3apeructpuposaHo B Muntocte Poccun 20 nexadps 2019 r. N 56926

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUACKON ®EQEPALINU

MPUKA3
ot 19 pekabpsi 2019 r. N 1064H

Ob YTBEPXXOEHUU NOPALOKA
ONPEOENEHUSA HAYAITBHON (MAKCUMAIBHOW) LLIEHbI KOHTPAKTA,
LIEHbI KOHTPAKTA, 3AKITIOYAEMOIO C EAMHCTBEHHbIM NMOCTABLLMKOM
(NogPAOYUKOM, UCMONHUTENEM), HAYANIbHOW LEEHbI EAMHULIbI TOBAPA,
PABOTbI, YCITYTY NPU OCYLLECTBINEHWUN 3AKYNOK JIEKAPCTBEHHbIX
NPEMNAPATOB AnA MEOULUUHCKOIro NPUMEHEHUA

B cootBercTBHHM ¢ gacThio 22 ctathu 22 DenepanpHoro 3akona ot 5 anpenst 2013 1. N 44-03 "O KOHTpaKTHOH cucTeMe
B cdepe 3aKymoK TOBapoB, paboT, yCiIyr s OOECIeYeHHs TOCYAapCTBEHHBIX W MyHHUIHNAIbHbIX Hyx1' (CoOpanue
3akoHogaTenbeTBa Poccuiickoit @eneparum, 2013, N 14, ct. 1652; N 52, c1. 6961; 2014, N 23, c1. 2925; N 48, cT. 6637; 2015,
N 10, ct. 1418; N 29, cr. 4342, ct. 4346; 2016, N 26, cr. 3890; 2017, N 31, ct. 4780; 2019, N 18, cr. 2195) u nyHkTom 1
nocranoBienust [IpaBurensctBa Poccuiickoit @eneparmm ot 8 ¢deppans 2017 r. N 149 "O denepansHOoM opraHe
UCTIOJTHATEIFHOW BJIACTH, YIOJHOMOYCHHOM Ha YCTAHOBJICHHC IMOPSIKA ONPEACICHUS HAa4YalbHOW (MaKCUMAIbHOMN) IICHBI
KOHTpaKTa, I[EHBl KOHTPAKTa, 3aKIF0YacMOr0 C CIMHCTBEHHBIM MOCTABIIUKOM (MOIPSTYMKOM, HCIOTHHUTEIEM), HAYaTbHON
[EHBl CUMHUIBI TOBapa, pabOTHI, YCIYTH NpPU OCYIICCTBICHUU 3aKYIMOK JICKAPCTBCHHBIX IPEIapaToB Ui MEIUIIMHCKOTO
npumeHenusn" (CobOpanue 3akoHonmatTenscTBa Poccuiickort deneparym, 2017, N 7, ct. 1088; N 23, cT. 3359; 2019, N 31, cr.
4641) npuKa3bIBao:

1. Y1Bepauts npunaraemeiil [lopsigok onpenenenust HadyalnbHON (MakCUManbHOM) IIEHbl KOHTPAKTA, LIEHBI KOHTPAKTa,
3aKIJIF0YaEMOTO C €IMHCTBCHHBIM ITOCTABIIMKOM (TOJPSIIMKOM, HCIIOTHUTEIEM), HAYAILHOW [IEHBI CTUHUIBI TOBApa, PadOTHI,
YCIIyTH NP OCYILECTBICHUU 3aKYyTOK JEKapCTBEHHBIX MPEnapaToB JUIsl MEIULUHCKOTO MPUMEHEHHUSI.

2. HaCTOSIIIII/Iﬁ NpUuKa3 HE IMPHUMCHACTCA B OTHOLICHHWU 3aKYIIOK TOBApOB JIA obecrieueHus TOCYyAapCTBCHHBIX H
MYHUIHNAJIbHBIX HYX/, U3BCIICHUSA 00 OCYHICCTBJICHUU KOTOPBIX pa3MCIICHbI B eﬂHHOﬁ HH(I)OpMaHPIOHHOfI CUCTEMC B C(bepe
3aKYIOK, b0 OpUriiallicHud NpuHATb y4aCTHUC B KOTOPBIX HAIPABJICHBI 10 AHA BCTYIJICHUS B CUJIY HACTOSALICTO IIpHUKa3a.

