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Chemical Regulatory Landscape 1n India

Chemical Regulatory Environment & Authorities
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Chemical Regulatory Landscape in India

Draft - Chemical (Management and Safety) Rule, 20xx — aka India REACH

HAZARDOUS
CHEMICALS [MSIHC & “ India “REACH”
CAEPPR RULES] NO UPDATE
1989-2000

é EXISTING RULES ON N\

\_. CHEMICAL ACCIDENTS yJ)

v : : : Restriction/ -
Notification Registration Authorization

1)

-

EU REACH LIKE CONTROL
FOR CHEMICALS INUSE | —

ABOVE 1 tpa

Draft Chemicaly (Maraogemernt and Sofety) Rules, 2o

In exercse of the powers conferred by Sections 3, 6 and 25 of the Environmenl
{Protection) Act, 1986 (29 of 1986), and in supersession of the Manufacture, Storage and
Import of Hazardous Chemical Rubes, 1989 and the Chemical Accxdents {Emergency
Planning. Preparedness and Response)] Rules, 1996, except things done or omitied to be
done before such supersession, the Central Government bhereby makes the following

Rules refstng 1o the management and sabety of chemecals, namely:

1. Short Title snd Commencement

{11 These Rules may be called the Chemicals {Management and Safety) Rules, 20xx.

{2] These Rules shall come mio force on the dale of thear publicabion im the Officel

Garette.
Chapter |
Defimitions. (hjectives amd Scope

1. Definitions
(1) In these Rules. unless the context otherwise requires

{ai*Act™ means the Environment (Protection) Acl, 1986 (29 of 1986) as amended
from time 1o Lime;

(bi*Artiche™ means any objecl whose function is determined by its shape, surface or
design ioa greater degree than sis chemical composition;

(c)*Anthorised Representative™ means a natural or junstic person in India who is
authorised by a foreign Manufacturer under Rule 6(2);

(d) *“Chemical Accideni™ means an accident iovolving a sadden or unmbended
occurrence while handling any Hazardous Chemical, resulting in exposure
|continuous, intermittent or repeated ) 1o the Hazardows Chemscal causing death or
mjury o any person or damage to any property, but does not include an accidemt by
reason only of war or radicactivity;

() Competent Persan™ means a person recognized by the Chief Controdler 1o be a
compelenl person, or a person who holds a certaficate ol competency for the job m
respect of which compelency is required from am imstitution recognized by the
Chaef Controller in this behali;

(£} *“Concerned Anthority™ means an authonty specified in column 2 of Schedule 113

(gi*Division™ means the Chemical Regulalory Division of the Petroleum and
Explosives Salety Organisation, whose functions are sel out under Fule 5:

(hy*Downstream User™ means any natural or juristic person in Imds, other than a
Manufacturer or an Importer, who Uses a Substance i the course of has industrial
or professional activibes

Explanatary Note: Doamstream User does not melude end-use consumer.

(i) “Existing Industrial Activity™ means an Industnal Actuvety which = not a New
Industraal Activily:

NO DATA NO MARKET
R y

www.reachlaw.fi
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Chemical Regulatory Landscape in India
India REACH - Scope Detail

Notification Hazardous Chemical

Existing Substance (E) Priority Substance

New Substance (N) (if applicable to Indian manufacturers)

All chemicals Addition _ Schedule-II*, Sch-1(PBT/vPBT) Schedule-X, XI, XII ~
Scope = or deletlon

>1t/a g CMR/STOT ~750++ > 1 t/a (Priority 800++

| 2 Substances) (Hazardous Chemicals)
Timeline | RENEEERSS g 1.5 years
60 days - N £ v
Regulatory Bi\[eitileiile)sReiplsi § . Above 1lt/a Safety Restriction**/ or intimation + tracking)
Tools Annual Reporting o % | Below1t/a Assessmen Prohibition i -
I—» Screening APPLY

Exposure Chemical Safe te/Off-
Scenariol —10t/a  Report / CSR>10 t/a : gency Plan

GHS v8 SDS + Labelling & Packaging

t/a = tonnes per annum, 1 000 kg/year
SDS = Safety Data Sheet
GHS = United Nations Globally Harmonized System of Classification and Labelling of Chemicals (GHS Rev. 8)

www.reachlaw.fi
Page 7 REACHLAW




Chemical Regulatory Landscape in India
Circular: Overview & Requirements

Circular No. 18 /2023-Customs

Voluntary Declaration published on 17/12/2020 Mandatory Declaration enforced from 01/10/2023 . r— -

