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Ha Ne oT

O pazbACHEHUHU BONPOCOB YCTAHOBJIEHHUS .. '
rOCYIaPCTBEHHBIMY ¥ MyHUIANATBHBIMU
3aKa34MKaM| B JOKYMEHTALHH O 3aKyrKax
OCTaTOYHOTO CPOKA OJHOCTH JIEKAPCTBEHHBIX
npernaparoB

r

desepanbHas aHTHMOHOIIONbHAs CiIyX0a HalpaBisieT IS NPUMECHEHHS B pabote
paspsICHEHME BOMPOCOB yCTAHOBIGHHS TOCYIApCTBEHHBIMA M MYyHHIMNAIbHBIMHU
3aKa34MKaMH B JOKYMEHTALMK O 3aKyIKaX OCTaTOYHOIO CPOKa FOJHOCTH JIEKapCTBEHHBIX
Ipenaparos. ' | :

‘B coorBercTBHMH ¢ uactbio 1. crateu 33 @DenepamsHoro 3akona or 05.04.2013
Mo 44-@3 «O KOHTpaKTHOH cucTeMe B cdepe 3aKyIOK TOBapOB, paboT, yCiyr I
ofecriedeHusi TOCYIAPCTBEHHBIX M MYHHHMIAIBHBIX HYKI» (amee — 3akoH O
KOHTPAKTHOW CHCTEMe) ONHCAHME OOBEKTa 3aKyIKU JOJDKHO HOCHTH 00BEKTUBHBIN
xapakTep. B onucanin 0GbeKTa 3aKyIKH yKasbIBAOTCs OyHKITHOHATIBLHBIE, TEXHIIECKHE .
KayeCcTBEHHBIE XAapaKTEPUCTUKH, SKCIUIyaTalllOHHEIE XapPaKTEPUCTUKA OOBEKTa 32KyIKH
(npu HeoOxoxuMmocTH). B omnmcanue o0BeKTa 3aKyNKW HE JO/KHBI  BKIFOYATHCAH
TpeGOBaHMsS WM yKA3aHHs B’ OTHOUIEHAW TOBAPHBIX 3HAKOB, 3HAKOB 00CILy)KMBaHHMS,
(DUPMEHHBIX HAMMEHOBAHHMH, MATEHTOB, MOJIE3HBIX MOJIENEH, [IPOMBIIIIEHHBIX 00PasloB,
Ha¥MEHOBaHWe MecTa IIPOMCXOXK/EHHs ToBapa WM HaWMEHOBAHME IMPOU3BOMUTENA, a
Taioke TpeboBaHuUs K ToBapaM, HHpopmaluu, padoTaM, yCciIyram Mpy yCIOBHH, YTO TaK1E
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TpeOoBaHUs BIEKYT 3a co0O0ll orpaHWdeHHe KOJTMYECTBA yYAaCTHHKOB 3aKyTIKH, 3a
UCKJIIOYEHUEM CIIydaeB, €CJId He HMeeTcs JAPYroro crocoba, o0ecrnedynBarolero
OoJiee TOUHOE U YETKOe OMUCaHUe XapaKTepUCTUK 0ObeKTa 3aKyIIKH.

B coorBercTBuU co crarbell 13 MenepanpHoro 3akoHa ot 12.04.2010 Ne 61-®3
«O06 oOpalleHun JIeKapCTBEHHBIX CpeACTBY» (nanee — 3akoH 00 oOpaleHuu
JIEKApCTBEHHBIX CPEJICTB) JIeKapCTBEHHBIE IIperaparbl BBOJSATCS B Tpa)XAaHCKUN
obopor Ha Ttepputopum Pocculickoii ®enepauuu, €cid OHU 3apPErHCTPUPOBAHBI
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (efiepaibHbIM OpPraHoOM HCIOIHUTEIbHOMN
BJIACTH.

