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NODYN ESBONIADOL

(Nid yw'r nodyn hwn yn rhan o'r Rheoliadau)

Mae'r Rheoliadau hyn, sy'n gymwys o ran Cymru yn
unig, yn diwygio Rheoliadau Bucholion a
Chynhyrchion Buchol (Masnach) 1999
(0.S5.1999/1103, fel y'i diwygiwyd gan O.S.
1999/1554, O.S. 2000/656, O.S. 2002/1174 ac O.S.
2002/2325 - " y BBPTR") i'r graddau y maent yn
gymwys o ran Cymru. Mae'r BBPTR yn rhoi effaith i
Benderfyniadau'r Comisiwn 98/692/EC (OJ Rhif
L1238, 4.12.98, t.28) a 98/564/EC (OJ Rhif L273,
9.10.98, t.37) sy'n diwygio Penderfyniad y Cyngor
98/256/EC (OJ Rhif L113, 15.4.98, t32). Mae'r
Rheoliadau yn diwygior BBPTR er mwyn -

« codi'r gwaharddiad ar gynhyrchu colagen
sy'n dod o anifeiliaid buchol a gigyddir yn
y Deyrnas Unedig ac y bwriedir i bobl ei
fwyta yn y Deyrnas Unedig (rheoliadau 3 a
4). Mae'r gwaharddiad ar allforio colagen
o'r fath o Brydain Fawr yn parhau mewn
grym (rheoliad 4 o BBPTR); a

. gwneud diwygiadau canlyniadol i reoliad 9
o't BBPTR er mwyn galluogi'r defnydd o
golagen mewn cynhyrchion sydd i'w bwyta
gan bobl yn y Deyrnas Unedig (rheoliad 5).

2005 No. 1397 (W.111)
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Intended for Human Consumption
in the United Kingdom (Wales)
Regulations 2005

EXPLANATORY NOTE

(This note is not part of the Regulations)

These Regulations, which apply in relation to Wales
only, amend the Bovines and Bovine Products (Trade)
Regulations 1999 (S.1. 1999/1103, as amended by S.I.
1999/1554, S.I. 2000/656, S.I. 2002/1174, S.1.
2002/2325 - "the BBPTR") in so far as they apply in
relation to Wales. The BBPTR give effect to
Commission Decisions 98/692/EC (OJ No. L238,
4.12.98, p.28) and 98/564/EC (OJ No. L273, 9.10.98,
p.37) which amended Council Decision 98/256/EC (OJ
No. L113, 15.4.98, p.32). The Regulations amend the
BBPTR to -

o lift the prohibition on the production of
collagen derived from bovine animals
slaughtered in the United Kingdom and
intended for human consumption in the
United Kingdom (regulations 3 and 4).
The prohibition on export of such collagen
from Great Britain remains in force
(regulation 4 of the BBPTR); and

. make consequential amendments to
regulation 9 of the BBPTR to enable use of
such collagen in products for human
consumption in the United Kingdom
(regulation 5).



Mae'r Rheoliadau hefyd yn gosod gofynion ar
gynhyrchu colagen sy'n dod o anifail buchol a
gigyddir yn y Deyrnas Unedig ac y bwriedir i bobl ei
fwyta yn y Deyrnas Unedig tan ddiwedd 2005
(rtheoliad 6) ("cynhyrchu domestig"). Mae'r
Rheoliadau yn gymwys i ofynion cynhyrchu domestig
sy'n adlewyrchu'r rheini sydd, o dan Gyfarwyddeb y
Cyngor 92/118/EEC(1), yn gymwys i gynhyrchu
colagen i'w fwyta gan bobl ar gyfer masnach o fewn y
Gymuned. Mae'r Rheoliadau-

« yn gymwys i ofynion sy'n ymwneud &
deunyddiau crai a sefydliadau sy'n eu
cyflenwi, cludo a storio deunyddiau crai,
sefydliadau sy'n cynhyrchu colagen,
gweithgynhyrchu colagen, cynhyrchion
gorffenedig, a deunyddiau lapio, pacio,
storio a chludo colagen y bwriedir i bobl ei
fwyta yn y Deyrnas Unedig (Yr Atodlen,
Rhan 1);

. yneigwneud yn ofynnol i sefydliadau sy'n
cynhyrchu colagen, a chanolfannau casglu
a thanerdai sy'n cyflenwi'r deunyddiau crai
ar gyfer y cynhyrchu hwnnw, i gael eu
hawdurdodi yn unol 4 rheoliadau 4 a 5 yn
eu trefn o Reoliadau Colagen a Gelatin
(Masnach o fewn y Gymuned) (Cymru)
2003 (O.S. 2003/3229) sy'n gweithredu
gofynion Penderfyniad y Comisiwn
2003/721/EC sy'n diwygio Cyfarwyddeb y
Cyngor 92/118/EEC (Yr Atodlen, Rhan 1);
ac

. yn darparu bod mynd yn groes i ofynion
rheoliad 6 yn dramgwydd, yn pennu
cosbau am y tramgwydd hwnnw, yn
cymhwyso darpariacthau penodol o Deddf
Diogelwch Bwyd 1990 (1990 p.16, fel y'i
diwygiwyd gan O.S. 2004/2990) at
ddibenion rheoliad 6 a 7, ac yn darparu ar
gyfer gorfodi rheoliad 6 gan yr awdurdod
bwyd perthnasol (rheoliadau 7, 8 a 9).

Mae arfarniad rheoliadol wedi'i baratoi ar gyfer yr
offeryn hwn. Gellir cael copiau oddi wrth yr Is-adran
Iechyd Anifeiliaid, Llywodraeth Cynulliad Cymru,
Parc Cathays, Caerdydd CF10 3NQ.

