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O ¢dopmMupoBaHUM JOKYMEHTAILMU HA 3aKYIIKY
JIeKapCTBEHHBIX npenaparoB ¢ MHH
«JIeBodnokcauuny, «XKenesa cynsdar+
[AcxopbuHOBast KUCIOTA]»

@DenepanbHas aHTHUMOHOIOJBHAS CIyX0a B pamMKax KOMIIETEHLMH paccMoTperna
obparmeHre I[TnaBHOro ympapiaeHHs opraHuzauuud ToproB Camapckodt 00yacTé MO
BOIIPOCY (DOPMHUPOBaHHUSI JOKYMEHTALUM Ha 3aKyNKy JIeKapCTBEHHBIX IpernapaToB C
MEXIyHapOAHBIM  HENaTeHTOBaHHBIM  HauMeHoBaHueM  (manee —  MHH)
«JleBodokcauuny, «XKenesa cynwbdart+[AckopOuHOBas KHUCIOTa]» B COOTBETCTBUU C
OCOOEHHOCTSIMU ~ ONUCAaHUS  JIEKAPCTBEHHBIX  IpenaparoB OIS  MEIULUHCKOIO
IIPUMEHEHHUS], SIBJSIOLIUXCS OOBEKTOM 3aKylKU MJis 0OecriedeHus rocyJapCTBEHHBIX U
MYHULIUTNIATIBHBIX HYX]I, YTBEPKIAEHHBIMU NocTaHOBIeHUEM IpaBuTenscTBa Poccuiickoit
Oenepanun ot 15.11.2017 Ne 1380 (manee — IlocranoBnenue, OCOOEHHOCTH OMUCAHUS
JIEKapCTBEHHBIX MPEaparoB), U COOOIIAET CIeayIOIIee.

[TocTaHOBIEHMEM YCTAHOBJEHBI OCOOEHHOCTH  ONMCAHUS  JIEKAPCTBEHHBIX
IIperaparoB JUIsi MEAULMHCKOIO IPUMEHEHUS], SIBISIOIIAXCS OOBEKTOM 3aKylKH IUIs
obecreueHnst TOCYIapCTBEHHBIX U MYHUITUIIAIBHBIX HYXJ, B JOKYMEHTALUH O 3aKyTIKe
JIEKApCTBEHHBIX IPENapaToB [IPU OCYLIECTBICHUN TaKUX 3aKyIOK, B TOM YUCIIE B HeJIAX
HCKJII0YeHHUs HauboJiee THMHYHBIX CJIy4YaeB OrPAaHUYEHHUsS KOJIUYEeCTBA YYACTHHKOB
3aKyNKH JIeKapCTBEHHBbIX MPenapaTros.
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B coorserctBum ¢ myHkTOM 2 OCOGEHHOCTEH ONUCAHMS JEKAPCTBEHHBIX
[IpeTIapaToB MNpHW OIKMCAaHHMH B NOKyMEHTAalMW O 3aKymKe 3akasyuku nomumo MHH
JIEKapCTBEHHOI'0 Mpemnapara (WiId IPU OTCYTCTBHM TaKWX HAMMEHOBAHHMH XMMHYECKOTO,
TPYNIHAPOBOYHOIO HAaWMEHOBAaHMSA) yKa3bIBAlOT JIEKAPCTBEHHYI0 (GOpMy IIperapara,
BKJIIOYas B TOM YHCIE OKBHUBAICHTHBIE JIEKAPCTBEHHBIE (DOPMBI, TO3HPOBKY
JIEKapCTBEHHOrO IIperapara ¢ BO3MOXXHOCTBIO ITOCTaBKH JIEKAPCTBEHHOIO IIperapara B
KpaTHOW JTO3MPOBKE M [JBOMHOM KOJHUYECTBE, a TaKKe C BO3MOXHOCTHIO IIOCTaBKH
JIEKApCTBEHHOI'0 Iperapara B HEKPATHBIX 3KBHUBAJIEHTHBIX JO3UPOBKAX, II03BOJISIOLIMX
AOCTHYb OIMHAKOBOI'O TEPAleBTHYECKOro 3(deKTa, M OCTATOYHBIH CpPOK T'OJHOCTH
JIEKapCTBEHHOTO Mpernapara, BEIPaXKEHHBIN B €IUHUIIAX U3MEPEHUS BPEMEHH.

