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PART I : SECTION (I) - GENERAL
Government Notifications

L.O. -B 4/96
FISHERIES AND AQUATIC RESOURCES ACT, No.2 OF 1996

REGULATIONS madeby the Ministerof Fisheriesand AquaticResources Development, under paragraphs(I) and (m)of sub section(I)
of Section61 of the Fisheries and AquaticResources Act, No.2 of 1996.

MAHINDA RAJAPAKSE,
Ministerof Fisheriesand

AquaticResourcesDevelopment.

Colombo,
14thSeptember, 1998.

Regulations

1. These regulations may be cited as the Fish Products(Export)Regulations, 1998.

2. (I) The provisionsof these regulationsshall be applicablein respectof-

(a) every person who is issued with a licence (hereinafter referredto as "Licensee")by the Directorof Fisheries and Aquatic
Resources (hereinafterreferred to as the "Competent - Authority")to operatea fish processingestablishmentwhich is used for
the processing of fish for export from Sri Lanka; and

(b) fishingboats whichareused for catching,takingandcollecting fishproductsforpurposesof export fromSri Lanka.(herein
after referredto as .. fishingboats".)

2 The licence referredto in paragraph(I) is the licence issuedby the Directorof Fisheriesand AquaticResouresunder the fish
Processing Establishments Regulations,1998publishedin Gazette Extraordinary No.1036/13 of 16thJuly, 1998tooperatea fish processing
establishment.

3. A r .hingboat that is used for processingfish in board shallbe subjectto suchconditionsconcerningits designand equipment,
area to be used for preparation and processingof fish products, freezing and storing of fish products,hygieneon-board, landing of fish
products, as are specified in Schedule "A"to these regulation.

4. The general hygieneconditionsto be maintainedin a fishing boatother than boats referredto in regulation 3 and the additional
hygieneconditionsto be maintainedin fishingboats whichare designedandequipped to preservefishon boardfor morethan twenty -four
hours (otherthan thoseequipped for keeping fish and molluscs alive withoutother meansof conservationon board),shall be as specified
in Schedule"B" to these regulations.

5. (I) Aninspectorappointedunder regulation12may.on behalfof theCompetentAuthority,carryout inspections of all fishing
boatsreferredto in regulations3and4, forpurposeofensuringthatsuchfishingboatscomplywiththeconditionsspecified
in Shedule 'A" or 'B' as the case may be.

(2) The CompetentAuthorityshall maintaina registerof all fishing boatsthat have been inspectedunder paragraph(I).

6. All fish productsintended for export shall -

(a) behandledduringandafterlandinginaccordancewithsuchrequirements asare specified inSchedule"C"to theseregulations

(b) have been handled.and where appropriateprepared,orocessed. frozen, defrostedor hygienicallystored in establishments
certifiedby theCompetentAuthorityunder regulation 10,in compliance with the requirements specifiedin Schedule"0"to
these regulations ;

(c) haveundergonea hygienecheckand a monitoring of production in accordancewith the requirements specifiedin Schedule
"E" to these regulations ;
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(d) be appropriately packaged in accordance with the requirements specified in Schedule "F'to these regulations;

(~) be stored and transported under satisfactory hygiene conditions based on the requirements specified in Schedule "0" to these
regulations; and

(j) be given an identification mark in accordance with the requirements specified in Schedule "H" to these regulations.

7. The placing on the market of aquaculture products shall be subject to me following conditions :-

(a) they must have been slaughtered under appropriate conditions of hygiene, must not be soiled with earth, slime or faeces and
if not processed immediately after being slaughtered, must be kept chilled; and

(b) they must comply with the requirements specified in schedules "0", "E", "F', "0" aad "H"to these regulations.

8. Fish to be exported alive for consumption shall at all times be kept under the most suitable survival conditions until they are
exported.

9. The following fish shall not be exported :-

(a) poisonous fish of the following families, namely, Tetraodontidae, Molidae, Diodontidae, Canthigasteridae ;

(b) fish containing biotoxins such as ciguatera toxins or muscle - paralysing toxins.

10. (I) All processing establishments which are intended to be used for purpose of processing fish products for export. shall, where
such establishments comply with the relevant requirements specified in these regulations, be certified by the Competent Authority as being
establishments that are authorized to be used for the processing of fish products for export (hereinafter referred to as "certified
establishments").

(2) The Competent Authority shall, draw up a list of all certified establishments, each of which shall be allotted an official number.

II. (I) The Competent Authority shall be responsible for the inspection and monitoring of all certified establishments carried out
regularly by Inspectors.

(2) The Inspectors shall have free access to and every part or section of a certified establishment, in order to ensure that such
establishment comply with the requlrements of these regulations.

12. (I) The Competent Authority may appoint such number of Inspectors as may be necessary for the purpose of carrying out
inspections of certified establishments, from among persons who holds a degree or any other academic qualification from a recognized
university or any other higher educational institution. in the field of Food Science, Food Technology. Fisheries Science, Microbiology
Zoology or Chemistry.

(2) The Competent Authority shall provide all necessary facilities fortraining the Inspectors appointed under paragraph (I ),to enable
them to carry out official checks and to assess the own-checks systems set-up by a certified licensee, on the basis ofthe documents submitted
by such licensee to the Competent Authority.

(3) Each Inspector appointed under paragraph (I) shall be furnished with a certificate of appointment as an Inspector by the
Competent Authority and shall. if required. when within any certified establishment, be produced by such Inspector to any person holding
a responsible position of management at the establishment.

13. (I) Where the Competent Authority is of opinion that all requirements under these regulations are not adequately being
complied with by any certified licensee. he shall have the power by a notice issued in that behalfto require such licensee to take such measures,
and within such period of time. as may be specified in such notice. to ensure due compliance.

(2) Where a certified licensee fails to take the measures within the time specified in the notice issued under paragraph (I), the
Competent Authority may revoke the certification done under regulation 10 until such measures are taken. and such establishment shall
thereafter cease to be a certified establishment for the purposes of these regulations.



I ~CJe;)= : (I) N~~ - ~ CeCJ gdJz::&JZS'I§c =ihdOJ~ d~~ «rfi ClI<H <Dt=" =9~ -1998.09.1. 61 A
u~~ 1: Q.n~~ (I) - ~w"'''u ,_,.n~,. a,n,fI1l#. ~~D'. w;'••um_iJ u.~",.,. - <M~'-t'lJn_~ -1'''.0'.14
PART I : SEC. (I) - GAZETTEEXTRAORDINARY OFTHE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA - 1998.09.14

(3) Wherea licensee whosecertificationwas revokedunderparagraph(2) continuesto use the establishmentfor the processingof
fishproductsfor export, theCompetentAuthorityshall,on application being madeto a MagistrateCourtin that behalf,obtain an order for
the closureof the certified establishmentuntil adequatemeasuresare takenas maybe necessaryin order to comply with the requirements
specifiedby the Competent Authority, in his notice issued under paragraph (l).

14. (I) "The CompetentAuthorityshallensure that, a certifiedlicenseetakeall measures necessaryat all stagesof the production .
of fishproductsto complywith the conditionsand requirements specifiedin theseregulations, and for that purposethat such licenseecarry
out periodically their own-checksbased on the following principles:-

(a) identificationof critical points in their establishmenton the basisof the manufacturing processesused ;

(h) establishment and implementation of methods for monitoring and checking such critical points based on the guidelines
specified in Schedule"I" to these regulations;

(e) taking samples for analysis in a laboratoryapprovedby the Competent Authority for the purposeof checkingcleaning and
disinfectionmethods,andfor thepurposeofcheckingduecompliancewiththestandardsestablishedby theseregulations; and

(d) maintaininga writtenrecordof the preceding points for the purposeof submitting such records to the CompetentAuthority.

(2) The results of the differentchecks and tests carried out by a certifiedlicenseeshall be kept for a periodof at least two years.

(3) The identificationof criticalpointsas referredto in paragraph (l )(a)of thisregulation, (whichshallbespecifictoeachindividual
establishment dependingon the raw material it uses, its manufacturing process, structuresand equipment,end product and its marketing
system), shall be based on the guidelines specifiedin Schedule"J" to these regulations.

(4) Everycertifiedlicenseeshouldadopta samplingprogramme (as referredto in paragraph (1)(c)of thisregulation), which,though
notconcerningsystematically every production batch, allows-

(a) validationof the own-checkssystem when it was initiallyset up ;

(b) revalidation wherenecessaryof thesystemintheeventofanychangeinthecharacteristics of theproductorto itsmanufacturing
process : and

(e) verification at specific intervals of the own-checks system based on the guidelines specified in Schedule "K" to these
regulations

(5) Incarryingouttheirown-checksunderparagraph (I) ofthisregulation. acertifiedlicenseeshallmakeuseofgoodmanufacturing
practicesformulated by appropriateprofessional organizations or personsapproved by the CompetentAuthority.

(6) The certifiedlicenseeshallensurethat the members of thestaffworkingat theestablishment entrustedwiththetaskof carrying
out their own-checks referred to in paragraph (I). receive adequate training in that regard to effectively participate in the proper
implementation and assessment of their own checks system.

15. (I) In maintaining the writtenrecord referredto in paragraph (1)(d) of regulation 13,thecertified licenseeshoulddocument
all information relatingto the implementation of theown-checks systemandtheirverification and in particularthesaiddocumentation shall
includethe following :-

(a) a detailed and comprehensive documentwhich includes a -

(i) descriptionof the product;

(ii) decriptionof the manufacturing processindicating critical points;

(iii) for each critical point, identifiedhazards,assessment of risksand controlmeasures taken;

(iv) procccuresformonitoring andcheckingateachsuchcriticalpoint,withindication ofcriticallimitsforparametersthatneed
to be controlledand correctiveaction to be taken incase of loss of control; and

(v) procedures for verification and review;and
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(b) records of the observations andlor measurements necessary to ensure that critical points are kept under control results of the
verification activities referred to paragraph (4) of regulation 13, reports and written accounts ofdecisions relating to corrective
action when taken.

(2) The document management system must also provide, for the easy retrieval of all documents relating to an identified
production batch.

16. (1) Experts from any specified country may, with the co-operation of the Competent Authority, make on the spot checks in
so far as it may be necessary to ensure and verify that provisions of these regulations and ofagreements entered into are being properly given
effect to by a certified licensee.

