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MINISTRY OF ROAD TRANSPORT AND HIGHWAYS
NOTIFICATION
NEW DELHI, THE 22"° FEBRUARY, 2013

G.S.R. 120(E).- The following draft of certain rules further to amend the Central Motor Vehicles Rules, 1989, which the Central
Government propose to make in exercise of the powers conferred by sections 27, 41, 50 and 110 of the Motor Vehicles Act, 1988 (59 of
1988), is hereby published, as required by sub-section (1) of section 212 of the said Act, for information of all persons likely to be
affected thereby, and notice is hereby given that the said draft rules shall be taken into consideration after the expiry of sixty days from
date on which the copies of this notification as published in the Gazette of India, are made available to the public.

2. The objections or suggestions which may be received form any person in respect of the said draft rules before the expirty of the
aforesaid period will be considered by the Central Government;

3. Objections and suggestions to these draft rules , if any, may be sent to the Joint Secretary (Transport) Ministry of Road Transport
and Highways, Transport Bhawan, Parliament Street, New Delhi-110 001.

DRAFT RULES
1. (1) These rules may be called the Central Motor Vehicles (Amendment) Rules, 2013.

(2) Save as otherwise specially provided, they shall come into force on the date of their final publication in the Official
Gazette.

2. In the Central Motor Vehicles Rules, 1989, (hereinafter referred to as the said rules), in rule 2, in clause (u), for the proviso,
the following proviso shall be substituted, namely:-

"Provided that a two wheeled battery operated vehicle shall not be deemed to be a motor vehicle unless all the following
conditions are verified and authorised by any testing agency specified in rule 126 of these rules, namely:-

(a) vehicle is equipped with an electric motor having thirty minute power less than 0.25 KW .-

(99€)
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(b) maximum speed of the vehicle is less than 25 km/hr,;

(c) vehicle is fitted with suitable brakes and retro-reflective devices, i.e. one white reflector in the fornt and one red
reflector at the rear;

(d) unladen weight (excluding battery weight) of the vehicle is not more than 60 kg.;

(e) in case of pedal assisted vehicle equipped with the auxiliary electric motor, in addition to above, the thirty minute
power of the motor is less than 0.25 KW, whose output is progressively reduced and finally cut off as the vehicle
reaches a speed of 25 km/hr, or sooner, if the cyclist stops pedaling.

3. In the said rules, in rule 33, for the words "dealer" the words "dealer or manufacturer of automobiles or automobile
ancillaries or a test agency specified in rule 126" shall be substituted.

4. In the said rules, in rule, 35, in sub-rule (1), for the words "dealer" the words "dealer or manufacturer of automobile or
automobiles ancillary or a test agency specified in rule 126" shall be substituted.

5. In the said rules, in rule 39, sub-rule (1) for the word "dealer" the words "dealer or manufacturer of automobile or
automobile ancillaries or a test agency "specified in rules 126" shall be substituted.

6. In the said rules, in rule 101 —

(@) In sub-rule (2), on and after the 1% April, 2013, for the words and figures "AIS 019/2001" and "AIS 011/2001" the
words and figures "IS: 15804-2008" and "IS:15802-2008" respectively, shall be substituted;

(b) after sub-rule (2 A), the following sub-rule shall be inserted namely:-

"(2 B) On and after the 1* April, 2013, all agricultural tractors having wind screen shall conform to AlS 011/2001, as amended
from time to time till such time the corresponding Bureau of Indian Standards specifications are notified under the Bureau of Indian
Standards Act, 1986 (63 of 1986)".

7. In the siad rules, after rule 104 (c) the following rule shall be inserted, namely:-
"104D. Fitment of rear marking plate

The following categories of vehicles, manufactured on and after the 1% April 2013, shall be fitted with rear marking plate,
conforming to 089-2005, as amended form time to time, till such time the corresponding Bureau of Indian Standards
specifications are notified under the Bureau of Indian Standards Act, 1986 (63 of 1986):-

(a) N2 with gross vehicle weight exceeding 7.5 ton and N3 with the exception of tractors for semi trailers;
(b) trailers and semi-trailers having gross weight not exceeding 10 ton and whose length exceeds 8m;
(c) trailers having gross weight exceeding 10 ton;
(d) articulated buses".

8. Inthe said rules, in rule 106,-

(A) for sub-rule (1), the following sub-rule shall be substituted, namely:-

"No lamp showing a light to the front shall be used on any motor vehicle including construction equipment vehicle (whether
fitted with single or dual head lamp) unless such lamp is so constructed, fitted and maintained that the beam of light emitted
there form meet the requirements of AIS-008:2001, AlS-009-2001, AIS-010:2004, AlS-012-2004, AIS-030:2001, AIS 062:2004
and Safety Standard 15.1 as applicable, as amended from time to time;

(B) sub-rule (2) shall be omitted.
9. In the said rules, in rule 117 for sub-rule (2), the following sub-rule shall be substituted, namely:-

“(2) ON and after the 1% April, 2014, every motor vehicle shall be fitted with a speedometer conforming to the requirements

of 1S:"11827-2008, specified by the Bureau of Indian Standards, as amended from time to time.”.

10. In the said rules, in rule 119, in sub-rule (1), for the proviso, the following proviso shall be substituted, namely:-

“Provided that on and from the 1% October, 2013, the horn installation requirements for motor vehicles shall be as per

1S:15796-2008, specified by the Bureau of Indian Standards, as amended form time to time.”.
11. Inthe said rules, in rule 120, for sub-rule (3), the following sub-rule shall be substituted, namely:-

In the case of Agricultural Tractor, the measurement test for driver perceived noise level and permissible sound level at by
stander shall be carried out as per AlS-115 (Part 1)-2009 and AIS-115 (Part 2)-2009 respectively, as amended from time to
time till such time the corresponding Bureau of Indian Standards specifications are notified under the Bureau of Indian
Standards Act, 1986 (63 of 1986) and shall conform to the levels as specified in the Table 1 and Table 2 below respectively:
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Table -1
Serial . Date of . . .
number Agricultural Tractor Implementation Driver perceived noise level

(1) <37 KW 1% April 2013 96 dB(A)*

92 dB(A)**

2 >37 KW 1% April 2014 96 dB(A)*

92 dB(A)**

(3) All 1% April 2015 95 dB(A)*
86 dB(A)**

*As per Annexure | of AlS-115 (Part-1)-2009
*As per Annexure Il of AIS-115 (Part-1)-2009

Agricultural Tractor manufacturers can opt for testing as per Annexure | or Annexure I

Table — 2
Serial . Date of -
Agricultural Tractor . Bystander’s position
number Implementation
1) <37 KW From the date of 88 dB(A)
notification
(&) <37 KW 1% April 2013 85 dB(A)

12. On and after the 1* October, 2013, in the said rules, in rule 122, for sub-rule (1A), the following shall be substituted,

namely:-

“(1A) Every agricultural tractor and construction equipment vehicle shall bear the identification number including month and
year of manufacture, embossed or etched or punched on it;

Provided that in case of agricultural tractor the identification number including month and year of manufacture, embossed or
etched or punched on it shall be in accordance with AIS 117-2011, as amended form time to time till the corresponding Bureau of Indian
Standards specification are notified under the Bureau of Indian Standards Act, 1986 (63 of 1986)".

13. On and after the 1* April 2013, in the said rules, in rule 124, for sub-rule (1 A), the following sub-rule shall be substituted,

namely :-

“1(A) the general requirements of vehicle rear under run protecting device and the technical requirements of vehicle
lateral protection side shall be as per 1S:14812-2005 and as per 1S:14682-2004, specified by Bureau of Indian Standards,
respectively, as amended from time to time, for the motor vehicles of categories mentioned therein”.

(B) In the said rules, in rule 124 A, -

(i) in sub-rule (1), for the words and figures “IS:1606-1979" the words and figures “AlS:034-2004" shall be substituted.

(i) On and after the 1% October, 2013, in sub-rule (e) for the words and figures “1S:7079-1995", the words and figures
“1S:7079-2008" shall be substituted.

(iii) On and after the 1¥ October, 2013, for sub-rule (6), the following sub-rule shall be substituted, namely:-
“(6) The fuel tanks of agricultural tractors shall conform to AlS:104-2008, as amended from time to time.”.
(iv) after sub-rule (12), the following sub-rule shall be inserted namely:-

(13) On and after the 1* October 2012, for agricultural tractors <37 kW and on and after the 1* April 2013 for agricultural
tractors > 37 kW, the maximum design speed shall be in accordance with AlS-116-2009.".

