OEJEPAJIBHAS AHTUMOHOIIOJIBHASA CJIYKBA

IMMCbMO
ot 26 aBrycra 2014 r. N AK/34487/14

O PA3bACHEHUU
BOITPOCOB YCTAHOBJIEHUA I'OCYJAPCTBEHHBIMHU U
MYHUIIUITAJIBHBIMH
3AKAZYUNKAMMU B JOKYMEHTAIUH O 3AKYIIKAX OCTATOYHOI'O CPOKA
IoOAHOCTHU JTEKAPCTBEHHBIX IIPEITAPATOB

@enepanbHas aHTUMOHOIIONBHAS CIIy)KOa HampaBisieT MJs NpPUMEHEHHs B paboTe
pa3bsICHEHUE BOIPOCOB YCTAHOBJICHUS I'OCYJApPCTBEHHBIMU U MYHMIIMIIAJIBHBIMU 3aKa34UKaMH B
JIOKYMEHTAIMU O 3aKyIKaX OCTaTOYHOI'0 CPOKA I'OJHOCTH JIEKAPCTBEHHBIX NPENapaToB.

B cootBercTBUM ¢ yacThio 1 crathu 33 DenepanbHoro 3akoHa ot 05.04.2013 N 44-d3 "O
KOHTPaKTHOH cHCTeMe B cdepe 3aKylmoK TOBapoB, padoOT, yCIayr i oOecredeHus
rOCYJapCTBEHHbIX W MYHHUIMNAIbHBIX HYXA" (Jajsee - 3aKOH O KOHTPAaKTHOW cHCTEMe)
onucaHue OO0BEKTa 3aKyNKH JOJDKHO HOCHTh OOBEKTHUBHBIA XapakTep. B omumcanmm oObekra
3aKyNKH YKa3bIBAIOTCS (PYHKLUMOHAJIbHbIC, TEXHHYECKHE M KaueCTBEHHbIC XapaKTEPUCTHUKHU,
AKCIUTyaTal[MOHHbIE XapaKTEPUCTUKU OO0BEKTa 3aKynku (Ipu HeoOxoaumocTH). B omucanue
00BEKTa 3aKyIKU HE JOJKHBI BKJIHOYAThCS TPeOOBAHUS WIM YKa3aHUS B OTHOLIEHUH TOBApHBIX
3HAKOB, 3HAKOB OOCITyXHBaHUS, (UPMEHHBIX HAUMEHOBAHWH, MAaTEHTOB, MOJE3HBIX MOJEICH,
IPOMBIIIJICHHBIX 00pa3l0B, HAUMEHOBAHUE MECTa MPOUCXOXKACHUS TOBapa WM HaUMEHOBaHME
IPOU3BOJUTENSA, a TakXke TpeOoBaHUS K ToBapaMm, HHpopMmanuu, padoTam, yciayram IpU
YCIOBHUH, YTO Takhe TpeOOBaHUS BIEKYT 3a cO000il orpaHuyYeHHe KOJIMYECTBA YYaCTHUKOB
3aKyIKH, 332 UCKIIOYEHHEM CIIy4aeB, €CIM HE UMEETCs JAPYroro crnocoda, o0ecreurBaroIero
0oJiee TOYHOE U YETKOE OMHMCAHUE XapaKTEPUCTUK 00bEKTa 3aKYIKH.

B cootBerctBumM co crateeir 13 ®depepanphHoro 3akona ot 12.04.2010 N 61-®3 "O6
oOpallleHnn JIeKapCTBEHHBIX CpeACTB" (najnee - 3akoH 00 0OpallleHUH JIEKAPCTBEHHBIX CPEICTB)
JIEKapCTBEHHBIE MpenapaThl BBOJATCA B Tpa)JIaHCKHM o0opoT Ha Tepputopuu Poccuiickoit
deneparum, €ciIM OHU 3aperUCTPUPOBAHbI COOTBETCTBYIOIUM YITOJIHOMOYEHHBIM (pesiepaibHbIM
OpraHOM HCIOJHHUTENbHOM BJIACTH.

