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goHIN YRt AT UAID AA +HME AT PARAMY
10 A8 IR NG PHANAN §F@-: AP +79P993 A
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PFrmeTT UAT9R  PA+AThNA 180T Th+hnad
AAFA ATLTCT PIPANC MLP$F ANM ARTFATO:
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hoogan/pm- P&+A 3 B9R N 5 ¢t @NM
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NA+eC NPYN NOaDE A8 1H  GRAYARFODY
@27 AANF@: POINNG T9Z776n@ NNFD- AR
ANAQ goCansy Phk i

P N+AT Ui PTF Nt@A NF NUA+E NAhA-NNZF0-
&+A hhd PAD- 1H N24 DT NAD PANTIR:
o POUMANFFM® ATLTHCT MEIR PATLTCT
ey 292 AA PRI 9oLl NPTN
APNT +hsFe a0t PACILA MEIR
PAMM FPCEFT FNNAGIT Pa998 goyge
9Lyt AAMFHH AAAPIR = AT
o PAMANFFO ATLHCT MLIR PATLHCT
ey Ak.h. N 2018/848 AT NAUT
A& 9 2017/625 N+@ANET Ml
11CF AL N@RARChH P47aRya-F HP+F
084 1@ = ARATIANC.

2) e CMGPT

NPAR+  SY9+5  &+A  PALPNYS.  ATLHCTF
gocek, NeMMLC AhA N+HHIEMD PARJ +7+5 AL
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NMMAE EALLFF RALT JRCaDLPTF PFd8,
TF@-, PeMMC ANA NPATREH /71 AANT N
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N2 10% PU-AI® P+IRHIN: ATAL+CF +6nTI4
goLamsPF NHEPL BhTMSA = oY+ AT
+enTIe IOCARL AT 2FAA RFm-gn ao/E
PAD MLCMET L4MeA P M PALY
@NLCPF ATINNC PRI N ATATC , DL
pao+ht ARJ NERFCNT 1H ACILA I°CFF IC
LAV PCHT 9PCHT +HIBLA LIS horee
Paem h AN+E AICT N2018/848 23N (EU)
AT AOINNTT NAD- PRPMC MOPE WLt ALY
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NMesrt  UAJR JoLamsPT  ALIAR  dP7
AANT, PHU ARTF JRCAPLPT ARTLts PARLSAD
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£emmi Ahh 30 5% &40 . ThAAT@® 1H 2OATA P
Pea™g QeYF AT FYFLM PO NYeNFa  ANNIF
PAT® I 1ICTF . N9RLARLM DPT PETA MR
g 2MA8A NMLCMLPT BN FI3+HF AMPPInT
N+taeAnt  PAtL P8 PCHFF LR 6L£A  a°NhA
NATLPLATF@®  IoCHF,. NATHU AIMTPT n AT
a+%+% P PALAITFE HPHFD PTO-GPT  NHF
("NMPAAD- PATLHCT NHY 5%) AL+INCT.

4) NF8R AL NFTA NATTA &+A D& AATCFHHPT
, A1 N&FFa- AT ANLY |, ATLT4 R@AL AANT
PaA+NNP ACTPEPT NtoAYD> @hm PLH 78
AHIE hemmC Ahd JC naeaehhc . @A+hhfo-
ACIPEPT L1d0paqAn NADEMMLL hhA. NHU +88
AR @IS FPCARL AR BFAA. DY P AT4LHC
AA+ANGE MP aBeYit P RAMRFHH @-Nm ¢ +Negay
1H T 2U APANTA £TAA TO$N MNLAT |

AODFP 4G PAFME &Mm(C PANTOID NUAID
PIRCE IPHAET AG PNCET BLEPT AMPAL PhLI
F3HE AR NARARChH (PN AT$R 38 2018/848)
N+&MML®- hhd LNTmTA =

U) PATLHCTF AT PATSHCT MET 9R1F T APMY AT
PG I

A) ATSHCTF AT ATATCT METT NACILHA 9°CH,
HB+ AT Mot O-ND P+A+4ENT P1H CHADA:;

h) NHU AT$ Wt PHNTOR PPLLPT O-mAT;
@) A+hE@F +Nt NTH M PAG: 1m;
w) PgRCF RENT;

) PIRCET GRYF T NHE AT PJ AT ALTHFO- NIH
NaA;

A) FPCHFY PADPAPA MEI® PA+L $8. JRLETF MEID
1M TICF PaPNnA ARA;

B) NATGHETF RS NMET ATSHCT LINEY @&lN
@EI® AR Uiy aotane;

(i) NPLLEM- PIRCHE PHAIBT AT PACSHT BLE AL
P ARAMFHH AT PAGRFHH 68T DA% 10T,

() P00 NFGE ATPNSAPE,

R1¢% 5
dmm

Na@A@M - PRk PCRF AR ACILh FPCHF
DET® ATE AM-6p TPLHT AINE AEPCHIP:

