[okyMmeHT npepoctasneH KoHcynbTaHTIN0C

Mucemo ®AC Poccun ot 26.08.2014 N AK/34487/14 "O pa3bsiCHEHMM BOMPOCOB YCTAHOBIEHUS
rocy4apCTBEHHbIMU M MYHULUMMANbHBIMKU 3aKa3vyvMkamMn B AOKYMEHTaLMU O 3aKyrnkax oCTaTO4HOro
CpOKa rogHOCTM JleKapCTBEHHbIX NpenapaTos”

@enepanbHas aHTUMOHOIONBHAS CIyk0a HampaBiseT UIsl NPUMEHEHUs B paboTe
pa3bsCHEHUE BOIPOCOB YCTAHOBJICHUS I'OCYJAPCTBEHHBIMY U MYHUIIMIIAJILHBIMU 3aKa34UKaMH B
JIOKYMEHTAIMH O 3aKYyIIKaX OCTaTOYHOI'0 CPOKa F'OJHOCTH JIEKAPCTBEHHBIX [IPENApaTOB.

B cootBercTBUM ¢ yacThio 1 crathu 33 DenepanbHoro 3akoHa ot 05.04.2013 N 44-d3 "O
KOHTPAaKTHOH CcHUCTeMe B cdepe 3aKylmoK TOBapoB, paboT, yciuyr Uit oOecredeHus
rOCYyJapCTBEHHbIX W MYHHULIMNAIbHBIX HYXA" (namee - 3aKOH O KOHTPAaKTHOW cCHCTEMeE)
onucaHue OO0BEKTa 3aKyNKH JOJDKHO HOCHTh OOBEKTHUBHBIA Xapaktep. B ommcanmm oObekra
3aKyNKH YKa3bIBAIOTCS (PYHKLIMOHAJbHbIE, TEXHHYECKHE U KAaYeCTBEHHbIC XapaKTEPUCTHUKH,
OKCIUTyaTal[MOHHBIE XapPaKTEPUCTUKH OOBEKTa 3aKynku (mpu HeoOxoammocTh). B ommcanue
00BEKTa 3aKYIKU HE JOJKHBI BKIIHOYAThCS TPeOOBAHUS WIM YKa3aHUS B OTHOLIEHUH TOBApHBIX
3HAKOB, 3HAKOB OOCITyXHBaHUS, (UPMEHHBIX HAWUMEHOBAaHWM, MAaTEHTOB, MOJE3HBIX MOJEICH,
IPOMBIIIJICHHBIX 00pa3l0B, HAUMEHOBAHUE MECTa MPOUCXOXKIEHHs TOBapa WM HaMMEHOBAaHUE
IIPOU3BOJUTENSA, a TakXke TpeOoBaHUS K ToBapaMm, HHpopMmanuu, paboTam, yciayram IpU
YCIOBHMH, YTO Takhe TpeOOBaHUS BIEKYT 3a 00Ol orpaHuyYeHHE KOJIMYECTBA YYaCTHUKOB
3aKyIKH, 32 UCKJIIOUYEHHEM CIy4aeB, €CIM HE MMEETCs IPYroro crocoda, 00ecrneunBaronero
0oJiee TOYHOE U YETKOE ONMCAHUE XapaKTEPUCTUK 00bEKTa 3aKYIKH.

B coorBerctBum co crateeir 13 ®depepanphoro 3akona ot 12.04.2010 N 61-®d3 "O6
oOpallleHnn JIeKapCTBEHHBIX CpeACTB" (najnee - 3akoH 00 0OpallleHUH JIEKAPCTBEHHBIX CPEICTB)
JIEKapCTBEHHBIE MpernapaThl BBOJATCA B Tpa)JIaHCKHM o0opoT Ha Tepputopuu Poccuiickoit
deneparum, €CiIM OHU 3apEeruCTPUPOBAHBI COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (heiepabHbIM
OpraHOM HCIOJHUTENbHOM BJIACTH.

