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SUSPECTED ADVERSE DRUG REACTION REPORTING F

For VOLUNTARY reporting of Adverse Drug Reactions by Healthcare Professionals

[ INDIAN PHARMACOPOEIA COMMISSION

(National Coardination Centre-Pharmacavigilance Programme of India)
Ministry of Health & Family Welfare, Government of India
Sector-23, Raj Nagar, Ghaziabad-201002

O Follow up

AMC Report No.

Worldwide Unigque No. ;
“=5| 12. Relevant tests/ laboratory data with dates

Report Type O Initial

JA PATIENTINFORMATION 70 ie s
1. Patient Initials 2. Age at time of

Event or Date of
Birth

3.M 0O FO OtherO

4. Weight Kgs

13. Relevant medical/ medication history {e.g.

B -SUSPECTED ADVERSE REACTION /= el
5. Date of reaction started (dd/mm/yyyy) pregnancy, smoking, alcchol use, hepatic/renal

6. Date of recovery (dd/mm/yyyy)
7. Describe reaction or problem

14. Seriousness of the reaction: No O if Yes O
O Congenit:

[0 Life threatening 0 Required. r
I Prevent ¢
] O Hospitalization/Prolonged impairme
QT O Disability O Other (sp

I z
‘ 15. Outcomes
O Recovered

0O Fatal

O Recovering | .

O Recovered with sequelz

S.No 8. Name Manufacturer| Batch No. |Exp. Date| Dose Fl('g%ueBnDcy Therapy dates Indic tic'l
) (Brand/Generic) | (if known) | /Lot No. |(if known)| used | used et; ) |Date started Pate stopped il

i [

m ] 1

ii ) |
iii yani |

4 =

Iv /] f |
S.No 3. Action Taken (please tick) / / 10. Reaction reappeared after reintroduction (pl1
as Drug . Dose Dose not ot |Unkn . I
per-Clyithdrawn| DOS€ increased reduced | changed aéﬁl‘icable own S No EffEEHinknown |
= 7 —]
f

i i

i i

iv I3 !
‘

R Concomitant medical product including self—yfedication and herbal remedies with therapy dates (Exclude those used to t

:5.No| Name (Brand/Generic)

Route used

Frequency
(0D, BD, etc.)

Date started

Date stopped

Therapy dates /

i

T
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e, B. Who can report
: > All healthcare professionals (Clinicians, Dentists, Pharmacists and Nurses) can report adverse drug reactions
C. Where to report

Y Vv v

National Cooi:dinatidn c'e'n_t_n? heri icvilcr v

| Pharmacovigilance Programme of India Phﬂ'r ma COW_QJI ance

= P nily Welfare: . ; Nl : i .

[~ Ministry Bt Hecith & ity Wi Programme of indija for
Sector-23,
Tel:0120-2783400, 2783401, 278330,

. Fax: 0120-2783311

ADVICE ABOUT REPORTING
A. What to report

> Report non-serious, known or unknown, frequent or rare adverse drug reactions due to Medicines,
Vaccines and Herba| products,

Or can directly maij this filled form to PVpi@ipcindia.net or Pvpi.ipcindia@gmail.com

A list of nationwide AMCs is available at: '

http://www.ipc-gov.in, http://www.ipc.gov.i n/PvPl/pv_h ome.htm|

D. What happens to the submitted information

> Information provided in this form is handled in fict confidence. The Causality assessment js carried out at

) AMCs by using WHO-UMC scale. The analyz&d forms are forwarded to the NCC through ADR database.
Finally the data js analyzed and forward to the Global Pharmacovigilance Database managed by WHO
Uppsala Monitoring Centre in Sweden.

> The reports are periodically review by the NCC-pyp, Theinformation generated on the basis of thesu,\

reports helps in continuous assessfent of the benefit-risk’ratio of medicines.

| -
h —

Raj Nagar, Ghaziabad-201002

Assuring Drug Safety

Www.ipcnicin

Life-th reatening
Hospitalization (initial or prolonged)

Disability (significant, persistent or permanent)
Congenital anomaly
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Select Agonist

Select Antagonist

Time Cyele:

Dosing Schedule:

Kymograph Speed:.
0.25mmisec

Foreach dose, L 2 =2 HIE
Record the formal response for 30 seconds.

Record the fesponse to a dose of drug for 60 seconds.
Repeat this cycle through out the experiment.

, Take responses of the Agonists as in earlier experiments,

Take responses of both antagonists, y
Select any one antagonist and taks jtg fesponse. Before the antagonist is
washed out of cannulz (i.e. before 60 seconds are over) add the selecteq
agonist. Take response of agonist for 60 seconds.

Study effect of prior addition of antagonist on the fesponses of all the agonists.
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-X-COLOGY EXPERIMENTAL PHARMACOLOGY

Studs of Drug Antagonism using isolated and perfused Frog Heart :

Select Agonist

Select Antagonist

Time Cycle:

Dosirnig Schedule:

Sélect Normal

B

CaCi2 0.2

. Kymograph Speed:
. 0.25mm/sec

For each dose.

Record the normal response for 30 seconds.

Record the response to a dose of drug for 60 seconds.
Repeat this cycle through out the experiment.

Take responses of the Agonists as in earlier experiments..

Take responses of both-antagonists.

Select any one antagonist and take its response. Before the antagonist is
washed out of cannila {i.e. before 60 seconds are over) add the selected
agonist. Take response of agonist for 60 seconds.

Study effect of prior addition of antagonist on the responses of all the agonists.
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Y -COLOGY EXPERIMENTAL PHARMACOLOGY

R A
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Study of Dﬂig_hﬁ:_t_:g__gonis_-m us_ingkola_t_ed and perfused Frog Heart

— Selectormal

Kymograph Speed:
0.25mm/sec

Select Agonist

Select Antagonist

Sz
Time Cycle: - For each dose, A0
Record the-normal response for 30 seconds.
Record the response to a dose of drug for 60 seconds.
Repeat this cycle through out the experiment.

Dosing Schedule: Take responses of the Agonists as in earlier experiments.
Take responses of both antagonists.
Select any one antagonist and take its response. Before the antagonist is

washed ot of cannula (i.e. before 60 seconds are over) add the selected
agonist. Take response of agonist for 60 seconds.
Study effect of prior addition of antagonist on the responses of all the agonists.
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{ —COLOGY EXPERIMENTAL PHARMACOLOGY

Heart

_ Study of Drug Antagonism using isolated and perfused Frog

Select Normal F._"_' | B

|
4

0 - 60!

\_.

‘Propranoiol
(A

Kymograph Speed:
0.26mm/sec

Select Agonist
Select Antagonist

Time Cycle:— - For each dose,
Record the normal response for 30 seconds.

Record the response to a dose of drug for 60 seconds.
Repeat this cycle through out the experiment.

Take responses of the Agonists as in earlier expenments.
Take responses of both antagonists.
Select any one antagonist and take its response. Before the antagonist is
washed out of cannula (i.e. before 60 saconds are over) add the selected
agonist. Take response of agonist for 60 seconds.

-Study effect of prior addition of antagonist on the responses of all the agonists.

Dosing Schedule:




