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['maBHOE yIpaBlieHHe OpraHu3alyy
topros Camapckoi 001acTH

CxaspeHko yi., 1. 20,
. Camapa, 443068

O ¢opMUpOBaHHH JOKYMEHTAHA O
3aKyIKe JEKapCTBEHHBIX MpENnaparoB
¢ MHH «bpumonuaua-+THMOI0»

denepanbHas aHTHMOHOIIONBHAA CllyXx0a paccMoTpesa obpamenue [aBHOrO
yIpaBleHus: opraHusauud Topros Camapckoil obmacTé OT 15.01.2019 Ne 14-09/11 mo
Bompocy (OpMMpOBAaHKS MOKYMEHTAllMK O 3aKylke JEKapCTBEHHOIO Iperapara C
MEJKIy HapOJIHEIM HeTTaTeHTOBaHHBIM HAaUMEHOBaHUEM (manee — MHH)
«bpuMorHIMH+TUMONON» B JIEKAPCTBEHHON (HOPME KAl IVIa3HBIE» B COOTBETCTIBUH €
OcoBeHHOCTIMY ONUCAHMS JIEKAPCTBEHHBIX [TPENApaToB JUls MEAULIMHCKOTO IPUMEHEHNA,
SBIISAIOIIAXCS OOBEKTOM 3aKYIKH Ul 00ecIIeueH s FOCyAapCTBEHHBIX U MyHHULMIIATBHBIX
HYXZ, YTBEp)KICHHBIMH IOCTaHOBIeHHeM [IpasurenbcTBa Poccuiickon Oepepaunu
or 15.11.2017 Ne 1380 (mamee — OcOOEHHOCTH ONMCAaHUS JICKAPCTBEHHBIX IPENaparos,
[locTaHOBIEHKE), U COOOIIACT CIEMYIOIIEE.

B coOTBeTCTBMM ¢ MOANMyHKTOM «6» myHkTa 3 OcobeHHOCTE#H ONMCaHUA
JIEKApCTBEHHBIX [PENaparoB IPHM ONMCAHWM O0BEKTa 3aKylNKd B OTHOIICHHUH
MHOTOKOMITOHEHTHBIX (kOMOUHHPOBAHHBIX ) JIeKapCTBEHHBIX Iperaparos,
IIPEeCTABIAIOMIMX cO60KM KoMOMHAIMIO 2 Wiv Oollee aKTHBHBIX BEIIECTB (To ecTh
AKTHUBHBIX BEIIECTB, BXOMAIIMX B COCTaB KOMOMHHUPOBAHHOIO JIEKApCTBEHHOIO Mpenapara
U 3aperucTPUPOBAHHBIX B COCTABE OJHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX Tperaparos), a
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Takke HabOpOB 3aperdCTPHPOBAHHBIX JIEKAPCTBEHHBIX IPEIApaToB AOMKHO OBITH
yKa3aHMe Ha BO3MOKHOCTH MOCTABKH OJXHOKOMIIOHEHTHBIX JICKaPCTBCHHBIX
npenaparos.

Kpome Toro, B COOTBETCTBUM CO CTATheH 17 ®enepanpHOIO 3aKOHA OT 26.07.2006
No 135-®3 «O 3ammTe KOHKYPEHIMM» (Janee —3akoH O 3allUTe KOHKYPEHLMH) IpH
TIpOBE/ICHMM TOProB, 3allpoca KOTHPOBOK LIEH Ha TOBApBI, 3alpoca TIpeI0KEHUH
3anpemarTes JeHCTBHS, KOTOPhIE NMPUBOIAT WIM MOIYT NPHUBECTH K HEIOIYIICHHUIO,
OTpaHUYEHHUIO WK YCTPAHEHHIO KOHKYpeHUMH. 1IpH 3TOM, €Ciu OpraHu3aTopaMu TOpIOB,
3aIpoca KOTHPOBOK, 3alpOca NPENIOKEHIH UITH 3aKa3YUKaMi SBISIOTCA dbenepanbHbIe
OpraHbl MCIIOMHUTENBHON BNACTH, OpPraHbl HCIOIHUTENBHOW —BIIaCTH CyOBEKTOB
Poccuiickoit ®efepaluu, OpraHbl MECTHOTO CaMOYIPaBI€HHA, TIOCYNAapCTBEHHBIC
BHeGIOMKETHBIEe (DOH/IBL, & TAKKe NIPH IPOBEJIEHUH TOPIoB, 3apoca KOTUPOBOK, 3alpoca
NpPEANOKeHUui B Clydae 3aKyNoK TOBapoB, padoT, yCIyr —Jisi obecrieueHus
rOCyJapCTBEHHBIX W MYHHIMIAIBHBIX HYXZI 3ampemaercss HE IPeIyCMOTPEHHOC
denepaTbHBIMM  3aKOHAMM WM WHBIME ~ HOPMAaTHBHBIMH — TIPaBOBBIMH  aKkTaMu
orpaHuyeHHe T0CTYNa K yJacTHIO B TOprax, 3alpoce KOTUPOBOK, 3alpoce MPeINIOKEHUH.

CoIacHO CBEICHHUSIM TIOCYJapCTBEHHOIO peecTpa JIeKapCTBEHHBIX CPEICTS,
BeJlcHIe KOTOPOro IpedyCMOTPeHO cTaThed 33 DenepalbHOrO 3aKOHA OT 12.04.2010
Ne 61-03 «O6 obpalleHnu JEeKApCTBeHHBIX CPENCTB» (Janee — Peectp), HAa TEPPUTOPHH
Poccuiickoit ®emepamuu B pamkax MHH «Bpumonuana+THMOTION» 3aperuCTpUpOBaH
eIMHCTBEHHbIM JIeKAPCTBEHHbIHM TIperapaT B JIEKapCTBEHHON (opMe «Kallld [IasHBIe» C
TOpProBelM HavMeHOBaHHEM «KomOuran» (Bnameneny/aepxareib PETHCTPALIOHHOTO
yrocToBepenus «Amneprad ©apMachOTHKII3 AHIPISHIY, Wpiannus).

