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YIPABJEHUE ®PEIEPAJILHON AHTUMOHOIIOJILHOM CJIYKBbI
IO KAJITMHUHI PAJICKOM OBJIACTH

PEIIIEHUE
31 uroas 2015 roma Ne KC-206/2015 r. Kaauaunarpag
Komucens  Vmpasnenus  ®@egepalbHOH — aHTHMOHOIIOIBLHOM CILy’kOBI ~ TIO

KanuuuHrpanckodl 06macTu Mo KOHTPOIO B cdepe 3aKyIoK (mamee - Komwuccus) B
COCTaBe:

Hpencenarens Komuccun: O.A. bob6posoit PYKOBOIMTELS
KaJII/IHI/IHl“pa,Z[CKOFO VOAC
Poccun;

yieHoB Komuccnn: IO K. BrictpoBoif CTapIIero TOCYIapCTBEHHOIO
v I/IHCHeKTopei’- OTAEIa KOHTPOJIA
OPraHoB  BJIACTH, B3aKyIOK U
peKIIaMBbl KanuuuHrpamackoro
YDAC Poccun;
JL.B. llleBuenko CTapIIEro CIENUaNcTa IMePBOro
paspsina oTHeINa KOHTPOJIS
OpraHoOB  BJAaCTH, 3aKyllOK U
PpEKIIaMbI Kamuaunrpanckoro
YDAC Poccuwn;

C yJacTHEM IIpeACTaBUTENEeH 3akazumka — @DemepalbHOTO IOCyJapCTBEHHOIO
OromKeTHOrO ydpeskaeHus «DerepaibHblil IEHTP BHICOKIX METHIMHCKIX TEXHOIOTHID
Munucrepersa 3npaBooxpanenns Poccuiickoit ®enepanun (r. Kamuamarpan) — MLA.
Annpeesoit (mo joeepenHoctH Ne 86/15 or 31.07.2015), B.C. PxaBunoit (1o
noseperHoctr Ne 86/15 ot 31.07.2015), M.W. Tlatnait (o mosepernoctu Ne 85/15 ot
31.07.2015); B orcyTcTBHE IpeacTaButeneii sassurens — OO0 «CaTuKomy,

pacemotpeB kanmody OOO «CaTuKom» (manee — 3astBuTenn) Ha efcTBUS 3aKa3dMKa -
DeniepallbHOrO  rOCYIAapCTBEHHOIO OFOIDKETHOTO yupeskieHus «DemepanbHblii IEHTp
BBICOKMX MENUIUHCKUX TEXHOJOIrui» MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoil
Oenepann (r. Kammammrpan) (mazee — 3akasuuk) Mpe NPOBENEHHM SIEKTPOHHOTO
ayknuona (mspemenme Ne 0335100015615000125) Ha mocTaBKy —KOHTPACTHBIX
IpenaparoB Ui HyXJ (enepaabHOro IoCylapcTBEHHOTO OFOKETHOTO YUPEexkKIEeHHUs
«ODenepallbHbIA  IIEHTP  BBICOKMX  MENHIMHCKAX  TEXHOJOrHit» MHUHHCTEpCTBA
3apaBooxpanenust Poccutickoit @enepanuu (r. Kanmuunarpan) (nanee — AyknpoH), ¥ B
pe3yJibTaTe BHEIUIAHOBOM IIPOBEPKHU, IIPOBENEHHOM B COOTBETCTBHH C YACTBIO 15 cTaThu
99 DenepanbHoro 3axosa o 05.04.2013 Ne 44-®3 «O KOHTPAKTHO CHCTEME B chepe
3aKyIIOK TOBapOB, paboT, YCIyT [l O0ecTedeHus TOCYNapCTBEHHEIX M MyHHUIHUIAIbHBIX
HyX1» (Hanee — 3aKOH 0 KOHTPAaKTHOM CHCTeMe),



YCTAHOBHMJIA:

B Vupapnenune ®enepanbHoil aHTHMOHOMOMbHOM ciyx0pl 1o Kamuaunrpamckoit
obmacti 27.07.2015 moctynmina sxanoba 3agBHTeNs Ha ACUCTBUsA 3aKa3yWKa IpH
IIPOBENECHUH AYKITHOHA. ’

B o6ocHOBanue cBoeil KAT06bI 3aIBHTEND MPUBEJI CJEAYIONIHE JOBOAbI

ITapameTp «0CMOIAPHOCTEY (a He OCMOJIATIBHOCTD, KaK yKa3zaHo B T3) oTHocHTCS K
(H3UKO-XMMHYECKUM  CBOMCTBAM,  KOTOpEIE IO NEHCTBYIOITIM ~ IpaBuiam
PCTHCTpAlii IPCIIApaToB y)XKe He NPOIKCHIBAIOTCA B HHCTPYKIHE IO IIPHMEHEHHIO
Tpelrapara, a CONepKaTcs TONbKO B HOPMATUBHON OKYMEHTALH TI0 TIPEIIapary.

COOTBETCTBEHHO IIONIYYHUTEH JOCTYN K OTHM apamMeTpaM B OTKPBITOM IOCTYIIE
u3 I'PJIC meBosmoxHo. Ha cerommsummuii ness 3apEeTUCTPUPOBAHBI TOJILKO 2
TOProBBRIX HAaMMEHOBaHUS B Poccuifckoit @eneparmu: «Buzumary np-Ba Jlxul Xoanckea
/ Upnaumuas u «Momukcanomn np-Ba Hosanex ®@apmackrotuxanc ITst. JItn / Uaus.

ITepBeIii npemapar 3apeructpupoBas B 2009 TOAY U COAEPXKMUT IIyHKT «(DHU3UKO-
XUMUYECKHE CBOMCTBAY B MHCTPYKIIUH 110 IPUMEHEHHIO.

Bropo#t mpemapar 3aperucrpupoBan B 2014 rogy (02.04.2014) mo HOBBIM
npaunaM (1. 16, cr. 18 ®enepamsnoro 3axona or 12.04.2010 Ne 61-®3 «OG
OOpallleHUH JIeKApCTBEHHBIX CPEICTBY) W YK€ HE CONEPKHUT IIyHKTa «()U3UKO-
XAMHYECKUAE CBOMCTBA» B MHCTPYKITHH 110 IIPUMEHECHHIO.

3asBUTENb CUATAET, UTO BKIIOUECHHUE B AyKIUOHHYIO JOKYMEHTAIUIO TpeOOBaHUH 0

«OCMOJIIPHOCTHY»  OTPAHMYMIO KOHKYDEHITHIO —IIPH pasMEIeHuy aHHOTO 3aKasa
(TIOCKOJIBKY TaKHe IOJI0KEHUS eCTh TOJNBKO B Wuctpyknum K mpenapary Busmmax, B
BUJIC YKa3aHWUH Ha OCMOJIAPHOCTH IPENapara), a TAkKe SIBJISETCS He3aKOHHEIM B CBETe
TpeboBanuii Munsnpasa P® K cocraBieHHIO WucTpykmuit 1m0 MequuuHCKOMY
NPUMCHEHHIO TIpenapaToB (cM. «IloaroToBka TekcTa MHCTPYKIHH IO MEIULITHCKOMY
[IPUMEHEHHIO JIGKAPCTBEHHOTO —Ipenaparta. MeTonudeckue peKoMeHmarmum» (YTB.
Pocsapasranzopom. 07.12.2009) u mucemo Munsapasconpaszsurus or 05.08.2010 Ne
04-18567/10, B cBa3m co BerymienweMm, B cuty ®3 or 12.04.2010 Ne 61-®3 «O6
oOpalleHny JIEKapCTBEHHBIX CPEJICTBY O TOM, UTO BCe paHee U3/JaHHBIE METOIUYECKHE
PeKOMEHNalUK 10 (QOPMHPOBAHHIO TEKCTA HHCTPYKLHH  TIO MEIULTHCKOMY
[IPUMEHCHHIO  JICKADCTBEHHBIX ~CPEICTB MOLYT HCIONB30BaThCi B YacTH, He
IPOTHBOPeYaIel TpeOoBaHIAM ykazaHHOro MDeneparbHOro 3aK0oHa).
XapaKkTepucTHKa «IOJDKEH HAMETh IOATBEPIKACHHYIO Huctpyxnmeit
BO3MOKHOCTB BBIIIOJIHCHUS HCCIIEIOBAHUN C KOHTPACTHPOBAHMEM Y IOKHJIBIX
NATMIEHTOB 063 KOPPEKTHPOBKM JO3ED), TAKKE HMEETCS TOJBKO y Ipemnapara
«Buzmmaxy. Ipenapar Momukcarnorn npoussozcts Hoparex ®apMachIOTHKAT HE UMEET
yKasaHuil B MHCTPYKIMU HA OrPaHMYCHHE AO3BI Y IOXKHIBIX IAIMEHTOB, HMEETCH
I'paZalivsg II0 JTO3UPOBAHMIO TOJBKO «IETH-B3POCIBIE», CIEAOBATEIHHO H3MEHEHUS
PEKHUMa TO3UPOBAHUS Y TIOKMIIBIX ITAIIAEHTOB HE TPEOYIOTCA.

