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006 yrBepxkaennu IloioxkeHuns: 0 MeXKBeAOMCTBEHHOM KOMHCCHH 10
onpeejJeHHI0 Je(PEeKTyPbI HIIH PUCKA BOSHUKHOBEHHS 1e(PeKTyphI JJeKaPCTBEHHBIX
NpenaparoB B CBA3H ¢ BBeeHHeM B OTHOIICHHH Poccuiickoii @eaepannn
OrPaHHYMTEIbLHBIX MeP IKOHOMHUYECKOr0 XapakTepa H (popM 3aKII04eHUH
YKa3aHHOH MeXKBEeJOMCTBEHHOH KOMHCCHH 00 onpene/ennu AedeKTypbl HIIM PHCKA
BO3HHKHOBEHHS 1eQeKTYpPhl JIeKapCTBEHHBIX NMPeNapaToB Il MEAHIHHCKOI0
NpHMeHeHHs ¢ yKa3aHHeM HAMMEeHOBaHM (MeXIYHAPOAHbIX HEIATeHTOBAHHbDIX,
HJIM XHMHYECKHX, HUIH TPYNNHPOBOYHBIX), X GOpM, 103HPOBOK, TpedyeMbIX
00beMOB 11 Leeii BBo3a B Poccuiickylo @eepaniuio B B MHBIX CJIy4asnX
ofpaimieHus JeKapPCTBEHHbIX NIPenapaToB, 0 BO3MOKHOCTH (HEBO3MOKHOCTH)
BbIIa4YH pa3pelieHus Ha BpeMeHHoe o0pamenue no 31 nexadps 2024 r. cepun
(mapTHH) JeKapCTBEHHOI0 Mpenapara, He 3aperucrpuposannoro B Poccuiickoii
depepannn, HMeLIEro 3aperucTpuposanneie B Poccuiickoi @eaepannun aHajlorx
10 MeXXAyHAPOAHOMY HEeNIaTeHTOBAHHOMY HAHMEHOBAHHIO H Pa3peIeHHOr0 As
MEAMIMHCKOr0 NPHMEeHeHHs] HA TEPPUTOPHH HHOCTPAHHBIX I'OCYIapCTB
YIOJHOMOYE€HHBIMH OPraHaMH COOTBETCTBYIOLIMX HHOCTPAHHLIX I'OCYJapCTB, H 0
BO3MOKHOCTH (HEeBO3MOKHOCTH) TePeBO3KH, PeajH3alui, Iepeaadt H 10 OKOHYAHHHA
CpOKa roJHOCTH XpaHEHM, OTIYCKA, PO3HHYHOM TOProBJM (B TOM YHCJIE
AHCTAHIHOHHBIM CIIOCOO0M), NPHMEHEHHS 3aperHCTPHPOBaHHBIX B PoccHitckoi
Penepanun JeKapCTBEHHBIX NIPENapaToB B YIIAKOBKAX, NIPeAHA3HAYECHHLIX AJid
ofpaimeHHsi B HHOCTPAHHbIX IoCy1apcTBax

B COOTBETCTBHH C ITyHKTOM 2 OCOOEHHOCTEH BHECEHMS M3MEHCHHH B NOKYMEHTEI,
coiepXauuecs B PETHCTPAllMOHHOM JOChE Ha 3aperMCTPUPOBAHHEBIA JIEKAPCTBEHHBIN
nperapar I8 MEIWLUUHCKOTO NpHMEHEHMs, B cCiaydae Je(QeKTypel HIM PHCKa
BO3HUKHOBEHHS JAe(QeKTypbl JIEKapCTBEHHBIX IIpENapaToB B CBS3H C BBEACHHEM
B oTHomeHnn Poccuiickoii deepaliuyi OrpaHUYUTENBHBIX MEpP 3KOHOMHYECKOIO
XapakTepa, yTBEPXKICHHBIX NocTaHoBIcHHEM IIpaBurenncra Poccuiickoit deaepanuu
or 23 mapra 2022 r. Ne 440, nynkramu 2, 22 u 35 ocobGeHHOCTeH OOpaleHus
NIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOrO IPUMEHEHHS B Clydae Je(eKTyphl MK PHCKa
BO3HMKHOBEHHS Je(QEKTypbl JIEKAPCTBEHHBIX IIpEMapaToB B CBS3M C BBEIACHHEM
B orhomeHuH Pocculickoit ®degepandud OrpaHUYMTEIBHBIX MEP 3KOHOMHYECKOIrO




XapakTepa, YTBEpXKACHHBIX nocTtaHoBineHHEM [IpaBurennsctBa Poccmiickoit dDenpepanuu
ot 5 ampens 2022 r. Ne 593, npukasbiBalo:

1. YTBepauTs:

ITonoxeHne O MEXBEOOMCTBEHHOM KOMHCCHUU MO OIPENEICHHIO Ne(EeKTYphl HIH
pHUCKa BO3HMKHOBEHHS Je(EKTYphl JIEKApCTBEHHEIX TpENapaToB B CBA3H C BBEJCHHEM
B oTHomeHuH Poccuiickoit denepallid OIrpaHHYHMTENBHBIX Mep OSKOHOMHYECKOTO
XapakTepa (maimee — MeEXBEIOMCTBEHHas KOMMCCHA) COITIacHO mpuiuoxeHmio Ne 1
K HaCTOALIEMY IIpUKa3y;

(bopMy 3aKIIOYCHHUA MEKBEAOMCTBEHHON KOMUCCHH 00 onpeleneHuH Ae(peKTypsl HilH
pHCKa BO3HMKHOBEHHS JAe(eKTyphbl JEKapCTBEHHBIX IIPENapaToB s MEAULIMHCKOTO
INPUMEHEHHS C YyKa3aHHEM HaUMEHOBaHMH (MEXIyHAapOOHHIX HEMAaTCHTOBAaHHBIX, HJIH
XMMHYECKHUX, WIH TPYNIHPOBOYHBIX), UX (POpM, NO3HPOBOK, TpeOyeMbIX OOBEMOB IS
neneil 8Bo3a B Poccuiickyro ®deepauuio ¥ B HHBIX CIy4asx OOpalleHHs JeKapCTBEHHbIX
IpENapaToB COIIaCHO NPHIIOKEHHUIO Ne 2 K HAaCTOSILIEMY NIPUKa3y;

dopMy  3aKIIOYCHHS ~ MEXKBEIOMCTBEHHOM  KOMHCCHM O  BO3MOXHOCTH
(HeBO3MOXXHOCTH) BBIIa4YH pa3pellieHus Ha BpeMeHHoe obpamenue mo 31 nexabps 2024 r.
cepuu (MapTHH) JIEKapCTBEHHOTO IMpemapara, He 3aperWCTpHpPOBaHHOrO B Poccuiickoi
denepanyu, UMEIOMIEro 3aperucTpupoBanHble B Poccuiickodi denepauuu aHanord Io
MEXAYHApOJHOMY HEMAaTEHTOBAaHHOMY HAWMMCHOBAaHMIO M  Pa3pelleHHOro  JUId
MEIUIMHCKOTO  IPHMEHEHUS  Ha  TEPpPUTOPHM  HHOCTPAaHHBIX  TOCYIapCTB
YTIOTHOMOYEHHBIMA OpraHaMH COOTBETCTBYIOLIUX HMHOCTPAHHBIX IOCYAapCTB, COINIACHO
IpUIOKEHHIO Ne 3 k HacToAIIEMY IIpHKa3y;

dbopMy  3aKIIOYEHHS  MEXBEAOMCTBEHHOH  KOMHCCHM O  BO3MOXHOCTH
(HEBO3MOXHOCTH) IIEPEBO3KH, pealu3aliy, IIepeladd H 10 OKOHYaHMS CPOKa T'OJXHOCTH
XpaHeHHUs, OTMYCKa, PO3HAYHON TOProBiIH (B TOM YHCIE JUCTAHIMOHHBIM CIIOCOOOM),
NpUMEHEHHUs 3aperHcTpUpoBaHHBIX B Poccuiickod @elepauud  JI€KapCTBEHHBIX
IperapaToB B YIAKOBKaX, IpeJHAa3HAYEHHBIX 11 OOpameHHs B HMHOCTPaHHBIX
roCyJapCTBax, COINIaCHO NPHIIOKEHHIO Ne 4 k HacTodIIeMy [IPHKa3y.

2. Hacrosmuit npuka3 geiicteyer ao 31 nexabps 2024 roaa.

MuHuctp ; M.A. Mypauko




[Ipunoxenne Ne 1
K IIpuKa3zy MHHHCTEPCTBA 3paBOOXpaHEHHS
Poccuiickoit ®enepaiiuu

o1 _J1 DL A0 T Ne_FI

IloJs102keHHe 0 Me)KBEAOMCTBEHHOH KOMHCCHH MO onpeesieHnIo AedeKTypbl HIH
pHCKA BOZHHKHOBeHHS 1eeKTyphl JieKapCTBEHHbIX NPEeNnapaToB B CBA3H C
BBeJlcHHEM B oTHomieHHH Poccniickoii @egepanun orpanHHIMTeILHBIX Mep

IKOHOMHYECKOro XapaKrepa

1. JlexapcTBeHHBIE mpemapaThl JUIi MEIUIHMHCKOTO INPUMEHEHHs (mamee —
JeKapCTBEHHBIE IpenapaTsl), B OTHOLIEHHHM KOTOPHIX MEXBEAOMCTBEHHOM KOMHCCHEH
0 OIpeAeieHHI0 AepeKTyphl WM pHUCKa BO3HHKHOBEHHS Je(eKTyphbl JIEKapCTBEHHBIX
IpenapaTtoB B CBA3M C BBeAeHWEeM B oOTHomeHHH Poccuiickoit ®exnepauuu

OrpaHMYHUTENBHBIX MeP 5KOHOMHYECKOTO Xapakrepa (Zajiee — MEXBEIOMCTBEHHAs
KOMHCCHA) ompeleneHa aedekTypa HIH PHCK ee BO3HMKHOBEHHS C YyKa3aHHEM
HauMEHOBaHUH (MexXIyHapOJHBIX HETNIaTCeHTOBaHHEIX, HIH XUMHYECKUX,

WA TPYNIHPOBOYHEIX), UX (GOpM, HO3UPOBOK, TpeOyeMbIX 00BEMOB Ui Lielied BBO3a
B Poccuiickyio ®@epnepanuio ¥ B UHBIX ClydasX oOpalieHus JIEKapCTBEHHBIX IIpenaparos,
B TeueHHe 10 paGounx gHE cO IHS MPUHATUS COOTBETCTBYIOMIETO PEIUECHHS BKIIIOYAIOTCS
B IlepedeHb JIEKAPCTBEHHBIX NpemnapaToB (Zanee — MepedeHb), KOTOpBIH pa3MemaeTcs
Ha o¢MIManbHOM caiite MuHHCTepCTBa 31paBooxpaHenus Poccuiickoit Penepaunn
B HH(GOPMALHOHHO-TEIEKOMMYHHKALIMOHHO! ceTH «VHTepHeT» (manee — opuIMaIBHBINA
caiiT) Ha mopraje o0 BEeAEHHUIO FOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEIACTB Ul
MeMIMHCKOro NpuMeHenusi| B paszene «KypHa» [ aBTOPH30BaHHEIX MOJB30BATeNEH.

2. TlepeueHp mnpuMeHsieTcs M Lened oOpalleHUs JIEKapCTBEHHBIX CPEACTB
B COOTBETCTBHH C:

1) nmocranoBnenneM IlpaBurtenbcrBa Poccuiickoit @enepauun ot 23 mapra 2022 T.
Ne 440 «O6 yTBepkaeHHH OCOOECHHOCTEH BHECCHHMs M3MEHECHHH B JOKYMEHTHI,
coJiepXaliyecs B PErMCTPallMOHHOM [0Che Ha 3aperdCTpPHPOBaHHBIA JIEKapCTBEHHBIN
npenapar And MEOULMHCKOTO MPUMEHEHHs, B Ciydae JedexkTypbhl MIM pPHCKa
BO3HHKHOBEHHSA Je(eKTypbl JIEKapCTBEHHBIX IIpenapaToB B CBSI3H C BBEJACHHEM
B orHomeHHH Poccuiickoit ®enepanyiyi OrpaHUYMTENBHBIX MeEp 3KOHOMHYECKOI'O
XapakKTepay, CpoK JieiicTBus Kotoporo g0 31 nexabps 2024 r.;

2) nocranoBienueM [IpaBurensctBa Poccuiickoit @enepamuu ot 5 anpens 2022 r.
Ne 593 «O6 ocobeHHOCTSX OOpallleHHs JTEKApCTBEHHBIX CPEACTB UII MEIMIIHHCKOIO
TIPUMEHEHUA B cliydae Je(eKTyphl HIIM PUCKa BOSHUKHOBEHHMS Je(eKTyphl J€KapCTBEHHEBIX
npenapaToB B CBiA3M C BBeJeHMeM B oTHomeHuH Poccuiickori @enepanuu
OrpaHMYMTENBHBIX Mep SKOHOMHMYECKOro XapakTepa» (Jajee — IOCTaHOBJICHHE
IMpaBurensctBa Poccuiickoit ®enepauuu ot 5 anpens 2022 r. Ne 593), cpok neicTus
kotoporo no 31 nexabps 2024 r.