PLIM (EU) 2018/848 AeR 10 AT$& 17 NTIANC
AL AN RCRT AINS APCNT SFAN:

(U) P06PTT PaRZNP ¢ARNT NPIN Al2 O4F
pacAmM 1H ANNATL RO &/NF

(A) PARPF o6 PUF PIROIN MMePT AT PARPH
goYep PP JRCRTT MPFT 9oCk ATE PACA NA
1M TIC NFOANNALT &40 AT NPIN 12 ot
haohe Nt PAD PARAP@ER, 1H P+NNZ NUPY:

ICS -BIO3CC- D1.1 6/01/220323

PHEM/NT PACA TPAPMER, 1H PMREI/M ATéT4
PACERTification hg°9®1+7 h ACERT JIC h+d 4o
AT NEIM (EU) 2018/848 aopnlt Pemm( NCY+TY
NATHNAF 1H 9o jm-:

i neA@» 1H @A GAR 2INF (EU)
2018/848 @nm P+IART LINT +4.89,
LUSh;

ii. nNaHLFFO N4F NLIN AT 9t NAM-
1 @D MEIE NAC et ML A
qa 4t NM$eNt 1H NdLPE IC N+PLPH
+4 .M, BUTA: dPPT RIL ACILh def
MmPID AL NAPA N4+ NPIN AT aanit
NA® 1H AT MLI NP N+emaHs
ANH 9% PaqHe. ANATT PACILA FRCRT
ATREAR/P H AP pAREdng. (P77 wht
gt N+ NAM- 1H @-Nh:

ACERT ¢£9® NAT 1HPT PACAM® ARIT +4AMZP
meg™ PaNCT ANNNPF NACILO 9oCF BN m&ge
AL ATRMA PATLPS. FRCHF PAFNA™NT MYIFM-gP
PADM 1H AhA UPRY NAP7THN L BA +aRAN
AOAT £FAA= BU 1H 999°F @AM RNt Paq FAG-
ey ANNF AR F Ui PT dDAQAFFOY
PR 0209 A IN, MALE AACERT hednN NF j@-=

nAL P+aeAn+@m-3 PAMM 1H AGPOAT PR n+AT
U3+PTF DIMMI AANTFO-:-

i ACERT fayjdneianm- PAMM 1HT ML 3A
AORADAR  @ADARNFPFY  paganeyana.
ATét4 BUT PAAMEP PRUG dRoAsh,
Nesn NF oy NATLHU 92%%F UidPF,
PMAZED ANID NATL T4 AL 10,

ii. NATRPANE 92390 AN, T9NZE  ha$en
ACERT PA®M 1H@ hARER4. N4F LAY
@yF@19° U PMP 1L, 3 PANFICH

iii. NemmC NCht OAD PHMHIN ATEHC
ATE PAM@M- 1H ANA PLPY PALOT 1H
AD-$T AT8AMM hMPP NDPA @-NH
mPea A ACERT 7NtA AT NN (h.A..)
2020 AYL+7A8@® A9INNTF hA®- A1E IC
amPPH AANT = /464,

PeMML AhA MmPEMT h7am7a® NBA AT
NgRgRTT AL NPT ATLARAN+D- P5A AD-$G
£AMA

ACERT N+0Ar F8ETF AL dd4k MLIR ATL MELIP
NHP NAL h&A4PT NACILA FPCH @AM BHI° AL
AT8.0A PATL S IOLET MEIR Il 11T P+NhA
APF  NATPE oA htmend> 1H NAL
AMMANFFO DLF MEIR ARIT PARGPC THT
ATILHID AN BFAA 1(i) ME ACOLh ACATYT
PtADM MEID N8t AL PA AT ARCILH 9°CT
PATL PR IOCT PFNI™ ARITFT N+AAN+: NHU Ui
PAD-@M 1H PMELNT 1H PMOAYED- PR N+ATT
gONTLET 9t @A NTATINT Ja-.

i PMAPAN+®T  9OCF  POIRSASA YR
NA@M- 1H TNEL AL NALC @A AINTE
@My PA® 4T AT N ANA @>ND
NAPT O-AM PNFT BAMA =

ii. huhem-  N3A PAD-  9°CH ACOLA
PmIR/F  HEPFT  NEOIMeAtt AR
A2TA9°. ACERT N+onia enh+E UG
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NP PMAL AT PRMMC ANATT AT
PAO-CT  hmRARYT P8t ACIPEPTT
ATCMPS OARTY PAD-PA:

RI1PR 6
FLR FoLF

1. PARPFT MILF ATetC ACILh AT ACILh PLAUF
PIRCF N&ATYT NATE ANNN APhTE®T £FAA TANH
gt AT NF LU NLIN PANT 9aot 14
PLE ALY 2UID HCLPF NPAAX AAR NMLFANT
AT P h+At it PF Ntk NF 10 =

i Nmee @AM PAG 9oCHF A9PLE MINE
¢ PAADNT AT PAADANFFOT
ANNNPT POOMZAM-T h&A ML ACILH
gLt Nheel 1H @AM ML ACILh °CH
ATRGPC  PARPATFA  PADM AL AhA7
LA MeA= ANTF NNH NATRAT GaRt NAL;

ii. NALYI878. POUMANFFM N&MT O+17F
gRLETT NEMYT AGRAPT +1N ACTREPT
+ONLPA;

iii. ACERT fpa@An+Fa APY1878. 9oLHT
aney NLIN N48 NAFt Nt PAD-PA:

iv. mhg  AMTPP  AIPLE  NMARANFFO-
NEART AR PHANANGD-Y FhRAF M7 AT
gCRETY ADPAPT P+HHINGTT ACTREPT A
ACERT pA@m-4 *

V. PADM APL AT PRMMC ACTEPT 271
(EU) 2018/848 A5 23N (EU)
2021/1698 N ACERT a2%4; 2U TMoL?
PADM %8 hEA®Z  NBA NPYaD+E
£291M4;

2. hAPRSLFT Nhenme: DAL PAment  UidPFoe
A+ING &FAk:-

i A9INCE FPCI°C LD AGRRNG +9PUCT h
ACERT JC f+hma> NPT N+apAh+;
iii. HC NMAZFENF 1H F PA6PT T9NHT wAtN

AT +hA RS
iii. AImR NF PAMPIATA PYC  daR4FT
N+aeAnt,
RiPx 7

ACILH PAUE AOPFT PARLNP #A%NATFT ATPMPIP G LF
1. No6PtT NP ®ARNT NATPC PARPT AT PAOPH
gRLETT AMIRLE, PACILA ABPTY PADLNP €ARN NF
MmPIe AL MPA hANT,

2. DAZPF dOLNP ®N O, AN FRCRT agRZF
POMADY PACILA +RA TRLNP AN ATITET PATT
+ha AT ANEAL UF A7% AOBPT doaNP &N ATIRLF
Prs AT +hAT N 2018/848 L3N dPw/AF @ygn/i
AANFO-, NPIN ARTE FO-AL, DRI ANH AdOH%
ANAT, LTI AATE F@AL NUAT PALTT 0T,

3. ACERT NhCILh 9°CF @ PAEPTT dRLNP ®A%N
PMLTECE  ATGHCT ACILh  PAUF PARPT dRaNf
®ARATYT  ATRMPO>  ALPLAFD  2FAA ATH
NHHARNT 1H @ET® ANKAL US ATT ArT +hieT
AOBPT LML €N ATITRLT P8 AT NATPE 2 dPW/ T
pmanst +hF BU ATPE NNE My P Neet

ICS -BIO3CC- D1.1 6/01/220323

ARTAIRT AT PARN+ATTY 20D 1t PTF NHBA ARCILA
oLt mPIR AL P M-AMT 17C NN AL ATIAPARMp::

(U) %9 AL PPA®- ACOLA PALI®: PARPYF dPL.P
®AeN N+ANAN NEA Phahd AhgeT hASHH NeC NAhT-
Oh AYPR 24(1) MOw/lit ntdPLm NA+eC NARPT
amhANP PR T AAFNaRge = N12016/2031 AGOPT 1HUT
A7A9%F NANA UTC NA APAMSTF POOPTY PARAN P ®AN
MG AL NM@MANT ANNN, ATLTTF AR 9L5F HCPPF
AS AR AR €ARNT NMAAN+® PANA IHF NA AAMSTH
AOBPT ATANNN 9ATIPT = NATEHU %L1t Pheihd
ARG PFNa™ KCI1N LAV PARPT MRANP ®ARNT
MmPID AL NMMANT 1H PFNIDM- PARPT MOLNP &ARN
P PLaNt PaDLt AEA ANEAT PSR A7% NImN 1.7.3 AT
1.7.4 @uw/t @ dAOD 1H ADAE 27N = PANS II
nEA A78 271N (AU) 2018/848;

(A) m%9° AL P @AD ACILH PAULT PARPT NP
®ARN  T9T AREAE T F9% htthA® F9% ARD
apan/pm- goCt anC LZN NATE PALTT @%T PHMT e
PACA 0-F PAF@ PHCP F917% A2LAJC:

() PARP+ PAPLNP ®ARN PIUNPAM LA AdeT
PACILA AOPFT PR/t AN CFFT NARANC JO» =

(a®) ACILh PAUF PARPHT PORLNP 0SPTT PARMege
£ PH1TMm BU €ARN hAPHL+ MLIR havFha NEH+
p[nz

