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006 yTBepKIeHHH
Topsiaka onpeejeHHs] HAYAIbHOH (MAKCHMAaJILHOI) HeHbl KOHTPAKTa,

HeHbl KOHTPAKTA, 3aKJII0492eMOro0 ¢ ¢IHHCTBEHHBIM N0CTABLHIHKOM
(MOAPAAIHKOM, HCTIOJIHATEIEM), HA4AIbHOI IeHbl eIHHHULI TOBAPa, Pa0OThI, yC/IYTH
NpH OCYIIECTB/IEHHH 3aKYNOK JIeKapCTBEHHBIX MpenapaTos
AJIS MEAUIIHHCKOTO NIPHUMEHEHHS

B COOTBETCTBHH ¢ uyacThio 22 crarthi 22 MefepansHOro 3akoHa oT 5 ampens 2013 r.
No 44-®3 «O KOHTpaKTHOH cucTeMe B coepe 3aKyNOK TOBapoB, paboT, ycimyr i
obecreveHns roCyJapCTBEHHBIX M MyHHIMIANGHBIX HyXm» (CoOpaHne 3aKOHOJATENLCTBA
Poccuiickoit Peneparmu, 2013, Ne 14, cr. 1652; Ne 52, cr. 6961; 2014, Ne 23, cr.2925;
Ne 48, cT. 6637; 2015, Ne 10, c1. 1418; Ne 29, cr. 4342, ct. 4346; 2016, Ne 26, ct. 3890; 2017,
Ne 31, cr.4780; 2019, Ne18, cr.2195) u myskTom | mocraHoBieHH IIpaBHTEIBCTBA
Poccuiickoii ®enepammu ot 8 Qespams 2017 r. Ne 149 «O QenepanbHOM Oprame
MCIOJHATENpHOH BJIACTH, YIMOJHOMOYEHHOM Ha YCTAaHOBJICHHE IIOpSAIKa ONpPEAe/ICHHA
HayanpHON (MaKCHMaJIbHOW) IIeHbl KOHTpakTa, IEHBl KOHTPaKTa, 3aKIi04aeMoro ¢
€ IMHCTBEHHBIM TIOCTABIIMKOM (TOAPSIYMKOM, HCIIONHUTENEM), HAYAIEHOW NEHbI eIMHULB]
TOBapa, paboTEI, YCIyrH IpPH OCYIIECTBICHMM 3aKYNOK JIEKAPCTBEHHBIX NPENaparos UL
MENULIMHCKOrO MPUMEHESHUS (Cobpanne 3aKOHOJATENIbCTBA Poccuiickoit ®enepauuu, 2017,
Ne 7, ct. 1088; Ne 23, ct. 3359; 2019, Ne 31, cT. 464]) mp K a3 B B 2 O:

1. YTBepauts npunaraeMeii IIopsfox omnpenencHus HadalbHOH (MaKCHMAJIbHOMN)

[IeHbl KOHTpaKTa, IICHBI KOHTpPAaKTa, 3aKJII0YaeEMOr0 ¢ €AUHCTBEHHBIM IIOCTaBIIMKOM




2

(oIpAIUNKOM, UCTIONHUTENEM ), HaYalbHOM LIeHbI eIUHUIIBI TOBapa, paboThl, yCIyrd HpH
OCYIIECTBICHUN 3aKyTIOK JIEKapCTBEHHBIX IpeNapaToB A1 MEAUIMHCKOrO MTPHMEHEHHS.

2. Hactosamuii mnpuka3 HE TMpPUMEHAETCS B OTHOLIEHHM 3aKyllOK TOBapoOB
ons  obecmedeHHs TOCYJApCTBEHHBIX M MYHHIMNAIBHBIX  HYXI, H3BEIICHHSA
00 OCyILIECTBICHUH KOTOPHIX pa3MEIIeHbl B €ANHOW WH(GOPMAIIOHHON CHCTEME B cdepe
3aKynoK, 1H0O TNpUTIalleHuss NOpUHSATh yYacTHe B KOTOPBIX HampaBlieHBI OO0 JHS
BCTYIUIEHHUS B CHITy HACTOSILIEr0 NIpUKas3a.

3. Ilpu3HaTh yTpaTUBIINMH CHITY:

nmpuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanum ot 26 oKTAOpS
2017 r. Ne 8711 «O6 ytBepxnenuu Ilopsiaka onpeneneHuss HaYaIbHOW (MaKCHMAJIbHOI)
[EHbl KOHTPAaKTa, LIEHBl KOHTPAKTa, 3aKIOYa€MOr0 C €JUHCTBEHHBIM IOCTaBIIMKOM
(TompsAOYHUKOM, MCIIONHUTENEM), IIpU OCYIUECTBICHHM 3aKyNOK JIEKaPCTBEHHBIX
npenapaToB Ui MEIUIMHCKOro IPUMEHEHHS» (3aperucTpupoBaH MUHHCTEPCTBOM
roctuiuu Poccutickoit @enepauuu 27 Hos0ps 2017 r., peructpaunosHsiii Ne 49016);

