IMPABUTEJILCTBO POCCHUVICKON ®EJIEPALINU
PACIIOPAXEHHUE

ot 19 nekabps 2014 r. Ne 2630-p

MOCKBA

O noanucannu CornameHns o eAHHbIX NPHHLUHNAX U NPABUJIAX
o0palleHHs J1eKapCTBEHHbIX cpeACTB B pamkax EBpa3suiickoro
3KOHOMHYECKOro c0I03a

B coorBerctBuM ¢ nyHKTOM | crateu 11 ®enepanpbHOro 3akoHa
"O MexmyHapoAHbIX  moroeopax  Poccuiickoit ~ ®egepanuu”  ogoOpuThH
npexacraBineHHsli Munzapasom Poccuu cornacosansslii ¢ MU Jlom Poccuun u
IPYTMMH 3aMHTEPECOBAaHHBIMU (deaepalIbHBIMH OpraHaMH HCIOJHUTENBHOM
BnacTtu npoekT CornameHus O eIUHBIX NPWHLMIAX W MpaBuiIax oOpalieHus
JIEKApCTBEHHBIX CpPEINCTB B paMmKax EBpa3uiickoro 3KOHOMHYECKOrO COI03a
(npuaraercs).

Ilopyunte IlepBoMy 3amectutemto Ilpeacemarenss [IlpaButenbcTBa
Poccuiickoii ®enepanuu llysanoBy M.M. noamucare ot umenu Poccuiickoii
@®enepauun ykaszaHHoe CornalleHde, paspeliMB BHOCHTH B IpHJIaraeMblit
MPOEKT U3MEHEHUs], He UMEIOIIUE IPUHIUNINAIBLHOTO XapaKTepa.

Ilpencenarens [1Ipas

Poccuiickoit eng J.Menpenes
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[IpoekT

COTJAIMEHBHUE

O €AMHLIX NIPHHIOHIIAX H HpaBHJIAX 06pameﬂnﬂ JEKAPCTBCHHBIX CPEACTB
B paMKax EBpaSHﬁCKOFO 3KOHOMHY€CKOIo corm3a

['ocynapctBa - uneHsl EBpasuiickoro 3KOHOMHYECKOIO — COIO3a,
NMEHYyeMEIe Jlaliee rocyapcTBaMu-4IeHaMH,

ocHOBbIBasich Ha JloroBope o EBpa3uiickoM 3KOHOMHMYECKOM COHO3E
oT 29 mas 2014 r.,

IIOATBEpXKAas HaMEepeHUEe Pa3BUBATh YKOHOMUYECKOE COTPYJIHUYECTBO M
pacHMpsITh TOPrOBO-3KOHOMUYECKHE CBA3H,

IpU3HaBas, 4TO JIEKaPCTBEHHBIE CPEACTBA OTHOCITCS K COLMANBHO
3HAYUMOY MPOIYKIIHH,

B LeIIX QOpMUpOBaHHS OONIEro pHIHKA JIEKAPCTBEHHBIX CPEACTB
B paMmkax EBpasuiickoro skoHomuueckoro coro3a (naiee - Coros),

CTaBs LENbI0 YKpeIUIeHWe 3J0POBbS HACEICHUS TIOCYNapCTB-UIEHOB
myTeM obecliedeHHs] HOCTyna K 6e3omacHbM, 3((GEKTUBHEIM U KadeCTBEHHBIM
JIeKapCTBEHHBIM CPEJICTBAM,

OpU3HaBas  1LeNeco00pasHOCTh  NPOBENEHHS  CKOOPIWHHPOBAHHOM
IIOJIUTUKY B cdepe oOpallleHUs JIeKapCTBEHHBIX CPEICTB C y4E€TOM B3aUMHOU
3aMHTEPECOBAaHHOCTU B O0OeCledeHU  rapaHTHil 6e30macHoCTH, 3¢ HEeKTUBHOCTH
M Ka4decTBa JICKAPCTBEHHBIX CPEACTB JUIS JKW3HU M 3/I0POBBS JIOJAEH, OXpaHb
OKpyXaroIllell  cpelbl, >WU3HK W 3J0pPOBbS JKUBOTHBIX U pPacTEHHUI,
peayIpexXIeHUs NeHCcTBUM, BBOIALINX B 320 Ty X AcHUE TIoTpeduTenei,

CTpeMsCh K CO3JaHHMIO ONTUMAIBHBIX YCIOBHH Ul  pa3sBUTHA
bapmalleBTUUECKON TTPOMBIIIEHHOCTH, OBBIIIEHHI0 KOHKYPEHTOCIIOCOOHOCTH
bapmalleBTUUECKON MPOAYKIIMH, IPOU3BOIMMON Ha TEPPUTOPHUSIX TOCYAapCTB-
YJIEHOB, ¥ BBIXOY HA MUPOBOH PEIHOK,

CTpeMSICh K YCTPaHEHHI0O HeOOOCHOBAHHBIX OrpaHMYEHHUM BO B3aWMMHOU
TOPTOBIIE,

COTJIACHIIMCH O HUKECIIEYIOIIEM:

Cratbs 1

Onpenenenus

1. B HacTosimeMm CornameHnu UCIIOIB3YIOTCS CIEAYIOIINE ITOHATHUA:
"JIeKapCTBEHHOE CPENCTBO" - CpPEeICTBO, NpeAcTaBisiioliee co00il uiu
cozeprKalliee BEIIeCTBO WJIM KOMOWHAIMIO BEMIECTB, BCTYMAIOIIEe B KOHTAKT C
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OpraHM3MOM 4eJIOBeKa, IpelHa3HadeHHOe JUIS JICUCHHUS, MPOPUIAKTHKH
3a00JI€eBaHNM 4YeNIOBeKa WJIM BOCCTAHOBIECHHUS, KOPPEKIMH MM U3MEHEHMS ero
bU3NOIOTHUIECKUX byHKIIMH MIOCPEACTBOM dhapMaKoIOTUYeCcKoro,
UMMYHOJIOTHYECKOrO0  Jub0  MeTabonudeckoro BO3OEHUCTBUA WM JUIS
JUarHOCTHKY 3a00JIeBaHUN U COCTOSHUMN YeIOBEKa,;

"IIeKapCTBEHHBIM mpemapar’ - JEKapCTBEHHOE CpPENCTBO B  BUIE
JeKapCcTBEHHON QOPMEL;

