NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHHE
ot 31 masg 2021 r. N 827

O BHECEHMU M3MEHEHUI

B I[TPABUJIA BBIJAUU PA3PEIIEHNVS HA OCYIIECTBJIEHUE

PO3HNYHOU
TOPI'OBJIV IEKAPCTBEHHBIMU ITPEITAPATAMMU 1)1 MEOWLITHCKOTO
[IPYIMEHEHUS TUCTAHIIMOHHBIM CITOCOBOM, OCVYILIECTBJIEHUS
TAKOU

TOPT'OBJIU U IOCTABKU YKA3AHHBIX JIEKAPCTBEHHBIX

[IPEITAPATOB I'PASKIIAHAM

[TpaBuTtenbcTBO Poccuiickoi @enepaniyt MOCTAHOBIISIET:

1. VTBepauTh npuiaraembolie M3aMeHeHMsI, KOTOpPble BHOCATCS B [IpaBuia
BBIZIA4YM pa3pelieHuns Ha OCYIeCTBIeHEe PO3SHUUHOM TOPTOBIN
JIEKapCTBEHHBIMM IIpernapaTramu AJjisi Me IUIIMHCKOTO MPUMeHeH S
IMUCTAaHLIMOHHBIM CITOCOO0M, OCYIIeCTB/IEHMS TAKOV TOPTOBJIN U AOCTABKMU
YKa3aHHbBIX JIeKapCTBEHHbIX IMIpernapaToB rpakaaHaM, YTBEPKIeHHbIE
rnocraHosieHneM IIpaBuTenbcTBa Poccuiickoit @emepanyu ot 16 mas 2020
r. N 697 "O6 yrBepskneHuu [IpaBuit Beigaun paspelieHns: Ha
OCYILIeCTBJIEHVE PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMM IIpernapaTaMu JIJist
MeIUIIMHCKOTO MPUMeHEeHUST AV CTaHI[MOHHBIM CIT0COO0M, OCYIIeCTBIeHUS
TaKOM TOPTOBJIU U AOCTaBKU YKA3aHHBIX JIEKAPCTBEHHBIX MTPENapaToB
rpakJaHaM ¥ BHECEHUM U3MeHEeHMI B HEKOTOpbIe akThl [IpaBuUTENbCTBA
Poccuiickoit ®enmepaniyiyt 1o BONPOCY PO3HUYIHON TOPTOBJIN
JIeKapCTBEeHHBIMM IIperapaTamMmu Ajs Me IUIMHCKOTO MpUMeHeH s
JVUCTAaHIMOHHBIM crioco6om” (CobpaHye 3aKOHOAATeIbCTBA Poccuiickoii
®enepauun, 2020, N 21, ct. 3278).

2. Hacrosiiee rnocraHoBaeHue BCTynaeT B cuity ¢ 1 ceHTs6pst 2021 r.
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Poccuiickoit ®enepatiyn
oT 31 masa 2021 r. N 827

VN3MEHEHNMA],
KOTOPBIE BHOCATCS B ITPABUJIA BbIIAUN PA3PEIIEHNS
HA OCYUIECTBJIEHME PO3HUYHOK TOPTOBJIV JIEKAPCTBEHHBIMU
[TPEITAPATAMMU IJI4 MEJVITMHCKOTI'O ITIPUMEHEHNA
ITVCTAHIOVIOHHBIM
CITOCOBOM, OCYIIECTBJIEHUS TAKOW TOPT'OBJIM I JOCTABKU
VYKA3AHHBIX JIEKAPCTBEHHBIX ITPEITAPATOB I'PAXKJAHAM

1. B myHKTe 5:
a) MOAITYHKT "a" MPU3HATh yTPAaTUBLIUM CUILY;
0) MOAMYHKTHI "B" ¥ "T" U3JIOXKUTD B CJIEYIOIIEN peoaKIum:

"B) caiiTa B MHGOpPMalMOHHO-TeJIeKOMMYHMUKALIMOHHOV ceT "VIHTepHeT"
(manee - ceTb "VIHTepHET") UM MPEeLyCMOTPEHHOTO MMyHKTOM 5(1)
HacTtosiux [IpaBui 1oroBopa ¢ 0pUANIeCKUM JIMLIOM, SIBJISTFOIIMMCS
BJaJesblieM arperatTopa nHdopMaium o ToBapax (ycayrax) B COOTBETCTBUM
¢ 3akoHoM Poccuiickoit @egepariyy "O 3ammuTe mpaB moTpedbureseir” (manee
- BIafesel arperatopa). JlomyckaeTcst HaJinuye MOOMIbHOTO IIPUIOKEHMS ;

