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OZNAMENIE
Ministerstva zahranicnych veci Slovenskej republiky

Ministerstvo zahrani¢nych veci Slovenskej republiky oznamuje, Ze 29. januara 2000 bol v
Montreale prijaty Kartagensky protokol o biologickej bezpecnosti k Dohovoru o biologickej diverzite
(oznamenie ¢. 34/1996 Z. z.). V mene Slovenskej republiky bol protokol podpisany 24. maja 2000.
Narodna rada Slovenskej republiky vyslovila suhlas s protokolom uznesenim ¢. 626 z 11.
novembra 2003. Prezident Slovenskej republiky protokol ratifikoval 20. novembra 2003.
Ratifikaéna listina bola uloZzena u generalneho tajomnika Organizacie Spojenych narodov v New
Yorku, depozitara protokolu, 24. novembra 2003. Protokol nadobudol platnost 11. septembra
2003 na zaklade ¢lanku 37 ods. 1 a pre Slovensku republiku nadobudne platnost 22. februara
2004 na zaklade clanku 37 ods. 2.
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Kartagensky protokol o biologickej bezpecnosti k Dohovoru o biologickej diverzite

Zmluvné strany tohto protokolu,
stc zmluvnymi stranami Dohovoru o biologickej diverzite (dalej len ,dohovor*),
majuc na pamati ¢lanok 19 ods. 3 a 4 a ¢lanky 8 (g) a 17 dohovoru,
majuc na pamati aj rozhodnutie konferencie zmluvnych stran dohovoru II/5 zo 17. novembra
1995 vypracovat protokol o biologickej bezpecnosti s osobitnym zameranim na cezhrani¢ny pohyb
vSetkych Zivych modifikovanych organizmov, ktoré su vysledkom modernej biotechnolégie a ktoré
mo6zu mat nepriaznivy vplyv na ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity, ktory
ustanovi najma vhodné postupy na vydavanie stihlasu na zaklade predbeznej informacie,
opatovne potvrdzujuc princip predbeznej opatrnosti obsiahnuty v zasade ¢. 15 deklaracie z Rio de
Janeira o Zivotnom prostredi a rozvoji,
uvedomujuic si rychlu expanziu modernej biotechnologie a rastuce znepokojenie verejnosti z jej
potencialnych nepriaznivych vplyvov na biologicku diverzitu, bertuc do tvahy aj rizika pre zdravie
TIudi,
uznavajuc, ze moderna biotechnolégia ma velky potencial prispievat k blahu Tudstva, ak sa jej
rozvoj a vyuzivanie riadia primeranymi bezpecnostnymi opatreniami na ochranu zivotného
prostredia a zdravia ludi,
uznavajuc tiez klucovy vyznam centier povodu a centier genetickej diverzity pre ¢loveka,
beric do uvahy obmedzené moznosti mnohych krajin, najma rozvojovych, vyporiadat sa s
podstatou a rozsahom znamych a potencialnych rizik spojenych so Zivymi modifikovanymi
organizmami,
uznavajuc, ze dohody tykajuce sa obchodu a zivotného prostredia by sa mali vzajomne podporovat
s cielom dosiahnut trvalo udrzatelny rozvoj,
zdéraznujuc, Ze tento protokol sa nebude vysvetlovat tak, Ze naznacuje zmeny v pravach a
povinnostiach, ktoré ma zmluvna strana na zaklade akychkolvek existujicich medzinarodnych
dohod,
rozumejuc, ze uvedené nema v imysle podriadit tento protokol inym medzinarodnym dohodam,
dohodli sa takto:

Clanok 1
Ciel

V stlade s principom predbeznej opatrnosti uvedenym v zasade ¢. 15 deklaracie z Rio de Janeira
o zivotnom prostredi a rozvoji je cielom tohto protokolu prispievat k zabezpecovaniu primeranej
urovne ochrany v oblasti bezpecného transferu, pouzivania a iného nakladania so zivymi
modifikovanymi organizmami, ktoré su vysledkom modernej biotechnoldgie a ktoré moézu mat
nepriaznivé ucinky na ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity, bertic do uvahy
aj rizika pre zdravie Iudi a s osobitnym zretelom na cezhrani¢ny pohyb.

Clanok 2
VSeobecné ustanovenia

1. Kazda zmluvna strana prijme potrebné a vhodné pravne, administrativne a iné opatrenia s
cielom vykonavat svoje zavazky v ramci tohto protokolu.

2. Zmluvné strany, beruc do uvahy aj rizika pre zdravie Iudi, zabezpecia, ze vyvoj, nakladanie,
preprava, pouzivanie, transfer a uvolnovanie vsetkych zivych modifikovanych organizmov sa
budu uskutoénovat spésobom, ktory zabrani rizikam pre biologicku diverzitu alebo ich znizi.

3. Ziadne ustanovenie tohto protokolu sa ziadnym spoésobom nedotkne zvrchovanych prav statov
nad ich teritorialnymi vodami ustanovenymi v stilade s medzinarodnym pravom, zvrchovanych
prav a jurisdikcie statov v ich vyluénych ekonomickych zénach a kontinentalnych Selfoch
danych medzinarodnym pravom ani uplatnovania navigacnych prav a slobod lodami a
lietadlami, ktoré im poskytuje medzinarodné pravo a prislusné medzinarodné dokumenty.
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4. Ziadne ustanovenie tohto protokolu sa nebude vykladat ako obmedzenie prava zmluvnej strany
uskutoc¢nit opatrenia zamerané na lepSiu ochranu a trvalo udrzatelné vyuzivanie biologickej
diverzity, nez ako sa vyzaduje podla tohto protokolu, ak je taka ¢innost v sulade s cielom a
ustanoveniami tohto protokolu a v sulade s inymi zavazkami, ktoré ma tato zmluvna strana
podla medzinarodného prava.

5. Zmluvné strany sa vyzyvaju, aby zohladnili relevantné dostupné skusenosti, nastroje a vysledky
medzinarodnych fér s posobnostou v oblasti rizik pre zdravie Tudi.

Clanok 3
Pouzivanie pojmov
Na tucely tohto protokolu

a) ,konferencia zmluvnych stran® znamena konferenciu zmluvnych stran dohovoru,

b) ,pouzivanie v uzavretych priestoroch® znamena kazdua c¢innost vykonavanu v priestoroch,
zariadeniach alebo v inych fyzickych objektoch, pri ktorej sa naklada s geneticky
modifikovanymi organizmami a ktora je riadena Specifickymi opatreniami ucinne
obmedzujucimi ich kontakt s vonkajsim prostredim alebo ich vplyv na toto prostredie,

c) ,vyvoz* znamena zamerny cezhrani¢ny pohyb z jednej zmluvnej strany do druhej zmluvne;j
strany,

d) ,vyvozca“ znamenda akukolvek pravnicku osobu alebo fyzickui osobu podliehajucu jurisdikcii
zmluvnej strany vyvozu, ktora zabezpecuje vyvoz zivého modifikovaného organizmu,

e) ,dovoz* znamena zamerny cezhrani¢ny pohyb z jednej zmluvnej strany do druhej zmluvnej
strany,

f) .dovozca“ znamena akukolvek pravnicku osobu alebo fyzickii osobu podliehajucu jurisdikeii
zmluvnej strany dovozu, ktora zabezpecuje dovoz geneticky modifikovaného organizmu,

g) .zivy modifikovany organizmus“ znamena akykolvek Zzivy organizmus, ktory ma nova
kombinaciu genetického materialu ziskanu pri pouziti modernej biotechnologie,

h) ,zivy organizmus® znamena akéhokolvek biologického jedinca schopného prenosu alebo
replikacie genetického materialu vratane sterilnych organizmov, virusov a viroidov,

i) ,moderna biotechnolégia“ znamena pouzitie

j) ,organizacia regionalnej hospodarskej integracie® znamena organizaciu konstituovanu
zvrchovanymi Statmi prislusnej oblasti, na ktoru clenské staty previedli kompetencie tykajtce
sa zalezitosti riadenych tymto protokolom a ktora bola riadne splnomocnena v sulade s jej
vnutornymi postupmi na podpis, ratifikaciu, prijatie a schvalenie protokolu alebo pristupenie k
nemu,

k) ,cezhraniény pohyb“ znamena pohyb zivych modifikovanych organizmov z jednej zmluvnej
strany do druhej zmluvnej strany okrem pripadov, ked sa na ucely ¢lankov 17 a 24 preprava
cez hranice Statov rozsiruje na prepravu medzi zmluvnymi stranami a Statmi, ktoré nie su
zmluvnymi stranami.

— in vitro technik pre nukleové kyseliny vratane rekombinovanej dezoxyribonukleovej kyseliny a

priameho injektovania nukleovej kyseliny do buniek alebo organel, alebo

— fazie buniek pochadzajucich z taxonomicky réznych c¢eladi, ktoré prekracuju prirodzené

fyziologické prekazky reprodukcie alebo rekombinacie a ktoré nie su technikami vyuzivanymi v

tradi¢nom Slachtitelstve alebo vo vybere,

j) ,organizacia regionalnej hospodarskej integracie® znamena organizaciu konstituovanu
zvrchovanymi Statmi prislusnej oblasti, na ktoru clenské Staty previedli kompetencie tykajtice
sa zalezitosti riadenych tymto protokolom a ktora bola riadne splnomocnena v stulade s jej
vnutornymi postupmi na podpis, ratifikaciu, prijatie a schvalenie protokolu alebo pristupenie k
nemu,

k) ,cezhraniény pohyb“ znamena pohyb Zivych modifikovanych organizmov z jednej zmluvnej
strany do druhej zmluvnej strany okrem pripadov, ked sa na ucely clankov 17 a 24 preprava
cez hranice Statov rozsiruje na prepravu medzi zmluvnymi stranami a Statmi, ktoré nie su
zmluvnymi stranami.
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Clanok 4
Rozsah protokolu

Tento protokol sa vztahuje na cezhrani¢ny pohyb, tranzit, pouzivanie a iné nakladanie so Zivymi
modifikovanymi organizmami, ktoré mé6zu mat nepriaznivé uc¢inky na ochranu a trvalo udrzatelné
vyuzivanie biologickej diverzity, bertuc do uvahy aj rizika pre zdravie ludi.

Clanok 5
Farmaceutika

Nehladiac na ¢lanok 4 a bez toho, aby bolo dotknuté pravo zmluvnej strany podriadit vSetky zivé
modifikované organizmy hodnoteniu rizika predtym, ako rozhodne o dovoze, tento protokol sa
nebude vztahovat na cezhraniény pohyb zivych modifikovanych organizmov, ktoré su
farmaceutikami pre Iudi a ktoré su predmetom inych prislusnych medzinarodnych dohéd alebo
organizacil.

Clanok 6
Tranzit a pouzivanie v uzavretych priestoroch

1. Bez toho, aby bolo dotknuté ustanovenie ¢lanku 4 a akékolvek pravo zmluvnej strany tranzitu
reglementovat prepravu zivych modifikovanych organizmov cez svoje uizemie a poskytnut pre
kliringové stredisko biologickej bezpecnosti kazdé rozhodnutie tejto zmluvnej strany podla
¢lanku 2 ods. 3 tykajuce sa tranzitu konkrétneho zivého modifikovaného organizmu cez jej
uzemie, ustanovenia tohto protokolu tykajuce sa postupu na vydavanie suhlasu na zaklade
predchadzajucej informacie sa nebudu vztahovat na zivé modifikované organizmy v tranzite.

2. Bez toho, aby bolo dotknuté ustanovenie ¢lanku 4 a akékolvek pravo zmluvnej strany podriadit
vSetky zivé modifikované organizmy hodnoteniu rizika predtym, ako rozhodne o dovoze, a
stanovit normy na pouzivanie v uzavretych priestoroch v ramci svojej jurisdikcie, ustanovenia
tohto protokolu tykajuce sa postupu na vydavanie suhlasu na zaklade predchadzajucej
informacie sa nebudu vztahovat na cezhraniény pohyb zivych modifikovanych organizmov,
ktoré si1 urcené na pouzivanie v uzavretych priestoroch podla noriem zmluvnej strany dovozu.

Clanok 7
Uplatniovanie postupu na vydavanie siihlasu na zaklade predchadzajacej informacie

1. V nadvaznosti na ustanovenia ¢lankov 5 a 6 postupy na vydavanie suhlasu na zaklade
predchadzajucej informacie v ¢lankoch 8 az 10 a v ¢lanku 12 sa budu uplatnovat pred prvym
zamernym cezhrani¢énym pohybom Zivych modifikovanych organizmov, ktoré sa maju zamerne
zaviest do Zivotného prostredia zmluvnej strany dovozu.

2. ,Zamerné zavedenie do zZivotného prostredia“ v odseku 1 sa nevztahuje na zivé modifikované
organizmy, ktoré su urcené na priame vyuzitie ako potraviny alebo krmivo alebo st urc¢ené na
spracovanie.

3. Clanok 11 sa bude uplatiovat pred prvym cezhranicnym pohybom zivych modifikovanych
organizmov, ktoré sa maju priamo vyuzivat ako potraviny alebo krmivo alebo st urcené na
spracovanie.

4. Postupy na vydavanie suhlasu na zaklade predchadzajiicej informacie sa nebudu uplatnovat na
zamerny cezhraniény pohyb zivych modifikovanych organizmov, ktoré budu v rozhodnuti
konferencie zmluvnych stran sluziacej na stretnutie zmluvnych stran tohto protokolu
identifikované ako organizmy, u ktorych sa nepredpokladaju nepriaznivé ti¢inky na ochranu a
trvalo udrzatelné vyuzivanie biologickej diverzity, bertac do tivahy aj rizika pre Iludské zdravie.

Clanok 8
Oznamenie

1. Zmluvna strana vyvozu pisomne oznami alebo musi vyzadovat, aby vyvozca pisomne oznamil
kompetentnému narodnému organu zmluvnej strany dovozu zamerny cezhranic¢ny pohyb zivych
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modifikovanych organizmov spadajucich pod rozsah ¢lanku 7 ods. 1. Pisomné oznamenie musi
obsahovat prinajmenSom informacie uvedené v Prilohe I.

2. Zmluvna strana vyvozu zabezpec¢i, aby spravnost informacii poskytovanych vyvozcom bola
zakonnou povinnostou.
Clanok 9
Potvrdenie prijatia oznamenia
1. Zmluvna strana dovozu pisomne potvrdi prijatie oznamenia oznamovatelovi do 90 dni od
prijatia oznamenia.
2. V potvrdeni sa uvedie
a) datum prijatia pisomného oznamenia,
b) ¢i oznamenie ,na prvy pohlad“ obsahuje informacie uvedené v ¢lanku 8,

c) ¢i sa bude postupovat podla vnutrostatnych predpisov zmluvnej strany dovozu alebo podla
postupu uvedeného v ¢lanku 10.

