NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

MOCTAHOBIEHUE
oT 14 nroHa 2023 r. N 977

Ob OCOBEHHOCTAX
NMPABOBOI'O PETYJINPOBAHUA B COEPE MAPKMPOBKU JIEKAPCTBEHHbIX
CPEOCTB CPEACTBAMU WOEHTU®UKALIMU HA TEPPUTOPUAX OOHELIKON
HAPOOQHOWN PECNYBNUKU, NYTAHCKON HAPOOAHOW PECNYBJIMKW,
3AMNOPOXCKOW OBJIACTU N XEPCOHCKOW OBJIACTHU

B cootBercTBHM ¢ (enepanbHBIMH KOHCTHTYIIMOHHBIMH 3akoHamMH "O TpPUHSATHH B
Poccuiickyro ®@enepanmio Jonernkont Hapoanoit PecnyOnuku m 00pa3oBaHMM B COCTaBe
Poccuiickoit ®denepanuu HOBOoro cyOwmekta - [lonenkou Haponuoit PecnyOmuxu", "O
npunsatun B Poccuiickyto @enepanuto Jlyranckoit Hapoanoit Pecriybnuku n o6pa3zoBanuu B
cocraBe Poccuiickoit denepannu HoBoro cyonekTa - JIyranckoit Haponnoit Peciyonuku", "O
npuHsatTun B Poccuiickyro ®Denepanuio 3anopokckoid o0mactu U o0Opa3oBaHHHM B COCTaBE
Poccuiickoit ®enepanuu HOBOro cyObekTa - 3amopokckod obnactu", "O mnpUHSATHH B
Poccuiickyro @eneparnuio XepcoHCKOW 007acTH W o0Opa3oBaHWM B cocTaBe Poccuiickoit
@denepani HOBOTO CyObekTa - XepcoHckod obmactu" IlpaBurenscTBO Poccuiickoit
denepannuy MOCTaHOBIISET:

1. YTBepauTh npunaraemoe Ilonoxxenne 06 0COOEHHOCTSIX TPABOBOIO PEryJIUPOBAHUS B
cepe MapKUPOBKH JIEKAPCTBEHHBIX CPEJCTB CPEJICTBAMHU UACHTU(UKAILIMM HA TEPPUTOPHULX
Houenkoit Haponnoit Pecny6nuku, Jlyranckoir Hapoanoit PecnyOmnuku, 3amoposkckoi
obnacti 1 XepcoHCKoi obnacTu.

2. Hacrosmee moCTaHOBIEHHE BCTyMaeT B CUIY €O JHA €ro OQHUIMaIbHOIO
oIy OJIMKOBaHUSI.

[Ipencenarens [IpaButenbcTBa
Poccutickoit @enepanun
M.MUITYCTHUH

YT1BepKAECHO

nocraHoBieHueM [IpaButenbcTBa
Poccuiickoit @enepann

ot 14 utons 2023 r. N 977

NOJNTIOXEHUE
OB OCOBEHHOCTSAX NMPABOBOI'O PEINYIMPOBAHUA B CPEPE



MAPKUPOBKWU JIEKAPCTBEHHbIX CPEACTB CPEOCTBAMU
MWOEHTUPUKALIUU
HA TEPPUTOPUAX OOHELKOW HAPOOHOW PECNYBUKU, NYFTAHCKOW
HAPO[HON PECMYBJIUKW, 3AMOPOXXCKOW OBJIACTHU
U XEPCOHCKOW OBJIACTU

. Oowme nonoxeHus

1. Hacrosiee Ilonoxxenue ycraHaBiauBaeT 0COOEHHOCTH NPaBOBOTO PEryJIMPOBAHUS B
cepe MapKUpPOBKM JICKAPCTBEHHBIX CPEICTB CPEJICTBAMM MJCHTU(UKAMM B YaCTH,
KAcarolENCcsi MapKUPOBKHU JIEKAPCTBEHHBIX IPENaparoB [UIsi MEAMLIMHCKOIO IPUMEHEHUS
cpeacTBaMu  ujeHTHUuUKauuu, Ha Teppuropusx Jonenkoit Hapognoit PecnyOmnmkw,
Jlyranckoit Hapognoit Pecrry0Onmku, 3amoposkckoil obmactu 1 XepcoHCKO# obnactu (nanee
COOTBETCTBEHHO - TEPPUTOPUHU HOBBIX CyOBekTOB Poccuiickoii denepaiinu, JieKapCTBEHHBIC
Ipenaparsl).

