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PRODUCT MANUAL
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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

various products. The document may also be used by prospective applicants desirous of
obtaining BIS certification.

1. . IS 13641: 1992
Hlelsh HEIT
IS No.
ofrds .| Pesticide - Metalaxyl WS - Specification
Title
. . . NIL
e qEdT
No. of amendments
2. | e feanfader
Sampling Guidelines
G RG] Me_talaxyl, _Technical employed for manufacture of
a) . |Imidacloprid WS, shall conform to IS 13458 as per clause 3.1.2
Raw material of 1S 13641:1992.
The compliance to the above requirement may be
established through supplier test certificate/test report
from BIS recognized lab/empanelled lab or any other lab
having accreditation as per IS/ISO/IEC17025 or in-house
testing/combination thereof.
Note: This section indicates the requirements for raw material
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(if specified in the IS) for which compliance is to be established
during Grant of Licence/Change in Scope of Licence/Factory
Surveillance.

b Please refer to Annex-A
) [wagor Reenforder

Grouping Guidelines

C) 2509
e HT IRATT
Sample Quantity

d) . The manufacturer shall declare the Nominal Value,
Declaration . )

Percent (%) for Metalaxyl WS, intended to be covered in
the scope.

3. [dtetor 3yl # g Please refer to Annex-B
List of Test Equipment

4. Frieor s wferor € Please refer to Annex-C
Scheme of Inspection
and Testing

S | wh o # Wonfyw weror

Possible tests in a day

Description, Metalaxyl Content and Wettability
Note: This section is for the guidance of BIS Certification Officers/Technical Auditors of BIS
Authorized Outside Surveillance Agencies (OSAs) during factory inspection to provide
ready reference regarding the tests which can be witnessed during the inspection in the
factory by the officer/auditor.

6.

SR HT SARTScope of the Licence:

“Licence is granted to use Standard Mark as per IS 13641: 1992 with the following

scope:

Name of the product

Metalaxyl WS (Nominal Value, Percent)

Nominal Value

Group-1/Group-2/Group-3

BUREAU OF INDIAN STANDARDS
MANAK BHAVAN, 9, BAHADURSHAH ZAFAR MARG,

NEW DELHI-110002
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ANNEX-A

GROUPING GUIDELINES

1) Based on the nominal value of Metalaxyl content, there are 3 groups defined in the
Standard:
i.  Group 1- upto 9%
ii. Group 2- Above 9% and below 50%
iii.  Group 3- 50% and above

2) Considering the above, following grouping guidelines for GoL/CSoL have been
developed:
i.  One sample of highest nominal value shall be drawn from each group to cover all nominal
values falling under the group in the scope of licence.

ii.  Scope of licence shall be restricted based on the manufacturing and testing facilities
available.

iii.  During operation of licence, samples of each variety covered in the scope of licence, shall
be tested in rotation, to the extent possible.
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ANNEX-B

LIST OF TEST EQUIPMENTS

(INDICATIVE LIST, FOR GUIDANCE ONLY)

Sl.
No.

Tests Used In With
Clause Reference

Test Equipment/Chemical

Metalaxyl Content, clause 3.3
and Table 1

Weighing balance
Volumetric Flask (100 ml)
Micro Syringe

GLC with FID

Acetone AR Grade
Stearic Acid Methyl Ester, Pure grade
(Internal Standard)

Metalaxyl (Reference Standard)

Sieving, clause 3.3 and Table
1

Beaker (6.0 to 6.5 cm and 250 ml Capacity)
Pressure Assembly

75 u IS Sieve

Rubber Hose

Weighing Balance

Paper Strip/Camel hair brush/feather

Oven

Wide Mouth bottle (with cork/rubber stopper)
Glass Rod (4 — 6 mm)

Gooch Crucible

Wettability, clause 3.3 and
Table 1

Weighing Balance
Beaker

Standard Hard Water
Stopwatch
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ANNEX C
SCHEME OF INSPECTION AND TESTING

1. QUALITY ASSURANCE PLAN

1.1 Itis 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 the
Standard 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 different
tests 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: Metalaxyl
WS of same nominal value, manufactured under similar conditions of production in a day.

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 given
below. 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 per
IS/ISO/IEC 17025.

2.2 For MSME manufacturers, the requirement of maintaining a laboratory/in-house testing
facility 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 facilities
or get testing done from BIS recognized/empaneled laboratory or any other laboratory having valid
NABL accreditation as per IS/ISO/IEC 17025.
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2.3 Large Scale manufacturers shall maintain an in-house laboratory equipped at least with
test 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.

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/empanelled laboratory
or 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 each LDPE bags, fibre board drums/mild steel
drums/HDPE woven sacks/cardboard cartons, 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 Repacking of material shall be as per the requirements given in clause 2 of IS 8190 (Part 1). The
repacker shall maintain details of the repacked material, in format given in Table 2.

3.3 Additional Marking requirements: The material shall also be marked with the following additional
requirement on each LDPE bags, fibre board drums/mild steel drums/HDPE woven sacks/
cardboard cartons:

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.
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TABLE 1
(ONLY FOR GUIDANCE PURPOSE)

1) (2) 3)
Clause Requirements Test equipment No of Frequency Remarks
requirement R: Samples
Test Method required (or) S:
Clause Ref. Sub-contracting
permitted

3.2 Description 3.2 IS 13641 R One Each Control unit
3.3 Metalaxyl Content Annex B | 1S 13458 R One Each Control unit
3.3 Sieving 11.1 IS 6940 R One Each Control unit
3.3 Wettability 11.4 IS 6940 R One Each Control unit
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TABLE 2
RECORD FOR REPACKED METALAXYL WS ACCORDING TO IS 13641: 1992

Name of the | Particulars | Date of Quantity | Date of | Date of Batch Details of Total Details
manufacturer | of test manufacture | received | receipt repacking | no. repacking quantity | of

reports Size No. dispatch

received

with C.U
1. 2. 3. 4. 5. 6. 7. 8. 9. 10. 11.




