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NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBJIEHUE
oT 22 cheBpansa 2023 r. N 292

Ob YTBEPXAEHWUU NMONOXEHUA .
O NOPAAKE NMPOBEAEHUA 3KCNEPUMEHTA NO OCYLWECTBJIEHUIO PO3HUYHOU
TOPIroBJIN NEKAPCTBEHHbIMWU NPEMNAPATAMU ONA MEOUUMHCKOIO
NMPUMEHEHUA, OTNMYCKAEMbIMU MO PELENTY HA JIEKAPCTBEHHbIN
NPENAPAT, AUCTAHLUNOHHBLIM CITOCOBOM

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. Hoctanopnenwus [IpaButensctBa PO ot 04.04.2024 N 429)

[IpaButensctBO Poccuiickoit @eaepanuy NoCTaHOBIISIET:

1. VYTBepmute mnpunaraemoe IlonoxeHne o0 TOpsAIKE MPOBENEHUS OSKCIEPUMEHTa 110
OCYILLIECTBJICHUIO PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMM IIpenapaTraMu I  MEIULUHCKOIO
MPUMEHEHHS, OTITYCKaeMBIMU 110 PELENTYy Ha JIEKAPCTBEHHBIN NpenapaT, JUCTAaHIIHOHHBIM CIIOCOO0M.

2. YCTaHOBUTbH, YTO YYaCTHUKAMHU DJKCIEPHMEHTA M0 OCYIIECTBICHHIO PO3HUYHON TOProBIIU
JIEKAPCTBEHHBIMM IIperapaTamMu Uil MEJIWLIHUHCKOrO NPHUMEHEHUS, OTIIYCKAEMBbIMHM II0 PELENTy Ha
JIEKapCTBEHHBIH Mpenapar, AMCTAaHIMOHHBIM CLIOCOOOM (J1ajiee - SKCIIEPUMEHT) SIBIISIOTCA:

MuHucrepcTBO 3apaBooxpanenus Poccuiickon @enepanny;

YIOJHOMOYEHHBIE UCIOJHUTENbHBIE OpraHbl cyObekToB Poccuiickoir @enepanuu - T. MOCKBBI,
Benroponckoii o6macti, MOCKOBCKO# 0051acTH;

MEAMLIMHCKUE OpraHu3allid M alTe4YHble OpraHu3allid, COOTBETCTBYIOLUE TPEOOBAHUSAM,
YCTaHOBJICHHBIM B COOTBETCTBMM C 4acTbio 4 cratbu 55.1 denepansHoro 3akoHa "OO6 obpaiieHuH
JICKaPCTBEHHBIX CPEJCTB".

3. YoTHOMOYEHHbIE UCTIONTHUTEIbHBIE OpraHbl cyObekToB Poccuiickoit deneparinu, ykazaHHBIX B
MyHKTE 2 HACTOSIIETO MOCTAHOBIEHUS, YTBEPKIAIOT MOPSAOK OTOOpa MEAMIIMHCKHX OpPTaHM3alHid U
aNTEeYHBIX OPraHU3alUN ISl YYacTUsI B SKCIIEPUMEHTE, a TAKXKE MPOBOJIST TAKOH OTOOP U YTBEPKIAIOT
NepevyeHb MEIUIIMHCKUX OpraHu3aliii M TepedeHb amnTeUHbIX OpraHu3aluii, COOTBETCTBYIOIIUX
TpeOOBaHMAM, YCTAHOBJICHHBIM HACTOSIIMM MOCTAHOBJIICHMEM B COOTBETCTBUHM C HacThio 4 crathu 53.1
®denepanpHoro 3akoHa "OO oOpalleHUH JIEKApCTBEHHBIX CPEICTB", W SBIAIOMIMXCS YYaCTHUKAMH
JKCIIEPUMEHTa, C pa3MeIIeHHeM YyKa3aHHBIX TepeyHe Ha CBOUMX OQUIMANbHBIX CcalTax B
MH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHON ceTn "UHTepHeT".

4. Peanusanusi MEpOINPUATHH, IPEyCMOTPEHHBIX HACTOSIIUM IOCTAaHOBJIEHUEM, OCYLIECTBIIAETCS
MunucrepcTBOM 3apaBooxpaHeHus Poccuiickon Penepanyuu B NpeAesiax yCTAaHOBJICHHOW IITAaTHOM
YUCIEHHOCTH paOOTHUKOB MuHHcTEepcTBAa U OIOJKETHBIX ACCUTHOBAHMM, IPELYCMOTPEHHBIX
MuHHCTEPCTBY Ha pyKOBOJCTBO U YIIPABJIEHHUE B Chepe YCTAHOBIECHHBIX (DYHKIIUIA.

5. Hacrosmee nocranosienue Bcrynaet B cuity ¢ 1 mapra 2023 r. u geiictByer o 1 mapra 2026 r.
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IIpencenarens IIpaBurenscTBa
Poccuiickoit @enepanuun
M.MUITYCTUH

YT1BEpKACHO

noctaHoByieHreM [IpaBuTenpcTBa
Poccuiickoit deneparuu

ot 22 ¢epains 2023 r. N 292

NOJNOXEHUE 5
O NOPAAKE NMPOBEOEHUA SKCNEPUMEHTA NO OCYLWECTBJIEHUIO PO3HUYHOW
TOPIoBJIN NEKAPCTBEHHbIMWU NPENAPATAMU ONA MEOUUMHCKOIO
NMPUMEHEHUA, OTNMYCKAEMbIMU MO PELUENTY HA JIEKAPCTBEHHbIN
NPENAPAT, ANCTAHLUMUOHHbLIM CINMOCOBOM

Crnncok M3MEHS0IUX JOKYMEHTOB
(B pen. Hocranosnenus IIpaBurenscrBa P® ot 04.04.2024 N 429)

1. Hacrosmee IlonoxeHue ycTaHaBIMBaeT TMOPSAOK MPOBEICHUS OSKCIEpPUMEHTa IO
OCYIIECTBJICHUIO PO3HUYHOM TOPrOBIM JIEKAPCTBEHHBIMH TIpernapaTaMud JUii  MEIUIMHCKOTO
MIPUMEHEHHUS, OTIYCKaeMBbIMH IO PEIENTy Ha JICKapCTBEHHBIM Mpemnapar (janee - JIeKapCTBEHHBIN
npenapar), IUCTAaHIMOHHBIM CIOCOOOM (Jajiee - SKCHEPUMEHT), TpPeOOBaHUS K METUITUMHCKUM
OpraHM3alisiM U anTeYHbIM OpTraHMU3alUAM, SBISIONIMMCS YYaCTHHUKAMHU HKCIEPUMEHTA, MOPAI0K
OCYIIECTBIICHUSI PO3HUYHON TOPTOBIM JIEKAapCTBEHHBIMH MpernapaTaMu AMCTAHIIMOHHBIM CIIOCOOOM,
TpeOOBaHUS K JOCTaBKE JIEKAPCTBEHHBIX MpPEMapaToB TpakJaHaMm, NMpaBHJa BBIAAYM pa3pellieHus Ha
OCYIIECTBIICHUE PO3HUYHON TOPTOBIIH JICKAPCTBECHHBIMU TIpenapaTaMu JUCTAHIIMOHHBIM CTIOCOO0M.

2. B HacrosiieM IlonoxeHnu UCONb3yIOTCS CIEAYIOLIUE TOHATHUS:
"cyobexThl Poccuiickoit deneparnuun' - r. Mocka, benropojckas o6i1acts, MockoBcKkast 00J1aCTh;

"YIIOJITHOMOYECHHBIC  HMCTIOJHUTEIbHBIE oOpraHbl cyObekToB Poccuiickoii  ®enmepanuu" -
YIOJHOMOYEHHbIE HCIONMHUTEIbHBIE OpraHbl cyOhekToB Poccuiickoii ®Depeparuu - 1. MOCKBBI,
benroposckoii o61actu, MOCKOBCKOI 0671acTH, SIBJISIOLINECS YYaCTHUKAMU 3KCIIEPUMEHTA.

3. Henmsmu sKcnepuMeHTa SBISIOTCS  OTpabOTKa MEXaHW3Ma PO3HUYHOM  TOPTOBIU
JIEKApCTBEHHBIMU  TIpETapaTaMyd  JUCTAHIIMOHHBIM  CIIOCOOOM M oOeclieyeHHEe BO3MOXKHOCTHU
JAJTbHEWIIIETO0 BHEAPEHUS M HCMOJb30BaHMS TAaKOW TOPTOBJIM HA IOCTOSHHOM OCHOBE Ha BCeH
tepputopun Poccuiickoit @enepanum.

4. DKCIEpUMEHT IPOBOJUTCSA HA JOOPOBOJIBHOM OCHOBE Ha OCHOBAHMU 3asiBOK MEIUIMHCKHUX U
anTEeYHbIX OpPraHM3alWi, TOJAHHBIX B YIOJHOMOYEHHBIC HCIIOJIHUTEIbHbBIE OpraHbl CyOBEKTOB
Poccuiickoit @denepanuu B yCTAHOBICHHOM UMU HOPSIZIKE.
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MenunuHckye U anTeyHble OpraHu3aluy B CIy4ae MPUHATHS UMU pelIeHus 00 0TKa3e OT yyacTus
B OKCIIEPUMEHTE IMOJAIOT B YIOJHOMOYEHHBIH MCIOMHUTEIbHBIN oOpran cyObekra Poccuiickoit
denepan  COOTBETCTBYIOLIEE oOOpalieHHe B NHCbMEHHOW (opMe Ha OyMa)KHOM HOCHTENE WIIH
MOCPEACTBOM MH(OPMaLlMOHHO-TEIEKOMMYHUKAIIMOHHOM cetn "MHTepHer" (nanee - cets "MuTepHet").