"Hajulexkalmre (dapMmaleBTHUECKHe NpakTUKH B chepe obpaieHus
JEKapCTBEHHBIX CpencTB" (Hmajee - HamIexamuye ¢apMaieBTUYeCKHe
IPaKTUKH) - [IPaBUNIa, PACIPOCTPAHSIONIMECS Ha BCe JTamnbl o0palleHus
JIEKapCTBEHHBIX CPEACTB: Hajiexalnas nadopaTopHas NpaKTUKa, Hallexalnast
KIMHUYECKass  IPaKTHKa, Haljiexallas  [POW3BOACTBEHHAs  IIPaKTHKa,
HaJJlexalas AACTPUOBIOTOPCKAs MpaKTHKa, HaAIe)Kallas anTedHas IpaKTHKa,
HaJJexalas IpakTuka hapMakoHaaA30pa U ApyTHe MPaKTUKH,

"obpallleHle JIeKapCTBEHHBIX CpeACTB" - AeATeIbHOCTb, BKIFOYAIOMIAS
npoueccsl  pa3paboTKH, JOKIWHHYECKUX  HCCIEJOBaHUM, KIMHUYECKHX
UCCIIeZIOBaHUH (MCIBITAaHUM), 3KCIEPTH3bI, perucTpanuy, GapmMakoHaa30pa,
KOHTPOJIS Kau4ecTBa, IIPOM3BOJICTBA, M3TOTOBJIEHHUS, XpaHEeHUs,
TPaHCIIOPTUPOBAHUs, BBO3a Ha TaMOXEHHYI0 TeppuTopuio Coro3a M BBIBO3a C
TaMOXXeHHOW Ttepputopuu Coro3a, MepeMellleHus ¢ TEepPPUTOPHUU OJHOTO
rocyapcTsa-wjieHa Ha TEPpPUTOPUU JpPYTUX TOCYyHapCTB-WIEHOB, OTIIYCKa,
peanu3alyy, Iepeays, IpUMEHEHNs ¥ YHUYTOXKEHUS JICKAPCTBEHHBIX CPELCTB;

"hapMmaneBTHUecKass ~ cyOcraHnus" - JIEKapCTBEHHOE  CPENCTBO,
OpeJHasHa4eHHOoe [UI IIPOM3BOJCTBA Y M3rOTOBJICHUA JIEKAPCTBEHHBIX
IIperapaTos.

2. I'ocynapcTBa-4sieHsI npu dbopmMupoBaHUHU obmiero  peIHKA
JIEKapCTBEHHBIX CPEICTB B paMKax Coroza PYKOBOICTBYIOTCS
YHA(QUIMPOBAHHBIMU TIOHATHSAMH U WX ONpEJEIEHUSMH B COOTBETCTBUHU
C HH(OpPMALMOHHBIM CIPABOYHHUKOM IIOHATHH | ompeaeneHuit B cdepe
oOpallleHUsl JIeKapCTBEHHBIX CPEICTB, (OPMHpPOBaHHE M BEIEHHE KOTOPOTO
ocyllecTBisieTcss EBpasmifckoif  SKOHOMHUYECKOW KoMHUCcHed (manmee -
Komuccus).

Cratbs 2

Cdepa npumenenus CoriamreHus

Hacrosmee CornameHnve ycTaHaBIMBaeT eIWHbIE IPHHIUIB U [IpaBUia
oOpallieHus JIEKApCTBEHHBIX CpelcTB B paMkax Coro3a B IeNIIX GOPMUPOBaHUS
o0611ero pelHKa JeKapCTBEHHBIX CPEJICTB.
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HeticTBue HaCTOSIIETO CornamreHnus pacIpocTpaHseTcs Ha
[IPaBOOTHOIIIEHHN, BOZHUKAIOIINE B cepe oOpallieHus JIeKapCTBEHHBIX CPEJICTB,
HaxoJslmxcs B oOpaieHun B pamkax Corosa.

Crates 3

PCI‘y.HI/IpOBaHI/Ie 06paHI€HI/I}I JICKAPCTBCHHLBIX CPEACTB

1. PerynupoBanne oOpallieHNUs JIEKapCTBEHHBIX CpeACTB B paMkax Coro3a
OCYILECTBIJIIETCS B COOTBETCTBMHM ¢ HactosiguM CornameHueM, ApyTUMU
MEXIyHapOIHBIMHA JOTOBOpaMHU U akKTaMu, BXOAsmuMu B mpaBo Corosa, u
3aKOHOJATEILCTBOM I'OCYJapCTB-WIEHOB, He IpOoTUBOpedaInum rnpasy Coroza.

Axtbl opraHoB Coroza, perynupyrolmue obpalleHue JeKapCTBEeHHbBIX
CPEICTB, pa3pabaThIBAOTCS Ha OCHOBE MEXIYHAPOIHBIX HOPM.

2. TocynmapcTBa-unensl HanpaBisloT B KomuccHIO mNpenioxeHus B
OTHOIIIEHUH Pa3pabOTKU MPOeKTOB akToB opraHoB Coro3a B cdepe obpalieHUs
JIeKapCTBEHHBIX CPEICTR.

3. B nensax obecrieueHus BBINOTHEHUs TpeOoBaHuil B cepe obpareHus
JIEKapCTBEHHBIX cpencTtB B pamkax Coro3a Kommccus BlpaBe IpUHHMATH
pEeKOMEHJalluy, Kacalollhecss ONpPENeNeHHs  ONTUMAJIbHBIX  IOJXOJIOB,
peanu3anus KOTOPhIX MTO3BOJIUT 00€CIIeYUTh BRITIOJTHEHUE TaKUX TpeOOBaHUH.

Cratpsa 4

CDYHKL[I/IOHI/IpOBaHI/Ie O6ILICF O PBIHKA JIEKAPCTBCHHBIX CPELICTB

1. TocynapcTBa-unieHbl (QOPMHUPYIOT OOIIMHA pPBHIHOK JIEKAPCTBEHHBIX
CPENICTB, COOTBETCTBYIOMMX TpeOOBaHMUAM HaJIeXAIUX (apMaleBTUYECKIX
IPaKTHK, B COOTBETCTBHUM C NMPHHIMIIAMY, yka3aHHBIMH B cTaThe 30 Jlorosopa
0 EBpa3niickoM 3KOHOMUYECKOM coro3e oT 29 mas 2014 r.