Takum o6pasoM, o MHeHHIO 3asBHTeNs, 3aKa3urKk HeoOOCHOBAHHO OTPaHUYHIT
1HCIIO YyUACTHUKOB 3aKyNKH, TeM CaMbIM Hapymas TpeOOBaHUS aHTHMOHOIOILHOIO
3aKOHOZATENbCTBA U 3aKOHOJATENbCTBA O KOHTPAKTHOH CHCTEME.

Cormacao cr. 61 3akoHa «OO6 oOpalleHH: JeKapCTBEHHEIX CPELCTBY
aHaOTMIHBIMH JICKAPCTBEHHBIMU HPETIAPATAMHE SBIIAFOTCA JIEKapCTBEHHBIE IIPETIAPaTHI C
omuHaKoBbiMu MHU, ORMHAKOBEIMM JIEKApPCTBEHHBIME (OPMAMH M OJMHAKOBEIMI
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no3upoBkamu. Clie[0BaTeNbHO, JIeKapCTBEHHBIE [Ipernaparsl ¢ oguHakoBeiMu MHH,
ONMHAKOBBIMH JICKAPCTBEHHBIMU (POPMaMH, ONUHAKOBBIME JIO3MPOBKAMH M Pa3HBEIMU
TOPTOBBIMA  HAMMEHOBAHUSMU CIIE[yeT OTHOCHTh K aHAJOTMYHBIM JIEKAPCTBEHHBIM
Iperaparam.

B cootBercTBHM ¢ mynkTOM 16 craThm 4 3akoHa 06 o0palieHnn JTeKapCcTBEHHbIX
cpeacte  mox MHH — JeKapcTBEHHOTO —CpefcTBa MOHHMMAETCS — HAWNMEHOBAHIIE
(bapManeBTHIeCKO}l  CyGCTAaHIMM, —PEeKOMEHIOBAHHOE BeemupHoit  opranmzarmeii
3npaBooxpanerus (BO3).

Cormacao mnomoxenwsm BO3 mom MHH HOHHMArOTCS (apmarieBTHYECKHE
CyOCTaHIMH MM aKTUBHBIE (hapMaleBTUUECKUe VHTPEIMEHTHI, UMEFOINHe YHUKATbHBIE
OOIIeNpU3HAHHbIE  HAaUMEHOBAHUS. Ilockomeky ~ MHH  oTpakaer  cBoiicTsa
(apmaneBTHYECKOM CyOCTaHIINH Ml aKTUBHOTO apmanesTIUECKOrO HHIPEIUEHTA, BCE
JICKApCTBEHHBIC  CPENCTBA, HMMeIomMe  oxumHakooe MHH, 1momkHBEI  GBITH
SKBUBAJICHTHLIMH. '

B cBsa3u ¢ Tem, 4To (hapMmarieBTHUECKHE CBONCTBA JIEKapCTBEHHOIO Iperapara
ABIIAOTCA €10 KaUECTBCHHBIMU XapaKTePUCTHKAMHU U OIPENEIIIOT BEIGOp HOTPeOUTENs,
aHanmormiele no MHH, sexkapctsenHoi#f dopme u  mo3mpoBke JIEKapCTBEHHBIE
TIPEIapaThl CIIEyeT OTHOCHTD K B3aMMO3aMEHEMBIM JIEKapCTBEHHBIM IIPeIIapaTaMm.

B coorBercTBHM ¢ wuacTeio 2 craThM 8 3aKkoHa O KOHTPAKTHOM CHCTeMe
KOHKYPEHIMA TIpU OCYIIECTBICHAN 3aKyIIOK MOJDKHA OBITH OCHOBAaHA Ha COGIIONECHHN
IPUHIMIIA JOOPOCOBECTHOM LIEHOBOW M HEIEHOBOM KOHKYPEHIIMHA MEXIY YYaCTHUKAMU
3aKYIOK B EJIAX BBIABICHIS JYHIIMX YCIOBUM MOCTABOK TOBApOB, BBITIOTHEHHS Pador,
OKa3aHWsA YCNIYT. 3alpeliaeTcs COBEpIIEHHE 3aKa3uHKaMu, CHELMaIU3APOBAHHBIMM
OpraHM3alMAME, HX JOJDKHOCTHEIMM JIALAME, KOMECCHSIMH IO OCYIIECTBIICHHIO
3aKYIIOK, WICHAMHU TaKUX KOMUCCHH, yIaCTHUKAMU 3aKyIIOK JFOOBIX NeHCTBH, KOTOpEIE
IPOTHBOPEYAT TpeOOBaHUAM HacTosAImero @elepalbHOrO0 3aKOHA, B TOM UHCIE
UPUBOMT K OrpaHMYCHUIO KOHKYPEHIMM, B YaCTHOCTH, K HEOGOCHOBAHHOMY
OTPAHIYCHHIO YHCIIA YIACTHHKOB 3aKyTIOK.

Crarbe#l 33 3akoHa O KOHTPAaKTHOM CHCTEMe ONpEeleIeHbl MPaBUIa OMMCAHUS
o0BeKTa 3aKkynkH. Tak, corjacHo nyHKTy | gactu 1 cratem 33 3akoHa 0 KOHTPaKTHOM
CHCTEME ONMCaHUE OOBEKTa 3aKYIKH IOJDKHO HOCHUTH OOBEKTHUBHEIM xapakrep. B
ONMCAHMM OOBEKTA 3aKYNKH YKasblBAIOTCS (DYHKIHOHAIBHEIE, TEXHUUCCKHE W
Ka4CCTBCHHbIC XapaKTePUCTHKH, SKCIUTyaTallHOHHBIE XapaKTEPUCTUKA 00BEKTa 3aKyIIKH
(mpu  HeoOxomuMmocTH). B ommcanme o6hekTa 3aKyIKM HE JOJDKHBI BKJIIOYATHCS
TPEOOBAHMS WM YKA3aHWS B OTHOLICHWH TOBAPHBIX 3HAKOB, 3HAKOB 00CITy )KMBaHUA,
(DMPMEHHBIX HAUMEHOBAHH, . TATEHTOB, MOJE3HBIX MOZEIEH, IPOMBIIIIEHHEIX
o0pasloB, HAMMEHOBAaHHE MECTa IPOHCXOKIEHHU TOBapa WJIA HauMEHOBaHHE
TIIPOU3BOMTENS, 4 TAKKe TPEOOBAHUS K TOBapaM, HH(GOpMaIHH, paboTaM, ycIyraM IpH
YCIIOBHH, YTO TaKHMe TpeOOBaHHA BIEKYT 3a  COOOM OrpaHWYeHHe KOJIMYECTBA
YUaCTHHKOB 3aKyIIKH, 33 MCKIIIOYEHHEM CIIyYaeB, €Clli He MMEETCs JPYroro crocoba,
00eCIeyrBaroIIero 6ojee TOYHOE U 9€TKOE OMMUCAHUE X&apaKTEPUCTUK 0OBEKTa 3aKyIIKH.

