IHHOCTAHOBJIEHUE

IIpaBureancTBo Poccuiickoit @enxepanun

ot 16 mast 2020 r. Ne 647

O0 yrBepxnenun IlpaBuii Bbl1aun pa3pelieHUs Ha OCylIeCTBJIeHHEe PO3HUYHONH TOPTrOBJIH
JIeKapCTBEeHHBIMU NpenapaTamMu s MeIUIMHCKOT0 MPUMEeHEeHH s TUCTAHIHOHHBIM
€Ioco0oM, OCylIeCTBJICHUS] TAKOH TOPIrOBJIM M JOCTABKH YKA3aHHBIX J1eKAPCTBEHHbIX
NpenaparoB rpa:kIaHaM U BHeECEHUH M3MeHeHHii B HeKoTopble akThl [IpaBuTenbcTBa
Poccuiickoii @egepanuy mo BONPOCY PO3HUYHON TOProOBJIM JIEKAPCTBEHHBIMH NpenapaTaMmu
AJIS1 METUIIUHCKOT0 IPUMEHEeHHs JUCTAHIHOHHBIM CIIOCO00M

MOCKBA

(c usmenenusimu u donoanenusmu om: 11 urons 2020 2. N 1036, 31 mas 2021 2. N 827,
18 gespana 2023 2. N 272, 4 anpens 2024 2. N 429)

B coorBerctBuM ¢ uwacthto 1.1 crarem 55 ®DepepanpHoro 3akoHa "OO oOpaimeHun
nekapcTBeHHbIX cpencTB" IIpaBurenscTBo Poccuiickoit @denepanuu nocTaHOBIISET:

1. YTBepauTh npuiiaraeMele:

IIpaBuna BbIAYM pa3pelICHUsI HA OCYUIECTBICHUE PO3HUYHOW TOPIOBIIM JIEKAPCTBEHHBIMU
npenapaTamMu JAJs MEAUIIMHCKOTO MPUMEHEHHS JUCTAHIIMOHHBIM CIIOCOOOM, OCYIIECTBICHUS TaKOM
TOPTOBJIM M JOCTABKHM YKa3aHHBIX JICKAPCTBEHHBIX MPENApATOB I'PaKIaHAM;

W3MEHEHUS, KOTOpble BHOcATCS B akThl lIpaBurensctBa Poccuiickot depepanuu 1o
BOIPOCY PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMy I MEOULIHUHCKOTO MPUMEHEHUS
JUCTAHIIMOHHBIM CIIOCOOOM.

2. MunucrepcTBy 3apaBooxpaHeHus Poccuiickoit @enepanuu OpraHu3oBaTb B TEUEHHE 6
MECSIIEB CO JHSA BCTYIUIEHHS HACTOSIIETO0 MOCTAHOBJIEHUS B CUJY MOHUTOPHHI NPHUMEHEHHS
IIpaBui, yTBEpKIECHHBIX HACTOAIIMM IIOCTAHOBJIEHHUEM, M MpeacraButb B [IpaBurenscTBo
Poccuiickoit @eaepanum 1o MCTEUEHUHN YKAa3aHHOTO CPOKa JIOKJIAJ] O €ro pe3ysibTaTax.

3. Hacrositiee mocTaHOBIEHUE BCTYIMAET B CHITY CO JIHS €r0 O(QHUIIHATIBHOTO OMyOIHKOBAHUS.

Hcnonustonuit 0053aHHOCTH A. benoycos
[Ipencenarens [IpaBurenbcTBa
Poccutickoit denepanun
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YTBEPX/IEHBI
noctaHosneHueM IlpaBurenscTBa
Poccuiickoit ®enepanuu

ot 16 mast 2020 . N 697

IMpaBuia
BbI/Ia4¥ pa3pelieHusi HA OCylleCTBJIeHHe PO3HUYHOI TOPTrOBJIN JIEKAPCTBEHHBIMH
npenapaTamMu Uit MeAUINHCKOT0 IPUMEHEHUs TMCTAHIMOHHBIM CII0C000M, 0CYLIeCTBIEHHSA
TAKOIl TOProOBJIM U JOCTABKHU YKA3aHHBIX JIEKAPCTBEHHBIX MPENapaToB IPaxkIaHaM

(C usmenenusamu u oonoanenusimu om: 31 mas 2021 2. N 827, 18 gpespans 2023 2. N 2720)

1. Hacrosmue IlpaBuiia ycTaHaBIMBAIOT MOPSIOK BbIJAUN Pa3pelIeHMs] HA OCYLECTBICHUE
PO3HUYHON TOPrOBIM JICKAPCTBEHHBIMH IpernaparaMd A  MEIULMHCKOIO IPHUMEHEHHUs
JUCTAaHIIMOHHBIM ~ CIIOCOOOM, TpeOOBaHUS K alTE€YHbIM OpraHu3alusM, KOTOPbIE MOTYT
OCYILECTBIIATh TAKYIO TOPIOBIIO, MOPAAOK OCYIIECTBIECHUS TAKOW TOPrOBIIM, a TAKXKE JIOCTABKH
YKa3aHHBIX JIEKaPCTBEHHBIX MIPENAapaTOB rPaKaaHaM.

2. JIUCTaHLIMOHHBIM  CIIOCOOOM  MOXET  OCYIIECTBIATHCA  PO3HUYHAs  TOProOBIIA
JIEKapCTBEHHBIMHU IpenaparamMu JJii MEAUIMHCKOrO IPUMEHEHMs (fajee - JIEKapCTBEHHbIE
npenaparsl), 3a HMCKJIIOYEHMEM JIEKapCTBEHHBIX IIPENaparoB, OTIIYCKAaeMbIX I10 peLenTy Ha
JIEKapCTBEHHBIN Mpernapar, HapKOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB U ICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB, a TaKKe CHUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IPENapaToB C
00BEMHOM J10J1eH TUIIOBOTO CIIUPTA CBBIIIE 25 MPOLIEHTOB.

3. OcymiecTBiieHUE PO3HUYHON TOProBIIM JIEKAPCTBEHHBIMU IIpenapaTaMy AUCTaHLIMOHHBIM
crocoOoOM BKJIOYaeT B cebs mpueM, (GopMHpoBaHHE, XpaHEHHME U [JOCTaBKY 3aKa30B Ha
JIEKapCTBEHHBIE MPENapaThl, a TAKXKe OTIYCK JIEKAPCTBEHHBIX MPENapaToB.

4. Pacderl INpu oOIulaTe€ JIEKapCTBEHHBIX MPEMApaTOB M YCIYr IO HUX JOCTaBKe
OCYIIECTBIISIIOTCS IO BBIOOPY TMOKYyIarTeiass B HAJIMYHOW WM O€3HAIUYHOU QopMe MyTeM
IIPEIOTIATHI 3aKa3a WM €ro OILIaThl B MECTE MOJIYYEHHUs 3aKa3a.

5. Po3HuuHasg TOProBis JIEKAPCTBEHHBIMU MpenapaTaMM JUCTAHIIMOHHBIM CIOCOOOM
OCYIIECTBIISICTCSI  aNTEYHBIMH  OpraHu3alUsIMM (32 HUCKJIIOYEHHMEM  MHIUBHUIYaJbHBIX
npealpuHUMaTeseil), HMMEIIIMMU  JIMLIEH3MI0 Ha  OCYLIECTBIEHHE  (hapMalleBTUYECKON
JeSITEIBHOCTH C YKa3aHHWEM BBINOJIHSAEMON paboThl (0Ka3bIBa€MOM yCIyry) MO POSHUYHOM TOProBiie
JIeKapCTBEHHBIMM TpenapaTaMy U BIIAACIONIMMH TaKOH JIMIIEH3MEH He MeHee OJHOro roja (nanee -
anTeyHas opraHu3alus), Npyu HaJIUunu:

a) yrpatui cuity ¢ 1 centsiops 2021 r. - Ilocranonenue IIpaBurensctBa Poccuu ot 31 mas
2021 r. N 827

6) 00OpyHOBaHHBIX IOMEUICHUN (MEeCT) AJs XpaHEHUs C(HOPMUPOBAHHBIX 3aKa30B B
cootBercTBUU c [lpaBmiamMu Haanexamedl NpPakTUKH XpaHEHUS M IEPEeBO3KU JIEKApCTBEHHBIX
[IpenapaToB JUIsi MEIULUHCKOIO NIPUMEHEHUs, YTBEP)KIECHHBIMM IpUKa3oM MuHucTepcTBa
3napaBooxpanenus Poccuiickor denepannu;

