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00 yrBepxnernu CorjlameHns 0 COTPYAHHIECTBE TOCYAapCTB-wIeHOB EBpazuiickoro
SKOHOMHYECKOro coobmiecTBa B chepe oOpameHns TeKapCTBEHHBIX CPEACTB (JIEKAPCTBEHHBIX
IpenapaToB), U3AEIH MEUIIAHCKOTO Ha3HAY€HUA A MEIUIMHCKON TEXHUKHA (MeIUMHCKUX
71631 (51717

[TocranoBnenue [IpaBurenscrBa Pecriyonmuku Kazaxcran ot 2 aBrycrta 2013 roga Ne 766

[IpaButensctBO Pecnybnuku Kaszaxcran IIOCTAHOBIJISET:
1. YTBepauthy mpunaraemoe CorjaieHue O COTPYIHHYECTBE TOCyAapCTB-YICHOB
EBpazuiickoro skoHoMu4eckoro coodiectTBa B chepe oOpaiiieHus JeKapCTBEHHBIX CPEICTB (
JIEKapCTBEHHBIX MPENapaToB), U3ACIUNA MEIUIIMHCKOTO HA3HAYEHUS U METUIIMHCKOW TEXHUKH
(MEIUIIMHCKUX W3JIeNNil), coBeplieHHOe B Topoae Snte 28 centsiops 2012 ropa.
2. Hacrosiniee nocTaHOBIEHUE BBOAUTCS B ACMCTBUE CO JHS MOANHUCAHMUS.

IIlpemMmpep-MuHHCTD

Pecriybnuku Kazaxcran C. AxmeroB
Y TBep K oI€HO
NOCTAHOBIEHUEM [IpaBurtenscrBa
Pecnybonuxmu KaszaxcTaHn

ot 2 aBrycta 2013 roga Ne 766

COI'JTIAILIEHHUE

0 COTpYyAHUIECTBE roCyAapCTB-wieHOB EBpasmiickoro
3KOHOMHYECKOro coobmecTBa B chpepe oOpameHust
JICKapCTBEHHBIX CPEIICTB (JIEKapCTBEHHBIX IIPEIAapaToB),
H3ACIHMI MEIUIUHCKOTO Ha3HAYCHUA

¥ MEAUIIMHCKON TeXHUKH (MEIUITMHCKUX W3eIIIii)

IIpaBuTenbcTBa rocy1apcTB-uwieHOB EBpa3suiickoro 3KOHOMHUYECKOIo coo01ecTBa (anee
— EBpA39C), numenyemsbie B nanpHeilnmeM CTOpOHaMH, CTPEMSCh COXPAaHUTh U Pa3BUBATH
COTPYAHMUYECTBO rocyaapcTB-uwieHoB EBpA3DC, B cdepe oOpaieHus JeKapCTBEHHBIX
CPEICTB (JE€KapCTBEHHBIX MPENapaToB), U3IETUN MEAUIIMHCKOTO HA3HAYECHUS U METULIUHCKOM
TEXHUKH (MEIUIUHCKHUX U3ENun),
ocHOBbIBasick Ha JloroBope 00 yupexnaenuun EBpA3DC ot 10 oktsa6ps 2000 roxa,
yuuThIBas nojoxxkeHuss Meponpusituii Ha 2011-2013 u nocnenyromnye roasl Mo peain3aiuu
[IpuoputeTHbix HampaBneHud pas3Butus EBpA3DC, yrBepkacHHBIX Pemenuem
MexrocynapcreHHoro Coseta EBpA39C (Ha ypoBHe r1aB rocyaapctB) oT 9 nekadpst 2010
roga Ne 533, u B COOTBETCTBHM C 3aKOHOJATelabCcTBOM rocyaapcts CTopoH,



MpU3HaBasi HEOOXOIUMOCTh 00ecTIeueHHsI HacelleHus 0e30MacHbIMU, YPGEKTUBHBIMU U
Ka4eCTBCHHBIMU JICKAPCTBEHHBIMU CpeICTBaMH  (JICKAPCTBEHHBIMH TIpemapaTaMH),
U3JICUSIMA MEJUIIMHCKOTO HA3HAYCHUS W MEIUIMHCKOW TEXHUKOW (MEIUIIMHCKUMU
M3 1 €enusaMHu),

COTJIACHIIMCH O HUKECIICTYIOIEM:

Cratpa 1

CTOpOHBI TapMOHU3UPYIOT U YHUPUUUPYIOT TpeOOBaHMS, NPEAbSABISEMBbIE K
JIEKapCTBEHHBIM CpeAcTBaM (JIEKapCTBEHHBIM IIpemnaparaM), H3AeIUsM MEAUIMHCKOTO
HAa3HAYE€HUsS W MEJUIMHCKOM TexHHKe (MEAULMHCKUM H3AEIUsIM) NpU HX
NPEeAPETUCTPAMOHHON (PErucTpallMOHHOM) SKCHEepPTHU3€ U MOCTPETHCTPALlMOHHOM
MOHHUTOPHUHTE, BKJIFOYAs CTAHAAPTU3ALMIO U KOHTPOJIb Ka4ueCTBa.

Cratpa 2

CTOpOHBI TPOBOJAT IKCIEPTU3Y JOKYMEHTALMU U PETUCTPALIMIO (MIEpEPEruCTPalnio WK
MOATBEPKJAECHUE IOCYTapCTBEHHON PErUCTPALMH) JIEKAPCTBEHHBIX CPEICTB (JIEKAPCTBEHHBIX
penaparoB), U3IEIUNH METUIIMHCKOTO HA3HAYEHUS! U MEIUIIMHCKON TeXHUKHU (MEIUIIUMHCKUX
U3JIeNMii) B COOTBETCTBUHU C MOPSAAKOM M Tapu(aMH, yCTAHOBICHHBIMU 3aKOHOJATEIbCTBOM
rocyapcTB CropoH, 17} C y4EeTOM TpeOoBaHuUi, YCTaHOBJICHHBIX:

[TonoxenneM 00 OCHOBHBIX TpeOOBaHUSIX T'OCYJAPCTBEHHON perucTpauuy,
IIEpEePETUCTPALIMM WM NOATBEPKJICHUS TIOCYJapCTBEHHOW perucTpauuu (najiee —
rOCyJIapCTBEHHOM pETUCTpaIMM) JEKAPCTBEHHBIX CPENICTB (JIEKAPCTBEHHBIX MPENapaToB) B
rocyaapcTBax-djieHax EBpA3DC (ITpunoxenue 1);

[TonoxenneM 00 OCHOBHBIX TpPeOOBaHMUSIX TOCYJApCTBEHHON pErucTpaluul U
nepeperucTpauuu (najgee — rocyJapCTBEHHOW PpErucTpaluM) H3AEIUd MEIUIIMHCKOTO
Ha3HAYCHUS U MEIUIMHCKON TEeXHUKU (MEIUIMHCKUX W3JEINil) B rOCyAapcTBax-djeHax
EBpA3DC (Ilpunoxenue 2), ABIAIOMMUMUCS NPUITOKEHUSIMH K HacTosieMy CoraieHuro.

Cratpa 3

CTOpOHBI NpPHU3HAIOT PEe3yJIbTaThl JOKJIUHUYECKOTO HU3y4YeHUs (UCCIeIOBaHUA),
KIIMHUYECKUX, OMOIKBUBAJICHTHBIX U WHBIX MCHIBITAHUM (UCCIETOBAHUI), JEKAPCTBEHHBIX
CPEICTB (JE€KapCTBEHHBIX MPENApaToB), U3IEIUN MEAUIIMHCKOTO HA3HAUYEHUS U METUIUHCKOU
TEXHUKH (MEOUIIMHCKUX HU3JENUi), Ppe3yJabTaTbl HHCIEKIMOHHBIX MPOBEPOK
(hapMalieBTUUECKUX TIPEANPUATUN, TPEANPUITUHN 110 TPOU3BOJCTBY U3AETUN MEAUITUHCKOTO
HAa3HAYEHUS W MEJUIMHCKOW TEXHUKHU (MEIUIIMHCKUX WU3AEIUi), MPOBEICHHBIX Ha



TEPPUTOPUAX rocyiapcTs CrtopoH.
CTOpOHBI OCTaBJISIOT 3a COOOH MpPaBO HAa3HAYUTH JOTOJHHUTEIbHBIC HCIBITAHUS,
WCCJICIOBAHMSI, UHCTICKITMOHHBIC TTPOBEPKH B CIIydae HEOOXOUMOCTH.

Cratps 4

CtopoHBl 0€3BO3ME3THO OCYIIECTBISIOT OOMeH WH(OpMamuend o JIeKapCTBEHHBIX
cpenctBax (JIGKapCTBEHHBIX Ipernaparax), HU3JIeNUsX MEIUIIMHCKOTO0 Ha3HAYCHHS U
METUITUHCKON TeXHUKE (MEIUITMHCKHUX U3JICTUAX) O BBISIBIICHHBIX HEXKEIATCIIbHBIX TTOOOYHBIX
JICHUCTBUSAX TPU UX MPUMEHEHUH, 00 MU3BATHH JIEKAPCTBEHHBIX CPEICTB (JICKAPCTBEHHBIX
MpenapaToB), U3ACITUH MEIUIIMHCKOTO HA3HAYCHUS W MEAUIIMHCKON TEXHUKU (MEIUITMHCKUX
u3zienuil) U3 oOpalieHus, 00 OrpaHMYCHUN UX TIPUMEHEHHS.