B coorserctBui ¢ Peecrpom B pamkax MHH «bpuMOHHIME» Ha TEppUTOPHH
Poccuiickoit @efepalid  3aperHCTPUPOBaHO 3 JICKapCTBEHHBIX — I@pernapara B
JIleKapCTBEHHOM (opMe «Kallld IJa3Hple» ¢ TOPIrOBBIM HAHMEHOBAHHUEM «bpum
Anturnay DKO»  (Bnamenen/neparenb — PeTHCTPAllMOHHOIO  yNOCTOBEPEHI
®apmaneptuyeckuit  3aBof  «[IOJIbOAPMAY AO, Tlompma), «Anscdaran P»
(Bnazenel/nepxatenb PEruCTPAlMOHHOTO YAOCTOBEPCHNU «Annepran Wuk.», CILA),
«JIrokcen»  (Bragenelny/sepxKarelb — PErHCTPAMOHHOIO  yAOCTOBEPEHUA 000
«BAJIEAHT», Poccus).

CornacHo cBeneHusM Peectpa B pamkax MHH «Tumonon» Ha TEppPUTOPUH
Poccuiickoit ~ ®eepanuy  3aperHCTPUPOBAHBl  JEKApCTBEHHbIE — INpenaparbl B
JIeKapCTBEHHOM (opMe «KamnM IVasHble» C TOProBHIM HAUMEHOBAHHEM «Poruma»
(Bramenery/qepkaTellb PETUCTPALIMOHHOIO yAOCTOBEPEHHA «Cxan buorexk Jlumuren»,
WNnpus), «Tumonoa-COJIOpapm» (Bnajenen/aepxarens — PErHCTPallHOHHOTO
ymoctoseperus 00O  «I'porekcy, Poccws), «Tumonaom» (Bamenew/aepxxareisb
PETHCTPALMOHHOTO yaocToBepenus «Mukpo Jlabe Jlnmuren», Wunus), «Tumomona
masieaT» (BIIafelely/IepkaTelh perHCTPAlMOHHOTO yiocToBepeHus Pycan ®apma JItx,
Unnns), «Tamonon-M3I3» (Branenen/aepkareib PErHCTPAlHOHHOIO YNOCTOBEPEHNMA
®I'YII «MoOCKOBCKMI  SHIOKpHHHBIH  3aBom», Poccmsa), «Tumomom» (PVII
«Benmenmnpenaparel», Pecrrybnuka benapycs), « Tumos10m» (3AO0 «I1OK «ObHOBIEHHEY,
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Poccus), «Oxynpec-E» (Bramenew/aepxxarenb pPerucTParMOHHOTO YAOCTOBEPEHMS
«Kaguna ®apmacerotukans Jlumuren», VHmus), «ApyTHMoa» (BIaaeseLyaepKarTeib
peructpannonsoro ymoctoseperns 00O «BAJIEAHT», Pocews), «Tumomom
(Bnagenery/aepxarens perucrpaunonHoro ynocroseperus OO0 «CrassHeKas antexay,
Poccus), «Odran Tumonon» (Branenen/aepxareb peruCTPALMOHHOTO YI0CTOBEPEHHUA
«CaHTaH AOw», OUHISHINSA), «Tumosion-AKOC» (Bmamenery/nep:xarenb
perucrpaimonsoro  ynocroseperuss OAO  «Cunres», Poccws), «Tumomon-moey»
(BIazernely/iepykarellb perkCTPalHOHHOTO YIOCTOBepeHHs «YpcadapM ApIHAUMHUTTENIb

I'MoX», Iepmanus), «Oxymon»  (Brajenen/aepxarellb  PETHCTPALOHHOIO
YIOCTOBEPEHUS «BeiiB DapMachIOTHKAIIC Jtm», Nunus), «nayram»
(Brajenen/epskarellb ~ PErMCTPALOHHOTO  yHOCTOBepeHHs  «Slnpan  laneHckui
Jlabopatopuii a.0.», Xopsarus), «Tamomoa-AUA» (Bmamenew/aepxareib

perucTpanuonHoro  ymocroBepenuss 3AO  «/lmadapm», Poceus), «Oxymen»
(Brajienen/nepxareib perucTPaoOHHOTo ynocToseperus «IIpomer Oxcnopre [Isr.JITON,
Nunus), «Tamonon-beranexy (Bmameneny/ aepxKareib PETUCTPALlMOHHOIO
ynoctoBepenus 00O «Bera-Jlek», Poccus), «Tumoson» (Bramelnew/aepxarens
perucTpanyonHoro yrocrosepenus «K.O.Pomdapm Komnanu C.p.J1.», Pymbinus).

B COOTBETCTBUM CcO cTaTheill 25, yacTeio 6 crarbd 44 3akoHa O 3amluTe
xoukypenuuu @®AC Poccun HampaBneH 3anpoc B Munsapas Poccud MHCEMOM
or 04.02.2019 Ne AI/7169/19 0 BO3MOXHOCTH IPHUMEHECHUS OJHOKOMIIOHEHTHBIX
nexapcTBeHHBIX Tperaparos ¢ MHH «bpumonmnume» 1 MHH «Tumonon» Ha OnHOH
rpyIIIe HaHMeHTOB ¢ TOCTHKEHHEM CONOCTABHMOIO TePaneBTHIECKOro a@deKra, YTo u
Ipy KCIIONB30BAaHUM KOMOMHHMPOBAHHOIO —JIEKApCTBEHHOIO Ipemapara ¢ MHH
«BbpuMoBUAUH+THMOION.