3. Ilpu3HaTh yTpaTUBIIUMHU CUILY:

npukas MuHUCTepcTBa 3apaBooxpaHeHus Poccutickoit denepanuu ot 26 oktsa6ps 2017 r. N 871x "OO6 yTBepkaeHUN
[opsinka onpexneneHuss HadYIbHON (MaKCHMalIbHOHM) IIEHBI KOHTPAKTa, LIEHbI KOHTPAKTa, 3aKJI0YaeMOT0 C €AWHCTBEHHBIM
MOCTABIIMKOM  (TIOAPSITYMKOM, HCIOJHHUTENIEM), NPH OCYIIECTBICHHUHM 3aKYIOK JIEKapCTBEHHBIX MPEIaparoB IS
MEIUIMHCKOTO TpUMeHeHus" (3apeructpupoBaH MunucrepcrBoM roctuunu Poccuniickoit ®eneparum 27 HosOpst 2017 T,
peructpanuonHusiii N 49016);

npuka3 MunucrepcTBa 3apaBooxpaneHust Poccuiickoit ®enepanyu ot 26 mrons 2018 r. N 386n "O BHeceHHH
n3meHeHnid B Ilopsnok onpeneneHus Ha4yajdbHOW (MaKCHMalIbHOM) IIEHBI KOHTPAKTa, LEHbI KOHTPAKTa, 3aKJIIO4aeMOro ¢
€/IMHCTBEHHBIM IIOCTaBIIUKOM (HOAPSIYNKOM, MCIOJHHUTENIEM), TIPH OCYLIECTBICHUN 3aKyIOK JICKApCTBEHHBIX IPENapaToB
JUIS. MEAMLIMHCKOTO MIPUMEHEHHUS, YTBEPKACHHBIA MpHUKka3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit denepauuu ot 26
oktsa0pss 2017 r. N 871u" (3aperucrtpupoBan MuHuctepctBoM toctunmn Poccuiickoit ®eneparmuu 24 wrons 2018 1.,
peructpanoHHsii N 51683).

Munuctp
B.M.CKBOPLIOBA

VYTBepxaeH

NIpUKa30M MUHHCTEPCTBA 3[PaBOOXPAHEHUS
Poccuiickoit @eneparyu

ot 19 nexabps 2019 r. N 1064u



NOPAOOK
ONPEOENEHUSA HAYAITBHON (MAKCUMAINBHOW) LLIEHbI KOHTPAKTA,
LLEHbI KOHTPAKTA, 3AKITIOYAEMOIO C EAMHCTBEHHbIM MOCTABLLUMKOM
(NMoAPAQYUKOM, UCTNOJTHUTENEM), HAYANBHOW LIEHBI EOUHULIbI TOBAPA,
PABOTbI, YCNYTU NPU OCYLLUECTBINEHUN 3AKYNOK NNEKAPCTBEHHbIX
NPEMNAPATOB 414 MEAULIMHCKOIO NPUMEHEHUA

1. Hacrosimuii mopsjok ompeaenseT eIuHbIe MpaBWiia pacdyeTa 3aKazdMKaMu HadalbHOH (MaKCHMAaJbHOW) IICHBI
KOHTpaKTa, IEHBl KOHTPAKTa, 3aKII0YaeMOr0 C EIMHCTBEHHBIM IOCTaBIIMKOM (TIOAPSAYMKOM, HCIOIHHTENIEM) (nmaee -
HMIIK), HayanbHO# 1IeHbl €OUHMIIBI TOBapa MpH OCYILIECTBICHUH 3aKYIMOK JIEKAPCTBEHHBIX MPEnapaToB A MEAUIIMHCKOTO
NMpUMEHECHUs (J1anee COOTBETCTBEHHO - I[lOpSIOK, JEKapCTBCHHBIC MPEMaparhl) s OOCCIEYCHUS TOCYJApCTBCHHBIX U
MYHHULMIATBHBIX HYX, 3a UCKJIIOUYEHUEM 3aKYTOK JIEKAPCTBEHHBIX MPENApaToOB, U3TOTOBIEHHBIX allTEYHbIMU OpraHU3aLUsIMU.

2. L[eHa CAVMHUIBL JICKApCTBCHHOI'O  IIpfnapara, HadajlbHasd I1I€HAa CAWMHHUIBI JICKAPpCTBECHHOI'O IIpcrapara
yCTaHaBJIMBACTCA IO OAHOMY HAWMCHOBAHUIO (Me)K,HyHapOZ[HOMy HCIMMAaTCHTOBAHHOMY HAWMMCHOBAHUIO, IPU OTCYTCTBUU
TaKOTO0 HAUMCHOBAHUA - MO I'PYNIIUPOBOYHOMY WJIN XUMHWYCCKOMY HAMMCHOBAHUIO, @ TAKKC COCTABY KOM6I/IHI/IpOBaHHOF0
JICKapCTBECHHOT'O npenapaTa) C YUYCTOM 3KBHUBAJICHTHBIX JICKAPCTBCHHBIX (I)OpM " DO3UPOBOK MMOCPCACTBOM:

a) MPUMEHEHUsI METOIOB, NPEIYCMOTPEHHBIX MyHKTaMH 1 1 3 wactu 1 crateu 22 ®enepanbHoro 3akona ot 05.04.2013
N 44-®3 "O xOHTpakTHOHW cucreme B cdepe 3aKylNOK TOBapoB, padoT, yciyr Uit oOeclieueHHs TOCYAapCTBEHHBIX H
MyHUIMNanbHBIX HYy K1 (CoOpanue 3akoHomarenbeTBa Poccuiickoit @enepanuu, 2013, N 14, c1. 1652; N 52, c1. 6961; 2014,
N 23, ct. 2925; N 48, ct. 6637; 2015, N 10, ct. 1418; N 29, c1. 4342, ct1. 4346; 2016, N 26, ct. 3890; 2017, N 31, ct. 4780;
2019, N 18, c1. 2195) (nanee - 3aKOH O KOHTPAKTHOW CHCTEME);