Crartps 5

CTOpOHBI OCYHIECTBISAIOT COTPYIHUYECTBO B MPOBEIECHUH HAyYHO-UCCIEA0BATENBCKUX
paboT, HAay4YHO-NPAKTUYECKUX KOH(PEpPEHLMH, CEeMHUHApOB M HWHBIX MEPOINPUITHH MO
AKTyaJIbHBIM BOIIPOCAM JKCIIEPTU3bI, CTAHAAPTU3ALMHN U KOHTPOJIS Ka4ECTBA JICKAPCTBEHHBIX
CpEICTB (J€KapCTBEHHBIX MPENapaToB), U3IEIUN MEAUIIMHCKOTO HA3HAUYCHUS U METUIIMHCKON
TeXHUKH (MEOUIMHCKUX wu3aeiuii). Bompocsl (QuHaHCHpOBaHUSA YKa3aHHBIX W HMHBIX
MEpPOINPUATHM, MX TeMaTHKa, JaTa U MECTO HpoBeAeHUs OQOPMIISIIOTCA OTACIbHBIM
IIPOTOKOJIOM.

Cratpa 6

Hactosimee Cornanienue He 3aTparuBaeT MpaB U 00s13aTeNbCTB Kaxkaou u3 CTOpOH,
BBITEKAIOLINUX U3 IPYTUX MEXKIYHAPOIHBIX JOTOBOPOB, YHACTHUKAMHU KOTOPBIX OHU SIBJISFOTCS

Cratpa 7

[To B3aumHoMy corsiacuto CtopoH B Hactosiiee CoriaiieHue MOTyT ObITh BHECEHBI
U3MEHEHUS, KOTOPBIE O(hOPMIISFOTCSI OT/ICTLHBIMH MPOTOKOJIAMH.

Cratpsa 8

Cnopsl Mexay CTopoHamu, CBSI3aHHBIE C TOJIKOBAaHMEM W (UJW) MPUMEHEHUEM
NoJIO)KEHUHN Hacrtosmero CornameHus, pa3pemnarTcs TyTeEM MPOBEICHHUS NEPETOBOPOB U
KOHCYIbTAaNOouiMu

Ecnu cnop He Oyner yperyiupoBaH CTOpOHAMH CHOpa MyTE€M KOHCYJbTallUi U
MIEPErOBOPOB B TEUEHHUE IIECTU MECSLEB C JAaThl O(ULIHATBHON MUCbMEHHOW NPOChOBI 00 UX



IPOBE/ICHUH, HAIPABJICHHON OJIHOM M3 CTOPOH cHopa APYrod CTOpOHE cropa, jJrbdas u3
CTOPOH CIIOpa MOXET MepeaaTh 3TOT crnop st paccmorpenus B Cyn EBpA3OC.

Cratpa 9

Hacrosimee Cornamenue BcTtynaeT B cuiy Ha 30-i1 1€Hb C JaThl MOJY4YEHUSA
JIETIO3UTAPUEM TOCIEIHEr0 MUCHMEHHOTO YBEIOMIIEHUS O BbINOJHEHUH CTOpOHaMHU
BHYTPUTOCYIAPCTBEHHBIX MPOLIETYP, HEOOXOAUMBIX JJIs €0 BCTYILJICHUS B CUITY.

Cratea 10

C nmatsel BCTymuieHMs B cuily Hacrtosiniee CorjanmeHue OTKPBITO Ul IPUCOEIUHEHHUS
00010 rocyaapcrna, npuHATOro B wieHsl EBpA39C. JIoKyMEHT 0 IPUCOEIUHEHUN CIAETCS
Ha XpaHEHHUE NEMO3UTAPUIO.

JUI Iprucoe AMHAIOMErocs rocyaapersa Hacrosmee Coramenne BCTyNaeT B CUILy € JaThl
IIOJIyYEHHs IETIO3UTApUEM JTOKYMEHTA O IPUCOEIUHEHNH.

Crarpsa 11

Kaxnass CtopoHa MoxeT BbITH U3 HacTosuiero Coriamenus, NiCbMEHHO YBEIOMUB 00
3TOM NJENMO3UTAPHUSA .

Coruamenue npekpamaer JeiCcTBUE B OTHOIIEHUH Takoi CTOPOHBI 110 UCTEYEHHUH LIECTH
MECALIEB C AAThl MOJYYEHUS JENO3UTAPUEM COOTBETCTBYIOIIETO YBEAOMIICHHUS.

CosepuieHo B 1. fnra 28 centsOpst 2012 roga B 01HOM MOJJIMHHOM SK3EMIUISIpE HA
pycckoMm sa3bike. llognuHHbIA 3K3eMIUIsIp HacTtosmero CorjameHus XpaHUTCS B
Nurerpanmonnom Komurere EBpA3D0C, KOTOpPBIN, SABIAACH NEMO3UTAPUEM HACTOSIIETO
Cornamenusi, HaripaBUT CTOPOHAM €0 3aBEPEHHYIO KOIUIO.

3a IlpaBurensbcTBO
Pecrry6ukn bermapyceb
3a IlpaBuTETbCTBO

Pecniy6nkn KazaxcraH

3a IlpaBuTenpcTBO
Ksipreizckort PecriyOnnkn

3a IlpaButenbcTBO
Poccuniickoit @eaepaunn

3a IlpaBuTenbcTBO
Pecriybnuxu TamkuKucTaH

Il punoxeHnmue 1

k CormameHuilo O COTpPYAHUYECTBE

rocyJapcTB-4JE€HOB EBpa3zuiickoro ’KOHOMHYECKOTO
cooOniecTna B chepe oOpameHus JEKapCTBEHHBIX

CpEeACTB (1exapCTBEHHBIX npemnaparosn),



U3IEeInun MEIUILIMHCKOTO Ha3HadYeHUA u MEIUIUHCKOH
TEXHUKHU (MEAUIIUHCKHUX U31€eNui)
ot 28 centsaops 2012 rona

ITOJIOXXEHHE
06 OCHOBHBIX TPeOOBaHMUAX TOCYAAPCTBEHHON PETUCTPALIIH,

IIEPEPETUCTPANH I IIOATBEPKACHHAA IOCYIapCTBEHHOMN PETHCTPAIN
JIEKapCTBEHHBIX CPEJCTB (JIEKapCTBEHHBIX IIPENapaToB) B
rocyaapcrBax-wieHax EBpa3uiickoro 5kOHOMUIeCKOro coobmecTBa

OO0mme moIoXKeHus

1. Hacrosimee nonoxeHue pa3paboTaHo Al OObEIUHEHHUS U KOOPIUHAIIUU YCUIUN
rocynapctB-wieHoB EBpA3DC mno nanpHeieMy yriayOJIeHUI0 COTPYAHUYECTBA B JTAHHOMN
cdepe, pa3BUTUIO UX MHTErPallMM B 00JIACTH CTAHAAPTU3ALMH, PETUCTPALMU U KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEICTB (JIEKApCTBEHHBIX MPENapaToB), a TakXKe B IEAX
oOecrieueHust HaceneHs dP(HEKTUBHBIMU, O€30MIaCHBIMU U KaYECTBEHHBIMU JIEKAPCTBEHHBIMU
cpeAcTBaMu (JIEKapCTBEHHBIMHU MpernaparaMy) B HEOOXOAUMBIX 00beMaxX U aCCOPTUMEHTE.

2. Hacrosimiee Ilonoxenue pazpaboTaHo il COBEPIICHCTBOBAHMS 3aKOHOJIaTENbCTBA
rocyaapcTB-uieHoB EBpA3DC, perynupyromiero oOpalieHHe JIEKapCTBEHHBIX CPEICTB (
JIEKapCTBEHHBIX TpenaparoB). J[OKyMEHT MOATOTOBJIEH Ha OCHOBE pPEKOMEHAALMI
BcemupHo#l opranuzanu 3paBOOXpaHEHHUs, 3aKOHOJATENbCTBA T'OCYAApCTB-UJICHOB
EBpA3DC 151 OO0MIENPUHSITHIX MEXAYHapOAHBIX HODPM.

3. Hacrosimiee [lonoxxeHne HampaBieHO Ha B3aMMHOE MPU3HAHUE, HE TPOTHUBOpEYAIlee
3aKOHOJIATEIbCTBY TrocyaapcTB-wieHOB EBpA3DC, HEKOTOpPhIX BHUIAOB HCCIEIOBAHUM
JIEKapCTBEHHBIX CPEACTB (JE€KapCTBEHHBIX MpEnapaToB) C IEIbI0 JKOHOMHYHOTO
MCIIOJIb30BAaHUS JIFOACKUX U MaTe€pUaIbHBIX PECYpCOB, JJA0OPATOPHBIX KUBOTHBIX, a TAKXKE
YMEHBIIIEHUSI CPOKOB Pa3padOTKH U TMOCTABKU HA PHIHOK HOBBIX JIEKAPCTBEHHBIX CPENCTB (
JeKapCTBEHHBIX npenapaTtoB).