(2) It shall be the duty of the Competent Authority and the person in charge of the establishment to give all necessary assistance
to the experts in carrying out their duties under paragraph (I).

(3) For the purpose ofthis regulation "specified country" means any country, (including the European Commission and its Member
States) with which Sri Lanka has entered into any bi-lateral agreement pertaining to the export of fish products from Sri
Lanka to such country.

17. (I) The competent Authority may, in performing his monitoring and inspection duties under these regulations, obtain the
assistance ofany statutory authority or any accredited inspection body, and shall have the power to delegate to such authority
or body any of his powers pertaining to the performance of his monitoring and inspection duties, where the delegation of
such powers becomes necessary to enable the authority or body whose assistance is being sought, to carryout their duties
in granting such assistance.

(2) Where the Competent Authority seek assistance in carrying out laboratory testing of fish products, such test shall be carried
out only by any accredited laboratory that fulfil the requirements of ISO Guide 25.

(3) The Competent Authority may, notwithstanding any delegation under paragraph (I), perform himselfsuch duty delegated, and
may also at any time revoke such delegation.

(4) Notwithstanding any delegation done under paragraph (I) and (2), the Competent Authority shall take responsibility Cor all acts
done and duties performed by any authority, body or laboratory to which such power was delegated.

18. In these Regulations -
"Accredited Inspection Body" means any institution accredited by any statutory authority established for the purpose of

Accreditation; ,

"aquaculture product" means a product obtained from the husbandirtg of aquatic plants and organisms ranging from the propagation
of aquatic organisms under human control to the manipulation of at least one stage of an aquatic organisms life for the
purpose of increasing production;

"certified licensee" means a licensee of a certified establishment;

"chilling" means the cooling of fish products to a temperature approaching that of melting ice;

"critical point" means any point. step or procedure at which control can be applied and a food safety hazard can be prevented,
eliminated or reduced to acceptable levels;

"drinking water" means water which is used for human consumption and which comply with the physical and chemical
requirements for portable water specified by the Sri Lanka Standards Institution established by the Sri Lanka Standards
Institution Act. No.6 of 1984 ;

"establishment" means a fish processing establishment where fish are prepared, processed, packaged, frozen or stored ;

"fish products" means any aquatic organism whether piscine or not, and includes any shellfish, crustacean, pearl oyster, mollusc.
holothurian, and its young, fry. egg or spawn;
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"monitoring and checking critical points" includes observations and measurements necessary to ensure that critical points are kept
under control. but does not include verifying that the end product conform to the herein standards laid down;

"own checks" means all those actions aimed at ensuring and demonstrating that a fish product satisfies the requirement specified
in these regulations. and such action.

(a) must correspond to an approach internal to the establishment;

(b) must bedeveloped and implemented by persons responsible for each production unit or under their management, in
accordance with the requirements specified in Schedules "1","J". and "K" to these regulations.

"packaged" means the protecting of fish products by a wrapper. a container or any other suitable device; and

"placing on the market" means the holding or displaying for sale, offeril)Bfor sale, selling, delivering or any other form ofplacing
on the markelfexcluding retail sales and direct transfers on local markets of small quantities by fishermen to retailers or
consumers.

(Regulation 3).
SCHEDULE" A "

CONDITIONS APPLICABLE TO ASHING BOATS
USED FOR PR0CE.3SING FISHON BOARD

(A) Conditions conceming design and equipment - 1. The Minimum requirementsfor fishing boats> (a) there shall be an
exclusive reception area for taking fish on board, designed and arranged insuch manner as to allow each successive catch to be separated

(b) the reception area and its plant, machinery and equipment should be easy to clean ;

(c) the reception area should be designed in such a manner that it adequately protects the fish products from the sun or any other
natural elements and from dirt or other source of contamination;

(d) there shall be a system for conveying fish products from the reception area to the work area that conforms to rules of hygiene,
preventing any contamination;

(e) there shall be work areas large enough forthe preparation and processing of fish products in proper conditions of hygiene. They
must be designed and arranged in such a way as to prevent any contamination of the products;

(fJ there shall be storage areas for the finished products that are large enough and designed in a manner that is easy to clean. If a
waste processing unit operates on board the fishing boat, a seperate hold must be designed for the storage of these by -products:

(g) there shall be a place for storing packing material, separate from the cold room and the reception area;

(h) the boat should be equipped with special equipment for pumping waste or fish products that are unfit for human consumption,
into a watertight tank reserved for that purpose;

(i) if the boat has a facility to store and process waste on board with a view to cleaning. separate areas should be allocated for
that purpose;

(j) there shall be equipment providing a supply of drinking water or pressurized clean sea water;

(k) if the boat is supplied with any form of sea water,the sea water inlet should be separated away from the discharge outlets of
waste water and engine coolant; and

(I) the boat should contain a suitable number ofchanging rooms, wash basins and toilets. The toilets should not open directly on
to areas where fish products are prepared. processed or stored. The wash basins must be equipped with appliances for washing and drying
hands and comply with hygiene requirements. The wash basin taps must not be hand operable.

2. Areas used for the preparation and processing or freezing/quick-freezing of fish products should have -

«(I) a non-slip floor that is also easy to clean and disinfect and equipped for easy drainage of water. Structures and fixtures must
have limber holds that are large enough not to be obstructed by fish waste and to allow water to drain freely;

(b) walls and ceilings that are easy to clean, particularly where there are pipes. chains or electricity conduits;

(c) the hydraulic circuits must be arranged or proceed in such a way as to ensure that it is not possible for any leakage of oil to
contaminate fish products;
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(d) adequate ventilation and, where necessary, proper vapour extraction;

(e) adequate lighting;

(j) appliances for cleaning and disinfecting tools. equipment and fittings;

(g) appliances for cleaning and disinfecting the hands with taps that are not hand-operable and with single use towels.

3. Equipment and tools. containers. conveyors etc. shall be resistant to sea water corrosion, easy to clean and disinfect and well
maintained.

4. Fishing boat which provides for the freezing of fish products should have-

(a) a refrigeration plant sufficiently powerful to lower the temperature rapidly so as to achieve a core temperature, reaching
- 18°C at the most after sixteen hours; .

(b) refrigeration plants sufficiently powerful to keep fish products in the storage holds at a temperature of -ISO C. 1be storage
holds must be equipped with a temperature recording system placed so that it can beconsulted.

(B) Hygienic conditions relating to on-board handling and storage offish.- (a) there shall be a person on board the vessel
responsible to ensure, that the provisions of these regulations are complied with and where necessary he should make available documents
and registers to relevant authorities for inspection;

(b) the general conditions of hygiene laid down in Schedule D Part I item A shall be complied with in relation to areas and
equipment and in relation to the staff;

(c) heading. gutting and filleting should be carried out in compliance with hygiene conditions laid down in Schedule D PartIIA,
items 2. 3 and 4;

(d) on-board processing of fish products must becarried out in compliance with hygiene conditions laid down in Schedule D
Part 11 C. D and E;

(e) fish products must be wrapped and packaged in compliance with the conditions laid down in Schedule F; and

(j) storage of fish on board should be carried out in compliance with the conditions laid down in Schedule "0" items I and 2.

(Regulation 4).
SCHEDULE" B ..

Part I

GENERAL HYGIENE CONDITIONS APPLICABLE TO

FISHPRODUCTS ON BOARD FISHING BOATS

I. The sections of the boat or container reserved for the storage of fish products should becompletely clean.

2. The sections of the boat or the container reserved for the storage of fish products should not contain objects or products liable
to transmit harmful properties or abnormal characteristics.

3. The section of boat or container should be so designed to be cleaned easily and to ensure that melt water cannot remain in contact
with the fish products.

4. Sections of boat or the container should not be capable of being contaminated by the fuel used for the propulsion of the boat
or by bilge water.

5. As soon as the fish products are taken on board. they should beprotected from the effects ofthe sun or any other source ofheat.

6. When the fish products are washed. the water used should beeither drinking water or clean sea water. so as not to impaiTtheir
quality or wholesomeness.

7. The fish products shall be handled and stored in such a way as to prevent bruising. The use of spiked instruments shall be
tolerated for the moving of large fish or fish which might injure the handler. provided the flesh of these products are not damaged.

8. Fish products other than those kept alive should undergo cold treatments as soon as possible after loading. However in the case
of fishing boats where cooling is not possible from a practical point of view, the fish products must not bekept on board for more than eight
hours.
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9. Icc used for the chilling of productsshould be made fromdrinkingwateror clean sea water. Beforeuse, it mustbe storedunder
conditions which prevent its contamination.

10. After the fish productshave been unloaded,thecontainers.Equipmentandsectionsof theboat whicharedirectlyin contactwith
the fish products should be cleaned with drinking water or clean sea water.

11. Where fish is beaded and/or gutted on board, such operations should be carried out hygienically and the products should be
wuhcd immediately and throughly with drinking wateror clean sea water.The Viscera and parts which may pose a threat to public bcaItb
mustbe removed and set apart from products intended for humanconsumption. Livers and roes intended for humanconsumption must be
refrigeratedor frozen.

12. Equipment used for gutting, heading andthe removal of fins, and containersandequipment in contact with the fish products,
shouldbe madeof or coated with a material which is waterproof,resistantto decay,smoothandeasy to clean anddisinfect.When used they
must be completely clean.

13. Staff assigned to the handling of fish productsshall be required to maintaina high standard of cleanliness for themselvesand
their clothes.

PARTII

ADDITIONAL HYGIENECONDITIONS APPLICABLE TO FISHINGBOATS

I. Fishing boats must be equipped with holds, tanks or containers for the storage of refrigerated or frozen fish products at a
temperatureof • Igo C or lower after temperatu ~ stabilization.These holds shall be separated from the machineryspace and the quarters
reserved for the crew by partitions which are s.Jficiently impervious to preventany ccntaminationof the stored fish products.

2. The inside surfaceof the holds, tanksor containersshallbe waterproofandeasy to washand disinfect.It shall consistof a smooth
materialor;failing that, smoothpaintmaintainedingoodconditions,notbeingcapableof transmittingto thefishproductssubstanceshumful
to human health.

•
3. The holds shall be designed to ensure that melt watercannot remain in contact with the fish products.

