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SO, T30(E) —Ino exercise of the powers confer-

_ red by Section L7 of the Expoxt -(Qualty Control

eumg-—=L11 and lospecfion) Act, 1963 (22 of 1963) and m
| | supersession . of Notficarion No. S. O 1153 (a),

o3 W qEaTA TSl FEANA daied 0.4.1088 relating to Frozem Fish and Fisnery (
| Praducts (Quality Control  and. Inspection) Rules,
1097 and Notification No. S, O. 863, Jated 12-2-15633
relating 1o canned Fish & Fishery Procucts (Quality
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2.2 "Agcucy’ means [0V Cns ﬁIiﬁ‘“J?“Sl’t Inspec-

LIC*} A:ﬁ:\,hf:ca af ‘%{}mtsav Caleutta, Cochin, Delhi
and Madrac established un der Section 7 of the  Act

- 2.3 "Councid’ Tneans the Export ..i_nspe::iou Coun-
<l cstablished under Sccrmﬂ 5 of the Expor! (Quali-
ty Control and Inspection) Act, 1853

2.4 *Iyesh’ Frozen and Procassed £isiv and Fisher
Products’ means all sea water., fresh water amﬁ:a_s

Or part thereof, mc.iudmg their roes, in fresh, chilled,
trozen or processed form. but exciuding frogs

2.5 "Acua culture Products’ means al] fisherv Dro-
ducts bérn and raised in confrofled conditions untl
placed on the market as a foodstuff However, sea-
waler or fresh water fish or crusiacesgs L,autrht in
the'rr nutural environment when juvegile and kept
until they reach the desired eommercial size for hu-
man consumption are also considered to be eguacul-
ture products.  Fish and crustaceans of comimercial
size caught in their natural environment and kept

va fo bv sold 4t a later date are not considered in
o8 Gﬂau‘rl ure products if they are merely kept alive
without any atfemyt beng made ¢ increass  their

3172 01 We m'ht

2.6 ‘Chilling’ means the process of cooling fishers
products ic a LQ*TIP""I&’LII"& approachumyg that of r'?Itu

J.:.‘..‘.': J.CE'

27 esh Products’ means any fshery products
wne{-hcr 10le or prepaed iricluding preducts packa-
ged unm ’-'a;: vacuum or i a mod: B atmosphere

which have not undergone any treatment fo ensore
pre<ervation other than f:mllinﬂr..

2.8 ‘PTaparad Products’ méans any fishery pro-
duct whick Has undergone an operation affectin ng its
cpatomical wholeness, such as guiting,  heading
slicing, filleting, chopping etc.

29 Precessed Products’ means any fisher Iy
duct which bhas undergone a chemical or phy
_Drecess such as the }:eaﬁ'w Qmokﬁu, salting, de
 ition or marinating, chilling, frozen ot wheth
vt not associated with other foodstuffs or a commbina
‘on of these various DTOCESSes,

2.18 ‘PresetvemeanstHe brocess Whereby pro-
ducts are packaged in hermatically <ealed coniainers
and sub;eﬂeﬂ to heat  freatment fo the exfen: that

2288
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any micro-organisms fhat  might proliferate  ar
destroyed, Or inactivated. irrsspective of (e tcmps-

ratuve @t which the product is 0 be sicred

2:11 “Frozen Producis’ means anmy fishery product
wiich has und&rﬂone a f.‘ﬁr::mcr_ procsss 10 1each A
core emperature of —I18°C or lowsr affer tompera-
ture ﬂtabzlizadon

ensure that the fras

roducis mtended for expor are ua_,d‘aﬂ, pIOC
.,rans;;ort
hygionic cozditicas So dHOr ezt 1he
; these Rules
it the producis confa.m to e cpcf"%aﬁom
gvernment under

YT 1 b —r
A0EY Tro j_J;—I

The Competenr Authori
DOCESEOIR cmi.rjy with the reguin
iy ("‘T""'f.G"l'“” of the CRIagEE0TaE
TTASUIes plr*sr"rib"*d i Clause

o - -
J. b -+ 5 - r
AT eITeCTIVS E{';f}ﬂ .'EE_T o in=
o .

e e 1.1"'«. : et et - . T e It
_.A..QT,_:" = oIz ﬂ'ﬂi RAJLIVONTTT Oy LEn ool

'l airﬂzaiz‘, L_*le qs?ds of vefsels.. avd

]

by land, sea or air

[
fJ

2.16 ﬁCom ctent Authemity’  means
- T

ablishmen means any

zckaged or storad.
2.?‘.8 ‘Clezn Sea-watar® means Sea water
g

st
hery preducts are  prepaved,
S;

r which is free from microbiological contamina-
ic marine plank-

, harmful substancdes and/or toxd

in such quanfilies as may affect heaith and safety
soect of nsherj: pI'G'dLCfS and which is used under
he conditions laid down in this notification.

2.1% "Polable water means Water used fOI
-_9: which meet tolerance leveis as per E

'=l*ﬂ:1u€ﬂ for food IZIC’“IW'}

220 Fac:.orv Vessel” means any

-

ﬁsher? oroducts undergo ome or more
azeratrans  followad by packaging
1cing, skinnming, mincing, freezing or processing

The following are not deemed
— Fishimg  vesssls in which

—— Fishing wvessels oca board
Trees s carried cuf

3. Basiz of compliance —
[t is the primezv resconsibility of

i

all stages ot arocucﬂ 71 Storage
2,

alth reguwiremer’s laid down und
{

e~
I
I

/'-1

- = - - T -
o the order by the Central T
. a -y -— T-. A a

clicn & 01 the Act

L
]

]
B

u:ﬂ-

R - g e
estabtishments

i

ey D2

-
i)
b
(3 LAY
i '.-} [t
o
Y.
B

ns ection Agencies at Bombav

ochin, Delhi & Madras established under
Export  (Guality Control and Inspection)

S&f‘ flon

;Jremises where
chilled,

tiva No 80/778-EEC (Quality Talcrances for

sel on which
of fhe follow=
fiileting,

‘factory
shrmps

and moelluses are cocked on boeard -

on which only

mdusiry to
rocassed ﬁaher‘»
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enn caughi-and where appro-

-
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4.2 They must gave

priate, haadled for F!E—‘Edlﬂg heading, gutting and
Lhmovai of 1ms, chilled or IoZen O board T;M..x:.-'.:-—:.f_;r,
cdanee Wtrh D,‘:x..SC"'I:t’:C‘i ﬂvm“ﬂa Tules.

o — =y
LY LI.C—\ el i

43 "Elf;*\. st have where appropriate been haud-
ied in factoryy vessels appiove ed bv the competent
aathorty as per and in accordance with the requi-

remenis specifled n _,.}‘mnaxﬁre—l.

4 Dut iﬂ

-een  handle

ang afier landing  they must have

accordancs with ANNEXURE-IL

‘."J UQq

hesn handled and, wker
alpfﬂ prlu_, packaged. pItg zred, processed, frczen,
P~d or stored E?U‘E"“C‘*B‘r m estaplishments
fanea with ANNEXURE-IIT snd

- ¥
HDE- Yo ;ﬂ AT TNl

ANNENURE-IV

They must have

,
—
o
[l
1
2
i
Fam
4
]

"4 5 They must have undergone heaith check
scoordance with ANNEXURE- Y

7 They must have best appropriatzly packaged

A
e | 1,

in secordance with ANNEXURE-VL

D e

N

£ 8 TL*_::, must have been given an identification
meork i :__{'_'L[}I‘daﬂ"‘“ Wi ﬁ\NﬂURE-VII

49 They must ave been stored and tremsporied
¢y conditioms of hvgicne im accor-
ANNEXURE-V L

5 WhaEe o vel anr is required from a technical

and Commercial view JOI.L.? it must he carmed oul
aftef the products fave Dgen

h‘li,.‘:“l SaﬂSLa
cinnes With

T
a5 QL‘E.:C‘E\;._}" 35 D _.Sa.b.if:
c-aught oy landed.

. The aguaculiure DIOG scfs shall be subject 0
fhe following conditions

& 1 They must eitber be made headou. shellon
shrimn or beheaded, deshelled, guttad,  cleanecc,
Llﬂ{i“" oropST COTldT"ID“'“ oF D}ULETL...
een soiled with earth, slime or
If noct "=Du8;856d
preprocussa:i they

devemicd gic.
Thev muist not have ©
fecas or otherwise contammated.
immediately after having oveen
miust have peen chrfled

52 Thev must m 4G dItio, compiw ~ith the ap-
{CQUITEMEnts Jam down under 43 1o 47

7. The {clowing Fisher Producits shall be ior-
Pidden f01 eXpOL:

"

{1} Poisoncous dvh of .r.]*--c fo.ilowiug families

oli
: O
Diodonudazg, Canthlg stericae

products contalning Biotoginy Luch

(%) Fishery
ag cigualera taxins of muscle paralysing

Toxins
81 I the case of export of bivalvwe mwiluscs v
myoosiced condinion, harvesting, wansport, releving,
tmi-ﬁ'i{:ﬁ%%ﬂﬂ and processing \:fa::.iL 0 c:;*;:'ari cut n

£ 2 The acriviiics ar & } shall be approved  and
. r

reanlody monitored oy iDe compsiem auThOmtY
— —_ L b -

which may feke the  assisfumce ni repressnialives

frotn MPEDA SFEAT and the incal fisheries depait-

et fisang ":.:":T iy

9 The industry shail emsure that Dfuzﬂuna lCP‘CuS:—

ble for toe establishment take all n caﬁsar? measures
so thst at all stages of rxroauh*:cn if fish products

oy L.L.l.rJl.
the su..,uncafions, are \,omm ad wzm and to that ead

the said persons must carry out their own chech
basedd on the following Ifﬂmemeﬂfs

g 1 Identification of critical [ nomts 1o their estab-
Yichmewt on the Dasis of the manufacuring process
uﬁf'd
2 JEstablishment and 1 *I‘J.Diulﬂ.ﬁ*ltaﬁﬂﬂ of methods
onlforing and LHec]{Jﬂﬂf such caficz] pomts.

9

*’:ﬁ
10T

G 3 Taking samples for analysis in a2 approved
boratory bw.« the recognised competent authority fox
o purpose of checking the cleaning zud Jis-mfec-
methods and for the purpose of c:nrs,chcr COmD-
a with the reguiremnenis In this nofification.

