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PETUCTPALMOHHBIX YI0CTOBEPEHHUI
07.04.2022  Ne TH/33468/22 JIEKAPCTBEHHBIX MPENAPATOB, BKIOYEHHBIX
- o B IIEPEICHb XKH3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPEMAPATOB

O Bompocax NpUMEHEHUS
nocraHosneHus [IpaBurenscrea
Poccuiickoit denepanuun

or 31.10.2020 Ne 1771

denepanpHas aHTUMOHOIIONIbHAsA CIyk0a B CBSI3U C BO3HMKHOBEHHEM BOIPOCOB
npuMeHeHus: noctaHoiieHus: IIpaBurenbctBa Poccuiickoit @epeparuun ot 31.10.2020
Ne 1771  «OO6  yTBepkIeHHM OCOOCHHOCTEH TOCYJapCTBEHHOTO  PEryIHpPOBaHUS
IPENEIbHbIX OTIYCKHBIX LEH MPOU3BOAMUTEIEH HaA JIEKAPCTBEHHBIE Iperaparsl,
BKJIFOUEHHBIE B MEPEYCHb JKU3HEHHO HEOOXOAMMBIX W BAXKHEWUIIMX JEKAPCTBEHHBIX
IIpEnapaToB, U BHECEHUM W3MEHEHHW B OTHenbHblE akThl [IpaButenscTBa Poccuiickoit
®enepauun» B pemakuuu ot 23.03.2022 (masiee COOTBETCTBEHHO — IOCTaHOBIICHHE
Ne 1771, OcobGennoctu) Ha ocHoBaHuM nyHkTa 6.3. Ilonoxenus o DenepanbHOU
AHTUMOHOIIOJIBHOW  cITy’)k0e,  yTBEp>KIEHHOro  mocTaHoBieHueMm  [IpaBurenbcTBa
Poccuiickoii ®epepanuu ot 30.06.2004 Neo 331, B mensix ONTUMHU3AIMUA HCIIOJTHEHUS
MpOLEAYpP, NPEAYCMOTPEHHBIX NocTaHOBIeHUEM Ne 1771, U MOBBIIEHUST ONEPAaTUBHOCTH
yCTpaHeHHus: JAePeKTypbl (pUCKOB €€ BO3HHUKHOBEHHS) JIEKAPCTBEHHBIX IPENapaTosB,
BKJIFOYEHHBIX B IE€PEUYEHb MXU3HEHHO HEOOXOIMMBIX M BaXKHEMIIMX JIEKAPCTBEHHbIX
IpernaparoB (Jlajee — JeKapCTBEHHBIE MTpenaparhbl), COOOIIAET CIEqYOIIee.

Yacteio 2 crateu 61 @DenepanbHoro 3akoHa «0O0 oOpaiieHUH JIEKapCTBEHHBIX
CPEICTB» IPeTyCMOTPEHA BO3MOKHOCTb €KEroJHOM nepeperucTpanuu
3apEruCTPUPOBAHHBIX MPEAEIbHBIX OTHYCKHBIX LIEH IMPOU3BOIUTENEH Ha JIEKAPCTBEHHbIE
npenaparel B CTOPOHY YBEJIMYEHHS OAMH pa3 B KaJE€HIApHOM TOAYy Ha OCHOBaHUU
MPEICTABIEHHOTO B YIIOJIHOMOYEHHBIN (enepaibHblii OpraH MCHOJHUTEIBHOM BIACTH
10 1 OKTAOpsT KaXAOoro roja 3asBICHUS JAepKaresis WM BIaAesiblia PEruCTPALMOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara (yIoJIHOMOYEHHOTO UM JIUIA).

Yacteto 9 crateu 61 @DenepanbHoro 3akoHa «O0 oOpallleHUH JIEKapCTBEHHBIX
CpPEICTB» TMPEAyCMOTpeHO YycTaHoBiieHue IIpaBurenscrBom Poccuiickorn @Penepanun
OCOOEHHOCTEN TOCYIapCTBEHHOTO PETyJIUPOBAaHUS MPEACNIbHBIX  OTHYCKHBIX  IIE€H
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MIPOU3BOAUTENEN Ha JICKAPCTBEHHBIEC MpENaparbl B 3aBUCUMOCTH OT 3KOHOMUYECKUX M
(WH) cOMaNIbHBIX KPUTEPUEB.

