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Komuccust Bnagumupckoro YOAC Poccnn o xkoHTpono B cepe 3akynok (manee — Komuccns) B
COCTaBE: ...

Ha ocHoBaHUM yactu § ctarbu 106 denepanbuoro 3akoHa Ne 44-d3 ot 05.04.2013 «O xoHTpaKTHOU
CHUCTeME B cep 3aKylmoK TOBapoOB, pa0OT, YCIYyT Juisi 00eCHeUeHUs] TOCYAapCTBEHHBIX M MYHHUITUIAIBHBIX
HYXKI» (nmamee - 3aKOH O KOHTPAKTHOM cHCTeMe) M AJMUHHCTPATUBHOTO periameHta dDenepanbHOi
AQHTUMOHOTIONIFHOH CITy>KOBI TIO HCTIOJHEHWIO TOCYIApCTBEHHOW (PYHKIMM IO PACCMOTPEHHIO Kalo0d Ha
neiictBus  (Oe3leiicTBUE) 3aKazuuWKa, YMNOJHOMOYEHHOTO OpraHa, YIOJHOMOYEHHOTO  YUpEeKICHHS,
CIHELNATN3UPOBAHHON OpraHW3aluH, KOMHUCCHM IO OCYILECTBJICHHIO 3aKyNOK, €€ WICHOB, JOJKHOCTHOTO
JUIAa KOHTPAKTHOM CIIy>KObI, KOHTPAKTHOI'O YHPABIISIOLIETO, OIEparopa 3JIEKTPOHHOW IUIOLIAAKH MpU
ONpPEACICHUH TOCTABIIMKOB (TIOJAPSIYMKOB, HCIOJHUTENEH) JUIsl O00eCHedYeHUs TOCYJIapCTBEHHBIX U
MYHHIIATIANBHBIX HYXJ, yTBepkaeHHoro mpukazoM PAC Poccum ot 19.11.2014 Ne 727/14 (manee -
a[MMHHCTPATHBHBII permaMeHT) pacecMoTpena xanoby 000 « TOPTOBBIM JJOM «BUAJI» Ha moT0KeHHs
JOKYMEHTAallUH TIpU NPOBEACHUU DJIEKTPOHHOIO ayKI[MOHAa Ha 3aKYINKy JIEKapCTBEHHOro Ipenapara u3
nepeuns JKHBJIII Monpomua s HYkI TOCYIapCTBEHHOTO OIOKETHOTO YUPEXKIEHHS 3PaBOOXPAHEHHS
Brnagumupckoit obmactn «ObnactHast knuHHYeckas OompHHIA» (3akymka Ne 0128200000119007663) B
MPUCYTCTBUU MPCACTABUTECIIA YIIOJIHOMOYCHHOI'O OpraHa — JACMapTaMCHTa MMYHICCTBCHHBLIX M 3€MCIIbHBLIX

OTHOILICHUH aJMUHUCTpalu BiaguMupckoii 001acTy ...... (moBepennocth oT 08.10.2019 Ne 98);
npencraBuTeneit 3akazunka - 'bY3 BO « O6nactHas knmuHAYecKas OONBHUTA ........ (moBepeHHOCTH
ot 1.10.2019 Ne62) w1 ......... (moBepennocth ot 03.12.2019 Ne74).

3asBuTENs KAIOOBI, HA/IJISKAIIUM 00pa3oM, YBEIIOMJICHHBIH O BPEMEHH M MECTe PAaCCMOTPEHHS
Jienia, SIBKy CBOETO MPEACTABUTENs HE 00eCeunI.

04.12.2019 B coOTBEeTCTBUHU C MYHKTOM 3.32 AJMHUHUCTPATUBHOTO PETJIAMEHTA W YacThIO 3 CTaThU
106 3akoHa O KOHTpPaKTHOH cucTeMe B cdepe 3aKylmoK B paMKaX pPacCMOTPEHHUs JeJia O HapylIIeHU!
3aKOHOJIATENIbCTBA O KOHTPAKTHOM cucteme B cdepe 3akynok Kommuccueii 00bsBieH nepepsis 1o 05.12.20109.

B xoze paccmoTpeHus aena o HapyLIEHHM 3aKOHOAaTenbcTBa B cdepe 3akynok Ne 033/06/33-
1235/2019 Komuccust
YCTAHOBUJIA:

Bo Bmamumupckoe YDAC Poccuu noctynmia sxamoda OO0 «TOPIOBBIA JOM «BHAJ» Ha
MOJIOKEHUSI JOKYMEHTAlluM IIPH TNPOBEACHUH OHIIEKTPOHHOIO AayKLHOHA Ha 3aKyNKy JIEKapCTBEHHOTO
npenapara u3 nepeuns JKHBJIII ﬁOHpOMMn JUTSL HYXJ TOCYJapCTBEHHOTO OFOJDKETHOTO YUPESIKICHHS
3apaBooxpaHeHus Biagumupckoit obmactu  «OOjacTHas KiMHUYeckas OosibHuI@»  (3akynka Ne
0128200000119007663).

3asBUTETH B CBOCH Kajm00e U3JIOKHI CIIeTYIOIIEe.

19.11.2019 roma B emuHOW WHGOPMAIMOHHOW CHUCTEME pPa3MEIIEHO H3BEIICHHE O MPOBEIACHUHU
anekTpoHHoro aykunona Ne0128200000119007663.

HammenoBanne oObekTa 3aKynku: 3akylka JeKapcTBeHHOro mnpemnapata u3 mnepeuns KHBJIII
Monpomu,


mailto:to33@fas.gov.ru

JlaTa 1 Bpems cpoka OKOHYaHHSA rmogadn 3asBok: 29.11.2019 09:00

W3 TexHWYecKoro 3aJaHus CIEAYeT, YTO K MOCTaBKE MOJDKEH OBITh NMPEMIOKEH JIEKapCTBEHHBIN
npenapar MHH Hompomus co ciieaylomuMu JONONHUTENBHBIME XapakTepuctukamu: 1. IIpenapat nomken
BBIBOJMTKLCS Moukamu depe3 12 yacoB He MeHee 93% oT BBegeHHOU J103b1. 2. OTCYTCTBHE OrpaHHYCHUN IS
IIPUMEHEHUS Y MAIUEHTOB C AyTOMMMYHHBIMU 3a00JI€BAaHUSAMH, AJIKOT'OJIN3MOM.

Tpebyemble XapaKTEpPUCTHKH, IO MHEHHIO 3asBUTEINS, HE BIUSIOT Ha TEPaleBTHYECKHE CBOMCTBA
nexapcTBenHoro mnpemapara MHH ompomuj. 3asBHTENb CUMTAaeT, YTO ONHCAHHE OOBEKTa 3aKyNKH HE
MO3BOJISIET NPEAJIOKUTh YYACTHUKAM 3aKyNKU B3auMo3aMeHseMblil B paMkax ogHoro MHH nexkapcTBeHHBII
npemnapaT, He COOTBETCTBYET TpeOOBaHMSAM, ycTaHOBICHHBIM 4. 1 cT. 64 m m. 1 4. 1 ct. 33 3akoHa o
KOHTPAaKTHOH cHCTEME M TaKuM TpeOOBaHMSAM COOTBETCTBYET CIMHCTBEHHBIM JIEKapCTBEHHBIM Mpemapar
TOProBOTO HauMeHOBaHUs "YbTpaBucT”, mpon3Boactea baitep lllepunr ®apma Al'/T'epmanus.

CornacHo nyHKTy 6 dactu 1 ctateu 33 @enepanbHoro 3akoHa oT 5 ampens 2013 r. N 44-®3 "O
KOHTPaKkTHOH cucteme B cepe 3aKylmoK TOBapoB, padoT, yciIyr ajis oOecredeHHsT TOCYAapCTBEHHBIX M
MYHHIUMANBHBIX HYXA' (majee - 3akoH) JOKYMEHTalMs O 3aKylKe NOJDKHA COJep)KaTh yKa3aHWe Ha
MEXIyHapOJIHbIE HENaTeHTOBaHHblE HauMeHoBaHus (manee - MHH) nexapcTBeHHBIX CpeACTB WM IpU
OTCYTCTBHU TaKMX HAUMEHOBAaHMH XMMHUUYECKHUE, IPYNIUPOBOYHBIC HAMMEHOBAHUS, €CIIM O0OBEKTOM 3aKyIKH
SIBIIIIOTCS JIEKAPCTBEHHBIE CPENCTBA. 3aKa3yMK IMPU OCYLIECTBIEHUHM 3aKYyIKH JIEKapCTBEHHBIX CPEJCTB,
BXOJSIIIMX B MEpPEYEHb JEKAPCTBEHHBIX CPEACTB, 3aKyNKa KOTOPBHIX OCYILECTBISIETCS B COOTBETCTBHU C HMX
TOPrOBBIMH HAaMMEHOBAaHMSMH, a TaKKe MNpPU OCYIIECTBICHHH 3aKyNKH JIEKaPCTBEHHBIX MpenapaToB B
COOTBETCTBHM C NMYyHKTOM 7 4acTu 2 craTthu 83 3akoHa BIpaBe yKa3blBaTb TOPrOBblE€ HAMMEHOBAHHS 3THX
JICKapCTBEHHBIX CPEICTB. YKa3aHHbIM IMEpeYeHb M MOPSHOK ero (OPMHUPOBAaHUS YTBEPXKOAOTCS
[IpaBurensctBoM Poccuiickoit ®@enepanmm. B cimydae ecnmu 00BEKTOM 3aKyIIKH SIBISFOTCS JIEKAPCTBEHHEIE
CpeACTBa, MPEIMETOM OJIHOTO KOHTpakTa (OJHOrO JIOTa) HE MOTYT OBITh JIEKaPCTBEHHBIC CPEICTBA C
pasnuuabivd MHH wnam mpu OTCYTCTBUM TakuX HAaWMEHOBAaHMHA C XMMUYECKUMH, TPYNIUPOBOYHBIMU
HaWMEHOBaHWSMH TIPH YCIOBUH, YTO HadajbHas (MaKCHMalbHas) IIeHAa KOHTpakTa (I[eHa JIOTa) MPEBbIIMaeT
NpeJeabHoe 3HaueHue, ycraHoBiueHHoe [IpaBurensctBoM Poccuiickoit @enepanuu, a TakxkKe JEKapCTBEHHbIE
cpenctBa ¢ MHH (mpu OTCYTCTBHM TakMX HAaWMEHOBAaHHH C XMMHYECKUMH, TPYNIHPOBOYHBIMU
HaMEHOBaHUSIMH) ¥ TOPTOBBIMH HAMMEHOBAHUSIMH.

Tak, nocranosiaenueM IlpaBurenbcTBa Poccuiickoii denepanuu ot 28 Hosi0ps 2013 r. N 1086
yTBepkaeHsl [IpaBuia GopMupoBaHus nepedHs JIEKapCTBEHHBIX CPEACTB, 3aKyNKa KOTOPBIX OCYIECTBISIETCS
B COOTBETCTBHU C UX TOPrOBBIMU HaMMEHOBaHUAMU (nanee - [IpaBuia).

[IpaBuna ompenensoT NOpsIoK GopMupoBaHUs yTBepkaaemoro IIpaBurensctBoM Poccuiickoit
denepanyy mepevyHs JIEKAPCTBEHHBIX CPEJCTB, 3aKyIKa KOTOPBIX OCYIIECTBISETCS B COOTBETCTBHH C HX
TOPrOBBIMH HAUMEHOBAHUSIMH (J1aj1ee - IepEUeHb).

OcHoBaHMeM AJIsl BKJIIOUEHHS JICKAPCTBEHHOTO CPEICTBAa B IEPEYCHb SBISIETCS HEBO3MOXKHOCThH
3aMEHBI JIEKAPCTBEHHOTO CPEJCTBA B paMKax OJHOTO MEXIYHapOJHOTO HEMaTeHTOBAHHOTO HAMMEHOBAHMA
JIEKApCTBEHHOTO CPEJICTBA WIIM MPH OTCYTCTBUU TaKOTO HAWUMEHOBAHHMS XWMHYECKOTO, TPYNIHPOBOYHOIO
HaMEHOBaHUs, ONpenessseMas ¢ y4eToM Mokaszaresiell 3((eKTUBHOCTH M 0G€30MaCHOCTH JIEKapCTBEHHBIX
npenapatoB. OCHOBaHMEM I UCKIIOYEHHS JIEKAPCTBEHHOTO CPEJCTBA M3 MEPEUHs SIBISIETCS BO3ZMOXKHOCTD
TaKOW 3aMEHBL.

