GPCB BMW ID: 367461 24t June 2019

To;

The Member Secretary
Gujarat Pollution Control Board
Sector 10 A
GANDHINAGAR-382 043

Dear Sir,

Sub: Submission of returns regarding disposal of
Bio-Medical Wastes for the year 2018

We are enclosing herewith the returns regarding disposal of Bio-Medical
Wastes for the year 2018 (January to December) as per Form - IV
(Rule 13) of Bio Medical Wastes Rules.

We hope you will find the same in order.
Thank you.

Yours faithfully
For Sanofi India Limited

<.~ AUTHORIZED SIGNATORY

Encl:
1. Annual report : Form IV & XGN statement.
2. Annexure I : BMW generation & disposal statement.
3. Annexure II : Membership certificate of
M/s Globe Bio care, Ankleshwar D)
4. Annexure III : Copy of BMW authorization. Z5106/F)

CC : The Regional Officer, GPCB, Ankleshwar Snndhina




GPCB BMW ID: 367461 24% June 2019

10,

The Member Secretary
Gujarat Pollution Control Board
Sector 10 A
GANDHINAGAR-382 043

Dear Sir,

Sub: Submission of returns regarding disposal of
Bio-Medical Wastes for the year 2018

We are enclosing herewith the returns regarding disposal of Bio-Medical
Wastes for the year 2018 (January to December) as per Form - IV
(Rule 13) of Bio Medical Wastes Rules.

We hope you will find the same in order.
Thank you.

Yours faithfully
For Sanofi India Limited
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Encl:
1. Annual report : Form IV & XGN statement.
2. Annexure I : BMW generation & disposal statement.
3. Annexure II : Membership certificate of
M/s Globe Bio care, Ankleshwar
4. Annexure III : Copy of BMW authorization.

\/ CC : The Regional Officer, GPCB, Ankleshwar
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Plot No. 3501, 3503-15, 63108- 14 GIDC Fstate, .

ANNUAL REPORT (2018)
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BIO-MEDICAL WASTE (MANAGEMENT & HANDLING) '367461-SANOF1 INDIA LTD (FORMALLY
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Piol Mo, 4408, GIDC,

Anileshwar - 383002, Gujaratl.
Emall * globabioeareank@gmali.com
M. 85111 48857

~ Commen
Bio Medical Waste
Treatment Faoifily

Membership Certificate

P25 75 to corgity thay Shpoft Indis L1d. Oecupationsl Health Copter

Locsted ar 500550505 6300 B-14 crpc Bstate, Post Box Ne:

136, AnBleshwar v enrolod 4y 2 mamber Lo Bimmedical Waste

Mansgement é;‘ our Common Biomedions Waste Froatmeng Facilify

Locatod &t plot 150 B2/ B, GLD.C, Autstnar, Bisracs,

Thgy have sgroed fo give Bimedicar Wasts generated from (hei

@k &t oar dispostl Fciliy a5 per Biomedical [ & B rales and

DAy (he charges for (be same.

Membership Code: IN0DO31
No. OF beds: 04
Valid Upto: 31/12/2022

For,

Globe Biocare

General Manager
Place: Ankleshwar
Date: 0L/01/2618

Note: Plegse send an application for fresh certificate 15 days before expiry date,



BMW ALTHORIZATION FORM-U{Rake 14 Grjarat Pollaton Contrd) Sow

e
LX)

Cleaner Tech. Devipant Centre Blde
(ARATL Y Est FirPlot # 1561 GIDEC Bstate,
Ankleshwar 393042

Sanafi [ndis Lid (Formally Aventis Pharma Limifed) {
367461

i
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Under the Rule-10 of the Biomedical waste (Manugement ind Handling) Rules, 2016 framed under the EPACT'S6

Authorization for operating a facility for Collection;Bisposal OR destruction use,Storage, Transportation
of biontedical wastes.

BMW AUTH NO :BMW-346382. VALID UPTO : 12/64/2024

PO Td 0 14548

Application Inward No : 51155, Date: 19/03/2019 BMW Id: 367461
CCA No: BW-35663 (12/04/2024) . . . oo

Eile No : BRCH-297, (Out No: 153430)

No of Beds t 4, investment(in bkl : 71,68, Act it B
SN of W 0, Water Consumpition(kipd) « 1.04, Senle: 8