Circular No. 55/2020 Circular No. 15/2023 =~ Circular No. 23/2023
Date of enforcement extended
from 01/07/2023 to 15/10/2023

North Block, New Delhi
Dated: 30.06.2023

All Principal Commissioners’ Commissioners of Customs/ Customs (Preventive)
All Principal Directors General/ Directors General, under CBIC

Madan/ Sir,

- - bj M. Y 3 i im imp po i n res) o
Objective: Objective: e tile producis wak OL072023 L rig. o aapet. =
o g g o g . . . Reference is drawn to the Circular No. 15/2023-Customs 2023 wherein
Complete description of imported goods during Bill of Entry To prepare inventory for imports of Chemicals ey a5iional quiles wore S o et e Rt
: : : under specified chapters. These itional qualifiers were made mandat for imports/
* Generic Description Monitoring of Imports under “Others” category xpors or all Bill of ey Shipping bill fled on o aler 01.07.2023.
 Specific Description Obligation: Importers casiaie o b i ek ki Ts o8 By p o scclatione Tomduing foc
‘ = . qualifiers in import declasations as prescribed in above Circular, Fusther, Department of
* Model and Brand Name Requirement: Additional qualifiers- IUPAC names & CAS Chemical nd Petrochemicels ha sl requested to defes Implememtion of shove Ciecular
o Supplier & Manufacturer detall Number ].n b].].]. Of entl’y observed in qualifier informatica for export products,
2l 3 In view of above, due date for > i of it 5 n
* Item qualifiers Applicable on: e T el e
¢ Previous bill of entry Chapter 28' 29' 32' 38 (3808) & 39 a Suitable Public Notice cie. may kindly be issued for guidance. Any difficultics faced
.[-;:::,u. arising in the implementation of this Circular may please be brought to the notice of
s The Hindi version fallows ':és\:,}‘\//
Ministry of Finance Ministry of Finance gs’;mf?t?:‘.?
email: tariffunit-cev@nic. in

Tel: 23095557

Department of Revenue Department of Revenue

Central Board of Indirect Taxes & Customs Central Board of Indirect Taxes & Customs
Format for declaration of chemicals

[
ANNEXURE-1 (IMPORTS)
E All CTHs of CHAPTER-28, 29, 32, 38, 39

r ————— E}Ta_t:r_3§ ————— 'i Field Constituent Constituent
. . D ripti i 1 t n: 1 t .
pme—oChapter28 - ___Chapter29 i Tanningor dyeing extracts; | ____Chapter3808 _ = Chapter39 _ - Bill of Entry e Feme e
. . 1 . . i i i i B | i . . . TUPAC f CAS Number
I Inorganic chemicals, ! | Organic chemicals | : tannins and their derivatives; i : Miscellaneous chemicall ! Plastics and articles | o e o umber
: organic or inorganic : e o o e e I dyes,_plgments,.an(_i other ; products : : thereof : Constituent 1
I compounds of precious | ! colour'u;.lg matter; paldntsl?nd i L L T
N tituent 3
: metals, of rare-earth : i varnishes, p_utt.y all{l other I e —
i metals, of radioactive I mastics; 1nk. I

elements or of isotgpes

www.reachlaw.fi F\) E AC H}_ AW
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Chemical Regulatory Landscape in India
Circular Requirements: Foreign manufacturer/Importer

[Additional requirements for the manufacturers of following: }

« Bulk and basic chemicals: CAS number and IUPAC name is mandatory.

« Proprietary Components, R&D or others: CAS number or IUPAC name of Main/Active ingredients (at least
one) is mandatory.

« Formulations and Mixtures: CAS number and IUPAC name of Main/Active ingredients (at least one) is
mandatory.

Self undertaking in case of non availability of information for even one ingredient

' The details (CAS number and IUPAC) of chemicals will be masked in bill of entry.

Recent updates

New dedicated HS Codes at 8 digit level for monitoring of imports under ‘Others’ category.

Neither purity nor 100% constituent required in the bills of entry.

