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03 mas 2017 ropna r. Hosocnbumpck

Komuccmsa YnpasneHns ®depnepanbHOM aHTMMOHOMOSbHOWM Ciyxbbl no Hosocubupckonm obnactm no
KOHTpOJI0 B chepe 3akynok (Komnccmnsa Hosocubumpckoro YOAC Poccum) B cocTaBe:

KamHeBa H.I. - 3aM. pyKoBoauUTensa ynpasneHus, npeacenatesnb Kommccuu;
3aprapos A.M. - 1.0. 3aM. HaYaJIbHUKa OTAesla KOHTPOJ1A 3aKYyNoK, YieH Komuccuy;
- BeOywWwun cneumnanncT-aKCrnepT OTAesia KOHTPOJS 3aKymnok, 4YneH

ConoBbén A.O.
KomMmuccum;

B nNpucyTcTBuUM npepctasutenda Orby «®LUH» MwunsgpaBa Poccum (r. HoBocmbumpck): <...> (no
00BEpPEeHHOCTN),

B OTCYTCTBUE mpepcTaBuTenen nogatens xanobol - 000 «OK CATUKOM», yBe 4OMIEHO Ha A Sie XKallM
obpazowm,

paccmoTpeB xanoby OO0 «PK CATUKOM» Ha pencTBua 3akasdmka - OIbY «®PLH» MuH3gpaBa Poccun
(r. HoBocmbupck) npu npoBefeHWN 3NEeKTPOHHONO ayKLUWOHa Ha MOCTaBKY JNleKapCTBEHHbLIX CpencTB
(v3BeweHme Ne 0351100033217000056), HavanbHas (MakcMMasbHas) LeHa KOHTpakTa 1 398 435.00
pybnen,

YCTAHOBWNA:

B HoBocnbupckoe YPAC Poccum obpaTunocs OO0 «OK CATUKOM» ¢ »xanobon Ha AeNCTBUSA 3aKa34mKa -
Orey «®UH» MwuHsopaBa Poccum (r. HoBocmbupcK) mpyv NPOBEeAEHUM 3NEKTPOHHOINO ayKLMOHa Ha
MOCTaBKY JlIeKapCTBEHHbIX CPe A CTB.

CyTb »anobbl 3aknoyaeTcsa B cneaywweM. 000 «PK CATUKOM» obxxanyeT Nono)XeHus ayKLNOHHOWN
D OKYMeHTauunn.

000 «®K CATUKOM» cumTaeT, 4TO ayKLUMOHHaA O OKyMeHTauusa pa3MelleHa Ha oduumnasbHOM cante C
HapylweHueM TpeboBaHum 4.1 cT.33 O3 Ned4-d3. MNMopaTenb Xanobbl cHATaAET, YTO BCEW COBOKYMHOCTU
XapaKTeEPUCTUK 3aKyMnaeMoro TOoBapa, YKas3aHHbIX B onMcaHMm obbeKTa 3aKynku, B YaCTHOCTW,



TpeboBaHNAM O TOM, YTO Y JIEKAQPCTBEHHOIO CpenCcTBa OTCYTCTBYET OrpaHMYeHNEe Mo NMPUMEHEHWNIO 01
rpynn naguMeHTOB C afikorosiv3aMOM W HapKOMaHWeWn, COOTBETCTBYeT TOJIbKO OLHO JieKapCTBEHHOoe
cpencCctBoO KOHKpeTHOro npomssogutend, a WMeEHHO, JNeKapCTBeHHOe CpencTBo <<yj'IpraBVICT>>
npousBoacTea KomnaHum «bamep LWepuHr Al» TepmaHusa. Takum obpasoMm, MO MHEHWIO mogaTens
Xanobbl, onncaHne obbekTa 3aKynkum He HocUT 06beKTMBHOIO XapakKTepa, 4YTo Bae4vyeT 3a cobon
OrpaHnyeHne Koam4ecTBa YH4aCTHMKOB 3aKyNKMU.

Ha ocHOBaHWM N3N0XXEeHHOro, nofaTesb Xafobbl cYATaeT, YTO ayKLUNOHHasA AOKYMEeHTaunsa pa3MelleHa
Ha ouuManbLHOM CalTe C HapyLleHMEeM HOPM 3aKoHOOATesIbCTBA O KOHTPAKTHOM cucTteMe B cdepe
3aKynoK.

