FAPAHTUA HAOEXHOCTW

KJIO4YEBbIE OCOBEHHOCTMU 3AKYI10K
MEOANMUMNHCKNX OPTAHU3ALINA.

— O TUMNYHbIE OLLUNBKUA

®dedopoea Bukmopusi EeeceHbe8Ha



FOC3AKAS



SAKYIKMN NEKAPCTBEHHbIX NMPEMNAPATOB
ansa MEQUUNHCKOIo nPMUMEHEHUSA

FOC3AKAS



Cnocob6bl 3aKynku

003 HMLK

SAKYIIKM JIN

(ocobeHHOCTH) Cucrema
AHTUAEMNVHr pedepeHTHbIX
ueH
TunoBou MucbMa

KOHTPAKT ) \ MuH3papaBa PO

FOC3AKAS



CrNoOCObBbl OCYLWECTBJIEHUA 3AKYIOK JIN

KoHKypeHTHbIe npoueanypbl (ayKUMOH, 3anpoc
KOTUPOBOK)

| V - 3anpoc npeasioxeHum + n.28 4.1 cr.93
f

" \/

“«r o

- M4 4.1 c1.93 (EN)
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Cr.93

28) ocyLliecTBNeHWE 3aKyNoK JIeKapCTBEHHbIX MpPenapaToB, KOTOPble NpeAHa3HayeHbl 4151 HAa3HAYeHUS MauneHTy
NPy HaNMYMN MEANLMHCKMX roKa3aHmi (MHANBMAYanbHAs HENEPEHOCUMOCTb, MO XU3HEHHBIM MOKA3aHUAM) NO
peLleHnto BpayebHOM KOMUCCUM, KOTOPOE OTPAXXaeTCs B MEAULIMHCKUX AOKYMEHTaxX MauMeHTa 1 XypHane BpayebHon
KOMUCCUK. 3aKa3unK BripaBe 3aK/t0UYNTb KOHTPAKT Ha MNOCTaBKWU JIeKapCTBEHHbIX NPenapaToB B COOTBETCTBUN C
HAaCTOSAILLMM MYHKTOM Ha CYMMY, HE MpPEBbILAOLLY 0AWH MUIMOH pybnei. [Mpn 3ToM 06beM 3aKynaeMbixX
NleKapCTBEHHbIX NpenapaToB He A0JHKEH NpeBbilwaTbh 06beM TakMx npenapaTtos, HeobxoaAMMbIN Ans
YKa3aHHOro naumMeHTa B Te4eHue cpoka, HeobxoanMoro Asif OCyLEeCTB/IEHUSA 3aKYNKM JIEKapCTBEHHbIX
npenapaToB B COOTBETCTBUN C NONOXEHUAMN NMYHKTA 7 YyacTu 2 ctaTtbM 83, nyHKTa 3 yactu 2 ctatbm 83.1
HacToswero ®eaepasnbHOro 3akoHa. Kpome Toro, rnpu OCyLeCTBIEHMM 3aKYTKN JIEKaPCTBEHHbLIX NPenapaTos B
COOTBETCTBUW C MOSIOXKEHMAMWN HACTOALLErO MNYHKTA NpeaMeToOM OAHOM0 KOHTPaKTa He MOryT ABNATbLCA
NeKapCTBeHHble NpenapaThbl, NpeAHa3HayeHHble ANns Ha3HayeHus AByM 1 bonee nauneHTaM. YKasaHHOe peLueHue
BpauyebHOM KOMMUCCUM AO/HKHO pa3MeLlaTbC OQHOBPEMEHHO C KOHTPAKTOM, 3aK/THOYEHHbIM B COOTBETCTBUM
C HaCTOSALWMM MYHKTOM, B peecTpe KOHTPaKTOB, NpeayCMOTpeHHOM cTaTber 103 HacToswero deaepasnbHOro 3akoHa.
Mpy 3TOM AOMKHO 6bITb 06ecneyeHo npeaycMoTpeHHoe PeaepanbHbliM 3akOHOM OT 27 utona 2006 roga N 152-93
"O nepcoHanbHbIX AaHHbLIX" 06e3/1MYMBaHue NepCcoHasibHbIX AAHHbIX;

FOC3AKAS



OTBEeTCTBEHHOCTb 3a pa3rjalleHue
MeAMLIMHCKUX NepCcoHasibHbIX AAaHHbIX

CornacHo n.2 c1.137 YK PO:.

LLTpad B pasmepe 100-300 TbIC.pyb

JIMlieHre npaBa 3aHMMaTbCsA ONpeaeneHHbIM BUAOM
NESATENbHOCTU CPOKOM Ha 2-5 neT

ApecT CpOKOM 0 6 MecsLeB
TiopeMHoe 3akntoyeHue ao 4 net

\.\
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B COOTBETCTBUMU C 4.22 CT.22 44-D3

. ynKkas MmHucrtepcTBa 3gpaBooxpaHeHus PP
LA XS OT 26 OKTSAIGPA 2017 r. N2 871H

“O0 ytBepxaeHun Mopsaaka onpeneneHns
Ha4varibHOM (MakcuMmarnbHOW) LIeHblI KOHTPAaKTa,
LEeHbl KOHTPAaKTa, 3aKn4aemMoro ¢ eAUHCTBEHHbLIM
NOCTaBLUMKOM (nogpsaayvmKkom, UCMNONHUTENEM),
Npu OCYyLLLEeCTBNIEHUN 3aKyNOK NeKapCTBEHHbIX
npenapartoB AN MeAULUHCKOro npumeHeH

\
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AONOJIHUTEJIbHO

* TIucbMmo MuH3apasa PO ot 14 cbespans 2018 r. N2 418/25-5
 Tucbmo MuHsgpasa P® ot 06 nexkabps 2017 ropa NC 3522/25-5

