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O dopmMupoBaHUYU TOKYMEHTALMU HA 3aKYIIKY
nexapcTBeHHbIx mpenaparoB ¢ MHH «Cesodurypan»

®enepaibHONl aHTUMOHOMOJBHON Ciyx00M 1O pe3ynbTaTaM IPOBENEHHOIO
UCCJEeIOBaHUS TOBAaPHOTO phIHKA JIEKAPCTBEHHBIX IIPENapaTroB C MEXIYHApOIHBIM
HemaTeHTOBaHHbIM HaumMmeHoBanHeM (mamee — MHH) «CeBodmmypan» - BBISIBIEHO
ciienyroiee.

B cooTtBercTBHH co cTaTheit 4 DenepanbHoro 3akoHa oT 26.07.2006 Ne 135-03 «O
3alIUTe KOHKYPEeHIIUN» (ajiee — 3aKOH O 3allliTe KOHKYPEHIIUH ):

—TOBap — OOBEKT IpaXAAHCKHX MpaB (B TOM dYHcie paboTa, yciayra, BKIFOYas
(bHHAHCOBYIO YCIIYTY), peIHa3HAYEHHBIN IS IPOJAXH, OOMEHa UIIM WHOIO BBEIEHUS B
obopor;

— B3aUMO3aMeHseMbl€ TOBapbl — TOBAapbl, KOTOPhIE MOTYT OBITh CPaBHUMBI IO HMX
(QYHKIIMOHATBHOMY HA3HAYEHUIO, IPUMEHEHHIO, KAYECTBEHHBIM M TEXHHYECKHM
XapaKTepUCTUKaM, [IeHe M APYyTMM IapaMeTpaM TaKuM o0pa3oM, 4TO NMpuodperarenb
JEACTBUTEIILHO 3aMEHSET UM TOTOB 3aMEHUTH OIMH TOBap APYTHM IpH MOTpeOneHnn (B
TOM 4HKCJIE IPY MOTPEOJIEHUH B MPOU3BOACTBEHHBIX HEJISX);

— TOBapHBI pBIHOK — cbepa obOpamieHus ToBapa (B TOM YHCIE TOBapa
WHOCTPAHHOIO IIPOU3BOJICTBA), KOTOPHIA HE MOXET OBITh 3aMEHEH IPYTUM TOBapOM, HIIH
B3aMMO3aMEHIEMBIX TOBapOB, B IpaHUIIaX KOTOpoH (B TOM 4YHCIIe reorpaduuecKkux)
UCXOOs M3 JKOHOMMYECKOM, TEXHUYECKOW MJIM HHOH BO3MOXHOCTH  JHOO
1eJ1eco00pa3sHOCTU MpHobpeTaresib MOXET MPUOOPECTH TOBap, M TaKas BO3MOXKHOCTH
nub0o 1eaecoo6pasHOCTs OTCYTCTBYET 3a €€ NpeeIaMH.

OGopoT JIeKapCTBEHHBIX IIpenaparoB Ha Tepputopur Poccuiickoii Denepanyu
perynmupyercs DenepanbHbIM 3akoHOM OT 12.04.2010 Ne 61-®3 «0O6 ob6pamienuu
JIEKapCTBEHHBIX CpeACTB» (Hanee — 3akoH 00 OOpallleHHH JEKApCTBEHHBIX CPEICTB),
cormacHO 4actd | cratem 13 KOTOpOro JeKapCTBEHHBIE Mpenaparbl BBOIATCS B
rpakmaHCKuii  ob6opoT Ha Tepputopuu Poccuiickoit @Denepanyu, €Clld OHH

2018-17470(6)

12537



2

3aperMCTPUPOBAHEI  COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (hefiepalbHbIM OPraHOM
U CIIOTHUTENBHON BJIACTH. CrnenoBarenbHO, JIeKapCTBEHHBIN mpernapar,
3aperHCTPUPOBAHHBIA B COOTBETCTBHH C 3aKOHONATeNhCTBOM Poccuiickoit Deznepanum,
SIBJISIETCS TOBAPOM B KOHTEKCTE aHTHMOHOIMOJIBHOTO 3aKOHOJATENbCTBA.