Ha »>kanoby oT 3aka3uyMka MOCTYNWAN BO3Pa)XEHWUs, B KOTOPbIX YKa3aHO
cnepywollee.

3aKa34vK ycTaHoBWA TpeboBaHMA K NleKapCTBEHHLIM npenapaTtaM ¢ MHH «onpoMuna» B COOTBETCTBUM
CO CBOMMW TMOTPeBHOCTSMM, yKasaB cleayolme TepaneBTUYECKM 3HayMMble XapaKTepUCTUKK:
«OTCYTCTBME MPEenOoCTOPOXKHOCTEN W OrPaHMYEHUA ONS NPUMEHEHMS Yy MaLMeHTOB C ayTOMMMYHHbIMM
3aboneBaHMAMN N aNKOrOJIM3MOM», NMOCKOJIbKY MPOBOAUMbIE 3aKAa34YMKOM Me [ ULNHCKME MaHWUMynsunum B
4aCTHOCTW, PEHTIrEeHIHA 0BACKYJISIPHbIE BMELLATEIbCTBA YAaCTO OCYLLECTBSOTCS B SKCTPEHHBIX YC/IOBUSX
B OTHOLUEHMW MALMEeHTOB C OCTPbIM KOPOHAPHbLIM CUHIA POMOM WM NaLMeHTOB C HapyLUe HUEM MO3roBOMO
KpoBooOpalleHusi, TMpu KOTOPbIX AOCTOBEPHO OUEHWTb aHaMHe3 MauueHTa, BKJIYAIOLNIA
ayTOMMMYHHble 3aboneBaHusl, 3a601eBaHMA a/IKOr0JIM3MOM He MNpe A CTaBAse TCS BO3MOXXHbIM.

3aKa34yMK yKa3blBaeT, YTO B COOTBETCTBUM C NpuKaszoM MuH3gpasa Poccum ot 07.07.2015 Ne 422aH «O6
yTBEPXAEHUN KpUTEpUEB OLEHKW KayecCTBa MeOUWLMHCKOW MOMOLM» Ha3HavYeHue JsieKapCTBEeHHbIX
rnpenapaToB O/ Me AULUHCKOIo NPUMEHEeHUs OCYLLLEeCTBASETCA C YY4eTOM MHCTPYKLUA N0 NPUMEHEHUIo
JleKapCTBEHHbIX MpenapaToB, BO3pacTa MauMeHTa, Nona nauumeHTa, TaxecTn 3aboneBaHus, HaaN4Ms
OCJIO>XKHEHWUI OCHOBHOro 3aboneBaHus (COCTOSHUS) U conmyTcTBYOWMX 3aboneBaHuin. COOTBE TCTBEHHO,
€CNN B UHCTPYKLMM MO MNPUMEHEHUIO JIeKapCTBEHHOro rnperapaTta B MYyHKTE «C OCTOPOXKHOCTbIO» He
npefycMOTPEeHO A aHHOW NaTosiornm, 3TO onpefenseT BbICOKYIO CTeneHb npoBepeHHon Be3onacHocTu
npenapaTta U AaeT BO3MOXXHOCTb MPUMEHATb ero 6e3 orpaHMYeHUn Ha AaHHbIE BUAbI MATOOMMYE CKUX
COCTOSHUM.

3aKa34yuk obpalllaeT BHMMaHME Ha TO, YTO Ha/MYMe y NIeKapCTBEHHOMo npenapaTa npeoCTOPOXKHOCTE i
MOXET TMPUBECTU K BO3HUKHOBEHMUS TSHKEIbIX BACKy/MTOB WAM cuHApoMa CTuBeHca-[)KOHCOHa Yy
NMauneHToB C HaJIMYMeM B aHaMHE3e ayTOMMMYHHbIX 3abosieBaHWi, OCTpas WM XpoHM4Yeckasa dopma
afKorosiMamMa MoXeT YBEJIMYMTb NPOHMLAEMOCTb re MaTo-3HLUe (hanmnyeckoro 6apbepa.