Relaxed regime for 3 months and review after 1 year

Data to be shared only with Ministry of Chemical & Fertilizer, Department of Chemicals & Petro Chemicals

www.reachlaw.fi F\) E AC H}_ AW
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Chemical Regulatory Landscape in India

National Standard Body of India under
Ministry of Consumer Affairs, Food and
Public Distribution, Govt. of India

1986
New Delhi, India
22644
Member of ISO* & IEC**

BIS has been operating Foreign
Manufacturers’ Certification Scheme
(FMCS) since 2000

1341 operating license*** under

*International Organization for Standardization
**International Electro-technical Commission
***http://203.153.41.213:8098/fmcs/All_fmcs.aspx

www.reachlaw.fi

Source: BIS Annual_Report_2020-21

Source:
‘ ® > Bureau of Indian Standards
The National Standards Body of India
A o wererebas
BIS Act 2016

S TA T UTORY Rules and Regulations framed

there under e.g., Bureau of

F R A M E W O R K Indian Standards (Conformity

Assessment) Regulations, 2018

BIS M AND ATE 1c:1c1)1 Z?itti;fy the customer needs for

Harmonious standardization with ISO/IEC
Conformity Assessment
O BJE C T I VE S O F Quality Assurance

BI S standardization and quality control for
growth and development of industry &
consumer needs.

REACHLAW
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http://www.bis.gov.in/

Ministry of Consumer Affairs, Food
& Public Distribution

Chemical Regulatory Landscape 1n India
BIS: Authorities Department of Consumer Affairs

Bureau of Indian Standards

RSP ey ey |y P e ey pepepeyey sy e Py ey epepeye [ .
' 1. Ministry of 3. Food Safety 5. Deptt. Of 8. Department for 11. Deptt. Of 13. Department of |
: Health & Family and Standards Consumer Promotion of Heavy Industry Agrlcu_lture, Co- :
; Welfare Authority of Affairs Industry and operation and |
| India | Internal Trade | | Farmers Welfare :
: 2. Ministry of 6. Radic_)logical 9. Leather & 12. Ministry of o :
; Environment, Forest Protection Footwear Road Transport& | 14. Department of :
; &Climate Change Division Section Highways Chemicals and :
| b o ¥ Petrochemicals :
I 4. Deptt. Of 7. Ministry of 10. Ministry of Heavy |
I Industrial Policy & Steel Industries & Public : |
I Promotion Enterprises 60 Chemlcals |
' More substances |
I are being added I

14 regulators (Line ministries) under central govt. are responsible for development of
Quality Control Order (QCO) including their amendments/ extensions

www.reachlaw.fi
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1. Chemical Regulatory Landscape in India
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Impact of Business — Foreign Manufacturers

Scheme I (ISI Mark Scheme)

Cover 412 items under 42 categories

_/

1.Cement (any variety of cement
manufactured or sold in India)

2.Household Electrical goods
3.Batteries

4 Food & Related Products
5.0il Pressure Stoves
6.Automobile Accessories
7.Cylinder, Valves and Regulator
8.Medical Equipment

9.Steel and Iron Products
10.Electrical Transformers
11.Electrical Motors
12.Capacitors

13.Chemicals, Fertilizers, Polymers &
Textiles (60 Chemicals)