T) COOCTBEHHOI KypbhepCcKoii CJTy>KObI, MMelllei 060pymoBaHue,
obecrieunBarolee Moaaep>kaHe HeoOX0AMMOTO TEMIIEPATYPHOTO peskMMa
ILJISI AOCTaBKM T€PMOJIaOMUIIbHBIX JIEKAPCTBEHHBIX ITPenapaToB, UJIN
IOTOBOPA C MHBIMMU JIUIIAMM, OCYIECTBIISIOIMMM OOCTABKY C
MICITOJIb30BaHMEM TaKOr0 0O0PYIOBaHMS;" .

2. DononHUTb MyHKTaMu 5(1) u 5(2) cyienyroniero coepskaHus:

"5(1). [Ipu ocyuiecTBAeHMM PO3HUYHOI TOPTOBJIN JIeKapCTBEHHBIMU
nperapaTamy AMCTAHIIMOHHBIM CITOCOO0M arTeyHasi OpraHu3aius BIipaBe
3aKJIIOUMTD C BIaJe/blieM arperaTopa JoroBop, IpeayCcMaTPpUBAIOILIMIL:

a) IIpefoCTaB/ieHye IOKYIIaTe/l0 BO3MOXHOCTU 03HaKOMUTHCS C
rpeJjoXKeHyeM alTeYHoM OpraHm3aluuy O 3aK/II0YeHUM J0roBopa
PO3HUYHOV KYIJIX-IIPOLAKM JIEKapCTBEHHBIX IIpeIapaToB Ha caiiTe B CETU
"MIHTepHeT" UM B MOOMIBHOM ITPWIOKEHUH, TPUHAJIeXKAIINX BaagebIly
arperaTopa;



0) mpueM BiaJeblieM arperaTopa 3akasa Jjisi aliTeYHO OpraHu3aium o
3aK/II0YeHUY JOTOBOpa PO3HMUYHO KYIIM-IIPOLAXKY JIeKapPCTBEHHbIX
IIpernaparos, a TakKe 3aK/IYeHye Blaje/blieM arperatopa oT UMeHU U 3a
CYeT arTeYHOI OpraHM3aluuu JOTOBOPa PO3HUYHOM Ky -ITPOSAKN
JIeKapCTBEeHHBIX IIperapaToB C [IOKyIaTejaeM C BO3MOXHOCTbIO
IpeiBapuUTe/IbHOM OIJIaThl 3aKa3a.

5(2). AiTeuHast opraHu3anys BIipaBe 3aKIIOUNTb YKa3aHHbBIN B ITyHKTe 5(1)
HacTosiuux [IpaBui JOroBOp C HECKOJAbKMMM Bjlajle/ibllaMy arperaTopos.

Bnageneir arperaTopa BIipaBe 3aK/IIOYNUTh YKa3aHHbIN B TyHKTe 5(1)
HacTosux ITpaBui1 [OroBOp € HECKOABKYMM allTeYHbIMU
OpraHM3aLusIMu.".

3. B myHkre 8:

a) B MOAITYHKTE "a" ¢JI0Ba "IOPUAMYECKOTO JINIA" 3aMEeHUTD CJI0BAMU
"aTeYHOM OpraHM3anun";

0) MOAMYHKT "I U3JIOXKUTD B CJIeAYIOIIEl pegaKIInm:

"m) agpec MecTa (aapeca MecCT) OCYIIeCTBIeHUSI PO3SHUYHON TOPTOBIIU
JIeKapCTBEHHBbIMU IIperapaTtamu;”;

B) MOAMYHKT "3X" U3JIOKUTbH B CJIeAVIOIIEN peJaKkiuu:

"3K) azpec caiita (ampeca caiiToB) B ceTu "VIHTepHeT" ¥ MHMOpMAIS O
MOOMTbHOM MPUIOKEHUY (TIPYU HATMUMN), TIPUHAAJIEKAIINX all TeUHO
opraHmsauumu u (WIn) Biaagenblly arperatopa, B cryyae 3aKaoueHys
anTevyHolt opraHu3aiuei Joropopa, mpeayCcMOTPeHHOro MyHKTom 5(1)
HacTtosmux [IpaBui, ¢ BagenablieM arperatopa.”.

