OPEAEPAJTBHAAAHTUMOHONOIBHASACJITYIXBA
YIIPABJIEHHUE
no Baagumupckoii o6s1actu

yi. bonwemas Mockogsckas, 1, r. Bmagumup, 600000 Ten./ pakc (4922) 33-49-78, 43-10-25
e-mail: to33@fas.gov.ru

PEINEHMUNE
10 eIy 0 HAPYLIEHHH 3aKOHOAATeJbCTBA

0 KOHTPaKTHOHU cucteMe B cepe 3aKyNOK
Ne 033/06/67-1096/2021

15 oexabps 2021 200a 2. Braoumup
Peszontomuenas uacme pewenus oenawena 15.12.20212.

Komuccust Bnagumupckoro YOAC Poccun o koHTpoItro B cdepe 3akymnok (nanee — Komuccus) B
COCTaBe:!
npencenarens Komucennu:

..... 3AMECTUTENIS] PyKOBOJUTEISI YIPABIEHUS — HaYaJIbHUKA OT/I€]Ia KOHTPOJIS 3aKYIOK;

yieHoB Komuccunu:

..... 3AMECTUTENS HaualbHUKA OT/EIA,

.... TJJaBHOTO CIIELIMAJIUCTA — 3KCIEepTa, Ha OCHOBaHUM 4yacTu § cratbu 106 denepanbHoro 3akoHa Ne 44-
@3 ot 05.04.2013 «O KOHTpPaKTHOI cUcTeMe B chepe 3aKyMOK TOBApOB, paboT, ycayr Uit o0ecreueHus
rOCYJapCTBEHHBIX M MYHHIHUITATBHBIX HYXI» (asee - 3aKOH 0 KOHTPAKTHOM cucTeMe B chepe 3aKyIoK)
u  AJMHMHHMCTpaTHMBHOro periameHta @enepaJibHOW aHTHUMOHONOJIBHON CIIy>)KObl 10 HCIIOJIHEHUIO
rOCyJapCTBEHHON (YHKLHMU IO paccCMOTPeHMIO Jkanod Ha JeiictBus (Oe3neiicTBue) 3aKa3uuka,
YIOJHOMOYEHHOI'O OpraHa, yIOJIHOMOYEHHOI'O YYpEeXJEHUs, CIEeHHUaIN3MPOBAHHON OpraHU3aluy,
KOMHMCCHUM IO OCYIIECTBJICHUIO 3aKyINOK, €€ WIEHOB, IODKHOCTHOIO JIMLA KOHTPAKTHOM CIIyKOBl,
KOHTPAKTHOI'O YIPaBJISIIOIIET0, OlepaTopa 3JIEKTPOHHOM IJIOLWIAJAKU NPH ONpPENEICHUU IOCTABIIUKOB
(MoApsAAYMKOB, HCIOJHUTENEH) 11 oOecrneyeHuss TOCYAApCTBEHHBIX W MYHHMLIMIIAIBHBIX HYXI,
yrBepxkaeHHoro npukazom ®AC Poccum ot 19.11.2014 Neo 727/14 (manee - aaMUHUCTPATUBHBIN
pernmaMeHT) paccmotpena xkano0y OOO «/IparCepBuc» Ha nelcTBHS KOMUCCHMM NpU TNPOBEICHHUU
AJIEKTPOHHOI'O ayKIMOHAa Ha MOCTaBKy JjekapcTBeHHoro mnpenapata (MHH: Jlonerakcen) (Ne 3akynku
0128200000121007867) B NPHCYTCTBUH MPEICTABUTENS YIOJIHOMOYEHHOTO OpraHa: JernapTaMeHTa
MMYILECTBEHHBIX W 3E€MEJbHBIX OTHOIIeHMH Bragumupckoir obnactu (Janee — JenapTaMeHT,
YIOJTHOMOYEHHBIHN OpraH): ..... (moBepeHHocTh oT 21.10.2021r. Ne 75.

3akazuuk (I'BY3 BO Mypomckass roponckas OonpHunia Nel), HamiexammuMm oOpa3om
YBEJIOMJICHHBII O BPEMEHHU U MECTEe PACCMOTPEHHUs JIeNa, X0JaTaliCTBOBAJ O PACCMOTPEHUH KanoObl Oe3
MIpEACTaBUTENECH.

14.12.2021r. B COOTBETCTBUM C MYHKTOM 3.32 AJIMMHHCTPAaTHUBHOIO perjiaMeHTa M 4YacThio 3
ctatbu 106 3akoHa O KOHTPAKTHOW cHCTeMe B cdepe 3aKymoK B paMKaxX PacCMOTPEHHs Jena o
HapylIeHUH 3aKOHOJATelIbCTBA O KOHTPAKTHOM cucremMe B cdepe 3akynok Komuccueit o0bsBICH
nepepsiB 10 15.12.2021r.

B xone paccMoTpenus jena 0 HapyLIeHHH 3aKOHOAATenbcTBa B cdepe 3akymnok Ne 033/06/67-
1096/2021 Komuccust Bragumupckoro YOAC Poccun,

YCTAHOBUIJIA:

08 mexabpst 2021r. Bo Bragumupckoe YDAC Poccuu mocrymmna xkamodba OO0 «/IparCepBucy
(manee — oO11eCTBO, 3asBUTENb) HA JIEHCTBUS KOMUCCHM MPHU MPOBEACHUH AJIEKTPOHHOIO ayKIIMOHA Ha
noctaBky jekapctBeHHoro npenapara (MHH: Jlonerakcen) (Ne 3akynku 0128200000121007867).

3asBUTENb B CBOEH jKa00€e M3JI0KHII ClIeAYIOIIee.
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00O «/lparCepBuc» Obuta mojgaHa 3asgBKa Ha y4JaCTHE€ B OJJIEKTPOHHOM ayKLIHMOHE Ne
0128200000121007867.

3asBKa 3asgBUTENS ObLIa OTKIIOHEHA.

3asiBUTENIb CUUTAET, YTO AyKIIMOHHAs KOMHCCHS HapylIuia TpeOOoBaHUA 3aKOHA O KOHTPAKTHOU
cucreme B cepe 3aKynoK, HEMPaBOMEPHO MPU3HAB 3as1BKY 3asBUTENS HE COOTBETCTBYIOILECH.

CornacHo MPOTOKOJIY PACCMOTPEHHUSI 3asIBOK Ha y4acTHE B 3JIEKTPOHHOM aykiuoHe oT 03.12.2021
No 0128200000121007867 yuactauky OOO «/parCepBuc» oTkazaHo B [I0ONMyCKe Ha y4yacTue B
AJICKTPOHHOM ayKIIMOHE Ha ocHOoBaHWU [Ipuiokenus Kk nHdopmamonHoi kapre Tabnuma 1, mynkra 13.2
WHCTpyKIMK y4acTHUKAM 3aKyNOK JJOKYMEHTALUU 00 3JIEKTPOHHOM ayKIIMOHE, IyHKTa 2 4yacTu 4 cTaTbu
67 3akoHa O KOHTPAKTHOM cucTeMe B cdepe 3aKylmoK — B 3aiBKE YYaCTHMKAa HECOOTBETCTBHE
uHpopManuu TpeOOBAaHUAM JTOKYMEHTALUU OO0 3JIEKTPOHHOM ayKIHoHE (10 MO3MLIMHU 2 MOKa3aTesH
TOBapa He cooTBeTCTBYIOT (OOBEM, MIT)).

OO0 «/lparcepBuc» ObUI MPEIOKEH K TOCTaBKE MIpenapaT B SKBUBAJICHTHBIX JO3MPOBKAX,
MO3BOJISIFOIIMX JIOCTHYb OJIMHAKOBOT'O TepaneBTU4ecKoro s dexra.

N3 TexHUYEeCKOW YacTH ayKUMOHHOW JOKYMEHTAUWUH CJIEAYET, YTO IOCTABKE IOJJIECKHUT
nekapcTBeHHbIM mpenapatr  MHH Jlounerakcen B nekapctBeHHoW ¢opme - KormenTtpar st
IIPUTOTOBJIEHUS pacTBOpa AJisi UHPY3UHL.

