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% MAHARASHATRA POLLUTION CONTROL BOARD
Phone 4010437/4020781 o Kalpataru Point, 3rd & 4th floor, Sion- Matunga
14037124/4035273 o Scheme Road No. 8 Opp. Cine Planet Cinema,
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/4023516 2
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No. MPC

LETTER OF BIO-MEDICAL WASTE AUTHORISATION /

[Authorisation for Generation, Storage, Treatment & Disposal of Bio—MedicaAjﬁ@;fes under
Rule 7(4)of BMW (M & H) Rules 1998] %

No. MPCB/PSO/BMW/ Navi Mumbai - 17 Dated: 2.G:0/*28 1Y
L. File number of authorisation and date of issue
1. M/s. Reliance Life Science Pvt. Ltd.,, Navi Mumbai s hereby granted an authorisation

for generation, storage, treatment and disposal of biomedical waste on the premises situated
at Plot no. R- 282, TTC Indl. Area, MIDC, Rabale, Thane Belapur Road, Navi Mumbai.

II1. This authorisation is renewed w.e.f. 01.08.2013; and shall remain valid for a period up to shall be
in force for a period up to 31.07.2014. An application shall be made by the occupier/operator for
renewal 3 Months before expiry of earlier authorisation.

Iv. This authorisation is issuéﬁf}subjecf to compliance of the conditions stated below
and to such other conditions as may be specified in the Rules for the time being in
force under the Environment (Protection) Act, 1986.
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V. No of Beds: 102 @/

Terms and Conditions of authorisation

@,

1. The “authorized Person” Head, Project & Engineering, of M/s. Reliance Life Science Pvt. Ltd.,,
Navi Mumbai shall comply with the provisions of the Environment (Protection) Act, 1986, and
the Rules made there under.

2. The authorisation 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. It is the duty of the authorized person to take prior permission of the prescribed authority
to close down the facility.




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

No. MPCB

ego De ptio Quan 0 egregatio eatment & Disposa
O 4 : 010
g oding
1 Cat -1 Human 500.0 Yellow Incineration
Anatomical waste
Cat-2 Animal waste 600.0 Yellow Incineration
2 Cat-3 Microbiology & 500.0 Yellow [ncineration
Biotechnology
Waste
3 Cat-4 Waste Sharps 100.0 Blue / white Disinfectig {chemical
translucent treatment) nd mutilation
t shredding‘{'
4 Cat-5 Discarded 10.0 Yellow Incineration
Medicines and
Cytotoxic drugs [ N
5 Cat-6 Soiled Waste 22000.0 Yellow . " Incineration
6 Cat-7 Solid Waste 250.0 Red Disinfection (chemical
X treatment) autoclaving /
and mutilation / shredding
7 Cat-9 Incineration Ash As per Actual Black Send to CHWTSDF
authorized by MPCB J

|

6. The liquid/solid waste generated ;:\’*:f;gom the treatment activity (from laboratory and
washing, cleaning, housekeeﬁiﬁg and Hisinfecting activities) shall be treated suitably by
providing effluent treatment facility to conform the standards prescribed in Schedule V of said
Rules and the Environmen’f’ (Protection) Act, 1986.

7. (1) BMW  shall be "fféated and disposed of in accordance with Schedule I; and in
compliance with, the ‘standards prescribed in Schedule V of said Rules.

(ii) You shall setf_i‘lp,»requisite BMW treatment facilities like incinerator, autoclave, shredder, etc., in
accordance with the BMW rules.  You shall disposed of the duly treated Plastic Waste to
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.

8. (1) 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-IT prior to storage, treatment and disposal. The containers shall be labeled
according to Schedule 111,

iii) If a container containing BMW is to be transported from the remises where BMW is
8 p P
generated to any waste treatment facility outside the premises, the container shall, apart
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from the Label prescribed in Schedule II1, also carry information prescribed in Schedule IV and
shall be transported by authorized Transporter only.

(iv) Notwithstanding anything contained in the Motor Vehicles Act, 1988 or Rules there
under, BMW shall be transported only in such vehicle as may be authorized for the
purpose by the competent authority as specified by the Government.

