MAHARASHTRA POLLUTION CONTROL BOARD

Sub Regional Office, Thane 1

Fax : 24087295 MAHARASHTRA 5th Floor, Office Complex Bldg.,
P— % Near Mulund Check Naka,

) ‘-.. Wagale Estate,
Website : http//mpcb.gov.in/ Thane-400 604

E-mail: srothanel@mpcb.gov.in “"

LETTER OF BIO-MEDICAL WASTE AUTHORISATION
[Authorisation for Generation, Disposal of Bio-Medical Wastes under Rule F&

File number of authorization and date of issue \
No. MPCB/SROT-I/BMW Ren Autho./210300025 4 Date %/ 03/2021

II. M/s. Mauli Hospital is hereby granted an authorization for Generation of biomedical
waste on the premises situated at Opp. Deep Bharti Bha Pada no. 2, Thane
- West. X "

[I.  This authorization shall be in force for a period @ to 31%2024. An application shall
be made by the occupier/operator for renewah3 Months before expiry of earlier
authorization. :

IV.  This authorization is issued subj ctQ compliance of the conditions stated
below and to such other conditions may be specified in the Rules for the time
being in force under the Envir;\txent (Protection) Act, 1986.

V. No of Beds: 8 Q

Terms and Conditions of gg}igrization
A0

| 1. The authorize rson shall comply with the provisions of the Environment
(Protectiot%[, 1986, and the Rules made there under.

2. TheautHokization shall be produced for inspection at the request of an officer
¢1§?ﬁzed by the prescribed authority.

3..'i)The authorized person shall not rent, lend or sell the biomedical waste or facility.
i) The authorized person can transfer the BMW generated at above premises to the
“Transporter” or “Operator of Facility” authorized by MPCB under Bio-Medical Waste
(Management and Handling) Rules, 1998 and amended Rule 2016 for collection,
transportation, treatment and/or disposal of BMW generated.

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

5. It is the duty of the authorized person to take prior permission of the prescribed
authority to close down the facility.
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6. The authorization is granted for generation of Bio-Medical Waste (BMW) in waste
categories and quantities listed here in below :
Sr. Category Quantity UOM Treatment & Disposal

No.
y Bio medical Waste shall be sent to
1 Cat-White 17.5 Kg/M. | Common BMW Treatment & Disposal
Waste Sharps facility authorized by MPCB
. Bio medical Waste shall be sent to
2 Cat-White 0.8 Kg/M. | Common BMW Treatment & Disposal
Waste Sharps facility authorized by MPCB
Cat- Yellow Bio medical Waste shall be sent to
3 | Discarded Medicines 0.1 Kg/M. | Common BMW Treatment & Disposal
and Cytotoxic drugs facility authorized by MP%
Cat- Yellow Bio medical W all be St.?nt to
4 Solid Waste 14.1 Kg/M. | Common BMW:' Tredtglent & Disposal
facility authorizéd by MPCB
Bio medigal Waste shall be sent to
Cat- Yellow :
5 Soiled Waste 6.5 Kg/M. | Common"B Treatment & Disposal
: facilifyrauthorized by MPCB
NI

and washing, cleaning, housekeepina and, disihfecting activities) shall be treated
suitably by providing effluent treatmem\fﬁacility to conform the standards prescribed in
Schedule II of said Rules and th Eﬁ nt (Protection) Act, 1986.

7. The liquid/solid waste generated from Lﬁeatment activity (from laboratory

8. (i) BMW shall be treated anddis of in accordance with Schedule I; and
in compliance with the stan rescribed in Schedule IT of said Rules.

(ii)You shall setup requisite B treatment facilities like incinerator, autoclave /
Microwave, shredder %f the disposal side in accordance with the BMW rules. You
shall disposed of thé duly*freated BMW and incineration ash in secured land fill site at
your own premises,/ a¢MSW secured land fill site of Municipal Council authorized by
MPCB and dulysearmarked for disposal of treated BMW / at common H.W. treatment
& disposal facilif§f setup as per the Hazardous Waste (M & H) Rules, 1989 as amended

‘ | and authorized by MPCB.

BM all not be mixed with other wastes or reused, recycled or sold in any form.

MW shall be segregated into containers / bags at the point of generation in accordance

Schedule-I prior to storage, treatment and disposal. The containers shall be

labeled according to Schedule IV.

(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 IV-Part A, also carry information
prescribed in Schedule IV-Part B and shall be transported by authorized Transporter
only.

(iv) Not withstanding 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.
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10.

115

12.