2. TocynapcTBa-uieHsl MPOBOAAT CKOOPAWHUPOBAHHYIO IOJMTUKY B
ctepe oOpallleHHs JTeKapCTBEHHBIX CPEICTB IOCPEICTBOM:

a) IpUHATUSA Mep, HeoOXOOUMBIX JUIsl TapMOHHU3AlUM W YHUUKALUU
3aKOHOAATEIbCTBA TOCYJApPCTB-4ICHOB B cdepe obOpamieHus IeKapCTBEHHBIX
CpPEeICTB;

0) IpUHATHS €AWHBIX OpaBUI U TpeOOBaHUIl perylInpoBaHUs OOpalleHus
JIEKapCTBEHHBIX CPEJICTB;

B) oOecnieueHnsi equHCTBA 00s3aTeNbHBIX TpeOoBaHMM K 0e30MacHOCTH,
30(GEeKTUBHOCTY M KadecTBY JIEKApCTBEHHBIX CPEACTB Ha TEPPUTOPUH
rOCy1apCTB-WICHOB M WX COOJIIONCHUS;
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r) obeclriedyeHuss eJUHBIX IOAXOIOB K CO3JaHUIO CHUCTEMBI OOecHedeHHUs
Ka4eCTBa JIEKapCTBEHHBIX CPEJICTR;

1) FTApMOHU3AllMM 3aKOHOJATeIhCTBA T'OCYHapCTB-WICHOB B 00JacTH
YCTaHOBJIEHUS OTBETCTBEHHOCTH 3a HapyllieHue TpeboBanuii B cdepe
oOpallleHus IeKapCTBeHHBIX CPEICTB.

3. s nenedt peanuzanuu Hactosmero CornamieHusl rocyJapcTBO-4IIeH
OTIpeJeNIseT OPTraHbl rOCyJapCTBEHHON BIACTH (YIIPaBIEHHUS ), YIOTHOMOYCHHbBIE
Ha OCYILECTBJIEHHUE U (MJIM) KOOPIMHAIMIO JNEATETHHOCTH B cdepe oOparieHus
JIeKapCTBEHHBIX CPEJICTB.

4. KoopauHannio JIesTeIbHOCTH, HAMpaBIEHHOH Ha TapMOHU3ALHUIO
3aKOHOMATENIbCTBAa TOCYyAapCTB-4eHOB B cdepe oOpallleHHs JIeKapCTBEHHBIX
CpencTB, ocyllecTBIseT KoMuccusl.

5. Oprass!l rocyJapcTBEHHON BiacTé (YIpaBleHMS) roCyIapCTB-4YICHOB,
yKa3aHHble B IIyHKTE 3 HACTOAIIEH CTaTbd, MPOBOASAT KOHCYJBTAIlHH,
HaIlpaBJICHHBIE Ha COIJIaCOBaHHE IO3MLMI TocyIapCTB-WIEHOB IO BOIPOCAM
peryJIupoBaHus oOpalleHUs JeKapCTBEHHBIX CPEJICTB.

Crarpg 5

["apMoHM3aLKs rocyJapCTBEHHBIX (hapMaKonell rocyaapcTB-4IEHOB

1. T'ocynapcTBa-uneHbl  OPUHUMAIOT  MEphl i yCTAHOBIIECHHUS
dapmakoneiHelx TpeboBaumit Coro3a IOCPEACTBOM  IIOCIENOBaTeIbHOM
rapMOHM3alMY (apMaKomeWHbIX cTaTeil (00X U YaCTHBIX) TOCYAapCTBEHHBIX
dbapmakoneil rocy1apcTB-4JICHOB.

2. 'apMoHU3aLus TOCYJAapCTBEHHBIX (apMakorieid TocyaapCTB-4IeHOB
IPOBOMMTCS C HCIOIB30BAHHEM MEXIyHAapOIHOTO OIBITA TapMOHH3AIHH
HAITMOHAJIBHEIX (hapMaKoIeHHbIX TpeOOBaHUN B COOTBETCTBHM C KOHIIEMIUEH,
yTBepxkaaeMoit Komuccuei.

3. @apmakoneitnple  cratbu  (00lMe U YacTHBIE), OXOOpPEHHBIE
OapmaxoneiHeIM komuTeToM Co103a, B COBOKYIHOCTH 00pasyroT PapMakoIero
Coro3a, kotopas yrBepxaaetcs Komuccuen.

4. YacTHbIe thapMakorneitble CTaTbu ®dapmaxorien Coro3a,
yCTaHaBlIMBarolue TpeOOBaHUS K KadecTBY JIEKApPCTBEHHBIX CPEICTB,
NpeJHa3Ha4YeHHbBIX s oOpaieHus B pamkax Corosa, pa3pabaTbIBarOTCS B
COOTBETCTBUM C KOHIEMIMEeN, yKa3aHHOoH B IIyHKTe 2 HacTOAleHd cTaThby.

5.1lopsnok  pmestenvHocTH  (PapmakoneiiHoro  komutera  (Coroza
onpenensercs Komuccuei.
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6. lna memed perucTpalMd HM KOHTPOJS KadecTBa JIeKapCTBEHHBIX
CPEACTB, IMpeIHAa3HAYEHHBIX N oOpalleHus TONBKO Ha TEPPUTOPUHU
OTJEIBHOI0 IOCYapCTBa-wWICHa, IPUMEHSIOTCS TpeOOBaHUS ToCyIapCTBEHHOU
(bapmakoren JaHHOTO TOCyIapCTBa-UIeHA.

Crates 6

,HOKJ'II/IHI/I‘-IeCKI/Ie W KIIMHHYCCKHUEC UCCIICJOBAHUA (I/ICHBITaHI/IH)
B rocyaapcrBax-djcHax

B nmemsx  obecrnedeHus — QyHKIIMOHMpOBaHMS  OOINETO  pHIHKA
JIEKapCTBEHHBIX CpeICTB B paMkax Coro3a MOKIMHUYECKHE WU KIMHUYECKHe
YCClleloBaHNs (UCIBITAHKSA) JIEKapCTBEHHBIX CPEICTB B rocyaapcTBax-wieHax
IIDOBOJATCS B COOTBETCTBUM C IIpaBWJIaMM HaJuiexalleid JabopaTopHOM
IIPaKTHKH, IPaBIIIaMU HaJUlexallell KITHHIYeCKOH MPpakTUKY U TpeOoBaHUIMH K
IIPOBENCHUIO  HCCIENOBAaHUM  (MCHBITaHUI)  JIeKAPCTBEHHBIX  CPEICTB,
yTBepxnaeMbiMu Komuccuei.

Crates 7

Perncrpauw{ H JKCIIEpTHU3a JICKAPCTBCHHBIX CPEACTB

1. 'ocynapcTBa-uieHbl OCYUIECTBIISIOT PETHCTPAIlMI0O W DKCIEePTU3Y
JIEKApCTBEHHBIX CPEACTB, MIpeIHa3HAUYCHHBIX AN oOpalieHus Ha oblleM pBIHKE
Coro3a, B COOTBETCTBUM C MpPaBWJIAMH pPETUCTPAIMM M  IKCIEPTHU3EI
JIEKapCTBEHHBIX CPENCTB, yTBepkaaeMbIMU KoMuccueii.

