NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 5 cenTsiops 2020 r. N 1360

O ITIOPAIKE
OIIPEJEJIEHNS BBAUMO3AMEHSIEMOCTU JIEKAPCTBEHHBIX TIPEITAPATOB
JJI1 MEIULIMHCKOI'O ITPUMEHEHIN A

B cooTBeTcTBUM O cTaTheii 27.1 denepanbHOro 3akoHa "O6 ob6paleHny JIeKapCTBEHHBIX CPeICTB"
IIpaBuTenbCcTBO Poccuiickoit @emepanny MOCTAHOBIISIET:

1. YTBepAUTb IIpuaraeMsbie:

l'[paBI/ma oripeneieHns B3aMMO3aMEeHAEeMOCTH JIEKaPCTBEHHDbIX ITpeIrapaToB OIS MeIULIMHCKOTO
IIpMMEHEHU ;

(hopMy 3aKTI0UeHMSI KOMUCCUY KCIIEPTOB (eepasbHOTO roCyIapCTBEHHOTO OI0IKETHOTO YUPEXKIEHMS 10
MpOBeIe HMIO SKCIIePTH3bI JIeKAPCTBEHHBIX CPEICTB O B3aMMO3aMeHsIeMOCTH JIeKapCTBEHHBIX IIpernapaToB
IJIST MeIVIIMHCKOTO ITPUMEeHEeHMST JIMO0 O TOM, UTO JIeKapCTBEHHBI Mpernapar Ajisi MeIUIMHCKOTO
MIpUMEHEeHMS He SIBJISIeTCS B3aMO3aMeHsIeMbIM.

2. IIpu3HaTh YTPaTUBLIIUM CUITY ITOcTaHOBJIeHMe IIpaBuTenbcTBa Poccniickoit @epepatinm ot 28 OKTSIOpS
2015 1. N 1154 "O niopsimke ornpeaeaeHMs] B3ayIM0O3aMeHsIeMOCTH JIEKAPCTBEHHBIX IIPeIapaToB IJIst
MeauiIyuHCKoro npumeHenus” (CoopaHue 3aKkoHOHaTenbcTBa Poccuiickoit ®emepanyn, 2015, N 45, cr.
6248).

3. Hacrosiiee mocTaHoB/IeHMe BCTYIIAeT B CMITY CO IHSI €ro 0UIManbHOTO OMyOIMKOBAHMSI.

IIpencenatens [IpaBuTebCTBA
Poccuiickoit @enepatyin
M.MUIITYCTHUH

VTBepXaeHbl

rnoctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepatyn

oT 5 cenTsiopst 2020 . N 1360

[TPABUJIA
OIPEJEJIEHNS BBAUMO3AMEHSIEMOCTU JIEKAPCTBEHHBIX TIPEITAPATOB
JJI1 MEOULIMTHCKOI'O ITPUMEHEHM A

1. Hactosimye ITpaBuia ycTaHaBIMBAIOT MOPSIIOK ONpeieieHs B3auMO03aMeHSIeMOCTY JIeKapCTBEHHbBIX
TperapaToB AJIs1 MeIAUIIMHCKOTO IIpUMeHeHMs (Iajiee - JeKapCTBeHHbIe TIperapaThl), a Tak)ke 0COOeHHOCTH
ompezneaeHusI B3aMM0O3aMeHsIeMOCTH OT/IeTbHbIX BUIOB JIEKAPCTBEHHBIX ITPEeIapaToB.

Hactosimye ITpaBuiia He pacIipoOCTPaHSIOTCS Ha JIeKapCTBEHHbIE PACTUTEIbHbIE TIpeIapaThl U
rOMeonaTHYecKyue JIeKapCTBeHHbIe ITpernaparhl.

2. Bzanmo3aMeHs1eMOCTb JIeKapCTBEHHOTO Tperapara ornpeensieTcss MUHUCTePCTBOM 31 paBOOXpaHeHMS
Poccuiickoi @enepaiuu (ganee - MMHMCTEPCTBO) HA OCHOBE 3aK/IH0UEHMSI KOMUCCUM 3KCITEPTOB
(denmepasbHOro roCcygapCTBEHHOTO OIOYKETHOTO YUPEXIeH s 110 ITPOBeIeHMI0 KCIIePTU3bI JIeKapCTBEHHBIX
CPeCTB O B3aMMO3aMeHsIeEMOCT M JIeKapCTBEHHBIX ITperapaToB AJIs1 MeIUIIMHCKOTO ITpUMeHeHUsT b0 O
TOM, YTO JIEKapCTBEHHBI TTpernapar a5 MeAULMHCKOTO IMPUMeHEeHNS He SIBJISIeTCSI B3auMO3aMeHIeMbIM
(manee COOTBETCTBEHHO - 3KCIIEPTHOE yupeXxaeHue, 3aKa0ueHme), MpeacTaBasseMOoro 3KCIepTHbIM
yupeskaeHueM 1o hopme, yrBepskaeHHO octraHoBieHneM [IpaBuTtenbcTBa Poccuiickoit @enepatinu ot 5
cenTsiops 2020 r. N 1360 "O mopsiake ornpeneneHns B3ayM03aMeHSIeMOCTH JIEKAPCTBEHHbBIX IIperapaToB
IJISI MEAUIIMHCKOIO IIPUMeHeHus".



3. B3auMo3amMeHs1eMOCTb JIeKapCTBEHHBIX ITpeIapaToB YCTaHABAMBAETCS HA OCHOBAHUM CIeAYIOLUX
KpUTepueB (XapaKTepUCTUK):

a) 9KBUBAJIEHTHOCTD ([I711 6¥0aHaNIOroBbIX (6MOMOA00HBIX) JTIeKapCTBEeHHBIX MpernapaToB (6110aHaIOrOB) -
COIOCTAaBMMOCTH) KaueCTBEHHBIX M KOJMUECTBEHHBIX XapaKTepUCTUK dhapMarieBTUUeCKUX CyOCTaHIUiA UTn
COTIOCTaBMMOCTb aHTUT€HHOTO COCTaBa BaKIMH. Mcmosib30BaHMe pa3/iMUHbIX COMeli, 3UPOB, KOMIIIEKCOB,
130MepOB, KPUCTALINYECKUX POPM U APYTUX POU3BOAHBIX OTHOTO U TOTO e Ne/CTBYIOIIEero BelllecTBa
He SIBJISIeTCS PeTsITCTBMEM JIJIsl OTIpe/iesieHNs] B3auM03aMeHsIeMOCTH JieKapCTBEeHHBIX MpernapaToB, ecin
MIpY TIPOBeIeHUM MUCC/IeIOBaHMSI 6M09KBYBAIEHTHOCTY JIEKAPCTBEHHOTO IIperapaTa Ui Uccaeq0BaHus
TepaneBTUYECKO 9KBUBAJIEHTHOCTH JIeKapCTBEHHOTO MpernaparTa A0Ka3aHo OTCYTCTBME KIMHUYECKHU
3HAUMMBIX pa3anuuit GapMakOKMHETUKYU U (Un) 3¢HEeKTUBHOCTY U 6€30M1aCHOCTY JIeKapCTBEHHOTO
npernapara;