3. MexBeqOMCTBEHHass KOMHUCCHS CO3JaeTcsi TpM MUHHUCTEPCTBE 3paBOOXPaHEHHUS
Poccuiickoit ®epepauun (masee — MHHHCTEPCTBO) M PYKOBOACTBYETCS B CBOEH

Yacrs 3 craten 33 @epepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 obpaleHHH JEKapCTBEHHBIX CPENCTBY.




nestenbHocTH KoHcturymmeit Poccuiickoid ®enepanuu, HOpMamMy MEXIyHApOXHOI'O
npaBa, QpelepaIbHBIMA KOHCTUTYLIHOHHBIMH 3aKOHaMH, (e iepabHBIMHU 3aKOHaMH, aKTaMH
Ilpesunenta Poccuiickoii ®epepauun u IlpaButensctBa Poccuiickoit dexpepauuu,
HOPMAaTUBHBIMH TPABOBBIMH aKTaMH (peliepanbHBIX OpPraHOB HCIIOJHUTEIHHON BIIACTH,
B TOM 4HcIe HacToAmuM ITonoxeHueM.

4. OcHOBHBIMH 3anaanp1 MEXXBEJJOMCTBEHHOH KOMHCCHH SBISETCH IPHUHATHE

pelIeHuit:

1) 06 ompenenennn nedeKTYpHI WA PUCKA BOSHUKHOBEHHA JIe(eKTYPHl B OTHOLICHUH
JIeKapCTBEHHBIX MpenapaToB;

2) 0 BO3MOXXHOCTH (HEBO3MOXXHOCTH) BBIJauy pa3pelleHHus Ha BpeMeHHoe obpameHue
mo 31  gexkaOps 2024 r. cepun (mapTuH) JIEKapCTBEHHOro  IIpemapara,
He 3apeructpupoBaHHoro B Poccuiickoii ®@enepanuy, HUMEIOMET0 3aperuCTpUPOBAHHEBIE
B Poccuiickoit ®Demepaun aHaJIOTH 10 MEXAYHAPOAHOMY HENaTeHTOBAaHHOMY
HAaNMEHOBAaHWIO M Pa3pEIeHHOro Uil MEAMLUHCKOTO MPUMEHEHWS Ha TEepPUTOPHH
WHOCTPAHHBIX  TOCYAApCTB  YNOJNHOMOYEHHBIMM  OpraHaMH  COOTBETCTBYIOIIMX
MHOCTPaHHBIX T'OCYapCTB (flaee — pa3pelleHne Ha BpeMeHHOe 0OpalleHHe);

3) O BO3MOXHOCTH (HEBO3MOXHOCTH) II€PEBO3KHM, pealu3aliy, Iepefaiu
H IO OKOHYaHHS CPOKa FTOJHOCTH XpaHEHHs, OTIIyCKa, pO3HUIHON TOPrOBIH (B TOM HHCIIE
OUCTAaHIHOHHBIM CcIOCOOOM), TNPUMEHEHHMS 3aperucTpHUpoBaHHBIX B Poccuiickoit
®denepalliy IEKaApCTBEHHBIX NIpENapaToB B yIaKOBKax, MpeAHa3HaY€HHbIX AJ11 oOpaleHus
B HHOCTPAHHEIX TOCYyAApCTBax (ajnee — obpalleHue 3aperucTpUPOBaHHBIX JIEKAPCTBEHHBIX
MpenapaToB B YINAaKOBKAaxX, IMpeJHa3HaYeHHBIX M1 oOpallleHHsd B HHOCTPaHHBIX
rocyAapcTBax).

5. OcHoBaHMSAMH i TPHHATHSA pElICHHS MEXBEAOMCTBEHHON KOMHMCCHEMH
06 ompejencHun AedeKTyphl WIM DPHCKAa BO3HMKHOBEHHS He(eKTyphl B OTHOILICHHH
JIEKapCTBEHHOI'O Ipernapara sABISETCS YCTaHOBICHME (akTa JeHuuTa WIM OTCYTCTBHA
JleKapCTBEHHOro Ipenapara B obpameHuu B Poccuiickodi ®enmepaunu, noTpeOHOCTEH
B KOTOPOM SIBJIIETCA HEYJOBIIETBOPEHHOM, NPH BO3MOXXHOM HAJIMYUU OJIHOTO HWIIH
HECKOJIbKUX CJIeYIOIIMX KPUTEPUEB:

1) npekpaleHHe AEATENHHOCTH WM OTKA3 OT IOCTABOK HIIH PHCK MPEKpAIeHHs
JEATENBHOCTH [POM3BOAMTENS U (M) HOCTaBHIHKa (bapManeBTHYECKOH cyOcTaHIMH,
BXOMALIE B COCTAaB JIEKapPCTBEHHOTO IIpefiapaTa, BIEKyI[He INPHOCTAHOBICHHE HIIH
NpeKpalieHye NPOM3BOJCTBA JICKAPCTBEHHBIX NPENapaToB WM MX BBO3a B Poccwuiickyro
denepauuro;

2) mpekpalleHHe J€STEIBHOCTH WIH OTKa3 OT IOCTABOK WK PHUCK IIpeKpaleHus
JIeATeTLHOCTH TPOM3BOAMTENS M (MJIM) TOCTaBIIMKa BCIIOMOTATENbHBIX BEIECTB,
BXOJIAIIMX B COCTaB (papMarieBTHHecKoi cyOcTaHIuM U (MIIK) JIEKapCTBEHHOTO Ipenapara,
BIEKYyI[e TPUOCTAHOBJICHHE WM IpeKpalleHue TPOU3BOACTBA JIEKAPCTBEHHBIX
IpenapaToB UM X BB03a B Poccuiickyro @enepanuro;

3) mpekpallicHHEe AEATEIBHOCTH HJIM OTKa3 OT IOCTaBOK HIIM PHCK IPEKpalleHHs
AEATeNBHOCTH OAHMM WM HECKOJNBKHMH YYaCTHHKAaMH [IpoLecca IpOHM3BOICTBA
JIEKapCTBEHHOTO  Mperapara, Bnelcynme HpHOCTaHOBJIeHPIe WIH  IpeKpameHue
TIIPOM3BOAICTBA JIEKAPCTBEHHBIX MpEIapaToB WK UX BBo3a B Poccuiickyio desepanio;

4) mpekpalleHHe AEATENHHOCTH WIH OTKa3 OT IIOCTAaBOK WJIM PUCK NpeKpalleHHs
NeATENLHOCTH TIPOM3BOAMTENS U (WNM) MOCTABIIAKA HCXONHBIX M BCIIOMOTAaTeNbHBIX
MATEPHUANIOB U (MJIM) TAKHX )K€ MCXOIHBIX W BCIIOMOTaTEIbHBIX MAaTEPHAIIOB, HCIIONb3yEMBIX



B IpolLecce NPOHM3BOACTBA _(hapMALEBTHIECKON . CyOCTAHUMH WM JIEKAPCTBEHHOTO
npenapata  (PeaKkTHBbL, .. NPOMEXYTOYHbIE , . MPOAYKTHL,  KyJbTypalbHBlE  Cpebl
M MX KOMIIOHEHTHI, PHUIBTPBI, COPOCHTEI, PAaCXOIHbIE MaTepHabl, MEIKH, IITAHTH, HHBIE
MaTepuainbl), BJIEKyIlHe MPUOCTAHOBIEHHE WIM MPEKpalleHHe MpOU3BOACTBA
JIeKapCTBEHHBIX MpenapaToB WK UX BBo3a B Poccuiickyio @enepanuio;

5) npekpaineHHe AEATENBHOCTH HIM OTKa3 OT IOCTaBOK HIIM PHUCK IMpeKpalieHHs
JEeATEIbHOCTH MPOU3BOAXTENA U (MJIHM) NOCTaBLIMKa 000pyAOBaHUA U (UJIH) aHAJIOTHYHOT'O
0o0OpyHOBaHMs, WCHONB3YEMOrO B TpOLEcce MNPOM3BOACTBA  (hapMalleBTHYECKOH
CyOCTaHUMH WM JIEKAPCTBEHHOrO Mpemaparta, BIEKYIIHe NPHOCTAHOBICHHE WIIH
IpeKpalleHle MPOU3BOJCTBA .TIeI(apCTBeHHBIX npenapaTOB WM UX BBo3a B Poccuiickyto
®enepanuio; :

6) ImpeKpallleHHe AEATEJPHOCTH WIH OTKa3 OT IIOCTAaBOK WJIM PHCK IpEKpalleHHs
JEeATeIbHOCTH IPOM3BOAMTENS W (MJIH) MOCTaBIIMKA CTaHAAPTHBIX 00pa3loB, W (WiIN)
AHAJIOTHYHBIX  CTaHAApPTHHIX  o0Opa3uoB  (aTTECTOBAaHHBIX B COOTBETCTBHH
C rocymapcTBeHHOM (papmakomeeit), ¥ (WIH) peakTHBOB, U (MJIH) MaTepHalnoB, H (HIH)
060py10BaHus, HCIIONB3yEMBIX B IIPOLECCAX AHATMTHYECKOrO KOHTPOIS OIyIPOAYKTOB,
¢dapMaLieBTHIECKOH CyOCTaHIMHM WM JIEKapCTBEHHOTo Ipenapara, a Takke H3MEHEHHE
AaHATMUTHYECKHX METOOUK, CBA3aHHBIX C BKIIOYEHHEM H (WiM) U3MeHeHHeM, W (Win)
n00aBJIeHHEM albTEPHATUBHBEIX MAaTEpPHANIOB, PEaKTUBOB, 0OOPYNOBaHHS U CTaHJAAPTHBIX
00pa31oB, HCIIOB3YEMBIX B aHAIUTUYECKUX METOANKAX, BIEKYIIIHEe IPHOCTAHOBIICHUE HIIH
TpeKpalleHre NPOM3BOACTBA JIEKAPCTBEHHBIX [PENAapaToB WM HX BBO3a B PoccHiicKyio
denepanuo; '

7) OTMeHa rocyaapCTBEHHOH perncTpanyy JeKapCTBEHHOIO Ipenapara;

8) wHammume 3akmodeHus @DeaepanpHOM CiyxObl 1O Hag3opy B cdepe
3/[paBOOXpaHeHus, CHOPMHPOBAHHOTO B COOTBETCTBHM C THYHKTOM 2 OCOGEHHOCTEH
rOCYAapCTBEHHOTO pPEryJIHpOBaHUA NpeAENbHBIX OTIYCKHBIX LIEH IPOM3BOAUTENCH
Ha JICKApCTBEHHBIE NpemnapaTthl, BKIIOYEHHbIE B IepeueHb XXHM3HEHHO HEOOXONMMBIX
H BaXHEHIIMX JIEKApCTBEHHBIX IpernapaTtoB, YTBEPXKAEHHBIX IIOCTaHOBJICHHEM
INpaBurensctBa Poccuiickoit @enepaunun ot 31 okta6psa 2020 r. Ne 1771, comepxaimero
cBeleHMsl O meeKType WIM DHCKe BO3HMKHOBeHHMS Je(eKTYpHl IJeKapCTBEHHOIO
npenapara; ' | S

9) unble akTel H 06CTOATENBLCTBA, nocnyxannme NPUYHHON OTCYTCTBUS (AeduuTa)
nu60 pPHCKa BO3HMKHOBEHHS OTCYTCTBHS JIEKaPCTBEHHOTO IMpenapara B oOpalleHuH
B Poccuiickoit ®enepanuy, NoTpeGHOCTL B KOTOPOM SBIIAETCSA HEYAOBJIETBOPEHHOM.

6. B cocraB MeXBEJOMCTBEHHOH KOMHCCHM BKJIIOYAIOTCS IPEICTABHTENH
MunucrepcTsa, MHHHCTEPCTBA IPOMBIILIEHHOCTH M Toproiu Poccuiickoit ®@eneparu,
depepanbHOil TaMOXeHHOW ciayxObl, PenmepanbHoit ciyk06bl mo Hagzopy B cdepe
3apaBooxpaHeHus, MunuctepctBa ¢unancoB Poccuiickoit ®enepauuu, PenepanbHON
aHTHUMOHOIIOJIBHOM CITYXKOBI, heepabHOro Ka3eHHOro yupexxaeHus «PeaepanbHbli IEHTP
IUTaHUPOBAHHA M OPraHH3alliM JIEKapCTBEHHOro obecredeHys rpaxiaad» MuHHCTEPCTBa
3npaBooxpaneHus  Poccuiickoit  ®@epmepanuu, (denepanbHOro  rocyJapCTBEHHOIO
GlomKkeTHOrO yupexaenus «HaydHBI LEHTP O3KCIEPTH3Hl CPEACTB MEIHIIMHCKOro
npuMeHeHus» MuHucTepeTBa 31paBooxpanenus Poccuiickoit  @enepanuu (manee —
®I'bY HIIDCMII), denepanbHoro rOCy1apCTBEHHOIO OIOKETHOIO  YUpeXACHUS
«lleHTp 3KCHepTH3Bl M KOHTpPOJIA KadecTBa MEIUIMHCKOH MoMoluu» MuHHCTEpCTBa
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3apaBooxpaHeHus Poccuiickoii @enepauuu, a TakkKe MHBIX 3aMHTEPECOBAaHHBIX
¢enepaltbHBIX OpraHOB HCTIOTHUTEBHON BIACTH. o

CocTaB MEXBEJIOMCTBEHHONM KOMMCCHH OIIpeJIENseTcs NPHKa3oM MUHHCTEpCTBa.
[Io [OpemIOKEHHI0O  WIEHOB  MEXBEJOMCTBEHHOH KOMHCCHHM B  3ace[JaHHH
MeXXBeJJOMCTBEHHOU KOMHCCHH IT0 PEIIeHHIO IIpeJicelaTeNs JOMyCKaeTcs yuacTHe INIaBHbIX
BHEINTAaTHHIX CIIEMATMCTOB MUHKCTEPCTBA U MpeICTaBUTENEN JepxaTeneii (BlnaeNnbleB)
PEruCTpallMOHHBIX yAOCTOBEPEHMI UM 3adBUTeNel Oe3 mpasa royioca.

i onpenenenus qeeKTyphl WIIH PUCKA BOSHUKHOBEHUS Ae(eKTyphI JIeKapCTBEHHbIX
npenaparoB  MeXBEJOMCTBEHHas  KOMMCCHS . paccMaTpUBaeT  IpelCTaBlIEHHBIE
B MHuHKCTEPCTBO OT (eiepaibHBIX OpPraHOB HCHONHUTENbHOH BIACTH, OpPTraHOB
HCIIOJIHHTENBHOM BilacTH cyO0bekToB Poccuiickoii Menepamyuu U cyObekToB oOpamieHus
JNIEKapCTBEHHBIX CpPEACTB INpEIJIONKEHHS 06 OmpeleleHHH Ae(eKTypsl MIH PpHCKa
BO3HMKHOBEeHHA JAe(eKTyphl JIEKapCTBEHHOro Impenapara (peKoMeHIyeMbid obpaser
NpUBeIeH B NPWIOXKEHMH K HactosmeMy llonoxeHMio), a Takke NOATBEPXKIAIOIIKE
JOKYMEHTHI M CBeJlcHHs, coaepkamme nHpopManuio o6 oOcTosTenbcTBaX, YKa3aHHBIX
B moAnyHkTax 1 - 6, 9 mynkra 5 Hacrosmero [lonoxenus.