B COOTBETCTBHH CO CBEIECHUSIMH TOCYJapCTBEHHOrO peecTpa JEKapCTBEHHBIX
CPelCTB, BEIEHWE KOTOPOro MPEXyCMOTPEHO cTaThelt 33 @enepalbHOrO 3aKOHA
ot 12.04.2010 Ne 61-®3 «O6 obpameHun JIEKapCTBEHHBIX CPENCTB», Ha TEPPUTOPUH
Poccuiickoit ®enepanvu B pamkax MHH «CeBodypan» B yCTaHOBIEHHOM IIODSIKE
3aperHCTPUPOBAHBI  JIEKAPCTBEHHBIE IIpemaparsl C TOPTOBBIMH HAMMEHOBAHWSIMU
«CeBopan»  (Blajelnel/JepXaTelb  PETMCTPALMOHHOTO  yHOCTOBEpeHHs  I66OTT
JI»6oparopu3s JIumwuren, BenukoOpuTaHus) u «CeBoduypan-Buam»
(Bafenel/epxarens perucrpanronnoro ynocroseperus OO0 «BUAJD», Poccus).

VKa3aHHBIE JeKapCTBEHHBIE IPEMapaThl BBIIYCKAIOTCA B JIEKAPCTBEHHOH (opme
«KUAKOCTh Ui UHransauui» Bo ¢urakonax 100 ma m 250 Mi, MMEIOT 3KBHBAJICHTHBIC
NOKa3aHuss K [PUMEHEHWI0O H IPOTUBONOKa3zaHMs. Jlo3MpoBKa JIEKapCTBEHHBIX
npemapatoB ¢  MHH «CeBoduypaH» B COOTBETCTBUH C HWHCTPYKIMSMH IO
MEIUIMHCKOMY IPUMEHEHUI0 MoAOMpaeTcs HWHAMBHUIAYAlIbHO U THTIPYETCsS JO
JOCTHXEHHS HeoOxoauMoro 3¢ deKTa ¢ y4eToM BO3pacTa U COCTOSTHUS MalleHTA.

IIpy 3TOM NeKapCTBEHHEIE IIpENaparsl ¢ TOProBBIM HamMeHoBaHHEM «CeBopan»
BBIMYCKAIOTCS BO (IakoHaX €O CHeluanbHON yKymopouHod cuctemoi Quik-Fil,
MCIOJIb30BaHWE KOTOPOH BO3MOXKHO Ha HApKO3HBIX allaparax, MMEIOIIUX B KOMILIEKTE
cucteMy Quik-Fil mam coorBercTByromuit agantep s ¢IakoHOB 0e3 cIenUallbHOM
ykymnopouHo# cucremsl Quik-Fil.

[To muenuto ®AC Poccuu, Bce JieKapCTBEHHBIE IIpenaparbl, UMEOIIME B CBOEM
coCTaBe OHHO M TO Xe HeicTBylomee BemecTBo (ogHo MHH), skBHBaneHTHBIE IIO
cnoco0y mprMeHeHHUs (BBeIEeHHUs) JIeKapCTBEHHbIE (OPMBI, SKBUBAJIECHTHBIE JO3UPOBKH,
GOpMHUPYIOT OOWH TOBapHBIA PBIHOK C YYE€TOM IIOKa3aHWH K IPUMEHEHHIO H
IIPOTUBOINOKA3aHUH, YKa3aHHBIX B MHCTPYKLUHU 10 MEAULIUHCKOMY IIPUMEHEHHIO.

®AC Poccum mojaraer, 4to pa3nudus MeXIy (GopMaMH BBINTyCKa JEKapCTBEHHBIX
npermapatoB ¢  MHH «CeBoduypan» (PpmakoHsl u (nakoHBl CO CIELHAIbHOU
yKynopouHoii cuctemoii Quik-Fil) siBisiloTcs TepaneBTHYeCKH He3HAYHMbIMH.

Vkazannas mosunuss ®AC Poccum mommepxkana muceMoM OI'BY «HIDCMID»
Mumnsgpasa Poccun ot 23.11.2017 Ne 22397, nanpasnennsiM B @PAC Poccuu nuceMoM
Munzapasa Poccuu ot 29.11.2017 Ne 20-3/10/2-8279 (xomnust nuchbMa IpuiaraeTcs).