The Regulations also impose requirements on the
production of collagen derived from a bovine animal
slaughtered in the United Kingdom and intended for
human consumption in the United Kingdom until the
end of 2005 (regulation 6) ("domestic production™).
The Regulations apply to domestic production
requirements that reflect those which, under Council
Directive 92/118/EEC(1), apply to production of
collagen for human consumption for intra-Community
trade. The Regulations-

« apply requirements relating to raw
materials and establishments supplying
them, transport and storage of raw
materials, establishments producing
collagen, manufacture of collagen, finished
products, and wrapping, packaging,
storage and transport of collagen intended
for human consumption in the United
Kingdom (The Schedule, Part 1);

«  require establishments producing collagen,
and collection centres and tanneries
supplying the raw materials for such
production, to be authorised in accordance
with regulations 4 and 5 respectively of the
Collagen and Gelatine (Intra-Community
Trade) (Wales) Regulations 2003 (S.L
2003/3229) which implement the
requirements of Commission Decision
2003/721/EC amending Council Directive
92/118/EEC (The Schedule, Part 1); and

o provide that -contravention of the
requirements of regulation 6 is an offence,
specify penalties for that offence, apply
certain provisions of the Food Safety Act
1990 (1990 c.16, as amended by S.I
2004/2990) for the purposes of regulation 6
and 7, and provide for the enforcement of
regulation 6 by the relevant food authority
(regulations 7, 8 and 9).

A regulatory appraisal has been prepared for this
instrument. Copies may be obtained from the Animal
Health Division of the Welsh Assembly Government,
Cathays Park, Cardiff CF10 3NQ.

(1) OJ Rhif L62, 15.3.93, t. 49, sy'n gosod gofynion o ran iechyd
anifeiliaid a iechyd y cyhoedd sy'n llywodraethu'r fasnach mewn
cynhyrchion, a mewnforion i'r Gymuned o gynhyrchion, nad ydynt
yn ddarostyngedig it gofynion hynny a osodwyd mewn rheolau
penodol gan y Gymuned ac y cyfeirir atynt yn Atodiad A(I) i
Gyfarwyddeb 89/662/EEC ac, o ran pathogenau, i Gyfarwyddeb
90/425/EEC fel y'i diwygiwyd ddiwethaf gan Reoliad y
Comisiwn(EC) Rhif 445/2004 (OJ Rhif L72, 11.3.2004, t. 60).

(1) OJ No. L62, 15.3.93, p. 49, laying down animal health and public
health requirements governing trade in and imports into the
Community of products not subject to the said requirements laid
down in specific Community rules referred to in Annex A (I) to
Directive 89/662/EEC and, as regards pathogens, to Directive
90/425/EEC, as last amended by Commission Regulation (EC) No.
445/2004 (OJ No. L72, 11.3.2004, p. 60).
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Wedi'v gwneud
Yn dod i rym

Mae Cynulliad Cenedlaethol Cymru, gan ei fod wedi'i
ddynodi(1) at ddibenion adran 2(2) o Ddeddf y
Cymunedau Ewropeaidd 1972(2) o ran polisi
amaethyddol cyffredin y Gymuned Ewropeaidd, drwy
arfer y pwerau a roddwyd iddo gan yr adran honno (o
ran rheoliadau 3, 4 a 5) a chan adrannau 16(1), (2) a
(3), 19(1), 26(1)(a), (b), (2) a (3) a 48(1) o Ddeddf
Diogelwch Bwyd 1990 a pharagraffau 3(1), 5(1) a
(2)(a) a 6(1) o Atodlen 1 iddi(3), ac a freiniwyd ynddo
bellach(4) wedi rhoi sylw yn unol ag adran 48(4A) o'r
Ddeddf honno i gyngor perthnasol a roddwyd gan yr
Asiantaeth Safonau Bwyd ac ar 61 ymgynghori fel sy'n
ofynnol gan Erthygl 9 o Reoliad (EC) Rhif 178/2002
Senedd Ewrop a'r Cyngor, sy'n pennu egwyddorion
cyffredinol a gofynion cyfraith bwyd, yn sefydlu

STATUTORY INSTRUMENTS
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Made 24 May 2005

Coming into force 1 June 2005

The National Assembly for Wales, being designated(1)
for the purposes of section 2(2) of the European
Communities Act 1972(2) in relation to the common
agricultural policy of the European Community, in
exercise of the powers conferred upon it by that section
(in relation to regulations 3, 4 and 5) and by sections
16(1), (2) and (3), 19(1), 26(1)(a), (b), (2) and (3) and
48(1) of and paragraphs 3(1), 5(1) and (2)(a) and 6(1)
of Schedule 1 to the Food Safety Act 1990(3), and now
vested in it(4), having had regard in accordance with
section 48(4A) of that Act to relevant advice given by
the Food Standards Agency and after consultation as
required by Article 9 of Regulation (EC) No. 178/2002
of the European Parliament and of the Council laying
down the general principles and requirements of food

(1) 0.8.1999/2788.
(2) 1972 p.68.

(3) 1990 p.16. Amnewidiwyd adran 1(1) a (2) (diffiniad o "food") gan
0.S. 2004/2990. Diwygiwyd adran 53(2) gan baragraff 19 o
Atodlen 16 i Ddeddf Dadreoleiddio a Chontractio Allan 1994 (1994
p.40), Atodlen 6 i Ddeddf Safonau Bwyd 1999 (1999 p.28) ac O.S.
2004/2990.

(4) Mae'r swyddogaethau a oedd gynt yn arferadwy gan "the Ministers"
(sef, o ran Cymru a Lloegr ac yn gweithredu ar y cyd, y Gweinidog
Amaethyddiaeth, Pysgodfeydd a Bwyd a'r Ysgrifenyddion Gwladol
a oedd yn eu trefn yn ymwneud ag iechyd yn Lloegr a bwyd a
iechyd yng Nghymru ac o ran yr Alban, yr Ysgrifennydd Gwladol)
bellach yn arferadwy o ran Lloegr gan yr Ysgrifennydd Gwladol yn
unol 4 pharagraff 8 o Atodlen 5 i Ddeddf Safonau Bwyd 1999 (1999
p-28). Trosglwyddwyd y swyddogaethau hynny, i'r graddau y
maent yn arferadwy o ran Cymru, i Gynulliad Cenedlaethol Cymru
gan O.S. 1999/672 fel y'i darllenir gydag adran 40(3) o Ddeddf
1999. Trosglwyddwyd y swyddogaethau hynny, i'r graddau y maent
yn arferadwy o ran yr Alban, i Weinidogion yr Alban gan adran 53
o Ddeddf yr Alban 1998 (1998 p.46) fel y'i darllenir gydag adran
40(2) o Ddeddf 1999. Diwygiwyd adrannau 16(1) a (2), 19(1) a
48(1) gan baragraff 8 o Atodlen 5 i Ddeddf 1999, diwygiwyd adran
26(3) gan Atodlen 6 i'r Ddeddf honno a mewnosodwyd adran
48(4A) gan baragraff 21 o Atodlen 5 i'r Ddeddf honno. Diwygiwyd
adran 48 hefyd gan O.S. 2004/2990.