YunTbiBasi WU3NOXKEHHOE, YKa3aHHble B aYKUMOHHOMW [OOKyMeHTauun TpeboBaHMA K 3aKyrnaeMomy
nekapcTBeHHOMy mpenapaTy ¢ MHH «/onpomMma» He SBASIOTCA OrPaHNYe HUEM KOHKYPE HLIUM, MOCKOJbKY
obycnoBfiieHbl NOTPEBHOCTSAMM 3akKa3yMka M Yy 3aKa3ynMka He uMMeeTca [Apyroro crnocoba,
obecneumBatoLlero 6onee To4YHOE M YETKOE OMNUCAHME XapaKTepPUCTUK obbekTa 3aKynKu.

N3y4mB npepacTaBsieHHble MaTepuaibl U [oBoAbl CTOpoH, Komuccms Hosocubupckoro YOAC Poccum
npuwia K cie AyoLwmnm BbIBO4aM.

B cootBeTcTBMM C N.1 4.1 cT.33 ®3 Ne 44-®3 onucaHne obbeKTa 3aKyNKN A0/IXKHO HOCUTb 06bEKTUBHbLIN
xapakTep. B onucaHum obbekTa 3akynku yKasbiBalTCA (YHKLWOHaJNIbHbIE, TeXHUYeCKue 1
KayeCTBEHHbIE XapaKTEPUCTUKK, 3SKCryaTalUWOHHbIE XapaKTepucTukyM obbekTa 3akynku (npu
HeobxoanMocTh). B onncaHne obbekTa 3aKynKu He [0JDKHbl BKOYaTbCA TpeboBaHMA UNM yKa3aHus B
OTHOLWEHNN TOBapPHbIX 3HAaKOB, 3HaKOB 0O6CAYyXVBaHWUS, (QUPMEHHbIX HaWMMeHOBaHWUN, MaTeHTOB,
Mone3HbIX MoAesnei, NPOMbILLIEHHBLIX 00pa3LL0oB, HaMMeHOBaHME MecCTa MPOUCXOXXAEHUS TOBapa Wau
HauMeHOBaHWe MPOM3BOAUTENS, @ Takxe TpeboBaHMa K ToBapaMm, nHdopmaumn, pabotam, ycayram npu
yCNnoBuN, 4TO Takme TpeboBaHMS BNeKYT 3a cObON orpaHu4yeHVe KoMYeCcTBa YHaCTHUKOB 3aKYrMKu, 3a
WCKJII0YEHNEM CITyYaeB, €C/IN HE MMeeTCsa Apyroro cnocoba, obecneynBaioLlero 6osee ToHHOE U YeTKOE
ornMcaHve xapakTepucTuk obbekTa 3aKynKu.

Komuccnem Hosocmbupckoro Y®DAC Poccum npuv  aHann3e ayKUMOHHOW AOKyMeHTauun 6b110
YCTaHOB/MIEHO, 4YTO 3aKa34YMKOM YCTaHOBMEHO TpeboBaHMEe K JleKapCTBEHHbIM cpencTteam ¢ MHH
«onpomMna» 06 OTCYTCTBUM MPEAOCTOPOXKHOCTEN U OFPaHUYEHWA K MPUMEHEHMIO Yy MaLMEeHTOB C
ay TOMMMYHHbIMI 3a60s1€ BaHMSIMU U aJIKOroJIN3MOM, B COOTBETCTBUN C TpeboBaHmamm n.1 4.1 c1.33 O3 Ne



44-®3, ncxona m3 pakTUyecknx noTpebHoOCTen MeOUUUHCKOro Yy4Ype kKO eHUs, NOCKOJIbKY He nMmeeTcs
apyroro cnocoba, obecneymBatoLero 6onee To4YHoE 1 YeTKOE ONMcaHme obbeKTa 3aKynku.