4. Containers used for the storage of products must ensure their preservation under satisfactory conditions of hygiene and, in
particular,allow drainage of melt water. When used they must be completelyclean.

S. The working decks, the equipment and the holds, tanksand containersshall be cleanedeach tirnr they are used. Drinking water
or clean sea water shall be used for this purpose. Disinfection, the removalof insects or rat extermination shall be carried out whenever
necessary.

6. Cleaning products, disinfectants, and all potentiallytoxic substancesshall be stored in locked premisesor cupboards.Their use
must not present any risk of contamination of the fish products.

7. If fish products are frozen on board, this operation must be carriedout in accordancewith the conditions laid down in Schedule
"0" Part 11 item I and 3 of II. Where freezing in brine is used. the brine shall not be a source of contamination for the fish.

8. Boatsequipped for chilling of fish productsin cooledsea water.eitherchilledby ice (CSW)or refrigeratedby mechanicalmeans
(RSW) shall comply with the following requirements :-

(0) tanks must be equipped with adequate sea water filling and drainage installationsand must incorporatedevices for achieving
uniform temperature throughout the tanks;

(b) tanks must have a meansof recordingtemperatureconnectedto a temperaturesensorpositionedin the sectionof the tank where
temperatures are highest;

(c) the operation of the tank or container system must secure a chillingrate which ensures the mix of fish andsea water reaches3°
C at the most six hours after loading and OOC at the most after sixteen hours;

(d) after each unloading the tanks circulation systems and containersmust be completely emptied and thoroughlycleaned using
drinking water or clean sea water. They should only be filled with clean sea water;

(e) the date and the numberof the tank mustbe clearly indicatedon the temperaturerecordingswhichmustbe kept availablefor the
control authorities.

5 - H 0630 (98/09)
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9. The CompetentAuthorityshall keep up to date for controlpurposes,a list of the boatsequipped in accordancewith items 7 or 8
abovewiththeexemptionhoweverof boatsequippedwithremovable containerswhich,withoutprejudiceto item8of Part)of thisSchedule,
are not engaged regularly in preservingfish in chilled sea water.

10. Boatownersor their representatives shall takeall the measures necessaryto preventpersonsliable to contaminatefishproducts
from workingon hand handling them. until there is evidencethat such personscan do so without risk.

(Regulation6(a) ).
SCHEDULE"C"

REQUIREMENTS DURING ANDAFTER LANDING

I. All unloadingand landingequipmentshouldbeconstructed of material whichare easy to clean, anddisinfectand shouldbe kept
in a good state of repair and cleanliness.

2. Anycontaminationof fish shouldbe prevented duringunloading andloadingand in particularit shouldconformto the following
requirements:-

(0) unloadingand loadingoperationsshould proceedfast;
(b) fish are placed withoutunnecessary delay in a conducive environmentat a temperaturerequiredon the basis of the natureof

the productand where necessaryplaced in ice during transport, storage,or in an establishment; and
(c) to take care of unnecessarydamage to the edible partsof the fish during handlingpractices.

3. Allplacesof sale, auctions,wholesaleor retailmarkets wherefishare forsale, shouldcomplywith the followingrequirements:-

(0) It should have an enclosed area, with walls whichare easy to clean ;
(b) It shouldhave waterproof flooringwhichfacilitates easywashing, disinfection, and properdrainageof wastewater including

a suitablehygienic waste waterdisposal system;

(c) It shouldpossesspropersanitaryfacilities equippedwithanappropriate numberof washbasinsand flushlavatories.The wash
basinsshould be suppliedwith single use hand towelsand disinfectants for cleaning the hands.

(d) The area should be well lit to facilitate the inspection and monitoring of fish products in compliance with provisions of

.ScheduleF;
(e) All areas used for displayor storageof fish products,not be used for other purposes;

(j) Vehicles emitting exhaust fumes and undesirable animalswhichmayimpair the quality of fish should not be allowed in the

areas used;
(g) Be cleaned regularly and at least after each sale: crates must, after each sale, be cleaned and rinsed inside and outside with

drinkingwater or clean sea water; where required.they must be disinfected;

(h) Signs prohibitingsmoking,spitting, eating and drinking; shouldbe displayedin a prominent placeand position;
(i) Areasshouldbe able to be closed when the Competent Authority consider it necessary;
(j) Shouldhave facilities to provideadequatewatersupplysatisfyingthe conditionslaid down in ScheduleD Part I Item I (g) ;

(k) Shouldprovidespecialwatertight receptacles madeofcorrosion resistant materials for fishproductswhichareunfit forhuman
consumption;

(l) In the absence of own premises on-the-spot or in the immediate vicinity on the basis of the quantities displayed for sale,

provisions should be made for the purposes of the Competent Authority. an adequately equipped lockable room and the
equipmentnecessary for carryingout inspections.

4. After landingor, whereappropriate, after first sale, fish products shouldbe transported withoutdelay, under the conditionslaid
down in ScheduleG, to their place of destination.

5. However, if the conditionslaid down in items4 are not fulfilled. the marketsin which fish productsmaybe stored beforebeing
displayedforsaleor afterbeingsoldand pendingtransportto theirplaceofdestinationmusthavesufficientlylargecold roomswhichsatisfy
theconditionslaiddowninScheduleDPartI itemI(c). Insuchcases,fishproducts mustbestoredatatemperatureapproachingthatof melting
ice.



I ~D3C)Q: (I) ~~ - ~ C oD 3 gd3Zlt3ui§D~~ CfS c- cot=" o~ -1998.09.14 67 A
u~ I: Q_n~ (I) - j}QJtiI.u ,.,.nll. (J,n,.sJ#;' C§41111- ~;'j_um.iJ uj~""'.- ..,~~n.~ -1'''.0'.14
PART I : SEC. (I) - GAZETI'E EXTRAORDINARY OF1lIE DEMOCRATIC SOCIALIST REPUBUCOF SlU LANKA - 1998.09.14

6. The general conditionsof hygiene laid down in ScheduleD PartII with the exceptionof item B I (a), of Part II of Schedule D,
shouldapply mutatis mutandis to the markets in which fish products are displayed for sale or stored.

7. The wholesale markets in which fish productsare displayed for sale or stored shouldbe subject to t~ same conditions as those
laiddown in item 3 and 5 of this Schedule and to those set out in items (d). (j) and (k) of Part I. (i) of Schedule D.

The general conditions of hygiene laid down in Part I, (ii) of Schedule"0" shall applymutatismutandis to wholesale markets.

(Regulation6(b».

SCHEDULE "D"
Part I

GENERAL CONDITIONS FORCERTIFIED PROCESSING ESTABLISHMENTS

I. General conditions relating to premises and equipment- Establishment shouldafford at least the following facilities: -
(a) working areas of sufficient size for work to be carried out under adequatehygienicconditions.Their design and layout

should be such so as to precludecontamination'of the productand keep the clean and contaminatedparts of the building
separated;

(b) areas where products are handled, prepared and processed.shouldhave-

(i) waterproof flooringwhich is easy to clean and disinfectand laid down in such manner. to facilitate the drainageof
the water or with availabilityof equipment to remove water;

(ii) walls which have smooth easy to clean surfaces, durableand impermeable;

(iii) ceilings or rooflinings which are easy to clean;

(i v) doors made out of material which are easy to clean;

(v) adequate ventilationand where necessary.efficient steam and water vapourextraction facilities;

(vi) adequate natural or artificial lighting;

(vii) an adequatenumberof facilitiesfor cleaningand disinfectinghands.In workroomsand lavatoriestaps must not be
hand operable.These facilities must be provided with single use hand towels; and

(viii) facilities for cleaning plant, equipment and utensils

(c) In cold rooms where fish products are stored
(i) the provisions set out under item (b), (i) (ii), (iii). (iv) and (vi);

(ii) where necessary. a sufficiently powerful refrigeration plant should be made available to keep products at
temperaturesspecified in these regulations;

(d) appropriate facilities should be provided for protectionagainst pests such as insects. rodents, birds, etc.:

(e) Instrumentsand workingequipmentsuch as cuttingtables.containers.conveyorbeltsandknivesshouldmadeof corrosion
resistant material, aad be easy to clean and disinfect;

if) availabilityof specialwatertight,corrosionresistantcontainersfor fish productsnot intendedfor humanconsumptionand
premises for the storage of such containers if they are not emptiedat least at the end of each workingday;

(g) facilities to provide adequate supply of drinking water or alternativelyof clean sea water or sea water treated by an
appropriatesystem,underpressureand insufficientquantity.However.bywayofexception,a supplyof nondrinkingwater
is permissiblefor the productionof steam. fire fightingand thecoolingof refrigeration equipment.providedthat the pipes
installed for the purpose preclude the use of such water for other purposes and present no risk of contaminationof the
products. Non drinking water pipes must be clearly distinguishedfrom those used for drinking water or clean sea water;
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(11) beequippedwitha hygienicwastewaterdisposalsystem;

(I) containanadequatenumberof changingroomswithsmooth.waterproof.wuhable wallsandfloors.wuh basinsad flush
lavatories. The lavatories maynotopendirectlyonto theworkrooms. The wuh buins musthaveJnIIeriaiforc1caniq the
hands and disposabletowelsand thewashbasin taps mustnotbehandoperable;

,
(J) if thevolumeofproductstreated requiresregularorpcnnancntprescncc of theCompetentAuthorityanadequatelyequipped

'lockable room for theexclusiveuseof the inspection service;

(k) availability of adequate facilities for cleaning and disinfecting means of transport. However. such facilities are not
compulsory ifthere isa requirement forthemeansof transport tobecleanedanddisinfected at facilities officiallyauthorised
by the Competent Authority; and

(l) establishments keepingliveanimalssuchas crustaceans andfishmusthaveappropriate fittingsensuringthe best survival
conditions. providedwith waterof a qualityso that no harmful organismor substances are transferred to the animals.

2. General conditions relating to lIygiene.- A. General conditions ofIrygiene applicable to premisestwJ equipmml :

\. Floor, wallsand partitions.ceilingsor roof linings.equipment and instruments used for workingon fish productssh(~ald be
kept in a satisfactory state of cleanliness and repair.so that theydo not becomea sourceof contamination for the products.

