
MuuzcrepcrBo 3ApaBooxpaHeHrrl{ Poccnficxoft @e4epaquu

Qegepamnoe rocyAapcrBeHHoe 6rogxeruoe o6pasonareJrbHoe yqpe?I(AeHLIe

Bbrcilrero odparonanun
rocJ4apcrB€xilDfr nawu+rucrsniylilD€pcrrrvr nvremlII4 l\{e*mnua"

MnuucrepcrBa 3ApaBooxpaHeHlrs PoccuficKoft Oegepaquu

(OfEOy BO C3fMy urvt.V.LI. MequuKosa Muus4para Poccuu)

14.Z.Mequurona

A. Cafiranos /

201 roAa.

NONO JIHI,ITE JIbHAf, fIP O OE C CI4OIIAJIbIIAfl IIP OIPAMMA
IIOBbIIIIEHI4fl KBAJIII@I4KAIII4IT

fIO TEME
<<3anono4areJrbgas 6asau MeroArrqecKue ocHoBbI rrpoBeAeHrrq KILIHrlrrecnnx lrccJreAonanufi, (Good

Clinical Practice, GCP, HaAJrexaqafl KrrHuqecKas rrpaKTnna)>>

Carncr-flerep6ypr - 20 1 8



COruPXAHI,IE

1. Cocraspa6ouefirpyrrnbl ..........3
2.O6tlue froJrol(eHr4.rr ........4
3. XapamepucrvrKaflporpanrurr ........4
4.lhauupyeMbre pe3ynbrarbr o6yueuur ..........5
5. Karengapuufi yre6uufi rpatfm. ..........6
6. Yqe6nnfi rJIaH . . ... .........7
7,Pa6o\asnporpaMMa .........7
8. OpranusarlrloHHo-neAarorrlrecKue ycnoBulr peuwna\vpr [porpaMMbl . . . . . . . . . . . . . .9

9. @opurr KoHTponf, It arrecrallvrr,..., ..............9
l0. Oqeuoqnrle cpeAcrBa .......... 10

11. HopnraruBHble [paBoBble aKTbI .......... 15
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2. O6u[e rroJox(eHus
2.L r{ouonuzrelrbnas. npoQecczoHurbHafl. nporpaMMa rroBbrrrreHzr xnalzQzrcaqzz ro reMe
<<3anono4areJrbHafl 6asa u MeroArrqecnrre ocHoBr,r [poBeAeH[s KrfiHuqecnrrx [ccJreAoBaHr.rfi, (Good
Clinical Practice, GCP, uaq.irex(aqaff KJrrrrrnqecxaq rrpanTrKa)>> (4anee - Ilporpanrrvra), crrequatrcHocrr,
<<KrltruqecKas na6oparopuar Ar4afHocrr4Ka)), npeAcraBrser co6ofi coBoKynHocrb rpe6onauufi,
o6ssaremHbrx npu ee peuurrrcarlr4r{ B paMKax cacreMbr o6pa:onaHu-r.
2.2. HanpaBJleHHocrr flporpauurr - npaxrvKo-opueHrupoBaHHa-s H 3aKJrroqaerc.rr B yAoBnerBopeHnr4
lorpe6uocrefi npo$eccIroH€ulbHoro pa3Bkrrrrs, MeAVr,(r4HcKux pa6ornuxon, o6ecneqeHnvt coorBercrBr{lr ero
rnanz$unaql{u MerullotqvMct ycnoBlrrnr npoQeccuonamnofi Ae.flTerbHocrt4 H coquanruofi cpe4u.
2.3. I-{erm llporpauuu - coBeplxeHcrBoBaHr{e rrMeroqr4xcfl lcounerenquft, npuo6pereuue HoBbrx
KoMrIereHIII{ft Ars nosrrrrelrvlr upoQecczoHaJrbHofo ypoBrrfl B paMKax znrerorqeficx rna-rrr,rQuxaquu.
2. 4. 3 ala'lra flporparrarvrrr :

- - ocBoeHue HoBbIX zuauuit, MeroAr4K r4 I,I3yqeHI,re [epeAoBoro [paKTaqecKoro orrbrra rro Bo[pocaM
nJIaHI{poBaHvItt, opraHv3alluu, npoBeAeHuro, KJrr{HaqecKr,rx HccJreAoBaHuit (KLI) neKapcrBeHHbrx npenaparoB
Anfl MeAHIII{HcKoro npItMeHeHI{rI c yqacrr4eM qeJroBeKa B KarrecrBe cy6r,ercra KI,[,
- coBeplxeHcrBoBaHue cyilIecrByrou[x reopernqecKr4x snanraft ro MoHtrroptrHfy, ay4vrry,
AoKyMeHTlIpoBaHI4Io KJIIdHVqecKHX uccJreAoBaHrzfi (KZ) neKapcrBeHHbrx flpelaparoB Ans MeAHqr{HcKoro
npr{MeHeHrrr c yqacrueM treJroBeKa B KaqecrBe cy6relcra KI4;
- ycBoeHae I{ 3aKperuIeHl{e Ha rrpaKTrzKe rpoQeccuou€uu,Hbrx xounereHquft o6ecnequsaroqr,D(
coBeplneHcrBoBaHrre npoQeccuouzlrrbHbrx HaBbrKoB no BonpocaM rro a:aurvgy kr rrpeAcraBireHr4ro
pe3ynbraroB KI4. Ilptz groM AoJIxHa o6ecnequBarbc.fi rapaHTvrr AocroBepHocrrr pr rorrHocrr, [o[]rqeHH6IX
AaHH;IX, a raK)I(e 3an\vlTa rlpaB, 3Aoponr.a u nouQaAeHqr,Iiut,Hocrr4 nepcoHaJrbHbrx AaHHbrx yqacrHuKon KI4.

3. XapalcreprrcrnKa rrporpaMMbr
3.1. TpyaoeMKocrb ocBoeHat flporpanauu cocraBJr.fier 144 axaleMaqecKprx qacoB (1 anageuu.recxrafi qac

paBeH 45 unu).
3.2. IlporpaMMa peankrcyercr r o.rHofi $opue o6yveHux
Me.{uzrcosa MrEus4pana Poccuu.
K ocsoeHuro flporpauMbl AonycKaerc.s creAyrorqufi KoHTt4HreHT (creqaalruocru): cnerluilrrucrrr,
r{Merorlr{e Bbrcrree o6pa:oeanue.
3.3, Cogepxtanue flporpaMMbl nocrpoeHo B coorBercrBr4r c MoAyJrbHbrM npaHrlunoM, crpyKTypHbrMr4
err4Hvrrav'vr MoAyJrr .rrBrrrorcr pa3Aenbr. Kaxqr,rfi pa3Aen MoAynr rroApa3Aen.flerc.s Ha reMbr, KrDKAa.s reMa -
Ha oJreMeHTbr, rax4ufi gJIeMeHT - Ha noA3JIeMeHTLI.

llt ygo6crBa noJrb3oBaHur llporpanruofi e yue6noM rrpoqecce KDKAaT efo crpyKrypHafl e4ula:ar\a

KoAapyerc{. Ha nepnou Mecre craBurcfl, KoA pa3Aena (narpulrep, 1), na nropoM - KoA reurr (nanpuuep,
I.l), danee - rcod enemeuma (uanputaep, 1.1.1), 3ameM - rcod nodeneMeHma (uanpunep, 1.1.1.1), Ko4uponxa
BHocrrr orrpeAeneHHrrfi ropr4or B fleper{eHb BonpocoB, coAeplrtarqIlxcr r llporpauMe, qro, B cBoro oqepeAb,
no3BoJr.rrer KoAtzpoBarb KoHTponbHo-rrcMepr4TeJmnr,le (recronue) Marepuanbr n yve6uo-rueroAr{qecKoM
o6ecneqenzu flporpanrurr.
3.4. V're6urrfi nrau o[peAen{er nepeqeHb, TpyAoeMKocrb, rrocJreAoBareJrbHocrb rz pacnpeAeJreHr{e vroAyrefi
(pas4enoe), ycraHaBrvBaer Qopuu opfaHrrcaquu yte6uoro [poqecca v krx coorHorrreHue (rerquu,
ceMr,rHapcKr{e a [paKTr{qecKr{e zautrux), Soprr.mr KoHTpoJrf, xta:aui,t u ytreuuit o6yuaroulnxc.r, C yuerou
6asosbrx zualgttti,t o6yvarorquxcfl H atryanbHoerrr r flporpauMy Mofyr 6r,rt nneceHbr r{3MeHeHvrs. B

pacnpeAeJleune yve6uofo BpeMeHI4, rrpeAycMorpeHHoro yre6Hrrrvr rrJraHoM nporpaMMbr, B npeAenax l5%o or
o6ulero KoJrr{qecrBa yre6rmx qacoB.

3.5. B llporpanrrvry BKJrroqeHbr rrrraHrzpyeMbre pe3ynbrarbr o6yveuur, B Koropbx orpaKarorc.rr rpe6onauu.n
rpoSeccuou€rJlbHblx craHAaproB z rca-uuQlrKarlr{oHHbrx rpe6onauufi, yKa3aHHbrx n rnaruSr4Karlr4oHHbrx
cnpaBoqHr4Kax rro coorBercrByrorrlaM AoJu(Hocrrru, npoQeccz-aM r{ cnequaJrbHocrrM.
3.6. IporpaMMa coAepx(zr rpe6orauvJr K HToroBofi arrecraquu o6yuarorqvxcr, Koropaq ocyqecrBrrerc.fl B

Qopnre gK3aMeHa LI BblqBr{er reopervqecK},Io H npaKTnqecKyro [oAforoBKy B coorBercrBurr c rlgrsMr4 u
coAep)I@HI,IeM rrpofpaMMbr.
3.7 . OprauwarlrroHHo-[eAarorpmecKr{e ycJroBHs peanvsa\prn llporpamrrabr BKJrroqaror:

a) renrarzry yue6ur,x sausruir 14 r{x coAepxaHne ArA coBeprueHcrBoBaH}rr rounereHqufi;
6) yre6uo-naeroAprqecKoe u uH$oprvrarlLtoHHoe o6ecneuenue;
r) lrarepualbHo-TexHuqecroe o6ecreqeHr{e;
r) xa4ponoe o6ecneqenue.

sa 6ase OE|OY BO C3|MY uryr. kI.Ll.