Kpome Toro, B cooTBeTCTBHY CO cTarheit 17 DenepanbHoro 3axkoHa ot 26.07.2006
Ne 135-03 «O 3ammure KOHKYpeHIHH» (Hanee — 3aKOH O 3alUTe KOHKYPEHIMH) IIpH
IIPOBEIEHMU TOProOB, 3ampoca KOTUPOBOK LIEH Ha TOBaphl, 3ampoca MpeaIoKeHHH
3anpelarTesl EHCTBYs, KOTOPhIE IMPUBOAST MM MOTYT MPUBECTH K HENONYILEHHMIO,
OrpaHMYCHUIO UM YCTPAaHEHHUIO KOHKypeHIuU. [Ipu 3ToM, eciu opranuzaTtopaMu TOPTros,
3ampoca KOTUPOBOK, 3ampoca IMPeAoKeHUN UM 3aKa3uhKaMU SBISIOTCS (efepaibHbe
OpraHbl HCIIONHUTENBHOW BJ4CTH, OpPraHbl HCIOJHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickort ®enepaluy, OpraHbl MECTHOTO CaMOYMNpPAaBIEHHUs, TOCYIapPCTBEHHBIE
BHEOIOKETHBIE (OHIEI, a TaK)Ke IPHU [IPOBEIEHAN TOPIOB, 3apoca KOTHPOBOK, 3aIpoca
NPeNJIOKEHUH B Clydae 3aKyllOK TOBapoB, paboT, yciayr i obOecHedeHus
TOCYJapCTBEHHBIX W MYHHUIMITANBHBIX HYXJ 3ampeliaercsi He IIPEIyCMOTPEHHOE
(enepanbHBIME  33KOHAMM WM HHBIMH  HOPMATHBHBIMH  TPAaBOBBIMH  aKTaMH
OrpaHHYeHHe [JoCTynma K Y4YacTMIO B TOprax, 3alpoce KOTHPOBOK, 3alpoce
[IPEJIOKEHU.

Ha ocnoBanun wusnoxesHoro PAC Poccun 1o Bompocy  (hopMHpOBaHHS
JAOKyMEHTallui Ha 3aKyNKy JiIeKapCTBeHHBIX IpenaparoB ¢ MHH «JleBoduiokcanuu» B
JTICKapCTBEHHON (OpMe «TabNEeTKH IOKPBITHIE IUICHOYHOUW O0GO0JOYKOM» B JO3HUPOBKE
750 Mr coob1aer ciemyrolree.

B cooTBeTCTBMM €O CBEIEHMSIMH TOCYIapCTBEHHOIO pEECTpa JeKapCTBEHHBIX
CPENCTB, BEICHHE KOTOPOro IMPEeNyCMOTpeHO cTaThell 33 DenmepaibHOro 3axkoHa
ot 12.04.2010 Ne 61-@3 «O6 obparneHuH JeKapCTBEHHBIX CpeNCcTBy (nanee — Peectp),
Ha Tepputopun Poccuiickor @Pepepanun B pamkax MHH «JleBodnokcamusy
3apEruCTPUPOBaHBl  JIEKAPCTBEHHBIE IIPENapaThl B JIEKAPCTBEHHOH (opme «TablieTku
TIIOKPBITHIE TUIEHOYHOH 0007104YKoi» B mo3upoBkax 250 mr, 500 Mr, 750 M, a Takxe B
JIEKapCTBEHHOW (popMe «TabNeTKH IMOKPHIThIE O00OJIOYKOW» B A03MpoBKax 250 Mr u
500 Mr ¢ pasnMYHBIM KONTHIECTBOM TabJIeTOK B IOTPEOUTENBCKIX YIIAKOBKAX.

ITo muenmio @AC Poccuu, ¢ yd4eToM TpeGOBAaHMM, YCTAHOBIEHHBIX ITYHKTOM 2
OcobeHHOCTeH Onucanus TEeKapCTBEHHBIX IIPEIAPATOB, IPH OMUCAHHN 0OBEKTa 3aKYIIKH
B NOKyMEHTAallMK O 3aKyIIKe JIeKapCTBEHHBIX npenapatoB ¢ MHH «JleBoduokcanun» B
JICKAPCTBEHHOM (pOpMe «TalbNeTKH IOKPEITBIE IUICHOYHOM OGONOYKOH» B JO3UPOBKE
750 Mr 3aKa34HKH TaKke 00M3aHBI YKa3bIBATH BO3SMOXKHOCTb TTOCTABKH JIEKAPCTBEHHBIX
MPEnapaToB B JIGKAPCTBEHHON (POpMe «TabIeTKH MOKPHIThIe 000I0YKON» M B HEKPATHBIX
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nosupoBkax 500 mr m 250 MI, cyMMa KOTOPBIX IMO3BONSET JOCTHUYH SKBUBAJIEHTHOTO
TepareBTHIECKOro s Pexra, B TpeOyeMoM 3aKa3unKy KOIMUECTBE.

