Fresenius Kabi

i

' Oncology Ltd.
'h FRESENIUS - |
. Vill. Kishanpura, P.O. Guru Majra,
KABI Tehsil Nalagarh, Distt. Solan (H.P.)
174101, India

i

T+ 91-1795-251300
www.fresenius-kabi.com

Ref. No.: EHS/FKOL-11/2026/010 Date :24/04/2026

To

The Sr. Scientific Officer

Himachal Pradesh Pollution Control Board
Regional Office, Parwanoo

District Solan (H.P.)

Subject: Submission of Bio-Medical Waste Return for the period January-2025 to
December-2025

Dear Sir,

We hereby submit the Bio-Medical Waste Return for the period January-2025 to December-2025
in compliance with the provisions of the Bio-Medical Waste Management Rules, 2016 (as
amended) for our unit Fresenius Kabi Oncology Ltd., located at Kishanpura, Baddi, District Solan,
H.P.

The return has been prepared as per the prescribed format and is enclosed herewith along with
the required supporting documents for your kind perusal and record.

We kindly request you to acknowledge receipt of the same.

Thanking you.
Yours faithfully,

For Fresenius Kabi Oncology Ltd.

Authorized Signatory ', U, s 3
Name: Rakesh Patel \.:y Y/
Designation: COO & Site Heat~>*_—

Enclosures:

Bio-Medical Waste Return for the period January 2025 to December 2025

Bio-Medical Waste Authorization Certificate

Training Records related to Bio-Medical Waste Management

Minutes of the Meeting of the Bio-Medical Waste Management Committee

Agreement with M/s Enviro Engineering (CBWTF) for collection, transportation, treatment,
disposal/incineration of Bio-Medical Waste

Monthly Bio-Medical Waste Generation and Disposal Records with category-wise details

7. Accident/ Spillage Nil Declaration

ahRowbn~

o

CIN No. U24231DL2003PLC119441
Regd. Office : B-310, Som Datt Chambers-I, Bhikaji Cama Place, New Delhi - 110 066




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)]

disposed in Kg per annum (on monthly
average basis)

Sl. No. Particulars
1. Particulars of the Occupier
i (1) Name of the authorized person | Mr. Arvind Sharma
[ (occupier or operator of facility) Managing Director
(i) Name of HCF or CBMWTF Not Applicable |
(iii) Address for Correspondence Fresenius Kabi Oncology Ltd
[ Village Kishanpura, PO Gurumajra, Baddi, |
: 173205 I
(iv) Address of Facility Village Kishanpura, PO Gurumajra,
| Baddi, 173205
(v)Tel. No, Fax. No 01795-304300
(vi) E-mail ID rohit.rohit@fresenius-kabi.com B
l (vii) URL of Website https://www.fresenius-kabi-oncology.com/ '
(viii) GPS coordinates of HCF or Not Applicable
CBMWTF
(ix) Ownership of HCF or CBMWTF Not Applicable
(x). Status of Authorization under the Authorization No.: BMW/SOL-090 (Solan)
Bio-Medical Waste (Management and Valid up to: 31.03.2029 |
Handling) Rules ; !
| (xi). Status of Consents under Water Act | Valid up to: 31.03.2029 |
| and Air Act
2 : Type of Health Care Facility | Oncology product manufacturing unit
(i) Bedded Hospital Not Applicable
|
| (ii) Non-bedded hospital Oncology product 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 | L&E (FAC) No.: 9-20171096-2267
_I expiry |
3 | Details of CBMWTF | Not Applicable
(1) Number healthcare facilities covered "Not Applicable
by CBMWTF !
(ii) No of beds covered by CBMWTF | Not Applicable
| (iii) Installed treatment and disposal Not Applicable
| capacity ol CBMWTF:
| | (iv) Quantity of biomedical waste treated Not Applicable
. | or disposed by CBMWTF |
[ 4 | Quantity of waste generated or | Yellow Category: 16617 KG

| Red Category: 1827 KG

White: 0 KG

Blue Category: 29333 KG

General Solid waste: 0 KG




Details of the Storage. treatment, transportation,
processing and Disposal Facility

(i) Details of the on-site storage facility

Size:3mXx2mX2m

Capacity : 12 m®

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

(ii) Details of treatment or disposal facilities

| Quantity
| disposed
| or treated
| In

No.
of
Units

Type of
treatment
equipment

Capacity
kg.day

Incinerators - - =

[ kg/annum

Plasma
Pyrolysis - - .

