IIPABUTEJILCTBO POCCUMCKOM ®EJEPAIIN

I[TOCTAHOBJIEHUE
oT 4 centa6ps 2020 r. N 1357

Ob YTBEPXIEHINHA [TPABUJI
NCIIOJIB3OBAHMA UTHOOPMAILIMA O B3BAUMO3AMEHAEMBIX JIEKAPCTBEHHBIX
[IPETTIAPATAX UL MEJJULIMHCKOI'O [TIPUMEHEHMSA U IAUU PA3bACHEHUI
10 BOITPOCAM B3AVIMO3AMEHAEMOCTU JIEKAPCTBEHHBIX ITPEITAPATOB
JUA MEJUIIMHCKOI'O ITPUMEHEHNM A, A TAKXKE O BHECEHUN U3MEHEHU A
B OCOBEHHOCTH OITMCAHIA JIEKAPCTBEHHBIX ITPEITAPATOB
JUA MEJUIMHCKOI'O ITPUMEHEHNMA, ABJIAIONINXCA OBBEKTOM 3AKVYIIKA
JJ OBECIIEYEHM S 'OCY JAPCTBEHHBIX 1 MYHUIIUITAJIBHBIX HY2K/]

B cootBerctBuuM ¢ yacTthio 9 ctathu 27.1 @eaepanpHoro 3akoHa "OO6 oOpalleHuu JeKapCTBEHHBIX
cpeactB" [IpaButenscTBO Poccuiickoit deaepaiiuy MoCTaHOBIISET:

1. YrtBepmuth mnpunaraemsie [IpaBmina wucnonbp3oBaHus HHOOPMAIMM O B3aUMO3aMEHSIEMBIX
JIEKapCTBEHHBIX Ipernaparax Uisi MEAMLIMHCKOIO NPUMEHEHHS W Jaud pPa3bsICHEHUN 10 BOIpOcam
B3alMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaToB JIJIsl MEAULIMHCKOIO IPUMEHEHUS.

2. JlomoysHUTh OCOOEHHOCTH ONMCAaHUS JIEKAPCTBEHHBIX IpEnapaTroB JUIsl MEIUIMHCKOTO
MIPUMEHEHHUS, SABIISIOMINXCS 00BEKTOM 3aKyINKH A7l 00eCreYeHNs TOCYAapCTBEHHBIX U MyHUIIUITATbHBIX
HYXK], yTBEp)KJIeHHBIE ITocTaHoBNeHNeM [IpaBurenscTBa Poccuiickoit @eneparuu ot 15 HosiOps 2017 r.
N 1380 "O06 0COOEHHOCTSAX OMUCAHMS JEKAPCTBEHHBIX MPENaparoB ISl MEIUIIMHCKOTO MPUMEHEHUS,
SBIIAIOIINXCS OOBEKTOM 3aKYIMKH JUIsl OOecleueHUs: TOCYJapCTBEHHBIX W MYHHUIMIAIbHBIX HYX1"
(Cobpanme 3akoHomatenbcTBa Poccmiickorr ®Denmeparmmm, 2017, N 47, cr. 7006), myHkrom 7
CJIEYIOILIETO COJIEPIKAHUS:

"7. Ilpu onucaHuuM JIEKapCTBEHHBIX IpENapaToB, HE BKIIOUEHHBIX B MEPEUEHb JIEKAPCTBEHHBIX
CPEICTB, 3aKyllKa KOTOPBIX OCYLIECTBIIIETCS B COOTBETCTBMM C MX TOPIOBBIMM HAaHMEHOBAaHUSMH, B
JOKYMEHTAIlUM O 3aKyIllKe MCIOJb3yeTcss HHGpopMalus O B3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX
IpenaparoB Uil MEAUIUMHCKOrO IPUMEHEHHUs, COJAepXalasicsi B IMEPEeYHE B3aUMO3aMEHSEMbIX
JIEKapCTBEHHBIX MPENapaToB, pa3MeNIeHHOM Ha OQHIMAaTBLHOM caiite MUHHCTepCTBa 3paBOOXpaHEHUS
Poccuiickoit @eaepanuu B MHPOPMAIIMOHHO-TEIEKOMMYHUKAaIIMOHHOM ceTH "MHTepHet".

[Ipu onucanum o0ObEKTa 3aKYNKU JIEKAPCTBEHHBIX MPENapaToB JJIs MEAUIIMHCKOTO NMPUMEHEHMUS,
nH(popMalKsg O B3aUMO3aMEHSIEMOCTH KOTOPBIX COAEPKHUTCS B YKa3aHHOM I€peyHe, HE JOIMYCKaeTCs
YCTaHABIIMBAaTh TPEOOBAHHUA K KPUTEPHUSIM B3aHMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX IIPENaparos,
IPEeJyCMOTPEHHBIM 4YacThio 2 cTtartbu 27.1 denepanbHoro 3akoHa "OO0 oOpalleHHH JE€KapCTBEHHBIX
CpeAcTB", eciii Takue TpeOOBaHUS BIEKYT 3a COOOW HECOOTBETCTBHE OIMCAHMIO OOBEKTa 3aKYyIKU
OJIHOTO WJIM HECKOJbKMX JIGKAPCTBEHHBIX IpEnapaToB, BKIIOYEHHBIX B OAHY TpYIIY
B3aMMO3aMEHSAEMOCTH C JIEKAPCTBEHHBIMU TIperapaTaMu, COOTBETCTBYIOIIMMH ONHCAHUIO OOBEKTa
3aKynKAH.".

