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NMPABUTENIbCTBO POCCUUCKON ®ELOEPALIUN
NMOCTAHOBIJIEHUE
OT 5 CEHTABPA 2020 NOAA N 1360

O NOPAOKE ONPEOENEHNA B3AMUMO3AMEHAEMOCTU NEKAPCTBEHHbIX MPEMAPATOB AO11A
MEOWLMHCKOIO NPUMEHEHUA

B cooteetctBUM co cTathben 27 1 depepanbHoro 3akoHa "O6 obpalleHun NekapcTBeHHbIX cpeactB” [paBUTENbCTBO
Poccuitckon ®epgepaumu

nocTaHoBNsAET:
1. YTBEpAMTL NpunaraemMsble:

MpaBuna onpeaeneHnd B3anMo3aMeHAaAeMOCTU J1IeKapCTBEHHbIX NMpenapartoB And MeanLIMHCKOro NpUuMeHeHun4d;

chopMy_3aKkNio4YeHNs KOMUCCUN IKCMEePTOB (deaeparnbHOro rocyqapCTBEHHOIO GHIXKETHOMO YYpEeXaeHUa No NPOBEAEHMHO
3KCMEepTU3bl NEKAPCTBEHHbIX CPEACTB O B3aMMO3aMEHAEMOCTU NeKapCTBEHHbIX NPenaparoB AN MeAULIMHCKOrO NMpUMEHEHUS
nnBo 0 TOM, YTO NEKaPCTBEHHbIN Npenapar A8 MeAULIMHCKOrO MPUMEHEHNS He SBNSETCH B3anMO3aMEHAEMbIM.

2. MpusHaTb yTpaTuBLIMM cuny noctaHosneHue MNpasutensctsa Poccuiickon Peneparimm ot 28 oktabpa 2015 . N 1154 "O
nopgake onpeneneHns B3anMMO3aMEHSIEMOCTW NEeKapCTBEHHbIX MpenapartoB Ans MeauumHckoro npumeHenuns” (CobpaHue
3akoHogatenbcTBa Poccunckon ®epepauun, 2015, N 45, c1.6248).

3. HacTosiLiee noctaHOBMNeHWe BCTyNaeT B CUIly CO AHA ero oduumansHOro onybnnkoBaHus.

MNpeacenatens NpaButenscTBa
Poccuiickon depepauuu
M.MuwwycTuH

YTBEPXXOEHbI

noctaHoBneHuem lNMpaButenbcTBa
Poccunckon ®epepaummn

ot 5 ceHTA6pA 2020 ropga N 1360

NMPABUNA OMNPEOENEHNA B3AMMO3AMEHAEMOCTU NEKAPCTBEHHbIX MPEMAPATOB AOA
MEOWLIMHCKOIO NPUMEHEHUA

1. HacTosiwme MpaBuna yctaHaBnuBaloT NOPSAOK OnpeaeneHnsl B3auMo3aMeHsIeMOCTH JNIeKapCTBEHHbIX NpenapaToB Ans
MELMLMHCKOro NpMMeHeHus (qarnee - NekapcTBeHHbIE npenapaTbl), a Takke 0COBEHHOCTU onpeaeneHust B3anMo3aMeHseMOCTU
OTAENbHbIX BUAOB NEKapCTBEHHLIX NpenapaTos.

Hactosiwue [paBuna He pacnpoCTPaHSOTCS Ha IeKapCTBEHHble pacTUTemnbHble npenapatbl U roMeonatnyeckune
nekapcTBeHHble npenaparbl.

2. BsaumosameHsiemocTb JIeKapCTBEHHOIo npenaparta onpenendaeTcd MVIHI/ICTepCTBOM 3A4PpaBOOXpaHEHNA Poccuiickon
d)e,u,epau,mm (,qanee - MVIHVICTepCTBO) Ha OCHOB€ 3aKIito4eHnsA KOMWUCCUU JIKCnepToB cbe,u,epaanoro rocygapCTBeHHOro
OromKeTHOro yypexageHma no nposeneHUto 3KCNepTu3bl NeKapCTBEHHbIX CpencTB O B3aMO3aMEeHAEMOCTU JeKapCTBEHHbIX
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npenapaToB A MEeANLMHCKOro NpMMeEHEeHUs NMbo 0 TOM, YTO NEeKapPCTBEHHbIV npenapaTt Ans MeauUMHCKOro NpUMeHeHUst He
ABNAETCA B3auMMO3aMeHseMbIM (Jarnee COOTBETCTBEHHO - 3KCMEpPTHOE YyypexaeHwe, 3akrnodeHue), npeactaBnsemoro
3KCMEepPTHbIM yupexaeHuem no dopme, yTBepXAeHHOW nocTtaHosneHwem [lpaButenbctBa Poccuiickon depepauumn ot 5
ceHTsa6pa 2020 . N 1360 "O nopsake onpeaeneHns B3aMMo3aMeHSEeMOCTU NeKapCTBEHHbIX NpenapaToB Ans MeaULIMHCKOro
apuMeHeHuna".

3. BsanMo3amMeHSeMOCTb JEKAPCTBEHHBLIX MpenapaToB YCTaHaBNMBAETCA Ha OCHOBaHWW CreayroLlux KputepueB
(xapakTepucTuk):

a) 9KBMBANEHTHOCTb (ans 6GuoaHanoroBbix (6MOMNOOOGHBIX) NEKAPCTBEHHbIX npenapaTtoB  (GuMoaHanoroB) -
COMOCTaBUMOCTb) KaYeCTBEHHbLIX U KOMMYECTBEHHbIX XapakTepucTuK hapmaueBTUYeCKUX CyOCTaHLMM UMM COMOCTaBMMOCTb
aHTUIeHHOro cocTaBa BaKLMH. VIcnonb3oBaHWe pasnuyHbIX conew, 3onpoB, KOMMIEKCOB, N30MEPOB, KpUcTannyecknx opm u
APYrMX MpOU3BOOHbLIX OQHOMO WM TOFO >Xe [OEWCTBYIOLLErO BellecTBa He SABMNSETCA NpensaTcTBUEM AN OnpeneneHus
B3aVMO3aMEHSEMOCTN  feKapCTBEHHbIX MNpenapaToB, €cnvM Mpu  NPOBEeAEHUN UCCrenoBaHus BUMO3KBMBANEHTHOCTU
NeKkapcTBEHHOrO npernapara WnvM UcCcrefoBaHus TepaneBTUYECKOW 3KBUBANEHTHOCTW NEKapCTBEHHOro npenapata goKa3aHo
OTCYTCTBUE KITMHMYECKN 3HAYUMBbIX pPasnuuuii hapMakoKMHETUMKU K (Unun) ahPeKTUBHOCTM 1 GE30MaCHOCTU NeKapCTBEHHOTO
npenapara;

