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Time Bound
Court Matter
HP STATE POLLUTION CONTROL BOARD,
BELOW BCS, PHASE-III, NEW SHIMLA
: .25

No. HPPCB/ OA No. 136/2020 /- g‘?éﬁ Dated: ’27 -9 ?
From: The Member Secretary
To

he Registrar General, |
Hon’ble National Green Tribunal, Copernicus Marg,
New Delhi

Subject:- Compliance of order dated 23-06-2021 passed by Hon’ble NGT in
OA No. 136/2020 titled Veteran Forum for Transparency in Public
Life V/s State of HP & Ors. (Submissions of Member Secretary
HPSPCB)

ir
. ‘ ‘This has reference to order dated 23-06-2021 passed by Hon’ble
National Green Tribunal, Delhi in the afore-cited matter wherein following directions has
been passed:-
........ Such failure of statutory duties is at the cost of public health

and protection of environment for which Chairman and Member Secretary of the PCB owe

an explanation which may be furnished before the next date................... 7

In compliance to afore-cited order please find enclosed herewith

submissions of the Member Secretary, HPSPCB which may kindly be placed on record

please.

(Encl. As above)

Apoorv Devgan (IAS)
Member Secretary
HPSPCB Shimla
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BEFORE THE HON’BLE NATIONAL GREEN TRIBUNAL
Original Application No. 136/2020

IN THE MATTER OF:-

Veterans Forum for Transparency in Public Life
....... Applicant

Versus

State of Himachal Pradesh & Ors.
cesnsesees.. Respondents

Submissions of Member Secretary, HPPCB Shimla in compliance to
the explanation solicited by the Hon’ble NGT vide order dated 23-6-
2021. |

'MAY IT PLEASE YOUR LORDSHIPS:-

1.

SRR
3.

“arnber Secioary,

WMy

That the present case, related to discharge of pharmaceutical ingredients by

pharmaceutical units at Baddi Barotiwala Nalagarh area of Himachal Pradesh, came

up for hearing on 23-6-2021 wherein replying respondent has been directed to
furnish an explanation before the next date of hearing for not monitoring the
antibiotic residues in the effluent discharged by the pharmaceutical units.

That at the very outset, with regard tn the order‘ dated ‘23-6-2021, it is humbly
submitted that the replying respondent had joined as Member Secretary, HPSPCB
on 23-6-2021 i.e. on the very same day when the afore-cited order was passed. The
replying respondent is hereby submitting his explanation on the basis of record
available in the HPSPCB. |

That the replying respondent submits that he is a law abiding civil servant, holding a

*responsible post of Member Secretary, HPSPCB. The replying respondent is

ensuring the compliance of all environmental standards by the industries in
Himachal Pradesh as prescribed by the Ministry of Environment, Forests & Climate

Change, Government of India and the State Government from time to time. It is
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humbly submitted that submissions hereinafter would-go on to explain the reason
for not monitoring the residual antibiotic effluent released from pharma units in
HP.

That earlier the present case came up for hearing on 22-7—2020, wherein Hon’ble
vTribunal had constituted a joint Committee comprising of representati\}es from
Central Pollution Control Board, State Pollution Control Board and District
Magistrate, Solan to look into the issues in the light of contents of the application

and take such further action as may be found necessary. |

That the Joint Committee visited the site on 128 & 13® October 2020 and took
samples from CETP Baddi and the pharmaceutical units of M/s Acme Life
Sciences, Nalagarh, Helios Pharmaceuticals, Village Malpur and M/s Alkem
Laboratories village Thana, Baddi, District Solan HP. As the Laboratbry of the State
Board does not have the facilify for analysis of residual antibiotics in the effluent
sample due to lack of regulatory norms in the country for the same, hence the
samples were got analysed from M/s Shri Ram Institute of Industrial Research,
Delhi. It is pertinent to submit here that as there were no standards prescribed for
the antibiotics residual, the Joint Committee compared the analysis results with draft
standards notified by the MoEF &CC, Govt of India vide gazette notification dated
23-1-2020 for information of the public likely to be affected and objections or
suggestions on the proposal for consideration. The values of certain compounds in
the samples collected, such as Ciprofloxacin, Azithromycin and Ofloxacin were
: foﬂ&i higher than the draft standards proposed in the draft notification of

'MOEF&CC.

That in reference to afore-cited order the replying respondent with utmost reverence

to this Hon’ble Tribunal makes the following submissions.

3
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7. That the Ministry of Environment, Forests & Climate Change, Govt of India had
notified standards for “Pharmaceutical (Manufacturing and Formulation) Industry”
vide notification dated 9-7-2009 (Annexure R-1) which are being followed
diligently by the State Board for the ‘efﬂuent from pharmacéutical units, located in

' Himachal Pradesh.v These standards are, similarly, followed by all other State
Boards throughout India. That for pharmaceutical industries and CETPs, antibiotic
residual standards are not a part of the earlier standards notified on 09-07-2009 by
rthe MoEF &CC, Government of Indkia. Therefore in the absence of any notified
standards, this State Board cannot legally enforce any action against an industry.
Further the Board does not have the mechanism for monitoring antibiotic residual
standards nor there was/is any expertise available with the State Board with respect
to testing and monitoring of antibiotic residual in industrial effluent. This Hon’ble
Tribunal has directed CPCB vide order dated 23-6-2021 in this matter to suggest
monitoring mechanism for API residues through a credible system. The State Board
has urged CPCB to do the needful vide letters dated 28-6-2021, 7-7-2021. Copies

are annexed as Annexure R-2.

8. That prior to filing of OA No. 136/2020 the issue of existence of antibiotic residual
was never raised by any party and as there are no standards in existence, hence the
same could not have been monitored by the State Board. This being a relatively
new concept for which no research study, expertise or standards are available,
particularly with the State Board, there is a need to depend on the CPCB and MoEF

.. - ‘ .
\ T E S T F&@? which have adequate expertise and appropriate infrastructure to notify any

¢
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9. Tt is further submitted that, in this background, the standards for antibiotic residuals

were duly proposed by the MoEF&CC vide notification dated 23-1-2020

! (Annexure R-3) wherein the Govt of India, called for the objections and
Member Secretary,
'™ Siate Pollution Control Boar:
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suggestions of the public, but the same being in draft stage they could no.f be
implemented by the Board. Unless and until there are specific notified
norins/standards by any competent body, no Board, authority or organisation can
monitor them and initiate consequent legal action for regulation. The draft standards

are not valid and have no force of law unless validated and notified. Further, even

- when standards are notified under the Environment Protection Rules 1986, the same

10.

11.

are to be complied with by an industry within a period of one year of being so

specified.

That the Ministry of Environment and Forests and Climate Change, Govt of India in
continuation to notification dated 23-1-2020 issued another notification dated 6-8-
2021 (Annexure R-4) wherein discharge standards for the pharmaceutical
industries have been amended and finalized, wherein no standards are notified for
antibiotic residual. Inter-alia no standards have been laid for antibiotic residuals

released from pharma units.

That in pursuance to directions of the Hon’ble NGT dated 23-6-2021, the HP State
Pollution Control Board requested all SPCBs to iﬁtimate if any API residuals
standards have been laid down by them and are being followed regarding
monitoring of antibiotic residual effluent from pharma industries. In response, the
Bihar Pollution Control Board, Odisha Pollution Control Board and Chandigarh

Pollution Control Committee intimated that they have not laid down any specific

I ﬁntigfétic standards in industrial effluent of pharmaceutical units in their States.

L@ Secreiary,
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Further research on various websites and internet regarding such standards has also
TNER : )

yielded no result. Copies of responses received from other SPCBs/PCCs are

annexed as Annexure R-5 collectively.

iution Controi Bosrd
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12. That the State Board has adopted all the national standards notified by the MoEF

&CC Govt of India under Environment Protection Act, 1986 for discharge or
emission of pollutant from industries, operation and process. The antibiotic residual
in the effluent is relatively a new concept. Despite the State Board seeking
information on related notifications/ literature through internet and other resources
yet no authentic or dependable research study was found to be available in the
matter on the basis of which further action may be taken.

13. That the State Board has already directed the drug manufacturing units through the
Drug Manufacturing Associations & Regional Officers of the Board to ensure that
adequate treatment ffacility be provided by all pharma industries for the treatment of
antibiotic residues and to reduce API residue discharge (Annexure-R-6).

14. That the notification 6f standards for antibiotic residuals needs extensive study and
research. The State Board has the legal competence to lay down the standards but
does not have the expertise and wherewithal to lay down the norms. The State
Board has repeatedly made efforts to bring to the notice of MoEF&CC this fact
with the request to notify the standards for residual antibiotics (Annexure R-7

Colly) and response is still pending.

15. That, even though no standards have been laid by Govt of India for antibiotics
residual in effluent from pharma units or by any other State Board in India, it is
submitted that the State Board in compliance to order dated 23-6-2021 has

qT - E S T F.OItsﬁituted two Committees vide office order dated 27-7-2021 and. 06—08-2021
Q (annexed as Annexure R-8 Colly) to examine the issue and prepare a proposal of

OATH COMLM?«N\S!gEHards for antibiotic residual discharge & to finalise the total requirement of
instruments alongwith specifications to setup laboratory facility for analysis of

antibiotics in water /waste water (effluent), respectively. Repeated requests

(Annexure-R-9 colly) have been made to CPCB (Respondent No. 4) to nominate

Lamnbed Secretary, .;
= 2iate Pollution Controi Boa:
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. expert members to these committees to make them functional. While no expert

member has been nominated by the CPCB to the committee formed to study and
finalise standards, in the meanwhile the rest of the committee has recommended that
there is no sufficient research, equipments/ instruments and expertise available with

State Board to lay down such standards.