In excreise of power conferred by this Board'and after scrutiny of above reférred application, Superintendent /
Incharge of Sanofi Indid Ltd (Formally Aventis Pharma Limited) at Plot No. 3501, 3503-15,
6310B-14,GIDC Estate, Ankleshwar Tal ; Ankleshwar Dist ; Ankleshivar ishere by granfed an
Authorisation te operate Health Care facility for Collection,Disposal OR destruction

use,Storage, Transportation of biomedical wastes on the premises of

MUS. Globe Bio Care (CBWTF-Incinerator) situated at

P.oo. 144/B.GIDC Sachia:, Surat Dist : GIDC Ankleshwar Under

CBWTF Reg. No : INO031, Valid Upto :

i.The Authorisation is granted for 4 nos; of beds with generation of

l Type of Waste Category (Kegs/Morith) . YELLOW WHITE (Translucent} RED BLUE

h | Qv permitted for Handting 2.00 0.50 160 0.50

category of biomedical wastes, {Unit - Kgs/Month)
2.This BMW Authorisation shall be in force for a period of (5 year, Valid Upto 12/04/2024
This CCA Authorisation-shall be in force for a period of 5 yearfup to 12/04/2024]
3.This: Authotisation is subject io the conditions stated in the Annexure-{ atiached here with and to-such other conditions as
may be specified in the Rules for the time being in force under the Environment (Protection) Act 1986..

4. The aunthorization shall comply with the provisions of the Environment (Protection) Act, 1986 and the rules made there
upder..

5. The authorization or its renewal shall be produced for inspection at'the request of an officer authorised by the prescribed
authority.

- Df: 17/04/2019 Granted on: 16/04/2019 19:32:37 TFAY # LTIKSRVWGE




BMW AUTHORIZATION FORV-I{Rale 163 Guinrat Pollutiun Contrsd Board
Ciesner Téch. Devipmuot Centie Bidg
(ARATLY Ist Fle,Plot # 1301~ GIDC Ustate
Ankleshwiir 39369{12

Samoft India Lid (Farmally Averrits Pharma Linvdted) |
307461 )
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Under.the Rule-10 of the Biomedical waste (Management and Handling) Rales, 2016 Tramed énder the EPACTS6

6. The person authorised shall nof rent, lend, seli, iransfir or otherwise travisport the Blomedical waste without obtainig prior

perniission of the prescribed authority,
7. Any unauthorised changes in personinel, equipnient o working conditions as wentoned ththe application By the person

zuthorised shall constitute @ breach of his authorisation.

8, Tt is the duty of the authorised person tg wke privr permission of the preserfhed authority fo close down the fecility and

such other terms and conditions may be stipulated by the preseribed authority.

For & On behalf of
o el e Gujarat Poilutian Control Board
14-01-1966.
e-Signed On 16/04/2019 19:32;37

{O)rganic. Authentication on AADHAR from UIDAL Server): Ty
TPAY # LTIKSRVWGE R.O Head: Ankleshwar

Remark: -
Specific Condition :

Encl.: Annexure-I
Issued to , Dr. Mahesh Mistry, Sanofi India Ltd {Formally Aventis Pharnia Limited), Plot No. 3501,
3503-15, 6310B-14, GIDC Estate , Ankleshwar Tal :Ankleshwar Dist :Ankicshwar {(BMW Id:

367461 )

Copy to Regional Office - Ankleghwar! H.O

With a request to-carty out periodically monitoring of above said hospital/clinic and submit the visit report
to this Office.

Do 17/04/2019 Granted on:  16/04/2019 19:32:37 TPAVE LSRN GE B 1 (B




Bio Waste Management Committes Mezting

| Date D18 0ct 18 | neembors CDr o Patel B Factory Medica! Officer :
] H I ! . ) . | ;
; - ; | Kaushal Deri— As_s;,_ ‘Manager - QHC ’
: Girish Purohis ~ Manager — Envirenment & !

| Regu tainry Com 'BEEGF‘C‘-‘ '
Time 95:30 am te 10:00am ~ Location - Qeew mfmn“ Heatih Centre

. ) Y
- H \f\ f‘i;‘\z’l‘ { {“ﬁ{‘h”& e

» Y G/’/(
Kaushal Darji Dr, oin Patel Rajendra Mahadik Girish Purghit.



Ofc
2 SHANTHA

A SANOFI COMPANY

19% July 2019

Lr. No: SBL/Medchal / TSPCB/ BMW - Form IV /2018 /07

To

The Environmental Engineer
TS Pollution Control Board
RR — 11, Regampet
Hyderabad

Dear Sir,
Sub: Form IV - Bio medical waste Annual Report - 2018 — reg.

*okokok

We are herewith enclosing the duly filled in Form — IV, with respect to Bio medical waste
Annual report for the period of from January 2018 to December 2018.

Kindly acknowledge the receipt of the same.
Thanking you,

Yours faithfully,
For Shantha Biotechnics Private Limited

D. Madhavi
DGM - HSE

Encl: As above
CC: Member Secretary- TSPCB, Sanathnagar, Hyderabad.