(W) ALPE JALTT PAG NAMAMTE PRAmC NAAAMY
MLID PRAML ANA £$8T AIANN +MPTPTF NF AT
ARTE 03T NF 2AMA AT P+LPLmY PABPTT PaRLN,P
©AEN MY LHLHEA |

(2) nimN (W) NARTAA PANA U74T NAAMPT ATEY
HCP @EI® 70N %LYF MLI™ PHAPR ACILh PAUR
PRAOPTY POPLNL RARNTT ATPMPID AMPAL LS8
nNegae+ AAM AS PHCLAY HCHC T@armt £FAA: |
10N HCPPF MEIR HCPPT NL4 LIFA AT NPAMEH
ATSHODE PECHF: ATRHP hUY, ATHEP NAMT PATD-
NANAMSF PHEPRATE ACILA PAUF AOPTT PADLN.P
©ALATT MY EHLHENY,;

(M) NHU Aiex oWt e+AMt &22T NFUAN 31 73
2036 pPnea:

4. hHU A198 AP 1 NA9A% NARHE UT&+  PA
ATHCT NATPR 5(1) T NFATED: AN AT$R T 10 (U)
DRI® NHEPLA- POOPHT PADLNP wARN NAEM$GD
@A BFAA = PHU ATP8 ATPR 3 PACILR ASPE
PARLNP ®ARN AT+ NTLTANF NANHE UIC HF @-nm
NN& Mt AG aBMT AATRTTH ALITM =

ANNTT PATFE® NYEPR UIF ATL+mMNE BImF NAN+HE
U1t PA ATGTCT NENFO BHF PHITMT ACILA AT
NAGm AR PA PAOPTT POPLNP RARNTY dBPM$gD
ST Ak

NHU ATPR ATPR 3 Wt PHLPLMm ACILH MEID
Adree PUPY +hA PADANL ®ARN MEID PARPT dDLNP
®AeN NNE D&t @L9° NL7ENT 1H ACERT hCJLh
PAUTF PARPT ORLNP ®ARNTT NACILA THIRLF h&A
NP ATEMPA™ NANTE UIC Ar ATEHCT ALSRE
£FAd: NHU ATPR A7$% 5, 6, 7 AT 8 AR N+emm-+
F33PF @A ATéT4 N30T NARTE®- UIC HY
@m-NH PAG: ADMT,

5. Phamhd UhgeT NAZFHH NeC MU Aies 24(1) AL
N+L2177@ doAZt hACILh PAUF PARPT dD4NP APPT
N+ANAMT N3BA A+AdeT PADLNP ®A UNIRT Nd dLATFMD-
NA+eC NAZPT dPhANP RCHF ddFhge  PANTFE-gO:
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Avoh. N 2016/2031 AGBPT ATHANNN YATMPT NANA
UIC NA AAMSF POBPHT PARsNP ®ARN MmPIR AL
N@M-ANT ANNN ATRTF UA9R 92Y%F HCPPT AT AR AR
®AGAT PR MANFFM PARTNT ANAT AGBPT ATANNN
GAMPF N+LY770r APW/F =

N@@EMLPM™ ATbg AL N+MeAd> NFHHD hThAP
Ao eFnan KCILA PALIM: PARPT dRANP A%RN
mege AL AMAT PHhaeam  +hA  PMLNNF  kARN
P eeanNt AR ANdAL PR ATF NemC 1.7
ATR+MAN+D- PAR$PC 1H AAMF AANT: .3 AT 1.7.4.
PANS II h&d AL 271 (AU) 2018/848.

6. hCILN PAPF PARPT RANFP RARNTT APMPT® £
P ITD ANAT NAPHELF @EI® hathd Nt 10,

7. hCILA PAUF PARPT OR4NP RARNTT PARMPIR &L
ATANN AMPTPTF NATL TH AM* AANF, AT AAM7
PAT® NANAMST, PeMHDLC NANAMT DRI ALPE
JALTT PAD- ANA PHL MY PARPT PARLNP $A%N
MY EHLHEA.

8. Ne+ PATD NAMAMSTTF FaBF1 ACILh PAUF
FIAPTY MR ORI 0%T P+MTed PHCL F97 T
+hA ATA® AND daRBaRse@m- goCt aonC 2¢N ALK P LD

9. NHU AT$S ATegx 2 AL ATLHIARM KCILh AAUF
PABPT ALNP &N AMPPI® L haAM+ Nt ACERT
PN+A®Y doZE NAR79R9R A+AM APTISTE. 99724
goNTPF PPCNA:

(U) ARIAR AT PHARL A9R (P4 AT PALT N9P);

(A) 921

() PHC AMPAL ANLT MELI® PAMANIFO +hieT
NHT;

(q®) PACILA MBS PHAMME +hA PARLNP dA%)
an7yt;

