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MockBa

O mMexBeI0MCTBEHHOI KOMHCCHH IO ONPeAeSIeHHIO Je)eKTYPhI HJIH PHCKA
BO3HHKHOBEHMs 1e(peKTypBhI JIleKapCTBEHHbIX NPEeNapaToBs, BHIAAYH 3aK/II04eHHH
00 onpenenennd neGeKTyphl HIIH PHCKA BOSHHKHOBEHHS Ae(eKTypbI
JIEKaPCTBEHHBIX NIPenapaToB, 0 BO3MOXXHOCTH (HEBO3MOKHOCTH) BPEMEHHOI'0
obpamenus cepun (NAPTHH) He3aPErHCTPHPOBAHHOIO JIEKAPCTBEHHOTO
NpenapaTa H 0 BO3MOKHOCTH (HEBO3MOKHOCTH) o6pamenusi B Poccniickoii
@enepausu cepuu (MaPTHH) JIEKaPCTBEHHOr0 NPeNapaTa B yNnaKkoBKe,
NpeaHa3sHAYeHHO#H /15 00palieHHs HA TEPPHTOPHH HHOCTPAHHBIX FOCYAAPCTB,
JIEKaPCTBEHHBIX NPENnapaToB, B OTHOLIEHHH KOTOPBIX €CTh JedeKTypa HiIH PHCK
€¢ BOSHHKHOBEHHS, B CBSI3H C BBeAeHHEeM B OTHomIeHHH Poccniickoii @exepanun
OrPpaHHYHTE/LHBIX Mep IKOHOMHYECKOI0 XapaKTepa, a TaKxe 00 yTBep:;KIeHHH
(hopM yxa3zaHHBIX 3aK/II09EHHI

B cootBeTCTBHH € MyHKTOM 2 0COGEHHOCTE! BHECEHHS H3MEHEHHHT B JOKYMEHTSI,
COIEPXKAINHMECS B PETHCTPALIMOHHOM JOChE Ha 3apErHCTPUPOBaHHBIN JIEKapCTBEHHBIMH
npenapar Aad MEAULMHCKOro NPUMEHEHHS, B cilydae Je(eKTypbl WIH pHCKa
BO3HHKHOBEHHS Je(EKTypHl JEKapCTBEHHBIX MNPENApaToB B CBA3M C BBEICHHUEM B
oTHomeHun Poccuiickoli Pemepanuii OTpaHUYHTENBHBIX Mep SKOHOMHYECKOIo
XapakTepa, yTBEPXKICHHBIX ocTaHoBeHueM [IpaBurtenscTBa Poccniickoit ®enepanyu
oT 23 Mapra 2022 1. Ne 440 (OuumanbHblil HHTEPHET-IOPTAN PaBOBOH HHPOPMALIHH
www.pravo.gov.ru, 2022, 24 mapra Ne 0001202203240032), nyakramu 2, 22 u 35
ocobeHHOCTeH 00palieHHs TeKapCTBEHHBIX CPEJICTB IS MEIHITHHCKOTO IPUMEHEHHS B
cimydae JAeeKTYyphl HIM pHCKA BO3HHKHOBEHHS Je(eKTypsl JIeKapCTBEHHBIX
IpernapaToB B CBSA3M C BBEICHHEM B OTHOWIEHMH PoccHiickoii Oenepaiuun
OTPaHUYHTENIBHBIX MEep 3KOHOMHUYECKOI0 XapaKTepa, YTBEPKAECHHAIX IIOCTAHOBIEHHEM
IIpaButensctsa Poccuiickoit @enepanuu ot 5 anpens 2022 r. Ne 593 (OduupmanbHbIi
HHTEPHET-NOPTAN MpPaBOBOW HHQOpPMALMM WWW.pPravo.gov.ru, 2022 11 anpens
Ne 0001202204110030) IPHKa3blBalo:




1. VTBepauts:

ITomoxxeHne 0 MEXBEOMCTBEHHON KOMUCCHH 110 ONpeAeeHHI0 le(heKTyphl WIIH
pUCKa BO3HUKHOBEHHMS JIeEKTYphI JIEKAPCTBEHHBIX IPETApaToOB B CBA3H C BBEJEHHUEM
B oTHomeHuM Poccuiickoit ®denepanyy OrpaHUYUTENBHBIX Mep 3IKOHOMHYECKOI'O
XapakTepa (Iajiee — MEXBEIOMCTBEHHasi KOMHCCHS) coriacHo mpuioxeHnio Ne 1 k
HacTosIeMY IPHUKa3y;

bopMy 3aKIOUeHHMsS MEXBEIOMCTBEHHOH KOMHCCHHM 00 oOnpejeeHHH
nedeKTyphl WK PUCKa BO3HUKHOBEHHS AedeKTypHl JEKapCTBEHHBIX IpeNapaToB i
MEeIULMHCKOTO IPUMEHEHHUS COTTIaCHO NMpUIoKeHUIO Ne 2 K HacTosAIEeMy IIpHKa3y;

(dhopMy 3aKITIOYSHHS 0 BO3MOXHOCTH (HEBO3MOXXHOCTH) BBIIA4u pa3pelleHus Ha
BpeMeHHoe oOpalieHue cepud (HapTHM) JIEKapCTBEHHOro Ipemapara Ui
MEIUIIMHCKOTO TPHMEHEHUs, HMEIOIEro 3aperucTpupoBaHHbie B Poccuiickoi
degepanuy aHATOTH O MEXIYHApOAHOMY HENATEHTOBAaHHOMY HAaHMEHOBAHMIO, U
pa3pemeHHOro NS MEJUIMHCKOIO TPUMEHEHHs Ha TEPPHUTOPUM HHOCTPAHHBIX
rOCylapcTB  YNOJIHOMOYCHHBIMH OpraHaMH COOTBETCTBYIOIIMX  HHOCTPaHHBIX
roCyAapcTB, B OTHOLIEHHH KOTOPOTO MEKBEJOMCTBEHHOM KOMHCCHEH YCTaHOBJIEHA
nedexTypa HIM PHUCK €€ BO3HHKHOBEHHMS B CBA3HM C BBEJCHHEM B OTHOIICHHH
Poccuiickoit ®epepallid OrpaHUYMTEIBHBIX MEP 3KOHOMHYECKOTO XapakTepa,
coraacHo mpuiokeHuio Ne 3 k HacTosIeMy NPHKa3y,

dopMy 3aKmodeHHSs O BO3MOXHOCTH (HEBO3MOXHOCTH) — OOpalleHHs
B Poccwmiickoii Meneparmu cepud (MapTHH) JIEKAPCTBEHHOT'O Iperapara B YIaKOBKE,
IpeHa3HAYeHHOW Uil oOpallieHMs Ha TEPPUTOPHU HHOCTPAaHHBIX TOCYNapCTB,
B OTHOIIEHAH KOTOPOr0 MEXBEIOMCTBEHHOH KOMHUCCHEH yCTaHOB/EHa IeeKTypa HiIH
PHCK €€ BO3HMKHOBEHHs B CBSI3H C BBEICHHEM B OTHOLICHHH Poccuickol Denepanuu
OTPaHUYMTENBHEIX Mep KOHOMHYECKOTO XapaKTepa, COTNIaCHO MPHJIOKEHHIO Ne 4
K HacTOsIIEMY IIPHKa3y.

2. HacTosimumii IpuKa3 BCTyNaeT B CHITy II0 MCTEYEHAN AECATH THEH MOCIe JHA
ero OQHUIMATEHOTO OMyGIUKOBaHMA H pekcteyer mo 31 nekabps 2023 rona,
3a MCKIIOUeHHeM nyHkta 4 mpwroxeHus Ne 1 K HacTosIeMy NpHKasy, KOTOPBIH
nedictByeT no 1 saBaps 2023 roxa.

MuHuCTp M.A. Mypaniko




IIpunoxenue Ne 1
K IipuKa3y MUHUCTEpCTBA 3/IpaBOOXPaHEHHS
Poccuiickoit @enepanuu

or «79» 68 2022r. Ne 43 ‘754

Ilo102k€eHME 0 MEKBEOMCTBEHHOH KOMHCCHH MO ONpPeae/IeHHI0 Ae(eKTypbl HiIH
PHCKa BO3HHKHOBEHHS Je(peKTypPhl JeKaPCTBEHHLIX NPENapPaToOB B CBSA3H €
BBe/leHHEM B OTHoweHHH Poccniickoii ®eaepanun orpaHndnTeIbHBLIX MEp

IKOHOMHYECKOI0 XapaKkrepa

1. Hacrosmee IlonoxeHne o MeXBEJOMCTBEHHOM KOMHCCHH IO OIPEAECICHHIO
ne(eKTypEI HIIH PUCKa BOSHHKHOBEHHS Je(eKTyphI IeKapCTBEHHBIX IIPENapaToB (fajee
— IlonmoxeHue) onpenenseT MOPAAOK AATETBHOCTH MEXBEIOMCTBEHHON KOMUCCHH TI0
OMpPENEICHUI0 Ae(QEKTyphl MM PHUCKA BOHHKHOBEHHS HE(PEKTYpHI JE€KApCTBEHHBIX
IpenapaToB JJiss MEAUIMHCKOIO IPUMEHEHU (Jajiee — MEXXBEIOMCTBEHHAs KOMUCCHS)
C yKasaHHeM HAMMEHOBAHHH TaKUX JIEKAPCTBEHHBIX IpenapaToB (MeXIyHapOIHBIX
HETIATCHTOBAHHBIX, HIIM XUMHYECKHX, UM TPyNIMPOBOYHBIX), UX POPM, JO3HPOBOK,
HaJIMYUSA TEPaNeBTUYECKUX aHAIOroB Ui Lieneil BBo3a B Poccuiickyio ®eneparuio
U B MHEIX Cllydasx oOpalieHHs JeKapCTBEHHEBIX IpeIaparoB.

JlekapcTBeHHBIE Mpenaparbl, B OTHOIIEHHH KOTOPBIX MEXBEIOMCTBEHHOM
KOMMCCHEH ollpeneneHa AedeKkTypa WIM PUCK €€ BO3HHUKHOBEHHsA, B TedeHue 10
paboumx AHeR co AHSA CO JHSA MPHUHATHS COOTBETCTBYIOILETO PEIIEHHUS BKIIOYAIOTCS B
IIEpEYEHb JIEKaPCTBEHHBIX MPENapaToB, KOTOPHIN pa3MelaeTcs Ha OQHUITHATBHOM caiiTe
B HMH(OPMaIMOHHO-TEIEKOMMYHHUKALIMOHHOH ceTH «lHTepHeT» Ha mopTaje IIo
BEIEHMIO FOCYIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpecTB! B pasaene « KypHam»
IJIs1 aBTOPH30BaHHEIX MOJIb30BaTelieil (Hanee COOTBETCTBEHHO — IIEPEYEHb).

