AKUMS DRUGS & PHARMACEUTICALS LTD. AND ITS SUBSIDIARIES

Adverse Drug Reaction (ADR) /Adverse Event (AE) Reporting Form
Tiage a1 TTatHaT (TSR) / Tiage wenT (Tg) Rt i

Type of Report / Initial /l:l Follow up / ] Company Reference No./ FO+T €& HET:
T 7 e EIREEd St
Classification of Report /

R =t afiaor I:I Adverse Event / ST T2t

Product quality complaint / IeaTg ¥ I[orer=T Y fersrara
Medical information / frfareaT ==

Patient information / T ft & T & SITARTLT

Patient Initials / T E  [age at time of event / AT 3 =wr g .
RIBIGES Sex / fof: DM/&’. [F/!—T. Dothers/aﬁr
Date of Birth (dd/mm/yyyy) / 5= = fafar
Ex:- Rakesh Kumar Singh - R K S (ﬁT‘ﬂT’F / Qﬁ_'ﬂ' / EI'ET) : \Weight (Kg) / Height (cm) /
Country / =er: At (Fr): TS (Hfefie):

Adverse Event / TTdger geaT

Is the adverse event serious? /FaT STa&e AT THIT 872 Yes /gt No / &t

If yes, please indicate why it is serious? (Check all that apply) / @fe 27, qT FoaT sraTu 3 g T #F1 82 (g 1 arer asfi &
i ¢)

Death (dd/mm/yyyy) / 97 (R=/aTR/ ad): Disability/ Life threatening /
IEEXIUEII sfree % forw =a

Congenital anomaly/birth defect / Hospitalization / Other important medical events /
SRS ATt/ 2 FETATA H AAT a7 gy =T srewa

If patient died, cause of the event / Tz TfT &t F BT STAT &, T TESAT T FHTILT;

Intensity of the adverse reaction / Mild / gt Moderate / #egH Sever / w+fiT

TersRer STatehaT 1 draar:

Date of onset of the If the event stopped, date /

event / =T #HT ST HeAT & TS, AT A

QREIREARTIR

Time (if available) / : Time (if available) /

FHT (FfE 3TTeH 2) qHT (FFZ I 2Y)

Describe event or product complaint with treatment details, if any / ST=T fa@<oT % AT FAT AT ICATE 9FRTAT T F9H 2, TS FHI2 8l

Outcome / Information on recovery and any sequelae/  Recovered / D Recovering / D Recovered with sequelae /D
RO / S & S[ET SAEET AT SHE 2T IS &9 ECERIDI] EEEECAN] ST F | I TAT
Other / s |_] Not recovered / 3t =&t g [] Fatal / = || Unknown / srersirer |
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Relevant tests/ laboratory data (with dates) / STHRIE adteqor/srRreraT e (fafa= & ara):

Other relevant history, including pre-existing medical conditions (eg. allergies, race pregnancy, smoking, alcohol use, hepatic/ renal
dysfunction, etc.) / 3= STE I =fagmE, Srad Tge & wisg T fufaat (S8 uast, T9iaeT, g, a0a T STIN, T56d / Ta
#¥ fertererar, suf) arfoer 2

Suspected Medication(s) / &fever gaTd

S. No. | Name (Brand/Generic)| Batch No. Exp. Dose Used Route Frequency | Therapy dates Indication
FHE | T (AT / Lot No. Date | == Used (OD, BD | FrfrmaT frfort | =reor (R
| = FaT IR | TEHT etc.)
jatedme | R | P o |y (| oart date) Stop cate e zar )
KR At wRaw, BT H | f R | R
IR )

Action Taken / FT3aTs &
Drug Withdrawn / gaT s2 &< <T[_]  Dose increased / g1 a2t aT[_]  Dose reduced / 1% &5 FT <1 [_]

Does not changed / g1 &l @&t ] Not applicable / @] A&t [] Unknown / sr&s [

Event abated after use stopped or dose reduced /STFRT &€ I IT GLF FH I F 1€ HZAT THTH TS

Yes /gt [] No / 7&t [] Unknown / st [ ] Not applicable/ T T2t []

Event reappeared after reintroduction / 52T I 9= & aT& [ 7 THe g

Yes /gt [] No /=&t [] Unknown / stastte [ Not applicable/ @] 7&t []
Relationship of the adverse event with the drug/ ‘ ]
FAT % AT TTdhe JeAT T T Related / #rvaifara [] Not Related / srvsitera 72t [

Concomitant Medication (s) excluding treatment of reaction (name, dose, frequency, route and therapy dates)

FE At &aT (1) TTATRaT % IT=TE HT BISHL (ATH, GAUF, g, A0 e =i fatat

Reporter / =T = AT
Name and address / ATH 3fi¥ 74T:

Tel No. (with STD code) /Mobile No. / = Fa¥ (THLIET FIe & A1) / TaTee 797 ;
E-mail ID (0T 3TE21):
Healthcare professional (T9r= Tamesa=shdT):  Yes/gf ] No/=@gf[_]  Occupation / =r=a&T=:

Signature / EATET:
Date of this report / 30 are T ardra

Please send this form to / 93T T WA FT TGT Asi: Corporate Pharmacovigilance Department, Akums Drugs & Pharmaceuticals
Ltd. And its Subsidiaries, Plot no 19, 20, 21, Sector-6A, IIE, SIDCUL Haridwar (UK) 249403

FIATLE BT STAT TN, THF T UL AT [EHoT [OITHEE Sii¥ THhT GgTde Haia41, Wie qa¥ 9%, Y0, 39 TFe - &1,
rEarss, fege, gfET (FTEs)- (RYY03)

OR send us the scan copy of this form to below email ID / 3T " 7 ®IT T T FIUT = &F T2 SHA MST TT It
Email id / 8« 3ms3Y :_indiadrugsafety @akums.in

If any additional data, then please attach with this form / o ®1< sTfafi=h 32T &, T FIAT I B F GT Gl Y.
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