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NOTIFICATION
New Dethi, the 3rd April, 2012
S0.726(—In exercise of the powers conferred by section 17 of the Export

| (Quality TonTroT and Inspection) Act, 1963 (22 of 1963), the Central Government hereby

makes the following rules, namely - ,

-1, Shert title and commencement.- . (1) These rules may be called the. Export of

Crushed Bones, Osseln and Gelatine (Quality Control, Inspection and Monitoring)
Rules, 2012, : '

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

"

2; Definitions: - In these rules, unless the contexi otherwisa requires, -

1963);

(b} "Bone Mill" means a premise where bones are crushed. A bone mil may have
Integrated collection centre: .

‘eslablished under the section 3 of the Act;”

{d) "Collection Center” means promises used for coliection of hones,. hides, skin,
tendons and - sihews  of animals and their transportation to the
astablishments; - : ' '

(e} “Competent Authority” means -any authority authorlzed or designated or
recognized by the Central Corpatent Authority for approvat and monitoring of
establistiment processing Crushed Bones, Osseln and Gelatine intendad for
exports; '

(fy "Crushed Bones® means crushed bones of animals of bovine origin in
different sizes for use in the production of Ossein and Gelatine and Includes
degreased hones chips and gel bones;

the Ceniral. Governm{_ant under section 4 of the Act:

1230l 1 1120y :

{c} "Central Competent Authority' means the Export Inspection Council

{(g) “Director" means the Director of Inspection and Quality Control appointed by-

- {a) "Act” means the Export (Quality Control and nspaction) Acl, 1963 (22 of =
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(h) "Estaplishment” means any premises where Crushed Bones or Ossein or
Gelatine are prepared, processad, packaged or stored:

(1 "Gelatine” means: the hatural, soluble protein, gelling or non-gelling intended
for human consumption or not intended for human consumption, obtalned by
the partiai hydrolysis of collagen produced from bones, hides and skins,
tendons and sinews of animals.

() "Heaith Certificate” means a corlificate Issued as per the rsquirements of the
importing country, '

(k) "Osseln" means the organic matrix of the bone left behind when tha mineral
salls are dissolved in dilute acid, {tis chemically simllar to collagen after de
mineralizing the bones with dilute hydrochloric acid;

(1) “Slaughter house" means the building, pramises or place which Is approved
by the local authority of the State Government or competant authority for the .
slaughtering the animals; .

3. Basis of compltance:- (1) It shall be the primary j‘esponsibimy of the collection centre
o ensure that hones, hides, skin, tendons and sinews of animals are handled,
stored and transported in hygienic conditions,

(2} )t shall be the primary responsibilily of the eslablishment to ensure that the
Crushed Bones, Ossein and Gelatine intended for export are handled and
processed al all stages of production, storage and transportation under
hygienic conditions so that the health requirements laid down under these
rules are met and the product conforms to the spedifications given In- the
Order by the Central Government under section 6 of the Act, For this
purpose, the establishment shall adopt Good Manufacturing Practices, Good:
Hygiene Practices and Hazard Analysis and Critical Controf Point system, as

applicable to i,

(3) The Cenlral Competen‘t Authority shall issue necessary nstructions from time
to time for registration, approval, monitoring and withdrawal of approval of
collection centres, hone mills and establishments, -

© {4) Ossain ano"Geiat‘ine shall not contaln residues- of notifiad substances in
- excess of the permitted Jevels or as fixed by the importing countries.

4 Conditicns to be complied for export of Grushec Bones, Oséein and Gelatine.- (1)
Any statutory restriction including commercial, environmental or. sonservation
easure imposded-froni time to time by Central or State Government atthoritles,

{2) Raw materials used for the manufacture of Crushed Bones, Ossein or Gelaline
-must Be derived from animals slaughtered in a slaughter house and whose
tarcasses have been found fit for human consumption following ante and post -
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- morteminspection or, in the case of hides and skins, from animals found fit for -
huran consumption,

- (3} The coliection centers shali comply with the requirements given in Annexure ~

I

(4) The slaughter houses Integraled with establishment shall comply with the
requirements given in Annexure — II. Other slaughter houses must be approved
by the State Governments and complying with the norms prescribed by the
Food Safely and Standards Authority of india.

