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AHHOTAIMA

B craTbe mpoBenéH aHamu3 MPaKTUKM FOCYAAPCTBEHHBIX 3aKYIIOK KOMOVMHMPOBAHHBIX MHIA/IALMOHHBIX JIEKaPCTBEHHBIX
npemnapatoB (KVJIIT) 8 Poccuiickoit @emepariuu 3a nepuop 2024-2025 rr.

Llenv. IIpoBepKa NpyMeHEeHNA B 3aKyIIOYHO AesATeIbHOCTH IIOJIOKEHM TOAMYHKTA «O» ITyHKTa 3 OcOOeHHOCTel ONMCcanusa
nexapcTBeHHbIX npenapatos (IlocTanosnenne IlpaBurennpctsa PO Ne 1380), momyckaolero BO3MOXXHOCTD 3aMEHBI MHOTOKOM-
IIOHEHTHOT'O JIEKAPCTBEHHOT'O IIpeliapara Ha HabOp OHOKOMIIOHEHTHBIX.

Mamepuanvt u memoovt. Ha ocHoBe aHanmm3a 202 U3BeLIeHNII 0 3aKyIKaxX U 167 3aK/II04€HHBIX KOHTPaKToB B EfuHol nH-
¢dopmanuonnoit cucreMe (EVIC) ycTaHOBIEHO IIOTHOE OTCYTCTBYE CIydaeB UCIIONb30BaHMs HAHHOM HOPMBL B OTHOLIEHUN YIC-
cnegyembix KVJIIL.

Pesynvmamuvt. Hu onys 13 aHanmM3MpyeMbIX KOMOMHIPOBAaHHBIX IIPEIIapaToOB He IPU3HAH B3ayMO3aMeHsIeMbIM C HAOOpoM
OJJHOKOMIIOHEHTHBIX HI B JocyapcTBeHHOM peecTpe 1eKapCTBEHHbIX CPefICTB, HU B ENMHOM CTPyKTypUpOBaHHOM CIIPaBOYHU-
Ke-KaTaJiore IeKapCTBEHHBIX TIPerapaToB.

Bw1600. HenpyiMeHeHMe YKa3aHHOI BO3MOXKHOCTH Ha IIPAKTUKe 00YC/IOB/IEHO KaK OTCYTCTBMEM O(UIIMANIbHO YCTaHOBIEH-
HOJI B3aMIMO3aMeHAEMOCTH, TaK M HaJaM4MeM CIellManbHo nosunum Munsgpasa Poccun, n3/105KeHHON B pa3bACHUTETbHOM
HJICbMe, OTHOCUTE/IBHO HEBO3MOXXHOCTH JOCTVDKEHNUA aHAJIOTMYHOIO TeparneBTudeckoro agpgexra mpu samerne KMJIII Ha or-
TenbHble MOHOKOMITOHEHTHBIE TIpenapaThl.
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Analysis of public procurement of combination inhalation medications for 2024-2025:
regulatory framework, practice, and interchangeability
Konstantin A. Perov
Institute of Competitive Technologies, Moscow, Russian Federation

Abstract

The article analyzes the practice of state procurement of combined inhaled medicinal products (CIMPs) in the Russian Fed-
eration for the period 2024-2025.

Objective. The aim of the study was to verify the application in procurement activities of the provision of subparagraph "b"
of paragraph 3 of the Specifics for the Description of Medicinal Products (Government Decree No. 1380), which allows for the
possibility of replacing a multicomponent drug with a set of single-component ones.

Materials and methods. Based on the analysis of 202 procurement notices and 167 contracts concluded in the Unified Infor-
mation System, a complete absence of cases of using this norm in relation to the studied CIMPs was established.
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Results. The results demonstrate that none of the analyzed combined drugs is recognized as interchangeable with a set of
single-component drugs either in the State Register of Medicinal Products or in the Unified Structured Directory-Catalogue

of Medicinal Products.

Conclusions. It is concluded that the non-application of this opportunity in practice is due both to the lack of officially es-
tablished interchangeability and the existence of a special position of the Russian Ministry of Health, set out in an explanatory
letter, regarding the impossibility of achieving a similar therapeutic effect when replacing CIMPs with separate single-compo-

nent drugs.
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contract system
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Iens uccnegoBanus / Objective

[TopTBep>keHne (akTa HENPUMEHEHUSA B PeaTbHOI
IPaKTHKe FOCYAaPCTBEHHbIX 3aKYIIOK KOMOVHMPOBAaHHBIX
MHTA/IALVOHHBIX JIeKapCTBeHHbIX mperaparos (KVJIIT)
mo mnpaBmwiaM PepepanpHoro 3axkona or 05.04.2013
Ne44-®3 «O KOHTPAKTHOII crcTeMe B cepe 3aKyIOK TO-
BapoB, paboT, YCIyT it obecIedeHNs ToCyAapCTBEHHbIX
¥ MYHUIMIIAJIBHBIX HYXI» (mamee — 3akon ©3-44) [1]
npaBwia . «6» 1. 3, [locranosnenns IlpaBurenbcTsa
P® ot 15.11.2017 Ne1380 «O6 0COOEHHOCTSIX ONMMCAHMS
JIeKapCTBEHHBIX IIPeNapaToB I MEAVLINHCKOTO IIpyMe-
HeH, SBJIAIOIXCSA 00beKTOM 3aKyIKM i obecriede-
HVSI TOCYJapCTBEHHBIX JMI MYHMIVIIA/IIBHBIX HYXI» (Ha-
nee — Ocobennocreit 1380) [2] 0 BO3MOXXHOCTI 3aMeEHbI
MHOTOKOMITOHEHTHOTO JIeKapCTBeHHoro npemnapata (JII1)
Ha HECKOJIbKO OJJHOKOMIIOHEHTHBIX C y4éTOM MHpOpMa-
nun o B3aumosamensemoct KMJIII Ha caitre Tocymap-
CTBEHHOTO peecTpa nmekapctBeHHbIX cpencts (['PJIC) [3]
1 EfIMHOTO CTPYKTYpMpPOBAaHHOTO CIIPABOYHMKe-KaTaiore
nexapcTBeHHbIX npernaparos (ECKIIII) [4].

