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COOTBETCTBUE HALUMOHAABHON CUCTEMbl AKKPEAUTALIMA
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CO3AAHUE MHOPACTPYKTYPbl CUCTEMbI GLP B POCCUU

AMNPEAb 2013 2013 2014 2016
Neperosopsbl ¢ O3CP CospaHue Havano oueHoK 9 naboparopui B peectpe
no popmary 3anycka 3aKoHopaaTeAbHOW Basbl aAabopatopun

cuctembl GLP B Poccum 11 uHcnekTopos
Hayano noarotosku
0)) L el il 1 naboparopwms - craryc GLP
OECD O3CP noarsepxaeH

HauMOHaAAbHbIM OPraHOM
no akKkpeautTayuum CaoBakumn

COEPbI AEATEABHOCTU AABOPATOPUN

AeKapcTBeHHble CpeACcTBa
XuMuyeckue cpeacrsa

BerepuHapHbie npenaparsl

KocMmeTruyeckan npoayKuma
Kopmosblie oobaBku

Muuwesble A06aBKK

MecTtuumab

*10 anabopatopuu Ha | ke. 2017



MHOOPMATU3ALMA HAUMOHAABHOWU CUCTEMbI AKKPEAUTALIUUN

> 50% B 3A.BMAE

Cepeucnbl
IAEKTPOHHOM
perucrpauvm
AeKAapauun
30 TBIC., OKOAO
2 ThIC.
3anBUTEAEN

OTKpbITbIE
AaHHble

> 25 MAH. 3anpoco.
Ha canTe

R

Me)xBeaOMCTBEHHOE B3aUMOAGUCTBUNE
8 empaoe ceeaeHnin 8 CM3B 3.0;
5 MAH. 3anpocos

@TC, PocrexHaaszop,
PocaakoroabperyavposaHnue,
MuHTpya, Pocceabxo3Haazop,

PocsapaBHaa3op,
lAaBrocakcneprusa Poccum

WUnTerpauusn

ECUA, ENIY, MMC EADC

2016 r.*
oruc
Pocakkpeautauum
CoepnHaer > 15 Ttbic.
y4aCTHUKOB
HaLWMOHAALHOMN CMCTEMbI
no akKpeaAuTauum

Peectpbi
AKKPEeAMTOBaHHLIX AUY > 9600
IKcnepTHbIX opradusauum > 40
dKcnepToB No akkpeautauum > 550
TexHuueckux akcneptos > 3500

Ceprudmkarsi
COOTBETCTBMSA

>140 TbiC.

*AanHbie 3a 2016 roa

Aekaapauum
O COOTBETCTBMM

> 995 ThIC.

MpoTokoab:
MCNBITaHUNA

> 16 MAH.
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PASBUTUE UT-UHOPACTPYKTYPbI, 2016 - | KB.2017

3AABAEHUA HA NOATBEPXAEHUE SAEKTPOHHAA PETUCTPALINA
KOMMETEHTHOCTHA AEKAAPALIMN
Bbino Crano Bbino Crano
19360 RN
B 6YMaXKHOM BUAE yepes AudHble Kabunetsr QINC B82014r. B2015r. B8 2016 r.,BKAlOuan 7892
>13 %, Ka)xaoe 7 3aasAeHUe Aekaapaummn NOCT P,

ot 1978 3aasuteaen

LHOA CM3B

Bbino Crano Bbino Crano

Ha COBCTBEHHbIX MOLLHOCTAX Ha uHdpacTpyKType 2 cepeuca s CM3B 2.0 Pocakkpeautauma nepsou
nposanaepa obAauYHbIX YCAYT n3z QOWB BbiBeaa 8 BuAOB
ceeaeHun 8 CM3B 3.0

OLUMNOPOBKA OBAACTU AKKPEAUTALIUN

Bbino Crauner
6yMaXKHble AOKYMEHTbI, 3aBepeHHble COBCTBEHHOPYYHOM Habopbl AQHHbIX, CTPYKTYPUPOBaHHbIX N0 NPOrpaMMaM akKpeauTaumm,

noOANMCHIO N NeYaTbio 3aBepeHHble an



OBLECTBEHHbIA COBET

no opraHam no MO UCNbITaTE@AbHbIM
no MEeTPOAOTUM
ceptudpukaumm nabopatopuam .