Ilepeyens mnpumeHserca As Lejiedt oOpameHHs JIEeKapCTBEHHBIX CpPEICTB B
COOTBETCTBHH C:

nocta”HoBneHueM [IpaBurensctBa Poccmiickoit @eneparuu ot 23 Mapta 2022 r.
Ne 440 «O0 ytBepxaeHHH OCOOEHHOCTEH BHECEHUS H3MEHEHHH B JOKYMEHTHI,
coJiepXKalifecss B PETUCTPALMIOHHOM JOChe Ha 3apeTUCTPHUPOBAHHBIN JIEKAPCTBEHHBIN
npernapar JUis MEIUIMHCKOTO MpPHMEHEHHs, B cCiydae JedeKTypsl HIH pHCKa
BO3HHKHOBEHHUS Ie(DeKTyphl JICKAPCTBEHHBIX IMpenaparoB B CBA3U C BBEJICHUEM B
otHomeHnn Poccuiickoii Pexpepanii OrpaHUYUTENBHBIX MEP 3KOHOMHUYECKOIO
xapakTepa»? 1o 1 suBaps 2023 roxa,;

nocraHoBiieHneM [IpaBurensctBa Poccuiickoit ®epepanmu ot 5 anpens 2022 r.
Ne 593 «O6 ocobeHHOCTSX OOpalIeHHs JIEKAPCTBEHHBIX CPEJACTB IS MEIMLIMHCKOIO
NpYMEHEHH B ciydae JedeKTypsl WIM pHCKAa BO3HHUKHOBEHHS Je(eKTypEI
JIEKAPCTBEHHBIX IIPENapaToB B CBA3M C BBEJEHHWEM B OTHOIICHWH Poccuickoit
deiepalliii OTPaHUYHTENHHEIX MEP SKOHOMHYECKOTO XapakTepa»® 110 31 nexabdps 2023
roja.

1 Cratea 33 DexmepansHoro 3axoHa or 12.04.2010 Ne 61-@3 «O6 obpaieHHH JEKapCTBEHHBIX CPeACTB» (cobpaHue
3akoHozareapcTea 2010, Ne 16 cr. 1815; 2019, Ne 52, ¢1.7793)

2 OduuMaTLHBI HHTEPHET-IOPTAT NPaBoBoi uHpOpMaLl wWww.pravo.gov.ru, 2022, 24 mapta Ne 0001202203240032

3 OpuIHaATBHBIH HHTEPHET-TIOPTA NPaBOBOi HHpOPMAHH WWW.pravo.gov.ru, 2022, 11 anpema Ne 0001202204110030




2.  MexBenOMCTBEHHas  KOMHMCCUsL ~ co3laeTcsi Ipu  MMHHCTEPCTBE
3gpaBooxpaHenus Poccuiickoii ®@epepanmu  (manee —  MuHHCTEpCTBO) W
PYKOBOACTBYEeTCSL B CBoeH zesTenbHocTH KoHctutynmei Poccuiickoit ®@epeparym,
HOPMaM# MEXAyHapOJHOIO IpaBa, (enepalbHBIMU KOHCTUTYLIHOHHBIMH 3aKOHaMH,
GenepanbHEIME  3akoHaMH, aktamu [Ipesumenta Poccuiickoit @Denepauuu u
IlpaButensctBa Poccuiickoit ®enepanuu, BEJOMCTBEHHBIMH HOPMATHBHBIMH
IPaBOBLIMH aKTaMH, a Takke HactosammM [lonoxeHueM.

3. OCHOBHBIMHU 33/1a4aMH MEXXBEJIOMCTBEHHOH KOMUCCHH SBIIIECTCS TIPHHSATHE:

1) B 2022-2023 rr. pemieHuii 006 ompeneneHur AeGEeKTypsl HIH PHCKA
BO3HHUKHOBEHU JIe(EeKTypHl B OTHOIIEHHUH JIEKAPCTBEHHOTO Mpemnapara;

2) B 2022-2023 rT. pemeHHii O BO3MOXHOCTH (HEBO3MOXXHOCTH) BPEMEHHOTO
obpaleHus cepuu (IapTUH) He3aperuCTPUPOBAHHOI'O JIEKAPCTBEHHOTO Hpenapara IpH
ero AeeKType WM pUCKe BOSHHKHOBEHHS Je(PEKTyphI, B TOM YHCJIe O HEOOXOAUMOCTH
IIPOBEICHHS MCIBITAaHUH Ka4yeCTBa JICKAPCTBEHHBIX MpEIapaTos;

3) B 2022 r. peweHuit 0 BO3MOXHOCTH obpamenus B Poccuiickoit @enepanuu
cepud (MapTHM) JIEKapCTBEHHOIO Ipernapara B YNAaKOBKE, NMpeAHAa3HAYSHHOH s
oOpalieHus Ha TEPPUTOPUN HHOCTPAHHBIX FOCYIapPCTB, B TOM YHCIIE O HEOOXOIMMOCTH
TIPOBECHUS HCIIBITAHHMI KAueCTBa JIEKAPCTBEHHBIX Ipenaparos?,

4. OcHOBaHMSIMHU JAJIS NPUHATHS pelIeHUs MEXBEIOMCTBEHHONW KOMHCCHEH o
neQeKType WIH pUCKe BO3HHKHOBEHHUS Ne(heKTYphl SBIAETCS YCTaHOBIEHHE (akTa
neQUIUTa WIK OTCYTCTBHUS JIEKapCTBEHHOrO Mpemnapara B oOpamenuu B Poccuiickoii
®eneparuy, NOTPeOGHOCTH B KOTOPOM SBISIETCS HEYIOBIETBOPEHHOH, B TOM YHClE IPU
BO3MO>XHOM HAJIMYMU OJHOT'O UIIM HECKOIBKUX CIEAYIOMUX KPUTEPHUEB:

1) mnpexpamieHue OeATENBHOCTH WJIH PHCK IPEKpaIleHus] AeATeIbHOCTH
HMpOM3BOAMTEN W (WIM) NOCTaBIIMKa (hapMaleBTUYECKOH CyOCTaHLIMH, BIIEKyIIHE
IIPUOCTAHOBJICHUE WY MpEKpalieHne IPOU3BOACTBA JIEKApCTBEHHBIX IIPENIapaToB WIH
ux BBO3a B Poccuiickyro ®@eznepannio;

2) mpekpalleHWe JesTeNbHOCTH WIXM PUCK TMpeKpallleHHs [AesTeIbHOCTH
MPOU3BOAUTENS U (M) TOCTABIIMKA BCIIOMOTaTENbHBIX BEIIECTB, BXOAAIINX B COCTaB
(dapmanieBTUYecKOl cyOcTaHmMM W (WIH) JIEKapCTBEHHOIO IIpemnapara, BIEKyIIue
IPUOCTAHOBJIEHUE WM MpEKpallleHue MPOU3BOACTBA JICKAPCTBEHHBIX IIPENapaToB HIIK
uX BB03a B Poccuiickyro @enepaiiuio;

3) mpekpalleHue AeTeIbHOCTH MK PUCK MPEKPAICHAS ACATEIBHOCTH OHUM HIIH
HECKOJIPKMMH YYacCTHHKaMH IIpollecca MPOU3BOICTBA JIEKAPCTBEHHOIO IIpelapaTta,
BIEKyIIHEe IPHOCTAHOBICHHE WM TMpeKpalieHue I[POU3BOACTBA JIEKAPCTBEHHBIX
TIperapaToB WiK UX BBo3a B Poccuiickyio ®enepanurio;

4) mnpekpalleHHe MAEATENbHOCTH WM PHCK IIPEKpaAllEHUs IeATENBHOCTH
TIPOU3BOAMTENSA U (WIHM) MOCTABIIMKA MCXOJHBIX M BCIIOMOTaTeNIbHEIX MAaTepHAJIOB U
(WIH) TaKUX MCXOMHBIX ¥ BCIIOMOTATENbHBIX MaTepUalIOB, UCIIOIB3YEMBIX B IpOIIECCe
MPOM3BOJCTBa (apMareBTHYeCKON CyOCTaHIIMM MM JIEKApCTBEHHOIO IIperapara
(peakTHUBbI, IPOMEXYTOYHbIE MPOLYKTHI, KyJIbTYpallbHbIE CPENbl M HX KOMIIOHEHTEI,
GuILTPhI, COPOEHTHI, pacXOAHEIE MaTepUaibl, MELIKH, LITAHIH, WHBIE MaTepualbl),

4 Cratbs 47 ®enepansHOro 3akona ot 12.04.2010 Ne 61-03 «O6 obpalieHIH TeKapCTBEHHBIX CPEACTBY (coOpanue
3akoHoAaTeNbeTBa 2010, Ne 16 cr. 1815; 2019, Ne 52, ¢1.7793)



BACKYII[He IIPHOCTAHOBICHHE MWJM IIpEKpallleHHe IPON3BOACTBA JIEKAPCTBEHHBIX
IpenapaToB WM UX BBO3a B Poccuiickyro @enepanuio;

5) npexpameHWe IeATEIBHOCTH MM PHUCK IPEKPALieHHs HeATENbHOCTH
npousBoguTeNs MW (WIM) TMOCTaBMIMKA OOOpyHOBaHHS M (MJIH) aHAIOTHYHOTO
000opyZiOBaHMSA, HCIIONB3YEMOro B TMpoIecce MPOU3BOACTBA (PapMalieBTHIECKOM
CyOCTaHIIMM WM JIEKApCTBEHHOTO TIIpernapaTa, BIIEKyI[He MPHOCTAHOBJICHHE WIH
IIpEKpallicHHEe IIPOU3BOCTBA JIEKapCTBEHHBIX [IPENapaToB WIK UX BBo3a B Poccuiickyro
®Oenepanmo;