Kpome ykazaHHOro 3aka3ylMKOM YCTAaHOBJEHO TEpPaleBTUYECKH HE3HAYyMMoe TpeOoBaHHE K
KOHIEHTPALIMH JIEKApCTBEHHOTO Mpenapara 1 00beMy HallOJIHEHUsI IEPBUYHOMN YITAKOBKH.

B  o0ocHOBaHue MpPaBOMEPHOCTU  JIEHCTBUN  ayKIIMOHHOM KOMHCCHH  MpPEICTaBUTEINb
YIOJTHOMOYEHHOI'O OpPIraHa MOSICHUIIA CIIEAYIOLIEE.

[To no3unuu 2 [punoxenust kK uHGopmaronHoi kapre Tabnuna 1 (1anee — TeXHUYECKOE 3aJaHUE)
3aKa34YMKOM YCTaHOBJICHBI TPEOOBaHMsI, IPEABSABISEMBIC K 3aKyIIa€MOMY TOBapy, a UMEHHO:

Ne Koz mo Mesx/tyHapoJHOE HelaTeHTOBAaH-HOE 3HaveHus oKasareseil ToBapa
n/n | KTPY umm HalMEHOBaHHE
Koz (bl) 10 TpeboBaHus K Ka4eCTBY, TEXHHIECKHM, (PyHKIIMOHAIBHBIM XapaKTePHCTHKAM
Kyaccuduk (OTpeOUTETHCKUM CBOWCTBAM) TOBapa
aropy
OKIIJ2 JlexapcTBeHH Jlo3upoBka OcTtaTouHbIit JloToTHUTENbHBIE
(OK 034- ast hopma CpOK XapaKTEePUCTHKH
2014) rofHOCTH*
21.20.10.2 KORCHIPAT | 50 me/mn 6 mn wan
11- A 20 m2/mn 3 ma unu | He MeHee 12
000003-1- Homnerakcen (JIekapcTBeHHOE MIPUTOTOBIIE 20 mo/wun S wn wan | Mecsues Ha
2 00030- CPEACTBO BKJIFOYEHO B [IEPEUYEHb HUS 40 so/vn 3 wn i MOMEHT
00000000 KHBJI) PACTBOPA | vie/mn 2,5mn wau | moctasku
00000 o 10m2/mn 10mn
nHOY3Ui

* - Y9aCTHUKOM 3aKyTIKH MOKET YKa3bIBaThCs CO CIOBaMU "He MeHee"

** - yKa3bIBaeTCsl yUaCTHUKOM 3aKyINKU B cooBeTcTBuM ¢ [Iprkazom Munsnpasa Poccuiickoit @eneparun ot 18.01.2021 Ne 151
«O06 yTtBepskeHnN THIOBOTO KOHTPAKTa HA MTOCTABKY JISKAPCTBEHHBIX NTPEMAPATOB JUIS MEAUIIMHCKOTO IPAMEHEHHUS
WndopmarmonHoit kapTel THIIOBOTO KOHTpaKTa Ha MOCTABKY JIEKAPCTBEHHBIX IPETIAPATOB ISl MEJUIITHCKOTO MPUMEHEHHSD)

O0ocHOBaHUe: YYaCTHHUK 3aKyIKH HE MOXKET PEUIOKUTH K TIOCTABKE JICKAPCTBEHHBIN Mpenapar B KpaTHOW JT03UPOBKE U B

JIBOMHOM KOJIMYECTBE, a TAK)KE MPEIT0KUTH K IOCTaBKE JIEKAPCTBEHHOE CPEICTBO B HEKPATHBIX SKBUBAJICHTHBIX J03UPOBKAX,
MO3BOJIIOMINX JOCTHYb OANHAKOBOTO TepaneBTHIeCKoro dddexra. HasHaueHne npemnapara HAeT B CXeMe U IS COOITIOICHUS

TOYHOCTH JO3UPOBAHHS HEOOXOANMBI pa3Hble 00BEMEBI Ipernapara, T. K. KypcoBas I03MpOBKa IIperapara B pacieTe Ha OTHOTO

nanueHTa u coctapiser 120mr (140 Mr) Ha KB. M. TOBEpXHOCTH Tema. JJ03MpOBKa ykazaHa Mo KOJIHMYECTBY JCHCTBYIOIIETO BEIIECTBA

C y4eTOM HeOOXOANMOCTH CMEIINBAHHS BBINIE YKa3aHHBIX JTO3UPOBOK JUIS BBEAEAHUS OJHOMY IAI[HEHTY 0 MEXKITyHApOIHOMY
HeTaTeHTOBaHHOMY HauMmeHoBaHuIo "Jlonetakcen". I[log0op 1036l ocymiecTBIAETCS B 3aBUCUMOCTH OT MAcChl TeNa MalUeHTa.
TpeboBanust K 00beMy HAMOIHEHUSI IEPBUYHON YIIAKOBKU 00YCIIOBJICHO pallHOHAIBHBIM HCIIOJIb30BaHUEM Mperapara i 9KOHOMUYECKO
11e71eco000pa3HOCThI0 (MHHUMU3ALKS TOTEPh U (PUHAHCOBBIX 3aTPaT), a TAKXKE TPEOOBAHHUSIM CAaHUTAPHO-IIUAEMUOIOTHYECKON
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6630HaCHOCTI/I, TaK Kak IperapaTr OTHOCUTCA K IIOTCHIUAJIbHO TOKCUYHBIM BCHICCTBAM.

B 3asBke yuacTHuKa ¢ nopsiikoBeIM HOMepoM Ne 109 ykazano ciemyroiiee:

Ne
n/n

MexnyHapo
JTHOE IIpemnoxenne Texuuueckue
p ’ Kon-Bo . | Texan
HEMaTeHTOBa| YYacTHHKA (yHKIMOHATIBHBIE, En. usm. OcTaToYHbIN
[pouzBoauTens / coruac [Kon-Bo YECKHE
HHOE pasMereHust Ka4yeCTBCHHbBIC U COTJIACHO| CBeieHHs O [CPOK TOZHOCTH
Crpana HO TeX.|yNakoB XapakT
HaMMEHOBaH 3aKasa: IpyTrHe Tex. perucTpanuy | Ha MOMEHT
TIPOUCXOXKICHUS 3amaHu| OK epucTu
ue Toprosoe XapaKTepUCTUKU 3aJaHHIO o MOCTaBKH .
JIEKapCTBEHH [HAaMEHOBAaHUE TOBapa

Oro CpeicTBa

JIII-006631 ot

ROHTICHIpAT U 08.12.2020/I¢

MPUTOTOBJICHUS He MeHee 12
Jxonac Dxcrioum pxatens PY:
Jouerakcen pacTtBopa Juist Mumin MecseB Ha | 21.20.
Jlomnerakcen N [er.JItn / Uanus 798 200 Jxomac
* nHpy3nit 20Mr/Mit UTp MOMEHT 10.211
4w naxon 1 mava 356 Dkcrnoum ocTa
M ¢riakoH 1 mauk MOCTaBKU
KapTOHHAs 000
P [Poccus]

3asButeneM xanoObl (Y4YaCTHUK C MOPSAKOBBIM HOMepoMm 109), B cBorO ouepeab, MO JaHHOM
MO3UIUH TIPEIOKEH K MMOCTaBKE TOBAp C JI03UPOBKOM M 00BEMOM HaroyHeHus «20Mr/mut 4Mim», 4TO He
COOTBETCTBYET TPEOOBAHUSIM JOKYMEHTAIlUU 3aKa3uuKa.

B cBs3u ¢ aTuM, KOMHCCHs, ACHCTBYS B IIpe/iesiaX CBOMX MOJHOMOYHI B paMKax cratbu 67 3akoHa
0 KOHTPAaKTHOH cucTteMe B cpepe 3aKyloK, a IMEHHO, MPOBEPss NEPBbIC YACTH 3asBOK Ha COOTBETCTBUE
TpeOOBaHUSAM, YCTAHOBIECHHBIM JOKYMEHTAIMEH O TaKOM ayKI[MOHE, MPAaBOMEPHO OTKa3aja 3asBUTEIIO
XKaJIOOBI B IOMYCKE K YYaCTHIO B SJIEKTPOHHOM ayKIIMOHE.

Hcxons w3 M3JI0KEHHOTO, HApyIIEHWH 3aKOHOAATEIhCTBA TMPU IPOBEIECHUU DIIEKTPOHHOTO
aykrrona Ne 0128200000121007867 co cTOpoHBI YIIOITHOMOYEHHOTO opraHa BiaauMmupckoii obnactu He
JIOIYILIEHO.