2 Units,

each with
a capacity
of 100 litre |

Autoclaves
Microwave

Hydroclave
Shredder - - -

Needle Tip
Cutter or - = -

Destroyer = = -

Sharps - - -

encapsulation
or - - -

concrete pit -

Deep burial
pits: - - I=

Chemical

disinfection: - | - !

| treatment = ] =

Any other

equipment: - - | -

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

Not Applicable

{iv) N nf vehirles ised for eallertinn and
transportation of biomedical waste

NOT Applicania

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

E

Not Applicable

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

M/s Enviro Engineers, Shimla

(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 NG
during the reporting period. |
Details trainings conducted on BMW |

(i) Number of trainings conducted on BMW |
Management "2
(i) Number of personnel trained z [ 8 |
(iti) Number of personnel trained at the time of :
induction 4
(iv) Number of personnel not undergone any

training so far NA
(v) Whether standard manual for training is .
available? " | Yes

{vi) Any other information)




| 8 Details of the accident occurred during the
i year .
(i) Number of Accidents occurred : | Nil '
| (ii) Number of the persons affected : | Nil |
| (iii) Remedial Action taken (Please attach : | NA |
details if any) |
(iv) Any Fatality occurred, details. : | No
9 Are you meeting the standards of air Pollution NA
from the incinerator? How many times in last
year could not met the standards?
Details of Continuous online emission NA
monitoring systems installed
10 Liquid waste generated and treatment methods ETP complied with all statutory standards; no |
in place. How many times you have not met non-compliance observed during the year.
the standards in a year?
11 [s the disinfection method or sterilization NA
meeting the log 4 standards? How many times
you have not met the standards in a year? '
|12 Any other relevant information | NA

Certified that the above report is for the period from January 2025 to December 2025

Name and

Date: 24 APT. 2006

Place:

RBrO0)

Rakesh Patel
Site Head-Baddi-PU

ignature of the Head of the Institution
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H.P.STATE POLLUTION CONTROL BOARD

= SHIMLA
HPSPCB/BMW :12002919 Date:04/04/2024
HPSPCB No :1209
FORM IIT

AUTHORISATION ISSUED UNDER RULE 10 OF BIO MEDICAL WASTE MANAGEMENT

Subject:

RULES ,2016

Fresenius Kabi Oncology Limited

Village Kishanpura, Nalagarh District Solan, H.P.Kishanpura
Nalagarh

Solan Baddi

Renewal of Authorization for operating a facility for Generation,Segregation, Storage,
Treatment or Processing or Conversion, Disposal or Destruction, of Bio-Medical Wastes under
Bio-Medical Waste Management Rules, 2016.

(a) Number of authorization : BMW/SOL-090 (Solan)
(b) Validity from - Validity Upto ] 01/04/2024 - 31/03/2029
(c) No. of beds : Nil
(d) Quantity of waste : Solid 300.155 Kgs per Day
Liquid 20 Ltr per Day
(e) Mode of Disposal : lg/l/ls Enviro Engineers CBWTF Sandli
olan

As per powers delegated by the State Board vide Notification No. HPSPCB/BMW Notification
(2)/22426-74 dated 01-03-2017/10854-10897 dated 19-08-2017, authorisation is hereby granted
under Bio-Medical Waste Management Rules, 2016 to Fresenius Kabi Oncology Limited, Village
Kishanpura, Nalagarh District Solan, H.P.Kishanpura, Solan Baddi for the following activities and
term & conditions:

Generation,Segregation, Storage, Treatment or Processing or Conversion, Disposal or Destruction, of
various categories of Bio-medical waste generated from your institution strictly as per the
provisions/standards prescribed under the said rules.

The grant of authorization shall be synchronised with the validity of Consents from the date of issue
and ensure the final treatment & disposal of liquid waste in accordance with Water (Prevention and
Control of Pollution) Act, 1974.

The authorization is subject to the terms & conditions as stated overleaf and also to such conditions
as may be specified in the rules for the time to time-in force under the Environment (Protection) Act,

The log book for the all categories of bio-medical waste generated should also be maintained and
shall submit annual report on form-IV before 30th June every year to the State Board.

The mercury containing waste or mercury spillage shall be stored separately & record shall be
maintained in the log book.

The plastic waste shall be handed over to the authorised operator of CBWTF or plastic waste
recycling units registered under the Plastic Waste (Management & Handling) Rules, 2011.

“This is computer generated document from HPOCMMS" Page 1 of 4

To verify this document please scan the QR Code.




7. The Chemical Liquid waste generated from the HCF/UNIT shall be segregated at source and shall be
pre-treated or neutralized before mixing with other effluent generated from the HCF.

8. This authorisation is subject to the condition mentioned above and also to such conditions as may be
specified in the rules from time to time in force under Environment (Protection) Act, 1986.

9. The HCF/UNIT shall apply for the renewal of an authorization within 3 months prior to expiry of the
previous authorization, if applicable.

SPECIAL CONDITIONS

1. The authorization granted is subject to the condition that the UNIT/HCF shall seek prior permissions (CTE/
CTO/ Authorization) before any expansion and / or increase in bed capacity from the State Board.

Approved By
Member Secretary
(H. P. State Pollution Control Board)

Copy To:

The In-charge, HPSPCB, Central Lab. Parwanoo, Distt. Solan for information and directed to
inspect the HCF/ Unit as per prescribed schedule and ensure compliance of norms by the HCF/
Unit as per provisions under Water Act, 1974/ Air Act, 1981 & BMW Rules, 2016.