Ilpu sToM cormacHo myrkTaM 1 m 2 gacty 1 crathu 64 3akoHa o KOHTPAKTHOM
CHCTEME HE JIOITyCKACTCsl YCTaHOBNICHNE TPeOOBAHMUM, BISKYIIHX 3a cO00 orpaHHdeHre
KOJIMIeCTBa yIaCTHUKOE TAKOIO AYKLUHOHA WM OIPaHHYEHHE JOCTyHa K yYacTHIO B
TakoM aykmuone. Cr. 17 @3 Ne 135-®3 «O 3amure KOHKYPEHIIUW» 3alperaer
JCHCTBHSA, KOTOPbIC NPUBOIAT MM MOLYT NPUBECTH K HEIOIYIIEHHUIO, OrpaHUYEHUIO
WK YCTPaHEHHUIO KOHKYPEHIIHH.



Kpome Toro, cormacHo ITucemy ®AC or 09.06.2015T. Ne AK/28644/15 «O
pPacCMOTpPEHHMN OOpaIeHHs» O Pa3biCHEHHU O Knaccuduranuy GopM M Crnoco6oB
IPUMEHEHHS JICKAPCTBEHHBIX ~IIPENAapaToB Jii HCIONb30BaHUA B paboTe MpH
OCYMICCTBICHUM 3aKyIIOK JICKAPCTBEHHBIX IIPEIapaToB... CPeAd HamOolee TUIMYHBIX
IIPUMEPOB  OTPaHMYEHMA KOJIMYECTBA YYACTHHKOB 3aKyIIKH SIBJSETCA YKa3aHHE B
AOKyMCHTAIlMW  3aKyNKM  TCpPalNeBTUYECKM  HE  3HAYMMBIX  XapaKTepPUCTHK,
COOTBETCTBYFOIIMX ~ KOHKPETHBIM  TOPTOBBIM  HAMMEHOBAHWSM  JIEKAPCTBEHHBIX
IIpenaparos.

3asBUTENb CUMTAET, YTO TaKHe TPeOOBAHMA KaK «OCMOJAPHOCTDY U OTCYTCTBHUE
OrPaHUYCHMS II0 NO3MPOBAHUIO TIPU IPOBENEHHMH KOHTPACTUPOBAHMA Yy MOKUIIBIX
TMAIMEHTOB (OTpa)keHHble B VIHCTpYKIMH TONbKO mpemapara «BH3HIaK») SBISOTCS
OrpaHUYCHUEM KOJIMYECTBA YYaCTHUKOB 3aKYIKH, ITOCKONBKY COOTBETCTBYIOT TOJBKO
KOHKPETHOMY TOPTOBOMY HaUMEHOBAHHMIO Ipelapara.

B Ilpoexte KoHTpaKkTa HMEIOTCS MONOKEHHs, HAPYIIAIONINE 3aKOHONATENbCTBO
Poccuiickoii ®enepanyy, myHKT 9.2 KOHTpaKkTa COEp:KUT yKa3aHWE Ha CPOKU I'OJTHOCTH
Ipernapara, BBIpaKEHHBIE B MpONeHTaX, 9To cornacHo muckMa DAC Poccum ot
26.08.2014 Ne 'AK/34487/14 = «O  pa3pACHEHHH BOIIPOCOB  YCTAHOBIIEHHA
TOCYNapCTBEHHBIMM U MYHHULUNAIbHBIMA 3aKa39UKaMH B JTOKYMEHTAIMH O 3aKyIKax
OCTaTOYHOTO CPOKa IOAHOCTH JIEKAPCTBEHHBIX IPENAPATOBY SBIISIETCSA HEMOILYCTUMBIM U
OrpaHUYMUBAECT KOHKYPEHITHIO:

IL. 9.2. Ilpoekra KonTpakra: «IIoCTAaBINMK HACTOSITAM TapaHTUPYET, YTO HA
MOMEHT TIOCTaBKH TOBapa IO YCIOBHAM J[0roBopa MUHHMAaJbHBIH OCTATOYHBIA CPOK
TOZHOCTH TOBapa COCTABUT:

- Ha TOBap CO CPOKOM Ir'OJHOCTH 110 1 rona - He Menee 70%;

- Ha TOBap CO CPOKOM IromHOCTH Oojee 1 roma, Ho MeHee 2 eT — He MeHee 60%;

- Ha TOBap CO CPOKOM, TOJHOCTH 2 roja u 6ojee - He MeHee 50%.»

VuuThIBas - M3IOKEHHOE, [0 MHEHHWIO 3asdBHTENs, B MACHCTBUSX 3aKa3uuka
conepiKaTcs HapyIleHus TpeboBanuii crartei 8, 33, 64 3akoHa 0 KOHTPaKTHOH CHCTEMe,
BBIPA3HBIIMECS HECOOMONEHHH [IPABHII OIMCAHUSA OOBEKTA 3aKYIKH, YCTAHOBJIEHHBIX
JICHCTBYIOIIMM 3aKOHO/IATEIHCTBOM O KOHTPAKTHOM CHCTEME B C)epe 3aKyIOK TOBAPOB,
paboT, yeiyr mys obeceueHns roCy JapCTBEHHBIX ¥ MyHUIUIAIBHEIX HYXKI.

3aka3zunkKom AaHbI CJIEAYIOIIHE MOSACHEHUS 0 CYyTH JKAJI00bI 3asiBUTEIA

3aKa34rK, 03HAaKOMUBIIHCE C JKano00il 3asgBUTEN, CUUTAET ee HEOOOCHOBAHHOM 110
CJIEYIOIIM OCHOBAHHSM.

3asgBUTENb CUUTAET, YTO BKIIOYEHHE B ayKIHOHHYIO TOKYMEHTAIHIO TPeGOBAHMIA
00 «OCMOJANBHOCTHY (TEPMHH MWCIONB30BAaH 3aKa3dUKOM BEPHO; OCMOJUIBHOCTE
IIPENCTABIIIET  COOOM XapaKTEPUCTHKY, —OTPAKAIOM(YI0  OOLIYI0  KOHIEHTPALMIO
PacTBOPEHHBIX YaCTHI[ B 1 KI' BOJBI) OTPaHHYHUIIO KOHKypeHumo npn IIPOBENIEHUHN
IIPOLIEYPEI ONPEAEICHHUS ITOCTABIIHKA.

CormacHo 1. 6 4. 1 cr. 33 3akOoHa O KOHTPAKTHOW CHCTeMe JOKYyMEHTALHS O
3aKyIIK€ JOJDKHA COAepXKarTh YKa3aHHe Ha MEXIyHApOJHLIE HelaTeHTOBaHHbIE
HANMEHOBAHUA JIEKAPCTBEHHEIX CPEJICTB (manee - «MHH») wnv pu OTCYTCTBMM TaKHX
HAMMEHOBAaHUM XHMMHYECKHe, TPYIIUPOBOYHbIE HAUMEHOBAHHUS, €CIH OOBEKTOM
3aKYIIKH SIBJIAIOTCS JIEKAPCTBEHHBIE CPENICTRA.

Cormacuo 1. 1 4. 1 cr. 33 3akoHa O KOHTPakKTHON CHCTEME OIMCAaHHe 0OBEKTA
3aKyIKHU JIOJDKHO HOCUTh OOBEKTHBHBIM XapakTep. B ommcanud 00BeKTa 3aKyIKH
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YKa3bIBAIOTCA  (yHKIUOHAIIBHBIE, TEXHHUUYECKHE KAUECTBEHHBIE XapaKTEPUCTUKH,
SKCILTyaTalMOHHBIE XapaKTEPUCTUKU 00BEKTa 3aKyTIKH (TIPH HEOOXOIIMOCTH).

