COT'JIAINEHUE
0 €IHHbIX NPHHIHNAX U NPABHJIAX
00paleH s JIEKAPCTBEHHBIX CPEACTB B PAMKAX
EBpa3uiickoro 3x0H0MHY€ECKOT0 01032

I'ocynapcTBa — unensr EBpasuiickoro  3KOHOMHYECKOIro COI03a,
MMEHYyEMBIE fajlee roCy AapCTBAMU-4JIEHaMHU,

OCHOBEIBasACh Ha [loroBope 0 EBpasuiickoM 3KOHOMHYECKOM COIO3e
oT 29 mas 2014 ropa,

NOATBEpXKaas HaMmepeHue pa3BHUBaTh 5KOHOMHYECKOE
COTPYAHUYECTBO U PaCUIHPATE TOPrOBO-95KOHOMHYECKHE CBS3H,

[IpU3HABasA, YTO JIEKAPCTBEHHBIE CPEACTBA OTHOCSATCA K COIHAILHO
3HaYUMOM MPOIYKIHH,

B LeNAX (OPMUPOBaHHs OBLIEro PHIHKA JEKapCTBEHHBIX CPELCTB B
pamKax EBpé.BHI‘/choro 3KOHOMHKYeCKOro corosa (nanee — Coios),

CTaBs LEJbBIO YKPEIUICHHE 30pOBES HACENeHHS rOCYHapCTB-WICHOB
myteM ofecreyeHHs [OCTyna K  O€30MAacHBIM, 3Q(eKTHBHEIM ¥
Ka4eCTBEHHBIM JIEKApCTBEHHBIM CPeCTBAM,

PH3HABas LEIECO0OPasHOCTh INPOBEAEHHS CKOOPAHHHPOBAHHOM
R NOJMUTHKH B cdepe oOpamenus JICKAPCTBEHHBIX CPEACTB C YYETOM
B32UMHOH 3aMHTEPECOB2HHOCTH B OGECHEYEHHH rapaHTHH 6Ge30macHOCTH,
3)hEKTUBHOCTH M KayecTBa JIeKapCTBEHHBIX CPEACTB IUIsl JXH3HM U
3MOPOBBS  JIIOAEH, OXPaHBl OKPYXAMOIIeH CPeiBl, KM3HH ¥ 340POBbS
KUBOTHBIX H DAacTe€HHH, NpeAaynpexaeHHd OeHCTBHI, BBOAAMMX B
3ab1ysk IeHHe TOTpebuTeNeH, |

CTPEMSCE K CO3MaHUIO ONTUMAIBHBIX YCJOBUM [/  pasBHTHS
(hapMalLieBTHYECKO# IPOMBIILIEHHOCTH, TOBBILICHHIO KOHKYPEHTOCIIOCOOHOCTH

(bapMalIeBTHIECKOH TPOAYKIMY, IPOM3BOIMMOM Ha TEPPUTOPHSX rOCyAapCTB-

WICHOB, U BLIXOIY HAa MUPOBOH PBIHOK,
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CTPEMACE K  YCTPaHEHMIO HEOOOCHOBAHHLIX OrpaHHYEHHH
B3aHMHOH TOProgie,

COI'JTACHJIIUCE O HHXXECNIeYIOEM:

Cratss 1
Onpenenenns

1. ins menedt Hactosmero Cornamenus HCTIONB3YIOTCS NOHATHS,
KOTOpBIE 03HAYAIOT CIIEAYIOLIee:

«ICKApCTBEHHOE CPEACTBOY ~ CPEACTBO, NPEACTABASIOmEE COGOM WK
COACPXKalllee BCIIECTBO KM KOMOUHAIMIO BEIUECTB, BCTYMAKOMIEE B
KOHTaKT C OpraHM3MOM 4YelOBeKa, NpeAHa3sHAYEeHHOe IS JIEYEHHs,
NPOQUNAKTHKH 3a60JI€BaHUM YeoBeKa MK BOCCTaQHOBJIEHHS, KOPPEKIIHU
WM H3MEHEHUA €ro  (QU3MONOrMYECKHX  (YHKLHUIA IIOCPEACTBOM
(hapMaKoNOrH4eckoro, HMMMYHONOIHYECKOro  JHGO MeTabonnueckoro
BO3EHCTBHS MJIH JJI1 AUATHOCTUKH 3260 1eBaAHHIA 1 COCTOSHUYN YeJloBeKa,

(JICKApCTBEHHEIA Mpenapar» — JeKAapCTBEHHOE CDEACTBO B :370: (S
JIEKapCTBEHHOH GOPMEL;

«HaIeXallHe (apMalleBTHYeCKHEe NPAKTHKH B chepe obpauieHus
JICKApCTBCHHBIX CPEACTBY (Hajlee — HajIexKamue (apMaleBTHYECKUe
MPaKTHKW) — TpaBHNIa, PACIPOCTPAHSIOWIAECS HA BCE STAMEL oOpaienus
JICKapCTBEHHBIX ~ CPEICTB:  Hajnmexamias  JabopaTopHas IIDaKTHKa,
Hajiexallas  KIMHAYECKas IIpakTHKa, Hajjexamas IIPOH3BOACTBEHHAs
TpaKThka, Hajmexamas AUCTPUOBIOTOPCKAs IIpaKTHKA, Hajylexalmas
AlITeYHAd NpaKTHKa, HaJlexalias NpaKTHKa (apMakoHag30pa M ApyTHe
NPaKTHKH;

«obpallleHue J1eKapCTBEHHBIX CPEICTRY — ACATEeIbHOCTD, BKITIOYAIOIIas
TPOLECCEl  pa3spabOTKH, MOKITHHMYECKUX HCCIENOBAHMHY, KIMHHYECKHX

MCC/IEIOBAaHUH (MCNBITAHHI), SKCHOEPTH3EL, Perucrpauuy, GapmMakoHaasopa,



KOHTpOJIA  KauecTaa, IIPOM3BO/CTRA, H3TOTOBJIEHUS, XpaHeHHUs,
TPaHCIOPTHPOBAHUS, BBO3a Ha TAMOXXEHHYIO TeppUTOpHI0 CO03a H BEIBO3a ¢
TaMOXEHHOH Tepputopun Coro3a, IepeMeleHHs c TEPPHTOPHU OIHOTO
FOCYAapCTBa-1ICHa HAa TEPPUTOPHHM APYTHX TOCYHAPCTB-WIEHOB, OTIyCKa,
pealu3alny, Oepefavyd, IpUMEHEHHs, YHHYTOXKEHHUS JIEKapCTBEHHEIX
CPEICTB;

«apmaneBTHYeCKas CYGCTAHLHSA» — JIEKapCTBEHHOE  CPEJCTBO,
NpEIHasHAYEHHOE [y IIPOU3BOLCTBA M H3TOTOBJIEHHS JIEKapCTBEHHEIX
npénaparos.