6) SKBMBANEHTHOCTb NEKapCTBEHHOM PopMbl. o SKBMBAMNEHTHLIMW NEKAapCTBEHHLIMU (POPMaMK MOHUMAIOTCA pasHble
nekapcTBeHHble OpMbl, UMEoLIME OOMHaKOBble CMOcob BBedeHUs M crnoco6 npumeHeHus, obriagarolime ComnocTaBUMbIMM
hapMaKoKMHETUYECKUMMN XapakTepucTUkammn 1 dapMakonornieckum aencrtsmem u obecrneduBalolme Takke OOCTUXKEHME
HEeOoBXOAMMOro KNMHUYecKoro addekta. Pasnuuma nekapcTBeHHbIX JOPM He SABMATCA NPEnsaTCTBUEM AN ornpenerieHus
B3aMMO3aMEHSIEMOCTU  NEeKapCTBEHHbIX MNpenapaTtoB, €cnv Npu MpPOBEAEeHUM UCCNEeAoBaHuss BGUOSKBMBANEHTHOCTM
nekapcTBEHHOro Mpenaparta WM UCCrenoBaHWs TepaneBTUYeCKoN SKBMBANEHTHOCTM fekapCTBEHHOro npenaparta 4oKasaHo
OTCYTCTBME KINMHWYECKM 3HAYUMBIX Pasnunumii (hapMakoKUHETUKU U (Mnn) 3pEKTUBHOCTU U GE30NacHOCTY NEeKapCTBEHHOTO
npenapara;

B) 9KBMBASIEHTHOCTb MMM COMOCTaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELWECTB NekapcTBEHHOro npenaparta. Pasnunyus
COCTaBOB BCMOMoOraTefibHbIX BELLECTB JIEKAPCTBEHHOrO MpenapaTta He ABNSIOTCS NPEensiTcTBUEM [Ans  onpeferieHust
B3aMMO3aMEHSIEMOCTU  IEKAPCTBEHHbLIX MPEenapatoB, €crnv Mpu  MPOBEdEeHWU UccriejoBaHWs  OUO3KBMBATIEHTHOCTU
neKapCcTBEHHOro npenapaTta Win MUCCnegoBaHus TepaneBTUYECKON 3KBMBANEHTHOCTM fleKapCTBEHHOro mpenaparta [okasaHo
OTCYTCTBME KIMUHUYECKM 3HAYMMBbIX Pasnnunii hapMakoKMHETUKM U (MnK) 3dPPEKTUBHOCTU U GE30MacHOCTM NeKapCTBEHHOIO
npenaparta onsi MeauUMHCKOrO MpuMeHeHusl. Tpu Hammuum KriMHWYECKU 3HaYMMbIX Pasnuunii apMakoKUHETUKM U (Mru)
3(pEKTMBHOCTM M BEe30MacHOCTU feKapCTBEHHOrO Mpenapata B3aMMO3aMEHSIEMOCTb OnpefensieTcss C ykasaHueM Ha
WCKITIOYEHME OTAENbHbIX rPyn NauMeHToB;

r) uGeHTUYHOCTL cnocoba BBeaeHUs 1 cnocoba NpUMEHeHMS;

) COOTBETCTBME MPOU3BOAMTENS IEKAPCTBEHHOrO cpeacTBa TpebOoBaHUSAM MpaBun Hagnexallen npou3BOACTBEHHOWN
NPaKkTUKK.

4. OnpegeneHve napaMmeTpoB, NPeayCMOTPEHHbIX NoAnyHkTamu "a" - "B" nyHkTa 3 Hactosaumnx Mpasun, ocywectensercs
KOMUCCUEN IKCMEPTOB IKCMEPTHOMO yYpexaeHnsi NMOCPEACTBOM CPaBHEHMS HOPMaTUBHOM OOKYMEHTauMuM Ha NeKapCTBEHHbIE
npenapatbl, OTYETOB O MPOBEAEHHbIX WCCNeAoBaHUsIX OWMO3KBUMBANEHTHOCTU WKW TEPaneBTUYECKOMW 3SKBUBANEHTHOCTMU
neKapCTBEHHbIX NpenapaTtoB, a Takke JOKYMEHTOB U CBEAEHMIN, YKa3aHHbIX B NyHKTax 1 n 2 4yactn 5 ctatbun 18 denepansbHoro
3akoHa "O6 obpalleHnn NekapcTBeHHbIX cpeacTB”.

Onpepgenexve napameTpa, NpeaycMOTPEHHOIO NoANyHKTOM "I nyHKTa 3 HacToswmnx [NpaBun, OCyLLECTBNAETCS KOMUCCUEN
9KCMEepPTOB 3KCMEPTHOMO YUPEXAEHUA MOCPEACTBOM CPaABHEHUS UHCTPYKLUUA NO MEQULMHCKOMY MPUMEHEHUIO NEKapCTBEHHbIX
npenapaTos.

OnpegeneHve napameTpa, MNpeoyCMOTPEHHOro noAmyHKToM "A" nyHkTta 3 HacTodwmx [lpaBwun, OCYLLECTBMSETCS
KOMMWCCUEN SKCNEPTOB IKCMEPTHOIO YYPEXKAEHUS NOCPEACTBOM OLIEHKU JOKYMEHTOB U CBEAEHWUIA, NPegyCMOTPEHHBIX NyHKTaMK
3 14 yactu 4 ctatbu 18 PenepanbHoro 3akoHa "O6 obpalleHun NekapcTBEHHbIX cpeacTs”.