npuka3 MunuctepcrBa 3apaBooxpaHeHus Pocculickoit ®enepanuu ot 26 MIOHA
2018 r. Ne386mH «O BHecenun wu3MeHeHHil B [lopsnok omnpeneneHuss HavdalbHON
(MaKCUMaJIbHOM) IIeHBl KOHTPAaKTa, II€Hbl KOHTPaKTa, 3aKIHYaeMOro C €IUHCTBEHHBIM
IOCTaBIIUKOM  (IOJAPSTYMKOM, HCIIOJHHUTENEM), TIPpH OCYLIECTBICHHH 3aKyIIOK
JIEKapCTBEHHBIX MpenapaToB I MEAULIMHCKOTO NMPUMEHEHHS, YTBEPXKACHHbIH [TPUKa3oM
MunucrepctBa 31apaBooxpaHeHus Poccuiickoit ®epepauun ot 26 oktabps 2017 r.
Ne 8718» (3apeructpupoBaH MunucrepctBoM toctunuu Poccuiickoit ®enepanuu

24 wrons 2018 r., peructpaunonssiii Ne 51683).

Munuctp B.U. CxBopuosa




YTBEPXIEH

mprKa3oM MUHKCTEpPCTBA 31paBOOXPaHEHHUS
Poccuiickoit ®enepauun

or« 1% Ugmeﬁg, 2019 1. Ne 706%,

IMopsgok
onpeae/ieHNs HAYAJIbLHOH (MAKCHMaJILHOI) IEHbI KOHTPAKTA,
IeHbl KOHTPAKTa, 3aKJII0Y2eMOro ¢ eIHHCTBEHHbIM MOCTABIIHKOM
(moaApAIYNKOM, HCIIOJTHUTEJIEM), HAYAIbHOH HEeHbl eJHHHIbI
TOBapa, padoThl, YCJYTH IIPH OCYIEeCTBJICHHH 3aKyNOK
JIEKAPCTBEHHBIX MpenapaToB AJisi MEAHUIHHCKOI0 IPHMEHEeHHs

1. Hacrosmuii MOPSAOK onpenemnsieT eqUHBbIE IIpaBuiIa pacdeTa
3aKa3yMKaMH HadaJdbHOW (MakCHMaJbHOM) LI€eHBl KOHTpaKTa, LEHBI KOHTPAKTa,
3aKJF0YaEMOr0 C €JMHCTBEHHBEIM IIOCTABIIMKOM (TIOAPSAYUKOM, HCIIOJHUTEIIEM)
(manee — HMIIK), HayanpHOI LIEHBl €OMHHLBI TOBapa IIPH OCYILIECTBICHMH 3aKyIOK
JIeKapCTBEHHBIX [IpenapaToB TUIS MEJUITUHCKOTO IPUMEHEHUS (manee
COOTBETCTBEHHO — [TopsioK,  JleKapcTBeHHble  IpemapaThl) i1 obecredeHHs
rOCYJapCTBEHHBIX U MYHHUIUNANBHBIX HYX, 3a HCKIIOUYEHUEM 3aKyIIOK JIEKAPCTBEHHBIX
IIpenapaToB, H3TOTOBIEHHBIX alITCYHBIMH OPraHU3alUAMH.

2.1lena emuUHHUIBI JIEKApCTBEHHOIO IIpemnapaTra, HayalbHas IeHa eIWHHIIEI
JEKapCTBEHHOTO  Iperapara  yCTAHABIMBA€TCS 10  OJHOMY  HaMMEHOBAaHHUIO
(MeXIyHApOOHOMY HENAaTeHTOBAHHOMY HAMMEHOBAaHMIO, IIPH OTCYTCTBHH TaKOro
HAaMMEHOBaHHA — 10 TPYNIHPOBOYHOMY MM XHMHYECKOMY HAMMEHOBAHMIO,
a TaKkKe COCTaBy KOMOMHHPOBAaHHOIO JIEKAPCTBEHHOIO IIperapara) ¢ Y4Y€TOM
SKBHBAJICHTHEIX JIEKApCTBEHHBIX (OPM H JO3UPOBOK NMOCPEICTBOM:

a) MPUMEHEHHsT METOIOB, IMPEeLyCMOTPEHHBIX IMyHKTaMM 1 ¥ 3 4Jactu 1 crateu 22
®enepanpioro 3akoHa ot 05.04.2013 Ne 44-®3 «O KOHTpaKTHOM cHCTeME B cdepe
3aKyIIOK TOBapOB, paboT, YCIYyT s 00eCreYeHus roCyJapCTBEHHBIX U MYyHHUIHMIIATBHBIX
myx1» (Cobpanme 3akoHopatenbcTBa Poccuiickoii ®emepammn, 2013, Ne 14, cr. 16525
Ne 52, c1. 6961; 2014, Ne 23, c1.2925; Ne 48, ct.6637; 2015, Ne 10, cr. 1418; Ne 29,
ct. 4342, cr. 4346; 2016, Ne 26, ct. 3890; 2017, Ne 31, ct. 4780; 2019, Ne 18, crt. 2195)
(manee — 3aKOH 0 KOHTPaKTHOH cCHCTEME);

