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| IN THE COURT_ °F, _H_ON
C_HIE{F _JUDICAL_MAGISTRATE AT VNAG" UF
e ltion  out

] '_ State of Maharashtra n g :
- At the lnstance of Smt. TaJ| Shahnaz Farhat Abdul Khaill
| -'_i‘Drugs InSpector,:: s« ¢ 1y £ y
. L.___Food and Drugs Admmlstratlon (M S ) A
L Nagpur S e “ 2 ...... Complamant

2 _Mr Ga]endar Kumar Slngh

s 3 M/s Perenmal Medlcare ﬁr e

o -

~ VERSUS~ Wy W

1, - _Vmod Gupta S/o Shn Bemprasad Gupta, x
| Aged70 years,_ g _ Qs _
*Partner - M/s Perennlai Medlcare Shamtn, 7’ g
R/o. Surya Vihar, Rajgarh Road, Solan (H P')

Accused No 1 .

Aged 38 years, Manufactunng Chemlst
of M/s. Perennlal Medlcare,

shamti(Solen) . szt T
SR e ...... Accused No 2

; Sltuated at Shamti (Solan) 173212 (H P. )

| -'Chargey - CONTRAVENTION UNDER SECTION 18 e[%(.)_
R/W. SECTION 16 PUNISHABLE UNDER SECTION 27(d), & .
18 (B)R/W. 'SECTION. 16 PUNISHABLE UNDER SECTION -
 28(A)OF DRUGS & COSMETICS ACT 1940 & RULES
"THEREUNDER. | =,

it o R e et i e

'BLE AD DITIO NAL '

Accused No 3'5:;5‘




oM °5TRESPECTFUL'-YSHEWETH AS UN NDER: .

s 1:Tha ‘the complalnant 15 .'an Inspector appomt

:""Sectlon 21 of Drugs and Cosmetlcs Act 1940 and Ruies there._'.f_.._ by B ;

""'{under (herelnafter referred to as the sa|d Act), aﬂd

| "_authorlzed to unstltute thls prosecutlon under section 32 of

Drugs & Cos_metlcs_ Act, 1940; T

"_2,- _ That the complalnant s Drugs Inspector Jomed |n Food_- | :

& Dl‘Ug Admmlstratlon Nagpur on 16“‘ Jan 2012 and worklngf;_‘i":, -

'-at same place

o :3 That the Complamant recenved papers from Shn :_ }’}f?'fj
[P Bailal the then Drug Inspector Nagpur on 13/06/2012 (after o

o .f','\.lhls Transfer from Nagpur to Amravatl) in respect of Not of".:i : g

) Standard Quahty Drugs OPTIMOX CV Powder for Orai

Suspensmn B.No: PM 3814 Manufactunng Date 02/2011_'. y

B

',Explry Date ' 07/2012 Manufacturmg '- chense No
.MB/06/453 Manufactured by accused No 3, M/sj;'-_':

_Perennlal Med:care Sltuated at Shamtl (Solan) 173212 (H P ) 3

T o 'a[ong w1th one part of sea!ed sample of drug |n questnon

o 4 That the Accused N03 |s the flrm holdmg" drug

manufacturmg hcenses ‘in. Form 25 and 28 bearlng No

1
S

g (SO =



o % " g | Drugs Controlhng Cum Llcensmg Authorlty, Shlmla (H P) on‘_ E
o 9 1. 2007 and vaI:d upto 8.1, 2012 under sald llcenses they i Gy
o - '-___,-have permnss:on to manufacture and sale of Drug mcludmg

: "ji:-f OPTIMOX CV Powder for Oral SUSpenSlon

' MNB/06/452 and MB/06/453 The ncenses are zssued by

S That the Accused No 1 !s the Partner of the company:?f

.' ) ﬁwho looks after day to day actlwtles of the Accused:'

| "';'no3 i.e. company M/s Perenma! Medlcare, Shamta Lo

?and he is respons:b!e for manufacturmg of NOT OF._.‘. G

. STANDARD QUALITY Drug OPTIMOX cv. Powder for

' foral SuspenSIon B. No PM-3814.

