O BHEeCeHHMH U3MEHEeHHUH B
dengepajibHBLIN 3aK0H "O0
OOpalIeHuH JIeKaPCTBEHHBIX
cpeacTtB" U PegepayibHBIN 3aKOH
"O BHeCeHUH U3MEeHEeHHUH B
denepaabHBIA 3aKOH "00
OOpalIeHuH JIeKaPpCTBEHHBIX
cpeacrtB”

Crarbsi 1

Braectu B ®emgepanbHbii 3akK0H oT 12 anpens 2010 roma Ne 61-03 "O6
oOpallleHnu JeKapcTBeHHBIX cpencTB" (CobpaHue 3aKOHOIATEIbCTBA
Poccuiickou ®epepanuu, 2010, Ne 16, cT. 1815; Ne 42, cT. 5293; Ne 49,
cT. 6409; 2011, Ne 50, cT. 7351; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT.
3477; Ne 48, cT. 6165; 2014, Ne 11, cT. 1098; Ne 43, cT. 5797; Ne 52, cT.
7540; 2015, Ne 29, cT. 4367; 2017, Ne 31, cT. 4791; 2018, Ne 1, cT. 9; Ne
24, ct. 3407; Ne 49, cT. 7521; Ne 53, cT. 8437; 2019, Ne 23, cT. 2917; Ne
31, ct. 4456) cnenyoliye u3MeHeHusa: 1) B cTaThe 4: a) JOIIOTHUTh
nyHKToM 101 cnepyromiero cogepxauus: "101) opuruHanbHBIN
JIeKapCTBEHHBIN IIpenapar - JIeKapCTBEHHBIN IIpenapaT C HOBBIM
OEeNCTBYIOIINM BEIIeCTBOM, KOTOPHIM IIEPBLIM 3apEeTUCTPUPOBAH B
Poccutickou ®enepaliviu Uiy B UHOCTPaHHBIX T'OCyZapCcTBax Ha
OCHOBAHUU Pe3yJIbTaTOB JOKITMHUYECKUX UCCIeqOBaHUN
JIeKapCTBEHHBIX CPEJCTB U KJIIMHUYECKUX UCCIIeJOBaHUU
JIeKapCTBEHHBIX IIPENapaToB, MOATBEPKAAIOIINX €r0 KauyeCTBo,

9 HEeKTUBHOCTh U 6€30I1aCHOCTh;"; 6) MyHKT 11 U3TOKUTH B
cnenyomien pegmaknuu: "11) pedepeHTHEN TeKapCTBEHHBIN IpenapaT
- JIeEKapCTBEHHBIN ITpernapaT, KOTOPhIM MCIOIb3yeTCs OJIsI OLIEHKU
OMO3KBUBAJIEHTHOCTU UJIU TepalleBTUYeCKOM 9KBUBaJIEHTHOCTH,
KadecTBa, 3QPeKTUBHOCTH U 0€30IMaCHOCTH BOCIIPOU3BEIEHHOIO
JIeKapCTBEHHOTO IIpenapaTa ujim 61uoaHaIoroBoro (6monomo6HOT0)
JIeKapCTBEHHOTO Ipenapara (buoaHanora). B kauecTse
pedepeHTHOTO JIEKapCTBEHHOTO IIpellapaTa OJisd MeOUIIMHCKOT 0
MIPUMEHEHUS UCIIOJIb3yeTCS OPUTUHAIbHBIN JIEKapCTBEHHBIN
rmpemnapat nub0, ecliu OPUTrHHaIbHBIN JIeKapCTBEHHBIN ITperapaT He
3aperucTPUpPOBaH UM He HaXOOUTCs B 000poTe B PoccuiicKoi
denmepanuu U He HAXOOUTCS B 000pOTe B MHOCTPAHHBIX I'OCYIapPCTBaX,
BOCITPOM3BEIEHHBIN JIEKAPCTBEHHEIN IpernapaT uiu 01oaHaIOr OBBIT
(6bromomoOHLBIN) TeKapCTBEHHEIN ITperapar (01oaHanor), KOTOPHIM



TIePBBIM 3apPETUCTPUPOBAH U3 YHCJIa HaXOOSIIUXCs B 000poTe B
Poccutiickoit ®epepanu, 0MO03KBUBAIEHTHOCTh UJIM TepaleBTUYeCKas
9KBUBAJIEHTHOCTb, Ka4eCTBO, 9QHEKTUBHOCTh U 0€30IIaCHOCTh
KOTOPOTO OLIEHUBAJIMCh 10 OTHOIIEHUWIO K OPUTUHATIBHOMY
JIeKapCTBEHHOMY IIpelapaTy, a TakXKe KaueCTBO, 9P(PEeKTUBHOCTD U
06e30MaCHOCTb KOTOPOT'O IIOATBEPKAAIOTCS pe3yabTaTaMu
(apmMakoHag30pa ¥ IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHLIX CPEJICTB,
HaXOMSIINXCS B IPaXXgaHCKOM 000pOTe, YCTaHOBJIEHHBIM
TpeOoBaHUAM K UX KauyecCcTBY. B KagecTBe pedpepeHTHOTO
JIeKapCTBEHHOT 0 IIpenapara OJisi BeTePUHAPHOTI 0 IPUMEHEHUS
HCIIONIb3YETCS JIeKapPCTBEHHBIM IIpeIaparT O BeTEePUHapHOT O
IpUMEHEHUS, 3apeTucTpupoBaHHbid B Poccurickou ®epgepanuu Ha
OCHOBAHUU Pe3yJIbTaTOB OJOKIMHUYECKNX HUCCIeOOBaHNN
JIeKapCTBEHHBIX CPEICTB U KIMNHUYECKUX UCCIIeJOBaHUMU
JIeKapCTBEHHLIX ITPenapaToB, MOATBEPKOAIOIINX €0 Ka4eCTBO,