Shantha Biotechnics Private Limited

Corp. Off. : Vasantha Chambers, 3 & 4" Floor, 5-10-173, Fateh Maidan Road, Basheerbagh, Hyderabad - 500 004, T.S., INDIA.
Tel.: +91 40 6630 1000 - Fax: +90 40 2323 4133 - Email: info@shanthabiotech.co.in
Plant : Post Box No. 4, Medchal - 501 401, Hyderabad, T.S., INDIA.
Tel.: +91- 8418-220922, 220693/4/5 - Fax:+91- 8418-220656
www.shanthabiotech.com



From -V
(See rule 13)
Annual Report

[To be submitted to the prescribed authority on or before 30" June every year for the period from
January to December of the preceding year, by the Occupier of Health Care Facility (HCF) or common bio-
medical waste treatment facility (CBWTF)]

SI.No | Particulars
1. Particulars of the Occupier
(i) Name of the authorized person (occupier Rajasekar Narayanasamy
or operator of facility)
(i) Name of HCF or CBMWTF Shantha Biotechnics Private Limited.
(iii) Address for Correspondence Post box No. 4, Medchal, Hyderabad, Telangana
State.
(i) Address of Facility Sy. No. 274,18, 226, 227, 238, 239, 240 & 273
(Part), Athvelliu (V), Medchal ,Medchal Malkajgiri
District, Telangana State, India.
(i) Tol. No. Fax. Mo. [+ ]"09890065303 -
(V) E-mail ID . | Satyajagadish.pesala@sanofi.com
(i) URL of Website
(i) GPS coordinates of HCF of CBMWTF Latitude :17.648201
Longitude: 78.494068
(iii) Ownership of HCF of CBMWTF Private
(iv) Status of Authorization under the Bio- Authorization No. TSPCB / BMWA/RR-II-
Medical Waste (Management and 61/2016- 125 Date: 10.04.2017
Handing) Rules.
Valid up to...31.07.2019
Copy enclosed as annexure
(v) Status of Consents under Water Act and Valid up 10:31.12.2020
Air Act.
2. Type of Health Care Facility Manufacturing of Human Vaccines (Bio process)
(i) Bedded Hospital Not applicable
(i) Non-Bedded Hospital Manufacturing unit & Research institute.
(Clinic or Blood Bank or Clinical Laboratory
or Research Institute or Veterinary Hospital
or any other)
(iii) License number and its date of expiry. Consent Order No.: 310 -RR-I/TSPCB/
ZOH/CF0/2016- 7033 Dated: 07.01.2016
Valid up to : 31.12.2020
Copy enclosed as annexure
3. Details if CBMWTF GJ Multiclave (India) Pvt. Ltd.,
(i) Number healthcare facilities covered by Not applicable
CBMWTF
(ii) No. of beds covered by CBMWTF Not applicable
(iii) Installed treatment and disposal capacity Not applicable
of CBMWTF
(iv) Quantity of biomedical waste treated or Not applicable
disposal by CBMWTF
4. Quantity of waste generated or disposed in Yellow category: Enclosed Annexure
Kg per annum (on monthly average basis) Red Category: Enclosed Annexure
White: Enclosed Annexure
Blue Category: Enclosed Annexure
: General Solid waste :Enclosed Annexure
5. Details of the Storage , treatment, transportation, processing and Disposal Facility

(i) Details of the on-site storage facility

Size : Dedicated storage facility is available
(10’ X10' room)

Capacity: (10’ X10" room)

Provision of on-site storage cold storage

cabinet is available on site.




(ii) Disposal Facilities

| Type of treatment No

Capacity Quantity

Equipment of Kg/day treated or
Units disposed
In Kg per

Annum

Incinerators
Plasma Paralysis

Autoclaves : 26 No. Autoclaves are
available on site

Microwave

Hydroclave

Shredder

Needle tip cutter or -
Destroyer : 4 No. available on site
Sharps

encapsulation or -—
concrete pit

Deep Burial pits:

Chemical
disinfection: ~Chemical disinfection SOPs are
available on site. -
Any other treatment

equipment:

(i) Quantity of recyclable wastes sold to
authorized recyclers after treatment in kg
per annum.

All categories of biomedical waste disposing to
authorized third party (GJ Multiclave) only.

(iv) No of vehicles used for collection and
transportation of biomedical waste.

Coliection & transportation of biomedical waste

is under authorized third party responsibility.

(v) Details of incineration ash and ETP
sludge generated and disposal during
the treatment of wastes in Kg per
annum)

Not applicable

(vi) Name of the Common Bio-Medical
Waste Treatment Facility Operator
through which wastes are disposed of

GJ Multiclave (India) Pvt. Ltd.,

(vii) List of member HCF not handed over
bio-medical waste.

Not applicable

Do you have bio-medical waste management
committee? If yes, attach minutes of the
meetings held during the reporting period.

Not applicable

Detail trainings conducted on BMW

(i)  Number of training conducted on BMW
Management.

