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rocyIapCTBEHHBIMH U MyHHULIMNATbHBIMU
3aKa3uMKaM¥ B JOKyMEHTALIUHU O 3aKyTKax
OCTATOYHOIO CPOKa FOJHOCTH JIEKAPCTBEHHbIX
npernapaTroB '
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®eepanbHas aHTUMOHOIIONbHAsA CIy)KOa HampaBisieT AJsS NPUMEHEHWs B pabote
pasbsCHEHME BOMPOCOB yCTAHOBICHHS TOCYJAPCTBEHHBIMU "M MYyHHIMIANLHBIMHA
3aKa3YuKaMH B. JOKYMEHTAI[UK O 3aKyIIKaX OCTaTOYHOTO CPOKa TOAHOCTH JIEKAPCTBEHHBIX
TIpenaparos. | ' »

‘B coorsercTBuM ¢ uacThio 1. cratem 33 .@exmepanmpHoro saxona ot 05.04.2013

- No 44-®3 «O KOHTpPAaKTHOH cucTeMe B cdepe 3aKyIOK TOBapoB, paboT, yCIyr s

obecrieuennss TOCYIAPCTBEHHEIX W MyHUUHIATBHBIX HyXI» (mamee — 3aKkoH O
KOHTPAKTHON CHUCTEME) OIIMCaHue 00BEeKTa 3aKyIKH JOJKHO HOCUTH OOBEKTHBHBIH
xapakTep. B omucannn 06beKTa 3aKyIKH yKa3bIBAIOTCs PyHKIMOHANBHbIE, TEXHUICCKAC 1 .
KAUeCTBEHHbIE XAapaKTEPUCTUKH, SKCIUTyaTallHOHHbIC XapAaKTEPHCTUKA OOBEKTa 3aKyTKH
(mpu HeobxomuMmocTH). B omnmcanue 00BEKTa 3aKyNKA HE JOMKHBEL  BKIOYATHCAH
Tpe601§aHH5{ WM -yKa3aHuWs. B’ OTHOLIEHMM TOBAapHBIX 3HAKOB, 3HAKOB 00CITyKUBaHUs,
(GUpMEHHBIX HAaMMEHOBAHUH, MaTEHTOB, ITOJIe3HBIX MOJIENEH, TPOMBIIIIEHHBIX 00pasIoB,
Ha¥MeHOBaHWe MecTa IIPOMCXOXKIEHHs ToBapa WM HAaWMEHOBAHHE IPOM3BOAUTEILI, a
TaKKe TpeboBaHUs K ToBapaM, HH(popmayuu, paboTaM, ycIyram IpH YCJIOBHH, YTO TaKUe
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TpeOOoBaHUsI BJIEKYT 3a cCOOOW OrpaHMYeHHE KOIMYEeCTBAa YUYACTHUKOB 3aKyIKH, 3a
UCKJIIOYEHUEM CIIydaeB, €CId He HMeeTcs APYroro crocoba, 00ecrnedynBarolero
OoJiee TOYHOE U YETKOE OIMCAHUE XapaKTePUCTUK OOBEKTa 3aKyIIKH.

B cootBercTBUU co cTaThelt 13 DenepanpHoro 3akoHa ot 12.04.2010 Ne 61-03
«O0 oOpaieHun JIeKapCTBEHHBIX CPEACTB» (Hanee — 3akoH 00 oOpaleHun
JIEKapCTBEHHBIX CPEACTB) JIEKAPCTBEHHBIE IIpenaparbl BBOIATCS B IpaXXIaHCKUN
obopor Ha Tepputopuu Poccuiickoil dDenepanuu, €CIW OHH 3apPETMCTPUPOBAHBI
COOTBETCTBYIOIIIUM YIIOJJHOMOUEHHBIM (DeepaibHbIM OPraHOM HCIOJIHUTEIBHON
BJIACTH.