16. That the second committee constituted on 06-08-2021 has informed (Annexure-R-
10) that it is in the process of preparing analytical infrastructure requirements for
analysis of pharmaceutical compounds/ antibiotics in environment samples and
defailed specification of equipment will be finalised inwcqlr‘lsul'-[ation with CPCB
(member yet to be nominated ) in due course of time. It is further submitted tha‘E
under section 16 (2)(c)&(d) of the Water Act, 1974 the Central Pollution Control
Board has functions to provide technical assistance /guidance to the State Boards to
carry out /sponsor investigations and research and organise training relating to

problems of water pollution and its prevention.

17. It is humbly submitted that laying of such standards is a subject matter of national
concern. For the State Board, in the absence of adequate domain knowledge and
expertise, to lay down any such standards in isolation will have undeterminable
impact on downstream /neighbouring states. The State Board thus prays that
directions be issued to the MOEF&CC to lay down standards for antibiotic residues
for pharma units, to be followed at all India level by pharma units, so that there

exists uniformity in the same and all State Boards are able to implement them

T e . e&ctively and in synergy with each other’s actions. The State Board shall render all
& o e *
Q possible cooperation and assistance where required.
ATH OO SR

18. That the replying respondent will obey all directions and relevant provisions of laws‘

W and assures the Hon’ble Tribunal that the State Board shall not be found wanting in
iﬁember Secre '
"I 81318 Pollution Cans
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ﬁJlﬁlhng the commitments and will ever remain sincere and keen to 1mplement the

directions of this Hon’ble Tribunal.

iiemb areggondent

P Si&ﬂ Poilutmn

3vmia | o Boarc

_ Through Counsel
Place :/Shimla
Date :3y/ 09/2021
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BEFORE THE HON’BLE NATIONAL GREEN TRIBUNAL
Original Application No. 136/2020

IN THE MATTER OF:-

Veterans Forum for Transparency in Public Life

....... Applicant

Versus

State of Himachal Pradesh & Ors.

.. Respondents

AFFIDAVIT

| I, Apoorv Devgan, son of late Sh. Bharat Bhushan, aged 33 years,
presently working as Member Secretary, H.P. State Pollution Control Board, Him
Parivesh, Phase-IlI, BCS, New Shimla, Himachal Pradesh, do hereby solemnly

declare and affirm on oath as under: -

1. That the accompanying submissions has been drafted at my instance and
WPty jo % under my instructions.
i‘&/i‘«w
2. That the contents of reply paras 1-18 are true and correct to the best of my
knowledge, derived from official record, no part of it is false and nothing
material has been concealed therefrom.
3. I further affirm that the contents this reply of mine are true and correct to

my knowledge and belief, no part of it is false and nothing material has

‘ been concealed therefrom.
g TED

. »-&; -5 %’: PN /
“a, P
G e AMER Verified at Shimla on ﬂﬂ day of Sept.2021
—~ (ﬂ\gt\f‘\ Pag TV . _
~KT

HAEA

LS w owveneat wd$s gedar v
bb:f:ife Wa‘;:'o:o\e:iv}gv rmatm\ontms ij DEPONENT
:a:hgb(i;thcfmsm«iaby A _ s W‘%Wﬁ o
~ho was iden lykbil‘s':',};';,"' Yuando '2_,,,/\/6 srvirnis srme ﬁ% Conver Bog,

okl s Hdayn 0 Fy neen 48
. .-Oﬂié!"s tﬂO alx!owwe‘ AepoOBM kT AT
g id «me atme

O SGinne




-~ 99— v ' Anmexuns—R-!

C (W -EoE 3() ] WA 1 TAYH_: IFAERT] AL 3

MINISTRY OF ENVIRONMENT AND FORESTS
NOTIFICATION
; New Delbi, 9th July, 200%
G.8.R. 512(F).~~In exercise of the powers conferred by Sections 6 and 25 of the Environment (Protection) Act, 1986

(29 of 1986), the Central Government hereby makes the following rules further to amend the Environment (Protection) Act,
1986, namely - —

1. (1) Thescrules may be called the Environment {Pmte.ction} Third Amendment Rules, 2009,
(2) They shall come into force on the date of their publication in the Official Gazette,
2. Inthe Environment (Protection) Rules, 1986, in schedule 1,—
{a) serial number 39 and the entries relating thercto, shall be omitted:; and
{b) inserial number 73 and the entries relating theréto,— _
(i) for the existing heading, the following heading shall be substituted, namely :—
“Pharmaceutical (Manufacturing and Formulation) Industry > '

(i) for serial numbers (i) and (ii) and the entries relating thereto under columins 3 and 4, the following entries
shall respectively be substituted, namely :—

SNo. Industry Parameter h Standards

1 2 3 4
“Effluent Standards

- & Compulsory Parameters

Limiting concentration in mg/1,

expect for pH
pH 6.0-85
Oil & grease » 10
BOD (3 days27°C) 100*
Total suspended solids 100
Bioassay Test 90% survival of fish after first 96 hours

in 100% effluent**

ii. Additional Parameters

Mercury 0.01
Arsenic 020
Chromium (Cr®") 0.10
Lead 0.10
Cyanide 0.10
Phenolics (C.H,OH) 1.0
Sulphides (as S) 20
Phosphate (as P) 50
Note:

*  The BOD and COD limits shail be 30 mg/1 and 250 mg/1 respectively, if treated
effluent is discharged directly into a fresh water body i.e., steam, canal, river or
lake.

¥* The Bioassay Test shall be conducted as per IS : 6582-1971.




| | -jor- _
4 )  THE GAZETTE OF INDIA: EXTRAORDINARY [ParT II—SEc. 3()]

4 w

(i) Parameters listed as *Additional Parameters’ shall be prescribed depending upon
the process and product.

(i) - Limits for total dissolved solids in effluent shall be prescribed by the concerned
pollution control board/pollution control committee depending upon the recipient
water body.”.

[F No. Q-15017/34/2006-CPW])
RAJNEESH DUBE, Jt. Secy.

Note :— The principal rules were published in the Gazette of India vide number $.0. 844(E) dated 19th November 1986 and
subsequently amended vide S.0.433(E) dated 18th April, 1987; S.0. 64(E) dated 18th January, 1988; S.0.3(E)
dated 3rd January, 1989; $.0. 190(E) dated 15th March, 1989; G.S.R. 913(E) dated the 24th QOctober, 1989;
§.0. 12(E) dated the 8th January, 1990; G.S.R. 742(E) dated the 30th August, 1990; S.0. 23(E) dated the
16th January, 1991; G.S.R. 93(E) dated the 21st February, 1991; G.S.R. 95(E) dated the 12th February, 1992;
G.S.R. 329(E) dated the 13th March, 1992; G.S.R. 475(E) dated the 5th May, 1992; G.S.R. 797(E) dated the
IstOctober, 1992; G.S.R. 386(E) dated the 28th April, 1993; G.S.R. 422(E) dated the 19th May, 1993; G.S.R. 801(E)
dated the 3 st December, 1993; G.S.R. 176(E) dated the 3rd April, 1996; G.S.R. 63 1(E) dated the 3 15t October, 1997;
G.S.R. 504(E) dated the 20th Aungust, 1998; G.S.R. 7(E) dated the Znd January, 1999; G.S.R. 682(E) dated the
6th October, 1999; G.S.R. 742(E) dated the 25th September, 2000; G.S.R. 72(E) dated the 6th February, 2001;
G.S.R. 54(E) dated the 22nd January, 2002; G.S.R. 371(E) dated the 17th May, 2002; G.S.R. 489(E) dated the
9th July, 2002; S.0. 1088(E) dated the 11th October, 2002; G.S.R. 849(E) dated the 30th December, 2002;
(G.S.R. 520(E) dated the Ist July, 2003; G.S.R. 92(E) dated the 29th January, 2004; G.S.R. 448(E) dated the 12th July,
2004; Corrigenda G.S.R. 520(E) dated the 12th August, 2004; G.S.R. 272(E) dated the 5th May, 2005; G.S.R. 315(E)
dated the 16th May, 2005; G.S.R. 546(E) dated the 30th August, 2005; G.S.R. 46(E) dated the 3rd February, 2006,
G.S.R. 464(E) dated the 7th August, 2006; G.S.R.640(E) dated the 16th October, 2006, G.S.R. 566(E) dated the
29th August, 2007; G.S.R. 704(E) dated the 12th November, 2007; (i.S.R. 186(E) dated the 18th March, 2008,
G.S.R. 280(E) dated the 11th April, 2008; G.S.R. 344(E) dated the 7th May, 2008, G.S.R. 414(E) dated the 30th May,
2008; G.S.R 481(E) dated the 26th June, 2008; G.S.R. 579(E) dated the 6th August, 2008; G.S.R. 600(E) dated the
18th August, 2008; G.S.R. 752(E) dated the 24th October, 2008; G.S.R. 97(E) dated the] 8th February, 2009 and
G.8.R. 149(E) dated the 4th March, 2009.

w%ri;}lcd by the l”vﬁnagey, Government ef Vl;ndia Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controiler of Publications, Dethi-110054.
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Tlme Bound
Court Matter

HP STATE POLLUTION CONTROL BOARD;
BELOW BCS, PHASE-III, NEW SHIMLA

No.PCB/OANo.1362020- % b Dated:- <7, 7 ' ’}Q”L/ |
From: The Member Secretary
To

The Member Secretary,
Central Pollution Control Board
Parivesh Bhawan, East Arjun Nagar, Delhi 110032.