* [puka3s MuHakoHoMmpassutTusa PO ot 02.10.2013 N2 567

«06 yTBEPXAEHUN METOONHECKUX DEKOMgHﬂ,aLI,VIl‘/'I no NpuMEHEHNIO METOA0B
onpeaeneHnsd Ha4asibHoum (MaKCVIMaJ'IbHOVI) LIEHbl KOHTPAKTA, LEHbl KOHTPAKTQ,
3aK1to4aeMoro ¢ egnHCTBEHHbIM MNMOCTAaBLLMKOM (I'IO,EI,pFI,EIHVIKOM, VICI'IOJ'IHI/ITeJ'IeM)»
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[py onpeaeneHnun LieHbl €ANHULbI MJTAHUPYEMOTO K
3aKyrKe JIeKapCTBEHHOrO NnpernapaTta 3aka3unkom
PACCMaTpUBAIOTCH

BCE LEHDbI

Ha JSIeKapCTBEHHbIE MpenapaThbl B orpeaeneHHou
NekapcTBeHHOW hopMe 1 AO3MPOBKE,

a TaKXXe LIeHbl Ha NIEKapCTBEHHbIE NpenapaThbl B
3KBWBANIEHTHbIX IEKAPCTBEHHbIX (pOpMax U
NO3NPOBKaX.

FOC3AKAS



[Ipobnembl noncka v BbIbopa BCeX LieH A1 BCex
3KBMBANEHTHbIX POpM

TekcToBeble UNBETPEI k

I-CﬂEB}"ﬂEHI K

[(BBgenmTe BCe Pe3ynNbeTaThl NorceEad)

I:I A0BEaENTE BRIAENEHHBIA parmMeHT B GraeTp
AMOKCHMUMANAKMAH =+ [EnasynaHoeans KKonoTal
AMOKCHLUWMAAKMH = KMOTOTa K1aeynaHoBEan
AMOKCHMUMAAKMAH = KnasynaHoEaq KMonoTa
AMOECHMUMAAKMH = EKnaeynadHoBEad KMoNoTa
AMOECHUWMAAKMH=- KnaeynaHoBEad KMCONoTa
AMOKCHMUMANKMH = [KnaeynadHoBeaa KMonoTal
AMOEKECHUMAAKMH= N3y NaHoBEaA KMoNOoTa

[ CrEC ] | JTmeHa
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MHH

T I}PI’U'EDE HAHMEHOEAHHE

- Bopa onA MHbe s
Bopa onA MHB eI
Bopa Bopa onA MHb s
Bopa Bopna mia mebesanm bvdye
Bopa Bopa oA MHbernm-BHan
Bopa onA MHbeKII Bopa onA MBI

FOC3AKAS



TAONIeTII MOKPEITEIE KIMIeUHOPACTEOPIMOT
oD omouKoH

TABMETHI MOKPHITEIS FIIIEYHOPACTEOPIMOH
TUTEHOUHOM 0D IouKoi

TADIeTEN MOKPEITEIS 00 QMoK

TabNIeTii MOKPHITEIe TDIeHOMHOH obonoukoi

TabIeTEII TP IOHTHP OEAHHOT O ,E[Eﬁl'_'-'l'ﬂl'lﬂ

TADIeTEN TP OIOHTHP OEAHHOT O JefiCTENA IOKPEIThIE
KIS UHOPACTEOPHMOI 0D omouKoi

TABIETEN TP OIOHTHPOEAHHOTO JeHCTENA NOKPBITEIS
oD omouKon

TABIETEN P ONOHTHP OEAHHOTO JefCTENA IOKPBITEIE
TUTEHOYHOM obomouron

FOC3AKAS



ANropuTM AeNCTBMU 3aKa3uuKa Asis pacyera
HMLUK (ueHbl kOHTpakTa ¢ ENN)

[encteus MyHKT [Ana npenapaTtoB, BKIKOYEHHbIX [na npenapaTtos,
nopsiaka B nepedeHb XHBJM He BKJIFOUYEHHbIX
B nepeyeHb XHBJIM
nn «a» MeToa COnoCTaBMMbIX PbIHOYHBIX LlEeH  MeToA COMOCTaBUMBbIX PbIHOYHBIX LieH
War 1 nyHKTa 3 n
TapudHbIi MeToA
War 2 nn «6» PacueT cpeaHeB3BELLEHHOMN LieHbl PacueT cpeaHeB3BeLLEHHOMN LieHbl
nyHKTa 3
War 3 Mn «B» Wcnonb3oBaHue pedepeHTHOMN LieHbl Wcnonb3oBaHWe pedepeHTHON LeHbl
nyHKTa 3
MyHKT 5 3a LUeHy eaAMHMUbI [1aHUPYEMOrO K 3aKyrKe JIeKapCTBEHHOMO
War 4 npenapata 3aka3ynMkoM MPUHUMaAETCs MMHMMaJibHOE 3HaYEeHMe LieHbl,
PACCYUTAHHOM 1M B COOTBETCTBMM C NMYHKTOM 3 HacToslero Mopsaka.
War 5 [yHKT 2 Pacuer HMLIK

FOC3AKAS



OpraHuzauumn Tpebyetcsa 3akynutb 600 amnyn npenaparta
2ydunanH B nosnposke 24 mr/mn, 10 mn

[1penapat n3 cnmcka XXHBJII
MHH: AMMHOMUNNWH

FOC3AKAS



MpuHATHE pelleHns 0 eAUHULIE 3aKYTMKHU
leKapCTBEHHOro npenapara

EavHMUEN nekapCTBEHHOrO npenapaTta MoryT 6biTb Kak
eIMHNLA AEVUCTBYIOLLIErO BEWECTBA, TaK U JIEKAapCTBEHHAs
(popMa, a TaKXKe nepBuYHas noTpebuTenbckasl yrnakoBka, C
yyetoM OcobeHHOCTEN OMMUCAHUSA NEKapCTBEHHbIX NpenapaToB
0711 MEAULIMHCKOrO NMPUMEHEHUS, ABNSIIOLLNXCS OOBEKTOM
3aKynku ansa obecneyeHuns rocyaapcTBeHHbIX U MyHULIMMNANbHbIX
HY>XXA, YTBEPXXAEHHbIX MOCTaHOBNEHMEM [1paBUTENbCTBA
Poccumckon ®epepauum ot 15 Hoabpsa 2017 r. N 1380.