2. TpeboBauus K CTpyKType, hopMaTy U COAEPKAHUIO PETHCTPAIMOHHOTO
NOChE, CTPYKTYPE U COJEPKAHUIO OTYETa 110 OIEHKE PEerMCTPallMOHHOTO JOChE,
¢dbopMa perucTpalliOHHOrO YJOCTOBEPEHUS JIEKAPCTBEHHOTO CPEJICTBA, MTOPSIIOK
BHECEHUs] M3MEHEHUM B pErucTpalllOHHOE JO0Che, OCHOBAaHMA IJIsI OTKaza B
perucTpaluy, OT3bIBa, IIPUOCTAHOBJIEHUS WIM TpPEeKpalleHus IeUCTBUA
PErucCTpalMOHHOTO YAOCTOBEPEHUS JIeKapCTBEHHOI' 0 cpencTsa
YCTaHaBJ/IMBAIOTCS B ITpaBUJIaxX, YKa3aHHBIX B MyHKTe | HacTosIei cTaTby.

3. Ilpu perucTtpanuu u 3KCHepTU3E JeKAPCTBEHHEBIX CPEICTB I'OCY1apCcTBa-
IEHBl HCIIONB3YIOT HOMEHKIATYPY JIEKapCTBEHHBIX (DOpPM, YTBEpKAAeMYIO
Komuccuei.

4. Pernctpanus noj OJHUM TOPTOBBIM HAaWMEHOBaHHEM JICKAPCTBEHHBIX
CPEeACTB, UMEIOIIUX PAa3TUYHbIN KaueCTBEHHBIH cOCTaB JEHCTBYIOIINX BEIIECTB,
3arpenaeTcs.
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5.T'ocynapcTBa-uneHbl HE  JIOIYCKAalOT yCTaHOBIEHHE B  CBOEM
3aKOHOJATEILCTBE  IOBTOPHOM  perucTpamuu  JEKapCTBEHHBIX  CPENCTB,
3apErUCTPUPOBAHHBIX Ha HX TEPPUTOPHM B COOTBETCTBHU C MPaBHIAMHU
perucTpalMd M OKCHIEPTU3Bl JIEKApPCTBEHHBIX CPEICTB, YTBEPKIAEMBIMH
Komuccuei.

6. B pamkax Coro3a peructpainy He MoJIexar:

JIEKapCTBEHHBIE CPEICTBA, M3TOTOBJICHHBIE B allTEKAX;

dapmaneBTUYeCKUE CYOCTaHIINY;

JIEKapCTBEHHbIE CpEACTBa, IpedHa3HA4YeHHbIE M HCIIONH30BAHUS B
Ka4yeCTBE BBICTABOYHEIX 00Pa3IOB,;

JEKapCTBEHHBIE  CpPEACTBA, MpeJHa3HadYeHHblE Uil IPOBEACHUS
JOKIHHNYECKUX U KIMHUYECKUX UCCeI0BaHMil (MCIIBITaHU ),

JIEKapCTBEHHBIE CPENCTBa, BBE3eHHbIE (M3NYECKUM JHUIIOM U JTHYHOTO
IPUMEHEHUS;

panrodapManeBTHYECKHUE JIEKAPCTBEHHBIE Mperaparbl, H3TOTOBIECHHbBIE
HEIIOCPEICTBEHHO B MEIMIIMHCKHAX OpTraHM3allusaX B INOpPsIKe, YCTaHOBICHHOM
YIIOJTHOMOYEHHBIMY OpraHaM# I'OCy1apCTB-UICHOB;

JIEKapCTBEHHBIE CPEJCTBA, HE MNpeNHa3Ha4deHHBble AN peaju3allud Ha
TaMo)xeHHOH Teppuropun Coro3a;

00pa3libl IeKapCTBEHHBIX CPEJICTB, NpeJHa3HaueHHbIe I PEerucTpaluy,
M CTaHJapTHhIE 00pasIIbl.

7.1lpy OCYIUIECTBIEHMH MNpOLedyphl pErucTpalii M SKCIEePTU3bI
JIEKapCTBEHHBIX CPEACTB I'OCYAapCTBa-WIEHHl B3aUMHO IIPU3HAIOT PE3yNbTaThl
JOKIMHUYECKUX, KIUHWYECKUX W WHBIX HCCIEeJOBAaHUNA (MCIBITAaHUM)
JIEKapCTBEHHBIX CPEACTB, PE3yJbTaThl WHCIEKTHPOBaHUS IIPOU3BOICTBA,
JNOKJIMHUYECKUX, KIMHUYECKHUX MCCIeJ0BaHUN (MCIIBITAaHUM) JeKapCTBEHHBIX
CPeACTB, CACTEM (papMakOHa/A30pa Ha COOTBETCTBHE IIPaBHJIaM HaJJeXKaIluX
dapMalleBTUYECKUX TIPAaKTHK, a Takke TpeOOBaHUAM, YTBEpKAaeMbIM
Komuccuei.

I'ocynapcTBa-4ieHbl CO3/1al0T YCIOBUS U1 IIPOBEACHHS HCCIIEIOBAHUIM
(MCIBITAHUM) JIEKapCTBEHHBIX CPEJCTB B COOTBETCTBHU C MEXIYHAPOAHBIMU
CTaHZapTaMHU U 00eCIIeUNBAIOT CONOCTABUMOCTb UX PE3yJIbTaTOB.

8. YperynupoBaHue BO3HHUKAIOUIMX IPU PETUCTPallUK JIEKapCTBEHHBIX
CPeICTB  pa3HOIJachil  OCYIIeCTBIAETCA OKCIEPTHBIM KOMHUTETOM  IIO
JIEKapCTBEHHBIM CPeICTBaM (Jiajiee - DKCIIEPTHBIA KOMUTET), CO3/]aBa€MbIM IIpU
Komuccun w©3 npexncraBuTeneil rocygapCTB-4I€HOB M OCYIIECTBISIOIIMM
JesITeIBHOCTE B NOpsZIKe, yTBepxkaaeMoM Komuccurei.
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9. Pemmienue YIOJIHOMOYCHHOT'O OpraHa rocyjiapCtaa-4dJICHa 00 oTkaze B
BbIAa4e PCTUCTPANMOHHOI'O YIAOCTOBEPCHUA JICKAPCTBCHHOTO CPEACTBA MOXKET
OBITH 00’XaoBaHoO B cyae 3TOTO rocygapcrea-d4jI€cHa B [MOopsaaKe,
IpeayCMOTPEHHOM I paspeciaeHuAd CIIOpPOB, BO3HHUKAOMMUX Hu3
aIMWUHHUCTPATUBHEIX U MHBIX HY6JII/I"-IHBIX Hp&BOOTHOIHGHPIfI.