4. IhanupyeMble pe3yJrbrarbl o6yveunn
4.1. Tpe6oraHur r< xnalr'I$urcaquu:
Vpoeeur npo{eccuonaJrbHoro o6pasoeaHu-r - Bbrcrxee o6pasonauze rro crreqnulbHocr.rM: Jleqe6uoe Aelo,
"fIeat4anpufl.t', "CroMarorofuf,", "Me4uxo-npo$urarruuecroe 4ero", "MeAuqugcraq 6lloxvMklfl.",

"MeAuIlnncra.r 6uoSrlsuKa", "Me4IrIII{HcKa.s rcu6epHerura", <<(DapaMal\r4*>>, "Buororv.s".
4.2.Pezymraru o6y.reu:rrs.rro flporparrarrle HanpaBneHbr Ha coBeplneHcrBoBaHl4e KoMrlereHquft, ycroeunux

B paMKax noJryqeHHoro paHee Bbrc[refo o6pa:onanu.a, v n npuo6pereHtrv HoBbIX r<oltne'tlenqraft,

neo6xoAI.tutlx Anfl BbIIIoJIHeHVTI Hayr{Ho-I4ccJleAoBaTeJlbcxoft AerrelbHocTl{'
4.3. XaparrepqcrgKa npoSeccuonaJrbH-brx KoMnereHrlrrfi, ro4nexarqrlx coBepIxeHcrBoBaHI{Io B pe3ynbrare

ocBoeHl4fl flporparvtrr,trt.

V o6yrarorqerocr coBeprrreHcrByrorcr cJreAyroque npoQecc[oHaJlbHble KoMrIereHqI{u (4anee - IIK):
cnoco6uocrs u roroBHocrb K BbInoJIHeHr{ro KJII4HI4qecKI,tx vt HayqHbIX t{ccreAosauHfi B

coorBercrBgr4 c MexAyHapoAHbIMt4 u poccuficxvtMr npaB:aIraMn HaAJIeII(arqefi xlltruqecxofi IpaKTHKI'I I4 co

craHAapraMl{ BbITIoJIHeHusIIW r PO (IIK-1).
4.4. Xapat<repprcruKa HoBbrx npo$eccraouzurbHbrx KoMnereHIII4ft, npuo6peraeMblx B pe3yJlbrare ocBoeHl4.fl

flporpauuu.
Y o6yuaroqerocq A9JDKHTT 6urt cQopuuponaHbr cneAyrotqve HoBbIe tpoQeccuouzulbHble KoMrIereHIIt4I'I

(,qaree - IIK):
yrrry6nenrae u pacrxr4peHae reoperr4qecKlrx zuaHuit, ocBoeHrte npo$eccuonallbHblx HaBbIKoB H

yuenrafi 11o opraHrBarIHH KJrrrHr{qecKrrx HccJreAoBaHIafi rerapcrneHHblx cpeAcrB (IIK-2);

ocyqecrBJrf,Tb Meponpuqrar rro o6ecleqenuro v KoHTpoJIIo KaqecrBa npkr opfaHV3aIIHIl

KJrr{HlrqecKux IlccJleAoBaHufi lelcapcrneHHblx cpeAcrB (Itr(-3 ).
4.5. Ilepevenr sHalauil vt yueuzft, o6ecnequsaloqzx goBepIIIeHcTBoBaHHe

rounerenqrzft.
B pesyrr,rare ocBoeHuq flporpauutl cnylxareJll AoJDKeH:

ycoBeplxeHcrBoBarb cneAyroulze neo6xo4nruble 3HaHllq :

npoQeccuouuulbHblX

3aKOHOAaTeJrbHbIe, HOpMaTVBHO-rrpaBoBbIe, r{HcTpyKTI4BHO-MeTOAIZqecKI4e AOKyMeHTbI' OnpeAentloq[e

Hafrgyro Aef,TeJrbHocrb MeAr4rIr{HcKr{x opranasaqufi vt y[paBneH]re KaqecrBoM KJIHHI'FIecKprx

uccreAosaHuft;
npr4Hllr{rrbr Aolcagarelrnofi MeAr4IIprHbr, craHAaprll AHarHocrI4KLI, npl4MeruleMble B Ha)AHbIX pr

KJII{HI4qECKAX I4CCJIEAOB AHI4IIX;

KJrqHr.rqecKyro zusopuarnBHocrb HayqHbrx r,r KJIIlHIlqecKax vccneAosalnuir c noszqvfi Aora:arem,noft

MEAI{III'HbI;

Qanroptr, BJrr{trroilIpre Ha peynbrarbr HayqHofo I{ KJILIH}tqecKoro I4ccJIeAoBaHI'IlI Ha pa3nl4qHblx STarIax;

TexHoJIOfUIO OpfaHrEaIIVU U npOBeAeHVJr KOHTpOJII KaqecTBa KIuHI'IqecKI',IX UCCIeAOVaW]1'ilL;

ycoBeprxeHcrBoBarb cJleAyrotuue neo6xoAuru ble HaBI,I KIr :

TexHoJrorrrf BbrrroJrHeHrrr sar,r6olee pacnpocrpaHeHHblx TI'IIIoB KJIlIHuqecKI'rx ucclelonanufi c

rrcrroJrb3oBaHLrerr,r o6opyAoBaHlrs u uuQ opuaql{oHHblx CrrcreM ;

MeTo.trI{Ka Iz cocTaBJIeH vls, |I|raHa KJII{HHqecKOro o6CIeAOsaHuq naIIHeHToB ;

TexHoJrofl{r opraHr,BaIIUr{ r{ BLIIIOJTHeHI{J{ KOHTpOI' KaqecTBa KIuHHT{ecKI{X I4CCneAOSaUUit;

TexHoJrorptr nsauuo4eficrBvrr c flepcoHanoM KJILIHI4qecKIrrx noApa3Aenenafi no BorlpocaM o6creAosaHzt

naqrreHToB;

npuo6pecrn cneAyroulae ueo6xoguuble 3HaHIrfl :

rro Me)KAyHapoAHoMy sTr.rqecKoMy r.r HarrHoMy cTaHAapTy IUIaHI{poBaHLrA a npoBel:e]H]l1's, vrcclleAosaHuir

C }^{ACTI,IEM 
qEJIOBEKA,

AoKyMeHTaJrbHoMy oQopllnenuro 14 npeAcraBJreHrrlo pe3ynbraroB KJIHHHqecKI4x

upuo6pecru cneAyrcIque neo6xoAuuble HaBr'IKI{ :

BJraAeTb MeToArrKaMlr BlrrroJrHeHr,r{ I4 nolyqeHzJr AOCTOBepHbIX AaHHbIX KJII4HHqeCKOIO UCCJIeAOBAHuS;

BJraAeTb M9TOAHKaMI4 poBeAeHLIt I1 ccneAoBaH uit c y uacrueM qeJIoB eKa.

5. Ka;reulapunrfi yue6nufi rpaQnn

uccreAosalr'uir;

PasAerur flporpannru Arareuuqecxnx
qACOB B,IIEHb

lueitz
HEAEJIIO

Bcero qacoB no
pa3AeJIaM

flporpantirasl
(eranarvr)



Pa:geru flporpauuu AHaAenalt.recKux
qacoB B.ueHb

.{uefi n

HEAEJIIO

Bcero qacoB no
pa3AenaM

flporpauurr
(sranana)

Oqna-r

TeoDernqecrcoe odyqeuue 6 612 62

flparcru.recroe ody.renue
(o6yqaroqnft cnuylnqnonnrrfi Kypc)

6 I 6

Cenrnnancrclre 3aHqrrlq 6/4 6 70

I,Iroros as arr e cr a\wl 6 I 6



6. yTIEEHrITZ uau
Kareroplr.r o6yvarorqnxcfl : cneqr4zlnr4crbr c Bbrcrrrr4M o6pa:oaanueirr
TpyAoervrxocrs: I44 alr.a4. \raca

: oqHafl
Koa HauMenosaHpre piBAenoB AI4cqHIrnvH

O

L
o

B rou r{HcJIe @oplra KoHrpoJrt

IlTEM

a(

()
F-

u
O
-

co

cr)r\
coF

-

1 Opranusaqa-r KJIIiHaqecKax

ucnstralgluit
32 10 )) Ilpouexyro.rHmfi

KoHTpoJrb (recronue
3aAaH[q)

1.1 OcnosH opraHrBaIIHI,I KJII4HVqecKI{x

ucrlrlraguitl
20 8 t2 Tenyrunfi KoHTpoJrr,

(onpoc)

1.2 ZHHosaquoHHbre KoMlrbrcTepHble
TexHoJrorHI{ B MeAl{qvHcrcofi npaltuErce

t2 2 l0 Tenyrunfi KoHTpoJrb
(onpoc)

2. KaqecrseuHble KJIHHI4 qecKl{e
prccJreAoBaHz-r (GCP),
Mex,qyHapo AHafl, v poccuficxar
HoDMaTHBHo-noaeoeaq 6a3a

80 42 38 Ilpouexyroqnsrft
KoHTpoJrb (recronste

ragannn)

2.1 Hopuarunuo-npanonar 6a:a
ucntst alr'uft . KocMeruqecKl4x cp eAcrB I4

EAnoe

l0 6 4 Texyuufi KoHTpoJrb
(onpoc)

2.2 @a-ssr KruHLIqecKLrx ucnuranplft l0 6 4 Teny4nfi KoHTpoJrb
(onPoc)

Aylur z MoHHTopIrpoBaHI{e

KJTHHT{qecKr4x uccle.40nasufi
l0 4 6 Tenyqnfi KoHTpoJrb

(onpoc)

2.4 O6ssaHHocrl4 cropoH, nprrHl{Maloql4x

)^{ACTI4E B KJI}IHI4qECK}TX

I{CCTE.IIOBAHII'IX

10 6 4 Telcyunfi KoHTpoJn
(onpoc)

2.5 OQoprr,ueune p$yJlbraroB I,t

orry6rurcoraHple,4aHHbIx KJII{HIrqecKrrx

I'ICCJIE,IIOBAHI4I,I

l0 4 6 Tenyunft KoHTpoJrb
(onpoc)

2.6 OcnoeHrte AoKyMeHTEI KJII{HI4lIecKoto

HCCJIEAOBAHI'III.

