IMPABUTEJILCTBO POCCUHUCKON ®EJEPAIIMHA
ITOCTAHOBJIEHHUE

oT 5 ceHTs10ps 2020 . Ne 1360

MOCKBA

O nopsiake onpeac/icHus B3aHMO3aMEHACMOCTH JICKAPCTBCHHBIX
npenaparoB AJd MEAHIHUHCKOI'O IPHMEHCHUS

B cootBeTcTBHMM O cTaTheit 27 ®eaepanbHoro 3akona "O6 obparieHuu
nexapcTtBeHHbIX  cpeactB”  IlpaButenbctBo  Poccwuiickoit  ®emepauuu
NOCTAHOBJAAECT:

1. YTBepnuth npunaraemele:

IIpaBuiia onpeaeaeHus B3aMMO3aMEHSIEMOCTH JIeKapCTBEHHBIX
MpenapaToB AJi1 MEIMLUUHCKOrO MPUMEHEHHS;

bopmy 3aKJIIOYEHUs KOMHCCHH 9KCIEPTOB benepanbHOTO
roCyZJapCTBEHHOI'0 OIOJDKETHOTO YUPEXACHUS MO MPOBEICHHIO IKCIEPTHU3bBI
JIEKapCTBEHHBIX CPEJCTB O B3aMMO3aMEHSEMOCTHU JIEKAPCTBEHHBIX INpernapaTos
Ul MEJMIMHCKOrO NPUMEHEHHS JIMOO O TOM, YTO JIGKAPCTBEHHbBIN MMpenapar
JUIS MEJULIMHCKOTO [TPUMEHEHHUS HE SIBJISETCSI B3aHMO3aMEHSIEMBIM.

2. IlpusHath  yTpaTHBIUMM CUJIYy [ocraHoBiieHHe [IpaBuTenncrsa
Poccuiickoit ®epepauuu ot 28 okTabpst 2015r. Ne 1154 "O nopsaxe
ONpeeNieHHs]  B3aMMO3aMEHSIEMOCTH  JIEKapCTBEHHBIX  I[pernaparoB s
MeguuuHCcKoro npumeHenus" (CoOpanue 3akoHomateascTBa PoccuiicKoi
Oenepaunm, 2015, Ne 45, ct. 6248).

3. Hacrosmiee nocraHOBIEHHWE BCTYMaeT B CHIYy CO JHSA  €ro
oHULHATEHOTO ONyOJIHKOBAHUS.

Ilpencenaresns IpaBute

Poccuiickoit ®enepa) M.MuiryctuH
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YTBEPX/IEHbBI

noctanoBiieHueM lIpaBurenbcTBa
Poccutickoit @enepauuu
oT 5 cents6ps 2020 r. Ne 1360

IIPABHJIA

onpeae/icHUA B3AHMO3aMEHACMOCTH JIEKAPCTBCHHBIX IIpelapaToB
AJA MCIHIHHCKOIro NIpUMCHCHHUA

1. Hacrosmme IlpaBuna  ycTaHaBiMBaIOT MOPSANOK  OMNpeaeieHud
B3aMMO3aMEHSIEMOCTH  JIEKApCTBEHHBIX IpenaparoB JJil  MEAULIMHCKOIO
NpUMEHeHHs (Janee - JIeKapcTBEHHbIE MpemnapaThl), a Takke OCOOEHHOCTH
omnpelesieHdss B3aUMO3aMEHSEMOCTH  OTJEJIbHBIX BHMAOB  JIEKApCTBEHHBIX
MpenapaToB.

Hactositiwe IlpaBuna He pacnpocTpaHstOTCsT Ha  JIEKapCTBEHHBIE
pacTUTENbHBIE MpenapaThl ¥ FTOMEONaTHYecKue JIeKapCTBEHHbIE MpenapaThl.

2. B3auMo3aMeHseMOCTh  JIEKApCTBEHHOIO IIpernaparta  OIpeenseTcs
MuHuctepctBoM  3apaBooxpaHeHust Poccuiickoin @enepaunu  (nanee -
MUHHCTEPCTBO) HAa OCHOBE 3aKJIIOYEHMs] KOMHCCHUU 3KCIEPTOB (penepanbHOro
rocyJapCTBEHHOro OIOJUKETHOrO YUpEeXJEHUS MO MPOBEACHUIO JKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB O B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MpPENapaTroB
IJIS. METULMHCKOrO TPUMEHEHHS OO0 O TOM, YTO JIEKAPCTBEHHBIM Mpenapar
JUTS. METUIIMHCKOrO TMpUMEHEHUs He SBISIeTCs B3auMo3aMeHsieMbIM (zasee
COOTBETCTBEHHO - JKCIEPTHOE YUpEXACHHE, 3aK/IIOYEHHE), NPEeACTaBIAEMOrO
IKCHEPTHBIM yUpeXXJeHHeM 1o (opme, YTBEPXKACHHON [OCTaHOBJIEHUEM
[IpaButensctBa Poccuiickoit ®enepauun ot 5 centsops 2020 r. Ne 1360 "O
MOpsIJIKE OTpe/leSieHUs] B3alMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX IMpernapaToB IS
MEIHULIMHCKOTO NPUMEHEHHUS .

3. B3anMo3amMeHsAeMOCTh JIEKAPCTBEHHBIX IMpPENapaToB YCTaHABIUBAETCS
Ha OCHOBaHUM CJIEAYIOLUNX KPUTEPUEB (XapaKTEPUCTHUK):

a) 3KBUBAJICHTHOCTH (ans O610aHAIOrOBBIX (6uono10O6HBIX)
JIEKapCTBEHHBIX MpenapaToB (0M0aHaIOroB) - COMOCTABUMOCTh) KayeCTBEHHbIX
W KOJUYECTBEHHBIX XapaKTepUCTUK (apMalleBTUUYECKUX CyOCTaHUUH WIH
COIIOCTAaBUMOCTh aHTUI'€HHOI'O COCTaBa BakKUUH. Vcrnosjp3oBaHue pa3IMYHBIX
cojieii, 3UpoB, KOMIUIEKCOB, H30MEPOB, KPUCTAIMYECKUX (OpM M ApYTHX
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OPOM3BOAHBIX OJHOTO W TOr0 e JCHCTBYIOLIEro BellecTBa He SBISIETCH
NpENnATCTBUEM  JJIs  ONpeJeNieHHs] B3aUMO3aMEHSEMOCTH JIeKapCTBEHHBIX
[IpenaparoB, €Clyd HOpPpH MPOBEACHUM HCCIeNOBaHHS OMO3KBHBAJIEHTHOCTU
JIEKapCTBEHHOrO0  mpenapara  MJIM  HCCIeOBaHUS  TepalleBTUYECKON
DKBUBAJIEHTHOCTH  JIEKAPCTBEHHOIO  Ipernapara  JOKa3aHO  OTCYTCTBHUE
KJIMHUYECKU 3HAUYMMBIX pa3iudyuil GapMakoKMHeTUKH U (WIH) 3PPeKTUBHOCTH
1 0e30MacHOCTH JIEKapCTBEHHOTO Mperapara;

