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IlocTtanosyenue IpaButeascTBa P® ot 05.09.2020 N 1360 — O
NOpsiIKe onpeeeHusi B3aUMO03aMEeHsSIeMOCTH JIEKAPCTBEHHBIX

NpenaparoB JJis MeIUIIUHCKOr0 npuMeHenus — JleiicTByomas
nepsas pexaxkuus — Havano geincreust nokymenra 09.09.2020

B cootBerctBHM co cratbeit 27.1 denepanbHoro 3akona "OO oOpalieHHH JIEKapCTBEHHBIX
cpenctB" [IpaBurensctBo PD nocranosmisier:

1. YTBepauTh nmpuiaracMeie:

[IpaBuna  ompexneneHus:  B3aMMO3AMEHSEMOCTH  JIGKAPCTBEHHBIX  IpemapaToB  JAJs
MEIUIIMHCKOTO IPUMEHEHHUS;

dhopmy 3aKIIIOUEHUST KOMHUCCHUU HKCIEPTOB (eAepaIbHOTO TOCYIAPCTBEHHOTO OOHKETHOTO
YUPEXKJIEHUSI 10 MPOBEIEHUIO AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB O B3aUMO3aMEHSEMOCTH
JIEKapCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHHs JHOO O TOM, YTO JIEKapCTBEHHBIH
npernapar sl METUIIMHCKOTO MMPUMEHEHHS He SBIISIETCS B3aMMO3aMEHSIEMBIM.

2. Ilpu3Hath yTpaTUBIIUM cHIy ToctaHoBieHue [IpaBurensctBa PO ot 28.10.2015 N 1154
"O nopsiIKe ONpeneNeHNs] B3aUMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENApaToB Il MEAUIIMHCKOTO
npumenenus" (CoOpanue 3akonoaarenbctBa PO, 2015, N 45, ct. 6248).

3. Hacrosiniee noctaHOBIIEHHE BCTYNAET B CHITY CO JIHS €r0 OQUIIHMATIBHOTO OMyOINKOBaHHUS.

YT1BepxkaeHs! mocranoiaeHueM I[Ipasurensctea PO ot 05.09.2020 N 1360

IIpaBuia onpenesieHusi B3aUM03aMeHIeMOCTH JIEKAPCTBEHHBIX NPenapaTosB sl
MeIMIMHCKOT0 PUMeHEeHUsI

1. Hacrosmue HpaBI/IJ'Ia YCTaHaBJIMBAOT IIOPAAOK OIPEACICHUA B3aMMO3aMCHACMOCTU
JCKApCTBEHHBIX IIp€laparoB g4 MCIUIUHCKOIO IIPHUMCEHCHUA (z[anee — JICKApCTBCHHBIC
npenapaTLI), a TaKkKe OCOOECHHOCTHU OIpCaACICHUs B3aUMO3aMCHACMOCTH OTACIIBHBIX BHIOB
JICKAPCTBCHHLIX IIPCIIapaToB.

Hacrosmue HpaBHna HE pacCripoCTPaAHAIOTCA Ha JICKAPCTBCHHBIC PaCTUTCIIBHBIC IIpEIIapaThbl U
TOMCOIIATHYCCKUEC JICKAPCTBCHHBIC IIpCIIapaThl.

2. BsamMo3aMeHSEMOCTh JIEKapPCTBEHHOTO IIpenapara ompenensercs MHHHUCTEPCTBOM
3apaBooxpaHeHuss PO (manee — MHHHCTEPCTBO) Ha OCHOBE 3aKIIOYEHUS KOMUCCHU 3KCIEPTOB
(benepaqbHOrO TOCYAapPCTBEHHOTO OIO/DKETHOTO YUYPEKICHUS MO TPOBEACHHIO SKCHEPTH3BI
JIEKapCTBEHHBIX CPEJICTB O B3aMMO3aMEHSEMOCTH JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO
NPUMEHEHHs MO0 O TOM, YTO JICKApCTBEHHBIN IpemnapaT s MEIMLIHHCKOTO NPUMEHCHHS He
SBIISICTCS. B3aUMO3aMEHsIEMbIM (J1ajlee COOTBETCTBEHHO — 3KCIIEPTHOE YUPEKJECHUE, 3aKIIIOUECHHUE),
MPEJCTABISAEMOr0 SKCHEPTHBIM yUpexkJIeHHEeM 1o (opMme, YTBEpkKAECHHOM IOCTaHOBIIEHHEM
IIpaBurensctBa P® ot 05.09.2020 N 1360 "O mnopsake ompeneseHUs B3aMMO3aMEHSIEMOCTU
JIEKapCTBEHHBIX IPENapaToB Uil MEAUIMHCKOTO MPUMEHEHUs "

3. B3auM03aMEHSE€MOCTb JIEKAPCTBEHHBIX IPENAPATOB YCTAaHABIMBACTCS HAa OCHOBAaHUU
CIIEIYIOINX KPUTEPUEB (XapaKTEPUCTHK):

a) SKBUBAJIEHTHOCTH (/U1 OHMOAHANOTOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX IpenapaToB
(OmoaHanoroB) — COMOCTaBUMOCTb) KAa4YECTBEHHBIX U  KOJHYECTBEHHBIX XapaKTEPUCTHK
(bapManeBTUUECKMX CyOCTaHIMI WJIM  CONOCTaBUMOCTh AHTUT€HHOTO COCTaBa  BAaKIIMH.

1un39


http://disuria.ru/

MoctaHoBneHue Mpasutenbctea PP ot 05.09.2020 N 1360 — O nopsiake onpeaeneHns B3anMo3aMeHIeMOCTI NEKAaPCTBEHHbIX
npenaparos Ansg MeauuMHCKOro npumeHeHns — [lencteytowan nepsas pegakums — Havano gevicteua gokymerta 09.09.2020

Hcnonp3oBaHue paziauyuHBIX COJIeH, 3(UPOB, KOMIUIEKCOB, H30MEPOB, KPUCTAIUIMYECKHX (GOpM U
JPYTUX IPOU3BOJHBIX OJJHOTO U TOTO K€ JIEHCTBYIOLIErO BELIECTBA HE SBJISIETCA MPENSATCTBUEM IS
ONpE/ENeHUs] B3alMO3aMEHAEMOCTH JIEKAPCTBEHHBIX IIPENaparoB, €CId IMpU IPOBEIECHUU
UCCIEOBAaHUS ~ OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Ipenapara Wi UCCIIEJOBAHUS
TEparneBTUUYECKONM  SKBUBAJIEHTHOCTU  JIEKAPCTBEHHOI'O  Ipenapara JOKa3aHO OTCYTCTBHE
KJIMHAYECKH 3HAYMMBIX Pa3Nuuuii (papMakOKMHETHKH M (WiH) 3(PQPEKTUBHOCTH M O€301MacHOCTH
JIEKapCTBEHHOTI'O IIpenapaTra;

