PEILIEHUE
00 OTKa3e B COMIACOBAHUU NPEAEIbHBIX OTIYCKHBIX LIEH POU3BOAUTENEH
Ha JIEKapCTBEHHbIE Npernaparhl, BKIIOUEHHbIE B TIepeueHb KU3HEHHO HEOOXOAUMBIX
Y BOKHEUIIINX JICKAPCTBEHHBIX IIPENIapaToB

B coorBercTBMM ¢ NyHKTamMM 8 M MOAMYHKTOM «B» IyHKTa 19 IlpaBun
rocyaapCTBEHHOM perucrpanuu " NePEPEruCTPaALUU yCTaHaBJIMBAEMbIX
IPOU3BOJUTENSIMU  JIEKAPCTBEHHBIX MPENApaTOB MPEECIbHBIX OTIYCKHBIX II€H Ha
JICKapCTBEHHBIC Tpenaparbl, BKIIOUEHHbIE B TMEPEYCHb >XU3HEHHO HEOOXOAMMBIX U
BOXHEWIINX  JICKAPCTBEHHBIX  IPENApaToB,  YTBEPKIACHHBIX  IOCTAHOBICHHEM
[IpaButenbctBa Poccuiickoit @enepammu ot 29.10.2010 Ne 865 (manee - IlpaBuia),
®denepanbHasi aHTUMOHOMOJbHAS Cy’k0a paccMoTpesa JOKYMEHTHI, MPEICTaBICHHBIE
nucbMoM MunzapaBa Poccun ot 22.08.2016 Ne 20-4-4020723-c, v nipuHsiia pelieHue
00 OTKa3e B COMIACOBAaHWU TMPEACIbHONM OTIMYCKHOW I1I€HBI, 3asBICHHONW Ha
nepepeructpaunio OAO «lanbxumdpapm» (Poccus) Ha cienyroluil JeKapCTBEHHBIN
npenapar, BKJIIOYEHHBIM B TIEpEYeHb JKU3HEHHO HEOOXOIMMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB:

Tuamuns (MHH — TuamuH), pacTtBop il BHYTPUMBIIIEYHOTO BBEACHMS,
50 mr/min, 1 ma - amnoynsl (10) /B KOMIUIEKTE C HOXXOM aMITyJAbHBIM —WJTU
CKapU(pUKaTOPOM, €CJIM HEOOXOUM JIJIsl aMITyJl JAHHOTO TUMa/ - KOPOOKU KapTOHHBIE\, B
pa3zmepe 20,03 py0.

[IpenenbHas OTHyCKHasi II€HA Ha YKa3aHHbBIM JIEKapCTBEHHBIM Ipenapar He
COIIACOBBIBAETCS IO CJIEIYIOIIUM OCHOBAHUSIM.

[Ipu npoBeaenuu skoHOMHYEeckoro aHanuza DOAC Poccuu BBISIBIEHO, 4YTO
3asBJIEHHAs HA IEPEPErucTpalvIo MpeleibHas OTIYCKHas I[ieHa Ha BbIIICYKA3aHHbIN
JIEKApCTBEHHBIM IIpernapar BBIIIE PACCUYUTAHHOM B COOTBETCTBUHU C IIYHKTOM 24
MeTonuku pacuera yCTaHABIMBAEMBIX MPOU3BOJUTEISIMH JIEKAPCTBEHHBIX IMPENapaToB
MpEACNbHBIX OTIMYCKHBIX II€H Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIOYEHHbIE B MEPEUCHb
KU3HEHHO HEOOXOIMMBIX M BaXXKHEHIIMX JIEKAPCTBEHHBIX IMpenaparoB, MpU HX
rOCYJJapCTBEHHOW PErucTpaluy U NEPEPETUCTPALNH, YTBEPKICHHOW IMOCTAaHOBICHUEM
[IpaBurtensctBa Poccuiickoit ®enepanuu ot 15.09.2015 No 979 (manee — Metonuka),
JOIYCTUMOM BEJIMYMHON YBEJIIMYEHUS 3apErMCTPUPOBAHHBIX MPEIECIBbHBIX OTIYCKHBIX
L[EH, YTO MPOTUBOPEUYUT MTyHKTY 23 MeTOoIuKMU.

B CBsA3M C BBINIEH3TI0KEHHBIM, B COOTBETCTBUU C MOJIYHKTOM «B)» ITyHKTa 13
[IpaBun mnpeBbILIEHUE MPEACTABICHHON Ui TOCYIapCTBEHHOM pErucTpanuu Wid
NEPEPEruCTPALMM TPEACIbHON OTIYCKHOM LEHBbl NMPOU3BOAMUTENS HA JIEKApPCTBEHHBIN
npenapar HaJ LEHOW, pPAacCYATAHHOM B COOTBETCTBUM C METOAUKOW SABISETCA
OCHOBaHMEM I OTKa3a B CONNIJACOBAHUM T'OCYJAPCTBEHHOW pETrUCTpaludd WIH
MEPEPETUCTPALIMN TIPENEIBHON OTIYCKHOW LIEHBI IPOU3BOAUTENS HA JIEKAPCTBEHHBIN
npenapar.

2016-99684(1)



A.B. KameBapon

2016-99684(1)