3aka3uMK, B MOTUBUPOBAHHOM OT3BIBE, ONMKCAI, YTO B OHKOJIOrMH JO3UPOBAHKME MPAKTUYECKU BCEX
LHUTOTOKCUYECKUX MPEnapaToB 3aBUCUT OT IUIONIAJAM MOBEPXHOCTH Teja mnarueHTa. OnTtuMmaibHOe
JIO3UPOBAHUE ITUTOTOKCHMYECKHX IMIPEraparoB OOECTEUMBAECT JIBa KIMHUYECKH BaXXHBIX KOHEUYHBIX

pesyibTara:
1) MaxkcuMmanbHbIH IPOTUBOOIYXOJIEBBIH 3D DEKT;
2) MUHMMaTBHYIO TOKCUYHOCTb.

B ominume ot psina qpyrux npenapaToB JUIsl XUMHOTEPAINlUU, U3MEHEHHE (hapMaKOKHHETHYECKUX
napameTpoB JloLerakcena HEJIMHEMHO, a 3TO O3HA4YaeT, YTO YBEJIMYEHHE WIA YMEHBIIECHHE J103bl
mmpenapara IOPUBOAAT K YBEIWYEHUIO WIM YMEHBIIEHHIO €r0 MAaKCUMaJIbHOM KOHUEHTpaluud |
BO3/JEHCTBUS, HE NTPONIOPLHOHAIBHBIM U3MEHEHHIO BBEEHHON 103bl. OTCYTCTBUE NMPSMON 3aBUCHMOCTH,
B CBOIO O4Y€pelb, OAPa3yMeEBAET PUCK MOBBIIIEHUS TOKCUYHOIO BO3IEUCTBHS IIPU MOBBIIEHUU JO3bI HIIU
HENpPEeJICKa3yeMOro CHUKEHHUSI TPOTUBOOMYXOJIEBOW AaKTUBHOCTH IpH €€ CHIKeHUU. (OCHOBHbBIE
nobGouHble 3¢ ¢exTsl Jlomerakcena HOCAT /10303aBUCHMBIM  XapakTep: HEKOTOpble M3 HUX I
IIPOIOJIKEHNS] U3MEHEHHUS TepaIuu.

CoryacHO MHCTPYKIHHM MO MEAMIMHCKOMY IPUMEHEHHIO IpenaparoB Jlomerakcena, pexum
JO3UPOBAHUS YCTAHABIMBAIOT HMHIMBUAYAJIbHO, B 3aBUCHUMOCTH OT IIOKa3aHWM, INPOBOAMMON paHee
XUMHUOTEpANuu (UK €€ OTCYTCTBHUS), COCTOSIHUSI KDOBETBOPHOM CUCTEMBI, CXEMBI

XUMHOTEPANUU U APYTUx pakTopoB. [IpenmyiiecTBaMu UCHOIb30BaHUS MHAUBUIYaIbHON (acoBKH
ABIAIOTCA: -



-OTCYTCTBHE MOTEPh Mpernapara npu pa3BeleHUU i MPUTOTOBICHUS UHPY3MOHHOTO PacTBOpa C
VHJIUBUYAJIbHON J030M1;

-MUHUMH3AIUsI BO3MOYKHOI'O BpPEJOHOCHOIO BIIMSIHUSL KOHTaKTa MEAMIIMHCKOIO IIepCOHANa C
LUTOTOKCUYECKUM areHTOM IpH MPUTOTOBJICHUU MH(Y3MOHHOTO pacTBopa (Tak Kak Jo03a U3 (IiakoHa
HCIIOJIb3YETCSI IIOJTHOCTBIO).

YcraHoBneHue TpeOOBaHUSA K OMPEIENIEHHBIM JO3UPOBKAM JIEKAPCTBEHHOI'O CPEJCTBA SIBIISETCA
OOBEKTUBHBIM M OOYCJIOBIEHO MOTPEOHOCTAMU 3aKa3uyuka B YCIOBUSAX JIEUEHHUS 3JI0KAUE€CTBEHHBIX
obpa3zoBanuii. Jlo3upoBaHHE JIEKApCTBEHHOTO mpemnapara JloneTakcea OCYHIECTBISETCS CTPOTO W3
pacyera Ha OJHOTO MAlMEHTa Ha KBAJAPATHBIA METP MOBEPXHOCTH TEJIa U COCTABIISIET HA OJTHO BBEACHUE -
120 mr. (140 mr.)

Hasnauenue mpemnapara WIeT B CXeMe U JAJs COOJIOACHUS TOYHOCTU JTO3UPOBAHMUS HEOOXOIUMBI
pasHble 00bEeMBI Ipenapara.

B cBsa3u ¢ TeMm, uyto 3aka3zuuk o0sagaeT MoJHOW MHGopManueil 0 CBOMX MNOTPEOHOCTSIX, OH
CIOCOOCH OIEHHUTh TpeOyeMble XapaKTEPUCTHKH OOBEKTa 3aKylmKd. 3aKylkKa mpenapara C HHBIMH
XapaKTepUCTHUKaMHU OyJeT Hen30eXHO O3HauyaTh HEBO3MOXXHOCTh €r0 MPUMEHEHHS M HeoOXOIUMOCTh
YTUIN3AUUU. Y THIM3alus O0JIbIIOr0 KOJUYECTBA JEHCTBYIONIErO BEIECTBA BO- MEPBbIX, OYJEeT 03HAYaTh
Hed(PPEKTHBHOE pAaCcXOJOBaHUE CPEICTB OMC, a BO-BTOPBHIX, HEPALMOHAJIBHOE HCIOJIH30BAHUE
JIEKapCTBEHHOIO Ipernapara.

Takum 00pazoM, MO3UPOBKA JIEKAPCTBEHHOTO MperapaTa, SBJSIONIErocs OObEKTOM 3aKyNKH, He
MOKET OBITh BBIpA)KE€HAa MHBIM CIOCOOOM, SIBJIETCS 3HAYMMOW TEXHUYECKOM XapaKTEpUCTHUKOW U ee
yKa3aHue He MPOTUBOPEUYHUT TpeOOBaHUAM 3aKOHA O KOHTPAKTHOM cucreMe B cepe 3aKyIoK, a TaK ke
tpeboBanusM [Toctanosnenus [IpaBurenscTtea PD ot 15.11.2017 N 1380

B 3asBke OOO «JlparCepBuc» mnpennoxuno K NOCTaBKE JIEKapCTBEHHBIM Ipernapar ¢ HHOU
JIO3UPOBKOM M HHBIM KOJMYECTBOM JIEUCTBYIOIIETO BELIECTBA, YEM YCTAHOBIEHO B ayKIIMOHHOM
nokymeHTtauu. B cBs3u ¢ TeMm, yto 3asBka OOO «/lparCepBuc» He TOIBKO HE COOTBETCTBYET
TpeOOBAHUSAM TIOKYMEHTAIIMH, HO M HE OTBEYAET MOTPEOHOCTAM 3aKa3uuKa.

3aka3uuK, B CBOIO OYepelb, CUMTACT JCHCTBUS AyKIMOHHOW KOMHCCHU OOOCHOBAaHHBIMH, a
TpeOOBaHUS K OMHMCAHUIO 00BEKTA 3aKYIMKH COOIOICHBI 3aKa3YMKOM B IIOJTHOM O0BEME.

HN3yuynB mnpeacraBjieHHbIEe JAOKYMEHTBI, MCCIEI0BAB [0Ka3aTeJbCTBA CTOPOH B paMKax
BHEIVIAHOBOM NPOBEPKH, NIPOBEJCHHOH B COOTBETCTBHH ¢ IMYHKTOM 1 yacThio 15 cratbn 99 3akona
0 KOHTPAKTHOM cucreme, Komuccust npuuia K cJieylIUM BbIBOJAAM.

Ha odwunmansHoMm caiite eaunHoi uH(pOpMaIMoHHON cucteMbl B cdepe 3akymok 17.11.2021 roga
pa3MelIeHbl U3BEIIeHHEe 0 TPOoBeAeHUH deKTpoHHOTo aykimoHa Ne 0128200000121007867 u mokymeHTanus
00 3JIEKTPOHHOM ayKIIMOHE 110 YKa3aHHOH 3aKyIIKe.

