NMHOOPMAINNOHHO-AHAJIUTUYECKAS CITPABKA
0 MOC/IeICTBUSIX BJAUSIHUS NpoekTa peiienusi EBpasuiickoit
IKOHOMHYECKOH KOMUCCHH HA YCJI0BHS Be/leHHs MpeANPHHUMATEIbCKOM
JAeATeJIbHOCTH

HaumenoBanue mpoekta pewenusi: O Ilopsake oOecnieuenus

MNpOBCACHUA COBMCCTHEBIX CbapMaL[eBTHLIeCKHX WHCIICKIIMH.

l. [Ipobnema, Ha pemieHUE KOTOPOM HAIpaBieH MPOEKT pelleHus

EBpazuiickoit sxoHoMuueckod koMuccuu (ganee — Komuccus).

[lIpoexkr  pemenus  Komuccuu ~ HampaBiieH  Ha  yCTPaHEHHE
CYIIECTBYIOLIMX  pa3iu4yuil B  OpPraHU3allMOHHBIX WU (PUHAHCOBO-
DKOHOMMUYECKHX acmlekTax GopMUpoBaHHsT M pabOThl WHCIEKIHMOHHOM
IPYIINB B KaXJIOM TOCyIAapcTBE —ujieHe EBpa3suiickoro 3KOHOMHYECKOTO
corsa (manee — Coro3), 3aTpyAHSIOMUX (HOPMUPOBAHUE COBMECTHOM
UHCIEKIIMOHHOM  TPYNNBl W3  HMHCIEKTOPOB,  PYKOBOICTBYIOIIUXCS
3aKOHOJATEJbCTBOM  T'OCYJapCTB — YICHOB Coro3a M BXOJIAIIUX
B (apmalieBTUYECKHE HWHCIEKTOpPaThl [OCYJapCTB-WIEHOB, YTO BIleYeT
3a co0OW HEBO3MOYKHOCTb IIPU3HAHUS PE3YJIbTAaTOB HHCIEKTUPOBAHMS
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX IperapaToB, U HEBO3MOXHOCTH IIPOBEACHUS

COBMECCTHBIX (bapMaHGBTHLIBCKHX HHCHCKL[Hﬁ.

2. Lenb peryiupoBaHusl.

[lens pazpaboTku mnpoekta pemieHus Komuccuum — (opmupopaHue
€AUHBIX IIOAXONOB K IUIAHUPOBAHUIO, OPraHu3allMid M TPOBEIEHHIO

COBMCCTHBIX (bapMaHCBTH‘IeCKHX MHCIIEKIIMH HHCIICKTOpPaMH HECKOJIBKHX

rocyiapcTs — 4JICHOB Coro3a.
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Envubiin NOPSA0K obecrieyeHus POBEACHUSI COBMECTHBIX
(dhapMalleBTHYECKUX MHCIEKIMIl MO3BOJISIET YCTPAHUTh KOHQIIMKT HHTEPECOB
U 00ecreunuTh 4eTKOe pasfieJieHHe MOJTHOMOUYMH B HMHCIEKIIMOHHON TpyIINe
MpW  YCJIOBMM TPOBEACHMS (papMalleBTUYECKMX HHCMHEKUMH pa3HbIMHU
HWHCIIEKTOpaMM Kak Ha TEeppUTOpUM  rocyaapcTs — uigeHoB  (Corosa,
TaK W 3a e€e IpedejaMd M, BCJIEICTBHUE OTOrO, SBISIETCS OCHOBOMH
JUIss B3aUMHOTO TIpU3HAHUS pPe3ybTaTOB (apMalleBTUUECKUX WMHCIEKIUN
YIIOJJHOMOYEHHBIMH OpraHaMu rocyaapcrs — uieHoB Coro3a, 4To CHHXKAeT
oflllee KOJMYECTBO IPOBEPOK IPOU3BOAUTENICH JIEKAPCTBEHHBIX CPEJICTBR,
OpraHu3aluu, OCYLLECTBIISIFOLLIUX IPOBEACHUE HEKJIMHUYECKHX

M KJIMHAYECKUX MCCIIe/IOBAHUN U TUCTPUOBIOTOPOB.

3. prrma JIML, Ha 3al0UTyY HHTCPECCOB KOTOPBIX HAIIPABIICH IIPOCKT

pPEUICHHA Komuccuun.