\.\
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NMpuHATHE pelleHnsa 0 eANHULIE 3aKYMKMN
JIeKapCTBEHHOro npenapara

1 BapuaHT — 1 MN :
600*10= 6000 mn
2 BapuaHT — aMnyna c TpebyeMbiM 06 eMOM
NEVNCTBYIOLWEro Bellectsa — 1 WwiT:
600 LUTYK (c ykazanHon go3vposkon no 10 mn)
Nnu

1200 LUTYK (c ykazaHHOM fo3npoBkour no 5 mn)

“I
\\ ! 2
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ETERERVETY

llar 1.1 Metoa CPL

L1 46,0 (5 mn N210)
L2 43,8 (5mn N210)
L3 71,0 (10 mn N910)

LleHa 3a LleHa 3a eguHuLy OnToBas
eanHuuy B | 3akynku 6e3 HOC HapbaBKa
npopaxe M onTt.Haao
(1 wT (1 wT)
no 10 mn)
9,2 7,28 0,73 1,19
8,76 6,92 0,69 1,15
7,1 5,92 - 1,18
CaoenaH pacyeT koadhd.
Bapuauumn
n
cpeaHeapudMeTmyeckoe

3Ha4eHne CoCTtaBu10

6,7




Lar 1.2 TapudHbin MeToa No PeecTpy npeaesibHbIX

OTNYCKHbIX LeH Ha XXHBJII

A328 - AmuHodunauH
A B C D E E H | J
AmuHodbunnud [AmuHodbuanuH- pacTtsop gna sHyTpuseHHoro |OAO "HayuHo- 5 11,47 NICP-001741/09| 22.03.2010 460545300139
Sckom BBeageHua 24 mr/mn, 5 ma - NpPounsBOACTBEHHbINA (2288-Mp/10) 8
amnynbi (5) - ynakosxku KOoHuepH "3CKOM" -
KOHTYpPHbIE NacTUKOBbIEe Poccusa
(nognoHbl) - Nnaykm
324 KapTOHHbIE
AmuHodunnud |AmuHodunnmH- pacTsBop ansa sBHyTpuseHHoro |OAO "HayuHo- 10 22,94 JICP-001741/09| 22.03.2010 [ 460545300140
Sckom sBeageHunsa 24 mr/mn, S mn - NPOU3BOACTBEHHbIN (2288-Mp/10) 4
amnynbi (5) - ynakoBku KOHuUepH "SCKOM" -
KOHTYpPHbIE MNAacTUKOBbIE Poccusa
(nognoxsl) (2) - naukm
325 KapTOHHbIe
AmuHodbunnud (Sybunnud pacTBop Aana BHyTpuBeHHoro |Ba. - Manuuem Al - 10 25,55 J1CP-000055 21.04.2010 [ 693016970005
sBeaeHua 24 mr/mn, 10 mn - Uisetiuapus; MNp. - Cuwyn (3193-Mp/10) (0]
amnybi (10) - ynakoBKku KcupkaHr ®apmacbroTukan
KOHTYpHbIE MN/1acCTUKOBbIe Ko./ltg - Kutan
(nogaoHbl) - naukm
326 KapTOHHbIEe
AmuHodunnuH |dydbunnunx pacTBop ansa BHyTpuBeHHoro |OAO "Hosocubxumdbapm™ - 10 58,32 P N002436/01 27.02.2010 [ 460221200006
sBegeHua 24 mr/mn, 10 mn - Poccusa (1488-Mp/10) o/
amnynsi (10) /B kOMmnaekTe ¢
HOOM amMnyNbHbIM UAU
ckapuduraTtopom, ecam
Heob6xoaum ansa amnyn
AavHoro Tuna/ - kopobru
327 KapTOHHbIEe
AmuHodunnuH (| Sydbuanun pacTBop ansa BHyTpuBeHHoro |Pryrl "Apmasupckas 10 26,31 J1ICP-000883/09| 27.02.2010 [ 460589400102
sBegeHua 24 mr/mn, 10 mn - Buonorunueckan pabpuxka” - (1488-Mp/10) =
amnynsi (10) /B KOMNAeKTe ¢ Poccusa
Muacr 1 Nrvn

TOC3AKAS



Bbi6op ueHbl 13 13 PJ1C XKHBJII

Bce MaKkcuMmanbHas cpeaHAA* MWHUMaribHas
npeperibHble *
LleHbl Ha
AaHHbIN MHH,

BKJIHOYas
BO3MOXHble
KpaTHble
AO3UPOBKMU

2,294 5,832 2,631 2,294
2,555
5,832

2,631
*ﬂMCbMO'%HSKOHOMpa3BMTMH Poccun ot 9 mapTta 2015 1. N
N281n-601




[TnceMo MuH3apaBa PO
Y, oT 14 ¢peBpansa 2018 r. N2 418/25-5

«..l'pn aHanu3e peectpa 3aperncTpnpoBaHHbIX
npeaenbHbIX OTMYCKHbIX LIEH NPOU3BOAUTENEN HA
NEKAPCTBEHHbIE NMpenapaTbl, BK/IIOYEHHbIE B NEPEYEHD
YXM3HEHHO HEOOXOAMMbBIX U BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB (aanee - PeecTp LEeH) y4nUTbIBAETCS
MWHMMAaJZIbHO BO3MO)KHOE 3HauYeHue npeaesibHou
OTMYCKHOWN Ll,eHbI NpoOn3BOAUTENS HA SIEKAPCTBEHHbLIN
npenapar... \\z))

FOC3AKAS



E]