14.Kitchen Appliances

15. Domestic Water Heaters for use
with LPG

www.reachlaw.fi

Page 13

16. Air Conditioner and its related Parts, Hermetic
Compressor and Temperature Sensing Controls

17. Plugs and Socket-Outlets and Alternating
Current Direct Connected Static Prepayment
Meters for Active Energy

18. Domestic Gas Stoves for use with Liquefied
Petroleum Gases

19. Transparent Float Glass

20. Domestic Pressure Cooker

21. Cables

22. Rubber Hose for Liquefied Petroleum Gas (LPG)
23. Aluminium Foil

24. Non Electric Toys

25. Electric Toys

26. Flat Transparent Sheet Glass

27. Safety Glass

28. Woven sacks

29. Butterfly Valves

30. Reflectors for Bicycles

31. Paper

32. Cattle Feeds

33. Automobile Wheel Rim Component
34. Foot Wear

35. Press Tool-Punches

36. Helmet for riders of Two Wheeler
Motor Vehicles

37. Refrigerating Appliances

38. Centrifugally cast (Spun) iron pipes
39. Flux Cored (Tubular) Electrodes

40. Sewing Machine

4]1. Water Treatment System

42. Jute bag

REACHLAW




Impact of Business — Foreign Manufacturers

1. Caustic Soda 21. Sodium Formaldehyde Sulphoxylate 41. Synthetic Micro-Fibres for use in
2. Boric Acid 22. Sodium Tripolyphosphate Cement Based Matrix
3. Poly Aluminium Chloride 23. n- Butyl Acrylate 42. Linear Alkyl Benzene
4. Acetic Acid 24. Ether 43. Ethylene Vinyl Acetate (EVA)
5. Aniline 25. Ethylene Glycol Copolymers
6. Methanol 26. Toluene 44. 3(N, N-DiEthyl) Aminophenol
7. Phthalic Anhydride 27. Terephthalic Acid 45. Methylene Chloride (Dichloromethane)
8. Pyridine 28. Methyl Acrylate 46. Red Phosphorus
9. Gamma Picoline 29. Ethyl Acrylate 47. Acrylonitrile Butadiene Styrene (ABS)
10. Beta Picoline 30. Vinyl Acetate Monomer 48. Ethylene Dichloride
11. Morpholine 31. Styrene (Vinyl Benzene) 49. p-Xylene
12. Sodium Sulphide 32. Maleic Anhydride 50. Polycarbonate
13. Potassium Carbonate 33. Acrylonitrile 51. Polyurethanes
14. Acetone 34. Polyester Spun Grey and White Yarn 52. Vinyl Chloride Monomer
15. Phosphorous Trichloride (PSY) 53. 1,3 Phenylenediamine
16. Phosphorous Pentachloride 35. Polyester Continuous Filament Fully 54. Lauric Acid
17. Phosphorous Oxychloride Drawn Yarn (FDY) 55. Acid 0il
18. Stabilized Hydrogen Peroxide 36. Polyester Industrial Yarn (IDY) 56. Palm Fatty Acids
19. Precipitated Barium 37. Polyester Partially Oriented Yarn (POY) 57. Rice Bran Fatty Acids
Carbonate 38. Polyester Staple Fibres (PSF) 58. Coconut Fatty Acids
20. Precipitated Barium for 39. LDPE, LLDPE & HDPE 59. Rubberseed Fatty Acids
Ceramic and Glass Industry 40. Styrene-Butadiene Rubber Latex 60. Hydrogenated Rice Bran Fatty Acids

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers

S.No

a b~ N

10
11

12

13
14
15

16

Chemicals Notified at WTO in 2023
Title Distribution date

Textiles —Polypropylene (PP)/High Density Polyethylene (HDPE) Laminated Woven Sacks for Mail 13-09-2023
Sorting, Storage, Transport and Distribution (Quality Control) Order, 2023

Anhydrous Ammonia (Quality Control) Order, 2023 13-09-2023
Ethylene Oxide (Quality Control) Order, 2023 13-09-2023
Industrial Grade Urea (Quality Control) Order, 2023 13-09-2023

Textiles — High Density Polyethylene (HDPE) Polypropylene (PP) Woven sacks for Packaging of 25 kg 13-09-2023
Polymer Materials (Quality Control) Order, 2023

Textiles — High Density Polyethylene (HDPE)/ Polypropylene (PP) Woven Sacks for Packaging 13-09-2023
Fertilizers (Quality Control) Order, 2023

Monocrotophos (Quality Control) Order, 2023 13-09-2023
Toluene Diisocyanate (Quality Control) Order, 2023 13-09-2023
Diesel Engines — NOx Reduction Agent AUS 32 (Quality Control) Order, 2023 13-09-2023
Alumina Calcined (Quality Control) Order, 2023 13-09-2023

Textiles - Polypropylene (PP) Woven, Laminated, Block Bottom Valve Sacks for Packaging of 50 kg  13-09-2023
Cement (Quality Control) Order, 2023

Textiles - High Density Polyethylene (HDPE)/ Polypropylene (PP) Woven Sacks for Packaging of 50 kg 13-09-2023
Cement (Quality Control) Order, 2023

Captafol (Quality Control) Order, 2023 13-09-2023
Sodium Cyanide (Quality Control) Order, 2023 13-09-2023
Polypropylene (PP) Materials for Moulding and Extrusion (Quality Control) Order, 2023 15-08-2023
Poly Vinyl Chloride (PVC) Homopolymers (Quality Control) Order, 2023 11-08-2023

www.reachlaw.fi
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Final date for comments