2. g ueneit Hactoswero I1onoxeHus nCnoap3y0TCs CIEAYIOINE IOHATHS:

"TeppUTOpUANIbHBIE CYOBEKTHI OOpAIIEHUs JEKAPCTBEHHBIX CPEACTB" - IOPUIMUYECKHUE
JUIa M UHAMBHUIAYAJIbHBIE IPEANPUHUMATENH, SBIIOIINECS HAJIOTOBBIMU PE3UIACHTAMU
Poccuiickoit denepannu, MpencTaBUTENbCTBA MHOCTPAHHBIX OPraHU3aldil Ha TEPPUTOPUU
Poccuiickoit @enepany, SBIAIOIMMXCA AEPKATEIIMA WU BJIAJIEIbLIAMU PETUCTPALMOHHOTO
YAOCTOBEPEHUS, KOTOPBIE OCYILECTBISIOT BBOJ B 000pOT, U (UIK) 000pOT, U (M) BBIBOJ U3
0o00opoTa JEKapCTBEHHBIX IpernaparoB Ha TEPPUTOPHUSAX HOBBIX CyOBeKkTOB Poccuiickoit
denepanuu.

WHble moHATHS, HCTIONb3YeMble B HacTosieM [lonoxxeHnn, TpUMEHSI0TCS B 3HAUECHUSX,
onpeneneHHbix B dexepanbHoM 3akoHe "OO oOpalleHHM JIEKapCTBEHHBIX CPEACTB" WU
nocraHoBieHuu [IpaBurensctBa Poccuiickoit denepanun ot 14 gexadpst 2018 r. N 1556 "O6
yTBepkAcHUN [10510)KEHNs O CUCTEME MOHUTOPHMHIA JIBUJKEHUS JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEAUIIMHCKOTO TPUMEHEHNA "

3. OcoOeHHOCTH TMPABOBOTO PEryJUPOBAHUSA, MPEAYCMOTPEHHBIE HACTOSIIUM
[TonoxxeHneM, NPUMEHSIOTCA K TEPPUTOPHAIBHBIM CyOBbeKTaM OOpallleHusl JIEKapCTBEHHBIX
CPEIICTB U CYOBEKTaM 0OpaIeHus JIEKapCTBEHHBIX CPEJICTB.

4. B cpok no 1 anpens 2025 r. TepputopraibHbIe CyOBEKTH OOpaIIeHHsI TEKaPCTBEHHBIX
cpeAcTB 00s3aHBl OCYIIECTBUTh PETUCTPALMIO B CHUCTEME MOHUTOPHHIA JIBHKCHHUS
JIEKapCTBEHHBIX IpPEMapaToB JUIsl MEOUIMHCKOrO IPUMEHEHHs (Jajgee - cHCTeMa
MOHMTOPHHIA) B MOPSZIKE, ONpeneaceHHoM [lonoxkeHrnemM o cuCTeMe MOHUTOPUHTIA JIBHKEHUS
JIEKapCTBEHHBIX  IPEMapaToB Uil  MEIULMHCKOTO  NPUMEHEHHS,  YTBEPKICHHBIM
noctanoByieHneM [IpaBurensctBa Poccutickoit @eneparuu ot 14 nekadbps 2018 r. N 1556 "O6
yTBep)kaeHuu [lonoxenus o cucreMe MOHUTOPUHTA JABM)KEHHUS JIEKApCTBEHHBIX MpernapaToB
JUI MEUITMHCKOTO TpuMeHeHust" (nanee - [lonoxkeHue o cucteMe MOHUTOPUHTA).