My6nnyHoe
aKuMoHepHoe . . 261.90
9 mecsueB " TabneTkn NoKpbITbie MIEHOYHON 0B60NOYKON,
donunesas obuectBo "BaneHTa - 22.02.2017
donvesas —_— " 400 wkr, (10) - ynakoBKn S4enKoBble
KMcrorta ®apmauesTtuka” (MAO (20-4-4037
Kucnora " " KOHTYPHbIE, 9 WIT. ~ / Na4ykn KapTOHHbIE
BaneHta ®apm") - 625-13m)
Poccusa
My6nuyHoe
aKLMOHepHoe < < 87.63
9 mecsueB " TabneTkn NoKpbITbIE MNEHOYHOW 0B60NOYKON, e
donveBas obulecTBo "BaneHTa < 22.02.2017
donnesas —_ " 400 wmkr, (10) - ynakoBKn S4enkoBble
KMcnoTa dapmauestuka" (MAO (20-4-4037
Kucnora " " KOHTYpPHble, 3 WT. ~ / Na4ykn KapTOHHbIE
BaneHta ®apm") - 625-13m)
Poccus
My6nuyHoe
9 mecsLeB aKLIMOHEPHOE TabneTkn NOKPbITblE NIIEHOYHOW 0D0STIO4KOM 21.14
H donnesas obuectBo "BaneHTa P - ’ 24.03.2017
donuesas — " 400 mkr, 10 wr. (10) - ynakoBKu S4enKkoBble
KMcrnoTta dapmauesTtuka" (MAO (123/20-17
Kucrnora " " KOHTYpPHble, 3 WT. ~ / Na4kn KapTOHHbIE
BaneHta ®apm") - )
Poccus >

FOC3AKAS



LLiar 2. Pacuer cpeaHeB3BeLLEeHHOMW LieHbl Nno
KOHTpakTaM (gorosopam) 3a 12 MmecsiueB

Hanpumep, 3a nocnegHue 12 mecsiueB nepes o6bsaBneHNeEM 3aKynKu
opraHu3aumen bbi10 3akIo4YeHo 2 KOHTpakTa 1 1 gorosop no n.4 4.1 cr1.93.

= (U, *K, +L,*K,+ ... +L| *Kk )/3K =

BBB

CpefaHeB3BelleHHadq LeHa coctaBuna 4,44 PYb

FOC3AKAS



LLiar 4. Bbibop MMHMMaJIbHOIr0 3Ha4YeHuS

6,7 5,83 4,44 4,44

4

V4 o

VY e\
‘@\,‘::‘
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Llar 5. Pacuetr HMLIK

HMLUK = L. * V.
roe:
L. - LUeHa eavHuULbl NNAHUPYEMOTO K 3aKyrKe rnpenapara
c yuetom HAC 1 onTtoBOM Haanb6aBkwy;
V.—  06bem noctaBku npenapara.

HMUKayd = 600 wt * (4,44*10%Hac*20%onT.Hanb)=
= 600 wT * 5,86 py6 = 3516,0 pybnen

“I
\\ & y %
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YcnoBue

He nogaHo HM ogHOW 3asBKK B
npouenype ¢ LeHoM paBHOW
HanMeHbLUeMy 3Ha4YeHuto (Ha
OCHOBaHUM pacyeToB)

He nogaHo HM ogHOW 3asBKK B
npouenype ¢ LLeHoM paBHOW
pedepeHTHON LeHe

He nogaHo HM ogHOW 3asBKK B
npouenype ¢ LLeHoM paBHOW
pedepeHTHON LUeHE, YBENTUYEHHOM
Ha nokasaTtenb CKO

[MpenapaT He B nepeyHe
JKHBIJIIMN

B criegyloLen npouenype B Ka4ecTBe LieHbl eauHMLbI npenapaTa
npuHUMaeTcs pedepeHTHas LeHa

Mpenapat n3 nepeyHs XXKHBJII

B crieayroLwen npoueaype B Ka4eCTBe LieHbl e4MHULbI NpenapaTa
npuHMMmaeTcq pedepeHTHasA LeHa, yBeriMyeHHasi Ha noKasaTtenb
cp.kB.oTknoHeHuA (CKO) (KoTopbin paccunTbiBaeTCA aBTOMaTUYECKN
nocpencrsom EIMMC3)

B criegyloLlen npoueaype B kKa4ecTBe LieHbl eamMHuLbl NpenapaTta
npuHMMmaeTcq pedepeHTHaA ueHa, NOBTOPHO yBeNIMYeHHas Ha
nokasatenb CKO

npv 3TOM LieHa €ANHULbI HEe OO0MKHA
npeBbIWaTb MaKCMMarnbHOMO 3Ha4YeHust
LeHbl, CoaepKallencs B
rocyapCTBEHHOM peecTpe
3aperncTpupoBaHHbIX NpeaenbHbIX
OTNYCKHbIX LEeH npoussoguTenemn

FOC3AKAS



Ycnosue

PedepeHTHas ueHa
OTCYTCTBYET

He nopaHo HM oagHOW 3a8BKU B
npouenype ¢ LeHon paBHOW
NOBTOPHO YBENNYEHHOM
pedepeHTHON LeHE

He nopaHo HM ogHOW 3a8BKU B
npoueaype ¢ LeHou,
yBENNUYEHHOM Ha MHAOEKC-
nednsatop

Mpenapat 13 nepeyHs
KHBIIM

B cneayiolen 3akynke B
KayecTBe LieHbl eaUHULLbI
npenapara npuHMMaeTcs
MakcuManbHoe 3HayeHue
LileHbl, NpeayCMOTPeHHoe
peecTpom

\éﬂ,\/

W'\r'

&

HAJlE

[Mpenapat He B nepeyHe XXHBJIIN

B cnepyowen 3akynke ueHa
eAVHUUbI Npenapara
yBeJinuMBaeTcs Ha UHAEeKC-
aednaTop No BMAaM 3KOHOMUYECKOWN
AesATenbHOCTU, onpeaensiemMblit
MuHakoHoMpa3BuTus Poccum

B cnepyrowen 3akynke npuHumaeTcs
LeHa eanHMUbI NpenaparTa,
paccynTaHHasi Ha OCHOBaHUM
npeanoXeHun nponssogmTenen
(MoCTaBLLMKOB)