12-11-2023

12-11-2023
12-11-2023
12-11-2023

12-11-2023

12-11-2023

12-11-2023

12-11-2023
12-11-2023

12-11-2023
12-11-2023

12-11-2023

12-11-2023
12-11-2023
14-10-2023

10-10-2023

REACHLAW




Impact of Business — Foreign Manufacturers

Aluminium (Powder)
Aluminium Chloride
10 Aluminium phosphide
11 Ammonia
12 Ammonium Nitrate
13 Anthraquinone
14 Barium Nitrate
15 Benzene
16 Benzotrichloride
17 Benzoyl Chloride
18 Benzyl Chloride
19 Bromine

1 Carbofuran

2

3 Phorate

4 Dicofol

5 Acetaldehyde

6 Acetic Anhydride
7 Acetylene

8

9

Short Chain Chlorinated Paraffins (SCCP)

20
21
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38

Cadmium Oxide
Calcium Carbide
Captan

Carbon tetrachloride
Carbon disulphide
Cellulose Nitrate
Chlorine
Chloroaniline-2
Chloroaniline-4
Chlorobenzene
Chloroform

Copper and Compounds
Crotonaldehyde
Cyclohexanone
Diethylene Glycol
Dimethoate
Dimethylamine
Dimethylaniline
Dinitrotoluene

39  Ethyl Acetate

40  Ethylene Oxide

41 Formaldehyde

42  Formic Acid

43 Hexane

44  Hydrogen

45 Hydrogen Fluoride

46  Isopropyl Alcohol

47  Magnesium Powder or Ribbon
48  Malathion

49  Methyl Bromide
(Bromomethane)

50 Methyl Chloride

51 Methyl Chloroform

52 Methyl Isobutyl Ketone
53 Monocrotophos

54  N-Butyl Acetate

55 N-Butyl Alcohol

56 N-Hexane

57 Naphthalene

58 Nitric Acid

59 Nitrobenzene

60  Nitrogen

61 Oleum

62 P-Nitrophenol

63 Perchloroethylene

64  Potassium Chlorate

65 Potassium Cyanide

66  Potassium Silver Cyanide
67  Propylene Glycol, Allylether
68 Sodium Cyanide

69 Sodium Hydroxide

70 Sodium Pentachloro-
Phenate

71 Sulphur dioxide

72 Sulphur trioxide

73 Sulphuric Acid

74  Trichloroethylene

75 Zinc Phosphide

76 Zirconium & Compounds

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers

Foreign manufacturer’s own Subsidiary

(a person)
L - N HI6: G2IU<=Sidh6: /
Foreign Importer (a person) Bureau of Indian
Manufacturer Standal.'ds
(Authority)
Outside India Business Market

Authorized India Representative (a person) (INDIA)

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers
Role of Authorized Indian Representative (AIR)

Shall be an Indian resident

1

o  Preferably at least graduate by qualification
Shall declare his consent to be responsible for compliance to the provisions of the BIS Act,

3 Rules, Regulations and Terms & Conditions laid down in BIS Licence, Agreement, Undertaking
etc. executed by or on behalf of the foreign manufacturer in connection with grant and
operation of the licence.

4 Shall represent one manufacturing firm only

5 In case of foreign manufacturers belonging to one group of companies and importers, one AIR
can be nominated.

6 No conflict of interest with respect to their role as AIR with testing of sample(s) in third party
laboratories.

7 Submit and make available records without delay upon request to any competent authority

g Hasawritten AIR Nomination letter/agreement in place

g Communicate proactively with BIS Authority, handling queries (if any) with client

10 Monitoring of the legislation and ministry guidance to ensure compliance with BIS License

(FMCS)

AGREEMENT FOR THE GRANT OF BIS LICENCE
(FOR USE BY THE FOREIGN MANUFACTURER)
(On Rs. 100=00 non judicial stamp paper, to be attested by Notary Public)

The Agreement made at New Delhi on this ------—day of -—-month - year,

between Bureau of Indian Standerds, a body corporate established under the Bureau of Indian
Standards Act, 2016 having its Head Office at Manak Bhavan, 9, Bahadur Sheh Zafar Marg, New
Delhi-110 002 (hereinafter refered to as "BIS", which expression shall include its
administrators, assigns, agents and or representatives) of the one part,