6) 5KBMBaAJIEHTHOCTb JIeKapcTBeHHOi hopMbl. [10], 5KBMBaIeHTHBIMY JIeKapCTBEHHbIMM (opMaMu
MOHMMAIOTCSI pa3Hble JieKapCTBeHHbIe (OpMbI, MMelol/ie OIMHAKOBbIe CTI0OCO0 BBeeHMUS U CTI0CO0
MpuMeHeHMsI, 06J1afjatolie COOCTaBUMbIMM (hapMaKOKMHETUUECKMMY XapaKTepUCTUKAMU U
(dapmakosornueckmMMm AeiicTBUEM U 0OecIieunBaInue TaAkKKe JOCTUKEHMEe HEOOXOIMMOTO KIMHUYECKOTO
sddekra. Paznuuns rekapcTBeHHbIX GOPM He SIBISIOTCS ITPEISITCTBUEM /ISl OTIpe/ie/IeH IS
B3aMMO3aMeHsSIeMOCTH JIeKapCTBEHHBIX MpernapaToB, eIy Py MPoBeJeHUN UCCaAeN0BaHUS
6103KBMBATIEHTHOCTY JIeKapCTBEHHOT'O MpernapaTa Wiy UCCIeIoBaHMs TeparneBTUUeCKoi
9KBMBAJIEHTHOCTU JIEKaPCTBEHHOTO Ipernapara J0Ka3aHO OTCYTCTBYME KIMHUYECKM 3HAUMMbIX Pa3inunii
dbapMakoKMHETUKYM U (M) 3D GEKTUBHOCTY ¥ 6€30TaCHOCTY JIEKAPCTBEHHOTO ITperapara;

B) 95KBMBAJIEHTHOCTb UJIM COMIOCTABMMOCTb COCTaBa BCIIOMOTaTeIbHbIX BEIleCTB JIeKapCTBEHHOTO
npemnapara. Pa3anumns cOCTaBOB BCIIOMOTaTe/IbHbIX BeleCTB IeKapCTBEHHOTO Mpernapara He SIBJSI0TCS
MIPernsTCTBMEM JIJIsl OTIpeiesieHMs B3aMO3aMeHsIeMOCTH JIeKapCTBEHHBIX ITpenapaToB, ec/iu pu
MpOBeeHUM UCCIIeJOBAHMS 6M109KBUBAIEHTHOCTHM JIeKapCTBEHHOTO Tperaparta Uan UccaeJ0BaHus
TepaneBTUYECKO 9KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO MIpernaparTa A0Ka3aHo OTCYTCTBUE KIMHUYECKHU
3HAUMMBbIX Pa3Inumnii GapMaKOKMHETUKM U (M) 3GeKTUBHOCTY U 6€301aCHOCTY JIeKapCTBEHHOTO
rpernapara Jjisi MeIUIMHCKOTo puMeHeHus1. [Ipu HaMMuIum KIMHUYECKY 3HAaUMMbIX pa3inanit
dbapmakokuHeTukM 1 (M) 3 GeKTUBHOCTY U 6e301acHOCTY JIeKapCTBEHHOTO Ipernapara
B3aMIMO3aMeHSIeMOCTb OTIPefesieTcs C yKa3aHueM Ha UCKIYeHYe OTe/IbHbIX TPYII NalleHTOB;

I‘) MOEHTUYHOCTb criocoba BBEeOCHUA U criocoba IMIpMMEHEeHN,

) COOTBETCTBYE TTPOU3BOANTEIS IEKAPCTBEHHOTO CPeACTBA TPeOOBAHMSIM IIPABM/I HaIJIeXKallei
MPOM3BOJICTBEHHO MTPAKTUKMA.

4. OnipepenieHne napaMeTpoB, IIPesyCMOTPEHHbIX IMOAITYHKTaMM "a" - "B" IyHKTa 3 HacToswux IIpaBui,
OCYLIeCTBIISIETCS KOMUCCHEN IKCIIePTOB IKCIIePTHOIO YUpesKIeHNs ITI0CPeICTBOM CpaBHEHYSI HODMaTUBHOM
IOKYMeHTalV/ Ha JIeKapCTBeHHbIe ITpernapaThbl, OTYETOB O IIPOBEeHHbIX UCC/IeLOBaHMIX
6103KBMBAJIEHTHOCTY WJIX Te€paIeBTUYECKOI IKBUBAJEHTHOCTH JIeKAPCTBEHHBIX MPernapaToB, a TakKe
IOKYMEHTOB ¥ CBeJIeHMI, YKa3aHHbIX B MyHKTaX 1 1 2 yactu 5 craThu 18 degepanbHOro 3akoHa "06
obpaleHnM JeKapCTBEHHBIX CPEACTB" .

n_n

OmnpepeneHue nmapaMmeTpa, IpegyCMOTPEHHOTO MOAMYHKTOM "T" ITyHKTa 3 HacTosiuux [IpaBu,
OCYILIeCTBJISIETCSI KOMMUCCHEl 9KCIIePTOB 3KCIIePTHOTO YUpeskAeHUs TOCPeCTBOM CpaBHEHMUS MHCTPYKIMK
M0 MeIUIIMHCKOMY ITPMMeHeHMIO JieKapCTBeHHbIX IIperapaTos.

OmpeneiieHne rnapamMeTpa, IpesyCMOTPEHHOrO ITOAITYHKTOM "1 IyHKTa 3 HacToswux [Ipasu,
OCYILECTBIISIETCSI KOMUCCHEI IKCIIEPTOB SKCIIEPTHOTO YUPEXAEHMS IMTOCPECTBOM OLIEHKM JOKYMEHTOB U
CBeJIeHUI, MPeIyCMOTPEHHBIX ITyHKTaMu 3 1 4 yactu 4 cratbu 18 ®egepanbHOro 3akoHa "O6 obpanieHnn
JIeKapCTBEeHHBIX CPeLCTB".