05 times

(i)  Number of personnel trained

Approximately 250 members

(i) Number of personnel trained at the
time of induction

Approximately 50 members

(iv) Number of personnel not undergone
any training so far.

0

(v)  Whether standard manual for training is
available ?

Yes, Site SOPs are available

(vi) Any other information)

Exposure control plans (ECPs) are available for
the individual organism, which are being handled

in production.

Details of the accident occurred during the NIL

year

() Number of Accidents occurred NIL

(il) Number of the persons affected NIL

(i)  Remedial Action taken (Please attach NIL
details if any)

(iv) Any Fatality occurred, details. NIL

Are you meeting the standards of air
Pollution from the incinerator?. How many
times in last year could not met the

Not applicable




L

standards?
Details of Continuous online emission Not applicable
monitoring systems installed B
10. Liquid waste generated and treatment Zero Liquid Discharge (ZLD) system s
methods in place. How many times you have . . _—
not met the standards in a year. established on site to treat the liquid waste.
11. It the disinfection method or sterilization Meeting the log 4 standards.
meeting the log 4 standards? How many - .
times you have not met the standards in a o EEviation SR SilCISaHaE
year?
12. Any other relevant information Applied for renewal of Biomedical waste
authorization.

Certified that the above report is for the period from January 2018 to December 2018

D Madhave (.

Name and Signature of the Head of the Institution

Date:

Place:

1907 2019
H‘?g&}béﬁq/
Me Actaf



SHANTHA BIOTECHNICS PRIVATE LIMITED

Medchal

Disposal status of Bio-Medical waste to Authorised third party-year 2018

Disposed Disposed Qty. in Kg
SI. No. MONTH Description/Category of waste quantity in To GJ Multiclave (India) Pvt.
KG Ltd.,
1 Dead animals, used syringes, sharps & Plastics 2140
2 Cell debris 2352
3 fanvary - eom cob 4990 L)
4 Hepa filters 3008
5 Expired chemicals 529
6 Dead animals, used syringes, sharps & Plastics 2266
/] Cell debris 789
8 Tobruary Com cob 9510 16436
9 Hepa filters 379
10 Expired chemicals 3482
11 Dead animals, used syringes, sharps & Plastics 2107
12 Cell debris 0
13 March e om cob 13395 17346
14 Hepa filters 274
15 Expired chemicals 1570
16 Dead animals, used syringes, sharps & Plastics 2529
17 Cell debris 0
April 19113
18 prt Corn cob 16325
19 Hepa filters 0
20 Expired chemicals 259
21 Dead animals, used syringes, sharps & Plastics 2600
22 Cell debris 0
May 17267
23 Corn cob 12780
24 Hepa filters 23
25 Expired chemicals 1864
26 Dead animals, used syringes, sharps & Plastics 2374
27 Cell debris 0
28 June  fcom cob 10765 =D
29 Hepa filters 18
30 Expired chemicals 2383
31 Dead animals, used syringes, sharps & Plastics 3162
32 Cell debris 0
July 20410
33 Corm cob 15140
34 Hepa filters 731
35 Expired chemicals 1377




Disposed Disposed Qty. in Kg
SI. No. MONTH Description/Category of waste quantity in To GJ Multiclave (India) Pvt.
KG Ltd.,
36 Dead animals, used syringes, sharps & Plastics 2752
37 August Cell debris 0 —
38 Corn cob 14040
39 Hepa filters 134
40 Expired chemicals 1072
41 Dead animals, used syringes, sharps & Plastics 3610
42 September Cell debris 1650 19707
43 Comn cob 11950
44 Hepa filters 2150
43 Fxpired chemirals 347
46 Yellow Category 13792
47 Red Category 5557
48 October White Category 4295 25741
49 Blue Category 1761.7
50 Expired chemicals 335
51 Yellow Category 20606
52 Red Category 6039
> November [hite ooy = 30427
54 Blue Category 393
55 Expired chemicals 2517
56 Paper waste (Controlled labells) 850
57 Yellow Category 14813
58 Red Category 4618
59 December  |White Category 2.38 19600
60 Blue Category 166
61 Expired chemicals 1
TOTAL 232624 232624




—goote_ TELANGANA STATE POLLUTION CONTROL BOARD

‘IELANGANA y
P Paryavarana Bhavan, A-1I, Industrial Estate, Sanathnagar, Hyderabad-500 018

/ e B N s _
%@gg Phones : 040-23887500 Fax: 040-2381563]

Date:10.04.2017

Order No.TSPCB /BMWA /RR-11 -61 /2016 ~|25

RENEWAL OF AUTHORISATION

{Issued under Rule 10 of the Bio-Medical Waste Management Rules, 2016)

Whereas in pursuance of the application of M/s. Shantha Biotechnics Pvt. Ltd,, Sy.
No. 274, 18, 226, 227, 238, 239, 240 & 273 (Part), Athvelli (V), Medchal (M),
Rangareddy District seeking authorization under Bo Medical Waste Management
Rules, 2016, the R.O, Rangareddy - Il inspected the premises on 01.07.2016 and
after carcful scruting of application and verlfiearion report of the inspecting Utticer,
this renewal of authorization for generation, segregation and safe-disposal of Bio-
Medical Waste is issued to M/s. Shantha Biotechnics Pvt. Ltd., Sy. No. 274, 18,
226, 227, 238, 239, 240 & 273 (Part), Athvelli (V), Medchal (M), Rangareddy
District subject to the terms and conditions mentioned in the Schedule - A &

Schedule - B attached to this authorization.

