MIPABUTEJILCTBO POCCHVICKON ®EJEPALIAN
IIOCTAHOBJIEHHUE

oT 5 ceHtsa6ps 2020 r. Ne 1360

MOCKBA

(0] nopsiike onpeaejaeHus B3aHM03aMEHAEMOCTH JIEKAPCTBEHHBIX
npenaparToB Jid MEAUIUMHCKOI0 IPHMEHEHHUSA

B cooTBeTcTBHHK O craTheit 27' MemepansHoro 3akona "O6 ofpareHuu
nexkapcTBeHHbIXx  cpeactB"  IlpaBurtensctBo  Poccuiickoit  @enepauuu
NOCTAHOBJANET:

1. YTBepauTh npuiaraemsle:

IlpaBuna oTpeneNeHus B3aUMO3aMEHIEMOCTH JIeKapCTBEHHBIX
npenapaToB AJis1 MeULMHCKOrO MPUMEHEHSI;

thopmy 3aKJIFOYEeHHUS KOMHCCHH 9KCIEPTOB ¢denepansHoro
TOCYIapCTBEHHOTO OIODKETHOrO YUPEXKACHHS MO MPOBEICHHIO IKCMEPTHU3bI
JIEKapCTBEHHBIX CPEACTB O B3aHMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MpenapaToB
JUTSl MEJUIIHHCKOTO MpUMEHEHHs JIHOO O TOM, YTO JIeKapCTBEHHBIH Npenapar
JUISI MEIMITUHCKOTO IPUMEHEHUS He ABJISIETCS B3aHMO3aMeHSEMBIM.

2. TlpusHate yTpaTHBIUMM CHJIy MocTraHosieHue [lpaBuTenscTBa
Poccuiickoit ®epepauun ot 28 okTsibps 2015r. Ne 1154 "O nopsiaxe
ONpeleNcHHs  B3aHMO3AaMEHSEMOCTH  JIEKApCTBEHHBIX  MpEnapatoB  JUis
MenuuuHckoro mnpumeHenus" (CobpaHue 3akoHomaTeidncTBa PoccHiicKoi
Oenepanuu, 2015, Ne 45, ct. 6248).

3. Hacrosiiee rmocTaHOBJEHHME BCTYMAeT B CHIY CO JHA €ro
OpHIHATEHOTO OMYOIMKOBAHUSI.

Ipencenaress [IpaBute

Poccuiickoii ®@enepal M.Muiryctus


https://meganorm.ru/Index2/1/4294815/4294815687.htm

YTBEPXJEHbBI

nocraHoBineHneM [IpaBurenbcTBa
Poccuiickoit Qenepaiun
oT 5 cents0ps 2020 r. Ne 1360

NPABHJIA

onpejejieHUsi B3aHMO03aMeHs1eMOCTH JIEKapPCTBEHHBIX NIpenaparos
JISE METHIIHHCKOTO NPUMEHEHHS

1. Hacrossmme [lpaBuia  ycTaHaBIMBAIOT IOPSAOK  ONpEJEIeHHs
B3aMMO3aMCHSAEMOCTH  JIGKAPCTBEHHBIX IPENaparoB Ui  MEIUIMHCKOro
NpUMeHeHus (Jajiee - JeKapCTBeHHbie NpenapaTsbl), a TaKke OCOOEHHOCTH
onpejeieHus  B3aMMO3aMEHSEMOCTH  OTIEJBHBIX BHJAOB  JIEKAPCTBEHHBIX
npernapaTos.

Hacrosiutwe [IlpaBuna He pacnmpoCTpaHSIOTCS HAa  JIEKapPCTBEHHBIE
pacTUTeNbHEIC NpenapaThl 1 roMeonaTHYeckye JeKapCTBEHHbIE PENaparsl.

2. B3auMo3aMeHAeMOCTh  JIEKapCTBEHHOTO IMperapara  ofnpegensercs
MunucrepcTBOM  3apaBooxpaHeHus Poccmiickoit  ®Penepauun (mamee -
MUHHCTEPCTBO) Ha OCHOBE 3aKJIFOYEHHs KOMHCCHH JKCNEPTOB (henepanbHOro
rocyIapCTBeHHOro OIOJUKETHOTO YYPEXKAEHHS IO MPOBENECHHIO JKCIEPTH3bI
JIeKapCTBEHHBIX CPEICTB O B3aHUMO3aMEHSEMOCTH JIeKapCTBEHHBIX MPENnapaTroB
JUTSL MEQUIMHCKOrO MPUMEHEHHs JH060 O TOM, YTO JIEKapCTBEHHBIN Mpenapat
U1 MENULIMHCKOro MpPHMEHEHUs He SBIseTcs B3aUMO3aMeHsAeMbIM (Hanee
COOTBETCTBEHHO - SKCMEPTHOE YUPEXACHHE, 3aK/I0YEHHE), NPEeACTaBIIEMOro
SKCIIEPTHBIM YYpeXJJleHHeM 1O (opMe, YTBEPXIEHHOH IOCTaHOBIECHHEM
IMpaButensctBa Poccuiickoit @enepanun or 5 centsops 2020 r. Ne 1360 "O
TMIOpsIZIKE OITIpefieSIeHUs] B3aHMO3aMEHAEMOCTH JIEKAPCTBEHHBIX NpPENapaToB ANs
MEIHULUHCKOro NPUMEHEHHUS" .

3. B3auMo3amMeHsEMOCTh JIEKapCTBEHHBIX MPENapaToB yCTAaHABIMBAETCs
Ha OCHOBAHHH CJIeIyIOILNX KPUTEPHEB (XapaKTePUCTHK):

a) SKBUBAJICHTHOCTh (mns 610aHaNOTOBBIX (6bnonoaoOHsIX)
JIeKapCTBEHHBIX MpenapaToB (610aHANlOroB) - COMOCTaBUMOCTh) Ka4€CTBEHHBIX
U KOJUYECTBEHHBIX XapaKTepPUCTUK (apMaleBTHYdecKUX CcyOCTaHUui Wi
COIMOCTaBUMOCTb AHTHUI€HHOI'O COCTaBa BaKLMH. Vcmosp3oBaHHe pa3iM4HBIX
couieii, 3(UpPOB, KOMILIEKCOB, H30MEPOB, KPHCTAUIHYECKHX (OpPM M JPYTHX



