REPORTER INFORMATION (&aT=TaT Y STt
Name/Initials (ATH/IIHTET) *
Age or Date of Birth *Age (T IT STFATAT *317) or (1) MM/DD/YYYY
(Fa/EaT)
Gender (fem) *
[ Male (7&™)

| Female (&)
1 Others (3177)
Contact No. (877 &.) *_+91 Email ID (£ smE<):
Reporting for/by (F feru/gmT g==T &=  form)*
Self®Physician/Prescriber®Others® (Fa®Theae/TeaT fora a@H—=®)

Country of Incidence (ST &7 31): INDIA (9T%)

SUSPECTED ADVERSE REACTION (ﬂﬁversrﬁwsﬁ%ﬁm)

Event Term (54T &7 919) (Eg: Headache, Vomiting etc) (I2gT20T: fBas, Ieat o1fw)

*

Event Reaction Start Date (FreaT SfaferaT s faf): MM/DD/YYYY (FRa/agen/ame)
Event Reaction Stop Date (52T Tfafear a7 2= it fat): MM/DD/YYYY
(Rewdara)

Onset Duration Time (J[&3Td sty 87Y): Her.fHqe

Seriousness of the reaction (YfAfFaT F fizar):  No® (FEi®) or (A1) Yes® (BI®)
Describe Event/Reaction with treatment details, if any (ST=T f&@=or = a1 TaaT/StA T &t
U F, AT AIS 3N

Outcomes (fAes) | Unknown E

) Recovered (3% T )

"1 Recovering (5% 2T ¥&T &)

") Not Recovered (1% =T gaT)

[ Fatal (4<X)

1 Recovered with seqeulae (T 315 &1 T % a1 [ALEA)
71 Unknown (3131Ta)

Additional Supporting documents (T T=F TgT@s TEATaw)

ACTION TAKEN (&t T #13aTs)



Name (Brand/Generic) (ATH (SITS/ETHTT ATH):
Event Relatedness to drug (ZaT & H&Tad =)

Drug withdrawn (38T &8 #¥ &1 5)®: Dose increased (G a&T &1 T5)®; Dose
reduced(gIT =T &1 =)®:Dose not changed(TIT# H F&@TE A%1)®;Not applicable (ART
TE1)®Unknown (3I=TT)®

Add Drugs (FaTSS)

Did Reaction abate after stopping drug? (3T TaT 5i% T HaTg WA fHaT o re?)
No (T1)®Yes (g)®Effect Unknown (TTTa 3737Td)

Did Reaction reappear after Reintroduction? (T AT s Sfafaar fhe & we g2?)
No (7&1)®Yes (8f )®Effect Unknown (¥ 3T5H)

SUSPECT MEDICATION (S) (=ifaver 3t (%))

Name (Brand/Generic) (ATH (STS/HTHTT qTH)_
Dose used (T GITh):
Route used (ST FT A):
Daily Dose (s) (27 gTF):
Therapy Start Date (Rrfea smesr 2 #7 faf): MM/DD/YYYY (Ra/asi/are)

Therapy End Date(=fsear 5w gi=r &t fafan): MM/DD/YYYY (fEa/mgmT/ar)

Indication (Fd):
Relevant Medical History/Lab Tests (sTafi R sfagrer / sanmemr sits)

Additional Supporting documents (FTIT=F Tg@F TEaTaw)

Submit (5T #I)

®: Radio button (Xfea 72)




If you would like to send us information via e-mail, Please download the ADR form below
and mail it to Pharmacovigilance@shilpamedicare.com (?Ti%r AT gfr BT 9T TH I TR AT

ATEd g, Al F9AT 7=
U 10 Ut ®i #T T3S FY ¥ =6 Pharmacovigilance@shilpamedicare.com 9% #& %Y ) |

Download adverse event reporting form (Ja&e sedT RO HiF STSAdTE F¥)


mailto:drugsafetyINDIA@heterodrugs.com



