MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 3 uronsa 2020 r. Ne &16

MOCKBA

O BpeMeHHOM nopsiAKe pacnpeneaenusi B Poccuiickoint @eaepauuu
HEKOTOPbIX JIEKAPCTBEHHBIX MPENapaToB 1Jisl MeIUIUHCKOT0 IPUMEHEHUH,
BO3MO’KHBIX K HA3HAYEHHUIO U IIPUMEHEHMIO /ISl JIeYCHUSA
HOBOIl KOPOHABUPYCHOM MH(pEeKIMHU

IIpaBurenscTBO Poccuiickon denepaiiun 10O CTAaHOBJAAE T !

1. VTBepauth nmnpuiaraeMblii BpPEMEHHBIM TMOPSAOK  paclpeiaesieHUs
B Poccuiickonn @enepaur HEKOTOPBIX JIEKAPCTBEHHBIX MIPENApaToB I
MEIUIMHCKOI0 NMPUMEHEHHUS, BO3MOXKHBIX K HA3HAYEHUIO U MPUMEHECHUIO IS
JICYCHHS] HOBOW KOPOHABUPYCHOM MH(EKIIHH.

2. OnpeenuThb MunucTepcTBO 3ApaBOOXpPAHEHUSA Poccuiickon
denepaniid  yIOJIHOMOYEHHBIM  (eJIepaibHBIM  OpPraHOM  HCTIOTHUTEIbHON
BJIACTH TIO COTJIACOBAHUIO pacmlpenesieHusi Mexay cyonekramu Poccuiickoit
@enepany  JIEKapCTBEHHBIX IPENapaToB I MEIUIMHCKOTO HPUMEHEHUS,
BO3MOXHBIX K HA3HAYCHUIO W [PUMEHECHUIO Ui JICYEHHUS] HOBOWU
KOPOHAaBUPYCHOM HH(QEKIMH, MPOU3BOAMMBIX B Poccuiickoit ®enepanun
1 BBO3UMBIX B Poccuiickyro ®@enepanmto.

3. Hacrosimee mocraHoBieHWE BCTymaeT B CHIy CO JHS  €r0
ounmansHOTO OMYONIMKOBaHUS U AecTByeT 0 1 siHBaps 2021 r.

[Ipencenarens [IpaBurenscrBa
Poccuniickon ®@enepanun M.Muyctun



YTBEPXIEH

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 3 mroHa 2020 . Ne 816

BPEMEHHBIN MTOPAJIOK

pacupeaesienus: B Poccuiicko @enepanum HEKOTOPBIX JIeKAPCTBEHHBIX
NPenapaTos IJIs1 MEIUIHUHCKOI0 NIPUMEHEHHU, BO3MOKHBIX K HA3HAYECHUIO
U NPUMEHEHUIO UISl JICYEHUsSI HOBOW KOPOHABUPYCHON UH(pEKIUU

1. HacTosimmii  JOKYMEHT  OMNpeJeNsieT TOpSAIOK  paclpeesieHUs
MunucrepctBoM  3apaBooxpaHeHuss  Poccuiickon = ®Denpepanuu  MexIy
cyobektamu  Poccuiickoit  ®denepanuu  E€KapCTBEHHBIX IpENapaTroB s
MEIUIMHCKOI0 NPUMEHEHUSI, BO3MOXHBIX K HA3HAYCHUIO U IPUMEHCHUIO LA
JICYCHUS] HOBOM KOPOHABUPYCHOM HMH(EKIMH, 10 TMEPEYHI0 COTJIACHO
npusioxennto Ne 1, mpousBoauMbix B Pocculickoit denepaniii 1 BBO3UMBIX B
Poccuiickyro @enepannto (ganee - 1€KapCTBEHHbBIE MTPENAPATHhI).

2. [IpousBoauTeNnu JIEKApCTBEHHBIX IMpenapaTtoB M  OpraHu3alli,
ocyuiecTBisiromiie  BB03 B Poccuiickyro  @Denepanuro  JIEKAPCTBEHHBIX
MpenapaToB, €KEHEIENbHO, B 1-il 1eHb HEJeNu, HaNpaBisItlOT B MUHHCTEPCTBO
3ApaBOOXPaHEHUA Pocculickon denepaunun U MuHuCTEPCTBO
IIPOMBILIJIEHHOCTH W TOproBiu Poccuiickoii denepauuu 1o 3JIEKTPOHHBIM
KaHaJlaM CBsi3U (WJIM WMHBIM JOCTYIHBIM CIIOCOOOM IO COTJIACOBAHHIO) TLIAH
pacmpeneneHusi TOCTaBOK JIEKAPCTBEHHBIX MpernapaToB 1Mo ¢GopMe COTJIaCHO
npuiioxenuto Ne 2, nmpousBeaeHHbIX B Poccuiickoit Denepariuy uin BBE3CHHBIX
B Poccuiickyro ®enepannio, ¢ NPWIOKEHUEM IIOCTYIMBIIMX 3a YKa3aHHBIN
MEePHOJT OT COOTBETCTBYIONINX CyOBEKTOB OOpaIeHUs JIEKAPCTBEHHBIX CPE/ICTB
U8 MEIMUUMHCKOrO  NMPUMEHEHUS W YINOJHOMOYEHHBIX  OpPraHOB
UCIIOJTHUTENbHON Biactu cyObekToB Poccuiickoit @enepainuu 3asBOK Ha
MOCTaBKY JICKAPCTBEHHBIX MPENapaToB (Aajiee - MIaH paclpeeieHus).