This renewal of authorization is valid upto 31.07.2019 for Production of Human

Vaccines, Animal House and R & D unit.

Hyderabad,
Dated:10.04.2017
Sd/-
MEMBER SECRETARY &
PRESCRIBED AUTHORITY

To

M/s. Shantha Biotechnics Pvt. Ltd.,
Sy.No.274,18,226,227,238,239,240 &273 (Part),
Athvelli (V), Medchal (M),

Rangareddy District.

N.B:
This authorization shall be exhibited in the above premises and should be produced

from time to time at the request of the Inspecting Officer.
// T.CF.B.O //

Senijor Environmental Engineer
{(Unit - II1)



7. The Mercury spillage / losses due to breakage of thermometers, pressure and other
measuring equipment in Health Care Establishments shall be collected stored and
shall be disposed in accordance with the respective rules and regulations.

8. The occupier of HCE shall take all necessary measures to ensure that the spilled
mercury does not become part of bio-medical or other solid waste generated from
the HCE.

9. The Bio Medical Waste shall be disposed for treatment after disinfection and
segregation to one of the following Common Bio-Medical Waste Treatment Facility:

M/s. G] Multiclave (India) Pvt, Or M/s. Medicare Environmental Management
Ltd, SyNo. 179 & 181, Pvt., Ltd.,, Sy.N0.619, Isnapur (V}, Patancheru
Eadulapaily (V), Kothur (M), {M), Medak district.

Mahaboobnagar district.

M/s. ASE & Co, SyNo. 63/1, Or M/s. Sattva Global Services Pvt Ltd., Plot No.
Maddur (v}, Narasapur(M), 36/B, Biotech Park, Phase-Ill, Karakapatla {V},
Medak district Mulugu (M), Medak Dist.

10. No Health Care Establishment shall establish on-site treatment and disposal facility
or operate an incinerator without specific authorisation of the Prescribed Authority.

11. Under no circumstances shall incinerable waste (categories 1,2, 6) of the Schedule I
of the Rules of 2016 of any kind be openly burnt anywhere.

12.The effluents generated from the Health Care Establishment shall confirm to the
standards for liquid waste as prescribed in schedule-Il of Bio-Medical Waste
Management Rules, 2016.

13.The applicant shall make an application for renewal of authorisation under Bio-
Medical Waste Management Rules, 2016 at least 60 days before the date of expiry of
this order, along with prescribed fee.

14. The applicant shall obtain Consents for Operation (CFO) from TSPCB, as required
Under Sec.25/26 of the Water (P&C of P) Act, 1974 and under sec. 21722 of the Air
(P&C of P) Act, 1981.

15.The HCE should provide adequate fire protection equipment (such as smoke
detectors, fire extinguishers, sand bucket, fire alarm, water sprinklers etc) at salient
places within the HCEs even at Bio Medical Waste storage area, in accordance with
fire safety regulations and the HCE should obtain certificate from fire department.

16. The HCE shall follow all the conditions stipulated by Central Pollution Control Board
(CPCB), wherever Sharp Blaster (needle blaster) is provided for treatment of Bio
Medical Waste (BMW) category no.4 (i.e., waste sharps), listed under schedule-I of
Bio Medical Waste Management Rules, 2016.

17.This order is issued without any prejudice to the case in W.P. No. 19727 of 2016 &
19821 of 2016 pending before the Hon'ble High Court, Hyderabad.

ANY CONTRAVENTION OF THE CONDITIONS OR DIRECTIONS OF
AUTHORISATION WILL ATTRACT PROSECUTION UNDER THE PROVISIONS OF
THE ENVIRONMENT (PROTECTION) ACT, 1986

sdy-
MEMBER SECRETARY &
PRESCRIBEDAUTHORITY

To ) '

‘M/s. Shantha Biotechnics Pvt. Ltd.,
Sy.No.274,18,226,227,238,239,240 & 273 (Part),
Athvelli (V), Medchal (M),

Dnmenrmaddor Nictnice
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O/ C
| SHANTHA

A SANOFI COMPANY

19% July 2019

Lr. No: SBL/TSPCB/ BMW/MRP - Form 1V/2017/10

To

The Environmental Engineer

Telangan a State Pollution Control Board
Regional Office - II

RC Puram
Medak Dist.