(v)  No untreated BMW shall be kept stored beyond a period of 48 hours.

(vi) Necessary protective gear for the waste handlers shall be provided by the firm autharity.

(vii) You shall ensure proper collection of mercury spillage arising mainly due to brea

of thermometers pressure gauges (Sphygmomanometers) other equipments used in health care
facilities (HCFs) as well as its storage in accordance with the Hazardous V{qu . (Management &
Handling) Rules (presently these Rules has to be read as 'Hazardous Waste (Management &
Handling and Transboundary Movement) Rules, 2008) and retufning it to the instrument
manufacturers apart from necessary taking steps to ensure that the spilled mercury does not
become a part of bio-medical or other solid wastes generated from the HCFs.

9. Standards for waste autoclaving:
The autoclave should be dedicated for the purposes ‘of disinfecting and treating bio- medical
waste,

() When operating a gravity flow autocla{ﬁ\;’fé’,‘“médiy&al waste shall be
Subjected to:

(i) atemperature of not less than 121 Ce and pressure of 15 pounds per
Square inch (psi) for an'atitoclave residence time of not less than 60 minutes; or

(i) a temperature of not less‘than 135 Co and a pressure of 31 psi for an autoclave residence
time of not less than 45 minutes;
or % ’“”7’/,..

(iii) a temperatiii‘é: ‘:df.’potwless than 149 Ce and a pressure of 52 psi for an autoclave residence
time of not less than 30 minutes,

(II)  When obﬁe’;gting/ 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
fo‘ﬂgwing.

(i) s'fgémperature of not less than 121 Ce and a pressure of 15 psi for an autoclave residence
time of not less than 45 minutes; or

(i) 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

(III) 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.
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of day, load identification number and operating parameters throughout the entire length of
the autoclave cycle.

(V) Validation test: Spore testing. — The autoclave should completely and consistently kill the
approved biological indicator at the maximum design capacity of each autoclave unit.
Biological indicator for autoclave shall be Bacillus stearothermophilus spores using vials or
Spore strips, with at least 1x 10¢ spores per milliliter. Under no circurnsg@ances will an

autoclave have minimum operating parameters less than g residence time of*30 minutes
regardless of temperature and pressure Tess
than 15 psi.

(VI) Routine Test.—A chemical indicator stri

10. The liquid / solid waste generated from the treatment activity :'(fr‘/orn: laboratory and washing,
cleaning, housekeeping and disinfecting activities)“shall be treated suitably to conform to

10.1 Standards for LIQUID waste :
The effluent generated should conform, to the foIloWing limits

PARAMETERS PERMISSIBLE LIMITED

PH e 65-9.0 %

Suspended solids ... 100 mg/1

Oil and grease lOmg/l

BOD o %30 mg/l

COD o250 mg/l

Bio-assay test LA 90% survival of fish after 96 hours in 1009 effluent

terminal?séwage 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.

10.2 CONDITIONS UNDER AIR ACT:-

Operating Standards
1. Combustion efficiency (CE) shall be at Jeast 99.00%.
2. The Combustion efficiency is computed as follows;

No. MPCB/PSO/BMW/ Pune - | 7
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%CO:2 + % CO
3. The temperature of the primary chamber shall be 800 + 50 deg. Ce,
4. The secondary chamber gas residence time shall be at least ] (one) second at 1050 =+
50Ce with minimum 3% Oxygen in the stack gas.

5. Minimum stack height shall be 30 meters above the ground
6. Volatile organic compounds in the ash shall not be more than 0.01%

Note

* Suitably designed pollution control devices should be installed / retrofitted with the
incinerator to achieve the above emission limits, if necesééﬁx.

* Wastes to be incinerated shall not be chemicﬁl'jl‘y,;htre:ated with any chlorinated
disinfectants. N

* Chlorinated plastics shall not be incinerated.