ANIL Doy
JOSHI,/ s
Anil Joshi, IFS
Member Secretary
For & on behalf of
( H. P. State Pollution Control Board)

“This is computer generated document from HPOCMMS” Page 2 of 4
To verify this document please scan the QR Code




12.

13.

14.

15.

16.

TERMS AND CONDITTIONS OF AUTHORIZATION

The unit/ operator/ generator of Bio-medical waste or transporter so authorized shall comply with the
provisions of the Environment (Protection) Act, 1986, and the rules made there under.

The authorization or its renewal shall be produced for inspection at the request of an officer authorized
by the Prescribed Authority.

The occupier shall make a provision within the premises for a safe, ventilated and secured location for
storage of segregated biomedical waste in colored bags or containers in the manner as specified in
Schedule I, to ensure that there shall be no secondary handling, pilferage of recyclables or inadvertent
scattering or spillage by animals and the bio-medical waste from such place or premises shall be directly
transported in the manner as prescribed in these rules to the common bio-medical waste treatment
facility or for the appropriate treatment and disposal, as the case may be, in the manner as prescribed in
Schedule T.

The occupier shall pre-treat the laboratory waste, microbiological waste, blood samples and blood bags
through disinfection or sterilization on-site in the manner as prescribed by the World Health
Organisation (WHO) or National AIDs Control Organisation (NACO) guidelines and then sent to the
common bio-medical waste treatment facility for final disposal.

The occupier shall provide training to all its health care workers and others, involved in handling of bio
medical waste at the time of induction and thereafter at least once every year and the details of training
programmes conducted, number of personnel trained and number of personnel not undergone any
training shall be provided in the Annual Report.

The occupier shall immunise all its health care workers and others, involved in handling of bio-medical
waste for protection against diseases including Hepatitis B and Tetanus that are likely to be transmitted
by handling of bio-medical waste, in the manner as prescribed in the National Immunisation Policy or
the guidelines of the Ministry of Health and Family Welfare issued from time to time;

The occupier shall establish a Bar- Code System for bags or containers containing bio-medical waste to
be sent out of the premises or place for any purpose.

The occupier shall ensure segregation of liquid chemical waste at source and ensure pre-treatment or
neutralisation prior to mixing with other effluent generated from health care facilities.

The occupier shall ensure treatment and disposal of liquid waste in accordance with the Water
(Prevention and Control of Pollution) Act, 1974 (6 of 1974).

The occupier shall maintain and update on day to day basis the bio-medical waste management register
and display the monthly record on its website according to the bio-medical waste generated in terms of
category and colour coding as specified in Schedule I.

The occupier/ operator of the facility shall maintain proper housekeeping in the premises where the Bio-
medical wastes are handled.

The occupier/ operator of the facility shall not change or alter either the quality or the quantity or the
rate of discharge of liquid/ emission or temperature or the route of discharge without pervious written

permission from the Prescribed Authority.

The occupier shall dispose of solid waste other than bio-medical waste in accordance with the
provisions of respective waste management rules made under the relevant laws and amended from time

to time.

The occupier/ operator of the facility, its heirs, legal representatives etc., shall have no claim whatsoever
to the continuation or renewal of this authorization after the expiry of the period of authorization.

The occupier/ operator of a facility shall report in Form-I to the Prescribed Authority in case of any
accident occur at any institution or facility or any other site where Bio-medical waste is handled or

during transportation of such waste.

The occupier/ operator of the facility shall ensure that, the facility is handled, operated by only qualified
personals in the field. The occupier/ operator of the facility shall also appoint qualified personals and
create a separate cell/ department for compliance under the various conditions of the authorization.

The authorized person shall take prior permission of the Prescribed Authority to close down the facility.

"“This is computer generated document from HPOCMMS™ Page 3 of 4

To verify this document please scan the QR Code.




‘18.

19.

20.

21.

22.

24,

25.

26.

27.

28.

29.

30.

The occupier/ operator of a facility shall treat and dispose the Bio-medical waste in accordance with the
Rules.

The occupier/ operator of the facility are required to maintain equipments for requisite treatment of Bio-
medical waste like, Incinerator, Autoclave, Microwave system, etc. The occupier/ operator shall comply
with the standards for incinerator, autoclave and microwave system, deep burial pits etc. as the case may
be as prescribed in the Rules

The occupier/ operator of the facility shall maintain records of handling Bio-medical waste in Form-IV
as per rule and submit the Annual Report by 30th June every year to the Prescribed Authority. The
report shall include information about the categories and quantities of Bio-medical waste handled during
the preceding year. All the record shall be subjected to inspection and verification by the Prescribed
Authority/ authorized person at any time.

The occupier/ operator of the facility shall ensure that the Bio-medical waste shall not be mixed with
other waste.

The occupier/ operator of the facility shall segregate the Bio-medical waste and collect in the container
bags at the point of generation in accordance with the Rules prior to storage, transportation, treatment
and disposal. The containers shall be labelled in accordance with Schedule-1V.

