NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

ITOCTAHOBJIEHHUE
oT 31 mag 2021 r. N 827

O BHECEHUU N3MEHEHU
B [IPABUJIA BBIZIAUU PA3PEIIEHNS HA
OCVIIECTBJIEHUE PO3HUYHON
TOPT'OBJIV IEKAPCTBEHHBIMU IMPEITAPATAMU
IJ1S1 MEIULITHCKOT O
[IPUMEHEHNS IVCTAHIIMOHHBIM CIIOCOBOM,
OCVYIIECTBJIEHUS TAKOM
TOPT'OBJIM Y HOCTABKU YKA3AHHBIX
JIEKAPCTBEHHBIX
[IPEITAPATOB I'PAJKJAHAM

[TpaBuTenbcTBO Poccuiickoit @emepaiiyn
IIOCTaHOBJISIET:

1. VTBepauTh npuiaraemMmble U3MeHeHNsl, KOTOpble
BHOCATCS B [IpaBmiia Bblaum paspelieHus Ha
OCyLIeCTBIeHVe PO3HUYHO TOPTOBIIA
JIeKapCTBEHHbIMU IIperapaTamMy IJisi MeJULMHCKOTO
MIpMMeHEeHMS IUCTAHI[MOHHBIM CITIOCOO0M,
OCYILLeCTB/IeHVS TaKOW TOProOBIU U LOCTABKA
YKa3aHHbIX JIeKapPCTBEHHBIX [IperapaToB IPaskIaHaM,
yTBEPKIEeHHbIe [10CTaHOBIeHeM [IpaBuTenscTBa
Poccuiickoit @emepaunmu ot 16 mast 2020 r. N 697 "06






yTBepskaeHnun [IpaBui Belgauy paspenieHmns Ha
OCYIIECTBJIEHME PO3HUYHOI TOPTOBJIN

JIeKapCTBEHHBIMM TIperapaTamu Ajisi MeAULMHCKOTO
MIpUMeHEeHMS AU CTAaHIIMOHHBIM CIIOCOO0M,
OCYILIeCTBJIEHMS TaKOil TOPTOBIU U AOCTaBKU
YKa3aHHbIX JIeKapCTBEHHBIX MMpernapaToB rpaskgaHam
¥ BHECEHUM U3MEHEHMII B HEKOTOPbIe aKThI
[TpaBuTenbcTBa Poccniickoin @epepaiyy mo BOIIPOCY
PO3HMYHOV TOPTOBIM JIeKaPCTBE HHBIMU
rperapaTamu 151 MeIULIMHCKOTO TPUMeHEeHUS
IUCTaHLUMOHHBIM criocobom” (CobpaHue
3aKoHoarenbcTBa Poccuiickoi @enepannm, 2020, N
21, cT. 3278).

2. Hacrosiee 1ocTtaHoB/IeHye BCTyIIaeT B CUiy C 1
ceHTs6ps 2021 r.

[Tpencepnaresns IIpaBuTeIbCTBA
Poccuiickoit @enepaiyn
M.MUILTYCTUH

YTBepKaeHbl

roctaHoByieHueM [IpaBuTeNbCTBA
Poccuiickoit @egepatinn

ot 31 mag 2021 r. N 827

W3MEHEHNMA],
KOTOPBIE BHOCATCS B ITPABUJIA BbITAYN
PA3PEIIEHNA






HA OCYIIECTBJIEHUE PO3HUYHOW TOPTOBJIA
JIEKAPCTBEHHBIMU

[TPEITAPATAMMU IJI1 MEJVITMHCKOT'O
[TPUMEHEHMSA JUCTAHIIVIOHHbBIM
CITOCOBOM, OCYIIECTBJIEHUS TAKOW
TOPI'OBJIN 11 JOCTABKU
VKA3AHHBIX JIEKAPCTBEHHBIX ITPETTIAPATOB
I'PAXKITAHAM

1. B myHKTe 5:
a) TMOAIYHKT "a" MPU3HATh YTPATUBIIUM CUITY;

0) ITOAITYHKTHI "B" U "T" M3JIOKUTD B CAEIYIOIEN
pemakIum:

"B) caiiTa B MHGOpMaIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "ViIHTepHeT" (manee -
ceTb "MIHTepHeT") Wi NpefyCMOTPEHHOTO TYHKTOM
5(1) HacTosiux IIpaBu IoroBopa ¢ PUANYECKUM
JINTIOM, SIBJISIOIIMMCS BiIaJe/iblieM arperatopa
mHOOpMAaIMM O TOBapax (yCJayrax) B COOTBETCTBUM C
3akoHom Poccuiickoit ®enepanyu "O 3amiuTe npas
roTpebuTesneil” (maaee - Bjaagesel arperaTopa).
JoryckaeTcsl Hajauuye MOOUIbHOTO MTPUIOKEHMNS

I) COGCTBEHHO KypbepCKO¥ CTyKObI, MMeIoIeit
obopynoBaHue, obecreunBaloliee rmoaaepskaHue
HeoOXOAMMOTO TeMIIepaTypHOTO peskuma IJist






JOCTaBKU TepMOJIa6I/IIIbHI)IX JIEKapCTBEHHbIX
IIperapaToB, UWJin A4OroBopa ¢ MHbIMMU JINIIAMMU,

OCYIIECTBISIONMMY TOCTABKY C MCII0Jb30BaHMEM
TaKOIro 000pyaOBaHMSI;" .

2. JoronuuTb myHKkramu 5(1) u 5(2) ciaemytoriero
comepKaHus:

"5(1). I[Tpu ocy1iecTBIEHMUM PO3HUYHON TOPTOBJIN
JIEKapCTBEHHBIMM TIpernaparamy AUCTAaHIMOHHbBIM
c1rioco60M arnTevyHasi opraHu3aIus BlpaBe
3aKJIIOUYMTD C BJIaJle/IblieM arperaTopa gorosop,
npenycMaTpUBaroIuii:

a) IpefoCcTaB/ieHye MOKYIaTe 0 BO3MOXKXHOCTH
03HAaKOMUTBCS C MIpeIjIoKeHNeM arTeuHon
OpraHu3aluu O 3aKJIIUYeHNN JOTOBOPa PO3SHUYHOMI
KYIUIM-TIPOAXKM JIeKapCTBEHHbIX IIperapaToB Ha
caiiTe B cetu "VIHTepHET" WM B MOOUJIBHOM
MIPUIOXKEeHUU, IPUHAJIEeKAIIUX BIaLebIly
arperaropa;

0) mpueMm BjafeblieM arperaTopa 3akasa ajist
arTeyHOol OpraHM3aluy O 3aKIIUYeHNN 10roBopa
PO3HUYHOI KyTUIU-TIPOIAKM JIEKAPCTBEHHBIX
MperaparoB, a TaKKe 3aK/II0UeHNe BJIaJe/IblleM
arperatopa OT MMeHM 1 3a CUeT alTeYHOIi
OpraHu3alyy JOTOBOPA POSHUYHOM KyTUIM-TIPOIasKA
JIeKapCTBEHHBIX ITPernapaToB C MOKYIaTeIeM C






BO3MO>XHOCTbIO npenBapMTeanoﬁ OIl/IaThbI 3aKa3a.

5(2). AniTeuHas opraHu3saius BIipaBe 3aKII0UNTh
yKasaHHbII B TyHKTe 5(1) HacTosinux [TpaBuit
JOTOBOP C HECKOJIbKMMU BJIaieJIbllaMU arperaTopos.

Biiagesnel arperatopa BIipaBe 3aK/IIUYUTDb YKa3aHHbIN
B ImyHKTe 5(1) HacTosux [IpaBust JoroBop ¢
HEeCKOJIbKMMU allITeUHbIMU OPTraHU3aAlUIMM. " .

