MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 15 Hos6ps 2017 r. Ne 1380

MOCKBA

00 0c00eHHOCTHIX ONMCAHMS JIEKAPCTBEHHBIX NPEeNapaToB
JJIS1 MeIMIMHCKOr0 IPUMEHEeHMs], ABJISIIOIIMXCH 00beKTOM 3aKYNIKH
AJIs1 00eceYeHusi rOCyJapCTBEHHBIX M MYHHMIMIIAJBHBIX HYK/

B coorBerctBUM ¢ 4yacTeio 5 crtathu 33 ®Denepa’ibHOro  3aKoHa
"O KOHTpakTHOM cucremMe B cdepe 3aKymoK TOBapoB, padoT, YCIyr
JUTsl 00€CTIeUeHUs TOCYIapCTBEHHBIX U MYHUIIMNTAIbHBIX HYK1" [IpaBUTEnnCTBO
Poccutickon @etepaliui 1O CTAHOBJA A E T :

1. VTBepauth mpuiaraeMble OCOOCHHOCTH OIHMCAHUS JIEKAPCTBEHHBIX
penaparoB I MEIUIMHCKOTO IPUMEHEHUS, SIBISIONIUXCS OOBEKTOM 3aKYIKH
JUTst o0ecredeHus TOCYIapCTBEHHBIX M MYHUIIUTTAIBHBIX HYX]I.

2. MuHucTepCTBY 31paBOOXpPAHEHUSA Poccutickon denepanun,
MunucrepctBy  ¢unancoB Poccuiickoit  ®eneparmn u DenepanbHOiA
AHTUMOHOIIOIPHOM  CIIy’)kO€  JaBaTh TMPU  HEOOXOAMMOCTH  Pa3bsICHEHUS
M0 IPUMEHEHHIO JJOKYMEHTA, YTBEPKAECHHOI'O HACTOSIIIIMM TOCTAHOBJIEHUEM.

3. Hacrosimee nocraHoBieHue BeTynaeT B cuity ¢ 1 ssuBapst 2018 r.

[Ipencenarens I[IpaBurenscrBa
Poccuiickon ®@enepanuu JA.Mensenes



YTBEPXIEHDbI

nocraHoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanuu
ot 15 Hosa0ps 2017 r. Ne 1380

OCOBEHHOCTH

OIMMCaAHUSA JEKAPCTBCHHLIX IIPeaparoB AJd MCIUIUHCKOI0
NPUMECHCHUA, ABJIAIOIIHNXCH 00bEeKTOM 3AKYIIKH JIJIA obecreyeHus!
rocyaiapCcTB€HHbIX 1 MYHUIHUIIAJTbHBIX HYK/

1. HacTosiuuM JTOKYMEHTOM YCTaHAaBJIMBAIOTCS OCOOEHHOCTH OINUCAHUS
JIEKapCTBEHHBIX MpPEnapaTroB M MEJUUUHCKOIO MPUMEHEHUS, SBISIIOLIUXCS
OOBEKTOM 3aKYIKH sl 00ecleueHuss TOCYyIapCTBEHHBIX M MYHULUINAIbHBIX
HYXK]J (Zajmee - JIeKapCTBEHHbIE Ipenaparbl), B JOKYMEHTAIlMM O 3aKyIKe
JIEKapCTBEHHBIX IMpEnaparoB IMpU OCYIIECTBICHUM TaKUX 3aKyNoOK (Janee
COOTBETCTBEHHO - JOKYMEHTALIMS O 3aKYyNKe, 3aKYIIKa).