(1) S.I 1999/2788.
(2) 1972 c.68.

(3) 1990 c.16. Section 1(1) and (2) (definition of "food") was
substituted by S.I. 2004/2990.  Section 53(2) was amended by
paragraph 19 of Schedule 16 to the Deregulation and Contracting
Out Act 1994 (1994 ¢.40), Schedule 6 to the Food Standards Act
1999 (1999 ¢.28) and S.I. 2004/2990.

(4) Functions formerly exercisable by "the Ministers" (being, in
relation to England and Wales and acting jointly, the Minister of
Agriculture, Fisheries and Food and the Secretaries of State
respectively concerned with health in England and food and health
in Wales and, in relation to Scotland, the Secretary of State) are now
exercisable in relation to England by the Secretary of State pursuant
to paragraph 8 of Schedule 5 to the Food Standards Act 1999 (1999
¢.28). Those functions, so far as exercisable in relation to Wales,
were transferred to the National Assembly for Wales by S.I.
1999/672 as read with section 40(3) of the 1999 Act. Those
functions, so far as exercisable in relation to Scotland, were
transferred to the Scottish Ministers by section 53 of the Scotland
Act 1998 (1998 c.46) as read with section 40(2) of the 1999 Act.
Sections 16(1) and (2), 19(1) and 48(1) were amended by paragraph
8 of Schedule 5 to the 1999 Act, section 26(3) was amended by
Schedule 6 to that Act and section 48(4A) was inserted by
paragraph 21 of Schedule 5 to that Act. Section 48 was also
amended by S.I. 2004/2990.



Awdurdod Diogelwch Bwyd Ewrop ac yn pennu
gweithdrefnau o ran materion diogelwch bwyd(1),
drwy hyn yn gwneud y Rheoliadau a ganlyn:

Enwi, cychwyn a chymhwyso

1. Enw'r Rheoliadau hyn yw Rheoliadau Cynhyrchu
Colagen Buchol y Bwriedir i Bobl ei Fwyta yn y
Deyrnas Unedig (Cymru) 2005, maent yn gymwys o
ran Cymru a deuant i rym ar 1 Mehefin 2005.

Dehongli
2. Yn rheoliad 6 i 9 ac yn yr Atodlen -

mae "anifail buchol" ("bovine animal") yn
cynnwys byfflo o rywogaeth Bubalus bubalis a
Bison bison;

ystyr "barcio" ("tanning") yw caledu'r crwyn drwy
ddefnyddio cyfryngau barcio llysieuol, halwynau
cromiwm neu sylweddau eraill megis halwynau
alwminiwm, halwynau fferrig, halwynau silicig,
aldehydau a chwinonau, neu gyfryngau caledu
synthetig eraill;

mae it ymadroddion '"canolfan gasglu" a
"sefydliad" yr ystyr a roddir i "collection centre" ac
"establishment” yn adran B o Bennod 4 o Atodiad
II i Gyfarwyddeb 92/118/EEC sy'n gosod gofynion
iechyd anifeiliaid ac iechyd cyhoeddus sy'n
llywodraethu masnach yn y Gymuned a
mewnforion i'r Gymuned o gynhyrchion nad ydynt
yn ddarostyngedig i'r gofynion hynny a osodwyd
yn theolau penodedig y Gymuned y cyfeirir atynt
yn Atodiad(I) i Gyfarwyddeb 89/662/EEC ac, o ran
pathogenau, i Gyfarwyddeb 90/425/EEC (fel y
diwygiwyd y Gyfarwyddeb honno ar y dyddiad y
gwneir y Rheoliadau hyn)(2);

ystyr "colagen" ("collagen") yw cynnyrch syn
seiliedig ar brotein sy'n dod o groen anifail buchol;

ystyr "colagen y bwriedir i bobl ei fwyta"
("collagen intended for human consumption”) yw
colagen y bwriedir i bobl ei fwyta naill ai fel bwyd
neu wedi'i gynnwys mewn unrhyw fwyd neu
gynnyrch neu mewn deunydd a gaiff ei lapio
amdanynt i bobl ei fwyta;

ystyr "crwyn" ("hides and skins") yw meinweoedd
croenol ac is-groenol;

law, establishing the European Food Safety Authority
and laying down procedures in matters of food
safety(1), hereby makes the following Regulations:

Title, commencement and application

1. The title of these Regulations is the Production of
Bovine Collagen Intended for Human Consumption in
the United Kingdom (Wales) Regulations 2005, they
apply in relation to Wales and come into force on 1
June 2005.

Interpretation
2. In regulations 6 to 9 and the Schedule -

"the Act" ("y Ddeddf") means the Food Safety Act
1990;

"bovine animal" ("anifail buchol") includes buffalo
of the species Bubalus bubalis and Bison bison;

"collagen" ("colagen") means a protein-based
product derived from the hide or skin of a bovine
animal;

"collagen intended for human consumption"
("colagen y bwriedir i bobl ei fwyta") means
collagen intended for consumption either as food or
incorporated into or wrapped around any food or
product to be consumed by humans;

the expressions "collection centre" and
"establishment" have the same meaning as in
Section B of Chapter 4 of Annex II to Directive
92/118/EEC laying down animal health and public
health requirements governing trade in and imports
into the Community of products not subject to the
said requirements laid down in specific
Community rules referred to in Annex A(I) to
Directive 89/662/EEC and, as regards pathogens,
to Directive 90/425/EEC (as that Directive is
amended as at the date these Regulations are made)

(2);

"hides and skins" ("crwyn") means cutaneous and
sub-cutaneous tissues;

"slaughterhouse" ("lladd-dy") has the same
meaning as in Section A of Chapter 4 of Annex II
to Directive 92/118/EEC (as that Directive is
amended as at the date these Regulations are
made); and

(1) OJRhif L31,1.2.2002, t.1, fel y'i diwygiwyd ddiwethaf gan reoliad
(EC) Rhif 1642/2003 (OJ Rhif 1245,29.9.2003, t.4). Yn rhinwedd
Rheoliad 5 o Reoliadau Deddf Diogelwch Bwyd 1990 (Diwygio)
2004 (O.S. 2004/2990) gydag effaith o 7 Rhagfyr 2004 ymlaen
datgymhwysir y gofyniad i ymgynghori a geir yn adran 48(4) o
Ddeddf 1990 mewn unrhyw achos lle mae ymgynghori yn ofynnol
gan Erthygl 9 o Reoliad (EC) Rhif 178/2002.

