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HH MaTH TaHX0 XaM4YyH BOCUTaH Xy44aTry3opil MelOuHA MIyAaacT Ba TAbCHPU XYKYKil Hagopaa. Myaccucaxou HTTH-X01Us
0apoH OHXO SITOH MACBYJIUAT HA-MeJ0paH1 OH Ma3MyH. Jlap acui Bepcusixo a3 6a AaxJIop amMajxo, a3 YymJa OHXO
MyKajauMa, Me0OIIaH] KH Hamp mwya gap 6a Mavasiau pacmit a3 6a appynoit Urttudox Ba gactpac gap EUR-Lex.
Onxoe pacmii MaTHX0 MeQoIIaHA 0eBOCHTA JacTpac TapaccyTd 0a MaiBaHIXO AAPYHCOXT Aap MH Xy44aTt

» b KOMUCCHUA BAKWJI JOJA IITY] HU30M (HA) 2021/1698
a3 13 mroa 2021

nyppakyHanaa Huzomuoma (MA) 2018/848 a3 6a aspymoin Ilapiament Ba a3 Ty CoBer 60
npoueccyajii Tajgador 6apon 6a 3pTHpPod a3 HA30paT MAKOMOT Ba HA30PAT OPraHX0 KH
MeOomIaH/ caJoXuATIop 0a OypaaH OepyH Ha30paT MEKYHaJ [ap ONmepaTopxo Ba Typyxxo a3
OIepaTopxo TACAWK KapAa IIy1aacT OPraHMKMA Ba dap MaxCyJIOTH OPTraHUK Jap KHIIBAPXOH
celoM Ba 00 KOM/IaX0M HA30paT Ba HA30paT Ba Falipa amMaJyixo 6a Gomiaj M4po 1mIyd a3 YOHUOM KU
HA30paT MAKOMOT Ba Ha30paT OpPraHXo

(Mart 60 ADA ajsiokamaHjin)
(04 JI 336, 23.9.2021, cax. 7)

Hcnoxor a3 4yoHuOwu:

pacmii XypHnain
He caxuda caHa
» Komuccusiu M1 Baxwi nona mymaacr Husomuoma (MA) 2023/1686 a3 JI 218 7 5.9.2023

30 wnron 2023
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KOMMCCHSI BAKWI JIOJA 1YL HA30M (UA) 2021/1698
a3 13 uroa 2021

Mykappaporn ujoBaruum  ( NA)2018/848 Tlapsymonu
ABpyno Ba a3 0a Coser 00 mpoueccyaJii
Taaabor 0apou >bTHPO( a3 HA30pAT MAKOMOT Ba Ha3opaTr
OpPraHXo KM cajoxusiTaop Mebomana 0a OypaaH OepyH Ha3opat
MEKYHA] Aap onepaTropxo Ba TypPyXXo a3 ONepaTOpPOH TACIUK
Kapja myaaacT OpPraHudkKii Ba Jap OPraHuKd MaxcyjaoT aap
MaMJIAaKaTXOM Cel0OM Ba 00 KOMIaX0 Jap OHXO Ha3opaT Ba 0a
Ha30paT MEKYHA/J Ba Jurap amMajixo 6a 0omajx Mypo mysa a3s
YOHHOM KU HA30paT MAaKOMOT Ba Ha30paT OPraHxo

(Mart 60 ADA ajsokamaHin)

BOBHU 1

Iponeccyan TAJIABOT BAPOU JJAP I3BTUPO® HA3OPAT
OPTAHXO BA HA3OPAT OPI'AHXO

Moooau 1

Tanabor wumopa kapx 6a map Hykra () a3 Momgan 46(2)
Huszomuoma (MA) 2018/848

1. Maxkomu Ha3opart € MaKOMH Ha3opaT AapXxocTpo Oapou 3bTupod Aap
mozazau 46(4) Huzomuoman (MA) 2018/848 6o ucrudona a3z moxpenu az
qoHn6u Komuccns gacrpacirya nenHuxoa MeKyHaa. TaHKo 1apXOCTXOH
nyppa 6osin Ooman rupudra mygaact 6a xucoO.

2.  Jap Texuuki ¢aiin wumopa kapn 6a gap Mommau 46(4) a3
Huzomuoma (MA) 2018/848 xoxan xapn map Gap merupan 0a maiipasi
MabJIYMOT Jap sike a3 6a 3a0oHxou pacmil a3 6a Urtudok:

(a) mawmymotu 3epuH nap 6opau opraHu Ha3opar € Ha3opar OajaH:
(i) =HOM;
(if) mouta ¢upucToman cypora;
(iii) Temedon paxam;
(iv) mouTam 3J€KTPOHA TaMOC HYKTa;
(v) Gapom Hazopar 4acamxo, 6a HOM a3 OHXO aKKpeIWTaTCHs OajaH,
(b) mmrapxy GabOTUATH TEMIOMHMIIYAad MAKOMH Ha3opar € MaKOMH
HA30par Jap KUIIBAPH CEIOM & KUIIBAPXOH CCFOMH JaXJIIOP, a3 4yMiia
a HUIIOHAOJ a3 0a OpraHuKA MaxCyloT, SK40s 00 pam3xou
HoMeHkatypau omexrta (CN) myBoduku Huzomuoman 1ypo (EEC)
Ne 2658/87 (1), ku map sIK Kareropusd MaxCyjloT TaKCUM Kapja
MemaBag 4yH ry3omTa OepyH map Momman 35(7) a3 Huzomuoma
(MA) 2018/848, xku TnOku 6anam (b) (i) Mmomgmau 45 (1) HuzomHoman
(MA) 2018/848 nap naBomu conu aBBasid (abOSHUAT MAac a3 IbTUPOD
6a Uttuxon BopHI Kap/Ja MemaBana. a3 4ounou 6a Komwuccus;
() a rtaBcud a3 6a HazopaT XOKUMHUAT € HazopaT OagaH 4YyH 0O IXTHPOM:

(i) om coxrtop Ba aHmO3a;

(1) Huzomuoman Ilypo (EEC) Ne 2658/87 a3 23 wuronu comu 1987 map Gopaun
tapudxo Ba HOMEHKJIATypau oMopi Ba Tapudu sroHau rympyki (OJ L 256,
7.9.1987, cax. 1).
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(ii) om IT umopakynii cucrema;

(iii) on ¢unman odpucxo, arap SroH;

(iv) on HaBbH a3 (habONMUAT, a3 YyMiIa BAKHJI Kapja NIyaaacT (aboHsiT, arap SIroH;
(V) oH Tamkuii Auarpamma;

(vi) ou cudar nmopakyHi;

(d) pacmuéru cepruduxarcus, a3 yymuaa Gapou momaH & pal KaphaH,
6o03n0mTad ¢ 603XOHAM ImaxoxaTHoMau xap 6axmu (b)(i) 3uKpuIyIa
Momnau 45(1) a3 Husomuoma (MA) 2018/848;

() TapumMan KOMIAXOM HCTEXCOJ Ba TaIOUPXOM HA30paT MyaisH
kapna mynaann gap Husomuomam (MA) 2018/848 Ba canagxou
BaKOJIAT/IOp Ba TAaTOMKILIABaH 1A, KU THOKU OH 0a 3a00HX0€, K1 Oapou
OIepaTOPOHM IMIAPTHOMABH Jap KHIIBAPXOM CEOM (haxMOaH[, KU
MaKOMOTH Ha3opatii 6apou OHXO KaOyi nrymaana. € HasopaT OamaH
JAPXOCTX0 IBTUPOD;

(f) xy4uarxoe, ku puosiu Mebépxou gap momuau 46(2) HuzomHOMaun
(MA) 2018/848 mykappapiyna, a3 yymiia HycXau IIaxoJaTHOMau
AKKPEAUTATCHS a3 YOHHOM MAaKOMH aKKPEAUTATCHs IOMAIIyaa, KH
XaMa KaTeropusxo a3 MaxcyjaoT 0apou KU bTUPOd acT AapXocT
KapJa LIyJaacT;

(9) pacmuér, Ku KOp Ba aMalurapIoHupo 0a TaBpu Mydaccayn TaBcud
MeKyHaH/ a3 0a HazopaT TagOupxo Oa Oomiaj rysomTa 0ojo aap
MyToOuku HuzomMHOMan Maskyp, a3 Jbymiia, Aap MaBpHIHBOU 3apypi,
MYyIIaxXXacoTH HazopaT 6apou 0a rypyx a3 omnepaTopxo;

(h) a xaramor a3 tambupxo 6a Gomax rupHdTa IIyIAacT Aap XOJATXO
a3 TabCUC [O7a LIYAAaacT pPHUOS HAKAPJAH YyH Ty30IITa LIYJAacT
noéH aap Monnau 22 a3 uH HuzomHOMA;

(i) » M1 wuycxan XucoOOTH OXHPHHHU ap3&0d, ku maap momman 46(4),
3epOanau nyromu Huzomuoman (MA) 2018/848 3ukp nrynaacr, ku a3
YOHMOM MaKOMH aKKpenuTarcusi € Jap XojlaTH 3apypil a3 4OHHOU
MaKOMH CaJIOXUSTIOP TapTHO J01a IIy1aacT XOKHMHUSAT, Jopou Oa
MabJyMoT umopa kapa 6a aap Kucmu A-u 3amuman [ un Koupa, a3
YyMmila CAaHYMIIH IOXUAX0 XHUCOOOT JAap O0pan CAaHYMIIH HIOXU, KU
Jap JaBOMH 2 CONM MelI a3 MEeIIHUXOA Ty3apoHHa IIyAaacT a3 0a
Japxoct Oapou 3bTHpOd. A3 YOoHMOM pOX a3 paaKyHid, Oapou
JApX0OCTX0 Jap Oopau 3brtupod memHuxoj Imymaact mem a3 31
JHexabpu conu 2024, moxua ayauT Ty30puil Maid Oomaa xap a
moxua ayauT OypJaHA Aap JaBOMH 3 CONH IEII a3 MEIIHHXOAN
Japxoct gap 6opau 3sTHpod. [ap ap3€0it ry3opuin xoxajn Kap
nonaH Oa maiipaBii kadonat mennxan: 4

(i) xwm MakOMOTH Ha3opart & opraHu Ha3opat 6a KOOHIMSATH OH 6apou
TabMUHU OH, KA MaXCyJOTH a3 . KHUIIBAPXOH CEIOM 0a MIapTXOH
nap 6anmxou (a), (b) (i) membOunMITyAa YaBOOTY MeOOIIaH . Ba
(B) momnan 45(1) Ba map mommau 46(2) Huzomuomanm (MA)
2018/848;

(i) xu opranu Ha3zopar € OpraHy Ha30paT UMKOHMST Ba CaJOXUSTXO
Oapon TaTOMKM caMapaHOKH Tana0OTH Ha3opaT Ba HYPOH
Menépxon aap momiau 46(2) Huzomuoman (MA) 2018/848 Ba nap
nH HusomMHOMa fmap Xap SIK KHIIBapH CEIOM MyKappapliyia
06apon K OH JapXOCTXO IBTHPOD;

(j) »manmenum oH, KM MakOMOTH Ha3opat & OpraHd Hazopar a3 (aboIusITH
XyJI OroX Kapja mrygaact 06a 0a maxyimop MakoMoT a3 0a cetoMm
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KAIIBapy JAXJIIOp Ba YXJAJOpHU OH OUJIl 0a SXTUPOMH TanabOTH
KOHYHUH T'y30LITallyJa Jap OH a3 YOHHOH 0a MakoMOT a3 0a ceoM
KHIIBap HUTAPOH;
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(k) cyporamn BeOcaiit, 60 MyHIapuyYan Xa i aKkKan 0a sike a3 3a00HX0H
pacvuu MITTHXOX MacTpac Ba HHYYHHH Oapod IIapTHOMaxo (haxmo
oIepaTopxo, Aap Kyqo 0Oa pyixar mmopa xapa 06a map Hykra (a)
a3 Momna 17 a3 wH HuzomHOMa MertaBoHax Oomax Edr;

() ¥mwoagopum mMakomord HaszopaTi € MakoMOTH Haszopati nap Gopau
JOJaH JacTpacii 0a TaMOMHM MAOpax0 Ba HHINIOOTH OH 0a
KOPIIMHOCOHH MYCTaKMIIK TabUHIIYMa a3 4oHnOu 6a Komuccust Ba
HUIOX JOpeJ JacTpac Ba XaMa MabIyMOTH MapOyT Oa (abonusru
Ha30paTUH OH JIap CEIOM KHUIIBAp HHUIAPOH;

(m) apuzan MakoMH Ha3opaTii € MAaKOMH Ha30paTi jaap Oopan OH, KU OH
a3 yonubu Komuccus 603xoHIa Hamrygaacr € a3 4YOHUOU STOH
MaKOMH aKKpeauTaTcus 003XoHIa € 6o3momTa HallygaacT, KM Jap
JTABOMU 24 MOXH Il a3 TApXOCTH OHXO Jap 6opau 3bTUpod KapIaHu
KHIIBapH CCIOM Ba/€ KaTeropusy MaxCyJOTH OHXO 0apou bTUPOd
KapJaH AapXxocT KyHen. MH TamaboT TaTOMK Hamerapaaz xap cypaTu
003X0H[ ITyaaH MyToOuku Ganmu (k) Mmoanan 46(2a) a3 HuzomHoma
(VA) 2018/848;

(n) xama ryHa MabliyMOTH JHrape, Ki a3 4OHHOM MAaKOMOTH Ha30paTd &
Hazopart 3apyp act OanaH, € a3 YOHMOU 0a MaKOMH aKKpEIUTATCHSL.

3. MakomoTn HazopaT € MakOMH Ha30paT XaMa T'yHa MabJIyMOTH
WJI0Barupo, k1 a3z 4onuou Komuccus 60 mMakcaau >bTUpodu OH JapXocT
LIyJAacT, NEIIHUX0 MEHAMOSI.

4.  Arap Komuccus MyaiissH KyHaJ, KU MabJIyMOTH nap Oanau 2 € 3
MEIIHUXO/IIYIa HONyppa, KyxHa € raiipukaHoaTOaxil acT, Bai paj
MEKYHaJ. JapXxocT 0apou 3bTHPOJ.

Moooau 2

Bacepb a3 0a nompam a3 6a ILTHPOP

MakoMoTu Hazopatii € MakOMH Ha30paTi# MyBO(GUKH OH IBTUPO(D
mynaact Moanau 46-u Huzomuomau (MA) 2018/848 meraBoHaa 1apxocT
Oapou TaMIu NEUIHUXO/A KyHal a3 0a Joupau a3 OH IbTHpPOd Oa a
WioBarii ceroM KumBap € 0a KaTeropusid WIOBarMM MaxcyjaoT 00
uctudona a3z MojeNu gacrpac a3 4ouuou 6a Komuccus.

Hapxoct nap 6opau Tamauan noupau 3bTpod 00si a3 HaBCO3W MOopat
Ooman a3 Oa maxiugop KUCMXO a3 0a TexHWKW ¢aitn umopa kapa 6a
nmap momian 1(2) 60 MabJiyMOTH AaxJAOp Aap OOpau KHUIIBapH HUIIOBATHH
CeroM & KaTeropusii WIOBarkd MaxcyjioTe, Ku OOsiI JOMpan Baceh Kapja
LIABAH]I.

BOBU I

HA3OPAT OF JAP HA3OPAT OPI'AHXO BA OPI'AHXOM
HA3OPAT BY JAP KOMUCCUs

Moooau 3

Tanaboru ymymii 6a Ha30paTH MAaKOMOTH HA30paT Ba Ha30paT
OpPraHxo

1.  ®avonusatu Ha3opatu Komuccnst HucOaT 6a MAaKOMOTH Ha30paT Ba
Ha3opaT opraHxo OJbTHPO® Hap MyBooHK 00 Mmommam 46(1)
Huzomuoman (MA) 2018/848 Oosn 6a ap3ébmu (abomuaTH amaauu
MaKOMOTH Ha3opaT Ba MakKOMOTH Ha3zopaT 00 Ha3ap[OLITH HAaTH4aXou
KOpH MaKOMOTH aKKPeIUTaTCHs TaMapKy3 KyHaJ|. WIIopa Kapx Aap HyKTa
(r) a3 Momnau 46(2) a3 xu HuzomuOMa.
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2.  Jlap mmpmnat Ba OGacoman a3 Ga HasopaT (DabONUAT MYPO IIyHaH
a3 yoHnOm O0a Kommccns xoxam kapn Oomrag MyTOOMK Kapia MyBO(HKH
6a 0a xaB() MyTOOMKAT HakapAaH MyTOOMKH Moutan 46(6) HusoMHOMan
(VIA) 2018/848.

3. Oprauxou Ha3opaT Ba OpraHxoM Hazopar MyBoduku 60 Momran
46(1) a3 HwmsomHoma (MA) 2018/848 xoxam Kapi HHIOX JAOLITAH
KoOwmsAT Ga Boxypex Oa IiapouT Ba MebEPXO rysomra OepyH aap
nykraxou (a), (0) (i) Ba (B) a3 Mommaun 45(1) Ba Momnau 46(2) a3 xu
HuzomHOMa 4YyH ry3omrTa Jap Jjax3ad 3pTHpoQU OHXO aap Qaiinu
TexHHKiT. OHXO XOXaH/l Kap/l MHYYHHH MKTHIOp Ba CAJOXUATXOPO Oapou
TaTOMKK TanaboTH Ha30paT HUroX [OLITaH, [IAPOMT Ba TaaOHPXO
ry3owta 6epyn nap Moanau 46(2) Ba (6) a3 Huzomuoma (MA) 2018/848
Ba Jap uH HuzomHOMa.

Bapon KM MakcaJZl, OHXO XOXaJ KapJ HUIIOH JOJaH:

(@) xu oHXO (habOMUATH XyAPO MYBOQHKH MIAPOUT Ba MEhEPXOE, KU Oa
OHXO HIIOpa IIyAaacT Aap 6a 3epOaHau IKyM; Ba

(b) puosiu TapTHOU KOPH OHXO Ba CAMAPAHOKUM OHXO HA30paT TaaOupXo.

3a. Jlap noxwau 2 con a3 6a uoTHmon 36TUpOd € a3 6a Bacebh HAMYIAHU
Joupau 3bTHpo( 0a KaTeropusi HaBU MaxCyloT MYTOOMKH Mojjiau 2
MaKOMOTH Ha30paT € MakOMH Ha30paT XyJI0CaW ayJuTH HaBU IIOXUAPO
ous 0a TapTUIIN HABH IOXU/ MEIIHUX0 MeHamos 1 00 Kucmxo 1 Ba 2
a3 Kucmu b a3 3amuma U Gapou 0a kateropusixo Maxcyiore, Ku 6apou
OHXO 9bTUPOP LIyAAACT € JOUpPan YbTUPOPH OHXO OYyJ Japo3 Kapjaa mIyl.

4. Bapou 0a maxcajg a3 Oa cojoHa rysopuil, 0a Ha30paT OpraHxo
TabMHUH MEHAMOS/I KU HIOXWJ ayauTxo MeOomnann Oypaana OepyH nap
myBopuK 60 Kucmxom 1 Ba 2 kucmu b 3amuma Man 6a HuzomHoMan
Ma3Kyp Ba 0abIMHA KOHJIAXO:

(a) nmaBpau GaiiHu Iy CAHYHMIIH IMOXHUAOH HAOOsA a3 4 con 3uén Oora,
a3 py3M CaHYMIIN aBBAJIHMHM IIOXHU/OH, KU Mac a3 YbTHPO(HU aBBAIHS
ry3apoHuja mygaact € 0a Tamaunud MOTHIONW a3 jJoupan 0a a
KaTEropusivi HaB a3 MaxCyJoT;

(b) Illymopan CaHYHMIIXOHW IIOXHIOH, KA OApOW MapXOCTH aBBaIHs OHI
0a »bTUpOd KapaaH ry3apoHMIa LIyAaaHja, 0apou XucoO KapaaHu
LIyMOpal YMYMHH CAaHYHMIIXOM LIOXHWAOH, KM Oap JaBOMH 4 coI
ry3apoHHMJa MellaBaHj, 0a Hazap rupudTa HaMEIlaBaHI. HIIOpa
LIy/1aacT Jnap Hykrta (a);

(C) sx wioBar@ MIOXUI AyAWT XOXald Kapja Ooman OypaaHm OepyH:

(i) xap 2 com map Kd CEOM KHIIBapXxO Jaap Ky4o 6a MaxCyinoTd
JIOpPOM xXaTapu OajaHj 4yH uiiopa kapa 6a map Mopanau 8
acT HCTEXCOJN Kap/a IryfaacT ¢ KOpKapAIyaa;

(ii) Gapom xap 10 xumBapu ceroMu dbTHpodIIyaa. H canduim
LIOXM/IOHY WIOBArd XO0XaJ Kapn Oomiaa w4po HIyaaHd aap

moxunu 4 coi;

(d) 60 Tamabu KomuccHust 603 TaMTHIIN IOXHIH Ty3apoH/Ia MeIaBag &
a3 Oa akkpenurarcus OajgaH acoc €praacT map a TaxXJIHIH XaTap
a3, Jap MaxCycaH, MaipaBil OMIUIXO:

(i) 6a pakam a3 HHCIIEKTOPOH;

(i) 6a pakam a3 omepaTtopxo;

(iii) 6a HaBbu a3 davomusT Oypmanm OepyH a3 YOHHOHM Oa OmepaTopxo;

(iv) 1mrymopam caHYHIIXOM IIOXHUIOH, KM a3 YOHHOH MaKOMH
aKKpeIUTATCHs Ty3apOHHIA MEIaBal;
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(v) 06a KOHYHIIMKAaHUXO Hap 6opau Oa HA30paT MakOMOTH;

(Vi) 1mymopan rypymiou cepTU(GHUKATCHAIIYIan ONEepaTopmho Ba
aHJI03ad OHHO |

(vii) xynocaxou TaHKHIH Gapou OpPraHXOM HAa30paT & UHCIEKTOPH
Maxcyc € HMHCIEKTOPOH;

(viii) 6a Tabuat a3 6a mMaxcynor Ba 6a xaBd a3 Kamwiobi;

(iX) Haszapu xomuccust map acocu XMCOOOTH COJNOHAW KaOJauu
HazopaT OajaH;

(X) my6xaxo a3 KawioOM a3 YOHHOH OIEepaTopXxo.

(xi) ©6a xayM a3 MaxcylaoT BOpHJ Kapja LIyfaacT a3 a CeoM
xumBap 6a UTtudok Ba GhaboausTH OpraHu Ha3opaT & opraHu
Has3opar Jap bTHPOd CEeroM KHUIIBAPXO.

5. OpraHxou Ha30paT Ba OPraHXOM HA30paT Xy4uyaTXxopo ouf 6a OHXO
Taxyunu xatap Taptubu gap 6a Komuccusu mapxoct.

6. bapou 0a makcam a3 HazopaT a3 Oa Ha30paT MaKOMOT Ba Ha30par
oprauxo 3pTHpo(d a3 yonnbu 6a Komwuccus, 6a oxupuH Mail a3 4oHHOU
Iy OaBiaTH y3B 0a XaliCM Ty30pHIIrapoH 0apou Oappachuu Xy44aTXOH
TEXHUKUH a3 YOHHOM MaKOMOTH Ha30paTil Ba MAKOMOTH Ha3opatit 6apou
9bTUPOdH aBBaIMs € Baceh KapaHU JOUPau YbTUPO(U OHXO, UIOPaAKYHI
Ba Oappacuu pyiixaTd MaKOMOTH J>BTUPOQIIyIaW Ha30paT Ba Ha30par
MYCOHZAT HAMOSHI. OPraHXO Ba 0axomuxuu (abONUATH OIEpaTHBH, a3
qymila COJIOHA T'y30pHIIXO, a3 0a Ha30paT MaKOMOT Ba Ha30paT OPraHxo.

7.  Komwuccus MeraBoHa1 JapXocTXOpo OailHH JIaBJIAaTXOU Y3B TaKCUM
KyHaJ MytaHocuOaH 00 0a pakaM a3 OBO3XO a3 xap K ab3o [lammar
nap 6a Komuter map OpraHuki HCTEXCONOT.

Moooau 4

COJIOHA ry3opuun

A3 younbu 28 despan xap con, 6a Ha30paT XOKUMHSIT € Ha30paT
0amaH NENTHUXO/A MEKYHaJ a cojoHa rysopuin 0a 6a Komwuccus.