10 6 /1 Tenyunfi KoHrpoJrb
(onpoc)

2.7 HercenaremHble tBJIeHViI l0 4 6 Temyqnfi KoHTpoJrb
(onnoc)

2.8 Vqer u xpaHeHue rrccJreAyeMofo

[penapaTa Ir Marepl'IanoB
HCCJIE,IIOBAHHJI.

10 6 4 Temyunfi KoHTpoJrb
(onpoc)

aJ. 3rlrqecrcue Boilpocbl rlpoBeAeHut
KJII'IHI,IqECKIIX UCCIEIOSAHUfi

26 10 16 Ilporuexyroqnrrfi
KOHTpOJTb

(recronsre saAaHrlq)

3.1 3ru.{ecrcue Bonpocbl rIpoBeAeHI4JI

KJII{Hr{qecKIrx uc c te ilon artuit

26 10 T6

I,Iro ro s as arr e cr arrvs 6 6 3xsaMeH

Bcero r44 62 82



7. PABOI{A' IIPO|PAMMA
rlo reMe (3aKoHoAareJrbHafl 6tza u MeroAuqecKr{e ocHoBbr rrpoBeAeHr{fl KJrrrHr{qecKrrx uccJreAonanufi,
(Good Clinical Practice, GCP, HaAJre?Karrlafl KJrr{Hrrqecnaq rpanrnrca)>>

PA3.4EN1.OPf AHI43AUTIJIKJII4HIFMCKI4XVICITbITATMTI

PA3AEI 2. KAr{ECTBEHI{bIE KJIZHI4TIECKLIE I4CCIIEAOB AIMA (GCP), MEXAyI{APO NIAfl Vl

P OCCT4IICKA-q HOPMATI,IBHO-ilPAB OBA-q BA3A

Koa HazMeHoeaHus reM. 3JIeMeHToB 14 rro.rlgJreMeHToB

1.1 Ocuosrt opraHz3allurl KJll4Hrrqecxux ucntrraHufi
1.1.1 OcnoeHrte AoKyMeHTbI, pernaMeHTr,rpyoque [poBeAeHr4e KJrr{HriqecKnx uccre4onauufi

neKapcrBeHHbIX lpenaparoB.qJrr MeAarlr.rHcKoro npr4MeHer'vrs.B Poccuficnofi @e4epaquu.
Ilpunqunu opfaHn3aur.rr4 v npoBeAeHvnt KrrvtHrqecKax nccJreAoBaHufi n I{enrpe.

L2 [IuHoeaII[oHHbIe KoMrrbrorepHbre rexHoJrorr4pr B MeAprqvHclcoft nparcrnrce

t.2.1 Pyxono4crno Iro HaAJre)Kaulefi rurr,rHzqecroft npaKTr{Ke Mex;qyuapognofi xon$epeHrlr4t4 rro
rapMoHH3aqI{I{ TexHuqecnrx rpe6onavuit t< pefr{crparryru QapuaqenruqecKax rrpoAyKToB,

IPEAHBHAIIEHHbIX NJIfl NPIIMEHEHVJI qEJIOBEKOM: I{CTOPI{JI BONPOCA.

Koa HaurraeuosaHl,I.f, TeM, 3JreMeHToB H rroAOJreMeHToB

2.1 Hoorraaru sHo-nDaBoBae 6aga ucnuraunft xoc verfl qecKfix cDencrB ra F A-IIo e

2.r.1 ,{er<napaqux o coorBercrBzn rlpoAyKqrru TexHrrqecKr.rM perJraMeHTanr TaruoxenHoro corosa)

- AoKyMeHT, roropuft rroATBepxAaer, qro rrpoAyKrdufl npouua Bce ycraHoBneHHbre

nporreAypbl oueHKrr coorBercrBr,r s rqe6 osaqnsnr TauoxenHoro coro3a.

2.r.2 Oegepanrurrfi saxoH "O nayxe u rocyAapcrseHHofi HayqHo-Texnuqecrofi [ort4TuKe" or
23.08.1996 N 127-03 (nocre.{H.f,s peAaxuus)

2.2 (D a-g rr xl rznuqe oKHX uc c re los aHul4

2.2.1 BzArr KJrr,rHuqecKr,rx uccJreAoBaHuft (nzrornoe; paHAoMr{3rdpoBaHHoe; KoHTpoJr4pyeMoe;

ornprnoe/cJrenoe; npocnerflkrBnoe/perpocnerr4BHoe v Ap.).@agrr ruunzlrecKrlx
r,rccJreAoBaHufi lexapcrBeHHbrx cpeAcrB G-fD. fhaHuponaHr4e KJu4 HzqecKoro
plccJreAoBaHr{e B coorBercrBl4u c [pI4HIIHIaMV AoKa3aremnofi MeAllqlrHbr (recruponauue
rrrrrore3br, pa3Mep nsr6oprra, MeroAbr paHAoMv3 aquu u r. rt.).

z.) AyAnr H MoHr{TopllpoBaHr4e KJrr{Ht4 qecKnx accreAoeauafr
2.3.1 r{ro raxoe KaqecrBeHHo npoBeAeHHoe KJrHHI4rrecKoe pIccJIeAoBaHHe. Kax lcoHrponupyerct

npoBeAeHue K;ruHrrqecKofo prccJreAoBankrflB lrccJreAoBareJlbcroM I{eHTpe. Kanuu o6pa:ou
ora Ae.flrerbHocrb pernaMeHTr,rpoBaHa Ha rocyAapcrBeHHoM ypoBHe. fta uero rpe6yrorcr
MOH}ITOPI'IHI, AYAUT. I{HCNEKIIU}I H I'tX TIOHIITHE,

z.+ O6sgaHHocru cropoH. rrpr4Hr4Marorurx yqacrue B KJIrIHIzrrecKprx r4ccJreAoBaHrzrrx

2.4.1 BsaaMoorHorxeHllf, MexAy cropoHaMl{, tlpr4Hr{Maloqvuvryqacrvre B KJrr4HI4qecKoM
prccJreAoBaHzI.r (cnoucop, KoHTpaKTHa.rr r{ccJleAoBareJlbcKat opfaHlz3arl}r:r, MeAlrqr4HcKas

opraHu3arlktr, rranHufi HccJreAoBareJrb, prccJreAoBareJrbcKar rpynla). flpara H o6qgaHHocru
cropoH. .{oxyueHru, perJraMeHTrrpyrcque B3aHMoorHorJJ,eHbs Me)KAy cropoHaMl4.

25 Odoprurenr,re pe3yJrbraroe Ia o[y6ruKoBaHr{e AaHHrIX KJrprHuqecKrrx rrccJreAoBaHuu

2.5.1 Bu4rr r,r $optr,tu orqeroB o KJrrrHprqecKoM rzccneAoBaHr4vt

2.5.2 a-rrrcu Q urc a\vrs AaHHbrx KJr HHrrqe c KHX rr c cJr eAo naguf ,. O 6na an B KJrprHr{qe cKax
HccJreAoBaHarx. Bra4u ouru6ox.

2.6 OcHosHrle AoKyMeHTbI KJrl4HrrrrecKoro uccJrenoB aHvrr.

2.6.1 flporonon u 6pouropa HccJreAoBaHHr.

Ilud oprvrupoB aHHoe corJracv e. flepsnqHa.fl MeAnuHHcKar AoKyMeH T awA.
2.7 HexerarerbHrre .rrBJreHVt

2.7.1 Onpe4eleHze HexeJrareJrbHoro flBIreHrrfl. B KJrr{Hr{r{ecKoM r,rccJreAoBaHuu. Kpmepuu
cepbe3Horo HexenareJrbHofo.sBreHr4s. BzAu coo6rleHufi o He)r(eJrareJrbHoM flBileHrrrt.
Be.{enae [arlpreHTa c pa3BprBrrr]rMc{ He)KeJIareJrbHbIM qBJIeHT.IeM

2.8. Yqer lr xpaHeHr,re uccJreAyeMoro rrpenaparavMarepvuroB krccJreAoBaHlr;r.

2.8.1 LlccreAyerurle npenapar, froHJrrr{e. llpuena, perucrpaqu-f,, yqer r4 xpaHeHr{e r4ccneAyeMoro
trpertapar B I4ccJreAoBareJrbcKoM rIeHTpe. flepnuuuax MeAr.rrIHHcKar AoKyMeHTarIur,
rlo3BoJlrlloulat KoHTponnpoBarb BbrAarry H Bo3Bpar r{ccJreAyeMoro lpenapar. flpasvna



Koa HauNaenosaHlr-f reM, gJreMeHToB It IIoAOJIeMeHToB

yrleTa, xpaHeHprjr

I{CCre.[OBaHl4_f,.