(2) OJ Rhif L62, 15.3.93, t.49. Mewnosodwyd Pennod 4, Adran B o
Atodiad II gyntaf yn y Gyfarwyddeb honno gan Benderfyniad y
Comisiwn 2003/42/EC (OJ Rhif L13, 18.1.2003, t.24) a disodlwyd
hi gan Benderfyniad y Comisiwn 2003/721/EC (OJ Rhif 1260,
11.10.2003, t.21). Diwygiwyd y Gyfarwyddeb ddiwethaf gan
Reoliad y Comisiwn (EC) Rhif 445/2004 (OJ Rhif L72, 11.3.2004,
t.60).

(1) OJNo.L31,1.2.2002, p.1, as last amended by Regulation (EC) No.
1642/2003 (OJ No. L245, 29.9.2003, p.4). By virtue of regulation
5 of the Food Safety Act 1990 (Amendment) Regulations 2004 (S.1.
2004/2990) with effect from 7th December 2004 the consultation
requirement contained in section 48(4) of the 1990 Act is disapplied
in any case in which consultation is required by Article 9 of
Regulation (EC) No. 178/2002.

(2) OJ No. L62, 15.3.93, p.49. Chapter 4, Section B of Annex II to that
Directive was first inserted by Commission Decision 2003/42/EC
(OJ No. L13, 18.1.2003, p.24) and was replaced by Commission
Decision 2003/721/EC (OJ No. L260, 11.10.2003 p.21). The
Directive was last amended by Commission Regulation (EC) No.
445/2004 (OJ No. L72, 11.3.2004, p.60).



ystyr "y Ddeddf ("the Act") yw Deddf Diogelwch
Bwyd 1990; a

mae 1 "lladd-dy" yr ystyr a roddir i
"slaughterhouse" yn adran A o Bennod 4 o Atodiad
II i Gyfarwyddeb 92/118/EEC (fel y diwygiwyd y
Gyfarwyddeb honno ar y dyddiad y gwneir y
Rheoliadau hyn).

Diwygio Rheoliadau Bucholion a Chynhyrchion
Buchol (Masnach) 1999

3. Diwygir Rheoliadau Bucholion a Chynhyrchion
Buchol (Masnach) 1999(1) yn unol a rheoliadau 4 a 5.

4. Yn lle paragraff (1) o reoliad 6 (cynhyrchu sgil-
gynhyrchion buchol a thraddodi a rhoi ar y farchnad
gig buchol, cynhyrchion a sgil-gynhyrchion penodol),
rhodder y paragraff canlynol -

"(1) No person will -

(a) produce any gelatin derived from a
bovine animal slaughtered in the United
Kingdom, being gelatin which is liable to
enter the human food or animal feed
chain or is destined for use in cosmetics
or in medical or pharmaceutical products;
or

(b) produce any collagen, derived from a
bovine animal slaughtered in the United
Kingdom, being collagen which is liable
to enter the human food or animal feed
chain or is destined for use in cosmetics
or in medical or pharmaceutical products,
unless it is collagen intended for human
consumption in the United Kingdom.".

5. Ym mharagraff (3) o reoliad 9 (defnyddio sgil-
gynhyrchion buchol a chynhyrchion eraill a reolir) -

(a) dileer y geiriau "gelatin or collagen produced"
lle'r ymddangosant hwy gyntaf;

(b) rhodder y geiriau "gelatin or collagen
produced" ar ddechrau is-baragraffau (a) a (b);
a

(c) mewnosoder "; or" a'r is-baragraff a ganlyn ar
0l is-baragraff (b)-

"(c)collagen produced in accordance with
regulation 6 of the Production of Bovine
Collagen  Intended for  Human
Consumption in the United Kingdom
(Wales) Regulations 2005."

"tanning" ("barcio") means the hardening of hides
using vegetable tanning agents, chromium salts or
other substances such as aluminium salts, ferric
salts, silicic salts, aldehydes and quinones, or other
synthetic hardening agents.

Amendment of the Bovines and Bovine Products
(Trade) Regulations 1999

3. The Bovines and Bovine Products (Trade)
Regulations 1999(1) are amended in accordance with
regulations 4 and 5.

4. For paragraph (1) of regulation 6 (production of
bovine by-products and consignment and placing on
the market of bovine meat, products and certain by-
products), substitute the following paragraph -

"(1) No person will -

(a) produce any gelatin derived from a
bovine animal slaughtered in the United
Kingdom, being gelatin which is liable to
enter the human food or animal feed
chain or is destined for use in cosmetics
or in medical or pharmaceutical products;
or

(b) produce any collagen, derived from a
bovine animal slaughtered in the United
Kingdom, being collagen which is liable
to enter the human food or animal feed
chain or is destined for use in cosmetics
or in medical or pharmaceutical products,
unless it is collagen intended for human
consumption in the United Kingdom.".

5. In paragraph (3) of regulation 9 (use of controlled
bovine by-products and other products) -

(a) delete the words "gelatin or
produced" where they first appear;

collagen

(b) insert the words "gelatin or collagen produced"
at the beginning of each of sub-paragraphs (a)
and (b); and

(c) insert "; or" and the following sub-paragraph
after sub-paragraph (b) -

"(c)collagen produced in accordance with
regulation 6 of the Production of Bovine
Collagen  Intended for  Human
Consumption in the United Kingdom
(Wales) Regulations 2005."

(1) 0.8.1999/1103, a ddiwygiwyd gan O.S. 1999/1554, O.S. 2000/656,
0.S.2002/1174 ac 0.S. 2002/2325.

(1) S.I. 1999/1103, as amended by S.I. 1999/1154, S.I. 2000/656, S.1.
2002/1174, S.I. 2002/2325.



Rheoli cynhyrchu colagen y bwriedir i bobl ei
fwyta yn y Deyrnas Unedig sy'n dod o anifeiliaid
buchol a gigyddwyd yno

6.-(1) Tan ddiwedd 2005 ni chaiff neb gynhyrchu
unrhyw golagen sy'n dod o unrhyw anifail buchol a
gigyddwyd yn y Deyrnas Unedig, sef colagen y
bwriedir 1 bobl ei fwyta yno, oni chydymffurfir a'r
gofynion a bennir ym mharagraff 1 i 5 o'r Atodlen.