5. MunucrepctBo 3apaBooxpanenusi Poccuiickoit denepanmu:

OCYILLECTBIIAET METOAUYECKOE CONPOBOXKACHUE OKCIIEPUMEHTa, BKIKOYas METOAMYECKOE
COIPOBOXKACHUE NEATEIBHOCTU MEIULIMHCKUX OpPraHU3alUuil U alTeYHbIX OpraHU3alii, y4acTBYHOLIUX B
HKCHEpUMEHTE, 10 O(GOPMIIEHUIO, HCIHOJb30BAHMUIO U XPAaHEHHIO PELENTOB Ha JIEKapCTBEHHBIN
mpernapar, B TOM 4rcie ¢hOpMUPOBAHHBIX B (JOPME IIEKTPOHHBIX JOKYMEHTOB;

npencrasisieT B [IpaButensctBo Pocculickoit @enepanuu:
IIpeIBapUTENbHBIN TOKIA O pe3ysibTaTaX MpOBeAeHHs dKcnepuMenTa - 10 31 gexabps 2025 r.;

WUTOTOBBI JOKJaJ O pe3yJbTaTax IPOBEACHHUS HKCICPUMEHTA M TPEIJIOKECHHS O BHECCHHUH
M3MEHEHUH B 3aKOHO/IaTeIbCTBO 00 00pallieHnu JIeKapCTBEHHBIX cpeAcTB - A0 30 ampens 2026 r.

YomHOMOYEHHBIE HCTIOIHUTENbHBIE Opranbl CyOhekToB Poccuiickoit denepanuy 0CyIIeCTBISIOT
MOHHUTOPHUHI' TIPOBCACHHUA OKCIICPUMCHTA W IIPCACTABIICHHUC B MI/IHI/ICTepCTBO 3ApaBOOXPAHCHUA
Poccuiickoit ®enepanuu:

CXKCKBAPTAJIBHBIX OTUCTOB O XO4€ IMPOBCACHHUA SKCIICPUMCHTA - HE ITO3AHEC 15-ro uncna MecAI1a,
CJICOYIOLIEro 3a OTYETHBIM KBAapTaJlOM;

MIPOMEKYTOUYHOTO ¥ UTOTOBOTO OTYETOB O XOJIe TPOBECHUS dKCcTiepuMeHTa - 70 1 nexkadps 2025 r.
u 1o 1 anpens 2026 r. COOTBETCTBEHHO.

6. MenuuuHCKUE OpraHW3alMy JAJs Y4acTHsl B SKCHEPUMEHTE JOJDKHBI OBITh TMOIKIIOUEHBI K
rOCyJapCTBEHHON WH(MOPMAIIMOHHON cHucTeMe B cdepe 3ApaBOOXpaHEHUs cyObekra Poccuiickoit
Oenepanun 1 (WIM) MEIUIIMHCKOW WHOOPMAIMOHHOM CHUCTEME MEIUIIMHCKUX OpraHu3aIui,
B3aUMOJICHCTBYIOIIIUX C ©IWHOH TOCYAapCTBEHHOM MH(POPMAIMOHHOM CcHCTeMOW B  cdepe
31paBOOXPAHEHUS.

MenuinuHcKkre OpraHu3aliy, SBISIONIMECS YYaCTHHUKaMHM JKCIIEpUMEHTa, 00s3aHbl 00ecleduTh
BHECCHHE CBEJCHUI O Ha3HAYCHUH JICKAPCTBEHHOTO MpenapaTa B TOCYJapCTBEHHYIO0 HHPOPMALMOHHYIO
cucteMy B cdepe 3apaBooxpaHeHus cyOwbekta Poccuiickoit ®enepauuu v (WIM) MEIULIUHCKYIO
I/IH(l)OpMaIII/IOHHYIO CUCTEMY MCIUIIMHCKUX OpFaHHSaHHfI, a TaKXKEC IMPUCBOCHUC BbIAaBACMbIM PCUCIITAM
Ha JIEKapCTBEHHbIE MpernapaThl YHUKAIbHBIX HOMEPOB, (POPMUPYEMBIX ITOCPEACTBOM I'OCYIapCTBEHHOMN
MHPOPMALIMOHHOM cHucTeMbl B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoit ®enepauuu u (win)
MEIULIMHCKOW HWH(POPMALIMOHHON CHCTEMBI MEIWIMHCKMX OpraHu3alifl, W WHPOPMHUPOBAHUE
MalMCHTOB O TAKUX HOMEpaAx.

7. Anrednbie opraHu3anv OJjid y4daCTHd B OKCIICPUMCEHTC OOJI?KHBI OLITH INOAKIOYCEHbI K
rocy/apcTBeHHOH WH(GOpPMallMOHHON cucTeMe B cdepe 3ApaBooxpaHeHus cyOwnekra Poccuiickoit
®denepanyn, a Takke 00ECHEUNTh MOJIyUYEHUE Pa3pelICHUs] Ha OCYILECTBIEHUE PO3ZHUYHON TOPIOBIH
JIEKapCTBEHHBIMHM ~ TIpenapaTaMyd JUCTAHIMOHHBIM CIOCOOOM, MpPEeIyCMOTpPEHHOe MyHKTOM 15
Hacrosiero [lonoxenus (anee - pa3perieHue).
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8. B pamkax sKcrnepMMeHTa AMCTAaHIMOHHBIM CIOCOOOM MOXKET OCYIIECTBISATHCS PO3HUYHAS
TOPIOBJIS JIEKAPCTBEHHBIMH IPENapaTaMy (B TOM YHCIIE OTIYCKAEMBIMHU 10 PELENTY HA JIEKAPCTBEHHBIN
npemnapar, chopMHUPOBAHHOMY B (pOpME 3JIEKTPOHHOTO JIOKYMEHTa B TMYHOM KaOWHETE TpaKAaHnHA Ha
€IMHOM TOpTajleé TOCYJAapCTBEHHbIX W MYHULHMIAIbHBIX YCIYyTr U (WJIKM) Ha PErHOHAIBHOM IOpTaje
roCy/apCTBEHHBIX U MYHUIIUIAIBHBIX YCIYT), BKJIOUEHHBIMHU B [I€PEUEHB JIEKAPCTBEHHBIX MpPENnapaToB
u (dapMakoTepaneBTUYECKUX TIPYIN JIEKAPCTBEHHBIX IPENapaToB, pPa3pellieHHbIX K pealu3alud B
paMKax JKCIEPUMEHTA, YTBEPKICHHBbI MuHuCTEpCTBOM 31paBooxpaHeHust Poccuiickon Penepauuu,
Ha OCHOBaHMM KPUTEPUEB BKIIIOYCHHUS JIEKAPCTBEHHBIX MpEnapaToB U (papMaKoTepareBTUUECKUX TPYIT
JIEKAPCTBEHHBIX IIPENApaToOB B YKa3aHHBIM II€pedYeHb, YCTAHOBIEHHBIX lIpaBurensctBom Poccuiickoi
denepauuu.

9. OcyiecTBiIeHNE B paMKaxX SKCIIEPUMEHTA POSHUYHOM TOPTOBIIM JIEKApCTBEHHBIMHU IIperapaTaMu
JUCTAHIIMOHHBIM CIIOCOOOM BKJIIOYAeT B ceOsl mpueM, pOopMHUpPOBaHUE, XPAHEHUE U JOCTABKY 3aKa3oB
Ha JIEKapCTBEHHbIE Mpenaparsl (Jajee - 3aKa3bl), a TaKXkKe OTIYCK JIEKaPCTBEHHBIX MTPENapaToB.

10. PacueTsl nipu omyiaTe JEKApCTBEHHBIX MPEMapaToB U YCIYT MO UX JTIOCTABKE OCYIIECTBIISIFOTCS
0 BBIOOpPY TOKYIATENs] B HAIMYHOW WU Oe3HAIMYHOW (popMe myTeM MpenoruiaThl 3aKa3a WU €ro
OIJIaThI B MECTE MOJTYUYCHHUS 3aKa3a.