CornacHo crarbu 18 3akoHa 00 oOpalleHHM JIeKapCTBEHHBIX CPEACTB I
rOCyIapCTBEHHONM  perMcTpauyy  JIGKQpCTBEHHOrO — Iperapara  pa3paboTumk
JIeKapCTBEHHOI'O ITperapara Wid YIOTHOMOYEHHOE UM JIPyroe FOpUIAMYECKOE JIMILO
NpPENCTaBIsSET B COOTBETCTBYIOIIMH YNOJTHOMOUYEHHBIH (efepalbHbBI  Opras
HCIIOJHUTENLHON BIACTH, OCYIIECTBISIIOUIMN TOCYJapCTBEHHYIO PErucTpanuio
JeKapCTBEHHBIX  IIPeraparoB, 3asBiIeHHWE O TOCYHApCTBEHHOM  PperucTpanuu
JIEKapCTBEHHOTIO Iperapara, a TakKe B MOpsi/IKe, yCTaHOBIEHHOM COOTBETCTBYIOIIUM
YIIONIHOMOYEHHBIM (heJiepallbHBIM OPraHOM HCIIOJIHUTEIBHON BIacTH, HEOOXOAUMBEIE
JOKYMEHTEI, U3 KOTOPBIX (POPMHUPYETCS PErUCTPALMOHHOE 0Che Ha JIEKapCTBEHHBIN
nperapar (Janee — perucTpalioHHOE J0CKE).

B perucrpainoHHOe 10Che BKIIIOYAETCS, B TOM YHUCIIE MPOEKT UHCTPYKIHMH IO
INPUMEHEHHIO JIEKAPCTBEHHOIO Iperapara, COIEepIKallero, MOMHMO IMPOYEro, CpoK
rOOHOCTH M YyKa3aHWe Ha 3arpeT I[pUMEHEHMs JIEKapCTBEHHOIo Ipernapara Io
UCTEYEHUU CPOKa TOJTHOCTH.

B mporecce perucTpalyy JIeKapCTBEHHOIO IIperapara JOKa3biBaeTCs €ero
5 PeKTUBHOCTD, KauecTBO U Oe3omacHocTh. CreoBaTenbHO, GakT rocyrapcTBeHHOM
pErucTpalyy JIEKapCTBEHHOIO Mperapara 03Ha4aeT ero COOTBETCTBUE TPeOOBaHUSIM
3} dhexTHBHOCTH, KauecTBa U 6€30IaCHOCTH B IIEPUOJ| CPOKA €ro TOAHOCTH.

TakuM 00pa3oM, XO3SUCTBYIOIIME CyOBEKTHI, NpeIIaraiomme K I0CTaBKe
JIeKapCTBEHHBIE Mpenaparhl OJHOTO TOBAPHOIO phIHKA (MO0 OJMH JIEKApCTBEHHBIN
Mpernapar), Ho UMEFOIe Pa3InyHble CPOKU TOAHOCTH (WM pasiM9IHbIe OCTaTOYHBIC
CPOKHM FOJIHOCTH TP 3apErUCTPUPOBAHHBIX OJIMHAKOBBIX CPOKAaX FOJHOCTH), B Cllydae
YCTAHOBJIEHMsT 3aKa3uMKaMu TpeOOBaHMM K CpOKaM TIOJAHOCTH, BBIPDAKCHHBIX B
IIPOIIEHTAX, [IOCTABIEHbl B HEPaBHBIE YCIIOBUSI.