(2) Bydd meddiannydd unrhyw sefydliad lle
cynhyrchir colagen o'r math y cyfeirir ato ym
mharagraff (1) yn cadw cofnodion am ddwy flynedd -

(a) ar ffynonellau yr holl ddeunydd crai a ddaw
yno, o ddyddiad ei dderbyn yn y sefydliad; a

(b) ar yr holl gynhyrchion sy'n mynd allan, o
ddyddiad eu hanfon.

(3) Tan ddiwedd 2005 ni chaiff neb lapio, pacio,
storio neu gludo unrhyw golagen sy'n dod o unrhyw
anifail buchol a gigyddwyd yn y Deyrnas Unedig, sef
colagen y bwriedir i bobl ei fwyta yno, oni
chydymffurfir &'r gofynion a bennir ym mharagraff 6
o'r Atodlen.

Tramgwyddau a chosbau

7.-(1) Bydd unrhyw berson sy'n methu 2
chydymffurfio ag unrhyw un o ddarpariaethau rheoliad
6 yn euog o dramgwydd.

(2) Bydd unrhyw berson sy'n euog o dramgwydd o
dan y rheoliad hwn yn agored -

(a) ar gollfarn ddiannod, i ddirwy nad yw'n fwy
na't uchafswm statudol neu garchariad am
gyfnod nad yw'n fwy na chwe mis, neu'r ddau;
neu

(b) ar gollfarn ar dditiad, i ddirwy neu garchariad
am gyfnod nad yw'n fwy na dwy flynedd, neu'r
ddau.

(3) Ni chychwynnir unrhyw erlyniad am dramgwydd
o dan reoliad 6 ar 61 i'r cyfnodau canlynol ddod i ben -

(a) tair blynedd o ddyddiad cyflawni'r tramgwydd;
neu

(b) blwyddyn o ddyddiad ei ddarganfod gan yr
erlynydd,

p'un bynnag yw'r cynharaf.

Cymhwyso darpariaethau amrywiol Deddf
Diogelwch Bwyd 1990 at ddibenion rheoliadau 6 a
7

8. Bydd darpariacthau canlynol y Ddeddf yn
gymwys at ddibenion rheoliadau 6 a 7, gyda'r addasiad
y dehonglir unrhyw gyfeiriad yn y darpariacthau hynny
at y Ddeddf neu at Ran ohoni yn gyfeiriad at reoliad 7

Control of production of collagen intended for
human consumption in the United Kingdom
derived from bovine animals slaughtered there

6.-(1) Until the end of 2005 no person will produce
any collagen derived from any bovine animal
slaughtered in the United Kingdom, being collagen
intended for human consumption there, unless the
requirements specified in paragraphs 1 to 5 of the
Schedule are complied with.

(2) The occupier of any establishment where
collagen of the kind referred to in paragraph (1) is
produced will keep records for two years -

(a) on the sources of all incoming raw material,
from the date of their receipt at the
establishment; and

(b) on all outgoing products, from the date of their
dispatch.

(3) Until the end of 2005 no person will wrap,
package, store or transport any collagen derived from
any bovine animal slaughtered in the United Kingdom,
being collagen intended for human consumption there,
unless the requirements specified in paragraph 6 of the
Schedule are complied with.

Offences and penalties

7.-(1) Any person who contravenes any provision of
regulation 6 will be guilty of an offence.

(2) Any person guilty of an offence under this
regulation will be liable -

(a) on summary conviction, to a fine not
exceeding the statutory maximum or to
imprisonment for a term not exceeding six
months or to both; or

(b) on conviction on indictment, to a fine or to
imprisonment for a term not exceeding two
years or to both.

(3) No prosecution for an offence under regulation 6
will be begun after the expiry of -

(a) three years from the commission of the
offence; or

(b) one year from its discovery by the prosecutor,

whichever is the earlier.

Application of various provisions of the Food
Safety Act 1990 for the purposes of regulations 6
and 7

8. The following provisions of the Act will apply for
the purposes of regulations 6 and 7, with the
modification that any reference in those provisions to
the Act or Part thereof will be construed as a reference
to regulation 7 -



(a) adran 20 (tramgwyddau oherwydd bai person
arall);

(b) adran 21 (amddiffyniad diwydrwydd
dyladwy)(1) fel y mae'n gymwys at ddibenion
adran 14 neu 15;

(c) adran 30(8) (sy'n ymwneud & thystiolaeth
ddogfennol);

(ch) adran 33(1) (thwystro etc. swyddogion);

(d) adran 33(2), gyda'r addasiad y bernir bod y
cyfeiriad at "any such requirement as is
mentioned in subsection (1)(b) above" yn
gyfeiriad at unrthyw ofyniad a grybwyllir yn
adran 33(1)(b) fel y'i cymhwysir gan is-
baragraff (ch);

(dd)adran 35(1)(2) (cosbi tramgwyddau), i'r
graddau y mae'n berthnasol i dramgwyddau o
dan adran 33(1) fel y'i cymhwysir gan is-
baragraff (ch);

(e) adran 35(2) a (3)(3) i'r graddau y mae'n
ymwneud a4 thramgwyddau o dan adran 33(2)
fel y caiff ei chymhwyso gan is-baragraff (d);

(f) adran 36 (tramgwyddau gan gyrff corfforaethol);

(ff) adran 36A(4) (tramgwyddau gan Bartneriaethau
Albanaidd); ac

(g) adran 44 (amddiffyn
ymddwyn yn ddidwyll).

swyddogion sy'n

Gorfodi

9.-(1) Gweithredir a gorfodir rheoliad 6 gan yr
awdurdod bwyd o fewn ei ardal.

(2) Wrth archwilio unrhyw golagen y bwriedir i bobl
ei fwyta, caiff swyddog awdurdodedig o awdurdod
bwyd y lleolwyd y fangre lle cafodd ei archwilio o
fewn ei ardal, ardystio nad yw'r colagen o dan sylw
wedi cael ei gynhyrchu, ei lapio, pacio, storio neu
gludo yn unol & rheoliad 6.

(3) Os ardystir unrhyw golagen y bwriedir i bobl ei
fwyta fel y crybwyllir ym mharagraff (2), caiff ei drin
at ddibenion adran 9(5) o'r Ddeddf fel methiant i
gydymffurfio 4 gofynion diogelwch bwyd.