4. JomoaHUTh MyHKTOM 8(1) cieyroIero CogepskaHmusi:

"8(1). Ilpu 3ak/I0UEeHMM alITEUHO OpraHu3aluein, MMerIei paspelieHne,
C BJIaJle/IbIIeM arperaTopa JoroBopa, mpegycMOTPeHHOro MyHKToM 5(1)
HacTosmux [IpaBui, pacTOpXKeHUM TaKOTo JOTOBOpa MO0 M3MeHeHUN
CBe[leH, IpeLyCMOTPEHHBIX ITYHKTOM 8 HacToswux [IpaBui, anrteynast
opraHM3alus B TeueHue 3 pabounx OHel co HS 3aKI0UYeHNs JOTOBOPa,
pacTopskeHus AOTOBOPa MO0 M3MeHeHMs YKa3aHHbIX CBeIeHMiA
HarpasJ/seT B TOM UKC/ie TOCPeACTBOM MH(DOPMaLMOHHO-
KOMMYHMKALMOHHBIX TEXHOJIOTU (B YaCTHOCTU ITOCPESCTBOM CETU



"MIHTepHeT" U (W) MOOGUILHOTO TIpuUIoXkeHMsT) B @ellepanbHyI0 CIYXKOY 11O
HaJ30py B cdepe 3apaBoOXpaHeHMsI IO yTBepskaaemoit Cirysk60ii popme
3asByieHMe 0 mepeodopMIeHMM pa3pellieHNs alTeYHOl OpraHU3ali C
yKa3aHMeM COOTBeTCTBYIOIIVX CBeLeHI U NPUJIOKeHMeM KOIIUY JOroBOpa
(B cityuae ero 3akjJaH0UYeHu ).

[Tpu noctyrmienuu B ®egepaabHyIo CIY>KOY 110 Ha30py B cdepe
3IpaBOOXpaHeHMsI 3asiBJieHMsI 0 lepeoopmeHMM pas3pellieHNs anTeyHOoi
opraumusauuyu degepanbHas cIy>k6a 1Mo Hag30py B cepe 31paBOOXpaHEHMS
MIPUHUMAET pelleHune:

0 HQPEO(bOpMHeHI/H/I pa3penennd anTevyHon opranm3anyvint B COOTBETCTBUU
C IIYHKTOM 9 HaCTOAIINX HpaBI/IJI;

006 oTkase B rnepeodopMJIeHNN pa3pelieHns aliTedYHoi opraHn3auum B
cJTyyae BBISIBJIEHMS 00CTOSITIbCTBA, YKa3aHHOTO B MOAITYHKTe "6" MyHKTa
29 Hacrosgmux [IpaBui, U IpekpaileHuu OeiCTBUS pa3pelieHns anTeqyHon
OpraHmsanun.”.

5. TIVHKT 9 MU3JI0KUTH B C/IOYIONIeN pelaKiuin:

"9. PelieHne o Bbilaue paspeleHus, 06 0TKas3e B BblJaue paspelieHus, o
nepeodopmieHnM paspelieHus win 06 oTkase B epeodopmieHnmn
paspenienust npuHMMaeTtcss ®efepanabHOI CIY;K6071 0 HaA30py B cdepe
3IpaBOOXpaHeHMs B TeueHue 5 pabounx IHel co JHS MOayueHus
3asBJIEHVS U JOKYMEHTOB (CBeeHMIN), TOATBEPXKAAI0IIUX COOTBETCTBIUE
arTevyHoi opraHu3aiuy TpeboBaHMSIM, YKa3aHHbIM B ITyHKTE 5 HaCTOSIINX
[TpaBwu, 16O 3asiBIeHMS], yKa3aHHOTO B MyHKTe 8(1) HacTosmux [TpaBu.".

