NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 22 cheBpans 2023 r. N 292

Ob YTBEPXAEHWUU NMONTOXEHUA
O NOPAOKE NPOBEAEHUA 3KCNEPUMEHTA MO OCYLUECTBJIEHUIO
PO3HNYHOWU
TOPIroBJ/iN NEKAPCTBEHHbIMU NMPEMAPATAMU ONA MEAULIMHCKOIO
NMPUMEHEHUA, OTNYCKAEMbIMM NO PELENTY HA NNEKAPCTBEHHbIN
NMPENAPAT, AUCTAHLUUNOHHBLIM CITOCOBOM

ITpaButenscTBO Poccuiickoit @enepanuu nMoCTaHOBIISIET:

1. VYTBepauth npunaraemoe IlonokeHue o mopsake NPOBEACHHS SKCIIEPUMEHTA I10
OCYLIECTBJICHUIO PO3HUYHOW TOPrOBIIM JIEKAPCTBEHHBIMU IpEIapaTaMy A1 MEAULUHCKOIO
IIPUMEHEHHUs], OTIIYCKAEMBIMM 10 PELENTY Ha JIEKAPCTBEHHBIM Ipernapar, AUCTaHLIUOHHBIM
crocobom.

2. YCTaHOBHUTH, YTO YYACTHHKAMM DKCIIEPUMEHTA IO OCYILIECTBICHHIO PO3HUYHON
TOPIOBJIN JIEKaPCTBEHHBIMU IIpenapaTaMy Il MEAULUHCKOIO IPUMEHEHUs, OTIIyCKaeMbIMU
I10 PELENITY Ha JIEKAPCTBEHHBIN Mpernapar, IMCTaHIIMOHHBIM CIIOCOOOM (Jaiee - SKCIIEPUMEHT)
SIBJISIFOTCSL:

MunucrepceTBo 31paBooxpanenus Poccuiickont @enepanuu;

YIOJHOMOYEHHBIE HCIIOJIHUTENbHBIE opraHbl cyObekToB Poccuiickoit denepanuu - r.
Mockssl, benropoackoit o6inacta, MockoBCKo# 001acTH;

MEAMIMHCKUE  OpraHu3alid M aNTe4yHble  OpraHu3allid, COOTBETCTBYIOLIUE
TpeOOBaHUAM, YCTAaHOBJIEHHBIM B COOTBETCTBMM C uacTbio 4 crtarbu 55.1 depepanbHOro
3akoHa "O0 o0OpaleHNnH JIEKapCTBEHHBIX CPEJICTB".

3. YnonHOMOYEHHbIE UCIIOJIHUTENbHBIE OpraHbl cyObekToB Poccuiickoit deneparum,
yKa3aHHbIX B IYHKTE€ 2 HacTOSIIEr0 ITOCTAaHOBJIEHMS, YTBEpXKAAlOT MOPSAIOK OTOOpa
MEAUIIMHCKUX OpTaHU3alMi U alTeYHbIX OpraHU3aluil sl y4acTusl B SKCIIEPUMEHTE, a TAaKKe
MPOBOJAT TaKOW OTOOp M YyTBEP)KIAIOT MEepevYeHb MEAUIIMHCKUX OpraHu3aluil U NepeuyeHb
anTeuHbIX OpraHU3aluii, COOTBETCTBYIOLIUX TPEOOBAHUSAM, YCTAHOBJIIEHHBIM HACTOSLIUM
MMOCTAHOBJICHHEM B COOTBETCTBUU C 4acThio 4 crtarbu 55.1 denepanpHoro 3akoHa "OO
OOpaIlleHun JIeKapCTBEHHBIX CPEACTB", W SBJSAIOMIMXCA YYAaCTHHUKAMM DSKCIIEPUMEHTa, ¢
pa3MelleHHeM yKa3aHHBIX MepeyHel Ha CBOMX O(HIMAIbHBIX caiiTax B MH(OPMAIMOHHO-
TEJIEKOMMYHUKallMOHHOM ceTh "HTepHeT".

4. Peasmszanus MepoNpUATHN, NPELyCMOTPEHHBIX HACTOAIIMM ITOCTAHOBIICHHEM,
ocymecTBisieTcss MUHUCTEPCTBOM 31paBooxpaHeHusi Poccuiickoii deneparum B npenenax
YCTAaHOBJICHHOW INTAaTHOW YHCICHHOCTH paOOTHMKOB MuHHCTEpCTBA U OIOJKETHBIX
aCCUTHOBAHMM, MpeyCMOTPEHHbIX MUHHUCTEPCTBY Ha PYKOBOJICTBO U yNpaBlIEHUE B cdepe
YCTAHOBJICHHBIX (DYHKIIHH.

5. Hacrosmee nocraHoBieHue BerynaeTr B cuity ¢ 1 mapra 2023 r. u gelictByet 1o 1
Mmapta 2026 r.



[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
M.MUIITYCTHUH

YT1BepxkAECHO

nocranopyiieHueM [IpaButenscTBa
Poccuiickoit @eneparnuu

o1 22 ¢eBpanst 2023 r. N 292

NOJNTIOXEHUE
O NOPAOKE NPOBEAEHUA 3KCNEPUMEHTA MO OCYLUECTBJIEHUIO
PO3HUYHOW
TOPIroBiin NEKAPCTBEHHbIMU NPEMAPATAMU ONA MEAULUMHCKOIO
NMPUMEHEHUA, OTNYCKAEMbIMM NO PELENTY HA NNEKAPCTBEHHbIN
NMPENAPAT, AUCTAHLUUNOHHBLIM CITOCOBOM

1. Hacrosimee IlonoxkeHne ycTaHaBIMBAeT IMOPSAOK MPOBEICHUS SKCIEPUMEHTA IO
OCYIIECTBJICHUIO PO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMU IperaparaMmy A MEIULUHCKOTO
MPUMEHEHUs], OTIYCKAaeMbIMM IO peleNnTy Ha JEeKapCTBEHHbIM mnpenapar (ganee -
JIEKapCTBEHHBIN IpenapaT), JUCTAaHIIMOHHBIM CIIOCOOOM (J1ajiee - IKCIEPUMEHT), TpeOOBaHUS
K MEOWIMHCKUM OpraHu3alysM M anTeYHbIM OpraHU3alusaM, SBIIOIIAMCS YYaCTHUKaMU
JKCIIEPUMEHTA, TOPSJOK  OCYIIECTBICHHWS PO3HUYHOM TOPrOBIM  JIEKAPCTBEHHBIMU
npenapatamMM JIMCTAaHLUMOHHBIM CIOCOOOM, TpeOOBaHUS K JIOCTABKE JIEKapCTBEHHBIX
IIpEeNnapaToB TIpaKJaHaM, IpaBWIa BbIIAYM DPA3pELICHUS HA OCYIIECTBIECHUE PO3HUYHOU
TOPTOBJIN JIEKAPCTBEHHBIMU IIpenapaTaMu AUCTaHIIMOHHBIM CIIOCOOOM.

2. B nactosimem [TooxeHn# UCTIONB3YIOTCS CIIEAYIONTNE TTOHSITHS:

"cyonexThl Poccuiickoit deneparuu' - r. Mocksa, benropojckas o6iacts, MockoBckast
00J1aCTh;

"YIIOJIHOMOYEHHBIE UCIIOJIHUTENbHBIE OpraHbl cyObekToB Poccuiickoit denepanuu" -
YIOJIHOMOYEHHBIE HUCIOJHUTENbHBIE Opranbl cyowekToB Poccuiickoit denepammm - T.
Mocksbl, benroponckoit o6iactu, MoOCKOBCKOM 001acTH, SBISAIOMIMECS YYaCTHUKaMHU
JKCIIEPUMEHTA.

3. LensaMu 3KcrepUMeHTa SBISAIOTCA OTPabOTKa MEXaHM3Ma PO3HUYHOW TOPIOBIU
JIEKapCTBEHHBIMHU TperapaTaMyd JUCTAHIIMOHHBIM CIOCOOOM M o0ecredeHHe BO3MOKHOCTH
JAIbHENIIETO BHEIPEHUS U MUCIOJIb30BaHU TAKOW TOPTOBIIM HA MOCTOSIHHOM OCHOBE Ha BCEU
tepputopuu Poccuiickoit denepanumu.

4. DKCHEepUMEHT MpPOBOIUTCS Ha JOOPOBOJBHOW OCHOBE HAa OCHOBAHUHU 3asBOK
MEIAUIMHCKUX WU allTeYHbIX OpPraHU3alMi, MOJAAHHBIX B YIIOJIHOMOUYEHHBIE HUCIIOJHUTEIbHbBIE
opransl cyobekToB Poccuiickoit denepariiy B yCTaHOBJICHHOM UMH TTOPSIKE.



MeauuuHCKIE U alTeYHble OPraHu3alluy B cly4yae MPUHATHS UMHU pelleHust 00 oTkaze
OT y4acTus B SKCIIEPUMEHTE MOJAI0T B YIIOJIHOMOYEHHBIN UCIIOIHUTENbHBIN Opran cyObekTa
Poccutiickoit denepariu COOTBETCTBYIOIIEE 0OOpaleHrne B MUCbMEHHOU (opMe Ha OyMaKHOM
HOCHTEJIE WU TOCPEICTBOM HH(DOPMAIMOHHO-TEICKOMMYHUKAIMOHHON cetn "MHTepHeT"
(manee - cetp "Untepuer").

