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AL, T R QY TRAGT HATAd
stfeg=T

T2 foeetT, 23 Sa<T, 2020

1. #1. . 44(31). —=tferg=eT, R Feaia 93T, Taiaeor (§2ev) Sta=a, 1986 (1986 1 29) FT 4T 6
S oMY 25 H Y& ARl &1 TIRT HTd gU ST e &1 T&q1d FdT &, 1 A feriad T a0 (§3&0) o,
1986 F fA=® 5 & IUfH=H (3) FT ATATIATE, TTATHTIO A% ITF FIT TATIAT SI I TATAAT &, HT SATHHT 6
forw, TaagTr wETfera foRaT ST §; ST Uaager gEAT & St @ & SF e SfeeEer a7 39 aria °, e
AT & o= At i, Sae 78 afeeg==T siafase 8, STaramor &1 e F:37 af ATl g, 918 & & sater #if
AT 9% AT 39 q997q = R srowm

THET FTS SATh, ST ITET ATT=AT § siqfate y=qmat 9% 15 A~y a1 ga979 39 7 faas §, 30 761 307
s £ 72 s@fer F $iay, w1 TR g BFEr & S oo, sty a1 @ af=a, w=@i@ww, a9 0w
Sear] qfiEdd #arer, IR uatearwr wed, S o w9, 48 et - 110003 #r Am AW 9a eraiq

msch.cpcb@nic.in 3T h.kharkwal@nic.in 7% 937 df=d, Frxid TgU0T {70 a1 37 #1aq F a1 S Hl
ferfera =9 7 w5 Tem
T STTEEHT

Fe T TCHTY, TTACT (FT0T) AT, 1986 H A AT Hererd Faa & oIy uaagrr Aeferfaa Faw
FATAT &, AATT-
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1 wferm s ik ww—(1) =@ et &1 wEiewwr  (FweEwn) wemaw w2019 wEr STOIm
(2) 7 SterTa TS | I SATaH T AT qra | A g

2. 9AfEwer (§en) Ao, 1986 ®, sIa=i-1 § #7 "9e&dr 73 &Y 389 "dtea yEte & o Awferfaa w0
Tt s wiafeat wfaerfog 6 srosft srata-

w9 . SR rfiex HTAH
1 2 3 4
. W%W F. qfeed aE .
YT TG 7 iR =
Tz F forw Hifag a9 fro= & S g
T FrEw< AT / Tt J(
i) stfAars derfiex
fro= 6.0-8.5
frare) 3 famr 27 F=ft afomr( 30
GIEIEL 250
Froaue 100
EAE L) 2100
T 3 rATe (3f1T) 10
. 100% AT § Tger 96 =T F aTT At
#T 90% Ieawsiifarar

ii) IR Trfiex
FHTTAH ATSZITT 50
AT AL 10
o FtiT 0.05
** arfeaT 0.05
** ST 0.06
T I FAIRTES 0.9
wiehe O F =7 | 5
FAIEE 1000
aothe SO4 F&T | 1000
FARES 2
TH % &7 § qohES 2
e TTere ATRE 1
F AATAT FARLNA 1
STEdT 5
reT 3
GIEI 3
FA FIHAH 2
gFITAE HITHIH) Cr 6+) 0.1
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AT T TOT9H ; STETETIOT 3

SIEGIES] 0.1
EICIEE] 0.2
T 0.01
aT 0.1
wenx R TAT HeTeeh) THTITS( 0.05

iii) FTHAT AT rET I A FeTRa FX @ SR F i s * g

f&AT 1 S9ast, 2016 F ATILHAT FT F AT TAF () 4 ALHTAT SHTT ove
To) JrEddY) F forg, Troa a1 AT afgera ovye w@2) /) F e s
AT STEdl o R & Sqam areTT AT9EEt, SRaw ATzere 3 gat Haed
& Foru zeere gt wesd et wa |

feoquft:

NSUAL= 47 97 Si7 [FHfor3=i & 7 a3t Freamzor yorrett w= fre=me frar smar €,
& stfaT et F forw Myt £ 7 dmre w1 @ w20 afaa afgemEr @
TERAT ST2raT SUATRIATS & YA § ATAT ST (FienT 2taw snfe/aiges) anmarr /
FRTETHAT | LTTTerd TITAL F G STANT AT I7F 4T 37 (HH SN | TSUAST Tal
HTET ST