Vsy4anuce sakynku cnegyromuyx KVJIIT:
BYJECOHN] + POPMOTEPOJI;
BEKJIOMETA30H + ®OPMOTEPOIJI;
BMJIAHTEPOIJI + ®JIYTUKA3OHA OYPOAT;
CAJIMETEPOIJI + ®JIYTUKA3OH;
BMJIAHTEPOJI + YMEKIIMOVIHVA BPOMM]]
+ OJIYTUMKA3OHA ®YPOAT;

6. BYIECOHM] + IJIMKOIIMPPOHIMA BPO-

MU + POPMOTEPOIJL

ARl A

Marepuansl u MeToasl / Materials and methods

ITonoxeHnsa fefCTBYIOIIEro 3aKOHOATENbCTBA O TO-
CyAapCTBEeHHBIX 3aKynKax (3akoH 44-03, OcobeHHOCTN
1380, odwuimanbHble pasbsACHEHUS IO MIPUMEHEHUIO
Ocob6ennocreit 1380 B IInceme Munsppasa Poccun ot

14.02.2018 Ne418/25-5 «O HampaBleHMM OTBETOB Ha
JacTO 3ajjaBaeMble BOIIPOCHI O JI€KaPCTBEHHBIX IIpela-
paTax Il MeJUIMHCKOTO IPUMEHEeHUs, ABIAIIINXCA
00BEKTOM 3aKYIKU s oOecriedeHrsi rOCyqapCTBeH-
HBIX ¥l MYHMLIMIIA/IbHBIX HYXI») [5].

CBefileHMsI O 3aKyNKax ObUIM B3ATHI Ha OQUIIMAIb-
HoM caiite EnnHoit nHGOpMaLMOHHOIT CUCTeMBI B cde-
pe 3akymoxk https://zakupki.gov.ru/ (manee — OC ENC)
(6], Ipy 3TOM Y4YUTBHIBA/IUCD M3BEIIEHNS O IPOBEIEeHUN
9/IEKTPOHHBIX ayKIyMoHoB B mepuop ¢ 01.08.2024 mo
01.08.2025 u ¢ HavyabHON (MaKCMMaIbHOI) I[€HOI KOH-
TpakTa 210 miH. py6. Bcero 3a gaHHbBI nepuof, Halise-
HO ¥ NIpOaHa/MM3upoBaHO 202 OOBABICHHBIX 3aKYIKN
1 167 3aK/II04EHHBIX 10 UX pe3y/IbTaTaM KOHTPAKTa.

ITo xaxmoil OOBSBIEHHON IIPOLEAype OIpeeeHNs
MOCTABIIMKA U3YYa/IUCh CIIelyIOlIVe JOKYMEHTDI Ha IIpef-
MeT Ha/Inuyst / OTCYTCTBIUA YKAa3aHUI O BOSMOYKHOCTH I10-
craBky BMecto KMJIIT Habopa ogHOKOMNOHeHTHBIX JITT:
¢ CTPYKTYpPMpOBaHHOE OIJCaHMe OObeKTa 3aKyIKIU

(B M3BeLEeHNN);

+ (aitn c onucanmeM o6beKTa 3aKyNKM (IPUIOKeHNe

K U3BELIEHNIO);

« mHboOpManA O IpeaMeTe 3aKTI0UYEHHOTO 110 Pe3yIb-

TaTaM IPOLeAyPbl KOHTPAKTA B peecTpe KOHTPAKTOB

(ecrmu KOHTPAKT OBIT 3aKITIOUEH).

Pesynbrarsl / Results

B mpaktmke sakymoxk KWMJIII 3a paccMOTpeHHBIN
NIEPUO, ¥ C YCTAaHOBJIEHHbIMM OTPAaHMYEHUAMU IO IIe-
peyHIO M3y4yaeMbIX /IaHHBIX 3aKa3uMKaMM HM pa3y He
UCTI0/Ib30BasICA nopxoy, 1o 3aMeHe KVJIII Ha Heckonbko
OJHOKOMITOHEeHTHBIX JIIT.