H IIClOJrb3OBaHr{rr Apyfrrx MaTepr{€rnoB

PA3ren 3. STITLIECKI4E BOIIPOCbI [IPOBE4EHL4.fl KJII4HTTTIECKI4X I4CCIEAOBATILWI

Koa Haun4enosaHlrl TeM, gJIeMeHToB v noAgJIeMeHToB

3.1 Srnqecrne Bonpocbl npoBeAeHrilr rurr4Huqecxrrx llccleAonannfi

3.1.1 Llcroput Bonpoca. llpuHqrmu opraHrcarrr4t4 gTrrqecKrrrx KoMureroB. llprznqunu
rsazuo4eftcrBll.f, yqacrHuKoB KJrr{Hr{qecKofo r{ccJreAoBaHvrs, e irkrqecKprMrr KoMIrreraMIr.

3.t.2 Cran4aprnrre oneparlzoHHbre rpoqeAypbr,

8. OP|AHII3AIILIOHHO-TTEAAfO|I,ITIECKI4E yCJIOBI4' PEAJII43ArI4I4 rrPOfPAMMbI
8.1. Tenrarurca yue6nrrx zassrui,t n rrx coAep)Katr.ne 4rrfl npuo6pereHar H coBepmeHcrBoBaHr{fl
rounerenquft:

JIEKIIIIOHHI'IE 3AH flTUfl :

J\b Teua nexqzu Co4epxanue Corepruencrryenaue/
npuo6peraenrue

KOMNETCHT}II4

I OcnosHrre AoKyMeHTbI, perJraMeHTr4plroulue
rlpoBeAeHr4e KJrr{Hrar{ecKr4x raccne4onaHuft
JreKapcTBeHHbrx npenapaToB An.rr

MeAVqr{HcKoro rrpuMeHeHr4fl B Poccuftcrcofi
Oe4epaqun. flpzHqzru opraHr,Bauar4 H
npOBeAeHpIt KJII4HLIqeCKITIX zCCle4OnaUlrfi n

Llenroe.

1.1.1 IIK-1,
IIK-Z,
TIK-3

2 Pyrono4crno no HaAJrelrauleft rcrznuqecKot4
npaKruKe MeN4yHapo4Hofi xoH$epeHrlr{v no
rapMoHr43arlvr,r rexHarrecrorx rpe6on alr'uit rc
perucrparlnu Saprvraqenrar{ecKr{x [poAyKToB,
npeAHa3HaqeHHbrx Anr npr4MeHeHv{
qeJroBeKoM: vrcTopvrfi Bonpoca.

r.2.1 TII(- 1,

ffr(2,
IIK-3

J. [ewtaparyut o coorBercrBur4 npoAyKrlr{u
TexHHqecKI{M pefJIaMeHTau TauoxeHHoro
corosa) - AoKyMeHr, roropufi
noATBepxAaeT, LrTo npoAyKrlus nporxJra Bce

ycraHoBJreHHbre lporleAypbr orIeHKr{

coorBercrBua rpe6onanuxu Tauoxennoro
coro3a.

2.1.1 IIK-1,
fIK-2,
TIK-3

4. Oe4epa-nrnrrfi garcou "O nayne u
rocyAapcrBennofi uayuuo-rexnzqecrofi
roruraKe" or 23.08.1996 N 127-03
(nocreAu-ss peaarcuuq)

2.1.2 fIK-1,
IIK-2,
IIK-3

5. Braarr KJu4Hr{qecKr4x raccnerosaHzfi
(nunoruoe; paHAoMr43r4poBaHHoe;

KoHrponnpyeMoe; orKpslroe/crenoe;
npocneKrr{Bnoe/perpocner}rBHoe rz Ap.).
@a:u xrunprqecKr4x uccrenosaHufi
JreKapcrBeHHbrx cpeAcrn (I-N).
fhanuporaHr{e KJrrrHrrtrecroro t4ccneAoBaHve

B COOTBeTCTBTTT4 C [pr{HqAtIAMH

AoKzBareJrbHofi ueAHurz Hsr ('recruponauue
rurrore3br, pa3Mep eu6opxra, MeroAbr
paHAoMa3aqvtu w. r. n.).

2.2.1 fIK-1,
nK-z,
TIK-3



Ns Teua lenqzn Co4epxaur.le Coneprueucrnyevlue/
npuo6peraeiusre

KOMneTeHqVA
6. IIro raroe KatrecrBeHHo rrpoBeAeHHoe

KJIr4HIrqecKoe HccJIe.rIoBaHue. Kax
KOHTpOJrr4pyeTCS npoBeAeHr{e KJrr4Hr{qecKoro

r4ccJreAoBaHI/[. B xcclre4oBaTeJrbcKoM rIeHTpe.

Karunr o6pa:ovr gra AeflTeJrbHocrb
perJraMeHTr{poBaHa Ha rocyAapcTBeHHoM
ypoBHe. ,{^nx uero rpe6yrorcx MoHr4ropr{Hr,
ay IkI'|, l4HorreKrlnr{ H }rx [oHrrTHe.

2.3.1 fIIt-1,
frl<-z,
IIK-3

L BgapruoornorueHv.s Me)r(Ay cropoHaMr4,
npr{Hv MaIouuMLt yqacTvre B KIaHHrrecKoM
HccJreAoBaHzu (cnoncop, KoHTpaKTHat

I4CCJIeAOBaTeJTbCKa_fl OpraHH3arlr4rr,

MeAVqVHCKa;{ OpIaHH3aqrAX, Uanur,rft
vccJreAoBareJlb, r4ccJreAoBareJrbcKar rpynna).
flpana lr o6.flsauuocrr,r cropoH. [oxytrenru,
perJraMeHTr4pyroqve B3arrMooTHorrleHuir

MEX,trV CTODOHAMV.

2.4.1 fIK-1,
fIK-2,
tIK-3

8. Bz4sl ra $opnru orqeroB o K;rr{Hr.rqecKoM

uccreIIoBaHvIkl
2.5.1 IIK-1,

til<-2,
TIK-3

9. OarlrcuQurcaqvJl AaHHsIX KJrrrHlrqecKr4x

IrccJIe.IIoBaHrafi . O6uau B K;rr,rHr4lrecKrrrx

r{ccJreAoBaH usx. Bu4st ourz6 or.

2.5.2 fIK-i,
IIK-2,
tIK-3

10. flporoxol u 6poruropa vccJreAoBaHvr.
IlnQoprr,rupoBaHHoe corJracr4e. IlepnavHar
MeAr4r_InHCKar AOKyMeHTaqvJr.

2.6.r IIK-1,
lIf<-2,
IIK-3

n Onpe4ereHue HexeJrareJlbHoro rBJreHrr{ B

KJII{HHqecKoM r4ccJIeAoB auuu, Kpvn epuu
cepbesHoro He)I(eJrareJlbHofo rBJIeHHr. Bu4rr
coo6qennfi o He)KeJrareJIbHoM gBJreHrrz.

BeAenlre [arrl4eHTa c pa3Br4BrxHMcrI

HE)KEJIATEJIbHbIM .trBIEHHEM

2.7.1 IIK-1,
fIK-z,
TIK-3

t2. Zccre.uyelrue npenapar, frorurrr{e. flpuena,
perr4cTparlHfl , yr{eT v xpaIJeIJIde

HccneAyeMofo npenapar B

prccJreAoBareJrbcKoM qeHTpe. Ilepnuvuar
MeAI,IIIHHCKa_fl AOKyMeHTaT_U4_f, , [O3BOJrrrOqat
KOHTpOnUpOBaTb BbrAar{y t4 BO3BpaT

riccneAyeMofo lpenapar. flpanzra yrrera,
xpaHeHuJr 14 lrcnonb3oBaHnfl. Apyfr4x
MaTepvanoB vccne4oBaHnfl .

2.8.1 IIK-1,
l[r<-2,
IIK-3

13. klcropua Bo[poca. llpuuqunu opraHr43aqnr4
gTvqecKllx KoMr{TeroB. flpunqunu
ssaur,IoAefi crBVA yqacrHlrKoB KJlt4HrlqecKoro

HCCJIEAOBAHHJI C 3TI'qECKHMI{ KOMI4TETAMH.

3.1.1 TK-1,
rn<-2,
IIK-3

14. Cran4apruue olepaquoHHbre nporreAypbr. 3.t.2 fIK-1,
ITR-Z,
IIK-3

CEMI{H KVI9 3AW|TVIfl.:

Nb Teua celrznapa Co4epxanae ceMr4Hapa Coneprueucrnyeurre/
lpuo6peraeuue

KOMneTeHrlr{r{



I Ocnonuue AoKyMeHTbr,
perJraMeHrr4pyrorque npoBeAeHr{e

KJII,IHI{IIeCKI/IX I4:CC Ie lOF,aIJ^%il

neKapcTBeHHbrx npenapaToB AJrtr

MeArrrIHHcKoro npr4MeHeHzrr B Poccraftcxofi
Oe4epaqzra. Ilpuuquusr opr aHnsa\vvt u
[poBeAeHr.r.f, KJrr.rHuqecKux raccle4onauufi n

Llenroe.

1.1.I IIK-1,
tn<-2,
IIK-3

2. Pyrono4crno rro HaAJrexarqefi ruuuuqecrofi
npaKrr4Ke Mex4ynapo4nofi nouQepeHqurl
no rapMoHr43 a\vLr TexHHqecKHX

rpe6onauufi K perrrcrpaquu

SapuaqertuqecKlrx rIpoAyKToB,
npeAHa3HarreHHbrx AJrfl npr{MeHeHltt
r{eJIoBeKoM : t4cT opt4fl Bonpoca

r.2.1 fIK-1,
TIK-2,
I]K-3

a
letl;;,aparyut o coorBercrBur4 rrpoAyKrlar{
TexHI4rIecKvM perJlaMeHrau TauoxeHHoro
corcsa) - AoKyMeHr, roroprrfi
noATBep)r(4aeT, qTo tlpoAyKrlur IIpoIIIna Bce

ycTaHoBJreHHbre lpoueAypbr orIeHKr{
coorBercrBt4f, rpe6onauu.avr Tavrox<eunoro
colo3a.