** AT I T AU :6582-1971 = SATHTT SATATHIT AT STTUIT

"FfARE e "% =T # qHIag G IR oY 3aaTe % areme 9¥ Agiia o
ST

>3 HrT 3T FET qT arg g 5 a5, attead, Srged, Mergd s,
FAASN F FTIIT FT F & |

e+ el ST TR ZATSH 3 AT GRS A AT st % o
LR

g Iiar Ruwex 9o / 3F wr doq ¥ IS ATh

trfiex Tigr % forg @iffe a9 )Resfium/oaay 3)
FATE 15

BTEETHA1 (o UfHE 1o 35

ERnEe 30

EEIC] 5

ZTfeas 100

[UECIE I EC RS 1000

[EEEIEIRE] 200

AT 100

THEN 2000

T AT 7 F . THA, STHNT ¢ 7T Fomas F 3% & SATeF T8t [T A8y

o, 1 4T S Awior SEer # anferg aftems § deemaites safane i o =T s}
Fwtor st i ewar oty @
g AT sratore = qrfersrt § 30 0 A1 % a2ra7 1 399 FH i

I Tiwor = fow Hiffa 7m) wig /1)

i ol 6.40
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ii. THTEETR o 0.10

iii. TETe e o 0.01

iv. TEf et 0.10

V. T ST 0.01

vi. TR A 3.20
VRUEPICIFEE] 0.01
VRSIERIRIES 0.20
ix. T fae 3.20
NP 0.03

Xi. IATEAU AT 0.10
Xii. FAHTE A 0.80
Xiii. FFFAT 0.20
Xiv. TSI 0.80
XV. AETATTH 8.40
XVi. TRTATTRET 1.60
XVii. TETATTIT 0.80
Xviii. FRTSITerA 0.40
xix. AR 0.10
XX. AHOTe 0.20
XXi. TESTSH 0.02
Xxii. RIS 0.20
xxiii. AT 0.04
xxiv. FRTOfEFE T 3.20
XXV, HEAT 0.02
XXVi. HRITE T 0.10
XXVii. AR 0.64
XxViii. TR 0.02
xxix. FeTiorEy 0.20
XXX HRE e 0.10
XXXi. TR 0.02
XXXii. THE T 0.09
XXXiii. THETA TSI 0.76
XXXV, TRTTETTaFe 0.01
XXXV, TR TTH 0.20
XXXV TR e 0.03
XXXVii. FA LTI (AR T 3.20
xxxviii. RO A TR 0.02
XXXIX. FATCTATE (7T 0.03
22.40

Xl Fra e i
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xli. TR TR 0.20
xlii. FrerreTaTE R 0.04
xliii. FeTFETRA 0.05
xliv. FrferfEe 0.80
xlv. STEHETE R 0.40
xlvi. TS 0.02

xlvii, ST 0.04
xIViii. St TaTs ot 0.80
Xlix. TATHATE R 1.92

| T TR TR e 0.02

li. T 0.05

lii. TRermTE R 0.20

liii. TSR 0.80

liv. e 0.01

Iv. Fre TR TS e 0.01

IVi. FETEh AR o 0.80
Ivii, RIS 0.10
IViii. TR T 0.10

lix. HYERTHTE o 0.80

Ix. PR e 0.20

Ixi. AT TR R 0.05
Ixii. ST R 0.02
Ixiii. SfeTaTS AT 0.08
Ixiv. ZHo=e 0.05
Ixv. SrEHTAATRE 0.05
IXVi. TETHRTAST I 0.004

Ixvii. FTATHTS (o 0.44
Ixviii. ST TR 0.10
Ixix. e R 0.72

[Xx. ATSASITorE 2.68

IXXi. TR ® 0.80
Ixxii. FrfErfers 0.40
Ixxiii. LT 0.02
Ixxiv. FETAESIrer 0.05
A ERIGIFESE 0.40
Ixxvi. AT T T 0.05

Ixxvii. FERIRE 0.10
Ixxviii. Tef = e ufere 6.40
[xxix. ATLTAT 0.20
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Ixxx. TR 0.01
Ixxxi. TR ET 0.20
Ixxxii. e 25.60

