PEHIEHUE
O COITIACOBAHMM NPEIEIBHBIX OTITYCKHBIX LIEH IPOU3BOIUTEIIEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBMM ¢ mnyHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW PpETUCTPALMHU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAA CIy)K0a paccMoTpesia JOKYMEHTHI,
npeacTaBieHHble ucbMaMu Munszapasa Poccun ot 20.04.2016 Ne 20-4-4010424-c u ot
20.04.2016 Ne 20-4-4010425-c, w mpuHsIIa PENIEHUE COMIACOBaTh MpE/eibHbIC
OTIYCKHBIE LIEHBI Ha CJIEAYIOLIMM JICKAPCTBEHHBIN Ipenapar, BKIIOUEHHBIA B IEPEUYCHb
YKU3HEHHO HEOOXOIUMBIX U BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

1. 96epnpor-II (MHH — ®akTop pocTta snuaepMaibHbIi), Juopuianu3ar s
MPUTOTOBJICHUS pacTBopa /st uHbekuuit 0,075 mr — ¢uakons! (1) — mayku KapTOHHBIE,
JepKateNsi WIM  BIaJeNiblla PETUCTPAIIMOHHOTO  YIOCTOBEPEHMS JICKAPCTBEHHOTO
npenapara AO «26ep buorek» (Pecnybnuka Ky6a), mpousBozacTsa (Bce craauu) «llentp
I'ennoit Unxenepuu u buorexunonorun» (Pecny6nuka Ky06a), B pazmepe 43197,00 pyO.

2. D6epnpot-Il (MHH — ®aktop pocra 3muiepMaibHBIN), JHOPUIN3AT s
MPUTOTOBJIEHUS pacTBopa Jyisi uHbekuit 0,075 Mr — QrakoHsl (6) — MauyKu KaPTOHHBIE,
JepKarelsi WIM  BIAJENblla PETUCTPALIMOHHOTO  YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara AO «206ep buorek» (Pecnybnuka Ky6a), mpousBojactsa (Bce ctaaun) «lleHTp
I'ennoit Umxkenepuu u buorexnonorun» (Pecmy6nuka Ky6a), B pasmepe 259182,00 py6.

3. D6epnpot-II (MHH — ®aktop pocTta snuaepMaibHBIN), TUOGUIN3AT IS
MPUTOTOBJICHUS pacTBopa 1yt uabekuid 0,075 Mr — ¢rakons! (1) — mauyku KapTOHHEIE,
JepKareNsi WIM  BIaJeNblla PETUCTPAIMOHHOTO  YIOCTOBEPEHHMS JIEKAPCTBEHHOTO
npenapara AO «320ep buorek» (Pecnybnuka Ky0a), npou3BoacTBa M yNakoBKa
(nepBuunas u BropuuHas) «lIpakxcuc dapmaneytukan AO» (Mcmanus), opranuzarus,
OCYIIECTBIISIOIIAs BBITYCKAOIIUN KOHTpOib KadectBa «llenTp l'enHoun Muxenepuu u
buorexnonorun» (Pecryonuka Ky6a), B pazmepe 43197,00 py6.

4. 36epnpor-II (MHH — ®akTop pocra smujepMaibHbIi), JHOPUIN3AT s
MPUTOTOBJIEHUS pacTBopa Jisi uHbekuit 0,075 Mr — QrakoHsl (6) — MauKu KaPTOHHBIE,
JepKarelsi WIM  BIAJeNblla PETUCTPALMOHHOTO  YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara AO «36ep buorek» (Pecnybnuka Ky0a), mpou3BoicTBa H  yMakoBKa
(nepBuunas u BropuuHas) «lIpakcuc ®dapmaneyrtukan AO» (Mcnanus), opraHuzamus,
OCYUIECTBIISIFOIIAS BBITYCKAKOIMMUNA KOHTpOJIb KauecTBa «LlenTp I'ennont Muxenepum u
buorexnonorun» (Pecmmyonuka Ky6a), B pazmepe 259182,00 py0.