5. I'Ip|/| onpegerneHnn KoMuccmen OKCNepToB 3JKCMEepPTHOro Yy4ypexaeHunAa B3aMMO3aMeHAEMOCTU Ouronorn4yeckmx
JNNIEeKapCTBEHHbIX npenapaTtoB yCTaHaBIIMBAETCA:
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a) WOEHTUYHOCTb MeXOyHapOoAHbIX HenaTteHTOBaHHbIX WK  FpynnnupoBOYHbLIX UM XMMUYECKNX HanMeHOBaHWM
JNeKapCTBEeHHbIX npenapaToB;

6) 9KBUBAJIEHTHOCTb JTeKapCTBEHHbIX d:)OpM NNeKapCTBEHHbIX NpenaparToB;

B) CONOCTaBMMOCTb Ka4eCTBEHHbIX U KOJNMTMYECTBEHHbIX XapakTepUucTtuk d)apMaLLeBTVI‘-IeCKI/IX Cy6CTaHLLI/II7I (ﬂpI/I HaJ'IVI‘-IVII/I),
BXOOALWMX B COCTaB JIeKapCTBEHHbIX NpenapaToB;

) MOEHTUYHOCTE UMEIOLLMXCSt B UHCTPYKLUUSIX MO MEQULMHCKOMY MPUMEHEHUIO NIEKapCTBEHHbIX MpenapaToB nokasaHui 1
NMPOTUBOMOKa3aHUN K MEAULIMHCKOMY MPUMEHEHUIO FeKapCTBEHHbIX MpenapaToB, B TOM 4YMcrie OCOGEHHOCTEN MpPUMEHEHUS
neKapCTBEHHbIX MPenapaToB Yy pasfnyHbIX BO3PACTHbIX rPyn nauveHToB, BKIOYas AeTel;

[) 3KBMBaANEHTHOCTb NnokasaTernien oapMakokMHETUKM U (M) chapMaKoaMHaMUKW;

€) COMOCTaBMMOCTb MokasaTernen 6e3onacHocTn, 3aPGEKTUBHOCTM N UMMYHOTEHHOCTM MO pe3ynbrataMm UccrnegoBaHui
TepaneBTUYEeCKON SKBMBANEHTHOCTU.

6. lMpu onpegeneHMn KOMUCCUEN 3KCMEPTOB SKCMEPTHOMO Y4YpeXaeHuUsi B3anMO3aMEHSIEMOCTU KOMOUHUPOBAHHbIX
rnekapCTBEHHbIX NpenapaToB (codepXalumx kKoMBrMHaLuuo 2 1 6onee AeNCTBYIOLLMX BELLECTB) yCTaHaBNMBAETCS:

a) NWOAEHTUYHOCTb rpynnMpOBOYHbIX HanMeHOBaHUN JNIeKapCTBEeHHbIX npenapaToB:
6) 9KBUBAJIEHTHOCTb JIeKapCTBEHHbIX dZ)OpM NNeKapCTBEHHbIX NpenaparToB;

B) 9KBMBAJIEHTHOCTb Ka4YeCTBEHHbIX U KONMNYECTBEHHbLIX XapaKTepUCTUK daapmau,eBTquCKmx Cy6CTaHLlV|l7I, BXoOAuwunx B
COCTaB JleKapCTBEHHbIX NpenapaToB;

) MOEHTUYHOCTE UMEIOLLMXCS B UHCTPYKUUSIX MO MEQULMHCKOMY MPUMEHEHUIO NIEKapCTBEHHbIX MpenapaToB nokasaHui 1
NPOTUBOMNOKa3aHUI K MeAULMHCKOMY MPUMEHEHUIO NIEKaPCTBEHHbIX NMpenapaTos.

7. BsanmosameHsieMble KOMOWHWPOBaAHHLIE IleKapCTBEHHblE MpenapaTbl (cogepxawme kombuHauuio 2 un 6onee
OENCTBYIOLWMX BELWEeCTB) AOMKHbI ObiTb 3apermctpupoBaHbl B Poccunckon Pepepaumm no pesynstataM MNpPOBEAEHMS
uccrnenoBaHns OGUO3IKBMBANEHTHOCTM UMW TepaneBTUYECKOW 3KBMBANEHTHOCTM C  COOTBETCTBYWLIMM  pedepeHTHbIM
KOMOVMHUPOBaHHBLIM NpenapaTtoMm nMbo COOTBETCTBYHOLLUMMU pedepeHTHbIMU MEKapCTBEHHbIMU Mpenapartamu, MMEHLLMMM
MeXOyHapoOHble HEenaTeHTOBaHHble (XUMWYECKME UMW  TPYNMNMPOBOYHBbIE) HAUMEHOBAaHUSA, BXOAsWME B COCTaB
COOTBETCTBYIOLLENO KOMOMHUPOBAHHOIO NEKAaPCTBEHHOIO Npenapara.

8. I'Ile onpeneneHnn KomMuccmen OKCMepToB J3KCNEepTHOro Yy4pexaeHna B3aMMO3aMeHAEeMOCTU HeOo3npPOBaHHbIX
JNNEeKapCTBEHHbIX NpenapaToB yCTaHaBITIMBAETCA:

a) MOEHTUYHOCTb MEXOyHapOoAHbIX HEMaTeHTOBaHHLIX (FPYMMNMPOBOYHBIX UMM XUMUYECKUX) HAMMEHOBaHMIA NEKapCTBEHHbIX
npenaparos;

6) 3KBMBANEHTHOCTb NIeKapCTBEHHbIX (DOPM JIeKapCTBEHHbLIX NpenapaTos;

B) 9KBMBASIEHTHOCTb KA4Y€CTBEHHbIX M KONMUYECTBEHHBLIX XapakTepucTMK dapMaueBTUYECKUX CyBCTaHUMIA, BXOOSALIMX B
COCTaB JleKapCTBEHHbIX NMPENaparos;

r) MOEHTUYHOCTE UMEIOLLMXCS B UHCTPYKUUSX MO MEeQULMHCKOMY MPUMEHEHUIO NIEKapCTBEHHbIX MpenapaToB nokasaHuin 1
NPOTUBOMOKa3aHUN K MeQULMHCKOMY MPUMEHEHUIO NIEKapCTBEHHbIX NPenapaTos.

