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F. No. J-11011/20/2013- IA 11 ()
Govermment of india
Ministry of Environment and Forests
(1.A. Division)
Paryavaran Bhawan
CGO Complex, Lodhi Road
New Dethi - 110 003

E-mail : vg.ugadhygy_@nic.ig .
Talefax : 041 2436 2875
Dated 10" September, 2013

B

To.

( Shri S. Prasad (Managing Director)
M/s Raichur Laboratories Pvt. Lid.
Clat No. 501, Vishnu Homes, H.No. 8-3-236/1,
Near Check Post, Yosulguda, Myderabad- 500045

E.mail: inf@ rightsource.co.in ; Fax No.: 040-23070602

Subject: Bulk Drug Manufacturing Unit at Plot No, 126 to 129, Raichur Growth Centre,
Village Chiksugaur, District Raichur, Karnataka by M/s Raichur Laboratories Pvt.
Ltd. regarding TORS . o

Ref. - Your letter no. nil dated 3™ December, 2012.

Sir, _
Kindly refer to your letter no. nil dated 37 December, 2012 alongwith project documents
including Form-l, Pre-feasibility Report and draft "Terms of Reference’ as per the EIA Notification, .
A006. 1t is noted that proposal is for setting up of Bulk Drug Manufacturing Unit atPlotNo. 126:t0
129, Raichur Growth Centre, Village Chiksugaur, District Raichur,. Karnataka by M/g “Raichur
{ aboratories Pvt. Ltd. Following products will be manufactured: T

| S.N. ' Praduct T Application Production
T D ' Kg/Month)
1 Merapenem Anti-Biotic 1000.00
2 |Biapenem . _ __ ___. | Anti-Biatic 30000
3 Feropenem ' _ Anti-Blotic 1000.00
4 _ itropenem 1 Anti-Biotic 1000.00
5 | Dorepenem - | Anti-Biotic 1000.00
8 Cang_lg_s_ajgn 7| Anti hypertengion 500.00
7 Celecoxb = Antl -irflammatory | 5000.00
' 8 _Clopidogrel Bisulfate ~|Antiplatelet 300000 1.
|9 | Ketaconazole ' Anti fungal T 1200000 L
10~ Tevo cetinzine dinydroghioride [ Antl histamine_ 500.00
141 | Levetracetam -~ ____|ANH Convulsant 3000.00
|12 | Pantoprazoie Magnesium Proton Pump Inhibiior | 1000.00
! 13 - Phenylephrine_Hydrochlori&-e | Antitussive- - . 1.3000.00
| o ..} Dacongestant 4
i 14 | Prasugret Hydrochloride 7 T Anti platelet . [500.00 .



e et i e,

| Quetiaping Hemifumatrais LAnt psychotic — " "1
{ Rabeprazoje Anti-vicerative

Anti cholinergic

18 iy Anti-adrenargic
e '__Tl__fsarta — — Anti h ertensive
120 'Bortezomip ~ %last%"“" "
'g -~ | Trimebistine Maleata __| Anti spasmodic

122 'l-.@abergofine E Depamine receptor
: . : _agonist |

(2] phenolate A —Hmmuno Suppressant T 55
| =T 1 _ Salacﬂv:aestrm -

en

] receptor modulator

1'25' " | Febuxostat T ' Xanthing Oxidase — ~
el Linhibtr " |

N Fote:'wé' erufacture any 10 producis at & pant of Tiis gng Maximarm Production

-0 . Draft Terms of _'R_afér:e;ejée' (TOR) have besn discussed and finalizaq duwiing the g»
Reconstituted Expert Appraisal.Committee {industry) held during 5% March, 20137t March, 2013

Y. Executive summary of the project
- ¢.; Justification of the project,

. Promoters and their back ground.

. Regulatory framework,

1. Location of National Park/Wild life sanctuary/Reserve forest within 10 km radius of the
12. Permis-sion from the State Forest rtment regarding the impact of the pProposed plant -

13. Details of the totaj land and break-up of the land use for green belt ang other uses.

14, List of products alongwith the production capacities.

15. Detailed list of raw material required gnd source; mode of storage.

16. Manufacturing process details alongwith the chemical reactions and process fiow chart.
17. Action plan for the transportation of raw material and praducts,

18. Site-specific micro-meteorological data using temperature, refative humidity, hourly wing

18. Ambient air quality monitoring 2t & locations within the study area of 5 km., aeria



20. One season site-specific micro-meteoralagical data using temperaturs, relative humidity.
hourly wind speed and direction and rainfall and AAQ data (except monsoon) for PM;,
S0z NOx, CO including VOCs shall be coilected. The monitoring stations shall take into
account the pre-dominant wind direction, population zone and sensitive receptors
including reserved forests. Data for water and noise monitoring shall also be included.