IIpu onpepenenny B3auMO3aMEHAEMOCTY He Halifie-
HO HYI OJHOTO C/Ty4asi, Korfa 0bl KoM6yHuposaHHsii JIT1
ObU1 OBbI IPY3HAH B3aVIMO3aMeHAeMbIM ¢ HAOOPOM OJHO-
KOMITOHEeHTHBIX JIII.
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O6cysxpenne / Discussion

1. ba3oBble MOTOKEHNMS 3aKOHOJATENbCTBA
1.1. 3akoHOmaTeNbCTBO 00 oOOpalfeHNN JeKap-

CTBEHHBIX CPEJICTB
Jns meneil HacTOALIEIO MCC/IEHOBAaHNUA IpaKTIde-

CKYI0 3HAYMMOCTDb IIPELCTAB/AIOT OTZHE/NbHBIE ITOJIOXKe-

st 3akoHa 61-D3 7], kacaromnecs B3anMo3aMeHsIEMO-

ctu JITI. B crarbe 271 maHHOTO 3aKOHA YCTAHOBJIEHBI 6a-
30Bble PYHIIMIIBI OTIPefie/ieH sl B3aMO3aMeHsIeMOCTI:

o TIepedyNucCieHbl  KPUTEPUM  B3AMMO3aMEHSIEMOCTHU
(omVH M TOT >Ke IpenapaT IO MeXAYHApOTHOMY He-
IaTeHTOBaHHOMY HamMeHoBaHuio (MHH), Takne sxe
VTY 9KBYBAJICHTHbIE TIeKapCTBEHHbIE POPMBI 11 1031 -
POBKMU, 9KBUBAJIEHTHBII M/ COIIOCTABUMBIIl COCTAB
BCIIOMOTATe/IbHBIX BEIIECTB, MAEHTUYIHbIE CIIOCOODI
BBeJICHM V1 IIPUMEHEHNIsI, COOTBETCTBIIE IPOU3BOAM-
Te/sl IeKApCTBEHHOTO CPEACTBa TPeOOBaHUAM IIpa-
By Hapyexxariieit pon3BOfICTBEHHOI IIPAKTUKIN);

o IIOJIHOMOYMS IIO OIpeNeNeHNI0 B3auMO3aMeHs1eMO-
cTU 3aKkperuteHsl 3a Munsgpasom Poccun (mopsimok
ycranosseH [loctanosnennem 1360 [8]);

+ omyO/nMKOBaHMe CBefleHMil Ha Oo(uIMaIbHOM caiiTe
Mun3sapaBa Poccun (KOHKpeTHBIT CaiiT He ompene-
nén) [8];

* B3a/MO3aMEHAEMOCTb NCIIONb3YeTCs B  CIydasax
U B MOpsfiKe, YCTaHOBIeHHOM IlocTaHOBIeHUEM
1357 [9].

Cpenu xputepues B3aumosamensaemoctn JII1 B 3ako-

He 61-D3 Her crenyajgbHBIX KpUTEpUeB B OTHOLIEHNN

kom6uumpoBauusix JIIT, B T.u. KMJIIT; ognaxo B ITocTa-

HOB/IeHUM 1360 MBI BCTpeyaeM CeyIolINe YKa3aHus:

+ «Bsanmo3sameHsiemMble KOMOVHMPOBAaHHBIE JI€Kap-
CTBEHHBIe IIpemaparhl (comeprkaljye KOMOMHAINIO
2 u 6oree MEMICTBYIOLIMX BEILIECTB) JO/DKHBI OBITH
3apeructpupoBanbl B Poccuiickoit @efepanum 1o
pesy/IbTaTaM IpOBefeHNs MCCIeHOBaHNs O1MO09KBMU-
BAJICHTHOCTH VIV TepaIleBTUYeCKON SKBUBAJIEHTHO-
CTU C COOTBETCTBYIOUIVM pedepeHTHbIM KOMOVMHU-
POBaHHBIM IIpENapaToM JMOO COOTBETCTBYIOLIVIMU
pedepeHTHBIMM JIeKaPCTBEHHBIMM —IIpelapaTaMi,
UMEIIIVMI  MEXIYHapO[gHble HelaTeHTOBAHHbIE
(xMMuYeckre WM TPYNIMPOBOYHBbIE) HAVMEHOBA-
HYIS, BXOJIAIINE B COCTaB COOTBETCTBYIOLIEr0 KOMOU-
HUPOBAHHOTO JIEKAPCTBEHHOT'O IIpeIapara.»;

o «JlomyckaeTcs ycTaHOBJIEHME B3aIMO3aMeHAEMOCTH
KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX IIPeIapaToB
(mpencraBsonmx coboit KomOuHauMo 2 u 6Gosee
HeVICTBYIOLIVX BeleCTB) ¥ KOMOVHALMY U3 OT/e/b-
HBIX JIeKapCTBEHHBIX IIPEIapaToB, MMEIOMINX MeX-
IyHapOIHble HelaTeHTOBaHHbIE (XMMMYECKMe WIN
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TPyNIMPOBOYHbIE) HAVMEHOBaHMA, BXOAALINE B CO-
CTaB COOTBETCTBYIOIMX KOMOVHIPOBAHHBIX JIeKap-
CTBEHHBIX IIPENapaToB.».

OpHako, IOCKO/IbKY IOTHOMOYMA IO OIpefie/IeHUI0
B3aJIMO3aMEeHAEMOCT) 3aKpeIUleHbl 3a MMH3paBoM
Poccun, BaxHBI He caMM KpUTepUM, a pe3ylbTaThl UX
npumeHeHns. CBeeHN O B3aIMO3aMeHAEMOCTY MOXK-
HO HalITM Ha CIeAYIouX oUIMaNIbHbIX caiiTax MuH3-
npasa Poccum:

o cant locymapcTBEHHOro peecTpa JI€KapCTBEHHBIX
cpencts https://grls.rosminzdrav.ru/Default.aspx (ma-
nee — I'PJIC);

o caiit EpmMHOrOo CTpPyKTypMpOBaHHOIO CIIpaBOY-
HMK-KaTajora JeKapCTBEHHBIX INpenaparoB MuHs3-

npasa Poccum https://esklp.egisz.rosminzdrav.ru/ (ma-
nee — ECKJIII).