2. 'ocynapcrpa-uneHsl  mpu bopmMHpoBaHuM  o6ILEero pBIHKa
JICKapCTBCHHBIX ~ CPENCTB B paMkax  Comw3sa PYKOBOACTBYIOTCS
YHAQUIUPOBaHHBIMU MOHSTHAMH U HX ONpPENEIEHHSIMU B COOTBETCTBHH C
HHQOPMALIHOHHBIM CNIPAaBOYHHKOM IIOHSTHH K onpeneneHUd B cohepe
oOpalleHHs JIeKapCTBEHHBIX CPefCTS, ¢>opanOBaHne U BeICHHE KOTOPOro
ocywiecTBiseTcs EBpasuiickoli 3kOHOMHYECKOHt KOMHCCHet (mamee -

Komuccus).

Cratps 2
Cdepa npumenenns Cornamenus
1. Hacrosiuee Cornamenne ycTaHaBnuBaeT eqmHBIe IOPHHUUIB U
NpaBuIa OOpAIEHHs JIEKAPCTBEHHBIX CPEACTB B pamkax Coroza B mensx
$opmMupoBaHus OOLIEr0 PHHKA JIEKapCTBEHHBIX CPeACTB B pamkax Coroza.
2. [leficteiie  Hacrosimero  CornauieHus pacrpocTpaHseTcss Ha
NMPpaBOOTHOWICHHUSA, BO3HUKAIOIME B Coepe oOpalleHHs JleKapCTBEHHBIX

CpeACTB, HAXOAAIMXCS B oOpautenuu B pamkax Coro3a.



4

Cratps 3
PerynupoBanue o6paluenus IeKapcTBEHHBIX CPEICTB

1. Perynupopanue o6paieHns HéKapCTBeHHBIX CpeACTB B paMKax
Corosa OCymIECTBIACTCS B COOTBETCTBUH C HACTOSLIMM Cornamenuem,
APYTHMH MEXAYHapOAHBIMH JOTOBOPAMH, BXOJAIMMH B mpaBo Coro3a,
pemeHuaMy KoMuccnu 1 3akoHO4aTeNECTBOM IOCY [apCTB-YIEHOB.

Pemenns Komuceun, perymupyromme o6pamenue JIEKapCTBEHHBIX
CPEACTB, pa3pabaTHIBAIOTCA HA OCHOBE MEXKLYHAPOIHBIX HOPM.

2.TocynapcTBa-uneHsl- HampaBifloT B KoMmuccHio IPEUIOKEHUS
B OTHOIICHHWH pa3palOTKH IpPOEKTOB akToB opraHoB Corosa B chepe
oOpallieHHs JIeKapCTBEHHBIX CPEJICTB.

3.B wuenax obecleyeHdst BBINOJHEHHUS TpeboBaHUit B cdepe
oOpalueHus eKapcTBEHHBIX CpelcTB B pamkax Corosa Komuccus BIIpaBe
NIpUHUMATh PEKOMEHAALMH, KacaollMecs OINpeNeieHHsS ONTHMAIbLHBIX
NOAXO0M0B, peamu3alys KOTOPHIX ITO3BOJIUT ODECTIEYUTh BBLIMOJHEHHE TAKUX

TpeOOBaHUIA.

Cratps 4
DyHKUHOHHPOBaHKE 0OLIEro PBIHKA JIEKADCTBEHHEBIX CPEICTB
B pamkax Coro3a

1. l'ocynapcTBa-uneHEs! popmupyroT 0O6IIHiA PBIHOK JIEKQpCTBEHHBIX
CPEACTB, COOTBETCTBYIOIIKUX TpeOOBaHUAM HAAJIEKAIHX (bapMalleBTHYECKHX
NIDaKTHK, COIJIACHO IIPHHUHUIIAM, YKa3aHHEIM B cTaThe 30 HoroBopa o
EBpasuiickoM 3KOHOMHYECKOM coro3e ot 29 mas 2014 roga.

2. I'ocymapcTBa-4nieHsl MPOBOAAT CKOOPAMHHUPOBAHHYIO IONHTHKY B

cepe obpalieHHs IEKAPCTBEHHBIX CPECTB OCPEACTBOM:
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a) NPUHATHS Mep, HEOOXOAUMBIX Ui FapMOHHM3aLUMH ¥ yHUDHKALUH
3aKOHOZATeIbCTBA MOCYapCTB-YICHOB B cepe 0OpaleHus TeKapCTBEHHBIX
CPEZICTB; |

0) IpUHATAS €OMHEIX IpaBWl M  TpeGoBaHMIt peEryIupoBaHHs
obpallieHus JJeKapCTBEHHBIX CPE/CTB;

B) obecrieyeH s eqMHCTBa 06s3aTebHEIX TpebOBaHHi K Ge30MaCHOCTH,
5QGEKTUBHOCTH W KadeCTBY JIEKAPCTBEHHBIX CPENCTB Ha TEPPUTOPUAX
roCyapCTB-YIEHOB U HX COOJIIOCHUS,

r) obecrieyeHHs eMHBIX IOAXOIO0B K CO3NAHUIO CHCTEMBI 0BecedeH s
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB;

J) TapMOHHM3AMH 33aKOHOJATENIbCTBA T'OCYapCTB-UIEHOB B 06NacTH
KOHTpOJIst (Han3opa) B cdepe obpalleHus 1eKapCTBEHHEIX CPECTB.

3. lna uenedt peanusauuu Hacrosmero CorjameHus rocyaapcraa-
WICHH] OIIPEAEIIOT OPraHbl rOCyJapCTBEHHOM BJIACTH, YIIOJIHOMOYEHHbIE Ha
OCYIECTBICHHE ¥ (WIX) KOOPIMHALMIO JESTeNBHOCTH B chepe obpalieHus
JNIEKapCTBEHHBIX CPEICTB.