6) ImpekpameHHe OEATENFHOCTH WM pPHUCK MPEKpallleHus IeATEeIbHOCTH
IPOM3BOAUTENSA U (WIM) IOCTaBIIMKA CTAHJIAPTHHIX 00pasioB M (MJIM) aHAJIOTHYHBIX
CTaHAAPTHBIX 0O0pa3loB, aTTECTOBAHHBIX B COOTBETCTBHM C TOCYHAapCTBEHHOM
¢dapmakoneeid u(wiM) peakTHBOB W(WIH) MaTepHaloB H(WIH) 000pyIOBaHuA,
HCIIONB3YyEMBIX B  IpoLeccax AHAIUTHYECKOTO KOHTPOJIS  IOJYIIPOAYKTOB,
GbapMareBTUYECKO# CyOCTaHIINH HIIH JIEKAPCTBEHHOTO IPENapara, a TakXKe U3MEeHEHHE
AQHAJIUTUYECKUX METOAMK, CBS3aHHBIX C BKIIOYEHHEM H(WIM) H3MEHEHHEeM H(HIH)
nobaBlieHHEM  albTEPHATHUBHBIX  MaTE€PHAJIOB,  PEaKTHBOB,  OOOPYIOBaHHS
¥ CTaHAApPTHHIX 00pa3liOB, UCHONB3YEMBIX B aHAIMTHYECKHX METOAMKAX, BIEKYIIHE
IIPUOCTAHOBJICHUE WM IIpEKpalleHre IPOU3BOACTBA JICKAPCTBEHHBIX MPENapaToB MIN
uX BB03a B Poccuiickyro @eaepainio;

7) OTHeceHHE JEeKapCTBEHHOro IperapaTa K MEIWIIMHCKON IPOMYKIHH,
B OTHOILUECHHWU KOTOpO# yCTaHOBJIEHa JedeKTypa WM PUCK €€ BO3HHUKHOBEHHS IIO
pe3yibTaTaM pacCMOTPEHHUS MOHUTOPHHTA Ne(HIMTa JIEKapCTBEHHBIX IIPenapaToB B
IIpaButensctBe Poccuiickoii Penepanuy;

8) oTMeHa rocyJapcTBeHHO# perrucTpalyii JIEKapCTBEHHOTO Ipenapara;

9) Hammume nedeKTypsl WM pECKa BOSHUKHOBEHHS Je(eKTyphl TeKapCTBEHHBIX
npenapaToB, YCTAHOBIEHHOW B paMKax JACHCTBHAS TMOJNOXXEHUH I10CTAaHOBJICHHS
IpaBurensctBa Poccuiickoit @enepamuu ot 31.10.2020 Ne 1771 «O6 yTBepxIAeHHH
0COOEHHOCTEH TrOCYJapCTBEHHOTO PpEeryJIupOBaHUsS IIPEACNBHBIX OTIIYCKHEIX LEH
IIPOM3BOAMTENIEH HA JIEKapCTBEHHBIE MpelapaThl, BKIIOYEHHBIE B MIEPEYEHD KU3HEHHO
HeOOXOMMMEIX M BaXXHEHIINX JICKAPCTBEHHBIX MpEIapaToB, i BHECEHUH U3MEHEHUH B
oTnensHbIe akTsl [IpaBuTenscta Poccuiickoii Menepanuny»’;

10) unble QakTel M O0OCTOATENBCTBA, IMOCIY)XXMBIIHE IPUYMHOM OTCYTCTBUA
(medunura) MO0 pHCKa BO3HMKHOBEHHS OTCYTCTBMs JIEKapCTBEHHOIO IIperapara
B oOpamenun B Poccuiickoit ®enepanuyu, HOTpeOHOCTE B KOTOPOM  SBIAETCH
HEYJOBJIETBOPEHHOM.

5. B cocraB MeXBeHOMCTBEHHOH KOMMCCHHM BKJIIOYAIOTCS IIPEICTABHTEIH
Munuctepctsa, MHUHHCTEPCTBA MPOMBIIUIEHHOCTH M Toproeiu Poccuiickoi
Depepaiwn, PenepanbHoi TaMOXKEHHOM CiTy)Obl, DenepanbHON CiTyXKOBI IO HAL30pY
B cepe 3apaBooxpaHeHus, MuHHCTepcTBa (uHaHCOB Poccuiickoit Denepauny,
DenepaibHONH aHTHUMOHONONBHOH CIyXOBl, (henepalbHOr0 Ka3eHHOIO YYPEKICHUS
«@eiepabHbIA LIEHTP [UIAHUPOBAHUS M OPraHU3aIMU JIEKAPCTBEHHOIO 0OECIICUEHHUS
rpaxaan» MuHHCTepcTBa 3apaBooxpanenus Poccuiickoit ®epepanun, dpenepaabHOro
rOCYHapCTBEHHOTO OOXKETHOTO yupekaeHus «HaydHbIl LEHTP 9KCIEPTU3bI CPEACTB

5 Co6Gpanue 3axoHoaarenscTsa Poccuiickoit ®enepauym, 2020, Ne 45, cr. 7124; 2022, Ne 13, ¢1.2105.




MEIHMLMHCKOIO0 mpuUMeHeHMs» MuHuctepctBa 3apaBooxpaHeHuss Poccuiickoi
Denepaiun, ¢enepaabHOr0 roCyJapCTBEHHOTO OrOMKETHOro yupexzaeHus «LleHtp
DKCMEPTU3bl M KOHTPOJIA Ka4ecTBa MEIMLMHCKOW IIOMOLIM», a TaKXe HWHBIX
3aWHTEPECOBaHHBIX (pefiepabHBIX OPraHOB UCIIOJHUTENBHOM BIACTH.

CocraB MeXBeJOMCTBEHHON KOMUCCHH OMpeensIeTcs IIpruKkasoM MuHucrepcTsa.
Ilo nmpemoXeHUI0 YIEHOB  MEXBEJOMCTBEHHOM KOMHCCHM B  3aCelaHMH
MEXBEJOMCTBEHHON KOMHUCCHUU IO PpELICHUIO MNpeAcenaress NOIyCKaeTCsl y4acTHe
IJIaBHBIX BHEIITATHBIX CHENHUaIUCTOB MUHHCTEPCTBA U NPEACTaBUTENCH epxKaTeen
(BlamenblieB) PETHCTPAlMOHHBIX YIOCTOBEPEHUH WK 3asiBUTelNell 6e3 mpasa rosoca.

Uctounmkamu wuHpopMammu o006 OTCYTCTBUM MM DPHCKE  OTCYTCTBHSA
JIeKapCTBEHHOT'O TIperiapara SBISIOTCS efiepalbHble OPraHbl HCIIOJHUTENBHOM BIIacTH,
OpraHbl  WCHOJNHHUTENBHOH  BnacTH  cyOwbekroB  Poccmiickort — Demepanuu
U cyOBeKThl 0OpalleHns JIeKapCTBEHHBIX CPEICTB.

Ins  ompexmenenuss JeeKTYypbl WIM pPHCKa BO3HHKHOBEHHS JIe(EKTYyphI
JIEKAPCTBEHHBIX TIpenaparoB (efepantbHble OPraHbl MCIONHUTENBHOM BIACTH, OPraHBI
MCIIOTHUTENILHOM BIacTH CyOhexToB Poccuiickoit denepanut 1 CyObeKTH 00palileHust
JIEKAapCTBEHHBIX  CPEACTB  NPEACTaBIsIOT B MUHHCTEPCTBO  NPENJIOKEHHE
C IpHIO)KEHHEM OOOCHOBBIBAIOIIMX MAaTe€pHajlioB, B TOM YHCJIE€ O IPEBBHIICHUH
INPOTHO3MPYEMBIX 00HEMOB NOTPEOICHHU JIEKapCTBEHHOTO IIpenapaTa 10 CPaBHEHHUIO €
TIIPOTHO3MPyEMBIMH 06BeMaMHK ero BB0O3a I IIpou3Bo/IcTBa B Poccuiickod Qenepalui.

6. MexBeTOMCTBEHHAs KOMUCCHS! OCYIIECTBIISIET CIIeAyIomue QyHKIMY:

1) ocymecTBiseT pacCMOTpEHHE M OLECHKY JOKYMEHTOB H CBEJCHUH,
MOCTyMAOIMX B MUHUCTEPCTBO OT (eilepaibHEIX OPraHoB MCIIOJTHUTEIIFHOHN BIIACTH,
OpraHOB MCIIOJHUTENBHOH BIACTH CYyOBEKTOB Poccuiickoii Penepaiu U cyObEeKTOB
oOpalileHHs1 JIEKapCTBEHHBIX CPEICTB, MUl ONpENCIeHHs nedeKTypbl HIH pHCKa
BO3HUKHOBEHUS JAe(heKTyphl JIEKapCTBEHHOI0 Npernapara;

2) OCYLIECTBISET PAacCMOTPEHHE W OLEHKY JOKYMEHTOB, HANPABIICHHBIX B
MHUHHCTEPCTBO C LENBIO BbIOAYU 3aKIOYCHHS MEXBEJOMCTBEHHOM KOMHCCHH O
BO3MOXKHOCTH (HEBO3MOXXHOCTH) BBIIa4d DPa3peICHHs Ha BPEMCHHOC obpareHue
cepud (IAPTHH) HE3aPETHCTPUPOBAHHOTO JIEKAPCTBCHHOTO NIpenapara,

3) ocyluecTBiIsIeT PacCMOTPEHHe U OLEHKY NOKYMEHTOB, HAmpaBJICHHBIX B
MUHHCTEPCTBO C IENBI0 BBIJAYH 3aKIIOYCHMA O BO3MOXHOCTH oOpamicHus B
Poccuiickoii Peaepauuu cepud (IIapTHH) JICKapCTBEHHOTO Mpernapata B YIAKOBKE,
MpeHA3HAYEHHOM A1 00pallleHust Ha TePPUTOPUU MHOCTPAHHBIX IOCYIapCTB;

4) mpuHUMaeT pelieHHe 06 OT3bIBE paHee BbIIAHHOTO 3AKIIOYCHHIA ¥ HCKITIOCHHU
JIeKapCTBEHHOr0 TpemapaTa U3 IMEpevHs B Ciydae, €ClM B HACTOAIIES BPOMA
OTCYTCTByeT HAeHIMT HIM PHUCK BO3HMKHOBCHMA gedunuTa JIEKapCTBEHHOTO
npenapara B Poccuiickoit @enepanui.

7. B cocTaB MEXBEIOMCTBEHHOW KOMHCCHHM BXOAWT HE MEHEC ILITHAALIATH
yeOBEK, BKIIOYas IpeAcenaTeis, 3aMECTHTENs MpeAceNareis, OTBETCTBEHHOTO
ceKpeTaps ¥ WICHOB MEXBEJOMCTBEHHOH KOMUCCHHU.