5. HpI/I orrpene/IeHnun KOMUCCcuen SKCIIEPTOB 3KCIIEPTHOTO YUPEXOECHMS B3aMMO3aMEHIEMOCTHU
O6MOIOTUYECKUX JIEKAPpCTBEHHBIX IIpeIiapaTOB YCTAHABJIMBAECTCA:



a) MOEHTUYHOCTb MEKXAYHAPOOHbIX HEITATEHTOBAHHBIX MUJIN I'PYIIIIMPOBOYHBIX MM XUMUUYECKUX
HauMeHOBaHU JIEKapCTBEHHBIX ITPEIIapaToOB,

0) 9KBMBaJIEHTHOCTb JIEKAPCTBEHHBIX (DOPM JIeKapCTBEHHbIX MPeIapaToB;

B) COTIOCTaBMMOCTb Kau€CTBEHHBIX ¥ KOJTMUECTBEHHBIX XapaKTePUCTUK hapMaIrieBTUUYECKMUX CyOCTaHIMIA
(py HAMMYMM), BXOOAIIMX B COCTAB JIeKAapCTBEHHBIX IMPeIapaToB;

I) UAEHTUYHOCTD MMEIOIIVXCS B MHCTPYKUIMSIX 110 MeIVIMHCKOMY IIPMMEHEeHUIO JIeKapCTBEHHbIX
rpernapaToB MTOKa3aHuit M MPOTMUBOMOKA3aHMI K MeIUIIMHCKOMY ITPUMeHEHMIO JIeKapCTBEHHBIX
MperapaTroB, B TOM UMC/Ie 0COOeHHOCTEl MpUMeHeHMs JIeKapCTBeHHBIX ITPernapaToB y Pa3IMIHbIX
BO3PAaCTHBIX I'PYIII MTAI[ME€HTOB, BKIIOYAsI JeTeil;

Il) S5KBMBAJIEHTHOCTD ITOKa3aTeseil papMaKOKMHETUKY U (i) papMaKOAMHAMUKHA,

€) COTIOCTaBUMOCTD IOKa3aresieit 6e30macHOCTH, 3G PEKTUBHOCTY M UMMYHOT@HHOCTH TI0 pe3ybTaTaM
MCCIefOBaHMI TeparneBTNYeCKO SKBUBATEHTHOCTH.

6. IIpu onpefesieHUM KOMUCCHEH 9KCIIePTOB 3KCIIEPTHOTO yUpeskJeHNsI B3aiMO3aMeHsIeMOCTH
KOMOVMHMPOBAHHBIX JIEKAPCTBEHHBIX MTPeIapaToB (CoaepKalMx KOMOMHALNIO 2 U 60Jiee IeiiCTBYIONINX
BellleCTB) YCTaHAB/IMBAETCS:

a) UIEHTUYHOCTH TPYIIITMPOBOYHBIX HAMMEHOBaHMII IeKaPCTBEHHbIX ITPeNapaToB:
6) 9KBMBaJIEHTHOCTb JIEKaPCTBEHHbIX (HOPM JIeKapCTBEHHbIX MpenapaToB;

B) 9KBMBAJIEHTHOCTb KaUeCTBEHHbBIX U KOJIMUECTBEHHBIX XapaKTePUCTUK apMalleBTUUeCKMUX CyOCTaHIMA,
BXOJSIIVX B COCTAB JIEKAPCTBEHHBIX IIperapaTos;

I) UIEHTUIHOCTD MMEIOIIMXCS B MHCTPYKUIMSIX 110 MeIUILIMHCKOMY ITPMMEHEHUIO JIeKapCTBEHHbIX
IpernapaToB ITOKa3aHui ¥ MPOTMUBONOKA3aHMIA K MeIUIIMHCKOMY IIPYMeHEHMIO JIeKapCTBeHHBIX
rpernaparos.

7. Bzaumo3amMmeHsieMble KOMOMHIMPOBaHHbIE JieKapCTBEHHbBIE MperapaThl (cofepykaliye KoMmouHaImo 2 1
6oee NeiiCTBYIOIIMX BeIeCTB) 4,0JIKHbBI ObITh 3aperucTpupoBaHbl B Poccuiickoit @epepaiinn 1o
pe3yJibTaTaM IpoBefeHMs UCCaeq0BaHMS O6MOIKBUBAIEHTHOCTM MUY TepaleBTUUeCcKoil SKBUBAJIEHTHOCTU C
COOTBETCTBYIOIIUM pedepeHTHbIM KOMOVMHMPOBAHHBIM IIPerapaToMm JMb60 COOTBETCTBYIOIMMMU
pedepeHTHBIMY JIEKaPCTBEHHBIMY MpeliapaTaMy, UMELIMMY MeXIyHapOoJHbIe HEITAaTeHTOBAaHHbIE
(XMMMYecKye Wiu IPyNnMpoBOYHbIe) HAMMEeHOBaHMS, BXOISIIINE B COCTaB COOTBETCTBYIOLIErO
KOMOMHMPOBAHHOTO JIeKapCTBEHHOI'O IIpernapara.

8. IIpu ompeneneHUM KOMUCCHEH SKCIIePTOB 3KCIIEPTHOTO yUpeskaeHNsI B3aMO3aMeHsIeMOCTH
HeJI03MPOBAHHbIX JIEKAPCTBEHHBIX ITPENapaToB yCTaHABIMBAETCS:

a) UIeHTUYHOCTDh MeXIYHAPOOHBIX HEITATEHTOBAHHBIX (IPYIITMPOBOUHBIX WJIM XUMUUECKIX)
HaMeHOBaHMIi TIeKapCTBEHHbIX MTpernapaTos;

6) 9KBMBaJIEHTHOCTb JIEKaPCTBEHHbIX (HOPM JIeKapCTBEHHbIX MpenapaToB;

B) 9KBMBAJIEHTHOCTb KaUeCTBEHHbBIX U KOJIMUECTBEHHBIX XapaKTePUCTUK apMalieBTUUeCKUX CyOCTaHIMA,
BXOJSIIVX B COCTAB JIEKAPCTBEHHBIX IIperapaTos;

I') UIEHTUIHOCTD MMEIOIIMXCS B MHCTPYKIMSIX 110 MeIUIIMHCKOMY ITPMMEHEHUIO JIeKapCTBEHHbIX
IpernapaToB ITOKa3aHMi U MPOTUBOMNOKA3aHMIA K MeIUIIMHCKOMY IIPYMeHEHMIO JIeKapCTBeHHBIX
rpernaparos.