[TocranoBnennem  Ne 1771  ompeneneHbl  OCOOCHHOCTH  TOCYAApPCTBEHHOTO
peryaupoBaHusl MPEAENbHBIX OTHYCKHBIX II€H MPOM3BOAMUTENEH (lajiee — LIEHBI)
Ha JICKapCTBEHHBIC TMpemnaparbl B ciaydae JeheKTyphl WM pPHCKAa BO3HUKHOBEHHS
nedeKTypsl JIEKapCTBEHHBIX IMPEMaparoB B CBSI3W C IIEHOOOpAa30oBaHWMEM Ha HHX
B 3aBUCHUMOCTH OT SKOHOMUYECKUX U (WJIH) COLUATIBHBIX KPUTEPHUEB.

B 37Ol cBs3M mpu paccMoTpeHun Bompoca 00 oOpameHun B MunsnpaB Poccun
C LEJbI0 MEepeperucTpallid LIeH Ha JEKapCTBEHHBbIE Ipenaparbl BiajeibliaM WU
JepyKaTesisiM PErucTPalMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX IPEnaparoB CleayeT
MIPOBOJIUTH aHAIN3 IIEHOOOPA30BaHUS Ha CBOM JIEKAPCTBEHHBIE MIpenaparsl U pa3iaessiTh UX
Ha JICKAPCTBEHHBIC TMperaparbl, B OTHOIIECHWUW KOTOPBIX JOCTATOYHO TPOBEJICHUE
€KETOIHOW TMEePEepPEerucTpallid ILIEH B CTOPOHY HMX YBEJIHMYCHHS, M JIEKaPCTBECHHBIC
npenaparbl, B OTHOIIEHUH KOTOPBIX 3HAYUTEIBHO W3MEHUIIUCh SKOHOMHUYECKHUE YCIOBUS
(c o0OoCHOBaHMEM TaKuUX M3MEHEHUW) W B MEISIX MNpeaoTBpalieHus AchuimuTa
JICKapCTBEHHBIX MPENapaToB MEPeperucTpanus 1IeH Ha HUX MOXKET OBITh OCYIIECTBIICHA
TOJIBKO B MOPSJIKE, PELYCMOTPEHHOM nocTaHoBiaeHueM Ne 1771.

CornacHo TpeboBanmsiM moctanoBieHus Ne 1771 ananu3 nedekTypsl TPOBOAUTCS
B OTHOIIEHUHU JIEKAPCTBEHHBIX MpPENaparoB, OTHECEHHBIX K OJHOMY MEKIyHApOJHOMY
HemareHToBaHHOMY (namee — MHH) u  umerommx oOJWHAKOBBIA TyTh BBEJACHUS
(3KBUBAJICHTHBIE JIEKAPCTBEHHBIE (DOPMBI U TO3UPOBKH).

Takum obOpazom, oOpamieHue B Munzapas Poccun 10mKHO conepkarh CBEJICHUS O
xoHkpeTHoM MHH (He 6oree 01HOro) ¢ y4eToM 3KBUBAJIEHTHBIX JIEKAPCTBEHHBIX (HOpPM U
JIO3UPOBOK C OOOCHOBAHMEM 3KOHOMUYECKUX U (WJIM) COIMATBHBIX KPUTEPUEB, KOTOPHIE
MOBJIMSUIA HAa IIEHOOOpAa30BaHUE, YTO MOXKET IMPUBECTH K JePeKType JeKapCTBEHHOTO
npemnapara.