IXxxiii. TILFA T 0.20
IXxxiv. SFA T 0.20
IXxxv. ST T 0.40
IXxxVi. AT TeeTaTS (e 0.20
IXxxVii. TFFATTE 3.20
Ixxxviii.  wFRHEEA R 0.02
Ixxxix. =T frer 0.20
xc. aref At 0.80
XCi. TETaTeL et 0.02
xcii. e 0.02

xciii. TftaarE Rm 0.40

XCiv. FF TS 0.40

XCV. FITITAT T 0.02

XCVi. TR HTS (A 12.80
xcvii. BT R 0.20
Xcviii. TS o 6.40

XCiX. qea s 6.40

C.geFRI=aTEA 288.00
ci. gewrR Rt m 20.00
cii. AeFRTS o 0.24

Ciili. FERTHATFATS [T 0.24
civ. ISTrased 17.60
cv. ZESIfere 3.92
cvi. SEATTATAT 0.20
cvii. TR 0.02
cviii. ZZTETs 0.40
cix. P 0.40
ox. feargfem 0.40
oxi. femrfifem 3.20
cxii. feimTE e 0.40
cxiii. e 0.17
cxiv. feefamam 0.40
oxv. ZTETHTS (A 0.40

cxvi. fementig 0.20
CXVil. STATFA AT R 0.01
cxviii. ZrEeTaT 0.33
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CXiX. SRTHTE R 3.20
cxx. Tt 0.80
S CAEIEIGRICIFEE] 0.80.".

feroqoft. - ddharfes sEtfare 736 e At FTeTwe T AT ST ST QT gaeArn iy v
T AT AT wems % o st = oo 10 weae &1 919 g g

[FT.5.59.-15017/12/201 8- seey]
STz, 996 9=

feoqufY: qor e aa & TSI ST, 9n- I, @ 3, I9-9T (i) § faAiE 19 79w, 1986 wr
TEAT AT, 844 (37) T TR FohT T o 37X Ive s a2 fad 26 famwae, 2019 #r
1.1, 952 (31) it STTEg==T gy "errtera B T =m

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 ‘E’ Ministry at the e-mail address i.e.
msch.cpcb@nic.in and h.kharkwal @nic.in.

Draft Notification

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) Amendment Rules,
2019.

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

2. Inthe 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:-
Sl Industry Parameters Standard
No.
1 2 3 4
s Bulk Drug A. EFFLUENT STANDARDS
Formulation For final outlet of ETP
(Pharmaceuti Limiting value for concentration (in mg/l except for pH
cal) 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
Bio - Assay Test** 90% Survival of Fish after first 96 hours in 100%
effluent
ii) Additional Parameters
Ammonical Nitrogen 50
Nitrate Nitrogen 10
***Benzene 0.05
***Toluene 0.05
***Xylene 0.06
***\ethylene Chloride 0.9
Phosphates as P 5
Chlorides 1000
Sulphates as SO, 1000
Fluoride 2
Sulphides as S 2
Phenolic Compounds 1
Total Residual Chlorine 1
Zinc 5
Iron 3
Copper 3
Total Chromium 2
Hexavalent Chromium (Cr®") 0.1
Cyanide 0.1
Arsenic 0.2
Mercury 0.01
Lead 0.1
****Active Pharmaceutical 0.05
Ingredient (API)

iii) for final outlet of Industries discharging to CETP

For each Common Effluent Treatment Plant(CETP), the state Board will prescribe inlet
quality Standards for general parameters, Ammonical Nitrogen and Heavy Metals as per
the design of the Common Effluent Treatment Plant(CETP) and local needs and
conditions. As per notification S.O. 4 (E) dated 1*January, 2016

Note:

ZLD = 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 Process 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.

*** | imits shall be applicable to industries those are using Benzene, Toluene, Xylene,
Methylene Chloride, Chlorobenzene.

**** AP 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 (mg/Nm°)
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 formulation Units
Individual antibiotic residues will be equal to or less than the values given in the below

table.