Taxum o6pasom, NaHHBIE IMYHKTH OOSA3BIBAIOT 3aKA3UMKA ykaseiBate MHH 1ipu
3aKyIIKe JICKapCTBEHHBIX IIPEIIApaTOB, HO HHMKAaKAM 00pa3oM He OrpaHMYHBAIOT
BOSMOXXHOCTb ~ yKasbIBaTh  TPeOOBaHMSA K  XapakTEepUCTUKaM  3aKyIaeMOro
JICKapCTBEHHOIO INpeIapaTa, €cly HAIWYME TAKUX XAPaKTEPHCTUK y 3aKyllaeMOro
Ipenapara HEOOXOMUMO JUIL TOro, 4To0bl OOBEKT 3aKYIKH IIOJMHOCTHEO OTBEUA
noTpebHoCTAM 3akazurka (cT. 13 3aKkoHa 0 KOHTPaKTHOI CHUCTEME).

YkazaHHas 3aKynKa (00BEKT 3aKyIIKH - PEHTTeHOKOHTPACTHOE CPEJCTBO) SIBIIIETCS
ONHOH M3 psfia 3aKyNOK PEHTIeHOKOHTPACTHBIX CPEICTB M Hyxn OIBY «@LBMT»
Munznpasa Poccuu (r. Kamunuarpan), o6ycnoeiena KOHKPETHBIMU ~ HY’KJIaMHU
3akasunka - obecredeHHe MaKCUMAaIbHOW 3((GEKTUBHOCTH OKA3aHUS SKCTpEHHOU
ME/IMIMHCKOR IIOMOINK - JIEYEHHS OCTPOrO KOPOHAPHOIO CHHIPOMA («uHbapKTa
MHOKapza»). Heobxoamumoe K 3aKyInke peHTIeHOKOHTCPACTHOE CPEICTBO JIOMKHO OBITH
MaKCHMaJIbHO O€30IIaCHBIM I TamueHTa (OCHOBHOM KOHTHHIEHT IAIMeHTOB IO
OCTPOMY KOPOHAPHOMY CHHAPOMY - IIAIMEHTHI IOXKHIIOTO BO3PACTA).

B TexHWYecKOM 3ajaHMM 3aKa3uMKa yKa3aHO TPeGOBAHHME K OCMOINAIBHOCTH
npenapara (OCMOJAIBLHOCTE pactBopa 0,29 OcM/KT BOJIBI), UTO SIBISETCS CYILIECTBEHHOH
XapaKTEPUCTUKOM PEHTICHOKOHTPACTHOIO CPENCTBA, HMMEIOMEeH NpPAMYIO CBS3b ¢
0e30MacHOCTEIO IperapaTa - YeM OCMOJIAIBHOCTD OIIDKE K IIa3Me KpOBHU, TEM MEHee
BBID@KCHEl  [I00OYHBIE 3(QEKTHI PEHITEHOKOHTPACTHOTO CPEICTBA.  YUHTHIBas
YKa3aHHYIO HHU3KYIO OCMOJIANBHOCTB, IPENapar 3asBIAeTCSA UL OKa3aHHs 3KCTPEHHOI
ME/IMIMHCKOH TIOMOIIM U 0GCIEN0BaH}s MAIMEHTOB B OCHOBHOM MOKMJIOTO BO3PACTa,
CTpajaroliiX COIYTCIBYIOIMME 3a0O0JeBaHUAME, KOTOPBIE OTHOCATCS K TIpyIIIe
IIOBBILIEHHOTO PUCKa 10 Pa3BUTHIO HEXKeNIaTEIbHEIX SBJICHUMH.

Taxum obpasom, ycTaHOBHB TpeboBaHHE 06 OCMOJSUIBHOCTH IIpeNapaTa, 3aKasunk
OPUEHTHUPOBAJICS HA COOCTBEHHBIE HYXHbI (3()(GEKTHBHOCTF ¥ MaKCHMAajbHas
0€30IaCHOCTh TIpenaparta), omucan OOBEKT 3aKyINKH B IODPSIKE M B COOTBETCTBHU C
TpeOOBaHMAMH CT. 33 3aKOHA O KOHTPaKTHOM CHCTeMe.

Taxxe 3asgBurens cumraer, uro 3axa3umK HEOOOCHOBAHHO — OTPAHUYMII
YHCIIO YYACTHHKOB 3aKyIIKH, YKa3aB XapaKTePUCTHKY «IOJDKEH UMETh IIOITBEPKIEHHYIO
MHCTpYKIMeH BO3MOXXHOCTH BBINONHEHHS. HCCIENOBaHHUH C KOHTPACTUPOBAHUEM Y
TIOKMIIBIX MAIIMEHTOB 0€3 KOPPEKTUPOBKU JO3BD» M TEM CaMBIM HApYIIMI TPeGOBAHIS
AHTUMOHOIIOJIEHOI'O 3aKOHOIATeNbCTBA U 3aKOHOJaTeIbCTBA O KOHTPAKTHOH CHCTEME.

Kak oTMe9asnocs Bbime 3aKasurK, Ipy (popMupOBaHUM TOTPEGHOCTH B IIpeHapare ¢
MHH «Monukcanom (cr. 13 3akoHa O KOHTPAKTHOM CHCTEMe), CBSI3aHHOH ¢
HCIIONIb30BAHUEM ~ PEHTI€HOKOHTPACTHOIO  CPEJCTBA B  CBOEHW  IPaKTHYECKOMl
ACATEIIBHOCTH, yCTaHOBMIIO yKa3aHHOE TpeOOBaHME IIPU ONHCAHUU OOBEKTa 3aKyNKH B
CBA3UM C¢ TeM, 4ro mpemapar ¢ MHH «Momukcanony 3akasduxa UCIIONB3YETCS B
OCHOBHOM (0Kkoi0 90%) JUIi BBeIEHHS HAlEHTaM IOKHIOTO BO3DACTA, IpoLexypa
KOHTPacTUpOBAHUA KOTOPBIX aCCOLMUPOBAHA C BLICOKUM Kap.IHO-PEHAIBHBIM PHCKOM.

Taxum oOpasom, ycTaHOBHB maHHOe TpeOOBaHHE, 3aKa3uWK HE CUUTaeT ceOd
HapyIIUBINAM TPABHjIa ONMCAHUSI 00BEKTa 3aKyIIKH.

B cuny TpeGoBanmii crareu 33 um cratem 64 3aKoHa O KOHTPAaKTHOU CHCTEME
OIHCaHHEe OOBEKTA 3aKyNKH JODKHO HOCHTH OOGBEKTHBHBIH xapakrtep. B omnucanum
00beKTa 3aKyIKH yKas3bIBAIOTCS (DYHKIMOHANBHbIC, TEXHAYECKHE ¥ KAUeCTBCHHbIE
XapaKTePUCTUKH, OKCIUTyaTallHOHHbBIC XapaKTePUCTHKH OOBEKTa 3aKylkd (IpH
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HEOOXONMMOCTH) M HHBIE IIOKAa3aTeld, CBA3aHHBIE C OIpPENCICHHEM COOTBETCTBHS
IIOCTABJIIEMOTr'0 TOBapa MOTPEOHOCTIM 3aKa3yuKa.

Takum oOpasom, 3akasduk BIpaBe BKIIOYHTH B JOKYMEHTAIIMIO TEXHUYECKHE H
(yHKIMOHATEHBIE XapaKTEPUCTUKA TOBApOB, KOTOPhIE OTBEYAIOT €ro IOTPEOHOCTSIM,
TPeOOBAHKAM TOPSAIKA OKA3aHMS BBHICOKOTEXHONOTHYHON MEIMIMHCKON ITOMOITH IO
NpOQUITI0  MEIUIHHCKON — JESTENbHOCTH — 3aKasuhKa -  BEICOKOTEXHOJIOTMUHAS
MEUIUHCKAs MOMOIIB 10 IPO(HUITIO «CePASIHOCOCY UCTAs XUPYPIHSD».