9 HEeKTUBHOCTh U 6€30I1aCHOCTh;"; B) IIyHKTH 12 1 121 U37TO0XKUTL B
crepdymoomen pegakiuu: "12) BOCIIpOU3BeeHHBIN JIEKaPCTBEHHBIN
Impernapar - IeKapCTBEHHBIN IIpemnaparT oI MeOUITMHCKOT O
MIPUMEHEHU S, KOTOPBhIM UMeET 3KBUBAJIEHTHHIN peepeHTHOMY
JIeKapCTBEHHOMY IIpellapaTy Ka4yeCTBEHHBIM COCTaB U
KOJINYECTBEHHBIM COCTaB [AEUCTBYIOILIUX BeIlleCTB B 9KBUBAJIEHTHOU
JIeKapCTBeHHOU popMe, mubO TeKapCTBEHHLINW mperaparT OJis
BETEPUHAPHOTO IIPUMEHEHUSI, KOTOPHIM UMEET TaKue XKe, 4YTO U
pedepeHTHBIN JIeKapPCTBEHHBIN NIpenapaT, KaueCTBEHHLIN COCTaB U
KOJINYECTBEHHBIU COCTAB OEMCTBYIOIINX BEIIECTB B TaKOU Xe
JIeKapCcTBeHHOM ¢hopMe, OMO3KBUBAJIEHTHOCTDL UJIHM TepaleBTUYeCKas
5KBUBAJIEHTHOCTh KOTOPHIX COOTBETCTBYIOIIEMY pPedepeHTHOMY
JIeKapCTBEHHOMY IIpellapaTy NOATBEPXKAeHa COOTBETCTBYIOIIUMHU
nccnemoBanusMu; 121) TepaneBTuyeckasi 95KBUBAJI€HTHOCTD
JI€eKapCTBEHHLIX ITPENapaToB - JOCTUXKEHNE KIIMHUYECKHN
CONOCTAaBUMLIX TePANeBTUYECKOro 3(pdeKTa u mokKalaTeneu
3¢bGeKTUBHOCTU U 0€30IIaCHOCTH IIPU IPUMEHEHUHU JIeKapCTBEHHBIX
IMperapaToB OJIsI MEAUIIMHCKOTO ITIPUMEHEHU ST, UMEIOIIUX OTHO
MeXKIOyHapoOHOe HellaTeHTOBaHHOe (MJIU XMMUYEeCKoe, NN
IPYNONPOBOYHOE) HaUMEHOBaHUE, B 9KBUBAJIEHTHHIX JO3UPOBKax IO
OOHUM U TEM K€ IMOKa3aHUSIM K IIPUMEHEHUIO U ITPU OONHAKOBOM
crioco0e BBeIeHUSI Y OOHOM M TOU Ke T'PYIIIIhLl O0IbHBIX;"; T)
OOIIOJITHUTH ITIYHKTOM 124 cnenyrouiero cogepxanus: "124)
OMO3KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB - JOCTUXKEHUNE
COMIOCTaABUMBIX ITOKa3aTejle CKOPOCTHU BCAChIBAHUS, CTEIIEHU
MMOCTYNJIEHUS K MECTY AeUCTBUS U CKOPOCTU BBIBEOEHHUS OOHOTO UJIU
HECKOJIbKUX 00Iamaromx apMaKoJIoTudYeCcKor aKTUBHOCTBIO
OEelCTBYIOIINX BEIleCTB ITPU NPUMEHEHNH JIEKapCTBEHHBIX
npemnapaToB OIS MEOUILIMHCKOT 0 IIPUMEHEHU I, UMEIOIIUX OOHO
MeXKIOyHapoOHOe HellaTeHTOBaHHOeE (MIU XMMUYEeCKOoe, NN
TPYIIONPOBOYHOE) HaUMEHOBaHUE, B 9KBUBAJIEHTHHIX JO3UPOBKax U
IIPU OOUHAKOBOM cIrioco0e BBefeHuUs;"; 2) MYHKT 22 CTATbu 5
NPU3HATh YTPATUBIIUM CUY; 3) IIYHKT 3 CTaTbU 6 IIOCJIE CJIOB
"OIITOBOM TOPTOBIK" OOMOIHUTDL CJIOBAaMU "TeKapCTBEHHBIMU
cpencTBaMu", OOIIOJIHUTE CJIOBAaMU ", MEOUIIUHCKUMHU
OpraHu3allMsAMU, UMEIOIINMU JINIIEH3WI0 Ha (papMaleBTUYECKYIO
OesiTeNTbHOCTD, U UX 000CO0JIEHHBIMHU ITOAPa3aeIeHUsI MU



(ambymaTopusiMu, ¢henbAllIepCKUMU U (PenbaIiepcKo-aKyIiepCKuMHI
IIyHKTaMHU, IleHTpaMu (OTOeneHussMu) o011el BpaueOHOM (CeMenHOoM)
MIPAKTHUKU), PACIOJI02KEHHBIMHU B CEJIbCKMX HaCeJIeHHBIX ITYHKTaX, B
KOTOPHEIX OTCYTCTBYIOT allTeYHBle opraHu3auuun’; 4) nyHkrt 1 yactu 4
cTaThu 9 1OCJIEe CJI0B "YHUYTOXKEHUIO JIEKapCTBEHHBIX CPELCTB,"
OOIIOJIHUTE CJIOBAMU "YCTaHOBJIEHUIO IIPOU3BOOUTEIAMU
JIeKapCTBEHHEBIX IIPEenapaToB [IeH Ha JIeKapCTBEHHEIE IIpenaparhl,
BKJIIOUEHHbBIE B IIePEYEHb XKU3HEHHO HEOOXOOUMBIX U BarKHEUIIIUX
JIeKapCTBEHHBIX Ipenaparos,”; 5) 4acTh 2 cTaThu 14 OOIOJIHUTH
MIyHKTOM 4 CIeOymolIero cogepxkaHus: "4) sKCiepTuly
PETUCTPAMOHHOIO IOChE Ha JIEKAPCTBEHHKIU IIpenapar B Lesax
oIpenesieHusI B3auMO0O3aMeHsIeMOCTH JIEKapPCTBEHHBIX IpernapaToB AJisd
MEeOUIIMHCKOTO IpuMeHeHusd."; 6) 4acTb 9 ctaTthu 18 mmocie cioB
"IBanguaTHA JIEeT" OOMOJIHUTE CJIOBaMU "M B OTHOLIEHUU KOTOPHIX
HEBO3MOKHO ITPOBEeIeHNE NUCCIIeJOBaHUN UX OMO3KBUBAJIEHTHOCTHU";
7) ctaThio 271 U3nM0XKUTE B clienyoomen pegakuuu: "Crates 271.
B3auMo03aMeHsI€MOCTh T€KapCTBEHHBIX TPEerapaToB OJist
MEeOUIIMHCKOTO NpuMeHeHus 1. B3auMo3aMeHs1eMOCTh
JIeKapCTBEHHBIX IIpenapaToB AJIs MEeOULIMHCKOTO IIPUMEHEHU
omnpenensieTcs YIOIHOMOYEHHBIM (efepalbHbBIM OPpraHoOM
KUCIIOJIHUTEJILHOU BJIACTH, OCYIEeCTBISAIOIIUM I'0OCYyLapCTBEHHYIO
pETUCTPanuIo JIeKapCTBEHHEBIX IIPenapaToB OJIs1 MEOUIIUHCKOT O
MIPUMEHEHU S, B paMKaxX OJHOT0 MeXXAyHapOOHOTO HEeIIaTEHTOBAHHOTO
(MM XMMHUYECKOT'0, UJIU TPYNIIUPOBOYHOI0) HAMMEHOBaHUS Ha OCHOBE
3aKJII0YEHUSI KOMUCCHUU SKCIEPTOB 3KCIIEPTHOI'O YYPEKIOEHUS O
B3aMMO3aMeHsIeMOCTHU JIEKapCTBEHHOI'0 Ipernapara I
MEeOUILIMHCKOTO IIPUMEeHEeHUs TM00 O TOM, YTO JIEKapCTBEHHBIN
mpemnapar Oj11 MEOUIIMHCKOTO IPUMEHEHHUS He SIBIISIEeTCS
B3anMoO3aMeHseMbIM. [TopsiIoK omnpenesieHrss B3auM0O3aMeHsIeMOCTHU
JIeKapCTBEHHBIX IpenapaToB OIS MEJULIMHCKOTO IIPUMEHEHUA U
(opMa 3aKIIOYEHNUS KOMUCCHUU 9KCIIEPTOB SKCIIEPTHOTO YYPEXKIEHUSA
0 B3aMMO3aM€eHsIeMOCTH JI€eKapCTBEHHBIX IpernapaToB AJisd
MEeOUILIMHCKOTO ITPUMEeHeHUs Tu00 0 TOM, YTO JIEKapCTBEHHBIN
npemnapar Ajid MeOUILIMHCKOI O IPUMEHEHHUS He SIBJIeTCA
B3aMMO3aMeHseMbIM, YCTaHaBIUBaOTCA [IpaBUTEIECTBOM
Poccurickou ®epgepanuu.