11. Po3HuyHas TOpProBis JIEKapCTBEHHBIMM IMpernapaTamMH JUCTAHLHMOHHBIM  CIOCOOOM
OCYIIECTBIISETCS anTCYHBIMU OpraHu3alusIMu (3a UCKIIIOYCHUEM WHAVBUYaJIbHbBIX
npeanpuHUMaTeneil), MMEIOLUIMMHU JIMIIEH3UI0 Ha OCYIIeCTBICHHE (DapMalleBTUUECKOM eATeNTbHOCTH C
yKa3aHHEM BBINIOJIHSAEMON paboThl (OKa3bIBaeMOM yCIyrH) MO PO3HUYHON TOProBIIE JIEKAPCTBEHHBIMHU
IpernapaTamMy U BIaJACIOIIMMU TaKOM JUIIEH3UEN HE MEHEE OJJTHOTO roJ1a, IPpY HAJINYUU:

a) 000pyAOBaHHBIX MOMEIIEHUH (MECT) [T XpaHEHHsI CPOPMHUPOBAHHBIX 3aKa30B B COOTBETCTBHU
C IpaBUJIAMH XpaHEHUS JIEKAPCTBEHHBIX CPENCTB I MEIUIIMHCKOTO MPUMEHEHMSI, YTBEPKIACHHBIMU
MunuctepcTBoM 3apaBooxpaneHus Poccuiickoit dexnepaiuu;
(8B pen. llocranoBnenus IIpasutensctea PO ot 04.04.2024 N 429)

0) caiita B cern "MHTepHeT" WM NpeayCMOTPEHHOro MyHKTOM 12 Hacrosmiero IlomosxeHus
JIOTOBOpA C IOPUAWYECKUM JIMLIOM, SIBJISIFOIIMMCS BIIQJIEJIbIIEM arperatopa MHGOpPMaluMu O TOBapax
(ycnmyrax) B cooTBeTcTBHH ¢ 3aKkoHOM Poccuiickoit deneparuu "O 3amure npas notpeduteneit” (nagee
COOTBETCTBEHHO - BJaJiejiel] arperaropa, J0roBop C BiajenblieM arperatopa). Jlomyckaercs Hanuuue
MOOMJIBHOTO MIPUIIOKEHHUS;

B) COOCTBEHHOW KypbepCKOW CiTykO0bl, HMeroIell 000py10BaHue, 00ecrieunBarolee MoAIepKaHue
HE00XOIMMOTO TEMIIEPAaTypHOI'O pEeXHMMa JUIs JIOCTaBKM 3aKa30B, WM JIOTOBOpA C WHBIMHU JIMIIAMH,
OCYILECTBIIIOUIMMHU JOCTABKY 3aKa30B C UCIOJIb30BAHUEM TaKOI0 000PYAOBaHMUS;

I) DJEKTPOHHOM CHCTEMBI TIUIaTeXed W (W) MOOWIBHBIX IUIATEKHBIX TEPMHUHAJIOB,
MpeHa3HaYeHHBIX ISl TIPOBEACHHUS AJIEKTPOHHBIX IJIaTeXKed, B TOM YHCJIE C MOMOIIbI0 O0aHKOBCKHX
KapT, HEMIOCPEICTBEHHO B MECTE OKAa3aHUs yCIIyIH;

1) pPa3MELICHHBIX JIMIIEH3MaTOM B €IMHOW TOCYAapCTBEHHOW MH(POPMALMOHHON cucTeMe B cdepe
3/IpaBOOXPAaHEHMS CBEJCHUN O (hapMalleBTUYECKON OpraHU3allM U JINIAX, YKa3aHHBIX B HOAMYHKTE "H"
nyHkra 6 [lomokeHUsT O JMIEH3UPOBAHMM (HapPMALEBTHUECKOW JESTEIBHOCTH, YTBEP)KICHHOTO
noctaHoBieHnem [lpaBurensctBa Poccuiickoit ®eneparuu ot 31 mapra 2022 r. N 547 "O6
yTBep)kaeHuH [lookeHns o IHIeH3UpoBaHUM (papMaleBTUUECKON 1eATeIbHOCTH", B COOTBETCTBUU CO
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cratbeit 91.1 degepanbHoro 3akoHa "OO oOCHOBax OXpaHbl 370pOBbs TpaxkiaH B Poccuiickoii
@enepanyu" B TOPSIKE W CPOKH, YCTAaHOBJIEHHbIE [lOJOXKEHHMEM O €OUHOW TOCYJapCTBEHHOMN
nHPOPMALIMOHHON  cucreMe B cdepe 3ApaBOOXpAHEHHUS, YTBEP)KACHHBIM  IOCTAaHOBJICHHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 9 ¢despans 2022 r. N 140 "O enuHoil rocynapcTBeHHON
nH(OPMALIMOHHON CUCTEME B cdepe 3/paBoOXpaHEHUs", MOCPEACTBOM HH(OPMALMOHHONW CHUCTEMbI
(bapMaleBTUUECKONH OpraHU3aluy, UM MOCPEACTBOM IOCYAAPCTBEHHOW MH(OPMAIIMOHHON CHCTEMBbI B
chepe 3npaBooxpaHeHHss cyObekra Poccuiickoit ®enepamuu (B cilyyae eclid ToCyIapCTBEHHas
uHpopMalMOHHAs cucremMa B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit ®Penepanuu
oOecrieynBaeT BHINOJIHEHUE (YHKIUN WHPOPMALMOHHON cHCTEMBI (hapMalleBTHUECKOW OpraHHU3alun),
WIK TOCPEICTBOM HWHOW HMH(OPMALIMOHHOW CHUCTEMBl, MpeAHa3HAuYE€HHOW Il cOopa, XpaHEHus,
00paboOTKH ¥ mpenocTaBieHUs WHGOPMAIMK, Kacalomehncs IesTeNbHOCTH —(DapMareBTHIECKOM
OpraHU3al1M U MPEAOCTABISAEMBIX €0 YCIYT.

12. IIpu ocymiecTBIEHUN PO3ZHUYHON TOPTOBIIM JIEKAPCTBEHHBIMHU IpenapaTraMu AUCTAHIIMOHHBIM
crocoboOM amTedHas OpraHu3aius BIpaBe 3aKIIOYUTH JIOTOBOPp C BIAQJAENBIEM arperaropa,
MpelyCMaTPUBAOILIMIA:

a) MpeAOoCTaBICHHE IOKYMNAaTeIl0 BO3MOXXHOCTH O3HAKOMUTHCA C NPEJIOKEHUEM alTedHOU
OpraHM3aliK O 3aKII0UYEHHUHU J0rOBOpa KYIUIM-MIPOJaXKH JIEKApCTBEHHBIX MperaparoB (J1ajnee - JoroBop
KYIUTU-TIPOJIaXkH) Ha caite B cetH "MHTepHeT" WM MOOWJIBHOM MPHJIOKEHUH, MPUHAIICIKAIINX
BIIQJICTIBILy arperaTopa;

0) mpuem BIaJenblleM arperaTopa 3aka3a JUIsl anTe4YHON OpraHu3allii O 3aKIIIOUEHUHU JOTOBOpa
KYIUIM-IIPOJIAYKH, A TAKXKE 3aKIIOUYCHHUE BIIAJICNIBLIEM arperatopa OT MMEHM U 3a CUET alTeYyHOH
OpraHM3ali JTOroBOpPa KYIUIU-NPOAAXKHU C MOKYIATENIEM C BO3MOKHOCTBIO MPEABAPUTEIIHHON OIIAThI
3aKasa.

13. AnreyHas opraHuzalMs BIpaBe 3aKJIIOYUTh JOTOBOP C HECKOJBKHMH Bia/elbliaMu
arperaTopos.

Brnanenen arperaropa BIIPpaBC 3aKJIOYUTh JOTOBOP C HECCKOJIBKUMU alITCYHBIMH OpraHU3allusAMU.

14. IlepeueHb [IOKyMEHTOB, IOATBEPXKJAIOIIUX COOTBETCTBUE ANTEHYHON OpraHU3aluu
TpeOOBaHUSM, YCTaHOBJIEHHbIM NyHKTOM 11 Hacrosimero IlonokeHusi, M NpeACTaBISIEMBIX B
COOTBETCTBUM C NyHKTOM 15 Hacrosuiero Ilonmoskenus, ytBepxaaerca denepanbHOi ciyk00i 1O
Ha/30py B cepe 31paBOOXPAHEHUSL.

15. Boimaua paspemenuss ocymiectBisiercs @DenepanbHoil ciyx00ii mo Ham3opy B cdepe
3/IpaBOOXPAaHEHMs TOCPEACTBOM pasMelleHuss Ha oduuuanbHoMm caite CiayxObl B cetn "HHtepner"
IIEpPEYHs alTEUHbIX OPraHU3alMii, IOJyUYHBIIUX pa3pelleHue (Jlanee - IEPEeUEHb).

ArnTeyHasi oOpraHu3ans BIPaBE OCYIIECTBIATh PO3ZHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
npernapaTamMy JUCTAaHIIMOHHBIM CITIOCOOOM CO JTHSI BKJIFOUEHHS B MIEPEUYEHb.

Jis monyuyeHMs paspelleHHs anTeuHas opraHusainus HampasiseT B denepanbHyro ciyx0y 1o
Ha/30py B cdepe 3ApaBOOXPAaHEHUS 3asiBJICHHE O MOJTYYEHUH pa3peleHtsl ¢ MPUIOKEHUEM JOKYMEHTOB
(cBeneHMit), MOATBEPKIAIOIIMX COOTBETCTBHE ANTEYHOM OpraHu3ali TPeOOBAHUSAM, YKa3aHHBIM B
nyHkre 11 Hacrosimero [lonoxenus.

3asiBI€HHE O TIOJYYEHUM pa3pellieHus, MOJNHCAHHOE YCWJIEHHON KBalM(QUIMPOBAHHON
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JIEKTPOHHON TOAINUCHIO, U TpHJIaraeMble K HEMY JIOKYMEHTH! (CBEJEHUS), 3aBEPEHHbIC YCHICHHOMN
KBAJIM(HUIMPOBAHHONW BJIEKTPOHHOM MOJIMHUCHIO, NPEACTABISIOTCS B JJIEKTPOHHOH ¢dopme B
DenepanbHyto ciyxk0y 1o Hag3opy B cdepe 31paBooXpaHeHUs yepe3 oduiuanbHelii caiit CiyxObl B
cetu "UHTepuer".