[Tpoekr pewmenust Komuccnu HanpasiieH B IEPBYIO OYepeb Ha 3aLUTY
WHTEPECOB TNALMEHTOB (KaK KOHEYHBIX MOTpeduTeNeil JieKapCTBEHHBIX
npenapaToR), a TAKXKe CUCTEMBI 3JIpABOOXPAaHEHHUS B 1[EJIOM (KaK MepBUYHOTO
noTpeOuTeNss  JEKApCTBEHHBIX  IpenapaToB)  IMOCPEACTBOM  JIOIyCKa
Ha (dapMarieBTHYeCKU PBIHOK JIEKaPCTBEHHBIX IpenapaTos,
YAOBJICTBOPSIIONINX YCTAHOBJIEHHBIM €IMHBIM cTaHaapraM kadectBa. Kpome
TOTO, NOpOoeKT pemieHus Komuccuu HampaBieH Ha 3allUTy HUHTEPECOB
POU3BOJUTENEH, NPYyTHX OpraHu3alldil, OCYILIECTBIISIIOUMX TPOBEJACHHE
HEKJIMHUYECKMX W KIMHUYECKUX HUCCIENOBaHUM M JAMCTPUOBIOTOPOB
MOCPEJICTBOM COKPAIIEHUS KOJUYECTBA MHCIEKIIMOHHBIX MPOBEPOK 32 CUET
dbopMupoBanus MHCIEKIIMOHHON TpYyIIIBI u3 npeacTaBUuTeseH

HHCIICKTOPATOB HECKOJIBKHUX I'oCyAapCTB — YJICHOB Cotro3za.



4. Anpecatbl  peryjaudpoBaHMs, B TOM  4YHCJIE€  CYOBEKTEI
NPEANPUHUMATENBCKON  IESITENIbBHOCTH, MW BO3JEHCTBUE, OKa3bIBaeMOE

Ha HUX PCryJIMpOBaHHCM.

AnpecataMd  peryJMpOBaHUS  SIBJISIOTCS dapmarieBTHUECKHE
MHCIIEKTOpaThl rocyJapcTB — uieHoB (Cor03a, OCyIIEeCTBISIONINE MPOLEypPy
MHCIIEKTUPOBaHUsl (hapMalleBTUUECKOTO TPOU3BOJICTBA HA COOTBETCTBUE
CTaHAapTaM HaJuieskauX NpakTHK (GxP) ¥ mpou3BOIUTENHN JICKAPCTBEHHBIX
CPEJICTB, OpraHW3ally, OCYIICCTBISIONIME TIPOBEJCHHE HEKIUHUYECKHX
U KIMHUYECKUX HUCCIIelOBaHUM, TUCTPUOBIOTOPHI JIEKAPCTBEHHBIX CPEJCTB

Kak CY6’b€KTBI HHCIICKTUPOBaHUA.

3. Coz[epﬁcaHHe YCTAaHABJIMBACMBIX MJIsI aApeCaTOB PETYIHUPOBAHHA

orpaHuyeHui (00s13aTeIbHBIX TTPaBUJI TIOBEICHHS ).

B pamkax perynupoBaHusi TNpeanojaraetcs BBEAEHHE E€IHHOTO
nopsiiKa IUIAaHUPOBaHHUs, OpraHu3allud U MPOBeJeHUs (apMaleBTHYECKUMU
MUHCIIEKTOPAMHM OLIEHKH MPOU3BOACTBEHHBIX IJIOMIAJIOK TMPOU3BOAUTEICH
JIEKAPCTBEHHBIX CPEJCTB, OpraHu3alyii, OCYUIECTBISIOINIMX IIPOBEICHHE
HEKJIMHUYECKUX U KIIMHUYECKUX HCCIIEJOBaHH, a Takke IUCTPUOBIOTOPOB
JIEKAPCTBEHHBIX CPENCTB, Ha COOTBETCTBUE CTaHJapTaM HaaJIesKalux
(dapMaleBTHUYECKUX  TPAKTUK IyTeM [POBEJCHHS  HHCIICKTHPOBAHUS
noapaz/ieIeHUi U MPOU3BOJICTBEHHBIX (UCCIIeIOBATENIBECKHIX ) TUIOIIAI0K.

