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UcTopusa nokymeHTa
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OTHOCUTESIbHO OOHOBIEHUA
KPYrNOCYTOYHOro Homepa TenedoHa B

Ne peaakuun/ MonpaBka Kacaetcs | KoHeuHas pgata
OaTta BbINOJIHEHUSA
yTBepXAeHus

0.0 / 09-2010 Mpegbigylune pegakumm OKyMeHTa 01.01.2011
0.1 / 09-2011 HaxogATcsa No cebinke History 01.10.2012
0.2/03-2012 01.03.2013
0.3/10-2013 01.03.2014
0.4/12-2014 CyllecTBEHHbIE pedaKLMOHHbIE U Becb 01.01.2015

ropuanyeckne namMeHeHus OOKYMEHT

HoBble onpeaeneHus u cornacoBaHus 2 01.01.2015

co ctaHgaptamum ISO 17021 1

1ISO 22003

[oGaBneHa BO3MOXXHOCTb 3, 7.7 01.01.2015

ucnonb3oBaTh ycrnyru cyonogpsiaynka

cepTMdUKaLMOHHOro opraHa npu

onpeerneHHbIX YCrnoBusax

3.2 01.01.2015

MuHumanbHble TpeboBaHms K

cornalleHuio o npoeBeaeHnn

cepTudpmkaumm mexagy

CcepTMdUKaLMOHHBIM OPraHoMm u 4.1e 01.01.2015

KOPMOBOW KOMMNaHNewn

ABTOpU3auUnsa ayantopa Ansa npoBepku

0eATenbHOCTH, CBA3aHHOW C KOPMaMu U 6 01.01.2016

cepTMdULUPOBaHHON NO ApYron cxeme

cepTudmnkaumnm

OcHoBHbIe npasuna Ncnonb3oBaHUs

norotuna GMP+ FRA v nsmeHenus 6.1b 01.01.2016

OTHOCUTESTbHO UCMONb30BaHUSA

KOMNMNEKTUBHbIX JTOFOTUMOB B CBSA3U C

nepeHocoM cepTumkaumm Npoaykumm B

chepy genctana ceptudmkaLmm 7.4 01.01.2015

CUCTEMbI MEHeKMeHTa Be3onacHocTH

KOpMOB

BBeneHune 6onee cTpormx npaswur 7.13 01.01.2015

ucnone3oBaHua GMP+ FSA npu

mcnonb3oBaHum norotuna GMP+ FRA

BBegeHve pamoyHoro cornatleHunsi o 8.3 01.01.2015

NPU3HaHUM CepTUPUNKALMOHHOIO opraHa

komnaHunenn GMP+ International

(GMP+ A5)

8.4 01.01.2015

BBeneHue kputepreB OLEHKU U

pelueHns cepTUrKaLMoOHHOro opraHa

npu Hann4num o6 bEKTUBHBIX 8.7 01.01.2015

JoKasaTenbcTB

O06s13aTENBCTBO YY4ACTHUKOB 8.8 01.01.2015
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Ob6Lwume nonoxeHus

Ne peaakuun/ MonpaBka Kacaetcs | KoHeuHas pgata
OaTta BbINOJIHEHUSA
yTBepXXAeHus
9KCTPEHHbIX CUTYaLMAX N OPYInX
ceBegeHnin B GMP+ 6a3e gaHHbIX
KOMNaHum 9.7 01.01.2015
06a3aTenbCTBO YHaCTHUKOB
COTpyAHWYaTb Npu NPoBEeAEHUN ayauTa
GMP+ International 12 01.01.2015
M3meHeHns ocHOBHOro obsisatenbCcTBa
006 yBegomneHun CPO
PaspelueHne oT KOMNETEHTHOIO opraHa
0 NpefoCTaBMNeHUN pe3ynbLTaToB
npoeepkn GMP+ International
YcoBepLUEHCTBOBAHNE NOSTOXEHUSA O
paspewweHnn GMP+ International
MHOPMMPOBATL KOMNETEHTHbLIE OpraHbl
0 cny4yasx HecobnoaeHust
3aKoHoAaTenbHbIX TpeboBaHWN
MameHeHne npaBun nepexoda
cepTUdULMPOBaAHHON KOMMNAHUN OT
0[JHOrO CepTUUKALIMOHHOIO OpraHa K
OPYroMy B COOTBETCTBUM C
MeXayHapoaHbIMY CTaHZapTaMm
MexxgyHapogHoro copyma no
akkpeauTaumm
0.5/02-2015 HekoTopble peaakuMoHHbIE NpaBKu Becb 10.02.2015
OOKYMEHT
JdobaBneH nyHKT 9.8
[lobaBneHa KoHeYHas AaTa Tabnuuya
BbIMOSTHEHUS AOKYMEHTA c
ncropuen
OOKYMEHT
a
HobaeneH agpec GMP+ International 2
1.0/ Wcnonb3oBaHue opmynnposok GMP+ 6.1 01.08.2015
W KONMEKTMBHOrO norotuna
yperynupoBaHo B ctaHgapte GMP+ A3
1.1/11-2016 3HaunTenbHblE peaakUMOHHbIE K Becb 15.07.2017
topugnyeckme npaBku OOKYMEHT
PaclwumpeH pasgen ucnonb3yemon Pasgen 2 15-07-2017
TEPMUHOMIOIM
O6benunHeHbl pasgens 3 u 4 Paspen 3 15.07.2017
PacwupeHbl n 06beanHeHbl B OAHOM Paspen 4 15.07.2017
pasaene Bce TpeboBaHWs K AaHHbIM /
OTKpPbITOMY peecTpy
lMepeHeceHa nHdopmaumsa o
TpeboBaHuMsIX K orotTunam / TOproebIm Pasgen 5 15.07.2017
Mapkam GMP+
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Ne peaakuun/
OaTta
yTBepXXAeHus

MonpaBka

Kacaercs

KoHeyHas garta
BbINONTHEHUA

CepTudmrKauMOHHbIM OPraHoOM He
BbIABUratOTCSA AOMNONHUTENbHbIE
TpeboBaHus

TpeboBaHMsA OTHOCUTENBHO COObLITUIA
Ype3BbIYaHOIo Xapakrepa Aans
CcepTMdUKALIMOHHbIX OpraHoB

MocnencTeuns aHHYNMpoOBaHUS
NNLEH3MN CEPTUEUKALMOHHOIO opraHa
AN y4acTHuMKoB (agantauns)

YyacTHuku gatoT paspelieHne GMP+
International pacnpocTtpaHaTb
WH(OPMALMIO O HECOOTBETCTBUSAX
OTHOCUTENBHO HPUANYECKNX
TpeboBaHu kacaTenbHO 6e3onacHOCTH
KOpMOB

TpeboBaHUsi K U3BELLIEHMIO O COBLITUAX
ypesBblYaliHOro XapakTepa Ans
Y4aCTHUKOB

Mepbl 1 CaHKLMK MO OTHOLLEHWUIO K
cepTUdMKALNOHHBIM OpraHam u
y4yacTHVMKaM 06beauHeHbl B O4HOM
pasgene

NHdopmauusa ns pasgena 12
nepeHeceHa B pasgen 9
OTBETCTBEHHOCTL (NEepeHeceHo n3
n. 9.8)

OTBETCTBEHHOCTb 3a BHECEHUE
cBefeHun B ©6a3y JaHHbIX KOMMaHWUA
GMP+

. 6.12

M. 6.13

Mn.74

M.7.6

Mn.7.7

Pasgen 8

Pasgen 9
Paspen
12

[ononHeH
vel

15.07.2017

15.07.2017

15.07.2017

15.07.2017

15.07.2017

15.07.2017

15.07.2017

15.07.2017
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O6wume nonoxeHma - A 1

1 BBepeHue

1.1 Oo6bwue nonoxeHuns

GMP+ Feed Certification scheme 6bina paspabotaHa B 1992 rogy y4acTHMKamm
KOMBUKOPMOBOW MPOMbILLNIEHHOCTM ["onnanHanmn B OTBET Ha pasnnyHble Bonee unu
MeHee Cepbe3Hble MHUMOEHTbI, CBA3aHHbIE C 3arpsi3HEHNEM CbipbEBbIX
MaTtepuanoB. X0OTs n3HavyanbHO JaHHad cxema BO3HMKMa B HaLMOHarnbHOM
macwrTabe, BnocneacTeuy oHa bbina paspaboTtaHa 4O YPOBHS MexXayHapOAHON
cuctemsl, koTopon ynpasnseT GMP+ International B coTpyaHuyecTse ¢
pasnnyHbIMU 3aNHTEPECOBAHHLIMU CTOPOHAMMW.

XoTta GMP+ Feed Certification scheme nsHayanbHo 6bina HaueneHa Ha
obecneveHne besonacHocTn kopmos, B 2013 r. 6bln onybriMkoBaH NepBbIN
cTaHgapT no obecneveHno OTBETCTBEHHOCTM 3a NPOM3BOACTBO KOPMOB.

C aTon uenbto 6bNn co3aanbl ABa moayns: ObecneyeHne 6e30NacHOCTN KOPMOB
GMP+ (cocpepoToyeH Ha Be3onacHocTn kopmoB) n ObecneyeHne OTBETCTBEHHOIO
kopmonpoussoactea GMP+ (cocpeqoToveH Ha OTBETCTBEHHOCTU B Npouecce
npoussoacTea 1 cbbiTa KOPMOB).

GMP+ Feed Safety Assurance (O6ecneyeHune 6esonacHoctu kopmoB GMP+) siBnsieTcs
nonHbIM Moaynem anga obecnevyeHnsa 6€30NacHOCTM KOPMOB BO BCEX 3BEHbSAX LIEMOYKM
Npov3BOACTBa, CObITa M OCTaBkM kopMoB. OueBnaHoe u Jokasyemoe obecneyeHve
6€e30MacHOCTM KOPMOB SABIISIETCA «TMLEH3NEN Ha NPOAAXKY» BO MHOIMX CTpaHax n Ha
MHOTMX pbIHKax, Yemy B MOSTHON Mepe cnocobcTByeT yyactue B moayne GMP+ FSA.
Mcxopsa ns npaktudeckux notpebHocten, B Mmogynb GMP+ FSA Gbinu BkNOYEHbI
HECKOJbKO KOMMOHEHTOB, TakMe Kak TpeboBaHMs K CUCTEME MEHEKMEHTA KavyecTBa
(ISO 9001), HACCP, cTtaHaapTsl N0 TOBapam, NPOCeXnBaemMoCcTb, MOHUTOPUHT,
nporpammbl NPeanockINoK, 0bLLeoTpacneson Noaxoa n cuctema paHHero
OMnoBEeLLEHMS.

C paseutnem moaynss GMP+ Feed Responsibility Assurance (O6ecneyeHne
OTBETCTBEHHOro kopmonpoussogctea GMP+), GMP+ International otBe4aeT Ha
3anpochbl y4aCTHMKOB CBOEW cxeMbl. KOpMOBOW CEKTOp CTankMBaeTcs C
TpeboBaHMsIMN KacaTeNbHO OTBETCTBEHHOIO NPON3BOACTBA. JTO BKITHOYAET B cebs,
HanpuMep, UCNosib30BaHNe cou (B TOM YMCIEe NPOU3BOAHbBIX CON N COEBbIX
NPOAYKTOB) M PbIGHOM MyKM, NPON3BOACTBO U COLIT KOTOPbLIX OCYLLIECTBAKTCA C
3aboTon 0 naax, XMBOTHLIX 1 OKpyXatowen cpege. [Ansa Toro 4toobl
NPOOEMOHCTPUPOBATL OTBETCTBEHHOE MPOM3BOACTBO U TOProOBII0, KOMMNAHMS
MOXET NPONTU cepTudmkaunto B COOTBETCTBMU ¢ Mogynem GMP+ Feed
Responsibility Assurance.