0 4 Keeping a written record or  i2 ecord register
in indelible fashion of the precedng poinis with
view to submitting them to the Comt}a‘.‘: 3i 2

The results of the different checks and tests w
particular be kept-for a pericd of at least 2 yea

9.5 Detailed rules fog application of ‘his clanse
hovo Deeo given i %_\'I‘Q"PXURE-D&

4 The establishment shall have compeient and
L ed technologist duly apmrovcd by the competen?
hority o conduct owD checks and allied dufies re-

rred at {lanse § zbove.

¢.6.1 The pe rson rcsmﬂsibie for the estabiishment
shal] possess one of the gualificatioss and exnerience
traiming as the case may be.

(i) Graduate|/Post Graduate In Tl
Fishery NManagement, Indust

Fish Processing,
(1} a. Graduate:f}?ost Graduate in Marine Biclegy
Fishery Biclogy, Mlcrahmlagt Chemistry,

Zoolooy Bzoiocry, Riochemistry, Bioscience
or Food Procesing Technology, and

4F‘? O

(111
""I
au
fe

shery Scence.
ral 1511-f:ri¢5 ot

5. One years experience o Fish Processing
and Qua;mtw: Contro] or Tralane for T TH-
mum 6 months dura'ﬂon m a Govemment
recogmised institute In TFich Processing aad
Quality Control. -
. If the Tesults of own checls or any Informa-
twm at the dispesal of the persous responsiple referred
to above reveal the risk of health or suggest that one

might &Xst, Dmpnatc measures shafl be: faken under
officral mp:.rwf:mn of the recognised competent

AT -
zuthority

. Having satisfied itself that the establishmenis
*acm**v vessels meet the requirements with regard 0
he nature of the achvf"ﬁﬂs they carry ouf the compe-
tant authority shall accerd &ppIl al to such E:“';LJ..‘?*
£ hmcﬂtq;’fattoﬁ wcsselsz If the estabhshment
netery vessels,  decide o ca:'*}“ ot acf‘*v ties oﬂzer
f::n those *or which it has received aeammai s*aam—
rom competent authority shzll be ob-

fc approval |
tanod for that purpose.

12 The competent a,u:_{’[jﬂﬁ;' Ay take L'_r}{: assisiancs
of rerresentatives from Marine Prodicis it Deves
inpmen: Augthority (MPEDA) and Seafacd ETn0TTS
secociation of India (SEAI) of Iodustry o e
matisr of amproval of esstablishment/Iactory ¥ vessel
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121 Recogmsad cbmmatcn:_ uthority shalj tzke
aecessary measires If the rec_zmrem nis ¢2ase o he
Tiet
T — - — -
142 The recogmsed competent agency shall draw

b L
DELD“-’ -_L Lc;Lclt}iiﬁllmQ Ifﬂ:k:ztgl--f_; ‘v’-f:.":{SifEE.
,nah have an official aumbzr and ih-
s...LI'T""“r{if-’*IIr at 1ith O..';I"i{ SLEH Hi}tf‘.?“ij' ADDTO-
vid olishme 3y

acogn ised

priate authorities of its lst of approvad e
[actory vessely and any subseguent chan

=
ﬁ}
I-—é b

Hf-}
P
|
f
[

1

Othcnnc' of establishment]
ves rried out regularly under the
rifmrszblﬂfv r:-'.'r" ﬂm acogmsad competent authoritv
which shall at &l times have free access fo all parts
cf mie establishments;fac ctory vessel and '
ning to '*,._r.*ml cation of this sotification in order 1o
inuu‘r,_ compitance with the requirements of this not
necalion

13. The ; mnsoec im
factory vessel shall b

1.1

14 For Inspection and m@mmnm of bivalve mol-
ses pre-processing centres and  Iandine cenfres of
1er fish products, the competent authority may take
23 assisamce of represeatatives of MPEDA & SIEAT

15 Cersifica tébn :
On 1

equest from the pmcmssarf‘ xporier, the eom-
petent anthonty shall issue H@alth mfﬂrmaﬂr
ceriificate in the prescribed proforma after
satistyiag itself that the Fresh Frozen, Pro-
cessed Fish and Fiser y Producis are proces-
sed I approved establishments'f 15(:@1—3: vag-
sels hawving valid amproval number and after

satisf yimg “the Teievant raH_mrﬁm“u

IS 1 The competent ai tthority shall issue certificates
On request from the EKT_}OITulrpIOCES.&{}I‘ after satisfving
itself that the regquiwrements of the relevant srandards
are mer

16 Fees

161 A fes of Ry, M,OOOJ— shall be paid by the Pro-
cessing Estabhshgmﬂt;?acmrv Vessel along with the

-

_fvr*ahi..qtm: for approval as per Clause No 11 of thease

- -
-

-

fze at the following rate shall
f

16 2 A monitazing T
m«:sssmn Estubl shmient /Fac-

3 be paid by tha
-nw \fef;seiﬁ to the BIA -

Unit Export Turn Over

Under Rs. 10 croreg per aniurmm
Rs, 10 croreg and abme Der
annuni

Monitoring Fes

G.2% of FOR wvalue of
SXporis,

.15 '@'E: v;-“ith a minirham of
Rs 2 likhs and a wmaximum

-l
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Ck
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(:11) R ucal {:}f 'C Dmne*er_ﬁ Authorﬁm to issue

Mavy p:-:afar an appeal withiy 10 duvs of re-

cerpt of such commumicabion o an Ap-

35’1&&6 A, E:‘OLET;’ appoinied by ihe Cential
v

i
)

fJ

two-thizds of the tofal memoershin o

i7.2 A legst
shall consist of noa-officials

the Appeﬂaf-a Authoriry
73 The quomm for any meeting at the F‘WD llata

%aihomtv shall be thres

17 4 The appeal shall be cﬂsaosed of within 15 days

of its recoipt
ANNEXURE—I
CONDITIONS APPLICABLE TO FACTORY
TESSELS |
I Conditions concernimg design and equipment,

{ The minimum reguirements for factory vessels

as follows -

1.1 A rsce aside for taking fishery

5f101 arza gef

I oducts of board designed and arranged mto pounds

ot pens that are large emough to allow each successive
catch to be separated. The recephion areaz and its
movable rarfs must be zasy to clean. It must be de-
signed 1n such a way as io prmect the products from
the sun or the elemenis and from any Scurce of dirt

oy confamnation,
12 A svstem for conweying fishery producis from
the reception arza to the Work aﬁ& that conforma

with rules of hygiene ;
1.3 Work areas that azre large eaough for the pre-

paration and processing Of fishery }JIO{luC”'a in proper
conditions of hvgilene Thev must be designed and
arranged in such a way as to Drevent any confamina-

tion: of the products;

1.4 Storage for the finished products that are large
enough and designed so that they are easy o clean.

I a Waste processing Uit operates on board & sepa-
ra’e hold must be designzied for the storage of these

by-products S

15 A place for stortng packaging materials that
iy scparate from the prodmct preparation and process-
ing arsas; '

1 6 Special qupmem Eor pumping, was'e or fishery
products that are unfit for human consumption either

Loilal
directly info the sea or, Wwhere cxcumsian\,f:s sQ Ie-
quire, 1a to a water fl&fﬂt tank reserved for that pur-
pose If waste ig stored a amd processed on board with a

view o cleaning, separais areas must be aflocated for
That purpose: |

17 Sufficient supply of nofable waier or pressuriz-
{1 ciean sea water shall He provided The sea wa'er
infake 1must be situafed In apOSItsOﬂWﬂfi‘ it 18 mot
poss'ble for the water D._::u:r taken info be affected by
discharge in !o the sea of wasle waler, waste and en-
ome coclent cutlefs :

- - L] -~ o
! kL i - p—— - — .u—nT,-\ p) =
L8 A suiable number of changing rooms, wash
- - - “ T_r _r-_T . Snart - -
basins and toilers. the latzar not openipg drrec[?y oo
[ oy

to areas winefe fishery products are prepared, proces-




beqche:, CORTAINATS, CORVEYOTS,

------ rature ‘hat cnmpues withy the

] an au? faezatic

2.1 A nom-sip fleor that 18 aisg easy to clean aid

- - a - - - k] — g T 4 7 - e e
disinfect a1d eguipped fop easy  GIaTAgt O Gt
. i - . : " P .
Structures and fixigres must have mee holds

1 {
are lazge #nough not 10 b2 obstiucizd by fvh wash
and to allow walsr © drain fresiy:

2 2 Walls and ceilings thar are casy in clsan. narii-
T S S 1 z ! - " ——
cuiarly where there are pipes, CAdAls Ok electricity
coaduits;

—

e hydraulic circuits must be arranged or Dy -
tocted 1n such a way ag fo susuTe thatl s not DOSHIDIE
far any leakage of oil o contaminalc fishery pro-

2 ¢ Adequate venllation snd, whaere necessary., r°ro-

ner vapour £XIraciion;

2.5 Adequate lighting:
2.6 AT*]‘? ances for cleanng 2+1d disinfecting i0bHis,

equipment and fittings:

2.7 Appliances for cleaning aond dis: nfecting the
hands with taps that are not hand-coerablz and with
single usz towels.