Dear Sir,
Sub: Form IV - Bio medical waste Annual Report —2018, Muppireddypally — reg.

fkkk

We are herewith enclosing the duly filled in Form — IV, with respect to Bio medical waste
Annual report for the period of from January 2018 to December 2018.

Kindly acknowledge the receipt of the same.
Thanking you,

Yours faithfully,
For Shantha Biotechnics Private Limited

D Madhavi
DGM - HSE

Encl: As above

CC: Member Secretary- TSPCB, Sanathnagar, Hyderabad.

Shantha Biotechnics Private Limited - SEZ,

Corp. Off. : Vasantha Chambers, 39 & 4" Floor, 5-10-173, Fateh Maidan Road, Basheerbagh, Hyderabad - 500 004, T.S., INDIA.
Tel.: +91 40 6630 1000 - Fax: 81 40 2323 4132 - Email: info@shanthabiotech.co.in

Plant : Survey No.354, Muppireddypaily Village, Manoharabad Mandal, Medzak District - 502 236, T.8., India.
www.shanthabiotech.com



From -IV
(See rule 13)
. Annual Report

[To be submitted to the prescribed authority on or before 30" June every year for the period from

January to December of the preceding year, by the Occupier of Health Care Facility (HCF) or common bio-
medical waste treatment facility (CBWTF)]

SI.No | Particulars

1.

Particulars of the Occupier

(i) Name of the authorized person (occupier
or operator of facility)

Rajasekar Narayanasamy

(i) Name of HCF or CBMWTF

Shantha Biotechnics Private Limited.

(iii) Address for Correspondence

Sy. No. 354, Muppireddypally Village, Toopran
Mandal, Medak District, Telangana State, India.

(i) Address of Facility

Sy. No. 354, Muppireddypally Village, Toopran
Mandal, Medak District, Telangana State, India.

(i) Tel. No. Fax. No.

9989065383

(V) E-mail ID

Satyajagadish.pesala@sanofi.com

(i)  URL of Website

(i) GPS coordinates of HCF of CBMWTF Latitude :17.741435
Longitude: 78.482168
(iii) Ownership of HCF of CBMWTF Private

Status of Authorization under the Bio-
Medical Waste (Management and
Handing) Rules.

(iv)

Order No. 23/TSPCB/RO/RCPM/BMWA/2018-
74 Date : 04.05.2018.

Valid up to 30.04.2023

Copy enclosed as annexure

(v) Status of Consents under Water Act and
Air Act.

Valid up t0:31.12.2021

2. Type of Health Care Facility Manufacturing of Human Vaccines (Bio process)
(i) Bedded Hospital Not applicable
(i) Non-Bedded Hospital Manufacturing unit
(Clinic or Blood Bank or Clinical Laboratory
or Research Institute or Veterinary Hospital
or any other)
(iii) License number and its date of expiry. Authorization No. TSPCB/ZO/RCP/RCPM/250/
W&A/2016-883 Dated 18.10.2016
Valid up to : 31.12.2021
Copy enclosed as annexure
3. Details if CBMWTF M/s. Dharma & Co,
(i) Number healthcare facilities covered by Not applicable
CBMWTF
(i) No. of beds covered by CBMWTF Not applicable
(i) Installed treatment and disposal capacity Not applicable
of CBMWTF
(iv) Quantity of biomedical waste treated or Not applicable
disposal by CBMWTF
4, Quantity of waste generated or disposed in Yellow category: Enclosed Annexure
Kg per annum (on monthly average basis) Red Category: Enclosed Annexure
White: Enclosed Annexure
Blue Category: Enclosed Annexure
General Solid waste :Enclosed Annexure
5. Details of the Storage , treatment, transportation, processing and Disposal Facility

(i) Details of the on-site storage facility

Size : Dedicated storage facility is available
(10’ X10’ room)

Capacity: (10’ X10' room)




(i) Disposal Facilities

Type of treatment No  Capacity Quantity |

Equipment of Kg/day treated or
Units disposed
In Kg per

Annum

Incinerators
Plasma Paralysis

Autoclaves : 2 No. Autoclaves are
available on site

Microwave

Hydroclave

Shredder

Needle tip cutter or -
Destroyer : 3 No. available on site
Sharps

encapsulation or e
concrete pit

Deep Burial pits:

Chemical
disinfection:  Chemical disinfection SOPs are
available on site. -
Any other treatment

equipment:

(i) Quantity of recyclable wastes sold to
authorized recyclers after treatment in kg
per annum.

All categories of biomedical waste disposing to
authorized third party (Dharma & Co) only.

(iv) No of vehicles used for collection and
transportation of biomedical waste.