9. Tlpu onpeneneHnn KOMWUCCUEN ISKCMEPTOB 3SKCMEPTHOMO YYPEXOEHUS B3aMO3aMEHSIEMOCTM JeKapCTBEHHbIX
npenapaTtoB A NapeHTeparibHOro NUTaHUS yCTaHABNMBAETCS:

a) MOEHTUYHOCTb MEXAyHaPOAHbIX HEMaTeHTOBaHHLIX (FPYMMMPOBOYHBIX UMM XUMUYECKUX) HAUMEHOBaHMWI NeKapCTBEHHbBIX
npenaparos;
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6) 3KBMBaNEHTHOCTbL JIEKAPCTBEHHbIX (DOPM NEKAPCTBEHHLIX NPEnapaTos.;

B) SKBMBANEHTHOCTb KA4YECTBEHHbIX W KONMYECTBEHHbLIX XapakTepucTUK apMaueBTUYECKMX CyOCTaHLMA, BXOOAALWMX B
COCTaB NeKkapCTBEHHbIX Npenaparos;

r) NWAEHTUYHOCTb MMEKLLNXCA B MHCTPYKUMAX NO MEOULMNHCKOMY NMPUMEHEHUIO NeKapCTBEHHbIX npenapartoB nokasaHun un
I'IpOTMBOI'IOKa3aHV|l7| K MeOVUUNHCKOMY NPpUMEHEHUIO JNTeEKapCTBEHHbLIX NpenapaToB.

10. B3anmo3amMeHAeMOCTb BOCMPOM3BEAEHHbIX NTEKAPCTBEHHbIX NpenapaToB, NPeayCcMOTPEeHHbIX NyHkTamu 1-7 Yactm 10
cratbu 18 PepepanbHoro 3akoHa "O6 obpalleHun NekapCcTBEHHbIX CPeacTB”, ycTaHaBnuBaeTcss 6e3 HeobxoguMmocTu
AoKkasaTenbCcTBa Ux BMO3KBUBANEHTHOCTM.

11. B3aMmo3amMeHAeMOCTb flekapCTBEHHbIX NpenapaTos, yka3aHHbIX B NyHKTe 4 yactn 4 ctatbu 3 PeaepanbHOro 3akoHa
oT 27 nekabps 2019 . N 475-d3 "O BHeceHun nameHeHui B PeaepanbHbii 3akoH "O6 obpallieHnn NeKapCTBEHHbIX CReACTB” U
denepanbHbit_3akoH "O  BHeceHuM u3MeHeHun B PenepanbHbii 3akoH "O6 obpallleHnn NekapcTBEHHbIX cpencTB”,
ycTaHaBnuBaeTcs 6e3 HeobxooMMOCTH AoKa3aTenbCTBa X OMO3KBMBANEHTHOCTH.

12. [onyckaetcs  yCTaHOBIEHME  B3aMMO3aMEHSIEMOCTU  KOMOMHMPOBAHHLIX  NEKAPCTBEHHBLIX  MpenapaToB
(npepcTaBnsaowmMx cobon komBMHauuo 2 1 Gornee AEWCTBYIOWMUX BELLECTB) M KOMOMHALMN M3 OTAENbHbIX JIeKapCTBEHHbIX
npenapaToB, UMELLMX MexayHapoaHble HenaTeHTOBaHHbIe (XMMUYECKUe I rPpYNNMPOBOYHbIE) HAMMEHOBAHUS, BXoasLNe B
COCTaB COOTBETCTBYIOLLMX KOMBMHMPOBAHHLIX NIEKAPCTBEHHbLIX NPenapaTos.

13. BocnpousBegeHHble nekapcTBeHHble npenapaTtbl (6uoaHanorosble (6MonogobHble), B3auMoO3aMeHAeMble Mo
OTHOLLEHWNIO K 0OgHOMY pedepeHTHOMY fieKapCTBEHHOMY Mpenapary, B3anmo3aMeHsieMbl Mexay coboi.

14. JkcnepTHoe yuypexaeHne no ucredeHun 10 paboumx gHenm co AHs BHeceHus MUHUCTEPCTBOM WHopmauum o
3aperncTpupoBaHHOM feKapCTBEHHOM NpenapaTe B FOCYAaRCTBEHHbIN PEECTR NEKaPCTBEHHbBIX CREACTB (POPMUPYET KOMUCCUIO
3KCMEPTOB B LIEMSAX OCYLLECTBIIEHNS SKCTMEPTM3bl PErMCTPALMOHHOIO [OChe Ha NeKapCTBEHHbIM npenapar Ans onpeaeneHus
€ro B3aMM03aMeHSEMOCT!.

15. OkcneptHoe yuypexaeHne B TedeHne 20 paboumx gHenm co gHA POPMUPOBAHUSA KOMUCCUM SKCMEPTOB MNPOBOAUT
3KCMEepTn3y PperucTpaumMoHHOroO [OCbe Ha feKapCTBEHHbIV npenapaTt, OOpMMseT 3akiioyeHMe W HanpasnsieT ero B
MwuHucTepcTBoO.

16. B cniyyae BbISIBNEHMST 3KCMEPTHbIM YyYpeXAEeHWeM OTCYTCTBUS B PErMCTPALMOHHOM [OCbe Ha BOCMPOM3BEAEHHbIV
(broaHanoroBbI, 6MONOOOOHEIN) NEeKapCTBEHHbIV Npenapar, B3anMo3aMeHSIEMOCTb KOTOPOro He YCTaHOBINEHA B COOTBETCTBUM
c yacTbio 4 ctatbk 3 PenepanbHoro 3akoHa ot 27 aekabpsa 2019 . N 475-03 "O BHeceHUM nameHeHur B PeaepanbHblil 3aKOH
"O6 obpalleHnn nekapcTBeHHbIX cpeacTts” u PenepanbHbin 3akoH "O BHeceHUN naMmeHeHur B PenepanbHbin 3akoH "O6
obpallieHnn nekapcTBeHHbIX cpeacTts” 1 co cratben 27_1 deaepanbHoro 3akoHa "O6 obpallieHny nekapcTBeHHbIX CRpeacTs”,
pes3ynbTaToB McCneaoBaHMs OMOSKBMBANEHTHOCTM UMW TepaneBTUYECKOW SKBUBANIEHTHOCTM MO OTHOLLUEHUIO K peddepeHTHOMY
nekapcTBEHHOMY Npenapary SKCNepTHOe yUYpexaeHne B TedyeHne 3 paboumx gHel co AHS 0OHapyXeHUs OTCYTCTBUS yKa3aHHOM
MHopMaLnn HanpaBnsieT AaHHble cBeaeHust B MUHUCTEPCTBO.