* Toxic metals in incineration ash shall be limited within the regulatory quantities as

10.3  The Applicant shall instal] power génerating sets (Diesel)

NottoBxceed  [150 | mgNm3 |
NottoFxceed |50 | —ppM |

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

Power generating set

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

MW/ Pase - |7  Dated: ’)/7«)7%,‘7 5
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10.6 Conditions for Power Generating Sets (Diesel):-

1. Noise from Power Generating Sets shall be controlled by providing acoustic enclosure or
by treating the room acoustically.

enclosure/room and then average.

3. The Applicant should make efforts to bring down noise level to DG Sex,, outside the

premises, with ambient noise requirements by proper siting and controk measures,

4. Installation of DG Set must be strictly in compliance recommendations of DG set
manufacturer. '

5. A proper routine and preventive maintenance procedure for Set shall be set and followed

in consultation with the manufacturers, which would help to prevent noise levels of Sets

from deteriorating with use.

6. The DG set shall be operated only in case of power failure applicant shall make
arrangement for regular electrical power,

7. The Applicant shall not cause any nyjsance in the surround area due to operation of DG |
sets o

8. In case of problems, the D.G. et shall not be operated un set back to satisfactory
position.

1L () You shall submit an Anﬁual Report to resp. Regional Office in  Form-II by 3lst
January every. year including information about the categories and quantities of
BMW handled duiring the preceding year.

(i) You shalli‘)rrifé-;ntain 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) Ail;;;records shall be subject to inspection and verification by the prescribed authority at
any time.

12. When any accident occurs at any institution or facility or any other site where BMW is
handled or during transportation of such waste, the authorized person shall report the accident |
in Form III to the prescribed authority forthwith.

13. This authorization is issued subject to special condition as mentioned below,
(1) To submit Bank Guarantee of Rs. 4.00 Lakhs towards compliance of condition mentioned at
Annexure — A to Regional Officer, Rune. 2 7
Y720 MMisDhey s
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(ii) You shall submit compliance of each Bank Guarantee conditions every six months to Regional
Officer, Pune for verification purpose.

(iii)  You shall provide Annual report in Form —II duly certified by facility operator.

15 This authorization has an overriding effect over the earlier authorization granted by Board vide
letter dated 19.10.2012
16.  The Occupier will obey all the lawful instructions issued by the Board Officers from time to time.

Sd/-

(Rajeev Kumar Mital)
Member Secretary
Prescribed Authority : '
‘ /‘%\\ .
- _ (Dr. AiR.Supate)
@ Principal Scientific Officer

M/s. Reliance Life Science Pvt. Ltd.,,
Plot no. R- 282, TTC Indl. Area,
MIDC, Rabale, Thane Belapur Road,

Navi Mumbai. N

Authorization Fees Received:-

0 Amo DD 0 Date Dra O
1 12500 -, 003605 11.05.2011 ICICI Bank

2 2500 007336 09.07.2012 ICICI Bank |

Copy to:,

1. ChiefAccounts Officer, MPCB Board Mumbai — for information.

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

3. Sub Regional Officer, MPCB » Navi Mumbai ~II - for information and n.a.
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Bank Guarantee
Amount

Timeline
(Months)

Operation and Maintenance _
To Segregate and Handle BMW as per Rule Continuous

To achieve

Continuous
Secondary chamber of incinerator

3 To conduct and meet sterilization validation test
-W

4 | To Operate and maintain APCD to achieve
| peactsassaort manan 460 > e

5 Operation and Maintenance of ETP to achieve
| | i e of €T 1o i

I (B) | Records

To Maintain records of BMW and submission of
Annual Report in Form —{| before 31° January

temperature of Primary  and

Continuous -

Continuous

To maintain records of BMW materia| received Conﬁhuous
/delivered to authorized party/ CBMWTSDF;{ .

(Transporters only)

LA

Performance
To provide separate BMW storage facility
To provide Automatic BMW feeding S

Rupees Four Lakh only

Sd/-
(Rajeev Kumar Mital)
Member Secretary 2
and
Prescribed Authority

]

]
" (Dr. AR Supate)
@& Principal Scientific Officer
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