4. Hacrosimee [lonoxenue cofepKUT MUHUMAJbHBIE TPEOOBAHUS, MIPEABIBISIEMbIE K
JOKYMEHTaM M JaHHBIM, TPEJICTaBISIEMbIM IIPU TOCYJapPCTBEHHON pErucTpalni,
IIEpEePETruCTpallMi WIM MOATBEPXKAEHUU TOCYJapCTBEHHOW perucrpauuu (naisee -
roCyJJapCTBEHHAsI PETHCTpallMsi) JEKAPCTBEHHBIX CPENICTB (JIEKapCTBEHHBIX MPENapaToB),
MapKHUPOBKE M HHCTPYKIMU IO MEIUIIMHCKOMY MPUMEHEHUIO (JIUCTKY-BKJAJbIIIY) B
rocynapctax-wieHax EBpA3DC, He mpoTUBOpeyanIne ux 3aKOHOIaTENbCTBRY.

OCHOBHBIE TEPMHUHBI ¥ OLIPEEICHAL



5. l'ocynapcTBeHHast peructpaius JeKapCTBEHHBIX CPENICTB (JEKaPCTBEHHBIX MPETapaToB
) - cuctema yuera, ompejesieHus JOMyCcKa K peaju3alud U MEIUIMHCKOMY MPUMEHEHUIO
JEKApPCTBEHHBIX CpEACTB (JIEKAPCTBEHHBIX IMpenapaToB) KOTOPbIE MPU3HAHBI
COOTBETCTBYIOIIMMU TpeOOBaHUSIM IO Oe30macHOCTH, dPOEKTUBHOCTH M KA4E€CTBY s
Yy € 1 0 B € K a
6. ['ocyaapcTBeHHBIN peecTp JEeKapCTBEHHBIX CPEACTB (JEKAPCTBEHHBIX MPEMAPATOB) -
HallMoHaJlbHas MHGOPMAIIMOHHAS CHUCTEMa, COJiepKallasi CBEASHHUS O JIEKapCTBEHHBIX
cpeAcTBax (JIGKAPCTBEHHBIX TIpernaparax), 3aperucCTPUPOBAHHBIX B TOCYJapCTBE U
pa3pemeHHbIX K MEAULUHCKOMY NPUMEHEHHUIO.
7. JlekapcTBEHHOE CPEJCTBO (JEKAPCTBEHHBIN Mpemapar) - BEeMEeCTBO MJIM KOMOWHAIIUS
HECKOJIbKMX BEIIECTB MPUPOJHOTO, CHHTETHYECKOTO0 WM OHUOTEXHOJIOTHYECKOIO
MPOUCXOXKICHUS, 00anaroriee GapMaKoIOrHIeCKON WM MMMYHOJIOTUYECKONH aKTUBHOCTBIO
U B OIpE/ICJIEHHON JeKapCTBEHHOH (hopMe mpuMeHsieMoe i MpOodUIaKTUKH, TUATHOCTUKH (
3a UCKJIIOYEHHEM BEIIECTB MM KOMOMHAIIMM BEIIECTB, HE KOHTAKTUPYIOIINX C OPraHUu3MOM
YeJ0BEeKa WM JKUBOTHOTO), M JieueHHs 3aboieBaHuil, peaObwiauTanuu OOJbHBIX,
npeJjoTBpalleHU s OEpEeEMEHHOCTH.
K nexkapcTBEeHHBIM CpelICTBaM OTHOCATCS (apMalleBTHYECKUE CyOCTaHIIUU U
JEKaAapCTBEHHBIE npemapartsl.
8. PeructpanoHHOE yJOCTOBEpEHUE (CBHAETEIBCTBO) - JOKYMEHT, BbIIaBaeMbIil
YIOJTHOMOYEHHBIM OpPTraHOM IO pe3yjbTaTaM TOCYJapCTBEHHON perucrpanud Hu
MOJTBEPKAAIONIMNA pa3pelleHne K pealu3alud W MEIUIMHCKOMY HPUMEHEHUIO
JIEKapCTBEHHOT'O CPe/ICTBa (JIEKAPCTBEHHOTO MIpernapara) B rocyapcTBe.

O6rpexTH I'ocyapcTBEHHOM perucTpanyun

9. O0beKTamMu TOCYAapCTBEHHOM PETUCTPAINU SIBIISIOTCS BCE JIEKAPCTBEHHBIE CPENICTBA (
JEKapCTBEHHbIC Mpemaparhl) 3a MUCKIIYEHUEM ClIydyaeB, MPeAyCMOTPEHHBIX
3aKOHO1aTE€IbCTBOM rocyaapcTB-4JIEHOB EspA3DC.

10. IIpu rocynapCTBEHHON PErvMCTpalluM JIEKAaPCTBEHHOE CPEACTBO (JIEKAPCTBEHHBIN
Mpernapar) BHOCUTCSI B TOCYJapCTBEHHBIN PEECTpP JIEKAPCTBEHHBIX CPEICTB (JIEKAPCTBEHHBIX
penapaToB) ¢ MPUCBOCHUEM €My PErUCTPAIMOHHOI0 HOMEpa (HOMepa PEeCTPOBO 3aIUCH).

11. Ha 3apeructpupoBaHHOE JIEKAPCTBEHHOE CPEACTBO (JIEKApCTBEHHBIM Mperapar)
3asIBUTEIIO BBIIAETCS PErUCTPALIMOHHOE YIOCTOBEpEHUE (CBUIETENBCTRO).

OcHOBHEIE TpeOOBaHHUA K JOKYMEHTaM M JaHHEIM, IIPECTABIAEMBIM
IPH TOCYAapCTBEHHOM PErHCTpaIiy JIEKAPCTBEHHOI'O CPEICTBA
(JIekapCTBEHHOTO IIpemapara)

12. JIns rocyaapCTBEHHOM PErHCTPAlMM JIEKAPCTBEHHOI'O CPEICTBA (JIEKApCTBEHHOTO
npemnaparta) 3asgBUTENb  INPEACTABISET  CIEAYIOIME  JOKYMEHTbl U  JIaHHBIE:



1) 3asBiIeHHE HA TOCYJapCTBEHHYIO PETHCTPAILMIO JEKApCTBEHHOTO cpencTBa (

JEKApCTBEHHOTO npenapara);
2) Ha3BaHWE/HAMMEHOBAHWE U OPUIUYECKHI aJpec OpraHU3alUH MPOU3BOIUTEIS
JEKApCTBEHHOTO cpeacTBa (1IeKapCTBEHHOTO npemnapara);

3) Ha3BaHHE/HAMMEHOBAHHE JIEKAPCTBEHHOTO CPENICTBA (JIEKAPCTBEHHOIO IMpemnapara),
BKJIIOYAsi MEXKTyHapOIHOE HEMMaTeHTOBAHHOE Ha3BaHKNe/HaMMEHOBAaHUE, HAYYHOE Ha3BaHHUE Ha
JATUHCKOM SA3bIKE 1781071 XUMHUYECKOE, OCHOBHBIE CUHOHUMBI;

4) opurnHaJIbLHOE HA3BaHWE/TOPrOBOE HAMMEHOBAHHUE JIEKAPCTBEHHOTO CpencTBa (
JEKapCTBEHHOr0 TMpemnapara), €cld OHO 3aperucTpUpOBaHO KaK TOProOBbIM 3HAK;

5) mepeyeHb aKTUBHBIX (JEHCTBYIONIIMX) U BCIIOMOTATENIbHBIX BEIIECTB, BXOASAIINX B
COCTaB JIEKAPCTBEHHOI'O0 CpeacTBa (JIEKapCTBEHHOTO IIpenapara), HX KOJHMYECTBO;

6) IPOEKT MHCTPYKIUU MO MEAUIUHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO CpelcTBa (
JEKaAapCTBEHHOTO npemnapara);

7) naHHbBIE O MPOU3BOJICTBE JICKAPCTBEHHOI'O CPEJCTBa (JIEKaApCTBEHHOTO Mpemnapara);

8) HOpMATHBHBIN JOKYMEHT/HOpMATHBHAsl JOKYMEHTAlUs MO KadyecTBY (IOKYMEHT,
COJIEpKAIlUM TMOKa3aTeau KadecTBa M METOJAbl KOHTPOJS KayecTBa) JIEKAPCTBEHHOIO
cpencTBa (1eKapCTBEHHOTO npemnapara);

9) MeTOAMKYN KOHTPOJISI KaueCcTBa JIEKAPCTBEHHOT'O CPEICTBA (JEKapCTBEHHOIO Mpenapara)