0) DSKBUBAJEHTHOCTh JIEKapCTBEHHON (opmbl. [loa 3KBHUBaJIEHTHBIMU JIEKAPCTBEHHBIMU
(dbopMamM¥ IOHUMAIOTCS pa3HbIC JICKAPCTBEHHBIE (DOPMBI, IMEIOIINE OAMHAKOBBIE CIIOCOO BBEICHUS
u  cnocod  MpuUMeHeHMs,  oOJajarolIMe  COMOCTaBUMBIMH  (apMaKOKMHETHUYECKUMU
XapaKTepUCTUKaMH U (PapMaKOJIOTHMUECKUM JEHCTBHEM U 00ECIEUMBAIOIINE TAKXKE JOCTHIKEHUE
HEoOXoIuMOro KiIMHUYecKoro »sddexra. Pasnuuus nekapcTBeHHbIX (GOpPM HE SBISIOTCS
MPEMSTCTBUEM [yl ONPEENICHUs] B3aWMO3aMEHSIEMOCTH JIEKapCTBEHHBIX IpErnaparoB, €cilu Mpu
MIPOBEJIEHUHU MCCIIEOBaHMsI OMOAKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO MperapaTa WM HUCCIeI0BaHUS
TEparneBTUUYEeCKOW  SKBUBAJICHTHOCTH  JIEKAPCTBEHHOIO  Ipenapara JOKa3aHO  OTCYTCTBHE
KIIMHUYECKH 3HAYUMBIX pa3inyuil hapmMakokuHETUKH U (win) 3((HEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOTI'O IpenapaTta;

B) OKBHMBAJEHTHOCTh WJIM COIOCTaBUMOCTh COCTaBa BCIIOMOTAaTEJbHBIX  BEIIECTB
JIEKapCTBEHHOI0 IMpenapaTta. Pa3nuuusi cCOCTaBOB BCIOMOTaTENbHBIX BEIIECTB JIEKAPCTBEHHOI'O
npenapaTa He SBJSIOTCS MPENSTCTBUEM JUIsl ONpPEIesIeHUs] B3aMMO3aMEHSIEMOCTH JIEKapCTBEHHBIX
MpernapaToB, €CiId MpU MPOBENCHUHM MCCIEA0BAHUS OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO
npernapara Wi HCCIEJOBAHUSA TEPaleBTHUECKON 3KBHBAJIEHTHOCTH JIEKAPCTBEHHOIO IIpernapara
JI0Ka3aHO OTCYTCTBUE KJIMHUYECKH 3HAUYUMBIX pPAa3Iuuuid  (HapMakOKMHETHKM U (WIN)
3pPEeKTUBHOCTH M O€30MaCHOCTH JEKApCTBEHHOIO mpernapara il MEJUIMHCKOrO HMPHUMEHEHHS.
[Ipyn HaMMUMM KIMHWUYECKH 3HAYMMBIX PA3NUUui (apMakOKMHETHKUA U (W) d()PEKTUBHOCTH H
0€30I1aCHOCTH JICKapCTBEHHOI'O IpenapaTa B3aHMMO3aMEHIEMOCTb ONPEAEISIETCs C yKa3aHUueM Ha
UCKJIFOUEHHE OT/ENbHBIX TPYII MallUCHTOB;

I') UAEHTUYHOCTh CrIoco0a BBEJICHUS U CIIOCO0a TPUMEHEHMS;

1) COOTBETCTBUE IPOU3BOAUTENS JIEKAPCTBEHHOIO CpPEACTBa TpPeOOBAaHUSAM  IPABUI
Ha/jIeKalel Ipou3BOACTBEHHOM IPAKTUKH.

non_n

4. OnpeneneHue napaMeTpoB, NPETyCMOTPEHHBIX MTOANYHKTaMu "a"-"B" myHKTa 3 HaCTOSIIMX
[IpaBun, ocCyliecTBIsSETCS KOMUCCHUEH JKCHEPTOB OSKCIEPTHOIO YUPEKICHHUS MOCPEICTBOM
CpaBHEHMsI HOPMATUBHOM JOKYMEHTAIIMH Ha JIEKApCTBEHHbIE MpEenaparThbl, OTYETOB O MPOBEICHHBIX
UCCIIEIOBAaHUSAX OMOIKBUBAJICHTHOCTH WM TEPAaleBTUYECKON 3KBUBAJICHTHOCTH JIEKAPCTBEHHBIX
IpenaparoB, a TaKXe JOKYMEHTOB U CBEICHUM, YKa3aHHbIX B NyHKTax | um 2 vactu 5 crateu 18
®enepanbHoro 3akoHa "OO0 oOpaleH!uH IeKapCTBEHHBIX CPEACTB".

Onpenenenue napameTpa, MPEAYCMOTPEHHOTO MOANYHKTOM 'r" myHKTa 3 HacTOSIIMX
[IpaBun, ocCymIecTBIsAETCS KOMHCCHEH OKCIEPTOB OSKCIEPTHOTO YUPEKICHHUS MOCPEICTBOM
CpPaBHEHMSI MHCTPYKLUN MO METUIIMHCKOMY MPUMEHEHUIO JIeKapCTBEHHBIX MPEmnapaToB.

Omnpenenenne mapameTpa, MNPEAyCMOTPEHHOIO MOAMYHKTOM "n" myHKTa 3 HacTOANIMX
IIpaBui1, OCyIIECTBIAETCSI KOMUCCUEN DKCIIEPTOB AIKCIEPTHOTO YUPEKACHUS MTOCPEICTBOM OLIEHKU
JOKYMEHTOB U CBEJCHMU, NPEAYCMOTPEHHBIX MyHKTaMU 3 U 4 yactu 4 ctathu 18 denepanpHOro
3akoHa "O0 obpalleHnu JeKapCTBEHHBIX CPEICTB".