3. Vnutrostatne predpisy zmluvnej strany dovozu uvedené v odseku 2 pism. ¢) musia byt v sulade
s tymto protokolom.

4. Ak zmluvna strana dovozu nepredlozi potvrdenie o prijati oznamenia, nebude to znamenat
suthlas so zamernym cezhrani¢nym pohybom.

Clanok 10
Rozhodovaci postup

1. Rozhodnutia prijaté zmluvnou stranou dovozu musia byt v sulade s ¢lankom 15.

2. Zmluvna strana dovozu musi v ¢asovej lehote podla ¢lanku 9 pisomne informovat
oznamovatela, ¢i sa zamerny cezhrani¢ny pohyb moéze uskutocnit

a) len po pisomnom suhlase zmluvnej strany dovozu, alebo
b) po uplynuti 90 dni bez nasledujiiceho pisomného suhlasu.

3. Zmluvna strana dovozu v casovej lehote 270 dni od prijatia oznamenia pisomne oznami
oznamovatelovi a do kliringového strediska biologickej bezpecnosti svoje rozhodnutie uvedené v
odseku 2 pism. a), ktorym

a) povoli dovoz s podmienkami alebo bez nich a urc¢i, ako sa rozhodnutie bude aplikovat na
nasledujuce dovozy toho istého Zivého modifikovaného organizmu,

b) zakaze dovoz,

¢) bude pozadovat dodato¢né relevantné informacie v sulade s vnutrostatnymi predpismi alebo
s Prilohou I; pri vypocitavani casovej lehoty, pocas ktorej ma zmluvna strana dovozu
odpovedat, nebude sa brat do tivahy pocet dni, poc¢as ktorych zmluvna strana dovozu ¢aka
na dalSie relevantné informacie, alebo

d) bude informovat oznamovatela, ze ¢asova lehota uvedena v tomto odseku sa predlZzuje o
stanovenu lehotu.

4. Okrem suhlasu bez uvedenia podmienok musia byt v rozhodnuti podla odseku 3 uvedené
dovody, z ktorych sa vychadzalo.

5. Ak zmluvna strana dovozu neoznami v casovej lehote 270 dni od prijatia oznamenia svoje
rozhodnutie, neznamena to suhlas so zamernym cezhrani¢nym pohybom.

6. Absencia uplnej vedeckej istoty pre neuplnost relevantnych vedeckych informacii a poznatkov o
rozsahu potencialnych negativnych vplyvov, ktoré moéze mat zivy modifikovany organizmus na
ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity na tizemi zmluvnej strany dovozu,
bertic do uvahy aj rizika pre zdravie Iudi, nebrani tejto zmluvnej strane, aby vo vhodnom
pripade prijala rozhodnutie tykajuce sa dovozu predmetného Zivého modifikovaného organizmu
tak, ako je uvedené v odseku 3, s cielom predist alebo minimalizovat také potencialne negativne

vplyvy.
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7. Konferencia zmluvnych stran sluziaca na stretnutie zmluvnych stran tohto protokolu na svojom
prvom zasadnuti rozhodne o vhodnych postupoch a mechanizmoch na ulahcenie rozhodovania
zmluvnych stran dovozu.

Clanok 11

Postup v pripade Zivych modifikovanych organizmov uréenych na priame pouzitie ako
potraviny alebo krmivo alebo na spracovanie

1. Zmluvna strana, ktora prijme konec¢né rozhodnutie tykajuce sa domaceho pouzivania vratane
umiestnenia na trhu zivého modifikovaného organizmu, ktory méze byt predmetom
cezhrani¢ného pohybu na tucely priameho pouzitia ako potraviny alebo krmivo alebo na
spracovanie, musi v lehote do 15 dni od prijatia takého rozhodnutia informovat zmluvné strany
prostrednictvom kliringového strediska biologickej bezpec¢nosti. Tato informacia musi obsahovat
asponn informacie uvedené v Prilohe II. Zmluvna strana poskytne pisomnu képiu informacie
narodnym kontaktnym miestam kazdej zmluvnej strany, ktora bude vopred informovat
sekretariat, Ze nema pristup do kliringového strediska biologickej bezpecnosti. Toto ustanovenie
sa nevztahuje na rozhodnutia, ktoré sa tykaji polnych pokusov.

2. Zmluvna strana, ktora prijala rozhodnutie podla odseku 1, zabezpeci, aby spravnost informacii
poskytovanych Ziadatelom bola jeho zakonnou povinnostou.

3. Kazda zmluvna strana moéze pozadovat dodatoéné informacie od organu uréeného v pismene b)
Prilohe II.

4. Zmluvna strana moéze v ramci svojich vnutrostatnych predpisov prijat rozhodnutie o dovoze
zivych modifikovanych organizmov urcenych na priame pouzitie ako potraviny alebo krmivo
alebo na spracovanie, ktoré je v stilade s cielom tohto protokolu.

5. Kazda zmluvna strana musi poskytnut kliringovému stredisku biologickej bezpecnosti képiu
akychkolvek vnutrostatnych zakonov, predpisov a usmerneni, ktoré sa vzfahuju na dovoz
zivych modifikovanych organizmov urcenych na priame pouzitie ako potraviny alebo krmivo
alebo na spracovanie.

6. Zmluvna strana, ktora je rozvojovou krajinou, alebo zmluvna strana, ktora je krajinou v procese
prechodu na trhova ekonomiku, v pripade absencie vnutrostatnych predpisov spominanych v
odseku 4 a pri vykonavani svojho vnutroStatneho prava moéze vyhlasit prostrednictvom
kliringového strediska biologickej bezpecnosti, Ze jej rozhodnutie pred prvym dovozom Zzivého
modifikovaného organizmu urceného na priame pouzitie ako potraviny alebo krmivo alebo na
spracovanie, o ktorom bola poskytnuta informacia podla odseku 1, bude prijaté v sulade s
nasledujucim:

a) hodnotenie rizika vykonané v sulade s Prilohou III a
b) rozhodnutie prijaté v ramci predvidatelného casového ramca nepresahujuceho 270 dni.

7. Ak zmluvna strana neoznami svoje rozhodnutie podla odseku 6, nebude to znamenat stihlas s
dovozom zivého modifikovaného organizmu urceného na priame pouZitie ako potraviny alebo
krmivo alebo na spracovanie, ani jeho zamietnutie, ak zmluvna strana neuvedie inak.

8. Absencia uplnej vedeckej istoty pre neuplnost relevantnych vedeckych informacii a poznatkov o
rozsahu potencialnych negativnych vplyvov, ktoré moéze mat Zivy modifikovany organizmus na
ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity na tizemi zmluvnej strany dovozu,
beruc do uvahy aj rizika pre zdravie Iudi, nebrani tejto zmluvnej strane, aby vo vhodnom
pripade prijala rozhodnutie tykajuce sa dovozu zZivého modifikovaného organizmu urceného na
priame pouzitie ako potraviny alebo krmivo alebo na spracovanie, s cielom predist alebo
minimalizovat také potencialne negativne vplyvy.

9. Zmluvna strana moéze uviest svoje potreby tykajuce sa finanénej pomoci a budovania kapacit vo
vztahu k zivym modifikovanym organizmom uréenym na priame pouzitie ako potraviny alebo
krmivo alebo na spracovanie. Zmluvné strany budu spolupracovat pri uspokojovani tychto
potrieb v stilade s ¢lankami 22 a 28.
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Clanok 12
Preskumanie rozhodnuti

1. Zmluvna strana dovozu, prihliadajic na nové vedecké informacie o potencialnych nepriaznivych
ucinkoch na ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity, bertiic do tvahy aj
rizika pre zdravie Iudi, moze kedykolvek preskumat a zmenit rozhodnutie vo veci zamerného
cezhrani¢ného pohybu. V takom pripade bude zmluvna strana v lehote 30 dni informovat
vSetkych oznamovatelov, ktori predtym oznamili pohyby zZivych modifikovanych organizmov
uvedenych v takom rozhodnuti, ako aj kliringové stredisko biologickej bezpecnosti a uvedie
dovody svojho rozhodnutia.

2. Zmluvna strana vyvozu alebo oznamovatel moéze poziadat zmluvnu stranu dovozu, aby
preskuimala rozhodnutie, ktoré prijala vo vztahu k ¢lanku 10 alebo podla neho, ak sa zmluvna
strana vyvozu alebo oznamovatel domnieva, ze

a) doslo k zmene okolnosti, ktoré moézu ovplyvnit vysledok hodnotenia rizika, na ktorom bolo
zalozené rozhodnutie, alebo

b) boli spristupnené dalSie relevantné vedecké alebo technické informacie.

3. Zmluvna strana dovozu pisomne odpovie na takuto poziadavku v lehote 90 dni a uvedie doévody
svojho rozhodnutia.

4. Zmluvna strana dovozu moze podla vlastného uvazenia pozadovaf, aby sa pre nasledné dovozy
vykonalo hodnotenie rizika.

Clanok 13
ZjednodusSeny postup

1. Zmluvna strana dovozu za predpokladu, Ze sa uplatiiuju primerané opatrenia na to, aby bol
zaisteny bezpecny cezhrani¢ny pohyb Zivych modifikovanych organizmov v sulade s cielom
tohto protokolu, méze vopred oznamit kliringovému stredisku biologickej bezpecnosti

a) pripady, v ktorych sa moze uskutoc¢nit zamerny cezhrani¢ny pohyb do tejto zmluvnej strany
v rovnakom c¢ase, ako je pohyb oznameny zmluvnej strane dovozu, a

b) dovozy zivych modifikovanych organizmov, ktoré nepodliehaju postupu vydavania suhlasu
na zaklade predbeznej informacie.

Pisomné oznamenia podla pismena a) sa mo6zu vztahovat na nasledujiice podobné pohyby do tej

istej zmluvnej strany.

2. Informacie o zamernom cezhranicnom pohybe, ktoré su sucastou oznameni uvedenych v
odseku 1 pism. a), musia byt vypracované podla Prilohy I.

Clanok 14
Dvojstranné, regionalne a viacstranné zmluvy a dohody

1. Zmluvné strany moézu uzatvorit dvojstranné, regionalne a viacstranné zmluvy alebo dohody
tykajuce sa zamernych cezhrani¢nych pohybov zivych modifikovanych organizmov, ktoré su v
sulade s cielom tohto protokolu, za predpokladu, Ze tieto zmluvy a dohody nebudu mat za
nasledok nizsiu uroven ochrany, aku poskytuje tento protokol.

2. Zmluvné strany sa budu prostrednictvom kliringového strediska biologickej bezpecnosti
navziajom informovat o vSetkych takychto dvojstrannych, regionalnych a viacstrannych
zmluvach a dohodach, ktoré uzavreli pred nadobudnutim platnosti tohto protokolu alebo po
nom.

3. Ustanovenia tohto protokolu nebudu ovplyvniovat zamerné cezhranicné pohyby, ktoré sa
uskutocnia podla takychto zmluv a doh6d medzi zmluvnymi stranami.

4. Kazda zmluvna strana moéze urcit, ze jej vnutrostatne predpisy sa budu uplatnovat na
konkrétne dovozy do tejto zmluvnej strany a svoje rozhodnutie pisomne oznami kliringovému
stredisku biologickej bezpecnosti.
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Clanok 15
Hodnotenie rizika

1. Hodnotenie rizika vykonané podla tohto protokolu sa musi vykonavat vedeckym spdésobom v
sulade s Prilohou III, beruc do uvahy uznavané techniky na hodnotenie rizika. Takéto
hodnotenie rizika bude zalozené minimalne na informaciach, ktoré sa poskytuju v sulade s
¢lankom 8, a na inych dostupnych vedeckych dékazoch s cielom identifikovat a zhodnotit
mozné nepriaznivé vplyvy zivych modifikovanych organizmov na ochranu a trvalo udrzatelné
vyuzivanie biologickej diverzity, bertuc do tivahy aj rizika pre zdravie ludi.

2. Zmluvna strana dovozu zabezpeci, aby pre rozhodnutia prijimané podla clanku 10 bolo
vykonané hodnotenie rizika. Moze pozadovat, aby hodnotenie rizika vykonal vyvozca.

3. Ak to bude zmluvna strana dovozu pozadovat, naklady na hodnotenie rizika bude niest
oznamovatel.

Clanok 16
Riadenie rizika

1. Zmluvné strany, beruc do uvahy c¢lanok 8 pism. g) dohovoru, vytvoria a budu uplatniovat
vhodné mechanizmy, opatrenia a stratégie na regulaciu, riadenie alebo kontrolu rizik
identifikovanych podla ustanoveni tohto protokolu o hodnoteni rizika stuvisiaceho s pouzivanim
zivych modifikovanych organizmov, nakladanim s nimi a s ich cezhraniénym pohybom.

2. Opatrenia vychadzajuce z hodnotenia rizika budu ulozené v rozsahu nevyhnutnom na
predchadzanie negativnym uc¢inkom zivych modifikovanych organizmov na ochranu a trvalo
udrzatelné vyuzivanie biologickej diverzity na tizemi zmluvnej strany dovozu, bertc do tivahy aj
rizika pre zdravie Iudi.

3. Kazda zmluvna strana prijme vhodné opatrenia na prevenciu neumyselného cezhranicného
pohybu zZivych modifikovanych organizmov vratane takych opatreni, ako je pozZiadavka na
vykonanie hodnotenia rizika pred prvym uvolnenim Zivého modifikovaného organizmu.

4. Bez toho, aby bol dotknuty odsek 2, kazda zmluvna strana sa bude usilovat zabezpecit, aby sa
kazdy zivy modifikovany organizmus, ¢i uz je dovazany alebo doma vyvinuty, eSte pred jeho
uvolnenim na uréené pouzivanie podrobil pozorovaniu pocas vhodnej lehoty, ktora bude
umerna jeho zivotnému cyklu alebo generacnému ¢asu.

5. Zmluvné strany budu spolupracovat pri

a) identifikacii zivych modifikovanych organizmov alebo Specifickych znakov, ktoré mézu mat
nepriaznivé uc¢inky na ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity, bertuc do
uvahy aj rizika pre Iudské zdravie, a

b) prijimani vhodnych opatreni tykajucich sa zaobchadzania s takymito zivymi modifikovanymi
organizmami alebo Specifickymi znakmi.