4. KoopiuHauys [eATeNnsHOCTH, HANpPABIEHHOW HAa apMOHH3ALMIO
3aKOHOJATENILCTBA FOCYAAPCTB-WIEHOB B cepe oOpalleHus TeKapCTBEHHbIX
CpeACTB, ocyutectBiserca Komuccueit.

5. OpraHs! rocy1apCTBEHHO BIIACTH FOCYHAPCTB-U/IEHOB, YKa3aHHEIE B
IYHKTE 3 HACTOSLIEH CTaThH, IPOBOMAT KOHCY/IbTAIIUH, HAlpaBieHHHIE HA
COrJIaCOBaHHE IMO3NLMHA IOCYAapCTB-WIEHOB MO BOIPOCAM pETyIHPOBAHHUS

06pa1ueHmI JICKApCTBEHHBIX CPEACTB.



Cratps 5

l'apmonnsauus rocynapersenusix dapmaxoneit rocy1apCTB-4JIeHOB

1. T'ocynapctBa-wieHsl  mpuHUMarOT MEpPEl IS YCTaHOBJICHUS
¢apmakoneiiHbix Tpe6oBanmii Corosa [IOCPEACTBOM IIOCJIEXOBATENbHOM
TapMOHM3ALUMK  (apMakomeHHEIX  crarelt  (O6mHX  m YaCTHBIX)
TFOCYAapCTBEHHBIX (apMaKoIieil rocy1apcTB-YwiIeHOB.

2. I'apMOHHM3aLHs [OCYJapCTBEHHBIX hapmakoneif rocynapcTs-4ieHoB
NIPOBOJUTCA C HCIIOIBb30BAHHEM Mexcnyﬁaponaoro OIbITa TapMOHHU3AIHMU
HaUMOHANBHEIX  (QapMakomeMHEIX TpeGOBAaHHH B  COOTBETCTBHH ¢
KoHLenuueH, yreepxxaaemoii Komuccuei.

3. @apmaxoneiiHele cTateu  (OOmHe H YacCTHbIE), OHOOpeHHEIe

®apMaKkoneHHBIM  KOMHMTETOM Co;o3a,. B COBOKYMHOCTH 00pasyior
Dapmaxornero Corosa, KoTopas yTeepxaaercs Komuccueli.

4.YactHele  ¢apMakoneiiHple  CTaThH ®apmakonen  Corosa,
yCTaHABIMBAIOIIKE TPEOOBAaHUA K KadecTBY JIEKapCTBEHHEIX CPEACTB,
pelHAasHAYeHHBIX Mt oOpamenus B pamkax Corosa, paspaGaTeBaoTCH
B COOTBETCTBHH C KOHLICIIUMEH, YKa3aHHOM B ITyHKTE 2 HACTOAIIEH CTATHH.

5. Hopsanox mearensHoctn @DapmakoneiiHoro kommtera Coroza
onpenesercs Komuccuei.

6. [l1s uenell perucTpauu¥ M KOHTpONS KadecTpa JIEKapCTBEHHEIX
CPEICTB, NpeHA3HAYEHHBIX JUIf OOpalieHHsl TONBKO Ha TEPPHTOPHH
OTAEJIBLHOIO rocyaapcraa-yjieHa, IIPHUMEHSIOTCA TpeOOBaHHA

TOCyapCTBEHHOMN (apMaKOIIeH 3TOro rocyAapCTBa-uieHa.




Crates 6
JOKITMHUYECKHE B KIIHHIYeCKHe HCClIe[OBaHUA (MCIIEITAHHSA)
B rocyJapcTBax-4jieHax

B nemsx obecnevenus (QyHKIHOHHPOBAHHS obIero  priHKa
JIEKapCTBEHHBIX CPeACTB B paMKax COro3a JOKIHHHYECKHE M KIHHHYECKHE
UCCIEIOBaHHS (MCHIBITAHMS) JIeKApCTBEHHEIX CPEACTB B roCyJapcTBax-
YjeHax IIPOBOAATCA B COOTBETCTBMHM C MpaBHIAMH HaJjexamei
1abopaTOpHOH MPaKTHKH, [IpaBUJIaMK Ha[JIeXallel KIMHUYECKOH MpaKTHKU
M TpeOOBaHHAMH K  NPOBENEHHIO  HCCIIENOBAHMIL (ucneITanmit)

JICKAPCTBCHHLBIX CPEICTB, YTBEpXXOaEMBIMU KoMuccueii.

Cratbs 7
Peructpauus u skcneprusa nekapcTBeHHBIX CpeacTB

1. 'ocynapcTBa-ieHbl OCYLIECTBISIOT PETHUCTPALMIO H 3IKCIEPTH3Y
JICKApCTBEHHEIX CPEACTB, IpEeAHA3sHAYEeHHEBIX [ obpalieHus Ha obmeM
PBIHKE JIEKAPCTBEHHBIX CpeNCTB B pamkax Cor03a, B COOTBETCTBHH C
NMpaBUIaMH  PErHCTpalldl M 9KCIEPTU3bl  JIEKApPCTBEHHBIX  CPEACTB,
yTBepxKaaeMbIMU Komuccuei. |

2. TpeboBanuus K CTPYKTYype, Popmary, COJEPXaHHIO
PETHCTPalliOHHOrO0 IOCBE, CTPYKTYPE M COIEPKAHMIO OTYETAa 10 OLEHKE
PETHCTPAllMOHHOr0  IOChE, (POpPMa PETUCTPALHOHHOTO — YIOCTOBEPEHHS
JIEKapCTBEHHOr0  CpPEeACTBa,  MOPSAOK  BHECEHHS  H3MEHEHHH B
PETHUCTPALMOHHOE NOCBE, OCHOBAHMA MJIA OTKa3a B PETMCTPALMH, OT3HIBA,
IpAOCTAHOBNICHHS MJIM  NPEKpAllleHHs [JeHCTBAS PEerHCTPALHOHHOTO
YAOCTOBEPEHHs JIEKAPCTBEHHOrO Cpe/CTBA YCTAHABIMBAIOTCS B NPAaBHIAX,

YKa3aHHBIX B ITyHKTE 1 HacTosumiel crateu;



3.Ilpy perucTpanmMmu U  SKCIIEpTH3e JIEKapCTBEHHBIX  CPEJICTB
rocyiapcTBa-WIeHsl HCIOB3YIOT HOMéHKnaTypy JIEKapCTBEHHBIX (opM,
yTBepxxaaemyro KoMuccuei.