B uwacTHOoCTHM, perynupoBaHMe IUIQHMPOBAHMSI W  OpraHU3alluu
(papmalleBTHUECKHUX  HMHCIEKIUH  IpenycMaTpuBaeT  IMPeIBaAPUTEIIBHOE
MU3y4YeHHE  MHCIEKTOpaMHM  JOKYMEHTOB M HMHOHW  WH(pOpMauuu
00 uHCIEeKTUpyeMOoM o0BbekTe, olecriedeHue pa3pabOTKU MPOrpamMmbl
MHCIEKLIHH U MOATOTOBKY KOHTPOJIBHBIX JIMCTOB, pacrpeiesieHue QyHKIUN

B HMHCHEKIIMOHHOMU rpymame, IMIpoBEACHHUE BCTYIIMTCIIbBHOI'O COBCLIAHHA
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C MpeACTaBUTENSIMU MHCIIEKTHUPYEMON OpraHu3allii, OCMOTpP MPOBEPSEMbIX
OOBEKTOB B COOTBETCTBUM C MPOrpaMMON HMHCHEKUWH,  NPOBEICHHUE
[IPOMEKYTOUYHBIX COBELAHUN MHCIEKIIMOHHOW I'PYIIIBI C 1EIbI BBIPAOOTKH
MpefBapUTEIbHBIX HaAOMIOIeHUH, KOTOphIe OOCYXKIAIOTCS C  KIIIOYEBLIM
IIEPCOHAJIOM IPOBEPSEMON OpraHu3aluy, MPOBENECHUE 3aKIIOUUTETBLHOTO
COBELIaHUs C [PEJCTABUTEIISIMU IIPOBEPSIEMOM OpraHuzalui, BO Bpems
KOTOPOIo oOcyxJaroress  MpedBapuTeIbHbBIE  HUTOTH MHCIIEKITUU
1 TIePEUUCTISIOTCS BCe 0OHApYKEHHBIE B X0/1€ MHCIIEKIIUU HECOOTBETCTBUSL.

B pamkax peryniupoBaHus IMIPEIONIaraeTcsi YCTAHOBJIGHHE €JUHBIX
IpaBUJI U MPOLEAYp NPOBENEHHUS UHCIIEKIINH, paclpeleneHus o0sa3aHHOCTeH
MHCIIEKTOPOB IIPU OIEHKE ITPOU3BOACTBEHHBIX IUIOLIAJA0K W OpraHu3alui,
OCYILLECTBIISIFOIUX ~ IPOBEJEHUE  HEKIMHWUYECKUX W KIMHUYECKUX

MccrieIoBaHti, a TakXKe JUCTPUOBIOTOPOB JIEKAPCTBEHHBIX CPEICTB.

6. Mexanu3m  paspewieHus nOpoOJeMbl W JOCTHXKEHHS  IIENH
pEeryjiupoBaHusl, IPeIyCMOTPEHHbIH npoekToM peuieHuss Komuccun

(OHHC&HHG B3alMOCBA3U MEXY npeiaracMbiM PETYJIUPOBAHHEM

W peliaeMoi npobyeMoit).

JlocTkeHre [elld  PeryJupoOBaHMs OCYIIECTBISETCS € TMOMOIIBIO
MCIIOJIb30BaHMS TMOJAPOOHON periaMeHTalMd MeXaHu3Ma IUJIaHWPOBaHMSI,
OpraHu3allid M 3TaloB BBITIOJIHEHUS (apMaleBTUYECKOW HHCIIEKI[UN
(BKJTIOYAIOLIETO MPOLEeAYPY HHCIEKIUH, MOPSI0K COCTABICHUS OTYETHOCTH
M TOJIOKeHUs: 00 OTBETCTBEHHOCTHM WHCIIEKTOPOB), a Takke IyTeM
YCTAHOBJIEHUSI CUCTEMBI MEpP, KOTOpasi MO3BOJIUT 00eCrneunuTh 00BbEKTUBHYIO,
MPO3PAuYHYI0 M CUCTEMHYIKO OLIEHKY CIIOCOOHOCTH (hapMaleBTHYECKOIO
MPOU3BOAUTENST  oOecrieunBaTh  CTAOMJIBHBIM  BBIIYCK  NPOJYKLHH

