IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 24 asrycra 2026 r. Ne 1068

MOCKBA

0] MNPOBCACHUH IKCIICPUMCECHTA 110 OCYIHECCTBJICHHUIO pO3HI/I‘lHOﬁ TOProBJIN
JEKAPCTBCHHBIMMU NpenapaTaMiu 1Jd MEAUIHUHCKOI'0 IPUMCHCHUA
C HCIIOJb30BAHUEM NECPECABUKHBIX alITCYHBIX IYHKTOB

B cootBeTcTBUU cO cTaThelr 552 denepanpHoro 3akona "OO obOpaiieHUu
nekapcTtBeHHbIX  cpenctB"  IlpaBurensctBo  Poccumiickoit ~ @enepanuun
NOCTAHOBJAECT:

l. YrBepaute npunaraemoe IlomoxkeHne O NOpAIKE IPOBEICHUS
AKCIIEPUMEHTA MO OCYIIECTBICHUIO PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMHU
npenaparaMi  JUIsi  MEIUUMHCKOTO  MPUMEHEHUS C  HCMOJIb30BAHHEM
MepPEABMKHBIX allTEYHBIX ITYHKTOB.

2. YCTaHOBUTh, YTO 3KCHEPUMEHT IO OCYIIECTBICHHIO PO3HUYHOU
TOPrOBJIM JIEKAPCTBEHHBIMU MpernapaTaMu s MEAUIMHCKOTO MNpPUMEHEHUS
C UCTOJIb30BAHUEM TEPEABUKHBIX ANTEYHBIX IMYHKTOB HE PaCIpOCTPAHSIETCS
Ha JIEKapCTBEHHBIE Mpenapathl AJI1 MEAULMHCKOTO MPUMEHEHHUs, OTIyCKaeMble
OecIUIaTHO WJIM CO CKUIKOW TpakaaHaM, MUMEIOLIMM IpaBO Ha oOecredyeHue
JIEKapCTBEHHBIMU TpenapaTaMHu 3a CUET CPEACTB OOKETHBIX AaCCUTHOBAHUMN
(dbenepanpHoro Or0IKeTa U O10KETOB CyObeKTOB Poccuiickoii denepanui.

3. Peanmu3zanus MEpONPUATHUH, IIPENYCMOTPEHHBIX HAaCTOSIIHAM
MOCTAaHOBJICHHEM,  OCYLIECTBISETCS  MMHHCTEPCTBOM  3ApAaBOOXPaHEHUS
Poccuiickonn @enepanuu B mpeAeiax YCTAaHOBICHHOM IITATHOM YMCICHHOCTH
pabOTHUKOB yKa3aHHOro MwuHHUCTEpCTBA W OIOJUKETHBIX AaCCUTHOBAaHHWU,
MpPeayCMOTPEHHBIX MUHUCTEPCTBY Ha PYKOBOJICTBO M YIpaBiieHHUE B cdepe
YCTaHOBJICHHBIX (PYHKLIUM.



4. HacTosiee mocTaHOBJICHHE BCTymaeT B cuity ¢ 1 ceHtsaops 2026 r.
(3a UCKJIIOYEHHEM TOJIOXKEHUM MyHKTOB 19, 23, 24 u 26 - 28 Ilonoxenus,
YTBEPKACHHOTO HACTOSIIIUM TIOCTAHOBJIEHWEM, B YacTU HCIIOJIb30BAHUSA
beneparbHON TOCYIapCTBEHHON WH(MOPMAITMOHHONW cucTeMbl "EquHbiii mopran
rOCYJIapCTBEHHBIX U MYHHUIUIAIBHBIX YCIYT ((PyHKIMI)", KOTOpbIE BCTYIMAIOT
B cuny ¢ 1 mapra 2027 r.) u nevictByet f0 1 centsiops 2029 r.
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YTBEPXXJIEHO

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
otr 24 aBrycta 2026 r. Ne 1068

HOJOXEHMHE

0 MMOPSIAKE MPOBECACHUA IKCIMIEPUMEHTA IO OCYIIECCTBJICHUTO pO3HI/I‘lHOl7[
TOProBJIN JICKAPCTBCHHBIMH IIPpENaparamMu JJIst MEAUIINHCKOTO
NMPUMEHECHUA C UCITIOJb30BAHUEM NMMEPEABH/KHBIX AlITCYHBLIX ITYHKTOB

l. Hactosimee IlosoxkeHne  yCTaHAaBIMBAeT IMOPSAOK  IPOBEICHUS
DKCIEPUMEHTAa MO OCYIIECTBICHUIO PO3HUYHOW TOPTOBIU JIEKAPCTBEHHBIMU
mpenapatamMi U1 MEIWLMHCKOrO  NPUMEHEHHS C  HCHOJb30BAHHEM
MEepeIBMKHBIX aNTEUHbIX MYHKTOB (J1ajieeé COOTBETCTBEHHO - JIEKAPCTBEHHBIN
npenapar, 3KCHEPUMEHT), B TOM YHUCJE NOPAIOK M KPUTEPUH BKIIOYCHUS
cyobekta Poccuiickoit deaeparuu B OKCHEPUMEHT U HCKIIOYEHHUS €ro
U3  DKCIIEpUMEHTA, TMOPSAOK  OCYIIECTBICHUA  PO3HUYHOM  TOPrOBIU
JIEKapCTBEHHBIMU IIPEMApAaTaMu C HUCIIOIb30BAHUEM IIEPEIBMKHBIX aNTEYHBIX
MyHKTOB M TIpaBWja BBIJAYM pa3pelI€HUs Ha OCYLIECTBICHHE PO3HUYHOMN
TOPTOBJIM JIEKAPCTBEHHBIMU MpenaparaMyd C HCIOJIb30BaHUEM IEPEIBHKHBIX
anTeYHBIX MMYHKTOB (Jajiee - pa3peiieHue).

B LHENsAX  HACTOSIIETO [Tonoxenus oz, OpraHU3alUsIMU
MOAPA3yMEBAKOTCS arTeyHbIe OpraHu3aluu (3a HCKJIFOUCHHEM
WHIUBUIYAIbHBIX MpPEINpUHUMATENEH), BXOMAIIME B IMEpeYeHb AaNTEYHBIX
OpraHU3alri, BKIIFOYEHHBIX B 3KCIIEPUMEHT, YTBEPKACHHBIN YIIOJHOMOYEHHBIM
HCIIOJHUTEILHBIM OpraHoM cyOnekTa Poccutickoit denepanuin B COOTBETCTBUU
¢ myHKToM 2 dacth 9 crateu 55° ®denepanpHoro 3akona "OO obpamieHHH
JIEKapCTBEHHBIX CPEICTB".

2. Y4acTHUKAaMH JKCIIEPUMEHTA SBIISIFOTCS:

a) MunucrepcTBo 3ApaBooxpanenus Poccutickoit denepanuuy;

0) yIOJTHOMOUYEHHBIE HCHOJHUTENbHBIE OpraHbl cyObekToB Poccuiickoi
denepanuu, BKIOYEHHBIX B DKCIIEPUMEHT;

B) OpraHU3allii, COOTBETCTBYIOIME TPEOOBAHUSAM, YCTAaHOBJICHHBIM
yacTeio 4 ctathu 552 ®enepanpHoro 3akona "OO oOpallleHHH JeKapCTBEHHBIX
cpeactn'.



3. llenssMu 3KCHepUMEHTa SBIAIOTCA OTpabOTKa MeXaHW3Ma PO3HUYHOMN
TOPrOBJIM JEKAPCTBEHHBIMU IpenapaTraMu € HMCIOJIb30BAHHEM MEPEABUKHBIX
anTeYHBIX IMyHKTOB W 0O€cleYeHHe BO3MOXKHOCTH JaJbHEHIEro BHEAPEHUS
U HCIOJb30BAHMS TAaKOW TOPIOBIM HAa TMOCTOSHHOW OCHOBE Ha TEPPUTOPUHU
Poccuiickon @enepanumu.