7. CBeneHHs O IleKapCTBEHHOM Iipemnapare (MeXIyHapOJHOE HeNaTeHTOBaHHOE
HaMMEHOBaHHUe, JIEKApCTBEHHas ¢opMa 1 J0O3UPOBKa), B OTHOIIEHUH KOTOPOT0 MOCTYIIHIIO
npeAioKeHHe, BKIIOYEHHOE B IOBECTKY 3aCe/laHhsd MEXBEJOMCTBEHHOH KOMHCCHH,
pa3sMeIaTcs MHUHACTEPCTBOM BMECTE CO CBEACHHAMH O JaTe OYEPEJHOrO 3aceldaHus
ME)XBEJJOMCTBEHHOH KOMHCCHHM Ha O(QHIUAIbHOM caliTe Ha IOpTaje I0 BEAEHUIO
rOCYAapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPEACTB UIA MEAMLMHCKOrO NPHMEHEHHUS
B paszeine «KypHam» s aBTOpH30BaHHBIX MOJIb30BaTeNel He mo3Hee YeM 3a 6 paboumnx
OHeH 1o Havdaya 3acelaHul.

IIpu obcyxaeHHHM Ha 3acefaHUM ME)XBEJOMCTBEHHOH KOMHCCHH HAIW4HMi WX
OTCYTCTBUSA Ae(eKTyphl WIM pHCKAa ee BOSHUKHOBEHHS B OTHOLIEHHH PacCMaTpHUBaeMOIO
JieKapCTBEHHOTO ITpernapaTa MOTrYT y4acTBOBaTh CyOBeKTHl OOpalleHHs JeKapCTBEHHBIX
CPEACTB IPH HaNpaBJICHHH CBeIeHHH 00 5TOM He No3Hee YeM 3a 3 pabo4ux JHs 40 Hadajla
3aceJaHHUA IO AeKTpoHHOH noure defekturalp@minzdrav.gov.ru.

8. Pemenne 00 OT3BIBe paHee BBIAHHOTO 3aKMIOYEHHS W HCKIIOYEHHH
JNIeKapCTBEHHOTO Mpenapara M3 NepeyHs NPMHMMAETC MEXBEAOMCTBEHHOM KOMMCCHEH
OTKPBITBIM TOJIOCOBaHHEM, IIPOCTHIM OOJBIIMHCTBOM TIOJIOCOB WIEHOB KOMHMCCHH,
IPHACYTCTBYIOIIUX Ha 3acelaHWM, He paHee 4eM uepe3 9 MecsleB € AAThl NPHUHATUA
MEXBEJIOMCTBEHHOM KOMHCCHEN pelleHus o Ae(eKType MM PHUCKe BO3HHKHOBEHUS
nedeKTypsl, B TOM YHCIIE IO 3aKIIOYCHHUSAM, BEIIAHHBIM 0 BCTYIUICHHS B CHUTy HACTOSIIIErO
IpHKa3a B COOTBETCTBMH C mocTraHoBieHueM IIpaBurensctBa Poccuiickoit ®eaepauyu
ot 5 anpeins 2022 r. Ne 593, Ho He mo3auee 31 gexabps 2024 r.

B cimyuae ecnu mnpemnoxeHue 00 OT3pIBE paHee BBIJAHHOTO 3aKIIOYEHHUS
H HCKIIOYEHHH JIEKApCTBEHHOIO IperapaTa M3 IMepedHs MOCTYNWIO He OT 3asBHTEIN,
0 TPEeNJIOKEHHIO KOTOPOro OH ObUI BKIIOYEH B IepeveHb, HAHHBINA 3asBUTENb
yBeAOMIIIETCS O TIIOCTYIUIGHMH YKa3aHHOIO IpemjiokeHHs (C  IPUIOKCHHEM
K YBEJZOMJICHHIO KOIIMHM AaHHOTO TMpeIIoXeHUs U 000CHOBBIBAIOIIMX MaTepUaliOB), aTe
€ro PpacCMOTPEHHS MEXBEJOMCTBEHHON KOMHCCHEH M mNpuriamaercs il Y4acTHs
B 3aceaHWH MEXBEJOMCTBEHHOH KOMHMCCHHM IO JaHHOMY BONpPOCY HOCPEICTBOM
pasMellleHMa HHQoOpManMH Ha O(QHULUHAILHOM caiiTe Ha NOpTale IO BEACHHUIO




rOCY/IJapCTBEHHOTO peecTpa JEeKapCTBEHHBIX CPEICTB AMA MEIUIMHCKOTO INpUMEHEHHS
B paszene «KypHamy sl aBTOpU30BaHHBIX MOJIB30BATENCH.

PasMelieHne cBefeHHil 00 HCKIIIOYEHHH JIEKapCTBEHHOrO Iperapara W3 MepevHs
OCYyIIECTBIAeTCd MMHHUCTEPCTBOM Ha OQHIMATFHOM caiiTe Ha MopTaje IO BEJCHHIO
rOCYAapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEACTB I MEAMLUHCKOIO NPHMEHEHHS
B pasjeie «KypHam» ajis aBTOpH30BaHHBIX MOJIB30BaTeNel B TEYCHUE ITH paboYHX JHeH
CO JHSA MPUHSATHA MEXBEAOMCTBEHHOM KOMHCCHEHN pelIeHus, yKka3aHHOro B ab3alie nepBoM
HACTOAILETO MMyHKTA.

9. Me>XBEIOMCTBEHHAs KOMHCCHS OCYLIECTBIAET CIeAYIomue QyHKIMH:

1) paccMOTpeHHE U OLIeHKY JOKYMEHTOB M CBEJIEeHUH, OCTYNaoIKX B MUHHCTEPCTBO
oT ¢eneparbHbIX OpraHOB WCIIOMHUTENBHOH BIAaCTH, OPraHOB HCIIOJHUTENBHOM BIIACTH
cy6nexToB Poccuiickoii ®ezepamuy i cy6seKTOB 06palieHus JeKapCTBEHHBIX CPEACTB, I
ompeneneHuss AedeKTypbl WIA pHCKa BO3HUKHOBEHHA Je(EeKTyphl JI€KapCTBEHHOIO
mpernapara;

2) pacCMOTpEHHE U OLEHKY JOKYMEHTOB, HallpaBI€HHBIX B MHHHCTEPCTBO € LIEIBIO
BBIJIa4M 3aKIFOYECHHSA MEXBEAOMCTBEHHOH KOMHCCHH O BO3MOXXHOCTH (HEBO3MOXKHOCTH)
BBIJIaYM paspelleHus Ha BpeMeHHoe obpailieHue cepuu (IIapTHH) He3aperHCTPHPOBaHHOTO
JIEKapCTBEHHOT'O Mpenapara;

3) paccMOTpeHHEe M OLIEHKY JOKYMEHTOB, HallpaBIe€HHEIX B MUHHCTEPCTBO € LENBIO
BBIIaYH 3aKIIOYEHHS O BO3MOXHOCTH oOpainesus B Poccuiickoit @enepanum cepuu
(napTHH) NeKapCTBEHHOTO TMpenapaTa B yIakoBKe, MpelHa3HauYeHHOH 1A oOpalleHus Ha
TEPPUTOPUU UHOCTPAHHBIX TOCYAapCTB;

4) npuHAtHe pemeHus o0 OT3BIBE paHee  BBIJAHHOIO  3aKIIOYCHH
M HCKJIIOYEHUH JIEKApCTBEHHOT'O MpernapaTta U3 MEpedHs B ClIydae, €CIIU JIeKapCTBEHHBIMH
npenapar He OTBEYAET XOTH OBl OJHOMY KPUTEPHIO K3 YHCNIA YKa3aHHBIX B IyHKTE 5
Hacrosmero [Tonoxenus.

10. Ilpm paccMOTpeHMM U OLEeHKe [IOKYMEHTOB H CBEAEHHH, yKa3aHHBIX
B moanyHkre 1 mnynkra 9 Hactosmero IlonoxeHus, MeXBEJIOMCTBEHHAss KOMHCCHS
HampaBJieT 3ampocsl B MUHHCTEPCTBO IPOMBIIUICHHOCTH W ToproBiu Poccuiickon
denepaunu, PenepanbHyio cnyx0y mo Hazzopy B chepe 3apaBooxpaHeHus, OenepanbHyIo
aHTHMOHOIIOJNIBHY1O CiIyx0y, PenepanbHyIo TaMOXXEHHYIO CIIyXKOy, denepanbHOe Ka3eHHOE
yupexaenne «®enepalbHblii LEHTP IUIAHUPOBAaHUS W OpPTraHM3ALUM JIEKaPCTBEHHOTO
obecrieueHuss rpaxpan» MuHKcTepcTBa 31ApaBooxpaHeHHs Poccuiickoit ®enepaumy,
®I'bY HIIDCMII, denepanbHOe rocyqapCTBEHHOE OIOJDKETHOE  YUPEKICHHE
«lIeHTp SKCrEepTH3Bl M KOHTPOJIS KadecTBa MEAUIMHCKOM momomm» MuUHHCTEpCTBa
anpaBooxpanenusa Poccuiickoii ®ejepanyn U MHbIE TOABEAOMCTBEHHBIE MHHUCTEPCTBY
OpraHu3aliM JUId [ONydeHHs WHQOpMAaIMHM, OTHECEeHHOH K COOTBETCTBYIOIIEH
KOMITETEHIINH BHINIIEYKa3aHHBIX OPraHOB (OpraHu3aliuii), B TOM YHUCIE:

1) o6 oObemax BBOJa JIEKapCTBEHHOrO Iipemnapata B TIpaxIaHCKUBi obopot
3a MOCHeIHHE TPH TOJa, NPEIUISCTBYIONIHE JaTe MPEJCTaBICHUs MpeasIOKEHUA
00 onpeneneHuu AeeKTypsl JeKapCTBEHHOTO MpernapaTa Wik pUCKa ee BO3HUKHOBCHHS;

2) 06 o0BeMax MPOU3BOACTBA JIEKAPCTBEHHOI'O Iperapara 3a IOocieJHHEe TPH roja,
IpeALIECTBYIOLME JaTe IpEeICTaBICHHs MpemIokeHus o6 ompeneneHHH IeQeKTypHI
NIeKapCTBEHHOTO MpemnapaTa Uik pUcKa ee BOSHUKHOBEHUS;

3) 0 HAJIMYKMM OCTATKA, 3aIaca JIEKapCTBEHHOT'O IpelapaTta COrIaCHO JaHHBIM CHCTEMBI
MOHHMTOPHHIa JABM)KEHHS JIEKaPCTBEHHBIX NIpernapaToB Ui MEJUIUHCKOIO IpUMEHEHMS;




4) 0 HaIMYHM JICKQpPCTBEHHOIrO IpenapaTta B ME€pevyHe XXM3HEHHO HEOoOXOOMMBIX U
Ba)XHEHIIMX JIEKAPCTBEHHBIX NIPENapaToB; :

5) o xonudyecTBe 3aperucTpupoBaHHBIX B Poccuiickoit ®enepauuu 1eKapCTBEHHBIX
IpenapaToB, B TOM 4YHCJIE€ OTEYECTBEHHOTO IIPOM3BOACTBA, C MEXIYHAapPOAHBIM
HENaTeHTOBaHHBIM HAMMEHOBAHUEM, aHAJIOTHYHBIM MEXIyHApOAHOMY HEIIaTeHTOBAHHOMY
HaUMEHOBAHHIO JIEKAPCTBEHHOIO MIpEeNapaTa, 3asBJICHHOr0 JJI BKIIIOYEHHS B IEPEYCHb;

