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O BHeceHHH H3MeHeHHi B NpHKa3 MHuHHcTepcTBa 3ipaBooxpanenns Poccniickoii
®enepanun ot 17 mapra 2025 r. Ne 1281

B COOTBETCTBHM C IIyHKTOM 2 OCOOEHHOCTEH BHECEHHs U3MEHEHUH B NOKYMEHTHI,
COZIEPXKAIlMeCs B PETUCTPALIMOHHOM JOChe Ha 3apeTrHMCTPHUPOBAHHBIN JIEKAPCTBEHHBIH
mpemapar Ui MEAWIMHCKOTO MPUMEHEHHs, B ciydae Je(eKTypsl WM pHCKa
BO3HHKHOBEHHS Je(eKTyphl JIEKQpCTBEHHBIX IIPENapaToB B CBA3W C BBEJICHUEM
B oTHomeHMH Poccuiickoii Denepanu OrpaHMYUTEIBHBIX MEp SKOHOMHYECKOI'O
XapakTepa, yTBEpP)KACHHbIX mNocraHoBleHneM IIpaBmTenscTBa Poccmiickoit Denepanuu
oT 23 mapra 2022 r. Ne 440, mysxramu 2, 22, 23 u 35 ocobeHHOCTed oOpamieHus
JIEKapCTBEHHBIX CPEACTB IS MEAULIMHCKOTO IPUMEHEHHS B CIIydae NeQeKTyphI UK PHCKa
BO3HMKHOBEHHS JAe(eKTyphl JIeKapCTBEHHBIX IIpENapaToB B CBA3HM C BBeICHHEM
B oTHomeHnH Poccuiickoii Pepepanyiyi OrpaHUYUTENBHBIX MEP 3KOHOMHYECKOTO
XapakTepa, yTBEpXKIEHHbIX mnocraHoBieHueM IIpaButensctBa Poccmiickoit ®enepannu
oT 5 anpens 2022 r. Ne 593, u mynktoM 1 mocranoBnenus IIpaButenscrBa Poccuiickoit
®epeparmu ot 30 nexabps 2025 r. Ne 2219 «O BHeceHMH H3MEHEHHUS B IIOCTaHOBJICHHE
IIpasurenscta Poccuiickoii @epeparmu ot 5 anpens 2022 1. Ne 593» npu ka3 b Balo:

VTBepAUTh MpHUiaraeMble H3MEHEeHHs, KOTOpble BHOCATCA B IpHKa3 MHHHCTEpCTBA
3paBooxpanenus Poccuiickoit @eneparyu ot 17 Mapta 2025 . Ne 1280 «O6 yTBEepXACHUH
[TonoxxeHUs 0 MEXBEJOMCTBEHHOM KOMHCCHH 10 ONMpPEAENeHUI0 JedeKTyphl MM PHCKa
BO3SHUKHOBEHHS Je(deKTypbl JIeKapCTBEHHBIX IIpENaparoB B CBA3M C BBEJCHHEM
B oOTHOmEHMHM Poccuiickoii ®enepannd OrpaHUYUTENBHBIX MEpP 3KOHOMHYECKOTO
xapakTepa ¥ (oOpM 3aKIOYEHMH yKa3aHHOH  MEXBEJIOMCTBEHHOW  KOMHCCHH
06 ompeneneHur AeeKTYpH WIH DHCKa BO3HHKHOBEHMS NEQEKTYphbl JIEKapCTBEHHBIX
npenapatoB i MEOULUHCKOTO NPHMEHEHHs C YyKa3aHWeM HaWMeHOBaHWH
(Me>XTyHapOIHBIX HEMATEHTOBAHHBIX, HIX XMMHIECKHX, MM IPYIITHPOBOYHBIX), UX GOpPM,
JI03UPOBOK, HAJHUYHS TEPAIEBTHIECKUX aHAJIOTOB, TpeOyeMbIX 06bEMOB IJisl LieTiel BBO3a
B Poccuiickyro Denepalldio U B HHBIX CIly4dasx oOpallleHHs JIEKApCTBEHHBIX IMpenaparos,
0 BO3MOXXHOCTH (HEBO3MOXHOCTH) BBEIIa4H pa3pellieHHs] Ha BpeMEHHOe obpallleHHe cepuu
(mapTuM) JEKapCTBEHHOrO IpemapaTta, He 3aperhcTpupoBaHHoro B Poccuiickoi
denepanyy, HMMEOIIEro 3aperucTpupoBaHHele B Poccuiickod Penepauuu aHAIOTH
0 MEXAyHapOOJHOMY  HEMaTeHTOBAHHOMY  HAaWMEHOBaHMIO W Pa3pelIeHHOIOo