Collection & transportation of biomedical waste

is under authorized third party responsibility.

(v) Details of incineration ash and ETP
sludge generated and disposal during
the treatment of wastes in Kg per
annum)

Not applicable

(vi) Name of the Common Bio-Medical
Waste Treatment Facility Operator
through which wastes are disposed of

Dharma & Co,

(vii) List of member HCF not handed over
bio-medical waste.

Not applicable

Do you have bio-medical waste management
committee? If yes, attach minutes of the
meetings held during the reporting period.

Not applicable

Detail trainings conducted on BMW

(i) Number of training conducted on BMW

03 times

Management.
(i)  Number of personnel trained

Approximately 50 members

(i)  Number of personnel trained at the
time of induction

Approximately 20 members

(iv) Number of personnel not undergone
any training so far.

0

(v) Whether standard manual for training is
available ?

Yes, Site SOPs are available

(vi) Any other information)

Exposure control plans (ECPs) are available for
the individual organism, which are being handled

in production.

Details of the accident occurred during the NIL

year

(i) Number of Accidents occurred NIL

(ii) Number of the persons affected NIL

(i) Remedial Action taken (Please attach NIL
details if any)

(iv) Any Fatality occurred, details. NIL

Are you meeting the standards of air
Pollution from the incinerator?. How many
times in last year could not met the

Not applicable




standards?

| Details

of Continuous online emission
monitoring systems installed

Not applicable

Zero Liquid Discharge (ZLD) system s |

10. Liquid waste generated and treatment

rr?oit:::a(’ﬁr:g EIZﬁiélr—L?ilnrga;gatr@es you have established on site to treat the qu_uid waste. R
11. It the disinfection method or sterilization Meeting the log 4 standards.

meeting the log 4 standards? How many No deviation on site so far

times you have not met the standards in a '

year?
12. Any other relevant information Online Thermal decontamination facility is

available on site for the liquid waste treatment.

Certified that the above report is for the period from January 2018 to December 2018

)-M&di\av(

Name and Signature of the Head of the Institution

Date: /9.0 9 }0,?

Place: Ht?/ M Ckc(

M “{?Vﬂﬂda% FLJ,(]«



SHANTHA BIOTECHNICS PRIVATE LIMITED

MUPPIREDDIPALLY SITE

Disposal status of Bio-Medical waste to Authorised third party for the year- 2018

L. DiSp(,)SC(.i Disposed quantity in Kg
SI. No. | MONTH Description/Category of waste quantity in To Dharma & Co.
KG

1 Used syringes, sharps & Plastics 0

2 Cell debris 0

3 January |Bio-medical waste from laboratorie, testing and process area 477 477

4 Hepa filters 0

5 Expired chemicals 0

6 Used syringes, sharps & Plastics 0

7 Cell debris 0

8 February |Bio-medical waste from laboratorie, testing and process area 653 653

9 Hepa filters 0

10 Expired chemicals 0
11 Used syringes, sharps & Plastics 0
12 Cell debris 0
13 March |Bio-medical waste from laboratorie, testing and process area 537 541.7
14 Hepa filters 0
15 Expired chemicals 4.7

16 Used syringes, sharps & Plastics 0

17 Cell debris 0

18 April  |Bio-medical waste from laboratorie, testing and process area 2473 2473
19 Hepa filters 0
20 Expired chemicals 0
21 Yellow Category 11971.16
22 Red Category 0
23 May  |White Category 0 11971.16
24 Blue Category 0
25 Expired chemicals 0
26 Yellow Category 630.6
27 Red Category 0
28 June  [White Category 0 630.6
29 Blue Category 0
30 Expired chemicals 0
31 Yellow Category 609.3
32 Red Category 0
33 July | White Category 0 609.3
34 Blue Category 0
35 Expired chemicals 0




Disposed

Disposed quantity in Kg

Sl. No. Description/Category of waste quantity in To Dharma & Co.

KG

36 Yellow Category 537

37 Red Category 0

38 White Category 0 537

39 Blue Category 0

40 Expired chemicals 0

41 Yellow Category 650

42 Red Category 0

43 White Category 0 650

44 Blue Category 0

45 Expired chemicals 0

46 Yellow Category 538

47 Red Category 0

48 White Category 0 538

49 Blue Category 0

50 Expired chemicals 0

51 Yellow Category 434

52 Red Category 0

53 White Category 0 434

54 Blue Category 0

55 Expired chemicals 0

56 Yellow Category 893

57 Red Category 0

58 White Category 0 997

59 Blue Category 0

60 Expired chemicals 104

TOTAL 20512 20512
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Form - IV
(See rule 13)
ANNUAL REPORT
[To be submitted to the prescribed authority on or before 30" June every year for the period from January
to December of the preceding year, by the occupier of health care facility (HCF) or common bio-medical
waste treatment facility (CBWTF)]