HNononuutensHo @AC Poccuu coobiraetT, 4yTo commtacHO MyHKTy 4 cratbu 38
QenepanpHoro 3akoHa ot 21.11.2011 Ne 323-®3 «0O6 ocHOBax OxpaHBl 300POBbs
rpaxnad B Poccuiickoit ®@enepanuu» (manee — 3akoH 00 OCHOBax OXpaHbI 3J0POBbS
rpaxinaH) Ha Tepputopun Poccuiickoit @enmepanmm paspemaercs oOpallieHne
MEIUIMHCKUX  M3JCJINH, 3apeTHCTPUPOBAHHBIX B  MOPSAKE, YCTAaHOBIEHHOM
IIpaButensctBoM Poccuiickoit ®@expeparyin, YHMOTHOMOYEHHBIM WM (eaepaabHBIM
OpraHoOM WCIIOJIHUTENIbHOM BiacTu. B cooTrBeTcTBHMM ¢ myHKTOM 8 ctareu 38 3akoHa 00
OCHOBAaxXx OXpaHbl 3I0pPOBbS TpaXJaH B IeIIX TOCyHapCTBEHHOW pEerucTpaluu
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MEIMLMHCKUX H3AeNHil B TOPSAKE, yCTAHOBIEHHOM YIOITHOMOYEHHBIM (herepaibHbIM
OpPraHoM HCIOJHHUTENIBHON BIAcTH, IPOBOASATCS OIEHKA COOTBETCTBHS B dbopme
TEXHWYECKMX  WCIOBITAaHMH, TOKCHKOJOTMYECKHX  HCCIEOBaHHUM,  KIMHUYECKUX
HCIIBITAHUM M SKCIEpTH3a KadecTBa, 3((PEKTHBHOCTH M 0€30MaCHOCTH MEIHIMHCKHX
V3LIEIINMN.

Taxum o06pa3oM 3aperMCTPUPOBAHHBIE MEIHIUHCKUE H3JENHs COOTBETCTBYIOT
TpeGoBaHHIM 3(Q(EKTUBHOCTH, KadecTBa M O€30IIaCHOCTH, M MOryT OOpallaThCs Ha
tepputopuu Poccuiickoii @enepanuy Ha paBHBIX yCIOBHSIX.

B coortBeTcTBHE ¢ muchMoM Poc3apaBHamszopa ot 07.12.2017 Ne 04-58427/17 B
ToCynIapCTBEHHOM peecTpe MENUUMHCKUX W3S M OpraHu3aluil (MHIMBHIYaJbHBIX
npeInpuHIMaTesieii), OCyIeCTBIIOIMX MPOU3BOACTBO M HU3rOTOBICHUE MEAMIUHCKHX
U3JIeIMH, COImepXarcs cBefeHWs O 34 MEOMLMHCKUX M3IENUsX, B COCTaBe KOTOPBIX
UMEIOTCS HApKO3HbIe HCIApUTENM | 3allpaBOYHbIE aJalnTepbl JJIi HCIOJIb30BaHHA
nexapcTBeHHHBIX npenaparoB ¢ MHH «Cesoduypan» (B ToM uncne cuctemsl Quik-Fil).

Ha ocuHoBanuu m3noxenHoro @AC Poccum cooOImaet, 4To B COOTBETCTBHH CO
cratheil 4 3akoHa O 3aIIuTe KOHKYPEHIMH BCe JekapcTBeHHble mpenaparsl ¢ MHH
«CeBoduiypan» BHe 3aBHCHMOCTH oT (popmbI Bbinycka (kak ¢ cucremoii Quik-Fil,
Tak u 0e3 yKa3aHHO#H cHcTeMbl) (OPMHPYIOT OJHMH TOBAPHBIH PLIHOK H HX
NpUMeHeHHEe BO3MOXKHO HAa OJHOH rpynne MNAaLHEHTOB C 3KBHBAJIEHTHLIMH
NOKA3aHHSAMH W MNPOTHBONOKA3aHMAMH K MNPHMEHEHHI0 ¢ [IOCTHXKEHHEM
3KBHBAJIEHTHOIO TepaneBTHYeCKOro 3pdexTa.