5. MunucrepctBo 3apaBooxpanenus Pocculickon @enepanyu:

OCYLIECTBJISIET METOINYECKOE COIIPOBOXKIEHNE IKCIIEPUMEHTA, BKIIIOYas METOANYECKOE
CONPOBOXKACHUE JEATECIbHOCTH MEIMIMHCKAX OPraHu3aluidi M anTEeYHbIX OpraHu3alui,
Y4aCTBYIOUIMX B AKCIIEPUMEHTE, 110 0()OPMIICHUIO, UCIIOIB30BAHUIO U XPaHEHHUIO PELIETITOB Ha
JIEKapCTBEHHBIN Mpernapar, B TOM 4HciIe CHOPMUPOBAHHBIX B (OpME 3BJIEKTPOHHBIX
JIOKYMEHTOB;

npeacrasisieT B [IpaButensctBo Poccniickon @enepanun:

IIpeIBapUTENbHBIN JOKIIAJ O pe3ysbTarax MPOBEACHUS dKCIepuMeHTa - 10 31 aexadps
2025,

UTOTOBBIA JIOKJaJ O pe3yibTaTax IPOBEJIEHUS SKCIIEPUMEHTa U MPENJIOKEHUs O
BHECEHUU M3MEHEHHI B 3aKOHOJATENHCTBO 00 0OpallleHnH JIEKapCTBEHHBIX CpeAcTB - 10 30
arnpens 2026 r.

YHonTHOMOYEHHbIE HUCHOJHUTENbHbIE OpraHbl cyObekToB Poccuiickoit ®Denepanuu
OCYLIECTBJISIIOT MOHUTOPUHT MPOBEJAEHUS SKCIIEPUMEHTA U NIPEACTABICHHE B MUHUCTEPCTBO
3apaBooxpanenus Poccuiickoit denepanuu:

€KEeKBapTAJIbHBIX OTYETOB O X0JI€ IPOBEACHMSI SKCIIEPUMEHTA - HE 1o3Hee 15-ro yucna
Mecs1a, CIEAYIOLIEro 32 OTYETHBIM KBAPTAJIOM;

POMEXYTOUYHOTO U UTOrOBOI'O OTYETOB O XOJ€ MPOBENEHUs JKCIepHMEeHTa - A0 1
nexadpst 2025 r. u 1o 1 anpenst 2026 T. COOTBETCTBEHHO.

6. MenmunuHCKME OpraHU3alMu JUIsl y4acTHs B DKCHEPUMEHTE JOJKHBI OBITh
MOJKIIIOUEHBl K TOCYJapCTBEHHON HH(OpPMAIMOHHOW cucTeMe B chepe 31paBOOXpaHEHUS
cyonrekta Poccuiickoit ®denepanuu U (WiIM) MEIULIHUHCKOW HHQPOPMAIIMOHHON cHCTEMe
MEIULMUHCKUX  OpraHu3alMii, B3aUMOJEHUCTBYIOIIUX C €IWHOM  TOCYJapCTBEHHOM
MH(POPMAIMOHHON CHCTEMOM B cpepe 31paBOOXpaHEHHUS.

MenuuuHCKuEe OpraHU3alliM, SBIISIONIMECS YYaCTHUKAMH DKCIIEPUMEHTa, OOsS3aHbI
o0ecrieunTh BHECEHHWE CBEIEHUH O Ha3HAuUE€HUU JIEKapCTBEHHOTO IIpernapara B
rocy/1apCTBEHHYI0O HH(GOPMAIMOHHYIO CHCTeMy B cdepe 3apaBoOXpaHeHHs CyObeKTa
Poccuiickoit @eneparnuu u (WiIM) MEAUIMHCKYIO HHPOPMAIIMOHHYIO CHCTEMY METUITUHCKUX
OpraHu3alMii, a TaKKe MPUCBOEHUE BbIJABAEMbIM pELENTaM Ha JIEKAPCTBEHHBIE MPENapaTh
YHHUKATbHBIX HOMEPOB, (POPMUPYEMBIX MOCPEICTBOM TOCYAAPCTBEHHOW HH(POPMAIMOHHOMN
CUCTEMEI B cepe 3paBooxpaHeHus cyobekTa Poccuiickoii denepaiinu u (Wi ) METUITUHCKON
MH(POPMAITMOHHON CHUCTEMBI METUIIMHCKUX OpPTaHU3aluii, © HHPOPMUPOBAHUE TIAIIUEHTOB O
TaKuX HOMepax.

7. AniTeuHble OpraHU3aIiy 1) YIaCTHS B OKCIIEPUMEHTE JOHKHBI OBITh IMOIKIIOUEHBI K
roCyJapCcTBEHHON HH(POPMAIMOHHON cucteMe B cdepe 3ApaBOOXpaHCHHsS CyObEeKTa
Poccuiickoit denepannu, a Takke 00ECIIEUUTh MOTYyYSHHE Pa3pelIeHUs Ha OCYILECTBIICHHE
PO3HUYHON TOPrOBIU JICKAPCTBEHHBIMH TMperapaTaM JAUCTAHIIMOHHBIM  CIIOCOOOM,
MpeSyCMOTpPEHHOE MMyHKTOM 15 Hacrtosimero [lonoxenus (nanee - pa3perieHue).



8. B pamkax sKcrnepyMMeHTa AMCTAaHIMOHHBIM CIIOCOOOM MOXKET OCYIIECTBIATHCS
PO3HHMYHAs TOProBJIA JIEKAPCTBEHHBIMHU IpernaparaMud (B TOM 4YHCIE OTIIYCKAaeMbIMH I10
pelenTy Ha JIeKapCTBEHHbI mpenapar, c()OpMUpOBaHHOMY B (OpME 3JIEKTPOHHOTO
JOKYMEHTa B JINYHOM KaOHMHETE TpaXJaHMHA Ha €JMHOM IMOpTajie TOCYIapCTBEHHBIX WU
MYHULMIAJIBHBIX yCIYyr M (MIM) Ha PETHOHAJIBLHOM IOpTale TIOCYAApCTBEHHBIX U
MYHULMIAIBHBIX YCIYT), BKJIIOYEHHBIMM B II€PEUYEHb JIEKAPCTBEHHBIX IIperaparoB u
(apMakoTepaneBTUYeCKUX IPYIII JEKAPCTBEHHBIX MPEMapaToB, pa3pelIeHHbIX K PeaTn3aiuu
B paMKax 3KCIEpUMEHTA, YTBEPKIACHHbII MHMHUCTEPCTBOM 3/IpaBooxpaHeHusi Poccuiickoi
@enepauyy, Ha OCHOBAHMM KPHUTEPHEB BKIIOUEHHUS JIEKApCTBEHHBIX IIPENapaToB U
(bapMakoTepaneBTUYeCKUX TIpYyMNI JICKAPCTBEHHBIX IPENapaToB B YKa3aHHBIA IE€peyeHb,
ycraHoBieHHbIX [IpaBuTenscTBoMm Poccniickoit denepanny.

9. OcyuiecTBiIeHHE B paMKax 3KCHEPUMEHTa PO3HUYHOW TOPrOBIIM JIEKAPCTBEHHBIMU
npernapaTamMy IMCTAaHIIMOHHBIM CITIOCOOOM BKITIOYAET B ce0s mpuem, popMupoBaHue, XpaHEHHE
U JOCTaBKy 3aKa30B Ha JIEKapCTBEHHbIE IIpernaparbl (Jajee - 3akas3bl), a TaKXKe OTIIYCK
JIEKapCTBEHHBIX [IPENapaToB.

10. Pacuersl mpu omiaTe JIEKAPCTBEHHBIX IPENapaToB M YCIyr IO UX [JOCTaBKE
OCYILECTBIISIOTCS 10 BBIOOPY IMOKyHarens B HAJIMYHOM WM Oe3HamuuHOW (opme myTeMm
IIPEIOIUIATHI 3aKa3a WM €ro OIUIAThl B MECTE MOIYUYCHHS 3aKa3a.

