
0.K). qeqesososa - 
H a l l a A b H U K  OTAeAa 
KMU CHT, 3KGnepT I 

O.B. Me3ewwsa - 

T A A B H A n  TEMA 

nEPCnEKTMBbl GLP 
I 

KAWEBblE CAOBA 
-*-*-> 
-a ywnp 

OCHOBbl 
IlPOBEAEHMR M H C ~ E K ~ M ~ ~  
MCnblTATEAbH blX UEHTPOB 
HA COOTBETCTBME 
IlPVIHuMIlAM GLP 

nonyqe~~ble n p ~  npBeneHm na60- 
pawpHom nowrenosam m sKcnepn- 
Mem nannue o c m R m  Beuecrsa B 
C W ~ H H  c npnHunnaun Haanem- 
WA na60pa~opnoR n p m m  (Good 
hbOrU0Iy hcn 'ce  - GLP) npFi3HWTeR 
nommpnbnur H Hanemmn, m0 non- 
m p m e m  B pe3ymmTe n~cnewwR, 
n p m m  e c o m m t m ~ n  c [I]. 

UeJIIJ mi la :  

onpeaemme m n e m  coaraerrra~n 
nc- uempoa (W) n ncwre- 
n o ~ 8  n p m n a u  GLP, 

OnpeneJTeHHe UWanlOCTU BaHHbIX, 
rapamiipylolulee m nwexauee w e -  
m o  nnn oueHm H n p u m w  peulennll 
HaUHOHiUlbXUMW PeFyn&ip!jTJUlHMH Opm- 
AaMW 
Kax npaewno, nncneKuHn MU sunlo- 

qaer aymT m e n o n a m .  Pe3ynt.m~bl 
w~cnevuwu oTpammn B omem, om-  
CMB~MIUHX cTeneHb C-WII MU 
rrpnHumaM GLP. M ~ c n e w m  MU 

nolowu npsonrrrt.cn perynnpno Ha 
nna~osofi oc~oae, ~ M b l  @ H K C H ~ B ~ T ~  

w~@op~aunw o mryce nogaepxaHwn 
COOTWKWU MU npnnrrrmaM GLP. 

Mncneraucm Ha ccmmmwe npnn- 
umaM GLP noanem MU, ~ ~ H H M W -  

lunecn wcclleno~a~lul~w 6e30nac~m11 
n p o m a m  (nexapcree~rwe cpencrea, 
muwecme nemema npoMbuuneHHom 
HR3HB'ICHHR, IIeCTUUIIllU H ~ X H M H K B -  

T ~ I ,  nmueBue H KopMoBue n0688~~ ,  ~ e -  

7epnnaprwe npenaparbt, K ~ ~ M ~ T H K ~ )  nnn 
mopo~bu q ~ o n e m  mi o~pyxamueU 
cpem. H~cnerropar ~ o r y r  ~anpamaean 
naHnw a y m  ncwrenoeanm, nuem- 
uwe mouleme K @maw, ~ M H -  

qecwu, mKcmonomccmm m 3~o-  
TOKCHKMOIIPIeCIUiM cBo~~CTBL~M 

CT88 WIH CMWH. 

IToc~onb~y nHcnempu nuem no- 
CTyll K KOH@HP~WHBR~HO~~ KOMMepSC- 
CKH S H ~ ~ H M O ~ ~  UH@OPMBLUTH, OHM HeC)T 

OTWETEWHOCP~ 38 ee FiepiurnalueHme 



TAABHASI  T E M A  

nEPCnEKTMBbl GLP 1 
~ P H  BbllBAeHHH 
HeJHWHTeAbHblX 
o ~ l c n o n e ~ n i i ,  H e  
C ~ O C O ~ H ~ I X  nOBAHITb 
HaAOCTOBepHOCTb 
ucc~e~osanuii, 
HHClleKTOPbl HMeDT 
BCe OCHOBaHHI 

- - - - - - - 

n p u ~ n a ~ b ,  wo 
HI4 pa6osoer B 
COOTBeTCTBHH C 
npuHwnaMH GLP 
H KPHTePHIMH, 
yCwHOtvleHHblMH 
HQUHOHaAbHblM 
opranoM 
MOHUlOpHHra 

COOTBeTCTBM 
I lpHHWnaM GLP 
H PeTYmPYmw 
opraHoM 

cornacno (naunonananoR) nporpaMMe 
M O H l r r o p H k W  M m r s n r r s H R  ItpHHlornaM 
GLP. 

cyllIeCTB)W HSKWbKO THnOB HH- 

cnewta  M I L  
n m m p m a a a  Hncnemm; 
a y m  ~ccnenonan~n; 
wHcneKuIIR. 

U m m  n p e n ~ e ~ m ~ w ~ ~ o A  m c n e w u  
 mu OL~HBKOWI~HX~ nticnemopa no 
lIFOBeB.eHm HHCneKUHlr HnH a Y W  HC- 

wenowam e MU, e s a m m  c opra- 
~m38uno~wil  ctpymypoil, ynpanneiui- 
eM. @KTIHeclol~ MCcrOnMOXeHweM 
man~R, o6naeram rtccnenaeanwr, me- 
T ~ M H  o n p e m m y w  mcneKUHnx, n p  
mxwm H 6 m r p a @ m e c ~ ~ r n  cnpanm- 
MH o nepeotlane n rs. Moxer 6 m  pac- 
cMorpeHa d n n  UH@O~UW 06 MU. 
nwemmulan ~ososrs o neM npuutapu- 
m a e  m e n ~ e .  npenanem~ oeo6om 
arowa~un ancnempos m m m n  Heno- 
mm, c m e ~ e ~ ~ u e  B xone npeimy- 
arm opoeepow. E c n ~  panee T~KOBUX HE 

nposomocb. iincncmpa nMem npaw, 
npoBeCTH npepsapmmnym ancnewm.  