OPOM3BOAHLIX OLHOTO M TOTo € HeHCTBYIOLIEro BEUIECTBA HE SBIETCH
NPEnATCTBHEM JJIS  ONpefeneHusl B3alUMO3aMEHSIEMOCTH  JIEKapCTBEHHBIX
NIPENapaToB, €CNM NpH MPOBEJCHUM HCCIeN0BaHHU GHOIKBHBANECHTHOCTH
JE€KapCTBEHHOIO  TpemapaTa  WJIM  HMCCICHOBaHHA  TepalleBTHYECKOH
SKBUBAJIEHTHOCTH  JIEKAPCTBEHHOrO  Ipenapara  J0Ka3aHO  OTCYTCTBHE
KJIMHWYECKH 3HAYUMBIX Pa3luunit GapMakOKHHETHKH U (WIH) 3PPeKTUBHOCTH
1 6e30MacHOCTH JIeKapCTBEHHOIO Npenapara;

6) 5KBUBANEHTHOCTh JleKapCTBeHHOU ¢opmbl. Tloa 3KBHBANEHTHBLIMM
7eKapCTBEHHEIMU (OpMaMH TOHMMAIOTCS Da3HbIE JIeKapCTBEHHBIE (POPMEI,
HMEIOIME O/IMHAKOBBIE CIIoco0 BBEAEHHUS M CrOcO0 MpUMeHeHus, obnanaromue
COTIOCTaBUMEIMU (bapMaKOKHHETHUECKAMH XapaKTepHUCTUKaMH 7
(bapMaKkoNOrHuecKUM JeHCTBHEM W 00eCleuUBAIOIIME TAKXKE JOCTHKEHHE
HeoOX0IuMOoro KinuHudeckoro sddekrta. Pasnuums nekapcTBeHHBIX (GOpPM He
ABAAIOTCS ~ MPEMATCTBHEM  1JI  OMpeAeNeHHUs  B3aHMO3aMEHSIEMOCTH
JIEKApCTBEHHBIX  TIPENapaToB, €CIH [pW  IIPOBENEHHHM  HCCJEOOBaHHs
GMOJKBUBAJIEHTHOCTH  JIEKAPCTBEHHOTO0  Tpernapata WM  KCCIEeJOBaHHA
TepaneBTHIECKON SKBHBAJIEGHTHOCTH JIEKapCTBEHHOIO TMperapara [AOKa3aHo
OTCYTCTBHE KIMHHYECKH 3HAYMMBIX pPa3iuunii (apMakoKHHETHKH U (HIH)
3¢ PEKTHBHOCTH U 0€30I1aCHOCTH JIEKapCTBEHHOIO Mpenapara;

B) 5KBHBaJICHTHOCT WJIM CONOCTaBUMOCTH COCTaBa BCIOMOTATENBHBIX
BEILECTB JIEKAPCTBEHHOrO IipernapaTa. Pasjiu4Hs COCTAaBOB BCIOMOIATENbHBIX
BEILIECTB JIGKAPCTBEHHOIO Tperapara He SABIAIOTCS MpENsSTCTBUEM  IUIs
onpeneseHus B3aNMO3aMEeHseMOCTH JIEKapCTBEHHBIX TpenapaToB, €ciu Ipu
NPOBEAEHUH HCCICNOBaHHsA GHOPKBHBAJICHTHOCTH JIEKApCTBEHHOrO MpenapaTa
WM HCCIEROBaHHMS TepaneBTUYECKOH JKBHUBAJCHTHOCTH JIEKApPCTBEHHOTO
npenapara J[OKa3aHO OTCYTCTBHE  KIMHHYECKH 3HAa4YUMBIX  pasiHyHii
tapmakokuHeTUKH U (WIH) 3$PEKTHBHOCTH U 6E30MaCHOCTH JIeKapCTBEHHOTO
npenapara Uil MEOWLIUHCKOTO NpuUMeHeHHs. llpm Hamnuuu KJIMHUYEeCKU
3HAaYMMBIX  pa3Niuuii  dapMakokuHeTHKH W (WiH) 9QQeKTUBHOCTH U
6e30MacHOCTH JIEKapCTBEHHOTO TIpenapaTa B3auMO3aMeHSEMOCTh OTIpeieNisieTcs
C yKa3aHHEM Ha UCKIIOYeHHE OTJENBHBIX Py NALUEHTOB;

I') HAEHTHYHOCTH criocoba BBEIIEHUSA U ClIoco0a IPHMEHEHNS

J{) COOTBETCTBHE MPOM3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA TpeOGOBaHUIM
NpaBuJI HaJuexalleii Npon3BOACTBEHHOH NPaKTHUKH.

4. Onpenenenye napamMeTpoB, NPelyCMOTPEHHBIX NOANYHKTaMu "a" - "B"
nyHkrta 3 Hacrosiux [lpaBuia, OCYLIECTBISIETCS KOMMCCHEH 3KCIEepTOB
IKCMEPTHOTO  YUpeXJeHus  INOCPEICTBOM  CPaBHEHMS  HOPMAaTHUBHOM
JAOKYMCHTAaIlMH Ha JICKapCTBEHHBIC TIp€naparthl, OTYETOB O MNPOBEACHHEBIX



uccenoBaHusX OMO3KBUBATIEHTHOCTH WM TepaneBTHUECKON 5KBUBANEHTHOCTH
JIEKapCTBEHHBIX TPENapaToB, a TaKKe NOKYMEHTOB U CBEJICHHH, yKa3aHHBIX B
nyukrax 1 1 2 dactw 5 craten 18 ®Penepanphoro 3axoHa "OO obpamieHuu
JIeKapCTBEHHBIX CPeAcTB”.

Onpenenenue napameTpa, NPeLyCMOTPEHHOTO OANYHKTOM "T" IyHKTa 3
Hactosumx [IpaBum, ocCyIecTBIsSeTCS KOMHCCHeH OJKCIepPTOB SKCIEPTHOro
VUPEXAEHHUS IIOCPEACTBOM CpaBHEHHS MHCTPYKOMH MO MEAMIIMHCKOMY
NpUMEHEHHUIO JJeKapCTBEeHHBIX IPenaparoB.

Onpenenenue napaMeTpa, IpeayCMOTPEHHOro NOANYHKTOM "A" MmyHKTa 3
HacTosAMX [IpaBun, ocyllecTBseTCS KOMHCCHell 3KCMEePTOB 3KCIEPTHOrO
yUpPeXACHHS MOCPEACTBOM  OLIEHKH  JOKYMEHTOB M CBEJCHHH,
Npe/lycCMOTPEHHBIX MyHKTaMHu 3 1 4 dacti 4 ctatbi 18 PenepanbHoro 3akoHa
"O6 obpalleHuy JeKapCTBEeHHBIX CpeAcTs".