2. Rodents. insectsandanyotherverminmustbesystematically exterminated on thepremisesor on theequipment; rodenticide.
insecticides. disinfectants and any other potentially toxicsubstances mustbe stored in premisesof cupboardswhichcan be
locked.their use must not presentany riskof contamination of the products.

3. Working areas. instruments and workingequipment should be used only for work on fish products. However. following
authorisation by the Competent Authority. theymay be used at the same timeor other times for workon other foodstuff.

4. Drinking water.or cleansea watermustbe used forall purposes. However. by wayof an exception.nondrinkingwatermay
beusedfor steamproduction, fire fighting andthe coolingof refrigeration equipment. providedthat the pipes·installed for the
purposeprecludetheuseof suchwaterforotherpurposesand presentno riskof contamination of the products. Nondrinking
water pipesshallbeclearlydistinguished fromdrinkingwater pipes.

S. Detergents, disinfectants andsimilarsubstances usedshouldbeapproved bytheCompetent Authority andbeusedin a manner
that they do not haveadverseeffectson the machinery, equipment and products.

B. General conditions ofhygiene applicable to staff.- I. The highestpossiblestandards of cleanlinessis requiredof staff.More
specifically:

(a) staff shouldwearsuitableclean workingclothesand headgear whichcompletely enclosesthe hair.This applies particularly
to personshandlingexposed fish products ;

(b) staff assignedto the handlingand preparation of fish products shouldbe required to wash their handat least each time work
is resumed; woundsto the hands mustbecoveredby a waterproof dressing;

(c) smoking,spitting.eating anddrinkingwithinworkand storagepremisesof fish products shouldbe prohibited.

2. .The employershouldtake all the requisitemeasures to preventpersonsliable to contaminate fish productsfrom workingand
handling them. until there is evidencethat such personscan do so withoutrisk.

3. Whenrecruited. any personworkingon and handlingfish products shallberequiredto prove.by a medicalcertificate froma .
recognized medical practitioner that there is no impediment to suchemployment.

4. The provisionscontainedinPart VandPartVIofFoodRegulations. 1988.published inGazeu« Extraordinary No.S6OI130fJune
2. 1989 relatingto personal cleanliness andclothingfor personshandlingexposrdf.bod. shallmutatismutandis applyto and in respectof
staffassigned to the handlingand preparation of fish products,
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Part II

SP2CIALCONDITIONS POR HANDLING FISHPRODUCTS ONSHORE

A. CoNJitioruforjrtsh producIS.- 1. Wherechilled,unpackaged products arenotdispatched, preparedor processed immediately
afterreachin, the establishment. they must be storedor displayedunder ice in the establishment's cold room. Re-icin, should be carried
out u oftenu is necessary. 1be ice used.with or withoutsalt, shouldbe madefromdrinki'ng waterorcleanseawaterandbe storedunder
hygienic conditions in receptacles providedfor the purpose. Suchreceptacles shouldbe keptcleanand in a goodstate of repair. Prepaclced
fresh products shouldbe chilled with ice or mechanical refrigeration plantcreatingsimilartemperature conditions.

2. Operations such as headingand gutting should be carried out hygienically. The productsshould be washed thoroughly with
drinkingwateror clean sea water immediately after such operations.

3. Operations such as filleting and slicingshould be carriedout in sucha wayas to avoid the contamination or spoilageof fillets
andslices.andina placeotherthanthatusedforheadingandguningoperations. Filletsandslicesmustnot remainon worktablesanylonger
than is necessary for their preparation, and must be protected fromcontamination by appropriate packaging.

4. Gutsand parts that mayconstitutea dangerto publichealthshouldbeseparatedfromand removedfromthe vicinityof products
intended for humanconsumption.

S. Containers usedforthedispatchor storageof freshfish products mustbedesignedinsucha wayas toensureboththeirprotection
from contamination and their preservation. under sufficiently hygienicconditions and, more particularly. they should provide adequate
drainageof meltwater.

6. Specialfacilities should be provided for the continuousdisposalof waste. If not thereshould be leakproof,covered containers
whichareeasy to cleananddisinfect.The wasteshouldbe removedeithercontinuously or as soonas the containersare full and at least at
theendof eachworkingday in thecontainersor to the premisesreferredto in item1(0of Part1of thisSchedule. The containers,receptacles
andor premises set aside for wasteshouldalwaysbethoroughly cleanedand, if appropriate, disinfected after use. Wastestored there must
not constitutea sourceof contamination for the establishment or of pollution of its surroundings.

B. Conditionsfor froun products> I. Plantsshould have :-
(a) freezing equipmestsufficiently powerful to achivea rapidreduction in the temperature so that the temperatures laiddown

in these regulations can be obtained in the product ;
(b) freezingequipmentsufficientlypowerfulto keep products in storageroomsat a temperature notexceedingthoselaiddown

in these regulations. whateverthe ambienttemperature maybe;
(c) for technicalreasonsrelated to the methodof freezingand to the handling of such products,for whole fish frozenin brine

an!! intendedforcanning.highertemperatures thanthoselaiddownin theseregulations areacceptablealthoughtheymaynot
exceed- 9°C.

2. Freshproductsto be frozenor quick frozen mustcomply with the requirements of item A of this Part of this Schedule.

3. Storageroomsshouldhavea temperature recording device in a placewhereit can easilybe read.The temperaturesensorof the
recordermustbe locatedin the area funhest away from the cold source, i.e. wherethe temperature in the storage room is the highest.

. 4. The temperature charts shouldbeavailablefor inspection by the supervisory authorities at least during the period in which the
products arestored.

C. CoNJitions for ,hawing products> Establishments that carry out thawing operations should comply with the following
requirements .:-

I. Fishproductsmustbethawedunderhygienicconditions;theircontamination mustbe avoidedandthereshouldbe adequatedrainage,
for any inclt water produced.

2. Duringthawing.the temperature of the productsshouldnot increaseexcessively.
3. Afterthawing.fish produeta mustbe handledin accordancewiththe requirements of these regulations. When they are preparedor

processed, theseoperationsshouldbecarriedoUt withoutdelay.If theyareputdirectlyinto the market.particularsas to the thawed
state of the fish mustbeclearly markedon the packaging.
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D. Conditions for processed products» I. Fresh, frozen and thawed products used for processing should comply with the
requirements of items A, B or C of this Part of this Schedule.

2. Wherethe processing treatment is carriedout to inhibit thedevelopment of pathogenic micro-organisms, or if it is a significant
factorin the preservation of the product, 'the treatment shouldbe scientifically recognised by the·lawsin force.

3. Thecertifiedlicenseeshouldkeep a registerof the processing carriedout. Depending on the type of processemployed.heating
time and temperature, salt content, pH, water content, etc., should be monitored and controlled. Recordsshould be kept at least for the
expected storage life of the products and be availableto the Competent Authority.

4. Forproducts whichareprescribed fora limitedperiodbytreatment suchassalting,smoking,dryingor marinating, theappropriate
conditions for storage mustbe clearlymarkedon the packaging. •

Canning.-In the case of fish products whichhave been subjected to sterilisation in hermetically sealedcontainers:-

(a) the waterused for the preparation of cans shouldbe drinkingwater;

(b) the process used for the heat treatment should be appropriate, havingemphasis on major criteria such as the heating time
temperature, filling, sizeofcontainers, etc.andthesedetailsshouldberecorded. Heattreatmentshouldbe capableofdestroying
or inactivating pathogenic organismsand the sporesof pathogenic micro-organisms. Theheatingequipmentshouldbe fitted
withdevicesforverifying whetherthecontainershavein factundergone appropriate heattreatment. Drinkingwater.shOuld be
used to cool containers after heat treatment, withoutprejudice to the presence of any chemical additivesused in accordance
withgood technological practiceto preventcorrosionof theequipment andcontainers;

(c) further checks shouldbe carried out at randomby the manufacturer to ensure that the processed products have undergone
appropriate heat, treatment,viz. -

(i) incubation tests:incubation shouldbe carriedout at 37°Cforsevendaysor at 35°Cfor tendays,or at any otherequivalent
combination;

(ii) thecontentsandcontainers shouldundergomicro-biological examination intheestablishments laboratory or inanapproved
laboratory.

(d) samplesshouldbe takenof production daily at predetermined intervals, to ensuretheefficiency, sealingor any other method
of hermetic closure.

(e) checksshouldbe carriedout in order to ensure that containers are notdamaged; and

if) all containers whichhaveundergone heat treatmentunderpractically identicalconditions shouldgivena batch identification
mark.

Smoking> (a) Smokingmustbecarriedoutinaseparatepremises oraspecial placeequipped, if necessary, witha ventilation system
to prevent thesmokeand heatfrom thecombustion affectingotherpremises or places where fishproducts areprepared, processedor stored.

(b) Material usedto producesmokefor the smokingfishmustbestoredawayfromthe placeof smokingand mustbe usedin such
mannerthat theydo not contaminate the products.

(c) Production of smoke by burning and using wood that has been painted, varnished, glued or had undergoneany chemical
preservation treatmentshouldbe prohibited.

(d) On completionof smokingproductsshouldbe cooledrapidly to the temperature requiredfor their preservation beforebeing
packed.

Salting> (a) salting operations must take place in different premises and sufficiently away from the premises where the other
operations are carriedout,

(b) Saltusedin the treatment offish productsshouldbecleanandstoredinsuchmanneras to precludecontamination. It shouldnot
be re-used.
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(c) Anycontainer.used forsaltingor briningshouldbe constructedinsucha manneras to precludecontaminationduringthesalting
or briningprocess.

(d) Containersor areas used for salting or bringingshould be cleanedbefore use.

Cookedcrustacean and molluscan sMlljish products>Crustaceans and molluscan shellfishshould be cooked as follows:-

(a) Any cooking should be followedby rapidcooling. Water used for this purposeshould be drinking wateror clean sea water.
Ifnoother methodof preservationis used.cookingmustcontinueuntilthe temperature approchigthat is meltingicc is reached.

(b) Shellingor shuckingshould be carried out under hygienicconditionsavoi\1ing thecontaminationof the product.Wheresuch
operationsare manual,workers.should pay particularattentionto the washingof their handsand all workingsurfacesshould
be cleaned thoroughly. Ifmachinesare used, they should be cleanedat frequentintervalsand disinfectedafter each working
day;

(c) Aftershellingor shucking,cookedproductsshouldimmediately be frozenor keptchilledat a temperaturewhichwill preclude
the growth of pathogens.and be stored in appropriatepremises; and .