TakuMm obpa3om, AoBoAbl MogaTeNsd »anobbl OTHOCUTESIbHO YCTAHOBJIEHUA 3aKa34YMKOM B ayKLMOHHOWN
OOKyMeHTauum TpeboBaHW K JeKapCTBeHHOMYy npenapaTy ¢ MHH «Monpomng», KOTOpbIM
COOTBETCTBYET € AUHCTBEHHbLIN JIEKAPCTBEHHLIN MpernapaT C TOProBbiM HaMMeHOBAHNEM «YNIbTPaBUCT>,
06 OTCYTCTBMM MPEAOCTOPOXKHOCTEN U OFPaHNYEHMA K MPUMEHEHUIO Y MaLMEHTOB C ayTOMMMYHHbLIMU
3aboneBaHNAMN U anKOroJM3MOM, YTO OrpaHUYMBAET KOAMYECTBO Y4YAaCTHUKOB 3aKyMKW, He Hawau
CBOEro noaTBepPXAEeHus, TOCKOJIbKY HeJsib3s OAHO3HAa4YHO YyTBepXAaTb, 4YTO YCTaHOBJIEHHbIE
TpeboBaHNA K sleKapCTBEHHbLIM MpenapaTaM SABAAIOTCA TepaneBTUYECKM HE 3HAYUMbIMKM, 3aKa34YMKOM
obocHoBaHa He06X04MMOCTb YCTaHOBIEHNS BbilLEeYKa3aHHbIX TpeboBaHuiA.

HoBoao nopatensa »anobbl oTHocuMTesbHO no3vuum PAC Poccuun, copepxawencs B nucbMe Ne
AL/6345/16 ot 03.02.2016r., OTHOCUTEJNIBHO TOro, 4YTO YyKasaHue MHH winm npm ero oTCyTCTBUU
XUMnyeckoro nmbo rpynnMpoBOYHOrO0 HauMMeEHOBaHUS JlIeKapCTBEHHOrO MpenapaTa, JIeKapCTBEHHOM
hopMbl N A03MPOBKU (C YyKasaHMeM BO3MOXXHOCTWU MOCTaBKM dKBUBaNIeHTa) ABNAeTCA HeobxoanmbiM u
OOCTaTO4YHbIM YC/IOBMEM MO EHTUDMKALUN JIeKapCTBEHHOrO MNpenapaTta, He MOXXeT ObiTb MPUHAT BO
BHMMaHMe, NMOCKOJIbKY AaHHOe NMUCbMO oTpaxkaeT no3uuunio ®AC Poccmn UCKIIOHYMTE SIbHO OTHOCUTEJIbHO
BOMnpoca B3aMMO3aMeHAeMOCTN  JlIeKapCTBE HHbIX npenapaTos, MMeLWMX  MeXXAyHapodHoe
HenaTeHTOBaHHOe HauMeHoBaHuMe «[naTumMepa aueTaT», B JleKapCTBeHHON ¢dopMe «pacTBoOp n4
MOOKOXHOIro0 BBEAEHMS» C pa3HbiMu fo3upoBkamm 20 mr/mn, 40 mr/mn, B oTBeT Ha obpaweHne 3A0
«BNOKAL>».

Ha ocHoBaHum unsnoxxeHHoro, Komuccua Hosocmbupckoro YPAC Poccmnm pelwmna npusHaTbh >Kanoby
He060CHOBaHHON.

Mpn npoBegeHMn Ha OcHoBaHMK N.1 4.15 c1.99 ®3 Ned44-P3 BHEMNAHOBOW MPOBEPKM AAHHOWN 3aKyMKW
HapyLleHNs 3aKoHO4aTeIbCTBA O KOHTPAKTHOW CMCTeMe B chepe 3aKyMoK He BbiSIBJIEHbI.

PykoBoncTBysCbh 4.8 cT.106, N.1 4.15 cT.99 ®3 Ned4-d3, Kommccms HoBocnbumpckoro YOAC Poccunm
PELLUNNA:

Mpu3HaTh xkanoby OO0 «OK CATUKOM» Ha fencTBua 3akasdnka - PrbY «dLUH» MuHsgpasa Poccun (r.

HoBocubupck) npu npoBedeHMN 3SNEKTPOHHOIO0 ayKLUMOHa Ha MOCTaBKY JIeKApCTBEHHbLIX CPencTB

(n3BeweHue Ne 0351100033217000056) He oboCHOBAHHOM.

PeweHne moxeT 6bITb 06)kanoBaHO B apﬁl/lTpa)KHbIIZ Ccya B TedeHme Tpex MecdueB CO OHA €ro
BblHE CEHUA.