6) 06 ocymectBierun OI'BY HIIDCMII B oTHOLIEHHH JIEKapCTBEHHOIO IIpenapara
IpoLeayp, HeOGXOAUMBIX B LIENSX PETUCTPALMH, IOATBEPKICHHSA PETUCTPalli, BHECEHHS
H3MEHEHHIt B pPErHCTpPAllMOHHOE JOChe Ha 3aperMCTPUPOBaHHBIE JIEKAPCTBEHHBIE
npemnaparbl, NPHUBEJICHUS PETUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOIO Ipenapara B
COOTBETCTBHE C TpeOOBaHHWAMU MEXAYHAapOAHBIX JOTOBOPOB M aKTOB, COCTABIISIOIIMX
npaBo EBpa3uiickoro 3KkoHOMH4€ECKOIro COK03a;

7) 0 cpokax WM UIMTEIBHOCTH NpOLeAyp, HEOOXOAHWMBIX B LENSIX PETHCTPaLUU
COOTBETCTBYIOIIIETO JIEKAPCTBEHHOTO TMIpemapara, B COOTBETCTBUHU C TpeOOBaHUAMH
denepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamieHnn nekapcTBEHHBIX
cpeactB» U pelnenns Cosera EBpazuiickoit 3xoHOMUYecKoi koMuccuu oT 3 Hos6ps 2016 T.
Ne 78 «O [IlpaBunax perucTpallii H OKCIEPTH3bl JI€KapCTBEHHBIX CPEACTB A
MEIULMHCKOr0 IPUMEHEHHY;

8) o moTpebHOCTH B 06ecriedeHHH HaceJleHHs JIeKapCTBEHHBIM MpenapaToM 110 JaHHBIM
(denepalibHOr0 TOCYAApCTBEHHOro OOKETHOro yupexaeHus «LIeHTp 3KcmepTH3sl U
KOHTpOJII KayecTBa MEJWIMHCKOM momomu» MUHHCTEPCTBAa  3[paBOOXpaHEHHS
Poccuiickoit ®enepauyu u cUCTEMbl MOHHTOPHHIA JBH)KEHNS JIEKapCTBEHHEBIX IPEIIapaToB
IUTE MeIMUHUHCKOTO IPUMEHEHHU WM 110 JaHHBIM (elepajbHOrO Ka3eHHOI'0 YYPEKICHHA
«®enepalbHblid LIEHTP IUIAHUPOBAaHHA H OpPraHHU3aIlMM JIEKApCTBEHHOro obecrneyeHus
rpaxzaan» MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @eaepanuy;

9) 0 NpPHOCTAaHOBJICHWM TNPHUMEHEHHS JIEKAPCTBEHHOrO MNpenapara, BbIABICHHBIX
HAapyHOIeHHWsAX IPH OCYILECTBIEHWH TOCYHapCTBEHHOro KOHTpoisi (Hag3opa) B cdepe
oOpamieHHs JIeKapCTBEHHBIX CPEJCTB, B TOM YMCJIE IPH NPOM3BOACTBE JIEKAPCTBEHHOI'O
npenapara, papMaKoHaA30pe.

11. B cocTaB MexBeOMCTBEHHOH KOMHCCHH BXOAUT HE MeHee MATHAALATH YeJIOBeK,
BKJIIOYas TIpeICeAaTeNs, 3aMECTHTEIIS MIPEICEAATENs, OTBETCTBEHHOTO CEKpETaps M WICHOB
MEXBEAOMCTBEHHON KOMUCCHUH.

Bosrnapiser MeXBEIOMCTBEHHYIO KOMMCCHIO IIpefceAareb MeEKBEAOMCTBEHHOM
KOMHCCHH.

12. Tlpeacenarens MexBeIOMCTBEHHOH KOMHCCHHU (B €ro OTCYTCTBHE 3aMECTHTEINb
npejceIaTelNs MeKBEJOMCTBEHHOH KOMHUCCHH) OCYIIIECTBIISET:

1) ob1iee pyKOBOACTBO JEATENBHOCTHIO MEXBEJOMCTBEHHON KOMUCCHH U OpraHU3yeT
ee paborty; |

2) onpenenser AaThl 3aceNaHUil MEKBEIOMCTBEHHOH KOMHCCHH,

3) yTBepaaeT MOBECTKY 3aceaHus MeKBEIOMCTBEHHONH KOMHCCHH;

4) naer MOpy4eHHS OTBETCTBEHHOMY CEKpETapl0 M WIEHaM MEXBEAOMCTBEHHOM
KOMUCCHY;

5) MOANKCHIBAET IPOTOKOJIBI 3acCe JaHU i MEXBEJOMCTBEHHOM KOMUCCHH H 3aKIOYECHHS
o ¢opMaM, yTBEp)KICHHBIM B IpHIoKeHUAX Ne 2 - 4 k HacTosILeMy NpHKasy.

13. Unensl MeXKBeIOMCTBEHHON KOMHCCHH:




1) ydyacTBYlOT B 3acelaHHAX MEXBEJOMCTBEHHOH KOMHCCHH, B TOM YHCIIE
JHUCTAHIIMOHHO B peXUMe BUAEOKOH(EpEHIINH;

2) HampaBIAIOT OTBETCTBEHHOMY CEKpETapi0 INpeUIOKEHHA [0 BOIPOCaM
OpraHu3alUH paboTHl MEXXBEIOMCTBEHHOH KOMUCCHH;

3) UCHONHAIOT Hopy4yeHHs M (WiM) obecreduBalOT NPOpPaboOTKy peKOMEHIALMii
npeacenaTenss MeXBEJOMCTBEHHONH KoMHMCCHH (TIpH €ro OTCYTCTBHM — 3aMECTHTENS
npeacenaTens Me>KBEJOMCTBEHHON KOMUCCHH);

4) cornacoBBIBAIOT IIPOTOKOJIEI 3acelaHHi MEXBEJOMCTBEHHOH KOMHCCHH IyTEM
MOANKMCAHUA JINCTA COTJIACOBAHMS, B TOM YHCJIe IIPA AUCTAaHIMOHHOM YYaCTHH B PEKUME
BUICOKOH(pepeHIH;

5) MOAMUCHIBAIOT 3aKIIOYEHHS, MEXBEJOMCTBEHHON KOMHMCCHH ITyT€M ITOANMMHCAHUS
JHCTa TOJIOCOBaHWSA, B TOM WYHCJIE€ TPH JUCTAHIOHOHHOM YYacTHH B . PeXUME
BHIEOKOH(pepeH .

14. OTBeTCTBEHHEII CEKpeTaph MEKBEJOMCTBEHHONH KOMHCCHH OCYIIIECTBIIAET:

1) cbop, mocrymamomeir B agpec MuHHcTepcTBa OT (¢eiepabHBIX OPraHoOB
HCIIOJIHUTEIFHON BJIACTH, OPraHOB HCIOJHHUTENBHON BIacTH CyObekToB Poccuidckoi
@denepalid ¥ CyOBEKTOB OOpallieHHS JIEKaPCTBEHHBIX CpeAcTB HHGopManud o0
OTCYTCTBHUH HJIM PUCKe OTCYTCTBHS JIeKapCTBEHHOTO Npenapata B Poccuiickoit ®exnepaiium;

2) NOATOTOBKY IOCTYIHUBIIEH B COOTBETCTBUM C MOAMYHKTOM | HACTOSILErO IyHKTA
HHMOpPMALMK I PacCMOTPEHHUs Ha 3acelaHHAX MEXBEJOMCTBEHHON KOMHCCHH M HX
PacChUIKY WIEHaM MEXXBEIOMCTBEHHOH KOMHCCHU IIO0 JJIEKTPOHHOM IIOYTE BMECTE C
NpUIJIAlIeHHEM Ha 3acejaHie U IIOBECTKOM He To3/IHee YyeM 3a 6 pabouux nqHei 10 Hadana
OvYEepEeTHOTO 3aceIaHus;

3) BexeHue, coriacoBaHue U obecrmedeHHe MOANMCAHHUA NPOTOKOJIOB 3acelaHUd U
3aKJIIOYEHUH MEXBEIOMCTBEHHOH KOMHUCCHH;

4) uHble PYHKIHH MO MOPYUEHUIO IpeceaaTens U (MIIH) 3aMeCTUTeNs IpeiceaaTes
MEXXBEIOMCTBEHHOW KOMHCCHH.

15. 3aceganns MeXXBEIOMCTBEHHOM KOMHUCCHH IIPOBOJATCA MO Mepe HEOOXOIUMOCTH,
HO He IMO3[Hee 4YeM MO HCTeYeHHWH ABaAUATH pabodyux [Hed CO OHA NOCTYIUICHUA
JOKYMEHTOB M CBelleHMHl O pedeKkType HIM pHCKE BO3HHUKHOBEHUS JAedeKTyphl
JIeKapCTBEHHBIX MPENapaToB, B TOM YHUCIE AUCTAHIIMOHHO B PEXHME BUACOKOH(PEPEHIIHH.

Peuienus, NMpUHATHIE Ha 3acelaHUM MEXBEJIOMCTBEHHOM KOMMCCHH, CHHTAIOTCS
IPaBOMOYHEIMH, €CJIM Ha 3aceJaHHH MEXBEJOMCTBEHHOH KOMHCCHH IpPHCYTCTBOBAJIO
GoJiee TOJOBHUHBI WICHOB MEXBEJOMCTBEHHOM KOMHCCHH. YUHMTHIBAIOTCS MHEHHS BCEX
MPUCYTCTBYIOIMX WIEHOB ME)XBEJOMCTBEHHOH KOMUCCHU. MeXBeIOMCTBEHHas! KOMHCCHS
MPHHIMAET PEIICHUS OTKPHITHIM I'OJIOCOBAHHEM.

YiteH MeXXBEJOMCTBEHHOM KOMHCCHH 00s13aH He Io3gHee YeM 3a OAUH pabodnii AeHb
IO  3aceflaHMsd  MEXBEIOMCTBEHHOH .= KOMHCCHHM  H3BECTHTh  IpelcenaTens
MEXXBEJIOMCTBEHHOH KOMHMCCHH O HEBO3MOXHOCTH €ro IMpHCYTCTBHS Ha 3acelaHUH
MEKBEIOMCTBEHHOM KOMUCCHH T10 3JIEKTPOHHOM ITOYTE.

16. Ilpu BO3HMKHOBEHHMM KOH(IMKTa MHTEPECOB COOTBETCTBYIOLIME YJICHBI
MEXBEJOMCTBEHHON KOMHCCHHM HE YYacTBYIOT B INpoLeAypax IpPHHATHS pEHIeHHH I10
KOHKPETHOMY MPEIIONKEHHIO.

YiteHbI  MEXBEJOMCTBEHHOM  KOMHCCHH, TIPEACTaBHBIIME  HEJOCTOBEPHYIO
UH(OPMALMIO WM HE NMPeJCTaBUBIINE B MEKBEIOMCTBEHHYIO KOMUCCHIO HH(GOPMALHIO O
HAIMYMH  OOCTOATENBCTB, CHOCOOHBIX NPHUBECTH K KOHQUIMKTY MHTEPECOB IIpH




PacCMOTPEHHH TPEIOKEHUH, IO PEIICHUIO MEXBEIOMCTBEHHONH KOMHCCHH, IIPHHATOMY
OONBIIMHCTBOM TOJIOCOB NPUCYTCTBYIOMINX HA 3aCeaHUH, OTCTPAHAIOTCS MpeAcefaTeseM
MEXBEJIOMCTBEHHOHI  KOMHUCCHHM OT JajJbHEHWIIero yd4yacTHi B  JI€ATEIbLHOCTH
MEXBEAOMCTBEHHOH KOMUCCHH, a peEIleHHe, MPHHATOE MEXBEJOMCTBEHHOM KOMHCCHER
[P yYaCTHH TAKHX JIUL, OIEKHUT NIEPECMOTPY.

17. B xone 3acemaHus MeXBeJOMCTBEHHOH KOMHCCHH BEHETCS MPOTOKOJ, KOTOPBIH
IOAMHUCBHIBAeTCA IMpelcenaTeneM, 3aMeCTUTeNeM MpefcenaTelii MU  OTBETCTBEHHBIM
CeKpeTapeM MeXBEIOMCTBEHHONH KOMMUCCHM U COrjacyercs WieHaMH MeXBeJIOMCTBEHHOM
KOMHCCHM ITyT€M IOAIMCAHHA JIUCTOB COIJIACOBAaHUS, B TOM 4YHCJIE C MOMOIIBIO
3JIEKTPOHHOM LH(POBOI ITOAIHCH.

18. Pemenns, nmpexycMoTpeHHbIE MOATYHKTOM 1 myHKkTa 4 Hactosmero IlomoxeHnus
(32 HCKIIOYeHHEM pelIeHWd, NPHUHATBIX C YYEeTOM KpPHUTEPHEB, IPeIyCMOTPEHHBIX
NOMITyHKTOM 9 ImyHKTa 5 Hactosero [lonoxenus), IpUHEUMAIOTCS KOJUIETHATEHO MPOCTHIM
OONBIIMHCTBOM TOJIOCOB WICHOB MEXBEAOMCTBEHHOH KOMHCCHM, B TOM YHCIE
YYacTBYIOIIMX B 3aC€laHUH AMCTAHIHOHHO B pEXXHME BUICOKOH(EPEHIIHH.