(d) Every manufacturer should carry out microbiological checks on his production at regular intervals, complying with the
standards to be fixed in accordancewith the provisionsof Schedule"E";

Mechanically recoveredfish flesh.« The mechanical recoveryof fishflesh shouldbe carriedout under the followingconditions:-

(a) mechanical recoveryof guttedfishshouldtakeplacewithoutunduedelayafter filleting, usingraw materialfreeof guts.Where
whole fish are used, they should be gutted and washedbeforehand;

(b) the machineryused should becleaned at frequentintervalsand at least every two hours ;

(c) after recovery,mechanically recoveredfleshshouldbe frozenas quicklyas possibleor incorporated in a product intendedfor
freezingor stabilizingtreatment.

E. Conditions concerning parasites»- (I) Duringproduction andpriorto theybeingreleasedforhumanconsumption,fishandfish
productshouldbe subjectto a visualinspectionfor the purposeof detectingandremovinganyparasitesthat are visible.Fishor partsof fish
which are obviously infested with parasites, and which are removed free of parasites should not be placed on the market for human
consumption.

(2) Visual inspectionshall be performed on a representative numberof samples.

(3) The persons in charge of certified establishments and qualified personson board fishing boats shall determine the scale and
frequency of the inspectionsby reference to the natureof the fishery products,their geographical origin and their use.

(4) Duringproduction the visualinspectionof evisceratedfishmustbecarriedout byqualifiedpersonson theabdominal cavityand
livers and rose intended for human consumption. According to the systemof gutting used the visual inspectionmust be carried out-

(a) in the case of manualevisceration,in a continuous mannerby the operativeat the time of eviscerationand washing;

(b) in the case of mechanical evisceration,by sampling carriedout on a representative numberof samplesbeingnot less than 10
fish per batch.

(5) The visualinspectionof fishfilletsor fishslicesmustbecarriedoutbyqualifiedpersonsduringtrimmingafter filletingor slicing
wherean individual examinationis not possible,becauseof thesizeof the filletsor the filleting operations,a samplingplan must bedrawn
up and kept availablefor the competentauthorityin accordance with the provisions laiddown in Regulation 13wherecandlingof fillets is
possiblefrom a technical viewpoint.it mustbe includedin the samplingplan.

(6) For the purposeof item (I), (2), (3), (4) and (5) above:-

"parasites that are visible" means a parasiteswhich has a dimension, colour or texture which is clearly distinguishable from fish
.issues : and

"visual inspection"meansa non-destructive examination of fishor fishery productswithoutopticalmeansof magnifyingand under
good light conditions for the human vision, including if necessary candling.
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7. The fish and fish products referred to in item 8 of these conditions, which are to beconsumed as they are should in
addition, besubjected to freezing at a tepmerature of not more than -2(1)C in all parts ofthe products for not less that 24 hours.
Products subjected to this freezing process should be either raw or finished.

8. Fish and products subject to the conditions in item, are as follows:-

(a) fish to beconsumed raw or almost raw, e.g. raw herring 'maatje';

(b) the following species, if they are to undergo cold smoking process at which the internal temperature ofthefish is
less than 600 C :-

(i) Herring;
(ii) Mackerel;

(iii) Sprat;
(iv) (Wild) Atlantic and Pacific salmon,

(c) marinated and I or salted herring where this process is insufficient to kill the larvae of nematodes.

9. Manufacturers should ensure that fish and fish products listed in Item 8 above or the raw material used in their
manufacture are subjected to the treatment described in item 7 above, prior to their release for consumption.

10. The fish products listed in item 8 above should at the time they are placed on the market, be accompanied by a
document from the manufacturer stating the type of process they have undergone.

(Regulation 6(c».

SCHEDULE .. E"

HEALTH CONTROLANDMONITORING OF PRODUCTION CONDITIONS

A. General Monitoring.- Arrangements for checking and monitoring should be made by the Competent Authority in
order to ensure the compliance of requirements laid down in these regulations. Such arrangements should include, in
particular :-

(a) a check on the fishing boats on the understanding that such a check may becarried out during the stay in port ;

(b) a check on the conditions of landing and first sale;

(c) an inspection at regular intervals of establishments to check, in particular :

(i) whether the conditions for approval are continued to be fulfilled;

(ii) whether the fish products are handled correctly;

(iii) whether the cleanliness of the premises, facilities and instruments and staff hygiene are in compliance with
regulations;

(iv) whether identification marks are put on correctly.

(d) an inspection of the wholesale and auction markets;

(e) a check on storage and transport conditions.
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B. Special checks.-

I. O"QIIOlept;c checlu.- I. Eachbatchoffishproducts should be submitted forinspection by theCompetentAuthority
at the timeof landingor before firstsale to checkwhethertheyare fit forhuman consumption. This inspection comprilea an
organoleptic checkcarried out by sampling.

2.F'1Ih products complying, as faras the freshness criteriaareconcerned, withthecriterialaiddownin theAnnex I to
thisSchedule, are considered to fulfil the organoleptic requirements necessary for' compliance with the provisions of these
regulllions.

3.Theorganolepticexaminationshouldberepeatedafterthefirstsaleoffishproducts, ifit isfour,d thatthe requirements
ofthele regulations havenotbeencomplied withorwhenconsidered necessary. Afterthefirstsale,fishproducts shouldat least
comply withthe minumum freshness requirements of the aforementioned regulations.

4. If the orpnoIeptic examinationreveals that the fish productsare not fit for humanconsumption, meuurea IbouId be taken to
withdraw them from the marketand denature in such a way that they cannot be ro-used for humanconsumption.

S. Oraanolcpticeexaminationrevealsanydoubtasto thefreshnessofthefishproduets, usemaybe madeofchemicalchec:ksormicro­
biological analyses.

2. Panuitechl!clcs.- I. Beforetheyarereleasedforhumanconsumption, fishand fishproducts mustbe subjecttoavisualinspection,
by wayof sam ,Ie, for the purposeof detectingar.yparasitesthat are visible.

2. Fisl' or parts of fish whichare obviO\t<ly infestedwith parasites.and whichare removed, must not be placedon the marketfor
humanconsumption.

3. Chemicalschecks> I. Samplesshouldbe takenandsubjectto laboratory analysisfor thecontrolof the following parameters :-

(A) TVB-N (Total VolatileBasic Nitrogen) and TMA-N (Trimethylamine-Nitrogen) :
(i) Unprocessed fish productsbelongingto the speciesof -

(a) Sebastes spp, Helicolenus dacty/opterus. Sebasticlllhys capensis;

(b) Speciesbelonging to the Pleuronectidae family (with the exception of halibut: Hippoglossus spp);and

(c) Sa/mosalar- Speciesbelongingto the Merluceudac familySpeciesbelongingto the Gadidaefamily

shallbe regardedas unfitfor humanconsumptionwhere,organoleptic assessment havingraiseddoubts as to their freshness.
chemicalchecks reveal that the follwoing TVB.N limits are exceeded:-

- 2Smilligrams of nitrogen/I00 gramsof flesh for the speciesreferredto in A; and

- 30 milligrams of nitrogen/loo gramsof flesh for the speciesreferred to in B; and

- 3S milligrams of nitrogen/I00 gramsof flesh for the speciesreferred to in C.

(ii) The reference method to be used for checking the TVB.N limit is the method involving distillation of an extract
deprotenizcdby perchloricacid set out in the Annex II to this Schedule.

(iii) Distillalionas referredto in item(ii) abovemustbe performed usingapparatus whichcomplieswiththe principles of the
diagramspecifiedin AnnexIII to this Schedule.

(iv) The routinemethodswhich maybe used to check the TVB. N. limitare as follows:

- microdiffusion methoddescribedby Conwayand Byrne(1933).

- directdistillationmethod describedby Antonacopoulos (l968).

- distillation of an extractdeproteinizcd by trichloracetic acid(Codex Almentarius Committeeon Fishand
FisheryProducts(1968).

6 - H 0630 (98109)
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(v) The sample must consist of about one hundred grams of flesh, taken from at least three different points and mixed together
by grinding.

(8) Histamine- nine samples should be taken from each batch. These should fulfil the following requirements:-

(i) the mean value should not exceed 100 ppm;

(ii) two samples may have a value of more than 100 ppm but less than 200 ppm;

(iii) no sample may have a value exceeding 200 ppm.

The limits apply only to fish species of the following families: Scombridae, Clupeidae, engraulidae and coryphaenidae.
However, fish belonging to these families which have undergone enzyme ripening treatment in brine may have higher histamine
levels but not more than twice the above values. Examinations must be carried out in accordance with reliable. scientifically
recognised methods. such as high performance liquid chromatography (HPLC).

4. Contaminants present in the aquatic environment.- Fish products must not contain in their edible pans contaminants present in
the aquatic environment such as heavy metals and organochlorinated substances at such a level that the calculated dietary intake exceeds
the acceptable daily or weekly intake for humans.

5. Maximum limitsfor mercury in Fish Products»- I. The mean total mercury content of the edible Parts ofFish products must not
esceed 0.5 ppm of Fresh product (0.5 miligrams per kilogram of fresh weight). This average limit is, however. increase to I ppm of fish
product (I miligrams per kilogram of fresh weight) for the edible parts of the species listed below:-

Sharks (all species);
Tunas tThunnus spp.);
Little tuna tEuthynnus spp.)
Bonito tSarda spp):
Plain bonito (Orcynopsts unicolor) ;
Swordfish (Xiphias gladius);
Sailfish (Istiophorus platyptetus) ;
Marlin tMakaira spp.);
Eel (Anguilla spp.);
Bass tDicentrarchus labrax );
Sturgeon (Acipenser spp.);
Halibut (Hippoglossus hipporlossus);
Redfish tSebastes marin us. S. menie/la);
Blue ling (Molva dipterygia);
Atlantic catfish tAnarbubas lupus);
Pike (Eaux douces);
Portuguese dogfish (Centroseymnes coelulepts);
Rays (Raja spp.);
Scabbardfishes (Lepidopus caudatus, Aphanopus carbo);
Anglerfish tLophius spp).

