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JdbppLwywl wpunwnpwueh (O

12.2|{yhdwyp thnpuwnpdwl 2wugqywdwyh |O4updwd thwpbplbn O S ealed thwptplUbn
dwdwlwy u
Opgwlwlywlu wpunwnpwueph thnpuwnpdwl inpwluwnpunwihu dUhgngubp,

12.3|09nnwghwywl utptlw OeEnUwwnwn <10wn OeGnuwuwnwn 10-20wn OeGnuwwnwn > 20w
Cdwagnu quwgp Ouunpe, Lwy Obuplwphn O Other

12.4 E&rg&ﬁ.qbnn 24w vhgngubpp oguinwgnpoynid GU ng ongulwwl W2wlwpnyutph inGnwithnpudwu Own OIng

12.5|Upnyn’e opqwliwjwl wpunwnpwluep inbnwthnfudnd £ ny opnguliwwl wpwnwnpwlgh htwn Jhwupl:  |COWwn ONg

Unlbunpuwjht b mpwbuwynpunuwyhu hwunwpnebp,

12.6 ORwhy-wwnpwupwghn OUwnnigdwl yyuwywyuwl (COI) OerGnuwghp / CMR
Ewigl:“““m“mh AR Oannowneh Yyuywghn (TC) O Other
Upmyn’g unnplt pipdwd ywpunwnhp gnignudubpp UEpwnjuwéd B wnleinpwjhu
12.7 Own ONg
thwunwpnrtpnLdy:
w. |owbnwwnnph wunclp b hwugbl. Own ONg
p. |\wpunwnpwuph wbywlncdp, nnp nunGlgynid £ opqulwlwl wpwnwnnpnipywl dGpnnny. Own ONg
qg. |ACERT-h Ynnp (YY-BIO-171); Own ONg
wlhpwdbpinnipywl nGwpencd, (nuinp Unybwlwlwgdwl Upwlp® hwdwbuwyl ACERT-h hGuwn Ouwn 0N
- hwdwbwybbgywdé Jwllpdwl hwdwluwngh W npp pny) E wnwihu inuinp Guwby hwphdubnh hGuwn. J ¢
Upryn‘e Ytpp Updwd inbntlwwnynipyniup Uapyuwywgywé E bwle nintlygnn thwuwnwrenpnid, npp
G. |qwpnn E wUhbpetihnnbl Guwwdwd 1hub; wwypwlpeh thwebpwynpdwl, ptnUwnlynh uwd Own ONg
wnpwluwnpunuyhl dhgngh hGuwn:

LwhiwqgnLzuljwl dvhgngutp® impwbuwynpunwht dwwpnwynwd
wnunnnyuwdnLpynituhg hincuwthGine hwdwp ( sh Yhpwnynid wyli nbwptpned, bpp Ouhpwnth / ONg Yhpwnbih
Ybpolwhwl wpwnwnpwlen dhpwn wnbnwihnpuynid £ gunpnh Ynndhg)

12.8|qywepnid hwpywnuwl dhengny |0 dwuwlwyh pudwuncd O Other
Upnyn’e ytpp bpdwd Jhgngwnnidubph wprynibwybunnceyniup Unybwbiu daunnwnhunwpyyned W
; Own OnNg
wpawlwagnpyned E:
dbpglwywu (ninbiph (wpnpwwnnp O udtu )
12.9 YEnInLONLRINLL UhUslL tEnwihnfunLdp O Gppte win O udtu define O other

13 |9pwlugdwl hwdwluwpg W hGuwgdbihnieyniu

13.1 |OSpwuuwnpuwiht hwpdwnnidutn W hnwdph unnwgnidutn

13.2 |O3nwdph dwwnnwywpwpnid - Opgwlwlwl wpunwnpwlgh punnduncd

13.3 |O3nudph wwhbGuwnwynpned

13.4 O depwdwydwu/JtEpwdwydwl gnponnnipynillbp (gpwenidubnp wng E hnnod twl Uwpunpn wpunwnpuwlwl
" |pdpwpwlwlUEphlU® hulyps dhgngwnnidUbnhl hnnid Guwwnwnpbine hwdwn)