B) caiiTa B HMH(OpPMAIIMOHHO-TEIEKOMMYHUKAIMOHHON cetn "VHTepHer" (nanee - ceThb
"MHTepHeT") MM IpeayCMOTPEHHOro MyHKTOM 5 | HacTosmmx IIpaBun 1orosopa ¢ HOpUANYECKHM
JIUIIOM, SIBJISIFOIIMMCS BIIQJIENIbIIEM arperatopa MH(GOpMaluu o ToBapax (yciyrax) B COOTBETCTBUU
¢ 3akoHoMm Poccuiickoii ®epeparuu "O 3amurTe mTpaB mnoTpeduTenel" (mamee - Biagenelr
arperatopa). Jlormyckaercst HaTnuue MOOMIIBHOTO MTPUIIOKEHNS,

I) COOCTBEHHOM KypbepckoW ciyxObl, HMeromeld obopynoBaHue, oOecreuuBaroliee
HNoJep)KaHuEe HEOoOXOAMMOro TEMIIEpaTypHOro peXuma Uil JOCTaBKH  TEPMOJIAOMIIBHBIX
JIEKapCTBEHHBIX IPENaparoB, WM JOTOBOpa C MHBIMHU JIMIIAMHU, OCYIIECTBISIOIIMMHU IOCTaBKY C
UCIIOJIb30BAHUEM TAaKOT0 000PYyI0BAHHUS;

J1) DJIEKTPOHHOW CHCTEMBl IUIaTeXe W (WiIM) MOOMJIBHBIX IUIATEKHBIX TEPMHHAJIOB,
NPEJHA3HAYCHHBIX JJI TPOBEJIEHMsI JJEKTPOHHBIX IUIATEKeH, B TOM 4YHCIE C IOMOUIBIO
0OAaHKOBCKHX KapT, HEMIOCPEJCTBEHHO B MECTE OKa3aHMsI YCIYTH.
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5!, Tlpu ocymlecTBIEHMHM pO3HHYHON TOPTOBJIM JIGKAPCTBEHHBIMH IperHapaTaMu
JTUCTAHIIMOHHBIM CIIOCOOOM amnTe4Has OpraHu3allvs BIIpaBe 3aKIIOYUTh C BIAJENbIIEM arperaropa
JIOrOBOP, MPEyCMATPUBAOILIHIA:

a) MPEeJIOCTaBJICHUE MOKYIMATEI0 BO3MOKHOCTH 03HAKOMUTHLCS C MPEAJIOKEHUEM alTeuyHOM
OpraHM3aly O 3aKIYEHMM JOroBOpa PO3HUYHOM KYIUIM-NPOJAXHU JIEKAPCTBEHHBIX INPENapaToB
Ha caiite B cetn "MHTepHeT" WiaM B MOOWJIBHOM NPWJIOXKEHWH, TPHHAIJICKAIINX BIAICIIbILY
arperaropa;

0) mpueM BIAJENbLIEM arperaTtopa 3akKasza [Js alnTeYHOW OpTaHM3alMh O 3aKIIOYCHHH
JIOTOBOpA PO3HUYHOW KYIUIM-TIPOJAXKH JIEKAPCTBEHHBIX IIPENapaTroB, a TaKXKe 3aKI0ueHUe
BIIAJIEJIBIIEM arperaTopa OT MMEHM M 3a CYeT alTeYHOM OpraHu3alud JI0rOBOpa PO3HUYHOM
KYIUIU-IIPOJa’KH JIEKAPCTBEHHBIX IIPENapaToB C MOKYHATENeM C BO3MOXHOCTBIO IIPEIBAPUTEIBHON
OILIaThI 3aKa3a.

52, Anrteunas opraHu3anus BIpaBe 3aKIIOUMTh YKa3aHHBI B myHkre 5! Hacrosmmx
[TpaBui1 JOrOBOP € HECKOJIIBKMMHU BIIAJIENbIIAMU arperaTropos.

Brajnenen arperatopa BIpaBe 3aKJIIOUUTh YKa3aHHBIA B MyHKTe 5' mHacrosmux IlpaBui
JIOTOBOP C HECKOJIBKUMU alTE€YHbIMHU OpraHU3alUsIMU.

6. Ytpatun cuny ¢ 2 mapra 2023 r. - Ilocranosnenue IlpaButensctBa Poccum ot 18
deBpans 2023 r. N 272

7. Bblmaua paspelieHus Ha OCYILIECTBICHHE PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMU
npenapaTamMi JUCTAaHIIMOHHBIM CIIOCOOOM (Hajiee - paspemieHue) ocymiecTBisieTcs DenepaabHOR
ciyx00i1 o Hag30py B chepe 3ApaBOOXpaHEHUs B MOPSIIKE, YCTAHOBICHHOM aIMUHUCTPATUBHBIM
pEerJaMeHToM, C HCIOJIb30BaHUEM (eepallbHON TOCYIapCTBEHHON HH(MOPMAIIMOHHON CHCTEMBI
"EnuHBIA 1OpTan rocyJapCTBEHHBIX M MYHHMLIMIAIBHBIX YCIyr (QyHkumii)" (najnee - eIMHBIN
rnopTain).

Jlns nomydeHus paspelieHus: anTeuHas OpraHMU3allsl HANpaBiseT 3asBJICHUE O MOTYYeHUU
paspelnieHus (Jlajee - 3asBJIEHHE) C MCIOJIb30BaHMEM JIMYHOIO KaOMHETa Ha €AMHOM IopTalie B
ABTOMATUYECKOM PEXHUME C IMPUIIOKEHUEM:

KONHIA JOKYMEHTOB (CBE/IEHMIl), MOATBEPKAAIONIUX HATMYKME 000PYA0BAaHHBIX OMEIIEHUH
(MecT) g XpaHeHHMs] C(OPMHUPOBAHHBIX 3aKa30B B COOTBETCTBUHM C IpaBWIaAMM HaJJexaiei
IIPAKTUKU XPAHEHUS U NEPEBO3KHU JIEKAPCTBEHHBIX IPENApaTOB I MEAULNUHCKOIO NPUMEHEHMUS,
YTBEpKJI€HHBIMH MHUHHCTEPCTBOM 3/1paBooxpaHeHus Poccuniickoit denepanuu;

KONUI JOKYMEHTOB (CBEAEHMI), MOATBEPXKIAIOLIUX HaAJIWYMEe COOCTBEHHOW KyphEepCKOM
cIykObl, HMewleH  obopynoBaHue, oOecrneyuBarollee MOJJAEpKaHHEe  HEO0O0XOAUMOTro
TEMIEPATYPHOTO pPEXKMMa JUIsl JOCTAaBKM TEPMOJIAOMJIBHBIX JIEKAPCTBEHHBIX IIPENapaToB, WU
JIOTOBOpa C HWHBIMM JIMLIAMH, OCYHIECTBIIIIOIIMMHU JIOCTaBKy C HCIOJIb30BAaHUEM TaKOIO
000pyI0BaHNS;

KON JIOKyMEHTOB (CBEICHUH), MOATBEP)KIAIOIINX HAJIWYME DSJICKTPOHHOM CHCTEMBI
wiarexeil u (WiM) MOOWIBHBIX IUIATEKHBIX TEPMHUHAJIOB, MPEAHA3HAUEHHBIX ISl MPOBEICHUS
AIIEKTPOHHBIX IJIaTeXel, B TOM YHUCIIE C TIOMOIIbI0 OAaHKOBCKHUX KapT, HETMOCPEACTBEHHO B MECTE
OKa3aHUs yCIyTH.

3asiBIIEHHE U TpUJIaraéMble K HEMY JOKYMEHTHI (CBEIEHMS), MOANNCAHHBIE U 3aBEPEHHBIC
YCHJIEHHOU KBaJIM(UIIMPOBAHHON JNEKTPOHHON MOJINCHIO 1100 YCUIIEHHOU
HEKBAJM(UIUPOBAHHON JJIEKTPOHHOM MOMAMUCHI0 (PU3NYECKOro JMIa, cepTudukar Kioda
OPOBEPKH  KOTOpPOM CO34aH M  HUCHOJb3yeTcss B  UHOPACTPyKType, obOecreunBaronei
MH(OPMALIMOHHO-TEXHOJIOTUYECKOE B3aUMOEHCTBIE MH(OPMALMOHHBIX CUCTEM, HCIOJIb3YEMbIX
JUI TIPEAOCTABICHHUS] TOCYJApCTBEHHBIX M MYHHULMIAIBHBIX YCIYr B JJIEKTPOHHOH ¢Qopme, B
yctaHoBieHHOM [IpaButensctBoM Poccuiickoit @enepanuu MOpAIKE TpU TOAA4e 3asABJICHUS
(U3NUECKUM JIMIOM, NPEACTABISIIOIIMM HHTEPEChl IOPHUAMYECKOro Jnna (IpU HAIWYUHM B
JNeKTpOHHOW  ¢opMe B  MAIIMHOYUTAEMOM  BHUJAE JOBEPEHHOCTEH, MOATBEPHKAAIOIINX
COOTBETCTBYIOILINE IIOJIHOMOYHS), IIPEJICTaBIISIFOTCS B HOPSIKE, YCTaHOBJIEHHOM
aIMUHUCTPATUBHBIM PETJIaMEHTOM, C UCIIOIb30BAHUEM €IMHOTO MOPTAJIA.