3.k 1pmem5 and tecis  such as rables. cuthng

“hipes. etc. must b= resistant to sea W ier cormﬂm
pe

epev fo clean and diginfret and well maintained,

4. Factory vessels which freeze fshery procucts

st have:

41 A refrigeration plant suffic ciently ﬂ-c:urw*uT to
lower the temp 1]

arature ril-p'r:j v so as o achieve 2 core
temperature that cmmpma with the specific 3“{;11: ol
t*m normcat on;

47 Refrigeration plams suificiently _.J{‘Wﬂ’f_'fﬂl_ £
Keep fishery ‘products 11 the storage holds at a tempe-
‘2‘:}6:’:.;‘___'1{_:'[1‘ 0113 ot 1als

- — v T T T — = T T_-__ - & -"'\T'w.'l"'\ L T E:\ y - -3-' O o —- M
':E‘! —_.E__J_E. Ga_'i.!n.if—-..: .L - t. I‘_.J} " i_\‘.:_-_},{:ﬂ _.-\.‘:-'—.-\--‘I_F—-.—n .'L‘J.b.:..Lﬂf.‘-.“‘ 3._.!“.'{-. LI ._- L ..L:E._' s A ! i
i — fa ! = w1 1 s 2Ty et 4 TY LI L —— 51T b — . 1. o
EREYRE I (OO For WUISOIE and crylng i< HHEE? Lit3t 4 {eaqing, cutililg atd piisling IS DT G Tigrd

- T . T o e b n - o - _ _\_'; - : T b
CDEIE}}V *E'ff'ih nwelIne IEGHZEEH‘?{}”\ L ‘.‘EL_H :-L_}Eiﬂ-‘ 1 G Undaetr i CG;’TLC?LG“S O 1}_‘;'5:‘*__:.31?3 meda GOV 11
2 _ o s - } - - .
v - <. A aqmemprT = b7 P £y i AN
fap must §no” ha pand-oncraoll Armexulc-Ly, Seciion if\;_,}, LJ) and i %)
i ;

- e . Y
5 On-hoard processing of fishery produCts must o2

[ —- b Y - T in = 3 e

Cai iz “r{ Out L,T_]ﬂf._ Lit‘ Luﬂdlﬂuzrj N Li"#ig_“:f_:.;ﬁ 2 d acsn

1 Anmexure-IV, Section-IL

tiad

§ Fishery producis must
ander the coaditvons of hygent W
1
7 Qu-board siorage of fshery products must Oc
r +he condifions OF 1‘1‘?:916"'" i

vt

he car-ied outr uic
dawn in ABneyunre

-

ANNEXURE—
REQUIREMENTS DURING AND AFTER
T ANDING

| Usloading and landing n:\.jt..muﬁ*l must be cons-
tructed of mazria I which 1s easy to clean amd dism-
fact, apd must be K -an: in a good state Of repa’ T and

cleanliness .

7. During unioad

fis Ie 7 produc’s maust ba avoxded.
cular be ensured that -

21 Unloading and lamd'ng operations proceed
rapidl}f

ielay -:n 2 prowctad ﬁﬂﬂ:{}ﬂﬂlﬁm ar the 'z.ﬂmpﬂrmun

-

b

required on the basis of the pature of die produc. 2nd,

where necessary, I8 ice. in transport, siorage Or m an

cetablisnment;

2 3 equipmeat ud handling practices that cause
gnnecessary damage Lo the edible par s of the fishery
pl‘GdHCES are mot authorized.

Parts of auc'ion or wholesale markels wihere
ﬁsharj, products are displayed for sale musi;

31 be coverad and have walls which are casy +f
clean '

3.2 have waterproof ﬁoormcr which 18 eaqy t0 W

notification. The storage holds must be equipped WiR
"’“I"‘L'{}ETLEHTH ; :m“fimg CUSiam ;'713 ed so

sWar i oag cosly be read

-

ions of hygiene relatin g o 01 boat d
of 'b,hcr;.f product

handbine

1. A oualified person on beard the factory vessel

.i.

must b rﬁvonsmle for applyin _9; 9_ ood fishery sroducts
m.;m,fdcrurmc practices, Thal p2rsou shall have the
sithority 10 ensure that the prowsiou of this notifica-
tion are anrlied and shall maxe avallable o inspectors
the programme for mspeﬁ sing 2nd chacking crifical
points as applied on board, 4 Trecister: containing thal

o recordines

nersogee comments aand the temperaiure
rhat mav b required.

condifiony of hvglenc ap nlicable o

-1!"11'{:'.11--\__1‘;{ SE{:T—:

"
.

:aff shali Dz 1hose, iaid down in Annex
(=
'l\..

£y

—a
—d
i

and disinfect, apnd 1aid in such =
the dralpage of wa'er and have & hygien'c
disposal sysiem”

racie walle

3.3 b"" equig ~ned with sani‘ary faciiifies wi'h  an
pDroo -L.,btr of wash basins and fiusgh Iavaio-

f ":H:.'\

IS ‘v'*rcisn sasins shall be QL"‘;L@G with materials

—h

for cleaning the hands and single nse hand! owels:

T

3.4 be W&E 17t +o facibtate the ngndciien of fshery
Products;

LD

1=t
1

e usad for dispiav or storage
i for other purposes. v

oy

'.:If 1 ll__]"‘

cles amitfing exhaust Fames which may impair  the
quelity of the fsheny mroducts must 1ot he admittad
‘o markeis undesirable an'mals must not be admii
fed -

S 4 be clezned rogularly and af least afier cadd
.zlo. crates wust affer each sale, be cleaned and 1ins-
=d inside and outside with potable waler ot clean se#-
weter: where reguired. they must be diwinfecied:

way as Lo facuita*e™ =
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3.7 have displaved in & promipent

prohibiling smoking, spitling, ea ing and drinking

3 8 Rave faciiides vo provide adeguatz wafer sup-
phes;
38 have special waiertight recepiacles made  of
CCrrosian resistant  materials for A‘Sher}" products
FoIch are unfit for human consumplicn

4 Alffer landing or, where ELDDI‘DD"‘“'S: after first
€aie, mshery products must be transported without de-

T L) ay A = — I . I _|' - - e
iav at temiperature of melopg wt

3 The gencral conditions of hyzikene leid down 'n
;élﬂﬂ.ﬂ_‘i.ui.u‘l.[; Secuon*ﬂ with the Jc“ptloﬂ oL point
211 shali apply mua’ts mutandis to ‘he markets m
which fishery pmdums are displayed for sale or siored

-.|.

6 The wholesale markets in which fishery produc’s
ars msPlavaa for sale or stored shall be subject to the
same condi'ions as those laid dowE m point 5 3 &5 of
his Annexure and “o those set out in poin's 2, i1, 12,

(  Section] of Annexure-IIT

7 The gencral conditions of hygiens laid down in
- foexure-{ll, Secton-I1 shail apply mu a'ls mutandis
to wholesale markets
ANNEXURE I

 GENERAL  CONDITIONS
PREMISES, BUILDING AND EQUIP

Ir Premises and L;I]ﬂ{ll_ﬂ"

RELATING TCO
MENTS

11 The immediate approaches of the nro{:ﬁsskﬂw
areas shall be concreted or tarred or turfed ‘o preven:
wind blown dust.

12 The processing  establishment shall be housed
noa buﬂdmtr of permanent nature; affordine sufficien’
proteciion from normal climatic b”"f’*‘fda like wind
blown dust and raln and shall be of sufficient size for
work to be carried out under adequate th:emc condi-
t1ons.  Thelr deszm and layous shall be such as to
; ~lude conta minaiion of the proclm,i Ciean and
¢ aminated pars of the building shall be properly
© "araie,

——t e w

. ————— e m —m -

13 The food h&ﬂdiﬂg areas shail be omple cly
séparated from the area Ls-'*d for residential purpose

f..u]

L 4 The layout of different sections shall be in such
a wav as io facilitaie the smooh and orderiv flow of
work to prevent possible cross confamization

There should be adeguate paiural or ar'ificial
Tr 1wt .
ngnting  The bulbs and tubes should have vrotective
covermg

for na urad

V5 There s,aﬂ be adeqguat
m"f‘rh "'-r:ch 8T

e
01 mechanical ven'dation sysiem to |
and where necessary good steam and v
traction  facilities shall bu :
Cpt.}lmff saall be provided wi
nen’s. ,

B

&

Flyv-sroofing, vermin

21 The nracess memme ea o Tysil !
2 LLE Prac SRIMN FEAEN R AN moliding the rosw mne-
P | — %y o _ T . . - " = P - -
=] - P iy = e Y - { - B i T R -- 1
Fids fk.x.iﬁ-‘-x;ﬂf.if 200 5GG ..Tig arcd h,_t‘.ﬂl;. he DrOVIgEs@ Wil
o - .M t P - - )
N IR - L : . T i
CHULLVS BY-DIOORNg arrangomenis Surasie sieps

shall also be taken to prevent the eniry of insecis,
regents, buds and amimals m'o the processing arsa

3 Receiving area

shiall be @ raised platform 1o unload *he
raw material before Hcinfr taken to ‘-’ha raw material
receiving arca. The sides and ‘op of this  plafform
shall be sufficiently prolected from exirancous con-

{amination

3.1 There

72 The area ip which the raw maferinl & received
and s ored shall be so  separaied from the area in
which the finished procuct 1s prepared or packed
as fo eliminafe contzmunation.

Cuzbncr wall and fecr of work rcoms.

4

4+ 1 The foor of me food banding arca shall be
wa'er proof, easy to dlean and disinfect aund laid down
in such a way as to facilitate the drdmage of the water

casiy or provided with equipment to remove water,
There shall be no wa'er stagnation on the floor

12 The mtcfnal walls of the food naﬂdl.nfr area

shall be durable and have smooth surface which are
easy to clean, and mapermeable wa'erproof and hgnt
cojoured.

43 Walls shall be iree from projection and all pipes
and cables shall be zneatly coversd.

4\

4 4 Wall to wall and wall to fleor junciions shall be
I?th‘ﬂdi‘ﬂ off to facilitate proper cleaniag

4.3 Ccumo shall be free from cracks and open joinis

and shali ber smocth,  waterproof, light coloured
and easv o clean

4.6 All doors zud windows shall be durable apd
made of corrosion rasistant material and shall be of
self closing tvpe and casy to cleag wih fiy proofing

arrangements e
47 All window zils shall be sioplng mwards.

485 All entry poin’s mmio the proc-*samcr arca shzall
be promaea with washing pi¢ of sui able size. The
all bs provided with potable water and disin- -

g
Lesl

Dif S
T**ctauu The stagn=mt water shall be changed at
frequent Intervals

49 All entry poizis inla the processing area sball
be provided with adeguate facilities for cleaning and

ciisiﬁ:ﬁf:c ting hands

4 10 Instruments sod working equipments such as

tatles, contaiaers, cogveyor hf:ltS, knwves and -,,,ti’"
wiensils used shall tz of smooth corrosion resistan
materials, easy fo cizan and disimiech.