Pewenus, npexycMoTpeHHblE NOAIMYHKTOM 1 myHKTa 4 Hactosmero Ilonoxenus,
HPUHATHIE C YYETOM KpUTEPHEB, NIPEyCMOTPEHHBIX MOAITYHKTOM 9 IIyHKTa 5 HACTOALIETO
INonoxeHus, a Takxe, IpeayCMOTPEHHbIe MOAMYHKTaMH 2 M 3 MyHKTa 4 HaCTOSAIIEro
Ilonoxenus, MPUHUMAIOTCA €AMHOITIACHBIM pEIIEHHEM B COOTBETCTBHH C JIACTaMH
roJIOCOBaHMS WICHOB KOMHCCHH, B TOM YKCJIE€ YIaCTBYIOIIMX B 3acCeaHUH AMCTAHIIHOHHO
B peKHMe BUACOKOHGEPEHIIHN.

19. PemieHust MeXBeAOMCTBEHHOH KOMHCCHU O(OPMISIOTCA 3aKIIOYEHHSIMH IIO
dbopmamM, NpexycMOTpPeHHBIM mpuioxeHusMHd Ne 2-4 x HacTosmeMy Npukasy (manee —
3aKJIFOYEHM).

3akioyeHusl MOANMCHIBAIOTCS IIpelcelaTelieM, 3aMecTUTeNleM MpelcenaTels H
OTBETCTBEHHBIM CEKpeTapeM Me)XBEIOMCTBEHHON KOMHUCCHH, a TaKXe MyTeM MOAMUCAHUA
JUCTOB  TOJIOCOBaHMST BCEMHM  MPUCYTCTBYIOIUIMMHM Ha  3ace€aHUM  WIeHaMH
MEXXBEOMCTBEHHOM KOMMCCHH.

JIucThl ronocoBanus ¥ (MIIH) X CKaH-KOTIMH MIPHJIAral0TCA K 3aKIIOYEHHUIO H ABJISIOTCS
€ro HeOTHEMIIEMOH YaCTEIO. “

20. OpraHuM3allHOHHO-TEXHHYECKOe obecnieueHne AesTeIbHOCTH MeXXBEJOMCTBEHHOM
KoMuccuu obecneduBaeTcss MHUHHCTEPCTBOM.




IIpunoxenue

K [looxeHuo 0 MeXXBeIOMCTBEHHOM

KOMHCCHH TIO OTIPEAENEeHUIO NePEKTYpHI

MM PHCKa BO3HHKHOBEHHS Je(eKTyphI
JIEKapCTBEHHBIX [IPENapaToB B CBI3U

C BBeJE€HHEM B oTHOLIeHHH Poccuiickoi
®enepaliuy OrpaHUIUTENBHBIX MEP
SKOHOMHUYECKOI'0 XapaKTepa, yTBEPKIACHHOMY
npuka3zoMm Munsapasa Poccuu ot 21.02.2024 Ne 83u

PexomenyeMsiit o6pazen

B MeXBEOOMCTBEHHYID KOMHCCHIO IIO
onpeneNeHUI0  JedeKTypbl WIM  pHCKa
BO3HHMKHOBEHHS JIe()EKTypPHI JIeKapCTBEHHBIX
IpenapaToB B CBS3M C BBEJACHHEM B
OTHOIIIEHHH Poccniickoii Oenepanuu
OTPaHMYUTENBHBEIX MEpP 3KOHOMHYECKOTO
xXapakrepa

[Tpennoxenue
06 onpexaenennn AeeKTYphl WIH PHCKa BOSHHKHOBEHHUS JIePeKTypBI JIEKapCTBEHHOTO
npenapara

Haumenosanue

CaenieHus, IpeJICTaBIIsICMBIE B
OTHOIIICHUH

ITpennaraemoe neficteue

D PELICHUS MEXBEAOMCTBEHHOIH
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IlokasaHus Mo IPHMEHEHHIO
JIEKapCTBEHHOTO Mpernapara B
COOTBETCTBUH C HHCTPYKLIHEH 1O
IPHMEHEHHIO

HaumeHOBaHHE IPOU3BOAUTEINS, aJIPEC
MeCTa IPOM3BOACTBA (BCE CTaIUH
[POU3BOICTBA) (€CIIN IPUMEHNMO)

3asgBuTEND

IpencraButens 3asButend (hamunus, ums,
OT4eCTBO (IIPH HAIMYMH), apeC
AJIEKTPOHHOM IOYTH M KOHTAKTHBIA
HOMep TenedoHa)

CseaeHHs O IpUYMHAX, (aKTax u
00CTOATENBCTBAX, CO3JAIOMIHNX AeDEKTYPY
HIIH YTPO3y BO3HHKHOBeHMS AeEKTYpHI
(6o oTcyTCTBHE HEDEKTYPEHI), YKa3aHHBIX
B IIyHKTe 5 Hacrosawmero [Tonoxenus ¢
TPUIOKEHHEM HOATBEPKJAIONINX
IOKYMEHTOB
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Mepsl, npeayiaracMele AJis YCTpaHEHHUS
Je(eKTypbl WM PUCKA €€ BOSHUKHOBEHHS B
OTHOIIEHHH 3a4BJIEHHOTO JICKAPCTBEHHOTO
npenapara 4 rpagyk X pealu3alnni
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ITnanupyembie 06BEMBI H IPEANONAracMas
JaTa NpOMU3BOJACTBA (BBO3a)

12

CBeneHns 0 3aperuCTpHPOBAHHOH
- Ape/eNbHOM OTIYCKHOM 1ieHe (PO3HUYHOM
LIEHE) JIEKAPCTBEHHOTO Ipenapara (eciau
IIPAUMEHHMO)

13

WHble JOKYMEHTHI U CBEACHUA,
060CHOBBIBAIOIIHE NEPEKTYPY HIIH PHCK €€
BO3HHKHOBEHHA (JIN0O €€ OTCYTCTBHE)

14

Ilnanupyemslie JeicTBUS (€CIH IPUMEHHMO)

14.1

[Inanupyercs nogaya 3asBICHUS Ha
PerHcTpaLHio JeKapcTBEHHOTO Ipenapara
B COOTBETCTBHH C IIOCTaHOBIEHHEM
ITpaBurenscTBa Poccuiickoit Menepannu
ot 5 ampeins 2022 r. Ne 593 «O6
0COOEHHOCTAX O0paIleHHs JTeKaPCTBEHHEBIX
‘CPEICTB JUIs MEHUIIHHCKOTO IPUMEHEHUS B
ciry4yae JedekTyphl WK pHCKa
BO3HUKHOBEHHA NeheKTYyphI
JIeKapCTBEHHBIX MPEINaparoB B CBA3M C
BBEJICHHEM B OTHOILIECHHHU Poccuiickoi
denepanuy OrpaHHIHTEILHBIX MEP




SKOHOMHYECKOro Xapakrtepa» (naiee -
noctanoBneHue Ne 593)

14.2 IInanupyercsa BHECEHHE U3MEHEHUH B
PErucTpanoHHOE J0Che Ha
3aperdCTPUPOBAHHEIH TEKapCTBEHHEIH
npemnapar B COOTBETCTBHHU C
nocranosieHneM [IpaButenncrea
Poccuiickoit @enepanuu ot 23 mapta 2022
r. Ne 440 «O6 yTBepx)aeHnn ocobeHHOCTEH
BHECCHHA U3MEHEHUH B JIOKYMEHTBI,
coiepalyecs B pETUCTPALIHOHHOM JI0ChE
Ha 3aperHCTPHPOBAaHHBIN JIEKAPCTBEHHBIN
Mpenapar A MEAULMHCKOIO IPHMEHEHHS,
B clTydae Je(eKTyphl HIIM PHCKa
BO3HHKHOBEHHUA Ne(EKTypEI
JIEKApCTBEHHBIX IIPENapaToB B CBSA3H C
BBEJICHHEM B OTHOIIEHUH Poccuiickoi
®enepauuy orpaHUMUTENBHBIX MEP
SKOHOMHYECKOTO XapaKTepa»

14.3 IInanupyercs BHECEHHE H3MEHEHMI B
JIOKyMEHTEI, CoAiepXalluecs B
PETUCTPAIHOHHOM JOCHE Ha BKIIOUYECHHYIO
B roCyJapCTBEHHBIH peecTp

' JIEKapCTBEHHBIX CPENICTB
¢dapmaneBTHIECKYIO CyOCTaHIHIO,
MIPOM3BEACHHYIO JJIs pealu3alui, B
COOTBETCTBHH € ocTaHoBIeHHEM Ne 593

144 IInanupyercs noxaga 3asBlICHUS O
BO3MOXHOCTH 0Opamenus B Poccuiickoit
®enepanun cepud (MapTURN)
JICKapCTBEHHOT0 TIperiapara B yIlaKOBKe,
npeHa3HAYeHHOMU Ui oOpalleHus Ha
TEPPHTOPHH HHOCTPAHHELIX TOCYJapCTB, B
COOTBETCTBHH ¢ noctaHoBieHueM Ne 593

14.5 IInanmpyercs noaada 3as4BJICHHUA O
BO3MOXXHOCTH BbIZIa4y¥ pa3pelleHHs Ha
BpeMeHHOe obpaineHue cepuu (IapTHH)
He3aperucTpapoBaHHoro B Poccuiickoii
®denepanum jieKapcTBEHHOIO IIpenapara, B
COOTBETCTBHH C mlocTaHOBIEeHHEM Ne 593

I'apaHTHPYIO JOCTOBEPHOCTH M IIOJIHOTY HH(pOpMALHK, COACPIKAIICHCSA B IPEUIOKECHHH

Jara moxa4dm npemioxKeHus

Hoamuce, nevars (IpH HAUTHYKH)




IIpunoxenue Ne 2
K npukasy MuHHCTEpCTBa 3[jpaBOOXpaHEHUS
Poccuiickoi @enepauu
OT «. 1 » ﬁbeéﬁa,(,y 2024r1r.Ne S34

®opmMa

3ak/oueHHe MeXXBEJOMCTBEHHOH KOMHCCHH MO onpee/IeHHI0 Ae(eKTyphbl HITH
pHCKa BO3HUKHOBEHHH Ae(PEeKTYpHhI JIEKaAPCTBEHHLIX NPENapaToB B CBA3H
¢ BBeaAeHHeM B oTHomeHuH Poccniickoii @egepanny orpaHNYHTENbHBIX MeEp
IKOHOMHYECKOro Xapakrepa o0 onpeaejieHnH AedeKTypbl HJIH PHCKa
BO3HHKHOBeHHS JedeKxTypbl JIeKapcTBeHHBIX NPenapaToB AJsd MeAHIIHHCKOro
NpuMeHeHHsl ¢ YKa3aHHEeM HAaHMEeHOBaHHH (MeXXIYHapPOAHBIX HENATEHTOBAHHDIX,
HJIM XHMHYeCKHX, HJIH IPYHIHPOBOYHbIX), HX OopM, N03HPOBOK, TpedyeMBbIX
00beMoOB AJis HeJieli BBo3a B Poccniickyio @eaepannio H B HHBIX CJIy4asx
oOpameHHs JJeKapCTBEHHBIX NPENapaToB
Ne

(nata)

MexBeIOMCTBEHHasI KOMHCCHS IO OIpeleneHHIo Je(eKTypsl HIM pHCKa
BOSHHKHOBEHHA Ae(eKTypsl JEKapCTBEHHBIX IIPENapaToB B CBA3M C BBEIACHHEM B
otHoweHun Poccuiickoit Defepanii OrpaHHUYMUTENBHBIX Mep 3KOHOMHYECKOIo
XapakTepa (ajnee — MEXBEJIOMCTBEHHAs KOMHCCHS) B TIOJIHOM COCTABe, YTBEPKACHHOM
npukasoM MunzgpaBa Poccun ot Ne , paccMoOTpeB
NpeaCcTaBlIeHHble MaTepHaIbl H CBelEeHWI, omnpelenuiaa (PakT AeQeKTypbl HIM PHCKa
BO3HUKHOBEHHUs JeeKTyphl JIEKapCTBEHHOrO IIpernapata /i MEJHIMHCKOTrO
npuMeHeHUs (Aajnee — JeKapCTBEHHBIH Npenapar) B CBSI3U C BBEJECHHEM B OTHOIIECHHH
Poccuiickoi @enepaiiud OrpaHUYUTENBHEIX MEP 3KOHOMHUYECKOT'O XapaKTepa.