4. Perucrpanys  mog OJHMM  TOProBHIM  HaHMEHOBaHHEM
JICKAPCTBCHHBIX CPENCTB, HMEIOIIMX pa3lIMYHBI KaYeCTBEHHBIH COCTaB
AEeHCTBYIOIIMX BEINECTB, 3alpeIaeTcs.

5.T'ocymapcTBa-uleHsl He JOMYCKAIOT YCTaHOBJIEHHE B CBOEM
3aKOHOZNATE/IECTBE [IOBTODHOH —DErHCTpauMH  JIEKapCTBEHHEIX CpPEACTB,
3apCTUCTPUPOBAHHBIX HA HX TEPPUTOPUH B COOTBETCTBHH C NPABHIAMH
PETHCTpallid M 3KCMEPTU3Bl JIEKAPCTBEHHBIX CPEICTB, YTBEPXAAEMBIMH
Komuccueii.

6. B pamkax Coro3a perrcrpaiuy He IOfexar:

a) NIeKapCTBEHHBIE CPE/CTBA, H3TOTOBIICHHBIE B ANTEKaX;

6) hapmaneBTHYECKHE CyOCTaHIINY,

B) JICKAPCTBEHHBIE CPEJCTBA, NpeJHA3HAYeHHEIe M1 HCIIOMB30BAHMS B
Ka4yeCTBE BEICTABOYHBIX 00Pa3IoB;

I) IEKapCTBEHHBIE CPEACTBA, INpeAHA3HAYEHHbIE IS IIpOBeaEHHS
AOKTHHHIECKHX 1 KIMHHYECKHX UCCIENO0BAHNIT (HCIBITAHHH);

) JIEKapCTBEHHbIE CpEJCTBA, BBE3CHHEBIE buzpueckuM nMIOM 1A
JIMYHOT O IPUMEHEHUS;

€) paanodapMaLeBTHIECKHe JIEKApCTBEHHEIE [Ipenaparhl,
M3TOTOBJICHHBIC ~HEMOCPEACTBEHHO B MENHUIMHCKHX OpPraHU3alHsX B
MOPANKE, YCTAHOBJEHHOM ynonHomoéeHHHMH OpraHaMH ToOCyZapCTB-
YJICHOB,

XK) JIeKapCTBEHHBIE CPENCTBA, He npenHasﬁaquHLIe IS peanu3aium
Ha TaMOXXeHHOH Tepputopuu Coro3a;

3) o6pasiBl  JIEKapCTBEHHBIX  CpPECTB, [IpeJHa3HaYeHHBIE  [JIs

PETHCTPAllUH K CTaHAAPTHBIE 00pasLibl.
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7.1lpn ocylecTBNIEHHH mNpoONENypSI PETUCTpallid M  3KCIHEPTH3bI
JICKapCTBEHHBIX ~ CPEACTB  roCy[apCTBa-wiICHHl  B3aHMHO  IIPHU3HAIOT
PE3yJbTaThl NOKIMHHYECKUX (HEKIHHHYECKHX), KIMHHYECKAX H HHEIX
UCCIeNOBAHUH  (MCIBITaHWH)  JIeKAPCTBEHHBLIX  CPEJCT, pe3yNbTaThl
MHCIICKTUPOBAHHA  NPOM3BOACTBA, MOKIMHMYECKHX  (HEKIMHHYECKHX),
KIHHAYECKUX MCCE0BAHHH (MCIbITaHHI) IEKAPCTBEHHBIX CPE/CTB, CHCTEM
(apmakoHagzopa Ha COOTBETCTBHE npaBUJIaM HaJllIeXamux
(bapMaLeBTHYECKMX IIPaKTHK, a TaKxke TpeOOBaHUAM, YTBEPXKIAEMbIM
Komuccueit.

['ocynapcTea-uiieHs! CO3Ma10T YCIIOBUS [UIs IIPOBEICHHS UCCIIEJOBaHHH
(MCTIBITAaHHH]) JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBHH C MEXIyHapOJHEIMH
CTaHIApTaMH H 00ECIeYHBAIOT COIOCTABUMOCTE UX Pe3yJIbTATOB.

8. Yperynuposanue BO3HHKAIOWMX P PErHCTPALIAH JIEKapCTBEHHBIX
CPCACTB pa3sHOIJACHH OCYWIECTBISAETCS OKCNEPTHBIM KOMHTETOM IO
JICKapCTBEHHBIM CPEICTBaM (fasiee — DKCIEPTHEIA KOMHTET), CO34aBaeMbIM
npu Komyccun U3 npescTasuTenell rocyapcTB-1wIeHOB H OCYILECTBISIOMHM
AEATeIBHOCTE. B IOPsAKE, yTBepkaaeMoM KoMuccueii.

9. PeleHue yronHoMO4eHHOTO OpraHa rocyiapcTBa-uwieHa o6 OTKase B
BBIIaY€ PErHCTPAlHOHHOTO YAOCTOBEPEHMS JIEKapCTBEHHOTO CpEeACTBa
MOXET OHITh OGXaloBaHO B CyJe 3TOTO OCYHAapCTBa-WIEHA B NopsaKe,
INpEAYyCMOTPEHHOM  OJI  pa3pelieHHs  CIIOPOB, BO3HHUKAIOIHX U3

aIMHHHCTPaTUBHBIX U HHBIX ITyOIUYHBIX IPABOOTHOLIEHMIA.

Cratbs 8
Peanuzarus nekapcTBeHHBIX CpeJCTB
1. B pamkax Coro3a momyckaercs peaam3arus JIEKapCTBEHHEIX CPEICTB
Ip¥ YCJIOBHM, YTO OHHM MpPOUIIH pPErHCTPAllHI0 B COOTBETCTBHH C

npouenypo#, ycranasiuBaemoit Komuccuell, 1 cBeleHHs 0 HHX BHECEHEl B
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€lMHBIE  peecTp 3apemcrpup03aﬁﬂmx JIEKAPCTBEHHBIX  CpEJICTB
EBpa3suiickoro sSKOHOMHYIECKOT0 COr03a.

