Instructions to complete the Suspected Adverse Drug Reaction Reporting Form

wfery ufage gar ufafesar wid 4R & ferg fdar

A. Patient Information / I7ft & IR & SHBRI

1. Patient Initials/ 33ft &1 faazor: Write first letter of the name and first letter of the
surname. For example, Patient name is Mr. Amit Kumar, then his initials will be
A.K. [ T HT UG 3R 3R IJUATH BT Ugel 3i&R ford | Ierexur & forg, Inft 1 - off siftra
PHAR B, Al ITP URMS THTP.

2. Age at the time of Event or Date of Birth/ g1 & 989 3mg a1 &4 fafd: Write the
date of birth (dd/mm/yyyy) or age (in years) of the patient at the time the event or
reaction occurred. / S/ 9T "1 a1 ufdforar g8, 39 99T A7 & 7 Ay (dd/mm/yyyy)
1 31 @t H) ford|

3. MO F O other O: Gender of the patient should be ticked. Please Tick ‘M’ for the

Male, and ‘F’ for the female or ‘other’ if patient is transgender. / nft & foftr &1 I
w0 fogiferd foar o anfeu | afe gow g at duar <M’ & fore fergifera &%, Afean & forg <
TS8R & AT Other |

4. Weights/ asi1: Write the weight of the patient in kilogram (kg). / 17t &1 g faraama
(b § ford|
B. Suspected Adverse Reaction / Sfere wfafsrar (adta sRaR / 3FaTe 8RIR)

Adverse drug reaction is a response which is noxious and unintended, and which
occurs at doses normally used in humans for the prophylaxis, or treatment of the

disease. / uferga gar Y ufafsrar vs ufafesar & i fawred 3ik sFUféra g, iR S I AhumH,
1 IUAR & fory Ageal & T U ¥ ITANT B} S aTelt RIS W g ol

Adverse Event is any untoward medical occurrence that may present during treatment
with a pharmaceutical product but which does not necessarily have a causal relationship
with the medicinal product./ wfaga ge= fh of sFamet faferean geT 8 St U ga1 Iare
%wgw%%%ﬁaﬁ%,éﬁmaﬁﬁ%ﬁw%m%wwﬂ%w@
Y gl

5. Event/Reaction start date (dd/mm/yyyy)/ "e-T / RuaRF/ RY g1 @t fafy
(dd/mml/yyyy): A reporter must report the date on which the event/reaction first
occurred in the dd/mm/yyyy date format. / T RO & 39 dRNG dd/mm/yyyy
Uy ¥ forat a1fat, o fa= ger/ RuaRM ugelt aR ganm ol




6. Event/Reaction stop date (dd/mm/yyyy)/ "esr / Ruemm gwfa &t fafy
(dd/mm/yyyy): If the reaction recovered, write the date on which the reaction
recovered in the dd/mm/yyyy date format. / afe ufafsrar 3t g, @ for fafy &1 wfafsan
Jlo g2 ®, a8 fafy adka dd/mmyyyy ureu & feraft =1 |

6 (A) Onset Lag Time/ 3T a1l IHT: Mention the time from event onset to
first definite diagnosis. / Ggcil gc1 &1 3T A M o & 90T BT Ieeid He |

7. Describe Event/Reaction with treatment details, if any / IUaR & fdavor & ary
HeHT/ fafsrar &1 qui &Y, afe 18 8

A brief description of the event in terms of nature, localization etc. should be written.
For example, diarrhoea, headache, or patient developed rash over upper and lower
limbs, etc. / T, RIFHRUT 31fe & TgH T ge1 &1 i faavor forar s anfge | Semeru
& fore, g, RRaEg, a1 It & SOt S8R Faret sivl R Iaa onfe |

Any treatment given to control the Suspected Adverse Event/Drug Reaction should
be mentioned. / TfeT Ufddd geT/ g1 RuarH o Fifad oA & fore fau e foddt 1t Suar
D1 I fobaT ST =R T