2. KoMuccusi 3KCIIepTOB 9KCIIEPTHOTO YYpeXkKAeHUs JaeT 3aKIi04YeHne
0 B3aMMO3aMeHseMOCTH JIEKapCTBEHHOI'O ITpernapara O
MEeIOUITMHCKOTO IPUMeHeHUsI Tu00 0 TOM, UTO JIeKapCTBEHHBIHN
Impernapar [OJid MeOUIIMHCKOTO IPUMEHEHHUS He SIBJISIETCS
B3aMMO3aMeHSIEMBIM, Ha OCHOBAHUM CIEOYIOIINX KPUTEPHEB
(XapaKTepUCTHK)

3. OnpeneneHre B3auM0O3aMeHsIEMOCTH BOCIIPOU3BEAEHHBIX
JIeKapCTBEHHBIX IPEeNapaToB OIS MEOUIIMHCKOTO IIPUMEHEHUS,
yKa3aHHEIX B 4yacTu 10 craTthu 18 HacTosmero ®enepajlbHOT0 3aK0HA,
ocCyIecTBisieTcsa 6e3 HeoOXOAMMOCTH OKa3aTelIbCTBa UX
OMO9KBHUBAJIEHTHOCTH

4. OcoOeHHOCTH omIpenesieHusI B3auM03aMeHsIeMOCTH OMOJIOTHYEeCKUX
JIeKapCTBEHHBIX ITPenapaToB, KOMOMHUPOBAHHLIX JIEKapPCTBEHHBIX



IIperapaToB (comepkalux KOMOMHAIINIO ABYX U 00jiee OelCTBYIOIINX
BeIIeCTB), JIEKAaPCTBEHHEIX IIPeIapaToB I IapeHTepaaTbHOT O
MMUTAHUS U HEO3UPOBAHHBIX JIEKAPCTBEHHLIX ITpeIapaToB
ycTaHaBuBaloTcs [IpaButenbcTtBoM Poccutickoit Pemepanuu

3. OnpeueHeHI/Ie B3aMMO3aM€EHAEMOCTH He OCYIIIECTBIISAETCA B
OTHOIIIEHHWHU JIEKAaPCTBEHHLBIX PACTUTEJIbHBIX IIPEIIapaTOB,
TroMeOIlaTHYEeCKHUX JIEKAPCTBEHHBIX IIPEIIapPaTOB

6. q)OpMI/IpOBaHI/Ie IIepedHsa B3auMO3aMeHAEeMBbIX JIEKaPCTBEHHEBIX
IIpernapaToB OJId MEOUIITNHCKOTI'O IIDUMMEHEHHNA OCYIIIECTBIIAETCA
9KCIIEPTHBIM y4YpexKaeHnueM I1oCpegCTBOM 06']:>e)II/IHeHH5I
JIEKaPCTBEHHEIX IIPEeIIapaTOB B OTOEJIbHBIE€ I'PYIIIIEI, B KaXXOou u3
KOTOPHIX JIEKAaPCTBEHHEIE ITPEIIapPaThl ABJIIAIOTCA
B3aMMO3aMEeHIEeMbIMHU

7. B cimydae BKIIIOYEHUS B MHCTPYKIIUIO II0 MEOUIIMHCKOMY
MIPUMEHEHUI0 JIeKapCTBEHHOTO ITpernapaTa Ha OCHOBaHUU
pe3ybTaTOB COOTBETCTBYIOIINX UCCIENOBaHUY ITOKa3aHUM I
IIPUMEHEeHU s, KOTOPhIe OTJINYAIOTCS OT ITI0OKa3aHUU I IPUMeHEeHU s
OPYTUX JIEKapCTBEHHBIX IIPEeNapaToB U3 IPYIIEl B3aUMO3aMeHIeMBIX
JIeEKapCTBEHHHIX IIPETapaToB, B IepeYHe B3auMO3aMeHI€MBbIX
JIEKAPCTBEHHBIX IPETapaToB AJI MEOUIIMHCKOTO TPUMEHEHU
OOJI2KHa OBITh yKa3aHa COOTBETCTBYIOIIas HHGOpPMaluus

8. IlepeyeHb B3anMO3aMeHsIE€MBIX JIEKaPCTBEHHBIX IIPeIapaToB OJisd
MEOUIIMHCKOTO IPUMEHEHUS pPa3MellaeTCa YIIOJTHOMOYEeHHBIM
(denepanbHBIM OPraHOM UCIOJIHUTEIBHOU BIaCTU, OCYIIECTBIISIOIIUM
rOCYOapCTBEHHYIO PETrUCTpalUio JIeKapCTBEHHEIX [TpernapaToB OiId
MEOUIIMHCKOTO IIPUMEHEHU s, Ha CBOeM O(QHUIIMaIbHOM CalTe B CETHU
"UuatepHeT". UHpOpPMaIusa B IIepedyHe B3auMO3aMeHIEMbBIX
JIeKapPCTBEHHBIX IIPernapaToB OIS MEOULIMHCKOT O IIPUMEHEHUSA
0OHOBJIZETCSA YKa3aHHBIM (pefepaibHBIM OPTaHOM MCIOJTHUTETbHOU
BJIaCTU C YY€TOM HOBEIX 3apPeruCTPUPOBAHHEIX JIEKaPCTBEHHBIX
IpernapaToB OJisi MEeOUIIMHCKOI'O IIPUMEHEHU U BHECEHHBIX
W3MEHEHUU B JOKYMEHTEHI, COOepXKalllueCcs B PEeruCTPaAluOHHBIX TOChEe
Ha 3aperuCcTpupoBaHHEBIE JIEKapPCTBEHHEIE ITpenapaThl QI
MEOUIIMHCKOT' O IPUMEHEHUS