Subject:- OA No. 136/2020 titled Veteran Forum for Transparency in Public Life V/s
State of HP & Ors. pending before the Hon’ble National Green Tribunal.

Sir,

This has referencé to order dated 23-06-2021 passed by Hon’ble NGT in the
afqre-cited matter related to the issue of non-treatment of antibiotics residual discharged in
' industrial effluent by Pharma units in Baddi industrial area of Himachal Pradesh. The Hon’ble
NGT vide order dated 22-7-2020 has constituted é joint committee comprising of
represéntatives of CPCB, HPSPCB and DM Solan which submitted its report in the Hon’ble
NGT vide letter No. HPPCB/ OA No. 136/2020 — 1391 dated 5-5-2021 wherein it has been
reported that there are no standards notified by the MoEF &CC for residual antibiotics in
industrial effluents and that the analysis results of the sample taken of the antibiotics residual
are 1140 time.higher for Ciprofloxacin (22.8ug/l Vs. 0.02ug/) and 349 times higher for
Ofloxacin (69.8ug/1 Vs. 0.2ug/T) when compared with the proposed standards in the draft
notification issued by MoEF&CC vide Nd. CG-DL-E-27012020-215690 dated January 23,
2020 for pharmaceutical industries effluent and CETPs with membership of bulk drug and

formulation units. - ‘
| The Hon’ble NGT while considering the report of the joint committee during the
hearing dated 23-6-2021 has taken very serious view on this issue and passed various

directions in the matter. The relevant part of the directions qua the CPCB is as under :-

‘ “12. .....CPCB may also suggest monitoring mechanism for API residue through
“a a credible system so as to cover all pharma industries in the country discharging API residue
directly or indirectly in river systems. CPCB may propose the timelines to undertake
: mdhz'toring which may also take a note of water quality monitoring guidelines of CPCB titled
' “Guidelines on Water Quality Monitoring, 2017 and the performance audit report dated
18.09.2020 filed by CPCB in OA 95/2018, Aryavart Foundation v. M/s Vapi Green Enviro
Ltd & Ors. and the directions of the Tribunal dated 05.02.2021. Relevant direction is
reproduced below:
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CPCB may file report on the above aspects before the next date of he&ring by ¢-

mail at judicial-ngt@gov.in preferably in the form of searchable PDF/ OCR Support PDF
and not in the form of Image PDF .....".

In this connection and in continuation to this office letter No. PCB/ OA No.
136/2020 -2967-71 dated 28-6-2021, you are requested to comply with the aforecited
directions. ‘ |

" This may be treated as most urgent and time bound please.

(Apoorv Devgan, IAS)
Member Secretary
HPSPCB, Shimla-9,
Tel No. 0177-2673766

@
%
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L ' Court‘;.M”Aa,'tter_; '
HP STATE POLLUTION CONTROL BOARD, -~
BELOW BCS, PHASE—III NEW SHIMLA

No.PCB/OA No. 1362020-  29+7~7/ Dated:- 2 £ - RGN Z/

From: The Member Secretary

To
1. The Secretary,
Ministry of Environment, Forest and Climate Change
Indira Paryavaran Bhawan, Jorbagh Road New Delhi-110003.

2. The Member Secretary,
Central Pollution Control Board
Parivesh Bhawan, East Arjun Nagar, Dethi 110032.

3. The District Magistrate, Solan
District Solan HP.

Subject:- OA No. 136/2020 titled Veteran Forum for Transparency in Public Life V/s State of
HP & Ors. pending before the Hon’ble National Green Tribunal.

Sir, ,
Please find enclosed herewith copy of order dated 23-06-2021 passed by Hon’ble NGT in
the afore-cited matter related to alleged discharge of waste water into rivers by M/s Acme Life
Sciences, Nalagarh and Helios Pharmaceuticals, village Malpur Distt. Solan HP. The relevant extract
of the order is reproduced here as under:-

“...11. We find that there is gross failure on the part of the State PCB to act as per public trust
doctrine in preventing discharge of toxic effluents containing harmful residue of antibiotics in water
posing threat fo aquatic life (reference: “biomonitoring of Sirsa River in Baddi area of Himachal 10
Pradesh by Bhagat S. Chauhan, et al, International Journal of Theoretical and Applied Sciences 5 (1):
183-185(2013)) which is also in violation of the Water (Prevention and Control of Pollution) Act,
1974. Such failure of statutory duties is at the cost of public health and protection of environment for
which Chairman and Member Secretary of the PCB owe an explanation which may be furnished
before the next date. Mere fact that standards have not been revised by MoEF&CC of the residual
aptibiotics in industrial effluents can be no justification for State PCB not taking steps to prevent.
Pending finalization of standards by MoEF&CC, State PCB can go by earlier standards or lay down
standards by itself under section 17 of the Water Act. MOEF&CC needs to expedite the process of
finalizing the standards in the interest of protection of environment.

12. Accordingly, MoEF&CC and the State PCB may take further remedial action expeditiously. The
State PCB may ensure that no harmful components in the effluents are discharged into the water by
the units in question or any other API unit. A joint Committee of nominee of MoEF&CC, CPCB, State
PCB and District Magistrate, Solan may conduct inspection of the area and give a report of the status
of violations and the remedial action taken within three months by e-mail at judicial-ngt@gov.in
preferably in the form of searchable PDF/ OCR Support PDF and not in the form of Image PDF. The
State PCB will be the nodal agency for compliance. The Committee may interact with the concerned
stake holders, including the concerned Industries. The report may inter alia give status of performance
of individual pharmaceutical units, particularly with reference to removal of API residue by them and
by the CETP, the number of pharma industries connected to CETP and those discharging effluents
directly into the drain and the river. The report may further indicate chemical and biological water
quality of rivers inquestion - Sirsa and Satlyj, including the status of residue at relevant locations.
CPCB may also suggest monitoring mechanism for API residue through a credible system so as to
cover all pharma industries in the country discharging API residue directly or indirectly in river
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systems. CPCB may propose the timelines to undertake monitoring which may also take a note O] P 4‘(‘(
water quality monitoring guidelines of CPCB titled “Guidelines on Water Quality Momtormg, 201777 Q\ <
and the performance audit report dated 18.09.2020 filed by CPCB in OA 95/2018, Aryavart
Foundation v. M/s Vapi Green Enviro Ltd. & Ors. and the directions of the Tribunal dated 05.02.2021.
‘Relevant direction is reproduced below: “22. The directions on the subject are summed up as follows:
i to Vi xxx. XXX - ..xxx vii. CPCB and State PCBs/PCCs, as
directed earlzer may unlzse EC ﬁmds on laborato;:y set up/upgradatzon and on the mentioned areas in
the report as well as on approved District Environment Plans. No approval of Central/State
Government will be necessary in this regard in view of section 33 of the NGT Act, supra.” CPCB may
file report on the above aspects before the next date of hearing by e-mail at judicial-ngt@gov.in
preferably in the form of searchable PDF/ OCR Support PDF and not in the form of Image PDF. List
Jor further consideration on 05.10.2021. ..

: In this connection, you are requested to comply with the orders passed by Hon’ble NGT
an@ nommate your representatives for joint inspection of the site. The Senior Environmental Engineer,
Reg\lonal Office, HPSPCB Baddi (Mob- 94180-22055) will be the nodal officer on behalf of the State

Bog.rd in this matter.
(Encl. as above) \
. : (Apoorv Devgan, IAS)
t (3 - Member Secretary
Tel No. 0177-2673766
Copy to:

1. . The Senior Environmental Engineer, HPSPCB, Head Office, Shimla. He is requested to follow up
' the matter with concerned agencies/stakeholders for prescribing standards for antibiotic residue
and submit report. He is also directed to submit separate points giving justification of explanation
in view of Hon’ble NGTs order afore-cited.
2. The Senior Environmental Engineer, HPSPCB, Regional Office Baddi. As Nodal Officer he shall
comply with Hon’ble NGT’s order and directed to follow up the matter with joint committee for
inspection of the site and submit report as per afore-cited directions of the Hon’ble NGT.

(Apoorv Devgan, IAS)
Member Secretary
HPSPCB, Shimla-9,
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MINISTRY OF ENVIRONMENT, FOREST AND CLIMATE CHANGE
NOTIFICATION
New Delhi, the 23rd January, 2020

G.S.R, 44¢E).- - The following draft of the notification, which the Central Government proposes to issue in
exercise of the powers conferred by sections 6 and 25 of the Environment (Protection) Act, 1986 (29 of 1986) is hereby
published, as requited under sub-rule (3) of rule 5 of the Environtent (Protection) Rules, 1986, for the information of
the public likely 1o be affected thersby; and notice is hereby given that the said draft notification shall be taken into
consideration on or after the cxpiry of a period of sixty days from the date on which copies of the Gazette containing
this notification are made available to the public.

Any person interested in making any objections or suggestions on the proposals contained in the draft
notification may forward the same in writing, for cousideration of the Contral Government within the penod specified
above to the Secrctary, Ministry of Environment; Forest and Climate Change, Indira Paryavaran Bhawan, Jor Bagh
Road, New Delhi-110003, or send it to Member Secretary, CPCB and Scientist “E’ Ministry at the e-mail address i.e.
msch.epeb@mnic. in and h.kharkwal@uic.in.