6) pacueTa CpeIHEB3BEIIEHHOH IIEHBl B COOTBETCTBMU C IIYHKTOM 5 HACTOSILETO

Iopsanxa,




B) HCIIOJIb30BaHU I[EHEI, KOTopast pacCYUTHIBAETCS aBTOMAaTHYECKU
B €IUHON rocymapCcTBEeHHOW HHGOPMAIMOHHOW cucteMe B cdepe 3I[paBOOXpaHeHI/Iﬂl
(manee — pedepeHTHas IleHa) B COOTBETCTBHHM € IyHKTOM 6 Hacrtosuuero llopsaxa,
CBEIEHUSA O KOTOPOH IPENOCTABIAIOTCS B €AMHYI0 MH(POPMALMOHHYIO CHUCTEMY B cepe
3a1<y11015<2 NOCPeACTBOM HHGOPMAIMOHHOTO B3aUMOJEHCTBUS MEXIYy YyKa3aHHBIMU
CHUCTEMAaMH.

3.IIpy mpuMEeHEHHH METOJA COMOCTABUMBIX DPBIHOYHBIX neH’ (aHaIM3a pPHIHKA)
3aKa3ydK yYUTHIBAET CBEICHHUS O IIeHE JIeKapCTBEHHBIX IIpenaparoB Oe3 ydera Hajora
Ha pobasineHHyo ctouMmocTth (mamee — HJIC) mocpexctBom ocyuiecTBieHHs cbopa
¥ aHanu3a OOINeIOCTYNMHOM IIeHOBOM HH(OpMalMM, B TOM 4YHCIE 3aKa34HKOM JOJDKHBI
OBITH HAIIPABJIEHHI 3aIIPOCHI O ITPEJOCTABICHUH IEHOBOU HH()OPMAIMK MOCTABLIMKAM.

4. TapudHsbIii MeTOX' WCIIONB3yeTcs MPH 3aKyIKe JEKapCTBEHHBIX MPEeraparos,
BK/IIOUYEHHBIX B Ie€peueHb JKU3HEHHO HEOOXOAMMBIX M BaXXHEWIIHX JIEKapCTBEHHEIX
npernapatoB (manee — JXKHBJII), mns ompeneneHuss LEeHB! €IUHMIBI JIEKAPCTBEHHOI'O
Ipernapara, HayaJbHON LEHBI €IWHMIBI JIEKAPCTBEHHOrO Tperapara IO JAaHHBIM
rOCy[JapCTBEHHOI'O  peecTpa  IpeAeNbHBIX  OTIYCKHBIX  LEH  MPOM3BOIHTENICH
Ha JIeKapCTBEHHBIE MperapaThl, BKIIOYCHHBIE B IepedeHb J>KH3HEHHO HEOOXOIUMBIX
¥ BaKHEHIMX JIEKapCTBEHHBIX MPEMapaToB (Jajiee — rocy1apCTBEHHBIN PEECTD).

5. CpenHeB3BellleHHas 1I€Ha ONpeJeNseTcss Ha OCHOBAaHHMH BCEX 3aKITIOYEHHBIX
3aKa3YMKOM M HCIOJHEHHBIX IIOCTABIIHKOM TOCYIapCTBEHHBIX (MYHHLUIIAIBHBIX)
KOHTPAKTOB HJIA JOTOBOPOB Ha ITOCTAaBKy IUIAHMPYEMOIO K 3aKylKe JIeKapCTBEHHOIO
TpenapaTa ¢ yYeToM SKBHBAICHTHBIX JIEKAPCTBEHHBIX (POPM U JJO3UPOBOK 3a 12 mecsIes,

IPEIIECTBYIOIINUX MECAIy pacdeTa HMIIK, HagaipHOM LIEHBI €UHHULIBl JIEKAPCTBEHHOTO

! TMonmyukt «B» mynkra 20 [TonoXeHHs 0 €IUHOH rocy1apCTBEHHOW HHPOPMALMOHHON CHCTEME B cdepe 3ApaBOOXPAHEHNS,
yTBEpAKAEHHOro TocTaHOBIeHHeM IIpaBurensctBa Poccuiickort ®Denepauuu  OT 05.05.2018 Ne555 (Cobpanue
3akoHozaTenbcTBa Poceniickoit @enepanumn, 2018, Ne 20, cT. 2849).

? Moctanosnenne IpaButensctsa Poccuiickoit ®enepaunn ot 23.12.2015 Ne 1414 «O nopsiake (yHKUMOHHPOBAHHS ¢IUHOMN
uroOpMaIoHHO# cucTembl B cdepe 3akymok» (Cobpanue 3akoHonaTenbcTBa Poccuiickol denepauu, 2016, Ne 2, ct. 324,
2017, Ne 17, ct. 2565).

