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KPATKA OBOCHOBKA

For thousands of years, man has used naturally occurring micro-organisms - bacteria, yeasts
and moulds - and the enzymes they produce to make foods such as bread, cheese, beer and
wine. The second half of the 20th century has seen a significant growth in the use of enzymes
in food processing (like baked goods, wine and juices, brewing, dairy products, starch and
sugar) and increasing sophistication in the methods of processing and preparing food will
demand an ever wider-range of enzymes.

Enzymes are extremely useful in the food industry. Acting as biocatalysts, they facilitate the
biochemical reactions through which all biological material is built up and ultimately broken
down. Enzymes can break down complex molecules (e.g. carbohydrates) into smaller units,
they can catalyse structural changes within one molecule (e.g. isomerisation of sugar), or join
substrate molecules to other specific molecules (e.g. the building of proteins or cell wall
materials). Furthermore, enzymes are very efficient, being able to accelerate reactions by
factors of at least a million without modifying themselves. Compared to chemically catalysed
reactions, enzymatic reactions offer some major advantages in terms of lower energy
consumption, lower waste production, and biodegradability. Enzymes can be compared to a
key to an individual lock, rather than to a chemical axe to break down the door. The increased
use of enzymes triggered the emergence of "commercial" enzymes, produced from the
fermentation of specially selected micro-organisms.

The legislation controlling the use of enzymes in food processing in the EU is nowadays not
fully harmonised. Enzymes used in food processing are considered to be either food additives
or processing aids. Food additives are essentially substances that are added to food and have a
technological function in that food, while processing aids are essentially substances that are
added during food processing for technical reasons and may end up in the food but do not
have a technological function in the final food.

The use of enzymes as food additives is regulated by Directive 89/107/EEC. However, at the
moment, this Directive only covers and authorises two enzymes as food additives (lysozyme
and invertase). The use of enzymes as processing aids is not regulated at all at European level,
but merely at national level. National legislation in this area differs from country to country as
far as the number and type of permitted enzymes (whether or not produced by genetically
modified micro-organisms) in various applications is concerned, and also as far as pre-market
approval is concerned.

In order to create a level playing field and ensure the proper functioning of the internal
market, the harmonisation of rules at Community level is necessary. This proposed
Regulation aims at harmonizing the safety evaluation and authorisation of all food enzymes,
including those produced by GMOs, and requires their labelling.

Your draftswoman welcomes this proposal that will introduce a harmonised system of safety
evaluation of enzymes at Community level. However, in order to make the proposal more
workable, your draftswoman would like to introduce a "fast track" procedure for food
enzymes already evaluated and authorized by Member States (such as Denmark, France or the
UK). Also, your draftswoman would like to propose certain amendments to enhance legal
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clarity.

N3MEHEHWUA

Komucwusira 1o IMPOMHIIJICHOCT, U3CJICABAHUA U CHEPIreTUKA IIPUKaHBa BOoACIIaTa Komucus o
OKOJIHAaTa cpcaa, 3ApaBCOIIa3BaHETO U 0e30IacHOCTTA Ha XpaHUTE J1a BKIIFOYHX B JOKJIada CHU

CICAHUTC UBMCHCHU A

Texcr, npeoxen ot Komucusta'

N3menenus, BHecenn ot [lapiamenTa

N3menenue 1
UJIEH 2, ITAPATPA® 2, BYKBA BA) HOBA

8a) 000asKuU 3a NOONOMAzaHe Ha

XPAHOCMUIIAHEM O,

Obocnoska

Legal clarification. It should be clear that, as stated in Recital 4, this Regulation should only
cover enzymes that are added to food to perform a technological function and not enzymes
intended for human consumption, such as enzymes fort digestive aids.

N3meunenue 2
YJIEH 2, ITAPATPA® 4

4. HacTosIusT periaaMeHT ClieiBa Jja He ce
IpuJiara 1o OTHOILIEHUE Ha MUKPOOHHUTE
KYJITYpH, KOUTO CE U3I0JI3BAT 32
mpaouyuoHHOMO NPOU3BOJICTBO HA XPaHU
1 KOUTO € Bb3MOKHO J1a ChABPKAT CH3UMU,
HO HE C€ U3M0J3BaT CIIEHHUAIIHO 32 TIXHOTO
IIPOU3BOJICTBO.

4. HacTtosmusat perjiaMeHT cJe/iBa Ja He ce
rpujiara 1o OTHOIIEHNUE HA MUKPOOHUTE
KYJITYpH, KOUTO C€ M3IOJI3BAT 3a
npoU3800CcHE0MO Ha XpaHU U KOUTO €
BB3MOJXKHO Ja ChILP)KAT €H3UMU, HO HE CE€
M3II0JI3BAT CIICIIHAIHO 34 TIXHOTO
MIPOU3BOICTBO.

Obocnoska

Legal clarification. It is not clear what the word "traditionally" covers.

W3menenne 3
YJIEH 3, ITAPATPA® 2, AJIMHEA 1 A (HOBA)

' Bee ome HenyGmukyBas B OB.
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wHpenapam om xpanumenen enzum'
03HAYA6A XPAHUMENIEH eH3UM, U320MEEH C
nomowima Ha eéeuyecmed, KOUmMo
YJlecHABAmM HE2080MO CHXPAHABAHE,
npooaxcoa, cmanoapmusayus,
paspesrcoane u pazmeapsane.

Obocroska

A definition of 'food enzyme preparation'is lacking from this proposal. In order to simplify
the business to business labelling of food enzymes, this term is introduced in Article 8.