®AC Poccum Takxe HHOOPMHUPYET, YTO 3aKa3YUK IPU ONUCAHUM B JJOKyMEHTAIUU
0 3aKynKe 00beKTa 3aKyMKU JOJDKEH PYKOBOICTBOBATHCS MOJIOXKEHHAMU DenepanbHOro
3akoHa oT 05.04.2013 No 44-®d3 «O KOHTpaKTHO# cucTeMe B cdepe 3aKylOK TOBapoB,
pabort, yciyr isi obecredeHusi roCyIapCTBEHHBIX U MYHUIMIIAJIBHBIX HYXI» (Hajee —
3aKkOH 0 KOHTPaKTHOM CHCTEMe), COITacHO HMyHKTy | dactu 1 crateu 33 KOTOpOro B
ONMHUCAHWM OOBEKTa 3aKyOKH YyKa3bIBalOTCS (YHKIHOHAJIBHBIE, TEXHUYECKHE H
KaueCTBEHHbIE XapaKTEePUCTHKH, 3KCIIIyaTallMOHHBIE XapaKTEPUCTUKH OOBEKTa 3aKyIKU
(mpu HeoOxomumocTH). B omucanme oOBbekTa 3aKyNKd HE JOJDKHBI BKIFOYATHCS
TpeOOBaHUSl WM yKa3aHWs B OTHOIIEHWW TOBapHBIX 3HAKOB, 3HAKOB OOCIyKUBaHWS,
bupMeHHBIX HAUMEHOBAHMIA, TATEHTOB, MOJIE3HBIX MOJEJIeH, MPOMBIIIUIEHHBIX 00pa3LoB,
HalMEHOBaHWEe CTPaHbl MPOUCXOXIEHHUs TOBapa, TpeOOBaHUS K TOBapaMm, HHGOpPMAaLUH,
paboTaMm, yciayram NMpH yCIOBHH, YTO TaKkue TpeOOBaHWS WM yKa3aHUS BIEKYT 3a COOOH
OrpaHMYEHHE KOJIMYEeCTBAa YYACTHUKOB 3aKymnku. JIOmycKaeTcs HCIONb30BaHUE B
OIMCaHWU OOBEKTa 3aKyIKU YKa3aHWs Ha TOBAPHBIA 3HAK MPH yCJIOBUU COMPOBOMIECHUS
TaKOro yKa3aHHs CJIOBaMH "WJIM 3KBUBAJIEHT' JIMOO MPHU YCIOBUU HECOBMECTHMOCTH
TOBapoOB, Ha KOTOPBIX pa3MeIaloTCs Apyrue TOBapHBIE 3HAaKH, M HEOOXOOUMOCTH
obecrieueHuss B3aWMONEHCTBHsSI TaKWX TOBApOB C TOBapaMH, HCIIOIb3YEMBIMHU
3aKa34MKOM, JIMOO MpH YCIOBUHU 3aKYIOK 3allaCHBIX YacTedl M PacXOIHBIX MaTephajoB K
MallliHaM #  OOOpYAOBaHWIO, WCIOJb3YEMBIM 3aKa3dUKOM, B COOTBETCTBHH C
TEXHUYECKON NOKyMEHTaluell Ha yKa3aHHble MallMHBI ¥ 000pyIOBaHHe

B cootBercTBUU ¢ myHKTOM 6 yactu 1 crarbu 33 3akoHa O KOHTPAKTHOW CUCTEME,
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ecnM OOBEKTOM 3aKyIKH SBJISFOTCS JIEeKapCTBEHHBIE CPENCTBA, JOKYMEHTAIUs O 3aKyIIKe
JIO/DKHA COIep)kKaTh yKa3zaHHe Ha MEXIyHapOJAHBIE HEIaTeHTOBaHHbIE HAaWMEHOBAaHUS
JIEKAPCTBEHHBIX CPEACTB WIM TPH OTCYTCTBUM TAKUX HAWMEHOBAHMH XUMUYECKHE,
TPYNIIUPOBOYHbIE HAMMEHOBAaHMS, €CIId OOBEKTOM 3aKyNKH SIBJISIFOTCS JIEKapCTBEHHBIE
CpeICTBa. 3aKa3uyuK MPH OCYIIECTBICHUHN 3aKyIKH JIEKAPCTBEHHBIX CPEACTB, BXOAAIIUX B
nepedYeHb JIEKAPCTBEHHBIX CPEICTB, 3aKyNKa KOTOPBIX OCYIIECTBISIETCS] B COOTBETCTBHHM C
UX TOPrOBBIMH HAaWMEHOBAaHUSMH, a TaKKe IpH OCYIICCTBICHUH  3aKYyIKH
JIeKapCTBEHHBIX NIPENApaToB B COOTBETCTBUH C IIyHKTOM 7 4acTh 2 cTarhd 83 3aKoHa o
KOHTPAKTHOM CHCTeMe BIIPaBe yKa3bIBaTbh TOPrOBLIE HAUMEHOBAHUS STHX JIEKaPCTBEHHBIX
CpPEACTB.

