IMPABUTEJBCTBO POCCUMCKOM ®EJEPAIINN

IMMOCTAHOBJIEHUE
ot 16 mas 2020 r. N 697

OB YTBEPKJIEHUU ITPABII
BBIJIAYM PA3PELIEHUS HA OCYIIECTBJEHUE POSHUYHOMN TOPIOBJIN
JEKAPCTBEHHBIMH INPETAPATAMM JJIS1 MEJIUIIMHCKOI'O IPUMEHEHU S
NUCTAHIIMOHHBIM CIIOCOBOM, OCYIIECTBJIEHUS TAKOM TOPIOBJIU
1 JOCTABKH YKA3AHHBIX JIEKAPCTBEHHBIX TPEITAPATOB I'PAXKJIAHAM
" BHECEHUU UBMEHEHWI B HEKOTOPBIE AKThI IPABUTEJIBCTBA
POCCHUHCKOM ®EJIEPAIINN ITO BOITPOCY PO3SHUYHOM TOPT OBJIA
JEKAPCTBEHHBIMH NPEMMAPATAMM JJIS1 MEJUIIMTHCKOI'O
IMPUMEHEHUS JUCTAHIIMOHHBIM CIIOCOBOM

CHHCOK M3MEHSIIONIHNX IOKYMEHTOB
(B pea. IlocranoBnenuii [IpaBurtenscrea PO ot 11.07.2020 N 1036,
or 31.05.2021 N 827, ot 18.02.2023 N 272)

B coorBerctBuum ¢ uyacteio 1.1 crateu 55 @enepanbHoro 3axkona "OO oOparieHuu
nekapcTBeHHbIX cpeacTB" [IpaButenbcTBo Poccuiickoit denepanyun moCTaHOBIISET:

1. YTBepauTh nmpuiaraeMsale:

H[!aBI/IHa BbIJIaYX Pa3pCHICHUA Ha OCYUICCTBIICHHC p03HI/I‘{HOI>'I TOProBJIM JICKAPCTBECHHBIMUA
nperaparaMmu 1Jis1 MEAUITUHCKOI'O IIPUMCHCHUSA JUCTAHIIMOHHBIM CHOCOGOM, OCYLICCTBIICHUSA Takou
TOProBJIM U JOCTABKH YKA3aHHBIX JICKAPCTBCHHBIX NIPCIIAPATOB I'paKaaHaM;

M3MEHEHUS, KOTOpbIE BHOCATCS B akThl IIpaButenscTBa Poccuiickoit @enepanuu 1no BOnpocy
PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMU IMpenaparaMd JUisi MEAMLIMHCKOTO IPUMEHEHUs
IUCTAHIIMOHHBIM CIIOCOOOM.

2. MuHucrepcetBy 3apaBooxpaHeHusi Poccuiickont denepanyu opraHu3oBaTh B TEUYEHHE 6
MECALIEB CO JHs BCTYIUICHHMSI HACTOSILIETO IIOCTAHOBIICHHsS B CHUJIYy MOHHUTOPUHI NPHUMEHEHUS
IIpaBui, yTBEpKIECHHBIX HACTOALIMM IIOCTAHOBJICHUEM, U IpeaAcTaBuTh B IIpaBHUTENBCTBO
Poccuiickoit deaepanuu 1o MCTEUCHUHM YKa3aHHOTO CpOKa JOKJIaJ O €ro pe3ysbTaTax.

3. HacTrosee noctaHOB/ICHHE BCTYNAET B CHILY CO JIHS €r0 O(HINAIBHOTO OIyOJIMKOBAHHUS.

Hcnomasarommii 00s13aHHOCTH
[Ipencenarens I[IpaButenbcTBa
Poccuiickoi @enepanyun
A.BEJIOYCOB
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YTBepxKaeHBI

nocraHoBieHueM [IpaButenscTBa
Poccuiickoit @enepanyun

ot 16 mas 2020 r. N 697

INIPABHJIA
BBIJIAUM PA3SPEIIEHUS HA OCYIIECTBJIEHUE POSHUYHOM TOPTIOBJIA
JIEKAPCTBEHHBIMMU NPEITAPATAMM JJIA MEJUIIUHCKOI'O IPUMEHEHUA
JTACTAHIIMOHHBLIM CIIOCOBOM, OCYIIECTBJIEHUSI TAKOM TOPTOBJIA
N JOCTABKU YKA3AHHBIX JIEKAPCTBEHHBIX ITPEITAPATOB I'PA’KIAHAM

Crucox U3MEHSIUX JOKYMEHTOB
(B pen. [locranoBnenwuii [IpaButensctea PO ot 31.05.2021 N 827,
ot 18.02.2023 N 272)

1. Hacrosimue IlpaBuia ycTaHaBIMBAIOT MOPSAJOK BBIJAUYM pa3pellieHUs] HA OCYIIECTBICHHUE
PO3HMYHOM TOPrOBIM JIEKAPCTBEHHBIMU IpenaparaMd s  MEIULUHCKOTO IPUMEHEHMS
JUCTAHLIIMOHHBIM ~ CIIOCOOOM, TpeOoBaHMSI K AaNTEUYHbIM OpraHu3alusM, KOTOpPbIE MOTYT
OCYLIECTBIIATh TAKyI0 TOPTOBIIO, MOPSAJOK OCYLIECTBICHUS TAKOW TOPrOBJIHM, a TAKXKE JOCTaBKH
YKa3aHHBIX JIEKAPCTBEHHBIX IIPENAapaTOB IpaXkKaaHaM.

2. JIUCTaHUMOHHBIM  CHOCOOOM  MOMET  OCYIIECTBIATBCA  PO3HUYHAS  TOPTOBIIS
JIeKapCTBEHHBIMU IMIpernapaTamMu s MEIUIMHCKOrOo TpUMEHEeHus (Janee - JIeKapCTBEHHBIE
mpenaparel), 3a MCKIIOYCHHEM JICKapCTBEHHBIX IpPENapaToB, OTIYCKAaeMbIX II0 pELenTy Ha
JIEKapCTBEHHBIN IMpernapaT, HApKOTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB M ICUXOTPOMHBIX
JIEKAPCTBEHHBIX MPENapaToB, a TaKXKe CIUPTOCOJEPKAIIUX JICKAPCTBEHHBIX IPENapaTroB ¢
00BEMHOM JI0JIeH ATUIIOBOTO CITMPTA CBHIMIE 25 TPOIEHTOB.

3. OcyuiecTBiieHUE PO3HUYHON TOPTrOBIM JIEKAPCTBEHHBIMHU IpenapaTaMu JUCTaHIIMOHHBIM
crocoOOM BKJIIOYaeT B cebs mpueM, (GOpMHpOBaHHME, XpaHEHHWE M JOCTaBKy 3aKa3oB Ha
JIEKapCTBEHHBIE IIPENapaThl, a TAKKE OTITYCK JIEKAPCTBEHHBIX IIPENapaToB.

4. Pacuerpl mpu oOmaTe JIEKAPCTBEHHBIX NpemapatoB W YCIyr MO UX JOCTaBKe
OCYUIECTBIISIIOTCA IO BBIOOPY TMOKyHaTels B HAIMYHOW WM Oe3HanuuHOil dopMe myTem
IPEIOIIaThl 3aKa3a WIK €ro OIIaThl B MECTE MOIYUYEHUS 3aKa3a.

5. Po3HuyHas TOProBis JIEKAPCTBEHHBIMU MpernaparaMyd JUCTAHIIMOHHBIM CIIOCOOOM
OCYIIECTBIISIETCS ~ aNTEYHBIMH  OpraHu3aiusIMu (32  HCKIIOYEHHUEM  WHAMBHUAYaJIbHBIX
npeAnpuHUMaTeIeH ), UMEIOIMMH JIUIEH3HIO HA OCYIIECTBICHHE (hapMalleBTHUECKON A TeIbHOCTH
C yKa3aHMEM BBINOJHSIEMONW paboThl (OKa3plBaeMOW YCIYrM) IO PO3HUYHOW TOPTOBIE
JIEKapCTBEHHBIMU NIpenapaTaMy U BIaJCIOIMMHU TaKOW JIMIIEH3UEW HE MEHee OJHOro roja (naiuee -
anTeyHas opraHu3allysl), Npy HaJIUYnu:
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a) yrpatun cuiy ¢ 1 cenrsops 2021 roma. - IlocranoBienue IlpaButensctBa PD ot
31.05.2021 N 827,

0) 0O0OpYyIOBAaHHBIX TIOMEIIEHUH (MeCT) /Ui XpaHeHHA C(HOPMUPOBAHHBIX 3aKa30B B
cooTBeTcTBUU C llpaBunamu Haanexamed NPaKTUKM XpaHEHWs M IIEPEBO3KU JIEKAPCTBEHHBIX
IpernapaToB s MEIUIMHCKOTO NPUMEHEHHUs, YTBEP)KICHHBIMU IpHKa3oM MuHHUCTEpCTBA
3napaBooxpanenus Poccuiickonn denepanuu;