CaefieHNs O B3aMMO3aMEHAEMOCTM Ha 3TUX JIBYX
caiiTaX MMEIOT Pas3/IMYHOe NpefcTaBIeHne (II0 COCTaBy
JIAaHHBIX, CIIOCOOY MX IPeACTaBIeHNsI) ¥ YaCTO MPOTH-
BOpeyar Jipyr Apyry. FlcHoro orBera Ha BOIPOC, KaKoil
CAIT COIEPKUT «IIpaBUIbHbIE» CBE[IeHN, HeT.

Ananmus nH(OpMaLMU O B3aMMO3aMEHAEMOCTI pac-
cmatpuBaembrx KVJIIT wa catire ['PJIC (o cocroanmio
Ha OKTAOpH 2025 ropa) mokasam, YTO TaKue CBEEHNs
MMEIOTCA B OTHOIIeHUN cnepyomux JITT:

« pedepentnsit Cumbukopr (BYIJECOHNU] + ®OP-
MOTEPOIJI B nexapcrenHoit ¢popme [TOPOIIOK
TUTA UHTATTALVI TO3MPOBAHHBIN) npusxan
B3ayMO3aMeHAeMbIM ¢ mpemaparamy PopMucoHNp
(IIOPOIIOK /I MHTAJIALIMNM TO3MPOBAH-
HbIV) u Pecimdop6 (KATICYJIbI C [TOPOILIKOM
IULS IHTAJIL )

+ pedepentHbi Cum6uxopr Panuxanep (BYIJECO-
HMJ + ®OPMOTEPOJI B nexapcTBeHHOIT popme
A3PO30JIb /11 MHTAJIALVI OO3MPOBAH-
HbIV) mpusHaH B3aMMO3aMeHsAEMBIM C Ieperapa-
toM Peciudop6 Iitp (taxke ADPO30JIb IJI MH-
TATTALNI TO3VIPOBAHHBIN)

+ pedepentusi Popagun Kombu (BYIJECOHNU] +
®OPMOTEPOIJI B nexapcrBennoit popme KAIICYJI
C TIOPOUIKOM I UHTAJIALNI HABOP)
IIpM3HAH B3aMMO3aMeHsAeMbIM C IIpenapaToM Pecrn-
¢op6 Kombu (HABOP KAIICYJI C IIOPOIIIKOM
TULS IHTAJIAL )

+ pedepentusi  Popcrep (BEKJIOMETA30OH +
®OPMOTEPOJI) B nekapcrBeHHou popme AIPO-
30/1b JIJISI VIHTAJIALMN AO3VIPOBAHHBIN)
IIPM3HAH B3aMMO3aMeHAeMbIM C IpenapaToM Pecrn-
koMb Jiip (Tarxe ADPO30JIb VI IHTAJIALIVI
TO3VIPOBAHHBIN)
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» pedepentHbit Ceperuy (CAJIMETEPOJI + ®JIY-
TMKA3OH B nekapcrBenHoit ¢popme ADPO30JIb
T IHTATIALIV JO3VMPOBAHHDIV) npusHan
B3aMMO3aMeHAEMBIM C IIpemaparamm Pecrmcanbd
Sitp, Cepodmo Vuxanep, Campmekopt, Cantuka-
30H-a9pOHATVUB (TaKKe B JIEKapCTBEHHON (dopMe
A3PO30JIb I VHTAIAIUN TO3VPOBAH-
HbIN), a Taxxe Cepodno (KAIICY/IBI C IIO-
POIIIKOM /11 UHTAJISLINI)

« pedepentunit Ceperuy, Mynbruauck (CAJIME-
TEPOJI + ®JIYTMIKA3OH B nexapctBeHHOIT pop-
me TIOPOIIOK [JIA VIHTAJIALIMI NO3UPO-
BAHHDBIN) npusHan B3aMMO3aMeHAEMbIM C TIpe-
naparamn Canrukason u Cepono Mynbruxanep
(B Takoit >xe nekapctBeHHON dopme ITOPOIIOK
JUTd MHTAJIALIN TO3MPOBAHHBIN), a Tak-
ke Pecnimcans (KATICYJIBI C ITIOPOIIKOM [J141
VIHTAJIALUN).

B ECKIJIII B pasgene IPYIIIIBI B3BAVMIMO3AMEH -
EMOCTMU Taxke orcyTcTBYIOT cBefiems, 4yto KVJIII
B3ayMoO3aMeHsAeMbl ¢ ogHoKoMIoHeHTHbIMU JIII. EcTb
TOJIbKO CJIelyIolIMe CBEeJleHMA B OTHOLIEHMM 3KBMBa-
JIEHTHOCTY JIeKapCTBEHHBIX GOPM 1 TO3UPOBOK (II0 CO-
CTOSIHMIO Ha OKTA0pb 2025 ropa) s
- MHH BYIJECOHIN][ + ®OPMOTEPOII B nexap-

ctBennoit popme [TIOPOIIOK /1T MHTATALIVIN

JNIO3VIPOBAHHBIV skeusanentHoii 6ymer nekap-

crBerHas popma KATICYJIBI C IIOPOILIKOM JIJIA

VIHTAJIILIN
- MHH CAJIMETEPOJI + ®JIYTMKA3OH B nexap-

creenHol popme KATICYJIbI C IIOPOIIKOM JIJIAA

VIHTAJIAN skBuBaneHTHON 6yaeT /eKapCcTBeH-

Has ¢popma ITOPOIIOK JIJIA VIHTAJIAIMN JO-

3VIPOBAHHBIN.