B YKa3aHHbIX CBEAEHNAX B OTHOLLUEHUN KaXKO0ro NIeKkapCTBeHHOro npenapara 3KCnepTHbIM y4pexaeHmnem yctaHaBnnmBaeTCcA
CpPOK, AOCTaTouHbIN Ans nposegeHunA HeobXoAMMbIX KNMMHUYECKNX NCCneqoBaHnii, HO He Bonee Yyem 3 roga.

17. B cnydae BbISIBNEHWST B MHCTPYKUMSAX MO MELAULMHCKOMY MNPUMEHEHMIO B3aMMO3aMEHSIEMbIX JEKAaPCTBEHHbIX
npenapaTtoB pas3nuuuii B MOKa3aHWAX AN NPUMEHEHUs (3a WUCKNIYEHMEM MoKasaHuh ONs NPUMEHEHWs, BKITOYEHHbIX B
WHCTPYKLUUN Ha OCHOBaHWM pe3ynbTaToB COOTBETCTBYIOLMX WCCNEAOBaHWA) M B MNPOTMBOMOKA3aHMAX AN NPUMEHEHUs
3KCMNepTHOE yypexaeHne B TedeHne 3 paboumx OHen co OHs OOHapy)XeHUst Takmx pasnuyuuii HanpaensieT COOTBETCTBYOLLME
cBegeHns B MMHUCTEPCTBO.

18. MuHucTepcTBO B TedeHue 3 pabounx OHEN CO OHA MOMNyvYeHWsl CBEAEHWU, yka3aHHbIX B OyHkTax 16 u 17 HacToawmx
MpaBun, HanpaBnsieT gepxXaTen WnuM Bnagenbly pPerucTpauMoHHOrO YAOCTOBEPEHMSI IEKapCTBEHHOro npenapata
(YNONMHOMOYEHHOMY WM OPUOUYECKOMY INULly) 3arnpoc O HeobxooumocTW NpPeACTaBreHWss OTYETOB O pesynbrarax
COOTBETCTBYIOLUMNX KITMHUYECKMX WUCCMNEdOoBaHUA IeKapCTBEHHOro npenapata C Y4eTOM YCTaHOBMEHHOro 93KCMepTHbIM
yYpexaeHneMm cpoka [Ans KX MpoBedeHUs WM O HeoOXOOAMMOCTM MNpPUBEAEHWUs MOKa3aHUM AN MPUMEHEHUs 1
NPOTMBOMNOKa3aHWi AN NPUMEHEHNs, UMEOLUXCH B UHCTPYKLUMU NO MEOULUMHCKOMY NPUMEHEHMI0 NekapCTBEHHOro npenapara,
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B COOTBETCTBME C MOKa3aHUAMU O5d NPUMEHEHUA N NPOTUBONOKa3aHNAMU ONA NMPUMEeHeHNA, UMeLWNMNCA B MHCTPYKLUKW O
MEONLNHCKOMY NPUMEHEHUIO pe(bepeHTHoro NeKapCTBeHHOro npenapara, B CpOK, He I'IpeBbILIJaIOIJJ,I/IVI 6 mecsues.

YKasaHHbIN 3arnpoc MOXeTt ObITb nepegaH YynoriHOMOYEHHOMY npeacTaBUTENIO  AepXatena wunn  Bnagenbua
perncTpaumMoHHOro yaocCTtoBepeHUA J1eKapCTBEHHOro npenapara JIM4YHO no4 pacnucky, HanpasiieH Mo Mno4YTe 3aKa3HbiM
NMMCbMOM U nepegaH B 3ﬂeKTpOHHOI7I (*)opme no TeNeKOMMYHUKaUuMOHHbIM KaHallaM CBA3W, B TOM 4YUCEe nocpencTtBoM
nNYHoro kabuHera.

B Ccny4ae HanpasleHua 3anpoca no no4vte 3aka3HbiM MUCbMOM OH CHMUTaEeTCA NOSy4YEeHHbIM MO UCTEeYEHUN 6 oHen co aHs
HanpaslieHna 3aka3Horo nncbma.

19. MUHMCTEPCTBOM Ha mopTarne Nno BeAeHMWI0 FoCyapCTBEHHOrO peecTpa IeKapCTBEHHbIX CREACTB B JINYHOM KabuHeTe
AepxaTtens unv Bragenbla perncTpaumMoHHOro yAoCTOBEepeHUsl (YMONMHOMOYEHHOro UM nuua) (ganee - NUYHbIA KabuHeT
3aABUTENS) pasMeLLaeTcs 3akroyeHne B TedeHne 3 paboumnx AHeEN co OHS ero NOCTYMNIeHMs! OT 9KCMEPTHOTO YUpeXaeHus.

20. MNepe4veHb B3anMo3aMeHSEMbIX NleKapCTBEHHbIX NpenapaToB, pa3MeLleHHbI Ha oduumnansHoM carte MuHuctepcTea
B WH(OPMALIMOHHO-TENEKOMMYHMKALMOHHOW ceTu "UIHTepHeT", obHoBnsetrcs MuHucTepcTBOM He pexe 1 pasa B Mecsl C
Yy4EeTOM YCTaHOBMEHHON B3aMMO3aMEHSIEMOCTU Ha HOBble 3apernmcTpupoBaHHbIE feKkapcTBeHHble npenapatbl U U3MEHEHUN,
BHECEHHbIX B JOKYMEHTbI, CoAepXaliuecs B perMcTpauuoHHbIX AOCbe Ha 3aperMcTpMpoBaHHbIe NekapCTBeHHbIEe npenaparThbl.

21. 3aknwoyeHne MoxeT OblTb 06XanoeaHo gepxarenem wunm  Bnagenbuem perncrtpauMoHHOro yaoctoBepeHusa
JNIeKapCTBEeHHOro npenapara (yﬂOJ'IHOMOLIeHHbIM nm J'II/ILI,OM) B MI/IHI/ICTepCTBO B TeueHue 20 p360'~WIX OHen co gHs pas3meLlleHna
3aKMYeHns B IMYHOM KabuHeTe 3aaBuTens nocpencTteom nogadu xanoobl vyepes TNNYHBIN KaBUHET 3asiBUTENs.