2. JlexapCTBEHHBIE CDEJICTBA, 3aPEIMCTPUPOBAHHEIE YIIOMHOMOYEHHBIM
OpraHOM rOCyAapCTBa-ieHa JO BCTYIUIEHHA B CHIy Hacrosuiero Cormamenus,
peaim3sylorcs Ha TEPPUTOPHH ITOMO TOCYNAPCTBA-WIeHA 10 OKOHYAHHS CPOKa
JICHCTBHS PErMCTPALMOHHEIX YIOCTOBEPEHHH, BBIIAHHBIX YIIOMHOMOYEHHBIM
OpraHoM rocynapcTBa-uieHa.

3. JlekapcTBeHHBIE CPEAICTBA, 3aPETHCTPUPOBAHHBIE B COOTBETCTBHH CO
cratbed 7 Hacrosmero CornameHus H peanusyemsle B pamkax Coro3a,
J0/DKHBI MMETh MapKHPOBKY B COOTBETCTBHH C €AMHLIMH TPeOOBAaHHAMH K
MapKHpOBKE JICKapCTBEHHBIX CpEACTB, YTBEPXHaeMEIMH KoMHccHed, H K
HUM JI0JDKHA TIIPUIIAraThbCs HHCTPYKUKSA 110 NPUMEHEHHIO, COOTBETCTBYIONIAs
€NUHEIM TPEOOBAHHAM K HMHCTPYKLHH 110 MEJHIHHCKOMY MPHMEHEHHIO

JICKApCTBCHHBIX CPEICTB, YTBEPXKOaeMEIM Komuccueii.

-Cratbs 9
IIpon3BoACTBO SleKapCTBEHHBIX CPEACTB

1. TIpOM3BOACTBO  JIEKAPCTBEHHEIX CPEICTB B  paMKax Corosa
OCYLIECTBIAETCA B COOTBETCTBHM C  [IpaBHJIAMH  HajIexamieil
NPOM3BOJCTBEHHON NMPAKTUKH, yTBepXAaeMEIMH KoMuccueil, Ha 0CHOBaHUH
paspelieHus (IMLEH3MM) HAa IIPOM3BOACTBO JIEKAPCTBEHHBIX CpEeICTB,
BEIJAHHOTO B COOTBETCTBHH C 3aKOHO/ATENECTBOM rOCYAapCTB-ICHOB.

2. YIONTHOMOYCHHOE JMLO MPOM3BOLHTENS JEKAPCTBEHHBIX CPEICTB
JIOIDKHO OBITH aTTECTOBAHO YIIOMHOMOYEHHBIM OPraHOM IOCYLapCTBa-WieHa
B COOTBETCTBUM C TOPAOKOM AaTTECTAllMU  YIOJIHOMOYEHHBIX JIHI]
IIPOM3BOJMTENICH JIEKAPCTBEHHBIX CpPEACTB, YTBEepxaaeMbIM KoMuccHeil.
ATTECTOBAaHHBIE YIIOJIHOMOYEHHEIC JIHLA [POU3BOJMTENeEH JIeKApCTBEHHBIX

CPpCACTB BKJIIOHAKOTCA B PEECTp YTIIOJIHOMOYEHHBIX JIMI IPOHU3BOOUTENCH
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JICKApCTBEHHBIX  CPEACTB  EBpasuiiCKOTO  3KOHOMHYECKOTO  COM03a,
GopMHpoBaHHE M BelcHHe KOTOPOTO | ocymecTBisoTcs Komuccueir B
COOTBETCTBHH C yTBepxaaeMeM Komuccuelt mopsmkom.

3.B ciyyae HeHanexallero HCIOMHEHHS CBOHX OGS3aHHOCTEH
YHOJIHOMOYEHHbIE JIHIA HPOM3BOIHTENEH JIEKapPCTBEHHBIX CpPEJCTB HECyT

OTBETCTBEHHOCTH B COOTBETCTBHUH C 3aKOHOAATCJIBCTBOM I OCYyIapCTB-YJICHOB.

Cratps 10
DapMmarneBTHYECKHE HHCIEKLIHH

1. IlpoBenenune dapmaLeBTHYECKHX HHCHIEKIHH OCYILIECTBJISIETCA Kax
(papMaLeBTHYECKHIMH HHCIIEKTOpaTaMH OJHOT'O M3 rOCyAapCTB-YJIEHOB, TaK U
COBMECTHO (apMaleBTHUECKUMH HHCIICKTOpaTaMH TOCYJapCTB-UJI€HOB B
COOTBETCTBHH C IIpaBU/IaMH, onpenensieMeiMu Komuccueit. ITo pesynsraram
MHCIICKLMH COCTAB/IACTCSA MHCIIEKIHOHHEIH OTYET 110 (hopMe, yTBEPXKIaeMOit
Komuccueii.

2. PapMaleBTHYECKHE HHCIEKTOPATEHI roCyapCTB-4JIEHOB
OCYIIECTBIIAIOT ACATCIBHOCTE B COOTBETCTBHH C OOUIMMH TpeGOoBaHHIMH,
yrBepxaaeMeIMi KoMuccueii.

3. dapMmalleBTHYECKHE MHCIIEKTOPATHL roCyJapCTB-YICHOB
COTPYAHHHAIOT ApYr ¢ APYrOM C LENbI0 OOMEHA OMBITOM, IOANEPKAHHA U
COBEPIICHCTBOBAHHMSA CHCTEMBI OOECIEYEHHS KadecTBa JIEKAPCTBEHHBIX
CPeACTB M CHCTEMBl KayecTBa (apMaleBTHYECKUX HHCIIEKTOPATOB,
obecreynBaOT yyacTue (apMmaleBTHUeCKHX HUHCIIEKTOPOB B MEPONPHATHIX
(B TOM 4YHClie POBOAUMEIX BcemupHoii opranusanuei 3IpaBOOXpaHEHHS U
APYTHMH  MEXIOYHapOOHBIMH  OpraHM3alUsAMH), HMEWHX  LENbI0
NOBBIIIEHHE HX KBAITM(DHKAIHH.

4. Komuccuelt ¢ yuerom npemnoxeHumit roCynapCTB-YJIEHOB BEHETCA

peecTp (apMaleBTHIECKHX HHCIEKTOPOB EBpasHiiCKOro 3KOHOMHYECKOTo
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coro3a. DOPMUPOBAHHE U BeleHHE YKA3aHHOTO peecTpa ocyIecTBIseTCA B
nopsnke, yrsepxxaaemom Komuccueii.
5. Obecriedenne [IeATeNBHOCTH (hapMaLEBTHUECKUX HHCIIEKTOPAaTOB

rocynapCTB-4J€HOB OCYILECTBIISIETCH rocynapCTBaMH-4JIEHAMH.