Cratbsg 8

Peanmnzanus nekapcTBEHHBIX CPEACTB

1. B pamkax Coro3a JOMycKaeTcsl peanu3anus JeKapCTBEHHBIX CPEICTB
[IPY YCJIIOBUH, UTO OHM IIPOIUIA PETUCTPALUIO B COOTBETCTBUU C MPOLIETYpPOH,
ycranaBiauBaeMon KoMmuccuel, u cBeieHNs 0 HUX BHeceHBI B EQUHBIN peecTp
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpazuiickoro SKOHOMHYECKOT 0
coto3a (nanee - Equnbiil peectp).

2. JlexapcTBeHHBIE CpeNCTBa, 3apErMCTPUPOBAHHBIE YTIOIHOMOYECHHBIMH
OopraHaMM TOCyJapCTB-4JI€HOB JO BCTYIUIEHHS B CHJIy HACTOSIIETO
Cornamenusi, pealu3yrOTCs Ha TEPPUTOPHMH 3TOTO TIOCyJapcTBa-djieHa o
OKOHYAaHUs CpOKa JEHCTBHSI PErvCTPallMOHHBIX YJIOCTOBEpEHWH, BBIAAHHBIX
YIIOJTHOMOYEHHBIM OPIaHOM rocyapCTBa-4jieHa.

3. JlekapcTBeHHBIE CpPEJCTBA, 3apErMCTPUPOBAHHBIE B COOTBETCTBUHU CO
crarbeil 7 HacTosmero CornaieHus, peanu3yemsie B pamkax Coro3a, JOJDKHEI
UMETh MapKUPOBKY B COOTBETCTBUM C €MHBIMU TpeOOBAHUSAMU K MapKUpPOBKE
JIEKapCTBEHHBIX CpEJACTB, yTBepXKIaemMbiMu Kommuccuedt, U K HUM JOJDKHA
pUjiaraTbCsd HHCTPYKLUMS 1[I0 HPUMEHEHHIO, COOTBETCTBYIOILAsS €IUHBIM
TpeOOBaHUSIM K MHCTPYKLHU 1O MEIWIIMHCKOMY IPHMEHEHHUIO JIEKAPCTBEHHBIX
cpencTB, yTBepxkaaembeiM Komuccueii.

Cratps 9

HpOI/I3BOIICTBO JIEKapCTBCHHBIX CPEACTB

1. [Ipou3BoACTBO  JI€KapCTBEHHBIX cpeAcTB B pamkax Corosa
OCYIIECTBISIETCS B COOTBETCTBUH C IIpaBUIaMU Ha/Jexamen
IIPOM3BOACTBEHHON IPaKTHMKH, yTBepkaaeMbMu Komuccueil, Ha OCHOBaHUHU
paspemieHuss  (IMLEH3UM) Ha IIPOMU3BOJACTBO  JIGKAPCTBEHHBIX  CPEJCTB,
BBIJIAHHOT'O B COOTBETCTBUM C 3aKOHOLATENBCTBOM IOCYapCTB-HICHOB.

2. YIIOTHOMOYEHHOE JIMLIO MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
JIOJDKHO OBITH aTTECTOBAaHO YIIOJHOMOYEHHBIM OPFaHOM TOCyAapCTBa-WwieHa B
COOTBETCTBHH C MOPAIKOM aTTECTAILMU YIIOJHOMOUYEHHBIX JIMI] TPOU3BOAUTENIEH
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JIEKapCTBEHHBIX CPEICTB, yTBepXknaeMblM Kowmuccuel. ATTecTOBaHHbIE
YIIOJJHOMOYEHHBIE JIULA IPOU3BOIUTENEN JTEeKAPCTBEHHBIX CPEACTB BKIIOYAIOTCS
B peecTp YNONHOMOUYEHHBIX ULl TPOU3BOJAWTENCW JEKAapCTBEHHBIX CpElICTB
EBpasuiickoro 3KOHOMHUYECKOI'O COI03a, (OPMHUPOBaHME U BEIEHHE KOTOPOTO
ocylecTBisitoTcs Komuccueil B COOTBETCTBUHM C yTBepxKaaeMbiM Komuccren
MOPSIKOM.

3.B cnydae HeHammexamero MCIOJIHEHMS CBOUX OOS3aHHOCTEH
YIIOJJHOMOYEHHbBIE JIMIla NPOU3BOJMUTENCH JIEKAPCTBEHHBIX CpPEACTB HECYT
OTBETCTBEHHOCTD B COOTBETCTBUHU C 3aKOHOJATENHCTBOM I'OCYIapCTB-UICHOB.

Crates 10

(DapMaIleBTI/ILIeCKI/Ie HHCICKIHNHU

1. IlpoBeneHue QapMaleBTHYECKUX WHCIEKUUHA OCYIIeCTBIsAeTCS Kak
bapMalleBTUYECKUMH HHCIIEKTOpaTaMH OJHOTO M3 rOoCyAapCTB-4JIEHOB, TaK H
COBMECTHO (apMaleBTUYECKMMH HHCIEKTOpaTaMH TIOCyHAapCTB-4JIEHOB B
COOTBETCTBUH C IIpaBWiaMH, omnpenensiembiMu Kommccueil. Ilo pesynbraram
VHCIIEKL[IM COCTABIISIETCS MHCIIEKIIMOHHBIA OTYET To ¢GopMe, YTBEepKIAAeMOH
Komuccuei.

2. OapManeBTUYECKHE MHCIIEKTOPATHI rOCyAapCTB-WICHOB
OCYUIECTBIIAIOT AESITENHHOCTh B COOTBETCTBHUM C OOmUMH TpeOOBaHHUAMH,
yTBepxkaaeMbIMH KoMuccuei.