8. B 3asBieHnN yKa3bIBAIOTCS CIEAYIONINE CBEICHUS:

a) azipec IOPUAMYECKOro JHIa U aJpeca ero CTPYKTYPHBIX NOoJpa3iesieHui (Ipu HAIU4UU
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CTPYKTYPHBIX IIOJIpa3eiieHul);

0) agpec mecta (aapeca MECT) OCYIIECTBICHUS PO3HUYHOW TOPTOBIHU JIEKAPCTBEHHBIMU
IpernapaTamy;

B) anpec caiTta (ampeca caiitoB) B cernm "HMHTepHer" W wuHpOpMamus O MOOUIBHOM
OPWIOKEHUU (IIpYM HAIM4YMM), NPUHAUIEKAIIUX alTEeYHOM OpraHu3auuud MU (Win) BIAAEIbIly
arperaTtopa, B Cllydae 3aKJIOYEHUs AaNTeYHOM OpraHu3aluer J0roBopa, MpPeayCMOTPEHHOTO
nyHkToM 5 ! HacTosumx [TpaBui1, ¢ BIajie/blieM arperaTopa.

8!. Ilpu 3aKmOueHMH amnTeyHOH OpraHM3alMell, UMEIoNIell paspelleHue, ¢ BIAAeIbIEM
arperaTopa JoroBopa, IpeJyCMOTPEHHOro myHkToM 5 | HacTosmux IIpaBui, pacTOpKEHUH TaKOTo
JoroBopa JMOO W3MEHEHUU CBEICHMM, MPEeIyCMOTPEHHBIX MyHKTOM § Hacrosmux [Ipasui,
anTeyHas OpraHu3alus B TeYeHHe 3 pabouymx AHEH CO JHS 3aKII0YEHHUs JOTOBOPA, PACTOPIKEHUS
JI0TOBOpa JIN00 U3MEHEHHS YKa3aHHBIX CBEACHUI HAMpPaBIIAET C UCIOJIb30BAHUEM EAMHOTO MOpTaa
B ®DegepanpHyto cnyx0y 1o Haa3opy B cdepe 3apaBOOXpaHEHHS 3asBIEHHE O BHECEHHH
U3MEHEHUH B pEeCTp BBIJAHHBIX pa3pelleHui (Jajee - peecTp paspelleHuil) ¢ yKazaHUEM
COOTBETCTBYIOIIMX CBEICHUN U MPUIOKEHHEM KOIIHUHU JOTOBOpa (B CIIydae €ro 3aKJIIoueHus).

3asiBIIEHHE O BHECEHUM M3MEHEHUHN B PEECTp pa3pelleHui, puiaraeMble K HEMY CBEJICHUS
U KOmWs J0roBopa (B cliydyae €ro 3akiIIO4YeHHs), MOJANUCAaHHbIE U 3aBEPEHHbIC YCHIICHHOM
KBAJTM(UIUPOBAHHONW  AJIEKTPOHHOMW MOJMHMCHI0 JHOO YCHJICHHOHW HEKBaIH(DUIIUPOBAHHOM
AMIEKTPOHHOW TOJNUCHI0 (PU3UUECKOro JIMIa, cepTU(UKAT KIYa MPOBEPKU KOTOPOH CO31MaH U
UCTIONB3yeTcst B WMH(ppacTpykType, obecneuuBaiomeld HHPOPMALMOHHO-TEXHOIOTUIECKOE
B3auMOJieiicTBe  MH(GOPMAIMOHHBIX  CHCTEM,  HCHONB3YEeMBIX Ui  MPeJOCTaBICHUS
TOCYIapCTBEHHBIX M MYHUIUIAIBHBIX YCIYI B DJJEKTPOHHOH ¢opmMe, B YCTAaHOBICHHOM
[TpaBuTenscTBOM Poccuiickoit @enepannu mopsake Npu mojaade 3asBiCHUST (PU3NUECKUM JIUIOM,
MPEJICTABISIIOIIMM HHTEPEChl IOPUAMYECKOTro nula (Ipu HAIWYUM B OJEKTPOHHOU ¢dopme B
MalIMHOYMTAEMOM BHJE JOBEPEHHOCTEH, MOATBEP:KIAIOLIUX COOTBETCTBYIOUIME ITOJTHOMOYNS),
NPEJICTaBISIIOTCS B IOPSIAKE,  YCTAHOBIEHHOM  aJMMHHUCTPATHBHBIM  PETJIAMEHTOM, C
MCIIOJIb30BaHUEM €IMHOT0 TopTaa.

ITpu mocrymnenun B PenepanbHyro Clyx0y MO Haa3opy B cdepe 3ApaBOOXpaHEHUS
3asBJICHHUS O BHECEHUU M3MEHEHUuil B peecTp paspemieHuit denepanpHas ciyx0a 1Mo HaaA30py B
cdepe 3ApaBOOXpaHEHUS IPUHUMAET peIlIeHHE:

0 BHECEHUHU HM3MEHEHMH B PEECTp pa3pelieHUil B COOTBETCTBUU C MYHKTOM 9 HACTOALIUX
IIpaBui;

00 OTKa3ze BO BHECEHMM H3MEHEHUIl B peecTp pa3pelleHuil B ciydae BBISABICHUS
00CTOSITENBCTBA, YKa3aHHOTO B moAnyHkTe "0" myHkTa 29 Hactosmmux [lpaBui, u mpexpaieHun
JENCTBUS pa3peLICHMUS.

9. Pemenue o Bblaye paspemnieHusi, 00 OTKa3e B BbIJaue pa3pelieHus, O BHECEHUU
U3MEHEHUH B peecTp pa3pelieHui Win 00 OTKa3e BO BHECEHHMH M3MEHEHUH B PEeecTp pa3peleHHit
npuHuMaetcs deneparbHON CyK00¥ 0 Ha3OPy B cdepe 3ApaBOOXPaHEHUS B T€UEHHE 5 pabounx
JTHEeW co JHS TOJy4eHUs 3asBlICHHs JIMOO 3asBIEHHS O BHECEHHMH HM3MEHEHUH B peecTp
pa3pelieHui.

10. OcHOBaHuUsAMU AJI OTKa3a B BbI1a4€ pa3pelICHUs SBISIOTCA:

a) OTCYTCTBHUE B 3as1BJICHUU CBEACHUMN, yKa3aHHBIX B IyHKTe § HacTtosmux lIpasui;

0) mpeacTaBiIeHUE HEAOCTOBEPHBIX CBEICHHUIA;

B) HECOOTBETCTBHE AaNTEYHON OpraHu3aluu TpeOOBAaHUSAM, YKa3aHHBIM B IYHKTE 5
Hactoamux [IpaBu.

11. VBenomnenue o0 OTKa3e B BbIaue pas3pelIeHUs C YKa3aHWEM OCHOBAHMs OTKa3a
HAIpPAaBIISETCS alTeYHOW OpraHM3alMi C HCIOJIb30BAaHHUEM €IMHOTO IopTaja B JEHb NPUHSATHS
TaKOI'0 PELLEHUS.

12.  PeructpauMOHHBIA HOMEpP pa3pElICHUIO MPUCBAMBACTCS C  HCMIOJb30BAHHEM
denepanbHON  TOCyAapcTBeHHOM  MH(popManuoHHOW  cucteMbl  "®denepanbHbIi  peecTp
TOCYJaPCTBEHHBIX U MYHUITUTIATBHBIX yCIIyT (pyHKIHI)".

®denepanpHas ciayk0a mo Ham3opy B cdepe 3apaBoOXpaHeHHs (OPMHPYET U BEIET B
AJIEKTPOHHOM BHJIE PEECTP pa3peleHUI.
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Benenne peectpa  paspelIieHHN  OCYIIECTBISIETCS — CIIOCOOOM,  00eCIeYyMBarOIIUM
aBTomMatuyeckoe (OpMHUPOBAHHME BBIMHCOK M3 peecTpa pa3pelieHudl B JJIEKTPOHHOM (opme ¢
HaHeceHHeM Ha BhIMUcKU QR-KkoJa, ¢ MOMOIMIBIO KOTOPOTO 00ecneunBaeTcs Nepexoa Ha CTPaHHILY
B cetd "MHTEepHET", coleprKallieid CBEECHUS U3 peecTpa pa3pelieHU .