The occupier/ operator of the facility shall ensure that no untreated Bio-medical waste shall be kept/
stored beyond a period of 48 hours, provided that if for any reason it becomes necessary to store waste
beyond such period, the authorized person shall take permission of the Prescribed Authority and take
measures to ensure that the waste does not adversely affect human health and environment.

The occupier /generator shall take services of Common Transport Facility from duly authorized
transporter of Bio-Medical Waste, to transport its bio-medical waste to common treatment facility.

The Prescribed Authority reserves the right to review, impose additional condition or conditions,
revoke, change or alter the terms and conditions of the authorization.

The occupier/ operator of the facility shall comply with the standards and specification as per rules and
shall furnish compliance within 30 days from the date of receipt of this authorization.

Waste collecting bags require incineration shall be made of non/ chlorinated plastic with label and seal
as per the specifications indicated under Bio-medical Waste Management Rules, 2016.

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

The occupier/ operator of the facility shall not rent and sell, transfer or otherwise transport the Bio-
medical waste without prior permission from the Prescribed Authority.

The hospital/UNIT shall submit the Analysis Report of liquid waste being discharged by the hospital
within 3 months from date of the issue of authorization to ascertain the adequacy and efficiency of
treatment systems.

By Order

Member Secretary
(H. P. State Pollution Control Board)

“This is computer generated document from HPOCMMS" Page 4 of 4
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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)]

Sl. No. | Particulars
1. | Particulars of the Occupier
- (i) Name of the authorized person | Mr. Arvind Sharma
(occupier or operator of facility) Managing Director
(ii) Name of HCF or CBMWTF Not Applicable
| (iii) Address for Correspondence Fresenius Kabi Oncology Ltd
Village Kishanpura, PO Gurumajra, Baddi,
173205
(iv) Address of Facility Village Kishanpura, PO Gurumajra,
Baddi, 173205
(v)Tel. No. Fax. No 01795-304300
(vi) E-mail ID rohit.rohit@fresenius-kabi.com
(vii) URL of Website https://www.fresenius-kabi-oncology.com/
(viii) GPS coordinates of HCF or Not Applicable
CBMWTF
| (ix) Ownership of HCF or CBMWTF Not Applicable
| (x). Status of Authorization under the Authorization No.: BMW/SOL-090 (Solan)
| Bio-Medical Waste (Management and | Valid up to: 31.03.2029
| Handling) Rules '
| (xi). Status of Consents under Water Act Valid up to: 31.03.2029
I and Air Act
|2 i Type of Health Care Facility Oncology product manufacturing unit
| | (i) Bedded Hospital Not Applicable
| (ii) Non-bedded hospital Oncology product 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 L&E (FAC) No.: 9-20171096-2267
| expiry
3 | Details of CBMWTF Not Applicable
| (i) Number healthcare facilities covered Not Applicable
by CBMWTF
(i1) No of beds covered by CBMWTF Not Applicable
| (iii) Installed treatment and disposal | Not Applicable
! capacity of CBMWTE:
| (iv) Quantity of biomedical waste treated Not Applicable
| or disposed by CBMWTF
[ 4 | Quantity of waste generated or Yellow Category: 16617 KG
|

disposed in Kg per annum (on monthly
| average basis)

Red Category: 1827 KG

White: 0 KG

Blue Category: 29333 KG

General Solid waste: 0 KG




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

(i) Details of the on-site storage facility

Size:3mX2mX2m

Capacity : 12 m?

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

(ii) Details of treatment or disposal facilities

Type of
treatment
equipment

I
No.
of
Units

' Capacity

kg.day

Quantity
disposed
or treated
in
kg/annum

Incinerators

Plasma
Pyrolysis

Autoclaves
Microwave

2 Units,
each with
a capacity
of 100 litre

Hydroclave
Shredder

Needle Tip
Cutter or

Destroyer

Sharps

encapsulation
or

concrete pit

Deep burial
pits :

Chemical

disinfection:

| Any other

treatment

equipment:

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

Not Applicable

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

Not Applicable

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

Not Applicable

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

M/s Enviro Engineers, Shimla

(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 s
during the reporting period.

Details trainings conducted on BMW

(i) Number of trainings conducted on BMW

Management 2
(ii) Number of personnel trained 8
(iif) Number of personnel trained at the time of [
induction 4
(iv) Number of personnel not undergone any ’
training so far | NA
(v) Whether standard manual for training is |
available? " | Yes

(vi) Any other information)




[ 8 Details of the accident occurred during the
year
(i) Number of Accidents occurred : | Nil
| (i) Number of the persons affected : | Nil
(iii) Remedial Action taken (Please attach NA
details if any)
| (iv) Any Fatality occurred, details. No ]
9 [ Are you meeting the standards of air Pollution NA
from the incinerator? How many times in last
year could not met the standards? |
Details of Continuous online emission : | NA
monitoring systems installed |
10 Liquid waste generated and treatment methods ETP complied with all statutory standards; no
' in place. How many times you have not met non-compliance observed during the year.
the standards in a year?
11 Is the disinfection method or sterilization NA
meeting the log 4 standards? How many times
| you have not met the standards in a year?
|12 | Any other relevant information NA