(W) NHU A% NATPE 2 P+@ANET AL CRT
@mayAFFOT PARLZIM (1L LI hhTé+d e+AM
ano) A ghy,:

NHU AP ATPR 2 AL N+IABMD: RALT ACILh PAUF
PARPT aoLNP RARNTT ATPMPI® ARPISIE. L L
ACERT N 2021/1698 A7®& 4 N+tMPA® AMPFR L7CF
@ HINGT A8 MNtF AN

A1Px 8
ANha VFs+PF

ACERT N1HLRTT €28 AND 2FAd: PAALLC 82AhhALE
AMPPI® NANS IB 87N &mC 606/2009 dPw/+F
P A+hhA ANN N&+E SHT PAM- PARTC aDdt AR PAPC
Ui UidrPT N+@AT dRARS 9RE® ANNN PACILA
LT P18UT Uit ALA®A®A hUY NAN+E UIC Nhng
PNNELS MPTT MEIR P4 METT NPT MY N
NA4T ARt PNAM  NALC SBANALET NAPMPIR
+@mm% PPy P A IRCF ATR.PTH PN1L8AR

N2018/848 PN ATdx 22(1) AT 45(3) A+aeAn++
AR PIRCF AYF QAR A8 Ui NARJ PAPC TNZT ANtT
PO ARy @mY AL AM-8MY Ui N AP ' PATINNT
NAFPF;

"TRNNNLLP NAFF'T P R8I MEID 'ANLAT ANtR'T
Ar8.U9° YT g0 +anAAL UiFi ACERT Uid@- NANT
PANTE UIC POROPANSFF@ NANAMST NOMED dRoAsR,

ICS -BIO3CC- D1.1 6/01/220323

mAst P17 AT AN BidPF ATIHN £FAd= A7
ERAFA=: ATRHU ARYTF dRoAsn, NAAT MTm9° ATEHU
PA AO-$7 ACERT PALI@7 Uid NLLIIT RLNAAR
ECERT NPLND AOLE AL PHIPW/+ BUTA:

NACERT ht4.48 N3A GIANNE ATSHCT AL P+ment7
AR U3 FPF APMeaqFam-7 0aq PAR PATLE TINZEPTT dppH
AANF@-: ACERT Nwh+5 UIC a-hm NA®- 371 (EU)
2018/848 drw/t ATANC AD-$T PAFOT AdeT PeMMC
ANATT AT NHU AT$PR N+LI17710- arw/F PAMTFM-T AR
U53PF AN RE ADP AANT:

RI1PR 9
AP apMF - ANTEE TPAhPF

PACILA AMPLLYE HE&Y PAPMANE  $AT MmPIR AL
AL fei-

(U) ARANE NAOWZNT WA+ED- AIC AR NARADNZA P
ACERT h& &m( (PF) AT8L9° NAPALD: O-AM doFpF
AANE =

(A) ANPEIR PFAT JRoINT N+ARANT Ph@-CT UNLF
PACILA 9°CH ACTY NMALLPM AL AFL £FAA =

(dh)  PEINLAM  BCT %I AL PPANFT  9oCk
P+PINNZNF  PINCT Me  0PPT  OHaRZ+HNTT  NF
P pPanARt gPANtT ATS UMD ACTI@- N$LNNt PARS
@Ah AR @R FPFT NAN+AT $RTF ATST DAL AANF:
A8 ANEALTE:

i PANCT M APD> NPT U4t
Pta/+Nt  'PA@CT  UNLT  PAUY
aNcs!

ii. "PhO-CT  UNZH/PRECT  UNLT
LAY aNCS'T hoNCT e 0PF
ndr N@UNZAN a-Nm PFHLANT AT
PtoNID™- A&A NAN+HE UIC ©22Nn
plovs

AR P+MmeNm Aa@AhT 'EU' @e9™ 'EU-PAUT NATE
U1C Ath @e9® AmanC P FAD: 9°C+ P+ao/+NFa-
PANCT MG 0FPF NO™& NHLTF AIC 7N+ NPT ja-:

NAL A+menm 'EU' @mLgn 'EU-PALT TRaRANFT AIN+E
M7 PAFE 1l 10T ANRT NTFAF AFAS: POLTAT
PATMNE IDZ 11CF AMPAL MT NINLT TPV Do
0PPT NNLT N 2% NAL hAUy=

nALZ P+mehm 'EU' @egm 'EU PLAUY 92AnT hIoC+
PALER dRoAsh, PNAM NPAJRT OOMT AT PhRR& NAT
@-NH aOFPF PANFIR:

PRCILA AOPGLF HET PARMRM™ gRARTT NPAL AR,
nNa& AN AT AMé NMLFANT Uit BN 4% NUY
N AL 9RANT LLZIINTFPA.