AND

Ms.. ... a foreign manufacturer having 1its office at ... senitid @ LizisonBranch
Office/Office of its legally appointed  Agent  namely, MrMm.. .. located  In India
v .. (heremafter refemed to as the ‘manufacturer’ which expression shall melude its heirs, and or
assigns) through Mr/Qdis........ ... —(its Managing Director/proprietor’partner or authorised,

signatory, as the case may be):

Whereas BIS has been established by the BIS Act, 2016 for harmenious development of activities of
Standardization, Quality Certification and Marking of goods and for matters connected therewith

or incidental therefo:

And whereas m furtherance of its fimctions a3 provided m the BIS Act, 2016 and in particular
to provide service fo foreign manufacturers, BIS i empowered fo grant certification mark
licenee for foreign manufacturers of articles and processes:

And whereas under BIS Act, 2016 BIS 15 autherised to grant BIS Jicence for use of the BIS Standard
Mark by the foreign on its such products, which conform to the relevant Indian
Standards, and the grant of such ligence is subject to the manufacturer complying with the norms lad
dowm by BIS from time to fime;

And whereas the foreign manufacturer has applied to Bureau of Indian Standards for grant of Bureau
of Indian Standards licence under BIS Act, 2016 and BIS after satisfying itself about the capability
of the manufacturer and that it satisfies the requirement as laid down i BIS Act, rules and regulations
framed thereunder, and the temms and conditions of the lienge, has decided to gramt to the
manufacturer BIS ligence on the terms and condition heremafter mentioned.

Now the parties hereto agree a3 wnder:
1 Definitions:

In this Agreement, unless the comtext otherwise
Tequires,

11 "BIS licence™ means a Jicence, granted under section 13 of the BIS Act 2016 to use
the

Standard Mark in relation to any article or process, which conforms to the Indian Standard.

REACHLAW



Impact of Business — Foreign Manufacturers

Steps of Licence: Scheme I (ISI Mark Scheme)

www.reachlaw.fi

LICENCE
MAINTENANCE
1. RENEWAL & N
VALIDITY
GRANT OF LICENCE || 2. CONDITION OF
LICENCE
3.SURVEILLANCE
MARKING &
POST INSPECTION [LABELLING ]
@ /l.MARKING FEE \
ONSITE FACTORY 2. GRANT OF
INSPECTION LICENCE
3. LOGIN STEPS -
™\ | MANAK ONLINE
PRELIMINARY 4. AGREEMENT &
DOCUMENTATION INSPECTION INDEMNITY
NOTIFICATION 5. PERFORMANCE
) BANK
KEY
[ DOCUMENTATION | / \_GUARANTEE

REACHLAW
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Impact of Business — Foreign Manufacturers

Steps of Licence
@ Documentation - Key Documents

Indian Standards

Cross References Product

Manual

Scope

Requi _

nggggments Guidance to ensure
Specific test Sampling COhetr.ence ?if
methods as Packaging & tprac Ice and
prescribed Marking ranSI;t>_<':1ren(f:y in
inIS Cross reference operation o

certification under
Scheme-I

www.reachlaw.fi
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et
Oureai of Indian Slasdards
www.bis.gov.in

e A
SPECIFICATION FOR POLYETHYLENE MATERIAL
FOR MOULDING AND EXTRUSION IS 7328:2020 %

FETL
PRODUCT MANUAL FOR

SPECIFICATION FOR POLYETHYLENE MATERIAL FOR MOULDING AND EXTRUSION
ACCORDING TO IS 7328:2020

AT WS S )T geiE (AR & @i F 759 95 09T JIae FATiEs
s 3 it e Tt & gew g w0 g aft st st o anier
it g e At F = 3 I f S S Agd-a 6 0 #6 § gk
STt A g St 58 TR F1 ST AT 1 awar gl

This Product Manual shall be used as reference material by all Regional/Branch
Offices & licensees to ensure coherence of practice and transparency in operation of
certification under Scheme-| of Bureau of Indian Standards (Conformity Assessment)
Regulations, 2018 for various products. The document may also be used by
prospective applicants desirous of obtaining BIS certification licencelcertificate.

e AR afEa g & foro giefgarse=
et i faforfe
(e grterm)

Specification for Polyethylene
Material for Moulding and Extrusion

( Third Revision )