Bo3sriapiseTr MEXBEIOMCTBEHHYIO KOMUCCHIO IIpe/iceaaTe b MEXBETOMCTBEHHOM
KOMMCCHH.

8. INpencenarens MeXBEJOMCTBEHHON KOMHUCCHH (B €r0 OTCYTCTBHE 3aMECTUTEb
TIpecejaTeNs Me)XBEeIOMCTBEHHOH KOMHCCHH ) OCYILECTBIIACT:
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1) ofmee pyKOBOACTBO AESATEIBHOCTHIO MEXBEOMCTBEHHOH KOMHCCHH
W opraHmusyer ee pabory;

2) onpenenseT AaThl 3aceJaHHi MEeXBEIOMCTBEHHON KOMICCHY;

3) yTBepXkAaeT MOBECTKY 3acelaHUs MEXXBEIOMCTBEHHON KOMUCCHU;

4) naer MOpy4eHHsI OTBETCTBEHHOMY CEKPETapio M WICHaM MEeXBEIOMCTBEHHOM
KOMUCCHH;

5) mnoamuCHIBa€T INPOTOKOJBI 3acCeNaHHM MEXBEJOMCTBEHHOH KOMHCCHH H
3aKJII04YeHus 110 ¢GopMaM, YTBEPKICHHBIM B NPMIOKEHMAX Ne 2 — 4 K HacTosAIIEMY
TpUKasy.

9. UneHsl MEXXBEIOMCTBEHHOH KOMHCCHU:

1) y4acTBYIOT B 3acelaHUsIX MEXBEIOMCTBEHHOH KOMMCCHH, B TOM 4YHCIIE
IMCTAHIHOHHO B PEXXUME BUIEOKOH(EPEHINH;

2) HampaBiAOT OTBETCTBEHHOMY CEKpeTapio MNpPEMJOXEHHs IO BOIpocaM
opraHu3zanyy paboThl MEXBEIOMCTBEHHON KOMHCCHH;

3) MCHONHMIOT nopydeHus: M(WiKH) 0OecHeUUBaIOT NPOPabOTKy peKOMEHIanui
npejcenaTes MeXBEIOMCTBEHHOH KOMHCCHH (IIPH €ro OTCYTCTBHH - 3aMECTHTENIs
npejicenaTens MeXXBEJJOMCTBEHHOM KOMUCCHH),

4) COTIacOBHIBAIOT TIPOTOKOIBI 3aCEaHHA MEXBEIOMCTBEHHOH KOMUCCHH MyTEM
MOIMUCAHUS JACTA COINACOBaHHA, B TOM 4YHcCJIEe IPH AMCTAHLIHOHHOM Y4acTHH
B pPEXHME BHICOKOHPEPEHIINH,;

5) MOANMCHIBAIOT 3aKIIOYEHHs, MEXBEIOMCTBCHHOH KOMHCCHH  TIyTEM
MOATIMCAHUS JHCTA TOJIOCOBAHUSA, B TOM YHMCIE MPH JUCTAaHIMOHHOM Yy4acTHU
B peXKHME BUICOKOH(PEPEHIIMH.

10. OTBeTCTBEHHBIN CEKpeTaph MEKBEAOMCTBEHHONH KOMUCCHH OCYIIECTBIIACT:

1) c6op, mocrymaromed B ampec MHHHCTEPCTBA OT denepanbHBIX OPraHoOB
HCIOJHUTENBHOM BIACTH, OPraHOB MCIIONHUTENBHON BIACTH CYOBEKTOB Poccutickon
®enepauy ¥ CyOBEKTOB OOpalieHHs JICKapCTBEHHBIX CPEACTB uHpopManuy 06
OTCYTCTBHH WM PHCKE OTCYTCTBHs JIEKapCTBEHHOTO Iperapara B Poccuiicko
denepanuu;

2) HOArOTOBKY MOCTYNHBIIEW B COOTBETCTBUM C IMOMITYHKTOM 1 Hacrosmiero
myHkTa uHGOpPMANMM A PAacCMOTPEHHA Ha 3acefaHMiX ME)XKBEIOMCTBEHHOM
KOMHCCHM M UX PAcCHLIKY WieHaM MeXBEJIOMCTBEHHOH KOMMCCHH IIO 3JIEKTPOHHOH
MOYTe BMECTE C MPUTTIAICHUEM Ha 3aCe/IaHue;

3) oopmIieHHe pa3pellieHHs Ha BpeMEHHOe 00palleHHe He 3aperiCTPUPOBAHHOTO
JIEKapCTBEHHOT'O IIperapara;

4) BeieHUE, COMIIACOBaHUE U 0GecieYeH e NOANMCAHNS POTOKOJIOB 3aceaHui U
3aKJTIOYCHUN MEXBEIOMCTBEHHOM KOMICCHUHY;

5) uHble GPYHKIUH N0 IOPYICHHIO NIpeIcCenaTes ME)XBEIOMCTBEHHONH KOMHCCHH,
JIAT[A, HCTIOHSIOIIETO ero 00A3aHHOCTH.

11. 3acemaHms MEXBEJOMCTBEHHOM KOMHCCHH IIPOBOIATCS 10 MEpE
HEOOXOMUMOCTH, HO HE TMO3[JHEee YeM [0 MCTEHYCHUH ICCATH pabouux AHEH co IHA
MOCTYIUIEHHsS JTOKYMEHTOB M CBeleHHH O JedekType WM PHCKE BOSHHKHOBCHHA
nedeKTyphl JeKapCTBEHHBIX MpEraparos, B TOM HHCIE AWCTAHIMOHHO B pexXrUMe
BHICOKOH(EPEHIIUH.
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Pemienus, NpUHATHIE Ha 3acCeaHUH MEXBEJOMCTBEHHONM KOMMCCHUH, CUUTAIOTCS
NPaBOMOYHBIMH, €CJIH Ha 3aCE€JaHUM KOMUCCHM IPHCYTCTBOBaJO 0o0Jjiee IOJOBUHEI
4IEHOB KOMHCCHHU. JIOIDKHO OBITB YYTEHO MHEHHE BCEX IPHCYTCTBYIONUX UICHOB
KOMHCCHHM. MeXBeJOMCTBEHHas: KOMHCCHS IIPUHAMAET pEIIEHHS OTKPHITHIM
TOJIOCOBAHUEM.

HiieH MEXBEJOMCTBEHHON KOMUCCHH 00s3aH He IMO3[qHEE YeM 32 OOHH paGoumii
OeHb JO 3acellaHMs MEKBEIOMCTBEHHOM KOMMCCHHM U3BECTHTh IpeAcemaTens
MEXBEIOMCTBEHHON KOMMCCHH O HEBO3MOXHOCTH €ro MPHUCYTCTBHS Ha 3acCelaHHH
MEXKBEIOMCTBEHHON! KOMUCCHH IO 3JIEKTPOHHOH IOYTe.

12. Ilpym BO3HMKHOBEHHM KOH()IHKTa HHTEPECOB COOTBETCTBYIOIIHME YIECHBI
MEXXBEJOMCTBEHHOM KOMHUCCHM HE YYacTBYIOT B NpOLEAYpax NMPUHATHS PEIeHH 110
KOHKPETHOMY IPeJI0XEHHIO.

UneHsl MEXBENOMCTBEHHOM KOMMCCHM, TIPEICTaBUBIIHE HEIOCTOBEPHYIO
MHGOPMALIUIO WK He NIPe/ICTaBUBILIE B MEXBEAOMCTBEHHYIO KOMUCCHIO HH()OPMALIHIO
O HaIW4YMA OOCTOSTENBCTB, CHOCOOHBIX NPHUBECTH K KOH(IMKTY HHTEPECOB IIPH
pPacCMOTPEHMH MPEUIOKEHUH, 1O pelIeHUI0 MeXBEJOMCTBEHHON KOMHCCHH,
IPUHATOMY OOJBIIMHCTBOM IOJIOCOB MPHUCYTCTBYIOMIMX HA 3aCEIaHHM, OTCTPAHAIOTCS
IpEACeaaTe]IeM MEXBEJOMCTBEHHOM KOMHCCHMM OT JaJbHEWIIero y4acTus B
JIEATEIbHOCTH  MEXBEJOMCTBEHHOM  KOMHCCHH, a  pelleHHe, TMpUHATOe
MEXBEIOMCTBEHHOW KOMUCCHEH TIPH YIaCTHH TaKUX JIHL, IOAJIEIKUT TIEPECMOTPY.

13. B xome 3acemaHus MEXBEIOMCTBEHHON KOMHCCHHM BEAETCS IPOTOKOI,
KOTOpPBI  TOANMCHIBACTCA TpeAceAaTeNieM, 3aMECTHTeNIeM Ipejcenarelss H
OTBETCTBEHHBIM CEKpeTapeM MEeXBEIOMCTBEHHOW KOMHUCCUHM M COIIIAaCyeTCs 4ICHaMH
MEXXBEIOMCTBEHHON KOMHCCHY ITyTEM IOANIMCAaHNUS JUCTOB COTJIaCOBaHUs, B TOM YHCIIE
C MOMOIIBIO 3JIEKTPOHHON 1T POBOIl OATIHCH.

14. PemeHus, HpeAyCMOTPEHHBIE NOAIMYHKTOM | myHKTa 3 HaACTOAILIETO
[NonokeHUsI, NPUHUMAIOTCS KOJUIETHAIBHO MPOCTHIM OOJNBIIMHCTBOM TI0JIOCOB (32
ACKIIOUEHHMEM ClIyYasi, IpeIyCMOTPeHHOro HoAnyHKToM 10 myHkTa 4 HacTOAIIEro
ITooXXeHHs) WICHOB MEXBEJIOMCTBEHHONH KOMHCCHH, B TOM YHCJI€ yYacCTBYIOIIHUX B
3ace/laHMH JUCTAHIIHOHHO B PeXMME BUIEOKOH(pEpeHIHH.

Peltenus, mpeaycMOTpPEeHHbBIE TOAMYHKTOM | myHKTa 3 HacTosimero IlonoxeHus
I0 OCHOBaHMSAM, HPEIYCMOTPEHHBIM moAmyHKTOM 10 myHKTa 4 HacTOSUIEro
[MonoxeHus, a Takxke, NPeAyCMOTPEHHbIE TIOAIMYHKTaMH 2 B 3 IIyHKTa 3 HACTOAIIEro
[Tono)xeHus, MPUHAMAIOTCS €IUHOITACHBIM PEHNIEHHEM B COOTBETCTBUM C JINCTaMH
rOJOCOBAaHHMS UICHOB KOMHCCHH, B TOM UYHCJIE€ YYacTBYIOIIHX B 3aceHaHHUH
IMCTaHIMOHHO B peXHMe BUICOKOH(EPEHIIHH.

