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MINISTRY OF HEALTH AND FAMILY
WELFARE

(Department of Health,)

NOTIFICATION

New Delhi, the 6th September, 1994

G.S.R. 675(E).—The following draft of certain
rules further to amend the Drugs and Cosmetics
Rules, 1945, which the Central Government pro-
pose to make, after consultation with Drugs Tech-
nical Advisory Board, in exercise of the powers
conferred by sections 12 and 33 of the Dru^s and
Cosmetics Act, 1940 (23 of 1940), is hereby
published as required by the said sections for the
information of all persons likely to be affected,
thereby and notice is hereby given that the said
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draft rules will be taken into consideration after
the expiry of a period of thirty days from the date
cm which the copies of the Official Gazette in which
this notification is publshed, are made available to
the public ;

Any objection or suggestion which may be
received from any person with respect to the said
draft rules before the expiry of the period so speci-
fied will be taken into consideration by the Central
Government.

Objection or suggestion may be forwarded to
the Secretary (Health), Ministry of Health and
Family Welfare, Nirman Bhawan, New Delhi-
110011.

DRAFT RULES

1.(1) These rales may be called the Drugs and
Cosmetics (Amendment) Rules, 1994.

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

2. In the Drugs and Cosmetics Rules, 1945, for
Schedule R. the following shall be substituted,
namely :—

"SCHEDULE R

(See Rule 125)

These standards specify the requirements
for condoms made of rubber latex intended for
single use and other mechanical contraceptives.

Condoms
1. Description.—Condoms consist of cylindrical

rubber sheaths with one and open. The open end
shall terminate with an integral rim. The dosed
end may have a receptacle. They may be supplied
rolled and shall be free from tackiness and shall '
be capable of being unrolled readily.

2. Materials.—(1) Condoms shall be manu-
factured from goad quality rubber latex and shall
be free from embedded grit and shall be opaque
or translucent prior to the application of dusting
materials or lubricants;

(2) The rubber latex, colours used and any
dusting materials or lubricants applied
to the condoms shall neither contain nor
liberate substances which are known to
have toxic or other harmful effects under
normal conditions of use. Any dusting
material or lubricant or • colour used
shall not have deleterious effect on the
condoms or be harmful to the users.

3. Procedure for sampling during production.—
(1) Specimens constituting the test samples shall
be taken at random successively from each quan-
tum of production that is, from the quantity pro-
duced from the same finished rubber latex and un-
der the same processing and finishing conditions of
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manufacture and samples from each quantum
shall be tested separately to ascertain conformity of
quantum with the specified requirements in accor-
dance with the tests described in this Schedule.

(2) (a) The number of samples drawn from
each quantum shall be not less than
0.5 per cent of the number of condoms
in each quantum;

(b) The number of samples drawn from
each quantum shall be tested for Burst
Volume and Pressure Test and Water
Leakage Test in accordance with the
method prescribed in para 10 and 11
of this Schedule 75 per cent of the
samples drawn will be tested for Water
Leakage Test and 25 per cent will be
tested for Burst Volume and Pressure
test;

(c) The number of test samples 'N' and
the number of rejected samples 'R*
from a sequence of production quanta
shall be recorded in a register. The
cumulative total of test samples 'N1

and the cumulative total of rejected 'R'
from the test shall be recorded and the
condoms shall be deemed to comply
with the requirements if the comulative
total of rejected 'R' is not more than
n (P4N+ 3 x \/ol)O4N ' for Water 'Leakage
Test, and O-Ol5+3x y'aOOlsN for Burst
Volume and Pressure Test.

(3) Each unit of 100 test samples shall be
distributed far the various tests as follows :—

25 for Burst Volume Pressure Test, and:

75 for Water Leakage Test.

(4) Where the number of test samples is a
multiple of 100 the distribution scale mentioned
above shall be prorated.

(5) If the cumulative total of samples rejected
exceeds the number of allowables at any point
In the sequence of quanta, the quantum at which
Lhis occurs shall be liable to rejection. The
assessment of quality of further production quanta
shall include all previous test results starting
from quantum number 1 and approval of produc-
tion shall be in suspense until the condition re-
quired by the scheme is again fulfilled.