2.1lpu omucaHum B JOKYMEHTAllMd O 3aKylKe 3aKa3uyuKd IMOMHUMO
CBEICHMI, TPETyCMOTPEHHBIX MYHKTOM 6 wacTtu 1 cratbu 33 denmepanbHOTO
3akoHa "O KOHTPaKTHON cuUcTeME B cdepe 3aKyloK TOBApOB, padbOT, yCIyT s
oOecreyeHus: roCyAapCTBEHHBIX 1 MYHUIIMIAIBHBIX HYX'", YKa3bIBAIOT:

a) JIeKapCcTBeHHYI0 (QopMmy mpemnaparta, BKJIOYas B TOM  YHCIE
HKBUBAJIECHTHbIE JIEKAPCTBEHHbIE (OPMBI, 32 HUCKIIOUYEHHEM  OIHUCAHMS
JIEKapCTBEHHOM (DOPMBI U €€ XapaKTEPUCTHUK, COJIEPKAIINUXCSA B MHCTPYKLHUSX IO
MPUMEHEHUIO JICKAPCTBEHHBIX MPENApaTOB U YKa3bIBAIOMIMX HA KOHKPETHOIO
POU3BOAMTENA (HAIPUMED, OITMCaHUE 1[BeTa, GOPMBbI, BKyca U Jp.);

0) 103UPOBKY JIEKAPCTBEHHOI'O Ipernaparta C BO3MOXKHOCTHIO IMOCTABKU
JIEKapCTBEHHOI'O TMpernapara B KpaTHOM JO3UMPOBKE M JIBOWHOM KOJIMYECTBE
(HampuMmep, TpHU 3aKkyrnke TabjeTku ¢ A03upoBkoi 300 Mr B JOKyMEHTAILIMH
0 3aKyIKe ykaszbiBaeTcs: | tabnetka ¢ go3upoBkoil 300 Mr wim 2 TabiaeTKH
c no3upoBkor 150 Mr), a Takke ¢ BO3MOXKHOCTBIO MOCTaBKH JIEKAPCTBEHHOIO
mpenapara B HEKpPaTHBIX 3KBHBAJIEHTHBIX JO3WPOBKaX, MO3BOJSIOMIMX AOCTUYb
OJIMHAKOBOI'0 TepaneBTuueckoro 3ddexra (Hanpumep, (iakoHbl 2,5 Mr, WIH



3wmr, wim 3,5 MTI'), JIOMyCKaeTcs YyKa3aHHWE KOHIEHTpAIMU JIEKAPCTBEHHOIO
npenapara 6e3 yCTaHOBJICHHSI KPAaTHOCTH;

B) OCTaTOYHBINA CPOK T'OJTHOCTH JIEKAPCTBEHHOTO MperapaTa, BbIpa>KeHHbIN
B €JIMHUIIAX U3MEpEeHUs BpeMeHH (Hanpumep, "He panee 1 saBaps 2020 r." wim
"He MeHee 12 MecsIIeB ¢ 1aThl 3aKII0UCHHS KOHTpakTa" U JIp.).

3. [Ipu onrcannu 0ObEKTa 3aKYNKU B OTHOILLICHUU:

a) JIGKApCTBEHHBIX MpErnapaToB B KapTpupkax JuUO0 B HHBIX (opMax
BBIITYCKA, COBMECTUMBIX C YCTPONCTBaMU BBEJCHUS (PUMEHEHHS), - JOJIKHO
ObITh YKa3aHWE Ha BO3MOXXHOCTb IOCTAaBKM JIEKAPCTBEHHBIX IPENapaToB C
yCIIOBUEM O€3BO3ME3JTHON Tepenayn MalueHTaM COBMECTUMBIX YCTPOMCTB
BBEJCHUSA B KOJIMYECTBE, COOTBETCTBYIOIIEM KOJUYECTBY MAIMEHTOB, MJIA
oOecrieueHus: KOTOPhIX 3aKyIal0TCs JIEKAPCTBEHHBIE MTPENapaThl B KAPTPUIKAX;

0) MHOTOKOMITOHEHTHBIX (KOMOMHHMPOBAHHBIX ) JIEKaApCTBEHHBIX
penaparoB, MPEJICTABISAIOMMUX CO00M KOMOMHAIMIO 2 uiu Oojee aKTUBHBIX
BEIECTB (TO €CTh aKTHUBHBIX BEIIECTB, BXOSIINX B COCTAaB KOMOMHUPOBAHHOTO
JEKAapCTBEHHOIO0  TpemapaTa M 3apEerUCTPUPOBAHHBIX B COCTaBe
OJIHOKOMITOHEHTHBIX ~ JIEKAPCTBEHHBIX TpEMapaToB), a TakkKe HabopoB
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMApPATOB - JOJKHO OBITH yKa3aHHE
Ha BO3MO>KHOCTh TOCTaBKU OJJTHOKOMITOHEHTHBIX JIEKAPCTBEHHBIX MTPENApaTOB;