PaccmoTpenne Bompoca O BO3MOXKHOCTH BKJIIOUEHHS JIEKAPCTBEHHBIX CPENCTB B IEpeveHb, JIMOO
UCKIIIOUEHHUS JIEKaPCTBEHHBIX CPEJCTB U3 NMEPEUHs OCYIIECTBISIETCS! OJKOMUCCHEH 110 BoIIpocaM 00paleHust
JIEKApCTBEHHBIX CpeAcTB [IpaBUTENHCTBEHHOH KOMKCCHHU IO BOMPOCaM OXPaHBbI 370POBBSl TpaXKIaH MO
3asBKaM (PU3UUECKUX U FOPHIUUECKUX JIUTL.

Bmecte ¢ Tem, HEOOXOAMMO OTMETHUTb, YTO Ha HACTOSLIMA MOMEHT YKa3aHHbBIH IepedyeHb He
yrBepxkaeH [locranonenuem [paButenbctBa PO ot 28 Hos0ps 2013 1. Ne 1086 "O6 yrBepxkaenun [Ipasun
(hopMHUpOBaHUsI MTEPEUHS JIEKAPCTBEHHBIX CPEJICTB, 3aKYIKa KOTOPBIX OCYHIECTBISIETCSI B COOTBETCTBHU C UX
TOPrOBBIMU HAMMEHOBAHUSIMU".

IIpu aToM cornmacHo MyHKTy 7 4acTH 2 cTaTbM 83 3aKoHa 3aKa34MK BIIPABE OCYLIECTBIIATH 3aKyIKy
IMyTeM MPOBEACHHS 3arpoca MPeIoKEeHNH B CIydae OCYIIECTBIECHHS 3aKyIOK JIEKapCTBEHHBIX MpPEnapaTos,
KOTOpbIE HEOOXOAUMBI JJIsl HA3HAYCHMS MAUEHTY NIPYU HAIMYAN MEIUIUHCKUX MMOKa3aHUH (MHIUBHIYyaIbHAs
HETNIEPEHOCHUMOCTB, 110 KU3HEHHBIM MOKa3aHUsAM) 110 PELICHUIO BpauyeOHOW KOMUCCHH, KOTOpoe (PUKCUpyeTcs
B MEIWIMHCKHUX JOKYMEHTaX TallMeHTa M XypHaie BpauyeOHOW komuccHu. [Ipw 3TOM 00BeM 3aKynaeMbix
JIEKApCTBEHHBIX MPENapaToB He JOJDKEH MPEBBINATh 00BbEM JIEKapCTBEHHBIX MpenapaToB, HEOOXOIUMBIX
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NAlMEeHTY B TE4YeHUEe cpoka JedeHus. Kpome Toro, mpu OCYIIECTBIEHHHM 3aKyIOK B COOTBETCTBUU C
HAaCTOALIMM ITYHKTOM IpPEAMETOM OJHOTO KOHTpPakTa HE MOTYT SBIATHCS JIEKapCTBEHHBIE Ipenaparsl,
HEOOXOIUMEBIE Il Ha3HAYCHUS IByM U 0oJiee MalueHTaM.

B cootBerctBuu ¢ myHkTOM 28 yactu 1 cratem 93 3akoHa 3aKynka y €IWHCTBEHHOTO IMTOCTABIIHKA
(mompsimuMKa, WMCHOJIHMUTENS) MOXET OCYLIECTBIATHCS 3aKa3dyHMKOM B CJIydae OCYILECTBIICHHS 3aKyIOK
JIEKapCTBEHHBIX IIpemnaparoB, KOTOpble IMpeJHa3HA4Y€Hbl [ Ha3HA4YeHUs MAlUeHTy @pU HaIUYUU
MEAWLUHCKUX MOKa3aHUH (MHAMBUIYyalbHAsI HETIEPEHOCUMOCTb, M0 XHU3HEHHBIM IIOKA3aHUSIM) IO PELICHUIO
BpaueOHONW KOMHMCCHH, KOTOPOE OTPAKaeTcs B MEIULMHCKUX NOKYMEHTaX MalMeHTa U JKypHalle BpaueOHOI
KOMHUCCHH. 3aKa34yMK BIIpaBe 3aKIIOYUTh KOHTPAKT Ha MOCTABKH JIEKAPCTBEHHBIX MIPENapaToB B COOTBETCTBUU
C HACTOSIIIUM ITIYHKTOM Ha CyMMY, HE MPEBBIMIAIONIYIO ABECTH ThICSY pyOsei. [Ipu 3ToM 00beM 3aKkymaeMbIX
JICKapCTBEHHBIX IPEMapaToB HE [O/DKEH IPEeBBINIaTh O0BEM TaKUX IPErnapaToB, HEOOXOOUMBIM Ui
YKa3aHHOTO TalWeHTa B TEeUeHHE CpPOKa, HEOOXOIUMOTo Uil OCYIIECTBICHHs 3aKyNKH JEKapCTBEHHBIX
MIpernapaToB B COOTBETCTBHM C MOJOXEHWSIMM IMyHKTa 7 4dacTh 2 ctatbu 83 3akoHa. Kpome Ttoro, mpu
OCYILIECTBIICHUH 3aKYIKH JIEKAPCTBEHHBIX MPENapaTOB B COOTBETCTBUHU C IOJIOKEHUAMH HACTOSILETO IIyHKTa
IPEIMETOM OAHOTO KOHTPAaKTa HE MOTYT SIBJISTHCS JIEKAPCTBEHHbBIE Ipemaparthl, NpelHa3HAYCHHBbIEC Ui
Ha3HAueHHS ABYM H OoJiee malueHTaMm.

WHBIX cilydaeB 3aKyNK{ JEKapCTBEHHBIX IPENaparoB MO TOPrOBBIM HAaUMEHOBAaHUSM 3aKOHOM He
MPESYCMOTPEHO.

Taxum 06pa3oM, yuMTHIBAas 4TO 3aKylKa JeKapcTBeHHoro mpemapata MHH Monpomun
OCYIIECTBIsIETCA B OOJIBIIOM KOJIMUYECTBE U HadajdbHas (MakCHMallbHas) 1IeHAa KOHTPAKTa COCTABISET CyMMY
320 485,71 pyOumeii, To 3aKymnKa JEKapCTBEHHOTO TperapaTa YIbTPAaBHCT IyTEM IMPOBENCHUS OTKPBITOTO
ayKLMOHA B 3JICKTPOHHOW (hopMe HapylIaeT KakK MOJIOKEHHS U IPUHLIUIBI OCYIIECTBICHUS 3aKyNKH B paMKax
44-D3, Tak 1 B paMKax 3aKoHa O 3aIIUTe KOHKYPEHIIMH, TOCKOJIbKY OTPaHUYMBACT MTPABO YIACTHUKA 3aKYIKH
NPEAJIOKUTh K IOCTABKE JICKAPCTBEHHBIN ITpenapaT B3auMo3aMeHseMblil B pamMkax ognoro MHH.

B muceme ot 17.03.2017 roma NeAK/17227/17 "Ilo Bompocy B3auM0O3aMEHSIEMOCTH Pa3IHIHBIX (GOpPM
BBITyCKa (NIEPBMYHEIX YHAKOBOK) JeKapcTBEHHHIX mpenapatoB ¢ MHH Hompomun" ®AC Poccuu ykasan
clleAyIolLee:

"®AC Poccun mpuaep:kuBaeTcsl O3UIMH, YTO JIEKAPCTBEHHBIE Tpenapatsl ¢ oguHakoBbiMu MHH,
B3aMMO3aMEHIEMBIMH  JICKAPCTBECHHBIMH ()OpMaMM, B3aUMO3aMEHSICMBIMH JTO3UPOBKAMH W  Pa3HBIMU
TOPrOBHIMH HAaUMEHOBAaHUSAMH CJEIyeT OTHOCHTh K B3aMMO3aMEHSEMBbIM JIEKAPCTBEHHBIM IIpernaparaM, 3a
UCKJIIOUYCHHUEM CIy4aeB MHINBHUIYaTbHON HEIEPEHOCUMOCTH KOHKPETHBIMY MAllEHTaMHU.

CpaBHUTENBHBIM aHAJIN3 HHCTPYKLIUI 1O NPHMEHEHHIO JIEKapCTBEHHBIX IpemnapatoB ¢ MHH
MonpoMuy s MEIMIMHCKOTO IPUMEHEHHUs TOKa3aJl ClIeIyomee:

Jlekapctennpie  npemapatel ¢ MHH  Hompomua —mpeiHasHaueHs! HCKITIOUHTEIBHO  JUIS
OUAarHOCTHYECKHUX wesied. JlaHHble JIeKapCTBEHHBIE Mpenaparhl IMOKa3aHbl sl YCHJIEHUS KOHTaKTHOCTH
n300paXKeHus MpU MPOBeIeHUH KoMIbioTepHOl Tomorpaduu (KT), aprepuorpadun u BeHorpaduu, BKIIOYast
BHYTPHUBEHHYIO/BHYTpHAPTEPUANBHYIO MUPpOBYIO cyOTpakunonnyto anruorpaduio (LICA); BHyTpUBEHHYIO
yporpaduio, 3HIOCKOIMYECKYIO PETPOTrPagHyI0 XOJaHIHOIaHKpeaTorpaduio; apTporpaduio U NCCleA0BaHNs
JPYTHX MOJIOCTeH Tena".

B cootBercTBUM ¢ ['ocymapcTBEHHBIM peecTpOM JIEKAPCTBEHHBIX CPEACTB, OMYyOJMKOBAaHHOM Ha
obuimansHoM caiite http://grls.rosminzdrav.ru/grls.aspx, MHH «onpomua» nMeioT 4 JeKapcTBEHHBIX
npenapara, 310 - TH "Honpomun-Buapeuct", nponssozctsa Micynr dapmacsrotuxanc Ko.JIra, Kopes (PY -
JIIT - 003696), TH «YnerpaBuct» mnpousBojcrBa baiiep ®apma Al'/Tepmanus (Ne PY: IT N002600),
«onpomun TP» npomssoactea OO0 "Tuapekc"/Poceus (JII-003110) u TH «Monmpomum» nponssoacTsa
«Hosanex ®apmacsrotukaic [1Br.JItay/Uuaus (Ne PY JIT1-002892).

B cBsI3H ¢ TeM, uTo IieHa JekapcTBeHHoro npenapara TH Monpomun-Buapsuct, npoussoacTsa Uincysr
@apmacsrotukanc Ko.JItn, Kopes He 3apeructpupoBaHa B peecTpe NPEENbHBIX OTIYCKHBIX IIEH, U B
coorBercTBUE C 4.4 cT.61 DenepanpHoro 3akoHa ot 12.04.2010 Ne61 "OO6 oOpameHnn JieKapCTBEHHBIX

n

CpeacTB ", HE JOIyCKAaroTCs peanu3als U OTIYCK JIEKAPCTBEHHBIX IIPENaparoB, IEHBI KOTOPBIX HE
3apEeTHCTPUPOBAHBI, COOTBETCTBEHHO TAKOH JIEKAPCTBEHHBIH MperapaT He MOKET OBITh 3asBJIEH K TIOCTaBKE Ha
ayKIIVOH.

Takum o0Opa3om, TOJBKO 3 JIEKAPCTBEHHBIX Iperapara MOTYT NMPUHUMATh yYacTHE B DIIEKTPOHHOM
ayKIIMOHE:
1) TH «YabstpaBuct» npousBozictsa baiiep ®@apma AIl'/T'epmanus (Ne PY: I1 N002600);
3



2) TH «Mompomun TP» npomssonctea OO0 "Tuapekc"/Poccus (JIIT-003110);

3) TH «IZOHpOMH)J» npousBozacTBa «Homanek ®apmacerorukanc [IBT.JItmy/WUumus (Ne PY JIII-
002892).