OH xuco00TH costoHa 00511 (GabONUATH MAKOMOTH Ha3opaT & HazopaT
Oaman nmap Oa rysamra con gap MyBoguk 0o 3amuma |l

OH 0a sike a3 3a00Hx0M pacMuu UTTHdOK Ba O0a 3a00HU aHTIIUCH
MEIIHUXO0/] Kap/a MelaBaj arap 0a pacmii 3a00H MHTHXOOIIyIa act
HE aHITIUCH.

Moooau 5

I[ap YO0H X0JUCa UMTHUXOHXO0 Ba ayJIUTXO

1.  Kommccust MyHTa3aM TalIXUCH XaB(QHOKPO Jap YO XOMCA TAIIKUI
MeKyHaJ Ba/€ aymuTXo a3 0a Ha30paT MaKOMOT Ba OpTaHXOH Ha30par
6axo momaH 6a cudar Ba camapabaxmME Ha3opaTe, KA Xap SK OpPraHH
Ha3opaTdl € opraHu Has3opaT Mery3apoHal. VH caHYuIIXO Ba ayauTXO
METaBOHaHA 00 MaKOMOTH IaXJIJOpH aKKpeIuTaTcHs MyBO(HKAa Kapaa
maBaun. Komucenst mait Oorraj XaMpoxit MeKap/ a3 YOHHOM MYCTaKHII
MYTaXacCHCOH [ap JaBOMH HHXO Jap YoM XOAMCa HMMTHXOHXO Ba
ayauTXO.

2. Kommccns MeTaBoHaJ XaMa T'yHa MabIyMOTH HJIOBArd, a3 qymia
HEMIHIXOIH K € AKYaHT XHCOOOTH MyBAaKKaTHH CAaHYHIIN JOHUBA3KyHH
MyKappap Kapja MeIlaBaj a3 YOHMOM MYCTaKWI MYTaXacCHCOH KH OH
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3. [[ap qou XoAuca UMTUXOHXO Ba ayAHUTXO Mam JOXWJI MCIIaBaH/:

(@) a Go3mum 6a Ga wmmopaxo € OuHO a3 0Ga Ha30paT MakOMOT Ba
Ha30paT Yacaaxo, OHXO ayTCOPCHHI XH3MaTPacOHH Ba ONEpaTopXo
€ TYpyXXOHW OMEepaTOpOHU TaXTH Ha30paTh OHXO Jap MTruxoaus Ba
MaMIIaKaTXOH CEIOM;

(b) Gappacuu XyduaTH Xyq4aTXOH JAAXJIOp, KU TaBCH() MEKYHAH[
COXTOp, (GaboNMAT Ba HMAOPAKYHUH CU(ATH MakOMOTH Hasopar &
Ha30paT MaKOMOTH;

(€) Gappacum Xy44aTXOH MapBaHAAXOH KOPMAHIOH, a3 4yMmiia [IaJelIXOH
CAJOXMATXOH OHX0, CAa0TXOH OMY3HILITL, H3XOPOT Jap Oopau dapxypam
MaH(pHAaTXO Ba cadTX0 a3 ap3Eé0i Ba Ha30paT a3 KOPMaHJIOH;

(d) camyumum daitnxon ornepatopxo € rypyxXxoHu OrnepaTopoH 60 MakcaIu
TapTUIIN MyHOCHOAT 00 HOMYBO(HKH Ba IIMKOATXO, XaIUIH aKajH
HazopaTtu Oacomaj, 6a ucrudona OypraH a3 a 6a xaBd acoc épraact
paBuin Jap 0a Try3apOHHMAAHM CAHYHIIXO, aMaJHCO3HH OO3IHIXO Ba
6031uIX0n MUHOAbIa OMIYHN OTOXMH TEIIaKki, cHécaTi HHTUXO00 Ba
TabOIyTM WTTWIOOT OO0 Jaurap Ha3opaT OpraHXo Ba Ha30paT
MaKOMOT;

(e) aynuTH a3Ha3apry3apoHil, KM CAHYMINU OIEPaTOpXO € TYPYXXOH
orepaTopxo 6apou CaHYHIIM PUOSH HAa30paTH CTAaHIAPTHA Ba ap3E0UH
xaB( MeOorrag TapTiOn a3 6a Ha30paT XOKHUMUAT & OpraHu Ha30paTH
Ba CaHYMJAHU CaMapaHOKHWHU OH 0O Ha3apIOLITH TaXaBBYJIOTH Ba3bH
OIICPaTOPOH a3 CaHYHIIN OXMPUHU MAKOMOTH Ha3opaTii & Ha3opaT
Oaman;

(f) aymuru mwoxuan, kKu GaxoIUXHH HIPOU CAHYHIIIN YUCMOHMA Jap YOuH
xoauca MeOoliany, KA a3 YOHMOM HO3UpU HA30paT TIy3apoHUaa
MelIaBaa XOKHUMHUAT & Hasopar OajxaH.

Moooau 6

Ilaiirupii yekxo

Komuccust meraBoHaj caHUMIIM MaWrupid  KapAaHU MaxcylnoT &€
OOpKaIIOHUPO aHYOM TUXaJ, KU ap IOoUpau YbTHPOGH MaKOMHU HA30paTi
(dapo rupudra mynaann. € Hazopar O0agaH pTUpOd Aap MyBOGHUK 0O
Momnan 46(1) a3 Huzomuoma (MA) 2018/848.

bo wmakcamum malirupuM KOMIIOHEHTXO € MapXuiaxou HCTEXCOIU
MaxcyJ0TH opranuki, Komuccns MetaBoHa1 a3 MaKOMOTH CaJIOXUATAOP €
a3 MAKOMOTH Ha30paTi € MaKOMOTH Ha30paTH YajaOuryia MabIyMoT Tajnal
KyHa/. gap 0a Hazopar a3 KM MaxCyJaoT apTuIaH Jap 3epyd OHXO HA30part.

Komuccuss MeraBoHaa aap acocu XaB(W COJOHA CAHYMIIXOU MAUTHUPH
aHYOM JUXaja ap3E0i WYPO IIyA a3 YOHHOW OH, HIMKOATXO THPUPT a3
younbu Kommuccus € ab3o maBinatxo, € taconydi.

Komuccust tadTuinm nairupiapo aap MyxjiaT aHYoM MeEIUXaa Kd OHPO
MyalsiH KapJaact, 00si/1 capy BakT 0a BaKOIATIOPH Jaxiuop xabap mona
raBajJ MaKOMOT, Ha3opaT MaKOMOT Ba Ha3opaT OpraHxo 4ajib kapzaa
[Tyaacr.

Moooau 7

An hoc napxocr a3 youuou 6a Komuccust

Kowmmuccns MeTaBoHam Jap Xap BakT Jap acOCH TaXJIMIM YUIAR HCOOT
kapgaH 0a 3apypar, co3elq SKKOpa HapXocTX0 Oaponm MabIymMoT Oa
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Moooau 8

Pyiixar a3 xaBdu 0ajanj MaxcyJor

MakoMOTH Ha30pat Ba MAKOMOTH Ha30paTHe, K| HucOaT 6a MaMIIaKaTXOH
CeroM aMan MekyHau, momiau 9(8), 3epOanmu nyrom Ba Mojaxou 12(5)
Ba 16(6) xammH Hm3zomHOMapo HHcOAaT 6a MaxCylOTH IOPOM XaB(hH
OayaHz, KM a3 MaMJIAaKaTXOH CEIOM Jlap pyHxaT TUpH(Ta IIyaaHs, TaTONK
MEKYHaH/I. 1ap caHau aMalii, ki THOKH Moian 46(8) Huzomuoman (MA)
2018/848 nmap acocu HHTHXOOH Imac a3 HOMYBO(HMKATHH aCOCH, HHTHKOIHA
€ TakpopInaBaHIa KaOyn IIygaacT, KH 0a OHXO TabCHp MepacoHaHX 0Oa
SKIWIA a3 OpraHukid € Jap-KOHBEPCUS MaxcyloT € UCTEXCOJIOT.

BOBU lI

HA3OPAT JAP 3XTUPOM OF OHNEPATOPXO BA TI'YPYXXO
OF ONEPATOPXO BY JAP HA3OPAT OPI'AHXO BA OPI'AHXOH
HA3OPAT

Moooau 9
Tenepan Mykappapor

1. Hasopar a3 yoHHOM OpraHxOHM Ha30paT Ba OPraHXOM Ha3zopar Oapou
tad Ty prosiu Huzomuoman (MA) 2018/848 a3 qyoHnbu ornepatopxo Ba
ICYPYXX0 a3 OIepaTopxo [ap CCIOM KHUIIBApX0 XOXald Kaph JOXHI
MeEIIIaBaHI:

(a) canyuiu TATOMKHM YOpaxoW MEHNITMPHKYHAHIA Ba DXTHETH, KU JIap
momian 9(6) Ba mommam 28 HuzomHomau (MA) 2018/848 3ukp
LIyIaaHm, [ap Xap MapXuian HCTEXCOJ, OMOIAcO3i Ba TAKCUMOT;

(b) arap XOJIHUHT BOXHIXOHW UCTEXCOIUH FAHPUOPTAHUKA & KOHBEPCHAPO
nap Oap rupan, Tadtuiy cadbTxo Ba TanOMpxo € TapTHOu € Taadupxo
Jap 4o Oa TabMHMH HaMosJ 0a paBIIaH Ba CaMapaHOK  YyAO#
OaiiHM OpraHukd, nap- TaOII IOJaH Ba BOXHIXOU HCTEXCONIUH
FalpHOPraHUKA, MHYYHHH OalHM MAaxCyJIOTH AaXJIOP HCTEXCOI
Kapja lIyJaact a3 YoOHMOM KM BOXHMIXO, Ba a3 0a MoO[Iaxo Ba
MaxcynorT wuctudona Oypaa MemnaBaa Oapod OpraHUKA, Jap-
KOHBEPCHS Ba BOXHUIXOW HCTE€XCONHM FaWpuopranukii. UyHuH
tadTHin 601 TaQTUIIK MOCBKUIKaX0po aap Oap rupajy Ku Oapou oH
JaBpau MeIITapa YyH sIKk KHCMH OH 3bTHpo(d Kapaa uryaa Oyx naBpau
KOHBEpCHs Ba Ta()TUIIN BOXUIXOU UCTEXCOINHU FAPHOPTaHUK ;

(C) xu map oH MaxCyJI0TH OpraHHUK#A, KOHBEPCHABH Ba FAPHOPTaHKUKA 1ap
SIK BAKT a3 YOHHOU OrepaTopx0o YaMbOBapH Kapja MEIIaBaH/I, 1ap K
BOXHIH OMOJACO3#, Maiion é OMHO oMoja € HUroX JOIITa MENIaBaH
€ O6a murap onepaTopxo € BOXUIX0 HHTHKOJ J10/Ia MEIIaBaHl, TACIUKH
ca0TX0 Ba a3 dYOpaxo, pacMUET € MEXaHU3MXO€ MaBUYHaHM, KU
amManuérxo a3 pyu 4o &€ BaKT YydO KapAa MeIIaBaHA, YOpaxou
MYyBO(MHUKH TO3aKyHH Ba YOPaXOH MEIITHPHUHU WBa3 KapaHu MaXCyJIoT,
MaxCyJOTH OpTaHMKH Ba MaxCyJIOTH KOHBEPCHSBII MyailssH Kapjaa
myq Jap XaMa MapoTu0a, KH OpraHWKd, Iap-KOHBEpCHUS Ba
MaxCyJIOTH FalpUOpPTaHHK, el a3 Ba 0ab/1 a3 aMaIuETH OMOAACO3H,
a3 pyu 4ol € BaKT a3 XamJurap 4yao HHUrox JOIITa MEIIaBaH[ Ba
MaNrupuu Xap K JOT a3 KUThaxOM 3aMUHH aJlOXHJA TO KOJJIEKCHS
Mapka3 Jopaj IIyx TabMUH KapJa IIyJaacT.
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2.  Hasopart a3 4oHHOM MaKOMOTH Ha30paTii BA MAKOMOTH Ha30paTi O
6a tadrumm myBodukar 60 Permamentn (MA) 2018/848 amanit xapma
MEIaBaj. Xama OIepaTopxo Ba TYPYXXO a3 OIepaTopxo Aap CEeoM
KHIIBapx0 MyHTa3am, nap 6opau a xaBd acoc Ba 60 MyBohUK Oacomar,
Jap TaMoMH 0a TAMOMH DPaBaH[ Jap XaMa MapXHiIaXOH HCTEXCOl,
OMOJIaCO37 Ba TAKCUMOT Jap aCOCH SXTHUMONIHMATH HOMYBOGHKHA, KU Aap
Gannu (57) Momia MyaiisiH mynaact 3 a3 Huzomuoma (MA) 2018/848,
KM X0XaJ kapa Oomraj xaOynu karbii 0a xuco0 Oa maiipaBit YHCYpXO:

(a) mamynm, anmo3a, a3 Yymia 3aMHHXOM HaB WJIOBAIyJa Ba COXTH
OIIEpaToOpXO Ba TYPYXXO a3 ONEepaTopxo, YyH XyO 4yH Oa pakam
a3 HaB ab30&H XaMpoX IIyJaH Oa TypyX a3 orepaTtopxo;

(b) wvoiiruprasit Ba Mypakkabuu GaboiusaT € aMaTHETH ONEPaTOPOH Ba
TYPYXXO a3 OmepaTopxo;

() wmyxuate, KU 1ap [aBOMHU OH ONEPATOPXO Ba IYPYXXOHU OIEpaTopoH 6a
HCTEXCOJM OPTaHUKHA, OMOIACO3H Ba TAKCHMOT YaJIO Kap/a IIy1aaHT;

(d) 6a marmyaxo a3 Ga Hazopar MEKyHaJ WYpO MY Jap MyBOOHUK GO
MO[UIal MasKyp, a3 uymia oua Oa puosiu HuzomHomaum (MA)
2018/848;

(e) map MaBpHIM IypYEHH OMEPaTOPOH HATHIHAEHOU CAHIBHIIEHLON JTOXUI,
KU MYTOOUKH PacMHUETH HYyJbJbaTHOKH CUCTEMau HAa30paTH JOXHUINU
T'YPYHU OIlepaTOpOH I'y3apoHHU/Ia MEIaBaH] ;

(f) xox Ga XOJNAMHI MCTEXCONIOTH IalpHOPTraHUKi & KOHBEPCHS TOXHII
KapJia 11aBajl BOXUIXO;

(9) 6a HaBbH, MUKIOp Ba ap3WIil a3 MaxCyJjioT;

(h) 6a xaBd a3 omexra a3 MaxcynrorT & uduocuasi 00 Oermyosar
MaxcyloT € MOoJIaxo;

(i) Ga apusa a3 UCTUCHOXO € MCTHCHOXO 0a 0a KOMIaxo a3 YOHHOU
OIIEPATOPXO Ba T'YPYXXO a3 OIEPATOPXO;

() HykTaxoMm MyXHMH PHOS HaKapJaHH Xap sIK JaBpal HCTEXCOJOT,
Tali€pii Ba TaKCUMOT;

(K) 3epmympatit GpabomusT;

(I) o€ omepaTopxo € rypyxxou OmepaTopxo CepTHMUKATH XYIAPO TAFHp
JI0JIaaH;l HA30paT XOKUMUAT € Hasopar OajaH;

(M) xama ryHa MabBIyMOTe, KM OXTUMOIHMATH TyMPOX KapIaHu
HCTEbMOJIKYHAHJATOHPO HUIIIOH MEJUXAT;

(N) xama ryHa MabJIyMoOTe, KM METABOHA]| PUOSI HAKAPJAHH OHPO HUIIIOH
mxan Hwusomuoma (MA) 2018/848.

3. Monnau 2 Husomuoman Bakonatgopu Komucens (MA) 2021/771 ( 2
) Ba Mommaxou 4, 5 Ba 6 Huzomuomau taroukn Komuccus (MA) 2021/279
(%) xoxam kaph Mypouuar KyHEH Mymamuc mymanouc 06a Ha3opar
MEKYHaJ[ Jap 3XTHPOM a3 TypyXXo0 a3 OIepaTopxo Jap CEOM KHIIIBapXo.

(2) Huzomuoman Komuccusiu Bakonataopu (MA) 2021/771 a3 21 suBapu conu

2021 Husomnoma (MA) 2018/848 a3 6a aspynon IlapiameHT Ba a3 0a
CoBer a3 qoHMOM TIy30LITaH MOEH MyIIaxxac MebEPXO Ba IIAPOUT Oapou
YEKXOM XHMCOOXOM Xyd4daTd Jgap JOMpaW Ha30paTd pacMil Jap OpraHuKi
HCTEXCONOT Ba 0a pacMil Ha3opaT MEKyHaJ a3 TypyXXO a3 oIepaTtopxo
(OY JI 165, 11.5.2021, cax. 25).

(3) Komuccus oun 6a tarouku Huzomuoma (MA) 2021/279 a3 22 despanu conu
2021 xommaxom Mydaccanpo O6apou TatOuku Huzomnoma (MA) 2018/848
MyKappap MekyHaq a3 Oa aBpymoil [lapmamenT Ba a3 6a CoBer nap Hasopar
MEKyHaJl Ba Jurap Tagdupxoe, Ku Mmairupi Ba MyTOOUKATPO Aap HCTEXCOIOTH
OpraHuKid TabMHMH MEKyHaHJ Ba 0a TaMrary3opid a3 OpPraHHKA MaxCyJoT
(04 JI 62, 23.2.2021, cax. 6).
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4.  Maromu Ha3opat € MaroMu Ha3opaT TaQTHIIPO MEry3apoHal PHOSH
Hmomuaoman (MA) 2018/848 Oapou xama oOmepaTopxo Ba TYPYXXOH
OIepaTopXo Ha KaMTap a3 sk MapoTrOa aap sk con. CaHIuIIy MyBOGHUKAT
005171 TOXWJI MEKYHaH/ a YUCMOHI Jap 4ou xomuca TadTum.

5. Jlap Ha3zopar XoxkuMusAT € HazopaT OajaH Xo0Xaa KapJ TabMHH
HaMOsIT KM OH Xap cox Ha kamTap a3 10 ¢om3m Ha3opaTH HIOBATHPO
HucOar 0a caHunmM nap GaHAM 4 3UKPIIyJa Mery3apoHaa. A3 TaMOMH
CaHUYMIIXOM YHCMOHHME, KM MaKOMOTH Ha3opaTH & opraHu Ha3opaT
Mery3aponann, kamam 10 ¢ousu on 60511 6¢ oroxuu nenrakii domar .

6. Hazoparxoe, ki XaM4yH NaWTUPUH PUOST HAKAPJaHH TYMOHOApIITyIa
€ MyKappapmlyna Ty3apoHHIa MeIIaBaHA, Oa Ha30paTH MJIOBAaTruH
3MKpIIya Xucod kap/a HaMmemasana. Oa nmap maparpag S.

7. Maromu Hazopat € MaroMOTH Ha30par [ap coll Ha KamTap a3 5 dousn
abp30u rype[n omnepaTopoHpo, Basie Ha kamTap a3 10 Hadappo a3 HaB
TadTuir MmekyHan. Jlap oH qoe, ki Typyxu onepatopxo 10 Hadap € kamrap
a3 ab30 JIOpaH[, XaMau ab308H X0Xal KapJ Oomraj a3 HaB TaTHII Kapja
Iy,

8. CaHyuimm 4MCMOHA Jap YOM XOAMCAa Ba TUPHU(TaHHM HaMyHa a3
YOHMOU MAaKOMH Ha30paTi € MaKOMH Ha30paTH Aap BaKTH MyBOGHKTapUH
aHYOM JI0/la MelllaBajl. Mapotuba gap ¢dapMmoH 0a TaQTHII KyHEX pHOs
Jlap TaHUUANA HAa30paT HYKTaXOH.

Bapou xaBdu Oanmanng maxcynor umopa mrypaact nap Monpgau 8, Oa
Ha30paT MaKOMOT € OpraHu Ha3opaTi 0os Jap sSK COl Ha KamTap a3 1oy
MapoTrOa TaQTUIIIM YUCMOHI Aap Maxajaxo KOpH OIepaTopXxo & Typyxxou
OIICPaTOPOHPO TIy3apoHan. Slke a3 WH YUCMOHA Jap YoM XOAWca
TadTHIIXO XOXaJ Kapj Oorran Oe memr Oroxi.

9. ap xy4o omepatopxo € Typyxxo a3 OmnepaTtopoH KOp MEKyHaH]
SIKYaHJT MCTEXCOJOT BOXUAXO & OMHOXO, a3 Yymila MapKa3XxoH Xapumay
YaMbOBapi, TAMOMH UCTEXCOIOT BOXUAXO & OHHO, a3 yymja Xapuja Ba
Mapka3xod 4YamboBaph,  ucrudoma Oypaa MemaBaa — Gapou
FAMPUOPTaHUKA MaxCyJIOT XOXaj KapJ, MHYYHHH Oomaja MaB3yb 0a
HazopaT TanaboTH MyKappapiiyaa OepyH aap mnaparpad 4.

10. J[Jap paconumanu € HaBco3@l a3 0Oa cepTHU(HKAT HIIOPA Kap/
6a map mykra (6) (1) a3 Mommaun 45(1) a3 Huzomuoma (MA) 2018/848
X0XaJ KapJl acoc Kapja magaj jap 0a HaTM4Yaxo a3 0a TadTHIl a3 PHOs
uiiopa kapa 6a gap uH Mognan.