C 3aJaHHBIMH  TMApaMETpaMH  Ka4d€CTBa, CIIOCOOHOCTH OpFaHHBaHHﬁ,



OCYIIECTBISIIOIIMX ~ TMPOBEJCHUE  HEKIMHUYECKMX UM KIMHUUYECKUX
MCCIeIOBaHMM, MOJATBEPAUTh COOTBETCTBUE JICKAPCTBEHHOT'O CpEeICTBA
3alaHHBIM ~ KpUTEpHUsIM  ©Oe30macHOCTM U 3(PPEeKTHUBHOCTH, a Takxke
CIIOCOOHOCTH  JUCTPUOBIOTOPOB JIGKAPCTBEHHBIX CPEICTB 00eCHeUUTh

CTaOMJIBHOCTh KauecTBa JIEKAPCTBEHHBIX CPENACTB B 3a/TaHHBIX IpEACIIax.

7.CBeieHHsI O pPACcCMOTPEHHBIX albTepHATHBAX IpelJiaraeMomy

peryiMpoBaHuIO.

[Tonoxennsamu CoryamieHuss 0 €IMHBIX NPUHIMIAX M [IpaBUiIax
oOpallleHHs]  JIGKapCTBEHHBIX  CPEICTB B paMKax  EBpasuiickoro
SKOHOMUYECKOro corosa ot 23 pgexabps 2014 roma He mpenycMOTPEHO

aJIbTEPHATHUB NIpeUlaracMoMy PeryJIMpOBaHuIO.

8. HopmaTuBHO-nIpaBOBOE OCHOBaHUE JJIsl IPUHSTHS MPOEKTa PEIICHHUs

Komuccuu.,

Cratess 30 [loroBopa o EBpa3uiickoM 3KOHOMHYECKOM COHO3€
ot 29 mas 2014 ropga, craten 7, 10 CornaimieHusi 0 e€JIMHBIX MPUHIUIIAX
W TIpaBUax oOpallleHHs! JIeKapCTBEHHBIX CPEeJCTB B paMkax EBpasuiickoro
SKOHOMHUYEecKoro coro3a ot 23 nekadbps 2014 roma, nynkr 100 @ynkuwmii
n nonHomounii CoBera EBpasuiickoil 3KOHOMHYECKON  KOMHUCCHH
(mpunoxenue Ne 1 k Pernamenty paborsl EBpasuiickoil dKOHOMHYECKOU
KOMMCCHUH,  yTBepxkaeHHoro  Pemennem  Beiciiero — EBpasuiickoro
SKOHOMHUYECKOTo coBeTa oT 23 nexadpst 2014 r. Ne 98), Pemenue Briciiero
EBpazuiickoro skoHomHuueckoro copera oT 23 pekabdbps 2014 r. Ne 108
«O peamuzauuu CorjaiieHus 0 eJUHBIX MPUHIUIAX U IpaBUIaX 00paleHus

JICKAPCTBCHHEIX CPECACTB B paMKaXx EBpaBI/II‘jICKOFO 3KOHOMHYECKOTO CORO3a».
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9. Chepa mnosHomouuii Komuccuu, K KOTOPOM OTHOCUTCS MPOEKT

pemenuss Komuceunu.

PerynupoBanue oOpalieHus JeKapcTBEHHBIX CPeJICTB U GOpMUpPOBAHUE
oO0l1Iero peIHKa JIeKapCTBEHHBIX cpe/IcTB B paMkax Coro3a Ha OCHOBE €MHBIX

aktoB KoMmuccumn.

10. ®uHAHCOBO-DKOHOMHUYECKHE HOCJICACTBHA  IIPUHATHA  IIPOCKTa

peICHM s Komuccun JJIE Cy6'BeKTOB Hpe,[[HpHHHMaTGHI)CKOﬁ ACATCIBHOCTH.

