[Lnan cemunapa
«CucreMa rocyapCTBEHHOM perucTpanuu (HapMakoIOTUIECKHX JIEKapCTBEHHBIX MPEnapaToB
JUJIS1 BETEPUHAPHOTO MPUMEHECHUS
Ha Tepputropun Poccuiickoit @enepannmn

Bpemsa Tema ®opma Komn-Bo
TIPOBEJICHNUS 3aHATUN 4acoB
[IpaBoBBIE aCIEKTHI TOCYAAPCTBEHHOM PETUCTPALIMH JIEKAPCTBEHHBIX JIEKLIUS 4

CpPEICTB I BETEpUHAPHOI'0 IPUMEHEHUS, [IOATBEPKICHUS
JIEKapCTBEHHBIX CPEACTB IJIs1 BETEPUHAPHOIO IPUMEHEHHNS], BHECCHUS
WU3MEHEHUH B JJOKYMEHTBI, COJIEPKAIIMECS B PETUCTPALUOHHOM JI0ChE
Ha 3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar AJisl BETEpUHAPHOTO
NIPUMEHEHUS.

ITonaua 3asBiIeHUS U PETUCTPALUOHHOTO 10CHE C LENbIO
rOCYIapCTBEHHOW PEruCTPALUU JIEKAPCTBEHHBIX CPEICTB JJIs
BETEPUHAPHOTO IPUMEHEHUS, IIOATBEPKICHUS JICKAPCTBEHHBIX CPEICTB
JUI BETEPUHAPHOTO IPUMEHEHHUSI, BHECEHUS U3MEHEHUMN B IOKYMEHTBHI,
COZIepIKAIIMECS B PETUCTPALIMOHHOM JI0ChE Ha 3apErUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar JJisi BETEPUHAPHOIO IPUMEHEHHUS.
OcHoBaHusI JUIsl OTKa3a B FOCYAapCTBEHHOM perucTpanuu

10.00-11.30 JICKapCTBEHHBIX CPEJICTB U1 BETEpUHAPHOI'0 IPUMEHCHHUS,

11.45-13.15 | mOATBEPKACHHUHM JIEKAPCTBEHHBIX CPEJICTB JIUIl BETEPUHAPHOTO
MPUMEHEHHU S, BHECEHUN U3MEHEHUN B IOKYMEHTBI, COAECPKALIUECS B
PEruCTPALIMOHHOM JIOChE HA 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar Ijisd BETEpUHApHOT O IPUMEHEHUS.

[TpaBoBbI€ acTeKThl BKIIOUEHUS (papMalleBTUYECKOM cyOcTaHIuy,
IIPOU3BEICHHOM I pealu3allii, B TOCYAapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJICTB U BHECEHUS! U3MEHEHUH B JIOKYMEHTHI Ha
(dapMaleBTHYECKYIO CyOCTaHIUIO, TPOU3BECHHYIO JUIsS pean3alii U
BKJIFOYEHHYIO B TOCYIAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEJICTB.
Ilomaua 3asBiaeHUS U JOKYMEHTOB C LIEIBIO BKIIFOUEHUS
dbapmareBTUUeCKON CyOCTaHITUH, POU3BEACHHON SISl peau3aliiu, B
rOCYJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEACTB, 4 TaK K€ BHECCHUS
M3MEHEHUH B JOKYMEHTHI Ha (papMalleBTUYECKYI0 CYOCTaHIIUIO,
IIPOU3BEICHHYIO Ul pealu3alyy U BKIOUYEHHYIO B TOCYAapCTBEHHBIN
peecTp JIeKapCTBEHHBIX CPEACTB.

14.00-15.30 IIpaBuna  mpoBeleHMs — KIMHUYECKMX  WCCIICNOBAHMM W W3Yy4YeHMs | CEMHHap 4
1545-17.15 | GHOPKBHBAJICHTHOCTH BETEPHHAPHBIX JIGKAPCTBEHHBIX mperapartoB (PD)
10.00-11.30 IIpaBuna mnpoBeneHUS NOKIMHUYECKUX HCCIIECIOBAHUN BETEPUHAPHBIX CEMUHAp 4

11451315 | nekapcTBeHHBIX penapatos (PD)

ITopsimok MHCIEKTMPOBAaHUS MPOM3BOJUTENEH JIEKAPCTBEHHBIX CPEICTB UL |  JIEKIWs 2
BETEPUHAPHOTO IPUMEHEHUS] HAa COOTBETCTBUE TPEOOBAHMSAM HAJUICXKAIIEH
MPOW3BOJICTBEHHOMN MPAKTUKH, ITPOU3BOACTBO KOTOPBIX OCYLIECTBIISETCS 3a
npenenamu Poccuiickoit eneparyn

14.00-15.30