0) 5KBHBAJIEHTHOCTh JieKapcTBeHHOH ¢opmel. [log sxBUBaneHTHBIMU
JIEKapCTBEHHBIMH  (OPMAMH MOHHUMAIOTCS pa3Hble JieKapCTBEHHbIE (OPMEI,
MUMEIOIIME OMHAKOBBIE CITOCOO BBEICHHUS U CTIOCOO MPUMEHEHHs, 00J1a4alo1He
COMOCTaBUMBIMH (bapMaKOKHHETHIECKUMU XapaKTepUCTUKaMH "
(dapMaKoJOrM4ecKUM JelcTBHEM U 00ecleuMBarolIde TaKKe JOCTHIKEHUE
HeoOX0AMMOro KIMHU4YeCKoro sddexta. Paznuuus nekapcTBeHHBIX (GopMm He
SBASIOTCA  TIPENSTCTBHEM VIS OMpENEIeHUsT  B3aUMO3aMEHIEMOCTH
JIEKapCTBEHHBIX  IIPENaparoB, €ClIM INpH  TPOBEIECHHH  HCCIEeIOBaHUs
OMOSKBHBAJICHTHOCTH  JIGKAPCTBEHHOrO  TIperapara MM MCCJIEOBaHUs
TepaneBTHYECKOH OJKBMBAJIEHTHOCTH JIEKAPCTBEHHOIO TMperapaTta [0Ka3aHo
OTCYTCTBME KIMHHYECKH 3HAUMMBIX pa3nuuuii (apMakOKUHETHKH U (MJIH)
3QPEXTUBHOCTH U 6€30M1aCHOCTH JIEKapCTBEHHOIO Mperapara;

B) SKBHBAJICHTHOCTh HWJIM COINOCTaBHUMOCTH COCTaBa BCIIOMOIATENBHBIX
BELLECTB JIEKaPCTBEHHOIO Iipenapata. Pa3nuyus cOCTaBOB BCIIOMOIAaTENIbHBIX
BELIECTB JIEKAPCTBEHHOIO IIperapaTa He SBJISIOTCA NPENATCTBHEM sl
onpene/eHnusl B3aMMO3aMEHIEMOCTH JIEKaPCTBEHHBIX IpenaparoB, ecjiu MpH
NPOBEIEHUH MCCNENOBaHUA OHMOIKBHBATICHTHOCTH JIEKAPCTBEHHOrO Ipernapara
WJIM  HCCIIEOBAaHHS TEePaleBTUYECKOW 3KBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npenapara  JOKa3aHO OTCYTCTBHE  KIMHHYECKH 3HAYMMBIX  pa3lu4uii
(papmakoxkuneTUKH U (Wn) 3GGHEKTUBHOCTH M 6€30MacHOCTH JIEKaPCTBEHHOIO
npenapara Ajis MEIMLUMHCKOro nprMeHeHHs. [lpW Hanuyuu KIMHUYECKH
3HAYUMBIX  pa3sIuuuid  QpapMakOKUHETHKH W (WiM) 3(deKTUBHOCTH U
©e30MacHOCTH JIEKapCTBEHHOTO NpenapaTa B3auMo3aMeHsAeMOCTE OIIpeeNseTcs
C YKa3aHHMEM Ha MCKJIOYEHUE OTAENBHBIX TPYIII MallMEHTOB;

') MAEHTUYHOCTD crioco0a BBEIEHUS U CIIoco0a MPpUMEHEHNS;

J1) COOTBETCTBHE NPOU3BOJIUTENS TEKAPCTBEHHOTO Cpe/ICcTBa TPeOOBaHKAM
NpaBUJI HaaJeXxaluled IPOU3BOACTBEHHON MPaKTUKH,

4. Onpenenenue napamMeTpoB, NPeayCMOTPEHHbBIX MoamnyHKkTamMy "a" - "B"
nyHkTa 3 Hacrodwux IlpaBun, ocyllecTBAsfeTCsE KOMMCCHEH BKCIEPTOB
3KCIEPTHOTO  YUYPEeXIEHHMs  NOCPEACTBOM  CpaBHEHMS  HOPMATHUBHOI
JOKYMEHTAlUM Ha JIEKapCTBEHHBIE Npenaparbl, OTYETOB O MPOBEAEHHBIX
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MCCe10BaHuAX OMOIKBUBAJICHTHOCTH WJIM TepaneBTHYECKOH 3KBUBAJIEHTHOCTH
JIEKApPCTBEHHBIX TMPENaparoB, a TAKKe JOKYMEHTOB U CBEJIEHMH, yKa3aHHBIX B
nyukTax | u 2 uvact 5 craten 18 ®epepanbHoro 3akona "OO obpaieHuu
JIeKapCTBEHHBIX CPEACTB".

Omnpenesnienne napameTpa, MpeaycCMOTPEHHOro MOAMYHKTOM "' mmyHKTa 3
gactosumx IlpaBun, OCYLIECTBIsSETCS KOMHCCHEH 3KCIEPTOB 3KCIEPTHOTrO
VUPEXKICHUS TIOCPEJCTBOM CpPaBHEHHs MHCTPYKUMH 10  MEAMIHUHCKOMY
MPUMEHEHHIO JIEKapCTBEHHBIX ITpenapaTos.

OrnpeneneHye napaMeTpa, IpeayCMOTPEHHOr0 NOJANYHKTOM "1 IMyHKTa 3
Hactosammx IlpaBus, OCYIEeCTBIAETCS KOMHUCCHUEH OJKCIEPTOB IKCIEPTHOIO
YUpPEXKACHHUS NIOCPEACTBOM OLICHKH JOKYMEHTOB u CBeJIeHUH,
NpeycMOTPeHHBIX NMyHKTaMK 3 1 4 vactu 4 ctathy 18 DenepanbHOro 3aKoHa
"O0 oOpallleHHH JeKapCTBEHHbIX CPEACTB".