Cornacio crarbe 18 3akoHa 00 oOpalleHMM JIEKAPCTBEHHBIX CPEICTB  JUIA
rOCy/IapCTBEHHOW pErucTpaluy JIEKApCTBEHHOIO Ipernapara pa3padOTYUK JIEKapCTBEHHOI'O
npernapata  WIM YHOJHOMOYEHHOE MM JPYroe IOPUAWYECKOE JIMLO MPEICTaBIsIET B
COOTBETCTBYIOIIMH  yIOJTHOMOYEHHBIM  (elnepanbHblii  OpraH HCIOJHUTENBHOM  BIACTH,
OCYIIECTBIISIOIMI FOCYIapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX IPENApaToB, 3asBICHHUE O
rOCyIapCTBEHHOW pErucTpallud JIEKapCTBEHHOTO IIpernapaTa, a Takke B  IOPSJIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM benepaabHBIM OpraHoM
UCIIOJTHUTENIbHOM ~ BJIaCTH, HEOOXOAMMBIE  JIOKYMEHTBI, M3  KOTOPBIX  (OpMHUpPYETCS
pETUCTpaIMOHHOE JI0OChE Ha JIKApCTBEHHBIH Mpemnapar (Jlajee - perucTpaiioHHOE 10Che).

B perucrpanmonHoe nocbe BKJIIOYAETCS, B TOM UHCJIE, MPOEKT WHCTPYKUUHU IO
IIPUMEHEHHUIO JIEKApCTBEHHOT'O Ipenapara, COAEpIKallero, IOMUMO IIPOYETO, CPOK TOAHOCTH U
yKa3zaHUe Ha 3ampeT MPUMEHEHUs JeKapCTBEHHOTO Mpernapara o UCTeYeHUH CPOKa FOTHOCTH.

B npouecce peructpanuu JeKapcTBEHHOTO Mpenapara JoKa3bIBaeTcs ero 3pGeKTUBHOCTD,
KayecTBO M Oe3zomacHocTh. CirieoBaTenbHO, (AKT TOCYJApCTBEHHONW  perucTpanuu
JIEKapCTBEHHOTO IMperapara O3HAyaeT ero COOTBETCTBUE TpeOOBaHUAM A(PPEKTUBHOCTH,
KayecTBa U 0€30MacCHOCTH B MEPUOJI CPOKA €ro TOAHOCTH.

Taxkum 00pa3oM, X035SHCTBYIOIIKE CYOBEKTHI, PEIaraoliie K MOCTaBKe JEKAPCTBEHHBIE
nmpenaparsl OJHOTO TOBAapPHOTO phIHKA (JIMOO OJWH JIGKApPCTBEHHBIM Tperapar), HO HUMEIOIINe
pa3iaMyYHble CPOKM TOJHOCTH (WJIM pa3iaM4YHblE OCTATOYHBIE CPOKM TOJHOCTH IIpU
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3apETUCTPUPOBAHHBIX OJMHAKOBBIX CPOKAaX TOAHOCTH), B CIIy4ae YCTAaHOBJICHHS 3aKa3uMKaMu
TpeOoBaHUl K CpOKaM TOAHOCTH, BBIPAXKEHHBIX B IPOLIEHTaX, IOCTABJICHBI B HEPABHbIE YCIOBUSI.

