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Teppuropransssie opransl DAC Poccuy

['ocynapcTBeHHBIE U MyHHUIMIIATbHEIE

or 3aKa34MKHU (1711 CBEIEHMA)

=

Munsnpas Poccnu (s cBenenwis)

PaxMaHOBCKHUi nep., I. 3,
. Mockga, I'CIT-4, 127994

O dopmypoBanyy JOKYMEHTAUMH Ha 3a8KYIIKY
JICKapCTBEHHEIX Ipenaparos ¢ MHH
«JIesodnokcamuny, «XKenesa cynsdar+
[AckopOuHOBas KuCIOTA]»

CDe/:{epanBHaﬂ AHTHMOHOIIOJIBHAS CJ'Iy)K6a B paMKax KOMIICTCHIIUH DPaCCMOTpPEI]

obpawenue ITaBHOro ynpaBneHWs opraHusanuu Topro Camapckoff O6TAacTH 11O

BOIIPOCY (DOPMUPOBAHHS JOKYMEHTALMM Ha 3aKyNKy JIEKAPCTBEHHEIX IIPENapaToB
MEXAYHapONHBEIM  HENaTeHTOBAaHHBIM  HaWMeHOBaHWeM  (manee
«Jleomokcaruny, «Kenesa cynpdar+[AckopOUHOBasS KHCIOTa]» B COOTBETCTBHH
OcoGeHHOCTAMM ~ ONHCAHWMA  JIEKAPCTBEHHBIX  MPENapaToB I  MeOUIMHCKOT
NPYMEHEHVS, SBIAIOMMXCA OOBEKTOM 3aKyIKH UL OOeCledeHUs] roCyIapCTBEHHbIX
MYHUIUIIATBHBIX HYX, YTBEPKACHHBIMH ITOCTaHOBICHUEM [IpaBurenscTBa Poccuiicko
@enepamyu ot 15.11.2017 Ne 1380 (manee — ITocranoBnerue, OcOOEHHOCTH OIMCAHH
JIeKapCTBEHHEIX NIPENapaToB), ¥ cOOOIIAET ClIeayIOLIEee.
ITocTaHOBNIEHNEM  YCTaHOBIEHLI OCOOGEHHOCTH

OIMUCAaHUA  JICKAPCTBCHHE]

IperiaparoB  MJIsT MEOUIIMHCKOTO HpI/IMSHéHI/I}I, ABIATOIIHUXCS 00BeEKTOM 3aKYIIKH 1J1

JIEKapCTBEHHBIX IIPENapaToB IIPH OCYILECTBICHUN TaKUuX 3aKyIIOK, B TOM YHUCJIC B e
HCKII0YeHUs] HanGoee THIHYHLIX CJIyYaeB OrPaHHYEHHSA KOJAYECTBA YHACTHHKO
3aKyNKH JIEKAaPCTBEHHBIX NPENapaTos.
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B coorserctBuu ¢ myHkTOM 2 OCOGEHHOCTEH OMMCAHHS JIEKApPCTBEHHBIX
[IPEIIapaToB IIPH OIMHCAHHHA B NOKYMEHTAUMH O 3aKyllKe 3aka3umkyd momumo MHH
D

JIEKapCTBEHHOTO Ipernapara (M IIPU OTCYTCTBHM TaKMX HaUMEHOBAHMI XHMHUYECKOI
TPYNIIMPOBOYHOIO HAMMEHOBAHHA) YKa3hIBAIOT JIEKApCTBEHHYI0 (OpPMY IIperapar
BKIIOYas B TOM YHCIC OKBUBAlICHTHBIE JIGKAPCTBEHHBIE (OPMEI, HO3UPOBK
JIEKapCTBEHHOIO IIperapara ¢ BO3MOXKHOCTBIO ITOCTaBKM JIEKapCTBEHHOIO IIperapara
KpaTHO¥ HOBMPOBKE M [BOMHOM KOIHUYECTBE, a TAKKE C BO3MOXHOCTHIO IIOCTABK
JICKapCTBEHHOI'O IIperapara B HEKPATHBIX SKBHMBAJIEHTHBIX JO3MPOBKAX, ITO3BOJISIOIIH
AOCTHYE OIWHAKOBOIO TEPAIEBTUYECKOro 3(eKTa, U OCTaTOYHBIA CPOK TIOTHOCT
JIEKapCTBEHHOTIO IIPEIapaTa, BEIPAKEHHBIN B SIMHUIAX U3MEPEHHUS BPEMEHH.