Certified that the above report is for the period from January 2025 to December 2025

Date:
Place:

Name and Signature of the Head of the Institution
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Minutes of Meeting (MOM)
Bio-Medical Waste Management Committee
Fresenius Kabi Oncology Ltd, Baddi
Date:- 24/06/2025
Time: 11:00t0 11:30
Venue: Conference Room
Chairperson: Mr. Rakesh Patel
Prepared by: Rajinder Negi

1. Members
S.No. Name Department Role
1 Rakesh Patel Operation / Site Head Chairperson
2 Rajinder Negi EHS Secretory
3 Ankit Kumar EHS Member
4 Pavan Kumar M Micro Member
5 Shubham Kumar ETP Member
6 Virender Singh HR Member
7 Kanchan OHC Member
8 Sonu Kumar ETP Member
2. Agenda
1. Review of Bio-Medical Waste (BMW) management compliance
2. Status of BMW segregation and color-coding
3. Oncology waste handling & safety controls
4. Review of BMW records, manifests & barcoding
5. Training & awareness programs
6. Observations, gaps & corrective actions

7. Any other matter (AOB)
3. Key Discussion Points

3.1 BMW Collection & Segregation
» Segregation of BMW at source was reviewed.
e Use of color-coded bins (Yellow, Red, White, Blue) found Satisfactory.
o Specific emphasis given on cytotoxic/oncology waste handling.




' 3.2 Oncology (Cytotoxic) Waste Management

e Procedures for handling cytotoxic drug vials and contaminated materials
reviewed.

« PPE usage by operators was discussed.

« Dedicated containers and labeling for oncology waste were verified.

3.3 Storage & Disposal
o« Temporary BMW storage area inspected and found satisfactory
» Waste handed over to authorized CBWTF as per schedule.
 Manifest and handover records reviewed.
3.4 Documentation & Compliance
o BMW authorization validity checked.
e« Daily BMW records, barcoding, and annual report status reviewed.
¢ Compliance with BMW Rules 2016 & amendments discussed.
3.5 Training & Awareness
e BMW training records reviewed.
o Refresher training requirement identified for shop-floor and housekeeping staff.

4. Action Points

S. No. Action ltem Responsibility Target Date Status

1 Refresher BMW training for oncology staff EHS On-Going  On-Going

5. Observations
e Good compliance maintained in general BMW handling.
e Minor gaps observed in [mention specific issue, if any].
e Continuous monitoring required due to high-risk oncology waste.

6. Conclusion

The committee emphasized strict adherence to BMW rules, especially for oncology
waste, and reinforced the importance of training and supervision. The next review
meeting will be conducted as per schedule.

Meeting Ended with Thanks to all

Signature:

EHS/Coordinator: ___:




Minutes of Meeting (MOM)
Bio-Medical Waste Management Committee
Fresenius Kabi Oncology Ltd, Baddi
Date:- 24/12/2025
Time: 11:00t0 11:30
Venue: Conference Room
Chairperson: Mr. Rakesh Patel
Prepared by: Ankit Kumar

1. Members
S.No. Name Department Role
1 Rakesh Patel Operation / Site Head Chairperson
2 Ankit Kumar EHS Member
3 Pavan Kumar M Micro Member
4 Shubham Kumar ETP Member
5 Virender Singh HR Member
6 Kanchan OHC Member
7 Sonu Kumar ETP Member
8 Kuldeep Kumar Production Member
2. Agenda
1. Review of Bio-Medical Waste (BMW) management compliance
2. Status of BMW segregation and color-coding
3. Oncology waste handling & safety controls
4. Review of BMW records, manifests & barcoding
5. Training & awareness programs
6. Observations, gaps & corrective actions

7. Any other matter (AOB)
3. Key Discussion Points

3.1 BMW Collection & Segregation
o Segregation of BMW at source was reviewed.
» Use of color-coded bins (Yellow, Red, White, Blue) found Satisfactory.
» Specific emphasis given on cytotoxic/oncology waste handling.




3.2 Oncology (Cytotoxic) Waste Management
» Procedures for handling cytotoxic drug vials and contaminated materials
reviewed.
» PPE usage by operators was discussed.
« Dedicated containers and labeling for oncology waste were verified.

3.3 Storage & Disposal
o Temporary BMW storage area inspected and found satisfactory
» Waste handed over to authorized CBWTF as per schedule.
» Manifest and handover records reviewed.
3.4 Documentation & Compliance
» BMW authorization validity checked.
« Daily BMW records, barcoding, and annual report status reviewed.
» Compliance with BMW Rules 2016 & amendments discussed.
3.5 Training & Awareness

o« BMW training records reviewed.
» Refreshertraining requirement identified for shop-floor and housekeeping staff.

