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PEILIEHUE
00 OTKa3e B COITACOBAHUHM MPEACIIbHBIX OTIMYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbBIE MPENaparhl, BKIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHUIINX JIEKAPCTBEHHBIX IIPENApPaTOB

B coorBerctBuM ¢ mnyHkTtoM 13 u noanyHkToM «0O» myHkra 32 IlpaBun
rOCyJIapCTBEHHOM PETUCTPALIMM U NIEPEPETUCTPALIMN YCTAHABIUBAEMBIX POU3BOIUTEIIIMU
JIEKAPCTBEHHBIX NIPENaparoB NPEAeIbHBIX OTIYCKHBIX 1IEH Ha JICKAPCTBEHHbBIE MPENaparsl,
BKJIFOUEHHBIE B IMEpPEYEHb >KU3HEHHO HEOOXOJUMBIX U BaXXKHEMIIMX JIEKAPCTBEHHbIX
IIPEIaparoB, yTBEPKIACHHBIX nocTtaHoBieHueM [IpasurenscrBa Poccuiickonn Penepaunu
or 29.10.2010 Ne 865 (manee — IlpaBmia), denepanbHas aHTUMOHOIOJBHAS CIy>KOa
paccMoTpena JOKYMEHTHI, Mpe/icTaBieHHble mucbMoM Munizapasa Poccuu ot 03.06.2019
No 20-4-4099620-c, m mpuHsia pernieHne o0 OTKa3e B COMTACOBAaHMHU IMPEEIbHOM
OTITYCKHOM T1IeHbI, 3asiBeHHOW Ha mnepepeructparuio OAO «Cunres» (Poccus), Ha
CIIEOYIOUIMI  JIEKAPCTBEHHBIM  Mpenapar, BKIIOYEHHbII B MEpeYeHb KU3HEHHO
HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToOB:

«oynpoden» (MHH - U6ynpoden), TabneTku, MOKPHITHIE MICHOYHON 000JI0YKOM
400 wmr, 10mT.,-ymakoBKU sSYEHKOBbIE KOHTYpHBIE (5) - Maykd KApTOHHbIE, B pa3Mepe
87,02 py0.

[IpenenbHass OTHYCKHAas I1i€HA HAa YKAa3aHHbIA JIEKAPCTBEHHBIM Ipermapar He
COIIACOBBIBAETCS 110 CIEAYIOIIMM OCHOBAaHHUSM.

2019-77705(1)


file://f207ca94-a13c-4ba0-b72d-f018c9eed8f1/

B pamkax mnpoBeneHuss skoHomuyeckoro ananuza DOAC Poccum HarpaBieHbI
3aMpochl  BCEM  IMPOU3BOAUTENSM  JIEKAPCTBEHHBIX MPENaparoB, OTHECEHHBIX K
MHH «16ynpoden» u umeroiue o1MHAKOBLIN MyTh BBeneHus (nanee - [IpounsBoaurenn),
O HAJWYMHU WIM OTCYTCTBUM POCTA LIEH Ha ChIPb€ U MaTEPHUalbl, UCIIOJIb3yEMbIE NPHU
IIPOU3BOJICTBE COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX MPENAPaTOB.

[Io pesynpraTam aHanW3a JaHHBIX, MpeacTaBiIcHHbIX [IpowsBomurensimu,
YBEJIIMYEHUE LIEH HAa Marepuaibl, HCIOJIb3yEMbIC IIPU IPOU3BOJACTBE 3aSBICHHOTO
JIEKapCTBEHHOTO Ipenapara, KOTOpPbIE B pAaBHOW CTENEHH BIUSAIOT HAa YPOBEHb
3apErUCTPUPOBAHHBIX IIEH Ha BCE JIEKAPCTBECHHBIE Ipernaparbl, oTHeceHHble k MHH
«6ynpoden» u uMeroIe 0JJMHAKOBBIN MyTh BBEJCHUS, HE MOATBEPKAACTCS.

Kpome Toro, no pesynpraram aHanusa npeacTaBieHHbIX [[pou3BoauTensiMyu TaHHBIX
O IIEHaX Ha CBhIPbE, HCIOJIb3YEMOE MPH IPOU3BOACTBE 3aSABICHHOIO JIEKAPCTBEHHOTO
npenapara, YCTAaHOBJIEHO OTCYTCTBHME DPABHOW CTEIEHHW BIIMSHUS YBEIWYEHUS LIEH Ha
ChIpb€ HA YPOBEHb 3apETMCTPUPOBAHHBIX LIEH HA BCE JIEKAPCTBEHHBIE IMPENaparhl,
orHeceHHsie K MHH «UOynpoden» u uMmeronire oaMHaKOBbINA MyTh BBEACHUS, B CBSI3U C
3aKyIKOU OTZEJIbHBIMU [IponsBoguTenamu bapmareBTHIeCKON cyOCTaHITUU
«Mbynpoden» mo 6onee HU3KUM IIEHaM.

B cBs3u C BBIIEU3I0XKEHHBIM, B COOTBETCTBUU C MOMAIMYHKTOM «I» IyHKTa 19
[IpaBun mpeBbIIEHHE NPEACTABISIEMON JUISI TOCYAAPCTBEHHOM IEPEPErUCTpalnu
MPEAETBbHON OTIYCKHOM LIEHBI MPOU3BOAUTEIISI HA JIEKAPCTBEHHBIN Mpenapar HaJa LEHOM,
pacCUUTaHHOW B COOTBETCTBMU C METOIMKOW, SIBIISIETCS OCHOBAaHWEM Il OTKas3a B
COITIAaCOBAHUM TOCYJAPCTBEHHOW MEPEPErUCTPallMM MPEACTbHON OTMYCKHOM IIEHBI
MPOU3BOAMUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu

A.B. JlonieHKO
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