3asBuTeneM ObLT IPOBEICH aHAIN3 HHCTPYKIUH 110 TPUMEHEHHIO BCEX 3aperucTpupoBaHHbix mo MHH
MonpoMu eKapCTBEHHBIX CPEICTB M ObUIO YCTAHOBJICHO, YTO TPeGOBAHMAM " HE CONEPIKHT OrpaHHYCHHH
JUISL TPYTIN MTAllUEHTOB: MOKUIION BO3pacT, OOJbHBIE C aHAMHE30M ayTOMMMYHHBIE 3a00JI€BaHUsl, aIKOTOJIH3M,
K TEepHOAy BBIBEIEHUS JIEKAPCTBEHHOTO Tpemapara dyepe3 12 yacoB He meHee 93% OT BBEICHHOH O3BI,
TpeOoBaHHE K TEMIIEpaType XpaHEHHUs JIEKapCTBEHHOTO Mpemnapara - He Boimie 30°C, B 3aIIUIIIEHHOM OT CBETa
W PEHTTCHOBCKHX Jy4ed MeECT€ - COOTBETCTBYET TOJBKO OJUH JIEKAPCTBEHHBIH Mpemapar TOProBOIO
HauMeHoBaHug "YnbpTpaBuct”, mpousBojcTsa baiiep ®apma Al', ['epmanus.

1. CornacHo WHCTPYKIMH K mpenapaty "YIbTpaBUCT' JUIA JIMI ITOKMJIOTO Bo3pacTa (crapime 65 neT)
HE OMpeJeNieHbl CIeNHaIbHbIe PEKOMEHIAIMN [0 KOPPEKIUH JO3UPOBKH JJIsl TOXKUIIBIX MAMEHTOB, KpOME
yKa3aHHBIX B mojpaszene "Crnocol npuMeHeHus U 0361

IIpu 5TOM COTNIACHO MHCTPYKLMH K JIGKAPCTBEHHOMY Ipenapary MompoMma pekoMeHTyeMble 10351
JUTSL B3POCITBIX SIBIISIFOTCSI @aHAIOTTIHBIMU.

Taxum o0Gpa3oM, IeKapCTBEHHbIE MNpenapaThl YIBTPAaBUCT M VIONIPOMHI HMEIOT HICHTHYHBIE
MOKa3aTeNH.

3aKa34nMKoOM B ayKIMOHHOW JOKYMEHTAIIMH YCTaHOBIICHO TpeOoBaHHE 00 OTCYTCTBHH OTpaHHYEHUI
JUIsl IPUMEHEHHSI y TTAIIMEHTOB C Ay TOUMMYHHBIMH 3200JI€BaHUSIMH U aJIKOTOJTH3MOM.

B cBs3u ¢ TeM, 4TO B AyKIMOHHOW JNOKYMEHTAllMd HE pacliu(pOBaHO IOHSATHE «HE COAEPIKUT
OTPaHUYCHHIT», TAHHOE TTOHATHE CIETYeT COOTHOCUTH C TEPMUHOM «IIPOTHBOTIOKA3AHHMS, COOTBETCTBYIOIINN
paszen B 00s3aTeIbHOM MOPSAKE COMEPIKUTCS B MHCTPYKIUAX 110 MPUMEHEHUIO JIEKapPCTBEHHBIX MPETIapaToB,
B ToM uncie ¢ MHH «ﬁonpom&n».

B pasnene «[IporuBonokasanns» MHCTPYKIHH JTeKapCTBEHHBIX TpenapaToB Mompomum n Y IsTpaBuCT
HE yKa3aHBl MPOTHUBOMNOKA3aHUS JJIS €ro MPUMEHEHHUS y TPYI MAIMeHTOB: OOJNBHBIE C ayTOMMMYHHBIMH
3200JICBaHUSIMH U aJIKOTOJIM3MOM.

VYka3aHue Ha MpUMEHEHHUe Mpemnapara A JaHHOM KaTeropuu MalMeHTOB CoAepkuTcs B pazzene «C
OCTOPOKHOCTBIO» MHCTPYKIMM IO MPHMEHEHHIO JieKapcTBeHHoro mpermapata ¢ TH «Mompomumy. Takum
0o0pa3oM, JaHHBIA JIEKAPCTBEHHBIH Tpemapar MOXKET NPUMEHSThCS Yy MAlUEHTOB C ayTOUMMYHHBIMH
3a00JIeBaHUSIMH U aJIKOTOJIM3MOM, HO C OCTOPOKHOCTEHIO.

[lo mHeHWIO 3asBUTENS, YCTaHABIWBAas Takoe TpeOOBaHWE, 3aKa3YMK BBOJUT B 3a0IyXKIEeHHE
MMOTEHIIUANBHBIX YYACTHUKOB ayKIMOHA U MOXET MPUBECTH K HETIPABOMEPHOMY JIOITYCKY YYaCTHUKOB, 3asIBKH
KOTOPBIX JIOJKHBI OBITH OTKIIOHEHBI.

AHAIM3UPYs MHCTPYKIMIO MPENapaToB YIBTPABHCT M VIONPOMHI, 3asBHUTENb JEIAeT BBIBOJ, HUTO
3asiBIIEHHAs XapaKTepUCTUKa (TIeproJT BEIBEICHNUS JIEKapCTBEHHOTO Mpemnapara yepe3 12 gyacoB He meHee 93%
OT BBEJCHHOW JI03bI) HE BIMSET Ha TepaneBTH4YecKud 3QQeKT mpemaparta, a TaKkKe Ha JIOCTH)KEHHE
MOCTaBJIEHHBIX TIEpe]l BpauoM IieJieH, a IMEHHO BBITIOJTHEHUE HEOOXOIUMBIX CHUMKOB.

MonpoMus — 3T0 peHTreHOKOHTPACTHOE CPEJICTBO, KOTOPOE MOBBIIIAET KOHTPACTHOCTh H300PaKEHNUS;
TIpenapar npeIHa3HAYeH HCKIIOUMTENBHO TS IMarHOCTHYECKUX Heneil. MHcTpykuuy npenapartos Monpomun
U YJIbTPaBHUCT COZAEPKAT aHAIOTHYHBIE CBEJCHUS O TOM, YTO HMMEIOT OJMHAKOBBIE (DU3MKO-XUMHUYECKHE
XapakTepucTUKu Tipenapara. B pasmene WHcTpykimii «Bpemsi BBINOTHEHHS CHUMKOBY» WHCTPYKITHH
Ha3BaHHBIX IMIPElapaToB HWMEIOT OJWHAKOBBIE CPOKHM  BBIMIOJNHEHWsS CHHMKOB TIIOCJIE€  BBEIEHUS
PEHTICHOKOHTPACTHOTO CPEACTBA: JUIS MAPEHXUMBI MMOYEK 3-5 MUH.; JUISl BU3yalM3alli CUCTEMbI MTOYEUHBIX
JIOXaHOK U MOYETOYHHMKOB — 8-15 muH.; OOBIYHO CIIEAyeT JeNiaTh MEPBbIM CHUMOK Yepe3 2-3 MHUH. MOCIie
BBelleHUs. Tarkke WHCTPYKIIMM HA3BaHHBIX IIPEMapaToB HMMEIOT HJSHTHYHBIC IIOKa3aTeln B paszese
«BrIBeieHre» - BhIBEJICHHE HOPOMU/IA Y MAIIMEHTOB XapaKTEepU3yeTcs IEPUOJIOM TOJTyBBIBEICHHSI, pAaBHBIM
MIPUMEPHO 2 yaca HE3aBHCHUMO OT JIO3BI.

Beuy Toro uto npenapar ¢ MHH «/onpoMny npeaHasHaueH TOIbKO IS JUATHOCTHYECKHX IIeIIei,
WHCTPYKITUHM 3aPETUCTPUPOBAHHBIX MPENapaTOB MMEIOT OJMHAKOBYIO KOHIICHTPAIIUIO, U CPOKH BBITIOTHEHHS
CHMMKOB aHAJOTHYHBI, CUUTAEM YTO 3aKa34yWK yKa3biBas TpeOOBaHUE K BHIBEJCHUIO Tperiapara HapyliaeT
MOJIOKEHUsT 3aKOHA O KOHTPaKTHOW cucteme (CT. 33), orpaHMYMBAET YHCIIO MOTEHIIMAIBHBIX YYaCTHUKOB
ayKIFoHa (B TOM YHCIIE ¥ TPOU3BOAMTENEH B3anMo3aMeHsseMbix 1o MHH nekapcTBeHHBIX cpencTB).

B cBoem wuHpopmanmonHoM mwmceMe NeAJ[/634516 ot  03.02.2016 1. «Ilo BOmpocy
B3aMIMO3aMEHSAEMOCTH JieKapcTBeHHBIX mpemnaparoBy DAC Poccum ykazama, uto B cuiy dDeneparbHOrO
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3akoHa oT 12.04.2010 r. Ne61-®3 «O0 obOpalieHnr JeKapCTBEHHBIX CPeACTB» (majiee — 3akoH 00 oOpalieHun
JIEKApCTBEHHBIX CPEACTB) MEXKAYHApOAHOE HemaTeHToBaHHOe HammeHoBanue (MHH) nexapcTBenHOTrO
npemnapaTta SBIAETCS ero (YHKIMOHANBHOW XapaKTEepPUCTHKON W oOmpenenseT NOTPeOHOCTh 3aKa3dHKa.
3akazyMK TpH ONHCAHWW OOBEKTa 3aKyNKH JODKEH PYKOBOICTBOBaThca DepepanbHBIM 3aKOHOM OT
05.04.2013 No44-®d3 «O KOHTpaKTHOU cHUCTeMe B cdepe 3aKyIOK TOBApOB, padOT, YCIyT Al oOecredeHus
TOCYJapCTBEHHBIX W MYHHUIUNAJIbHBIX HYXI». [lpm stom ykazanme (1) MHH wunm npu ero orcyrcrBun
XUMHYECKOTO JTHOO TPYIIUPOBAHHOTO HAWMMEHOBAHHSA JIEKAPCTBEHHOTO IIpemapara, (2) IeKapCTBEHHOM
¢dopmbr u (3) mo3upoBkH (C yKa3aHWEM BO3MOXKHOCTH TOCTaBKH DKBUBAJICHTA) ABISETCS HEOOXOTUMBIM U
JOCTaTOYHBIM YCIIOBHEM HICHTU(HUKAINY JIEKAPCTBEHHOTO IIpernapaTa.

C y4eToM H3II0KEHHOTO, 3asBUTENIb IPOCHT MPOBECTH BHEIJIAHOBYIO MPOBEPKY PaccCMaTPHUBAEMOIO
AJIEKTPOHHOTO ayKIIMOHA, IPU3HATH *Kaoby OOOCHOBAaHHOW W BBIHECTH IMIpeNNUCcCaHhe 00 YyCTpaHEHUH
JOMYIICHHBIX HApYILICHUH ITyTeM BHECEHHsI COOTBETCTBYIOIINX U3MEHEHUH B ayKIIMOHHYIO JOKYMEHTALHIO.