5. Tlpu onpeneneHUH KOMHCCHER 3KCHEPTOB 3KCIEPTHOTO YUpeXKAeHHA

B3aUMO3aMECHACMOCTH OUOJIOTHYECKUX JICKApCTBEHHBIX npernapaTtoB
yCTaHaBJIMBACTCA.
a) HIACHTUYHOCTH MEXKAYHApPOAHBIX HEMAaTCHTOBAHHBIX I

rPYNIHPOBOYHBIX  HMIM  XMMHUYECKHMX  HaHMEHOBaHUH  JIeKapCTBEHHBIX
penaparos;

6) 5KBMBAJEHTHOCTH JIEKaPCTBEHHBIX (hOPM JIEKApCTBEHHBIX NIPENapaToB;

B) COMOCTaBUMOCTh KaUeCTBEHHBIX M KONMHYECTBEHHBIX XapaKTEPHCTHK
tdapMaLeBTUYecKUX cyOcTaHUME (Ipy Halnu4yMM), BXONAIIMX B COCTaB
JIeKapCTBEHHBIX MPenaparos,

T) UAGHTUYHOCTh MMEIOIIMXCS B HHCTPYKIHAX IO  MEIMIHHCKOMY
MPYUMEHEHHIO JIEKapCTBEHHBIX MpeNnapaToB MOKa3aHUH M NPOTHBONOKA3aHUH K
MeJMLHHCKOMY IPHMEHEHHIO JIEKapCTBEHHBIX IIpernaparoB, B TOM 4YHCIE
ocobeHHOCTEH TNpPUMEHEHMWs JIEKapCTBEHHBIX IpernapaToB Yy pa3IMuHBIX
BO3PACTHBIX TPYIN MalIEHTOB, BKIIIOYas JeTeH;

1) 9KBUBaJIEHTHOCTh nokazareyiei (dhapMaKOKMHETHKU U (1im)
(hapMaKOIMHAMUKY,

€) CONOCTaBUMOCTh  TOKa3aTeneil 6e3ornacHOCTH, 3GhGEKTHBHOCTH H
MMMYHOTEHHOCTH N0  pe3yilbTaTaM  MCCIeJOBaHMIl  TepameBTHYEeCKOM
9KBUBAJIEHTHOCTH.

6. Ilpy ompeneneHUM KOMHCCHEH 3KCIIEPTOB 3KCIIEPTHOIO YUpEKICHHS
B33MMO3aMEHAEMOCTH  KOMOWHMPOBAHHBIX  JIEKAPCTBEHHBIX  MpernapaToB
(comepxaumx KkomOMHamMo0 2 W Oonee  JEHCTBYIONMX  BELIECTB)
yCTaHaB/IHMBaeTCs:



a) UIEHTUYHOCTh TPYNNHMPOBOYHBLIX HAUMEHOBAHHH NE€KapCTBEHHBIX
npernapaToB:

6) 3KBUBAJIEHTHOCTb JIEKAPCTBEHHBIX (JOPM JIeKapCTBEHHBIX APENapaToB;

B) 3KBUBAJICHTHOCTb KAaUeCTBEHHBIX M KOJNHMYECTBEHHBIX XapaKTEPHCTHK
tdapmaneBTHYECKHUX CyOCTaHLMI, BXOIAIIMX B COCTaB  JIGKAPCTBEHHBIX
NpenapaTtos;

T) HISHTHYHOCTh HMEIOIMXCA B MHCTPYKLUHAX MO MEIMLIUHCKOMY
NPHMEHEHHIO JIEKAPCTBEHHAIX MPENapaToB MTOKa3aHUH M NPOTHBONOKa3aHUH K
MEJULIMHCKOMY NPHMEHEHHMIO JIEKapCTBEHHBIX NIPENapaToB.

7. B3auMo3amensieMble KOMOWHMPOBAaHHEIE JIEKApPCTBEHHBIE Npenaparthl
(comepxamue koMOuHaLMIO 2 U Gonee AEHCTBYIOMIMX BEIECTB) JOKHBI ObITH
3aperucTpupoBansl B Poccuiickoii @efepanyu no pesynbTaTaM IpOBeleHUs
HccieoBaHKsA OMOIKBUBAJICHTHOCTH HIIM TePAeBTUIECKOH 3KBMBAJIEHTHOCTH C
COOTBETCTBYIOWIMM pedepeHTHEIM KOMOMHHMPOBAaHHBIM IIpenapaTtoM Jnubo
COOTBETCTBYIOIIMMHM  pedepeHTHBIMH  JIGKapCTBEHHBIMH  IpenapaTaMi,
MMEIOLMMH  MEXIYHAapoJAHblE  HEMaTEHTOBaHHBIE  (XMMHYeCKHe  WIIH
IpyNINHPOBOYHBIE) HAWMEHOBAHWs, BXOALME B COCTaB COOTBETCTBYIOLIETO
KOMOHHHMPOBAHHOTO JIEKAPCTBEHHOI'O Npenapara.

8.Ilpu ompeneneHMH KOMHCCHE§ 3KCIEpPTOB JKCIIEPTHOIO YUPexASHHUS
B3aMMO3aMEHSEMOCTH  HEJO3HPOBAHHBIX  JIEKAPCTBEHHBIX  IperapaToB
yCTaHABIHBAETCS:

a) HISHTUYHOCTh MEXIYHapOIHbIX HENATCHTOBAHHLIX (IPYMIHPOBOYHBIX
MM XMMHYECKHX) HaMEHOBaHUH JIeKapCTBEHHBIX IIPENapaTos;

6) 5KBUBAJIEHTHOCTD JIEKapCTBEHHBIX ()OPM TEKapPCTBEHHEIX NPENapaTos;

B) 5KBUBaJIEHTHOCTh KAUECTBEHHBIX M KOJIHYECTBEHHBIX XapPaKTePUCTHK
(dapMaleBTHYECKUX CyOCTaHLMH, BXOJAIIMX B COCTAB JIEKAPCTBEHHBIX
Tpernaparos;

) HAGHTHYHOCTh HMEIOINMXCS B HHCTPYKLUSX 110 MEOULHHCKOMY
NPUMEHEHHUIO JIEKapCTBEHHBIX IIPEerapaToB MOKa3aHHi M NPOTHBOIOKa3aHUM K
MeIUIMHCKOMY IIPUMEHEHHIO JTIeKapCTBEHHBIX NIpernapaToB.

