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IlocTtanoBienue IpaBureancTBa P® ot 15.11.2017 N 1380 — O6
0COOEHHOCTAX ONKMCAHMS JIEKAPCTBEHHBIX MPENapaToB AJI
MeJIMIMHCKOTO MPUMeHeH s, ABJIAIONIUXCA 00bEeKTOM 3aKYIKHU 1JIs
o0ecrneyeHUsI TOCYyJapCTBEHHBIX U MYHHMIMIAJbHBIX HYKI —
HeiicTByromas nociaennss peaaxkuus ot 04.09.2020 — Pepakuusi N 2 —
Hauauno neiicrBus pegaxkuum 08.09.2020

Crnucok m3MeHstonmx 1okymMmeHToB (B pea. [locranosnenus [paButensctBa P® ot 04.09.2020 N
1357)

B cootBercTBUU C "acThio 5 ctaThu 33 denepanbHOro 3akoHa "O KOHTPAKTHOM cHUCTEME B
cdepe 3aKymok TOBApOB, pabOT, yciayr s oOecrieueHus: TOCYJapCTBEHHBIX U MYHHUIUTIAIbHBIX
Hyxna" IIpaButenscTtBo PO nocraHoBISIET:

1. VY1Bepauth mnpuiaraemble OCOOEHHOCTH ONMCAaHUS JIEKAPCTBEHHBIX MpPEnapaTroB Jyis
MEJUIIMHCKOTO MPUMEHEHHUS], SIBIISIOIUXCS 00BEKTOM 3aKyIKH JUIsl 00ecrieueHus ToCyIapCTBEHHbIX
Y MYHUITUTIATBHBIX HYXK]I.

2. MunucrepctBy 3apaBooxpaHeHusi P®, MunucrepctBy ¢unancoB P® u denepanbHoit
AHTUMOHOTIONIBHOW CiTy’kO€ JaBaTh MpPH HEOOXOJUMOCTH Pa3bsICHEHUS [0 TMPUMEHEHHIO
JOKYMEHTA, YTBEPKACHHOTO HACTOSIIMM IIOCTAHOBJIEHUEM.

3. Hacrosiiee nocTaHoBI€HUE BCTyMaeT B cuiy ¢ 1 ssuBaps 2018 rona.

YT1BepxkaeHsl nocranoBiaeHueM I[Ipasurensctea PO ot 15.11.2017 N 1380

Oco0eHHOCTH ONMUCAHUS JEKAPCTBCHHDBIX NpenaparoB AJs MEIUIIUHCKOI O
NPpUMECHCHHU A, ABJIAIOIIUXCH 00bEeKTOM 3aKYIIKH JJIs odecrneyeHHUsI
rocyiapCcrB€HHbIX U MYHHIUIIAIBHBIX HYK/A

Crmcok m3Mensitonmx 1o0kymeHToB (B pen. [locranosnenus [IpasurensctBa P® ot 04.09.2020 N
1357)

1. Hacrosmum JOKYMCHTOM YCTAHABJIMBAIOTCA O0COOEHHOCTH OIHCAHMS JICKAPCTBCHHbBIX
nperapaTtoB A MCIUIUHCKOIO IIPpUMCHCHUA, ABJIAIOIIUXCA 00BEKTOM 3aKYIIKU JJId obecneyeHust
roCyJapCTBCHHbBIX W MYHUIUIIAJIBHBIX HYX/ (I[anee — JICKapCTBCHHLIC npenapaTLI), B
AOKYMCHTAIUU O 3aKYIIKE JICKAPCTBCHHBIX NPCIIAPATOB IIPHU OCYIICCTBJIICHUU TAKUX 3aKYIIOK (L[anee
COOTBETCTBCHHO — NOKYMCHTAL U O 3aKYIIKE, 3a1<yn1<a).

2. Ilpm onucaHmm B JOKYMEHTallMM O 3aKylNKE 3aKa34MKd IIOMHUMO CBEICHMI,
IIPENyCMOTPEHHBIX ITYHKTOM 6 yacTtu 1 crathu 33 denepanpHoro 3akoHa "O KOHTPaKTHOM cucTeMe
B c(hepe 3aKynok TOBapoOB, pabOT, YCIyr i 0OecreueHus! TOCy1apCcTBEHHBIX U MYHHMIIMIIAIbHBIX
HYXK['", yKa3bIBaIOT:

a) IeKapCTBEHHYIO (hopMy Ipenapara, BKI0Yas B TOM YHCIIE SKBUBAJICHTHBIE JIEKAPCTBEHHBIE
(bopMBI, 32 HCKITIOYEHHUEM OIMUCAHUS JIEKAPCTBEHHOM (DOPMBI M €€ XapaKTEPUCTUK, COACPKALIMXCS B
MHCTPYKUUSAX [0 NPUMEHEHHIO JIEKaPCTBEHHBIX IIPENApaTOB M YKa3bIBAIOUIMX HAa KOHKPETHOIO
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MIPOU3BOAUTEINS (HAIIPUMEp, OTIMCAHKE [[BETa, (POPMBI, BKyca U Jp.);

