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|_O MpEACIbHBIX OTITYCKHBIX LEHAX ]
IIPOU3BOAMTENS Ha JIEKAPCTBEHHBIN
npenapar «lIIpexansonon»

denepanpHas aHTUMOHOIIONBHAS CITy’)k0a paccMOTpesia B COOTBETCTBHH C ITyHKTOM
41 ocoOeHHOcTell OOpamieHusl JIEKapCTBEHHBIX MPENapaToB Uil MEIUIMHCKOIO
MPUMEHEHUS, KOTOpbI€ TMpEeAHA3HAYEHbl IS TMPUMEHEHUS B YCJIOBUSX YIPO3bI
BO3HUKHOBEHUSI, BO3HMKHOBEHHMS W JIMKBUJAIMA YPE3BBIYAWHOW CHUTyallud H JUIs
OpraHu3allid OKa3aHWsS MEIUIIMHCKON MOMOIIY JHMIaM, MOCTPAJaBIIUM B pe3yjbTare
Ype3BbIUAWHBIX CUTYalUH, PEAYNPEKICHUS YpE3BbIYANHBIX CUTYyaIu, TPOPUIAKTUKI U
JedyeHus 3a00JIeBaHUM, TPEICTABISIONIMX OMACHOCTh ISl OKPY>KaIOIIUX, 3a001eBaHUN U
MOpaKEHUM, TMOJYYSHHBIX B pPE3yJbTaTe BO3JIEHCTBUS HEONArompHUSATHBIX XUMUYECKHX,
OMOJOTUYECKUX,  PAJAMAIMOHHBIX  (DAKTOPOB,  YTBEPKICHHBIX  IMOCTAHOBICHUEM
[IpaButennscTBa Poccuiickoit deneparu ot 03.04.2020 Ne 441 (nanee — OcoOEHHOCTH),
JIOKYMEHTHI, TIpe/ICTaBlIeHHbIe TMcbMaMu Mun3apaBa Poccun ot 13.05.2020 Ne 20-0/412,
ot 14.05.2020 Ne 20-0/418, Ne 20-0/420, ot 20.05.2020 Ne 20-0/M1/2-6832 B OTHOIIEHUHU
JeKapcTBEHHOTO mpemnapara «[Ipeaan3omnon, TabneTku, S Mr» u cOO0IIAeT CIemyIoIIee.

B cuiy TpebGoBanuii nynkra 37 OcoOeHHOCTEW mpu BBISIBACHUM MUHHUCTEPCTBOM
MpOMBIIIJIEHHOCTU W Toproeiu Poccuiickoit ®enepanuu, DenepanbHOil CIy>KO00il 1O
HaJg30py B cdepe 3apaBooxpaHeHUs AePeKTyphl JMOO OTCYTCTBUS B OOpallleHUH
JIEKApCTBEHHBIX TMpENaparoB, BKJIIOYEHHBIX B IMEpEYEHb >KU3HEHHO HEOOXOIUMBIX U
BOKHEUININX JICKAPCTBEHHBIX IIpErapaToB, B CBS3UM C IIEHOOOpPAa30BaHMEM Ha HUX
yKazaHHble (eqepalibHble OpraHbl MCIOJHUTEILHON BIIACTU MPEACTABISIOT B TEUEHUE 5
paboumx JHeW cBelleHus, yKka3aHHbIe B yHKTe 36 Ocobennocreit, B Munsapas Poccun no
dbopme cormacHo MpUIOKEeHHI0 K OCOOCHHOCTSIM.

B coorBerctBUM ¢ DenepanbHbiM 3ak0oHOM «O0 oOpalieHu# JIeKapCTBEHHBIX
CPEICTBY» JICKaPCTBEHHBIE IMPENapaThl - JEKAPCTBEHHBIE CPEJICTBA B BUJIE JIEKAPCTBEHHBIX
dbopMm, mnpHMEHseMble i1 NPO(HIAKTUKH, JIHATHOCTHKH, JICYCHHS 3a00JICBaHMS,
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peabunuTaImm, Il COXpaHEeHHUsl, MPEAOTBPALICHUS WK MPEPhIBAaHUS OEPEMEHHOCTH.