A% 10
PONTE A7CFF PhE PLOF AT PIPLTF JPENT

ACERT NA@CT eAN+E U4+ haq®y eaqn+aty ehe
@METF +AATRA =

AN+g he emC PIRLF oL

u1c u A L 4 A | w& | B
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* WAL N+ PIPLH IRLNTF @ND LA+ &LATF ATQhtAF
LB i

U - PA+IPLHE +AMT A5 PABPT @MPT, HEETFT AT AT
PABPFT PACLAP #NENFTF 681 9L

A = Ph1F ACNF 4G PATARL+ PAINNT TPLFRTF;

- K42 AT PATPINNG PHLH IRLL IPLARF;

an - A28 PGNiF PTRLIADN PFNCT FPLFAFT shIPL
PtPINNG PINLT TPLFPF;

A - P91,

Z- DEY;

G - NHY B3N NANZ I @ND PHHLHG. DLIP 14LPF
IENTF PA+NtE AdeTF ILAF:

ATPR 11
PHLITM ATEFLF HLHE

ACERT NAN+E U4t Pemmi ACAET 97 WA
ATAHCF  HCHC Ng&C  mnfe-  (www.a-cert.org)
PAPIEMA: HCHG NUATR ATELHCT Pa9ZI76R Ui AL
/8 NeAL PRIANTF PARIGE 1 IC ANC AT 2TFAA:
UAT9e PaqapAnFFa- P9t gReNTE AT8UAID UrAT9R
PF18 AT AT PHAMF® ATSLHCTY AT FRCRTT
PNt FAs AR aoZ8 AYIT@-9° &AYT PAD- hhA £75A:

RhPx 12
PIPNAL DL P T

ACERT ¢mmC  ATLZIAT @IFm-9°  ATetHC AT
NATPNSAM AT @A N2 (EU) 2018/848 A5 27
(EU) 2021/1006 P+emm-t7y  OALCHT P9 PagA
ATSGTC AMT AANT: PATE TINLBM: ATATGT AT
PIRCHETY ARTT MEID NAA ATRL9D PMSLeNtY 1H
aART PATAA:

i GAID  ATETCT PARLNPFF®T  PATE
MALEPTF LI AANTFO-,

ii. PAYE MAZEM™ $C6 N2018/848 ANd VI (EU)
W/t +HIB A

A% 13
DY FIPF - PARLE Am-m-p

ACERT P&mmC @MEFT N+aRAN+ ANLAL TRZEPTT
AL NART @PMC NANAMPT AT h+dmme AhAT

2C NANHE UIC adm eAPomad: POMPT b

ANA AT ANA U714t AL oot amavzey nue
(EU) 2018/848 x5 23N\ (EU) 2021/1698 oA+
aan/+% @237 ANEATL PR N+ZI7M TIFM-9° mPd =

ACERT N&ft +10RTF AT 0Fde PemmiC AhAT JC
LUY /E AAPDMD £FAA=

ACERT hhm@fAri hemal NANAMST AT hemml hhAT
IC NAN+E UIC N A PemmiC AhATT AG-$T A
AhA AT ANA U4t JC PARLE A 127T7T chIPC PNIE
MALEPTT AL P PATA A1E ATRAPDA Pag PATA
M18 AHIE+A:

ATex 14
panLE ¢ api

ICS -BIO3CC- D1.1 6/01/220323

ACERT NANtE U141 @AM Pemml NCSF +71H PR
ATGHCT HCHC AUHN PPCNA: HOHE PAM-$G 97,776k,
FrFFOY AT PE@ANFFDY  PIRCE FRENFT
Paq PADANT: NALTIEY8. KTA+HC JC P+PPH PHODR PATE
@MAZEPTT BHA= AT LR NF18 AT AM-3T N+AMTFO-
ATSGHCT AT PCPF AR dBZE PR7ENYTY PARIGE 1)
PeCNA= FATR OLEPT NAEAARD: LUZ 1% (Www.a-
cert.org) 2175k

ATP% 15
AATRFHH (A, FIPIP PTYDAEL. ALIPEPT

1. fA+mAx  Us+PF  AhA+  ACERT POASTF@-
ACTPEPTT  NASRT  PemmC  ANATE  Pemm(
NANAMSF AT hAG-C7 ha AT JC M8 PM-+ dDI9T+H
AANT: P74 B2 PR MAID NRLAD- mAT MLegP
AAT ANLT AT APMT AL 1O

2. ACERT NACILN 9°CF AL Peyméds gRAnSTY
NT&=NCNC AT NAD-CT TUNLAN ACTI TMPIoTY
APNANA PARLATIDT TRIF@TID ACICE AGT THOP
N2018/848 271 (EU) 2018/848 aviZti ATyhNC
N AL AN+E UIC AL 23N (EU) 2018/848 AT
PR MANFFO NTACT AL90T° AT POXRAT &INF,