9. Ilpu ompeneneHU# KOMHCCHEH 3KCNEPTOB 3KCIEPTHOTO YUpeXAEHHUS
B3aMMO03aMEHAEMOCTH JIeKapCTBEHHBIX TMpenapaToB [ IapeHTepanbHOro
MUTaHUs YCTaHABIUBAETCS!

a) MIEHTUYHOCTh MEXTYyHapOJHBIX HeNaTeHTOBAHHBIX (IPyNMUPOBOYHBIX
WM XHMHUYECKUX) HAaMMEHOBaHHUI! JIeKapCTBEHHBIX NpenapaTos;

0) 5KBUBAJICHTHOCTb JIEKaPCTBEHHBIX (OPM JIeKapCTBEHHBIX TIPEIapaTos;



B) 9KBHUBAJIEHTHOCTh KAYECTBEHHBIX M KOJIMYECTBEHHBIX XapaKTePUCTHK
¢dapmaLeBTHYeCKHX CyOCTaHLMM, BXOAAIIMX B COCTaB JIeKApCTBEHHBIX
TIperapaTos;

) UIGHTUYHOCTh HMEIOIMXCH B HMHCTPYKIUAX 110 MEIULUHCKOMY
NPUMEHEHHUIO JIeKapPCTBEHHBIX IIperapaToB INIOKa3aHWH M NPOTHBOTMOKA3aHMIA
K MeJMIHMHCKOMY TPUMEHEHHUIO JIeKapCTBEHHBIX MPerapaToB.

10. B3anMo3aMeHsEMOCTD BOCIIPOM3BEACHHBIX JIEKapPCTBEHHBIX
npenaparoB, MNpPeJyCMOTPEHHbIX MyHKTamMM 1 - 7 wactu 10 crareu 18
QenepanbHoro  3akoHa  "OO oOpallleHMH  JI@KapCTBEHHBIX  CpeAcCTB',
yCTaHaBIHBaeTCs Oe3 HeoOX0oIMMOCTH JoKa3aTelbCcTBa nx
6109KBHBANICHTHOCTH.

11. B3anMo3aMeHsSe€MOCTh JIeKapCTBEHHBIX IIPeraparoB, YyKa3aHHbIX B
nyHkTe 4 wacty 4 cratbu 3 DepepanpHoOro 3axoHa ot 27 nexabps 2019 r.
Ne 475-®3 "O BHecennn n3MeHeHud B MenepanbHbli 3akoH "OO obpaieHuu
JleKkapcTBeHHBIX cpeAcTB" n PenepanbHeiil 3akoH "O BHeCEHMM U3MeHEHHH B

®enepanbHbIi 3aKOH "O6 obpaiueHnu JleKapCTBEHHBIX cpencts”,
yCTaHaBJIMBAETCs] 6e3 HEOOXO0IUMOCTH JI0Ka3aTeNbCTBa ux
OGHOIKBUBAICHTHOCTH.

12. lonyckaercs yCTaHOBJIEHHE B3aMMO3aMeHsAEMOCTH

KOMOVHUPOBAHHBIX JIEKAPCTBEHHBIX TpeNapaTtoB (TpeACTaBIAIOMHUX CcoOoi
koMOuHanuio 2 u 6onee NefiCTBYIOUIMX BEIIECTB) U KOMOMHAIIMH M3 OTAENBLHEIX
JIeKapCTBEHHBIX NPENapaTroB, HMEIOIIMX MeXIYHapoaHble HelaTeHTOBAaHHbIE
(XMMHUeckHe WIM TPYNIHPOBOYHbIE) HAUMEHOBAHHs, BXOSIINE B COCTaB
COOTBETCTBYIOIUX KOMOMHHUPOBaHHBIX JIEKAPCTBEHHBIX IIPENAPATOB,

13. Bocnipou3BeieHHBIe JieKapcTBEHHBIE Tperiapats!  (6MoaHaloroBbIe
(6uononoGHeIe), B3aHMO3aMEHAEMBIe [0 OTHOLIEHHIO K OJHOMY pedepeHTHOMY
JIeKapCTBEHHOMY Npemnapary, B3aiMo3aMeHsieMbl MeXy co00ii.

14. DkcniepTHOE yupexJeHHe Mo uctedeHuu 10 paGoumx aHel co aHs
BHeceHNs:  MHHHCTepCTBOM nHbopMaliM 0  3apPETHCTPUPOBAHHOM
JIeKapCTBEHHOM TMpenapaTe B TIOCyJapCTBEHHBI peecTp JieKapcTBEHHBIX
cpenctB  GOpMHpPYeT KOMHCCHIO OKCIEPTOB B LENAX OCYLIECTBICHHS
9KCMepTU3bl PerucTPaUMOHHOTO JOChe Ha JIeKapCTBEHHBIH Ipemapat ans
orpelieNieHUs ero B3aMMO3aMeHsAeMOCTH.

15. OkcnepTHOe yupexJeHHe B TeueHue 20 pabouux aHedt co AHS
(GbopMHPOBaHHS KOMHUCCHH 3KCIIEPTOB MPOBOAUT SKCIEPTU3Y PErUCTPAIIMOHHOTO

JoChe Ha JIeKapCTBEHHLIH mpernapar, oGopMIiIseT 3akioYeHre U HalpasisieT ero
B MUHHCTEPCTBO.



16. B ciaydae BBISBIEHHS OSKCHEPTHBIM YUYpPEXJICHHEM OTCYTICTBHUS B
perucTpalliOoHHOM  JO0Che  Ha  BOCIPOHM3BelIeHHHIH  (0HOaHANOroBEIH,
61onon0o0HBIN) NeKapCTBEHHBIH IMpenapaT, B3alMMO3aMeHsIeMOCTh KOTOPOTo He
YCTaHOBJIEHa B COOTBETCTBUM C 4acThio 4 crathu 3 PenepanbHoro 3akoHa
ot 27 pexabps 2019 r. Ne 475-®3 "O BHeceHun usMmeHenuil B enepanbubiii
3akoH "OO oOpallleHUH JeKapcTBEeHHBIX cpencts" u DenepasibHblif 3aKoH
"O BHeceHun  u3MeHeHMH B @epepansHblii  3akoH  "O6 obpaleHuu
NeKapCTBEHHBIX CpeACcTB" M co cratheit 27' (ejepanbHOro  3akoHa
"O6 oOpallleHMH JIeKapCTBEHHBIX CpelCTB", pPe3yNbTaTOB HCCeTOBaHHS
OUMOSKBHBANEHTHOCTH MM TEPANleBTHYECKON SKBUBAJIEHTHOCTH IO OTHOLICHHIO
K pedepeHTHOMY JIeKapCTBEHHOMY MpenapaTy OKCHEPTHOE Yy4pexAcHHE
B TeueHHe 3 pabouux AHeH co AHA OGHApy>KeHHUS OTCYTCTBHS YKa3aHHOM
uH(OpMAaLIMK HaPaBNsSeT JaHHbIe CBeieHUsi B MUHUCTEPCTBO.