5. HpI/I OMpCACIICHUH KOMHCCHEMN OKCIICPTOB 3KCIICPTHOTO YUIPCIKACHUA B3AUMO3AMCHACMOCTH
OMOJIOTHYECKUX JICKAPCTBCHHBIX NPCIAPATOB YCTAHABJIIMBACTCA:

a) HACHTUYHOCTb MCKIAYHAPOAHBIX  HCIMATCHTOBAHHBIX WM TPYINIIAPOBOYHBIX  HJIN
XHUMHUYECKUX HAUMEHOBAHUM JICKAPCTBCHHBIX MPCTIApaTOB;
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0) PKBUBAJIEHTHOCTb JICKAPCTBEHHBIX (POPM JIEKAPCTBEHHBIX IPENapaToB;

B) COINOCTAaBUMOCTh KAQUYECTBEHHBIX M KOJUYECTBEHHBIX XapaKTEPUCTUK (hapMaleBTHUECKUX
cyOcTaHIMii (Ipy HAJTMYKH ), BXOSIIUX B COCTAB JICKAPCTBEHHBIX MPETIapaToOB;

I) HWIACHTUYHOCTh WMEIOUNIMXCS B HMHCTPYKIHSAX 10 MEAUIUHCKOMY TMPUMEHEHUIO
JICKApCTBEHHBIX MPENapaToB MOKAa3aHWH W MPOTUBONOKA3aHUKH K MEAMIMHCKOMY MPUMEHEHHUIO
JIEKapCTBEHHBIX MIPENapaToB, B TOM UKCiIe 0COOEHHOCTEN IPUMEHEHUS JIEKApCTBEHHBIX MPENapaToB
Y pa3IMYHBIX BO3PACTHBIX TPYIIN MAIIEHTOB, BKIIOYAs JICTEH;

1) SKBUBAJICHTHOCTH MOKa3aTesell (papMaKOKMHETHKH | (MIn) (hapMaKkoIMHAMUKY;

€) CONOCTaBHUMOCTh TOKa3aresneil 0e30macHOCTH, (PPEKTHBHOCTH M MMMYHOTEHHOCTH TIO
pe3yJbTaTaM MCCIIEIOBAaHUN TEPANIEBTUYECKON SKBUBAJIEHTHOCTH.

6. IIpu onpeneneHN KOMUCCUEN SKCIIEPTOB IKCIIEPTHOIO YUPEXKICHUS B3aUMO3aMEHIEMOCTH
KOMOMHHUPOBAaHHBIX JIEKAPCTBEHHBIX IpEenaparoB (coaeplkalux KoMmOuHamuioo 2 u Ooisee
JCWCTBYIONINX BEIIECTB) YCTaHABIMBACTCS:

a) UICHTUYHOCTD TPYNIIHPOBOYHBIX HAMMEHOBAHUH JIEKAPCTBEHHBIX MTPETIapaToB:

0) PKBUBAJICHTHOCTD JIEKAPCTBEHHBIX (POPM JIEKapCTBEHHBIX IIPENapaToB;

B) SKBHBAJCHTHOCTh KaYECTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTHK (hapMaIeBTHUECKUX
CyOCTaHIIH, BXOSIINX B COCTaB JIEKAPCTBEHHBIX MPEMIApaTOB;

I) WICHTUYHOCTh WMEIONIMXCS B HMHCTPYKIHSIX 10 MEIUIIMHCKOMY TPUMEHEHHIO
JICKApCTBEHHBIX MPENapaToB TOKAa3aHWH W TPOTUBOTIOKA3aHWH K MEAMIIMHCKOMY TPUMEHEHHUIO
JIEKapCTBEHHBIX MPEMapaToB.

7. BsamMo3ameHsieMble KOMOMHHPOBaHHBIE JIEKapCTBEHHBIC TIpenapaThl (CoaepiKariue
KoMOMHanuio 2 u Oosee OEHCTBYIONIMX BEIIECTB) JIOJDKHBI OBITh 3aperucTpupoBaHbl B PD mo
pe3yiabTaTaM  TPOBEICHHS  WCCICAOBAaHUS  OMOAKBHUBAJICHTHOCTH WM  TEPaNeBTHUECKOU
SKBUBAJICHTHOCTH C COOTBETCTBYIOIIMM pepepeHTHHIM KOMOWHUPOBAHHBIM IIpPEMapaToM JIMOO
COOTBETCTBYIOITUMHU pedepeHTHBIMU JIEKapCTBECHHBIMH npernapaTamu, UMECIOIIIUMU
MEXIyHApOJHbIC HEMATCHTOBAHHBIE (XMMHUYECKHE WM TPYIIHPOBOYHBIC) HAMMCHOBAHMS,
BXOJISIIIIME B COCTaB COOTBETCTBYIOIIETO KOMOMHUPOBAHHOTO JICKAPCTBEHHOTO Iperapara.

8. [Ipu ompeneneHn KOMHCCHEN HKCIIEPTOB SKCIIEPTHOTO YUPEKICHHS B3aUMO3aMEHIEMOCTH
HEJ03UPOBAaHHBIX JIEKAPCTBEHHBIX MPENapaToOB yCTaHABINBACTCS:

a) WICHTUYHOCTh MEXIYHApOJHBIX HEMAaTeHTOBAHHBIX (TPYNIUPOBOYHBIX MIIM XUMUYECKHX)
HAaMMEHOBaHMI JIEKAPCTBEHHBIX MIPENapaTos;

0) PKBUBAJICHTHOCTD JICKAPCTBEHHBIX (HOPM JIEKapCTBEHHBIX MPENapaTos;

B) SKBUBAJICHTHOCTh KaYECTBEHHBIX U KOJMUECTBEHHBIX XapaKTEPUCTHUK (papMalieBTUUECKUX
CyOCTaHIIMI, BXOIMIINX B COCTAB JIEKAPCTBEHHBIX MPETapaToB;

I) HJIGHTUYHOCTh HMEIOIIUXCS B HUHCTPYKIUSAX IO MEAUIMHCKOMY MPUMEHEHHIO
JIEKapCTBEHHBIX TMPENaparoB IMOKa3aHW M MPOTUBOIMOKA3aHUNA K MEAUIMHCKOMY MPUMEHEHHUIO
JIEKapCTBEHHBIX MPENapaToB.