6) pacyera CpeHHCBSBeHICHHOﬁ LCHBI B COOTBETCTBUU C TYHKTOM 5 HaCcToANICTO Hopﬂmca;

B) HCIIOJb30BAHUS IICHBI, KOTOPAs PACCUUTHIBACTCA aBTOMATHYECKH B €IMHON TOCYAapCTBEHHON HH(MOPMAIOHHON
cucreMe B cdepe 31paBooxpaHeHus <1> (nmanee - pedepeHTHAs IIeHa) B COOTBETCTBUM C IyHKTOM 6 Hacrosimero [lopska,
CBEJICHUS O KOTOPOH MpPEJOCTaBIAIOTCS B €AMHYI0 HH(POPMAIMOHHYIO CHCTEMy B cdepe 3aKyHmoKk <2> MOCPEACTBOM
MH(OPMALMOHHOTO B3aUMOAEHCTBUS MEXY YKA3aHHBIMH CUCTEMaMH.

non

<1> Ilogmynkt "B" mynkta 20 IlomoxeHus O €OWHON TOCYHapCTBEHHOW WH(POPMANMOHHOW cucTeMe B cdepe
3IpaBOOXpaHEHMs, YTBEpKACHHOro mocTaHoBieHueMm [IpaBurenscTBa Poccwiickoit ®emepanmu ot 05.05.2018 N 555
(Cobpanue 3akononatenbcTBa Poccutickont ®@eneparrim, 2018, N 20, ct. 2849).

<2> [NocranoBnenue IlpaButenscTBa Poccuiickoit @eneparum ot 23.12.2015 N 1414 "O nopsake GyHKIHOHUPOBAHUS
eanHoW nHpOPMAaMOHHON cucTeMsl B cepe 3akymnok" (Cobpanne 3akoHonarenscTBa Poccuniickoit @eneparun, 2016, N 2, cT.
324;2017,N 17, cr. 2565).

3. Ilpu npyMEHEHUH METO/a COIOCTAaBUMBIX PHIHOYHBIX IIEH <3> (aHanm3a phIHKA) 3aKa3YMK YYHUTHIBACT CBEICHUS O
[IeHe JICKapCTBEHHBIX IIpernapaToB Oe3 ydera Hajora Ha Jo0aBieHHylo croumocts (manee - HJIC) mocpeacTBom
ocyliecTBIIeHHsT cOopa M aHaiu3a OOIIEAOCTYNTHON II€HOBOW HMH(OpPMAlMH, B TOM YHCIIE 3aKa3uUKOM JIOJDKHBI OBITH
HarpasJIeHbI 3aIPOCHI O MPEJOCTABICHUH [IEHOBOH MH(OPMAIIMK MOCTABIINKAM.

<3> B cootrBercTBUU C 4acTsaMmH 2 - 6 crateu 22 deaepanbHoro 3akoHa oT 05.04.2013 N 44-®3 "O KOHTpaKTHOU
cucreMe B cepe 3aKyIoK TOBapoB, paboT, yciIyr it o0ecrieueHus roCcyJapCTBEHHBIX M MyHHIMIATbHBIX HY X" (CoOpanne
3akoHoNaTenscTBa Poccuiickoit ®eneparum, 2013, N 14, cT. 1652).

4. Tapudusbiii MeTo <4> UCIOIB3YETCs MPH 3aKYIKE JICKAPCTBEHHBIX MIPEIapaToB, BKIFOYCHHBIX B IIEPCUCHD KU3HCHHO
HEOOXOMUMBIX M BaXHEHIIHMX JIEKAPCTBEHHBIX TpemnapaToB (manmee - JKHBJII), mis ompenencHus IICHBI SIUHHIIBI
JIEKapCTBEHHOTO Iperapara, Ha4adbHOM IIEHBI eIUHHIIBI JEKaPCTBEHHOTO MpenapaTa Mo JaHHBIM TOCYIapCTBEHHOTO peecTpa
MpeIeNbHBIX OTIYCKHBIX IIeH MPOM3BOAUTENCH Ha JICKAPCTBEHHBIC IperapaTsl, BKIIOYCHHBIE B IIEpEUCHb >KU3HCHHO
HEOOXOIMMBIX U BaKHEHININX JIEKapCTBEHHBIX MPEMapaToB (Jajiee - TOCyIapCTBEHHBIN peecTp).

<4> B cooTBeTcTBUH C yacTbio § ctaThi 22 MenepanbHoro 3akoHa oT 05.04.2013 N 44-D3 "O xoHTpaKkTHOI cucTeMe B
cepe 3aKymoK TOBapoB, pPabOT, YCIyr Uil OOecHedeHUs] TOCYAapCTBEHHBIX M MyHHIMnanbHbIX Hyx)a" (CoOpanne
3akoHoONaTenbcTBa Poccuiickoit deneparum, 2013, N 14, ct. 1652, N 52, c1. 6961).



