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(9 (bopMHPOBaHUH JOKYMEHTAIMH Ha —I
3aKyIIKY JIEKADCTBEHHBIX IIPENapaToB C
MHH «Harpus xnopun»

QenepasbHas aHTHMOHOIIONIBHAS CIIy)k0a paccMmoTpelsia obpallleHHe rpaxJaHHuHA
Poccuiickoii  ®epepanu 10  BONPOCY  pPa3bsCHEHHs IMOpsAIKa IpUMEHEHUs
noctanosienus [IpaButenbctBa Poccuiickoit ®@enepanuu ot 15.11.2017 Ne 1380 «O6
O0COOEHHOCTSIX ONHCAaHUs JIEKAPCTBEHHBIX MPENaparoB AJIsI MEAULIUHCKOTO MPUMEHEHHUS,
ABIIIOIIMXCS  OOBEKTOM  3aKkymkd i obecredeHWss TOCYOapCTBEHHBIX U
MYHMLHMINANBHBIX HYyXI» (mamee — IlocranoBnenme, OcoGeHHOCTH ONHUCAHHS
JIEKapCTBEHHBIX IpenaparoB) IMpH (OPMHUPOBAHMU [OKyMEHTAllMd Ha 3aKylKy
JIEKapCTBEHHBIX IIpENapaToB C MEXIYHApONHBIM HEMAaTeHTOBAaHHBIM HaWMMEHOBaHHUEM
(manee — MHH) «Harpus xnopuny B JIeKapCTBEHHOM GopMe «pacTBOp IS HH(Y3Hi» B
nosuposke 0,9 % u coobmaeT cienyromiee.

ITocTaHOBNIEHHEM  yCTaHOBJIEHBI OCOOEHHOCTH ONHCAHHUS  JIEKAPCTBEHHBIX
IpenapaToB [Ijsi MEIULUHCKOTO NPUMEHEHHS, SBISIOMUXCH OOBEKTOM 3aKyIKH IS
obecneyeHns: TOCyIapCTBEHHBIX M MYHULIUMAIBHEIX HYXI, B JOKYMEHTALUKM O 3aKyIIKe
JIEKapCTBEHHBIX IIPENapaToOB IIPH OCYIIECTBICHUH TaKUX 3aKyIOK, B TOM YHCJIE B LIEJIIX
UCKJIIOYEHHUs] Haubolee THUIHWYHBIX CIIy4aeB OrPaHHYEHHUs KOJIMYECTBA yYaCTHUKOB
3aKyTIKH JIEKapCTBEHHBIX MPENaparoB.

B coorserctBM ¢ mnyHKTOM 2 OCOGEHHOCTEH ONMCaHMs JIEKAPCTBEHHBIX
IIpenapaToB MpH ONMCAaHMH B [JOKYMEHTallUM O 3aKylke 3akazuuku nommmo MHH
JIEKapCTBEHHOIO IIpenapara (WM IpU OTCYTCTBHM TaKUX HAUMEHOBAHMM XMMHMYECKOTO,
IPYNNHUPOBOYHOTO HAMMEHOBAHHMS) YKa3bIBAaIOT JIEKAPCTBEHHYIO (GopMy IIpemapara,
BKIIIOYass B TOM 4YHCJI€ OKBHMBAJICHTHBIE JIEKAPCTBEHHbIE (OPMBI, ITO3HPOBKY
JIEKapCTBEHHOTO Ipenapara ¢ BO3MOXHOCTBIO IOCTaBKHU JIEKapCTBEHHOIO IMpernapara B
KpaTHOX [O3UPOBKE M [BOHHOM KOJHYECTBE M OCTATOYHEIM CpPOK TOJHOCTH
JIEKapCTBEHHOTO Mpenapara, BEIpaXEHHBIH B €UHHUIIAX H3MEPEHHUS BPEMEHH.

B coortBercTBHMH ¢ mnommyHkToM «B» mnyHKTa 5 OcoGeHHOCTeHl omucaHus
JEKapCTBEHHBIX IMpENaparoB MpH ONHCAaHUM OO0bEeKTa 3aKylKH He IOMyCKaeTCs
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yKa3piBaTh 00bEM HAIOJHEHHWs TepBUYHOW YIMAaKOBKU JIEKApCTBEHHOIO IIpenapara, 3a
HCKJTFOYEHUEM PacTBOPOB IJIsi HHPY3HUH.

B COOTBETCTBMM CO CBEHEHHSIMH TOCYJapCTBEHHOIO peecTpa JIEKapCTBEHHBIX
CpeICTB, BeIeHHe KOTOpOro IpexycMoTpeHo cratbedl 33 denepalbHOro 3aKoHA
ot 12.04.2010 Ne 61-®3 «O6 oOpallleHHH JEKApCTBEHHBIX CPEICTB», Ha TEPPUTOPHH
Poccuiickoit @enepanuu B pamkax MHH «Hatpus xsopuny 3apeructprupoBato 6oiee 20
JIeKapCTBEHHBIX MperaparoB B JIEKAPCTBEHHOH QopMe «pacTBop A1 HHGY3HH» B
no3upoBke 0,9 % (9 mr/min) B ¢popmax BeIycka «(aakoH», «KOHTEHHEDP», «KOHTEHHED
TOJIMMEPHEIN», «OyThUIKa» (CTEKJISHHAS W MOJUITUIEHOBass) 06beMoM HamonHeHHus 50
i1, 100 M1, 150 mut, 200 Mo, 250 mut, 300 mit, 350 mi, 400 mur, 450 M, 500 mur, 600 mut,
800 ma, 1000 mi1, 1500 mm, 2000 min, 2500 ma, 3000 mi, 3500 mur, 4000 ma, 4500 mi,
5000 mu.