9. [Ipu onpeseneHnn KOMHUCCUEH 3KCIIEPTOB SKCIIEPTHOTO YUPEKICHUS B3aMMO3aMEHSIEeMOCTH
JIEKapCTBEHHBIX IPENapaToB [yl NapeHTEepaIbHOIO TUTAHUS YCTaHABIUBAETCS:

a) UJICHTUYHOCTh MEXKYHAPOJHBIX HEMATEHTOBAHHBIX (IPYNIUPOBOYHBIX MM XUMHUYECKUX)
HaMMEHOBAHHH JIEKAPCTBEHHBIX NPENapaToB;

0) PKBUBAJIEHTHOCTb JICKAPCTBEHHBIX (POPM JIEKaPCTBEHHBIX IPENapaToB;

B) 9KBHMBAJECHTHOCTh KaYECTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTUK (apMaleBTHUECKUX
CyOCTaHIIM, BXOSIIUX B COCTaB JIEKAPCTBEHHBIX MIPENIAapaToOB;

I) UICHTUYHOCTh MMEIOUIMXCS B MHCTPYKIMSIX 10 MEIULIMHCKOMY HPUMEHEHHIO
JIEKapCTBEHHBIX IPENapaToB IMOKAa3aHUM M NPOTUBOINOKA3aHUNW K MEAULHMHCKOMY IPUMEHEHUIO
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JIEKapCTBEHHBIX IIPENAapaToB.

10. B3aumo3ameHsieMoCcTh BOCIIPOM3BEICHHBIX JICKapCTBEHHBIX MpemnapaToB,
peAyCcMOTpeHHBIX myHKkTamu 1-7 wactu 10 crareu 18 denepanbHoro 3axona "OO oOpamieHun
JIEKAPCTBEHHBIX  CPEACTB", yCTaHaBIMBaeTca ©0€3 HEOOXOAMMOCTH  JOKa3aTelbCTBA  UX
OMOPKBHBAJIICHTHOCTH.

11. B3aumo3ameHseMOCTh JIEKapCTBEHHBIX IPENapaToB, YKa3aHHbIX B IyHKTe 4 uvactu 4
cratb 3 ®enepanpHoro 3akona ot 27.12.2019 N 475-®3 "O BHeceHWM W3MCHCHHHA B
®enepanbhblii 3akoH "OO oOpamieHun jekapcTBeHHbIX cpenctB" u denepanbHbiii 3akoH "O
BHeceHMH wu3MeHeHuil B @PexaepanbHblii 3akoH "OO oOpallleHuu JIeKapCTBEHHBIX CpencTB",
yCTaHaBJIMBaeTCsl 6€3 He0OXOAMMOCTH J1I0Ka3aTeIbCTBA UX OMOIKBUBAJIEHTHOCTH.

12. Jlomyckaercss yCTaHOBJIEHHE B3aUMO3aMEHSEMOCTH KOMOMHUPOBAHHBIX JIEKApPCTBEHHBIX
npenapatoB (MPEACTABISIONIMX €000 KoMOMHanuio 2 u Oosee JEHCTBYIONIUX BEIIECTB) U
KOM6I/IHaHI/II/I nu3 OTACJIBHBIX JICKAPCTBCHHBIX npemnaparos, UMCIOIIINX MCKAYHAPOJIHBIC
HCIMAaTCHTOBAHHBIC (XI/IMI/I‘IGCKI/Ie niim prnHI/IpOBO‘—IHBIe) HaMMCHOBAHNWA, BXOAAIIHNE B COCTaB
COOTBETCTBYIOIIHUX KOM6I/IHI/Ip0BaHHBIX JICKAPCTBCHHBIX MPCIIapaToB.

13. BocmpowusBeneHHbIE JIEKapCTBEHHBIC TMpemnapaThl (OnoaHamoroBeie (OMOMOI00HEIE),
B3aMMO3aMEHSIEMbIE TI0 OTHOIIEHHWIO K OJHOMY pedEepeHTHOMY JIEKapCTBEHHOMY Iperapary,
B3aMMO3aMEeHsIeMbl MEXTy COOOH.

14. DkcmeptHOoe yupexjaeHue 1o wuctedeHnn 10 paGoumx mgHEH co JHS BHECCHHS
MunuctepctBoM  HHGOpPMAIMM O  3apErUCTPUPOBAHHOM  JIEKAPCTBEHHOM  Ipenapare B
rOCY/IapCTBEHHBI pEecTp JEKapCTBEHHBIX CPEACTB (POPMHUPYET KOMHUCCHIO SKCIEPTOB B IENAX
OCYILIECTBJICHUSI OJKCIEPTH3bl PETUCTPALMOHHOTO JOChE Ha JIEKApCTBEHHBIM mpemnapar s
OTIpe/IeNIEHUs €ro B3auM03aMEHSIEMOCTH.

15. DkcneptHOe yupexaeHue B TeueHune 20 pabounx aHEH co JHA GOPMHUPOBAHKS KOMHCCHH
9KCIEPTOB MPOBOJUT SKCIEPTH3Y PETUCTPALIMOHHOTO JOChe Ha JIEKapCTBEHHBIH Mpenapar,
opopMIISIET 3aKIIIOUEHUE U HAIlpaBisieT ero B MUHHCTEPCTBO.

16. B cny4ae BbISBICHHS SKCIIEPTHBIM YUPEKJICHUEM OTCYTCTBUSI B PETUCTPALIMOHHOM JI0CHE
Ha  BOCIPOU3BEICHHBIA  (OMOAHAIOTOBBIM,  OWOMOMOOHBIN)  JICKAPCTBEHHBIM  Ipemnapar,
B3aMMO3aMEHSIEMOCTh KOTOPOTO HE YCTaHOBJIEHA B COOTBETCTBUUM C uacThio 4 crathu 3
®depepanpHoro 3akoHa ot 27.12.2019 N 475-®3 "O BHecenun n3meHeHui B denepaabHbIi 3aKOH
"O6 oOpamenun yexkapcTBeHHBIX cpenctB" u denepanbHblii 3ak0oH "O BHECEHUU W3MEHEHUH B
®enepanbHblil 3akoH "OO6 oOpalieHun JTeKapcTBEHHBIX CpelCcTB" U co crathelt 27.1 deaepanbHOTO
3akoHa  "OO  oOpamieHMM ~ JIGKAPCTBEHHBIX  CPEACTB",  pe3ylIbTaTOB  MCCIEIOBaHUS
OMOSKBUBAJIIEHTHOCTH WJIM TEPANeBTUUYECKON SKBHUBAJICHTHOCTH MO OTHOIICHHUIO K peepeHTHOMY
JIEKapCTBEHHOMY TMIpernapaTy HKCIEPTHOE YyuUpekJeHHWe B TedeHue 3 paboumx OHEH co JHS
oOHapy)XeHHsT OTCYTCTBHS yKa3aHHOW WH(OpMaluu HampaBiseT JaHHbBIE CBEJIEHUS B
MuHuCTEPCTBO.