Brimmcka u3 peectpa pa3pelnieHuid, BlgaBaeMas Ha OyMaKHOM HOCHUTEIE, MOAMHUCHIBACTCS
YIIOJTHOMOYEHHBIM JODKHOCTHBIM JIMLIOM TEppUTOpUANbHOrO opraHa denepanbHON CiayxObl MO
HAJ30py B cdepe 3ApaBOOXPAHECHUS COOTBETCTBYIOIIETO cyObekTa Poccuiickoii Depeparuu, a
npenocrasiseMas B (opMe BJIEKTPOHHOTO JIOKYMEHTa, - YCHUJICHHOW KBaJU(UUIHMPOBAHHOMN
ANEKTPOHHOU MOJIHUCHIO.

Bremucka u3 peectpa paspemieHuil Ha OyMa)XHOM HOCHTENIE BBIIAETCS 3asiBUTEIIO
HETOCPEACTBEHHO B TeppUTOpHaibHOM opraHe dDexepanpHol CiyXObl M0 Hag30py B chepe
3IpaBOOXPAHEHUSI COOTBETCTByMOIIEro cyoOwekta Poccwiickoit ®enepanuu, a B ¢dopme
JJIEKTPOHHOTO JIOKYMEHTa TMPEIOCTaBIsETCSl C HCIOJb30BaHMEM €IMHOro mopTana. Brimaua
(mpenocTaBiIeHNE) BBIUCKHU U3 PEECTPa Pa3pelICHUI OCYIECTBIIsSIETCA 0€3 B3UMaHUSI [1J1aThl.

13. Ha caiite anteyHoi opranu3anuu B ceTd "MHTepHeT" M B MOOMJIBHOM IPHIIOKEHUU
(pu HAJIMYKMK) Pa3MEILAIOTCS:

a) noyHoe (UPMEHHOE HAUMEHOBAHHUE alTeYHON OpraHU3aIiH (HA PYCCKOM SI3BIKE);

0) OCHOBHOI roCcyJJapCTBEHHBIIN perucTpalioHHbI HoMep anTeuHoi opranuzauuu (OI'PH);

B) UACHTU(UKAITMOHHBIM HOMep HaytoromaTenbinuka (MMHH);

I) ajpeca anTeuyHON OpraHu3aluy U €€ CTPYKTYPHBIX [T0Apa3iesieHui (Ipy HAJIMYUN);

) HOMEp 3amuchl B peecTpe JUIEH3UH Ha OcyllecTBIeHHEe (apMaleBTHYECKOM
JESITEIbHOCTH;

e) rpaduueckoe n300pakeHne pa3penIeHIs anTeYHOW OpraHu3aIiy;

) peKUM pabOThI aITEUHOI OpraHu3alnu;

3) uHpoOpMalUs O CIIy)k0e 3aKa3a JIKapCTBEHHBIX MPENapaToB, CIPABOYHON CIIyxOe WU
WHOM CTPYKTYPHOM IOJPA3JIEICHUN allTeYHON OpraHU3ally, OCYIECTBIISIOIIEM IIPUEM 3aKa30B Ha
JIEKapCTBEHHBIE TIpenapathl (TenedoH, aapec dIEKTPOHHOM MOYThI), U paOOTHUKE, OTBETCTBEHHOM
3a pa3MmelieHue Ha caidte B cetu "MHTepHer" HMHpOpPMAaLMU O JIEKapCTBEHHBIX IpernapaTrax
(pamunus, UMs, 0TYECTBO (MIPU HATMYHUU), TeNe(OH, aApec HIEKTPOHHOM MOYTHI);

M) CBEJCHMSA O JIGKAPCTBEHHBIX IpernapaTrax, MUMEIOIIMXCS B HAJUYUU M3 COOCTBEHHBIX
TOBApHBIX 3aI1aCOB M MOJUIEKAIINUX POSHUYHOM MpojiaXe AUCTaHIIMOHHBIM CIIOCOO0M, COJIeprKalie
nH(pOpMaLIMI0O O JIEKAPCTBEHHBIX Ipenaparax B COOTBETCTBUU C TOCYJApCTBEHHBIM PEECTPOM
JEKapCTBEHHBIX  CPEICTB I MEIULUUHCKOrO IPUMEHEHMs, [JOCTYNHBIX [UId  3aKasa,
MPOU3BOJIUTENSAX JIEKAPCTBEHHBIX IPENaparoB, CPOKax TOJHOCTH JIEKAPCTBEHHBIX IPENaparos,
KOJIMYECTBE, PO3HUYHBIX II€HAX U YCJIOBHUSAX XPAHEHUs, a TAKK€ MHCTPYKLUUU MO MEIULIUHCKOMY
MIPUMEHEHHUIO JIEKaPCTBEHHBIX MIPernapaTos;

K) uHbopMmanus 00 YCIOBUSX PO3HHUYHOW TMPOJAKH JIEKAPCTBEHHBIX IPENaparoB
JUCTAaHIIMOHHBIM CrOocoOOM (B TOM 4YHCIIE€ C YyKa3aHHEM YCIOBUH KX JOCTaBKH), OIUIAThI
nproOpeTaeMbIX JIEKAPCTBEHHBIX MPENapaToB, O CTOUMOCTH, CPOKAaX M YCIOBHUAX UX JIOCTABKHU, O
nopsake o(opmiieHUsT U CpOKe JAEWUCTBUS JOrOBOpa PO3HUYHOW KYIUTU-TIPOJAXKU C YCIOBUEM
JIOCTaBKH, O IPOBOJMMBIX aKIUAX M CKUJKAX Ha MPOJaBaE€MbIE JICKAPCTBEHHBIE MPETApaThI;

J) CBEACHUS O HOPMATHUBHBIX MPABOBBIX aKTaX, PETJIAMEHTUPYIOIIMX BO3MOKHOCTb
BO3BpaTa MOKyMnaTejieM JIEKapCTBEHHBIX IPerapaToB HEHAAJIEKAIIETO KauecTBa;

M) CBeleHUS 00 YIOJIHOMOYEHHBIX (peaepanbHbIX OpraHax HCIOJHUTEIbHON BIIACTH,
OCYIIECTBIISIIOIIMX  KOHTPOJb 3@ PO3HUYHOM  Mpojaaxkeil  JIEKapCTBEHHBIX  IpenapaToB
JMCTAHIIMOHHBIM CIIOCOOOM (HauMEHOBaHUe, OYTOBBIN ajpec, TenedoH, hakc, agpec HMEeKTPOHHOH
MOYTHI);

H) 00s3aTeNbCTBA MOKYIIATEIS.

13!, Mnadopmanus Ha caiiTe Bmamenbia arperatopa B ceTd "MHTepHer" paszmemaercsl B
COOTBETCTBUH ¢ TpeboBaHusMH 3akoHa Poccuiickoit @eneparuu "O 3amure npaB norpeduTemneit”.

14. IIpueM 3aKa30B Ha POZHUYHYIO MPOJAXKY JIEKAPCTBEHHBIX MPENAPATOB JUCTAHIITMOHHBIM
CIocoOOM OCYILECTBIISETCS MOCPEACTBOM OOpallleHHs MOKYIaTeNlsl B aTeUHYI0 OpraHu3alMio Uiu
K BJaJeNblly arperatopa npu nomomu cetd "MuTtepHer" uepe3 caliT (MOOMIBHOE NPUIOKEHHUE)
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anTeyHOM OpraHu3allid WM BJajeNblla arperaropa, Mo TteieoHam CiIykObl 3akasza
JIEKapCTBEHHBIX IPEnapaToB, CIPABOYHON CIykKObl MM HHOIO CTPYKTYPHOIO HOJpa3/esIeHUs
anTEeYyHOM OpraHu3alyi, OCYIECTBIISIFOIIETO IPUEM 3aKa30B Ha JIEKApPCTBEHHBIE ITPENapaThl.

15. AnTedHas opraHu3ainys M Biajesell arperatopa o0ecrneyuBaoT KOHPHUAESHIMAIBHOCTD
NEPCOHANBHBIX JIAHHBIX TIOKYNATeNsd B COOTBETCTBUM C TpeOOBaHMAMHU 3aKOHOJATEIILCTBA
Poccuiickoit deneparumu.