5.Tlpu onpeneneHNM KOMHCCHEH 3KCIIEPTOB JKCIIEPTHOTO YUYPEXICHUS

B3aHMO3aMCHACMOCTH OHOIOTUYECKHX JICKAPCTBEHHLIX npenapaTonB
YCTaHABJIMBACTCA:
a) HICHTUYHOCTH MEXKAYHAPOAHbBIX HEMaTCHTOBAHHBIX nin

FPYMITUPOBOYHBIX ~ WJIM ~ XHMHUYECKHMX  HAaUMEHOBAHUM  JIEKAPCTBEHHBIX
Npenaparos;

©) SKBHBAJICHTHOCTH JIEKAPCTBEHHBIX (POPM JIEKaPCTBEHHBIX IIPENapaToB;

B) COMOCTaBUMOCTb KaYeCTBEHHBIX M KOJIMYECTBEHHBIX XapaKTEPUCTHK
dapMalieBTUUeCKUX CyOCTaHUMH (OpUM HajgW4yuM), BXOIAUIMX B COCTaB
JI€KapCTBEHHBIX MPENapaToB;

) MAEHTUYHOCTh HWMEIOLUXCSl B HHCTPYKLUHAX 10 MEIULMHCKOMY
NPUMEHEHHIO JIEKApCTBEHHBIX NPenapaToB IMOKa3aHUN ¥ NPOTHBOINOKA3aHUH K
MEAMIIMHCKOMY TIPHUMEHEHUIO JIEKapCTBEHHBIX IIPENnaparoB, B TOM 4YHCIHE
0COOEHHOCTeHf TNpPUMEHEHUS JIeKapCTBEHHBIX [PENapaTroB Yy pPa3jIUYHBIX
BO3PACTHBIX IPYII NalLUEHTOB, BKIOYas AeTel;

1) 9KBUBAJIEHTHOCTD noxkasareseu (hapMaKOKHHETHKHU U (Wn)
(hapMaKOIMHAMHUKY;

€) COMOCTaBUMOCTh TMoOKa3zarened Oe3onacHOCTH, J(PQOEKTHUBHOCTH H
MMMYHOI€HHOCTH  TIO0  pe3yjJbTaTaM  HCCIEJOBAaHMM  TepaneBTHYECKON
IKBUBAJIEHTHOCTH.

6. [lpu onpeneneHUM KOMHUCCHEH 3KCNEPTOB JKCIIEPTHOTO YUYPEXKACHUS
B3aMMO3aMEHAEMOCTH  KOMOHWHMPOBAHHBIX  JIEKAPCTBEHHBIX  IPErNapaToB

(comepxammx komMOMHanuioo 2 u  Oosnee  JIEHCTBYIONIMX  BEILECTB)
yCTaHAaBIUBAETCs:
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a) MAGHTUYHOCTh TPYNIUPOBOYHBIX HAaUMEHOBAaHUH  JIEKapCTBEHHBIX
npenaparos:

0) 9KBUBAJIEHTHOCTD JICKapPCTBEHHBIX (POPM JIEKapCTBEHHBIX MPENIapaToOB;

B) OKBUBAJIEHTHOCTb KAuE€CTBEHHBIX U KONHWYECTBEHHBIX XapaKTEPHUCTHUK
¢apmaneBTUYECKUX CyOCTaHUMI, BXOOSIIMX B COCTaB JIEKAPCTBEHHBIX
IIpenaparos;

) MICHTHYHOCTh HUMEIOIIUXCS B HHCTPYKUUAX MO MEIUIIMHCKOMY
IIPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaToB MOKa3aHUW U NPOTHMBONOKA3aHUM K
MEMLIHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHBIX NMPENapaToB.

7. B3auMo3aMeHsieMble KOMOMHUPOBaHHbIE JIEKApCTBEHHbIE IpernapaThl
(coneprxanme koMOHHaIMIO 2 U Gonee AEHCTBYIOIIMX BEILIECTB) JOKHBI OBITh
3apeructpupoBaHbsl B Poccuiickoii @epepauuy no pesyiabTaTaM NpPOBEACHHS
vccien0BaHusA OMOIKBUBAJIEHTHOCTH MIIM TepaneBTUYeCKOH SKBUBAJIEHTHOCTH C
COOTBETCTBYIOLIUM pedepeHTHBIM KOMOMHHUPOBAHHBIM IpenapartoM Jubo
COOTBETCTBYIOIUMMHM  pe(EepeHTHbIMH  JIEKapCTBEHHBIMH  MpenapaTaMu,
UMEIOIIMMH  MEX/yHApOIHble  HEMATCHTOBAHHbIE  (XHMHYECKHe  HIH
IpYNIHUPOBOYHbIE) HAaUMEHOBAHMS, BXOASILME B COCTaB COOTBETCTBYIOLIETO
KOMOMHHPOBAHHOTO JIEKAPCTBEHHOT'O Npenapara.

8. IIpu omnpeneneHun KOMHUCCUEH 3KCIEPTOB SKCIEPTHOIO YUPEKIAECHHUS
B3aMMO3aMEHIEMOCTH  HENO3UPOBAaHHBIX  JIEKAPCTBEHHBIX  IIperaparoB
YCTaHABJIUBAETCA:

a) MIEHTUYHOCTb MEXIYyHapOHbIX HEMATEHTOBAaHHbIX (FPYNIHUPOBOYHBIX
WIA XMMHYECKUX) HAUMEHOBaHUH JIEKapCTBEHHBIX MpenapaTos;

0) SKBUBAJICHTHOCTb JIEKAPCTBEHHBIX (JOPM JIEKAaPCTBEHHBIX IIPENapaToB;

B) DKBUBAJIEHTHOCTb KAUECTBEHHBIX M KOJMYECTBEHHBIX XapaKTePUCTHK
dapmaleBTHUECKHX CcyOcTaHLMNA, BXOOIIIMX B COCTaB JIEKAPCTBEHHBIX
npenaparos;

I) MAGHTUYHOCTh HMEIOIUXCS B  HMHCTPYKLHUAX 10 MEIULHHCKOMY
NPUMEHEHHIO JIEKaPCTBEHHBIX IPENapaToB MOKAa3aHW M NPOTUBOTNOKA3aHUM K
MEIHUIIMHCKOMY IPUMEHEHUIO JIEKaPCTBEHHBIX TPENapaToB.