Clanok 17
Neumyselny cezhranicny pohyb a nadzové opatrenia

1. Kazda zmluvna strana prijme vhodné opatrenia na vyrozumenie dotknutého alebo potencialne
dotknutého Statu, kliringového strediska biologickej bezpecnosti, a ak je to vhodné, aj
prislusnej medzinarodnej organizacie, ak sa dozvie o udalosti v ramci svojej jurisdikcie, ktorej
vysledkom je uvolnenie, ktoré vedie alebo moéze viest k neiimyselnému cezhranicnému pohybu
zivého modifikovaného organizmu, ktory méze mat vyznamné nepriaznivé i¢inky na ochranu a
trvalo udrzatelné vyuzivanie biologickej diverzity v dotknutych Statoch, beruc do uvahy aj rizika
pre zdravie Iudi. Oznamenie sa musi poskytnut ihned, ako sa zmluvna strana dozvie o uvedenej
situacii.

2. Kazda zmluvna strana nie neskor, ako tento protokol pre nu nadobudne platnost, poskytne
kliringovému stredisku biologickej bezpecnosti podrobnosti o kontaktnych adresach na ucely
prijimania oznameni podla tohto ¢lanku.

3. Kazdé oznamenie vyplyvajuce z odseku 1 musi obsahovat
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a) dostupné relevantné informacie o odhadovanych mnozstvach a relevantnych vlastnostiach
a/alebo o znakoch Zivého modifikovaného organizmu,

b) informacie o okolnostiach, za akych doslo k uvolneniu, a o predpokladanom datume, ako aj
o pouzivani zivého modifikovaného organizmu v zmluvnej strane, z ktorej pochadza,

¢) vSetky dostupné informacie o moznych negativnych ti¢inkoch na ochranu a trvalo udrzatelné
vyuzivanie biologickej diverzity, bertiic do uvahy aj vplyvy na zdravie Iudi, ako aj dostupné
informacie o moznych opatreniach na riadenie rizik,

d) akékolvek iné relevantné informacie,
e) kontaktné adresy, kde mozno ziskat dalSie informacie.

4. S cielom minimalizovat akékolvek vyznamné negativne uc¢inky na ochranu a trvalo udrzatelné
vyuzivanie biologickej diverzity, beruc do uvahy aj rizika pre zdravie Iudi, kazda zmluvna
strana, v ktorej jurisdikcii sa vyskytlo uvolnenie Zivého modifikovaného organizmu uvedeného v
odseku 1, bezodkladne zacne konzultacie s dotknutymi alebo potencialne dotknutymi Statmi,
aby im umoznila vhodne reagovat a zacat potrebné ¢innosti vratane havarijnych opatreni.

Clanok 18
Nakladanie, preprava, balenie a oznacovanie

1. Kazda zmluvna strana, beruc takisto do tuvahy rizika pre zdravie Iudi, prijme s cielom
predchadzat nepriaznivym ucinkom na ochranu a trvalé vyuzZivanie biologickej diverzity
potrebné opatrenia vyzadujuce, aby sa zivé modifikované organizmy, ktoré su predmetom
zamerného cezhranicného pohybu v ramci tohto protokolu, balili, prepravovali a aby sa s nimi
nakladalo za bezpecnostnych podmienok, bertc do uvahy prislusné medzinarodné pravidla a
normy.

2. Kazda zmluvna strana prijme opatrenia vyzadujice, aby dokumentacia sprevadzajuca:

a) zivé modifikované organizmy, ktoré st uréené na priame pouzitie, ako su potraviny alebo
krmivo, alebo su urcené na spracovanie, zretelne uvadzala, Zze ,mo6zu obsahovat® Zivé
modifikované organizmy a nie s uréené na zamerné zavedenie do Zivotného prostredia, ako
aj kontaktné adresy, kde mozno ziskat dalSie informacie. Konferencia zmluvnych stran,
sliziaca na stretnutie zmluvnych stran tohto protokolu, rozhodne o podrobnych
poziadavkach v tejto veci vratane uvedenia totoZnosti a inych jedineénych identifikaénych
udajov nie neskor ako dva roky po nadobudnuti platnosti tohto protokolu, a

b) zivé modifikované organizmy, ktoré su urcené na pouzivanie v uzavretych priestoroch, ich
zretelne oznacovala ako zivé modifikované organizmy a uvadzala vSetky poziadavky na
bezpeéné nakladanie, uskladnenie, prepravu a pouzivanie, kontaktnu adresu, kde mozno
ziskat dalSie informacie, vratane mena a adresy jednotlivca a institucie, ktorej sa zivé
modifikované organizmy zasielaju, a

¢) zivé modifikované organizmy, ktoré su urcené na zamerné zavedenie do zivotného prostredia
zmluvnej strany dovozu, a akékolvek iné zivé modifikované organizmy v ramci protokolu
zretelne oznacovala ako zivé modifikované organizmy; uvadzala identitu a relevantné znaky
a/alebo charakteristiky, akékolvek poziadavky na bezpecné nakladanie, uskladnenie,
prepravu a pouzivanie, kontaktnu adresu, kde mozno ziskat dalSie informacie, a ak to bude
vhodné, meno a adresu dovozcu a vyvozcu; a aby obsahovala vyhlasenie, Ze pohyb je v
sulade s poziadavkami tohto protokolu vztahujucimi sa na vyvozcu.

3. Konferencia zmluvnych stran, sliziaca na stretnutie zmluvnych stran tohto protokolu,
konzultujuc s ostatnymi prislusSnymi medzinarodnymi organmi, zvazi potrebu a postup
vytvorenia noriem tykajucich sa praxe oznacovania, nakladania, balenia a prepravy.

Clanok 19
Prislusné narodné organy a narodné kontaktné miesta

1. Kazda zmluvna strana uré¢i jedno narodné kontaktné miesto, ktoré bude v jej mene zodpovedné
za styk so sekretariatom. Kazda zmluvna strana takisto uréi jeden alebo viac prislusnych
narodnych organov, ktoré budu zodpovedné za vykonavanie administrativnych funkcii
pozadovanych tymto protokolom a ktoré budu opravnené konat v mene tejto zmluvnej strany vo
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veciach tychto funkcii. Zmluvna strana méze urcit jediny subjekt, ktory bude plnit funkcie
kontaktného miesta aj prislusného narodného organu.

2. Kazda zmluvna strana najneskor do terminu nadobudnutia platnosti tohto protokolu pre tato
zmluvnu stranu oznami sekretariatu nazvy a adresy kontaktného miesta a prislusného
narodného organu alebo organov. V pripade, ze zmluvna strana vymenuje viac nez jeden
prislusny organ, doruc¢i sekretariatu pisomné oznamenie s relevantnymi informaciami o
prislusnych kompetenciach tychto organov. Tieto informacie budi minimalne urcovat, ktory
kompetentny urad sa zaobera ktorym druhom zZivych modifikovanych organizmov. Kazda
zmluvna strana bezodkladne oznami sekretariatu akékolvek zmeny tykajuce sa vymenovania
narodného kontaktného miesta alebo zmeny nazvu a adresy alebo kompetencii svojho
prislusného narodného organu alebo organov.

3. Sekretariat bude bezodkladne informovat zmluvné strany o oznameniach, ktoré dostal podla
vySSie uvedeného odseku 2 a spristupni tieto informacie tiez prostrednictvom kliringového
strediska biologickej bezpec¢nosti.

Clanok 20
Vymena informacii a Kliringové stredisko biologickej bezpecnosti

1. Tymto sa ustanovuje Kliringové stredisko biologickej bezpecnosti ako sucast mechanizmu
kliringového strediska podla ¢lanku 18 ods. 3 dohovoru na ucel:

a) ulahcovania vymeny vedeckych, technickych, environmentalnych a pravnych informacii a
poznatkov o zivych modifikovanych organizmoch, a

b) pomoci zmluvnym stranam pri implementacii protokolu, bertc do uvahy aj osobitné potreby
zmluvnych stran, ktoré su rozvojovymi krajinami, najmi najmenej rozvinutymi a malymi
ostrovnymi rozvojovymi Statmi a krajinami v procese prechodu na trhova ekonomiku, ako aj
krajinam, ktoré su centrami pévodu a centrami genetickej diverzity.

2. Kliringové stredisko biologickej bezpecnosti bude sluzit ako prostriedok na spristupniovanie
informacii na ucely odseku 1. Zmluvnym stranam bude zabezpecovat pristup k informaciam
tykajucim sa implementacie protokolu, ktoré poskytnu zmluvné strany. Bude tiez zabezpecovat,
podla moznosti, pristup k ostatnym medzinarodnym mechanizmom vymeny informacii o
biologickej bezpecnosti.

3. Bez toho, aby bola dotknuta ochrana dévernych informacii, kazda zmluvna strana spristupni
Kliringovému stredisku biologickej bezpecnosti akékolvek informacie, ktoré sa pozaduju na
spristupnenie Kliringovému stredisku biologickej bezpecnosti podla tohto protokolu, a tiez:

a) akékolvek existujuce zakony, nariadenia a usmernenia na implementaciu protokolu, ako aj
informacie pozadované zmluvnymi stranami na postup vydavania suhlasu na zaklade
predbeznej informacie,

b) akékolvek dvojstranné, regionalne a viacstranné zmluvy a dohody,

¢) suhrmy svojich hodnoteni rizika alebo environmentalnych preskimani zivych
modifikovanych organizmov vytvarané prostrednictvom pravne upraveného procesu a
vykonané v sulade s ¢lankom 15 vratane - ak je to vhodné - relevantnych informacii o
produktoch z nich odvodenych, menovite o spracovanych materialoch, ktoré pochadzaju zo
zivych modifikovanych organizmov obsahujucich zistitelné nové kombinacie replikovateIného
genetického materialu ziskané pouzitim modernej biotechnolégie,

d) svoje zaverecné rozhodnutie ohladom dovozu alebo uvolnenia zivych modifikovanych
organizmov, a

e) spravy predlozené zmluvnou stranou podla ¢lanku 33 vratane sprav o implementacii
postupu na vydavanie suhlasu na zaklade predbeznej informacie.

4. Sposob fungovania Kliringového strediska biologickej bezpecnosti vratane sprav o jeho ¢innosti
sa dohodne na prvom zasadnuti konferencie zmluvnych stran sluziacej na stretnutie zmluvnych
stran tohto protokolu a dalej sa bude preskiimavat.
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Clanok 21
Doverné informacie

1. Zmluvna strana dovozu umozni oznamovatelovi, aby urc€il informacie, predkladané podla
postupov tohto protokolu alebo pozadované zmluvnou stranou dovozu ako sucast postupu na
vydavanie suhlasu na zaklade predbeznej informacie podla protokolu, s ktorymi by sa malo
narabat ako s dovernymi. Na poziadanie v takych pripadoch poskytne zdoévodnenie.

2. Zmluvna strana dovozu bude konzultovat s oznamovatelom, ak déjde k nazoru, Ze informacie
urcené oznamovatelom ako doverné nie su takého charakteru, aby bolo potrebné s nimi
narabat ako s dévernymi, a bude informovat oznamovatela o svojom rozhodnuti pred
akymkolvek zverejnenim informacii, pricom na poZiadanie uvedie dévody svojho rozhodnutia,
ako aj moznost konzultacii a interného preskumania rozhodnutia pred zverejnenim informacie.

3. Kazda zmluvna strana bude chranit déverné informacie, prijaté v ramci protokolu, vratane
akychkolvek dévernych informacii, prijatych v kontexte postupu na vydavanie suhlasu, na
zaklade predchadzajucej informacie podla protokolu. Kazda zmluvna strana sa ubezpeci, Ze ma
sposob na ochranu takych informacii, a bude chranit dévernost takych informacii spésobom,
ktory nebude menej priaznivy, nez sa uplatnuje na déverné informacie v suvislosti so Zivymi
modifikovanymi organizmami produkovanymi vnutrostatne.

4. Zmluvna strana dovozu nebude vyuzivat také informacie na komercéné ucely okrem pripadov,
ked na to oznamovatel da pisomny suhlas.

5. Ak predkladatel oznamenie stiahne alebo stiahol, zmluvna strana dovozu bude respektovat
dovernost komercnych a priemyselnych informacii vratane informacii o vyskume a vyvoji, ako aj
informacii, na ktorych dovernosti sa zmluvna strana a oznamovatel nezhodli.

6. Bez toho, aby bol dotknuty vyssie uvedeny odsek 5, nebudu sa povazovat za déverné
a) nazov a adresa oznamovatela,
b) vSeobecny opis Zivého modifikovaného organizmu,

c) suhrn hodnotenia rizika tcinkov na ochranu a trvalo udrzatelné vyuzivanie biologickej
diverzity, beruc do tivahy aj zdravie Iudi, a

d) akékolvek metody a plany havarijnej odozvy.

Clanok 22
Budovanie kapacit

1. Zmluvné strany budu spolupracovat pri vytvarani a/alebo posilnovani Iudskych zdrojov a
institucionalnych kapacit v oblasti biologickej bezpecnosti vratane biotechnolégie v rozsahu,
aky vyzaduje biologicka bezpecnost na ucel icinnej implementacie tohto protokolu v zmluvnych
stranach, ktoré su rozvojovymi krajinami a v ramci nich predovsetkym najmenej rozvinutymi a
malymi ostrovnymi rozvojovymi Statmi, a v zmluvnych stranach, ktoré su krajinami v procese
prechodu na trhova ekonomiku, prostrednictvom existujicich globalnych, regionalnych,
subregionalnych a narodnych institicii a organizacii, a ak to bude vhodné, prostrednictvom
vytvarania podmienok na zapojenie sukromného sektora.

2. Na ucely implementacie odseku 1, vo vztahu k spolupraci pri vytvarani kapacit v oblasti
biologickej bezpecnosti, sa budu plne zohladnovat potreby zmluvnych stran, ktoré su
rozvojovymi krajinami, a v ramci nich predovsetkym najmenej rozvinutymi krajinami a malymi
ostrovnymi rozvojovymi Statmi, tykajuce sa finanénych zdrojov a prenosu technologii a
know-how v stilade s prislusnymi ustanoveniami dohovoru. Spolupraca pri budovani kapacit v
zavislosti od odliSnej situacie, sposobilosti a poziadaviek kazdej zmluvnej strany bude zahinat
vedecky a technicky vycvik spravneho a bezpecného riadenia biotechnologie a na vyuzitie
hodnotenia rizika a riadenia rizika pre biologicku bezpecnost a zlepSenie technologickych a
inStitucionalnych kapacit pre biologicka bezpecnost. Potreby zmluvnych stran, ktoré su
krajinami v procese prechodu na trhova ekonomiku, na budovanie kapacit pre biologicku
bezpecnost, sa budu tiez plne brat do uvahy.
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Clanok 23
Verejné povedomie a ucast verejnosti

1. Zmluvné strany budua

a) podporovat a umoznovat zvySovanie verejného povedomia, vychovu a tucast verejnosti
tykajucu sa bezpecéného transferu, nakladania a pouzivania zivych modifikovanych
organizmov s ohladom na ochranu a trvalo udrzatelné vyuzivanie biologickej diverzity, beruc
tiez do uvahy rizika pre zdravie ludi. V suvislosti s uvedenym budu zmluvné strany
spolupracovat, ak to bude vhodné, s inymi Statmi a medzinarodnymi organmi,

b) usilovat sa zabezpecit, aby povedomie a vychova verejnosti zahimnali pristup k informaciam o
zivych modifikovanych organizmoch, uréenych v sulade s tymto protokolom, ktoré mozno
dovazat.

