PEILIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IE€H MIPOU3BOAUTENCH
HA JIEKapCTBEHHBIE TPeTaparhl, BKIIIOYCHHbBIE B TIEPEUCHDb KU3HEHHO HEOOXOUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IIPENApaToOB

B coorBerctBuu ¢ mynkrtamu 8§ u 21 IlpaBuin rocynapcTBEHHOW perucTpauuu u
NIEPEPETUCTPALIMN YCTAHABIMBAEMbIX IPOU3BOAMUTEISIMHA JIEKAPCTBEHHBIX IIPENaparoB
IIPENEIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE MPENApaThl, BKIKOUEHHBIE B IIEPEUYEHb
KU3HEHHO HEOOXOIMMBIX M BaXXHEHMIINX JIEKAPCTBEHHBIX MPENaparoB, YTBEPKICHHBIX
nocra"osiienneM IlpasurenscrBa Poccuiickonn ®enepanun ot 29.10.2010 Ne 865
(manee - [IpaBuna), @enepanbHas aHTUMOHOIIONbHAS CITyK0a paccMOTpesia TOKyMEHTHI,
npeacrasiaeHHble nucbMoM MunsapaBa Poccun ot 30.05.2016 Ne 20-4-4013166-c, u
NpUHsIIA penieHrue 00 OTKa3e B COMIACOBAHUU IMPEAEIbHBIX OTIYCKHBIX LIEH JepKaTens
WM Biajenblia peructpanuonnoro ynoctorepenus OAO «l'eneon Puxrtep» (Benrpus),
pou3BoUTENST TOTOBOM JiekapcTBeHHOM ¢GopMbl OAO «l'eneon Puxrtep» (Benrpus),
IIEpBUYHAs W BTOPHUYHAs YIIAKOBKA, OPraHW3alMs, OCYLIECTBIAIONIAS BBIITYCKAFOIIMM
koHTposib kadectBa AO «['EJEOH PUXTEP-PYC» (Poccus), Ha cregyrommii
JIEKapCTBEHHBIM Mpernapar, BKJIIOYEHHBIH B IMEpEYeHb >KU3HEHHO HEOOXOAMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MIPENApaToB:

Kapunton (MHH - Bunnonerun), Tabnetku 5 mr, 25 mT. - YIIaKOBKH SYEHKOBBIC
KOHTYpHBIC (2) - mauku KapTOHHBIE, B pazmepe 189,01 pyO.

[IpenenbHass OTIyCKHas II€Ha HA YKA3aHHBIM JIEKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

B coorBercTtBuu ¢ myHkTtoM 10 IIpaBun B memsx moiydeHHs: JONOJHUTEIBHOU
HEeoOXonuMOM  HMH(pOpMalUMKU K  MPEACTaBICHHBIM  JOoKyMeHTam  ®DenepanbHOR
AHTUMOHOIIOJIBHOW ClIyxk00i HampapiieH 3ampoc oT 07.06.2016 Ne AK/38534/16 o
HEOOXOIMMOCTHA MPEJCTaBICHUS OTHYCKHBIX IIeH mpousBoguTens (06e3 yuera
HAaUMEHOBAaHUs  IPOM3BOJACTBEHHBIX  IUIOLIANIOK, YYacTBYIOIIMX B  IIpoLecce
IIPOM3BOJICTBA) Ha JIEKAPCTBEHHbIE IpEnaparbl B CTPaHaX, YKAa3aHHBIX B MPUIOKEHUU
Ne 4 x Meronuke pacyeTa yCTAaHABIMBAEMBIX NPOU3BOAUTEISAMH JIEKAPCTBEHHBIX
IIpenaparoB NPEAEIbHBIX OTIYCKHBIX LIEH HA JIEKAPCTBEHHBIE MPENapaThl, BKIIOUYEHHBIE
B ME€pPEUEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEWIINX JIEKAPCTBEHHBIX MpEnaparoB, Ipu
UX  TOCYHApCTBEHHOW  pErucTpallMid M NEPEperucTpanu,  YTBEPKIACHHOU
nocra"osiieHneM IlpasurensctBa Poccmiickont @enepanuu or 15.09.2015 Ne 979, ¢
IIPEICTABIIEHUEM CBEJICHUI (IO BBIOOPY JAepiKaTesis WM Bialeibla PErucTpaliuoOHHOrO
YIIOCTOBEPEHUS  JIGKQPCTBEHHOro  mpemnapara  (YNOJHOMOYEHHOTO UM  JIMIIA),
MOJATBEPKAAIOIINX MPEICTABICHHYI0O MUHUMAJIBHYIO OTIYCKHYIO LIEHY MPOU3BOAUTEIS
Ha JIEKapCTBEHHBIN npemnapar (Ha OyMa)kHOM HOCHUTENE C 3aBEPEHHBIM B YCTaHOBICHHOM
MOPSIJIKE NEPEBOJIOM Ha PYyCCKUM S3BIK).