(6) At least one sample be taken at random
from each production quantum not exceeding
10.000 condoms and shall satisfy all relevant re-
quirements regarding dimensions as under para-
graph 9.
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4. Procedure for sampling and testing at
finished products by a manufacturer,—

A. Water Leakage Test.—(1) Statistical
sampling for quality control assessment of the
finished product in respect of water leakage test
shall be done in accordance with the plan set out
in Annexuure I to this Schedule;

(2) A test sample failing in the above test is
to be considered as defective. If the cumulative
total of rejects 'R' is found to be equal to or
greater than the number hhown against 'R' in
tlie Annexure I, the batch or lot .shall be declared
as. not of standard quality,

B. Bursting Volume and Pressure Test.—(1)
Sample condoms shall be tested for bursting
volume and pressure test. Statistical sampling
for this test shall be done in accordance with
the plan set out in Annexure III to this Schedule.

Condoms shall not leak or burst at a volume
of less than that specified or at a pressure less
than 1.0 kpa (gauge), when tested as per para-
graph 9. both before and, after oven conditioning
as specified in Annexure V. Bursting Volume
minimum limit in litres shall be equal to
(mean condom width (mm) )3

— icr"o " ' ~~ " rounded to the

nearest 0,5 litre.

(2) A test sample failing in the above test is
to be considered defective. If the cumulatve
total of rejects 'R' is found U? be equal to or
greater than (he number shown against 'R' in the
Annexure III. the batch or lot shall be declared
as not of standard quality.

C. Dimensions.—At least 2 samples drawn
from the lot or batch shall satisfy the require-
ments regarding Dimensions as under para-
graph 9.

5. Procedure for sampling testing of condoms
by a purchaser,—

A. Water Leakage Test.—(1) Statistical
sampling of condoms by a purchaser for water
leakage test shall be done in accordance with the
plan set out in Annexure-II to this Schedule;

(2) A test sample failing in the above test is
to be considered as defective. If the cumulative
total of rejects 'R1 is found tc be equal to or
greater than the number shown against 'R' in
the Annexure IT. the batch or lot shall be declar-
ed as not of standard quality.

B. Bursting Volume and Pressure Test.—
Sample condoms shall be tested by bursting
volume and pressure test. Statistical sampling for
this test shall be done in accordance with the
plan set out in Annexure III to this Schedule. If

the cumulative total of rejects 'R' found to be
equal to or greater than the number shown
against 'R' in Annexure III, the batch or for
shall be declared as not of standard quality.

Condom shall not leakj or burst at a volume
of less than that specified or at a pressure less
than 1.0 kpa (Gauge), when tested aspcr para
10, both before and after oven conditioning as
specified in Annexure V. Bursting volume
minimum limit in litres shall be equal to
(mean condom width (mm))1

- -- — 25l"R~ ~~~ """rounded to the

nearest 0.5 litre.

C. Dimensions.'—At least two samples drawn
from the lot or batch shall satisfy the require-
ments regarding dimensions as under paragraph

6. Sampling plan for a Drugs Inspector.—(1)
Where an Inspector under the Drugs and Cosme-
tics Act, 1940 desires to take for test samples
from the premises of a manufacturer or a distri-
bution depot, twenty containers from each batch
of production may be selected by him on a
random basis and from each of these containers,
five samples shall be taken. The hundred
samples so selected shall be distributed for
various tests as specified in paragraph 8. In
case, the number of containers is less than
twenty, the number of samples to be taken
from each container shall be proportionately in-
creased.

(2) Where an Inspector under the Drugs and
Cosmetics Act, 1940 desires to take samples
from a sales premises, he shall take hundred
samples from each batch of production in accor-
dance with the procedure specified in sub-para-
graph ff) .

7. Sampled condoms drawn under paragraph
shall be distributed for the various tests as
follows :—

Two samples for thickness, length and
width;

Forty five samples for water leakage test;
Forty five samples for bursting volume and
pressure test; and
Eight samples as reserve.