9. [TopsAmoK MCHOIb30BaHUA UH(POPMALM O B3aUMO3aMeHIeMBbIX
JIeKapCTBEHHEIX IIpenaparax OjIs MEOUIIMHCKOI0 IPUMEeHEeHUs U
IIOPSAOOK Oadyu pa3bsiCHEHUU 10 BOIIPOCaM B3aUMO3aMeHsIeMOCTHU
JIeKapCTBEHHBIX IIpernapaToB AJIsi MeOUIIMHCKOTO IIPUMEeHEeHU
ycTaHaBnuBarwTca [IpaButenscTBOM Poccunickou ®epnepanuun.”;

15. [IepzxkaTenb UM Blagesel perucTpaluoOHHOI0 YOOCTOBEPEHU A
JIEKapCTBEHHOI'O IIpeliapaTa, a TaKXKe gepzKaTeJid UJIU BlaJeslbIlbl
PErucTPaMOHHBIX YIOCTOBEPEHUM T€KapPCTBEHHEIX IIPeapaToB (MIu
YIIOJTHOMOYEHHbIE MU OPYTHe I0pUugudeCcKue Jinlia), KOTOpbie
SIBJISIOTCSI B3aMO3aMeHsIeMbIMU, 00513aHbl TPEACTaBUTh B
YIIOJTHOMOYEHHBIU (heJepalbHbIM OpraH UCIIOTHUTEJIbHON BJIaCTHU
3asBJIEHUS O BHECEHUU U3MEHEHUU B OKYMEHTHI, COOepKaIuecs B
perucTpalnuoHHbIX JOChe Ha 3aperucTprupOBaHHBIE JIEKapPCTBEHHBIE



mpenapaTsl AJIsi MEJULIMHCKOTO IIPUMEHEHU S, B OTHOIIEHUN
CBeeHNM, YKa3aHHBIX B UHCTPYKIINU 110 MEOAUIIMHCKOMY IIPUMEHEHUIO
JIeKapCTBEHHBIX IIPENapaToB, B TEYEeHHE COPOKa pabouyux JHEeM CO mHS
pa3MeIleHnus yIIoJIHOMOYEeHHBIM (efeparibHBIM OPTaHOM
KCIIOJTHUTEJIbHOM BJIaCTH MH(pOpPMalMM, YKa3aHHOHU B YyacTu 14
HacTosIel cTaThu. [laHHOe TpeOoBaHUE He PaCIpPOCTPaHsAEeTCSa Ha
ClIy4au BHECEHUS B MHCTPYKIUIO 10 MEOUIIMHCKOMY IIPUMEHEHUIO
JIeKapCTBEHHOT O IpenapaTa U3MEHEHUN B OTHOIIIEHNUH HOBBIX
TMOKa3aHUM [OJis IIPUMEeHEeHUs JIeKapCTBEHHOI'0 IpenaparTa Ha
OCHOBaHHUU PE3YJIbTAaTOB COOTBETCTBYIOIIUX UCCIEI0OBaHUN.";

2. SKBHBAJIEHTHOCTD ([JIs1 010aHaJIOTOBEIX (OMOIIOmOOHBIX)
JIeKapCTBEHHBIX IpenapaToB (0M0aHaJIOTOB) - COIIOCTAaBUMOCTh)
Ka4yeCTBEHHBIX U KOJTMYECTBEHHBIX XapPaKTEPUCTUK
dapmanieBTHYECKUX CYOCTAHIIUM UJIM COIIOCTAaBUMOCTb aHTUTE€HHOTO
cocTaBa BaKLWH. MCroimb30BaHUEe pa3IMnYHBIX COJiel, 3(hUPOB,
KOMIIJIEKCOB, ©U30MEPOB, KPUCTAJUINUYECKUX (OPM U APYTUX
MIPOU3BOOHBIX OJHOTO M TOTO K€ JEeNCTBYIOIIEro BelllecTBa He
SIBJISIETCSI IIPENSATCTBUEM [IJISI ONpedeIeH!s B3auM03aMeHsIeMOCTU
JIeKapCTBEHHLIX ITPENapaToB, €CIU IIPU IIPOBEIEHUN UCCIIeqOBAHUS
OMO3KBUBAJIEHTHOCTH JIEKAaPCTBEHHOT'O IIpernapaTa UJId UCCIeI0BaHUsI
TepaneBTUYECKOM 3KBHUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpenaparTa
OOKa3aHO OTCYTCTBUE KJIIMHUYECKU 3HAUKUMBIX Pa3IU4YUi
dapmakokuHeTuku u (Mnu) apPeKTUBHOCTHU U O€30IMaCHOCTHU
JIEKapCTBEHHOT 0 IIpenapara Ojisi MeOUIIMHCKOr 0 IPUMEHEeHU

2. 3KBUBAJIEHTHOCTb JIeKapCTBeHHOU (opMHbl. [1o[1 9KBUBaTI€eHTHHIMU
JIeKapCTBEHHBIMU (pOpMaMM IIOHUMAIOTCS Pal3Hble JIeKapCTBEHHBIE
¢bopmMHI, UMeroIIe OMMHAKOBEIE CIOCO0 BBEOEHUS U CII0CO0
IIpuUMeHeHus, 001afaolie COIMOCTaBUMbIMU
(papMaKOKMHETHYECKUMHU XapaKTEePUCTUKaMHU U (hapMaKOJIOTUYECKUM
meuncTBUEM U oOecIleunBaloIie TakxKe JOCTUXKeHUe HeoOX0OuMOoro
KJINHU4YeCKOro 3¢ deKkTa. Paznuuusa mekapCTBeHHBIX (OPM He
SIBISIIOTCS IIPEIISITCTBUEM [JIsS ONpenesieH!sI B3auM03aMeHsIeMOCTHU
JIeKapCTBEHHBIX IIPENapaToB, ECIU IIPU IIPOBEOEHNN UCCIIeJOBaHUSI
OMO3KBUBAJIEHTHOCTU JI€EKAaPCTBEHHOTO IIpernapaTa UJId UCCIed0BaHusI
TepaneBTUYECKOM 3KBHBAJIEHTHOCTHU JIEKAPCTBEHHOI'O IIpenaparTa
OOKa3aHO OTCYTCTBUE KIIMHUYECKHN 3HAUMMBIX Pa3IU4YUN
dbapmakokuHeTUKY U (M1) 3GhGHEKTUBHOCTU U 0€30I1aCHOCTH
JIeKapCTBEHHOTO IIpenapaTa Ajisi MEOUIIMHCKOTO IIPUMEHEHU