B yKka3aHHBIX CBElEHMSX B OTHOILIEHWH KaXKAOrO JIEKapCTBEHHOTO
npernapara 3KCIEPTHBEIM YYpe)kAeHHEeM YyCTaHaBIMBaeTCS CPOK, JOCTATOYHBIN
JUTSE TIpOBeIeHYs1 HEOOXOMMMBIX KITHHIMECKHX MCClleJoBaH i, HO He Golee ueM 3 rofia.

17.B ciy4ae BBISBIEHHS B HHCTPYKUMSX [0 MEJHIHHCKOMY
NIPUMEHEHHIO B3aMMO3aMEHsAEMBIX JIeKapCTBEHHBIX MpenapaToB pasiuduii B
NOKa3aHHUAX /711 NPUMEHEHHs (3a HCKIIOYEHHEeM MOKa3aHWil Ui MPUMEHEHHUs,
BKJIIOYEHHBIX B HHCIPYKUHMH Ha OCHOBaHUM Pe3yJbTATOB COOTBETCTBYHOLIMX
HCCIeNOBaHMH) W B TPOTHUBONOKAa3aHHMAX JUIS TIPUMEHEHHS OJKCIepPTHOe
ydpexeHue B TeueHHe 3 pabounx fAHeH co OHSA OOHapyXXeHHs TaKMX pa3iuvdii
HaIpasJisieT COOTBETCTBYIOIIUE CBEJEHN! B MUHICTEPCTRO.

18. MunucTepctBO B TedeHHe 3 pabouynx JHeH cO JAHA TIONydEHHS
CBEJeHUH, YKa3aHHBIX B MyHKTax 16 U 17 Hacrosmux [IpaBun, Hanpanser
Jiep KaTeto uim BIafieNbIy PErHCTPalIOHHOTO YZAOCTOBEPEHHUS
JIEKapCTBEHHOI'O MpenapaTa (YNOIHOMOYEHHOMY HM IOPUIHYECKOMY JIHLLY)
3anpoc 0  HEOOXOAMMOCTH  MpEACTaBJICHHS OTYETOB O  pe3yibTarax
COOTBETCTBYIOIIMX KIMHMYECKHX HCCIEOBaHUH J1eKapcTBEHHOTO INpernapara ¢
YUYE€TOM YCTaHOBJIEHHOTO DKCIEPTHBIM YUPEXISHHEM CPOKa IUis UX MpOBeACHHUs
UM O HeoOXONMMOCTH HpHUBEJEHHS [OKa3aHWH JUIsi TNpPUMEHEHHS |
NIPOTUBOIOKA3aHUH AN NpPUMEHEHHsA, HMEIOIUXCd B MHCTPYKUUH IO
MeIULUUHCKOMY TIPHMEHEHUIO JIEKApPCTBEHHOTO TIpernapaTa, B COOTBETCTBHE C
TOKa3aHUAMM [JI TPHMEHEHHST H NPOTHBOMOKA3aHMAMH JUIA [pPUMEHEHWs,
HMEIOUIMMHUCA B MHCTPYKLIMH MO MEAMLIMHCKOMY NMPHUMEHEHHIO ped)epeHTHOTO
JIEKapCTBEHHOTO [IPENapaTa, B CPOK, He NMpeBbILIatomui 6 MecsLes.

YKasaHHBI  3ampoc MOXeT ObITh MepeflaH  YHOJHOMOYEHHOMY
MPENCTaBUTENIO JEPKaTENs UK BIAJENbLa PETHCTPALIMOHHOTO yIOCTOBEPEHHUS



JIEKAPCTBEHHOrO Tpenapara JMYHO MOJA paclUcKy, HampaBlIeH IO [oYTe
3aKa3HBIM  ITHCBMOM MM TepefaH B JJEeKTPOHHOK  ¢opMe  To
TEJIEKOMMYHHUKAI[MOHHBIM KaHajaM CBS3H, B TOM YHCIIC MOCPEACTBOM JHYHOTO
kabuHerta.

B cayuae HampaBieHMs 3ampoca IO IIOYTe 3aKa3HBIM IIUCBMOM OH
CYMTAETCs MOJyUYEHHBbIM 10 HCTeYeHHH 6 QHEH O AHS HaNpaBleHHs 3aKa3HOro
nucbMa.

19. MuHHCTEPCTBOM Ha [OpTaje Mo BEACHUIO TOCY/IapCTBEHHOTO peecTpa
JIEKaPCTBEHHBIX CPEACTB B JIHYHOM KaOKWHeTe Jep)kaTeNsd WIM Biafenbla
PErMCTPaLIOHHOTO YAOCTOBEPEeHHs (YNOJHOMOYEHHOro WM Jmna) (Janee -
JAYHBIA KaOWHET 3asBUTEN) pa3MEIIaeTcs 3aKNoYeHHe B TedeHHe 3 paGoumx
JTHEM CO IHS ero TIOCTYIIEHUS OT SKCIIEPTHOTO YUpexIeHus.

20. IlepeyeHb  B3auMoO3aMeHAEMBIX  JIEKAPCTBEHHBIX  IIPENaparos,
pasMellleHHbI Ha oduuMaTbHOM caiite MuHHCTepcTBa B HMH(OpPMaIMOHHO-
TeNeKOMMYHUKaLMOHHOH ceTu "UHTepHer", oOHOBIseTC MUHUCTEPCTBOM He
pexe | paza B MecsI{ C y4eTOM YCTaHOBJIEHHOH B3aHMO3aMEHSEMOCTH Ha HOBbIE
3aperuCTPUPOBAaHHbIE JIEKApCTBEHHBIE NPENapaThl H U3MEHEeHUH, BHECEHHBIX B
JIOKYMEHTEI, coleprkaluecs B PerucTpaliOHHBIX Jlocse Ha
3aperucTpHpOBaHHbIE JIekapCTBEHHbIE TPENapaThl.

21. 3aknroueHre MoxeT GBITE 067KalloBaHO JeprKaTelieM WIK BlajelbleM
PETHCTPALIHOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO npenapara
(YIIONHOMOUYEHHBIM MM JIMLIOM) B MUHUCTEpCTBO B TeueHne 20 pabounx IHeit
CO JHS pa3MELLUEHHUs 3aKI0UEHHs B JUYHOM KabMHeTe 3asBUTeNst MOCPEACTBOM
N0/a4H HXano0bl Yepes JINYHbIM KaOuHeT 3asBUTENS.