FOC3AKAS



CoBMecTHbIe 3akynku JII

PernameHtupytotcsa M P® 1088
- MoxkeT 6bITb TO/IbKO O4MH U TOT XKe TOBap

- HMUKcoBM = cymmam HMLK Bcex
YYaCTBYIOLLMX 3aKa34YNKOB N HE MOXKET
PACCYUTLIBATLCA LIEHTPaIM30BaHHO

FOC3AKAS



NoctaHoBneHue lNpaButenbcrBa PP
oT 15.11.2017 N21380

«06 0CcObeHHOCTSAX ONMMCaAHUS NTeKapCTBEHHbIX MpenapaToB
AN MEAUNLIMHCKOIO NPUMEHEHUS, ABSOLLNXCSA 0OBbEKTOM
3aKyrnku ans obecrneyeHmnst rocyjapCcTBEHHbIX U
MYHULUMNANBbHbBIX HY>X»




S NN SN«

Pa3peLlleHO yKa3biBaTb

reKapCcTBEeHHY chopmy

nyTb BBeAEeHUA npenaparta (Ansa MHbeKuUn unu ans uHhysumm)
AO03UPOBKY

KOHLUEeHTpaLMIo NeKapCcTBEHHOro rnpenapara 6e3 yctaHOBIeHUA
KpaTHOCTU

OCTaTO4YHbIU CPOK roAHOCTHU

BO3pacT pebeHKa B cny4ae Heo6xXxoAMMOCTU UCTNONb30BaHUSA
WUCKIIOYUTESIbHO B NeguaTpum

yKa3aHue Ha ToOproBblieé HAMMEHOBaHUS B Crniy4vae 3aKyrnkKu
nauyueHTy Npu HanNnU4YIMmM MeauULUUHCKNX NOKa3aHUU no peLueHmo
Bpa4yebHON KOMUccumn ,

FOC3AKAS



TpebyeTtcs yKka3biBaTb

¢/ 3KBMBalEeHTHbIe NleKapCTBEHHbIe (hopMbl

v/ BO3MOXHOCTb nocragku npenapara B KpaTHOW JO3UPOBKe
n aBonHom konu4vectie (1 1. 300 Mr unn 2 1. 150 mr) unu B
HeKpPaTHbIX 3KBUBaJIeHTHbIX 4O03UPOBKaxX

¢/ CpPOK rogHoCTM B eAMHULAX N3MepeHns BpemMmeHu ("He paHee ...
AaTtbl UNN "He MeHee ... MeC. C AaTbl 3aKNK4YEeHUA KOHTPaKTa)

BO3MOXHOCTDb noctaBku 0o4HOKOMMNOHEHTHbIX NpenapaToB

NpU 3aKyrnke MHOroKOMNOHEeHTHbIX (KOMOUHUPOBaHHbIX)
npenapartoB n HabopoB

/ BO3MOXHOCTb nocraBku oTAenbHbIX KOMMNOHEHTOB
KOMMNeKTauum

FOC3AKAS



3anpeLljeHo yKa3biBaTb

€  XapaKTepuUCTUKWU, yKa3biBaloLMe Ha KOHKPETHOro npousBoauTens (Hanpumep,
onucaHue uBeTa, hopMbl, BKyca 1 ap.)

4  3KBMBalNeHTHble AO03UPOBKHU, NpeaycMaTpuBaoLme Heo6XoaUMOCTb AeNneHns
TBepAoW fekapcTtBeHHOU hopMbl

< AO3UPOBKY B onpenderieHHbIX eAHULaX U3aMepeHUs npmn BO3MOXKXHOCTHU
KOHBepTUpoBaHuAa B UHble eAUNHULUbI N3MEepPEeHUs

< 00BbeM HanonHeHUss NepBUYHON YNAaKOBKK, 32 UCKITHOYEHMEM pPacTBOPOB ANA
UHY31NK;
4  Hanuuue (OTCyTCTBME) BCOMOraTenbHbIX BELeCTB;

4  duUKcMpoBaHHbIM TeMNepaTypPHbIN PEXUM XpaHEHUs NpenapaToB NpU HanNU4YuMm
anbTepHaTUBHOIO;

< ¢opmy Bbinycka (NepBMYHOU YNAKOBKU) NeKapCTBEHHOro npenapara

&  KonuuyecTBO eguHUL (TabneTok, amnyn BO BTOPUYHOM yNaKoBKe, a TaKxke
TpeGoBaHMe NOCTaBKM KOHKPETHOro KOJfiM4yecTBa yrnakoBOoK BMECTO Konu4yecTsa
neKapcTBeHHOro npenapara;

4 TpeboBaHuA K NoKasaTtenam cpapmakoguHaMuku n (unun) cpapmMakoKMHETUKN

FOC3AKAS



2. MNpv onucaHum B 4OKYMEHTALMM O 3aKynKe 3aka3unmku NOMUMO CBEAEHUIA, NpeayCMOTPEHHbIX MyHKTOM 6 yacTtu
1 ctatbu 33 ®egepanbHoro 3akoHa "O KOHTpakTHOM cucteme B cdepe 3akynok ToBapos, paboTt, ycnyr Ans
obecneyeHna rocy4apcTBEHHbIX U MyHULMNANbHbIX HYXA", YKa3blBaloT:

a) nekapcTBeHHylo opmy npenaparta, BKMouas B TOM UWCNE 3KBUBANEHTHbIE NeKapcTBEHHble (opMbl, 3a
UCKMIOUEHWEM ONUCAHUA NEKapCTBEHHON (hOPMbl U €€ XapakTEPUCTUK, COAEPKALUMXCA B UHCTPYKUMUSX MO NPUMEHEHUIO
NnekapcTBEHHbIX NPenapaTos M yKasbiBaloWMX Ha KOHKPETHOrO NPOU3BOAUTENA (Hanpumep, onucaHue useTta, opMbl,

BKyca v gap.);

