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Cucrema kadectsa KN JIC

Cucrema kauecrBa KN JIC
NO0JI2KHA 00eceuBaThCS U
rapaHTHPOBATHCH KAYeCTBOM IIPHU
IPOU3BOACTBE, JOKJIMHUIECKHUX H
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POU3BOACTBEHHOM NPAKTUKH

«be3omacHoOCTDHY

IIpaBuiia 1a00paTOPHON NPAKTHKH

I[IpaBuia KIMHNYECKOU NPAKTHKHU



Cucrema kauecrsa KN JIC

KauecTBO — hunocod., ojiHa U3 BaXKHEUIITUX
KaTeropuu, COBOKYIMHOCTb BCEX CBOMCTB,

JAOIIHX. . .
®.A.bpokeays

JlocTHKeHMEe TAKUX Pe3yJbTATOB
KU JIC, koTopble 061714 ObI
1oJIe3HbI JJIs 001mecTBa




IlpaBuia KIMHAYECKOH MPAKTHKH —
MPU3HAHHBIN BO BCEM MHUPE ITHYCCKUH
M HAYYHBIN CTAaHAAPT KavuecTBa KU

YTBEPX/IEHO
[Tpuka3 Munucrepcrsa
31paBOOXpaHECHUS

Poccuiickon @enepamnuu
Ot 19.06.2003 Ne266

ITPABUJIA
KJIHMHUYECKON nNpakTuKu B Poccuiickon Deaepanuu

* YCTaHABJIMBAIOT TPEOOBAHMS K TIJIAHUPOBAHUIO, IPOBEJACHHUIO,
TOKyMEHTaJIbHOMY 0()OpMJICHHUIO U KOHTpOoJt0 K

* TApAHTUPYIOT 3aIUTY MpaB, 0€30MMaCHOCTh U OXPaHy 3/I0POBbS UCIIBITYEMbIX

* 00€CNeUnBaOT JOCTOBEPHOCTh M TOUHOCTH MOJIy4aeMOM BXO/I€ UCCIICIOBAHUS
nH(pOpMaLIU
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Opranu3anusa-paspadoT4yux

OobecnieunBaet kayecTBO KM Ha Bcex 3Tanax npoBeaeHMsI
M HeceT OTBETCTBEHHOCTH 3a cooTBeTcTBHEe KU
TPeOOBAHUSIM 3aKOHOAATEIbLCTBA

* BoiOupaer uccisienoBaresisi M (WiM) yUpekIeHne 31PaBOOXPaHEHUS.

e Haznayaer COTPYIHHKOB, 00JI1aJal0IIMX COOTBETCTBYWINEH KBajaudukamue,
HA BCeX J3TAanax NpPOBeAeHUS HMCCJIeT0BAHUS, HAYMHAS CO CTAAMHM CO3IAHUS
MPOTOKO0JIA, KAPT UCNBITYEMbIX, CTATUCTUKH, 0TYETOB.

* Umeer HAOKYMECHTAJIbHO O(l)OpM.]'IeHHbIe CTaHAApPTHBLIC MIPOUCAYPHLI.

* OOecmeynBaeT TMOJyYeHHEe NHCHMEHHOT0 COIJIaCHsi BCe€X CTOPOH Ha
NMpeaocTaBJeHNe NPSIMOT0 JI0CTYNa BO BC€ YYACTBYIOIIHE B MCHBLITAHUM
HccJieIoBaTeIbCKHe MEHTPbl M KO BCeM NEPBHYHBIM JTaHHBIM/TOKYMEHTAM
M OTYeTAM /JJIsi MX MOHHMTOPHMHIA, He3aBHCHMON OIEHKH COOTBETCTBHI,

a TaKJKe roCyIapCTBEHHOT0 KOHTPOJISI.

* O0ecnneynBaeT MOHUTOPHUHLI.

L HpOBO)_II/IT HE3ABUCUMYIO OLICHKY COOTBECTCTBHUII.



MOHUTOPHUHI

MOHUTOPHUHT MPOBOAUTCH C HEJbI0 00eceYeHUus Mpas, 0e30MACHOCTH
U OXPAaHbI 310POBbS UCHBITYEMbIX; IOATBEPKACHUA TOYHOCTH U MOJHOTHI,
MOJYYECHHBIX B X0/1€ MCCJICAOBAHUS TAHHBIX; MOATBEPKACHUA COOTBETCTBUA
nposoaumoro KN npasujiaMm KIMHUYECKOU NMPAKTUKH, 1 CTBYOIIUM HOPMATUBHBIM
TPeOOBAHUSAM M YTBEPKICHHOMY IIPOTOKOJIY

e MoHuTOp paccMaTpuBaeT HaJU4YMe COOTBETCTBYWOUIeH  KBaJu(pUKALUH,
OnbITa Yy HCCJeAOBaTeJsl M IepcoHaa, yyacrBywiiero B KW, ycioBuili a4
NMPOBEACHUS UCCJIET0BAHNM, JTA00paTOPUU U 000PYI10BAHUA .