{5) Crushed bones, Ossein or Gelatine intended for export shali be processed and
packed only by an approved establishment. Such establishments shall adopt
Good Manufacturing Practices, Good Hygiene Practicas and Hazard Analysis
and Critical Control Point system, as applicable to them.

(6) The establishment processing Crushed Bones shall .comply with the
requirements given in Annexure - ill. Such establishments shall procure bones
only from bone collection centers registerad with Chemical and Allied Export
Promotion Councit of India (CAPEXIL) or any other authority designated for the
purpose by the Central Competent Authority. '

{7) The establishment processing Osseln shall comply with the requirements given.
in Annexire - V. Such establishments shall’ procure crushed bones only fram
bone mills registered with Chemical and Allied Export Promation Councll of
India (CAPEXIL) or any other atithority designated for the puipose by. the
Central Competent Authority. : : 2

(8) The establishment processing Gelatine shall comply with the requirements
given In Annexure — V., Such establishments shall procure crushed banes,
hides, skin, tendons and sinews of animals only from bone mills / collection
centres registered with Chemical and Allied Export Promotion Counclt of India
(CAPEXIL) or any olher authority designated for the purpose by the Central .
Competent Authority. ‘

{9} The establishments processing Crushed Bones, Osseln and Gelatine shalt
comply with the specific requirements of the imporfing country as per the
instructions issued by the Central Competent Authority, :

(10)  An esteblishment shall have a responsible person empowered‘ lo take alf
necessary measures at all stages of production to ensure that all requirements
prescribed for the establishment are complied with. :
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5. Approval, Inspection and- monitoring of collection centres and gstablishments.-
(1) Having satisfied itself that the establishment meots the requirements with
regard to nature of activities it carries out, the Competent Authority shalt accord
approval to such establishment. The approved establishment shalf be allotted an
approval number,

(2} If the establishment decidas to cary out activities other than those for
which it has been appraved, it shafl obtain specific approval of the Central
Competent Authority prior to the commencement of the new activity,

{3} The Competent Authority shali periodically draw a list of establishments
approved by it and forward the same to the Central Compatent Authority.
Subsequent changes made In the list shall also be communicated 1o the
Gentral Comipetent Authority.

(4) The registered bone mills coflection cenlres and  aporoved
establishments shali be regularly monitored by the Compelent Authority.

{5) The Competent Authority  shall  take necsssary measures i the
requirements cease to be met. : '

{6) The Central Compstent Authority shall ensure that the Competent
Authority carrlas out its responsiblilities as per the instructions issued by it
from time to lime. For this purpose, the Central Compelent Authority shall

_conduct corporaie audit of the Compelent Authority at least once in a year,

(7} The Central Competent Authority shall notify appropriate authorities of the
list of approved establishments. _

(8} The Central Compstent Autharlity shall conduct supervisory audits of the
registere:d hone mills / collection centres and approved establishments to
ensure that thelr registration, approval and monitoring is being carried. out
by the Cempetent Authority in accordance with the instructions issued by it -

~and the provisions of thess rules, '

{9} The Ceniral Competent Authorily and the Competent Authority shall, at all
times, have frae access to all parts of the collection centres and approved
establishments Including thelr records pertalning to lmplementation of
requirements of this notification,

6. Ceriification .- On request from the exporter, the Central Competent Authority shatl
issue health / veterinary certificate, in the prescribed performa after satistying itself that .
the Crushed Bone, Ossein and Gelatine was processed in the approved establishiment
having valld approval number lssudd by the Compstent Authority as per the
requirements of these rules. :

7. Fee- (1) Fee-for Assessment: An assessment fea at the rate of rupees three
thousand shall be paid by the bone mills / collection centres and rupeas five thousand
by Osseln and Gelatine establishments to the competent authorlty every two years.