16. B 3asiBneHUH O MOTYYEHUU Pa3pEIICHHS YKA3bIBAKOTCS CIEAYIOINE CBEACHUS:
a) noyHoe GUPMEHHOE HAUMEHOBAHUE alITEYHON OpraHU3aIiK (Ha PYCCKOM SI3BIKE);
0) OCHOBHOI1 TOCYAapCTBEHHBIN PETUCTPALIMOHHBIA HOMEP IOPUINYECKOTO JTUIIA;

B) WICHTU(UKAIIMOHHBIA HOMEP HAJIOTOIUIATENIbIINKA;

I) ajgpec IOPUAMYECKOro JHUIla M ajpeca ero CTPYKTYpHBIX MoApasfeieHuid (Ipu HaJIWYUU
CTPYKTYPHBIX NOJIpa3iesieHui);

) ampec Mecta (agpeca MeECT) OCYIIECTBJICHHS PO3HUYHOW TOPTOBIM JIEKAPCTBECHHBIMU
npernaparamu;

€) CBEJEHHUS O JIMIICH3MM Ha OCYILECTBJIEHHE (hapMalleBTHUECKOW AEATENbHOCTH C yKa3aHHEM
BBINOJIHAEMONW  palboThl  (OKa3plBa€MOW yCIYrd) MO PO3HUYHOM TOProBie JIEKaPCTBEHHBIMHU
IpenapaTamy;

k) anmpec caita (angpeca caiito) B cetr "MHTepHET" M MHpOpMAIUS 0 MOOHIBFHOM MPHIIOKECHUN
(mpy  HaMMYMKM MOOUIIBHOTO TPUIOKEHUS), NPUHAAISKAIIUX aNTeyHOW opraHu3zauud U (Win)
BJIAJIeNIblly arperaropa, B Cilydae 3aK/IIOUEHHs alTeuyHOW OpraHu3aluei J0roBopa ¢ BiaJesbLEM
arperaTopa;

3) CBCJCHUA O BKIIFOUCHUHU YIIOJIHOMOYCHHBLIM HCHOJHHUTCIBHBIM OpPraHOM CY6’beKTa Poccuiickoit
CDejlepauMH anTeYHoMn opraHu3anv B NCPCUYCHb AIlITCUHBIX opraHmaum”I, ABJIIIOINUXCSA YYAaCTHUKAMHA
OKCIICPUMCHTA.

17. Ilpu 3aKJIFOYEHUHN aNTEYHOW OpraHu3alyen, UMEIOIe pa3pelieHue, JoOroBopa ¢ BIaJeableM
arperaTopa, pacTOpPXKEHUU JOTOBOpa C BIJIAJIEIBIIEM arperaropa Ju0OO W3MEHCHHH CBEIACHUM,
MPeIyCMOTPEHHBIX MyHKTOM 16 Hactosmero [lonoxkenus, anteyHas opraHu3aius B TeueHue 3 pabodnx
JTHEW CO JIHA 3aKJIIOUEHHUs JOTOBOpPA C BIIAJIEIBIEM arperaTopa, pacTOpKEHHUs! JOTrOBOpa € BIAJENbLEM
arperaropa MO0 U3MEHEHHS yKa3aHHBIX CBEICHUH HarpaBisieT B DeaepanbHyto Ciryk0y 1o Haa30py B
cdepe 3npaBooxpaHeHus yepe3 opunuanbHbiii callT Ciryx0b1 B cetr "MHTEpHET" 3asBlIeHHE O BHECEHUU
I/I3MGHGHI/II71 B nepequL C YKaSaHI/IeM COOTBeTCTByIOHH/IX CBe)IeHI/Iﬁ n HpI/IJ'IO)KeHI/IeM KOITNHN )101"0130pa C
BIIQJIENIBIIEM arperaTopa (B CiIydae ero 3aKiIrueHus).

[Tpu noctymienun B @enepanbHyto ciayxO0y 1Mo Haa30py B chepe 34paBOOXpaHEHUs 3asBICHUS O
BHECEHMH M3MEHEHUHl B mepeueHb DenepanbHas cioyxk0a MO Haa30py B cdepe 3ApaBOOXpaHEHUS
IIPUHUMAET PELIEHUE:

a) 0 BHECEHUH U3MEHEHH B MIEpeUeHb B COOTBETCTBUU ¢ TyHKTOM 18 HacTosmiero [lonoxenus;

0) o0 oTka3ze BO BHECEHHH HU3MEHEHUN B TepedYeHb B CIydyae BBISBIEHUS OOCTOSITEIHCTBA,
yKa3zaHHOTrO B moanyHkre "0" myHkta 22 Hactosmero IlojokeHus, W TpEeKpalieHUuH JIeHCTBHS
paspelieHusl.
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18. Pemenne o BblAaue paspelieHusi, 00 0TKa3e B Bbladye pa3pelieHusl, O BHECCHUHM U3MEHEHUI B
nepedyeHb Wik 00 0TKa3e BO BHECEHUH U3MEHEHHH B MepeyeHb npuHumaercs denepaibHoil ciayx00ii 1o
HAJI30py B cdepe 3ApaBOOXpaHEHHUs B TeueHHe 5 pabouux OHEH co JHS IONydeHHs 3asBICHUM,
YKa3aHHBIX B IyHKTax 16 n 17 Hacrosmero [lonoxenus.

19. OcHoBaHUAMM JIJIs1 OTKA3a B BBIJIAYE PA3PEIICHUS SIBISTIOTCS CIASAYIOIINE 0OCTOSITEIbCTBA:

a) OTCYTCTBHE B 3asBJICHHHM O IOJYYEHUH pa3pelieHUsl CBEICHHUI, yKa3aHHBIX B IyHKTe 16
Hactosero [lonoxxenus;

6) NpEACTAaBJICHHUEC HCJOCTOBCPHBIX CBCHQHHﬁ;

B) HECOOTBETCTBHE aNTEUYHOW OpraHM3alUU TPEOOBaHMIM, YKa3aHHBIM B MyHKTe 11 Hacrosiero
Ilonoxenus;

I) OTCYTCTBHE aNTEYHOW OpraHM3alid B MEpPEeyHEe AaNTeUHbIX OpraHu3alul, yTBEp>KIaeMOM
YIOJIHOMOYEHHBIM HCIIOJIHUTEIBHBIM OpranoM cyobekTa Poccuiickoit denepanuu.

20. YBenomienue 06 0TKase B BblAaue pa3pelieHus ¢ yKa3aHHeM OCHOBAaHUS OTKa3a HAIPaBIIAETCS
anTeyHol opranuzaimu PenepaabHOM CIyk00i MO HaA30py B cdepe 3ApaBOOXpAaHEHUs, B TOM YHCIe
MOCPEICTBOM HH(POPMALMOHHO-TEJIEKOMMYHUKAIIMOHHBIX TEXHOJIOTUH, B 3-THEBHBI CPOK €O JHS
MPUHSTHUSA TAKOTO PEIICHUS.

21. Tlepeuenp Beaercs PenepaibHON ciaykO00W MO Ham30py B cdepe 3ApaBOOXPAHEHHUS B
AJICKTPOHHOU (hOpME C YKa3aHHWEM CBEJCHHH, MPEAYCMOTPEHHBIX MoamyHkTamu "a" - "x" myHkra 16
HacTosmero [lonoxenus, a Takke TPUCBOSHUEM YHHKAIBHOTO HOMEpPA pa3pelieHus U pa3Mellaercs Ha

ounmansHoM caiire CiayxObl B cetn "MHTepHeT".

Benenne  mepedHss  OCYIIECTBISCTCS  CIIOCOOOM,  OOECHEUMBAIOIIMM  ABTOMAaTHYECKOE
¢dbopMHpOBaHHE BBITUCOK W3 TEPEYHS B DIIEKTPOHHOH Qopme, TOANMHUCAHHBIX YCHICHHOM
KBIN(ULIIMPOBAHHOMN AJIEKTPOHHOM MOJIKUCHI0 YIIOJIHOMOYEHHOIO JTOJKHOCTHOrO snia denepanbHON
ClIy’)kObl IO HazA30py B cdepe 3ApaBOOXpaHEHUs, B TedeHue 3 pabouux AHEH CO AHS IMOJTydYCHHs
COOTBETCTBYIOILETO 3aMpoca.

CBeneHusi 0 TMpEKpalleHUN ACHCTBUS pasperieHus pasmematorcs DenepanbHON choyk00i 1O
Haa30py B chepe 3apaBooxpaHeHus Ha odunmranbHOM caiite CirykO0bl B ceTn "MHTEepHET" ocpeacTBOM
YKa3aHuA B ICPEYHE TaKUX CBeILCHI/Ifl.