13.5 |Odbpguwlywl Wniptph wwhwwuncd

13.6 |OSpwluwnpuwihtu hwydwnenidutbn W ybpglwlwl wpunwnpwlgh unwgnidutp
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13 .7 |O3nLdph hwphy-wwpwlpwagnptn, Jyuwywywulbph ywwndsuubp Jwwnwywpwnubphg

13.8 |OOpgqwlwlwl wpwnwnpwlph ywhwwldwl gnwnnidubn

13.9 Odwswneh ghnwnnidubpp (Uepwryw; hwphy-wwpwlpwanbnp W gunpnp Yyuywlwllbpp, fUswbu Uwl inbnwlwl Jwswnrplbnp
"7 | Juwswrputpp npwbu ns opquiiwlwl)

13.10 |dOpquwluwywl wpwnwnpwueh ywhwywludwl gpnwrenedubp

13.11 |dRwithnultnh pGnUwpewhnd L Jwlwnpe

13.12 OUwpenpdwU gnwnnudubn (nwppbpwlyws U wwhbumnbbph dwepdwl hwdwn, opblwnlbn, JepblUwlbn,
) uwnpwynnnirdbubin/gnnohplubn, tinpwbuwnnunuyhl dhgngubn W wyil)

13.13 LEUpwwwdwlwgnwihU gnpdncutinipywl hbwn Juwdwd gpunnudubn (wyng ynndpg tnpwdwnndwéd Guwd owbpwwnnph
) Ynnuhg wnnpwdwnpdwd gnndnnnrpeynLultn)

13.14]0 |other

N°n 1Gguny Ywd |Egniutbpny U wwhyned ybpp Upgwo
13.15 gnwnnudubpp:

(Ophuwly’ wlgitnblu, wnpwptnbl, shuwnpbl, pnipptntbl, nnLutnkl,
nLynwhlbnbl U wyl)

13.16 [Upnyn"g gnwnnidlutpp ywhynwd BU wnudwql hhug wtwph: Own Ong

13.17 |Upryn"p untnoayt £ ininbph hwdwpwywdwu W hEnwgsthnipjwl wpryntbwdbn hwdwywng: Own ONg

QnpénnnLpynLulbGp senLwunpywd wypwuegltph Jwd Uncptnh wnjuwnLpjwu yuwwnmdwnny Juulwdbih

L wlhwdwwywnuwuhiwunipjwl nGwyened.

Gprt owbtpwwninpp Juwulwoénud E, np opqubwywl wpunwnpnipjuwul b oquwgnpdbint hwdwp
1 [genuyuwnpjwd wpunwnpuugh juwd Uniph wejwinipjult ywwnsweny, npp Lwhiwnbujwd £ npwbu
4.1 lopgqwuwywlt YJwd thnhuwlEpwyynn wpunwnpwlue oquuwgnpdbint Juwd 2nitjuwwhwludbine hwdwp,
ytEpgbwwt wpnwnpwuenp sh hwdwwywwnmwuhiwuncd, oyGpwinnpnp.

w. |Unylwlhwlwglnid b wnwlUdbwglnid £ hwdwuwwnwupuwl wpunwnpwlgn Own ONg

p. WU pllncd E, et wpryne Guulwép Yunpnn E hhdUwynpywéd jhuby Own OnNg

2h oncyuwywhwlnid  wndjuwy  wuwpwlen npwbu opquwlwlwl Luwd thnfuwlybpwdwl dGe W sh
qg. |oguwgnpénid wyl  opquwlwlywl wpwnwnpnipywl  Ube, pwgwnnipjwdp  wil  nbwetph, tpp |OWwn ONg
LJwulwdlbpn Ywnnn U YGpwgyty.

Grt Guwulwon hhduwynndwoé E ud sh pwgwnyncd, wyl wudhguwwybu winGnEljwguncd E ACERT-hUu
(info@a-cert.org) W ACERT-hU wpwdwnpnid E jnipwpwlyncp nbGwph hwdwnp  hwuwlbGh
wnbnGhywwnynieynLup.

- dwunwlwnpwnpl yepwpbnnn tinGnGwwnynceynll I thwuwnwenetn (thnfuwnpdwl
wunnppwahp/ hwphy, huwzhy wwypwlpwahp, dwnwlwpwph Jyuywluwl, opguwliwlywl
hubynnnLpywl Jyuywaghn).