4.B paMkax D3KCHEpUMEHTa OCYLIECTBISETCS PO3HUYHAS TOPIOBIIA
JIEKapCTBEHHBIMU TpenaparaMd C HWCIOJIb30BAHUEM IEPEABUAKHBIX aAlTEYHBIX
MTyHKTOB, 332 UCKIIFOUEHHUEM:

a) IEKApPCTBEHHBIX NPENapaToB, COAEPKAIIMX HAPKOTUYECKHUE CPEICTBA,
MICUXOTPOIHBIE BEIIECTBA U UX MPEKYPCOPHI;

0) JJE€KapCTBEHHBIX IpenapaToB, COAEPKALUX CHIBbHOACHCTBYIOLIUE
BEILIECTBA;

B) JIEKaPCTBEHHBIX Ipenaparos, BKJIFOUEHHBIX B NepeveHb
JEKApCTBEHHBIX CPEACTB JUISI MEIHUIMHCKOTO NPHUMEHEHUS, MOJIekKalInX
PEIMETHO-KOIMIECTBCHHOMY YUeTy, MPeAyCMOTPEHHBIH YacThio 1 cTatbu 58!
denepanpHOTO 3aKk0HA "O0 00paImeHnn JEKapCTBEHHBIX CPEACTB";

r) paanodapMaleBTUYECKUX JIEKAPCTBEHHBIX MPENapaToOB;

1) IMMYHOOHOJIOTUYECKUX JICKaPCTBEHHBIX MPETMapaToB;

€) IEKApCTBEHHbIX  MPENapaToB, g KOTOPBIX B  COOTBETCTBUU
C MHCTPYKIMEH 1O NPUMEHEHHMIO JIEKapCTBEHHOIO IIpernapara yCTaHOBJIEH
TEMIIEPATYPHBIN PEXUM XpaHeHus1 HHxKe 15 rpaxycos Llenbcus;

) CIUPTOCOIEPKAIUX JICKAPCTBEHHBIX MpenapaToB ¢ 00bEeMHOMN HoJei
ATUJIOBOTO CIIAPTA CBBILIE 25 MPOLEHTOB;

3) J1€KapCTBEHHBIX Mpenaparos, M3TOTOBJIEHHBIX anTEeYHbIMU
OpraHu3alusIMH.

5. DKCIepUMEHT TMPOBOJUTCS Ha JTOOPOBOIHHOW OCHOBE HAa OCHOBAHUH
XOJIaTaliCTBa  BBICIIETO  JIOJDKHOCTHOTO Jmma cyoOwbekra  Poccwmiickoit
®denepannu 0 BKIOUYEHUH cyObekTa Poccuiickoit denepalunu B 3KCIEPUMEHT
(mamee - XomaTalCTBO O BKIIYEHUM) U 3aABJICHUNA O BKJIIOUYCHHUH
B JKCHEPUMEHT, MOJAHHBIX AaNTEYHBIMU OPTraHHU3aLUUsAMH (32 HCKIIOYEHHEM
WHIUBUIYAIbHBIX MPEIIPUHUMATENCH) B YIOJHOMOUYEHHBIH MCIOJHUTEIbHBIN
opraH cyonekTa Poccutickoii denepanuivi B yCTAaHOBICHHOM MM TIOPSIIKE.

6. MununcrepcTBo 3apaBooxpanenust Poccuiickon @enepanuu:

a) OCYIIECTBIIIET  METOJAMYECKOE  COMPOBOXKICHHE  HKCIIEPUMEHTA,
BKJIFOYAsi METOJMYECKOE CONPOBOXKICHUE JACSITEIBHOCTH  OpraHu3alui,
YKa3aHHBIX B NOANYHKTE "B" myHKTa 2 HactosAwmwero llonoxenus;

0) npencrasisieT B [IpaButensctBo Poccuiickoit denepanuu:



IIPEABAPUTEIBHBINA JTOKJIAJL O pe3yJIbTaTax MPOBENCHUS JKCIIEPHMEHTA -
110 30 urons 2029 r.;

WUTOTOBBIM  JIOKJIAJ O  pe3yibTaTax NPOBEAECHUsA  OKCIIEpUMEHTA
U TPENJIOKEHHUs] O BHECEHMHM W3MEHEHUN B 3aKOHOJATEIBCTBO 00 OOpanieHun
JIEKapCTBEHHBIX CPeCTB - 10 31 okTadps 2029 r.

7. YIIOTHOMO4YEHHBIE VICTIOJTHUTEIIbHBIE OpTraHbl CyOBEKTOB
Poccniickoit @enepannn, BKIIOUYECHHBIX B OKCIEPUMEHT, OCYIIECTBIISIOT
MOHUTOPUHI MPOBEJIEHUS SKCIIEPUMEHTAa W NpelcTaBlieHne B MUHHCTEPCTBO
3apaBooxpanenus Poccuiickoit @enepannu:

a) ©KEKBapTAJIbHBIX OTYETOB O XOJI€ IPOBEICHUA DSKCIEPUMEHTa -
10 15-ro uncna Mecsina, CIeAYOMEro 3a OTYETHBIM KBAPTAJIOM;

0) MPOMEKYTOUHOIO M HUTOrOBOIO OTYETOB O XOJAE MPOBEIACHUS
skcriepuMenTa - 10 1 urons 2029 1. u 1 okTs16ps 2029 1. COOTBETCTBEHHO.

8. Kputepusmu  BkimtoueHuss cyOwnekta Poccwmiickoit  ®Deneparu
B OKCIIEPUMEHT SIBJIFOTCS:

a) HamMYue Ha TeppuTopun cyoOwnekta Poccuiickoit  ®Denmeparuun
CEJIbCKUX HACEJEHHBIX IYHKTOB, B KOTOPBIX OTCYTCTBYIOT aIllT€YHBIE
OpraHu3allii, WHAUBUAYAJIbHbIE MNPEAIPUHUMATEIH, HWMEIOIIUE JHUIEH3UIO
HAa  (papManEeBTUYECKYIO  JCSITEIbHOCTD, a  TaKkkKe  MEIMIMHCKHE
OpraHu3alliy, UMEIOINE JHIEH3WI0 Ha (apMaleBTHUECKYIO JEATEIbHOCTD,
1 UX 000cOOJIEHHBIE MOAPA3/AEIICHNs, OCYLIECTBISIONINE POZHUUHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU ITpeNapaTamy;

0) Hannuue Ha Tepputopun cyowbekta Poccuiickoit  ®enepanuu
anTEYHbIX OpraHu3alui (3a UCKITFOUEHHUEM VHIUBUYaJIbHBIX
NpeANnpuHUMATeNel), WMEIIUX  JIMUEH3UMI  Ha  ()apMaleBTHUYECKYIO
NESATENbHOCTh C YKa3aHUEM BBINOJIHIEMBIX padO0T (OKa3bIBAEMBIX YCIYT)
[0 OCYIIECTBJICHUIO PO3HUYHOW TOPTOBIIM JIEKAPCTBEHHBIMH IIpENapaTamu,
XPAaHEHUIO M TEPEBO3KE JIEKAPCTBEHHBIX IMPENApaToB, BIAJCIOINIMX TaKOU
JULEH3UEHW HE MeHee 3 JeT W IOJAaBIIMX 3asBJICHUS O BKIIOYECHUU
B OKCIEPUMEHT B YIOJIHOMOYEHHBIM MCIOJIHUTENbHBIA OpraH CcyObekTa
Poccuiickon @enepanumu.