21. Air pollution contro! measures proposed for the effactive control of gaseous/process
emissions within permissibie limits.

22. Name of 2ll the soivents to be used in the process and details of solvent recovery system.

- 23. Design details of ETP, incinerator, if any alongwith boller, scrubbers/bag fitters efc.

24. Detalls of watar and air poliution and its mitigation plan,

25. Action plan to controi ambient air quality as per NAAQS Standards notified by the Ministry
on 16™ September, 2009, -

26. An action plan prepared by SPCB to control and monitor secondary fugitive emissions
from all the sources.

7. Determination of atmospheric inversion leve! at the project site and assessment of ground
levei concentration of poliutants from the stack emiseion based on site-specific -
meteorclogical features. Air quality modelling for proposed plant

28. Permission from competent Authority for the drawl of water. Water balance chart for the
proposed project inciuding quantity of effluent generated recycled and reused and affluent
discharge. w4 -

28. Attempt to be made for reduction for usage of water,

- 30. Complete scheme of effluent treatment. Characteristics of untreated and treated effiuent
to meet the standard. B S LT

31. Zeto discharge sffluent concepts to be adopted; e

32. Ground water quality monitoring minimum &t 8 locations shail be carried out. Geological
features and Geo-hydrological status of the study area and ecological status (Terrestrial
and Aquatic). : | J S L

33. The details of solid and hazardous wastes generation, storage, utilization and disposal
particuiarly reiated to the hazardous wasts calorific vaiue of hazardous waste and detailed
characteristic of the hazardous waste. Action plan for the disposal of fiy ash generated
from boiler shall be included. S

34. Precautions to be taken during storage and transportation of hazardous chemicals shall
be clearly mentioned and incorporated. :

35. Material Safety Data Sheet for all the Chemicals are being ‘used/wili be-used. CAS
No./RTECS No./DOT/UN etc to be mentioned against sach chemicals.

38. Authorization/Nlembership for the disposal of solid’hazardous waste in TSDF.

37. Risk assessment for ‘storage for chemicals/solvents. Action plan for -Handling & safety’
system. \ S o R

38. An action plan to develop green belt in 33 % area. Layowt-plan for green-belt- shall be -
provided. _ o o o T oo

39. Action plan for rainwater harvesting measures at plant site shall be included to harvest
rainwater from the roof tops and storm water drains to recharge the ground water.

40. Detaiis of ocoupational health programma; ' S
) To which chemicals, workers are exposed directly ar indirectiy.
iy Whether these chemicals are within Threshoid Limit Values (TLV) Permissibia

Exposure Levels as per ACGIH recommendation. T
i} VWhat measures company have taken to kesp these chemicals within PELTLY.,
iv) How the workers are evaluated concsming their exposure to chemicals diring pre-

piacement and periodical medical monitoring. : S



_ig) What are onsite ,and oﬂéiie emergency plan during chemical disaster.
vi) Liver function tests (LFT) dunng pre-placement and periedical examination.
vii} Details of occupational health surveillance programme.

41. Socio-aconomic deveiopment activities shall be in place.

42. Note on compliance to the recommendations mentioned in the CREP guidelines.

43. Detalled Environment management Plan (EMP) with specific reference to details of air
poliution contro! system, water & wastewater management, monitoring frequency,
resmbuﬂy and time bound impilementation plan for mitigation measure shall be

o

44, EMP shall include the concept of waste-minimization, recycle / reuse / recover technigues.
Energy conservation, and natural resource conservation.

45 Totsl capital cost and recurring cost/annum for environmental poliution control measures.

46. Corporate Environmental Responsibility
~ (a) Does the company have a well laid down Environment Policy approved by its  Board

of Directors? if 8o, it may be detailed in the EIA repart.
(b} Does the Environmenta! Policy prescribe for standard operatlng prooessfproeedures to
bring into focus any infringement / deviation / viclation of the environmental or forest
norms / conditions? If so, it may be detailed in the EIA raport. '
(c)What is the hierarchical system or Administrative order of the company to deal with the
environmental issues and for ensuring compliance with the EC conditions. Detaiis of this
system may be given.
{d )Does the company have a system of reporiing of non comphance / violations of
" environmental norms to the Board of Directors of the company and / or shareholders or

stakeholders at large? This reporting meéchanism should be detailed in the EiA report.

. 47. Any litigation pending against the project and/or any direction/order passed by any Coun

_ of Law against the project, if so, detalls thereof.
'48. A tabular ehart with index for pomt wise compliance of above TORs.