Ha ocHoBaHMH M3JI0)KEHHOTO B paMKax ITOJHOMOYMI aHTUMOHOIONEHOIO OpraHa,
YCTaHOBJICHHBIX ITYHKTOM 5 4acTH 2 cTaTbd 23 3aKkoHa O 3al[UTe KOHKYPEHLUH U
nyHkToM 2 [locranosnenus, ®AC Poccuu pasbsCHSET HENOIYCTHMOCTh 3aKyNKH
ONPEeNeNICHHON JIeKapCTBEHHOM (OpPMBI  JIeKapCTBEHHBIX Ipernaparos ¢ MHH
«JleBodokcanun» («TabNeTKU IOKpPBITBIE I[UIEHOYHOM 060109KOM») 063 yKa3aHHs
3KBUBAJICHTHO! JI€KapCTBEHHON (DOPMBI («TabNeTKH MOKPBITHIE 00OIOYKO»), a Takke
3aKyIIKM ~ KOHKPETHOH  JO3MPOBKM  JIEKApPCTBEHHBIX  IpemapatoB ¢  MHH
«JleBodutokcanuny» (750 Mr) 6e3 BO3MOXHOCTH IIOCTaBKH CyMMBI HEKPATHBIX JO3MPOBOK,
TIO3BOJIAIOIIKX AOCTUYb SKBUBAJIEHTHOIO TepanesTudeckoro addexra (500 mr + 250 mr),
Ha OCHOBaHUHU IIPHYMH, HE CBA3aHHBIX C TEPANEBTUYECKUMHU CBONCTBAMH TaKHX
JIEKapCTBEHHBIX IPENapaToB.

Ilo Bompocy QopMupoBaHUS [OKYMEHTAL[MM Ha 3aKylKy JIEeKapCTBEHHEIX
npenapatoB ¢ MHH «Kenesa cynsdar+[AckopOuHoBast Kuciaoraly B JIeKapCTBEHHOM
(Gopme «TabneTky MOKPBITEIE 060ouKoi» B mo3upoBke 100 Mr + 60 mr ®AC Poccuu
COOOIIaeT Cliemyrolee.

B cootsercTBun co cBenenusiMu Peectpa Ha Tepputopun Poccuiickoit ®enepanun
B pamkax MHH «Xenesa cynpdar+[AckopOuHoBas KuCIOTa]» 3apernCTPUPOBAH
©IMHCTBEHHBIH JIEKAPCTBEHHBIH Npenapat, UMEIOIINH JIEKapCTBEHHYIO (HOPMY «TabIeTKH
TIOKPBITBIE 000/I04KOl», B H03upoBke 100 Mr + 60 M ¢ pasnu4YHBIM KOMHYECTBOM
TabJIETOK B MOTPEOUTENBCKHX YITAKOBKAX.

[Ipu ostom Ha Tepputopun Poccuiickoit Denepanuu  3aperdcTPUPOBAHE
nekapcTBeHHble mpenapatel ¢ MHH «JKenesa cynbdar» B nekapcTBeHHOU (opMme
«Ipaxke» B  JIO3UpOBKe 325 MI, B JIeKapCTBEHHOW Qopme  «TabiaeTKd ¢
IPOJIOHTPOBAHHBIM BBICBOOOXKIEHHEM IOKPBITHIE IUICHOYHON 000JI0YKON» B IO3UPOBKE
80 ™r, a Tarxe lekapcTBeHHBle mperapatbl ¢ MHH «AckopOUHOBas KHCIIOTa» B
JICKapCTBEHHOU (OpMe «IOPOLIOK IJIs IPHTOTOBJICHHUS PACTBOPA JUIS IPUEMA BHYTPb» B
nosupoBkax 1 1, 2,51, 41, B JeKapCTBEHHON (opme «apaxe» B Ho3upoBke 50 ML, B
JIEKapCTBEHHOM opMe «TabIeTKu» B 103upoBKax 25 mr, 50 mr, 75 mr, 200 mr u 300 MT;, B
JIEKapCTBEHHON PopMe «TabIeTKH IIUITydne» B 1o3uposkax 250 mr, 500 mr, 1 mMr