11. Po3HMuHas TOProBiIsl JIEKAPCTBEHHBIMU IIpenapataMu JUCTAHIMOHHBIM CIOCOOOM
OCYIIECTBISETCSl ANTEUHbIMM OpraHM3alMsIMH (32 MCKJIIOYEHHEM HHIUBUAYaIbHBIX
MpealpuHUMaTesneii), HUMEIOUMMH JIMLIEH3UI0 Ha OCYUIECTBIIEHHE (hapMalleBTHUECKON
NEeSTEIbHOCTH C YKa3aHWEM BBINOJHSAEMOM pabOThl (OKa3bIBAEMOW YCIIYTH) MO PO3HUYHOMN
TOPrOBJIE IEKAPCTBEHHBIMU MpENapaTaMu U BIAJICIOIMMU TaKO! JTUIIEH3UEH HE MEHEEe OHOTO
roja, Npu HaJIM4uu:

a) 00OpyZOBaHHBIX MOMEIIEHUH (MecT) AN XpaHeHHs CPOPMHUPOBAHHBIX 3aKa30B B
COOTBETCTBHUH C NPaBUJIAMM HaJJIEKAIEH TPAKTUKHA XPAHEHUsI U NIEPEBO3KHU JIEKAPCTBEHHBIX
[IPEnapaToB s MEJUIMHCKOTO IPUMEHEHHUs, YTBEPKICHHBIMU IpUKa30M MHUHHCTEpCTBA
3apaBooxpaneHus Poccuiickont denepanuu;

0) caiita B cetu "HHTepHer" WM NpeayCMOTPEHHOTO IyHKTOM 12 HacTOSILIEro
[TonoxxeHus AOroBOpa C IOPUAMYECKUM JIMIIOM, SIBISIOLIMMCS BIIAJENIbLIEM arperaTopa
nH(popmManuy o ToBapax (yciyrax) B coorBeTcTBHM ¢ 3akoHOM Poccuiickoit @enepanuu "O
3aImuTe TpaB moTpedureneil” (masee COOTBETCTBEHHO - BIIAJIETIEI] arperaropa, J0TOBOP C
BJIaJIeNblieM arperaropa). Jlomyckaercst HaTuuue MOOUIBHOTO MPHIIOKEHHS,

B) COOCTBEHHOW KypbepcKOH CIy>KObI, MMeIolleil obopynoBaHue, oOecIeyrBaroIee
noJiiep >kaHue He00X0AUMOTO TEMITEPATYpPHOTO PeXKUMA JUIS TOCTaBKH 3aKa30B, WM I0TOBOpa
C WHBIMHU JIMLAMH, OCYLIECTBIISIIOIIMMH JOCTAaBKY 3aKa30B C HCIIOJb30BAHUEM TaKOTO
o0opyI0BaHUS;

I') DJIIEKTPOHHOM CHCTEMBI IUIaTexell U (Wiu) MOOWIIBHBIX IJIATEKHBIX TEPMHUHAJIOB,
MpeHa3HAYEHHBIX JJIs MPOBEJCHHS DJIEKTPOHHBIX IUIaTeKel, B TOM UHUCIE C IOMOIIbIO
0aHKOBCKUX KapT, HEMOCPEACTBEHHO B MECTE OKa3aHUs yCIyTH;

1) pa3MEIICHHBIX JTUIIEH3UAaTOM B €JMHOI rOCyJapCTBEHHON MH(POPMALIMOHHOM cucTeMe
B c(hepe 31paBoOOXpaHEHUS CBEICHUH 0 (papMarieBTUYECKOI OpraHu3aliy 1 IUIax, yKa3aHHbIX
B mnoanyHkte "H" mnyHkta 6 IlonokeHHS O JIMIEH3UPOBAHUU (hapMaleBTHUECKON
JeATEIbHOCTH, yTBEPKIEHHOr 0 IocTaHoBiieHneM lIpasurenscrBa Poccniickon denepanuu ot



31 mapra 2022 1. N 547 "OO6 yrBepxkacHun IlomokeHUS O JIUIEH3UPOBAHHUH
(hapMareBTHUeCKON JCSITEIBHOCTU", B COOTBETCTBUU cO cTtatheit 91.1 denepanpHOro 3aKoHa
"OO ocHOBax OXpaHbl 370pOBbs rpaknaH B Poccuiickoit deneparuu" B MOpSJIKE U CPOKH,
ycraHoBlieHHbIE [lonokeHHeM O eIMHOW TOCYAapCTBEHHOW HH(OPMALMOHHOW CHCTEME B
chepe 3IpaBOOXpaHEHUS, YTBEPKICHHBIM TMocTaHoBieHHeM llpaBurensctBa Poccuiickoit
@enepamnu ot 9 deppans 2022 r. N 140 "O eauHON rocyaapcTBEHHOW HHPOPMAIIMOHHON
cuctemMe B cdepe 3ApaBOOXpaHeHUs", TOCPEACTBOM HWHGOPMAIMOHHONW CHCTEMBI
(hapmalleBTUUECKON OpraHu3aliy, WK MOCPEICTBOM TOCYJapCTBEHHON HHGOpPMAIMOHHON
cucteMbl B cdepe 3apaBooxpaHeHus cyOwbekra Poccuiickoit @enepanuu (B ciydae eciu
rocyiapcTBeHHass HHQOpMAaIMOHHAs cuctemMa B cdepe 3ApaBOOXpaHEHUS CyObeKTa
Poccuiickoit denepanun obecrieunBaeT BbIONHEHUE QYHKIUN MHPOPMAITMOHHON CHCTEMBI
(dhapMaIeBTHYECKON OpTaHMU3AIMK), WIH IOCPEICTBOM HWHON WH(POPMAIMOHHON CHCTEMBEI,
npeaHasHauYeHHON s cOopa, XpaHeHHWs, OOpabOTKM M TPEAOCTaBICHHUS HH(pOpMaIu,
Kacarolleincs 1eATeNbHOCTH (papMalieBTUUECKON OpraHu3aliy U IPE0CTaBISEMBIX €10 YCIYT.

12. Ilpu oCyLIECTBIEHUH PO3HUYHON TOProBIM JIEKAPCTBEHHBIMU IperapaTaMu
JUCTAHIIMOHHBIM CIIOCOOOM anTeyHas OpraHu3alis BIpaBe 3aKIIOYUTh JOTOBOP C
BJIAJIENIBIIEM arperaTopa, npeaycMaTpuBarOIIHii:

a) TPeNOCTaBIEHUE IIOKYIATeN0 BO3MOXKHOCTH O3HAKOMHUTBCS C MPEAJIOKEHUEM
anTEeYHOM OpraHu3aluMyd O 3aKIIYEHUH JOroBOopa KYIUIM-NIPOJAXKU JIEKAPCTBEHHBIX
IpenapaTos (Aajee - J0roBop KyIUIM-NIPOoJIaXH) Ha caiite B cetu "MHTepHET" M MOOMIbHOM
MIPUJIOXKEHNH, TIPUHAJIEKAINX BJIAJIENIbIly arperaTtopa;

0) mpueM BIaJeNbleM arperaropa 3akasa JJis alTeyHOW OpraHu3aluu O 3aKJIIOUEHUHU
JIOTOBOpA KYIIITU-TIPO/IaXKH, a TAKXKe 3aKII0YEHHE BIIaI€TbIEM arperatopa OT UMEHH U 3a CUET
anTeyHOM oOpraHu3alM J0roBOpa KYyIUIM-TIPOAAXKU C TOKyHaTelieM C BO3MOKHOCTHIO
MpeABAPUTEIHHON OIUIATHI 3aKa3a.

13. AnTeunas opranuszanus BIIpaBe 3aKJIIOYUTh JOTOBOP ¢ HECKOJIBKMMHM BIlaJelblaMu
arperaTopos.

Bnaneneny arperaropa BIpaBe 3akIOYUTh JOTOBOP C HECKOJbKUMHU AalTEUHBIMU
OpraHU3alHsIMHU.

14. TlepeueHb MOKYMEHTOB, MOJTBEPKAAOIIUX COOTBETCTBUE ANTEUYHON OpraHU3aIluu
TpeOOBaHUsAM, YCTaHOBIEHHBIM yHKTOM 11 Hacrosimero Ilonoxxenusi, u npeacTaBiseMbIX B
COOTBETCTBHHM ¢ MyHKTOM 15 Hacrosimero [lonoxenus, yreepxkaaerca OenepanbHoii ciryx00it
10 HA/130pY B cepe 31paBoOOXpaHEHUS.

15. Beinaua paspenienust ocyuiectisiercs DeaepanbHoii cioyk00i 1Mo Ham30py B chepe
3/IpaBOOXPAaHEHMsI MOCPEICTBOM pa3MellleHus: Ha o¢unuaabHoM caifite CnyObl B ceTH
"NHTepHeT" nepedHs anTeuHbIX OPraHu3aluid, MOTYYUBIINX pa3peIICHUE (Jlaee - IEPEUYEHb).

ArnTeyHasi opraHU3aIus BIpaBe OCYIIECTBISATh PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU
npenapaTamMmy JTMCTAaHIIMOHHBIM CIIOCOOOM CO JIHS BKJIIOUEHUS B IEPEUCHb.

Jns momyuyeHus paspelleHusl anTedyHas opraHusanus HampasisieT B dDenepaibHyro
cinyx0y 1o Hag3opy B cdepe 3ApaBOOXpaHEHHUS 3asBIIEHUE O TOJYyUYEHUU pa3pelleHus C
MIPWJIOKEHUEM JOKYMEHTOB (CBEACHMI), MOATBEP)KIAAIOIIMX COOTBETCTBHE aIlTEYHON
opraHu3anuu TpedoBaHusAM, YKa3aHHBIM B TyHKTE 11 Hacrosmero [Tonoxenus.

3asiBIeHHE O TIOMYYEHUH pa3pelieHus], MOANMICAHHOE YCUICHHOW KBATU(UIIMPOBAHHOMN
EKTPOHHON MOJMNMCHIO, U TpUJaraéMple K HEMY JIOKYMEHTHI (CBEICHMs), 3aBEPECHHBIE



YCWJICHHOU KBaJM(UIIMPOBAHHOMN 3JIEKTPOHHOMN MOJIKCHIO, MPEACTABISAIOTCSA B AIEKTPOHHON
¢bopme B DesepanbHylo CIy)0y 10 Haa30py B cdepe 31paBooXpaHeHus yepes opuuanbHbIi
cait Ciyx0b1 B cetn "MHTEpHET".