22. [Ins paccMOTpeHust anobbl U NPUHATUS NO Hel pelleHns MUHUCTEPCTBO CO3AaeT KOMUCCUIO, B KOTOPYHO BKIOYAIOTCS
npeacTaBuTeNU MNOABEAOMCTBEHHbIX MUHUCTEPCTBY Hay4HbIX OpraHusauuii U obpasoBaTesibHbIX OpraHu3auuil BbiCLIEro
06pa3oBaHusl, OCYLLECTBSIOWMX AEATENbHOCTb B cdepe 06palleHus NeKkapCTBEeHHbIX CPeACTB (aanee - KOMUCCUS), U
ncTpebyeT y SKCMEepPTHOrO YYpexaeHWs OOKYMEHTbl W CBedeHUsl, Ha OCHOBaHUM KOTOPbIX OcOpMIIEHO oGxanyemoe
3aknodeHne. B cocTaB KomMucCUM He MOTYT GbiTb BKMIOYEHbI MPEeOCcTaBUTENW IKCMEPTHOro yupexaeHus. [onoxeHue o
KOMMWCCUM 1 ee cocTaB yTBepxaatoTcs MUHUCTEPCTBOM.

23. PaccmoTpeHue xanobbl C y4eTOM MOCTYMUBLUMX M3 SKCMEPTHOrO YyypexaeHuss OOKYMEHTOB W CBeOeHWui
ocyulecTBnsieTca kommccmen B TedeHne 10 pabounx AHEn COo AHA ee NOCTYMNEeHUs MyTem NPUHATUS OOHOro U3 criedytoLmx
peLleHun:

a) ocTaBuTb xanoby 6e3 y10BNeTBOPEHMS;

6) Npu3HaTb >Kano6y 00OOCHOBAHHOW MOMHOCTLIO UMM YaCTUYHO U HanpaBuUTb B 3KCNepTHOE ydpexaeHune npeanucaHue 06
YCTPaHEHUN BbIABINEHHbIX HapymeHvu?l C BHeCceHuem npu HeO6XOD,I/IMOCTI/I no pesynbrataMm ero UCnosiHeHuA M3MEHEHN B
nepevyeHb B3anMMo3aMeHAEeMbIX NIEKAPCTBEHHbIX npenapaToB.

24, MOTVIBI/lpOBaHHoe pelweHne Kommccumn pasmMmeljaeTtca B JIMMHOM KabuHeTe 3asaBUTENS B TeYeHUe 2 pa6oqu OHen co
OHA ero NpuHATUA.

25. DKcnepTHOE y4ypexaeHne B TedeHne 5 pabounx gHen co OHA NonyyYeHus npegnucaHns, ykasaHHoro B noanyHkre "6"
nyHkTa 23 Hactoawmx [lpaBwun, HanpasnsieT B MUHUCTEPCTBO COOTBETCTBYOLLEE 3akMioyeHWe W BHOCUT WU3MEHEHWUs B
nepeveHb B3aMMO3aMeHSIEMbIX IEKaPCTBEHHbIX Npenaparos.

YTBEPXOEHA

noctaHoBneHuem MNpaButenscTBa
Poccuickon ®egepauum

ot 5 ceHTA6psa 2020 roga N 1360

DOPMA
3AKIIOYEHUA KOMUCCUUN SKCTMNEPTOB ®EANEPANIbBHOIO NOCYAAPCTBEHHOIO BIOMXXETHOIO
YUYPEXOEHUA NO NPOBEAEHUIO 3KCNEPTU3bI NIEKAPCTBEHHbLIX CPEACTB O
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B3AUMO3AMEHAEMOCTW JIEKAPCTBEHHbIX MPEMAPATOB AJ11 MEAULIMHCKOIO NPUMEHEHUA NUBO
O TOM, YTO NEKAPCTBEHHbIU NPENAPAT ONA MEOUUUHCKOIO NPUMEHEHUA HE ABNAETCA
B3AUMO3AMEHAEMbIM

MwuHucTepcTBO 3apaBooxpaHeHnsa Poccuiickon ®enepavmm
(HaumeHoBaHue degepanbHOro rocyaAapCTBEHHOIO BIOMKETHOMO yUpeXaeHus)
YTBEPXOAIO
(pykoBoguTenb, NOANMUCH, NeYaTb)
" " 20 r.

3AKINKOYEHUE
KOMUCCUU
3KCNnepToB

(HaMmeHoBaHWe eaepanbHOro rocyaapCTBEHHOIO BIOAYKETHOIO YUPEXKAEHNS)

(B3anMo3aMeHsIEMOCTM NIeKapCTBEHHbIX NPenapartoB A5 MEAVULMHCKOrO NPUMEHeHNs Nnbo o
TOM, YTO fleKapCTBEHHbIN NpenapaTt Ans MeguUMHCKOro NPUMEHEHMWS! HE ABMSIETCS
B3aMMO3aMEHSAEMbIM)

. OBWWUME CBEAEHUA O NEKAPCTBEHHOM MPENAPATE, NOANEXALLUEM ONPEAENEHUIO
B3AMUMO3AMEHAEMOCTU, U BSAMUMO3AMEHAEMOM (PE®EPEHTHOM) JIEKAPCTBEHHOM MNMPENAPATE
1. IlekapcTBeHHbIN Npenapar, noanexalimin onpeaeneHnio B3anMo3ameHIeMoCTH:

1.1. HaMMeHoBaHWe NeKapCcTBEHHOIO Npenapara:

MexayHapogHoe ;
HenaTeHTOBaHHOe

X“MUYeckoe nnm ;
rpynnMpoBOYHOE

Toproeoe ;
1.2. gaTta rocyaapCTBEHHOW permcTpauumn nekapcTBEHHOro npenapata B Poccuiickon ®egepaumm n Homep
permcTpaLmoHHOro

yAOCTOBEPEHNS

1.3.B1A :
nekapcTBeHHOro

npenaparta

(pedepeHTHbIN, BOCMPON3BEAEHHbIN, Bronornyeckun, UMmyHobuonornyeckmn, bnoaHanor,
KOMOVHUPOBAaHHbIN, AN MApPEeHTEParbHOro NUTaHUs, OPYromn)
1.4. ;
nekapcTBeHHas
dopma
1.5. papmaueBTuyeckasi cybcTaHUms:
HavMeHoBaHue ;
cdapmaueBTnYeCcKomn
cybcraHumn