B yka3aHHBIX CBEJEHHUSX B OTHOIICHHHM Ka)JOrO JIEKAPCTBEHHOIO Mpernapara SKCIEPTHHIM
YUPEKJICHHUEM yYCTAaHABIMBACTCS CPOK, IOCTATOUHBIN /7Sl IPOBEACHUS HEOOXOIUMBIX KIMHHYECKUX
UCCIeIOBaHMi, HO He OoJiee ueM 3 rofa.

17. B cJIydgac BBISABJICHHUA B HHCTPYKOUAX 110 MCIUIIMHCKOMY  TIPHUMCHCHUIO
B3aMMO3aMCHACMBIX JICKAPCTBCHHLIX IIPCIIapaToOB pa3quHI71 B IOKa3aHUWAX Uil ITPUMCHCHUA (3a
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HCKIIIOUEHHEM T[IOKa3aHUW Uil NPUMEHEHUS, BKIIOYEHHBIX B MHCTPYKIMU HA OCHOBAHUU
pe3y/bTaTOB COOTBETCTBYIOIIUX HCCIAEAOBAaHUN) M B MPOTUBOIOKA3AHUAX [UISI TMPUMEHEHHS
IKCIEPTHOE YUYPEKICHHE B TEUYCHHE 3 PabouMX JHEH cO JHS OOHAPYKEHUS TaKUX DPa3IUIUil
HANpaBJIsi€T COOTBETCTBYIOLINUE CBEACHUSI B MUHUCTEPCTBO.

18. MuHucTtepcTBO B TeueHHe 3 pabouyux JHEH cO JHS NOJYy4eHMs] CBEIACHUN, YKAa3aHHBIX B
nyHkrax 16 u 17 Hacrosmux [IpaBum, HampaBiseT OepKaTeo WIK BIAJCNbIy PErUCTPALIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O Npenapara (yrnoJHOMOUYEHHOMY UM IOPUIMYECKOMY JIMIY) 3aIpocC
0 HEOOXOIUMOCTH TMPEJCTABICHHUSI OTYETOB O pe3ylbTaTaX COOTBETCTBYIOIIUX KIMHHUYECKHX
HCCIIEIOBAaHUH JIEKAPCTBEHHOI'O Mperapara ¢ yueTOM YCTaHOBJIEHHOTO SKCHEPTHBIM YUPEKJIEHUEM
CpOKa JJIsl UX HPOBEACHUS WIM O HEOOXOIUMOCTH TNpPUBEACHUS MOKa3aHUM A NPUMEHEHUS U
MIPOTUBONIOKA3aHUI /1711 IPUMEHEHUS, UMEIOIINXCS] B MHCTPYKIMH 110 MEAULIMHCKOMY TPUMEHEHHIO
JIEKapCTBEHHOIO  IIperapaTa, B COOTBETCTBHE C IOKa3aHUSMU Il NPUMEHEHHUS W
MPOTUBONOKA3aHUSAMU U1 TPUMEHEHHS, HMMEIOIIUMUCA B MHCTPYKLUHUHU 10 MEIUIMHCKOMY
MIPUMEHEHHIO pe()epEHTHOTO JIEKAPCTBEHHOIO NpenapaTa, B CpPOK, He MIPEBbIIIAOIINNA 6 MecAILIEB.

VYka3aHHbBIN 3ampOC MOXKET OBbITh NepelaH YINOJIHOMOYEHHOMY MpPEICTaBUTENIO JepiaTels
WIK BJajeiblla PEruCTPAlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipernapara JHYHO TOJ
pacnucKy, HampaBlIeH IO TOYTE 3aKa3HbIM MHCbMOM WM MEepelaH B AJIEKTPOHHON ¢opMme 1o
TEJIEeKOMMYHUKAIMOHHBIM KaHajaM CBSI3U, B TOM YHCJIE MOCPEICTBOM JINYHOTO KaOnHeTa.

B cnyuae nanpaBnieHus 3amnpoca 1o noyTe 3aka3HbIM MMCbMOM OH CUMTAETCS MOJIy4EHHBIM T10
HUCTEUYECHUU 6 JHEH CO JAHS HAlpaBJICHUS 3aKa3HOTO MUChMA.

19. MuHHCTEpPCTBOM Ha MOPTAJIE€ MO BEIECHHIO TOCYAAPCTBEHHOTO PEecTpa JIEKapCTBEHHBIX
CpPEICTB B JMYHOM KaOMHETE JepKaress WIM BIaJeliblia PEruCTPAllMOHHOIO YIOCTOBEPEHUS
(YITOJTHOMOYEHHOTO WM JIUIa) (Jlanee — JUYHBIA KaOWMHET 3asBUTEINsI) pa3MeIlaeTcs 3aKI0ueHUE B
TeyeHue 3 pabouux JHEH cOo AHA €ro MOCTYIUIEHUS OT SKCIEPTHOTO YUPEKACHHUS.

20. [TIlepedyeHr B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX IPENapaTroB, pa3MELICHHBIA Ha
opurnmanibHoM  caiite  MuHucTepcTBa B HMH(OPMALMOHHO-TEICKOMMYHHKAIMOHHONW  CETH
"Untepuer", oOHOBIsIeTCss MUHHUCTEPCTBOM HE peke | pasa B MecsI] C yYETOM YCTaHOBJIECHHOM
B3aMMO3aMEHSIEMOCTH Ha HOBBIE 3apPETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE IpenapaTbl U U3MEHEHUH,
BHECEHHBIX B JOKYMEHTBI, COJEpallhecs B PErUCTPAlMOHHBIX JI0ChE Ha 3aperucTpUpOBaHHbBIC
JIEKapCTBEHHbIE TIPeTaparhl.

21. 3akmroyeHne MOKeT ObITh 00KaJIOBAaHO JACPKATCIIEM HJIN BJIAACIIBLIEM PCTUCTPALIMOHHOI'O
YAOCTOBCPCHUS JICKAPCTBCHHOT'O IIpCIiapara (YHOJ'IHOMO‘ICHHLIM um J'II/II_IOM) B MI/IHI/ICTepCTBO B
TeueHue 20 pa6quX I[Heﬁ CO OHA PasMCIICHHUA 3aKIOUYCHHA B JIMYHOM KaOUHETE 3asBUTENS
IMOoCpCaACTBOM IIOJa49H JKaIo OBl qcpe3 JINYHBIN KaOMHET 3asiBUTES.