HauanbHas (MakcumanbHast) 1ieHa KoHTpakTa: 3 213 563 ,29 py6neii.

B cooTBercTBMM C HPOTOKOJIOM PAacCCMOTPEHHs 3asBOK Ha Y4acTHE B 3JIEKTPOHHOM AayKLMOHE OT
03.12.2021 Ne 0128200000121007867 mo oxoH4aHHU Cpoka moaayu 3asBok 10 09 gacoB 00 MuHYT (Bpems
MockoBckoe) 02.12.2021 6buto momano 6 3asBOK OT YYaCTHUKOB C MACHTU(UKAIIMOHHBIME HOMepamu: 209,
224, 109, 95, 19, 106.

Komuccenst paccMoTpena 3asiBKM YYaCTHUKOB 3aKYNKH M JOKYMEHTBHl YYaCTHHKOB TaKOTO ayKIHOHA,
MOJYYHMBIINX aKKPEIUTALUIO HA AJIEKTPOHHOH IUIOIIAAKE, Ha TIPEJAMET COOTBETCTBUS TpeOOBaHUSIM 3aKOHA O
KOHTPAaKTHOH cucTeMe B cdepe 3aKynoK 1 JokyMeHTaiuu 00 aykunone Ne 0128200000121007867 u npunsina
pelIeHre O HECOOTBETCTBMU 3asiBKM yYaCTHHKA C MOPSAAKOBBIM HoMepoM 109 TpeGoBaHMAM ayKIIMOHHOMN
JIOKYMEHTAIUH.

CoriacHo IpPOTOKOIY pacCMOTPEHHS 3asBOK Ha ydacThe B 3JIEKTPOHHOM aykmuone ot 03.12.2021 Ne
0128200000121007867 yuacTHUKY € nHOpsAKOBbIM HoMepoMm 109 oTka3aHo B [JOMyCKe Ha ydacTuUE B
9JIEKTPOHHOM ayKIMOHEe Ha ocHoBaHMM [lpmnoxenus k mHpopmannonHoi kapre Tabmuma 1, mynkra 13.2
MHCTpyKIMU ydyacTHUKAM 3aKyIHOK JOKYMEHTALUH 00 3JIEKTPOHHOM ayKIHOHE, MyHKTa 2 4acT 4 craTtbu 67
3akoHa O KOHTPAKTHOM cucTeMe B c(epe 3aKylNoK — B 3asBKE y4yaCTHHKAa HECOOTBETCTBUE HH(OpManuu
TpeOOBAaHUAM JOKYMEHTALlUU OO0 53JIEKTPOHHOM AayKUHOHE (10 MO3MIUM 2 TOKa3aTeld ToBapa He
cooTBeTCTBYIOT (OOBEM, MIT)).
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B cwmry wactu 3 cratbu 66 3akoHa 0 KOHTPAKTHOM crcTeMe B cepe 3aKyIoK MepBasi 4acTh 3asBKH Ha
y4acTHE B 3JICKTPOHHOM ayKIIMOHE, 3a MCKJIIOUYEHHEM cllyyasi, MpeayCMOTpEeHHOro 4yacThio 3.1 HacTtosmeit
CTaTbH, JOJKHA COJCPHKATh:

1) cormacue y4acTHHKA 3JIEKTPOHHOTO ayKIIMOHA Ha TMOCTAaBKy TOBapa, BHIMIOJHEHHE PaOOThI WU
OKa3aHUE YCIYI'M Ha YCIOBHUSX, NMPEAYCMOTPEHHBIX JOKYMEHTAIMell 00 SJIEeKTPOHHOM ayKLIMOHE M He
MOJIISKALTNX M3MEHEHHUIO 10 pe3yJbTaTaM MPOBENEHUS AJIEKTPOHHOTO ayKIIMOHA (TaKoe COTjiache JaeTcs C
NPUMEHEHHUEM NTPOTPaMMHO-AIIAPATHBIX CPEICTB SJEKTPOHHON ITUIOMIAIKH);

2) mpy OCYIIECTBICHUH 3aKyIKH TOBapa WIJIM 3aKyIKH paOOTHI, YCIYTH, JUIsl BHIIOJTHEHUS, OKAa3aHUSI
KOTOPBIX UCIIOJIB3YETCSl TOBAP:

a) HAUMEHOBAHUE CTPAHBI IPOUCXOXKICHUS TOBapa (B CIIydyae YCTAaHOBIICHHS 3aKa34MKOM B W3BEIICHUU
O TPOBEIEHHU D3JIEKTPOHHOTO AayKIHMOHA, JOKYMEHTAIUW 00 3JIEKTPOHHOM AayKIMOHE YCIIOBHM, 3alpeToB,
OTpaHUYCHHI JTOMYCKa TOBapOB, MPOUCXOASIINX M3 MHOCTPAHHOTO TOCYJApCTBa MM TPYMIbl HHOCTPAHHBIX
roCylapcTB, B COOTBETCTBHUH CO cTaThell 14 Hacrosmero denepaibHOro 3aK0HA);

0) KOHKpETHBIE TTOKa3aTelId TOBapa, COOTBETCTBYIOIINE 3HAYEHUSIM, YCTAHOBJICHHBIM B JOKYMEHTALIUN
00 IJIEKTPOHHOM ayKIMOHE, U yKa3aHUE Ha TOBAPHBIN 3HaK (npu Hanmuuuu). MHopmanus, npegycMoTpeHHast
HACTOSAIIUM MOJIIYHKTOM, BKJIFOYAETCs B 3a8BKYy Ha y4acTHE B JIEKTPOHHOM ayKIIMOHE B CIIydyae OTCYTCTBUSA B
JOKYMEHTAllMd 00 SJIEKTPOHHOM ayKIIMOHE YyKa3aHWs Ha TOBApHBIA 3HAK WIM B Clydae, €CIH yYaCTHHUK
3aKyNKH TIpelyiaraeT TOBap, KOTOPBIM OO0O3HAYEH TOBAapHBIM 3HAKOM, OTJIMYHBIM OT TOBApHOTO 3HAKa,
YKa3aHHOTO B JOKYMEHTAIH 00 3JICKTPOHHOM ayKIIMOHE.

AHajoruuHbBIe TPeOOBaHUS YCTAHOBJICHBI 3aKa34MKOM B TyHKTax 13.2, 16.4 mokyMmeHTanuu 00
AJIEKTPOHHOM ayKIHOHE.

Ha ocHoBanum yactu 6 ctathi 67 3aKkOHA O KOHTPAKTHOM CHCTeME B cdepe 3aKyIloK 10 pe3yJbTaTam
pPacCMOTpEHHUsI TEPBHIX YacTe 3asBOK Ha ydacTHE B DSJICKTPOHHOM AayKIIMOHE AayKIIMOHHAas KOMHUCCHS
oopmIIieT TPOTOKOJ PACCMOTPEHHs 3asBOK HAa ydYacTHE B TAKOM ayKIMOHE, IOJIMUCHIBAEMBI BCEMH
MPUCYTCTBYIONIMMH Ha 3aceJaHUH ayKIMOHHON KOMHCCHUH €€ WIeHaMH HE MO3HEe JaThl OKOHYaHHs CpOKa
pPaccMOTPEHHUs JaHHBIX 3asBOK.