Kpowme Toro, B coorBeTcTBHE CO cTarheit 17 DenepanbHoro 3akoHa ot 26.07.200
Ne 135-@3 «O 3ammre KOHKypeHIHH» (Hajee — 3aKOH O 3aIlUTe KOHKYPEHIIUH) IIp
NPOBEACHUH TOPIOB, 3ampoca KOTHPOBOK I€H Ha TOBaphl, 3alpoca IIPeIJI0KEHH
3aNpelaoTCs IEHCTBUS, KOTOPhIE NPUBOIAAT HIM MOTYT IPHUBECTH K HEIOMYNICHHUK
OrpaHMYCHMIO WK YCTPaHEHHIO KOHKypeHUuH. [Ipy 3ToM, eCiti opraHusaTopaMu TOpro
3aIpoca KOTHPOBOK, 3alpoca MpesIoKEeHNH HIIH 3aKa3uuKaMil sIBISOTCS (enepaibHb
OpraHbl HCIONHHUTEIBHON BJIAaCTH, OpPraHbl HCIIOMHUTENBHOM BIACTH CYOBEKTC
Poccuiickodt ®enepanyy, OpraHbl MECTHOIO CaMOYIPABIEHHsS, TI'OCYJAPCTBEHHS
BHEOIODKeTHBIE QOHIEL, a TaKXe IPU IPOBEIEHAN TOPIOB, 3aIpoca KOTHPOBOK, 3aIpod
INPeAJIOKCHUH B ClOy4ae 3aKylOK TOBapoB, paboT, ycuyr mId obecredeHy
TOCYNapCTBEHHBIX M MYyHHIMIAIBHBIX HYXKI 3alpelaercsi He IPeryCMOTPEHH(
(enepasbHEIMU  3aKOHAMM WJIM  MHBIMA ~ HOPMATHBHBIMH  IIPaBOBEIMH  aKTaM
OrpaHMYEHHE JOCTyHma K YYacTHIO B TOprax, 3alpoce KOTHPOBOK, 3aIlpo(
[IPEIUIOKEHUH.

Ha ocnosanmn wmsnoxennoro PAC Poccum mo Bompocy (GoOpMHpPOBaHE
AOKYMEHTAlMX Ha 3aKyIIKy JeKapCTBeHHEIX mperaparoB ¢ MHH «Jlesodmoxcarun»
NEKapCTBeHHOM (OpMe «TabNeTKH IIOKPHITHIE ILTEHOYHOM 0BOIOUKOil» B HO3HPOBE
750 Mr coobmaeT clenyroliee.

B coorBeTCTBMH CO CBENEHHAMH TOCYIaPCTBEHHOTO PEECTpa JEKaPCTBEHHBIX
CPeNCTB, BEIEHHME KOTOPOIO IIPENyCMOTpPeHO crathell 33 DenepanbHOro 3aKoHA

ot 12.04.2010 Ne 61-®3 «O6 obpanreruy JIeKapCTBEHHBIX CPencTB» (qamee — Peecty

Ha Teppuropur Pocoumiickod ®enepamum B pamkax MHH  «JIeBoduoKcamuHy»
3aperUCTPUPOBAHbl  JIGKAPCTBCHHBIE IIperiapaThl B JIEKapcTBeHHOU (GopMe «TabneTKu

TIOKPHITEIE IICHOYHOH ofonoukoiy» B mosmposkax 250 mr, 500 mr, 750 MI, a Taxxke
JICKAPCTBEHHOH (opme «TabneTKy MOKpBITEIE OBOONOYKOM» B JO3HPOBKAaxX 250 Mr
500 Mr ¢ pasnuIHBIM KOTHIECTBOM TabIeTOK B MOTPEOUTENBCKUX YIIAKOBKAX,

ITo muennio PAC Poccun, ¢ yueToM TpeGOBaHHI, YCTAHOBISHHBIX IIYHKTOM

OcobenHHoCTel ONUCaHIs TeKapCTBEHHBIX IPENapaToB, [IPH OHCAHAN 06BeKTa 3aKyTIK

B NOKyMEHTalMK O 3aKyIKe JIEKApCTBeHHEIX IpenapatoB ¢ MHH «Jlesodmokcarmmy

JIEKapCTBEHHOH (opMe «TabieTKu TMOKPHIThIC UICHOYHOH OGONOYKOM» B NO3MPOBKE
750 Mr 3aKa3uMKH TaxKe 0GH3AHBI YKa3BIBATH BO3MOXKHOCTD TIOCTABKH JIEKapCTBEHHBIX
NPENapaToB B JEKAPCTBEHHOM PopMe «TabNeTKH MOKPHITEIE 0GON0UKOM) M B HEKPATHBIX
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nosupoBkax 300 mr m 250 M, cymMMma KOTOPHIX IO3BOJAET NOCTHYD SKBUBAJIEHTHOIO