BwmecTe co ceoummn naptHepamu, GMP+International npo3payHo yctaHaBnvBaeT
yeTkne TpeboBaHus, 4TObbI rapaHTUpoBaTb 6€30NacHOCTb KOPMOB U
OTBETCTBEHHOCTb 3a UX NPOU3BOACTBO. AKKpeaUTOBaHHbIE OpraHbl no
cepTudmkaumm NpoBoaaT HesaBncumyto ceptudmkaumio GMP+.

GMP+International nogaepxunsaet y4acTHukoB cxembl GMP+, npegoctasnss um
MOME3HY0 1 NPaKTUYECKY0 MHOPMaLUIO MOCPEACTBOM psiia METOAMNYECKMX
AOKYMEHTOB (nocobun), 6a3 gaHHbIX, MHPOPMaUNOHHBIX BronneTeHen, BONPOCOB U
OTBETOB 1 CEMMHAPOB MO CaMOW akTyanbHOW TEMaTUKE.

GMP'I' International Pepakumsa RU: 15 ntonsa 2017 roga 6/32



OObwme nonoxeuma - A 1

1.2 Crpykrypa GMP+ Feed Certification scheme

HokymeHTbl B pamkax GMP+ Feed Certification scheme nogeneHbl Ha HECKONbKO
cepun. Hnxke cxematnyeckm nokasaHo cogepxanne GMP+ Feed Certification

scheme:

GMP+ Feed Certification scheme

A — BOKYMEHTbI
0BaHus k ydyactuto B cxeme GMP+ Feed Certifica

B — AOKyMeHTbI
ble [JOKYMEHTbI, NPUMOXEHUA N HALMOHamNbHbIE T

ObecneueHune 6e3onacHoOCTU
Kopmos (FSA)

ObecneyeHune OTBETCTBEHHOIO
Kopmonpowu3ssopacTea (FRA)

C — AOKYMEHTbI
pTUdrKaLmoHHble TpeboBaHus no cxeme GMP+
D — pOKyMeHTbI
4alUMU KOMNAHUSIM MO BbIMOSIHEHWIO TPEOOBaHM

Bce a1 fokyMeHTbl AocTynHbl Ha Beb-cante GMP+ International

(www.gmpplus.org).

1.3 Cdpepa npumeHeHus cTaHpapTa

[aHHbIn ooKyMeHT HasbiBaeTcs GMP+ Al Obuwjue nosioxXeHUs N ABNSETCA 4YacTblo

cxembl GMP+ FC.

GMP+ Al Obuwue nonoxeHus BKMoYaeT B cebs obLuime nonoKeHust OTHOCUTENbHO
npoueaypbl cepTudukaumm, OTKPbITOrO peecTtpa, UCMNOfb30BaHMSA KOMNMEKTUBHOIMO

norotuna, obs3aTenLcTB y4aCTHUKOB,

a Takke [pyrme MonoxeHusa obuiero

xapaktepa. JokymeHT GMP+ Al Obwue nosioxeHuUsi NPUMEHNM KO BCEM APYrMM
ctraHgaptam cxembl GMP+ FC wn gaBndetca HeoTbeMIIEMOW 4YacTbio CXeMbl

GMP+ FC 1 Bcex cornalueHun.

(€)5838 3 International
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O6wume nonoxeHma - A 1

B Cly4ae eClnun He yKa3aHO MHave, TEPMUHbI yn0Tpe6n9u0Tc;| B 3Ha4Ye€HNN, YKa3aHHOM

B cxeme GMP+ FC:
MyHKT
Ayaut

MecToHaxoxaeHue /
MoppasgeneHue

CepTudmKaLMoHHbIe
KpuUTEepum

Ayaut  cooTBeTCTBUA
TpeGoBaHMN B LieNo4Ke
NnocTaBoK

KomnaHusa

GMP+ International

NyHKT gokymeHta GMP+ Al O6wue rosoxeHus.

OOVH 13 criegyroLnx ayanToB: NEPBUYHbIV
(cepTMdUKALMOHHDIN) ayauT; MHCMNEKUMOHHbIN ayauT;
pecepTUMKauNOHHBIN ayauT; 4ONONHUTENbHbIE
ayauTbl. BknoyaloT, HO He orpaHNYnBaloTCS,
3annaHMpoBaHHON N AOKYMEHTaNbHO
noaTBEPKAEHHON AeATENbHOCTLIO, MPOBOANMON
ayautopom GMP+ ans onpefeneHus nytem
paccrnenoBaHus, oTbopa nNpod 1 nabopaTopHbIX
NCMbITaHWUN, 3KCMEPTU3bl UMN OLEHKN OO BEKTUBHbIX
AoKa3aTenbCTB, afekBaTHOCTU 1 cODNaeHNUs
YCTaHOBMEHHbIX NpoLeayp U NPUMEHUMbIX
TpeboBaHuin 1 3HEKTUBHOCTU BLINONHEHNS
TpeboBaHWI NpUMeHNMOro (-biX) cTaHaapTa (-0B)
cxembl GMP+ FC.

Wnn ayant coOTBETCTBUS, BKIOYAKOLLNA, HO He
OrpaHMYnBaloOLLNINCS, 3anfiaHMPOBAHHON W
AOKYMEHTarnbHO NoATBEePXOEHHON AeATENbHOCTbIO,
NpoBoOAMMOKN MexayHapoaHbIM ayantopom GMP+,
ANsa onpeaeneHnst nyTeM paccrnenoBaHus, otbopa
npo6 1 nabopaTopHbIX UCMbITAHUA, SKCNEPTU3bI UK
OLEHKMN OO BEKTMBHBIX A0Ka3aTeNbCTB, C TEM YTOObI
BCECTOPOHHE PAcCMOTPETb (hakT cobnoaeHus
cepTUUKALNOHHBIM OPraHOM Wi KIOYEBbIM
nogpasaeneHnem / Heknio4eBbIM NoapasaeneHmemM
n/unun koMnaHuen-cybnogpaaumMkom TpebosaHuin
cxembl GMP+ FC.

noboe noagpasgeneHne ydacTtHvka, MmetoLiee
OTAENbHOE MECTOHAXOXAEHNE UK PYHKUMIO ANg
OCYLLIECTBIEHUSA OEATENBbHOCTN, BXOASLEN B cchepy
BHMMaHusA cxembl GMP+ FC.

KpUTEPUKN OLIEHKN N CepTUMKaLMn, Kak yKkasaHo B
cxeme GMP+ FC.

ayauT COOTBETCTBUSI KOMNAHMM-y4YacTHUKA U ee
cepTndULMPOBaHHOrO (-bix) NocTasLmuka (-oB) n/mnu
cepTUnLMPOBaHHOrO (-bIX) KrneHTa (-0B) C
aKLEHTOM Ha BbINOSTHEHUN KOHKPETHbIX TpeboBaHui
cxembl GMP+ FC.

KOMMaHusa ynotpebnsaeTtca B 3Ha4YeHUM TEpMUHa,
npvBeaeHHoro B AokymeHte GMP+ A2 OnpedeneHue
mepmuHo8 u abbpesuamyp.
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MyHKT

OueHKa cooTBeTCTBUA

AyFIVIT cooTBeTCTBUA

KoHTpakT / loroBop
nnn CornaiueHme o6
YPOBHe ycnyr

KnrouyeBoe
nogpasgeneHue

CoObITnA
ype3BbIYaHOro
XapakTtepa

(€188 D International

O6wume nonoxeHma - A 1

NyHKT gokymeHta GMP+ Al O6wue rosoxeHus.

oueHKa CepTUMUKALIMOHHOIO opraHa unm KroyeBoro
noapasgeneHns ans oueHKn COOTBETCTBUSA BCEM
TpeboBaHuam cxembl GMP+ FC, koTopas MoxeT
BKMOYaTh, HE OrpaHNYMBadACh, TakKUMn
WHCTPYMEHTaMM OLLeHKM:

- KameparbHas NpoBepKa;
- ayauT COOTBETCTBUS;

- pPeTPOCNEKTUBHBIA aHanms;
- obWM aHanmus;

- 3KCnepTM3a ayanTopos;

- OLleHKa oTyeTa.

ayauT, NPOBOAUMbIA MEXAYHAPOAHbLIM ayanTOPOM
GMP+ y y4acTHMKOB, a Takke B oduce (-ax)
cepTndUKaLMOHHOIO opraHa Unn Krr4eBoro
nogpasgeneHust ¢ uenbio BceobbemnioLen NpoBePKM
COOTBETCTBUSA CePTUPMKALIMOHHOrO opraHa unm
KrnoYeBOro nogpasgenenns TpeboBaHnaM cxembl
GMP+ FC, kak geTanbHO yka3aHo B JOKYMEHTe
GMP+ C11 Memod oueHKu U Kpumepuu
coomeemcmeusi cepmuguKalyUOHHbIX op2aHos |
Krtoyesbix rnodpasdersieHud, inn

crneumanbHbli ayauT, NpoBoaMMbIn aygmutopom GMP+
Y y4acTHUMKa O OTCNEeXnBaHMs OCHOBHOTO (-bIX)
HecooTBeTCTBUA (-Mi), Nnn

ayauT, NPOBOAMMBIN COOTBETCTBYHOLLIMM
cepTUUKaLMOHHBIM OPraHoOM Y y4acTHUKA.

KoHTpakT / goroBop unu cornatueHme ob ypoBHe
ycnyr, nognucaHHoe o6enmmn CTopoHamum, Mexay
cepTUMKaLNOHHBIM OpraHoOM U KIoYeBbIM U

HEKINYEeBbIM NoApasaeieHneM, Unn KoOMNaHuen
cybnoapsiaumKom.

noApasaeneHe cepTUdMKaLMOHHOro opraHa, B
KOTOPOM OCYLLIECTBMAETCA BEeAEHNe OOHOW UMn
HECKOSBKUX KIOYEBbIX aKTUBHOCTEMN.

npu cobbITMAX Ype3BblHaNHOro Xxapakrepa noan
CTankuBarTcs ¢ 06CTOATENBCTBAMM, KOTOPLIE
BbIXOASAT 3@ paMKM HaLLEro KOHTPOSS, Kak onMcaHo
Janee B nn. 6.13 n 7.7 HacCToSAILLEro JOKYMeHTa.
Takune obcToATENLCTBA BNUSAIOT HA HOPMarbHYHO
OEenoBylo cpeay W, CriegoBaTernbHO, Ha Hagnexatlee
cobntogeHne TpeboBaHui akkpeguTaumm m
cepTudmkaunu.
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MyHKT

YTBepxaeHHbIn GMP+
cepTUPUKaLMOHHbIN
opraH

Ayautop GMP+

MexayHapoAHbIn
ayautop GMP+

Ceptudomkar GMP+

CornaweHue o
ceptudmkaumm GMP+

Ba3a gaHHbIX
KomnaHun GMP+

Cxema GMP+ FC

GMP+ International

Ob6Lwme nonoxeHus -

NyHKT gokymeHta GMP+ Al O6wue rosoxeHus.

ropugnyeckoe nuuo, yTBepPXXO4eHHoE U
nuueH3nMpoBaHHoe komnaHmen GMP+ International ¢
Lenbo cepTndmrKaLmm KOMMaHUn No CXeme

GMP+ FC.

ayauTop, YTBEPXKAEHHbIN B COOTBETCTBUN C
TpeboBaHuamm cxembl GMP+ FC komnaHmen GMP+
International, [eNCTBYOLLNIA MO NOPYYEHUIO
YTBEPXKAEHHOro CepTUMUNKALNOHHOIO OpraHa.