KpoMe Toro, B COOTBETCTBHH €O cTaTbed 17 3aKkoHa O 3alllMTe KOHKYypEHIMH IIpH
MPOBEICHAM TOPIoB, 3alpoca KOTHPOBOK IIEH Ha TOBAphl, 3alpoca MNpeNIOKEeHUH
3alpemaTcs AeHCTBHs, KOTOphle HMPUBOAAT WM MOTYT IPHBECTH K HENONMYIUEHHUIO,
OrpaHHYEHHIO UJIH yCTpaHEeHUIO KOHKypeHIuH. IIpu 3T0M, eciin opraHu3aropaMu TOPros,
3aIpoca KOTHPOBOK, 3allpoca MpeNJIOKEHHH WK 3aKa3dMKaMy SBJIAIOTCA (enepaibHble
OpraHbl HCIONHUTENBHOM BJIACTHM, OpraHbl KCIIOJNHUTENBHOH BIAcTH CyOBEKTOB
Poccuiickoit ®enepanuu, OpraHbl MECTHOTO CaMOYIPaBJIEHHs, TOCYJapCTBEHHBIC
BHEOIOKETHBIE (POHIIBI, a TaKXKe NPU MPOBEAECHUH TOPIOB, 3allpoca KOTUPOBOK, 3alpoca
NpeNJIOKEHNH B CilIydae 3aKymoK TOBapoB, paboT, ycmyr nna obecredyeHwus
roCyoapCTBEHHBIX ¥ MYHHUHWMNAJIBHBIX HYXJ 3allpellaeTcs He MNpPeayCMOTPEHHOE
benepalbHBIMH  3aKOHAMH WJIA HWHBIMM = HOPMATMBHBIMH  IIPaBOBBIMH  aKTaMHU
OrpaHMYeHHe JOCTYIa K YUYaCTUIO B TOPrax, 3ampoce KOTUPOBOK, 3alIPOCE NPENTIOKEHUH.

Homomautensao ®AC Poccnu oTMedaeT, 4TO B COOTBETCTBHH C IOAIIYHKTOM «a»
IyHKTa 2 OCOOEHHOCTEH OmMCaHWs JIEKapCTBEHHBIX IPENapaToB I MEIUIIMHCKOIO
HIPUMEHEHHUS, SBJIAIOIIAXCA OOBEKTOM 3aKyNKH i 00ecledeHHs rOCyNapCTBEHHBIX U
MYHHUIMIIAIBHEIX HYX, YTBEPXIEHHBIX MocTaHoBIeHUeM lIpaButenscTBa Poccuiickoin
®enepanuu ot 15.11.2017 Ne 1380 (masmee — OCOOGEHHOCTH ONMHUCAHUS JEKAPCTBEHHBIX
IpenaparoB), IIPH ONMCAHWK B JOKyMEHTAIUU O 3aKyIKe 3aKa34MKU IIOMUMO CBEICHMIA,
PeTyCMOTPEHHBIX MYHKTOM 6 wactu 1 crtaThu 33 3akoHa O KOHTPAKTHOM CHCTEME,
yKa3bIBalOT JeKkapcTBeHHY0 ¢opMy mNpenapaTra, BK/IKO4Yass B TOM 4YHCJIE
IKBHBAJICHTHbI€ JieKapCcTBeHHble (OpPMBbI, 32  HCK/IIYEHHEM  ONHCAHHA
JeKkapcTBeHHOH GOpPMBI H ee XapaKTepPHCTHK, COAepKalIUXCH B HHCTPYKUHAX IO
NPUMEHEHHI0 JIeKAPCTBEHHBIX MpPeNaparoB H YKa3bIBaIOIIHX HAa KOHKPETHOIO
NpoU3BOAMTEJINA (HAIPUMED, OTMCaHue 1BeTa, GOPMBIL, BKyca U Ip.).