6. B mynkre 13:

a) B MOAITYHKTax "a" 1 "6" cj0Ba "IOPUAMUECKOTO JNUIA" 3aMEeHUTD CJIOBAMU
"alTeyHOoM OpraHm3auumn”;

n_n

6) MOAITYHKTHI 'T" U "I" M3IOXUTh B CJI€AYIONIEN pegaKkin:

"'T) aipeca aniTeYHO OpraHmU3al UK U ee CTPYKTYPHBIX MOApasaeieHuin (Tipu
HaIN4uUN);

II) HOMep 3aIlCH B peecTpe JULIEH3MI1 Ha OCYIIeCTBIeHM e
dbapMmalleBTHMUECKOI AesITeJIbHOCTH;";



n_n

B) ITOJANYHKT "e" JOMOJHUTb CJIOBAMM "allTeYHOM OpraHmu3anmumn’”.
7. omnosHuTb MyHKTOM 13(1) ceayoiero cogepskaHmsi:
"13(1). Uudopmanys Ha caiiTe Bjajiesblla arperatTopa B ceT "VIHTepHeT"

pasMelaeTcss B COOTBETCTBUM ¢ TpeboBaHMsIMM 3aKOHa Poccuiickoii

onon

denmepanyuu "O 3anMTe paB noTpebuTenein”.".
8. B myHkTe 14:
a) CJIOBO "JIMYHOI'0" UCKIIOYNTD;

6) mocJie ¢JIOB "B alITeYHYI0 OPraHM3alMi0" JOTIOJHUTD CJIOBaMU "MJIM K
BJIaJle/IbIly arperaropa’;

B) IIOCJIE CJIOB "Uepe3 caiT (MOOGMIIbHOE IIPUJIOKEHIE) alITeUHOM
opraHusauuu” TOIOJHUTD CJIOBAMM "M/IM Bilafesiblia arperatopa’.

9. B mynkTe 15 c10B0 "0obecneunBaeT" 3aMEeHUTH CJIOBAMM "M BJlaieJiel]
arperatopa obecrieumBaioT".

10. B nnyHkTe 16:

a) B ab3aiie mepBOM CJI0BO "00s13aH" 3aMeHUTD CJIOBaMU "1OO Biajener]
arperatopa oo6si3aHbI";

0) MOAMYHKT "a" TOMOJHUTD IPeJJIOKeHEM CIeTYIOIIEero COAe P KaHMSI:

"iHbopMupoBaHye MOKYIaTess JOMYCKaeTcs oCpeCTBOM
MCII0JIb30BaHMS caiita B cetu "MIHTepHeT" U (MJIM) MOOUIIBHOTO
TIPUJIOKEHMS allTeuHO OpraHu3anuy UIn Biaagesbla arperatopa B
NOpsiiKe, IpefyCMOTpeHHOM IyHKTaMu 16(1) un 16(3) Hactosmux [Ipasui;”;

B) MOJMYHKT "6" JOTIOJHUTD IIPeIJIOKEHMEM C/IeYIOIIEro COaepsKaHmsI:

"Po3HMYHAY 1leHa Ha JIeKapCTBeHHbIN Mperapar, ykasaHHas B IOTOBOpe
KYIUTU-TIpoJasky (6e3 yueTa CTOMMOCTY JOCTaBKM 3aKa3a), He JOJIKHA
MPEeBBINIATh PO3HUYHYIO II€HY JIEKapPCTBEHHOTO MperapaTa B alTeuHOn
opraHmsauuu;".