2. 9KBUBAJIEHTHOCTh MJIU COIIOCTABUMOCTh COCTaBa BCIIOMOTaTEIbHBIX
BEIIeCTB JIEKapPCTBEHHOT O IIpenapaTa AOjisi MEOUIIMHCKOTO
MpuMeHeHUus. Pa3nuuus cocTaBa BCIIOMOTaTEIbHBIX BEIIECTB
JIEKapCTBEHHOTO IIpenapaTra He SBJISIOTCS NPEeIsSTCTBUEM OJIS
omnpenesieHNs B3aNMO3aMeHsIeMOCTH JIeKapCTBEHHBIX IPemapaTos,
eCJIU TIPU MPOBEeOeHUU UCCIIeOBaHus OM09KBUBAJIEHTHOCTHU
JIeKapCTBEHHOTO IIpelnapaTa UJiM UCCJIefOBaHus TepalleBTu4YeCKOu
9KBHBAJIEHTHOCTH JIEKAPCTBEHHOTO MpelapaTa JOKa3aHO OTCYyTCTBUE
KJIMHAYECKU 3HAUUMBIX Pa3nudni GapMaKOKUHETUKU U (M)

3¢ HeKTUBHOCTH 1 0€30IMaCHOCTH JIEKAPCTBEHHOT O ITperapaTa OJis
MEOUIIMHCKOTO IIpuMeHeHus. [1py Hanuyuy KINHNYECKU 3HaYNMBIX



pa3nuuui papMaKOKUHETUKYN U (111) 3PPEeKTUBHOCTU U
0e30MacHOCTH JIEKAPCTBEHHOTO peIrapaTa OJisi MeOUITMHCKOTO
MMPUMEHEHU S B3aM0O3aMeHsIEeMOCTh OIIPeAensieTcs C yKa3aHUEM Ha
HCKJIIOUYEeHME OTAENIbHBIX IPYIII TallieHTOB

2. UOEHTUYHOCTh cltocoba BBeleHUsI U criocoba MpUMeHEeHU

2. COOTBETCTBHE IIPOU3BOOUTENIS JIEKAPCTBEHHOI'0 CPECTBa
TpeOOBaHUAM NpaBUJI HafJjlexkKalllell TPOu3BOACTBEHHON ITPAaKTUKU

9. crateio 30 gonomHUTE YacTaMu 14 u 15 crnenyromiero cogepxaHus:
"14. YrnonmHOMOYEeHHHIN pemepanbHbBI OpraH UCIOIHUTEIbHOU BIaCcTU
C y4eTOM pe3yIbTaTOB (papMaKOHaA30pa U IPOBEPOK COOTBETCTBUSA
JIeKapCTBEHHBIX CPEICTB, HaXOOSAIIUXCS B TpaxkKagaHCKOM 000poTe,
YCTaHOBJIEHHBIM TPeOOBaHUSAM K UX KaUeCTBY B TEYEHUE OEeCITU
pabouux mHeM CcOo OHS IMOCTYIJIEHUS COOTBETCTBYIOIIEN UHpopMaluu
pa3MelaeT Ha cBoeM odulmaabHOM cauTe B ceTu "MHTepHeET"
CBeIeHUsI 0 He0OXOOUMOCTHU BHECEHUS B UHCTPYKIIUIO I10
MEOULIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOI'0 Ipenapara
W3MEHEHUU B OTHOIIIEHUHU CBEOEeHUH O II0Ka3aHUIX OIS IPUMEHEHUS
U IPOTUBOIIOKA3aHUAX OJIs IIPUMEHEeHUs JIeKapCTBEHHOI'0 IIpenapara,
BBISIBIIEHHBIX TOOOYHBIX JENCTBUSIX, HeXKeJlaTeIbHbIX PeaKIIUsIX IIpu
MIPUMEHEHUHN JIEKapCTBEHHOTO ITpernapaTa ¥ yBeJoMsieT 00 3TOM B
9IeKTPOHHOU (hopMe UJIU MUCbMEHHOU (popMe (Ha OymMazKHOM
HOCHUTeJIe) gepzKaTeJsisd UM Blafelibllia perucTpaluoOHHOI O
YOOCTOBEPEHUS JIEKAPCTBEHHOI' O IIpemnapaTa (UIu yIIOTHOMOYEeHHOEe
UM IPyroe IpUAUuYeCcKOoe JINI0), a TakKXKe gepxKaTesieu uiu
BJIafl€JIblleB PErUCTPaLMOHHEIX YOOCTOBEPEHUY JIEKaPCTBEHHBIX
penapaTos (MM YyIIOJIHOMOYEHHBIX UMU OPYTUX IOPUOUYECKUX JIUII),
KOTOpPHBIE SABISIOTCS B3aMO3aMeHsIeMbIMU

15. (IlyskT uckmoueH - ®epepanbHbii 3aK0H 0T 30.01.2024 Neo 1-®3)
10) B nyukTe 1 wactu 1 crateu 33:

15. B cTaTthe 36 BTOpPOE IIpEeNJIOKEHUE U3I0OKUTh B CIIE€OYyOIIel
pemakuuu: "3aKIiodYeHrne KOMUCCUU 9KCIIEPTOB 3KCIEPTHOI O
y4peXOeHUsI O B3auM0O3aMeHsIeMOCTHU JIEKapCTBEHHBIX ITperapaToB
OJIS MEOUIIMHCKOTO IPUMeHeHUs 60 O TOM, YTO JIeKapCTBEHHBIN
nmpemnapar Oj11 MEeOUIIMHCKOTO IPUMEHEHUS He SIBIISIeTCS
B3aMMO3aMeHSIeMbIM, MOXKET OBITh 002KaT0BaHO JepzKaTeJjieM UIU
BJIafle/IblIEM PETUCTPALIMOHHOT O YOOCTOBEPEHUS JI€KapCTBEHHOT O
ImpernapaTa B yIIOJIHOMOYEHHBIN (pefepanbHbId Oprad
HWCIIOJTHUTEJILHOU BJIACTH, KOTOPHIM IIPUBJIEKAET K PACCMOTPEHUIO
yKa3aHHOM KaJioO0bl TOOBEIOMCTBEHHEIE €My Hay4YHbIe OpraHu3aluu
1 oOpa3oBaTeJibHbBIE OpraHU3allMM BHICIIET0 0Opa30BaHUs,
OCYIILIECTBIISIONINE OEATENHHOCTD B chepe obpallleHus
JIeKapCTBEHHBIX CPEencCTB."

