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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 required under sub-rule (3) of rule 5 of the Environment (Protection) Rules, 1986, for the information of 
the public likely to be affected thereby; and notice is hereby given that the said draft notification shall be taken into 
consideration on or after the expiry 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 consideration of the Central Government within the period specified 
above to the Secretary, 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 'Et Ministry at the e-mail address i.e. 
mscb.cpcb@nicin and h.kharkwal@nic.in. 

Draft Notification 

The Central Government hereby makes the following rules further to amend the Environment (Protection) 
Rules, 1986, namely: 

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

(2) They shall come into force on the date of their final publication in the Official Gazette. 

2. 	In the Environment (Protection) Rules, 1986, in Schedule-1, for serial number 73 and the entries relating thereto 
the following serial number and entries shall be substituted, namely:- 

SL 
No. 

Industry Parameters Standard 

1 2 3 4 

"73 
Bulk Drug 

and 
Formulation 

(Pharmaceuti 
cal) 

A. EFFLUENT STANDARDS 

For final outlet of ETP 
Limiting value for concentration (in ragil except for pH 

and Bio assay) 

i) Compulsory Parameters 

PH 6.0 -8.5 
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BOD (3 days 27°C) 30 
COD 250 
TSS 100 
TDS 2100 
Oil & Grease 10 

90% Survival of Fish after first 96 hours in 100% 
Bio -Assay Test" effluent 
ii) Additional Parameters 
Ammonical Nitrogen 50 
Nitrate Nitrogen 10 
***Benzene aos 
***Toluene 0.05 
***Xylene 0.06 
***Methylene Chloride 0.9 
Phosphates as P 5 
Chlorides 1000 
Sulphates as SO4  1000 
Fluoride 2 
Sulphides as S 2 
Phenolic Compounds 
Total Residual Chlorine 
Zinc 5 
Iron 3 
Copper 3 
Total Chromium 2 
Hexavalent Chromium (Cr°4) 0.1 
Cyanide 0.1 
Arsenic 0.2 
Mercury 0.01 
Lead 0.1 
****Active Pharmaceutical 
Ingredient (API) 

0.05 

iii) for final outlet of Industries discharging to CETP 
For each Common Effluent Treatment Plant(CETP), the state Board will prescribe inlet 

Standards for 	 Ammonical Nitrogen and Heavy Metals as per quality 	 general parameters, 
the design of the Common Effluent Treatment Plant(CETP) and local needs and 
conditions. As per notification S.O. 4 (E) dated 19anuary, 2016 

Note: 
ZYD = Zero Liquid Discharge system in Bulk Drug and formulation industry is 
considered when treated effluent meeting the limits prescribed for compulsory 
parameters shall be used in Pius or Utilities (boiler/ Cooling tower etc.). The reuse of 
treated effluent in gardening/ horticulture shall not be considered as ZLD in Bulk Drug 
and formulation industries. 
** The Bio assay test shall be conducted as per IS : 6582-1971 
Parameters listed as "Additional Parameters" shall be prescribed depending upon the 
process and product. 	 . 
*** Limits shall be applicable to industries those are using Benzene, Toluene, Xylene, 
Methylene Chloride, Chlorobenzene. 

****API limits shall be applicable for units manufacturing API other than antibiotics. 
B. EMISSION STANDARDS from Process Reactor Vents/ Tank farm Vents 

Parameter Limiting value for concentration (mgiNms) 
Chlorine 15 
Hydrochloric acid vapour 35 
Ammonia 30 
Benzene 5 
Toluene 100 
Acetonitrile 1000 
Dichloromethane 200 
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Xylene 100 
Acetone 2000 

C 	The total losses of solvent should not be more than 3% of the solvent 
consumed 

D. Antibiotic Residues in the treated effluent of Bulk Drug and Formulation 
Industry and CETP with membership of Bulk Drug and fonnulation Units 

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

Parameter Limiting value for concentration (WO 
i. 	Amikacin 6.40 
u. Amoxicillin 0.10 

Arophoteriein B 0.01 
iv. 	Ampicillin 0.10 
v. Anidulaftuagin 0.01 

vi. Avilamycin 3.20 
vii. Azithromycin 0.01 
viii. Aztreonam 020 

ix. Bacitracin 3.20 
x. Bedaquiline 0.03 

xi. Benzylpenicillin 0.10 
Capreomycin 0.80 
Cefaclor 0.20 

xiv. Cefadroxil 0.80 
xv. Cefalonium 8.40 
xvi. Cefaloridine 1.60 
xvii. Cefalothin 0.80 

xviii. Cefazolin 0.40 
xix. Ceti-link 0.10 
xx. Cefepime 0.20 
xxi. Cefixime 0.02 
xxii. Cefoperazone 0.20 