[Tpu peructpanuu B CUCTEME MOHUTOPHHIA TEPPUTOPUANIbHBIE CYyOBEKThl 0OpaIleHus
JICKapCTBEHHBIX CPEJICTB 00€CIEUNBAIOT KOH(HUACHIINATLHOCTh HH(POPMAIINH, COJIepKaIIeiics
B CHUCTEME MOHHUTOPHMHIA, 332 HCKJIIOUYEeHHEeM HH(popMmanuu, oTHeceHHOW IIpaBurenbcTBOM
Poccuiickoit @eneparun K 001meA0CTYIHONH HHOpMAMKU 1 UHPOPMALIUHU, HETOIYCTUMOCTD
OTrpaHUYECHUS NOCTYIa K KOTOPOH YCTaHOBIIEHA 3aKOHOAaTenbCTBOM Poccniickoit denepanuu.



5. Box B 060opoT u 060poT Ha TeppuTopur Poccuiickoit denepanun J1eKapCTBEHHBIX
MpernapaToB, Ha KOTOpble HE HAHECEHbl CpeACTBa HACHTU(UKAIMM TIO0 NPUYUHE HUX
MMPOM3BOJICTBA HA AKCIOPT HA TEPPUTOPUH HOBBIX CyOBekTOB Poccuiickoit deneparuu 10 5
okTs10pst 2022 r., 6€3 MapKUPOBKU CPEICTBAMU HMJCHTU(UKALMU HE JomycKaloTcs. Brojg B
000poT, 000POT U BBIBOJ M3 000POTA JIEKAPCTBEHHBIX IpenapaToB Ha TeppuTopuu Poccuiickoit
®denepauy OCYUIECTBIISAIOTCS B COOTBETCTBUU € [1os10)keHNEM O cUCTEME MOHUTOPHUHIA, €CIIU
MHOE HE yCTaHOBJIEHO HacTosmuM [lonoxenuem.

[ToctaBka Ha TEppUTOPHUM HOBBIX CyOBbekTOB Poccuiickori ®Denepanuu He
MapKUPOBAaHHBIX CPEACTBAMU HICHTU(UKALIUY JIEKAPCTBEHHBIX MPENapaToB, IPOU3BEICHHBIX,
u (WnM) NMpUOOPETEeHHBIX, U (MJIM) MOMEIIEHHBIX 10 5 OoKkTA0ps 2022 r. moa TaMOXXEHHBIE
Mpoueaypsl B LEISX WX BBIBO3a 3a MpeAelbl TaMOXKeHHOW Tepputopun EBpasuiickoro
HSKOHOMHYECKOTO COI03a M (WIM) BBIBO3MMBIX Tocie 5 okTsaops 2022 r., B mpexpenax
YCTaHOBJICHHBIX CPOKOB I'0JIHOCTH JIEKAPCTBEHHBIX IIPENapaToB U MPU HAIWNYUH Y IOCTABIIUKA
JIEKapCTBEHHBIX IPENapaToB MOJATBEP)KJIAIOLIUX JOKYMEHTOB, IPEIYCMOTPEHHBIX CTaThsIMU
106 u 108 TamoxeHHOTO KOAeKkca EBpasuiickoro SKOHOMHYECKOTO COr03a, OPOPMIICHHBIX B
cooTBeTcTBUM ¢ mpuioxeHuemM N 8 k pemenutro Komuccuu TamoskenHoro coroza ot 20
centsiops 2010 r. N 378 "O knaccuduxaTopax, UCIONIb3yEeMbIX JUIS 3aII0JTHEHUS TAMOXKXEHHBIX
JOKYMEHTOB", 0pOpMIICHHBIX A0 5 okTsA0pst 2022 r., nomyckaetcs a0 1 anpens 2024 r.