16. Ilpu mnpueme 3aka30B Ha PO3HUYHYIO MPOAAXKY JIEKAPCTBEHHBIX IIPErapaToB
JUCTAHIIMOHHBIM CIOCOOOM YIOJIHOMOYEHHBIM paOOTHMK anTeYHOH OpraHu3aluu Ju0o Biajelner]
arperaropa oOs3aHbI:

a) npouH(pOpPMUPOBaTh MOKyHATeds O MOKa3aHWAX K IPUMEHEHUIO0 IpUOOpEeTaeMoro UM
JIEKapCTBEHHOI'0 Mpernapara, ero poO3HUYHOM LIEHE, CPOKE MOJHOCTH, YCIOBUSX OTIIyCKa, IpaBHIIaxX
XpaHEHHs, B3aUMOJCHCTBUU C JPYTMMH JIEKapCTBEHHBIMH Ipernapartamu. HMHpopmupoBanue
HOKyHaresst JOMYyCKAaeTcsl IMOCPEICTBOM MCIONIb30BaHUs caiita B ceru "MHTepHer" u (M)
MOOWJIBHOTO TIPHJIOKEHHSI aNTeYHOM OpraHu3allid WM BIAJAEbIla arperaropa B MOpPSIKE,
npeaycMoTpeHHoM nyHkTamu 16 ! u 163 nacrosmux Ipasu;

0) 3aKIIOUUTh C TIOKYIATeJeM B YCTAHOBJIEHHOM IMOPSJIKE JOrOBOP PO3HUYHOM
KYIUIU-TIPOJJA)KU € YCJIOBHEM JIOCTaBKH, B KOTOPOM YKa3bIBAIOTCS CPOK (DOpPMUPOBaHUS U
CTOMMOCTb 3aKa3a, CTOMMOCTb YCIIYTH 110 JOCTABKE 3aKa3a, BO3SMOYKHOCTb €r0 MOJyYEHHS IO MECTY
HaXOXXJCHUs alTEeYHON OpraHu3aluyd WIM JOCTaBKM IO MECTy JKHMTelIbCTBa (IIpeObIBaHUS,
(aKkTUYECKOr0 HAXOXKICHMs) IOKYyNaTesas, MUHOMY aJpecy, COIJaCOBAHHOMY C IIOKYIaTeleM,
croco0 W MeCTO OIIaThl MPUOOpPEeTaeMoro MM JIEKapCTBEHHOI'O Ipernapara (Jajee - J0roBOp
KyIUIU-IpoJaku). Po3HMYHAs 1leHa Ha JIeKapCTBEHHBIM Ipernapar, yKa3aHHas B JIOTOBOpPE
KyIUIM-nIpofaxku (0e3 yuyera CTOMMOCTH JOCTaBKHM 3aKa3a), HE JOJDKHA IPEBBIIIATh PO3ZHUYHYIO
LIEHY JIEKapCTBEHHOI'0 IIpenapaTa B aiTeYHON OpraHu3aluiy;

B) corjacoBaTb C IIOKylaTelleM HEOOXOJUMOCTh NPEJACTaBICHUS JOKYMEHTOB,
MOATBEPXKJAIOIINX KAueCTBO JIEKAPCTBEHHBIX IPENaparoB, NPU HUX JOCTaBKE BHE MeCTa
HaXO0X/ICHUs allTeYHOI OpraHu3aluu.

16'. Ilpu npueMe 3aKka30B Ha pPOZHMYHYI MPONAKY JIEKAPCTBEHHBIX MPENapaToB
JUCTAaHIIMOHHBIM CIIOCOOOM MOCPECTBOM OOpallleHusl MOKyNaTels B alTeYHYI0 OpraHU3aluio WIn
K BJaJeNIblly arperatopa npu nomomu cetu "HMHTepHer" uepe3 callT (MOOMIIBHOE HPUIIOKEHHUE)
MH(OPMUPOBAHUE TMOKYyMAaTedsl O IOKa3aHUSAX K TPUMEHEHHIO JIEKApCTBEHHOrO IIpernapaTa,
YCIIOBUSIX OTIYCKa, MPaBUJIaX XpaHEHUs JIEKAPCTBEHHOTO IpernapaTa, B3auMOJCHCTBUM € APYTUMHU
JIEKapCTBEHHBIMH IIpenapaTaMy OCYILECTBIISIETCS MOCPEACTBOM DPa3MEIICHUs B MPEIJIOKEHUH O
NpOJake JIEKApCTBEHHOrO Ipernapara MOJHOIO TEKCTa IMOCIETHEH aKTyalbHOW HHCTPYKIHMH 10
MEAMIIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO Ipernapara, B TOM YHCIE MOCPENCTBOM aapecaluu
Ha calT B cetu "MHTepHeT", comepKalmui JaHHBIE TOCYAApPCTBEHHOIO PEECTpa JIEKApCTBEHHBIX
CPEACTB JUIsI MEIUIIMHCKOTO NPUMEHEHHUs, JMOO0 rpaduueckoro M300paKeHHs HHCTPYKIHUH 10
MEAMIIMHCKOMY MPUMEHEHUIO (JINCTOK-BKJIA/IBIII) JIEKAPCTBEHHOTO Mpenapara.

AnTeuyHass opraHuM3anus o0si3aHa 00ecHeunTh pa3MelleHHe yKa3zaHHOM HH(opManuu B
MPEJUIOKEHNN O MPOJaXe JIEKapCTBEHHOTo Mpenaparta Ha caifite B cetu "UHrepHer" u (mnm) B
MOOWJIBHOM MPUJIOKEHWH, B TOM YMCJIE MPUHAMISKAIINX BIAJAEIbIy arperaropa, eciu WHOe He
IIPEyCMOTPEHO T0rOBOPOM MEXy allTEYHON OpraHU3alMeN U BIaJEIbLEM arperaTtopa.

162. B ciyuae pasMelleHMs allTeuHOi opranusanueil Ha caiite B cetn "UHTepHer" 1 (Uin)
B MOOWJIBHOM MpPUJIOKEHUU BJaJeNIblla arperaropa MpeJIoKEeHUs O MpOoJaxke JEKapCTBEHHOTO
npemnapara, He 3apeructpupoBaHHoro B Poccuiickoit ®denepanuu, Biajenel arperatopa o0si3aH
NOPEKpaTUTh pa3MEIIeHUEe TaKoro MPEAJIOKEHUs O TMpojaxe (OTPaHUYUTh JOCTYl K HEMY
noJsib3oBareie caiita u (WiM) MOOWUIIBHOTO TPUIIOKEHHS) U YBEAOMUTh O (hakTe TaKoro
pasmenennst PenepaabHyIO CIy:K0y 1O Ha/30py B chepe 31paBoOOXpaHEHHS.

163. Tlpm mpueMe 3aKa30B Ha pPO3HHYHYIO MPOJAXY JIEKAPCTBEHHBIX INPENapaToB
JUCTAHIIMOHHBIM CIIOCOOOM IOCPEICTBOM OOpAIleHUs MOKYMAaTeNs K BIAJENbIly arperaropa mnpu
nomotmu cetu "MuTepHET" Yepe3 calT u (W) MOOWIBHOE NMPHUIIOKEHUE BIaJeNblla arperaropa
BIIAJICNICI] arperaTopa o0s3aH pa3MecTUTh Ha caiite B cetd "MHtepHer" W (Wam) B MOOMIIEHOM
NPUJIOKEHUU CBEJCHHUA O CIPAaBOYHOW CIOyx0e anTedyHol oOpraHu3aliM, pa3MeIIalonei



IPEIOKEHUS O MPOJAXKE JIEKAPCTBEHHBIX INpENapaToB (WJIM MHOM CTPYKTYPHOM MOJpa3AciIeHUU
anTeYyHOM OpraHM3aLUH, OCYLIECTBISIONIEM OTIYCK JIEKAPCTBEHHBIX IPENapaToB), ¢ yKa3aHUEM
tenedoHa, agpeca DIEKTPOHHOW MOYTH, (aMuUIUU, WMEHHU, OT4ecTBa (MPU HATUYIHH)
OTBETCTBEHHOTO 3a IIPHEM 3aKa30B paOOTHHKA alITEUHOW OpraHU3aluH.

17. JloroBop KyIIU-IIPOJIaXKU CUMTAETCA 3aKJIIOYEHHBIM C MOMEHTA BbIIAYM anTeYHOU
OpraHu3alyei, BiajenbleM arperaTopa MoKyInaTell0 KaCCOBOr0 MM TOBAPHOI'O YeKa JIMOO MHOrOo
JIOKYMEHTa, IIOATBEPKAAIOLIET0 OIUIaTy ToBapa, WIM C MOMEHTA IIOJy4YEHUs alTeYHOU
OpraHu3alei, BiaJesbleM arperaropa COOOIIEHHUS O HaMEpeHMM IOKynaTeias NpUoOpecTH
JIEKapCTBEHHBIE IIPENIapaTshl.

[Ipu omnare nexkapcTBEHHOrO IpenapaTa IOKynarteiaeM B Oe3HanuuHoW ¢opme (3a
UCKJIIOUEHHEM OIUIaThl C HCIOJIBb30BaHUEM OAaHKOBCKOW KapThbl) MpojaBer] 00sf3aH MOATBEPIUTH
repeady ToBapa IyTeM COCTABJICHUS HAKJIAQJHOW MIIM aKTa CaYu-IIPUEMKH TOBapa.

18. CdhopmMupoBaHHBIM 3aKa3 yNaKOBBIBAETCS B I'€PMETUUYHYIO TPAHCIOPTHYIO YIIAKOBKY,
o0ecreunBaroIlyIO 3alUTy JEKapCTBEHHBIX IPENapaToB OT BHEIIHETO BO3AEHCTBUS B 3aBUCUMOCTH
OT YCIOBUM XpaHEHHs B COOTBETCTBUU C MHCTPYKIMSIMHM II0 MEIULIUHCKOMY IPUMEHEHHIO
JICKAPCTBCHHLIX NIPCapaToOB U BO3ZMOXKXHOCTD ITOATBCPIKACHU A q)aKTa BCKPLITHA.