Cornacio crarbe 18 3akoHa 00 oOpalleHHMM JIEKAPCTBEHHBIX CPEICTB  JUIA
rOCy/IapCTBEHHOW PETrUCTpallMMi JIEKapCTBEHHOI'O IIpernapaTa pa3padOTUMK JIEKapCTBEHHOIO
npernapara  WIM YIOJHOMOYEHHOE MM JPYroe IOPUAWYECKOE JIMLO MPEICTaBIsIET B
COOTBETCTBYIOIIMH  yIOJTHOMOYEHHBIM  (enepanbHblii  OpraH HCIOJHUTENBHOM  BIIACTH,
OCYILIECTBIISIOIUI TOCYJapCTBEHHYIO PErMCTPALUIO JEKAPCTBEHHBIX MPENaparoB, 3asBICHUE O
rOCyIapCTBEHHOW PETrUCTpallud  JIEKapCTBEHHOI'O IIpernapaTa, a Takke B  IOPSJIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM benepanbHbBIM OpraHoM
UCIIOJTHUTENIbHOM  BJIacTH, HEOOXOAMMBIE JIOKYMEHTBI, U3  KOTOpHIX (hopMupyercs
PETUCTPALIMOHHOE JOChE Ha JIEKAPCTBEHHBIN IIpenapar (Aajnee - pErucTpallMOHHOE JI0ChE).

B perucrpanmonHoe nochbe BKJIIOYAETCA, B TOM UHCJIE, MPOEKT WHCTPYKUUHU IO
IIPUMEHEHHUIO JIEKApCTBEHHOT'O Ipenapara, COAEPIKaIlero, IOMUMO IIPOYETO, CPOK T'OAHOCTH U
yKa3zaHUe Ha 3aIpeT MPUMEHEHUs JeKapCTBEHHOTO Mpernapara o UCTEYeHUH CPOKa FOTHOCTH.

B npouecce perucrpanuu JeKapcTBEHHOTO Mpenapara JoKa3blBaeTcs ero 3pQGeKTUBHOCTD,
KayecTBO M Oe3zomacHocTh. CrienoBaTenbHO, (AKT  TOCYJApCTBEHHONW  perucTpanuu
JIEKapCTBEHHOTO IMperapara O3HAyaeT ero COOTBETCTBHE TpeOOBaHUAM HPPEKTUBHOCTH,
KayecTBa U 0€30MacCHOCTH B MEPUOJI CPOKA €ro TOAHOCTH.

Takum 00pa3oM, X03sSHCTBYIOIIKE CYOBEKTHI, MPEJIaraolie K MoCTaBKe JEKapCTBEHHbIE
npenapaTsl OJHOIO TOBapHOTO pbIHKA (MO0 OJUH JIEKApCTBEHHBIM Mpenapar), HO HMEIolue
pa3jaMyYHblE CPOKM TOJHOCTH (WJIM pa3iaMyYHble OCTATOYHBIE CPOKM TOJHOCTH IIpU
3aperUCTPUPOBAHHBIX OJMHAKOBBIX CPOKaxX TOJHOCTH), B CIyyae YCTAHOBJIEHHUS 3aKa3uMKaMU
TpeOOBaHUH K CpOKaM TOAHOCTH, BBIPAKEHHBIX B IPOIIEHTAX, IOCTABIICHBI B HEPABHBIC YCIIOBHSL.