3.3asBKM Ha TMOCTaBKY JIEKAPCTBEHHBIX IPEMapaToB, HaMpaBIIsieMbIe
COOTBETCTBYIOIIUMH CyOBEKTaMHU OOpaIlleHUs JICKAPCTBEHHBIX CPENCTB IS
MEIUIMUHCKOrO MPUMEHEHUS U YIIOJTHOMOYEHHBIMU OpPraHaMy MCIOJHUTEIbHOU
BiIactTu cyobekToB Poccuiickoit ®epepanum B aapec MPOU3BOAMUTENCH



JIEKAQpPCTBEHHBIX MpPENapaToB M OpraHM3aluid, OCYIIECTBISIOMIMX BBO3 B
Poccuiickyro @enepannio JEKapCTBEHHBIX IPENAPATOB, JOJLKHBI COAEPKATH
CBEJICHUSI O HAMMEHOBAaHUMU JIEKapCTBEHHOrO TMpernapara, (GopMe BBITYCKa,
MEJIMLIIMHCKUX OPTraHU3alUsIX, B KOTOPBIE TUIAHUPYETCS MOCTaBKa 3aKyNaeMbIX
JIEKapCTBEHHBIX TMpernapaToB, 00 o0beMe, O Cpokax TaKol IOCTaBKH,
KOJIMYECTBE  NALUMEHTOB  C  IOATBEPXKIACHHBIM  JUAarHo30M  HOBOWM
KOPOHABUPYCHOM MH(EKIMU WIN C MOAO3PEHUEM Ha TaKOW AMArHo3, AJIs Iesen
oOecreueHus: KOTOPhIX 3aKyIal0TCs JIEKApCTBEHHBIE MTPENapaThl.

4, MunuctepcTBO 37paBooxpaHeHus: Poccuiickoit deaeparuy B TCUCHUE
2 KaJleHJapHbIX THEW CO JHS MOCTYIUIEHUS IIJIaHA PACIIPEACTICHUS:

a) OCyIecTBIsIeT coBMecTHO ¢ DenepanbHOM ClIyKO00H MO HaAA30PY
B cepe 31paBOOXpaHEHHS PACCMOTPEHHE M OIEHKY MPEACTaBICHHBIX IS
COIVIACOBAaHMS IUIAHOB PACHPENEIICHUS] C YUYETOM IpoBoauMoro denepanbHOU
CIy’)k00i 1O Hag30py B cdepe 3ApaBOOXPAHCHHS MOHHUTOPUHTA HAIAYUS
B MEAUMLMHCKUX W alNTEYHbIX OpraHU3alMsAX JIEKAPCTBEHHBIX IIPEIApaToB,
BKJIIOYCHHBIX B IMEpPEYCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEUIIUX
JICKapCTBEHHBIX TPENapaToB, a TakKe JaHHBIX O 3a00JEBa€MOCTH HOBOM
KOpOHaBUpPYCHOM uHPekuueir 1o cyobektam Poccuiickoit ®enepanmu
Ha TEKYLLYIO KaJICHAApPHYIO J1aTy;

0) mpuHUMAaET pEIIeHHEe O COTJIACOBAHWU TNPEJICTABICHHBIX IIJIAHOB
pacnpeneneHuss 100 HEOOXOJUMOCTH UX KOPPEKTHPOBKH C YYETOM JaHHBIX,
YKa3aHHBIX B MOJIMYHKTE "a" HACTOSIIEro MyHKTAa, C YKa3aHHMEM KOHKPETHBIX
JAHHBIX IO TaKOW KOPPEKTHPOBKE, HO O€3 YMEHBIIEHUs OO0HMX OO0BHEMOB
ITIOCTABOK JICKAPCTBEHHBIX MPENapaToB;

B) YBEJIOMJISICT MIPOU3BOAUTEIIEN JIEKaPCTBEHHBIX IpenapaToB
M OpraHM3anuu, OCylecTBistomme BBO3 B Pocculickyro @Denepanuro
JIEKapCTBEHHBIX IMpEaparoB, O IMPUHATOM pEUIEHUH C MPUI0KEHUEM
COTJIaCOBAaHHOTO TUTaHA pacrmpesiesieHus B (opMe DJIEKTPOHHOTO JOKYMEHTa,
MOIMMCAHHOTO YCUJICHHOU KBATU(UIIMPOBAHHOM SJIEKTPOHHON MOAMHCHIO.