VYuuThiBas U3JI0KEHHOE, a TAKXKE TOT (PAKT, YTO MEPEUEHb KU3HEHHO HEOOXOIUMBIX
U BaXHEHIIMX JIGKAPCTBEHHBIX IMpenaparoB GOpMUPYETCS M0 MEXIyHapOIHBIM
HEMAaTeHTOBAaHHBIM HAWMEHOBAaHUSAM C YKa3aHHEM JIEKapCTBEHHBIX (opMm, aHau3
BBIAIBJICHUS Je(eKTypbl JU00 OTCYTCTBUSI B 00palieHUM He00X0AUMO NMPOBOIAMTH B
OTHOLIEHHUHM BCEro MEKIYHAPOIHOI0 HENATEHTOBAHHOIO HAMMEHOBaHMA (Hajee -
MHH) B COOTBETCTBYIOIIMX JEKAPCTBEHHBIX ()OPMAX M 103UPOBKAX.

CormacHO CBEIEHMSIM TOCYJApCTBEHHOIO pPEECTpa JIEKapCTBEHHBIX CPEACTB, B
Poccuniickoit  ®enepaumy  JEKapCTBEHHBIM  mpenapar, coorBercTBytrommid  MHH
«IIpegHu3onon», B JEKApCTBEHHOM (opMme «TabNeTKW» U JO3UPOBKE «S5 MI»
3apEruCcTPUpPOBAH BOCEMbIO BIaJenbllaMu (WK JEp)KaTeIsIMU) PETUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara.

MunznpaBom Poccum rmpenctaBiieHbl 3asBICHUS OT TpexX BiaAelblieB (WiH
JieprKaTeneil) perucTpalMoHHbIX YIOCTOBEPEHU (MO OCTAJAbHBIM NATH MMUH3IpaBoM
Poccum cBeieHnsi He NIPeICTABJICHBI):

OAO «I'eneon Puxtep» (Benrpus), npoussonctso [JID: «l'eqeon Puxrep PyMbinus
A.O.» (Pymbinus), nepsuunas u BropuuHas ynakoBka: AO «'EJJEOH PUXTEP — PYC»
(Poccust), 3asnennas niena — 120,50 py6. (100 TabneTok);

ITAO «buocuntes3» (Poccus), 3asBnennas neHa — 45,31 py0. (60 TabneTok);

AO «1OK O6nosnenue» (Poccus), 3assnennas uesa — 75,29 py6. (100 Tabnetok).

CormacHO mpeAcCTaBIEHHbIM BO  HUcHonHeHHe myHkra 37 OcoOeHHOcTeN
Munnpomroprom Poccun 1okymeHTaMm, CBEAEHUS O HAIMYUU J1ePEKTYphbl MPUBEACHBI HA
OCHOBE JIAaHHBIX AHAJTUTHYECKUX areHTCTB O CPEAHEMECAYHOM O0bEME rOCyIapCTBEHHBIX
3aKyMOK /I MEIUUMHCKUX OpPraHu3aluid U O CPEAHEMECSYHOM O0beMe NPOAaXK st
anTEYHbIX OPraHW3allMii, B COOTBETCTBUM C KOTOPBIMH JIEKAPCTBEHHBIC MPENApaTHI,
cootBercTBytonue MHH amOpokcosn, remapuH HaTpusi, HATpusl XJIOPHUZ, MapareTramol,
nupareram, NPeIHUu30J0H, 1eha3oianH, 1ehaTOKCUM B HE3HAUUTEIHLHOM KOJUYECTBE
UMEIOTCSI B MEIMIIMHCKUX OpraHu3anusx B 3 U MeHee (enepanbHBIX OKpyrax, a B
anTeUHBIX oOpraHu3anusx B 4-6 d¢enepanbHBIX OKpPyrax - B 3aBUCHUMOCTH OT
HOMEHKJIaTypBbl.

CornmacHo mpencraBieHHbIM Mun3apaBoM Poccun nanHeiM Poc3apaBHanzopa o
NOCTYIJIEHUM JIEKapCTBEHHBIX IPENaparoB B TPaXKJAHCKU OO0OpOT HAa TEPPUTOPUHU
Poccuiickoii denepanuu:

B 2018 romy B rpaxkaaHckuii obopor moctynuio 1 264 640 ynakoBok (Ne 100),
npousBeaeHHbIX AO «[1OK Obnosnenue» u AO «I'EJJEOH PUXTEP — PYCy;

B 2019 — 1 518 004 ynakoBok (Ne 100);

B 2020 romy — 374 629 ymakoBok (B 2019 u B 2020 rogax B rpakJIaHCKU 000pOT
Ha Tteppuropun Poccuiickonn ®enepanuu  BBITYCKAJICS JICKAPCTBEHHBIA —ITpenapar
BIaJenbua (WM JepKarelsi) perucrpauruoHHoro yaoctoBepenuss - OAO «leneon
Puxtep»).