Kak mb1 Bupum, v 110 ganubiM ['PJIC, Hif 110 JTaHHBIM
ECKIJIII, um pasy mHorokoMmmnoHeHTHbII JIIT He 6B
OpM3HAH B3alMO3aMeHsIeMbIM C HabOPOM OT/eTbHBIX
OJTHOKOMITOHeHTHBIX JIIT.

1.2. 3akoHOBATEeNbCTBO O TOCYJApPCTBEHHBIX 3a-
KyIKax

3akoH 44-D3 comepXUT 001IMe TpaBUIa IpOBefe-
HYS TIpolLefyp 3akymok tosapos (B T.u. JIIT), pabor,
YCIyT it obecriedeHrsi TOCYJapCTBEHHBIX U MYHUIIU-
MaTbHBIX HYX]], BKJIIOYasd 3aK/IIOueHMe U MCIIONHeHUe
KOHTPAaKTOB. B oTHOImIEHNN 3akynok JII1 B 3akoHe 1 o1~
3aKOHHBIX aKTaX YCTAHOB/IEHO HEOOJIbIIOE KOMUIECTBO
CHelVaNbHbIX IIPABUIL

Ina onpepenenusa nocrasiuka JIII ncrnonbsyrorcs
IPEUMYIeCTBeHHO KOHKYPEHTHbIe IpPOLefypsl (3/eK-

TPOHHBIN AYKLMOH WM 3/IEKTPOHHDINA 3aIpOC KOTM-

POBOK), OZHAKO VMEIOTCS BO3MOXKHOCTY 3aK/TIOUEHNS

KOHTPAaKTa C eAMHCTBEHHBIM IIOCTAaBIIMKOM. LI71s Leneit

UCCTIeIOBaHNA MHTEpeC INPefCTaBIAIT MMEHHO KOH-

KyPeHTHbIE IIPOLIelypPbl, IIOCKOIbKY IIOCPENCTBOM UX

nposogATca 3akynku JIII mma peanmmsanum mporpaMm

JIBTOTHOTO JIEKaPCTBEHHOTO O0eCIieyeH .

B pasButne 3akona 44-O3 npuHATO HECKOIBKO HOP-
MaTHMBHBIX IIPABOBBIX AKTOB, YTOYHAMUMX €ro Hpu-
MeHeHMe K 3akynkam JIII. [Ina pemeit mccnenoBaHusA
BaXHYI0 ponb uMeT Ocobernnoctu 1380, KoTopble co-
fiep>Kat TpebOBaHMS TI0 MOATOTOBKE OIMCAHVS 00'beKTa
3aKYIKU («TEXHIYECKOTO 3ajaHNsd» ). Taxoke BaXKHO yuu-
ThIBaTh TpeboBanus [locranosnenns 145 [10], koTopoe,
IOMMMO IIPOYEero, IpegycMaTpuBaeT 00A3aHHOCTD VC-
nonb3oBaHus Katasora roBapos, pabor, ycnyr st obe-
CIeYeHUsI TOCYAAPCTBEHHDIX ¥ MYHULIMIIATbHBIX HYX]
(KTPY) [11] mpu ¢popmmupoBaHuM ommcanust oObeKTa
3aKYIKY, TOfja4M 3aABKV YYaCTHMKOM 3aKYNKV, pop-
MUPOBaHMsI KOHTPaKTa II0 UTOraM IIpOLefyphl ompefe-
JIeHU A OCTaBILIMKa.

OcobennoctssMn 1380 yCcTaHOB/IEHBI [OIO/THU-
TenbHble (IIOMUMO ykasanusa MHH, xummuyeckoro mmm
TpynnupoBo4YHOro HauMeHoBaHuA JIII — m. 6 4. 1 cT. 33
3akoHa 44-D3) 00543aHHOCTY 3aKa34MKa IO YKA3aHUIO
B OIMCAaHNM 00BEKTA 3aKYIIKN:
¢ JIEKapCTBEHHOV (OpMbI, BKIOYass OO3aHHOCTD

yKa3aHMS 9KBMBA/JICHTHBIX JIEKapCTBEHHBIX (opMm

(. «a» 1. 2);

+ IO3UPOBKM, BKIIOYas 00A3aHHOCTDb YKa3aHMS KpaT-
HOJI 03UPOBKM (OOBIYHO 9TO paccMaTpUBAETCA KaK
«IIOTIOBMHHAA» JIO3MPOBKA) B IBOJHOM KO/INYECTBE
Y HEKPaTHOJ 9KBMBAJIEHTHON HO3MPOBKM (I «O»
. 2);

¢ OCTaTOYHOTO CPOKA TOZHOCTH (IIL «B» II. 2).