Ui MEIUIUHCKOTO INpPHUMEHEHWs Ha TEPPHUTOPHMM HMHOCTPAaHHBIX TIOCYJIapCTB
YIOJIHOMOYEHHBIMH  OpraHaMM  COOTBETCTBYIOIIMX  HMHOCTPAHHBIX  TOCYAApCTB,
¥ 0 BO3MOXXHOCTHU (HEBO3MOXXHOCTH) ITEPEBO3KH, pealu3alliy, epeaadd U 10 OKOHYAHHS
CpOKa FOJJTHOCTU XpaHEHUs, OTIIyCcKa, PO3HUYHOM TOProBiIu (B TOM YHCJIE HUCTAHI[HOHHBIM
criocoO6oM), IpUMEHEHH 3aperucTpUpOBaHHBIX B Poccuiickoit denepaninu 1eKapCTBEHHBIX
IIpernapaToB B yIaKOBKaxX, IIpeAHa3HAaYeHHBIX I oOOpalieHus B HWHOCTPAHHBIX
rocyapcTBax» (3aperucTpupoBaH MuHuctepcTBoM roctuiu Poccuiickoit ®enepanyu
4 anpens 2025 r, peructpanuoHHbIH Ne 81746).

Munuctp M.A. Myparmiko




YTBEPX/IEHBI
npuka3oM MUHNCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoii denepanuu

ot «/3 » @_g@&__ 2026 1. Ne Z[(Z

N3MeHeHnHusi, KOTOPbie BHOCATCS B IpUKa3 MuHHCTEPCTBA 3APaBOOXPAHEHHSA
Poccuiickoii @epepanun ot 17 mapra 2025 r. Ne 1281 «O06 yrBepKkaeHHH
IHonoxeHus 0 MEKBEAOMCTBEHHOH KOMHCCHH 110 ONIPeae/IeHHIO e eKTyphI
WJIH PHCKA BO3HHKHOBeHHH e eKTypbl JeKAPCTBEHHbIX NPENAPATOB B CBA3H
¢ BBeJleHHeM B oTHOmeHHH Poccniickoi Pegepanun orpaHA4YUTEIbHBIX Mep
IKOHOMHYECKOr0 XapaKrepa H (popM 3aKJII04YeHHH YKA3aHHOH MEKBeJOMCTBEHHOI
KOMHCCHH 00 onpe/ejieHHH JedeKTyphl HJIM PACKA BOSHAKHOBEHHS! JeeKTyphI
JIeKAPCTBEHHBIX NPENapaToB /1Ji MEAUIHHCKOr0 NIPHMEHEHHS ¢ YKa3aHHEM
HAMMEHOBAHHNH (MEKIYHAPOAHBIX HEMATCHTOBAHHBIX, HJIH XHMHYECKHX,

HJIM TPYNIIHPOBOYHBIX), HX (pOpPM, J03HPOBOK, HAJIHYHS TepaneBTHYeCKHX
aHAJIOIOB, Tpe0yemMbIX 00beMOB AJis Hesiell BBo3a B Poccniickyio @egepanuio
4 B HHBIX CJIy4asix 00palieHus JIeKapCTBEHHbIX NPenapaToB, 0 BO3MOKHOCTH
(HeBO3MO’KHOCTH) BBIAAYH pa3pelieHUs1 HA BpeMeHHoe o0paleHHe cepun (MapTHH)
JIEKAPCTBEHHOI0 Npenaparta, He 3aperucTpupoBannoro B Poccniickoii @egepannu,