®AC Poccum oOpamiaer BHUMaHHE, 4YTO B COOTBeTCTBUM ¢ IIpaBuimamu
OIIPEEIICHNs] CTPAHbI IPOUCXOXKACHUS TOBAPOB, ABIIIOIIMMUCS HEOTHEMIIEMON YaCThIO
Cornamwiennst o IlpaBunax omnpeneseHus CTpaHbl IPOUCXOXKJEHHS TOBAapOB B
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ConpyxectBe HezaBucumbix TocymapctB ot 20 HosiOpst 2009 1. (manee — IlpaBuiia
CHI'), 1 B COOTBETCTBHH C KPUTEPUIMU ONPEAEICHUS CTPAHbI IPOUCX0XKICHUS TOBAPOB,
MpeAyCMOTPpEHHbIMU  yKa3aHHbIMU [IpaBumamu CHI, He oOTBe4YalOT KpPUTEPHUIO
JIOCTaTOYHON 00pabOoTKHU/TIepepabOTKX TOBapa, B TOM YHCIIE ONEPALMH 110 00CCIICUCHUTO
COXpPaHHOCTH TOBapa BO BpEMsI XpaHEHUsS WM TPAHCHOPTUPOBKHU, OIEpALMH 10
MOJITOTOBKE TOBapa K MPOJake M TPAHCTIOPTUPOBKE (poOieHne napTuii, JopMUpPOBAHHE
OTIIPABOK, COPTHPOBKA, MEPEyNaKkoBKa), ONepaluu Mo pa3dopke W cOOpKe YMaKOBKH,
pa3nuB, (acoBka B OaHKH, ()IAKOHBI, MEUIKH, AIIUKH, KOPOOKHM W JpYyrHe MpOCThIE
olepaluuy IO YHaKOBKE, MPOCTbIE COOPOYHBIE ONepaluyd WM pa3dopKa TOBApPOB IO
qyacTsM, pa3felieHue NPOAYKTa Ha KOMIIOHEHTBl, KOTOpO€ HE NPHUBOAUT K
CYLIECTBEHHOMY OTJIMYMIO TOJYYEHHBIX KOMIIOHEHTOB OT HCXOJHOIO MPOIYKTa,
CMEIIMBaHUE NTPOAYKTOB (KOMIIOHEHTOB), KOTOPOE HE MPHUBOJUT K CYIIECTBEHHOMY
OTJIMYHUIO MOJTYYEHHON MPOIYKIMU OT UCXOJHBIX COCTABISIOMUX U Ap. Takum oOpazom,
cormmacHo IIpaBunam CHI, nekapcTBeHHbIE Npenaparbl, MPOU3BEICHHBIE B TPETHHUX
CTpaHax, YyNakOBKa KOTOpPBIX ocyliecTBisieTca B Poccuiickon denepanuu, HE MOTYT
cuuTarbes npoucxonamumu u3 Poccuiickon denepanuu.

B mpenenax ycTaHOBIEHHOTO CpOKa JOKYMEHTAJIbHO odopMiieHHAs WHPOpMaIus
ot AO «I'EJJEOH PUXTEP-PYC» (Poccus) B PAC Poccuu He moctynuia.

B cBia3u ¢ BBILIEU3IOKEHHBIM, B COOTBETCTBMM C IyHKTOM 10 IlpaBmi
HEIPEACTABICHUE B NPEIENax YCTAaHOBIEHHOTO CPOKa 3allPOLIEHHOM TOKYMEHTAJIbHO
opopmieHHOW HHQOpMALUU SBISETCS OCHOBAaHHMEM JUISi OTKa3a B COIVIACOBaHUU
rOCyJapCTBEHHOW pETUCTpaluu MpEAebHOW OTIYCKHOM LIEHbl TMPOU3BOAMUTENS Ha
JIEKapCTBEHHBIN IIpernapar.

P.A. IleTpocsn
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