2.1.1 IIK-1,
IIK-Z,
TIK-3

4. (De,4epamnrrfi garcon "O nayrce u
rccyAapcrBennofi uayuuo-rexnuqecrofi
rrorrl4rl4Ke, or 23.08.1996 N 127-03
(nocleAu-ss peaar<qu-s)

2.t.2 [K-1,
fIK-2,
IIK-3

5. Buasr KJrr4HrilrecKlrx uccrenosaHplfi
(nrurornoe; paHAoMr43r4poBaHHoe ;

KoHTponupyeMoe; ornpbrroe/crenoe;
rrpocrleKruBuoe/perpocnernBHoe H Ap.).
Oa:rr r<lrauzqecKrrrx uccrenosaHuil
JreKapcrBeHHbrx cpeAcrB (I-fD.
flnauuporaHr{e KJrrrHrrqecKoro

r{ccJreAoBaHae B cooTBeTcTBHH c
rrpr.rHrlr4naMr{ AoKa3areJmroft ue4uquurr
(recrzponaurre rlrrrore3br, pa3Mep asr6oprn,
MeTOAbr paHAOMV3arIkrkr vt T. rr. ).

2.2.1 IIK-I,
fTR-z,
trl(-3

6.

r{ro rar<oe KaqecrBeHHo rrpoBeAeHHoe

KJTIZHI'qeCKOe r4CCJIelIOBaUUe. Kar
KoHTpoJrrrpyerc.q npoBeAeHne
KJII4HI{qeCKO| O UCCJIeAOB AHVIS B

nccneAoBareJrbcKoM IIeHTpe. Kar<uvr

o6pa:ou sra Ae.flTerbHocrb
perJraMeHTHpoBaHa Ha rocyAapcTBeHHoM
ypoBHe. .ftr uero rpe6yrorcr MoHr{roplrHr,
AY ALIT. PIHCIIEKUPIII V VIX IIOEI'ITVE.

2.3.1 IIK-I,
fIK-2,
T]K-3

7. BgalrnaooruolreHrrr MexAy cropoHaMu,
npr,rHHMaroqvMv yqacTlJe B KJrrrHrrirecKoM

vccJreAoBaHaa (cnoucop, KoHTpaKTHaq

HCCJIeAOBaTeJTbCKaT Opf aHrBarIUr,
MeAr{TIHHCKa-rr OpraHa3aqnr, uarnrtfi
I4CCJIeAOBaTeJIb, I4CCJIeAOBaTeJIbCK[UI

rpymra). flpana H o6.f,saHHocru cropoH.

,{oxyuenrur, pernaMeHTup) orrlr4e

B3aUMOOTHOTTTeHLLI Me)I(Ay CTOpOHaMH.

^41z.+. r fIK-1,
fIK-2,
TIK-3



Ns Teua ceuuuapa Co4epxauue ceMr4Hapa Coneprueucmyeuue/
npuo6peraenrr,le

KOMTIETEHII}I}I

I OcnosHrre AoKyMeHTbr,
pelJlaMeHrr{pyrorque [poBeAeHr4e

KJII,IHI4 qECKI.IX HCCTTEAOgAHPIft

JreKapcTBeHHbrx npenapaToB An.rr

MeAr{rlr4HcKofo [pvMeHeHr4tr B Poccprficxofi
@egepaqnra. IlpraHquru opr aHrrsa\w pr

lpoBeAeHr4r KJrI4HrrlIecKax uccle4onaHufi n

Ilenrpe.

1.1.1 IIK-I,
frl{-z,
IIK-3

8 llpororol z 6poutopa r4ccJreAoBaHr4r.

I4lrQopuupoBaHHoe corJracr4e. flepruvna.r
Me.qurII4HCKa_fl AOKyMeHTarIr4Jr.

2.6.1

9. llccre.4yeurre npenapar, rroHrrrue. Ilpueu,
perHcTpaqar, yqeT A xp aHeHkre
prccneAyeMoro flpenapaT B

r4ccJreAoBarenbcKoM rIeHTpe. flepnraunar
MEAHIII{HCK€UI AOKYMEHTAUI{II,
no3BoJrqroqas KoHTporr4poBaTb BbrAaqy H

Bo3Bpar uccneAyeMoro npenapar. Ilpanzra
) rera, xpaHeHlrr H r{cnoJrb3oBaHa[ Apyrrx
MaTepr{€ur o B vrc c Ie AoBaHvrA.

2.8.1 IIK-1,
IIK-2,
IIK-3

10. Llcr opux Borrpoca. llpunqznu opraHa3arlnr4
sTr{qecKlrx KoMureroB. llpunqunu
SSAZI\,TOAEfi CTBI,Ifl YqACTHI4KOB
KJTT,IHVqeCKOTO r{CCJTeAOBAHVTS C STr4qeCKI{MI{

KOMI4TETAMI4.

3,1.1 IIK-I,
IIK-2,
TIK-3

11 Cran4aprnrre onepalluoHHbre npoqeAypbr. t1aJ.I .L IIK-1,
fn<-2,
IIK-3

n

J\b Tenaa lparcruqecKoro gawffLrr Co4eprNaurae Conepurencrnyenarle/
nprao6peraenrue

KOMnereHulrH

1 BlrAu u Qoprvlu orqeroB o KJrlrHHqecKoM

I{CCJIENOBAHI,II4

2.5.1 IIK-1,
lrl<-2,
TIK-3

2. @anrcu$ur<arlrrJr AaHHbrx KJrlrHr4qecKrx

I4ccJle.4oBaHzfi . O6ruan B Krr{HurrecKnx
r{ccJreAoBaH utx. Buast oruu6ox.

2.5.2 fIK-1,
IIK-2,
TIK-3

3. Orpe4ereulre Hex(eJrareJrbHoro sBreHu-l B

KJTHHT{rre cKo M 14 ccneAo B auuu. Kpvr epuu
cepbe3Holo HexeJIaTeJrbHoIo f,BJIeHHir.

BuArr coo6ruesufi o He)KeJrareJrbHoM

flBIreHvpr. BeAeHue [arIVeHTa c
DA3BHBIIII{MC,f, HCXEIATEJIbHbIM -f, BJIEHPIEM

2.7.l IIK-I,
fIK-2,
III(-3

8.2 Vqe6no-MeroAzqecKoe z zu$opMarlr4oHHoe o6ecreqeHze.
Ocnoenan numepamJ)pa:
1. fpunxansx T. Ocnosrr AoKa3areJnnofi uegr,lquHu. flep. c aHfJr. M.: feorap-Mea, 2009.

fiononu umer bHan numep amyp a
l. Xelrcr.lncKat AeKJrapaqzq Bcel,{zpnofi ue4raqzucnofi accor\var\r4vr 1964 (nocne4Hrr peAaKrrux 2000 r.)
2. Bnacos B. B. Bne4eHr,re B AoKzBarenbHyro MeAr.{rrr4Hy. M: Me4uactfepa. 2001.

Ba:rr 4auurx, un$opuaqproHHo-cflpaBotrHbre cr{creMbr:



l. |APAHT.PY: hftp://www.garant.rulproducts/ipo/pimeldocl409254ll#ixzz3TPlxzYm
2. http://www.medblog.com.ualarticles/diseases/3 9
3 . http://www.erecept.ruldisease/disease.php?id:454
4. http://www.allergiya-net.ru/respir/profastma.html

8.3. MarepuaJlbHo-TexHuqecKoe o6ecneqenze, ueo6xogrEMoe AJrr opraHr.Barllrrd Bcex Br4AoB

Aacqr{nJrrrHapnofi noAf oroBKr4 :

- yre6uue ayAI4TopHlI, ocHarrleHHbre MarepvuraMr u o6opy4oBaHr.reM Ars [poBeAeuz.a yle6uoro
npoqecca, B roM rrvrcre gJIeKTpoHHoro o6yteruux; MeAUrIHHcKoe o6opy4oeauve (anq orpa6orxz
npaKTlzqecKrrx nanrucon): BuAeocacreMa, MuKpocKonbr, cr{err{r{Kr4 Ailfl refixoqurapHofi Qopuynu,
qeurpu$yra; 6uoxutvltuecKr.Ie aHaJrr.Baropbl, reMaroJloruqecKze aHanr{3aropbr, KoaryJroMerp, afpefoMerp,
aflrrapar AJrr oneKrpoQopesa.
- KJrrzHrdr{ecrcue 6a:u OfBOy BO C3fMy uulLLLI. Mequurcosa Mun:4pana Pocutr;
- ayAprropHblfi u 6u1tmoreqnrrfi QoHA, B ToM rrrrcJre AlrcraHuvoHHbre r.r gJIeKTpoHHbre Bo3MoxHocrvt, Nrfl.
caMocroflTeJnnofi noAroroBKt4 o6yuarorqnxcx.

8.4. Ka4poroe o6ecneqenue. Pearzsaqns llporparranmr ocyqecrBnflerc.s npo$eccopcro-
lpe[oAaBaTeJIbcKI{M cocTaBoM, cocTo.stquM H3 cneqpl€IJII{cToB, cI,IcTeMaTI4qecKI,I 3aHnMarcqltxc.a uayuuofi n
HayqHo-Mero4nuecnofi Ae.rrreJlbHocrbro co crDKeM pa6oru B cr4creMe Bblcrxero ulutu AoIToJIHI{TeJIbHoro
npoQeccuou€rJrbHoro o6pasonauu.r n cQepe 3ApaBooxpaHenlas, He MeHee 5 rer.

g.OOPMbr KOHTPOT-q 14 ATTECTAT\VU
9.1. Teryrqufi xornporr xoAa ocBoeHlur yue6noro v,urepuuru [poBoAurc.s a Qopnre ycrHoro olpoca.
llponrexyrovHufi roHrponb npoBoAr{Tcr B $opnae recrrzpoBaHr4rr.