9. [Ipm onpeneneHUM KOMMUCCHEN IKCIIEPTOB HKCIIEPTHOTO YUPeXIeHNsI B3aMMO3aMeHsIeMOCTHU
JIeKapCTBEHHBIX MpernapaToB AJ1s1 TapeHTepaabHOro MUTaHUS YCTaHABIMBAETCS:



a) UOEHTUYHOCTb MEKAYHAPOOHbIX HEITATEHTOBAHHBIX (I‘pyr[HI/IpOBO‘IHbIX nin XI/IMI/I‘-IECKI/IX)
HauMeHOBaHU JIEKapCTBEHHDBIX ITPEIIapaToOB,

0) 9KBMBaJIEHTHOCTb JIEKAPCTBEHHbIX (DOPM JIeKapCTBEHHbIX MPeNapaToB;

B) 9KBMBAJIEHTHOCTh KQUECTBEHHBIX U KOJIMYECTBEHHBIX XapaKTEPUCTUK (papMalleBTUUECKUX CyOCTaHIINIA,
BXOJSIIMX B COCTaB JIeKapCTBEeHHbIX MpeIapaToB;

I) UAEHTUIHOCTD MMEIOIIMXCS B MHCTPYKUIMSX 10 MeIVIVHCKOMY ITPMMEHEeHUIO JIeKapCTBEHHbIX
rpernapaToB MTOKa3aHuit M MPOTMUBOMOKA3aHMI K MeIUIIMHCKOMY MTPUMeHEeHMIO JIeKapCTBeHHBIX
Tpernaparos.

10. B3aumo3amMeHs1eMOCTb BOCIIPOM3BeIe HHbIX JIeKapCTBEHHBIX ITpernapaToB, IpeayCMOTPEeHHbIX TYHKTaMM
1 - 7yactu 10 cratbu 18 degepanbHOro 3aKoHa "O6 obpaleHnM JIeKapCTBEHHBIX CPEICTB",
yCcTaHaBIMBaeTcs 6e3 He0OXOAMMOCTH 10Ka3aTeIbCTBA UX OMOIKBUBATIEHTHOCTM.

11. B3aumo3aMeHsIeMOCTb JieKapCTBEHHbBIX ITpenapaToB, YyKa3aHHBIX B ITyHKTe 4 yacTu 4 CTaTbu 3
denepasibHOTO 3aK0HA OT 27 mekabpst 2019 r. N 475-®3 "O BHeceHuu usMeHeHMit B DeepanbHblii 3aKOH
"06 obparteHnm JeKapCcTBeHHbIX cpencTB” 1 @emepanbHblii 3aK0H "O BHECEHUM U3MEHEeHU B
denepanbHbIi 3aK0H "O6 00paleHMM JTeKapCTBEHHBIX CPEACTB", yCTaHABIMBAETCS 6€3 He0OXOIMMOCTI
IOKa3aTeabCTBa X OMO09KBUBAJIEHTHOCTM.

12. [lommyckaeTcsl yCTaHOBJIEHME B3aMMO3aMeHsIeMOCTY KOMOMHMPOBAHHBIX JIeKapCTBEHHBIX ITperapaToB
(IpeCcTaBASIOIINX CO007 KOMOMHALIVIO 2 U 60jiee AeiCTBYIONIMX BEIIECTB) M KOMOMHALIMM U3 OTAeIbHBIX
JIeKapPCTBEHHBIX ITPerapaToB, MMEINIIMX MeKIYHApPOIHbIe HEIIATeHTOBAHHbIE (XMMMUUYECKIME MU
IPYIIIMPOBOYHbIE) HAMMEHOBAHMSI, BXOSIIME B COCTaB COOTBETCTBYIOUIMX KOMOMHMPOBAHHBIX
JIeKapCTBEHHBIX MTPeIapaTos.

13. Bocripou3sBeieHHbIE JIeKapCTBEHHbBIE TperapaThl (61oaHaaoroBbie (6MOMOI00HBIE),
B3aMMO3aMeHsieMble TI0 OTHOIIEHMIO K OJHOMY pedepeHTHOMY JIeKapCTBEHHOMY IIpernapary,
B3aMO3aMeHsIeMbl MeXIy CO6OIA.

14. OkcrepTHOe yupeskaeHme 1o ucredenuu 10 paboumx mHei co AHS BHeCeHUS MUHUCTEPCTBOM
MHbOpPMAIMK O 3aPeTUCTPUPOBAHHOM JIeKapCTBEHHOM IIperiapaTe B rocyIapCTBEHHbI peecTp
JleKapCTBEHHBIX CPeICTB (PopMUpPYyeT KOMUCCUIO SKCIIEPTOB B 11€JISIX OCYLIeCTBI€HMS S9KCIIePTU3bI
PETruCTPAIIMOHHOTO JIOChe Ha JIEKAPCTBEHHBI TIpernapar Aj1s onpeaeeHns ero B3auMo3aMeHsIeMOCTHU.

15. 9kcrepTHOe yupexkaeHue B TedeHue 20 pabounx gHeit co JHS GOpMUPOBAHNSI KOMUCCUM SKCIIEPTOB
MPOBOOMUT IKCIIEPTU3Y PETUCTPAIMOHHOTO IOChe Ha JIeKaPCTBEHHBIN ITpernapar, 0hopMIIsSeT 3aKI0UeHne 1
HaImpasJigeT ero B MMHUCTEPCTBO.

16. B ciiyyae BbISIBJIEHUS SKCIIEPTHBIM YUpPEXIeHUeM OTCYTCTBUS B PETUCTPALIMOHHOM 10Che Ha
BOCIIPOM3BeleHHbIN (6110aHA/IOTOBbIN, 6110TIO00HBIN) TeKapCTBeHHbIN MpernaparT, B3auM03aMeHsIeMOCTh
KOTOPOTO He YCTaHOBJIEHA B COOTBETCTBUM C YaCThI0 4 cTaThy 3 MemepasbHOTO 3aK0OHA OT 27 mekabps 2019
r. N 475-®3 "O BHeceHUM usMmeHeHnnit B ®enepanbHblii 3aKoH "O06 o6pallleHy JIeKapCTBEHHBIX CPEICTB" U
denepasnbHbIi 3aKOH "O BHeceHMM M3MeHeHMiT B PeepanbHblii 3akK0H "O6 06paleHny JIeKapCTBEHHBIX
cpencTB" U co ctaTheit 27.1 ®emepanbHOro 3akoHa "6 obpaleHUy JeKapCTBEHHbIX CPeJCTB", Pe3y/IbTaTOB
MCCIen0BaHMsI 6M03KBMBAIEHTHOCTY WM TepareBTUUeCKOi SKBMBAI€HTHOCTY 110 OTHOIIEHUIO K
pedepeHTHOMY JIeKapCTBEHHOMY Iperapary 3KCIIepTHOe yupeskJeHne B TeueHne 3 pabounx JHei co gHS
o6GHapykeHUs OTCYTCTBUS YKa3aHHOI MHGOpMaLMY HATIpaBJsieT AaHHbIe CBefieHUs] B MUHUCTEPCTBO.

