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Enaif: wemumbal@edsco.nit.in

Do Office of the Deputy Drugs Controller (india)
m‘m’-ﬂ M%JM 2 d*iz Fiog . ?;ﬁﬂﬂ; FDA ﬁhﬁwlﬂ;ﬂﬁ‘same?ﬂﬂdiaf_ﬁﬁﬁig Iz{h | |

-

L)
P

R &

",
o F
o LW L anatetite e v e e = et el b g

I'.'.-.'ILLLL - ) ) ) N
ruirdafalinfinl o e - i AR AR L il
- - .

! SFTEEEEETE el . Ty

L B PR W »

b s, A e oyt upef

A

Ref. No. 5/Investigation/WZ-2019/ 27271¢4

1o
1The Drugs Controller General (India) ' o
0 (HQ), FDDA Bhawan, :
Kotla Rd.,

New Delhi 110 002

Ll . - L .

Kind Attn: Enforcement Division, CDSCO (HQ)

g gialie loulie s le sl s e ol s bk ol Sl Bl b ke e e Bl e b anlike
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Subject: Forwarding of ]ai'ﬁt Investigation report of the inve:stigatibﬁ carried out af
. M/s Maruti Nursing Home, 1¢ flr,, Girnar Sociey, Hanuman Chowk, Gokhale
e Rd., Mulund, {(B) Mumbai 40 0081 in connection with the complaint mgardmg
o death of Smt. Kamini Barkur w/o Sh. Umeshchandra Barkur b '
o drug Rokfos, Mfd by: CIPLA Limited reg. | o | R

_:'5 | 511»# | B RN
i ~ This is with reference to the CDSCO (HQ) emai] dtd. 23/10/2018 and B oop i

- In this connection, joint investigation at M/s Maruti Nursing Home, Mulun
- carned out 29/01/2019 and 01/02/2019 by Shri. Popat D T} Tnsnect
. Mumbai along with Sh. Sanjay Rathod, Drugs inspector, FDA
(g Yedwl College & General Hospital, | ~
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it Floor, Girnar Soclety, HanumanChauk’

s M R oad, Mulund (East), Mumbai-400081.

tion Of{. M/s Maruti Nursing Home, Mulund Mumbaz in

dubject-Joint investiga R
g death of Smt. l(ammi;_Bmkur.w/t}_ Sh

~onnection. with the complaint regardm

{ _ _ e Giola
acshehandra Barkur by sub-standard drug Rokios, manufacture? by M/s p

e
K

Limited and sold illegaliy.atMamti' Nursing Home, Mulund

0. CDSCO (WZ), Mumbai vide

o
- L

ot et

S the basis of instructions received from the DGC : .
Investigation/WZ2Z-20 19/945 dated 29/01/2019, the
Maruti Nursing Home, Shop No. 1

s

w - 4

citer no. 5/Complaint

'.‘é‘.

.
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ersigmed offices visited the premiscs of M/8 .
Hanuman Chouk, Gokhale Road, Mulund (East},

15t Flooy, Girmnar Socilety.
Investigating team

. Mumbai-400081 to investigate the subject matter cited above.
cted documents from FDA, Maharashtra, Bandra office w.r.t. mspﬁtctlﬂnﬁ .
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f Investigation:

ﬂStlgat& ‘the matter w.r.t. complaint made by Shri. -:Uma_g_hz:handf? |
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d dacuments from FDA,

w.rt. inspections performed and action taken by the _
subject matter. 1 S

Investiga
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Y I"): Sudhir RPawar, Professor and Head Dept. of Phar macology, Lokmanya
‘Tilak Municipal Medical College & General Hospital, ' 23/ T o
Ar. P.D. Thorat, Dru-gg Inspector, Central Drugs Sta

2.
3, Mr Sanjay Rathod, Urugs inspector, A i‘v’lahal"&sh‘tra,:_; VIUInDa o R
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DrosMihiegini I Goswami, Proprietor, M/s Maruti Nursing Home, Shop No. 1 & lst

- Complaint dated 23rd Ji ly 2018 made by Shri. Umeshchandra Barkur to CDSC

M*ﬁ m bﬁlrﬂgardm g death of his wife (Late Smt. Kamini Barkur) from serm
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Spmmarizged observations- .
de with the Dr. Mihiegiri 1. Goswaral, and dmu ______

1y the basis of discussions g

S

(
verified at M/s Maruti Nursiny . FDA,
randra Mumbai, following observations were made. L