14. In the said rules, in rule 125, after sub-rule (6), the following shall be inserted, namely:-

“(7) On and after the 1% October, 2014, the manufacturer shall equip every motor vehicle of M1 category, excluding public
service vehicle, a provision for installation of any type of Child Restraint System for all weight groups on at least one of the
seating positions, as specified in AIS : 072-2009, as amended form time to time till the corresponding Bureau of Indian
Standards specifications are notified under the Bureau of Indian Standards Act, 1986 (63 of 1986):

Provided that on and after the 1% October, 2014, the manufacturer or importer or the dealer of the motor vehicle shall provide
the guidelines for recommended position as well as the guidelines for fitment and use of such system to the buyer of such vehicles.”.
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15. In the said rules, in rule 138,-

(A) in sub-rule (4), for clause (a), the following clause shall be substituted, namely:-
(a) in case of vehicles other than motorcycles, a spare wheel ready for use,”

(B) in sub-rule (4), clause (d) shall be omitted.”.

(C) after sub-rule (5), the following sub-rule shall be inserted, namely:-

“(6) On and after the 1* April, 2015, the driver of every motor vehicle of M1 category, excluding public service vehicle shall be
ensure that a child, up to age of twelve years, carried in a vehicle is seated in an appropriate Child Restraint System conforming
to sub-rule (7) of rule 125 of these rules.

16. In the said rules, in Form 16, in Serial NO. 4, for the words “manufacturer or dealer” the words “manufacturer or dealer of
automobiles or automobile ancillaries or a test agency specified under rule 126 of the said ruler” shall be substituted.

[ F. No. RT-11028/06/2011-MVL]
SANJAY BANDOPADHYAYA, Jt. Secy.

Foot note: The principal rules were published vide number G.S.R. 590 (E), dated the 2™ June, 1989 and last amended vide
number G.S.R. 943 (E) dated the 31% December, 2012.
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MINISTRY OF AGRICULTURE
(Department of Agriculture and Cooperation)

ORDER
New Delhi, the 15 ™ February, 2013
S.0. 384 (E).- In exercise of the powers conferred by section 3 of the Essential Commodities Act,- 1955 (10 of 1955), the

Central Government hereby makes the following Order further to amend the Fertiliser (Control) Order, 1985, namely:-
1. (1) This Order may be called the Fertiliser Control ( Amendment) Order, 2013.

(2) It shall come into force on the date of its publication in the Official Gazette.
2. In the Fertiliser (Control) Order, 1985, -
A. In Schedule I, in Part A, under the heading “Specification of Fertilisers”,-

0) in sub-heading 1 (a) relating to STRAIGHT NITROGENEOUS FERTILISERS, after serial 11, the following serial
number and entries shall be added, namely:-

“12. Urea Briquettes

0] Moisture per cent. by weight, maximum 1.0
(i) Total nitrogen per cent. by weight (on dry basis), minimum 46.0
(iii) Biuret per cent. by weight, maximum 1.5
(iv) Particle size: Not less than 90 per cent. of the materials shall pass

through 5.7 mm IS Sieve, and not less than 80 per cent. by weight shall

be retained on 3.8 mm IS sieve.”;

0] in sub-heading 1 (b) relating to STRAIGHT PHOSPHATIC FERTILISERS, serial number 2 and entries
relating thereto shall be omitted.
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(i) in sub-heading 1 (f) relating to MICRONUTRIENTS, after serial number 15 and entries relating
thereto the following serial number and entries shall be added, namely:-

“16. Zinc Oxide Suspension Concentrate (39.5 % Zn)

(i) Dense suspension concentrate of liquid Zinc

(i) Zinc (as Zn) per cent by weight, minimum 39.5

(iii) Nitrogen per cent. by weight, minimum 0.9

(iv) pH 9.0+1

(v) Specific gravity 1.71-1.75.%;

(iv) in sub-heading 1 (g) relating to FORTIFIED FERTILISERS,
in serial number 1,-.
(a) for item (iii) and entries relating thereto, the following shall be substituted, namely:-
“(iii) Water soluble phosphate (as P,Os) per cent by weight, minimum 14.5.";

(b) after item (v), the following shall be inserted, namely:-

“(vi) Neutral ammonium citrate soluble phosphate (as P,Os) per cent by weight, minimum 16.0.”;
(c) after serial number 11 and entries relating thereto, the following shall be added, namely:-

“12. SSP fortified with Zinc

@) Moisture per cent. by weight, maximum. 12.0
(i) Free phosphoric acid (as P,Os) per cent by weight, maximum 4.0
(iii) Water soluble phosphate (P,Os) per cent by weight minimum 145
(iv) Neutral ammonium citrate soluble phosphate (as P,Os), 16.0

per cent by weight, minimum

v) Sulphur (as S) per cent by weight, minimum 11.0

(vi) Zinc (as Zn) per cent by weight, minimum 0.5.%

B. InSchedulell, in Part B, METHODS OF ANALYSIS OF FERTILISERS,-
(a) insub-heading 3, relating to Determination of nitrogen after item (h), the following shall be inserted, namely:-
“(i) Determination of Cyanamide nitrogen;”
(b) after serial number (xi), the following shall be inserted, namely:-
“(xi) a) Determination of Cyanamide nitrogen
Cyanamide nitrogen is precipitated as a silver complex and estimated in the precipitate by Kjeldahl’'s method.
(@) Reagents:-
i) Ammonical Silver Nitrate Solution- Mix 500 ml of 10% silver nitrate (AgNOg3) solution in water with 500 ml of
10% ammonia solution.

i) Glacial acetic acid
iii) Remaining reagents as given in 3 (ii).
(b) Procedure:-
0] Weigh 2.5 g (W) sample and place it in a small glass mortar.
(i) Grind the sample 3 times with water, pouring off the water after each grinding into a 500 ml volumetric flask.

(iii) Transfer quantitatively the sample into 500 ml volumetric flask, washing the mortar, pestle and funnel with

water.
(iv) Make up volume to approximately 400 ml.
(v) Add 15 ml of glacial acetic acid.

(vi) Shake on rotary shaker for 2 hours.
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(vii) Make up the volume to 500 ml with water, mix and filter.
(viii)  Transfer 25 ml of filterate into 250 ml beaker.
(ix) Add ammonia solution until slightly alkaline & add 20 ml of warm ammoniacal silver nitrate. Yellow
precipitate will form.
(x) Leave over night. Filter using Whatman No.40 filter paper and wash the precipitate with cold water until it
is completely free of ammonia.
(xi) Place the filter& precipitate in a Kjeldahl flask.
(xii) Add 0.7 g copper sulphate, 15 g Potassium sulphate and 30 ml of H,SO,.
(xiii)  Place flask in inclined position and heat gently.
(xiv)  Boil bristly until solution becomes clear or pale green.
(xv) Continue digestion for 30 minutes more.
(xvi)  Remove from burner and cool.
(xvii)  Transfer the contents of Kjeldahl flask to 1 litre capacity, distillation flask, make volume to about 350ml with
water and a pinch of zinc dust. Mix and cool.
(xviii)  Distill ammonia by adding 10ml of NaOH (40%) and
collect the distillate in receiver conical flask containing 25ml of 0.1N HCI or H,SO, containing 5 drops of
Methyl red indicator.
(xix)  Titrate the contents in receiver conical flask with 0.1N NaOH & calculate the volume of 0.1 N HCI consumed
(V).
(xx) Determine blank on reagents using same quantity of standard acid in receiver conical flask.
(c) Calculation:
Cyanamide Nitrogen % (by weight) = (Blank —V) x 2.8.";
w
(c) after sub-heading 25, the following shall be added namely:-
“26. Method of analysis of Zincated Oxide (suspensi on)
0] Determination of total Zinc
By the method as specified in serial no. 25(ii),
(i) Determination of lead
By the method as specified in 8 (v)
(iii) Determination of specific gravity
By the method as specified in 21
27. Determination of Boron in Colemanite :-
€) Reagents
Q) Mannitol
2) Bismuth nitrate solution: Dissolve 22g of bismuth nitrate {(BiNO3); 5H,0]
in 8 ml of conc. Nitric acid. Warm slightly and dilute to 200 ml with distilled
water.
3) Nitric acid — Concentrated AR grade.
4) Dilute nitric acid — (1:20).
5) Sodium hydroxide solution — 10% M/V.
(6) Sodium hydroxide solution — 0.5M.
(@) Bromothymol blue indicator solutions.
(b) Procedure:-
(i)  Weigh accurately 2.5g of sample into 250 ml of beaker.
(i)  Add 5ml of concentrated Nitric acid and 50 ml of water, warm gently and dilute to 100 ml cool
and transfer the contents into 250 ml volumetric flask and dilute to the mark with distilled water.
(iii)  Filter through a dry filter paper Whatman No.40 rejecting the first few drops into a beaker.
(iv) Pipette 100 ml of the filtrate into 250 ml beaker, add a few drops of indicator solution.
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V)
(vi)

(vii)
(viii)
(ix)
()

()

Add few drops of 10% NaOH solution with thorough stirring until the indicator turns blue.

Filter through a dry filter paper into 250 ml beaker and carefully wash the residue several times
with cold water. The total volume should be 150-200 ml.

