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NC 04/ MOM 8B. No Process of capturing and reporting of Adverse drug reaction 

was evidenced 

Till date no case of adverse drug reaction has come to the clinic but if it comes in future 

then we are explaining its mechanism here. 

We have an ADR form, if any case occurs then need to fill the attached form & mailed to 

pvpi@ipcindia.net or pvpi.ipcindia@gmail.com pharmacovigilance website 
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Procedure of ADR case filed 

PurposeTo provide guideline for monitoring adverse drug reaction event and 

ensure its proper reporting. 

Scope- Hospital Wide 

Protocol-The person noticing the reaction i.e. doctor/ patient immediately 

inform the concern doctor and clinical management is initiated then & there. 

2. The doctor informs the in charge pharmacy & main medicine store. 

3. The ADR form filled up by the concern doctor. 

4. Drug Responsible for adverse reverse is identified. 

5. All patient rooms & areas where the drug has been issued are advised not 

to use the drug of that particular batch. 

6. Informed to medical superintendent 

7. All such events are monitored and evaluated and appropriate action taken 

depending on the nature of the adverse reaction 

8. Such action may take the form of observation or in extreme case 

withdrawal of the drug 

9. Drug causing adverse reaction is closely monitored and analyzed 
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SHUDDHI AYURVEDA PANCHKARMA CLINIC 

Shuddhu (A Unit of Jeena Sikho Lifecare Pvt. Ltd) 

M-118 FIRST FLOOR, SHASTRI NAGAR, DELHI-110052 

ADR REGISTER 

(Adverse Drug Reaction) 

SUSPECTED ADVERSE DRUG REACTION REPORTING FORIM 
For VOLUNTARY reporting9 
of Adverse Drug Reoctions 
y health care professionals 

Report 

To be filled in by Ptharmacovigillance 
centes receiving9 the form. 

A. Patient information 
12 Ralavant tests/ laboratory data, incliding datas 

1 Patian identifer initials Age at tima of 3 Sex OMOF 

4. Weght Kgs| Date of 

Barth In confdence 

B. Suspected Adverse Reaction 
5 Date of reacton started (dd/mnyy 
6. Oate of recovery (dd'mm/yy): 
|. Descnbe reacton or problem 

| 13. Other relevant histary. including pre-existing medical conditiors 
(e-g alergies, race, pregnancy, smoking9 alcohol use, hepatrc 

renal dysfuncton, etc.) 

14. Seriousness of the reaction 

Death (dd/nm/yYY)- 
O Lte threatenrg9 

O Congenital anomaly 

Requred interventon 
to prevant pemmanem Hosptakzaton-inial 

XpOlonged 

Disabty 
impairmenU damaga 

a Othar (spocify) 

15. Outcones 

O Recovermg 
Recowared 

Fatal O Unknpwn 

Continuing Other (specify) 
C. Suspected medication(s) 

Therapy dates (if unknown. 
gve duration) 

Reason far Use SiB. Name (brand ManuacBatch No. Exp. Date 
turer ( /Lot No. 
known) (1 koown) 

Dose Roule Frequoncy Na.ando genenc 
name 

(f known) uscd ed 

Date started Date stoppcd prescribed for 

o. 9 Raaction abated after drug stoppod or daso roducad 
C Yes No Unknown NA Raduced dose_ Ys Na Unknown NA I rentroduced, dase 

10 ReAcDOn roappeared aftsr reintroduchon 

D. Reporter (see confidentiality section in first page) 11 Concomitant modcal products and herapy dates including sef 
medicaton and herbal remedies (exclude those used to ueat 

reacton) 16 Nama and Professional Address 

Pn code. E mad 
Cell No I Tal No with STD Code 

Spacialityy ignaturm 
7 Occupation 18 Dato of this mport 

netri Negar, Delli- 1 10052 
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