1. CBeieHus 0 JIEKapCTBEHHOM IIperapare:

1.1. HauMeHOBaHHeE JIEKapCTBEHHOTO Nperapara:

MEXIYHapOJHOE HEMAaTeHTOBAHHOE HIIM XHUMHYECKOe, WIH TIPYINHPOBOYHOE
HaMEHOBaHUe

1.2. ®opma BeimTycka (JiekapcTBeHHas popMa, JO3UPOBKA)

1.3. CocraB nekapcTBeHHOro mpenapata (mepedyeHb AEHCTBYIOINMX U
BCIIOMOTaTeJIbHBIX BEHIECTB, C yKa3aHHEM KOJIMYECTBA Ka)XKOro U3 HHUX)

1.4. Hanuuue B Poccmiickoii Penepauyy 3aperuCTpUpOBaHHBIX aHAJIOrOB IO
MeXIyHapOAHOMY HENaTEeHTOBaHHOMY HAaMMEHOBaHUIO
Ja/Her;
1.5. IlporHosmpyemblii 00BeM MNOTpeOIeHHs JIEKapCTBEHHOro Mperapara
IpeBBIIIaET MPOTHO3UpyeMble OOBEMBI €ro BBO3a WMJIM NpPOU3BOACTBA B Poccuiickoit
denepauuu

na/Her.
TpeGyeMmpiii 00beM BBO3a HMJIM TNPOM3BOACTBA JIEKapCTBEHHOIO IIperapaTta B
Poccuiickoit ®epepanyn (MIpH HATHYHN JaHHBIX) ;




1.6. JlekapcTBeHHBIi IpemapaT SBIAETCS TEpPaleBTHYECKAM  aHAIOrom!
3aperucTpupoBaHHbIX B Poccuiickod @epepaluy I€eKapCTBEHHBIX IIperapaToB C
MEXJIYHapOAHBIM  HEMAaTeHTOBaHHHIM  HAaUMEHOBaHHEM B
OTHOIIICHUH KOTOPOTIO paHee MeXBEJIOMCTBEHHOIH KOMHCCHE#H OBUI ycTaHOBIEH (akT
ne(eKTypsl WM PHCKA BOSHUKHOBEHHUS Ae(EKTYPHI B CBA3U C BBEICHHEM B OTHOINECHUH
Poccuiickoii denepanid OrpaHUYHUTENBHBIX MEP SKOHOMHYECKOro Xapaktepa (eciu
HPUMEHHMO):

OTHOCHTCA K TOH Xe (hapMako-TepaneBTHYECKOM rpyIe, YTO U JE€KapCTBEHHBIA
mpernapar ¢ MeXAYHapOAHBIM HENAaTEHTOBaHHBIM HaUMEHOBaHHEM

Ja/HeT; ,
BO3/IEHCTBYET Ha Ty Jke GHOMHIIIEHE (MK ee pelenTop), YTo U JIeKapCTBEHHBIH Ipenapar
€ MeXIyHapOAHHIM HENaTeHTOBAaHHBIM HAMMECHOBAaHUEM
na/Her;

IpUMEHsSETCd MO OAHOMY H3 IIOKa3aHWM, YTO M JIEKapCTBEHHBIH Ipernapar ¢

MeXAyHapOoAHBIM HEMaTeHTOBaHHBIM HAUMEHOBaHHEM
Ja/Her.

2. OcHOBaHMEM JUIA TPUHATUA pelIeHUS MEXBEJOMCTBEHHOM KOMHCCHH O
JedeKkType WIH pHCKe BO3HHUKHOBEHHS Je(heKTyphl JEeKapCTBEHHOIO Ipemapara
HOCIY)XMJIO YCTaHOBIeHHe (akTa pAedpunHTa WM OTCYTCTBHS JIEKApPCTBEHHOTO
npenapara B oGpamenuu B Poccuiickoiit deneparun, moTpeOHOCTE B KOTOPOM SBIISETCS
Hey/IOBJIETBOPEHHOM, B TOM YKCJIEe PY HAIMYUU OJHOTO WM HECKOJIBKHMX CIIEHYIOIUX
KPHUTEPUEB:

2.1. IlpexpaieHwe AEATEIBHOCTH WM PHUCK IpEKpalleHus AeATeIbHOCTH
MPOU3BOAUTENA M (WIM) IOCTaBIIMKAa (apMalleBTUYECKOH CyOCTaHIMH, BIEKyLIHe
MPHOCTaHOBIIEHHE WIHM IpeKpaleH!e MPOU3BOJCTBA JIEKapCTBEHHBIX MpenapaToB MIIH
HX BBO3a B Poccuiickyro ®@enepanuro

JIa/HeT; -

2.2. TIpexpameHue AEATEIPHOCTH WM PUCK IPEKpallleHUs MAedaTelIbHOCTH
HPOU3BOJUTENA ¥ (WIM) NOCTABLIMKA BCIIOMOIaTEIbHBIX BEILECTB, BXOAAIIUX B COCTAB
¢dapmaneBTHYECKOM cyOcTaHIMM Y (WJIM) JIEKapCTBEHHOIO IIpernapara, BIEKYIIHe
MPHOCTAHOBJIEHHE WIHM IPEeKpalleHHE MPOU3BOACTBA JIEKapCTBEHHBIX NPENapaToB HIIH
ux BBo3a B Poccuiickyro dexneparuio

na/Her;

2.3. IlpekpaieHye AEATENbHOCTH MM PUCK NpeKpallieHHs ACATEIbHOCTH OAHHMM
MM HECKOJIbKHMH YYaCTHHKaMU Ipoliecca MpOU3BOCTBA JEKApCTBEHHOIO IIpenapara,
BJIEKYILIME€ IPUOCTAHOBJIICHWE WM IpeKpallcHUe IPOU3BOJACTBA JIEKAPCTBEHHBIX
npenaparoB Wik X BBo3a B Poccuiickyro @enepauuro

Zla/HeT;

2.4. IlpexkpalueHue MOEATCIBHOCTH WM PHCK MPEKPAIUEHHS OEITEIBHOCTH
IPOU3BOUTENS U (WIM) MOCTABIIMKA MCXOAHBIX M BCIIOMOraTeNIbHBIX MaTepHalioB U
(MIM) TaKUX MCXOAHBIX M BCIIOMOTaTeNbHBIX MaTepUaOB, HCMONB3YEMBIX B IIpoLecce
npou3BoAcTBa (apMaleBTH4YEeCKOH CyOCTaHIIMM MIIM JIEKapCTBEHHOIO Ipernapara

1 A63a11 BTOpOit IyHKTa 2 0COGEHHOCTEN 06paleH s JeKapCTBEHHBIX CPEACTB AN MEAULUHCKOTO MPHMEHEHNUs B CIIydae
Je(eKTyphl WM PHUCKa BO3HHKHOBEHWSI Ne(EKTYpbl JIEKApCTBEHHBIX NPENAapaToB B CBA3M C BBEJCHUEM B OTHOINCHHH
Poccumiickoii Demepauud OrpaHHYNTENHFHBIX MeEpP 3KOHOMHYECKOTO XapaKTepa, YTBEPXKACHHBIX IIOCTAHOBJICHHEM
IMpasutensctBa Poccuiickoii ®egepauun ot 5 anpeis 2022 . Ne 593 (ganee — nocranoBnenue Ne 593).




(peakTHBBI, MPOMEXYTOYHbIE NPOAYKTHI, KyJIbTypalbHble CpeAbl U MX KOMIIOHEHTH],
(GUIBTPEI, COPOEHTHI, pacXoJHble MaTepHaibl, MELIKH, LUIAHTH, MHbIE MaTepHalbl),
BIEKYLIMe IPUOCTAHOBJICHWE WM MpeKpallcHHe MPOM3BOJACTBA JICKApPCTBEHHBIX
npernapaToB WIH UX BBo3a B Poccuiickyro ®denepanyro

Ja/uer;

2.5. llpekpamieHue JeATENHHOCTH WIM PHUCK IIPEKPALICHUs JAESATEIbHOCTH
Npou3BOAUTENA M (WiIM) TmoOCTaBmKKa oOopylnoBaHus M (WIM) aHAJIOTHYHOIO
o0OpyHOBaHHsA, HCIIONB3yeMOro B IIpolecce IPOU3BOJACTBAa (papMaleBTHIECKOM
CyOCTaHILMM WM JIEKApCTBEHHOrO MpernapaTa, BIEKyIIHde IPHOCTAHOBJIEHHE WM
npeKpalieHre MPOU3BOJICTBA JIEKapCTBEHHBIX MpenapaToB UK X BBO3a B Poccuiickyro
®epnepanuio

Zla/HeT;

2.6. IlpekpamieHue HAEATENBHOCTH WIM PHCK IpPEKpalleHUus OeSITEIbHOCTH
IpOM3BOAUTENS M (MJIM) MOCTAaBINMKA CTaHJApTHHIX 00pasIoB M (WMIM) aHATOTHYHBIX
CTaHIApTHBIX OOpa3lOB, aTTECTOBAHHBIX B COOTBETCTBHH C TIOCYAapCTBEHHOM
¢dapMmaxomneeif wu(WaM) peakTHMBOB M(WJIH) MaTepualoB H(unM) o0opynoBaHUS,
HCIOJB3yEMBIX B  Mpoleccax AaHAIMTHIECKOTO  KOHTPOJIA  IONYNpPOXYKTOB,
¢bapmMalieBTHYECKON CyOCTaHIMU MJIH JIEKAPCTBEHHOTO Tpernapara, a Takke H3MEHEHHe
aHATUTHYECKHX METOMMK, CBA3AHHBIX C BKIIOYCHHeM H(WIM) HW3MEHEeHHeM H(WUIn)
no0aBlieHHEM  IGTEPHATHBHBIX  MAaTe€pHalOB,  pEaKTUBOB,  000pyAOBaHHS
M CTaHAAPTHHIX 00pa3slOB, HCIOJNB3YEMBIX B QHAIMTUYECKUX METOAMKaX, BIIEKYLUHE
MIPHOCTAHOBJIEHHE WIH MpeKpalleHHe MPOU3BOCTBA JIEKApPCTBEHHBIX MPENapaToB HiIH
X BBO3a B Poccuiickyio ®@enepanuio
na/mer;

2.7. OTMeHa rocyapCTBEHHOH perucTpalyy JeKapCcTBEHHOIO Ipenapara
na/Her;

2.8. Hamuuue 3akmouenus DepepanbHoit cinyxObl 1m0 Hagzopy B cdepe
31paBOOXpaHEHHs, CPOPMHPOBAHHOIO B COOTBETCTBHH C ITyHKTOM 2 OCOOEHHOCTEH
TroCyJapCTBEHHOTO DETyIHpOBAHHMS TNpeNelbHBIX OTHYCKHBIX LEH IPOM3BOAMTENEH
Ha JIeKapCTBEHHbIE IIpenapaTthl, BKJIIOYEHHbIE B IepeYeHb XH3HEHHO HE0OXOIMMBIX
H BaXHEHWIIMX JIEKAPCTBEHHBIX IperapaToB, YTBEPXKIEHHBIX I1OCTAHOBICHHEM
IIpaButenscTBa Poccuiickoit deneparuu ot 31 okTsa6ps 2020 r. Ne 1771, conepxainero
cBeleHMs O Ae(ekType WM pHCKE BO3HMKHOBEHHS JAeQEKTyphl JI€KapCTBEHHOIO
npenapara

Ja/HeT;

2.9. Husle ¢daxtel U 0OCTOATENHLCTBA, MOCIYXUBIIWE IPHUYMHON OTCYTCTBUS
(medunura) MO0 pHcKa BO3HMKHOBEHHMS OTCYTCTBHMS JIEKapCTBEHHOIO IIperapara B
obpamennd B Poccuiickoit ®Dexmepauu, NOTpeOHOCTH B KOTOPOM  SIBJIAETCSA
HEy/10BJIETBOPEHHOM

2.10. Hanmuuue B nmepeyHe JeKapCTBEHHBIX IIpenapaToB, KOTOPBIN pa3sMellaeTcs Ha
opuiMansHoM caiite MuHHcTepcTBa 3aApaBooxpaHeHus Poccuiickori ®exnepauuu B
HH(POPMALHOHHO-TEIEKOMMYHHKALHOHHON ceTd «VIHTepHEeT» Ha Moprajie 10 BEJSHHIO
TOCYapCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPEACTB ISl MEAUUMHCKOTO IPHMEHEHHU >

2 Yacte 3 crarby 33 PeepansHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03 «O6 obpalieHnH JIEKapCTBEHHBIX CPEICTBY.
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B paszene «XKypHam» MOJis aBTOPH30BaHHBIX IOJI30BATEeH, TEPaneBTUYECKOTO
aHajora’. | |
a/Her.