4. Action Points

S. No. Action item Responsibility Target Date Status

1 Refresher BMW training for oncology staff EHS On-Going  On-Going

5. Observations
¢ Good compliance maintained in general BMW handling.
» Minor gaps observed in [mention specific issue, if any].
» Continuous monitoring required due to high-risk oncology waste.

6. Conclusion
The committee emphasized strict adherence to BMW rules, especially for oncology

waste, and reinforced the importance of training and supervision. The next review
meeting will be conducted as per schedule.

Meeting Ended with Thanks to all

Signature:
A
=5 =

2
EHS/Coordinator:
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ADDENDUM - I TO BIO — MEDICAL STE MANAGEMENT AGREEMENT
DATED 28.08.2023.

THIS ADDENDUM - I TO BIO - MEDICAL WASTE MANAGEMENT AGREEMENT
DATED 28.08.2023 (hereinafter referred to as the “Addendum - ") is made
and executed on thi st day of March 2025, by and between:
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(1)

(2)

(3

FRESENIUS KABI ONCOLOGY LIMITED, a Company incorporated under
the Companies Act, 1956 and having its Registered Office at B-310, Som Datt
Chambers-I, Bhikaji Cama Place, New Delhi - 110 066, corporate office at
Echelon Institutional Area, Plot No. 11, Sector 32, Gurugram, Haryana -
122001 and one of the manufacturing unit at Village Kishanpura, PO -
Gurumajra, Nalagarh, District - Solan, Himachal Pradesh - 174101;
(hereinafter referred to as “Company”, which expression shall unless
repugnant to the context or meaning thereof mean and include its
successors, representatives and assigns) of the FIRST PART;

And

M/s ENVIRO ENGINEERS having its office at Thakur Sadan, Chalonthi,
Sanjauli, Shimla - 6, Himachal Pradesh; (hereinafter referred to as
“Vendor”, which expression shall unless repugnant to the context or
meaning thereof mean and include its successors, administrators and
permitted assigns) of the OTHER PART.

Company and Vendor shall hereinafter be individually referred to as a “Party”
and collectively as “Parties”.

WHEREAS:

The Parties had entered into a Bio — Medical Waste Management
Agreement on 28.08.2023 (“Agreement”) for Vendor to provide Bio-
medical waste treatment services to Company from its facility which is
approved and authorized by Himachal Pradesh State Pollution Control
Board.

The Term of the said Agreement is valid and effective from 01.10.2023 to
31.03.2025.

Since the Term of the said Agreement shalli soon expire on 31.03.2025.
The Parties are mutually desirous to extend the Term of the said
Agreement for a further period of Three years, on same rates, terms, and
conditions.

NOW IT IS HEREBY AGREED BY AND BETWEEN THE PARTIES HERETO

. AS FOLLOWS:

1.

Parties hereby mutually agree and acknowledge that upon execution ot this
Addendum - I and w.e.f. 01.04.2025, the Term of the said Agreement shall
stand extended for a further period of Three (03) years, commencing from
01.04.2025 and shall continue to be in full force till 31.03.2028.

It is acknowledged and agreed between the Parties that except as otherwise
provided herein, all other terms and conditions of the said Agreement shall

continue to be in full force and effect, unless amended by the Parties,
mutually, in writing.




4. In the event of any conflict between the provisions of this Addendum - I and
the said Agreement, provisions of this Addendum - I shall supersede and
prevail.

IN WITNESS WHEREOF the Parties hereto have executed these presents on
the day and year first hereinabove written.

Nikhif Kulshreshtha
Director & Secretary/| 4

““Ar¥ind Kumar Sharma
Managing Director

For and on behalf of:
M/s ENVIRO ENGINEERS |

Fo

E ndineers
-Gaytri-Thakur
H-O:DAdmin of Enviro ENgIneers Director

Witness:
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Annexure I

SCOPE OF SERVICES

1. Receiving, collecting & transportation of the BMW (Bio Medical Waste), handed
over by Fresenius Kabi in colour coded bags (Yellow, Red and Blue Bags).

2. Transporting of Bio Medical waste to its disposal site at Shimla for treatment and
final disposal, including incineration.

3. Submitting the monthly report of Bio Medical waste collected, continuation or
discontinuation of the services to the prescribed authority and will also submit
the annual report to the prescribed authority.

Annexure -II

Terms with Enviro Engineers starts from 01st April 2025 to 31t March 2028
(Total 03 years)

PRICES

* Vendor will charge Rs. 65.88/kg for services of collection, transportation, and
disposal of Bio Medical Waste. Goods and Sales Tax would be additional.
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Fresenius Kabi

Oncology Ltd
FRESENIUS Vill. Kishanpura, PO. G Maj
1, Ki , U GUru Majra,
KABI Tehsil Nalagarh, Distt. Solan (H.P.)
v 174101, India

T+ 91-1795-251300
www.fresenius-kabi.com

Date: 24/04/2026

Bio-Medical Waste Generation Record
(Month & Category Wise)

Month Red (kg) Yellow (kg) Blue (kg) White (kg) Total (kg)
January 155 1000 1510 0 2665
February 145 1430 2640 0 4215
March 145 1210 2680 0 4035
April 130 1475 1520 0 3125
May 125 1330 1570 0 3025
June 155 1445 1770 0 3370
July 150 1170 1785 0 3105
August 111 1421 2807 0 4339
September 117 1430 3259 0 4806
October 133 1508 3159 0 4800
November 217 1742 2535 0 4494
December 244 1456 4098 0 5798
Total 1827 16617 29333 0 47777

Authorized Signatory

Name: Rakesh Patel

Demgn,ahnn\COO & Site Head
’/L.
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Fresenius Kabi

Oncology Ltd
FRESENIUS - .