22. OcCHOBaHMSMH [UJIsl TIPEKpAIICHUS JCHUCTBUS PA3pPCUICHUS  SBJISIIOTCS  CJEAYIONIUE
00CTOSITENBCTRA!

a) NIpeKpalCHuC JEUCTBUS JIUICH3UM Ha OCYHICCTBJICHHUC (l)apMaLIeBTI/I‘leCKOI‘/JI ACATCIIbHOCTU Y
anTeyHoM OopraHu3aluu,

0) HECOOTBETCTBHE aNTEUHOW OpraHM3alUU TPEOOBAaHMIM, yKa3aHHBIM B IyHKTe |1 Hacrosmiero
Ilonoxenus;

B) JIBYKpaTHoe U OoJyiee B TEUEHHE OJHOIO KaJeHJAapHOro rojia CcO JHS BbIJA4M pa3pelieHust
IIPUBJICUYEHHUE ANTEYHON OpraHM3aluy K aJMUHHCTPATUBHOW OTBETCTBEHHOCTH IO OJHOM W3 cTarell -
6.33, 6.34 unu 14.4.2 - Koaekca Poccuiickoii @eneparyiv 06 aIMUHIUCTPATUBHBIX MPABOHAPYIICHUSAX;
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F) peUICHUC anTeyHoM opraHu3alvid O MPCEKpaAlICHUN OCYHICCTBIICHUA pOSHH‘IHOfI TOProBJIN
JICKApCTBCHHBIMU IIpCTiapaTaMi JUCTAHIIUOHHBIM CIIOCOOOM.

23. B Teuenue 3 paboumx THEH CO JHS YCTAHOBJICHHUS OJHOTO M3 OOCTOSITENILCTB, YKAa3aHHBIX B
nyHkre 22 Hacrosero [lonoxenus, @enepanbHas cinyx0a 1mo Haa30py B chepe 3apaBoOOXpaHEHUS:

a) MPUHUMAET pellleHHe O MPEKpaLICHUH IEHCTBUS pa3pelieHus, 0 YeM YBEJOMIISIOTCS anTeuHas
OpraHM3alys U BIAAEIbLbl arperaropoB, ¢ KOTOPBIMM alTeyHas OpraHu3alus 3aKIr4uiIa JOroBOp, B
(dopMe 3IIEKTPOHHOTO JIOKYMEHTa, MOANUCAHHOTO YCHJICHHON KBaJU(HUIMPOBAHHON 3JIEKTPOHHOM
MOJIHUCHIO;

0) BHOCUT COOTBETCTBYIOIIUE CBEJACHUS B IIEPEUCHbD.

24. Ha caiire anreyHoil opraHuzauuu B ceTd "VHTepHeT" M MOOWIBHOM NpUIIOKEHUU (Tpu
HaJUIUH MOOMIILHOTO TIPHIIOKEHUS) pa3MENIatOTCs CIASAYIOIINE CBEICHMS:

a) oJHOe (PMPMEHHOE HAMMEHOBAaHUE alITeUHOW OpraHu3aliy (Ha PyCCKOM SI3bIKE);
0) OCHOBHOI1 rocy1apCTBEHHBIN pErnCTPAllMOHHBINA HOMEp anTeYHOl OpraHu3aluy;
B) MJICHTU()UKALMOHHBIA HOMEP HAJIOTOIIATEIIbIINKA;

I) aJpec anTeyHOW OpraHu3alMM W aJpec €€ CTPYKTYPHBIX MOJpa3/eieHuil (Ipu HaJIWYUU
CTPYKTYPHBIX NOJIpa3esieHui);

1) HOMED 3aIlliCU B peecTpe JUIEH3UN Ha OCYyILeCTBICHNE (hapMalleBTUUECKOM 1eTeIbHOCTH;
€) YHUKaJbHBIH HOMEpP pa3pelieHus;
) pekuM pabOThl aTEYHON OpPraHU3alNY;

3) uHpopMaIus O CiIyX0e 3aKa3za JeKapCTBEHHBIX MPENapaToB, CIPaBOYHOM CiIy:k0e M 00 HHOM
CTPYKTYPHOM MOJpA3JICICHUN aNTeYHOH OpraHU3allly, OCYILECTBIIONIEM HPUEM 3aKa3oB (TeaedoH,
azpec 3JIEKTPOHHOM MOYTHI), U O pabOTHHKE, OTBETCTBEHHOM 3a pa3MEILICHHE Ha caiiTe B CceTH
"NnTepHer" uHpOpMAIMK O JEKapCTBEHHBIX MpenapaTax (damMunus, UMs, OTYECTBO (IIPU HAJIUYUN),
Tese(oH, aipec AIEKTPOHHOM MOYTHI);

M) CBEJCHHUS O JIEKapCTBEHHBIX NpenapaTax, UMEIOLIMXCS B HAIMYUKM U3 COOCTBEHHBIX TOBAPHBIX
3aracoB M MOJIKALINX POSHUYHON TOProBIle TUCTAHIIMOHHBIM CIIOCOOOM, coeprKalire HH(HOPMAIIHIO
0 JIEKApCTBEHHBIX IpernapaTax B COOTBETCTBUU € IOCYJapCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEICTB
JUIS  MEOUIMHCKOTO TPUMEHEHMs, JOCTYIHBIX JJs 3aKa3a, IPOU3BOJUTENSIX JIEKapCTBEHHBIX
MpernapaToB, CpPOKaX TOAHOCTH JIEKAPCTBEHHBIX IIperapaTroB, KOJMYECTBE, PO3HUYHBIX IIEHAaX U
YCIOBHUAX XpaHEHUs, a TAKKE HHCTPYKIMU [0 MEIUIMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHBIX
[Ipernaparos;

K) wuHpopmanus 00 yCIOBHAX PO3ZHUYHOM TOPTrOBIM JICKAPCTBEHHBIMH IpenapaTamu
JMCTAHIIMOHHBIM CIIOCOOOM, OIUIaThl NPUOOPETAaeMBbIX JICKAPCTBEHHBIX MpPENapaToB, O CTOUMOCTH,
CpOKax M YCJIOBHUSX UX IOCTABKH, O MOPsAKE 0(OPMIICHHUS M CPOKE JACHCTBUS JOTOBOPA KYTUTH-TIPOIAKH
C YCJIOBHEM JOCTaBKH, O TPOBOJMMBIX AaKIUAX U CKUAKAX Ha MpOJaBaeMble JIEKapCTBEHHbIE
IIpenaparsl;
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J'I) CBCACHUA O HOPMATHUBHBIX IIPABOBLIX d4KTaX, PCTIIAMCHTHPYIOIIUX BO3MOKHOCTH BO3BpaTa
MOKYIIATCJIEM JICKAPCTBCHHBIX MPCIIAPATOB HCHAJIC)KAIICTO KaY€CTBA,

M) CBeACHUS 00 YIOJIHOMOYEHHBIX (enepanbHbIX OpraHax HCIOJHUTEIBHONH  BIACTH,
OCYIIECTBISIIOMIUX ~ KOHTPOJb 34 OCYIIECTBICHHEM PO3HUYHOW TOPIOBIU  JIEKAPCTBEHHBIMHU
npenaparaMu TUCTAHIIMOHHBIM CITIOCOOOM (HaMMEHOBaHUE, MOYTOBBIA ajapec, TenedoH, ¢akc, ampec
AJIEKTPOHHON TOYTHI);

H) 00s13aTeNnbpCTBA MMOKYIIATECJIA;

0) CBCACHUA O TOM, UYTO PO3HHUYHASA TOPTOBJIA JICKAPCTBCHHBLIMH IpCliapaTaMu AUCTAHIIUMOHHBIM
CII0co0o0M OCYHICCTBIIACTCA B paMKaXx SKCIICPpUMCHTA.

25. Ha caiite Brmagenbiia arperaropa B cetn "HHtepHer" m (Mim) MOOMIBHOM MPHIIOKEHHU
pa3Meniaercs MHpopMalus, ykazaHHas B IyHKTe 24 Hactosiiero I[lonoxeHusi, B COOTBETCTBUU C
TpeboBanusaMu 3akoHa Poccuiickoit denepanuu "O 3anuTe npaB noTpeouTeNne".

B cnyuae pa3menenus anTeqHol opranusaiuei Ha caiite B cetu "MHtepHeT" U (1K) MOOMIBHOM
MPUIOKEHUU BIAJIeNblla arperaropa MpeAJIOKEHUs O TMPOAAXKE JIEKApCTBEHHOrO Ipenapara, He
3apeructpupoBanHoro B Poccuiickoit ®epepannu, BiaAeNel] arperaropa MpH BBISBICHUU TaKOTO
MPEeAJIOKEHUST 00s13aH MPEKPATUTH Pa3MEIIEHUE TAaKOT0 MPEITIOKEHHS O TIPoJaxe (OrpaHUYUTh JAOCTYT
K HEMy IMOJb30BaTenel caita u (Win) MOOMIBHOTO TPUIIOKEHHS) W YBEIOMHUTH O (PaKTe TaKOTO
pasMenienust OenepaibHyIo CIyKO0y M0 HAA30py B cpepe 3apaBOOXpaHEHHUS.

26. Ilpuem 3aka30B OCYILECTBISETCS MOCPEICTBOM OOpallleHUs] MOKyNaTelass B anTEeYHYIo
OpraHu3aIMIo WIM K BIAJENbIly arperatopa npu nomomm cetu "HMHTepHeT" yepe3 callT (MOOMIBbHOE
MIPWIOKEHNE) alITEYHON OpraHU3alMK UJIU BJIaJENblia arperaropa.

