study size was arrived at 11
Quantitative 11 Explain how quantitative variables were handled in the analyses. If applicable, describe which groupings were chosen and why 12
variables
Statistical 12 (a) Describe all statistical methods, including those used to control for confounding 12
methods (b) Describe any methods used to examine subgroups and interactions 12
(c) Explain how missing data were addressed 12
(d) Cohort study—If applicable, explain how loss to follow-up was addressed 12
Case-control study—If applicable, explain how matching of cases and controls was addressed
Cross-sectional study—If applicable, describe analytical methods taking account of sampling strategy
(e) Describe any sensitivity analyses -
Results
Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially eligible, examined for eligibility, confirmed 5
eligible, included in the study, completing follow-up, and analysed
(b) Give reasons for non-participation at each stage -
(c) Consider use of a flow diagram -
Descriptive data  14*  (a) Give characteristics of study participants (eg demographic, clinical, social) and information on exposures and potential 5
confounders
(b) Indicate number of participants with missing data for each variable of interest -
(c) Cohort study—Summarise follow-up time (eg, average and total amount)
Outcome data 15*  Cohort study—Report numbers of outcome events or summary measures over time
Case-control study—Report numbers in each exposure category, or summary measures of exposure
Cross-sectional study—Report numbers of outcome events or summary measures 6
Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their precision (eg, 95% confidence interval). 6

Make clear which confounders were adjusted for and why they were included

(b) Report category boundaries when continuous variables were categorized

(c) If relevant, consider translating estimates of relative risk into absolute risk for a meaningful time period

Continued on next page



Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions, and sensitivity analyses 5-6

Discussion

Key results 18 Summarise key results with reference to study objectives 7-8

Limitations 19 Discuss limitations of the study, taking into account sources of potential bias or imprecision. Discuss both direction 9
and magnitude of any potential bias

Interpretation 20 Give a cautious overall interpretation of results considering objectives, limitations, multiplicity of analyses, results 7-8
from similar studies, and other relevant evidence

Generalisability 21 Discuss the generalisability (external validity) of the study results 9

Other information

Funding 22 Give the source of funding and the role of the funders for the present study and, if applicable, for the original study on 13
which the present article is based

*Give information separately for cases and controls in case-control studies and, if applicable, for exposed and unexposed groups in cohort and cross-sectional studies.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological background and published examples of transparent reporting. The STROBE
checklist is best used in conjunction with this article (freely available on the Web sites of PL0oS Medicine at http://www.plosmedicine.org/, Annals of Internal Medicine at
http://www.annals.org/, and Epidemiology at http://www.epidem.com/). Information on the STROBE Initiative is available at www.strobe-statement.org.



http://www.strobe-statement.org/

Appendix 2: Context of sampling and vaccination process

By 1st of Total

January 2022 Population Infected  1st dose 2nd dose Booster dose Types of vaccines Sample size
Saudi Arabia 35,683,504 590,871 25,501,361 23,647,878 Compulsory by 1st J&J, Astra-Zeneca, Pfizerand 444
(SA) (71.5%) (91.9%) February 2022 Moderna (28.45)
Egypt 118,600,000 384,728 35,345,794 22,829,583 Started among HCPs, J&J, Astra-Zeneca, Pfizer, 345
(29.8%) (19.25%) and risky groups after Moderna, Sputnik V, Sputnik - (22.0%)
6 months from the Light, Sinovac, Sinopharm
2nd dose
Libya 7,018,138 389,650 1,872,292 851,595 Not started Astra-Zeneca, Sputnik V, 218
(26.7%) (12.1 %) Sputnik —Light, Sinopharm and  (14.0%)
Pfizer
Algeria 45,106,964 218,037 7,245,900 5,786,000 Started 18 December  Astra-Zeneca, Sputnik V and 213
(16.1%) (12.82%) 2021 Sputnik -Light, (13.0%)
Iraqi 41,685,691 2,093,740 8735048 5,801,589 Not started yet Astra-Zeneca, Sputnik V, 183
(21%) (13.9%) Sputnik -Light, Sinovac and (11.7)
Sinopharm.
Syria 18,300,000 2,474,778 2,835,406 50,205 Not started yet Astra-Zeneca, Sputnik V, 124
(15.5%) (0.3%) Sputnik —Light and Sinopharm  (7.9%)



Appendix 3: The study questionnaire in English and Arabic languages.