3. B nyHkre 8:

non

a) B IIOAIIYHKTE "a" CJI0Ba "IOPUAMYECKOTO JIMIa"
3aMeHUTD CJIOBAMU "allTeYHOM OpraHmM3anumn’;

0) MTOAITYHKT "1" M3JIOXKUTh B CJIEIYIONIEN pegaKIn:

"m) agpec MecTa (aapeca MecCT) OCYIleCTBIeHUS
PO3HMYHOV TOPTOBJIY JIeKapCTBE HHBIMU
nperiapatamu;”;

B) NOAMYHKT "X" U3JIOKUTD B CJIEYIONIEeN pefakIInn:

"3K) agpec caiita (agpeca caToB) B ceTu 'IHTepHeT"
u MHpopMaIs 0 MOOUIbHOM MPUIOKeHUU (TIPU
HaJINYMM), IPUHAAIeXalUX allTeYHOV OpraHu3anumn
u (M) BiaJelblly arperaTopa, B ciiyuae
3aK/II0YeHMs allTeYHOl OpraHu3alyei 10rosopa,
MpeyCMOTPEeHHOTO MyHKTOM 5(1) HacTosImMuX
[TpaBun, ¢ BlagenblleM arperatopa.”.






4. lorosHUTH IyHKTOM 8(1) cienmyroiero
cofeps>KaHus:

"8(1). [Ipu 3ak/mM0UeHMM allITeUHO OpraHu3aiue,
MMeIOlleli pa3pellieHne, ¢ BjiafeblieM arperatopa
IOTOBOpa, NMpesyCMOTPEeHHOTO MyHKTOM 5(1)
HacTosiluXx [IpaBui, pacTOp>)KeHUM Takoro OroBopa
160 M3MeHeHUY CBeleHUi, TpeyCMOTPEHHbBIX
MMyHKTOM 8 HacTosmux [IpaBui, anteyHas
opraHusanys B TeueHue 3 pabounux gHei co JHS
3aK/TIOUEeHMs OTOBOPA, PACTOPKEHMS AOTOBOPa JIMb0
M3MEHEHMS YKa3aHHbIX CBEeIeHMI1 HAallpaBJsieT B TOM
YycyIe IocpencTBOM MHGOPMAIMOHHO-
KOMMYHMKAIMOHHBIX TEXHOJIOTU (B 4aCTHOCTU
nmocpeicTBOM ceTu "VIHTepHeT" u (W) MOOUITbHOTO
npuioxkeHus) B @eflepasibHYIO CIIY>KOY 10 HaI30pY B
cdepe 3apaBoOXpaHeHMs 110 YTBEPXKIaeMOii
Ciry>k607i popme 3asiByieHMe 0 mepeodopMIeHUN
paspelleHus alITeYHON OpraHM3aluy C yKka3aHuem
COOTBETCTBYIOLIUX CBELeHMIA ¥ TPUIOXKEHNEM KOIUU
IoroBopa (B cjiyuae ero 3aKJueHns).

[Tpu noctyruieHuu B efepanbHYIO CIYKOY 11O
HaJ30pY B cdepe 3IpaBOOXpaHEeHNS 3asIBIIEHUST O
repeodopMIEHUM pa3peIleHns alTeuHOo
opraumusanuyu OenepanbHasi cayk6a 1o Hai30py B
cdepe 3 paBOOXpaHEeHNS IPUHUMAET pelleHue:






o rnepeodopMIeHUY pa3pelieHns alTeuHOoi
OpraHu3alyu B COOTBETCTBUM C ITYHKTOM 9

Hactosux [IpaBuit;

00 oTKase B mepeodopMJIeHNM pa3perieHnst
anTevyHO opraHu3al M B C/lydae BbISBIEHUS
00CTOSITE/ILCTBA, YKA3aHHOTO B MOAITyHKTE "0"
nmyHKTa 29 HacTosgmux [IpaBui, U mpekpaieHmnmn

"

IeiCTBUS paspelleHys aliTeYHOi opraumu3anmnn.”.
5. IIyHKT 9 U3JIOKUTH B CJIEAYIOIIEN peaaKIun:

"9. PerreHye o Bbljaue paspemnieHus, 06 oTkase B
BbIJlaue paspelineHusi, o nepeoGopmaeHUn
pasperieHust Wi o6 oTkase B repeoGopMIeHUN
paspernieHust npuHMMaeTtcss PemepanabHOi CITY;KO07
10 HaZ30py B cpepe 31paBOOXpaHeHMS B TeUeHue 5
paboumx mHe COo THS MOJTyYeHUs 3asIBJIEHUS U
JIOKYMEHTOB (CBeJleHNI), TIOATBE PXKAAI0LINX
COOTBETCTBME AIITEYHON OpraHu3aluyu TPeOOBaHMSIM,
YKa3aHHbBIM B ITYHKTe 5 HacTosmux [Tpasui, 1160
3as1BJIeHMs], YKa3aHHOrO0 B IyHKTe §(1) HacToAwMX
[IpaBuin.".