KBanMununpoBaHHbI ayguTtop, LENCTBYIOWNA OT
nmeHn GMP+ International.

OOKYMEHT CTaHOapTHOro goopmMara, BblaaHHbIN
cepTUdUNKaALMOHHBIM OpraHoOM, KOTOPLIN FacuT, 4To
cucTema ynpaeneHus 6e30nacHOCTbH0 KOPMOB,
BHEAPEHHas 1 AKCnnyaTupyemas B onpegeneHHoM
noapasgeneHun komnaHmmn, obecnevmBaeT
COOTBETCTBME CTanaapTy (ctaHgaptam) GMP+. 310
NONoXeHne OCHOBaHO Ha AoKa3aTeNnbCTBax
cobntogernst TpeboBaHum cxembl GMP+ FC.

NMMUCbMEHHOE CornalleHne, 3aKkniovYeHHoe Mexay
cepTUdUKaLMOHHBIM OpraHoM (KntoveBbIM /
HEKI4YeBbIM NoApa3neneHneM, KoMmnaHmen-
cybnoapsiaumMKom, ecnu NpMMEHNMO) U y4aCTHUKOM
(kaHOWOaTOM B Y4aCTHUKN) B COOTBETCTBUM CO BCEMU
TpeboBaHusaMK, n3noxeHHbiMn B cxeme GMP+ FC,
MOXHO pa3genuTb Ha OBE KaTeropuu:

1. YHUKanbHbIA KOHTPAKT / OroBOP, 3aKMOYEHHbIV
Mexay cepTUmOUKALNOHHBIM OPraHoM 1 OTAENbHbIMU
KOMMaHWSMM.

2. CTaHOapTM30BaHHbIN AOroBop B doopme LwabroHa,
0000OpPEHHOro cepTUdUKALIMOHHBIM OPraHOM, KOTOPLIN
OOIMKEH ObITb NognMcaH cepTUNKALMOHHBIM
OpraHoM n/vnu KNYeBbIM / HEKNIOYEBBLIM
nogpasgeneHnem, KomnaHnen-cyonoapsagunkom nnm
OTOENbHOW KOMMNaHMNEN.

6a3a gaHHbIX, cogepXxallasa CooTBETCTBYOLMNE
cBefeHus, agMuHucTpupyemaa GMP+ International.

GMP+ Feed Certification scheme (Cxema
cepTudukauumn kopmos GMP+ Feed),
MexXayHapoaHas cxema cepTtudukaumu,
OXBaTbIBaloLLASA BCHO LIeNOYKy KOPMOB AMs XKUBOTHbIX,
paspaboTaHHyto 1 BHeapeHHyto GMP+ International,
cocToswyto n3 mogyns GMP+ Feed Safety Assurance
(ObecneyeHne 6esonacHocTn kopmoB GMP+) n
moayna GMP+ Feed Responsibility Assurance
(ObecrieveHne oTBETCTBEHHOIO KOPMOMPON3BoAcCTBa
GMP+) 1 nsnoxeHHasi B 6a30BbIx JOKYMEHTax C
obwmmu TpeboBaHMAMN (QOKYMEHTbI rpynmnbl A),
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MyHKT

JInLleH3noHHoe
cornaiieHue o
npoBeAeHUn
ceptudukaumm no
cxeme GMP+ FC (GMP+
Feed Certification
Scheme)

GMP+ International

MepBUYHbLIN
(cepTMKaALMOHHBbIN)
ayauTt

KnioueBble Buagbl
AeATeNnbHOCTHN

HeknrouyeBbie BUALI
AesATeNnbHOCTU

HeknroyeBoe
nogpasgeneHue

Ob61beKkTuBHOE
JoKa3aTtenbCcTBO

YyacTHuK

GMP+ International

Ob6Lwme nonoxeHus -

NyHKT gokymeHta GMP+ Al O6wue rosoxeHus.

HOpPMaTUBHbIX CTaHAapTax (4OKYMEHTbI rpynnbl B) n
CBSI3aHHbIX C HAMM MPUNOXEHUAX (GOKYMEHTbI rpynnbl
BA) n, ecnv npMeHnmMo, HauuoHarbHbIX JOKYMEeHTax
(mokymeHThI rpynnsl BCN), a Takke
cepTUdMKaLMOHHBIX NpaBunax, oxsaTblBarOLLMX
cepTudmrkaumnoHHble TpeboBaHusa 1 TpeboBaHWA
COoOTBEeTCTBUA (OKYMeHThI C).

NMCbMEHHOE cornalleHne, 3aknioyeHHoe Mexay
GMP+ International 1 cepTuduKaLMOHHBIM OpraHoMm,
Ha ocHoBaHuKn gokymeHta GMP+ A5 JluueH3uoHHoe
coeraweHue o rposedeHuUU cepmucbukayuu rno
cxeme GMP+ FC (GMP+ Feed Certification Scheme).

komnaHus GMP+ International B.V., ¢ oducom no
agpecy: bpannenaaH, 9, 2289CL, r. PelicBenk,
HuaepnaHabl (Braillelaan 9, 2289CL Rijswijk, The
Netherlands), (PermcTpaumoHHbI HOMEp B
Kommepueckom peectpe Toproeon

nanatbl 27364542).

nepsbi ayauT, NPOBEAEHHbIV CEPTUDUKALNOHHBIM
OpraHoM B KOMMaHuK, YToObl yOOCTOBEPUTLCS, YTO
cucTema ynpasreHus 6e30nacHOCTbI0 KOPMOB
KOMMaHuK1, a Takke ee NpUMeHeHne B NOBCEAHEBHOM
AeATENbHOCTM COOTBETCTBYET NPUMEHVUMbIM
TpeboBaHuam cxembl GMP+ FC.

dhopMUpoBaHMe NonNnUTKKK, pas3paboTka NPOLECCOoB
n/vnu npoueanyp, BHeAPEHNE CTaHAAPTU30BAHHOIO
KOHTpaKTa / cornalleHusi, NepecMoTp UCNob3yeMOro
KOHTpaKTa / cornalleHus, nepmoauyeckas NnpoBepka,
YyTBEPXOEHUE N NPUHATME peLleHnit (3a
UCKIIOYEHMEM PELLEHNS O cepTUdMKaLMmn) No
pesynbTaTam OLIeHK/ COOTBETCTBUS.

BUAbl AeATENBbHOCTM CEPTU(MKALIMOHHOIO opraHa, 3a
UCKITIOYEHMEM KITHOYEBbIX BUAOB AEATENbHOCTY.

noapasaeneHve cepTUdUKaLMOHHOrO opraHa, B
KOTOPOM OCYLLIECTBIATCA HEKMIOYEBbIe BUbI
[AEATenNbHOCTM.

nobas AoKyMeHTarnbHO NoaTBEPXKAEHHas
nHdopmaumsa o akTax, KoTopas MOXeET ObITb
[OKasaHa NoCcpeacTBOM aHanm3a, U3mMepeHui,
HabrogeHun n apyrmx NogobHbIX CpeacTs
uccnegoBaHus.

KOMMaHus, nmetoLLlas AenCcTBYOLWNIA cepTudmkat
GMP+.
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Al

11/32



MyHKT

PecepTndmkaumoHHbIN
ayauT

MoBTOpHbLIN ayauT
HapsopHbin ayauTt

Bonee cTtporun Hag3op

KomnaHus-
cyonoapagumk

(€108 International

Ob6Lwme nonoxeHus -

NyHKT gokymeHta GMP+ Al O6wue rosoxeHus.

ayauT, NpoBOAUMBIV CepTUDUKALMOHHBIM OPraHoOM y
y4yacTHUKa Ans npoBepku cobnogeHns TpeboBanunin
cxembl GMP+ FC ons cogenctaust NPUHATUIO
peLueHns 0 NOBTOPHOW cepTudukaumnu.

OOMOSTHUTESbHbIN ayauT, NpOBOANMbIN
CepTU(MKALNOHHBIM  OpraHoM y Yy4yacTHWKa Ans
nposepkn cobntogeHns TpebosaHmn cxembl GMP+ FC.

ayauT, NpoBOAMMLIN cepTUMKALMOHHBIM OpraHoM Y
y4YacTHMKa Anst NPOBEPKN COOTBETCTBUSI TpeboBaHMAM
cxembl GMP+ FC.

ayauTbl, NPOBOAUMbIE CEPTUAMKALMOHHBIM OPraHoM Y
YyYaCTHUKA eXEeMECSYHO B TeYeHne He MeHee 3 N He
Gonee 6 mecsAuEB, Kak ykazaHO B TpebOBaHUAX CXEMb
GMP+ FC.

TPeTbsl CTOPOHA, NPUBIEYEHHas CepTUDUKALMOHHBLIM
OpraHoMm NMocpeacTBOM 3aKIOYEHUSA C HEN KOHTpaKTa /
JoroBopa Wnu cornaweHuss o6 ypoBHe ycnyr Ans
OCYLLECTBNEHUS] HEKIMIOYEBLIX BUOOB OEATENbHOCTY,
noJ OTBETCTBEHHOCTb CEPTUMMKALIMOHHOTO OpraHa.
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Al

12/32



O6wume nonoxeHma - A 1

3 [MMpumeHeHune, cepTUMKALUOHHbIE KPUTEPUU U
npouenypbl

3.1 KomnaHus, xenawwasa ceptudpuumpoBatbes no cxeme GMP+ FC, pnomkHa
nogaTb 3asiBKy Ha noniydyeHue ceptudpukata GMP+ B cepTUMKaLMOHHLIN
opraH. Nocne yTeepXaeHus 3asBKkn CepTUUKALMOHHBLIN OpraH 1 KOMMNaHus
AOMKHbI 3aKMNOYUTb CornalleHne o ceptTudunkalmn.

3.2 CepTudmkaumMoHHbI opraH MOXeT BblgaTb koMmnaHum ceptudmkat GMP+,
TONMbKO €Cnn Takasi KoOMnaHusi OTBeYaeT cneayrLmm TpeboBaHNsaM:

a. B cnyyae ecnm no MeCTOHaxOXOEHWO Y4YaCTHMKA OCYLLECTBAAOT
OeATenbHOCTb Apyrne HecepTuuMpoBaHHbIE KOMNAHUW, nognagarwme
nog cdepy genctena cxembl GMP+ FC, kaxgass M3 Takmx KOMMaHWi
AOJIMKHa ObITb cepTudmumpoBaHa no cxeme GMP+ unu no apyron cxeme,
KoTopas npuHuMaeTca B pamkax cxeMbl GMP+ FC. Cm. npuHsaTMe gpyrmux
cxem B gokymeHte GMP+ BA10 (pasgen 3) MuHumarsbHblie mpebosaHusi K
3aKyrke.

b. PesynbTar NEPBMYHOINO  CEPTUMUKALUMOHHOIO  ayauTa  OOJDKEH
NPOOEMOHCTPUPOBATL  CEPTUMUKALUMOHHOMY  opraHy, u4To mobas
aeaTenbHOCTb, nognagatowas nog cgepy gencreua cxembl GMP+ FC,
npoBoAuMasi MO BCEM MECTOHaxXOXAEHMSM, KOTOpble nognagarT Mo
ceptudmkaumo GMP+, ocywlecTBnsieTCsl B COOTBETCTBMM C TpeboBaHMsIMN
cxembl GMP+ FC. KomnaHua, nmewuwlasd HECKONbKO MECTOHaxoXaeHUH,
MOXET NPUHATL pelleHne o nogade 3asBku Ha ceptudukaunio GMP+ B
OTHOLLUEHUN KaXkgoro MecToHaxoxaeHus (agpeca).