[Ipm sToM mokymarteneMm oOecreuMBaeTCs IPENOCTaBICHHE YHUKAJIBHOIO HOMEpa pelLenTa Ha
JIEKApCTBEHHBIN ITpenapar.

27. AntedHas opraHu3amMs W BIaJeNel] arperaropa 00ecleuyrnBarOT KOH(PHUACHIIMAIHHOCTD
MEePCOHANBHBIX TAHHBIX MOKYMAaTeNsl U CBeeHUNH 00 0(OpMIICHHBIX €My pelenTax Ha JIeKapCTBEHHBIN
mpemnapaT B COOTBETCTBHHU C TPpeOOBaHHUSIMH 3aKOHOAATEeNhCTBA Poccuiickoit denepanuu.

28. Ilpu mpuemMe 3aKka3oB YIOJHOMOUYEHHBIH pabOTHHUK anTeyHOW OpraHU3aliy JHO0O0 Biajeiel
arperaTopa oOsI3aHBbI:

a) mpouH(POPMHUPOBATH TMOKYMATENs O TMOKA3aHUAX K MPUMEHEHUIO MPHOOPETAEMOTO UM
JIEKapCTBEHHOI'O Tperapara, O €ro PO3HUYHOW IEHE, O CPOKE TOJAHOCTH, 00 YCIOBHUSX OTIYCKa, O
MpaBUJIaX XPaHEHUS, O B3aUMOJICHCTBUU C IPYTHUMH JIEKaPCTBEHHBIMU TpenapaTaMu.

HNudopmupoBaHue mOKynareis JOMyCKaeTcs TIOCPEACTBOM HCIIONB30BaHMS caidTa B CETH
"UnTeprer" u (W) MOOWILHOTO TIPHIIOKEHUS allTeYHON OpraHW3alliu WM BJaJeiblla arperaropa B
HOpsIAKE, MpeycMOTpeHHOM nyHKTaMu 29 u 30 Hacrosimero Ilonoxenns;

0) 3aKJIIOUUTH C MOKYMAaTeJIeM B YCTaHOBJICHHOM MOPSIKE JOTOBOP KYIUIU-TIPOAAXKU C YCIOBUEM
JOCTaBKH, B KOTOPOM YKa3bIBalOTCSI CPOK (POPMHPOBAHUSA U CTOUMOCTh 3aKa3a, CTOUMOCTb YCIYIH IO
JOCTaBKE 3aKa3a, BO3MOXXKHOCTb €ro MOJYYEHHUS MO MECTy HaxXOXJEHHUs alTeYHOM OpraHM3aluu WU
JOCTaBKM TI0 MECTy >XHUTEIbCTBAa (TMpeObIBaHMA, (PAKTHUECKOTO HAXOXKICHHS) MOKyHaresis, WHOMY
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aZipecy, COIJIaCOBaHHOMY C TIOKyINaTeleMm, CHnocod M MeCTO OIUIaThl MPUOOpPEeTaeMoro UM
JIEKapCTBEHHOr0 Tpenapara. Po3HHWYHas 1leHa Ha JIEKapCTBEHHBIM Mpemnapar, yKa3aHHas B JIOTOBOpE
KyIUIH-Tipojakn (06€3 ydera CTOMMOCTH JIOCTaBKHU 3aKa3a), HE JOJDKHA IMPEBBIIIATh PO3HUYHYIO IICHY
JIEKapCTBEHHOTO MperapaTa B anTeYHOM OpraHu3aliuy;

B) COIVIacoOBaTh C MOKyMaTeaeM HEOOXOAUMOCTh MPEACTAaBICHUS TOKYMEHTOB, TOATBEPKIAOIINX
Ka4yecTBO JICKapCTBEHHBIX IIPENapaToB, IpU J0CTaBKE 3aKa3a;

) NpouH()OPMUPOBATh MOKYIHATENs O HEOOXOAMMOCTH HPEAbSIBUTH TOKYMEHT, yI0CTOBEPSIOIINI
JMYHOCTh, I HUIACHTU(UKAUHN JMYHOCTH 3TOTO MOKYNAaTelds W YCTAaHOBJIEHHS COOTBETCTBHUSI €rO
JUYHOCTM W JMIa, YKa3aHHONO B peLEenTe Ha JIEKapCTBEHHbIM IpemnapaT (€ro 3aKOHHOIO
MIpeICTaBUTENs), MO0 JIMLA, YIOJHOMOYEHHOI'O JIMIIOM, YKa3aHHbIM B peLEenTe Ha JIEKapCTBEHHBIN
npemnapar (ero 3aKOHHBIM MPEACTaBUTEIIEM ), Ha MOJTyUYEHHE JIEKapCTBEHHOI O IIpernapara.

29. IIpu mpueme 3aKa30B MOCPEACTBOM 0OpallleHUs MOKYyIaTelNs B allTEYHYI0 OPraHu3alllio WK K
BIQJIENbIly arperaropa mnpu nomomu cetu "HHTepHer" uepe3 calT (MOOWIBHOE MPUIOKEHHE)
nH(OPMUPOBAHKE MTOKYIATENs 0 TTOKa3aHUSAX K MPUMEHEHHUIO JIEKapCTBEHHOTO Mpernapara, 00 YCIOBHIX
OTIyCKa, O TIpaBWIaX XpaHEHUs JIEKAPCTBEHHOrO Ipernapara, O B3aUMOJICHCTBUU C JAPYTHUMHU
JICKApCTBECHHBIMU TIp€riapaTaMu OCYIICCTBIIACTCA IMOCPCACTBOM pPasMCUICHUSA B MPCAJIOKCHHUU O
MpoJIayke JIEKAPCTBEHHOTO TIpernapara TOJHOTO TEKCTa IOCICIHEH aKTyalbHOWM WHCTPYKIIUU TI0
MEUIIMHCKOMY IMPUMEHEHHUIO JIEKAPCTBEHHOI'O IpernapaTa, B TOM YHCIe MOCPEACTBOM Iepeapecalun
Ha caiiT B cet "UHTepHeT", comepxaluii JaHHbIE TOCYIaPCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPENICTB
JUIST MEAWIIMHCKOTO TPUMEHEHUs, THO0 rpaduueckoro M300pakeHus WHCTPYKIIUU M0 METUIIUHCKOMY
MIPUMEHEHHUIO (JIMCTOK-BKJIAJIBII) JIEKapCTBEHHOTO MIpenapara.

AnTeuHas opraHm3anus o0s3aHa 00ecmeunTh pa3MelleHHe yKazaHHOW wuHdopMamuu B
MIPEAVIOKEHUH O MPOAAKE JIEKAPCTBEHHOTO MperapaTa Ha caite B cetu "MuTtepHeT" u (Mi11) MOOHMIEHOM
MPWJIOKEHHUH, B TOM YHUCIE MPUHAAJISKAIIUX BIAJEINbIly arperatopa, eciii MHOE He MPeryCMOTPEHO
JIOTOBOPOM MEX/1y anTeuyHOW OpraHu3alueil 1 BIaJenblieM arperaropa.

30. Ilpu mpueme 3aka30B MOCPEACTBOM OOpalleHUsl MOKymaTes K BIAJENbIly arperaropa mnpu
nomomu cetu "WHTepHer" uepe3 cailt u (uiau) MOOMJIBHOE NPWIOKEHUE BIAJeNblla arperaropa
BJIAJIeNIel] arperaTopa o0s3aH pa3MecTuTh Ha caiite B cetn "UHtepHer" u (Wim) MOOMIBHOM
MIPUJIOKEHUHN CBEJICHHS O CIIPABOYHOM CITY»KO€ anTeYHOW OpTraHU3aIlii, Pa3MEIAoNIeH MPETIOKEHUS O
MpOoJaXke JIEKApCTBEHHBIX IpernaparoB (WiM 00 HMHOM CTPYKTYPHOM THOJpa3fesieHud anTedyHon
OpraHM3aIllH, OCYIIECTBIISIFOIIEM OTIYCK JICKApPCTBEHHBIX MPEmapaToB), ¢ yKazaHueM TenedoHa, aapeca
ANEKTPOHHON MOYTHI, (haMUIIMK, UMEHH, OT4ecTBa (TP HATUYHMU) OTBETCTBEHHOTO 32 MPHUEM 3aKa30B
pabOTHHKA aNTeYHOH OpraHU3alyy.

31. AnTeuHas opraHu3anus MpU IMpHEME 3aKa30B 00s3aHa MPOBEPUTh HAJIMUYME pelenTta Ha
MproOpeTaeMblii JIEKAPCTBEHHBIA Mpenapar M CpPOK €ro AEWCTBHUS TOCPEACTBOM OOpalieHus K
roCyJapCTBEHHON MH(OpPMAIMOHHOM cucTeMe B cdepe 3ApaBoOXpaHeHus cyobekra Poccuiickoit
®denepanuu 1 (UIM) MEIUIUHCKON MH)OPMAITMOHHON cCTEMe MEAMLIMHCKOW OpraHu3aIim.

[Ipn mpuemMe 3aKa3oB MOCPEACTBOM OOpaIleHUS MOKYMaTeds K BIAJENbIy arperaropa mpu
nomomu cetu "WHTepHer" uepe3 cailt u (uiau) MOOMJIBHOE NPWIOKEHUE BIAJeNblla arperaropa
BIIQJIeNIel] arperaropa o0s3aH 00ecleYuTbh B3aUMOJACWCTBHE C aNTEYHOW OpraHu3alued ¢ LEeblo
MIPOBEPKU HAIMYUS peLiernTa Ha MPHoOpeTaeMblii IeKapCTBEHHBIH Mpenapar.