ITo cymecTBy *anoObl YIOJTHOMOYECHHBIH opraH Braanmupckoii o0mactu cooOuiaer, 4To 3aKa34yuK B
npmioxkeHud Ne 2 x mH(OpMarnmonHoil kapte «llokazaTenn ToBapa (ITOCTaBKa JIEKAPCTBEHHBIX CPEICTB U3
mepeunst JKHBJIIT  (Mompomun)) YCTAHOBWJI  JIOTIOJHUTENbHBIE XApaKTEPUCTHKH K 3aKy[laeMOMY
JNleKapcTBEHHOMY Ipenapary u3 nepeuns JKHBJII Hompomuz, a mMEHHO:

1. [Ipemapat qO/DKEH BBIIEIATHCS TOYKaMu depe3 12 yacoB He MeHee 93% OT BBEICHOM 03I ***;

2. HeobOxomumo OTCyTCTBHE OTpaHMYEHHWHA JUIS TPUMEHEHUS Yy TMAlUeHTOB C  TSDKEIBIMHU
ayTOMMMYHHBIMU 3a00JICBAaHUSMH, AJIKOTOJTH3MOM ™ * %%

*H*FX 3aKa3uMKOM OTpeleNieHbl TOKa3aTeld, MO3BOJIIIOIINE ONPEACIUTh COOTBETCTBUE 3aKYyIMAeMbBIX
MperapaToB yCTAaHOBIEHHBIM XapaKTEPUCTHKAM W MaKCUMAIIbHbIE W (M) MUHUMAJbHBIC 3HAYCHHS TaKUX
MOKa3aTeNel, a Takke 3HAYeHHS IOKa3aTelei, KOTOpble He MOTYT W3MEHSThCS, COTIacHO HWH(OpMAInH,
yKa3aHHOW B MHCTPYKIMHU TI0 MEAUIMHCKOMY PUMEHEHHUIO 00bEKTa 3aKyINKU. B ayKIIMOHHON JOKYMEHTaIuu
ykazaHo: «lIpenapar gomxeH BeIOensATbCA HMOUYKaMu depe3 12 yacoB He MeHee 93% OT BBeaeHHOU 03b». B
OTHOIIIEHUH JIEKapPCTBEHHOTO Tperapara, B TOM YHCIE, TPUMEHSEMOT0 TOIBKO B AMATHOCTUYECKHUX IETISX,
(dapMakoMHaMUKa HETOCPEICTBEHHO BIHUSET Ha OE30MacHOCTh TPOBEICHUS AMArHOCTUKU. MHOe Bpems
BBIBCACHUA I\/'IOHpOMI/II[a, YKa3aHHOC B MHCTPYKIUH IO MEAUIMHCKOMY IMTPUMCHCHUIO, UMECT IMMPUHIUIINATIBHOC
3HAYEHUE IS CIEeTYIOIINX KIMHUIECKUX CUTYaIAi:

1. OreHka BO3MOXKHOTO MHTEpBaja BPEMEHM BBIMOJIHEHUS CHHMKOB COCYJOB M TKaHEW mocie
BBEJICHUS] KOHTPACTHOT'O CPEJICTBA.
2. Omnpenenenue BpeMEHH MOBTOPHOIO BBENCHMS KOHTPACTHOIO CPEACTBA IPH BO3HUKLICH

KJIMHUYECKOH HEOOXOIMMOCTH.

Takum 00pa3oM, B cllyyae SKCTPEHHBIX CHTYalldil TIPOBEJCHHE MMOBTOPHOT'O KOHTPACTUPOBAHHUS MPH
HETIOJTHOM BBIBEJICHHN VIONPOMHIa MOXET HEraTHBHO CKa3aThCsi KAK HA KAYECTBE CHHUMKOB, 4TO MOXET
NPUBECTH K JIMarHOCTUYECKUM OIIMOKaM, TaK M Ha COCTOSHHM TIAIIMEHTa, B CBA3M C BO3MOYKHOCTBHIO
MposIBIIEHHsI TOOOYHBIX 3(Pp()EeKTOB 13-3a MPEBBILICHUS JO3bI KOHTPACTA.

**%x% TpeOboBaHue B JOKyMeHTaIUH 00 «OTCYTCTBUM OTPaHUYEHUH JJIsl IPUMEHEHUS y TIAllMEeHTOB C
TSOKETIBIMH ayTOMMMYHHBIMHU 3a00JIEBaHUSAMH, JIKOTOJIM3MOM» OBIJIO YCTaHOBJICHO 3aKa3YMKOM B CBSI3H C
HAJIMYMEM TMIOCTYMAIONIMX Ha JIEYCHHWE MAIMEeHTOB, B TOM 4YHCIE MOXHIOrO BO3pacTa; MaIMEeHTOB,
CTpaJIAIONINX AJTKOTOIM3MOM (WIJIM UMEIOIMMUCS CUTYallUsIMH C HEJIOCTOBEPHBIM aHAMHE30M B OTHOIICHUH
JIKOT0JIN3Ma) MAalMEeHTOB, UMEIOIIMX B aHaMHE3e ayTOMMMYyHHble 3a0oneBaHus. COOTBETCTBEHHO, €CIIU B
WHCTPYKLUMH N0 NPUMEHEHHI0O K JICKapCTBEHHOMY Ipemnapary, B MyHKTe «C OCTOPOXXHOCTBIO», HE
HpeyCMOTPEHO AaHHOH NAaToJOTMH, 3TO OIpeneseT BBICOKYIO CTENeHb IPOBEPEHHON O0e30macHOCTH
npernapara, W JaeT BO3MOXXHOCTh IMPHMEHSTH ero 0e3 orpaHWuYeHHi TMa JIaHHBIE BUBI MATOJIOTHYECKUX
COCTOSIHUH, KpOME TOTO, AeiaeT 0e30MmacHsIM NPUMEHEHHE Iperapara B rpyIie HeoOcaeJOBaHHBIX OOJIBHBIX
B DKCTPEHHBIX CIY4asiX, C BO3MOKHBIM HAJTMYHEM COOTBETCTBYIOIUX MATONOTHUECKIX COCTOSHHH.

YomHOMOYEHHBIH OpraH BnaaumMupckoil 00JacTH CUMTaeT, 4TO 3aKOH O KOHTPAKTHOW CHCTEME
[O3BOJISIET 3aKA34MKYy BKIKOYAaTh B JOKYMEHTAlMI0O O MPOBEIACHUM JJIEKTPOHHOIO ayKLHOHA TaKHe
XapaKTePUCTUKU YCIYTH, KOTOPBIE OTBEYAIOT €r0 MOTPEOHOCTSAM, U HE 00S3bIBACT 3aKa3urlKa YCTaHABINBATh
TpeOOBaHMS K XapaKTEPUCTHKAM YCIIYTH, KOTOPbIE YAOBIETBOPSUIN OBl BCEX BO3MOKHBIX YYACTHUKOB 3aKYIIOK
JUIsl TOCYIaPCTBEHHBIX U MYHULIUIIAIBHBIX HYXI.

B pamkax 3akOHOAATENBCTBA O KOHTPAKTHOH cHUCTeME B cepe 3aKyINoK 3aKa3zuHuKy MpeJoCTaBIICHBI
MTOJTHOMOYHSI TIO CAMOCTOSATEIFHOMY OIPEJIENeHNI0 TTapaMEeTPOB U XapaKTEPUCTHK TOBapa, pabOTHI, YCIYTH B
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HanOOJIBIICH CTETICHN yIOBIETBOPSIONINX €r0 HOTPEOHOCTH.

Kpome TOro, OTCyTCTBHE y KaKuMX-TMOO JIHI, 3aWHTEPECOBAHHBIX B 3aKIIOYCHUH KOHTPAKTa,
BO3MOXXHOCTH IOCTaBUTHb TOBAp, COOTBETCTBYIOLIMH TMOTPEOHOCTSM 3aKa3dyWka, HE CBHUIETEIBCTBYET O
HapyLICHUHU 3aKa34MKOM IIPaB ITHX JIMII, a TAK)KEe ONPAaHUMYCHNUH 3aKa3YUKOM YHCIIa YYACTHUKOB 3aKyIKH.

B o6ocHoBanne mpaBomepHocTH aevictBuii I'BY3 BO « OO6mactHas KiIWHWYECKas OOIBHUIIA
3aKa34uK COOOLIAET CleayolIee.

3aKa3uuK BIpaBE 3aKylaTb T€ TOBApbl, KOTOPhIE €My TPEOYIOTCs, U yCTaHaBIMBAaTh TPEOOBaHMS K
XapaKTepUCTUKaM TOBapa, KOTOpbIE OTBEYAIOT €ro IOTPEOHOCTAIM M HEOOXOAUMBI AJSl BBIIOJIHEHUS
COOTBETCTBYIOIIMX TOCYAAPCTBEHHBIX (YHKLIWH, MpPU 3TOM 3aKa3YMK BIpaBe B HEOOXOAMMOW CTENeHH
JETaTM3MPOBATh MPEAMET 3aKyNOK. 3aKOH O KOHTPAKTHOM CHCTeME AOMYyCKAaeT YCTAaHOBJIEHHE B ayKLIMOHHOMN
JOKYMEHTAIlUU TaKUX TPEOOBaHUH.

CocraBisist aykuoHHyro aokymeHTauuio, I'bBY3 BO «OKB» pykoBoacTBoBasioch TpeOOBaHUSIMHU
crated 33 3aKoHa O KOHTAKTHOM cHcTeMe, B CBs3HM C ueM, B llpunokennn Ne2 k mH(OpMalMOHHOW KapTe
(manee - TexHuueckoe 3aJaHKE) yKa3aHbl CleAylomue (hyHKIMOHAJbHbIE, TEXHUYECKUE W KauyeCTBEHHBIC
XapaKTePUCTUKU JICKapCTBEHHOTO Ipenapara:

Kon mo MexayHaponHOe 3HaueHus oKas3arenei Topapa
O6muiepoccuiicko|{HenaTeHTOBaHHOE Ha3BaHUE WM TpeGoBaHus K KAY€CTBY, TEXHUUECKUM, (DYHKIIMOHATILHBIM
My IIPU OTCYTCTBHU TaKHUX XapaKkTepHCTHKaM (II0TpeOUTEeIbCKIM CBOMCTBaM) TOBapa
KIIacCU(UKATOPy|HANMEHOBAHUH C XUMIYECKHMH, _
TPOAYKLMH 110 PYIIHPOBOMHBIMHU JlekapctBeHnHas |(OCTaTOUHBIH] JlononHUTENbHBIE Liena 3a
Ne BUJIaM HanMeHoBaHusIMH (B ciydae dopma, CpoK XapakTepUCTHKA Eﬂﬂ;** E€IUHULLY
/11 | 9KOHOMHUYECKO# MIPEAYCMOTPEHHOM JLO3MPOBKA™**** | ropHOCTH** oM Kos-so TOBapa. Cymma, py5.
Fkk **
JIeATeNbHOCTH MIOCTaHOBJIEHUEM - pyo.
(OKIIA2) IIpaButenscTBa PO Nel289
OK 034-2014 3aKa34MKOM yKa3bIBAeTCs
BKJIIOUEHHUE JIEKAPCTBEHHOTO
cpencrsa B nepedens JKHBJT)
1.Ilpenapat noskeH
BBIJICIATHCS IOUKAMH Uepes3
He memee 20| 12 4acos He MCHef*ii% or
2120.23.112- pacTsop syt | Mecaties Ha | PIELEHO A0 CT’Bi'e
| 000004-1- ion MHBCKLT, 370 | - MOMCHT S—— 103800| 28,31 [2938578,00
00001- pOMHUL Mr fiona/si- | TMOCTaBKH OrpaHUYEHH ISt MII , ,
00000000000 00 30na [IPUMEHEHUS y MallUEeHTOB C|
TSDKETIBIMH
ayTOMMMYHHBIMA
3a00JIeBaHISIMH. aJIKOTOJIN3
MOM*****

* Y4yacTHUK 3aKyITKH MOXKET YKa3aTh OCTaTOYHBII CPOK TOJTHOCTH CO ClIoBaMu "He MeHee"

** - yKaspIBaeTCs Y4YaCTHUKOM 3aKyNKH B cooTBeTcTBMM C [Ipmkazom MunsznpaBa Poccuiickoit
Oenepanuu ot 26.10.2017 Ne 870H «O6 yTBepkaeHUH THUIIOBOTO KOHTPAKTa HAa MOCTABKY JEKAPCTBEHHBIX
npenapaToB JUIsi MEJUIIMHCKOTO MPUMEHEHUsT 1 MH)OPMAIIMOHHON KapThl THIIOBOTO KOHTPaKTa Ha MOCTAaBKY
JIEKapCTBEHHBIX MPETapaToB ISl MEJAUIIMHCKOTO TPUMEHEHUS»

**%  Spnsercss ONTUMANbHOM /10301 pacCUYMTAHHOM Ha TMPHUMEHEHWE TMpPU JUATHOCTHYSCKHX
MpoLeAypax JUis CpeAHEeCTaTHCTUYEeCKOW maiueHTa (Becom 70 kr). YkasaHHbIH 00bEM HAIOJIHCHUS
NEPBUYHOM YMAKOBKM ITO3BOJIMT MHHUMAIN3UPOBATh KOJMYECTBO OCTATKOB JICKAPCTBEHHOIO IIperapara
MOCJIe  TIPOBEJCHUS MEIUIMHCKOM mpouexypbl (palMOHAIBHO pacXoJ0BaTh KOHTPAaCTHOE BEIIECTBO),
MOCKOJIBKY B COOTBETCTBHH C HHCTPYKIIUSMH IO MTPUMEHEHHUIO JIEKAPCTBEHHOTO Tpernapara:

1) Henb3ss nenate 6onee 0JJHOTO MPOKOJIa MPOOKH BO M30€KaHHUE TIOTIaJIaHNS B IPUTOTOBICHHBIN
pacTBOp OOJBIIOrO KOJIMYECTBA MUKPOYACTHIL M3 IPOOKH.
2) Hewncrons30BaHHBIN 1OCTIE BCKPBITHS (IIaKOHA MperapaT MOXKET IPUMEHAThC B TeueHue 10

YacoB TMOCTIE BCKPBITHS, 3aTEM €T0 CIETyeT YHUITOXKHTb.