B yKa3aHHBIX CBEJI€HMSIX B OTHOLIEHMY KaXKIOT0 JIEKapCTBEHHOIO IIperapara SKCIIepTHIM yUpeskaeHneM
yCTaHaBJIMBAETCS CPOK, TOCTATOUHbIN [JIS1 IPOBEIeHMST HEOOXOAMMBbIX KIMHUUECKIUX VCCIeN0BaHM, HO He
6osee yemM 3 roza.

17. B ciayuyae BbISIBJIEHUSI B MHCTPYKLMSX IO MEAUIIMHCKOMY IIPUMEHEeHUI0 B3aMO3aMeHIeMbIX
JIeKapCTBEHHBIX IPernapaToB pa3anunii B IOKa3aHMSIX IJIsI IPUMeHeHUs (38 UCKII0UeHMeM IMOKa3aHui AJ1s



MIpMMEeHeHMSI, BKIIOUEHHBIX B MHCTPYKI MM HAa OCHOBAHMUY Pe3y/IbTaTOB COOTBETCTBYIOLIMX UCC/IeJOBAHMI)
" B IIPOTMUBOIIOKA3aHMSIX JIJIsI IPMMEHEHMS SKCIIepPTHOE YUpeskAeHIe B TeueHue 3 pabouunx qHeii co AHS
Oo6GHapyKeHUs TaKMUX Pa3INUKii HaIIpaBJ/IsieT COOTBETCTBYIONIVE CBeieHM ST B MUHUCTEPCTBO.

18. MUHUCTEPCTBO B TeueHMe 3 paboumx AHel co THS MOayYeHus CBeIeHN i, YKa3aHHbIX B ITyHKTax 16 1 17
Hactosmux [IpaBuii, Hapas/sieT gepsKaTento UK BiaLesblly perMCcTPalMOHHOrO yIOCTOBEpeHUS
JIeKapCTBEHHOTO Ipernapara (yIoJIHOMOUeHHOMY MM I0pUANYeCKOMY JIMITY) 3aITpoC 0 He0OX0AMMOCTU
IIpe/iCTaB/lIeHNsI OTYETOB O pe3y/ibTaTax COOTBETCTBYIOIIMX KIMHUUECKUX UCCIeJOBaHWA IeKapCTBEHHOT0
rperiapara ¢ y4eToM YCTaHOBJIEHHOTI'O 3KCIIEPTHBIM yUpeXXAeHMeM CpPOoKa JJ151 UX IPOBeeHUs U O
HeO0OXOqMMOCTM MMPUBEAEHMS OKA3aAHU IS TPUMEHEeHMsI 1 TPOTUBOITOKA3aHMI 1)1 IPUMEHEHMS,
UMEIOLIUXCS B UHCTPYKIMUM 110 MeIULIMHCKOMY IIPMMEeHEeHMI0 JIeKapCTBEHHOr0 IIperaparTa, B COOTBETCTBME
C IIOKa3aHUAMM JIJIs1 IPMMeHeHM S Y IIPOTUBOIIOKAa3aHUIMM IS [IPUMeHeHMs], UMeIIMUCS B
MHCTPYKLMHU [0 MeIULMHCKOMY IPMMEHEHMIO0 pepepeHTHOTO J1IeKapCTBEHHOrO Mpernapara, B CpOK, He
IIPEBBIMIAIINIT 6 MeCsIIeB.

YKa3aHHbIN 3aIIpoC MOJKeT OBITH rnepengaH YyIIOJIHOMOUYEHHOMY IMpeACTaBUTEI0 AepiKaTeJisd I BJIage/blad
pPernucTpauMOHHOI0 YyOoOCTOBEPEHUA JIEKAPCTBEHHOTO IIperapaTa JMYHO 1104 paCIIMCKYy, HalIpaBJIE€H I10
ImouTe 3aKa3HbIM IIMCbMOM MJIM IIepeJaH B SHEKTpOHHOIZ d)opme 110 Te€JIEKOMMYHUMKAIIlMOHHBIM KaHa/laM
CB3U, B TOM 4UMcCJie IIoOCpeacTBOM JIMYHOTIO KabuHeTa.

B ciryuae HampaBieHMs 3aIipoca 1o MoyTe 3aKa3HbIM IMYMCbMOM OH CUMTAETCS ITOTYYEHHBIM 110 UCTeUEHUM 6
IHe co IHS HampaB/ieHMs 3aKa3Horo MuchMa.

19. MUHUCTEpCTBOM Ha MMOPTAJIe 1O BeJeHNUIO TOCYJapCTBEHHOTO peecTpa JeKapCTBEHHbIX CPeJICTB B
JIMYHOM KabuHeTe AepskaTesist MV BJIale)blia PErMCTPAIlMOHHOTO YIOCTOBEPEHNS (YITOJITHOMOUYEHHOTO UM
nuia) (manee - TMYHBIV KaOMHET 3asiBUTEJIST) pa3MelniaeTcs 3aKIoueHne B TeueHne 3 pabounx mJHel co JHS
€ro MOCTYIUIEHUS OT SKCIIEPTHOTO YUPesKIeHMSI.

20. IMepeueHb B3auMO3aMeHsIEMbIX JIEKaPCTBEHHbIX ITPerapaToB, pa3MelleHHbI Ha OpUIIMaIbHOM caiiTe
MunucTepcTBa B M*HOOPMalMOHHO-TEJIEKOMMYHUKALIMOHHOM ceTy "VIHTepHeT", 0OHOBJISIeTCS
MUHUCTEPCTBOM He peske 1 pasa B MecsI] C yYeTOM YCTAHOBJEHHOM B3aM0O3aMeHsIeMOCTY Ha HOBbIE
3aperuCcTpUpPOBaHHbIE JIeKapCTBEHHbIE IIpernapaTsl ¥ U3MeHeHU, BHECEHHbIX B JIOKYMEHTHI,
copepskaumecs B permcTpalMOHHBIX JOChe HAa 3aperUCTPUPOBAHHbIE JIeKapCTBEHHbIE ITpernaparThl.