5. CpenHeB3BelIeHHAsl L€HA ONpENENsSeTCs Ha OCHOBAHMM BCEX 3aKJIIOUEHHBIX 3aKa3uMKOM M HCHOJHEHHBIX
MOCTABIIMKOM TOCYJApCTBCHHBIX (MYHHUIIUITATHHBIX) KOHTPAKTOB WM JOTOBOPOB HA IOCTaBKY IUTAHUPYEMOTO K 3aKyIKe
JICKQpCTBCHHOTO TIperapara ¢ y9eTOM SKBUBAICHTHBIX JICKAPCTBECHHBIX (DOPM U JO3UPOBOK 32 12 MecsIeB, MPeecTBYOIIX
Mecsany pacduera HMIIK, HayanbHOM LIEHBI €IUMHUIBI JICKAPCTBEHHOIO IMpernapara, 3a HCKIIOYEHHUEM TOCyIapCTBEHHBIX
(MyHUIHMIIANBHBIX) KOHTPAKTOB WM JIOTOBOPOB Ha IMOCTaBKY JICKAPCTBEHHBIX IPENapaToB, HEOOXOAMMBIX ISl HA3HAUYECHUS
MAIMeHTy MpH HAIMYANA MEAWIMHCKHUX TOKa3aHWH (MHAWBHIyalbHAas HENEPEHOCHMOCTb, O KM3HEHHBIM IOKA3aHUAM) II0
peIeHno BpaueOHOI KOMHUCCHN METUIIMHCKOM OpraHn3alui, o Gopmyie:

Iy <k +. + 10, ¥k,

HB3B - z kn )

rie:

LI - meHa eauHUIBI JIeKapcTBEHHOTO TIpernapara 6e3 yuera H/IC u ontoBoii Ha0aBKH;

k - KOJIM4eCTBO 3aKYIUICHHBIX JICKAPCTBCHHBIX MPEIAPATOB B SKBUBAJICHTHBIX JICKAPCTBCHHBIX (POPMAX U JO3UPOBKAX.
Jlns ueneit onpeneneHus CpeaHEB3BEUICHHOM IIEHBI:

a) YYMTBIBAIOTCS IEHBI M KOJMYECTBO CIWHHII JIEKAPCTBEHHOIO IIperapara, yKa3aHHBIE B JOKyMEHTaxX O NPHEMKE
TOBApOB, MOAIMCAHHBIX 3aKa3YMKOM B TeueHHe 12 Mmecsrnes, mpeamecTByomux Mmecsny pacdera HMIIK, maganpHON 11eHBI
eMHUIIB JIEKAPCTBEHHOTO IIpemnapaTa, M0 KOHTPAaKTaM, HCIOJHEHHE IO KOTOPBIM 3aBEpUICHO (B TOM YHCIIE, B CBS3H C
HCTEYCHUEM CpPOKa IeHCTBUS KOHTPAKTA MM PACTOPKEHNEM KOHTPAKTA);

0) He YYMTBIBAIOTCS IICHBI JIEKAPCTBEHHBIX MpPENapaToB, 3aKyllka KOTOPBIX OCYIIECTBIUIACH y EIUHCTBEHHOIO
MOCTaBIIMKAa Ha OCHOBaHUM IMyHKTa 28 wacté 1 ctatem 93 3akoHa 0 KOHTPAKTHOH CHCTEME, ITyTeM IPOBEISHHS 3ampoca
MPEUIOKEHI HAa OCHOBAaHWM IMyHKTa 7 dacTW 2 ctatbu 83 3akoHa O KOHTPAKTHOM CHCTEME, a TalKe ITyTeM IpPOBEACHUS
3arpoca MpeUIoKeHNH B 3JISKTPOHHOM (hopMe Ha OCHOBAHMM ITyHKTa 3 yacTH 2 craThi 83.1 3aKOHA O KOHTPAKTHOW CHCTEME;

B) IIPH 3aKyNKe MHOTOKOMIIOHEHTHBIX (KOMOMHHPOBAaHHBIX) JICKAPCTBEHHBIX IPENapaToB, IPEACTABISIIONINX COOO0M
KOMOMHAIMIO 2 WK 00Jiee aKTHBHBIX BEIIECTB, a TAK)KE HAOOPOB 3apEerHCTPHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB 3aKa3unK
BIIpaBC HE YYHUTHIBATh IICHBI CIHWHUI[ JICKAPCTBCHHBIX IPEMAapaToB I10 WCIOJHECHHBIM KOHTPakTaM Ha IIOCTaBKY
COOTBETCTBYOIIUX OJTHOKOMIIOHCHTHBIX JICKAPCTBEHHBIX MPEMapaTOB, 33 UCKIFOYCHUEM CITydasi, €CIIM UCITOJTHCHHBIH KOHTPAKT
Ha IIOCTAaBKy COOTBETCTBYIOIIUX OJHOKOMIIOHCHTHBIX JICKAPCTBCHHBIX TMPEMapaToB OBUI 3aKIIOYCH 10 pe3yiabTaraM
KOHKYPCHTHOW TPOLEAYPHI 3aKYITKH MHOTOKOMIIOHEHTHBIX (KOMOWHHPOBAHHBIX) JICKAPCTBEHHBIX MpPENapaToB I HAOOPOB
3apETUCTPUPOBAHHEIX JICKAPCTBEHHBIX MTPETIAPATOB;