Taxke cormacao Ocobennoctam 1380 (. «6» 1. 3)
IpM 3aKyIKe MHOTOKOMIIOHEHTHBIX (KOMOVMHMpPOBaH-
HBIX) JIEKAPCTBEHHBIX IpernapaToB, a TaKKe HAOOpPOB
3aperMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPEIapaTos,
B ONUCaHUM 0ObEKTa 3aKYNKM JO/DKHO OBITH yKa3aHue
Ha BO3MOKHOCTb IOCTaBKM OJHOKOMIIOHEHTHBIX Jle-
KapCTBEHHBIX MPeTnapaToB (eC/u TaKOBbIe 3aPeTUCTPU-
POBaHBI B COOTBETCTBYIOIUX JIEKAPCTBEHHBIX (hopMax
u posupoBkax). Hwmkakux wmckmouennit s KHJIII
B OcobenHocTsx 1380 He ycTaHOB/IEHO; OFHAKO B ITnch-
Me 418/25-5 MunsgpasoMm Poccun BrickazaHa mosumus,
YTO IIOCKOJIbKY OJJHOKOMIIOHEHTHBbIE JIeKapCTBEHHBIE
Ipenaparbl, BXOAAILIVE B COCTaB KOMOVHVMPOBaHHBIX
JIeKapCTBEHHBIX IIperapaTroB C MyTéM BBENEHMUS B Jbl-
XaTeJIbHble IIyTU IOCPENCTBOM a3pO30Jieil UM CIIpeeB
He MOTYT 00eCIeYUThb JOCTIDKEHNUS TePaIleBTIYeCKOTO
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a¢ddexra, MONTy4EeHHOTO OT NMPMMEHEHVs KOMOWHUPO-

BAaHHOTO JIEKaPCTBEHHOTO IIpelapara, 3aKyIKa JieKap-

CTBEHHBIX IIPENapaToB B JAHHBIX VM SKBUBATEHTHBIX

JIeKapCTBEHHBIX (POpPMax MOXKET OCYIIeCTBIATHCA 0e3

IPUMEHEeHNs TOTIOKEHMII, PeAYCMOTPEHHBIX I «O»

1. 3 OcobenHocTeit 1380.

Oco6ennoctn 1380 (11. 7 a63. 2) TakKe TpeOyIOT y4éTa
nH(pOpMaLuy O pe3y/bTaTax olpefie/ieHIs B3alMo3aMe-
HAEMOCTH IIPY COCTABJICHNN OMMCaHNA 00beKTa 3aKyII-
ku: «[Ipy onycanuy o6beKTa 3aKYIKM JT€KapCTBEHHBIX
IIpenaparoB /i1 MEAUIMHCKOrO IpUMeHeHNs, MHPOp-
MaluA O B3aIMO3aMEeHAEMOCTY KOTOPBIX COMEepP>KUTCA
B yKa3aHHOM IIepevHe, He HOITyCKAeTCS YCTAHAB/INBATD
TpeOOBaHMA K KPUTEPUSAM B3aVMO3aMEHAEMOCTU Jie-
KapCTBEHHBIX IIPENapaToB, IPeJyCMOTPEHHBIM YaCThIO
2 crarpu 271 ®epepanbpHoro 3akoHa «O6 obpaiieHNN
JIEKAPCTBEHHBIX CPEJICTB», €CIM TaKue TpeOoBaHMs
BJIEKYT 32 cO00JI HECOOTBETCTBNME OIMCAHUIO OOBEeKTa
3aKYIKI OfIHOTO VM/IV HEeCKOJIbKVX JIeKapCTBEHHBIX IIpe-
IIapaToB, BKTIOYEHHBIX B OJHY IPYIIIY B3aMO3aMeHse-
MOCTH C JIeKApCTBEHHBIMU IIpeIapaTaMii, COOTBETCTBY-
IOIIVIMM OTIMCAHNIO OOBEKTa 3aKyIIKI». TeXHIIecKn 1H-
dbopManya 0 B3aMMO3aMeHAEMOCTY UCHONb3yeTCs IpU
(bopMMpOBaHNY a/bTEPHATYBHBIX BAPMAHTOB IIOCTABKI
" BKIo4aeT ToT ke MHH, HO B pyrux nekapcTBeHHbIX
dbopmax 1 (Mnn) Ko3upoBKax (cM. ganee).

Ba)kKHBIM TeXHMYECKUM ¥ IPAKTUYECKMM aCIIeKTOM
B 3aKyIIKaX 1o 3akoHy 44-D3 Apnserca ob6sA3aTenbHOE
ICIIONb30BaHNE «CTPYKTYPUPOBAaHHbBIX» CBEeIEHNI MpK
dbopmupoBanny onmcanus 06beKTa 3aKyIKI B M3Bellle-
HUM, TIOflade 3asABKM, 3aKII0YEeHNN KOHTPAKTa: BMECTO
npuIoKeHns ¢aria IpoU3BOTbHOTO CONEPKAHNA CTO-
POHBI (3aKa34MK ¥ y4acTHUK), nonb3yack KTPY, pomxk-
HBI BBIOVPATh U3 CIIVICKOB:

+ 3akasuuMk npu ¢opmuposanmuu usBemjeHns Ha OC
EVIC ompepnenser OCHOBHOI BapuMaHT IIOCTaBKIU:
MHH + [cootBercTBylomas manHomy MHH] re-
KapcTBeHHasA (popMa + [COOTBETCTBYIOMIAA TAHHOMY
MHH B nanHOI1 1ekapcTBeHHOI hopMe] TO3MpOBKa;

+ TaKKe 3aKa34MKOM MOTYT ObITb YKa3aHbl OfVIH VI
HECKO/IbKO aJIbTepHATVBHBIX BapMAHTOB IOCTaBKYU
JITI, B KOTOpBIX yKasbiBaeTcs Takol >xe MHH, HO
apyrue (9KBUBaJEHTHbIE) JIeKapCTBEHHBbIE (OPMBI
u (MK) JOSUPOBKIA;