9.1lpu onpeneneHUU KOMHUCCHEH 3KCNEPTOB KCIEPTHOTO YUPEKICHHS
B3aUMO3aMEHSEMOCTH JIEKAPCTBEHHBIX IMPENapaTtoB [ I[AapeHTepalbHOTO
NUTaHUsA yCTaHABIUBAETCS:

a) UWAEHTHYHOCTh MEX/YHApOAHBIX HENATEHTOBAaHHBIX (TPYNIMHPOBOYHBIX
WM XMMUYECKHX) HAUMEHOBAaHU JieKapCTBEHHBIX MPENapaTos;

0) PKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX (OPM JIeKapCTBEHHBIX [IpenapaTos;
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B) DKBUBAJIEHTHOCTh KAYECTBEHHBIX M KOJIUYECTBEHHBIX XapaKTEPUCTHK
(dapMalleBTHYECKUX CyOCTaHLMi, BXOASIMX B COCTaB JI€KAPCTBEHHBIX
nperaparos;

) MAGHTUYHOCTh HMEIOUIMXCS B HHCTPYKLHUAX 110 METULMHCKOMY
NPUMEHEHHUIO JIEKAPCTBEHHBIX IIPEIapaToB IOKa3aHWM W MPOTHBOINOKA3aHMMH
K MEJIMLIMHCKOMY IIPUMEHEHHIO JIEKapCTBEHHBIX MPEIapaToB.

10. Bzanmo3aMeHs1eMOCTh BOCIIPOU3BEICHHbIX JIEKaPCTBEHHBIX
[pernaparoB, MPeIyCMOTPEeHHbIX NyHKTaMHM | - 7 wactu 10 cratem 18
QepepanpHoro  3akoHa  "OO0 oOpallleHMM — JeKapcTBEHHBIX  CpencTs",
yCTaHaBJIMBaETCA 0e3 HE00XO0AUMOCTH J0Ka3aTeJIbCTBA uX
OMO3KBUBAJIEHTHOCTH.

11. B3aumo3aMeHseMOCTh JIeKapCTBEHHBIX IMPENapaToB, YKa3aHHLIX B
nyHkre 4 wactu 4 crateu 3 PepepanbHoro 3akoHa ot 27 nexabps 2019 r.
Ne 475-®@3 "O BHecennn n3MeHeHud B ®DenepanbHblii 3akoH "O6 obparieHun
JeKapcTBeHHBIX cpelacTB" U DenepanbHblil 3akoH "O BHECEHMH HU3MEHEHHH B

®enepanbHbIN 3aKOH "O6 oOpauienuu JIEKapCTBEHHBIX cpeacTs”,
yCTaHaBJIMBAETCs Oe3 HE00XOOUMOCTH JloKazaTeNnbCcTBa nx
OHMOPKBUBAJIEHTHOCTH.

12. Jonyckaetcs YCTaHOBJIEHUE B3aUMO3aMEHIEMOCTH

KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IpenapaToB (IPeACTaBIAIOMUX COOOMH
xoMOUHaLuIo 2 1 Gonee NefcTBYIOUIMX BEIIECTB) U KOMOWHAIMHY U3 OTAENBbHBIX
JIEKapCTBEHHBIX [MpPEnapaTroB, HMEIOLIUX MEXAYHapOIHbIE HEIaTeHTOBAHHLIE
(XUMHUYECKHE WU TPYNNHUPOBOYHBIE) HAUMCHOBAHMS, BXOMSIIME B COCTaB
COOTBETCTBYIOIIMX KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MMPENapaToB.

13. BocnipousBeieHHbIE J€KapCTBEHHbIE Mpernaparbl (6HOaHANIOrOBhLIE
(6rononobHEIe), B3aMMO3aMeHseMble TI0 OTHOIIECHHIO K OJHOMY pedepeHTHOMY
JIEKapCTBEHHOMY IIpernapaTy, B3auMo3aMeHsieMbl MeXy co0O0ii.

14. OxcniepTHoe yupexjeHue no ucreueHud 10 paGouux aHed co gHA
BHECEHUs]  MuHHCTEpPCTBOM uHpopmaluu O  3aperucTpUpOBaHHOM
JIEKQpCTBEHHOM TIpenapaTe B TOCYJapCTBEHHbIH peecTp JieKapCTBEHHBIX
cpeacTB  (QOPMHUPYET KOMHCCHIO 3KCIEPTOB B 1e/sIX OCYLIEeCTBIEHHs
OKCTIEPTU3Ll PErHCTPALMOHHOIO JOChe Ha JIEKapCTBEHHBIN TpenapaTr s
OTpeJleNIEHUs ero B3auMO3aMeHSIeMOCTH.

15. OkcneptHoe yupexaeHue B Tedenue 20 pabouux naHed co JHA
(GopMHPOBAaHUA KOMUCCHH 3KCIIEPTOB MPOBOJIUT IKCIEPTU3Y PETHCTPALIMOHHOIO

JI0Che Ha JIEKapCTBEHHBIN Mpemnapat, ohopMIIseT 3aKIIOUeHHE U HANIPABIISET €T0
B MUHUCTEPCTBO.
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16. B ciy4ae BBISBIEHHUS DJKCHEPTHBIM YUpPEXKICHUEM OTCYTCTBHS B
pEerucTpalluOHHOM  J10Cb€  Ha  BOCHpOM3BeJeHHBIH  (OHOaHAJIOrOBBIMH,
O6MonoaoOHBIN) JE€KapCTBEHHBIN Mpernapar, B3auMO3aMeHSIeMOCTb KOTOpPOro He
YCTaHOBJIEHA B COOTBETCTBUHM C 4acThio 4 cratbu 3 dDenepanbHOro 3akoHa
ot 27 nexadps 2019 r. Ne 475-®3 "O BHeceHun u3MeHeHuil B DenepanbHblii
3akoH "OO0 obpallleHun JeKapcTBeHHBIX cpeAcTB" u DegepanbHbll  3aKOH
"O BHeceHun  u3MeHeHMd B DenepanpHpiii  3akoH "6 obOpaleHunn
NeKapcTBeHHBIX cpeacTB” U co cratbeit 27 QenepasbHOTO  3aKOHA
"O0 oOpalieHMH JIEKAapCTBEHHBIX CpPeACTB", pe3yNbTaTOB HCCIEI0BaHMUsA
OMO’KBHBAJIEHTHOCTH WM TepareBTUUECKOM SKBUBAJCHTHOCTH 110 OTHOLIEHHIO
K pepepeHTHOMY JEeKapCTBEHHOMY IMIpernapaTty OJKCIEepPTHOE YYpexAeHHe
B TeueHHe 3 pabouux [HeHl co AHS OOHapyXeHHUs OTCYTCTBHS YKa3aHHOM
nH(pOpMallMy HanpasisieT JaHHbIe CBeJeHHs] B MUHUCTEPCTBO.