9. Briciiee nomkHOCTHOE JHMIIO cyObekTa Poccuiickoit ®epeparuun
HamnpasisieT B MuUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickonn @enepanuu
MOCPEJICTBOM CHCTEMBI MEXBEJOMCTBEHHOTO AJIEKTPOHHOTO JOKYMEHTOO00pOTa
B (hopMe BIEKTPOHHOIO JOKYMEHTAa XOJATalCTBO O BKIIOUEHWU U KOIHUHU
3asBJICHUM, TMPEAYCMOTPEHHBIX NyHKTOM S5 Hacrosmero Ilomoxenus,
C YKa3aHUEM:



a) MepeyHsl CEJIbCKUX HACEJEHHBIX IYHKTOB, B KOTOPBIX OTCYTCTBYIOT
anTe4yHble OpraHu3alud, WHAUBUAYAJbHbIE MPEANPUHUMATENN, HWMEIOIINE
JUUEH3UI0 Ha (apMalEeBTHYECKYIO JEeATEIbHOCTb, a TaKXE MEIUIMHCKUE
OpraHu3alliy, UMEIOINE JHIEH3WI0 Ha (apMaleBTHUECKYIO JEATEIbHOCTD,
U UX 000CO0JIEHHBIE MOAPA3IEICHMS], OCYIIECTBISIOINE PO3HUYHYIO TOPTOBIIO
JEKapCTBEHHBIMU IIpenaparamMi, U B KOTOPBIX IUIAHUPYETCS OCYIIECTBISAThH
YKa3aHHYI0 PO3HUYHYIO TOPTOBIIIO C UCIOJIb30BAHUEM NEPENBIKHBIX allTEYHBIX
ITyHKTOB;

0) mepeyHs anTeuHbIX OpraHu3alui (3a UCKIIOUEHUEM WHIWBHYyaIbHBIX
NpeANnpuHUMATeNel), WMEIIUX  JIMUEH3UMI  Ha  ()apMaleBTHUYECKYIO
NESATENbHOCTh C YKa3aHUEM BBINOJIHIEMBIX padO0T (OKa3bIBAEMBIX YCIYT)
[0 OCYIIECTBICHUIO PO3HUYHON TOPTOBIM JIEKAPCTBEHHBIMM IIperapaTamu,
XpPaHEHHIO M TIEPEBO3KE JIEKAPCTBEHHBIX MPENapaToB, BIIAJCIOMIUX TaKON
JULEH3UEH HE MeHee 3 JeT, C YKA3aHWEM CBEICHMM, NIPEeayCMOTPEHHBIX
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noamyHktamu  "a" - "B", "r" (3a wuCKIOYeHWEM CBeICHW 00 anmpece
AJIEKTPOHHOM MOYTHI rOpuANYecKkoro auna) u "e" myHkra 17 HacTosIero
ITonoxenus.

10. MunucrepcTBo 3apaBooxpaHeHuss Poccuiickonn Penepanum B CpOK,
HE TMpeBBIIAIONMK 3 paboumx AHEH cO JHS TMOCTYIUIGHHS XOJaTaiicTBa
0 BKIIIOYCHHH, HampasisieT ero B PepepanbHyio ciyk0y 1o Haa3opy B cdepe
3IpaBOOXPAHEHUS IS IIPOBEPKH COJEPKALIUXCSA B HEM CBEICHUM.

11. ®enepanpHas ciryx06a 1o HaI30py B cepe 3MpaBOOXpPaHEHUS B CPOK,
He npeBblmatomui 10 pabounx qHEH co IHS MOCTYIUIeHUs M3 MuHUCTepcTBa
3apaBooxpaHeHus Poccuiickonn ®@enepanuy  X0JaTaicTBa O BKIIOYCHUHU,
OCYILECTBIISIET NMPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH COJEPKAIIUXCA B HEM
CBEICHMM W HampasisieT B MUHHCTEPCTBO 31apaBOOXpaHeHus Poccuiickoit
@denepalv 3aKJIIOYEHHE O COOTBETCTBUM WJIM HECOOTBETCTBUU CYOBEKTa
Poccniickont denepanny KpUTEpUSAM, YCTAHOBJIECHHBIM ITYHKTOM 8 HACTOSILETO
ITonoxenus.

12. 1lpy Hamuuuu B 3aKIOYEHUH, MOCTYIHBIIEM B COOTBETCTBUU
¢ nyHkTtoM 11 nHacrosmero IlonokeHus, BBIBOJA O COOTBETCTBUU CBEICHUM,
COZIEpKAIIMXCA B XOJATaWCTBE O BKJIIOYECHUHM, KPUTEPHUSM, YCTAHOBJIECHHBIM
IMyHKTOM 8  Hacrosmero llomoxkenns, MuHHCTEPCTBO  3ApAaBOOXpPAHEHUS
Poccuiickoii ®enepaunu B CpoK, He mnpesblmaromuid 10 paGoumx gHEl
co mHsA moctymuieHus u3 DenepanbHOi Cay)OBl MO Ham30py B cdepe
3IpAaBOOXPAHEHNs  YKa3aHHOTO  3aKJIIOYEHHMs, TMOATOTaBIMBAET  IPOEKT
pacnopspkenust  IIpaButensctBa Poccuiickonn @enepanuu 0 BKJIHOUYEHUU
cyowekta Poccuiickoit denepariii B SKCIIEPUMEHT.



IIpoekr pacnopsokenus lIpaButensctBa Poccuiickonn  ®enepanuu,
yKa3aHHBII B a03alle MepBOM HACTOSIIETO MYHKTA, MOJIEKHUT COTIACOBAHUIO
¢ MuHUCTEPCTBOM 3KOHOMHYECKOrO pas3Butus Poccuiickoin dPenepanuu
n DenmepanpHON CIy)KO00i 1O Ham30py B cdepe 3ApaBOOXPAHCHHS B CPOK,
He mpeBbmmarommii 10 paboumx JHEH CO JHA €r0  HampaBJICHUS
Ha coryacoBaHue, n BHeceHHIO B IIpaBurensctBo Poccuiickonn denepanum
B CPOK, He mpeBbImamuil 10 pabounx gHEH co AHS €ro COTIaCOBAHMUA.

13.1lpy Hamuunu B 3aKIOYEHUH, NOCTYIMBIIEM B COOTBETCTBUU
¢ myHKToM 11 Hacrosmero Ilonoxenus, BEIBOJa O HECOOTBETCTBUM CBEJCHHUM,
CoJIepKalllUXCsAd B XOJIATAaiCTBE O BKJIOUEHUHU, KPUTEPHSIM, YCTAHOBIECHHBIM
nyHKTOM &8 Hacrosmero llomoxkenus, MuHHCTEPCTBO 3ApaBOOXpPAHEHUS
Poccuiickoit ®denepanuu B CpoK, HE MpeBbIIAOMIMN 3 padounx gHEH CO JHS
MOCTYIJIEHUSI YKa3aHHOTO 3aKJIIOUEHHUS, HAIPABIISIET BBICHIEMY JOKHOCTHOMY
oy cyobekta Poccuiickoit ®exeparmuu  MHGOPMAIMIO O BBISBICHHOM
HECOOTBETCTBUH.

14. IloBTOpHOE pACCMOTPEHUE MPEACTABICHHOTO BBICIIIUM JOJKHOCTHBIM
munioM  cyOwpekta Poccuiickoit ®enmepanmuu XogaTaiicTBa O  BKIIOYCHHH
OCYIIECTBIISIETCS B MOPSJKE, MPETYCMOTPEHHOM IyHKTaMH 9 - 13 HacTosero
ITonoxenus.

15. Uckmrouenne cyobekta Poccuiickoit denepanuu u3 3KCIIEpUMEHTA
OCYILECTBIISIETC HAa OCHOBAaHWM XOJATalCTBa BBICIIETO JOJDKHOCTHOIO JIMIA
cyowekta Poccuiickoit ®eneparun 00 HMCKIIOUEeHWH CyObekTa Poccuiickoit
®denepauny U3 SKCIEPUMEHTA, MOJAHHOTO B MHUHHUCTEPCTBO 3APaBOOXPAHECHHUS
Poccuiickont  @enepaniui  MOCPEICTBOM  CHUCTEMBI  MEKBEJOMCTBEHHOTO
ANEKTPOHHOTO JOKYMEHTO000poTa (B (pOpME 3IEKTPOHHOTO IOKYMEHTA).