Moooau 10

4YeKkxo 0apon 6a cepTH(UKATCHUS a3 OMEPATOPXO € IYPYXX0 a3 OmepaTopxo

1. Tlem a3 kaOyn Ga aTTecTalMsiv ONEPATOPXO & TYPYXXOH OIEepaTopxo,
Ha30paT XOKMMHUAT € Hasopar OagaH XOXalx Kapi TabMHH HAMOSI KU
6a omepaTopxo € Typyxx0 a3 OIepaTropxo M[OpaHA TabMHH Kapia
mrynaact 6a 3epuH:

(@) a xyquar map Ga Imaky a3 a WUM30 KapIaH. YBIOMUS, TAH3UM OEpyH:

(i) TaBcH(U HCTEXCONOTH OPTraHUKA Ba/€ KOHBEPCHST BOXHI Ba Jap
MaBPHIXOU 3apypid a3 BOXUAXOU UCTEXCOJINU FAHPUOPTaHUKil Ba
¢davonuaTxoe, ku THOKH Hu3zoMHOMa aH4YOM J07a MeIIaBaHI
(MA) 2018/848;

(if) wopaxou maximop, Ku OOs map CaTXy BOXUOM OPTaHUKA Ba/&
KOHBepcHs Ba/€ OMHOXO Ba/€ (habonusATX0 6ApOU TABMHHH PHOS
60 Husomuoma (MA) 2018/848;

(iii) yopaxon memrnpukyHaHga, Kd 06apou KaM KapJaHH XaTapu
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olyrmamaBi 00 MaxCynor € MOIUIaXOM HY03aTHojamyna Ba
4opaxou TO3aKyHH, KM Jap TaMOMH MapXHJIaXxOH HCTEXCOJIOT
aHJeIN/Ia MEIIaBaHa, Tal€pid Ba TaKCUMOT;
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(b) Tacmuku oH, KU omepaTOPXO € TYPYXXOU OMEPATOPOH HATOPAHA LIYA
TacAWK Kapia IIyJaacT a3 YOHWOM Iurap HaszopaT OamaH jpap
MyHOcHOaT ©a YOpaOMHUXO Ty3apoHHAA HIymaHx OepyH nap Oa
XaMOH CEIOM KHIBap jaap 6opan 6a XaMOH KaTEropusiu MaxcyJor,
a3 yyMmiia Jap X0JaTXoe, KU OIepaTopxo € 'ypyXXoH OIepaTopoH Jap
MapXMIaxoH T'YHOI'YHH HCTEXCOII, TalEp Kap/iaH € TaKCHMOT (abomusT
MEKyHaH];

(€) a Tacauk a3 4oHMOM ab30€H a3 a TypyX OIepaTopoHe, Ku 6apou sk
GbavonusT nap acocu HHGUPOAR cepTH(HUKATCHI HallylaaHx Oapou
MaxcyJIOTH JIOflallysia, KA 00 CepTH(HUKATCHAN TYPYXH ONEpPaToOpXo
(apo rupudTa mygaact 6a Ki OHXO TaaJUIYK JIOLITAH;

(d) yxmamopue, kK a3 YOHHOHM OMEPATOPXO € TYPYXXOU OIEpaTopoH Oa
HM30 PAaCHAAACT XyIalIOH:

(i) xu 6a makomoTH HaszopaTii € opraHM Ha3opaTd 6a Xamau
KHCMXOH XaMma HCTEXCOJIOT BOXHIXO Ba XaMau OMHOXO Oapou
HA30paT MaKCcaax0, MHYYHHH 0a XHCOOXO0 Ba Xyq4aTXOH
TacJAMKKYHAHIau JaXJIa0p;

(if)  xu 6a opranu Ha3opaTil € OpraHM Ha30paT Xap I'yHa MabJIyMOT
muxan 3apyp Oapou 06a makcaaxo a3 0a Hasopar;

(ill) myBodukn TamabM MaKOMOTH Ha30paTii & opraHd Ha3opaTi
MEIIHUXO0/] KapJiaH 0a HaTH4yaxo a3 OH xyi cudar kadonar
OapHOMaxo;

(iv) 6a xapumopoH gap 0opau MaxcCyJoT XarTii Ba OeTabxup xabap
JUXaH] Ba 00 OpraHxoH HazopaT ax00pOTH JaxiIop MyOooaAMIa
KyHaHz € Hazopar OanaH, map 0a xomuca K a Iry0xa puost
HaKapJlaHW OH UCOOT IyJaacT, K TYMOH acT HOMYBO(HKATHPO
Oaprapad KapaaH MyMKHH HeCT € HOMYTOOMKAaTue, Ku 0a
SIKIIOpYArdyd MaxCyJIOTH MaBpPHAM Ha3ap TabCHP MEpPacOHas,
MyKappap LIyJaacT ;

(v) map cypatu Tarimp &praHM MaKOMOTH Ha30paT € MakOMOTH
Ha30paT CymypAaHH HapBaHIaW Ha3opatu € map cypatd a3
HCTEXCOJIOTH OPraHUKU JaCT KALIWAAH, 5 COJ HUIOX IOLITAHU
napBaHIal Ha30paTupo KaOyna HAMOsA. a3 4oHuOM 0a oxup
Ha30paT XOKUMHAT ¢ HazopaT OamaH;

(vi) ©6a opranm Ha3opaTii € opraHu Hazopatil Jap WH 6opa (aBpaH
xabap Auxaj Xomuca a3 Xypy4qd a3 OpPTaHHKH HCTEXCOJOT;

(vii) map cypate, KU CyOImyApaTInéHH OIMEPATOPXO € a3 TYPYXX0 a3
orepatopxo MeOOIIaH] MaB3yb 0a Ha3opaT MEKyHai a3
YOHHOM HA30paTH TYHOT'YH MakoMOT € Ha30paTr yacaaxo, 0a
kabyn 0a MyOomuiad HMTTHIOOT Jdap OaHM MH MaKOMOTH
Hazopart € MaKOMOTH Ha30paTi,

(viii) xu dapomusATPO MYBOQHUKH HMCTEXCOJOTH OpPraHWKH 0a Yo
OBapaH] KOMIaXo;

(iX) HaxkapmaHM HYKCOHXO HUYPOHM YOPAXOH HCIOXHE, KH MaKOMOTH
HazopaT € opraHy Ha30paT MyKappap Kapaaact, kaOyn KyHa[ .

2. Tlem a3 arTecTauusy onepaTtopxo € rypyxxoH OINepaTopxo OpraHH
HazopaT € Hasopar 0ajaH XoXaJ Kapl TAaCIuK KyHe.:

() xu Ga omeparopxo € Typyxxo a3 omeparopxo puos kapiaaH 6o booxo I,
111 Ba IV Huzomuomau (MA) 2018/848 Ba mogmau 36 na HuzomHOMA.
Hap Tadrum xoxam KapA TOXMI MEKyHaHI Jap KaMTapuH SK
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YUCMOHM Jap 4ou xoauca Ta(l)TI/IHI;



02021R1698 — EN — 08.09.2023 — 001.001 — 17

(b) xm, k1 nap oH omEepaTOpOH & rYpyXX0 a3 OrepaTopOHH 3ePILyApaT SIKe
a3 oH (aponuAr 0a ceroM xu30X0, Xapay 0a ormepaTopxo & rypyxxo
OIepaTopX0 Ba IIAXCOHM CelOMe, KW HH (GabomuaT Oa OHXO
3epmynparii 6acra IIyJaacT, a3 YOHHOM MakOMOTH 3BTUPOGIIyIau
Ha3opaT TacAWMK Kapjia IoymaacT. ¢ MakOMOTH Ha3opaT, Ku
MmyBodukati 606xom II, III Ba IV HuzomHoman (MA) 2018/848 Ba
Mommau 36-u wH HusoMHOMapo TacmuK MeKyHaHzi, wmarap 0Oa
omepaTopxo & TypyXXxo a3 oIrepaTropxo xabap AMXaHI OpraHd
JaxJIIOpH Ha3opar ¢ OpraHW Ha3opare, KM OHXO MEMOHAHJ ouJ 0Oa
HCTEXCONM OpPTaHWKA MachyllaHA Ba OHXO HH MAaChymusATpo Oa
IMypaTdid Hary3omraasa. Jlap 9yHHH MaBpPHIX0, MAKOMH Ha3zopaT &
MakoOMH HaszopaT O0osJ MyroOukaTH (GaboNUsATH 3eprynparti Oa
606xom 11, I1I Ba IV Husomuomau (EY) 2018/848 Ba momman 36 uH
HuzomHOMapo map 3aMHHau Ha30paT TaQTHII KyHAA. (HabOIUATH OH
amMaiil MEHaMOsJ] Jap JXTHPOM a3 0a omepaTopxo &€ TypyXXOoH
OIIEpPaToOpX0 KM JOpaHA 3epIryapatii (aboNUsITH OHXO.

3. Ba raiip a3 xama ryHa yHCYpH JAuTape, KA METaBOHAI a3 YOHHUOU
Ha30paT MyBO(UK JOHHUCTA IIAaBaJ XOKUMHAT € HasopaT OajaH, el a3
aTTecTalUsIM ONIEPATOPOH € TYPYXXOU OIEpaTOpXo KU OyHaHA MeITap a3
YOHMOU TacAUK Kapja LIyJaacT Jurap Ha3opaT MakOMOTH BakojaTaop &
MaKOMOTH Ha30paTi#, OpraHM HaBM Ha3opaT € OpraHd HazopaT 0axo
MeIuxal MabIyMOTH 3€pUHpPO, KM OpraHd Ha3opaTu IelTapa
Medupucran € Hazopar OanaH:

(@) makom Ba 9bTHOOPH cepTH(UKATCHS, a3 JbYMJa HOJNATHOM KaM
KapAaHu Mukéc, Oo3momTaH Ba 003XOHIM OH, KM Aap Co3MoOHH
Oaiinanmuiani 3ukp Imygaact Oapou Crampaprtuzarcus  (I1SO)
craumapt ISO/IEC 17065;

(b) xabap mequxan a3 TadTuin Oypaana 6epyH map 6a merr 3 cor;

(c) HOMIryu HOMyBOGMHMKATH Ba 4opaxoH aHAeNHaalIyaa 6apou 6aprapad
KapJaHu OHXO; Ba 0Oa (akT, ku Xama puOs HakapuaH OyaaH
MYpO4YHAT Kap/aacT;

(d) mact xammmaH a3 4OHMOW MENTHUXOMIIYAA € MapXxocTxo aap Oopau
OCKOpKyHII a3 YoHHOM Oappacéi kapAa MemaBaHn ©Oa Ty3amTa
Ha30paT XOKUMHAT ¢ HazopaT OamaH;

(e) mamaymoT oma 6a XxaMa ryHa 6axcxou qopuu Oapou cepThdUKaTChs
anokamaHy a3z 0a omepaTopxo & rypyxxXo a3 ornepaTopxo.

Arap makomu TemITapad Hazopar € MakoMH Ha30paT MabIyMOTH Jap
moyian 21(5) kouman Ma3kyp Tanaburynapo 6a MakoMH HaBU Hazopar &
MakoMH Ha3opat HadupucTas € 1ap cypaTy naio myaaHu myoma HucoaT
6a MabIIyMOTH MHTHUKOINIIY/[a, MAKOMH HaBU Ha30paT & MakoMH Ha30pat
ceprudukatu nmap Oanmu (b) (i) mommam 45 (1) Huzomuomam (MA)
2018/848 3ukprrymapo 0a omepaTopxo € TypyXxou OnepaTopxo HaIuxer,
TO JaMe KM MH MaKOMH HaBW Ha3opaT € MaKOMH Ha3opar IIyOXaxow
OHXOpO OapTapad HakyHan. aurap MabHOM a3 Ha3opart.

4. MaxoMoTH HazopaT & MakOMH Ha30paT OIEpaTOpOH & TypyXXOH
OIEpPaTOPOHPO, KM a3 YOHHOM MAKOMOTH HA30paTH MEIMITapaaloH
003X0HzIa ITyfaaHA, cepTU(HUKATCH HaMEeKyHaHA. & Ha3opaT OaxaH xap
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06a oxup 2 coi, marap 0a IpTHPOd a3 Ty3amTa HA30pPaAT XOKHUMUST &
Hazopat OamaH jgopan myn 003xoHa a3 yoHuOu Komwuccus MyBOQHKH
momnan 46(2a) Huzomuaoman (MA) 2018/848 Gapou 6a Myrraxxac cerom
KHIIBap Ba KATEropusi a3 MaxcCyjoT.
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Moooau 11

Yeyaxo Ba TeXHHKA 6apon Ha30paT MeKYHa

1.  VYcymxo Ba ycynxoW Ha3opaT a3 4OHMOM MakOMOTH Ha3opatid &
HazopaT MCTH(oaa MelaBaH OaJaH XoXad Kapa MOXWI MEKyHaHJ Oa
3€pHH:

(a) canuumanu OH, KM OE XapHTaxo &€ ICKM3X0 0O CaMTXOHM acoCch Ba
YOUTHPIIABUU 1YFPO(UH BOXUIXOH UCTEXCOJIH Ba OMHOXOH a3 YUXATH
YUCMOHH TaTUIIIIABaHIa MEOOIIaH, YyH TabMHH Kapja IIyJaacT
a3 YOHNOM 0a orepaTopxo € TYpyXXo a3 OIepaTopxo, 3aMOHABH acT

(b) a Tadrin a3, yyH MyBOdHK:

(i) BOXHIXOM HCTEXCOJH, TAYXU3O0T, BOCHTAXOU HAKJIUET, OUHOXO Ba
IWMTap 4YoMXoe, KM TaxTH Ha3opartd omeparop & Typyxu
OIIEPATOPOH Kapop JI0PaH;

(il) xaiiBoHOT, HAOOTOT Ba MOJIXO, a3 YyMilda MaxCyJIOTH HUMTAMEp,
amén XOM, HWHIPEIUCHTXO0, BOCHTAXOM KOpPKapja Ba JIurap
MaxcyJoTe, Ku Gapou Tai€p KapaaH Ba HCTEXCONU Mo & Gapou
ru30 € Tabobat XalBOHOT MCTH(OAA MEIIaBaH I Ba MOAIaX0e,
ku Gapou uctrdoga Aap KCTEXCOJIOTH OPTaHWKA MY03aT J0fa
IIy/IaaH]T;

(i) maiirupi, Tamrarysopi, Myappudi, Ta0aur Ba OacrabaHauu
MYBOQHK MaBOJ;

(C) camymiu Xy44aTxo, cCabTXOH IMalirupi Ba aurap cabTxo Ba Taypubaxo
Ba pacMuéTH MapOyT Oa ap3éoum myBopukar 6a HuzomuHomau (MA)
2018/848. Nn nap Oap Mmerupa Xyq4aTxo XaMpoX IIyAaH FU30, FU30
Ba ArOH Mojana & BOpHUJ KapJaHu MaBoj € paTaH a TabCHC;

(d) mycoxubaxo 60 ormepaTopxo Ba OHXO KOPMAaHJIOH;
(e) mamyHarup# Ba J1abOpaTOpUS TaXJIHIT,

(f) okcmepTu3am cucremanm Hasopare, KM ONEPATOPOH Ba TYPYEEOU
OIIEPaTOPOH JhOPI KapAaaH, a3 Jbymiia ap3E0un caMapaHOKHH OH;

(9) Taptumr  HOMyTOOM-KaTHH gap padTH TAQTHIIN  TemTapa
omkopmyaa Ba 0Oa TanOupxo rupudra mygaact a3 yoHuOu Oa
orepaTopxo & a3 YOHHOM TypyxXO a3 omepaTtopxo 0a Cypora OHXO;

(h) sron murap aman Tanad Kapaa MemmaBan 0a MyaisH KyHaHI XO0JIATX0 a3 pUOs HaKapaaH .

2. Jlap coioHa YUCMOH@ Jap 4you Xoauca TadTHII HIIopa Kapn 0a
map Momman 9(4) xoxam Kap/ JOXHI MEKYHaHI a mairupid TadTum Ba
a oMMa Ta(THIIN TAaBO3YH a3 0a ormepaTopxo € Typyxxo a3 ormeparopxo,
Oypaann OepyH a3 YOHHOM BOCHUTAXOW CAHYHIIHU CYPATXUCOOXOH Xyq4aTi
Ba JUrap YHCYPXOH JIaXJIJIop 3apyp a3 YoHHOM 0a Ha3zopaTr XOKHMUSAT &
HazopaT OajaH.

3. Bo Makcamy caHYWIIM MaWTApid Ba CaHYWIIH TaBO3YHH OMMAaBi
MHTUXO0M MaxCylloT, TYpyXXOH MaxcyJOT Ba AaBpad Ta(THINIIaBaHIA
6o0si1 0a ap3é0uu xaB( a3 YOHNMOM MAKOMH Ha30paTit acoc €6an. € Hazopar
OajaH.

4.  ba raiip a3 ATOH YHCYpH IUTap IaxJiop, KU a3 YOHHOW Hazopar
XoknMuAT & Hasopat OanaH, 0a maifrupit TadTHII X0Xax Kap YHCYPXOU
3epHHpO map Oap Mermpax, ki 00 XydqaTXOH IaxJJOp aCOCHOK Kapia
IIygaa”y, a3 YyMiIa 3axupa Ba caOTXOHM MOJHSBH:



02021R1698 — EN — 08.09.2023 — 001.001 — 20

() HOM Ba CypoFam MOJIPAaCcOH Ba Jap XOJIATXOU Jurap, coxuou o € Oa
¢bypymanna, € 6a comupkyHaHma a3 0a MaxcyioT;

(b) HOM Ba cyporam GoprupaHga Ba nap MaBpHIe, Kd jaurap OOIIaj,
xapumop & BOPHAKYHaHIad 0a MaxcCylorT;

(c) 6a maxomaTtHoman 6a TabMHUHKYHaHIa nap MyBOHK 6O a amanu
amanii kaOyn kappa mygaact Mysoduku Mommaun  45(4) a3
Huzomuoma (MA) 2018/848;

(d) mabaymore, ku map capxartd skymu Oadmu 2.1 3amuma III Ga
Huzomuoma (MA) 2018/848;

(e) 6a myBohHK GHCEp IMUHOCON;

(f) map MmaBpuaM KOpKapIKyHaHIAroH, MabJIyMOTH 3apypid Oapou
mairupuu  goxuwnail  Ba  kadomar Oa  OpraHuKd  MakoM a3
KOMIIOHEHTHO.

5. CaHyuiuu TaBO3yHH OMMa 005 YHCYPXOH 3€pHHPO Jap Oap rupaj
ACOCHOK a3 YOHHMOM MyBO(HK Xy4quaTXO a3 yymia 3axupa Ba caOTXOH
MOJIUSBH, Jap Ky4o IaxJaop:

(a) xapakTep Ba MHKIOPH Maxcyiore, ki 0a 1ex Joja MeliaBaj Ba 1ap
MaBpHIXOU 3apypd Macoliexu Xapuaamyiaa Ba HUCTU(OIAN YyHHH
Macojex, Ba, Jap Ky4o Iaxjinop, 6a TapkuO a3 MaxcynorT;

(b) xycycust Ba MHKIOpH MaxcyjoTe, KA jJap aHOOpXO HHIOX JIOLITa
MelllaBaH/ a3 yymja Jgap 0a BakT a3 0a YUCMOHHA CaHYUIIHU
CapUBaKTi ,

(c) 6a tabuar Ba MMKIOP a3 6a MaxCyJoT KM JOpaHi 4ar 0a BOXHAU
a3 omeparopoH €& TypymHboH onepatropoH Oa OuHO € aHOOpH
OoprupaHga HMHIIOOT,

(d) map wmaBpuau omepaTopxo € TYPYXXOH ~OIMepaTopoHe, KU
MaxcyaoT(xo)-po mexapana &€ medypyiiang Oe HUrox AomTaH &
YUCMOHH MyoMmia 0a Maxcynor(xo), Tabuat Ba 0Oa MHKIOp a3
MaxcyjioT KM AOpaHI LIyA Xapuia Ba (ypyxra;

(e) xocmmu wmaxcynmotTm 0a gacT  oBappamiyaa, daMboBaphd €
yamMbOBapallyaa HacoaT Oa memrapa cod;

(f) xocmmu TaxMuHEA € BOKEMH MaxCyJoTH 0Oa [gacT oOBap/allyia,
yamMbOBaph € yamboBapanyna 6ap 6a 4opi co;

(9) caprrymop Ba / & Ba3HM YOPBOH a3 YOP-BO Ba MELITapa UIOPAIIABAH/A
cou,

(h) xap ryma Tamador, 3uén € KaM IIyIaHu MHKIOPH MaxcCyJsioT aap xXap
JlaBpa a3 MCTEXCOJOT, Tal€pi Ba TaKCHMOT;

(i) MaxcymoT yMyMHMH XONAMHT a3 PyH MAaxCyJlOTH OpPTaHWKH Ba
raiipropraHuKi .

Moooau 12

Hamynarupii, ycyixo ucrudoga 6ypaa memasajn 6apon
HAMYHArupi Ba MHTHX00 a3 JiaGopaTopusixo 6apom HamMyHa
TaXJIHI

1. Makomorn HazopaT € MaKOMOTH Ha30paTé KaOyn Ba TaxJIHI
MEKyHaHJ HaMyHaxo 6apou MyaiisH kapiaHu uctH(OLan MaxcysoT Ba
MOJIaXOH HY03aTHOAAIryAa OapoW WMCTEXCONH OPTaHWKHA, CaHYHIIN
TEXHUKAW HCTEXCONOT 0a KOMIAXOM HCTEXCOMHM OPTaHWKHA MyBO(GHKAT
HaMeKyHaHJ € 6apoH OIMIKOp KapAaHH U(IOCIIABHN SXTUMOIHHA MAaXCYIOT
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Ba MOJUIaXOW MY03aTJOaIIyIa 0apOr UCTEXCOIU OPTaHHKH .
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2. Jlap Ha3opaT XOKHMUAT € Ha30pat 0ajaH Xoxaj Kapa OypaaH OepyH
HAMYHarupim Jgap coatu xXajamud akad 5 % a3 0a pakam a3 ¢apan
OTepaTopXo Jap 3epu OH Hazopar. bapou Typyxu omepaTopxo, MaKOMH
Ha3opaTi € MakOMM HAa30paTil MHTHXOOpPO aHYOM Memuxan Jaap Jap
kamTapuH 2 % a3 0a ab308H a3 xap K TYpyX.

3. UMuruxobu orepatopxo Ba TyPyXXOH ONEpPaTopxo, KU Aap OH
HaMyHax0 MaBuyaaHja JopaHn 0a Gowan rupudra mygaact Xxoxaja Kapa
Ooman acoc épraact map xaBdp ap3é0n a3 yymia dXTHUMOJIHATH PUOS
HaKap/aHH KOWIAXOW HCTEXCONM OpraHWKd, 00 Ha3apOlITH Xamau
JIaBpaxou UCTEXCOJI, Talép Kap/aH Ba TAKCHM Kap/iaH.

4.  Vnosa 6a MebE€pu XaIM aKaIM UHTUX00, KU Jlap OaHau 2 MyKappap
1IygaacT, MaKOMU Ha30paTi € MaKoMM Hazopatit 6osizt 1ap Xap Xonate, K1
uctudopan MaxcyJaoT Ba MOANAXOM HYo3aTHojallyga € TEeXHUKau
NY03aTIAOANIya HAMyHax0 THpH(PTa, TaXJIWI MEKyHaHX. Oapou
OpraHUKH MCTEXCOJIOT 'yMOHOap acT, Marap MakOMOTH Ha3opat € opraHu
HazopaT YyHHH MENIyMOpaJ, KU Jajieiaxou Kodit 6e rupudTann HamyHa
MaBYyJaHJI .

5. Bapou MaxcynoTu XxaBGHOK, K 1ap MOJIad 8 3UKp Iy1aacT, OpraHu
HazopaT € HazopaT 0OagaH Xoxaja KapjJ THpU(TaH, Jap wioBa Oa 0a
HaAMYHarupii MebEPH ap KUCMXOH 2 Ba 3 XaMHUH MOJJIa MyKappapIiyna,
Xap COJI KaMalll Ik HAMyHau KUIIT30p. IH HaMyHa a3 3UpoaTxou caxpo Jap
Jax3au MyBOQUKTapHUH Oapon MyaisiH KapAaHd UCTU(OIAN IXTHMOIUM
MOJIaX0HM MY03aTao/alIy/a rupudTa Meniapaa. MyBoduku 0a 6a ap3éoin
a3 0a Ha3zopaT XOKMMHAT & MaKOMOTH Ha3opat. bapou omepatopoHe, Ku
3MpOAT MapBapyil HAaMEKyHaHJ, HAMyHaW JIaXJJIOPU BOPHAOTH XOM
MoUIi € MaxcyJnoTu MoOaiiHi € KopKapj IIyJaacT MaxcyJoT Oosi
Oomaa rupudTa MIyIaacr.

6. Maromu Hazopar Ba MaroMOTH Ha3opatb TabMHUH MEKYHaHJ, KU
nabopatopusi[on uctudopaniaBanaa puosi kKapaan 6o 0a 3epuH:

(a) ouxo JsabopaTopHAXOM aKKpeAWTaTCHAlIyga MeOomaHa, ku 0Oa
TanaboT yaBoOry MeOOoIIaH/ TaTOMKIIABaHAa TanabOTH CTaHIAPTH
ISO ISO/IEC 17025 oun 6a "Tanaboru ymymid 0Oa caJoOXUSTH

J1a00paTOPUAXOH 03MOUIII Ba KauOpcosn ",

(b) MakOoMOTH aKKpeOWTAaTCHsIM OHXO HWM3OKyHaHmau baiiHaaMuiania
meOomanny Co3umHOMau 3IbTHpodhU MyrakoOwia oua 0Oa
akkpenuratcusu labopatopit (ILAC) ;

(c) Gapon TamaMI Ba CAHJBMIN HMKTHAOPH KO(Bi JopaHI Ba OHEO
METABOHAH/ TAbMUH HAMOSHI KH HAMYHAX0 XaMellla XaCTaHjl
o3Myza nryg 60 yCyJnXxoW JAXJIOp JOXHI Kapja HiylaaHjn jap Oa
JIOMpan a3 OHXO AKKPEIUTATCHS,

(d) map maBpuaM O3MOWIIM TIECTHCHAXOHW OOKHMOHZIA, OHXO Oapou
CIICKTPOMETPHSIM I'a3 Ba MOCh aKKPEAUTATCHUS IIyAAaH/, TO pyixaTu
MACMOH/IAXOU IECTHCUIXOPO, KU THOKH OapHOMan XaMOXaHTIIyIau
Hazopatn Oucépcoman Urrudok, xku map HuzomHOMam TatOMKH
Kommuccns Mykappap kapza Iryfaasa, Ha3opaT kapaa masasn. (MA)
2019/533 ().