Crartps 11
OnToBas peain3sanys, TpPaHCIIOPTHPOBAHUE U XpaHEHHe
TIEKapCTBEHHEIX CPEJCTB
OnroBas peanu3zanus, TPAaHCIIOPTHPOBAHHUE 51 XpaHeHHe
JIEKApPCTBEHHEIX CpencTB Ha TEPPUTOPHAX rOCYJapCTB-YJIEHOB
OCYIUECTBJIIIOTCA B COOTBETCIBHUU  C [IpaBUIaMH  HaJuIexalei

AHCTPUOBIOTOPCKOM IIPAKTHKH, yTBepKaaeMeIMH KoMuccueit.

Crarps 12
DapmakoHaa30p

1. T'ocynapctBa-uneHsr obecneynBarT 3pdexTHBHOE
OYyHKUMOHHPOBAaHHE  HALMOHANBLHOH  CHCTEMEI dapmakoHagsopa B
COOTBETCTBHH C Ha[NeXKalleHd NpakTHKOH (apMmakoHag30pa, YTBEPXKaeMoii
Komyccuelt, v 3akoHomaTebcTBOM roCyJapCTB-4IEHOB,

2. TocynapcTBa-4/leHsl  yCTaHABIMBAOT B CBOEM 3aKOHOJATEILCTBE
NONIOKEHHS 00  OTBETCTBEHHOCTH  jepy arelieid PETHCTPAaHOHHEBIX
YAOCTOBEPEHHH JIEKADCTBEHHEIX CPENCTB U MHBIX CyOBeKTOB 0OpalleHHs
JICKAPCTBEHHBIX CPELCTB, HApYIIAIOUIKX 00sA3aTe/bHbIE TPeGOBAHHS B chepe
(apmakoHa30pa.

3. VIIONHOMOYEHHbIE  OpraHb FOCYAapCTB-WIEHOB  00ecre4yuBaroT
KOHTPOJIb BBINONIHEHHA [EPXKATEISIMHU pPerUCTPAIlHOHHEIX YAOCTOBEpEHHIA
JICKAPCTBEHHBIX CDPEICTB, HAaXOAAUIMXCA B OOpAalleHHH Ha TEPPUTOPHUIX

TOCYRapCTB-4I€HOB, 00A3aHHOCTEH 1O (apMaKOHA/30py B COOTBETCTBHH C
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HaJuexalied  NpakTUKoH  QapmakoHagsopa u 3aKOHOZATEILCTBOM
roCyapCTB-4/IEHOB.

4. O6MeH MeXIy YHOTHOMOYEHHBIMH OpraHaMHd TIOCyJapCTB-YJICHOB
MHOpMallHesl O BBISBICHHBIX HEXeJIaTeIbHBIX peakuuax (JedcTBHIX) Ha
JICKapCTBEHHBIC CPENCTBA, U3MEHEHUSX B OLEHKE COOTHOLIEHMS IONL3EI H
PHCKa JIEKapCTBEHHBIX CPEICTB, HaXOAAIUXCS B OOpaleHHHU Ha TEPPUTOPHSX
FOCYHapCTB-YJICHOB, M IPHHSATHIX MepaX IIPM IpeBHIIEHHH pHCKa Haj
NOJIB30H OCYILECTBIAETCS B MOPSLKE, yTBep)Kaaemom Komuccueii.

5. OKCIIepTHBIH  KOMUTET paCCManHBaeT CIyyad pacXxOXIEHHS B
MO3NIHAX TOCYAAPCTB-UICHOB II0 BOIPOCY OLIEHKH COOTHOINEHHUS MONB3LI H
PHCKa JICKApCTBEHHBIX CPE/ICTB, HAXOAAILUXCS B 0OpaIleHUH Ha TEPPUTOPHAX
roCyAapCTB-4IEHOB.

6. 'ocynapcTBa-wieHEl oCylecTBIAIOT 06Men uHbOpManuei 1o
PE3YJIbTaTaM NPOBENCHMS HHCIIEKLUA CHCTEMEI hapMaKOHaA30pa AepiKaTes
PETHCTPALMOHHOTO  yNOCTOBEPEHUS JIEKAPCTBEHHOIO CPECTBA C IENBIO

OIIp€ACNCHHUS HX COOTBETCTBUA 3aKOHONATEeJILCTBY. FOCYI[apCTB-‘{JIeHOB.

Cratps 13

I'ocynapcrBenHbIit KOHTPOIE (Ham3o0p)

33 OOpalleHneM IeKapCTBEHHBIX CPELCTB
1. T'ocynapcTBa-4neHsl  ocyIuecTBsiOT TOCYAapCTBEHHBI KOHTPOJIb
(Hamsop) 3a  ofpalleHHeM JeKapcTBEHHBIX CPENCTB B  IOPSAJKE,

YCTaHOBJICHHOM 3aKOHOJATENIbCTBOM rOCYAapCTB-YIEHOB.
YIOIHOMOYEHHEIE  OpraHbl  IOCY4apCTB-WIEHOB OCYIECTBJIAIOT
B3aUMOJCHCTBUE IO  BEISABIICHHIO danbcuPuIUpoBaHHBIX u  (MTH)
KOHTPaaKTHBIX JIEKAPCTBEHHEBIX CPEACTB B MOPSANKE, YTBEPKIAEMOM

Komuccueii.
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2. YIIONTHOMOYEHHEIE OpraHbl [OCYJapCTB-4YNEHOB B Clly4ae OTHECEHHS
JICKapCTBEHHBIX CPE/ICTB K NPENCTABNAIOLINM ONACHOCTh IS KU3HH U (HITH)
310pOBbA YeJI0BeKa, HeapHEeKTHBHEIM, HEN0OpOKaYeCTBEHHEIM,
(anbcHGUUUPOBAHHEIM H (HIH) KOHTpahaKTHEIM JIEKapCTBEHHBIM CpPECTBaM
HE3aMEMIMTENbHO HANpaBIAIOT COOTBETCTBYIOUIME CBEACHUS B KOMUCCHIO U
YBEIOMIIIOT 00 3TOM yIOTHOMOYEHHbIE OPraHhl APYrHX rOCYZapCTB-4YJICHOB,

d TaKXX€ B paMKax CBOEH KOMIICTeHIIMY IPUHUMAIOT MEPEI, 06CCHC‘-IHBaIOIIIHC

OII€paTHBHOE H3BATHE H3 oGpamennﬂ JICKApCTBCHHEBIX - CpPENCTB,

NPEACTAaB/IAOIUX ONAaCHOCTD MJI XXU3HU U (HJIH) 300POBBA YEJIOBEKA.