0) A03MPOBKY NEKapCTBEHHOro NpenapaTta ¢ BO3MOXHOCTbIO MOCTABKM NEKapCTBEHHOro npenapata B KpaTHOM
AO03VMpPOBKE N ABOWHOM KOnuyecTee (Hanpumep, npu 3akynke tabnetku ¢ gosnposkon 300 Mr B AOKyMEHTaUuKM O 3aKynke
ykasbiBaeTcs: 1 Tabnetka ¢ go3vposkon 300 mrunu 2 Tabnetkm ¢ aosmposkon 150 Mr), a Takke € BO3MOXHOCTbIO
NOCTaBKy NeKapCTBEHHOro npenapara B HeKpPaTHbIX 3KBUBANEHTHbIX A03MPOBKaX, NO3BONAKLWMX 4OCTUYL OAUHAKOBOrO
TepaneBTuyeckoro adpdekra (Hanpumep, dnakoHbl 2,5 Mr, unu 3 Mr, unun 3,5 Mr), AONYCKAeTCH yKasaHne KOHUEeHTpauum
nekapcTBeHHOro npenapara 6e3 ycTaHOBNeHUA KpaTHOCTH;

B) OCTaTOMHbIN CPOK rOAHOCTWU NEKAapCTBEHHOro npenaparta, BbiPaXEHHbI B eAWHWUAX W3MEepPeHUs BpeMeHM
(Hanpumep, "He paHee 1 ausaps 2020 r." unu "He meHee 12 MecsUEB ¢ AaTbl 3aKMIOYEHNUA KOHTpakTa" u ap.).

FOC3AKAS



3. Mpwn onucanum obbekTa 3aKkynku B OTHOLLEHUM:

a) nekapcTBEHHbIX NPenapaToB B KapTpuaxax NMbo B MHbIX (OpMax BbiMycka, COBMECTUMbIX C YCTPOMCTBAMU
BBEAEHNS (NPUMEHEHMUs), - JOMKHO ObiTb yKazaHue Ha BO3MOXHOCTb MOCTABKU NEKapCTBEHHbIX npenapartoB ¢
ycnoeuem 6e3Bo3Me3gHOM  nepedaun  nauweHTam  COBMECTUMbIX  YCTPOWCTB BBEAEHWS B  KONMUYECTBe,
COOTBETCTBYIOLEM KONWYECTBY NaUMEHTOB, ANs obecneuyeHns KOTOPbIX 3aKynalTcs NeKapcTBEeHHble npenapatbl B

KapTpuaxkax;

6) MHOrOKOMNOHEHTHbIX (KOMOMHMPOBAHHBIX) NEeKapCTBEHHbIX NpenapatoB, NpeAcTaBnswoWmx codoin
KoMBuHauuio 2 unu Gonee aKkTUBHbIX BELWECTB (TO €CTb aKTUBHbIX BELIecTB, BXOAALMX B cOCTaB KOMOMHUPOBAHHOrO
neKapcTBEHHOro npenapara u 3aperMcTpUpoBaHHbIX B COCTaBe OAHOKOMMOHEHTHbIX NEeKapCTBEeHHbIX Mpenaparos), a
TaKke HabopoB 3aperucTpMpOBaHHbLIX NIEKAPCTBEHHbIX NpenapaTtoB - AOMKHO ObiTb yKazaHWe Ha BO3MOXHOCTb
nocTaBKyM OAHOKOMMNOHEHTHbIX NEKAPCTBEHHbIX NpenapaTos;

B) NeKapCTBEHHbIX NPenapaTtos, AN KOTOPbIX MOryT ObiTb yCTaHOBNEHbl TpeboBaHUS K WX KOMNnekTauuu
pacTBOPUTENEM UMK YCTPONCTBOM ANA pa3BeAeHUS W BBEAEHUS NEeKapCTBEHHOro npenapara, a Takke K Hanuuuio
WHCTPYMEHTOB ANSA BCKPBLITUA amnyn (Hanpumep, NWkW), - AOMKHO ObiTe yka3aHWe Ha BO3MOXHOCTb MOCTaBKM
OTAENbHbIX KOMNOHEHTOB TaKo KOMNNEKTauuu;

r) nekapcTBeHHbIX Npenapartos B dopmax Bbinycka: "wnpuy”, "npeaHanonHeHHbid wnpuy”, "wnpuy-Tiobuk",
"wnpuy-pyyka” - AOMKHO ObITb yKaszaHWe Ha BO3MOXHOCTb NOCTaBKM NEKapcTBEHHOro npenaparta ¢ YCTPOWNCTBOM
BBEAEHWs, COOTBETCTBYIOWMM oObeMy BBOAMMOrO feKapCTBEHHOro npenaparta (Hanpumep, npu  3akynke
npeaHanonHexHoro wnpuuya obvemom 1 Mn MoxeT ObITh ykaszaHa copma Bbinycka "amnyna” ¢ nocTaeBkol wnpuua
obbeMom 1 Mn unu 2 Mn), 3a UCKNIOYEHWEM Cnyyaes, Koraa B AOKYMEHTauuu O 3akynke cCoaepXuTcs obocHoBaHue
HeobXoAMMOCTI 3aKynkn NekapcTBEHHOro npenaparta KOHKPeTHOWU hopMbl Bbinycka.

FOC3AKAS



4. anI onucaHum obvekTa 3aKynkun gonyckaeTcsd B OTHOLWEHUN NeKapCTBEHHbIX NpenapaTos:

a) HeobXoAMMbIX ANA Ha3HauyeHus naumeHrTy npu Hanuyun MeauuyuHCKUX nokasaHun (uunuemyanbﬂaa

HenepeHoCMMOCTb, N0 KM3HEHHBIM NOKa3aHWAM) NO pelueHWuo BpadyebHOW KOMMCCUMM MEAUUMHCKOW opraHusauvu, -
YKasaHue Ha TOproeble HaUMeHOBaHUA,

0) npeaHasHayeHHbIX ANSA NapeHTepanbHOro NpPUMEHeHWA, - yKasaHue Ha NyTb BBEAEHUS neKapcTBEHHOro
npenapara (4NA UHbEKUUIA unu Ana nHdyauin);

B) NpeAHa3HaYEHHbIX UCKNIOYMTENbHO ANS UCNONB30BaHNA B NEANATPUYECKON NPaKTUKe, - yKazaHWe Ha BospacT
peberka (o1 0, ¢ 3 mecsues, ¢ 12 MecsueB N T.4.).