7. MakomMu HazopaT € MaKOMH Ha30paT MeTaBOHAl Ba3u(paxou
MHTUX00pO 0a murap MakOMOTH Ha3opaT € MakOMOTH Ha3opare, KH a3
qornOu Komwmccns »>pTHpOd mIymaanny € MakoMoTe, KA MYTOOHKH
cragnaptu [SO ISO/IEC akkpenurarcus mynaann, cymopann. 17025 map
Tenepan Tamabor Gapom 0Oa CaJOXHMAT a3 O3MOUII Ba KaTHOPYEHKYHH
71a00paTOPHUSIXON.
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VvB
- (4) Huzomuoman tat6uku Komuccus (MA) 2019/533 a3 28 maptu 2019 nap 6opau
OapHOMam XaMOXaHTIIyAan Hasopatu Oucépconan Urtuxomm ABpymno Gapou
conxon 2020, 2021 Ba 2022 60 Makcagu TabMUHH PUOSH XAl HUXOUH
OOKMMOHJJaXOU MECTUTCUAXO Ba ap3¢OMM TabCHPH HCTEHMOJKYHAHIAroH 0Oa
MacMOHIAXOU MECTHCHUIXO a3 HUXO0J Ba XalBon manmowm (OY JI 88,
29.3.2019, cax. 28).



02021R1698 — EN — 08.09.2023 — 001.001 — 24

Moooau 13

Xy44aTry3opi myaaactT Ha3opaT TapTudu

1. MaromoTu Ha3opar Ba MaroMOTH Ha3opaT a3 0OJIOM OIEepaTOPOH Ba
rype[[on omepaTopoH THOrM pacMHUETH [yXXaTIopb Ha30paTpo aHXOM
MeIu[aHI.

OHxoe Xy44aTry30pil IIyJaacT TapTUOM XOXaJ KapiA CapIyIl:
() a m3xopor map 6a makcaaxo Ga Ooriajx 6a IacT oBapya IIyIaacT;
(b) Basmdaxo, MachyIuATXO Ba Basu(]paxo a3 KOPMaHIOH;

(C) crparerusu HHTHXOO, TApTUO Ba METOOJIOTHSL, YCYJIXOM HA30paT Ba
YCYIX0, a3 4ymia Taxjmik Jiabopatopid, o3mMouin Ba Tadcup Ba
ap3Eé0M a3 HATMYaX0 Ba OKUOAT KapopXxo;

(d) xamkopit Ba amoka 60 AMrap OpraHxoM Ha30parT, AWrap Ha3opar
opranxo Ba 06a Komwuccus;

(e) tapTuOu Gaxomuxuu xarapu MapOyr 0a oreparopxo & TypyxXou
OIIEpPaTOPOH Ba T'Y3apOHUJIAHM CAHYHMIIXOM YHCMOHHN Ba TMpH(TAHU
HaMyHa;

(f) canyumanm MmyBodHKaTH ycynxoum TUpHPTaHH HaMyHa Ba
sabopaTopusi TaxJIMI, O3MOUII Ba TAILIXHUC;

(9) xama ryHa QaboiauAT & MabIyMOTH AWrape, Ku 0apou (QpaboausTu
caMapaHOKH Ha30par 3apypamj, a3 4ymia fap pobuta 6a oMy3uinu
HO3UPOH Ba ap3€0d a3 OHXO CANOXHATXO;

(h) Gapon rypyxxou OIEpaTOPXO, CAMAPAHOKHHM CHCTEMAH HA30paTH
JIOXWJIH.

2.  Hazopat MakoMOT Ba HazopaT OpraHxo OOs:

(a) map xamam MaBpHAXO€, KA TapTHOM TEHMIOMHHUITYAa TeIIOHHI
LIY/1aacT, YOpaxou UCIoxii OuHany nap naparpad 1 myaiisiH KyHaH/
KaMOyauxo; Ba

(b) TapTnbu xyudarry3opuu aap GaHau 1 MEMIOMHHIIYIApPO Jap XOIaTH
3apypi HaB KyHE/.

Moooau 14

HaBULITA IOyaaacT cadTxo a3 Ha3opaT MEKyHaJ

1. Hasopar MakOMOT Ba Ha30paT OPraHXO XOXal Kapj KallugaH 600
ca0TXOM XaTTHU Xap SK HazopaTe, KM OHXO 0apou TapTHIIN MyBO(PHUKAT
anyoM Menuxana HwuszomHoma (MA) 2018/848. NH caGTX0 MeTaBOHAH]
nap kora3 ¢ map MIAKIM dICKTPOHA Oomana. MakoMOTH Ha3opaT Ba
MaKOMOTH Ha30paT MH XHCOOOTPO a3 py3W KaOyiau kapop nap Oopau
aTTecTalys a3 YOHHOM Ha30paT 5 COJM HHUIOX MEAOPaHA. XOKUMHAT &
HazopaT OajaH.

Omnxoe caOTX0 X0Xaa Kapa Jaap O0ap Merupaj aap a3 yymia:
(@) a TaBcud a3 Oa maxcax a3 Ga Hazopar;
(b) 6a Hazopar ycynaxo Ba TeXHHWKA TATOWKIIABAH/IA;

(C) HaTnuam Ha30paT, aTANXYCyC HATHYAXOM TaQTUIIH DIEMECHTXO
HoMOap mygaann map Maxkomaxo 11 Ba 12 a3 un HuzomHoma; Ba

(d) amanxoe, ku oreparop € rypyxu ornepatopoHu MaHduaTaop 6osi ap
HATHYad HA30paT a3 YOHHOM MaKOMOTH Ha30paTil aH4oM J0ja
mraBaHA. Hazopar OajmaH, 00 a HUINOHZOA a3 0a MyXJIAaTH OXHPHH



02021R1698 — EN — 08.09.2023 — 001.001 — 25

0a rupaHj amai.
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2.  CaOrxou xaTT#i 605171 a3 YOHUOU ornepaTop € y3BH Ta(THINIIABaHIAH
TYPYXHU OIIepaTopX0 XaMUyH TACIUKH THPHU(TaHU MH CaOTH XaTTA UM30
kapma masaHi. Hycxam mH caOT Oosx a3 qoHHMOM orepatop € y3BH
Ta( THIIITYau TYPyXH OIEpaToOpoH HUTOX JOIITA IIaBax Kora3 & pap
LIAKJIM DJIEKTPOHH.

Moooau 15

MyIIaxxac Haszopar Tajnabor Oapou ajnadxo Ba Moxumapsapi
MaxcyJI0TH YOPBO

1. bBo maxcagu MyaiisiH KapJlaHH OFO3U JaBpau TaOAWJINWXH, KU Jap
mommau 10(2) Huzomuoman (MA) 2018/848 nemibunit mynaact, MaKoMH
HazopaTti € MakoMH Ha3zopati 0osin kadonar muxan, KA omnepaTopxo €
TYPYXXOH OIepaTopoHe, K anag € XallBOHOTH 00 HCTEXCON MEKYHaH]I,
MaKOMOTH Ha30paTpo Orox MEeKyHaHja & HazopaT OamaH a3 0a Jaxiyiiop
(havonusr.

2. MakoMoTH Ha3opaT € MaKOMOTH Ha30opaT Oo0sJl HCTEXCOIH
OpraHMKHPO TabMHMH HaMos a3 anapxo & MOXUIapBapi XaiHBOHOT
Merupaj 4ou nap a voWrupmasid 60 He xaBd a3 uduiocmaBét nap
myBopuK 60 Hykta 1.1 a3 Kucmu III 3amuman II 6a Huzomuoma (MA)
2018/848. A3 uymia, opraHu Hazopar € HazopaT OalaH XoXal Kapj
TAbMHUH HaMOSA KU KGOS YOpaxoH 4yIOKYHH JOpaH[ Iy THpUPTa
mynaact aap MmyBoduk 6o Hykra 1.2 a3 ku Kucmu 11,

3. bBapou makcagwou Oanam 3.1.3.1(B) kucmu III 3amuman II Ga
Huzomuoman (MA) 2018/848, makomu Hazopat € MakoMu Ha3opati 0osi
kadonat muman, ku (pakCUsM PacTAHUU XYPOKH YOPBO OPTraHUKI Ba
XYPOKH YOpPBO a3 HailBOHOTH 001 rupu(Ta 1IyJaacT. a3 MOXHUIIapBapUU
OpraHUK# capyaliMa Merupaj € a3 MOXUIOpH, KU AOpaH[ IIyA XaM4yH
TaCIUK Kapja IIylaacT ycTyBop nap MyBoduku comu 2009 DAO
Jactypxo 0apou HHILIOHAW 3KOJOTA MOXHA Ba MaxCyJOTH MOXHIOpH a3
Oaxpi 3a0T KapJjaH MOXHJIOp.

4. Bapou makcaawou Oanmu 3.1.4.2(m)-u kucmu III 3amumau 11 6a
Huzomuoman (MA) 2018/848, Mmakomu Hazopat € MakoMH Ha3zopat 0o0si
nap Oopau maMau Myoinjba MabIyMOT JOIITa OOIIaja Ba OHEO CAaHJBUT,
KM MH Ta000aTko MyBodMKH Tanabxom Oa aman OapoBapiamiyaa Kl
HuzomHoMma.

5. Bo makcaau n4yo3ar AoqaHu HCTU(OIAN TYXMHH XYAPYii 1ap Aoupaun
6anau 3.2.1 Kucmu 111 3amuman 11 6a Huzomuoman (MA) 2018/848, Ga
Ha30paT XOKMUMHUAT € HasoparT OagaH XOXaa KapA TabMHH HAMOSI KH
uiopa MekyHan (a), (0) Ba (B) a3 KM HyKTa MEOOIIAH/ AXTHPOM.

Moooau 16

TadTum a3 HHTHKOJIX0 NMelOUHA myaaacT 6apou Bopuaor 6a 6a Urrtudox

1. MakoMOTH IaxJiJopd HazopaT ¢ MakOMH Ha3opaTr OOpHOpO, KU
Gapou BopuaoT 6a TTHIOIl TABUH IIyJaaH, 1ap poouta 6a MyBouKat
6a Pernamentu (MA) 2018/848 Ba mn HusomHOMa caHsbHIT Meumbal. UH
CaHYMII OOSI] CAHYHUIIXOW MYHTa3aMH Xyq4aTil Ba MyBOpUKH Oaxoauxun
XaTapxo, CAHYHUIIXOM YMCMOHUPO TIEl a3 UHTHKON Jap Oap rupaa. Oapr
6a ceroM KWIIBap a3 COmUpoOT & a3 maiimowm.

2. bapoum makcagxom XaMHH MOIJIa OpPTaHd AAXJIOPH Hazopar &
HazopaTr OamaH xoxan Kapia Ooman:

(@) 6a maszopar xokumuaT € Hasopar OamgaH a3 0Oa
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HCTCXCOJIKYHaH/Aa é KOpKapJAKyHaH/Zla a3 Oa MaxCyJIOT HUTapOH;
g
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(b) xu map ou omepatop € rypYxu OrepaTopoHe, Ki aMallETH OXUPUHPO
60 Makcaau Taii€pii aHIOM MEIUXaHJ, a3 HCTEXCOJKyHaH[a &
KOpKapJKyHaHIa a3 6a MaxCyJoT, 0a Ha3opaT XOKHMHEST & Ha30patT
Oaman a3 Oa omepatop € rypyx a3 omepaTopxo Oypman OepyH a3
oxup amanu€r Oapoum Oa Makcaa a3 Tal€pil 4yH MyaiisH Kapna
nrymaact gap Hykra (44) a3 Mopmau 3 a3 Husomuoma (MA)
2018/848.

MaxkomMu JIaxJijiopyd Ha3opaT € MakoMu HazopaT TuOKu moniaun 46(1)
Huzomuaoman (MA) 2018/848 dapon MaxcysioT 3bTupod Kapa MelaBal.
HUrapoH Ba Gapou 0a celoM KHIIBap Aap KU 6a MaxcyaoT IOpaH[ OHXO
naiinoum, €, nap Ky4o TaTOMKIIaBaH[a, Jap Ku 0a oxup amanuér 6apou
Makcaj a3 Tahu€pil nopal IIyx W4Ypo MIyIaH.

3. Canyumxom Xy4quatue, Ku nap Oanmu 1 3ukp mrymaann, 6osm 0a
TaCIUKH:

(a) 6a maiirupit a3 6a MaxcyJoT Ba KOMIIOHEHTEO;

(b) xu xaum a3 MaxcymoT HOXHI Kapja miygaact gap 6a WHTHKON 00
TaQTUIIN TaBO3yHM OMMAaBMU OIEPATOPXO &€ TYpyXXOMU AAXIIOP
MyBOHK acT a3 omeparopxo MyBopuku Oa Oa ap3€bin Oypmann
OepyH a3 4YOHMOW Ha3opaT XOKUMHAT € Hasopar 0ajaH;

(€) xy4uaTxoW HaxJgopH HaKIHETH Ba Xyq4aTXOM THYOpati (a3 dymia
xucoOHOMa-(hakTypaxo) a3 6a Maxcysor;

(d) map mMaBpuau MaxcyJa0TH KOPKapAllyaa, Kd Xama WHIPEIUEHTXOH
OpraHMKHM YYHHH MAaxCyloT a3 YOHHOW omepaTopxo & rypyxu
OIIEPaTOPX0 MCTEXCOJN IIYNAaHA, KU Aap KUIIBApU CCIOM a3 YOHHOU
MaKOMH Ha3opaTii € MAKOMH Ha30paTil TACAWK Kapja IIyJaaHd. xap
MyBopuKk 60 Mogmau 46(1) € wumopa xapn 0a map mommau 57
Huzomuoman (MA) 2018/848 € a3 4yoHMOM KHIIBapH CEOME, KH
MYTOOMKH Momaaxo 3bTHupod mynaact 47 Ba 48 Huzomuoman (MA)
2018/848, ¢ wmyrobukn WrtTHx04 wucTexcon Ba cepTUdUKATCHSA
mynaana 6o kxu HuzomHOMa.

VH caHyMIIXou Xyq4aTii 6osm 6a xamau Xyq4aTXOu Jaxiaop, a3 4ymia
maxofaatHoMau gap Oanmu (b) (i) mommam 45 (1) Huzomuomau (MA)
2018/848 3ukpuiyna, cabTH OXUPUHHU CAHYMIIXO, HAKIIAH HCTEXCONM
0apou MaxCyJIOTH JaXJII0p Ba cabTXOU a3 YOHUOU OMEpaTOPOH € TypyXXou
OIEPaTOPOH HUIOX JOIITA, Xy14aTXOU HAKIUETH MaByynaa, THYOpPATH Ba
MONIUSBA Xy4yaTXO Ba SCOH JAUrap Xy44aTx0 XHCO0 Kapjaa MelraBas
JAaxJaop a3 yoHMOW 0a Ha3opaT XOKUMHST € Ha3zopar OalaH.

4.  Jlap pobura 6a ap3&0uu xaTap, KU el a3 CAaHYUIIIXOH YUCMOHM 3UKD
mynaact 6a gap maparpad 1, 6a maximop Ha3zopat XOKHMHUST & opraHu
Ha30paTii X0Xaj Kapja rupaHn 0a xucob 0a maiipaBit MebEPXO:

(a) 6a maxmmop Menépxo HOMOap mymaana aap Mommau 9(2);

(b) xu 0€ Om yo MebomaHy SKIAHI OMEPATOPXO Yanad Kapia IryaaacT
nap 0a 3aHYMpPU TAKCUMOT a3 0a MaxcynoT Tamkwiu TaHZypyCTHH
YaxoH KyHa[ HE Maro3a € YHCMOHU KOPKapAu OPTaHUKA MaxcCyioT;

(c) xaBdu OGamann maxcysnor umopa kapn 6a map Moxamau 8;

(d) sror MmewnEpxo XucoO Kap[a MeaBaHA [axJgop a3 qoHuOu Oa
Ha30paT XOKUMUST € OpTaH M Ha30paTi .

5. DbBapom mapToBXOM a3 MaxCYJOTH OpPraHHKA HCTEXCOJIIYa,
Ha30paTH JaxXJJI0p XOKHUMHAT & Ha3opar OamaH XOXaa KapA KalluiaH
O6ono a cadpap mman gap caBmo Hasopar Ba Myrtaxaccuc Cucrema
(u3x0), a3 yymsia xama OmHO 0a Oomax ucrudonma Oypaa Memasan rap
naBomu 0a cadap a3 0a ceroM KHIIBap a3 maiimommr & comupoT Oa 6a
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Urtndox.
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6.  bapou mapTOBXOM MaxXCyJIOTH JOPOH XaTapH OalaHm, KU Jap MOIaH
8 3mKp IIymaact, MakOMH JaxJIJIOpH Ha3opaT € MaKOMH Ha3opatil 0os
MYHTa3aM CaHYHUIIXOH YICMOHHPO aHIOM J0J1a, Xa /IH aKKaJ K HaMyHaH
HAMOSHIATUH Xap fAK mapTuspo rupasa. ['y3amra a3 mH, 0a Hasopar
XOKMMUAT € HazopaT OajaH Oo0si Xy4daTXou Iyppau Hairupuu
OrepaTopxo € IypyXxXoH ONEPATOPXO Ba MAXCYJNOT, a3 YyMJla Xy4daTXOH
HaKIHMETH Ba THUOpATH, a3 yymuia ¢akrypaxo. bo mapxocru Komucens €
MaKOMH CaJIOXUATAOPH JaBIaTH y3B, MAKOMHU Ha30patTi € MAaKOMHU Ha30paT
WH Xyq4aTd HaWTUpHA, WHYYHWH HATHYaXOM CAHYUIIPO Me(UpHCTa.
Taxgunun uHTUXO0 06a MakoMHM Ha3opaTd € MakOMU Ha30paTUU
BOPHJKYHAHJAa Ba MAaKOMHU CaJOXMATIOPH JaBlIaTd y3B, KU Jap OH
¢bupHcTaHaa acT caHYU[IA Iy,

7. Hap cypatu rymoHOap mrynaH Oa puOs HakaplaHd TaynalorT,
Komuccusi € MakoMHU callOXUSATIOPH IaBJIATH Y3B METAaBOHA]] a3 MAKOMOTH
JaxJIJOpH Ha30pat € MaKOMH Ha30paT apXOCT HAMOST, KM pyHXaTH XaMau
OIIEpPaTOPX0 Ba XaMal T'yPYXXOH ONEpaTOpXopo AAp 3aHUUPH HCTEXCOIH
OpraHuK#@, KA OHXO Oa TaBpu (aBpil JacTpac MEKyHAHI, MEITHUXO.
HaMmosill. pupucTO-1a 6a OpraHXoM Ha30paTH € OpraHXoW Ha30pATHU OHXO
JIOXWJI MeIIaBa.

BOBU IV

JUT'AP AMAJIXO BA BOHIEJ] T'MPU®TAHJ BEPYH BY JIAP
OPI'AHHU HA3OPAT BA HA3OPAT OPI'AHXO

Moooau 17

PyiixaT a3 omepaTopxo Ba Jurap AaXJIop MabJIyMmMoT 6a Gomiaj
JacTpacH yMyMm

Maromu Ha3zopaT € MaroMd Ha30paT MabJIyMOTH 3EPHHPO IELIHH[OA
MEKyHaJ JacTpac Aap OH BeOcallT, map Jap KaMTapHH sK pacMid 3a00HU
6a Urtngoxk:

(a) pyiixat;  OmMEpaTOPOHH  CEPTHPHKATCHSNIYAa Ba  T'YPYXXOH
cepTu(UKATCHALTY]al ONIEPATOPXO, KU Jap Oap MErHpaHI:

(i) Gapom omepaTropxo, OHXO HOM Ba CypOFa;

(if) Gapowm TypyXxxOH OIEpPaTOPX0, HOM Ba CYPOFaW T'YPyX Ba pakam
a3 OH ab30€H;

(iii) mapmymor map OGopam cepTH(HKATXO, a3 Yymiia paKaMu
cepTu(HKaT, KATCrOPUSIA MAaxCYJIOTH TaxXTH CePTUPUKATCHS
(dapo rupudTamyna, XonaT Ba IbTHOOpU cepTH]UKATCHs, a3
yymila X0JIaTXOW KaM KapJaHu MHUKEC, 003701ITaH Ba OO3XOH]I,
ku map crangaptu ISO 3ukp mymaact ISO/IEC 17065;

(b) nap MaBpuam MakoMOTH Ha3zopaT MabIyMOTH HaB jgap Oopau
aKKpEeJWTATCUSIM OHKO, a3 Yymyia a maiiBaHx Oa 0a OXupuH
aKKpeAUTaTCHsl CepTUHKAT Hamp IIyd a3 Tapadu OH MaKOMH
AKKPEIUTATCHS.

Pyiixatn map Oanmu (a) 3ukpuryma Oosn QaBpaH mac a3 Xama TyHa
TarupEOUH XOTaTH cepTU(HUKATCH HAaB Kap/a masai. [lap cypaTtu 6o3mac
rupuQTaHd MabIyMOT HIIOpa Kapx 0a map HykTa (a) (iil) xoxam Kapn
Oomrax HHTOX JOIITa MemIaBax jmap Oa pyixat Oapom 5 com mac a3
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Moooau 18

Ioiiroxu 101ax0 a3 onmepaTopxo Ba rypyxxo a3 omepaTopxo

Makomu HazopaT € MakOMH HA30paT Max3aHH JJICKTPOHHM HaBIIyIaH
OIEpaTOpOH Ba TYPYXXOHM OIIEPATOPOHPO HUTOX Memopan. Mu 6Gazau
MaBJIyMOT 0OsT JTOXWI MEKyHaH[ Oa MaipaBil MabJIyMOT:

() HOM Ba cyporam orepaTopxo € rypyxxo a3z omepatopoH. Jlap cyparu
a Typyx a3 omepaTopxo, Oa aHmo3a a3 0a rypyx, HOM Ba Cypora
a3 xap K ap30 a3 Oa rypyx;

(b) mabaymoT map Oopau joupan cepTHPUKATCHS, PaKaMU CEPTU(HKAT,
MakoM Ba 3bTHOOp a3 0a ceprudukart;

(C) xomatu omepaTopxo € TypyXXOH OIepaTopX0, XOX Aap KOHBEPTATCHS
(a3 yymna maBpa a3 Tabnuia) € OpraHMKi;

(d) mapayam xaBdu omepaTopxo € TYPYXXOHM OIEPaTOPOH MYBOPHKH
momaa 9;

(e) map maBpuaum (abONMATH 3epHyOpaTH, KU TaXTH Ha30paTd
OIICPaTOPOHU CepTU(HKATCHAIIYIa € TYPYXHM OIEpaTopoH Kapop
JIOpaH/I, HOM Ba CypOFay 3epIyApaTdil ceroM Xu30 & ceroM Tapadxo;

(f) xoopmuHaTxoM reorpadii Ba MacoxaTH CaTXH XaMmad 3BEHOXOH
HCTEXCONIA Ba OHHO;

(9) TapTum xabap Meauxanq Ba 0a HATHYaXO a3 HAMyHArMPA TaxjIMIL,
yyH Xy0 XaMuyH HATHYaW XaMa TyHa HAa30paTH JMrap, a3 qymija
Ha30paTH Iy3apoHuaInyaa aap 60pxo;

(h) puos HakapaaH Ba TaAOMPXO TATOWKIIABAH/A,
(i) oroxmHOMaxo TaBaccyTH 0Oa cucTeMa wmimopa kapa 6a map Moaman 20(1);

(J) mcTHCHOXO Ba Xy4q4aTXOM TACAMKKYHAHIAHW JAXJI0p Aap MYBOGHK
00 0a Tamabor a3 mH HuszomHOMa; Ba

(K) xama ryHa MabJIyMOTH OWrape, KM a3 YOHMOM MaKOMH Ha3opati &
HA30pAaT 3apyp acT XOKHMUSIT.

Jap mMabinyMoT Xx0Xaj Kapa Oomaj HUroX JOIITa MellaBaj a3 YoHuou Oa
Has3opar xOkuMmusAT ¢ Hazopar Oaman Oapou 5 con. Makomotu Hasopar &
MaKOMH{ Ha30paT MH MabJiyMOTPO MEIIHUXOJ MEKyHaJ jactpac Oa 0Oa
Komuccust 6ap mapxocr.