B coorserctBum co cr. 8 Koucrurymumum PP B Poccuiickoit Denepanun
TapaHTUPYIOTCSA €IUHCTBO SKOHOMHYECKOIO IIPOCTPAHCTBA, CBOOOJHOE HepeMelcHUe
TOBapoOB, yCIYr X ()MHAHCOBBIX CPEICTB, IIOJUIEPKKA KOHKYPEHIMH, CBOGOJA
OKOHOMHUYECKOH JIeATEPHOCTH. YYacTHHKAMH 3aKyIIKH MOTYT BBICTYIATh JIFOOBIE
IOpUIMIECKHe WM PU3UYECKHE JIMIA, @ TaK JKe HHAMBUTyaTbHBIE IIpe/IIpHHIMATENH (B
TOM HHCJIE HE SIBIIOIIMECS IIPOM3BOIMUTENAME TpeOyeMOro K IOCTaBKe TOBapa),
HMEIOIINE BO3MOXKHOCTh IIOCTaBUTh TOBAp, OTBEYAIOMINI TPeOOBAHUAM JOKYMEHTAIUH
00 ayKIHOHE B NIEKTPOHHOM (GOpMe ¥ yTOBIETBOPSIONMIA HOTPeGHOCTAM 3aKA39HKA (.
4 c1. 3 3aKOHa 0 KOHTPAKTHOM CUCTeMe).

3aABUTENb CIUTACT, YTO B IIPOEKTE JOrOBOpa UMEFOTCS TOJOMKEHH)S, HapyIIAloIe
3aKOHOZATeNLCTBO Poceuniickoit Denepaltuyt 1 OrpaHUIUBAIOIIME KOHKYPEHIIMIO, ITyHKT
9.2 mpoekTa MOrOBOpa CONEPIKUT yKAa3aHHE HA CPOKH TOMHOCTH Ipernapara,
BBIPQKEHHBIC B IIPOIEHTaX. 3adBUTENb OOOCHOBBIBAET CBOIO IO3UIMIO, CCHUIASCH HA
HEJIOIyCTUMOCTE  yCTaHOBJICHUSI CPOKOB TOQHOCTH IIpeapaTa B IIPOLEHTaX B
COOTBETCTBMU C IOJI0xkKeHUAMU IluceMa DenepanbHON aHTUMOHOIOIEHONH CIyKOBI OT
26 asrycra 2014 1. No AK/34487/14 «O pa3wacHeHuH BOIIPOCOB YCTaHOBJICHHS
TOCYTapCTBEHHBIMHA M MYHUIUNATbHBIMKA 3aKa3uhKaM{ B JOKYMEHTAIMH O 3aKyIIKax
OCTAaTOYHOTO CPOKA FOTHOCTH JICKAPCTBEHHBIX IIpEapaToBy.

OQenepallbHBIM ~ 3aKOHOM 0T  12.04.2010 Ne 61-®3 «O6 o6pamenun
JICKapCTBEHHBIX CPEJICTB» B CTAaThe 4 MAIOTCs ONpENENIeHHs KauecTBa JIEKapCTBEHHOTO
CpeAcTBa - COOTBETCTBUE JICKAPCTBEHHOIO CpENCTBA TPeOOBaHUSIM (hapMaKoNeHHOM
CTaThd JHOO B Cllydae ee OTCYTCTBHS M HOPMATHBHOH JOKYMEHTAl[Ud WM
HOPMATUBHOI'O JOKyMeHTa (IyHKT 22); HeI0OpOKaIeCTBEHHOE JIEKAPCTBEHHOE CPENCTBO
- JICKAPCTBEHHOE CPENICTBO, HE COOTBETCTBYIOIIEE TPEOOBaHMAM (hapMaKONeHHON CTaThH
b0 B Cllydae ee OTCYTCTBHS TpeGOBAaHHAM HOPMATHBHON OKYyMEHTAIMH WK
HOPMAaTHUBHOI'O JOKyMeHTa (ITyHKT 38).

1lo MHeHMIO 3aKa3ymKa, ¢ YUeTOM H3JI0XKEHHOTO CIIEYET, YTO 3aKOHOIATENHCTBO
HE CBA3BIBACT TO MM HHOE 3HAYEHHME OCTaTOYHOIO CPOKa TOMHOCTH C KpPHUTEPHEM
KaueCTBEHHOCTH TOBapa (T.e. C XapaKTepHCTHKAMH TOBAPA, UMEIOIIUMH CYIIECTBEHHOE
3HAaYCHME JUIA OmMCaHusd O00bekTa 3aKynku). OCTarouHbli CpPOK TOXHOCTH
JIEKapCTBEHHOTO CPE/ICTBA, SIBILSISICH, IIAPAMETPOM CPOKa: IIOTPEOIIEHNS TOBApa, HE MOKET
CUHUTAThCS XapaKTEPUCTUKOM KauecTBa mpemnapara.

YKa3aHHe B IIPOEKTe KOHTPAKTa MH(POPMAIK 00 OCTATOYHOM CPOKE FOJHOCTH
Ipy TIEpefade IIOCTABILIEMOI0 ToBapa (IO y)Ke 3aKIIOUeHHOMY B mopsnke 44-®3
KOHTPAKTY) He BJIMAET HA KPUTEPUH OTOGOpA YYACTHUKOB 3aKyIKH M HE OrPAHAYMBAET
KOJTMYECTBO YJACTHUKOB 3aKYIIKH Ha MOMEHT IPOIEAYpPhI OIpENENeHNs I0CTABIIHKA
ToBapa. Tem Oomee, 4T0 3aKa3uumK MHPEIOKUI CIOKHYIO CHCTEMY OIPEICICHHS
OCTaTOYHOI'O CPOKa OJHOCTH IIperapara, IHOJIeXKalIero K IOCTaBKe 10 YCIOBHAM yIiKe
3aKJIFOYEHHOr0 KOHTpakTa (1. 9.2.).

JKayoba nozana 3asBureneM Ha 3Talle HONAYM 3aABOK, COIEPIKALIUX CBEIEHUS O
IPEIaracMoM K IIOCTaBKe TOBape (KIEPBBIE JACTH 3asBOKY), IIPH 9TOM 3asBHUTEIEM He
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JIOKA3aHO, 9YTO YKA3aHHOE YCIOBHE TMOBIEKIO WIH MOLIO IIOBJIEYb 3a CO0O0H
OTPaHMYEHUE KOJIMIECTBA YYACTHUKOB 3aKyIIKH.

B pesyabTare paccmoTpenns sxano6bl u IPOBeIeHUsI B COOTBETCTBHH €
4acThIo 15 craThn 99 3akoHa 0 KOHTPaKTHOII cHcTeMe BHEILIAHOBOI MPOBEPKH,
Komucens yeranouia ciegyomee

21.07.2015 3akazymkoMm Ha opuImaIEHOM caiite PoccHiickoii Qenepanyu B
HH(1)opMaL[HOHHo-TeHeKOMMyHHKauHOHHOﬁ cetn «MuTepHeT» A pa3sMemieHuUs
MHQOPMAIK 06 OCYIIECTBIEHHH 3aKYIOK HA OCTABKH TOBapOB, BHIIIOJIHEHUE pador,
OKasaHWe yCIyr (falee — OQUIUANBHBIA caiiT) pasmemeHo usBemenue No
0335100015615000125 o NpOBeeHNH AYKIIMOHA, a TaKXKe ayKITMOHHASA JOKYMEHTALIUS.

Havanenas (MakcumanbHas) riena KOHTpakTa — 457 157,30 py6ieii.

T B cootBercrBuu ¢ 4acTero, 1 crateu 59 3akona o KOHTPAaKTHOH CHUCTEME IO
ayKILOHOM B 3JI€KTPOHHOI (bopme (37EKTPOHHBIM AyKITHOHOM) TOHMMAETCS ayKIMOH, MpH
KOTOPOM HH(OPMAIHS O 3aKyIKe COOOMIAETCS 3aKA3UMKOM HEOrPaHUYEHHOMY KPYIy JIHUI]
IyTEM pasMCIICHUS B EAUHON HMH()OPMAIMOHHON CHCTEME W3BEIIEHUSI O [IPOBEACHUN
TaKoro ayKIMoHa U TOKYMEHTAIUH O HeM, K YJaCTHHKAM 3aKyIIKH MPEIbABISIOTCS €THHEIC
TpeOOBAHUA W  JONONHHUTENBHEIE — TpeGOBAHMUS, IPOBEJICHUE TaKOro  ayKIMOHA
00eCIeYnBaeTCs Ha 9JIEKTPOHHOM TUIOMAIKe ee OIIEPATOPOM.