¢ YYaCTHMK IIpM ITOaye 3asIBKM Ha 3JIEKTPOHHOII IJIO-
majKe: [COOTBETCTBYIOIAsA YCTAHOBIEHHOMY 3aKas3-
yrkoM MHH + nexkapctBenHas popma + 1o3mpoBka
COIJIACHO OCHOBHOMY VIV aJIbT€PHATVBHOMY Bapu-
anty noctasku] TH' + [cooTBeTCcTBYOIINIT JAHHOMY

1 TH — Toprosoe HauMeHOBaHME.
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TH] HoMep PV + [M3 umcna 3aperncTpupoBaHHBIX
mia panHoro TH] ¢gopma Bbimycka + [cOOTBETCTBY-
fomit fanHomMy TH] nmpomsBopguTens u cTpaHa mpo-
U3BOJICTBA;

«  OC ENC aBromaruyecku npyu GopMupoBaHUM 37I€K-
TPOHHOTO KOHTPAKTa II0 pe3yabTaTaM IIPOLeJypbL:
[u3 n3Bemenns 3akazunka] MHH + nexapcrBenHas
¢dopma + 103MpOBKa + [13 3asABKM yYaCTHUKA| LjeHa
+ TH + nomep PY? + dpopma BbIITyCKa + IpOM3BOAU-
Te/b + CTpaHa IPOM3BOACTBA.

KoHTpakT 1o pesynbraTaM KOHKYpPEHTHOII IIpOLiefy-
PBl 3aK/II0YAaeTCsA 110 efMHBIM IpaBUIaM, YCTaHOBJIEH-
HBIM 4. 2 CT. 51 3akona 44-D3:
¢ B IPOEKT KOHTPAaKTa (BMecTe C OMMCaHUEM OODbeK-

Ta 3aKynky, BKmovaromuM MHH, nekapcTBeHHyIO

¢dbopmy, [03UPOBKY, TpeOOBaHMSA K OCTATOUHOMY

CPOKY TOJJHOCTH, PasMELIEHHBI 3aKa34MKOM BMeCTe

C U3BellleHNeM BKJII0YaeTCs IleHa YYacTHUKA 3aKyll-

KI1, C KOTOPBIM 3aK/II04aeTCsl KOHTPAKT,
¢ U XapaKTEePUCTVKY IIpeIaraeMoro Topapa (B OTHO-

mwenyn JIIT: TH u Homep PY, mponsBopnrens u crpa-

Ha IPOMCXOXKIeHM, POopMa BBIITYCKa).

OJNIeKTPOHHBII KOHTPAKT, KOTOpbIit popmupyer OC
EVC mno BbllleyKa3aHHOMY aArOpMTMy M3 JAHHBIX,
KOTOpbIe yYKa3aHbl 1) 3aKa34MKOM B M3BEUIEHUM U 2)
YYaCTHMKOM B 3asBKe, OJHO3HAYHO yKasbiBaloT Ha JIII,
KOTOPbII1 Oy/eT OCTaBJIeH 110 JaHHOMY KOHTpakTy. Co-
OTBETCTBEHHO, ompefeneHsl 1 pasMerensl Ha OC EVIC:
+ MHH, TH, rHomep PY;
 JleKapcTBeHHasA GopMa I JO3UPOBKA;

+  KONMYECTBO;
* 1leHa 3a eAVHUIY U3MEePEHNS;
+ 00IIas CTOMMOCTb.

B wactu 2 cratpy 34 3akoHa 44-P3 npsAMO yCTaHOB-
neHo, uto «IIpy saknr09eHMM U UCTIOTHEHUM KOHTpPAK-
Ta M3MEHEHME €ro CYIIeCTBEHHBIX YC/IOBMIl He JOIy-
CKaeTCs, 3a UCK/IIOYEHNEM CIIy4yaeB, IPeyCMOTPEHHbIX
HacTosAmuM DefiepanbHbIM 3aKOHOM». TakuM o6pasom
YCTAHOBJIEHO, YTO MO>KHO MEHATD yC/IOBMA KOHTPAKTA:
1. ecnu OHYM He OTHOCATCA K CyLIeCTBEHHDBIM;

2. m6o ecy BO3SMOXHOCTD M3MEHEHMA YCTIOBUII IIpsi-
MO IIpeycMOTpeHOo 3akoHOM 44-D3.

IIpenmer moctaBku (xapakrepuctuku JIIT: MHH,
TH n HOMep PV, nekapcTBeHHast popma U JO3MPOBKA,
(dopMa BBIITyCKa, IPOM3BOANUTEND U CTPAHA IPOUCXOXK-

2 Homep PY — HOMep perncTpanyoHHOTo y0CTOBepeHNs IeKapCTBeHHOro mpemnapara cornacHo ['PJIC.
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IeHVsl; KOIMYEeCTBO; [JeHa) OYeBUJHO OTHOCUTCS K CY-
HIeCTBEHHbIM YCIOBMUAM KOHTpakKTa. VIX u3sMeHeHMe
OTPaHNYEHO MOJIOKeHNAMM 3aKkoHa 44-D3 TonbKO IIy-
TEéM 3aMeHbI ToBapa (B T.4. JIIT) Ha Apyroi ¢ KauecTBOM,
TEXHUYECKVIMM ¥ QYHKIVOHA/IbHBIMY XapaKTepUCTUKA-
MU (IIOTPeOUTENBCKUMM CBOVICTBaMM) KOTOPOTO SIBJIS-
I0TCSI yIy4IlleHHbIMH (4. 7 CT. 95).