2. Sampling plans should be laid down for fresh and frozen fish products by the Competent Authority. These shall take account of
the results obtained from national checks and within the frame work of the monitoring system carried out in accordance with item B (4) of
this Schedule and of the following facts:-

(a) product type;

(i) species listed in paragraph I;

(ii) other species



I caQJ(;)~: (I) ~~ - ~ C·QJ gcbl:llJ2:l'I§Q ~~~ ch:n~ qS c... CDt~ o~ -1IllNlOt.14 7S A
u~1J I: Q_"~IJ (I) - i'a,,"."" '-IJI'IJ" a,,,,6\1l#;' ~1J17. aJltjfjlJl,,_u uj~"- ..,~..,,_~ - ,,".oU4
PART I : SEC. (I) - GAZETIE EXTRAORDINARY OF THE DEMOCRATIC SOCIALIST REPUBUC OF SRI LANKA - 1998.09.14

(b) The minimum number of samples to be taken per lot for each producttype shall be:

(i) type (i), Ten samples taken from ten different individuals;

(ii) type (ii), Five Samples taken from five different individuals;

3. The analysis shall be carriedout on the finely homogenized mixtureof the samplesso as to obtain the meanvalveof the mere ;'
content.In particular.in thecase of species listed in paragraphone. whichareof varioussizes.thesamplestakenmust representcomposition
of the lot.

Annex 1.
FRESHNESS RATINGS

The ratings established in this Annex apply to the following fish productsor groupsof fish products.by reference to appraisal
cariteria specific to each of them:

A. Whitefish:
Haddock.cod, saithe, pollack, redfish, whiting. ling. hake. Ray's bream,anglerfish,pouting and poor code. bogue. piearel,
conger. gurnard, mullet, plaice. megrim, sole, dab. lemon sole. flounder, scabbardfish.

B. Bluefish:
Albacoreor longfinned tuna, bluefin tuna, bigeye tuna, blue whiting.herring,sardines,mackerel. horse mackerel,anchovy.

C. Selachii:
Dogfish, skate.

D. Caphalopods:
Cuttlefish.

E. Crustaceans:
1. Shrimps.
2. Norway lobster.

(A) Whitefish:

Skin

Skin Mucus

Eye

Gills

Criteria

Freshness Category Not admitted

Extra A B

Bright, iridescent Pigmentationbright Pigmentation in the Dull pigmentation( )
pigment (save for but not lustrous processof becoming
rcdfish) or discoloured and dull
opalescent; no
discolouration

Aqueous, transparent Slightly cloudy Milky Yellowishgrey. opaque
mucus

Convex (bulging); Convex and slightly Flal; opalescent Concave in the centre ;
black, bright pupil: sunken; black dull cornea;opaque pupil grey pupil; milky cornea (2)
transparentcornea pupil; slightly

opalescentcornea

Bright colour; no Less colured; Brown/grey becoming Yellowish; milky mucus
mucus transparent mucus discoloured; thick. (2)

opaquemucus
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Peritoneum Smooth;bright; Slightlydull; can be Speckled; corneaaway Does not Itick (2)
(in Gutted difficult to detach detachedfrom flesh easily from flesh
fish) from flesh

smellof gills Seaweedy Nosmellof seaweed; Fermented; slightly (2)
and abdominal Freshoily; peppery; neutral smell sour sour
cavity- earthysmell
whitefishother Oily; seaweedy or
than plaice slightlysweetish
-plaice Oily; fcemented; Sour

stale, slightlyrancid

Flesh Firm and elastic; Lesselastic Slightlysoft Soft (flaccid)(2);
smoothsurface(3) (flaccid), less scaleseasily detached

elastic;waxy from sldn, surface rather
(velvety) anddull wrinkled
surface

Extra criteria for headed anglefish :,
Bloodvessels. Sharpoutline and Sharp outline; Diffuseand brown Totally (2)
(ventalmuscles) bright red darkeningof the diffuse,brown and

blood yellowilll of the flesh.

(B) Bluefish:

Criteria

Freshness Category Not admitted (J)

Extra A B

Skin (2) Bright lossof lustre Dull. lustreless, Verydull
pigmentation and shine.duller insipidcolours;sldn pigmentation; skin
brightshining colours less creasedwhenfish comingaway from
iridescent difference curved flesh (3)
colours;clear between dorsal
distinction and ventral
between dorsal and surfaces
central surfaces

Skin mucus Aqueous. Slightlycloudy Milky Yellowish grey,
transparent opaque! mucus (3)

Consistency of very firm, rigid Fairly rigid. Slightlysoft Soft (flaccid)(3)
flesh (2) Firm

Gill covers Silvery Silvery,slightly Brownish and extensive Yellowish(3)
red or brown seepageof bloodfrom

vessels

Bye Convex(bulging); Convexand Flat;blurredpupil; Concave in the
blue-black, bright slightlysunken; bloodseepagearound centre;grey
pupil;transparent dark pupil; the eye pupil; milky
'eyelid' slightly cornea(3)

opalescentcornea
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Gills (2)

Smellof gills

(C.) ~lachii:

Uniformly dark red
to purple,no
mucus

Freshseaweed;
pungent; iodine

Lessbright
colour,paler at
edges
transparent mucus

No smell or
seaweed, Neutral
smell

Becoming thick
discoloured opaque
mucus

Slightlysulphureous
(4) fatty smell,
rancid baconcuttings
or rottenfruit

• Criteria

Yellowish; milky
mucus(1)

Rotten ShoUT (3)

Eye

Smell

Freshnitis category
Notadmitted(J)

Extra A B

Convex.very bript and Convexand sligbdy Flat,dull Concaveyellowish (2)
iridescent; snWl pupils sunken; loss of brightness

and iridescence. ovll pupils

In rigor mortisor partially Beyondrigorstage ; no Somemucusin mountand Large quantitiesof mucus
in rigor; snWl quantityof mucuson skinand especially on gill openings; slightly in mouthand on gill,
clear mucuspresenton skin in mouthand gill openings flattened jaw openings(2)

Seaweed smell no smellor verysligh(staIc Slightammonia; sour Pungent ammoniasmell(2)
but not an ammoniasmell

Specificor additional criterialor sklJte

Skin Bright. iridescentand shiny Brightpigmentation. pigmentation in the process Discolouration, skin
pigmentation. aqueous aqueousmucus of becoming discoloured creased.thiclc DlUCUS

mucus and dull.opaquemucus

Textureof the Firm and clastic Firm Soft Flaccid
flesh

Aspect Edge or the fins translucent stiff fins Soft Drooping
and curved

Belly Whiteand shiny witha Whiteand shiny with red White and dull. with Yellow to greenishbellies
mauvishedge aroundthe patcheslimited numerous red or yellow red patchesin the flish
fins to aroundthe fins parches itself

(D) Cepltalopod:

Criteria

Fres1ulus category

B

Skin Brighlpigmentation. skin
sticb to flesh

Dullpigmentllion; skin
slicks to flesh

Discoloured;euily dctac::hcd
fromflesh
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Teatades

Very firm : parly while

Resistant to removal

Frail ; J~trW~d

Finn ; clIaIIty white

ResiSWIttoremoval

Jliglttly or no Jmell

Slilbdy soft ; pinky whiteor
sli&bdY yellowing

Moreeuily removed

Ink smell

(E) CrustIJC~tutI- I. ShrimpJ:

Extra

Criteria

Freshnes« cat~gory

Minimum requirements

Appearance of:

Surf_ of shell; moistand shiny The same as for extra category
Shrimps must fallout separatelywhentransferred

from one containerto another
Flesh must be free fromany foreign odour
Shrimps must be fRle fromsand. mucusand

other foreign bodies

I. shrimpwith shell

2. deep-wlter prawn

Condition of fleshdurill,lIld
after shelling

Fragments

Smell

(2) Norway/Dbs"r :

CleII' reddish-pinkin colour withsmall while
flecks: pectoralpart of shell predominantly
light in colour

Uniformlypink

Shellseuily with only technicallyunavoidable
lossesof fJesh

F'ann but not tough

Occasionalfragmentsof shrimpallowed

Fresh seaweed. slightlyswect smell

Rangingin colour from slightly washed-outreddish-pinkto
bluish-redwith white flecks; pectoral part of shell should be
ligbt colouredtending towardsgrey

Pink with possibililyof start of blackeningof head

Shells lesseasily wilh small lossesof flesh

Less finn, slightly tough

Smallquantityof fragments of shrimp allowed

Acidulour; no smell of seaweed

Criteria

Freshness category

Extra A 8

Shell Pale pink or pink 10 orange red Palepink or pink10 orangered, no .
blackspots

Slight discolouration.some black
spots and greyish colour,
particularlyon shell and between
tail segments

EyeIIlCI IiUs

Smell

Shiny bllCkeyes; pink gills

OIIracteristic mild shellfishsmell

Eyes dull and greylblack;gills greyish Gills dart grey or some greenish
colour on donal surf_ of shell

Loss of characteristicshellfishsmell. Slightlysour
No ammoniasmell

flesh (tail) TIUllua:DtlllCl blue in colour tending No longertranslucentbut not
towards white discoloured

Opaque and dull in Ippell'lnce
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Anna II.

DETERMINATION OF THE CONCE""TRATION OF VOLATILE NrrROGENOUS BASES(TVB·N)
IN FISH AND FISH PRODUcrs
AREFERENCE PROCEDURE

I. Purpose andarea ofapplication.- This method describes a reference procedure for identifying the nitrogen concentration of
volatilenitrogenousbases (Total-Volatile. Base. N.TYB.N) in fish and fish products.This procedureisapplicable toTYB. N concentrations
from 5mg/1oog to at least 100 mg/Ioog. .

2. Definition.- The TYB. Nconcentration is here understood to mean the nitrogencontentof volatilenitrogenousbases determined
by the procedure described. The concentration is stated in terms of mg/loog. .

3. Brief description> The volatile nitrogenous bases are extracted from a sample by a solution of 0.6 M perchloric acid. After
alkahanization the extract is submitted to steam distillation and the volatile base componentsare absorbed by an acid receiver. The TYB. N
concentration is determined by nitration of the absorbed bases.