Draft Notification

The Central Government herehy makes the following rules further to amend the Envmonmzm {Protection)
Rules, 1986, namely:-

1. Short title and commencement- (1) ‘These rules may be called the Environment (Protection) Amendment Rules,
2019,

2) ’I'hcy shall come into force on the date of their final publication in the Official Gazette,

2. Inthe Lnvironment-(Protection) Rules, 1986, i Schedule: 1, for serial number 73 and the entries relanng thc,reto ‘
the following senal number and entries shall be substituted, namely: -

osL | lndustry “Parameters “Standard
No.

. Bulk Drug A. EFFLUENT STANDARDS

“73 and yn e e g o e At e e e et s
Formulation ' o For final o outl.ct of KETP
{(Pharmaceuti Limiting value for concentration (in mg/l'except for pH

cal) and Bio assay)
i) Compulsory Parameters

S 1 S R 60-85
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| BOD (3 days 27°C) | 30
Lo ~ 250

TSS B T 0

TDS JR T 11,
(Oll&Grease [ 10

Bio - Assay TestH* 190% Survival of Fnh after first 96 hours in 100%

‘‘‘‘‘ effluent

i) Additional Parameters

ill) for final outlet of Indy ]ndustrlcs dxscharg!__g 1o CETP

Ammonical Nitrogen 50

. Nitrate Nitogen ¢ _._______10

*“'*Bmww B N ,AW,___.,,* ) 0.05

***I'oluene N N Toos T _

"‘**X lene 4 ) o
**Xylene o ) 0.06

**”‘Methylr'nc Chloride B 0.9 B
| PhosphatesasP T T g e e
Ko Sy S —— R ]
Bulphatcsas %O N ___1_000 """
l‘lu(mdc 2

Sulghldss a%% _:‘—— B ) 0 o
Phenolic Compounds o 1 ]

_Total Residual Chlorine _ - '

ch . B . 5

lron U B _____ —— 3 e . ) ]
ﬂtopg _ | L _“_% I N
Total Chi Chromxum Y -
; Hexavalcnt Chrommm €™y - 0.1
‘ (,yamde - T 0.1

Arsemic i 0.2

Mercury o ‘ __o.o1
| Lead . 2 e

¥ Active Pharmaceutical 005

Ingredient (APY) R ]

For cach Common Effluent Treatment Plant{CETP), the state Board will prescribe inlet
quality Standards for general paranseters, Ammonical Nitrogen and Heavy Metals as per
the desipn of the Common Iiffluent Treatment Plant{CETF) and local needs and
conditions. As per notification 8.0. 4 (E) dated 1®January, 2016

—_— ————— A [ERUP e ——

Note:
7LD = Zero Liquid Discharge system in Bulk Drug and formulation industty is
considered when treated effluent meeting the limits prescribed for compulsory
pararneters shall be used in Process or Utilifies (boiler/ Cooling tower etc.). The reuse of
treated effluent in gardening/ horticulture shall not be considered as Z1LD in Bulk Drug
and formulation industries.

** The Bio assay test shall be conducted as per IS : 6582-1971

Parameters listed as “Additional Parameters™ shall he prescrlbed dcpendmg upon the
process and progduct. .

k¥ Limits shall be apphmb!p to mdusmw those are using Benzene, Tnluenc Xylent.
Methylene Chlonde, Chlorobenzene.

#*** AP] limits shall be applicable for units manufacturing - API nther than antibiotics. |
" B, EMISSION STANDARDS from Process Reactor Vents/ Tank farm Vents
Pammeter - ) 1 Limiting value for concentration (mgt’Nl;lk)
| Chlorine . o R &
__Hydrochleric acid vapour o o 35
| Ammonia_ B 39 _
Bu:zenc . e 5
| Toluene B » 100
Acetonitrile - F S U B
_ "thlomxgc}_t_h*_a;l‘e . ) 5 200 _ L
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Xylene B 160 ' B
| Acctone 2000

C
consumed.

J
The total losses of solvent skould not be more than 3% of the solvent

D. Antibiotic Residues in the treated effluent of Bulk Drug and Formulation
Indnstry and CETP witb membership of Bulk Drug and farmulaan Units

Individual antibiotic residues will be equal to or less than the values given in the below
table.

Parametcr o

Limiting value for concentration (ug/l)

i, Amikacin " 6.40
oo Amoxicillin . 0.10 |
1. vAmphotencm}j 0.0l
| dv. Ampicillin - . 0.10
R Amdulaﬁmgm o ~0.01
... Vi Avilamycin - S 320
vil Azithromycin 0.01_
viil. _ Aztreopam 0.20
is.  Bacitracin ) R 3.20
o Bedagquiline _ 0.03
| Benzx}pt_:)':lmxllm ) 0.10
_ xii.  Capreomycin . 0.80
xiti.  Cefaclor 020 |
xiv. Cefddroxxl o ) 0.80
XY Cefalonium ~ 3 840
xvi. Cefdlundma B - o 1.60
 xvii. _ Cefalothin o ] 0.80
xvill,  Cefazolin L . B 0.40
'_;_}ix. Cefdinir o o ) 0.10
" xx,_Cefepime | - 020
xxi. _ Cefixime S o o 0.02
_xxil, _ Cefoperazone. » 020
xxm _ Cefotaxime 0.04
xxiv. _ Cefoxitin L 320
t XXV, Cefpirome i B 0.02
“wonCefpodoxime [ T 010
xxvii.  Cefquinome ~ L0064 ]
xxviti.  Ceftaroline | i ] C0.02
_xxix. Ceftazidime _ 020
| xxx.Cefiibuten i _ _ 0.10
M_}_m;w(' eftiofur | . 0.02
ool Cefiobiprole | 0.09 |
xxxm.»__chﬁolozane o . 0.76 |
_xxxiy.  Cefirjaxone X o 60l
- xxxv. __ Cefurc (‘efuroxnnc ) . 0.20
*Xx‘f___('_cl’.bal"x"}, U _— 003
xxxvil.  Chlorampbenicol ' g .- 328
oocvii,  Ciprofloxacin, S _ 002
xxxix.  Clarithromycin - S 0.03
1. Clavulanic Acid 3 22.40
xli.  Clinafloxacin | X B b2
xli. Clindamyein | 0.04
xliii.  Cloxacillin N 005 ]
| Txliy, _ Colistin - 0.80"
xlv. ~ Daptomycin B ~ 0.40
_xlvi. _ Delamanid . SR
| xlvii.__ Doripenem - . 0.04
xiviii. Doxyeyeline | I X
xlix. __ Enramycin _ o ) 1.92
L 1. Enrofloxacin o ) 0.02 )
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T —E Thapeen [
Ll Erytbromycin
1, Bthambutol
liv.  Faropepem
v, Fidaxomicin
i Florfenicol
Wi Fluconszole
il Pumequine
__lix  Fosfomycin
CIx 1'u31dlc acid
Ixi, Gauﬂoxacm L
s Grennﬁm\acm
lxm (rentammm
lxw Im1p=,ncm o
_Ixy. Isoniazid
Ixvi, Itmmnazolc
_bavii.  Kanamyoln
Ixvili.  Levofloxacin
~ Ixix.  Lincomyein
_ bx. Linezolid
Ixxi. Inmmrbef
_fesdi. Megillinam
| Ixxiid. Mc.ropc,n-c:i o
i boctv Metropidazole
buu Mmocyclme B
| Ixxvi.  Moxifloxacin |
ixxvn MllPlTOCln
| boxviii. Nalidixic acid
L_lxxni ] Naxasm . _“
Ixxx, Ncomyum o
i lxxxx _ Netilmicin B
1xxx11 Nltmﬁmmmm .
Ixxxm Norﬂoxax;m
lxxxnj__ _gi}uxa_iﬂ_mn_ﬁ )
Ixxv.  Oxacillin
txxxw ) ()xytctracyc]mc
lxxxvn _Pefloxacin |
Dxxxviii.  Phenoxymethylp
e enicillin U ooz
Cbxax. P jcracﬂlm I __blo
. _XC.. Pulmxxm L Jr'b‘ e . 0.80
i Repamin | T T T 002
_xeii. Rifsmpicin ) oo 002
_xcii. _Rexitwomycw | 040
xeiv.  Seemidazole ¢ 0.40
| Xcv. 'ip.irﬂo\acm R __0.02
_xevl. Spectmomyein | 0 0 _12.80 |
evit  Spiamyein 0 . 020
_xeviiL_ Steptowmyetn | . 640
__xetx.  Sulbactam o\ 640
o _Sufadlagine | _ 288.00
el Sulfadlmbmoxm '
o e o 20;%
- Sulfadoxmc N 5.
G, Sulfamethoxazol
¢ N
ey, Tambsctam | T T T T 1160
 ov Tedwohd | _ 3.92
| cvi  Teicoplanin | _ - 0.20
o Tewirelwomyelm ) ] 002 ]
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Laor - 3(1) )] ST I TS FHIETT 11
i | cvili,  Tetracyclime | Y
| ¢z Thiamphenicol 040
__ex. Tiamulin 0.40
~ TexiTioarcillin T A 320
_exii.  Tigecycline _ 040
oxiii. __Tildipirosin ) 0.17
exiv.  Tilmicosin 0.40
cxv.  Tobramycin I
| exvi.  Trimethoprim - 0.20 |
| __cxvii,  Trovafloxacin B 0.01 |
| exviid. ‘Tylosin ‘ 0.33
CcXiX.  Vancomyuin ) 3.20
oxx.  Viomycin - 0.80
| _— _oxxi. Vitginlamycin | .0.80"

Note:- The sludge containing antibiotic residues shall be mcinerated and the standard of mcinerator notified for
common hazardous waste incinerator or industry specific incinerator shall be applicable.