CornacHo orBery Mumsapasa Poccum or 22.02.2019 Ne 25-2/w/2-1499 (xomnms
IpUIIAraeTcs)  3dKA34uK Npu  onucanuu  obvekma  3aKYNKU €  OMHOULeHUU
MHOZOKOMNOHEHMHBIX  (KOMOUHUPOBAHHBIX) —JIEKAPCIMBEHHBIX — NPEnapamos  OONdiCeH
YuUmMbIEAMs  B03MOJICHOCHL — NOCMASKU — OOHOKOMNOHEHMHLIX — JIeKaPCMBEHHBIX
npenapamos, exioYeHHbIX unu He ekniouennvix 6 Ilepevenv ZKHBJIII, 6 pamkax yene6o2o
ucnonv308anus 6rdxcemHbix cpedcme brodacemnoti cucmemol Poccuiickoi Pedepayu.

[To uubopmamuu ®IBY «HIDCMII», mpencrasienHod B MiuHsapas Poccuu
mucsMoM oT 19.02.2019 Ne 3481, npumeHnenue OOHOKOMNOHEHMMHBIX JEKAPCMEEHHbIX
npenapamose ¢ MHH «bpumonuouny u MHH «Tumonon» € KOHYEHMpayusx,
IKBUBANICHMHBIX  KOMOUHUPOBAHHOMY — J1€KAPCMEEHHOMY npenapamy ¢  MOp20sblm
naumenoearuem «Kombueany (MHH «Bpumonudun+Tumonon») Ha o00HOU zpynne
Nayuenmos 603mModicHo. [ oyeHku cmenenu CONnOCMAasUMOCHU MepanesmuiecKozo
shhexma HeobXOOUMO npoeedeHue CPABHUMENbHO20 KIUHUYECKO2O UCCIE00BAHUA.
Cnedyem ommemumb, Ymo WpU UCHONb306AHUU OOHOKOMNOHEHMHBIX J1eKApCMEEHHbIX
npenapamos Modlcem 603HUKAMb HECOBNIO0EHUE PEdICUMA NPUMEHEHUS, MAK KAK Melcoy
UHCTUWIIAYUAMY —~— OOHOKOMHAOHEHMHbIX — JIeKAPCMEEHHbIX — Npenapamos  OONCEH

cobnodamscsi onpedenenHblil BPeMEHHOU UHMEPEA.
Jononuurensio PAC Poccum HampasieHel 3ampockl B OI'BY «MHUM I'b
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uM. ensmronsuay Munsnpasa Poccun mucemom ot 15.04.2019 Ne ALY/30569/19, ®I'AY
«HMHUI] «MHTK «Muxkpoxupyprus iaza» uM. akaa. C.H. ®emoposa» MuHzapasa
Poccuu nucemom ot 15.04.2019 Ne ALL/30569/19 no Boripocy BO3MOXXHOCTH IIPHMEHEHHUS
OITHOKOMITOHEHTHBIX ~ JIeKapcTBeHHBIX npemapatoB ¢ MHH «bpuMoHmmun» |
MHH «TuMonon» Ha OZHOM Trpynme IalMeHTOB C JOCTHIKEHHEM COIIOCTaBUMOIO
TepareBTuyeckoro 3¢ddexkra, YTO U TNPHA HCIOIB30BaHHM MHOTNOKOMIIOHEHTHOIO
nexapcTBeHHOro npemnapara ¢ MHH «bpumonuaua+TrMomom.

Cornacuo orBety ®I'BY « MHMH I'b um. ['enpmronsuay Munsapasa Poccun oT
08.05.2019 No 804/2019 (xomms TpuUIaraercs) HpuUMeHeHUe MHO20KOMNOHEHMHO20
nexapcemeennozo npenapama ¢ MHH «Bbpumonuoun+Tumonony no CpasHenuo ¢
COYEMAaHHBIM NPUMEHEHUEM OOHOKOMNOHEHMMHbIX NeKapcmeennvix npenapamos ¢ MHH
«bpumonuouny u MHH «Tumonony obradaem psaoom CyujecmeeHHbiX NPeumyujecms:

1. Vmenvuiennoe codepcanue KOHCEpBAaHmMa, cooepicaujeecs 6 21a3HblX Kaniix,
CHUDICAEm Yacmomy pazeumust MOKCUKO-QINEPSUeCKUX peakyuil y OObHbLX.

2. Hanuuue 6 00HOU Kanie NEKAPCMBEHHO20 Wpenapama 08yxX O0euUcmeyrouux
geujecme nosgonsem 0obumvcs 6oNee UHMEHCUBHO20 ZUNOMEHIUEHO20 s(gexma u
COOMBEMCMEEHHO SHAYUMENbHO YIYYuiaem 3@ gexm 1eyeHus.

3. Ilpu wneobxodumocmu B03MOJCHO 68edeHue 6 JedeHue OONONHUMENbHbIX
2UNOMEH3UBHBIX Npenapamoé Opy2ol 1eKapCmeeHHOl epynnbl (00 5 HAUMEHOBaHUL
PA3HbIX 2PYNN IEKAPCMEEHHbIX NPEnapamos 6e3 paspeuleHus 6pasebHoTi KOMUCCUL).