HMeIolIero 3aperucrpupoBannbie B Poccuiickoi @enepanun aHaa0ra '
Mo MEXIYHAPOJHOMY HENIATEHTOBAHHOMY HAMMEHOBAHHIO H Pa3pelieHHOro
AJIS MeJHIIHHCKOr0 MPHMEHEHHS HA TEPPHTOPHH HHOCTPAHHBIX FOCYyAapcTB
YIOJJHOMOYE€HHbIMH OPraHAMH COOTBETCTBYIOIIMX HHOCTPAHHBIX IOCYA3pCTB,
H 0 BO3MOKHOCTH (HEBO3MOKHOCTH) IEPEBO3KH, peaju3allui, epeiadu
H 10 OKOHYAHHS CPOKA FOAHOCTH XpaHeHHsl, OTIYCKA, PO3HHUYHOH TOProBJIH
(B TOM 4HcJie AHCTAHIIHOHHBIM CIOCOO0M), MPUMEHEHHS 3aPEerHCTPHPOBAHHBIX
B Poccuiickoit @egepanuu JieKapCTBEHHBIX IPENapaToB B yIAKOBKaX,
NpeaHA3HAYECHHBIX /i 00palieHAs] B HHOCTPAHHBIX FOCYyapcTBAaX»

1. ITyskT 1 momonHUTE ab3ameM CIEAYIOIIero CoIepIKaHms:

«popMy  3aKIIOYEHHS  MEXBEIOMCTBEHHOH = KOMHCCHHM O  BO3MOXXHOCTH
(HEeBO3MOXXHOCTH) TIEPEBO3KH, pealH3ally, Iepejaud U A0 OKOHYaHHs CPOKa TOJHOCTH
XpaHEeHHs], OTIyCKa, PO3HUYHOW TOProBIH (B TOM YHCII€ AUCTAHIIMOHHBEIM CHOCOOOM),
IPUMEHEHUsI 3aperucTpupoBaHHBIX B Poccuiickoit ®@exepanuu JieKapCTBEHHBIX
IpernaparoB B yNaKOBKaX, IpeJHa3HAUYE€HHBIX Mg OOpalleHHs B HWHOCTPAHHBIX
roCylapCcTBax, COMIACHO NMPMWIOXKEHUIO Ne 5 K HacToslleMy IIpUKa3y.».

2. ITyHKT 2 OONOJIHUTH CIIOBaMH «, ab3ara mectoro myHkTa 1 HacTosmiero npukasa,
noxnynkTa 2! mynkra 4, moamyskra 2! myHkra 9, mommynkra 5 myskra 12 (B dacTH
npuioxxeHus Ne 5 K HacrosmeMy Hipukasy ), ab3ana BToporo myHkTa 18 (B wacTu moamyHkra
2! mynxra 4 Ionoxenus) u a63ana nepsoro myHkTa 19 Ionoxenus (B 4aCTH NPHUIOKEHHS
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Ne 5 k HacTosmeMy nprKa3y ¥ noanyHkTa 2! nmynkra 4 I1onoxeHus), KOTOPhIE AEHCTBYIOT
10 31 nexabps 2027 r.».

3.B npunoxennd Ne 1 k npuxasy MuHMCTepcTBa 37paBooxpaHeHus Poccuiickoit
Oepeparun ot 17 wmapra 2025 r. Ne 128 «O06 ytBepxaenun IlomoxxeHus
0 MEXXBEJIOMCTBEHHOM KOMUCCHH TI0 OIpeie]IeHHIO0 AeeKTyphl WK prCcKa BOSHUKHOBEHHUS
IeheKTyphl JIeKapCTBEHHBIX MPENapaToB B CBA3H C BBEJICHUEM B OTHOLIEHHH Poccuiickoit
denrepaliii OTPaHHYUTEIBFHBIX MEp HKOHOMHYECKOTo Xapakrepa M (opM 3aKiIrOYeHHH
yKa3aHHOW MEXBEIOMCTBEHHOIW KoMmuccuu o0 ompeneneHuH JAedeKTypbl WM pPHCKa
BO3HMKHOBEHHUS JIe(heKTYPHI JIEKapCTBEHHBIX MPENapaToB AJI1 MEIULIUHCKOTO IPUMEHEHHUS
C yKa3aHHeM HaWMEHOBaHHH (MEXIYHapOAHBIX HEMAaTCHTOBAHHBIX, WM XUMUYECKUX,
WIM TPYNIHPOBOYHEIX), HX (OpM, JO3HPOBOK, HAJWYHs TEPANEBTHYECKAX aHAIOIOB,
TpeOyeMbIX 00beMOB s Heleil BBo3a B Poccuiickyio Pefepalidio M B MHBIX CIydasx
obpallleHus JIEKapCTBEHHBIX IpenaparoB, O BO3MOXXHOCTH (HEBO3MOXXHOCTH) BBIAAa4H
paspelieHus Ha BpeMEHHOe ofpalleHue cepud (IMapTHHM) JIEKapCTBEHHOIO IIpernaparta,
He 3apeructpupoBaHHoro B Poccuiickoii ®@enepanuu, UMEIOLIETO 3aperuCTPUPOBaHHBIE
B Poccuiickoii @epmepali aHAIOIM 10 MEXIYHAPOAHOMY HENATEHTOBAHHOMY
HaUMEHOBAHUIO M DAa3pelIeHHOro i MEAWLMHCKOTO IIPHMEHEHUS Ha TEPPUTOPUH
HHOCTPAHHBIX  TOCYJapCTB  YNOJIHOMOYEHHBIMHM  OpraHaMHM  COOTBETCTBYIOIIUX
MHOCTPaHHBIX FOCYApCTB, U O BO3MOXHOCTH (HEBO3MOXXHOCTH) IIEPEBO3KH, pealu3allly,
nepeAavyd W 10 OKOHYAHMS CpOKa FOAHOCTH XpaHEHWs, OTIyCKa, PO3HUYHON TOProOBIU
(B TOM uMCcIe [MCTaHIMOHHEIM CIHOCOGOM), IIPEMEHEHHs 3aperdCTPHPOBAHHBIX
B Poccniickoil @ezepalivuil JieKapCTBEHHBIX IIPENApAaTOB B YIIAKOBKAaX, NpeaHa3HaYEeHHBIX
IUIs OOpallleHHs] B HHOCTPAaHHBIX TOCYAapCTBAXy:

a) MyHKT 4 IONONHHUTE noAnyHkToM 2! ciemyromero co,uepxcaHmI

«2) 0 BO3MOXHOCTH (HEBO3MOXXHOCTH) IIE€PEBO3KH, pealu3alliy, Iepenadn
U 70 OKOHYaHHS CPOKa FOJJHOCTH XPaHEHUs, OTILyCKa, PO3HUYHOMN TOPTOBIH (B TOM YHCIIE
JUCTAHITUOHHBIM  CHOCOOOM), TIPHUMEHEHHMSI 3aperucTpupoBaHHBIX B Poccuiickoil
deepanyy IEKAPCTBEHHEIX MIPENAPATOB B YIIAKOBKAX, MPEAHA3HAYEHHBIX I 0OpaIieHus
B MHOCTPaHHBIX I'OCY1apCTBaX;»;

6) MyHKT 9 JOMONHKTE IOAMYHKTOM 2! CIIeyIOmEro conepKaHus:

«2') paccMOTpeHrE M OLIEHKY OOKYMEHTOB, HANpaBIeHHHIX B Munsmpas Poccum
C LIEJTBIO BBIAAYH 3aKIFOUEHHUSI O BO3MOXXHOCTHU (HEBO3MOXXHOCTH ) IEPEBO3KH, pealli3allly,
mepegauyd ¥ 10 OKOHUAaHWS CpOKa FOAHOCTH XpaHEHMs, OTIMyCKa, PO3HUYHON TOPIOBIH
(B TOM 4uHClle JOUCTAaHIMOHHBIM CIOCOOOM), TPHUMEHEHHS 3aperuCTPHpPOBAHHBIX
B Poccuiickoif @eneparum JieKapCTBEHHBIX IIperapaToB B YIaKOBKaX, MpeJHa3HaYEeHHBIX
IUTs1 oOpalleHus B HHOCTPaHHBIX TOCYapCTBax;»;

B) B MOAIYHKTe 5 IMyHKTa 12 cimoBa «B nmpmioxeHusx Ne 2 — 4y 3aMEHUTh CIIOBaMH
«B punoxeHusx NeNo 2, 3 u 5»;

r)B ab3ale BTOPOM ITyHKTa 18 cloBa «MOAIMYHKTaMU 2 U 3» 3aMEHUTh CIIOBaMH
«HOMMyHKTaMu 2 1 2'»;

1) ab3arr mepBbIif MyHKTa 19 U3M0XUTH B CIIeyIOHIeH pelaKiim:

«19. Pemenns MEXBEIOMCTBEHHOMN KOMHCCHH, NPEIyCMOTPEHHBIE
nogmyakTamu 1 — 2! mynkra 4 Hactosmero ITonoxeHus, OGOPMIISIOTCS 3aKIFOYEHUAMU
o opMam, IpeAyCMOTPEeHHBIM IpriioxkeHusIMU NeNe 2, 3 1 5 k HacToSIIEMY IIPUKa3y.».