B) JICKAPCTBEHHBIX IMPENapaToB, I KOTOPHIX MOTYT OBITh YCTaHOBJICHBI
TpeOOBaHMSI K WX KOMIUICKTAIlMM PACTBOPUTEIIEM WM YCTPOMCTBOM LIS
pa3BelCHUs W BBEJICHUS JIEKAPCTBEHHOTO Ipernapara, a TakKKe K HaJlu4yulio
WHCTPYMEHTOB JUIsl BCKPBITHS ammyid (Hampumep, MWIKH), - JOJDKHO OBIThH
YKa3aHHE€ Ha BO3MOXHOCTb IIOCTaBKH OTAEIbHBIX KOMIIOHEHTOB TaKOM
KOMILICKTallUH;

') JIEKapCTBEHHBIX  MpernapaToB B (Gopmax Bblllycka: '"mmpwir',
"MpeaHanoMHEeHHbIN mmpuil”, "ImpuI-TIOOUK", "ImpuIl-pydka” - TOJDKHO OBITH
YKa3aHHE€ Ha BO3MOXXHOCTh TIOCTaBKM JIEKAPCTBEHHOIO Iperapara C
YCTPOMCTBOM BBEJCHUS, COOTBETCTBYIOIINM o0BeMy BBOJIIMOTO
JIEKQpCTBEHHOI'O Mpemnapara (HampuMmep, OpH 3aKylKe MPeIHANOIHEHHOTO
mmpuiia o0beMoM 1 MiT MOXKeT ObITh yKazaHa ¢opma BbIMycka "ammymna' c
MOCTaBKOM mImpuiia o0beMoM | M1 wim 2 MiT), 32 UCKITFOYCHUEM CITy4aeB, Koraa
B JIOKYMEHTAIlMM O 3aKyIKE COJEPKUTCS OOOCHOBaHME HEOOXOIUMOCTH
3aKyTKH JEKapCTBEHHOTO MpernapaTta KOHKPETHON (hOpMBI BHITTYCKa.

4. Tlpu onucanuum OOBEKTa 3aKyNKH JOIMYCKAeTCS B OTHOIICHUU
JIEKapCTBEHHBIX MpenapaToB:

a) He0OXOAUMBIX IS HA3HAUYECHUS MAlMEHTY NPU HAIMYUUA METULIIMHCKUX
MOKa3aHUM (MHAWUBUIYAIbHAs HEIEPEHOCUMOCTD, 10 KM3HEHHBIM MOKa3aHUSM )



M0 PEIICHHUIO BpauyeOHOW KOMUCCUU MEIUIIMHCKON OpraHu3aluy, - yKazaHue Ha
TOProBble HAMMEHOBAHMUS;

0) nmpeaHa3HaYEHHBIX JUIsl MApEHTEPATbHOTO MPUMEHEHUS, - YKa3aHUe Ha
yTh BBEJCHUS JIEKAPCTBEHHOTO IIpenapara (i1 UHbEKIUN WK JUTst HHPY3uh);

B) IpPE/IHAa3HAYCHHBIX  HUCKIIOUMTEIBHO  JJII  WCIOJb30BaHUS B
neuaTpUuecKor MpakTHKe, - YKazaHue Ha Bo3pacT pedenka (ot 0, ¢ 3 Mmecsiies,
c 12 mecsneB u T.1.).