[To no3unmu 2 Ilpunoxkenus k nHpopMaunonHoi kapre Tabmuna 1 (manee — TeXHHYECKOE 3aaHUE)
3aKa34MKOM YCTaHOBJICHBI TPEOOBaHUS, IPEABABIISIEMBIE K 3aKYITAEMOMY TOBapy, a8 UMEHHO

Ne Kon no MesxayHapoJHOE HENaTeHTOBaH-HOE 3HavyeHus nokasarenel Topapa
o/n | KTPY umu HauMEHOBaHUE
Koz (bl) 10 TpeboBaHus K Ka4eCTBY, TEXHHIECKHM, (PyHKIIMOHAIBHBIM XapaKTePHCTHKAM
Kyaccuduk (OTpeOUTENHCKUM CBOWCTBAM) TOBapa
aTopy
OKIIJ2 JlekapcTBeHH JlozupoBka OcraTouHbIi JlomoTHUTENbHBIE
(OK 034- ast popma CpOK XapaKTepUCTUKA
2014) rogHoCcTH™®
21.20.10.2 KOMMEHIPAT | 20 ma/mn 6 mn uan
11- oes 20 m2/mn 3 mn unu | He MeHee 12
000003-1- JHomnerakcen (JIekapcTBeHHOE MIPUTOTOBIIE 20 mo/wun S yn wan | Mecsues Ha
2 00030- CPEACTBO BKJIFOYEHO B [IEPEUYEHb HHUS 40 w1/t 3 o MOMEHT
00000000 KHBJI) PACTBOPA | ) vie/mn 2,5mn wau | moctasku
00000 . 10m2/mn 100
nHby3ui

* - y9aCTHUKOM 3aKyTIKH MOKET YKa3bIBaThCs CO CIIOBaMU "He MeHee"

** - yKa3bIBaeTCsl yUaCTHUKOM 3aKyIIKU B cooBeTcTBHH ¢ [Ipnkasom Munsnpasa Poccniickoit denepanum ot 18.01.2021 Ne 151
«O06 yTtBepskeHnH THIOBOTO KOHTPAKTa Ha MTOCTABKY JICKAPCTBEHHBIX MTPEMAPaTOB VIS MEIUIUHCKOTO IPUMEHEHHS 1
WndopmarmonHoit kapTel THIIOBOTO KOHTpaKTa Ha MOCTABKY JIEKAPCTBEHHBIX MPETapaToB ISl MEJUIIMHCKOTO TPUMEHCHIUS)



ObocHOBaHMe: YYaCTHHUK 3aKyIKH HE MOXKET IIPEUIOKUTH K IIOCTaBKe JICKAPCTBEHHBIN ITpenapar B KpaTHOH JIO3UPOBKE U B

JIBOWHOM KOJIMYECTBE, a TaKXKe MPEUIOKUTH K IIOCTABKE JICKAPCTBEHHOE CPE/ICTBO B HEKPATHBIX SKBUBAICHTHBIX JIO3UPOBKAX,
HO3BOJIIOIIMX JOCTHYb OJMHAKOBOTO TepaneBTiuyeckoro 3¢ dexra. HazHaueHue npenapara uaeT B cxeMe U 11 COOII0CHUS

TOYHOCTH J03UPOBAHUS HEOOXOANMBI pa3Hble 00bEMBI IIpernapara, T. K. KypcoBas IO3UpPOBKa Ipernapara B pacyere Ha OJJHOTO

nanueHTa u coctasnser 120mr (140 Mr) Ha KB. M. TIOBEpXHOCTH Tena. J03upoBKa yKa3aHa 10 KOJIMYECTBY ICHCTBYIOLIETO BEIeCTBa

C y4eTOM He0OXOANMOCTH CMEIIMBAHHS BBIIIE YKa3aHHBIX JTO3UPOBOK JUIS BBEAEIAHHS OJHOMY MAIMEHTY IT0 MEXIyHapOIHOMY
HeTlaTeHTOBaHHOMY HanMeHoBaHHIO "Jlonerakcen". [Tox0op 1035 OCYIIECTBISETCS B 3aBUCHMOCTH OT MacChl Tejla MalieHTa.
TpeboBaHus kK 00beMy HAMOIHEHHUS IEPBUYHON YITAKOBKH 00YCIIOBIIEHO palliOHAIBHBIM HCIIOJIF30BAaHHEM IIperapara i SKOHOMHYECKOH
1esIeco00pa3sHOCThI0 (MUHUMHU3AIINS ITOTEPh U (PUHAHCOBLIX 3aTpar), a TAKXKe TPEOOBAHMSIM CAaHUTAPHO-3IIHAEMHOIOTHIECKON
6€30I1aCHOCTH, TaK KakK IpenapaT OTHOCUTCS K MOTEHIHAIBHO TOKCHYHBIM BEILIECTBAM.

B 3asBke yuacTHuKa ¢ nopsiikoBeIM HOMepoM Ne 109 ykazaHo crienyroniee:

n/n

MexnyHapo
JHOE IIpennoxenue Texnuueckue,
Komn-Bo . | Texun
HETIaTeHTOBAa| YYacTHHKa (YHKLMOHATBHBIE, En. usm. OcraTouHbIi
TIpomsBonurens / coruac [Kon-Bo Yyeckue
HHOE pa3sMelIeHus Ka4eCTBCHHBIC 1 COIJIACHO| CBezieHHsI O [CPOK TOAHOCTH
CrpaHna HO TeX.|ylaKoB XapakKT
HauMEHOBaH 3aKasa: Ipyrue Tex. perucTpanuy | Ha MOMEHT
TIPOUCXOXKICHHS 3amaHu| OK €pHUCTH
ue Toprosoe XapaKTEePUCTUKH 3amgaHuio TIOCTaBKH
10 K1
JIeKapCTBEHH [HANMEHOBAaHHE TOBapa

Oro CpEeACTBA

JIII-006631 ot

KOHIIEHTpAT Ui 08.12.2020/1e

MIPUTOTOBJICHUS He MeHee 12
Jxonac Dxcrioum pxarens PY:
Homerakcen pactBopa st Muimn mecsies na | 21.20.
Jloterakcen N TIsr.JITn / Uaans 798 | 200 Jlxomac
* nuHpy3nit 20Mr/Mi uTp MOMEHT 10.211
4mn drakoH 1 mavka 356 o TTOCTaBKH
apTOHHA 000
KapTOHHAS
P [Poccus]

3aKa34iMKoOM B TEXHHYECKOM 3aJaHuM B cTojOLe «/l03upoBKa» yka3zaH nmoka3zareib «20 mr/mia 6
mJ1 wiad 20 mr/mix 3 mun waam 20 mr/mar 5 v mam 40 mr/man 3 max wiia 20mr/mar 2,5ma1 woim 10mMr/ma
10mu». Ilpu smom 6 obocHo8aHuu K MEXHUYECKOMY 3A0aHui0 3aKA3YUK NOSACHAEem, umo «Yuacmuux
3aKYNKU He Modcem npeodiodicums K HOCMAGKe NeKApCMEeHHbIl npenapam 8 Kpamuou 003uposke U 8
0BOUHOM KOIUYecmae, a makxdice npeonodHcums K NOCmasKe j1eKapCmeeHHoe CpeoCmeo 6 HeKPamHblX
IKBUBANEHMHBIX 003UPOBKAX, NO3BONANUUX OOCMUYL OOUHAKOBO20 MEPANEesMUIecKko2o 3ggexma.
Ha3znauenue npenapama uoem 6 cxeme u 015 cooO1100eHUs MOYHOCMU O03UPOBAHUSL HE0OX0OUMbI PA3HbIE
00vemMbl npenapama, m. K. Kypcoeas O003UposKka npenapama 6 pacueme HA 00HO20 nayueHma u
cocmaensiem 120me (140 me) na k6. m. nosepxnHocmu mend. /{o3uposka YKA3aHa NO KOAUYECMBY
Oelicmsyrowe2o 8ewecmsea ¢ y4emom HeoOX00UMOCMU CMEeWUBAHUS 8bluie YKAZAHHLIX 003UPOBOK Ois
66€0€0HU OOHOMY NAYUEHM) NO MeAHCOYHAPOOHOMY HENameHmo8anHoMy Haumenosanuro "[Joyemaxcen".
1lo060p 00361 ocywecmensemcs 8 3a6UCUMOCMU OM MAccvl mena nayuenma. Tpeboeanus k obvemy
HANnoJIHeHUsi NepeUdHoOll YNAKOBKU O00YCI08NIeHO PAYUOHATbHLIM UCHOIb308AHUEM npenapama U
9IKOHOMUYECKOU Ueneco0OpasHoCmblo (MUHUMU3AYUSL NOmepb U QUHAHCOBLIX 3ampam), a makaice
Mmpebo8aHUIM CAHUMAPHO-INUOEMUOTIO2UYECKOU 0e30nacHoCmu, Mmaxk Kaxk Hnpenapam OmHOCUMCS K
NOMEHYUATbHO MOKCUYHBIM eU4eCBaAM. .