15. cTtaTeio 47 gononHUTE YacTeio 31 crnenyromero cogepxauus: "31.
[onyckaeTcs BBO3 B Poccuiickyro ®Penepaninio KOHKPETHOU ITapTUH
He3aperucTPUPOBAHHLIX JIEKAPCTBEHHBIX MIPEeIlapaToB, COmepKalinux
HapKOTHYEeCKHEe CPeACTBa HU/IM IICUXOTPOIIHLIE BEIlleCTBa, B IIOPSOKeE,
ycTtaHoBseHHOM [IpaBuTenbcTtBoM Poccuiickou ®enmepaniuu, ois



OKa3aHUs MEOUIIMHCKOU ITIOMOIIY I10 XKU3HEHHEIM ITI0OKa3aHUSIM
KOHKPETHOTO IallMeHTa UJIX I'PYNIIE TallueHTOB B ClIy4dae, eCliu
MMEETCS pellleHre BpaueOHOM KOMUCCUU MEeOULIMHCKOM OpraHU3alluu
0 He3(pPEeKTUBHOCTU UJIM HEBO3MOKHOCTU MPUMEHEHUS Y
KOHKPETHOTO NallieHTa UHBIX 3aperuCTPUPOBaHHBIX JIEKaPCTBEHHBIX
IIpernapaToB, B TOM YUCJIe COAEePKalluxX Apyrue OenuCTByoInue
BelleCcTBa, ¥ 0 HeOOXOOUMOCTY BBO3a OIIPENEIeHHOT O
He3aperuCTPUPOBaHHOTO JIeKapCTBEHHOT 0 IIperapaTta C yKa3aHueM
ero MeXXAyHapOgHOT0 HemaTeHTOBAHHOTO (UJIM XUMHUYECKOT0, UJIU
rPYIIUPOBOYHOI0) HAaUMEHOBaHUs, (OPMEI BEHIITyCKa U KOJIMYECTBa.
[TepeueHb 3a00IeBaHUN U COCTOSTHUU U COOTBETCTBYIOIINX
JIeKapCTBEHHEBIX IIPEenapaToB, CoaepKaluXx HapKOTUUYEeCKUEe CPenCcTBa
U IICUXOTPONHEIE BEIIEeCTBAa, B IIEJISIX OCYIIIEeCTBIEHUS UX BBO3a B
COOTBETCTBUM C TPeOOBaAHUSIMU HACTOSIIEN YaCTU YTBEPKIOAETCA
YIIOJIHOMOYEHHBIM (pefepaibHbIM OPraHOM HMCIOJTHUTEIbHOM BIacTH."

15. craTsio 48 OOIIOIHUTE IIYHKTOM 6 CIIeQyIOLIero conepxkaHus: "6)
rOCyOapCTBEHHEIE YHUTAPHEBIE IPENNIPUATUS, UMYIIeCTBO KOTOPHIX
HaxoauTcs B ¢pemepanbHOU COOCTBEHHOCTH, OIIpefesisieMble
[IpaBuTtenscTBOM Poccuiickou ®epnepaliiy, B 4aCTU BBO3a B
Poccurickyio ®enepaliiio He3aperuCTPUPOBAaHHBIX JIEKAPCTBEHHEBIX
IIpernapaTos, ComepKallluX HapKOTUYeCKUue CpeacTBa Ujiu
IICUXOTPOIIHEIE BEIIECTBa, OJI1 OKa3aHUs MEeJUIIMHCKOW IIOMOIIU 10
JKU3HEHHLIM II0Ka3aHUsIM KOHKPETHOI'O ITallueHTa UJIN IPYIIEL
IaIlMeHTOB B COOTBETCTBUH C 4acThiO 31 cTaTthu 47 HACTOSIIIET O
QepnepasibHOTO 3aKOHA."

15. Byactu 9 ctathu 521 mocre cioB "KOHKPETHOTO ManueHTa"
OOIIOJIHUTE CJIOBAMU "WJIU I'PYIIIIHL ITAllMeHTOB", CJI0Ba "4acCThio 3
ctathu 47" 3aMeHuTh ciaoBamMu "gactamu 3 u 31 crateu 47"

15. B nyHkTe 10 ctaTthu 60 cioBa "XXU3HEHHO HEOOXOOUMEIE U
BaKHeUIlKMe JiIeKapCTBEHHbBIE ITpenapaThl’ 3aMeHUTh CJI0BaMU
"7IleKapCTBEHHBIE IIpellapaThl, BKIIIOYEHHBIE B IIepPeYeHb XKU3HEHHO
HeOoOXOOUMBIX U BaXKHEUIIINX JIeKapCTBEHHBIX ITperapaToB”

15. nyHKT 5 4yacTu 2 cTaThu 62 1OCJe CJioBa "lleHa" OOIIOJTHUTH
clioBaMH "Ha JIeKapCTBEHHLIM ITpemnapar"

15. B cTaThe 63:

15. (ITyskT uckmnwoueH - PegepanbHbiit 3aK0H 0T 30.01.2024 Ne 1-®3)
19) cTaTpio 66 U3MOKUTH B Cleaymoiler pegakauu: "CtaTthsd 66.
HNudbopMmanusa o pe3dyibTaTax ¢papMakKoHaO30pa YIIOJITHOMOYEHHBIN
(enepanbHBIM OpraH UCIOJIHUTEIBHON BIIACTH, OCYILECTBIISIOIINNI
(apmakoHag30p, IO ero pe3yjabTaTaM pa3MellaeT Ha CBOEM
odpumanbHOM calTe B ceTu "MHTepHEeT" HHpOPMAIHIO O:

15. BHISIBIIEHUM HOBBIX IIOATBEP2KIOECHHBIX NAHHBIX O MMOOOYHEIX
OEeNCTBUSIX, HexKelaTeJIbHbIX PeaKIuAX, CEPHE3HBIX HEZKEJIaTEJIbHBIX
PeaKlusaX, HEeIIpeOBUOEHHBIX HEe2KeJIaTeJIbHBIX PEeaKIINUAX ITPU
IIPUMEHEHHNHU JIEKAPCTBEHHOT' O IIPEIlapaTa, B TOM YHCJI€ BIINAIOIINUX Ha



OTHOIIIEHWE OXKHOaeMOH MOJIb3bI K BO3MO2XKHOMY PUCKY IIPDUMEHEHUA
OJAHHOI'O JIEKaPCTBEHHOI O IIpeIllapaTa

15. IPUHATHIX PEIIEHUSIX O BHECEHUU U3MEHEHU!N B UHCTPYKIIUIO I10
IIPUMEHEHUIO JIeKapCTBEHHOTO ITperapaTa, 0 IPUOCTaHOBIEHUH
MIPUMEeHEeHUS JIEKapCTBEHHOI O IIpernaparTa, 00 U3bATUU U3 oOpallleHus
JIEKAPCTBEHHOTO ITpernapaTa Uik 0 BO30OHOBIIEHUHN TPUMEHEHUS
JIeKapCTBEHHOT O IIpenapara.”