C. Y4aCTHWK, OCYLLUECTBNAIOWNA TOProBrno, Wunum XxpaHeuve, wunu
TPaHCNOPTUPOBKY, /NN NPOU3BOAUTESb, KOTOPbLIA TONBKO OCYLLECTBASET
TOProBmto / XpaHeHne NPoAyKUUn TpeTbuX Nuu, MOXET B 3aBUCUMOCTU OT
MECTOHAXOXAEHNSA TMPUHATbL pPELUEHWE O TOProBre, XPaHEeHUW unu
TPaHCMOPTUPOBKE KOpMa, He cepTuduumpoBaHHoro no cxeme GMP+ go
Tex nop, noka cywecTByeT cTporoe (usnveckoe) pasgeneHme, Kotopoe
rapaHTMpPoOBaHO CUCTEMOW  MeEHemMKMeHTa 6e30nacHOCTM  KOPMOB
YYaCTHUKOB M YETKO MOHATHON N JOKYMEHTUPYEMOM NPOCIEXNBAEMOCTHIO.

d. YyacTHWKY He paspeluaeTcs NPOM3BOAUTL KOPM, HE CEPTUPULNPOBAHHBIN
no cxeme GMP+, no TOMy e MECTOHaXOXOEHWo, rae Mnpov3BOANTCA
GMP+ cepTMdumUMpOBaHHbLIA  KOPM, KpOMe Kopma And AoMallHuX
XUBOTHbIX. BesonacHOCTb BCcer Npoaykumm OormkHa OblTb obecneveHa B
pamkax cxembl GMP+ FC. OgHako y4aCTHMK MOXeT OXBaTblBaTb 4acTu
BCEro 3TOro Npov3BoAcTBa APYron cxemoun, ogobpeHHON B pamKax CXembl
GMP+ FC, ecnu Bcs npoaykuus ceptuduumpoBaHa. B Takom cnydae
ceptndmkaumoHHbln  opraH n  GMP+ International ynonHoMouYeHb!
NpoBepATb TaKyk YacTb NPOU3BOACTBA NOCPEACTBOM ayauTa.

e. Bce yctaHoBneHHble 3aKOHOM ObGsi3aTeNbHbIE perncTpauumn, paspeLleHns
W NUUEH3MM B HanmuMuuu, W MOATBEPXKAEHWE Takux perncrpauumn,
paspeLleHnin N NUUEH3Nn NpeJocTaBnsaeTca cepTUPUKaLMoHHOMY OpraHy.
YyacTHMK OormkeH cobnwogaTb BCe  MPUMMEHUMbIE  HOpUAMYECKUE
TpeboBaHus, nmetome oTHowweHme Kk cxeme GMP+ FC.

GMP'I' International Pepakumsa RU: 15 ntonsa 2017 roga
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O6wume nonoxeHma - A 1

f. O6HOBMNEeHHast opraHM3auMoHHasa CTPYKTypa KOMMNaHUM AOofkHa ObiTb
AOCTyrMHa ANs OUEHKK, BKIoYasa nHopMauuio o KoHedHoM 6eHeduumape
1 NpaBneHnK, a Takke 3asBeHne, B KOTOPOM YKa3bIBa€TCs, YTO KOMMNaHUs,
ee KOHeYHbI 6eHedmumap unm ee NnpaBneHNe BOBIEYEHbI B NpeanpusaTms,
OCYLLIECTBIIAOLLME aHAMNOMMYHY0 KOMMNaHUN AeATENbHOCTb, €Crn TakoBasi
BOBJI€YEHHOCTb UMEETCH.

3.3. Ceptudukat GMP+ MoOXeT ObITb AEACTBUTENEH B TEYEHME MAKCUMYM TpPEX
net (M He MOXeT NpeBblWaTh CPOK AENCTBUSA COrnalleHns o cepTudurkaumnm
GMP+), ecnn Tonbko OOKyMeHTbl cxembl GMP+ FC He ykasbiBalOT WMHOE.
Cpok gencteus npogrieBaeTcs MakCUMyM Ha TpW rofa Kaxablin pas no ero
NCTEYEHUIO, 3a UCKITIOYEHVEM CITy4aeB, ecrnu:

a. B pesynbrate pecepTUdUKALMOHHOrO ayauTa, ynomsiHytoro B n. 3.4,
BblSIBNIEHbl HECOOTBETCTBMS, COIMMACHO YCTaHOBMNEHHbIM HOpMam B
HononHeHun 1 k gokymeHTy GMP+ C3/C6/C12;

b. OGbIna npumeHeHa Mepa MnNu caHKUMs, Kak ykasaHo B . 8;

C. CpOK gencTBus cornaweHnsa o ceptudunkaumm GMP+ ncrekaer.

3.4  [o npoaneHusi cpoka gencrteua ceptudukata GMP+ cepTUdMKALNOHHLIN
opraH JOMKeH:

a. BO30OHOBUTb UNW NPOANUTL CPOK AENCTBMS COrnalleHns o cepTudunkaumm
GMP+ ¢ y4aCTHUKOM, €Cnu 3TO NPUMEHUMO;

b. npoBecTu ycnewHbIi ayant NOBTOPHON cepTudmkaumm, 4tobbl ybeantbcs

B HEU3MEHHOM COOTBETCTBMM Yy4yacTHMKA BceM TpebOBaHWSIM CXeMbl
GMP+ FC.

(€188 D International Pepakuus RU: 15 ntonsa 2017 roga
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4 [aHHble / OTKPbITbIN peecTp

4.1

4.2

4.3

4.4

4.5

4.6

4.7

lMocne 3aknoyeHnsa C KOMMaHWeW cornaweHna o ceptudukaumm GMP+,
CepTUUKaALMOHHBIA OpraH Wwunu KniodeBoe noapasfeneHne LOOMKHbI
He3amMeanuTenbHO BBECTU creaylowmne cBeAeHns o0 kKomnaHmm B 6a3y faHHbIX
komnaHun GMP+:

a) odwuunanbHoe HasBaHWe KOMMaHuW, agpec 3aperncTpupoBaHHOro
odumca KomnaHuu [opuamyeckun agpec koMnaHuv]  (BKMo4as
otmumanbHbli  perucTpaumoHHbIn HoMep B TOProBO-MPOMbILLIIEHHON
nanaTe unm aHanormyHyo nHgopmauunio o6 opuumnanbHON permctpaumm
KOMMNaHuK), NOYTOBLIN aapec, Homep TenedoHa, HoMep dhakca, agpec
9NEKTPOHHOW MOYTbl, BED-canT, HoMep TenedoHa crnyXbbl SKCTPEHHOM
CBsI3M B KOMMaHWW, Ha3BaHWe cydHa, Homep cyaHa EC u Bcio gpyryto
nHopMaLmio, B COOTBETCTBMM C TpeboBaHMAMU, W3NOXKEHHLIMU B
AokymeHtax GMP+ C;

b) mectoHaxoxgeHus (agpeca), no KoTopbiM KomnaHus ocyliecTBnsieT
CBOIO OeATEeNbHOCTb;

C) B cny4vae cepTucmkaumm nogpasneneHnin ¢ pasHbiM MeCTOHaXOX4eHneM
nnn cepTndmKaLmn TArOBON eOUHNULbI, KOTOpPas BKITHOYEH B PyKOBOACTBO
no obecrnevyeHnIo KayecTBa YYaCTHUKOB, rMaBHbI OPUC OOIMKEH ObITb
3apernctpypoBaH B 6ase [OaHHbIX KOMM@HMM UM CBs3aH C
MECTOHaxoXaeHneM Bcex noapasaeneHnn / TAroBon eanHuLbI.

Mocne yTBEPXAEHMSA peLleHns o cepTudmrkaumm cepTndmkaunoHHOro oprana,
cepTnMKaLMOHHbIA opraH / krtoyeBoe nogpasgeneHne oba3aHbl 0GHOBNATL
OaHHble 0 cepTudukaumm.

CepTuurKaLMOHHBIN OpraH wW/vunu Kr4eBoe noapasaeneHne  [OOIMKHbI
yBegomnate GMP+ International (4epe3 6a3y gaHHbIx komnanun GMP+) B
TeyeHune OByX Heaenb C MOMeHTa Nboro n3aMeHeHns CBeAEHUN, YKa3aHHbIX
Bnn.4.1un4.1.1.

CepTudmKaLMOHHBIV opraH U/unu Krnioyesoe noapasaeneHne AomkHbl BHOCUTb
oOHOBNEHHblE cBeaeHUss B 6asy pAaHHbIX komnaHuih GMP + B TeyeHue
1 paboyero OHS, €cnv Takue W3MEHEHWUsl KacarTCs Mepbl WM CaHKLUMM,
NPUMEHEHHOM K YYaCTHUKY, KaK ykasaHo B . 8.

B cnyyae ecnun namMeHeHuWs HasBaHWsi, agpeca u/unu 3aperMcTpupoBaHHOMO
odunca cepTnMKaLMOHHOrO opraHa Unm ero KryeBoro noapasaeneHmst Unuv B
criydae ux 3akpbiTusi, CEPTUUKALMOHHbIA OpraH 06s3aH yBe4OMUTb 06 3TOM
GMP+ International He no3gHee 4yem 3a oguH Mecsl,

GMP+ International wmeeT npaBo nybnukoBaTb, BKMOYAsA, HO He
OrpaHM4YMBasiCb, WMs, §OroTWN, agpec W 3aperucTpupoBaHHbIN  odnc
cepTUdMKALMOHHOIO opraHa, a Takke €ero Kr4yeBOro nofpasgerneHvs B
OTKPbITOM peecTpe, a Takke cdepy nx aestenbHocTn. CepTUdUKaLMOHHbIN
opraH HeceT OTBETCTBEHHOCTb 3a MOMHOTY W MpaBUNbHOCTb WHOpMaLnK,
npeaocTaBrneHHoN Ans perncrpaumm B 6ase gaHHbIX komnadmin GMP+,

GMP+ International umeeT npaso 3aperncTpmpoBaTb CBeAEHUS, yKa3aHHble B
MyHKTax Bbllle, B OTKPLITOM peecTpe M caenaTtb ux oblenoctynHeiMu. Cwm.
HononHeHue 1.
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5 MWcnonb3oBaHue norotunoB/ TOProBbiIX MapPOK CXeMbl
GMP+ FC

Bce TpeboBaHus kacaTenbHO NOrotunos/ TOProBblX Mapok GMP+ u3noxeHbl B
nokymeHte GMP+ A3 floecomurnibi / Topaossie mapku GMP+.