BmecTe ¢ tem, B xome »xoHoMm4Yeckoro aHaimmza DAC Poccum Ha OCHOBaHHU
OTKPBITOTO MHTEpHET-HucTOouHMKa http://heberprot.ru/ ycTraHoBMIA, YTO JEKApPCTBEHHBIM
npenapar 0epnpotr-II (MHH — ®aktop pocta »snuaepmanbHbIi) 3asBICHHBIX
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JIO3UPOBOK M YIAKOBOK PEaJu3yeTcs 4Yepe3 BBIIICYKa3aHHbIA CaWT B CIEAYIOLINUX
roponax: Mocksa, Cankr-IlerepOypr, HoBocubupck, KpacHosipck u ExarepunOypr. Ilpu
9TOM IICHBI, 3asgBJICHHBIE Ha caite http:/heberprot.ru/, 3HAYUTEIBHO HMKE
MPEACTABICHHBIX Ha PETUCTPALMIO0 TPEACNIbHBIX OTHYCKHBIX II€H Ha YKa3aHHbBIHA
JeKapCcTBEHHbIN mpenapar. B orBer Ha coorBerctByronmii 3anpoc ®AC Poccuum ot
10.05.2016 Ne AJ1/31097/16, 3asButenem npeactapieHo mucbMo oT 13.05.2016 Ne 706, B
KOTOpoM coobmaerca, uyro Hu 3asBurear OO0 «MPBUH 2», Hu nepxarens win
BIIAJIENICl] PETUCTPALIMOHHOTO YIOCTOBEpPEHUE JeKapcTBeHHoro mnpemnapara AO «206ep
buotex» He SBISIIOTCS BIIAJICNIbIAMHU YKAa3aHHOTO CalTa U HE OCYUIECTBISIOT MPOAAXKY
npenapara uepes cat http://heberprot.ru/. Kpome toro, B ®AC Poccun nocrynuna Hora
Ne 235 or IloconmbcrBa PecnyOmuku Ky6a B Poccuiickoit denepanuu, B KOTOpOH
COOOIIAeTCsl, YTO COMIACHO JIOTOBOPY MOcTaBKU OT 22 ampeins 2016 r., moanmucaHHOMY
Mexay AO «26ep buorexk» u OO0 «MPBUH 2y», npyrue cTOpoHHHE KOMIAHUW HE
UMEIOT TpaBa Ha BBO3/BbIBO3 mpemnapara J6epmpor-II (MHH — ®akrop pocrta
snuaepMaibHbiil) B Pocculickoit @enepanu, B CBA3M C Y€M, MPUCBOCHHUE 3TOTO IpaBa
MPENNoNIOKUTENIbHO  KoMmaHuen — «Okodapma, WHKk», yka3aHHOW Ha  caiTe
http://heberprot.ru/, sBnsercs He3aKOHHBIM.

®OAC Poccum Takke OTMEYaeT, B COOTBETCTBHM C dYacTeio 4 ctatbu 61
®enepanpHoro 3akoHa «O0 oOpalleHNH JIeKapcTBEeHHBIX cpeacTB» oT 12.04.2010 Ne 61-
@®3 He NOIMYyCKAaeTCsl pean3aius U OTIYCK JEKAPCTBEHHBIX MPENapaToB, BKIKOUYEHHBIX B
MEepPeUYeHb JKU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JIEKAPCTBEHHBIX IMpENaparoB, Ha
KOTOpbIE TPOU3BOAUTENIAMU  JIEKAPCTBEHHBIX MPENaparoB HE 3aperucTpuUpoOBaHa
npeaenabHasl OTIyCKHad 1EHa.

B cBs3u ¢ BeimeunsnoxkeHHbiM, GAC Poccum HampaBi€Hbl COOTBETCTBYIOIINE
3anpocskl B [eHepanbHyro npokyparypy Poccuiickont @enepauuu u Pocs3apaBHanzop.
B caydae mnonyuyeHus WuHBIX cBeneHWl 1o panHoMmy Bompocy, ®AC Poccum B
COOTBETCTBUM C MyHKTOM 25 IIpaBui BOpaBe OTMEHUTHh PEIICHUE O COINIACOBAHUU
MPEAEIBbHON OTITYCKHOM LIEHBI ITIPOM3BOAMTENS HA JIEKAPCTBEHHBIN Mpenapar, €Ciau nocie
NPUHATHS TAKOTO PEIICHWS YCTAaHOBJIEHO, UYTO JEpKaTeleM WIu BIAJeNbIEM
PErUCTPALlMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipernapara (YnoJIHOMOYEHHBIM MM
JUIOM) OBUIM TMPEJCTABICHBI MOBIUSBIIME HAa PE3YJbTAaT PEIICHUS HEA0CTOBEPHbIC
CBEJICHMUSL.

[Tpunoxenue:
1. Komus nucema OOO «MMPBUH 2» ot 13.05.2016 Ne 706 Ha 2 1. B 1 3K3.
2. Komuss Hotwet Ne 235 IloconsctBa Pecnybnmuku Ky6a B Poccuiickoi
Oenepaunu Ha 11 1. B 1 3K3.
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