[OC3AKAS



5. Mpy onucaHum obbekTa 3akynkv HE AONYCKAETCA ykasbiBaTh:

a nekapcTBeHHoro npenapara, MPEAYCMATPHBAIOLIME HEOBXOAMMOCTS | ACNEHIA
npenapara;

6 neKapcTBEHHOro npenapata q
namepenuns (Hanpumep, "ME" (mexayHapopHas efuHuMua) MoxeT ObiTb
KOHBEPTUPOBaHA B "Mr" unu "npouUeHT" MoXeT OblTb KOHBEPTUPOBaH B "Mr/Mn" u T.4.);

] GOBEN HaMONHEHIIA | EPBIINON JNAKOBKNA nexapcTBeHHOro npenapata, 38 CKAIOUEHIEN PACTEOPOB  ANA

r) Hanuuue (OTCYTCTBUE) BCMOMOTATENbHBIX BELIECTS;
A) UKCHPOBAHHIV! TEMNEPATYPHBIA PEXVIM XPaHEHUA NPENapaTos NPH HaNMUMit aNkTEPHATMBHOTO:
e)

"6nuctep” n ap.);

S TabneTok, amnyn) nekapcTBEHHOTO npenapaTa BO BTOPUYHON ynakoske, a Takke
BMECTO KONIMYECTBa NeKapcTBEHHOTO Npenapara;

3) neKapcTBEHHOrO npenaparta
(Hanpumep, BpeMs Hauyana [AeWCTBUA, MPOSBNEHWE MaKCUManbHOro 3addekTa, NPOAOIKUTENBHOCTL AEUCTBUNA
neKkapcTBEHHOro npenapara);

nekapcTBeHHOro npenaparta (Hanpumep, "amnyna", "dnakor",

") JNIEKapCTBEHHbIX MNpenapaToB, coAepXalluecs B WHCTPYKUUAX MO NpUMEHEHUI0
NeKapCTBEHHbIX NpenapaTos, EKapCTBEHHOro npenapara.




6. OnucaHne oBGbeKTa 3aKyNK1 MOXKET COAEpXaTb yKa3aHUe Ha XapakTepUCTUKKN, NMPeAyCMOTPEHHbIE MOANYHKTaMM
B" - "M" nyHKTa 5 HacTOAWEro JOKYMEHTA, B Cllyyae, CNW HE UMEETCS MHOW BO3MOXHOCTW ONUCaTh NEKapCTBEHHbIE
npenapartbl. [py 3TOM ZOKYMEHTaUWs O 3aKynke AOMmKHa COAEpXKaThb:

a) obocHoBaHMe HeobXoANMOCTH yKa3aHWA Takux XapakTepucTuk;

6) nokKasatenun, nospondrline onpegenutb COOTBETCTBUE 3aKynaeMbiX nNEeKapCTBEHHbIX MNpenapaToB
YCTAHOBNEHHBIM XapaKkTepucTukam u MakcuManbHble U (MUNN) MUHUManbHbIE 3HAUYeHWA TakuxX nokasaTenen, a TaKke
3HaYeHWs nokasaTenen, KOTopble He MOTyT U3MEHATLCA.

[OC3AKAS



TUNMOBOW KOHTPAKT HA
NMOCTABKY JIEKAPCTBEHHbIX
NMPEMNAPATOB ONA
MEAULMHCKOIO NPUMEHEHUSA




Npuka3 MMHUCTepCcTBa 3apaBooxpaHeHusa PO
oT 26.10.2017 N2870H
«06 yTBepxaeHn TUNOBOro KOHTPaKTa Ha NOCTaBKYy
JiIieKapCTBEeHHbIX NnpenapaTtoB A1 MeAULIMHCKOro
npuMeHeHuns N MHHOopMaLMOHHON KapTbl TUNOBOIro
KOHTPAKTa Ha NMOCTaBKY JIEKAPCTBEHHbIX NMpenapaToB A4
MeANULMHCKOro npuMeHeHns»

[OC3AKAS




J 4 NocTaHoBneHue lNpaButensctBa PP
Jiof Ne606 oT 02.07.2014

«... 18. TunoBbie KOHTPAKTbI, TUMOBbIE YC/I0BUSI KOHTPAKTOB MOTYT HE MPUMEHSITLCS
rpy OCYLLJECTB/IEHNN
a) 3aKyrnoK 3a Ha/MyHbIi pacyeT, eCi MHOe He NPeAyCMOTPEHO roKasaTensMm Ans

MPUMEHEHUS TUIMOBOIO KOHTPAKTa, TUMOBbIX YC/I0BUM KOHTPAKTa, yKa3aHHbIMU B
MHGOPMaLMOHHOM KapTe;

6) 3aKyroK, npegycMOTPeHHbIX CT.75 n 76, n.2,3,5 n 10 4.2 c1.83, a Takxe n.2 (ecim B
npaBoBbix aktax lNpe3svaeHTa PO nnn lNpaButesibcTBa P® yKa3aHa BO3MOXXHOCTb 3aK/IIOHEHUS
KOHTpakTa 6e3 1UCro/ib30BaHNs TUMOBOIrO KOHTPAKTa, TUMOBbIX YC/I0BUM
koHTpakTa),4,5,9,15,17,26,28,33 u 34 u.1 c1.93 44-03, e HEOOGXOAMMOCTb TPUMEHEHMS
TUMOBOro KOHTPaKTa, TUIMOBbIX YC/I0BUU KOHTPpaKTa He MPEeRYyCMOTPEHa B YKa3aHHbIX
c/lyyasix MHGOpMaLMOHHON KapTou. ...»

FOC3AKAS



0)

HauMeHoBaHWe ToBapa, paboThbl, ycnyru;

ko4 (koabl) NnpegmMeTa KOHTpaKTa:

no obLepoccunckoMy KnaccudukaTopy
npoayKyuu no BMaam 3KOHOMUYECKOW
aeartensHocTtn (OKIMA 2);

no obujepoccuiickoMy knaccudukaTopy BUA0B
aKoHoMuYeckon geatensHoctu (OKB3[ 2);

no Katanory Tosapos, paboT, ycnyr ang
obecneyeHUs rocy4apcTBEHHbIX U
MYHULUMNANbHBLIX HYXA;

pasMmep HauvanbHoW (MakcMManbHOW) LeHbl
KOHTpaKTa, LieHbl KOHTPaKTa, 3aKno4aemoro ¢
€OUHCTBEHHbIM NOCTaBLYMKOM (MOAPAAUNKOM,
UCNOMHUTENEM), NPU KOTOPOM NPUMEHAETCA
TUNOBOW KOHTPAKT (TMNOBbIE YCNOBUA
KOHTpakTa);

WHbIE NOoKa3aTenun ans npuMeHeHna Tunosoro
KOHTpaKTa, TUNOBbIX YCNOBUIA KOHTpaKTa.