4. lononHuTs npuitoxxeHruem Ne 5 clieqyroImero coaepKanus:

«IIpunoxenue Ne 5

K Nnpuka3ly MUHHCTEPCTBA 3/IpaBOOXPAHEHUS
Poccuiickoii @enepanuu

ot 17 mapra 2025 r. Ne 128n

®opma

‘ 3aKiroueHe
MEXBEIOMCTBEHHOI KOMHUCCHH TI0 OIPEIEICHHIO ehEKTYPhI
WM pUCKa BO3HUKHOBEHHUS JePEKTYPHI JEKapCTBEHHBIX IperapaToB
B CBSI3M C BBeJIeHHEM B oTHolleHun Poccuiickoii Menepaiiuu
OTPaHUYUTEIBFHBIX MEP SKOHOMHYECKOTO XapaKkTepa O BO3MOXXHOCTH
(HEBO3MOXKHOCTH ) IEPEBO3KH, peaTu3alii, Iepeadd U 10 OKOHUYAHHS
CpOKa I'OJTHOCTH XpaHEeHUs, OTITyCKa, pPO3HUYHOM TOPIOBIIH (B TOM
YHCJIe JUCTAHIITMOHHBIM CIIOCOOOM), IPUMEHEHUS 3aperuCTPUPOBAHHBIX
B Poccuiickoii @enepanyn IeKapCTBEHHBIX IIPENAPATOB B YIIAKOBKAX,
IpeJHa3Ha4eHHbIX Ui o0palleHus: B MTHOCTPAHHBIX I'OCYyIapCcTBax

Ne

(mara)

1.  Csenmenuss o0 JIeKapCTBEHHOM npenapare JUis MEMIUHCKOTO NPHUMEHEHHS
(manee — JeKapCTBEHHBIH npenapaT)

1.1. HanmeHOBaHue JIeKapCTBEHHOTO TpeapaTa MeXXayHapOaHOE HETTATEHTOBAHHOE MITH
XUMUYECKOe, WU TPYIIUPOBOYHOES HAMMEHOBAaHHE

TOProBOC HAUMCHOBAHHUC

1.2. ®opMa BeImycKa (JleKapcTBeHHas pOPMa, TO3UPOBKa)

1.3. CoctaB nexapcTBeHHOro Ipenapara (epedeHsb JelCTBYIOINX U BCIOMOraTelbHbBIX
BEIIECTB, C YKa3aHHEM KOJIHIECTBa KXKIOT0 U3 HUX)

1.4. 3asBuTens (fopuauvecKkoe JUIO, AeUCTBYyolee B COOCTBEHHBIX HHTEpecax WU
YIOJIHOMOYEHHOE IIPEeACTABIATh HHTEPECH! APYTOro IOPUANIECKOTO JTHIIA)

1.5. IIponsBoguTens  JIEKapCTBEHHOro  IpemapaTta  (HaMMEHOBaHHMe,  ajpeca
BCEX MPOU3BOJCTBEHHBIX IUIOMAA0K C YKa3aHHEM CTauil IPOU3BOJICTBA)

1.6. PexBusuThl cepuu (MApTUM), B TOM YHUCIIE KOJIMYECTBO JIEKAPCTBEHHOIO Hpenapara
KaXJI0i cepuu (MapTUu)



1.7. CBenenuss o 3apeructpupoBaHHoM B Pocculickort denepanuu JIeKapCTBEHHOM
pernapare

Toprosoe, MeXAyHapOIHOE HENATEHTOBAHHOE, UIIM XUMUYECKOE, MIIH I'PYNIIHPOBOYHOE
HaMEHOBaHUE

Bnagenenm (mepXkarenb) perdMCTPalMOHHOTO YOOCTOBEPEHHS, HOMEp H JaTa
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS

1.8. ITporHo3upyeMelii 06beM MOTPeOIEHUS JIEKAPCTBEHHOTO IpENapaTa NpeBBIIAeT
IpOrHO3UpyeMble O0OBEMBI €ro BBO3a WIIM Ipou3BoAcTBa B Poccuiickoit deneparuu

na/Her;