16. B 3as1B5ieHMH O NIOJyYEHUH pa3pEIICHUs YKa3bIBAIOTCS CIEAYIOINE CBEACHMUS:

a) mojHoe GUPMEHHOE HAMMEHOBAaHHUE aNITeYHON OpraHU3aliy (Ha PYCCKOM SI3bIKE);

0) OCHOBHOI rOCYJapCTBEHHBIN PErUCTPallMOHHBIA HOMEP IOPUANYECKOTO JINLA;

B) UJICHTU(DMKAIMOHHBIA HOMEP HAJIOTOIIATEIIbIINKA;

T) a/ipec IOPUANYECKOTO JIUIA U aJIpeca ero CTPYKTYPHBIX oApa3AeseHuil (Ipy HaTuIuu
CTPYKTYPHBIX NOJIpa3ieNieHuil);

1) aapec MecTa (aapeca MECT) OCYIIECTBIICHUSI PO3HUYHON TOPTOBIIU JIEKAPCTBEHHBIMU
npenaparamu;

€) CBeIeHHS O JIMIEH3UH Ha OCYIIECTBIICHHE (apMaIleBTHUECKON ESTEIBHOCTH C
YKa3aHHEM BBIMOTHICMONW pa0oThl (OKa3pIBAEMOW YCIYTH) IO PO3HUYHOW TOPrOBIIC
JIEKapCTBEHHBIMU IIperiapaTamy;

XK) anmpec caiita (aapeca caiitoB) B cetn "MHTepHer" W mHpOpMAIUs 0 MOOWIBHOM
MPWIOKEHUH (NP HAIUYUM MOOUIIBHOTO TPUJIOKEHUS), MPUHAIICKAIIUX aNTEYHON
opranuzanuu u (WIin) BIaJeNblly arperaropa, B ciiydae 3akJIFoueHus alTeuHON opraHu3aiuei
JIOTOBOPA € BIIAJEIBIEM arperaTopa;

3) CBelEHUS O BKIIOYEHHH YIMOJIHOMOYEHHBIM HCIOJHUTEIIBHBIM OpraHOM CyObeKTa
Poccuiickoit @epepanuy anTeyHOW OpraHU3alMM B IIEPEYEHb AaNTEYHBIX OPraHU3aLuH,
SIBJIIOIIMXCS] YYaCTHUKAMH SKCIIEPUMEHTA.

17. Ilpn 3akarO4YeHUM aNTeYHOW OpraHU3alHeil, UMEIOIIEH pa3pelieHue, T0roBopa ¢
BJIQ/IETIBIIEM arperaTopa, pacTOp>KEHUH JOrOoBOpa € Bia/lebleM arperatopa Juo0 N3MEeHEHUU
CBEICHU, IPETyCMOTPEHHBIX MYHKTOM 16 Hacrosero [lonoxenus, anteyHas opranu3aus
B TedyeHue 3 pabouMx JHEeW co AHS 3aKIIOUEHHUs JO0roBopa C BIAJENbLIEM arperaropa,
pacTopKEeHHUsl JI0TOBOpa € BIIAJENbIEeM arperatopa Ju00 M3MEHEHMs yKa3aHHbBIX CBEJICHHH
HanpaBisier B @DenepanbHylo CiaykOy MO Haa3opy B cdepe 3apaBOOXpaHEHHs uepes
opunmaneueiii caiit Cimyx0b1 B cetu "VIHTepHeT" 3asBieHHME O BHECEHUU H3MEHEHUH B
NepeyeHb C yKa3aHHWEM COOTBETCTBYIOIIMX CBEACHHUN M MPUIOKEHHUEM KOMHM JIOTOBOpa C
BIIAJIENIBIIEM arperaTtopa (B Ciiydae ero 3aKJIF0UeHHs).

[Ipu moctymnennn B denepanbHyro Ciy)0y Mo Haa30py B cdepe 3apaBOOXpaHEHUS
3asiBJICHHS O BHECEHUM M3MEHEHUul B nepeueHb DenepasibHas cioykba 1o Haa30py B chepe
3/1paBOOXPAHEHUS IPUHUMAET PELICHHUE!

a) O BHECEHWH HU3MEHEHMM B IIEPEYEHb B COOTBETCTBUU C IIYHKTOM |8 HacTosero
Ilonoxenus;

0) 00 0TKa3e BO BHECEHUU N3MEHEHHH B IIEPEUYEHb B CIIy4ae BBIIBICHUS 00CTOSTENbCTBA,
yKa3aHHOTO B noAmyHKTe "0" myHkTa 22 HacTosmero [Tomoxxenusi, u pekparieHuu AeHCTBUS
paspelieHus.

18. Pemenue o Belaue paspelieHusi, 00 OTKa3e B BblJadye pa3pelieHusi, 0 BHECEHUH
W3MEHEHUH B MepevyeHb WM 00 OTKa3e BO BHECEHMM M3MEHEHHH B NepedeHb MPUHUMAETCS
denepanbHOi ciryx00ii IO Ha30py B cdepe 3ApaBOOXPAHEHUS B TeUEHUE 5 pabounx JHEH co
TTHS TIOJYUYEHUS 3asBJICHUM, yKa3aHHbIX B MyHKTax 16 u 17 Hacrosmero [lonoxenns.

19. OcHoBaHusiMH MJis OTKa3a B BbJau€ pa3pelieHUs] SBISIIOTCA CIEIyIOLue
00CTOSITENICTBA:



a) OTCYTCTBHE B 3asIBJICHUU O MOJTYYCHUH Pa3pelIeHHs] CBEACHUM, YKa3aHHBIX B IIYHKTE
16 nacrosuiero ITonoxenus;

0) mpeicTaBiICHUE HEJOCTOBEPHBIX CBEICHHUI;

B) HECOOTBETCTBHE aNTEYHOM OpraHM3aluu TPeOOBaHUSAM, yKa3aHHbIM B MyHKTe 11
Hacrosero Ilomoxenus;

I) OTCYTCTBME aNTEYHOM OpraHuM3allud B IIE€PEYHE aNTEYHbIX OpraHU3alUH,
YTBEP)KJAEMOM  YIOJTHOMOYEHHBIM HCIIOJIHUTENIBHBIM OpraHoM cyowsekta Poccuiickoii
denepanuu.

20. YBenomiieHne o0 OTKa3e B BblJaye pa3pellleHds C YKa3aHHEM OCHOBaHHWS OTKa3a
HampaBligeTcsl anTeyHod opraHuzauuun DexepanbHON ciay)O60i 1Mo Haazopy B cdepe
3IpaBOOXpPAHEHUs, B TOM YHUCJIE MOCPEACTBOM HH(GOPMAIMOHHO-TEICKOMMYHHUKAIIMOHHBIX
TEXHOJIOTUH, B 3-IHEBHBII CPOK CO JAHSI IPUHATHS TAKOIO PEILICHUS.

21. Ilepeuens Beaercst DenepabHOM Ciry>k001 TI0 HAA30py B cdepe 3ApaBOOXPAHECHUS B
AJIEKTPOHHOU (hopMe C yKa3zaHHEM CBEICHHWH, NMPeIlyCMOTPEHHBIX MOANMyHKTamMu "a" - "x"
nyHkta 16 Hacrosimero IlonoxeHus, a Takke NIPUCBOEHUEM YHHMKAJIBHOIO HOMeEpa
paspelleHus u pa3meniaeTcs Ha opumanbHoM caiite Ciyx0bl B cetn "UHTepHet".

Benenue mepedHss OCYILIECTBISETCS CIHOCOOOM, OOECHEYMBAIOIIMM aBTOMATHUECKOE
(¢bopMUpOBaHHE BBIMTUCOK M3 TEPEYHS B JJIEKTPOHHON (opMe, MOAMUCAHHBIX YCHUICHHON
KBATU(UIIUPOBAHHON 3JIEKTPOHHON MOAMKUCHIO YIOJIHOMOYEHHOTO JIOMKHOCTHOTO JIKIA
denepalibHOM CITyKOBI TT0 HA30PY B cepe 3MpaBOOXpaHEHUS, B TCUCHHE 3 pab04YnX JHEH cO
JTHS TIOJyYEHHS] COOTBETCTBYIOLIETO 3a1poca.

CBeneHuss 0 MNpeKpalleHUH JeHCTBUS paspelieHust pasmematorca dDenepanbHOU
CIIy>»00i1 10 Haa30py B cdepe 3apaBooxpaHeHus Ha odumuaibHoM caiite CiykObl B CETH
"NHTepHeT" mocpencTBOM yKa3aHHUs B IEPEYHE TAaKUX CBEACHUM.