(€1 038 B International Pepakuus RU: 15 ntonsa 2017 roga 16/32



O6wume nonoxeHma - A 1

6 CepTVI(bVIKaLWIOHHbIe OpraHbl n Knw4yeBble
nogpasgerieHns
6.1 GMP+ International ycrtaHaBnvMBaeT nopsgok M TpeboBaHMa K Bbigaye

6.2

6.3

6.4

6.5

6.6

6.7

6.8

6.9

6.10

CcepTUUKALMOHHOMY  OpraHy-3asiBUTeNnt0  JIMLUEH3MM Ha  NpoBeaeHuM
ceptudmkaumm. Cm. gokymeHT GMP+ C10 TpebosaHusi Kk ymeepxOeHuto u
npouedypa 0ns cepmugbuKayUOHHbIX Opa2aHos.

3anpoc Ha yTBepXOeHne B KayecTBe CepTUMKALMOHHOIo opraHa AOrmKeH
nogaesatbca B GMP+ International B nucbmeHHOM ¢hopMe C MCMONb30BaHNEM
MpunoxeHua 1 GMP+ C10.

Mocne nogayn NOMHOCTLIO 3anosfiHEHHOM hopMbl 3anpoca K Bcex Tpebyembix
nokymeHtoB, GMP+ International npoBoouT oLeHKY B TeyeHue nepuoaa,
COOTBETCTBYHOLLIEro TpeboBaHMAM, ykazaHHbIM B AoKyMmeHTax GMP+ rpynnbl C.

GMP+ International ocyLlecTBnaeT yTBEpXOeHue 3anpoca
CepTUdUNKALMOHHOIO OpraHa-3asBuTeNns Ha MOMYyYEeHUM JIMLUEH3UM Ha
npoBedeHUNn cepTUuKaumMm MnocpeacTBOM  3aKIHOYEHMST  NULEH3UOHHOIO
cornaweHna o npoeeaeHnn ceptudmkaumm no GMP+ Feed Certification
Scheme, Hagnexawum o6pa3om NoANMCaHHOro 06enMmn CTOPOHaMM.

Mocne nonyyeHuss  nuULEeH3uu Ha npoesefeHue  cepTudukauuu,
CEpPTUMPMKALMOHHBIA OpraH MOXEeT BbldaBaTb cepTudumkatbl no cxeme GMP+
KOMMaHMAM, OCYLLECTBIISIOLWNM CBOK OEATENbHOCTb B CEKTOPE KOPMOB Ans
XXMBOTHbIX B COOTBETCTBUM C TpeboBaHUAMM, ykasaHHbIMK B cxeme GMP+ FC n
B JIMLEH3MOHHOM COorfalleHnn, ynoMsaHyTomM B M. 6.4,

CepTndurKaLMOHHLIN opraH-3asiBUTENb, YNOMSHYTbIA B N. 6.2, 0OIMKEH BHECTU
Ha cyeT GMP+ International 4neHCKMA B3HOC, Kak yka3aHO B [AOKyMEHTEe
GMP+ C4.

CepTndurKaLMOHHBLIN OpraH AOSMKEH eXerogHo onfnayvBaTth SULEH3MOHHbIV
B3Hoc GMP+ International, coctoswmn n3 OBYX OCHOBHbLIX KOMMOHEHTOB:
a) oukcmpoBaHHOro (-bix) cbopa (-oB) n (b) nepemeHHoro (-bix) cbopa (-oB) B
3aBMCUMOCTM OT KOMMYecTBa W BUOOB AEATENbHOCTM, OCYLIECTBMASEMbIX
cepTUdMKaLMOHHBIM OpraHoM M ero yyacTHukamu. B cnydae ecnv npumeHum
HOC, o6s3aTtenscTBO NO €ro onnarte fIoKUTCA Ha CEPTUUKALMOHHBIA OpraH.
Ob6gszatenscTBO N0 onnate fobblIX MECTHbIX WWNK - ApYrMx Hasnoros,
NpaBUTENbCTBEHHbLIX COOPOB, MM MOLUSIMH, €CNN TakoBbl NPUMEHUMbI, TaKKe
BO3naraeTcs Ha CepTUMKALMOHHLIN OpraH.

KnoueBoe nogpasgeneHne OOMKHO exerogHo onnadvBaTb Ha cdet GMP+
International doukcMpoBaHHbLIM B3HOC, Kak yCTaHOBMEHO B M. 2.1 [JOKyMeHTa
GMP+ C4.

GMP+ International ny6nvkyeT pa3mep B3HOCOB, yka3aHHbIX B nf. 6.6 1 6.7, He
nosgHee, 4Yem 3a MecAl OO Hadana kaneHgapHoro roga. Cm. [dokymeHT
GMP+ C4 Tapudbsbl.

YTto KacaeTca npouecca cepTuduKauun, a Tawkke Mopsiaka M YacToThbl
NpoBEeAEHU ayauToB, CEPTUMUKALMOHHBLIA OpraH OOMKEeH MNpPOBECTU €ero B
COOTBETCTBUM C MosioxeHusamMun n TpebosaHuammn cxemol GMP+ FC.

OueHka un peweHna CepTI/Id.)I/IKaLl,I/IOHHOFO opraHa [OOJTKHbI ObITb HarnsaHo
OCHOBaHbI Ha OOBEKTMBHBIX AokasaTtenbcTBax COOTBETCTBUA nnn
HEeCOOTBETCTBUA.
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6.11 GMP+ International wnmeeT npaBo nMpPoOBOAUTL OLIEHKY COOTBETCTBUS
cepTUdMKaLIMOHHOIO opraHa M /unu KnyeBoro nogpasgenenns, y4acTHUKOB.
OueHka COOTBETCTBUSA  MOXET MNPOBOAMTLCA  BHELWHUMM  ayauTOpOM,
aencreyowmm ot umeHn GMP+ International. Cm. gokymeHT GMP+ C11 Memoo
OUEHKU U Kpumepuu coomeemcmeusi cepmugbuKkalylOHHbIX opeaaHos /
Krroyesbix rnodpasdersieHull.

6.12 CepTudUKaUMOHHOMY OpraHy W/unuM KnovyeBoMy noapasfaeneHnio  He
paspeluaeTcss onpeaensTb M MPUMEHSITb OOMOMNHUTENbHbIE TPeboBaHUS K
YYaCTHUKY, KpoMe ykasaHHbiXx B cxeme GMP+ FC, ecnu TOonbko Takue
AornonHutenebHble TpeboBaHWS He W3MOXEeHbl BO BHYTPEHHUX Mpoueaypax
Y4aCTHUKOB.

6.13 CobObITUA Ype3BbIYaMHOro Xxapakrepa

6.13.1 CobblT!s 4Ype3BblMaNHOIO XapakTepa Wnum obcToATenbCcTBa, BNUsOWIME Ha
cepTUdUKaLMOHHbIE OpraHbl, KrtoyeBble / HEKMoYeBblE MNoapasdeneHus u
KOMMaHUW-cybnoapsAYMKOB.

B cnyyae ecnu cepTMdUKaALNOHHBIV OpraH u/vunum KItoveBoe nogpasgeneHune
cTankmBarTcs c cobbITnaAMM YypesBbl4aNHOro Xapakrtepa,
cepTUUKaLUMOHHbIA opraH w/unu Kn4deBoe noAapasaeneHne obsi3aHbl
cnegoBaTb  MNpYBEOEHHbIM  HWXKe  peKkoMeHOauusiM Ha  OCHOBaHWUU
MNHdopmaumoHHOro OOKyMeHTa MexayHapogHoro dopyma no
akkpeguTauum (IAF) no ynpaBneHuio cobbiTusaMM Ype3BblHaiHOIo Xxapakrepa
nnn obcToATeNnbCTBaMK, BAUSAOWMMUA Ha CepTUUKALMOHHbIE OpraHbl U
YY4aCTHWUKOB, N KOTOPble ONUCLIBAIOTCA crieayowmm obpasom:

a) YYyaCTHMK  unM  MECTOHaxXOXOeHMe  He  CyLlecTBYeT,  MOCKOJSIbKY
YHUYTOXEH (-0) BCNEeACTBME TEPPOPUCTUHECKMX aKTOB WM BOEHHbIX
AENCTBMM; WNU 3axBayeH (-0) congatamMmy  Wnu  NOBCTaHuamu  w/vnu
oxBayeH (-0) naHaeMuen, HaBOAHEHWEM, 3eMIIETPSCEHUEM WU OpYrMn
AHTPOMOreHHbIMM 1 CTUXMAHBbIMKM  BeacTBuamMu.  CepTudurKaunoHHbIE
opraHbl, Kr4YeBOoe/ Hekn4YeBoe nogpasgeneHne wunu KoMnaHus-
cybnoapsigumk nonyyunu o6 3TOM yBeAOMIIeHME OT ynpaBleH4YeCcKoro
nepcoHana y4yacTHUKa WM ero MeCTOHaxXOXAEHUs UM u3 Opyroro (-ux)
nctovHuka (-o). CepTMdUKAUMOHHbIE OpraHbl, KIo4eBoe / Heknto4veBoe
nogpasgeneHve  w/unu - KoMnaHus-cybnoapsagymMk  0bs3aHbl  UCKaTb
noaTBepXaeHNne pAaHHoOro dakta W3 HaOeXHoro MWCToYHuKka. [locne
noaTBeP)KOEHWS, CepTUUKALMOHHBIN opraH oT3biBaeT ceptudmkat GMP+ n
HenocpeacTBeHHO nHopmnpyeT GMP+ International B nucbmeHHoM chopme,
C yKa3aHMeM BCEX COOTBETCTBYIOLLNX CBEAEHWNA.

b) NonoBHOM odUC nNPUHAN pelleHMe O 3aKkpbITUM  yYyaCTHUKaA  UNu
MECTOHAXOXAEHNs, MNOTOMY 4YTO pernoH HebesonaceH. PykoBoACTBO
KOMNaHUM WX TONOBHOM OMMC AOSMKHbI  yBEOOMUTb 06  3TOM
CepTUUKALMOHHbBIE OpraHbl, KN4YeBoe / Hekno4YeBoe noapasgerneHve m
KoMnaHuio-cybnogpsgumka.  CepTudUKAUMOHHBbIN ~ opraH  OT3blBaeT
ceptucmkat GMP+ n HenocpencTeeHHo yBegomnseT GMP+ International B
NMMCbMEHHON PopMe, C yKasaHMeM BCEX COOTBETCTBYHOLLNX CBEOEHUN.
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C) AyauT yyaCTHUKa MUIM ero MeCTOHaxXOXAeHUs He MOXeT OblTb NPOBeAEH, TakK
Kak permoH Hebe3onaceH Ang noceleHns ayamtopamm cepTudunKaLMoHHbIX
OpraHoB, KNIOYEBOro/ HEKNOYEeBOro MOApasfAeneHus U KOMMNaHuu-
cybnogpsaumka. M cepTuduKaLmMOHHbIE OpraHbl, KMnoyeBble / HeKn4YeBble
noapasgeneHns U KoMnaHusa-cybnoapsayunk NpUHUMalT peLleHne O TOM,
4YTO permoH HebesonaceH AN NoceleHns ayautopom (pelueHue OO0SMKHO
OCHOBbIBaTbCA Ha pykoBoAAWMX npuHumMnax MexayHapogHoro cdopyma no
akkpegutauum  (IAF)).  CepTudmkaumoHHble  oOpraHbl,  Knwo4vesoe /
HeKnYyeBoe noapasgerneHne U KOMMaHua-cybnoapsayunk  OOSDKHbI
cneposaTb NoAnyHKTy d).

