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PEIIEHUE
00 OTKa3e B COIIACOBAHUU MPEAEIBHBIX OTITY CKHBIX IIEH IPOU3BOAUTENEH
Ha JIEKapCTBEHHBIE MPEenaparsl, BKIIOUYEHHBIE B IEPEUYEHb KU3HEHHO HEOOXOIMMB|X
M BKHEHIIMX JIEKAPCTBEHHbIX IIpenapaToB

B coorBeTcTBHM C IMyHKTOM 8, MOAIYHKTOM «B» IyHKTa 13 [IpaBun rocypapcTeeHHON
perucTpaly U NepeperucTpalyy yCTaHaBIMBACMBIX IIPOHU3BOJAMTEIAMH JIEKAPCTBEHHBIX
npenaparoB Mpe/eIbHbIX OTIIYyCKHBIX LEH Ha JIEKAPCTBEHHBIE NpEnaparhbl, BKIIOYCHHbBIE B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHINMX JIEKAPCTBEHHBIX IIPENAPATOB,
yTBepK/IeHHBIX nocTaHoBieHueM [IpasurensctBa Poccuiickoit ®@enepauun ot 29.1).2010
No 865 (manee — IlpaBuna), denepanbHas aHTUMOHOIOIbHAs ciayxba paccmprpena
JOKYMEHTBI, TlpejicTaBlieHHble nmucemMoM  Munsgpasa  Poccum  or  28.0p.2015
No 20-4-492945-c¢, u npuHsia peumieHre o0 0TKa3e B CONIACOBAHUY TPEAEIIBHON OTITYCKHOM
IIEHBl Ha CJEAYIOIIMI JIeKapCTBEHHbIN Ipenapar, BKIIOYEHHBIA B IE€peYeHb KUJHEHHO
He0OXO/IMMBIX U BXXHEHIINX JIEKapCTBEHHBIX IPENapaTos:

HoBoMuxkc 30 ®nekcllen (MHH - UncynuH acnapt aAByX¢a3Hblii), CyClEH3Hs s
noaxkokHoro BeeaeHus 100 EJI/mun, 3 Ma — kapTpu/KM B LUIpUI-pydke (5) — [mauku
KapToHHbIe B pasmepe 1516,40 py0., mp., neps.yn. — Hoso Hopmuck A/C — [lanus;
BTOP.YIL, BbIIL K. — OO0 «Hoo Hopauck» - Poccus.

[lpenenvHass OTIYyCKHAs [€HAa Ha YKa3aHHBIM JIEKapCTBEHHBIH IIpenapar He
COIIacCOBBLIBACTCS MO CIECAYIOLIMM OCHOBAHUSAM.

B coorBercTBUH co crarbeid 58 TamokeHHoro koaexkca TamokeHHOro [oro3a,
npunstoro Pemenuem MexrocynapersenHoro Cosera EBpA3DC Ha ypoBHG rI1aB
rocyaapctB or 27.11.2009 Ne 17, crpaHoil NpOUCX0XKIECHUS TOBApPOB CYMTAETCS CTjpaHa, B
KOTOpOil TOBapel OBUIM TOJHOCTBIO TMPOM3BEACHBI HJIM TOABEPTHYTH [1OCTafOUHOMN
obpaborke (nepepaboTKe) B COOTBETCTBUU C KPUTEPHAMH, YCTAHOBICHHBIMU TAMOMEHHBIM
3aKOHO/IaTeIbCTBOM TaMOXKEHHOTO coro3a. OnpeneneHue CTpaHbl IPOUCXOKACHUS TDBAPOB
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OCYIIECTBIISETCS B COOTBETCTBUU C MEXKIAYHAPOJHBIMH JIOTOBOPAMM IOCYAApCTB — YICHOB
TaMOXXEHHOTO COl03a, PEryJUpyIOIMMH TIpaBujla OINpPEIEICHUs CTPaHbl MPOUCXOMMICHUS
TOBapOB.

Cornacuno nyskry 2.4 Comnamenus IIpaButenscTB rocy1apcTs — y4acTHUKOB |CTpaH
CHI' or 20.11.2009 «O IlpaBunax omnpeaeneHus CTpaHbl IMPOMCXOXKJIEHUS TOBAPOB B
Conpyxecrse HesaBucumeix locymapcTs», B cilydae y4acTus B IIPOM3BOJICTBE ToBapa
TPEThUX CTPaH, MMOMUMO IFOCYJapcTB — y4acTHUKOB CorlameHus, cTpaHa MmpouCXOXIeHUs
TOBapa OIpeleIseTcs B COOTBETCTBUM C KPUTEPUEM J0CTATOYHOM 00paboTKu/nepepdboTKu
TOBapa.

[Ip1 5TOM, OCHOBHBIM YCIIOBHEM KpUTEpHs JOCTAaTOYHOH 0Opaborku/mepepaPorku
ABJISICTCS M3MEHEHHE ToBapHOo# nosuimu no THBDJI na yposHe XoTs 651 0/{HOTO U3 TEPBBIX
YyeThIpeX 3HAKOB.

®AC Poccun wnampasBuna 3anpoc OOO «Hoso Hopauck» or 13.10.2015
Ne AK/56027/15 no xoxy THB3/I Ha un-6ank u xonq THBD/] Ha roToBslii BeIleyKa3gHHBIA
JIEKapCTBEHHBI Npernapar.

00O «HoBo Hopauck» mucemoM ot 15.10.2015 Ne 566 B ®PAC Hoccum
npeacrasieHa uHGopmanms, yro koa THBDJ] na mu-6ank comamaer ¢ kogom THBPJI na
TOTOBBIN JIEKAPCTBEHHBIN TIperapar.

B cBsa3M ¢ BBILIEU3I0KEHHBIM, JieKapcTBeHHBIN npenapar HoBoMukc 30 dnekcllen
ABJIAETCS NpenaparoM MHOCTPAHHOIO MPOU3BOACTBA M, cornacHO [IpaBuiam, npengibnas
OTITyCKHAas 1[€Ha Ha YKa3aHHBIH Ipenapar He IMOMJIEKHUT IepeperucTpanuy.

B coorBeTcTBMM ¢ TOANMYHKTOM «B» nyHkra 13 [IlpaBun mnpeBsl|ueHue
NPEJICTABIAEMON JUIs TOCYAAPCTBEHHOM PpErucTpalMM MpeAeabHON OTIIYCKHO#M | IIEHBI
IIPOU3BOJIMTEIIA Ha JIEKAPCTBEHHBIN Mpenapar Hajl [IEHOM, paCCUMTAHHON B COOTBETCTBUH C
MeToauKol yCTaHOBICHUS NPOM3BOAUTEIAMH JIEKAPCTBEHHBIX MPENApaToB Ipeie|IbHBIX
OTIIyCKHBIX II€H Ha JIEKapCTBEHHBIE IIpenaparbl, BKIIOYEHHbie B nepedyeHb JKHBIITI,
yTBEpKAeHHOH npukazoM Mumnszapascoupassurus Poccun u ®CT Poccum or 03.11.2010
Ne 9611/527-a, neiicTByromel B MEPHO MPOBEACHUS YKOHOMHYECKOTO aHAIM34a, AB[ISETCS
OCHOBAaHMEM JUIsl OTKa3a B COITIACOBAHMM TOCYAapCTBEHHOM pErucTpanuy IpejieiibHOM
OTITY CKHO#1 LIEHbI IPOM3BOUTEIS HA JIEKapCTBEHHBIN Npena
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