The samples shall be declared as not of standard
quality, if,—(i) the number of condoms found
defective in the water leakage test exceeds one;
or (ii) the number of condoms found defective
in bursting volume and pressure test exceeds two;
or (iii) Samples fail to conform to the require-
ments of dimensions as under paragraph 9.
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8. Dimensions.—(1) The length when un-
rolled (excluding teat) shall be not less than.—

(i) 170 mm

(ii) 180 mm

(2) The width of a condom when laid flat
and measured at any point within 85 mm from
the open end shall be

(i) 49 ± 2 mm for 170 mm length

(u) 53 ± 2 mm for 180 mm length

(3) The Single-wall thickness of a condom when
measured at three points, one at 30 ± 2 mm
from the open end, 30 ± 5 mm from the closed
end excluding the reservoir tip and at the mid dis-'
tance between these two points shall be irom
0.045 mm to 0.075 mm.

Note : 1. The single-wall thickness shall be deter-
mined with a suitable micrometer dial
gauge graduated in intervals of 0.01
mm.

Note : 2. Condoms shall, prior to the measure-
ment of thickness, have the dusting
powder or the lubricant or both removed
by means of water or Isopropanol.

9. Bursting Volume and Pressure Test.—Deter-
mination of Bursting Volume and Pressure Test
shall be done as specified in Annexure IV.

10. Water Leakage Test.—Unroll the condom
and fit the open end on a suitable mount, the con-
dom thus being suspended open end upwards. Fill
it with 300 ml water at room temperature and
inspect it after a period of atleast 1 minute for
leakage upto 25 mm from the open end. If, be-
cause of distension of the condom the water does
not extend to 25 mm from the open end, raise the
closed end until water level reaches this distance.
After at least 1 minute, inspect the newly-wetted
part of the condom for leakage. The condom
shall be deemed to be defective if it bursts during
test or show any evidence of leakage or seepage or
micro-droplets.

11. Quantity of Lubricant-.—(1) The condoms
shall be dressed with silicone lubricant. The quan-
tity required on each individual condom should
not be less than 200 mg and the minimum visco-
sity shall be 200 centistokes.

(2) Lubricated condoms shall be removed from
the individual foil packages and shall be weighed
on an Analytical Balance. Each condom shall
be washed in denatured ethanol or isopropanol,
dried and then weighed again. All weights shall
be recorded to the nearest milligram (mg). Com-
pliance with the requirement shall be determined
by subtracting the weight of the washed and dried
condom from the weight of the sample condom
prior to the removal of lubricant. Washing and

drying may be repeated upto a total of four times
' if the lubricant quantity is less than the required
* minimum.

(3) Atleast thirteen samples shall be drawn
from the lot or batch and the samples shall satisfy
the requirements regarding the quantity of lubri-
cant.

12. Colour Fastness.-—Not less than ten samples
taken ai random from each batch of coloured con-
doms shall pass the following test for colour fast-
ness namely:—

Thoroughly wet inside and outside of the con-/
doms with distilled water. Make no attenpt to
remove any dusting material or lubricant. Wrap
the wet condom in white absorbent paper so that
the largest possible surface area of the condom is
in contact with the paper and seal the whole in a
suitable container to prevent loss of moisture.
AUow the container and its contents to stand for
16 hours to 24 hours at room temperature After
removing the absorbent paper from the container,
examine it visually in natural day-light for any
indication of staining. No part of the absorbent
paper shall be stained. If there is any indication
of staining of the absorbent paper by any colouring
agent present in any of the condoms or any dust-
ing material or lubricant, the entire batch shall be>
declared to be not of standard quality.

13. Labelling, Packing and Storage.—(1) The
condoms shall be individually wrapped and sealed
in laminates containing atleast eight microns of alu-
minium foil. The individual condom shall be
packed in square (non-squeeze condition)[rectan-
gular aluminium foil. The packing shall protect
the condoms from contamination and mechanical
damage. The smallest packing offered to the con-
sumer shall bear a clear permanent marking with
the following particulars : —

(i) Manufacturer's name and address and the
trade name of the condoms, if any.