TepaIeBTHYECKOro 3¢ dekTa, B TpeGyeMoM 3aKa3urKy KOJTHIeCTBe.
Ha ocHOBaHMM H37I0KEHHOTO B paMKaX [OJIHOMOYHH aHTHMOHOIIOILHOTO opras
YCTAHOBJIEHHBIX IIYHKTOM 5 4acTd 2 cTareM 23 3akoHa O 3aliuTe KOHKYPEHIWH

u
nmyHkToM 2 Ilocranosnenust, ®AC Poccum pasbsiCHSIET HELOMyCTHMOCTh 3aKYIKH
H

ONPENENECHHON NeKapCTBeHHOH (QOpMBI  JIEKapCTBEHHHIX mpemaparoB ¢ MH]

«JIeBodrokcaunny» («TabneTku IOKPBITHIE IUIEHOYHON 06ONOUKOM») 6e3 ykasaHWA
OKBUBAJICHTHOH JEKApCTBEHHON (QOPMBI («TaOIETKH ITOKPBIThIE 0GONOYKOM»), a TakKe
3aKyIKM ~ KOHKPETHOM  NO3MPOBKM  JIEKapCTBEHHBIX  mpemaparoB ¢  MHH

K

«JIeodmokcanmmy (750 Mr) Ge3 BOIMOKHOCTH [OCTABKH CYMMBI HEKPATHBIX JO3HPOBO
TIO3BOJISIOIIMX JOCTHYb SKBUBAJICHTHOIO TepaneBTHdecKoro addexra (500 Mr + 250 mr

Ha OCHOBaHUHM IIpHYMH, HE CBA3aHHBIX C TEPAIIEBTUYECKUMH CBOMCTBAMH TaKHUX

JICKapCTBEHHBIX pEIIapaToB.

Ilo Bompocy QopMupOBaHMS IOKYMEHTAUMM HA 3aKyNKy JIeKapCTBEHHb]
npenaparos ¢ MHH «Kenesa cynpdar+[AckopOunoBas Kucnoral» B JeKapCTBEHHQ
¢opMme «TabneTky MOKpBITEIE 060N04KOM» B mosuposke 100 Mr + 60 mr ®AC Poccu
COOOMIaeT ClIeqyIoIIEe.

B cootsercTBuu co ceenenuamu Peectpa Ha Tepputopun Poccuiickoit Penepary

B pamkax MHH «Kenesa cynshar+[Ackop6unosas KHCJIOTa]» 3aperuCTPUPOBa
CIMHCTBEHHBIN JIEKapCTBEHHBIN MTpenapar, HMEIOIIHi JIeKapCTBEHHY0 GopMy «TabIeTy
IOKPBITEe 06onoukol», B mo3upoBke 100 Mr + 60 MT ¢ Pa3sIHYHBIM KOJIMYECTBO
TabIETOK B IIOTPEOUTENLCKUX YIIAKOBKAX.

Ilpu orom Ha Tepputopun Poccuiickoii (Demepauuu 3aperuCTPHPOBaH]
nexapcTBeHHple npenapatsl ¢ MHH «Kenesa cymedar» B nexapcrBeHHOM (opM
«Opaxe» B JO3MpOBKe 325 MI, B JIEKapCTBEHHOM dopme  «TabIeTKu
TPOJIOHTUPOBAHHEIM BEICBOOOXKIEHUEM TTOKPBITEIE [NICHOYHOM 000I0YKOM» B JO3UPOBK
80 M, a Taxke sexapcTBeHHble mperaparsl ¢ MHH «AckopGHHOBas KHCIOTaY
JIEKAPCTBEHHON (pOpMe «IOPOLIOK [ IIPUTOTOBJIEHHS PACTBODA ISl IPHEMA BHYTPHY
mosupoBKax 1 1, 2,51 41, B MeKapcTBEHHOH (opMe «Ipaxe» B HO3HpoBKe SO Mr,
TIEKapCTBEHHON (popMe «TabiIeTku» B JO3UPOBKax 25 mr, 50 Mr, 75 Mr, 200 Mr 1 300 Mmr,
JIeKapCTBEHHON hopMe «TabNeTKH MUy aue» B 1o3upoBkax 250 mr, 500 mr, 1 ML