10) pe3ynbTaThl JOKIMHUYECKUX (HEKIMHUYECKHUX) UCCIEAOBAHUN JIEKapCTBEHHOTO
cpeacTBa (1eKapCTBEHHOTO npemnapara);
11) pe3ynapTaThl KIMHUYECKHUX HCCIEIOBAHUN JIEKapCTBEHHOIO cpeacTBa (
JEKAapCTBEHHOTO npenapara);
12) noKyMeHThI, MOATBEPKAAOIINE PETUCTPALMIO JIEKAPCTBEHHOTO cpeactBa (
JEKapCTBEHHOr0 MpenapaTta) B TOCyJapCcTBE, I'ZIe OHO NIPOMU3BOJIUTCS — CepTUUKAT
(dhapmaIreBTHueCcKoro mpoAykTa (PErucTpaliOHHOE yIOCTOBEPEHUE (CBUACTENHCTBO), a TIPH
€ro OTCYTCTBHHM — CEPTU(PUKAT Ha CBOOOAHYIO MPOJaXy (HOTapUalbHO 3aBEPEHHAsI KOS B
CTPaHE-MIPOHU3BOAUTETEC).
JlomkHBI OBITH Tak)Ke MpeacTaBIeHbl 00pa3lbl JEKApCTBEHHOTO cpeacTBa (
JEKapCTBEHHOTO  IMpemnaparta) JJs MNpPOBEIEHUsS  OKCHEpPTH3bl €ro  KadecTsa.
13. MapkupoBKa JIEKapCTBEHHBIX CPEACTB (JEKAPCTBEHHBIX MpPENapaToB) MOJKHA
coliepXaTh CJIEeIYIOIY IO 00s3aTEJIbHYIO nHpopmanuio:
1) Ha BTOpUYHOH YIIaKOBKE, a MPHU €€ OTCYTCTBUM - HA TIEPBUYHOMN YIIAKOBKE (ITUKETKE)
JOJKHBI OBITh YKa3aHbl CIEIYIOIIME CBEACHUS HA PYCCKOM M TOCYJApCTBEHHOM S3bIKaX:
rocyJapCTBO, Ha3BaHHE/HAUMEHOBAHUE MPOU3BOIUTENSA, €T0 TOPTOBBIN 3HAK (eciu B
npoliecce MPOU3BOJCTBA YYACTBYIOT JBa W 0oJiee MPOU3BOJIUTEINS, TO JIOMYCKAETCS X
HAaHECEHHWE B COOTBETCTBMM C 3aKOHOJATEIbCTBOM TrocyaapcTB-uwieHoB EBpA3DC);
TOproBoe (MaTeHTOBAaHHOE) Ha3BaHHE/HAMMEHOBAHHUE JIEKAPCTBEHHOTO CpeacTBa (
JEKAapCTBEHHOTO npenapara);



MEKIyHApOJHOE HEMAaTeHTOBAHHOE HAUMEHOBaHUE (MEXAYHAPOJHOE HEMATEHTOBAHHOE
HaNMEHOBAaHUE JOMYCKAETCs JOMOJHUTEIBHO YKa3blBaTh HAa AHTJUHUCKOM WJIU JIATUHCKOM
4 3 BIL K a X ) ;

JeKapCTBEHHad bopwma;
2) KaxJas MHIWBUIYyaldbHAs yNaKOBKa JOJDKHA COMPOBOXKIAATHCS MHCTPYKIHEH MO
NPUMEHEHHIO (WM/WJIM JINCTKOM-BKJIAJBIIIEM) Ha PYCCKOM W TOCYJapCTBEHHOM S3bIKaX.
JlomyckaeTcsi MOJHBIA TEKCT MHCTPYKIIMU MO MPUMEHEHUIO (JIMCTKA-BKJIA/IbIIA) HAHOCUTH
HEMOCPE/ICTBEHHO HAa MEPBUYHYIO WJIM BTOPUUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO CpEeACTBa (
JEKapCTBEHHOTO npemnapara), OTIyCKaeMoro 0e3 peuenrta;
3) Ha3BaHME W KOJWYECTBEHHBIM COCTaB aKTUBHBIX (JEHUCTBYIOIINX) BEIIECTB;
4) MONHBIA TEepeYeHb BCIIOMOTATENIbHBIX BEIIECTB (IS JIEKAPCTBEHHBIX CPEACTB (
JIEKapCTBEHHBIX MPENnaparoB), MpPeAHA3HAYEHHBIX JJIs MApEeHTEPaIbHOrO BBEIACHHUS, IJIs
NpUMEHEHUS B o(TanbMOJIIOTUHN " TS HapyXHOTO NpUMEHEHUS);

5) crocob mpuMeHeHusl, ISl TapeHTEPaTbHBIX JICKAPCTBEHHBIX CPEJICTB (JIEKapCTBEHHBIX
npenapaToB) JOJKEH OBITh yKa3aH CIOCO0 BBEIEHMsS, €CJIHM JIEKAPCTBEHHOE CPENCTBO (
JIEKapCTBEHHBIN Tpenapar) MOXKET BBOJIUTHCSA TpeMsi U Oojiee crocobaMu JI0MyCKaeTcs
YyKa3blBaTh « oI MHBbEKIUU,;

6) YyCIOBHS XpaHEHHUs, C YyKa3aHUEM TEMIIEpATYPHBIX MPEAEIOB;
7) TpenynpexAeHHEe - «JIEKapCTBEHHOE CPEICTBO (JIEKAPCTBEHHBIM Ipernapar)
HEOOXOIUMO XpaHUTh B HEAOCTYIHOM [JIs JETeH MecTe», «Iepell YNoTpeOJeHHeM
B30anTHIBATHY, «HE 3aMOpaXuBaTh» u aApyrue;
8 ) c e p u 1 ;
9) cpok TOIHOCTH/CPOK XPaHEHUSI CPOK TOJHOCTH (XpaHEHUs)/IaTa UCTEUCHUSI CPpOKa
TFOOAHOCTH (XpaHeHUu=4);
10) ycinoBus OTIycKa, €clid JaHHOE TpeOOBaHUE MPETyCMOTPEHO 3aKOHOAATEIbCTBOM
rocyaapcTB-4YJIE€HOB EBpA3DC.
Ha nexapcTBeHHbIE cpencTBa (JIEKapCTBEHHBIC IpenapaThl), MOJTYyUYEHHbIE U3 KPOBH,
IJ1a3Mbl KPOBH, OPTaHOB M TKaHEW 4eNIOBEKa, JIOJKHA HAHOCUTHCA HAIIUCh: «AHTHUTENA K
BNY-1, BUY-2, k Bupycy renaruta C U MOBEpXHOCTHBIM aHTUIE€H BHUpyca renaturta B
OTCYTCTBYIOT)»

JlexapcTBEHHbIE Cpe/ICTBA (JIEKAPCTBEHHBIE MTPENapaThl), MOTYyUYEHHBIE U3 PACTUTEIHHOTO
CBIpbs (1LIeIbHOE WJIU U3METbYEHHOE U pac(hacoBaHHOE JIEKAPCTBEHHOE PACTUTEIILHOE ChIPhE,
cOOpBI, paCTUTENBHBIE Yau) JOJKHBI UMETh HaAMKUCh: «[IpomyKiius mpoiuia paauaioHHbINR
K OHTT®POIS5B »

CrepuiibHbIE JIEKApPCTBEHHBIE CPEACTBA (JIEKAPCTBEHHbIE MpenapaThbl) AOJKHBI UMETh
HaJMOHUCH «KCTEPHUIBbHO).
Kaxnass unauBuayanbHasi ynakoBKa JOJDKHA COMPOBOXKIATHCS MHCTPYKIUMEH MO
MEAUIIMTHCKOMY MPUMEHEHHIO (M/WIH JINCTKOM-BKJIIBIIIIEM) Ha PYCCKOM U TOCYAapCTBEHHOM
sa3bikax. JlomyckaeTcs MOJIHBIM TEKCT WMHCTPYKUHMU IO MEIMIIMHCKOMY MNPUMEHEHUIO (



JMCTKa-BKJIQ/IbIlIa) HAHOCUTh HEMOCPEACTBEHHO HA MEPBUYHYIO WM BTOPUYHYIO YIAKOBKY
JIEKapCTBEHHOT'0 CpejcTBa (JIEKApCTBEHHOTO IMpemnapara), OTIyckaemMoro 0e3 perenra.
J171s1 TeKapCTBEHHBIX CPEJICTB (JIEKAPCTBEHHBIX MIPENApaToB), COAECPKAIUX B OJHON U TOI
e JICKapCTBEHHOM (opMe pa3Hoe KOJMYECTBO aKTUBHOTO (JIEWCTBYIOLIEr0) BEIECTBA,
[[BETOBOE pPEIICHHE ANU3aiiHa MEePBUYHON M BTOPUYHON YMAKOBKH JOJKHO OBITH Pa3IUYHBIM,
€ClIi  3TO MPEAYCMOTPEHO 3aKOHOJATENbCTBOM  rocyaapcTB-uwieHOB  EBpA3DC.
14. UHCTpyKIMA MO MEIUUMHCKOMY HPUMEHEHUIO JIEKAPCTBEHHOTO CpeacTBa (
JIEKapCTBEHHOTO Tpernapara), 10JKHA COACPkKaTh CIASAYIONIYI0 0053aTeNIbHYI0 HH(POPMAIIUIO:
1) ToproBoe Ha3BaHHE, MEXKIyHAPOJHOE HEMATEHTOBAHHOE, XUMHUYECKOE WJIM HHOE
HaWUMEeHOBAaHUH E,;
2) nekapcTBeHHas opMa C yKa3aHUEM KOJUYECTBEHHOTO COJEPKaHUS UM aKTUBHOCTH
NEeUCTBYIOIIUX  BEUIECTB W  HAMMEHOBAHMW  BCHOMOTATEIbHBIX  BEUIECTB;