Cratbs 14

ENUHBIA peecTp 3aperncTpUpOBaHHEIX JIEKAPCTBEHHBIX CpeJICTB
EBpasuiicKoro 5KOHOMHYECKOTO COI03a H HHPOPMALHORHEIE 6a3sl TaHHbIX

B chepe o6paleHus JIeKapCTBEHHBIX CPEACTE

B uensx obecnedends ycnaoBuii Juist oOpallleHHs Ha TEPPUTOPHSX

FOCYyNapCTB-4IeHOB  0Oe3omacHeIX, 3G(EKTMBHBIX W  KaYeCTBEHHEIX

JIEKapCTBEHHBIX CpeicTB Komuccuelt dpopmupyrotes u BexyTes:

COUHBIA  PEeCTp 3aperMCTPHPOBAHHBIX JEKAPCTBEHHBIX CDEACTB
EBpasuiickoro SKOHOMHYecKOro corosa (majiee — emuHELR peectp) ¢
WHTETPHPOBAaHHBIMH B HEro I/IH(bopMauI/IOHHHMH 0asaMu  JaHHBIX
WHCTPYKLHH 10 MEIULHHCKOMY TIPHMEHEHHIO, TpaduueckoMy 0(hOpMIEHHIO
(nu3aliHy) ynakoBOK H HOPMAaTHBHEIMU JOKYMEHTAMH TI0 Ka4yecTBy;

eauHas MHQOPMAUHOHHAA Gasa NaHHBIX JIEKAPCTBEHHBIX CPEACTB, He

COOTBETCTBYIOIIHX TpeOOBaHHAM no Ka4yecTBy, a TaKXKe

¢$aneCHQUUUPOBAHHEIX H (WMIIH) KOHTPahaKTHBIX JEKAPCTBEHHBIX CpencTB,
BBIABJIEHHBIX Ha TEPPUTOPHSIX rOCYAapCTB-YICHOB,;

€AMHad  UHQOpMalMOHHas 0a3sa JAaHHBIX 0O  BBIAB/JICHHEIM
HEXCNAaTeIbHBIM PEaKIUAM (ZEHCTBHAM) HA JIGKAPCTBEHHBIE CpPENCTBA,

BKJIFOYarOLas COOGIHCHHH 0 HCSQ)Q)CKT HBHOCTH JICKAPCTBEHHEIX Cp€acCTB,
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CAMHas HMHQOpMalMOHHas 6a3a MAHHBIX I10 IPHOCTaHOBIIEHHBIM,
OTO3BAHHEIM M 3alPEMEHHEIM K  MENULUUHCKOMY  IIPHMEHEHHIO
JIEKapCTBEHHBIM CPECTBAM.

YIOIHOMOYEHHEIE  OpraHsl roCyHapCTB-YIEHOB IPEACTABIAIOT B
KoMHCCHIO B COOTBETCTBMM ¢ ycTaHOBNEHHBIM Komuccueid TOPSIKOM
($OpPMHPOBAHUS U BENEHHS EIMHOTO PEeCTPa CBEAEHHS, HEOGXOLMMELE Ji6) ¥

bopMUpOBaHHS peecTpa i 6a3 NAHHEIX, YKA3aHHEIX B HACTOSLIEH CTATEe.

Crates 15
Hugopmanyonnas cucrema Corosa B chepe obpamieHus
JIeKapCTBEHHBIX CPEACTB

Komuccus  ofecrieumBaer  cosgamme  u (GyHKIHOHUPOBaHHe
HHQopMaLOHHON cucTeMbl Coro3a B chepe obpaiieHHs eKapCTBEHHEIX
CPeNCTB (Hanee — HHGOPMALMOHHAA CHCTEMA) C LEBIO IIpe1oCTaBIeHHS
HH(OpMaLun o TpeGOBaHUAX B chepe obpaleHus JIEKapCTBEHHBIX CPEACTB,
AeHCTBYIOIKMX B pamkax Coro3a, HHQOPMaLHY, colepxamieiics B eIHHOM
peecTpe H HMHQPODMAUMOHHEIX (a3zaX [NaHHBIX, YKAa3aHHBIX B cTaThe 14
HacTositero CormamieHus, a Talkoke JaHHBIX hapMakoHaJ30pa M MHBIX [PYIII
HUHOOpMaLHH, IPeNyCMOTPEHHBIX [IpaBUIaAMHU CO3aHus PI
QYHKIIMOHMPOBaHUS HH(OPMALHOHHON CHCTEMBI.

IIpaBuna cozganus u (i)yHKI.IHOHHpo.BaHPI}I HHQOPMAUHOHHOM CHCTEMEI
YTBEPXKHQIOTCA pElICHHEM KOMHCCHM ¥ ONpenessioT OCHOBHI ee CO3NaHMs,
(YHKLHOHHPOBAHHUS M PAa3BUTHA, UCTOYHHKH H IIOPSIOK (pHYHAHCHPOBaHHSI.

Komuccue#f u ynonHoMoueHHBIMH oOpraHamu rOCylapCTB-4IEHOB
NPUMEHSIOTCA HH(OPMAUMOHHBIE CHCTEMEI, HH(POPMALHOHHBIE TEXHONOrHH
W CpeacTBa uX obecreyeHus, paspabaTbIBaeMele, IIPOW3BOMMMLIE HIIH

anoﬁpeTaeMLIe MMH B COOTBETCTBHH C PCLICHHUAMHA KOMHCCHH,



3aKOHOJATe/IbCTBOM ~ TOCYNapCTB-WIEHOB M (WJIH) MeXIYHAPOAHBIMH

Jorosopamu B pamkax Corosa.