Bmecte ¢ Tem, mo mHpopmarmu MunznpaBa Poccum, HampaBIeHHOW MNHCHMOM
ot 20.05.2020 Ne 20-0/M/2-6832, B cBa3u ¢ TeMm, 4yto B Tedyenue Bcero 2019 roma
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nocTtynanu oOpamieHus o aeduuurte JekapcTBeHHoro mnpenapara «llpennuzonon» Ha
tepputopun Poccuiickoii ®enepanuu, 09.10.2019 B Munznpase Poccun Ob110 TTpoBeieHO
COBEUIAaHUWE C YYACTUEM MPOU3BOAMUTENEH, [IABHBIX BHEIITATHBIX CIELHAINCTOB,
Poc3npaBHanzopa mo BOmpocy OTCYTCTBUSA Ha (hapMalleBTHUYECKOM PBIHKE YKa3aHHOTO
JIEKApCTBEHHOTO Mpenapara, M0 HTOrOM KOTOPOTO BBISIBJIEHBI MPUYUHBI, MO KOTOPBIM
YKa3aHHbIM JIGKQPCTBEHHBIM Mpenapar OTCYyTCTBYET HAa PpPbBIHKE B HEOOXOAUMOM

konuyectBe.  OCHOBHOM  NPUYMHOM  OTCYTCTBMS ~ Oblla  Ha3BaHa  HU3Kas
3apETUCTPUPOBAHHAS TpEAENbHAs OTIIYCKHAs LI€HA, HE ITOKPBIBAIOIIAS PAaCXOAbl HA €ro
IIPOU3BOJICTBO.

B 3TOi1 cBsI3u MOXHO cienarh BBIBOJA, YTO OOBEM MOCTYIUICHUS B Tpa)JaHCKUI
ob6opot B 2019 rony B pasmepe 1 518 004 ynakoBok co3maeT AedUINUT B JEKapPCTBEHHOM
npenapare «IIpeqHu3onoH, TabneTku, 5 Mr».

CormacHO TpENCTaBICHHBIM  JIOKYMEHTaM, IUIaHUPYyeMbld 00BbEM  BBIYyCKa
YKa3aHHOTO  JICKapCTBEHHOTO  TMpemapara  BiaaenbleM (WM JepiKaTesieM)
peructpaunonHoro ynocroepenuss OAO «l'eneon Puxrtep», npu 3asBiIsSeMOl 1EeHE
120,50 py6. B 2020 romy moxeT coctaButh He Oonee 1 400 000 ymakoBOK, 4TO He
npeBbimaeT (akTUYECKuii 00beM BBOJA YKA3aHHOTO JIGKAPCTBEHHOTO TMperapara B
rpaxaanckuii 06opot B 2019 romy, cocrasisromiero 1 518 004 ynakoBoxk.

[Ipu »sToM, muaHupyeMmbli o0bem mnpousBoacTtBa B 2020 romy AO «IIDK
O6noBnenue» u [TAO «buocunTe3» NpH 3asBISEMBIX IIeHaX (COOTBETCTBEHHO 75,29 pyo.
u 45,31 py6.) cocraBuster 10 360 000 ynmakoBOK, 4TO B 7 pa3 MpPEBbIMIAET (PAKTUYECKUE
3HAYEHUs NOCTYIJICHUS B rpakiaHCcKuil 000poT B 2019 roay, koTopsie co3nanu AeQUIUT B
JIEKapCTBEHHOM Ipernapare.

Bmecte ¢ tem, yuuthiBas, 4yto AO «II®K O6HoBieHue» u IIAO «buocunres»
3asiBJIEH  IUIAHMPYEeMbId  00beM  MPOM3BOJCTBA,  3HAUUTEIBHO  IPEBBIIAIOIINAN
wianupyembiii 0obeM mpousBoacTtBa OAO «l'eneon Puxrtep», ®AC Poccun npuHsTO
pelieHHe O COIIACOBAHUM TMpPeNebHbIX OTHYCKHBIX I€H, 3afBJEHHbIX Ha
perucTpanuio:

1) AO «II®K OO6Hnosienue» (Poccusi) Ha JeKapCTBEHHBIM — Tpemapar
«IIpenunzonon» (MHH - «IIpenuuzonon»), Tabnetku, 5 mr, 10 WIT. - yHaKOBKH sIYEHKOBBIE
koHTypHBIE (10) - mauku KapToHHBIE, B pasMepe 75,29 py0., HAa CPOK, MPEAYCMOTPEHHBIN
yHKTOM 42 OcoOeHHOCTel;

2) ITAO «buocunres» (Poccusi) Ha nexapcTBeHHbIM mnpenapar «lIpegHu3010H»
(MHH - «IIpeanuzonon»), tabnerku, 5 mr, 60 wr., - 6anku (1) - mayku KapTOHHBIE, B
pasmepe 45,31 py0., Ha CPOK, IPeAyCMOTPEHHbIN MyHKTOM 42 OcoOEHHOCTE.

VYuuTtsiBast To, 4TO 3asBJIECHHBIN BIaenblieM (WM JepiKaTeraeM) perucTpalioOHHOTO
YIOCTOBEPEHUS paccMarpuBaeMoro JiekapcrBeHHoro mnpemnapara OAO «l'epeon Puxtep»
(Benrpust) minanupyeMblii 00b€M NMPOU3BOACTBA HE MOXKET YCTpPaHUTh ACPUIUT B 3TOM
JIEKAPCTBEHHOM IIpernapare Mpu YCTAHOBICHUM MPEAEIbHON OTIYCKHOW LIEHBI B pa3Mepe
120,50 py6. (mmanupyemblii oObeM MPOU3BOICTBAa B paszmepe 1,4 MIIH. YIaKOBOK HUKE
npousBeaeHHoro B 2019 roqy — 1,5 MiIH. ymakoBOK), a TakKe YYUTHIBast O0yiee HU3KHIA
YPOBEHb 3asBIICHHBIX TpeneiabHbIX OTHyCKHbIX 1meH AQO «I[I®K O6HoBreHue» u
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I[TAO «brocuHTe3», Y KOTOPBIX CyMMapHBIN MPOTHO3HBIM 00beM mpousBojacTBa B 2020
roay B 7 pa3 MpeBbIIaeT (PaKTUUECKUe 3HAYCHUS MOCTYIUICHHS B TPaXKJaHCKU 000pOT B
2019 romy, ycTaHOBJIIEHHME TMpeNeTbHON OTMYCKHOW IieHbl B pasmepe 120,50 pyO.
IpeJCTaBIsIeTCS He 000CHOBAHHBIM.

B cBsa3u ¢ wuznoxkenHsiM, ®AC Poccuu NpUHATO pelieHHe 00 O0OTKase B
COIVIACOBAHMM TpeleJIbHOM OTIYCKHOW IEeHbI, 3afBJICHHON Ha PErucTpamuio
OAO «I'eneon Puxrtep» (Benrpus), npousBoactBo [JID: «I'eneon Puxrep Pymbiaus
A.O.» (Pymbinus), nepuyHas u BropuuHas ynakoka: AO «I'EJJEOH PUXTEP — PYC»
(Poccust), na nekapcrBenHslid npemnapar «lIpennuzonon» (MHH - «llpennuszonon»),
tabnetku, 5 mr, 100 wrT. - dnakon (1) - mauka kaproHHas, B pazmepe 120,50 py0.

B cBsi3u ¢ orcyrcTBHeM MH(OpPMALMK B OTHOIIEHUHU OCTAJIbHBIX BJaJebLEeB (MK
Jep)kareneil)  perucTpallMOHHBIX  yIAOCTOBEPEHUM  JIEKApCTBEHHOIO  Ipemnapara
«IIpenausonon, Tadnetku, 5 Mr» GAC Poccun coobiiaer, yTo HacTosillee pelieHue o
COMVIACOBAHMH 3afIBJICHHBIX IpedeJIbHbIX OTIYCKHBIX IeH NPOM3BOAUTE/Iell Ha
BbILIIEYKa3aHHbIE JIeKAPCTBEHHbIE MPenaparbl MOKeT ObITh MEPECMOTPEHO B cIy4ae
nocrymjieHuss B WAC Poccun 10MOTHUTEIbHBIX CBeleHHI, OKAa3bIBAKIIMX BJIMSIHUE
HA pe3yJIbTAT HACTOSILET0 PellleHusl.

Mecmo dns nodnucu

I1.B. 3a6opmukoB

Hcen.Crapeix Japest AnexcanapoBHa
1ei.8(499)755-23-23 Bu.088-101
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