xxiii. Cefotaxime 0.04 
xxiv. Cefoxitin 3.20 

0.02 xxv. Cefpirome 
xxvi. Cefpodoxime 0.10 
xxvii. Cefquinomc 0.64 
'avid. 	Ceftaroline 0.02 

iodic. 	Ceflazidime 0.20 
xxx. Ceftibuten 0.10 

xxxi. Ceftiofur 0.02 
XXXI1. 	Ceftobiprole 0.09 

0.76 xxxiii. Ceftolozane 
xxxiv. Ceftriaxone 0.01 
xxxv. Cefuroxime 0.20 
xxxvi. Cephalexin 0.03 
xxxvii. Chloramphenicol 3.20 

xxxviii. Ciprofloxacin 0.02 
xxxix. Clarithromycin 0.03 

id. 	Clavulanic Acid 22.40 
xli. Clinafloxacin 0.20 
xlii. Clindamycin 0.04 

xliii. Cloicacillin 0.05 
xliv. Colistin 0.80 
xlv. Daptomycin 0.40 
xlvi. Delamanid 0.02 
xlvii. Doripenem 0.04 

xlviii. Doxycycline 0.80 
Aix_ 	Enramyein 1.92 

n-_..-__._  n111. 
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li.  Ertapenem 0.05 

lii.  Erythromycin 0.20 

liii Ethambutol 080 

liv. Faropenem 0.01 
Iv. Fidaxomicin 0.01 
lvi.  Florfenicol 0.80 

lvii.  Fluconazole 0.10 
(viii. Flumequine 0.10 

lix.  Fosfomycin 0.80 

lx.  Fusidic acid 0.20 

lxi.  Oatifloxacin ORS 

lxii.  Gemifloxacin 0.02 

lxiii.  Gentamicin 0.08 
lxiv.  Imipenem 0.05 
lxv.  Isoniazid 0.05 

kyr. Itraconazole 0.004 
born. Kanamycin 0.44 

lxviii. levofloxacin 0.10 
lxix I incomycin 0.72 

In. Linezolid 2.68 
bud_ Loracarbef 0.80 
lxxii.  Mecillinam 0.40 
lxxiii.  Meropenem 0.02 

lxxiv.  Metronidazole 0.05 
Inv. Minocycline 0.40 

lxxvi.  Moxifloxacin 0.05 
lxxvii.  Mupirocin 0.10 

lxxviii.  Nalidixic acid 6.40 
lxxix.  Narasin 0.20 
lxxx.  Neomycin 0.01 

lxxxi.  Netilmicin 0.20 
lxxxii.  Nitrofurantoin 25.60 

ixxxiii. Norflaxacin 0.20 

lxxxiv.  Ofloxacin 0.20 

lxxxv.  Oxacillin 0.40 
lxxxvi.  Oxytetracycline 0.20 

lxxxvii.  Pefloxacin 3.20 

lxxxviii.  Phenoxymethylp 
en's-thin 0.02 

Immix. Piperacillin 0.20 
xc.  Polymixin 0.80 

xci.  Retapamulin 0.02 

xcii.  Rifampicin 0.02 

xciii.  Roxithromycin 0.40 

xciv.  Secnidazole 0.40 

xcv.  Sparfloxacin 0.02 

xcvi.  Spectinomycin 12.80 
xcvii.  Spiramycin 0.20 

xcviii.  Streptomycin 6.40 

xcix.  Sulbactam 6.40 
c.  Sulfadiarine 288.00 
ci.  Sulfadimethoxin 

e 20.00 
cli. SuLfadoxine 0.24 

ciii.  Sulfamethoxazol 
o  0.24 

civ.  Tazobactam 17.60 
cv.  Tedizolid 3.92 

cvi.  Teicoplanin 0.20 
cvii.  Telitbromycin 0.02 
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cviii.  Tetracycline 0.40 
cix.  Thiamphenicol 0.40 
cx.  Tiamulin 0.40 
cxi.  Ticarcillin 3.20 
Si. Tigecycline 0.40 

cxiii.  Tildipirosin 0.17 
cxiv.  Tilmicosin 0.40 
cm,. Tobramycin 0.40 

cxvi.  Trimethoprim 0.20 
cxvii.  Trovafloxacin 0.01 
cxviii.  Tylosin 0.33 
cxix.  Vancomycin 3.20 
cxx.  Viomycin 0.80 

cxxi.  Virginiamycin 

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

[RN°. Q-15017/12/2018-CPW] 

JIGMET TAKPA, Jt Secy. 

Note: The principal 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 last amended vide notification number G.S.R. 
952(E), dated the 26th December, 2019. 
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