2y 2aiaal) g S g ada Gaeanill dilal) (2l oY)
LSl el gl dayl 1) Aa gall ol Cpiianiall cp Lgilada g AdlALL) cile jal)
((Side effects of vaccination against the emerging coronavirus after different doses and their determinants
among those vaccinated during the fourth wave of the coronavirus pandemic))

+3_yaiinual) 483 gall
Ug S Lugm da Cpeanill Aulal) (ol e V) i) ol abianall colial) JS Al jall sda Cargind ¢ Giald) sl (e de sama ad
Jea) 5l ola ) lasdiiad () dsm s Dl e Aimy a2 Y W1 i (e 4 o ULl 038 G Lale 4aliaall e jad) ey aniosdl)
gl Eaaldl g
Informed Consent:
((We are a group of research doctors. This study targets all immunized groups to study the side effects of
vaccination against the emerging coronavirus after different doses. Note that this data is confidential and
will only be used for research purposes. If you have any questions, please contact the principal
researcher.))
amers@moh.gov.sa

sAS L) o (38155 a1

((1.Do you agree to participate: ))
1y [ e

((No)) ((ves))

2 tadwal) Lig g8 g 2o LY cdli Jo 2

(( 2.Have you received the vaccine against the emerging coronavirus?))

(No) v [

(Yes, voluntary) ¢tasl dSa s []

('Yes, compulsorily for work, travel, or school...) sl si ¢ sulledaall s jal JSoaas []

-l il 23y el 3

((3.Agein years :))

60 e B8 N 45 e []
((From 45 to less than
60))

45 e 8 V30 e[
((From 30 to less
than 45))

30 0= 81 118 o []
((From 18 to less
than 30))

18 e B 12 (e[ ]
((From 12 to less than 18))

Sl ol 75 []
(( 75 years or more))

75 e J8 ) 60 e []
((From 60 to less than 75))

oainll 4

((4.Sex))

(1 Female..ss [ Male s



mailto:amers@moh.gov.sa

el (g giasa .5

((5.Educational level))

[[] xsls e / Ule il

((University education/
postgraduate studies))

[ o s pilai / 5 53
((Middle/secondary
education))

[ ] ctihs 18/ (Alaia) aglas
((Primary education/ reads and
writes))

s Al A8l 6

((6.current occupation: ))

[] eonl ciViae b Jeny
((others))

[] ol Jlaall b ey
((works in healthcare))

[Jden ¥/ i,/
((Not working/housewife/student))

108l Jaa 7

((7.Current residence ))

[ () Bl 2 s

((Out of city (rural)))

[] (seas) daall Jal

((Within the city (urban)))

((8.Weight in kilograms )) -

((9.Height in meters ))

:obsll 059 .8

- : Al Jshall 9

s Ldall - 10

[ ] sos=((Syrian)) L] +i((Libyan)) ((10.nationality))
[] = ((Iraqi)) [] s =((Egyptian))
[ s~ ((others)) [ ] s25((Saudi))
[] s55((Algerian))
404 30 (il el (e wida 11
((11.Do you have any chronic illness?))
Y ()
((No))

((Organiciill

O &Sl g haallS | (5 pme (o

hypertension,diabetes,..etc))

ness like

0O &

((psychological illness like anxiety,

QURY) ) GRS | sac udl (g

depression,....etc))




scladall oda gaa) ALS Ja 12

((12.Do you take treatment for one Or more of the following: ))