[Ipoananu3upoBaB NMEPBYIO YacTh 3asBKU 3asSBUTENS U TPEOOBaHUs, YCTAHOBIEHHBIC 3aKa3UMKOM B
ayKIIMOHHOM JokyMeHTannu, Komuccus npunuia x ciaeayromemy BoiBony, 4to OOO «/IparCepBucy, B
no3uuu Ne2 mpeyIokKeH K OCTaBKE TOBAp C J03MPOBKOM M 00beMOM HAaNOJHeHHs «20Mr/Ma 4mi1»,
YTO HE COOTBETCTBYET TPEOOBaHUAM JOKYMEHTAIIMM 3aKa3yuKa.

B cBs13u ¢ BBIIEU3TI0KEHHBIM, PEIIEHHE ayKIIMOHHOW KOMHUCCHU YIOJTHOMOYEHHOTO OpraHa o0 oTkase
B JIOITycKe K ydactuio B ayknuoHe 3asBkd Nel09 (OOO «/lparCepBuc») 0buto mpUHATO C COOIOICHUEM
TpeGoBaHuil cTaThil 67 3aKOHA O KOHTPAKTHOM cuCTeMe B cepe 3aKyINoK, a IMEHHO MPOBEPSIs MEPBBIE YaCTH
3aBOK HAa COOTBETCTBHE TPEOOBAaHMSAM, YCTAHOBJICHHBIM JOKYMEHTAIlMEH O TaKOM ayKIMOHE, IIPAaBOMEPHO
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OTKa3aJa 3asBUTENIO B JIOMYCKE K YYacTUIO B JIEKTPOHHOM ayKIMOHE, [0 OCHOBAaHUSAM YKa3aHHBIM B
MIPOTOKOJIE pACCMOTPEHMS 3aBOK HAa YYACTHE B 3JIEKTPOHHOM ayKLIHOHE.

Bmecre ¢ TeM, mo pe3yibTraraM INpoBEAEHUs BHEIUIAaHOBOW mIpoBepku Kommccus Bnagumupckoro
YOAC Poccun ycTaHOBHIIA CIEAYIOLIEE.

I[To mo3utuu N 2 TIpunoxenust K ”HOOPMAIIMOHHON KapTe 3aKa34MKOM yKa3aHO:

Ne Kox no MesxyHapoJHOE HeaTeHTOBaH-HOE 3HaueHus rokasareseil Topapa
n/n | KTPY wmm HaUMEHOBaHUE
ko1 (BI) 1O TpeOoBaHMs K KaUeCTBY, TEXHUYECKHM, (DYHKIMOHAIBHBIM XapaKTEPHCTHKAM
KIIaccu(uk (oTpebUTENBCKUM CBOMCTBAM) TOBapa
aropy
OKIT/12 JlekapcTBeHH JlozupoBka OcraTouHblit JIOTIOJTHUTENbHBIC
(OK 034- ast popma CPOK XapaKTEePUCTHKH
2014) roJHOCTH*
21.20.10.2 KOHUCHTPAT 20 m2/mn 6 mn unu
11- e 20 m2/mn 3 mn unu | He menee 12
000003-1- JHonerakcen (JIekapcTBeHHOE MIPUTOTOBIIE 20 mo/un S wn wan | Mecsues Ha
2 00030- CPEACTBO BKIIIOYEHO B IIEPEUCHb HHUS 40 sz/wn 3 st uns MOMCHT
00000000 HKHBJII) pactBopa 20m2/mn 2,5mn unu TTOCTaBKH
00000 e . 10me/ma 10mn
nHy3ui

* - Y4aCTHUKOM 3aKyITKH MOJKET yKa3bIBaThCs CO CJIOBaMH ""He MeHee"

** - yKa3pIBa€TCs YUACTHHUKOM 3aKyIKU B cOOBeTCTBHHU ¢ [lpukazom Mun3apasa Poccuiickoit @enepanuu ot 18.01.2021 Ne 151
«OG6 yTBepskIeHHH THIIOBOTO KOHTPAKTa Ha MOCTABKY JICKAPCTBEHHBIX MPEMNapaToB Uik MEAULMHCKOTO NPUMEHEHHUS U
WndopmarmonHoit kapTel THIIOBOTO KOHTpaKTa Ha MOCTABKY JIEKaPCTBEHHBIX IPENapaToB ISl MEJUILITHCKOTO IPUMEHEHHSD)

ObocHOBaHME: YYaCTHHUK 3aKyIKH HE MOXKET IPEUIOKUTH K TIOCTaBKe JICKAPCTBEHHBIN Ipenapar B KpaTHOH JIO3UPOBKE U B

JBOITHOM KOJIMYECTBE, a TAKXKE NMPEITI0KUTh K TOCTABKE JTEKApPCTBEHHOE CPEACTBO B HEKPATHBIX SKBHBAIICHTHBIX JO3UPOBKAX,
MO3BOJIIOIINX TOCTHYb OJNHAKOBOTO TeparneBTHIecKoro addexra. HasHaueHne npenapara HaeT B CXeMe U U1l COOITIOICHUS

TOYHOCTH JO3UPOBaHMs HEOOXOANMEI pa3Hble 00BEMEI TIperapara, T. K. KypcoBas I03MpOBKa IIperapara B pacieTe Ha OJTHOTO

nanuenTta u coctabisieT 120mr (140 Mr) Ha KB. M. TOBepXHOCTH Tena. Jlo3upoBKa ykazaHa 10 KOJIMYECTBY JIEHCTBYIOLIETO BELIECTBA

C Yy4eTOM HE0OXOANMOCTH CMEIIMBAHUS BBIIIE YKa3aHHBIX JTO3UPOBOK JUIS BBEACIHHS OJHOMY IAI[HEHTY 10 MEKIYHAPOJHOMY
HeMaTeHTOBaHHOMY HanMeHoBaHUIo "Jlonerakcen". [1ogdop T03BI OCYIIECTBISIETCS B 3aBUCMOCTH OT MAacChl Tejla MaIueHTa.
TpeboBanust kK 00bEMy HAMOIHEHHUS IEPBUIHON YITAKOBKU 00YCIIOBIEHO PaIlOHAIBHBIM HCIIOJIF30BAaHNEM TIperapara i SKOHOMHIECKON
LeNIeCO00Pa3HOCTHIO (MHHUMHU3AIMS MTOTEPh M (PMHAHCOBBIX 3aTPAT), & TAKKe TPEOOBAHUAM CAHUTAPHO-3ITHIEMHOJIOTHYECKOM
0€30I1TaCHOCTH, TaK Kak IPenapaT OTHOCUTCS K MOTEHIUATEHO TOKCHIHBIM BEIIECTBAM.

Ha ocnoBanun mynkrta 1 wactu 1 crarbu 64 3akoHa 0 KOHTpPaKTHOHN cucTteme B cdepe 3aKyrnok
JOKYMEHTAIUsi 00 HJIEKTPOHHOM AayKIMOHE Hapsly ¢ HMHpopMaiuel, yka3aHHOH B HW3BELICHUU O
MIPOBEJICHUHU TAaKOI'0 ayKIMOHA, JI0JKHA COJEp)KaTh, B TOM YKCJIE€ HAaUMEHOBAHHWE M ONKCaHUE OOBEKTa
3aKyIKH U YCIIOBHS KOHTPAKTa B COOTBETCTBUU €O cTaTbel 33 Hacrosiniero denepanbHOro 3ak0Ha, B TOM
yrciie 000CHOBaHUE HauyalbHOW (MaKCUMalbHOMN) IEHbI KOHTPAKTA.