3 B cOOTBETCTBHHM ¢ dacTsaMu 2 — 6 craTthi 22 ®emepanbroro 3akoHa oT 05.04.2013 Ne 44-®3 «O KOHTPAKTHO! CHCTEME B
cdepe 3aKymok TOBapoB, pabor, ycmyr mis oGecredeHHs TOCYNAPCTBEHHBIX W MYyHALMNATIBHBIX HYXI» (Cobpanme
3akoHOmaTebCTBa Poccuiickoil Menepannn, 2013, Ne 14, cr. 1652).

4 B COOTBETCTBHM C HacThio § craThy 22 PemepanbHOTo 3akoHa oT 05.04.2013 Ne 44-®3 «O KOHTpakTHOH cucieme B chepe
3aKyIIOK TOBApOB, paboT, ycIyr Ui 06ecTeuenHs rocy IapCTBEHHbIX M MyHUUNMTAIBHEIX HyX /1 (CobpaHue 3akoHOMATebCTBA
Poccnuitckoit ®enepanmn, 2013, Ne 14, cr. 1652, Ne 52, cT. 6961).




nperapara, 3a HCKIIOYEHHEM TOCyIapCTBEHHBIX (MYHI/II_II/IHEUILHBIX) KOHTPAaKTOB HJIH

AOrOBOPOB Ha IIOCTaBKy JIEKAPCTBEHHBIX IMPENApaToB, HEOOXOAMMBIX UIS HA3HAUEHUS
NAlMEeHTy NpH HAIWYUK MEIULMHCKUX MOKa3aHWH (MHAWBHIyaibHAs HEIEePEHOCHMOCTb,
IO JKM3HEHHBIM IIOKa3aHMsAM) IO pEIICHHIO0 BpauyeOHOM KOMHCCHH MeNUIMHCKOM

OpraHusanuy, rno Gopmye:

I, = 1y XK+ 41 Xkp
B3B an L]

rae:

I] — uena enuHuMIE IEKAPCTBEHHOTO Ipemnapara Ge3 ydeta HJIC 1 onToBoit HapGaBKw;

k — KONMYeCTBO 3aKyIJIEHHBIX JTEKAPCTBEHHBIX NPENapaToB B SKBUBANEHTHEHIX JICKAPCTBEHHBIX
bopMmax u HO3MPOBKAX.

Juis neneit onpeneneHus cpeaHeB3BELIEHHON IIEHBL:

4) YIUTHIBAIOTCS LEHbl M KOJNHYECTBO ENUMHMWIl JIEKAPCTBEHHOTO Mpemnapara,
YKa3aHHbIE B JIOKYMEHTax O IPHEMKE TOBApOB, IOJMUCAHHBEIX 3aKa3YHMKOM B TEUYEHUE
12 Mecsues, mpeamecTBYIOmMUX Mecsly pacuera HMIIK, HauaibHOH HEHBI €XWHHULII
JIEKapCTBCHHOI'O Npernapara, 10 KOHTpaKTaM, UCIIOJHEHUE 10 KOTOPHIM 3aBEPIIEHO (B TOM
4HCTIe, B CBSA3U C UCTEUCHUEM CPOKa IEWCTBUS KOHTPAKTa Ml PACTOP)KEHUEM KOHTPAKTa);

0) He yYMTBHIBAIOTCS IIEHBI JIEKAPCTBEHHBIX IPENApaToB, 3aKylKa KOTOPHIX
OCYILECTBJISIACh Y €OUHCTBEHHOI'O IIOCTaBIIMKAa HA OCHOBaHHMM IyHKTa 28 wactu 1
cratbd 93 3akoHa O KOHTPAKTHOM cHCTeMe, ITyTeM HpPOBEIESHHs 3arpoca IpelloKeHUH
Ha OCHOBaHMH IyHKTa 7 4acTH 2 cTaThbH 83 3aKoHa O KOHTPAKTHOM CHCTEME, a TaKXKe
NyTeM IIPOBEACHHs 3alpoca MNPeMIOKEHUH B JJIEKTPOHHOM ¢GopMe Ha OCHOBaHMH
myHKTa 3 gacTH 2 craThy 83' 3akoHa o KOHTPAaKTHOM cHUCTeME;

B) IpH 3aKynKe MHOTOKOMIIOHEHTHBIX (KOMOHWHHPOBAHHBIX) JIEKAPCTBEHHBIX
IIPENnaparoB, MNPeACTaBIAIONMX co00i KOMOHMHAIMIO 2 uiIM 0Oojiee aKTUBHBIX BEIIECTB,
a TakKe HaOOPOB 3apErMCTPHPOBAHHBIX JIEKAPCTBEHHBIX IPEMApaToB 3aKa34dK BIPABE
HE YyYUTHIBaTh IEHBI €JIMHHUL IEKapCTBEHHBIX IPENapaToB 10 UCIIOJHEHHBIM KOHTPaKTaM
Ha IIOCTaBKy COOTBETCTBYIOIIMX OJHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IIPENaparos,
3a UCKIIIOYEHHEM CITydasi, €CJIM HMCIIOJHEHHBIH KOHTPAKT Ha MOCTAaBKy COOTBETCTBYIOIIMX
OJHOKOMITOHEHTHEBIX JIEKAPCTBEHHBIX IIpenapaToB ObUT 3aKiIIOYEeH MO pe3ysbTaTaM