11. Jononuutk nyHkTamu 16(1) - 16(3) ciaenyoniero cogepskaHms :

"16(1). ITpu ripyeMe 3aKa30B Ha PO3HUYHYIO MPOJAXKY JIeKapCTBEHHBIX



TpernapaToB AV CTaHI[MOHHBIM CITOCOO0M MOCPeACTBOM OOpaleHu st
TOKYTIaTe/s B allTEYHYI0 OpraHM3alyio Uian K BiaaAeblly arperatopa npu
oMoy cetu "MiIHTepHeT" yepes caifT (MOOMIbHOE ITPUIOKEHIE)
MHGOPMMUPOBaHMe TIOKYTIaTesIsl O TTOKa3aHUSIX K IPUMeHeHUI0
JIeKapCTBEHHOTO Iperapara, yCJIOBUSIX OTITYyCKa, paBuIax XpaHeHUS
JIeKapCTBEHHOTO Iperapara, B3auMOAeiCTBUY C APYTUMU
JIeKapCTBEHHBIMY IIpeliapaTaMy OCYIIeCTBIISIeTCS ITOCPefCTBOM
pa3sMelneHNs B IIpeJIOKeHUH O IPoae JeKapCTBEHHOTO Iperapara
IIOJIHOTO TEKCTa MOC/IefHeN aKTyaabHOM MHCTPYKLIUM ITI0 MEeAULIMHCKOMY
MIPUMEeHEeHMIO JIEKapCTBEHHOI0 Iperapara, B TOM YMCJie IT0CpeICTBOM
aJpecaluy Ha CaiT B ceTu "MIHTepHeT", comepsKalluii JTaHHbIe
rOCyZapCTBEHHOTO peecTpa 1eKapCTBeHHBIX CPeCTB IJIs1 MeAULIVHCKOTO
npuMeHeHus, 1160 rpadyeckoro n306pakeHUss UHCTPYKIUU 110
MeIVLUMHCKOMY IIPUMEeHEHUIO (JIMCTOK-BKJIAAbIII) IeKaPCTBEHHOTO
rperiapara.

AnTeyHas opranu3saius o6si3aHa 06ecreuuTh pa3MelleHne yKa3zaHHOI
mHbopMaIMu B MpeayiokeHnM O IIPoIaske JeKapCTBEHHOro ITperapaTa Ha
caiite B cetu "MIHTepHeT" U (MJI1) B MOOMIbHOM MPWIOKEHNUY, B TOM YMCJIE
MIpUHAZJIeXXal X BjIaJelblly arperatopa, ecjii MHOe He [IpefyCMOTPEeHO
JIOTOBOPOM MeXy allTeuHO opraHmn3alnueil u BiaagesbleM arperatopa.

16(2). B ciyuae pasmeleHys aliTeyHO OpraHu3anyeii Ha caiTe B CeTu
"HTepHeT" 1 (Win) B MOOMIIbHOM MPWIOKeHUU Biafesblia arperatopa
IIpelJIOKeHMs O IIPOoJaske JeKapCTBEHHOrO IIperapara, He
3aperucTpupoBaHHOro B Poccuiickoit ®enepaunm, Biajgesnel arperatopa
00s13aH MPeKPaTUTh pa3MellleHye TaKoro IpeIoskKeHNsI O IIPoJake
(OTpaHMYNTH JOCTYI K HEMY IT0JIb30BaTeIei caita u (M) MOOGUILHOTO
NIPUIOXKEHMS) ¥ YBeAOMUTD O (haKTe TaKOro pasmenieHns OenepanbHyi0
cITyk0y 1o HaJi30py B cdepe 31paBOOXpaHEHUSI.

16(3). Ilpu nipuemMe 3aKa30B HA PO3HUYHYIO ITPOJAXKY TeKapCTBEHHBIX
TperapaToB AV CTaHI[MOHHBIM CITOCOO0M IMTOCPeACTBOM OOpalieHust
TIOKYyIIaTe/is K Biafeblly arperaTopa rnpu nomouu cetu "MiHTepHeT" uepes
caiT u (W) MOOGMIIbHOE TIPUJIOKEHNE BJIafieIbIa arperaTopa Biajeser]
arperatopa o0si3aH pa3MeCcTUTb Ha caiiTe B ceTu "IHTepHeT" u (UIK) B
MOOMIBHOM MIPUJIOKEHUM CBeJIeHMSI O CITPABOYHOI C/Ty>KOe arTeuHoi
opraHusauumu, pasMellarllen mpeajioskeHns 0 Mpoaaxke JeKapCTBeHHbIX
rpenaparos (MIX UHOM CTPYKTYPHOM TOoApa3AeleHnu arTeuHon



OpraHMsaluy, OCyLeCTBISAIILEM OTIIYCK JIeKapCTBEHHbBIX IIpernapaTos), C
yKazaHueMm TenedoHa, aapeca 371eKTPOHHOI MOYThI, paMUINK, UMEHH,
oTuecTBa (IIPU HAIMUMM) OTBETCTBEHHOTO 3a MPYeM 3aKa30B pabOTHMKA
anTevyHOo OpraHu3annn.".