22. ins  pacCMOTpPeHMs KajloObl ¥ NpPUHATHA MO Hel pellleHus
MHUHHCTEPCTBO CO3JAeT KOMHCCHIO, B KOTOPYIO BKIIOYAIOTCS MpeICTaBUTENH
N0/IBEIOMCTBEHHBIX MuHuctepcTBY HAYYHBIX opraHusanuii U
o0pa3zoBaTenbHBIX OpraHu3aluil BhICHIEro 0Opa30BaHHUA, OCYLICCTBIAIOLLUX
eATeNnbHOCTh B cdepe oOpalleHusl JIEKapCTBEeHHBIX CpeICTB (najnee -
KOM¥MCCHsl), U UCTpeOyeT Y DKCIEPTHOrO YUpexJAeHUS JOKYMEHTHI U CBEIEHUS,
Ha OCHOBaHHH KOTOpBIX OGoOpMIeHO oOxanyeMoe 3axiioyeHne. B coctas
KOMHMCCHMH He MOTyT OBITh BKIJIIOYEHBl MNPENCTABUTENH SKCHEepPTHOro
yupexaeHus. [lonoxeHne O KOMHCCHM M €€ COCTaB yTBEPXKIAIOTCS
MuHucTEpCTBOM.

23. PaccMoTpeHMe kanoObl € Y4€TOM MOCTYNMBLIMX W3 JKCIEPTHOTO
yupex/ieHus: JOKYMEHTOB U CBEIECHHUI OCYIIECTBIAETCS KOMHCCHEH B TeueHHe

10 pabouux AHe# coO JOHA €€ IOCTyIUICHMs MyTeM NPHHATHA OAHOro W3
CJIEYIOLINX peIleHMH:



a) OCTaBUTb xanoby Oe3 yNOBIEeTBOPEHNS;

6) npu3Hath kamoby OOOCHOBaHHOH TNOJIHOCTBIO WM YacTUYHO U
HapaBUTh B OKCIEPTHOE YyupeXJeHHe IIpeAmucaHue o6 yCTpaHeHHH
BBISBIEHHBIX HapylIeHHH C BHECEHHEM IpH HEOOXOIUMOCTH IO PE3yJIbTaTaM
€r0 HCIIONIHeHUA W3MEHEHHUH B NepedeHb B3aMMO3aMEHSEeMBIX JIeKapCTBEHHBIX
npernapaTos.

24. MoTUBHPOBaHHOE pelleHHe KOMHCCUM pasMelliaeTcs B JHUYHOM
kabuHeTe 3asBUTENIS B TeueHHe 2 paGouux JHei co IHA ero NpHHATU.

25. JkcnepTHOE ydpexJeHHe B TeueHHe 5 paboumx naueil co nHA
MONy4eHHsl NpeANicaHus, yKa3aHHOTO B TTOANMYHKTe "6" ImyHKTa 23 HacTOSLIHX
IIpaBun, nanpasnser B MUHHCTEPCTBO COOTBETCTBYIOLLEE 3aKJIIOYEHHE U

BHOCHT H3MEHEHUS B TI€peueHb B3aUMO3AMEHSAEMBIX JICKAPCTBCHHBIX
NpenapaToB.



VYTBEPXJEHA
mocTaHoBIeHHeM [IpaBuTeNbCTBA
Poccuiickoit ®enepariuu
ot 5 centsiops 2020 r. Ne 1360

OPOPMA

3aK/JAI04YeHHsE KOMHCCHU IKCIEPTOB (e1epaibHOr0 rocyAapcTBeHHOro
O101)KeTHOro yupesKIeHHs! NO NPOBeAeHHI0 IKCIEPTH3bI JIEKaPCTBEHHbBIX
cpelcTB 0 B3aHMO3aMeHsIeMOCTH JIeKapCTBEHHbBIX NpenapaToB A1
MeIHUHHCKOro NpUMeHeHHUs JIH00 0 TOM, YTO JleKapCTBEeHHbIH Mpenapar
A MEIMIHHCKOrO NpUMEHeHHUs He SIBJISIETCA B3aHMO3aMeHsieMbIM

MuHnucTepcTBO 34paBooxpaHenus Poccuiickoit ®enepanyn

(HaumMeHOBaHHUE (eepanbHOr0 roCY IaPCTBEHHOTO GHOKETHORO YUPEXKASHH:A)

YTBEPX/AIO

(pykoBoauTeib, NOAMNKHCh, NEUYaTh)

" " 20 r

3JAKJIOYEHHE

KOMHCCHH IKCIIEPTOB

(HaumeHoBaHuUE (eaepaTbHOTO FOCYRAPCTBEHHOTO GIOIKETHOrO YUPEeXK ACHUA)
(1]

(Baaumozameﬂﬂemocm JIEKApCTBEHHBIX NPENApPaTOB MU MEAULUHHCKOIO NPUMEHCHHA 6o o TOM, 4YTO
J'leKa.pCTBeHHHﬁ npenapar s MEAMLUMHCKOrO IIPUMEHEHHUA HE ABAECTCSA B3aHM03aMeHﬂEMHM)

[. O61ue cBeaeHus o JeKapcTBEHHOM Ipernapate, MoAiexanieM ofnpeaeseHuIo
B3aMMO3aMEHIEMOCTH, ¥ B3aHMO3aMeHIeMOM (pedepeHTHOM)
JIeKapCTBEHHOM IIpernapare

1. JlexapcTBeHHBbII npenapar, roJsieXxarllui ONpEIETICHUIO
B3aHMO3aMEHIEMOCTH:



1.1. HanMeHOBaHUe JIEKAPCTBEHHOIO Npenapara:
MeXIyHapoJHOe HellaTeHTOBaHHOe
XHMUUECKOE UM IrPYNIHPOBOUHOE
TOProBoe

)

.