Il. Mopspok obpalleHus nekapcTBeHHbIX NpenapaToB
Ha TeppUTOpUAX HOBbIX CyOobLekToB Poccumckon degepayum

6. 1o 1 anpens 2025 r. Ha TeppuTOpHUsAX HOBBIX cyOBekTOB Poccuiickoit ®enepaunu
JIOTTYCKAaeTCsi BBOJ B 000pOT, U (W) 00OpOT, (WIM) BBIBOA M3 000pOTa JIEKAPCTBEHHBIX
npenaparoB 0e3 HaHECEHUs] Ha HUX CPEJCTB MJeHTU(UKAUU 1 0e3 BHECEHUs HH(POPMALIUU O
JIEKapCTBEHHBIX IIpenapaTax B CUCTEMY MOHUTOPHHTA.

7. Mo 1 anpensa 2025 r. nomyckaercss Ha Teppuropun Poccuiickoit denepanuu BBOA B
000pOT JIEKapCTBEHHBIX IMPENapaToB 0e3 HaHEeCEeHHUs Ha HUX CPEICTB UACHTU(UKAIUK U 0e3
BHECEHUs1 MH(POpPMAIIMU O JIEKApCTBEHHBIX IpernapaTax B CUCTEMY MOHMTOPHUHIA, BBO3UMBIX
(BBE3E€HHBIX) C TEPPUTOPUM TOCYAAPCTB, HE SBIAIOIIMXCS TOCYJAapCTBAMHU - YIIEHAMU
EBpasuiickoro s3KOHOMUYECKOT0 COI03a, B IIEJISX MOCTaBKH Ha TEPPUTOPUU HOBBIX CYOBEKTOB
Poccuiickoit @enepanuu.

B wmensx mnpoxokAeHWS TAMOXKEHHBIX IPOLELYp BBINYCKa Il BHYTPEHHEIO
noTpeOIeHUs] WIM PEUMIIOpTa JEKapCTBEHHBIX MPENapaToB, MOCTABISEMbIX Ha TEPPUTOPUU
HOBBIX cyOBeKTOB Poccuiickoit ®enepanuu 6e€3 MapKUpOBKU CpPEICTBAMU MICHTU(DUKALIUY,
NEKIApUPOBAHNUE JIEKAPCTBEHHBIX IMPEMApaTOB  OCYIIECTBISIETCS  TEPPUTOPUATIBLHBIMU
cyObeKTaMu OOpalieHHs] JIEKapCTBEHHBIX CPEICTB WJIM HHBIMHM JIMIAMHU IO TMOPYYEHUIO
TEPPUTOPUATBHBIX  CyOBEKTOB  OOpalleHHsl JIeKapCTBEHHBIX CPEIACTB B  MOPAJIKE,
MPEeTyCMOTPEHHOM MyHKTaMu 4 U 5 0coOEeHHOCTeW NpPUMEHEHUs 3aKOHOIATeNbCTBA
Poccuiickoit @enepannul 0 TAMOKEHHOM PETYJIMPOBAHUHU B CBSI3H € MPUHATHEM B Poccuiickyto
@enepamio  Jloneukoit Hapomnoit PecnyOnmku, Jlyranckoit Hapomnoit PecmyOmukw,
3anopokckoil obmact M XepCOHCKOM 00JIaCTH, YTBEP)KIACHHBIX ITOCTaHOBIICHHUEM
[IpaButenscTBa Poccuiickoit @epepaunu ot 2 nexadps 2022 r. N 2215 "OG6 yTBepkaeHUN
ocoOeHHOCTe HpHUMEHeHMs 3aKoHozarenbcTBa Poccuiickoit depepanuu 0 TaMOKEHHOM



peryiupoBaHud B CBsi3u ¢ npuHsitueM B Poccuiickyro ®denepanuio Jonenkoit Hapognoi
Pecrty6nuku, Jlyranckori Hapomnoit PecryOmmku, 3amoposkckoil 00J1acTd U XEpCOHCKOM
obnactu".