[Ipu ycnemHol wuaeHTU(UKAIMM peUenTa Ha MPUOOpETaeMblil JIeKapCTBEHHBIM Ipemnapar
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anTe4yHas OpraHu3alus WM BIafesiel] arperaropa HMHOOPMUPYIOT IOKyNaTeas O MPOXO0XKICHUH
NPOBEPKH HAJIWYMS pELenTa Ha MpHOoOpeTaeMblil JIGKAPCTBEHHBIH MpemnapaT, a Takke O IOpsIKe
noJyyeHus c(opMUpOBaHHOTO Koaa (HOMepa) 3aKas3a, KOTOPBIA JOJDKEH OBITh NpPEAbSBICH INPU
MOJIyYCHHUH 3aKa3a MOKYIaTeIIeM.

B cnyuyae BbISBICHHMS OTCYTCTBUS WM HEAEWCTBUTEIBHOCTH pELENTa Ha MpuodOpeTaemblit
JIEKapCTBEHHBIN Mpernapar 3aka3 He MOJICKHUT JalbHeHeMy 0(pOpPMIICHHUIO.

32. JloroBop KyIUIM-TIPOJAXH CUYUTAETCA 3aKIIOUYEHHBIM C MOMEHTAa BBIJAYM aNTE4YHON
OpraHM3allfel, BIaJeNblleM arperaropa MOKyHaTello KacCOBOTO WJIM TOBAapHOTO 4YeKa JIMOO HMHOTO
JOKYMEHTA, MOATBEPKAAIOIIET0 OIUIaTy TOBAapa, WJIM C MOMEHTA IOJy4YEHHUsl alTeYHON OpraHu3aluen,
BJIQJICNIBIIEM arperaTopa MoITBEPKACHUS TOKyaTeJIeM CBOETO HaMepeHUs PUOOPECTH JIEKapCTBEHHBIE
MpenapaThl.

[Tpu omutate jekapCcTBEHHOTO Mpernapara MokymnarejaeM B Oe3HaTu4HON dopMe (3a UCKITIOUEHHEM
OILIATHI C UCTIOJIB30BAaHUEM OAHKOBCKOW KapThl) MPOAaBell] 00s13aH MOATBEPAUTH Miepeady 3aKkas3a MmyTeM
COCTaBIICHUS HAKJIATHOW MJIM aKTa CAa4YU-TIPUEMKH 3aKa3a.

33. CdopmupoBaHHBIA 3aKa3 YMAaKOBBIBAETCS B TePMETHYHYIO TPAHCIOPTHYIO YIIaKOBKY,
00ECTICeYNBAOIIYO 3aIIUTY JIEKAPCTBEHHBIX IMPETAapaToOB OT BHEIIHETO BO3JCHCTBHS B 3aBUCUMOCTH OT
YCIIOBHI XpaHEHWS, YKAa3aHHBIX B HWHCTPYKIHUSAX TI0 MEIWIIMHCKOMY IPHMEHEHHIO JIEKaPCTBEHHBIX
IpenaparoB, ¥ BO3MOXHOCTB ITOATBEP)KICHUS (PAKTa BCKPBITHSL.

B cnyuae ecnu nexkapcTBeHHbIE Ipenaparbl TPeOYIOT pa3iIMuyHBIX YCIOBUH XpaHEHUS U (WIH)
JIOCTaBKH, 3aKa3 yIIaKOBBIBAETCS B HECKOJIBKO T€pPMETHYHBIX TPAHCIIOPTHBIX YITAKOBOK.

JlexapcTBeHHbIE TIpenaparbl, OTIIyCKaeéMble II0 pELEenTy Ha JIEKapCTBEHHbIM Ipernapar,
YIAKOBBIBAE€TCA OTHEJIBHO OT JIEKAPCTBEHHBIX IIperapaToB, OTIyCKaeMblX ©Oe€3 pelenra Ha
JIEKapCTBEHHBIN IIpenapaT, C YyKa3aHHEM CBEJIECHUN Ha YMAaKOBKE COOTBETCTBYIOIIMX 3aKa30B O
COJIEpKAHUU TAKHUX JIEKAPCTBEHHBIX MIPENapaToB.

Ha 3aka3 odopmiisieTcss OnuCh BIOKEHHsI ¢ YKa3aHHEM HOMepa 3aKasa, 1aThl U BPEMEHU COOpKH,
KOTOpass TOJMMCHIBACTCS YHOJTHOMOYEHHBIM pPAa0OTHUKOM aNTE4YHOM oOpraHu3amuu. 3aka3 cC
NPUJIOKEHUEM OIHMCH BIOXKEHHS pPa3MEIIAeTCsl B CIEIHUANbHO BBIACICHHOM U 0003HAYCHHOM
MOMEIEHUU (MEeCTe) C y4eToM TpeOOBaHUM K TeMIepaTypHOMY PEXHMY XpaHEHMs JIEKapCTBEHHBIX
IIPETapaToB.

34. JlocTtaBka 3aka3a B COOTBETCTBUHM C YCJIOBHUSIMU 3aKIIOYEHHOIO C IOKYIATeJIeM J0roBopa
KYTUTH-TIPOJQXKH OCYIIECTBISAETCS PAOOTHUKOM amnTe4YHON OpraHu3aluyd WIM WHBIMH JUIAMH Ha
OCHOBaHUU JIOTOBOPA, B KOTOPOM YKAa3bIBAOTCS OOS3aHHOCTH KaKIOW M3 CTOPOH OTOBOPA, MOPSIOK
JICUCTBUM U OTBETCTBEHHOCTh CTOPOH JIOIOBOPA.

[Ipu pocTaBke 3aKa30B MHCIOJIB3YIOTCS TPU  HEOOXOIMMOCTH TPAHCHOPTHBIE CPENCTBA,
o0ecnieunBamoIie  MOJJEpKaHHE  HEOOXOIMMOrO  TEMIIEPaTypHOrO  peXuma, WM  HHOE
COOTBETCTBYIOILIEE 00OpyIOBaHHE, oOOecleyuBaroliee MoAAep)KaHue TpeOyeMbIX TeMIepaTypHBIX
PEKMMOB XpaHEHUS JIEKAPCTBEHHBIX MPENapaToB.

AnreyHnas opraHuszanys, 3aKJIIOUYUBIIAg JOTOBOP C MHBIMHU JIMIAMH HA OCYIICCTBJIICHUC NOCTABKU
3aKa3a, HCCCT OTBCTCTBCHHOCTL IMECPCH IOKYIIATCICM B CJlIy4a€c HAPYUICHHUA YKa3aHHbIMU JIMIAMU
YCHOBPIﬁ XpaHCHUA JICKAPCTBCHHBIX IIPCIApaToB IMpHU OCYIICCTBICHHMU OJOCTABKM 3aKasa, IIOpYHu
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JICKApCTBCHHBIX MPCIIAPaATOB.

ArnTe4Hble OpraHM3alliy U JIUIa, OCYLIECTBIIAIOIINE JOCTaBKYy 3aKa3a, HECYT OTBETCTBEHHOCTD 3a
pean3anmo ¢banbcupUIMPOBAHHBIX, KOHTpa(aKTHBIX, HEJ00POKaYECTBEHHBIX 51 HE
3aperucTpupoBaHHbIX B Poccuiickoi denepanny JeKapCTBEHHBIX CPEJICTB.

35. AnTedHasi OpraHu3anusl BEAET PETUCTPALMIO OCYIIECTBICHHBIX 3aKa30B M HX JOCTaBOK C
yKa3aHUEM JaThl, BPEMEHH, HOMEpa U CTaTyca 3aKa3a, HAMMEHOBAHUI JIEKAPCTBEHHBIX MPEMAPATOB U UX
MPOU3BOUTENEH, JIeKapcTBEeHHBIX (opm, ¢GopM BhIMycKa, MHPOpMAMU O BPEMEHH, JaTe M ajpece
JIOCTaBKHM 3aKa3a MOKYMaTelllo, a TakKe BHOCUT HMH(OpMAIHIO 00 OMIAYeHHBIX (OTMYIIEHHBIX) WU
MOJIYUCHHBIX IIOKYIIATCJICM JICKAPCTBCHHLIX IpCliaparaXx B CHUCTCMY MOHHUTOPHHIAa JIBUKCHUA
JIEKapCTBEHHBIX MPENapaToB JIJs MEIULMHCKOIO IPUMEHEHHUS U TOCYJJapCTBEHHYIO0 MH(OPMALMOHHYIO
cucteMy B cdepe 3apaBooxpaneHus cyorekra Poccuiickoit deneparun.

ArnreyHasi opranuzanusi oOs3aHa mepefaTrb B roCyAapCTBEHHYI0 MH(GOPMALMOHHYIO CHCTEMY B
chepe 3apaBooxpaHeHus cyobekTa Poccuiickoit Denepanuu, B KOTOpOH ObLT OGOpMIIEH pelenT Ha
JIEKapCTBEHHBIN Tpernapar, cBeeHusI 0 chOopMUPOBAHHOM 3aKase, MECTe ero (GOopMUPOBaHUs, CIIOCOOE
TMMOJIYUCHHU A MMOKYIIATCIJIEM JICKAPCTBCHHLIX MPCIIapaTOB, BKIIOYCHHBIX B 3dKa3, M0 KAXKXIOMY U3 PCUCIITOB
MOKymartens (JocTaBKa IO ajipecy, COIIaCOBAaHHOMY C IOKyHaTejleM, WM IOJIy4eHHWE B anTedHOU
OpraHU3aINH).