j‘:iithe Accused no3 : 'i._-e_.' company M/s Perennial_'

> ,'_.‘__'._~manufactur|ng of NOT OF STANDARD QUALITY Drug-’_i"

"'_j_-i::"Medrcare Shamtr and ' ;is"i: respons:ble “for

6 That the Accused No 2 Is the manufacturmg chem:st of' :

o : OPTIMOX CV Powder for Oral Suspensron B No PM-f* R

3y i

‘tf3814

¥ T That from the paper received, wlt is revealed that on e

29 02 2012 Shr: P M. Bafla! the then Drug Inspector '

Nagpur vnsnted the premases of M/s. Samath Medicos |




' -_.-::'___r,:;-‘-_-ff;zsltuatEd at 23”d ﬂoor Handloom Market Gandhlbagh

egular samphng At the tlme'j:___

_i}f;Shn Mamsh Lalwan: proprletor of the flrm wes present i
, ;._The then Drugs Inspector Shrl P:M. Ballal exammed the 4 e
-’ ,_f_..drugs stocked for sale and drawn the sampie of drug'_
| including. OPTIMOX CV Powder for oral Suspensmn - ,
84 ;4x2x4 ng/30ml B. No PM 3814 Manufacturrng Date i
_f02/2011 Explry Date 07/2012 Manufacturmg Llcence 3
_'No MB/O6/453 Manufactured by Accused No: 3
M/s. Perenmal Medlcare Shamtn Solan (H. P) The"-_ Rt
=g -‘f:--'detaris of the sample are mentloned 1n Form 17 dated ;
_29/02/2012 bearlng No FDA/PMB/FEB 87/12 as per Sl
':_”procedure Iard down under Drugs and Cosmetncs Act K
i _':1940 Shn P ‘M.Ballal- the then Drug Inspector handed '
'over orlglnal ‘copy. of Form No.17. dated 29/02/2012 :
. .and one sealed part of said drug sample to Shn Manlsh
-_Lalwam proprletor of M/s Samath Medlcos and taken'-_
iacknowiedgment thereof The Frrm ISSl.Ied BIH No. 7479 g
'l"‘dated 29/02/2012 agamst the sald sample -and the '_
-’_‘..;payment of sald blll is- 1ssued to the ﬁrm by the Offlce.f‘. h

"'_-1-of the Complamant : W St

f vrsrt’



8 “That on’ 01/03/2012 ShrlPMBallal the then Drug L
o Inspector prepared Form 18 m tnpllcate beanng No ] o
NAG/REG/FRM/20927/MH -MUM DT 01/03/2011 ;”'ah'd: '

orrgmal copy of Form 18, along wrth one counterpart of i

-

sald sample Was sen‘t to Government Analyst Drug
= Control Laboratory, Mumbai by regrstered post parcel and .

“one copy of satd Form o 18 along wnth speCImen n

lmpressmn of seal used to seal sald sample was sent

§ separately to Government Analyst. -

9 That the offlce of the complarnant on 02/05/2012;

--.recerved Analytlcal Report in Form. 13 vnde Report No. .

"NSQ/MUM/20927/2012 dt. 24. 04. 2012 from the Gove.

__.j.-_""Analyst Drugs Control Laboratory, i Mumban
Government Analyst reported that ‘the Sald sample lS o
'NOT OF STANDARD QUALIIY for the reason “Content

:o'f'-ClaclavuIamc Acid nn the sample (when freshly_al'

prepared) is less {1 77% of the' labeled amount}Than

1P 2010 Ilmit as given in the protocol -and "‘l’he content :

:of Clavulanlc Acrd L the sample (when stored) 'is less <

ol ,{0%_of the_;.l_abel,-a_mount} than lP 2010 l’mrt as gaven ’

~ in the pr_oto‘col“,..'

e s A
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3';.___:_letter dt 05 05 2012 handed over: origmal copy of
: -Analytlcal Report to Shrl Mamsh Lalwam proprletor of o

Sl -M/s Samath Medlcos Gandfnbagh Nagpur and asked

. -the flrm to dlsclose ﬁame and address of the flrm from
‘ whom he acqurred the drug m questlon alongw1th
| "f'.documentary proof The compiamant also mfornaed for