No CTpaTerM4ecKoMy pasBuTuio
HALMOHAAbHOMN CUCTEMbl aKKPEeAUTaLMK

No MEXAYHaPOAHOW UHTErpaumm

NO COBEPLUEHCTBOBAHMIO
3aKOHOAATEeALCTBA

no AeaTeAbHOCTU npoBanaepos MCU

No COACUCTBUIO MEXXAYHAPOAHOMY
NPU3HAHMIO B LEAAX NOAACPIKKM
OTeYECTBEHHbIX IKCNOPTEPOB

Nno B3aMMOAENCTBMIO
C PO3HUYHOW TOProBAEH

NOCTOAHHBIE KOMUTETbDI

PABO4MUE IrPynnbl

no 3awwmre npae notpebureaen

B chepe OUeHKM COOTBETCTBUA
NULWEBOW NPOAYKLMHK

B cpepe OueHKM COOTBETCTBUA
AAIOMUHWEBOW NPOAYKLMK

B chepe OueHKM COOTBETCTBUA
KabeAbHOM NPOAYKUUKN

B cdpepe OUEeHKN COOTBETCTBUA
AETCKUX TOBApOB

®

no opraHam no

ceptndpumkaumm no opraHam

cncTem
MEHEeAKMEHTa

MHCNEeKUuMnmn

B chepe OLEeHKMU COOTBETCTBUA
KOA@CHbIX TPAHCMNOPTHbIX CPEACTB

B chepe oueHku pakTopos
NPOU3BOACTBEHHOM CPeAbl

B cpepe HepaspyLwaloLWero KOHTPOARA

No BONPOCaM HapAeXKaLen
AabopaTOPHOM NPAKTUKM

B cpepe OLEeHKM COOTBETCTBUA
3AEKTPOObLITOBOW U KOMMNbIOTEPHOM
TEXHUKKN




FTOCYAAPCTBEHHDbBIE YCAYTU



NMOKA3ATEAU AEATEABHOCTU MO NPEAOCTABAEHUIO
FrOCYAAPCTBEHHbIX YCAVYT, 2016

5760 14 294
AkkpeauTauma \ /E;bu;aqa arrecrara/aybaukara

2126 (36,9%) aTtrecrarta akKkpeauTauum

nOAT BepPXAEHWNE KOMMNETEeHTHOCTH

4390 (30,7%)

3290(57,1%) M3meHeHnA cBepeHnmn peecTpa

2950(20,6%)

Namenenne mecra u pacwupenne obaactum
Arrecrau,vm JKCnepTosB

374 (6%) Nno aKKpeAuTaumMm

22540 2310(16,2%)
FOCYAAPCTEEHHbIX MNpekpawexune aAencrena
YCAYT AeKAapauum
Boipocaa Harpyska Ha OAHOrO
COTPYAHMKA yNnpaBA€HUA 2260(15,8%)
aKKpeaUTauum

450 Boiaaua 6aaHKoB cepTuduKaTos
400 376 1290 (9,0%)
350
300 AKKpeauTauua Ha NPaBo NPOBEACHMUA
250 HEerocyAapcTBeHHOW 3KCNepTU3bl
200 178 e 700(4,9%)
150 o

2014 2015 2016

BkAlOYEHME CBEAEHUN B HaU,. 4acCTb
EanHoro peectpa TC

_ Yo

NOKa3aTeAn AEATEAbHOCTH NO NPEeAOCTaBAEHMIO rocyAapcTBeHHbix yeayr 8 2016 r.
** BKAloYan 2486 npekpalieHHbiX B CBA3M C OT3biBAMK 3aABUTEAEH U HE NPEAOCTaBAEHUEM AOKYMEHTOB

"



KOMUCCUA NO ANEAAALNAM

35(47%) 74 XXAANOBbI 39(53%)

20% yAOBAETBOPEHO

® peweHna o6 OTKa3e B aKKpeAUTauum

® peWeHnA O NPUOCTAHOBACHUMU U
npeKkpaweHumn AGMCTBUA aKkKpeAuTaumm

Boaraaeaser 3amectuteAb MunHucrpa
IKOHOMUYECKOro pa3smuTma
Poccuitckon Qeapepauun

8 npeacrasuteaen QOB
2 cotpyaHuka OCA
4 3KcnepTa No aKKpeAUTaumm

3 NpeACTaBUTEAA Hay4HbIX M OBLLECTBEHHbIX
opraHusauumu

11 zacepanun B 2016 .