1") 3aKa34MK BIIPABC HC YUYUTBIBATH LICHBI MTOCTABJICHHBIX JICKAPCTBCHHLIX IIPCTIAPATOB:

- C OCTaTOYHBIM CPOKOM TI'OJHOCTH, Ha 20 u Oonee IMPOUECHTOB OTJIMYAIOIIUMCA OT OCTATOYHOr'o CpoOKa roJHOCTH,
MNpeaAyCMOTPECHHOI'O 3aKa34YMKOM B OINHCAHUU 00BeKTa 3aKyIKH, MAJid KOTOpOfI OCYHICCTBJIACTCA OIPCACIICHNUC HMHK,
HaYaJIbHOM HECHBI CAVMHULBI JICKAPCTBECHHOI'O MIpeTiapaTa;

- IO KOHTPAKTaM, 10 KOTOPHIM 3aKa3YMKOM B3BICKUBAINCH HEYCTOHKH (IUTpadbl, IEHH) B CBSI3U C HEUCIIOJHEHUEM HIIN
HEHAJUICKAIUM UCTIOTHEHUEM 0053aTeNbCTB, MPEIYyCMOTPEHHBIX KOHTPAKTAMU;

- oOpameHne KOTOpbIX Ha Mecsn pacdeta HMIIK, HadanpHOW II€HBI €IWHUIBI JICKAPCTBEHHOTO IIperapara
MIPUOCTAHOBIICHO B TOPSIKE, YCTaHOBIEHHOM dYacThio 1 crathm 65 DemepanpHoro 3akona ot 12.04.2010 N 61-®3 "O6
obpamiennu nexkapcTBeHHBIX cpeacTB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepanun, 2010, N 16, ct. 1815; 2014, N
52, ct. 7540).

6. Pacuer pedepeHTHBIX LieH MPOU3BOIUTCS aBTOMAaTHYECKH C YIETOM 00BEMOB 3aKYIKH JIEKAPCTBEHHBIX IPENapaToB
MOCPE/ICTBOM HCIIOJIb30BAHUSI PECYPCOB €AMHON rOCYIapcTBEHHOW MH(MOPMAIIMOHHOW CHCTEMBbI B cepe 3IpaBOOXpaHEHUs
<5> mo cocrosHuoo Ha 1 Mas w | HOSIOps TeKymero roja B paMKaX OJHOTO HAUMCHOBAaHHSA (MEKIyHApPOTHOTO
HEMAaTCHTOBAHHOIO HAMMCHOBAHUS, IPH OTCYTCTBHHM TAaKOTO HAUMCHOBAHHS - MO TPYIIAPOBOYHOMY WU XUMHUYCCKOMY
HAaMCHOBAHUIO, a TaKXe COCTaBy KOMOHMHHPOBAaHHOTO JICKQPCTBEHHOTO Ipermapara) ¢ y4YeTOM SKBHBAJICHTHBIX
JICKApCTBCHHBIX ()OPM ¥ JTO3MPOBOK HA OCHOBAaHUM IICH CAWHUI] JICKAPCTBEHHBIX mpemnapatoB 0e3 ydera HJIC u omroBoi
Han0aBKH.

nmn

<5> B cootBercTBuH ¢ mnoamyHkToM "B" myHkTa 20 IlojokeHHs O eAWHOW TOCYNapCTBEHHOW WH(OPMAIMOHHOW
cucteMe B cdepe 3ApaBOOXpaHEHHUs, YTBEP)KAEHHOro rocraHoBieHueM [IpaButensctBa Poccuiickoit ®enepanmu ot
05.05.2018 N 555 (Cobpanue 3akononatenscTBa Poccutickoit @eneparun, 2018, N 20, cT. 2849).



3HaucHHUE peePCHTHON IICHBI, PACCYUTAHHOE TI0 COCTOSIHHIO Ha 1 Masl TEKYyIIEero roja, 00si3aTeIbHO K IPUMCHECHUIO B
OTHOIIICHUH 3aKYTIOK, U3BEIICHUS O MPOBEJCHUN KOTOPBIX pa3MeIleHbl B mepuoA ¢ 1 uroHs mo 30 HOAOps TeKyIIero roaa; a
3HaYCHHE PEPEPEHTHOH ICHBI, PACCUUTAHHOE MO COCTOSHHUIO Ha | HOSOpS TEKyIIEro roja, o0A3aTeNbHO K MPUMEHCHHIO B
OTHOIIEHUH 3aKYNOK, M3BEIICHHS O NMPOBEICHUH KOTOPHIX pa3MeENIeHbI B mepuox ¢ 1 mexabps Tekymero roja mo 31 mas
CIIEIYIOIIETO TOAA.

nn

[Monoxenust nognyHkra "B" myHkTa 2 Hactosulero Ilopsaka He MPUMEHSIOTCS O Pa3MELIEHUsI COOTBETCTBYIOIIMX
JMAHHBIX B €IWHOW WH(GOPMAIMOHHOW cucTeMe B cepe 3aKylOK B OTHOIICHHH HCIIONB30BAaHHUS peepeHTHOH IeHBI Ipu
pacuere HMIIK, HauanbHOM 1IeHbI € IMHUIIBI JIEKAPCTBEHHOTO Mpernapara.