22. OcHOBaHUAMU JUIsl MPEKPALLEHUS NEHUCTBUS Pa3pEIICHUs SBISIFOTCS CIENYIOLINE
00CTOSTENBCTBA:

a) TpeKpalleHue JeHCTBHS JIMIEH3MM Ha OCYLIeCTBIeHHE (papMaleBTUYECKOM
JESATEIBHOCTH y allTeYHON OpraHM3alluy;

0) HECOOTBETCTBHME aNTEUHON OpraHu3aluy TpeOOBaHMSIM, yKa3aHHbIM B NIyHKTe 11
Hacrosmiero Ilomoxenmus;

B) JBYKpaTHOe U Oojiee B TEUEHHE OJHOTO KaJIEHAApHOTO TojAa cO JAHS BbIIauu
paspellieHusi MpUBJIEUEHUE aNTEeUHON OpraHM3alMyi K aJMUHUCTPATUBHOW OTBETCTBEHHOCTHU
mo oaHoi w3 crareit - 6.33, 6.34 wmm 14.4.2 - Komekca Poccuiickoii ®denepanuu 00
aMUHUCTPATUBHBIX MPABOHAPYIIECHUSX;

I') pelleHHe aNTeYHOH OpraHu3ali O MPEKPalleHUH OCYLIECTBICHHUS PO3HUYHON
TOPTOBJIX JIEKAPCTBEHHBIMU TpeNapaTaMy JUCTAaHIIMOHHBIM CIIOCOO0OM.

23. B teuenue 3 pabouumx AHEH CO JHS YCTAaHOBJICHHSI OJHOTO M3 OOCTOSTEIHCTB,
yKa3aHHBIX B yHKTe 22 Hactosiero [lonoxenus, @enepanpHas ciry»x)0a 1mo Haa30py B chepe
3/IpaBOOXpaHEHUS:

a) IPUHMMAET PElICHHE O MPEKpalleHUH ASHCTBUS Pa3pelIeHHs, O YEM YBEIOMIISIIOTCS
anTeyHash OpraHU3alusl W BIAJENbIBl arperaropoB, C KOTOPBIMU alT€UHas OpraHU3alus
3aKJIIOYMIa JIOTOBOp, B (oOpMe 3JIEKTPOHHOTO JIOKYMEHTa, IOANUCAHHOTO YCHUJICHHOU
KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOAIHUCHIO;

0) BHOCUT COOTBETCTBYIOIINE CBEICHUS B IEPCUCHbD.



24. Ha caiite anteyHoil opranu3anuu B ceTd "MHTepHET" U MOOMIBHOM MPHUIIOKEHUN
(pu HATUYMHY MOOMIIBHOTO MPUIIOKEHHS) Pa3MEIIAIOTCS CIEAYIOUINE CBEICHUS:

a) noyiHoe (UPMEHHOE HAUMEHOBaHHUE alITEeYHON OpraHU3alK (Ha PYCCKOM S3BIKE);

0) OCHOBHOU TOCY/apCTBEHHBIA PETUCTPALIMOHHBIN HOMEp alTeYHOM OpraHu3aluu;

B) UICHTU(DUKAIMOHHBIA HOMEP HAJIOTOIIATEIIbIINKA;

I) ajpec anTeyHOM oOpraHu3aluu M agpec €€ CTPYKTYPHBIX IOApa3JeleHuil (mpu
HaJIMYUU CTPYKTYPHBIX HOJPA3AEICHU);

) HOMEp 3alliCl B peecTpe JHUIEH3UH Ha OCYIIECTBICHHE (apMaleBTHUECKON
NEeSATEIbHOCTH;

€) YHUKaJbHBIH HOMEpP pa3pelieHHUs;

) peKUM pabOThl aITEUHOI OpraHu3aluu;

3) nH(popMaIms o ciryx0e 3aKa3a JeKapCTBEHHBIX MPETapaToB, CHPABOYHON CITYKO€ M
00 WHOM CTPYKTYpHOM IIOApA3ICICHUN alTEYHOW OpPraHU3allH, OCYIICCTBIISIOMIEM MTPHEM
3aka3oB (TenedoH, aapec SJICKTPOHHOW TIOYTHI), M O pPaOOTHUKE, OTBETCTBEHHOM 3a
pa3MenieHre Ha caiite B cetd "MHrepHer" mH(poOpManuy O JIEKApCTBEHHBIX IpernapaTrax
(bamumust, uMs, 0TYECTBO (IIPH HAJIMYUH), TeJe(OH, aapec AIEKTPOHHOU MTOYTHI);

M) CBEJICHUS O JIEKAPCTBEHHBIX Mperaparax, UMEIOIIUXCS B HAIMYUHN U3 COOCTBEHHBIX
TOBapHBIX 3alacoB M MOJUICKAIIUX PO3HUYHONW TOPTOBjI€ TUCTAHIIMOHHBIM CIOCOOOM,
colepkampe UHGOPMAIMI0O O JIGKAPCTBEHHBIX Ipenaparax B  COOTBETCTBHH C
rOCy/IapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEICTB S MEAMIIMHCKOIO HPUMEHEHUS,
JOCTYIHBIX JUIsl 3aKa3a, MPOU3BOAMTENSAX JIEKAPCTBEHHBIX IpPEnapaToB, CPOKAaX TOAHOCTH
JIEKapCTBEHHBIX MPENapaToB, KOJINYECTBE, PO3HUYHBIX LIE€HAX U YCIOBUAX XPAaHEHHUs, a TAKKe
MHCTPYKILIUU IO METUIITHCKOMY IIPUMEHEHUIO JIEKapCTBEHHBIX MIPENapaTos;

K) uH@opmanus o0 YCIOBHUSIX PO3HUYHON TOPIrOBIM JIEKAPCTBEHHBIMHU IpernapaTaMu
JTUCTAHIIMOHHBIM CIOCOOOM, OIJIaThl MPUOOpETaeMbIX JIEKAPCTBEHHBIX IPENapaToB, O
CTOMMOCTH, CpPOKaxX M YCJOBUSAX UX JOCTAaBKH, O MOpPsJIKe O(GOPMIEHUS U CPOKE JAECUCTBUS
JIOTOBOpPA KYIUTU-TIPOJIAXKH C YCIIOBUEM JOCTABKHM, O MPOBOJMMBIX AKIMAX WU CKHUJKaX Ha
MIpO/IaBaeMbl€ JIEKAPCTBEHHbBIE MTPENapaThl;

J) CBEJEHUS O HOPMAaTHBHBIX MPABOBBIX aKTax, PErjaMEHTHPYIOUIMX BO3MOXHOCTh
BO3BpaTa MOKYyIaTeJIeM JIEKapCTBEHHBIX IIPENapaToB HEHAAJIeXKAaIllero KauyecTna;

M) cBeleHHs 00 YHNOJHOMOYEHHBIX (pelepalibHbIX OpraHax MCIOJHUTENBbHON BIACTH,
OCYIIECTBIISIONUIMX KOHTPOJb 3a OCYIIECTBICHHEM PO3HUYHOW TOPIOBIU JEKAPCTBEHHBIMHU
npernapaTtamMy JUCTaHIIMOHHBIM CIIOCOOOM (HaMMEHOBaHUE, MOYTOBBIH aapec, TenedoH, dakc,
aZipec PIEKTPOHHOM MOYTHI);

H) 00513aTeNbCTBA MMOKYIATENs;

0) CBEIEHHUS O TOM, YTO pO3HHUYHAS TOPrOBJIS JIEKAPCTBEHHBIMHM MpernapaTaMu
JUCTAHIIMOHHBIM CIIOCOOOM OCYIIECTBIISIETCS B paMKaX IKCIEPUMEHTA.

25. Ha caiite Bnanmensua arperatopa B ceru "HHTepHer" u (uim) MOOHIBHOM
MIPUJIOKEHUHU pa3MelaeTcss tHpopMalus, ykazanHas B myHkTe 24 Hactosuiero [lonoxenus, B
COOTBETCTBHMU ¢ TpeboBaHmsamMu 3akoHa Poccuiickoit ®enepamuu "O 3ammurte mpas
notpeduTeneit".

B ciiyuae pasmenienust antedHol opraHuzaiueil Ha caiite B cetu "MHTtepHeTr" u (Min)
MOOUITFHOM TIPHJIOKEHUH BIIAJIENIbIIA arperaropa MpeIoKEeHHs O MPOJIaXkKe JTEKApCTBEHHOTO
rpernapara, He 3apeructpupoBaHHoro B Poccuiickorn denepannu, BiaaJenel arperaropa npu



BBISIBIICHUM TAaKOTO MPEATIOXKEHUs 00s3aH MPEKPAaTUTh Pa3MELIEHUE TaKOro MPEeIoKEHUs O
npopaxe (OrpaHMYUTh JOCTYNl K HeMy Mosb3oBarenell caiita W (Win) MOOMIIBHOTO
IIPUIIOKEHHUSA) U YBEAOMUTD O (akTe Takoro pasMenieHus denepanbHyro Ciiy:k0y 10 Haa30py
B cepe 3ApaBOOXpaHEHUSI.

26. [Ipuem 3aKa30B OCYIIECTBIIAETCS MOCPEACTBOM O0pAIIeHHUS TOKYIATEN sl B alITEYHY IO
OpraHu3alMi0 WIM K BIaJENblly arperatopa mnpu nomomu cetd "HMuTepHer" uepe3 cailT
(MOOWIIBHOE TIPUIIOKEHHE) aNTCUHON OpraHu3allii WIK BIaJIebIla arperaTtopa.