B coorBercTBuu ¢ myHktoMm 1 wactu 1 crtathu 33 3akoHa O KOHTPAaKTHOW CUCTEME B cdepe
3aKyINOK B ONMMCAaHUM OOBEKTa 3aKYyNKH yKa3blBalOTCs (YyHKIHMOHAJIbHBIC, TEXHUYECKHE M KaueCTBEHHbIE
XapaKTePUCTHKH, 3KCIUTyaTallMOHHBIE XapaKTEPUCTUKH OO0beKTa 3aKkynku (mpu HeoOxomumoctu). B
onucaHue 0ObEKTa 3aKyNKH HE JOJDKHBI BKIIOYATHCS TPEOOBAHMSI MM YKa3aHUS B OTHOILICHUH TOBAPHBIX
3HAKOB, 3HAKOB OOCIyXHMBaHMs, (UPMEHHBIX HAMMEHOBAHMN, NATEHTOB, TMOJE3HBIX MOJeIeH,
MPOMBIIIJICHHBIX 00pa3l0B, HAUMEHOBAaHHE CTPaHbl MPOUCXOXKIECHHUS TOBapa, TPeOOBaHUS K TOBapawm,
uH(popmanuu, pabotaM, ycayraM IpH YCJIOBUHU, YTO Takue TPeOOBAHMS WJIM yKa3aHHS BJIEKYT 3a cOOOM
OrpaHUYEHHUE KOJHMYECTBA YYACTHMKOB 3aKylKHu. JlomyckaeTcss MCIONb30BaHHME B ONMUCAHUM OOBEKTa
3aKYyIKH yKa3aHHUsS Ha TOBAPHBIA 3HAK MPHU YCIOBUU COMPOBOXKIACHMS TAKOIO yKa3aHHUsS CIOBaMHU WM
SKBUBAJIEHT" JMOO MpH YCJIOBUM HECOBMECTHMMOCTH TOBApOB, HAa KOTOPBIX pa3MEIIAlOTCs ApYyrHe
TOBapHbIE 3HAKW, MU HEOOXOOUMOCTH OOecCHedeHHs B3aMMOJIECHCTBHS TaKMX TOBApOB C TOBapaMu,
UCMOJIb3yEMBbIMHU 3aKa3UMKOM, JTUOO MPH YCIOBUHU 3aKYIOK 3aIlaCHBIX YacTel U PaCXOAHBIX MaTepPHAaIOB K
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MalliHaM ¥ OOOpYJOBAaHUIO, HCHOJb3yEeMBbIM 3aKa34MKOM, B COOTBETCTBUHM C TEXHHUYECKOM
JOKyMEHTAIel Ha yKa3aHHbIE MALIMHBI U 000py10BaHUE.

Cornacno gactu 2 cratbu 33 3aKoHa 0 KOHTPAKTHOM cucTeMe B cepe 3aKyNoK, JOKYMEHTAIHs O
3aKylK€ B COOTBETCTBUM C TpPeOOBAaHMAMM, YKa3aHHbIMM B 4YacTH | HacToslled CTaTbH, IOJDKHA
COJIepKaTh I10KA3aTelNH, [103BOJISIIOIINE ONPEAEIUTh COOTBETCTBUE 3aKyIaEMbIX TOBapa, padOThI, yCIyru
YCTQHOBJICHHBIM 3aKa3uMKoM TpeOoBaHMsM. IIpm 3TOM yKa3bIBAalOTCS MaKCHUMaJlbHble U (WJIH)
MUHUMAaJIbHbIE 3HAUEHUS TaKUX II0Ka3aTejeil, a TakKe 3HAYEHHUs I10Ka3aTesei, KOTOpble HE MOIYT
U3MEHSATHCS.

B cwy wactu 3 crareu 33 3akoHa O KOHTPAKTHOW cHUCTeMe B cdepe 3aKyloK, HE JOMyCKaeTCs
BKJIIOYEHHE B JIOKYMEHTALMIO O 3aKyIKe (B TOM 4ucie B ¢popMe TpeOOBaHUHN K KauyecCTBY, TEXHUUYECKUM
XapaKTepUCTHKAM TOBapa, padOThl WM YCIYrH, TPeOOBaHUN K (YHKIMOHAIBHBIM XapaKTEPUCTHKAM
(mOTpeOUTENHCKUM CBOMCTBAM) TOBapa) TPEOOBAHUH K MPOM3BOIUTEINIO TOBApa, K YYaCTHUKY 3aKYIKH (B
TOM uuclie TpeOOBaHUS K KBaTM(PHUKAIMK YYAaCTHHMKA 3aKyINKH, BKJIIOYas HaAJIU4ME OMbITa paboTHI), a
TaKke TpeOOBaHMsI K [JEJIOBOM pelyTaluy Yy4YaCcTHHKA 3aKylKH, TpeOOBAaHUSA K HAJIUYUIO Yy HEro
MPOU3BOJICTBEHHBIX MOITHOCTEH, TEXHOJOTHUECKOT0 000pyIOBaHUSA, TPYIAOBBIX, (PMHAHCOBBIX U JPYIHX
pecypcoB, HEOOXOAMMBIX JJIsi INPOU3BOJACTBA TOBapa, IIOCTaBKAa KOTOPOrO SBISAETCS IPEIMETOM
KOHTpAKTa, JUIS BBIMOJHEHHUS pabOTHl WJIM OKa3aHUs YCIYTH, SBISIOIIMXCS MPEIMETOM KOHTpPAKTa, 3a
HCKJIIOYEHUEM CIIy4aeB, €CIM BO3MOXXHOCTb YCTAHOBJIEHUS TaKuX TpeOOBAaHMM K YyYaCTHHUKY 3aKyIKH
IpelycMOTpeHa HacTosmuM DerepaabHbIM 3aKOHOM.

CornacHo nmyHkTy 6 yactu 1 crarbu 33 3akoHa O KOHTPAKTHOM cucteMe B cdepe 3aKylok
JOKYMEHTAlMsl O 3aKylKe JOJDKHA COJEp)KaTh YKa3aHWE Ha MEXIyHApOJHblE HENaTEeHTOBAaHHBIC
HaMEHOBAHMS JIEKApPCTBEHHBIX CPEJACTB WJIM IMPH OTCYTCTBUM TaKUX HAMMEHOBAaHMH XMMUYECKHE,
IpYNIUPOBOYHBIE HAUMEHOBAHMSI, €CIIM OOBEKTOM 3aKyNKH SIBJISIOTCS JIEKAPCTBEHHbIE CpECTBA.
3aKa34uK MPpH OCYILECTBIECHUH 3aKYyIKU JEKapCTBEHHBIX CPEICTB, BXOAAIIMX B IIepeUeHb JIEKAPCTBEHHBIX
CPEICTB, 3aKylKa KOTOPBIX OCYILIECTBIISIETCS B COOTBETCTBUU C MX TOPIOBBIMM HAaWMEHOBAHUSIMH, a
TaKXe IPU OCYIIECTBICHNUHU 3aKyIKU JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C IIYHKTOM 7 4acTu 2
crarbu 83, myHKkTOoM 3 yactu 2 cratbu 83.1 Hacrosimero ®enepanbHOrO 3aKOHA BIPABE YKa3bIBaTh
TOProBbl€ HAaMMEHOBAHMs 3TUX JIEKAPCTBEHHBIX CPEACTB. YKa3aHHbI IlepeyeHb U HOPSI0K €ro
dbopmupoBanus yrBepxkaarorcs IIpaBurensctBom Poccuiickoit ®enepanuu. B ciydae, ecnmu 00beKTOM
3aKYIKHU SBJISIIOTCS JIEKAPCTBEHHBIE CPEACTBA, MPEIMETOM OJHOI'0 KOHTPAKTa (OIHOTO JIOTAa) HE MOTYT
ObITh  JIEKAPCTBEHHBbIE  CpPEACTBA C  PA3IMYHBIMU  MEXKIAYHAapOJHBIMH  HENaTeHTOBAaHHBIMU
HaUMEHOBaHMAMU WIM TPH OTCYTCTBHM TaKUX HAUMEHOBAHUH C XMMHYECKHMH, TPYHNIHPOBOYHBIMU
HAaUMEHOBAHMSIMM TIPU YCJIOBHMM, YTO HadajdbHas (MakcUMajbHas) I€HAa KOHTpakTa (IleHa JIoTa)
IIPEBBIIIACT MpeesbHOe 3HaueHue, ycraHoBiaeHHoe [IpaBurensctBom Poccuiickoit ®deneparum, a Takxke
JIEKapCTBEHHbIE CPEACTBA C MEXIYHApOJAHBIMU HEMATEHTOBAaHHBIMA HAaUMEHOBAHUAMHU (IIPU OTCYTCTBHUH
TaKUX HAUMEHOBaHMH C XUMHUYECKHUMH, TPYNIUPOBOYHBIMM HAUMEHOBAaHMSIMH) M TOPTrOBBIMHU
HauMeHoBaHUSIMU. [loJI0KEeHNs HACTOAIIEro MyHKTa HE MPUMEHSIOTCA MPHU ONPENEICHUH MOCTaBIIUKa
JIEKapCTBEHHBIX IMPENapaToB, ¢ KOTOPBIM 3aKIHOYAETCsl TOCY/IapCTBEHHBIH KOHTPAKT B COOTBETCTBUH CO
cratbeit 111.4 Hacrosiero denepaabHOTO 3aKOHA.

