MuHucTepeTBO 31paBOOXPAHEHHs H r —|
CONMATLHOTO PA3BHTHS CyOBbeKThI 00paIeHus JeKapCTBEHHBIX
Poccuiickoii @egepanuu
CpEICTB
DEJIEPAJIBHAS CJIIYKBA
110 HAA3OPY B CPEPE Ynpasnenus PocsapaBHagzopa no
31PABOOXPAHEHUSA U 6 P o i D
COLMAJIBHOIO PASBHTHSI cyobektam Poccuiickon denepanuun
109012, Mocksa, CnaBsiHckast 1u1., a. 4, ctp. 1
Ten.: 298 46 28,298 46 11 LleHTpbI KOHTPOJIA Ka4eCcTBa
16.04.2007 Ne 01M-317/07 JICKApPCTBCHHBIX CPCACTB
Ha Ne oT Ounuansl OI'Y «HI 5CMID»
r . Poc3opaBHanzopa

006 u3bpsaTHH (hanbCUDUITUPOBAHHOTO
JIEKapCTBEHHOTO CPEICTBA

denepanbHast cayx0a o Hax30py B chepe 31paBOOXpPaHEHUS U COIIHATBLHOTO
pa3BUTHSI HAa OCHOBaHMHM WH()OPMAMK TPEICTABICHHOW MPEICTAaBUTEIHCTBOM
komnanuun 3A0 «Hosaptuc ®apma» cooOuaer o HEOOXOIUMOCTU H3bATHUSA
¢danbcuuIupoBaHHOTO  JIEKAPCTBEHHOTO — IpernapaTa «®Demapa, TabIETKH
MOKpBIThIE 0000ukoit 2,5 mr (6muctepnl) Ne 30», cepun SO0153, Ha ymakoBkax
KOTOpOTro yka3zaH npousBoautens «Novartis Pharma AG» Basle, Switzerland/Suiza
10 OTIMYUTENBHBIM NPU3HAKAM, YKa3aHHBIM B PUIIOKEHHH.

denepanpHast cayx0a o Hax30py B chepe 31paBOOXpPaHEHUS U COIIHATILHOTO
pa3BUTHS TIpeuIaraeT cyobeKkTaM OOpaIeHHs JIEKAPCTBEHHBIX CPENICTB MPOBECTH
OPOBEpPKY HaIWyus  (PagbCUPUIMPOBAHHOTO JIEKAPCTBEHHOTO CpEACTBAa IO
OTIMYUTENbHBIM TpPU3HAKAM ISl HU3BATHS M YHUYTOXKEHHS B YCTaHOBJIEHHOM
nopsiake. O pesynbpraTtax MpoBEpKU MPOMH(GOPMUPOBATH TEPPUTOPHUATHHBIN OpTraH
PocznpaBnanzopa.

TeppuropuanbubiM opraHam Poc3apaBHag3opa NpPOBECTH MEpPONPUSTHS B
coorBercTBUM ¢ llopsakoMm, mpexycMOTpeHHBIM NHCbMOM Poc3apaBHanzopa oOT
08.02.2006 Ne 01U-92/06 «O6 opranuzanuu pabOTBl TEPPUTOPHUATBHBIX
ynpasienuii Poc3npaBHangzopa ¢ uHpOpManued o HEJOOPOKAueCTBEHHBIX H
¢banbcuuIpOBaHHBIX JIEKAPCTBEHHBIX CPEICTBAX.

[Ipunoxxenue: Ha 1 1. B 1 3K3.

PykoBoautenb @enepaibHON CITyKObI H.B.IOprens

C.B.Illankuna
624 95 07



[Tpunoxenue k muceMy ot 16.04.2007 Ne 011-317/07

OTnuunTenpHble MPU3HAKU (HaTbCUPUITMPOBAHHOTO Mpenapara
«®emapa, TaOJETKU MOKpBITbIE 00070ukor 2,5 Mmr (Omuctepsl) Ne 30y,
cepun SO0153:

OpuruHanbpHbIN NpenapaT danbcupuIIpPOBaHHBIN MTpenapar

1) OTcyTcTByeT MapKHUpOBKa Ha
PYCCKOM SI3bIKE HA IEPBUYHOM,
BTOPUYHOM YIIAKOBKAX, a
TaKXe B MHCTPYKIIUU 11O
MEJIUIIMHCKOMY MTPUMEHEHUIO.

MapkupoBKa COOTBETCTBYET 2) Ha BTOpu4HOI ynakoBKe

HJ/1-42-8397-03. OTCYTCTBYET IITPUX-KOJ.

3) Ha BropuuHO#i ynakoBke
yKa3aH MPOU3BOAUTEINb
«Novartis Pharma AG » Basle,
Switzerland/Suiza.

PykoBogutens denepanbHON c1yKObI H.B.IOprens

C.B.lllankuna
624 95 07