ICS 83.08020

@ BIS 2020

I - |15 7328:2020
1. | Product
i - | SPECIFICATION FOR POLYETHYLENE
Title MATERIAL FOR MOULDING AND EXTRUSION
e T 2|01
No. of Amendments
2. | e fRam
Sampling Guidelines:
a) | Fgram - | Not Applicable
Raw material
b) | srgfRe feam fder Please refer ANNEX - A
Grouping guidelines
c) | e oo For factory sample: Approximately 1 kg (or higher
Sample Size quantity required for testing) of sample collected
from 3 or more sealed bag/package to be taken
and sealed in a clean plastic bag to have approx. 3
kg compasite sample. (See Cl 8.2.1 of IS 7328)
For market sample: Minimum 3 kg
3. | e o o gt Please refer ANNEX - B
T e =
List of Test Equipment

BUREAU OF INDIAN STANDARDS
A W, 9 FEEwE s A, 7 Rt 110002

MANAK BHAVAN. 8 BAHADUR SHAH ZAFAR MARG
NEW DELHI-110002

v bis. govin

September 2020 Price Group 7
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Impact of Business — Foreign Manufacturers
Documentation —Application & Supporting Documents

Application Form V Format of Test report, Form IV

1

F Layout of plant premises

List of Test Equipment, Form II

Il

Valid calibration certificates of

: _ Organizational Chart of Factory
testing equipment

Bank Performance Guarantee

7

-
e
«
(5
Ve |
7

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers
Steps of Licence
@ Onsite Factory Inspection/Unit -2 Days

o Plant tour & Testing (batch 1
o{(©)
0 A sample)

ElEis

ﬁ@ Sampling (batch 2 sample)

— Final Documentation and

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers
Steps of Licence
@ Post Inspection

v Receipt of sample in India

v Testing in Indian lab and report submission at BIS portal

o

J

Inspection report submission by Inspector

\

.

Marking fee & annual payment

Grant of Licence

Account Creation at Manak online
Agreement & Indemnity Bond Signing by AIR

Performance Bank Guarantee

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers

Table 1 Preferred Dimensions of Monogram

All dimensions in millimeters
FEEFEERED DESIGNS OF MONOGEAM FOR STANDARD MARK A B 2 B I SI7E OF LETTERS
- A : (]
25 1.9 0.2 0.4 - 1.0mm
—R
5 38 04 0.3 0l 1.0mm
10 1.5 0.7 1.7 02 2.0 mm
B O.5a I r
LU 15 1.5 33 05 3.0 mm
44 30 20 6.7 1.0 4.0 mm
|

L/H . -] g 80 60 3.9 13.4 19 4.0 mm
FIG. 1 MONOCGEAM FOR STANDARD AMARK 16 1N 11.7 26.7 38 10.0 o
The mbnogram of the Standard Mark consists of the pictorial representation. drawn in the exact 370 240 13.4 53.4 - 16.0 oo

style as indicated in Fig. 1 and in relative propordons a5 given i Tahls 1

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers

Dimension:
Free to choose any proposed
dimension in the matrix.

Marking:

On Immediate packing

v Print

4 Emboss

Licence number:
Should be below ISI marks

www.reachlaw.fi
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2 LABEL

Name of the material
Designation/Grade
Net Mass

Batch No./Lot No.
Month/Year of
Manuf.

Name of Manuf.

gk wbh=

o

15 ——

=)

CM/L-XOOOXXXXXX

Product details, as per
the requirement of the
standard, shall be
marked on either the
product or the
packaging or contained
in a label attached to the
product

Test Certificate

\. J

Reference to the website If ISI mark cannot be

to verify the authenticity applied on the product or
the packaging physically,
to be given on the test
certificate as mentioned
in IS/PM

As specified by
Bureau

REACHLAW



https://www.bis.gov.in/
https://www.bis.gov.in/

Impact of Business — Foreign Manufacturers

1. The material shall be legibly marked with the following
information:

2. In addition, the following shall be incorporated on each container

0218002230

@ armtxjasement.com

CARE CELL
GARK ANOHER (EX:
9.TOLL FREE N

MUMBAIZ40005
-l  ConUmer. GBS

PO ULWATALUKA PN
iR.8 GD.OFF.: AN

ESS

ELEGANT BUSMESS

HEAD-CONSUMER

3. BIS Certification Marking (ISI standard Mark)

www.reachlaw.fi
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Impact of Business — Foreign Manufacturers
Steps of Licence
Validity, Renewal & Suspension

