IMPABUTEJIbCTBO POCCUMCKON ®EJIEPAIIIN
IIOCTAHOBJIEHHME

ot 25 centabps 2017 r. Ne 1159

MOCKBA

O BHecenun usmeHenuii B [lonoxkenue
o MununcrtepcrBe 3apaBooxpaneHusi Poccuiickoii ®enepanuu

[IpaButensctBO Poccuiickoi denepalluu MO CTAHOBJA A E T :

1. YTBepouTs  mpuiaraéMble  U3MEHEHMUs,  KOTOpble  BHOCSTCA
B Ilonoxenne o MuHucTepcTBe 3ApaBooxpaHeHust Pocculickoit ®enepauny,
yTBEpXKIEeHHOe mocTtaHoBileHUeM IIpaBurennctBa Poccuiickoil ®Penepauuu
or 19 urons 2012 r. Ne 608 "O6 yreepxknenuu Ilonoxenus o MuHuctepcTse
3npaBooxpaneHus Poccuiickoit ®Denepaunn” (CoOpaHue 3aKoHOIATENbCTBA
Poccuiickoit @eneparmm, 2012, Ne 26, ct. 3526; 2015, Ne 23, c1. 3333).

2. Peanuzauus MIOJTHOMOYHH, MpeyCMOTPEHHBIX HACTOSLIUM
[IOCTaHOBJIEHHUEM, OCYLLECTBIISAETCA B npenenax YCTaHOBJICHHOMU
[IpaButensctBoM  Poccmiickoit  ®enepauuu  NpeAcNbHOM  YHMCIEHHOCTH
paboTHUkOB MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickont  Denepanuy,
aTaKkxke OIOJKETHbIX aCCUTHOBAHHWW, MpPENyCMOTPEHHBIX MUHUCTEPCTBY
B ¢denepaspHOM OrO/KeTe Ha PYKOBOJACTBO U YIpaBieHHe B cdepe
yCTaHOBJICHHBIX (DYHKIUH.

J.Mensenen
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YTBEPX/IEHBI

noctaHoByieHueM [ IpaButenncTBa
Poccutickoit @enepanuu
ot 25 centa6ps 2017 r. Ne 1159

NU3IMEHEHMAA,

koTopble BHOcATcH B Ilosio:kenne o Munucreperse
3apaBooxpaHenus Poccuiickoil @enepauunu

1. JononHUTh NOAMYHKTaMH 5.5.23'-5523° CIIeAYIOILErO COAECPKaAHUS:

"5.5.23". peructpanmio 1eKapcTBEHHBIX CPEACTB, NPEeAHA3HAYCHHBIX IS
oOpallieHUs Ha 00IIeM phIHKe JIEKAPCTBEHHBIX CPeACTB B pamkax EBpazuiickoro
PKOHOMHYECKOT0 CO03a, B COOTBeTCTBUM ¢ llpaBumamm perucrtpaiuu
M OKCHEPTH3bl JIEKapCTBEHHBIX CpPEINCTB JUIsl MEIULHMHCKOIO TPHUMEHEHUS,
yTBepxAeHHbIMU pelienrem Coera EBpa3uiickoil 3KOHOMHUYECKOH KOMHCCHH
or 3 HosiOps 2016r. No78 "O [lpaBunax peructpalldid ¥ O3KCIEPTHU3BI
JI€KapCTBEHHBIX CPEJCTB JIsI MEAULIMHCKOrO MPUMEHEHUS";

5.5.23% yTBEepXKACHUE  OOIIedl  XapaKTepUCTUKH  JICKAPCTBEHHOIO
npenapara, MHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHUIO (JIMCTKA-BKJIAbIINA),
HOPMAaTHUBHOIO JIOKYMEHTa [0 KauecTBY, MaKeTOB YIaKOBOK, COIJIaCOBaHHUC
njaHa yOpaBjeHUS PUCKaMM IIPU NPUMEHEHUM JIEKapCTBEHHOIO Iperapara
B paMKaxX perucTpaluu JI€KapCTBEHHBbIX CpEACTB, NpelHa3HAYeHHBIX s
oOpailieHUs Ha OOIeM PBIHKE JIeKapCTBEHHBIX CPe/ICTB B pamkax EBpasuiickoro
SKOHOMHUYECKOTO COH033;

5.5.23°. B3aUMOZIEHCTBHE C YIIONHOMOYEHHEIMH OpTaHAMH rocyJ1apctB -
yieHOB EBpa3uiickoro 3KOHOMHYECKOro cor3a B cdepe obOpauieHus
JIEKapCTBEHHBIX  CpPEACTB, EBpa3WiiCKOM  3KOHOMHYECKOH  KOMHUCCHEH
M DKCHEPTHBIM KOMHUTETOM IO JIEKapCTBEHHBIM cpeAcTBaM INpu EBpasuiickoit
SKOHOMHYECKONH KOMHCCHMM B paMKaxX perucTpaluu JIEKapCTBEHHBIX CPEJICTB,
npeaHa3HaueHHbBIX /s oOpallleHusi Ha oOlueM pBhIHKe JIEKApCTBEHHBIX CPEICTB
B pamkax EBpa3uiickoro 3KOHOMHMYECKOTO COI03a, U IO HHBIM BOIIPOCaM
oOpallieHUsl JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3uiickoro 3KOHOMHYECKOro
coro3a;".
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2. JIomONHUTH TIOMITYHKTOM 5.5.24' cnesyroruero conepkanus:

"5.5.24'. mpuoctaHoBKY, OT3bIB (oT™MeHny) PErucTpalioOHHOTO
YIOCTOBEPEHHUS], HIM OTPaHHUYEHUE IPUMEHEHUS JIEKapCTBEHHOTO Iiperapara,
WIM BHECEHHE HW3MEHEHMH B pEerucTpalMoOHHOE JO0Che B COOTBETCTBHMH
¢ IlpaBumamu peructpanuum M OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IJis
MEJMLIMHCKOrO IPUMEHEHHUs], yTBepKAeHHbIMH peieHreM CoBera EBpasuiickoit
OKOHOMHUYECKON Komuccuu oT 3 Hos6ps 2016r. Ne78 "O [IlpaBumax
pErMCTpallMd U JKCIIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB UISI MEIULMHCKOIO
npuMmeHeHus";".

3. JlononHuTh NOAMYHKTOM 5.5.26' CIEHYIOLIEro COAEPKAHUA:

"5.5.26'. IpenCTaBlIeHHe B COOTBETCTBHU C [TopsiaxoM ¢opMupoBaHus
U BEIECHUS €IUHOIO PEecTpa 3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB
EBpasuiicKoro 3KOHOMHYECKOIO CO03a, YTBEpXIeHHbIM pemieHHem Coera
EBpasuiickol 5KOHOMHUYECKOH KoMuUccuM OT 3 HosiOps 2016T. Ne 84
"O Ilopsaxax popMHUpOBaHUS U BEJECHHMS €IMHOTO PeecTpa 3aperHCTPUPOBAHHBIX
JIeKapCTBEHHBIX CpeACTB EBpasuiickoro SKOHOMHUYECKOTO coro3a
U MHQOpMALMOHHBIX ©a3 JaHHBIX B cdepe oOpalleHHus JIeKapCTBEHHBIX
cpeacts”, B EBpasuiicKyl0o 3KOHOMHUYECKYI0 KOMHUCCHIO aKTyallbHbIX CBEJEHUM
O JIEKapCTBEHHBIX CPEACTBAx, MNPOLIEAIINX PETrUCTPallMi0 B COOTBETCTBUH
¢ IlpaBunamMu perucTpalid W OSKCHEPTH3bl JIEKAPCTBEHHBIX CPEICTB IS
MEAMLIMHCKOro NPUMEHEHHs], yTBEPKACHHBIMU pelueHrueM CoBera EBpazuiickoii
DKOHOMHYECKOH KomHMccuH oT 3 HosO6ps 2016rt. Ne78 "O I[lpaBuiax
PErMCTPallMd W DKCIEPTU3bl JIEKAPCTBEHHBIX CPEJCTB IS MEIULIMHCKOIO
npuMeHeHus";".

4. IloamyHKT 5.5.28 U3I0XKUTh B CIAEAYIONIEH peaaKiuu:

"5.5.28. BelIa4y B cOOTBETCTBHM ¢ peuieHHeM Kosuteruun EBpaswuiickoit
SKOHOMHYECKOH KoMuccuu oT 21 amnpensa 2015 r. Ne 30 "O mepax HeTapupHOro
pEryiupoBaHus" 3aKOYeHHUs (pa3pelluTeNbHOr0 JOKYMEHTa) Ha BBO3
B Poccuiickyro @enepauuto:

a) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJNICTB, MpeaHa3HAuYeHHEBIX
JU1S1 KCEPTU3BI JIEKAPCTBEHHBIX CPEJICTB,;

0) He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYEHHBIX
JUIsL OCYLECTBIIEHHS] PETUCTPALIMU JIEKAPCTBEHHBIX CPEJICTB;

B) HE3aPErHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpeaHa3HAUEHHBIX
Ul OKa3aHUs MEIMLMHCKOM TOMOIUM MO O KM3HEHHBIM IIOKa3aHHIM
KOHKPETHOTO Mal1eHTa JTU00 OKa3aHUs MEAULMHCKON TTOMOILIU OrpaHHYEHHOMY
KOHTHUHIEHTY MAaLMEHTOB C PEAKON U (MIh) 0cO00 TSKEIOH MaTOIOTHENH;
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I') HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, IpelHa3HauYeHHBIX
ULl TIPEJOTBPALlEHHs]T U (WJIM) YCTpaHEHHWs IOCIEACTBHI Ype3BBIYalHBIX
CUTYyaLluH;

1) KOHKPETHOH MapTUM JIeKapCTBEHHBIX CPEJACTB, IIpeJiHa3HAuYeHHbIX
IU1S1 KIIMHAYECKUX UCCIeAOBaHUM U (MJIM) UCIIBITAaHUK;" .
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