[NpenapaTbl NekapcTBeHHbIE
21.201
21.201

[Mpu niobom pasmepe HayanbHON
(MakcuManbHOWM) LEHbl KOHTPaKTA, LieHb!
KOHTPaKTa, 3aKnio4yaeMoro ¢ €AUHCTBEHHbIM
NOCTaBLLMKOM

He npumeHseTca B OTHOLUEHUM 33KYMNOK Mo
rocyaapcTeeHHoMy 060pOHHOMY 3aka3sy

FOC3AKAS



HapyweHus npuv 3aK/1to4MeHnn / UCnosiIHeHUm
KOHTpPaKTa Ha nocTtaBky JII

3akstoyeHne KoHTpakTa ¢ ElNM He uMerowmM nuueH3nmn Ha dhapMaueBTUYECKYHo AesTeNbHOCTb
(onToBas Toprosns)

Mpn noctaske XXHBJIM (3akynka y EMN n/vnu KoOHKypeHTHas) oTcyTCTBYIOT MPOTOKObI
COorslacoBaHms LeH

HapylieHns B 3aHeceHnmn paHHbIX 06 06bekTe 3aKkynku B Peectpe KOHTPaKkToB n/unm MnaHe-

rpadrke 3aKynok (CoBMecTHoe NnucbMo MuH3apasa PO n ®eaepanbHOro KasHadencrsa OT anpens
2019 roga)

3aBbilUEHHbIe 1/UN HEKOPPEKTHO 3aHECEHHbIE AaHHbIE O LleHe JIEKapCTBEHHOr0 npenapara

FOC3AKAS




Tunosele npoﬁnemu JAHHBIX B KOHTPAKTax

Tunosbie cayuas
HECOOTBETCTBHSA

Mpumep

HekoppekTHoe yKazaHue
UeHbl, KOJMYecTBAa M
e AUHM1LbI H3MEpEHHUN
TOBapa

JlaHHble nO UEHe W KOJNHYECTBY B CBELEHHSX O
koHTpakTe B EMC He coOTBETCIBYIOT AaHHBIM B
KOHTpaKTe (pasnuualoTcs 3HAYEHHs Mo LUeHe M
konuuecTsy).  Hanpumep, B KOHTpakTe B
cneunpuxkaunu B mnone «KonuyecTBo B eaHHHMLAX
H3MEpeHHs» YKa3aHO KOJIHYECTBO B «YMaKOBKax», a B
cBefieHusx o koHTpakTe EMC ykazaHo KONMYECTBO B
«Mm»  (To ecTh, «YMAKOBKH» M3  KOHTpaKTa
MepecyHTanbl Ha «MJ» B CBEJEHHSX O KOHTpakTe B
EUC).

Ykaszauue B  peectpe
KOHTPaKTOB  LEHbl H
KOJIHYecTBa B
HECOOTBETCTBYIOLIHX
nonax

B ofbekre 3aKynku B CBEJEHMAX O KOHTPAKTe
KOJIHYECTBO M lieHa TiepenyTaHsl MecTamu. B
KOHTpakKTe B I10JI€ «KOJIMYECTBO)» yKa3aHa LieHa, B none
«LEHA» YKa3aHO KOJIMYECTBO TOBapa.

FOC3AKAS



Oumnbxa BeiGOpa
eMHHLBI H3MEPEHHS

VYkazaHue B CBEJNEHMAX O KOHTpaKTe eqWHHL
M3MEPEHHUsS, HE  COOTBETCTBYIOIUMX  KOHTPAaKTY
(xonTpakT Ne 2683202456518000320: B KOHTpakTe
yka3aHo 150 ynakoBok, a B CBEIeHMAX O KOHTpaKTe B
EHNC ykazano 150 mn).

B ofbexTe 3aKynku B CBEIEHHAX O KOHTpakTe BbibpaHa
ownbovHas eAMHHIA H3MEPEHHA KOJMYECTBa «IITY,
«MI»).

Owunboynoe  ykasanue
crasku HJIC

B cBeneHmsAx o koHTpakre B nojue «B Tom yucne HAC
ykasaH «0,00 B poccuiickux pybmsax», korjia B camoM
kontpakte pasmep HIC ykasan «10%»

Beoa «huKTHBHON»
crietudUKalnH

B ceemenusx o koutpakte B EVMC BBeaens! cBeleHus
06 ogHOM oObeKTe 3aKynKH (KoJau4YecTBO paBHO 1), a B
cnenudUKallMM B KOHTPAKTE YKa3zaHbl CBEAEHHA O

MHOXKECTBE MO3ULMHA (KOMMYECTBO, HalNpHMep, pPaBHO
30).

FOC3AKAS



O)xxunpaem:

- HoBbI npuka3 o pacyete HMUK (npoekT pa3MelleH)

- OkoHyaTesibHoe BHeapeHune pedepeHTHbIX LEeH

- [logroTosneH Mopagok onpeaeneHuns B3aMMO3aMeHAEMOCTH
NneKapcTs 2

FOC3AKAS



r

C3AKAS

NHCTUTYT OOMNONMHAUTENBHOro
MPOMECCNOHATTBHONO OBEPA30OBAHMA

FAPAHTUA HAOEXHOCTU

m vk.com/sogznsk

630102, r. HoBocmbupck,
YA. Knposa 86, ocb. 203

BCTYMAMTE B HOLLY rpynny;
CAEAMTE 30 HOBOCTIMM; +7 (383) 3471-666

30AQBAMTE BOMPOCH

info@sogz.ru
roc3akas.py