S1. No. | Particulars
1. Particulars of the Occupier
(i) Name of the authorized person (occupier | : Mr. Magno Fernandes
or operator of facility)
(i1) Name of HCF or CBMWTF : Sanofi India Ltd
(ii1) Address for Correspondence : Plot L-121, Phase lll, Verna Industrial Estate, Verna
G0a.403722
(iv) Address of Facility Plot L-121, Phase lll, Verna Industrial Estate, Verna
G0a.403722
(v)Tel. No, Fax. No : (0832)6622300/ 6622399
(vi) E-mail ID : sagar.narvekar@sanofi.com
(vii) URL of Website www.sanofi.com
(viii) GPS coordinates of HCF or CBMWTF NA
(ix) Ownership of HCF or CBMWTF : Private Company
(x). Status of Authorization under the Bio- : Authorization No.: 13/350/16-PCB/Tech/13642
Medical Waste (Management and Handling) valid up to 25/10/19
Rules
(x1). Status of Consents under Water Act : Valid up to: 31/08/2021
and Air Act
2. Type of Health Care Facility :
(i) Bedded Hospital : No. of Beds - 01
(i1) Non-bedded hospital (Clinic or Blood : Other(Occupational Health Centre)
Bank or Clinical Laboratory or Research
Institute or Veterinary Hospital or any other)
(ii1) License number and its date of expiry NA
3. Details of CBMWTF : NA
(1) Number healthcare facilities covered by : NA
CBMWTF
(i1) No of beds covered by CBMWTF : NA
(iii) Installed treatment and disposal : ~_ NA  Kgperday
capacity of CBMWTF:
(iv) Quantity of biomedical waste treated or | : __NA  Kg/day
disposed by CBMWTF
4. Quantity of waste generated or disposed in : Yellow Category : 1672.97 kg
Kg per annum Red Category : 0.224 Kg
White: 0.0322 kg
Blue Category : 0.048 kg
General Solid waste: NIL




Details of the Storage, treatment, transportatlon processing and Disposal Facility

(i) Details of the on-site
storage facility

Size : NA

Capacity : NA

Provision of on-site storage : (cold storage or any other provision)

(i1) Details of the treatment or Type of treatment No of | Capacity | Quantity treated or
disposal facilities - equipment units disposed in kg per
annum
Incinerators -
Plasma Pyrolysis -
Autoclaves 01 1000 Lit. | 1163.4834 kg
01 175 lit.
Microwave -
Hydroclave -
Shredder Needle tip | 01 2 needle | 0.032 kg
cutter or destroyer - per min.
Sharps 01 1 m’ 0.0799 kg
encapsulation or
concrete pit
Deep burial pits 01 1 m? 0.224 kg
Chemical -
disinfection:
Any other treatment | -
equipment
(ii1) Quantity of recyclable Red Category (like plastic, glass etc.) NIL
wastes sold to authorized
recyclers after treatment in kg
per annum.
(iv) No of vehicles used for NIL
collection and transportation of
biomedical waste
(v) Details of incineration ash Quantity generated Where disposed
and ETP sludge generated and Incineration Ash NIL NA
disposed ETP Sludge 180 kg MWML, Taloja
during the treatment of wastes
in Kg per annum
(vi) Name of the Common Bio- NOT APPLICABLE
Medical Waste Treatment
Facility Operator through
which wastes are disposed of
(vii) List of member HCF not NOT APPLICABLE

handed over bio-medical
waste.




Do you have bio-medical
waste management
committee? If yes, attach
minutes of the meetings held
during the reporting period

NO

Details trainings conducted
on BMW

(1) Number of trainings
conducted on BMW
Management.

(i1) number of personnel
trained

(ii1) number of personnel
trained at the time of
induction

(iv) number of personnel not
undergone any training so far

(v) whether standard manual
for training is available?

(vi) any other information)

Details of the accident
occurred during the year

(1) Number of Accidents
occurred

NIL

(i1) Number of the persons
affected

NIL

(ii1) Remedial Action taken
(Please attach details if any)

NIL

(iv) Any Fatality occurred,
details.

NIL

Are you meeting the
standards of air Pollution
from the incinerator? How
many times in last year could
not met the standards?

NOT APPLICABLE

Details of Continuous online
emission monitoring systems
installed

NOT APPLICABLE

10.

Liquid waste generated and
treatment methods in place.
How many times you have
not met the standards in a
year?

NIL




11

Is the disinfection method or
sterilization meeting the log
4 standards? How many
times you have not met the
standards in a year?

NOT APPLICABLE

12

Any other relevant
information

(Air Pollution Control Devices attached with the Incinerator)

Certified that the above report is for the period from Jan.2018 TO Dec.2018

Name and Signature of the Head of the Institution