6. B mynkre 13:

a) B MOJMYHKTax "a" 1 "6" ¢JioBa "FOPUANIECKOTO
Jnia" 3aMeHUTb CJI0BaMU "allTeYHOM OopraHmu3anun’;






n_n

0) MOATTYHKTHI 'T" U "I U3OKUTH B C/IeAYIOIei
pemaKkuun:

"T) aApeca alTeuyHOol OpraHu3anum 1 ee CTPYKTYPHBIX
nogpasieneHui (Ipyu HAIUUUN);

II) HOMep 3aIlMCH B peecTpe JulleH3ul Ha
ocymiecTBaeHe (papmalieBTHUUeCKOA
IesaTe/IbHOCTHU;" ;

n_n

B) IOAMYHKT "e" IOTOJHUTh CJIOBAMMU "allTeUHOM
opraHu3anuuu’.

7. JonosmHnTb nyHKTOM 13(1) cnepyroiiero
cofepsKaHus:

"13(1). Uudopmanms Ha caiiTe Bjajesiblla arperaTopa
B ceTu "VIHTepHeT" pa3MellaeTcs B COOTBETCTBUM C
TpeboBaHMsIMM 3aKoHa Poccuiickoit ®emeparivm "O

onon

3aliuTe MpaB MoTpebuTeneir”.
8. B myHkTe 14:
a) CJIOBO "JIMYHOTO" UCK/IIOUUTD;

6) rocsie CJIOB "B allITEUHYIO OpPTaHMU3aINI0"
JOTIOIHUTH CJIOBAMM "WJIM K BJIafeNblly arperatopa’;

B) TIOCJIE CJIOB "uepe3 caiiT (MOOGMIIBHOE TIPUIOKEHIE)
anTevyHOo opraHu3anun” JOMOJHUTD CJI0BAMM "UIU






BJIadesiblla arperatopa’.

9. B myHkTe 15 c10B0O "obecrneunBaeT" 3aMeHUTh
cJI0BaMM "M BiIafieJiel] arperaTopa ooecreunBaioT”.

10. B nnyHKTe 16:

a) B ab3alie mepBOM CJIOBO "00s13aH" 3aMEHUTD
coBamu "nmbO BiIaesiel] arperaTopa 0osi3aHbl";

non

0) MOATYHKT "a" JOTOJHUTD IpeIJIOKeHeEM
CIeIyIoIero Comep kaHms:

"MIHbopMIMpOBaHMe MTOKYTaTess AOITyCKAeTCs
OCPeiCTBOM MCIOb30BaHMS CaliTa B CETU
"HTepHeT" U (W) MOOUIIbHOTO TTPUTOXKEHMSI
anTevyHOl OpraHu3anuyu Win Biagesblia arperatopa B
MopsifiKe, MpeayCMOTpeHHOM ITyHKTamu 16(1) u 16(3)
Hactrosux [Ipasui;”;

B) MOJAMYHKT "6" JOTIOJHUTD IpeIJIOKeHN eM
C/IeyIOIIero Copepkanus:

"PosHnyHas lieHa Ha JIeKapCTBEeHHbIN Ipenapar,
yKa3aHHas B IOrOBOpPe KYIUIU-TIpoaasku (6e3 yueTa
CTOMMOCTM JIOCTAaBKM 3aKa3a), He JO/DKHA
MPEeBBIIIATh PO3HUYHYIO IIeHY JIeKapCTBEHHOTO
rperapara B aliTeyHOoi OpraHu3anum;".