36. [loctaBieHHBI 3aKa3 IeperaeTrcs IMOKYINATeNl0 MO MECTy €ro >KUTeNbCTBa (IpeObIBaHus,
(aKTHUECKOro HaX0XIEHHs) WIM HHOMY YKa3aHHOMY UM aJpecy, IpU OTCYTCTBUU MOKyHaTessl - HHOMY
muLy (3aKOHHOMY TIPEJCTABUTENIO, YIOJIHOMOUYEHHOMY JIMIY), NPEIbSIBUBLIEMY OpPUIMHAIBl WIH
Konuu (B TOM YHCJIE B AJIEKTPOHHOM BMJI€) KBUTAHLUU WM MHOIO JIOKYMEHTA, IMOATBEPIKIAOLIErO
3aKITI0YCHUE IOTOBOPA KYIUIU-TIPOJIAXKH, OTUIATY 3aKa3a WiIH OPOPMIICHHE eTO JOCTaBKH.

37. OTmyck JIEKapCTBEHHBIX IMPENApPaTOB, IOCTABISAEMBIX IMOKYMATEN0, OCYIIECTBISETCS B
COOTBETCTBUM C IPAaBHJIAMU OTIIyCKa JIEKAapPCTBEHHBIX NPENapaToB MJI1 MEIULMHCKOTO MPUMEHEHUs, B
TOM YHCIE€ HMMYHOOMOJOIMYECKMX JIEKAPCTBEHHBIX IIPENapaTtoB, aNTeYHbIMH OpraHU3alUsiIMH,
WHAUBUIYAIbHBIMU  MPEINPUHUMATEISIMA, HUMEIOIIUMHM  JUIEH3HI0 Ha  (hapMaleBTHUECKYIO
NeSATEIbHOCTD, YTBEPAKACHHBIMU MUHUCTEPCTBOM 3/1paBooxpaHeHus Poccuniickoit denepanuu.

38. Ilpu mosydyeHHMH 3aKa3a MOKYMAaTeldb IPOBEPSIET LEIOCTHOCTh TPAHCIOPTHOM YIAKOBKH,
CaMOCTOSITENIbHO BCKPBIBA€T TPAHCHOPTHYIO YIMAKOBKY, CBEpSET COJEPKUMOE 3aKa3a C OIHCHIO
BJIO’KEHUS, TPOBEpPSAET OTCYTCTBUE TOBPEXKACHUNW BTOPUYHOM (IOTPEOUTENHCKON) U TMEPBUYHON
YIaKOBOK JIEKQPCTBEHHOTO TpemapaTa, HaIjeKalluii BUJ JEKapCTBEHHOTo IpemapaTta (mpu
BO3MOXXHOCTH), CPOK TOJHOCTH IEPEJAaBa€MOro JEKapCTBEHHOI'O Ipemnapara, paclHChIBAeTCs, B TOM
qHuciae ¢ MPUMEHEHHEM HWH(POPMALNOHHO-TEIEKOMMYHUKAIIMOHHBIX TEXHOJIOTUH, B JIOKYMEHTE O
MOJIy4E€HUH JIEKAPCTBEHHOTO Ipenapara no (gopme, yreepxkaaeMoil MUHUCTEPCTBOM 3/1paBOOXPAaHEHUS
Poccuiickoit denepannu, B HOJYyUYEHUH 3aKa3a U B MOJITBEPKIECHUN OTCYTCTBHS MIPETEH3UM K anTeqHON
OpraHM3alllH, JHILY, OCYIIECTBUBIIEMY JOCTABKY 3aKa3a.

39. Jlumo, ocymiecTBIsIONIee AOCTaBKY 3aka3a, 1O MOMEHTa Iiepeadyd 3akaza o0s3aHo
nmoTpeboBaTh y TpaxkJaHWHA, MOJYYAIOIIEro JIGKAPCTBEHHBIM TIpernapar, NpeabsSBUTh JOKYMEHT,
YIOCTOBEPSIONIUIN €r0 JIMYHOCTD, IS MISHTU(PUKAIMN JTHYHOCTH STOTO TPaKJaHUHA M YCTAHOBIICHUS
COOTBETCTBHUSl €r0 JIMYHOCTH W JIUIA, YKAa3aHHOTO B peELENTe Ha TaKOW JIEKapCTBEHHBIN Ipemnapar
(3aKOHHOTO TIPEJCTABUTENS, YIIOJTHOMOUYEHHOTO JIUIA). B cilyuae BBISIBICHUS HECOBMAICHHS JIMYHOCTH
rpakJaHuHa, TOJIY4YalolIero 3aka3, W JIMIla, YKa3aHHOTO B pEIENTe Ha JIEKAPCTBEHHBIA Ipernapar
(3aKOHHOTO TpEACTAaBUTENS, YMOIHOMOYEHHOTO JIHIA), a Takke B Clydae OTKaza TIpaKIaHHUHA,
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( T 04.04.2024) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 o [ata coxpaHenus: 16.11.2024
06 yTBepxaeHun MonoxeHns o nopsake NpoeeaeHns 3...

MOJIy4Yaromero 3aKas, MNpEaABABUTD JAOKYMCHT, yI[OCTOBGpHIOH_[I/Iﬁ €ro JINYHOCTD, JIMIIO,
OCYHICCTBJIAOIICC TOCTABKY 3aKa3a, 00s13aHO BCPHYTH TaKoi 3aKa3 B AIlITCYHYIO OpraHnu3aluio.

[To TpeGoBaHMIO TOKYyMATeNsl JHMIO, OCYIICCTBIAIONICE JIOCTAaBKYy 3aKasza, JAEMOHCTPHPYET
COOTBETCTBHE TEMIICPATypHOTO PEXKUMa, TPU KOTOPOM XPAHWIICS JICKAPCTBEHHBIM Ipenapar Mpu
JOCTaBKe, YCJIOBHSM XPaHCHHS JICKAPCTBEHHOTO TMpernapara, yKa3aHHBIM Ha €ro BTOPUIHOU
(mOTpeOUTENBCKOI) YITaKOBKE.

[Tocne mepemaum 3akaza JAOKYMEHT O IMOJYYEHHUU JIEKAPCTBEHHOTO TMpemapaTa, yKa3aHHBIA B
nynkre 38  Hactosimero  [lonmokeHus, mnepenaercd, B TOM 4YHCI€ C [PUMEHEHHEM
WH(OPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHBIX TEXHOJIOTHA, JTUIIOM, OCYIIECTBUBIIUM JOCTaBKY 3aKa3a, B
anTeyHYyl0 OPraHM3allNIo, OCYLIECTBUBIIYIO OTITYCK JIEKapCTBEHHOT'O Mpernapara.

40. ITokynaTens BIpaBe OTKa3aThCAd OT JOCTAaBJICHHOTO JIEKAPCTBEHHOIO IMpernapara HaulexKallero
KaydecTBa J10 OILIAThI 3aKa3a. B 3ToM cirydae oriaunBaeTcsi TOJIBKO yCiIyra o JOCTABKE.

AnreyHas opraHu3anusa OCYHCCTBIISCT IIPUCM BO3BPALICHHBIX HCOIUIAYCHHBIX 3aKa30B OT JIHIL,
OCYHICCTBJIAOIINX NOCTABKY 3aKa3a.

41. B cmydae /[0OCTaBKM 3aKa3a HEHAJUICKAIEro KadecTBa (HEHAJJIeXallee KadecTBO
JIEKapCTBCHHOT'O TIperapara, JOCTABICHHBIA 3aka3 HE COOTBETCTBYET COCTAaBY 3akKas3a) IOKYIIATENb
BIIpaBE BEPHYThH €T0 JIMILy, OCYIICCTBIISAIONIEMY JOCTaBKy, 0€3 OIUIaThl 3aka3a W (W) yCIyTH IO €ro
JocTaBKe U (WIK) MOTpeOOBaTh HAJIICIKAIIETO HCITOJTHEHHUS 3aKa3a.

42. B ciy4ae ecnu JOCTaBKa 3aKa3a IPOU3BEJIEHA B YCTAHOBJIEHHBIE JOIOBOPOM KYIUIM-IIPOAAKU
CpPOKHM, HO 3aKa3 He ObLI IepeiaH IOKYyNaTello M0 €ro BHMHE, MOocJienyromas IoCTaBKa 3aKas3a
IIPOU3BOJUTCS B HOBBIE CPOKH, COIJIACOBAHHBIE C IIOKYIIATEIEM, HA YCIOBHUAX, IPELYCMOTPEHHBIX
JOTOBOPOM KYILIU-TIPOJAXKH.

43. 3a HapylleHHWE CPOKOB Iepeayd 3aKa30B IMOKYIATENI0 AamnTeYHble OpraHu3alid HECYT
OTBETCTBEHHOCTb B COOTBETCTBUHU C TPAXKIAHCKUM 3aKOHOAaTeabCcTBOM Poccuiickoii @eneparuu.
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