B) caiita B uWH(OpPMAIMOHHO-TEJICKOMMYHUKAIIMOHHOW cetu "WHTepHer" (mamee - ceTh
"MuTepHeT") UM npeaycMOTpeHHOro nyHkToM 5(1) Hacrosmumx [IpaBui jorosopa ¢ 10puAHYECKUM
JIMIIOM, SIBIISFOLIUMCS BJaJiesIblieM arperaropa nHGopMaluu o ToBapax (yciyrax) B COOTBETCTBHH C
3akonom Poccwmiickoii @eneparnu "O 3ammre npaB norpeduteneit” (ganee - Biaenel arperatopa).
JlomyckaeTcst Halln4re MOOMIIBHOTO MPUIIOKEHHUS;

(nm. "B" B pen. IlocranoBnenus [Ipasutensctea PO ot 31.05.2021 N 827)

I) COOCTBEHHOM KypbepcCKOW CIIyxkObl, uMerouell o00opynoBaHue, oOOeCleunBaroIee
nojaJepKaHue HeoOXOIUMOro TEMIEPaTypHOTrO peXHMMa JUIsl  JOCTaBKM  TEPMOJIAOMIIbHBIX
JIEKapCTBEHHBIX MPENapaTroB, WIM AOrOBOPA C MHBIMU JIMLAMH, OCYIIECTBISIOIIMMHU JOCTABKY C
UCIIOJIb30BAHUEM TAKOT0 000y I0BaHHUS;

(nm. "r" B pex. [locranosnenus [lpaButensctBa P® ot 31.05.2021 N 827)

J) DIIEKTPOHHON CHUCTeMbl IaTexked u (WiIM) MOOWIBHBIX IJIATEKHBIX TEPMHUHAJIOB,
npeTHA3HAYCHHBIX JIJIS TIPOBEACHMSI SJICKTPOHHBIX TUTATEKEH, B TOM YHCIIE C TTOMOIIbI0 OAHKOBCKUX
KapT, HEMTOCPEACTBEHHO B MECTE OKa3aHUS YCIIYTH.

5(1). Tlpm oOCyIIECTBICHUU PO3HUYHOM TOPTrOBIM JIEKAPCTBEHHBIMH TIperapaTaMu
JUCTAHIIMOHHBIM CHOC060M afTCuHad opraHu3anus BIPABC 3aKIOYUTL C BJIAACIIBICM arperaropa
JIOTOBOP, MPEyCMATPUBAIOIIIHIA:

a) MPEeNOCTaBICHUE IMOKYNATEN0 BO3MOXKHOCTU O3HAKOMUTBCS C IPEUIOKEHUEM alTEedHOH
OpraHM3aliy O 3aKJIF0YEHUN JOTOBOpA POZHUYHON KYIIJIU-IIPOJIAXKH JIEKAPCTBEHHBIX MIPENapaToB HA
caiite B ceru "HTepHer" wiM B MOOWJIBHOM TPWIOKEHUM, NPUHAJICKANINX BJaJEIbIy
arperaropa;

0) mpueM BIAJeNbLEM arperaTopa 3aka3a A alTeYHOW OpraHu3alud O 3aKII0UYEHUU
JIOTOBOpa PO3HUYHOM KYIUIM-TIPOJAXXH JIEKAPCTBEHHBIX MpPENapaTroB, a TaKkKe 3aKIIOYCHHUE
BJIAJICJIBLIEM arperaropa OT UMEHHU M 3a CUET alTeYHOM OpraHU3alyu JOTOBOPA PO3HUYHOW KYTLIH-
IPOJaKU JIEKAPCTBEHHBIX IIPENAPATOB C MOKYIATEIEM C BO3MOKHOCTBIO NPEABAPUTEIBHON OILIATHI
3aKasa.

(n. 5(1) BBenen LlocranoBnenuem [IpaBurensctea P® ot 31.05.2021 N 827)

5(2). AnreuHas opraHu3alus BIPaBE 3aKJIIOUUTh yKa3aHHbIA B IyHKTe S5(1) HacToAMX
[IpaBun 10roBop ¢ HECKOIBKUMH BJIaJI€JIbLIAMH arperaTopos.

Bnanenen arperaropa BmpaBe 3aKIIOUYUTh YKa3aHHbIM B myHkTe S(1) Hacrosmmx I[IpaBun
JIOTOBOP C HECKOJIbKUMU allTE€YHbIMH OPTaHU3ALUSMH.
(n. 5(2) BBenen Locranosnenuem [IpaBurtensctea P® ot 31.05.2021 N 827)

6. Ytpatun cuny. - [loctanosnenune [Ipasutenscrea PO ot 18.02.2023 N 272.

7. Bblmaua paspemieHusi Ha OCYIIECTBICHHE PO3HUYHOW TOPTOBIHU JIEKAPCTBEHHBIMU
npenapaTaMu JUCTAHIIMOHHBIM CIOCOOOM (Hasiee - paspemieHue) ocyiecTBisercs: DeaepanbHON
ciyx00# o HaA30py B cepe 3apaBOOXpAaHEHUS B MOPSAKE, YCTAHOBIEHHOM aIMUHUCTPATUBHBIM
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periaMeHToOM, C HCHOJb30BaHHEM (hefepalibHOW TrocyAapCTBEHHOW HMH(OPMAIIMOHHON CHUCTEMBI
"EAuHBI MOpTan rocyJapCTBEHHBIX M MYHUIMNAIbHBIX ycnyr (QyHkumii)" (mamee - eAUHbBIN
HopTa).

Jis monmyueHus pa3pelieHHs anTevHas OpPraHM3allvsl HAMpaBISIeT 3asBICHHE O TMOJYYCHHUU
paspenieHus (najee - 3asBJICHHE) C WCIOJB30BaHWEM JIMYHOTO KaOWHETa Ha €JIMHOM IOpTajic B
ABTOMATHUYECKOM PEKUME C TIPUIIOKECHUCM:

KOIMH JIOKyMEHTOB (CBEICHMI), MOATBEPXKAAIOUIMX HalU4yhe OO0OpPYJOBAaHHBIX MOMELICHUH
(MecT) ans xpaHeHHs C(OPMHPOBAHHBIX 33aKa30B B COOTBETCTBHM C TNPABWIIAMHU HaJIEXaIlen
IIPAKTUKN XPaHEHMsI U NEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB Ul MEIULMHCKOTO NPUMEHEHMS,
YTBEpKICHHBIMH MUHHCTEPCTBOM 31paBooxpaHeHus Poccuiickoit denepanuu;

KOMUN JOKYMEHTOB (CBEIEHHUI), MOATBEPKIAIOIIMX HaIWMuue COOCTBEHHOW KypbepCKOM
CIyKObI, WMerolel  obopymoBaHue, OOecTeuMBaIoONmiee  MOAJACpPXKAHUE  HEOOXOIUMOTO
TEMIEPATypPHOTO peXHMa JUIsi JOCTaBKM TEPMOJAOUIBHBIX JIEKAPCTBEHHBIX IPEMapaToB, WIH
I[OFOBOpa C HHBIMH JIMIIaMH, OCYHIGCTBHHIOHH/IMI/I JIOCTaBKy C HCIIOJB30BAHHUCM TaKOI'O
000pyI0BaHUs;

KONMUN JOKYMEHTOB (CBEICHHMI), MOATBEPKAAOIMIUX HAIUYUE OJIEKTPOHHOH CHCTEMBI
miaTexxen u (WiaM) MOOWIBHBIX IUIATEKHBIX TEPMUHANIOB, MPEIHA3HAYCHHBIX JIs MPOBEIACHUS
AJICKTPOHHBIX IUIATEXEH, B TOM YHUCJIE C TIOMOIILI0 OAaHKOBCKUX KapT, HEMOCPEACTBEHHO B MECTE
OKa3aHMs yCIyTH.

3asBIEHHE M IpWIaraéMble K HEMY JIOKYMEHTHI (CBEIEHUS), MOJINUCAHHBIE M 3aBEPEHHBIE
YCUJICHHOU KBATU(UITUPOBAHHOMN 3JIEKTPOHHOU MOJIITUCHIO 60 YCUJICHHOU
HEKBAIU(DUITUPOBAHHOM 3JIEKTPOHHOM MOIMUCHIO (PU3MUECKOTO JIHIIA, CEPTH(PUKAT KITH0Ua TPOBEPKH
KOTOpPOM CO3/laH M MCHOJB3yeTcsl B HMH(PPACTPYKType, oOecreyuBaromei uHGOPMAIMOHHO-
TEXHOJIOTUYECKOE  B3aUMOJEHCTBHE  HMH()OPMAIIMOHHBIX  CHUCTEM,  HCIOJB3YyEeMbIX  JUIS
NPEOCTABICHUSI TOCYNAapCTBEHHBIX M MYHHUIMNAIbHBIX YCIyT B 3JEKTPOHHOW ¢Qopme, B
ycraHoBiieHHOM IIpaButensctBom Poccuiickonn ®enepanuu NOpsAKE IOPU I0Jaye 3asBICHUS
(bu3MYecKUM JIMIOM, TNPEICTABISIONIMM HHTEPEChl IOPUIMYECKOro Jjuua (Mpd HaJIUYUU B
NEKTPOHHOW  ¢dopMe B  MAIIMHOYUTAEMOM  BHJE  JOBEPEHHOCTEH, IOATBEPKIAIOIIUX
COOTBETCTBYIOIIINE MOJIHOMOYHS), IPEJICTaBIISIFOTCS B MOpATIKE, YCTaHOBJIEHHOM
aJMMHHUCTPATUBHBIM PETJIAMEHTOM, C UCIIOJIb30BAHUEM €IMHOTO MOPTAJIa.
(n. 7 B pen. Hocranonenus [IpaBurensctBa PD ot 18.02.2023 N 272)

8. B 3aaBiaeHnun YKa3bIBAIOTC CICAYIOINUEC CBCACHUA:

a) aJpec IOPUAMYECKOro JIMIa U aJgpeca €ro CTPYKTYpHbIX MOApPa3AeieHUM (Mpu HaIuduu
CTPYKTYPHBIX NOJIpa3ieNieHuil);

0) aapec mecta (aapeca MECT) OCYHISCTBICHUS PO3HUYHON TOPTOBJIM JIEKAPCTBEHHBIMU
npernapaTamu;

B) aapec caita (ampeca caiitoB) B cetu "HHTepHer" u uHbopmanus O MOOHIEHOM
OPUJIOKEHUU (TIpU HAJIWYKMM), TNPUHAUICKAIIUX anTeyHOW opraHu3auuud W (WIM) BIaAEIbIy
arperaTopa, B Cilydae 3aKJIIOYEHHUS alTeuyHOW OpraHu3aluell J0oroBopa, MHpPeayCMOTPEHHOTrO
nyHkToMm S(1) Hacrosmux [IpaBui, ¢ BiaaenbleM arperatopa.