(a) section 20 (offences due to fault of another
person);

(b) section 21 (defence of due diligence)(1) as it
applies for the purposes of section 14 or 15;

(c) section 30(8) (which relates to documentary
evidence);

(d) section 33(1) (obstruction etc. of officers);

(e) section 33(2), with the modification that the
reference to "any such requirement as is
mentioned in subsection 1(b) above" will be
deemed to be a reference to any such
requirement as is mentioned in section
33(1)(b) as applied by sub-paragraph (d);

(f) section 35(1)(2) (punishment of offences), in
so far as it relates to offences under section
33(1) as applied by sub-paragraph (d);

(g) section 35(2) and (3)(3), in so far as it relates
to offences under section 33(2) as applied by
sub-paragraph (e);

(h) section 36 (offences by bodies corporate);

(i) section 36A(4) (offences by Scottish
Partnerships); and

(j) section 44 (protection of officers acting in
good faith).

Enforcement

9.-(1) Regulation 6 will be executed and enforced by
the food authority within its area.

(2) On an inspection of any collagen intended for
human consumption, an authorised officer of the food
authority within whose area the premises where it was
inspected is situated may certify that the collagen
concerned has not been produced, wrapped, packaged,
stored or transported in accordance with regulation 6.

(3) Where any collagen intended for human
consumption is certified as mentioned in paragraph (2),
it will be treated for the purposes of section 9(5) of the
Act as failing to comply with food safety requirements.

(1) Diwygiwyd adran 21 gan O.S. 2004/3279.

(2) Diwygir adran 35(1) gan Ddeddf Cyfiawnder Troseddol 2003 (2003
p.44), Atodlen 26, paragraff 42, o ddyddiad sydd i'w bennu.

(3) Diwygiwyd adran 35(3) gan O.S. 2004/3279.

(4) Mewnosodwyd adran 36A gan Ddeddf Safonau Bwyd 1999 (1999
p.28), Atodlen 5, paragraff 16.

(5) Diwygiwyd adran 9 gan O.S. 2004/3279.

(1) Section 21 has been amended by S.I. 2004/3279.

(2) Section 35(1) is amended by the Criminal Justice Act 2003 (2003
c.44), Schedule 26, paragraph 42, from a date to be appointed.

(3) Section 35(3) has been amended by S.I. 2004/3279.

(4) Section 36A was inserted by the Food Standards Act 1999 (1999
¢.28), Schedule 5, paragraph 16.

(5) Section 9 has been amended by S.I. 2004/3279.
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Llofnodwyd ar ran y Cynulliad Cenedlaethol Cymru o Signed on behalf of the National Assembly for Wales
dan adran 66(1) o Ddeddf Llywodraeth Cymru  under section 66(1) of the Government of Wales Act
1998(1). 1998(1).

24 Mai 2005 24 May 2005

D. Elis-Thomas

Llywydd y Cynulliad Cenedlaethol The Presiding Officer of the National Assembly

(1) 1998 p.38. (1) 1998 ¢.38.
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Rheoliad 6

RHAN 1

Darpariaethau cyffredinol

Deunyddiau crai a sefydliadau sy'n cyflenwi
deunyddiau crai

1.-(1) Dim ond crwyn anifeiliaid buchol, yn
ddarostyngedig i is-baragraff (2), a ganiateir eu
defnyddio fel deunyddiau crai ar gyfer cynhyrchu
colagen y bwriedir i bobl ei fwyta yn y Deyrnas
Unedig.

(2) Gwaherddir defnyddio crwyn a gyflwynwyd i
brosesau barcio.

(3) Rhaid i'r deunyddiau crai ddod o anifeiliaid
buchol a gigyddwyd mewn lladd-dy y gwelwyd bod eu
carcasau yn ffit i'w bwyta gan bobl yn dilyn archwiliad
ante mortem a post mortem.

(4) Rhaid i'r deunyddiau crai ddod o ladd-dai,
canolfannau casglu neu danerdai.

(5) Awdurdodir canolfannau casglu a thanerdai sy'n
cyflenwi deunyddiau crai o dan reoliad 6 o Reoliadau
Colagen a Gelatin (Masnach o fewn y Gymuned)
(Cymru) 2003(1).

Cludo a storio deunyddiau crai

2.-(1) Rhaid cludo deunyddiau crai a arfaethir ar
gyfer cynhyrchu colagen o dan amodau glendid gan
ddefnyddio dull priodol o gludo.

(2) Yn ddarostyngedig i is-baragraff (3) rhaid cludo
a storio deunyddiau crai yn oer neu wedi eu rhewi, oni
phrosesir hwy o fewn 24 awr ar 6l eu hanfon.

(3) Caniateir cludo a storio crwyn a halltwyd, eu
sychu a'u calchu a chrwyn a gafodd eu trin ag alcali
neu asid ar dymheredd amgylchynol.

(4) Rhaid cadw'r ystafelloedd storio mewn cyflwr da
a glan, fel na fyddant yn ffynhonnell halogi'r
deunyddiau crai.

(5) Yn ystod y cludo ac ar adeg y traddodi i'r
canolfannau casglu a'r sefydliadau sy'n cynhyrchu
colagen, rhaid bod dogfen fasnachol gyda'r deunyddiau
crai yn unol a'r model a nodir yn Rhan 2 o'r Atodlen
hon.

THE SCHEDULE

Regulation 6

PART 1

General provisions

Raw materials and establishments supplying raw
materials

1.-(1) Only the hides and skins of bovine animals
may, subject to sub-paragraph (2), be used as raw
materials for the production of collagen intended for
human consumption in the United Kingdom.

(2) The use as raw materials of hides and skins
submitted to tanning processes is prohibited.

(3) Raw materials are to be derived from bovine
animals which have been slaughtered in a
slaughterhouse and whose carcases have been found fit
for human consumption following ante and post
mortem inspection.

(4) Raw materials are to come from slaughterhouses,
collection centres or tanneries.

(5) Collection centres and tanneries supplying raw
materials must be authorised under regulation 6 of the
Collagen and Gelatine (Intra-Community Trade)
(Wales) Regulations 2003(1).

Transport and storage of raw materials

2.-(1) Raw materials destined for the production of
collagen are to be transported under clean conditions
using appropriate means of transport.

(2) Subject to sub-paragraph (3) raw materials are to
be transported and stored in a chilled or frozen state,
unless they are processed within 24 hours of dispatch.