TpancnopTUpoBKa JIEKAPCTBEHHBIX IMpenapaTtoB 0e€3 MAapKUPOBKU CpEACTBaAMU
uACHTU(UKAIIMYM, BBO3MMBIX (BBe3eHHBIX) B Poccuiickyro @enepanuio ¢ TeppUTOPHU
roCy/apCTB, HE SBIIAIOIIMXCS IOCYyAapcTBaMHU - 4djeHaMM EBpasuiickoro 3KOHOMHMYECKOIO
COI03a, B IENSAX IMOCTaBKM Ha TEPPUTOPUU HOBBIX CyOBeKTOB Poccwmiickoii Denepanuu
JIOMYCKaeTCsl TOJIBKO IO TEpPPUTOPUSAM HOBBIX CcyObekToB Poccuiickoir ®epepanuu u
TEPPUTOPHUSAM MIPUTPAHUYHBIX (IPUIIETAIONINX K TEPPUTOPHUSAM HOBBIX CyObeKTOB Poccuiickoit
Oenepanun) cyobrekToB Poccuiickoit denepanuu. [Ipu 3T0M B TOBapOCOMPOBOIUTEIHHOM
JOKYMEHTE JOJKHBI COAEPIKATHCS B TOM YUCIIE CIIECIYIOLIUE CBEICHUS:

KOHEUHBIN MYyHKT Ha3HAUYCHMUsI, PACTIOJNOKCHHBIM HA TEPPUTOPUSX HOBBIX CYOBEKTOB
Poccuiickoit ®enepanuu;

NOJTHOE HAMMEHOBAHWE TEPPUTOPHAIBLHOTO CyOBEKTa OOpalleHUs JIeKapCTBEHHBIX
CPEICTB - IPy30M0IyyaTes.

lll. MopsaoK BbiBO3a NleKapCTBEHHLIX NMpenapaTtoB
C TeppuTOpuMn HOBbIX CyobLeKkToB Poccunckon ®eagepauum B gpyrue
cy6bekTbl Poccuinckon ®enepauum

8. BbIBO3 ¢ TeppuTOpuii HOBBIX CyOBekTOB Poccuiickoit denepanun JeKapCTBEHHBIX
npenapaToB 0€3 HaHECEHHs Ha HUX CPE/ICTB IACHTHU(PUKALUU B COOTBETCTBUH ¢ [lonoxennem
0 CUCTEME MOHUTOPHUHIA, HHPOPMAIUS O KOTOPBIX OTCYTCTBYET B CUCTEME MOHUTOPHUHIA, B
npyrue cyowsextsl Poccuiickoit denepanny He 10MycKaeTcs.

9. B mensx BbIBO3a JIEKApCTBEHHBIX MPENapaToB C TEPPUTOPUN HOBBIX CYyOBEKTOB
Poccuiickoit ®enepaunu B apyrue cyowbekTsl Poccuiickoii depepaumu jgekapCTBEHHbIE
mpenaparsl MOAJEKAT MAapKUPOBKE CPEICTBAMH HMAECHTH(HKAIMK B COOTBETCTBUU C
ITonoxxeHneM 0 CUCTEME MOHUTOPHUHTA.

IV. NMopagok nocTaBKU NeKapcTBeHHbIX NpenapaToB
Ha TeppuTOpUM HOBLIX cyObeKkToB Poccunckon ®egepauum ns gpyrux
cyobekToB Poccumnckon depgepaumm

10. Ilpu mnocraBKe JIEKApCTBEHHBIX IIPENApPaTOB, MAPKUPOBAHHBIX CPEACTBAMMU
UACHTU(UKAIIMYM, Ha TEPPUTOPUU HOBBIX cyOBekTOB Poccuiickoit @enepanuu u3 Apyrux
cyobektoB Poccuiickoit ®enepannu CyObEKTbl OOpalleHUsl JIEKApCTBEHHBIX CPEICTB,
OCYIIECTBIISIOLINE TaKylO IMOCTAaBKYy, MPEACTABIAIOT B CUCTEMY MOHUTOPUHIA CBEIEHUS O
BBIBO/IE JIEKAPCTBEHHBIX MIPENapaToB U3 060poTa.