B coorsercTBuM ¢ mommyHkTOM «O» mnyHKTa 3 OCOGEHHOCTEH ONHCAHY

JICKApCTBEHHBIX IIPEIaparoB IPH ONMCAaHUM OOBEKTa 3aKYIKM B OTHOLICHH

MHOTOKOMITOHEHTHEIX (xOMOHMHUPOBaHHEIX) JIEKapCTBEHHBIX IpenapaTo
IPENCTABIAIOMIMKX COG0N KOMOMHanmio 2 wid Gollee aKTHBHBIX BEIIECTB (TO eci
aKTHBHBIX BEIIECTB, BXONIINX B COCTaB KOMOMHUPOBAHHOTIO JIEKAPCTBEHHOTO Hpenapal
1 3apeTHUCTPHPOBAHHBIX B COCTaBe ONHOKOMIIOHEHTHEIX JIEKApCTBEHHBIX MPENapaToB),
TaKk)Ke HabOpOB 3apPErHCTPHPOBAHHEIX JIEKAPCTBEHHBIX NPEenaparoB — JOJDKHO ObI1
YKa3aHHE Ha BO3MOKHOCTB [TOCTaBKH OJHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MPETIapaToB

Onnako B HacTosiee BpeMsl Ha TeppUTOpHH Poccmifckoit Qeneparuu ¥
3aperHCTPHPOBAHO JIEKAPCTBEHHBIX InpemaparoB ¢ MHH «Kenesa cynmedar» 1 MH
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«ACKOpOMHOBas KHCTOTa» B JIEKAPCTBEHHEIX (HOpMaXx, IpeIHa3HaYeHHbIX IS
[IEPOPANIbHOTO IpreMa, B No3upoBKax 100 Mr u 60 Mr COOTBETCTBEHHO MM UMEOIINX

WHBIC KPaTHBIC NO3UPOBKY (C BO3MOXKHOCTBIO TIOCTABKM B NBOWHOM KomduecTse). Ilp
stoM DPAC Poccun He pacmonaraer wHQOpMamMed O HANMYMH HA TEPPUTOPH
Poccutickolt ®enepanuy 3aperucTpHPOBAHHBIX JIEKapCTBEHHBIX IpenaparoB ¢ MH
«Kenesa cynpdar» 1 MHH «AckopbrHOBas KHCIOTa» B HEKPaTHLIX JKBUBAJIETHE]
JI03UPOBKAX, IO3BOAIOIMX MOCTHYh OIMHAKOBOIO TepalleBTHYECKoro addekra
JeKkapcTBeHHBIM mpenapatoM ¢ MHH «XKenesa cympdar+[AckopGunosas xucmoral»
JIEKApCTBEHHOM (QopMe «TabneTku MOKPEITEIe 060I0YKoi» B 103upoBKe 100 Mr + 60 M.
Taxum o6pasoM, ¢ yueToMm TpeOOBaHHUH, YCTAHOBIECHHBIX ITYHKTOM 2
MOAMYHKTOM «6» myHKTa 3 OCOGEHHOCTEH ONMMCAHHA NEKAPCTBEHHBIX IIpenaparos,
YCIIOBHSIX OTCYTCTBHUS CBEICHUH 00 3KBHBANICHTHOCTH JO3UPOBOK MHOTOKOMIIOHEHTHOT
flekapeTBeHHoro mpenapara ¢ MHH «JKenesa cynsdar+[AckopGusosas Kucmotal»
OIHOKOMIIOHEHTHBIX JIEKapCTBEHHBIX IperaparoB ¢ MHH «XKenesa cymsdar» u MH]
«AckopbuHosas xkucnora», PAC Poccuu mosaraer, 9To Ipy ONUCAHUM 06HEKTa 3aKYTIK
B HOXKYMEHTALUH O 3aKyNKe JICKAPCTBEHHBIX IpenaparoB ¢ MHH «Kenesza cynbdar
[AckopOuHoBas KucnoTa]» B JieKapcTBEHHOM BopMe «TaGreTkn IIOKPBITEIE 000JIOUKOM
nosuposke 100 mr + 60 Mr 3axa3yrky BOpaBe He YKa3bIBaTh HA BO3MOXKHOCTE OCTABK
OTHOKOMIIOHEHTHBIX JICKapCTBEHHBIX IIPENapaToB [0 HX IIOSBJICHWS Ha DBHIHKE MO
IPU3HAHUA SKBUBAJIEHTHOCTH UMEIOIIHXCS JO3UPOBOK.

A.JO. apukoBcku
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I.B. Ceruena, 8(499)755-23-23, 106. 088-747
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