3) bapmakoTepaneBTUUYECKAS rpymnima (ATX);

4) OMUCaHUE BHEIIHETO BUA;

5) dapmakonorudeckue WM UMMYHOJIOTHYeckue (Ouosioruyeckue) cBoMcTBa (
bapMaKOKHMHETHKA, bapMakoIMHaAMUKA);

6) Ha3BaHHE, IOPUANYECCKUN U (HAKTUUECKHUI aapeca OpraHu3aliy MPOU3BOIUTENS,
BKJIIOYAs IOPUAMYECKOE JIUI0, HA UMSI KOTOPOT'O BBIJAHO PErMCTPALIMOHHOE YJIOCTOBEPEHHUE;
7) nOokKa3zaHUS K  MEIHUIMHCKOMY TPHUMEHEHUIO;
8) NpOTUBOMOKA3aHUS K MEJAUIUHCKOMY TNPUMEHEHUIO;
9) pexxuM 103UpOBaHUS U MYTh (CIOCOO) BBEICHUS, NIUTEIbHOCTh JICUCHUS, MPU
HEOOXOAMMOCTH BpEMsl MpHUeMa JIEKapCTBEHHOTO CpeAcTBa (JEKapCTBEHHOTO Mpenapara);
10) ™Mepsl TOpPeIOCTOPOXKHOCTA MPU MEIUIUHCKOM MPUMEHEHUH;
11) cumnToMBI MEpEenO3UPOBKU, MEPHI MO OKA3aHUIO MOMOIIU IPHU MEPEI03UPOBKE;
12) ykazanus, eciau He00X0IUMO, 00 0COOCHHOCTH JAEHCTBUS JIEKAPCTBEHHOTO CPeICTBA (
JeKapCTBEHHOTO  IMpemnapara) Mpud NEepBOM  MOpHEME€ HWIU €ro  OTMEHE;
13) ykazaHusi, eciii HeOOXOAMMO, O ACHCTBUSAX Bpaya U MalMEHTA MPH MPOITyCKe MprueMa
OIHOW WJIM HECKOJBKUX J03 JIEKapCTBEHHOIO CpPEACTBA (JIEKAPCTBEHHOrO IIperapara);
14) Bo3MOKHBIE TOOOUYHBIE JACHCTBUS, HEXKEJATEJIbHBIC SIBICHUS U CEpPbE3HbIC
HEXXEJaTeIbHbIE SIBJICHUA NMPU MEAULIMHCKOM IPUMEHEHUHU JIEKapCTBEHHOrO Mpenapara;
15) B3aumMojelcTBUEe C APYTMMH JIEKAPCTBEHHBIMH CpPEICTBAMU (JIEKapCTBEHHBIMU
npemnapatamu) u (unm) MUIEBBIMHU NPpONYKTaMH;
16) ykazaHue 0 BO3MOKHOCTH MEIUIIMHCKOTO MPUMEHEHUSI Y OEpEeMEHHBIX, JKCHIIUH B
MEepPUOJ1 JIAKTalluu, Y JeTed 0 U MOCJEe OJHOr0 IojJia, HECOBEPUIEHHOJETHUX, B3POCIBIMH,
HUME I UMHU XpOHUYECKUE 3a00MeBaHUSA;
17) cBeneHHst O BO3MOKHOM BIIMSIHUM JIEKAPCTBEHHOTO CpeACTBa (JIEKAPCTBEHHOTO
npenapara) Ha CHOCOOHOCTh YIPaBIATh TPAHCIOPTHBIMU CPEACTBAMH, MEXAHU3MAaMH,
TpeOYIOMMMH TOBBIIICHHON KOHIIEHTpPAllUM BHUMAaHUSA M OBICTPOTHI TMCUXOMOTOPHOM
p e a K U u u ;



18) cpok TOHOCTH/CPOK XpaHEHHs, a TAKKE YKA3aHHE, UTO JIEKAPCTBEHHOE CPEICTBO 10

HCTEYCHUHU Cpoka TOJTHOCTH HE JOJIAKHO NPUMCHSATHCH;
19) YyCIHOBUI XpPaHEHUS;

20) yka3aHue, 4TO JIEKQPCTBEHHOE CPEJCTBO (JE€KapCTBEHHBIN Mpenapar) CleayeT
XPaHUTH B MecTax, HETOCTYMHBIX NRE: NeTe;
21) YyCIOBHU S OTnNyckKa;

22) uadopmanus o0 OpraHu3alusix, B KOTOPbIE MOTYT ObITh HallpaBJ€HbI MPETEH3UU 10
KaueCTBY JICKAPCTBEHHOTO CPEJCTBA (JIEKAPCTBEHHOTO TMpenapara) u apyras uHbopMaius o
JIEKapCTBEHHOM CpeJICTBE (JIEKapCTBEHHOM Ipenapare) (Ha3BaHue, TenedoH, (hake, moYTOBBIM
u DI EKTPOHHEB I anpeca).

JIMCTOK-BKIABIII JIOJHKEH COAEPKATh CIEAYIONIYI0 00s3aTelIbHYI0 MH(POPMAIIUIO:

1) Ha3BaHME JIEKAPCTBEHHOTO CPEACTBa (JIEKAPCTBEHHOTO Mperapara) ¢ yKa3zaHUueM
MEXAYHApOJAHOTO HEMAaTeHTOBAHHOTO Ha3BaHUs (MPU €ro HAJMYUU), €CIU MPOU3BOJUTEIH
UCIIOJIb3YET TOPrOBOE HA3BAHME JIEKAPCTBEHHOI'O CpPElCTBa (JEKAPCTBEHHOrO Mperapara),
OTIIMYHOE OT MEXIYHAPOHOTO HEMATEHTOBAHHOTO Ha3BaHUS, €CJIH JIEKAPCTBEHHOE CPEICTBO
(JiekapCTBEHHBII Mpenapar) COAEPKHUT TOJbKO OAHO aKTUBHOE (JIEUCTBYIOIIEE) BELIECTBO,
€CJIM JIEKapCTBEHHOE CPEACTBO (JIEKAPCTBEHHBIM MpENapar) BBIYCKAETCS B HECKOJIbKUX
JeKapCTBEHHBIX (hopMax u/mwin hopMmax, OTIIMYAOIIUXCS 110 CHIIe ASHCTBUS (HarpuMep, s
HOBOPOXJICHHBIX, JACTEH, B3POCIHBIX), JaHHAA WH(POpMaIUs TOJDKHA OBITh YKa3aHa PSAIOM C
TOPrOBBIM  Ha3BaHMEM JIEKAPCTBEHHOTO CpeACTBa (JIEKAPCTBEHHOTO Mpemnapara);

2) onucaHue JEKapCTBEHHOr0 CPEICTBA (JIEKAPCTBEHHOTO Ipenapara) JOHKHO COAEpKaTh
MOJIHOE ONMHUCAHHME AKTUBHBIX (AEHCTBYIONINX) BEIIECTB C MPUBEACHUEM KOJIMUYECTBEHHBIX U
KAUeCTBEHHBIX XapPAaKTEPUCTHUK M HCIOJIb30BAHHEM MEXIYyHApOIHBIX HAUMEHOBAHHMM JIs
KaXJO0W JIeKapCTBEHHOW (OpMBI € yKa3aHUEM KauyeCTBEHHBIX XapaKTEPUCTHK
BCIOMOTAaTENbHBIX BEIIECTB;

3) cBeAeHUS O JICKapCTBEHHOM (hopMe 1 COCTaBe BEIIECTB, YKa3aHHOE B €AMHHUIIAX MACCHI,
obbema UIu KOJMUYECTBE €IUHHUI O3Bl

4) dhapmakoTepaneBTUUECKYIO TPYIITY WIW THI JEHCTBUS B TEPMHUHOJIOTHUH, JOCTYITHOM
N NOHUMAaHUI NAalUEHTOM,;

5) OCHOBHBIE CBOWCTBa JEKApCTBEHHOM (POPMBI IOJKHBI COAEPKATH KPATKYIO
XapaKTEPUCTUKY TOTOBOM JIeKapCTBEHHOM (hOpMBI, BKITIOUYasi (PU3NKO-XMMUYECKHE CBOMCTBA (
uH(popMaLus JOJKHA COOTBETCTBOBATH PA3JEIy «OIMUCAHHE JEKAPCTBEHHOTO CPEICTBA»
HOPMAaTUBHOTO JOKYMEHTA no KOHTPOJIIO KadyecTBa);