The following general points shall be noted:

i.  All documents shali be properly indexed, page numbered.
i. Period/date of data collection shall be clearty indicated.
i.  Authenticated English transiation of aii materiai provided in Regional Ianguages
iv. The letter/application for EC shall quote the MOEF file No. and also aitach a copy of

the letter.
v. The copy of the fetter received from the Ministry shall be also attached as an annexure
- {o the final EIA-EMP Report.
vi. The final EIA-EMP repori submitted to the Ministry must incorporate the issues in this
letter. The index of the final EIA-EMP report must indicate the specific chapter and
: page no. of the EIA-EMP Report.
vii.  Certfificate of Accreditation issued by the QCI to the environmental consutiant shall be

included.
30 These TORs' should be considered for the preparation of EIA / EMP report for sefting up

- of Bulk Drug Manufacturing Unit at Piot No. 126 to 128, Raichur Growth Centre, Viliage
Chitsugaur, District Raichur, Karnataka in addition to all the relevant information as per the



‘General Structure of EIA’ given in Appendix lif and (1A in the EIA Notification, 2006. The public
nearing was exempted as per Section 7 (i}, 1!l Stage (3), Para (i) (b) of EIA Notification 2006.

40 You are requested to kindly submit the final EIAEMP prepared as per TORs to the
Ministry for considering the proposa for environmental clearance within 2 years as per the MotF
O.M. No. J-11013/41/2006-1A.1I (i) dated 22™ March, 2010.

50 The consultants involved in the preparation of EIA/EMP report after accreditation with
Quality Council of India / National Accreditation Board of Education and Training (QCYNABET)
would nesd to include a certificats in this regard in the EIA/EMP reports prepared by them and

data provited by other Organization{s)/Laboratories including their status of approvals etc. '

"ty

(V.P.Upadhyay)
" Director

Copyto: The Chairman, Kamaiaka State Poliution Control Board, Parisar Bhavan, No. 48, 4"
& 5% Floor, Church Street, Bangalore — 560 001, Karnataka. (E-mail

kspchcom@bir vsnl.pic.in ; Fax No. : DB0-25588321)

{V.P.Upadhyay}
Director
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TOR Compliance

S. No TOR Point Page No | Chapters
1 Executive summary of the project Enclosed
2 Justification of the project. 5 Chapter - |
3 Promoters and their back ground. 7 Chapter - |
4 Regulatory framework. 9 Chapter - |
5 A copy of Gazette Notification issued by the Govt. of
Karnataka indicating location of the project in notified Raichur Enclosed
Growth Centre should be included necessarily.
6 Project location and plant layout. 3-6 Chapter - |
7 Infrastructure facilities including power sources. 21-22 Chapter - V
8 Total cost of the project along with total capital cost and 39 Chapter - V
recurring cost/annum for environmental pollution control
measures.
9 Project site location along with site map of 10 km area and site 4 Chapter - |
details providing various industries, surface water bodies,
forests etc.
10 | Present land use based on satellite imagery for the study area 43 Chapter - V
of 10 km radius. Details of land availability for the project along
with supporting document.
11 | Location of National Park/Wild life sanctuary/Reserve forest 10 Chapter - |
within 10 km radius of the project.
12 | Permission from the State Forest Department regarding the Not Applicable
impact of the proposed plant on the surrounding reserve
forests.
13 | Details of the total land and break-up of the land use for green Chapter - V
belt and other uses.
14 | List of products along with the production capacities. 2 Chapter - |
15 | Detailed list of raw material required and source, mode of 194 Chapter - 11
storage.
16 | Manufacturing process details along with the chemical 4-181 Chapter - 11
reactions and process flow chart.
17 | Action plan for the transportation of raw material and products 194 Chapter - 11
18 | Site-specific micro-meteorological data using temperature, 5-6 Chapter - 1l
relative humidity, hourly wind speed and direction and rainfall
iS hecessary.
19 | Ambient air quality monitoring at 6 locations within the study 9-12 Chapter - 1l
area of 5 km., aerial coverage from project site as per
NAAQES notified on 16th September, 2009. Location of one
AAQMS in downwind direction.
20 | One season site-specific micro-meteorological data using 13-23 Chapter - 1l

temperature, relative humidity, hourly wind speed and direction
and rainfall and AAQ data (except monsoon) for PMyg, SOo,
NOy, CO, NHjz including VOCs shall be collected. The
monitoring stations shall take into account the pre-dominant
wind direction, population zone and sensitive receptors