Takxe B COOTBETCTBHH C IMOAMYHKTOM «e» MyHKTa 5 OcobeHHOCTEH omucaHus
JIEKapCTBEHHBIX MPENapaToB IMPU OMMCAaHUU 00BbEKTa 3aKyIIKH HE JOIyCKAeTCsl yKa3hIBaTh
bopMy BeITycKa (TIEpBUYHOM YIAKOBKH) JIEKapCTBEHHOIO IMpemapara (HalpuMmep,
«ammynay, «(piakony, «onucrep» u ap.).

B cBsI3U ¢ U310KEHHBIM, C YY€TOM MO3ULIMH 3KCIEPTHOTO yupexaeHus Mun3apasa
Poccun, B paMkax MOJTHOMOYHY aHTUMOHOIOJIBLHOTO OpraHa, YCTaHOBJIEHHBIX ITYHKTOM 5
yacTh 2 crarbd 23 3akOHAa O 3allUTe KOHKYPEHLIMH M IIyHKTOM 2 IIOCTAHOBJICHUS
[MpaButenbctBa Poccmiickoit ®emepanmu ot 15.11.2017 Ne 1380, DPAC Poccunm
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pPa3bACHSET, YTO YKa3aHHe B [JOKYMEHTAUMH Ha 3aKynKy JeKapCTBEeHHBLIX
npenaparoB ¢ MHH «CeBoduiypan» KOHKpPeTHO#H (pOPMBI BBINMYCKA JIEKAPCTBEHHBIX
npenaparoB 0e3 BO3MOXKHOCTH IOCTABKH JKBHBAJIEHTa2 MOXKeT TNPHBECTH K
COKPAINIEHHI0 KOJTHYECTBA YIACTHHKOB 3aKYNKH M OrPaHHYeHHI0O KOHKYPEHUHH Ha
COOTBETCTBYIOLIEM TOBAPHOM PbIHKE.

ITpu sTom, mo mMHeHuto PAC Poccun, B 1eNsIX pa3BUTUsI KOHKYPEHLIMH 3aKa34HKH
IOIDKHBI OOECIEYHTh YCIOBHS DPabOTOCIMOCOOHOCTH HMEIOIIMXCS Yy HHMX HApKO3HBIX
UCIIApUTENEH BHE 3aBUCHMOCTH OT (OPMBI BBIINYCKa 3aKyIJICHHBIX JIEKapCTBEHHBIX
npenapatoB ¢ MHH «CeBodmypan» IyTeM 3abllarOBpeMEHHOTO IpUOOpETEHHs
3alpaBOYHBIX aJalTepoB JHOO MyTeM obecredeHHs BO3MOXHOCTH IMOCTaBKM TaKMX
aJanTepoB yYaCTHUKaMH 3aKyIIKH JEKapCTBEHHOTrO Mpemnapara.

Taxke 3aKa3dyMKaM B JOKYMEHTAllAM O 3aKyNKe Ielecoo0pa3sHO yKa3biBaTh
KOJIMYECTBO HAPKO3HBIX HCHapUTeNed, M KOTOPBIX 3aKyMaroTCs JIeKapCTBEHHBIC
npenapatsi ¢ MHH «CeBodnypan», st obecredeHHs] MOCTaBKM HEOOXOOMMOTO
KOJIMYECTBA 3alIPABOYHEIX A[AllTEPOB B CITyyae HAJIMUMs HEOOXOOUMOCTH UX IOCTABKH.

Taxum o6pa3om, IpH 3aKyIKe jekapcTBeHHbIX npenapaToB ¢ MHH «CeBoduypan»
¢ ykymopounoii cuctemoii Quik-Fil k mocTaBke ydYaCTHMKOM 3aKyIKd MOTYT OBITh
npemioxkensl jekapcrBeHdsle npemapatsl ¢ MHH «CeBodmypan» ¢ COBMECTHMBIMU
ajganTepaMy B COOTBETCTBYIOIIEM KOJIMYECTBE, a OTKJIIOHEHUE 3aKa3YMKaMH TaKHX 3asBOK
HEIPaBOMEPHO.