(n. 8 B pen. [locranonenus [IpaBurensctBa PO ot 18.02.2023 N 272)

8(1). Ilpm 3akmrOoYeHWH aNTEYHOW OpraHW3aluei, MMEIONIEH pa3pelieHue, C BIAJEIbIEM
arperaTopa JIoroBopa, npelycCMOTpeHHOro myHkToM 5(1) Hacrosiuux [IpaBui, pacTop:keHUH TaKOTO
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J0roBOpa JMOO HW3MEHEHHM CBEJCHMH, NPEAyCMOTPEHHBIX IyHKTOM 8 Hacrosumx [Ipasui,
anTeyHas OpraHu3anus B TeueHHe 3 padouux JHEH co JHS 3aKJIIOYEHHUsl JI0TOBOpA, PacTOPXKEHHUS
JI0roBOpa J100 U3MEHEHUS yKa3aHHbBIX CBEJCHUN HANpaBJIseT ¢ UCIOIb30BAHUEM €IMHOTO MopTaia
B @enepanbHyto ciyx0y 1Mo Haa30py B chepe 3ApaBOOXPAaHEHNUS 3asIBIICHHE O BHECEHUH N3MEHEHUH
B peecTp BBIJIAHHBIX pa3pelieHHUi (Jajiee - peecTp pa3pelieHHii) ¢ yKa3aHueM COOTBETCTBYIOIIUX
CBEJICHHUH 1 MPUIIOKEHUEM KOIHH JJOTOBOpa (B CIy4yae ero 3aKIt0YeHMUs ).

3asiBlI€HHE O BHECEHUU M3MEHEHHM B peecTp pa3pelleHUi, IpuiaraéMble K HEMy CBEJICHUS U
KOMMs JoroBopa (B cCily4yae €ro 3akjiiOueHHs), IOANUCAHHbIE U 3aBEPEHHbIE YCUIIEHHOU
KBaJTM(HUIUPOBAHHONW  SJEKTPOHHOW TOJMHCHI0 JIMOO YCWJICHHOW HEKBAJTU(HUIIMPOBAHHON
JIEKTPOHHOU MOAMUCHI0 (U3NYECKOTo JIUIA, CepTHU(HKAT KIYa HNPOBEPKU KOTOPOIl co3AaH M
UCTioNb3yeTcst B HH(ppacTpykTrype, obecneunBaromield  HH()pOPMAIMOHHO-TEXHOJIOTHYECKOE
B3auMoJieiicTBUe  MH(OPMAIMOHHBIX  CHCTEM,  HUCHOJb3YeMbIX Ui  [PelOCTaBICHUS
rOCYy/JapCTBEHHBIX W MYHHULIMUNAIBHBIX YCIYr B 3JEKTPOHHOW ¢opMe, B YCTAaHOBJIEHHOM
[IpaBurensctBoM Poccuiickoit denepanuu nopsake Mpu nojaue 3asBICHUS (PU3HMUECKUM JIHIIOM,
NPEACTaBISIONIMM HHTEPEChl IOPUIMYECKOro juna (MpH HAJIMYMKA B DJIEKTPOHHOW ¢opme B
MAIlMHOYMTAEMOM BHJIE JOBEPEHHOCTEH, NOATBEPXKJIAIOIIMX COOTBETCTBYIOIME MOJIHOMOYUS),
IPEACTABISIIOTCA B IOPSAAKE, YCTAHOBJICHHOM  aJIMHUHHUCTPAaTUBHBIM  PETJIAMEHTOM, C
UCIIOJIb30BAHUEM €IMHOTO MOPTaJIa.

ITpu nocrymnenun B @enepanbHyro ciyx0y MO Hax3opy B cdepe 3ApaBOOXPAHEHUS
3asBJICHUS O BHECEHMM HM3MEHEHHUIl B peecTp paspemeHuii dexepanpHas ciy:xkb6a MO HAA30py B
cdepe 3ApaBOOXPaHEHUS IPUHUMAET pEIICHUE:

O BHECEHMM HM3MEHEHUU B PEECTp Pa3pELICHHH B COOTBETCTBUHU C IIYHKTOM 9 HacTosIIMX
[IpaBui;

00 OTKa3ze BO BHECEHHMM HU3MEHEHMH B pEECTp pa3pelleHHil B cllyyae BbISBICHUS
00CTOSITENILCTBA, yKa3aHHOTO B moamyHkTe "6" myHkTa 29 Hacrosimux [IpaBui, W mpekpamieHuH
NeMCTBUS pa3peleHms..

(. 8(1) B pen. Ilocranosnenus [IpaBurensctea PO ot 18.02.2023 N 272)

9. Pemienue o Bbliaue paspemieHus, 00 0TKa3e B BbIAAYE pa3pelieHHsl, 0 BHECEHUN U3MEHEHUI
B PeecTp paspemieHni nim o0 0Tka3e BO BHECCHUH M3MEHEHHI B PEECTP pa3pelIeHU TPUHUMACTCS
DenepanbHOl Cityx00i M0 Haa30py B chepe 3ApaBOOXpaHEHUsI B TeUeHUE 5 pabouymnx IHEH co aHA
HOTy4CHHS 3asBJICHHS JINOO0 3asIBICHNS O BHECEHUN U3MEHEHUH B PEECTP pa3peIIeHHH.
(m. 9 B pen. Hocranopnenus [IpaBurenscta PO ot 18.02.2023 N 272)

10. OcHOBaHUSAMU IJI OTKa3a B BbIIaye pa3peIIeHus SIBISIOTCA:
a) OTCYTCTBHE B 3asBJICHUH CBEJICHUH, YKa3aHHBIX B IIYHKTe 8 HacTosmux [IpaBui;
0) mpeAcTaBICHUE HEJOCTOBEPHBIX CBEICHUIA;

B) HECOOTBETCTBUE AlITEYHON OpraHU3ali TPeOOBaHUSIM, YKa3aHHBIM B IIYHKTE 5 HACTOSILIHUX
[IpaBun.

11. YBenomsienue o0 OTKa3e B BblIauye pas3pelleHHs C YKa3aHHEM OCHOBAHMS OTKasa
HAMpaBIIAETCS aNTEeYHOH OpraHW3aldd C HCIOIB30BAaHMEM €JWHOTO MOpTaja B JIEHb NPUHATHA
TaKOTO PEIICHHUS.

(n. 11 B pen. Ilocranosnenus [Ipasutenscta PO ot 18.02.2023 N 272)
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12. PeructpallnoHHBIA HOMEP pa3pelIeHUI0 MPUCBAUBACTCS C UCIIOIb30BaHUEM (eliepaabHOM
rocy/1apcTBEHHOW HWHGPOpMaMOHHON cucteMbl "®denepanbHblii peecTp TroCyJapCTBEHHBIX U
MYHUIUNAIBHBIX yCIyT (QyHKIMN)".

@enepanbHas ciayxk06a mo Hag3zopy B cdepe 3apaBooXpaHeHHs (GOPMHPYET M BEAET B
JIEKTPOHHOM BUJIE€ PEECTP Pa3peIICHUil.

Benenne  peectpa  paspeumieHMH — OCYNIECTBISIETCS  CHOCOOOM,  OOECTeYMBAIOIIUM
aBTOMaTuyecKkoe (POpMHpPOBAHUE BBITUCOK M3 PpEECcTpa pa3peuleHHil B AIIEKTPOHHOM ¢opMme C
HaHeceHHeM Ha BeIMUCKUA QR-Kk0/a, C MOMOIIBI0 KOTOPOTO 00eCTieunBaeTCs EPEX0] Ha CTPAHUILY B
cetu "UHTEepHeT", conepxkaliel CBeACHUs U3 PeecTpa pa3peliCHU.

Brinucka u3 peectpa paspelieHui, BblaBaeMmas Ha OyMa)KHOM HOCHUTENE, MOANUCHIBACTCS
YIOJTHOMOYEHHBIM JIOJDKHOCTHBIM JTUIIOM TEPPUTOPUANIBHOTO oprana denepalbHON CIyKOBI MO
Hag30py B cdepe 3ApaBOOXpaHEHHS COOTBETCTBYIomero cyObekta Poccuiickoit ®enepamuu, a
npenocrabinsieMas B (oOpMe DIEKTPOHHOTO JOKYMEHTAa, - YCHJIECHHOW KBamu(UIIUPOBAHHOM
3JIEKTPOHHOU MOJMUCHIO.