3. [elicTBHe HACTOALIErO0 MOCTAHOBJIEHUS HE PACHpOCTPAHSAETCA HA 3aKYIKH JIEKapCTBEHHBIX
MpernapaToB JUIsl MEIULUHCKOTO IPUMEHEHUs UIg 00ecledeH sl TOCYJapCTBEHHBIX U MYHULIUIIAIbHBIX

HYXKJ, U3BEILEHUSI 00 OCYIIECTBICEHUN KOTOPBIX Pa3MEIlIEHbl B €IWHON MH(OPMALMOHHOW CHCTEME B



cdepe 3aKynok JuO0 MpUTiIalleHusl MPUHATh y4acTHe B KOTOPHIX HalpaBjeHbl 10 AHS BCTYIUICHHUS B
CUJIY HACTOSIIIETO OCTAHOBJICHHUS.

4. Hacrosiiee mocTaHOBIIEHHE BCTYIAET B CHUILY CO JIHS €r0 OQHUIIMATBHOTO OIYOJIUKOBaHMUS.

IIpencenarens [IpaBurenscTBa
Poccuiickoit ®eneparuu
M.MHUITYCTHUH

YT1BepKACHBI

nocranoByieHreM I[IpaBurenscTBa
Poccuiickoit ®eneparuu

oT 4 centsa6ps 2020 r. N 1357

ITPABUJIA
NCTIOJIB3OBAHUA MTHOOPMAILIMN O BBAUMO3AMEHAEMbBIX JIEKAPCTBEHHBIX
[IPEITAPATAX JUUISI MEJIULIUHCKOI'O [TIPUMEHEHMSA 1 JIAUU PA3BICHEHUIA
I10 BOITPOCAM B3AMO3AMEHAEMOCTU JIEKAPCTBEHHBIX ITPEITAPATOB
JJ MEJJULTMHCKOI'O ITPUMEHEHU S

1. Hacrosmue IlpaBuna ycTaHaBIMBAaIOT MOPSAOK  HCHONb30BaHUS  HMHPOpPMALUU O
B3alMO3aMEHSIEMbIX JIEKAPCTBEHHBIX NpenapaTax /sl MEAUIMHCKOTO IPUMEHEHUS U a4l pa3bsCHEHUN
[0 BOIPOCaM B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX MpPENapaToB AJii MEIULUHCKOIO NPUMEHEHUS
(manee - nekapCTBEHHBIN Mpemnapar).

2. HudopmammoHHBIM  pecypcoM, COAEpKamuM HHPOPMAIMI0 O  B3aUMO3aMEHSIEMBIX
JIEKapCTBEHHBIX Ipernaparax, sBisercss o(uuuanbHelii callT MuUHHMCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit denepanyy B MHPOPMAITMOHHO-TEIEKOMMYHHKAIIMOHHON ceTH "MHTepHeT", Ha KOTOpoM
pa3MeniaeTcs NepeueHb B3aMMO3aMEHAEMBIX JIEKaPCTBEHHBIX MTPENapaToB.

3. Unadopmamuss o B3auMO3aMEHSEMbIX JIEKapCTBEHHBIX Ipernaparax HCIOJb3yeTcs
MEAUIIMHCKUMHU paOOTHUKAMU IIPU HAa3HAYEHHUH JIEKAPCTBEHHOI'O Iperapara, BXOJAIIEr0 B OTAEIbHYIO
rpynny B paMKax OJHOTO MEXAYHapOAHOIO HENaTeHTOBAaHHOrO (WIM XMMHUYECKOIo, WIIU
IPYNIUPOBOYHOI0) HAUMEHOBAHMS, B paMKaxX KOTOpPOW JIEKapCTBEHHBIE IIpernapaThl SBISIOTCS
B3aMMO3aMeHseMbIMU. B3anMo3aMeHseMOoCTh JIeKapCTBEHHBIX MPErnapaToB HE MOXKET ObITh OrpaHUYeHa
JeJaluM  BpadyoM, 3a HCKIIOUEHHUEM HAIM4YUs MEIUMLUHCKUX IIOKa3aHWW (MHIMBUIYaJIbHas
HEMEepEeHOCUMOCTb, IO JKM3HEHHBIM IIOKa3aHUSIM) M HaJW4Md B IMEpPEeYHE B3aUMO3aMEHSIEMBIX
JIEKapCTBEHHBIX NIPENAPaTOB YKa3aHMsI Ha UCKIIOYEHHUE OTAEIbHBIX TPYII MallMEHTOB.