IIpunoxenwue: Ha 3 1. B 1 3K3.

N.IO. AprempeB

J.B. Crruesa, 8(499)755-23-23, no6. 088-747
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Ha Ne oT

MunncTepcTBO 3apaBooxpaHeHHs Poccuiickont @enepalnud B CBA3H C
mackMoM ®AC Poccum ot 20.11.2017 Ne 2135042 (ucx. Ne AK/79915/17 ot
16.11.2017), nanpasnser undopmauio ®I'BY "HI] SCMIT" Munszpasa Poccun.

TIpunoxeHue: yKasaHHbIH JOKYMEHT B 1-M 9K3. Ha 2-X JI.

J1.B. KocTeHHUKOB

Mumnagpae Poccun
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MHHHCTEPCTBO 3[JPABOOXPAHEHHA
elehc 3aMeCTHTEeIO AUPEKTOpa

(Murapas Poccum) HenapraMerTa
roCyJapCTBEHHOI'O peryJIHpOBaHus
t:ﬂ:l’"bnoe obpalieHus JIeKapCTBEeHHBIX CPEACTB
rocynapcersennoe Gromxernoe yupexaenne
«Hsyunmil neBTp sKCHEPTAILI CPEACTB Mmcrepma sApenicspantine
MEARIEHCKOTO MpHEMEHeRMES» Poccutickoii ®eneparnm
(PTBY «HIIICMII»
Mnmsapasa Poccun) A.JO.Xy6uesoit
nr?;.ﬂ( %um 33»..,, j;,zg:;psbz PaxmanoBcknii mep., I. 3,
e r. Mocksa, I'CIT-4, 127994
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B otser Ba nmcnmo ov 21,11.2017 Ne 20-3/1899
VBaxaemas Acuat IOHycoBHa!

OI'BY «HLUDCMID» MmusnpaBa Poccrm (manee — 3KCIEpTHOE YdpeXIEHHE) B
cooTBeTCTBUM ¢ Bammm nopysemmem or 21.11.2017 Ne 20-3/1899 mnpopa6orano
obpamenne ®AC Poccun or 16.11 2017 Ne AK/79915/17 (Ne2135042 ot 20.11.2017) u
coofmaer cenyrommee.

Ilpepmetom obpamenns PAC Poccun sBisiercs HeOGXOTMMOCTH MPEACTABICHHS
no3uiuy Mumsapasa Poccuu 1o BOmpocy BO3MOMKHOCTH NMPUMEHEHHS . ICKAPCTBEHHEIX
npenapatos ¢ MHH Cesodurypan B pasnmuHBIX ¢opMax BBIIyCKa Ha OIHOM IpymIe
Na{eHTOB C ONMHAKOBEIMH IMOKa3aHWSMH M IPOTHBOIIOKA3aHMUAMHK K IPHMEHEHHIO ¢
ROCTIDKCHHEM SKBHBRJICHTHOIO TEPaleBTHIECKOro 3¢ deKTa.

B obpamenyn ®AC Poccun 0TMeqaeTCs, YTO JEKAPCTBEHHEIH PenapaT ¢ TOProBEIM
HauMeHoBanneM CeBopaH BEITyCKaeTcA BO (IakOHaX €O CIELHAIBbHON YKYmOpOWHOM
cucremoii Quik-Fil. Bmecre ‘¢ Tem, mo mHenmo ®AC PoccHm, Bce JIEKApCTBEHHEIE
Hpenapars], HMEIONIHEe B CBOEM COCTaBe ONHO M TO )Ke JeiCTBYIOIee BellecTBO (OIHO
MHH), sxBuBaleHTHEIE O CNOCOGY MpHMeHeHHs (BBEEHHS) JIEKAPCTBEHHBIE (OPMEI,
SKBHBWICHTHBIE O3UPOBKH, (OPMHPYIOT OIHH TOBAPHEIA PEIHOK C Y4E€TOM IOKA3aHHH K
NPAMCHCHHIO H MPOTHBONOKAa3aHWH, YKAa3aHHEIX B HHCTPYKLMH IO MEIMIMHCKOMY
IPUMEHEHHUIO.