“ " stopping sale of said drugs. = h b

o 11 Shn Manlsh : LahNam . propr:etor of M/s .' Sainath_ : :
. I'lMedlcos dlsclosed \nde h|s letter dt 09 05. 2012 that thelr
ﬁrm purchased the Sald drug from M/s TROIKAA
. ,VIPHARMACEUTICAL LTD. | H.No. 5063 Ground floor; Ward No.1,
:_NR.-T_ ~Point, Amravati road wadu Nagpur VlCle followmg‘

Invoices:

: 10 That the Shn P M Ballal the then Drug Inspector Vlde e

Sr.No

Invoice No. -

Date 3

guantits’}'

TGN1100121

30/09/2012.

>00%4.5gm/30ml

2.

T 150%4.5gm/30m |

-

TIGNI100279 | 31/01/2012

il +

M/s Sasnath Medacos Submltted purchase Invou:e )

) mode of transport and sale. detads of saad Drug. f

12, That v1de office letter No. D&C/PMB/784/2012/7 dated

: <, : 11/05/2012 Shri.P.M.Ballal the then Drug" Inspector sent




'-75?5173212 (HP) along wnth one sealed part of sample .

L -alongw:th orlgmal copy of Form 13 i.e.

, "'-{,.-'to Under the comphance of sectlon 23 (4) (III) and sectlon_-.r :

25 (-2) of the\sal.d Act.

13.; Accused No. 3 VIde his letter dated 13/06/2012 inform

that they recelved the Ietter No.” D&C/PMB/784~1201-2/7

" Interestmgly the then Drugs Inspector Shrl P.M Ballal vide

' .:send sealed part of sample and orlglnal copy of Govt Analyst

-freport of drug in questlon to Accused ‘No. 3 and in splte of

£ b receivin

K> -freport It seems that Accused had a malafied mtensaon ‘and

and Accused want to free frgm the clutches “of Law

- I © . dated 25/06/2012 and Reg.AD to Accused No. 3 sent copy of

S T S 'Form 13 i.e. Govt.Analyst report No. NSQ/l\'lUl"|/\20927/2012

.

- dt. 24 04. 2012 and. also aware Accused regardmg explry of

' _V,drug in question and h|s nght under seg:t!on 25(%

G 5;‘-’\\“.

:."letter to M/s Perenmal Medlcare Pharma, Shamtl, Solan -

Govt Analyst Report"" '

dated 11/05/2012 ' wnthout .Govt Analyst Report. ..

RPAD 'letter No D&C/PMB/784/2012/7 dated 11/05/2012

g said RPAD to Accused Accused denymg recelpt of |
delay tactlcs as drug in questlon is expirmg on 31/07/2012 _

_ Complannant once agam v1des E-mail dated 25/06/2012, Fax_ '




amant sent letter to Mr Hemang A

that The compl
of M/s TROIKAA_._‘ "

| Parlkh power of attorney Holder
:".'--PHARMACEUTICAL LTD. H.No. 5063, Ground floor Ward No.1, Es

5% NRT Pomt Amravatl road wadl Nagpu
| .alonngth copy of Analytlcal Report and asked the fll'

m from whom they

| disclose name and address of the ﬁr

' acqurred the drug ll’l questron along wrth documentary ‘proof

5 That on 05/07/2012 the complamant recelve

r. Hemang A Parll(h power of attorney Holder of- M/s.
CAL. LTD Wwadi Nagpur alon

per lnformatlon

"'from M

H 'TROIKAA PHARMACEUTI g with

‘ 'copy of |lC€l'IS€S and Purchase: 1nvosces As

= ‘submitted by Mr.- Hemang A parikh power of attorney Hol

KAA PHARMACEUTICAL Ltd
s Transfered by M/s TROIKAA

of M/s TROI it is disclosed ! that

'_the stock  of sald drug
TICAL Ltd Commerce Hous

b | PHARMACEU
| 'Bodakdev Ahmadabad 54 vide ST, N, 1) No 5001100259 dt.
l“."‘_: -'2'6]04/2011 2) 8001100339 dt 07/05/2011 and 3) No.
i .. 5001100462 dt. 18/05/2011 T

16, That' orl' 05/07/2012 the complamant sent - letter°

‘through Fax to - M/s.