*H*** 3aka3uyMKOM ONpE/IENCHBI MMOKA3aTeNH, MO3BOJISIIOIIUE OMPEACIUTh COOTBETCTBHE 3aKyNaeMbIX
npenapaToB YCTAHOBICHHBIM XapaKTEPUCTHUKAM M MaKCUMaJbHblE W (WJIM) MUHUMAJbHBIC 3HAUCHHS TaKHX
nokazarened, a TakkKe 3HAYEHHUs IOoKazareneld, KOTOpble He MOTYT HM3MEHSThCS, COTJIacHO HWH(opMaImu,
YKa3aHHOH B MHCTPYKIMHU [0 MEAULIMHCKOMY MIPUMEHEHUIO 00BEKTa 3aKyNKH. B ayKIIMOHHOM TOKyMEHTAN
yka3aHo: «lIpemapar gomkeH BBIIENATHCA MOYKaMH yepe3 12 yacoB He MeHee 93% oT BBeIeHHOH 103b1». B
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OTHOIIICHUH JIEKAPCTBEHHOTO TIperapara, B TOM YHCJE, MPUMEHSIEMOTO TOJBKO B JTHATHOCTHYCCKHX IIEIIIX,
(hapMakoUHAMHUKA HEMOCPEJCTBCHHO BIHMSICT HAa O€30MAaCHOCTh MPOBEACHUS OUArHOCTUKH. MHOE Bpems
BBIBEJICHUS HOMIPOMUIA, YKa3aHHOE B MHCTPYKIIMU 110 METUIIMHCKOMY MPUMEHEHHUIO, UMEET MPUHIIUITHATHHOE
3HAYEHHE I CIEeIYIOMNX KINHIIeCKUX CUTYaIldi:

1. OrneHka BO3MOXKHOTO MHTEpBajla BPEMEHH BBHITIOIHEHUS CHUMKOB COCYJIOB W TKaHEW moce
BBEJICHUSI KOHTPACTHOTO CPECTBRA.
2. Omnpenenenne BpeMEHH IMOBTOPHOTO BBEICHHS KOHTPACTHOTO CPEACTBA IPH BO3HUKIIEH

KJIMHUYECKOH HE0OXOIMMOCTH.

*#%%% TpeOoBaHue B TOKyMeHTaMH 00 «OTCYTCTBUM OTpaHUYCHHUH Il MPUMEHEHUS Y IAIIUEHTOB C
TSDKETIBIMH ayTOMMMYHHBIMHU 3200JIeBaHUSAMH, TKOTOJIM3MOM» OBLJIO YCTaHOBIICHO 3aKa3YMKOM B CBSI3H C
HQIMYMEM IIOCTYNAIOIIMX Ha JIeYeHHWEe MAIUEeHTOB, B TOM 4YHCJIE [OXHJIOIO BO3pacTa; IAIHEHTOB,
CTpaJIalOMIMX aJKOTOIM3MOM (MJIM MMEIOIUMHUCS CUTYalUsIMH C HEJOCTOBEPHBIM aHAMHE30M B OTHOLICHUH
QJIIKOTOJIN3Ma) MAIMEeHTOB, UMEIOMIMX B aHaAMHE3e ayTOMMMYHHbIe 3a0oneBanusi. COOTBETCTBEHHO, €CIH B
WHCTPYKLUMH IO NPUMEHEHHIO K JICKapCTBEHHOMY Ipenapary, B IyHKTe «C OCTOPOXXHOCTBIO», HE
IPEOYCMOTPEHO [NaHHOH MATOJOTHUH, 3TO ONPENEeNseT BBICOKYIO CTEIEHb IPOBEPEHHON O0e30IacHOCTH
npemnapaTta, U JacT BO3MOXHOCTb IMPHUMEHSTH ero Oe3 orpaHMueHWH Ha JaHHbIE BUABI MAaTOJOTMYECKHX
COCTOSIHHIA, KpOME TOTO, JieflacT O0e30MacHbBIM IPUMEHEHHE Mperapara B rpyIie HeoOCIeTI0OBaHHBIX OOJIbHBIX
B OKCTPEHHBIX CIy4asiX, C BO3MOKHBIM HAJIMYHEM COOTBETCTBYIOIIMX HAaTOJOTHUYECKUX COCTOSHHUH.

TpeboBaHHA K OMUCAHWIO OOBEKTA 3aKYIKH, YCTAHOBJICHHBIE 3aKOHOM O KOHTPAaKTHOW CHCTEME,
I'BY3BO «OKbB» nonHOCTBI0 COOMIOACHBI.

B aykunonnoit nokymentaruu ' 6Y3BO «OKb» ykazano MHH, dbopmy BeIycka, JO3MPOBKY U WHBIE
XapaKTePUCTUKH JICKAPCTBEHHOTO MIpenapaTa B COOTBETCTBUU C [ 0CyapCTBEHHBIM PEECTPOM JICKAPCTBEHHBIX
CPEACTB.

K tomy xe, 3aka3uuk BOpaBe 3aKylaTh T€ TOBaphbl, KOTOphIE €My TpeOyroTCs, U yCTaHABIMBATH
TpeOOBaHUSI K XapaKTEPUCTHKaM TOBapa, KOTOPHIE OTBEYAIOT €ro NOTPEOHOCTSM U HEOOXOOUMBI IS
BBITIOJIHEHHSI COOTBETCTBYIOIIUX TOCYIAPCTBEHHBIX (PYHKIMMH, MPH 3TOM 3aKa34YMK BIIpaBe B HEOOXOAWMOMN
CTETeHHU AETaIU3UpPOBaTh MPeIMET 3aKyTOK.

Takum o00pa3oM, 3akOH O KOHTPAKTHOW CHCTEME JOITyCKaeT YCTAaHOBJIEHHE B AayKIMOHHON
JOKYMEHTAIIUU TaKUX TPeOOBaHMI, KOTOPHIE SIBIISIOTCS CYIIECTBCHHBIMHU JIJIS 3aKa3UUKa.

Kpome toro, ucnonusist . 6 IloctanoBnenus IlpaBurensctBa ot 15.11.2017 Ne 1380 (mamee -
[TocranoBnenne Nel1380), cormacHo koTopomy «Omricanre 00bEKTa 3aKYIKH MOXKET COAepKaTh YKa3aHHe Ha
XapaKTEPUCTUKH, MPEAyCMOTPEHHbIE MOANYHKTaMHu "B" - "H" MyHKTa 5 HACTOSALIETO OKyMEHTa, B Ciydae,
eclii He MMeeTcsd MHOW BO3MOXKHOCTH OINHCATh JIEKapCTBEHHBIE Mpemnapathl. IIpm 3TOM JOKyMeHTanus o
3aKyNKe JOJKHA COAEp)KaTh 000CHOBaHHE HEOOXOAMMOCTH YKa3aHMS TAaKUX XapaKTEPUCTHK». 3aKa3uMKOM B
JOKYMEHTALMIO 00 ayKIIMOHE BKIIOUYEHO OOOCHOBAaHHE YKAa3aHHBIX XapaKTEPUCTHUK.

Hcxonst W3 BBINICHU3IOKEHHOTO CIElyeT, 4YTO 3aKa34yWK, COOJIIoJas TPUHIMIBI JOCTIKEHUS
pe3yiabpTaTOB OOecredeHUs] HYXKJ YUPEKICHHUS, B IENSAX OCYNICCTBICHUS HAJICKAIIETO HCIONb30BaHHS
npenapaToB JUIS JIEUCHUS NAIMEHTOB M MPeNOTBpAllleHHs pacxoja OMOUKETHBIX CPEACTB, yKaszal
XapaKTepUCTUKU B COOTBETCTBMM C TpeOOBaHMSAMU 3aKOHA O KOHTPAaKTHOW CHCTEME, OTBevalolne
MoTpeOHOCTSIM 3aKa3urKa U He OTPaHUYMBAIOIIUE TOTEHIIHATBHOE YHCIIO YYaCTHUKOB 3aKYITKH.

3asBuTEeNs B JKaJoOe oOcCHapuBaeT CIEIyIOIIUE AOMOJIHUTEIbHbIE TpeOOBaHUS, NpPEbsBIsIEMbIE
3aKa34uuKoOM K 3aKyllaeéMOMY JIEKapCTBEHHOMY Ipenapary:

1.IIpenapat m0JDKEH BRIACTATHCS MOUYKaMu uepe3 12 yacoB He MeHee 93% OT BBEICHO 1036,

2.HeoOXomuMo  OTCYTCTBHE OrpaHWYCHHH JUIi TMPUMEHEHHS Y TMalMeHTOB C  TSDKEJIBIMH
ayTOMMMYHHBIMH 3200JI€BaHUSIMHU, aJIKOTOJIM3MOM.

ITo nmoBomy >xamoObl 0 HEOOOCHOBAHHOCTH YCTaHOBJICHUS TpeOOBaHMS O BBUICICHWHU IIpernapara
nmoukamu yepe3 12 gacoB He meHee 93 % OT BBEJEHOM /103bI, 3aKa34HK MOSICHSIET CIETYIOIIEE.

VYkazaHHoe TpeOoBaHMe Ui 3aKa3uMKa SIBISICTCS CYLIECTBEHHBIM, IIOCKOJBbKY YCTaHABJIMBACTCS C
LeJbI0 00ecrieueH s 0e30MaCHOCTH IMalMeHTOB B MPOLIECCE MPOBEIEHHS UCCIIeIOBAHUH.

Bce koHTpacTHBIE BeliecTBa MOTYT WMETh HEPPOTOKCHUYECKHHA APQPEKT BCICICTBHE NPSIMOIO
TOKCHUYHOTO BIIMSIHUS Ha KJIETKH MOYEYHBIX KaHAJIBLEB M PAa3BUTHs HIIEMHUH MO3TOBOI'O BEIECTBA MOYEK,
TakuM 00pa3oM OYEBHIHO, YTO MEPHUO/I BEIBEACHUS Mpenapara BIUsIeT Ha 0€30MaCHOCTh IHAarHOCTHKH.

UeMm MeHbIIIE MIEPHOJ BBIBEJIEHUS, TEM OBICTpee KOHTPACTHOE BEIECTBO BBHIBOAWUTCS W3 OPTaHM3MA,
YTO 3HAYUTENBHO CHIDKaeT pucku BosHukHOBeHUs KUH (koHTpacT-uHaynMpoBanHas Hedponarus).

7



B cnydae SKCTpeHHBIX CHTyalnWid IPOBEAEHHE IOBTOPHOTO KOHTPACTHPOBAHWS TPH HEMOJIHOM
BHIBEICHHH MOmpoMHIa MOXKET HEraTMBHO CKa3aThCAd KAK HA KA4eCTBE CHHMKOB, UTO MOXET IPHBECTH K
JUAarHOCTMYECKUM OHIMOKaM, TaK M Ha COCTOSHWUHM MAalMeHTa, B CBSI3M C BO3MOXKHOCTBIO MPOSBIICHUS
MOO0YHBIX 3 (EKTOB U3-3a MPEBHIIICHUS 036 KOHTPACTA.

Uem ObIcTpee BBIBOAWTCS Tpemnapar depe3 MOYKH, TeM Ooiiee 0e30MacHOW SBISETCS ITUAarHOCTHKA,
0CcO00EHHO €CJIM Pedb WAET O MAUeHTaX TPYIIIBI PUCKA C TIOYEYHON HEe0CTaTOYHOCTEIO.