Adjust the pH to about 5 by adding dilute nitric acid. Warm to about 90° C (do not boil) and stir
vigorously to avoid carbon dioxide. Cool the solution.

Adjust the pH to exactly 6.3 using NaOH solution.
Add 10g of mannitol and again adjust pH to exactly 6.3 with 0.5 NaOH solution.

Continue adding mannitol in 10g portion till pH remains constant at 6.3. Note the total volume
0.5 NaOH use for the first addition of mannitol.

Carry out a blank determination to which borate is not added.

(c) Calculation:-
Percentage boron = (A-B) x1.3512

W

Where A is the volume of 0.5 N NaOH solution used in the sample

B is the volume of 0.5 N NaOH solution used in the blank.

28. Method of Analysis of Customized and Fortifi  ed Fertilizers :-

@)

0}
(ii)
(iii)
(iv)
v)
(vi)
(vii)

Determination of nitrogen by method 3 (iv) or 3 (v).

Determination of ammoniacal nitrogen by method 3 (vii).

Determination of neutral ammonium citrate soluble phosphate by method 4 (v).
Determination of water soluble phosphate by method 4 (iii).

Determination of water soluble potash by method 5 (i).

Determination of sulphur by method 24.

Determination of micronutrients in Customized or Fortified Fertilisers.

Sample Preparation:-

1. Weigh accurately 2.5g sample into a 250 ml beaker. Add 50 ml of 1+1 HCI and cover with a glass.

Heat to boiling and continue to boil until volume is reduced to about 25 ml.

Dilute to about 100 ml with water and bring to boil.

2
3
4. Cool, transfer to a 500 ml volumetric flask and dilute to volume with water.
5

Mix thoroughly and allow to stand until a clear solution is obtained or filter a portion through a dry whatman

No.40 filter paper.

6. Transfer 25 ml aliquot to 250 ml volumetric flask, dilute to volume and mix thoroughly.

7. Dilute it further to suitable standard working range with acidified water.

8. Prepare a blank solution in the same manner, omitting the sample.

(b)

©

Preparation of Standard Stock Solution, working standards and Determination:
As given in Method 22 A

Determination of Boron-Method 23

C. In Schedule 1V, in Part A under the heading SPECIFICATION OF ORGANIC FERTILISERS for serial No. 3 and entries
relating thereto, the following shall be substituted, namely:-

“3 Phosphate Rich Organic Manure (PROM)

Moisture per cent. by weight, maximum 25.0

@

Particle size Minimum 90% material should

pass through 4.0mm IS sieve

(i) Bulk density (g/cm®) less thanl.6
(iii) Total organic Carbon, per cent. by weight, minimum 7.9

(iv) Total Nitrogen (as N) per cent. by weight, minimum 0.4

(v) Total Phosphates (as P,Os)per cent. by weight minimum 10.4

(vi) C: N ratio less than 20:1
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(vii) pH (1:5 solution) maximum 6.7
(viii) Conductivity (as dSm™) not more than 8.2
(ix). Heavy metal content (as mg/kg)

Per cent. by weight maximum
Arsenic (as As;03) 10.00
Cadmium (as Cd) 5.00
Chromium (as Cr) 50.00
Copper (as Cu) 300.00
Mercury (as Hg) 0.15
Nickel (as Ni) 50.00
Lead (as Pb) 100.00
Zinc (as Zn) 1000.00.7;

[F.No.2-2/2012.Fert.Law]
(Narenadra Bhooshan)

Joint Secretary

Note: The principal order was published in the Gazette of India, Extraordinary, Part Il, Section 3, Sub-section (i) vide G.S.R. No. 758(E)
dated 25" September, 1985 and subsequently amended as follows:-

Note: The Principal Order was published in the Gazette of India, , vide number G.S.R.. 758 (E) dated the 25" September,1985
and subsequently amended by -

1.
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G.S.R.201(E) dated 14" February,1986
G.S.R. 508(E) dated 19" March,1986
G.S.R. 1160(E) dated 21* October, 1986
S.0. 822(E) dated 14" September,1987
S.0. 1079(E) dated 11™ December,1987
S.0.252(E) dated 11™ March,1988

S.0. 724(E) dated 28" July,1988

S.0. 725(E) dated 28™ July,1988

S.0. 940(E) dated 11" October,1988
S.0. 498(E) dated 29" June, 1989

S.0. 581(E) dated 27" July,1989

S.0. 673(E) dated 25" August,1989
S.0. 738(E) dated 15" September,1989
S.0. 140(E) dated 12" February, 1990
S.0. 271(E) dated 29" March,1990
S.0. 403(E) dated 23 May,1990

S.0. 675(E) dated 31% August,1990
S.0. 261(E) dated 16™ April, 1991

S.0. 444(E) dated 2™ July,1991

S.0. 530(E) dated 16™ August,1991
S.0. 795(E) dated 22" November,1991
S.0. 377(E) dated 29" May,1992

S.0. 534(E) dated 20" July,1992

S.0. 826(E) dated 9" November,1992
S.0. 254(E) dated 3" June,1993
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26. S.0. 397(E) dated 18" June,1993
27. S.0. 942(E) dated 10" December,1993
28. S.0. 163(E) dated 14" February,1994
29. S.0. 340(E) dated 17" April, 1995
30.  S.O.459(E) dated 22™ May,1995
31. S.0. 835(E) dated 12" October,1995
32. S.0. 575(E) dated 20" August,1996
33. S.0. 57(E) dated 22" January,1997
34.  S.0.329(E) dated 12" May,1999
35. S.0. 1068(E) dated 4™ November,1999
36. S.0. 49(E) dated 16" January,2003
37.  S.0.373(E) dated 1% April,2003
38. S.0. 413(E) dated 7™ April, 2003
39.  S.0.540(E) dated 4™ May,2003
40.  S.O. 342(E) dated 18" March,2005
41. S.0. 1772(E) dated 17" October,2006
42. S.0. 2164 (E) dated 28" December,2007
43.  S.0.837 (E) dated 10™ April,2008
44, S.0. 1741(E) dated 22™ July,2008
45. S.0. 401 (E) dated 5" Feburary,2009
46.  S.O. 1214 (E)dated 14 May,2009
47. S.0.No. 2803(E) dated 3™ November,2009
48 S.0. No. 49 (E) dated 11" January,2010
49.  S.0.No. 987(E) dated 29" April, 2010
50. S.0. No. 1230(E) dated 25™ May, 2010
51. S.0. No. 1945(E) dated 10" August,2010
52. S.0. No. 2024(E) dated 7" August,2010
53. S.0 .No. 2726(E) dated 8" November, 2010
54. S.0. No. 2886(E) dated 3" December,2010
55.  S.0.No. 1023 (E) dated 10th May,2011
56. S.0. No. 1169(E) dated 25" May,2011
57. S.0. No. 2203(E) dated 22" September,2011
58. S.0. No. 1420 (E) dated 22" June,2012
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MINISTRY OF FINANACE
(Department of Revenue)
NOTIFICATION
New Delhi, the 22 ™ March, 2013
No0.2/2013-Customs (ADD)

G.S.R.187(E).- Whereas in the matter of Meta Phenylene Diamine (herein after referred to as the subject goods), falling under
Chapter 29 of the First Schedule to the Customs Tariff Act, 1975 (51 of 1975), originating in, or exported from the People's Republic of
China (herein after referred to as the subject country), and imported into India, the designated authority in its preliminary findings
published in the Gazette of India Extraordinary, part I, Section 1, vide notification No. 14/4/2012-DGAD, dated the 1% January, 2013,
had come to the conclusion that-

(a) the subject goods have been exported to India from the subject country below its normal value;
(b) the domestic indiustry has suffered material injury in respect of the subject goods;
(c) the material injury has been caused by the dumped imports of the subject goods from subject country;

AND WHEREAS, the designated authority in its aforesaid findings, has recommended imposition of provisional anti-dumping
duty on imports of the subject goods, originating in or exported frin the subject country and imported into India, in order to remove injury
to the domestic industry;

NOW, THEREFORE, in exercise of the powers conferred by sub-sections (1) and (5) of section 9A of the Customs Tariff Act,
1975 (51 of 1975), read with rules 13 and 20 of the Customs Tariff (Identification, Assessment and Collection of Anti-dumping Duty on
Dumped Articles and for Determination of Injury) Rules, 1995, the Central Government, after considering the aforesaid preliminary
findings of the designated authority, hereby imposes on the subject goods, the description of which is specified in column (3) of the
Table below, falling under tariff in column (2), originating in the country as specified in the corresponding entry in column (4), and
produced by the producer as specified in the corresponding entry in column (5), by the exporter as specified in the corresponding entry
in column (7), and imported into India, an anti-dumping duty at the rate equal to the amount as indicated in the corresponding entry in
column (8), in the currency as specified in the corresponding entry in column (10) and as per unit of measurement as specified in the
corresponding entry in column (9) of the said Table.