- wnpuwnnpwlph hGunwaqodbihnigynlup fudpwpwlwhph UnyLwlwlbwgdwl, wwhGuwnh pwlbwlyh
L Juwdwnynn wwpwlplbnh pwlwlyh hbGwn.

: Own ON
" - Jwpnpwwnnn wpynLtuplbn® hwywwnwndwagnywé jwpnpwwnnphuyhg’™ puwn wbhpwdtyunnipywl ’ 2

L wnlhwynLpywl nGupencd.
- Udncpwndwl dlep, npned Ugwnpwagnduwdé GU Udnipp YGpgubne dwdwlwlyn, Juypp W JGennp.

- gwlluwgwéd intnbEhwwnynipyn,l’ juwywd nplet Juulwoh htwn, npp bwfuypuncd dwaby E
Unulynbtwn spnyjwnpyuwd wpunwnpwleh Guwd Gnuynbwn spenyuwwnpduwd ncph hGn Guwywo.

- gnnpop wwnqupwlbine gwblwgwd wy hwdwwwwnwupiwl thwuinwenLng:

LhnyhU hwdwagnnpowlgnid E ACERT-h L hpwywunt YGpwhulynn dwpduh hGwn® spnyjwnpyuwd

wnunwnpwlph Ywd Wncpbph wniwinipywl wwwndwnlbpp nnnpbine I uinnigbine hwdwn Diwn LINe

1 [6pp wuhwdwwywnwuhiwunepjwl Juuljwdp yepwpbpnud E dncnmpwjht opgubww Yuwd thnjuwyGpuydwu
4.2 |Gupwlw wpunwnpwuphl, owyGpwwnnpp unniegnid £, G wpmynge.

Onquwlwlwl quwd thnhuwlybnwynn wpunwnpwleph whunwlyh ypw UGpwndwd inbnblhwwnynceniun Own ONs
hwdwwwwnwufuwlnid E nenGlgnn thwuwnwenetnh tintnbGlywwnyncpywlp.

dwuinwlwnuwnh Ynndhg inpwdwnpduwd Jyuwywgnnid Uepnwnywd winbnblywwnynipynitup hpwlwlncd

ybGnwpbnned E qgudwéd wwnpwuphlu Own Ong

1 Epp Juulwd Yuw, np genyjunpdud wpnmwnpwueh jud Uyniptph wriwjnipjniup ywjydwuwynpyuwd £ wjl
4.3 wywwmswnny, nph hwdwp wywwunwuhpiwbwnmne B owybGpwwnpp, owbGpwwnnpp nuuncdbwuhpned E
7 genyunpyuwd wpnmwnpwueh jud Wniptph wruwjnipjwl pnpnp hbuwpwynp yjuwwnmswreubkpp.

owbtpwwnnpp nruncduwupnned £ spenyjuwnpduwd wpunwnpwlph Gud Uniptnh welwinigywl pninp

hUwpwynp wuwwndwnubpp Own ONg

15 |(Ugwlygnn thwuwnmwpnpetp

OCwhwagnpsdwl thgtughw O Uwpwugh Uywpwgpwywl pbprhl/whunwy
O3wpywyhu ntghuwn O Lantph hwdwpwlwdwl hwdwywpg
JID/ Uuadluwghn O 3twnwgstihnieywl hwdwlwng
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dCert
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OUwnwugh ID (ICS-BIO3CC-D1.30, tpt Uhpwnbih ) OLnLuwbwnutp / lmGuwlyncetp
ORwuwnwwnnipniubbph upubdwunhy O
pwpunbg/nwuwynnpnipinLu Juyliwgnuw aLGn

O UnLinpwagpbe hwahy-wwpwupwagntn W/ywd

OunEdwunhly gdwwwwnybnputn wlnnpnwantn

Ouywpwagpwywu hnupwjhlu gdwuwwwnybputp LutpehU UUnpwihU jwpnpwwnnp hwdbundnieynluubp

Oupunwnpwueh W $htwluwywl hnupbph gdwuwwunytp
(Uhuls et it bL) O9nh dbpnwonipywl hwpybuindnipyniuutn

OUwwnwlwpwnph yywywghp O tupwwwydwlwgnwiht ywydwuwaghp(utn)
Oopjtyunutph wppwlywlwhu pwpunbqubp (Uapwnw; O Other
Ynnpnhbwuinlipn)

ussururnry U 64 mursudnrnru U .