Bo03MOXHOCTH HCITONTB30BAaHUS PEHTTEHOKOHTPACTHOTO CPENCTBA 0€3 OrpaHWYCHUH, SABISETCS OJHUM
13 pemaronux (akTopoB, BIUSIONINX Ha BOIPOC BhIOOpa Mpemnapara ¢ Melbi0 IPOBEACHU KadeCTBEHHON H
0e30MacHO JUarHOCTUKH.

B Tabmuue mnpuBeseHa CpaBHUTEIbHAS XapaKTEpUCTUKAa HHCTPYKIMH 1O MEIUIUHCKOMY
npuMeHeHnio mpemapatos ¢ MHH Monpomia, 3aperiucTpiupoBaHHbIX Ha TeppuToprE PO B 4aCTH BBIICICHHH
npemnapara nmoukamu yepe3 12 yacos He MeHee 93 % OT BBEACHO J103BI.

Toprosoe YabTpaBUCT HNomnpomuz Womnpomux TP
HAaMMEHOBaHUE
[IpousBoauTtens Bbaiiep ®apma Hogonek 000 "MOCDAPM"
DapMacbOTUKAIIC
[epuox yepes 12 qacor 24 qaca - 92% yepe3 12 gacoB
MOJTyBbIBeZIeHUST | BhIACHseTcs 93% ot BeIgesieTcs 93% ot
BCEM J03bI BCEI 03Bl

WHCTpyKIMsl 1O TMPUMEHEHUIO JICKApCTBEHHOTO TIpernapara MpeACTaBiseT co0O0H oduIuanbHOe
ONMCAaHNE XUMHYECKHX, (apMalleBTUUECKUX, (apMaKOIOTHYECKUX CBOWCTB JICKAPCTBEHHOI'O Ipernapara,
CBEICHHH O €ro KJIMHUYECKOM NPUMEHEHHUH, OKAa3aHUI K MCCIENOBAaHHIO, JO3UPOBKE, ClIoco0ax BBEACHUS,
Mepax MPeAOCTOPOKHOCTEH M BO3MOXKHBIX IOOOYHBIX PpEaKUUAX U SIBISICTCA OCHOBOIIOJIATAIOLINM
JOKYMEHTOM JIJIsl MEAULIUHCKOTO pabOTHHUKA.

Hcnonp3zoBaHne PeHTTeHOKOHTPACTHBIX MpenapaToB C MEpUOJIOM BBIBEACHUs 24 daca, Takke HEceT
JOTIOJIHUTENBHBIE PUCKH JUTS MAIUEHTOB TPYIIIEI PUCKA C TOYEYHON HEJOCTATOYHOCTBIO.

TpeboBanue Kk O0€30MACHOCTH HCIOJIb30BaHUS KOHTPACTHBIX MpPENapaToB SIBISETCS OCHOBHBIM
TpeOoBaHUEM, ONPEAETAIONIMM BO3MOKHOCTD UX YCIIEITHOTO KIIMHNYECKOr0 MPUMEHEHHSI.

Takum oOpa3oM, paccMaTpuBaeMoe TpeOOBaHHE IPOAUKTOBAHO OOBEKTHBHBIMH ITOTPEOHOCTIMHU
J1e4eOHOTr0 yUpexKICHHUS U He MPOTUBOPEUNT MyHKTY 1 wactu 1 crarbu 33 3aKkoHa 0 KOHTAKTHOW CHCTEME.

[To moBomy ano0bl 0 HEOOXOAUMOCTH OTCYTCTBUSI OTPaHWYCHUH JJIsl IPUMEHEHHS Y TAlUEHTOB C
TSDKEJIBIMU 2y TOMMMYHHBIMH 3a00JIEBaHUSAMHE, AJIKOTOJIM3MOM, 3aKa34MK MOSCHSIET CIeAYyIOIee.

OTCyTCTBHE yKa3aHHBIX OIPaHUYEHUN MO3BOJISET UCIOIB30BATh PEHTTEHOKOHTPACTHOE CPEACTBO AN
OKa3aHUsl BBICOKOTEXHOJIOTMYHONH MEIUIIMHCKONW TIOMOIIMM MpH NOCTyIyieHud mnamueHta B JIIIY 0Oe3
HEOOXOJIMMOCTH TIPOBEJICHHUS TOTTOTHUTENBHOW TUATHOCTHKY C LIENbI0 CHIKCHHUS PHCKa TOOOYHBIX peaKIni
JUTS OTZIENBHBIX TPYII NAlMEHTOB B 3aBUCMOCTH OT aHAMHE3a.

B paMkax okazaHUs BHICOKOTEXHOJOTHYHON MEJUIIMHCKOW TTOMOIIH, B YCIOBUSX JAe(QUIINTa BpeMEHH,
MepPCOHANI TUArHOCTUYECKOTO OT/AEICHNS JOJKEH UMETh B CBOEM apCeHalle YHHBEPCAIbHOE THAarHOCTHYECKOe
CPEACTBO, PEKOMEHAOBAHHOE Ul MALMEHTOB 0€3 OrpaHMYeHHMH AJsl OTHENBHBIX TIPYII MAalUEHTOB, B TOM
Yrcie UMEIOIINX B aHAMHE3€ ayTOMMMYHHbIE 3a0oeBanus. JJaHHbIN acniekT KpaiiHe aktyaneH s [ BY3BO
«OKB», T.x. ne4eOHO-POPUIAKTHYECKOE  YYPEKICHHWE  aKTUBHO  y4acTByeT B OKa3aHUH
BBICOKOTEXHOJIOTUYHON METUIIMHCKON TOMOILN Pa3INYHBIM KaTErOPUsAM MMALEHTOB.

B03MOKHOCTb HCIIONIB30BaHUSI PEHTTEHOKOHTPACTHOTO CPEACTBA Y MALMEHTOB BCEX Kareropui, 0es
OrpaHMYEHH B 3aBUCHMOCTH OT aHAMHE3a, SIBJISIETCSI OJTHAM H3 peraroinX (hakTopoB, BIUSIOMINX HA BOMIPOC
BBIOOpA Ipemapara ¢ IeNbI0 MPOBEACHN KaueCTBEHHOH 1 0e30macHoi nuarHocTuku. Kpome Toro, mockoiabKy
I'bY3 BO «OKb» sBnsercss MHOronpoQuIbHBIM JIe4eOHO-TPOPMIAKTUUECKUM YUpEkKACHUEM, B HEM
AKKyMYyJHUPYIOTCSI Bce HamOoyiee CIOKHBIE B JHArHOCTHMYECKOM W TEPAINeBTHYECKOM AaCHeKTaX MaldeHTHI
Bnamumupckoii 001acTH, B CBSI3U C Y€M, BECh CIIEKTP ayTOMMMYHHBIX 3a00JIEBaHU IPUCYTCTBYET B MOITHOM
00beMe B eXKETHEBHOM KIIMHUYECKOH eI TeNbHOCTH.

Takum  00pa3oMm, OrpaHMYEHHs] B HCIOJB30BAaHMM KOHTPACTHOI'O TMpenapara  SBISIFOTCS
CAepP)KUBAIOINM (haKTOPOM, TIOBBIIIAIONINM PUCK JIETATHHOTO MCX0/1a TTAIIHEHTOB.
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3aboneBanne MHACTCHHS gravis, coaepxarieecs B pasnuene «C OCTOPOKHOCTHIO» JIEKAPCTBEHHOTO
npemnapara YJIbTPaBUCT, YIIOMSIHYTOE 3asBUTENIEM B JKano0e, - He eIUHCTBCHHOE ayTOMMYHHOE 3a00JICBaHUE.
Takux 3a0o0JieBaHUI CyIIECTBYET MHOKECTBO, OHH TPYIHO JUATHOCTHPYEMBI, TAIIUEHTHI CTPAAAI0T UMHU BCHO
XU3Hb. llepedeHbp HEKOTOPHIX ayTOMMYHHBIX 3a00JIEBaHMIA: PEBMATOWIHBINA apTPHUT, pPacCeSHHBIA CKJIEpO3,
caxapHblii nuabeT MepBOTO THWIA, BACKYJIUT, KpacHas BOJYAHKA, ITy3bIpYaTKa, THPOHIUT XaIlNMOTO,
TreMOJIUTHYCCKAs aHEMUS U JIP.

Tem He MeHee, IeNb JOOOTO JEUeOHO-TUATHOCTHYECKOTO OTHACICHHUS - TIPABHIIBHO IT0J00paTh
PEHTTEHOKOHTPACTHBIN TIperapaTr C TMO3HWIHWK €ro JUarHoCTHYecKod 3((EeKTHBHOCTH W 0€30MacHOCTH IS
0OJIBHOTO IS OKa3aHWs MEIUIIMHCKOW TIOMOIIM BCEM TNallMeHTaM, 0e3 OrpaHHWYeHUil B 3aBHCUMOCTH OT
aHaMHe3a.

Kpaitne BaxHO, YTOOBI CHEIMANUCT OTHENEHUS JIy9eBOH IHATHOCTUKH WMET BO3MOXKHOCTD
MPUMEHATH Tpernapar 0e3 OrpaHWYeHHd Tpynn manueHToB. COBpPEeMEHHOE JiedeOHO-POodHIaKTHIeCKOS
YUPEKICHUE JIOJDKHO 00eCHedrTh Bce 0€3 MCKIIOYCHHS TPYIIbl MAlUEHTOB IOJIHOIICHHON KayeCTBEHHOM
MEIULIUHCKON TOMOIIBIO.

B Tabmume mpuBeneHa CpaBHUTENbHAS XapaKTePUCTHKA WHCTPYKIUH 10 MEAUIIMHCKOMY
npuMeHeHnio npenapatos ¢ MHH WMonpomun, 3aperncTpupoBaHHBIX Ha TeppuTopun Pd B uacTu
MIPUMCHCHHS Y MMALMECHTOB C TAXKCIIBIMHA ayTOUMMYHHBIMU 3a6OJ'IeBaHI/I$1MI/I, AJIKOT'OJIN3MOM.

YnbpTpaBuct® Wonpomun Wonpomun TP
IIpousBoaurens baiiep ®apma Hogonex 000
DapMachIOTHKAIIC "MOCOAPM"
Pazpen: AyTouMyHHBIE 32007I€BaHUS;
C 0CTOPOKHOCTBIO AJIKOT OJIU3M

Hanwuwne orpannueHwii B MHCTPYKIMH O TMPUMEHEHHUIO JIEKapCTBEHHOTO cpencTBa B pasgene «C
OCTOPO’KHOCTBIOY» CBUACTEIHCTBYET O TOM, UYTO MPUMEHEHNE TIperapara sl yKa3aHHBIX TPYIII MallieHTOB He
SIBJIICTCS] O€30IACHBIM, YTO MPOTUBOPEYHUT MPUHIIMIIAM OKa3aHUS MEIUIIMHCKOM MOMOIIM HACEICHUIO U HECET
JIOTIOJTHU TEJILHBIC PUCKH JIJIS TIAI[UEHTA.

Kpome Toro, mockonbKy JIeKapCTBEHHBIH MpemnapaT ﬁonpOMHﬂ HaxoJHUTCS B CBOOOTHOM 000pOTE Ha
(apmaneBTHYeCKOM phIHKe Poccuiickoit ®Dexneparyu, TO J000€ HOPUIUYECKOE JIMIIO, COOTBETCTBYIOIIEE
TpeOOBaHUSIM 3aKOHOIATEIbCTBA, MOXKET OCYIIECTBUTH IIOCTaBKY TaKOHW MPOIYKIIUU, COOTBETCTBYIOIICH
TpeOOBaHUAM AyKIIMOHHOM JOKYMEHTAIIMH, YCTAHOBIIEHHON MCXOIs U3 ToTpeOHOCTeH 3aKka3unka.

Takum o0Opa3zom, ykazaHHble TpeOOBaHWs K JIGKAPCTBEHHOMY IIpeNapaTy HE BJIEKYT OrpaHUYCHUE
KOJIMYECTBA YYaCTHUKOB ayKIIMOHA U 00YCJIOBJICHBI 00bEKTUBHBIMU MOTPEOHOCTIMH 3aKa3uuKa.