B cnyuae eciau jekapcTBEHHbIE Ipenaparbl TPeOYIOT pa3iMuyHbIX YCIOBHM XpaHEHUS U
(I/IJII/I) AOCTAaBKH, 3aKa3 YIIaKOBBIBACTCA B HCCKOJIBKO 'CPMCTUYHBIX TPAHCIIOPTHBIX YIIAKOBOK.

Ha 3aka3 odopmiisiercss onuch BJIOKEHMs C YKa3aHHEM HOMepa 3akas3a, JaTbl U BPEeMEHU
cOOpKH, KOTOpasi MOJINKCHIBAETCS YIIOJIHOMOUYEHHBIM PAaOOTHUKOM aNTeUyHON OpraHu3aiuy. 3akas c
IOPUIOKEHUEM OIHUCH BJIOXKEHHS pPa3MELIaeTcsi B CIELUUAIBbHO BbBIIEICHHOM U O0O3HAaYEHHOM
IIOMEIIEHUH (MECTe) ¢ y4eTOM TpeOOBaHUM K TEMIIEpaTYpPHOMY PEKUMY XpaHEHHs JICKapCTBEHHbBIX
IIPENapaToB.

19. JlocraBka 3aka3a B COOTBETCTBMM C YCIOBHSAMH 3aKJIIOYEHHOIO C IOKYIATeJIeM
JIOTOBOpa KYIUTU-TIPOJIAXKU OCYIIECTBIISIETCS paOOTHUKOM amnTe4YHOW OpraHu3alud WM HWHBIMU
JWIIaMH Ha OCHOBAaHUH JIOTOBOpa, B KOTOPOM YKa3bIBalOTCA OOS3aHHOCTU KaXKAOH M3 CTOPOH
JIOTOBOPA, MOPSAOK IEUCTBUI U OTBETCTBEHHOCTH CTOPOH JIOTOBOpA.

[Ipu nocraBke 3aka3oB, coJepKallUX TepMOJaOUIIbHBIE JEKapCTBEHHbIE IpenapaThl,
UCTONB3YIOTCSl TPAaHCIOPTHBIE CpPEACTBA, OOECHeuuBaroIIue MOAJEpKAHNE HEO0OXOAUMOIro
TEMIIEPaTypHOTO pEeXHMa, WIM HHOE COOTBETCTBYIOIIEE 000OpyaoBaHHE (M30TepMHUYECKas
yIaKoBKa, TEPMOKOHTEWHED U T.II.).

Anreynas opranmsanys, 3aKJIIO4YuBIIasg AJOTOBOP C HMHBIMH JIMIaMHW Ha OCYHICCTBJICHUC
JIOCTaBKM 3aKa3a, HECET OTBETCTBEHHOCTh IEPE/ MOKYIMATENIEM B Cllydae HAPYIICHHUsS YKa3aHHBIMU
JmnamMmn yCJ'IOBI/Iﬁ XPaHCHUA JICKAPCTBCHHBIX NPCIIapaToOB IMPU OCYHIECCTBJICHUN UX JOCTABKH, IOPYU
JIEKapCTBEHHBIX IIPENApaToB.

AnTeuHble OpraHu3alMd W JIMIA, OCYILECTBIIAIOIIME [JOCTaBKy 3aKa3a, HECYT

OTBETCTBEHHOCTh 3a peanu3annio banbcupUIIPOBAHHBIX, KOHTpa(aKTHBIX,
HEOOPOKAYECTBEHHBIX M HE 3apeTUCTPUPOBAHHBIX B Poccuiickoit depepanmu JEKapCTBEHHBIX
CPEICTB.

20. AnTe4yHasi OpraHu3anusl BEIET PETUCTPALMI0 OCYIIECTBICHHBIX 3aKa30B M JIOCTABOK
JIEKAPCTBEHHBIX MpPENaparoB C YKa3aHWEM [aThl, BPEMEHHM M HOMEpa 3aKa3a, HAaUuMEHOBAaHUMU
JICKapCTBEHHBIX TIPEMapaToB U HMX MPOU3BOJAUTENEH, JEKapCTBEHHBIX (opM, (opMm BHITYCKa,
uHpopManuu O BPEMEHH, JaTeé W ajpece JOCTaBKM 3aKa3a TIOKYIMaTell, a TakKe BHOCHUT
uH(popMaIMio 00 OIUTAYeHHBIX (OTMYIIEHHBIX) W TMOJYUYEHHBIX IOKyHaTelleM JEeKapCTBEHHBIX
mpernaparax B CUCTEMY MOHUTOPHHTA JBWIKEHUS JIEKAPCTBEHHBIX IMPEMApaToB JJISI MEAUITUHCKOTO
MIPUMEHEHUS.

21. JlocTaBiieHHBIH 3aKa3 MepenaeTcs MOKYIMaTeNio 0 MECTY €ro KHUTeIbCTBa (peObIBaHuUs,
(haKTUYECKOTO HAXOXKICHUS) WU UHOMY YKa3aHHOMY UM aJipecy, a MpU OTCYTCTBUU MOKYMATEIs -
JUIY, NPEAbSIBUBIIEMY OPUTMHAJBI WM KOMUHU (BO3MOKHO B 3JIEKTPOHHOM BUJE) KBUTAHLUU WU
MHOTO JJOKYMEHTA, OJATBEPKIAIOLIEI0 3aKJII0UEHHE 1I0r0BOpa KYIUIU-IIPOJIaXK, OTUIATY 3aKa3a WIIH
odopMIIEHHE €T0 TOCTaBKH.

22. OTnycK JEeKapCTBEHHBIX IPENapaToB, TOCTABISEMbIX MOKYMATEN0, OCYLIECTBISETCS B
coorBercTBUM C [lpaBuiiaMu oOTmycka JIEKAPCTBEHHBIX MPENapaToB Il  MEAUIIMHCKOTO


https://internet.garant.ru/document/redirect/403136823/1000

NPUMEHEHHS, B TOM 4YHCIE HMMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX NPENapaToB, alTEYHBIMH
OpraHu3alUsIMM, WHIUBUIYaJIbHBIMH  MPEANPUHUMATEIIAMH, HUMEIOIUMHM  JIMLIEH3UI0  Ha
(dapMalieBTUYECKYI0  ACSTEIbHOCTh, yTBEPKIACHHBIMH  MHUHHCTEPCTBOM  3/IPAaBOOXPAHCHHS
Poccuiickoit deneparumu.

23. Ilpu nosydeHuu 3akasza MOKYIATENIb IPOBEPSIET LEIOCTHOCTh TPAHCIIOPTHON YIIaKOBKH,
CaMOCTOSITEJIBHO BCKPBIBAET TPAHCHOPTHYIO YIAKOBKY, CBEPSIET COJEPKHMMOE 3aKa3a C OINHUCHIO
BJIOKCHUS, MPOBEPSIET OTCYTCTBHE MOBPEKICHUN BTOPHUYHON (IMOTPEOMTENBCKONM) M MEPBUYHOM
YIIaKOBOK JIEKApCTBEHHOIO IIpenapaTa, HaJUleXalluil BUA JIEKapCTBEHHOIrO Ipenapara (Ipu
BO3MO>XHOCTH ), paCIIMCBIBAETCs B MOJIYYEHUH 3aKa3a U B MOATBEPKICHUE OTCYTCTBUS MPETEH3UN K
anTeyHOM OpraHu3alyy, JUIY, OCYLIECTBUBLIEMY JIOCTABKY JIEKAPCTBEHHBIX IIPENApATOB.

24, Ilpu ocymecTBIEHHMH JOCTaBKM  3aKa3a, COJACPXKAIIEr0  TEePMOJIAOMILHBIN
JICKapCTBEHHBIM Tpemnapar, 1mo TpeOOBAaHHIO MOKYMATeNs OCYHISCTBISIONIMMA JTOCTaBKY PaOOTHUK
J€MOHCTPUPYET COOTBETCTBUE TEMIIEPATYPHOIO PEKUMa, IIPU KOTOPOM XPAHHIICS JIEKaPCTBEHHBIN
npenapar IMpu JIOCTaBKE, YCIOBHUSM XpaHEHMs JIEKapCTBEHHOIO Iperapara, yKa3aHHbIM Ha €ro
BTOPUYHON (IOTpeOUTENbCKON) ymakoBke. B 3ToM ciydae mokynarenb MOATBEPKIACT JaHHOE
COOTBETCTBUE HA HAKJIAJHOW, WJIM Ha aKTe€ CHAuYU-NIPUEMKHU 3aKa3a, WM Ha MHOM JOKYMEHTE,
HOATBEpPXKAAIOIEM (aKT J0CTaBKH TEPMOJIAOUIBHOIO JIEKAPCTBEHHOIO Ipenapara.