TABLE
Sl. Tariff Description Country of Country of . L
o Producer Exporter Amount Unit Curency
No. Item of goods Origin Export
(1) 2 3 4 (5) (6) ) (C)] ©) (10)
1 Meta People’s People’s Jiangsu Changshan 0.57 Kg US Dollar
Phenylene | Republic of | Republic of | Tianjiayi Haich
2921 51 20 . y. pu. ico epu. ico |an1|§y| aic ?ng
Diamine China China Chemical Chemical
(MPDA) Co.Ltd Co.Ltd
2 Meta People’s People’s Any combination other 0.78 Kg US Dollar
Phenylene Republic of | Republic of | than mentioned in Sr.no.
2921 51 20 L . .
Diamine China China 1 of above producer and
(MPDA) exporter
3 Meta People’s People’s Zhejiang Zhejiang 0.61 Kg US Dollar
Phenylene Republic of | Republic of | Chemical Chemical
2921 51 20 T ) )
Diamine China China Co.Ltd Co.Ltd
(MPDA)
4 Meta People’s People’s Any combination other 0.78 Kg US Dollar
Phenylene Republic of | Republic of | than mentioned in Sr.no.
292151 20 . . .
Diamine China China 3 of above producer and
(MPDA) exporter
5 Meta People’s Any Any Any 0.78 Kg US Dollar
Phenylene Republic of | other than
292151 20 Diamine China People’s
(MPDA) Republic of
China
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Sl. Tariff Description Country of Country of )
o Producer Exporter Amount Unit Curency
No. Item of goods Origin Export
(€] 2 3 4 ®) (6) ) (8 © (10)
6 Meta Any People’s Any Any 0.78 Kg US Dollar
Phenylene other than Republic of
292151 20 Diamine People’s China
(MPDA) Republic of
China

2. The anti-dumping duty imposed under this notification shall be levied for a period not exceeding six months (unless revoked,
amemded or superseded earlier) from the date of publication of this notification in the Gazette of India and shall be paid in Indian
currency

Explantaion.- For the purposes of this notification, rate of exchange applicable for the purposes of calculation of such anti-dumping
duty shall be the rate which is specified in the notification of the Government of India, in the Ministry of Finance
(Department of Revenue), issued from time to time, under section 14 of the Customs Act, 1962 (52 of 1962) and the relevant date for
determination of the rate of exchange shall be the date of presentation of the bill of entry under section 46 of the said Customs Act.

[F.No0.354/26/2013-Tru]
AKSHAY JOSHI, Under.Secy.
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P.R. 62
S.C. 20

MINISTRY OF HEALTH AND FAMILY WELFARE
NOTIFICATION
New Delhi, the 20 ™ March, 2013

S.0.792(E).- In exercise of the powers conferred by Clause (e) of section 4, read with sub-section (3) of Section 6 of the All
India Institute of Medical Sciences Act, 1956(25 of 1956), the Central Government hereby nominates Shri Keshav N.Desiraju,
Secretary, Ministry of Health and Family Welfare, New Delhi to be a member of All India Institute of Medical Sciences, New Delhi, in
place of Shri P.K.Pradhan and for that purpose makes the following amendment in the notification of Government of India in the Ministry
of Health and Family Welfare , number V-16011/1/2009-ME-I, datged 17" November, 2011 published in the Gazette of India Part I,
Section 3, Sub-section (ii) vide S.0.2582(E), dated 17" November, 2011:

In the said notification, for serial number 2 and entry relating thereto, the following serial number and entry should be
substituted, namely :-

"2. Shri Keshav N.Desiraju,
Secretary,
Ministry of Health and Family Welfare , New Delhi."
[F..No.V-16011/2009-ME-I]
SUNDEEP KUMAR NAYAK , Jt.Secy.)
Foot Note:- The principal notification was published in the Gazette of India, (Extraordinary), vide S.0.2582(E), dated 17-11-2011.
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P.R. 63
S.C. 20
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MINISTRY OF CORPORATE AFFAIRS
NOTIFICATION
New Delhi, Dated, 21st March, 2013

G.S.R.183(E).- In exercise of the powers conferred by section 58A 642 of the Companies Act, 1956 (1 of 1956), the Central
Government in consultation with the Reserve Bank of India, hereby makes the following rules further to amend the Companies
(Acceptance of Deposits) Rules, 1975, namely:-

1. (1) These rules may be called the Companies (Acceptance of Deposits Amendment) Rules, 2013.
(2) They shall come into force on the date of their publication in the Official Gazette.
2. In the Companies (Acceptance of Deposits) Rules, 1975,-

(i) in rule 2, in clause (b), for sub clause (x), the following sub-clause shall be substituted, namely:-

“(x) any amount raised by the issue of bonds or debentures secured by the mortgage of any fixed assets referred to in Schedule VI of
the Act excluding intangible assets of the company or with an option to convert them into shares in the company:

Provided that in the case of such bonds or debentures secured by the mortgage of any fixed assets referred to in Schedule VI of the Act
excluding intangible assets the amount of such bonds or debentures shall not exceed the market value of such fixed assets”;

(ii) for rule 1 1A, the following rule shall be substituted, namely:-

“The Regional Director or Registrar of Companies or any other officer of the Central Government shall be authorised to make
complaints under sub-section (2) of section 58AAA of the Act.”.

[F No 11/2 /2012- CL-V-(A)]
RENUKA KUMAR, Jt. Secy.

Note:- The principal notification was published in the Gazette of India, Part Il. Section 3, Sub-section (i) vide humber G.S.R. 432(E)
dated the 18th January, 1956 and subsequently amended vide the following notifications:-

Serial T —
Number Notification Number Notification Date
1 SRO 524 (E) 18.09.1975
2 SRO 684 (E) 29.11.1975
3 SRO 427 (E) 29.06.1976
4 SRO 820 (E) 24.09.1976
5 SRO 965 (E) 29.12.1976
6 SRO 385 (E) 17.06.1977
7 GSR 386(E) 17.06.1977
8 GSR 424 (E) 27.06.1977
9 GSR 793 (E) 20.12.1977
10 GSR 200 (E) 30.03.1978
11 GSR 252(E) 27.04.1978
12 GSR 341 (E) 29.06.1978
13 GSR 378 (E) 17.07.1978
14 GSR 586 (E) 21.12.1978
15 GSR 109 (E) 21.03.1980
16 GSR 185 (E) 01.04.1980
17 GSR 380 (E) 24.06.1980
18 G SR 435 (E) 18.07.1980
19 GSR 546 (E) 24.09.1980
20 GSR 187 (E) 20.03.1981
21 GSR 44 (E) 12.01.1982
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Serial I —
Number Notification Number Notification Date
22 GSR 286 (E) 19.03.1985
23 GSR 372 (E) 19.04.1985
24 GSR 482 (E) 05.06.1985
25 GSR 7(E) 02.01.1986
26 GSR 358 (E) 01.04.1987
27 GSR 620 (E) 01.07.1987
28 GSR 850 (E) 12.10.1987
29 GSR 551 (E) 07.06.1990
30 GSR 39 (E) 10.01.1992
31 GSR 814 (E) 19.10.1992
32 GSR 744 (E) 10.12.1993
33 GSR 767 (E) 01.12.1995 and
34 GSR 155 (E) 19.03.1997

P.R. 64
S.C. 20
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MINISTRY OF FINANCE

(Department of Revenue)

NOTIFICATION
New Delhi, the 19 ™ March, 2013

G.S.R.181(E).- In exercise of the powers conferred by clause (a) of Section 9 of the Prevention of lllicit Traffice in Nacrcotic
Drugs and Psychotropic Substances Act, 1988 (46 of 1988) and in supersession of the Naotification of the Government of India Ministry
of Finance, Department of Revenue No. G.S.R.230(E), dated 20™ March, 2012 except as respects things done or omitted to be done
before such supersession, the Central Government hereby constitutes an Advisory Board for a period of one year consisting of:-

(i) Honble Mr.Justice Sanjay Kishan Kaul, Chairperson

(ii) Hon ble Mr.Justice Vipin Sanghi, Member

(iii) Hon"ble Mr.Justice Suresh Kait, Member

This Notification shall come into force with effect from 23" March, 2013.

[F.No.U. 11016/01/2011-PITNDPS]

VINESH PACHNANDA, Under Secy.

Foot Note: This Notification G.S.R. 230(E), dated 20" March, 2012 was published in the Gazette of India (Extraordinory) Part II,

Section 3, Sub-section (i) on 20" March, 2012.