2. Zmluvné strany budu v sulade s ich prisluSnymi zakonmi a nariadeniami konzultovat s
verejnostou pri rozhodovacom procese v suvislosti so zivymi modifikovanymi organizmami a
spristupnia vysledky takych rozhodnuti verejnosti, pricom budu zohladnovat doverné
informacie v stulade s ¢lankom 21.

3. Kazda zmluvna strana sa bude usilovat informovat verejnost o prostriedkoch pristupu
verejnosti ku kliringovému stredisku biologickej bezpec¢nosti.

Clanok 24
Nezmluvné strany

1. Cezhraniéné pohyby zivych modifikovanych organizmov medzi zmluvnymi a nezmluvnymi
stranami musia byt v sulade s cielom tohto protokolu. Zmluvné strany moézu uzatvarat
dvojstranné, regionalne alebo viacstranné zmluvy a dohody s nezmluvnymi stranami tykajtce
sa tychto cezhrani¢nych pohybov.

2. Zmluvné strany budu vyzyvat nezmluvné strany, aby sa pripojili k tomuto protokolu a aby
prispievali do Kkliringového strediska biologickej bezpecnosti vhodnymi informaciami o Zivych
modifikovanych organizmoch uvolnenych, dovezenych alebo vyvezenych z oblasti, ktoré
podliehaju ich narodnej jurisdikcii.

Clanok 25
Nelegalne cezhrani¢né pohyby

1. Kazda zmluvna strana prijme vhodné domace opatrenia zamerané na predchadzanie, a ak to
bude vhodné, na postihovanie nelegalnych cezhraniénych pohybov zivych modifikovanych
organizmov uskutocnovanych v rozpore s domacimi opatreniami na implementaciu tohto
protokolu. Také pohyby sa budu povazovat za nelegalne cezhranicné pohyby.

2. V pripade nelegalneho cezhranicného pohybu méze dotknuta zmluvna strana, ak je to vhodné,
vyzadovat od zmluvnej strany pévodu, aby na vlastné naklady zabezpecila zneSkodnenie Zivého
modifikovaného organizmu repatriaciou alebo zni¢enim.

3. Kazda zmluvna strana spristupni pre kliringové stredisko biologickej bezpec¢nosti informacie o
pripadoch nelegalnych cezhrani¢nych pohybov, ktoré sa jej tykajua.

Clanok 26
Socialno-ekonomické hladiska

1. Zmluvné strany pri prijimani rozhodnuti o dovoze podla tohto protokolu alebo podla svojich
vnutrostatnych opatreni na implementaciu protokolu mézu v sulade so svojimi medzinarodnymi
zavazkami brat do uvahy socialno-ekonomické hladiska vyplyvajice z vplyvu zivych
modifikovanych organizmov na ochranu a trvalo udrzZatelné vyuzivanie biologickej diverzity,
najma s ohladom na hodnotu biologickej diverzity pre povodné a miestne komunity.

2. Zmluvné strany sa vyzyvaju na spolupracu na vyskume a na vymene informacii o akychkolvek
socialno-ekonomickych vplyvoch ZzZivych modifikovanych organizmov, najma na pdévodné a
miestne komunity.
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Clanok 27
Zodpovednost a odSskodnenie

Konferencia zmluvnych stran, sliziaca na stretnutie zmluvnych stran tohto protokolu, na
svojom prvom zasadnuti schvali proces na vytvorenie primeranych medzinarodnych pravidiel a
postupov v oblasti zodpovednosti za skodu a nahrady skody, ktora je vysledkom cezhrani¢nych
pohybov zivych modifikovanych organizmov, pricom analyzuje a vhodnym spdésobom zohladni
prebiehajuce procesy v medzinarodnom prave o tychto zalezitostiach a vyvinie tsilie na ukoncenie
tohto procesu do Styroch rokov.

Clanok 28
Financ¢ny mechanizmus a zdroje

1. Zmluvné strany pri zvazZovani finanénych zdrojov na implementaciu tohto protokolu budu brat
do uvahy ustanovenia ¢clanku 20 dohovoru.

2. Finan¢ény mechanizmus ustanoveny v ¢lanku 21 dohovoru prostrednictvom institucionalne;j
Struktury, ktorej bolo zverené jeho fungovanie, bude sluzit ako finanény mechanizmus tohto
protokolu.

3. S ohladom na budovanie kapacit uvedené v clanku 22 tohto protokolu bude konferencia
zmluvnych stran sluziaca na stretnutie zmluvnych stran tohto protokolu pri prijimani
usmernenia tykajuceho sa finanéného mechanizmu uvedeného v odseku 2 na jeho posudenie
konferenciou zmluvnych stran brat do tvahy potrebu finanénych zdrojov zmluvnych stran,
ktoré su1 rozvojovymi krajinami, medzi nimi predovsetkym najmenej rozvinutymi krajinami a
malymi ostrovnymi rozvojovymi statmi.

4. V kontexte odseku 1 budua zmluvné strany brat do uvahy potreby zmluvnych stran, ktoré su
rozvojovymi krajinami, medzi nimi predovsSetkym najmenej rozvinutymi krajinami a malymi
ostrovnymi rozvojovymi Statmi, ako aj zmluvnych stran, ktoré su krajinami v procese prechodu
na trhova ekonomiku, pri ich usili identifikovat a implementovat poziadavky na budovanie
kapacit na ucely implementacie tohto protokolu.

5. Usmernenia pre finanény mechanizmus dohovoru v relevantnych rozhodnutiach konferencie
zmluvnych stran vratane rozhodnuti, ktoré sa dohodli pred prijatim tohto protokolu, sa budu
uplatnovat mutatis mutandis na ustanovenia tohto ¢lanku.

6. Zmluvné strany, ktoré su rozvinutymi krajinami, moézu poskytovat a zmluvné strany, ktoré su
rozvojovymi krajinami, a zmluvné strany, ktoré su krajinami v procese prechodu na trhova
ekonomiku, mo6zu vyuzivat aj finanéné a technologické zdroje na implementaciu ustanoveni
tohto protokolu prostrednictvom dvojstrannych, regionalnych a viacstrannych kanalov.

Clanok 29
Konferencia zmluvnych stran sliziaca na stretnutie zmluvnych stran tohto protokolu

1. Konferencia zmluvnych stran bude sluzit na stretnutie zmluvnych stran tohto protokolu.

2. Zmluvné strany dohovoru, ktoré nie st zmluvnymi stranami tohto protokolu, sa moézu
zucastnovat ako pozorovatelia na rokovaniach akéhokolvek zasadnutia konferencie zmluvnych
stran sluziacej na stretnutie zmluvnych stran tohto protokolu. Ked bude konferencia
zmluvnych stran sluzit na stretnutie zmluvnych stran tohto protokolu, rozhodnutia v ramci
tohto protokolu budu prijimat len zmluvné strany tohto protokolu.

3. Ked bude konferencia zmluvnych stran sluzit na stretnutie zmluvnych stran tohto protokolu,
kazdy ¢len vyboru konferencie zmluvnych stran zastupujuci zmluvnu stranu dohovoru, ktora
zaroven nie je zmluvnou stranou tohto protokolu, bude nahradeny ¢lenom zvolenym zmluvnymi
stranami tohto protokolu spomedzi zastupcov zmluvnych stran tohto protokolu.

4. Konferencia zmluvnych stran sliZiaca na stretnutie zmluvnych stran tohto protokolu bude
pravidelne skumat implementaciu tohto protokolu a v ramci svojho mandatu prijme
rozhodnutia potrebné na podporu jeho efektivnej implementacie. Bude plnit funkcie pridelené
jej tymto protokolom a bude

a) vydavat odporucania ku vsetkym otazkam potrebnym na implementaciu tohto protokolu,
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b) vytvarat pomocné organy nevyhnutné na implementaciu tohto protokolu,

¢) hladat a vyuzivat, ak to bude vhodné, sluzby a informacie poskytované prislusnymi
medzinarodnymi organizaciami a medzivladnymi a mimovladnymi organmi, ako aj
spolupracu s nimi,

d) stanovovat formu a intervaly na odosielanie informacii, ktoré sa maju predkladat v stlade s
¢lankom 33 tohto protokolu, a posudzovat tieto informacie rovnako ako spravy predkladané
ktorymkolvek pomocnym organom,

e) zvazovat a prijimat podla poziadaviek dodatky k tomuto protokolu a jeho priloham, ako aj
akékolvek iné dodatocné prilohy k tomuto protokolu, ktoré sa povazuji za nevyhnutné na
implementaciu tohto protokolu, a

f) vykonavat dalSie funkcie, ktoré sa mézu pozadovat na implementaciu tohto protokolu.

5. Rokovaci poriadok konferencie zmluvnych stran a finanéné pravidla dohovoru sa budu
uplatriovat mutatis mutandis v ramci tohto protokolu, ak konferencia zmluvnych stran sluziaca
na stretnutie zmluvnych stran tohto protokolu nerozhodne inak.

6. Sekretariat zvola prvé zasadnutie konferencie zmluvnych stran sluZiacej na stretnutie
zmluvnych stran tohto protokolu spolo¢ne s prvym zasadnutim konferencie zmluvnych stran,
ktoré je planované po datume nadobudnutia platnosti tohto protokolu. Nasledujuce riadne
zasadnutia konferencie zmluvnych stran sluZiacej na stretnutie zmluvnych stran tohto
protokolu sa budu konat spolo¢ne s riadnymi zasadnutiami konferencie zmluvnych stran, ak
konferencia zmluvnych stran sluzZiaca na stretnutie zmluvnych stran tohto protokolu
nerozhodne inak.

7. Mimoriadne zasadnutia konferencie zmluvnych stran sluziacej na stretnutie zmluvnych stran
tohto protokolu sa budu konat v takych terminoch, ktoré bude konferencia zmluvnych stran
sliiziaca na stretnutie zmluvnych stran tohto protokolu povazovat za potrebné, alebo na zaklade
pisomnej ziadosti ktorejkolvek zmluvnej strany za predpokladu, Ze v lehote Siestich mesiacov od
terminu, ked sekretariat oboznami zmluvné strany so Ziadosfou, zZiadost podpori najmenej
jedna tretina zmluvnych stran.

8. Organizacia Spojenych narodov, jej Specializované organizacie a Medzinarodna agentura pre
atomovu energiu, ako aj ktorykolvek clensky Stat tychto organizacii alebo ich pozorovatelia,
ktori nie si zmluvnou stranou dohovoru, sa na zasadnutiach konferencie zmluvnych stran
sliziacej na stretnutie zmluvnych stran tohto protokolu moézu zucastnovat ako pozorovatelia.
Ktorykolvek organ alebo organizacia na narodnej alebo medzinarodnej, vladnej alebo
mimovladnej trovni s poésobnostou vo veciach tykajucich sa tohto protokolu, ktory informoval
sekretariat o svojom zaujme zucastnit sa na zasadnuti konferencie zmluvnych stran sliziacej
na stretnutie zmluvnych stran tohto protokolu ako pozorovatel, sa moze zucastnitf, ak najmenej
jedna tretina zmluvnych stran nevznesie namietku. Ak nie je v tomto ¢lanku uvedené inak,
pritomnost a ucast pozorovatelov sa bude riadit rokovacim poriadkom, ako je uvedené v odseku
5.

Clanok 30
Pomocné organy

1. Ktorykolvek pomocny organ ustanoveny dohovorom alebo v ramci dohovoru moéze na zaklade
rozhodnutia konferencie zmluvnych stran sliZiacej na stretnutie zmluvnych stran tohto
protokolu plnit ulohy tohto protokolu. V takomto pripade zasadnutie zmluvnych stran
Specifikuje, ktoré funkcie bude tento organ vykonavat.

2. Zmluvné strany dohovoru, ktoré nie st zmluvnymi stranami tohto protokolu, sa moézu
zucCastnovat na rokovaniach ktoréhokolvek zasadnutia pomocnych organov protokolu ako
pozorovatelia. Ked pomocny organ dohovoru sluzi ako pomocny organ tohto protokolu,
rozhodnutia v ramci tohto protokolu budu prijimat len zmluvné strany tohto protokolu.

3. Ked pomocny organ dohovoru vykonava svoje funkcie vo veciach tykajucich sa tohto protokolu,
ktorykolvek ¢len tradu tohto pomocného organu zastupujici zmluvnu stranu dohovoru, ktora
zaroven nie je zmluvnou stranou protokolu, bude nahradeny c¢lenom zvolenym zmluvnymi
stranami tohto protokolu spomedzi zastupcov zmluvnych stran tohto protokolu.
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Clanok 31
Sekretariat

1. Sekretariat ustanoveny podla ¢lanku 24 dohovoru bude sluzit ako sekretariat tohto protokolu.

2. Clanok 24 ods. 1 dohovoru o funkciach sekretariatu sa bude vztahovat mutatis mutandis na
tento protokol.

3. V miere, ako ich mozZno diferencovat, budu niest naklady na ¢innost sekretariatu pre tento
protokol zmluvné strany tohto protokolu. Konferencia zmluvnych stran sliZiaca na stretnutie
zmluvnych stran tohto protokolu rozhodne na svojom prvom stretnuti o potrebnych finanénych
upravach na tento ucel.

Clanok 32
Vztah k dohovoru

Ustanovenia dohovoru vztahujuce sa na jeho protokoly sa budu uplatnovat na tento protokol,
ak nie je v tomto protokole uvedené inak.

Clanok 33
Monitoring a predkladanie sprav

Kazda zmluvna strana bude monitorovat implementaciu svojich zavazkov vyplyvajucich z tohto
protokolu a bude predkladat konferencii zmluvnych stran sltziacej na stretnutie zmluvnych stran
tohto protokolu v intervaloch, ktoré konferencia zmluvnych stran ustanovi, spravy o opatreniach,
ktoré konferencia zmluvnych stran prijala na implementaciu protokolu.