3. ACERT Né&fir AINATE DA U10% BATT e
MALT |ITDT9E BB ALAT BFAA:

4, NART @PmC NANAMST @LI° MM AhAT
&Ml NC LA PCTTY N+ARANT PHNAR L9
MATTF h+7F ACERT AT8U9° ATHUT NANAMST
MmLI™ ANAT ALHIL PAM-PA:

5. ACERT NhCILh 9°CF a-nm N+h++F @l AC
£ ATLHCT NACILA 9PCT AL PIRA+4 PIRCET
ACoLA U837 PRy AS +38% ACIPEPTFT Pamihr
GATIR DART AT DART POUHZHC hFiedl AHIE®
+eNAA:

AP 16
PINCT F2Fs80 PAU R ALI0H IPINTF

ATPR 24 AT 25 AT NMAANFFO DAY AL989° AT
N@-nAT N+LITIM® RALE: PNCT 9o%see PUPY ACJILA
PLALYT 102 11C NA-CT UNLE haa Ry ACI1Hh NALE T
11T HCHE @M hatht+ 2U I 116 hCILh TR0 T
ATHIBT MmPIe AL AMA ALTAT",

2U I 11C N2018/848 AT NhA AR hE989™ AT M-NAT
N+L177@ dew/d  PACILA  AGPAZT  HETY NAPM$g
payan/+a WPy ATét4 9°Ck N OAD e+htt NP9
AT RCILA NPT 18 PHALDTY Il 1L ARMPIR
LRCNFA: NADCT UNLFT haRT ACILA PAUT I/
71CF HCHC NU9 (EU) 2018/848 Add 24 AT 25 AS
PaRAPANFFM- NTMRT AL909° AT PO-NAT UIT T ACERT
ACILA PALYYT NAPMPIRP N+ NATE TG TADP AANT:
%0 116,

ACERT ACI10 AAUT PIINCT ATAT PHAM LHLP &2
NY=r (EU) 2018/848 h¥$x 46(1) dPw/t 4m-$5 PAM:
AdT PEMME ANAT AT PEMML ANAT ADTRRT ANA
U741 A®-3T Agh, ANAT AT € C AhAT 08 PM-F
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MAGE ~AANT: NHU 27N AT$E 25(4) Pw/lt A+einng
ACILA 9P PR Il YICTFE P MNFmEPS NhAR Rk
NtHIE® AR %% AL PP/N@Y T/J76n, N 2018/848
ATeR 25(1) 83N (EU) h¥$gx 25(1) @At e+Am
@UPRY 9923710 AANT:

AP 17
PaDLA) D-YLTF AT NACILN ALH MNP AP PTIFD-

pang{) @-yULF N Nh+At dodh:- dbs8{) YeEerhAREe:
meq) AAAAARLLET R8N ANARET NCE $ADPA AT P14
el AT 231N (EU) 2018/848 AL ATL+IARD-
NACILA AOPT 9o°CT @D AL NNELLALE AT £71N
ARLE ANN 78N m&ID AR AN EFAA: NYIPF N 6 Do
99 @8 NYhFC. AT AT NF AL ATLHC
NATE ACPF @-ND N 6 N 9490 72N APIN AT ANAD
£FAA, BUIR NGAD+ AN N 5-900F 7H M-\ MmEID AL
PPAD- ATINL d®MY AT hA&T At 90PF++ @AM h 6
PMLNAD NPy, N9, NHU M4t »Pg° hacm-As Nt
ATt NTAME AT @AM N6 N 9490 718N A&
ANEAL DAMUE TNCEPTT NM&Z/N A ACERT NHCHC
MADS AT +NLP PUPIm™- ACERT PRU& TMhFmdep
AAD NF 10

ATB U9 @YY AT AATY PALF UPATY AL €% HEF
ATMNP PhLJ $YA4 ACTCEPT aPMAL AANTM-:

AT4% 18
+.PD-PPF - LINF

PANSMMP AT PRAINT AONF ATL+HCTFT AT NA+HE DIFFTY
PEAIFFOT UIRIF TLI1M NFA AT OF AOCITRLPA =

teo-ea- N+EMMLD ANA ALTET AL mege ngavg
oMt AR AN 2FAA AT AHU 9AT N+&mms Ahd
PMITM™Y  +HINGT % NADMPID AL BFAA=
+em-Pm-Y MP/N LC1ET NTLXIPNT 1H N+ae/an/m-
ATSTC PH40M0 NPT MLIR ATO™GPE PRANAR +7+q
O-MAFT ARTETS NEONFDP AL +eNLTT L&MeAx
PANTE @IPFYT N+AAN+ PM&/N.P 1H PMMAID NPT
M AONPE. AT A9INNTE PAD &I AA e
N+&mmem Ahd N+ZI1m AT htmAy @ AAMT AAD-
haq+ 2anlAx

L£9NT PemMmL Ahd ANAT AL ALAPART 2FAA AT AHU
%A N+HIE A1 NAOMPI® APCN LTAA. PARARANFD-
APGLN OALD ARTELTE NHIAR NBA NATRAT (5) PHe-
+5F @-AD A+INC AL +PNLIF L&ME-A.