((hormonal therapy))() (S gde

(3 ((immunity therapy))  4eball gal WY sl #3e

(J((Cortisone or an immunosuppressive drug. )) .Aelially Aagiall &y 5091 as) 1 (5558, 58
(O ((dietary supplement)) .48l laSa

O ((blood thinning medications )) aall & sl &,

B 8 (V428 9S) (g g anal AL 13
((13.have you had (Covid-19) infection before the vaccine))

OJ Y
((no))

O oale) Ot e ddlial s
((Yes... an infection without symptoms))

) Jall (& adle sl pal el dlal, | pai
((Yes...I had symptoms and was treated at home ))

O il A adle iy gl el il
((Yes...I had symptoms and was treated in the hospital))

() Apledie o) and 55 e (Bl |33 ol olaa8) | oLl
((Suspicion... (loss of smell, taste, fever) without medical examination or a
negative test))

saaacal) Ug S (g dda Bl il ¢l 14

((14.Where did you receive the vaccine against the emerging coronavirus?))

((On a mobile campaign ...(club, mall, work, etc.)))
- ) dna dle 5 S e

((In a primary health care center))
O Calal Sy ) (Al

((In a hospital or vaccination center))




t A Ae el B 4sdl) M) F Ll g s SN 15
((15.Choose the type of vaccine you took in the first dose))

() Lase () Qg ) O gusi s OIS ) i Lol () At s
((Moderna)) ((The Johnson & | ((astrazeneca)) ((Pfizer)) ((Sinopharm))
Johnson (Janssen) ))
sl el (] ¥ el s (s i o I s S
((1 don’t know ((Sputnik light)) ((Sputnik V)) ((Sinovec)) ((others))
the type))

D (Ala) On Sk g sansa ) ( Lanibia ol i e JS il ) 1590 A sl any dpilad) al e .16

((16.Side effects after the first dose (Choose all you deem appropriate (More than one answer is

allowed))))

((none)) Y

((Pain/heaviness/redness/swelling in the arm)) &' & a5/ ) sal/ J&/ oY

((Nausea or vomiting)) =8 s obdie

((body aches)) awall (& 1SS

((Bone and muscle pain))  <Suaall 5 slaall 2y

((Lethargy and general fatigue)) ale 3l )l s Jsad

0|0|0|0|0|0

O3 5) i Aidasall Flaliall e YU Clll/ gala mila JSE o (A jiall dpulusall)
(((Hypersensitivity) in the form of a skin rash/inflammation of the mucous membranes lining
the nose or ear))

((headache)) glua

((Convulsions or epilepsy)) g = s Slaiis

((runny nose. Or nasal congestion)) ¥ A sl sl 3w

Ol el sl Aty (meall O pud) (ulial)

((Fluid retention in the body (in the eyelids, feet, and abdomen).))

((abnormal clot formation)) ~ <ilala & gas

((low platelet count)) 43 sedll mildall jaliss)

((chest pain))  all i oY1

((difficulty breathing)) (il (& Gl goaa

((prolonged abdominal pain)) sxal &5 jaiva aYI

((visual disturbances)) 43 & <l )

lal) il yumy iyl lacal o ealy - aldll Alae 6 il
((Inflammation of the heart muscle -increased heart rate, disturbances in heart rhythm))

(el shanl/ oSI b ui/ Leelhiil) el b sall dagle & i

(((Change in the nature of the menstrual cycle) its cessation / change in quantity / disturbance))

((The appearance or swelling of lymph nodes)) 4 stéadl Jéall oy 53 ) ) s¢ka

((Psychological or nervous disorders)) dusac sl dwdi G Hlaial

((Blood pressure disorders)) adl iy Gl jlail

((Liver function disorders)) 2SIl ailda g ) ylaual

S5 Js QI el K Cila g i

((Kidney function disorders/nephritis/frothy urine))

Uy 0|0|0|g|dy O gooooon) gooo

((The appearance of diseases or immune disorders)) delialh Gl izl ) (al jal ) sela