11. Hommonuuts myHkTamu 16(1) - 16(3) cienyroIiero






Coaoep>XKaHusd:

"16(1). [Ipu nipeme 3aKa30B Ha PO3HUUYHYIO IPOAAKY
JIeKapCTBEHHBIX IIperapaToB AV CTaHLMOHHBIM
CII0Cco60M IOCpeCTBOM OOpaleHNs TIOKYTIaTesis B
anTeyHyIo OpraHM3alyIo0 WY K BiaLebly
arperaTtopa npu nomoiuu cetu "VIHTepHeT" yepe3
caitT (Mob6MIbHOE MpUIoKeHne) MHGopMupoBaHue
TIOKYyTIaTesIsl O IOKAa3aHMSX K IPUMEHEHU IO
JIeKapCTBEHHOrO Iperapara, yCJI0OBUIX OTITYCKa,
IpaBujax XpaHeHys JIeKapCTBEHHOro Ipernapara,
B3aMMOJEeCTBUM C APYTUMU JIeKapCTBEHHbBIMU
IperiapaTamMy OCYILEeCTBJISIeTCS ITI0CPeCTBOM
pasMelleHus B [IpelJIOKeHUM O Ipojaxe
JIeKapCTBEHHOTIO Iperapara I0JHOI0 TeKCTa
TOC/IeJHEeN aKTyaJIbHOM MHCTPYKLUA 110
MeOULMHCKOMY IIPMMEeHEeHUIO J1eKapCTBEHHOI0
rperniapara, B TOM 4uciie IIoCpesCcTBOM apecalyy Ha
caiiT B cetu "IHTepHeT", comep>Kalinuii JaHHbIe
rOCyLapCTBEHHOTO peecTpa JieKapCTBEeHHBIX CPe/iCTB
IJ1s1 MeAMLIMHCKOTO IpUMeHeH s, 1160
rpaduueckoro n306paskeHusI UHCTPYKILMUY 110
MeIVLIVHCKOMY IIPUMeHeHUIO (JIMCTOK-BKJIaAbIII)
JIeKapCTBEHHOrO Iperapara.

AniTeyHast opraHu3anus 0osi3aHa 06eCreuynThb
pa3melieHue ykKazaHHO MHpOpMaIuK B
MIpeJIosKeHNY O TIPOZAsKe JIeKapCTBEHHOTO






rperiapaTa Ha caiite B ceTu "IHTepHeT" U (MJIN) B
MOOMIbLHOM MPUJIOKEHU, B TOM UMCIIe

MIpUHAIJIEKAIIMX BIae/bIly arperatopa, ecjii MHOe
He MIpelyCMOTPEHO AOTOBOPOM MEXIY allTeYHO
opraHmsalyeii 1 BjaageblieM arperatopa.

16(2). B ciiyuae pasmelneHns aliTedYHOM
opraHmu3alnyen Ha caiite B ceTu "VIHTepHeT" u (MJIN) B
MOOMILHOM MPUJIOKEHUY Biiajesiblia arperaTopa
MpeJIO>KeHNs O MPOJIaKe JIEKAPCTBEHHOTO
rnpernapara, He 3apermMcTpupoBaHHOro B Poccuiickon
denepaiun, Biaaesel] arperatopa ob6s3aH
MPEKPATUTDb pa3MelleH)e TAKOTO IpeajioKeHMs O
npojasxke (OrpaHMUNTh JOCTYI K HEMY
MoJIb30BaTesieli caita u (M) MOGUIIBHOTO
MIPUIOKEHMSI) U YBeIOMUTD O haKTe Takoro
pasMeleHust PenepanabHyI0 CYKOY 110 HaJI30pY B
chepe 3apaBoOOXpaHeHMSI.

16(3). Ilpn npueMe 3aKa30B HA PO3SHUYHYIO ITPOJAXKY
JIeKapCTBEHHBIX IIpernapaToB AMCTaHLMOHHBIM
CII0co60M ITOCPeCTBOM OOpaleHNs ITOKYIaTess K
BJIa[le/Ib1ly arperaTopa Ipy NOMOILM CeTU
"MIHTepHeT" uepe3 caiT u (Uau) MOOWIbHOE
NIpUIOKEeHMe BilaJieliblia arperaTopa Biajerer|
arperaTopa 06si3aH pa3MeCcTUTh Ha caiiTe B CeTu
"iHTepHeT" U (MIM) B MOOWJIBHOM MPUTOXKEHUN
CBeJleHM s O CIIPaBOYHOI CTy>K6e anTeuHoit






opraHmM3anum, pa3MEHlaIOH_[eI7[ mpeajIo>KeHus O
IIpogake JIeKapCTBE€HHbIX ITperiapaToB (I/IJ'II/I VHOM

CTPYKTYPHOM ITOJpa3eeHuN allTeuHo’
OopraHmMsalum, OCyLeCTBISIONIEeM OTIIYCK
JIeKapCTBEHHBIX [IperaparTos), ¢ yKasaHueM
TenedoHa, aapeca 3JIeKTPOHHOI MOUTHI, GaMUInM,
MMEeHM, 0TYeCTBa (IIpU HaJINUMM) OTBETCTBEHHOI'0 3a
rpueM 3aka30B pabOTHMKA allTeUHO opraHmu3aiun.”.