Vill. Kishanpura, PO. Guru Majra,
KABI Tehsil Nalagarh, Distt. Solan (H.P.)

174101, india
T+ 91-1795-251300
www.fresenius-kabi.com

A\

Date: - 24/04/2026

Accident / Spillage Nil Declaration

This is to declare that no accident, incident, or spillage related to bio-medical waste occurred
at Fresenius Kabi Oncology Ltd., Kishanpura, Baddi during the reporting period January 2025
to December 2025.

All activities related to the handling, segregation, storage, transportation, and disposal of
bio-medical waste were carried out in compliance with the Bio-Medical Waste Management
Rules, 2016 and applicable internal safety procedures.

Accordingly, there is no Accident / Spillage Report to submit for the above-mentioned period
(Nil).

For Fresenius Kabi Oncology Ltd.

Authorized Signatory

Name: Rakesh Patel
De5|gn/t|9rt-C\OO & Site Head

ol Ona
/ \""'/—"‘""H. “0.r
¢ Q.
/ ,;-."‘f Kishanpien \©
[ & Teh ey _'.'.’._ " =
‘- Distt Solan
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CIN No. U24231DL2003PLC119441
Read. Office : B-310, Som Datt Chambers-|, Bhikaji Cama Flace, New Delhi - 110 066




Fresenius Kabi
Oncology Ltd.

HHH FRESEN!US Vill. Kishanpura, P.O. Guru Majra,
KAB’ Tehsil Nalagarh. Distt. Solan {H.P}
174101, INDIA

T+ 91-1795-251300
www.fresenius-kabi.com

March 12, 2025
EHS/FKOL-11/2025/002

To

The Principle Scientific Officer

H.P. State Pollution Control Board
SCF6-8, Market Complex, Sec-IV
Parwanoo. Distt- Solan (HP)-173220

Online ID 10415

Sub: Annual Return regarding generation and disposal of Bio Medical Waste under, Bio-
Medical Waste (M&H) Rules -2016, for the year 2024 (Jan-2024 to Dec-2024)

Dear Sir,

We Fresenius Kabi Oncology Ltd. situated at Kishanpura Baddi with reference to above subject
are submitting herewith the Form [V i.e. Biomedical Waste Annual Return duly singed by

authorized signatory

You are requested to acknowledge the receipt and update your records.

Thanking you

Yours truly,

For Fyesenius Kabi Oncology Ltd

Atithorized Signatory

ﬁc bog;&i copy of dully filled annual report Form-IV
atd Pollution 0081 \jpexure- | Bio-medical waste quantity on Monthly basis.

oratory, Se@q m rq Qﬁbuudent Reporting form
st Solan (HP)-4 '

VB

Cenu’a‘ Lab
Parwai o108

CIN No. U24231DL2003PLC119441
Regd. Office : B:310, Som Datt Chambers-|, Bhikaji Cama Place, New Delhi - 110 066,




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

Form -1V

sr. |Particulars
No.
1 Particulars of the Occupier
(i) Name of the authorised person Arvind Sharma, Managing Director
(occupier or operator of facility)
(i) Name of HCF or CBMWTF Not Applicable
Fresenius Kabi Oncology Ltd.
(ili) Address for Correspondence Village Kishanpura,PO_Gurumaijra, Baddi-173205
(iv) Address of Facility Village Kishanpura, PO Gurumajra, Baddi-173205
(v)Tel. No, Fax. No 01795-304300
(vi) E-mail ID rajendernegi.singh@fresenius-kabi.com
(vii) URL of Website http://www.fresenius-kabi-oncology.com/
{viii) GPS coordinates of HCF or CBMWTF Not Applicable
(ix) Ownership of HCF or CBMWTF Not Applicable
(x). Status of Authorisation under the Bio- Authorisation No : BMW (PWN}/ SOL-90
Medical Waste (Management & Handling) Date of expiry: 31.03.2029
Rules
{xi). Status of Consents under Water Act
and Air Act Valid up to: 31.03.2029
2 Type of Health Care Facility Oncology Product manufacturing unit
(i) Bedded Hospital Not Applicable
(i) Non-bedded hospital
(Clinic or Blood Bank or Clinical Laboratory . .
. . ) Oncology product manufacturing unit
or Research Institute or Veterinary Hospital
or anyother)
L&E(FAC)9-20171096-2267 valid upto:31.12.2027
(iii) License number and its date of expiry
3 Details of CBMWTF
(i} Number healthcare facilities covered by NA
CBMWTF
(ii) No of beds covered by CBMWTF NA
(iii) Installed treatment and disposal NA Kg/ day
capacity of
CBMWTF:
(iv) Quantity of biomedical waste treated NA Kg/ day
or disposed by CBMWTF
4 Quantity of waste generated or disposed in |: |Yellow Category : 27375.354 kg
Kg per Yellow Category (Liquid) : 950 Kg
annum (on monthly average basis) Red Category : 5585 kg
White: NA
Blue Category : 31511kg
5 Details of the Storage, treatment,