21. 3aK/II04eHe MOXeT ObITh 00XKAJIOBAHO JIepsKaTeeM MM BaJe/IblieM PerucTpauyioHHOrIO
yIOCTOBEepeHMs JIeKapCTBEHHOTO Mpernapata (YIoJHOMOUEeHHbIM UM JIMIIOM) B MMHUCTEPCTBO B TeUeHMe
20 pabounx gHeli co JHS pasMelleHNs 3aKIIUeHMs B IMYHOM KabuHeTe 3asBUTe IS ITOCPeICTBOM MOAaun
’KaJI00bI Uuepes JTMUHBI KaOMHET 3asBUTeIS.

22. Inst pacCMOTPEeHMS Kamo0bl U MPUHSITHUS 110 Hell penieHuss MUHMUCTEPCTBO CO3/1aeT KOMUCCHUIO, B
KOTOPYIO BK/TIOUAIOTCS ITPeACTaBUTE/IM ITOABEIOMCTBEHHBIX MUHMCTEPCTBY HAYUHBIX OpraHMU3aI Uit 1
o6pa3oBaTebHbIX OPraHM3allMii BHICIIETO 06pa30BaHMsI, OCYIIECTBISIONINX AesITeIbHOCTD B cepe
oOpalieHMs JeKapCTBEHHbIX CPeICTB (ajee - KOMUCCUST), U UCTPeOyeT Y 9KCIIePTHOTO YUPEesKIeHUS
IOKYMEHTBI ¥ CBeieHMsI, Ha OCHOBaHUM KOTOPbIX 0opMJIeHO obykayeMoe 3akiouyeHne. B coctas
KOMMCCUM He MOTYT OBITh BKJ/IIOUEHBI ITPeICTaBUTEIM IKCIIEPTHOTO yupexkaeHus. [ToyoxkeHre 0 KOMUCCUA
" ee COCTaB YTBePXKAAITCSI MUHUCTEPCTBOM.

23. PaccMOTpeHMe Kaa00bl ¢ yUueTOM MOCTYIMUBIINX U3 IKCIIEPTHOTO YUPEXKIEHMS TOKYMEHTOB U CBeJeHU
OCYIIECTBISIETCS] KOMUCcHeli B TedeHne 10 paboumx qHeli Co AHS ee TOCTYIUIEHUS ITyTeM ITPUHSTHUSI OJTHOTO
U3 CJIeOYIOIIVX PeIIeHNi:

a) OCTaBUTD KaI00y 6e3 yIOBIeTBOPEHMS ;

6) IMIPpU3HATb >Kano6y 000CHOBaHHO MOJTHOCTHIO VJIM YaCTUYHO U HaITpaBUTb B 3KCII€EPTHOE YUPEKIAECHNE
npenmnmucanme 00 YCTpaHE€HMMN BBISIBJIEHHBIX HaI)YH_IEHI/Iﬁ C BHECEHIMEM IIpU HGOﬁXO/II/IMOCTI/I I1o
pe3yabTaTaM ero MCIIOJTHEeHMA M3MeHeHUl B IIepeydyeHb B3aMMO3aMeEHAEeMbIX JIEKaPCTBEHHBIX ITpeIiapaToB.



24. MOTUBMPOBAHHOE pellleHl e KOMUCCUM pa3MeIlaeTcs B IMYHOM KaOHeTe 3asIBUTEIS B TeUeHMe 2
pabouux JHeN CO THS ero IpUHSITUS.

25. DKcrepTHOE yupexaeHue B TeueHue 5 pabounx JHe co OHS TMOoMydeHus TpeaIcannsi, yKa3aHHOTO B
MOAITYHKTe "6" myHKTa 23 HacTostux [IpaBut, HarpasiisieT B MMHMCTEPCTBO COOTBETCTBYIOIIEE
3aK/II0UEHME VM BHOCUT MU3MEHEHUS B IepeueHb B3aMO3aMeHIeMbIX JIEKAPCTBEHHBIX ITPerapaTos.

YTBepxxaeHa

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepaiyin

oT 5 centsiops 2020 r. N 1360

®OPMA 3AK/IIOUEHNA
KOMUCCHU 3KCIIEPTOB ®EAEPAJIBHOI'O TOCYOAPCTBEHHOI'O
BIOJPKETHOI'O YUYPEJKIEHNMS ITO ITPOBEJEHUIO 3KCITEPTU3bI
JIEKAPCTBEHHDBIX CPEINCTB O BBAUMO3AMEHAEMOCTH JIEKAPCTBEHHBIX
ITPEITAPATOB OJII MEJULIMHCKOI'O ITPUMEHEHNW A JINBO O TOM,
YTO JIEKAPCTBEHHBI ITPEMTAPAT J1J11 MEOVIIMHCKOTO
[TPUMEHEHNM HE BJISETCA B3AMUMO3AMEHSEMbIM

MuHMUCTEpPCTBO 3ApaBoOXpaHerHus Poccuiickoi @enepanum

(HaumeHOBaHMe denepasbHOTO rOCYIapCTBEHHOTO OI0/IKe THOTO YUPEeXIeHMST)

VTBEPXIAIO

(PYKOBOIUTEIb, TIOATINCH, ITI€YATD)

20 T.

3AKJIIOYEHHME

KOMMCCUU
9KCITIEPTOB

(HauMeHoBaHMe (eepaabHOIO roCyIapCTBEHHOT0 GI0IKETHOTO YUPEKIEeHsT)

(B3aMMO3aMeHsIeMOCTH JIeKapCTBEHHBIX IIperapaToB IS
MeJMIIMHCKOTO IpMMeHeHMsI 1160 0 TOM, UTO JiIeKapCTBEHHbI
rpenapar Ojis MeIULIMHCKOTO ITPMMEeHeHMS He SIBJISIeTCS
B3ayMO3aMeHsIeMbIM)

I. Obwne cBegeHNs 0 NeKapCTBEHHOM NpenapaTe, Noasexallem
onpeneneHnto B3anMo3aMeHsaeMoCTn, N B3auMo3aMeHseMoM (pedepeHTHOM)
JleKkapCTBeHHOM MnpenapaTe

1. JlekapCTBEHHbIN NpenapaT, NoAseXxalnn onpeneseHnio B3anMo3aMeHAaeMoCTu:

1.1. HanmeHoOBaHMe NeKapCTBEHHOr o npenapaTa:

MeXXOyHapoOHOe HenaTeHTOBaHHOe ;

XUMNYeCcKoe Uam rpynnmpoBoYHoe ;

TOoprosoe ;