P.R. 65
S.C. 20
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MINISTRY OF AGRICULTURE
(Department of Agriculture and Co-operation)
NOTIFICATION
New Delhi, the 12 " March, 2013

S.0.621(E).- In exercise of the powers conferred section 4 of the Insecticides Act, 1968 (46 of 1968), the Central Government
hereby makes the following amendments in the notification of the Government of India in the erstwhile Ministry of Food, Agriculture,
Community Development and Co-operation, number G.S.R. 301 (E), dated the 27" February, 1971, namely:-

In the said notification for item (xvi) and the entries relating thereto, the following item and entries shall be substituted namely:-
"(xvi) Dri. Shalini Chawla, Professor,
Department of Pharmacology, (For a period of three years from the date of ppublication of this notification)".
Maulana Azad Medical Collede, New Delhi
[F.N0.19-6/2008-PP-IVol.ll]
UTPAL KUMAR SINGH, Jt. Secy. (Plant Protection)

Note : The Principal notification was published in the Gazette of India, Extraordinary, Part-ll, Section 3, Sub-section(i), vide Number
G.S.R.310(E), dated the 27" February, 1971 and last amended by:-

))S.0. 1244(E), dated the 30" May, 2012
y
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MINISTRY OF TEXTILES
ORDER
New Delhi, the 22 " March, 2013

S.0.818(E).- Whereas the Central Government vide Order No. 2659(E), dated 31* October 2012 (herein after referred to as the
Principal Order) issued under the provision of Section 3 of the Jute Packaging Materials (Compulsory Use in Packing Commodities)
Act, 1987 (hereinafter referred to as the JPM Act ) reserved a minimum of 40% of the production of sugar and 90% of the production of
food grains, after providing for upfront exemption of 3.5 lakh bales of HDPE/PP bags for food grains shall be packed in jute packaging
material for the jute year 2012-13. The validity of the said Principal Order is up to 30-6-2013.

And, whereas, under the provisions of Section 16(1) of the JPM Act, the Central Government, if it is of the opinion that it is
necessary or expedient so to do in the public interest, may exempt any person or class of persons, supplying or distributing any
commodity or class of commodities, from the operation of an order made under Section 3 of the Act.

And, whereas the Central Government in excise of its power under Section 16(1) of the JPM Act vide Order No.S.0.504(E),
dated 4™ March, 2013 have exempted the state agencies from the operation of Principal Order (and thus allowing for packaging food
grains in material other than jute) up to the extent of a total quantity of 5.05 lakh bales for the period from January-March 2013 during
jute year 2012-13, subject to the condition that the entire orders of HDPE/EPP bags were to be placed by 10" March, 2013 and supplies
shall be completed by 31% March, 2013.
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And, whereas on the request of Department of Food and Public Distribution, the Central Government in exercise of its powers
under Section 16(1) of the JPM Act, vide Order No.S.0.No. 596(E), dated 11" March, 2013, extended the dates in the S.0.No. 504(E),
dated 4™ March, 2013 for placement of orders beyond 10" March, 2013 i.e., up to 15" March, 2013 and completion of supplies beyond
31% March, 2013 i.e., up to 15" April, 2013 for a quantity of 2.30 lakh bales only of HDPE/PP bags during jute year 2012-13.

And, whereas the Department of Food and Public Distribution have informed that keeping in view the capacity constraints of the
HDPE/PP bags manufacturing industry, DGS&D has not been able to order a quantity of 1.4 lakh bales by 15" March, 2013 for delivery
up to 15" April 2013 and hence requested that the dates in the Central Government Order No.S.0.596(E), dated 11" March, 2013 be
extended for placement of orders beyond 15" March, 2013 to 31 March, 2013 and completion of supplies beyond 15" April, 2013 to
30" April, 2013 for a quantity of 1.40 lakh bales only HDPE/PP bags during the jute year 2012-13.

And, whereas the Government of India have considered in consultation with the Jute Commissioner, that due to the revised
planned demand of jute bags, the projected indents for April, 2013 would be for about 2.38 lakh bales and the assessed backlog by the
end of March, 2013 will be about 0.04 lakh bales, totaling to about 2.78 lakh bales, Adding another 1.40 lakh bales, totaling to about
4.18 lakh bales is beyond the capacity/commitment of the jute mills. Moreover, the fresh indents and likely backlog is enough to engage
the entire capacity of the jute mills in April, 2013.

And, whereas, in view of the problems likely to be faced by the State Procurement Agencies due to shortage of supply of bags
beyond 30™ April, 2013 of jute year 2012-13 Now, therefore the Central Government being the opinion that it is necessary or expedient
so to do in the public interest, and in exercise of the powers under the provision of Section 16(1) of the JPM Act, allows dates in the
S.0.No. 596(E), dated 11™ March, 2013 be further extended for placement of orders beyond 15" March, 2013 i.e., up to 31* March,
2013 and completion of supplies beyond 15" April, 2013 i.e., up to 30" April, 2013 for a qunatitiy of 1.40 lakh bales only of HDPE/PP
bags during the jute year 2012-13.

[F.N0.9/25/2012-Jute]
SUJIT GULATI, Jt. Secy.
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MINISTRY OF HEALTH AND FAMILY WELFARE
NOTIFICATION
New Delhi, the 30" January, 2013

G.S.R. 53 (E).- Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, was published, as
required by section 12 read with section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), vide notification of the Government of
India, Ministry of Health and Family Welfare (Department of Health), number G.S.R. 821(E), dated the 18th November, 2011, in the
Gazette of India, Extraordinary, Part Il, section 3, sub-section (i), dated the 18th November 2011, inviting objections and suggestions
from all persons likely to be affected thereby before the expiry of a period of forty five days from the date on which the copies of the
Official Gazette of the said notification were made available to the public;

And whereas copies of the Gazette were made available to the public on the 24" November,2011;

And whereas, objections and suggestions received from the public on the said rules havebeen considered by the Central
Government;

Now, therefore, in exercise of the powers conferred by sections,12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of
1940), the Central Government, after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to
amend the Drugs and Cosmetics Rules, 1945, namely:-

1. (1) These rules may be called the Drugs and Cosmetics (First Amendment) Rules, 2013.

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

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said rules),-

(i) after rule 122DAA, the following rule shall be inserted, namely:-

"122-DAB. - Compensation in case of injury or death during clinical trial.-

1) In the case of an injury occurring to the clinical trial subject, he or she shall be given free medical
management as long as required.
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2)

3)

4)

5)

(6)

@)

In case the injury occurring to the trial subject is related to the clinical trial,such subject shall also be
entitled for financial compensation as per order of the Licensing Authority defined under clause (b) of
rule 21, and the financial compensation will be over and above any expenses incurred on the
medical management of the subject.

In the case of clinical trial related death of the subject, his/her nominee(s) would be entitled for
financial compensation, as per the order of the Licensing Authority defined under clause (b) of rule
21, and the financial compensation will be over and above any expenses incurred on the medical
management of such subject.

The expenses on medical management and financial compensation in the case of clinical trial injury
or death of the trial subject shall be borne by the sponsor of the clinical trial.

Any injury or death of the subject occurring in clinical trial due to following reasons shall be
considered as clinical trial related injury or death and the subject or his/her nominee(s), as the case
may be, are entitled for financial compensation for such injury or death:

(a) adverse effect of investigational product(s);

(b) violation of the approved protocol, scientific misconduct or negligence by the Sponsor or his
representative or the investigator;

(c) failure of investigational product to provide intended therapeutic effect;
(d) use of placebo in a placebo-controlled trial;

(e) adverse effects due to concomitant medication excluding standard care, necessitated as part
of approved protocol;

()  forinjury to a child in-utero because of the participation of parentin clinical trial;
(g) any clinical trial procedures involved in the study.

The Sponsor, whether a pharmaceutical company or an institution shall give an undertaking along
with the application for clinical trial permission to the Licensing Authority defined in clause (b) of Rule
21, to provide compensation in the case of clinical trial related injury or death for which subjects are
entitled to compensation.

In case the Sponsor fails to provide medical management for the injury to the subject and / or
financial compensation to the trial subject for clinical trial related injury or financial compensation to
the subject's nominee(s) incase of clinical trial related death of the subject, the Licensing Authority
may after giving an opportunity to show cause why such an order should not be passed, by an order
in writing, stating the reasons thereof, suspend or cancel the clinical trial and / or restrict Sponsor
including his representative(s) to conduct any further clinical trials in the country or take any other
action deemed fit under the rules.

(i) in the said rules, in Schedule Y, in paragraph 2 relating to Clinical Trial,

(a) in sub paragraph (2) relating to Responsibilities of Sponsor,-

(i) clause (iv) shall be substituted with the following, namely:

(iv)

Any report of serious adverse event of death occurring in clinical trial, after due analysis
shall be forwarded by the Sponsor to Chairman of the Ethics Committee and Chairman of the Expert
Committee constituted by the Licensing Authority as defined under rule 21(b) under Appendix Xl
with a copy of the report to the Licensing Authority and the head of the Institution where the trial has
been conducted within ten calendar days of occurrence of the serious adverse event of death. The
report of the serious adverse event other than death, after due analysis, shall be forwarded by the
Sponsor to the Licensing Authority, Chairman of the Ethics Committee and the head of the Institution
where the trial has been conducted with in ten calendar days of occurrence of the serious adverse
event."