C. Suspected Medications / Jifey gamg

8. Details of Suspected medication / févy gar @1 faavor:

It maybe one drug or more than one drug in a prescription that caused the event. It
should be in serially mentioned. / RIS T& &al a1 Ue ¥ 31 Gal U Slaex & Ud b
A BT HRUN G Fhdl § | DT HHRT I [T ST AT

The details given below for the suspected medication(s) must be mentioned. / Gfgw

Tal & fou =i fau TN faerur &1 I &A1 @1l

Drug name (brand or generic name) /dT T A (sIi$ dT ATHT AMH): Brand or
generic name of the drug/product./ a1 a1 3@ &1 SIS IT JH TH

Manufacturer/ fSmfar: Name of manufacturer of suspected drug/product. / e gar
| TG & AT &1 A

Batch no/lot no./ &= 5 / @Te =i:: Batch no./lot no. of suspected drug/product. /ifeT
Sl / ITE P 99 = / die =

Expiry date/ TeRyaradt fafd: Expiry date of suspected drug/product in dd/mm/yyyy
format. / SfeTe gt/ I 1 fspd g1 &1 Al dd/mm/ yyyy TReT

Dose used ®RT® &t AET. Dose of the suspected drug/product used on which
event/reaction occurred. The unit of dose must be mention appropriately for
example, ‘mg’ for milligram, ‘gm’ for gram etc. / forg 9 we-T a1 wfafshar g, 39
Y e ga1 / IATG & GRS DI A6 | GRS BI Shls DI Srad U 4 oo (a1 ST
TR, IaTexl o forg, Feiumd & fad ‘mg?, I\ & forg <gme snfe |




10.

11.

Route used/ IuwarT fw 7w #nf: Route of administration of the suspected
drug/product. For example, ‘i.m.” for intramuscular; ‘s.c.” for subcutaneous etc. /
TfeTe gaT / AT &4 & AN | IeTex0l & oy, Aru=ht & Soiar & o <i.m.’, IuaH H olarM
& forg s.c.> 3Mfg|

Frequency/ 3mgfr: Frequency of the suspected drug/product administered to the
patient. For example, OD, BID, TID etc. /AT &1 & o+ aTett Wfaw gar/ 3drg &t srgh|
Ja18 & oy, oD ({9 # T 9R), BID (G # &1 aR), TID (fea # 9 aR) anfe |

Dates of therapy started and stopped/ 3UaR Ht MRY 3R FAT 3t fafd: The date
on which the therapy was started and stopped should be mentioned in the date format
dd/mm/yyyy. / f5ra aRRE &1 IR Y& B 18 ot 3R s HR < 1S R, 39 fafy & dd / mm /
yyyyWﬁﬁT@?T Bl

Indication of use/&ar @t SUART &1 "abd: Indication in the prescription should be
mentioned. / GaT &1 g ¥ {31 §311 GaT/3TIE & SUINT BT I [l o1 dTgl |

Causality assessment/ ®1I-®RUI geaid+: The prescribing doctor should establish
a relationship between the adverse effect and the suspected drug/product, for the
reported case by standard causality assessment scale for example WHO-UMC
causality assessment scale. / R fafdrcre &t ufdea wvma SR Wi gar/ Idrg & &t
Tait] BT faaR0T HTHd HRUT Jedid 00 gRT W% d g & A & e &A1 9Tfet, ISTeRul
¥ fole WHO-UMC riger|

Action Taken /ﬁTFs: WT"{E:

Please mention the action taken for suspected drug/product. It should be tick mark
serially as per Section 8. /HUdT W™ T / ITG & oY BT 75 HRATS BT Iead Bl §I
YRT 8 o AR Hited w0 Y frgifdhd I |

Action taken should be tick marked appropriately as Drug withdrawn, Dose
increased, Dose reduced, Dose not changed, Not applicable or Unknown. / a1 arad
T, TR | i, TRIP HH B, WIS | URacd a1 BT, AR LT a1 3[771d W IR &4
Y HRATs P fafed foar s 3 |