[Ipu »TOM mnoKkynareneM oOecHeuuBaeTCs MPEJOCTaBIEHUE YHHUKAJIBHOTO HOMeEpa
peliernTa Ha JIEKapCTBEHHBIN Ipenapar.

27. AnredHas ~ opraHuzanMs M BJlaJesel]  arperaropa  00eCHeuuBarOT
KOH(HIEHIIMATIBbHOCTh NEPCOHATIBHBIX JaHHBIX MOKyHaTeias U CBeleHU 00 opOopMIICHHBIX
€My pelenTax Ha JIEKapCTBEHHBIM IIpernapaT B COOTBETCTBUM C TpeOOBaHUSIMU
3akoHonarenscTBa Poccniickoit denepanun.

28. Ilpu nmpueme 3aka30B YIIOJHOMOYEHHBIH PaOOTHUK aNTEYHOW OpraHu3aluu JIMOo
BJIa/IEJIel] arperaTopa o0s3aHbl:

a) MpouH(OPMHUPOBATH MOKYIIATENS O MOKA3aHUAX K IPUMEHEHHUIO IPUOOPETaeMOro UM
JIEKapCTBEHHOT'0 IIperapara, 0 €ro pO3HUYHOMU 1IeHE, O CPOKE I'OJIHOCTH, 00 YCIOBUAX OTITyCKa,
O IIPaBUJIAX XPAHEHUS, O B3aUMOAECHCTBUH C APYTHMMH JIEKapCTBEHHBIMHU IIPErapaTaMH.

HHdopmupoBaHue MoKynaTess JOIyCKaeTcs IOCPEICTBOM HCIIOJIb30BaHMs CaliTa B CETH
"UnTepHer" u (mnM) MOOMIBHOTO NPUJIOKEHHUS alTEYHOM OpraHU3alluy WM Biajeiblia
arperatopa B Topsijike, mpeaycMoTpenHoM nmyHkTamu 29 u 30 Hactosmiero [Tomoxenus;

0) 3aKJIIOYUTH C MOKYIATeJIeM B YCTAHOBJIEHHOM IMOPSAKE JAOTOBOP KYIUIU-TIPOJAXKU C
YCIIOBUEM JOCTaBKHM, B KOTOPOM YKa3bIBAlOTCS CPOK (POPMHPOBAHUS M CTOMMOCTH 3aKasa,
CTOMMOCTb YCIIYTH 110 JOCTaBKE 3aKa3a, BO3MOKHOCTh €r0 MOJIYUYEHHS 10 MECTY HaXOXKICHUS
anTeYHON OpraHu3aly WU JOCTaBKU MO MECTY KHUTEIbCTBA (IMpeObIBaHUS, (aKTHUECKOTO
HaXO0XXJICHHS) TIOKyNaTesst, ’HOMY aJ[pecy, COrJIaCOBaHHOMY € MOKYyIaTesIeM, Clioco0 U MECTO
omjaTtel OpUOOpPETaeMOro KM JIKapCTBEHHOro Impemapara. Po3HMyHas 1leHa Ha
JIEKapCTBEHHBIH IMpenapar, yKa3aHHas B JIOTOBOpE KYIUIM-TIpojaxu (0e3 yyera CTOMMOCTH
JIOCTAaBKM 3aKa3a), He JOJDKHA MPEBBINIATh PO3HUYHYIO IIEHY JIEKAPCTBEHHOIO Mpernapara B
anTEeYHOW OpPraHHU3aluu;

B) cCoOIJlacoBaTh C TIOKyHaTeJleM HEOOXOIUMOCTh TMPEJACTABICHUS JOKYMEHTOB,
MOATBEPKIAIOIIUX KaueCTBO JIEKAPCTBEHHBIX MPENapaToB, MPH JOCTaBKE 3aKa3a;

r) OpouMH(GOPMUPOBATH TMOKYyMaTesdss O HEOOXOAUMOCTH TMPEeIbsSBUTh JOKYMEHT,
yIIOCTOBEPSIOUIMHA JMYHOCTb, JUIA HWACHTH(QHUKAIMM JIMYHOCTH JSTOr0 TOKyHareias u
YCTAHOBJICHHUSI COOTBETCTBHSI €0 JINYHOCTH U JINIA, YKa3aHHOTO B PELIeTITe Ha JIEKAPCTBEHHBIN
npernapar (ero 3aKOHHOTO MPEICTaBUTEN ), TUOO JIUIIA, YIIOJTHOMOYEHHOTO JIMIIOM, YKa3aHHBIM
B pellenTe Ha JIEKapCTBEHHBIN Mpemnapar (ero 3aKOHHBIM IPEJCTaBUTENIEM), HAa MOJTyYEHUE
JIEKapCTBEHHOI'O IIpernapara.

29. Ilpu mnpuemMe 3aka30B MOCPEACTBOM OOpalleHUs TMOKYIaTels B anTEeYHYIo
OpraHM3alMI0 WM K BIAJEbIy arperatopa mnpu nomomu cetu "HHTepHer" yepe3 cailT
(MOOUIIPHOE TPHIIOKEHHE) MHPOPMHUPOBAHUE IOKYIATENsl O MOKAa3aHUAX K NPUMEHEHHUIO
JICKApCTBEHHOTO Tpenapara, 00 yCJIOBUSAX OTIYCKa, O MPaBUJIaX XPaHEHUS JIEKAPCTBEHHOTO
mpernapara, 0 B3aMMOJCHCTBHH C IPYTMMHU JIGKAPCTBEHHBIMU TpenapaTaMu OCYIIECTBISETCS
IIOCPEACTBOM pa3MEUICHHs B MPEAJIOKEHNN O IPOAAKE JIEKAPCTBEHHOIO Mpenapara MoJIHOT0



TeKCTa TOCIHEOHEH  aKTyaJlbHOW HHCTPYKUMHM IO  MEIUIMHCKOMY  IPUMEHEHHIO
JIEKApCTBEHHOI'0 IIperapaTta, B TOM 4YHCIIE ITOCPEICTBOM IIepeajipecallud Ha CalT B CETU
"UnTepuer", copepkaliuii JTaHHbIE TOCYIapCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPEICTB IS
MEIULUHCKOTO TMPUMEHEHHs, JH00 Tpaduueckoro H300paXeHUs HWHCTPYKLUH IO
MEIULIMHCKOMY IPUMEHEHUIO (JINCTOK-BKJIABIII) JIEKaPCTBEHHOT'O Mperapara.

AnTeuHast opranuszanus o0s3aHa 00eceunTh pa3MelleHHe yKa3aHHOW MHPOpMaluu B
MPEAJIOKEHUU O TIPOJIaXKe JIKapCTBEHHOTO MpernapaTa Ha caiite B cetu "MuTepuer" u (uim)
MOOUIIFHOM IPUJIOKEHUH, B TOM UYMCII€ PUHAJUIeKAIINX BIAJCIbIly arperaropa, eciu HHOe
HE MIPEAYCMOTPEHO JOTOBOPOM MEXKy alITEUHON OpraHU3alMei U BIaIeIblEM arperaTtopa.

30. I1pu npueme 3aKa30B OCPEICTBOM OOpaleHUS TOKYIATeNs K BiIalelblly arperatopa
npu moMonu cetu "MHrepHer" yepe3 calT W (MiaM) MOOWIBHOE NPHIIOKCHHE BIajeiblia
arperaTopa BIaJiesiel] arperatopa o0s3aH pa3MecTUTh Ha caiite B cetu "WHTepHeTr" u (1in)
MOOUJIBHOM TMPWIOKEHUU CBEICHUS O CIPaBOYHOM Ciy:)k0e anTeuHoll OpraHu3aluu,
pasMemaronel MpeuIoKEeHNnsT O MPOAaXKe JIEKAPCTBEHHBIX IpernaparoB (WM 00 HHOM
CTPYKTYpPHOM  MOJpA3JeJCHUH aNTE4YHON OpraHu3allid, OCYILECTBISIOUIEM  OTIYCK
JIEKapCTBEHHBIX MPEapaToB), C yKazaHueM TeieoHa, aapeca IeKTPOHHOU MOYThI, (haMUIIHH,
MMEHH, OTYecTBa (IIPH HAJIMYMK) OTBETCTBEHHOIO 3a MpPUEM 3aKa30B PaOOTHHKA anTEHYHOM
OpraHu3alyu.

31. Anreunas opraHu3aiys Ipu rprueMe 3aKka3oB 00s13aHa IPOBEPUTH HATMYKE PEllernTa
Ha MpuoOpeTaeMblii JIGKAPCTBEHHBIH MTpenapar u CPoK €ro JeHCTBUsI TOCPEICTBOM OOpaIICHHS
K TOCyJapCTBEHHOM HH(OpPMAIIMOHHON cucTeMe B cdepe 3apaBOOXpaHEHHUs] CyOBEKTa
Poccuiickoit @enepanuu u (WiK) METUIIMHCKOW WH(DOPMAIMOHHON CHUCTEME METUIIMHCKOU
OpraHu3alMH.