6) mokazaHusl K IPUMEHEHHUIO B BUJI€ MepeyHs 3a00J€BaHUI U COCTOSIHUM, MPU KOTOPBIX
JeKapCTBEHHOE  CpeACTBO  (JIEKapCTBEHHBIW  mpemapar)  okasbiBaeT  A(DdexT;

7) yKazaHus 1o MPaBUJIbHOMY MPUMEHEHHIO JEKapCTBEHHOTO CPEICTBA (JIEKAPCTBEHHOIO
npemaparta), a MUMEHHO:

ONPOTUBOMNMOKA3aHUSI,;
NpeaoCTEPEXRECHUS npu NPUMEHECHHUU;



B3aUMOJICCTBHME C WHBIMHU JICKAPCTBEHHBIMU CpeICTBaMHU (JIEKAPCTBEHHBIMU
npenaparaMm) U Jpyrue BHAbl B3aUMOJEWUCTBUA (Hampumep, ¢ TaOaAKOM, aJKOTrOJIeM,
MUIIEBBIMU TTPOTYKTaMH ), KOTOPBIE MOTYT TIOBJIMSITH Ha JACHCTBUE JICKAPCTBEHHOTO CPEICTBA
(IexKapCTBEHHOTO npemnapara);

ocoOB®mle yKa3aHUAI,;

8) mpuBeaeHHas WHOOpMAIUA JOJDKHA YUMUTBHIBATH U COJAEPXKATh ClENyIollee:

0COOEHHOCTH HEKOTOPBIX KaTeropui norpedurenei (Hanpumep, AeTH, OepeMeHHbIE WU
KOPMSIIIUE TPYAbIO )KEHIIUHBI, JIFOJH TMOXKHUIOT0 BO3PACTa, MAIMEHTHI C OTJACIbHBIMUA BUIAMHU
marTomaXOTlTUMU) ;

CBECHMUSI, €CJIM 3TO HEOOXOIUMO, O BIIMSHUU JIEKAPCTBEHHOTO CPEACTBA (JIEKApPCTBEHHOTO
npernapara) Ha TOBEJEHUE YEJIOBEKa, CIOCOOHOCTh YIPABISATH aBTOMOOWIIEM WU
MEeXaHHuH3MaMU¥u,;

CBEJICHHS O T€X BCIIOMOTaTEJbHBIX BEIIECTBAX, KOTOPbIE BAXHBI JJIsI O€30MaCHOTO U
3((PEKTUBHOrO HKCIMOIB30BaHUS JIEKAPCTBEHHOI'O CpelcTBa (JIEKapCTBEHHOrO Ipemnapara);

CIeyIOlNe YKa3aHusl MO MPaBUIBHOMY MpPUEMY JIEKapCTBEHHOTO CpeicTBa (
JIEKapCTBEHHOr0 Ipemnapara): J03a; cnoco0 M MyTh BBEAECHUS; KPaTHOCTb BBEJCHHUS C
yKa3aHUEM, €CJIH HeO0OXO0UMO, BpEMEHH CYTOK, KOT/1a CIeAyeT MPUHUMATh JIEKapCTBEHHOE
CPECTBO, COOTHOIIEHHE ¢ MPUEMOM IHUIIH, a TAKXKe, €CJIh HE0OOXOAUMO, B 3aBUCUMOCTH OT
CBOWCTB JICKAPCTBEHHOTO CpelCTBa (JIGKApCTBEHHOI'O0 TIperapara); IJIUTEIbHOCTh
npyuMeHeHHs1 6e3 BpaueOHOro KOHTPOJISA, €CIM OHO OTPaHUYEHO; MPOSIBICHUS NIEPEI03UPOBKH,
MephI, KOTOPbIe HEOOXOAMMO MPHUHATH MPHU MEPEIO3UPOBKE (HAMPUMED, MEPOTIPUATHS 10
OKa3aHUI0 HEOTJIOKHOW MOMOIINM M CUMIITOMaTh4yecKas Tepamus); ACHCTBUS, eclu ObLI
NPOMYIIEH OYEepEeIHOW MpUEM JEKAPCTBEHHOTO CpeAcTBa (JIEKapCTBEHHOrO Ipernapara);

yKazaHus (Ipu HeOOXOJUMOCTH) Ha PUCK pa3BUTHS d(PeKkTa OTMEHBI JIEKAPCTBEHHOTO
cpeacTBa (1eKapCTBEHHOTO npemnapara);

9) onrcanne NOOOYHBIX PEAKIIU, KOTOPBIE TPU TPUMEHEHUH JIEKaPCTBEHHOTO CPEACTBA (
JIEKapCTBEHHOTO MpernapaTa) B TEpaneBTUYECKUX JIMOO NPOPUIAKTUIECKUX J03aX MOTYT
HaOJTI0IaThCsA, YKa3aHWE Ha HEOOXOJMMOCTh OOpalieHus K Jiedamemy Bpady IMpU HX
NOSIBJIEHUHU, a TaKXe MpU TMOSIBICHUM NOOOYHOW peaKuu, HE YINOMSHYTOH B
ATUCTKE-BKJIaJJhbl e ;

10) cchlIKYy Ha CpOK TOJHOCTH, YKa3aHHBIM Ha JdTHKETKE;

11) mpenynpexzaeHue o 3ampeTe NPUMEHEHHsS JIEKApCTBEHHOrO cpeacTBa (
J€KapCTBEHHOTO npermnapara) nocie OKOHYAHMUS Cpoka rOJHOCTH,;

12) ocoObsle ycioBuUA XpaHeHUs (ecau HeEOoOXO0JAHMO);

13) ykazaHue 0 XpaHEHHUU JIEKAPCTBEHHOI'O CpEeJCTBa (JIEKapCTBEHHOIO Ipemnapara) (
XpaHUTh B MecTax, HE JOCTYIHBIX s neteu u Ipyroe);
14) npeaynpexaeHue O BU3yadbHBIX MPU3HAKAX HEMPUTOAHOCTU JIEKAPCTBEHHOTO
cpeacTBa (1eKapCTBEHHOT O npemnapara) (ecm TaKOBBIE UMEIOTCH);
15) YyCIOBHS OTHNycCKa;



16) undopmaruio 06 opraHu3anusIX, B KOTOPbIE MOTYT ObITh HANPaBIEHbI IPETEH3UU T10
KaueCTBY JICKAPCTBEHHOTO CPEJCTBA (JIEKApCTBEHHOTO TIpemnapara) u apyras uHhopMarus o
JEKapCTBEHHOM CpeICTBe (JIE€KapCTBEHHOro mpemnapara) (Ha3BaHue, TenedoH, ¢akc,

NOYTOBBIU U DIEKTPOHHBIU aagpeca);
17) na3BaHue, IOPUANYECKUN U (PaKTUUECKUH aJpeca OpraHU3alUuU-IIPOU3BOAUTENS
JE€KaPCTBEHHOTO cpenacTBa (1ekapCTBEHHOT O npenapara).

Bo03M0XHO mpenocTaBieHre KOMUM BBIIIEYKAa3aHHBIX JOKYMEHTOB, O(DOPMIIEHHBIX B
YCTAaHOBJIEHHOM nopsAsaKe.

JIOKyMEHTBI, BbIJAHHBIE KOMIIETEHTHBIMM OpraHaMH HHOCTPAHHBIX TOCYAapCTB,
IIPUHUMAIOTCS IIPU HAJIMYMU MX JICTAJU3alyy WX IPOCTABJICHUS allOCTWIIS, €CIIM UHOE HE
MNpeIyCMOTPEHO MEXJIYHAPOIHBIMH JOTOBOpAMHU.

JIOKYMEHTBI, COCTAaBJICHHbIE HA WHOCTPAHHOM S3BIKE, JOJDKHBI CONPOBOXKIATHCS
IIEPEBOJOM Ha IOCYIapCTBEHHBIN WIM PYCCKUU A3BIKH, 3aBEPEHHBIM HOTAPUAIIBHO, €CIIU HHOE
HE MPEIYCMOTPEHO 3aKOHOAATEIBCTBOM.