1.2. paTa rocynapCTBEHHOW perucTpauunm ieKapCTBEHHOro npenapaTta B
Poccuninckonm depepaumm n Homep permcTpaunoHHOro yoocToBepeHms




1.3. BMA nieKkapCTBEHHOr o npenaparTa ;
(pedepeHTHbIN, BOCMPOU3BEOEHHbIN,
brnonormnyeckmn, UMMyHoburosormn4eckuni,
brnoaHanor, KOMOMHNUPOBAHHbLIN, O
napeHTepasibHOro NUTaHNS, OPYron)

1.4. nekapcTBeHHasa popMa ;

1.5. papmaueBTUYeckasa cybcTaHUUA:

HanMeHoBaHMe hapMaLeBTuHeckon cybcTaHumm ;

(MexaoyHapoaHoe HenaTeHTOBaHHOe
HanMeHoBaHMe
WA rpynnmpoBOYHOeE,
NN XMMUYEeCKoe, a Takxe
Toprosoe (Npu Hann4unn)
HOMep peecTpoBON 3annUcK (MPU HaANNYNN) ;
1.6. cnocob6 BBegeHUs WAN TMPUMEHEHUSA JleKapCTBEHHOro rnpenapaTa

’

(oNns npyema BHYTPb, AJ1S HAPY>XHOIO MPUMEHEHUSs, A1 MECTHOIO NMPUMEHEHNS,
ANS NapeHTepasibHOro NPMMEHeHNs, A8 UHFANALNOHHOIO NPUMEHEHMS)
1.7. Hann4yne mnnm OTCYTCTBME B PErucTpauMoHHOM [OCbe pe3ysibTaToB
nccnenoBaHns GUO3KBMBANEHTHOCTU JIEKAPCTBEHHOIO NpenapaTa Wan NccienoBaHms
TepaneBTUYECKOMN 3KBMBAJIEHTHOCTU NIEKapCTBEHHOro npenapaTa

’

(MMeTCa NN OTCYTCTBYIOT)

1.7.1. HauMmeHOBaHMe wuccrenoBaHUs 6GUMOIKBMBANEHTHOCTU JIEKAPCTBEHHOIO
npenapaTta (MccnenoBaHUs TepaneBTUYECKOW 3KBUBANIEHTHOCTU JIEKAPCTBEHHOM 0
npenapaTa) ;

1.7.2. HauMeHOBaHMEe NEKAPCTBEHHOro nMnpenapaTa CPaBHEHUS, KOTOPbIN
NCMOsb30BaJICA NPU NPOBeAEHNN nccnenoBaHna 6M03KBMBANEHTHOCTU N1IeKAapPCTBEHHOI O
npenapaTta (MccnenoBaHUsA TepaneBTUYECKOW 3KBUBANIEHTHOCTU JIEKAPCTBEHHOM O
npenaparTa):

MeXOyHapoa4Hoe HernaTeHTOBaHHOoe ;

XNMUMYECKoe nan rpynnmpoBoyHoe ;

TOprosoe ;

1.7.3. poOKa3aHHbIE KJIMHNYECKWN 3HAYUMbIE Pa3nnydnsa QPapMakKoOKNHETUKN U (M)
3pheKkTnBHOCTN 1 6e30MacHOCTU NEeKapCTBEHHOro npenapaTta Npu nNpoBeLeHUn
nccnenosaHns 6OUMO3KBMBANIEHTHOCTU NeKAapPCTBEHHOro npenapaTta (uccrnepoBaHus
TepaneBTUYECKON 3KBMBAJIEHTHOCTM JleKapCTBEHHOro npenapaTa)

(MMeTCa NN OTCYTCTBYIOT)

2. B3anmosameHsieMbi (pedepeHTHbIN) NeKapCTBEHHbIN npenapaTt ANS uenen
onpepeneHns B3aumMo3aMeHAeMOCTN:

2.1. HanMeHoBaHMe fleKapCTBEHHOro npenaparTa:

MeXAyHapoAHOe HernaTeHToBaHHOe ;

XYMUYeCcKoe Uan rpynnmpoBoyHoe ;

TOoprosoe ;

2.2. paTa rocynapCTBeHHOW pernctpauunum nekapCTBeHHOro npenapaTta B
Poccnnckon depepaumm n HoOMep pPerucTpaumoHHOro yaoctoBepeHusa (LaTa
perncrtpaunm B NUHOCTPAHHOM rocygapcTBee) ;

2.3. BU4 NeKapCTBEHHOro npenapaTa ;

(oprnHanbHbIN, BOCNPOU3BEAEHHbIN,
HbrnoaHanor)
2.4. nekapcTBeHHada popMa ;
2.5. hapMaLeBTMYeCKasa cybcTaHUUA:




HanMeHoBaHMe hapMaLeBTUYeckon cybcTaHumm ;
(MexxgyHapoaHoe
HenaTeHTOBAaHHOE HaMMeHoOBaHUe
WNn rpynnmpoBOYHOE,

NN XMMNUYeckKoe, a Takxe

Toprosoe (Npu Hann4unn)
HOMep peecTpPoBOW 3anNncK (NpPK HaNU4YnMKn) ;
2.6. cnocob BBegeHUA WAM MPUMEHEHUNA NeKapCTBEHHOro npenapaTa

(ons npyema BHYTpPb, AJ1S HAPY>XXHOIO MPUMEHEHUS, OJ18 MECTHOIO NMPUMEHEHUS,

AN NapeHTepasibHOro NpMMeHeHns, ANt UHraNaUMOHHOIO NPUMeHeHNs)

2.7. petepeHTHbIN NIeKapCTBEHHbIA MnpenapaT, KOTOPbIA MCNOAb30BasiCca Kak
npenapat CpaBHEHUS MpU MPOBEAEHMU UCCNenoBaHUs OKO3KBMBAIEHTHOCTH
JIEKAPCTBEHHOro npenapaTta (MccnenoBaHUsl TepaneBTUYECKOW 3KBUBAJIEHTHOCTU
JIEKApCTBEHHOro npenapaTa), noaJsiexallero ornpenesieHnt0 B3anMMO3aMeHAeMoCTH

II. KpuTepumn (XxapakTepUCTUKN), HA OCHOBAHNN KOTOPbLIX YCTaHaBINBaETCA
B3aMMO3aMeHAEeMOCTb JIEKAaPCTBEHHbLIX NMpenapaTos