7. 3aka3uyukom Opu  YCTAHOBJICHUM LCHbI C€AWHHULBI JICKAPCTBEHHOI'O IIpcrapara, HavalbHOI IOCHBI CIHWHUIIbI
JICKAPCTBEHHOTI'O ITpeTiapaTa HE YIYUTBIBAIOTCS 3HAUCHUS

a) LEHBl COUHUIBI JICKAPCTBCHHOTO IIperapara, HAYalbHOW IEHBl CIUHHIBI JICKAPCTBCHHOrO IMpernapara,
OTCYTCTBYIOIIIETO B rpaxkaaHckoM obopote B Poccuiickort denepanyn, Ha OCHOBAaHUY CBEACHUH, pa3MeraeMbix DenepanbHOit
ciyx00i 1Mo Ham3opy B cdepe 3apaBooxXpaHeHHs Ha oduIuambHOM caiite http://www.roszdravnadzor.ru/services/turnover B
WHPOPMALMOHHO-TEIECKOMMYHHKAaIIMOHHON ~ cetu  "UHTepHer" ¢ coOmIomeHHWEM  OTpaHWYCHHWH, yCTAHOBJICHHBIX
3aKOHOJATEILCTBOM O KOMMEPUYECKON B MHOM, OXpaHsIeMON 3aKOHOM TalHe <6>;

<6> Ilynkr 9 ITopsiaka ocyiiecTBIeHHs! BHIOOPOYHOTO KOHTPOJISI KauyeCTBa JIEKAPCTBEHHBIX CPECTB ISl MEAUIIHCKOTO
NPUMEHEHNS, YTBEPKAESHHOTO0 IprKa3zoM DenepanbHO ciry>x0bI 110 Hazopy B chepe 3apaBooxpanenus ot 07.08.2015 N 5539
(3apeructpupoBano B Muntocte Poccuu 09.10.2015 N 39263).

0) pedepeHTHO!N I1IeHbl IPU OMpEACICHUN IICHbl SAMHHIBI JICKAPCTBEHHOTO Mpernapara, Ha4albHOW IIEHBI €JIMHMIIBI
JIEKAPCTBEHHOTO TpernapaTa il OCYIIECTBICHUS 3aKyIKH y €JMHCTBEHHOrO MOCTABIIMKA Ha OCHOBAaHMH MyHKTa 28 vactu 1
ctatbu 93 3akoHa O KOHTPAKTHOH CHCTEMe, IyTeM IPOBEACHUS 3ampoca MPEeANIOKCHUH Ha OCHOBAaHWM ITyHKTa 7 HacTH 2
ctatbu 83 3aKOHA O KOHTPAKTHOH CHCTEMeE, ITyTeM MPOBEACHUS 3alpoca IPeANIOKeHUN B JIEKTPOHHOHN (hopMe Ha OCHOBAHUHU
myHKTa 3 gacTtu 2 ctathu §3.1 3aKoHA 0 KOHTPAKTHOH CHCTEME.

8. LleHa enuHUIBI JIEKAPCTBEHHOT'O Iperapara, HadaabHas IIeHa €IMHUIB JICKApCTBEHHOTO TIpernapara OmpeaemseTcs
3aKa39MKOM KaK MHUHUMAaJIbHOE 3HAYEHHE IICHBl U3 MUHUMAJIBHBIX IIEH, PACCUUTAHHBIX UM C OJHOBPEMEHHBIM IIPHMEHCHHEM
METOOB, IPEIyCMOTPEHHBIX ITyHKTOM 2 HacTtosmero [lopsaka.

9. Pacuer HMIIK ocymiectBisiercs o ¢popmye:

HMIK =" LixVi,

rac:
N - KOJIMYECTBO IMOCTABJIACMBIX JICKAPCTBCHHBIX IIPEIIapaToOB,

Li - meHa eqMHUIBI i-T0O JIEKapcTBEHHOTrO npenapaTa <7> ¢ yaeroM H/IC u onToBoii HanOaBKw;

