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

1. [Sdlq - | 1S8877: 2023

Product
Qﬂth; : |ACETOACETIC METHYL ESTER - SPECIFICATION

Title
GRICRESLC: | -Nil-
No. of amendments
2. [Tl fe=m fdwr -
Sampling Guidelines
a) [Pl HIcT - | -NA-
Raw material

by feerufeRmfadsr | | -na-

Grouping Guidelines

¢) [ BT gRHToT 1L
Sample Size
d) [Parameters to be Declared in | [i) Name of the product
Test Request Note: Apart from the above, any other

requirements/parameters may also be declared as per the
standard, as applicable.

3. | gteqor SUBRUN HI : | Please refer Annexure - A
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ﬂ?ﬁList of Test Equipment

FRY&I0r 9 TR B | - | Please refer Annexure - B

Scheme of Inspection and
Testing

. WP ﬁ:[ A guifad - | All Tests
& roT

Possible tests in a day

ATSE~T BT B

Scope of the Licence :

IS 8877: 2023 & TR HHD TR BT ITAT HRA o (oY AT HHTCIRId BRI
o foTg e fordr ST @

Licence is granted to use Standard Mark as per IS 8877: 2023 with the following scope:

Name of the product ACETOACETIC METHYL ESTER

BUREAU OF INDIAN STANDARDS
Manak Bhawan, 9, Bahadur Shah Zafar Marg,
New Delhi — 110002
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ANNEXURE-A

LIST OF TEST EQUIPMENTS
(INDICATIVE LIST, FOR GUIDANCE ONLY)

S| No. Test Used in with Clause Reference Test equipment
1 Assay, Clause 3.2 A. Method A- Hydroxylamine Method
Table 1, SI.No.i) 1. Methanol
2. Hydroxylamine Hydrochloride
3. Sodium Hydroxide
4. Methyl Orange Indicator
5. Methyl Blue Indicator
6. Weighing Balance
7. Conical flask
8. Burette
B. Method B- Gas Chromatographic method
1. Gas Chromatograph with FID detector
2. Methanol
3. Acetone
4. Acetoacetic Methyl Ester
2 Acidity as acetic acid, Clause 3.2 1. Mixed Indicator
Table 1, SI.No.ii) 2. Sodium Hydroxide
3. Conical Flask
4. Burette
5. Weighing Balance
3 Moisture, Clause 3.2 Method A- Dean and stark method

Table 1, SI.No.iii)

1. Dean and Stark apparatus
2. Xylene or Toluene

Method B- Karl Fischer method
1. Karl Fischer Titrator
2. Karl Fischer Reagents

Method C- Air Oven method
1. Oven
2. Desiccator
3. Weighing bottles
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ANNEX B
SCHEME OF INSPECTION AND TESTING

1. QUALITY ASSURANCE PLAN

1.1 1t is expected that manufacturers (licensees/applicants) will implement a Quality Assurance Plan i.e. a
plan of regular testing and in-process controls, designed to ensure that the product bearing theStandard Mark
conforms to all requirements of the Indian Standard.

1.2 The manufacturers shall define a Quality Assurance Plan defining the control unit (i.e. lot/batch etc.) and
the levels of control (i.e. the frequency and number of samples for conducting the differenttests as per the
Indian Standard) and submit the same to BIS Branch Office for information. The manufacturer shall comply
with the same and maintain test records in accordance with para 2.4.

1.3 RECOMMENDED LEVELS OF CONTROL/CONTROL UNIT:

1.3.1 For the guidance of manufacturers, the recommended definition of control unit is : the entire quantity of
the product produced in a batch at a time shall constitute a control unit.

1.3.2 For the guidance of manufacturers in preparing the Quality Assurance Plan, recommended levels of
control are given in Table 1.

1.3.3 The manufacturer shall ensure inspection and testing as per the Quality Assurance Plan submitted by
them on the whole production of the factory which is covered by this plan. Alternatively,the manufacturer has
the option of adherence to the quality plan as per levels of control recommended in column 3 of Table 1.

