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LETTER OF BIO-MEDICAL TE AUTHORISATION
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[Authorisation for Generation, Storage, Treatment & Disposal of Bio-Medica.l:" :Fes under
iy
Rule 7(4)of BMW (M & H) Rules 1998] L T
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No. MPCB/PSO/BMWI/ Pune - 77 Dated: |\ o ¥ ‘g o'\&!‘ ‘l,""
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IL. Lupin Ltd.(Research Park) is hereby granted an a,ij}h:c')his:gtion for generation, storage,
treatment and disposal of biomedical waste ~on ‘1fh !Q'r%n'lises situated at 46/47 A, Mulshi,

Nande, 46/47 A, Nande Village, Tal:- Mulshi, Dist:- Plme, |
\|.
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[II.  This authorisation shall be in force for a Rei;ithd'p' 16 26.10.2014. An application shall be made

by the occupier/operator for renewal 3 MQﬂt}}g‘l;é'fore expiry of earlier authorisation.
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IV. This authorisation is issued ibjicth, 'to  compliance of the conditions stated below

- & T
and to such other conditia{iﬁ ‘qﬁi) may be specified in the Rules for the time being in

force under the Environmen';‘gPrgt\ection) Act, 1986.
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Terms and Conditions oﬁ aH' tho'r_i‘ sation

‘§ ‘.I:""
1. The “aptl}‘of'i"bi"Person” Sr. Vice President of Lupin Ltd. (Research Park), Mulshi, Pune shall

« of § I
V. No of Beds: NIL (Rgsg;ﬂi:\}‘ﬂ?;ﬂl) d/
l. “
i
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Complg.‘ﬁﬁl"b e provisions of the Environment (Protection) Act, 1986, and the Rules made
théte, r'HF;‘!
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2. Théauthorisation shall be produced for inspection at the request of an officer authorized

by the prescribed authority i.e. Member Secretary, MPCB.

3. Any unauthorized change in equipment or working conditions as mentioned in the application
by the person authorized shall constitute a breach of this authorisation.

4. Tt is the duty of the authorized person to take prior permission of the prescribed authority
to close down the facility.
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No. MPCB/PSO/BMW/ Pune - > ¢, Dated: [9'& 22172




5. The authorisation is granted for generation of Bio-Medical Waste (BMW) in waste categories
and quantities listed here in below :

0 De ptio Q 0 egregatio € & Dispo
O ced : 010
5 Oding
1 Cat-2 Animal waste 750.0 Yellow Incineration
Cat-3 Microbiology & 25.0 Yellow Incineration
Biotechnology
Waste
3 Cat-4 Waste Sharps 3.0 White / Blue | Disinfection by do.hemlcal
Translucent | treatment, auioélaying .
shreddin, hcf‘ handed
over/t Iy(?B authorized
mptaf‘fgc&p'lers
4 Cat-5 Discarded 5.0 Yellow {nqk'n?rahon
Medicines  and "ll‘{' \.“}i
Cytotoxic drugs e
5 Cat-6 Soiled Waste 4.0 Ye}loy’nh "Incineration
6 Cat-7 Solid Waste 2.0 r édm) Disinfection by chemical
" ..,,l treatment, autoclaving ,
‘ ,,,“., A shredding and handed
', “'l,l ""' over to MPCB authorized
,"'., Y, 1" plastic recyclers.
7 Cat-8 Liquid Waste " -:"3’ Q'-.I af Plastic Disinfection by chemical
' "'-.“\‘ v Container | treatment and discharge
M ) into ETP
8 Cat-9 Incineration Asyh 'As per Actual Black Send to CHWTSDF
.l ‘! W, apthorized by MPCB
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6. The llquld/sohd"a qute generated from the treatment activity (from laboratory and
washing, cleﬂ g‘n“housekeepmg and disinfecting activities) shall be treated suitably by
prowdmpg it treatment facility to conform the standards prescribed in Schedule V' of said
Rules iaq ‘ghb nvironment (Protection) Act, 1986.
{ oy

721 WW" shall be treated and disposed of in accordance with Schedule I; and in

cBmphance with the standards prescribed in Schedule V of said Rules.