4. Panee OocmucHymulil 2UnOmMeH3UusHwlll Spgexm npu panee NOOOOPAHHOM
KOMOUHUPOBAHHOM JIEKApPCMEEHHOM npenapame (Ha 0020CHUMAnu3ayuoHHOM mane) 6
cryvae 3ameHvl Ha OOHOKOMNOHEHMHbIE JeKAPCHBEHHble Npenapamul Modcem Ovlmb
YMpauen, ¢ 603MONCHBIM NOBIMOPHBIM NOOLEMOM GHYMPUSIAZHO20 0AELEHUL.

B cesasu & BLIUUCUINONHCEHHBIM npeonoYmumenbHo npumeHenue
MHO20KOMNOHEHMHO20 lekapcmeenHo2o npenapama ¢ MHH «bpumonuoun+Tumonony.

Cornacuo orsery ®I'AY «HMUIL] «MHTK «MHuKpOXUpYprus riasa» WM. akaml.
C.H. ®enoposa» Mumnsgpasa Poccuu ot 29.04.2019 Ne 09-678 (xomus NpUIaraeTcs)
uxcupoeanHan KoMOUHAYUSL HASHAUAEMCA NAYUEHMAM C PA36UMOTL U 0aneKo3aueouen
cmaouax 6onesnu. Coznacno Eeponeiickomy pyKogoocmey no JedeHuro 2naykomvl, 4
usoanue, 2014 200, cmp. 141-142, u HayuonanvHomy pykoeoocmey no 2ziaykome O
npaxmuxyiowux eépavet,, 2015 200, 6 3mux CIy4asx «QUKCUPOBAHHAA KOMOUHAYUA
dondicHa — buime  npeonoumumenvHee — pazolebHOMY — NPUMEHEHUI0  npenapamos).
Veenuuusaiowascs uwacmoma UHCMULIAYUU MOHONPEnapamos no CPAGHEHUI0 ¢
KOMOUHUPOBAHHBIMU NPenapama npusooum K NOBPENCOEHUI0 21A3HOU NOBEPXHOCTU U
noeviuaem puck 603HUKHOBEHUS HENCENIAMENbHulX Ppexmos (PUck paseumus
Heobpamumotl 21ayKoMamo3HoU ONMUKOHEUPONamuy ¢ nomepell 3pUmensHelX QYHKYUL,
DUCK NOCTEeONePaYUOHHBIX OCNIOJICHEH U], CHUACAIOWUT pe3ynemam
EbICOKOMEXHOLOZULECKUX XUPYP2ULECKUX BMEUaAmensCms).

B cBS3M C BBIIIEH3IIOKEHHBIM, C yYeTOM CBeaeHud, npencraBieHHbx PIBY
«HIDCMIT» Munsgpasa Poccun, ®I'BY «MHWUU I'b um. 'enmsmronsua» Munsnpasa
Poccun, ®I'AY «HMUIL] «MHTK «Muxpoxupyprus raza» uM. akan. C.H. ®@emoposay
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Munszapasa Poccun, B paMKax IIOJTHOMOYHI aHTUMOHOTIONBHOTO OPraHa, YCTAHOBIEHHBIX
NYHKTOM 5 4YacTd 2 crated 23 3akoHa O 3aluTe KOHKYPEHIMM M IYHKTOM 2
Ilocranosnenns, ®AC Poccunm paspiCHSET, 9TO NpPH 3aKyIKe JIEKAPCTBEHHOT0
npenapara ¢ MHH «bpumonuaun+Tumonon» B JeKkapcTBeHHOH dopme «Kamiu
IJIa3HBIe» 3aKa34HK HMeeT MNpaB0 He YKa3biBaTh BO3MOKHOCTH MOCTABKH
OTHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX NpenapaTos.

IIpunoxenwue: Ha 7 1. B 1 3K3.

A.JO. lapukoBckui

K.P. I'pauega,
8(499)755-23-23, no6. 088-798
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MHHHUCTEPCTBO

3IPABOOXPAHEHHST Depepanisas
POCCHMCKOM! ®EJEPAIIAA aHTHMOHOTIONbHAS CITyXk0a
(MUH3JPAB POCCHH)
3AMECTHTEL MAHHCTPA

Paxmanosciiii nep., 1. 3/25, ¢1p. 1,2, 3, 4,
Mocksa, I'CIT-4, 127994
Tem.: (495) 628-44-53, daxc: (495) 628-50-58

200808 25421499

Ha Ne or

MunncTepeTBo 3paBooxpaneHus Poccuiickoil @ezepainy pacCMOTPENO IHCHMO
denepansHOM aHTUMOHONOMBHOR ciyx6n ot 04.02.2019 Ne AlLl/7169/19 no sonpocy
npefocTaBaeHus HHGOPMAMY JUIA PasbiCHEHHS IOPAAKA MPHMEHEHUS IOCTaHOBICHHAA
IlpaputenscTea Poccutickoli @emepamuu ot 15.11.2017 Ne 1380 «0O6 ocobeHrOCTAX
OTMCAHNS JIEKAPCTBEHHBIX NPEeNapaTos Uil MEIHUIMHCKOTO NPHMEHCHAS, ABIAIOLIHXCA
06BEKTOM 3aKyNKH Ijs OOecnedeHus TOCYAApCTBEHHBIX M MYHHIHNATBHBIX HYXID
(manee — IToctanornenue Ne 1380, OcobennocTr) npi POPMHPOBAHKH NOKYMEHTAUNH Ha
3aKyIKy MHOTOKOMIIOHEHTHBIX JI€KapPCTBEHHEIX [MpENapaToB ¢ MEXIYHAPOIHAIM
HENAaTeHTOBaHHBIM HamMeHOoBaHMeM (mamee — MHH) «Bpumonnauat+Tumonom
B JIEKAPCTBEHHOM (DOPMe «KAIUIY IVa3HEIe» B HO3APOBKE 2 Mr/mn+5mr/mi, a Taxxe MHH
«AleTwicanuuuioBas Kucnota+iKnomumorpen» B JIeKapcTBeHHOH dopme «TabieTkH,
NOKpEITHE UIEHOYHOH oGonoukoi» B mosuposke 100 mMr+75 Mr Qi rocyRapeTBEHHBIX
M MyHHUMNATBHEX HyXH, H coobIaer.