0) JO03MPOBKY JIEKAPCTBEHHOTO IIpernapara ¢ BO3MOXHOCTBHIO TOCTABKH JIEKAPCTBEHHOTO
npernapara B KpaTHOW J03MPOBKE M JIBOMHOM KOJHMYECTBE (HAmpUMep, MPH 3aKylKe TaOJIETKU C
no3upoBkoi 300 Mr B IOKyMEHTallUM O 3aKylNKe ykasbiBaeTcs: 1 Tabierka ¢ mo3upoBkoit 300 mr
wim 2 Tabnerku ¢ no3upoBKor 150 Mr), a Takke C BO3MOXKHOCTBIO IOCTAaBKH JICKAPCTBEHHOTO
mnpenapara B HEKpPAaTHBIX JKBUBAJICHTHBIX JO3MPOBKAX, IMO3BOJISIIOIIMX JOCTHYh OJUHAKOBOTO
TeparneBTHIecKoro 3ddekra (Hanmpumep, GIAKOHBI 2,5 MT, WIK 3 MT, WK 3,5 MT), JOMyCKaeTCs
yKa3aHH€ KOHLEHTPAaLKH JIEKapCTBEHHOT0 NpenapaTta 0e3 yCTaHOBJIEHUS! KPATHOCTH;

B) OCTAaTOYHBIA CPOK TOJHOCTH JIEKAPCTBEHHOTO IIpenapara, BBIPAKEHHBIM B €IWHUIIAX
M3MepeHus: BpeMeHH (HampuMmep, "He panee 1 saBaps 2020 r." win "He MeHee 12 MmecsIeB ¢ AaThl
3aKJIIOUEHUs] KOHTpakTa" u JIp.).

3. [Ipu onucannu 0ObEKTa 3aKYyNIKH B OTHOILIEHUH:

a) JIEKapCTBEHHBIX MPENapaToB B KapTpUHKaxX MO0 B MHBIX (POpMax BBHIMTYCKA, COBMECTHMBIX
C YCTpOWCTBaMHU BBEICHUS (MPUMEHEHHMsI), — JOJHKHO OBITh yKa3aHHWE Ha BO3MOYXKHOCTh TMOCTAaBKH
JIEKapCTBEHHBIX IPENapaToB C YycJIOBHMEM O€3BO3ME3JHOM Iepelayd MalueHTaM COBMECTHMBIX
YCTPOICTB BBEIECHHUS B KOJMUYECTBE, COOTBETCTBYIOIEM KOJIMYECTBY MAllMEHTOB, /Ui O0ecrieueHus
KOTOPBIX 3aKYyMaIOTCs JICKAPCTBEHHBIEC TPETIApaThl B KAPTPUIKAX;

0) MHOTOKOMIIOHEHTHBIX (KOMOMHHUPOBAHHBIX) JIEKApCTBEHHBIX IIpenaparos,
MPEACTABIISIIONINX COO00W KOMOWHANWIO 2 win 0ojiee aKTHBHBIX BEHIECTB (TO €CTh aKTHUBHBIX
BEIIECTB, BXOJSIIMX B COCTaB KOMOMHHMPOBAaHHOTO  JIEKAPCTBEHHOTO  Ipenapara U
3aperuCTpUPOBAHHBIX B COCTaBE€ OJHOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX IIPENapaToB), a TaKxKe
HaOOpOB 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB — JOJDKHO OBbITh yKa3aHUE Ha
BO3MOYHOCTh OCTaBKH OJHOKOMITOHEHTHBIX JIEKAPCTBEHHBIX MIPENapaToB;

B) JICKAPCTBEHHBIX MPENaparoB, JUIsl KOTOPbIX MOTYT ObITh YCTAaHOBJIEHBI TPEOOBAaHUS K HX
KOMILJIEKTAI[UM PAaCTBOPUTEIEM MM YCTPOWCTBOM MJisi pa3BelCHMs] M BBEACHUS JIEKAPCTBEHHOTO
mpenapaTta, a TaKkKe K HAJIWYUI0 MHCTPYMEHTOB JUIS BCKPBITUS aMIyn (Hampumep, MUIIKH),
JIOJKHO OBITh yKa3aHHME Ha BO3MOXXHOCTh IIOCTaBKM OTAEIbHBIX KOMIIOHEHTOB TaKOH
KOMILJICKTAIUH;