(ii) You shall setup requisite BMW treatment facilities like incinerator, autoclave, shredder, etc., in
accordance with the BMW rules. You shall disposed of the duly treated Plastic Wasteto
authorized MPCB, recycler under Plastic Rules and incineration ash in secured land fill site at
common H.W. treatment & disposal facility setup as per the Hazardous Waste (M & H) Rules,
1989 as amended and authorized by MPCB.

No. MPCB/PSO/BMWI/ Pune - 72  Dated: 1¢.¢ 10| 2



8.(i)) BMW shall not be mixed with other wastes or reused, recycled or sold in any form.

(i) BMW shall be segregated into containers / bags at  the point of generation in accordance
with Schedule-II prior to storage, treatment and disposal. The containers shall be labeled

according to Schedule IIL.

(iii) If a container containing BMW is to be transported from the premises where BMW is
generated to any waste treatment facility outside the premises, the container shall, apart
from the Label prescribed in Schedule III, also carry information prescribed in Schedule IV and
shall be transported by authorized Transporter only. \

iy

(iv) Notwithstanding anything contained in the Motor Vehicles Act, 1988{P‘1‘|‘|I-:(}ples there
under, BMW shall be transported only in such vehicle as may be'ﬁtft i?ized for the
purpose by the competent authority as specified by the Govemrg}‘pqi,[.h'q:‘..

° 'll‘"‘""

Y
(v) No untreated BMW shall be kept stored beyond a period of 48 houlis,:"u.ll "y
HWh

.'lu“
L‘y {the firm authority.
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(vi) Necessary protective gear for the waste handlers shall be prov]gfé’d’
oy, ..'u
(vii) You shall ensure proper collection of mercury spillagQ’z'irigiﬂl‘g"}‘r'fainly due to breakage
of thermometers pressure gauges (Sphygmomanomete 8) o;ﬂér equipments used in health care
facilities (HCFs) as well as its storage in accordam&%'élwiti'll the Hazardous waste (Management &
Handling) Rules (presently these Rules ha¥ gd:{)'é'»féaa as 'Hazardous Waste  (Management &
Handling and Transboundary Movemen'h):‘li‘nr'es', 2008) and returning it to the instrument
manufacturers apart from necessany:‘taihi{{g é\!éps to ensure that the spilled mercury does not
become a part of bio-medical or othgf:sq‘lid"vllastes generated from the HCFs.
)
9.  Standards for waste autoclavi'rilg:"hl '
The autoclave should beﬁl‘éqib?.ted for the purposes of disinfecting and treating bio- medical
waste, LN
N !
% 'l\. “‘. w
() When opera‘t;i;iganﬁilavity flow autoclave, medical waste shall be
Subjected td} l‘|:|
(1) W2 teﬁiEil;a,ture of not less than 121 Ce and pressure of 15 pounds per
“'Sli:ﬁh:" nich (psi) for an autoclave residence time of not less than 60 minutes; or
‘:(i'ib d é‘mperature of not less than 135 Ce and a pressure of 31 psi for an autoclave residence
‘l;:..“:."\.tj e of not less than 45 minutes;
"\," ' or
(iii) a temperature of not less than 149 C° and a pressure of 52 psi for an autoclave residence
time of not less than 30 minutes.

(I)  When operating a vacuum autoclave, medical waste shall be subjected to a minimum of one
pre-vacuum pulse to purge the autoclave of all air. The waste shall be subjected to the
following.

(i) a temperature of not less than 121 C and a pressure of 15 psi for an autoclave residence
time of not less than 45 minutes; or

No. MPCB/PSO/BMW!/ Pune - 79 Dated: |q.g 2212 3



(ii) a temperature of not less than 135 Ce and a pressure of 31 psi for an autoclave residence
time of not less than 30 minutes; or

(1) Medical waste shall not be considered properly treated unless the time, temperature and
pressure indicators indicate that the required time, temperature and pressure were reached
during the autoclave process. If for any reasons, time temperature Or pressure indicates that
the required temperature, pressure Or residence time was not reached, the entire load of
medical waste must be autoclaved again until the proper temperature, pressure and residence
time were achieved.