1.2. nata rocynapCTBEHHON perucTpallii JIeKapCTBEHHOTO Ipenapata
B Pocculickoit denepauyu 1 HOMEp PErMCTPALIMOHHOIO YIOCTOBEPEHHUS

1.3. BUJI IeKapCTBEHHOTO TIpernapara ;

(pedepeHTHBIH, BOCIPON3BEEHHbIH,
610N0THUECKHi, HMMYHOGHONOTHYECKHH,
OuoaHaior, KOMGUHHPOBAHHBI, 114
napeHTepanbHOro MUTaHus, APYroi)

1.4. nexapcTBeHHas dopma
1.5. bapmaueBTHYecKas CyGCTaHIMA:

HaMeHOBaHMe (apManeBTHYECKO# cyOcTaHIuu

(MexAyHapOIHOE HENATeHTOBAHHOE
HAa¥MEHOBAHUE, UM TPYNIHPOBOYHOE, HIH
XMMHUYECKOE, a TAKXKE TOProBoe (NMpH HATMYHH)

HOMeEp peecTpOBOH 3anucy (IIpH HaJIM4UH) ;
1.6. crmoco® BBeleHUs WIM IPUMEHEHHs JIGKapCTBEHHOTO [Mpernapara

>

(ans NpHEMA BHYTPb, U HAPYKHOTO NPUMEHEHHNS, U1 MECTHOIO MIDHMEHEHNA, AN NapPeHTEPANLHOTO
TIPUMEHEHNS, VISl HHTAUISHHOHHOIO npnmeHeHua)

1.7. Hauuue win OTCYTCTBHEC B PErHCTPALlHOHHOM HOCBE€ pE3YJIbTATOB
HCCJICdOBaHUA OMO3KBHBAJIEHTHOCTH JICKapCTBEHHOI'O npenapara HJIn
HCCICNOBaHUSA TepaHCBTH‘IeCKOﬁ 9KBHBAJICHTHOCTH JICKAPCTBEHHOI'O Npenapara

(MMeloTCA NN OTCYTCTBYIOT)
1.7.1. HauMeHOBaHuUe HCCIETOBAHUS OHMO3KBHBAJIEHTHOCTH
JIEKapCTBEHHOTO rpenapara (uccnemoBanus TepaneBTHYeCKOi
HKBHUBAJICHTHOCTH JIGKAPCTBEHHOTO Mpernapara)

< .

1.7.2. HaUMeHOBaHHE NEKapCTBEHHOrO IpenapaTta CpaBHEHUs, KOTOPbIi
UCIMIONB30BAJICS  IIPH  TPOBEICHUM  HCCIIeJIOBAaHHUS  OUO3KBUBAJIEHTHOCTH
JIeKapCTBEHHOTI'O npemnapara (uccnenoBanus TepaneBTUYECKOH
9KBUBAJICHTHOCTH JIEKAPCTBEHHOIO Npernapara):

MEXyHapOoJHOe HellaTeHTOBaHHOe

XMMHYeCKOe WM rPYTIIHPOBOYHOE ;

TOProBoe ;

]

>

1.7.3. noxa3aHHble KIMHUYECKH 3Ha4YUMBble pazinu4us GapMakOKHHETHKH
¥ (unn) 3¢ GdeKTUBHOCTH M 0€30MaCHOCTH JIeKapCcTBEHHOro mpenapara IpH
NpOBEIEHUN HCCNeoBaHNUs OMOIKBUBATEHTHOCTH JIEKaPCTBEHHOTO IIpernapara



(uccnenoBaHMSl  TepaNeBTHYECKOM  DKBHBAJEHTHOCTH  JIEKAPCTBEHHOrO
npernapara)

(MMEIOTCA WK OTCYTCTBYIOT)
2. Bzaumo3amenseMblil (pedepeHTHBIH) JekapCTBeHHBIH Npenapar st
Lenel onpeaeneHus B3aMMO3aMEHIEMOCTH:
2.1. HaMeHOBaHHe IeKapCTBEHHOTO Mpernapara:
MEXyHapoIHOe HEMaTeHTOBaHHOE
XMMHYecKoe HIIM IPyNITHPOBOYHOE
TOpProBoe

)

Y

2.2. maTa rocynapCTBEHHOM pErMcTpalM{ JIeKapCTBEHHOro Mpemapara B
Poccuiickoit ®enepanuu ¥ HOMEpP PEruCTPaLMIOHHOrO yNOCTOBepeHus (nmara
perucTpayy B HHOCTPaHHOM OCYAapCTBe) ;

)

2.3. BUJ1 IEKapCTBEHHOIO NpenapaTa ;

)

(opuruHanbHeI i, BOCNPOU3BEACHHbIH, GHOaHanor)
2.4. nexapcTBeHHas opMa

2.5. dbapManeBTHyeckas cyOCcTaHLuS:

HauMeHOBaHUe (hapMaleBTHYEeCKOH cyOcTaHLIK
(MEX0yRapONHOE HEMATEHTOBAHHOE
HaMME€HOBaHHE, WJTH FPYTINIUPOBOYHOE, WIH
XHMHUYECKOE, a TaKXKE TOProBoe (MpH HAHHHH)

HOMep peecTpoBOii 3aMUCH (TIPH HAJTMYHH) ;

)

2.6. cioco® BBelleHWs MM TpPUMEHEHUs JIeKapCTBEHHOTO TMpemnapara

(Ilﬂﬂ NpHEMa BHYTPb, AJ1A HAPYXKHOIO MPUMEHEHHUA, U MECTHOI0 NIPUMEHEHUA, 1N1d napeH‘repaanor(;
MPUMEHEHUA, ANA NHTANALUHOHHOTO npumeHeHm) .

2.7. pedepeHTHBIIl JIEKApCTBEHHEIH Npenapar, KOTOPHIl HCIONb30BaJICs

Kax IpenapaTt CpaBHEHUs PY IPOBEAEHUU HCCNeIOBaHMs GHOIKBHBAIEHTHOCTH

JIeKapCTBEHHOTO npernapara (ucenenoBanus TepaneBTHYecKoi

3KBHUBAJICHTHOCTHU JIEKAPCTBEHHOTO npenapaTa), MoJIeXamero OonpeaeIeHuIo
B3aHUMO3aMEHACMOCTH

[1. Kpurepuu (xapakTepUCTHKH), Ha OCHOBAHUH KOTOPBIX YCTaHABIHBAETCS
B3aUMO3aMEHSAEMOCTh JIEKapCTBEHHBIX TIperapaToB