I') JICKQpCTBEHHBIX IpenapaToB B ¢opmax BeITycKa: "mmpwuil”, "mpeaHanoIHeHHbIA MITPHIL'",
"mmpui-TIoOuK", "mmpui-pydka" — JIOJDKHO OBITh YyKa3aHHE Ha BO3MOXKHOCTh IIOCTaBKH
JIEKapCTBEHHOTO Ipemnapara ¢ yCTPOWCTBOM BBEIEHHS, COOTBETCTBYIOIIUM OOBEMY BBOJAMMOIO
JIEKapCTBEHHOT'O MpernapaTa (Hampumep, MpHu 3aKylke IpeJHanoJHEHHOro Mpuia o0beMoM 1 M
MOJKET OBITh yKa3aHa (popMa BbIMycKa "aMiyna" ¢ moCcTaBKOM mimpuiia oobemMoM 1 mut wim 2 mi), 3a
UCKIIIOYCHHEM CIy4aeB, KOrJa B JIOKyMEHTAllMd O 3aKylKe COJIEpPKUTCA OOOCHOBaHUE
HE0OXO0IMMOCTH 3aKYIKU JIEKAPCTBEHHOT'O Mperapara KOHKPETHOU (JOpMBI BBIITYCKa.

4. TIpu onucanuy 0ObEKTa 3aKyIMKH TOMYCKAETCs B OTHOIICHUH JICKAPCTBEHHBIX MTPEMapaToB:

a) HEoOXOAMMBIX HJIs Ha3HAYCHMs MALMEHTy MpU HAIWYUM MEAULMHCKUX TOKa3aHUi
(uHIMBHlyanbHas HEMEPEHOCHMOCTh, MO J>KM3HEHHBIM TOKAa3aHUSAM) [0 pEIIeHHI0 BpadeOHOI
KOMMCCUHU MEAUIIMHCKON OpraHu3alliy, — yKa3aHue Ha TOProBble HANMEHOBAHNS,

0) mpeaHa3HAYEHHBIX IS MapeHTepaIbHOTO MPUMEHEHHUs, — yKa3aHWe Ha IMyTh BBEICHUS
JIEKapCTBEHHOTO TMpenapata (Ui UHBEKIUN WK 1 HHQY3Hil);

B) MpeJHAa3HAYECHHBIX HCKIIOYUTEIHHO JJISl MCIOJNb30BaHHUS B MEAMATPUYECKON MpaKTUKE, —
yka3aHue Ha Bo3pacT pedenka (ot 0, ¢ 3 mecsnes, ¢ 12 Mecs1es u T.11.).

5. Ilpu onucanuu 0ObEKTa 3aKyNKU HE JIOMYCKAeTCsl YKa3bIBaTh:

a) DOKBUBAJICHTHBIE JIO3UPOBKM JIEKAPCTBEHHOI'O IIpenapara, IpelycMaTpUBAIOLINE
HE00X0AMMOCTb JIeJICHUs TBEP/IOH JIeKapcTBEHHON (OpMBI Ipenapara;

0) J03MPOBKY JIEKAPCTBEHHOTO IIpernapara B OINpEAeNeHHBIX €IMHUIAX H3MEpEeHus mpu
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BO3MOYHOCTU KOHBEPTUPOBAHMsI B UHbIE €UHUILIBI U3MepeHus (Harpumep, "ME" (MmexxynapoHas
€IMHULIa) MOKET ObITh KOHBEpTHpOBaHA B "Mr" win "mpoueHT" MoKeT ObITh KOHBEPTUPOBAH B
"mr/ma" u T.11.);

B) 00BEM HAIOJHEHUS NEPBUYHON YNMAKOBKM JICKAPCTBEHHOTO IMperapara, 3a WCKII0UYEeHUEM
pacTBOPOB ISl HH(Y3HIA;

I') Hajnuuue (OTCYTCTBHE) BCIIOMOTaTEIbHBIX BEILIECTB;

) (UKCUPOBAHHBI TEMIEpPATYpHBI PEKUM XpaHEHHs TIPErmaparoB TPH  HATHYUH
aJIbTEPHATUBHOIO;

e) ¢opmy BbImycka (IEpBUYHON YIMAKOBKM) JIEKAPCTBEHHOTO TWpenaparta (Hampumep,
"ammyna", "dnakon", "omucrep" u np.);

) KOJIMYECTBO €AMHHULl (TabJeTOK, amIiys) JIEKApCTBEHHOro IIpernapara BO BTOPUYHOMN
yIaKoBKe, a Takke TpeOoBaHHe MOCTaBKM KOHKPETHOTO KOJMYECTBA YIaKOBOK BMECTO KOJIMYECTBA
JIEKapCTBEHHOTI'O IpenapaTta;