OKCIEPTHEIM YUpeXICHHEM Ha OCHOBaHHMH BBIQHHOIO 3KCIEPTHOMY YIPEXICHHIO
MuHHCTEPCTBOM IOCYJapCTBEHHOTO 3afanua Ha 2015 r. u rnaHoBeli nepuox 2016-2017
IT. «OKCIIEPTH3a MO OINpEeHEeNICHMI0 B3aHMO3aMEHSEeMOCTH JIEKApPCTBEHHBIX IIPENapaToB
JUIS MEIUIMHCKOro NpuMeHeHns» Ko 31.12.2017 B ycTaHOBJIEHHOM IOpAJKE MPOBOIUTCA
9KCIIEPTH32 BCeX 3apErHCTPHPOBaHHEIX HA = TeppHTOpHH Poccuiickoli ®Pexepaliuu
JIEKApCTBEHHEIX MPENapaToB IS MEAHIHMHCKOrO MPHMEHEHHUA.

B coorBercTBHH ¢ 9acTEIO 4 cTaThi 3 PefepaBEHOrO 3aKOHa OT 22. 12 2014 Ne 429-
D3 «O BHecennH m3MmeHenHlt B ®enepanbHbiit 3akoH «O6 obpameRny JEKapCTBEHHBIX
cpencte» (mamee - 3akoH 429-®3) wHCHoNB30BaHHWE pE3YNBTATOB  OMPEASTEHHS
B3aAMO3aMEHAEMOCTH JICKAPCTBEHHBIX NpenaparoB MM MEIHLHHCKOTO IPHMEHEHHA
nomyckaerca ¢ 1 anBaps 2018, BBUIY 4ero HHpopMauus O pe3yibTarax OIpenesIeHUA




B3AHMO3AMEHAEMOCTH BOCIIPOH3BEACHHBIX JICKaPCTBEHHEIX npenaparoB CeBogurypana He
MOXeT OBITh pasriameHa SKCIEPTHEIM YIpeXKACHUEM TPETBHM JHIAM.

CuauraeM nenecooGpasHbIM OTMETHTh, YT0 DefilepaIbHEIM 3aKOHOM OT 12.04.2010
Ne 61-®3 «O6 oGpam¢Hnn JeKapCTBEHHBIX CPeCTE» (B penaxiuyn Pe/leparbHOro 3aKoHa
or 22122014 Ne 429-®3 «O BHecenmH HiMeHeHu#l B (exepambbii 3akoH «O06
o6palieHAH NeKapCTBeHHEIX cpeAcTBy) H INocranosnenneM lIpaBuTenbCTBa Poccriickoii
®Oenepanuu ot 28.10.2015 Ne 1154 «O nopsiaxe OmpeneNeHHs B3aNMO3AMCHAEMOCTH
JIeKapCTBEHHBIX IPENapaToB I MEJHIMHCKOIO IMPHMEHECHIA» YCTAHOBJIEH NOPAIOK, a
TaKKe U3BATHS ¥ HCKIIOYEHNs IPH OLEHKE OTAC/IBHEIX IapaMeTPOB B3aHMO3aMEHICMOCTH
JNeKapCTBEHHBIX Npenaparos.

Bmecte ¢ TeM, ONEHKa YHHKAIbHOCTH croco6oB YKYNOpPKH JIEKapCTBEHHBIX
TIPENapaToB UIi MEOALMHCKOrO NMpUMEHEHUs NpH SKCIIEPTH3€ UX B3aHMO3aMCHAEMOCTH
3aKOHO/IATEILCTBOM He NPEXYCMOTPEHa, B CBA3H C YE€M, CIMTaeM TOIHIMIO ®AC Poccun
IO BONPOCAM, YKa3aHHEIM B oGpamienunu ot 16.11.2017 Ne AK/79915/17 (Ne2135042 ot
20.11.2017), COOTBeTCTBYIOWIeH IONOXKEHHAM XHeHCTBYIOIIEro 3aKOHOJATENBCTBA
Poccutickoit ®enepanny 06 oOpallieHHH IEKapCTBEHHBIX CPEACTB.

C yBaxxeHHEM, :
I'eHepasBHBIN AAPEKTOP : 10.B.Onedup
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