4 11 Utensils uses Tor  ipadible or coataminated

materialy <hall be idszzuhed by specific mark or coio ur
sdible

>r shape and shall = be used for handling
svoduc’s.  Adeque ¢ wasie receptacles shail be pro-
vided for fraquent rrasoval of waste from the werking
areas

4 12 Tce cvashér g Bake ice mechipe shall
™ ovided
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5 Machmery

L

- ik
achleve a rawd reduction I the fempergaiure so that
the required core temperature is obtained withm e
minimum period shall be Erowaad

5 1 Freezing equipments sufficien'ly powerful G

-

a
g e

5.2 The fresing  egquipment shall be fAved with

E.Flclgcs to indicaie temperature and pressure

6. Cold rooms; Storage
1 D_.l Chill rcom and ice  stors shall be provided
WRErever DeCessary.

6.2 The cold rooms wher the finished products are
stored shall have sufficien’ly powerful  refrigeration
plant to keep products at temperaiure prescribed

6.3 The fioer of the coid rooms suall te wa'er proof,
casy 16 clean and disinfect and laid-down in such a
manner as to facilitate the drainage of water or shall
be provided with equip ment I{} TEMGCVE Watsr.

6.4 Walls shall have smoo b surface and she
durable, impermeable and easy to clean

6.5 Ceiling or proof linings shall be easy toc clean

6.6 Doozs shall be of durable material and easy to
clean. {

¢ 7 There shall be adeguate lighting

6.8 The ideal temperature of the cold s'orage shall
be minus 18° Celsits or below.

e |
e

"Eﬂ.
[

t
LT

6.9 The cold storage shall be fitted with aufomatic
temperalurs tecording device.

. 010 The cold siorage shall have sut‘able arrange--
ment on the fcor and walls to facilifate free circula-
tion of air

611 An anferoom of suitable size shall be pro-
vlﬂ.'ud

6.12 There shall be an efficient alarm system.

6.13 Alr curtains shall be provided at the enirance
of the ante-room nnd cold storage.

6.14 The cold storage shafl e maintained iz good

hygienic conditons.

7 Faciuties for adequate supplics of notable
water or alternatively, clean sea-wafer or sea-water
treated by an appropriafe system, under p:i-ss:i-za and
in sufzcif:n*" quantity shall be p rrl'(}?f'dﬁd However,
7 way ol exception, a supply of GE-L_I’}.Z'ILU'I__%' water

.{

15 permissiBle for the DIDdUC"DE of sfeam, fire-fight-
mg and the ccoling of refrigeration cquipment, pro-
vided ihaf the pipes installed for the purpese pre-

Ci'LC;L the use of such water for o ther puarpess and
present oo risk of :Gmamluaﬂu: of the preoducts
Non-armixing waler pipes shall be cieazly distingnish-

ed [rcm thosz used for drinkine water or o

" SIaE - - - — - e o - i o~ 2
3. raciiifies o HOVIOe SUHCISNT JuanUilgs Or ool
- 4 L)
- L]
- ol ;._-;_ ——— . - —
' SOTEDE VEIET N

i0. An adaGLaLe number
sme0th. wa J—J{}Gf washable w allﬂ nd ﬂoozs.} wash
hasine, Hush lavatories and Jockabie cupboards shall
be provided  The lavateries shadl not cpen directly
cn to the work rooms The wash basw must have
7 hamﬂs anig  aisposable
fowels. the wash basin raps must not oo hand-opera-

walR Y

a
afelials IO C Saning the

11 If the volume of producis tregted requires re-
gufer ¢r permanent praseges an adequately eqeipped
jackable room for the exclusive use Of ihe mspection
exvice shall be provided

1A

]
Ay,

12, Topere shzall bs agk,quan., facilities for cieaning
aud disinfecting means of trassport,

13 Establishments keeping live animals such as
(Crustaccans and fish must have appropmate fitings
cnsuzing the best survival conditions provided with
walcr of a guality such that no harmfsl organisms of
subsiaices are transferrad to the aniinzls.

-

iI. Geneial conditicns of hjggienei

1 Geperal conditions of hygicne apphcable to pre-

mises and equipment

113 FZ{:OL:J walls and partifions, ccilings or yoof
iinings, equipment and instruments used for work-
ing wn fishery products must be kept 1= a satisfactory
state af cleanliness and repair, so that they do not
source of contanunatice for the pro-

msects and any other vermin must
be systematically  exterminated in the premises or
n the equipments. Rodenticides, inmsacticides, dis-
infectenis and any othar potentially toxic substances
must bs stor d in permises or cupboazds which can
be locked ; their use must not presa-qf any risk of
.;OFBE].R&EO& of the pruauc*

L2 Rode enLis,

3 Working areas. instruments and working
cqujpi.u.m must be used only for work on  fishery
picducts. - However, on suthorisatioo by the com-
peirnt authonlty they muy be used for work on cother
foodstufic also

L4 botapie water or clean. seaswaler - must be

-

ised for all s However, by way of an o
used ¢T all purpgses  However, by way of an ex-
PR e w - -‘\--& -;-_ - - — Ty W o g B 1 .

_hr“ L, l?ﬂ"?uu_ ";:_':_ Aol My Do 4iLG for sisam

produaction, dre-fightin covimg Of refrige-
jaf cn equipment, movidsd that the pipes installed
r ¢ purpose przciude the use of such water for
oither puiposes and present no risk of contamination
of the products.

511
T T LI . T o v
2.1 1ne laghest possible  stamdard of cléanfiness
e
T S i = M L - = - -
s TOGQHIEZE O siar.  MvQre speclicady
-1 bl B e - - - T - TR I
2.1 1 Stad YURD Wear suitable colcan WOrking
- i
H P _ — 3 < — - N S 4 —_ % " -'[..—. e
CIOWESS &NC DgaGgear Wwhich compitlely 2nliGsScs 146
;T _ - 1 _ il - - . - L T - o
FRIr (0is apphzs narbcularly & pSISoOs fandudg
» - T = :" -
EDOREE GSNery oogulls
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212 Staff assigned ¢ the handliyy and prepara-
i roaucts must be rcz:u;z:d to wash
1o work 18 resumned.

D
-L 1
icast =sach time 2
coverad by a wvaler

L_.f_,-.\_.rj_,,

=% - T - ed I
e flagos muost oe

2.+ 3 omoking.  spilting, cating and L“E:finki'l{r el
woLx zind stacage premises of Sshery products must
be prohibited. |

2%z The 2mpioyer shall taks al *he requisite
IEASures ?_o pmmr persons Hable to  comtaminate
fusnery  products from  worklzg oo and  handling

thera, uniil there is evidence that such persoms can
G0 50 without TIsk

When recruited, any person workiog on znd band-
ling ﬂtnut products shall be required {0 prove, by
a med rixficate. that there is no mpedment to
such p:."lpi@ill‘i&ﬂ[ The medical sapervision of such
a person shall be governed by ue egislation
i force

Lﬁll "-u.-

wational

x_}:‘;f}'
PRODUCTS ON SHORE
products

. Wh ¢d. unpackaged products are net
despaiched, pr:p.areu or processed mmmediately after

¢l he cstablishment they must be stored under
. cstaohmments cold room, Re-icing
must be caived out as often as Is mecessary; the ice
nsed, wi'h or without salf, must be made from. pC-
table water or clean sea-water and be stored under
hygicnic conditions in receptacles provided for the
purpose; such recepiacles must be kept clean and in
good state of repair, Prepacked fresh products must
be ¢hilled with ice or mechapical refrigeration plan
cieating similar temperature conditions

2 i the¥ are pot c’arr_’;d out oo board, vpeiations
such as budﬂmc and gutting must be caried out,
hygiehically: The prochucts Tuust be washed throughly
with potabie waler or clean seawater immediately

;o suck operaiions

Ry,

- Operafions such as filleting and sliciig must
carvied out in such & way . as to avoid the con-
amina joﬂ 0T 5po olage of fillets and slices, and in
n that used for heading and gutiing
I and shces must mot remain on
ork tables amy longer than is necessary for thei:
ereTats Fm T.s and shceg L:.., bf: sold fresh must
' ailer preparalion.

4. (afs and parts that may constiltafe a danger
o public health muost be separated from and removed
’rrom the vicioliv of products intended for humar

CONSUMPUOT.

5. Cenlainers used for the despaich or siorage of
fresh fshery producis must be  designed in such 4
way g5 10 ensure bath their  profection from con-
raminalion and TL.\:‘if PISSETVAlon UNMSr 4ygienic con-
diicps and moie particuldrly they must provide ade-
quuiz dramage of melr water

0. Unless spectal faciitics ars provided for the
conlirnicus dispesal of wasie, the Iatfer must be
otaced 0 Jeukprodl, coversd  comimigert whnk ase
2asy 4 ¢lear and digafze

Waste must not be  allowed fo  accumuiaie in
working areas It must be removed cither continzous-
Iv or as soom as the confainers are full. Af the end
Of cach wo}":i:iﬂ.c:; dav, the waste Contamers shall, be

pfemm,s mtended for sterage of such com-
he contalners, *‘e eptacies andior premiscs

fawtr:: must avs be thor Duc‘nh cleanscl
Waste stored

[‘_1"\

and. i appropriale, dis 'mvcie afier use
there must aot gonsuiuid g scurce of confamination
for the cstabiishment or of pollution of ifs surrown-

1.1 Freezing cqupiment sufficienily powerful to

¢ a rapdd reducuon o the femperature so that

the lemperaures laid down in this notification cam be
obtainec 1p the produst;

1.2 rreezing equipmment sufficiently powerful o

keep proaucts im storage rooms at a rurn}::rahme nol

cxcceding these ‘layd dowrn in this nolificatica, what-
sver Ihe gmbieni lemperawe may be. |
However, for fechnical reasons related o the

methed of freezing and @ the haadling of such
products, for whoiﬁ fisk frozen in brine a:,td miended
for. cronimg, higher  femperatures than those Iaid
down 1 this notificagion are acceptable  although
{bty may not exceed—9°C

2. Fiesh products to be frozen or quick froZen

must com th wlith the requiremenis of Section-I of
¢l this %nueﬁurc

3. Stoiage rocmis must have a  temperaturs fe-
cording device in a place where it can easily be rcad.

mcozd&: must be

einpefdture sensar of the
from the cold

|

iz the area furthest away
- ¢ whers the temperature in the storage
reom i¢ Wie mlghest. Temperature  charfs must Be
avaifable for msmc:tlom by the supervisory authorities
a7t during the period in which ihe products are

£

[

-
e
el
b |

L
r.r-
A
I
m
I

i

Hil  Coenditicns for thawing products -

O : carry out fhawing operaticas
rmpst comply with the following requirements
{nawed under

{1} hsbery products must be
hygicnic  comditions; their contamination
must be avoided and thers must be ade-
quate drainage for any melt wafer pro-
quced;
During thawing, the Lemphramm of the