4. B cOOTBETCTBHH C OCOOEHHOCTSIMH ONMCAHUS JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO
MPUMEHEHHUS, SABIISIOIIUXCS 00bEKTOM 3aKYyIKH 17151 00ecredeH s TOCYAapCTBEHHBIX U MYHUIIMITATbHBIX
HYX], YTBEpKI€HHbIMH NTocTaHoBieHHeM [IpaBurtenbcTBa Poccuiickoit ®eaepanuu ot 15 Hosi0ps 2017
r. N 1380 "O6 0coOeHHOCTSIX OMUCaHUs JEKAPCTBEHHBIX IPENapaToB ISl MEAUIIMHCKOTO IPUMEHEHUS,

SABJIAIOIINXCA 00BEKTOM 3aKYyIIKA JJIA obOecrieueHus roCcyadapCTBCHHBIX W MYHUIHUIIAJIBHBIX Hy)K,Z[",



3aKa3uMKaMU MCIOJb3yeTCs HMH(OpPMalUs O B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IIpenaparax Ipu
ONMCAaHWU B M3BELICHUM M JOKYMEHTAIlMM O 3aKYIKE JIEKapCTBEHHBIX IIPENapaToB, SBISIOLINXCS
00BEKTOM 3aKyIKH JJIs1 00eCTIeYeHUs TOCYAAPCTBEHHBIX U MYHHIIUIIAIBHBIX HYXI.

5. HWundopmamms o B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX Iperaparax  HCIOJIb3yeTcs
¢dapManieBTHUECKUMH  paOOTHUKAMHM TPH  PEIM3aldd  JICKAPCTBEHHBIX IPENapaTroB, HMEIONINX
OJIMHAKOBOE MEXIYHAapOJAHOE HEMAaTEHTOBAHHOE (XMMMYECKOE WJIM IPYNIIMPOBOYHOE) HAaUMEHOBAHUE,
IPU IPEJOCTABICHUM IOKYIATeN0 MHPOpPMALMM O HUX B COOTBETCTBUU C IPAaBWJIAMM HaJJIexallen
anTEeYHOU NPAKTUKH.

6. Pa3psicHeHuMs 1o BompocaM  B3aMMO3aMEHSIEMOCTH  JIEKAPCTBEHHBIX  IIpErapaToB
IIPEAOCTABIAIOTC  MuHHMCTEPCTBOM  31paBooxpaHeHus Pocculickonr ®denepauuu  COBMECTHO C
denepanbHON aHTUMOHOIIOIBHOHN CITY>kKOOW B MOPSAKE U CPOKHU, KOTOPBIE ycTaHOBIEHBI DerepanbHbIM
3akoHOM "O mopsiike paccMOTpeHus: oOpaleHuit rpaxxaan Poccuiickoit @enepannn.

7. Pa3zpicHeHMs 10  BOIpOCaM  B3aMMO3aMEHSIEMOCTH  JICKAPCTBEHHBIX  IIPENapaToB
IIPEIOCTABIIAIOTCS B OTHOLICHUH:

a) oIpeieNIeHUs] B3aUMO3aMEHEMOCTH JICKapCTBEHHBIX IIPENapaTos;

0) KpuTepHeB (XapaKTEPUCTUK) ONPEeICHHsI B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX ITPENapaToB;

B) OCOOEHHOCTEHl oOIpeneiaeHus] B3aMMO3aMEHSEMOCTH OHOJIOTMYECKHX  JIEKaPCTBEHHBIX
npernapaTroB, KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IMPENaparoB (Coaepikalmx KoMOWHAIuio 2 u Ooiee
NEHCTBYIOIIMX  BEILECTB), JIEKAPCTBEHHBIX IpEenapaTroB s MapeHTEpaJbHOr0 IHUTAaHUA U
HEJ03UPOBAaHHBIX JIEKAPCTBEHHBIX MPENapaToB;

I') BKJIIOYEHHUS B MHCTPYKLHIO MO MEIUIMHCKOMY NPUMEHEHUIO JIEKAapCTBEHHOI'O MpernapaTra Ha
OCHOBAaHUM PE3YJbTAaTOB COOTBETCTBYIOLIMX HCCIICJOBAHUM IIOKAa3aHUM IJI1 NPUMEHEHUs, KOTOpbIE
OTIMYAIOTCS OT IIOKAa3aHWM N HPUMEHEHHs JPYruX JIEKAPCTBEHHBIX IIPENAapaToOB W3 TIPYIIIbI
B3alMO3aMEHSEMBbIX JIEKaPCTBEHHBIX IIPENApPaTOB;

1) TOpsiiKa ONHCAHMs JIEKAPCTBEHHBIX IPENapaToB, SBISIOMIMXCS OOBEKTOM 3aKYIKH JUIS
o0ecrneueHus rocy1IapCTBEHHbIX U MyHUIIMITATIbHBIX HYXI;

€) HWHBIX NPABOOTHOUIEHWH, BO3HUKAIOIIMX B CBS3UM C HCIIOJIB30BaHHEM HUHPOpMALUU O

B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX ITpCIIapaTax.