<7> Jns ueneit npuMeHeHus HacTosmero [lopsaka B kauecTBe "eAMHUIIBI JIEKAPCTBEHHOTO Mpenapara’ UCIOIb3yTCs
€/IMHUILBI U3MEPEHUs, yKa3aHHbIC B €IMHOM CIPaBOYHMKE-KAaTaJore JIGKapCTBEHHBIX MpernapaToB. B ciydae oTcyTcTBus B
€/IMHOM CIIPAaBOYHMKE-KATaJlore JIEKapCTBEHHBIX NpernapaTtoB HH(OpMaluu O JIEKapCTBEHHOM IIperapaTe B KauecTBE
"eMHUIBl JIEKApPCTBEHHOTO Mpernapara’ HCHONb3YyeTCsl €IUHUNA H3MEpEHHs KOJMYecTBa JECHCTBYIOIETO BEIISCTBA B
no3upoBke (Hampumep, mr, Mii, ME 1 mpod.), a B ciiydae HEBO3MOXHOCTH HCIIONIb30BAHUS €IWHUIBI H3MEPEHHS KOJINIECTBA
AaKTUBHOTO BEIIECTBA B OSHPOBKE - HCIIOJIB3YyEeTCS €OMHUIIA U3MEPEeHHS "ITyKa", COOTBETCTBYIONIAs OIHOM JIeKapCTBEHHOM
tdopme (popme BrImycka) (TabieTka, Kancynia, CymImo3UTOPUN U MPOU.), JINOO WHAS eAWHHUIA M3MEPEHHUS B COOTBETCTBUH C
Oobmepoccuiickum  kinaccuukaropom enuuun usmepenus (OK 015-94 (MK 002-97)), npumeHunMast Ui H3MEPEHUS
KOJINYECTBEHHBIX XapaKTEPUCTHK 3aKyaeMOro JICKapCTBEHHOT'O ITperapara.

Vi - 00beM MOCTaBKH i-T0 JICKAPCTBEHHOTO penapara.

10. OmToBble HambaBKM MOTYT MpuMeHAThes npu pacuete HMIIK, ompenmeneHnr HadaidbHBIX IIGH €IWHHIL
JIEKapCTBEHHBIX IMpenapaToB, KOTopslie BKItoueHb! B JKHBJII:

a) misn obecreyeHust enepanbHbix Hyxa, eciid HMIIK npu mpuMEHSHHH ONTOBBIX HAaI0aBOK HMJIM MaKCHMAIbHOE



3HAUEHHME LIEHbl KOHTPAKTa B Cilydae, MPEIyCMOTPEHHOM 4acThio 24 craThbu 22 3akoHa O KOHTPAaKTHOW CHUCTEME, HE
MPEBBIIIACT AECATH MHJUTHOHOB pYyOJIeH;

0) s obecnieueHust Hy k[ cyowsekra Poccuiickoii @enepanun, MyHnunansHex Hyxa, ecmn HMIK npu npumenennn
OIITOBBIX HA/10aBOK MJIM MaKCHMaJIbHOE 3HaYEHHE IICHbI KOHTPAKTa B Clly4ae, IIpeJyCMOTPEHHOM 4acTbio 24 cratey 22 3akoHa
0 KOHTPaKTHOHW CHCTeMe, HEe NPEBBIAECT pa3Mep, YCTaHOBIECHHBIN B cyObekre Poccuiickoit dexepanyy B COOTBETCTBUH C
nyHKTOM 2 yacTtH 10 cratey 31 3akoHa 0 KOHTPAaKTHOM CHCTEME, M COCTaBIISIET He Ooee IecITH MUJUIMOHOB pyOIiei;

B) ecniu HMIIK npu npuMeHeHHMM ONTOBBIX HAA0aBOK WJIM MaKCUMaJbHOE 3HAYCHHE IIEHbl KOHTpakTa B ciydae,
IPEeIyCMOTPEHHOM 4acThio 24 ctaTbu 22 3aKkOoHAa O KOHTPAKTHOM CHUCTeMe, NMPEBBIIAET 3HAUCHHS, YKa3aHHbIE B MOAMYHKTAX
"a" 1 "0" HaCTOSALIETrO IMyHKTA, TP YCIOBUH HETIPEBBIICHHS [ICHBI €AMHHIIBI JIGKAPCTBEHHOT'O Ipenapara HaJl [IEHOH eMHHIIbI
JIEKapCTBEHHOTO Npenapara, ONpeAeICHHON B COOTBETCTBUH C IyHKTOM 4 Hacrosero [Topsaxa.

OnroBast HaOaBKa OINpeeIsIeTCsl 3aKa3UYMKOM B pa3Mepe, He IPEBHIIIAONIeM yCTaHOBICHHBIN B cyObekTe Poccuiickoit
denepanuy npenenbHbIA pa3Mep ONTOBOM Hag0aBKM K (PaKTHYECKUM OTIIYCKHBIM II€HaM, yCTAaHOBJICHHBIM IPONU3BOIUTEISIMU
JIEKapCTBEHHBIX NpenapaToB, BkmodeHHbIX B JKHBJIIL.