1
aroducﬁ m“-f-:.::_ not Increass CﬁSSIw.x..IV'

ishery products  must be

(2) after

T . . -
nandled in scordancs #ifk the reguire-
. . oy -:.__; F) . .
menfs of this not{ﬁcaueﬂ* when thev are
- L
1 ~ - - T - N “;': . ] 2 '1.-—!'-'
prepartc of procesed, these oncrations mus?
T
— = - - . i- lr; —'-.
O CAITIEE QT % ;Lh@h dLla“v
- - LTI _ & - H
IV Cenditions for srocessed :Jr Tucis
™.l & SR ~ - -
P oFrcsh, frozen andd thas aa nroducts used forf
e gt s PR S T - - o i
DUSCOVEIng Just compiv wilh the  reouiremsnts of
Pt r_-_ TV" : -"-' t - =
Seciicas-l or ID of this Apnexure:
T 11’&& i fhm e s imor fomemtoim s fo gl man € -
.- PRI fiwe i iMmmaire PP ETTESTIT Lr Jwdalaazid tlf Ty
-.--::-1,_ : i - -:-V-‘t--:--.. - ';.‘ -':--'-\ ——: i
ey ne deviconmanl G oeiandenis  Fmoro-




or._hfum or I it is a sigmifcant facmr in fhe pre-
servation of the produci Tihe treaftmeni musi o2
screnifically re C‘Eﬂ}.‘wed Tm; she jaw in force and Or
approved Dy the competent authority;

The person. responsible  for  an
5T i;::-*-p a r.u”:-f“- of ihe procsssing cartied out
Depcnding on uhe: type of process cmployed  heating
ime and temperafurc, .salt content, PH, waler con-
tent, efc. iust be mositored and L,:u;uuﬂe’* Records
must be kept atleast for the expegted storage jife of
the produst and be availzble  to the compelent

authorily.

a hmited

3. For vroducts which are presery ed ot
cd smoking,

< ‘J.Lﬂl";

nericd by 2 treaiment such  as
drvingz o marmating fae propriafe cond:itions for

ap
corave mst be clearly marked on the pacgkaging

In the case of fshery ﬁr;ﬂd*cts which have been
sisbiecied 1o cferifization in hermetically sealed con-

41 The water wsed for the
: be- potable water;

preparations of cans

42 ‘The process used for the heat trsatment must
bg eppropiia iate, having regard to such major criteria
4 ine heating time, termperalulc, filling, sizg ¢i con-
tainers, etc . a record of which must be kept; the
heat {reafment must be mpabL of destroving or in-
scivaling pathogenic crganismis and the spores of
varogen ¢ micro-organisms. 1he heating equipment
nbst be ftfed with devide s for vexifying whether
e conldiners have in fact undergone appropriate
hea: trfameni Pot ab*\, water must be usad {o cool
con’amers after Beat treatment, witboul prc;udlcﬁ: 10
the pitsence of any r:‘le*mcal additives used 1m ac-
cordance wilh good technclogical practice to pre-

ven: corrosion of the cquipment and ‘containers ;

-

43, Fuocther checks must be  carmed out at
randes By the manufacturer to enstre inal the pro-
caswed products have undergone  appropriaie  hea
tres ment, Viz.

TR TN

cut at 37 <= 1°C for sevem @Gays or at

35 + 1°C for ten days;

—  micreh ological ;‘xaﬂllﬂatl{.“}l‘l of contents and
contairers in the establishments laberatory
or in ancther d.l_rD oved Iajui_’(L{er

+% Sumples most be takén of production cach
davs at viedelcrmimed Inmtervais, 1o SOSIre the ef-
- of SE‘L:’:::HEEL For that purposs appropiiate

. must be availahle for the examination of
sicﬁdﬂs of the can—ssams.

.‘t - g ".\}f“ . -n - ! — o L
C= D el :lu_. carricd oLL I Orger o easure igat

cop' iiners are noct damaged

2iven A D s".n:'h *:E:_: tifics no ':-11&13’
3 Sinokine

R SR N S
L T . Eall vl
h PREn r_,.*-'-_j'_ PRI S T
=

—_

T 'a...\-f_"-

. .
a7 “"f“" PSS SR Pl 1T L PO L fa o
I d hikiiell als SGU IR G N RECREISIV Wil &

— ?ncubaﬂc}' fosts, incubaflon must te FHrried

ventilation svsiem to prevent the smoOke sad hear
fram the combustion from affecting other premiscs
or places where Oshery producis are prepaled, pro-

- I - ~ H
-.rh-:-‘\-{L {--'-f- E-—C‘E‘Eﬂ "

smeking of fish must be siored awae jrom 12
of smok'ng and  mast be used im such a way (bat
thm do not coniaminate the products

52 Malerjals used w0 ZJLOGEC“‘ smoke DY burning
wood that has been painted, varnished, glued or has
underscne any chemical pr:t sérvation Treatment must
& froh.@;-«,d

53 Alter smoking, p_oddcis must be cooled rapi-

dlv to the temperature required Iof their preserva-
tion beforc be'ng packaged

a
5 1 Salung opeiaticas must ta¥e piace bl
reat premsdses and  sufficiently emoved from the
Deonises W operations 8re
O

6.2 Salt used in the treatment of fshery prodnels
must be cleag and stored in smch 2 way as 10 pro
clude coatamination It must not be re-used

53 Any contaimer used for salfing or briming
must bo constructed in such a  way as to preciude
contamination during the salting or bumgmng PIro-

CESE

64 Containers or areas used for salting or brig
ing must be cleaned hefore use.

7 Cucked crustacoans and moitascani  shellfish
ﬂwZuc_ts..—-—Cm.stacu&ns and molluscan shellfish myust

Y Tomon o

~a cookea as follows

71 any ccoking must be followed by rapid cool-
ing, water used for this purposs mus~ be porable
I;*t&.r or clean sea-water, If no other mathoa of
preservalion IS used, cooling must c::rnhnua until the
ferperature  approaching that of meting ice is -
eached. :

~ 772 shelling or-shuckimg must he carried out undez
hysien'c co nds {10ns avmdlmr the comaminamn of the
muduhu ~Where such operafions ars done by hand,
fwra{eza must pay ﬂartlcular atiention (o the wash-
g of their hangs and all working surfaces must be
:1:.. mecd thoroughiy  If machines are used, they must
ha cleuned at frequent intervals and di:"r: acied afrel
each working dav After shelling or shucking,
cookgd prcdz.cts must immediately bh irozen cr;LLDt
chilied at & temperature which will precinde the

zrowth of patnogens, and be siored io appropriate

—_ . — re s o, e - 3 . ; _
FER R S r.r::zwidcm er must  CLITY ot HCro
1 [, - : : I, T A T Tesro
v oi-:; «+] chacks on his production < reguiar Inie:
S I )
vals, compiving with standards
1 FA T - Ty - ) E" =
Q hischunicallv recoverad fish flesh
-_— . o » 4 [ e e -1 o g -
The miechunicsl  recovery O LN LEsn iHust 3¢
N : . N T . -
cartied cut under the following condifions
~ - . = _ — - L.
¢ 7 aiechgnical resgiery o7 SULIEK n3h lsn IOES
alues winout undue delay, gfrer nilc mng, A g EW
- . r L - .. - ~ h [




- ' - - ' " -
- . T T e T s SN R ———

ETr - 1137 TS S
matevinds free of guts, Where whole 8k are used
‘aey must be guited and washed beforshand

82 1hs ach’ 4 1St ¢ laanprd at freore

= 1< IAac ENY IIYUust oe cleans di Frag el
WHSTVNS and af Jeast covery fwo hours.

&3 ofter recovery, machinjecallv reccvercd  flesh
mast be {rozem as quickly as possible or incorporated
in a4 pioduct ntended Tor  free zing or csteblishing
?.IEE‘.-.EE'EI:.HL.

% Cendions concérning parasites,

b . [N S

L. tirrmg production and before they ore released
or humen comsumpticn, fish and fiskery products
musr be SLijECI to a visval mspection for the pur-
pose of detecting and removing anv parasites that
are visile.  Fish or Dar*s of fish which are obvieus-

by :r:c:trﬂd with parasiles, and which are remioved.
mus: ot be packed for hwman consumption

rzd to )n
miist,

2. The fish and ﬁQheﬁr vroducts  refer
3 which are to he CGI]ST.I“Iud as rhr,v are,

v addition, be subjected to freezing at a tempera-
trre of mot  more thap —20°C in c‘ﬂl paris of the

not les than 24 honrs.  Products sub-
o this freezing process must be either taw cr

3 F&h and fisherv products subiect to the condi-
i

tions In point 2

A

3.1 fisk to be consumed raw or almost raw, e 1

ey M , WAL g B
riiw herrme ‘Naastre
Fa 2t 1

3.2 the following species, if they are to undergo
a ¢aid simoking process at W‘h ch-the imfernal temmpe-
retitra of the fish is less than 6G°C

——  mackerel.
—  Sprat.
3.3 maanated and/or salted herring where this

PrOCEss 15 m:.ufﬁu,lem to destroy the larvas of nema-
todes.

Critcria shall be laid down which must enable
e process which are desmed sufficient or insuffi-

ent 1o destroy nomatodes to be defined.

i

4. Mmufagrurars IILJ‘-LLJSHC»HTE: that ﬁsh and fish
products listed m pomnt 3 or the raw maten{.‘: for
uss In thelr manofact ui,e are su’mactr*a to the treat-
ment dereribed in point 2, prior to the'r release for
cofsump tion.