I[TpumnoxeHnmwue 2

Kk CormameHuio 0 COTPYAHUYECTBE

rocyaapcTB-4JIEHOB EBpasulickoro DKOHOMHUYECKOTO
cooOuiecTBa B chepe oOpaunieHus JeKapCTBEHHBIX
CpEncCTB (mexkapCTBEHHBIX npemnapartoB),

U3J1eaui MEIUIUHCKOTO Ha3HAYCHUA U MEIUIUHCKOU
TEXHUKHU (MEAUIUHCKUX U3enui)

ot 28 cenTsa0ps 2012 rona

ITOJIOXEHUE

00 OCHOBHEIX TPeOOBaHMAX rOCYAAPCTBEHHOH PETHCTPaIUH
U IIEPEPETUCTPAIMH H31EIHi METUIIMHCKOTO HA3HAYCHHUA U
MEIUIWHCKON TEXHWKH (MEIUNUHCKIX U3ICIIii) B
rocyzapcrBax-wieHax EBpasuiickoro

9KOHOMHYIECKOTr0 Co00mecTBa

OO0mme moIoKeHuS

1. Hacrosimee Ilonoxxenue pazpaboTaHo [uisi 0ObeIMHEHUS U KOOPJIUHALIMU YCUIUN
rocynapctB-uieHoB EBpA3DC mno pnanpHeieMy yriayOJeHHI0O COTPYJIHHUYECTBA H
WHTETrpaluyd B 00JIACTH CTaHAAPTU3ALMM, PETUCTPAlMd W KOHTPOJISI KayecTBa M3IEIUI
MEIULIHUHCKOTO HAa3HAYEHUS M MEAULMHCKOW TEXHHKU (MEIWLIHMHCKUX HW3JEJINiA) B LENSIX
oOecrieueHusi HaceiaeHuss 3(QPEKTUBHBIMU, O0€30MACHBIMU U Kauye€CTBEHHBIMHU H3JIETUSIMHU
MEIMLMHCKOIO HAa3HAYEHUs U MEIUIMHCKOW TEXHUKOW (MEIMIMHCKHUMHU HU3JEJIUSIMH) B



HEO0OXOAUMBIX obbpeMax u ACCOPTUMEHTE.
2. Hacrosmee Ilonoxkenune pazpaboTaHO Jisi COBEPIICHCTBOBAHUS HOPMATHBHBIX
MPABOBBIX AaKTOB, PETYJHPYIOMHX OOpalieHrne H3IeTUid MEAUIMHCKOTO HA3HAYCHHS U
MEJIUIIMHCKON TEeXHHKHU (MEIUIIMHCKUX U3JeIui) B rocyaapctBax-uieHax EBpA3DC, Ha
OCHOBE peKOMeHJauui BcemupHOUW opraHh3aluy 31paBOOXPAHEHMS, 3aKOHOJATEIbCTBA
rocyaapctB-uieHoB  EBpA3DC u  oOmeEenpuHATBIX  MEXKIYHApOIHBIX  HOPM.
3. Hacrosmee [lonoxxeHne HanmpaBieHO HA B3aMMHOE NMPU3HAHUE, HE TPOTUBOpEUAIIIEE
3aKOHOJATENIBCTBY TocyaapcTB-uieHOB EBpA3DC, HEKOTOPBIX BUIOB UCHBITAHUN H3JETUN
MEIUIIUHCKOTO HAa3HAYCHUS W MEAUIIMHCKONW TEeXHUKU (MEIMIIMHCKUX U3JCNIHI) C IEIbI0
PKOHOMHMYHOTO WCIOJIb30BaHUS JIOJICKUX M MaTepUaJIbHBIX PECYpPCOB, JTa0OpaTOPHBIX
KUBOTHBIX, a TAK)KE YMEHBIIICHUSI CPOKOB Pa3paOOTKU U MOCTABKHU Ha PHIHOK HOBBIX W3ICIIHMA
MEJIULIMHCKOTO Ha3HAUY€HUS] M MEJUIMHCKOW TEXHUKU (MEAUUMHCKUX U3AETUil).
4. Hacrosimee IlonoxkeHnue coaepXut TpeOoBaHus (MUHUMAIbHBIE), TIPEIbIBISIEMbIC K
JOKYMEHTaM U JIaHHBIM, MPEICTABISIEMBbIM MPHU TOCYJapCTBEHHOW pErUCTpaluvl U
nepeperucTpanuu (raiee — rocyAapCTBEHHAs PErucTpanus) HU3JIeTuid MeIUIMHCKOTO
Ha3HAYCHHUS U MEIUIMHCKOM TEXHUKHU (MEAUIMHCKUX H3JIeNIUi) B rocyJapcTBaxX-ujeHax
EBpA3D2C, He mpoTUBOpEUaIlINE 3aKOHOJATEIbCTBY rocynapct-uieHoB EBpA3DC.

OcHOBHBIE TCPMHHBI K OLIPEACIICHUA

5. l'ocynapcTBeHHas perucTpanus — Ipoleaypa onpeaesieHns KauecTna, 3pPpexTuBHOCTH
u 0e30MacHOCTH HU3JAEIUNA MEIMUIIMHCKOTO HAa3HAYEHUS W MEIUIMHCKONW TEXHUKHU (
MEIULMHCKUX U3JEI1i) HAa OCHOBAaHUU COOTBETCTBYIOLMX UCIBITAHUN U OLEHOK C LIEJBIO
JOIMYCKa M3JENUM MEAUIIMHCKOTO Ha3HA4YE€HMs] U MEIULUHCKOW TEXHUKH (MEAMIMHCKUX
U3JIeNIiA) K MPOU3BOJCTBY, BBO3Y, BBIBO3Y, pEaIU3alMU U MEAUIMHCKOMY NPHUMEHEHUIO.

6. I'ocyjapCTBEHHBI PEECTP M3ACIMI MEIMIIMHCKOIO HA3HAYEHUS] U MEIULUHCKON
TEXHUKU (MEIMIMHCKUX H3JEeNUN) — JIOKYMEHT, COAEpP)KAIIMM CBEIECHHUS 00 W3AeNHIX
MEIHUIMHCKOTO HA3HAYEHHS M MEIULIUHCKON TEXHUKE (MEIUIUHCKUX H3AEIUsX),
3apETUCTPUPOBAHHBIX B rocyaapcrBax-wieHax EBpA3DC n pa3pelieHHbIX K MPOU3BOACTBY,
BBO3Y, BBIBO3Y, peanuszanuu u MEIUIUHCKOMY IIPUMEHEHUIO.

7. U3nenus METMUMHCKOTO Ha3HAYEHUS — U3JIeNHs], HAOOPbI PEareHToB sl AMArHOCTUKU
(in vitro) ¥ BCrOMOTaTENbHBIE MaTepUaibl, UCIOIb3yEMBbIC A1 MPO(QUIAKTUKH, JTEUCHHUS,
peadunuTanuu, IPOTE3UPOBAHMUS, Hay4HO-HUCCJIEA0BATEIIbCKHUX pador.

8. MenuuuHCKass TEXHHKAa — MEAULMHCKUE almaparsl, TpuOOpsl U 000pyI0BAHUE,
[IPUMEHSIEMBIE OTIEJIBHO, B KOMIUIEKCAX WM CHUCTEMax B MEAULMHCKUX LEIAX I
npopUIaKTUKU, JUArHOCTHKH, JIEUEHHUs, peaduiuTauud, MOpPOTE3UpPOBAHMUS,
HAay4HO-HUCCIEIOBATEIbCKHUX pabor.

9. be3onmacHOCTh M3JEAUN MEIUIIMHCKOTO HAa3HAYEHUS] M MEIULIMHCKOW TEXHUKH (
MEIULUHCKUX W3/E]INii) — OTCYTCTBUE HEIOMYCTUMOIO PUCKA, CBSI3AHHOTO C MPUYHMHEHUEM



Bpena KU3HU, 3I0POBbIO yeJoBeKa u OKpYyXarwIiien cpene.
10. KauecTBo m3aenuii MEIMIIMHCKOTO HA3HAYEHHUS M MEIUIIMHCKONW TEXHHKHU (
MEJIUIIMHCKHUX U3JEJHNI) — COBOKYITHOCTh CBOMCTB U XapaKTEPUCTUK U3AEIUI METULIMHCKOTO
HAa3HAYCHUS W MEIMUIIMHCKOM TEeXHUKH (MEIULMHCKUX W3JCIUN), BIUSIOMMNX Ha UX
CIIOCOOHOCTh JEWCTBOBATh MO HA3HAUYCHUIO TMPU YCIOBUU COOTBETCTBUS TPEeOOBAHUSIM
HOPMaTHUBHBIX NpaBOBBIX aKTOB, JEUCTBYIOIINX B rocyiapcTBe.

11. DddexTuBHOCTL U3AETUN MEAUIMHCKOTO HA3HAYEHUS] U MEAUIIMHCKON TEXHHUKHU (
MEJUIIMHCKUX W3JIENINN) — COBOKYITHOCTh XapaKTEPUCTUK, 00ECTICUMBAIONINX JIOCTUKEHUE
poUIAKTUIECKOT0, TUArHOCTUYECKOT0, JIeUeOHOro U (W) peabuiuTaiimoHHoro s dekra.

12. PeructpaimoHHOE JOChE — KOMIUIEKT JOKYMEHTOB, MPEACTaBIISIEMbIN s
rOCyJIapCTBEHHOM peructpanuu (mepepeructpanyu), BHECEHHS HU3MEHEHHH B
PETUCTPALMOHHOE JIOChE Ha WU3/ENINEe MEIUIIMHCKOTO Ha3HAYEHUS U MEIUIIMHCKYIO TEXHUKY (
MEAUILNUHCKHUE u3genus).