d) B cnyyae ecnu 4acTtoTy npoBedeHus ayauta, npeaycMOTPEHHYIo
AokymeHtamm GMP+ C3 / C6 / C12, Henb3sa obecnevnTtb 1 Npu YyCNoBUMK, YTO
6b1n0 cobpaHO [OCTaTOMHOE KONMMYECTBO AoKa3aTenbCTB Ans obecneveHms
YBEPEHHOCTM B TOM, 4TO cepTUdMUMPOBaAHHas cucTema YynpaslieHus
y4yacTHUKa adeKkTnBHa, MOXeT ObiTb MPUMHATO peleHne o6 oTcpouke
WHCMEKUMOHHOIO WNn  pecepTUUKaUMOHHOro ayamrta Ha CpoK, He
npesbliWwanwmn 3 mecqaueB. B npoTMBHOM crydae genctsne ceptudukarta
GMP + pomkHO ObiTb MPUOCTAHOBMNEHO CepTUdUKALMOHHBIM opraHom. B
TeYeHMM nepuoga  NPUOCTAHOBNEHWS  OOMKeH ObiTb  npoBefeH
WHCMNEKUWOHHbLIA Unn pecepTUdUKALMOHHBIN ayauT, B NMPOTUBHOM Crlydae
cepTuduKaT JOSmKeH BbITb 0TO3BaH cepTUDUKALMOHHBIM OPraHOM.
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7 Ob6s3aTenbCcTBa Y4aCTHMKOB

7.1 YdacTHuk 06s13aH cobnogaTth Bce TpeboBaHuns 1 06a3aTenbCTBa, U3NOXKEHHbIE
B cxeme GMP+ FC vnn B COOTBETCTBMM C COrfalleHnemM O cepTudumkaumm
GMP+,

7.2 Y4yaCTHUK [OSDKEeH nposBnsATb MOMHOEe COTPYOHMYECTBO B npouecce
npoBefeHns ayauTa, Kak ykasaHo B TpeboBaHusx cxembl GMP+ FC. Ayaut
MOXET BKMoYaTh 0TOOp Npob 1 nabopaTopHbie UCcreaoBaHus.

7.3 B cnyyae BHeceHusa nonpaBok K cxeme GMP+ FC, y4yacTHMK [OOJIKEH
cobnogate U3MeHeHHble TpeboBaHWsi B TeYeHne nepuoda, yKa3aHHOro B
Tabnuue ¢ ucrtopuen gokymeHta, ecnn GMP+ International He onpegenut
bonee KOpOTKNA CPOK MO CPOYHBLIM NMPUYMHAM.

7.4 B cny4dae ecnuv nuueH3na Ha npoBedeHne ceptTudmnkaumm ceptTudomKaumoHHOro
opraHa, y KOTOpOro ceptuduuupoBancd y4acTHUK, OTO3BaHa; Unu B cnydae
npekpaLleHms OeUCTBUS  MULEH3UMOHHOrO  CorfnalleHuss o npoBedeHuu
ceptudmkaumm no cxeme GMP + FC ¢ GMP+ International no mHuuunatuee
cepTUdUKALNOHHOIO OpraHa; unu B cryyae npekpaleHms cepTnmKaumMoHHbIM
opraHoMm JencTBua cornaweHua o ceptudpmkaumm GMP+ ¢ yy4acTHUKOM,
y4acTHUK 0DA3yeTCA B TeYeHWe Tpex MecsAueB 3aKmouuTb COornalleHne o
cepTuduKkauumn ¢ apyrum cepTnrKaLMoHHbIM OpraHoM.

7.5 B cnyyae npegnonaraemMoro HecobGniogeHWss MakCcumanbHO AO0nyCTUMOro
YPOBHSA 3arpA3HAIOLLEro BewecTBa, MNocne MOATBEMKAEHUS 3arps3HeHus,
y4acTHUK 06s513aH yBeAOMUTb O MNPOUCLLIECTBUN CBOW CEPTUDUKALMOHHBIN
opraH, komneTeHTHbIn opraH u GMP+ International nocpegcteBom nogaun
oTyeTa CUCTEMbl PaHHErO OMOBELLEHWS, B COOTBETCTBMM C MpOoLEeaypoMu,
N3noxeHHon B AokymeHTe GMP+ BAS.

7.6 Y4YacCTHVK No3BOMsieT KOMNETEHTHOMY OpraHy HauuoHarbHOro npaBuUTENbCTBA
yBegomntb GMP+ International o BbISIBNEHHbIX HECOOTBETCTBUSAX B OTHOLLEHUN
topuanyeckux TpeboBaHuin, CBA3aHHbLIX C acnektamu 6e3onacHOCTM Kopma.
YuactHuk nossonsetr GMP+ International yBeoOMWUTb KOMMETEHTHLIA OpraH
HaUWOHaNbHOro MNpaBUTENbCTBA O  BbISIBNEHHbIX HECOOTBETCTBUAX B
OTHOLLEHUN OpUANYECKUX TpeboBaHMI, KacalLwmxca acnekToB 6e30nacHoCTy
KOPMOB.

7.7 CobbITUA Ype3BbIYaHOIO XapakTepa unm o6CcToATeNnbLCTBA, BNUAIOLWME Ha
y4acTHUKOB

7.7.1 B cutyauum, Korga y4acTHUK CTarlKMBaETCsl C COObITUAMM YpEe3BbIHANHOMO
XapakTepa, yka3aHHbiM B N 6.13, oH 06513aH caenaTb cnegytollee:

a) YYyaCTHMK He CylecTBYeT, TMOCKOMbKY OH YHUYMTOXEH BCrneacTBue
TEPPOPUCTUYECKNX aKTOB WM BOEHHbIX OEWCTBMW; WM 3axBadveH (-0)
congartamv unu nosctaHuamu. PykoBoaCcTBO y4acTHUKa 0693aHO yBe4OMUTb
00 9TOM CepTUMMKALMOHHLIN OpraH W  KYeBoe /  HEKM4eBoe
nogpasgeneHve unu KoMnaHui-cybnogpsaymka.

b) MonoBHOM odUC NpPUHAN pelleHne O 3aKpbITUM Yy4YacTHUKA, MOTOMY 4TO
permoH HebesonaceH. PykoBOACTBO y4acTHUKA UNK roroBHOM ohnc ob6s3aH
yBe4OMUTb 06 3TOM CepTUUKALMOHHBIN OpraH 1 KroyeBoe / HeKnyeBoe
noapasgeneHve unum KomnaHu-cybnogpsaaymka.
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Mprmepamm cobbITUIN Ype3BbIYAMHOIO Xapakrepa MoryT ObiTb:

a) Yy4acCTHUK He CyLecTByeT, TMOCKOMIbKY OH YHUYTOXEH BCrneacTeme
TEPPOPUCTUYECKNX aKTOB WMM BOEHHbIX [OEWCTBUMK; WunuM 3axsadveH (-0)
congartamMu Unmn NoBCTaHLUaMU;

b) ronoBHOM OoUC NPUHAN pelleHMe O 3aKpPbITUM y4acTHWUKA, MOTOMY 4TO
pernoH Hebesonace-;

C) ayauT y4vacCTHMKa He MOXeT OblTb NpoBedeH, MOTOMY 4TO pPErvoH
HebGesonaceH gnga noceweHnst ayantopamm GMP+ 13 ceptudmnkaumoHHOro
opraHa, KNo4eBOoro/  Hekr4eBoro  nogpasgeneHus, KOMMaHun-
cybnogpsigumka (NOSIMTUYECKM HEYCTOMYMBBIE PaMOHbl M 30HbI BOEHHbIX
OEeNcTBMA W/unu naHgemusi, HaBOOHEHWe, 3eMNeTpsiCeHMe unu gpyrue
AHTPOMOreHHbIe U CTUXMNHbIE BeacTBUS).
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8 Mepbl U caHKUMKU

8.1 CepTudurKaLuUOHHbLIE OpraHbl:

B cny4ae ecnu GMP+ International yctaHOBUT, YTO CepTUdUKALIMOHHBIA OpraH
He COOTBETCTBYEeT TpeboBaHMSM M He npuaepxuBaeTcss 0053aTenbCTB,
yCTaHoBreHHbIX cxemon GMP+ FC unv NUMUEH3MOHHbIM corfnawleHveMm o
npoeBegeHun ceptudukauum no cxeme GMP+ FC, oHa nNpUMEHUT K
cepTUdUKALMOHHOMY OpraHy OgHYy M3 Mep WM CaHKUUA B COOTBETCTBMM C
NoAMNyHKTOM a) 40 1 BKIKOYMUTENBHO NO NOANyHKT €). CepTurKaunoHHbIN opraH
OyneT yBegomrieH 06 3TOM NocpeacTBOM oouLmanbHOro nucbma:

a) bymetr ykasaH nepuog  BpPEMEHM, B TEYEHUM  KOTOPOro
cepTUdUKALMOHHBIA OpraH / Kr4eBoe noAapasfeneHme  OOSMKHbI
obecneuntb cooTBeTcTBME TpeboBaHusiMm cxembl GMP+ FC. Ha
cepTUdUKaALMOHHbIN opraH ©OyaeT BO3NOXEHO 0053aTensCTBO O
NPeAoCTaBEHUN OTYETA O KOPPEKTUPYIOLWMX AEUCTBUSAX B TeYeHue
onpeaeneHHoro nepnoaa BPEMEHW.

b) JIMueH3noHHOE cornalleHne o NPoBEAEHUN CEPTUMUNKALUN NO CXEME
GMP+ FC ¢ cepTMduKaLunoHHbIM OpraHoM He ByaeT npoasieHo.

c) [encTBre NMMLUEH3MOHHOIO COornalleHns 0 NpoBeaeHUN cepTudunkaumnm
no cxeme GMP+ FC GyaeT npuocTaHOBIEHO Ha CPOK MakCUMyM Tpu
Mecsdua, 3T0 aBTOMaTMYEeCKU MPUBOAUT K TOMY, YTO KIMOYEBOMY
nogpasfeneHnio, HekryeBoMy nogpasfeneHnto 1 KoMMaHuu-
cybnoapsiaunky He paspeLleHo OCyLLEeCTBATb Kakme-nnbo aencTeus
no cxeme GMP+ B Te4eHUn 3TOro e cpoka.

d) BoamoOXxHO, nocne npuocTaHoOBMEHUs, ByaeT npekpalleHo aencTene
NNLEH3MOHHOrO CornalleHnsi 0 NpoBeaeHUN cepTudmrKaLmm nNo cxeme
GMP+ FC, 4TO aBTOMaTtMyecks npuBedeT K TOMY, YTO KIHOYEBOMY
NOApa3deneHunto, HekNto4YeBOMY MOApa3fesieHnto U KoOMNaHum-
cybnoapsiAunKy He paspelleHoO OCyLeCTBMATb Kakne-nnbo aencTeus
no cxeme GMP+.

e) Cpenatb o0wWwen3BecTHbIM haKT HENPOOSIEHMS], MPUOCTAHOBIEHUS U
npekpalieHms  NIMUEH3MOHHOTO  COrnalleHns O  MpOBEeAEHMM
ceptudmkaumm no cxeme GMP+ FC, kak yka3aHO B nofnyHKTax b, c u
d.

8.1.2 Bo BpemMda NpUOCTaHOBIIEHUHA, YNOMSAHYTOro B M.8.1 B COOTBETCTBUM C
NoAMNyHKTOM C), CepTUMKaALNOHHBIN opraH AormkeH obecneuntb, YToObLI BCe
ero obsasatensctBa no cxeme GMP+ FC O6binn nepegaHbl  gpyromy
cepTuUrKauMoOHHOMY OpraHy.