(b) after clause (iv), the following shall be inserted, namely:-

"(v)

(vi)

in case of injury or death occurring to the clinical trial subject,the Sponsor (whether a pharmaceutical
company or an Institution)or his representative, whosoever had obtained permission from the
Licensing Authority for conduct of the clinical trial, shall make payment for medical management of
the subject and also provide financial compensation for the clinical trial related injury or death in the
manner as prescribed in Appendix XII;

the Sponsor (whether a pharmaceutical company or an Institution) or his representative, whosoever
had obtained permission from the Licensing Authority for conduct of the clinical trial shall submit
details of compensation provided or paid for clinical trial related injury or death, to the Licensing
Authority within thirty days of the receipt of the order of the Licensing Authority."

(c) insub paragraph (3) relating to Responsibilities of the Investigator(s),-

(i) the sub paragraph "(3)" shall be numbered as "(3) (i)";
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(i) in the so numbered, clause (i), the words and figures "Sponsor with in 24 hours and to the Ethics
Committee that accorded approval to the study protocol within 7 working days of their occurrence" shall
be substituted with the words, figures and brackets "Licensing Authority defined under clause (b) of rule
21, the Sponsor or his representative, whosoever had obtained permission from the Licensing Authority
for conduct of the clinical trial, and the Ethics Committee that accorded approval to the study protocol,
within twenty four hours of their occurrence. The report of the serious adverse event of death, after due
analysis shall be forwarded by the Investigator to Chairman of the Ethics Committee and Chairman of
the Expert Committee constituted by the Licensing Authority under Appendix XII with a copy of the
report to the Licensing Authority and the head of the Institution where the trial has been conducted with
in ten calendar days of occurrence of the serious adverse event of death. The report of the serious
adverse event other than death,after due analysis shall be forwarded to the Licensing Authority,
Chairman of the Ethics Committee and the head of the Institution where the trial has been conducted
within ten calendar days of occurrence of the serious adverse event.";

(iii) after the so numbered clause (i), the following clause shall be inserted, namely:-

"(iiy The Investigator shall provide information to the clinical trial subject through informed consent
process as provided in Appendix V about the essential elements of the clinical trial and the
subject's right to claim compensation in case of trial related injury or death. He shall also inform the
subject or his / her nominee(s) of their rights to contact the Sponsor or his representative
whosoever had obtained permission from the Licensing Authority for conduct of the clinical trial for
the purpose of making claims in the case of trial related injury or death.";

(d) in clause (5) relating to Responsibilities of the Ethics Committee, after sub-clause (iii), the

following sub-clause shall be inserted, namely:-

"(iv) In case of serious adverse event of death occurring to the clinical trial subject, the Ethics Committee
shall forward it's report on the serious adverse event of death, after due analysis, along with its
opinion on the financial compensation, if any, to be paid by the Sponsor or his representative,
whosoever had obtained permission from the Licensing Authority as defined under rule 21(b) for
conducting the clinical trial, to the Chairman of the Expert Committee constituted by the Licensing
Authority under Appendix XII with a copy of the report to the Licensing Authority within twentyone
calendar days of the occurrence of the serious adverse event of death. In case of serious adverse
event, other than death occurring to the clinical trial subject, the Ethics Committee shall forward its
report on the serious adverse event after due analysis along with its opinion on the financial
compensation, if any, to be paid by the Sponsor or his representative, whosoever had obtained
permission from the Licensing Authority for conducting the clinical trial, to the Licensing Authority
within twenty one calendar days of the occurrence of the serious adverse event.

"(e) after sub paragraph (5), the following shall be inserted namely:-

"5(A). Serious Adverse Events

(iii)

B)

(1) A serious adverse event is an un toward medical occurrence during clinical trial that is associated with

death, in patient hospitalisation (in case the study was being conducted on out-patient), prolongation of
hospitalisation (in case the study was being conducted on in-patient), persistent or significant disability or
in capacity, a congenital anomaly or birth defect or is otherwise life threatening.

(2) The Investigator shall report all serious and unexpected adverse events to the Licensing Authority as

defined under clause (b) of rule 21, the Sponsor or his representative, whosoever had obtained
permission from the Licensing Authority for conduct of the clinical trial, and the Ethics Committee that
accorded approval to the study protocol, within twenty four hours of their occurrence as per Appendix X,
and the said Licensing Authority shall determine the cause of injury or death as per the procedure
prescribed under Appendix Xll and pass orders as deemed necessary".

in APPENDIX V,

(A) in serial number 1, in sub serial number 1.1, the entries against item number 9 shall be substitute
with the following, namely:-
"9. Statement describing the financial compensation and medical management as under
(&) In the event of an injury occurring to the clinical trial subject, such subject shall be provided
free medical management as long as required.

(b) Inthe event of a trial related injury or death, the Sponsor or his representative, whosoever has
obtained permission from the Licensing Authority for conduct of the clinical trial, shall provide
financial compensation for the injury or death.";

in serial number 2, after the line "Date of Birth / Age ................. "the following shall be inserted, namely:-

"Address of the Subject .....................
Qualification .............cccoeennns
Occupation: Student /Self-Employed / Service / Housewife /
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Others (Please tick as appropriate)
Annual Income of the subject ...................

Name and address of the nominee(s) and his relation to the
subject.........coooieinnn (for the purpose of compensation in case of

trial related death).";

(C) after the words, "Name of the witness ......... " occurring at the end, the following shall be inserted, namely:-

"(Copy of the Patient Information Sheet and duly filled Informed Consent Form shall be handed over to the
subject or his /her attendant)."”;

(iv) after APPENDIX XI, the following shall be inserted, namely:-

@

@)

(©)

4)

@)

"APPENDIX XIlI
Compensation in case of Injury or death during clin ical trial
In the case of an injury occurring to the clinical trial subject, he or she shall be given free medical
management as long as required.

In case the injury occurring to the trial subject is related to the clinical trial, such subject shall also be
entitled for financial compensation as per order of the Licensing Authority defined under clause (b) of rule
21, and the financial compensation will be over and above any expenses incurred on the medical
management of the subject.

In the case of clinical trial related death of the subject, his/her nominee(s) would be entitled for financial
compensation, as per the order of the Licensing Authority defined under clause (b) of rule 21, and the
financial compensation will be over and above any expenses incurred on the medical management of the
subject.

The financial compensation for clinical trial related injury or death could be in the form of:-

(a) payment for medical management

(b) financial compensation for trial related injury;

(c) financial compensation to nominee(s) of the trial subject incase of death;

(d) financial compensation for the child injured in-utero because of the participation of parent in clinical trial.

The Sponsor or his representative, whosoever had obtained permission from the Licensing Authority for
conduct of the clinical trial, shall provide financial compensation, if the injury or death has occurred

because of any of the following reasons, namely:-

@)
(b)
(©

(d)
(€)
®

)

adverse effect of investigational product(s);
any clinical trial procedures involved in the study;

violation of the approved protocol, scientific misconduct or negligence by the Sponsor or his
representative or the Investigator

failure of investigational product to provide intended therapeutic effect;
use of placebo in a placebo-controlled trial;

adverse effects due to concomitant medication excluding standard care, necessitated as part of
approved protocol;

injury to the child in-utero because of the participation of parent in clinical trial.

(6) Procedure for payment of financial compensation

(a) The Investigator shall report all serious and unexpected adverse events to the Licensing Authority as

(b)

defined under clause (b) of rule 21 the Sponsor or his representative whosoever had obtained permission
from the Licensing Authority for conduct ofthe clinical trial and the Ethics Committee that accorded
approval to the study protocol, within twenty four hours of their occurrence as per Appendix XI.

(i) The cases of serious adverse events of death shall be examined as under:

(A) Anindependent Expert Committee shall be constituted by the Licensing Authority as defined unde
rule 21(b) to examine the cases and recommend to the Licensing Authority for the purpose of
arriving at the cause of death and quantum of compensation in case of clinical trial related death.

(B) The Sponsor or his representative, whosoever had obtained permission from the Licensing
Authority for conducting the clinical trial, and the Investigator shall forward their reports on serious
adverse event of death after due analysis to Chairman of the Ethics Committee and Chairman of
the Expert Committee with a copy of the report to the Licensing Authority as defined under rule
21(b) and the head of the Institution where the trial has been conducted, within ten calendar days
of occurrence of the serious adverse event of death.

(C) The Ethics Committee shall forward its report on serious adverse event of death after due
analysis along with its opinion on the financial compensation, if any, to be paid by the Sponsor or
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his representative, 'whosoever had obtained permission from the Licensing Authority as defined
under rule 21(b) for conducting the clinical trial, to the Chairman of the Expert Committee with a
copy of the report to the Licensing Authority within twenty one calendar days of the occurrence of
the serious adverse event of death.