[F No. Q-15017/12/2018-CPW|

JIGMET TAKPA, Jt. Secy.

Note: The principal rules were publisbed in the Gazette of India, Extraordinmy, Part T1, Section 3,Sub-section (i) vide
number 8.0. 844 (B), dated the 19th November, 1986 and last amended vide notification number (G.S.R.
952(E), dated the 26th December, 2019,

Uploaded by Dite, of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054. manos sumasvera gy
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4 ‘ THE GAZETTE OF INDIA : EXTRAORDINARY : [PART II—SEC. 3(i)]

feeqor : s R e & Tt sremaTow, W7 10, @ 3, Su-Ew () § SeaiE A o 844(x) aria
19 5=, 1986 ® weriar fag g ¥ s sifaw o srftrgemr deais anar. . 243() i
31#1#2021@&%#@%%?9&%%@1%1:

MINISTRY OF ENVIRONMENT, FOREST AND CLIMATE CHANGE
NOTIFICATION
New Delhi, the 6th August, 2021

G. S R. 541(E).—Whereas, certain draft rules, namely the Environment {(Protection) Amendment
Rules, 2020 were published in the Gazette of India, Extraordinary, as required under sub-rule (3) of rule 5
of the Environment (Protection) Rules,1986, vide notification of the Government of India in the Ministry of
Environment, Forest and Climate Change vide number G.S.R. 44 (E), dated the 23" January, 2020, inviting
objections and suggestions from all persons likely to be affected thereby within a period of sixty days from
the date on which copies of the Gazette containing the said notification were made available to the public;

And Whereas, copies of the Gazette containing the aforesald notlﬁcatlon were made available to
the public on the 23" January, 2020;

And Whereas, objections and suggestions received from all persons and stakeholders in response to
the aforesaid notification have been duly considered by the Central Government;

Now, therefore, in exercise of the powers conferred by sections 6 and 25 of the Environment
(Protection) Act, 1986 (29 of 1986) read with sub-rule (3) of rule 5 of the Environment (Protection) Rules,
1986, the Central Government hereby makes the following rules further to amend the Environment
(Protection) Rules, 1986, namely: -

1. Short title and commencement. - (1) These rules may be called the Environment (Protection)
Second Amendment Rules, 2021.

(2) They shall come into force after one year from the date of publication of this notification in the

Official Gazette.
2. In the Environment (Protection) Rules, 1986, in Schedule-l, for serial number 73 and the entries
relating thereto, the following serial number and entries shall be substituted, namely:-
S.No. Industry Parameters Standard
1 2 3 4
Bulk Drug and A. EFFLUENT STANDARDS*
“73. (Pﬁ::;lz:::t.}: al) Limiting value for concentration (in

- mg/l except for pH and Bio assay)

(i) Compulsory Parameters

pH "~ 6.0-8.5

(BOD (3 days 27°C) 30

COD 250

TSS _ 100

il & Grease _ ) 10

Ammonical Nitrogen 100

Bio - Assay Test** 90% Survival of Fish after first 96

hours in 100% effluent




[¥TRT I—=ms 3(i)]

.,_2),

LT T AT ;AT _ 5

**¥*Benzene 0.1

*** Xylene : - 0.12

¥¥¥Methylene Chloride 0.9

***Chlorobenzene 0.2

[Phosphates as P | 5

Sulphides as S 2

Phenolic Compounds 1

Zinc 5

Copper ' 3

Total Chromium 2

Hexavalent Chromium (Cr®") 0.1

Cyanide (as HCN) 0.1

Arsenic 02

Mercury ._ 0.01

Lead 0.1

SAR Less thaI.I 26 (applicable only for
v discharge on land)

(ii) Additional Parameters™

|(iii) Industry connected with CETP

s The discharge norms for industry connected with CETP and of
CETP shall be governed by Ministry of Environment, Forest &
Climate Change notification S.0. 4 (E), dated the 1* January, 2016.

e State Pollution Control Board shall prescribe additional relevant
parameters as given at para A (ii) of this notification as per needs|
and discharge potential of member industries and specify the
frequency of monitoring considering the receiving environment
conditions.

Note:
The standards in para A is applicable to all discharges except to CETP.
*Not applicable to industry discharging to CETP, and shall be applicable to

all discharge to land and surface water bodies including use of treated
wastewater for horticulture or irrigation purpose.

** The Bio assay test shall be conducted as per IS : 6582-1971

## Parameters listed as “Additional Parameters” shall be prescribed by
SPCB depending on the process and product and its monitoring frequency
|shall be monthly/quarterly as decided by SPCBs

***Limits shall be applicable to industries those are using Benzene,
Xylene, Methylene Chloride, Chlorobenzene.
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B. EMISSION STANDARDS

(Tank farm Vents)

Parameter Limiting value for concentration

, (mg/Nm?)
Chlorine , 15
Hydrochloric acid vapor 35
Ammonia ‘ 30
Benzene 5
Toluene ' - 100
Acetonitrile 1000
[Dichloromethane 200
Xylene 100
Acetone 2000

C. The total cumulative losses of solvent should not be more than 5%
of the solvent on annual basis from storage inventory

D. Chemical and Biological sludge or any residue, reject, concentrate
generated from wastewater treatment or its management facility af
Industry or CETP catering to industries engaged in manufacturing of]
bulk drug or formulation of Pharmaceuticals, shall be classified as|
Hazardous Waste as per the provision of clause 17 of sub-rule (i) of]
rule 3 of the Hazardous and Other Wastes (Management and Trans-
boundary Movement) Rules, 2016 and shall be subject to the
provision made therein.

[F. No. Q-15017/12/2018-CPW]
NARESH PAL GANGWAR, Jt. Secy.

Note : The principle rules were published in the Gazette of India, Extraordinary, Part II, Section 3,

Sub-section (i) vide number S.O. 844(E), dated the 19th November, 1986 and lastly amended vide
notification G.S.R. 243(E), dated the 31* March, 2021,

Up]oaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.  ALOK KUMAR 23l snedn soxrme

" Dube: 2021 006 214224 ~05'30/
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| ANNEXURE R~ &
HP STATE POLLUTION CONTROL BOARD, ‘

BELOW BCS, PHASE-11l, NEW SHIMLA

ST
No. PCB/ OA No. 136/2020/Consent/2021- Gy o . 7 Dated:- Y ~& * 29
From: The Member Secretary

To

P
Himachal Drug Manufacturing
Association, Baddi, Distt Solan

‘Drug Manufacturing Association,
Kala Amb, Distt Sirmour

| The President,

“T"The President,

Subject: - OA No. 136/2020 titled Veteran Forum for Transparency in Public Life Vis

State of HP & Ors. pending before the Hon’ble National Green Tribunal.
Sir,

This has reference to order dated 23-06-2021 passed by Hon'ble NGT in the

........

antibiotics viz. Ciprofioxacin and Ofloxacin are present in the final treated effiuent of CETP.

The. Hon’ble NGT has noted that “However, these values are 1140 time higher for

Pharmaceutical and MJs Acme City Tech LLP, leading to CETP, were found be much

higher than the standards proposed in the drafi notification issued by MoEF&CC.”

with CamScanner



9%

~

In view of the afore cited order of Hon’ble NGT you are hgmby*feilﬂéf
ensure that :;dequate ireatment facility be provided by all the pharma industries
treatment of Antibiotic residuals and to reduce the API residue discharge in light of Gng
proceedings. |
This may be treated as most urgent and time bound please.

(Apoorv Devgan, 1AS)
Mgmber Secretary
HPSPCB, Shimla-9, -

Tel No. 0177-2673766

o0 376¢
a9,

Copy forwarded to:-
L1

)

Scanned with CamScanner



ANNEXURE-RZ (GUy

Yime Bound
—2F — Court Matter
HP STATE POLLUTION CONTROL BOARD,
BELOW BCS, PHASE-{II, NEW SHIMLA
No. PCB/ OA No. 136/2026 - ‘EM} Dated:- 77, 7, 2072/

From: The Member Secretary

To
\/ﬂf;‘e Secretary,
Ministry of Eavironment, Forest and Climate Change
Indira Paryavaran Bhawan, Jorbagh Road New Delhi-110003,

Subject:- OA No. 13672020 titled Veteran Forum for Transparency in Public Life Vis
State of HP & Ors. pending before the Hon’ble National Green Tribunal.