w) whuwwnwlpubnp yuwwnwptb] onguwlwwl wpunwnpnipjwl wunulubpht hwdwwwwnwupuwl.

p) wlhwdwwwwnwupiwlnipyntbuGph  nGwenud  punniltp opqwlwywlu  wpunwnpnipjwl  YwunUuGph  Jhgngubph
Uhpwnynup.

g) wwnpuwynpdb ghwynp inGntlwglb] wnwug wuhwpyh nwgdwl wwpwuph qunpnutpp, npwtugh wwwhndGu, np
onpngwlwlwu wpwunwnpnirpjwl dGennhu yGpwptpnn gnignudutpp hwuydbu wyu wpunwnpnieeynluhg, Get hhduwynpyb) £
wlhwdwuwwwnwuhiwlnipjwl Juuywodp, np wuhwdwwwwnwuhiwuncpjwl wulwop sh Ywpnn thub. dGpwgdtb) £ yud
hwuwnwuwundb] E wbhwdwwwunwupuwunceynitu, npu wgnnd £ i) wpunwnpwluegh wdpnnowwlncpjwl ypw.

n) punncub] wju nGwetpnud, Gpp hd gnponlutnieyniup Ww/ywd hd gnponlubnieywl Gupwwuwwiwnniubpp unnigdned Bu
wnwnpptp yGpwhuyhs Jwpupubutph wd JGpwhuynn Jdwpdhuutph ynnuhg hwdwawu ACERT-h Unnuhg uwinbnddwod
yGpwhuynnniejwlu hwdwywnpgh, wyn h2huwuncpyniububph wd dwnpuhUuGph dhol inbnGlwwndnipjwl thnpuwuwyned.

G) punniutp wu nGwetnpnud, Gpp hd 2whwgnpondp W/jwd hd gnponcubnigywl GupwwwwiwnnibuGpp thnfunwd GU JGp
yGpwhuyhs Jwnupup ywd dGpwhuyhs Jwpdhup, yGpwhubhs dwytph thnpuwlugnudp hGunwgqw yGpwhuynn dwpuupu
ywd JGpwhuynn dwpduhpu.

q) punniub, Gpp hd gnpdnnnipeyniup nnipu £ qwihu  huynnnupjwtu  hwdwywpghg, wlUhwwwn wnGntlwglb]
hwdwuwwunwuhpuwl inbnwywl hpwywunt JwpduhU® hwdwwwunwuhuwU Gppnpn Gpypnud uwhdwudwo npnyputnhu.

E) punnLut) wyu nGwetpnud, Gpp hd gnpdncutnipynitlup nnLpu £ qwihu huynnnipywl hwdwlywnpghg, np huynnnipywl wyn
wwhynud E wnbywql hhug tnwph dwdyGunny.

p) wuhwwwn wnbntywgut] ACERT-hu W hwdwwwunwupuwl yGpwhuynn dwpdupt wd JdwpdhuuGphu ywd JdGpwhuynn
dwpduphtu wd dwpdhuubphtu wy owyGpwuwnpubphg Ywd GUupwlywwwiwnniltphg unwgdwd hd wpunwnpwlueph Yuwd
opqwlwlywl wpunwnpwueph opgwuwywl Yuwpgwyhtwyh dpw wgnnn npltk wuhwdwwwwnwuhuwlncpjwl dwuhU:

Gu hwunhuwynp Yepwnd hwyunwpwpnod GU, nn hd nhdnwdh hGuin ACERT SA-hu UGpyuwjwgywd pninn wnnknGynieynluutbpp
6dwphnn GU W 6&2gphwn: Gu uwnwgb W (hndhu punniunud G Swdwuwnwgpdwl  JwunUwlwnpgp W 2018/848
Ywunuwywpgny (EU) W npw thnhnunigynibutpnd uwhdwudwd npnyplbpp: Gu jhndhtu yhwdwwwuwnwupuwubd
2018/848 Ywunuwlywngny (6U) uwhdwuywds npnyprUubphu L wywpunwynpynod G wuhwwwn tnGnGlywgltp ACERT-hu, Gpp
unyl alenyd Uywpwagnywd nplt vheng thnthnhudh:

Uduwphy: Date Uuntu wgqwuncu: Owner or legal representative Uwnnpwagpntpeyniu:
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