{(2) Fee for Health or Veterinary Cortificate.- A fee al the rate given here under
shall be paid by the exporter to the Cenlral Competent. Authority for every
consignment of Crushed Bone, Ossein and Gelatine intended for human
consumption.
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()  Crushed Bones: Rupees one thousand
() Osseln and Gelatine : Rupees five thousand

A fee at lhe rate given hereunder shall be paid by the exporter to the Central
Competent Authority for every éonsignment of Crushed Bones, Ossein and
Gelatine intended for technical end use.

(i) Crushed Bones: Rupess five hundred
(i)  Ossein and Gelatine: Rupees two thousand five hundred

However- no fee shall be payable for export of bonaftde sampies not
exceeding five kilograins net weight. |

8. Appeal: (1) AppeaE against the decision of the Competent Authority;

{a) Any person aggrieved by the decision of the Competent Authority
elther not fo accord It approval under sub-rule ([) of rule 5 or to
withdraw approval under sub-rule (8} of rule 5 may prefer an
appeal within forty-flve days of the receipt of such communication
to the Cenlral Competent Authority,

(b} The appeal shall be disposed of within thirty days of its receipt,
(2) Appeal against the decislon of the Central Competent Authority:;

(a) Any person aggrieved by the declslon of the Gentral Competant
Authority either not to accord it approval under sub-rule (1) of rule
5 or not to Issue health or veterinary cerlificate under rule 6 may
prefer an appeal within forty five days of the receipt of such
comriunication to an Appeliate Authority appointed by the
Central Government.

(.b) At least two-thirds of the fotal membership of the Appena
Authotity s 1al| conslst of non- officiats,

(¢} The quorum for any meetmg at the Appeliate Authority shall bé
three.

{d) The appeal shall be disposed of within thirty days of its receipt.
{¥. Neo. 3/61/2007-Export Inspection)
DEPINDER SINGH DHESH, Jt. Secy,

. - . A .
REQUIREMENT FOR COLLECTION CENTERS nnexure -4

a) They must have coverad place’to receive bones, hides, skin, tendons and sinews
of animals and thelr transportation to the establishments.

b} They must have adequate facilities for c!eaning and dls:nfection of the containers in
which bones, hides, skin, tendaons and sinews of animals are recelved as well as
the vehicles used for their transportation

1230154/ 12—
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They must have storage rooms with hard floors and smooth walls that are easy lo

clean ard disinfect and, where appropriate, provided with refrigeration facilities.

The storage rooms must be kept in a salisfactory state of cleanfiness and repair, so
that they do not constitute a source of contamination for the raw materials.

Annexure - |l

REQUIREMENT FOR SLAUGHTER HOUSE INTEGRATED WITH ESTABLISHMENT

Requirement for Slaughter House

1.

The construction, Fayoiat and equipment of slaughtérhOUSe shall comply with the
foltowing:

a. Staughterhouses shall have adequate and hygienic lalrage facilitles or climate
permitling, waiting pens that are easy to clean and disinfect. These facililies
shall be equipped for watering the anlmals and, If necessary, feeding them.

b, They shall aiso have separate facilities for sick or suspect animals to avoid
contamination of other anlmals.

c. The lay out of the lalraye shall facllitate ante-mortem inspections.

d. The floor shall be waler proof, easy to clean and disinfect and laid down in
such a way as to faclitale the drainage of the water oasily or provided with
equipment to remove water. There shall be no water stagnation on the floor,

8. The walls of the meat handling area shall be durable and have smooth suiface

which are easy to clean, and impermeablae waterproof and light colored.