Parameter Limiting value for concentration (ug/l)
i Amikacin 6.40
ii. Amoxicillin 0.10
iii. Amphotericin B 0.01
iv. Ampicillin 0.10
V. Anidulafungin 0.01
Vi. Avilamycin 3.20
vii. Azithromycin 0.01
viii. Aztreonam 0.20
iX. Bacitracin 3.20
X. Bedaquiline 0.03
Xi. Benzylpenicillin 0.10
Xii. Capreomycin 0.80
Xiil. Cefaclor 0.20
Xiv. Cefadroxil 0.80
XV. Cefalonium 8.40
XVi. Cefaloridine 1.60
XVil. Cefalothin 0.80
XViii. Cefazolin 0.40
XiX. Cefdinir 0.10
XX. Cefepime 0.20
XXi. Cefixime 0.02
XXii. Cefoperazone 0.20
XXiii. Cefotaxime 0.04
XXIiV. Cefoxitin 3.20
XXV, Cefpirome 0.02
XXVi. Cefpodoxime 0.10
XXVii. Cefquinome 0.64
XXVill. Ceftaroline 0.02
XXiX. Ceftazidime 0.20
XXX. Ceftibuten 0.10
XXXI. Ceftiofur 0.02
XXXii. Ceftobiprole 0.09
XXXl Ceftolozane 0.76
XXXIV. Ceftriaxone 0.01
XXXV, Cefuroxime 0.20
XXXVI. Cephalexin 0.03
XXXVii. Chloramphenicol 3.20
XXXVili. Ciprofloxacin 0.02
XXXIiX. Clarithromycin 0.03
Xl Clavulanic Acid 22.40
xli. Clinafloxacin 0.20
xlii. Clindamycin 0.04
xliii. Cloxacillin 0.05
xliv. Colistin 0.80
Xlv. Daptomycin 0.40
xlvi. Delamanid 0.02
xlvii. Doripenem 0.04
xlviii. Doxycycline 0.80
xlix. Enramycin 1.92

Enrofloxacin

0.02
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li. Ertapenem 0.05
lii. Erythromycin 0.20
liii. Ethambutol 0.80
liv. Faropenem 0.01
Iv. Fidaxomicin 0.01
Ivi. Florfenicol 0.80
Ivii. Fluconazole 0.10
Iviii. Flumequine 0.10
lix. Fosfomycin 0.80
IX. Fusidic acid 0.20
Ixi. Gatifloxacin 0.05
Ixii. Gemifloxacin 0.02
Ixiii. Gentamicin 0.08
Ixiv. Imipenem 0.05
IXv. Isoniazid 0.05
Ixvi. Itraconazole 0.004
Ixvii. Kanamycin 0.44
Ixviii. Levofloxacin 0.10
IXix. Lincomycin 0.72
IXX. Linezolid 2.68
Ixxi. Loracarbef 0.80
Ixxii. Mecillinam 0.40
Ixxiii. Meropenem 0.02
IXxiv. Metronidazole 0.05
IXxv. Minocycline 0.40
IXxvi. Moxifloxacin 0.05
IXxvii. Mupirocin 0.10
Ixxviii. Nalidixic acid 6.40
IXXiX. Narasin 0.20
IXXX. Neomycin 0.01
IXxXi. Netilmicin 0.20
IXxxii. Nitrofurantoin 25.60
Ixxxiii. Norfloxacin 0.20
IXxXiv. Ofloxacin 0.20
IXXXV. Oxacillin 0.40
IXXXVi. Oxytetracycline 0.20
IXxxvii. Pefloxacin 3.20
IXxxviii. Phenoxymethylp
enicillin 0.02
IXXXIiX. Piperacillin 0.20
XC. Polymixin 0.80
XCi. Retapamulin 0.02
XCil. Rifampicin 0.02
Xciil. 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. Sulfadiazine 288.00
ci. Sulfadimethoxin
e 20.00
cii. Sulfadoxine 0.24
ciii. Sulfamethoxazol
e 0.24
Civ. Tazobactam 17.60
CV. Tedizolid 3.92
CVi. Teicoplanin 0.20
cvil. Telithromycin 0.02
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cviil, Tetracycline 0.40
CiX. Thiamphenicol 0.40
CX. Tiamulin 0.40
CcXi. Ticarcillin 3.20
CcXil, Tigecycline 0.40

cXiil. Tildipirosin 0.17

CXiv. Tilmicosin 0.40
CXV. Tobramycin 0.40

CXVi. Trimethoprim 0.20

CXVil, Trovafloxacin 0.01

cxviil. Tylosin 0.33

CXIX. Vancomycin 3.20
CXX. Viomycin 0.80

CXXi. Virginiamycin 0.80.”.

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.

[F.No. Q-15017/12/2018-CPW]
JIGMET TAKPA, Jt. Secy.

Note: The principal rules were published in the Gazette of India, Extraordinary, Part Il, 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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