22. Jlns paccMOTpeHHUs >KajoObl M HPHUHATUA MO HEW pereHuss MHHHCTEPCTBO CO3/AaeT
KOMMCCHIO, B KOTOPYIO BKJIFOUAIOTCS MPEICTABUTENN MOIBEIOMCTBEHHBIX MUHUCTEPCTBY HAyUHBIX
OopraHm3alii 1 00pa30BaTENbHBIX OpraHU3alMil BBICIIEr0 OOPa30BAaHMS, OCYIIECTBISIONIUX
JesITeNbHOCTh B chepe oOpallleHus: TEKapCTBEHHBIX CPEACTB (Jlaiee — KOMUCCHSI), U UCTpeOyeT y
OKCMEPTHOTO YUPESKJEHUS JOKYMEHTHI U CBEICHHS, HAa OCHOBAaHUU KOTOPHIX OQGOPMIIEHO
oOxamyemoe 3akifoyeHre. B cocTaB KOMHCCHMM HE MOTYT ObITh BKJIIOYEHBI TMPEACTaBUTEIU
AKCIIEPTHOTO yupexaeHus. [lonoxxeHne 0 KOMHCCUH U €€ COCTaB YTBEPKIA0TCI MUHUCTEPCTBOM.

23. PaCCMOTpCHI/IC JKaIIOObI € YUYCTOM TMOCTYNUBIINX H3 OBKCICPTHOIO YUYPCIKIACHUSA
JAOKYMCHTOB U CBelIeHUI OCYIICCTBJIACTCA KoMHCccHuer B TeueHme 10 pa60‘-II/IX JHEH co IHS ee
MNOCTYIUICHUA MMYTEM IIPUHATHA OAHOTO U3 CIICAYIOIINUX pCI_HCHI/II\/'II
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a) OCTAaBUTH JKano0y 0e3 yJIOBICTBOPECHHUS;

0) nmpu3HaTh Kano0y 0OO0CHOBAHHOW MOJHOCTBIO WIJIM YaCTUYHO M HAIPABHUTh B KCIIEPTHOE
YUpPEKICHUE MpeANucaHue 00 YCTpAaHEHUM BBISBICHHBIX HapyIIEHUH C BHECEHUEM IpuU
HGO6XOZII/IMOCTI/I o pe3yjabTaTaM €ro HCIOJIHCHUA H3MEHEHHUH B MNEPCUCHb B3aMMO3aMCHACMBIX
JICKApPCTBCHHBIX NPCIapaToB.

24. MoTHUBHpPOBAaHHOE pEILIEHHE KOMHCCHM pa3MellaeTcs B JMYHOM KaOMHETE 3asiBUTENs B
Te4yeHue 2 paboymx JAHEH cO THS €ro MPUHATHSL.

25. DKcnepTHOE y4pexk/JIeHUE B TeueHue 5 pabouux THEH cO JHS MOJydeHUs MpeArnucaHus,
yKa3zaHHOTro B mnoanyHkre "O" myHkrta 23 Hacrosmux I[lpaBun, HampasiseT B MUHUCTEPCTBO
COOTBETCTBYIOIIlEE 3aKIOYEHHE M BHOCUT M3MEHEHUS B II€peUeHb B3aUMO3aMEHSIEMbIX
JIEKapCTBEHHBIX MTPENapaToB.

VY1BepxaeHa nocranosienueM [IpaBurenscrBa PO ot 05.09.2020 N 1360

®opma 3aK/II0YeHUs] KOMUCCHM IKCIIEPTOB (peepaibHOro rocyJapcTBeHHOr0 O101:KeTHOT 0
yYUpe:KIeHUsl 0 MPOBEAEeHUI0 IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB 0 B3aUMO03aMeHsIeMOCTH
JIEKAPCTBEHHBIX MPENapaToB /151 MeIUIIHHCKOr0 NPUMeHeHus1 JI00 0 TOM, YTO
JIeKAPCTBEHHBbIN Mpenapar JJis MeIHIMHCKOr0 NPUMeHEeHUs He sIBJISIeTCsI
B3aHMO03aMeHsIeMbIM

MunuctepcTBo 3apaBooxpaneHusi PO

(HanmeHoBaHue ¢eepaibHOTO TOCYJAPCTBEHHOTO OIOKETHOTO YUPEKICHUS)

YT1Bepikaai

(PyKOBOAMTEb, TIOAIHUCH,
reyaTh)

n n 20 T.

3akiIroueHue

KOMHUCCHH SKCIICPTOB

(HaumeHoOBaHUE (heIepaNTbHOTO TOCYIapCTBEHHOTO
OI0JKETHOTO YUPEXkKAECHU)

(B3aI/IMO3aMCH${CMOCTI/I JICKAPCTBCHHBIX NpCIapaToB AJIsI MCAUIITMHCKOI'O
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IIPUMCHCHUSA 1100 0 TOM, 4YTO J'IeKapCTBeHHBIf/'I npenapar 4
MCIUIIMHCKOI'O NPUMCHCHUA HC SABJIACTCA B3aI/IM03€lMeH$IeMBIM)

I. Obume cBemeHMs O JIEKApPCTBEHHOM MNpenapare, MOonjexaleM
OmpeneJIeHMI0 B3aMMOBaMEHSIEMOCTM, M BSBamMosaMeHsieMOM (pebepenTHOM)
JIeKapCTEBEHHOM IIpernapare

1. JlekapCTBEHHE MNpenapaT, NoAJiexalMy OIpenesIeHMIO B3aMMO3aMeHSIEMOCTH:

1.1. HauMMeHOBAaHMe JIEKAPCTBEHHOT'O IIpelaparTa:

MeXIYyHapOIHOEe HelaTeHTOBaHHOe

XYMUYUECKOe WUJIM TPYIIMPOBOUHOE

TOpTOBOE

1.2. maTa TOCYyIDapCTBEHHOM peTrucTpaluuM JIeKapCTBEHHOT'O Ipelnapara
P® 1 HOMEP PEeTIUCTPALMOHHOTO YyIOCTOBEPEHUS

W oSe Ne o~

1.3. BUI JIEKAPCTBEHHOTO IpernapaTa ;
(pebepeHTHBD, BOCIPOM3BEIESHHEI,

OMOJIOTMUECKUM, UMMYHODMOJIOTUUYECKUM,
OroaHaJioT, KOMOMHMPOBAHHEI, IJid
[IapPEeHTEePaJIbHOTO NUTAaHUA, IOPYyIOM)

1.4. jexapcTBeHHasa ¢opma
1.5. bdapmauepTMUecKas CyOCTaHLMA:
HauMeHOBaHMe GapMalleBTUUECKOM CyOCTaHLUM