Clanok 34
Sulad

Konferencia zmluvnych stran sluzZiaca na stretnutie zmluvnych stran tohto protokolu na svojom
prvom zasadnuti posudi a schvali postupy spoluprace a institucionalne mechanizmy na podporu
suladu s ustanoveniami tohto protokolu a na rieSenie pripadov nesuladu. Tieto postupy a
mechanizmy budua obsahovat ustanovenia na poskytnutie rady alebo pomoci tam, kde je to
vhodné. Budu oddelené od a nedotkni sa postupov a mechanizmov urovnavania sporov
ustanovenych podla ¢lanku 27 dohovoru.

Clanok 35
Hodnotenie a preskimanie

Konferencia zmluvnych stran sluziaca na stretnutie zmluvnych stran tohto protokolu vykona po
piatich rokoch od nadobudnutia platnosti tohto protokolu a potom najmenej kazdych dalSich pat
rokov vyhodnotenie jeho tiCinnosti vratane hodnotenia jeho postupov a priloh.

Clanok 36
Podpis

Tento protokol bude otvoreny na podpis Statom alebo organizaciam regionalnej hospodarske;j
integracie od 15. do 26. maja 2000 na Urade Organizacie Spojenych narodov v Nairobi a od 5. juna
2000 do 4. juna 2001 v ustredi Organizacie Spojenych narodov v New Yorku.

Clanok 37
Nadobudnutie platnosti
1. Tento protokol nadobudne platnost v devafdesiaty den po ulozeni patdesiatej listiny o

ratifikacii, prijati alebo schvaleni alebo listiny o pristupe k protokolu Statmi alebo organizaciami
regionalnej hospodarskej integracie, ktoré st zmluvnymi stranami dohovoru.
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2. Tento protokol nadobudne platnost pre Stat alebo organizaciu regionalnej hospodarskej
integracie, ktora tento protokol ratifikuje, prijme alebo schvali, alebo k nemu pristiupi po
nadobudnuti jeho platnosti podla odseku 1, v devatdesiaty den odo dna, ked tento Stat alebo
organizacia regionalnej hospodarskej integracie ulozili listinu o ratifikacii, prijati alebo
schvaleni alebo listinu o pristupe k protokolu, alebo v den nadobudnutia platnosti dohovoru
pre tento stat alebo organizaciu regionalnej hospodarskej integracie podla toho, ¢o sa uskutocni
neskor.

3. Na ucely odsekov 1 a 2 sa nebude ziadna listina, ktoru ulozila organizacia regionalnej
hospodarskej integracie k listinam uloZzenym c¢lenskymi Statmi tejto organizacie, pokladat za
dodatoénu.

Clanok 38
Vyhrady

Voci tomuto protokolu nemozno vzniest Ziadne vyhrady.

Clanok 39
Odstupenie

1. Kedykolvek po dvoch rokoch odo dna, ked tento protokol nadobudne platnost pre zmluvnu
stranu, moze tato zmluvna strana podat depozitarovi pisomné oznamenie o odstupeni od
protokolu.

2. Kazdé takéto odstupenie sa uskutoc¢ni po uplynuti jedného roka odo dna, ked depozitar dostal
pisomné oznamenie alebo v takom neskorsom termine, ktory moéze byt uvedeny v oznameni o
odstupeni.

Clanok 40
Autentické texty

Povodné vyhotovenie tohto protokolu, ktorého arabsky, ¢insky, anglicky, francuzsky, rusky a
Spanielsky text sui rovnako autentické, budu ulozené u generalneho tajomnika Organizacie
Spojenych narodov.

Na dokaz toho podpisani, na tento akt riadne splnomocneni, podpisali tento protokol.

Dané v Montreale 29. januara 2000.
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PRILOHA I

INFORMACIE POZADOVANE V OZNAMENIACH PODLA CLANKOV 8, 10 A 13
a) Meno a podrobnosti o kontaktnych adresach vyvozcu.
b) Meno a podrobnosti o kontaktnych adresach dovozcu.

c¢) Nazov a identita zivého modifikovaného organizmu, ako aj domaca Kklasifikacia stupna
biologickej bezpeénosti zivého modifikovaného organizmu v State vyvozu, ak tato existuje.

d) Planovany datum alebo datumy cezhrani¢ného pohybu, pokial st zname.

e) Taxonomické zaradenie, bezny nazov, miesto zberu alebo nadobudnutia a charakteristiky
organizmu prijemcu alebo parentalnych organizmov suvisiace s biologickou bezpecnostou.

f) Centra povodu a centra genetickej diverzity organizmu prijemcu a/alebo rodicovskych
organizmov, ak su zname a opis biotopu, kde organizmus moze prezivat alebo sa reprodukovat.

g) Taxonomické zaradenie, beZzny nazov, miesto zberu alebo nadobudnutia a charakteristiky
organizmu darcu alebo darcov suvisiace s biologickou bezpecnostou.

h) Opis nukleovej kyseliny alebo zavedenej modifikacie, pouzitej techniky a vyslednych vlastnosti
zivého modifikovaného organizmu.

i) Planované vyuzitie zivého modifikovaného organizmu alebo produktov z neho, menovite
spracovanych materialov, ktoré st pévodom zo zivych modifikovanych organizmov, obsahujucich
zistiteIné nové kombinacie replikovatelného genetického materialu ziskaného pouzitim modernej
biotechnologie.

j) Mnozstvo alebo objem Zivych modifikovanych organizmov, ktory ma byt prepraveny.
k) Predchadzajuca a sucasna sprava o hodnoteni rizik v sulade s Prilohou III.

1) Navrhované metody na bezpecné nakladanie, uskladnovanie, prepravu a pouzivanie vratane
balenia, oznacovania, dokumentacie, zneSkodniovania a havarijnych postupov, ak to bude vhodné.

m) Pravny status zivého modifikovaného organizmu (napriklad ¢i je v State vyvozu zakazany, ¢i
podlieha inym obmedzeniam alebo ¢i bol povoleny na uvolnenie do Zivotného prostredia) a dévod
alebo doévody na zakaz, ak bol zivy modifikovany organizmus v State vyvozu zakazany.

n) Vysledok a ucel kazdého oznamenia, ktoré vyvozca poskytol inym Statom v suvislosti so zivym
modifikovanym organizmom, ktory ma byt prepravovany.

o) Vyhlasenie, Ze uvedené informacie su vecne spravne.
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PRILOHA II

INFORMACIE POZADOVANE O ZIVYCH MODIFIKOVANYCH ORGANIZMOCH URCENYCH NA
PRIAME VYUZITIE AKO POTRAVINY ALEBO KRMIVO ALEBO NA SPRACOVANIE PODLA
CLANKU 11
a) Meno a podrobnosti o kontaktnych udajoch ziadatela o rozhodnutie na domace pouzitie.
b) Meno a podrobnosti o kontaktnych adresach a tidajoch zodpovedného za rozhodnutie.
¢) Nazov a identifikacia zivého modifikovaného organizmu.

d) Opis génovej modifikacie, pouzitej techniky a vyslednych charakteristik Zivého modifikovaného
organizmu.

e) Kazda jedinecna identifikacia Zivého modifikovaného organizmu.

f) Taxonomické zaradenie, bezny nazov, miesto zberu alebo nadobudnutia a charakteristiky
organizmu prijemcu alebo parentalnych organizmov suvisiace s biologickou bezpecnostou.

g) Centra povodu a centra genetickej diverzity organizmu prijemcu a/alebo rodicovského
organizmu, ak su zname, a opis biotopu, kde organizmus moze pretrvavat alebo sa reprodukovat.

h) Taxonomické zaradenie, bezny nazov, miesto zberu alebo nadobudnutia a charakteristiky darcu
alebo darcov suvisiace s biologickou bezpecnostou.

i) Povolené pouzivanie zZivého modifikovaného organizmu.
j) Sprava o hodnoteni rizika podla Prilohy III.

k) Navrhované metody na bezpecné nakladanie, uskladnovanie, prepravu a pouzivanie vratane
balenia, oznacovania, dokumentacie, zneskodnovania a havarijnych postupov, ak to bude vhodné.
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PRILOHA III
HODNOTENIE RIZIKA PODLA CLANKU 15
Ciel
1. Cielom hodnotenia rizika podla tohto protokolu je identifikovat a hodnotit potencialne
nepriaznivé vplyvy zivych modifikovanych organizmov na ochranu a trvalo udrzatelné vyuzivanie
biologickej diverzity v potencialne vhodnom prijimajiicom Zivotnom prostredi, bertic do uvahy aj

rizika pre zdravie ludi.
Pouzitie hodnotenia rizika

2. Hodnotenie rizika vyuzivaju prislusné organy okrem iného pri vydavani fundovanych rozhodnuti
tykajucich sa zivych modifikovanych organizmov.
Zakladné zasady

3. Hodnotenie rizika sa ma vykonavat vedecky spravnym a transparentnym spoésobom a moze brat
do uvahy odborné rady a usmernenia vypracované prislusnymi medzinarodnymi organizaciami.

4. Nedostatok vedeckého poznania alebo absencia vedeckého konsenzu sa nemusia nevyhnutne
pokladat za oznacenie urcitého stupna rizika, nepritomnost rizika, alebo pripustné riziko.

5. Rizika suvisiace so Zivymi modifikovanymi organizmami alebo produktmi z nich, menovite
polotovarmi, ktoré su vyrobené zo Zivych modifikovanych organizmov, obsahujuce zistitelné nové
kombinacie replikovatelného genetického materialu ziskaného pouzitim modernej biotechnologie,
by sa mali posudzovat v kontexte rizik, ktoré predstavuju pre nemodifikované organizmy prijemcov
alebo parentalnych organizmov v potencialne prijimajiicom Zivotnom prostredi.

6. Hodnotenie rizika sa musi vykonavat pre kazdy pripad jednotlivo. PoZzadované informacie sa
mozu z pripadu na pripad liSit charakterom a stupniom podrobnosti, v zavislosti od dotknutého
zivého modifikovaného organizmu, jeho zamyslaného vyuzitia a potencialne prijimajuceho
Zivotného prostredia.

7. Proces hodnotenia rizika moéze viest na jednej strane k potrebe dalSich informacii o konkrétnych
subjektoch, ktoré moézu byt identifikované a pozadované pocas procesu hodnotenia, zatial ¢o na
druhej strane informacie o inych aspektoch nemusia byt v niektorych pripadoch doélezité.

8. Hodnotenie rizika znamena na splnenie svojho ciela, podla vhodnosti, tieto kroky:
Metodika

7. Proces hodnotenia rizika méze viest na jednej strane k potrebe dalSich informacii o konkrétnych
subjektoch, ktoré moézu byt identifikované a pozadované pocas procesu hodnotenia, zatial ¢o na
druhej strane informacie o inych aspektoch nemusia byt v niektorych pripadoch délezité.

8. Hodnotenie rizika znamena na splnenie svojho ciela, podla vhodnosti, tieto kroky:

a) identifikaciu akychkolvek novych genotypovych alebo fenotypovych charakteristik suvisiacich so
zivym modifikovanym organizmom, ktoré mézu mat nepriaznivé ucinky na biologicku diverzitu v
potencialne prijimajiicom zivotnom prostredi, bertc do uvahy aj rizika pre zdravie Iudi,

b) vyhodnotenie pravdepodobnosti vyskytu tychto nepriaznivych ucinkov, bertic do ivahy uroven a
druh vystavenia potencialne prijimajiceho zivotného prostredia zivému modifikovanému
organizmu,

c) vyhodnotenie dosledkov nepriaznivych uc¢inkov, ak by sa vyskytli,

d) odhad celkového rizika, ktoré predstavuje zivy modifikovany organizmus, na zaklade
vyhodnotenia pravdepodobnosti a désledkov vyskytu identifikovanych nepriaznivych uc¢inkov,

e) odporucanie, ¢i rizika su, alebo nie su pripustné alebo ovladatelné vratane, ak je to potrebneé,
urcenia stratégii na riadenie tychto rizik, a

f) ak existuje neistota v suvislosti s uroviniou rizika, méze byt rieSena vyzZziadanim dodatoénych
informacii k Specifickym otazkam alebo implementaciou vhodnych stratégii riadenia rizika a/alebo
monitorovanim zivého modifikovaného organizmu v prijimajiicom Zivotnom prostredi.

Aspekty na zvazenie

9. V zavislosti od pripadu sa zoberu pri hodnoteni rizika do tivahy prislusné technické a vedecké
podrobnosti tykajuce sa charakteristik tychto prvkov:
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a) Organizmus prijemcu alebo parentalny organizmus. Biologické charakteristiky organizmu
prijemcu alebo parentalneho organizmu vratane informacii o taxonomickom zaradeni, beZnom
nazve, povode, centrach povodu a centrach genetickej diverzity, ak sui zname, a opis biotopu kde
organizmus moze pretrvavat alebo sa reprodukovat,

b) Organizmus alebo organizmy darcov. Taxonomické zaradenie a bezny nazov, zdroj a relevantné
biologické charakteristiky organizmu darcu,

¢) Nosic. Charakteristiky nosica vratane jeho identity, ak ich ma, a zdroj alebo povod a rozsah jeho
hostitelov,

d) Vlozka alebo vloZky a/alebo charakteristiky modifikacie. Genetické charakteristiky vkladane;j
nukleovej kyseliny a jej funkcia, a/alebo charakteristiky zavedenej modifikacie,

e) Zivy modifikovany organizmus. Identita zivého modifikovaného organizmu a rozdiely medzi
biologickymi charakteristikami zivého modifikovaného organizmu a charakteristikami organizmu
prijemcu alebo parentalneho organizmu,

f) Detekcia a identifikacia zivého modifikovaného organizmu. Navrhované metédy na detekciu a
identifikaciu a ich Specifickost, citlivost a spolahlivost,

g) Informacie suvisiace so zamysSlanym pouzitim. Informacie suvisiace so zamySlanym vyuzitim
zivého modifikovaného organizmu vratane nového alebo zmeneného pouzitia v porovnani s
organizmom prijemcu alebo parentalnych organizmov, a

h) Prijimajuce Zivotné prostredie. Informacie o umiestneni, geografické, klimatické a ekologické
charakteristiky vratane relevantnych informacii o biologickej diverzite a centrach pévodu
potencialne prijimajiiceho Zivotného prostredia.
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Koznameniu ¢. 82/2004 Z. z.