3. @apManeBTHYECKHE HHCIIEKTOPATHI TOCY 1apCTB-UWICHOB COTPYAHUYArOT
JIpYT € APYTOM C LEIBI0 OOMEHa OIBITOM, MOJAEP)KaHUs X COBEPIIEHCTBOBAHUS
CHUCTEMBI 00ecneyeHNs] KauyecTBa JIEKapCTBEHHBIX CPEICTB U CHCTEMBl KauyecTBa
bapManeBTUIECKUX HHCIIEKTOPaTOB, obecriednBarOT ydacTHe
bapMaleBTUYECKUX WHCIIEKTOPOB B MEPONMPUATULX (B TOM YHUCIE IIPOBOAUMBIX
BceMupHON opraHu3alyed 3[paBOOXpaHEHUS W APYTUMU MEXIyHapOIHBIMH
OpraHu3alsIMH), IMEIOIIUX [1eJIBI0 MOBBIIICHUE WX KBaTU(UKAIIUN.

4. Komuccuell ¢ ydeToM IpeJIOXKEHHH TOCyAapCTB-4I€HOB BeIeTCs
peecTp QapManeBTUYECKUX HHCIEKTOPOB EBpasMiCKOro 3KOHOMUYECKOTO
coroza. PopMUPOBaHHE U BENCHHE YKAa3aHHOIO peecTpa OCYILUECTBIAETCS B
nopsiike, yreepxxaaemom Komuccuei.

5. OGecrnieueHne OesATeNBHOCTH  (apMalleBTHYECKUX MHCIIEKTOPAaTOB
rOCYyAapCTB-YIEHOB OCYIECTBIAETCSA rOCy1apCTBaMU-4JICHAMH.
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Cratpsg 11

Onrosas peanusanus, TPaHCIIOPTUPOBAHHUE U XPaHCHHUEC
JICKApCTBEHHBIX CPEACTB

OrnToBas peanuzaiys, TPAHCIIOPTUPOBAHUE M XpaHEHHE JIEKaPCTBEHHBIX
CPEACTB Ha TEPPUTOPHUAX MOCYAAPCTB-UICHOB OCYILECTRBIAIOTCS B COOTBETCTBUU
C IpaBWJIaMHU Haajlexamed IUCTPUOBIOTOPCKON IPAaKTHUKH, YTBEPIKAAEMBIMHU
Komuccueii.

Cratps 12
®apmakoHaA30p

1. 'ocynapctBa-uneHsl odecneynBaroT 3¢ hekTHBHOE QYHKIMOHNPOBAaHHE
HalMOHANBHOI cHCTEeMBl (apMakoHag30pa B COOTBETCTBUM C HaaJexXalleH
MPaKTUKOMN dbapmakoHaa3opa, yTBEpKIaeMOH Komuccuei, 151
3aKOHOJATeIbCTBOM rOCYJapCTB-WICHOB.

2. 'ocymapcTBa-wieHbl YCTaHaBIMBAaIOT B CBOEM 3aKOHOJATENIBCTBE
MONOXKeHus: 00 OTBETCTBEHHOCTH  JepXXaTeleld  perucTpaldOHHBIX
yIOCTOBEPEHUM JIeKapCTBEHHBIX CpPeACTB M HHEIX CyOBeKTOB oOpalieHus
JIEKapCTBEHHBIX CPENICTB, HApyIIAIOUIMX OO0sA3aTenbHble TpeboBaHWS B chepe
bapmakoHaa3opa.

3. YonmHOMOUYEHHBlE  OpraHbl  IOCYJApCTB-WICHOB  00eCIEeYMBarOT
KOHTPOJIb BBIIOJIHEHUS JepKaTelsIMH PETUCTPAIIMOHHBIX yAOCTOBEPEHHUHN
JIEKapCTBEHHBIX CpEACTB, HaXOMSIMIKUXCS B oOpallleHUd Ha TEeppUTOPHUAX
rocyJJapCTB-4JIEHOB, 00si3aHHOCTEN 1o ¢apMakoHaa30py B COOTBETCTBUHU C
HaJylexame nmpakTukod (¢apMakoHaJ30pa U 3aKOHOAATENbCTBOM IOCYyHapCTB-
YJICHOB.

4. O6MeH MexAy YIIOJHOMOYEHHBIMH OpraHaMH TOCyJapCTB-4JIEHOB
nHpopMaIe! O BBISBICHHBIX HEXENaTeNbHBIX peaknusaX (IedCTBUAX) Ha
JIeKapCTBEHHBIE CPEACTBA, N3MEHEHUSX B OLIEHKE COOTHOIIEHUS II0JIb3bI U PUCKA
JIEKapCTBEHHBIX CPEACTB, HAaxOJAIIUXCSI B OOpalleHud Ha TeppUTOPHSIX
rOCyapCTB-WICHOB, M MPUHATHIX Mepax IpH NPEeBBIILIEHUH PUCKa Hal MOJIb30H
OCYHIECTBIISIETCS B TOpSAAKe, yTBepx)kaaeMoM Komuccue.

5. OKCIIepTHBI KOMHTET paccMaTpuUBaeT CJIydah pacXoXIEHUS B
MO3ULUAX TOCYJapCTB-UJIEHOB IIO BOIPOCY OIIEHKM COOTHONIEHUS IIOJIB3Bl U
pUCKa JEeKapCTBEHHBIX CPEJNICTB, HAXOMSAIIUXCS B OOpallleHUu Ha TEePPUTOPHUIX
rocy/AapCTB-WICHOB.
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6. 'ocymapcTBa-4/ieHbl  OCYIIECTBISAIOT OOMeH uHpopmaunued 1o
pe3yibTaraM MPOBEJAEHHUS HHCIEKIHUH cucTeMmbl (apMakoHaa30pa JepiKarens
PErUCTPaLMOHHOIO YJIOCTOBEPEHHUS JIEKapCTBEHHOIO CpelcTBa C  IIEJBIO
OIIPEeNENIEHHs €r0 COOTBETCTBUS 3aKOHOIATENBCTBY I'OCY1apCTB-UJICHOB.

Crates 13

I'ocynapcTBeHHBIN KOHTPOIH (HAL30p) 3a oOpalieHueM
JIeKapCTBEHHBIX CPEJICTB

1. 'ocynapcTBa-4ieHbl  OCYIIECTBISIIOT TOCYJIapPCTBEHHBIA KOHTPOJIb
(Hag30p) 3a obOpalleHNeM JIEKApCTBEHHEBIX CPEJICTB B MOPSIKE, YCTAHOBIEHHOM
3aKOHOJATENIbCTBOM T'OCYIAapCTB-WICHOB C YUYE€TOM aKTOB, BXOJIAIIUX B IIPaBO
Coro3za.

Y1oaHoOMOYEHHBIE OpraHsI rocy1apCTB-4JIEHOB OCYIIECTRIISIIOT
B3aMMOJENCTBUE 1O  BBIABIEHHIO  (QalbCHUUIMPOBAHHBIX W (WUIH)
KOHTpa(aKTHBIX JIGKQPCTBEHHBIX CpPEJICTB B IOpsAOKe, YTBEPXIaeMOM
Komuccuei.