(3) Salted, dried and limed hides and skins and hides
and skins treated with alkali or acid may be transported
and stored at ambient temperature.

(4) Storage rooms are to be kept in a satisfactory
state of cleanliness and repair, so that they do not
constitute a source of contamination for the raw
materials.

(5) During transportation and at the time of delivery
at collection centres and establishments producing
collagen, raw materials are to be accompanied by a
commercial document in accordance with the model
laid down in Part 2 of this Schedule.

(1) O0.S. 2003/3229

(1) S.I. 2003/3229



Sefydliadau sy'n cynhyrchu colagen

3.-(1) Rhaid i'r cynhyrchu ar colagen y bwriedir i
bobl ei fwyta ddigwydd mewn sefydliad a
awdurdodwyd o dan reoliad 5 o Reoliadau Colagen a
Gelatin (Masnach o fewn y Gymuned) (Cymru) 2003.

(2) Rhaid rhoi ar waith yn y sefydliad system sy'n ei
gwneud yn bosibl cysylltu pob swp cynhyrchu a
anfonir gyda'r llwythi &'r deunyddiau crai cysylltiedig
sy'n dod i mewn, yr amodau cynhyrchu ac amser y
cynhyrchu.

Gweithgynhyrchu colagen

4.-(1) Rhaid cynhyrchu colagen drwy broses a fydd
yn sicrhau bod y deunydd crai yn mynd drwy driniaeth
sy'n ymwneud & golchi, addasu pH gan ddefnyddio
asid neu alcali a ddilynir gan rinsio unwaith neu fwy,
hidlo ac allwthio.

(2) Ni fydd colagen a gynhyrchir yn unol ag is-
baragraff (1) yn mynd drwy brosesau pellach heblaw
proses sychu.

(3) Ni fydd colagen nas bwriadir i bobl ei fwyta yn
cael ei gynhyrchu a'i storio yn yr un sefydliad &
cholagen y bwriedir i bobl ei fwyta onid yw'r colagen
nas bwriadir i bobl ei fwyta wedi cael ei gynhyrchu a'i
storio o dan yr un amodau ag a nodir yn yr Atodlen
hon.

(4) Gwaherddir defnyddio cyffeithyddion heblaw'r
rhai a ganiateir o dan Gyfarwyddeb Senedd Ewrop a'r
Cyngor 95/2/EC ar ychwanegion bwyd heblaw lliwiau
a melysyddion(1) (fel y diwygir y Gyfarwyddeb honno
ar y dyddiad y gwneir y Rheoliadau hyn).

Cynhyrchion gorffenedig

5.-(1) Cymerir mesurau priodol, gan gynnwys
profion, i sicrhau bod pob swp cynhyrchu colagen, yn
ddarostyngedig i is-baragraff (2), yn bodloni'r meini
prawf microbiolegol a gweddilliol a nodir yn y Tabl yn
Rhan 3 o'r Atodlen hon.

(2) Os yw natur cynnyrch gorffenedig o'r math fel ei
fod yn golygu na fyddai'n briodol ei gwneud yn
ofynnol i gydymffurfio a'r terfynau lleithder a lludw a
bennir yn Rhan 3 o'r Atodlen hon, ni fydd y terfynau
hynny yn gymwys i'r cynnyrch hwnnw.

Establishments producing collagen

3.-(1) The production of collagen intended for
human consumption must take place in an
establishment authorised under regulation 5 of the
Collagen and Gelatine (Intra-Community Trade)
(Wales) Regulations 2003.

(2) There is to be implemented at the establishment
a system that makes it possible to link each production
batch dispatched with the associated incoming raw
material consignments, the production conditions and
the time of production.

Manufacture of collagen

4.-(1) Collagen is to be produced by a process that
ensures that the raw material is subjected to a treatment
involving washing, pH adjustment using acid or alkali
followed by one or more rinses, filtration and
extrusion.

(2) Collagen produced in accordance with sub-
paragraph (1) will undergo no further processing other
than a drying process.

(3) Collagen not intended for human consumption
must not be produced and stored in the same
establishment as collagen intended for human
consumption unless the collagen not intended for
human consumption is produced and stored under the
same conditions as set out in this Schedule.

(4) The use of preservatives other than those
permitted under European Parliament and Council
Directive 95/2/EC on food additives other than colours
and sweeteners(1) (as that Directive is amended as at
the date these Regulations are made), is prohibited.

Finished products

5.-(1) Appropriate measures, including tests, will be
taken to ensure that, subject to sub-paragraph (2), each
production batch of collagen meets the microbiological
and residues criteria set out in the Table in Part 3 of this
Schedule.

(2) Where the nature of a finished product is such
that it would be inappropriate to require it to comply
with the moisture and ash limits specified in Part 3 of
this Schedule, those limits will not apply to that
product.

(1) OJ Rhif L6l1, 18.3.95, t.1, fel y'i diwygiwyd ddiwethaf gan
Gyfarwyddeb 2003/114/EC Senedd Ewrop a't Cyngor (OJ Rhif
124, 29.1.2004, t.58).
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(1) OJ No. Lé61, 18.3.95, p.l, as last amended by Directive
2003/114/EC of the European Parliament and of the Council (OJ
No. L24, 29.1.2004, p.58).



Lapio, pacio, storio a chludo

6.-(1) Rhaid lapio, pacio, storio a chludo colagen y
bwriedir i bobl ei fwyta o dan amodau hylendid
boddhaol, ac yn benodol -

(a) rhaid darparu ystafell ar gyfer storio deunydd,
lapio a phacio;

(b) rhaid i'r lapio a'r pacio ddigwydd mewn
ystafell neu mewn lle a fwriadwyd i'r diben
hwnnw yn unig.

(2) Rhaid i ddeunyddiau lapio a phacio sy'n cynnwys
colagen -

(a) dwyn marc adnabod sy'n rhoi'r manylion
canlynol -

(i) yr enw "United Kingdom"
llythrennau blaen "UK",

(i1) a ddilynir gan rif cofrestru'r sefydliad a'r
llythrennau blaen "EC"; a

neu'r

(b) dwyn y geiriau "Collagen fit for human
consumption in the United Kingdom"; a

(c) dwyn y dyddiad paratoi a rhif'y swp.