B coorsercTBuM ¢ noanmyHkToM «G» mymkta 3 Ocobennocrell npy ONHCAHHH
06BeKTa 3aKynKM B OTHOWICHHH  MHOTOKOMIIOHEHTHBIX (xOMOHHHAPOBaHHBIX)
NeKapCTBEHHEIX MpenapaToB, NPeCTaBImomux Cco0oH KOMOHHAIHIO 2 wm Gonee
AKTHBHBIX BEIIECTB (TO €CTh AKTUBHEIX BEUIECTB, BXONAIMMUX B COCTAB KOMOUHHPOBAHHOTO
NIEKAapCTBEHHOrO IpeNapaTa M 3aperuCTPHPOBAHHEIX B COCTABE OAHOKOMIIOHCHTHBIX
NeKAapCTBEHHBIX NIPENapaToB), a Takke HaOOpOB 3aPeruCTPUPOBAHHBIX JICKAPCTBEHHEIX
NpenapaToB - AOIKHO OHITH YKa3aHWE HA BO3MOXHOCTE NOCTABKH ONHOKOMIIOHCHTHBIX
JIEKapCTBEHHBIX IIPenapaToB.

OrmeuaeM, 4YTo B NHCHMO Mmumszpasa Poccum or 14.02.2018 Ne 418/25-5
(manmee — ITucsmo Ne 418/25-5) mpezcraBisier pashACHEHHA Ha 9acTo 3a1aBacMble
BOIIPOCH M HE CONEPXKHT IIPABOBBIX HOpPM WIH OOIMX NpABHI, KOHKPETH3HPYHOIIHX
HOpPMAaTHBHEIC NPEATHCAHNS, ¥ He ABJSETCS HODMATHBHEIM NPABOBLIM aKTOM, 3 HMEET

Ne25-2W/2-1400 ot 22.02.2018




HAHGOPMALMOHHO-PAYLICHUTENIBHLI  XapaKTep @0 BONPOCaM [PHAMEHCHHS HOPM
ITocranosnenus Ne 1380.

OrMevuaeM, dTO  pasbsiCHEHHMe 00  ONHCaHMH  MHOIOKOMIIOHEHTHOTO
(XOMOMHUPOBAaHHOIO) JIEKAPCTBEHHOrO Ipemnapara, ABJAIOMIErocs OOBEKTOM 3aKyIKH
s ofecriedeHus rOCYJapCTBEHHBIX M MYHHUMNAIBHBEIX HYXH, ykazamHoe B Ilucebme
Ne 418/25-5, mpegmocraBmsanocs B paspese ONMCaHMA B KadecTBe O0BEKTa 3aKYIKH
NIEKAPCTBEHHOTO IpenapaTta, BKIIOYEHHOrO B IlepedeHb JKH3HEHHO HEOOXOmMMBIX
W BaxHEWIINX JIGKAPCTBCHHBIX TIPENapaToB JUId MEQHIHMHCKOrO [IPHMEHEHUs
(nanee — INepeuens JKHBJI).

Taoke cuuTaeM HeoOXOMUMBIM OTMETHTH, YTO COrJAacHO MyHKTY 3 crarbd 80
®epnepansHoro 3akoma or 21.11.2011 Ne323-®3 «O6 ocHoBax OXpaHEl 3HOPOBBA
rpaxpaH B Poccuiickolf Penepanum» NpH OKa3aHWY MENMUMHCKON NOMONIM B paMKax
NpOrpaMMEl  FOCYZApCTBEHHBIX rapaATHH  OecIuiaTHOrO  OKasaHWd  TIpaK[JaHaM
MEIULMHCKON MOMOIE H TEPPHTOPHANBHEIX NpOTpaMM I'OCYNAPCTBEHHBIX IapaHTHi
GecIIaTHOTO OKa3aHHUs IPaXJaHaM MEIHIHHCKOH NOMOMIM He MOANeXKaT OIUIaTe 33 CYeT
JIMYHBIX CPEACTB MPaXaH:

1) okazaHue MENWIMHCKAX YCIYT, Ha3HAYeHHE H MNPHUMEHCHHE IEKAPCTBEHHBIX
npenaparos, BKnodeHHEX B [lepedens JXKHBJIII, MeMUUMHCKHX H3M€M1MH, KOMIIOHEHTOB
KpOBH, e4e6HOr0 NHTaHHS, B TOM YHCIE CHESNHATH3HPOBAHHEIX MPONYKTOB JNeyeGHOro
MUTaHKS, 10 MEJMIMHCKAM TIOKa3aHUAM B COOTBETCTBHM CO CTAHIAPTAMM MEJHIMHCKOH
TTOMOIIIH;

2) Ha3HaYeHHEe U NpPHMEHECHHE II0 MEAMUHHCKHM IIOKa3aHMAM JIeKapCTBEHHBIX
npenaparos, He Bxomsmux B Ilepegens JKHBJIIL, - B cimydasx #X 3aMeHBl H3-3a
UHIHBHY/IbHOH HellepeHOCHMOCTH, [0 XH3HCHHEIM [TOKa3aHHIM.