1
(IV) Recording of operational parameters,- Each autoclave shall have graphic‘:m;. computer
recording devices which will automatically and continuously monitor and re ofd.l tes, time
of day, load identification number and operating parameters throughout theentire length of

the autoclave cycle. " |::"l|". b

X 'll iy, tald

(V) Validation test: Spore testing. — The autoclave should compl p;;?y, .al;'d' c!:onsistently kill the
approved biological indicator at the maximum design c3 rl} "df each autoclave unit.
Biological indicator for autoclave shall be Bacillus stean'){ﬂ"e.rm‘o'f) ilus spores using vials or
spore strips, with at least 1x 104 spores per milliligf.'}‘:'h{fxﬂ'er no circumstances will an

Sip . ot : : :
autoclave have minimum operating parameters"l‘éss‘.th‘a I'a residence time of 30 minutes,

regardless of temperature and pressure, a tempex‘q;yr%"l'ess than 121 Ce or a pressure, less
than 15 psi. -.l"‘u\‘ 7

(VI) Routine Test—A chemical indicator lst:ﬁp?lapé that changes color when a certain
temperature is reached can be used to.\t "f){"\sh t a specific temperature has been achieved. It
may be necessary to use more tt}‘ag qp@. ‘hdp over the waste package at different location to

ensure that the inner content of 't‘}'lq“b;i? age has been adequately autoclaved.

@ b
10. The liquid / solid waste generate‘&‘tdro.ﬁi"the treatment activity (from laboratory and washing,
cleaning, housekeeping an _"'gifinf'écting activities) shall be treated suitably to conform to
Y

1

the standards prescribc\ad ih;b:' ¢ V of said Rules and the Environment (Protection) Act, 1986.
“\i“.l| "\ﬂ
» 0\ |!
10.1 Standards for LIQU"'[P;'w ’te -
l. l \ |.'
The effluent gqﬂq‘éét;e':'d'should conform to the following limits

\
(M \
|l. |\ "

PARAME”HE\ ‘ » PERMISSIBLE LIMITED

PHy, \W» .. 65-90

Susp'éq;d\id solids ... 100 mg/1

Oil and'grease 10 mg/1.

BOD 30 mg/l

COD 250 mg/1

Bio-assay test > 90% survival of fish after 96 hours in 100% effluent

These limits are applicable to those hospitals which are either connected with sewers without
terminal sewage treatment plant or not connected to public sewers. For discharge into public
sewers with terminal facilities, the general standards as notified under the Environment
(Protection) Act, 1986 shall be applicable.

No. MPCB/PSO/BMWI/ Pune - 7q  Dated: |q- 4



10.4 The Applicant shall erect the Chimney (s) of the following specifications

S.No | Chimney attached to Height above roof level shall be

1 Power generating set H+2KVA

10.5  The Applicant shall provide ports in the chimney and facilities such as ladder,platform etc for

10.6 Conditions for Power Generating Sets (Diesel):- iy

1]

1. Noise from Power Generating Sets shall be controlled by providing imq%%h
by treating the room acoustically. K :" ,”".,“:

2. Industry should Provide acoustic enclosure for cont'rq{ gfhlf\oise. The acoustic
enclosure/acoustic treatment of the room shall be desigﬂeﬂn..for minimum 25 dB(A)
insertion loss or for meeting the ambient noise standay, bg.vdhjdhever is on higher side. A
suitable exhaust muffler with insertion loss of 25. :{,gl@)"‘shall also be provided. The
measurement of insertion loss shall be done aEhdiffer.!.zqf'points at 0.5 meters from acoustic
enclosure/room and then average. \ Yyl

3. The Applicant should make efforts to bﬁﬂﬂg down noise level to DG Set., outside the
premises, with ambient noise requil".eme;n;. ‘lz'yxproper siting and control measures,

4. Installation of DG Set must be ,’slgrj.' X:liﬁ compliance recommendations of DG set

t

manufacturer. W 'n,. 'n.
N,

. : L WA T
from deteriorating withue, )
6. The DG set shall‘ he c;l)grated only in case of power failure applicant shall make
arrangement fq'r r_qgulg:l:,electrical power
7. The Appliqg‘l"i;.g'ilg.}!"mot cause any nuisance in the surround area due to operation of DG
sets s G, N
8. In case ‘of”'lP‘lfQ‘kgl'ems, the D.G. set shall not be operated un set back to satisfactory

positiofy, )

‘ h N
W, b
11. (i) ,,,: ii‘slﬂ‘lll submit an Annual Report to MPCB(HQ), MUMBAI in Form-II by 31st
':"l,' IQ ,l'fary €very year including information about the categories and quantities of
"::;;.,:sl:'é handled during the preceding year.
W,
(i) You shall maintain records related to the collection, reception, storage, transportation,
treatment, disposal and / or any form of handling of BMW in accordance with these

Rules and any guidelines issued.