15. Pemienys MeXBEJOMCTBEHHONH KOMHCCHU OGOPMIIOTCS 3AKIIOYCHHAMH II0
dopMaM, yTBEpKIECHHBIM NPUIOXKEeHHAME Ne 2-4 K HacTosleMy npukasy (naiee —
3aKJIFOYECHHS).

3akiroueHusl IOMIMCHIBAIOTCS TpelcefaTesieM, 3aMEeCTUTENIEM Mpefceaaress U
OTBETCTBEHHEIM CEKpeTapeM MEXBEIOMCTBEHHOM KOMHCCHM, a TaKke IIyTeM
MTOANUCAHNS JINCTOB OJIOCOBAHUS BCEMHU IMPUCYTCTBYIOIIMMH HA 3aC€AaHUU “WICHAMH
MEXBEJOMCTBEHHON KOMHUCCHH.

JIMCTBI TOJIOCOBAHMS W/MIM HX CKAH-KONHUM IIPHIIAraloTCs K 3aKII0YeHHIO0 U
SBIIAIOTCS €T0 HEOTHEMIIEMOH YacCThIO.




IIpunoxenue Ne 2
K IIpuKa3y MUHHCTEpCTBA 30paBOOXPaHEHUS
Poccuiickoit @enepaiinu

oT« /§» wa 2022T. Ne 3 G

®opma

3aki04eHHe MeXKBeJOMCTBEHHO# KOMHCCHH 00 onpeaeseHuH aedeKTypbl HIIH
PHCKa BO3HHKHOBEHHA Ae(PeKTyphl JIeKapCTBEeHHBIX NPENapaToB AJIsl
MEIHIHHCKOT0 NPAMEHEeHHS

(mara)

1.MexBeTOMCTBEHHAass KOMHCCHS B IIOJTHOM COCTaBe, YTBEPXIEHHOM IPHKA30M
Munzapasa Poccuu ot No , PacCMOTpPEB IpeACTaBICHHBIC
MaTepUajibl U CBEICHHUS, YCTaHOBMIA (akT HedeKTyphl WM PHUCKAa BO3HHMKHOBEHWS
neeKkTypsl B CBS3M C BBEIEHHEeM B OTHomleHWH Poccuiickoit ®Denepauun
OTPaHUYUTENBHBIX MEp 3KOHOMUYECKOTO XapakTepa B OTHOIIECHUH JIEKAPCTBEHHOIO
npenapara

1.1. HammeHoBaHHKe TeKapCTBEHHOTO IIpenapara:

MEXIYHapOAHOE HEMaTeHTOBAHHOE WM XUMHU4YECKOe, WIH TIpyNIHPOBOYHOE
HauMEHOBaHUE

1.2. ®opma BeIycKa (JIeKapcTBeHHAs: POpMa, JO3UPOBKA)

1.3. CocraB JexkapcTBEHHOro Ipenapara (mepedeHb IEHCTBYIOIIMX H
BCIIOMOTI'aTENILHBIX BEIIECTB, C yKa3aHHEM KOJIMYECTBa KOKIOTO U3 HHUX)

1.4. Hanmuune B Poccmiickoii @epnepaliuy 3aperuCTpUPOBAaHHBIX aHAJIOTOB I10
MeXIYHapOAHOMY HellaTeHTOBaHHOMY HAMMEHOBAaHHUIO
Ja/HeT;
1.5. TlporHosupyemblii 00beM MOTpeONEHHS JIEKApCTBEHHOTO IMpernapara
IpeBHIIAET POTHO3HPYeMble 0OBEMBI €ro BBO3a HJIM IPOU3BOACTBA B Poccuiickoi
®denepanuu ’

JIa/HeT;

1.6. JlexapcTBeHHBIH TmpemapaT SBISAETCS TEPaNeBTHYECKHM  aHaJIOTOM
3aperuCTPUpPOBaHHBIX B Poccuiickoit Denepanuy JIEKapCTBEHHBIX IIPENapaToB ¢
MEXIYHAPOAHBIM  HENaTCHTOBAaHHBIM  HAMMEHOBaHHEM B
OTHOILIEHUH KOTOPOro PaHee MEXBEJOMCTBEHHOM KoMHCCHeil OBLI yCTaHOBIEH (aKT
nedeKTyphI WM PUCKa BOSHHKHOBEHHS Je(PEKTYPEI B CBA3H C BBEICHHEM B OTHOLICHHH
Poccuiickoii ®eflepaniii OrpaHAYMTENBHBIX MEp 3KOHOMHYECKOTO Xapakrtepa (eciu
IIPUMEHNMO):

OTHOCHTCS K TOH e (papMaKo-TepaeBTHIECKOH TPyIIIIe, YTO U JEKApCTBEHHBIN
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npenapar ¢ MeXIyHapOIHbIM HENTATCHTOBAHHBIM HAUMEHOBAaHHUEM
Jla/Her;

BO3/ICHCTBYET HA Ty K& OMOMHUIICHb (WM ee PEeLeNTOop), YTO U JIeKAPCTBEHHBIHA
npernapar ¢ MeXIyHapOIHBIM HEMTaTeHTOBAHHBIM HAaHMEHOBaHHUEM
Jla/HeT;

INPUMEHSAETCA 10 OJHOMY U3 IIOKa3aHHWH, YTO W JIeKapCTBEHHBIA Mpemapar ¢
MEXIyHapOJHbIM HeNaTeHTOBAaHHBIM HAUMEHOBAHUEM

na/Her.

2. OcHoBaHMEM JJIs1 TIPHHATHS PEIICHHS MEXBEJOMCTBEHHONM KOMHCCHH O
nedeKType WIH PUCKEe BOSHHKHOBEHHUS NedeKTyphl MOCIYKHIIO YCTaHOBIIEHHE (aKTa
aeduLMTa WM OTCYTCTBHS JIEKQpPCTBEHHOTO MpenapaTra B oOpamenun B Poccuiickoit
Denepanyu, NOTPeGHOCTH B KOTOPOM SBJISIETCS HEYAOBIETBOPEHHOM, B TOM YHCIIE MIPH
HAJIMYMU OOHOTO WIIA HECKONIBKUX CIEeNYIOUINX KPUTEPHEB:

2.1. IlpekpamieHue AEATENHHOCTH WM PUCK TIPEKpAIleHUs IeSTeIBHOCTH
NPOU3BOAUTENA M (WIH) IOCTaBIIMKA (PapMalleBTHUECKOW CyOCTaHIIMH, BIIEKYIIHE
IPUOCTaHOBIICHHE WIIH IPEKpalleHle IPOU3BOCTBA JEKAPCTBEHHBIX MPENapaToB WK
ux BBo3a B Poccuiickyro @eneparuro
na/Her;

2.2. IlpexpameHue JeATENBHOCTH WM PHCK IIPEeKpamieHHs AeSTeIbHOCTH
IPOM3BOJUTENS U (WIH) IOCTABIUKA BCIIOMOTATENbHBIX BEIECTB, BXOAIINX B COCTAB
¢dapmaneBTHUeCKOH cyOcTaHuM W (WIHM) JIEKAPCTBEHHOI'O IIperapara, BIEKYIIHE
IIPHOCTAHOBJICHUE WU MpeKpallieHNe ITPOU3BOJICTBA JIEKAPCTBEHHBIX MPEIapaToB WK
UX BBO3a B Poccuiickyro @enepaiiuio
” Ia/HeT;

2.3. IlpekpaimieHue JesTEIbHOCTH WIH PUCK MPEKPALICHUS AeSTEIILHOCTH OHUM
WJIA HECKOJIBKUMH YYaCTHHKaMH IIpoliecca MPOU3BOACTBA JIEKAPCTBEHHOTO Mpenapara,
BIEKyII€ IPUOCTAHOBJIEHHE WM IpEeKpallleHHe NPOU3BOACTBA JIEKAPCTBEHHBIX
npenapaToB Wi uX BB0o3a B Poccuiickyro Denepaunro
Ja/Her;

2.4. TlpekpamieHne HOEATENBHOCTH WJIH PHCK IPeKpalleHHs JesATeIbHOCTH
IpoU3BOUTENS U (WIH) MOCTABIIMKA UCXOJHBIX M BCIOMOTAaTEIbHBIX MAaTEpPHANOB U
(MJH) TaKUX MCXOTHBIX U BCIIOMOTAaTeNIbHBIX MAaTe€pHajiOoB, HCIIONb3YEMbIX B MpoLiecce
MIPOM3BOACTBa (hapMaLleBTHYECKOW CYOCTaHIIMM WM JIEKQpCTBEHHOro IIpernapara
(peakTHBBI, IPOMEKYTOUHbBIE NMPOAYKTHI, KyJIbTypalbHble CpeAbl U UX KOMIIOHEHTHI,
GWIBTPHI, COPOEHTHI, pacXoqHble MaTepUalibl, MEIIKH, [UIAHTH, HWHBIE MaTepHAalb),
BIEKyIIHE IIPHOCTAHOBJIECHHE WM IpeKpalleHue IPON3BOACTBA JIEKAPCTBEHHBIX
mpernapaToB WiH ux BBo3a B Poccuiickyro ®enepanuio
Ja/HeT;