3) TpeboBaHMS K TOKazaTesnsM (papMakoguHaMUKd W (wiM)  (papMaKOKWHETUKU
JIEKapCTBEHHOI'O IpernapaTa (HampuMep, BpeMs Haudaja JeHCTBHUS, MPOSBICHHE MaKCHMaJIbHOIO
s dexTa, TPOIOHKUTETLHOCTh ICUCTBUS JICKAPCTBEHHOTO TIpernapara);

1) MHbIE XapaKTepUCTUKU JIEKAPCTBEHHBIX MpPENapaToB, COAepKalluecs B MHCTPYKIHUAX IO
MPUMEHEHHUIO JIEKAPCTBEHHBIX IPENapaToB, YyKa3bIBAlOIIME HAa KOHKPETHOTO MPOU3BOAUTENS
JIEKapCTBEHHOI'O Ipernapara.

6. Omucanne o0O0BEKTa 3aKyMKM MOXET COJEpPKaTh YKa3aHWE Ha XapaKTePUCTHKH,
MpeyCMOTPEHHbIE MOANyHKTaMu "B"-"M" MyHKTa 5 HAcCTOSIIEro IOKYMEHTa, B ClIydae, €CIU He
MMeEeTCSl MHOM BO3MOKHOCTH OIKCATh JIEKapCTBEHHbIE mMpemapaTsl. [Ipu 3ToM nokymeHTanus o
3aKyIKe JOJIKHA COAepKaTh:

a) 000CHOBaHUE HEOOXOIUMOCTH yKa3aHMsI TAKUX XapaKTEPUCTHK;

0) moka3aren, MO3BOJSIOUIUE OINPEAETUTh COOTBETCTBHE 3aKyIAaeMbIX JIEKaPCTBEHHBIX
MpernapaToB YCTAHOBJIEHHBIM XapaKTEPUCTHKAM U MaKCUMaJIbHbIE U (UJIM) MUHUMaJIbHbIE 3HAYCHUS

TaKuX HOKaSaTCHefI, a TaKXK€ 3HAYCHUA HOKaSaTeHefI, KOTOPBIC HE MOT'YT U3SMCHATHCH.

7. Ilpu onucaHuy JeKapCTBEHHBIX NPENapaToB, HE BKIOYEHHBIX B EPEUYEHb JIEKAPCTBEHHBIX
CPEICTB, 3aKyIKa KOTOPBIX OCYLIECTBIISIETCA B COOTBETCTBUU C MX TOPrOBHIMH HaWMEHOBAHUSIMH, B
JOKYMEHTAIlMU O 3aKylKe HCIOJb3yeTca MH(OpMalKg O B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX
MpernapaToB Uil MEAWLUHCKOTO MPUMEHEHHs, coJepiallascs B IepeuHe B3aUMO3aMEHSEMBbIX
JIEKapCTBEHHBIX  MpEnaparoB, pa3MEIIeHHOM Ha oduuuansHOM  caiite  MuHucTepcTBa
3npaBooxpaHeHusi PO B nHpopMamoHHO-TeJIeKOMMYHUKAIMOHHOM ceTH "UHTepHet".

[Ipn onmcanuu oOBEKTa 3aKyNKH JIEKAPCTBEHHBIX MpernapaToB i MEAUIMHCKOTO
MpUMeHeHHs], UH(pOpMaLHsI O B3aMMO3aMEHIEMOCTH KOTOPBIX COICPKUTCS B YKa3aHHOM IEepEvHe,
HE JIOTYCKAeTCsl YCTaHABIMBATh TPEOOBAHUS K KPUTEPUSM B3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX
MpernapaToB, MPEAYCMOTPEHHBIM YacTbio 2 ctaThu 27.1 denepanbHoro 3akoHa "OO oOpaiieHuu
JIEKapCTBEHHBIX CPEACTB'", €clM Takue TpeOOBaHMS BJIEKYT 32 COOOH HECOOTBETCTBHE OMUCAHUIO
00BeKTa 3aKyMKH OJHOTO WM HECKOJIBKHUX JIEKapCTBEHHBIX IMPENaparoB, BKIIOYEHHBIX B OJHY
rpynny B3aWMO3aMEHSIEMOCTU C JIEKAPCTBEHHBIMH IpenapaTamMu, COOTBETCTBYIOUIUMHU OMHUCAHUIO
00BEKTa 3aKYIKH.

(. 7 BBeneH Ilocranosnenuem IlpasutenscrBa PO ot 04.09.2020 N 1357)
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