f.  Walls shall he free from projeciion, all pipes and cables shall be neally
covered. Wall to wall-and wall to floor junctions shall be rounded off to facllitale
proper cleaning.

g. Cefiling shall be free from cracks, open joints and shall be smeoth, free from
rafters other than carcasses hanging devices, waterproof, light colored and
easy to clean.

h,  All doors and windows shall be durable and rade of corroslon resistant
-+ naterial and shall be of seli-closing type and easy to clean with fly proofing
arrangements,

I All entry points shall be provided with feet washing pit of suitable size. The pit
shall be provided with water and disinfectant. The pit-water shall be changed
at frequent interval.

j.' Instrumeants and _v}orking equipments such as tables, contaihers, conveyor
belis, knives and other utensils used shall be of simocoth corrosion resistant
materials, easy fo clean, wash with water and disinfeciants.

k. They must have faciiitles for disinfecting tools with hot water supplied at not
less than 82 °C, or an alternative system having an equivalent effect,

{,  The egquipment for washing hands used by the slaif engaged in handling
exposed meat “must have ilaps daesigned to prevent the spread of
contamination.

1
#
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m. There must be lockable facllities for the refrigerated storage of detained meat
and separate lockable facilities for the storage of meal declared unfit for

human consumption.

To avold contaminating meat, the slaughterhouses must have

a) sufficlent number of rooms, appropriate-to the operations being cairied ouf;

h) separate room for the emplying and cleaning of stomachs and Intestines;

¢) Installations that prevent contact ‘between the meat and floors, walls and
fixlures; and ‘

d) slaughter lines {(where operated) that are designed to allow constant progress
of the slaughter piocess and to avoid cross-contamination between the
different paris of the slaughter line. Whers mors than one slaughter line Is
operated in the same premises, there must be adequate separation of the lines

to prevent cross-contamination. .

Slaughter Hyglene

3.

Live animats brought in to the slaughter house shall comply with the followings: -

Only live, healthy animals shall be brought for staughler except that met with

a
an accident.

b. Durlng their collectlon‘and transportation, the animals shall be handled
_carefully without causing unnecessary distress.

c.  Animals showing symptoms of disease or originating in herds known to be

contaminated with agents of public health importance may only be transported
to the slaughterhouse when the campetent authority so permils.

After arrival In the slaughterhouse, the slaughter of the animats m'ust not he unduly
delayed.

Animals must be ciean.
Every animal to be slaughtered shall undergo ante-mortem Inspection by the
vaterinarlan. ‘ .

. Stunning, bleeding, skinning, evisceration and other dressing shall be eafried out

without undue delay and in a manner that avolds contaminating the meat.

Post-mortem inspection of all slaughtered animals shall be carfled in accordance

wlth the instructions tssued by the competent authority.

After.post-mortem inspection: .
(a) parts unfit for human consumption must be removed as soon as possible from.

the clean sectar of the establishment;
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i bunes; and

(b) meat detained or dedldvbd. unilt for ‘human consumption and Inedible by-
products must not come into contact with meat declared fit for human
consumption; and ' ' ‘

(¢) viscera or parts of viscera remaining In the carcass, except for the kidneys,
must be removed enllrely, iIf possible, and as soon -as possible, uniess
otherwise authorized by the compsetent authority. ‘

10. After Inspection and evisceration, siaughtered animals must be cleaned and chilled
lo not more than 4 °C as soon as possible, unless the meat Is cut while wan.

11, The carcasses must not contain visible fecal contamination and other dressing
must be carried out without undue delay and in a manner that avolds contaminating

the mealt. - '
12. Carcasses and offal must not come into contact with floors, walls or work stands.