N3meunenue 4
UJIEH 6, [IAPATPA® 2, BYKBA A)

(a) onpedenenuemo na XpaHUTEITHUS
€H3UM, 6 MO08a YUCTI0 He2060MO 0OUYAIIHO
uau NPEenopvLYAHO HA368aAHUE,
cucCmemMamuino ume u CUHOHUMU, NO
6B3MONCHOCH CH2NIACHO HOMEHKAamypama
Ha Mestcoynapoonus cvro3 no ouoxumus u
MONEKYNAPHA OUON02US, A NPU CIOHCHUME
eH3UMU, U30OPAHO 6b3 OCHOBA HA
delicmeuemo Ha eH3UMa, Koemo onpeoens
Hezoeama yHKuus;

(a) Hazeanuemo Ha XpaHUTEIHUS CH3UM

Obocnoska

If possible, the most accurate enzyme name, based on the International Union of Biochemistry
(IUB)'s Nomenclature should be used. In cases of complex enzymes, the name should be
based on the enzyme activity (active principle) that is exerting the functionality in the food

processing.

N3menenue 5
YJIEH 7, AT JIABUE

BxmatouBane 6 06u4u0cmnu}1 CRUCDHK Ha
XPAHUMEIIHU eH3UMu om
FGHHOMO)II/I(i)I/IHI/IpaHI/I MUKDPOOp2cARU3IMU

BxurouBane Ha reHHOMOIU(ULIPaHH
EH3UMU 6 OOUWHOCMHUA CHUCDK

Obocnoska

The term "genetically modified enzymes" could lead to misunderstandings.
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N3meunenue 6
YJIEH &

XpaHUTEITHU €H3UMH, KOUTO HE ca
MpeTHA3HAYCHHU 3a MPOIaK0a Ha KpalHUs
MOTpeOUTEN U Ce MPOJaBaT KaKTO
noeouHUYHO, Taka U B ChUYETAHUE C JIPYTH
SH3UMH U/UNU ¢ OPY2U CbCMAGKU,
nocouenu ¢ unen 6, napazpagh 4 om
Mupexmuea 2000/13/EQ, morat na 6b1aT
mpeyIaraly 3a mpojak0a eTMHCTBEHO, aKO
Ha TSAXHATa OMMAKOBKA WM HA ChJIa, B KOWTO
ce ChIbpXKaT, € MOCOYeHa NH(OpMaLUsATa,
npeABucHa B WwieHoBe 9 jo 12 Ha
HACTOSIIUS PETJIAMEHT, KaTo TS TPsiOBa Ja
OBJe JIecHO 3a0eNexuMa, YeTIuBa 1
HEe3aTNINMA.

XpaHHUTETHU CH3UMHU U HpEenapamu om
XpanumeseH eH3uM, KOUTO He ca
MpeTHA3HAYCHHM 3a MPOoIak0a Ha KpaHUs
MOTpeOUTEN U Ce MPOJaBaT KaKTO
noeouHUYHo, Taka U B ChUYETAHUE C JIPYTH
€H3WMHU, MOTaT Jia ObJaT MpesiaraHu 3a
npojak0a eIMHCTBEHO, aKO Ha TSAXHATA
OMaKOBKa WJIM Ha ChJia B KOWTO CE
CBJIBPIKAT, € MOCOYeHA HHPOPMAITHITA,
npeBUeHa B ujaeHoBe 9 1o 12 Ha
HACTOSIIUS PETJIAMEHT, KaTo TS TPsiOBa Ja
OBJe JIecHO 3a0eNexuMa, YeTIuBa 1
He3aIMYHUMa.

Obocroska

In order to facilitate the business to business labelling of food enzymes.

N3menenue 7
YJIEH 9, ITAPATPA® 2

2. HezaBucumo OT TOBa, 1aji XpPaHUTEITHUTE
€H3MMH C€ MPOo/aaBaT MOCIUHUYHO WIH B
ChUCTaHUE C JIPYTH SH3UMH, HH(OPMAIINATA,
nmocoueHa B maparpad 1, ciensa ga Obae
MIpeI0CTaBeHa 110 OTHOILIEHUE Ha BCEKU
XPaHUTEIICH €H3UM 6 HU3X00AU, ped cnopeo
MAXHOMO RPOUEHMHO me2no.

2. He3zaBucumo ot TOBa, 1anu XpaHUTEITHUTE
CH3UMMU CC NpoJgaBaT MOCANHUYIHO UJIU B
ChU€TaHUE C JIPYTd EH3UMHU, HH(OpMaLIUATA,
nmocoueHa B maparpad 1, cienBa ga Obae
MIPeOCTaBEeHa M0 OTHOIIIEHUE Ha BCEKU
XPaHUTEJICH CH3HM.

Obocroska

In order to facilitate the business to business labelling of food enzymes.

N3menenune 8
YJIEH 12, ITAPATPA® 1, BYKBA XA) (HOBA)
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Obocroska

1t is important for food producers to know the durability of food enzymes in order to ensure

food safety.

N3meunenue 9
YJIEH 18, ITAPATPA® 4, BYKBA BA) (HOBA)

0a) Komucuama mooice oa éxniouu 6
00UWHOCMHUA CRUCHK 6CUYKU XPAHUMEIHU
eH3UMU, KOUMO eye ca pa3peuieHu 6
Manun, @panyusa unu Qbdedunenomo
Kpajicmeo, uiu eeue ca OueHeHu om
Cvemecmnama ekcnepmua KOMUcus no
Xpanumennume 0obasku, v6e3 oa ce
u3UCKea 3aseneHue no napazpagh 2 unu
cmanosuwiemo na Opzana.

Obocnoska

Food enzymes already evaluated by JECFA or already authorized in Denmark, France or the
UK should be allowed a "fast track" procedure. This will alleviate the work of EFSA.
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