Breimucka w3 peectpa paspemieHHid Ha OyMaXHOM HOCHTENEC BBIIACTCS 3asSBUTEIIIO
HEMOCPEACTBEHHO B TEppUTOpHAbHOM opraHe DenepanbHON CiaykObl MO Haa3o0py B cdepe
3IpaBOOXPAHEHUS] COOTBETCTBYyIOIEro cyOwnekta Poccuiickoit @enepanmm, a B (opme
JNEKTPOHHOTO JOKYMEHTa TMPEAOCTaBIsIeTCs C KCIOIb30BaHUEM €IUHOro TmopTana. Beinaya
(mpenocTaBieHue) BRIMUCKU U3 peecTpa pa3pelieHnuid OCyecTBIsIeTcs 03 B3UMaHUs TUIATHI.

(n. 12 B pen. [Hoctanopnenwus [IpaButensctBa PO ot 18.02.2023 N 272)

13. Ha caiite anteunoit opranu3anuu B cety "MHTepHET" 1 B MOOWJIBHOM MPHJIOXKEHUU (TIpH
HaJIMYUH) pa3MelIatoTCs:

a) MmoyiHoe (PMPMEHHOE HaMMEHOBAHHUE alTeYHON OpraHu3aIiK (Ha PYCCKOM SI3BIKE);
(B pen. Hocranosnenus [IpasutensctBa PO ot 31.05.2021 N 827)

0) OCHOBHO# roCyJapCTBEHHBIN PETUCTPAIIMOHHBIA HOMep anTeuHou opranuzainuu (OI'PH);
(B pen. lHocranosnenus [Ipasutenscta P® ot 31.05.2021 N 827)

B) UAeHTU(UKAITMOHHBIA HOMep Hayoromiatenbiuka (MHH);

T') aJjpeca anTeYHON OpraHU3ali U €€ CTPYKTYPHBIX MOJIpa3/ieieHul (MpyU HATUIHH ),
(mm. "r" B pex. [locranosnenus IpaButensctBa P® ot 31.05.2021 N 827)

1) HOMEp 3aIliCH B PEECTpe JINIEH3UI Ha OCYIIECTBICHHE (hapMalleBTHYECKOI eI TeIbHOCTH;
(nm. "n" B pexn. llocranosnenus IIpasurenscrBa PO ot 31.05.2021 N 827)

e) rpaduueckoe n300paskeHNE pa3pelIeHHs alTeYHON OPraHU3aIIHH;
(B pen. Hocranosnenus [Ipasutenscta PO ot 31.05.2021 N 827)

) peKUM pabOThl aITEUHOI OpraHu3aluu;

3) nuH(OpMAaIUs 0 CiIy:K0e 3aKa3a JIEKapCTBEHHBIX MPETapaToB, CIIPABOYHON CITyK0e MIIM HHOM
CTPYKTYpPHOM TOJpa3JeJIeHUH alTeYHOW OpraHu3allid, OCYUIECTBIIAIOIIEM IpPUEM 3aKa30B Ha
JIeKapCTBEHHbIE Mpenapartsl (TenedoH, agpec 3JIeKTPOHHON MOYTHI), U paOOTHUKE, OTBETCTBEHHOM
3a pasMmelnieHre Ha caidte B cetd "HMHTepHer" wuHpOpManMH O JIGKAPCTBEHHBIX ITperaparax
(pamummst, uMs1, OTYECTBO (MIPH HAIUYHH), TeIe(OH, aApeC FITEKTPOHHON MOYTHI);

M) CBEICHHS O JIEKAPCTBEHHBIX IMpenaparax, HMEIOIIMXCS B HAIUYUM U3 COOCTBEHHBIX
TOBApHBIX 3aMacOB U MOJUICKAMNUX POZHUYHON MPOJaKe AUCTAHIIMOHHBIM CITOCOOOM, COJEpIKaIIne
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UHPOPMALIMIO O JIEKAPCTBEHHBIX Ipernaparax B COOTBETCTBHHM C TOCYJApPCTBEHHBIM pPEECTPOM
JEKApCTBEHHBIX  CPEACTB  JUISI  MEQUUMHCKOIO NPUMEHEHUWs, JOCTYNHBIX JUI1  3aKasa,
IIPOU3BOAMUTEINAX JIEKAPCTBEHHBIX IIPENapaToB, CPOKaxX TOAHOCTH JIEKaPCTBEHHBIX IIPENapaTos,
KOJIMYECTBE, PO3HUYHBIX IIEHAX W YCIIOBHUSX XPAHEHMs, a TAKK€ MHCTPYKIHMH 110 MEIUIUHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHBIX IIPEIAPaTOB;

K) wuHQOpManus 00 YCIOBUSX PO3HHYHOM MpOJaKM JIEKAPCTBEHHBIX IIpPernapaToB
JUCTAHLIIMOHHBIM CHOCOOOM (B TOM 4YHCJIE€ C YKa3aHHUEM YCIOBUM MX JIOCTaBKH), OIUIATHI
npruoOpeTaeMbIX JIEKAPCTBEHHBIX MPENapaToB, O CTOMMOCTH, CPOKaX M YCJIOBHUSAX UX JOCTAaBKH, O
nopsiike OoQOpMIIEHHS U CpOKE AEMCTBHSI JOrOBOpa PO3HUYHOW KYIUIM-NIPOJAXXHU C YCIOBHEM
JIOCTaBKH, O MPOBOJMMBIX aKLUAX U CKMJIKAX Ha IIPOJIaBaeMbIe JIEKaPCTBEHHbIE IPENapaThl;

J) CBEJIEHUsI O HOPMATHBHBIX MPABOBBIX aKTaxX, PEriiaMEHTUPYIOUIMX BO3MOXHOCTh BO3BpaTa
MOKyIaTeJIeM JIEKapCTBEHHBIX MTPENapaToB HEHA JISKAIIIETO KaYeCTBa;

M) cCBeleHHMs 00 YIOJHOMOYEHHBIX (QelepalbHbIX OpraHax HCIOJHUTEIPHOW BIACTH,
OCYLIECTBIISIOIIMX  KOHTPOJb 32  PO3HUYHOW  MpOJa)xeil  JIeKapCTBEHHBIX  IpernapaToB
JMCTAHIIMOHHBIM ClIOCOOOM (HauMEHOBaHME, OYTOBBIN aapec, TenedoH, hakc, aapec IEKTPOHHOI
MOYTHI);

H) 00s13aTeNbCTBA MOKYNATES.

13(1). Uudopmanus Ha caiite Biajmenbla arperaropa B cetu "HHTepHer" pasmemiaercs B
COOTBETCTBUU C TpeOoBaHusMH 3akoHa Poccuiickoit deneparuu "O 3amuTe npaB noTpeduTenen".
(m. 13(1) BBenen locranosnenuem I[paButenscta PO ot 31.05.2021 N 827)

14. IlpueM 3aka30B Ha PO3HUYHYIO MPOJAXKy JEKAPCTBEHHBIX NPENapaToB AMCTAHIIMOHHBIM
CII0COO0M OCYIIECTBIISIETCS TOCPEACTBOM OOpAIIEH!S TOKYHATeNs B allTEYHYI0 OPTaHU3ALUI0 HIIH K
BJAJENIblly arperaropa npu nomomu cetd "MHTepHer" depe3 callT (MOOMIBbHOE MNPHIIOKEHHUE)
anTe4YHON OpPTraHW3ALMK WM BIaelbIla arperaropa, 1o tesuedoHaM ciIy>XO0bl 3aKa3a JICKapCTBEHHBIX
IpenapaToB, CHPABOYHOW CIyXObl WJIM HWHOTO CTPYKTYPHOTO TOApA3eNeHUs anTeuHOU
OpraHHU3aLNH, OCYIIECTBIIAIONIETO IPHEM 3aKa30B Ha JIEKaPCTBEHHBIE IPETIApaTHI.

(8B pen. llocranoBnenus IlpaButensctBa PO ot 31.05.2021 N 827)

15. AnTeuHast opraHuzanusi M BiaJelel] arperaropa 00ecneuynBalOT KOH(UAECHIUAIBHOCTh
NEePCOHANBHBIX JAaHHBIX TIOKYNaTellsi B COOTBETCTBHH C TpPEOOBAaHMSIMU 3aKOHOIATEIbCTBA
Poccuiickoit @enepanuu.