Cratps 16

UHpopManonHOe B3aHMOeHCTBHE YIIOIHOMOYEHHEIX OPTaHOB rOCYJapCTB-

YJIEHOB B CIIy4ae MPHHATHA MED, OrPaHHYNBAIOIIMX 0OpamieHne

JIEKapCTBEHHBIX CPEJCTB

YHONHOMOYEHHBI  OpraH  Trocy;apcTBa-wieHa B Clydasx,
IPEAYCMOTPEHHBIX 3aKOHOJATENLCTBOM €ro IoCy[apcTBa, BIpaBe HMpPHHATH
peuieHHe O NMPHOCTAHOBJIEHHH, 00 OT3BIBE MJIM OTKa3e B HPOMJIEHHHM CPOKa
nercTBUS BBIZIAHHOTO 1M PETUCTPALIUOHHOTO YAOCTOBEpEHHSA
JIKApCTBEHHOI'O CpEACTBa, O YeM He3aMeLIMTENLHO JOKHEI OLITh

POWH(GOPMUPOBAHE! YIIOJJHOMOYEHHBIE OPTaHbl JPYIHX rOCydapCTB-4YIeHOB

u KoMmuccus.

Cratbsa 17
CoTpyIHMYECTBO YIIOJIHOMOYEHHBIX OPraHOB rOCYapCTB-4JIEHOB
YIOMHOMOYEHHBIE  OpraHsl TOCY/IapCTB-WIEHOB  OCYIIECTBISIOT
COTPYJHHMYECTBO B cepe obpalnieHus IeKapCTBEHHBIX CPEICTB, B TOM YHCIIE
nyreM ofecledyeHHMs [POBENEHHS HAYYHO-HCCIIENOBATENbCKHX paboT,
Hay4HO-TIPaKTUYECKUX KOHQepeHIuii, CEMUHAPOB U MHEIX MEPOTIPHSATHIA.

YrnonaoMoueHHEIE OpraHEel rocyaapCTB-4JICHOB OCYILICCTBIIAIOT

MEpONPHATHA 10 OOMEHY OIBITOM, OpraHH3alHH COBMECTHOIO OOYYeHHs

CIICHUaJIUCTOB.

Cratps 18
Brecenue usmenenuii B Cornaiiesue

Ilo B3aUMHOMY  COIMMaCHKO TroCydapCTB-YJICHOB B  HAcCTOJIIIEe

Cornamenne MOTYT OBITE BHECEHEI H3MCHCHHS, KOTOPEIC O(l)OpMHHIOTC}I
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OTAC/IbHBIMHA MPOTOKOJIaMU U SBJISIOTCA HEOTHhEMIIEMOM 4YacTbKO HACTOSALLETO

Cornaimenus.

Crarbs 19
ITopsnox paspemenus cropon
Cropsl, CBA3aHHEIE C TONKOBAHHEM M (HIIH) MIPUMEHEHHEM MONOXEHHIM
Hactosmero CoralleHus, paspewialoTcs B IOPSAKE, OIIpeAETICHHOM
crateeli 112 JloroBopa o EBpasuifckoM 3KOHOMMYECKOM COIO3e

ot 29 mas 2014 roza.

Cratps 20
Ilepexonusie monoxexus

1. JlekapcTBeHHEBIE épeacnsa, 3aperuCTPUPOBaHHbIE B TOCYAapCTBax-
YA€HaX N0 BCTYIUICHHS B Cuily Hactosuero CornamieHus, MOMKHBI OBITb
MPUBEAEHEl B COOTBETCTBME C TpeGoBaHMAMH M npaBwiamu Coro3a
mo 31 nexabps 2025 I. B COOTBETCTBMH C MPOLELYPOii, YCTaHOBIIEHHOM!
MpaBUIaMH  PErHCTPAlUMHM ¥ 3KCIEPTH3Bl  JIEKAPCTBEHHBIX  CpPEICTB,
YKa3aHHBIMH B cTaThe 7 HacTosmero CorameHus.

IocynapcTBa-unenbl  JOMYCKAlOT = MOATBEPXKIEHHE perucrpauuu
JICKapCTBEHHBIX ~ CPEACTB,  HMMEIOLIMX  CPOYHBIE  PErHCTPAlHOHHBIE
YAOCTOBEPEHHS, BBIAAHHBIE 10 BCTYIJIEHHS B CHITy HacTosiero CoralleHs,
[I0 UCTEYEHHU HX CPOKa NEHCTBUSA B COOTBETCTBMU C 3aKOHOHATENHLCTBOM
rocyapcTBa-4JieHa.

2. o BcrymneHus B cuny pemeHdi KoMuccuw, PETYIUPYIOLIHX

O6paIHCHPIC JICKapCTBCHHBIX CPEACTB, MPHMEHSIOTCH COOTBETCTBYIOIIME

HOPMaTHUBHBIC ITPABOBEIC AKTHI I O0CynapCTB-YJICHOB.




Crates 21
Berynnenune Cornamenus s CUITY

1. Hacrosimee Cornawenne BeTynmaer s CHJIy € [aThl NOJYYEeHHs

ACIIO3HTApHEM IIOCIENHEr0 MHUCHMEHHOrO YBEOOMIICHHS O BBINOJIHEHUH

_‘ rOCyAapCTBaMH-WIEHAMH BHYTPHUIOCYAAPCTBEHHbIX IPOLEAYD, HEOOXOTUMBIX
AT €ro BCTYILICHUS B CHITY, HO He paHee | sHBaps 2016 .

j 2. Hacrosimee Cornamenue ABIAETCH MEXIYHAPONHEIM [OTOBOPOM,
3aK/II0YCHHEIM B pamMKax Coro3a, M BXOAHUT B npaBo Coro3a.

Cosepuieno B ropone ,Joentfe «23» gerelfit RO/Y, B opHoM
- TIOUTHHHOM 3K3€MILTIAPE Ha PyCCKOM S3BIKE.

S {

% ~ Tlomnmuumei  sksemmiap Hacrosmero CoriameHus XpaHUTCS B
} EBpasuiickoll 9KOHOMHMYECKOH KOMHCCHM, KOTOpas, SBIALCH AENO3UTapHEM
J Hacrogmero COITalleHns, HalpaBUT KKIOMY rOCYJapCTBY-4JIEHY €ro
; ‘ 3aBEPEHHYIO KOIIHIO.

-

3a PecniyOsinky 3a PecnyGauky 3a Poccmiickyio
Benapyce Ka3zaxcrau Degepanuio
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