2. YIIOJIHOMOYEHHEIE OpraHbl OCyAapCTB-UJIEHOB B CIIydae OTHECEHUS]
JI€KapCTBEHHBIX CPEACTB K MPEJCTABJISIONIAM OIMACHOCTH AJS XU3HHU U (MIIH)
370POBbS YeJI0BeKa, Hed(h PEKTUBHBIM, HeNoOpOKaueCTBEHHBIM,
banbcubUIUpOBaHHEIM H (WIM) KOHTpadaKTHBEIM JIGKAPCTBEHHBIM CpeJICTBaM
He3aMeJINTeNIbHO HalpaBiAiOT COOTBETCTBYIOUIME cBeleHUS B KOMUCCHIO H
YBEJIOMJIAIOT 00 3TOM YIIOJHOMOYEHHBIE OPTaHbl JPYTUX I'OCYAapCTB-UIEHOB, a
TaKXe B paMKaX CBOEH KOMIIETEHIIMH IIPUHUMAIOT MeEpHI, obecrieyuBaroliye
OTIepaTUBHOE H3BATHE us3 oOpallleHls]  JIeKapCTBEHHBIX CPEICTB,
MIPEJICTABISIONIMX OMACHOCTD JUIS KU3HM U (HJIH ) 300POBbs UelIOBeKa.

Cratpg 14

EnuHBIN peecTp 3aperucTpHPOBaHHBIX JIEKAPCTBEHHBIX CPEIICTB
Coroza 1 nHpOpMaIMOHHBIE 0a3bl JaHHBIX B cdhepe oOpaleHus
JIEKapCTBEHHBIX CPEJICTB

B nemsax obecrneueHus YcHOBUH sl oOOpallleHHs Ha TEePPUTOPHSIX
rocyJapcTB-4IeHOB  0Oe3omacHbIX,  S(PGEeKTUBHBIX W KaueCTBEHHBIX
JeKapcTBEHHBIX cpencTs Komuccueit popMupyroTcs U BeIyTCs:

EnuHbBIl peecTp C HWHTErpUPOBAHHBIMH B HEro WHGOOPMalMOHHBIMU
6a3aMM JaHHBIX WHCTPYKIIMH IO MEIUIMHCKOMY MPUMEHEHHIO, rpaduiyecKkoMy
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opopmieHuto (Au3aiiHy) YMakOBOK ¥ HOPMAaTUBHBIMH JIOKYMEHTaMH 10
Ka4ecTBY;

envHas UHpopManuoHHas 0a3a JaHHBIX JIEKapCTBEHHBIX CpPEICTB, HE
COOTBETCTBYIOIIUX TpeOOBAHUAM [0 Ka4eCTBY, a Takke (halbCUGHUIUPOBAHHBIX
n (unm) KOHTpadakTHBRIX JIEKAPCTBEHHBIX CpPEACTB, BBISBICHHBIX Ha
TEPPUTOPHUSIX FOCY1aPCTB-UIICHOR;

equHass  MHQopManuoHHas ~ 0a3a  JAaHHBIX 110  BBHIIBJIEHHBIM
HEXXeNlaTeJbHbIM  peakuusaMm (IOelicTBUSM) Ha JIeKapCTBEHHBIE CpelCTBa,
BKJIIOHArOIIasl cOO0IeHus 0 Hed()PEeKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB;

equHass HHQOpMalMoHHas 0Oaza [JaHHBIX [0 NPHUOCTAHOBIICHHBIM,
OTO3BAHHBIM U 3alIPEHICHHBIM K MEAUIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHBIM
CpeLCTBaM.

VYIIOTHOMOYEHHBIE OpraHbl TOCYJapCTB-WICHOB  NPEACTABIAOT B
Komuccruio B COOTBETCTBHM C YCTaHOBIEHHBIM Komuccueidl NOpSAKOM
dbopMmHpoBaHUsA U BeneHus EIMHOroO peecTtpa HEOOXOOUWMEBIE CBEAEHUS IS
dopMHUpOBaHUs peecTpa U 0a3 JaHHBIX, YKa3aHHBIX B HACTOSIIEH cTaThe.

Cratbpsa 15

HNudopmarnmonnas cucrema Corosa B cepe obpaiieHus
JIeKapCTBEHHBIX CPEACTB

Komuccus obecnieynBaer co3ziaHue 5§ GYHKIIOHUPOBaHHE
nHbopMarmoHHo# cuctemsl Coro3a B cdepe oOpalleHUs JIEKapCTBEHHBIX
cpeacTB (nmanee - HHQPOPMAMOHHAS CHCTEMa) C LENbI0 IPeAOoCTaBIEHUS
uHbopManuu o TpeboBaHMsSX B chepe oOpalleHUs JIeKapCTBEHHBIX CpEICTB,
neicrByrommx B pamkax Corosa, mHbopManuu, cofepxaieiics B EnuHoMm
peectpe ¥ MHOOPMALMOHHBIX 0a3ax MJaHHBIX, YKa3aHHBIX B CTaThe 14
HacTosmero CornameHus, a Takke JaHHBIX (apMaKoHaA30pa U HMHBIX TPy
HHPOpMAIUH, IPeAyCMOTPEHHBIX MPaBUIaMHU CO3IaHUs M (YHKIHOHUPOBAHMS
MH(OPMaIIMOHHON CUCTEMBEI.

IIpaBuna co3maHus U (QYHKIMOHUPOBAHUS HHGOPMAIMOHHONW CHCTEMBEI
yIBepXkaaloTcd peumieHHeM KoMHCCHMM U ONpeJeNsioT OCHOBBI €€ CO3JaHud,
(YHKIIMOHUPOBAHUS U Pa3BUTHA, UICTOYHUKY U NOPSAOK (PUHAHCUPOBAHUS.