KOHKYPEHTHOM  IpOUEAYpBl 3aKyNKM MHOTOKOMIIOHEHTHBIX (KOMOWHUPOBAHHBIX)
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JIEKApCTBEHHBIX TMperapaToB HIH HAOOpOB 3aperHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
IIpernaparos;

) 3aKa34YMK BIpaBe HE YYWUTHIBaTh LEHBl IIOCTABIECHHBIX JIEKAPCTBEHHBIX
IIpenaparToB:

- C OCTAaTOYHBEIM CPOKOM ToAHOCTH, Ha 20 U Oojee IPOLEHTOB OTIMYAOLIUMCS
OT OCTATOYHOI'O CPOKAa FOAHOCTH, HMPELyCMOTPEHHOTO 3aKa3uMKOM B OIMCAaHMH OOBEKTa
3aKyIIKH, Ui KOTOpo# ocyuiecTBisiercs onpeaeneane HMIIK, HaualbHOM LEHE! €IMHHIIBI
JIEKapCTBEHHOTO Ipernapara;

- 10 KOHTPaKTaM, [0 KOTOPHIM 3aKa34MKOM B3BICKUBAIUCh HEYCTOHMKH (WITpadkl,
NeHH) B CBA3M C HEUCIIONHEHWEM WM HEHaJUIeXaIllM HCIONHEHHEM 0043aTeNbCTB,
IPeayCMOTPEHHBIX KOHTPAKTaMH;

- obparenre kKotopelx Ha Mecan pacuera HMIIK, HavaibHOH IEHBI €IMHHIIBI
JIEKAPCTBEHHOro TpenapaTa NPHUOCTAHOBIEHO B IIOPSIKE, YCTAaHOBJIEHHOM 4YacThio 1
cratbl 65 ®@enepansHoro 3akoHa ot 12.04.2010 Ne 61-®3 «O6 obpaieHun
nexapcTBeHHEIX cpeacTB» (Cobpanue 3akoHomarenbcTsa Poccuiickont ®enepanun, 2010,
Ne 16, ct. 1815; 2014, Ne 52, ct. 7540).

6. Pacyer pedepeHTHBIX LeH MPOM3BOAUTCA aBTOMATHYECKH C YYETOM 0OBEMOB
3aKyIKH JIEKAPCTBEHHBIX IPENapaToB IOCPENCTBOM HCIIONB30BAHMSA PECYPCOB €AUHOU
roCyIapCTBEHHON MH(QOPMAIMOHHOH CHCTEMEI B chepe 3[]pABOOXPAHEHUS 110 COCTOSHHUIO
Ha 1 Mast ¥ | HOAODS TEKyLIero roja B paMKax OAHOTO HAMMEHOBAaHMs (MEXIyHapOJHOTO
HEIAaTCHTOBAaHHOIO HAMMEHOBaHHWSA, IIpU OTCYTCTBHM TaKOro HaMMEHOBaHHUA — IIO
IPYNIAPOBOYHOMY WM  XMMHMYECKOMY  HAMMEHOBAHHIO, a TaKxke  COCTaBy
KOMOMHHPOBAHHOTO  JIEKAPCTBEHHOTO  Ipemapara) ¢  y4YeTOM  OKBHBAJICHTHBIX
JIEKapCTBEHHBIX (GOpPM M JO3MPOBOK HAa OCHOBAaHHM LIEH €JWHUIl JIeKapCTBEHHBIX
npenaparos 6e3 yaera HIIC u onroBoii Han6aBky.

3nadeHue pedepeHTHOMN LIeHBI, PACCYMTAHHOE 110 COCTOSAHHIO Ha 1 Mas TeKyIuero
rofa, 00s3aTeNIbHO K MPUMEHEHUIO B OTHOLUCHMH 3aKyIOK, H3BEIICHHs O NPOBEIEHHH
KOTOPEIX pasMelleHbl B nepuon ¢ 1 mions no 30 HoAOps TeKyllero rona; a 3Ha4eHHe

pedepeHTHON LEHB], PAaCCYNTAHHOE IO COCTOSHMIO Ha | HOSOps Tekyliero ronia,

5 B COOTBETCTBHH C TOAIYHKTOM «B» TyHKTa 20 Tlo0KeHus 0 eHHOIi rocy1apcTBeHHOH MH(pOPMaMOHHOH cucTeMe B chepe
3]paBOOXPAHEHHs, YTBEPKIEHHOro MOCTaHOBNeHHeM IlpaBurenscrBa Poccuiickoii Pemepamud OT 05.05.2018 Ne 555
(Co6panme 3akoHOaTeNbCTBa Poccuiickoit denepamuu, 2018, Ne 20, cr. 2849).