Moooau 19

Masbaymor Tanabdor

1.  babau 3pTHPOdGH OH MAKOMOTH Ha30paT € MAKOMOTH Ha30paT Aap UH
Oopa orox meHamosii Oa Komuccust map BoOacTa acT BakT, Ba HE
Gaparap a3 map moxmnu 30 TakBHM py3X0, a3 0a pyimom a3 TarHHpoOT
6a 0a Ma3MyH a3 TeXHUKHH OH (aili, a3 dymyia Oa HaB IIOXWUT AymUT
xabap Menuxaj wmopa kapn 6a map Mommau 3(3a).

2. Makomu Ha3opaT &€ MakoMu Hazopat 6osx 60 napxoctu Kommccust €
MaKOMOTH CaJIOXMATIOPH JABIATXOM Y3B XaMa MabIyMOTH MapOyT 0Oa
Ha30paTH OHPO JacTpac HATOX JOPaj Ba HPCOl HaMosin. (abomusT map 6a
CEIOM KHIIIBap.
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3. Xy4uaTxow TacIWMKKyHaHgaWm MapOyr 0Oa mapxoct jnap Oopau
9bpTUpo¢ THOKK Monaan 46 Huzomuoman (MA) 2018/848 Ba xyquaTxou
MyBohuKn WH HuzomHOMa 3apypéi a3 4OHMOM MaKOMOTH Ha3opar &
MaKOMOTH Ha30paT HUIOX JOLITa MeliaBaH. nap uxtuépu Komuccus Ba
JIABIIATXOU Y3B JIap JIABOMH 5 COJM Mac a3 COJIM Ha30paT I'y3apOHHUIAIIyIa
€ maxonatHoman gap Oanmu (b)(i) mommam 45(1) Huzomuomau (HMA)
2018/848 3uxpiryna Ba Xy4qdatii qanen OymaHI pacoOHHIA Iy

Moooau 20

Cucremaxo Ba TapTuéu 6apou 6a mydoamia a3 MabJIymMoT

1. Makomotu Hasopatit € MaKOMH Ha30paTA OpPraHUKUPO HCTH(OAA
Mebapan Cucreman urrwiootun kumosapsit (OFIS) 6apou my6onunan
urTIIooT 60 Komuccns, 60 qurap MakoMOTH Ha30paT Ba IUTap OPraHXOH
HazopaT, 0O MAaKOMOTH CaJIOXUSTAOPH [ABJIATXOM ab30 Ba CEIOM
KUIIBApX0 HHUTAPOH.

2.  MakoMoTH HazopaT €& MaKOMHM Ha30paT dYOopaxou JaxJIZop
MeaH/JIeNa/l Ba pAaCMUETH Xy4uaTHPO MyKappap MEHaMosi1, TO MyOoauiIan
capuBakTHH MabiaymMoT 00 Komuccus Ba aurap MakoMOTH Ha30paTpo
TabMUH HaMOsIZI. Ba Ha30paT OpraHxo.

3. Arap xyyuat € tapTubu nap momiau 46 Permamentr (MA) 2018/848
MenOuHUINYAa € CaHAIXOW BAKOJIATIOpP Ba MYPOKYHAHIAH MYTOOUKH HH
MozIa KaOy/IIyaa MM30H IIaXCH BaKOIATAOpP € TACIUKU Iaxcpo Aap sK &
sKyaHJ Mapxwiaxo Ttanab kyHaa. Jlap uH TapTHO, cucremaxou
KOMITIOTEpHE, K1 0apor UpTUOOT 00 MH Xy44aTXO COXTa HIydaaHi, 0osi1
HMKOH JIUXaHJ, KM IIaXCHUATH Xap SK IIaXC MyalsH Kapia maBaJ Ba
TaMOMUSTH MyXTaBOM Xy44yaTxo, a3 yymja gap 600aTh Mapxanaxou UH
TapTUO MYBOMUKH KOHYHXOM MTTU(OKH TarbuUp J0/a HaMellaBaHI. Ba
nap Maxcycan 60 Komuccus Kapop 2004/563/EC, Espatom ( °).

Moooau 21

MyGOoanaa a3 mabjaymor Oaiinu 0a Komuccusi, Hazopar
MAaKOMOT, HAa30paT OPraHxo Ba CAJOXHUSTAOP MAKOMOT

1. Maxkomorn Hazopar € opraHu Hazopar ¢aBpaH axOoporpo 60
Komuccusi, 00 murap opraHxod Ha30paT Ba Ha30paT MyOOquiIa MEKyHa
yacaaxo, Ba 00 0a cajoxusaTmop MakoMmoT a3 0a JlaBmarxou ab30 Ba
a3 0a CceroM KHIIBApXO HUTApPOH Jap SroH Iry0xa HOMYBO(MUKH, KU
0a SIKIIOpYaruy MaxCyJIOTH OPTaHUKH & KOHBEPCHUSI TAbCUP MEPACOHA.

2. [ap cypate, Ku MAaKOMOTH Ha30paTi € MAKOMOTH Ha30paTi a3 JbOHUOU
Komuccns orom kapaa mryaa 6oma, nac a3 rupuTaHi OTOBbHOMA a3 ab30
Hasnat gap myBoduk 00 Mommanm 9 a3 Amamii Huzomunoma (MA)
2021/279 4gym 603XTHpPOM TyMoOHOapiIyma € TabCHC A0/A IIyAaacT
pHOS HaKapAaH TabCcUpOaxm Oa SKIWIH a3 BOPH[ Kapja IyaaacT
OpraHuKi € Maxcyiau KOHBepcHs Oormaa, MyBOQHKH MoIIan 22 XaMUH
Huzomuoma tadTumn Mery3aponan. Makomu Hazopat € MaKOMHU Ha3opaT
6a Komwccus Ba [laBiaTH y3B, KM OTOEBUH aBBATHAPO (HUPHCTOAAACT
(maBiatu y3BpO Orom kapna) 6o uctudona a3 konadu map 3ammma Il 6a
nH Huzomuaoma. [lap Hazopar XOKUMHSIT € Ha30paT MakoM Jap JaBOMH
30 p¥y3u TakBUMI a3 py3u TUpU(TaAHU UH OTOHOMA JhaBOO MEIHME-AI] Ba
nap Oopau aMaimO Ba YOpamOoW aHASIINIANIyaa, a3 JbyMila HaTHIbamkOH
TaQTUIIOT MabIyMOT MEAWIball Ba Hap TYHA MAabIyMOTH TUTappo Aap
BOJNATH MaBJby[ OymaH Ba/€ a3 spoHHOM [laBmaté y3B Tamab kapnia
MeIaBaf .

(5) Komuccus Kapop 2004/563/EC, Esparom a3 7 uron 2004 ucimoxor

Kounaxou on a3 Taptu6 (OY JI 251, 27.7.2004, cax. 9).
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3. Makomu Ha3opar € MAaKOMOTH Ha3oparti OrOEBOHHIANIyga Oosi
MHHOABJ 3apYpHPO TABMHUH HaMOSJ] MabBJIyMOT arap JapXxocT Kaph a3
qoHNOHM 0a Oorox kKapmaH ab3o JlaBiar.

4.  Arap omnepatopoH € TypyXXOW OIEpaTOpOH Ba/€ 3epmyApaTiuéHu
OHXO TaXTH Ha30paTH MAaKOMOTH I'YHOTYHH Ha30paTi € MaKOMOTH Ha30part
Kapop jJomTa OOIIaHJ, MH MaKOMOTH Ha3opaTil € MaKkOMOTH Ha3opartit
0051 MaBJIYMOTH JIaXJIOPPO MyOoaMiIa KyHaHA. nap O6a amamuér dapo
rupudrTa MrygaacT a3 YOHUOM OHXO Ha3opatr (abOJHAT.

5. Arap onepaTopoH € rypymHbOoU OIEPaTOPOH Ba/é 3epIynpaTuuEHU
OHEB0 MaKOMOTH Ha3opari € MakoMHM Ha30paTUM XyIpO HMBa3 KyHaH],
MaKkoMHM HaB € MaKOMU Ha30pat [apBaHlal Ha30paTHHU ONepaTop & rypymu
OIEepaTOpOHU MaH(UATIOPPO a3 MAKOMOTH IELITapau Ha3opaT & MakoMu
Ha3opaT Tajad MeKyHaJ. MakoMOTH MemTapad Ha3opar € MaKOMOTH
Hazopat Oosin nap naBomu 30 py3 6a MakoMOTH HaB € OpraHd HazopaT
MEeNTHUXO0J Hamosl (ain HazopaTd omeparop € rypyxu onepaTopoHU
JaxJgop Ba ca0TXOM XaTTHHM MCTHHOAmyna Oa map Mopman 14, Ga
MakoM a3 Oa cepru¢ukarcus, Oa pyiixat ouj O6a puos HakapaaHu Ba Oa
MyBOGUK TaaOUpXo Tupu(Ta IIyAaacT a3 YOHMOM Ty3alliTa Ha3opaT
XOKUMHAT € Hazopar OanaH.

Jap HaB HazopaT XOKMMHAT € Ha3zopaT OajaH Xoxal Kapl TabMUH
HaMOs/I KA pHUOS HAaKapJaH Kaij Hamyq aap Oa rysopuir a3 0a rysaiira
Has3opaT 6a MaKOMOT € OpraHH Ha30par a3 Tapagu onepaTopxo & rypyxxou
OIepaTopXo Mypo4uaT Kap/a IryJaaH/.

6. Arap omneparopoH € TYpYHHOH ONEpATOPOH MAaBPHUIU CAHJBUIIH
nairupi Ba MYyBO3MHATH OMMaBi Kapop JomTa OOIIaHJ, MaKOMOTH
HazopaTi Ba MaKOMOTH Ha3opaTi WTTWIOOTH JaxXJJIoppo MyOoamiIa
MEKYHaH/I, K IMKOH MEINEba/l, KW UH CAHJBUIIH0 0a OXUP pacas.

Moooau 22

NioBa Komaaxo gap amMajxo 6a Gomrax rupudita miyaaact Jap napBaHa a3 puosi HAKapaaH

1. Wnosa 6a yopaxou aap moanau 29(1), (2) Ba (3) nembunuIIyga a3
Huzomuoma (MA) 2018/848 Ba Mopmau 2 a3 Amanit Huzomuoma (MA)
2021/279, map xy4o a HazopaT XOKAMHAT € HasopaT opran 0Oa
MabJIyMOTH aCOCHOK, a3 YyMiia MabIlyMOTPO I'YMOH MEKyHA[ & Merupas
a3 IUrap OpraHxo Ha30par & OpraHxou Ha30paT, KU MaxCyJaoTe, KH Maii
me Oomax mgap puost 60 Hmsomuoma (MA) 2018/848, acr kxu a3
MaMIJIaKaTé CeoM 00 MaKCajJu YOWTWp KapAaHUH OH BOPH[ KapHa [IaBaj
MaxcyJaoT gap 0a Gozop nmap moxuiau 0a HUTTU(OK, aMMO KU XHPC
HCTHIIOXOTH UCTUHON Oa 0a OpraHMK#A HCTEXCONOT, & aap Kyd4o YyHHH
a HazopaT MaKOMOT & HazopaT OamaH nopaj uryn xadap A0a a3 YOHHOu
a omepaTtop a3 a myOxa a3 puos HakapaaHu Jap mMyBoduk 60 Mommnau
27 a3 xu HuzomHOMA:

(@) om daspan 60 makcaau caHyum MyBodukatn Huzsomuoman (MA)
2018/848 & canajxou BakonaTaop € amanuiliaBaHa, KU THOKWA MH
HuzomHOMa KaOyn mrymaana, TadTHIN I'y3apoHAd; MH TyHa Ta(THII
Xapuu 3yaTap, Iap MyXjiaTd MyBOQHK aH4YOM [0[d, YCTYyBOPHH
Maxcynor 0a Hazap rupudra masang Ba 0Oa Mypakkabin a3 0a
HapBaHia;

(b) BopHIOTpO a3 OH KHIIBapH ceroM 00 Makcamu qap HOXWid UTTumos
JBbOH JTOIAHN MAmbCYIIOTH AAaXIIop 0a cudaT MarmbCyIOTH OPraHuKi &
TaOAWIIIABAHd TO HATH/hAW TAEKUKU Jap OaHam (a) 3uKprapauma
MaHb MekyHan. Ilemr a3 xkaOymu Y4yHWH Kapopu MYBaKKaTdA MaKOMH
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Ha3opaTd € MakoMHU Has3opaTiék Meauxajn omeparop € Typyx a3
OIIEpaToOpX0 a MMKOHUAT 0a Ilapx.
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2. Jlap 6a xoamca ku 0a HaTH4Yaxo a3 0a TaQTHIIOT HMIIOpa Kapz 0Oa
nmap Hykrta (a) a3 maparpad 1 KyHajg HE HHIIOH JONAH STOH PHOS
HakaplaH TabCHUP MEpPACcOHAJ SKIWIH a3 OpraHuKd € Iap-KOHBEpCHs
MaxcyinoT, KM Maxcynor Mgosar moma mermaBaj, KM XaM4yH MaxCyJIOTH
OpTaHuK# € KOHBEPCHUs UCTU(O/IA IABAH].

3. Maromu HazopaT € MaroMu Ha3zopaT QexprcTu Jopa[on gap cypaTtu
pHOsl  HAIyAaHH Myrappaprapaujia asAelIAAllaBaHaapo TapTHO
memu[an. OH Katamor a3 TaAOUpXo Xoxaj Kapn Ooman acoc &praact
map 0Oa YHCYpXOo MyailisH kapJa mymaact nap 3amuma IV 0a wuH
HuzomHOMa Ba X0XaJa Kapj Capiyml Jap KaMTapuH:

(@) Homryu HomyBOduKaTid 060 HCTHHOA 0a KOHUJAXOM MYyIIaxXacu
Huzomuoma (MA) 2018/848 & a3 6a Bakuit kap/a [iynaact € amani
rapJOHJAaHM aKTX0 KaOyn kappa IoymaacT MyBoduku ©0a Ku
HuszomHOMa. KU pyixar Xoxaa Kapll XaIIu akkajl HOMYBO(UKATHU
nap kucMu B 3amumvan IV na HuzomHoMa 3ukpiryaapo nap 6ap rupan;

(b) Tacuuporr HOMyTOOMKAaTH Ga ce KaTeropus: HOOOJWF, KaJOH Ba
MYXHUM, KU 1ap KicMu A-u 3amMumMan 1V xamua HuzomMHOMa 1iemGuHi
mynaas, rupudtad 6a Xucod Jap KamTapuH 0a maiipaBit MebEPXO:

(i) 0a apusa a3 SXTHETKOPH TaAOMPXO HIIOpa Kapd 0a Jap Mojian
28(1) Huzomuomau (MA) 2018/848, yopaxon amanuu aap GaHu
(a)(i1) monman 10(1) HuzomHOMa 3MKpIIyIa Ba YbTUMOJHOKUHU
Ha30paTH XyJUU a3 YOHUOU orepaTop aHqomaonamyna € rypyx
a3 omeparopxo map xar 60 Hykra (e) a3 momma 11(1) a3 uu
HuzomuomMma;

(il) Tabcup Oa SKIOpYArKK OPTraHUKH € TAOIMUIN MaxCyJioT;

(i) xoOmnmATH cuUcTeMan TaWrupidn Oapon Mmaigo  KapaaHu
MaxcyJaoT(X0)-1 3apapauaa nap 0a TabMHHOT 3aHYMP Ba MaHb
KapZaH a3 BOPHUJOT a3 a CCoM KuiuBap Oapou Oa makcaa a3
Ty30IITaH 0a Maxcynot(xo) aap 0030p Jap JOXHIA UTTUXOIUS
00 HcTHHOJ 0a UCTEXCOJIN OPTaHUK,

(iv) mocyxu omepatop € rypyxu oreparopxo 6a 1apxocTxou Kabii a3
0a HazopaT XOKUMHIT € Hazopar OajaH;

(c) 6a tambupxo Oa Gomrax TaTOMK Kapia Iy 6apou Xap SK pUOs HakapaaH .

4.  MakoMOTH Ha30paT &€ MAaKOMOTH Ha30paT HATUYAXOU TaPTUIIPO Oa
pacmusAT Menapopan TadrTuimior umopa kapa Oa gap Hykra (a) a3
Momman 29(1) a3 Husomuoma (MA) 2018/848.

Moooau 23

HioBa Kouaaxo gap Taadupxo aap 6a xoamca a3 pHosi HAKAPAaH

1.  Map cypatu HaOymaHu HOMYBO(DUKH, KU 0a SAKIIOpYATHH MaXCyI0TH
OpraHMKil € TaOAMImaBaHAa Jap XamMa MapXHIaXOHW HCTEXCONOT TabCHUP
MepacoHaj, Ba TaKCUMOT, OapoM MHCON YyH a HaTW4da a3 0a mctudona
OypaaH a3 6em4o3aT MaxcyloT, Moamaxo ¢ TexHumKa, ¢ 60 MaxCyloTH
FapHOpPraHuKil OMEXTally/la, MaKOMOTH Ha3zopaT & MaKOMH Ha30paTi
6osi Oa Faiip a3 yopaxou MyBO(QHKH OaHIXO aHACIINA MaBaHa. 2 Ba 3
a3 MH MaKoja, KA He MCTHHOJ AacT COXTa IIyJaacT 0a MCTeXCOIH
opranukii MyBopuku 06o6m IV Hmsommoma (MA) 2018/848, map
TaMFary3opit Ba TaOIMFH TaMOMH JIOT & HCTEXCOJNH MaxcyloTe, KU a3
KUIIBAapH ceIoM 00 MH MaKcaJ| BOPHUA KapJa MeIaBag a3 Ty3OMTaH Ki
MaxcymnoT map 6a 6o3op map noxmmm 6a MrrHdok.
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2. Jlap oH 4oe, KH HOMYTOOHKAT MyKappap Kapja IIyfaacT, MakOMOTH
Hasopart € Ha3opaT OamaH Oos:

(2) Gapon MyaiissH KapIaHd MAaWJIOWIN Ba Japayad HOMYTOOMKATH Ba
MyKappap KapJaHH MAacChbyJIUSATH OIEpaTop Xama I'yHa YOpaxoH
3apypupo aHzeman € rypyx a3 omepaTopxo; Ba

(b) Bapowu xadonat nonanu oH, KU orepaTop € rypyxu oneparopxo padsu
HOMYTOOHKATH Ba MEIITHPH KapJlaH! XOAMCAX0N MUHOAB/1a YOPaXxou
JAaxJII0p aHJEIIaA. a3 YyHHH PHOS HaKapAaH.

XaHromu KaOynu Kapopu KaOynu KaJloM 4Opaxo MakOMOTH Hazopar &
OpraHM Ha30paT XoXaJ KapJ TupaHa XucoO a3 0a TabuaT a3 KM pHOS
HakapJaH Ba ca0TW rysamrTau omepaTop € TypyXu ONepaTopxo Jap
MaBpUU PHOSL.

3. XaHromu aman KapiaH MyTOOMKH OaHIH 2 XaMHH MOJIa, MAaKOMH
Ha3opaT € MaKOMH Ha30paT XaMa TyHa 40paxoepo, Ku 6a OHXO MyBODHUK
acrt, 6apou tabmuHu puosu HuzomHomaum (MA) 2018/848 Ba canamxou
BaKOJNATIOP Ba HWYPOKYHAHIAWM MyTOOMKM HuzoMHOMam MasKyp
KaOyIIyaa MeaHenia, a3 qymia;

(@) mypoumar kapaan (expucTy Tanoupxoe, Ki qap Moian 22(3) u K UH
HuzomuomMma;

(b) TabMHHM OH, KU OIEpPaTOp & IypyXH ONepaTopxo Gacomanu 3uén as
XyJl HAa30par;

(C) TabMuHM OH, KU (abOIUATH MYalsIHU OIIEPATOP € TYPYXH ONEPATOPXO
TaxXTH HAa30paTu 3ué € MyHTa3aM a3 YOHHMOM Ha30paT XOKUMUAT &
HazopaT OajaH.

4. Jlap cypaTtu pHosi HaKapJaHW YUIUIHA, TaKpopliaBaHaa € 1aBOMIOP,
MaKOMHM Ha3opaTi € MaKoMU Ha3opaTil KadonaT Meauxai, K1 onepaTop &
TYpyXy a3 omeparopxo, Aap wioBa 0a 0a TaxOMpXO Ty30lITa LIyIaacT
noéH nmap Oanmxou 2 Ba 3, map AaBOMHU SIK JaBpau MyaissH Oa 0o30p
OapoBapaHM MaxcyJoTe, Ku 0a HMCTEXCOJIM OpraHWKid MaHCy0 acT Ba
ceptudukatu o aap 6anau (b) (i) momaau 45 (1) Huzomuoma (MA) manb
acr. ) 2018/848 Goman Gosmomura myn € O03XOHI, YyH MYBOQUK.

5. MakomoTtu Ha3opar € MakoMu Ha3zopaT 005/ 6a orepatop & rypyxu
orepaTtopoH jaap Oopau kapopu Xyn ouj 0a aman ¢ 4yopae, K THOKH
MOAJAM Ma3Kyp aHICUIMAA MEIIABaJ, OTOXHHOMAH XaTTH IICIIHHUXOJ
Hamos1, sk4ost 00 Oa cababxo Oapou KH Kapop.

Moooau 24

yekxo 0a Ooman Oypaanx OepyH OGapoum 0a makcax a3 0a
3bTHPOGH peTPoaKTUBH a3 a ry3amra JaBpa

1. Tlem a3 pomaHu bTUPO(PH PETPOAKTHBHHU IaBpau KaOJIA XaM4yH
KHCMH JaBpau TaOmunauxid 0o makcamu Oanmu (b) mommam 10(3)
Huzomuomau (M1A) 2018/848, makomu Ha3opaTi & MAKOMH Ha30paTit 001
kadonaT AMxan, KA OMepaTrop Xy44yaTXOU 3C€pHH TACAMK MEKyHAH]I
KHThaXOM 3aMHH MHHTAKaxou TaOuii € KuimoBap3n OynaHn, Kh Jaap
MyIOaTd Ha KaMTap a3 3 coi Kopkapn Hamynmaann € 00 Maxcynor &
MoaIaxoe, ki 6apou uctudona Aap UCTEXCOIOTH OPTaHUKA HY03aT 10Aa
HaIly/laaH], oiyla HamrygaaHa;, nap MyBoouk 0o Huzomuoma (HA)
2018/848:

(a) xapuraxoe, ku 6a TaBpU BO3eX MyaiisiH KapJaHu Xap sK KHTbau 3aMHH,
k1 060 nmapxocT nmap Oopaw BTHPOPH peTpoakTHBA (apo rupudra
IIygaaHy Ba MABIyMOT Aap Oopan caTXy yMyMUH OH KUThaXOH 3aMHH
Ba Jlap XOJIaTH 3apypH, XYCYCHSAT Ba XaUMH 3aMHUH HCTEXCOJIOT Ba
OHXO YOHTHpIIABUH reorpadi KOOPANHATXO;
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(b) xama ryHa Xyq4aTXoM AaXJIOpH JMrape, KM a3 YOHHOM MaKoMH
Haszopatii & MakoMH Ha3opatil Oapon ap3é0um mapxocT map Oopau
9BTHPO(H OO3raIT 3apypaHy .

2. Taiip a3 uH, MAKOMOTH Ha30paT & OpPraHu Ha30paT YOPaxXOoH 3EPUHPO
KaOysl MEKYHaHJ KaJaMxo:

(a) map acocu mamenxou Xy4qdyaTdl Taxawid Mydaccamu xaBpo aHYOM
Menuxan 0axo mojaH, Ku o€ By4yl AOpaj KuThau 3aMUH (hapo
rupu@Ta 1yaaacT AapxocT Aap Oopau 3bTHpodU perpoakTuBit 60
MaxcyJoT € Moyaxo Oappacid Kapja IIygaacT K MeOOIIaHA He
Bakonatgop Oaponm wuctudona OypraH Hap OpraHUKA HCTEXCOM
Oapou a naBpa a3 Jap KamTapuH 3 coll, rupudTan 0a xucod nap
a3 4yMJIa aH03aM CaTXW yMYMHH OH, KM JapXOCT Oa OH axi IopaJl Ba
aMaJIXOM arpOTeXHUKA Jlap WH JaBpa Jap Xap SK 3aMHH ITOCBUIKa
MaB3yb 0a 0a mapxoct. Jlap Ha3opaT XOKMMUAT & OpraHM Ha30paTit
X0XaJl Kap/l HUTOX JAOpEel XyqdaTxo Jap 0a xaB) TaxJtu

(b) on Gostm HAMYHAXO 'MpaJl XOK Ba/€ HUXOJI a3 Xap K KUThau 3aMHH Jap
00 HATHJbAKOU TAKIWIN XaBQ, KU Jap OaHau (a) 3UKp IIyHaacT, a3
JbyMJIa KM 3aMHUH IOChIJIKA MYaHsH Kapja Iyq 9yH Mmyappud# 6a
xaBd OymaH onygamynia;

(c) 6a sike a3 3abOHXOM JHaBnaTii akTH TadTUII TapTUO MeEAUXan
UtTrxoaus, a3 yymia CypaTXOd KHUTHaxo, 0abIy a3Ha3apry3apoHUH
(u3nkuu omepaTop, a3 uyymyia KUThaxod 3aMuH. ¢apo rupudra
IIy/1aactT a3 yoHuOM 6a mapxocT Gapou Go3ramt 3bpTUpod Oapou Oa
Makcaay TadTHIIN MyBOQUKATH MabIyMOTH YaMbOBapAAIly/a, Baje
IeII a3 XaMa IapBapull TaZOMPXO IOpaH[ InyA THpU(Ta IIyaaact
a3 4yoHuOu Oa omeparop.