TakuM 00Opa3zoM, 3aKa3uuK IpHd ONuUCaHuM oO0bexTa 3aKyIIKH B OTHOIICHHH
MHOTOKOMITOHEHTHBIX  (KOMOWHHpDOBAaHHHX) JIEKAPCTBCHHEIX IIPENapaToB  [OJDKEH
YYUTEIBATE BO3MOXHOCTH TOCTABKH OJHOKOMIIOHEHTHBIX JIEKapCTBEHHEIX IIPeNnapaTos,
BKIIOYEHHEIX W/HWIA He BKMouYeHHBIX B Ilepewens JHBJII, B pamKkax uenesoro
HCIIONB30BaHKs GropKeTHRIX cpefcTB GromxeTHOH cucTeMsl Poccriickoi Penepanyu.

ITo Bompocy npuMmeReHHs KoMOHHAIMM OJHOKOMIIOHCHTHEIX JIEKapCTBCHHBIX
NpenapaToB HA OAHON TIpynne IIAUMEHTOB ¢ JOCTHXKEHHEM CONOCTABHMOIrO
TepareBTHYeckoro 3@dexra, 9Yro W OPH  HCIOONB30BAHMM  BEIMIEYKa3aHHBIX
MHOTOKOMIIOHEHTHEIX JIEKapCTBEHHBIX [TpelrapaTos, coodmaeM cleayromee.

[To wndopmamzm OIBY «HIBPCMII» (mucemo ot 19.02.2019 Ne3481)
IpUMEHEHVE OJIHOKOMIIOHETHBIX JIeKapCTBEHHBIX mpenaparos ¢ MHH «BpumoHunum»
# «THMOINION» B KOHUEHTPALHAX, SKBHBANCHTHBIX KOMOHHHPOBAHHOMY IEKADCTBEHHOMY
npenapaty «KomGuran», Ha ofHOH Ipynie MalUMEHTOB BO3MOXHO. JUIs OLEHKH CTENeHH
COTMOCTABHMOCTH TEpaNeBTHIECKOT0 3¢ dexTa HeoOXoaUMO NPOBEICHNHE CPABHUTEIBHOTO
KJIIMHHYESCKOI'o HCCHCOBaHHSA. CJIB,K}( eT OTMETHTS, qT0 IIpH HCIIONB30BaHHHA




OJHOKOMIOHEHTHHIX JEKAPCTBEHHRIX IPenapaToB MOXET BO3HUKATh HecoOmoneHue
pexuMa DNpPHMEHEHHA, TaK KaKk MeXJIy HHCTHWULINMAMHA OJHOKOMIIOHEHTHBIX
JNEeKapCTBEHHBIX NPENapaToB NOMKEH CoOMoAaThCa ONpPeeNICHHRIH BpeMeHHON HHTEPBAL.

IlpuMenenne OXHOKOMIIOHETHBIX JIGKapCTBEHHBIX Ipemapatos ¢ MHH
«AleTWICAIMOWIOBAY KHcnoTa» M «Kiomuzorpen» Ha OOHOE TIpynne INANHEHTOB
¢ HOCTHXKEHHMEM COTIOCTaBHMOTO TepaneBTHIecKoro 3ddexra, UTH M NpH NPUMEHEHHH
MHOTOKOMITOHEHTHOI'O JIeKapCTBeHHOro npenapara ¢ MHH «AnernncannuuioBas
kucnota+Kiomunorpen», BO3MOXHO.

H.A. Xoposa

Kopromxsuna H.B.
(495) 627-24-00 no6. 2520




MuRHCTEpCTBO 3APABOOXPAHEHNS
Pocenlickol Geneparisy

CENEPATTRHOE N'OCYIAPCTBEHHOE
BIOIDKETHOE YUPEXIEHUE
«MOCKOBCKHH HAYYHO-

HCCAEJOBATEJILCKHE MHCTHUTYT
IAA3HAIX BOJE3HEN HMEHH
TEJABMTONBLAY
(PUBY «MHUH I'B um. leapsroasian
Mumsnpasa Poecuu).
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Yeamaemslii Aappeit FOpoesuu!

OI'GY "MHWH I'b um. Tensmronsna” Munajpasa Poccuu (nanee - MacruryT) B
orBeT Ha Bawe nucemo ot 15.04.2019 roza Ne All/30569/19,n0 Bonpocy npuMeHeHus
KOMOHHUPOBAHHKBIX JI€KapPCTRCHHEIX IPENapaToB, COOBIAET CIeyIoles,

[Ipumerieane MHOTOKOMIIOHEHTHOrO JIeKapcrBeHHore npemapata ¢ MHH
«bpuvonuIuA+THMONON» 1O  CPaBHEHHIO €  COYCTAHHEIM  NPHMCHEHHEM
OIHOKOMIIOHEHTHRIX JIeKapCTBEHHEIX mpernaparos ¢ MHH «bpmmomnznse» ¥ MHH
«TuMonon» obrafaeT pagoM CYHISCTBEHERX IPSHMYIECTR!

1. YMCHBIICHHOE COflepHKaHHe KOHCEPBAHTa, COACPIKalleecs B IIA3HBIX KamliX,
CHHDKEET YacTOTY PA3BHTHS TOKCHKO-aIEPIHYeCKUX PeaKIHi y GOIBHBIX.