@bl Go S8 Javey (ap) 2l ) seda gl el 8 a i
((Hair loss - or the appearance of white hair at a rate greater than normal))
gl aa ay ol e85 ladS/ slian oy sels/ alall 4 JSLL
((Skin problems / appearance of white spots / blue bruises or red spots))
@A) Cliclias 51/ o SuasaY 5/ Galeal a (dela € Jla d)
((if you are pregnant (miscarriage / premature birth / any other complications).))
eV 5 delial) i b, (g e i€ Jla )
(((1f you are breastfeeding). Has breastfeeding and the baby been affected?))
(hanad) slial), zall) omad) Jlealdl & el il il sl (g e slime Cina Yol Ol A 3Ola)
((Guillain-Barré syndrome (rapid muscle weakness) or inflammatory disorders of the nervous
system (brain, meningeal membrane)))

g o O 0 O

((hearing affection)) aawll s il

((loss of smell or taste)) (353 sl adll duls s

((sleep disturbances)) a5 & <l laual

((if you experienced other symptoms, please mention them )) _S3 (s al Ll el aga s da &

ajisha

() (e SiSL £ saa) A9V de o) cilislias g cilalad S 17
((17. How did you deal with complications from the first dose (more than one answer is
allowed): ))

O clpdindl b giaa dada 3 laial () () 3 all cileadla s YO
(( was admitted to the ((1 sought medical Al S g ((none))
hospital)) consultation)) ((painkillers and

antipyretics))

s pdill A1 Ao al) ey Uig Sl (g gty el I8 18

((18.have you had COVID-19 infection after first dose of the vaccine: ))

((no)) ¥
((Yes...without symptoms)) uale! s .. pa
Joall (S (23le aiy gl el Cunal L a2
((Yes.......I had symptoms and was treated at home))
hiiual) (B 2o oy pal el Cunal | pal
((Yes. .. had symptoms and was treated in the hospital))

d| 0|00




Pl de o) B ASdA) A ZA £ o3 831,19
((19.Choose the type of vaccine you took in the second dose))

() Lase () Qg ) O gusi s OIS ) i Lol () At s
((Moderna)) ((The Johnson & | ((astrazeneca)) ((Pfizer)) ((Sinopharm))
Johnson (Janssen) ))
sl el (] ¥ el s (s i o I s S
((1 don’t know ((Sputnik light)) ((Sputnik V)) ((Sinovec)) ((others))
the type))

p (Aaa) O sk 7 gansa ) ( Lankia o) i La JS AT ) A0 de ad) any Aailad) ol 41 .20

((20.Side effects after the second dose (Choose all you deem appropriate (More than one

answer is allowed))))

((none)) Y

((Pain/heaviness/redness/swelling in the arm)) &' & a5/ ) sal/ J&/ oY

((Nausea or vomiting)) =8 s obdie

((body aches)) awall (& 1SS

((Bone and muscle pain))  <Suaall 5 slaall 2y

((Lethargy and general fatigue)) ale 3l )l s Jsad

0|0|0|0|0|0

O3 5) i Aidasall Flaliall e YU Clll/ gala mila JSE o (A jiall dpulusall)
(((Hypersensitivity) in the form of a skin rash/inflammation of the mucous membranes lining
the nose or ear))

((headache)) glua

((Convulsions or epilepsy)) § ra s Cilaids

((runny nose. Or nasal congestion)) <! & GWial ol S

Ol el sl Aty (meall O pud) (ulial)

((Fluid retention in the body (in the eyelids, feet, and abdomen).))