ANNEXURE—Y

AEALTH CONTROL AND MONITORING OF

PRODUCTION CONDITIONS

! Gmewa ’viemtcrmfr :

The compelent duthority shall make adequat
Tnts ,aor C{TEC’JIO‘ a‘zd mc:m tf?ﬂ"ﬂg i orde

C pTmr e
:.-I.acku.;

iﬂ‘& are COIHPL ed W;th__
Such arrangements shall

(1Y a suitzble check orn the h 8
ez the under standing that such che
may be CcT'.T.'lEC'. out dunng fhe sfay of the

yvessel ip po

-

,’m: condificns  of

<3 on harveshing,
purification areas
D

ﬂL" u.‘_'] Lr
£C-1F ﬂCi‘SSEI}E_E A4 DICLCS-

g Ceniras
i o~ D m A E T & sl v 7
(<) an inspecuon at regular itervals of estab-
pgeament fo check = particular;

re-processed malerial has becn
from pre-processing premises

?I'C“"“
coﬁcimns

faving an adequatc hvgieas

(b- whether ¢
szt fuifll

{cy whether the fresh, e
fish and fishery preducts  are handled
correctiv;
remiges

(d) whether the cleanlness of the p
raciiftes and instruments  and  staff
bygiene are maintained,

(¢} whether idemiification maris are put on
ﬂI'Inr"!'l*;r
(5} A check on sicrage and fran 100 condl-
tione,
I Special Checks - ;

I Organoleptic checks

1Toe competent authority shall carry cut inspectios
at the time of landing or before first sale
and also durmg subsgquem siages  of processing,
storage and tramspeort to check, %he:mm the producis
are fit for human consumplion. The mspecion com-
prises orgaeleptic chiecks camied cut by eamplicg

I'1 If the Organcleptic examination reveals fhat
?he fishery products are not fir for human consump-
on, measures shall be taken to withdraw them from
sale and tu disposa them off in such wav that the
rejected maeotial is mot used for e axport,

1.2 If the Dlgan{:}iaptlc exammalicn reveals any
dout as te the freshness of the. fishery products, use
be mwm.e of chemical checks or microbiciogical

may be
analysis, _ o
Parasi. checks -
Before they are released for human corsumptios,
fish ena hsnery products must be subjected  ta a

ior -fhe purpose
visible. Fisa QT

ith para-
disposed  of

use2d for

visual :nspection by way of sampie,
CT detectmg any pa_*faﬁltz.s that are
parts of fsn whlc‘l are obviously infested
sites, and which are removed shall be
in such a way that soch maferial & not
CXPCIt

3 Histamine check

:
Wherever necessary samples shall be drawn and
tesfed for H:Sta:_rme content.
Nine sampies must be faken from each baich
T r I
This must fulfi] the followine reguitemants -
*1—\;‘ S e T R Ewd -_'- n_;:.';--F i h
—_ LIAS I ERH cd:iiC TIAST TIOY axcsed U [3XBEEN
du
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AL THE GAZETLLE O INDLA EXTRACU RODINARY Piny LI—2EC S
mmm e peet T T, DT = _— _.,_,_,__‘—an-g-::__—uﬁ—"-——'&:'-:'— g TP T e e e o — m——_ -
oL b T ..,"'_‘ e .L-_-. i ) ..-{ | - ' T — — -:‘.:_.-_ i E e '__‘.' . ".._..-.-. — = '_"
_ swe sgmples mav bave @ vaile oF HEC hen Witk tHe exceplion. of cerialm < niZlSEs Imal
T - 1 . ! P o ——y S n.--r'.': 3 a Y -,.-1 -
100 ppm; bul iess rnan 200 ppm ~F fmpervious, smooth ancd corrosion rasistant E‘&L
FEEN £ = - - T ) - - e S . <
- - 1’"{"&‘ h =] 3 "‘i-i'l = Pt ac&._‘ﬁr:; o ?Ia} ‘1‘ L Cn EIC Ea -:r -{-O. C:E'E-q EI}d S lLLE’U‘Eﬁ Whl‘:ﬂ
e t— 1‘=L-' ba—'&.’_i.t..fﬁ.ur{"i T}.—lu‘:\- _._8.1\-\.: ia 1‘1 Sl il ‘-._.'...-L.r..'l.ﬂ: o pae '1;"{ J'.—‘- .-\_Ir_aq.r _ . 1_-: _; Fﬁf“-f oy . .
H'L}O ‘Drl mai D-\_. J.l-'_'usi_-._.n. a-I'L'-J. 'q.p.i\_rL:Il‘Li_kg dﬂd {:.'I_.i 4 1.11\.-&;;_:_ _E-J""LC}\.(:LH
; = 1 : - F — p 1 - : 1 3 et \I.—--'- -: -
Pl ging materials Iy not be :;a;uscﬂ. Pacgzgng Imale-
e T 3 . a s - Rt S - - o, ;
These Lmits apply oaly 0 DD SPverls oi the rigis uscd for fresn Hr@dLLts ZIC'CI under ice must
= i st ! - ~— * :T — n ‘Fi_\ ] - J‘\L )
fo?lou mg families ; Scomoriage Al Clupcidac  HOW- provide adequate dramage T0r me it water
- 1- .1 7 - - oY 0 'E*;.::.a b | ;'E'--'-' o,
cver, fsh iangcine fo these  families Witk have S , i L
. T T e mime freaimient m bring may 3 iLausad packagmg mﬂimals must be STOICT
""" argome fnzyme rpeang IEdiiheis no 1ad ERTE Y e )
usdergane < f?'} He Hphstiis = . T sremisas away from the producticn & and b=
3 AT o i e IRt R ’ - EA
aave hichsp histamdne levess hur 0L mores Wdn vt o e L mafian
oreiected from dust apd COntamna=os

.~ vajue, Examing tiops musr be carried

u:nr_L th.. &b
out I accor G;mcc with Treliabic. solentifically y o To-
ST IEQ_U’J.

cooiused methods, such as high- mei_'w'*mh_w

sheemdiography (FPLC)

Contaminants present 10 the agaaiic
Menis

AT TR ~ e

Withous prejudice [0 e rules ¢opcerning wale
profection and management and in  parricular those
concerning polulion of the aqualic & avirenment, he
1snery producls must pof comfa In their edible
parts comtaminants preseint in the agualc env JCJHIIIﬁIlL
sach as heavy *ner“ris and  organochlorinated sub-
stunces at such a Ievel fhat the calculatzd _di-stazj-’
' ' apie daily or weskly m-

Aol EOT] ng systemn must ne ﬁStﬂLﬁEh&d by the
aurhority to check the level ¢f contamima-

r

3 Micrebiological analysis
Whesover RECeSSAry; samples shall be drawn aad
tested for microbiological factors.

Sampling plans, methods of znalysis and

fomoe criteria for this purpose shall be =

1T I

ACCED-

(a) As per ‘he requirements of importiag coun-

trie
oT
{n) As per e microbiological Manuzal issued
by Export Inspection Counoil

A*\T‘\?EX IRE—VI

1 Puckaging must De CELTTE(‘_E aut under \&f.leEiC.*

tory copdwom of hygiene, (O oreciude coptamination

of the fishery produc’s

2 Packaging materials and products liable to enler
into contact with Ashery produc’s MUSt C comply with
riicular T

1 the rulcs of Hygiené and m Par

Lail

—— they must aot be such ds to impair the
crganoleplic ~hgracteristic  of the fshery

products;
e
— ihgy must not be ca;;abxa of transmitimg
1 the fishery procudis SUD signces harmil
H 1 T -
{0 human #eaiths
e mucet be sfropg encough 10 protedt the
—— ihev musgt oe SUFCLE © o O DrOtees Lk
~ Gcherv products aceguately
- T —_ - i 'y b - — = —- i -~ —:
1, Coniaingrs uscd 10F [ranspoTt & 7aW TIL a.ﬁ.u_El
I 1 . . .7 - - T n-.* o = = o8 fa - -
Fo 100 Provessig nlant shall not Lo asea 0 308 Lo
zccepied Taw malerials and alsg m subSCqQuent pro-
i =T ™ el '.-,-_. p—— 1 3 —-I‘ "f: ! g — -'-'-":'
ssing such containers shall be ldentinadie GF stnas
=1

| Ideqiification mark

1.1 Tae p“ ckages of Fresh, Frozeu & Processed
oosh and Fishery Broducts and ,aCcOmMGAAvIng docu-~
ments snafl bee r the numerical  proeassor Code
{zpproval number) allotted by the Lgﬂlp‘:\:ﬂﬂ’ aatho-
rity foliowed by an abbreviation of full description of
he name and type of the pmduc vear, moath & -
a'e of pmdumon- Ap fustration iz given belew

520 FSPO
4 A 10
5720 the numericil code gilcttad by the
competent authority 10 the processor;

- name of the product (Frozem Shrimp)

{(Pooled &

r-.—l

E"‘..r

—t

s

S
D tvpe of ihe produact

15 s A cem o
iyl G-Jgs_i Q1

o ——

: the month processing (First month
12 Janmary)

— 10 : data of pi'[} cessing {10th day of e
n,.zontﬁ} -

1.2 Ihe foﬂowlhcr abbreviations  snall he used

for: the m=anth of the *c.tea:r —

January — A

February — B

March — C

April, - — D

May — E

June —_— F

July —_ £

Auguge - 3

Scplember — I

October —— A

November — L

Diecenoer — M

A’\“‘%EXURT;’—*VHI
STORAGE AND T‘l-&\SE"’)Ql
i, Tvesh, Frozen and Processed itk and Fifers

Pmducf:%:c must, doring sterage and transport, De kept
at the lemperature laid down in thiz ncificaiion and

___ Tyesh or thawed fghery  DTOUECL
cookad and chilled crustanczian and RCins-
can shellfish products musi o3 ket &l the
temnrefure of moiting 1CS:




il

| A8

' LOT;EE such

1 — F - L
|t —td i X iv g
S 8 "’{."J‘_'J

(&N
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Frozen Fisheries Products wit h, rhe oxXceEn-
tion of frozen fish m brine intended for
the manufacture of Canped l:ooclsr :5T

.1'L_“.~.J_

be kept at an even temperaturs of —I18°C
cc less in all patts of the Jlbn:hc* allowing
for the possibility of b*’l&f, upward floc-

A

than 277, during

teafions of not mors
iransport;

processed producis must 2e Xept at the
remperature specified by the manuiacturer.
when the circumstances s$C I2Quus

2. VWhere irozen fishery pTOGLC'S are iransport=d
from a cold smrqgﬂfplant tc an approved establish-

HTﬂ'

ment fo be mawhd armival for the a_u,soc s of pre-
paraticn zmd .0r processing and wher“ in c‘iatafl
o be C,G”“l'c.d 15 short, not excesdmg 50 km |

1 hour jcummey, the competent authorily may f‘r-h:zt
5 dﬂrogahon from the conditions laid dowm mm Do int 1.

second par

3 Froducts may not be stored or ~mmwrwd with
ﬁ,..qer products which may contaminate themt or affect
heir hygien, unless they are packaged 1in such a
way 23 19 provide satisfactory prote tion.