CormacHo crareu 18 3akoHa 00 oOpallleHHM JIEKapCTBEHHBIX CPEICTB IS
rOCyIapCTBEHHON  perucTpandyd  JIGKQpCTBEHHOTO  Ipernapara  pa3paboTduk
JIEKapCTBEHHOTO TIpernapara WM YIOJIHOMOYEHHOE UM JAPYroe IOpUAUYECKOE JIUIIO
IPEJCTABIIET B COOTBETCTBYIOIIMN YIOJIHOMOUEHHBIH QenepalbHbIli  Opras
UCIIOJHUTENBHON BJIACTH, OCYIICCTBISIIONIMN TOCYJapCTBEHHYIO PETMCTPALIUIO
JeKapCTBEHHBIX  IpenaparoB, 3asBlI€HHE O TOCYJNApCTBEHHOM  perucTpanuu
JIEKapCTBEHHOTO TIpernapara, a Takke B IOPsAKe, yCTAHOBIEHHOM COOTBETCTBYIOLIUM
YIIOITHOMOYEHHBIM (hefiepanbHBIM OPraHOM HCIIOIHUTEIbHON BIIACTH, HEOOXOAMMEIE
JOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS] PETUCTPALIMOHHOE TOChE Ha JIEKAPCTBEHHBIN
npernapar (Janee — pPerucTPaLlOHHOE JOChE).

B perucrpanuronHoe 10Cke BKIIOYAETCS, B TOM YUCIIE IPOEKT MHCTPYKIUH IO
IIPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara, COHAEepIKallero, MOMHUMO IPOYero, CpoK
rOJHOCTH M yKa3aHWe Ha 3ampeT IPUMEHEHUs JIEKapCTBEHHOI'O IIperapara IIo
HCTEUYCHUH CPOKa FOJTHOCTH.

B mporecce permcrpanuy JIEKapcTBEHHOIO IIperapara JOKas3blBaeTCs ero
5>} (heKTUBHOCTD, KadecTBO U Oe3omacHOCTh. ClieloBareNnsHo, (GakT rocyIapCcTBEeHHON
pEerucTpaIyy JEKapCTBEHHOTO ITperapara 03Ha4aeT ero COOTBETCTBHE TPeOOBaHUSIM
3 PeKTUBHOCTH, KauyecTBa U OE30I1aCHOCTH B IIEPHOJL CPOKA €T0 TOIHOCTH.

TakuM 00pa3oM, XO3SHCTBYIOIIME CyOBEKTHI, IpeIararoilie K IOCTaBKe
JleKapCTBEHHBIE MPENAapaThl OXHOTO TOBAPHOTO PHIHKA (JIMOO OIMH JIEKapCTBEHHBIN
Tperapar), HO UMEOIe Pa3IMdHble CPOKM FOJHOCTH (WIIM PasIMIHBIC OCTATOYHBIC
CPOKHU FOIHOCTH IIPU 3apPErUCTPUPOBAHHBIX OJIMHAKOBBIX CPOKAX I'OJHOCTH), B CIly4ae
YCTAHOBJIEHWs 3aKa34MKaMU TpeOOBaHMM K CpPOKaM TOIHOCTH, BBIPAKCHHBIX B
IIPOIEHTAaX, [IOCTABJICHBl B HEPABHEIE yCIIOBUSI.