(D) The Expert Committee shall examine the report of serious adverse event of death and give its

E)

F

©)

recommendations to the Licensing Authority for the purpose of arriving at the cause of the
adverse event within thirty days of receiving the report from the Ethics Committee, and the Expert
Committee while examining the event, may take into consideration, the reports of the Investigator,
Sponsor or his representative whosoever had obtained permission from the Licensing Authority
for conducting the clinical trial and the Ethics Committee.

In the case of clinical trial related death, the Expert Committee shall also recommend the quantum
of compensation to be paid by the Sponsor or his representative, whosoever had obtained
permission from the Licensing Authority as defined under rule 21(b) for conducting the clinical
trial.

The Licensing Authority shall consider the recommendations of the Expert Committee and shall
determine the cause of death and pass orders as deemed necessary.

In case of clinical trial related death, the Licensing Authority, after considering the
recommendations of the Expert Committee, shall decide the quantum of compensation to be paid
by the Sponsor or his representative, whosoever had obtained permission from the Licensing
Authority for conducting the clinical trial and shall pass orders as deemed necessary within three
months of receiving the report of the serious adverse event.

(i) Cases of serious adverse events, other than deaths, shall be examined as under:

)

B)

©

D)

©

The Sponsor or his representative, whosoever had obtained permission from the Licensing
Authority for conducting the clinical trial, and the Investigator shall forward their reports on serious
adverse event, after due analysis, to the Licensing Authority as defined under rule 21(b),
Chairman of the Ethics Committee and the head of the Institution where the trial has been
conducted within ten calendar days of occurrence of the serious adverse event.

The Ethics Committee shall forward its report on the serious adverse event, after due analysis,
along with its opinion regarding the financial compensation, if any, to be paid by the Sponsor or
his representative, whosoever had obtained permission from the Licensing Authority as defined
under rule 21(b) for conducting the clinical trial, to the Licensing Authority within twenty one
calendar days of occurrence of the serious adverse event.

The Licensing Authority shall determine the'cause of injury and pass order as deemed
necessary. The Licensing Authority shall have the option to constitute an independent Expert
Committee, wherever considered necessary, to examine such serious adverse events of injury
which will recommend to the Licensing Authority for arriving at the cause of the injury and also the
guantum of compensation in case of clinical trial related injury, to be paid by the Sponsor or his
representative whosoever had obtained permission from the Licensing Authority as defined under
rule 21(b) for conducting the clinical trial.

In case of clinical trial related injury, the Licensing Authority,shall decide the quantum of
compensation to be paid by the Sponsor or his representative whosoever had obtained
permission from the Licensing Authority for conducting the clinical trial, and shall pass orders as
deemed necessary within three months of receiving the report of the serious adverse event.

The Sponsor or his representative, whosoever had obtained permission from the Licensing
Authority for conducting the clinical trial, shall pay the compensation in case of clinical trial related
injury or death as per the order of the Licensing Authority as defined under rule 21 (b) within thirty
days of thereceipt of such order.

F. No. X-11014/6/2011-DFQC]
ARUN K. PANDA, Jt. Secy.

Foot note: The principal rules were published in the Gazette of India vide notification No. F.28-10/45-H (1) dated the
21st December, 1945 and last amended vide notification number G.S.R. 844(E), dated the 26th November, 2012.
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION

New Delhi, the 24" January, 2013

G.S.R.43(E).- The following draft rules further to amend the Drugs and Cosmetics Rules, 1945, which the Central Government
proposes to make, in exercise of the powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940),
after consultation with the Drugs Technical Advisory Board, is hereby published for the information of all persons likely to be affected
thereby, and the notice is hereby given that the said draft rules shall be taken into consideration on or after the expiry of a period of
forty-five days from the date on which the copies of the Gazette of India containing these draft rules are made available to the public;

Any person interested in making any objection or suggestion on the proposed draft rules may do so in writing for consideration
of the Central Government within the period so specified through post to the Secretary, Ministry of Health and Family Welfare,
Government of India, Nirman Bhawan, New Delhi-110108.

DRAFT RULES
1. (1) These rules may be called the Drugs and Cosmetics (1st Amendment) Rules, 2013
(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;
(@) in rule 69A, in sub-rule (1), after the proviso, for the ‘Explanation’, the following ‘Explanation’ shall be substituted, namely:-

“Explanation.- For the purpose of this rule a loan licence means a licence which a licensing authority may issue to an applicant
who intends to avail the manufacturing facilities owned by a licensee in Form 25.%;

(b) in rule 75A, in sub-rule (1), after the proviso, for the ‘Explanation’, the following ‘Explanation’ shall be substituted, namely:-
“Explanation.- For the purpose of this rule a loan licence means a licence which a licensing authority may issue to an applicant
who intends to avail the manufacturing facilities owned by a licensee in Form 28.";
(c) in rule 122 E, after clause (c), in the “Explanation”, in item (i), the words “or its inclusion in the Indian Pharmacopoeia, whichever is
earlier” shall be omitted;

(d) in Schedule D, against serial number 1, under the column heading "Extent and conditions of exemption’, after the words “or is of
commercial quality.”, the words, “Further, permission from licensing authority as defined in clause (b) of rule 21 has been obtained
for import of the substance for non-medicinal use without registration and import licence.” shall be inserted;

(e) in Schedule H, the entry “269. Ketamine Hydrochloride” shall be omitted;

(f) in Schedule S, after serial number 29 and the entries relating thereto, the following serial number and entry shall be inserted,
namely:-
"30. Sindoor 1S:14649:1999”;

(9) in Schedule X, after the item “Glutethimide’, the following item shall be inserted, namely:-

“Ketamine hydrochloride”.
[F.N0.X-11014/10/2011-DFQC]

ARUN K PANDA, Jt.Secy.
Foot Note: The principal Rules were published in the Official Gazette vide notification F.28-10/45-H (1), dated 21% December, 1945

and last amended vide notification number G.S.R. 844(E), dated the 26" November, 2012.
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MINISTRY OF FINANCE
(Department of Revenue)
NOTIFICATION

New Delhi, the 15" January, 2013

NO0.4/2013-Customs (N.T)

G.S.R.25(E).- In exercise of the powers conferred by sub-sections (2) and (3) of section 75 of the Custom Act, 1962 (52 of
1962), sub-sections (2) and (2A) of section 37 of the Central Excise Act, 1944 (1of 1944), section 93A and sub-sections (2) and (3) of
section 94 of the Finance Act, 1994 (32 of 1944), read with rules 3,4 and 5 of the Customs, Central Excise Duties and Service Tax
Drawback Rules, 1995, the Central Government, hereby makes the following amendments in the notification of the Government of India
in the Ministry of Finance (Department of Revenue) No. 92/2012- Customs (N.T.), dated the 4™ October, 2012 published vide number
G.S.R.742 (E), dated the 4™ October, 2012, namely:-

In the Schedule to the said notification, in Chapter 69 relating to "ceramic products” for tariff items falling under heading 6902
and the entries relating thereto, the following tariff items and entries shall be substituted, namely :-

"690201 | High Alumina (Bubble Alumina Based) Bricks and Shapes and/or | MT | 3.2% 2688 3.2% | 2688
Castables and Mortars

690202 | High Alumina (Synthetic Base) Bricks/Shapes and/or Ramming | MT 3.2% 2957 3.2% | 2957
Mass, Castables and Mortars

690203 | High Alumina Blast Furnace Stove Bricks/Shapes and Mortars MT 3.2% 2688 3.2% | 2688

690204 | High Alumina Bricks and Shapes and/or Ramming Mass, | MT 3.2% 2688 3.2% | 2688
Castables and Mortars

690205 | Magnesia Dolomite Bricks and Shapes and/or Ramming Mass, | MT 3.2% 1344 3.2% | 1344
Castables and Mortars

690206 | Magnesite Chrome Magnesia Co-clinker Bricks and Shapes | MT | 3.2% 1920 3.2% | 1920
and/or Ramming Mass, Castables and Mortars

690207 | Magnesia Carbon Bricks and Shapes and/or Ramming Mass, | MT 3.2% 1344 3.2% | 1344
Castables and Mortars

690208 | Magnesite Bricks and Shapes and/or Ramming Mass, Castables | MT 3.2% 1344 3.2% | 1344
and Mortars

690209 | Alumina Carbon Bricks and Shapes and/or Ramming Mass, | MT 4% 1440 4% 1440
Castables and Mortars

690210 | Alumina Carbon/ Slide Gate Plate Refractory and Attachments MT 3.2% 1344 3.2% | 1344

690211 | Alumina Fused Cast Refractories MT | 3.2% 1344 3.2% | 1344

690212 | Chrome Magnesite Bricks and Shapes and/or Ramming Mass, MT | 3.2% 1344 3.2% | 1344
Castables and Mortars

690213 | Alumina Carbon Continuous Casting Refractories and/or Mortars MT 4% 1440 4% 1440

690299 | Others 2% 2% "

P.R. 53
S.C. 20

e30°.¢3023Q),

[F-N0.609/135/2012-DBK]
SURESH KUMAR, Director (Drawback)

Note: The principal notification N0.92/2012-Customs (N.T) dated the 4™ October,2012 was published in the Gazette of India, vide
number G.S.R. 742(E), Extraordinary, part Il, Section 3, Sub-section (i) dated the 4™ October,2012.
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MINISTRY OF COMMERCE AND INDUSTRY
(Department of Commerce)
DIRECTORATE GENERAL OF FOREIGN TRADE
NOTIFICATION

New Delhi, the 21% January, 2013

G.S.R.33(E).- In exercise of the powers conferred by proviso to article 309 of the Constitution, the President hereby makes the
following rules further to amend the Indian Trade Service (Group 'A’) Rules, 1977, namely:-

1. (i) These rules may be called the Indian Trade Service (Group-A) Amendment Rules, 2013,
(ii) They shall come into force on the date of their publication in the Official Gazette.
2. In Rule 8 of the Indian Trade Service (Group 'A") Rules, 1977,-
(a) In sub-rule (1) (C) Grade-I, after the word "Selection" the words "on merit" shall be omitted.