B yka3aHHBIX CBEAECHHMSIX B OTHOLIEHMM KaXJOTro JeKapCTBEHHOTO
npernapara 3KCIEPTHBIM YYPEKIAEHUEM YCTaHaBJIUBAETCS CPOK, NOCTATOYHBIM
JUTS1 TIPOBEZICHUS] HEOOXOAMMBIX KITMHUUYECKHX MCCIICHOBaHUH, HO He Ooiee ueM 3 roza.

17.B cny4ae BbIABJIEHHSI B MHCTPYKUMSAX [0 MEIMLUHCKOMY
IIPUMEHEHHIO B3aMMO3aMEHSEMBIX JIEKQpCTBEHHBIX MpernapaToB pasjuduid B
MOKa3aHUAX ISl IPUMEHEHH (3a MCKIIOYEHHEM IOKa3aHUi [Uisi MPUMEHEHHS,
BKJIIOYEHHBIX B MHCTPYKIMM Ha OCHOBaHUM pe3yJbTaTOB COOTBETCTBYIOLIHX
HUCCIENOBaHUM) K B IPOTHBONOKA3aHMUAX /JIS TIPUMEHEHHUS JKCIEPTHOE
yupexJeHue B TeueHHe 3 pabounx IHel co OHS oOHApY)XeHUs TaKUX Pa3Iuduid
HaIpaBJIsieT COOTBETCTBYIOLIME CBEIeHUs B MUHUCTEPCTRO.

18. Munucrepctso B TedeHHe 3 paboyux AHEH co JHS TOMy4YeHHUs
CBEJICHMH, YKa3aHHBIX B NyHkTax 16 u 17 nHacrosmux IlpaBun, HampaBnser
JiepXKaTeto VU BJIAJEIIBILY PErUCTPALlMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOIO Ipenapara (YNOJIHOMOYEHHOMY WM IOPHAMYECKOMY JIMILLY)
3alpoc O HEOOXOAMMOCTH TPEICTABJICHHS OTYETOB O  pe3yiabTarax
COOTBETCTBYIOIIUX KIMHUYECKUX HCCIEAOBAHUH JIeKapCTBEHHOIO Mperapara ¢
YYE€TOM YCTaHOBJIEHHOTO 3KCIIEPTHBIM YUYPEXKICHUEM CpOKa JJisl UX MPOBEACHUS
WIH O HeoOXOJUMOCTH NpHUBEIEHHS [OKa3aHWH M1 TpUMEHEHUsS u
IIPOTUBOIOKA3aHUM JUIsi TNPUMEHEHUs, HMEIOUUXCs B HHCTPYKLUUH MO
MeIHUMHCKOMY IPHMEHEHUIO JIEKApCTBEHHOIO Ipenapara, B COOTBETCTBHE C
MOKa3aHUSIMU U1 TIPUMEHEHMs] U MPOTUBOIOKA3aHMIMH JJis TPUMEHEHMs,
MMEIOIIMMHCA B MHCTPYKLHU MO MEIULMHCKOMY NMPUMEHEHHUIO0 pedepeHTHOro
JIEKapCTBEHHOIO MIpenapara, B CpoK, He MpeBblllatollvi 6 MecsIes.

YKazaHHBI  3ampoc  MOXeT OBbITh TNepelaH  yHOJIHOMOYCHHOMY
NPENCTaBUTEIIO JIepKaTeld WU Biajeblia peruCcTPalluOHHOTO yIOCTOBEPEHMUS
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JIEKapCTBEHHOr0O Mpenapara JIMYHO M0J pPaclMCKy, HampaBleH MO II0YTe
3aKa3HBIM  [MMCBMOM  MJIM  TlepelaH B JJIEKTPOHHOH  dopme 1o
TEJIEKOMMYHHUKAIIMOHHBIM KaHajiaM CBS3M, B TOM YHCJI€ MOCPEACTBOM JIMYHOIO
kabuHera.

B cnydae HampaBiieHusi 3ampoca IO TMOYTe 3aKa3HbIM ITMCBMOM OH
CYHTAETCS TOJYYEHHBIM 10 UCTEUEHUU 6 AHEH CO IHS HalpaBJICHHS 3aKa3HOro
nUchMa.

19. MuHHCTEpCTBOM Ha MOPTAJIe MO BEICHUIO IOCYyAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CpPEACTB B JIMYHOM KaOMHeTe aepxkareisl WM BiIajesblia
PETrHCTPAIIOHHOIO YJOCTOBEpPEeHHs (YMOJHOMOYEHHOro MM Juua) (naiee -
JUYHBIA KaOWHET 3asBUTENs1) pa3MellaeTcs 3aKiloueHue B TeueHue 3 paboumx
JTHEH CO JIHsI ero MOCTYIUIEHUS OT 3KCIEPTHOTO YUPEXKICHHUS.

20. IlepeyeHp  B3aMMO3aMEHSEMBIX  JIEKAPCTBEHHBIX  IIPENapaTroB,
pasMellleHHbI Ha o@uIManbHOM caiite MuHHCTepcTBa B MH(MOPMaLOHHO-
TeJeKOMMYHHKalMOHHON ceTu "WHTepHer", oOHOBNsieTcs MUHUCTEPCTBOM He
pexe 1 pa3a B Mecsl ¢ yYETOM YCTaHOBJIEHHOHN B3aMMO3aMEHIEMOCTH Ha HOBBIE
3apeTUCTPUPOBAHHbIE JIEKApCTBEHHBIE Mpenaparsl U U3MEHEHHH, BHECEHHBIX B
JIOKYMEHTH, cozep Kalecs B PErUCTPALIMOHHBIX JI0Che Ha
3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE IIPENAPATHI.

21. 3akmoueHue MOXeT OBITh 00)Ka0BaHO JAep)kKaTesieM WU BiaaelblieM
pPErucTpalluOHHOrO YIAOCTOBEPEHHUS J€KapCTBEHHOIO npemnapara
(YyroJTHOMOYEHHBIM MM JIMLIOM) B MuHucTepcTBO B TedyeHue 20 pabouux nHei
CO JHs pa3MelIeHUs 3aKJI0YEHUs] B JUYHOM KaOuHeTe 3asBUTENs IIOCPEACTBOM
10/1a4uy Kano0bl yepes JIMYHbIN KaOuHeT 3asiBUTEIS.