T P N

AL e

1. Smt. Kamini Barkur w/o Sh. Umeshchandra Barkur was hospitalized in M/s
Maruti Nursing Home, 1% Floor, Girnar Socicty, Hanuman Chouk, Gokhale *

Road, Mulund (East], Mumbai-400081 on 09/06/2014 with pro
diagnosis of Cervical-Spondilysis & 8tiff Neckh. | T

{Ref annexure 1 for copy of in patient record file). e

hotograph of carton of drug Rokfos

Mum bs_i has submitted p

. 'L.-é | i :

treating doctor in patient record of her wif T
.Dﬂ_t&iis of drug as specified in -pl*;_atc}gréph of carton are as below
Name of Drug: Rokfos (Zoledronic Acid Solutipn for Infusion Smg/100ml)

Cugy

L]

1

Batch No. V40056,

B

was administered to Smt. Kamini Barkur on 09/06/2014.
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' (Ref annexure 4 for copy of purc
$ubm1tt3 d by M/ < M ar’u t.a Nurmﬂgﬁﬂmg N
o 5:‘\& oer available réccﬁfdé "*'i%h spital i.¢. patient fil s iy
single done of drug Zoledronic Acid, 1V was administered to Smt‘_ m@
Barkur on 09/06/2014 and said drug was not administered to her again
. during her hospitalization at M/s Maruti Nursing Home till 14/06/ T
G. As per available records Smt Kamini Barkur was discharged from M/s _Mam L
Nursing Home on 14 /06/18. It was explained by Dr. Mihie Iaswamx that .~
© she was shifted to Platinum Hospital, G-103, D.D. Upadhya M ulund for
- further treatment. R
7. Complainant made complaint dated 28" Apr 2015 to J(}intCﬂmmia
, - FDA; Maharashtra t}
'Hc)mi:::' Ref annexure 5 for capy of complaint]. _ - ;
| -8 In view of complaint dated 28t Apr 2015 made by Shri. nes

~ Nursing Home on 22/07/2015 along with two witnesses. It was o

hea pital is involved in sa e of dr

L]

o . iigsz without holding reqmmtehc s
> provisions of Drugs and Cosmetics Act, 1940.
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11. Complainant made complainant dated 14 May 2018 to Joirt Commissioner

~ FDA, Greater Mumbnai

Serious adverse dmg f‘ﬁ

To investigate the subject matter officials from FDA M

4o

- premises of M/s Novacare Drugs Specialties Pvt. Ltd., 14&1S,dehmarx

Complex, L.B.S. Méfg, Fitwell Compound, Vikhroli (W ,Munbaiw409033 on
24/05/2018. | B .

Ref annexure 9 for copy of inspection report.

7 Stock of drug Rokfos Injection I V. B No. V4006 was not found in the

. Prcmuses M/s Novacare Drugs Specialties Pyt Itd 14 & 15, Vardhaman

. o
- -
-

Complex, L.B.S. Margt Fitwell Compound, Vikhrol W ,Mumbm~490083

- However, stock of following batches of Rok{os Injection | V were faund n the

wr - s o
v .
. 5 ;
.o . '""".""."""""'.W - it - » e e b o N h _
' ' Vi L il
ot

-Qratt:h: No | Exp. Date Availahla

il el e b B o i R A PN o ",

' Bl

Ll

iy

L gy k L

LEE. R R e p .y . . A ..

................ R A ekl o g s i
E RpR L U1 S LETT RN A P AT R pa e gt s .

o ' . RAN T - s S e s =

ey ol
e o el

| Rokfos Injection . GI70398 | NOV.1g

of above two batches, rugs Inspector, FDA |
le of Batch No. GI70312 under Form 17 Date
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16
treatment of Cervical-Spondilysis & Stiff Neck and it is not a case o
clinical trial as defined under Rule 122-DAA of Drugs And Cosmetics.
17. In view of inadequate information available with respect to patient hist
other drugs administered & the scquence of cvents occurred after discharge
of patient from M/s Maruti Nursing Home, Mulund, clinical in
reports as well as the exact cause of death (Post Mortem findings, |
's difficult to comment on whether there was lapse in the s "‘
administered.  Opinion  of the concerned  specialty
Rhdumatologist, Intensivists, TB - Chest specialist etc., may'
ascertain this. o
T,

~ Vvide rel No.PG/90/ADR/Rokios/2018/DCG(]) dated

s Controller General, India, has alread
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