1.4 However, all manufacturers shall ensure compliance of their products to all the requirements of the
Indian Standard.

2. ENSURING COMPLIANCE THROUGH TESTING- It is expected that manufacturers
(licensees/applicants) will establish a suitably equipped and staffed in house laboratory (In house testing
facility) for testing at least those parameters of the Indian Standard which require routine testing for
ensuring quality of the product. This includes in-process controls as may be defined and put in place by
the manufacturer and testing parameters/requirements which can only be performed in the factory.

2.1 For the guidance of manufacturers, Table 1 giving the recommended levels of control is givenbelow.
Column 2 of Table 1 indicates routine tests where test equipment is required in house as “R” or other tests
which can be subcontracted as “S”. Subcontracting is permitted to BIS recognized/empanelled laboratory
or any other laboratory having valid NABL accreditation as perIS/ISO/IEC 17025.

2.2 For MSME manufacturers, the requirement of maintaining a laboratory/in-house testingfacility
for routine tests (indicated as “R” in Column 2 of Table 1) is also optional.

2.2.1 MSME manufacturers may utilize common cluster based facilities as per guidelines for the
utilization of cluster based test facilities by MSMEs or the provisions of Sharing of testing facilitiesor get
testing done from BIS recognized/empaneled laboratory or any other laboratory having valid NABL
accreditation as per 1S/ISO/IEC 17025.

2.3 Large Scale manufacturers shall maintain an in-house laboratory equipped at least
withtest facilities for routine tests (indicated as “R” in Column 2 of Table 1), where different
tests given in the specification shall be carried out in accordance with the method given in the
specification. They shall also implement a calibration plan for the in-house test equipment.
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2.3.1 Alternatively, in lieu of an in-house laboratory, large scale manufacturers can also utilize the
provisions of Sharing of testing facilities as per the Guidelines for Grant of Licence available on BIS
website www.bis.gov.in. (Under Conformity Assessment>Product Certification Process). Even for
subcontracted tests, provisions for sharing of testing facilities can be utilized.

2.4 TEST RECORDS- The manufacturers maintaining an in-house laboratory or utilizing common
cluster based facilities or shared test facilities shall maintain test records for the tests carried out to
establish conformity. For the tests being subcontracted to BIS recognized/empaneled laboratoryor any other
laboratory having valid NABL accreditation as per IS/ISO/IEC 17025, test reports issued by the
laboratories shall be available for inspection by BIS.

3. PACKING AND MARKING - The Standard Mark as given in the Schedule of the licence shall be
incorporated legibly and indelibly on the container provided always that the material so marked conforms
to each requirement of the specification.

3.1 Packing and Marking shall be done as per the Indian Standard.

3.2 Additional Marking requirements: The material shall also be marked with the following additional
requirement:

a) “For BIS certification details please visit www.bis.gov.in”

4. REJECTION - All the production which conforms to the Indian Standard and covered under the scope of
this licence shall be marked with the Standard Mark. Disposal of non-conforming product shall be done in
such a way so as to ensure that there is no violation of provisions of BIS Act,2016.


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

TABLE 1: LEVELS OF CONTROL

(For Guidance Purpose Only)

PM/8877/1
March 2025

TEST DETAILS Test LEVELS OF CONTROL
equipment REMARKS
requirement
Clause Requirements Test Method R: required No. of Frequency
Clause Reference (or) S: Samples
Subcontracting
permitted
3.1 Description 31 IS 8877 R Firm to have adequate in-process controls to check compliance of this parameter
as given in the Indian Standard. However, appropriate records shall be
maintained by the manufacturer for evidence of conformity.
3.2 Assay, Clause 3.2 Annex A IS 8877 R 1 Each ControlUnit | -
3.2 Acidity as acetic acid, Annex B IS 8877 R 1 Each ControlUnit | -
Clause 3.2
3.2 Moisture, Clause 3.2 10 1S 5299 R 1 Each ControlUnit | -