[Tyakrom 4 OcoOeHHOCTEH MNPEeayCMOTPEHO TMPEACTABICHUE CBEACHUN U
uHbopMaIKK, 3ampaiuBaeMbix Poc3apaBHaA30poM B IEISIX MOHUTOPUHTA J€PEKTYpPbI
(pYCKOB €€ BO3HUKHOBEHMS) TNOO OTCYTCTBUS B 0OpAIIeHUH JICKAPCTBEHHBIX MPEIapaToB,
B TOM WYHCII€ CBEACHHS O IUIAaHHpyeMOM oOOBbeME BBOIA B TPaXITAHCKUNA 00OpPOT
aHAJIM3UPYEMOTO JIEKAPCTBEHHOIO IIpenapara.

B cnywae HempencTaBiieHHsI BiaAENbLEM WIH JEpKATEIEM PErUCTPALMIOHHOIO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara CBEJACHUM, 3aMpOIICHHBIX B COOTBETCTBUM C
nyHKTOM 4 OcoOeHHOCTEeN, UMEIOTCS PUCKH HEAOCTOBEPHOIrO ompeeieHus aedexTypbl
(puckoB €€ BO3HUKHOBEHHS) JICKAPCTBEHHBIX INIpenaparoB W, Kak CIEJACTBUE, PHUCKU
HEOOOCHOBAHHOM TMepeperucTpalu Ha HUX IIEH.

B sT0i1 cBfi3M, BiaenblaM WIW AECPIKATEISAM PETUCTPAUMOHHBIX YIO0CTOBEPEHUMN
JIEKAPCTBEHHBIX IMPENapaToB CJIEAYEeT HEYKOCHUTEIBHO M ONEpaTUBHO (B CpOKHU
npenycMoTpeHHble  MyHKTOM 4 OcoOeHHOCTEeW) MpeACTaBiIsTh  3alpaiivBaeMylo
Poc3npaBuanzopom wuH(pOpMaIuioo, a MOpU OTCYTCTBUM BO3MOXHOCTH TPEICTaBUTH
3aMpoIICHHYI0 MH(POPMAIMI0O B YCTAHOBIEHHBIN Cpok mH(popMupoBarh Poc3apaBHamzop
O MPUYKMHAX HEBO3MOXKHOCTH €€ MIPEICTaBICHUS.
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C yueroM WU3JIOXKEHHOIO, TPOBEACHHE MOHUTOpUHIa Je(eKTypsl (PUCKOB ee
BO3HUKHOBEHUS) JIEKAPCTBEHHBIX IpenaparoB, no MueHuo ®AC Poccun, nenecoodpasHo
OCYILECTBJIATh TOJIBKO NPU MPEACTABICHUU CBEACHUM, 3alPOILICHHBIX B COOTBETCTBUH
¢ myHKTOM 4 OCOOEHHOCTEH, BCEMHU BIIJIEbIIaMU WJIH JCPiKATEISIMU PETUCTPAITMOHHBIX
YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENApPaTOB, HAXOAUBIINXCS B aHAJIMU3UPYEMOM IIEPUOJIE
(mpemmecTByromux 30 MecsIeB) B TpakaancKkoM o0opoTe B Poccuiickoii denepanmm.

[Ipu »stom, mo wmHeHuro ODAC Poccuu, HeNnpeacTaBlIeHUE BIAJCIbIEM WIH
JIepKaTeIeM  PEruCTPAllMOHHOIO  YAOCTOBEPEHMS  JIEKAPCTBEHHOIO  Mpemnapara
3aMpPOIIEHHBIX B COOTBETCTBUM C MMyHKTOM 4 OcoOeHHOCTEN CBEIECHUI B yCTAHOBJICHHBIN
CPOK MOXET PacCMaTpPUBATHCS KaK HAPYIICHUE aHTUMOHOIIOIBHOTO 3aKOHOAATEILCTBRA.

T.B. Hmxeroposues

Tlo/VIHHHHK 3/1eKTPOHHOTO JOKYMEHTa, NOANHCAHHOTO
D11, XpaHHUTCA B CHCTEME 3/IEKTPOHHOTO
nokymenTooGopora ®AC Poccun

CBEIEHHWA O CEPTH®HMKATE 311
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