CoxkpallieHne CyMMapHbBIX H3JIepKeK IpH TMOJYyUYEeHUU HJOKYMEHTOB
O COOTBETCTBUHM HaJJeXKaluM (papMaueBTUUecKUM mpakTukam Corosa.
Homyck (dbapMaleBTUYECKUX IIPOU3BOLAUTEIIEH, OpraHu3aruu,
OCYHIECTBIISFOIINX  IPOBEJCHHE  HEKIMHMYECKUX W KIMHUYECKHUX
UCCIIEZIOBAaHUH, a TakKe JUMCTPUOBIOTOPOB HA PBHIHOK TOCY/IapCTB-WICHOB,
a TakkKe Ha BHEIIHWE pPBIHKM CTpaH, BXOAAIMX B  CHCTEMY
dapmanepTudeckux uHcnekroparoB (PIC/S), ucnonp3yrongyo aHanioruyibie
MOMXOMABl K WMHCIEKTHPOBAHWUIO M OlEHKe obecreyeHuss KauecTBa

GapmalieBTHYECKOro MpoOU3BOCTRA.
11. Ilpennonaraemele CpoOKH BCTYIUIEHMs NpoekTa petieHus Komuccun
B CHILY.

1 ssaBaps 2016 ropa.

12. OxugaeMsiil pe3yibTaT peryJIupoBaHusL.

Co3naHve  eIMHOM  CUCTEeMbl  MHCIEKTHMPOBaHWS  MPOW3BOJICTBA
JeKapcTBeHHBIX — cpelctB B pamkax  Corosa, obecrieunBaronei

OOBEKTUBHOCTh M TPAHCIAPEHTHOCTh pe3yJIbTaTOB (hapMalleBTUYECKUX
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WUHCIIEKLIMH, MPOBEIEHHBIX pa3/IMYHBIMU UHCIIEKTOPAMHU B IOCYAapCcTBax —
wieHax Coro3a, 4TO B IEPCIEKTUBE NpHUBJIEYET Ha (QapMaleBTHUYECKUH
PBIHOK HOBBIX 3apyOeXXHbIX YUACTHUKOB, U OOJETYUT BBIXOJ HAIMOHAIBHBIX
NPOU3BOAUTENCH, IUCTPUOBIOTOPOB M OpPraHMU3alUl, OCYHIECTBIISIFOIIUX
IIPOBEJIEHNE HEKJIMHUYECKUX U KIMHUYECKUX UCCIEJOBAHUH JIEKAPCTBEHHBIX

CpPe€ICTB, Ha PEIHKH TPETHHX CTpaH.

13. Onucanre oneiTa rocygapcTe —  ujleHoB  EBpazuiickoro
HSKOHOMMYECKOIO COI03a M MEXIYHAPOJHOIO OIbITa PeryJiupoBaHUs
OTHOLLIEHHUM, SBJSAIOIIUXCS IIpeIMeToM Ipoekra peuweHus Komuccun

(c 0OoCHOBaHMEM €0 POIPECCUBHOCTU U IPUMEHUMOCTH ).

B rocynapcrBax — wienax Coroza B HacTosilee BpeMsi TPUMEHSFOTCS
Hal[MOHAJbHBIE npaBuia MHCTIIEKTUPOBAHUS IPOU3BOAUTEIEH
JIEKapCTBEHHBIX MPENapaToB, B Pa3jM4yHON CTENEeHW TapMOHU3UPOBAHHbBIC
¢ TpeboBaHusiMu cuctemy dapmaneBtudeckux wuHcnekToparoB (PIC/S)
(Pecnnybnuka benapyce, Pecnybnnka Kazaxcran, PecnyOnuka Apmenws,
PecniyOnuka KbIprei3ctan) Ui OpUrHHAIBHBIE CHCTEMBI WHCIIEKTUPOBAHHS
(dapmaneBTuyeckux npousBoaAcTB (Poccuiickas denpepaiusi), B KOTOPBIX
NPOBECHUE UHCIEKUUK OCYIECTBIISIETCS] UCKIIOUUTENBHO HAllMOHAIBHBIMU
MHCIIEKIMOHHBIMA ~ Tpynnamu. Crnenuanu3upoBaHHBIE  HWHCIEKTOPATHI
JUIsi TIPOBEPKH COOTBETCTBUSI IpaBWjaM HaJJexaunied JadopaTopHOH,
KJIMHAYECKOW M JUCTPUOBIOTOPCKOM MPaKTUKOM B TOcyAapcTBax — yieHax
Coro3a OTCYTCTBYIOT, UX (DYHKIIMH BBIIOJHSIOT YIOJIHOMOYEHHBIE OPraHbI
rocyaapcts — uwieHoB Coro3a B WIIM 3KCIIEPTHBIE OpTraHU3aIHH.