Tak, HampuMmep, YYaCTHUKOM | MpelUIoKeH JIEKapCTBEHHBIM Ipernapar ¢
3apPEerdCTPUPOBAHHBIM CPOKOM TOMHOCTH 3 Toja, ydacTHukom 2 — 2 roAa,
3aKa34MKOM TPUOOpPETAETCsl JICKapCTBEHHbBIM Iperapar s obecneveHus: HyxX[
CpoOKOM Ha | roJi, TPy 3TOM yCTAaHOBJIEH OCTATOYHBIN CPOK TOIXHOCTH B IPOIEHTAX —
70%, ciemoBaTeNbHO JUIS YHOBIETBOPEHHWs TpeOOBaHMI 3aKa3yMKa, YIaCTHHUKY |
HEoOXOAMMO IIOCTABUTEH JIEKAPCTBEHHBIN Iperapar ¢ OCTaTOYHBIM CPOKOM IOJHOCTH
2,1 roma, a ygactauky 2 — 1,4 roga. OcTaro4HbId CPOK FOJHOCTHU JIEKAPCTBEHHBIX
TpenapartoB 0OOMX YYaCTHUKOB IOKPBIBAeT MEPUOJl HYXKJ MOTpedieHus ToBapa
3aKka3z4ukoM. TakuM 0Opa3oM, y4acTHUK | BBIHYXKJIEH ITOCTaBIATH TOBAp CO CPOKOM
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TOIHOCTH OTHOCHUTEJIBHO CPOKa FOAHOCTH TOBapa y4acTHHUKA 2, IIPeBLIIIAoNui B 1,5
paza. JIubo yuacTHMkOM | ¥ ydacTHMKOM 2 TpENJIOXKEH OIWH M TOT XKe
JIEKapCTBEHHBIN IIperapar co CPOKOM TOJHOCTH 2 roja, HO YYacTHHMK 1 MOXeT
IIOCTAaBUTh JIEKAPCTBEHHBIA Tpermapar C OCTAaTOYHBIM cpokoMm rojgHoctu 70%, a
y4acTHUK 2 — 60%, mpu 3ToM (haKTHIeCKH OCTATOYHBIM CPOK IOAHOCTH 00O0MX
npenaparoB coctasinser 1,4 roma u 1,2 roga COOTBETCTBEHHO, YTO YHOBJIETBOPSET
rieprojly moTpeOneHns 3aKka3dyuKkoM Ipenapara — 1 rox. Mexamy Tem, y4acTHHK 2
npu TpeOGOBaHHWU K OCTATOUYHOMY CPOKY TOJHOCTH, BBIPAXKEHHOMY B IPOILICHTaX, HE
CMOXET NMPUHSITH y4acTUE B 3aKyIIKe.

Takum 00pasom, TpeOOBaHMS 3aKa3uyMKOB 00 OCTATOYHOM CPOKE TOHOCTH
JIeKapCTBEHHOrO Tpernapara, BbIPaKEHHBIE B MPOLEHTAX, MOIYT IIOBJIEYb 3a COOOH
YCTAHOBJIEHHE HEpPaBHBIX  YCIOBUH  JUIi  IIPOM3BOJMTENECH  JIEKAPCTBEHHBIX
IpenaparoB, OrpaHWYeHHe KOHKYPEHIMH U KOJIMYecTBa yYaCTHUKOB 3aKylmok. B
HessxX mnpexynpexaenus orpaHmdeHus koHKypeHuun DAC Poccun cuuraet, 4TO
OCTaTOYHBI CPOK TOJHOCTH JIEKAPCTBEHHBIX IIperaparoB, YCTAHOBICHHBIH B
IOKYMEHTALMH O 3aKylKaX IOCYapCTBEHHBIMM M MYHHIHUIIAIBHBIMU 3aKa3duuKaMH
NOJKeH ObITh 0O0CHOBAH U OIpeJielieH KOHKPETHBIM IepruoAoM (Hanpumep, B Tozax,
MecsIax, IHSIX), B TeUeHHe KOTOPOro JIeKapCTBEHHBIE IpEraparhl COXPAHIIOT CBOIO
[PUTOAHOCTh, JINOO KOHKPETHOM HaToH, J0 KOTOpPOW JIeKapCTBEHHBIE Ipernaparsl
COXPaHSIOT CBOIO IIPUTOJHOCTH JUIsl HCIIOJNB30BaHUS 110 Ha3HAYCHHUIO.

. KameBapos

A.B. Mycaes,
8(499)755-23-23 nob. 088-610
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