4. Chemicals> Unless otherwise indicated. reagent-grade chemicals should be used. The water used must be either distilled or
demineralized and of at least the same part unless indicated otherwise, a "solution" is to beunderstood as an aqueous solution:

4.1 Perchlric acid solution - 6 g/loo rnl:
4.2 Sodium hydroxide solution - 20 g/Ioo ml;
4.3 Hydrochlric acid standard solution 0.05 molll (0.05 N);
4.4 Boric acid solution - 3g/loo rnl;
4.5 Silicone anti-foaming agent;
4.6 Phenolphtalin solution - 1 g/loo ml 95% ethanol;
4.7 Indicator solution (Tashiro mixed Indicator) 2 g Methyl-red and Ig Methylene-blueare dissolved in 1.000 ml 95% ethanol.

5. Instruments and accessories:

5.1 A meat grinder to produce a sufficiently homogenous fish mince;
5.2 High speed blender with revolutions between 8000 min' and 45,000 min
5.3 Fluted filter. diameter 150 mm quick filtering;
5.4 Burette. 5 mi. graduated to 0.01 ml:
5.5 Apparatus for steam distillation. - The apparatus must be able to regulate various amounts of steam and produce constant

amount of steam over a given period of time. It must ensure that during the additionof alkalizing substances the resulting free
bases cannot escape.

6. Execution»- Warning; when working with perchloric acid. which is strongly corrosive, necessary caution and preventive
measures should be taken.

The samples should, if at all possible. be prepared according to paragraph 6.1 as soon as possible after their arrival.

6.1. Preparation ofthe sample> The sample to be analysed should be groundcarefullybya meatgrinderas described in section
5.1 Exactly 109 + / - 0.1 g of the ground sample are weighed in a suitable container mixed with 90.0 ml perchloric acid solution as stated
in section 4.1, homogenized for two minutes with a blender as described in section 5.2 and then filtered,

The extract thereby obtained can be kept for atleast seven days at a temperature between approximately 2°C and 6°C.

6.2. Steam distillation> 50.0 ml of the extract obtained according to section 6.1 are put in an apparatus for steam distillation
as described in section 5.5. For a later check on sufficient alkalinizationof the extract. severaldrops of phenolphtaleinas specified in section
4.6 are added. After adding a fewdrops silicone anti foamingagent. 6.5 mlof sodiumhydroxidesolution as specified in section 4.2 are added
to the extract. and steam distillation begins immediately.

The steam distillation is regulated so that around 100ml of distillate are producedwithin 10minutes.The distillation outflow tube
is submerged in a receiver with 100 ml boric acid solution as specified in section 4. 4. to which three to five drops of the indicator solution
as described in 4.7 have been added. Alter exactly! a~::!~!es the distillation is ended. The distillation outflow tube is removed from the
receiver and washed out with water. The volatile bases contained in the receiver solution are determined by titration with standard
hydroclioric solution as specified in section 4.3. The pH of the end point should be 5.0 +/- 0.1.
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6.3. TIIraIiDtt.- DupliCltelftIlysa are required. The appliedmethod il correctif of thedifferenceof thedlIpIicIIeI is_tqber
than 2 ""'1.00 I.

6.4. BItWt- Ablindtatcarriedoutasdescribed insection6.2.lnateId of theextnet. SO.O mlperchloricICicllOIudon.apeclfied
in section4.1. are used.

7. CalclllaliDft of1VB.N.- By titration of the receiversolution with hydrochloric: acid u in 4.3 thelVR.N c:onceatndon il
calculated with the followinaequation: .

TVB.N (expressedin mgll00 8 sample)

(V.- Yo) x O.l4t 2 x 100
M

V. - Volumeof 0.01 M hydrochloric acid solutionin ml for sample.
V0 - Volumeof 0.01 M hydrochloric acid solutionin ml for blank.
M. - Weightof samplein 8

Rft/fIQrlcs :

I. Duplicate analyses are required. The applied method is correct if the difference between duplicates is not higher than
2mgllOOg.:

2. Check the equipmentby distillingsolutionsof NH.CI, equivalentto SO mg. TVB/lOOg.:
3. Stancluddeviationof reproducibility S. = 1.2OmgllOOg.:

standard deviationof comparability SI= 2.SOmgllOO:

AIIIIU Ill.

TVB.N STEAM DISTlLI..ATloN AWAJlATUS

I. Steamgenerator

2. Distillation tube

3. Stearninjectiontube

4. Sampleextract

S. Cooler

6. Cool water

7. Endof condenser

8. Flask or beaker
(Boric Acid)

SCHEDULE" F"

s

1

(Regulation6 (d) ).

PACKAGING

I. Plckqinl must be carried out undersatisfactory conditions of hygiene,to precludecontamination of fish produc:t.

2. hckqinl materialsand products liableto enter intocontactwithfish products mustcomply withall rules of hYJiene, aDd
in pIIticuI_ they must -

(a) not be aaeh .. ioimpair the organoleptic characteristics of the fish products;
(b) not be capable of transmittingto the fish productssubstances harmfulto humanhealth ; and
(c) be strongenou&h to protect thefish products adequately.
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3. Wlththeacepdonofe:atlincanllinenlftldeofimpervious,lmootbandcon'Olion-resiItIIlImIIeriIlwbicbareeuytoc1ean
Iftddilinlect ..whichmaybero-uaed afterdelniftl andcHlinlectina. peckqilll materiall maynot bere-uaed.PIIckaIin. mlleriaIJused
fOl fresh producta heldunder icc. mustprovide ldequlle dniftlle for melt water.

•. Unuaed peckqin. mlteriall mUllbe atored In premia away, from theproduction area and be protected from duIt and
con&IIftination.

(Replation 6(e) ).

SCHEDULE" G "

STORAGE AND TRANSPORT

I. Filh produc:ta must, durin, sto....e and transport. be Itept at the temperatures laid down in these rqulations and in
particular;-

(a) fresh or thawed fish produetl and cooked and1chilled crustacean lind molluacan shellfish~products muat be kept at the
temperatu~ of meltingice ;

(b) frozenfish products.with the exceptionof frozenfishin brine intendedfor the manufacture of canned foods.mustbe kept
at aneven tempetllU~ of - 180Corlellin all parts of the produc:t. allowingfor the possibility of briefupwardfluctuations
of not more than 3oe. durillgtranlport ; and

(c) ProcessedproductsmUllbe kept at thetemperatu~ specifiedby themanufacturer, when thecircumstances so requi~.

2. Whe~ frozenfish productsare transported fromacoldstorageplantto anapprovedestablishmentto be thawedon arrivalfor
the purpoaea of preparationand I 01 proceuing and wherethe cHItance to be coveredis short,not exceedin,5Okm. or onehour's journey.
the CompetentAuthority may grant aderoption from the conditions laid down in item I (b) of this Schedule.

3. Produc:tI maynot bestoredortransportcdwithotherproducts whichmaycontaminate them or affecttheirhygiene,unlessthey
m pacbpd in such a way u to providesatisfactoryprocec:tion.

4. Vehiclesusedfor thetransportoffish product mustbeconstructed andequippedinsucha waythatthetemperatures laiddown
in these rqulations canbe maincained throughout the period of transport. If ice Is used; to chill the products, adequate drainage must be
providedinOlder toCftIU~ thatwaterfrommelted icedoesnot stayincontactwithtileproducts. Theinsidesurfaces of tilemeans of transport
mull befinishedin such a way that they do not adverselyaffect the fish produetl.They mustbe smoothand easy to clean and disinfect

,. Meansof transportused for fishprodUeti maynot be usedfor transporting otherprodUCtllikely to impairor contaminatethe
fish products,except wherethe fish productscanbe guaranteed uncontaminated u a resultof such transportbeina thoroughlycleanedand
disinfected.

6. Fish productsmay not be transported in a vehicleor containerwhichis not cleanor which requiresdisinfection.

7. Thetransport conditionsof fish productsto be placedon the marketalive,mustnot adverselyaffect the products.

(Regulation6(0).
SCHEDULE " H "

IDENT1PICATION MARKS

For the purpose of makina it possible to trace for inspection purposes the establishment of diapatc:h of consignmentsof fishery
producta. by means eitheroflabellin, or of the accompanyina documents. thefollowlnainformation mUllappear on the p8Ckaging or in the
cue of allOft-1*kaged product in the ac:c:ompanyina documents ;-

~~:- -!!Ie COUIlIry of cHapIICh whk:bmay be wrllIen out in fullor Ibown U aD abbreviation, usina c:apitallettm ;
(") idendflcllion oftheac.bIlahment or fishil" boat by itsofficialcertifiedNlmberallottedunder paragraph (2) of regulation9 of

theee rquIadoftI 01 theldendftcadonnumberof the ftlhiftl boat.
(c) a111etten and ftpra must be fuDy Jeaibleand pouped togetheron the packaailll in a placew~ they~ visible from the

OUIIide, without any need to open the ptlCltagina.
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(Regulation 14(i)(b».

SCHEDULE" I "

ESTABLISHMENT AND IMPLEMENTAnON OF MONITORING
ANDCHECKINGCRITICALPOINTS

To develop an appropriate monitoring and checking system the following guidelines may be adopted :-
I. Establishment ofcritical limits for each control measure associated with each critigp-point.-{a) Each control measure with a

critical point, should give rise to the specification of critical limits.
(b) The critical limits referred to in (a) should correspond to the extreme values acceptable with regard to product safety. They

separate acceptability from-un acceptability. are set for observable or measurable parameters which can readily demonstrate that the critical
point is under control and they should be based on substantiated evidence that chosen values will result in process control.

(c) Examples of such parameters include temperature, time, pH. moisture level, additive, preservative or salt level, sensory
parameters such as visual appearance or texture, etc.

(d) In some cases, to reduce the risk of exceeding a critical limit due to process variations. it may be necessary to specify more
stringent levels (i.e. target levelsjto assure that critical limits are observed.

(e) Critical limits may be derived from a variety of sources. When not taken from regulatory standards (e.g. frozen storage
temperature) or from existing and validated guidelines of good manufacturing practices, the team should ascertain their validity relative to
the control of identified hazard and critical points.