4 Venicles used for the tramspozt 0f Zshery pro-

ducts must be constructed and eampoed bhal
a way that the temperature laid down in this notifi-
cation can be, maintained through owt the period of
trznsport. If 1cé 18 used 1o chill the products, ade-
quate drdimage must be provided in order to ensure
that waler from melted 1ce does not stay 1 contact
with the products. The inside surfaces of the means
of trageport must be finished in such a way that
they do not adverszly affect the fresh, frozen snd

nrocessed fish and fishery products. Thsv must be

_'u‘\'l."

smooth and easy to clean and disinfect

3. I\Iedrw of transport used for fresa, frozen and
pmcessed fish and fishery products may not be used
for transperting. other products likely to impair or
contaminate ﬁshery products, except when fishery

-oducts can be guarantesd uncontamn 11'1 'd as a
~ sult of such transport being Lhoz{mnﬂly aped and
A1sinfected

6" Fresh, frozen and processed fish  and fshery

be transported im =z vehicle or

T‘OGILCTS, niay nox
not clean or which should have

contamer which is
heen disinfected.

7. The tramsport conditions of Fresh, Frozen and
Processed Fish and Fishery Products to be exported
shall be such that they do not adversely affect the

products.
ANNEXURE—IX

TIn accordance with Clause 0 of the Nofifica-

tion guidelines must be laid down for application
he

essary io denne whnat 15 meant

own checks are (¢

of principles on which

hased I is also mec
by identification of criticat oomts and the estan-

fichment and lmplemeqtau on of methods|moni-
critical points It has qlg{} Lasn Tv:.\._

~ribed that laboratories must be the
competent authority and wntten I
2035 GILS5S —6&

Such

&COIub' muSt he

HlﬁJ_L L

malﬂtamed containing all information relating
the establishment of own checks and the re-
Su_?:s of these checks. Even thoungh. the design
and imtroduction of own checks will duffer from
oge establishment td ancther, it is necessary to
issue some guidelines to facilitate the umiform
application of Clause No. 9 of this notification.

1 “Own checks” means all those actiops aimed
at ensuring and demonstrating that fresh Frozen
and processed fishery products satisfy the require-
ments of the Notification. These actions must
correspond to an approach intermal to the estab-
lishment and thev must Be developed and mmple-
mented by the persons responsible for each unit.

1 1 As part of internal approach the establish-

ment may use guides of Good fanufacturing
Practices drawn up by appropﬁata professzonai
the competent

organisation and acceptable to
authority.

1.2 The persons IuSPOIlSlbIE: for the establish-
must ensute that all staff concemmed for

“owrn checks” receive adequate traiping in order
to effectively participate in the implementation

DTOCESS.

5 “Crtical Point” means any poinf; step  of
procedure at which control can be apuhea and a
food safety hazard can be prevented, eliminated
or reduced to accaptable levels. All critical
points which are useful for enmsuring complhance
with the hygiene requirements of this No tification
must be identified. For the purpose of idenfify-
ing these crifical ponts, Appendix-I of this An-

nexure shall atplg:

2.1 The critical points are specific 0
establishment depending on the 1aWw matenals,
s uses and on it manufacturing process, Siruc-
trues and equipments, end products and moniior-

Itlg SVS*L'::EI
3. N fomtonw and cheeking such critical points”
ihcludes all those of observatl oatlslamdim measure-

menfs necessarv to ensure that critic al points are
kept under COnIroL Monitogng and checking cri-

each

tical control point does not include veryfymc
that end BI‘OdLCL conform with the standards
12id down in this motification. For tie purpose o§

an

introducing and implementmg monitoring
checking Apper dix-II of this  Annexure

apply

4 Sampling for laboratery an

shall

analysis referred fo
“+
L0

Clause 9.3 of this Notification 18 mtended
cenfirm that ’tﬂﬁ own checks system  complies

mre?v with Clanse 1, 2 and 3 above.

. responsible for the establish-

41 Ths De,_sorf
- < - - -;-_1 i
mens ﬁ"iLSE :1&5:::‘: nrovision, for & = amapimg DI
8 e S‘Jntu‘f“a.u

' t"?{'_“llﬂ'ﬂ not concerning
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cally every production  haitchicode, nevertheless

a_{lowg..
(a) Yaldation of the own check svstem when

(by If nzcessary revalidabon of the mst*

{r =i

.;" — by .4
' ochanee o a8 vnmﬁctemu

:: ‘;‘T ) - T P o, -
of the nroduct orF to the manufacturm

() Verificasion at speciic intervals that ald
PIOVISIONS are still appropriate and pro-
seriy complisd with

42 Own checks system shali be confirmed
accordance with the provisions set out m Appen-
dix--LII of this iumwu

5. For the epproval of laboratories mentioned
in Clause 93 of this Notification, the competent
authority shall take intg accouul the requirements
of CN 45001150 suide 25'NABL Criteria stand-
ards or the equipvalent requirements. However,
tor the approvel OT establishmenfs mfernal labo-
ratories the competent authormiy may base on
less restrictive prirﬂip?es.

St

6. In order to Reep g “Written record” or record
registered in an indelible fashion referred to I
the Clause 94 r:}i" this Notification, ths persons
responsible for the establishment must document

wil mf01 nat n relz tm:g io the implementation of
- verification.

6 1 The documentation referred to at (6) above
must include the following 2 types of mformation

to be kept for submission to the competent autho-
rity:

(a} A detailed

and comprehensive document
meluding ’

-— description of the product;

lescription -of the manufacluring pro-

cess indicating critical points:

~—  for each crirical point, identified hazards
assessment of risks and coptrol  mea
SHIEST

at each such critical point with identi-
g 1 of critical limits for parameze S
that nead to be controlled and correc-
tive action tn be taken In the case of
loss of coniroi:

Yoo, & o : : T - R
_— e U TES TOr verricalion and raview

af {"‘ bom _the re wﬁs of veri-
ficatign ravterred o in (LY - above reporis an
~ 17 F ol 1

1
LA TN

wrilien accounts of decivions reialing {0 corrective

Lh'n... — 5 J . -
action when faken. An  appropnate dosument
management system should be provided for easy

E‘C”Q AOR DIENA ‘%{V

— i — T —

retrl eval of all documents re lating o an 1dent-
fied DI‘OdLCHOIl batch|code,

- The competent authomtes siall ensure ap-
propna‘ze training of inspection stafl authorised
Te I_,erforr offictal checks to allow them o assess
owq—f‘necac ysterm set up by the persons respon-
sible 7or the establihment on the basis of the
decumeuts subnutied.

GENERAL PRINCIPLES

-F-

It is recommended that a model of logical ap-
nroach be followead, of which the following princi-

_r-r'

ples form the essential COmpOonents”

analysis  of
measuras

— identification of hazards.
risks and determination of
necessary to contrel them;

-— identification of cmtical poins;

— establishment of critical Iimtis for eaen
¢rtical point;

—— establishment of corrective action io be
tzken when necessary;

~— establishment of monitoring and check-
ing procedurss;

«— establishment of verification and review
procedures;

— establishrtent of documentation con-
cerming all procedures and records;

Such a model, or the principles on which 1t is
based. should be used with the flexibility appro-

priate to each situation.

APPENDIX I la
[DENTIFICATION OF CRIT ICAL POE\‘T‘:

It is recommended to proceed to the following
activities o sequence.

1. Assembly of a multidisciphnary team —This .

team, which nvolves all paris of the enferprises
concerned with the *oroduct needs to include thbe
whole range of specific knowledge and expertise
appropriate to the producL under consideration.
its production (manufacture, storage, and distri-
bution), ifs consumption and the associated po-

tantial hazards.

will be assisted by
difficulizes
critical

Where necessary, the team
specialists who will help it to solve 1fs
a3 raﬂrards assessment and control  of

POINts

The team may consist of:




— a production specialist who has zespon-
stbility tor, or is closelv mvoilved with.
the techmical process of manufacturing
the product under study:

~— a technician who has a working know-
leage of the hygiene and cperation of
the process plaat and equipment:

—— any other person with speciglist know-
iedcre of Inmmblolcrm hvgiene and
food technology.

One person may fulfl several of these rolss,
provicged all relevant inofrmation is available to
the team and is used to ensure that = the own-
checks system developed is reliable. Where ex-
pertise 13 not available in the a:saabhsbmem
advice should be obtained from other source
(consultancy, guides of good manufacturing prac-
{ s, etc).

2. Description of the product.

The end product should be described in terms
of

~— Composition {¢g raw materials, ingre-
dients, additives, etc.);
~— stoucture and physico-chemical charac-

terstics (e.g solid, liquid, gas, emulsion.
AW, Ph, etc);

—— Processing (e g heating,
ng, aaltmg, smolmg., etc
extent);
—- Packaging (e.o
ned atmosnne*e?

—- storage amd distobution conditions:

— required shelf life (e.g. sell by date and
best before date);

t,mg,;, dry-
and Lo wnat

- hermetc, vaccum, modi-

mstructions for use:

— any microbiological or chemical criteria

. applicable

3. Identification of intended use —The multi-
discipiinary team should also define the normal
or expected use of the product by the customer
and the consumer farget _roups for which the
pIUdLLLt is intended. In specific cases, the suitabi-
ity of the product for particular groups of consu-
mers, such as insttutional caterers, travellers, etc
and for vulnerable groups of the populano_n may
have to be considerad

. Construction of a fow diagram (Description
of manufacturing process) —Whatever the for-
mat chosen, dll steps involved in the process, ia-

cluding defays during or between Si‘&*'*s from re-
ceiving the raw ﬂafer’als 0 :}Ia.cmg the end pro-
duct on e market through preparation. process
ing, packaging, storage and disti Lﬁon sho
be stndied in sequence and presented in a detaile
How ciagram with sufficient technical data.