‘Commerce" House-1, Saty

¢ on dt 05072012'

m o

d letter :

der i |

e-1, Satya -Marg '

TROIKAA PH,ARMACEd‘rICAL Ltd,

ya Marg -Bodakdev- Ahmadabad-54 '



asked‘ to disciose the source from whom they acqunred'.

rug m question along wnth documentary proof

-";'through post the complalnant recelved letter from Mr |
Prakash 1. Shah Executlve Dlrector of"'M/s " TROIKAA
PHARMACEUTICAL LTD. Commerce House 1, Satya Marg
Bodakdev Ahmadabad 54 along wath copy of - ltcenses and
'_'Purchase Invonces As per lnformat:on submltted by Mr. _
'_-Prakash JShah Executlve D:rector of M/s TROIKAA.‘,_ /
PHARMACEUTICAL Ltd. Ahmadabad 54, !t |s dlsclosed that
the ﬂrm purchased the sazd drug from Accused No 3l.e M/s '
o Perenmal Med|care Situated at: Shamtl (Solan) 173212 (H P.)
.wde Invo:ce No 1362 dt. 04/03/2011 Quantity 8984 X"

. '4 5gm/30ml

_18.' That the Complalnant vrd@. Ietter dated 07/07/2012

recelved copy of licenses and constltution of Accused No. 3-_

- from shri. S.K. Nandekar Drugs Inspector Nagpur

e

E 19 That on 10 7. 2012 the comd]amant Seized the stock of .

. Not of standard quahty drug from Mr Mamsh Lamanl Prop .
_M/ Sainath Medlcose SiEuatads at 22 ﬂoor Handloom

Market Gandhlbagh Nagpur M/s. Nagpur under Panchnama &

That on 09/07/2012 through Fax and on 11/07/2012
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Form 16, dated 10/07/2012 Complamat took cust(j_dy'
: _bermrssnon vide MlSC Apphcatton No 1539/12 from Hon 'ble

"Z;IA CJ M Court Nagpur g Aen fj & i

o
i

o0, That on 29/05/2012 ofﬁce of the SthMBanay

-'12/10, -dated 08/05/2012 from Jomt Commsssmoner “and
Controllmg Authorlty, [H Q ], Food and Drugs Admmnstratlon
[M.S,] (H.__ Q.), Mumbai to Iaunch prosecutson agamst the

manufacturer i. . Accused No. 3.

Coa1n _Thg-'-'-ihvéstig_ _tion made by complainant
L"'._reve:al-eld as un.der:--'.'-_ :_ | N o
L1 * Accused ‘o ’-_.'is e Hold'ihg " Drug

. Manufacturlng License in Form 28 bearmg "no'.—

" MB/06/453 under - which manufactyrmg of

o

Optamox cv’ powdér for oral suspensmn was_

| :permitted. Accused no:. 1, 2 & 3 manufactured

| Opti'mox?"c:v powder for oral sus'p'en'sk')p Batch no.
PM-3814 around 8984 bottles of said dru.gb
i dlstrlbuted to M/s. TROIKAA PHARMACEUTICAL
Ltd 'Ahmadabad- -54, and out of whach total 2548

. 'bottles quantity supplied to M/s M/s. TROIKAA-

) -recewed prosecutton “order No MUM/20927/2012/1068— o



PHARMACEUTICAL Ltd Nagpur further they sold
'-the said’ drug to M/s* Samath Medrcose Nagpur

"i'.'m Quantlty 350 bottles from. whrch:---_the then

‘which is declated NOT OF STANDARD QUALTTY.
iy - That the accused no- .1--‘is't'he p_artn__er,who looks '
 after the-day to day'.attiViti'e's of the ,compan’y-.'i.e.

- M/s Perénnia’l_-Me‘dicare- Shamti, Solan (H.P).