B otHomenun noBona 3asBUTENs 0 TOM, 4TO corjacHo denepanbHoMy 3aKkoHY OT 12.04.2010 Ne61-
@3 «O06 obpalieHNH JeKapCTBEHHBIX CPEeICTBY (Hanee - 3akoH 00 oOpallleHUH JIEKAPCTBEHHBIX CPEICTB), BCE
JICKapCTBEHHBIC CpPEICTBa, HMerolme ojauHakoBoe MHH, momkHBI OBITh SKBHUBAJCHTHBIMH, TOSCHAEM
CIIeMyIOIIee.

B cootBetcTBHE ¢ odunmanbHEIM PeecTpoM BRITAHHBIX pa3pelieHud Ha MPOBEICHHE KIMHUYECKHX
HCCJICIOBAHUHN JIEKAPCTBEHHBIX CPEJICTB, UCCIICOBAHUE 10 OIICHKE TEPaIlleBTUUYECKON OMOIKBUBAJICHTHOCTU
npenapata ¢ TH Mompomuyn (HoBonex) He mHpoBOamiIoch Ha Tepputopun P®, Takum 06pasoM,
TepareBTHYecKasi 3KBUBAICHTHOCTh Tpernapara ronpOMHL[ npousBoactBa Muaus (HoBonek) He moka3aHa.

[Ipemapar ¢ HemOATBEPKIEHHON TEPANIEBTUYECKON SKBHUBAJIEHTHOCTHIO HE MOXKET OBITh IperapaTom
BBIOOpa JUIsI TPOBEJACHWS KAuyeCTBEHHONW W O€30MacHOW JUAarHOCTHKM B COOTBETCTBUH C MpoduieM
YUpEXKICHUSI.

Cornacno Ilocranosnenuto IIpaBurensctBa Poccuiickoit ®@enepanuu ot 28.10.2015 r. Ne 1154 «O
TIOPSIIKE OTIPEIICIICHAS B3aNMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPENapaToB I MEAUITMTHCKOTO TPUMEHEHUS,
B3aMMO3aMEHAEMOCTh JICKAPCTBCHHBIX MPENapaToB JUIsI MEIUIIMHCKOTO TPUMEHEHUS OIMPEICIsIeTCs] B
MPOIIECCEe €r0 TOCYJAPCTBEHHOW PETUCTpPAIlMM Ha OCHOBAaHWH CpPaBHEHUS C peEepPEHTHBIM JIEKAPCTBEHHBIM
TpenaparoM IO MapaMeTpaM, OmpeneieHHBIM 3akoHoM «(O0 oOpamieHuH JeKapCTBEHHBIX CPEICTBY, MPHU
MIPOBEJICHUM B YCTAaHOBJICHHOM TIOPSIKE KOMHUCCHEH »JKcrmepToB DenepalbHOTO TOCYIapCTBEHHOTO
OFO/DKETHOTO YUPEXKICHUS 110 MPOBEIESHUIO SKCIIEPTH3BI JIGKAPCTBEHHBIX CPEACTB, HAXOAAMIETOCS B BEACHUU
MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @enepannu, 3KCepTU3bl JEKapCTBEHHOTO Mpenapara B 4acTu
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9KCIEPTHU3bl KAauecTBa JICKAPCTBEHHOI'O CPEACTBAa U (MJIM) SKCIEPTH3bl OTHOLIEHUS OKUAAEMOM IONb3bI K
BO3MOXHOMY PUCKY IPUMEHEHUsI JIEKapCTBEHHOT'O Tpermapara.

Takum 00pa3oMm, BBIBOA O B3aMMO3aMEHSEMOCTH (HEB3aMMO3aMEHSIEMOCTH) JICKApCTBEHHOTO
npenapata odopmisieTcs B BHAE IPWIOKEHUS K 3aKIIOYCHHI0O KOMHCCHM OJKCIEPTOB 1o (opme,
yTBepxkaaemort Munzapasom Poccun.

Ha ocHoBaHMM BBIIIEU3NOKEHHOTO, TpeOOBaHMUS K PEHTITCHOKOHTPACTHOMY JIEKaPCTBEHHOMY
mpenapaTy, yKa3aHHbIC B AayKUHMOHHOH JOKYMEHTAallMM HE MOTYT pacCMaTpuUBaTbhcs Kak IIOJIOKEHHE,
NPUBOJSIIEE K OIPaHUYCHUIO, HENOMYILEHHIO WIH YCTPAaHEHHIO KOHKYPEHLMH INPH IPOBEIEHUH TOPIOB,
MOCKOJIBKY JTaHHBIA IpernapaT BBICTABJISIETCS OTACNBHBIM JIOTOM M yYacCTHUKOM AayKIIMOHA MOXKET CTaTh
Mo00#l y4acTHHK, MpeIaraloliil K MoCTaBKe JIeKapCTBEHHBIH Mpernapar, COOTBETCTBYIOIINE TPEOOBAaHHUAM
ayKLMOHHOW JOKYMEHTAalliH, YCTaHOBJIEHHBIM HCXOAs M3 mnorpebHocTed 3akazumka. KommuectBo Takmx
YYaCTHUKOB HE OIPaHUYCHO.

TpeboBaHHAM TEXHMYECKOTO 3alaHHs 3aKa3uyhKa COOTBETCTBYIOT KaK MHHHUMYM JIBa TOPTOBBIX
HAMMEHOBAHHS JIGKApCTBEHHbIX mpermapatoB ¢ MUH Mompomun: HMompomun TP (OO0 "MOC®OAPM",
Poccus) n Yierpasuct® (baitep @apma Al, I'epmanms).

Ha ocHoBanuu m3noxennoro, I'6Y3 BO «OKB» mpocut mpusHats xano6y OO0 «TOPT'OBBIM
JOM «BHAJT» He0O0CHOBaHHOIA.

W3yunB npeacTaBiieHHbIE TOKYMEHTHI, HCCIEIOBAB I0KA3aTelIbCTBA CTOPOH B paMKaX BHEIUIAHOBOH
MIPOBEPKH, MIPOBEIEHHON B COOTBETCTBUHU C MYHKTOM 1 "acThio 15 cTathu 99 3akoHa 0 KOHTPAaKTHOM cucTeme,
Komuccus npuma K caeIylonpM BEIBOAAM.

19.11.2019 roga Ha oduMaTEHOM caiiTe ennHOW HH()OPMAITMOHHOW CUCTEMBI B chepe 3aKyIoK OBLIO
pa3MeIeHo M3BEHICHHe O MpoBeaeHUU 3aekTpoHHoro aykiona Ne 0128200000119007663 nHa 3akymnky
JIeKapCTBEHHOTO npenapata u3 nepeuns AXXHBJIIT Hompomus s HY1 roCy1apCTBEHHOTO GI0KETHOIO
yUpexAeHus 3/paBooxpaneHus Bnaanmupckoii o6macti «O6nacTHast KITMHUYECKass OOIbHULIAY.

Havanpnas (MakcumamnbHast) 1ieHa konTpakrta: 2 938 578,00 pyOmeii.

Ha ocHoBanmm mnyHkra 1 dactu 1 cratem 64 3akoHa O KOHTPAaKTHOH cucTteMe B cdepe 3aKymoK
JOKyMEHTalMsl 00 IEKTPOHHOM ayKIMOHE Hapsiay ¢ MHpopManuel, yka3aHHOW B U3BEIICHUH O MPOBEICHUM
TAKOro ayKIHOHA, JOJDKHA COAEpKaTh, B TOM YKCJIie HANMEHOBAaHHUE U ONMCAHHE 00BEKTA 3aKYIKH M YCIIOBHS
KOHTpPaKTa B COOTBETCTBHH CO cTaThed 33 Hacrosmero denepanpbHOro 3aKoHa, B TOM YHCIIEe OOOCHOBaHHE
HavyaJIbHOW (MaKCHUMalbHOW) IIeHbI KOHTpAaKTa.

B cootBercTBuM ¢ myHkToM 1 wactu 1 crathu 33 3akoHa O KOHTPAKTHOM CHUCTEME B cepe 3aKyIoK
onucaHue OOBEKTa 3aKyNKU JOJDKHO HOCHTh OOBEKTHBHBIN XapakTep. B ommcanmm oOBbeKTa 3aKymnKH
YKa3bIBalOTCSl (DYHKIIMOHAIBHBIC, TEXHHYECKHME W KayeCTBEHHBIC XapaKTEPUCTHKH, SKCIUTyaTallHOHHBIC
XapaKTePUCTUKH OO0beKTa 3aKkyrnku (mpu HeoOxomumocTH). B ommcanue oObekTa 3aKylKd HE JOJIKHBI
BKJIIOYATHCS TPEOOBAHMSI WIIM YKa3aHUS B OTHOLLIEHUU TOBapHBIX 3HAKOB, 3HAKOB 00CTYKUBaHUs, GPUPMEHHBIX
HalMEHOBAaHUH, IATEHTOB, IMOJE3HBIX MOJENEH, NPOMBIIUICHHBIX O00pa3loB, HAaWUMEHOBAHHWE CTPaHbI
MPOMCXOXKIEHHS TOBapa, TpeOOBaHUs K TOBapaM, HHPOPMAIIMH, paboTaM, yCIIyraM IMpH YCIOBUH, YTO TaKHe
TpeOOBaHUS WJIM yKa3aHUS BJIEKYT 3a COOOH OrpaHMYeHHE KOJIMYECTBA YYAaCTHUKOB 3aKynkd. Jlomyckaercs
WCTIOJIb30BAaHUE B ONMHCAHUM OOBEKTa 3aKyNKH YKa3aHUs Ha TOBAPHBIM 3HAK IIPH YCIOBHU CONPOBOKACHUS
TAKOTO YKa3aHHsI CJIOBAMHU «WJIM DKBUBAJICHT)» JIMOO MPU yCIOBUH HECOBMECTHMOCTH TOBapoOB, Ha KOTOPBIX
pasMemarTcs Apyrue TOBapHbIE 3HAKW, U HEOOXOJUMOCTH OOECTICYeHUs] B3aMOJICHCTBUSI TAKMX TOBApPOB C
TOBapaMM, HCHOJIb3YEeMbIMH 3aKa34MKOM, JIMOO MpPHU YCIOBHM 3aKyHOK 3alacHBIX 4YacTed M PacxXxoTHBIX
MaTepHajoB K MalliHaM W 00OpYJOBaHHIO, HMCIOJIB3YEMBIM 3aKa34WKOM, B COOTBETCTBHH C TEXHHYECKON
JOKyMEHTAIMeH Ha yKa3aHHbIe MalIiHb 1 000pYI0BaHHE.

CornacHo myHkTy 6 wactu 1 cratem 33 3akoHa O KOHTpPakTHOM cuctemMe B cdepe 3aKylok
JOKYMEHTallUs O 3aKylKe JOJDKHA COIepXaTh YKa3aHHE Ha MEXIyHapoIHble HENaTeHTOBaHHBIC
HAMMEHOBAHUS JIGKAPCTBEHHBIX CPEJCTB WM TMPH OTCYTCTBUM TAaKHX HAMMEHOBAaHUA XUMHYECKHE,
TPYIITUPOBOYHbICE HANMEHOBAHHMS, €CIIM OOBEKTOM 3aKYIKH SIBJISIFOTCS JICKAPCTBEHHBIE CPEICTBA. 3aKa3uhK
NPU OCYLIECTBIICHUH 3aKyIKH JIEKAPCTBEHHBIX CPEJCTB, BXOJSIIMX B MEpeueHb JICKAPCTBEHHBIX CPEICTB,
3aKylKa KOTOPBHIX OCYIIECTBISIETCS B COOTBETCTBHHM C HMX TOPTrOBEIMH HaWMEHOBAHHUSMH, a TakkKe MpH
OCYIIIECTBIICHUU 3aKYyNKH JICKAPCTBEHHBIX NpPENapaToB B COOTBETCTBHM C ITyHKTOM 7 4acTtd 2 craThd 83
Hactosimero PenepaibHOr0 3aKOHAa BIIPAaBE yKas3bIBaTh TOPTOBbIE HAUMEHOBAHHUS 3THX JIEKapCTBEHHBIX
CpeAcTB. YKa3aHHBIN NepeueHb U MOpsIoK ero popmuposanus yreepxaatorcs [IpaBurensctBom Poccuiickoit
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Denepanuu. B ciaydae, eciin 00bEeKTOM 3aKyNKH SIBIAIOTCS JICKAPCTBEHHBIE CPEACTBA, MPEAMETOM OIHOTO
KOHTpakTa (OJHOTO JIOTa) HE MOTYT OBITh JIEKApCTBEHHBIC CPEACTBA C PA3IMYHBIMH MEXIyHAPOIHBIMHU
HETMAaTEHTOBAaHHBIMUA HAMMEHOBAaHMSIMA WM MpPH OTCYTCTBHHM TaKUX HAaUMECHOBAHHUH C XUMHYECKHMH,
IPYNIUPOBOYHBIMUA HAUMEHOBAHUSAMH IIPU YCJIOBHMH, YTO HadajbHas (MaKCHUMasbHas) [IEHa KOHTpakTa (1ieHa
JI0Ta) TIPEBBIIAET TpeAeNbHOe 3HadeHue, ycraHoBieHHoe llpaButenbctBom Poccwuiickoit ®epeparmm, a
TaKK€ JIEKapCTBEHHBIE CpPEACTBA C MEXKIYHApOAHBIMM HEMAaTEHTOBAHHBIMU HAMMEHOBaHUAMHU (TIpH
OTCYTCTBMU TaKMX HAaUMEHOBAHUH C XMMUYECKUMH, TPYNIUPOBOYHBIMA HAaUMEHOBAHUSAMH) U TOPTOBBIMHU
HaMEHOBaHUSIMH.