OCHOBHYM ~ W O M  mcnel(um a m -  
m nposeplca cccmzrm~m npmwnaai 
GLP c ncrola ocnasononaramuem no- 
KyHenm oepm 03CP o n p n n w a x  
H a a n e w A  m6opampnoil nmmilor H 

MOHHloPHHn CODlWWIBWII 121. 
M~cnelruuw HU,  ax npasmo. m m -  

vawr B ce6n H a y m  H C W I W O B B H ~ ,  B 

XOne KOEOpOP3 paCCMarpH88KIreSl 
--- 

mm mi mcpmeenHue ~ccnuronanm. 
B OTllenbHbU Lly.lWX aymtT HCUIUOM- 

HHn MOXW HOCMlb W m b ~ b I f i  

xapaicnp a two-n no m s l w m o  
p e r y n ~ p y m w  Hauuonamw oprnnon. 
Uena  aim na;nawsaapll mmwmm 
B PeKoH- - W M  
cpasnema mmmamom man c 
I1IIaHoM H E C R u r O ~ ,  ,waxwmym- 
UAHH onePIIlU(0HHhMI 
npoucnypwsi, ~ ~ W H Y M P I  aannmiu n 
m M H  W B H b l M H  MZfBpHBILBUH. 
B HeKOwpm wyam IUU~ npoBeneHHn 
a y m  ~ c e n e n o m d  mcnempbl  npn- 
WeK,UOT ilOnWHlrrenbHbIX C~elor&fIWTOB 
no  par^  am^ KoMnmrnocm. 

fl0 F3yabraTaM HHCn%IWH MU HnH 

aylurm HCCnaOMHHfl p ~ O W P H ~ 6  HH- 

cnewoHHo8 KOMW c x $ o p ~ n  
nHcb~ennbli4 m m .  uo~opvA B coorm- 
~TBHH c P e u e w m  C o r n  03CP Ha- 
npawnercn s OpmH uonumpawra m- 
Bereram npfitrwnabi GLP, a B w e f l -  
lueM - a O X P  [3,41. 

npH BhlREneHHH HUHa-HblX OT- 

K ~ o H ~ H H R .  He cnofo6~bur noBNurra Ha 
noe rosep~om H ~ ~ ~ ~ Q o B B H H B ,  nHcneK- 
m p u  m e m  Bce oc~oeanm n p ~ s ~ r n ,  
m, MU p a h a m  s coo-rser~rsnr c 
IlpWID5BMH GLP i! Kplmpm~w, y m -  
HOMCHHUMH HBUHOHanbHbUI OPLWiOM 

MOHHTOPHHM CoOlBClWBHR IIpHHLUlnaM 
CLP s perynapymmrr opranou. T ~ M  He 

Menee, a~c$qwaum 06 06~apyxe~ntrx  
Henocmmax npeawmmmn Hncnelt- 
THPYeMOHy MU, BMUIHH- KOTO- 
porn nonxna n p c n o c m m  r a p m m ~  
mrn, wo Mepu 00 nx yccpmmm 6y11yl 
n p m m .  J(nn n m p m m  @am 
ynganemm ~mmn~ba: n m n a w -  
~ u x  ~ O H C K &  m n p m i m o ~  GLP -- 
mpnoe n m m c m e  HU vepw onpne- 
n e ~ n u #  n e p ~ w  spcuew. Ecrm s xone 
HHCIleKW BnB H C 4 X 4 d  

6ym anulolce- 
mca m ,- W, cmm%me 
01(83Unm mm¶B Ha ~ B C p H a C l b  
Hccn-IEP, RII- &olmell or- 
n p a s m  ol.wr s n- opm 
uonmparaa  ~ m W 4  npRHllw811 
GLP H s porynsipymrmR opras. 

~ U ~ ~ H A R ,  npEMsraie HaUHOHUbHUM 
OprSHOM MOHWmpRHra M078eTCIBHR 

npwnumm GLP, 6ynyr mace~b OT xn- 
-pa H CnOeHn B m H H h a  HCCQUT- 

mxa~1, a m e  spmmwm ~ ( m )  
u w n ~ ~ ~ m p a m b r x  n m m  a pau- 
mx namonmbma nporpaMlcbl mirm- 
pnnra cmmmm~n npmmnaM GLP. 

Mc-~aa m p m  

I. FyKonomumn aosyMem 03CP PQ 3 no GLP 4'womnm no npcacnenuw wn- 
CneowR n&psmpnR H aymms mmnossnnA. (Ptincfrpler o/ Gwll Loeommry PmwWa. 
C & ~ M  j%r the mnducr cf IabmIory ingweticnu and srrrdy euditv). 
2. n p n n u m  H w e m e U  na-pnoR npamm (mCP GLP (OECD .Serb on 
pinciplu o/& Iabzwaray y c t i ~  and mmpllicum monUodn& MI.0ECD Pnncipla o/ 
Gwd h r w y  Pmcrice GLP). 
3. PCU~HH~ COBETa E3UHMHOMY nPH3HaHHlO lLaHHblX OPH OUeHKe XJ iLU ImB 
ICtRl\Wl ,-\-.,--, 
4. Pelue~He - peltarrenmmu C o r n  no m r e r s s m  npnnunnm GLP [C(&9)87]. 