* MoHMTOp yKa3blBaeT HMCCJIEA0BATEJNI0 HA HAPYUICHHS NPOTOKO0JIA, CTAHAAPTHBIX
npoueayp, NpaBuil, J1eMCTBYHIIUX HOPMATUBHBIX TPEOOBAHUM .

* MoHUTOp 00ecnieunBaeT NMPUHATHE HAJIEKANUAX MeP M0 YCTPAHEHUI0 HAPYIIECHUIA .

dPpdexTuBHOCTH M 0e30macHOCTD JIC




HE3ABUCHUMASA OHEHKA COOTBETCTBUA

He3aBucuMasi OLlEHKA COOTBETCTBUS SIBJISAECTCH CAMOCTOATEIbLHON NPOLEaypoi,
3a/1aueil KOTOPOH SIBJISIETCS MPOBEACHUE OPraHu3anuen-paspadoTYnKoOM BCECTOPOHH e
nposepku coorsercreus KU npasuiam, neiicTByomemMy 3aK0OHOAATEIbCTBY,
CTAHJAAPTHBLIM nmpoueaypam u nporoxkoay KU

e IIpoBoasAiT He3aBUCHMMBbIC JHMIA, HE YYAaCTBYWIIHE B [JAHHOM MCCJICI0BAHUU WU
o0JIajarolKe COOTBETCTBYIOLIEH MOATOTOBKOM, KBAJIU(PUKALMECH.

* Pe3yibTaThl HE3aBMCUMOM OLIEHKH COOTBETCTBHS 0(POPMJIISIIOTCH JOKYMEHTAJbHO

e KommereHTHBICe Opranbl MOIYT 3alpaliMBaTb OT4YET IMPOBEPHIOIICIO, KakK
MPABWJIO, IPU BHIABJIEHHH CEPbEe3HbIX HAPYIICHUI TPeOOBAHNH NPABUJI

e BpifiBJIeHHbIC HAPYHICHUS  MPOTOKOJIa, MPaBUJ, CTAHAAPTHBIX MpoUexyp,
HOPMATHMBHBIX TPeOOBAHUMN NO/KHBI OBITH YCTPAHEHBI MOJ KOHTPOJIEM OpPraHu3aluu-
pa3padoTumnKa

* Orcrpanenue uccijenonsareasas u (uam) Y3 or yuyactuss B KM B ciyyae BbIsiBIeHUS
Cepbe3HbIX U (MJIM) MOBTOPSIOIIUXCH HAPYIeHNH TpeOoBaHui K nposeaenno KN

dPpdexTuBHOCTH M 0e30macHOCTD JIC




KadecTBO MOATrOTOBKH MCCJIEA0BATEA —

KJI04YeBON (paKTOP, BIAUSIOUINA HA

Tosmken kadecTBO pe3yiabraroB KU JIC
”

J1oJ12KeH 3HATb

* O0smagaTh NpogecCHOHAIBLHOU

KBaJM(pUKaALMed U ONbITOM 4| COﬁJIIOI[aTb

* OTBe4yarb HAYYHbIM U ITHYECKHM CTAaHAAPTAM \_f—\

* UmeTh Hcciaen0BaTe/IbCKHE CPeACTBa, 000py- e [IpaBu/ia KIMHAYECKOM MPAKTHKH
JA0BaHME, BCIIOMOI'aTeJIbHbIN NepPCOHAJ « IIporoxon KM

* Pacniojiaratb 10CTaTO4YHbIM BpeMeHeM ISl « HopmaTuBHBI€ TpedoBanust

nposeaenuss KU B coorBercrBum ¢ Ilporoxosiom

KadyecTBO
HUMeeT CBOIO

HEeHy

HcciaenoBareib

Jomxen nposoaurs KU

B cooTBeTCTBHM € MPOTOKOJI0M, 0100peHHbIM KoMuUTETOM 10 3THKE,
COIVIACOBAHHBIM C OPraHU3alMel-pa3padoTYMKOM U Pa3pelinTeIbHBIMH OPraHaMHU



COBPEMEHHBIE ACIIEKTHI
OBECIIEYEHHWSA KAYUECTBA
KJIMHUYECKUX UCCJIEJOBAHUN
JEKAPCTBEHHBIX CPEJICTB

KavecTBO - CBOIICTBO WJIM NPUHAIJIEKHOCTb,
BCE TO YTO COCTABJIfAET CYIIHOCTH JIMIA ......

B. Jlanw

B 3akiiroueHuHM, MHe XO0TeJ0Ch ObI CKa3aTh,
YyT0 KAa4YecTBO [JOJKHO oO0ecrnmeyuBaThCd WU
rapanrupoBarbcs BceMu yaactTHukamu KN JIC



Chnacuoo!