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

o)

When operating a gravity flow autoclave, medical waste shall be Subjected to:

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

(ii) a temperature of not less than 135 Ce and a pressure of 31 psi for an autoclave
residence time 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 subje to

be subjected to the following.

(i) atemperature of not less than 121 C° and a pressure of 15 psi
residence time of not less than 45 minutes; or

(ii) a temperature of not less than 135 Ce and a pressure of"g1 psi | for an autoclave
residence time of not less than 30 minutes; or \

minimum of one pre-vacuum pulse to purge the autoclave of all air. The :K
autoclave

(III) Medical waste shall not be considered properly treated ifniless.the time, temperature

(IV) Recording of operational par:

and pressure indicators indicate that the required gime, témperature and pressure
were reached during the autoclave process, If fomreasons, time temperature
or pressure indicates that the required te%iﬁtme, pressure or residence time
was not reached, the entire load of medical e must be autoclaved again until

the proper temperature, pressure esidence time were achieved.
Each autoclave shall have graphic or

computer recording devices whi wxl automatically and continuously monitor
and record dates, timéN\of day oad identification number and operating
parameters throughout the éntire length of the autoclave cycle.

(V) Validation test: Spor ing. — The autoclave should completely and consistently

kill the approved.biological indicator at the maximum design capacity of each

autoclave %Biological indicator for autoclave shall be Bacillus
ophilys spores using vials or spore strips, with at least 1x 10* spores

_ der no circumstances will an autoclave have minimum operating
ors léss than a residence time of 30 minutes, regardless of temperature

Test-A chemical indicator strip/tape that changes color when a certain

d prégstire, a temperature less than 121 Ce or a pressure, less than 15 psi.
(VI R%g

temperature is reached can be used to verify that a specific temperature has been

hieved. It may be necessary to use more than one strip over the waste package
at different location to ensure that the inner content of the package has been
adequately autoclaved.

Every ‘Authorized Person’ shall submit an Annual Report to the prescribed ~ authority
in Form-IV by 31% January every year including information about the categories
and quantities of BMW handled during the preceding year.

(i) Every ‘Authorized Person’ shall maintain records related to the generation,

collection, reception, storage, transportation, treatment, disposal and/or any
form of handling of BMW in accordance with these Rules and any guidelines
issued.

(ii) All records shall be subject to inspection and verification by the prescribed

authority at any time.
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10.

11:

12.
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Standards for waste autoclaving:
The autoclave should be dedicated for the purposes of disinfecting and treating bio-
medical waste,

e

(ID)

(11D

(Iv)

V)

(VD)

When operating a gravity flow autoclave, medical waste shall be Subjected to:

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

(ii) a temperature of not less than 135 C° and a pressure of 31 psi for an autoclave
residence time of not less than 45 minutes; or

(iii) a temperature of not less than 149 Ce and a pressure of 52 psi for an autoclave
residence time of not less than 30 minutes.

When operating a vacuum autoclave, medical waste shall be subj to a

minimum of one pre-vacuum pulse to purge the autoclave of all air. The Ee%}lall

be subjected to the following. K

(i) a temperature of not less than 121 C and a pressure of 15 psi fer an autoclave

residence time of not less than 45 minutes; or e

(i) a temperature of not less than 135 C2 and a pressure oP31 psi. for an autoclave

residence time of not less than 30 minutes; or \

Medical waste shall not be considered properly treated iin]ess the time, temperature
and pressure indicators indicate that the required gime, t perature and pressure
were reached during the autoclave process, If for reasons, time temperature
or pressure indicates that the required :e%:;me. pressure or residence time
was not reached, the entire load of medical e must be autoclaved again until
the proper temperature, pressure esidence time were achieved.

Recording of operational parame :%Each autoclave shall have graphic or
computer recording devices wh;gh wi automatically and continuously monitor
and record dates, timéNof, day;. load identification number and operating
parameters throughout the éqtire length of the autoclave cycle.

Validation test: Spor ing. — The autoclave should completely and consistently
kill the approved.biolégical indicator at the maximum design capacity of each
autoclave unif. (Biological indicator for autoclave shall be Bacillus
stearo ‘;;tl&hu spores using vials or spore strips, with at least 1x 10* spores
per mil&l_i%h\der no circumstances will an autoclave have minimum operating
paragfeters léss than a residence time of 30 minutes, regardless of temperature

dm » a temperature less than 121 C or a pressure, less than 15 psi.