Komuccue! u  ymomHOMOYEHHBIMH OpraHaMH ToCyAapCTB-WICHOB
IPUMEHSIOTCS UH()OPMAIIMOHHBIE CHUCTeMBbl, WH(GOPMalMOHHbIE TEXHOJIOTHH H
cpenctBa ux  obecnedeHus, paspabaThiBaeMble, INPOW3BOIMMBIE  HIIH
npuoOpeTaeMble UMH B COOTBETCTBMHU C aKTaMM, BXOASIIMMU B IpaBo Coro3a,
3aKOHOZATEeNIbCTBOM  TIOCYAapCTB-WIEHOB W (WIM)  MEXIyHapOAHBIMH
JoroBopaMu B paMkax Corosa.
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Crates 16

WudopmaniioHHOE B3aMOAeHCTBHE YITOTTHOMOYEHHBIX OpPraHOB
roCynapCTB-4JIEHOB B Cllydae IIPUHATUSA Mep, OTPaHUYMBAIOIINX OOpallieHue
JIEKapCTBEHHBIX CPEJICTB

VYnonHoMo4yeHHBIN opraH rocynapcraa-djcHa B Cliy4dasax,
I[IPEAYCMOTPEHHBIX 3aKOHOAATCJIbCTBOM €r0 rocyaapcTBa, BIIPaBC IIPHHATH
pEeIiCHUE O IIPUOCTAHOBJICHUH, 00 OT3BIBE MM OTKasze B OpoO4JIEHUHN CpOKa
JEHCTBUS BBIJAHHOTO MM PCTUCTPAMOHHOI'0 YOOCTOBECPCHHUA JICKAPCTBCHHOIO
CpeactBa, O YEM HE3AMCIJINUTCIBHO JOJIXKHBI OBITH HpOI/IH(l)OpMI/IPOBaHI)I
YIOJIHOMOYCHHBIC OprdaHbl APYI'HX Irocy1apCTB-4JICHOB U Komuccus.

Cratpsa 17

COpr,lIHI/I‘-ICCTBO YIIOJIJHOMOYECHHBIX OpPraHOB roCyJ1apCTB-1JICHOB

VYIONHOMOYEHHBIE  OpPraHbl  [OCYJapCTB-UJIEHOB  OCYIIECTBISIOT
COTPYIHHMYECTBO B cepe oOpallleHHs JTeKapCTBEHHBIX CPENCTB, B TOM YHCIIE
myTeM obecliedeHus NpPOBENeHUs HayYHO-HCCIIeIOBATENbCKUX paboT, HaydHO-
IPaKTHYECKUX KOH(EpeHINH, CEMUHAPOB U MHBIX MEPOIPHUSATHH.

VIIOJIHOMOYEHHbIE  OpPraHbl  TOCYJapCTB-UJIEHOB  OCYILECTBISIOT
MEPOIIPUATHS 110 OOMEHY OIBITOM, OpraHH3all¥l COBMECTHOTO OOyuUeHUs
CHEeIMaINCTOB.

Cratesa 18

Buecenune usmenenuit B Corjiauiesue

Ilo B3aUMHOMY COIJIACHIO I'oCyaapCTB-4JICHOB B HACTOAIICE Cornaienue
MOI'yT OBITb BHECEHEI N3MCHCHHS, KOTOPEIC O(i)OpMJISIIOTCSI OTJACIIBHBIMHA
IMPOTOKOJIaMHU U ABIIAIOTCA HEOThEMJIEMOM YaCTHIO0 HACTOSIIETO Cornamenus.

Cratesa 19

HOpﬁI{OK pa3sp€ICHus CIIOpOB

Criopel, CBsi3aHHBIE C TOJKOBaHWEM M (WIH) MPUMEHEHHUEM IOJOXEeHUN
HacTodmero CornameHus, pa3pellaloTcs B IOPSAKE, OIpeleIeHHOM
craThelt 112 JloroBopa o  EBpa3uifickoM  3KOHOMHYECKOM coro3e
oT 29 mas 2014 r.
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Cratps 20

IlepexonHble TOTOXKEHUS

1. JlexapcTBeHHBIE CpeACTBa, 3aperUCTPUPOBAHHBIE B IOCYIapCTBAX-
YJIeHaxX JO BCTYIUIGHHS B CIUIy Hactosmero CorjamieHus, OOJDKHBI ObITH
NMpUBEIEHbl B COOTBETCTBUE C TpeOoBaHWsAMH U mpaBuiamu Corosa 10
31 nexabps 2025 r. B COOTBETCTBUY C TIPOIIETyPOH, YCTAHOBIEHHOHN B IpaBUiIax
perucTpaluy U 3KCIEPTU3bl JEKAPCTBEHHBIX CPEICTB, YKa3aHHBIX B CTaThe 7
Hacrosuero CornameHus.

Homyckaercss MOATBEpXKACHUE PETHCTpPallié JIEKApPCTBEHHBIX CPECTB,
UMEIOIIUX CPOYHBIE PErucTpalMOHHBIE YJOCTOBEPEHHWs, BBIJAHHBIE 1O
BCTYIUIEHHSI B cwily Hactosmero CorjameHus, 10 HCTEYEHHUM HX CpoOKa
JNeACTBUSA B COOTBETCTBUY C 3aKOHOATENILCTBOM rOCY1apCTBa-wIEHA.

2. 1o BCTyIIeHHS B CUIy akToB KoMmuccHu, perymupyronmx odpalieHue
JIEKapCTBEHHBIX CPEACTB, INPUMEHSIOTCS COOTBETCTBYIOIINME HOPMATUBHBIE
paBOBbIE aKThl FOCYAapCTB-YICHOB.

Cratps 21

Berynneaune CornamieHus B CHILy

1. Hacrosimee Cornamenue BeTymaeT B cuity ¢ 1 suBaps 2016 ., HO He
paHee [aThl NIOJIYyUYeHUs AeNO3UTaprUeM MOCIEIHEeTr0 NUCHbMEHHOIO YBEAOMIICHHUS
O BBIIIOJHEHUHU TOCyAapCTBaMU-4YIeHAMH BHYTPUIOCYAApCTBEHHBIX IIPOLENYD,
HeOoOXOAUMBIX IJIs BCTYIUIEHUS B cury Hacrosuiero CornameHus.

2. Hacrosmee CornameHue sBIAETCS MEXIYHApPOIHBIM JIOTOBOPOM,
3aKJIF0YEHHBIM B paMkax Corosa, ¥ BXoauT B ipaBo Corosa.

Cogep1iieHo B T. " " 20 T
B OJTHOM TTO[JIMHHOM 3K3EMILIIPE Ha PYCCKOM S3BIKE.

Nomnmuuuei  sx3emiusp  Hacrosmiero  CornameHuss  XpaHUTCS
B Kommccun, koTopas, SBILICH jAeno3utapueM Hactosmiero CornameHus,
HATIPaBUT KaXIOMy T'OCYJapCTBY-UJIEHY €ro 3aBEPEHHYI0 KOIIHIO.

3a Poccuiickyio 3a PecniyGiuky 3a Pecniybnuky
Depeparuro benopyccus Kazaxcran
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