B cootserctBum ¢ yacteio 5 [loctanoBnenust [IpaBurensctBa PO ot 15 HosOps 2017 1. Ne 1380 «O06
0COOEHHOCTSAX OMNMCAaHHA JIEKAPCTBEHHBIX INPEMapaToB Uil MEIUIMHCKOTO TPUMEHEHHS, SBIISIOIIMXCS
00BEKTOM 3aKyIIKU AJIs1 00eclIeYeHus TOCYIapCTBEHHBIX M MyHHLIMIANBHBIX HYXI» (nanee — [locraHoBneHue
Ne 1380) mpu onncannu 0OBEKTa 3aKyIKH HE TOMTYCKAETCs YKa3bIBaTh:

a) SKBHBAJICHTHBIC JO3UPOBKH JIEKAPCTBEHHOTO Mpernapara, MpeaycMaTpUBalomue HeoOXOAMMOCTh
JIEJICHUS TBEP/IOH JIeKapCTBEHHOM (hOpMEI IIperapara;

0) 103MPOBKY JIEKAPCTBEHHOT'O Mperapara B ONpPeNesICHHbIX eANHUIAX U3MEPEHUS IIPU BO3MOXKHOCTH
KOHBEPTHPOBaHUsI B MHbIE €AWHUIBI n3MepeHus (Hampumep, "ME" (MexmyHaponHas eqMHUIIA) MOXKET OBITH
KOHBEpPTHpOBaHa B ""MI" WM "TPOLIEHT" MOXKET OBITh KOHBEPTHUPOBAH B "MI/MI" H T.11.);

B) 00BbeM HAlOJHEHMs MEPBUYHON YNAKOBKM JIEKAPCTBEHHOI'O IIpernapara, 3a HCKIIYEHHEM
pacTBOpOB Ist HHDY3HIA;

T') Halnu4yue (0TCYTCTBHE) BCIIOMOTATENbHBIX BEILIECTB;

1) GUKCUPOBAHHBIN TEMIEPATYPHBIN PEXKUM XPaHEHHS PENapaToB MPH HATMYUH aJbTEPHATUBHOTO;

e) ¢opmy BhIMycKa (TIEPBUYHON YIMAKOBKH) JIEKAPCTBEHHOTO Mpemnapara (Hampumep, "ammyma',
"tmakon", "onuctep" u Ap.);

’K) KOJMYECTBO eAMHMII (TaOJIETOK, aMITyJl) JIEKapCTBEHHOTO IMpernapaTa BO BTOPHUYHOM YIAKOBKE, a
TaKXke TpeOOBaHHE ITOCTABKM KOHKPETHOIO KOJIMYECTBA YIAKOBOK BMECTO KOJMYECTBA JIEKAPCTBEHHOTO
Mpernapara;

3) TpeOoBaHUS K TOKazaTensM (apMakonuHaMuKd M (Win) (papMakKOKMHETHUKH JIEKapCTBEHHOTO
npenapata (HarmpuMep, BpeMs Hayasa JAeHCTBUS, IPOSBICHUE MaKCUMaIIbHOTO 3(h(heKTa, MPOAOIIKUTEIBHOCTb
NeficTBUS JIeKapCTBEHHOIO IIperapara);

M) UHBbIE XapaKTEPUCTUKU JIEKApCTBEHHBIX MIPENapaTroB, COAEpXalluecs B HHCTPYKUUAX I10
MPUMEHEHUIO JIEKapCTBEHHBIX IPENapaToB, YKa3bIBAIOLINE HA KOHKPETHOTO MPOU3BOIUTENS JIEKapCTBEHHOTO
npemnapara.

CornacHo yactu 6 [TocranoBnenust Ne 1380 omucanue oObeKTa 3aKyIKA MOXKET COJIEPKATh YKa3aHHe
Ha XapaKTepUCTHKH, IPETyCMOTPEHHBIE MOAMYHKTAMH «B)» - «M» IyHKTa 5 HACTOSIIETO JOKYMEHTa, B cllydae,
€CIIM HE UMEeEeTCS MHOM BO3MOXKHOCTH OIIUCATh JIEKAPCTBEHHBIE IIPenaparshl.

IIpu 3TOM AOKYMEHTALMS O 3aKYIIKE JOJDKHA COJIEPIKATh:

a) 000CHOBaHNE HEOOXOIMMOCTH YKa3aHHUS TAKUX XapaKTEPHCTHUK;

0) moxaszareinu, MO3BOJISIOLINE ONPEACIUTh COOTBETCTBHE 3aKyMAaE€MBIX JIEKAPCTBEHHBIX MpPENapaToB
YCTaHOBJIEHHBIM XapaKTepUCTHKaM U MakCUMaJIbHbIE U (WJIM) MUHUMAaJIbHbIE 3HAUeHNS TaKUX MTOoKa3aTenel, a
TaK)ke 3HAYEeHHUs MoKa3aTeseil, KOToOpble HE MOTYT U3MEHSThCA.

B pamkax paccmoTpenus Hactosieil sxano0sl Komuccust Brnagumupckoro YOAC npunuia K BEIBOAY,
YTO YCTaHOBJIEHHOE 3aKa34uKkoM B [Ipuioxennn K HHGOPMALMOHHOMN KapTe TOKyMEHTAlUK 00 3IeKTPOHHOM
ayKIIMOHE TpeOOoBaHHE KO BPEMEHH BBIBEICHHSI HOTIPOMHUIA COMPOBOKAAETCS OOBEKTUBHBIM O00OCHOBAaHHEM
HEOOXOJIMMOCTH YKa3aHHUS TAKUX XaPAKTEPHUCTHK.

Ha ocHoBaHnMm aHamm3a TOCYJapCTBEHHOI'O peecTpa JIeKapCTBEHHBIX cpeacTtB Komwuccus
Brnagumupckoro YOAC mpunuia K BBIBOAY O TOM, YTO MMEETCS JBa JIEKapCTBEHHBIX npernapatoB ¢ MHH
«Mompomumy ¢ TpeGyeMbIMH XapaKTepPHCTUKAMH.
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o o Vompomuz-
Honpomun Wonpomun TP YnbrpaBuct POMHI
Buapsuct
Wncynr
Hosonex Baitep AT’
IIpousBoaurens 000 "MOCDAPM" p dapmachrOTHKAIC
DapMachrOTHKAIC (Tepmanns)
Ko.JItn (Kopest)
ayTONMYHHbIE ayTOHMMYHHBbIE
Paznen: C YTOUMY YTOHMY
3a00JICBaHU; 3a00JICBaHU;
OCTOPOKHOCTBIO
QIKOTOJIN3M QJIKOTOJIN3M
Meproxn yepe3 12 gacos yepe3 12 yacos yepe3 12 gacoB
o B?Be[leHPISI gepe3 24 yaca - 92% BeIIEsAeTCS 93% OT BeIensaeTcs 93% BeIgenseTcs 93%
B Bceil 10361 OT BCEH 103bI OT BCEH 103BI

B cuy gactu 2 crateu 33 3akoHa O KOHTPaKTHOH cucteme B cepe 3aKymloK JOKYMEHTAIUs O
3aKyIKE B COOTBETCTBUH C TPEOOBaHHUSAMH, YKa3aHHBIMU B 4acTh | ctaTtbu 33 3aKoHa O KOHTPAKTHOM CHCTEME
B cepe 3aKyMoK, IOJDKHA COIEpaTb MOKa3aTeNd, MO3BOJISIOUINE OMPECTUTh COOTBETCTBUE 3aKyMacMbIX
TOBapa, padOThl, YCIIYTH YCTAHOBICHHBIM 3aKa3uuKOM TpeOOBaHUAM. IIpy 3TOM yKa3bIBalOTCSI MAKCUMAJIbHbIE
n (WIM) MUHUMAaJIbHbIE 3HAUCHMS TAKUX IIOKa3aTeliel, a TakKe 3HAYCHHMs IIOKa3aTeled, KOTOphle HE MOTYT
HU3MCHATHCA.

Ha ocHoBanuu ananusa ykazaHHbIX HOpM, KoMmuccus yctaHOBHIIa, YTO 3aKa34UK BIIPAaBE BKIIIOYHUTH B
JOKYMEHTALMIO O MPOBEICHUU 3JCKTPOHHOIO ayKLHOHA TAaKUE XapaKTEePUCTUKU TOBapa, KOTOPbIE OTBEYAIOT
ero motpeOHocTsM. Ilpm 3TOM 3aka3yWK BIOpaBe B HEOOXOAMMOW CTENEHH JEeTaTH3UPOBaTh MpPEAMET
3JIEKTPOHHOTO ayKLMOHA.

Komuccust onpezenuna, 4To Npy ONMCAHMM (DYHKIMOHAJIBHBIX, TEXHUYECKUX M KadeCTBEHHBIX
XapakTepUCTUK TOBapa 3aKa3uMKOM HCIHOJb30BANINCh  MOKa3aTelld W TpeOOBaHWs, KaK TOrO TPeOYIOT
MOJIOXKEHUS cTaThu 33 3aKOHa O KOHTPAKTHOM CHCTEME B chepe 3aKyIoK.

Take Komuccus ycraHoBwia ¢akT OTCYTCTBUSL OTPAaHMYEHHUS] KOJIMYECTBA YYaCTHHKOB
paccMaTpuBacMOM 3aKylKd, HNPUHMMAas BO BHHUMAaHHE OOCTOATENBCTBO, YTO OBLIO IMOJAHO 2 3asBKU OT
YYaCTHUKOB 3aKYIIKH.

Ha ocHOBaHMU U3105KEHHOT0, PYKOBOJCTBYSICh YacTsMU § ctatbu 106, myHKTOM 3 yacTeio 15 cratbu
99 3akoHa 0 KOHTpaKTHOU cucteMe B cdepe 3akynok, Komuccus Bnagumupckoro YOAC Poccun

PEIINJIA:

[pusHate xanoby OO0 «TOPIOBBIM JIOM «BUAJI» Ha NONOXEHHS NOKYMEHTALMH IIPH
MPOBEICHUH DIICKTPOHHOTO AayKIMOHA HA 3aKyNKy JIeKapCTBeHHOro mpernapara u3 mnepeuns JKHBJIIT
Hompomun i1 HYXJ TOCYJapCTBEHHOTO OFOJKETHOTO YUPEXICHHS 3/paBOOXpaHeHUs Bramumupckoin
obsactu «O0acTHas KiuHUYeckas oonpHuUIay (3akynka Ne 0128200000119007663) HE0OOCHOBaHHOIMA.
Hacmosiwee pewenue ecmynaem 6 3aKOHHYIO CULY ¢ MOMEHMA €20 BbIHECEHUsL U MONCEem Dblmb 00HCATOBAHO
6 CYOebHOM NopsodKe 6 medeHue mpex Mecayes ¢ MOMEeHma GbIHeCeHUsl.

[Ipeacenarens Komuccun

Yneust Komuccunu
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