(ii) Batch number;

(iii) Date of manufacture (Month and Year
only);

(iv) Date of expiry (Month and Year only)
which shall not be more than thirty six
months from the date of manufacture;

(v) The word "For single use ouly".

(2) The condoms shall be stored in a cool dry
place away from heat and direct sunlight.

14. Integrity of individual package seals.—
Sample condoms in individual packages shall be
placed in a sealed, transparent container (such as
a laboratory Bell jar) and subjected to vacuum
of 50 ±10 kpa (gauge) for a period of one minute.
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Condom packages that do not inflate and re-
main inflated for the period of the test shall be
deemed non-compliers. In doublful cases, the test
may be repeated, and both the inflation and defla-
tion of packages may be observed on application,
and removal of vacuum. An AQL of 2.5 per cent
will be applied in assessing the results of this test.
Fifty samples of condoms shall be tested for inte-

grity test of individual package seals. The com-
pliance limit or acceptance number shall be not
more than three condoms.

Other Mechanical Contraceptive

15. Standards for other mechnical contracep-
tive.—Standards for 'Copper T and "Tubal Ring*
shall be as laid down in Anncxure VI.

ANNEXURE—I

(See Paragraphs 3 and 4)

Sampling plan for Quality Control of condoms at Manufacturer's Level

Single Sampling Plan

Sample size 2C0 :

BATCH SIZE : 35001 TO 1.5 LARHS

AQL—0.4
AC —2

R —3

Single Sampling Plan

Sample size 315 :

BATCH SIZE 1.5 LAKHS TO 5 LAKHS

AQL—0.4 " " " " - - • —
AC —3

R 4

Single Sampling Plan

Sample size 500 :

BATCH SIZE OVER 5 LAKHS

AQL—0.4 ~ ~ ~
AC —5

R - 6

NOTE : AQL means Acceptance Quality Level.

AC means Acceptance Number i.e. the maximum allowable number of defectives for acceptance of th

Batch.

R means Rejection Number i.e. the minimum number of defectives for rejection of tho Batch.

ANNEXURE— II

(See Paragraph 5)

Sampling plan for Quality Control of Condoms at Purchaser's Level.

Single Sampling Plan

Sample size 200 :

BATCH SIZE : 35001 to 1.5 LAKHS

AQL
AC

R

—0.4
—2

3

Single Sampling Plan

Sample size 315 :

BATCH SIZE 1.5 LAKHS TO 5 LAKHS

AQL —0.4
AC —3

R —4
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Single Sampling Plan

Sample size 500 :

BATCH SIZE OVER 5 LAKHS

AQL—0.4
AC —5

R—6

MOTE : AQL means Acceptance Quality Level.
AC means Acceptan e "Number i.e. the maximum allowable number of defectives for acceptance of the
Batch.
R means Rejection Number i.e. the minimum number of defectives for rejection of the Batch.

ANNEXURE — TIT

(See Paragraph 4 and 5)

Sampling Plan for Bursting Volume and Pressure Test

Single Sampling Plan

Sample size 200 :

BATCH SIZE : .35001 TO 1.5 LAKHS

f

AQL
AC

R

—1.5
7

—8

Single Sampling Plan

Sample size 315 :

BATCH SIZE 1.5 LAKHS TO 5 LAKHS

AQL
AC

R

—1.5
--10

11

Single Sampling Plan

Sample size 5Q0 :

BATCH SIZE OVER 5 LAKHS

AQL—1.5
AC—14

R —15

NOTE : AQL means Acceptance Quality Level.

AC means Acceptance Number i.e. the maximum allowable number of defectives for acceptance of the
Batch.

R means Rejection Number i.e. the minimum number of defectives, for rejection of the Batch.

ANNEXURE IV

(See Paragraph 9)

Determination of Bursting Volume and Pres-
sure.

1. Principle :

Inflation of a constant length of the condom
with air and recording the volume and pressure

. at the moment of bursting.