1.9. JlekapcTBeHHBI mpemnapaT BXOOUT B IIE€PEUEHb JIEKAPCTBEHHBIX IIpenapaToB,
KOTOpBI pa3Melnaercs Ha o¢uUIUaNbHOM caiite MuHHCTEpCTBa 3IpaBOOXpPaHEHHS
Poccuiickoit @enepanuu B HHPOpMALIMOHHO-TEIEKOMMYHHUKAITHOHHON ceTn «HTEpHET»
Ha I[OpTajleé II0 BEIEHUI0O TIOCYJAapCTBEHHOI'O peecTpa JIeKapCTBEHHBIX CPEACTB
I MeIUIMHCKOro mpuMeHeHus'! B pasgene «KypHam» I  aBTOPH30BaHHBIX
MOJIL30BaTENIEH na/Her;

1.10.B OTHOIIEHWM  JICKAPCTBEHHOTO  Ipernapara  BBIAAHO  3aKIIOYCHHE
Me)XXBEJJOMCTBEHHOI KOMHCCHH MO ONpeJieleHuIo NedeKTyphl Wil PUCKa BOSHUKHOBEHHS
nedeKTyphl IeKapCTBEHHBIX IIPENapaToB B CBA3M C BBEJCHHEM B OTHOIIEHHH Poccuiickoii
Qenepali OrpaHUYMTENBHBIX Mep SKOHOMHYECKOIO Xapakrepa 00 omnpeneineHuu
nepexTypbl MWIM pUCKa BO3HUKHOBEHHS JAe(EeKTYphl JIEKQpCTBEHHBIX IMPEIapaToB
Uil MEJUIMHCKOTO INPHMEHEHHs C YKa3aHHEeM HauMEHOBaHMHM (MeXITyHapOMHBIX
HETIaTeHTOBAaHHBIX, WM XUMHYECKUX, WM TIPyNIHMPOBOYHBIX), UX (OpPM, ITO3HPOBOK,
HaJIMYusl TepaleBTHUYEeCKUX aHaJoroB, TpeOyeMbIX OOBEMOB [UIS Iejleil BBO3a
B Poccuiickyro @enepaiyio ¥ B HHBIX CIydasx oOpallleHHs JIEKapCTBEHHBIX MpeapaToB,
IPYMEHMMOE B OTHOIIEHHM BO3MOXHOCTH IIEPEBO3KH, peEalU3alliy, Hepeaadn
U 10 OKOHYaHUsI CPOKA TOMHOCTH XPaHEHUs, OTIyCKa, PO3HUYHON TOProBiIH (B TOM YUCIIE
IUCTaHIIMOHHBIM CcToco00M) (Hanee COOTBETCTBEHHO — MEXBEIOMCTBEHHAS KOMMCCHS,
ofpamieHne), TpUMEHeHWs  cepud  (MApPTHH)  JIEKAPCTBEHHOTO  IIperapara,
3aperucTpupoBanHoro B Poccuiickoit ®enepauvu, B yIakoBKe, MNpedHa3HAYEHHOM
I oOpallleHHMsi B MHOCTPAHHBIX TOCYJapcTBaX, B COOTBETCTBHHM C IOCTAHOBICHHEM
IIpaButenscTBa Poccuiickoit Menepanyum ot 5 anpens 2022 r. Ne 593 «O6 ocobeHHOCTIX
oOpareHus JIeKapCTBEHHBIX CpeACTB hiw MEJIUIIUHCKOTO MPUMEHEHUS
B Cilydae Ae(eKTyphl WM pucka BO3HUKHOBEHHS Ne(DEKTYPHI JeKapCTBEHHEBIX MIPENapaToB
B CBA3UC BBeICHHEM B OTHOIIEHWM Poccuiickod @enepald OrpaHUYUTENBHBEIX Mep
SKOHOMHYECKOT'O XapaKTepay na/HeT.

2. OueHKa coaep)kaHusi, JOCTaATOYHOCTU JOKYMEHTOB U BBIBOJIBI IO NPEACTABICHHBIM
Ha pacCMOTpEeHHE JOKYMEHTaM JUIs OllpeieNieHus: BO3MOXHOCTH oOpamenus B Poccuiickoit

! Cratbs 33 ®epepansroro 3akona ot 12 anpeins 2010 r. Ne 61-03 «O6 opalienyy 1eKapCTBEHHBIX CPEICTBY.



5

denepanuu cepur (MIApTUH) JEKAPCTBEHHOI'O IIpeniapaTa B yIakoBKe, IIpeAHa3HauYe€HHOM
I oOpallieHns: B HHOCTPaHHBIX TOCYAapCcTBaXx.