0043aTeIbHO K IPHMEHEHUIO B OTHOLIEHUHM 3aKyIOK, M3BEIIEHUS O MPOBEICHUHN KOTOPBIX
pa3sMelleHnl B Ieproz ¢ 1 nexabps Texyiero roja mo 31 mMas ciuexyrolero roja.

[NonoxkeHus IOAINYHKTa «B» ITyHKTa 2 Hacrosmero Ilopsaka He NPUMEHSIOTCS
IO pasMeINeHHs COOTBETCTBYIOIIMX IaHHBIX B €JUHOH HH(QOPMAIMOHHON CHCTeMe
B cepe 3aKyIOK B OTHOLIEHHH HCIIONB30BaHUA pedepenTHOH HeHsl npu pacyere HMIIK,
HaYaJILHOM IIeHbI €JMHUILIBI JIEKapCTBEHHOI'O Nperapara.

7. 3aka3uMKOM IIPH YCTAHOBJICHHU IIEHBI €IMHHMIBI JIEKAapCTBEHHOTO IIperapara,
HauaIbHOM LIEHBI IUHUIBI IEKAPCTBEHHOTO Mpenapara He YYUTHIBAIOTCA 3HAYESHHUS:

a)leHsl ~ eIWHHMLBI  JIEKApCTBEHHOIO0  IIpemapara, HAYaJIbHOU  LIEHBI
eIMHMLBI JIEKAPCTBEHHOTO Mperapara, OTCYTCTBYIOIIETO B TIPaXIaHCKOM 0bopote
B Poccuiickoii ®emepanuu, Ha OCHOBaHHU CBeleHui, pasmemaeMbix @enepanbHOH
ciyxboii 1m0  Hamsopy B  cdepe  3IpaBOOXpaHEHHs ~Ha  OQULIHATBHOM
caiire http://www.roszdravnadzor.ru/services/turnover B HHGOPMAITMOHHO-
TeleKOMMYHHKAlMOHHON  cetn  «lIHTepHeT» ¢  COOMIONCHHEM — OTpaHHYCHMH,
YCTaHOBIEHHBIX 3aKOHOATENbCTBOM O KOMMEDYECKOH M HMHOM, OXPaHAEMOH 3aKOHOM
TaI‘/’IHe6;

6) pedepeHTHON IIEHBI IIPU ONpENENEHUM LEeHBl CIUHHIBI JIEKaPCTBEHHOTO
TIpenapara, Ha4yaJbHOW IIeHBl eJMHMIILI JIEKAPCTBEHHOTO IpenapaTa Il OCYyIIeCTBICHU
3aKyIKH y €JMHCTBEHHOrO IOCTABIIWKA HA OCHOBaHMM MyHKTa 28 vacté 1 crated 93
3akoHa O KOHTPAaKTHOM CHCTeMe, IyTeM MpPOBENEHMS 3ampoca  IPeiJIoKeHHH
Ha OCHOBaHHM IyHKTa 7 wacTH 2 cTaThd 83 3aKoHa O KOHTPAKTHOW CHCTEME, IyTEM
TIPOBEJIEHHs 3aIpoca MPEeINOXeHUuH B SNEKTPOHHOH dopme Ha OCHOBaHHH myHKTa 3
gacTH 2 cTaThy 83' 3aKOHA 0 KOHTPAKTHOMN CHCTEME.

8.1leHa enMHMIBI JIEKApPCTBEHHOro IIperapara, HadalbHas II€Ha CIHHHULBI
JIEKapCTBEHHOTO IperapaTa ONpeelIeTcs 3aKa34MKOM KaK MHHIMAJIbHOE 3HAYECHNE IICHBI
W3 MHHAMAJBHBIX 1LI€H, PACCUMTAHHBIX MM C OJHOBPEMEHHBM IIPUMEHEHHEM METOOB,
TIpeyCMOTPEHHBIX ITHKTOM 2 Hacrosiero ITopsixa.

9. Pacuer HMIIK ocyiecTBisieTcs o GopMmye:

S Mynkr 9 Tlopsaka OCYLIECTBICHHSA BbIGOPOYHOTO KOHTPONA KAyecTBA JIEKAPCTBEHHBIX CPEACTB AUIA ME[MUHHCKOTO
IpHMEHEHNs, yTBeP)KICHHOTo mnpukasoM PeaeparbHOH ciyx6sl o Hapsopy B cepe 3gpaBooxpaneHus ot 07.08.2015
Ne 5539 (3apeructpuposano B Murtocte Poccuu 09.10.2015 Ne 39263).
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HMIK =¥, Ili x Vi,
rJe:
1 — KOJIMYECTBO MOCTABIIAEMBIX JIEKApPCTBEHHBIX IIPENapaToB;
L]i — neHa eAVHHUITEI i-TO JIEKAPCTBEHHOTO IIpeHapaTa7 ¢ yuerom HJIC u onToBoit HanOaBKky;

Vi — 06beM IOCTaBKH i-T0 JIEKApCTBEHHOI'O IIperiapaTa.