(iii)  All records shall be subject to inspection and verification by the prescribed authority at
any time.

No. MPCB/PSO/BMW/ Pune- 79  Dated:
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13. This authorization is issued subject to special condition as mentioned below,

(i) To submit Bank Guarantee of Rs. 5.50 Lakhs towards compliance of condition mentioned at
Annexure — A valid upto 26.10.2014 to Regional Officer, Pune.

(ii) As stated in letter dated 13.05.2013 industry during the revamping of existing incinerator (i.e.

from August- 2013 to October- 2014) shall dispose of BMW generated through authorized BMW
transporter at CBMWTSDF, Talegaon with advance information to RO, MPCB, Pune and shall
maintain records accordingly.

(iii) Transportation, Treatment and Disposal at common facility shall confirm the regulatory
requirements, as applicable. .

14. This authorization has an overriding effect over the earlier authorization grant Board vide
letter No. MPCB/JD(PAMS)/BMW/Pune-74,dated 11.02.2013 - g:"u, ul
; W LN
(

\ b :

fﬁde‘l!é from time to time.
Y
{ ]

t
15.  The Occupier will obey all the lawful instructions issued by the Boal;c'i"Q
\

t

‘
t
.Nl

- 1 ‘. o

,l"n‘,’rﬂnéi;éhl‘s 'gﬁtiﬁc Officer
Y l N

To '.l' -

Lupin Ltd.(Research Park) ™y %

46/47 A, Nande Village,"l, (.

Tal:- Mulshi, Dist:-'Byne "

" " ‘.

) f 3
Authonzanon‘ :f‘é

Drawn On
Citi Bank

931674 18 Sep 2012

1. Chief Accounts Officer, MPCB Board Mumbaj — for information.

2. Regional Officer, MPCB, Pune- for information and necessary compliance of the condition
mentioned in the authorization. He js also directed to ensure the timely compliance of
condition No. 9, regarding Bank Guarantee and report to PSO.

3. Sub Regional Officer, MPCB » Pune ~II - for information and n.a.

No. MPCB/PSO/BMW/ Pune - 79 Dated: |9.¢.26(13 7



Statement of conditions to be complied an
to be observed by Lupin Limited (Research

Annexure -A

d Bank Guarantee imposed to ensure tim
Park), Pune

ely compliance

Sr. Activity / Condition to be Complied Compliance Bank Guarantee
No. Timeline Amount
(Months)
I(A) | Operation and Maintenance "nh
™,
1 | To Segregate and Handle BMW as per Rule Continuous 50,0'00'[. Ny
| .:h. Y
2 | To conduct and meet sterilization validation test Continuous oy ZF:OQO,).
and temperature test for Autoclave ', N
1(B) | Records ", "u,“}!
t
iy, l“
1| To Maintain records of BMW and submission of Continuous R )" 25,000
Annual Report in Form -l before 31% January o . .
2 | To maintain records of BMW material received Continuoys',, ™ 25,000
/delivered to authorized party/ CBMWTSDF ‘u- l. W'y
(Transporters only) W ‘.'m
Il__| Performance ry,
1__| To provide Separate BMW storage facility g NN Six 50,000
2 | To Provide / revamp of existing incinerator o "JBto October - 3,75,000/-
J6 M 2014
RN Total, 5,50,000/-
'.‘!..'n"'h,.'
Rupees Five Lakh Fifty Thousand'pp.ly.""u.','u,"'
.h ..H‘
t
"ll.. 4
"u""; 8]
W o N Sd/-
.-"'. W, (V.M.Motghare)
] 1]
PRLTINE Member Secretary
.4" ( '-,.-"’ and
...'.., Y Prescribed Authority

No. MPCB/PSO/BMW/ Pune - Dated:
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" (or. Qs/mpe/)

CZ Principal Scientific Officer

19-& 2612