5. [Ipu onucanuu 0ObEKTa 3aKYNKU HE JIOMYyCKAETCS YKa3bIBaTh:

a) SKBUBAJICHTHBIC J03UPOBKHU JIEKapCTBEHHOTO npenapara,
peaycCMaTpUBaOIINEe HEOOXOJUMOCTh JICJIEHUS TBEPJOM JIeKapCTBEHHOM
dbopmbl Ipenapara;

0) TO3UPOBKY JIEKAPCTBEHHOI'O TMperapaTa B ONPECICHHBIX €IUHUIIAX
U3MEpPEHUsI MPU BO3MOKHOCTH KOHBEPTUPOBAHMS B WHBIC €IMHUIIBI U3MEPEHUS
(manpumep, "ME" (MexnyHapoHas €TMHUIIA) MOXKET ObITh KOHBEPTUPOBAHA B
"Mr" wim "mporeHT" MOXeT ObITh KOHBEPTUPOBaH B "Mr/mMi" u T.1.);

B) 00bEM HAMOJHEHUS MEPBUYHON YIAKOBKH JIEKAPCTBEHHOI'O Mpernapara,
3a UCKJIFOYEHHEM PAacTBOPOB JJIsi MHDY3HIA;

T') HaTu4YKre (OTCYTCTBHUE) BCTIOMOTATENIbHBIX BEIIECTB;

1) GUKCUPOBAHHBIN TeMMEPATypPHBIA PEXKUM XpaHEHUs MpenaparoB IMPU
HAJIMYUU aJTbTEPHATUBHOTO;

e) popMy BbIITyCKa (MIEPBUYHON YMAKOBKH) JIEKAPCTBEHHOTO Mperapara
(manpumep, "ammyna", "daakon", "omucrep" u ap.);

) KOJIMYECTBO €IUHUIl (TabJIETOK, aMITys) JIEKapCTBEHHOTO Mperapara
BO BTOPHUYHOW YIAaKOBKE, a Takke TpeOOBaHUE TIIOCTAaBKH KOHKPETHOTO
KOJIMYECTBA YIIaKOBOK BMECTO KOJIMYECTBA JIEKAPCTBEHHOTO TIpernapara;

3) TpeOOBaHUS K MOKa3aTelsM bapmakoAMHAMUKH 1 (1an)
(bapMaKOKMHETHKH JIEKAPCTBEHHOTO TIpemapara (HampuMmep, BpeMs Hadalia
NEUCTBUS, TPOSBICHUE MaKCHUMaJIbHOTO d(ddekra, Mpoa0KUTEILHOCTD
JIEHCTBUS JIEKAPCTBEHHOTO TIpenapara);

1) MHBIC XapaKTEPUCTHKHU JICKAPCTBEHHBIX MPENapaToB, COACpKAIINECS B
WHCTPYKITUSX TI0 MMPUMEHEHHUIO JICKAPCTBEHHBIX MPEMapaToB, YKa3bIBAIOIINE HA
KOHKPETHOTO MTPOU3BOIUTENIS JICKAPCTBEHHOTO TIpernapara.

6. Onucanne oOBEKTa 3aKyNKHM MOXKET COJEpXaTh YKa3aHuWE Ha

XapaKTEPUCTHKH,  MPEIyCMOTPEHHblE  MOANyHKTamu "B" - "u"

IIYHKTA 5
HACTOAIIETO JOKYMEHTa, B CiIy4ae, €Cld HE HUMEETCs] MHOW BO3MOXHOCTHU
ONKCaTh JIEKapCTBEHHbIE mpenapatbl. [Ipm 3TOM AOKyMEHTalus O 3aKyIKe

A0JIKHA COACPIKATD:



4

a) 000CHOBaHHE HGO6XO,ZH/IMOCTI/I YKa3aHHA TaKUX XaPAKTCPUCTHK;

6) IMIOKAa3aTCJIN, IIO3BOJIAIOIINUC OIIPCACIUTb COOTBCTCTBHUC 3dKYIIACMBIX
JICKApCTBCHHBIX IIpCIIapaToB YCTAHOBJICHHBIM XapaKTCPUCTUKaAM 141
MaKCHUMAJIbHBIC U (I/IJ'II/I) MHWHHMAJIBHBIC 3HAYCHUA TAaKHX HOKaSaTeJIeﬁ, a TaKiKC
3Ha4YCHUA HOK&S&TGHGI?I, KOTOPBIC HC MOT'YT U3MCHSATBCA.