Reaction reappeared after reintroduction / gar fih & 39 & d1¢ wfafssar fisr &
UPHe g gl

If the suspected drug/product reintroduces to the patients after the event/reaction
occurrence, the reporter should report the reaction reappeared. / af¢ Sfeve ga1 / @G
HeT / Ufdfehan &1 gea1 & 918 AR B JH: TRdd HRT 6, A RACR Bl G Yabe g+ areil
yfafesar st Ruic st arfgul

Concomitant medical product including self-medication and herbal remedies
with therapy dates. / Sgadf R IdTg & ¥a-gaT 3R gad SUAR Afed fafdrer o1
fafn




12.

13.

14.

Any medical products including self-medication and herbal remedies (other than
treatment of event/reaction) taken concomitantly should be mentioned. The details
of each concomitant medication like dose, route of administration, frequency, start
date and stop date of concomitant therapy and indications must be provided. /
-gaT 3R gdd IUTIR (FeT / Ufafhar & IuaR & 3raran) afgd farst off Riforear Sare)
e T ST AR | Ui g ac gal &l faaRul oI WGR1eh, SUaNT fasy e A, 3rgf, weadf
SUER T RY R FHI &t fafd 3R Hovd U™ fory o= anfgul

Relevant test/laboratory data with dates/ Sfaa afteror / ya=men s=er fafy &
a1y

Any laboratory data at baseline, during therapy, and after the therapy, including
blood levels, as appropriate should be mentioned. / fafdbT & Ugd &1 TIRTRITAT SHGRY
& a1y, fafere & RM, SR Raferan & a1e, Yad & WR Ifed, SUgad & ©U & Ik 61 ST
IRy

Relevant medical/medication history / 3fra faférsar / gar &1 gfagra

Any relevant history pertaining to the patient including pre-existing medical
conditions (e.g. allergies, race, pregnancy, alcohol use, hepatic/renal dysfunction,
past surgery etc). / g ¥ Hig fafden fRufaat o Tash, ars, THiawT, IRTE &1 Iuah,
Thd / ¢ B RIferar, oidfid & &1 1S weafifean o) gfed I § Jaftd &1 ot urifie
faeT |

Seriousness of the reaction / ufcfssar @ tivfzar

If any event is serious in nature, a reporter must select the appropriate reason for
seriousness for example, / afg IS gea1 UHfa & 1R B, a1 RO &1 ke &1 3ferd wRon
1 §IT IGTERVI o ff,

Death / 9ag: if the patient died due to the adverse event / af¢ Ufdgd Te-T & BRI
PG R TR

Hospitalization/prolonged,/ 3rudra ® Hdf / @ G9g aF dl: if the adverse event
led to hospitalization or increased the hospital stay of the patient / af¢ Ufdgd ge1 &
SR 3R § el gaim a1 7 7 3RydTed § G8v1d §¢l 81

Life-threatening/ Sfta=T & fore WewT: if patient at substantial risk of dying because of
the adverse event / af IFT &1 UfdGmd G- & HRUT AR &1 TR W1 &

Significant Disability/ wgwyuf fdweaimar: if the adverse event resulted in a
substantial disruption of a person’s ability to conduct normal life functions / af¢

Ui d g & HRUT [l Afdd & St & TR ST & AdIferd B Bt &l § D!
AYH ST gl §




Congenital anomaly / S=FiTa faiwifa: if exposure of drug prior to conception or
during pregnancy may have resulted in an adverse outcome in the child/ afg mufer

Y UE T THIGRIT & SR gdTl & JUd 7 31 J 5= | Ufdpet uikomy g1 Jovar §

Other Medically Significant / 3ra fRifere g w0 @ wgwyut: when the event does
not fit the other outcomes, but the event may put the patient at risk and may require
medical or surgical intervention to prevent one of the other outcomes /: Sid ge-T 3
TR 3% A et giat 8, At T T ) ShiRaH o ST el © 3R 30 aRom § ¥ T
B A & o e ear on afifepat Y amazgeh el €1 gavdt @ Y