1. 2KBMBaANEHTHOCTb (ANna 6bmoaHanorosBbix (6MONOAOOHLIX) NEKAPCTBEHHbIX
npenapaTtoB (bnoaHasnoroB) - COMNOCTAaBUMOCTb) KAQ4Y€CTBEHHbIX N KOJIMYECTBEHHbIX
XapaKTepucTmk dapMaueBTUYeCcKnX cybCcTaHUM NeKapCTBEHHOro npernapaTta wan
COMOCTaBUMOCTb aHTUMreHHOro cocTaBa BakKUWH, MoAJsiexalux onpeneneHuto
B3aMMO3aMEHAEeMOCTW, N B3aMMO3aMeHSeMOoro (pecepeHTHOro) JnekapCTBEHHOro
npenapaTa:

a) pe3ynbTaT OUEHKN KpUTepUsa (XapaKTEPUCTUKKU) - KadeCTBEHHbLIE U
KOJIMYECTBEHHbIE XapPaKTEPUCTUKN dapMaueBTUYeCKUX cybcTaHuuinm, BXOAAWMX B
COCTaB JlIeKapCTBEHHOro npernapaTta WM aHTUFeHHbIM COCTaB BaKLUMWH

(3KBUBaNneHTHbI (oNns bnoaHanorosbix (6MonogobHLIX) IeKaPCTBEHHbIX MPENapaToB

(bnoaHanoros), BakUMH - CONOCTaBUMbl) B3auMoO3aMeHAeMOMY (pehepeHTHOMY)

NleKapCTBEHHOMY npenapaTy WM He 3KBMBAJIEHTHbI (HE CONOCTaBUMBbI)

6) obocHOBaHME OLEHKN KpUTepusa (xapakTepucTukmn)

2. DKBMBAJIEHTHOCTb JiIeKapCTBEHHOW (HOPMbl JIEKAapPCTBEHHOI O npenapaTa
noasexawero onpegeneHntd B3aMMO3aMEHSeMOCTU, W B3aMMO3aMEHSeMOoro
(pethepeHTHOr0) NeKapCTBEHHOr O NpenapaTa:

a) pe3ynbTaT OUEHKU KpuTepus (XapakKTepucTuKU) - iekapCTBeHHasa opMa
JleKapCTBEHHOr o npenapaTa ans MeOUNLMHCKOrro npuMeHeHuns

(3KBMBaN€HTHa B3aMMo3aMeHAaeMoOMy (pedepeHTHOMY) ileKapCTBEHHOMY
npenapaTy Win He 3KBMUBAJIEHTHA)

6) 060CHOBaHME OLEHKN KPUTEPUS (XapaKTepPUCTUKN)
3. DKBUBAJIEHTHOCTb WJIN COMOCTAaBMMOCTb COCTaBa BCMOMOraTeibHbIX BelJ.I,eCTB
NIeKapCTBEHHOr0 npernapaTa, noAJjiexxawero onpeaesieHnt0 B3auM0O3aMeHAeMOCTU, U

B3anMo3aMeHsAeMoro (pedepeHTHOro) 1eKapCTBEHHOro NpenapaTa:
a) COCTaB BCMOMOraTeslbHbiX BeLWeCTB JIeKapCTBEHHOro rnpenapaTa ,EI,J'IFl
MeOUNLNHCKOro NpUMeHeHns ;
(3KBMBaNeHTEH B3aMMO3aMeHSaeMoMY (pedhepeHTHOMY)
NleKapCTBEHHOMY NpenapaTy Win He 3KBUBAJIEHTEH)
6) obocHOBaHME OLEHKN KpUTepusa (xapakTepucTnKkmn) ;
B) yKa3aHMe Ha WCKJYeHne oTAeNbHbIX Fpynn NaunueHToB (ecam npuMeHnMo)
NpY OLLEHKE KPUTEPUA (XapaKTepPUCTUKN)




4. NoeHTuU4HOCTb cnocoba BBepeHUs n crocoba NPUMEHEHNSA JIEKAPCTBEHHOIO
npenapaTa, noanexaliero onpenesieHnto B3anMo3aMeHseMoCTn, N B3aM0O3aMeHseMoro
(pethepeHTHOr0) IeKapCTBEHHOr 0 NpenapaTa:

a) cnocob BBeOeHMA W MNPUMEHEHUS JIeKapCTBEHHOro nmpenapaTa

’

(MOEHTUYEH NN HE NOEHTUYEH)

6) obocHOBaHMe OLEeHKN KpuTepusa (xapakTepucTukmn)

5. CooTBeTCTBME MNPOM3BOAMTENA JIEKAPCTBEHHOrO CpencTBa TpGﬁOBaHI/IFIM
npasui HagJsiexxalwen Npon3BoACTBEHHON MPaKTUKN:

a) COOTBETCTBME MNPOU3BOAUTENS NEKapCTBEHHOro cpepctea TpeboBaHuAM

npaBua Hajs1ieXxalwen Npon3BoACTBEHHON NPaKTUKN

(nooTBEPXXAEHO NN HE NOATBEPXKOEHO 3aKJIIOYEHUEM)
6) o6oCHOBaHME OLEHKN KpUTEPUA (XapakKTePUCTUKN)

[ll. O6bwinin BbIBOA MO pe3ysibTaTaM 3KCMEePTHON OLEHKMN
no onpeneneHnto B3anMo3aMeHAeMOCTHM JIEKAapPCTBEHHOI O npenapaTa
ONsa MeaANUNHCKOro NMpMMeHeHns

Mo pe3ysibTaTaM OLIEHKU KPUTEPUEB (XapaKTEPUCTUK), Ha OCHOBAHUN KOTOPbIX
ornpenensieTca B3aMMO3aMeHSIEMOCTb JIEKAPCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbIN
npenapaT Npu3sHaH

(B3aMMO3aMeHSEMbIM U HE B3aMMO3aMeHSeMbIM)

c

(peepeHTHbIM (MHBIM BOCNPOU3BEAEHHbIM) JIeKAPCTBEHHLIM NpenapaToM)
B3anMo3ameHsaeMOCTb ornpefesieHa C YKa3aHUeM Ha UCKJYeHue CriefyroLwmx
OTAesIbHbIX Fpynn NauneHTOoB:

Kommuccus sKCriepToB B COCTaBe:

rnpeacenaTe/ib KOMMUCCUM SKCIIEPTOB

(momkHOCTD) | | (p.1.0.) | | (mommucCh)

OTBETCTBEHHbIN CeKpeTapb

(momxkHoCTb) | | (Pp.1.0.) | | (MmoamMch)

SKCIIE€PThI

(momkHOCTB) | | (Pp.1.0.) | | (mommmce)

IaTa obopmiaeHus 3akawueHns: " " 20 T