2. Establishment ofa monitoring and checking system for each critical point.-{a) An essential part of own checks is a programme
of observations or measurements performed at each critical point to ensure compliance with specified critical limits. The programme should
describe the methods, the frequency of observations or measurements and the recording procedure.

(b) Observations or measurements must be able to detect loss of control at critical points and provide information in time for
corrective action to be taken.

(c) Observation or measurements can be made continuously or discontinuously. When observations or measurements are not
continuous, it is necessary to establish a frequency of observations or measurements which provides reliable information.

(d) The programme of observations or measurements should properly identify for each critical point:

(i) who is to perform monitoring and checking;
and

(ii) when monitoring and checking is to be performed.

3. Establisment ofa corrective action plan»- (a) Observations or measurements may indicate that the parameters monitored :-

(i) tends to deviate from its specified critical limits. indicating a trend toward loss of control, in which case appropriate corrective
action to maintain control must be taken before the occurrence of hazard; or

(ii) has devia:tedfrom its specified critical limits, indicating a loss of control in which case it would be necessary to take appropriate
corrective action to control.

(b) Corrective action has to be planned in advance by the multidisciplinary team, for each critical point, so that it can be taken
without hesitation when a deviation is observed.

(c) Corrective action should include -

(i) proper identification of the pers.onts) responsible for the implementation of the corrective action;

(ii) description of means and actiom required to correct the observed deviation;

(iii) action to be taken with regard to products that have been manufactured during the period when the process was out of control
; and

(iv) written record of measures tal<en.
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(Regulation 14(3).
SCHEDULE J "

IDENTIFICATION OF CRITICAL POINTS

I. Assemblyof a multidisciplinaryteam.- (a) This team, whichinvolvesall pans of theestablishmentconcerned with the product.
needs to include the 'whole range of specific knowledge and expertise appropriate to the product under consideration. its
production (manufacture, storage. and distribution). its consumption and the associated potential hazards. Where necessary.
the teamwillbeassistedby specialistswhowillhelpit to solveitsdifficultiesas regardsassessmentandcontrolof critical points.

(b) The team may aonsists of -

(i) a quality control specialist who understands the biological.chemicalor physical hazardsconnected with a particular product
group;

(ii) aproductionspecialist whohasresponsibilityfor,oris closelyinvolvedwith,thetechnicalproccssofmanufacturing the product
under study ;

(iii) a technician who has a working knowledge of the hygiene and operation of the process plant and equipment; and

(iv) one other person with specialist knowledge of microbiology,hygiene and food techonology.

(c) One person may fulfil severalof the roles referred to in (b) providedall relevant informationis available to the team and is used
toensure that theown checks systemdeveloped is reliable.Whereexpertise is notavailable in the establishment.advice should
be obtained from other sources (consultancy, guides of good manufacturing practices. etc.).

2. Description oftM product> The end product should be described in terms of ­

(a) composition (e.g, raw materials, ingredients. additive, etc.) ;

(b) structure and physico-chemical characteristics (e.g. solid, liquid, gel, emulsion, Aw. pH, etc.) ;

(c) processing (e.g. heating. freezing. drying, salting, smoking, etc. and to what extent) ;
(d) packaging (e.g, hermetic. vacuum. modified atmosphere);
(e) storage and distribution conditions;
if) required shelf life (e.g. sell by date and best before date);

(g) instructions for use; and
(h) any microbiological or chemical criteria applicable.

3. Idtntification ofinuMed we. - The multidisciplinaryteam should also define the normal or expected use of the product by the
customerandtheconsumer targetgroups forwhichthe productis intended.Inspecificcases. thesuitabilityofthe productforparticulargroups
of consumers, such as institutional caterers. travellers. etc. and for vulnerablegroups of the population may have to be considered.

4. Construction ofaflow diagram (Description ofmtUlufacturingprocess).« Whatever the formatchosen, all steps involved in the
process. including delays during or between steps. from receiving the raw materials to placing the end product on the market, through
preparation. processing. packaging. storage and distribution, should be studied in sequence and presented in a detailed flow diagram with
sufficient technical data.

Types of data lrlayilacluJe (but are not limited to):-

(a) plan of wottfng premises and ancillary premises;
(b) equipment layout and characteristics;
(c) sequence of all process steps (including the incorporation of raw materials, ingredients or additives and delays during or

between steps);
(d) technical parameters of operations (in particular, time and temperature. including delays) ;
(e) now of products (including potential cross contamination) ;
if) segregation of clean and dirty areas (or high I low risk areas) ;

(g) cleaning and disinfection procedures;
(h) hygienic environment of the establishment;
(i) personnel routes and hygiene practices; and
(j) product storage and distribution conditions.

S. On-site conjimuuion ofrMflowdiDgram.- After the flowdiagramhas been drawnup. the multidisciplinaryteam should confim:
it on site during operating hours. A.ny observed deviation must result in an amendment of the original flow diagranno make it accurate.
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6. listing olhDvuds tJNl cOltlroIIMQSuns.- Using the confirmed flowdiagram as a guide,the team sbouJd-

(a) list all potential biological, chemical or physical hazards that ny be reasonibly expected to occur at each procell step
(includingacquisitionand storageof raw materialand ingredients and delays dring manufacture);

Forpurposeof paragraph(a),a hazardis a~tial to causeharmtohealthandisanythingcoveredby thehygieneobjectives
of these regulations. Specifically, it can beany of the following-

(i) unacc:cptablecontamination(orrecontamination)of a biologiCal (micro-organism, parasites),chemicalor physicalnature
of raw materials;intermediateproductsor final products;

(ii) unacceptablesurvival or multiplicationof pathogenic mic:ro-organisms and'unacceptable generation of chemicals in
intermediateproducts, final products,productionline or lineenvironment;

(iii) unacceptableproductionor persistenceof toxinsor other undesirable productsof microbialmetabolism.

For inclusionin the list.hazardsmustbeofsuchnaturethattheirelimination orreductionto acceptablelevelsisessential
to the productionof safe in food.

(b) Consider and describe what control measures,if any. exist whichcan be appliedfor each hazard.

(i) Controlmeasuresare thoseactionsandactivitiesthatcanbeusedto preventhazar$, eliminatethemor reducetheir
impactor occurrence to acceptable levels.

(ii) More than one control measure may be requiredto controlan identifiedhazard and more than one hazard may be
controlledby one control measure.For instance.pasteurisation or controlledheat treatmentmay providesufficient
.assurance of reduction of the level of both salmonellaand listeria.

(iii) Control measures need to be supported by detailed procedures and specifications to ensure their effective
implementation. for instance, detailed cleaning schedules, precise heat treatment specifications, maximum
concentrationsof preservativesused in compliance with the applicablerules on additives.

7. M~thDdslor UkntijictJIiOl'l 01criticalpoints.- (a) The identification of a criticalpoint for the controlof a hazardrequiresa
logicalapproach. Such an approachcan be facilitatedby the use of the following "decisiontree" (other methodscan be used by the team,
according to their knowledgeand experience).

DECISION TREEFORTHEIDENTIFICATION OF CRITICAL POINTS.

Yes.

STOP (

1
Modifystep, processor
product

11
Is control at this
step necessary for
product safety?

t
~o

Answereach question in sequence, at each step and for each identifiedhazard.

Question I

Arecontrol measuresin place for the hazard ?
.1. L

Yes ~o

Question 2

Does that step eliminateor reduce the hazard to an acceptablelevel?
! J,
~o Yes

Question3 1
Could contamination occur at, or hazard increase to, an unacceptable level?

~ ~
Yes ~o STOP (

Question4

Will a subsequentstep eliminateor reduce thl~ hazard to an acceptable level?

*es- STOP ( ~o ICriticalpoint..
) The step is not a critical point.Proceed to next step.
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(b) For the applicationof the decision tree. each process step identifiedin the flowdiagramshould be consideredin sequeoce. At
eachstep. thedecisiontree mustbe appliedtoeachhazard tbal maybe reasonably expcc:ted tooccuror be introducedandeICbcontrolmeuure
identified.

(c) Applicationof thedecisiontree shouldbe flexibleandrequirescommonsense. havingconsideration forthewholemanuflClUrina
process in orderto avoid. wheneverpossibleunnecessary critical points.

8. Actionto be takenfollowing identification of a criticalpoint- Theidentification of criticalpointshas twoCOnseqUCDCel for
the mll1tidisciplinary team which should then:-

(a) ensurethatappropriatecontrolmeasuresareeffectivelydesignedand implemented. Inparticular. if ahazardhas beenidentified
ata stepwherecontrolis necessary forproductsafety.and nocontrolmeasureexistsat thatstep. or atanyother. then the product
or processshould be modifiedat that step. or at any other.or at an earlieror later stage. to includea control measure : and

(b) establishand implementa monitorigandcheckingsystemat eachcritical point

(Regulation 14(4) (c).

SCHEDULE"K"

VERIFICAnON OF OWNCHECKS SYSTEM

f. Owncheckssystem verification is necessary to ensurethat theyareworking effectively. Themultidisciplinary team referredto
in ScheduleJ should specifythe methodsand procedures to be used for verification of own checkssystemsadoptingthe following guide
lines:

(0) randomsamplingandanalysis.reinforced analysisor testsatselectedcriticalpoints.intensifiedanalysisof intermediateor final
products, surveyson actualconditionduring storage,distribution and sale and on actualusc of the product;

(b) inspection of operation.validation of critical limits.reviewof deviations, correctiveactionand measures taken with regardto
the product.auditsof the own-checksystemand its records; and .

(c) confirmation ofthe suitablityofthe own-checkssystemestablished andensure.afterwards. withanappropriatefrequency. that
the provisions laid down are still being properlyapplied.

2. It would be necessary to reviewthe system. to ensurethat it is (or will be) still valid in case of change.The changesenvisaged
mayinclude:-

(0) changein rawmaterial or in product. processing conditions (factory layoutandenvironment. processequipment.cleaningand
disinfectionprogramme);

(b) change in packaging, storageor distribution conditions;

(c) change in consumeruse;or

(d) receiptof any information on a new hazardassociated with the product;

3. Where necessary, a reviewof the system must result in the amendment of the provisions laiddown.

4. Any changeto the own-checks systemarisingshouldbe fully incorporated into the documentation and record-keeping system
in order to ensure that accurateup-to-date information is readilyavailable.
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