MoaroroeaeH 0630p pelweHnn KOMUCCUMK
no aneaaaumam 3a 2015r.




OKCMNEPTbI MO AKKPEAUTALUU

a6 5o, 1 VIIOAA 2017 T. -
544 3kcnepra gpied 3ABEPLUEHME

B peKecrpF:a YYACTBYIOT NEPEATTECTALMM
B OTBOPE 3KCMEPTOB

41 akcneprtHaa

opraHusauma

25 3ACEMHMI71 41 3ACEAAHME
ATTECTAULMNOHHOU KOMUCCUA KOMWCCUM NO NPOBEPKE AKTOB

_— 72 8% 31 akcnepr -
o 8% " npeKpaLleHo
CAAIOT 500 sonpocos HAPYLLIEHNIA i o

9K3AMEH 9KCMNEPTAM arrecraumm

469 3aaBAeHUNA
Ha aTtTecTauuio




COBEPLUEHCTBOBAHUME NOPAAKA NPEAOCTABAEHUA
FrOCYAAPCTBEHHbBIX YCAYT

MOBbIWEHWE
KAYECTBA OLUEHKW

OoNTMMU3ALWA
MNPOUEAYP

NPECEMEHMUE
HEAOBPOCOBECTHOIO
NOBEAEHUA

METOAVWYECKAA
PABOTA

SR

S MOAHAA PEAAU3ALINA

- - MEXXAYHAPOAHbIX
TPEEOBAHUW

N3meHenna B Kputepum akkpeautaumm, poetaansauuna rpebosanni
K OTYETHbIM AOKYMEHTaM 3KCNepToB, TexHuyeckme akcneptol QOUB

Astomartuzauus nocpeacrsom Ori1C

Boaspar aAybampyrowmx 3aasaeHnn 6e3 paccMOTpeHus,
M3MEHEeHMe MeToAMKKM oTBopa aKCNepToB

nOAFOTOBKa JKCNepTOB, BHEeAPEeHWe HOBbLIX NPOrpamMM Bble3AHbIX
OUEHOK, MOHUTOPUHI AEATEAbHOCTH IKCNEepTOoB

HeonpeaeAeHHOCTb U3MEpeHn AAA KaAnbpoBOYHbIX AabopaTtopun,
BHeapeHue Moantuk UAAK:

® N0 NPOCA@XKMBAEMOCTH PE3YALTATOB U3MEPEHUMN,
® B OTHOWEHMM HEONPEAGACHHOCTM NPU KaAMBpoBKaXx,
® B OTHOWEHMM NPOBEPKKU KBaAupukaummn nytem nposeseHna MCU



KOHTPOADb 3A AEATEABHOCTbBIO
AKKPEAUTOBAHHbIX AL



PE3YAbTATbl KOHTPOAA 3A AKKPEAUTOBAHHBIMU AMULLAMW, 2016

® AOKyMeHTaAbHbIX - 670 (49,7%)
1347 NMPOBEPOK ® Bble3aHbiX - 677 (50,3%)

B PAMKAX NOATBEPXXAEHUSA
KOMMETEHTHOCTM - 833 (62%) B PAMKAX HAA3OPA - 514 (38%)

77%
adpdekTuBHOCTL
npoBepok

90%
npuBeAEeHO
B COOTBETCTBME

® anobbl - 271 (20%)

e nopy4enusa MNpasuteabcrsa PO - 41 (3%)
® NpoBepKa NCNOAHEHWA NpeAnUcaHuA -
NMPUOCTAHOBAEHO - 144 202 (15%)
MNPEKPALLEHO - 52
MPOTOKOABI - 778
CYMMA LUTPAQOB - 147 372 300 PYB.
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PUCK-OPUEHTUPOBAHHbIA MOAXOA,

«HEFOAHbBIV MAPTHEP»

MCNOAbL3YeT AAA NOATBEPKACHUA
COOTBETCTBMA PE3YALTaTbl UCNbITAHWIA
(nccaepoBanmin) naboparopun