MunucrepctBo 3apaBooxpanHeHus Poccuiickon ®enepaunu B CPOK,
He mnpepblmaromuid 10 paGounx gHEH co AHS MNOCTYIUIEHHMsS XoJaTaiicTBa
00 wuckmoueHuun cyoOwekta Poccuiickoit ®Pepepanuu W3 IKCHEPHUMEHTA,
IIOATOTABIMBAET  MpPOEKT  pacnopsbkeHus  IIpasurensctBa  Poccuiickon
Oenepanun = 00  uckiroueHun — cyonekta  Poccumiickoit  ®Denepanuu
U3 DKCIEPUMEHTAa, KOTOPBIA MOJJIEKUT COTJacOBaHUIO C MUHUCTEPCTBOM
AKOHOMMYECKOTO pa3Butus Poccuiickoit @enepanuu u OeaepaibHON Cayk00H
0 HaA30py B cdepe 3paBOOXpaHEHUSI B CPOK, HE MpeBblmaromuil 10 pabounx
JHEW CO JIHS HaIpPaBJICHHsS TAaKOrO IPOEKTa HA COTJACOBAHUE, U BHECEHHIO
B IlpaBurensctBo Poccuiickoir ®enepaunn B CPOK, HE MPEBBIMIAIONIUN
3 pabouux JHEH CO JHA €T0 COTJIaCOBAHMUS.

16. Beigaua paspeuieHus opraHuzanuu ocyuiectsisietca denepanbHOU
cinyx00#1 o Hag30py B cepe 3ApaBOOXpaHEHHUS TOCPEACTBOM pa3MEIICHUS



Ha odurranbHoM caiite CiaykO0bl B HH()OPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON
cetu "Unrepner" (manmee - cerb "MHTepHeT") nepeuHs OpraHu3alui,
MOJTYUYMBIIHMX pa3pellieHue (J1anee - nepeyeHb pa3penieHui).

Opranu3anuss  BOpaBe  OCYUIECTBJISATh  PO3HUYHYIHD  TOPTOBIIO
JIEKapCTBEHHBIMU TpenaparaMd C HWCIOJIb30BAHUEM IEPEABUAKHBIX aAlTEYHBIX
ITyHKTOB CO JIHA BKJIIOYEHUS €€ B IEPEUEHb pa3pelieHUH.

Jis monmydeHus paspelieHds OpTraHu3anus Win (U3NYecKoe IHUIO,
NEHCTBYIOLIEE HA OCHOBAHMHM JIOBEPEHHOCTH OT MMEHU OpraHu3aluu
(manee - mpexacTaBUTENb), HampaBisieT B DenepalbHyI0 CIy:k0y MO HaI30py
B cdepe 3paBOOXpaHEHHS 3asBJICHUE O MOYYEHUH Pa3pelieHHsl ¢ IPUIOKECHHEM
JIOKYMEHTOB (CBeJCHUM), YKa3aHHBIX B MyHKTe 18 Hactosmero Ilomoxenus,
MOJITBEPIKIAOIINX COOTBETCTBHE OPTraHM3alUU TPEOOBAHUSAM, yCTAaHOBICHHBIM
qacThio 4 cratbu 552 denepanpHoro 3akona "OO 0OpaIICHUU JIEKAPCTBEHHBIX
cpencts'.

17. B 3asBIeHUN O TMOJYYEHUH PA3PEIICHUS] YKA3bIBAKOTCA CICIYIOIIUE
CBEJICHUSA:

a) moyiHoe (pupMEeHHOE HAaMMEHOBAHHE OpPTraHU3alluH (Ha PYCCKOM SI3BIKE);

0) OCHOBHOM IrOCy1apCTBEHHBIN PErUCTPALMOHHBI HOMEDP IOPUIUIECKOTO
TUa;

B) UICHTU(UKAIIMOHHBIA HOMEP HAJIOTOIUIATEIIbIINKA,

I) aJipec IPUANYECKOro JIMIAa U aapec (aapeca) MecTa OCYIIECTBICHUS
JESTENbHOCTH, aJPeC FIEKTPOHHON MOYTHI FOPUANYECKOTO JIULA (IPU HAIUYHUN);

1) MapuipyT (MapIIpyThl) CJI€IOBAHUS MTEPEIBUKHOTO allTEYHOTO MyHKTA;

€) CBeICHHsI O JIMIEH3uM Ha (apMalEeBTUYECKYI0 JI€ATEIbHOCTh
C YKa3aHHEM BBITIOJIHAEMOHN paboThI (0Ka3bIBAEMOI YCIYTH) MO OCYIIECTBICHUIO
PO3HUYHOM TOPTOBIIM JIEKAPCTBEHHBIMU IpenapaTaMu, XpaHEHUIO U MEPEBO3KE
JIEKapCTBEHHBIX MPENapaToB;

) CBEJICHHSI O pPa0OTHUKE, KOTOPBIM 3aKIIOYWI C OpraHu3aluein
TPYJIOBOM JOrOBOp, JESATENBHOCTh KOTOPOrO HENOCPEICTBEHHO CBs3aHa
C OCYUIECTBICHHUEM PO3HHUYHOM TOPIOBJIM JIEKAPCTBEHHBIMU IpenapaTamMmu
C HCIOJIb30BAaHUEM TNIEPEIBMXKHBIX AaNTEUHbIX ITYHKTOB M HMX XpaHEHHEM
¥ KOTOPBI HMMEET BBICIICE WU cpeAHee (apmareBTHUECKoe 00pa3oBaHHE,
a Takke cepTU(UKAT CHEUAINCTa WM NPONUACHHYIO aKKpEIUTalUIo
CHEIUAINCTA;

3) CBEIEHUd O  MEpeABMKHOM  alT€YHOM  IyHKTe  (Mapka,
rOoCyJapCTBEHHBIA PETUCTPALMOHHBIA HOMEpP aBTOTPAHCIIOPTHOTO CPEICTBA)
u 00 o0opyaoBaHUHM, HEOOXOAUMOM JUIsl MOJAEpP’KaHWS ABTOHOMHOUM padOThI
NEpPEeBMXKHOTO  alTeYHOro  IMyHKTa W O0ecnedeHus:  BO3MOKHOCTH



TEXHOJIOTUYECKOr0 TPUCOEAMHEHUS] K JJIEKTPUUECKUM CETSAM, a TaKkKe
00  o0opynoBaHMH, TpPEAHA3HAUYEHHOM [  PO3HUYHOM  TOPrOBIHU
JIEKapCTBEHHBIMU MpenapaTaMyd M WX XpPaHEHUs B COOTBETCTBUHU C INpaBUJIAMU
XpaHEHHsI  JIEKAPCTBEHHBIX  CPEACTB, YTBEPXKACHHBIMU MUHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enepanvii B COOTBETCTBUM CO CTaThbend 58
denepanpHOTO 3aKk0HA "O0 00paImeHnn JEKapCTBEHHBIX CPEACTB";

M) CBEJICHUSI O  TMOAKIIOYEHUM  OpraHu3allid, OCYIIECTBISIONICH
PO3HUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMU MpernapaTaMyd C HCIHOJb30BaHUEM
NEpPEeABMKHBIX AaNTEYHbIX IYHKTOB, K CHCTEME€ MOHUTOPUHIA JIBUKEHUS
JIEKapCTBEHHBIX MPENapaToB JUIsi MEJUIMHCKOIO MNPHUMEHEHHS B MOpPSIKE,
YCTaHOBJIEHHOM mnocTaHoBlieHuEeM [IpaBurensctBa Poccuiickor @Penepanuu
ot 14 nmexabpst 2018 1. Ne 1556 "OO6 ytBepxkaenuu [lomoxenus o cucreme
MOHUTOpPUHIA JIBM)KEHHS JIEKAPCTBEHHBIX NpenaparoB I MEIULMHCKOTO
IIPUMEHEHUA " ;

K) CBEJICHUA O BKJIIOYEHUH OPraHU3alMu B IEPEUYEHb, YTBEPKIACHHBIN
YIOJTHOMOYEHHBIM  HCIIOJMHUTEIBHBIM  OpraHoM cyOwekta  Poccuiickoif
denepanuu B COOTBETCTBUU C MYyHKTOM 2 wacTu 9 crathu 552 denepaibHOrO
3akoHa "OO6 oOparnieHnn JIEKapCTBEHHBIX CPEICTB".