2.1. O0muit  pasmen  (M3NMararoTCS  OCHOBHBIE  IIOJIOKEHUS  IPEICTaBICHHOMN
JIOKYMEHTAITIH )

2.2. CrieuyaJIu3UpOBaHHEIN pa3zen

OlrleHKa JOCTATOYHOCTH JOKyMEHTa, yCTaHaBIMBAloLIero TpeOoBaHUS K KOHTPOIIO
KayecTBa JIEKAPCTBEHHOTO Tpemapara (coaepkalero cneuu(uKaluio W ONHCAHHUE
AQHAJTUTHYECKUX METOIUK W UCIBITAHWUN WIM CCHUIKYA Ha HUX, a TaKK€ COOTBETCTBYIOIIME
KPUTEpUH TNPHEMJIEMOCTH JUIS YyKa3aHHBIX IIOKa3zaTellell KadecTBa), ONOOPEHHOTO
VIIOJIHOMOYEHHBIM OpPIraHOM CTpaHBI-TIPOU3BOJUTENS U (WIM) CTpaHBl - BIaJenbLa
(mepxatens)  perMCTPAallMOHHOTO  YAOCTOBEPEHHS  JIEKApCTBEHHOIo  IIpemapara

OmeHka [JOCTATOYHOCTM KpAaTKOH XapaKTEPUCTHKH CHCTEMBI (apMaKkoHaa30pa
BJIaJIENbLIA (JIepiKaTess) PETUCTPALMOHHOIO YIOCTOBEpEHHS JIEKapCTBEHHOTO IIpernapara

OI_ICHKa IJiaHa  YIIpaBJICHUSA pI/ICKaMI/I JJIA OHOJIOTHYECKOTO JICKAPpCTBCHHOI'O
IIPUMCHCHHS

3. Kourpoinp xavecTsa.
3.1. Heo6xoauMoCTs  OpOBEAEHUS  WCIOBITAHWI  JIEKapCTBEHHBIX  IIpPEIapaToB
oa/Her . ,
3.2. O0beM mnpoBedeHUS WCIBITAHUN II€KapCTBEHHBIX IIpenapaToB (C yKa3aHHEM
II0Ka3aTelei)

3.3. Ileprogu9HOCTH IPOBEACHUS] HCIIBITAHUH

3.4. Bo3aMOXXHOCTH BBOJa B OOOpOT cepud (MApTUHU) JIEKAPCTBEHHOIO IIpemapara
JI0 OKOHYAHHS MCIIBITaHUH (C yKa3aHHeM IoKa3zarteseil pyu HeoOXOIUMOCTH )

4. OO0l BEIBOJ IO pe3yJIbTaTaM 3acefaHus (3aKiI0ueHue):
obpamenne B Poccuiickoii ®Denepaunu cepuu (IapTHH) JIEKapCTBEHHOI'O Iperiapara
B YIIAaKOBKe, IIpefHA3HAYEHHOW Juii oOpaumieHuss B HMHOCTPAHHBIX TOCYJapCTBax,
B OTHOIIEHHH KOTOPOTO MEXBEJIOMCTBEHHOH KOMHCCHEH YCTaHOBJIE€Ha Je(eKTypa
WA PHCK €€ BOZHUKHOBEHHS B CBSA3U C BBeJleHHEM B oTHoeHnH Poccuiickoii ®eneparum
OTPaHHUYUTENBHBIX Mep SKOHOMUYECKOTO XapakTrepa

(BO3MOYHO HJTK HEBO3MOKHO)

JIucThl TOJIOCOBaHHS HICHOB Me)I(BeIIOMCTBeHHOﬁ KOMHCCHUH IIpHJIararOTcCs
Ha JIUCTAax.



npeaccaarciib MEXBEIOMCTBEHHOM KOMUCCHH

(momxHOCTD) ((haMumms, UM, OTIECTBO (MPH HAIUYIUH ) (TIOIIIUCEH)

3aMCCTHUTECIb IIPEACCAATEIIA MEXBEJOMCTBEHHOH KOMHCCHH

(momxHOCTB) (pamuiius, UM, OTYECTBO (IIPH HATMYHH) (ITOATIHCH)

OTBETCTBEHHBIH CECKpETaph

(momxHOCTB) (paMuiHs, UMS, OT4ECTBO (MTPH HATUIHHK) (TTOIITUCE )».