B coorsercTBUM ¢ mOmmyHKTOM «6» myHkta 3 Oco6GeHHOCTeH OmHCcaHUs
JeKapCTBEHHBIX [MpPENaparoB IPU ONUCAHUU OOBEKTa 3aKyNKW B OTHOLIEHHH
MHOT'OKOMIIOHEHTHBIX (KOMOUMHUPOBAHHBIX ) JIeKapCTBEHHBIX IIpernaparos,
NPEACTABIAIONMX COO0H KoMOMHaluio 2 WM Gojee aKkTHBHBIX BEINECTB (TO €CTb
AKTHBHBIX BEILECTB, BXOISIIMUX B COCTaB KOMOMHUPOBAHHOTO JIEKapCTBEHHOTO Ipemnapara
¥ 3apETUCTPUPOBAHHBIX B COCTaBE ONHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENapaToB), a
TaKk)Ke HAabOPOB 3aperdCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB — HOJDKHO OBITH
yKa3aHH€ Ha BO3MOXXHOCTH MOCTABKH OJIHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENapaToB.

Onmnaxo B HacTosmlee BpeMs Ha TeppuTopuu Poccuiickoit Menmepannu He
3apETUCTPUPOBAHO JIEKapCTBEeHHBIX Mpenapatos ¢ MHH «OKenesa cympdary m MHH
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«AckopOuHOBas KHMCIOTa» B JIEKapCTBEHHBIX (opMax, TNpeJHA3HAYEHHBIX A
NepopanpHOro npuema, B 1o3upoBkax 100 Mr u 60 Mr cOOTBETCTBEHHO MIIM MMEIOIIUX
MHBIC KpaTHbIE JHO3MPOBKU (C BO3MOXKHOCTBIO IIOCTaBKU B IBOWHOM KonudecTBe). Ilpu
stom OAC Poccun He pacronaraeT uH(poOpMauuedl O HaJIUYUMH HA TEPPUTOPUM
Poccuiickort @enepanuy 3aperdCTpUPOBAHHBIX JIEKAPCTBEHHBIX Nperaparos ¢ MHH
«XKenesa cympdar» 1 MHH «AckopOuHOBas KHCIIOTa» B HEKPATHBIX SKBHBAJETHBIX
JO3UPOBKaX, TMO3BONSIONIMX JOCTHYL OAMHAKOBOIO TepameBTHueckoro shdexra c
JeKapcTBeHHBIM TpenapatroM ¢ MHH «Kenesa cynbdart+|AckopOuHoBas KHCIOTa]» B
JIEKapCTBEHHON (popMe «TabIeTKH OKPBITEIE 000104Ko» B qo3upoBKe 100 Mr + 60 MT.

Takum obpasom, ¢ y4eToM TpeOOBaHHUiA, YCTAHOBIEHHBIX IIYHKTOM 2 H
HOAMYHKTOM «6» myHKTa 3 OCOOGEHHOCTEH OmMCaHus JIEKApCTBEHHBIX MPENaparoB, B
YCIIOBHSIX OTCYTCTBHSI CBEJJEHUI 00 SKBHBaJEHTHOCTH JHO3UPOBOK MHOTOKOMIIOHEHTHOIO
nexkapcTBeHHoro mnpemapara ¢ MHH «Kenesa cynbdar+[AckopOuHoBas KucioTaly u
ONHOKOMIIOHEHTHBIX JIeKapCTBeHHEIX IpenaparoB ¢ MHH «Kenesa cynedhary 1 MHH
«Ackopbunosas kucioray, ®AC Poccnu monaraet, 4To NMpy ONMCAHUK 0OBEKTa 3aKyIKHA
B JOKYMEHTAllMU O 3aKyIlKe JIeKapCTBEeHHBIX mpemnaparoB ¢ MHH «Kenesa cymbdart
[AckopOuHOBas KMCIIOTA]» B IEKAPCTBEHHOM (OopMe «TabIeTKH ITOKPEIThIE 000I0YKOMR» B
nosuposke 100 mMr + 60 Mr 3aka3uyuky BIpaBe HE YKa3hIBaTh HAa BOZMOXKHOCTh ITOCTaBKHU
OIHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IPENaparoB 10 WX IOSBJICHHS Ha PHIHKE JHO0
IIPU3HAHWS SKBUBAJIEHTHOCTH UMEIOIINXCS JO3UPOBOK.

A XO. IlapukoBcKuit

H.B. Criuesa, 8(499)755-23-23, no6. 088-747

2018-113519(3)