N3 cMbicna yka3aHHBIX HOpPM CJEIyeT, 4YTO 3aKa3uhK BIpaBe B HEOOXOJUMOH CTeleHU
JeTaM3UpOBaTh OOBEKT 3aKYIKH, ONpEAessis TaKue XapaKTepUCTUKU 3aKylaeMoro ToBapa, KOTOpbIE
OyZAyT UMETh CYLIECTBEHHOE 3HaYEHHE /IS MOCIIEAYIOIIEr0 UCII0JIb30BaHUs TOBapa.

B coorBercTtBHM ¢ uacThio 5 cratbu 33 3akOoHa O KOHTPAKTHOM cUCTeMe B cdepe 3aKyIoK,
[Tocranosnenuem IlpaBurensctBa PD ot 15.11.2017 N 1380 yTBep»aeHb OCOOCHHOCTH OMHMCAHUS
JIEKapCTBEHHBIX MPEnapaToB JUIsl MEIUIUHCKOTO NMPUMEHEHHS, SBISIOMIUXCSI OOBEKTOM 3aKyNKH JUIs
o0ecrieyeHns: TOCYAapCTBEHHBIX 1 MyHULIUTIATBHBIX HYX]I.

B coorBerctBuu ¢ yacteio 2 [loctanosnenus IlpasurensctBa PO ot 15 Hos6ps 2017 r. N 1380
"O06 O0COOCHHOCTSAX ONHMCAHUS JIGKAPCTBEHHBIX IpernapaTroB s MEIMIMHCKOTO IMPHUMEHEHHs,
SIBJIAIOIINXCS] 0OBEKTOM 3aKYIKH JUIsl 0O0ecriedeH s TOCYAapCTBEHHBIX U MyHUIIMIIAIBHBIX HYK]" (Hanee -
ITocranoBnenne N 1380) mpu onMcaHuu B JOKYMEHTAIMM O 3aKyINKE 3aKa34MKH MOMHUMO CBEJCHMH,
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MpeAyCMOTPEHHBIX MyHKTOM 6 udactu | crateu 33 denepanbHoro 3akoHa "O KOHTPAKTHOW CHUCTEME B
cdepe 3aKymnok TOBapoB, paboT, yciyr ajis o0ecredeHusl roCyAapCTBEHHBIX U MYHULIMNAIbHBIX HYXA',
YKa3bIBalOT:

a) JIeKapcTBEeHHYIO (GopMy Mpernapara, BKJIIOYas B TOM YHUCIE SKBHUBAJICHTHBIC JIEKAPCTBEHHBIC
(bopMBI, 32 HCKIIOYCHHEM OIMCAHUS JEKApCTBEHHOH (OPMBI U €€ XapaKTEePUCTHK, COJEpXKAIIUXCS B
MHCTPYKUHUSAX TI0 TPUMEHEHHIO JIEKapCTBEHHBIX IMIPEernapaToB M YKa3blBAIOIIUX HA KOHKPETHOIO
MIPOU3BOIUTENS (HaIpUMep, OMMCaHKe 1IBeTa, OPMBI, BKyca U 1p.);

0) IO3MPOBKY JIEKAPCTBEHHOTO IIpermapaTta C BO3MOXXHOCTBIO IIOCTaBKH JIEKAPCTBEHHOIO
mpernapara B KpaTHOM J03MPOBKE M JBOWHOM KOJHMYECTBE (HAampuMep, NpU 3aKynke TaOJeTKH C
no3upoBkoit 300 M B TOKYMEHTAIlUU O 3aKyIKe yka3biBaeTcs: 1 Tabmerka ¢ mo3upoBkoi 300 mr mmm 2
TabNeTKN ¢ 703upoBKOM 150 Mr), a Takke ¢ BO3MOXXKHOCTBIO MOCTAaBKM JIEKAPCTBEHHOTO Ipernapara B
HEKpPaTHBIX SKBUBAJICHTHBIX JO3MPOBKAX, IO3BOJISIIOIIMX JOCTHYh OJIMHAKOBOTO TEpPaneBTHYECKOIO
s dekra (Hanmpumep, QuakoHbl 2,5 Mr, Wik 3 MTr, Wik 3,5 Mr), JOMYCKAeTCsl YKa3aHWE KOHIICHTPAINH
JIEKapCTBEHHOT' 0 Ipernapara 0e3 yCTaHOBJICHUS KPaTHOCTH;

B) OCTATOYHBIA CPOK FOJTHOCTH JIEKAPCTBEHHOI'O IIpEapara, BbIpaXCHHBIN B €AMHUIIAX U3MEPEHUS
BpeMeHu (Harpumep, "He panee 1 sHBaps 2020 r." mam "He MeHee 12 MecsAIlEeB C AaThl 3aKIHOYCHUS
KOHTpakTa" u ap.).

[Ipoananu3upoBaB TEXHUYECKOE 3a/JaHHE JIOKYMEHTAllUU JIaHHOTO OJJIEKTPOHHOTO AayKIHOHA,
Komuccus ycraHoBuia, 4To 3aka3uukoM He HapymieH nyHKT 0) uyactu 2 Ilocranosimenuss N 1380,
BBIPA3HUBIIETOCS B BEIOOPE I03UPOBKH JIEKAPCTBEHHOTO Mpernapara.

W3 mnuCbMEHHBIX TOSACHEHUM 3aKa3yuKa CJeAyeT, YTO 3aKa3uMK YyKa3zal B ayKLHOHHOU
JOKYMEHTAIlMd UMEHHO T€ XapaKTePUCTHKH TOBapa, KOTOPbIE I HEr0 BaXKHBI M OTBEYAIOT €ro
NOTPeOHOCTSIM B HAWITYUIIeH CTETICHH.

Kpome Toro, B paMkKax paccCMOTpPEHHUS KaloObl 3aKa3uMKOM MPEJCTABICHBI 3asSBKU
onkosiorudyeckoro otaeneHuss ['bY3 BO Mypomckas ropoxackas OonpHunia NelHa nekapcTBEHHOE
o0ecrnieyeHre, MEAMIMHCKUMH CIEHUATNCTaMU OTJENEeHUs, T/I€ yKa3aHa HeoOxoauMmas JO3MpOBKa
mpernapara, a TaKKe MPEJCTaBICHbl KOMHH OOE3JIMYCHHBIX JIMCTOB Ha3HAUYCHWH COAEPIKAIIUXCS B
MEAUIIMHCKON JJOKYMEHTAIMH C Ha3HaYeHHeM Inpenapara Jonerakcern.

VYuuteiBas Beiensnoxennoe, Komuccust Bnagumupckoro YOAC Poccuu npuxouT K BBIBOIY O
TOM, UYTO MCXOJs M3 IeNiel U MOoTpeOHOCTel 3aKka3ynKa, B JCHCTBUAX 3aKa3yMKa HapylleHUs cTaThu 33
3aKoHa 0 KOHTPAKTHOM cucteme B cpepe 3aKynoK He ycMaTpUBaeTCsl.

Ha ocHOBaHMM M3J10KEHHOTO, PYKOBOJACTBYSCh 4acTaMu 8 crarbu 106, myHkToM 3 4yactero 15
craThu 99 3akoHa 0 KOHTpaKTHOU cucteme B cepe 3akynok, Komuccust Bnagumupckoro YOAC Poccun

PEIINJIA:

[Ipuznate xkanody OOO «/lparCepBuc» Ha nelcTBHS KOMUCCHH IPH MPOBEICHUH AJIEKTPOHHOIO
ayKIlMOHa Ha TOCTaBKy JekapcTBeHHoro mpemnapara (MHH: [ouerakcen) (Ne 3akynku
0128200000121007867)1m0 10BOIaM, H3JI0KEHHBIM B HEl, HEOOOCHOBAHHOIA.

Hacmoswee pewenue ecmynaem 6 3aKOHHYIO CUNLY C MOMEHMA €20 GbIHECEHUs U Modicem Oblmb
0024canoBano 6 cyoeoHoMm nopsioke 8 medenue mpex Mecayes ¢ MOMeHmMAa 8bIHeCEeHUsL.

[Ipencenarens Komuccun

Yneurn! Komuccun