B cuny gactu 1 crarem 64 3akoma o KOHTPaKTHOM CHCTEME IOKyMEHTAIHs 06
SIICKTPOHHOM ayKIIMOHE HapATy ¢ HHQOPMALMEH, YKa3aHHON B M3BEINEHHH O IPOBEICHHY
TaKoTo ayKIMOHA, MOJDKHA COAEpXKATh, B TOM UHCIE, HAUMEHOBAHKE U OIMCAHUE OOLEKTA
SAKYIKI 1 yCIOBUA KOHTPAKTa B COOTBETCTBUM CO CTaTheil 33 3aKoHAa O KOHTPAKTHOM
CHCTEME, B TOM YHCJIe 000CHOBAHWE HAYAIBHOMN (MAKCHMAIBHOI) IIEHBI KOHTpaKTa.

Cornacno myskty 1 yactu 1 cratsm 33 3akoHa O KOHTPaKTHON CHUCTEME OIMCaHUE
00BEKTA 3aKYIIKH JIOJDKHO HOCUTH OOheKTUBHELIL Xapakrep. B ommcanun o6nekra 3aKyIKH
YKa3bIBAIOTCS  (DYHKIIMOHAJBHEIE, TEXHUUYECKHE U KaYEeCTBCHHEIE  XapaKTePUCTUKY,
9KCIUTyaTal[HOHHBIE XAPAKTEPUCTHKH 0OHEKTA 3aKYIIKH (pu HeoOxomumocTH). B onucanue
O0BEKTA 3aKyIKM HE JOIDKHBI BKIKOYATHCS TpeOOBaHMA WM YKa3aHUSI B OTHOIIEHHH
TOBAPHBIX 3HAKOB, 3HAKOB OOCIyKHBaHWA, (GUPMEHHBIX HAMMEHOBAHHMN, IMATEHTOB,
IIOJIC3HBIX MOJENEH, MPOMBINIIEHHBIX 00pa3loB, HANMEHOBAHHUE MECTa IIPOMCXOXKACHHUS
ToBapa NI HAMMEHOBAHUE IPOU3BOJHUTEIIS, & TAKKe TPEOOBAHUS K ToBapaM, HHMOpMAIHHY,
paboTaM, yciayraM TpH YCIOBHH, 4TO TaKie TPeGOBAHHUSA BJIICKYT 3a cO0OH orpaHudeHue
KOIITICCTEA yHACTHUKOB 3aKyIKW, 32 MCKIIOYCHUEM CIY4aeB, €CIIM HE HMEETCS APYroro
crocoba, obecrednBaroIero 6oliee TOYHOE U YETKOE OIMMCAHUE XapaKTEPUCTUK O0BEKTa
3aKynku. JIOKyMEHTalus O 3aKyIKe MOXKET CONEPIKaTh YKazaHWe Ha TOBApHBIE 3HAKH B
Clydae, €CIM IpU BBHIIOIHEHHH - paboT, OKa3aHHU YCIYT IpeAIoNaraeTcs MCIOIb30BaTh
TOBApBI, IOCTABKM KOTOPBIX HE ABJIAIOTCS NPEIMETOM KOHTpakTa. [Ipi 3TOM 006s3aTe bHEIM
YCIOBHEM SIBIETCS BKIIOUCHHE B OMHCAHIE 00BEKTa 3aKyIIKU CIIOB MM SKBUBANEHTY, 34
VCITHOYCHUEM  CITyqaeB HECOBMECTMMOCTH TOBAPOB, Ha KOTOPBIX DA3MEMIAIOTCS APYTHE
TOBApHBIC 3HAKH, M HEOOXOAMMOCTH OOECIIEYEHHS B3aUMONCHCTBUSI TAKIX TOBAapOB C
TOBapaMu, MCIIONB3YCMBIMHU 3aKa3YMKOM, a TakKe CIydYaeB 3aKyIIOK 3allacHBIX YacTel u
PAacXOJHBIX MaTEpHANOB K MAIIMHAM M 06OPYIOBAHMIO, UCIIONB3YEMBIM 3aKa3uMKOM, B
COOTBETCTBHH C TEXHIYECKOU IOKyMEHTAlMe! Ha YKa3aHHBIE MAIIMHEL X 060pY/[OBAHKE.

CormacHo myHKTY 6 wactk 1 cratem 33 3akoHa o KOHTPAaKTHOM cHcTeMe
AOKyMEHTallusl O 3aKylKe JOJDKHA CONEpXaTh yKa3aHWe Ha M€Ky HapOTHEIE
HCIaTCHTOBAHHbIC HAUMEHOBAHMS JIEKAPCTBEHHBIX CPEJICTB WIIM TIPH OTCYTCTBHH TAKHX
HaMMEHOBAHUN XUMHUYECKUE, TIPYIIAPOBOYHbIE HauMEHOBaHUA, €CIIH OO0BEKTOM

7



3aKyIKH SBIIAFOTCS JIEKAPCTBEHHBIC CPEACTBA. 3aKa3YMK IIPU OCYIIECCTBIEHUH 3aKyIIKH
JICKapCTBCHHBIX CPEICTB, BXOAAIINX B TIEPEYEHEH JIEKAPCTBEHHBIX CPEJCTB, 3aKyIIKa
KOTOPBIX OCYIIECTBIIETCS B COOTBETCTBHU C UX TOPIOBBIMU HAMMEHOBAHUAMH, a TAKHKE
IpH OCYIIECTBIICHUY 3aKyIIKH JIEKapCTBEHHBIX IIPeapatoB B COOTBETCTBHH C IyHKTOM 7
JacTd 2 crathbu 83 3akoHAa O KOHTPAKTHOM CHCTeMe BIpaBe YKa3bIBaTh TOPTOBBIE
HaUMCHOBAHMS STUX JIEKAPCTBEHHBIX CPENCTB. YKa3aHHBIM IepeueHh W MOPANOK €ro
(GopmupoBanns yTBepikmaroTcs IIpaBuTenbeTBOM Poccuiickoit Qeneparun. B ciayugae,
€CIH OOBEKTOM 3aKyNKH SBILTIOTCS JIEKAPCTBEHHBIE CPENCTBA, IIPEIMETOM OJTHOI'O
KOHTpakTa (OMHOrO JI0Ta) HE MOTIYT OBITh JIEKAPCTBEHHbIE CPEACTBa C Pa3IMYHBIMU
MEXIYHapOAHBIMA HETIATCHTOBAHHBIMU HAWMEHOBAHUSIMU WIIM TPH OTCYTCTBHU TaKHX
HaMMEHOBAHMH C XHUMUYECCKUMH, IPYIIUPOBOYHEIME HAUMEHOBAHMAMHE IPH YCIOBHH,
4TO HavyabHas (MakCHMaibHas) IleHa KOHTpakTa (L(€Ha JIOTa) MPEBHIIIAET IIPeIeibHOE
3Ha4YeHWe, ycTaHoBieHHoe IlpaBurensctBoM Poccmiickoit ®emepanuu, a Tamke
JICKapCTBEHHBIC CPENCTBA C MEXTYHAPONHBIMUA HEIATEHTOBAHHBIMH HAMMEHOBAHHMSAMU
(Ipr  OTCYTCTBMM TaKHX HAWMEHOBAHHE C XHMHYECKUMH, I'PYIIUPOBOYHBIMHU
HaMMEHOBAHUAMU) ¥ TOPTOBBIMH HAUMEHOBAHUSIMHY.