Takum o6pa3oMm, TpH 3akylnke JekapcTBeHHbIX mnpenaparoB ¢ MHH «Harpus
XJIOpUO» B JieKapcTBeHHOM (opMme «pacTBop mius uHOY3mit» B mo3upoBke 0,9 %
(9 Mr/mMn) B pa3nuuHBIX (OpMax BHITyCKa B COOTBETCTBHUU C MOAIIYHKTOM «B» IYHKTA 5
OcobeHHocTell ONMUCaHUs JIEKAPCTBEHHBIX MpenaparoB  AOMyCKaeTcsl YKa3bIBaTh
o0beM HamMoJIHEeHHS MEPBUYHOMH YNAKOBKH JI€KAPCTBEHHOI0 NMpenapara.

Taxxxe ®AC Poccum oTMedaeT, UTO B COOTBETCTBUU C MOAMYHKTOM «€» IIYHKTa 5
OcobeHHOCTEll ONMUCAaHUS JIEKAPCTBEHHBIX IpPENaparoB He JOMyCKaeTcs YKa3blBaTh
¢popmy BbInycka (mepBHYHON YMaKOBKH) JI€KaPCTBEHHOro mpemnapara (HalmpuMep,
«aMItyna», «(paakon», «omuctep» u Op.).

®AC Poccuu [ONONHHUTENBHO CcOOOIIaeT, YTo MYyHKTOM «0» myHKTa 5
OcobeHHOCTE!l OMUCaHUS JIEKAPCTBEHHBIX IIPEMapaToB IPEIyCMOTPEH 3alpeT Ha
YKa3aHH€ [JO3MPOBKM JICKapCTBEHHOIO Ipenapara B ONPEAENEHHBIX €IUHULIAX
HU3MEpPEHUs] IIPH BO3MOXHOCTH KOHBEPTUPOBAHHS B WHBIE €IWHULEI HW3MEPEHHS
(nanmpumep, «ME» (MexayHapomHas €OMHHUIIA) MOXET OBITH KOHBEPTHPOBAHA B «MI»
UM «TPOLEHT» MOXET OBITh KOHBEPTHPOBAaH B «MI/MJI» U T. I.). B COOTBETCTBHH C
HHCTPYKUIMSAMHU 10 MEIWLIMHCKOMY IPHUMEHEHHIO JIeKapCTBEHHBIX MpemaparoB ¢ MHH
«Harpus xnopun» mozupoBku 0,9% w 9 MIr/MII SABISIOTCS SKBHBAJIECHTHBEIMH.
CnenosarensHO, NpH (OPMUPOBAHHM [OKYMEHTAUH O 3aKylKe HE JOIYCKAeTCs
yKa3bIBaTh OIIpElEIICHHbIE €AWHUIBI TO3UPOBKH JIEKApPCTBEHHEBIX mpemnaparoB ¢ MHH
«Harpusa xmopun» (mpoueHThl WM Mr/mi) 0e3 yKa3aHUs SKBHBAJIECHTHBIX €IMHHII
JOO3UPOBKH (MI/MJI MJIH MPOLIEHTBI COOTBETCTBEHHO).

B cootBetrcTBUU cO cTatheit 17 ®@enepanbHOro 3akona or 26.07.2006 Ne 135-®3
«O 3amuTe KOHKYPEHIUN) IPH IPOBEIECHUH TOPTOB, 3alpOCa KOTUPOBOK LIEH HAa TOBAPE,
3alpoca MNPEUIOKEHUH 3anpelmaloTcsl OeHCTBUS, KOTOpBIE MPHUBOAAT WJIH MOTYT
NPUBECTH K HEAOIMYIIEHUIO, OTPAHUYECHUIO WIIM YCTpaHEHHUIO KOHKypeHIMH. IIpu sToM,
€CIM OpraHu3aTopaMH TOPIroB, 3alpoca KOTUPOBOK, 3ampoca MPeNOKEHHH HIIH
3aKa3uuKaMH SIBISAIOTCS (elepalbHble OpraHbl HCIONHHUTELHONW BIIACTH, OpIaHBI
HCIONHUTENbHON BlacTH CcybpekToB Poccumiickoit ®enmepannu, OpraHel MECTHOIO
CaMOyTIpaBJIEHMs], TOCYAapCTBEHHEIE BHEOIOMKETHBIE (DOHIBI, a TaK)XKe MPH MPOBEICHHUH
TOProB, 3allpoca KOTHPOBOK, 3allpoca MPeIJIOKEHH B CiIydae 3aKyIllOK TOBapoB, padorT,
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YCIIyr 1yisi obecredeHus roCyIapCTBeHHBIX U MYHHUIMIAIBHBIX HYXX] 3anpellaeTrcs He
IPEeIyCMOTPEHHOE (elepalbHBIMUA 3aKOHAMHU WA WHBIMH HOPMATHBHBIMH ITPaBOBHEIMH
aKTaMH OrpaHH4Y€HHe JOCTylla K Y4YacTHIO B TOprax, 3ampoce KOTHPOBOK, 3alpoce
IPENJIOKEHH .

Ha ocHOBaHMM K37I0XKEHHOTO B paMKax IMOJIHOMOYHH aHTHMOHOIOJBHOTO OpraHa,
YCTaHOBJIEHHBIX IYHKTOM 5 4acTh 2 craThd 23 3akoHa O 3allUTe KOHKYPEHIIMH U
nyHKToM 2 IloctanoBnenus, ®AC Poccum pa3psicHsIeT 0 HEOOXOOMMOCTH yKa3aHHS B
JOKYMEHTallMM 3aKylIKd BCEX O3KBHUBAJICHTHBIX €IUHUIl JO3UPOBKH JIEKAPCTBEHHBIX
npenaparos ¢ MHH «Harpus xmopumy.
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