E':L

n!
[

1y
e

f_'L.

tor |
- £ .. I - e A O - -
—  Pian o1 WOTKIDE DIemisss 4nd Iluiiaij
DIEMSES]
—  equipment {avoul and cnaracrensucs:
— .—--'-' r‘-c-‘-] - ) - —~G - rr': -\_E 12
~— Saquemﬁ OL i DPCCESS Seps {(inciuding
13 . o PRPPAY 3
Lne nccrporation of raw materials, in-

P
edients. or additives and dslavs dur
mff oT Det
— technical pzrameters of operations (In
pafﬁcu‘ar t‘ime and temperature oclud-

mg deiays)

- 1ow of products (mecinding peotential
Cross-contanunation):

— segregation of ciaim and diriv areas {or
high, 10 By k areas);

— clezning and disinfection proc dures;

— Dygienic envircnment of the establish
mulx.
—  personnei routss and hygisne prectices:
—  product storage and distribution condi-
t1oms
S On-site coufirmation of fiow diagram —Affer
the fdow diagram has been drawn up, the mult-
discipl mar} team should confirm it on site during
nperann gours. ARy F\a&:’rer* devianion rmust
result in an amendment of the original fow dia
gram 1o make if accurate

J--.I

6 Listing of hzza
Using the con_nr'hed
team shoul_d,_.

“ds and control measures.——

E".:b
5‘4‘
L
-
]
EI'
2&.}
P--
bood

LAY
L.
W
(<
-
e
CL
o
[t
I3
<

chermcal or

61 List all potential slological ¢
physical hazards that mav be reasos zably espected
(o occur at each process step {inciuding acquisi-

L
alcan and st orac"a "~f raw materials and an.srk.die'nts_

Ty o i - .
and delays during manufacture )-.

A hazard 1s a potential to cause harm o nealth
and 1s anything coverad by the Ilj;giaﬂe chiectives
of this notification Specificalls . #t can be any of
the foillowing:
— unagceptadble  contan nination (Or reeon-
tamnination) of a biclogical (micro orga-
nisms, ?::'asltefs} chemcial or thSL.,m

nature of raw materials, intermediate
nreducis or final products

— uuacwz::: ole survival or multipﬁcwtioﬁ
of patbogepic micro-organisms 4nd un-
'mcnmaeie “-“rlemrol of chem-_:ials fia
imtermediate products.  final  products

INEe anvITORMmEDN

nroduction ne or

— unaccepianle procuction o persistance
H 3 * T T ;
of foxins or othsr undersitable DIOCUCTS

of micTobial metaboliem

atm Farke
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For mnclusion in the list, hazards, must be of
a nature such that their elimination or reduction
to acceptable levels 1s essenfial to the production
of safe food.

62 Consider and describe what conircl mea-
sures, if amy, exist which can be applied for each
hazard —Control measures are those  actions
and actrvities that can be used to prevent hazards,
eliminate those or reduce themr impact Or ocCcuI-
rence to accepilable levels.

More than cue confrol measure may be requir-
ed to control an identified hazard and more than

one hazard may bhe controlled by one control
measure. For instance, D&St&llﬂzatl(ﬁﬂ_ or controlled

heat treatment may provide sufficient assurance

by detatled procedures and specificatons 1o en-
sure ther efiective Impiementation. For mstance,

detailed cleaming schedules precise Deat ireatment
Speciilcations, MmaXlmum copcentrations Of preser-
vatives used In compliance with the aDpllcab
rules on additives of the importing couniries.

7 Methods for identification of critical pomts -
The identification of a critical point for the com-
trol of a hazard requires a logical approach. Such
an approach can be IacuaLed av the: use of the
following decision tree (other ethods can be
used by the team, according to tLeh knowledge

and experience).

Decision tree for the identification of critical

e L,

—Answer each guestion in sequence, at each

of reduction of the level of both solmonells and pcints -
fisteris, Control measures need to be supported step and for each identified hazard (
QUESTION 1. |
Are Control measures in place of the hazard ?
| . o
Yes No Modify step, process or product
! o $ | 3
| Is contrel at this necessary for product -+  Yes
| satety 7
l 4 |
i No No ~ STEP(®
| ¥
QUESTION 2

Does that siep eliminate or reduce the hazard to an acceptable level ?

|

[ hd

o Yes — ‘
QUESTION 3 I i
| | 4 I
Could contamination occuar at, or hazard [
increase to an unaccpeptable level ? E !
P 4 E
Yes No. +STEP (*) 1-]
QUESTION 4 J | ( ._
Will a subsequent step eliminaie or |
reduce the hazard to an accspu.aale Lmel ? | 5
R . ‘L = anr 4 er— _’l. . .. : — '__ _q..;
YES-——StDps (¥ i No { Critical point |
(*y The stop Is not a critical point, Proceed to next step.
For the application of the decision tree, each points has tWo consequences for the multidisci-
process step identified in the flow dlafrram should plinary team which should then:
be considered in sequence. At each step, ibe —  Ensure that -avpropriate control  mea-

decision tree must be applied fo each hazard
that may be reasomably expec ted to occur or be
introduced and each control measure identified.

ADchaﬂon of the decision tree should be flexi-
ble and racfmres COmMmMOn sense, having considar
ation for the whole manufacturmg pIOCESs
order to avoid, whenever possible, unmnecessarv
critical p

“"H
OITTS,

8 Action to be faken foﬂc}* 111
of a critical point—The identi

sures are effectively designed and 1im-
plemented. In paflm.,la:f if a hazard
has been identified a a step w "'“here COn-
trol is nmecessary for Dzocihct safety  and
ne confrol measure exists at t:mt step,
or at any other, them the product ot
proces should be modified at that step,
or at an earlier or later stage, fo m-
clude a control measure:

—-  establish and 1E1U78”1F’*EE a mopitoTing
and checking system af each ciiticad
point
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APPENDIX.II establish a frequency of observations or measire-

ESTABLISEMENT AND TMPLEMENTA-
TION OF MONITORING AND CHECKING
CRITICAL POINTS -

An appropriate monitoring and checking sys-
e 1s essential to ensure the effective control of
cach cntical point. To develop such a system, it
1s recommended to proceed to the following &cti-
Vities:—-

1. Establishment of critical  limits for each
control measure associated with each  crifical
point.—Each control measure associated with a
critical point should give rise to the specification
Of critical fimits. These critical limits corres-
pond to the  extreme values acceptable
with  regard  td  product safety.  They
Cparale acceptability from unacceptability They
are set for observable or measurable ‘paramefers
which can readily demonstrate that
pomt is under control; they should be based on
substantiated evidence that cHosen values will
resuit in process control.

Examplies of such parameters melude tempe-
rature, tume, pH, moisture leve], additive, preserv-
ative. or salt level, senso ¥ parameters such  as
visual appearance or texture, efc.

In some cases, t0 reduce ihe risk of exceeding
2 critical Himit due to process variations, it may
be necessary to specify more stringent levels (i.e
target levels) te assure that critical hmits are
observed.

Crtical limits may be derived from = variety
Of sources. |

When not taken from regulatory  standards
8.2 frozen storage temperature} or from exist-
ing and validated guides of good manufachuring
practices, the feam should ascertain their validity
relative to the control of identified hazard and
critical points.

2. Establishment of 3 monitoring and checking
system for each critical point -—An esgential part
of own-checks is a PIOEramme of observations or
Imeasurements performed at each crifical point to
cnsure compliance with specified ‘critical limifs,
Lhe programme should describe the methods, the
frequency of observations o measurement and
the recording procedure.

Observations or measarements must be able to
detect loss of contrgl of critical points and pro-
vide information in time for corrective action to
be taken "

Observations or &Weastrements  may  be made

'C::L < - : - . s -
preierably  continuously.  When observations or
HICESUISINENIS are nof cozzf:mmus} IT 1S RECESSIATY {0

the crifical

ments which provides reliable information.

1The programme of observations or measure-
ments should properly identify for each critical

point
—  Who Is to perform mornitoring and check-
mg,
— When monitoring and checking is DEer-
formed,
— how monitoring and checking is per-
formed.

3 Establishment of a corrective action plan
Observations or messurements may indicate

— that the parameter monitored tends o
deviate from its specified critical Iimits.
mdicating a trend toward loss of control,
Appropriate corrective action to main-
taln control must be taken before the
occurence of hazard.

—— that the parameter monitored has deviat
ed from its specified crifical limits indi-
cating a loss of control. Tt ig necessary
to take appropriate corrective action to
regam control. Corrective acticn  has
to be planned in advance by the mulfi-
disciplinary team, for each critical point,
so. that it can be taken without hesitation
when a deviation is observed.

Such corrective action should Include -
— proper identfication of the person (s}

responsible for the implementation of
the corrective action,

— description of means and action requir-
ed to correct the observed deviation,

— action to be taken with regard to  pro-
ducts that have beep manufactured dur-
ing the period when the process was out
of control,

—  written record of measures taken.

APPENDIX-II
VERIFICATION OF OWN-CHECKS SYSTEM

Own checks system verification is necessary  to
ensure that they are working  effectively,  The
multidisciplinary team should Speciiy the methods
and procedures 1o be used. Usable method nay
‘nclude in particular random sampling and sna-
Iysis, reinforce analysis or tests at selected critical
points, intensified analysis of Intermediate or fnal
products, surveys on  actual condition  durine
Storage, distribution and sale and _on actual use of
the product. Verification procedurs may include
mspection of Operations, validation of  critical
himits, review of deviations, corrective action gnd

-

~ - o} — wwan e — ——— ') ] . T
tdieasures fazken with regard o the DIOCUCT, audiis
£ i — n"l' __h__"f__ —— e, - L = -
Of the own-checks system and ifs records
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Verdcation should provide for confirmafion of
the suitability of the own-checks Sysiem establisi-
ed and ensure, afterwards, with an appropriate
frequency; that the provisions laid down are still
beihg oproperiv applied

In addition, it 1§ necessary fto revive the SVs-
tam, to ensure that it is {or will be) sull vahd 11
case of change. Examples of change include -

')i-r'

-r"'t T+

 change in raw material or in product,
processing conditions (factory layout
and enovironment, process equipment
cleaning and disinfection programme),

_  change in packaging, storage or diStil-
buticn condifions,

— change mn comsumer Uuse,

— rfeceipt of any Information On 4 NEW
hazard associated with the product
- Where pecessary, such a review must result 1n
the amendment of the provisions laid down.
Any change o the own-checks system arising
should be Lulhf incorporated into the documenta-
tion and rp{:ord—}xehpmg system 1 order to ensure
that accurate up-to-date mformation is available
Where criteria are specified in regulations, suclh
criteria are to be used as reference values for the
verdicalion process.
(F. No. 6|2{94-EI&EP]
A DIDAR SINGH, Tt Sec

‘Parr I—Szc. 3(it)]

[ ——— - ———
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