B cootBercTBUM cO cTaTheii 13 denepanbHOro 3akoda or 12.04.2010 Ne 61-®3 «06
oOpalleHuy JIEKapCTBEHHBIX CPEACTB»  (manee - 3akoH' 06 obparreHnn JIEKapCTBEHHBIX
CPEJICTB) JICKAPCTBEHHBIE MPEMapaThl BBOALTCS B IPAKIAHCKHH 06OpOT Ha TEPPUTOPHUA
Poccuiickoit  ®epeparum,  ecad  OHM  3aperHCTPUPOBAHEI COOTBETCTBYIOIINM
YIIOTHOMOYEHHEIM (hefepabHBIM OPTaHOM MCIIONHUTENLHOM BIIACT.

Cormacuo cratee 18 3akoHa 06 OOpalleHMH JEKAPCTBEHHBIX CPEICTB I
TOCY/IAPCTBEHHON PETHCTPAIMH JIEKAPCTBEHHOIO NpenapaTa pa3paboTYnK JeKapCTBEHHOTO
lpernapara WIM YHIOIHOMOYEHHOE WM [PYyroe IOPUIUYECKOe JIMIO MpPEeACTABIIeT B
COOTBETCTBYIOIIMU YIIOMHOMOYEHHBIN (elepanbHblil OpraH MCIIOJHUTENLHON BIIACTH,
OCYMECTBJIAIOIMEA ~ TOCYNApPCTBEHHYIO — PETMCTPALIMIO  JICKAPCTBEHHBIX — IIPEHapaToB,
3aABJICHUE O IOCYNAapCTBEHHON pETMCTpaluy JIEKapCTBEHHOI'O Ipelapara, a Takke B
TOPANKE, yCTAHOBICHHOM COOTBETCTBYIOIIMM YIIONMHOMOYEHHBIM (elepalbHBIM OpraHOM
VICTIOJIHUTENbHOM ~ BIIACTH, HEOOXONUMEBIE JOKYMEHTBI, X3 KOTOPHIX (DOpMHUpPYETCS
PETUCTPAIIMOHHOE T0ChE Ha JIEKAPCTBEHHBIN TIperapar.

CornacHo pasneny 11 «Texnmueckoe 3amanue» ayKIMOHHON TOKYMEHTALHH (Hanee —
TexHuyeckoe 3a1anme) K HOCTaBKe TpeOyeTcs Clle Iy rOIri, TOBap:

Ne |MHH XapaKTepUCTHKU KOHTPACTHEIX IPEapaToB En. |Komn-
/I U3M. |BO

1 |Womukcamon PacTeop Ay BHYTPHBEHHOT0, BHY TpUapTepUaIbHOro, | V. |10
nepopanpHoro Beenenus 320 mr oma/mi 100mm NelO.
PH npenapara 6,8-7,6. OcmorstibHOCTS 1ipu 37 Tpas.C
— 0,29 Ocm/kr H20. PeHTI€HOKOHTPACTHOE CPEICTBO
JUIsL IIUPOKOTo Kpyra anueHToB. JloJDKeH UMETh,
MOATBEPKACHHYIO HHCTPYKIIUEH 110 METUITMHCKOMY
IPUMCEHEHHIO, BO3MOXKHOCTD BBIITOJIHEHHS
HCCJIeTOBaHUM ¢ KOHTPACTUPOBAHKMEM Y IOKUIIBIX
IalAEHTOB 0€3 KOPPEKTUPOBKH O3B

CornacHO CBEICHMAM, COAEpIKAIIUMCA B Focyz[apCTBeHHOM peecTpe JIeKapCTBEHHEIX
cpencts (http:/grls.rosminzdrav.ru/GRLS.aspx) Ha TeppuTopuu Poccuxoii Peseparuu 1o
cocrognmio  Ha 31.07.2015 s3apermcTpupoBaHO 2 JIEKapCTBEHHBIX Iperapara ¢
MEKTyHAapOJHBIM HEIIATEHTOBAHHBIM HaUMEHOBAHUEM «I10MMKCAHOy:




- Momukcanon (mpomsBomuTens (BCe CTAlWH, BKIIOUAS BEIITYCKAROIIUIL KOHTPOJTh
kauectBa) — HoBanek ®apmacrrotuxanc ITet. JITn (Munun));

- Busunak (mpowussoaurens (Bce cramuu npousBojcTsa) — Jlxull Xanckea Upnanaus
(Mpnaumums)). _ : -

B xone sacemammss Komuccnmm ycraHOBIEHO, 49TO UHCTPYKIMA [0 HPUMEHEHHUIO
JIeKapCTBEHHOro cpeacrsa Busumax (MHH — ﬁoaﬁxcaHOH) COIIEP2KUT MH(OpMAIHIO 00
OCMOJIPHOCTH  TIpenapaTa, a TakKe BO3MOXKHOCTH BBINIONHEHMS WCCIENOBAHMH ¢
KOHTPaCTUPOBAHUEM Y MOKMIBIX ITAIIMEHTOB 663 KOPPEKTHPOBKH TO3HL.

Bmecre ¢ Tem, Kommcens cumraer, 9to 3akasumkoM moxasaHa IOTPEeOHOCTh H
HEO0OXOIMMOCTh 3aKyIIKH IIPeNapaTa, HMEFOIEro BBIIIICYKAa3aHHBIE XaPaKTEPHCTUKH.

Kpome Ttoro, B xome 3acemammst Kommccun YCTQHOBJIEHO, YTO ISl Y4acTHs B
Aykupone mnomaHo 4 (derhpe) 3asBkH. Kommuccwell 3akaszumka PaccMOTpEHBI BCe
TIOCTYIHMBINHE TICPBbIE 9YACTH 3afBOK W MPUHATO PEIIEHHE O JOIYCKE 3asBOK IO
IOPA/IKOBEIMH HOMEpaMU 3asB0K 1,2,4. 3asBKe IO MOPSIKOBBIM HOMEPOM 3 KOMHUCCHEH
3aKa3umKa OTKa3aHO B JOMYCKE IO CIIenyIolmeMy oOcHoBaHMIO: «Hempezncrasnenue
MH(QOPMALMY, NPeIyCMOTPEeHHOH 4. 3 cT. 66 44-03, wnmum mOpemocTaBiIeHHE
HCJIOCTOBEPHOM uMHQOpMaimy (B mosuuuu | TONAHHON 3asgBKH  Ha ydacTue B
OJIEKTPOHHOM aYKIMOHE (4TO COOTBeTcTBYeT Hmo3mmmu Nel Pasmena 11 «TexHmueckoe
3a/laHuey NOKyMEHTAllMK 00 ayKUMOHe B 3IIGKTPOHHOW (opme) IIPEIOCTaBICHBI
HE/IOCTOBEPHBIE CBECHUS OTHOCHTENBHO JIEKAPCTBEHHOIO npernapara ¢ TOPTOBEIM
HauMeHoBauueM «omukcamomny, TpeOOBaHMUS O MPEIOCTABIEHUN KOTOPBIX YKA3AHBI B TI.
13 pasnena 10 «Mudopmarmonnas KapTa 3IeKTPOHHOTO ayKIMOHA» JTOKYMEHTAIUH 06
ayKLIMOHE B SJIEKTPOHHOW (hopme. B mHCTpykiwmu mo mpumenenwuio JIEKAPCTBEHHOTO
Hpeliapata IUI1  MEIMIMHCKOIO  NPUMEHEHHUS C  TOPIOBHIM  HAUMEHOBAHHEM
«Mommxcanomny, cozepiKamerics B I'ocy1apcTBEHHOM peecTpe NeKapCTBEHHBIX CpEJICTB
(http://gtls.rosminzdrav.ru/), Her IIOATBEPKAEHUA  BO3MOIKHOCTUA  BBITOJHEHHS
UCCTIE/IOBAHUM C KOHTPACTHPOBAHMEM Y IIOKHJIBIX ITAIUEHTOR 03 KOPPEKTUPOBKH
JIO3BD». '

YCTaHOBJIEHO, YTO B 3aiBKaX y4aCTHMKOB, IOIIYLIEHHBIX K YYacTUIO B AYKITHOHE,
COZepXKaTcs  (GyHKIUOHATBHBIE  XapaKTEePUCTHKH (moTpeOHTEIbCKIE  CBONCTBA)
JICKapCTBEHHOT0 Ipenapara Busumax (MHH — ﬁonHKcaHon).