Annexure — il
REQUIREMENT FOR ESTABLISHMENT PROCESSING CRUSHED BONES
The establishment shall have:
1. defined carlilage and ¢lean area;
2 Vno stagnant water or signs of any rodent harborage inside the premises;
3. roads tarfed or turfed to‘ prevent windblown dust;
' 4, adéquafe covered place to receive raw bones:
5, haré:i. smooth and washable floor to store the raw iaoneé;
6. proper drainage facility in the raw bone storage area,
A7, permanent structure to store Crushed Bones;
8. the walls smooth, light colored and without crevices;
g, ' waterpreof and cleanable switches and other installation of the wall;

10.adequate Javéiories, changing rooms and wash basins for staff and these shall
be away from the main processing portions; . :

1. adequate arrangement for protection against pests such as insscts, rodents and
hirds: :

12. a drainage facilily to meet hygiene requirements;

13.adequate facility for cleaning and disinfecting the container vehicles carrying

- H.adequale facilities for cleaning and disinfecting the contalners or recaptades in -
~hich raw bones are recelved and the vebicles in which they are transported,
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Annexire — v

REQUIREMENTS FOR ESTABLISHMENTS PROCESSING OSSEIN

The establishment shaill have:
{. defined cartitage and clean aréa;

2. no stagnant water or signs of any rodent hérborage inside the premises;

- 3. roads taired or turfed to prevént wind-blown dust;

4, designed in such a way to prevent éccumuiatlon oi‘ dirt, contact with toxle
materials, the shedding of particles Into food and formation of condensation or
undesirahle moulds on the suifaces:

5. separate covered area to recelve Crushed Bones, which Is easy to clean and
disinfact;

6. adequate lavatories, changing rooms and wash basins for staff;

7. separation between receiving area, processing area and storage of finishad

products;
8. adequate prov!sions for degreasing and for raceiving degreased and diiad bons;

9. sufficiant psoductlon gapacity for hot water / steam . for 1)|oce'%slng of Crushed
Hones; .

10.measuring equ;pment ‘to monitor temperature agamst time, if necessary,
pressure at critical points with adequate safety system to pr event msufﬂcient
heating;

11.adequate storage facility for cleaning materials and disinfectants;

12. adequate dréinage facility to avold sk of contamination;

_13.waste water disposal system meeting the central / state pollution controt board

requirements.

14.well-equipped in-house laboratory to conduct analyses or make use of services
of external laboratories approved by Gentral Competent Authority;

15. established controf for movement of personnel belween clean and unclean area:

16. documented pest control program;

17.hygiene control program, which include inSpect_lons of environment, squipment
and inspection schedules and its results maintained for at feast two years; :

18.storage area for storing of finished product to preclude contamination;
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19, established and. docurnentad cleaning procedure for all parts of the
eslablishment; By

20. syslem to dispose any materal éuspscted or known fo be contamihated;
- 21 provision for separately storing the Ossein Intended and not intended for human
consumption and are identiflable during production and transportation;

 Annexure -V

REQUIREMENTS FOR ESTABLISHMENTS ?ROCESSJNG GELATINE
A, Raw Materisl

1. For the production of Gelatine, any of the following raw material / materials shall

be used: o
a) osseln;

b) crushed bones;

¢) hides and skins of bovine aninrals, provided they have not undergone any
tanning pracess;

d)  pig skins:
&) poullry skin;
) [endons and sinews; and |
g} fish skin, scales and bones.
- Ossein shall be ﬁrooured fram approved ossein establishments, crushed bones
from bone mills and other raw malterials from collection cenires registered with

CAPEXIL or any other authority designated for the purpose by the Central
Competent Authority. ‘

o

3. Raw materal procured by the establishment shall be accompanted by a
doctment containing their origin and related Information essential to maintain
traceabllity., -

B. Hygiene Reruirements - The establishments shall -

have a coversd space to receive the raw materlal for processing gelatine;

have a clean and unclean sector, adequalely separated;

be constructed in such a way that it Is easy to clean and disinfect;

have stmooth floor surface and the floor laid down in such a way s0 as lo facllitate
the dralning of liquids; , : '

have adequate Javatories, changing rooms and wash basins with hand washing -
faciliies with running water; o