B cIyyac c€CJIM OINHUCAHUIO JICKAPCTBCHHOTO Mpflapara, ABJIAIOIICTOCA 00BEKTOM 3aKyIIKHM, OJHOBPEMCHHO
COOTBETCTBYIOT JICKAPCTBCHHLIC NPEIapaTbl, OTHOCAIINECSA MO CBCACHUAM TOCYJapCTBECHHOI'O pCeCTpa K PAa3HbBIM LICHOBBIM
CEerMCHTaM, OIITOBadA Ha[l6aBKa ONpEACIACTCA 3aKa3dYMKOM B pasMepe, HE MNPEBLIMIAIONIEM HAUMCHBLIICTO U3 MPUMCEHHUMBIX
MMpeAC/IbHBIX pasMEepoOB OIITOBOM Haﬂ6aBKI/I.

3aKa3umK BIIpaB€ HC HNPUMCHATH OINTOBBIC Haﬂ6aBKI/I opu pacyere HMHK, OIPEACIICHNU Ha4dYaJIbHbIX HEH CIAWHUIL
JICKapCTBCHHLIX IIpCTIapaToB.

11. HpI/I OCYIICECTBJICHUU 3aKYIIKU Yy CAWHCTBCHHOI'O IIOCTaBIIMKa (nonpsmqm(a, I/ICHOJ'[HI/ITGJ'IH) 110 OCHOBaHHIO,
MnpeaAyCMOTPECHHOMY MYHKTOM 9 gactu 1 crateu 93 3akoHa O KOH’I‘paKTHOﬁ CUCTEMC, 3aKa34dyuK BIIpAaBC OIPCACIUTH LCHY
KOHTpaKTa ¢ MPUMEHCHUCM HCKIOYUTCIIBHO METOAAa COIMMOCTABUMBIX PBIHOYHBIX LCH (aHaJ’II/ISa pI)IHKa) 0e3 HCIOJIL30BaHUS
HHBIX MCTOJOB, ITPEAYCMOTPCHHBIX ITYHKTOM 2 HACTOALICTO Hops{;u(a.

12. B cnydae, ecau Ha ydacThe B 3aKylke He moaaHo HU ofHod 3asBku 1no HMIK, nauanpHON 1eHe eauHHIIBI
JIEKapCTBEHHOI'0 IMpernapara ¢ LEeHOHW €JUHHIBI JIEKAPCTBEHHOIO IMpenapara, HadaJlbHOM IIeHOW eIWHUIIBI JIEKapCTBEHHOTO
npenapara, ONpPEIEeJICeHHON B COOTBETCTBUHM C MyHKTOM & HacToswero Ilopsiaka, mpu MpOBENEHUM KaxXIoH clieqyromen
3aKyNKH 3aKa3udKOM yCTaHaBiIUBaeTcsi MUHMMalbHoe 3HaueHue HMIIK <8>, MuHumanbHOE 3HaueHHE HAYaJbHOW LEHBI
eAWHUIBl JIEKapCTBEHHOTO mpemapara <9>, cienyromee mnociae HMIIK, HavanpHOW NEHBI €AWHUIBI JIEKAPCTBEHHOTO
mpernapara, Ha y9acTHe B 3aKyIKe 110 KOTOPOH He MOJaHO HU OJHON 3asBKH.

<8> I/ICHOJ'IB3y}OTCSI 3HAUCHUA LCH C€AWHUL JICKAPCTBCHHOT'O IIpCIliapara, NMEPBOHAYAIBHO PACCUUTAHHBIC C IMOMOLIbBIO
KaXxXa0ro Meroja, mpeayCMOTpEHHOTO MYHKTOM 2 HaCcToAIICro Hopﬂzu(a, U IIEPeCUCTYy HE NOAJICIKAT.

<9> HCHOJ’ILSyIOTCfI 3HAYCHUS HAYaJIbHOMU HCHbI €AMHUIIBI JICKAPCTBCHHOT'O IIpClapara, NI€pBOHAYaJIbHO paCCUYUTAHHBIC
C MOMOLIBIO KAXKA0TO0 ME€TOAAa, TPEAYCMOTPECHHOI'O ITYHKTOM 2 HaCcToANICTO Hops{mca, 1 NEpeCcUYCTy HEC MOMJICIKAT.

13. B ciyvae, ecinu ompeneneHUe MmocTaBimka (moapsauuka, ucnoiaautens) mo HMIIK, HayambHOH IieHE €IMHHIIEI
JIEKapCTBEHHOI0 Mpenapara, olpeaeaeHHON B COOTBETCTBUHU ¢ MyHKTOM 12 HacTosmero [lopsiaka, He IPUBENO K 3aKJIFOUEHUIO
KOHTPaKTa, MPH OCYIIECTBICHUH CIIEAYIOIMEel 3aKynKH B KadyecTBE IICHBI SAMHUIIBI JCKAPCTBEHHOTO Tpernapara, Ha4aabHOM
[IEHBl €IWHUIIBI JICKAPCTBEHHOT'O IIperapara 3aKa3drKoM IPUHIMAETCS MAaKCHMAalIbHOE 3HAUYEHHE IIEHBI JICKapCTBEHHOTO
mpernapara 1mo JaHHBIM FOCyJapCTBEHHOTO peecTpa.