3. ap acocu mMabiymMOTH a3 4oHHOW omepaTop MyBopuKH OaHmu 1
MEIMIHUXO/IIY/A Ba [IaC a3 aHYOM JJOIaHHU KaJaMXOH Jap fap maparpad 2,
0a HazopaT XOKMMHAT € Hasopar OaJaH XoXxal Kapj KammujgaH 000
T'Y30pHIIN HUXOUHU XaTTi. XHCOOOTH HUXOUH XaTTil 00 AAIeIX0epo aap
Oap rupaj, K yapo JaBpau Kabiaupo XxaMuyH KHCMH TaOIWIIUXA YbTUPOD
KapJaH MyMKHH acT JaBpa. VH HHUXOW HaBHINTA LIYJaacT Ty30PHIL
XOXaJ KapA WHYYHHH HHUIIOH MEAuMXaa HOTHAO naBpa Oappacid 4YyH
OpraHuKii 0apol xap sK 3aMHH IOCBUIKA IaXJIIOIITa, HHYYHHH CaTXU
YMYMHH KHTBaxOM 3aMHH, K a3 HH IbTUPODH pETpoakTuBil Oaxpa
MeOapaH] a3 a JaBpa.

4.  Makomu Ha3opat € Makomu Ha3opat paBpan Komuccus, 1aBnaTmon
ab30 Ba Jap HOJATH MAKOMOTH Ha30paTi MaKOMH aKKPEAUTATCUSH OHPO
nap 6opau 3pTHpOdU Oo3ramTu goamyaa Gpaspan orowm Meco3a. bapou
Xap sIK 3pTUpOGH OO03ramiTH MOAAINYAA MAKOMH Ha3opard & MakKoMmu
Ha30paTi XOXa KapA TabMHH HAMOsA Oa HHUXOA HABHIITA IIyIAacT
Ty30pHII HuIlopa kapj 0a map maparpad 3.

5. Makomu Hazopar € MakOMH Ha3opatil 0Osi TabMHUH HAMOSJI, KU
orepaTtope, K 0a OHXO YbTHOOPH PETPOAKTHBI 0/1a IIYIAacT, JACIXOH
Xyq4aTUPO HUTOX J0paj. MapOyT 0a ku 3bTHpO(d, UyH Xy0 YyH Xy4ydaTi
Janenxo aap 6opau 6a uctudonma OypmaH a3 6a 3aMHH MOChUIKa (Gapo
rupudrTa MryfpaacT a3 YoHUOM Ku 3bTupod, 6apon 3 coil.

Moooau 25

HN4yo3aTHoMaxo OGaponm 0a uctudona OypaaH a3 ralipuopraHuki
HUXO0J MAaBOIH PeNpOAYKTHB

1. TIlem a3 pomanm w4o3aT Oapom HCTH(OAAN PEIPOTYKTHBHU
pacTaHUXOU FaHPHOPTaHMKA MaTepHan yH Ty3omTa OepyH Aap HyKTa
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vB
1.85.2 a3 Kucmu UM a3 3amuma II 6a Husomuoman (MA) 2018/848,
MaKOMH Ha3oparT € MakOMH Ha3opaT OOsJ MabIyMOTH 3epUHpO ap3&0it
KyHa/1 Ba 0apou Xap SK paKyHi acoc Taxus KyHaJl JoJa I1ylaacT:
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(a) mimit Ba yMymiA HOM (YMyMil Ba JIOTHHA HOM);

(b) rysorys;
() ymymunm BaszH a3 Tyxmii € pakam a3 pacTaHUXO HHUTApOH;

(d) maBuymusiTH MaBOAM  PENPOAYKTHBUM DPACTAHHM OpPraHUKA &
TaOAMIIIaBaH/A |

(e) xyuuaTxo € U3X0poTH oreparop, ku 6a Tanaborxou nap Gaumu 1.8.5.2
xucmu 1 3amuman II 6a HuzomHOoMa Mykappaprapauaa TacIuk
mekynann (MA) 2018/848 mopann mryx Uupo rapiaui.

2. bapom xap sk m4o3aT Oapow HCTH(ORAM MABOMM PENPONYKTUBHU
raipuopranukii, ku pgap Oammu 1.8.5.2 xuemu I 3ammuman II Ga
Hmomuoman (MA) 2018/848 mykappap uIyaaact, MakoMH Ha3opaT &
MaKOMM Ha3opaTil 0a Haxyijgop MabiyMoT Jap 0a COJNOHa Ty30pHII
uiopa myaaact aap moana 4 a3 un Huzomnoma.

Moooau 26

HctucHoxo uyH 003xTHpoM 0a ucrtudona Oypaan a3
rFaiipuoprannkii XaiiBOHOT Ba MapBapUIIH 00 HABPACOH

1. Tlemm a3 gomaHM MaxAyausaT Jap MaBpuaAd HCTU(OmAdapUu
HaMYAXOM YOPBOM FaiipuopraHukii (roB, acm, rycanj, Kauia, XyK Ba
rapiaH); Xapryumxo, Ba mappaHaa) jaap MyBOQUK OO HYKTaxou
1.3.4.3 Ba 1.3.4.4 Kucmu II 3amuman I 6a Huzomuomau (MA) 2018/848,
MaKOMOTH Ha30pat € MaKOMH Ha30paT 0051 MabIyMOTH 3€pHHPO ap3E0it
KyHaH/ Ba KalluJaH OOJI0 a aCOCHOK KapfaH 0apou Xap SIK HCTHCHO:

(@) HOoMM MiMii Ba yMyM# (HOMU YMyM#l Ba JIOTHHH, SbHE HAMYJI BA HACH);

(b) 30Tx0 Ba mITAMMXO;

(C) mcrexcomor Makcaj: TYINT, IIUP, TYXM, AYrOHA Makcaja € 30TmapBapi;
(d) ymymun pakam a3 XaiBOHOT;

(e) maBuymmaT a3 6a HaxJIOp OPraHWKA YOPBO HAMYII,

(f) xyquarx0o € M3XOpOTH OIepaTope, KU TaaabOTPO TACAUK MEKyHaHII
rysomra OepyH nmap nykra 1.3.4.3 Ba 1.3.4.4 a3 Kucmu Il a3
samuma |l 6a Husommoma (MA) 2018/848 nopann trym wapo
rapaui.

2. bBapou xap sk HaMyIu YOpPBOM FalpHOpPraHukil (roB, acr, rycgasi,
OyF, XyK Ba MOJIa, Xapryi Ba nappaHjia) MakOMOTH Ha3opaTid € MaKOMHU
HazopaTid 0051 MabIYMOTH JaXJIIOPPO Aap Oopau MaxayausTxo aap Oap
THpaHI. Joja nrynaact aap MyBopuk 0o Hykraxou 1.3.4.3 Ba 1.3.4.4
Kucmu 11 3amuman 11 6a Huzomuoman (MA) 2018/848 nmap xmcoboTu
conoHa map Mommau 4 a3 un HuzomHOMA.

3. Tlem a3 nogaHu MaxayausaTXO Aap MaBpUaU UCTU(OIaN HOOOIUFOHU
napBapuIy Faipuopranukia myroouku 6anau 3.1.2.1 Kucmu 111 Konyan
Yymxypuu Touukucron 3amuma |l 6a Husommoma (MA) 2018/848, 6a
HA30paT XOKHMHAT ¢ OpraHd Ha30paT MabIyMOTH 3EpHHPO 0axo [ofa,
ACOCHOK MEKYHa/I Xap SIK MCTHCHO:

(a) mamyn Ba Hacn (yMyMmil Ba JIOTHHA HOM);
(b) 30Tx0 Ba mITaMM Kaii TaTOMKIIIABaH/A,

(c) mapxunau xaér (6a MOHaHIM TyXM, OUPEH, HABPACOH) XaM4yH Oapou
(bypym macTpac acT OpraHHKH;
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(d) mukmop mactpac 4yH TaxMHH Kap/a IIyJaacT a3 yoHHOu Oa omepaTop;

() ymymum pakam a3 HOOOJIUFOH;

(f) maBuymusT a3 6a MaXJAOpP OpraHUKA MOXHUIIAPBAPA HAMYL,

(9) xy44aTxo € M3XOpOTH OIEpaToOpH TACAMKKYHAHAAHW OH, KH TanaboTH
map Oammu  3.1.2.1 xwemm III 3amuman 11 Husomnoma
mykappaprapauga (MA) 2018/848 mopanm mrym Wdpo rapiu.

4.  Bapou xap sIK MaxIyIusT, KM 1ap MaBpHIX HCTH(OAaN HOOOIUFOHH
napBapully Faiipuopranukit Myroouku 6anau 3.1.2.1 xuemu III 3amuma
Il 6a Huszomuoma (MA) 2018/848, Ga HasopaT XOKHMHAT & Hazopar
OazaH Xoxaj KapJ NOXMJ MEKyHaHA Oa Iaxjijgop MablIyMmMoT jap 6Oa
XUCOOOTH CONOHA HIIopa Irynaact xap Monnau 4 a3 mH HuzomHoMma.

Moooau 27

XucoboTauxii 1ap MyBakKkKaTtii u4yo3ar 0apou 06a umcrudoaa Gypaan
a3 X04Yaruu KUIJIOKY ralipuopraHukii KOMIOHEHTH0 Gapou
KOpPKapJ WyIaacT OpPraHuKi FU30

MakomMoTu Hazopat € opraHu Hazopat nap uH 6opa Komuccuspo daspan
xabaprop MekyHalx. 0a ab30 JaBIaTX0, AKKPEAUTATCHS OpPraHxo Ba
JUrap MakOMOTH Ha30paT Ba MakOMOTH Ha30paTt, KU MYTOOMKH MOIIau
46(1) Huzomuoman (A) 2018/848 mama ryHa MmykappapoTH MyBaKKati
bTUPO LIynaaH, kKu 6apoun UCTH(OAAN MHTPETUCHTHOU FAMPHUOPTaHUKT
0apou XYpOKH OpraHMKHW KOpKapJlIyaa MyroOuku Momaau 25(4) a3 uH
HuszomuoMma. M1 oroxmuHoMa acocxoepo aap 0ap Merupan, Ku Jap makin
Maxcyc MEIHUXOALTya a3 yoHnOu Komuccus menHuxon Imynaact, Ku
YYHMH BaKOJAaT JI0Aa MEIIABaja A0paj LIy[ I07a IIyAaacT Aap MYyBOGHK
60 Momnan 25(1) a3 Husomuoma (MA) 2018/848.

bFOBU B

TAPTUBXO A3 PETYJIUS (MA)  2018/848
JIAP dpanoxaroBap BASBUAT

Moooau 28

IbTHPOd a3 pajokaToBAP HIAPOUT

Bapou Makcanxonm KOMIaxoH HCTHCHOMH MCTEXCONi, Ku nap Mopnaxou
22(1) Ba45(3) Huzomuomau (MA) 2018/848, 6apou OH Ki Ba3bHAT XaMUyH
xomaTxon (anokarbope, KM a3 “XoAMcam HOMYCOWIW HKJIUMMA”,
“OeMopuXor XaiBOHOT, “XomMcan MYyXUTH 3UcT’ Oapmeosn, "odartu
Tabuit" € "xommcam amokaTOOp", WHUYHMH XaMa TyHa Bas3bHUATH
MYKOMCAIlIABaHd, MaKOMOTH HAa30paT ¢ MakOMH HAa30paT METaBOHAH]I
Ba3bUATPO XaM4yH (ajJoKaToBap LIAPOUT acoc épraacT map a MU3XOPOT
HAIIP Iy a3 YOHHOUM MAKOMOTH JaXJIIOPH MaMJIAKaTH CEIOM, KU Iap OH
BazpusT 62 amMan Meosil, Aap oH uoe. Jlap cypatu MaB4yq HaOyqaHH YyHUH
M3X0POT, XaMa T'yHa YbTHPO(QH MAaKOMH Ha30paT € MaKOMH Ha3opat 0osi
0a MapIyMOTe, KM TAIIKWIOTXOWM pacMi TEIIHUXON HaMyIaaHa, Ku
X0JIaTXou (HhaokaToBappo aCOCHOK MEKYHAaH/I.
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Moooau 29

IIlapout 0apou HCTHCHOXO

1. Ilac a3 spTHpodH map Momnau 28 3UKpLIyAa, MAaKOMH Ha3zopaTi &
MaKOMHU Ha30paTil METABOHAJ XaHTOMH MYailsiH Kap/aHH OIePaTOpOHU
3apapanza 1ap MUHTaKau Jaxiiop € 60 DapXoCTH orepaTopu HHPHPOIHA
€ 0a ap30 a3 0a Typyx a3 omepaTopxo HHUTApOH, JOJA INaBaa AAXJIIAOP
HCTHCHOXO Try3omrTa OepyH nap Moammam 3 a3 Bakwn moma mrymaact
Huzomuoma (MA) 2020/2146 Ba 6a miapour ajnokamana 0a oH, 6a
[IapTe Ki KM MCTHCHOXO Ba IIAPOHUT MYyPOYHAT KyHE:

(a) Gapowu sik qaBpau Maxaya Ba Ha Oemrrap a3 3apypi, Ba Ha Gewrap a3
12 Mox, naoMa ozaH &€ rybopa oFo3 KapJaHH OpPraHUKA MaxcyioTe,
K{ TO CaHaW TaTOWKU WH UCTHCHOXO aHYOM JI07Ia IIIYIaacT;

(b) HucGar Ga HAaBBXOM MaxCycu TabCHPPACOHHH HCTEXCONOT & nap
MaBpPUJIXOU 3apypH, 3aMUH TMOCHUIKA; Ba

(c) 6a omepaTopu HHGHUPOLIFH € y3BU I'YPYXH ONEPATOPOHH MaH(UATIOP.

2.  Tarbuku ucTHCHOXOHW Aap Oanau 1 3ukpiryaa Oorrag Oe Taaccy6
0a 0a »pTHOOp a3 0Oa maxogaTHOMaxo HmIopa kapa 0a map Oanau (b)
(1) mommau 45 (1) Huzomuomau (MA) 2018/848 nap maBomu naBpae, Ku
HCTHCHOXO TaTOMK MemaBaHN, 0a mIapTte Ku omepaTop & omepaTop
HHUT'apOH MYPO HAMOs 0a IIapouT Jap 3epH KU MCTUCHOXO OynaH[ nona
LIyJaacr.

3. MakoMoT Ha3opaT Ba MakOMOTH HazopaT ¢aspan Komuccuspo,
JIaBJIATXOHU Y3BPO Ba ap CypaTH MaBuy[] OylaHU MaKOMH aKKpEIUTATCUSIH
OHXO MAaKOMH aKKPEIMTATCHAM OHXOPO JAap Oopau MCTUCHOXOM THOKH
HuzomHomMam Maskyp TaBaccytd cucreman jgap wmoxagau  20(1)
3UKprapAnia orox MeKyHaHJ. A3 dymia, MaKOMOTH Ha30paT € MaKOMOTH
Ha30paT HOMU OIIEpaTOpPpPO HUILLIOH MeAHXal] & OIepaTOpoHU MaH(pHUATAOD,
MYXJIaTH UCTUCHO, HAMYZIU UCTEXCONOT € Aap XOIaTXOH 3apypil KHTbaXOoH
3aMHUH, aCOCXOM PaJKyHN Ba OaéHUSM MaKOMOTH JaxXJIIOPH  KHIIBapu
ceroM, KU Jap Moazau 28 3uKp IIyJaacT. Arap 4yHHH U3XOPOT MaBYyHd
Habomaa, Oa Ha30paT XOKMMHUAT € Hazopar OamaH Xoxal Kap[
ACOCHOK KapJaH JOXWI HallydaH a3 YyHHH a HU3XOpPOT Ba TabMUH
Hamosin Oa nmaximop MabiyMoT nap Oopau oH 0a bTUPOd act acoc
édraacr.

4. Jlap Hazopar XOKMMHAT & HaszopaT OajaH XoXal KapJ TabMHH
HAMOSIT KU Xap OIeparope, Ki 6a OHXO MaxIyAHUsITXOU JONAIIY/A TATOHK,
MEIIABaH, JAJCIXOW Xyq4aTHd MapOyT 0a MCTHCHOXOHM IOJanryia Ba
WHYYHHH JAJICIXOH Xy44aTHUPO HUTOX JIopaH. nap 0a ucrudona OypaaH
a3 KA HCTHCHOXO [ap JaBOMH 0a [aBpa KA WH MCTHCHOXO TATOWK
MelaBana. MakoMoTH Ha30paT € OpraHu Ha3opaT TaQTHII KyHe] 6a puos
a3 Oa omepatop € omeparopxo 0o 0a mapoutd 0a 10Aa UIygaacT
HCTHCHOXO.

BOBU VI

TEHEPAJI BA ®UHAJI MYKappapot

Moooau 30

HcrnHoaxo 6a MAKOMOTH CAJI0XUSATAOD Ba AABJIATXO0HU Yy3B J1ap
3amumau II 6a Huzomuoma (MA) 2018/848

1. HcruHomxo 0a MakOMOTH CAJOXHATAOpP Jap OaHIXOM 3EepHHHU
3amuman 11 6a Huzomunomanm (MA) 2018/848 xamuyH mcTHHOI XOHA
MCIIABaHI OpPraHXOM HA30paT Ba OPraHXOM HA30paT, KH MyBODHUKH
Moziau Mas3kyp 3sTupod mrynaann 46(1) a3 ku HusomuoMa:
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(a) mykra 1.7.2 Ba 6Ga aBBan maparpad a3 Hykra 1.7.3 a3 Kucmu maw;

(b) mykraxom 1.3.4.3, 13443, 16.7, 175, 1.7.8, 1931, 1941
Ba 1.9.4.2 a3 Kucwmu lI;

(c) mykraxom 3.1.2.1 Ba 3.1.3.1 a3 Kucmu llI.

Masiymore, ku nap 6anmu 1.9.4.1 Kuemn 11 3uxp nrynaact, 6a Komuccus
¢dupucrona Memanaa TaHXO.

2. Ucrunox 6a naBnatxou y3B aap 6anmu 1.9.4.4(c) kucmu 11 3amuman
I 6a Husomuoman (A) 2018/848 xaMuyH HCTUHON XOHJa MEIIABaJ
OpraHXOH Ha30paT Ba OPraHXOHM Ha30paT, Ki MyBOMUKH MOIIAH Ma3Kyp
spTupod mynaana 46(1) a3 xu HuzomuHoma.

Moooau 31
Bypya 06a kyBBa Ba apu3a
Wu HuzomHOMa xoxan kapJ Bopuj KyHen Oa KyBBa gap 0a Ouctym

p¥3 mac a3 oH a3 oH Hamp map 0a pacmil Kypuan a3z 6a aspynoii
Hmmughox .

OH xoxax kapa Mypouuat kyHen a3 1 supap 2022

W HuzomMHOMa jap MauMyb XaTMUCT Ba Jap Xxama 0eBOCHTa TaTOUK
Kapja Memasaj ab3o llraTxo.
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34AMUMA U

MyHaapu4a a3 6a ap3é6i rysopum umopa kapa 6a nap Moanan 1(2)(i)

KUCM A

Xucobor oun 6a ap3éoy, ku nap 6anau (1) mogmau 1(2) 3ukp mrynmaact, 6osx a3
Xy44aT Ba XucoboTu Oappacuu ca®TXo, XucoOoT oup Oa ap3eé0h map Maxan Ba
Xuco0OTH ayauTH 1oXuJ ubopaT Oomlaj] Ba METaBOHAJ XaMa I'yHa MabIyMOTH
JUrapepo, KM MaKOMH aKKPEAUTATCHs 3apyp Meumymopan, nap Gap rupan. &
CANIOXUATIOP XOKHMHUSAT.

1.  Xyuuar Ba caOt Gappacu ry30pHI

Hap xyuydat Ba caOT Oappacu Ty30pHII XOXajd Kaph nap Oap Merupaz
fa yHCYDpPXOHU 3CpHH:

1.1. Ap3é6it a3 0a 3epuH:
(a) 6a coxrop Ba anm03a;
(b) IT wnopakynii cucrema;
(¢) ¢umman oducxo;

(d) maBbu a3 QavonusT, a3 yymiaa 3epryapaTié (GpaboNMAT aUTAp
Ha3zap 06a TaTui Ba rupudTaHu HaMyHa;

(e) Tamkwumii guarpamma;
(f) cudar unopakyni;

1.2. Ap3ébun pacMuéru TaboaynM HTTHIOOT OallHM uAopau Mapkasii Ba
¢bunranxo, 1abopaTopusIXoH 3epryapaTii, iHuyHHH 60 Komuccus, naBnatxoun
ab30, AUrap MAaKOMOTH HAa30paTil Ba AUrap Ha30paT MaKOMOTH;

1.3. Baxoguxuu JOHHII Ba HXTHCOCH KaJPXO a3 PyH KOHYHT'Y30pHH UTTU(HOKH OHJT
6a OpraHMKil HCTEXCONOT KOWAAX0 Ba HA30paT;

1.4, CaHuuInu OH, KM PSKHUMH 3a00HH MHTUXOOIIYa Ba Xy44aTXOH a3 YOHHOU
HHTHLIOPIIYla MakoMOTH Ha30patii € MAKOMH Ha30paTii 6apou OrnepaTopoHu
apTHOMaBil € TypyXXOW OIEpaTOPOH, a3 4YyMia pPacMHUETH AOXWINH
KOpMaHIoHHU YanOmryna aap 0a paBanau ceptudukarcus € map 6a Hasopart;

1.5. Ap3é6un GapHOMaxOH TabJIMMHU MailBacTa Ba MOHHTOPHUHIH CaAMapaHOK a3
qoHHOM Oa Ha3opaT XOKUMHAT & Ha3opaT OamaH a3 0Oa camoxusaTXou Oa
JIacT OBapally/ia oap JaBOMH 0a TPEHHHTXO;

1.6. Ap3é6un Tauypuba Ba CalOXMATH KOPMAHIOH ouj Oa KaTeropus(xXo)-u
Maxcynore, ku gap mogaau 35(7) Huzomuoman (MA) 2018/848 mykappap
nrynaact, 00 Ha3apIOIITH Ha3opaT Ba Jap Xap SK KHIIBAapH CEIOM, KU
apTUpodu  OoH dapo rTHpudTa ImIymaacT, a3 dYymya BasbUATH KOPU
HWHCIEKTOPOHH axJJ0p Ba MYHOCHOATXOM IIAPTHOMAaBHH OHXO 00 0Oa
Hasopar OanaH;

1.7. Ap3é6uu pacMuéru goxuwinu MapOyT 6a (aboIusATH HA30paTH a3 OMepaTopxo
Ba TypyXX0O a3 oOIepaTopxo, arap sroH, Ba 0a Majaka Ba TabIUMH
Mymiaxxace, Kd 0apoM HO3BMPOHM MaKOMOTH Hasopati €& Makomu
Ha30paTKyHaH/a, KK CHCTEMaH Ha30paTH JOXHIIMU TyPYHHOH OepaTopoHpPO
Ha30paT MEKYHaH]I, 3apyp acT;

1.8. TaBcud Ba ap3é6uu (HaboIUsATH CUCTEMAN HA30PAT, KU OapOU Xap SIK KHIIBAPH
CEIOM YOpH Kapja MellaBaj, a3 YyMiia 1ap X0JIaTXOH 3apypil, MyIIaxxacoTu
Has3opar 6apor T'ypyxxo a3 OIepaTopXxo;

1.9. SIron aurap MabIyMOT XHCOO Kapja MeliaBaj 3apyp a3 YoOHHOM 0a akkpeauTaTcus OanaH.

2. Jlap gosin ap3é0@ ry30pHIl

Xucobot onx 6a ap3éduu map Maxai a3 YOHHONM MaKOMH aKKPEAUTATCHS &
Jlap XOJIATH 3apypil CATOXHUATIOP XOKHMHUSAT, XOXaJ Kapi aap 6ap merupai
6a maiipaBii yHCYpXO:

2.1. Xucoboru 6axonuxun 1aopa(xo), KU Aap OH Kapopxou cepTU(HUKATCUs KaOyi
KapJa MemaBaH/, nap 6ap merupaj 0a maiipaBit MabIyMOT:
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2.2.