((abnormal clot formation)) <bala & gas

((low platelet count)) 43 sedll mildall jaliss)

((chest pain)) <l & AV

((difficulty breathing)) 43l (& il s2aa

((prolonged abdominal pain)) sasall 83 yaisa aY

((visual disturbances)) 43 & <l )

lal) il yumy iyl lacal o ealy - aldll Alae 6 il
((Inflammation of the heart muscle -increased heart rate, disturbances in heart rhythm))

(el shanl/ oSI b ui/ Leelhiil) el b sall dagle & i

(((Change in the nature of the menstrual cycle) its cessation / change in quantity / disturbance))

((The appearance or swelling of lymph nodes)) 4 stéadl Jéall oy 53 ) ) s¢ka

((Psychological or nervous disorders)) dusac sl dwdi G Hlaial

((Blood pressure disorders)) adl iy Gl jlail

((Liver function disorders)) 2SIl ailda g ) ylaual

S5 Js QI el K Cila g i

((Kidney function disorders/nephritis/frothy urine))

Uy 0|0|0|g|dy O gooooon) gooo

((The appearance of diseases or immune disorders)) delialh Gl izl ) (al jal ) sela

10




@bl Go S8 Javey (ap) 2l ) seda gl el 8 a i

((Hair loss - or the appearance of white hair at a rate greater than normal))

;\)A;é.j}\ el ) lexS/ chayéu)}g_ia/ JM\GAJSL‘LA
((Skin problems / appearance of white spots / blue bruises or red spots))

@A) Cliclme 51/ o KbV s/ aleal on (Jals i€ s 3)
((if you are pregnant (miscarriage / premature birth / any other complications).))

el g delia & b, (g e S Jla 3)
(((1f you are breastfeeding). Has breastfeeding and the baby been affected?))

g o O 0 O

(ol Lzl Fall) oanll Jleal) & Slleall bl pal o) (am iae Caria ) b oBha da)Dls)
((Guillain-Barré syndrome (rapid muscle weakness) or inflammatory disorders of the nervous
system (brain, meningeal membrane)))

((hearing affection)) aaud) duls

((loss of smell or taste)) (353 sl adll duls s

ajisha

((sleep disturbances)) asil (& bl ylaual

((if you experienced other symptoms, please mention them )) _S3 (s al Ll el aga s da &

is allowed): ))

2 (e SiSh £ same) L) Ao ) clieliias ga calalal CiS 21
((21. How did you deal with complications from the second dose (more than one answer

O clpdindl b giaa
((I was admitted to the
hospital))

MBJUM!D

consultation))

((1 sought medical

) 5 yall ciliadla
AV i
((painkillers and
antipyretics))

s i YO
((none))

((22.have you had COVID-19 infection after second dose of the vaccine: ))

s paadaill LY e jad) day Uig Sl (5 g Cual Ja 22

((no)) ¥

((Yes...without symptoms)) uale! s .. pa

((Yes

Joall (S (23le aiy gl el Cunal L a2
....... | had symptoms and was treated at home))

d| 0|00

il & adle &y al el Cual | e
((Yes. .. had symptoms and was treated in the hospital))

11




DA de jad) & AN M) Al g g 83,23
((23.Choose the type of vaccine you took in the third dose))

() Lasa (] Osmiga 2 (G sai 5 (IS ) il Lo (] aol s
((Moderna)) ((The Johnson & | ((astrazeneca)) ((Pfizer)) ((Sinopharm))
Johnson (Janssen) ))
sl el (] ¥ el s (s i o I s S
((1 don’t know ((Sputnik light)) ((Sputnik V)) ((Sinovec)) ((others))
the type))
D (Aa) o ALz sama ) ((Lwlia ol ila g8 AT ) 4B s ol 2y ilad) G2l oY1 .24

((24.Side effects after the third dose (Choose all you deem appropriate (More than one answer

is allowed))))

((none)) Y

((Pain/heaviness/redness/swelling in the arm)) &' & a5/ ) sal/ J&/ AV

((Nausea or vomiting)) =8 s obdie

((body aches)) awall (& 1SS

((Bone and muscle pain))  <Suiaall 5 slaall oY

((Lethargy and general fatigue)) ale 3l )l s Jsed

0|0|0|0|0|0

O3 51 i Aidasall Fplaliall e YU Cldll/ gala mila JSE o (A iall dpulusall)
(((Hypersensitivity) in the form of a skin rash/inflammation of the mucous membranes lining the
nose or ear))

((headache)) glua

((Convulsions or epilepsy)) & r»a s Claill

((runny nose. Or nasal congestion)) <! & GWial ol S

Ol el sl Aty (menll ) pud) (ulial)

((Fluid retention in the body (in the eyelids, feet, and abdomen).))