12. A63a1y mepBbIit MyHKTa 17 mocse CI0B "alnTevHoii
opraHmusanyen” AOMOJHUTD CJI0BAaMM ", BJIaie/blleM
arperartopa’.

13. B nyHkTe 19:

a) B ab3alie mepBOM CJI0Ba "APYroii (CTOPOHHE)
opraHmu3sanyuu” 3aMeHUTb CJIOBAMMU "MHBIMU JTULLaMM";

0) IOTMOJHUTD ab3alamMy CJIeAYIONIEro CONePsKaHms:

"ArrTeqHasi OpraHmu3alns, 3aKJIKUYMBIIas JOTOBOP C
MHBIMM JINLIAMU Ha OCYILECTBI€HME TOCTABKU
3aKasa, HeceT OTBETCTBEHHOCTD Iepe[, [oKynaTeieM
B CJIyyae HapylleHMs YKa3aHHbIMM JIUIIaMU YCIIOBUM
XpaHeHMS IeKapCTBEeHHBIX MpeIapaToB MIpu
OCYILECTBJIEHUN UX NOCTABKMU, [IOPUU
JIeKapCTBEHHBIX TIpernaparos.

ArniTedHbie Oopranmsanuum mJjimna, oCcymeCTB/IdIonmne






IOCTaBKY 3aKa3a, HeCyT OTBETCTBEHHOCTD 3a
peanusanyio GaabcudUIMPOBaHHbIX,

KOHTpadaKTHbIX, HeJOOPOKAUECTBEHHbBIX U He
3aperncTpmMpoBaHHbIX B Poccuiickoin @emepannn
JIeKapCTBEHHbIX CPENICTB.".

14. B myHKTe 23 cioBa "u caykbe mocTaBKu"
3aMeHUTb CJIOBAMMU ", JIUILY, OCYIIeCTBUBILIEMY
JIOCTaBKY JiIeKapCTBEeHHBIX IpeIapaToB’”.

15. ITyHKT 25 momoaHUTh ab3alem cjieayoero
cofiepsKaHms:

"ATITeyHasi OpraHmu3anus OCyIeCTBIISIET TPUeM
BO3BpallleHHbIX HeOIUIaUeHHbIX 3aKa30B OT JINII,
OCYIIECTBJISIONIUX JOCTABKY 3aKa3a.".

16. A63a11 BTOpoi#1 myHKTa 30 U3JI0XUTD B CJIeAyIoIie
penakimn:

"TIpMHMMaAET pellleHNe O IMpeKpallleHUM JeCTBUS
paspelieHns alTeYHO! OpraHm3auun, O YyemM
YBeLOMJISIOTCS aliTeuHas Opra”Hy3anys U BjiaJesblibl
arperaToposB, C KOTOPbIMMU aIllTeuHas OpraHmnsaLus
3aK/I0YMiIa JOroBOp, MpesyCMOTPEHHBIV TYHKTOM
5(1) macTosimux IIpaBui, B popMe 3JIEKTPOHHOTO
IOKYMEHTA, MOAIIMCAaHHOTO YCUI€HHOM
KBaMM(@UUMPOBAHHO 3JIEKTPOHHOI MONNUCHIO;".






17. JONOMHUTH MYHKTOM 31 CeyIolero
cofepsKaHus:

"31. KouTposb 3a cobmoaeHrneM HacTosuux IIpaBun
ocymecTsisiercss @emepanbHOIt CITyk0071 10 HA30py
B cdepe 30paBOOXpaHeHMsI TIPU OCYIeCTBIeHUN
(dbemepanbHOro rocygapCcTBEHHOIO Hag3opa B cdepe
oOpalieHus JeKapCTBEHHbIX CPeCTB.".