R%g Test-A chemical indicator strip/tape that changes color when a certain

temperature is reached can be used to verify that a specific temperature has been
hieved. It may be necessary to use more than one strip over the waste package

at different location to ensure that the inner content of the package has been
adequately autoclaved.

Every ‘Authorized Person’ shall submit an Annual Report to the prescribed authority
in Form-IV by 31% January every year including information about the categories
and quantities of BMW handled during the preceding year.

(i)

Every ‘Authorized Person’ shall maintain records related to the generation,
collection, reception, storage, transportation, treatment, disposal and/or any
form of handling of BMW in accordance with these Rules and any guidelines
issued.

(ii) All records shall be subject to inspection and verification by the prescribed

authority at any time.




I 13. 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 I to the prescribed authority forthwith.

14.  The Occupier will obey all the lawful instructions issued by the Board Officers from
time to time.

15. The authorization is issue as a generator by joint CBMWTSDF at Thane and subject to
condition that the BMW is send to Common facility regular.

16.  The Hospital authority shall obtain Certificate of registration from Corporation under
section —IV of the Bombay Nursing Home Registration Act, 1949, Amendment 2006.

l 17.  This is issued pursuant to office order issued vide letter No. MPCB/PSO/B-881, dtd.
01.03.2014.
18. The applicant shall obtain consent under the provision of Water (Prevention & Control

19.  The applicant shall obtained & submit permission / NOC from Central Gro Water
Authority (CGWA) Government of India for Abstraction/ Use of 1 Water.

20.  The applicant shall comply with the provision of E-Waste Manage Rules, 2016.

21.  MPC Board has issued Bank Guarantee regime in respect of Healeh Care Establishment
vide Circular No. 1825, dated 10.04.2013. Accordingl %ital authority shall

of Pollution) Act, 1974, Air (Prevention & Control of Pollution) Act, 198%{

submit the Bank Guarantee’s as mentioned below compli ‘of various conditions in
favour of Regional Office, Thane within 15 days froprdate of issue of this letter.
Sr. No. | Activity/Condition to  be | Compliance.  “.Bank Validity ~ of
complied Timelin ' Guarantee BG
(Months
I(A) | Operation and Maintenance '\ X
I To Segregate and Handle B ntituous 25,000
as per Rule MX%
I(B) | Record maintaining . ™\ A For next 3
| I To Maintain records of BW Continuous | 15,000 years or upto
submission the validity of
Report in Form,Il 31* Authorisation
January HK.
1I To maintaift records of BMW | Continuous 10,000
material receiyed/ delivered to
| authorised party/ CBMWTSDF

o ers only)

CEs shall preferably handover Bio-medical wastes such as pleural fluid, ascetic fluid,
G positive blood, placenta etc. to the Pharmaceutical industry / Biotechnology
firms for production of drugs, reagent chemicals, markers, etc, if any such
Pharmaceutical industry / Biotechnology firms approaches them for the same. If there
are any difficulties in the matter, the same may be communicated to such firm and
copied to the Board also.

23.  HCEs shall strictly follow the procedure for packaging & transportation of Bio-medical
wastes such as pleural fluid, as ascetic fluid, HBsAG positive blood, placenta etc. to the
Pharmaceutical industry / Biotechnology firms as per the guidelines of CPCB published
in Feb-2019 for “Handling of BMW for utilization”.

24,  HCE:s shall submit the report to the Board office about type, quantity and frequency of
handling over such BMW on yearly basis.
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25.  Industry to enter into legal agreement with HCE’s and inform the MPC Board and
competent authority of State Public Health Department about such collection of BMW
along with quantity and type of waste collected.

26.  In case of any technical difficulty towards handing over the required BMW then, you
shall inform to the Board accordingly.

27.  HCEs shall properly dispose and handover the waste to authorized user / facilities
having valid consent to operate from MPCB.

28.  This BMW Authorization is issued with condition to submit Bank Guarantee of Rs.
50,000/~ which is incorporated in previous granted BMW Authorization condition no.
21 and annual report form IV within month from date of issue of authorization.

For and on behalf of thﬁ
Maharashtra Pollution Conr.?&k d_

\

DT e
(545 holam) )
C;’(T Sub-Regi Officer, Thane-1.
Tog\eni s :f_f:_\
To, Q
M/s. Mauli Hospital, ()
Opp. Deep Bharti Bhavan,
Balkum Pada no. 2, Thane - West. Q

Authorization Fees Received :-
Sr. No. Amount Transaction No. Bank Name
2802 | 24/02/2021

Copy to:-
Regional Officer, M. P. C, Befird, Thane

NN
,6’?}

O
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