CARTAGENA PROTOCOL ON BIOSAFETY TO THE CONVENTION
ON BIOLOGICAL DIVERSITY

The Parties to this Protocol,

Being Parties to the Convention on Biological
Diversity, hereinafter referred to as “the Convention®,

Recalling Article 19, paragraphs 3 and 4, and Articles
8 (g) and 17 of the Convention,

Recalling also decision 1I/5 of 17 November 1995 of
the Conference of the Parties to the Convention to
develop a Protocol on biosafety, specifically focusing on
transboundary movement of any living modified
organism resulting from modern biotechnology that
may have adverse effect on the conservation and
sustainable use of biological diversity, setting out for
consideration, in particular, appropriate procedures
for advance informed agreement,

Reaffirming the precautionary approach contained
in Principle 15 of the Rio Declaration on Environment
and Development,

Aware of the rapid expansion of modern
biotechnology and the growing public concern over its
potential adverse effects on biological diversity, taking
also into account risks to human health,

Recognizing that modern biotechnology has great
potential for human well-being if developed and used
with adequate safety measures for the environment
and human health,

Recognizing also the crucial importance to
humankind of centres of origin and centres of genetic
diversity,

Taking into account the limited capabilities of many
countries, particularly developing countries, to cope
with the nature and scale of known and potential risks
associated with living modified organisms,

Recognizing that trade and environment agreements
should be mutually supportive with a view to achieving
sustainable development,

Emphasizing that this Protocol shall not be
interpreted as implying a change in the rights and
obligations of a Party under any existing international
agreements,

Understanding that the above recital is not intended
to subordinate this Protocol to other international
agreements,

Have agreed as follows:

Article 1
Objective

In accordance with the precautionary approach
contained in Principle 15 of the Rio Declaration on
Environment and Development, the objective of this
Protocol is to contribute to ensuring an adequate level
of protection in the field of the safe transfer, handling
and use of living modified organisms resulting from
modern biotechnology that may have adverse effects on
the conservation and sustainable use of biological
diversity, taking also into account risks to human
health, and specifically focusing on transboundary
movements.

Article 2

General provisions

1. Each Party shall take necessary and appropriate
legal, administrative and other measures to implement
its obligations under this Protocol.

2. The Parties shall ensure that the development,
handling, transport, use, transfer and release of any
living modified organisms are undertaken in a manner
that prevents or reduces the risks to biological
diversity, taking also into account risks to human
health.

3. Nothing in this Protocol shall affect in any way the
sovereignty of States over their territorial sea
established in accordance with international law, and
the sovereign rights and the jurisdiction which States
have in their exclusive economic zones and their
continental shelves in accordance with international
law, and the exercise by ships and aircraft of all States
of navigational rights and freedoms as provided for in
international law and as reflected in relevant
international instruments.

4. Nothing in this Protocol shall be interpreted as
restricting the right of a Party to take action that is
more protective of the conservation and sustainable
use of biological diversity than that called for in this
Protocol, provided that such action is consistent with
the objective and the provisions of this Protocol and is
in accordance with that Party’s other obligations under
international law.

5. The Parties are encouraged to take into account,
as appropriate, available expertise, instruments and
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work undertaken in international forums with
competence in the area of risks to human health.

Article 3

Use of terms

For the purposes of this Protocol:

(a)“Conference of the Parties” means the Conference
of the Parties to the Convention;

(b)“Contained use” means any operation, undertaken
within a facility, installation or other physical
structure, which involves living modified organisms
that are controlled by specific measures that
effectively limit their contact with, and their impact
on, the external environment;

(c)“Export® means intentional transboundary
movement from one Party to another Party;

(d) “Exporter” means any legal or natural person, under
the jurisdiction of the Party of export, who arranges
for a living modified organism to be exported;

(e) “Import® means intentional transboundary
movement into one Party from another Party;

() “Importer” means any legal or natural person, under
the jurisdiction of the Party of import, who arranges
for a living modified organism to be imported;

(g) “Living modified organism® means any living
organism that possesses a novel combination of
genetic material obtained through the use of modern
biotechnology;

(h)“Living organism® means any biological entity
capable of transferring or replicating genetic
material, including sterile organisms, viruses and
viroids;

(i)“Modern biotechnology“ means the application of:
a.In vitro nucleic acid techniques, including

recombinant deoxyribonucleic acid (DNA) and
direct injection of nucleic acid into cells or
organelles, or
b. Fusion of cells beyond the taxonomic family,
that overcome natural physiological reproductive or
recombination barriers and that are not techniques
used in traditional breeding and selection;

(j) “Regional economic integration organization“ means
an organization constituted by sovereign States of
a given region, to which its member States have
transferred competence in respect of matters
governed by this Protocol and which has been duly
authorized, in accordance with its internal
procedures, to sign, ratify, accept, approve or accede
to it;

(k)“Transboundary movement* means the movement
of a living modified organism from one Party to
another Party, save that for the purposes of Articles
17 and 24 transboundary movement extends to
movement between Parties and non-Parties.

Article 4
Scope

This Protocol shall apply to the transboundary
movement, transit, handling and use of all living
modified organisms that may have adverse effects on

the conservation and sustainable use of biological
diversity, taking also into account risks to human
health.

Article 5
Pharmaceuticals

Notwithstanding Article 4 and without prejudice to
any right of a Party to subject all living modified
organisms to risk assessment prior to the making of
decisions on import, this Protocol shall not apply to the
transboundary movement of living modified organisms
which are pharmaceuticals for humans that are
addressed by other relevant international agreements
or organisations.

Article 6

Transit and contained use

1. Notwithstanding Article 4 and without prejudice to
any right of a Party of transit to regulate the transport
of living modified organisms through its territory and
make available to the Biosafety Clearing-House, any
decision of that Party, subject to Article 2, paragraph 3,
regarding the transit through its territory of a specific
living modified organism, the provisions of this
Protocol with respect to the advance informed
agreement procedure shall not apply to living modified
organisms in transit.

2. Notwithstanding Article 4 and without prejudice to
any right of a Party to subject all living modified
organisms to risk assessment prior to decisions on
import and to set standards for contained use within its
jurisdiction, the provisions of this Protocol with respect
to the advance informed agreement procedure shall not
apply to the transboundary movement of living
modified organisms destined for contained use
undertaken in accordance with the standards of the
Party of import.

Article 7

Application of the advance informed agreement
procedure

1. Subject to Articles 5 and 6, the advance informed
agreement procedure in Articles 8 to 10 and 12 shall
apply prior to the first intentional transboundary
movement of living modified organisms for intentional
introduction into the environment of the Party of
import.

2. “Intentional introduction into the environment* in
paragraph 1 above, does not refer to living modified
organisms intended for direct use as food or feed, or for
processing.

3. Article 11 shall apply prior to the first
transboundary movement of living modified organisms
intended for direct use as food or feed, or for
processing.

4. The advance informed agreement procedure shall
not apply to the intentional transboundary movement
of living modified organisms identified in a decision of
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the Conference of the Parties serving as the meeting of
the Parties to this Protocol as being not likely to have
adverse effects on the conservation and sustainable
use of biological diversity, taking also into account
risks to human health.

Article 8

Notification

1. The Party of export shall notify, or require the
exporter to ensure notification to, in writing, the
competent national authority of the Party of import
prior to the intentional transboundary movement of
a living modified organism that falls within the scope of
Article 7, paragraph 1. The notification shall contain,
at a minimum, the information specified in Annex I.

2. The Party of export shall ensure that there is a legal
requirement for the accuracy of information provided
by the exporter.

Article 9

Acknowledgement of receipt of notification

1. The Party of import shall acknowledge receipt of
the notification, in writing, to the notifier within ninety
days of its receipt.

2. The acknowledgement shall state:
(a) The date of receipt of the notification;
(b) Whether the notification, prima facie, contains the
information referred to in Article 8;
(c) Whether to proceed according to the domestic
regulatory framework of the Party of import or
according to the procedure specified in Article 10.

3. The domestic regulatory framework referred to in
paragraph 2 (c) above, shall be consistent with this
Protocol.

4. A failure by the Party of import to acknowledge
receipt of a notification shall not imply its consent to an
intentional transboundary movement.

Article 10

Decision procedure

1. Decisions taken by the Party of import shall be in
accordance with Article 15.

2. The Party of import shall, within the period of time
referred to in Article 9, inform the notifier, in writing,
whether the intentional transboundary movement may
proceed:

(a) Only after the Party of import has given its written
consent; or

(b) After no less than ninety days without a subsequent
written consent.

3. Within two hundred and seventy days of the date of
receipt of notification, the Party of import shall
communicate, in writing, to the notifier and to the
Biosafety Clearing-House the decision referred to in
paragraph 2 (a) above:

(a) Approving the import, with or without conditions,

including how the decision will apply to subsequent
imports of the same living modified organism;

(b)Prohibiting the import;

(c)Requesting additional relevant information in
accordance with its domestic regulatory framework
or Annex I; in calculating the time within which the
Party of import is to respond, the number of days it
has to wait for additional relevant information shall
not be taken into account; or

(d)Informing the notifier that the period specified in
this paragraph is extended by a defined period of
time.

4. Except in a case in which consent is
unconditional, a decision under paragraph 3 above,
shall set out the reasons on which it is based.

5. Afailure by the Party of import to communicate its
decision within two hundred and seventy days of the
date of receipt of the notification shall not imply its
consent to an intentional transboundary movement.

6. Lack of scientific certainty due to insufficient
relevant scientific information and knowledge
regarding the extent of the potential adverse effects of a
living modified organism on the conservation and
sustainable use of biological diversity in the Party of
import, taking also into account risks to human health,
shall not prevent that Party from taking a decision, as
appropriate, with regard to the import of the living
modified organism in question as referred to in
paragraph 3 above, in order to avoid or minimize such
potential adverse effects.

7. The Conference of the Parties serving as the
meeting of the Parties shall, at its first meeting, decide
upon appropriate procedures and mechanisms to
facilitate decision-making by Parties of import.

Article 11

Procedure for living modified organisms intended
for direct use as food or feed, or for processing

1. A Party that makes a final decision regarding
domestic use, including placing on the market, of a
living modified organism that may be subject to
transboundary movement for direct use as food or feed,
or for processing shall, within fifteen days of making
that decision, inform the Parties through the Biosafety
Clearing-House. This information shall contain, at a
minimum, the information specified in Annex II. The
Party shall provide a copy of the information, in writing,
to the national focal point of each Party that informs
the Secretariat in advance that it does not have access
to the Biosafety Clearing-House. This provision shall
not apply to decisions regarding field trials.

2. The Party making a decision under paragraph 1
above, shall ensure that there is a legal requirement for
the accuracy of information provided by the applicant.

3. Any Party may request additional information
from the authority identified in paragraph (b) of Annex
IL.

4. A Party may take a decision on the import of living
modified organisms intended for direct use as food or
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feed, or for processing, under its domestic regulatory
framework that is consistent with the objective of this
Protocol.

5. Each Party shall make available to the Biosafety
Clearing-House copies of any national laws,
regulations and guidelines applicable to the import of
living modified organisms intended for direct use as
food or feed, or for processing, if available.

6. A developing country Party or a Party with an
economy in transition may, in the absence of the
domestic regulatory framework referred to in
paragraph 4 above, and in exercise of its domestic
jurisdiction, declare through the  Biosafety
Clearing-House that its decision prior to the first
import of a living modified organism intended for direct
use as food or feed, or for processing, on which
information has been provided under paragraph 1
above, will be taken according to the following:

(a) A risk assessment undertaken in accordance with

Annex III; and
(b) A decision made within a predictable timeframe, not

exceeding two hundred and seventy days.

7. Failure by a Party to communicate its decision
according to paragraph 6 above, shall not imply its
consent or refusal to the import of a living modified
organism intended for direct use as food or feed, or for
processing, unless otherwise specified by the Party.

8. Lack of scientific certainty due to insufficient
relevant scientific information and knowledge
regarding the extent of the potential adverse effects of
a living modified organism on the conservation and
sustainable use of biological diversity in the Party of
import, taking also into account risks to human health,
shall not prevent that Party from taking a decision, as
appropriate, with regard to the import of that living
modified organism intended for direct use as food or
feed, or for processing, in order to avoid or minimize
such potential adverse effects.

9. A Party may indicate its needs for financial and
technical assistance and capacity-building with
respect to living modified organisms intended for direct
use as food or feed, or for processing. Parties shall
cooperate to meet these needs in accordance with
Articles 22 and 28.

Article 12

Review of decisions

1. A Party of import may, at any time, in light of new
scientific information on potential adverse effects on
the conservation and sustainable use of biological
diversity, taking also into account the risks to human
health, review and change a decision regarding an
intentional transboundary movement. In such case,
the Party shall, within thirty days, inform any notifier
that has previously notified movements of the living
modified organism referred to in such decision, as well
as the Biosafety Clearing-House, and shall set out the
reasons for its decision.

2. A Party of export or a notifier may request the Party

of import to review a decision it has made in respect of it

under Article 10 where the Party of export or the

notifier considers that:

(a) A change in circumstances has occurred that may
influence the outcome of the risk assessment upon
which the decision was based; or

(b) Additional relevant scientific or
information has become available.

technical

3. The Party of import shall respond in writing to
such a request within ninety days and set out the
reasons for its decision.

4. The Party of import may, at its discretion, require
a risk assessment for subsequent imports.

Article 13

Simplified procedure

1. A Party of import may, provided that adequate
measures are applied to ensure the safe intentional
transboundary movement of living modified organisms
in accordance with the objective of this Protocol,
specify in advance to the Biosafety Clearing-House:
(@) Cases in which intentional transboundary

movement to it may take place at the same time as

the movement is notified to the Party of import; and

(b) Imports of living modified organisms to it to be
exempted from the advance informed agreement
procedure.

Notifications under subparagraph (a) above, may
apply to subsequent similar movements to the same
Party.

2. The information relating to an intentional
transboundary movement that is to be provided in the
notifications referred to in paragraph 1 (a) above, shall
be the information specified in Annex I.

Article 14

Bilateral, regional and multilateral agreements and
arrangements

1. Parties may enter into bilateral, regional and
multilateral agreements and arrangements regarding
intentional transboundary movements of living
modified organisms, consistent with the objective of
this Protocol and provided that such agreements and
arrangements do not result in a lower level of
protection than that provided for by the Protocol.

2. The Parties shall inform each other, through the
Biosafety Clearing-House, of any such bilateral,
regional and  multilateral agreements and
arrangements that they have entered into before or
after the date of entry into force of this Protocol.

3. The provisions of this Protocol shall not affect
intentional transboundary movements that take place
pursuant to such agreements and arrangements as
between the parties to those agreements or
arrangements.