Sir,
This has reference to order dated 23-06-2021 passed by Hon'ble NGT in the

afore-cited matter related to the issue of non-treatment of antibiotics resééaal discharged in
industrial effluent by Pharma units in Baddi industrial area of Himachal Pradesh. The Hon'ble
NGT wvide order dated 22.7-2020 has constituted a joint committee comprising of
representatives of CPCB, HPSPCB and DM Solan which submitted its report in the Hon'ble
NGT vide letter No. HPPCB/ OA No. 136/2020 ~ 1391 dated 5-5-2021 (copy enclosed)
wherein it has beer reported that there are no standards notified by the MoEF &CC for
residual antibiotics in industrial effluents and that the analysis results of the sample taken of
the antibiotics residual are 1140 time higher for Ciprofloxacin (22.8ug/l Vs. 0.02ug/l)y and
349 times higher for Ofloxacin (69.8ug/1 Vs, 0.2ug/1) when compared with the proposed
standards in the draft notification issued by MoEF&CC vide No, CG-DL-E-27012020-215690
dated January 23, 2020 for pharmaceutical industries effluent and CETPs with membership of
butk drug and formulation units, ’
The Hon'ble NGT while considering the report of the joint committee during the
hearing dated 23-6-2021 has taken very serious view on this issue and passed various
directions in the matter. The relevant part of the directions qua the MoEF & CC i$ as under

Ui L MoEF&CC needs 1o expedite the process of finalizing the standards in
the imerest of pratection of envirenment.
12 Accordingly, MoEF&CC and the State PCB may toke further remedial action
expeditiousty.” '

in this connection and in continuation to this office letter No. PCH/ OA No.
136/2020 -2967-71 dated 28-6-2021 it is requested that as per directions of the Hon'ble NGT
the standards for residual antibiotics may kindly be notified immediately as soon as possible,
so that State PCB could fake further action in the matter and directions of the Hon'ble
Tribual could be complied with.

This may be treated us most urgent and time bound please.

{Encl. as above) ~
. (Apoory Devgan, IAS)

Member Secretary
HPSPCB, Shimla-9,
Tel No, 0177-2673766



Reminder-I

=27 = TimeBound
Court Matter
- HPSTATE POLLU‘HON CONTROL BOARD,

BELOW BCS, PHASE. -ITl, NEW SHIMLA
No. PCB/ 0A} No. 136/2020 -

| WML paea 2277 P

me The Member Secretary |

To | |
The Secttary,

Mlmstry of Envz.ronment Fnrest and Climate Change
~ Indira Paryavaran Bhawan, Jorbagh Road New Delhi-110003.

S:nbjfect- OA No. 136/2020 titled Veteran Forum for Transparency in ‘Public Life V/s
State of HP & Ors, pending before the Hon’ble National Green Tribunal.

Sir, . N | | ,
| This has reference to this office letter No. PCB/OA No. 13612026-9647 dated 07-
07-2921 on the subject clted above (copy enclosed). '
In this context it is requested that as per directions of the Hon’ble NGT the
1mposed standards for resuiual anhbmncs may kindly be notified as soon as possxbls and
) action taken repm't be mmnated to this oﬁice to proceed further in the matter. The matter is
~ time bound and HPSPCB has to appr:se the Hon’ble NGT about action taken on next hearing, |

5o an early action fmm your office is requested please

 This may be mtedfasmast:mtéafnt;aad:ﬁmeboundplea#c-
B -  Yours faithfully,

N
- (Apoorv Devgan, IAS)
~~ Member Secretary
 HPSPCB, Shimla-9,
T% No. 0177-2673766
"



- 90 — S -
' Reminder
Time Bound
T Court Matter
HP STATE POLLUTION CONTROL BOARD,

- BELOW BCS, PHASE-III, NEW SHIMLA

No.PCB/ OANo.1362020- & U4 (. . Dated:- 2 T & 20
From: The Member Secretary
To )

The Secretary,

Ministry of Environment, Forest and Climate Change
Indira Paryavaran Bhawan, Jorbagh Road New Delhi-110003.

Subject :- OA No. 136/2020 titled Veteran Forum for Transparency in Public Life V/s State of
HP & Ors. pending before the Hon’ble National Green Tribunal.

Sir,

This has reference to the order dated 23-06-2021 passed by Hon’ble NGT in the afore-
cited matter related to issues of existence of Active Pharmaceutical Ingredients (API) in the
environment wherein MoEF & CC has been directed to lay down standards for antibiotic residuals in
the interest of énviromngnt protection. Although, it has also been observed in the said order that mere
fact that standards have not been revised by the MoEF &CC for residual antibiotics, it can be no
justification for the State PCB and pending finalization of standards by MoEF & CC, State PCB can
go by earlier standards or lay down standards itself. ,

In this connection and in continuation to this office letters No. PCB/OA No. 136/2020-
3674 dated 7-7-2021 and PCB/OA No. 136/2020-4422 dated 22-7-2021 it intimated that laying down
of residual antibiotic standards is a subject matter of national concern, so it will be prudent for MoEF
&CC Govt. of India, to notify the same. Furthermore, HPSPCB is a small body Which lacks the
expertise and research capability to finalize and notify such standards. You are therefore requested to
finalize and notify standards for antibiotic residuals as directed by the Hon’ble NGT.

This may be treated as most urgent and time bound please.

i
(Apoorv Dévgan, IAS)
Member Secretary
HPSPCB, Shimla-9,
0‘(/ ’{fl No. 0177-2673766

ATAVMAULE CKETIREY

HP State Pollution Controt Board,
Shimla-171009

~ Scanned with CamScanner
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ANNEXSRE - R=G (e etty)

H.P. STATE POLLUTION CONTROL

BOARD
HIM PARIVESH, PHASE-TIT, NEW SHIMLA-171 009
¥h0177-2613766, 2673020 & 32, FAX: 0177-2673018

Office Order
In view of abservations and the orders passed by Hon'ble NGT in OA no. 136/2020
titled Veteran Forum for Transparency in Public Life V/s State of HP & Ors on 23. 06.2021

State Board is to lay down the standards under section 17 of the Water Act, 1974 for residual
Antibiotics in industrial effluents, the committee of following officers is hereby constituted:-

1. Sr. Environmental Engineer, H.O, HPSPCB, Shimla.

2. Sr. Environmental Engineer, HPSPCB,Baddi.

3. Senior Scientific Officer, Regional Lab, HPSPCB, Shimla.
4. Assistant Environmental Engineer-1, H.O, HPSPCB, Shimla

5. Expert Member, to be nominated by the Member Secretary, Central Pollution
Control Board, Delhi. .

The Committee shall examine the matter, evaluate and propose to lay down the
standards of residual Antibiotics in the discharge of industrial effluents. Action taken report
along with standards on the matter be squmed within three weeks.

l\(

o Member Secretary
HP State Pollution Control Board,
Shimla-171009

No. PCB/ OA 1o, 1362020/Consent2021- U 07 ~ (0  dated: 2Tr T 20 Y
Copy forwarded to the following for necessary action:-

1. Sr. Environmental Engineer, H.O, HPSPCB, Shimla.

2. Sr. Environmental Engineer, HPSPCB, Baddi.

3. Senior Scientific Officer, Regional Lab, HPSPCB, Shimla,

4. Assistant Environmental Engineer-I, H.O, HPSPCB, Shimla X

Member Secreta
HP State Pollution Control Boartdy,

Shimla-171009

Scanned with CamScanner



~ Himachal Pradesh State Pollution Control Board
‘ “Him Parivesh” Phase-1lI, Below BCS, New Shimla—9
, Tel 0177- 2673766 2673276 Fax 2673018

EIT T

© No. HPSPCB/OA No.136/2020 < ’S“é;» P | Dated Q §-2e ’>f
Ofﬁce Order

In comphance of the Hon "ble. NGT drrectlon passed in OA No. 136/2020 dated ‘
23.06.2021 titled Veteran Forum for Transparency in Public Life V/s State of Himachal Pradesh &
‘Ors., a Committee comprising of following officers is hereby constituted to finalize the total
requirement of instruments alongwith spemﬁcattons to set-up laboratory faerhty for ana1y51s of
antrblotlcs in water/ waste water. (efﬂuent) :

1. Dr.T.B. Smgh
- Pr. Scientific Ofﬁcer Central Laboratory,
HP State Pollution Control Board Parwanoo

2. Sh Anup Valdya
- Sr. 801ent1ﬁc Officer, Reglonal Laboratory,
- HP State Pol]utlon Control Board Dharamshala

R ‘3. Dr. Hitender Sharma,
Sr. Scientific Officer, Reglonal Laboratory,
HP State Pollution Control Board, Paonta Sahlb

4. Expert Member from the Central Pollution Control Board.

report to this office within 1 month posrtrvely .
A

~Apoorv Devgan, IAS
, / Member Secretary o

The Commlttee shall ﬁnahze the requlrement as per Hon’ble NGT order a&d\submit its

Copy to: - ‘ : ‘
1. Dr. T.B. Singh, Pr. 801ent1ﬁe Officer, Central Laboratory, HP State Pollutlon Control Board,
~ Parwanoo-173220 for. information and necessary action please.
2. Sh. Anup Vaidya, Sr. Scientific Officer, Regional Laboratory, HP State Pollutron ControE
- Board, Dharamshala-l 76057 for information and necessary action please. :
3. Dr. Hitender Sharma, Sr. Scientific Officer, Regional Laboratory, HP State Pollution Control
, -Board Paonta Sahlb 173025 for 1nformat10n and necessary action please

Apoorv Devgan, IAS
(/ [D (. Member Secretary
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”‘H‘imaehal’ PradeSh State‘Pol‘Iutioh'Cehtrol Board ’

" “Him Parnvesh" Phase i, Below BCS, New Shlmla-—9
S Tel 0177 2673766 2673276 Fax 2673018

| sNo HPSPCB/OA No 136/2020/Sc1ent1fc/2021- Q Tl i‘;; |  Dated: /8. 8202/
‘The Member Secretary, :

. Central Pollution Control Board F ‘
o Parrvesh Bhawan East Arjun Nagar Delh1-110032

0 Sub: . OA No 136/2020 tltled Veteran Forum for Transparency in Publlc Llfe Vis
c  State of Hlmachal Pradesh & Ors pendmg before the Hon’ble Natronal

S - Green Trlbunal
 Sir, '

Thrs has reference to order dated 23 06 2021 passed by the Hon’ble NGT in OA . v
No 136/2020 wherem the State Board has: been dlrected to lay down standards, regulate residual
S antlbrotlcs in the mdustrlal efﬂuent and to set-up laboratory facrhty for ana1y51s of antrbrotres in
water/ waste water (efﬂuent) ' , ,

In this regard, the State Board is fully committed to 1mp1ement the dlrectrons
of the Hon’ble NGT and has also constltuted a Commrttee v1de order dated 06.08.2021 (copy
enclosed) for ﬁnahzatlon of total requlrement of i 1nstruments alongwrth spec1ﬁcatlons to set-up,
laboratory facrhtles for the analysrs of antlblotlcs in water/ ‘waste Water (efﬂuent) You are
requested to kindly nommate an expert member from the Central Pollutron Control Board fo be

~a part of this Comrmttee constltuted by the State Board for ﬁnahzatlon of equrpments‘

requirement and spec:lﬁcatlons thereof in a tlme bound manner.