including reserved forests. Data for water and noise monitoring
shall also be included.
21 | Air pollution control measures proposed for the effective 3 Chapter - V
control of gaseous/process emissions within permissible limits
22 | Name of all the solvents to be used in the process and details | 187,193 Chapter - 11
of solvent recovery system.
23 | Design details of ETP, incinerator, if any along with boiler, 194 Chapter - 11
scrubbers / bag filters etc.
24 | Details of water and air pollution and its mitigation plan. 17-18 Chapter - IV
25 | Action plan to control ambient air quality as per NAAQS 12 Chapter - 1l
Standards notified by the Ministry on 16th September, 2009.
26 | An action plan prepared by SPCB to control and monitor 24 Chapter - V
secondary fugitive emissions from all the sources.
27 | Determination of atmospheric inversion level at the project site 7 Chapter - IV
and assessment of ground level concentration of pollutants
from the stack emission based on site specific meteorological
features. Air quality modeling for proposed plant.
28 | Permission from Competent Authority for the drawl of water.
Water balance chart including quantity of effluent generated Water sources: KIADB
recycled and reused and effluent discharge. Details are in
Chapter V — 194-202
29 | Attempt to be made for reduction for usage of water. 194 Chapter - 11
30 | Complete scheme of effluent treatment. Characteristics of 5 Chapter - V
untreated and treated effluent to meet the standard.
31 | Zero discharge effluent concepts to be adopted. 194 Chapter - 11
32 | Ground water quality monitoring minimum at 6 locations shall 3
be carried out. Geological features and Geo-hydrological Chapter - 1l
status of the study area and ecological status (Terrestrial and
Aguatic).
33 | The details of solid and hazardous wastes generation, storage, 10 Chapter - V
utilization and disposal particularly related to the hazardous
waste calorific value of hazardous waste and detailed
characteristic of the hazardous waste. Action plan for the
disposal of fly ash generated from boiler shall be included.
34 | Precautions to be taken during storage and transportation of 20 Chapter - VI
hazardous chemicals shall
35 | Material Safety Data Sheet for all the Chemicals are being Enclosed
used/will be used. CAS No. /RTECS No./DOT/UN etc to be
mentioned against each chemicals.
36 | Authorization/Membership for the disposal of solid/hazardous Enclosed
waste in TSDF.
37 | Risk assessment for storage for chemicals/solvents. Action 11,12 Chapter - VI
plan for handling & safety system.
38 | An action plan to develop green belt in 33 % area. Layout plan Enclosed

for green belt shall be provided.




39 | Action plan for rainwater harvesting measures at plant site 38 Chapter - V
shall be included to harvest rainwater from the roof tops and
storm water drains to recharge the ground water.
40 | Details of occupational health programme 12 Chapter - VI
i) To which chemicals, workers are exposed directly or
indirectly.
i) Whether these chemicals are within Threshold Limit Values
(TLV)/ Permissible Exposure Levels as per ACGIH
recommendation.
i) What measures company has taken to keep these
chemicals within PEL/ TLV.
iv) How the workers are evaluated concerning their exposure
to chemicals during pre-placement and periodical medical
monitoring.
v) What are onsite and offsite emergency plan during chemical
disaster.
vi) Liver function tests (LFT) during pre-placement and
periodical examination.
vii) Details of occupational health surveillance programme.
41 | Socio-economic development activities shall be in place. 60-65 Chapter - V
42 | Note on compliance to the recommendations mentioned in the 43-45 Chapter - V
CREP guidelines.
43 | Detailed Environmental Management Plan (EMP) with specific 3-5 Chapter - V
reference to details of air pollution control system, water &
wastewater management, monitoring frequency, responsibility
and time bound implementation plan for mitigation measure
shall be provided.
44 | EMP shall include the concept of waste — minimization, recycle 21 Chapter - V
/ reuse / recover techniques, energy conservation, and natural
resource conservation.
45 | Total capital cost and recurring cost/annum for environmental 39 Chapter - V
pollution control measures.
46 | Corporate Environmental Responsibility 46 Chapter - V

(a) Does the company have a well laid down Environment
Policy approved by its Board of Directors? If so, it may be
detailed in the EIA report.

(b) Does the Environmental Policy prescribes for standard
operating process/procedures to bring into focuses any
infringement / deviation / violation of the environmental or
forest norms / conditions? If so, it may be detailed in the EIA
report.

(c)What is the hierarchical system or Administrative order of
the company to deal with the environmental issues and for
ensuring compliance with the EC conditions.

Details of this system may be given.

(d)Does the company have a system of reporting of non-




compliance / violations of environmental norms to the Board of
Directors of the company and / or shareholders or
stakeholders at large? This reporting mechanism should be
detailed in the EIA report.

47 | Any litigation pending against the project and/or any No litigation pending
direction/order passed by any Court of Law against the project, against the project
if so, details thereof.

48 A tabular chart with index for point wise compliance of above Enclosed

TORs.
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