3. In Rule 2 (d), Schedule-I of the Indian Trade Service(Group'A’) Rules, 1977, the following may substituted, namely:-

Sl.No. Existing Designation New Designation

1. Additional Chief Controller of Imports & | Additional Director General of Foreign
Exports (Additional CCLI & E). Trade (Additional DGFT).

2. Joint Chief Controller of Imports & Joint Director General of Foreign
Exports (Joint CCl & E) Trade (Joint DGFT)

3. Deputy Chief Controller of Imports & Deputy Director General of Foreign
Exports (Deputy CCl & E) Trade (Deputy DGFT)

4. Assistant Chief Controller of Imports & | Assistant Director General of Foreign
Exports (Assistant CCl & E). Trade (Assistant DGFT)

[No.A. 12011/1/2011-HRD-I]
G.A.REDDY, Dy. Director General of Foreign Trade (HRD)

Note: Principal Rules were notified vide Notification No.6/12/66/E-I, Dated : 03-08-1977 published in part I, Section 2 of the Gazette of
India dated the 6" August 1977 and subsequently amended by:

SI.No. Notification No. Date GSR No.
1. No.6 /12 /66-E.| 26-10-1978 267 dated 17-02-1979
2. No.A.4201 /61 / 77.E.| 28-10-1980 1181 dated 5-11-1980
3. No.A -12018 /2 /80.E. | 29-06-1981 666 dated 18-07-1981
4. No.A-12018/ 2 /80. E. | 23-02-1983 208 dated 12-03-1983
5. No.A- 42011/ 77 /82- E.I 10-04-1984 440 dated 5-05-1984
6. No.A-12018/ 2 /80. E. | 14-10-1987 806 dated 31-10-1987
7. No0.A-12018/ 2 /87. E. | 20-12-1988 1012 dated 31-12-1988
8. No.A- 12018/ 2 /87. E. | 01-01-1990 5 dated 6-1-1990
9. No.A- 42011 /77 / 87.EI/Admn 'G'/ 2136 | 07-05-1992 241 dated 23-5-1992
10. No.1/2/96-Pers.| 19-06-1996 252 (E) dated 21-06-1996
11. C-14/92-Pers. 24-12-1998 777 (E) dated 24-12-1998
12. No0.1/2/1996/- Pers.I 02-06-2000 517 (E) dated 2-6-2000
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MINISTRY OF ROAD TRANSPORT AND HIGHWAYS
NOTIFICATION
New Delhi, the 22" March, 2013

S.0.816(E).-In exercise of the powers conferred by section 5 of the National Highways Act, 1956(48 of 1956), the Central
Government hereby makes the following further amendments in the notification of the Government of India in the erstwhile Ministry of
Shipping Road Transport and Highways (Department of Road Transport and Highways) vide number S.0.1096(E). dated the 4™ August
, 2005, namely:-

In the Schedule to the said notification, for serial numbers 2,3,10,11 and 25 and the entries relating thereto, the following shall be
substituted, namely:-

"2 So much of National Highways No0.37, No. 52A, No.52B, | State Government of
No0.153, No0.229 [excluding from Km. 0.00 to Km. 233.00 | Arunachal Pradesh".
(Tawang-Bomdila-Nichipu)] and New NH No. 315A as are
situated within the State of Arunachal Pradesh

"3 So much of National Highways No.31, [excluding Km. 963.000 | State Government of
to Km. 1126 (Junction of National Highways 31C/31-Nalbari | Assam".

Guwahati)] No.31B, No0.36 [excluding from Km. 0.000 to Km.
38.000 (Section from Daboka to Nagaon)], No 37 [excluding
from Km.146.000 to Km. 274.000](Guwahati to Nagaon
including Guwanhati Bypass)], No. 37A, No.38, No.39, No.44,
No.51, No.52 [excluding from Km.345.000 to Km. 510.000
(section from North Lakhimpur to Jonai) and from Km. 845.000
to 876.000 (section from Rupai to Sitapani)] , No.52A, No.52B,
No.53, No0.61, No0.151, No.152, No.153, No.154, new NH
No0.315A and new NH No0.127B as are situated within the State
of Assam.

"10 So much of National Highways No.6 [excluding from Km. | State Government of
199.500 to Km. 183.200 (Bahragora-Jharkhand/West Bengal | Jharkhand".

Border)], No. 23, No.31, No0.32, No.33 [excluding from Km.
0.000 to Km. 333.500 (Barhi-Hazaribagh-Ranchi-Jamshedpur-
Mahulia-Bahragora)], No.75, Extension of No.75, No.78, No.80,
No0.98, No.99, No.100, new NH No0.333, New NH No0.343, New
NH No. 114A and New NH No. 133 as are situated within the
State of Jharkhand.

"11 So much of National Highway No.4, [excluding from Km. 0.0 to | State Government of
Km. 592.00 (Bangalore to Karnataka/Maharashtra Border) and | Karnataka".

from Km.216.914 to Km.318.000 (Bangalore-Hoskote-
Karnataka/Andhra Pradesh Border)], National Highway No.4A
[excluding from Km. 0.000 to Km. 84.120 (from Belgaum-
Goa/Karnataka Border)], National Highway No.9 [excluding from
Km. 348-800 to Km.423.800(Maharastra/Karnataka Border),
National Highway No.13 [excluding from Km.102.00 to
Km.418.600 (Bijapur Hungund-Hospet Chitradurga section) and
from Km.743.900 to Km.745.000 (Maroli Junction to Nanthoor
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Junction)], National Highway No.17 [excluding from Km. 3.700
to Km.17.200, Km.93.700 to Km.376.700 (Goa/Karnataka-
Border-Kundarpur- Surathkal- Nanthoor- Mangalore
Karnataka/Kerala Border)], National Highway No.48 [excluding
from Km.280.200 to Km. 189.500 (Nelamangala Junction on
National Highway 4 with National Highway 48 to Devihalli to
Hassan) and from Km.328.000 to Km.345.000(B.C Road to
Padil junction)], National Highway No.63 [excluding from Km.
280.300 to Km.375.740 (Hospet-Bellary-Karnataka/Andhra
Pradesh Border section)],National Highway No.67 , National
Highway No0.206, National Highway No0.207 [excluding
Km.58.300 to Km.139.180(Hoskote-Dobbaspet Section),
National Highway No.209, National Highway No0.212, National
Highway No.218 (including extension from Bijapur and
connecting Jevargi-Gulbarga and terminating at its junction with
National Highway 9 near Homnabad), National Highway
No0.234, new NH No.150 New NH No.167 as are situated within
the State of Karnataka.

"5

National Highways No.2B, No.6 [excluding from Km. 183.200
(from Kolkata to Jharkhand/West Bengal Border)], No.31
[(excluding from Km.447.000 to Km.470.000 and from
Km.476.150 to Km.551.00 (Dalkhola to Ghospukur near
Siliguri)], No.31C [excluding from Km. 228.00(Salsabari) to
Km.254.500 (Sankosh)], No.32, No.34(excluding from Km.31.00
(Barrasat) to Km.452.70(Dalkhola), No0.60 [portion from
Kharagpur to Raniganj and the highway starting from its junction
with NH2 near Raniganj connecting Pandaveswara-Dubrajpur-
Suiri and terminating at its junction with NH34 near Moregram],
No.35, No.55, No.60A and No.117 [from Km.0.0 to Km.7.16
(beginning of Kona Expressway) and Km.21.80 to Km.137 from
Joka to Bakkhali], No.80, No.81 and new NH No. 116B as are
situated within the State of West Bengal.

State Government of
West Bengal".

[F.No.NH-14013/2/2013-P&M]
MAYA PRAKASH, Dy.Secy.

Note: The principal notification was published vide number S.0.1096(E), dated the 4™ August, 2005 and last amended vide number
S.0.487(E), dated the 28" February, 2013.
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