18. Ilepeuenp JOKYMEHTOB (cBeneHuit), MOJATBEPKAAFOIIUX
COOTBETCTBHE OpTaHM3allMM TPEOOBaHWSAM, YCTAHOBJICHHBIM  YacThio 4
crathu 552 denepanbHoro 3akoHa "OO oOpallleHHH JEKapCTBEHHBIX CPEICTB",
BKJIFOYAET B c€0s CIAEAYIOIINE JTOKYMEHTHI:

a) KOMusl  JOKYMEHTa, TOATBEPXKAAIOIIET0 IPaBO  COOCTBEHHOCTH
Ha  AaBTOTPAHCHOPTHOE CPEICTBO WJIM HWHOE 3aKOHHOE OCHOBAHHE,
IIpeayCMaTPUBAIOLIEE paBo BIAJCHUS U paBo M0JIb30BaHUSA
ABTOTPAHCIIOPTHBIM CPEICTBOM;

0) Korust  TOKyMEHTa, TOATBEPXKIAIOIIETO TMPaBO  COOCTBEHHOCTH
Ha M30JIMPOBAHHBI MOIYyJdh Ha MaTdopMe aBTOTPAHCIOPTHOTO CPEACTBa
WJIM MHOE 3aKOHHOE OCHOBaHUE, MpelyCMaTPUBAIOLIEE MTPABO BIAJACHUS U MPABO
MOJIb30BAaHUSI YKa3aHHbIM MOJYJIEM, €CIM TaKol MOJyJlb HE SIBISETCS
HEOTHEMJIEMOM YaCThIO0 aBTOTPAHCIIOPTHOTO CPEJCTBA;

B) KOIUSI JOKYMEHTa, MOATBEP)KIAIOIIEr0 HaJu4Yhe y OpraHu3aluu
AJEKTPOHHOM  CHUCTEMBbl  IUIaTeke U (Mau)  MOOWJIBHBIX  IUIATEXKHBIX
TEPMUHAJIOB, MNpEAHA3HAYEHHBIX MJI1 MPOBEACHUS SJEKTPOHHBIX IUIATEKEH,
B TOM 4YHCIE C TOMOIIbI0 OaHKOBCKHX KapT, HEMOCPEICTBEHHO B MeECTe
OCYLIECTBJICHUS PO3HUYHOW TOPrOBIM  JIEKAPCTBEHHBIMU  IIpenapaTamu
C MCIOJIb30BAaHUEM NEPEJIBUIKHBIX AIITEYHBIX MyHKTOB.



19. 3asgBneHre O NOJYYEHUM pa3pELICHUs], MNOANUCAHHOE YCUJIEHHOU
KBaJIN()UIIMPOBAHHOMN AIEKTPOHHOMN IIOAIUCHIO WU YCHJICHHOU
HEKBATM(UIIMPOBAHHON 3JEKTPOHHOW MOAMUCHIO MPEACTABUTENS, cepTUUKAT
KJII04a TMPOBEPKH KOTOPOM CO3JaH M UCIOAb3yeTCsl B HHQPPACTPYKTYPE,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
TOCYy/IapCTBEHHBIX M MYHHUIUNAIBHBIX yCIyr B JJIEKTPOHHOH (opme,
B NOpsAKE, MPELyCMOTPEHHOM nocTtaHoBieHueM IlpaBurensctBa Poccniickon
Oenepanuu ot 1 gexabps 2021 1. Ne 2152 "O6 yrBepxkaenuu I[lpaBun
CO3JaHUsl M MHCHOJB30BAHUS cepTU(PUKATAa KIOYa MPOBEPKH YCHIEHHOMN
HEKBANM(UIIMPOBAHHON  3JEKTPOHHOM  MOAMHCH B HMH(PACTPYKType,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
rOCyJapCTBEHHBIX W MYHUIMIAIBHBIX YCIyr B 3JEKTPOHHOU (opme",
U TIpWiIaraeMele K HEMY JOKYMEHTBI, yKa3aHHbIE B ITyHKTE 18 HacTosIero
[TomoxxeHus, 3aBEpEeHHbIC YCHJIECHHOW KBaTU(UIIMPOBAHHON AIIEKTPOHHON
MOANKUCHI0 WM YCWICHHONW HEKBAIU(UUMPOBAHHOM 3JIEKTPOHHOU MOANMHUCHIO
MPEICTaBUTEINS, CEPTH(PHUKAT KITF04Ya MPOBEPKU KOTOPOH CO3/IaH M UCIOJIb3YETCS
B uH(ppacTpyKkType, oOecneunBaromed HWHYOPMAIMOHHO-TEXHOIOTHIECKOE
B3aUMOJIECTBUE UH(POPMALIMOHHBIX CUCTEM, UCIIONB3YEMBIX JUISl IPEAOCTABICHUS
TOCYy/IapCTBEHHBIX M MYHHUIUNAIBHBIX yCIyr B JJIEKTPOHHOH (opme,
B NOpsAKE, MPETyCMOTPEHHOM nocTtaHoBieHueM lIpaBurenscTBa Poccniickon
Oenepanuu ot 1 gexabps 2021 1. Ne 2152 "O6 yrBepxkaenuu I[lpaBun
CO3JaHUsl M MHCHOJB30BAHUS cepTU(PUKATAa KIOYa MPOBEPKH YCHIECHHOMN
HEKBANM(UIIMPOBAHHON  3JEKTPOHHOM  MOAMHCH B HMH(PACTPyKType,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
rOCyJapCTBEHHBIX W MYHUIMIAIBHBIX YCIyr B 3JEKTPOHHOU (opme",
npenctaBisitorcss B @DenmepanpHyro  ciyxkOy 1o Ham3opy B cdepe
3IpaBOOXpaHEHUsT B (opMe IIICKTPOHHOTO ITOKYMEHTa depe3 OQUIIHATbHBIN
caiit Cnyx6s1 B cern "HHTepHer" wumum mocpenctBoM (QenepanbHOI
roCyapCTBEHHOM “H(pOPMAITMOHHOMN CHUCTEMBI "Ennnbiit IOpTaJl
roCyJapCTBEHHBIX M MYHULMNAIBHBIX yciuyr (pyHkuumil)" (manee - eIuHBIA
nopTaun).

20. TpeboBanue moamyHkra "a" myHkra 18 wmactosmiero IlonokeHus
B YaCTH IIPEACTABICHHUS KONWU JOKYMEHTA, IOATBEPKIAAOLIETO IIPaBo
COOCTBEHHOCTH Ha aBTOTPAHCIIOPTHOE CPEACTBO, MercTBYeT A0 1 maprta 2027 T.



C 1 mapra 2027 r. mo MeXBEIOMCTBEHHOMY 3ampocy dDenepanbHOU
ciykObl O HaA30py B cdepe 3ApaBOOXPAHEHHUS MPEACTABISIOTCS CBEICHUS
O TPAHCHOPTHOM CpeAcTBe (eAepaTbHBIM OpPraHOM HCIIOTHHUTEIHLHOU BIACTH,
OCYIIECTBISIONUM (DYHKIHU MO BBIPAOOTKE W pealli3alliid TOCYJapCTBEHHOMN
MOJUTUKA W HOPMAaTHUBHO-TIPABOBOMY DPETYIHMPOBAHHUIO B cdepe BHYTPECHHHUX
Jel  TOCPEACTBOM €IMHOW CHUCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aMMOJICHCTBUS.