- 6. have appropriate arrangements for protection agains{ pests, such as insects,
rodents and birds; : :

have a waste disposal system: .

have its own laboratory or make use of the  service of an external laboratory
approved by the Central Competent Authority. to carry out necessary analysis;

N
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9. ensure that persons working in un-cleaned sector do not enter the clean sector
without changing thelr working clothes and footwear;

10.ensure that equipment and utensils are not taken from the un-cieaned sector to
clean sector without cleaning and disinfection;

11.ensure that plant hygiene Is controlled Ehrough reguiar Jnspec?;on of the
environment and eguipments; and

12.ensure that installations and equipments are kept in good state of repalr and
measuring aquipments are calibrated at regular intervals,

C, Production process:
The production process of gelatine shall ensure that; ' .

(a) all bone material Is crushed and degreased with hot water and treated with dilute
hydrochloric acid (at minimum concentration of 4% and pH<1.5) over a perlod of
at least 2 days. This treatment shall be followed either by

() an alkaline treatrent of saturated lime solution (pH>12.5) for a period of at
feast 20 days with a heat tmatment step of 138 °C minimum d,mng at
least” four seconds; or

(i) an acid treatment (PH<3.5)during ten hours minimum with a heat treatment
step of 138-140 °C minlmum atleast four seconds or

(i) a heat-and -pressure process for at least 20 mlnutes with aaturated stedm of
133°C at mors than 3 bars ,or »

(Iv) any approved equivalent process.

{b) other raw materials are subjected to a treatment with acid or alkall, followed by
one or more rinses. The pH shall be adjusted subsequently. Gelatine shall be
extracted by heating one or more times in succession, followed by purification by
means of filtratlon and heat treatment,

{c) gelatine, whether intended for human consumption or not Intended for human
consumption, Is produced and stored in the same establishment provided that
-the raw aterials and production process comply with requ:remen’m applying to
gelatine 'ntendc-d fik human constmption,

{d} the use of preservatives other than suiphur dioxide / hydrogen psroxide is
prohibited.

D. Requiremenis for finlshed products:

Each production hatch of gelatfne shall be subjectéd to tests to ensure that it mests the
following criteria
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E.

1. Microblological criterla:

Parametar o Lbvnit
Salmenella ' Ahsent In 25 gms

_2. Residues:
Element S Limit
Arsenic (As} 1ppm
Lead {Pb) 5 ppm
Cadmium (Cd ) 0.5 ppm
Mercury (Hg) . - 015 ppm
Chromium (Cr ) 10 ppm
Copper {Cu) 30 ppm
Zinc {(Zn) - ‘ 50 ppm
Sulphuir dioxide (SO,) . 50 ppm

- Hydrogen Peroxide (Ha Oy) .10 ppm

tdentiflcation:

.

The processor shal| ensure that Gelatino intended for human consuraption is
Kept separately and is identiflable during production, slorage and transportation.
During storage ‘and tranisportation, a label shall be affixed / altached to the
-container, carton or other packaging materfal, clearly indicating whether 1t is
‘Intended for human consumption’ or 'not Intended for human consumption’.
Packages containing Gelatine fit for human consumption shall also indicate the
date of minimum durabiiity,

- Each export package shall'be legibly and Indelibly marked with the followlng:

(i} Name and address of establishment with approval nurmber;

(i) Name and address of exporter, if different from the establishment;
(1} Baich or lot number,

{iv} Year, month of processing or manufacturing;

{v) Dale of minimum durability; |

{vi) Gross weight and net weight;
(vil) "GELATINE INTENDED FOR HUMAN CONSUMPTEON“ ar "GELATJNE

SUITABLE FOR ANIMAL CONSUMPTION / TECHNICAL PURPOSES",
depending upon the end use; and
{vill}) Product of India.
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