(a) marm4aum TadTHIIN MApBaHAAXOM XaMad KaTeroOpHsXOU MaxCyJoT, KU Jap
moxnau 35(7) Husomuomau (MA) 2018/848 mykappap miymaacrt, Ku
9BTUPOPH OHXO JAapXOCT Kap/Ja MeIlaBajJ Ba TACAUKH OH, KM MaKOMH
Hasopatii TanaboTpo oma 0Oa Hazopar gap poduta 00 IypycT HYpO
Kap/aacT. OlepaTtopxo Ba TypYmHOM onepaTtopoHe, ku ngap 606um 111
wamuH HusoMHOMa Ba a3 JbyMiIa ap MOJJambou 9 Mykappap IIyJjaaHa Ba
10;

(b) ap3ébum dexpucru TandUpxoe, KU Aap CypaTH MyKappapliyia aHIeluaa
MellaBaH pUos HaKap/aH;

(c) ap3ébum pacMMETHM TaXIHIM XaTapXo 00 MaKCajH CaHYHIN, a3 dymia
TadTHXo O€ IMem Oroxi;

(d) ap3e6m a3 Ga HaMyHarupi crparterus, TapTUOH Ba METOIOJOTHS,

(e) ap3ébum pobuta 60 Komuccust Ba aurap MakOMOTH Ha30par Ba Jurap
HA30paT MakOMOTH;

(f) xymnocaxo a3 cyxGar 60 KOPKYHOHH HA30par Ba arrecrauus jgap Gopau
OHXO MYPOU Ba CAIOXHMAT Aap cepTU(HKATCHs Ba HazopaT Basuaxo;

(9) TacoukH OH, K MAKOMOTH Ha30paTil & MAKOMH Ha30paT ZOPOU BOCHTAX0
Gapou TaTOMKK cucTeMan Ha3opaTid MyToOoukn HusomMHOMau maskyp aap
Xap SAK KHIIBapH ceoMe, KM 0apod OHXO IbTHPO] KapaaH oapXocT
MEKYHaJ, a3 yymiyla HO3UPOHH Ko(hil Oapou ry3apoOHHJAHM Xama T'yHa
CaHYMIIXOM YUCMOHT 1ap Xama I'yHa MapXujlad HCTEXCOJ, OMOACO3i Ba
TaKCHMOT. ap XOJATH 3apypi, Aap acoch ap3E0Hu XaTapXxo, CAaHYHIIXON
uinoBari € HaMyHaXx0 Ba Xyq4aTxo 00 3a00HXOe, KH OINepaTOpOHHU
mapTHOMaBil GpaxMOaH, XaHTOMH HHXO Xyq4aTXO MCIIOHHMA IIyXaaH/
Gapou omepaTtopxo € Typyxxo a3 OImepaTopxo;

(h) TacaMky WMKTHOOp Ba CaJOXMATXOM 0a MaKOMH Ha30pard € MakOMH
Ha3opartii bapou nupou Bazudaxou xya 6apou xap sk KUIIBAPH CEIOME, KH
Gapou OHXO IbTHPO(® KapJaH [TapXxOCT MeKyHaja, 00 Ha3apOIITH
[IyMOpay MeMOHHAUIIABAHIaN OMepaTopXxo & ab30M TYPYXH OIepaTopxo,
XaqMH MAaxCyJIOTH COAMPOTH, XYCYCHAT Ba MAaNIOMIIN MaxcyjoT; a3
yymuia ap3é0Huu OnepaTopxo Ba HWHCIEKTOPOH (ailnxo.

A mIOXHI ayauT Ty30pHIL, ap HATHYa a3 a MIOXMI ayauT OypaaHq
Oepyn nmap MyBoduk 060 Kucmu B, mopom 0a maiipaBii yHCYypxoO:

(a) HOMH omepaTop, HO3MpH CaHYMAANIyAa Ba MAKOMH aKKPEIHTATCHS
ap3E0fKyHaH A,

(b) mabaymoTH ymymid qap Gopau ayauTH IMOXHUIOH, a3 KaOMIH MaKOH, BAaKT,
Hakmiau ayaut € tapadxo Ba Taypuban onepaTop € rypyxu onepaTopoH
60 60 HazapmomTH 0a OPraHUKA HCTEXCOJOT KOWAAXO;

(c) mowmpaun a3 tadru;

(d) omomarmm wWHCIEKTOp Ba NOHWIN, a3 KaOWIM OaHAKIIATHPHH KOp,
JACTypPXOH KOPii, Xyq4aTXo Ba MaBOJE, KM 6a HO3MP MENIHUXO/ IIy1aacT,
JOHHUIIM HO3UP OMJI 0a KaTeropHsu NaxXiIopH MaxcyJsoT, ap3éonm a3 Oa
yCTYBOp# a3 0a OpraHumkd CHCTeMa IUJIaH oIeparop € chucreMau
Ha30paTH JOXWIMHM TYpyXM OIEpaTopxo, CaHYUIIKM OapXypau
MaHpuaTxo, qouum gap 6opan Huzomuoma (MA) 2018/848, monumr a3
0a moxwiit TapTHOWM a3 OH HA30paT MakoM Jap MaBpUAd (HabOIUsT &
TaTOUKH CHCTEMau Ha30paT Ba paBaHIN CEpPTHOHUKATCHUS,

(e) wupom HO3Mp, 62 MOHAHIHM MyBOQUKATH NABOMHOKHH CAHYMIN, ap3E0i
a3 0a Mycoxmba, TadTHII a3 pHOS HAKapJaHU NelTapa, YaMbOBAPHU
MabIyMOTH IaxJIOp, MallaKaxOHW CAJOXUATIAOP Ba TAXJIMIN, yCYIXOU
cyx0ar Ba ITypcHIl, MaJlaKaXOu caMapaHOKU 3a00H, JOHWCTaHH HIAPOUTH
KHIIIOBAP3MH MaXaJUIil Ba aMaJIUsIl KHIIIOBApP3H, TAYprUOaXou KOpKapa 1ap
OH KHIIIBAap Ba MaJIAKaXOU HYTHMOTT;
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(f) cudparm asHasapry3apoHMM YHCMOHHM HHIIOOT/XOJIrOX/BOXHJI, 0Oa
MOHaHJM METOJOoNOrus Ba cudaTH Bapakau caHuuIM uctudonamyna,
UTTHJIOOTH a3 YOHMOM oOIlepaTop Hap HaKlmad CHCTeMau OpTaHHKM
MEMIHUXO/IIYA, YCTYBOPHH TaBO3YHH OMMAaBi Ba CAaHYHUIIXOH IalUTHP,
MeTozoJoruan 6apon MHTHX00 ucTHdoOnamaBaHga Ba Oa Tadrumn a3
MHHTAKaXOH MYXHM;

(9) 603édTx0, XO07TaTH HOMYTOOHMKATHH OIIKOPIIyJa Ba HCIOXKYHaH/A
Tag0MpX0o TaTOMKIIABAH/A;

(h) ap3éom a3 Oa puos HakapiaH MyailsiH KapaaacT 0a MaKOMOTH
aKKpeauTaTchs ap3E0MKyHaHJa aMMO HE OLIKOp Kapja LIyj a3 4oHHOH
0a MHCIEKTOp;

(i) cudar Ba xomuusaT a3 6a Bapomaarox mycoxuba ry3apoHua LIy,
(I) ymyman ap3é6n a3 Ga camapaHOK# a3 6a TadTHiI;

(k) HOMIYM HOMYTOOHKATHH OLIKOpIIYZAA, TaBCH( Ba MyXJaT GapoH HCIOX
Tanbupxo Oa Oomiang Oypaana OepyH a3 4oHHOM Oa HA30paT XOKUMHST
€ Hazopar OajgaH 06a Xal OHXO;

(I) map mMaBpuaM sSIK TypyXH OmepaTtopxo, 6axmm Mymiaxxace, K TaBcHYpo
NEUIHUXOJ MEKyHaJ] Ba ap3é0n a3 Oa camapaHokid a3 Oa cucrema
Oapou Ha30paTH JOXHUII; Ba

(m) ap3ébum yMyMHHM HKTHIOp Ba BTUMOAHOKMH MaKOMOTH Ha3opaTil &
MaKkoMH Ha3zopaTii Oapou wuypon QabvonusTu ceptudurarcus 00
Ha3apJOIITH HaTHYau Oaxoauxuu MyToOWKH Kucmu 2.1. Xama ryHa
MabJIyMOTH IUTap, KK 3apyp acT a3 yoHHOM 0a MaKOMH aKKpEIUTATCHS
€ caloXMATAOpP XOKHMHAT, a3 uymia MacanaH, xabap Mequxaja Ba
XyJIOCaX0 a3 WJIOBAaril IIOXH[ ayAHUTXO.

KUCM B

1. Hdap mwoxun ayaut uiopa kapj 6a map mykra 2.2 a3 Kucmu A xoxan kapj Oomra:

(2) a3 yoHMOM MAKOMH AaKKpEAUTATCHsl € Jap XOJaTh 3apypid MakOMH
CANIOXUSATAOP aHYOM JI0J1a MELIAaBas;

(b) map acocu TaxJMiM TaBaKKaJl Ba TaMOMH (DabOJMATPO Jap 3€pH INAXoaatT
Xy44aTry30pi MEKyHas,

(C) ¢usuki aHyoM noma MelIaBaJ Ba TAHXO JAp CypaTH Kapop NOJAHH OH
MeTaBOHaJ a3 Macodau 1yp amanii kapaa masaa 6a Komwuccust.

2. Hap unoBa 6a Yynokynin 1, 6a moxua ayauT xoxan kapa Ooman Oypaang OepyH:

(a) Gapou xap K KaTeropusi a3 MaxcyjoT 4yH Tysomra OepyH gap Moanau
35(7) a3 Husomuoma (MA) 2018/848 OGapoun ku 0a 9bTHpPOd acr
JIApXOoCcT KapA.  XamMa HOMYBO(DHUKHATXOE, KH a3 YOHHOM MAaKoMH
AKKPEUTATCHUs & CANOXMATIOp OIIKOP LIyAAaH[ XOKUMHAT XOXaJ Kapl
Gowian myppa Mypoyuar Hamyd a3 4oHMOM 0a Ha3oparT XOKUMHAT &
OpraHy Ha30paTii MyTaHOCHOAH, Ba TACAMK Kapja Uiyl a3 4oHubu Oa
akkpenurarcus GafiaH € CalOXUATIOP BaKOJAT;

(b) Gapom xap sk Kareropusu MaxCyJoT Hap KHIIBAPH CCIOMH [Hrap, arap
MaKOMH Ha30par & MakOMH Ha3opaT 3uéna a3 sik Hadappo AapXxocT KyHaj &
aakail 3pTHpo( myaa Ooman ceoM KHIIBap; Ba

(c) xamuyH Machanam ad3aJMATHOK Jap TYPYXXOH OMEPaToOpXo, Iap CyparH
opraHd HasopaT € Ha3opaT OagaH TypyXXopo TacAMK MEKyHal a3
oIepaTopXo.

3. Bapon makomum Hazopar € MakOMH HaszopaT, ku TuOKH Mmommaun 33 (3)
Huzomuoman Iypo (EC) Ne 834/2007 ( 1) swrupod mymaact Ba 6a pyiixatu
MyKappapiryna JOXuJ Kapja IIyJaact MyToOuku Moxnan 57(2) HuzomHOMau
(MA) 2018/848, 6a mawimymor umopa kapg 6a map Hykrta 2.2 a3 Kucmu A
a3 uH 3aMEMa XOXaJ KapJ HaTW4a a3 IIOXHJ ayAUTXO WYPO IIyAaH:

(1) Wypo Huzomuoma (EC) He 834/2007 a3 28 wion 2007 nap OpraHukii MCTEXCOJOT
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Ba TaMFary30pHH MaxcyJIOTH opraHukit Ba 6exop kapganu Huzomuoman (EEC) Ne 2092/91
(OJ L 189, 20.7.2007, cax. 1).
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(a) map maBomu 3 comu oXup a3 YOHUOM MAaKOMH aKKPEAUTATCHS & MaKOMH
canoxusaTnop 60 Makcamu 3bpTHpodu oHXO0 THOKM Husomuoman (EC) Ne
834/2007 ©Gapou xap 5K KaTErOpPHSAM Maxcyilore, KM 6a OHXO OpraHH
Ha30par & OpraHu Ha30paT JapXocTxo bTHpod nap MyBopuk 60 Moanau
46 a3 Husomnoma (A) 2018/848; Ba

(b) map kumBapu cetome, KM MakoMH Ha3opaT & MakoMmu Hasopar 0aposi
pTUpo¢ mymaact naap 3epd Mogman 33(3) a3 Husomuoma (EC) He
834/2007.

bo Byyynu uH, Gapou Xap K a3 MHXO IIOXHJ ayJuTX0, 6a aKKpequTaTcCHs
OagaH € MakOMH CaJOXHATIOP TACAUK MEKyHAJl, KH XaMal HOMYBO(UKHATXO
nyppa Oaprapad kapaa mynaaHy a3 4oHuOu 0a Ha3opaT XOKUMHUST € Ha3opar
GanaH.
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3AMHUMA N

Ienepan Ba Mymaxxac TajgadoT 6apom 6a COJI0HA Ty30pHII MINOPA Kapx
6a map moana 4

1. Xwucobotu cosoHa 005 XaMal YHCYpXoHu Aap (aiiiii TeXHUKA MaByya0yaapo
HABCO3M KyHaJ 4yH Try3omrTa GepyH map Mongan 1(2).

2. Xucoboru cosoHa 00511 MabITyMOTH MAKOMH Ha30paTH € MaKOMHU Ha30paTH, KU
60 MaKcaau TaxUsd XHCOOOTH COJIOHA HAaB Kapja MellaBaj, 1ap Oap rupaj Ba
HOM Ba pakaMHM MaKOMH Ha3opaT#i & MaKOMH Ha30paTil, CypOFau IIOYTad
9JIEKTPOHT, pakaMH Tele(OH, HyKTau aJIOKau dJIEKTPOHH Ba Cyporau BeOcailr,
KU 0Osi/1 HICTHHOIM MYCTAaKUMpO jaap Oap rupai, 00 JacTpacHu OCOH a3 XOHa
TopHamo, 0a 6a HaBmryna pyiixatu omepaTtopxo € Typyxxo a3 OmepaTopxo.

3. bapou makcajion 1Mco0OTH COJIOHA O3Upa TeXHUKH 60 0a 3epuH:

(a) davonmuaTH HazopaTH MakOMOTH Hasopar € MakOMOTH Hasopar aap
KHILIBAPH CCIOM € CEIOM ap COJHM Ty3allTa Jap SIK KaTerOpHsH MAmCyJIoT,
ku 1ap moxanau 35(7) Huzomuoman (MA) 2018/848, a3 qymmna mMabiaymor
nap Gopad IIyMOpam OIEpaTopXx0 Ba TYPYXXOHM OMEPATOPXO XaMUyH
WHYYHUH ILIyMOpaW ab30€HH OHXO (a3 4Yymija 3eplnyapaTduéH, arap
orepaTopxo € TYpyXXOM OMepaToOpoH 0apou 3eprnyapaTdyduéH Machyll
HaOomrana) ku OymaHa MaB3yb 0Oa OHXO HasopaT MekyHaa mgap 31
IeKaOpu COJHM Iy3allTa a3 pyu MaMJIaKaTH CeiyM Ba KaTErOPUSIH MaxCyIoT
TaKCHM Kap/a LIyJaacT;

(b) ywaamopi, ku MaKOMOTH Ha3opati & MakOMH Ha30paT a3 pyH TaJbIuIH
3apypu TapJbyMaW KOHIamoOHM HCTemconi 0a mommau 1(2)(m)-u uH
HuszomHoMma € qurap Xyq4aTXou AaxJIOpH 3apypit Oapou 0a Makcagxo
a3 Moanan 46(2) a3 Husomuoma (MA)2018/848 & un HusomHOMa;

(c) xama TryHa HaBCO3MM pACMHMETH JOXWJA, a3 Yymyia CHCTEMau
cepTr(UKaTCHsI Ba HAa30par, KM a3 YOHHMOW MakOMH Ha30pati & MakoMu
HA30paTit MyTOOMKH OH MyKappap kKapaa myaaact 60 ua HuzomHoMa;

(d) ucrunon Ga BeGcaiiTh MaKOMOTH HAa30paTd € MakOMH Hasoparii 60
MabIyMOT Tanab kapaa MemraBan jaap MyBoduk 60 Mommaum 17;

(e) xucoboTu cosioHan ap3é0um OPHC(X0), KA KAPOPXOH CEPTHHHKATCHUIPO
KaOyn MekyHaHa rupudta, 4yH umopa kapa 6a gap Hykra 2.1 a3 Kucmu
A a3 3ammMa MaH:

(i) xadomar momaHM OH, KM MakOMH HasopaT & MakOMH Ha3opar a3
YOHHOW MAKOMH aKKPEIHTATCHS & MaKOMH CaJOXMSATAOP 0a TaBph
BOKefl 6ax0 [Jo/ia IIyJaactT Iap CONM Ty3amiTa qap 6opan KOOWIHATH
XyZ 6apOH TABMHHH OH, KA MaxCyJIOTH BOPHIOTH a3 CEIOM KHIIIBAPXO
puost kapaan 60 Huzomuoma (MA) 2018/848;

(il) TacoMk MeKyHai, KH MAKOMOTH Ha3opar & MaKOMOTH HAa30paT XaHy3
AMKOHHUAT Ba CAJOXWATH aMmaiii TapIOHAaHH Ha30paTpo Iopas
TanaboT, MWAPOUT Ba TaAOMPXO rysomTa GepyH aap Moamau 46(2)
Ba (6) a3 Husomnoma (MA) 2018/848 Ba map umn HusomHoMa,
Iiap Xap CEloM KHIIBap 0apoM KM OH acT 3BTHpOdIIyna;

(iii) a3 gymyia XamMa TyHa MabJIyMOTH HaBLIyAad XHCOOOTH COJIOHAW
ap3é0i uyH 00 3XTHpoM 0a HaTW4axo Ba a ap3E0i a3:

— 0a 4ekxo a3 0a daiinxo a3 0a omepaTopxo € TypyXxxo a3 OIepaTopxo;

— 0a pyiixaT a3 puos HaKapJaHU KOHJIaxo, 4YyH Xy0 dYyH 0a
pakam ouj Oa puos HakapJaHW Jaap MyHocubar 0a 0Oa pakam
a3 omepaTtopoHH ceprudukaTcusmyna €  Typyxxo a3
0IIepaTopxo;
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4.

5.

— Oappacun HOMYTOOMKATH Ba IIMKOATXO, arap BydyJ JOLITa
Oomaz, 60 Tap3exoT gap Oopau 4YOpaxoH HCIOXHA a3 4OHHOU
orepaTropxo € TypyXXo a3 orepaTopxo 0apou KaTbH IOMMHU
HOMYBO(MHKATHH OH;

— 0a kaTajor a3 TagOMpXo Ba OH TaTOVK;

— 0a xaB(¢ TaxmI TapTUO;

— 0a cosoHa XaB() HakIa;

— 0a HaMyHarupi cTpaTerus, TapTUON Ba METOJOJIOTHS;
— 0Oa Tariiupor 6a siroH a3 6a pacMuéry;,

— My0Ooamian UTTHIOOT 6O AWrap MakOMOTH Ha3opaTil, Ha3opat
opranxo Ba 6a Komwuccus;

— CaJIOXUATH KOPMaHJOHE, KM Jap paBaHIM CaHYMII Ba
cepTU(GUKATCHS UIITUPOK MEKYHaH]I;

— 0a TapIuM O0apHOMAaxo;
— 0a JOHHII Ba CaJOXUAT a3 HaB KOPMaHIOH;

— caMapaHOKA Ba JBTHMOJHOKHH (abONUATH IIOXHIW OH Ba
ap3éoun ymymuu (aboiMATH MaKOMOTH Hasopar & Ha3zopar
Gana;

— YHCYPXOH JIHIrape, Ki MaKOMOTH aKKPEAUTATCUS & CATIOXUSTIOP
XOKUMUAT 0Oa Hazap Merupaj Aaxigop Oapoum 0a Makcaaxo
a3 Husomuoma (MA) 2018/848;

(iv) xu map MaBpuaM Baceb KapAaHH JOMpadn YbTHPOd 0a KUIIBAPXOU
WIOBATHH CEIOM ¢ KATETOPHAXOM MaxCyJOT Aap CONH Ty3amiTa,
UKTHIOp Ba CaJOXUATM MAKOMOTH Ha3opaTii € MakOMHU Ha3opatii
6apou aHYOM J0JaHM Ha3opaT MyToOuMKH Hu3oMHOMam Maskyp aap
Xap K KHUIIBAapW HAaBU CCioM & 0apoM Xap SIK KaTeropusii HaBH
MaxCyJIOTH AaXJII0p, arap oH 90 (haboNaHA OmepaTtopxo & rypyxxo
a3 oIepaTropxo.

XucoboTH costoHa 00511 MaBbJIyMOTH 36pHHPO Aap Oap rupajg XoilaTxo a3 puos
HakapJaH Ba 0a Taabupxo rupudTa myaaacT:

(a) mymopau CaHYMIIXOM YMCMOHMA Jap 40H Xoauca 00 OrOXHH MeIlakd Ba
OHIyHU OTOXM;

(b) 6a pakam a3 6a HaMyHax0 YaMBOBapi IIymaacT gap tadTumxo 6o Ba
Oe memakii Oroxi Ba Jap Kyqo TaTOMKIIaBaHIa, 0a amanxo rupudra;

(c) mymopan HamyHaxoe, Ki 00 caGabu Iy0xa, IMKOAT € aap JABOMH
Tadtumor tHOKKM O6anm (a) momman 22 (1) taBaccytu OFIS orox kapma
MeluaBaj yyH uiiopa myzgaact aap Mopmau 21(2) (OFIS napsanpa);

(d) 6a pakam a3 OFIS xomaTxo a3 rymoHGapuryna € TabCHC [0/a UIyIaacT pUOs HaKaplaH ;

(e) urymopan HOMYBOGHKHATXOH OLIKOPIIyAa, 6a XypH, aCOCi TAKCUM Kapia
MEIIaBaH/ Ba TAaHKHUIH a3 pyH TaCHU(OTH pHOsl HAKAPIAHU OpPTAHUKA &
Jap-KOHBEPCHUsI MaxCyJIOT Ty30lITa IIyAaacT mo€H pap 3ammma 1V,

(f) Tambupxoe, ku nap samuman IV 3uKp ymaanz, Hucbar 6a onepaTopxo &
TYPYXXOU ONEpPaTOpPOH aHIEMIMAAa MENIaBaHI Jap XOJaTxXx0 a3 pHos
HaKap/aH.

Bakre ki MakoMOTH Ha3oparT € OpraHH Ha30paT OIepaTopoH & TypYxXxou
aTrecTaTcusIlyna gopaHn Jlap XucoOOTH COJOHAM MakOMHM Has3opati &
MaKOMM Ha3opaTil, KM a3 YOHMOM JUrap MakOMOTH Ha3opaTid € MaKOMH
Ha30patil JopaHi, 6apou Xap SK OIepaTopy MHTHKONIIIABAHAA HUIIOH J0Ja
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MemaBaj. € TypyX a3 ornepaTopxo:
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6.