Thanking You.
 Yours faithfully,
_ SRR , ‘Apoorv Devgan, IAS
- Encl.: As above.

‘Member Secretary -

w_
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HP STATE POLLUTION CONTROL BOARD,
BELOW BCS, PHASE-III, NEW SHIMLA

No. PCB/ OA No. 136/2020/Consent/2021- R/ &5 . Dated:- /(- G 202y
From: The Member Secretary
To

The Member Secretary,
Central Pollution Control Board
Parivesh Bhawan, East Arjun Nagar, Delhi 110032.

Subject:- OA No. 136/2020 titled Veteran Forum for Transparency in Public Life V/s
State of HP & Ors. pending before the Hon’ble National Green Tribunal.
Sir,

~ This is in continuation to this office letter no. 4811 dated 27.07.2021, no. 5877
dated 12.08.2021 and in reference to letter no. B-29016/04/07/IPC-1 dated 07.09.2021
received from your good office on the subject cited above vide which it has been informed
that “...the National environmental standards are discussed/deliberated in a Peer and Core
Expert Committee constituted by CPCB. The members of core group comprising
experts/representatives of related field/institutes...” In this regard it is submitted that State
Board lacks the expertise in order to carry out the process/research and notify such standards.

In order to make the exercise fruitful and effective for notifying the API residual
standards, as directed by the L.d. National Green Tribunal vide latest order dated 23.06.2021,
the State Board requires hand holding from CPCB in the form of guidance/methodology to be
followed.

In this. context, you are again requested to nominate an expert member to be a part
of the committee of the State Board constituted to finalize the standards for antibiotics
residual in effluent discharge by such units, who can guide the State Board in a step by step
mannef, in order for the State Board to formulate such effluent standards so that necessary
compliance could be made to the judgment of Hon’ble NGT.

This may be treated as most urgent and time bound please.

Yours faithfully,

(Apoorv Devgan, IAS)
Member Secretary
HPSPCB, Shimla-9,
Tet No..0177-2673766

W e
SR}

e:a;r
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Hlmachal Pradesh State Pollutlon Control Board =
: “Him Parivesh” Phase-llI, Below BCS, New Shlmla—9
o Tel: 0177+ 2673766 2673276 Fax: 2673018

'No. HPSPCB/OA No.136/2020/Scientific/2021- &7 - )  Dated: 20 .G, 2/

To
- The Member Secretary,
 Central Pollution Control Board, -

PaI‘IVCSh Bhawan East’ ArJun Nagar Delh1-1 10032

Sub: OA No. 136/2020 titled Veteran Forum for Transparency m Publle Life V/s .
B ~ State of Hlmachal Pradesh & Ors. pendmg before the Hon’ble National
: Green Trlbunal .

. Sir, SR
: In contmuatlon to ﬂ’llS office letter No HPSPCB/ OA No. 136/ 2020/ Scientific/
- 2021- 6363 dated 18. 08 2021 v1de which nomination of an Expert Member was solicited from

the Central Pollution Control Board for ﬁnahzatlon of equlpments requlrement and . -

B spemﬁcatlons for the analy31s of Pharmaceutlcal Compounds (antlblotlcs) in water/ waste water

(efﬂuent) In this regard you are again requested to kmdly nomlnate an expert from the Central
Pollution Control Board to be a part of . Cornmlttee constltuted by the State Board, so that

equipments requlrement and SpeCIﬁcatlons are finalized at the earhest for carrying out analysis/

testing in comphance of the orders of Hon ble NGT in OA No. 136/2020 tltled Veteran Forum

v Vfor Transparency in pubhc Llfe V/s State of HP & Ors. dated 23 06 2021,

Thankihg You.

“Yours faithfully,

_ R ST o . Apoorv Devgan, IAS
Encls: As above. - , 'Member Secretary
Copy to: : : - ' '

1. The Chlef Sc1ent1ﬁc Ofﬁcer Central Laboratory, Parwanoo for mformatmn and
~ necessary action please.
h Sr Law Ofﬁcer Law Branch, Head Ofﬂce Shimla for 1nformat10n pleas

o

-Apoorv Devgan, IAS
Member Secretary

\/\{\I
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Himachal State Pollnﬁon Control Board

Central Laboratory
(NABL, QCI Govt. of India Accredited/Approved Laboratory)
SCF 6, 8 Sector -4 Parwanoe. Distt Solan-173220
Tele. No :01792-232540
NABL Accreditation Certificate No: TC-8060 Validity: 03.11.2020 To 92.11.2021
[ NABL Accredited ISO_17025:2005 and 45001 Certified Laboratory |

No. PCB/Central Lab/NGT Matters/2021 —\4 €3 Dated 20/09/2021

FROM: CHIEF SCIENTIFIC OFFICER

To,

The Member Secretary

H.P, State Pollution Control Board
Shimia

Subject: Interim Report of Committee to finalize the total requirement of Instruments and
set-up Laboratory facility for Analysis of Antibiotics in Water/ Wastewater Gﬁff!ue;st},

Sir,

Please find attached Minutes of Meeting of committee in pursuance to letter No HPSPCB/
OA No.136/2020-5560-62 dated 06-08-2021. A meeting of the committee constituted vide
above referred office order was held virtually today on 20-08-2021 in which on the request
of the committee, Regional Director, CPCB, Sh. Gurnam Singh, Regional Office, Chandigarh,
participated in virtual meeting his expertized was incorporated in the Interim report . Final
report will be prepared in the next meeting in consultation with expert member of CPCB

Delhi in due course of time.

Thanking You.

| Dr. T, & Singh
Chief Scientific Officer
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" “Himachal State Pollution Control Board
Central Laboratory
{ NABL, QCI Govt. of India Accredited/Approved Laboratory)
SCF 6, 8 Sector -4 Parwanoco. Distt Solan~173220
Tele. No :01792-232540

NABI Accx’cﬂimﬁu Ccrﬂﬂcltt No; TC-8060 Vahidity: 03.11.2020 To l2J1.2321

[ NABL Accredited ISO_17025:2005 and 45001 Certified Laboratory |

Minutes of the Meeting

In pursuance to letter No HPSPCB/ OA No.136/2020-5560-62 dated 06-08-
2021 ameeting of the committee constituted vide above referred office order was held virtually
today on 20-08-2021.Following members of committee were present:

1. Dr.T.B. Singh, Chief Scientific Officer, Central Laboratory, Parwanoo.
2. Sh. Anup Vaidya, Senior Scientific Officer, Regional Laboratory, Dharamshala,

3." Dr. Hitender Kumar Sharma, Senior Scientific Officer, Regional Laboratory, Paonta
Sahib.

4. Expert Member‘fmm CPCB, Nommatxon is still awaited from MS CPCB
Regmnal Gfﬁne Chand:garh, partielpated in v:rtual mectmg)

. © During the discussions Sh. Gumam Singh, Regional Director, CPCB, Regional
Ofﬁce, Chandigarh shared his view with the committee & informed that CPCB, Delhi has
prepared the analytical infrastructure requirements for sampling, processing and analysis of
pharmaceuticals compounds in environmental samples. It was further decided that committee
may prepare the analytical infrastructure requirements for analysis of pharmaceuticals
compounds/antibiotics in environmental samples based on the document provided by CPCB.
Accordingly the committee has prepared following requirement of instruments, glassware and
chemicals. for sampling, processing and analysis to set up laboratory facility in State Board.

Analytical Infrastructure Requirements for Sampling, Processing and Analysis
of Pharmaceutical Compounds in Environmental Samples

_Sample Bottles and Caps

Sample bettle, amber glass, 1 L minimum, with screw cap for Liquid Samples
(waters, sludge and similar materials containing 5 percent solids or less).

o Sample bottle, wide mouth, amber glass, 500-mL minimum for Solid samples (soil,
sediment, sludge, filter cake, compost, and similar materials that contain more than 5
percent solids).

o If amber bottles are not avaslahle, samples must be pmwcted from hgh!
.

» Cleamng Boﬁm are w.ashad wxﬁx dctexggnt and waier, then mivent rinsed before use.