15. mognyHKT "n" OOMOJIHUTE ClI0OBaMM "(OJIs1 MTeKapCTBEHHBIX
rnpemnapaToB O MEOUIIMHCKOT O ITPpUMeHeHn )"

15. DognyHKT "p" OONOMHUTH CJI0BaMU "(OJisl TeKapCTBEHHBIX
rnpemnapaToB OIS MEOUIIMHCKOTO ITPpUMeHeHu )"

15. noanyHKT "}" Npu3HaATh yTPATUBILIUM CUITY

15. B HauMeHOBaHUMU CJIOBa "[JI1 MEOULIMHCKOI 0 IIpUMeHeHusa"
3aMEHHUTH CJI0OBAaMU ", BKJIIOYEHHEIE B IIepeYEeHb XKU3HEHHO
HeOoOXOOUMBIX ¥ BaXKHEHIINX JIeKapCTBEHHBIX ITperapaToB”

15. B yacTtu 1 mocjie cjoB "pa3Mephl PO3HUYHBIX HaJ0aBOK K
(akTHYECKUM OTIIYCKHBLIM ITeHaM" OIIOJIHUThE cjioBaMu "(0e3 yueTa
HaJiora Ha mo0aBJIEHHYIO CTOMMOCTE)", cjioBa "demepanbHBIM OpPraHOM
HUCIIOJTHUTEJIbHOU BJIAaCTH, YIIOJTHOMOYEHHBLIM OCYILIECTBIISATh IPAaBOBOE
peryavpoBaHue"” 3aMEeHUTh CJI0OBaMU "yIIOJTHOMOYEHHBIM
demepanbHBIM OPTraHOM MCIOIHUTEIBHOU BIAaCTU, OCYIIECTBIISIONIUM
GYHKINY 0 IPUHATUIO HOPMATUBHEIX ITPABOBLIX aKTOB ¥ KOHTPOJTIO
3a cobrojeHrneM 3aKOHOOaTenbCcTBa"

15. 4yacTs 2 U3JI0KUTH B ClIenyolled pegakuuu: "2. Opranusanuu
ONITOBOM TOPTOBIIM JIEKAaPCTBEHHBIMHU CPeOCTBaMU, allTEYHbIE
opraHu3allu¥, UHOWBUAYaJIbHbIE IPEOIPUHUMATENIN, UMEIOIe
JIMIIEH3UI0 Ha (hapMalleBTUYECKYI0 OesITeIbHOCTh, MEOUIIMHCKIE
OpraHU3alluy, UMeIoIle JTUIEeH3UI0 Ha (papMalneBTUYEeCKYIO0
OesiTETbHOCTB, U UX 000CcO0IeHHbIe IToapa3faeneHus (amOynaTopuu,
denvamepckue u penbanIepcKo-aKyIiepCcKue MyHKTH, IIeHTPEI
(oTmenenus) obuie BpaueOHOU (CeMenHOM) TPaKTUKH),
pPacCIIOIOKEHHbIE B CEIbCKUX HaCeJIeHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTEYHbIe OpPraHU3alli¥, OCYLIEeCTBIISIOT pealnu3alinio
JIeKapCTBEHHBIX IPENapaToB, BKIIIOUYEHHEIX B IIepedYeHb JKU3HEHHO
He0oOXOUMBIX U BaXXKHEUIIINX JIeKapCTBEHHBIX IIPeIlapaToB, 10 IleHaM,
KOTOpPBIe POPMUPYIOTCS B COOTBETCTBUM C MOPSAKOM, YCTaHOBIEHHBIM
[TpaBuTenbcTBOM Poccutickout ®emepaliuu, 1 ypoBeHb KOTOPHIX (0e3
ydeTa Hajora Ha fo0OaBJIEHHYI0 CTOUMOCTD) He [OJI?KEeH ITPEBHIIIATh
cyMMy (paKTHUYeCKOM OTIYCKHOM II€HbI, yCTAHOBJIEHHOU
MIPOU3BOOUTEJIEM JIEKAPCTBEHHOTI'O IIpeliapaTa, He IIPEeBHIIAIen
3aperuCTPUPOBAHHOM UJIU EePEePEeruCTPUPOBAHHOM ITPEeaeIbHON
OTIIyCKHOU II€HHEI IPOU3BOAUTENA (Ha JaTy peanu3alnuu
JIeKapCTBEHHOTO IIpenapaTa NpOU3BOOUTEIEM), U pa3Mepa ONITOBOU
Hag0aBKU U (MJIM) pa3Mepa PO3HUYHOMN HamOaBKU, HE MPEBHIIIAIOIINX
COOTBETCTBEHHO pa3Mepa NpeesbHOM ONTOBOM HadOaBKU U (MUJIH)



pa3Mepa IIpefelTbHOM PO3HUYHON Hag0aBKU, YCTAHOBJIEHHBIX B
cyobekTe Poccutickoit ®enmeparuu."”