21. OcHOBaHUAMH JJI1 OTKA3a B BbLAAYE PA3PEIICHUS SABISIIOTCS:

a) OTCYyTCTBME B 3asBJICHUU O TIOJYYEHUU pa3pelieHus CBEICHUN,
yKa3aHHBIX B IyHKTe 17 Hacrosimero I[lonoxkeHus, W (M) HENpECTaBICHUE
JOKYMEHTOB (CBEICHHUIT), yKa3aHHbIX B MyHKTE 18 HacTosmero [lonoxenus;

0) npecTaBiIeHUE HEJOCTOBEPHBIX JOKYMEHTOB U (WJIU) CBEICHUN;

B) HECOOTBETCTBME  OpraHU3allMM  TPeOOBaHUSM,  YCTAaHOBJIEHHBIM
qacThio 4 cratbu 552 denepanpHoro 3akona "OO 0OpaIICHUU JIEKAPCTBEHHBIX
cpencts'.

22. Pemmenne o0 BbIJa4e WIM 00 OTKa3e B BbIJa4Ye pa3peuIcHUs
npuHuMaeTcs DenepanbHO ciyk00¥ MO Hag30py B chepe 3apaBOOXpaHEHUS
B CpPOK, HE MPEBBIMIAIONIUN 5 pabodyux MHEW CO JHS MOJy4YeHUs 3asBIICHUS
O TOJIyYEHUH pa3pelieHuss U JIOKYMEHTOB (CBEACHMII), MOATBEPKIAIOIINUX
COOTBETCTBHE  OpraHW3aludyd  TPEOOBAHMSIM, YCTAHOBJIEHHBIM  YacTblo 4
crathu 552 denepanbHoro 3akoHa "OO oOpallleHHH JEKapCTBEHHBIX CPEICTB",
B COOTBETCTBUU ¢ ITyHKTamu 17 n 18 Hactosmero [lonoxenus.

23. YBenomiieHne O mpuHATOM @DenepanbHON Ciyxk00W IO HaI30py
B chepe 3mpaBooXpaHEHUsS PEIICHWH O BbIIade WM 00 OTKa3e B BhIIAYE
paspenieHus (C ykazaHUEM OCHOBaHUsS OTKa3a) Harpasisercs Ciy»k00il B anpec
OpraHu3alud Ha OyMa)XHOM HOCHUTEJIE MOCPEICTBOM MOYTOBOIO OTIpPaBJICHUS,
WM HAa aJgpec dJIEKTPOHHOW mouTsl B ceTw "MHTepHeT", Wim mocpeacTBoM
€MHOr0 TMopTaja B CPOK, HE NPEBBILIAIIINNA OJHOTO pabouyero AHSA CO JHS
IIPUHATHS COOTBETCTBYIOIIETO PEIICHUS.

He no3gnee oxHoro padovero AHs cO JHS NPHUHATHS PELICHUS O BblAade
pa3penieHnsl CBEACHHMS, yKa3aHHble B NyHKTe 17 Hacrosmero Ilomoxenus,
BHOCATCA B TMEpEUYEHb pa3pelieHH M pa3MeIarTcs Ha OQPpUUIUATIBLHOM
caiite ®@enepasibHOM CIy)KObl 1O Haa30py B cdepe 3ApaBOOXPAHECHHUS
B cet "MHTEpHET".

24.1lpp  W3MEHEHWUM  CBEAECHUW, TPEIYCMOTPEHHBIX ITyHKTOM 17
Hactosimero  IlonmokeHust (32 MCKIIOYEHHEM  CBEJICHUN,  YKa3aHHBIX
B momanyHkrtax "0" - "r" wm "e" myskrta 17 wHacrosmero [lomoxenus),
OpraHM3aIys WIA MPEACTaBUTENh B CPOK, HE MPEBHIMIAIMUN 3 pabounx gHEH
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CO JIHS U3MEHEHUS YKa3aHHBIX CBEJCHU, HampaBiseT B DenepanbHyIo Ciyk0y
mo Ham3opy B cdepe 3apaBooxpaHeHHUs depe3 odumumanbHbii calT CirykObI
B cern "VHTepHer" WM IOCPEACTBOM €IMHOIO IOpTaja IMOAMNMCAHHOE
YCUJIEHHON KBaIU(UIIMPOBAHHON 3JICKTPOHHOM MOJNKUCHI0O WU YCUJIEHHOU
HEKBATM(UIIMPOBAHHON 3JEKTPOHHOW MOAMUCHIO MPEACTABUTENS, cepTUUKAT
KJII04Ya TPOBEPKM KOTOPOWM CO3/1aH M HCHOJb3yeTcsd B HUHQPACTPYKTYpeE,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
rOCy/IapCTBEHHBIX M MYHHUIIUIIATBHBIX YCIYT B 3JICKTPOHHOU (opMe, B TIOPSIKE,
MPElyCMOTPEHHOM mnocTaHoBIIeHUEM l[IpaButensctBa Poccuiickoit @enepanuu
or 1 pgexabps 2021 1. No 2152 "OOG yrtBepxnenuu IlpaBun cozmanus
u WCIIOIb30BaHUs ceprudukara KJIF04a IIPOBEPKH YCHJICHHOU
HEKBANM(UIIMPOBAHHON  3JEKTPOHHOM  MOAMHCH B HMH(PACTPYKType,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
rOCy/IapCTBEHHBIX U MyHHUIIMITATBHBIX YCIYT B 3JIEKTPOHHOM Qopme", 3asBiieHne
O BHECEHMM W3MCHEHUHM B TIIEPEUYCHb pA3PEIICHUH C  yKA3aHHEM
COOTBETCTBYIOIIUX CBEJACHUM.

B ciiyyae m3MeHEHHMs CBEIEHHMI, yKa3aHHBIX B moAamyHkrax "a" wm "3"
nyHkta 17 nHacrosmero llonoxkeHus, K 3asBICHUI0O O BHECEHUM W3MEHECHUU
B IMEPEUYEHb pa3PEIICHUN NPUIATAIOTCA  JOKYMEHTBI, ITOATBEPIKIAIOIINE
3as1BJICHHBIC N3MEHEHMUS.

25. Ilpn mocrymnennun B DenepanbHyo ciyx0y 1o Ham3opy B cdepe
3IpaBOOXPAHEHNs 3asBJICHUS O BHECEHUM M3MEHEHHMU B NEPEUYEHb pa3peIIeHUu
Crnyx0a NpUHUMAET pelIeHNEe O BHECEHUU U3MEHEHUN B MEPEUYEHb pa3pelieHui
B COOTBETCTBHUM C NYyHKTOM 26 Hacrtosulero Ilonoxkenus wim o0 oOTKasze
BO BHECEHWH W3MEHEHUN B IIEPEUYECHb pPa3pEIICHUM B CJIy4dac BBISBICHUS
OOCTOATENhCTBA, YKAa3aHHOTO B TMOANMYHKTE "a" myHKTa 27 HACTOAIIETO
ITonoxenus, u 0 NpeKpaeHUN JeUCTBUS Pa3pEIICHHUS.

26. PemieHne O BHECEHMHM W3MEHEHUM WM 00 OTKa3e BO BHECEHHUH
U3MEHEHUN B IepeyeHb paspemieHuid npuHumaetrcs denepanbHoil ciyx00i
0 HAA30py B cdepe 3IpaBOOXPaHEHUS B CPOK, HE MPEBBIMAIOIMINN 5 pabounx
JHEW CO JHSA TOJNy4YeHUs 3asBJICHUS O BHECEHUM WU3MEHEHUN B INEPEUYCHBb
pa3penIeHni U MOATBEPKAAOMINX JOKYMEHTOB, B COOTBETCTBHM C ITYHKTOM 24
Hacrosmero Ilonoxenus.

YBemomiienne o npuHsaToM DenepaibHON CiTyk00i 1Mo Hama30py B cdepe
3IpaBOOXPAHEHNs] PELICHNH O BHECEHUM W3MEHEHUU B IEPEUEHb pa3peIIeHUN
Wi 00 OTKa3e BO BHECEHUH M3MEHEHUH B TIepeUYeHb pPa3peuIeHu (C yKa3aHueM
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OCHOBaHHUSI OTKaza) HampaBmsgerca Ciyx0Ooii B aapec opraHu3aluu
Ha OyMa)XHOM HOCHTEJIE TIOCPEJICTBOM MOYTOBOTO OTHPABICHUS, WM Ha aapec
ANEKTPOHHOM MOYTHI B ceTH "MHTepHeT", nim mocpencTBOM €IMHOrO IopTajia
B CpOK, HE TMpPEBBbIIAIONIMI OAHOro paboyero MAHS €O [JHA HOPUHATHSA
COOTBETCTBYIOIIETO PEIICHUS.