(B pen. llocranosnenus IlpasurensctBa PO ot 31.05.2021 N 827)

16. Ilpu mpueMe 3aka3oB Ha PO3ZHUYHYIO TPOJAXKY JICKAPCTBEHHBIX IpErapaToB
JUCTAHIIMOHHBIM CIIOCOOOM YIOJHOMOYEHHBIH paOOTHUK alNTeYHOW OpraHu3aluy JIMOO Biajesell
arperaTopa o0si3aHBbI:

(B pen. Ilocranonenus IlpaBurensctBa PO ot 31.05.2021 N 827)

a) TPOMH(OPMUPOBATH TOKYMATENs O IMOKA3aHMSIX K MPUMEHEHHIO NpHoOpeTaeMoro M
JIEKapCTBEHHOI'O IIpenapara, ero po3HUYHOM LIEHE, CPOKE MOJHOCTH, YCIOBHIX OTIYCKa, IPABHIIAX
XpaHeHHs, B3aUMOJICHCTBMM C JAPYTUMH JICKApCTBEHHBIMH Tpemnaparamu. MHpopMmupoBanue
NOKyHaTessl JOMyCcKaeTcs IOCPEICTBOM MCIONb30BaHMs caifita B cetu "HHTepHer" u (uim)
MOOMIJIFHOTO TIPWJIOKEHUSI anTeyHOW OpraHu3allMd WM BJaJeNiblla arperaropa B TOPSJKE,

npeaycMoTpeHHoM myHkTamu 16(1) u 16(3) nacrosmux IIpasun;
(B pen. llocranonenus IlpasurensctBa PO ot 31.05.2021 N 827)
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0) 3aKIIOYUTH C TOKYyNaTeJeM B YCTAHOBJICHHOM MOPSAIKE JOTOBOP PO3HUYHOW KYIUIU-
MPOJAXH C YCIOBHEM JOCTaBKH, B KOTOPOM YKa3bIBAIOTCS CPOK (OPMHPOBAHUS M CTOMMOCTD
3aKa3a, CTOMMOCTb YCIYI'M IO JIOCTaBKE 3aKa3a, BO3MOXKHOCTb €ro IOJyYeHHs IO MEeCTy
HaXOXJCHHUS anTeyHOW OpTaHW3allii WM JOCTaBKM TI0 MECTy JKUTENbCTBa (NpeOBIBaHUS,
(haKTUYECKOr0 HaXOXIECHUS) MOKYTaTeNsd, HHOMY aJIpecy, COTIaCOBAaHHOMY C MOKyIaTeIeM, Crocod
U MECTO OIUIaThl NPHOOPETaeMOro MM JIEKapCTBEHHOTO IperapaTa (Jajee - JO0TrOBOp KyIUIH-
nponaxu). Po3Hn4Has 11eHa Ha JIeKapCTBEHHBIM Npenapar, yKa3aHHasi B JOTOBOPE KYIUIU-TIPOJIAXKH
(6e3 ydyeta cTOMMOCTH JIOCTaBKHU 3aKa3a), He JOJDKHA MPEBBIIIATh POZHUYHYIO LIEHY JIEKAPCTBEHHOTO
npernapara B aTeYHON OpraHu3aliu;

(B pen. llocranopnenus IlpaBurensctBa PO ot 31.05.2021 N 827)

B) corjacoBaTb C IIOKyHaTeJeM HEOOXOJWMOCTb  IpPEJCTaBICHHUS  JOKYMEHTOB,
NOATBEPXKAAIOMMX Ka4eCTBO JIGKAPCTBEHHBIX IPENapaToB, IPH WX JOCTaBKE BHE MeCTa
HaXOXIACHUA anTeyHoM OopraHn3anuvu.

16(1). Ilpu mnpueMe 3aka30B Ha POZHUYHYIO TPOJAXKY JIEKAPCTBEHHBIX IMpENapaToB
JMCTAHIIMOHHBIM CIIOCOOOM MOCPEACTBOM OOpallleH sl TOKYNaTells B allTeYHY0 OpraHU3alMio WiIH K
BJIAJENIbIly arperaropa mpu nomoiu cetd "MHTepHer" depe3 callT (MOOMIBHOE NPHIIOKEHHUE)
UHQOPMHUPOBAHUE TOKyMaTeNss O IIOKA3aHMUAX K IPUMEHEHHIO JIEKapCTBEHHOIO Ipernapata,
YCIIOBUSIX OTIyCKa, MpaBUiIaX XpaHEHUs JIEKapCTBEHHOIO Mpernapara, B3auMOACHCTBUM C IPYTMMHU
JIEKapCTBEHHBIMM IIpenapaTaMy OCYLIECTBISAETCS IMOCPEACTBOM pa3MEILEHHUs B NPEAJIOKEHUU O
IpOJaKe JEKApCTBEHHOI'O IIpernapaTa MOJHOIO TEKCTa MOCIEAHEW aKTyalbHOW HHCTPYKLHHU IIO
MEIUIUHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara, B TOM 4HCJe IOCPEICTBOM aJpecaluu
Ha caiiT B cetu "VHTepHeT", comepkaluil JaHHBIE TOCYAApCTBEHHOIO peecTpa JEKapCTBEHHBIX
CPEACTB AJs MEAMLUHCKOrO NPUMEHEHUs, JUO00 Tpauueckoro H300pa)KeHUs HHCTPYKLUUH IO
MEIUIIMHCKOMY IIPUMEHEHUIO (JINCTOK-BKJIA/IbIII) JIEKAPCTBEHHOTO Mpenapara.

AnTeuHas opraHu3anus o0s3aHa oOOECIeYuTh pa3MelleHUe YKa3aHHOM HHpopManuu B
NPEJUIOKEHUN O MPOJake JIEKApCTBEHHOro mpernapaTta Ha caifite B cetu "WHtepHer" u (win) B
MOOWJIBHOM MPUJIOKEHUH, B TOM 4YMCJE NMPHHAUIeKAIMX BIaJeNblly arperaropa, ecid MHOe He
IPEIYCMOTPEHO TOTOBOPOM MEXKJTy allTeUHOW OpTaHU3aIlel U BIIAJCIbIIeM arperaTtopa.

(m. 16(1) BBenen IlocranosnenueM I[IpaBurensctBa PO ot 31.05.2021 N 827)

16(2). B cayuae pasmelneHust anTeqHOW opraHu3aliel Ha caiite B cetu "MHTepHeT" U (Wiin) B
MOOMJIFHOM TPWJIOKEHUU BIAJENblla arperaropa MPEAJIOXKEHUS O TMPOJake JIEKapCTBEHHOTO
npenapara, He 3apeructpupoBaHHoro B Poccuiickoit ®exepanuu, Biajenel] arperaropa o0s3aH
NPEKPATUTh pPa3MEIICHWE TAaKOTO TMPEAJIOKECHUS O Tpoaaxe (OrpaHUYHTh JOCTYI K HEMY
MoJIb30BaTeNC caiita W (WiIM) MOOWIBHOTO TPUJIOKEHHS) W YBEAOMHTh O (DaKTe TaKOTO
pasmernenus PenepanbHyto CiIyX0y 1o HaA30py B cepe 31paBoOOXpaHEHHUS.

(n. 16(2) BBenen IHocranosnenuem IpaButensctBa P® ot 31.05.2021 N 827)

16(3). Ilpu mnpueme 3aka30B Ha PO3HUYHYIO MPOJAXY JIEKAPCTBEHHBIX IpernapaToB
JUCTAHIIMOHHBIM CIIOCOOOM TOCPEACTBOM OOpAIleHUsl MOKyHaTessl K BIAJelNbIly arperatopa mnpu
nomoru cetu "MHTepHeT" uepe3 calT u (Win) MOOMIBHOE TMPHUIOKEHHE BIaJeiblla arperaropa
BJIaJIeNIel] arperaropa oOs3aH pa3MecTUTh Ha caiite B ceTd "MHTepHer" u (WiM) B MOOHIBHOM
MPWIOKEHUH CBEJEHUS O CIPAaBOYHOM Ciyk0e anTeyHOM oOpraHu3aluy, pa3Melaruei
NpPEeUIOKEHHsT O MPOJaKe JIEKaPCTBEHHBIX IMPENnaparoB (WIM MHOM CTPYKTYpHOM MOApa3/eeHHH
anTeuyHOM OpraHu3allii, OCYIIECTBISIOUIEM OTIYCK JIEKAPCTBEHHBIX MpPENaparoB), C yKa3aHHEM
TenedoHa, aapeca DIEKTPOHHOW TMOYTH, (QaMHIMK, HWMEHH, OT4ecTBa (MpU HAITHYUH)
OTBETCTBEHHOTO 3a IPHUEM 3aKa30B paOOTHUKA allTEYHON OpraHu3allu.

(m. 16(3) BBenen IlocranosnenueM [IpaBurensctBa PO ot 31.05.2021 N 827)
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17. JloroBop KyIJIU-TIPOJAXH CUMUTAETCS 3aKJIIOUYEHHBIM C MOMEHTa BBbIJIaYu anTEeYHOU
OopraHM3alliei, BiajesblieM arperaropa MoKynaTelll0 KaCCOBOIO MJIM TOBApHOTO yeKa MO0 MHOTO
JOKYMEHTA, IOATBEPKIAIOIIETO OIUIaTy TOBapa, WM C MOMEHTa I[OJYyYEHUs AanTEeYHOU
OpraHM3aliei, BiaJeNblieM arperaropa cooOLIeHHsI O HaMEpeHUHU IMOKyHaTens MpuoOpecTu
JIEKapCTBEHHBIE MpenapaThl.

(B pen. llocranopnenus IlpaBurensctBa PO ot 31.05.2021 N 827)

[lpn omulaTe neKapcTBEHHOro IIpemapara IOKynaTeaeM B Oe3HannuHoi ¢opme (3a
UCKJIIOUEHHEM OIlIaThl C HCIOJIb30BaHUEM OaHKOBCKOM KapThl) MpojaBel] 00s3aH MOATBEPAUTH
nepegavy ToBapa IMyTeM COCTaBJICHMs HaKJIaJHOW WM aKTa Cauyu-IIPUEMKH TOBapa.