15. Outcomes/ Adtol
The outcome of the event should be ticked as appropriate/ geT & wdtslie! Ifrd &4

3 fergifrd v

a) Recovered/ &l& g T 8: if the patient has recovered from the event / afg
TR e 4 S g1 T

b) Recovering/ &% & @1 §: if the patient is recovering from the existing
adverse event / af& it HislaT Ufdpd gea1 ¥ 3 81 81§

c¢) Not recovered/ 8w gl g3me: if the patient has not recovered from the event
| gfe T e @ Sieb e gan g

d) Fatal / grde: if the patient died due to the adverse event /af¢ Ufdgwd TeT &
BRI B I & TS

e) Recovered with sequelae / Sifeerar & famr $1% & mar 8: One of the possible
results of the adverse event outcome where the patient recovered but retained
pathological conditions resulting from the prior disease or injury. / ufded
g1 YR & FHTfad gRoImHT & 3 Teb oigi Il dTeb gafl aifcbT gd T a1 diie A I
7 FRyfort Y ST AT ©

f) Unknown / 33 if details not available/ afe faavur uas 7at &
D. Reporter Details/ fRatdz @1 faaur / 9eRY SRara &1 faavor
16. Name and Professional address / AITH 3k U=aR &7 UdT: A reporter must mention
his/her name and professional address on the form. / STH&R! SAaTd B HBIH TR 30
T SR IR Ud HT I@IE A1 I

The identity of the reporter will be maintained confidential if necessary. / afg

TID Bl dl AAGRI AT AT DI UgaT M-/ Tod TE ST |



https://www.tititudorancea.com/z/adverse_event_outcome.htm
https://www.tititudorancea.com/z/subject_en.htm
https://www.tititudorancea.com/z/condition_en.htm
https://www.tititudorancea.com/z/prior_en.htm
https://www.tititudorancea.com/z/injury_en.htm

17. Date of report / faazor @t fafd: Mention the date in dd/mm/yyyy format on which
the adverse event has been reported / 57 TR Ufdgd ge=1 81 713 8 98 fafd dd / mm / yyyy
Uy § Ieaifad &

E. Other details/ 3= faazur
Reg. no./ IPD No./ OPD No./CR No. 331 5/ 3mgt&t = / 3t =i / tame =iz Can be left
blank if not available/ STHHR Iudsy T} 811 TR TIell IS a1 o1 bl &

AMC Report No./ et f¥aié =: Can be left blank/aTelt B1s fear o1 qdhar &

Worldwide unique No./ aesargs gfA® i: Can be left blank/@reh s fear S g&ar g

About Reporting/ S 33 F IR A

Who can report? STH®RI &I ¢ JHdT 872

All Healthcare Professionals (including Doctors, Dentists, Pharmacists, Nurses etc.) and
Consumers can report adverse events/drug reactions. / I3 RFGIR URER (oH Siaer, <a
s, wmifie, T3 3nfe) 3R IuHiedr ufded geratt / gar ufafsmarsit & Rulé &R & 71

Where to report? SIH®TRI $gi &2
1. Duly filled ‘Suspected Adverse Drug Reaction Reporting Form’ can be sent to the
Head Office of Zuventus Healthcare Limited. / fafad =0 & wR1 <few Ul gar ufafsan
fqifén wid Jdeu spm fRafties & yur wrafay &t 9T o gl 3|

2. Scanned copy of the form can be emailed to medico@zuventus.com / BiH &1 W6 &1 g5
PHIUT Medico@zuventus.com Wéﬂ?faﬁw}'@_cﬁ%l



mailto:medico@zuventus.com
mailto:Medico@zuventus.com