22. Jing paccMOTpeHHs >KajnoObl W TIPUHATHS 1O Hed pelieHus
MUHHCTEPCTBO CO3aeT KOMMCCHIO, B KOTOPYIO BKJIIOHAIOTCS MpPEIACTABUTENH
NOABEOMCTBEHHBIX MuHucTepcTBY Hay4YHBIX OopraHu3alui u
oOpa3oBaTeNibHBIX OpraHW3allil BBICIIEro 00pa30BaHMs, OCYLIECTBISIOLINX
JeATEeTbHOCT, B cdepe oOpallleHHs JEeKapCTBeHHBIX CpeACTB (naee -
KOMHUCCHS1), U UCTpeOyeT Y IKCNEePTHOrO YUPEKJICHUS JOKYMEHThI U CBEJCHHUS,
Ha OCHOBaHMM KOTOPBIX OQopMileHO obxanyemoe 3akitoueHue. B cocras
KOMHCCHM HE MOryT OBITh BKJIIOYEHBl TMpPeACTaBUTENIM  IKCIEPTHOTO
yupexaeHus. llonoxeHne o0 KOMHCCMM M ee  COCTaB  yTBEPXAAKOTCH
MuHHUCTEepCTBOM.

23. PaccmoTpeHHe xajnoObl C Y4eTOM IMOCTYNMBIUMX H3 DKCIEPTHOTO
YyUpEKJEHUSI TOKYMEHTOB U CBEJACHUH OCYLUECTBISAETCS KOMHCCHEH B TeyeHue

10 pabouux [He#H co IHS ee IOCTYIUIEHUs IIyTeM INPHHATHS OJHOIO U3
CIEYIOUIUX peIIeHNHN:
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a) OCTaBUTb Xajl00y 6e3 yA0BIeTBOPEHMUS;

6) npu3Hath Kajlo0y OOOCHOBAaHHOW TIOJIHOCTBIO MJIM YaCTUYHO W
HanpaBUTh B DJKCIEPTHOE YUpekJIeHUWe npeanucaHve o0 yCTpaHeHHH
BBLISIBIICHHBIX HApylI€HHWH C BHECEHHEM IpU HeOoOXOAUMOCTH IO Pe3ysbTaTaM
€ro MUCTOJHEHUS WU3MEHEHUH B MepedyeHb B3aWMO3aMEHSAEMbIX JIeKapCTBEHHbIX
npenapaTos.

24. MOTUBUPOBAaHHOE pEHIEHHEe KOMHUCCHHM pa3MellaeTcss B JIMYHOM
KaOuHeTe 3asBUTENSA B TeueHue 2 pabouux AHeN Co AHS ero MPUHATHSL.

25. DKcnepTHOE YyupexkJeHWe B TedyeHHe S paboumx JAHEH co JHSA
MOJIyYeHUs MpeANUCaHus], YKa3aHHOTO B MOANyHKTe "0" myHkTa 23 HacTOALIMX
[IpaBwi, HanpasisieT B MUHHCTEPCTBO COOTBETCTBYIOLIEE 3aKIIOUEHUE WU

BHOCUT M3MEHEHHSA B [EpEeUEeHb B3aUMO3aMEHSEMBIX JIeKapCTBEHHBIX
MpENapaTos.
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YTBEPXIEHA

noctaHoBieHreM [ IpaBuTesnncTBa
Poccuiickoit ®enepauuun
ot 5 centsa6ps 2020 r. Ne 1360

POPMA

3aKAIYe¢HH! KOMHUCCHH IKCIIEPTOB cl)e}lepa.ﬂbnoro rocyjapcrs€HHOro
010IKETHOro YUpECKKACHHSA MO NPOBEACHHIO IKCIIEPTH3bI JICKAPCTBCHHBIX
CpPe€ACTB O B3AUMO3aMEHIAEMOCTH JICKAPCTBEHHBLIX NIpeHapaToB AJIs1
MCAHHHHCKOIO IPUMCHCHUHA Jaubo0 o TOM, 4YTO JleKapCTBeHHblﬁ npenapar
RJAA MEAHIIHHCKOI'O IPHMEHEHHS HE ABJIAE€TCH B3AaHMO3aMEHSICMbIM

MunuctepcTBO 31paBooxpaHeHus Poccuiickol Penepauun

(HaHMCHOBaHl/le q)euepanbuoro rocy1apCTBEHHOIO O IKETHOTO yqpex(z[em/m)

YTBEPXIAIO

(pyxoBoauTeNb, MOAMUCH, MEYATH)

" " 20 r.

JAKJIIOYEHMHKE

KOMHCCHH 3KCIIEPTOB

(HauMeHoBaHuUe (enepanbHOro rocy1apcTBEHHOTO BI0MKETHOTO YUpEXKACHHA)

(U]
(B3aMM03aMeH}leMOCTH JICKAPCTBEHHDBIX NpenaparoB i1 MEAUUUHCKOTO NPUMEHCHHA nubo o TOM, 4YTO
J'leKapCTBeHHbIﬁ npenapar iy MEAUUUHCKOTO MPUMEHEHHUA HE ABJIACTCA B3aMM03aMeHﬂeMblM)

[. Ob1ue cBeieHMsI O IeKapCTBEHHOM IIperapare, NoAJexalleM OnpeaeeHUIO
B3aMMO3aMEHIEMOCTH, U B3aUMO3aMeHAeMOM (peQEepEeHTHOM)
JIEKapCTBEHHOM IIperapare

1. JlexkapcTBEHHBIN npenapar, MOJJIeKALLAN ONPENECIICHUIO
B3aUMO3aMEHSIEMOCTH
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1.1. HauMeHOBaHUe JIEKapCTBEHHOT O Mpenapara:
MEXAYHapOJHOE HENMaTeHTOBAHHOE
XUMHUYECKOEe WM IPYNIHUPOBOYHOE
TOpProBoe

b

.
b

1.2. nata rocynapCTBeHHON perucrpaiuvy JeKapCTBEHHOTO Ipenapara
B Pocculickolt @enepani 1 HoMep perucTpaliOHHOTO yI0CTOBEPEHHS

1.3. BuA JieKapCTBEHHOTO Mpemnapara

(pedepeHTHbIH, BOCTIPOH3BEACHHBIH,
6uosornuecknii, IMMYHOOHOIOTHYECKHIA,
OuoaHanor, KOMOMHUPOBAHHBIM, 1s
NapeHTepaibHOrO MUTAHMUA, APYToi)

1.4. nexapcTBeHHas dhopma
1.5. dapmanieBTHYECKas CyOCTaHIHA:

HaMMeHOBaHUe ¢apMalleBTUYECKOH CyOCTaHIIMK

(MexayHapOJHOE HEMAaTeHTOBAHHOE
HauMEeHOBaHHE, WX TPYTIIHPOBOYHOE, HIH
XMMMYECKOE, @ TAKXKE TOProBoe (MpH HaM4uH)

HOMEp pPeecTpoBOH 3anucy (IIpy HaJTUYUH)
1.6. croco6 BBeAeHHsS WIM NPUMEHEHHs JIeKapCTBEHHOrO TMpernapara

.
9

?