3. 3axirouyeHHe NIPUMEHUMO B OTHOIIEHNH BO3MOYKHOCTH:

3.1. nmomauM 3afABJIEHHA Ha PErMCTpPallUI0 JIEKAPCTBEHHOrO Mpernapata B
COOTBETCTBHH ¢ roctanoBlenreM Ne 593
na/uer;

3.2. mojgavyM 3asABJICHHS Ha BHECEHHWE U3MEHEHMH B PErMCTpaliOHHOE IOChE Ha
3apEeTUCTPUPOBAHHBINA JIEKAPCTBEHHBIH NpenapaT B COOTBETCTBUU C INOCTAHOBIEHHEM
IIpaBurenscrBa Poccuiickoit ®enepanun ot 23 Mapra 2022 r. Ne 440 «O6 yTBepxAeHUH
ocobeHHOCTeH BHECEHHS N3MEHEHU B JIOKYMEHTBI, CoJiep)Xallliecs B pEeriCTPalMOHHOM
JOChe Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIM IpermapaT Uil MEAMLMHCKOTO
IpUMEHEHHsA, B ciiydae JedeKTypsl WIM pHCKa BO3HHUKHOBEHHS JAedeKTypsl
JIeKapCTBEHHBIX TMpPENmapaToB B CBA3H C BBeJeHHWEM B OTHOIEHWH Poccuiickoi
®denepanuy OrpaHUYUTEIFHBIX MEP SKOHOMUYECKOI0 XapaKTepay

Ia/HeT;

3.3. mogauM 3asBJICHUsS. HA BHECEHHE U3MEHEHHH B JOKYMEHTBHI, COAEp)KAIIMecs B
PETUCTPAallHOHHOM JIOChE€ Ha BKIIFOYEHHYIO B I'OCYAapCTBEHHBII peecTp JIeKapCTBEHHBIX
cpeacTB ¢apMalleBTHYECKYI0 CyOCTaHLMIO, NPOU3BEACHHYIO Ui pealu3alid, B
COOTBETCTBHH ¢ nMocTtaHoBieHueM Ne 593
na/Her;

3.4. momayu 3asBJIEHHS O BO3MOXHOCTH obOpamenus B Poccuiickoit Denepanuu
cepur (MapTHH) JIEKApCTBEHHOI'O Ipernapara B YNAaKOBKE, NpeJHa3HaYeHHOHW [l
ofpalieHMss Ha TEPPUTOPHM HHOCTPAaHHBIX TIOCYJapCcTB, B COOTBETCTBHM C
nocranoBieHueM Ne 593

Ia/Her;

3.5. momauM 3aABIIEHHS O BO3MOXHOCTH BBIJIa4d pa3pelieHHs Ha BpPEMEHHOE
obOpamenue cepuu (HApTHUM) He3aperucTpupoBaHHoro B Poccuiickoit ®epepaunuu
JIeKapCTBEHHOT'O Mpenapara, B COOTBETCTBUH C mocTaHoBileHueM Ne 593

Ja/HeT.
JIMCTHI rolocoBaHMS 4IEHOB MEXBEAOMCTBEHHONM KOMHCCHM MpUIIAraroTcs Ha
JIHCTaX.

npeacenaTciip KOMHCCHH

(momxHocTs) (paMuius, UM, OTYECTBO (IIpY HATMYHMHK) (TIOATIKCH)

3aMCCTUTEIb npencenaTeJm KOMHUCCHH

(momkHOCTH) ((haMuIus, MMs, OTYECTBO (IIPU HATMYHMH) (IIOATIHCH)

OTBETCTBEHHBIH CEKpETaph

(moIpKHOCTH) ((haMHITHA, UM, OTYECTBO (IIPHU HAJIUIMH) (IIOIHCH)

3 A63an BTOpOIi IMyHKTa 2 mocTaHoBIeHUs Ne 593.




ITpunoxenue Ne 3
K npuKasy MHHHUCTEPCTBa 3ApaBOOXpaHEHUS
Poccuiickoit ®enepaumu
OT «{7» ?sgééa,/‘y 2024 . No £3/~

®opma

3axuouenue
MeXXBeJOMCTBEHHO#H KOMHCCHH MO onpefesieHHI0 AedeKTyphl HIIH pHCKa
BO3HHKHOBEHHS Ae()eKTYpbl JIeKAPCTBEHHBIX NPENapaToB B CBA3H C BBeJCHHEM
B oTHolleHnH Poccuiickoii Peepannn orpaHAYATEILHLIX MepP 3KOHOMHYECKOI0
XapaKTepa 0 BO3M0KHOCTH (HEBO3MOKHOCTH) BLIIa4H pa3pelleHHs HA BPEMEHHOE
obpamenne no 31 nexabps 2024 r. cepun (NapTHH) JIeKAPCTBEHHOI0 Npenapara,
He 3aperucTrpupoBanHoro B Poccuiickoii ®enepanun, HMe0mero
3aperncrpuposannbie B Poccuiickoii @eaepanun aHaJ0rH 0 MEKAYHAPOAHOMY
HENaTEeHTOBAHHOMY HAMMEHOBAHHIO H Pa3pellieHHOro I MEAHIHHCKOr0
NpUMeHeHHs HAa TEPPHTOPHH HHOCTPAHHBIX FOCYAAaPCTB YHOJIHOMOYEHHBIMH
OpraHaMH COOTBETCTBYIOIIHX HHOCTPAHHBIX FOCYyAapCTB

Ne

(marta)

1. CBeneHns O JeKapCTBEHHOM Mpemnapare AN MEAMIHUHCKOIO IpUMEHEHHS
(masnee — nexapcTBEHHBIH penapar). '

1.1. HaumeHnoBaHHe 1IeKapCTBEHHOIO Npenapara

MEXIyHapOOHOE HEMAaTeHTOBAaHHOE MM XWUMHYECKOe, WM TIPYNIHPOBOYHOE
HavMEHOBaHUE

TOProBO€ HAUMCHOBAHHC

1.2. dopma Bhimmycka (JiekapcTBeHHas popMa, JO3UPOBKa)

1.3. CocraB JIeKapCTBEHHOro Iipemapara (mepeuyeHb MACWCTBYIONMX U
BCITOMOTaTENIbHBIX BEIIECTB, C YKa3aHUEM KOJIMIECTBA KaXKZIOT0 U3 HHX)

1.4. 3asBuTenb (IOpUAMIECKOE JIUIIO, JeiCTBYIONMee B COOCTBEHHBIX HHTEPECAX WK
YIIOJIHOMOYEHHOE NIPEACTaBIATh HHTEPECH IPYToro I0pUAHMYECKOro JIMLA)

1.5. TIpomsBoauTens JEKapCTBEHHOTO Mpernapara (HaMMEHOBaHME, afpeca BceX
POU3BOICTBEHHBIX IUTOMAIOK C YKa3aHHEM CTaJiuil IPOU3BOICTBA)

1.6. PexBU3HUTHI cepuH (IApTHH), 3aABJIEHHON JUIS LieJieil MONMy4eHUs pa3peulieHus
Ha BpeMeHHOe oOpailieHne 0 BO3MOXKHOCTH (HEBO3MOXHOCTH) BBIJa4H pa3pelleHds Ha
BpeMeHHoe ofpaiieHne cepud (MIApTHHM) JIEKapCTBEHHOIO IMpenapara, HMEHOINEro



3apeructpupoBanHsle B Poccuiickoii Denepanuu aHajJOrM 10 MEXIYHAPOAHOMY
HEMaTeHTOBaHHOMY HAHMEHOBAHHUIO, H Pa3peICHHOTO I MEIUIMHCKOTO IPUMEHEHHS
Ha  TEPPUTOPUM  HWHOCTPAHHBIX TOCYJapCTB  YMOJHOMOYEHHHIMH  OpraHaMH
COOTBETCTBYIOLMX  HMHOCTPAaHHBIX TOCYAapCTB, B  OTHOLIEHHH  KOTOPOroO
MEXBEJIOMCTBEHHOM KOMHMCCHEM MO oOmnpefielieHHi0 JeheKTyphl HIM  pHCKa
BO3HUKHOBEHHS Ie(eKTYPEl JIEKAPCTBEHHBEIX IIPEMapaTroB B CBA3M C BBEJCHHEM B
otHomieHMH Poccuiickoit ®enepali OrpaHUYHUTENBHBIX MEP OSKOHOMHYECKOTO
XapakTepa (aajee — MeXBEJOMCTBEHHas: KOMUCCHs) YCTaHOBJIeHa AedeKTypa WM pUCK
ee BO3HHKHOBEHHS B CBf3M C BBeJeHHEM B OTHomreHuH Poccuiickoii ®Dexpeparu
OrpaHUYMTENBHEIX MEP 3KOHOMHYECKOro XapakTepa (aasee - pa3pelieHie Ha BpeMEHHOE
oOpaieHie), B TOM YHCII€ KOJHYECTBO JIEKAPCTBEHHOTO INpenapara KaXAoH cepuu
(naptum)

1.7. Hanuuue B Poccuiickoit @eaepauyu 3aperuCTpHpOBaHHBIX aHAIIOT'OB 110
IeiiCTBYIOIEMY BEIIECTBY M JIeKapCTBEHHOH popme
Jla/HeT;

1.8. [IlporHo3upyembiii 006BbeM MOTpeGIeHUA JIEKAPCTBEHHOIO Iperapara
IpeBHILIAET NPOTHO3HpYEMBIe OOBEMBI €ro BBO3a MJIM IPOM3BOACTBa B Poccuiickoii
Denepanun

Ia/Her;

1.9. JlekapcTBeHHBIN NpenapaT BXOAUT B IIEpeYeHb JIEKapCTBEHHBIX IpPENaparoB,
KOTOpEIil pa3Melnaercs Ha odunuanbHOM caiite MuHHCTEPCTBA 3ApaBOOXpPaHEHHS
Poccuiickoit ®epepauuu B HHPOPMALUMOHHO-TEIEKOMMYHUKALIMOHHOM  CETH
«/HTepHEeT» Ha IOpTale II0 BEACHHUIO TOCYJAapCTBEHHOIO pPEEeCTpa JieKapCTBEHHBIX
CPEZICTB sl MEIMIMHCKOro npuMeHenmsi! B paszaene «KypHam» s aBTOPU30BAaHHBIX
II0oJIb30BaTeNen

na/Her;

1.10 B oTHOmeHMM JIEKapCTBEHHOIO Ipemapara BbIIAHO 3aK/IlOYEHHe
MEXXBEJIOMCTBEHHO# KOMHUCCHH 00 ornpeneneHuH Ae(peKTyphl UITH pUCKa BOSHUKHOBEHMS
nedeKxTyphl JIeKapCTBEHHBIX MpeaparoB A1 MEAULMHCKOrO NPUMEHEHHs C yKa3aHHUEeM
HAaUMEHOBaHUN (MEXAYHapOAHBIX HENAaTCHTOBAaHHBIX, WIM XHUMHUYECKHX, WIH
IpyNIMPOBOYHBIX), MX (OpM, HO3MPOBOK, TpeOyeMsIx 00BEMOB i Lielel BBO3a
B Poccuiickyro ®enepanuio 1 B HHBIX cIydasx oOpalleHus JeKapCTBEHHBIX IIPENapaTos,
IpUMEHHUMOE B OTHOILIEHUH [TO1a4yH 3asABIE€HUS O BO3MOXHOCTHU BBIJIa4H paspellieHus Ha
BpeMeHHOoe ofpamieHde cepuu (MapTHHM) HE 3aperucTpupoBaHHoro B Poccuiickoii
denepaluu  JIEKapCTBEHHOTO IIpemapara, B COOTBETCTBHHM C IIOCTaHOBICHHEM
IIpaButensctBa Poccuiickoit @enepauun ot 5 anpeist 2022 r. Ne 593 «O6 ocobeHHOCTIX
ofpallleHuss J1eKapCTBEHHBIX CpEeACTB AN MEIHLHMHCKOTO INpHMEHEHHUs B clydae
nedeKTypsl WIK prcKa BO3HUKHOBEHHSA Je(eKTyphl JIEKapCTBEHHEBIX NPENapaToB B CBI3H
¢ BBeleHHMeM B oTHomeHun Poccuiickoit deaepanuyi OrpaHHUYMTENBHBIX MeEP
9KOHOMHYECKOT'O XapaKTepay '

na/Her.

'Yacts 3 crater 33 ®enepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O6 o6paiieHuH JIEKapCTBEHHBIX CPEACTBY.




2. OueHka coaep)XaHHS, JOCTATOYHOCTH JOKYMEHTOB W BBIBOABI IIO
IpeACTaBICHHBIM HA pPacCMOTPEHHE JOKYMEHTaM IJIA1 OIpeleIeHHA BO3MOXXHOCTH
BBIIa4YH pa3pelieHus Ha BpeMeHHOe oOpallieHHe JIEKapCTBEHHOTO Iperapara.

2.1. OOumif paspgen (U3NMArarOTCs OCHOBHBIE TIOJIOKEHHS IPEACTaBICHHOM
JOKYMEHTAIIVH)

2.2. Cnennanu3upoOBaHHBINA pa3fien

OneHka 10CTaTOYHOCTH CUCTEMBI (bapMaKOHa,u;jopa OpraHM3alliy, OTBETCTBEHHOR
3a OCYIIEeCTBIEHHEe MOHUTOPUHIAa 6€30M1aCHOCTH BBE3E€HHBIX JIEKAPCTBEHHBIX CPECTB B
Poccuiickoit @enepaiiuu 1 €ro KpaTKUN NEPEBOJ Ha PYCCKUM A3BIK

Oneska 1mIaHa YHpaBJICHHUSA PpHCKaMH Jid OHOJIOTHYECKOrO JICKApCTBCHHOT'O
INPpUMEHEHUA

Onenka oObpemMa BBIIONHEHHBIX JOKIMHMYECKHMX HCCIEIOBAaHHHA M OLEHKA
MOJTyY€HHBIX Pe3yJIbTaTOB JOKIMHHYECKHX HCCIIEAOBaHHU JIEKapCTBEHHOIO MpernapaTa
(eciu npuMeHUMO)

Onenka 0630pa Hay4HBIX paboOT O pe3ynbTaTax AOKIMHHYECKHX M KIMHUYECKHX
WCCIIEIOBAaHUH JIEKapCTBEHHBIX CPEACTB, B TOM YHCJIE BKIIOYas ONBIT HX
TIOCTPETUCTPALIMOHHOTO IPUMEHEHH (€CTTH IPUMEHUMO).