He mo3mnee opHoro pabouero AHS €O JHS TPUHATHS PELICHUS
O BHECEHMM M3MEHEHHU B IEPEYEHb PAa3PEIICHUN CBEACHUS, NMPEICTABICHHBIC
B COOTBETCTBMM C IyHKTOM 24  Hacrosmero [lomokeHus, BHOCATCS
denepanibHON CiTy»)00i1 O HaA30py B cdepe 3apaBOOXpPAHECHUS B IEPEUCHD
paspelieHrii U pasmemnarorcss Ha oduiuanbHoM caite CiyKObl B CeTH
"NnTepuer".

27. OCHOBaHUAMH JIsI TPEKPALICHUs JIEUCTBUS Pa3PELICHUS SBISIOTCS
ClIeyroImue 00CTOSITEThCTRA!

a) HECOOTBETCTBUE  OpraHM3aluu  TPEOOBAHMSM,  YCTAHOBJIEHHBIM
qacThio 4 cratbu 552 denepanpHoro 3akona "OO 0OpaIICHUU JIEKAPCTBEHHBIX
cpencts';

0) IBykpaTHOoe # Oojee B TEYEHHUE OJHOTO KaJ€HJApHOTO Trojaa
CO JHS BBIJAYM Pa3pelICHUs NPUBJICYECHUE OPTAHU3ALMHU K AJIMUHUCTPATUBHON
OTBETCTBEHHOCTH 10 crarbe 6.33, 6.34 wm 14.42 Konekca Poccuiickoit
®denepanyn 06 aIMIHUCTPATUBHBIX MPABOHAPYIICHUAX;

B) PEILIEHHE OPTaHU3ALMHU O MPEKPAIIEHUH OCYIIECTBIECHUS PO3HUYHOU
TOPTOBJIA JIEKAPCTBEHHBIMHU MpeNaparamyd C HCIIOJIb30BaHUEM IEPEIBHKHBIX
anTeyHBIX IyHKTOB, TOJaHHOe B (opMe BIEKTPOHHOTO JOKYMEHTa
B ®enepanpHyro ciayx0y 1Mo Haa3opy B cdepe 3ApaBOOXpaHEHHUS uepe3
opummaneHei callt CiayxOb1 B cetn "HMHTepHET" WM MOCPEICTBOM E€IMHOTO
IOpTaJIA;

') UICKJIIOUEGHHE U3 JKcnepuMmeHTa cyOnekTa Poccuiickoit depeparuuy,
yKa3aHHOro B noanyHkTe "k" myHkra 17 nacrosmero [lomoxenus;

1) UCKJIIOYEHUE OpraHu3allii U3 MEepeyHs, YKa3aHHOI0 B MOAMYHKTe "K"
nyHkTa 17 nacrosmero [lonoxenns.

28. denepanpHas Ciayx)0a MO HAA30py B cdepe 3ApaBOOXpPaHCHUS
B CPOK, HE MpEBBIMAONMi 3 pabouux THEH cO IHSA YCTAHOBJICHUS OJHOTO
13 00CTOSTENbCTB, YKa3aHHBIX B MyHKTe 27 HacTosuero [lomoxeHus:

a) IPUHUMAET pEIIeHHEe O NPEeKpalleHuH JeHUCTBUS pa3peleHus,
O 4YeM YBEAOMJISIET OpraHu3alui0 Ha OyMa)XHOM HOCHTENE IOCPEICTBOM
IIOYTOBOTO OTIIPABJICHMS, WM HA aApeC OJJIEKTPOHHOM IIOYTBI B CETH
"NHTEepHeT", MM MOCPEACTBOM €IMHOIO MOpTaja B CPOK, HE MPEBBIIIAIOIINAN
OJTHOTO paboYero Hs CO JHS MPUHATHS COOTBETCTBYIOIIETO PEIICHUS;
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0) BHOCUT CBEJICHUS B NEPEUYEHb PA3PEILICHUN.

29. llepeuensb pazpenienuil Benaercss DenepanbHoil cayx00U MO HAI30py
B cdepe 3IpaBOOXpaHEHUS B JJIEKTPOHHOU (opMe ¢ yKa3zaHUEM CBEICHUM,
MPeAyCMOTPEHHBIX  mojamyHkTamu "a" - "e", "3" (B uactu cBeneHuUl
0 MEpPEeABMKHOM aNTeyHOM MyHKTe) u "K" myHkra 17 Hacrosmero Ilomoxenus,
a TaKke C MPUCBOCHUEM YHUKAJIBHOIO HOMEpa pa3peuieHUs M pa3MeIlaeTcs
Ha ounmansHOM caiite CiryxObl B cetu "MHTEepHET".

Benenne — mepeuHss — pas3pelleHUd  OCYIIECTBISIETCA  CIIOCOOOM,
o0ecreunBarOIUM aBTOMAaTHYECKOe (OPMHUPOBAHUE BBIMUCOK M3 TEPEYHS
paspemieHuil B (QopMe 3IEKTPOHHOTO TOKYMEHTa, MOJMUCAHHOTO YCHJICHHOM
KBaJIN()UIIMPOBAHHOMN AIEKTPOHHOMN MOJIHCHIO YIIOJTHOMOYEHHOTO
JOJKHOCTHOTO Ivna denepanbHON CITY>KOBI 1o HaJ30py
B cdepe 31paBOOXpaHEHUS, B T€UECHHE 3 pabouux JHEW CO JHS TMOIYyUYECHUS
COOTBETCTBYIOLIETO 3aIpoca.

Ha BbImucKy U3 epeyHs pa3penieHnil J0KeH ObITh HaHEeCEH MITPUXOBOM
koZl (QR-ko1), MOCPEACTBOM KOTOPOIro OOECTIEUMBAETCS MEPEXO]l HA CTPAHUILY
B ceTu "HMHTEpHET", cCoAepKallyI0 CBEJICHUS U3 PEECTPA Pa3pPEUICHUM.

CBeneHuss O TIPEKpPAIICHUM JEUCTBUS pa3pelieHus pa3MeElaroTcs
Ha oduruanbHoM caiite DenepalbHONW CIy)OBI 1O Ham30py B cdepe
3npaBooxpaHeHus B cetu "HHTepHeT" NOCpEenCcTBOM YyKa3aHUsS B IIEpeUYHE
pa3penIeHn TAKUX CBEICHUM.