8.1.3 Bcnegcteue HenpoaneHus / npekpaiwieHusi, ynomsaHyTtelix B nn. 8.1 b u d,
COOTBETCTBYIOLLMIA CepTUUKALMOHHBLIN OpraH He CMOXeT y4yacTBoBaTb B
cxeme GMP+ FC B TeueHue Kak MuHUMyM ogHoro roga. GMP+ International
yBEOOMUT BOBIEYEHHbIX Y4aCTHUKOB.

8.1.4 GMP+ International umeetr npaBo pAaTb CepTUPUKALMOHHOMY OpraHy
obsi3aTenbHble AN BbIMONHEHNS YKa3aHUs:

MpumeHeHne mep u caHkumn ansa Bcen cxembl GMP+ FC B oTHOLWEHMM
y4yaCTHMKa OCYyLIECTBNSAETCS B COOTBETCTBMM C [OoKymeHTamm GMP+
rpynnbl C, OTHOCALLUMMUCS K KPUTEPUAM OLEHKN N cepTudmKaumnu.
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CepTudukaumoHHbeln opraH obs3aH cobnogate obsasatenbHble Ansd
BbIMOSIHEHNS YKa3aHUS B TedeHne 2 paboumx gHen. OTKNOHEHNE BO3MOXKHO
Tonbko nocne kKoHcyneTaumm ¢ GMP+ International, npu JoctaToyHOM
o6ocHOBaHMM.

8.2 YYyacTHMKM:

B cnyyae ecnuv cepTUUKALMOHHBIV OpraH YCTaHOBUT, YTO YYaCTHUK He
cooTBeTCcTBYET TpeboBaHusam cxembl GMP+ FC nnu cornawenunst o
ceptucpmkaumm GMP+ FC, oH O/mMKEH NPUMEHUTL K YYaCTHUKY Mepbl Unn
CaHKLMKM B COOTBETCTBUM C nosioxkeHnsamu cxembl GMP+ FC B oTHOLLIEHUU
KpUTEepUeEB OLIEHKN N cepTudmKaumm. HecooTBETCTBUSA OOSMKHbI
KnaccnuumpoBaTbCa B COOTBETCTBUM C AaHHBbIMU KpUTEPUSIMUA.
CepTumkaumMoHHOMY opraHy paspeLueHo NpuMeHATb 6onee cTporne mMepsbl,
HO He OTKNOHATLCS OT HUX NYTEM MPUMEHEHNST MEHEE CTPOrnxX Mep.

8.2.1 Mepbl UK caHKumMn, ynomsiHyTble B M. 8.2, ABNSAIOTCA OOHOW U3 Mep Unu
CaHKUWI, NpeayCMOTPEHHbIX B NOAMYHKTaX a) 40 U BKNIOYUTESBHO €):

a) ayauT COOTBETCTBMSA y4yacTHMKA. CTOMMOCTb ayamuTa NnokpbiBaeTcs 3a cHeT
YYaCTHUKa;

b) 6onee cTporMr Hag3opHbIA ayauT ydacTHuka. CTouMmMocTb ayguTa
MOKPbIBAETCS 3a CYET YYACTHUKA;

C) npuocTtaHoBreHne pgencteua ceptudmnkatra GMP+ makcumym Ha Tpu
MecsLua;

d) aHHynupoBaHune cepTtucpmnkata GMP+ Ha MUHUManNbHbLIM Nepuos He
MeHee OHOro roaa;

e) nybnukauna GMP+ International cBegeHM O NPUOCTAHOBEHUUM U
aHHYNMPOBaHMK, Kak yka3aHo B nn. 8.2.1 c) n d).

8.2.3 Korga npumeHsieTca caHKuus, ykaszaHHas B nn. 8.2.1 d), komnanus 6yget
nuweHa npaBa NOBTOPHOM Nnogayum 3anpoca Ha yydacTtue B cxeme GMP+ FC no
KpalHen mepe B TeyeHue ABeHaguaTh MecsiueB. BbiBLUMIA y4acTHUK MOXET
OblTb NUILEH MpaBa yyacTus B CXeMe Ha OGornee ANUTENbHLIM Nepuoa
BpEMEeHW, ecnu npegbiayliMe HecOOTBETCTBUSI YKas3biBalOT Ha TO, 4TO
NPEXHUA Y4aCTHUK SIBNAETCA HEAOOPOCOBECTHLIM.

8.2.4 B cnyyae ecnv BO BpeMs ayauTa yyacTHUKa CepTUdUKALWOHHBLIA OpraH
BbISIBUT CYLLECTBEHHOE HECOOTBETCTBME, YYAaCTHUK HEe MOXET OTO3BaTb
ceptucomkat GMP+ no cobctBeHHOMYy 3anpocy. CepTugukaumoHHbIM
opraHoMm B 0a3y AaHHbix komnaHun GMP+ gomkHbl ObiTb BHECEHbI
OBHOBMNEHHbIE CBEAEHMSA K CTATyCy: «CepTUdUKAT OTO3BAH», MPUYNHA — «HE
COOTBETCTBYET TpeboBaHUSAMY.
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8.25 B Tex cnyuvasix, korga 910 peweHne GMP+ International onpasgaHo,
NCKIMOYMEHME U3 CXEMbI, KaK M3NOXEHO B NpeablayLUMX CTaTbsX, MOXET Takke
NPUMEHATLCA K NOOBOMY Apyromy NPeanpusaTuio, CYLLECTBEHHbIN KOHTPOIb
HaZ KOTOPbIM MOSyYEeH MMM OCYLLECTBNAETCA KakMM-nnbo obpasom, npsimo
NN ONocpeaoBaHHO:

a. WCKIOYEHHOW M3 ydacTusi B CXeMe KOMMaHuewu;

OPUANYECKMM JINLIOM OCYLLECTBNSIOWNM CYLLECTBEHHbIA KOHTPOMb Hag,
WCKITIOYEHHBIM N3 Y4aCTUsI B CXeME NPeanpusaTueM, Kakmm-mbdo obpasom,
NpPsIMO MNK oNocpeaoBaHHO, B HACTOsILLEE BPEMS U B TEYEHME nepunoaa
cepTudmkaumm, unm

C. (U3MYECKUM NULOM, OCYLLECTBMAIOWMM CYLLECTBEHHbIA KOHTPOSb
nobbiMm  cnocobom, O6yab TO NpPSAMO  UNM  OMNOCPEOOBAHHO, Hag
WCKIIOYEHHbIM M3 y4acTus B CXeme npeanpusitueM, B HacTosiLee Bpems
UnNun B TeYEHME nepmnoaa ceptTudukaumm.

8.2.6 GMP+ International vmeeT npaBo coobLaTe O HapylweHusx TpeboBaHUN
3aKoHOOaTeNnbCTBa, YCTAHOBIEHHbIX BCMEACTBME MNPOBEAEHMS ayauToB WK
YBEOOMIIEHUA  CUCTEMbl  paHHEro  OMOBELUEHWsi,  COOTBETCTBYHOLLEMY
CepTUPUKALMOHHOMY OpraHy, a Takke KOMMNEeTEHTHLIM OpraHam.
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9 Tllepexop K apyromy cepTupmuKaLMoOHHOMY opraHy

B TeueHne cpoka gencteus ceptudpmkata GMP+ yyacTHUK MMeeT NpaBo NeEpPEnTH
noa HabnogeHne opyroro cepTMdUKaLMOHHOro opraHa. Takon nepexoa 3aBucuT ot
cnefyowmx yCrnoBuin:

9.1 T[poBepka nepen nepexonom

MpyHMMaWnn cepTUPUKALMOHHBIA OpraH / KroyeBoe nogpasgeneHne OOSMKHbI
npoBecTn npoBepky cepTudukauun GMP+ noTeHuManbHOro yvacTHuka. JOTa
npoBepka AOfMKHa OXBaTblBaTb criefylolmMe acnekTbl, a ee pesynbTaTbl JOTKHbI
ObITb 3200KYMEHTUPOBAHbI:

a) noaTBepXAeHue Toro, YTO AeATENbHOCTb YHYaCTHUKA HaxoauTes B npegenax
JonycTumon cdepbl cepTudmnkauumn cepTupukaumMoHHOro opraHa wwunum
KNoYeBOro nogpasgeneHus.

b) npnunHy nepexona;

C) NpOBEpPKY COOTBETCTBUSA KPUTEPUAM, U3MNOXKEHHbIM B nn. 3.2 1 8.2.4;

d) oueHky nocnegHux oOT4eTOoB O (NOBTOPHOM) cepTudmkaumm  u/unum
WHCMNEKLMOHHOM ayauTe 1 nobblX HE3aKpbITbIX HECOOTBETCTBUAX, KOTOPbIE
MOryT BO3HUKHYTb M3 HMX. OTa OLEeHKa MOXeT BKM4YaTb B cebs gpyryto
COOTBETCTBYIOLLYIO OOKYMEHTaUMo, KacaroLlycs npouecca (MOBTOPHON)
cepTudurKaLmm, TO eCTb NPUMeYaHUI, KOHTPOSTbHbBIX CIIUCKOB U T.M.

€) noaTBepXAEeHWE TOro, YTO YHACTHUK HE MMEET HEBbLIMOMHEHHbIX 4OrOBOPHbIX
06a3aTenbCTB NO OTHOLUEHMIO K MOKMOAAEMOMY UMM cepTUdmKaunoHHOMY
opraHy.

9.2 Ceptundumkaumsa

HacTtodwasa crtatbd npuMeHMMa B OTHOLUEHUMW Y4YacCTHWKA, Y KOTOPOro ecTb
ceptudumkat (-b1) GMP+, pencTBylowunn (-e) AeWCTBYeT Ha MOMEHT nepexoja K
APYromy CcepTU(UKALNOHHOMY OpraHy W KOTOpbI [AOfKEH COOTBETCTBOBATb
cnegylowmm yCcrnoBusam:

a) lMpyHMmalWwun CcepTUMUKALMOHHBIA OpraH, KryeBoe / HekrnyeBoe
nogpasgeneHve,  KoMnaHus-cybnogpsaguvk  OOMKHA — 3aKMounTb  C
y4aCTHMKOM cornaileHme o ceptucumkaumm GMP+.

b) Uwukn cepTudmkaumm mexxagy npyHMMarLwmm cepTumkaLMOHHbLIM OpraHom /
KntoyeBbIM / HEKNIOYEBbLIM NoapasaeneHveM, KOMMNaHWen-nogpsaymkom m
YYaCTHUKOM OOJIDKEH BCerga HayMHaTbCA c NnepBUYHOrO
(cepTudhmnkaumoHHoro) ayamta (atan 1 n atan 2). He gonyckaeTcsa nepegava
ceptugpmkata GMP+ 3 nokmgaemoro cepTtuduKaunMoHHOro opraHa
npuHUMatoLLLemy oprany 6e3 nposeeHns NepBUYHOIO
(cepTudUKauMOHHOroO) ayguTa.

c) OTKpbITble HECOOTBETCTBUA AOSMKHbI ObiTb 3akpbiThl OO nepexofa, B
NPOTMBHOM Cllydae HECOOTBETCTBUA AOMKHbI ObiTb 3aKPbITbl MPUHNMAIOLLMM
cepTUMKaLMOHHBIM OpraHoM / KNYeBbIM nogpasgerieHnemM BO BpeMs
nepBUYHOrO (CepTUdUKaUMOHHOro) ayauTa (3tan 1 n atan 2).