10. OrroBEle Haa0aBKH MOryT IpuMeHsTbes mpu pacdere HMIIK, ompenenenun
HavdaJbHBIX IIEH €UHMI] JIEKAPCTBEHHBIX MperapaToB, KoTopble BKmodeHs! B XXHBJIII:

a) ms obecrieyenus ¢enepanbHbIX Hyx 4, ecni HMLIK mpy mpyMeHEeHHH ONTOBBIX
Ha0aBOK WM MaKCHMajJbHOE 3Ha4YeHHe I[eHbl KOHTPaKTa B CIyd4ae, IpeXyCMOTPEHHOM
yacThio 24 cTaThk 22 3aKOHA 0 KOHTPaKTHOM CHUCTEME, HE NMPEBBIIAET AECATh MU/UTHOHOB
pyOuneit;

0) i obGecreueHns HyXn cyOwpekra Poccuiickoii ®enepanuy, MyHHULMIIATBHBIX
uyxn1, ecid HMLK npu npuMeHeHHH ONTOBEIX HaJ0aBOK MM MaKCHMAIbHOE 3Ha4Y€HHE
IeHHl KOHTpAaKTa B Ciydae, IIPeSyCMOTPEHHOM dacThlo 24 crateu 22 3akoHa
0 KOHTPAaKTHOM CHCTEME, He IPeBHIIIaeT pa3Mep, yCTaHOBJIEHHBIHA B CyObekTe Poccuiickoit
defiepalluil B COOTBETCTBUM ¢ ITyHKTOM 2 dacTH 10 ctateu 31 3akoHa 0 KOHTPaKTHOM
CHUCTEMe, M COCTaBJIIET He 0ollee JecATH MIUTHOHOB pyOiiei;

B) eciii HMIIK mpu npiMeHEeHHH ONTOBBIX HafA0aBOK UM MaKCHMAIbHOE 3HAYCHHUE
IleHsl KOHTPAaKTa B Cliyuae, INpPeIyCMOTpPEeHHOM duacTbio 24 crateu 22 3akoHa
0 KOHTPaKTHOM CHCTeMe, MpEeBbIIIaeT 3HAaYeHHUs, YKa3aHHblE B TMOAMYHKTaX «a» H «O»
HACTOSAINEr0 IyHKTA, NMPH YCIOBUU HENPEBBLINECHUS LIEHBl €IWHHIBI JIEKApCTBEHHOT'O
npernapara Haj L[EHOM eAMHHUIBI JIEKapCTBEHHOIO  Ipenapara, ONpeAeseHHOH
B COOTBETCTBHH C IMyHKTOM 4 HacTtosniero ITopsaka.

OnrtoBass HajmbaBKa ompezensercs 3aKa3dMKOM B pa3Mepe, He IMpPEeBBIIIAIOIIEM

yCTaHOBIIeHHBIH B cyObpekTe Poccuiickoii Penepauuu MpenenbHbIA pasMep ONTOBOH

7 Ilnst neneit npuMeHeRns HacTosiwero [Topsiika B Ka4eCTBE «&JWHHUIIEI JIEKAPCTBEHHOIO MPENapaTay UCHOb3YIOTCA eAHHUIIB!
M3MEPEHHS, YKasaHHBIe B €IMHOM CIIPaBOYHHKE-KAaTaore JEKapCTBEHHBIX MpenapatoB. B ciryuae OTCYTCTBHA B €JMHOM
CTNIpaBOYHMKE-KATANIore JIEKapCTBEHHBIX NpenapaToB HHpOpMAlMM O JIEKapCTBEHHOM IpeniapaTe B KaueCTBE «E€AMHHIBI
JNIEKApCTBEHHOTO Iperapara» MCIOb3yeTCs €IMHHLA H3MEPEHMA KONHMYEeCTBA AEHCTBYIOIIEr0 BeLIECTBA B JIO3HPOBKE
(sanpumep, mr, wii, ME ¥ npo4.), a B cllydae HEBO3MOXHOCTH HCTIOJIb30BAHHS €IMHHLBI U3MEPEHNs KOINIECTBAa aKTHBHOTO
BEIECTBA B JO3MPOBKE — HCIONB3YeTCs eIMHHLA U3MEPeHHs «IITyKa», COOTBETCTBYIOMIAS OJHON JIeKapCTBEHHOH dopme
(opme BhIMycka) (TabneTka, Kancyna, CyMIO3HTOpUH M Tpo4.), NHOO MHad e[MHHLUA HM3MEPEHHI B COOTBETCTBHH C
Obmepoccuiickum  Kiaccudukaropom emuamn wsMepenna (OK 015-94 (MK 002-97)), npuMeHuMas Lis H3MepeHHA
KOJIMYECTBEHHBIX XapaKTePUCTHK 3aKyNaeMOro IeKapCTBEHHOTO Npenapara.
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Hax0aBKd K (PaKTUYECKAM OTHMYCKHBIM Il€HaM, YCTAHOBJIEHHBIM IPON3BOAUTEISMH
JIeKapCTBEHHBIX MpenapaToB, BKIYeHHbIX B JKHBJIIL