[Tpu mpuemMe 3aKa3oB MOCPEICTBOM OOpallleHUsl MMOKyHaTessl K BiaJAesblly arperatopa
npu nomonm cetu "MHTepHer" yepe3 callT u (WinM) MOOWILHOE NPUIIOKEHHE BIaJebIla
arperatopa Blajeseln arperaropa o0s3aH 00ecHneunTh B3aWMOJICHCTBHE C aNTeuyHOU
OpraHm3alyeil c IeNbl0 MPOBEPKU HAIMuWs pelenTa Ha MpuoOpeTaeMblil JeKapCTBEHHBIN
npenapar.

[Tpu ycniemHoi naeHTUPHUKAIUHI PELENTa Ha IPHoOpeTaeMblii IeKapCTBEHHBIN ITpenapat
anTeyHas OpraHu3alys WIM BIaJelell arperatopa HHOOPMHUPYIOT TMOKyHarenas o
MIPOXOKACHUH MPOBEPKU HAIMUUS pelenTa Ha IpuoOpeTaeMblil JIeKapCTBEHHBIN Mpemnapar, a
TaK)Xe O TMOopSAKe MOITydeHHUs] chOPMHUPOBAHHOTO Koja (HOMepa) 3aKasza, KOTOPBIA JOIKEH
OBITh TIPEIBSIBIICH MIPH MOJYYCHUH 3aKa3a TOKYIIATEIEeM.

B cnyuae BbIsIBI€HHS OTCYTCTBUS WJIM HEJACUCTBUTEIBHOCTH peLENTa Ha
MprOOpeTaeMBblii IEKaPCTBEHHBIN Mpernapar 3aKa3 He MOJUICKUT JajdbHeneMy ohopMIICHHIO.

32. JIoroBop KYIUTU-TIPOJAXKHU CUMTAETCS 3aKJIIOYEHHBIM C MOMEHTAa BbIJAYM anTeYHOU
OpraHu3alyei, BlajesiblieM arperaropa MOKyIMnaTelo KacCOBOrO MJIM TOBAapHOTO 4eka JH0o
MHOTO JIOKYMEHTa, MOATBEPKIAIOIIEro OIIaTy TOBapa, UM C MOMEHTA MOJIy4eHUs alTeqHON
OpraHu3alliei, BiajieNiblieM arperaropa MOATBEP>KICHHUS MOKYIaTeleM CBOEr0 HaMepeHHs
MPUOOPECTH JIEKApCTBEHHBIE MTPENapaThl.

[Ipu omnaTe NeKapCTBEHHOTO IMpemapara MOKymareneM B Oe3HanmudyHoi Qopme (3a
UCKITIOYEHUEM OIUTaThl C HCIOJb30BaHWEM OaHKOBCKOW KapThl) TpoaBer] o0s3aH
MOATBEPAUTh TEperavy 3aKaza MyTeM COCTABJICHHUS HAKJIAHOM WM aKTa CHauu-TIPUEMKHU
3aKasa.



33. CchopMupoBaHHBIM 3aKa3 yIIaKOBBIBAETCS B TEPMETHUHYIO TPAHCIIOPTHYIO YIIaKOBKY,
o0ecreyrBaoIlyl0 3allUTy JIEKAPCTBEHHBIX IpErnaparoB OT BHELIHEr0 BO3JEHCTBUSA B
3aBUCHUMOCTH OT YCJIOBUM XPAaHEHHUS, YKa3aHHbIX B MHCTPYKLMSAX [0 MEAUIMHCKOMY
MIPUMEHEHHIO JIEKAPCTBEHHBIX MPEMapaToB, M BO3MOXKHOCTB ITOATBEPKACHUS (DaKTa BCKPBITHSL.

B cnyuae ecnu nexkapcTBEHHbIE MpenapaTbl TPEOYIOT pa3IMYHBIX YCIOBUN XpaHEHMs U
(uIM) 1OCTAaBKH, 3aKa3 YIAKOBBIBAETCS B HECKOJIBKO N'€PMETUYHBIX TPAHCIIOPTHBIX YIAKOBOK.

JlexapcTBeHHBIE IIpenaparsl, OTIyCKaeMbIe 110 PELENTy Ha JIEKapCTBEHHBIN IIpenapar,
YIAaKOBBIBAETCS OTIEJIBHO OT JIEKAPCTBEHHBIX IPENaparoB, OTIIyCKaeMbIX Oe3 perenra Ha
JIEKapCTBEHHBIN Mpenapar, ¢ yKka3aHUeM CBEICHUI Ha YIIAKOBKE COOTBETCTBYIOIUX 3aKa30B O
COJIEP’KaHUU TAKUX JICKAPCTBEHHBIX MIPEMAPaTOB.

Ha 3aka3 opopmiisieTcst onuch BIOKEHHs ¢ YKa3aHHUEM HOMepa 3aKa3a, 1aThl U BpeMEHH!
cOOpKH, KOTOpasi MOAMMCHIBACTCS YIOJIHOMOYEHHBIM PAOOTHUKOM anTE€YHOW OpraHU3aIliH.
3aka3 ¢ TNPUIOKEHUEM OIMCU BJIOKEHUS pa3MEIlaeTcs B CIELHUAIbHO BBIJCIEHHOM U
0003HAYEHHOM TIOMEIIEHHH (MECTe) C y4eTOM TpeOOBaHMN K TEMIIEPATYpPHOMY DPEKUMY
XPAaHEHMS JIEKaPCTBEHHBIX IIPENapaToB.

34. JlocraBka 3aka3a B COOTBETCTBMM C YCJIOBHMSMM 3aKJIIOYEHHOIO C IIOKYIIAaTelIeM
JI0rOBOpA KYIUIU-TIPO/IaXKH OCYILECTBISICTCA PAOOTHUKOM alTeYHO OpraHn3aluy WK UHBIMU
JMIIAMU HAa OCHOBAHMM JIOTOBOPA, B KOTOPOM YKa3bIBAIOTCS 003aHHOCTU KaX10i U3 CTOPOH
JI0OTOBOpa, MOPAIOK AEUCTBUNA U OTBETCTBEHHOCTH CTOPOH JIOT0BOPA.

ITpu poctaBke 3aKa30B MCMOJIB3YIOTCS MPU HEOOXOAMMOCTU TPAHCIOPTHBIE CPEJICTBA,
o0OecrnieunBaIIMe MOJJAEpKAaHUE HEOOXOJMMOT0 TEMIIEPaTypHOIO pEXuUMa, WM HHOE
COOTBETCTBYIOIleE  OOOpyAOBaHUE,  oOOecrneuyuBarollee  MOJJAEpkKaHHEe  TpeOyeMbIX
TEMIIEPATyPHBIX PEKUMOB XPAHEHUS JICKAPCTBEHHBIX MTPENapaToB.

ArnTeyHasi opraHu3anus, 3aKJI04YHUBIIAs JOTOBOP C MHBIMU JIMIIAMU Ha OCYILECTBICHHE
JIOCTaBKHM 3aKa3a, HECET OTBETCTBEHHOCTb IIepe]] IOKyIaTeJieM B CiIydae HapyIlIEeHUs
YKa3aHHBIMH JIMLIAMHU YCJIOBUM XPAaHEHHUs JIEKaPCTBEHHBIX MPENAapaToB IPU OCYIIECTBICHUU
JOCTABKH 3aKa3a, [IOPYM JIEKAPCTBEHHBIX IIPETAPATOB.

ArnTeyHple OpraHW3alMyd W JMIQA, OCYIIECTBIISIIOIIME JIOCTaBKY 3aKas3a, HECYT
OTBETCTBEHHOCTh 3a peanu3annio ¢danbcuPpUIMPOBaHHBIX, KOHTpa(aKTHBIX,
HEJOOPOKAYECTBEHHBIX M HE  3aperucTpupoBaHHBIX B  Poccuiickoit =~ ®eneparuu
JIEKAPCTBEHHBIX CPEJICTB.

35. AnreuHas opraHu3alysi BEAET PETHUCTPALMI0 OCYIIECTBICHHBIX 3aKa30B U HX
JOCTAaBOK C YKa3aHMEM JaTbl, BPEMEHU, HOMEpAa M CcTraryca 3aKa3a, HaUMEHOBAHUM
JIEKapCTBEHHBIX MPENapaToB U MX MPOU3BOJUTENEH, JIeKapcTBEHHBIX (HopM, popM BhINTyCKa,
uHbOpMalMd O BPEMEHHM, JaTe W ajpece JOCTaBKM 3aKa3a MOKYyMaTello, a TaKKe BHOCHT
uHpopMaIHio 00 OMIaueHHbIX (OTIMYILIEHHBIX) U MOJyUYEHHBIX MOKYIATeNIeM JIeKapCTBEHHBIX
rmpenaparax B CHCTEMY MOHUTOPHHIA JIB)KEHMS JIEKAPCTBEHHBIX IIPENapaToB Ui
MEIUIIMHCKOTO TMPUMEHEHHs] M TOCyJapCTBEHHYI0 HH(GOPMAIMOHHYIO CUCTEMY B cdepe
31paBooXpaHeHus cyobekTa Poccuiickoii denepammm.

