ADR Form

(Ref SOP No. PV-GEN-003-00)

ADVERSE DRUG REACTION REPORTING FORM
Oman Pharmaceutical Products Co. LLC

1. Patient details: (o ol <l glea

Patient name or initial (Optional) (¢okis)) (i wll aud

Date of birth (day/month/year): (Aiw/ gd/as) Sl )l

Age (years): (<l siu) ozl

Sex o<alllIMale S30Female

Weight (kg) (#25) o))

Height (cms) (a=) J skl

Country: 4

Medical Record No.: bl Jaull o3

Healthcare Institution: >l 33l

2. Suspected Drug: \« 4iidl 4,52

The details information of suspected drug will be provided as per below table < sl

olial J5aall Eé) [PRREA R EPEL L B O

Brand Daily Indication(s)
name dose for use =5
(Generic e sl Jlexins)
name) oY | sl

) gl

(el

Route of

administration
SUERNEIRA

Therapy
dates
(from/

to) EM\ BN
(/)

Therapy
duration 3
bl

Batch

number
e 3) aa. a3 j\

3. Concomitant drugs and history L.l 5 ialadl 4 5Y)

a. Concomitant drugs and dates of administration (exclude those used to treat reaction)

(sl (el canlle ) 3 501 @l (g i) Wit ) 5o )5 5 daaliadl 4y 504

b. Other relevant medical history (e.g. Diagnostics, allergies, pregnancy with gestation

age) (des Apmlin (adfi 1) Glaia oun ye )l gl
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4. Adverse Drug Reaction Description (including of event started, relevant
tested/lab data, other relevant history and date of event disappeared, if
applicable.) =l Jseds gl -4 i) cla gadll - ilall (= jall ) seda dlay) dpilall Gl e V) Coa g
(iad) () eledl g ) - il

Reaction start date all Gaal) ) seds oy ol
Describe reaction(s) sl (a2l Caa

Jball el (V) ddle a5 2 ) (Please Tick (v) in front of the appropriate option)

(k._\.ul_.ud\

Is the ADR serious? nbi oilall 4= 2l da [OYes ~[0No ¥
Seriousness of ADR (=l o2l 8 ) ghd Action Taken i) ¢ Y

OODrug withdrawn sl sl s
OPatient died, if yes date séll dla & a » | ODose reduced de ,all Jilis
@Jljm A . . ODose increased e jallsal)
CLife threatening shall sy jhd [(ODose not changed 4e_all & il e
(OPermanent disability il 4ile) OUnknown was e »&
[(OHospitalization (diuall & s s [INot applicable (k¥

[JProlonged hospitalization more 24
hours (s J8Y Adiual 4 w524 dels
[JCongenital anomaly sl & A5 e
[JRequired intervention to prevent
Permanent impairment/ damage Jaxil
Dl /a1l sa il il Y

[URequired Emergency Room (ER) visit
(5. 51 puil dalal)

OOther Al

Did Reaction abate after stopping drug?s! sl Gli) 2y (=1l a8 55 Ja
OYes ~=[INo Y[INot applicable (ki Yy

Did Reaction re-appear after re-introduction of drug? sile) 3 s 3l 5 30 a wll jela b
4dliy e o) gl Jlextind

OYes ~=[INo Y[INot applicable Gdai¥

Outcome of ADR sl (s jall dais

[ORecovered, if yes date axbalaylalla 8 il &8 o Ul QS o p
[(ORecovering Al Hsh &

[(ONo improvement (paias sy

UUnknown iz y
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5. Reporter Details il Jualis

Reporter name &l au

Profession (Specialty) digall(yaaiill)

Address sl

Email &5 5 5,0

Phone / Mobile i)/ Jul

Fax <.l

Date of filling report g tll &l A

Signature &85

6. Manufacturer informationziad Claslze

Name and address of the
manufacturer giad o sic 5 anl

Date received by manufacturer U

ilaall (jo 4adlind

Report source sz &l jras
OStudy 42

OLiterature dule &l
[(OHealth professional = (sl

(0Other sAl

Report type 2 &l g 5

OInitial i

CIFollow-up Gl il Aajlia
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