9.2. Ilroror,uur arrecraqrar o6yrarorqlrxcq rro pe3ynbraraM ocBoeHr4rr AorroJrHaTenrHofi npoSeccuona-irurofi
flporpaMMbr rroBbrrrreHzrr rca-ruQuxaqnr4 [poBoAlrrc-n n Q oplre oK3aMeHa.

9.3. O6y.raroquecfl AorrycKarorc.fl K t4Tofonofi arrecraquu nocne vsyqoar4fl flporparr,rnru n o6reue,
npeAycMorpeHHoM yue6nrru rrJraHoM.

9.4. O5ytarcIquecr, ocBor.rBrrrue llporparr,rrr,ry 14 ycnerrrHo rrporxeArxr4e nroroBylo arrecralll4to, rIoJrJ lalor
yAocroBepeHae o rroBbrllreHkrl"r rnanuQuxaquu ycraHoBneHHof o o6pasqa.

1 0. or_EHoqHbrB CPEACTBA
flpuuepnar reMaraKa KoHrpoJrbHbrx BorrpocoB :

1. Karlre AoKyMeHTbr pernaMeHTr4p) or rrpoBeAeHr{e KJrprHVqecK[x uccre4osaHuir JleKapcrBeHHbrx

npenaparoB s Hailefi crpaHe.
2. Kaxue AoKyMeHTbr pernaMeHTupyror npoBeAeHze r{ccJreAoBaHufi nocuerarrecKlrx cpeAcrB s Hamefi

cTpaHe.

3. rlro raxoe ((KJII4HHqecKoe r{ccJreAoBarrue>>?

4. Kax cosAaercq neKapcrBeuuufi npenapar? Zcropr{tr Bonpoca }r coBpeMeHHoe cocrotHue lpo6reuu.
5. Br,r4rr KJrHHHqecKLrx zccre4onanzfi (nurornoe; paHAoMI43IrpoBaHHoe; KoHTponupyeMoe;

orrprnoe/crenoe; npocnerrunHoe/perpocnerr.rBnoe a 4p.).
6. flpana u o6sgaHHocru cnoHcopa
7. Ilpana u o6ssauHocru uccJreAoBareJrbcKoro qeHTpa

8. flpana u o6.f,gaHuocrt4 fJraBHoro uccreAoBarer.fi
9. flpana z o6sgaHHocru MoHr4Topa

1 0. flpuHqalrbl B3aHMoA eitcrsvs ) {acrHr,IKoB KJrHHIrqecKoro r4ccJreAoB aHvrs. c oTr{rrecKzM}I KoMprreraMlr
I l. Cran4aprHrre orepaqvoHH;re nporleAypbr
12. Orluu6xn u Qa;rrcuQ prna\vl peynbraroB KJrrzHrrqecKrrx r.rccreAosaHaft
13. Kaxr.re Br{Abr orqeroB o xoAe K;raHr4qecKoro accJreAoBaHrur co3Aaror cropoHbr, [pr4HzMarouue yqacrr4e

B BrINONHEHPIPI KII,IHfiqECKOIO I{CCJIE ilOSALTLIA?

i4. 3aqena ueo6xoguuo KoHTponvpoBarb KaarecrBo npoBeAeHr4q KJrr4HI,IqecKoro vrccrre4oBaHvla, KTo

ocyurecrBJr.rrer 3rr{ $yurcquu?

3agauu t, BbrsBrqroulue rlpaKTl4qecKyro rroAroroBKy cJryrrrareJr.rr :

- orIeHKa nJraHa rrporoKona uccJreAoBaHws. c ttogvt\vlH AoKa3arenbHofi MeAHTII{Hsr,

- oqeHKa coorBercrBu{ au6panurtx crarucrprqecKprx MeroAoB aHrlrrrr3a IrocraBJreHHbIM 3aAaqaM

Ilpurvrepu recroBbrx s ap'aHuir:



l. PerpocneKTr4BHbre r{ccneAoBaHr4fl - 9To
A. npu Koropblx [aqr4eHT rrcrroJrmyercf, B KaqecrBe o6rerra laccrreryoBaHlrl';
E. rpyun, oAHa Ils Koropblx rloABeprauracr nos4eficrer4ro orrpeAeneHHoro $arcropa, 14 fpyilrrbr, Koropaf,
TaKoMy ro:4eftcrruro He rroABepftrnacb
B. n roropux aHaJII{3 nosgeficrnzr 14 H3MepeHne ApyrHX $arropor npoBoArrrcr nocJre roro, KaK
ga6oresaHze Bo3HHKJro

f. n xoroprtx aHuIJIt43 nosgeficrnu-r n lnMepeHpre Apyrr4x Qaxropon 6rrl c4elan Ao rofo, KaK Bo3Hr,rKJro

sa6oresaHue

{. rcoropoe Brurroqaer n ce6r BHeApeHr4e Ha nonyrsqaoHHoM ypoBHe

2. Kor4a DTztrecKv o6ocnosaHo vcrroJrb3oBanux nrlaqe6o?
A. npu Bcex paHAoMpr3r4poBaHHbrx rrclbrraHzirx
E. npn rpofiHovr cJrerloM gusairue r4ccreAoBaHus
B. rcorAa AJrfl rr3) {aeMoro cocro.sHt4Jr He cyqecrByer o6rqenpnurrofo JreqeHnt
f. npra AsofiHorvr cJreloM Auzafiue uccJreAoBaHrur

,{. no ncex nepeqr4cJreHHbrx Bbrrrre cnyqa.sx.

3. K xar<onry BI{Ay I{ccneAosaHui4 orHocl,rrcr Kpocc-ceKqr{oHHoe uccre4onanue?
A. ruunuqe cKkre Lrcrrbrr aHwfl.

F. o6cepnaqrloHHr,re uccre4oBaHns.
B. roroprnsre LlccJreAoBaHr4fl

f . o.{nououeHTHbre I{ccJIe.rIoBaHrr-rI

,{. nccre4onaHr{rr rro rnrry cryuafi-KoHTpoJrb

4. Ha qervr ocHoBaHo r{3yqeHze rrporHocrr4qecKprx Qarropon?
A. orpe4erenze QaxropoB pt4cKa;

E. onpe4ene Hvre cranvv sa6otezauut ;

B. aua.nug B6I)I0rBaeMocrr4;

f . auarug sSQer<u.rnHocrr{ JreqeHpur

5. 9ro tBrserc.a IIeJIbro Krt4Hr4r{ecKltx ucrrctraunit?
A. oqenlrrr Bo3MoxHoe JreqeHrre AaHHoro sa6oresauux1,
E. orleHarr Bo3MoxHoe npo$nnaxrnqecKoe cpeAcrBo AJr{ npeAorBpaqeHuq nocJreAcrBrritsa6otevauuit,
TaKr4X KaK CMepTb Vurld IJ}IBaJIIJIVT3A\Vt|

B. nonrrxa [or{cKa npoQurarruqecKoro cpeAcrBa Anr rrpeAorBparqeHr4Jr nocJreAcrBr4fi sa6oresaHnir,TaKHX
KaK CMepTb VrJrr4 I/HBaJWTAT'3a\V'

f . oqeuurr MeroAbr npo$urarcrurKr.r nocneAcrnuft lrcxoAHoro sa6ore BaHvrs.

!. Couerauue A, E, B.

1 1. HOPMATI,IBI{bIE IIPABOBbIE AKTbI
Mex4yHapoAHbre AoKyMeHTr,r :

. Integrated Addendum to ICH E6(Rl): Guideline for Good Clinical Practice
E6(R2) lLlurerpupoBaHHoe AonorrHeHrre r ICH E6(R1): Pyrcoeo4cmo no Ha4rexarqeft
Krr4HurrecKofi npar<rune E6(R2)

o XenrcznKcKa.s AeKrapaqns BMA / Declaration of Helsinki
o [upexrusa 2001/20lEC Enponeficroro llapraueHra z Cosera or 4 anpem 2001 roAarro

c6lmcennro 3aKoHoAareJlbcrB, [paBzJr r,r aAMr4Ht4crparvBHbrx nocraHoBneuuit crpau-ytacrHaq EC,
Kacalorlprxcfl. pealrv3a\Hn Kar{ecrBensoft KJu4HuLrecKoft npaxruru npu npoBeAeHr4vt KJrvrHvrqecKr/rx

HccJIeAoBaHzfi rerapcrBeHHbrx cpeAcrB Ar.s rrpHMeHeHVfl y moAefi / Directive 200ll20lBc of the
European Parliament and of the Council of 4 April 2001 on the approximation of the laws,
regulations and administrative provisions of the Member States relating to the implementation of
good clinical practice in the conduct of clinical trials on medicinal products for human use

o {upexrasa Kol\,{uccuu 20051281F,C or 8 anpetx 2005 r., ycraHaBrrvBaror\afl npr4Hqrrrrbr 14

AerzulbHble rrpaBvna xaqecrseHHofi xlunaqecrofi [paKTnKr4 npu rrpoBeAeHr{r,r KJrr,rHr{qecKr.rx

uccJleAoBaHufi renapcrBeHHbrx cpeAcrB AJr.rr qeJroBeKa, a raKxe rpe6onaHrar K nporleAype BbrAaqr4

pa3pelxeHr4;r Ha nporr3BoAcrBo HJu4 r,rMnopr raKr{x cpeAcrB / Commission Directive 20051281F,C of 8

April 2005 laying down principles and detailed guidelines for good clinical practice as regards



o

a

a

investigational medicinal products for human use, as well as the requirements for authorisation of the
manufacturing or importation of such products (Text with EEA relevance)

o Ethical Considerations for Clinical Trials on Medicinal Products Conducted with the Paediatric

a

a

a

Population
Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (ICH E2A)
Structure and Content of Clinical Study Reports (ICH E3)
Communication from the Commission regarding the guideline on the data fields contained in the
clinical trials database provided for in Article 11 of Directive 2001120/EC to be included in the
database on medicinal products provided for in Article 57 of Regulation (EC) No 72612004
Ilonoxenue "O nopr4xe BBo3a Ha raMo)r(eHHyrc Teppnropkrro raMo)KeHHoro coro3a JleKapcrBeHHbrx
cpeAcrB u QaprvraqeBTHr{ecKITX cy6cranqafi" K rt, 2.14 Eguuofo nepeqHr roBapoB, K KoropbrM
npI4MeHrIIOTC.fl 3aIIpeTbMMfpaHr{qeHI,Iq Ha BBO3 HJrr{ Br,IBO3 fOCyAapCTBaMn - rrJreHaMr.I