2. Apparatus : :

2.1. Apparatus suitable for inflating the condom
with clean air at a specified rate and provided with
equipment for measuring volume and pressure.

2.2. Suitable mount for fitting the condoms to
the apparatus as shown in the figure Annexed.

2.3. Rod, 140 mm. in length having a smooth
sphere 20 mm in diameter at its top (see the
figure) for hanging the unrolled condom when
fixed to the apparatus.
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3. Procedure :

3 1 Unroll the condom, hang it on the rod
(2 3) affix to the mount (,2.2) and inflate with
air at'a rate of 0.4 to 0.5 litre|Sec (24 to 30 litres|
min.)

3.2 Measure and note the bursting volume, in
litres rounded to the nearest 0.5 litre and the
bursting pressure, in kilopascals rounded to the
nearest 0.1 kpa.

4. Test report :
The test report shall include the following parti-

culars.

(a) the identification of the sample.
(b) The bursting volume and bursting pres-

sure of each tested condom.

(c) the date of testing.

»HMJ>ffl.ft» .f «* '„,!*,**„. Oi d u n , ,„

ANNEXURE V
(Sec Paragraph 4 and 5)

Oven conditioning
1. principle of ihe Method :
' The test conssts in subjecting test samples to
controlled deterioration by air at an elevated tem-
perature and at atmospheric pressure after which
Burst Volume and Pressure limits are measured.

2. Apparatus :

The air oven shall be of such a size that the total
volume of the test samples does not exceed 10 per
cent of the free air space of the oven. Provision
shall be made for slow circulation of air in the
oven of not less than three changes and not more
than ten changes per hour. The temperature of
the oven shall be thermostatically controlled so
that the test samples are kept within ± 2CC of the
specified ageing temperature. A thermometer shall
be placed near the centre of the ageing test sam-
ples to record the actual agoing temperature.

Note :—Copper or Copper alloys shall not be used
for the material of construction of the oven pres-
cribed.

3. Test Sample

The foil laminations of individual packages
should remain intact through out all laboratory
handling including oven conditioning.

4. Temperature of the oven :

Mantain the oven at 70 + 2°C.

5. Duration of test : 96 Hours

6. Procedure :

Condition the requisite number of unopened
packages of rubber condoms in the oven at 70 ±
2°C for 96 Hrs, After heating keep the packages
at 23 ± 5°C for atleast 12 hours but not more
than 96 Hours. Open the packages and examine
conditioned condoms for tackiness, brittleness, or
other signs of deterioration. Within 96 hours but
not sooner than 12 hours after conditioning, do
the bursting volume and pressure test as described
in this Schedule.

ANNEXURE VI

(See Paragraph 15)

1. Standards for Copper T (200B) (IS-12418
(part 4)—1991-UDC 615.477.87) Contraceptive
.Device Copper T (200 B) shall conform to the
Indian Standards laid down from time to time by
the Bureau of Indian Standards.

2. Standards for Contraceptive Tubal Ring
(IS 13009 : 1990-UDC 615.472.6 : 611.656)
Contraceptive Device Tubal Ring shall conform
to the Indian Standards laid down from time to
time by the Bureau of Tndian Standards.".

[No. X-11014|8|92-DMS&PFA]

SHAILAJA CHANDRA, Jt. Secy.

NOTE :

The Drugs & Cosmetics Rules, 1945 as amend-
ed upto 1-5-1979 is contained in the publication
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of the Ministry of Health & Family Welfare (De-
partment of Health) containing the Drugs and
Cosmetics Act and the Rules (PDGHS-61). Subse-
quently the said rules have been amended by the
following notifications published in Part IL Section
3, Sub-section (i) of the Gazette of India,
namely :—

1. GSR 1241 dated 6-10-1979
2. GSR 1242 dated 6-10-1979
3 GSR 1243 dated 6-10-1979
4. GSR 1281 dated 12-10-1979
5. GSR 430 dated 19-4-1980
6. GSR 779 dated 26-7-1980
7. GSR 540(E) dated 22-9-1980
8. GSR 68O(E) dated 5-12-1980
9. GSR 681 (E) dated 5-12-1980