2.5. IlpekpamieHue JAEATEIFHOCTH WIM PUCK IPEKpalleHHs JACSITEIbHOCTH
Mpou3BOAMTENA M (WIKM) TMOCTaBINUKAa OOOpyZOBaHUS M (WIM) aHAJIOTHYHOIO
06OpyHOBaHMsA, HCIOIB3yEMOr0 B IIpoliecce IPOU3BOJACTBA (apMaleBTHYECKOM
CYOCTaHUMHM WIM JIEKapCTBEHHOTO HpenapaTta, BJIEKyIIHMEe NPHOCTAHOBICHHE HIH
HpeKpalIeHue IPOU3BOICTBA JIEKAPCTBEHHBIX IIPENapaToB WK UX BBO3a B POCCHICKYTO
®Oenepanyio

na/Her;
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2.6. IlpexpaiieHue HAEATENBHOCTH WJIM PHUCK IPEKpaICHUsA HeATeIbHOCTH
‘mpou3BOAMTENS W (WIH) MOCTABUIMKA CTAHAAPTHHIX 00pasoB M (WIH) aHAIOTHYHBIX
CTAHJAPTHHIX OOpa3lOB, AaTTECTOBAHHBIX B COOTBETCTBHM C TOCYJAapCTBEHHOMH
dapmakoneeit u(uiM) peakTHBOB H(WIM) MaTepHanoB H(HIH) 00OpYIOBaHHUA,
ACIIONB3YEMBIX B TMpOLIECCAX  AHAIWTHYECKONO  KOHTPOJA  IIOJYIIPOAYKTOB,
(apManieBTHUYECKON CyOCTaHIMY WM JIEKApCTBEHHOI'O MIpenapara, a TakXkKe H3MEHEHHUe
AHATUTUYIECKAX METOIMK, CBS3aHHBEIX C BKIIOUeHHEM H(MIH) W3MEHEHHeM H(MIH)
nobGaBieHreM  albTEPHATUBHBIX  MATepHANOB,  PEaKTHBOB,  00OPYAOBaHUs
M CTaHIAPTHHIX 00pa3lOB, UCIIONB3YEMBIX B AHAIWTHYECKMX METOAMKAX, BIEKYIIHe
NPHOCTAHOBJICHUE WM IpeKpalieHre MPOU3BOJICTBA JIEKAPCTBEHHBIX MPEMNapaToB MK
uX BB03a B Poccuiickyio @eznepanuro,
na/Her;

2.7. OTHECeHHE JIEKApCTBEHHOTO CpeACTBa K MEAMIMHCKOW MPOXYKLUH, B
OTHOIICHWH KOTOpOH YCTaHOBNIeHa MAe(deKTypa HIIM PHCK €e BO3HMKHOBCHMS IO
pe3yJbTaTaM PacCMOTPEHMS MOHHMTODHMHIA Je(UIHUTa JICKapCTBEHHBIX NPENapaTos B
TMpaButensctBe Poccuiickoit Penepanun -
na/ser;

2.8. OTMeHa rocyIapCTBEHHOM perucTpalui JIeKapCTBEHHOTO Npenapara
na/ger; '

2.9. Hannuue nedeKTyphl WM PUCKa BOSHHKHOBEHHUS N€(EKTYPBI JIEKAPCTBEHHBIX
TpenapaToB, YCTAHOBICHHOH B paMKax JIeHCTBHA MOJIOKEHH TOCTaHOBJICHHSA
I[TpaButensctBa Poccuiickoit @enepaiiii OT 31.10.2020 Ne 1771 «O0 yTBepKIACHHUU
0cOBEHHOCTEH TOCYNapCTBEHHOIO PEryJIMPOBAaHUS TPENENBHBIX OTIYCKHBIX LCH
POU3BONMTENEH Ha JEKAPCTBEHHbIE [IPeNaparkl, BKIIOUCHHEIC B IEPEICHB XH3HEHHO
HeOOXOMUMBIX U BOXHEHIIMX JIEKapCTBEHHBIX NPENapaToB, 1 BHECCHHH HU3MEHEHUH B
oTnenbHbIe akThl IIpaBuTEIBCTBA Poccuiickoit d)e)lepaunn»6;
~ na/uer;

2.10. Vnble ¢akTel H 0OCTOATENBCTBA, MOCITYXUBIINC IPUYNHON OTCYTCTBHA
(neduuura) mM60 PHCKA BOSHUKHOBEHHS OTCYTCTBHA JIeKapCTBEHHOI'0 Ipernapara B
ob6pamenun B Poccuiickoii ®eneparuy, noTpeOGHOCTh B KOTOpOM  SIBJLACTCS
HeyIOBJIETBOPEHHOM

2.11. Hanuuue B mepeyuHe JEKapCTBEHHBIX NPEMApaTos, KOTOPBIH pasMemacTcs Ha
o(uIMaIBFHOM caiiTe B MH(OPMAITHOHHO-TEJICKOMMYHUKALHOHHOH CETH «HHTEpHET»
Ha [OPTAJIe [0 BEAEHHIO FOCYIapPCTBEHHOTO PEeCTpa JICKapCTBCHHBIX CPE/CTE B paszaene
«KypHan» 1/ aBTOPH30BaHHBIX [0JIb30BaTelNEl, TEPArleBTHYECKOT0 aHAIoTa.

Ja/HerT.

3. 3aK/II0YeHHE IPUMEHUMO B OTHOLIEHHH BO3MOXHOCTH!

3.]. nojaud 3asBICHHS HA pErMCTPalyio JIeKapCTBEHHOro Ipenapara B
COOTBETCTBHH ¢ HocTaHoBIeHHeM [TpaButenscTa Poccuiickor denepaniuy OT S anpens
2022 1. Ne 593 «O6 0cOGeHHOCTSAX OOpalleHHs JEKAapCTBEHHBIX CPEACTB LA
ME/IMITAHCKOr0 NPHMEHEHWs B ClIydae NebeKTyphl WM pHCKa BO3HUKHOBEHHS
nedeKTypbl JIeKapCTBEHHBIX IPENapaToB B CBA3HM C BBEACHHEM B OTHOLUICHHH

6 CoGpanue 3aKOHOIATeNECTBA Poccuiickoii ®enepamm, 2020, Ne 45, cr. 7124; 2022, Ne 13, c1.2105.




12

Poccuiickoii Meepalluy OrpaHMYMTENBHBIX MEP SKOHOMMYECKOTO XapakTepa»’ (fanee
- moctaHoByienue Ne 593)
Jla/HeT;

3.2. mojayM 3adBjeHHS HAa BHECEHWE M3MEHEHHH B PETHCTPAllHOHHOE J0ChE Ha
3aperHCTPUPOBAaHHBIN JEKapCTBEHHBIN IIpenapar B COOTBETCTBHH C MOCTaHOBJICHHEM
IIpasurenscrBa Poccuiickoii ®enepauum ot 23 mapta 2022 1. Ne 440 «O6 yTBepKIeHAM
0COOEHHOCTE  BHECEHHS HW3MEHEHHH B  [JOKyMEHTBI, COAep)Kampecsi B
PETHCTPAIIMOHHOM JOChE€ HA 3apEerMCTPHUPOBAHHBIA JIEKAPCTBEHHBIM MpenapaTr Al
MEIULIMHCKOTO IIPUMEHEHMs, B Ciydae JOe(eKTypbl WJIA PHUCKa BO3HHKHOBEHHS
nedexkTypsl JIeKapCTBEHHBIX IpeNaparoB B CBA3H C BBEJEHHEM B OTHOLICHUH
Poccuiickoii Genepaliiy OrpaHHIHTENFHBIX MEP SKOHOMHUYECKOTO XapakTepa»®
Jla/HeT;

3.3. mojauw 3asABJIEHUS Ha BHECEHHE W3MEHEHHUH B JIOKYMEHTHI, CoAepKaiIiecs B
PETUCTPALMOHHOM JJOChe Ha BKIIIOUEHHYIO B TOCYIapCTBEHHBIH peecTp JICKapCTBEHHBIX
cpeAcTB (papMaleBTHYECKYI0 CyOCTAaHIMIO, IPOM3BEACHHYIO UL pealu3allud, B
COOTBETCTBHH C MocTaHoBIeHueM Ne 593
Jla/HeT;

3.4. mogauM 3asABICHUS O BO3MOXXHOCTH oOpamieHus B Poccumiickoi dezpepanuy
cepu (apTHH) JEKapCTBEHHOTO IIpernapaTa B YNAaKOBKe, NpeJHa3HAuYeHHOH IJis
oOpameHuss Ha TEPPUTOPHM HHOCTPAHHBIX TOCYAapCTB, B COOTBETCTBHM C
noctaHoBieHueM Ne 593
Ia/Her;

3.5. momauyd 3asBlI€HHS O BO3MOXXHOCTH BBIJAYd pa3pellieHHs Ha BPCMEHHOE
obpamenrne cepur (IapTHH) HE3aPETHCTPHPOBAHHOIO B Poccuiickoit Penepanyu
JIEKapPCTBEHHOTO NpeNapaTa, B COOTBETCTBUH C IOCTAHOBICHHEM Ne 593

la/HeT;
JIMCTBl TOJIOCOBAHHSA YICHOB MEXBEIOMCTBEHHOHM KOMHCCHM IIDHMJIAratoTcsi Ha
JUCTaxX.

npeaceaareab KOMUCCHHA

(moypKHOCTB) (haMuiIvs, MMs, OTIECTBO (IIpH HanuuuH) (TIO/IHCE)

3aMeCTUTENb NpeaceaaTeass KOMHCCHA

(momKHOCTB) (haMuIns, BMs, OTIECTBO (TIPH Hanuuum) (TIOAIHACH)

OTBETCTBEHHBI CEKpETaphb

(1o/DKHOCTB)  (haMUTHA, MMS, OT4ECTBO (IIPH Hamuuuy)  (TIOMIIUCH)

7 OduIMaNEHBINA HHTEPHET-IOPTAI MPaBOBOM pHdOpMaIE Www.pravo.gov.ru, 2022, 11 anpens Ne 0001202204110030
8 OduuEaNBHEIH HHTEPHET-TIOPTAN IIPaBOBOH rH(OpPMALME WWW.pravo.gov.ru, 2022, 24 Mapra Ne 0001202203240032
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ITIpunoxxenue Ne 3
K IIpHKa3y MUHUCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepanuu
or«/Pr auar _ 20221.Ne I3

®opma

3aknaouenue
0 BO3MOKHOCTH (HEBO3MOXKHOCTH) BbIJa4H pa3pelieHHs] HA BPeMEHHOE
oOpamenne cepnu (MaPTHH) JIEKAPCTBEHHOI0 NpenapaTa 1Jisi MeTHIIHHCKOI 0
NpHMeHeHHs, HMEIOLIero 3aperucTpuposannbie B Poccuiickoii @enepannn
aHAJIOTH N0 MEXKAYHAPOAHOMY HENIATEHTOBAHHOMY HAHMEHOBAHHIO, H
pa3’pemeHHOro JJid MeANIHHCKOr0 NIPMMEHEHHS HA TEPPUTOPHH HHOCTPAHHBIX
rocyAapcTB YNOJHOMOYEHHBLIMH OPraHaAMH COOTBETCTBYIOIIHX HHOCTPAHHLIX
rocyaapcrB, B OTHOLIEHHH KOTOPOIo MeXBeJOMCTBEHHO#H KOMHCCHeH
YCTaHOBJIeHA Ae¢eKTypa HJIH PHCK e¢ BOSHHKHOBEHHUS B CBSI3H ¢ BBeJleHHEM B
oTHomeHnH Poccuiickoii @egepannu OrpaHHYHTEIbLHBIX MepP SKOHOMHYECKOT0
XapakKrepa