4. Any Party may determine that its domestic
regulations shall apply with respect to specific imports
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to it and shall notify the Biosafety Clearing-House of its
decision.

Article 15

Risk assessment

1. Risk assessments undertaken pursuant to this
Protocol shall be carried out in a scientifically sound
manner, in accordance with Annex III and taking into
account recognized risk assessment techniques. Such
risk assessments shall be based, at a minimum, on
information provided in accordance with Article 8 and
other available scientific evidence in order to identify
and evaluate the possible adverse effects of living
modified organisms on the conservation and
sustainable use of biological diversity, taking also into
account risks to human health.

2. The Party of import shall ensure that risk
assessments are carried out for decisions taken under
Article 10. It may require the exporter to carry out the
risk assessment.

3. The cost of risk assessment shall be borne by the
notifier if the Party of import so requires.

Article 16

Risk management

1. The Parties shall, taking into account Article 8 (g)
of the Convention, establish and maintain appropriate
mechanisms, measures and strategies to regulate,
manage and control risks identified in the risk
assessment provisions of this Protocol associated with
the use, handling and transboundary movement of
living modified organisms.

2. Measures based on risk assessment shall be
imposed to the extent necessary to prevent adverse
effects of the living modified organism on the
conservation and sustainable use of biological
diversity, taking also into account risks to human
health, within the territory of the Party of import.

3. Each Party shall take appropriate measures to
prevent unintentional transboundary movements of
living modified organisms, including such measures as
requiring a risk assessment to be carried out prior to
the first release of a living modified organism.

4. Without prejudice to paragraph 2 above, each
Party shall endeavour to ensure that any living
modified organism, whether imported or locally
developed, has undergone an appropriate period of
observation that is commensurate with its life-cycle or
generation time before it is put to its intended use.

5. Parties shall cooperate with a view to:

(a) Identifying living modified organisms or specific
traits of living modified organisms that may have
adverse effects on the conservation and sustainable
use of biological diversity, taking also into account
risks to human health; and

(b)Taking appropriate measures regarding the
treatment of such living modified organisms or
specific traits.

Article 17

Unintentional transboundary movements and
emergency measures

1. Each Party shall take appropriate measures to
notify affected or potentially affected States, the
Biosafety Clearing-House and, where appropriate,
relevant international organizations, when it knows of
an occurrence under its jurisdiction resulting in a
release that leads, or may lead, to an unintentional
transboundary movement of a living modified organism
that is likely to have significant adverse effects on the
conservation and sustainable use of biological
diversity, taking also into account risks to human
health in such States. The notification shall be
provided as soon as the Party knows of the above
situation.

2. Each Party shall, no later than the date of entry
into force of this Protocol for it, make available to the
Biosafety Clearing-House the relevant details setting
out its point of contact for the purposes of receiving
notifications under this Article.

3. Any notification arising from paragraph 1 above,
should include:

(a) Available relevant information on the estimated
quantities and relevant characteristics and/or
traits of the living modified organism;

(b) Information on the circumstances and estimated
date of the release, and on the use of the living
modified organism in the originating Party;

(c) Any available information about the possible
adverse effects on the conservation and sustainable
use of biological diversity, taking also into account
risks to human health, as well as available
information about possible risk management
measures;

(d) Any other relevant information; and

(e) A point of contact for further information.

4. In order to minimize any significant adverse effects
on the conservation and sustainable use of biological
diversity, taking also into account risks to human
health, each Party, under whose jurisdiction the
release of the living modified organism referred to in
paragraph 1 above, occurs, shall immediately consult
the affected or potentially affected States to enable
them to determine appropriate responses and initiate
necessary action, including emergency measures.

Article 18

Handling, transport, packaging
and identification

1. In order to avoid adverse effects on the
conservation and sustainable use of biological
diversity, taking also into account risks to human
health, each Party shall take necessary measures to
require that living modified organisms that are subject
to intentional transboundary movement within the
scope of this Protocol are handled, packaged and
transported under conditions of safety, taking into
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consideration relevant international rules and
standards.

2. Each Party shall take measures to require that
documentation accompanying:

(a)Living modified organisms that are intended for
direct use as food or feed, or for processing, clearly
identifies that they “may contain“ living modified
organisms and are not intended for intentional
introduction into the environment, as well as
a contact point for further information. The
Conference of the Parties serving as the meeting of
the Parties to this Protocol shall take a decision on
the detailed requirements for this purpose,
including specification of their identity and any
unique identification, no later than two years after
the date of entry into force of this Protocol;

(b)Living modified organisms that are destined for
contained use clearly identifies them as living
modified organisms; and specifies any requirements
for the safe handling, storage, transport and use, the
contact point for further information, including the
name and address of the individual and institution
to whom the living modified organisms are
consigned; and

(c) Living modified organisms that are intended for
intentional introduction into the environment of the
Party of import and any other living modified
organisms within the scope of the Protocol, clearly
identifies them as living modified organisms;
specifies the identity and relevant traits and/or
characteristics, any requirements for the safe
handling, storage, transport and use, the contact
point for further information and, as appropriate,
the name and address of the importer and exporter;
and contains a declaration that the movement is in
conformity with the requirements of this Protocol
applicable to the exporter.

3. The Conference of the Parties serving as the
meeting of the Parties to this Protocol shall consider the
need for and modalities of developing standards with
regard to identification, handling, packaging and
transport practices, in consultation with other relevant
international bodies.

Article 19

Competent national authorities and national
focal points

1. Each Party shall designate one national focal point
to be responsible on its behalf for liaison with the
Secretariat. Each Party shall also designate one or
more competent national authorities, which shall be
responsible for performing the administrative
functions required by this Protocol and which shall be
authorized to act on its behalf with respect to those
functions. A Party may designate a single entity to fulfil
the functions of both focal point and competent
national authority.

2. Each Party shall, no later than the date of entry
into force of this Protocol for it, notify the Secretariat of
the names and addresses of its focal point and its
competent national authority or authorities. Where a

Party designates more than one competent national
authority, it shall convey to the Secretariat, with its
notification thereof, relevant information on the
respective responsibilities of those authorities. Where
applicable, such information shall, at a minimum,
specify which competent authority is responsible for
which type of living modified organism. Each Party
shall forthwith notify the Secretariat of any changes in
the designation of its national focal point or in the name
and address or responsibilities of its competent
national authority or authorities.

3. The Secretariat shall forthwith inform the Parties
of the notifications it receives under paragraph 2
above, and shall also make such information available
through the Biosafety Clearing-House.

Article 20

Information sharing and the Biosafety
Clearing-House

1. A Biosafety Clearing-House is hereby established
as part of the clearing-house mechanism under Article
18, paragraph 3, of the Convention, in order to:

(a) Facilitate the exchange of scientific, technical,
environmental and legal information on, and
experience with, living modified organisms; and

(b) Assist Parties to implement the Protocol, taking
into account the special needs of developing
country Parties, in particular the least developed
and small island developing States among them,
and countries with economies in transition as well
as countries that are centres of origin and centres
of genetic diversity.

2. The Biosafety Clearing-House shall serve as
a means through which information is made available
for the purposes of paragraph 1 above. It shall provide
access to information made available by the Parties
relevant to the implementation of the Protocol. It shall
also provide access, where possible, to other
international  biosafety  information exchange
mechanisms.

3. Without prejudice to the protection of confidential
information, each Party shall make available to the
Biosafety Clearing-House any information required to
be made available to the Biosafety Clearing-House
under this Protocol, and:

(a) Any existing laws, regulations and guidelines for
implementation of the Protocol, as well as
information required by the Parties for the advance
informed agreement procedure;

(b) Any bilateral, regional and
agreements and arrangements;

(c) Summaries of its risk assessments or
environmental reviews of living modified organisms
generated by its regulatory process, and carried out
in accordance with Article 15, including, where
appropriate, relevant information regarding
products thereof, namely, processed materials that
are of living modified organism origin, containing
detectable novel combinations of replicable genetic
material obtained through the use of modern
biotechnology;

multilateral
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(d) Its final decisions regarding the importation or
release of living modified organisms; and

(e) Reports submitted by it pursuant to Article 33,
including those on implementation of the advance
informed agreement procedure.

4. The modalities of the operation of the Biosafety
Clearing-House, including reports on its activities,
shall be considered and decided upon by the
Conference of the Parties serving as the meeting of the
Parties to this Protocol at its first meeting, and kept
under review thereafter.

Article 21

Confidential information

1. The Party of import shall permit the notifier to
identify information submitted under the procedures
of this Protocol or required by the Party of import as
part of the advance informed agreement procedure of
the Protocol that is to be treated as confidential.
Justification shall be given in such cases upon request.

2. The Party of import shall consult the notifier if it
decides that information identified by the notifier as
confidential does not qualify for such treatment and
shall, prior to any disclosure, inform the notifier of its
decision, providing reasons on request, as well as an
opportunity for consultation and for an internal review
of the decision prior to disclosure.

3. Each Party shall protect confidential information
received under this Protocol, including any
confidential information received in the context of the
advance informed agreement procedure of the Protocol.
Each Party shall ensure that it has procedures to
protect such information and shall protect the
confidentiality of such information in a manner no less
favourable than its treatment of confidential
information in connection with domestically produced
living modified organisms.

4. The Party of import shall not use such information
for a commercial purpose, except with the written
consent of the notifier.

5. If a notifier withdraws or has withdrawn a
notification, the Party of import shall respect the
confidentiality of commercial and industrial
information, including research and development
information as well as information on which the Party
and the notifier disagree as to its confidentiality.

6. Without prejudice to paragraph 5 above, the
following information shall not be considered
confidential:

(a) The name and address of the notifier;

(b)A general description of the living modified
organism or organisms;

(c) A summary of the risk assessment of the effects on
the conservation and sustainable use of biological
diversity, taking also into account risks to human
health; and

(d) Any methods and plans for emergency response.

Article 22
Capacity-building

1. The Parties shall cooperate in the development
and/or strengthening of human resources and
institutional capacities in biosafety, including
biotechnology to the extent that it is required for
biosafety, for the purpose of the effective
implementation of this Protocol, in developing country
Parties, in particular the least developed and small
island developing States among them, and in Parties
with economies in transition, including through
existing global, regional, subregional and national
institutions and organizations and, as appropriate,
through facilitating private sector involvement.

2. For the purposes of implementing paragraph 1
above, in relation to cooperation, the needs of
developing country Parties, in particular the least
developed and small island developing States among
them, for financial resources and access to and
transfer of technology and know-how in accordance
with the relevant provisions of the Convention, shall be
taken fully into account for capacity-building in
biosafety. Cooperation in capacity-building shall,
subject to the different situation, capabilities and
requirements of each Party, include scientific and
technical training in the proper and safe management
of biotechnology, and in the use of risk assessment and
risk management for biosafety, and the enhancement
of technological and institutional capacities in
biosafety. The needs of Parties with economies in
transition shall also be taken fully into account for
such capacity-building in biosafety.

Article 23

Public awareness and participation

1. The Parties shall:

(a) Promote and facilitate public awareness, education
and participation concerning the safe transfer,
handling and use of living modified organisms in
relation to the conservation and sustainable use of
biological diversity, taking also into account risks to
human health. In doing so, the Parties shall
cooperate, as appropriate, with other States and
international bodies;

(b) Endeavour to ensure that public awareness and
education encompass access to information on
living modified organisms identified in accordance
with this Protocol that may be imported.

2. The Parties shall, in accordance with their
respective laws and regulations, consult the public in
the decision-making process regarding living modified
organisms and shall make the results of such decisions
available to the public, while respecting confidential
information in accordance with Article 21.

3. Each Party shall endeavour to inform its public
about the means of public access to the Biosafety
Clearing-House.
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Article 24
Non-Parties

1. Transboundary movements of living modified
organisms between Parties and non-Parties shall be
consistent with the objective of this Protocol. The
Parties may enter into bilateral, regional and
multilateral agreements and arrangements with
non-Parties regarding such transboundary
movements.

2. The Parties shall encourage non-Parties to adhere
to this Protocol and to -contribute appropriate
information to the Biosafety Clearing-House on living
modified organisms released in, or moved into or out of,
areas within their national jurisdictions.

Article 25

Illegal transboundary movements

1. Each Party shall adopt appropriate domestic
measures aimed at preventing and, if appropriate,
penalizing transboundary movements of living
modified organisms carried out in contravention of its
domestic measures to implement this Protocol. Such
movements shall be deemed illegal transboundary
movements.

2. In the case of an illegal transboundary movement,
the affected Party may request the Party of origin to
dispose, at its own expense, of the living modified
organism in question by repatriation or destruction, as
appropriate.

3. Each Party shall make available to the Biosafety
Clearing-House information concerning cases of illegal
transboundary movements pertaining to it.

Article 26
Socio-economic considerations

1. The Parties, in reaching a decision on import
under this Protocol or under its domestic measures
implementing the Protocol, may take into account,
consistent with their international obligations,
socio-economic considerations arising from the impact
of living modified organisms on the conservation and
sustainable use of biological diversity, especially with
regard to the value of biological diversity to indigenous
and local communities.

2. The Parties are encouraged to cooperate on
research and information exchange on any socio
economic impacts of living modified organisms,
especially on indigenous and local communities.

Article 27

Liability and redress

The Conference of the Parties serving as the meeting
of the Parties to this Protocol shall, at its first meeting,
adopt a process with respect to the appropriate
elaboration of international rules and procedures in
the field of liability and redress for damage resulting
from transboundary movements of living modified

organisms, analysing and taking due account of the
ongoing processes in international law on these
matters, and shall endeavour to complete this process
within four years.

Article 28

Financial mechanism and resources

1.In considering financial resources for the
implementation of this Protocol, the Parties shall take
into account the provisions of Article 20 of the
Convention.

2. The financial mechanism established in Article 21
of the Convention shall, through the institutional
structure entrusted with its operation, be the financial
mechanism for this Protocol.

3. Regarding the capacity-building referred to in
Article 22 of this Protocol, the Conference of the Parties
serving as the meeting of the Parties to this Protocol, in
providing guidance with respect to the financial
mechanism referred to in paragraph 2 above, for
consideration by the Conference of the Parties, shall
take into account the need for financial resources by
developing country Parties, in particular the least
developed and the small island developing States
among them.

4. In the context of paragraph 1 above, the Parties
shall also take into account the needs of the developing
country Parties, in particular the least developed and
the small island developing States among them, and of
the Parties with economies in transition, in their efforts
to identify and implement their capacity-building
requirements for the purposes of the implementation of
this Protocol.