13. PeructpannoHHOE yIOCTOBEPEHUE — NOKYMEHT, MOATBEPKAAOIINN Pa3pelICHUE K
IPOU3BOACTBY, BBO3Yy, BBIBO3Yy, pEAM3allMM U MEIHUIMHCKOMY IPUMEHECHUIO H3JECIUs
MEJIUIIMHCKOTO HA3HAUYCHUS U MEUIIMHCKON TEXHUKH (MEAUIIMHCKUX U3JIeNNI), BbIJJABACMBIii
0 pe3yJibTaTaM roCcyIapCTBEHHOUN perucTpalum.

OOBeKTH rOCyIapCTBEHHOM PETUCTPAMH

14. O6BbeKkTaMU TOCYAAPCTBECHHOW PETUCTPAIIUH SBIISIIOTCS BCE M3STUS MEIUIIMHCKOTO
Ha3HAYECHHUS] U MEUUMUHCKON TEXHUKH (MEIULMHCKUE U3JENHS), 3a UCKIIOYEHUEM CIIyYaes,
NpEeAyCMOTPEHHBIX  3aKOHOJATENIbCTBOM  rocyaapctB-uieHoB EBpA3DC. Ilpu
rOCy/1apCTBEHHOM PEruCTpaly MU3AENUS MEIUIUHCKOrO Ha3HAYEHHUS U MEIULMHCKOMN
TEXHUKH (MEJULIHMHCKOE WU3/IeJIME) BHOCUTCA B TOCYAApPCTBEHHBIA peecTp H3IEIHUi
MEIUIUHCKOTO HAa3HAYEHHS M MEJIUIMHCKOM TEXHUKU (MEIUUUHCKUX W3AEIUN) C
NPUCBOCHUEM €My PErucTpallMOHHOrO HoMepa (HOMepa peecTpoBOMl  3amucH).

15. Ha 3apeructpupoBaHHOE H3IEIUE MEIMIMHCKOTO Ha3HAYEHUS U MEAULIUHCKOU
TEXHUKH (MEIUIMHCKOE M3/IeNNE) 3asBUTEIIO BBIJAETCS PErHCTPALMOHHOE YAOCTOBEpEHHUE (
CBHUJICTEIILCTRO).

OcHoBHEIE TpeOOBaHHUA K JOKYMEHTaM U JaHHBIM, IIPEJICTABIACMbIM
IIPH TOCYapCTBEHHON PETMCTPAMH H3/eJHA MEIUITHHCKOTO
HA3HA4YCHUA M MCIUITMHCKON TEXHUKH (MEANIIMHCKAX W3IEITHIA)

16. PeructpainmoHHoe 10che AOJDKHO COJEPKATh CIHEAYIOIINE JOKYMEHTHI:

1) 3asBreHre HA MPOBEICHUE TOCYAAPCTBEHHOW perucTpauuu (MepeperucTparm)

U3JIeIUs MEAUIIMHCKOTO Ha3HAUYCHUS U (MJIM) MEIUIIMHCKON TEXHUKH (MEIUIUHCKUX U3ACNIUN
), comepoixkarmee

HauMEHOBaHUE 3asBUTENs (TOCyIapcTBO, IOPUAMYECKUN aapec);



HanMEHOBaHHE TMPOU3BOAUTENST (TOCYIapCTBO, HOPUAMYECKUN ajpec);
HAaWMEHOBAaHHE IOPUAMYECKOTO JIUIA W WHIUBHUIYATBHOTO TIPEANPUHUMATENIS, HA UM
KOTOPOTO  TPOU3BOJUTCS  peructpamus (rocyaapcTBO, HOPUIWYECKHN  aapec);
Ha3BaHUE W3NS MEIUIIMHCKOTO HAa3HAYCHUS M MEIUITUHCKONW TEXHUKH (MEIUIIMHCKUX
W3JICNINI), C yKa3aHWEeM HAaWMCHOBAHUS HOPMATHBHOW TEXHUUYECKOW JOKYMEHTAINH, B
COOTBETCTBHH C KOTOPOH M3TOTOBJICHO M3JIEJINE MEAUIIMHCKOTO HaA3HAUYCHHS U MEAUITMHCKAs
TEXHUKA (MEIUIUHCKHEC U3aenus);
00J1aCcTh MMPUMEHEHHMS U3EIUST MEIUIIMHCKOTO Ha3HAYCHUS U MEIUIIMHCKON TEeXHHUKHU (
MEITUIHUHCKHUX U3OCTHuM);
cBelleHUs 00 aHajorax M3AeNus MEIUIIMHCKOTO Ha3HAYCHUS U METUIIMHCKON TEXHUKH (
MEITHUIHHCKHUX U3ACTUM);
KOMITJIEKTAIUS (COCTaB) 3asBIISIEMBIX U3EIHN MEIUIIMHCKOTO HA3HAYEHU S, METUITUHCKON
TEXHUKHU (METUIIUHCKUX 1761 (H107479) (c yKa3zaHHeM HAaUMEHOBaHUM);
CPOK TOHOCTH, TAPAHTUHUHBIN CPOK IKCIUTyaTaIlUU U3IETHUS MEAUIIMHCKOTO HA3HAUYCHUS U
MEIUIUHCKOM TeXHUKHU (METUIIMHCKHUX U3ICIHui);
2) MOBEPEHHOCTH MPOU3BOIUTENS U3ACIUNA MEAUITMHCKOTO HA3HAYEHUS M METUITMHCKOM
TeXHUKU (MEIULIMHCKUX H3Jenui), oQopMJIeHHAas B YCTAaHOBJIECHHOM IMOPSJIKE;
3) MOKYMEHTBI, YIOCTOBEPSIOIINE KauyeCTBO 3asBIIAEMOT0 HM3CIUS MEIUIIMHCKOTO
HA3HAYCHHS ¥ MEAUIIMHCKON TEXHUKU (METUIIMHCKUX W3JENHi), BBIJAaHHBIC B TOCYAapCTBE
npousBoauTens (cepTu(uUKaThl COOTBETCTBUS HAa CHCTEMY MEHEI)KMEHTa KadyecTBa,
cepTu(UKATBI COOTBETCTBUS HAa MPOAYKIUIO, CEPTU(PUKATBI CBOOOMTHOW TPOMAKH,
JeKIapalid COOTBETCTBHS MPOM3BOAUTENSA, PETHUCTPALIMOHHBIE YIOCTOBEPEHUS U Ap.);
4) HOPMATHBHBIN TEXHUYECKHH JOKYMEHT, B COOTBETCTBUU C KOTOPHIM H3TOTOBJICHO
U3JIeNIie MEJUIIMHCKOTO HA3HAYCHHUS W MEAMIIMHCKAs TEeXHUKA (MEAUIIMHCKHE U3/IeINuf);
5) onucanue (0Opazel] UM MaKeT) MapKUPOBKH, YIAKOBKU U3JETUS MEIUIIUHCKOTO
Ha3HAYCHUSA u MEIUITHHCKOM TEXHUKH (MEIUIIMHCKUX U3JIETTNN);
6) MHCTPYKIIMS 110 MPUMEHCHHIO M3CIIUS MEAUITMHCKOTO Ha3HAYCHHUS, PYKOBOJICTBO I10
AKCIUTyaTallil MEIUIMHCKOW TEXHHUKU (MEIWIIMHCKUX W3MIeNNN), MAcTOpT HAa WU3MEINe
MEIUIIMHCKOTO HA3HA4YEHMS, MEIUIMHCKYI TEeXHUKY (MEIUIIMHCKUE W3JeNus),
odOpMIICHHBIE TPOUZBOAUTEIEM 3aSABISIEMOr0 W3ACTUS MEAUIIMHCKOTO Ha3HAYCHUS,
MEIUIMHCKOW TEeXHUKHW (MEIMIIMHCKUX U3JeNUuil) B YCTAaHOBJICHHOM IIOPSJIKE;
7) TOTIOTHUTENBHBIC CBEICHHUS, TIOATBEPKIAIOIINE COOTBETCTBUEC U3ICITUS METUITUHCKOTO
Ha3HAUYCHUS M MEAHUIMHCKOW TEXHUKU (MEAUIMHCKUX U3JeNHi) TpeOOBaHUAM IO
6e3zonmacHocTtu, HSGPEKTUBHOCTH M  KayeCcTBY IS  4YeJOBEKa, a HMEHHO:
MIPOTOKOJIBI TPEOYEMBIX UCTIBITAHUYN U3/IETNS MEAUITMHCKOTO HAa3HAYCHUS U METUIIMHCKOM
TEXHUKHU (MEIUIUHCKUX U3ICNUN);
JTOKYMEHTBI, TIOATBEPKIAIOIINE MPOBEICHUE KIMHUYECKUX UCTIBITAHUNA B TOCYIapCTBE
IIPOM3BOJIUTEIIS WK JAPYTUE TOKYMEHTHI, MOATBEPKIAIONINE KIMHUYECKYIO 3P ()EKTUBHOCTh
W3JICTTUST MEIUITMHCKOTO HAa3HAYCHUS U METUITMHCKOW TEXHUKH (METUITMHCKUX U3ICTTHH).
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