25. Tlokynatenb BOpaBe OTKAa3aTbCA OT JIOCTABJIEHHOI'O JIEKAPCTBEHHOIO IIperapara
Ha/IJIeKaIllero KayecTBa J0 OIUIaThl 3aka3a. B 3ToM ciyyae oOIulayMBaeTcsi TOJIBKO yCayra Io
JIOCTaBKe.

AnTeuyHasi OpraHu3alysl OCYILECTBIISIET IPHUEM BO3BpAILEHHBIX HEOIUIAYEHHBIX 33aKa30B OT
JIMLL, OCYLIECTBIISIONINX JIOCTABKY 3aKa3a.

26. B ciywae pocraBKM 3aka3a HEHAJUIeXkalllero KadecTBa (HEHaJyIeKallee KayecTBO
JIEKapCTBEHHOTO Ipernapara, JOCTaBIEHHbIN 3aKa3 HE COOTBETCTBYET 3aKa3aHHOMY IO KOJIMYECTBY
WIM COCTaBy) IOKYIaTeldb BIPaBE BEPHYTh €ro pabdOTHUKY, OCYHIECTBISAIOIIEMY JOCTaBKy, 0e3
OIJIaThl JOCTABJICHHOIO JIEKapCTBEHHOTO mpemnapara U (WJIM) YCIYTH MO €ro J0CTaBKe U (WIIN)
noTpedoBaTh HajJIeXKalllee UCIIOTHEHHUE 3aKa3a.

27. B cmyuae ecim JOCTaBKa 3aKa3a IIPOM3BEIEHA B YCTAaHOBJIEHHBIE JOTOBOPOM
KYIUIU-TIPOJ@XKH CPOKHM, HO 3aKa3 He ObUI MepefaH IMOKYNaTealo [0 €ro BUHE, MOCIeayroIiast
JI0OCTaBKa TPOM3BOJMUTCA B HOBBIE CpPOKH, COIVIACOBAaHHBIE C TIOKYIIATElEM, Ha YCJIOBHSX,
MPEyCMOTPEHHBIX TOTOBOPOM KYILIH-TIPOIAXKH.

28. 3a HapylIeHHe CPOKOB Mepeaadn JICKapCTBEHHBIX MPEMapaToB MOKYIMATEI0 anTeYHbIC
OpraHM3alMl HECYT OTBETCTBEHHOCTb B COOTBETCTBHMM C TPaKJaHCKUM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

29. OCHOBaHUSAMH IS IPEKPALLEHUS IEUCTBUS PA3PELLICHUS SIBIISIFOTCS:

a) TIpeKpalleHue JAeWCTBUA JIMIIEH3MM Ha  OCYIIECTBICHHE  (apMaleBTHYECKON
JESATEIIBHOCTH Y allTEYHOW OpraHu3aluiy;

0) HECOOTBETCTBHE AaNTEYHOM OpraHu3aluu TpeOOBAaHUAM, YKa3aHHbIM B IIYHKTE 5
Hactosawmx [Ipasun;

B) JIByKpaTHOE U 0oJjiee B T€UEHHE OJTHOTO KaJeHAapHOTro rojia CO THS BbAAUU pa3pelieHus
IIPUBJICYEHHUE AlITEYHON OpPraHM3alMM K aJMUHUCTPATUBHON OTBETCTBEHHOCTH B COOTBETCTBHM CO
cratbamMu 633 u 1442 Kopekca Poccuiickoit ®esepauuu 06 — aJIMHHMCTPATHBHBIX
MIPaBOHAPYIICHUSIX;

I') peleHre anTeYHoN OpraHu3aly O IPEeKpaIleHHH OCYIIECTBICHUS PO3HUYHON TOPTOBIN
JIEKapCTBEHHBIMU MpernapaTaMu JUCTAHIIMOHHBIM CIIOCOOOM.

30. B Teuenue 3 paboumx aHEHl co IHSA yCTaHOBJIEHHUS (akTa, yKazaHHOrO B IyHKTe 29
Hacrosmux [IpaBui, @enepanpHas cy)0a o Ha3opy B chepe 3ApaBOOXPAHCHHUS:

IPUHUMAET PEIIEHUE O IPEKpPALICHUM AEHUCTBUS pa3pelIeHUs alTeYyHOW OpraHu3aluu, O
YeM YBEJIOMIISIIOTCS alTe4yHas OpraHu3alys U BIaJelblibl arperaropoB, ¢ KOTOPBIMHU aIlTeuHas
OpraHM3alyus 3aK/II0YIIa JOr0BOp, MPeaycMOTpeHHbIH myHkToM 5 ! Hactosmmx Ipasun, B Gopme
9JICKTPOHHOTO JOKYMEHTa, TOANMHMCAHHOTO YCHJICHHOW KBaJU(UIIMPOBAHHON DJIEKTPOHHOM
HOJINCHIO;

BHOCHUT COOTBETCTBYIOIIHNE CBEICHUS B PEECTP BBIAAHHBIX pa3pelICHUN.
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dopmMa pelIeHHs O MPEKpPALEHUU ACUCTBUS paspelleHHs yrBep:kaaerca DenepanbHON
ciy:)k00i 1o Hajxzopy B cepe 3apaBooxpaHeHus. Ilopspok BbliauM perieHus o IpeKpalieHUH
JeHCTBUSL pa3pelleHus] TOCPEACTBOM B TOM 4YHCIE HWHPOPMALMOHHO-KOMMYHUKAIMOHHBIX
TE€XHOJIOTHI YCTaHABIINBAETCS aAMUHUCTPATUBHBIM PETJIAMEHTOM.

31. Konutponp 3a cobmoneHueM Hacrosimmx IIpaBun ocymectsisiercs dDenepaibHOi
cily:)k00i 1o Hag3opy B cdepe 3[paBOOXpPAHEHUS MPH  OCYILECTBIECHUH (henepanbHOro
rOCYAapCTBEHHOTO Ha/130pa B cdepe 0OpalleHus JIeKapCTBEHHBIX CPE/ICTB.

YTBEPX/JEHBI
roctaHoBJIeHHeM [IpaBuTenncTBa
Poccuiickoit ®denepanuun

ot 16 masg 2020 r. N 697

HN3menenus,
KOTOpbie BHOCATCA B akThl IIpaBurtenbcrBa Poceniickoii @exepanuu no BONpocy po3HUYHOM
TOPIrOBJIM JIEKAPCTBEHHBIMM NpPenapaTaMu JAJsi MeIMIMHCKOT0 MPUMeHEeHU s

AUCTAHIIHOHHBIM CIIOCO00M
( usmenenusimu u oonoanenusmu om 11 urons 20202. N 1036)

1. Ytparun cuny c 1 suBaps 2021 r. - [loctanoBnenue [IpaBurensctsa Poccuu ot 11 urons
2020 r. N 1036

2. B Tlonoxenun o @enepanbHoil cimyxbe 1Mo Haa3opy B chepe 3apaBOOXpaHEHUS,
yTBepKJIeHHOM nocTtaHoBiieHueM [lpaBurtensctBa Poccuiickoit ®enepanuu ot 30 urons 2004 r.
N 323 "O6 yrBepxknennn llomoxenuss o DenepanbHOil ciyxbe 10 Ham30py B chepe
3npaBooxpanenus” (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepanuu, 2004, N 28, ct. 2900;
2007, N 35, cr.4310; 2012, N 20, ct. 2528; N 26, cr. 3531; 2014, N 37, ct. 4969; 2015, N 23,
ct. 3333; 2017, N 6, cT. 958; 2018, N 46, cT. 7057; 2019, N 48, cT1. 6852):

a) IOTIOJIHUTD MOAIMYHKTOM 5.4.1.8 ciieqyromero coiep Kkanus:

"5.4.1.8. paspemieHue Ha OCYUIECTBJIEHHE PO3HUYHOW TOPIOBIM JIEKAPCTBEHHBIMU
npenaparamu JIjisi METUIIMHCKOTO TPUMEHEHHS JUCTAHIIMOHHBIM CITIOCO00OM;";

6) nononHUTh noAnyHkToM 5.8.10 cienyromero conep kanus:

"5.8.10. Bemer peecTp BBIIAHHBIX Pa3pelICHUN Ha OCYILECTBICHHE PO3HUYHOM TOPIOBIU
JIEKapCTBEHHBIMU IpenaparaMu s MEIULUHCKOTO NMPUMEHEHHS JMCTAaHIIMOHHBIM CIOCOOOM C
yKa3zaHHEM CalTOB B HMH(POPMALMOHHO-TEIEKOMMYHHUKAIIMOHHONW ceTH "MHTepHeT" anTedHbIX
OpraHu3alyii, OCYIIECTBISIONIMX PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMM IpernapaTamMu JUis
MEIUIIUHCKOTO IPUMEHEHHUS AUCTAaHIIMOHHBIM criocoOoMm;".