MMeeT YCTOMYMBbLIe NPOMU3BOACTBEHHbIE
CBA3M C OPraHamMm no ceptudmraumm

y,

e

AENCTBME aKKPeAMTaUMMK KOTOPBIX 6bIA0
npexkpawexo 8 2015 roay B pesyabrarte
KOHTPOAbHbIX MEPONPUATUI

apdexTnBHOCTL
npoBepoK

OpraHbi No e
ceprudmkaumm -
22 (39%)

AHOMAAbHbIV POCT

BbIAAYM NPOTOKOAOB MUCNBITAHNIA
AAR NOATBEPKACHUA COOTBETCTBUA

Bblpave CQpTHd)HKBTOB COOTBETCTBMA,
CO 3HAYMUTEAbHbIM NpeBblleHneM CpeaHero
noKazaTeAn

OPFrAHU3ALMNA

® MCNbITAaTeAbHbIe
aaboparopum -
35 (61%)

13
NpPeKpaweHo, ‘
B TOM YMCAE -
11 no 3aAaBAEHUIO ‘




COBEPWEHCTBOBAHUE PUCK-OPUEHTUPOBAHHOIO

3HAYUTEAbHOE KOAUYECTBO
BblAAHHbIX CEPTUDOUKATOB
COOTBETCTBMA

3HAYUTEAbHOE KOAUYECTBO
3APETMCTPUPOBAHHbBIX AEKAAPALIMA
O COOTBETCTBUMU

«HEFTOAHbIV MAPTHEP»: K KPUTEPUAM
N°1 U N°2 AOBABAEH N°3

BblAAYA CEPTUOUKATDI
COOTBETCTBUA HA
«YYBCTBUTEABHYIO» rPYNNY
NPOAYKUUA

HAXOXAEHWE NO OAHOMY
AAPECY HECKOABKUX
AKKPEAVUTOBAHHbIX AL

MOAXOAA

1(0,2%) | 8

5(1,1%) N 24

22 (5%)
77 (17,4%)
122 (27,6%)

51

80

90

1(0,13%) M 5
16(2,10%) I 40
26 (3,42%) N 50
39 (5,12%) I, ()
108 (14,19%) I 80

Aaboparopua MMeeT TeCHble NPON3BOACTBEHHbIE CBA3U
C HepA0BpPOCOBECTHBIMU OpraHaMu No cepTuduKkaumm.

OpraHn no cepTudumKaumm NCNOAb3OBAA B CBOE ACATEABHOCTH
pe3yAbTaTbl paboTbl HEAOBPOCOBECTHBIX UCNbITAaTeAbHbIX AaBopaTopui.

OpraHbl no cepTuduKaumm, B3aMMoAEUCTBOBaBLWIME C AabopaTopurAaMM,
KOTOpPbl€ BOCNPENATCTBOBAAM NPOBEPKaM.

® AeTCKWe ToBapbl

® UrPyLKK

® AErKas NPOMBbIWAEHHOCTb

® NOXKapHO-TeXHUYECKanA NPOAYKUUA

Age n 6oaee akkpeauToBaHHble AabopaTopun OCYyWECTBARIOT
AEATEABHOCTb NO OAHOMY 3aABA€HHOMY aapecy



HOBbI MHCTPYMEHTAPUN FOCYAAPCTBEHHOIO KOHTPOAA

MNposeaeHne npeABapUTEAbHON
npoBepKu noctynueswen nHpopmaumm

MNposeaeHne MeponpuUATUA

NO rocyAapCTBEHHOMY KOHTPOAIO
6e3 Bzanmoaencremna

C aKKPEAMTOBaHHbIMU AULLAMMU

Cucremarnyeckoe HabaoaeHmne

3a UCNoAHeHneM obasaTeAbHbIX
TpeboBaHni, aHaAn3 U NPOrHO3NMpOBaHUue
COCTOAHWUA MCNOAHEHUA 06A3aTeAbHbIX
TpeboBaHuM Npu oCcywecTBACHNUMU
ACATEABHOCTU aKKPEAUTOBaHHbIMU AMLLAMK

NMpuMeHeHne MHAMKATOPOB PUCKa
HapyweHua o6Aa3aTeAbHbIX
TpeboBaHnM aKKpeAMTOBaHHbIMM
AVLLAMM

MNpeaocTepe)xeHmsa 0 HeAONYCTUMOCTH
HapyweHua obasaTeAbHbix TpeboBaHun