(EUUI NPHEMA BHYTPb, AJIA HAPYXKHOT0 NPUMEHERNA, A1 MECTHOIO NMPUMEHEHUS, AJ1s NapeHTePATILHOTO
NPHUMEHECHNA, A1 UHTaJIAHHOHHOTO ﬂpHMeHeHHﬂ)

1.7. Hanu4uMe uIU OTCYTCTBHUEC B PErUCTPAallUOHHOM OOCHE PE3YJIBTATOB
HCCICJOBAHUA OMO3KBUBAJIEHTHOCTH JICKApCTBCHHOI'O npenapara NN
HCCIICJOBAHHA TepaHeBTI/I‘{eCKOﬁ 3KBHBAJICHTHOCTH JIEKAPCTBEHHOTI'O NTpe€riapara

(MmMeroTCsa MM OTCYTCTBYIOT)
1.7.1. HauMeHOBaHue HCclieJOBaHUS OMODKBUBAJIEHTHOCTH

JICKApCTBCHHOTO nperapara (I/ICCJ'IGI[OBaHI/IH TepaHCBTquCKOﬁ
9KBHUBaJICHTHOCTH JICKAPCTBCHHOI'O npenapaTa)

.
v

1.7.2. HauMeHOBaHue JE€KapCTBEHHOIO Ipenapara CpaBHEHHs, KOTOPBIH
MCIOJIB30BAJICS. TIpU  TPOBEIEHUM  HUCCJedOBaHWUS  OMO3KBUBAJIEHTHOCTH
JIEKapCTBEHHOTO npenapara (uccrnenoBaHuUs TepaneBTUYECKON
SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Ipernapara):

MEXYHapOJHO€e HelaTeHTOBaHHOe

XMMHYECKOE WIH IPYNNUPOBOUHOE

TOProBoe

.
b

.
9

5
1.7.3. noxazaHHble KIMHUYECKH 3HAYUMBble pa3inyus (GpapMakOKWHETHKH
U (und) 3¢ @dexTUBHOCTH M 0e30MacHOCTH JIEKapCTBEHHOTO mpernapara INpu

IMPOBCACHHUHU HCCIICA0OBaHHNS OHMO’KBUBAJIEHTHOCTHU JICKApCTBEHHOI'O IMperapara

200814C2.doc



(MCCeloBaHUsL ~ TEPANeBTUYECKOM  DKBHBAJIEHTHOCTH  JIEKAPCTBEHHOIO
npernapara)

(MMerTCA NN OTCYTCTBYIOT)
2. BzauMo3zaMeHseMblll (pedepeHTHbIH) JIeKapCTBEHHBIN MNpenapaT Ijis
eselt onpeesaeHus B3auMO3aMeHIEMOCTH:
2.1. HauMeHOBaHMe JIeKapCTBEHHOTO Tpernapara:
MEKIYHApOJHOE HENaTeHTOBaHHOE
XUMHUYECKOe UK IPYTIITHPOBOYHOE
TOProBO€

]

.
2

;
2.2. naTa rocyJapCTBEHHOH PErucTpalluy JIeKapCTBEHHOrO Iperapara B
Poccuiickoit Penepanun ¥ HOMEP PErMCTPalLMOHHOrO YJIOCTOBEpeHHs (naTa
PErMCTpalvy B HHOCTPAHHOM rocyiapcTBe)
2.3. BUA JIEKapCTBEHHOIO Mpenapara

(opUrHHaNbHbIHA, BOCNPOU3BEACHHBIH, GMoaHanor)

.
9

.
b

2.4. nexapctBeHHas dopma
2.5. bapMaleBTHYECKas CyOCTaHIH:

HauMeHoBaHUe dapMaleBTUYECKON CyOCTaHIuN

(MC)K,II}’HaPOD,HOC HCTIATCHTOBAHHOE
HaNMEHOBAHUE, UIH IPYNIIIMPOBOYHOEC, WK
XHMHUHYECKOE, a TAKXKE TOProBo¢ (l'lpl/l Ha.ﬂl/l‘ll/ll/l)

HOMEp PeECTPOBOH 3anucH (MpU HAJIUYHKH ) ;
2.6. cnoco0 BBeleHMs] WM NPUMEHEHHs JICKapCTBEHHOTO IpernapaTa

(Ilﬂﬂ NpHEMa BHYTPb, 1151 HAPYKHOIO NPUMEHEHUA, U1 MECTHOIO NMPUMEHEHUA, U1 napemepanbﬂor(;
NMPUMEHEHUA, AN MHTalAUHOHHOIo ﬂpHMeHeHMﬂ) )

2.7. pedepeHTHBII JIeKapCTBEHHBIH MpenapaT, KOTOPBI HCIONL30BANICA

Kak rnpernapar CpaBHeHUs MPU MPOBEACHUU UCCIIEN0BaHUS OHOIKBUBAJIEHTHOCTH

JIEKapCTBEHHOT'O npemnapara (uccnenoBaHus TepaneBTUUECKOM

9KBUBAJIEHTHOCTHU JICKAPCTBECHHOI'O npenapaTa), nojJiexxamero OIpeacJICHUIO
B3aHMO3aMCHACMOCTHU

[1. Kpurepuu (xapakTepucTuky), Ha OCHOBaHUHU KOTOPBIX YCTaHABIMBAETCS
B3alMO3aMEHsSIEMOCTh JIeKapCTBEHHBIX NIpernapaToB