2. Hamvupe B ofHOM Kallle NEKapCTBEHHOTO ITpenapata JABYX NeWCTBYIOM{MX
BEHIECTB NO3BOAsAET HOOMTBCH OoONee WHTCHCHBHOIO THIOTEH3MBHOrO 3(pdexra H
COOTBETCTBEHHO 3HAYUTENHHO YIy4iiaeT 3(pMeKT TedeHu .

3. Ilpy HeoOXOAMMOCTH BO3MOMKHO BBEICHHE B ICYCHHE ITOMOMHUTENBHBIX
THTMOTCH3HBHEIX [pEnapaToB JApyrod JeKapCTBERHOH rpymmsl (A0 5 HauMEHOBAHHMK
pazaeix rpymm JIIT Ges paspemennd BpaueGHol KoMuccHii).

4. Panee JOCTMTHYTHN TUIOTEH3MBHEIH 3¢Q(eKT (CHWKCHHE BHYTPUINIAZHOIO
JaBICHHA) NpH paHee noao0paHHOM KOMOMHHPOBAHHOM JIEKapCTBCHHOM nperapare (Ha
AOTOCTIMTAIM3ALAOHHOM  3Tane) B CIyYae 3aMeHR Ha  OJHOKOMITOHCHTHLIC
JIEKAPCTBEHHBIC NPENapaThl MOXET OBITE YTpaveH, ¢ BOSMOMKHBIM ITOBTOPHBIM TIOXBEMOM
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BHYTPHITIA3HOTO JaBIESHUS. Per, Homen 710419
sapemeTRMROB e 22.05.2014
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5. Cokpamaercs 4uCI0 NEKAPCTBEHHBIX HPENaparToB, Ha3HAYEHHBIX NALHCHTY B
CTAUKOHAPE H YIYYINAETCH KaY4eCTBO MHU3HH GONBHOTO.

B CBA3H v BEIIICU3IOKEHHBIM NpPeNOYTUTENEHO OpUMEHEHUe
MHOTOKOMIOHETHOT0 JIeKapeTBeHHoro npenapata MHH «bpumonnaun+Tumonon».

B.B. Hepoen

—

JHpeKTOp HHCTHTYTA

Hay, ornena rnayxomst 5.1.c. O.A. Kucenesa
T.(495)-608-40-65
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VBaxaemsrii Agspeit IOpz.eBm

B orser ma obpainende o 3anpoce HHGOPMAIMH O BO3MOXHOCTH 3aMEHEHI
nexkapcTBerHoro  npemapata «Komburam»  (Amnepram  ©apMachIOTHKII3
Afispnangn, Mpnasnms), NpAMeHSeMOro B JI€YeHWH IVIayKOMBI, HA HECKOJIBKO
ONHOKOMIIOHEHTHBIX JIGKAPCTBEHHBIX NPEenapaToB, coobmaeM. BaM, HYTO JaHHas
¢ukcHpoBaHHas KoMOHWHAIAN Ha3HAYAETCA NalMeHTaM C  pasBHTON W
nanexosamemueit crammax Gonessn. CormacHo EsponelickoMy pyKOBOICTBY IO
neveHuio rnaykoMsl, 4 usnpamue, 2014 rox, crp. 141-142, u HamuoransHOMY
PYKOBOJICTBY IO IayKoMe JUIs IIpakTHKyromux Bpayuel, 2015 rox, B 3THX ciygasx
«huKcApoBanHas KoMOWHAIMS AOKHA ObITH NPENNOYTHTENBHEE Pa3JeIbHOMY
NPAMEHEHHIO IIpenapaToBy.

Taxas mo3uiua 000CHORaHA TeM, YTO B pe3yIbTaTe aHalu3a CYIIeCTBYIOMEro
aCCOPTHUMEHTA U COCTABa KOMILUIEKCHBIX ITIa3HBIX Kallelh W MOHOIPENAaparoB LI
Jie4eHns TIayKOME! 0603Ha9ai0TCs 06Iue MpobueMsl, CBA3aHHEIE ¢ IPUMEHEHAEM
3THX: JIEKapPCTBEHHRIX cpefcTB. apMmaxoTepallisi IMAYKOMBI — JJIMTENBHBIH
Hpouecc. VBemuuuBaromiascs 4YacTOTa MHCTHWULANMH MOHOIIPENapaTos 1o
CPaBHEHHIO C KOMOWHHDOBAHHEIMH NpENapaTamMyl BEISHIBACT HEyROOCTBO B
npnmeaem (yBEMMUHBAETCH KPATHOCTH 3aKAIbIBAHMI, UMeeTcs HeoOXOHHMOCTh
coBIONaTs BPEMEHHON WHTEpBaN MEXIY 3aKaIBIBEHWEM INasHeX Kamens (5-15
MHH)), @ TakxKe IPHBOANT K IIOBPEKICHHIO IIaSHOH MOBEPXHOCTH U IIOBBINAET
PHCK: BOSHHKHOBEHHS HeXeJjarelbHeRIX 2¢¢exroB. Bnusuane KOHCEpBaHTa
«631{;33.111(0}11451 XJIOpUAa» HAa TKAHW POTOBHIBI M KOHBIOHKTHBEI ITOTEHIHDPYETCH
OJHOBDEMEHHEIM HA3HAYEHHEM HECKONBKHX JIEK4PCTBEHHSBIX  IIPENapaTos,
HHCTHTHPYeMBIX Gonee 1-2 pas B [eHb HA NPOTHKEHUH JUIHTE/LHOTO BPEMEHH.
D10 XapaKTepHO JUIS NANMEHTOB C TNAayKOMOM, y KOTODBIX HJIMTEIBHOE
TIPpHMEHEHHE I'HIOTeH3IHBHLIX NPENaparos © «OeH3aIKOHUEM XIOpHLa» BEI3BIBACT
KICTOYHEIH arloNTo3 M BOCHANMTENbHEIE H3MEHEHHS TKaHEM, YTo MPHBOIMT K