Ne

(nara)

1. HaumeHOBaHHe JieKapCTBEHHOTO Mpernapara;
MEXAYHApOJHOE HEMAaTCHTOBAaHHOE WM XUMHYECKOE, WIH TpPYIIHPOBOYHOE
HauMEHOBaHUE

TOProBo¢ HAHMCHOBAaHHE

1.2. ®opma BhITycKa (JieKapcTBeHHas popma, T03UPOBKaA)

1.3. CocraB JleKapcTBEHHOTO Tmpernapara (Ieped4eHb [OEHCTBYIOIIMX H
BCIIOMOTaTe/ILHBIX BEIIECTB, C YKa3aHHUEM KOJIMIECTBA KQXIOT0 U3 HUX)

1.4. 3agBurens (rOpUAHYECKOE JIMIIO, JEHCTBYIOIIEe B COOCTBEHHBIX HMHTEpECax
WM YIIOJHOMOYEHHOE MPEACTABIIATh HHTEPECH JPYroro IOpUANYECKOro THLa)

1.5. HpOI/IBBOI[I/ITeJIB JICKQpPCTBCHHOI'O IIpeliapara (HaHMeHOBaHHe, agpeca BCEX
IIPOU3BOACTBCHHBIX IIIOMIaIOK C YKa3aHHEM cragui HpOI/I3BOI[CTBa)

1.6. PexBu3uTH cepuu (MapTUH), 3asBICHHON 11 LieJIeH MOTyYeHHS pa3pelIeHHs
Ha BpeMEHHOe o0pallieHre 0 BO3MOXKHOCTH (HEBO3MOXXHOCTH) BBIJAUU paspellieHus Ha
BpeMeHHOe oOpamenue cepud (MApTHHM) JIEKapCTBEHHOro mpemapara  JAJd
MEIMIIMHCKOrO IIPUMEHEHMs, HMEIOIIEro 3aperHcTpUpoBaHHEIE B Poccuiickoi




14

Qenepaliuy aHANIOIW IO MEXIYHapOIHOMY HENAaTEHTOBAHHOMY HAHMEHOBAaHHIO, M
paspelieHHOro Il MEIHLIMHCKOTO IIPUMEHEHUS Ha TEPPUTOPHH HHOCTPAHHBIX
rOCylapCTB  yIOJIHOMOYEHHBIMH OPraHaMH COOTBETCTBYIOIIMX WHOCTPAHHBIX
rOCyZapCTB, B OTHOIICHUM KOTOPOTO MEXBEAOMCTBEHHOH KOMHCCHEH YCTaHOBJIEHA
AdedekTypa WIM PHCK €€ BO3HHKHOBEHHS B CBS3H C BBEICHHMEM B OTHOIIEHHH
Poccniickoil denepanyy OrpaHUIUTENBHBIX MEP 9KOHOMHYECKOTO XapaKTepa (Jajee -
paspelliecHHe Ha BPEMEHHOE OOpallleHHe), B TOM YHCJie KOJHYECTBO JIEKAPCTBEHHOTO
npenapara Kaxaou cepuu (apTHH)

1.7. Hanwane B Poccuiickoii denepaiu 3aperncTpHPOBaHHBIX aHAJIOIOB 110
JAEHCTBYIOIIEMY BEILECTBY U JIeKapCTBEHHOU opme
JIa/HeT;

1.8. [IlporHo3upyemsiii 00beM MOTpeOGIEHUs JIEKAPCTBEHHOTO IIpemapara
IIPEBBIIIAECT [IPOrHO3UpPyEeMble 00BEMBI €ro BBO3a WIIM IPOM3BOACTBA B PoccHiickoi
Oenepanuu
Ja/HeT;

1.9. JlekapcTBeHHBIH NpenapaT BXOIUT B IepeueHb
JIa/Her;

1.10 B oTHOmeHMHM JIeKQpCTBEHHOro IIpermapaTa BBIAHO 3aKIIIOUYCHHE
MEXBEJOMCTBEHHONH KOoMHCCHHM 00 omnpenmeneHun AedekTypbl WIHM  pHUCKa
BO3HUKHOBEHHUS Je(heKTyphl JIEKQPCTBEHHBIX IIPEnaparoB Uil MEOULMHOKOrO
npuMeHeHns (npuioxenye Ne 2 K HacTosIIeMy NIpHKa3y), IPUMEHUMOE B OTHOLIECHHH
NoJayM 3asgBJIEHHS O BO3MOXHOCTH BBIIa4YM pa3penleHus] Ha BpeMEeHHoe oOpalicHue
cepuu (IIapTUH) He 3aperucTpupoBaHHOro B Poccuiickoii Penepanyu IeKapCTBEHHOIO
npenapara, B COOTBETCTBHH C IocTaHoBiIeHUeM IlpaBurenscTBa Poccuiickoi
®enepanuu ot 5 ampenst 2022 r. Ne 593 «O6 ocoberHOCTAX 00pallieHus IEKapCTBEHHBIX
CpeICTB /I MEAULMHCKOrO IIPHMEHEHWs B ciydae JIedeKTyphl HIH PHCKa
BO3HHMKHOBEHHA AeeKTYpHl JIEKApCTBEHHBIX MpenapaToB B CBSI3H C BBEJCHHUEM B
otHomiennu Poccuiickoii Penepanyu OrpaHUYUTENBHBIX MEP 3KOHOMHYECKOrO
xapakTepa»’

na/Her.

2. OueHka cojepxaHWs, [OCTATOYHOCTH JOKYMEHTOB M BBIBOABI IIO
IPEJCTaBJICHHBIM Ha pPacCMOTpPEHHE MOKYMEHTaM JUIsl OINpeaejCHUS BO3MOXXHOCTH
BBIJIAYH pa3pelIeHus Ha BpeMeHHOe oOpaleHue JeKapCTBEHHOrO MIpenapara.

2.1. OO6mmit pasgen (M3NararOTCs OCHOBHBIE ITOJIOXKCHHS MpeACTaBICHHON
IOKYMEHTALVIN)

2.2. CrieuanM3upoBaHHbIN pa3zaen

® O¢punEaNEHEIH MHTEPHET-NOPTAT IPaBOBOM HHYOPMALUH WWW.pravo.gov.ru, 2022, 11 anpens Ne 00012022041 10030
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OueHka 10CTaTOYHOCTY CUCTEMBI (papMaKOHaA30pa OPraHU3aIliH, OTBETCTBEHHOMN
3a OCYIIECTBIIEHAE MOHUTOPHHIa 6€30M1aCHOCTH BBE3EHHBIX JIEKAPCTBEHHBIX CPEJCTB B
Poccuiickoii @enepanyy U €ro KpaTKU epeBol HA PYCCKHMA SI3BIK

OHCHKa IJIaHa YIIPABJICHUA PUCKaAMH I OHOIOTHYECKOTO JICKApCTBCHHOTO
IIPUMCHCHHA

Onenka o6beMa BBINOJHEHHBIX MOKIHMHHYECKHX WCCIIECAOBAHUI M OIIEHKa
IIOJIyYEHHBIX pPe3yJbTaToOB JOKIMHHUYECKUX UCCIEN0BaHM IEKapCTBEHHOTO IIpernapara
(ecnu MpUMEHUMO)

Onenxa 0030pa Hay4HBIX paboOT O pe3ysbTaTax JOKIHHHYECKUX U KIHHHYECKUX
UCCIIENOBAHUN JIEKapCTBEHHBIX CpPEACTB, B TOM UYHC/Ie BKIIOYas OMBIT HX
HOCTPETrUCTPALIMOHHOTO IPUMEHEHHUS (€CITH IIPUMEHHMO).

3. KoHTpons kadecTBa.
3.1. Heo6x0auMOCTE IPOBEICHHS UCTILITAHHH JIEKapCTBEHHBIX MIPETIapaToB

na/Her
3.2. O6beM MpoBeeHUS UCTILITAHUI JIEKapCTBEHHBIX IMPENaparoB (C yKa3zaHHeM

nokasareJei)

3.3. IlepuoaguyHOCTh NPOBEICHUS UCIIBITAHHIH

3.4. Bo3amoxxHOCTH BBOZA B 060pOT cCepuu (apTHH) JIEKAPCTBEHHOTO IIpenapara
10 OKOHYAHUS UCTIBITaHU# (C yKa3aHUEeM I1oKa3aTelel Ipu HE0OXO0IUMOCTH)

4. O61muit BEIBOJ 1O pe3yNbTaTaM 3acelaHus (3aKII0YEHHE):

Bbliaua MuHuCTEpCTBOM 3aApaBooxpaHeHus Poccuiickor Penepaiiuu pa3pereHuns
Ha BpeMeHHoe oOpalieHue cepruu (IAPTHUHU) JIEKAPCTBEHHOro Ipenaparta no ¢opwme,
yTBepxaeHHoi Pemennem Komnerun EBpasuiickoit 53KOHOMUYECKOH KOMHUCCHH OT 16
mast 2012 1. Ne 45 «O enunoii popMe 3aKkmoueHNs (pa3pelIMTENFHOTO JOKyMEHTa) Ha
BBO3, BBIBO3 M TPAaH3UT OTHOEIbHBIX TOBApOB, BKIIOYEHHBIX B €IUHBLIA IIEPEYCHB
TOBApOB, K KOTOPHIM IPUMEHSIOTCS MEPhI HETapU(PHOTO PEryIUpPOBAHUSA B TOPIOBIIE C

TPETBUMH CTpaHaMH, H METOINYICCKHUX YKa3aHUAX 110 €€ BaHOJIHeHI/IIO»lO

(BO3MOYXHA HJTM HEBO3MOXKHA)

10 Odummanbusiil caiit Komuccuu TamoxerHoro coosa http:/www.tsouz.ru/, 21 Mas 2012 r.; OdunmansHeii cait
EBpasuiickoro 3k0HOMHYECKOTO COI03a http://www.eaeunion.org/, 5 ceHr16pa 2017 1.