- 22. _Th'at the}O_ptimox-cv'ipopwder for oral Suspension
* is the drug swithin the .meaning df s'ec'ti‘o'n 3(b) of

- the_Dru_gs' 8 Cosmetics ACt, 1940.

23, Trhe Section 18 -&%%--(i)--- of Drugs & Cosmetics Act,
1940 read as- follows:-

. ffN'o-ipe-rson- shall himself or by :any other per;o'n or_n-his
pehalf _rnanufacture_. for sale or sell. or dlstrlbuté.an\/ |

drug whieh is not of standard qua,llty.

. Drugs Ih_sp'ector drawn samples on -_29/62]201;7_',_ L



E LS

CH ARGES

_________.———-'

That the cornpiamant therefore charges that

"AOn' ‘ . pefore . Feb 2011 "_the'“ accused had r

STANDARD QUAl‘.ITY drug i.e. OPTIMOX-CV powder
for Oral Suspensron 4Egm/30ml BNo PM- .3814,

Manufactunng Date ©02/2011, Exprry . Date:

07/2012 and drstrrbuted to M/s Salnath Medicose .
Nagpur through above mentroned dlstrrbutors and
commrtted offence under Section 18&%(1) rendermg:
! thernse\ves hable for pumshment under Sectron 27 -

o (d) of -Drugs & Cosmelics Act, 1940.

i) Complamant also charges that :AcCUse'.N.o.”i 8 3
falled to produce manufacturlng/testmg/distribut‘ron .
et_c. detaﬂs of drug in questron as requrred under
section 18-B by the complaihant and the then Drugsn
Inspector ShrrPM Baual and Hence _committed '7
offence under sectron 18 B pumshable unﬁder section

8 _'_28'*-”‘ of DFUQS & Cosmetrcs Act 1940.

nufactured for sa\é '/ dlstnbutron of NOT OF e
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PRAYER- . The complalnant therefore prays that L

" _.i)' - All the documents of Mnsc Apphcatlon No
5 with this Case M.
' u) The process may please be ISSLIed agamst
the accused and. they may be dealt with
_-accordance to Iaw and for this act of kindness

the comp!alnant shall be duty bound ever pray.
'COMPLAINANT

(Ta_‘]l Shahnaz F.A. Khahl)
Drugs Inspector,

_,Nagpun S a :‘__' “Food & Drug Administration,
LM Date Glaj‘]q’

Nagpur (M.S. )_

Enclosure -

) List of Witnesses

list. _
iy Setof complaint and docuh_rnent's-f_or accused.

_:_1539/12 . 11/07/2012 may be amalgamated

;' i}  List of document,s and original 'doc‘umepts as 'per
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NESSES in C.C. No.

."Shn P M. BaEial Drugs Inspector, Food & Drug Adm:mstration, ‘
g Amravati,(M ) o

&hri. - S.K.Nandekar, Drugs Inspector, Food &  Drug
Admlnistratlon, Amravati,(M.S). -

- Shri.Manish ~Lalwani proprietof of M/s. Sainath 'Médi_cos
situated at 2°™ floor Handiocom Market Gandhibagh Nagpur.

_"Mr. ‘Hemang .A Parikh power of attorney Holder of M/s.
2 TRO-IKAA PHARMACEUTICAL LTD. H.No.5063,;.Gr0und floor
;_Ward No.1, NR.T Point, Amravati road wadi Nagpur.

Mr. Prakash J.Shah Executive Director of M/s. TROIKAA
PHARMACEUTICAL Ltd. Commerce House-1, Satya Marg
- Bodakdev Ahmadabad-54.

‘Shri. $.M. Saptarshi Govt.Analyst, Drugs Control Laboratory
- - Mumbai. :

~Shri. Satiéh. D. Kumbalwar, Panch. No.1, Maya Nagar

Indora Nagpur

Shri. Shravan. R, Sabad, panch. No.2 mata chowk near

)
O _Devichadevda Nagpur.

Any other witness with the kind permission of this Hon'ble Court.

b

_ (Taji.-Shahnaz F.A. Khalil)
Drugs Inspector,
Food & Drug Administration,
Nagpur (M.S.)