30. Ha canite opraHusanuu, BKJIIOYEHHOW B IIEPEYEHb pPa3peIICHHM,
B ceTn "VHTEepHET" M MOOMJIBHOM NPHJIOKEHUH (IIPH HAIMYWK) Pa3MEIIAFOTCS
CIIEAYIOIINE CBEICHHUS:

a) moyiHoe (pupMEeHHOE HAaMMEHOBAHHE OpPTraHU3alluH (Ha PYCCKOM SI3BIKE);

0) OCHOBHOM IrOCy1apCTBEHHBIN PErUCTPALMOHHBI HOMEDP IOPUIUIECKOTO
JULA;

B) UICHTU(UKAIIMOHHBIA HOMEP HAJIOTOIUIATEIIbIINKA,

I) aJipec IPUANYECKOro JIMIAa U aapec (aapeca) MecTa OCYIIECTBICHUS
NS TENbHOCTH;

1) PETUCTPALIMOHHBIA ~ HOMEP  JIMIEH3UM Ha  (apMaleBTUUYECKYIO
JEeSTENbHOCTD;

€) YHUKQJIbHBI HOMEP pa3pelieHus;

) pexuM pabOThl OpraHu3aluy;

3) MapmpyT (MapmIpyThl) ClIeI0OBaHUS W TrpaduK pabOTHI MEPEIBUKHBIX
anTEYHbIX MYHKTOB;

M) CBEJCHUS O JEKApCTBEHHBIX Ipernaparax, MMEIOLIUXCS B HaJIUYUH
U3 COOCTBEHHBIX TOBApHBIX 3alacoB M MOMJIEKANIUX PO3HUYHONW TOPTOBIIE
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C  WCIOJB30BAaHWUEM MEPEIBMKHBIX ANTEYHBIX IIYHKTOB, COJEpPKAIIHE
MHQOpPMAIMI0O O  MEXKAYHAapOJIHBIX  HEMATEHTOBAHHBIX  HAMMEHOBAHUSX
U TOPrOBBIX HANMEHOBAHMSX JIEKAPCTBEHHBIX IIPENAPATOB B COOTBETCTBUU
C TOCYIAPCTBEHHBIM PEECTPOM JIEKAPCTBEHHBIX CPEACTB I MEIULIMHCKOTO
NPUMEHEHUSI W E€IWHBIM PEEeCTPOM 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB  EBpa3miiCKOro  SKOHOMHMYECKOTO  COK033a,  IPOU3BOIUTENAX
JIEKapCTBEHHBIX IIPENapaToB, CPOKAX TOJHOCTH JIEKAPCTBEHHBIX IPEINAPATOB,
KOJIMYECTBE, POSHUYHBIX LIEHAX U 00 YCIOBUAX XPAHEHMS, @ TAK)KE MHCTPYKIIUU
10 MEIUIUHCKOMY TPUMEHEHMIO JIEKAPCTBEHHBIX IIPENapaToB;

K) uHpopmanuss 00 YCIOBUSX PO3HMYHON TOPIOBIM JIEKAPCTBEHHBIMU
IpernapaTaMi ¢ MCIOJIb30BAHUEM INEPEABUKHBIX AlTEYHBIX ITYHKTOB, OILIATHI
pUOOpETaeMBIX  JIEKAPCTBEHHBIX IpEenapaToB, YCJIOBHSX HMX  OTIYCKa,
O TMPOBOJMMBIX aKIUAX MW CKUAKAX Ha TMPOJABAEMBIE JICKAPCTBEHHBIC
Ipenaparsl;

J) CBEICHUSI O HOPMATUBHBIX IIPABOBBIX aKTaX, PETJIaMEHTUPYIOUIUX
BO3MOXHOCTb ~ BO3Bpara  IIOKYIIATEJIEM  JIEKAPCTBEHHBIX  NPEnapaToB
HEHAUJIE)KAIEro KayecTBa;

M) CBEIEHUSI O TEPPUTOPHAIBHBIX oOpraHax @enepanbHON CIYXKOBI
mo Ham3opy B cdepe 3ApaBOOXpPaHEHHs, OCYIIECTBISIONINX KOHTPOIb
3a HUCHOJIHEHHEM TpeOOBaHUM, CBSI3AHHBIX C MPOBEJECHUEM 3SKCIEPUMEHTA
(HanMeHOBaHUE, TIOYTOBKIN aapec, TenedoH, Gakc, agpec IMEKTPOHHON MOUTHI);

H) CBEJEHUS O TOM, 4YTO PO3HMYHAs TOPIOBIsA JIEKAPCTBEHHBIMU
nmpenapaTaMM € HCIOJb30BAaHWEM  NEPEABWKHBIX — AlTEUHBIX  ITYHKTOB
OCYILECTBIISIETCSA B pAMKAX DKCIIEPUMEHTA.

31. Pacuersl mpu omyaTte JEKapCTBEHHBIX INPENApaTOB OCYLIECTBIISIIOTCS
1Mo BRIOOpPY MOKYTMATENsl B HATMYHON WM Oe3HAIMYHOU (opMe MyTeM OIIaThl
B MECTE OTITYCKa JIEKAPCTBEHHBIX MPEMApaATOB.

32. OTIyck  JEKapCTBEHHBIX  MpenapartoB € HCIOJIb30BAHHEM
MIEPEABIKHBIX AaNTEYHBIX ITYHKTOB OCYLIECTBIIIETCS II0 IpPaBWiaM OTITyCKa
JIEKapCTBEHHBIX IpenapaToB TUTSL MEIUIUHCKOIO PUMEHEHUS
anTeYHbIMA  OpPraHU3alMsAMH, HWHAUBUIAYAJIBHBIMU  MPEIIPUHUMATEISIMH,
UMEIONIMMH  JIMIEH3WI0 Ha (apMareBTHUECKYI0 JeSATeNbHOCTh, a TaKke
[0 TpaBWJIaM OTIIyCKa JIEKAPCTBEHHBIX IMIPENApaToB Uil MEIUIMHCKOTO
NPUMEHEHUs  MEAMIMHCKUMHM  OpPraHU3alMsIMH, HMEKOIIUMH  JUUEH3HIO
Ha (bapMaileBTUYECKYIO JNEATENBHOCTb, " 150. 000Cc00IEHHBIMU
MOAPA3ACIEHUSAMH, PACIIOJIOKEHHBIMU B CEJIIBCKUX HACEIEHHBIX IYHKTaXx,
B KOTOPBIX  OTCYTCTBYIOT  aNTEUHbIE  OpraHW3alud, YTBEPKICHHBIM
MunuctepcTBOM 3ApaBooxpaHeHuss Poccuiickoit denepanvii B COOTBETCTBUU
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c JacThio 2 ctaThl 55 ®PeaepanpHOro 3akoHa "OO oOpaieHNH JTeKapCTBEHHBIX
cpencts'.

33. Opranusanus, BKJIIOYECHHAs B IIEPEUYEHb pPa3PCIICHUM, BEIET YYET
OTIYUIEHHBIX JEKAPCTBEHHBIX IPENapaToB M HANpPAaBIIIET B YIOJTHOMOYEHHBIE
UCIIOJIHUTENIbHBIE OpraHbl cyObekTOB Poccuiickoii ®enepanuu, yKazaHHbIE
B noAnyHkre "0" myHkta 2 Hactosmero llonoxkeHus, €XeMecsYHbIE OTUYEThI
O XOJE€ NPOBEACHUS OSKCHEPUMEHTA IO S5-TO YHCIA MECSAla, CIEAYIOIIEro
32 OTYETHBIM MECALIEM, C YKa3aHUEM JaThl, BDEMEHU OTIYyCKa JIEKAPCTBEHHBIX
MpenapaToB, MEKIYHAPOJAHBIX HENATEHTOBAHHBIX HAWUMEHOBAHMM M TOPIOBBIX
HAaMMEHOBAaHMWM  JIEKAPCTBEHHBIX  IpenaparoB, HX  MPOU3BOJAUTENEH,
JEKapCTBEHHBIX (OPM, a TaKXKE€ BHOCUT MH(OpPMALMIO O BBIBOJE M3 000poTa
JEKapCTBEHHBIX  MpernapaToB B CHUCTEMY  MOHHUTOpPUHIA  JIBHOKCHUS
JIEKapCTBEHHBIX MPENapaToB JUIsi MEJUIMHCKOIO MNPHUMEHEHHS B MOpPSIKE,
YCTaHOBIICHHOM TItocTtaHoBleHHeM [IpaButensctBa Poccuiickonn ®denepanumn
ot 14 nexabps 2018 r. Ne 1556 "O6 yrtBepxaeanu [lonoxkeHus o cucTeme
MOHUTOpPUHIA JIBM)KEHHS JIEKAPCTBEHHBIX NpenaparoB I MEIULMHCKOTO
IIPUMEHEHUSA "

34.3a wmapymeHus 3akoHogarenbcTBa  Poccumiickort = ®epepauuu,
COBEpILIECHHBIE B XOJ€ MNPOBEICHUS SKCIEPHUMEHTAa, €ro YyYaCTHUKU HECYT
OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOAATENLCTBOM Poccuiickon denepanum.