Liners are washed with detergent and water and rinsed with reagent water before use.
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Equipment for Sample Preparation

.

* & & & » »

Laboratory Fume Hood of sufficient size to contain the sample preparation equipment
listed below. )

Glove Box (thiénal)-

Ultrasonic mixer

Oven — Capable of maintaining a temperature of 11045 °C

Desiccator :

Balance, Analytical — Capable of weighing 0.1 mg

Balance, top loading — Capable of weighing 10 mg

Apparatus for measuring pH |

»

pH meter, with combination glass electrode
pH paper, wide

Apparah:s for Ultrasonic and Solid-Phase Exmu:txon

Vac-Elute Manifold

Vacuum trap Made from 500-mL sidearm flask fitted with single-hole rubber stopper
and glass tubing.

Vacuum source — Capable of maintaining 25 in. Hg, equipped with shutoff valve and
vacuum gauge.

Rack for holding 50-mL volumetric flasks in the mamfold.

SPE Cartridge - Hydrophihc~hpoph1hc-ﬁalanc¢ (HLB) 60 mg, Waters Oasis, 20 cc/1
g LP, 60 pum, or equivalent.

Filtration Apparatus.

Vacoum Filtration Apparatus — 1 L, including glass funnel, frit support, clamp,
adaptea' stopper, filtration flask, and vacuum tubing. For wastewater samples, the
apparatus should accept 90- or 144-mm disks.

Glass Fiber Filter — 1 micron pore size, to fit the vacuum filtration apparams
Pressure Filtration Apparatus ; '

‘Whatman GF/A (1.6 pm), or equivalent, differing diameters, to fit the pressure
filtration apparatus.

Pipet Apparatus and Pipets

*
®

-

Pipetter — variable volume

Pipet Tips, disposable polypropylene, sizes from 1-10-uL to 5 mL
Disposable, Pasteur, 150-mm long x 5-mm

Disposable, Serological, 50-mL (8- to 10- mm ID)

‘Rotary Evaporator - cquipped with

-

a variable temperature water bath
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¢ a vacuum source with shutoff valve at the evaporator and

® avacuum gauge.

¢ arecirculating water pump and chiller are recommended, as use of tap water for cooling
the evaporator wastes large volumes of water and can lead to inconsistent performance
as water temperatures and pressures vary.

s Round-Bottom Flask — 100-mL and 500-mL or larger, with ground-glass fitting
compatible with the rofary evaporator |

Nitrogen Evaporation Apparatus — Equipped with water bath controlled in the range of 30 -
60 °C, installed in a fume hood.

Nitrogen Vortex Evaporator (MiniVap Supelco or equivalent) — Set with 6 Port of Nitrogen
outlet, common pressure regulation Nob.

Amber Glass Vials, 2- to 5-mL with fluoropolymer-lined screw-cap
Clear Glass Vials, 0.3-mL, conical, with fluoropolymer-lined screw or crimp cap

HPLC/MS/MS System - HPLC system with
high pressure inlet,
multi-segment gradient capability
and post-column pump for admission of calibrant.
The system must be able to produce the LC separations for the analytical runs under
the instrument conditions and must meet other HPLC requirements in the method.

LC Columns ' :
C18 - 10.0 cm, 2.1 mm i.d., 3.5 :m particle
Hydrophilic — 10 cm. 2.1 mm i.d., 3.0 pm particle size
Alternative columns other than described above have not been tested and are not
allowed for this method. EPA may establish criteria for equivalency in later
versions of this method.

MS/MS System
Tandem MS with the necessary pumps, collision cell, makeup gases, high
vacuum system, and capability for positive and negative ion electrospray
ionization (ESI) of the effluent from the HPLC. The system must be able to
produce parent-daughter transitions for the groups of compounds in the acid and
base fractions of the PPCPs for the analytical runs.

Instrument Control and Data System — Interfaced to the HPLC and MS/MS
to control the LC gradient and othier LC and MS/MS operating conditions, and
to acquire, store, and reduce LC/MS/MS data, The data system must be able to
identify a compound by retention time and parent-daughter m/zs, and quantify



N

the compound using linear or quadratic multi-point relative responses and
response factors by isotope dilution and internal standard techniques.

Miscellaneous Labware

Py

s o & o »

Beakers, 400- to 500-mL;

Erlenmeyer flasks;
volumetric flasks;
pipets;

syringes;

stainless steel- spatulas, efc.

Reagents and Standards
» pH adjustment and solution stabilization

O

0 0 00

O

Potassium hydroxide — Dissolve 20 g reagent grade KOH in 100 mL reagent
water.

Sulfuric acid - Reagent grade (specific gravity 1.84)

Hydrochloric acid — Reagent grade, 6N

Phosphoric acid (H3PQ4) — Reagent grade (85%),

Sodium chloride — Reagent grade, prepare at 5% (w/v) solution in reagent
water

Ammonium hydroxide (NHsCH) — Reagent grade,

Sodium dihydrogen phosphate monohydrate — Reagent grade,

Oxalic acid, anhydrous

¢ Pre-purified nitrogen

o Solvents, reagents, and solutions

o}

0

Acetic acid, acefone, acetonitrile ammonium acetate, formic acid, methanol,
methylene chloride, HPLC water, ammonium formate.

Solvents and purchased solutions should be lot-certified to be free of
interferences. If necessary, solvents should be analyzed by this method to
demonstrate that they are interference free.

¢ Reference Matrices — Matrices in _whicsh the PPCPs and interfering compounds are
not detected by this method
o Reagent water — Bottled water purchased locally, or ptepa.red by passage

O

through activated carbon

Other matrices — Other reference matrices of interest may be used if the results
from the tests given demonstrate acceptable performance. Ideally, the matrix
should be free of the analytes of interest, but in no case must the background
level of the apalytes in the reference matrix exceed the minimum levels given
in the method. If low background levels of the analytes of intercst are present






4 ’. -

or against certified reference materials from a source that will attest to the
authenticity and concentration, to assure that the composition and concentrations
have not changed.

REQUIRMENTS FOR THE ANALYSIS OF ANTIBIOTICS

s 'Reilﬁirements‘ v Quanﬁty , Size , Reémarks
No. '

Requirement of Space

= 625.0 Square Feet (Instrument Room)

= 400.0 Square Feet (Process Room)

= 400.0 Square Feet (Sample Storage Room)

= 400.0 Square Feet (Chemical and CRM Storage
Room)

01 | Room with ACand 04
Exhaust

s ®» O

S * Requirement of Instruments and Equipment
02 | LC-MS/MS o1 - For Qualitative & Quantitative |
(Tandem Mass) ; Analysis

03 |SolidPhase | O0F 12 or 24 port For Extraction & Cleanup
| Extraction System ' :

04 | Ultra Sonicator ol | "I For sonication of mobile phase
| and cleaning of HPLC parts

| 05 | MiniVap or 0l 06-10 port ~ For Concentration
Turbovap
Concentrator

06 | Rotatory EQaPQrgté; 01 | For Concentration

o7 Millipore Filtration 1 o | For Filtration of sample And
1 Assembly ' Mobile phase

Assembly 5

09 | Deep Freezer | ol R - CRM Storage

10 | Vici cooler 04 | ~ Sample Storage

11 | UPS20KVA o1  20KVA Only for LC-MS/MS

12 |UPS10KVA | Ol |  10KVA ~ For others equipment

Miscellaneous Requirement

| Chemicals and G-lasswarellﬁﬁisaiiiﬁ!é (Ap;iquxi)

13 | Methanol L5L LEMSMS Geade




T o3~

14

Acetonitrile

| 151

LC-MS/MS Grade

15

_ HPLCI Water

l30L

TLC-MS/MS Grade

16

'Formic Acid

| 5.0ml

17 |

amonium Acetate |

5.0gm

| LC-MS/MS Grade

18

Ammoma qumd

| 5.0ml

T LC-MSIMS Grade

19

OrthophOSphoric
Acid

1 100.0ml

AR-Grade

20

Sulphuric Acid

120.0ml

AR-Grade

|21

pH paper

| 150 strip

Filter Paper GF/A

200

0A4Spm/4Tmm

23

Filter Paper GF/A

| 10

10.25 pm /47mm

24

' Syringe:{ Filter

| 100

0.25 pm nylon

HLB Cartridge

60 mg/ 20cc

. 26

- Micropipette

01

100-1000ul
{Variable)

27

Micropipette

01

10ul (Fixed)

28

| Micropipette

01

25ul (Fixed)

29

| Micropipette

01

50ul (Fixed)

30

| Micropipette tip |

As per requirements

31

| Sample Storage Vial

100

32

' for Antibiotics

Reference Standards

As per requirements

(1) Others

33

with Regulator

Argon Gas Cylinder

01

Approx. one cylinder |

for 500 sample

For LC-MS/MS

34

| Cylinder with

Nift_mgeli Gas

regulator

01

| Approx one cylinder |

(47L) for 06 sample

For Sample Preparation

Requirement of Manpower

Manpdwer

01

1. For Instrument operation,
calibration & Analysis.

T

Manpower

02

2. For Sampling, processing
including extraction,




cleanup, & sample
preparation,

o ’i_'hevtcnmtive cost for seting up of laboratory facility for analysis of antibiotics in
environmental snmples wilt be around 2.5 1o 3.0 crores. The detailed specifications of above
said equipments shall be tinnlized in consultation with CPCB, New Deihi ; h- due course of time.

Parwanoo
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