3. YTpatun cuiy ¢ 1 suBaps 2021 r. - [locranosnenune [IpaBurensctBa Poccun ot 11 urons
2020 r. N 1036

4. B nocranosnenuu [lpaButenbctBa Poccuiickoit @enepanuu ot 26 oxtsiops 2012 r.
N 1101 "O enuHol aBTOMaTH3MPOBAHHON MHPOPMALMOHHON cucTeme "EnnHBINA peecTp JOMEHHBIX
UMEH, yKa3aTellell CTpaHUI] CaliToB B MH()OPMAITMOHHO-TEIEKOMMYHHKAIIMOHHOH ceT "HHTepHeT"
u CETEBBIX a/Ipecos, MO3BOJISIOIINX UACHTU(PUIINPOBATH caiTsl B
UH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHOW — cet  "HHTepHer", coaepxaie HHPOPMALHIO,
pacnpoctpanenue kotopoit B Poccuiickoit denepanuu 3anpeniero” (CoOpanne 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2012, N 44, cr. 6044; 2015, N 42, ct. 5803; 2016, N 47, ct. 6677; 2017,
N 14, c1. 2061; 2018, N 24, ct. 3535; 2019, N 13, ct. 1409; N 42, ct. 5906; 2020, N 8, ct. 1036):

a) B myHkte 2 cioBa "u DexepanbHON ciykOe 1O Ham30py B cdepe 3aiuThl MpaB
noTpeduTeneit W Onaromonydyusi 4yejgoBeka" 3ameHuUTh cioBamu ", demepanbHOM Ciyx)0Oe O
Ha/30py B chepe 3aIuThl paB noTpeduTeneil u 6maaromnonyuus yenopeka U DenepaabHON CIIyx0e
1o Ha/130py B cdepe 3apaBooXpaHeHus "

0) mommynkt "a" mynkrta S5 IlpaBmn cosmanus, (QopMUpPOBaHUS W BEICHUS €IUHOU
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ABTOMATH3UPOBAHHON MH(POPMALIMOHHOM cucTeMbl "EAMHBIN peecTp TOMEHHBIX UMEH, yKa3aTeneu
CTpPaHHI] CaWTOB B HMH(POPMAIMOHHO-TEICKOMMYHHKAIIMOHHON cetu "HMHTepHeT" W CeTeBBIX
a/IpecoB, MO3BOJISIONIMX HUICHTU(UIIMPOBATH CAWTHI B MH()OPMAIIMOHHO-TEIIEKOMMYHHKAIIMOHHON
cetu "HHrepHer", coxmepxkamme HWHPOpMANHIO, pacHpocTpaHeHue KoTtopoi B Poccuiickoi
@Denepanuy 3anpenieHo"”, yTBep>KACHHBIX YKa3aHHBIM IOCTaHOBJICHUEM, IMOcie ad3ala BOCHMOTO
JOTIOTHUTD a03a1eM CIIETYIOIIEro COJIePIKaHuUs:

"OenepanbHas ciyx0a M0 Hag3opy B cdepe 3ApaBOOXpaHEHHS] - B OTHOIICHUU
pacmpocTpaHsieMol mocpenctBoM cetd "MHTepHeT" MHpOpMaNHH, COACpIKAIIEH MPEIIOKEHHE O
PO3HUYHOI TOProBiI€ JIEKAPCTBEHHBIMU IpenapaTaMM JUIsi MEIULHUHCKOIO IPUMEHEHHUS, B TOM
YHClie TUCTAaHIIMOHHBIM CIIOCOO0M, PO3HHYHAsI TOPTOBJI KOTOPHIMU OIpaHUYEHA HIIM 3ampelieHa B
COOTBETCTBUU C 3aKOHOAATEIIbCTBOM 00 OOpallleHuH JIEKAPCTBEHHBIX CPEICTB, M (WIU) B
OTHOILIEHNH MH(DOPMAILIUH, COAEpIKALICH MPEAIOKEHHE O PO3HUYHOM TOProBile JIEKApCTBEHHBIMH
npenapaTamMu JJisi MEIUIUHCKOTO MIPUMEHEHHUS, B TOM YKCJe AUCTaHIMOHHBIM CIIOCOOOM, JTUIAMH,
HE UMEIOLIMMHU JIMLIEH3UH Ha OCYILECTBICHHE (apMalleBTUUECKOMN AESITEIbHOCTU U pa3pelIeHUs Ha
OCYLIECTBJICHUE TaKOH TOPIOBJIM, €CIHM IOJYYEHHE JIMLUEH3UU M pa3peuieHus] MNpeyCMOTPEHO
3aKOHO/IaTEIICTBOM 00 OOpaIlleHUH JIEKAPCTBEHHBIX CPEJICTB;";

B) B [IpaBunax mpunsaTtus ynoiHoMmoueHHbIMH [IpaBuTenbctBoM Poccuiickoit @enepanmu
(denepanbHbIMU OpraHaMHU HCIIOJIHUTEIbHOM BJIACTH PEIIEHUN B OTHOLIEHMM OTIENbHBIX BHJIOB
uH(bopMauu u MaTepuasos, pacpocTpaHsIeMbIX MIOCPEJICTBOM
MH(OPMaLIMOHHO-TEIIEKOMMYHUKAIIMOHHON cetu  "MHTepHeTr", pacrnpocTpaHeHHE KOTOPBIX B
Poccuiickoii @denepannu 3ampemieHo, yTBepKACHHbBIX YKa3aHHBIM TOCTAHOBIIEHUEM

JIOTIOJIHUTH MMYHKTOM 4.1 cienyromero coaepKkanus:

"4.1. @enepanpHas ciyx0a Mo HaA30py B chepe 3ApaBOOXpPAHEHUST TPUHUMACT PEIICHHUS,
SBIISIONINECS OCHOBAHUSIMU JIJISl BKJIFOUCHHUS JTOMEHHBIX UMEH U (WJIM) yKa3aTeleil CTpaHuIl CaiTOB
B cetu "MHTepHer", a Takke CETEeBBIX aJPECOB B €AMHBIA PEECTp, B OTHOLIEHUH HH(POpMAIUH,
colepKalleil NpeUIoKEHHE O PO3HUYHOM TOProOBJIE JIEKAPCTBEHHBIMM IIpenaparaMy Ul
MEAMIIMHCKOTO MPUMEHEHHS, B TOM YHCJE JUCTAHIUOHHBIM CIIOCOOOM, PO3HHMYHAs TOPTOBJIS
KOTOPBIMHM OIpaHHY€HAa WM 3alpelleHa B COOTBETCTBMM C 3aKOHOJATEIbCTBOM 00 oOpalieHHH
JIEKapCTBEHHBIX CPEJCTB, W (WIM) B OTHOIIEHWH HMH(OpMalMM, coAepxkalled NpeasioKeHue o
PO3HUYHOI TOProBJI€ JIEKAPCTBEHHBIMU IpeNapaTaMM Il MEAWLMHCKOIO INPUMEHEHHS, B TOM
YyHuClle JUCTAHIIMOHHBIM CIIOCOOOM, JIMIAaMH, HE HMMEIOIIMMH JIMIEH3UUM Ha OCYIIECTBIECHUE
(bapMaleBTUYECKON NeATENbHOCTH M pa3pelleHHs Ha OCYIIECTBIEHHWE TAaKOW TOProBIIM, €CIIU
NOJy4YeHUEe JIMLIEH3UM U pa3pelieHus] MPeAyCMOTPEHO 3aKOHOJATeIbCTBOM 00 oOpaleHun
JIEKapCTBEHHBIX CPENCTB.";

IYHKT 5 JOMOJHUTH a03alleM CIIeAYIOIIETO COJepKaHUS:

"Kputepuu onenku nHdopmanuu, HeooxoauMon i npunatus deaepanbHON ciay)00i 1Mo
Ha/30py B cepe 31paBOOXpaHEHUsS pelIeHUH, yka3aHHbIX B myHKTe 4.1 Hacrosmux [Ipasui,
ycranaBnuBatorcs ®DexepanbHOi  cinyk00i1 1o Haazopy B cdepe 3apaBOOXpaHEHHS IO
cornacoBanuio ¢ dexepanbHoil chnyx00il 1o Hamg3opy B cdepe CBiI3M, HHPOPMALMOHHBIX
TEXHOJIOTHI1 1 MaCCOBBIX KOMMYHHUKAIUM.";

B noanyHkrax "0" u "B" myHkTa 7 cioBa "B MyHKTax 2 - 4" 3aMEHUTH CJIOBaMH "B MyHKTaX 2
-4.1".
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