TaMo)KeHHoro colo3a B paMKax Enpasvrficroro oKoHoMl4qecKoro coo6rqecrna B ToproBne c rperbuMr4
cTpaHaMV

Pery.nnropnbre AoKyMenru PO
Oe4epa.lrrnbre 3anonr,r
@egeparrmrfi saKoH or 12.04.2010 roAa J\b 61-O3 "06 o6parr{eHr4u JreKapcrBeHHbrx cpe4crn"
Harorosrlfi KoAeKc PoccpIficrofi (De4epaqueft (usueueuu-r), pa:nrepbr rocyAapcreeuuofi rorrrJruHbr
(De4eparrnufi saKoH or 2l laos6pr. 2011 r. N 3n-A3 "06 ocnosax oxpaHbr 3AopoBb-s rpax,qaH B

Poccuficr<oft Oe4epaquz" (usnleuenu-a)
o flocranoBJreHzrflpaeurertrcrsaPO
o flocranoBJleHue flpanuremcrea PO or 29 cenrr6pr 2010 r. N 77I "O [oprAKe BBo3a

JIeKapcTBeHHLIX cpeAcTB p.nfl MeAI4IIIIHoKoIo npItMeHeHI{JI Ha TeppI.ITopt4Io PoccaficnOfi
(De4epaqzu"

flocranosreHLre flpanurerlbcrBa P@ or 13.09.2010 Ns 714 (pe4. or 15.10.20fD <06 yrnepx4eHuu
TI4IIOBI'IX [paBVJI O6SSareIrHOrO CTpaXOBA]H]1rr )rfl43Hr.I U 3AOpOBb.rr flaq]reHTa, yqaoTByroqero B

KJrI4Hr{qeCK}rX HCCJTeAOBaHI4.f, X neKapCTBeHHOIO [penapaTa)
flocrauoereuue llpawrreJrbcrBa P@ or 3 ceurr6pr 2010 r. J\b673 "06 yrnepN4euun flpanuJr BBo3a

Ha reppuropt4lo Poccptficxofi @e4epaqun v BbrBo3a 3a rrpeAeirbr reppr,rropau Poccuficxofi
Oe4epaqnu 6uororuqecnux Marepr,rzrJroB, rroJryqeHHbrx npu npoBeAeHr4r{ KJrHHHqecKoro
vccneAoBaHr4r JreKapcrBeHHofo lpenapara AJII MeAHIIrrHcKofo npuueHeuul"
Ilocranosrenue llpaeureJrbcrBa PO or 3 ceurx6px 2010 r. N 683 "06 yrnepxgeurEz llpanun
aKKpeAI{TaIIVH Me Hr\IIHCKr.rx OpmHH3arIUft Ua rpanO [poBeAeHr{Jr KJrrrHrrqecK}rx HccreAosaHzfi
JleKapcrBeHHbrx npe[aparoB AJLrI MeAr4rlr{HcKoro [pr{MeHeHuq"
flocranoerenne llpanzreJrbcrBa or 15 cenr.g6pr 2008 r. N 688 "06 yrrepxqgeHr4v nepeqneft xoAon
MeAI{qI4HcKI{x roBapoB, o6naraevrsrx HtuloroM ua Ao6asreHHylo cror.{Mocrb rro uaroronofi craBKe

10 npoqeHroe".
ilpnrcassr
flpura: Poc:4panua43opa or 09 uox6pn 2017 r. Ns 9438 "06 yrnepxAenuu $opu npoBepoqHbx
JII{croB (crucrcor KoHTponbHbIX BorrpocoB), ucrorusyerrr,x OeAepamuofi cnyx6ofi no HaA3opy B

cQepe 3ApaBooxpaHeHnfl r{ ee repprzropr{iurr,HbrMa opraHaMr4 npr4 rrpoBeAeHur{ rrJraHoBbrx rrpoBepoK
npkr ocyqecrBneHzu Qe4epanrnoro rocyAapcrBeHHoro HaA3opa r c$epe o6parqenzx
JreKapcrBeHHux cpegcrn "
Ilpzrca: Muns4para P@ or 30 orrx6pr 2011 r. Ns 878 "O cocrane Conera ro sruKe"
flpuxas Muns4pana P@ or 24.08.2017 r. Ns 558u "06 yrneprx4euuu flpaw{n npoBeAeHr.rf,

oKcrleprl{3bl JleKapcrBeHHbrx cpeAcrB AJr.rr MeAHrIt4HcKofo npr{MeHeHr4rr u oco6ennocrrz gKcrrepru3br

orAeJIbHbIX BI4AoB JreKapcrBeHHbrx npeflapuroB Anfl MeAVrIr.rHcKofo nprrMeHeuu-r (pe$epeHTHbx
JreKapcrBeHHbIX flpenaparoB, BocfrpoIl3BeAeHHbIX JleKapcrBeHHbrx npenaparoB, 6uoloru.tecKr4x
JIeKapcrBeHHbIX lpenaparoB, 6uoauastofoBbrx (6uono4o6nux) JreKapcrBeHHbrx npenaparoB
(6uoana-noron), roueoraruqecKrx JreKapcrBeHHbrx npenaparoB, JreKapcrBeHHbrx pacrurenbHbrx
npe[aparoB, xou6unaqufi nerapcrneHHrrx npeflaparoB), Qoprnr saKrroqeuufi KoMrrccr{pr srcnepron"
llpzras @e4epalrnofi cnyx6u rlo HaA3opy n cQepe 3ApaBooxpaHeHur or 15 Senpanr 2017 r. J\b

1 07 l "06 yrBepxAeHrdr{ roprAKa ocyqecrBnenlrr Sapnraxoua4sopa"
flpurca,s Mzus4pana P(D or 1 anperr 2016 r. l\b 200u "06 yraepx4eHnu ilpaBur Ha4lexarqefi
KJrr{HzqecKoii nparrnxu"

a

a



a

a

flpuroxeuze 13 n flpuxa-:y Muunpouropra Poccza or 14.06.2013 N 916 (pe4. or 18.12.2015) 06
yrBepnqeHI,II4 rIpaBI{JI HaAne)Kaulefi npousno4crseuHofi npaKTr{KLt - neKapcrBeHHbre npenaparbr AJrt
KrprHuqecKr4x zccle4onanufi
Ilpraxa": Muus4pana P@ Ns986H or 29.11.2012 06 ymepNgesuz lloroxeHrz-fl Cosera ro errrKe
flpzrca: Muns4pana PO J\b1359s or 24J22012 O ilpvrslaaHnvt yrparpnltxrM cr{ny flpnrca:a
MraHs4pancoqpa3Barnrr PO or 31.08.2010 Ns774:a <O Cosere rro srr4Ke))

flpIErca: Muns4pana PO or 29 anrycra2012 r. N 1106-Ilpll2 o rryuznalanvr yrparr4Brxr{M crlJry
rIpI4Ka3a Segepa.lruofi cnyx6r't rlo HaA3opy n c$epe 3ApaBooxpaHeHkr.s u corlaaJrbHofo ptBBrrrr.r:{ or
l7 avrycra2007 rolaXb 2314-lIPl01 KO KoMurere no 3rr.rKe))

flpr.rxas Muu:gpana Poccuu or 02.08.2012 N 58s (pe4. or 07.10.2013) <06 yrnepxAeHr.{r4
A4uI.trzcrparvBHofo perJlaMeHra MuuucrepcrBa 3ApaBooxpaHeHr4r Poccr,rficlcoft (Degepaquu no
npeAocraBneHzro rocyAapcrneHuofi ycJryru no BbrAaqe pasperueuzfi Ha BBo3 Ha reppuroprilo
PoccpIficlcofi @e4epaquu rcourpernoft ilaprurv 3aperlrcrpupoBaHHbrx v (unn)
He3aperI{cTpL{poBaHHbIX JreKapcTBeHHbrx cpeAcTB, npeAHa3HaqeHHbrx Anfl npoBeAeHr4s
KJIHHHqecKITx lrccre4onannfi JreKapcrBeHHbrx npelaparoB, KoHKpernofi ilaprvlr
He3apefHcTpHpoBaHHbIX JIeKapcTBeHHbrX CpeACTB, npeAHa3HaqeHHbrx Anq npOBeAeHr4{ 3KcnepTr{3br
JIeKapcrBeHHbIX cpeAcrB B qeJlflx ocyqecrBJreHrrJr focyAapcreeHHofi pefr{crpaquv neKapcrBeHHbrx
npenaparoB, KoHKperHofi rnpruu He3apervcrprrpoBaHHbrx JreKapcrBeHHbrx cpeAcrB An.s oKa3aHr,ur

MeAI{IIrrHcKoft uouorqlr rro )KH3HeHHbrM rroKa3aHr{rrM KoHKperHoro naqr{eHTa)
flpurca: Mnn:4pana PO or 2 azrycra 2012 r. Jt61n <06 yreepx4eHm a1MnHucrparprBHoro
perJIaMeHTa MzuacrepcrBa 3ApaBooxpaHeHr{rr Poccuficxofi (De4epaqzz fro rrpeAocraBJreHr{ro

rocyAapcrBeHHofi ycnyrv ro BbrAaqe pa3peureHufi na ssog Ha reppr4ropzrc Poccnficrcofi (De4epaqun