IIpennaraemasi pefakiysi IpaBuil rapMOHU3UPOBaHA ¢ TPeOOBAHUSIMH
cucteMbl (apmarieBTuyeckux wuHcrnekroparoB (PIC/S) s coBMecTHBIX

(dapMareBTHYECKUX MHCTIEKITHA.



14. CBefieHUsT O MPOBEACHMM NYOJIUYHOTO OOCYXIEHUs MpoeKTa

pewenust Komuccuu.

Jlata pazmewenus: 18 urons 2015.

Cpok mpoBesieHus myonuuHoro oocyxaeHusi: 30 jpHed (no 18 wurous
2015 ropa).

CBoJ1ka OT3BIBOB, AJOopabOTaHHbIE TPOEKT PeLIeHUs] 1 UH(POPMAIIHOHHO-
aHaJIMTHUECKas CrpaBKa pa3MellleHbl o ceblike: https://docs.eaeunion.org/
ru-ru/Pages/DisplayRIA.aspx?s=el1f13d1d-5914-465¢c-835f-2aa3762ed
dda&w=9260b414-defe-45cc-88a3-eb5¢73238076&1=d70984cf-725d-4
790-9b12-19604¢34148c&EntitylD=399.

Crioco0 mpecTaBieHus peIIoKeHU K npoekTy pewueHust Komuccuu
U UHPOPMALMOHHO-AaHAIUTUUECKOH CIpaBKe, a TakKe 3alloJIHEHUS
OMPOCHOTO JIMCTA: C MWCIOJIb30BAaHMEM COOTBETCTBYIOILLIETO  CEpBHCA
opunuampHoro caiita Coro3a; IMyTeM 3aloJHEHUsI OMNPOCHOr0 JIMCTa
Ha OyMa)KHbIX HOCUTENSIX, U (WJIM) IOCPEACTBOM 3JIEKTPOHHOM IOYTHI
Ha azapec: dept_techregulation@eecommission.org.

B  pamkax nyOiMyHOro  OOCYXKAEHMSI C  HMCIIOJb30BAaHHUEM
COOTBETCTBYIOIIEr0 cepBuca oduuuamsHoro caWta Coro3a TOMyYeHE
3ameuaHus  CareiObanauna  Ojpkaca  AHarosibeBU4Ya — (Accouuaunus
MEXTYHAPOIHBIX (hapMaleBTUYECKUX MPOU3BOAUTENEN ).

KoMMeHTapuu ¢ MCIOJIB30BAHUEM OIPOCHOIO JIMCTa MpeACTaBuUIl
Carpibanmua  Omxac  AHatonbeBUY  (Accouuanusi  MeEXKAYHApPOIHBIX

(hapMaIeBTUYECKUX TTPOU3BOIUTENEH ).

15. CBenieHus 0 3aK/II0YEHUH 00 OILIEHKE PEeryJupyHOIIETro BO3/I€UCTBUS

Ha mpoekT perieHust Komucenu.
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16. Mnas uHdopmanus, OTHOCAIIAsCS, MO MHEHHIO JierapTaMeHTa
Komuccruy, OTBETCTBEHHOI'O 3a MOJATOTOBKY TNpoekTa pelieHus Komwmcecnu,

K OCHOBHBIM CBCICHUAM 0 IMPOCKTEC pPCICHUA Komuccun

v (M) O €ro MOAroTOBKE.

IIpoext pemenus Komuccuu paspadorad U ogoOpeH pabodeit rpymoii
mo (QOpPMHPOBAHHUIO OOMIMX MOJXOAOB K PETYJIMPOBAHUIO OOpaLLEHUS
JIEKapCTBEHHBIX CPEACTB B pamKax EBpa3suiCKOro 3KOHOMHYECKOI'O COK03a,
copmupoBannoii npu Komernn EBpasuitckoil 5KOHOMHUYECKOW KOMHUCCHH,
B COCTaB KOTOPOH BXOAAT NPEACTABUTENIM YIOJHOMOYECHHBIX OpPTraHOB

roCy1apCTB-4JICHOB U MPeCTaBUTENN OU3HEeC-cOO0IIECTRA.