18. CdopmupoBaHHBI 3aKa3 YNAaKOBBIBAETCS B T'ePMETHYHYIO TPAHCIOPTHYIO YIAaKOBKY,
o0ecreunBaroIy0 3alUTy JIEKAPCTBEHHBIX MPENapaToB OT BHEIIHErO BO3JEHCTBUS B 3aBUCUMOCTH
OT YCJIOBUH XpaHEHUS B COOTBETCTBUM C MHCTPYKUMSMH IO MEIUIMHCKOMY IPUMEHEHHUIO
JIEKapCTBEHHBIX IPEnapaToB U BO3MOXKHOCTb NOATBEPKIECHHS (DaKTa BCKPBITHSL.

B cnyuae ecnu nekapcTBeHHbIE NpenapaThl TPEOYIOT pa3IMYHBIX YCIOBUM XpaHEHUS U (WUJIN)
JIOCTaBKH, 3aKa3 yIaKOBBIBAETCS B HECKOJIBKO T€PMETHUYHBIX TPAHCIIOPTHBIX YIIAKOBOK.

Ha 3aka3 odopmiisieTcss onmuch BIOXKEHHMs C YKa3aHHEM HOMepa 3aKa3a, JaThl U BPEMEHHU
cOOpKH, KOTOpasi OJIUCHIBAETCS YIIOJIHOMOUYEHHBIM paOOTHUKOM alTeYHOW OopraHMu3aluu. 3aKa3 C
NPUIOKEHUEM OIUCH BIIOKEHUS DPa3MELIaeTcs B CIELUAIbHO BBIIEJICHHOM M 0003HAYEHHOM
NOMEIIEHUH (MECTE) C y4eTOM TpeOOBaHUI K TEMIEPATypHOMY PEXUMY XpaHEHHMsI JEKapCTBEHHBIX
[IpEenapaTos..

19. JlocTaBka 3akaza B COOTBETCTBUHU C YCIOBHUSIMHU 3aKJIIFOYEHHOI'O C MOKYyIAaTeJIeM JI0roBopa
KYIUTH-TIPOJIA’KU OCYIIECTBISICTCS pPAaOOTHUKOM anTeYHOW OpTaHM3alUK WIM WHBIMU JIMIAMH Ha
OCHOBaHUHU JIOTOBOpPA, B KOTOPOM YKa3bIBAIOTCSA OO0S3aHHOCTU KaXXJI0M M3 CTOPOH J0roBOpa,
MOPSAIOK NEUCTBUA U OTBETCTBEHHOCTH CTOPOH JI0rOBOPA.

(B pen. Hocranosnenus [IpaButensctBa PO ot 31.05.2021 N 827)

IIpu nocraBke 3aka3oB, COAEPKALIUMX TEPMOIAOWIbHBIE JIEKAPCTBEHHBIE Ipenaparsl,
UCIIONIB3YIOTCS  TPAHCIOPTHBIE CPEACTBA, OOecledYMBaONUMe IOAJACpXKAaHUE HE0O0X0IUMOro
TEMIIEPATYPHOTO PEKUMa, UJIM HHOE COOTBETCTBYIOIIEE 000pyI0BaHHE (M30TEpMUYECKas YIIaKOBKa,
TEPMOKOHTEIHEp U T.I1.).

AnTeuHas OpraHu3aiys, 3akKJIIOYMBIIAs JOTOBOP C WHBIMH JIMIIAMUA Ha OCYIICCTBJICHUE
JIOCTAaBKH 3aKa3a, HECeT OTBETCTBEHHOCTh MEpPE]] MOKYIMaTeJIeM B CIydac HApyIICHUS yKa3aHHBIMHU
JIMIIaMU YCIIOBHIA XPaHEHHUsI JICKAPCTBEHHBIX MPENApaToB NMPU OCYIICCTBICHUU UX JIOCTABKH, MIOPYH
JICKapPCTBEHHBIX MTPETapaToB.

(a63an BBeneH [locranoBnenueM [IpaBurensctBa PD ot 31.05.2021 N 827)

ATmTeuHbIC OpraHU3AIMH | JIUIIA, OCYIIECTBIISIIONINE JOCTABKY 3aKa3a, HECYT OTBETCTBEHHOCTh
3a  peanmmzanuio  GanbcUPUIMPOBAHHBIX, KOHTPA(aKTHBIX, HEJOOPOKAUECTBEHHBIX U  HE
3aperucTpupoBaHHbIX B Poccuiickoit Penepannn JeKapCTBEHHBIX CPEJICTB.

(a63am BBeneH [ocranoBnenuem [IpaButenscta PO ot 31.05.2021 N 827)

20. AnTeuHas opraHu3anusi BeNET PErHCTPAIMI0 OCYIIECTBICHHBIX 3aKa30B M JIOCTaBOK
JIEKapCTBEHHBIX IpPENaparoB € YyKa3aHMEM JaThl, BPEMEHHM U HOMEpa 3aKa3a, HauMEHOBaHW
JICKapCTBEHHBIX MpPEMapaToB W HX MPOU3BOAMUTENCH, JeKapCTBEHHBIX (opM, (GOpM BBIMTYCKa,
UHPOpPMALIMM O BPEMEHH, JaTre W aJapece JOCTaBKH 3aKa3a IIOKYIAaTeNo, a TaKKe BHOCHT
uHbopMaluio 00 OIMIAYeHHBIX (OTMYIIEHHBIX) M TMOJYYEHHBIX IOKYIATeNIeM JeKapCTBEHHBIX
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npenaparax B CUCTEMY MOHUTOPHHIA ABWKCHUS JICKAPCTBCHHBLIX IIPCIIApAaTOB AJId MCAUIIMHCKOI'O
IPpUMCHCHUA.

21. JlocTaBieHHBIH 3aKa3 MepeaaeTcsl MOKyIaTeIo 0 MECTY €ro JKUTENIbCTBA (MpeObIBaHus,
(haKTUUECKOr0 HaXOXKJICHHS) WM UHOMY YKa3aHHOMY UM aJpecy, a IPU OTCYTCTBUM MOKYIATeNs -
Juany, Np€aAbABUBIIEMY OPUTIMHAJIBI UKW KOIIMH (BO3MO)KHO B 3JICKTPOHHOM BI/IIIG) KBHUTAaHIIMU WJIN
MHOT'O JOKYMEHTA, MTOJTBEPKAAOLIET0 3aKI0UYEeHUE JOroBOpa KyIUIU-TIPOJIaXKH, OIIaTy 3aKa3a WiH
o(OpMIICHHE €TO JIOCTABKH.

22. OTnyck JeKapCTBEHHBIX MPEenaparoB, JOCTABISIEMBIX MOKYMATEI0, OCYLIECTBISETCS B
COOTBETCTBMU ¢ [IpaBuinamMu OTHycKa JIGKAPCTBEHHBIX IMpenapaToB Ui  MEIUIIMHCKOTO
HpI/IMeHeHI/IH, B TOM 4YHCIIC I/IMMyH06I/IOJIOI‘I/I‘-I€CKI/IX HeKapCTBeHHLIX HpenapaTOB, AIlITCYHBIMHU
OpraHW3alysIM{, WHIWBHAYAJIbHBIMH  TPEANPUHUMATEIISAMH, HWMEIOMMMH  JIMIICH3WI0  Ha
(apMaeBTHUECKYI0  JEATENbHOCTb,  YTBEPXKIECHHBIMH  MUHHCTEPCTBOM  37paBOOXpPAHEHHUS
Poccuiickoit ®enepanuu.

23. Ilpm nosydeHMM 3aka3a MOKyNaTelb MPOBEPSET LEJOCTHOCTh TPAHCHIOPTHOM YNAaKOBKH,
CaMOCTOSITEJIBHO BCKPBIBAET TPAHCIIOPTHYIO YIAKOBKY, CBEPAET COAEPKMMOE 3aKa3a C OIHUCHIO
BJIOKEHUS, MPOBEPSIET OTCYTCTBUE MOBPEKICHUM BTOPUYHOM (MOTPEOUTENHCKON) M MEPBUYHON
YIIaKOBOK JIEKAPCTBEHHOI'O Mpernapara, HaJuIeXalluil BUJ JEKapCTBEHHOIO Ipenapara (Ipu
BO3MO>KHOCTH)), paCIIUCBhIBAETCS B MOJTYYEHHH 3aKa3a U B MOATBEPKACHUE OTCYTCTBHSI IIPETEH3UM K
anTEeYyHOM OpraHu3aluy, JIMIy, OCYLIECTBUBIIEMY JOCTaBKY JIEKAPCTBEHHBIX MPENapaToB.