(3) Rhaid bod dogfen fasnachol gyda'r colagen yn
ystod y cyfnod y cludir ef a rhaid iddi ddwyn -

(a) y geiriau "Collagen fit for human consumption
in the United Kingdom"; a

(b) y dyddiad paratoi a rhif y swp.

11

Wrapping, packaging, storage and transport

6.-(1) Collagen intended for human consumption must
be wrapped, packaged, stored and transported under
satisfactory hygiene conditions, and in particular -

(a) aroom must be provided for storing wrapping
and packaging materials;

(b) wrapping and packaging must take place in a
room or in a place intended solely for that
purpose.

(2) Wrappings and packages containing collagen
must -
(a) bear an identification mark giving the
following particulars -
(1) the name "United Kingdom" or initial
letters "UK",
(i) followed by the registration number of the
establishment and the initials "EC"; and
(b) carry the words "Collagen fit for human
consumption in the United Kingdom"; and

(c) bear the date of preparation and the batch
number.

(3) Collagen must be accompanied during
transportation by a commercial document which must
bear -

(a) the words "Collagen fit for human
consumption in the United Kingdom"; and

(b) the date of preparation and the batch number.



RHAN 2

Dogfen fasnachol i fynd gyda'r deunyddiau crai sy'n dod o anifeiliaid buchol yr arfaethir hwy ar gyfer
cynhyrchu colagen y bwriedir i bobl ei fwyta yn y Deyrnas Unedig

Rhif'y ddogfen fasnachol: ...

1. Dynodi'r deunydd crai

Natur (SEf NATUT ¥ CIWYI)! o oneintet et e e e

e T LI T A < A

Marc adnabod (paled neu gynhwysydd): .......ooooiiiiiiii

2. Tarddiad y deunydd crai

- Lladd-dy

Cyfeiriad y sefydliad: .......ooiiiii

Cymeradwyaeth milfeddyg/rhif cofrestru: ....... ...,

- Canolfan gasglu

Cyfeiriad y sefydliad: .......ooiiiii

RN GO U ..o

- Tanerdy

Cyfeiriad y sefydliad: ... ..o,

RN COMTESIIU: .ot e e e

12



3. Cyrchfan y deunydd crai

Enw'r ganolfan gasglu/sefydliad sy'n cynhyrchu colagen[*"'] lle'r anfonir y deunydd crai:

4. Datganiad

Yr wyf i, sydd wedi llofnodi isod, yn datgan fy mod wedi darllen a deall darpariacthau paragraff 1 a 2 o'r
Atodlen i Reoliadau Cynhyrchu Colagen Buchol y Bwriedir i Bobl ei Fwyta yn y Deyrnas Unedig (Cymru)
2005, a bod crwyn o anifeiliaid buchol fel a ddisgrifir uchod yn dod o anifeiliaid a'u bod wedi eu cigydda mewn
lladd-dy a gwelwyd bod eu carcasau yn ffit i'w bwyta gan bobl yn dilyn archwiliad ante mortem a post mortem.

Gwnaed yn .....ooiiiiiii )

(Enw mewn priflythrennau):

Nodyn 1 - Dileer fel y bo'n briodol

Nodyn 2 - Rhaid i'r llofnod fod mewn lliw sy'n wahanol i liw'r printio.

13



PART 2

Commercial document to accompany raw materials derived from bovine animals destined for the production
of collagen intended for human consumption in the United Kingdom

Commercial doCUMENt NMUMDET: ... .. oot

1. Identification of the raw material

Nature (i.€. hides Or SKINS): .....viiiiii i e ae s

Nt WeTGNt (K. .ot

Identification mark (pallet Or CONtAINET): .. .o.viuiieiiti i

2. Origin of the raw material

- Slaughterhouse

Address of the establishment: ... .. ...,

Veterinary approval/registration NUMDET: ..........c.otitiitiitit it eeaeaenns

- Collection centre

Address of the establiShmeENnt: ... . ... s

Registration NUMDET: .........oouiitiii e

- Tannery

Address of the establishment: ... ...

Registration MUMDET: ........o.it ittt aeaes

14



3. Destination of the raw material

Name of the collection centre/establishment producing collagen[™*'] where the raw material is sent:

4. Declaration

1, the undersigned, declare that I have read and understood the provisions of paragraphs 1 and 2 of the Schedule
to the Production of Bovine Collagen Intended for Human Consumption in the United Kingdom (Wales)
Regulations 2005, and that hides/skins[Note 1] from bovine animals as described above are derived from
animals that have been slaughtered in a slaughterhouse and whose carcases have been found fit for human
consumption following ante and post mortem inspection.

(Name in block letters)

Note 1 - Delete as appropriate

Note 2 - The signature must be a colour different from that of printing.

15



RHAN 3

Meini prawf microbiolegol a gweddilliol ar gyfer colagen y bwriedir i bobl ei fwyta

Meini prawf microbiolegol

Paramedrau microbiolegol Terfyn
Cyfanswm bacteria aerobig 10/ g
Colifformau (30°C) 0/g
Colifformau (44.5°C) 0/10g
Bacteria sy'n lleihau sylffit anaerobig (ddim yn cynhyrchu nwy) 10/g
Clostridiwm perffringens 0/g
Staffylococws awrews 0/g
Salmonela 0/25¢g
Gweddillion

Elfennau Terfyn
As 1 ppm
Pb 5 ppm
Cd 0.5 ppm
Hg 0.15 ppm
Cr 10 ppm
Cu 30 ppm
Zn 50 ppm
Lleithder (105°C) 15%
Lludw (550°C) 2%
SO: (Reith Williems) 50 ppm
H20: (European Pharmacopia 1986 (V:0:)) 10 ppm

16



PART 3

Microbiological and residues criteria for collagen intended for human consumption

Microbiological criteria

Microbiological parameters Limit
Total aerobic bacteria 10%/g
Coliforms (30°C) 0/g
Coliforms (44.5°C) 0/10g
Anaerobic sulphite-reducing bacteria (no gas production) 10/g
Clostridium perfringens 0/g
Staphylococcus aureus 0/g
Salmonella 0/25¢g
Residues

Elements Limit
As 1 ppm
Pb 5 ppm
Cd 0.5 ppm
Hg 0.15 ppm
Cr 10 ppm
Cu 30 ppm
Zn 50 ppm
Moisture (105°C) 15%
Ash (550°C) 2%
SO: (Reith Williems) 50 ppm
H20: (European Pharmacopia 1986 (V:0:)) 10 ppm

17
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