3. Kontpons kadecTBa.
3.1. HeoOxonuMocTh POBEAEHHS UCTIHITAHUH JIEKAPCTBEHHBIX NIPENapaToB

na/uer
3.2. O6BeM npoBeeHUs HCHBITAaHUHA JIEKAPCTBEHHBIX MpenaparoB (C yKa3aHHEM

rokasareneit)

3.3. IlepyoaAuM4HOCTH NMPOBEAECHUS UCTIBITAHUM

3.4. BoamoxHocTH BBOZIa B 000pOT cepuu (MMapTHH) TeKapCTBEHHOIo Ipenapara 10
OKOHYAHMA MCTIBITaHU# (C yKa3aHHEM MoKa3aTelieil IpH HEOOXOAUMOCTH)

4. OO1Mit BEIBOA IO pe3yiIbTaTaM 3aceqaHus (3aKIoueHue):

Bbllaya MUHHCTEpCTBOM 3ApaBooxpaHeHus Poccuiickoilt Penepaiiuu paspelieHus
Ha BpeMeHHOoe ofOpameHue cepud (IMApTHUH) JIEKAPCTBEHHOro mperapara mo (opme,
yrBepxkaeHHoi Pemennem Komternn EBpasuiickoli 5koHOMUYecKkoil koMHccuH 0T 16
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Mas 2012 r. Ne 45 «O eguHoi#t GpopMe 3aKTIOUEHUA (Pa3pelIUTENFHOTO JOKYMEHTa) Ha
BBO3, BBIBO3 M TPAH3MT OTAENBHBIX TOBAapOB, BKIIOYCHHBIX B €UHbIH IIepeYeHb TOBapoB,

'K KOTOPBIM MIPUMEHSIOTCA MepHI HeTapU(pHOTO peryiupoBaHUs B TOProBie C TPETBUMH
CTpaHaMH, 1 METOAMYECKUX YKa3aHUIX II0 €€ 3alI0IHEHHION

(BO3MOXXHA HJIH HEBO3MOXHA)

JINCTBI TrOJIOCOBaHHS WJIEHOB MEXBEIOMCTBEHHOH KOMHCCHUHU IIpuiararOTCsi Ha
JMcTax.

npeaceaarcyibp KOMHCCHH

(momxHocTh) ((aMuiKs, UM, OTIECTBO (IIpU HAJM4YUH) (MIOAHCH)

3aMCCTUTCID HpGI[CCI[&TCJ'DI KOMUCCHH

(mommxHOCTE) ((haMuiIKs, MM, OTYECTBO (IIPU HaM4YMK) (MTOIHCH)

OTBETCTBEHHBII CEKpeTaph

(mosmxHOCTH) ((haMHuIUs, MM, OTYECTBO (MIPU HATUYMH) (TTOATHUCH)




ITpunoxenne Ne 4
K IIpUKa3y MUHHCTEpPCTBA 3APaBOOXPAHEHH
Poccuiickoit @enepamuu

OT «24» gg{@@ (2 2024r. Ne K34
®opma

3akaoueHHe
MEeXKBEIOMCTBEHHOI KOMHCCHH IO onpeeieHHI0 AedeKTyphbl HIIH PHCKA
BO3HHKHOBeHHH Ae(eKTYpbl JIEKAPCTBEHHBIX MPENapaToB B CBA3H ¢ BBEACHHEM
B oTHomIeHnH Poccuiickoii @eaepalliH OrpaHHYHTEIbHBIX MEP YKOHOMHYECKOT0
XapaKTepa 0 BO3MOKHOCTH (HEBO3MOKHOCTH) NepPeBO3KH, peaiH3aliH, nepeaadin
H 10 OKOHYaHHS CPOKa rOJHOCTH XpPaHeHHS, OTIYCKA, PO3HHYHOH TOpPros/u (B
TOM YHCJIe AHCTAHIHOHHBIM CNIOCO60M), IPHMEHEHHS 3aPEerHCTPHPOBAHHbLIX B
Poccuiickoii ®egepanun jeKapcTBEHHBIX PEeNapaToB B YIAKOBKAX,
npeaHa3HAYeHHBIX /18 00palieHns B HHOCTPaHHBIX FOCYyAapcTBax

No

(maTa)
1. CBemenuss o IeKapCTBEHHOM IIpemapare i MEAMIMHCKOrO IPHMEHEHHS
(manee — JileKapCTBEHHBI Mpenapar).
1.1. HaumeHnoBaHue JIleKapCTBEHHOI'O IIpenapara
MEXKIyHApOAHOE HEMAaTeHTOBAHHOE WJIM XHMHYECKOe, WM TIPYyNIHPOBOYHOE
HaHMEHOBaHHE

TOProBo¢ HAaHMCHOBAaHHEC

1.2. ®opma BeimycKa (JiekapcTBeHHas (opMa, J03HPOBKA)

1.3. CocraB nexkapcTBeHHOro mpemnapara (mepedeHb JEHCTBYIOIIUX U
BCIIOMOTaTENIbHBIX BEIIECTB, C YKa3aHUEM KOJHYECTBA KaXKAOTO H3 HHX)

1.4. 3asBuTens (opuaUYecKoe IHLO, NeHCTBYOIIee B COOCTBEHHBIX HHTEPECAaX UITH
YIOJIHOMOYEHHOE IIPEACTABIIATh HHTEPECH] JPYroro OPHANIECKOro JIUIA)

1.5. IlpousBoauTens JeKapCTBEHHOro mnpemnaparta (HaMMEHOBaHHE, agpeca BCeX
[IPOU3BOACTBEHHBIX IUIOLIAA0K C yKa3aHHUEM CTauii IPOM3BOACTBA)

1.6. PexkBu3UTHI cepuH (apTHH), B TOM 4YHCIE KOJUYECTBO JEKApCTBEHHOTO
IpernapaTa KaxJoi cepuu (apTuu)

1.7. CBepenus o 3aperucTpupoBaHHOM B Poccuiickoit @efepanuu jJeKapCTBEHHOM
pernapare ,

ToproBoe, MeXIyHapoJHOEe HENAaTEHTOBAHHOE WM XHMHYECKOe, HIIH
TPYIIIHPOBOYHOE HAUMEHOBAHHE

Bnapenen (mepxarenb) pErMCTPallMOHHOTO YOOCTOBEPEHHA, HOMEp H Jara



PErHCTPALIMOHHOIO YAOCTOBEPCHUSA

1.8. IlIporHosmpyemelii 00beM NOTpeONEeHHs JIEKApCTBEHHOIO IIperapara
IIPEBBIIIACT MPOTHO3MPYEMBIE O0BEMBI €r0 BBO3a HJIM NPOU3BOACTBAa B Poccuiickoi
denepauun
Jla/HeT;

1.9. JlekapCTBEHHBIH mpenapaT BXOAUT B NEPEUYCHb JICKAPCTBEHHBIX IPENapaToB,
KOTOpbIM pa3MelaeTcsi Ha O(QHUIHAIBHOM caliTe MUHHCTEPCTBA 3ApaBOOXpaHEHHUS
Poccuiickoii  ®enepaiuu B HHYOPMAILMOHHO-TEJIEKOMMYHUKALIMOHHONH  CEeTH
«/lHTEepHET» Ha MOpTajle MO BEACHUIO TOCYJApPCTBEHHOIO peecTpa JIeKapCTBEHHBIX
CPEACTB A MEIMLMHCKOTO MpuMeHenus' B pasnene «KypHam» 11 aBTOPH30BaHHBIX
II0JIb30BaTeIeH

JIa/HeT;

1.10. B oOTHOmIEHHWH JIEKapCTBEHHOIO0 Mpemapara BBIAAHO 3aKIIOYCHHE
MEKBEIOMCTBEHHON KOMHCCHH 00 onpeneneHun AeeKTyphl UM PUCKa BOSHUKHOBEHUS
AeQEeKTyphl JIEKapCTBEHHBIX MPEIApaTOB C YKa3aHUEM HAUMEHOBaHUM (MEXIyHapOIHbBIX
HETIaTeHTOBAHHBIX, HJIM XHMHYECKHX, WM I'PyNIHAPOBOYHEBIX), HX (GOpM, JO3MPOBOK,
TpebyeMbix 06BeMOB IJid Lienei BBo3a B Poccuiickyro denepaiiio ¥ B MHBIX CIydasx
oOpallieHUsI JIEKapCTBCHHBIX IIPENapaToB, MPUMEHUMOE B OTHOLIEHHU BO3MOXKHOCTH
obpamienuss B Poccuiickoit ®@enepanun cepuu (MapTHH) JIEKapCTBEHHOTO IIperapara
B YNaKkOBKe, IpeNHa3Ha4YeHHON M oOpalleHHss Ha TEPPHUTOPUH HHOCTPAHHBIX
TOCYapCTB, B COOTBETCTBHM C 1ocTaHoBieHHeM IlpasurenscTBa Poccuiickoi
denepanyn ot 5 anpensa 2022 r. Ne 593 «O06 ocobeHHOCTSIX 00palieHus JeKapCTBEHHBIX
CPEACTB JUIi MEAMIMHCKOTO MPHMEHECHHSI B Clydac Je(EeKTypsl HIHM pHCKa
BO3HMKHOBEHHMs Ae(eKTyphl JIEKapCTBEHHBIX IIPENapaToB B CBA3M C BBEICHHEM
B orHomeHuH Poccuiickoii Penepald OrpaHHMYHMTENBHBIX MEpP 3KOHOMHYECKOTO
Xapakrepa»

Ia/HeT.
2. OueHka conepaHHsd, [JOCTaTOYHOCTH JOKYMEHTOB M BBIBOABI IIO

MpEACTaBJICHHBIM Ha pPacCMOTPEHHE MOKYMEHTaM Ui OIpedeleHHS BO3MOXKHOCTH
obpamenus B Poccuiickoit @enepanyu cepuu (MapTHH) JIEKapCTBEHHOTO Iperapara B
YIaKOBKE, IPEAHA3HAYEHHOM U1 0OpalleHHs Ha TEPPUTOPHH HHOCTPAHHBIX FOCYNapCTB.

2.1. OOmmii paszgen (W3naralOTCs OCHOBHBIE IIOJIOKEHHUS IIPEACTaBICHHOU
JOKyMEHTALlUN)

2.2. Cnennanu3upoBaHHBIA pa3aen

OuneHka JOCTaTOYHOCTH AOKYMEHTA, YCTaHABIHMBAIOLIETO TPEOOBAHUSA K KOHTPOJIIO
Ka4yeCTBa JICKAPCTBEHHOIO Ipemapara (COoAepXallero Crneudpukaluio H ONHCAaHHEe
AHAIMTHYECKMX METOAMK M HCIIBITAHUH HIIM CCBUIKM Ha HUX, a TAKOKE COOTBETCTBYIOIIHE
KPUTEpUH TPHEMIIEMOCTH UM YKa3aHHBIX TMOKa3aTelel KadyecTsa), OX0GPEHHOro
YIOJIHOMOYEHHEIM OpPraHOM CTpPaHBI-TIPOM3BOAUTENS W (WIM) CTpPaHBl - BiaJeiblia
(nepxarenst) PETHCTPAlMOHHOTO  YJOCTOBEPEHHs JIEKapCTBEHHOrO IIperiapara

"'Yacts 3 cratbu 33 ®enepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 o6pallieHnH IeKapCTBEHHBIX CPEACTBY.




OneHka AOCTaTOYHOCTH KpaTKOH XapaKTEPHCTHKH CHCTEMbI (papMakoHaj30pa
BlIajiefiblia (iepaKaTell) perucTpalMOHHOIO yXOCTOBEPEHH S JIEKAPCTBEHHOTO Mpenapara

OneHka miIaHa YIpaBiCHUA PHCKaMH IJId OHOJIOrHYECKOro JICKaApCTBECHHOTI'O
NPUMCHCHU

3. KoHTpOns Ka4yecTBa.
3.1. Heo6xoauMocTh npoBeeHHs HCIIBITaHHIA JIEKaPCTBEHHEBIX IIPEapaToB

na/Her
3.2. O6beM IpoBeACHUS UCHBITAHUN JIEKAPCTBEHHBIX IMpenaparoB (C yKa3zaHHEM

MoKa3arteJiei)

3.3. IlepuoauuHOCTh NPOBENCHNS UCTIBITAHHH

3.4. Bo3moxHOCTH BBOJa B 000pOT cepHH ([IapTHH) JIEKapCTBEHHOT'O TpernapaTa 1o
OKOHYaHHUS UCIBITaHUH (C yKa3aHHeM MoKa3areseit mpu HeoOXOqUMOCTH )

4. O6muit BBIBOA 110 pe3yJIbTaTaM 3acelaHus (3aKIOueHHe):

obpamenue B Poccuiickoit denepauyu cepun (MapTUH) JEKapCTBEHHOTO IMperapara B
YTIaKoBKe, IpeAHa3Ha4YeHHO# A1 o0pallleHus Ha TEPPHTOPUH HHOCTPAHHBIX MOCYJapCTB,
B OTHOILIEHHH KOTOPOrO MEXBEJOMCTBEHHOH KOMHCCHeH yCTaHOBJIEHA fedeKkTypa HiIn
PHCK ee BOZHMKHOBEHMS B CBSA3HM C BBEJEHHEM B OTHOLICHHH Poccuiickoit @enepaumn
OrpaHHYMTEIBHEIX MEpP 9KOHOMHYECKOI0 XapaKkTepa

(BO3MOXXHO MJIH HEBO3MOJKHO)

JINCTBI TOJIOCOBaHHSA YIEHOB MEXBEAOMCTBEHHOH KOMMCCHH IIpAJIararOTCsA Ha
JINCTAX.

IIpeaceaaTeib KOMHCCHH

(momxHOCTB) (paMuIHA, HMA, OTYECTBO (MPU HAJIUYIKHK) (TIOATIHCH)

3aMECTUTEINb ITPEACCAATCIISI KOMACCHH

(momxHocTb) (haMmIns, MM, OTIECTBO (TIPH HATMYMH) (TTOAIIKCE)

OTBETCTBEHHBIN CEKpeTaph

(nomxHocTh) (Pamunus, uMs, oTIeCTBO (IIPU HATHIHH) (TIOIITHUCH)