Ptemqe AT £9IN% AT, ha+4m +em9em- NLLAD-
NANZ A9PNF (15) PR 9% @AM RI9TF RANG:
+PMM NL+T 7 PeMML ANA NFU& TMAME AT
NANAND AL ATRA+E AMLSP 2FAA. PR NPT ¢
ANNLPE. +4NLYF NTT ATS+H4 NANAND- AL dRA+E AS
Pe/NDT  +emA [/ 29NF ARIE  ETAA. @NL0-
Nhaasam AANLAD &20 £9aNT +7YNT A% AT AdeT
Pl LHLP ACTREPT RYHD L54Ax NOtm ANLAL
NPy +mme MNELEPTY NHPPL MIFT ALATT ML
T80T AMRARCARC PNATPPFY +ATE EMEPA = haq o
+eM-Pm-/LNTF NLLAM- NANG ATRNF PNZ (15) 57+
oA @AL ONL ALY NHERANE ARTANE/ATRANE
MADEP AANF=

ICS -BIO3CC- D1.1 6/01/220323

A7¢% 19

h ACERT IC P+PPA+ AT 1T MPNFF AT 78,5PF

N5

1.

PHPPAD ATL+HC NtOATD PIH 78N @AM
PE+A 7 MLIR PNFTA ADD AT8.LZ9 NThAA
AMEP BTFAA =

PHPPAM: ATLTC PE+A MERT MARL AMLd
2FAd, ATSTS RTIRU PADY @R
P eI Uy .

NgeCaRLm M&F PATAL T4 +MhE PE+A LY
am/ 076, AS/MLYD RANS N+ANt O+PLH Y
aHon apy eFAA:x +Ohe N&+AD &%
N&ca™t ATRF WA P+HPHTT MR +dm-qrm-T
aoHelN aRaD ) £FAQ =

NgoCaRs@m M$F NABs aoragsm- N+ANANG-
A12 AL PTPPAM: ATAHTC APO-$M RTAA =

P PHPPAM ATLHC AOMPP LFAA: I
PO-MAE PR hd NA U 999, N+DAID- @A
Pt 78N, NHU 788 AL PIma™% MM PF
N+tPPL ATLHC £hAK.

P PHPPAM- ATLTC £FAA M P +AMEA
PIANC MLPFT A TCLATA FPhTLETF AT
apgReayp f NgRgRYEF | 1R8PT P BGAT
a/976m, © FOHHT T A POAA+POE AT PINLT
GAMPF 4G L79P | AYHH ML 977 PARAM-T
10 PRAT @ BNTYTRAn MP P AN LCTT P P
LLBPF OW/F ME PHFM j0nx 1@ PHLIIM .

9183 PFi-

PHPPAM: ATLTC PTUN+ATY ML AANT :

1.

@m+NNC NTYAD- BF7E A FFE PEMML Ahd
A&+EF N+ Rarn e SCEFP IC N+
ACIREPT PEAR YBFT AT PhTTA JoLARLPT .
P9 +@he ha+Ah NgeCapsm AL RA+4 T
PEAF @ aoapf) AANF: U +@OhE PAAI® MS
SCEF PRCIA O7TH NAPAM: GoCaDLM» = NUPY
gocaog. e/ AL FAIR MLIR ANFIL o NS
AS / @LI® NATLH4 PHhANA 10~ , BU AL
L8MeA P&E+HA d®hAhd AST AaNN1F PAD-
PAAGC 18F AATRFHH AST P&MT ACIREPT
+aNsP LUSh

ngeCans.o- 0%t ATEMMLPT AT
AMMANFFD FHNLPF NUGATS PIRCT +£a9%,
@MPINNLLPTF, PNMF NFPF, NUATD PLAN
AT FHME ATRT @Nm SIT@mI9D B8R
@AMT, N+HOTILT® ATeté MIFm-I9 ao/s
AemML ANA AMT AANT +NA £FNNAE
ANEAT A hATYD- P&A+A;

UAT9° a®MNS 7 PaR.LLI%M- NIATF PNLAIA:
P21 ATPNSAPT N NANLLHE aBALT
PIAING Neude® AT PADCT U9 T (9°C AT
PaRANgGR I NCT ATPRT;

Ot NMNATNT 1H  WNTOY  PFeLm-
gocas. N+@AIE® PR 78N @AM, NATETé
IoNTPE |, ATAtG 10 FhAA A ADRLRIR £ LT
AADDLPY goLaD.me = PR A0PM: H$N) A
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