2. AHanus pe3ynbTaToB 3aKyIOK

ITo TeM KOMOMHUPOBAaHHBIM MHTANAIMOHHBIM JITT,
KOTOpPBIE XOTsI OBl TEOPETUYECKY MOTYT OBITh IIPEACTaB-
JIEHBI B BUJIe VICKYCCTBEHHO COCTaB/IEHHOTO Habopa of-
HOKOMMOHeHTHBIX JIII B TaKMX >Ke M/In 9KBMBaJIEHTHBIX
NeKapcTBeHHBIX (popmax 1 gosuposkax (BYJECOHIN]
+ ®OPMOTEPOJI u BEKJIOMETA30H + ®OPMO-
TEPOJI) He HalileHO HM OJJHOV 3aKYIKM, B XOfe KOTO-
poit iByxkoMmoHeHTHbII1 JITT 6611 661 3aMeHEH Ha Habop
onHokomItoHeHTHBIX JITT. Taxoke He 6bIIO HM OHOI 3a-
KYIKJ, B PaMKaX KOTOPOIl 3aKa34MK B CTPYKTypUpO-
BaHHOM ONMCAHUM OObEKTa 3aKYHKU U (M/IM) IPUIO-
YKEHHOM (haiiyie C omycaHyreM 0ObeKTa 3aKYIKY YKasal
OBI/T BO3MOXKHOCTh 3aMeHbl MHOTOKOMITOHeHTHOro JIIT
Ha Ha6Op OFHOKOMIIOHEeHTHBIX JIIT.

Vimenu mecto cyvyan sakynku JIIT BYJECOHN] +
OOPMOTEPOJI u BEKIIOMETA3OH + ®OPMOTE-
POJI, B KoTOpBIX IpeycMaTpUBaINCh BApHALINA JIeKap-
cTBeHHBIX popMm. Hampnmep, B 3akynkax BYJECOHI]I
+ ®OPMOTEPOJI B 0CHOBHOII 1IeKapCTBEHHOI popMme
[IOPOIIOK I VIHTAJIAIMI OJO3MPOBAHHI,
B KauecTBe a/IbTePHATMBHBIX BapMAHTOB IIOCTaBKM 3a-
kasunmky ykaspiBamu KAITYCYJIbI C IIOPOIIKOM
I IHTAJIALN u (wmn) ASPO30JIb J1J11 MECT-
HOTI'O ITPMMEHEHEVSI, HO Bcera B Takux >Ke HO3U-
poBkax BYIECOHUIA u @OPMOTEPOJIA.

B saxynkax JIIT BEKJIOMETA3OH + ®OPMOTE-
POJI B ocHoBHOII nekapcTBeHHOI dopme ADPO30JIb
IUIA VIHTAJIALIMI TIO3MIPOBAHHBIN, B kauectBe
a/IbTEpPHATMBHOTO BAapMAHTA 3aKa34MKU IIPEJyCMaTpu-
Bamu AOPO30JIb /I MECTHOI'O ITPMIMEHEHNMA
IIOSI/IPOBAHHI)IVI, HO B TaKMX >Xe JJo3upoBKax BE-
KIIOMETA30OHA u ®OPMOTEPOIJIA.

ITpn sakynkax JIII CAJIMETEPOJI+®JIYTUKA-
30H B nexapcrBennoit ¢popme KAIICVYJIBI C IIO-
POIIKOM I/ MHTAIALINN B psage cnydaes momy-
ckamach 3amena Ha [TOPOIIIOK JIJISI MTHTAJISALINN
IIO3MIPOBAHHBIN B Takoil xe IO3MpOBKe (M maxke
ObUIN e[MHIYHBIE CITy4alu 3aKYIIOK, I7ie B Ka4eCTBe ajIb-
TepPHATMBBI IIPeAyCMaTPIBA/IACh JIeKapCTBEeHHasA (opMa
A2PO30JIb IJIA MECTHOI'O ITPVMMEHEHNMA NO-
3IPOBAHHDBIN). Ho ocHoBHas nekapcTBeHHas Gpopma
A2PO30JIb JIA MECTHOTI'O ITPMMMEHEHNMA JO-
3VMIPOBAHHDI 3aMmeHe He HOJIeXana HIL B OHOM W3
PacCMOTpEHHBIX CTy4aeB.

B orHomenun gpyrux paccmorpennbix KMJIIT taxoke
He HailJIeHO HY OFHOJ 3aKYIIK! C 3aMeHOJ MHOTOKOMIIO-
HeHTHOrO JIII Ha HECKONbKO OJHOKOMIIOHEHTHDIX.

3akmrouenne / Conclusion

Ilo pesynbraTaM McchaefoBaHUA MOXKHO CJe/aTh
BBIBOZ 00 OTCYTCTBMM IPAKTUYECKOTO HPYUMEHEHNUs
B IIpollecce TOCY[apCTBEHHBIX 3aKYIOK IIOTOXeHUIt
3akoHomaTenbcTBa 1mo 3ameHe KIMJIII Ha HeCKOIbKO
ofgHOKOMIIOHeHTHBIX JIII. 9TO cBsA3aHO, MO-BUAMMO-
My, Kak ¢ HenpusHanueM KIVJIII B3anmMosamensaeMbIMu
c ogHoKkoMItoHeHTHBIMM JIIT, Tak 1 ¢ Ha/IM4meM CIielu-
anbHOV mosuuyy MmunsgpaBa Poccuu B oTHOIEHUN
takux JII1.
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