BOSHMKHOBCHVIO CHHAPOM2 «CYXOro Iiiasd» H CHIKEHWIO THOOTCH3IMBHOH
3 (DEeKTHBHOCTH CHOXKHOTO BBICOKOTEXHONOTHYHOTO XHPYPIHUECKOTO JIEYeHHS
IIayKOMEI

Taxxe ofpamaeM Balie BHUMAHEE HA TO, 4TO B HHCTPYKIWH IO
MEMIAHCKOMY TIPHMECHEHMIO IleKaperBeHRoro npemapara «KomGuram»,
yIBepXIeHHeIM MunspagoM 3npasooxpamenus Poccuiickodt ®@enepauun,
peruerpammonns  HoMep JIPC-007279/10, mMeercd yKasaHHe B pasjene
«hapMaKkoIUHaMHKID Ha TO, 9T0 «00a aKTHBHEIX BemlecTsa cHwkaioT BI'/] 3a cuer
COYETAHHOI'O BO3ACHCTBHA, IPWROAS K 3HAUUTENBHOMY OoJiee BHIPAXCHHOMY
THTIOTEH3UBHOMY S MEKTY 1O CpaBHEHNIO ¢ 3DdEKTOM K&KIOI0 B3 KOMIIOHEHTOB
B OTHENLHOCTI.

W3 KIMHAIECKOT0 ONEITA MOXEM COOOMMTS BaM, HIo JaHHYIO
(uxcUpoBaHHy0 KOMOHHANMIO NpoOme JO3HPOBaTh H COONIONATH CXEME!
Ha3HaueHps B VCIOBHSX CTaNHoHApa, TeM CaMbBiM ofecrednBas MaKCHMANBHO
AEKBaTHYIO TEPANHMIO IAIMEHTaM B NOCISONepaHOHHOM IepHofe. Taioke ofHH
(hIIaKOH NMPUMEHSETCS BMECTO OBYX (DIaKOHOB. :

llpm w3ydeHMM TOKCWMECKOro BIMNHHA KOHCEDBAHTOB Ha YJA3HYIo
[OBEPXHOCTH MAOKA3aHO, YTO IpHMEHCHWe (QHKCHPOBAaHHBIX KOMOHHAIMH
MO3BOJET OOECHEdHTE NyINIylo MEepeHOCHMOCTh npemapaToB. Bee Kamd
COMEPIKAT KOHCEPBAHT «OeH3AIKOHMS XJIOPHI», KOTOPHIH ACHCTBYET TOKCHISCKH
wa poropuny. [IpEMenss oawe ¢nakoH BMECTO ABYX, MBI MAHUMHSHDPYCM
OTpHIATEISHOE BO3NECHCTBHE HAa POTOBHIy ¥ KOHBIOHKTHBY. B cramuoHape B
HOCISONEPATIHORHOM NIEPUOJIE s XUPYPros O9€Hb BAXKHO KajdeCTBO ¥ COCTONHUE
POTOBMIIBI: IIPO3PAYHOCTH, OTCYTCTBHE UIEPIHYECKOM peaklid, TOKCHKO-
ALICPTAYECKHX NposeieHuil. Prck pasBuTHA MECTHOM anneprudecKod peakmHy
MpH HpAMEHECHHY HECKONBKHX (MIaKOHOB ropasfo BhINIE, €M IIPH NPHMCHEHHH
KOMOMHMPOBAHHbIX Kallesb.

B nnaHe yXyHIISHWS Ka9Y€CTBa JKA3HH IAIMEHTOB ¢ TIayKoMo# xorenocsk G5
o6paTuTh Ballic BHWMAHWE Ha TO, 9T0 HA3HAUEHHS BMECTO (UKCHPOBAHHBIX
KOMOWHANHH HECKOJBKUX OHHOKOMITOHEHTHBIX IIpeNaparos NPABOAHT K TOMY, 9T0
UANMERTE He COOMIONAI0T IHIOTEH3UBHEIN PeXUM, NPeANMCaHHEIH BpadoM, 49TO
3HauyTeIbHO [OBBINAET DHCK pasBATHA HeoOparEmolf  INIayKoMaTOSHOH
OITHKOHEHPOTIATHHA ¢ MOTepeH 3pUTeNBHEIX QYHKIMY, B CTAMOHApe NOBEIIACTCH
PHCK'  TIOCIEONEPAIHOHHBIX OCHOXXHEHMH, CHIDKAIOIIHAX Ppe3yIBTar
BHICOKOTCXHONOTHYECKUX  XHPYPTHYECKMX — BMEIIATENECTB. JimrensEoe
OPAMEHEHAE HECKONBKMX ‘MOHOIPENAapaToOB IPHBOAUT  PasBHTHIO TOKCHKO-
aNNeprigecKoro NOBPEXJICHHS TIa3HO0M OBEPXHOCTH (CHHIPOM «CYXOro Iiasay)
¢ pasBETHeM GONH, CJIE30TEYEHHS W CRETOCOSMINU, UTO TAKKE B TOCHEHYIOMEM
CHUXAeT Kg9eCTBO XM3HH NallHeHTOR.

Y. aBHEIH Bpay / H.I1.Cobones

Henonanrens: Cunoposa A.B,

8'(499) 488 89 31