— Initially: validity upto 2yrs ;;,«'””{ Form —XII
Renewed: validity upto 5yrs 4 Apply 3 mo_nth before
| the expiration of
- el license

|
Closure for >6months withoyt |Deviation in the implementation of scheme
intimation of inspection and testing

——
& /IA\(()I\%TTF\ 0 P @
X ) AF("‘M"I\ {\‘
LESen PRo; “\6/ !
BB ~08_| )i
Test reports indicating Unavailability of testin§jjUse of Standard Mark on the Major deviation in Relocation of manufacturirlg
non- conformity personnel I non-conforming products manufacturing process unit

www.reachlaw.fi R EAC HLAW
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Impact of Business — Foreign Manufacturers Variable A (One-Time)
BIS Licence Cost/Product/Site 1. Inspection Fee

2. BIS inspector visit charges
3. BIS Lab Testing Fee

Fixed B (Annual)

4. Marking Fee (Import Quantities,
Fee rate varies product to product)

5. Renewal Fee (as per date of expiry)

Fixed C (One-time)
6. Annual License Fee
7. Application Fee
8. Processing & Approval Charges
9. Indemnity bond
10. Bank Guarantee (US $ 10 000)

https://www.bis.gov.in/wp-content/uploads/2021/06/LIST-OF-FEE-3.pdf
https://www.manakonline.in/MANAK/ApplicationLicenceRelatedrpt (Marking Fee)

www.reachlaw.fi
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https://www.bis.gov.in/wp-content/uploads/2021/06/LIST-OF-FEE-3.pdf
https://www.manakonline.in/MANAK/ApplicationLicenceRelatedrpt

1. Chemical Regulatory Landscape in India

2. Impact of Business — Foreign Manufacturers

4. Conclusion

5. Contact

www.reachlaw.fi
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Best Practice for Compliance

Prompt Response to BIS BIS Regulation/IS/PM/QCO Monitoring

communication‘ ‘

Factory Inspection / 1q

‘ Laisoning: BIS/Line Ministries

‘ Quality Documentation &

BEST 3  Translation
PRACTICES

FOR BIS
LICENCE

Expert Local Consultant ‘

4

‘ Authorized India Representative

BIS Licence Maintenance
(Renewal, Surveillance, Self-Compliance

‘ 9 Advance Planning (Inspections,
Labelling & Marking ‘ Sampling, BIS Agreement, PBG)

Payments/Budget
(Application, Inspection, Marking Fee)

www.reachlaw.fi
Page 30 REACPHLAW




1. Chemical Regulatory Landscape in India

2. Impact of Business — Foreign Manufacturers

3. Best Practice for Compliance

5. Contact

www.reachlaw.fi
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Conclusion

FMCS Portal: The integrated web portal is being enhanced to cater to the foreign manufacturer certification activity of BIS.
Module has been upgraded to further include the information of consignment details and surveillance.

Mandatory (QCO) proposed for 76 Chemicals

9000 Indian Standards for Chemicals to be developed
Appoint AIR carefully

Study IS & PM for BIS certificate eligibility before application
Plan QCO deadline Extension (3-6 months)

Stay upto date

Mandatory declaration of IUPAC & CAS number for foreign manufacturers to be enforced from 15/10/2023
The details (CAS number and IUPAC) of chemicals will be masked in bill of entry.
Relaxed regime for 3 months

Collection of statistics relating to production, installed capacity, import, export, sales of chemical.
Mandatory data collection through online portal.

Compilation of monthly index of industrial production, use for policy and supervision purposes.
Monitor for further updates.

www.reachlaw.fi
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1. Chemical Regulatory Landscape in India
Impact of Business — Foreign Manufacturers

Best Practice for Compliance

> W N

Conclusion

www.reachlaw.fi
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REACPHLAW

COMPLIANCE. SUSTAINABILITY.

REACHLaw (HQ)

Aleksanterinkatu 19
FI-00100 Helsinki
FINLAND

www.reachlaw.fi
info@reachlaw.fi
sales@reachlaw.fi

GAGAN KUMAR

Managing Director

REACHLaw India Pvt. Ltd.

Unit 431, Fourth Floor, City Centre Mall,
Sector-12, Dwarka,

New Delhi -110075. India.

Mobile: +91 987 1002 075

E-mail: gagan.kumar@reachlaw.fi

www.reachlaw.fi
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REACHLAW

We Specialize in Chemical
Regulatory Compliance and Sustainability
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