CormacHo DyHKTY 4 crathu 3 3akoHa o KOHTPAKTHOM CHCTEME YYaCTHHKOM
3aKYIIKH MOJKET OBITH JIF00OE FOPUIUYECKOE JIHI0 HE3aBHCHUMO OT €r0 OpraHMU3aIl[MOHHO-
IpaBOBOM  GOpMBI,  (QOPMBI  COGCTBEHHOCTH, MeCTa HAXOXKICHHS ¥  MecTa
[IPOUCXOICICHUA ~ KaliTalla WM Jroboe  pushyeckoe JMNO, "B TOM  GHCIE
3apPETUCTPUPOBAHHOE B KAYECTBE VH/IMBHTY aIbHOTO IpeAIPUHUMATENS.

Takum o6pazom, Komwmcems momaraer, uro TOBap, IIPEICTaBIIEHHEIA B
TexuuueckoM 3aaHum, HAXOMUTCS B CBOGOIHOM obopote Ha Teppuropuu Poccuiickoit
Oeneparyu. Y MOTEHIUANBHBIX YYaCTHHKOB €CTh BO3MOKHOCTH IMOCTABHTE TOBap,
HeoOXonuMeIi 3akazunky. JIoka3aTenbCTs, OIIPOBEPraroIuX JaHHBIA (QakT, 3asBUTEIEM
He IIpECTaBJICHO.

2. Cormacuo mynkty 9.1. Pazzmena 12 «ITpoext I'Pa’KIaHCKO-IIPABOBOIO IOTOBOPAY
MOKyMeHTaIuu 00 AyknuoHe (mamee — ITpoekT I'PaKTaHCKO-IIPABOBOIO JIOTOBOPA)
HOCTABIIUK HACTOSIIIIUM IapaHTUPYET, YTO TOBAP, IIOCTABIEHHBIN B PaMKax HACTOAIIErO
JIOTOBOPa NOJDKEH OBITH HOBBIM, HE OBIBIIIEM B YIOTpeOICHUH.

Hynkrom 9.2, TIpoekTa TIpakTaHCKO-IIPaBOBOIO JIOTOBOpa  OIIPEAENIeHO, YTO
TIOCTABIIMK TapaHTUPYET, YTO Ha MOMEHT IOCTABKH TOBAapa IO YCIOBHIM Horosopa
MUHHMAaJIbHBIH OCTaTOYHBIHA CPOK TOJHOCTH TOBAPA COCTABHT:



- Ha TOBap CO CPOKOM rogHocTH 110 1 roga — He MeHee 70%;
- Ha TOBap CO CPOKOM royiHocTH Gonee 1 roma, HO MeHee 2 JeT — He MeHee 60%;
- Ha TOBap CO CPOKOM I'OJHOCTH 2 rojia u 6osee — He MeHee 50%.

W3 cmpicna ITucema ®AC Poccun ot 26.08.2014 No AK/34487/14 «O Pa3bACHEHUN
BOIIPOCOB yCTaHOBJICHUSA TOCYNApCTBEHHBIMM W MYHHUIIAIAIBHBIMUA 3aKa3udKaMU B
AOKYMEHTALH O 3aKyIIKaX OCTaTOYHOTO CPOKa FOJHOCTH JIEKAPCTBEHHBIX MPENapaToB
CIENyeT, YTO XO3AUCTBYIOINME CYOBEKTHI, MPENTArarollye K MOCTABKE  JEKAPCTBEHHBIE
TIpENapaTel  OXHOLO TOBAPHOTO pPEHIHKA (IMOO OJMH JIEKAPCTBEHHBIA Mpemapar), HO
MMEIOIIHE pasIMIHBIC CPOKA IOHOCTH (MM PA3NUYHBIE OCTATOYHBIC CPOKM TOTHOCTH IIPH
3aperUCTPUPOBAHHBIX ~ OJMHAKOBBIX CPOKAX TOJHOCTH), B CIIydae YCTAHOBJIEHUS
3aKa3uMKaMu TPeOOBaHUA K CPOKAM .IOAHOCTH, BEIAKEHHBIX B IPOLEHTAX, TIOCTABICHE B
HepaBHBIE ycIoBHA. Takum 06pazoM, TpeGOBAHMA 3aKA3UMKOB 06 OCTATOYHOM CpOKe
TOHOCTH JICKAPCTBEHHOIO IIpellapara, BBIPAKEHHBIE B IHPOLEHTAX, MOTYT IIOBIEYb 3a
COOOM  YCTAHOBIEHUWE HEPABHBIX yCIOBUH MU  [POM3BOIUTENEH JIEKapCTBEHHBIX
TIpEIapaToB, OrpaHMYCHUE KOHKYPEHIIMHI M KOIMYECTBA YIACTHUKOB 3aKyIIOK.

B XoJe 3aceqaHnsI KOMUCCUM YCTAHOBIIEHO, UTO 3aperuCTpUPOBaHHBIC JIEKAPCTBEHHEIE
Ipenaparbl ¢ MEXIyHapOAHBIM HENATEHTOBAHHBIM HAUMEHOBaHMEM «V0IMKCAHOMY IMEIOT
CPOK FOZHOCTHU, PABHBIM 3 OJIaM.

3aKas4MKOM B MyHKTe 9.2. IPOEKTa TPaskIaHCKO-IIPABOBOIO JIOTOBOpA YCTaHOBJICH
CPOK FOJTHOCTH TOBapa B rojiax ¢ IEPEPacIeToOM B IPOLIEHTHOM COOTHOIIEHHH.

Taxum o6pasom, Komucens cuuraer, 4o YCTaHOBJICHUE OCTATOYHOI'0 CpOKa I'OJHOCTH
TOBapa, paspaboTaHHOE 3aKa3UMKOM U COfepIKalIuecs B myHKTe 9.2. MPOeKTa IpakTaHCKO-
IIpaBOBOT'O OrOBOpA, COOTBETCTBYET MOJOKEHHEM 3aKOHA O KOHTPAKTHOM CHCTeMe U He
OTPaHMYHMBACT ~KOHKYPCHLMIO. J[OKa3aTenbCcTB, ONPOBEPralomUX NAHHYIO —IO3UIUIO
Komuccun, 3asBurenem He IpecTaBIIeHo. )

B sacemanmu’ Komuccnu TIPEICTABUTENH JIAIL, YYACTBYIOIIUX B paccMOTpeHun
KaJoOBl Ha BOIPOC Ipefcenarels KOMHUCCHH O JIOCTATOYHOCTH JI0Ka3aTeNbCTB,
TPEICTABICHHBIX B MaTE€PHUAIBI JIella, ITOSICHIIIM, YTO BCE IOKa3aTebCTBa, KOTOPEIE OHH
HaMEpeBaIUCh  IIPEACTABUTH  HMMEIOTCA B DACIOPSDKEHWHM  KOMUCCHH,  HHBIX
AOKA3aTe/bCTB, XOMATAlCTB, B TOM YHCIE O IPEACTABIEHAU WIH HCTPeGOBAHHUH
JOTOTHHUTENBHBIX 10Ka3aTebCTB He IMEETCH.

PyxoBoznctBysice wactamu 1, 4, 7 crateu 105, gactsio 8 cratey 106 3akoHa o
KOHTPaKTHOH cucteme, Komuccus

PEIINJIA:

Ipusnats xano6y OO0 «CaTuKomy» HEOOOCHOBaHHOM.

/ O.A. bobpoBa
\ // (7 | 10.K. BricTposa
@/(ﬂw/ J JI.B. IlleBuenko

B coorsercTBum ¢ wacteio 9 cratem 106 3akoHa o KOHTPaKTHOM CHCTeMe, pellleHue
MOXET OBITh 00KalOBaHO B CyHeOHOM HOPSIKE B TEUEHHE TPEX MECHIEB CO JIHSA €ro
IIPUHATHS.

Hpe,ucenaTem; KOMHCCHUU:

YiteHbl KOMUCCHH:
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