B cimyyae eciu ONMCAHMIO JIEKapCTBEHHOTO MpernapaTa, SBISIOUErocss 00BEKTOM
3aKyNK{, OJHOBPEMEHHO COOTBETCTBYIOT JIEKAPCTBEHHBIE IpenapaThl, OTHOCSIIUECS
[0 CBEJEHUSM TIOCYJAapCTBEHHOI'O peecTpa K pa3HbIM LIEHOBBIM CErMEHTaM, OINTOBas
HagbaBKa oOlpeaeNseTcss 3aka3dyuKoM B pa3Mepe, He MNPEeBBIIAIONIEM HaUMEHBIIETO
13 IPUMEHUMBIX NIpeeNbHBIX Pa3MEPOB ONITOBOM HaA0aBKU.

3aka3uMK BIpaBe HE IPUMEHATh ONTOBBle HanOaBku Ipu pacdyete HMIIK,
onpeAeNieHNH HaYaJIbHBIX [IEH €AWHUI] IEKAPCTBEHHBIX MIPENapaToB.

11.Tlpu ocymiecTBIIEHUH 3aKyNKH Yy €JUHCTBEHHOI'O MOCTaBIUMKa (MIOAPSAYUKA,
HCIIOJHHTENS) TI0 OCHOBAHUIO, IIPeTyCMOTPEHHOMY ITyHKTOM 9 dactu 1 cratbu 93 3akoHa
0 KOHTPaKTHOM CHUCTEME, 3aKa34MK BIIpaBe OIPENENUTD LEHY KOHTPaKTa C IPUMEHEHUEM
UCKIIIOYMTEILHO  METOJa  CONOCTABHMBIX  PBIHOWHBIX ILeH (aHanu3a  pBIHKA)
0e3 HCIOIb30BaHUA MHBIX METOJIOB, MTPEIyCMOTPEHHBIX IIyHKTOM 2 HacTosero Iopsaaxa.

12. B cimyuae, eciii Ha ydacTHe B 3aKylKe He [TOfaHO HHU onHOM 3asBku no HMIIK,
HAYAJIbHOM IIeHe eIUHMIIBI JIEKApCTBEHHOro TMperapara ¢ MEHOM  eIUHHIB
JIEKapCTBEHHOI'0 TIperapaTa, HadajJbHOH IEHOM eIWHMIBI JIEKADCTBEHHOIO IIperapara,
OIpE/IEICHHON B COOTBETCTBHM C IyHKTOM & Hacrtosmero Ilopsaka, mpu mpoBeIeHHH
KaXIOi Crlemyromelf 3aKylKy 3aKa3uyMKOM YyCTAHABIMBAETCS MHUHMMAIBHOE 3HAYCHUE
HMIIK®, MunpmaneHOEe 3HAYeHHWe HAYANLHOM IIEHBl EIUHMIBI  JIEKAPCTBEHHOTO
npenapaTag, crexyromee nocae HMIIK, HavaibHOH LEHB €OUHHIBI JIEKAPCTBEHHOTO
Tperapara, Ha y9acTie B 3aKyIlKe [0 KOTOpOH He IOIaHO HU OIHOM 3asBKH.

13.B ciiyyae, eciu oIpelielIcHue TOCTAaBIMKA (nonpsounka,
ucnonuurends) mo HMIIK, HaudanpHOH LeHE eIUHMIBI JIEKAPCTBEHHOTO IIperapara,
OmnpeleleHHONM B COOTBETCTBHM C IyHKTOM 12 Hactosmero Ilopsimka, He TNpHBENO
K  3aKIIOYEHHMIO  KOHTPaKTa, TIIpH  OCYIIECTBICHHUH  CIEAYIOIIEH  3aKyNKH

B Ka4eCTBC OCHBI CAHUHHIIBI JCKapCTBCHHOI'O nperapara, HavyaJILHOHN

8 Ucnonb3yroTcs 3HAYEHHs LeH €JMHUL JIEKapCTBEHHOTO MpernapaTa, MepBOHAYANbHO PACCYUTAHHBIE ¢ NOMOIIBIO KaXAOro
MeToja, IPEXYCMOTPEHHOTO ITYHKTOM 2 HacTosmero Ilopsaka, U nepecueTy He TOANeKaT.

° Ucromp3yroTcs  3HA4€HHs HAYaIbHOM IHBI ENMHULBI JIKapCTBEHHOTO TperapaTa, MNEPBOHAYAIBHO PAacCUMTaHHbIC
¢ TIOMOIIBIO KaXAOT0 METOA, NPEAYCMOTPEHHOTO MYHKTOM 2 HacTodlero ITopsa/ixa, ¥ MEPEcUeTy He TOJUIEKaT.



LIeHbl €IHHHUIBI JEKAPCTBCHHOIO Iperapara 3aKa3iWKOM HNPHHUMACTCI MaKCHMAalIbHOC

3Ha4YCHHE LICHBI JIEKAPCTBECHHOTO IIperapara 1o JaHHBIM roCy IapCTBEHHOTO peeCTpa.