10. GSR 682CE) dated 5-12-1980
11. GSR 27 (E) dated 17-1-1981
12. GSR 478 (E) dated 6-8-1981
13. GSR 62(E) dated 5-2-1982
14. GSR 462 (E) dated 22-6-1982
15. GSR 510(E) dated 26-7-1982
16. GSR 13 (E) dated 7-1-1983
17. GSR 318(E) dated 1-5-1984
18. GSR 331(E) dated 8-5-1984
19. GSR 460(E) dated 20-6-1984
20. GSR 487 (E) dated 2-7-1984
21. GSR 89CE) dated 16-2-1985
22. GSR 778 (E) dated J 0-10-1985
23. GSR 17(E) dated 7-1-1986
24. GSR 1049(E) dated 29-8-1986
25. GSR 1060fE) dated 5-9-1986
26. GSR 1115(E) dated 30-9-1986
27. GSR 7HE) dated 30-1-1987
28. GSR 570CE) dated 12-6-1987
29. GSR 620(E) dated 2-7-1987
30. GSR 792CE) dated 17-9-1987
31. GSR 371 (E) dated 24-3-1988
32. GSR 675m) dated 7-6-19R8
33. GSR 676(E) dated 2-6-1988
34. GSR 677(E) dated 2-6-198R
35. GSR 680(E) dated 6-6-1988
36. GSR 735(E) dated 24-6-1988
37. GSR 813(E) dated 27-7-1988
38. GSR 944(E) dated 21-9-1988

Corrigendum
39. GSR 43CE) dated 20-1-1989 Corrigendum

40. GSR 44(E) wated 20-1-1989 Corrigendum
41. GSR 100(E) dated 14-2-1989

Corrigendum
42. GSR 443(E) dated 12-4-1989
43. GSR 588(E) dated 2-6-1989 Corrigendum '
44. GSR 691(E) dated 11-7-1989
45. GSR 784(E) dated 28-8-1989
46. GSR 16(E) dated 10-1-1990
47. GSR 731(E) dated 23-8-1990
48. GSR 865(E) dated 25-10-1990
49. GSR 11(E) dated 7-1-1991
50. GSR 223(E) dated 19-4-1991
51. GSR 246(E) dated 1-5-1991
52. GSR 30HE) dated 7-6-1991
53. GSR 302CE) dated 7-6-1991
54. GSR 49 HE) dated 25-7-1991
55. GSR 495(E) dated 25-7-1991
56. GSR 532(E) dated 14-8-1991
57. GSR 626(E) dated 1-10-1991
58. GSR 668(E) dated 1-11-1991
59. GSR 730(E) dated 10-12-1991
60. GSR 59(E) dated 22-1-1992
61. GSR 305 (E) dated 4-3-1992 Corrigen-

dum
62. GSR 445(E) dated 30-4-1992
63. GSR 59703) dated 17-6-1992
64. GSR 663 (E) dated 3-7-1992
65. GSR 723(E) dated 11-8-1992
66. GSR 796(E) dated 1-10-1992
67. GSR 877CE) dated 17-11-1992
68. GSR 904(E) dated 2-12-1992
69. GSR 923(E) dated 14-12-1992
70. GSR 27(E) dated 22-1-1993 Corrigendum
71. GSR 28 (E) dated 22-M993
72. GSR S6CE) dated 26-2-1993
73. GSR 296(E) dated 24-3-1993
74. GSR 373 (E) dated 13-4-1993

Corrigendum
75. GSR 374CE) dated 13-4-1993

Corrigendum
76. GSR 447(E) dated 10-6-1993

Corrigendum
77. GSR 658(E) dated 19-10-1993
78. GSR 673m) dated 27-10-1993
79. GSR 108m) dated 22-2-1994
80. GSR 109(E) dated 22-2-1994
81. GSR 37O(E) dated 7-4-1994
82. GSR 466(E) dated 17-5-1994
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