JIUCTBI roJI0OCOBaHHUSA YJIEHOB MEXBEIOMCTBEHHOH KOMHCCHH INpuiararoTCsa Ha
JHCTax. ,

npeaceaaTrciibp KOMHCCHN

(momxHocTh) (amuins, UMs, OTYECTBO (IIpH HAMMUMK)  (TIOJTKCH)

3aMCECTUTCIID TIpeacenaTe)isi KOMUCCHH

(momxHOCTB)  ((baMmIUS, UM, OTUECTBO (IIPH HAIMYKUHK) (TIOATIHCH)

OTBETCTBEHHBIHA CCKpETaph

(momxHOCTB)  (ammivs, UMS, OTYECTBO (NP HajM4uuK)  (TIOAIMCH)
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[Tpunoxenue Ne 4
K npuka3zy MuHHCTEpCTBa 34paBOOXPaHEHHS
Poccuiickoit Penepannu
oT «» A 2022 1. Ne 394

®opma

, 3akiouenne
0 BO3MO’KHOCTH (HEeBO3MOXXHOCTH) oOpamenus B Poccuiickoil ®denepanun
cepun (MapTHH) JIEKAPCTBEHHOT0 NPeNapaTa B yHaKoBKe, NpeIHa3HAYeHHOH 1S
o0paleHHsl HA TEPPUTOPHH HHOCTPAHHLIX I'OCYapCTB, B OTHOLIEHHH KOTOPOro
MEKBEOMCTBEHHOM KOMHCCHEH yCTaHOBJIeHA Ne(deKTypa HIH PHCK ee
BO3HHKHOBEHMS B CBSI3H C BBeJlenneM B oTHoueHHH Poccniickoi ®Denepanud
OrpPaHHYHATEIbHBIX MEP IKOHOMHYECKOI0 XapaKkTepa

Ne

(mata)
1. HauMenoBaHue JIEKapCTBEHHOT'O IIpemapara.
MEXIyHAPOJHOEe HEMaTeHTOBAHHOE HIM XHMMHYECKOE, WIH TIPyNNHPOBOYHOE
HaUMEHOBaHHE

TOProBo¢ HAaMMEHOBAHHUE

1.2. ®opma BEIMycKa (JleKapcTBeHHast HopMa, O3UPOBKa)

1.3. CocraB IeKapCTBEHHOro IMpemapara (mepedeHb JEHCTBYIOIMX = M
BCIIOMOTATENbHBIX BELIECTB, C YKA3aHUEM KOJIMYECTBA KaXX/I0r0 K3 HUX)

1.4. 3asButens (fopuamdecKoe JNUIO, NEHCTBYIOIICS B COOCTBEHHBIX HHTEpecax
HJIM YIIOJTHOMOYEHHOE IPEJICTAaBIIATh HHTEPECH APYTOro KpAAHICCKOTro JIUTIA)

1.5. TIpou3BOAMTEND JIEKAPCTBEHHOTO Ipemapara (HaMMEHOBAaHME, a/peca BCeX
TIPOM3BOICTBEHHBIX ILTOMAMIOK C yKa3aHHeM CTauH IIPOM3BOJCTBA)

1.6. PexBu3uTHl cepuH (MapTHH), B TOM 4YHCIE KOJIMYECTBO JICKapCTBEHHOIO
Tpenapara Kaxao# cepyu (IIapTHH)

1.7. CeeneHus o 3apeructpupoBanHoM B Poccuiickoit @eniepaliii JIEKapCTBCHHOM
npernapare

Toprosoe, MeXIyHapoJHOE HENATCHTOBAaHHOE WM  XHMHUYECKOe, — HIH
rpyIIIHPOBOYHOE HANMEHOBAHUE

Bragenen (mepareib) PETHCTPALMOHHOrO YIOCTOBEPEHHs, HOMEp H JaTa
PErMCTPalOHHOIO YIOCTOBEPEHHS
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1.8. [IlporHo3zupyemslifi 00beM MOTpeOGIeHUs JIEKAPCTBEHHOTO IIpernapara
IIPEBBIIIAET MIPOrHO3UpyeMble 00BEMBI €0 BBO3a WM Ipou3BoACTBA B Poccuiickoi
Depeparun
na/Her;

1.9. JlexapcTBeHHBIN NpelapaT BXOAUT B IEPEUEHB
Jla/HeT;

1.10. B oTHomeHWM JIEKapCTBEHHOrO IIpermapara BBIAAHO 3aKIIOYEHHE
MEXBEIOMCTBEHHOM KOMHCCMH 00 omnpeneneHun JedexkTypbl HIM  pHCKa
BO3HHUKHOBEHHUSA Je(heKTypbl JIEKQpCTBEHHBIX MpPEnapatoB il MENULMHCKOIO
npuMeHeHus (priiokeHre Ne 2 K HacTosmieMy IpUKasy), IpUMEHUMOE B OTHOIIEHHH
BO3MOXXHOCTH obOpamienus B Poccuiickoit ®enepanyu cepuu (IapTUH) 1€KapCTBEHHOIO
npemnapara B yIaKOBKe, TpeJHa3HA4eHHON s oOpalleHHs Ha TEPpUTOPHH
HHOCTPaHHBIX TOCYZAapCTB, B COOTBETCTBMM ¢ mnocraHoBieHHeM IlpaButenscrBa
Poccuiickoit ®enepanuu ot 5 ampens 2022 r. Ne 593 «O6 ocobeHHOCTIX 0OpameHus
JIEKapPCTBEHHBIX CPEACTB AJIA MEOUIMHCKOrO NMPHUMEHEHUS B cilydae AedeKTyphl HiH
pHCKa BO3SHMKHOBEHUS JIe(EeKTyphI IEKapCTBEHHBIX IIPENapaToOB B CBA3H C BBEJICHUEM B
otHomeHuu Poccuiickoit @Denepanuu OrpaHUYUTEIBHBIX MEpP 3KOHOMHYECKOTO
xapakTtepa»!!

Ia/HeT.
2. OueHka coaep)XaHHs, MOOCTATOYHOCTH IOKYMEHTOB M BBIBOIBI IIO

NpeICTaBJIeHHBIM Ha pPacCMOTPEHME NOKYMEHTaM Ui ONpeAeIeHUs BO3MOXKHOCTH
o6pamenus B Poccuiickoit @enepanun cepun (IapTHH) JEKAPCTBEHHOIO IpenapaTa B
YIIaKOBKE, MNpeJHa3sHauYeHHOH Ui oOpallieHuss Ha TEePPUTOPHHM HMHOCTPAHHBIX
rocyaapcrB:

2.1. O6mmii pasgen (M3NararoTcs OCHOBHBIE TOJIOXEHHMS IPEACTAaBICHHOM
JIOKyMEHTALluN)

2.2. CenaJin3upOBaHHBINA pa3fen

OLeHKa JOCTATOYHOCTH JOKYMEHTA, YCTAHABIIMBAIOIIET0 TpeOOBaHUs K KOHTPOJIIO
KayecTBa JIEKAPCTBEHHOTO Mpenapara (COAEepXallero Creli(puKalMio U ONHMCaHHe
AaHAIIMTHYECKUX METONMK M HCOBITAaHWH HIM CCBUIKM Ha HHX, a TaKke
COOTBETCTBYIOIIME KPUTEPUH IIPHEMIIEMOCTH JUIs yKa3aHHBIX [OKa3aTeNeH Ka4ecTBa),
0106PEHHOT0 YIIOITHOMOYEHHBIM OPraHOM CTPaHBI-IPOU3BOAUTENS U (wnu) cTpaHsl -
BIaeNblla  (AepXaTeis) pPErucTpalliOHHOIO  yAOCTOBEPEHMs  JICKapCTBEHHOIO
penapara

OleHKa MOCTATOYHOCTH KPATKOH XapaKTePHUCTHKH CHCTEMBI (apMakoHan30pa
BIafeNpla  (JepiKarens) PErHCTPAlMOHHONO  yAOCTOBEPCHMS — JIEKapCTBEHHOTO
npemnapara

11 OpuuMATLHBIH HHTEPHET-TIOPTAT IPaBOBOH HHPOPMAITMH WWW.Pravo.gov.ru, 2022, 11 anpens Ne 0001202204110030
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OI.IeHKa IUIaHa YIIpaBJICHHUA PHCKaMH JJid OMOIOrHYECKOTO JICKApCTBEHHOI'O
IIPUMCHCHHA

3. KoHTponb kadecTBa.
3.1. Heo6xoauMocTh IpOBeIeHUS UCTIBITaHU# JIEKAPCTBEHHEBIX IIPENApaTOB
na/Her

3.2. O6peM mpoBeleHUs UCTIBITaHHI JIEKaPCTBEHHBIX MPENapaToB (C yKa3aHHEM
nokasarenei)

3.3. Ilepnogu4HOCTH IPOBEAECHUSA HCIIBITAHMIMA

3.4. Bo3moxkHOCTH BBOZ2 B 060pOT CepuH (IapTHH) JIEKAPCTBEHHOTO IIperapara
10 OKOHYaHUS UCIIBITaHUM (C yKa3aHUeM ToKaszaTeliel IIpH HEOOXOMHUMOCTH)

4. O6muit BEIBOJ 1O pe3yJbTaTaM 3aceaHus (3aKII0UeHHE):

obpanienue B Poccuiickoit @eneparmu cepun (IIapTHH) JIEKApCTBEHHOTO IIpenapara B
yIaKoBKe, MpeAHa3sHauYeHHOW Jisi oOpameHus Ha TEPPUTOPHUH HHOCTPAHHBIX
rocyZapcTB, B OTHOHICHHH KOTOPOIO MEXBEIOMCTBEHHOM KOMMCCHEH YCTaHOBJICHA
nedeKTypa WA PHCK €€ BO3HHKHOBEHHS B CBA3H C BBEJCHHEM B OTHOIICHHH
Poccuiickoii @epepanuyt OrpaHUYUTENIBHBIX MEp 3KOHOMHYECKOrOo Xapakrepa

(BO3MOXHO HJIH HEBO3MOXKHO)

JIMCTBI TOJIOCOBaHHSA 4JIEHOB Me)KBeIIOMCTBeHHOﬁ KOMHCCHH IIpHJIArarOTCs Ha
JINCTax.

IpeaccaaTciib KOMUCCHHA

(momxHocTh)  (paMuIKs, MM, OTYECTBO (NpH HAIMYKK)  (TIOAIKCH)

3aMECTHUTECID MIpeaceaaTelIsi KOMHCCUH

(nomxHOCTE)  (pamMmIus, MMs, OTUECTBO (IIpH HAMUIUK)  (TIOATIUCH)

OTBETCTBCHHbBIN CCKpETaphb

(momkHOCTB)  (haMUIHS, HMS, OTUECTBO (IIpH HATMYMM)  (TIOATIKCD)