Tak, Hanmpumep, ydyacTHUKOM |  @peIjIoXKEH  JIEKapCTBEHHBbIM  @Ipemapar ¢
3apEruCTPUPOBAHHBIM CPOKOM TOJHOCTHM 3 TOJa, YYaCTHUKOM 2 - 2 roja, 3aKa3uuKoM
npruoOpeTaeTcs JEKapCTBEHHBIN Mpernapar st o0ecreueHust Hy»K1 CPOKOM Ha 1 Toj, Impu 3TOM
YCTaHOBJIEH OCTaTOYHBIA CpPOK TOJHOCTHM B mpoueHTtax - 70%, cienoBaTenbHO Ui
yIIOBJIETBOPEHHS TPeOOBAaHUI 3aKa3yMKa Y4aCTHUKY | HEOOXOJMMO MOCTABUTH JIEKAPCTBEHHBIN
npernapar ¢ OCTaTOYHbIM CPOKOM rofgHocTu 2,1 roga, a ydactHuky 2 - 1,4 roga. OcTtaTo4yHbIi
CPOK TOJHOCTH JICKapCTBEHHBIX IPENapaToB OOOWX YYACTHHKOB ITOKPBIBACT MHEPUOJI HYX[
noTpebiieHust ToBapa 3aka3uukoM. Takum o0pa3oM, ydacTHHUK | BBIHYXKEH MOCTaBJISITh TOBApP CO
CPOKOM T'OJTHOCTH OTHOCHUTEIBHO CPOKa IOJHOCTH TOBapa y4aCTHHMKA 2, IPEBbIMIAOMUM B 1,5
pa3a. JIubo ydactHukoM 1 M y4acTHMKOM 2 TPEUIOKEH OJWH M TOT K€ JIEKapCTBEHHBIN
Ipernapar co CpOKOM TOAHOCTH 2 roja, HO YYacCTHMK | MOXKET IOCTaBUTH JIEKAPCTBEHHBIN
mpenapaTr ¢ OCTaTOYHBIM CPOKOM TroaHocTH 70%, a yuacTHUK 2 - 60%, mpu 3ToM (hakTHuecKu
OCTAaTOYHBIM CpPOK TrogHOCTH oOoux mpenapatoB cocrasiser 1,4 roma u 1,2 rona
COOTBETCTBEHHO, YTO YJOBJIETBOPSIET MEPHOAY MOTPeOJICHUs 3aKa3uyuKOM Mpemnapara - 1 rom.
Mexny TeM, Y4acTHUK 2 mpHu TpeOOBaHMM K OCTaTOUHOMY CpPOKY T'OJHOCTH, BBIPA)KEHHOMY B
MPOLICHTAX, HE CMOKET MIPUHATH YYaCTUE B 3aKYIIKE.

Takum  oOpa3oM, TpeOOBaHHS 3aKa34YMKOB OO0 OCTAaTOYHOM CPOKE TOIHOCTH
JIEKapCTBEHHOT'O IIperapaTa, BBIPAKEHHbIE B IMPOLIEHTaX, MOTYT TIOBJIE€Yb 3a COOOM
YCTAaHOBJIEHHE HEpaBHBIX YCJIOBUHM JUId IPOU3BOJMUTENIEH JIEKApPCTBEHHBIX IIPENaparos,
OTpaHMYEHUE KOHKYPEHIIMM M KOJIMYECTBA YYAaCTHHUKOB 3aKYyINOK. B mensx npenynpexaeHus
orpanuueHusi KoHkypeHuuu ©OAC Poccum cuuTaer, YTO OCTATOYHBI CpPOK TOAHOCTH
JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBIEHHBIN B JOKYMEHTAIMU O 3aKYyIIKaX IOCy1apCTBEHHBIMU
U MYyHUIUDAIGHBIMU 3aKa34MKaMH, TOJDKEH OBITh OOOCHOBAaH M OIPENENieH KOHKPETHBIM
NepuoAoM (Hampumep, B TIOJax, Mecslax, [HAX), B TEYEHHE KOTOPOro JIEKaPCTBEHHbIE
npenaparbl COXpaHSIOT CBOK IPHUTOAHOCTb, JHUOO KOHKPETHOW JaToW, 10 KOTOpOH
JIEKapCTBEHHBIE IIpPEMapaThl COXPAHAIOT CBOK IPUTOJHOCTH ISl HCIOJIB30BAHUA  IIO
Ha3HAYEeHMIO.
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