(B pen. llocranonenus IlpaBurensctBa PO ot 31.05.2021 N 827)

24. Tlpu oCyIIeCTBICHUH JTOCTaBKU 3aKa3a, COJEPIKAIIEro TePMOIIAOMIBHBIN JIEKapCTBEHHBIH
npernapar, Mo TpeOOBaHUIO IMOKYIMATENs OCYIIECTBISIONIMNA JOCTaBKY pPaOOTHHK JIEMOHCTPUPYET
COOTBETCTBUE TEMIIEPATYpPHOIO pEeXUMa, IIPU KOTOPOM XPAHWIICA JIEKApCTBEHHBIM IMpernapar Npu
JIOCTaBKE, YCIIOBHSIM XpaHCHHs JICKApCTBEHHOTO IMperapara, YKa3aHHbIM Ha €ro BTOPUYHOM
(moTpebuTenbekoil) ynakoBke. B 3ToMm ciyyae mokymnarenb MOATBEPKIAET JaHHOE COOTBETCTBHE Ha
HAKJIaJTHOM, MJTM Ha aKTe Cauu-TIPUEMKH 3aKa3a, MM Ha UHOM JIOKyMEHTE, MOITBEpIKAaroneM (pakrt
JOCTaBKM TEPMOJIA0MIBHOTO JIEKAPCTBEHHOTO Mperapara.

25. Ilokymarens BIpaBE OTKa3aTbCs OT JIOCTABJIEHHOIO JIEKApCTBEHHOIO IIpernapara
HaJUIe’Kalllero KadecTBa JO OIUIAaThl 3aka3a. B 3ToM ciywae oOIulauMBaeTcsi TOJBKO yciyra IO
JOCTaBKe.

ArmnTe4yHasi OpraHu3anus OCYIIECTBISIET MPUEM BO3BPAIICHHBIX HEOMIAYEHHBIX 3aKa30B OT
JIUII, OCYIIECTBIISFOIINX JIOCTABKY 3aKa3a.
(a63am BBeneH [HocranoBnennem [IpaButensctBa PO ot 31.05.2021 N 827)

26. B ciywae mocTaBKM 3aka3a HEHAJUIEKAlllero KadecTBa (HEHaJyIexkallee KayecTBO
JEKapCTBEHHOTO Ipenapara, AOCTABJICHHBIN 3aKa3 HE COOTBETCTBYET 3aKa3aHHOMY 10 KOJIUYECTBY
WIN COCTaBy) IOKYINaTellb BIpPaBe BEPHYTh €ro pabOTHUKY, OCYIIECTBIAIOLIEMY JOCTaBKY, 0e3
OIIaThl JOCTABJIEHHOI'O JIEKAPCTBEHHOrO Ipemnapara U (WIK) YCIyI'M IO €ro JOCTaBKe U (WJIN)
noTpebdoBaTh HaJyIeXkKallee UCIIOJHEHHUE 3aKas3a.

27. B ciaydae ecnm JOCTaBKAa 3aKa3a IPOM3BENECHA B YCTAHOBJIEHHBIE JIOIOBOPOM KYIUIH-
NpoJaXH CPOKH, HO 3aKa3 HE ObUI MepedaH MOKyNaTealo MO €ro BHHE, MOCHeyrolas T0CTaBKa
MIPOU3BOJUTCA B HOBBIC CPOKH, COITIACOBAHHBLIC C IMOKYIIATCJICM, Ha YCIIOBUAX, IMPEAYCMOTPEHHBIX
JIOTOBOPOM KYIUIH-TIPOJAXKH.
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28. 3a HapylleHUE CpPOKOB IE€pEeAauu JIEKAPCTBEHHBIX IPENApaToB IOKYIATENI0 AlTEUHbIE
OpraHM3allii HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C TPaXJaHCKHUM 3aKOHOAATEIbCTBOM
Poccuiickoit denepanuu.

29. OcHOBaHUSAMHU ISl IPEKPAILICHUS AEUCTBUS pa3pelieHus IBISIOTCS:

a) MpeKpalleHue AeHCTBY JIMLIEH3UH Ha OCYIIECTBIEHUE (apMalleBTUUECKON JEsTEeIbHOCTH Y
anTeYHOW OpraHU3aluUu;

0) HECOOTBETCTBHE ANTEYHOM OpraHu3aluy TPeOOBAHUSAM, YKa3aHHBIM B IIYHKTE 5 HACTOSIIMX
[IpaBui;

B) JIByKpaTHOE U Oojiee B TEUCHHE OJHOTO KaJCHJAPHOIO Tojia CO JHS BBIJAYU Pa3pelICHU
NPUBJICYCHNE aNTEYHOH OpraHU3alMy K aJIMUHHCTPATHBHOW OTBETCTBEHHOCTH B COOTBETCTBUH CO
cratbsiMu__ 6.33 u 14.4.2 Kopekca Poccuiickoit @enepanyu 00 aJAMHUHUCTPATHUBHBIX
IpaBOHAPYIICHUSX;

) pelieHUe anTeYHOM OpraHu3aluyd O MPEKPALIEHUH OCYLIECTBICHUS PO3ZHUYHOW TOPTOBIHU
JIEKapCTBEHHBIMHU TIpeNapaTaMy JUCTAHIIHOHHBIM CIIOCOO0M.

30. B Teuenmne 3 pabGouux AHEH cO [IHSA YCTaHOBJIEHHUS (akTa, YKa3aHHOTO B IYHKTe 29
Hactosmux [IpaBun, @enepanpHas ciayx0a mo Haa30py B chepe 3apaBOOXpPaAHCHUS:

IIPUHUMAET PELLIEHUE O MPEKPALEHUH JIEHCTBUS Pa3pelleHUs] alTeYHOW OpraHu3aluy, O 4Yem
YBEAOMJISIOTCSL amnTe4yHash OpraHu3alls W BJaAEbLbl arperaropoB, C KOTOPBIMHM aIlTe4Has
OpraHM3alys 3aKJIIounia J0roBOp, MpeaycMOTpeHHbIH myHkToM S5(1) HacTtosamux [IpaBun, B popme
JIEKTPOHHOIO  JTIOKYMEHTa, MOANHUCAHHOTO YCHJICHHOH KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOM
HOJIITUCBHIO;

(B pen. locranosnenus [Ipasutenscta P® ot 31.05.2021 N 827)

BHOCHUT COOTBETCTBYIOIINE CBEJICHUS B PEECTP BbIIAHHBIX pa3pelleHui.

@dopmMa penieHuss O MPEKpPALICHUM JEUCTBHs paspelleHus yTBepxkaaercs dDenepaibHOU
ciy:x00i 1o Haazopy B cdepe 3apaBooxpaHeHHs. [IOpsioK BbLIauM peLIeHHs O MpeKpaleHUH
NEHCTBUSL paspelieHus IOCPEACTBOM B TOM 4YHCIe HWH(POPMAIUOHHO-KOMMYHHUKALIMOHHBIX
TEXHOJIOTMH YCTaHABIIMBACTCS aIMUHUCTPATUBHBIM PEIJIAMEHTOM.

31. Kontpousb 3a cobmoaeHuem Hacrosmux [Ipasun ocymectBisiercs denepanbHOM Ciry001
1o Hax30py B cdepe 3ApaBOOXpAHEHUs MPU OCYHIECTBICHHUU (elepaIbHOr0 rocyAapCTBEHHOTO
Ha/a30pa B cdepe oOpalleHus JeKapCTBEHHBIX CPECTB.
(n. 31 BBeneH llocranosnenueM ITpaBurensctBa PO ot 31.05.2021 N 827)

YTBEpKACHBI

noctanoByieHueM [IpaBurenbcTBa
Poccuiickoit @eneparnuu

ot 16 masg 2020 r. N 697
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N3MEHEHMUA],
KOTOPBIE BHOCATCSH B AKThI IPABUTEJIbCTBA POCCUMCKOM ®EJIEPAIIUA
O BOMMPOCY PO3HUYHOMN TOPI'OBJIN JIEKAPCTBEHHBIMU ITPEINAPATAMMU
JJIA MEJUHUHCKOI'O IPUMEHEHUSA JTUCTAHIIMOHHBIM CITOCOBOM

Crncox M3MEHSOIMUX JOKYMEHTOB
(B pen. llocranosnenus IlpasurensctBa PO ot 11.07.2020 N 1036)

1. Yrpatun cuny ¢ 1 auBaps 2021 roga. - [locranosnenue ITpasurenscta PO ot 11.07.2020
N 1036.

2. B llonoxenun o PenepanbHOi ciyx06e Mo Hag3opy B cdepe 3apaBOOXpaHEHMUS,
yTBEpKI€HHOM rnoctraHoBieHueM [IpaBurensctBa Poccuiickoit @enepaunu ot 30 utons 2004 r. N
323 "OO6 yrBepxkneHun Ilomoxxenus o @DexepanpHON cioykO0e 1O Ham3opy B cdepe
3napaBooxpanenus" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit @eneparuu, 2004, N 28, cr. 2900;
2007, N 35, ct. 4310; 2012, N 20, ct. 2528; N 26, ct. 3531; 2014, N 37, ct. 4969; 2015, N 23, cr.
3333; 2017, N 6, ct. 958; 2018, N 46, ct. 7057; 2019, N 48, ct. 6852):

a) IONOJIHUTH MOAYHKTOM 5.4(1).8 cnemayromero conepaHus:

"5.4(1).8. pazpemieHre Ha OCYIIECTBICHHE PO3ZHUYHOW TOPTOBIM JICKAPCTBEHHBIMU
npenapaTamu sl METUITTHCKOTO MPUMEHEHUS TUCTAaHIIMOHHBIM CIIOCO00M;";

0) 1omoJaHUTE MoAmyHKTOM 5.8(10) cnemyromiero coaepkaHus:

"5.8(10). BemeT peecTp BBIJAHHBIX pa3pelIeHUH Ha OCYIIECTBICHHWE PO3HUYHOM TOPTOBIHU
JICKAPCTBCHHBIMU TIperiapaTaMu i1 MCIUIUHCKOTO IMPUMCHCHUA IUCTAHIUOHHBIM CHOCO6OM C
yKa3aHHEM CalTOB B HWH()OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHOW cetn "MHTepHeT" anTedHbIX
OpraHu3alui, OCYILIECTBISIOIIMX PO3HUYHYIO TOPIOBIIO JICKAPCTBEHHBIMU IIperapaTtamMu Uit
MEAMIMHCKOrO MPUMEHEHUS JUCTAHIIMOHHBIM CrIocoooM;".