[MPUJIOXEHUME Ne 1
K BPEMEHHOMY ITOPSIIKY PACIIPEACIICHUS B
Poccurickoit denepan HEKOTOPBIX
JIEKapCTBEHHBIX MPENAapaToB JUJIs
MEIUILIMHCKOTO IIPUMEHEHHS], BO3MOKHBIX K
HA3HAYCHUIO U IPUMEHEHUIO JUISl JICUEHUS
HOBOM KOPOHABUPYCHOM MH(PEKIUH

IHEPEYEHD

JIEKAPCTBEHHBIX MPENapaToB AJI MeIMINHCKOI0 IPUMEHECHHUS,
BO3MO’KHBIX K HA3HAYEHHUIO U IPUMEHEHMIO /ISl JIeYEeHUSA
HOBOI KOPOHABUPYCHOM MH(pEeKIMHU

MexayHapoaHoe
No HENIATEHTOBAHHOE
dopmMa BbIITyCKa
n/m HAaNMEHOBAHUE
JICKapCTBEHHOTO TIpernapara
1. T'uapoKCUXJIOPOXUH Ta0JNEeTKU
2. Mednoxun TaOJIETKU
3. ABUTpOMHUIIUH TaOJIETKH, KaTICyJIbI
4. JlonuHaBup + PutoHaBup TaOJICTKH, pacTBOP JIJIsl IprieMa BHYTPb
5. Hurepdepon 6eta-16 auoduIn3aT Jid MPUroTOBICHUS
pacTBopa IS TIOJIKOYKHOTO BBE/ICHHUS,
pacTBOP IS TIOJIKOYKHOTO BBEICHUS
6. MeTuanpeaHu30I0H TMO(GUIA3AT IS TPUTOTOBICHUS
pacTBopa Il BHyTPUBECHHOTO
Y BHYTPUMBIIIICYHOT'O BBEICHUS
7. Tommmmzymad PacTBOP ISl TIOJIKOYKHOTO BBEJICHUSI,
KOHIIEHTPAT JIJIsl TPUTOTOBJICHHUSI
pacTtBopa 11st nHY3Ul
8. ®aBunupaBup TaOJIETKH, MOKPHITHIC TIJICHOYHOMN

000JIOUKOH




pacnpeaciicHusi MOCTaAaBOK JICKAPCTBEHHOI'0 Ipemapara

OJAH

[MTPUJIOXXEHUE Ne 2
K BPEMEHHOMY HOPAJIKY PaCIpeIeICHUs B
Poccuiickoit denepanm HEKOTOPBIX
JIEKapCTBEHHBIX MPENAapaToB IS
MEIUIMHCKOTO IIPUMEHEHHS], BO3MOKHBIX K
HA3HAYCHUIO U IPUMEHEHUIO JUISl JICUEHUS
HOBOM KOPOHABUPYCHOW MH(PEKITUH

(HaumeHOBaHHe, (hopMa BBITYCKa, TO3UPOBKA, (hacOBKa)

(popma)

NPOU3BEACHHOI0 (BBE3EHHOIO0) C 1no 2020 r.
Opranusanuy - noxy4aTenu
. 3aKkazuuk p 1 Y1
DenepanbHbIA JIEKapCTBEHHOTO ITpenapara
OKpYT CyObeKT o0umit 00bem
Poccniickoit Poccuiickoit denepanun JIEKapCTBEHHOTO JaTa KOJINYECTBO
HalMEHOBaHNE HalMEHOBaHNE
Denepanun npenapara K OTIPY3KH (YmakoBOK)
3aKyImKe (ymaKoBOK)
[Ipunoxenue: KOMuu 3asiBOK CyObEKTOB 00OpaIleHUs JIEKAPCTBEHHBIX CPEJICTB Ha 1. B 1 3K3.

PykoBoaurens
OpraHHU3aIUU

816

(oamuce)

(pacmmudpoBKa MOAMKCH)

MECTO /IS [Ie9aTH
(pm HaNTHYHM)



Ucnionmaurensp

(ROIXKHOCTB) (moamnuce) (pacumdpoBka moamucH)

JlaTa cocTaBlieHHs IJIaHa pacnpeneneHus " " 2020 .