(MexIyHapOoIHOE HelNaTEeHTOBAHHOE
HaMMeHOBaHUE
WY TPYHIIMPOBOYHOE,
WM XVMUYEeCKOe, a TakKxe
TOPTOBOE (IPM HAaJIUUUN)
HOMEP pPeecTpOBOM 3alucyu (IpU HaJIUUMM) ;
l1.6. crioco6 BBEIEHUSA NI IPpMMEHEHU T JIeKapCTBEHHOT'O IIperaparTa

’

(mJia nprmeMa BHYTPL, OJId HAPYXHOI'O IIPMMEHEHMHId, IJId MECTHOI'O IIPMMEHEHWMA,
IJIA IMNapEeHTEePaJsIbHOT'O IIPMMEHEHNVA, OJIA MHI'aJIAIVMOHHOI'O HpMMeHeHI/IFI)

1.7. HaJyuuMe WM OTCYTCTBME B PETMCTPALMOHHOM IOChE Ppes3yJbTaTOoB
MCcJlenoBaHus OMOBSKBMBAJIEHTHOCTM JIEKAPCTBEHHOT'O IIpernapaTa WM MCCJeNOBaHUA
TepaleBTUYECKON SKBMBAaJIEHTHOCTHU JIEKAPCTBEHHOTO npenapara

I

(MMenTCsS MM OTCYTCTBYIOT)

1.7.1. HaVMEHOBAHME MCCJEeNOBaHMA OMOBKBUBAJIEHTHOCTHM JIEKAPCTBEHHOTO
npenapara (ncciemoBaHMA TepaneBTUUYECKOM BSKBUBAJIEHTHOCTM JIEKAPCTBEHHOTIO
npenapara) ;

1.7.2. HaVMEeHOBAaHUE JIEKAPCTBEHHOTO npenapaTta CpaBHEHUS, KOTOPBIM
MCIIOJIb30BAJICA IPM [IPOBENEHMM MCCJenoBaHMsa OMOBKBMBAJIEHTHOCTM JIEKAPCTBEHHOTIO
npenapara (ncciemoBaHMA TeparneBTUUYECKOM SKBUBAJIEHTHOCTM JIEKAPCTBEHHOTIO
npenapara) :

MEeXIyHapoIHOE HelaTeHTOBaHHOE

XYMMUYECKOEe MM T'PYHNNIMPOBOYHOE

TOPTOBOE ;

1.7.3. O@Doxas3aHHBE KIMHMYECKM BHAUMMEIE pPa3Muusa QapMakKOKMHETMKM M (Mym)
20PEeKTMBHOCTM 1 6©6e30mNacHOCTM JIEKapCTBEHHOTO [penapaTta [IpM [OPpOBeOeHUU
MCCIIeOOBaHMAa OMO3KBMBAJIEHTHOCTM JIEKAPCTBEHHOTO IHOpenapaTra (MCclenoBaHMUA
TepaneBTUYEeCKOM 5KBUBAJIEHTHOCTU JIEKAPCTBEHHOTO npenapara)

~e N

(MMmeTCcsa MM OTCYTCTBYIOT)
2. BsBamMozaMeHsAeMBl (pebepeHTHEN) JIeKapCTBEHHBM [penapaT nOiaa Lejen
onpeneJyieHMs B3aMMO3aMEeHAEeMOCTH :
2.1. HauMeHOBaHUE JIEKAPCTBEHHOI'O IIpelrapara:
MeXIOyHapOoOHOEe HelaTeHTOBaHHOe ;
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XVIMMYEeCKOoe WMIIM T'PYIIIIMPOBOYHOE ;

TOPTOBOE ;
2.2. @maTa TOCyHapCTBEHHOM PEerucTpaluuM JIeKapCTBEHHOT'O IpelnapaTa B
Poccurickomn denmepauun n HOMEpP PETrMCTPaUMOHHOTO YyIOCTOBEpeHus (marTa

perucTpauuy B MHOCTPAHHOM T'OCYyIapCTRBE)
2.3. BuUI JIEKAPCTBEHHOTO [pernapara

~Ne Ne

( OpMUIMHAJIb HEI ; BOCIIpomM3BEnE HHBIN ’

OroaHaJyior)
2.4. rnexapcTBeHHasa Gopma ;
2.5. bapmaueBTHUeckasa CyOCTaHLMA:
HavMeHOBaHMe bapMalleBTHUUEeCKOV CcyOCcTaHUuu ;
(MexOyHapoOHOe

HEeIIaTEeHTOBAHHOE HAaMMEHOBAaHUE
WM TPYNNMPOBOYHOE,
WM XMMMYEeCKOe, a TakKxe
TOPTOBOE (IPpM HAaJMUMM)
HOMEP PeecTpPOBOV 3alucyu (IpM HaJIUMUUN) ;
2.6. croco6 BBEeIOEeHUsA VI NIPVMEHEHNA JIEeKapCTBEHHOT'O MpenapaTa

’

(nya npmeMa BHYTPb, OJA HAPYXHOI'O IIPMMEHEeHMS, IJISd MEeCTHOT'O IPMMEHEeHMUS,
OJI TNapeHTepaJjlbHOT'O MNPMMEHEHMS, OJIS MHITAJSUMOHHOTO IPMMEHEeHMS)

2.7. pebepeHTHBEN JIeKAPCTBEHHEI I[IPEenapaT, KOTOPHEM MCIIOJIbE30BAJICS KakK
npenapart CpaBHEHUA npu NIpOoBEeEeHUN MCCJIeOOBaHUA OMOBKBUBAJIEHTHOCTU
JIEKaPCTBEHHOTO npenapaTa (MCCJeloBaHMSA TepaleBTUUECKOM DSKBUBAJIEHTHOCTU
JIEKaPCTBEHHOTO npenapara), nomojexamero ONpeleJIeHMI B3aMMO3aMEeHSIeMOCTM

II. Kpurepumu (XapaKTepMCTMKM) , Ha OCHOBAHMM KOTOPHX YyCTaHaBJIMBAaETCS
B3ayMOBaMEeHsSIEMOCTE JIEKAPCTEEHHIX IpernapaTos

1. OKBMBAJIEHTHOCTD (mns ©OmMoaHaJIOTOBEIX (BronomoOHEBIX) JIEKAPCTBEHHBIX
npenapaTos (broaHaJIoTOB) — COIIOCTABMMOCTB) KAUECTBEHHHX M KOJIMUECTBEHHBIX
XapaKTEPUCTUK GdapMaleBTUUECKMX CyOCTaHUMM JIeKapCTBEHHOT'O IIpenapaTra WiIn
CONIOCTAaBMMOCTb AHTUTEHHOTO cocTaBa BaKUMH, IooJIexaumx onpeneJieHU
B3aMMO3aMEHAeMOCTM, M B3aMMO3aMeHSIEeMOI'O (pebepeHTHOTO) JIEKQPCTBEHHOTO
npenapara:

a) pes3yabTaT OLEHKM KpuUTepud (XapaKTepuCTUKM) — KAYECTBEHHEE U
KOJIMYECTBEHHEE XapaKTepUCTUKM GapMaleBTUUECKMX CyOCTaHIMM, BXOOAIMUX B
cocTas JIEKAPCTBEHHOTO npenapara NI AHTUTEHHEI cocTas BaKLWH