((abnormal clot formation)) <bala & gas

((low platelet count)) 4 gedll mildiall (alads)

((chest pain)) <l & AV

((difficulty breathing)) (48l & G saaa

((prolonged abdominal pain)) sasall 83 yaiua aY

((visual disturbances)) 45 & <l

al) il g iyl lacal o ealy - aldll Alae 6 il
((Inflammation of the heart muscle -increased heart rate, disturbances in heart rhythm))

(e lacal/ oSl i i/ g llaid) A5l s sl e (3

(((Change in the nature of the menstrual cycle) its cessation / change in quantity / disturbance))

((The appearance or swelling of lymph nodes)) 4 stéadl Jéall oy 53 o) ) 5¢ka

((Psychological or nervous disorders)) dawac sl dwdi G Hlaisl

((Blood pressure disorders)) il iy Gl jlaisl

((Liver function disorders)) 2SIl ailda g ) ylasal

S5 Js QI el IS ey i

((Kidney function disorders/nephritis/frothy urine))

Uy 0|0|0|g|dy O gooooon) gooo

((The appearance of diseases or immune disorders)) 4eliallh Gl jlaal ) (al jal ) sela

12




@bl Ga S8 Janay Gap) 2l ) seda gl el 8 a i
((Hair loss - or the appearance of white hair at a rate greater than normal))
gl aa ay ol elB) ) ladS/ slian oy sels/ alall 4 JSLL
((Skin problems / appearance of white spots / blue bruises or red spots))
oA Cliclias 51/ o Saa Y 5/ Galeal oa (dala € Jla d)
((if you are pregnant (miscarriage / premature birth / any other complications).))
eV 5 delial) i b, (g e i€ Jla 3)
(((1f you are breastfeeding). Has breastfeeding and the baby been affected?))
(hanal) sLial), zall) mal) Slead) 8 cilileill il il gl (@m olime Cina ) )b Db e Dkia)
((Guillain-Barré syndrome (rapid muscle weakness) or inflammatory disorders of the nervous
system (brain, meningeal membrane)))

g o O 0 O

((hearing affection)) aawll s il

((loss of smell or taste)) (353 sl adll duls )asd

((sleep disturbances)) a5l & <l jlaual

((if you experienced other symptoms, please mention them )) _S3 (s al Ll el aga s da &

ajisha

s(@la) e Sk 7 sama) AN Ao ) cilisliae g cilalal CiiS 25
((25. How did you deal with complications from the third dose (more than one answer is
allowed): ))

) clpdinal sl giaa a3 liial () () 3 all cileadla e ¥
((I was admitted to the ((1 sought medical R RERE W ((none))
hospital)) consultation)) ((painkillers and

antipyretics))

: pardaill AN do ) amy U Sl (g gy cuna) J2 .26
((26.have you had COVID-19 infection after third dose of the vaccine: ))

((no)) ¥
((Yes...without symptoms)) ual_e! (s .. pa
Jouall & e aiy Gl el Cunal | aad
((Yes.......I had symptoms and was treated at home))
il (8 adle &g al el Cual | e
es. ..l had symptoms and was treated in the hospita
Y | had d d in the hospital

J| 0|00
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s cliclaa gl Gl o) ASY) ydiad Ll ) cle o) ¢ 61,27

((27. Which of the doses you received is considered to have the most symptoms or
complications:))

((first)) As¥)

((second))4sE

((third)) 2

0 0 g O

((none)) s

;\ﬂéw\‘ga&d\eﬂgﬁaﬁ ----- Ura oSl glad Cpuad | S5

((Thank you for your cooperation ----- We wish you good health))
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