3. Yrparun cuny ¢ 1 ssuBaps 2021 roga. - Ilocranosnenue I[IpasutensctBa PO ot 11.07.2020
N 1036.

4. B nocranosnennn I[IpaBurensctBa Poccuiickoit deneparuu ot 26 oktsaops 2012 r. N 1101
"O eanHON aBTOMATH3MPOBAHHOW MH(OpMarMoHHOW cucteme "EnuHbI peecTp JOMEHHBIX MMEH,
yKazaTeJlel CTpaHuIl CaTOB B HMH(POPMAIMOHHO-TEIEKOMMYHHUKAIMOHHOW cetn "MHTepHEeT" M
CeTEeBBIX  aJPECOB,  MO3BOJSIOMIMX  WMIACHTU(UIMPOBATH  CAThl B WMH(POPMALMOHHO-
TEJICKOMMYHUKAIIMOHHOW ceTtu "VHTepHer", coaepkamue uWH(OpMaIKo, pacnpocTpaHEeHHe
koTopoii B Poccuiickoit ®enepamuu 3ampenieno” (CoOpanue 3akoHonmaTenscTBa Poccuiickoit
®enepanun, 2012, N 44, ct. 6044; 2015, N 42, ct. 5803; 2016, N 47, ct. 6677; 2017, N 14, cT.
2061; 2018, N 24, ct. 3535; 2019, N 13, ct. 1409; N 42, cT. 5906; 2020, N 8, cT. 1036):

a) B nyHkre 2 cnoBa "u @enepanbHoil ciayx0e To Ham3opy B cdepe 3aluuThl MpaB
noTpedurteneit u Garonoyrydus 4eioBeka" 3aMEeHUTh ciioBaMu "', DeaepanbHOl CIyK0e 1o Haa30py
B cepe 3ammTHl MpaB MoTpeOuTeneit um Onmaromonyuus denoBeka u DexepanbHO ciyxbe Mo
HaJ30py B cdepe 3ApaBoOXpaHeHU ",
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non

6) moamynkt "a" mynkra 5 IlpaBun co3gaHus, (GOPMHpPOBAHUS M BEACHHUS E€IMHOM
aBTOMATU3MPOBAaHHONW MH(OpMaMOHHON cucTeMbl "ENMHBIN peecTp TOMEHHBIX MMEH, yKazaresel
CTpaHMIl CalTOB B HWH(POPMALMOHHO-TEIIEKOMMYHUKAIIMOHHONH ceTu "VHTepHET" M CeTeBBIX
aJipecoB, MO3BOJSIOIUX HIEHTU(GUIUPOBATh CAalWThl B MHPOPMAIMOHHO-TEIEKOMMYHHUKAIIIOHHOM
cetu "HutepHer", conepxamue uHPOpPMAIMIO, pacHpocTpaHeHue KoTopoi B Poccuiickoii
@enepalyl 3ampenieHo’, yTBepKIeHHbIX YKa3aHHBIM MOCTAHOBJIEHHEM, IOciie a03alla BOCBMOIO
JIOTIOJTHUTD a03a1eM CIIeAYIOIIETO COAePKAHMUS:

"OenepanbHas ciyx0ba 1Mo Hag3opy B cdepe 3ApaBOOXPAHCHHS - B  OTHOIICHUH
pacnpocTpaHseMoil mocpeacTBoM cetu "MHTepHeT" MHpOpMAaIMK, coAepkKaIleld MPEaIOKEeHUE O
PO3HUYHOIN TOProBIie JICKAPCTBCHHBIMH MperapaTaMy Ui MEIUIIMHCKOTO TPUMEHEHHUS, B TOM
YUCJIC AUCTAHIIMOHHBIM CHOCO6OM, PO3HHUYHAA TOProBJId KOTOPLIMH OI'paHUYCHA WA 3aIlIpCIICHA B
COOTBETCTBUHM C 3aKOHOJATEIbCTBOM 00 OOpallleHHH JIEKAPCTBEHHBIX CPEACTB, W (WIH) B
OTHOIIIEHWU HH(OpMALIUU, COACpKAIIEH MPEAIOKEHUE O POZHHUYHOM TOPrOBJE JICKAPCTBEHHBIMHU
npenapaTamu JJisi MeJUIIMHCKOTO MIPUMEHEHHS, B TOM YHCJIC JUCTAHIIMOHHBIM CIIOCOOOM, JINTIAMH,
HC MMCIOIMMHU JIMICH3HUU Ha OCYIICCTBJIICHUC (bapMaIleBTI/IIICCKOI;'I ACATCIIBHOCTH WU pa3pClICHUA Ha
OCYILIECTBIICHUE TaKOW TOPTOBJIM, €CIHM IOJYyYCHHE JIMIECH3UU M Pa3pPEHICHUS IMPEIyCMOTPEHO
3aKOHO/IaTENTLCTBOM 00 0OpallleHUU JIEKAPCTBEHHBIX CPEJICTB;";

B) B llpaBunax npunatus ynonHomoueHHbIMU IIpaButensctBoM Poccuiickoit ®enepanumn
(denepaabHBIMU OpraHAMM HCIOJHUTEIBHON BJIACTH PELIEHUI B OTHOLIEHUH OTAENbHBIX BHIOB
UHPOpPMALIMK M MaTepHAJIOB,  PACIPOCTPAHSAEMBIX  MOCPEICTBOM  HH(POPMALMOHHO-
TeJIEKOMMYHUKalMOHHOU cetu "MHTepHer", pacnpocTpanenue koTopbix B Poccuiickoit denepanu
3alpeNIeHO, YTBEPKACHHBIX YKa3aHHBIM IIOCTaHOBIIEHUEM:

IOTIOTHUTD MyHKTOM 4(1) crnemyroiero coaepkanusi:

"4(1). denepanbHas ciyk0a Mo Ham3opy B chepe 31paBOOXpaHEHHUS NMPUHUMAET PEIICHUs,
SIBJISIIOLIIMECS. OCHOBAHUSIMU JJIS BKJIFOUEHUS! IOMEHHBIX UMEH U (WJIM) yKa3zaTeJied CTpaHMI] CaliTOB
B cetn "MHTEepHET", a TakkKe CeTeBBIX aJPECOB B €IHWHBIA PEECTp, B OTHOIICHHH WH(OpMAIUH,
coJlepKalleil MpeasoKeHUe O PO3HMYHOM TOProBiI€ JIEKAPCTBEHHBIMM IIpernapaTamu  JUis
MEAMIIMHCKOTO TPUMEHEHHs, B TOM 4YHUCJE TUCTAHIIMOHHBIM CIIOCOOOM, PO3HUYHAS TOPTOBIIS
KOTOPBIMH OTPAaHWYEHA WM 3alpelieHa B COOTBETCTBUM C 3aKOHOJATEIBCTBOM 00 oOpameHuu
JICKapCTBEHHBIX CPEICTB, W (WIKM) B OTHOLIEHUH WH(GOpMALUU, COAepk alleld MpeIoKEeHHE O
PO3HUYHON TOProBj€ JEKAPCTBEHHBIMU MpemnapataMu i METUIMHCKOTO TMPUMEHEHHUs, B TOM
YHClie JNUCTAaHIIMOHHBIM CHOCOOOM, IUI[aMH, HE HMEIOIIUMHU JIUIEH3UU Ha OCYIIECTBICHHE
(bapMareBTHUECKONW JEATETPHOCTH M pa3pelieHHss Ha OCYLIECTBICHHE TaKOW TOPTOBIH, €CIH
MOJlyuYeHUE JUIEH3UU U pa3pelieHus NpPeayCMOTPEHO 3aKOHOAATENhCTBOM 00 oOpaiieHuu
JIEKapCTBEHHBIX CPEACTB.";

IIYHKT 5 IOIOJIHUTH 3.638.1_I€M CJICOAYIOICTO COACPIKAHUA:

"Kpurepuu oueHku uHpopmaruu, Heooxonumoin uist npunatus PexepanbHoil ciyk00i 1o
HaaA30py B cdepe 37paBOOXpaHEHUs pElIeHHUH, yka3aHHbIX B nyHKTe 4(1) Hacrosmmx IlpaBui,
ycraHaBnuBatorcss  DenepanbHOil  cimyk00if 1Mo  Hamzopy B cdepe  3ApaBOOXPAHEHHS 10
cornacoBanuio ¢ @DenepanbHON ciayx00i 1o Ham30py B cdepe CBsA3M, HHOOPMAIIMOHHBIX
TEXHOJIOTUI U MacCOBBIX KOMMYHHUKaLUiL.";

B moanyHkTax "0" u "B" myHkTa 7 cnoBa "B myHKTax 2 - 4" 3aMEHHUTH CJIOBaMH "B IMyHKTax 2 -
4(1)".
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