’

(pxBMBAJIEHTHH (OJ18 OMOAQHAJIOTOBHIX (OMONOIOOHBIX) JIEKAPCTBEHHHBIX IIPEerIapaToB
(brnoaHaJyoToOB) , BAKLUMH — COIOCTAaBMMEL) B3aMMO3aMeHIeMOMy (pedepeHTHOMY)
JIEKAPCTBEHHOMY I[IpelapaTy WM HE SKBMBAJIEHTHH (HEe COIOCTAaBMMEL)

©) OOOCHOBaHME OLEHKU KPUTEPHUS (XapaKTEepUCTUKN) .

2. SOKBUBAJIEHTHOCTb JIeKAPCTBEHHOM GOPMEI JIEKAPCTBEHHOTO IIpelnapara,
nomJjiexalero onpenesieHUIO B3aMMO3aMeHaeMOCTH, u B3aMMO3aMeHIeMOT O
(pebepeHTHOTO) JIEKAPCTBEHHOT'O IIpelapaTa:

a) pe3yabTaT OLEeHKM KpUTepMusa (XapakTepUCTHKM) -— JieKapCTBeHHas dopMa
JIEKAPCTBEHHOTO npenapara o1 MEOULMHCKOTO IPYMEHEHUS

’

(pxBMBaJIEHTHa B3auMO3aMeHIeMOMy (pedepeHTHOMY) JIeKapCTBEHHOMY
npenapaTy MM He SKBMBAJIEHTHA)
0) ODOCHOBaHME OLIEHKM KPUTepMA (XapaKTEePUCTUKH) .
3. OKBMBAaJIEHTHOCTH MJIM CONOCTaBMMOCTBL COCTaBa BCIIOMOT'ATEJIbHBIX BEIEeCTB
JIeKapPCTBEHHOTO IpernapaTra, HDoaJexalero ONpelesyIeHMIO B3aMMO3aMeHSIeMOCTHU, U’
B3aMMO3aMeHaeMoTro (pebepeHTHOTO) JIeKapCTBEHHOT'O IIpellapaTa:
a) cocTas BCNOMOTAaTeJIbHBIX BEUIECTB JIeKApCTBEHHOTO IpenapaTa »Oid
MEOMIIMHCKOTO [IPMMEHEHUS ;
(5KBMBAaJIGHTEH B3aMMO3aMeHseMoOMy (pedepeHTHOMY)
JIEKAPCTBEHHOMY IIpernapaTy MM He 5KBUBAJIEHTEH)
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B) ODOCHOBaHME OLIEHKM KPpUTepusd (XapaKTePUCTUKH) ;
B) yKas3aHMe Ha MCKJIOYEeHMe OTIHEJIbHEIX I'PYININ HNaluMeHTOB (eCiM NPYMEeHMMO)
IpM OlleHKEe KPUTepHUs (XapaKTepMCTUKM)

4. VOmeHTUMYHOCTL crnocoba BBeOeHMs UM Crocofa MNPMMEeHEeHMs JIEKaPCTBEHHOTO
npenaparTa, [OIJIeXallero OINPpeNeJIeHMI B3aMMOB3aMeHSeMOCTM, M B3aMMO3aMEHSIeMOTI'O
(pebepeHTHOTO) JIeKAPCTBEHHOTO IIpelapaTa:

a) crioco® BBeIOeHUS n [IPVIMEHEHN S JIEKaPCTBEHHOTO npernapaTa

’

(MOEeHTUYEeH UM He MUIEHTUYEH)
0) oDOCHOBaHME OLIEHKM KPpUTepusd (XapaKTepPUCTUKH) .
5. CooTBETCTBME NPOMBBOIUTEJNA JIEKAPCTBEHHOTO CpencTBa TpeOOBaHMAM

InpaBmil HaIJiexaremn HpOMBBOHCTBeHHOﬂ IIPAKTUKNA 2
a) cooTBeTCTBUE InpomsBoamnTEIIA JIEKAPCTBEHHOT'O cpencTea TpeGOBaHMHM

InIpaBmil HaJiexaremn HpOMBBOHCTBeHHOﬁ IIPaKTUKN

(IOOTBEPXOEHO MM He MNOITBEPXIeHO 3BakKJIUeHMEM)
©) OOOCHOBaHME OLEHKM KPpUTepUd (XapaKTepUCTUKIM)

III. O6umit BHEBOJK IO pesyJbTaTaM SKCIEPTHOM OLEeHKM
O OmnpejeJIeHMI B3aMMOSaMEHSIEMOCTM JIEKapPCTBEHHOT'O IIpenapara
AJIE MEeAMLIMHCKOI'O NPMMEHEeHMUS

[Io pesyJabTaTaM OLEHKM KPUTEPpHUEB (XapaKTEepMUCTUK), Ha OCHOBAHUM KOTOPBIX
omnpenejyigeTcsa B3aMMO3aMEHSAEMOCTb JIEKAPCTBEHHBIX I[penapaToB, JeKapCTBEeHHBM
npenapaT OpU3HaH

(BRamMMO3aMeHaeMbBIM MJIM HEe B3aMMO3aMeHSIEeMbIM)
c .
(pebepeHTHBIM (MHBIM BOCIIPOMB3BEIOEHHEM) JIeKAPCTBEHHBM IIpelapaToM)
B3amMo3aMeHsAEeMOCTL OlpelejleHa C ykaszaHMeM Ha MUCKJIIOYeHMEe CJIeIyomUx
OTIEJILHEIX TPYII NAaLMeHTOB:

Komuccus SKCIIEPTOB B COCTABE:

npeaceaarcyib KOMUCCHU SKCIICPTOB

(TOMKHOCTD) (¢.m.0.) (moamucek)
OTBETCTBEHHBII cekpeTapb

(MOIKHOCTD) (¢p.m.0.) (moamuce)
9KCIIEPTHI

(MOKHOCTD) (¢.m.0.) (moamuce)
Hara oopmienus 3akimouenus " " 20 1.
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