transportation, processing and Disposal
Facility

Disposed out through authorized CBMWTF
i.e. Enviro Engineers Shimla

(i) Details of the on-site storage facility

Size:3mx2mx2m

Capacity : 12 cu.m

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




{ii) Details of the treatment or
disposal facilities

Type of treatment
equipment

No. of
units

Capacity
kg/day

Quantity
disposed or
treated in
Kg/annum

Incinerators

Plasma Pyrolysis

— —

Autoclaves

100 liters
2 |& 100
liters

Microwave

Hydroclave

— e,

Shredder

Needle tip cutter or

destroyer

Sharps

encapsulation or

concrete pit

Deep burial pits:

Chemical

disinfection:

Any other treatment

equipment:

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

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

NA

(v) Details of incineration ash and
ETP sludge generated and disposed

NA

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

M/s Enviro Engineers, Shimla

available?

(vii) List of member HCF not handed NA
over bio-medical waste.
Do you have bio-medical waste NO
management committee? If yes, attach
minutes of the meetings held during
the reporting period
Details trainings conducted on BMW
(i) Number of trainings conducted on BMW
Management. 4
(if) number of personnel trained 8
(iii) number of personnel trained at the
time of induction 3
(iv) number of personnel not undergone
any trainng so far NA
(v) whether standard manual for training is

Yes




(vi) any other information)

NA

8 Details of the accident occurred
during the year
(i) Number of Accidents occurred 0
(ii) Number of the persons affected 0
(ili) Remedial Action taken (Please
attach details if any) NA
(iv) Any Fatality occurred, details. No
9 Are you meeting the standards of air
Pollution from the incinerator? How
many times in last year could not met
the standards? NA
Details of Continuous online emission
monitoring systems installed NA
10 |Liquid waste generated and treatment
methods in place. How many times
you have not met the standardsin a ETP.
year? Complied all standards
11 |Is the disinfection method or NA
sterilization meeting the log 4
standards? How many times you have
not met the standards in a year?
12 |Any other relevant information NA

Certified that the above report is for the period from Jan 2024 to Dec 2024 /%

Date: | 2 2025

Place: Lz el

Name and Signature of the Head of the Institution




Annexure-|

Fresenius kabi Oncology Ltd, Baddi-Il, Kishanpura

Bio Medical waste Disposal
through M/s Enviro Engineers, Shimla for period from Jan 2024 to Dec 2024

' Yellow Category |

Yellow Category |

Red Category Blue Category

Month (KG)
KG ; KG KG
(KG) Liquid (KG) | (KG)
Jan-2024 2561 0 420 | 2240 |
| |
Feb-2024 4260 | 150 780 3930
| | |
Mar-2024 2705 | 0 | 630 2355 |
i | | |
Apr-2024 1965 | 600 625 2385 |
| | | |
May-2024 | 2593 | 0| 405 | 3778 |
[ |
Jun-2024 2025 | 0 435 | 2053
| | | | |
Jul-2024 2095 | 0 465 3060
| | | |
| [ [
Aug-2024 | 1450 | 200 271 | 2070 |
| , :
| | |
Sep-2024 | 3360 | 0 565 | 3200 |
| | |
Oct-2024 2040 0 430 | 1860 |
| | |
Nov-2024 | 1210 | 0 384 | 2780
Dec-2024 1111.354 0 175 | 1800 |
Sub-total 27375.354 | 950 5585 31511

Total Qty.: 65421.354Kg
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FORM - I
[ (See rule 4(0), 5(i) and 15 (2)]

ACCIDENT REPORTING
1. Date and time of accident : N4
2. Type of Accident : N4
3. Sequence of events leading to accident : N4
4. Has the Authority been informed immediately : NA
5. The type of waste involved in accident : N4
6. Assessment of the effects of the accidents on human health and the
environment: NA
7. Emergency measures taken : NA
8. Steps taken to alleviate the effects of accidents : NA
9. Steps taken to prevent the recurrence of such an accident : N4

10. Does you facility has an Emergency Control policy? If yes give details:

Nac Na - P-ESQ-Q](Cw site Emergency Plaw )

d ‘@A rN
Date : |[ZM4& 225 Signature ...... \A}/ .....
Place: @W ......... Designation L2t -I/CM@/
S/
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