AnTeuHass opraHuzanus o0s3aHa IMepenaTh B TIOCYJApCTBEHHYIO HH(MOPMAlMOHHYIO
cuctemy B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit deneparii, B KOTOPO OBLI
o(opMmIIeH perenT Ha JIeKapcTBEHHBIN Mpernapar, CBeJIeHUs 0 CpOPMUPOBAHHOM 3aKa3e, MECTe
ero (QopMHpOBaHUS, CIIOCOOE TMOJNyuYeHHs] TIOKYyMaTeleM JIEKapCTBEHHBIX IpenapaTos,



BKJIIOUEHHBIX B 3aKa3, [0 KaXJIOMY M3 pEIeNnTOB IMOKymaTens (JOoCTaBKa IO ajpecy,
COTJIACOBAaHHOMY C IMOKYyIaTeJIeM, WM MOJyUYeHUE B allTeYHONW OpraHU3aIin).

36. JlocraBineHHBIM 3aKa3 MepeAaeTcsl MOKYNaTelll0 MO MECTy €ro JKUTEIbCTBA
(npeObiBaHusA, (PAKTHMUYECKOTO HAXOXACHUS) WIM HHOMY YKa3aHHOMY WM ajpecy, Ipu
OTCYTCTBUM IOKyNAaTeasl - MHOMY JIMIy (3aKOHHOMY IMPEICTABUTEIIO, YIIOJIHOMOUYEHHOMY
JIULy), OPEIbSBUBLIEMY OpPUIMHAJIbI WJIM KOINUU (B TOM 4YHCIE B 3JIEKTPOHHOM BHJE)
KBUTAHLIMM WJIM HMHOTO JOKYMEHTA, IOATBEPKAAIOIIEIO 3aKIOYEHHE J0roBOpa KyIUIM-
MIPOJAXKH, OIIATy 3aKa3a Wik 0(OPMIICHHUE €ro JOCTaBKHU.

37. OTnycK JIeKapCTBEHHBIX MPENAPATOB, TOCTABISAEMbIX ITOKYIIATEII0, OCYLIECTBISAETCS
B COOTBETCTBUM C IPaBUJIAMHU OTIYCKa JIEKAPCTBEHHBIX IPENapaToB IJsi MEIUIIMHCKOIO
MPUMEHEHHUS, B TOM YHCJIE UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MIPEMapaToB, allTeYHBIMU
OpraHM3alMsIMH, HWHIUBUAYaJIbHBIMU NPEINPUHUMATEISIMU, HMEIOLIMMHU JIMLIEH3UIO Ha
(bapManeBTHYECKYIO JESTENbHOCTh, YTBEPKICHHBIMH MMHUCTEPCTBOM 3paBOOXPAHEHHUS
Poccuiickoit ®enepanuu.

38. Ilpm mnonyuyeHMHM 3aKaza IOKYyNaTeab MPOBEPSET LEIOCTHOCTh TPAaHCIOPTHOM
YIAKOBKHM, CaMOCTOSITEJIbHO BCKPBIBAET TPAHCIIOPTHYH YMAaKOBKY, CBEPSET COJEPKUMOE
3aKa3a C ONHUCBhIO BJIOKEHMS, MPOBEPSIET OTCYTCTBUE TOBPEKIACHUN BTOPUYHOMN
(moTpeOuTeNbCKOW) U MEPBUYHOM YIAaKOBOK JIGKAPCTBEHHOTO Mpenapara, HaaleKaluil BU
JIEKapCTBEHHOTrO IMpemapata (Mpd BO3MOXKHOCTH), CpPOK TOJHOCTH IE€PEIaBaeMOro
JIEKApCTBEHHOTO Tperapara, pacuChiBaeTCs, B TOM YHCJIE C MPUMEHEHHEM HH(OPMAIIMOHHO-
TEJIEKOMMYHUKAIIMOHHBIX TEXHOJIOTUH, B JOKYMEHTE O TMOJY4YeHHHM JIEKapCTBEHHOTO
npenapara mo ¢opme, yTBepxkAaeMol MHHHCTEpCTBOM 3/paBooXpaHeHusi Poccuiickoit
®enepanyy, B MOJYYEHUU 3aKa3a M B MOATBEPKACHUU OTCYTCTBUS MPETEH3UN K aNTEHYHOMN
OpraHM3al|Hy, JUILY, OCYILIECTBUBILIEMY JOCTaBKY 3aKa3a.

39. JIuno, ocylecTBIIsAONIEEe JOCTABKY 3aKa3a, 10 MOMEHTA Iepeslaun 3aKka3a 00s3aHo
notpeboBaTh y TpaXJaHMHA, I[IOJYYAIOUIEro JIEKAPCTBEHHBIM Mpenapar, MpeabsIBUTh
JOKYMEHT, YAOCTOBEPSAIOLUIMI €ro JHUYHOCTb, Uil HWACHTU(PHUKAIMUA JUYHOCTU OSTOTrO
IpaXJIaHWHA U YCTAHOBJIEHHsI COOTBETCTBHSI €T0 JINYHOCTH U JIMLA, YKA3aHHOI'O B PELENTE Ha
TaKOM JIEKapCTBEHHBIN IMpenapaT (3aKOHHOTO NPEJCTaBUTENS, YIIOJIHOMOYEHHOro juila). B
Clly4ae BBISIBJICHUSI HECOBIMAJIEHUS JIMYHOCTU Tpa’KJaHUHA, MOJY4aloUlero 3akas, M JuIla,
YKa3aHHOTO B peLenTe Ha JEeKapCTBEHHbIM mpemnapaT (3aKOHHOTO MpPEICTaBUTENs,
YIOJHOMOYEHHOI'O JIMIIa), a TakXe B Cilydae OTKa3a TpakJaHWHA, MOJTyYarollero 3akas,
MPENBABUTH TIOKYMEHT, YAOCTOBEPAIOIININ €T0 JINYHOCTD, JIUI0, OCYIIECTBIISIIOIIEE T0CTABKY
3aKa3a, 0053aHO BEpHYTh TAKOH 3aKa3 B alTEUHYI0 OpraHU3alHIO.

[To TpeGoBanHMIO MOKYyMATEIN JIUIO0, OCYIIECTBIISAIONIEE TOCTABKY 3aKa3a, JeMOHCTPUPYET
COOTBETCTBUE TEMIIEPATYPHOI'O PEKMMA, IPU KOTOPOM XPAHMUJICS JIEKAPCTBEHHBIN ITpernapaT
MpU JOCTaBKE, YCIOBUSIM XpaHEHHUs JIEKapCTBEHHOIO Ipenapara, yKa3aHHbIM Ha €ro
BTOPUYHON (OTPEOUTENHCKOM) YITaKOBKE.

[Tocne mnepemaum 3akaza JOKYMEHT O TIOJYyYEHUHU JIEKapCTBEHHOIO IIpemnapara,
yKa3zaHHbIi B myHKTe 38 Hactosmiero [lomoxenus, nepeaaeTcs, B TOM YUCIIE C MPUMEHEHUEM
MH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHBIX TEXHOJIOTUH, JIUIIOM, OCYIIIECTBUBIIUM JOCTABKY
3aKa3a, B allTeYHYI0 OPraHU3aLHI0, OCYLIECTBUBIIYIO OTIIYCK JIEKAPCTBEHHOT'O Mperapara.



40. IMoxynarenb BHpaBe OTKa3aThCS OT JOCTaBJICHHOIO JIEKAPCTBEHHOrO Ipernapara
HaJJIeXxalllero KauecTa J0 OIIaThl 3aKka3za. B aToM cilydae oriaunBaeTcst TOJIBKO yciyra 1o
JIOCTaBKe.

ArniTedyHasi opraHu3aIus OCYIIECTBIISICT IPUEM BO3BPAIIEHHBIX HEOIUTAYEHHBIX 3aKa30B
OT JIMII, OCYIIECTBIISIONINX TOCTABKY 3aKa3a.

41. B ciayuyae nocTaBKM 3aKa3a HEHAJJISKAIEro KadecTBa (HEHAIJIEkKallee KaueCTBO
JIEKapCTBEHHOTO TMpernapara, JOCTABJICHHBINM 3aka3 HE COOTBETCTBYET COCTaBYy 3aKasa)
MOKYyMaTesb BIPaBe BEPHYTH €ro JHILY, OCYIIECTBISIONIEMY I0CTaBKy, O€3 OIlIaThl 3aKaza u
(W1K) yCIIyTH IO €ro IOCTaBKe U (MJIM) MOTpeOOoBaTh HAJICKAIIETO UCIIOJHEHUS 3aKa3a.

42. B cnmyuae eciiu JocTaBKa 3akas3a MpOU3BeJIcHa B YCTaHOBJICHHBIE IOTOBOPOM KYTLIU-
MIPOJIAKH CPOKH, HO 3aKa3 He ObLIT Mepe/laH MOKYHaTelto 10 €ro BUHE, MOCIIeAyoIas J0CTaBKa
3aKa3a IPOU3BOJUTCS B HOBBIC CPOKH, COIVIACOBAHHBIC C IIOKyHaTelieM, Ha YCJIOBHSIX,
MIPEyCMOTPEHHBIX JOTOBOPOM KYILIH-ITPOIAXKH.

43. 3a HapylIeHHE CPOKOB IEpelayd 3aKa30B IMOKYNATENII0 alTeUHbIE OpPraHU3aluu
HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C T'PAKIAHCKUM 3aKOHOJATEIBCTBOM Poccuiickoi
®enepanuu.