12. A63aI1 mepBblIii ITyHKTA 17 MOC/Ie CJI0B "allTeYHOM opraHu3aiuein”
IOTIOJIHUTB CJIOBAMM ", BjIaJle/IblleM arperatopa”.

13. B myHkTe 19:

a) B ab3alie MepBOM CJIOBa "IPYroii (CTOPOHHEH) opranm3anuu’ 3aMeHUTb
CJIOBAaMM "MHBIMM JINLIAMU " ;

6) IOTOJHUTD ab3a1jaMy CJIeIyIOIero ColepsKaHms:

"AnTeuHas opranmusanmsd, 3aKII0UYMBIIadg JOTOBOP C MHBIMMU JIMITaMM Ha
OoCyueCTB/IeHe NJOCTaBKIM 3aKa3a, HeCeT OTBETCTBEHHOCTD IIepe[,
IMMOKYyIIaTeJieM B CJIydde HapylieHVd YKa3aHHbIMU JIMLIaMU YCJIOBI/Iﬁ
XpaHeHNMA JIEKapCTBEHHBIX IMMPEIIapaTOB IIPU OCYIIECTBJIE€HNUNU UX JOCTAaBKHA,
IMopuM JieKapCTBEHHBIX ITPEInapaToB.

AnTeuHble OpraHM3alUM U JIN1A, OCYIIECTBIISIIONI e AOCTABKY 3aKa3a, HeCyT
OTBETCTBEHHOCTb 3a peannsaiuio Ganbcu@uipoBaHHbIX,
KOHTpadaKTHBIX, HeA0OpOKaueCTBEHHbIX 1 He 3aperCTPUPOBAHHbIX B
Poccuiickoit ®enepaiiiy JeKapCTBEHHbBIX CPEACTB.".

14. B rmyHKTe 23 cj0Ba "M Cay>k0e JOCTaBKM' 3aMEHUTh CJI0BAMMU ", JIUITY,
OCYIIeCTBMUBIIEMY AOCTAaBKY JIEKAPCTBEHHBIX ITpernapaToB”.

15. TIyHKT 25 mOmoMHUTD ab3alieM CJIeIyIOIIero CoaepsKaHms:

"ATITeYHas OpraHu3alus OCYIIeCTB/SIeT IPMUeM BO3BpaIlleHHbIX
HeOIJITaYeHHbIX 3aKa30B OT JIUII, OCYIIECTBIISIOMMX AOCTABKY 3aKa3a.".

16. A63a11 BTopoit myHKTa 30 U3JIOKUTD B CIEAYIONIEl peaKIum:

"MpUHUMAET peliieHe O MpeKpallleHUN AeCTBMS pa3pellieHus aliTeuHo
OpraHmM3aluy, 0 YeM YBeJOMJ/ISIFOTCS aliTeYHast OpPraHM3al s U BJ1aJeblbl
arperaTopos, C KOTOPBIMY alITeYHasl OpraHMU3aLysl 3aK/I04nIa oroBop,
npeayCMOTpeHHbIN myHKToM 5(1) HacTosmux [IpaBui, B popme
9JIeKTPOHHOTO JOKYMEHTa, MOAIMCAHHOTO YCUIEHHOM
KB/IMGULIMPOBAHHOI 3JIeKTPOHHO MO NUCHIO;".



17. JOnoMHUTb MYHKTOM 31 CIeAyIolero cogepskaHus:

"31. KoHTpoJIb 32 COO/MIOAeHMEM HaCTOSIIUX [IpaBuI OCYIEeCTBISETCS
depnepanbHOIL CTYk007 110 HAA30PY B chepe 3MpaBOOXpaHEHUS TIPU
ocyliecTBIeHUM deepasbHOTO TOCYAAPCTBEHHOI0 Hai30pa B cdepe
obpaleHus JeKapCTBEHHbIX CPeCTB.".