1. DKBUBaJIEHTHOCTD (nns OMOaHanoroBbIX (6nononoGHEIX)
JIeKapCTBEHHBIX NpenapaTtoB (0M0aHaNoroB) - COMOCTABUMOCTh) KaueCTBEHHBIX
M KOJMYECTBEHHBIX  XapaKTepUCTUK  (apMaleBTHUECKMX  cyOCTaHLIMHA
JEeKapCcTBEHHOrO TpernapaTa MWJIH CONOCTAaBUMOCTh aHTUI'C€HHOrO COCTaBa
BaKLMH, NoJJIekKalX onpeiesIeHUI0 B3aMMO3aMEHsIeMOCTH,
Y B3aHMO3aMeHsAeMOro (pedepeHTHOro) JeKapCTBEHHOTO Ipenapara:

a) pe3yJbTaT OLEHKH KpUTEpUs (XapaKTepUCTHKH) - KadyeCTBEHHbIE U
KOJINYeCTBEHHbBIE XapaKTepUCTUKH (papMalleBTHUECKUX CYOCTaHLKMH, BXOIALIMX
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B COCTaB JICKAPCTBCHHOI'O IIpcrapara, HIIH AHTUIeHHBIM COCTaB BaKLWH

b
(2kBHBaNEHTHBI (1151 OM0aHanoroBbIX (0MONOA00HBIX) NeKapCTBEHHBIX NpenapaTtoB (OHOaHANOroB), BaKLUH -

COMOCTaBUMBbI) B3anMo3amMeHseMoMy (pedepeHTHOMY) JIeKapcTBEHHOMY MpeNnapaTy Wi He SKBUBANIEHTHBI
(He conocTaBUMbI)

0) 000CHOBaHHUE OLIEHKU KpUTEPHS (XapaKTePUCTUKH )

2. DKBUBAJIEHTHOCTD JIEKAPCTBEHHOU (hOPMBI JIEKApCTBEHHOTO Ipernapara,
HOJUIeXKAlllero OIpPele/IeHHI0O B3aMMO3aMEHSEMOCTH, M B3aUMO3aMEHSIEMOTO
(pedepeHTHOrO) JIeKapCTBEHHOIO Ipenapara:

a) pe3ysbTaT OLEHKU KpuTepus (XapakTepUCTHKH) - JIeKapCTBEHHas
dbopMa JIeKapCTBEHHOro mpenapara Uil MEAULMHCKOTO  MpPUMEHEHUs

.
vl

(3xBHBaJIEHTHA B3aHMO3aMeHseMoMY (pedepeHTHOMY) JleKapCTBEHHOMY Npenapary Win He YKBHBaJIEHTHA)
6) o60CcHOBaHUE OLICGHKU KpUTEPHS (XapaKTCPUCTUKH )

3. DKBUBAJICHTHOCTh WJIM COIIOCTaBHUMOCTh COCTaBa BCIIOMOTATEJBHBIX
BEIleCTB  JICKAPCTBEHHOI'O  Ipernapara,  NOAJIEXkKAlero  OnpeJeeHHIo

B3aMMO3aMEHSIEMOCTH, U B3aUMO3aMeHAeMOro (pedepeHTHOTO0) JIEKaPCTBEHHOTO
npernapara:

a) COCTaB BCIIOMOIAaTCJIBHLBIX BCLICCTB JICKAPCTBCHHOTO IMpenapara o
MECAHLIWHCKOIO IIPUMCHCHUSA

.
bl

(3xBMBaJICHTEH B3aumo3ameHseMomy (pedepeHTHOMY)
JICKapCTBEHHOMY NpenapaTry Wiy He 3KBHBAJICHTEH)

0) 000CHOBaHME OLIEHKH KpUTepHs (XapaKTEpUCTHUKH)
B) YKa3aHM€ Ha  MCKIIOYEHHE  OTAENbHBIX TIpPyNIl  MNAlUEHTOB
(ecnu MPUMEHMMO) TIPU OLIEHKE KpPUTEPHs (XapaKTEPUCTUKH)

.
2

4. UneHTU4HOCTh cnocoba BBCICHUS H crocoba NNpUMEHEHUA
JICKaApCTBEHHOI'O npernapara, noajeXamero OIIPpCACIICHHUIO

B3aMMO3aMEHSIEMOCTH, U B3aUMO3aMeHAeMOro (pedepeHTHOr0) JIEKapCTBEHHOTO
rpenapara:

a) crnocod6 BBCACHNUA W TNPHUMCHCHUA JICKApPCTBEHHOTIO npemnapara

bl

(MAEHTHYEH UIH HE MACHTHUYEH)

6) o60oCHOBaHME OLIEHKU KPUTEpHUS (XapaKTEPUCTHKHU )

5. CooTBeTCTBHE MPOU3BOAUTEIS JIEKapCTBEHHOTO cpeacTBa
TpeOoBaHHAM NIpaBUJI HaJyleXxallled NPOU3BOACTBEHHON MTPAKTHKHU:

a) COOTBETCTBUE MPOU3BOJIUTENIA JIEKAPCTBEHHOTO CPeJICTBA TPeOOBAHUIM

NpaBu HalexKalel Mporu3BOICTBEHHON NPaKTUKU

(IOATBEPIKAEHO WM HE NOATBEPXKACHO 3aKIIOUEHHEM)
6) 060CHOBaHHE OLEHKHU KpUTEpHs (XapaKTEPUCTHUKH)
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[11. O6mwmii BEIBOA 1O pe3yJsibTaTaM dKCIEePTHOHN OLIEHKH
10 ONPEICJICHUIO B3aMO3aMEHAEMOCTH
JIEKapCTBEHHOIO Mpenapara sl MEAVMLIMHCKOTO MPUMEHEHU s

[To pe3synpTaTaM OLIEHKH KpUTEpHUEB (XapaKTEpPUCTHK), Ha OCHOBAHUH
KOTOpBIX OIpelesseTcs B3aMMO3aMEHSeMOCTh JIEKapCTBEHHBIX MPENaparTos,
JleKapCTBEHHbIN NpenapaT npu3HaH

(B3al/IM03aMeHﬂeMblM WJIH He B3aI/lMO3aMeH${eMbIM)
C

(pedepeHTHBIM (MHBIM BOCTIPOM3BEAEHHBIM) JIEKapPCTBEHHBIM MPenapaTom)
BzanMo3aMeHsieMoCcTh onpeacsicHa ¢ YKasaHueM Ha HCKIIOYEHUE
CJICAYIOUINX OTASJIBHLIX I'PYII ITAIMCHTORB!:

Komuccus JKCIIEPTOB B COCTABC!

npeaceaareiib KOMMCCHUHN SKCIIEPTOB

(AOMKHOCTD) (d.1n.0.) (moanucs)
OTBETCTBEHHBIHN CeKpeTapb

(BOMKHOCTD) (d.n.0.) (noanuce)
3KCIICPTHI

(ONKHOCTD) (p.n.0.) (noamnuce)

aTta opopmieHus 3akmtoueHus " " 20 r.
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