1. DKBUBAJIEHTHOCTD (nst GHOaHAIOTOBBIX (6MonOOOHEIX)
JIeKapCTBEHHBIX HpenapaTtoB (6H0aHANOTOB) - COMOCTABUMOCTD) KaueCTBEHHBIX
u KOJIMYECTBEHHBIX XapaKTepI/ICTI/IK @apmauemnqecxux CYGCTaHL[I/Iﬁ
NIEKapCTBEHHOTO IIperapara HWJIH CONOCTABUMOCTh aHTUPEHHOrO COCTaBa
BaKILIMH, MOJTEXKAILHX OTIpeNIENIEHUIO B3aUMO3aMEHSEMOCTH,
1 B3aUMO3aMeHAEMOro (pedepeHTHOr0) JIeKapCTBEHHOTO Npenapara:

a) pesyNbTaT OLEHKH KpHUTepHs (XapakTepHCTUKH) - KadeCTBEHHbIC U
KOJIMYECTBEHHBIE XapaKTePUCTUKH (apMalleBTHYECKUX CyOCTaHIMH, BXOASILMX



4

B COCTaB IJICKApCTBCHHOr'0 npenapara, HWIH QHTUIEHHBIH COCTaB BaKLIWH

]

(3KBUBaNEHTHb! (U1 GHoaHanoroBbix (6HONOAOGHBIX) NEKAPCTBEHHbIX NMpenapatos (0HOaHANOrOB), BaKUHH -
CONOCTaBUMb!) B3aUMO3aMeHAEMOMY (pedepEHTHOMY) IeKapCTBEHHOMY NPENapaTy MM He SKBUBAJICHTHbI
(He COnoCTaBUMBI)

6) 060CHOBaHME OLIEHKH KpUTEPHS (XapaKTEPUCTHKH)

2. DOKBUBIEHTHOCTH JIEKapCTBEHHOH (OPMBI JIEKapCTBEHHOTO IIperapaTa,
MO/JIeXAIUET0 ONpPEAC/ICHHI0 B3aMMO3aMEHAEMOCTH, W B3aHMO3aMEHAEMOro
(petbepeHTHOrO) NEKaPCTBEHHOTO Nperapara:

a) pe3yibTaT OIIEHKM KpHUTepHs (XapaKTepUCTHKH) - JIeKapCTBEHHAs
¢opMa JIeKapCTBEHHOro mpemapara JUis MEAHLMHCKOTO IPHMEHEHUs

)

(3KBHBAJIEHTHA B3aUMO3aMeHsAeMOMY (pedepEHTHOMY) NeKapCTBEHHOMY NpenapaTy WiH He SKBUBAJICHTHA)

6) obocHOBaHME OIICHKH KpPUTEpHs (XapaKTepHCTUKH) .

3. DKBUBJIEHTHOCTh WJIH COIIOCTaBHMOCTH COCTaBa BCIIOMOTaTENBHBIX

BEILECTB  JIEKAPCTBEHHOTO  IIpenapara,  IOJUIEXKALero  ONpeJeIeHHIO

B3aMMO3aMEHIEMOCTH, U B3aHMO3aMeHsIeMoro (pedhepeHTHOr0) JIeKapCTBEHHOTO
npemnapara:

a) COCTaB BCHOMOIaTCJIbHBIX BEIIECTB JICKAPCTBEHHOI'O Mpenapara s
MEAUUUHCKOTO NPUMEHCHUA ;

5
(9KBHBAJIEHTEH B3auMO3aMeHseMoMy (pedepeHTHOMY)
JIEKapCTBEHHOMY Mpenapary Win He 5KBUBaNICHTEH)

6) o6ocHOBaHMe OIIEHKH KpUTepHd (XapaKTepHUCTHKH) ;

)

B) yKazaHHE Ha  MCKIIOYEHHE  OTJENbHBIX  IPYyII  MalleHTOB
(ecnM NPUMEHNMO) NIPH OLIEHKE KPUTEpHUs (XapaKTepPUCTUKH)

4. UneHTHuHOCTs  crocoGa  BBeeHMA UM CHOCO6a  NPHMEHEHHA
JIeKapCTBEHHOT 0 npenapara, TIOJJIEIKAIIIeTO OIpeJIeNICHUIO
B3aHMO3aMEHAEMOCTH, U B3aUMO3aMEHAEMOTO (pedepeHTHOr0) JIeKapCTBEHHOTO
npenapata:

a) croco0 BBelCHWs M TPUMEHEHHs JIeKapCTBEHHOro Mpenapara

)

(H,HCHTH‘IEH WIN HE HHE.‘HTH‘{eH)

6) 0DocHOBaHME OLIEHKH KPUTEPHS (XapaKTEPUCTHKH) .

5. CootBeTCTBHE TIPOU3BOIUTEIS JIEKApPCTBEHHOTO cpeacTBa
TpeﬁOBaHHﬂM IpaBujI Haj_mexcameﬁ HpOPI3BOJICTBeHHOﬁ NIPaKTHKHU!

a) COOTBETCTBUE ITPOU3BOAUTEIA JIEKAPCTBEHHOTO CPEACTBa Tpe60BaHI/I$IM

HpaBui Hafexanieit mpou3BOICTBEHHON MPaKTHKH

(l'lOﬂTBep)KﬂeHO HJIM HE NOATBEPXKIACHO BEKII}OLICHMCM)
0) obocHOBaHME OLIEHKH KPUTEPHS (XapaKTepPHCTHKH)




II1. O6uuMii BEIBOA MO pe3ysibTaTaM KCIEePTHOH OLeHKH
TI0 ONpeAEIeHHIO B3aHMO03aMEHIEMOCTH
JIEKapCTBEHHOTO MpenapaTa Ajls MEAMLNHCKOTO IPHMEHEHHS

[lo pesynpTaram OLEHKHM KPHUTEpUEB (XapaKTepUCTHK), Ha OCHOBaHHH
KOTOPBLIX OINpPEJENSeTCs B3a¥MO3aMEeHsIeMOCTh JISKApCTBEHHBIX IPENaparos,
JIeKapCTBEHHBIH MpenapaT NpH3HaH

(B3aUMO3aMEHSCMbIM HIIH HE B3aUMO3aMEHAEMbIM)
C

(pedepeHTHRIM (MHBLIM BOCTIPOM3BEICHHBIM) IeKAPCTBEHHBIM MPENIapaToM)
BzanmozamensemocTs ompenejicHa ¢ YKasaHHeM Ha HCKIIOYEHHE
CJICOYIOUINX OTACIBHBIX IPyNIl NAalUEHTOB:

Komuccust OKCIIEPTOB B COCTABE!

npeacenareylb KOMHUCCHUHU DKCIIEPTOB

(DOMKHOCTB) (d.n.0.) (noanuck)
OTBETCTBEHHBI cekpeTapb

(IOMKHOCTS) (¢p.n.0.) (noanuck)
3KCNEePThI

(noMKHOCTB) (dp.n.0) (noanuce)

Hata oopmneHns 3axmodeHus " " 20 r.
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