Tak, HanmpuMmep, y4YacTHUKOM |  mpensiokeH  JIEKAapCTBEHHBIM  Mpemapar ¢
3apETUCTPUPOBAHHBIM CPOKOM TOJHOCTH 3 Tro0Jla, YYaCTHHUKOM 2 - 2 TOJa, 3aKa3uhuKOM
nproOpeTaeTcst JIeKapCTBEHHBIN Mpenapar Juisl o0ecreueHust HyK CPOKOM Ha 1 roa, mpu 3ToM
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YCTaHOBJIEH OCTaTOYHBIM CpPOK TOJHOCTHM B mpoueHTax - 70%, cienoBaTenbHO ISt
YIIOBJETBOPEHUS TPeOOBAHUN 3aKa3yMKa YYacTHUKY 1 HE0OXOIMMO MOCTaBUTH JIEKAPCTBEHHBIN
npenapar ¢ OCTaTOYHBIM CPOKOM roaHoctu 2,1 rona, a yyactHuky 2 - 1,4 roga. OcraTouHbli
CPOK TOJHOCTH JIEKAPCTBEHHBIX MPENaparoB OOOMX YYACTHHUKOB IOKPHIBAET IMEPUON HYK]
noTpebieHust TOBapa 3aka3uukoM. Takum o0pa3oM, y4acTHHUK | BEIHYXKICH MOCTABIISITh TOBApP CO
CPOKOM T'OJIHOCTH OTHOCHUTEIBHO CPOKa IOJHOCTH TOBapa y4aCTHHKA 2, MPEBbIMIAOMUM B 1,5
pa3a. Jlubo ydactHukoM | M y4aCTHMKOM 2 TPEUIOKECH OJIWH M TOT K€ JIEKapCTBEHHBIN
mpenapar co CpOKOM TOJAHOCTH 2 Toja, HO yYacTHMK | MOXXET IMOCTaBUTH JIEKAPCTBEHHBIN
npernapaTr ¢ OCTaTOYHBIM CpoKoM roanoctu 70%, a ydactHUK 2 - 60%, mpu 3ToM (hakTHdecKu
OCTaTOYHBI CpPOK TOJHOCTH OO0OMX TpemaparoB cocTaBiaser 1,4 roma m 1,2 rona
COOTBETCTBEHHO, UTO YJIOBJIETBOPSIET MEPUOY MOTPEOJICHHUsS] 3aKa3uyuKOM Ipernapara - | roj.
Mexy TeMm, ydacTHUK 2 Hpu TPeOOBAHUU K OCTATOYHOMY CPOKY TOJAHOCTH, BBIPaXXCHHOMY B
MPOLICHTAX, HE CMOKET MPUHATH YYaCTHE B 3aKYIIKE.

Takum  oOpa3oM, TpeOOBaHHMS 3aKa34YMKOB OO0 OCTAaTOYHOM CpPOKE TOJHOCTH
JIEKApCTBEHHOI'O0 TIperapara, BBIPAXKEHHBIE B MPOIEHTAaX, MOTYT IIOBJeYh 3a CcoOoH
YCTaHOBJICHHE HEPaBHBIX YCJIOBUW Ui MPOU3BOJIUTENICH JIEKAPCTBEHHBIX IIPENaparos,
OTpaHWYEHUE KOHKYPECHIIMM M KOJIMYECTBAa YYAaCTHHUKOB 3aKYINOK. B mensx mpemynpexacHus
orpannueHusi KoHkypeHiuu ©OAC Poccuu cuuTaer, YTO OCTATOYHBI CpPOK TOAHOCTH
JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBJIECHHBIN B JOKYMEHTAIIMU O 3aKYIKaX TOCy/1apCTBEHHBIMU
U MYHUIUOAIBHBIMH 3aKa34yMKaMHu, JOJDKEH OBbITh OOOCHOBAaH U OMNpPENENIeH KOHKPETHBIM
nepuosoM (Hampumep, B TOJlaXx, Mecslax, [HSIX), B TEYEHHUE KOTOPOro JIEKAPCTBEHHbBIC
mpemnapaTbl  COXPaHSIOT CBOK MPHUTOAHOCTb, JHUOO KOHKPETHOW JaToi, 10 KOTOPOM
JIEKAPCTBEHHBIE TIPEMapaTbl COXPAHSIOT CBOIO MPUTOJHOCTh [UJISi  HMCIOJB30BAHUS  TIO
HA3HAYCHHUIO.
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