5. The guidance to the financial mechanism of the
Convention in relevant decisions of the Conference of
the Parties, including those agreed before the adoption
of this Protocol, shall apply, mutatis mutandis, to the
provisions of this Article.

6. The developed country Parties may also provide,
and the developing country Parties and the Parties with
economies in transition avail themselves of, financial
and technological resources for the implementation of
the provisions of this Protocol through bilateral,
regional and multilateral channels.

Article 29

Conference of the Parties serving as the meeting
of the Parties to this Protocol

1. The Conference of the Parties shall serve as the
meeting of the Parties to this Protocol.

2. Parties to the Convention that are not Parties to
this Protocol may participate as observers in the
proceedings of any meeting of the Conference of the
Parties serving as the meeting of the Parties to this
Protocol. When the Conference of the Parties serves as
the meeting of the Parties to this Protocol, decisions
under this Protocol shall be taken only by those that
are Parties to it.
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3. When the Conference of the Parties serves as the
meeting of the Parties to this Protocol, any member of
the bureau of the Conference of the Parties
representing a Party to the Convention but, at that
time, not a Party to this Protocol, shall be substituted
by a member to be elected by and from among the
Parties to this Protocol.

4. The Conference of the Parties serving as the
meeting of the Parties to this Protocol shall keep under
regular review the implementation of this Protocol and
shall make, within its mandate, the decisions
necessary to promote its effective implementation. It
shall perform the functions assigned to it by this
Protocol and shall:

a) Make recommendations on any matters necessary
for the implementation of this Protocol;

b) Establish such subsidiary bodies as are deemed
necessary for the implementation of this Protocol;

c) Seek and utilize, where appropriate, the services
and cooperation of, and information provided by,
competent international organizations and
intergovernmental and non-governmental bodies;

d) Establish the form and the intervals for transmitting
the information to be submitted in accordance with
Article 33 of this Protocol and consider such
information as well as reports submitted by any
subsidiary body;

e) Consider and adopt, as required, amendments to
this Protocol and its annexes, as well as any
additional annexes to this Protocol, that are deemed
necessary for the implementation of this Protocol;
and

f) Exercise such other functions as may be required for
the implementation of this Protocol.

5. The rules of procedure of the Conference of the
Parties and financial rules of the Convention shall be
applied, mutatis mutandis, under this Protocol, except
as may be otherwise decided by consensus by the
Conference of the Parties serving as the meeting of the
Parties to this Protocol.

6. The first meeting of the Conference of the Parties
serving as the meeting of the Parties to this Protocol
shall be convened by the Secretariat in conjunction
with the first meeting of the Conference of the Parties
that is scheduled after the date of the entry into force of
this Protocol. Subsequent ordinary meetings of the
Conference of the Parties serving as the meeting of the
Parties to this Protocol shall be held in conjunction
with ordinary meetings of the Conference of the Parties,
unless otherwise decided by the Conference of the
Parties serving as the meeting of the Parties to this
Protocol.

7. Extraordinary meetings of the Conference of the
Parties serving as the meeting of the Parties to this
Protocol shall be held at such other times as may be
deemed necessary by the Conference of the Parties
serving as the meeting of the Parties to this Protocol, or
at the written request of any Party, provided that,
within six months of the request being communicated
to the Parties by the Secretariat, it is supported by at
least one third of the Parties.

8. The United Nations, its specialized agencies and
the International Atomic Energy Agency, as well as any
State member thereof or observers thereto not party to
the Convention, may be represented as observers at
meetings of the Conference of the Parties serving as the
meeting of the Parties to this Protocol. Any body or
agency, whether national or international,
governmental or non-governmental, that is qualified in
matters covered by this Protocol and that has informed
the Secretariat of its wish to be represented at
a meeting of the Conference of the Parties serving as
a meeting of the Parties to this Protocol as an observer,
may be so admitted, unless at least one third of the
Parties present object. Except as otherwise provided in
this Article, the admission and participation of
observers shall be subject to the rules of procedure, as
referred to in paragraph 5 above.

Article 30
Subsidiary bodies

1. Any subsidiary body established by or under the
Convention may, upon a decision by the Conference of
the Parties serving as the meeting of the Parties to this
Protocol, serve the Protocol, in which case the meeting
of the Parties shall specify which functions that body
shall exercise.

2. Parties to the Convention that are not Parties to
this Protocol may participate as observers in the
proceedings of any meeting of any such subsidiary
bodies. When a subsidiary body of the Convention
serves as a subsidiary body to this Protocol, decisions
under the Protocol shall be taken only by the Parties to
the Protocol.

3. When a subsidiary body of the Convention
exercises its functions with regard to matters
concerning this Protocol, any member of the bureau of
that subsidiary body representing a Party to the
Convention but, at that time, not a Party to the
Protocol, shall be substituted by a member to be
elected by and from among the Parties to the Protocol.

Article 31

Secretariat

1. The Secretariat established by Article 24 of the
Convention shall serve as the secretariat to this
Protocol.

2. Article 24, paragraph 1, of the Convention on the
functions of the Secretariat shall apply, mutatis
mutandis, to this Protocol.

3. To the extent that they are distinct, the costs of the
secretariat services for this Protocol shall be met by the
Parties hereto. The Conference of the Parties serving as
the meeting of the Parties to this Protocol shall, at its
first meeting, decide on the necessary budgetary
arrangements to this end.
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Article 32

Relationship with the convention

Except as otherwise provided in this Protocol, the
provisions of the Convention relating to its protocols
shall apply to this Protocol.

Article 33

Monitoring and reporting

Each Party shall monitor the implementation of its
obligations under this Protocol, and shall, at intervals
to be determined by the Conference of the Parties
serving as the meeting of the Parties to this Protocol,
report to the Conference of the Parties serving as the
meeting of the Parties to this Protocol on measures that
it has taken to implement the Protocol.

Article 34

Compliance

The Conference of the Parties serving as the meeting
of the Parties to this Protocol shall, at its first meeting,
consider and approve cooperative procedures and
institutional mechanisms to promote compliance with
the provisions of this Protocol and to address cases of
non-compliance. These procedures and mechanisms
shall include provisions to offer advice or assistance,
where appropriate. They shall be separate from, and
without prejudice to, the dispute settlement
procedures and mechanisms established by Article 27
of the Convention.

Article 35

Assessment and review

The Conference of the Parties serving as the meeting
of the Parties to this Protocol shall undertake, five
years after the entry into force of this Protocol and at
least every five years thereafter, an evaluation of the
effectiveness of the Protocol, including an assessment
of its procedures and annexes.

Article 36

Signature

This Protocol shall be open for signature at the
United Nations Office at Nairobi by States and regional
economic integration organizations from 15 to 26 May
2000, and at United Nations Headquarters in New York
from 5 June 2000 to 4 June 2001.

Article 37
Entry into force

1. This Protocol shall enter into force on the ninetieth
day after the date of deposit of the fiftieth instrument of
ratification, acceptance, approval or accession by
States or regional economic integration organizations
that are Parties to the Convention.

2. This Protocol shall enter into force for a State or
regional economic integration organization that
ratifies, accepts or approves this Protocol or accedes
thereto after its entry into force pursuant to paragraph
1 above, on the ninetieth day after the date on which
that State or regional economic integration
organization deposits its instrument of ratification,
acceptance, approval or accession, or on the date on
which the Convention enters into force for that State or
regional economic integration organization, whichever
shall be the later.

3. For the purposes of paragraphs 1 and 2 above, any
instrument deposited by a regional economic
integration organization shall not be counted as
additional to those deposited by member States of such
organization.

Article 38
Reservations

No reservations may be made to this Protocol.

Article 39
Withdrawal

1. At any time after two years from the date on which
this Protocol has entered into force for a Party, that
Party may withdraw from the Protocol by giving written
notification to the Depositary.

2. Any such withdrawal shall take place upon expiry
of one year after the date of its receipt by the
Depositary, or on such later date as may be specified in
the notification of the withdrawal.

Article 40
Authentic texts

The original of this Protocol, of which the Arabic,
Chinese, English, French, Russian and Spanish texts
are equally authentic, shall be deposited with the
Secretary-General of the United Nations.

IN WITNESS WHEREOF the undersigned, being duly
authorized to that effect, have signed this Protocol.

DONE at Montreal on this twenty-ninth day of
January, two thousand.
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ANNEX I

INFORMATION REQUIRED IN NOTIFICATIONS UNDER ARTICLES 8, 10 AND 13

(a) Name, address and contact details of the exporter.
(b) Name, address and contact details of the importer.

(c) Name and identity of the living modified organism, as well as the domestic classification, if any, of the biosafety
level of the living modified organism in the State of export.

(d) Intended date or dates of the transboundary movement, if known.

(e) Taxonomic status, common name, point of collection or acquisition, and characteristics of recipient organism or
parental organisms related to biosafety.

() Centres of origin and centres of genetic diversity, if known, of the recipient organism and/or the parental
organisms and a description of the habitats where the organisms may persist or proliferate.

(g) Taxonomic status, common name, point of collection or acquisition, and characteristics of the donor organism
or organisms related to biosafety.

(h) Description of the nucleic acid or the modification introduced, the technique used, and the resulting
characteristics of the living modified organism.

(i) Intended use of the living modified organism or products thereof, namely, processed materials that are of living
modified organism origin, containing detectable novel combinations of replicable genetic material obtained
through the use of modern biotechnology.

(j) Quantity or volume of the living modified organism to be transferred.
(k) A previous and existing risk assessment report consistent with Annex III.

(1) Suggested methods for the safe handling, storage, transport and use, including packaging, labelling,
documentation, disposal and contingency procedures, where appropriate.

(m) Regulatory status of the living modified organism within the State of export (for example, whether it is prohibited
in the State of export, whether there are other restrictions, or whether it has been approved for general release)
and, if the living modified organism is banned in the State of export, the reason or reasons for the ban.

(n) Result and purpose of any notification by the exporter to other States regarding the living modified organism to
be transferred.

(o) A declaration that the above-mentioned information is factually correct.

ANNEX II

INFORMATION REQUIRED CONCERNING LIVING MODIFIED ORGANISMS INTENDED
FOR DIRECT USE AS FOOD OR FEED, OR FOR PROCESSING UNDER ARTICLE 11

(a) The name and contact details of the applicant for a decision for domestic use.
(b) The name and contact details of the authority responsible for the decision.
() Name and identity of the living modified organism.

(d) Description of the gene modification, the technique used, and the resulting characteristics of the living modified
organism.

(e) Any unique identification of the living modified organism.

(f) Taxonomic status, common name, point of collection or acquisition, and characteristics of recipient organism or
parental organisms related to biosafety.

(g) Centres of origin and centres of genetic diversity, if known, of the recipient organism and/or the parental
organisms and a description of the habitats where the organisms may persist or proliferate.

(h) Taxonomic status, common name, point of collection or acquisition, and characteristics of the donor organism
or organisms related to biosafety.

(i) Approved uses of the living modified organism.
() Arisk assessment report consistent with Annex III.

(k) Suggested methods for the safe handling, storage, transport and use, including packaging, labelling,
documentation, disposal and contingency procedures, where appropriate.
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ANNEX III

RISK ASSESSMENT

Objective

1. The objective of risk assessment, under this Protocol, is to identify and evaluate the potential adverse effects of
living modified organisms on the conservation and sustainable use of biological diversity in the likely potential
receiving environment, taking also into account risks to human health.

Use of risk assessment

2. Risk assessment is, inter alia, used by competent authorities to make informed decisions regarding living
modified organisms.

General principles

3. Risk assessment should be carried out in a scientifically sound and transparent manner, and can take into
account expert advice of, and guidelines developed by, relevant international organizations.

4. Lack of scientific knowledge or scientific consensus should not necessarily be interpreted as indicating
a particular level of risk, an absence of risk, or an acceptable risk.

5. Risks associated with living modified organisms or products thereof, namely, processed materials that are of
living modified organism origin, containing detectable novel combinations of replicable genetic material obtained
through the use of modern biotechnology, should be considered in the context of the risks posed by the non-modified
recipients or parental organisms in the likely potential receiving environment.

6. Risk assessment should be carried out on a case-by-case basis. The required information may vary in nature

and level of detail from case to case, depending on the living modified organism concerned, its intended use and the
likely potential receiving environment.

Methodology

7. The process of risk assessment may on the one hand give rise to a need for further information about specific
subjects, which may be identified and requested during the assessment process, while on the other hand information
on other subjects may not be relevant in some instances.

8. To fulfil its objective, risk assessment entails, as appropriate, the following steps:
(a) An identification of any novel genotypic and phenotypic characteristics associated with the living modified

organism that may have adverse effects on biological diversity in the likely potential receiving environment,
taking also into account risks to human health;

(b) An evaluation of the likelihood of these adverse effects being realized, taking into account the level and kind of
exposure of the likely potential receiving environment to the living modified organism;

(c) An evaluation of the consequences should these adverse effects be realized;

(d) An estimation of the overall risk posed by the living modified organism based on the evaluation of the likelihood
and consequences of the identified adverse effects being realized;

(e) A recommendation as to whether or not the risks are acceptable or manageable, including, where necessary,
identification of strategies to manage these risks; and

() Where there is uncertainty regarding the level of risk, it may be addressed by requesting further information on
the specific issues of concern or by implementing appropriate risk management strategies and/or monitoring
the living modified organism in the receiving environment.

Points to consider

9. Depending on the case, risk assessment takes into account the relevant technical and scientific details
regarding the characteristics of the following subjects:

(a) Recipient organism or parental organisms. The biological characteristics of the recipient organism or parental
organisms, including information on taxonomic status, common name, origin, centres of origin and centres of
genetic diversity, if known, and a description of the habitat where the organisms may persist or proliferate;

(b) Donor organism or organisms. Taxonomic status and common name, source, and the relevant biological
characteristics of the donor organisms;

(c) Vector. Characteristics of the vector, including its identity, if any, and its source or origin, and its host range;
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(d) Insertorinserts and/or characteristics of modification. Genetic characteristics of the inserted nucleic acid and
the function it specifies, and/or characteristics of the modification introduced;

(e) Living modified organism. Identity of the living modified organism, and the differences between the biological
characteristics of the living modified organism and those of the recipient organism or parental organisms;

() Detection and identification of the living modified organism. Suggested detection and identification methods
and their specificity, sensitivity and reliability;

(g) Information relating to the intended use. Information relating to the intended use of the living modified
organism, including new or changed use compared to the recipient organism or parental organisms; and

(h) Receiving environment. Information on the location, geographical, climatic and ecological characteristics,

including relevant information on biological diversity and centres of origin of the likely potential receiving
environment.
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