d) CepTucdukaumoHHOMY OpraHy He paspewaeTtcd npuHUMaTb  Ha
obcnyxuBaHme komnaHuo, ceptudmkat GMP+ koTopon 6bin Mnu JOSmKeH
OblTb NPUOCTAHOBSIEH MM @HHYNMPOBAH. 3a UCKITHOYEHNEM aHHYNTMPOBaHUSA
«MNo cOBCTBEHHOMY 3amnpocy».
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10 Pa3pelweHune cnopos

10.1 Jliobble cnopbl, BO3HMKAIOLWIME MEXAY YYACTHUKOM WU CepTUUKALMOHHBLIM
opraHom, a Takke mexgy ydactHnkom n GMP+ International B CBsi3u CO cxeMom
GMP+ FC, gomkHbl OblTb yperynumpoBaHbl B COOTBETCTBUM C MpoLenypoMn,
onucaHHon B gokymeHTe GMP+ A4 lMNpouedypa paspelieHus criopos.
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11 BpemMeHHble NONoXeHusA

11.1 GMP+ International umeeT NpaBo B UCKNMIOYUTESNBHBIX CUTYaLUSIX UK B Cnyyae
BO3HWKHOBEHMSI  4Ype3Bbl4aMHOM  CUTyauuu, CBHA3aHHOM C  BOMNpocamu,
perynmpyemMbiMn cxemomn GMP+ FC, COCTaBIATb KpaTKOCPOYHble
OOMNOMNHUTENBHbIE MOMOXEHUA AN CepTUPUKALNOHHBIX OpraHoB / KIoyeBbIX /
HeknoYeBbIX nogpasaeneHun / komnaHun-cybnoapsgumka U/mnm y4acTHUKOB
nocpeacTBoM agMUHUCTPATUBHOIO PACMOPSIKEHUS.

11.2 CepTudmkaumoHHbii opraH/ KknwoyeBoe/ Hekm4yeBoe nogpasgeneHue /
KOMnaHua-cybnogpsagumMk  u/wnn - ydactHukM 06si3aHbl  cobnogatb  u/vnu
NPUMEHATb BPEMEHHbIE JOMOSNHUTENBHBLIE NOMNOXEHUS, YNIOMSHYTbIE B N. 11.1.

11.3 GMP+ International nmeeT npaso:

a. B YCTa@HOBMEHHbLIX Cry4Yyasx MNpPeAoCTaBUTb MOSIHOE WM YacTUYHOEe
ocBoboOXaeHne oT Toro, 4To onpedeneHo B cxeme GMP+ FC n cBasbiBaeT
Takoe MCKMYeHne ¢ TpeboBaHMAMM NN YCIIOBUSIMWN, B COOTBETCTBUN C
KOTOpbIMK B crnyyae HecobnogeHus, cobniogeHnss He B Hagnexailee
BPEMsi COOTBETCTBYIOLLEE UCKINIOYEHNE ByaeT cUnTaTbCs OTMEHEHHbIM;

b. oTmeHuTb ocBoboXxaeHue, KoTopoe ObIno npegocTaBfeHo
CepTUPUKALNOHHOMY OpraHy / Kr4YeBOMY noAapasgeneHuio  n/vnm
YYaCTHUKY.

(€188 D International Pepakuus RU: 15 ntonsa 2017 roga
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12 OTBeTCTBEHHOCTb

12.1 GMP+ International HeceT OTBETCTBEHHOCTb TONLKO 3a yLepO, MPUYNHEHHBIN
KOMMaHuun, W/vnn y4acTHWUKY, n/unu cepTnudumkaumoHHOMY OpraHy B criyyae,
ecnuv Takme yobITKM1 ABNSIOTCA NPAMbIM CNeACTBUEM NPpeHEOpEeXeHns, ymbicna
n/vnn HapyweHusa co ctopoHbl GMP+ International cBomx o6si3aTenscTB B
COOTBETCTBMM C TpeboBaHuamMM cxembl GMP+ FC, npu ycnoeum, 4to Takoe
HapyweHne co cTopoHbl GMP+ International 6bin0  BbI3BAHO He
HeJOCTaTOYHOW UK HenpaBubHOM UHOpMaLumen, npegoctasneHHon GMP+
International komnaHmen w/mnu y4acTHUKOM W/MNN cepTUUKALNOHHBIM
opraHom. B nwbom cnyyae otBetctBeHHOCTb GMP+ International
orpaHumymnBaeTca cymmon B pasmepe 250 000 eBpo 3a Kaxgbll UCK U
MakcuMmMarsibHbIM COBOKYMHbIM padMmepom B 1 000 000 eBpo 3a kaneHaapHbIN
rog.
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MpunoxeHne 1. OTBETCTBEHHOCTb 3a BHECEHWEe AaHHbIX B
6a3y AaHHbIX KomnaHun GMP+ n/unu npaBo ny6nukauum

B atom Tabnuue ykasaHbl 006S3aHHOCTM MO BHECEHWUIO AaHHbIX B 0a3sy AaHHbIX
komnaHun GMP+ n/vnn npaBo ny6nvkauMm Ha ocHoBe TpeboBaHWI, yKa3aHHbIX B
nokymeHte GMP+ Al Obwue npasuna.

OTBeTCTBEHHbIN 3a: MyHKT GMP+ Ceptuduk
Internatio | auMOHHbLIN
nal opraH /

KrnoyeBoe
nogpasge
neHue

My6nukaumto ceegeHuin o 4.5 X -

cepTndnkauMoHHOM opraHe / Kno4eBoMm

nogpasgenexHmm

My6nukaumio cBegeHUn 0 NPUOCTaHOBKE 8.1.c X -

NUUEH3UKN cepTUdUKaLMOHHOro opraHa /
KNKYEBOro nogpasgenenus
MyGnvkaumo ceBegeHun o NpekpaLleHm 8.1.d X -
Cpoka OencTBus NULEH3MOHHOIO
cornawlieHusi 0 NpoBeaeHUN
cepTtudmkaummn no cxeme GMP+ FC
(GMP+ Feed Certification scheme)
My6nukaumio cBegeHUn 0 TOM, YTO 8.1.b X -
GMP+ International He npognesaeT
NULIEH3NOHHOE cornatleHne o
npoBeaeHnn cepTudukaLmm No cxeme
GMP+ FC (GMP+ Feed Certification
scheme)

My6nvkaumio cBeOeHUN O TOM, YTO 8.1.2 X -
0653aHHOCTN cepTUDUKALIMOHHOIO
opraHa, OesiTeNlbHOCTb KOTOPOro
NPUOCTaHOBIEHA, NEPEXOAAT Yy APYromy
CEPTUPUKALMOHHOMY OpraHy
YBegoMmneHne BoBNeYEeHHbIX y4aCTHUKOB 8.1.3 X -
00 aHHynAuMK / HENPOLNEHNN NULEH3UN
cepTMdMKaLNOHHOrO opraHa
My6nukaumio ceBeageHun o 8.2.1.e X -
NPUOCTaHOBINEHUN OENCTBMS
cepTudpukata kKomnaHum
My6nukaumo ceegeHun 06 aHHynsauMn 8.2.1.e X -
ceptucmkata GMP+ KomnaHuu
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OTBeTCTBEHHbIN 3a: MyHKT GMP+ Ceptudumka
Internatio LIMOHHbIN
nal opraH /

KnroyeBoe
noppasaen
eHue

BHeceHue aaHHbIX y4acTHUKa (aAapec MeCcTOHaxoXaeHus) ans

nyoénukauum B OTKPbITOM gocTyne Ha noptane GMP+

HasBaHue yvyacTHuka 4.1 - X

Ynuua 4.1 - X

Homep goma / 3gaHus 4.1 - X

lNoyTOBbLIN MHAEKC 4.1 - X

"opoa 4.1 - X

CtpaHa 4.1 - X

Homep cemageTenbcTBa o 4.1 - X

perncrpaumm KomnaHmm / Homep

3anucu B peecTtpe Toproeon nanathl

(v gpyrom CooTBETCTBYIOLLEM

HaUMOHaNbHOM peecTpe KOMMNaHum)

TenedoH 4.1 - X

dakc 4.1 - X

ONEeKTPOHHbIN agpec 4.1 - X

Bebcant 4.1 - X

HasBaHue cyaHa 4.1 - X

Homep cygHa EC 4.1 - X

BHeceHue gaHHbIX y4acTHUKA (MOYTOBLIM agpec) AnAa nyonukauum B

OTKPbITOM gocTtyne Ha noptane GMP+

lMNoyToBbLIN ALLMK 4.1 - X

lNoyToBbLIN MHAEKC 4.1 - X

"opoa 4.1 - X

CtpaHna 4.1 - X

[aHHble o cepTudmMKkaumm y4acTHUKa AnA YacTUYHOWN Ny6nukauum B

OTKpPbITOM AgocTtyne Ha noptane GMP+

CraHgapt (-b1) GMP+, no KoTopbIm 41.1 - X

cepTMdULMPOBaAH Y4aCTHUK

Cdhepa (-bl) geaTensHOCTH 4.1.1 - X

CepTtudpmumposaH ¢ 4.1.1 - X

CepTtudmkaT 4ENCTBUTENEH C 41.1 - X

Ceptudmkat genctButTeneH oo 4.1.1 - X

[laTa npnoctaHoBneHns 4encTeums 4.1.1 - X

cepTudukaTa (ecnv NpUMMEHUMO)

[ata aHHynMpoBaHusa cepTudurkata 41.1 - X

(ecnv npMMeHNMO)

MprnymHa npuocTaHoBneHns (ecnu 4.1.1 - X

NPUMEHMMO)

MpnynHa aHHynNMpoBaHuA (ecnu 411 - X

NPUMEHNMO)

Cratyc 411 - X
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OTBEeTCTBEHHbIN 3a: MyHKT

GMP+
Internatio
nal

FonoBHOM
odumc /
KInoyeBoe
noapasaen
eHune

OTKpPbITOM AocTyne Ha noptane GMP+

[aHHble o cepTudMKaLMmn y4acTHMKa ANA YaCTUMHOW Ny6rnukKauum B

CeefeHusa o npmesaske 4.1
noapasgeneHuin (Haxoaswmuxes no
OTAEenNbHbIM agpecam) / TAroBown
eIMHULbI K rofIoBHOMY odomcy /
OCHOBHOMY JTOHXXEPOHY

X

KOHTaKTHOE NIMLO OT y4aCTHUKA 4.1

Homepa TenedoHa B 9KCTPEHHbIX 4.1
cuTyaumsax (KpyrrnocyTovHo)
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GMP+ International

Braillelaan 9
2289 CL Rijswijk
The Netherlands

t.  +31(0)70 — 307 41 20 (Office)
+31 (0)70 — 307 41 44 (Help Desk)

e. info@gmpplus.org
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This publication was established for the purpose of providing information to interested parties with
respect to GMP+-standards. The publication will be updated regularly. GMP+ International B.V. is not

liable for any inaccuracies in this publication.

© GMP+ International B.V.

All rights reserved. The information in this publication may be consulted on the screen, downloaded
and printed as long as this is done for your own, non-commercial use. For other desired uses, prior

written permission should be obtained from the GMP+ International B.V.

+
kFeed Safety Worldwide) gmpplus.org