7.

(a) HOMH omepatop € rypyXu OmepaTopxo, YOMTUpIIaBuU TyFpoHU OH Ba OH
ry3alliTa pakaMu cepTu(UKaT;

(b) 6a HOM a3 OH rysamTa HazopaT XOKUMUAT ¢ HasopaTr OajaH;
(c) 06a cana a3 uHTHKON a3 6a Hasopar (Qaiir,

(d) 6a pyiixar Ba Tabuar a3 KymIogaH pHOsl HAKapJaH Ba TaaOUpPXO Tanad
MEKyHaJ[ Ty3alllTa Ha30paT XOKUMHUAT & Hasopar GaljaH, arap sroH;

(e) gopaxoe, ki a3 YOHHOH omepaTop & rypyxu OrnepaTopoH Gapou kadosat
JOfIaHK OH, KM HOMYTOOMKaTi ayOopa pyil Haauxajg Ba caHau(X0)-H
caHyuII (X0) a3 YOHMOU MAaKOMH HaBH Ha30patT € MaKOMHU Ha3opatit bapou
TaQTHIIN KU YOpaxoM MCIOXA MAOpaHA IIyA JypycT amajid Kapja
MeLIaBaz;

(f) mumoH Meauxan, kKu o€ ornepaTop € rypyxu ornepatopxo 0a sroH Kop yainb
kapaa mynaann OFIS mapeanpa.

Jap Gopau MaxcysoTH 1opou XaBhu OagaHa, KU Aap MOAAn 8 3UKp ILIyaaacT,
MabIyMOTH 3€pHH XOXaJ KapA Oomran nemobHuHi yaaacT:

(a) 6a pyiixaT a3 Ga omepaTopxo & TypyXX0 a3 OIepaTtopxo Machbyil
Oapou xaBdu OamaHa MaxcyJoT;

(b) Gapom xap sik omeparop € rypyx a3 omnepaTopxo:
(i) ©0a TapTumxo GypmaHn OepyH, HUIIOH aoAa Ga caHa a3 Xap K TaTHII;
(ii) Oa mamyHarupi Ba TaxjuJj MeKyHas OypaaHi GepyH;
(iii) puost Hakapmaun E¢r;
(iv) 0a Tambupxo TATOMKIIABAH/A,

(v) Gapowu xap sk omepatop € Typyxu OlepaTopoHe, K MaKOMH Ha30paTil
€ MakoMH Ha30paTHPO HWBa3 KapjaaaH], 4Oopaxou HCIoXid Ba (&)
My4030T, arap Jap XucoOOTH Ha3opaTd KaOuil Kaiin Kapma mryaa
Oomana. XOKUMHAT € HazopaT OanaH;

(c) Gapom xap sSIK MHTHUKOJ HMIIOH JI0/Ia @ PHOS HAKapIaHH :
(i) wcruHOn Ga 6a ceprudukar a3 TadpTUI Gapou BOPUI Kapja Iryaaact 6opxo;

(il) mapXxu HATHYAXOH TAXJIMJIA HHTHX00, KM MaBYyIUATH TACMOHIaX0PO
HUIIOH MEIUXaH a3 0end03aT MOIIAXo;

(iii) TadgTumn Ba yopaxow Mail nap maii a3 Tapadu opraHu HaszopaT &
Hazopar 0ajaH fJap [apBaHAa a3 OMexTa € MacMOHAAxo a3
MOJIaX0U FalipuKuy03aThe, KU Jap KOHCUTHATCHs (T mypaan, as
qymia Kapop Jap OOpad HHTUKOJN, MHYYHHH TACAMKA OH, KU
OIIEPATOPOH JOpaHj rupu(Ta UIyIaacT YOPaXOH UCIOXH.

Bapou wuyosatHomaxo Oapou HcTHhOAAM  MaBOIM  PENPOAYKTUBHU
raiipuopranukit MmyBoduku 6anan 1.8.5.2 kucmu [ 3amuman 11 6a Huzomaoman
(MA) 2018/848, ©Oa maiipaBii MabBIyMOT XOXan KaplH Ooman MemIONHA
LIy/1aacT:

(a) winmit Ba ymymit HOM (YMyMi Ba JIOTHHI HOM);
(b) rynoryn;

(C) pakam a3 HCTHCHOXO Ba YMYMHH Ba3H a3 TyxMii & pakam a3
pacTaHUXo a3 XaJ 3uen;

(d) mymopau omepaTopxo Ba IypyXXOH OIIEPaTOPOHE, KM HY03aT JI01a
LIyJaaH] .
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10.

Bbapou uctucHoxo, ku Myrobuxku Oanaxou 1.3.4.3 Ba 1.3.4.4 xucmu nozma
mynaany 1 3amuman II 6a Huzomuoma (MA) 2018/848 6apou xap sik Hamy 1
YOpBOM FalipHopraHukii (ro, acH, rycdan, Kauia, XyK Ba XallBOHOTH rapmo,
Xapryui, nappanna), 0a maiipaBi MabIyMOT XoXaJ Kapj Oomajx NemouHR
IIy/1aacT:

a) wiMii Ba yMmyMit HOM (yMyMil Ba JOTHHA HOM sS’bHE HaMyJ Ba HAcI);
30TX0 Ba LITAMMXO;

HCTEXCOJIOT MaKcaj: TYIUT, WP, TYXM, AyroHa Makcal € 30TrapBapi;
pakaM a3 UCTUCHOXO Ba YMYMHHU pakaM a3 XaiBOHOT IacT Kapja ILIyJaacT;

MHKIOPH OIEPAaTOPXO Ba TYPYXXOH OHEPAaTOPOHE, KU 0a OHXO UMTHES
J10]1a 1Ty /1aaCT.

bapou wuyosarxoe, ku Oapon wucrtudogan HOOOJIMFOHM IApBApPHIIN
raiipuopranukic  mMyrobuku Oangu 3.1.2.1 xucemum III 3ammman II 6Ga
Huzomuoman (MA) 2018/848 nona mynaann, 6a maiipaBid MablIyMOT XOXa[
Kapa Oowran neumOuH MIyaaacr:

(a) mamyn Ba Hacn (yMyMil Ba JIOTHHA HOM);
(b) 30TX0 Ba WITAMM Kall TATOMKIIABAH/IA;
(C) ymMymuu pakaMm a3 HCTHCHOXO Ba pakaM a3 HaBpacoH Gapou Xap SIK HaMyj;

(d) pakam a3 omepaTopxo Ba rypyxXO a3 ONEpaTopXo0, KM AOPaHI LIy
JI07ia IIyaacT M403ar.

XucobotH coyioHa 601 XaMa T'yHa MabJIyMOTH AWrapepo aap 0ap rupai, Ku
Gapou KOHeb KapaaHu Tanadbotu mymaxxacu Husomuoman (MA) 2018/848 a3
Y4OHHOHM MaKOMH Ha30paT MyBO(GHK JOHHCTA MeliaBad, Oa Ha3opar OamaH &
06a MaKOMH aKKpeIUTaTCHsl.
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3AMUMA 1

OFIS ma6.0H uyH umopa kapa 6a gap Moanaun 21(2)

Llabron bapou a cmandapm yaeob ouxed ba a cmandapm OAUHANXATKU 020XUHOMA 0ap 2yMoHbapuyoa é mawvcuc 000a
wyoaacm
PpUos HaKapoOaH

A. Tadrumor

1) Kanom nHazopaT MakoMoT(-x0) Ba/€ Hazopat OamaH(-x0) xactaua /Oynani gap 3apsj a3 6a tahTumor?:

2) TaBcudu XaMKOpPUXOH OaifHH OIEPAaTOPOHM I'YHOTYH Ba MaKOMOTH CalOXHATAOp € Jap XOIaTH
3apypil, MAKOMOTH Ha3opartit (-X0) Ba/€ MaKOMOTH Ha3zopatil (-X0) JAap KUIIBapXOU MyXTaIu(H
yasoburyna TaBcud kyHen. (Arap siron)?:

3) Kagom tapTumor ycynxo/raptubxo gopana myn ucrudona OGypaa meraBan?:

Bapou Mucon, popany 6a oneparopxo HUrapoH IIyJ MEMIHMXOJ LiyxaacT 06a a

Ha30paTH Maxcyc?: IopaH] HaMyHaxo LIyJ TMpU(Ta IIyAaacT Ba TaxJIMI Kapiaa

MeraBaza?:

4) Yqi act 6a Hath4a a3 6a TadTHIIOT?:

Ui mebomang 6a HaTUYaxo a3 6a CaHYMILIXO/TaXJHIXO (arap SroH)?:

nopan Oa madmowin a3 Oa puos HakapaaH/my0xa a3 pHos HakapAaH/aurap npodnema OamaHza
OappomitTan TO3a Kapja mya’?:

Ui act mymo ap3é6i a3 6a 4uani a3 6a puos HakapAan/uryOxa a3 pHosi Hakapaad/ aurap mpodiema
Ganmann uryn?:

5) O¢ maiinonmu udociiasi / HOMyTOOMKATH / 1Iy0Xa Aap pUos HAaKapJaH! TanaboT / MyLMIKUAIIOTH
nurap 6a Mu€H oMajiaact Ba 0a MachymusT a3 6a akTEPXO LIyA paBLIaH MyailsiH Kapja urya Ba
TabCHC A0/ IIyAaacT?:

IHapx map 6opau naigounm UGIOCIIaBH/MyBOQHUKUIT/MYILIKAIOTH qurapu 6a MHEH oMaja Ba
MachyusATA 0a aKkTEPXO:

6) Jlopen 0a omepaTropxo MyaiisH Kapja mya Ioya 4aji0 Kapia IiyJaacT Jjgap JAdrap puos
HakapJaH/my0xa puos Hakapau/murap npoOiiema OamaHm OGapAOLITAHI XONaTX0 aap 0a oxup
3 con?

llapx map Ga omeparopxo MyailsiH Kapja IIyA dap JUrap phos HakapAaH/uryOxa a3 puosi HakapIaHu
/ MyHIKAIIOTH turap gap 6a oxup 3 cou:

B. Tandupxo Ba yapumaxo:

“1) Yl nmemrupuKyHaHAa Ba MCIOXKYHaHJa TaAOMPXO IOPaHA HIyj TMPU(TA IIymaacT (MacajaH
qyH 60 9XTHpOM 0a TAaKCUMOT/ MyOMHJIOT a3 0a MaxcynoT nap 6a HMrrudok 6030p Ba
KHIIBapH cetoM 0030px0):?

*2) Ui amanxo map napBaHia a3 puos Hakapaan/y6xa a3z puos Hakapiaw/aurap npobiema
Gapjomra nryaan rupudra mymnaact gap 0a omepatopxo Ba/é 6a maxcynor Hurapon? (1):

(*) Pexxum a3 amanxo (HaBHINTA OIyAaacT IIAKJI, OrOXH, Faiipa):?

Oyn Oa cepruduratcusu 06a UCTEXCONKYHaH/a / KOpKapAKyHaHAa MaxJyn, 00310mTa

mryn & 6o3xonn?: Cana a3 Bypyn 0a KyBBa a3 0a amaixo (arap STOH)

(DDIMMIYYYY):

JlaBoMHOK# a3 0a amanxo (arap sroH) (Jap MoX):

Hazopat xokumusaT Ba/€ HazopaT OamaH KU KaOyli Kapna IyJaacT Ba TaTOWK Kapia mrya 0a amanxo (arap sroH):

3) xactann minoBarii TadpTHIIXO Oa HakIa rUpH@Ta IIygaacT nap 6a OImepaTopxo HUrapoH?:
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4) Ui purap TamOupxo MeOomann 06a Ha3opaT XOKMMHAT ¢ HasopaT OaxaH OaHakmarupii 6a
Memrupit Xoauca a3 XoJaaTXOH MOHaHI?:

(') Yen xapman myBoduku 6a Moxgmau 29(1) Ba (2) a3 Husomuoma (MA) 2018/848 Ba Moaaau 22(1), (2) Ba (3)
Ba Moxnau 23(1) Ba (4) a3 un HusomHOMma.
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C. urap mabjaymor

D. YaBobu

3aMHuMaxo

mapxxo: Tamoc

HYKTa

(*) Xammii matidonxo.
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34AMUMA 'V
KataJjor a3 taxdupxo umopa kapx 6a xap Moanau 22(3)
KHCM A
Yucypxo oapou 6a unkuwogh ea apusza az 6a kamanoz a3 maooupxo

bo napHazapzpomru Kucmu B, MakoMu Hazopat € MaKoMH Ha30paT METaBOHA
XOJIATXOU PHOsI HaKapJaHH TanaboTpo Jap acocu MehEPXOU TacHU(OTH map
6anau (b) momnan 22(3) XxamMuyH HOOONMF, YUAA € YU TaCHU( HaMOsL,
arap sike € IK4aHJ a3 HHXO XOJaTX0 MYpOYHaT KyHEeX:

(a) Oa mapBaHIga a3 pHos HaKapAaH acT HOOOJMF Kaii:

(i) gopaxou SXTHETHA, KM a3 YOHUOM ONepaTop aHACUIHIA IIyTaaH/I,
MyTaHocMO Ba MyBO(QHMKAaHJ Ba Ha30paTxoe, KU OHepaTop
ry30lITaacT, MyBODUKM ap3EOMM MaKOMU HA30paT CaMapaHOK
mebomann € HasopaT OanaH;

(if) 6a puos HakapHaH MeKyHaa He TabCHUP MepacoHax Oa SKmId a3 6a
OpraHuKA & Tap-KOHBEPCUS MaxcyJioT;

(i) cucreman malirupii MeTaBOHAJ MaXCYJOT(X0)-H 3apapaunapo xap
TAbMHHOT 3aHYMp Ba 0a MaxCyJOT METaBOHajA OOIIag MeLTHpi
KapJ a3 a3 KUIIBapu CCIoM BOPHI Kapja MemaBaj 0a makcan 0Oa
6030p OapoBapiaHM HMH MaxcynoT nap noupau Urtuxomust 60
UCTHHOJ 6a HCTEXCOIM OPTaHUKH;

(b) 6a mapBania a3 puosi HAKapAaH acT MaWop Kaii:

(i) gopaxou 5xTHETH MyTaHOCHO Ba MyBODMK HECTAH/ Ba Ha3opare, KU
orepaTop ry3oliraact, MyBoduku oH Gecamap act 6a 0a ap3eéon a3
qoHHOM Oa Ha3opaT XOKMMHAT € MaKOMHU Ha3opari ;

(i) O6a puos HakapiaH TabCHpP MepacoHan ©Oa sAKIWIH a3 Oa
OpraHuKiA & Jap-KOHBEPCUs MaxCylloT;

(iii) 6a omeparop Kapa He IypycT Aap a Capd BakT Tap3 a pHOs
HaKap[aH{ HOYM3 ;

(iv) maiirupii MeTaBOHAI MaxCyJoT(X0)-M 3apapIuaapo Jap 3aH4upH
TABMHHOT YONTHp KyHAaJ Ba a3 BOPUIOTH MaxCyJIOT a3 KHIIBAPHU CCIOM
60 Makcau YOMTHp KapJaH!u WH MaxCyJIoT Aap 6030p Memrupi kapaa
mraBag. Uttudok 60 mcTuHOR 64 OpraHUKil MCTEXCOJIOT;

(c) 6a mapBanzma a3 puos HaKapIaH acT TAHIMAN Kaii:

(i) gopaxom >xTHETH MyTaHOCHO Ba MyBOGUK HECTaHI Ba Ha3opaTe, KH
orepaTop Ty3oiiraact, MyBoduku oH Gecamap act 6a 6a ap3éom a3
4qoHHOM Oa Ha3opaT XOKMMHAT € MaKOMHU Ha30pari ;

(i) O6a puos HakapiaH TabCHpP MepacoHan ©Oa AKIWIH a3 Oa
OpraHuKA & Jap-KOHBEPCUsS MaxCylloT;

(iii) omepaTop HOCO3TOPHXOM AacOCHM KabGIMpPO WCIIOX Hakapaaact &
TaKpOpaH AUrap KaTerOpuUsXou HOMYBOGHUKATHPO UCIOX HAMEKYHAI;
Ba

(iv) a3 cucremam maiirupii Gapom YOMIHp KapAaHH MaxCylIoT(X0)-H
3apapiuaa Jap TaAabMHHOT MablIyMOT MaB4yl HECT Ba MaxcCyJoTpo
MEerupil KapJaH MyMKHH HeCT. a3 OyJaH BOpHI Kapja LIyJaact a3
a CeloM KHIIBap 0apoM Makca] a3 Ty30liTaH KM MaxcyJoT aap
0a 0o3op map moxmm 6a Urtudokx 60 wuctuHON Oa OpraHUKH
HCTEXCOJIOT.

Tanbupxo

Opranxou Ha3opar € OpraHxOM Ha30paT METaBOHAH[ SIK € SKYaH[I YOpPaxoH
3epuHpO 0a Kop OapaHn map a MyraHocub Tap3 0a 06a HoMOap HIymaaHn
KaTeropusixo a3 XOJaTX0 P M O S HaKapAaHH :



02021R1698 — EN — 08.09.2023 — 001.001 — 58

Kareropus a3 puos Hakapaax Yen kapaax

HobGomur INemnuxony Hakuan 4opaOMHUXO a3 YOHHOU
omnepaTop Jap MyxJjaTu MyKappapuyaa ous 6a
UCJIOXU PHOs HaKapAaH(X0)

Maiop Xe4y wuCTHHOA 0a HMCTEXCOJIM OpTaHMKA Jap
TaMFary3opi Ba TaOIMFM TaMOMH JIOT &
ucrexcojaotn  Mapbyra  (3upoar(xo) €
XalBOH(X0)-M 3apapania MyTOOWKH MOJJIau
42(1) k. Huzomuoma (MA) 2018/848

MaHbH BOPUJIOT a3 KHIIBApH CeroM 00 MaKcaan
Jap 6030p YOHIrUp KapJaHW UH MaxXcyJoT Jap
poxumu  ©a  Hrrudok  uyH  umcTexconu
OpraHMKi 1ap JaBpau MyaiistH THOKM Monaa 42
(2) a3 Husomuoma (I1A) 2018/848

JaBpau HaBU TaO IMIIU XA
Maxaynusrpo Tanab MekyHaj a3 6a
I1aX0JaTHOMaX0 JOUpan

Taxmunaum TaTOMKM 4OpaxoW OXTUETA Ba
Ha3opare, Ki orepaTop 0apou TabMHUHU PHOSH
OH MyKappap KapJaact

utukoni Xey ryHa HCTUHOA 0a MCTEXCONU OPTAaHUK Jap
TaMFary3opi Ba TaOJMFM TaMoMu JIOT €
Maxcysnota MapOyT (3upoat(x0) € xaiiBoH(X0)-
u 3apapauaa) Tuoku monan 42(1) Huzomuoma
(MA) 2018/848

MaHbH BOPUJIOT a3 KHIIBAPH CEIOM 00 MaKcaan
nap 0030p YOMrup KapJaHd HH MaxcyJoT jap
moxunmu  6a  Urttudoxk uyH  mcrexconu
OpraHUKi#l Jap AaBpau MyaiissH THOKK Mozaaa 42
(2) a3 Husomuoma (MA) 2018/848

Hae Tabmun nogan naBpa Maxayausitu
Tanab 6a MmaxoAaTHOMAaxo JOHpau
6o3omTaHy a3 06a 003XO0HIU

ceptudukar a3 6a ceprudurar

KUCM B

Pyitxam a3z xonamxo a3z puos nakapoan éa 6a mMyeogur, macnugh xammii 6a ooxun Kapoa
waeand oap 6a xamanoz az maooupxo

Puos nakapnan Kareropus
Myxum uaxupod OaifHM Bypyx Ba OGapoman xmcod (Macca Maiop
TaBO3yH)
HabGynanum a3 caOTxo Ba MoJMsBA caOTXO HHMIIOH A0Ja Wuatnkoni

puost 60 Huzomuoma (MA) 2018/848

KacoaH mapTopTaH a3 MabIyMOT poxOapil 6a cabTxou WuTnkoxni
HOIyppa
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Puost nakapnan Kareropus
TakautyOu Xy44yaTxon MapOyT 0a cepTu(UKaTCHs OpraHUKi WnaTnkoni
MaxcyJoT
KacJaH a3 HaB TAMFAry30p# Kap/aH a3 IacT KapJa IIyn Wurukoain
MaxCyJIOT YyH OpraHMKH
MaxCyJIOTH TabauJIIaBanaa € FalpuopraHuKi MNuTuxonit
KacnaH uctudona Oypran a3 Oenyo3ar mMopmaxo & Wutnkoni
MaxcyJioT Jap foxwin Oa noupam a3 6a Husomuoma (MA)
2018/848
KacnaH ucrudona Oypran a3 I'MO Wutukonin
Omneparop AacTpacuy MaKoOMH Ha3opati € MaKOMH Ha30paTpo MNuTuxonit

6a OuHoOe, K 6051 Ha30paT KapAa masaj € 6a KUTOOU OH paj
MEKyHaJ HHUIOXIOpH, a3 uymja MOJHsBA cabTxo, &€ pajn
MekyHanq 0a M4o3aT AMXEA HA30paT XOKUMHAT & Hasopar
Oanman 0Oa THUpaHI HaMyHaxo




	► Б  КОМИССИЯ ВАКИЛ ДОДА ШУД НИЗОМ (ИА) 2021/1698
	аз 13 июл 2021

	КОМИССИЯ ВАКИЛ ДОДА ШУД НИЗОМ (ИА) 2021/1698
	аз 13 июл 2021
	Талабот ишора кард ба дар нукта (н) аз Моддаи 46(2) Низомнома (ИА) 2018/848
	Васеъ аз ба доираи аз ба эътироф
	Талаботи умумӣ ба назорати мақомоти назорат ва назорат органхо
	солона гузориш
	Дар ҷои ҳодиса имтихонхо ва аудитҳо
	Пайгирӣ чекхо
	Ад hoc дархост аз ҷониби ба Комиссия
	Рӯйхат аз хавфи баланд махсулот
	Генерал муқаррарот
	чекхо барои ба сертификатсия аз операторхо ё гуруххо аз операторхо
	Усулҳо ва техника барои назорат мекунад
	Намунагирӣ, усулхо истифода бурда мешавад барои намунагирӣ ва интихоб аз лабораторияҳо барои намуна таҳлил
	Ҳуҷҷатгузорӣ шудааст назорат тартиби
	навишта шудааст сабтҳо аз назорат мекунад
	мушаххас назорат талабот барои алафхо ва моҳипарварӣ махсулоти чорво
	Тафтиш аз интиқолҳо пешбинӣ шудааст барои воридот ба ба Иттифок
	Рӯйхат аз операторхо ва дигар дахлдор маълумот ба бошад дастраси умум
	Пойгоҳи додаҳо аз операторхо ва гуруххо аз операторхо

	▼ М1
	▼ Б
	Системаҳо ва тартиби барои ба мубодила аз маълумот
	Мубодила аз маълумот байни ба Комиссия, назорат мақомот, назорат органхо ва салоҳиятдор мақомот
	Илова қоидаҳо дар амалхо ба бошад гирифта шудааст дар парванда аз риоя накардан
	Илова қоидаҳо дар тадбирхо дар ба ҳодиса аз риоя накардан
	чекхо ба бошад бурданд берун барои ба максад аз ба эътирофи ретроактивӣ аз а гузашта давра
	Иҷозатномаҳо барои ба истифода бурдан аз ғайриорганикӣ нихол маводи репродуктивӣ
	Истисноҳо чун бо эхтиром ба истифода бурдан аз ғайриорганикӣ ҳайвонот ва парвариши об наврасон
	Ҳисоботдиҳӣ дар муваққатӣ иҷозат барои ба истифода бурдан аз хочагии кишлоки гайриорганикй компонентњо барои коркард шудааст органикӣ ғизо
	Эътироф аз фалокатовар шароит
	Шароит барои истисноҳо
	Истинодҳо ба мақомоти салоҳиятдор ва давлатҳои узв дар Замимаи II ба Низомнома (ИА) 2018/848
	Вуруд ба кувва ва ариза

	▼ М1 (1)
	▼ Б (1)
	▼ Б (2)
	▼ Б (3)
	▼ Б (4)
	▼ Б (5)
	▼ Б (6)
	▼ Б (7)
	▼ Б (8)