(MexxgyHapogHoe HenaTteHToBaHHOE HauMeHOoBaHWe Unu rpynnMpoBOYHOE, UMM XMMUYECKOE,
a Takke TOproeoe (Npu HanM4un)
HOMEp peecTpoBOM ;
3anucu (npu
HanMynm)
1.6. cnocob BBeAeHMs NNy NPYMEHEHWs NekapcTBEHHOro npenapara

(,EI,J'IH npmemMa BHyTpPb, 414 HApPY>XHOIro NpUMeHeHusd, ana MeCTHOro npuMeHeHunad, anda napeHteparnbHOro npuMeHeHu4d,

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/

O nopsake onpefeneHns B3aumMo3aMeHAeMOCTN NeKapCTBEHHbIX NpenapaToB AN MeANLMHCKOTO NPUMEHeHUs Crpanuua 7
lMocmaHoerneHue lNpasumenscmea P® om 05 ceHmsbps 2020 e. Ne 1360

Aana HranauMoHHOro I'IpI/IMeHeHI/IFI)
1.7. Hanuuve wnn OTCyTCTBME B perncTtpaunoHHOM [ocCbe pe3ysibratoB UccrnegoBaHuA ©103KBMBaANEHTHOCTH
NIeKapCTBEHHOro npenapara unn nccnenosaHuna TepaI'IeBTquCKOﬁ 3KBMBAJNIEHTHOCTU NNeKapCTBEHHOIO

npenapara ;
(MmetoTCs MU OTCYTCTBYHOT)

1.7.1. HaumeHOBaHWe nccnegoBaHNsa BUOIKBMBANEHTHOCTM NeKapCTBEHHOrO nNpenapaTa (MccneaoBaHus

TepaneBTU4ECKON ;

SKBMBAIEHTHOCTH

nekapcTBeHHOro

npenapara)

1.7.2. HanMeHOBaHWe NeKapCTBEHHOrO Mpenapata CpaBHEHUS, KOTOPbIA UCMONb30Barcs npy NpPoBeAEeHUU UCCNeaoBaHus

B1O3KBUBANEHTHOCTN NEKapCTBEHHOrO npenapaTta (UccrnegoBaHus TepaneBTUYECKOW 3KBMBANEHTHOCTW NeKapCTBEHHOro

npenapara):

MexayHapogHoe ;
HenaTeHTOBaHHOe

XMMUYECKOe Unu ;
rpynnMpoBoOYHOE

Toprosoe ;
1.7.3. OoKasaHHble KMMHUYECKM 3HauYMMble pasnuunst apMakoKUMHETVKU U (Mnu) addekTUBHOCTM K BesonacHoCTu
NeKkapcTBEHHOro Mpenapara npuv NPOBEOEHUN WCCNEOOoBaHUS OMOSKBMBANEHTHOCTM IEKApCTBEHHOro npenaparta
(nccnenoBaHusA TepaneBTUYECKON SKBMBANEHTHOCTU NEKAPCTBEHHOrO npenapara)

(MmetoTCst Unn OTCYTCTBYIOT)
2. B3amo3ameHsieMbin (pedhepeHTHbIN) NeKapCTBEHHbIV Npenapar Ans Lenew onpegeneHns B3amMmo3aMeHseMOCTH:

2.1. HaumMeHoBaHWe nekapcTBEHHOro npenapara:

MexayHapogHoe ;
HenaTeHToOBaHHOe

XMUMUYECKoe Unu ;
rpynnMpoBOYHOE

TOprosoe ;
2.2. paTa rocygapCTBEHHOM permctpaunmn nekapcTBeHHoro npenaparta B Poccunckon ®egepaumm n Homep
perucrtpaumoHHOro ;
YAOCTOBEpPEHUS (aaTa

perncrpaumm B

WHOCTPaHHOM

rocygapcTee)

2.3.BUA ;
neKapcTBEHHOro

npenaparta

(opurnHanbHbI, BOCMPOU3BEAEHHbIN, OoaHarnor)
2.4. :
nekapcTBeHHasi
dopma
2.5. hapmaueBTUYdeckasn cybctaHums:
HavMeHoBaHue ;
cdapmaueBTnYEeCKon
cybcTaHumm

(MexxgyHapogHoe HenaTeHTOBaHHOE HauMeHOBaHWe Unu rpynnMpoBOYHOE, UMM XMMUYECKOE,
a Takke Toproeoe (Npu Hanu4un)
HOMep peecTpOBOM ;
3anucu (npu
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HanMynm)
2.6. cnocob BBEAEHUS UNW NPUMEHEeHUs NeKkapcTBEHHOro npenapara

(ans npvema BHYTPb, ONA HAPYXXHOTO NMPUMEHEHNUS, NS MECTHOMO NPUMEHEHWS, AN NapeHTepansHOro NPMMeHeHus,

AMNS UHTanALMOHHOIO MPUMEHEHMs )
2.7. pedepeHTHbI NeKkapCTBeHHbI Mpenapart, KOTOpblii WUCMofb3oBasica kak npenapaTr CpaBHEHWUSI MpW MpPOBEAEHWUU
uccnenoBaHUs GUOSKBMBANEHTHOCTM eKapCTBEHHOro npenaparta (MCCreaoBaHusi TepaneBTUYECKON 3KBUBASIEHTHOCTU
nekapcTBeHHOro npenapara), noanexallero onpeaeneHunio B3avmo3ameHaeMocTy

Il. KPUTEPUN (XAPAKTEPUCTUKUN), HA OCHOBAHUN KOTOPbLIX YCTAHABJIIUBAETCHA
B3AUMO3AMEHAEMOCTb JIEKAPCTBEHHbIX NMPEMAPATOB
1. OkBUBaNeHTHOCTb (A8 GuoaHanoroBbix (6MoNoAo6HLIX) NEekapCTBEHHLIX NpenapaTtoB (61uoaHanoroB) - CONOCTaBUMOCTb)
KaueCTBEHHbIX W KONMMYECTBEHHbLIX XapaKTepuUCTMK (apmMaLeBTUYEeCKNX CyOCTaHUUA NeKapCcTBEHHOro npenapara unu
COMOCTaBMMOCTb @aHTUIeHHOro CocTaBa BaKUMH, NoANeXallnx onpeaeneHmio B3anmMo3amMeHseMoCT, 1 B3aMMO3aMeHAEeMOro
(pedbepeHTHOro) nekapcTBEHHOIO Npenapara:

a) pesyrnbTaT OLEHKU KpUTEPUS (XapaKTEPUCTUKN) - KAYECTBEHHbIE M KONMYECTBEHHbIE XapaKTEPUCTUKN ddapMaLeBTUYECKNX
cyGCTaHUUiA, BXOASLMX B COCTaB NleKapCTBEHHOTO npenapaTa Ui aHTUreHHbI COCTaB BaKLWH