Tak, Hampumep, YYaCTHUKOM | IIpe/UIOKEH JIEKapCTBEHHBIA Mpernapar ¢
3apEeruCTPUPOBAHHBIM CPOKOM TOAHOCTH 3 TOja, ydYacTHMKOM 2 — 2 roja,
3aKa34UKOM NPHOOpETaeTCsl JIEKAPCTBEHHBIM IperapaT i OOEeCIeYeHus HyKIT
CpoKoM Ha | rof, Mpy 3TOM yCTaHOBIIEH OCTATOYHBIA CPOK FOMHOCTH B IIPOLEHTAX —
70%, cienoBaTeNbHO IS YIOBIETBOPEHWs TPeOOBaHUM 3aKa3dyKKa, y4acTHHKY 1
HE0OXOIUMO ITOCTaBUTh JIEKAPCTBEHHBIN IIperapar ¢ OCTaTOYHBIM CPOKOM TFOJHOCTH
2,1 roma, a yyactHuky 2 — 1,4 roga. OcTaTo4HBIA CPOK TOJHOCTH JIEKaPCTBEHHBIX
IIpernapaTtoB 00OMX YJYaCTHHKOB IOKPHIBAET MEPUOI HYXJ MOTpeOiieHnst ToBapa
3aKka3uukoM. Takum 00pa3oM, y4yacTHHUK | BBIHYKIEH ITOCTABJIATH TOBAP CO CPOKOM
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TOJHOCTH OTHOCHUTENIFHO CpOKa TOJHOCTH TOBapa y4acTHHUKA 2, IPeBhIIAonui B 1,5
paza. JIu6o yuyacTHMKOM | ¥ ydYacTHMKOM 2 TIpEmJIOKEH OIMH U TOT XK€
JIEKapCTBEHHBIN IIpermapar co CPOKOM TOJHOCTH 2 TOfa, HO YYacTHMK | MOXeT
IIOCTaBUTH JIEKAPCTBEHHBIN Ipermapar ¢ OCTAaTOYHBIM CpokoM romHocTH 70%, a
y4yacTHEK 2 — 60%, mpu 3ToM (aKTHIECKH OCTATOYHBIA CPOK TOJHOCTH 00OMX
npenaparoB coctasiser 1,4 roma u 1,2 roga COOTBETCTBEHHO, YTO YIOBIETBOPSET
IIEPHOY TOTPeOIIeH s 3aKa3dyrMKoM Hpernapara — 1 rog. Mexay TeMm, y4acTHHUK 2
npy TpeOOBaHUKM K OCTATOYHOMY CPOKY TOJHOCTH, BBIP2)KEHHOMY B IPOLIEHTaX, He
CMOJKET MPUHSThH yIacTHe B 3aKyTIKe.

TakuM o6pa3zom, TpeOOBaHMS 3aKa3YMKOB 00 OCTATOYHOM CPOKE TOAHOCTH
JIeKapCTBEHHOIO IIpernapara, BhIpaKeHHbIe B IPOLEHTaX, MOTYT IIOBJIEYb 3a COOOM
YCTAHOBJIEHWE HEPaBHBIX  YCIOBHH Ui  IIPOM3BOAMTENEH  JIEKAPCTBEHHBIX
TIperaparoB, OrpaHWYeHVe KOHKYpPeHIMH U KOIMYecTBa YYacTHHKOB 3aKylok. B
HesIx IMpemaynpexaeHus orpanumdeHus KoHKypeHuuun PAC Poccun cuurtaet, 4to
OCTAaTOYHBIA CPOK TOMHOCTH JICKQPCTBEHHBIX IIPENaparoB, YCTAHOBIECHHBIA B
JOKYMEHTAIlMH O 3aKyMKaxX rOCyIapCTBEHHBIMM M MyHMLUIAJIbHBIMHU 3aKa3qMKaMH
TOIDKeH OBITH 0OOCHOBAH U OIpe/elieH KOHKPETHBIM IIepHoIoM (HalmpuMep, B rojax,
MecsIlax, QHAX), B TeUeHHe KOTOPOro JIeKapCTBEHHBIE IIPEraparhl COXPaHsIOT CBOIO
IPUIOAHOCTh, MO0 KOHKPETHOW MAaTod, NO KOTOPOM JIeKapCTBEHHBIE IIperaparhl
COXPAHSIOT CBOIO MPUTOJHOCTH Il HCIIOIb30BaHUs 110 HA3HAYCHHUIO.

. KameBapos

A.B. Mycaes,
8(499)755-23-23 no6. 088-610
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