A BbIBo3 3a npeAenbr reppr{Topun Poccuficrofi @egepaqau 6r.rororuqecxzx MarepnanoB,
rroJD reHHbrx rrpt4 rrpoBeAeHHV KJrrrHrrqecKoro r{ccJreAoBaHI,Is. neKapcTBeHHofo npenapaTa Arfl.
MeAHIIHHcKoTo rpLIMeHeHH.rr) (u p"l. Ilpura:a Mun:4pana Poccuu or 07.10.2013 N 704u)
flpurca-: Maus4pancoqpirBrrrr.rJr Poccraz or 3 gera6ps 2010 r. N 1073n "06 yrnepx4eHua Sopnru
3aflBreHns. o npeAocraBJreHau cBl4AereJrbcrsa o6 aKKpeAnrarIvIV Me4n\prucrofi opraHI.r3arIHH Ha

rlpaBo [poBeAeHHJI KJILIHITIreCKr{X UCCJTeAOBaHUfi rertapCrBeHHbrx [pe[apaToB AJrr MeAT,TIIHHCKOTO

rpuMeHeHu.flt'

flpure: MnHs4pancoqpinBr.rrru P@ or 02.1I.2010 N 951H "06 yrnepx4eHlru $opubr peecrpa
BbIAaHHbIX paspeueulrft (perueuufi o6 orKase B BbrAar{e pa:peurenufi) ua onos Ha reppr{ropr4ro
Poccptficxofi @egepaquz u BbrBo3 3a rrpeAeJrbr repprrropr{H Poccuficxofi @e4epaqua 6aolornqecxnx
MarepuiuroB (o6pa:qrr 6raololnqecxrax xu4nocreft, rxauefi, ceKperoB vr rrpoAyKToB

xl{3HeAe.flTeJlbHocrrl ueJIoBeKa, QusuonoruvecKr{x Lr rraroJroruqecKr4x eugeneHvfi, Ma3KoB,

cocno6on, cMbrBoB, MaKpoopraHrr3MoB, 6uoncrafisufi. uarepual), loryueuubx npa rrpoBeAeHpu4

KJrrrHr4qecKofo t4ccneAoBaHa-{ neKapcrBeHHoro npenapara An.f, MeAHTIIlHcKofo rlpaMeHeHu-f,"

Ilpuxa: Mzns4pancoqpinBr.rrr.rr Pocczz or 23 anrycra2010 r. N 703n r. "06 yrBepnqAeHuu Soprrau
coo6rqeHu.s o 3aBeprxeHnvI, trpvocraHoBJreHr4t4 rrnu npeKparr\eHuw KrliHnrrecKofo HccJIeAoBaHvIfl.

neKapcrBeHHofo npelapura Anfl MeAr,rquHcKoro [prrMeHeHur"
Ilpurcas Muns4paeco\pa3Bvtrknt Poccuu J\& 775s or 3l arrycra 2010 r. "06 yrBepxAeHr,ru roprAKa
paccMoTpeHnr coo6rqeH[q o Heo6xo4lrrllocTr4 BHeceHr4s. v3MeHelf^uit s npoToKoJr KJIHHHqecKoro

rrccJreAoBaHlr;r JreKapcrBeHHoro npeilapara AJrr MeAHIII,rHcKoro npaMeueH[r"
flpnxas Munsgparcoqpa3BzTr4q Poccrzu Ns748 or 26 anrycra 2010 r. <06 yrBepx,qeHr4r4 rropf,AKa

BElAArryt pzBpeilreHu.rr Ha rrpoBeAeHl{e KJrr,rHuqecKofo accJreAoBaHH_fl IeKapcTBeHHoro lpenapaTa AJrt
MeAHIII4HcKoro npl4MeHeHnfl) (e pe4anqua flpuna:a Muus4pana Pocczl.r or 13.03.2015 J\b111H)

Ilpura": Muns4parcoqpa3Barr4rr Poccuu or 26 asrycra 2010 r. lllb752H <06 yrnepxaeHr4r4 rrop{AKa
ony6lzronanvr v pa3MerleHl4r na oQnqzanrnou caftre MzsucrepcrBa 3ApaBooxpaHeHur r,r

colll4arbHoro p{L3BHTHJT Poccuficxofi (De4epaquu B cerrr <<I4urepuer>> nepeqrur MeAvrIHHcKr{x

opraHusaqafi, zMeloqnx npaBo npoBoAHTr KJrIrHVqecKve rzccJreAoBaHprs JreKapcrBeHHbrx
npenapaToB IJIq. Me Ar4r\krHcKo ro [pHMeHeHus)
flpurca: Mvus4pancoqpa3Burt4r Poccuu l\b753n or 26 azrycra 2010 r. "06 yrBep)KIeHHr.r noprAKa
opfaHIBaIIVIz H npoBe4errvrl. eruqecxoft oKcneprr43br Bo3MoxHocru rrpoBeAeHnfl, KJrLrHuqecKoro
HCCJIeAOBaHTffI JIeKapCTBeHHOTO npenapaTa AJII MeAI,IIIHHCKOIO npnMeHeHar Z QOprvrU 3aKJIIOT{eHmr

coBera ro g:tHKett
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<(3aroHoaareJrbHafl
Clinical

AHHOTATU4q
AOIOIHZTEJTbHA' rrpooECCt{oHAJIbIrAt IIpOfpAMMA

fIoBbIr r IF HI4-s KBAJtrIOI4KAI{4II IIO TEME :

6aza n MeroA[qecKne ocHoBr,r [poBeAeHus Krr.rHuqecKrrx [ccJreAoBaHufi, (Good
Pn GCP, HaAJrer(aqaq Kr[HuqecKarr [paKTHKa

Cneur.ralrnocrr BO
Tema 3 arouo4areJrbHa.fl 6 aza u MeroAr4 qecKue ocHoBbI

IIpOBeAeHHT KILrHLrrreCKIrx HCCJTeAOBaHIIfi , (GOOd
Clinical Practice, GCP, ua4le)Kanrru KJrprHrrqecKat
rpaxrzra)

Ile.ns IlosrrrueHue lcna.nz$zlcarlvr.r Bpaqeft , yAouereopeHz e
o6pasonarenbHbrx t4 npo$eccuonzurbHbrx
lorpe6nocrefi , npo$eccproHaJrbHoro pa3Burus,
lreJroBeKa, o6ecneqeuzn coorBercrBt4-s ero
xnalu$uxaqrrpr MeHrrorut4Mcs ycroBu{M
npoQeccuonalr,nofi Ae-srerbHocrz z coqua-ntuoft
cpeAbr ; coBeprxeHcTBoBaHr{e prMelorlprxcr u [oJDrqsHHg
HoBbrx KoMrrereHqrrfi, neo6xo4zMbrx AJrr
np o Q eccnonaltuofi Ae.srerbHocrr4, Lr rroBbrrrreHr4e
npoQeccuon€urbHoro ypoBH-s B paMKax zueroqefict
nnarudarcaquu

Kareropnn odyuarorquxcr Bucuree o6pa:onauue no cnequaJrbHocr.rrM: Jleqe6noe
4elo, ttle4u utphlfl", " CloMa.torof l4-fl " r "Me4uKo-
lpoQulaxruqecKoe AeJIo|r, "Me4uquHcxafl 6uoxuMutt,,
"Me4nqzucxar 6uoSust4Ka", "Me4nt\vracnafl
lcu6epHerzxa", <@apau at\va>>, ttBl4oroft4.fl 

".
Tpy4oeurcocrr 144 at<aL'raca

(Dopua o6yuenun oqHa.rr

Pexnu:ansrufi 6 axa1. qacoB B.rleHb

XapaxrepucrrrKa nonrnereHqufi ,
rroAJrer(aq[x coBeprueHcTBoBaHr{rc B
p$yJrbTaTe ocBoeHrrfl rrpofpaMMbr
(npu nanuvuu)

IIK-1 CTOCOOHOCTb PI IOTOBHOCTb K BSINOJIHEHI4IO

KIIIIHIIIIeCKITTX V HayqHbIX zCCle4Onannft B

coorBercrBr{H c MexAyHapoAHbrMr,r u pocczftcxauu
ilpaBlaral.ltu HaAner(auefi uprsuqecxofi npartrKr4 rr co
craHAapraMpr BbrrroJrHeHzr HIIP n PO;

Xapaxrepncrr{Ka HoBbrx
KoMrrererrqufi , Qoprvrupyrclquxcq B

p$yJrbTaTe ocBoeHHfl rrpofpaMMbr
(npu nanuvuu)

IIK-2 yrnyoneHze v pacLnLrpeHue reoperr4r{ecK[x snauuit,
ocBoeHrre npoQeccaon€urbHbrx HaBbrKoB u ynreuufi to
opraHr,r3arlrlr4 KJrHHvqecKr4x ucctrcAosaHuit
JIeKapcTBeHHbrX CpeACTB;

IIK-3 ocyqecrBn.f,Tb Mepoilpwtrvrr rro o6ecneqenruo u
KOHTpOJIIO Kar{eCTBa npH OpIaHrl3Ar\r4H KJrltH}Ir{ecKrrx
lrccJleAoBaHufi lexapcrneHHbrx cpeAcrB

Pas4enrr [porpaMMbr Pa:aer I Opraua:aqza KrHHr4trecKr,rx ucnt trauufi
Pazl'er'2 Kaqecrs enHbre KJrrzHzqecKue accJreAoB aHr4rr (GCP),

MexAyHapo AHafl H pocczft cra.n HopMaraBHo-npaBoBiur
6aza

Pa:len 3 3rzqecxue Bonpocrl flpoBeAeH]ilr KJrrrHrrr{ecKr/rx

uccrenor,aHuf4
O6vvaroqnfi cuIrryJrqrllroRnrrfi rvDc (Hem)
Ipnuenenne ArrcraHqrroHHbrx
o6pasonareJrbHbrx rexuolorflfi

(Hem,)

Craxfiposrca (Hem)
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I4rorosa.fl - gK3aMeH