(akBMBaneHTHbI (ana GnoaHanorosbix (6MONOAOOHLIX) NEKAPCTBEHHbIX NpenapaToB (GuoaHanoros), BakUMH -
COMocTaBUMbl) B3arMo3ameHsieMoMy (pedepeHTHOMY) nekapCcTBEHHOMY npenapary Unu He 9KBUBaNeHTHbI (He
COMOCTaBUMBbI)
6) 060CHOBaHME OLIEHKM KPUTEPUS (XapaKTEPUCTUKM) )
2.  OKBMBANEHTHOCTb  JleKapCTBEHHOW  (QOPMbl  fEeKapCTBEHHOro  npenaparta, nognexawiero  onpegeneHuto
B3aMM0O3aMEHSEMOCTH, U B3aumo3aMeHAeMoro (pedepeHTHOro) nekapcTBEHHOro npenapara:

a) pesyrnbTaT OLEHKU KpUTEPUS (XapaKTEPUCTUKN) - NleKapCTBeHHas hopMa NeKkapCTBEHHOMO npenapara Ans MeauuMHCKoro
NpYMEHEHUS]

(akBMBaneHTHa B3aMMo3amMeHsieMoMY (pedepeHTHOMY) NiekapCTBEHHOMY MNpenapaTy Unu He SKBUBareHTHa)
6) 060CHOBaHNE OLIEHKN KpUTEPUS (XapaKTEPUCTUKN)

3. OKBMBaANEHTHOCTb WM COMOCTaBUMOCTb COCTaBa BCrOMOraTerbHbIX BELLECTB NeKapCTBEHHOro npenapara, noanexaliero
onpeaeneHunio B3arMo3aMeHseMOCTH, U B3aMO3aMeHSieMoro (pedepeHTHOro) nekapcTBeHHOro npenapara:

a) COCTaB BCrnomMorartesibHbIX BELWECTB JIEKapCTBEHHOIO Nnpenapata Ana MeanunHCKOro npuMeHeHuna

(3kBMBaANEHTEH B3aMMo3aMeHsieMoMy (pecbepeHTHOMY) NekapCTBEHHOMY NpenapaTy UM He 3KBUBAIEHTEH)
6) 060CHOBaHMNE OLIEHKN KpUTEpPUS (XapaKTEPUCTUKN) ;
B) yKa3aHue Ha UCKMHYEHNE OTAENMbHbIX IPYNM NauMeHTOB (ECNN NPUMEHMMO) NPU OLEHKE KpUTEPUS
(xapakTepucTumkm)
4. NpeHTuyHocTb crnocoba BBegeHMs u crnocoba NpYMEHeHNs NekapCTBEHHOro npenaparta, NoArexallero onpegeneHuio
B3aMM03aMEHSEMOCTH, U B3aumo3amMeHsAeMoro (pedepeHTHOro) nekapcTBEHHOro npenapara:

a) cnocob BBEOEHUSA 1 NPUMEHEHNSI NEKAaPCTBEHHOIO Npenapara

(MOEHTMYEH NN HE MOEHTUYEH)
6) 060CHOBaHNE OLIEHKN KpUTEPUS (XapaKTEPUCTUKN)

5. CooTtBeTcTBME MNPOU3BOAUTENS NEKAPCTBEHHOrO cpeacTBa TpeboBaHWsM NpaBuNn Haanexallel Mnpou3BOACTBEHHOMN
NpaKTUKK:
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a) COOTBETCTBUE NPOM3BOANUTENS NEKAPCTBEHHOMO CPeACcTBa TpeboBaHMSM NpaBun Haanexalluen
NPOM3BOACTBEHHOW NPaKTWKM

(mooTBEPXKAEHO UIKM HE NOATBEPXKOEHO 3aKITHOYEHNEM)
6) 060CHOBaHME OLIEHKM KpUTEPUS (XapaKTEPUCTUKM)

ll. OBLUMW BbIBOA NO PE3YINIETATAM 3KCMEPTHOW OLIEHKW NO ONPEQENEHUIO
B3AUMO3AMEHAEMOCTU JIEKAPCTBEHHOI'O MNMPEMAPATA ONnA MEOUUUHCKOIO
NMPUMEHEHWA

Mo pesynbtataM OLEHKM  KPUTEPUEB  (XapaKTEPUCTWMK), Ha  OCHOBaHUWM  KOTOPbIX  onpeaensieTcs
B3aMMO3aMEHSIeMOCTb JIEKapCTBEHHbIX NPenapaToB, NeKapCTBEHHbIN Npenapat NpuaHaH

(B3anmMo3ameHsAEMbIM NN HE B3aMMO3aMeEHSEMbIM)

(pedepeHTHbIM (MHBIM BOCNPOM3BEAEHHbLIM) NEKAPCTBEHHbBIM NpenapaTom)
B3anMo3ameHsieMoCTb onpeaeneHa ¢ ykasaHMeM Ha UCKIoYeHne cneayowmnx oTaenbHbIX rpynn naunueHToB:

Komucensa 3KCNepToB B COCTaBe:
npegcegarteslb KOMMCCUKN SKCNepPTOB

(BOMKHOCTL) (d.n.0.) (noanuceb)
OTBETCTBEHHbIN CEKpeTapb

(BOMmKHOCTL) (d.n.0.) (mognuchb)
aKcnepThl

(BomKHOCTL) (cb.n.0.) (nognuceb)
[aTa opopmneHns 3aknoyeHns " " 20 r.

OnNEeKTPOHHBIN TEKCT AOKYMEHTa
nogrotoereH AO "Kogekc" n ceepeH no:
OdmumanbHbIv MHTEPHET-NOpTan
npaBoBoOW MHdOpMaLnn
www.pravo.gov.ru, 09.09.2020,

N 0001202009090007
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