15. yacTs 3 U3I0XKUTH B cleaymwolle pegakuuu: "3. Oprassl
HMCIIOJTHUTEJIbHOU BlIacTu cCyObeKTOB Poccutickoin ®emepanuu
pa3MeliaioT B cetu "MHTepHET" mHGDOPMAIIHIO O
3aperuCTPUPOBAaHHBIX ITPEeAeIbHBIX OTIIYCKHBIX IleHaX
MIPOU3BOOUTEJIEN Ha JIeKapCTBEHHEIE ITpenapaThl, BKIIIOUEHHEIE B
repeveHb XKU3HEHHO HEeOOXOIUMBIX U BaXKHEUIIINX JIeKapCTBEHHBIX
IIpernapaToB, 00 YCTaHOBJIEHHBIX B CyObeKTe Poccuiickoit ®epmeparumu
IIpenesIbHBIX pa3Mepax ONTOBHIX Ha0aBOK U (MJIN) ITpenesTbHBIX
pa3Mepax PO3HUYHBLIX Haf0aBOK K YCTAHOBJIEHHBIM IIPOU3BOOUTENSIMU
JIeKapCTBEHHBIX IpenapaToB (pakKTUUYECKUM OTIYCKHBLIM IlleHaM Ha
JIeKapCTBEHHELIE IIperiapaThl, BKIIIOUEHHEBIE B IIepeYeHb JKU3HEHHO
HeOoOXOIUMBIX ¥ BaXKHEHUINNX JIeKapCTBEHHBIX ITPEIIapaToB, a TaK¥kKe 0
CyMMe 3aperuCTpPUPOBaHHLIX IIPENesIbHBIX OTIYCKHBIX LIeH
MIPOU3BOAUTEJIEN Ha TeKapCTBEHHbIE ITpelapaThl, BKIIOUEHHBIE B
repedeHb XKU3HEHHO HEeOOXOUMBIX U BaXKHEUIIINX JIeKapCTBEHHBIX
IperapaToB, YyCTaHOBIEHHKIX B CyObekTe Poccuiickon ®egepanuu
IIpenesIbHBIX Pa3MepPOB ONTOBLIX Hal0ABOK U MMpeaeIbHBIX Pa3MepPOB
PO3HUYHBIX HamOaBOK U Hajiora Ha HoOaBlIeHHYI0 CTOUMMOCTb.
NHpopMmanus, npeagycMOTPeHHasI HaCTOSAIIe! 4aCcThio, JOJIKHA
HaXOOUTHCS TaKXKe B allTeYHBIX OpraHu3allusax B JOCTYIIHOU /I BCEX
3aMHTEPECOBaHHLIX JIUI] (opMe U OOHOBIIATHCS 110 Mepe ee
pa3MeIleHus OpraHaMM UCIOJTHUTEIbHOM BJIAaCTU CYOBEKTOB

Poccurickou ®enepanuu B cetu "UHTEepHET".

15. yacTp 4 npu3HaTh yTPaTUBILIEN CUITY

Crarhsa 2

Brectu B cTtaThio 3 ®emepanbHOro 3akKoHa oT 22 mekabps 2014 roxa
Ne 429-03 "O BHeceHuu uameHenuu B ®emepanbHbIi 3aKoH "O0
oOpallleHnu JTeKapcTBeHHLIX cpencTB" (CobOpaHue 3aKOHOOATEIbCTBA
Poccuiickou ®epepanuu, 2014, Ne 52, cT. 7540; 2015, Ne 29, cT. 4367;
2016, Ne 27, cT. 4283) cnepyoinye u3MeHEeHUS

4acTb 3 IpU3HaTh YTPATUBIIEN CUITY

B YaCTH 6 BTOpPOeE MPEemIoKeHNue UCKITIOUUTD

Cratbsa 3

1. B oTHOIIIEHUU T€KAaPCTBEHHLIX IIPEapaToB IJIs MeOUIITMHCKOIO
MMPUMEeHeHU s, IIPU3HaHHBIX B3auMO3aMeHsIeMbIMHI B IIpPoIlecce UxX
rOCYyIapCTBEHHOM PEerucTpalluu [0 OHS BCTYIIJIEHUS B CHUITY



HaCTO4AIIero cDe,'l:l;epaJ'H:»HOI"O 3dKO0Ha, ITIOBTOPHOE OIIpenesIeHne nux
B3aMMO3aMEHAEMOCTH HE OCYIIIECTBIIAETCA

2. [lepeuyeHb B3aMO3aMeHsIE€MbBIX JIEKAPCTBEHHLIX IIPEIapaToB IJIs
MEOULIMHCKOTO IIPUMEHEHUS B OTHOIIEHUU pedepPEeHTHRIX
JIeKapCTBEHHBIX IPeNapaToB OIS MEOUIIMHCKOTO IIPUMEHEHUSA U
BOCIIPOM3BEIEHHLIX JT€KaPCTBEHHLIX IIPEapaToB AJII MeOUIIMHCKOT O
MMPUMEHEHU S, B PErUCTPAIIMOHHBIX IOChe Ha KOTOPhIe UMEIOTCSI
pe3ynbTaThl UCCIIeNOBaHUM 0M0SKBUBAJIEHTHOCTH UJIM UCCIIeJOBaHUMN
TepaneBTUYEeCKOM 3KBUBAJIEHTHOCTHU [0 OTHOWIEHUIO K pepepeHTHOMY
JIeKapCTBEHHOMY ITpeliapaTy, HoIXeH ObITh ChopMUPOBaH
(bemepanbHBIM TOCyqapCTBEHHBIM OIOIKETHLIM yUPEXKIEHUEM 10
ITPOBEAEHUIO 9KCIIEPTU3HI TIEKAPCTBEHHBIX CPEACTB, YKa3aHHBIM B
crtatbe 15 ®enepanbHoro 3akoHa oT 12 anpensa 2010 roga Ne 61-03
"O6 oOpallleHuH JTeKapCTBEHHEIX cpeacTB" (majee - 9KCIIepTHOe
y4dpeXaeHNre), U pa3MellleH YIIOJTHOMOYEHHBIM pefeparibHbBIM
OpPTaHOM MCIOJIHUTEIbHOU BJIACTU, OCYIIECTBIAIOIINM
roCcyJapCTBEHHYIO PEruCTpallnio JeKapCTBEHHBIX ITperapaToB OJIs
MEOULIMHCKOTO IIPUMEHEeHU (Jajiee - YIIOJTHOMOYEeHHBIN
demepanbHBIM OpPraH UCIIOJIHUTEILHOM BIIACTH), HA CBOEM
odpummanbHOM cauTe B ceTu "UHTepHeT" mo 1 utonsa 2020 roga

3. YnonHOMOYeHHHU (heepanbHbIl OPTalH UCIOJIHUTEIbHON BJIaCTHU
no 1 suBapsa 2021 roga onpepnernsieT B3auM0O3aMeHsIeMOCTh
JIeKapCTBEHHBIX IPEeNapaToB OIS MEOUIIMHCKOTO IIPUMEHEHNS,
KOTOpPHIE 3apPETUCTPUPOBAHEL A0 OHSA BCTYNJIEHUS B CUJIy HACTOSILETO
demepanbHOr0 3aKOHA M B3aMMO0O3aMeEHsIeMOCTb KOTOPHIX paHee He
Obl/la oIIpefiesieHa, B mMOpsigKe, YCTAHOBJIEHHOM cTaThen 271
denepanpHOro 3akoHa ot 12 ampens 2010 roga Ne 61-®3 "O6
oOpallleHNY JIeKapPCTBEHHLIX CPeacTB" (B pemaKIIui HaCTOSIIIEero
®enmepanbHOr0O 3aKOHA), 3a UCKIIIOYEHHUEM JIEKapPCTBEHHBIX
IIpenapaToB, yKa3aHHBIX B 4aCTU 4 HACTOSAIMIEN CTaTbU

4. YriomHOMOYEeHHBIN (pefiepabHBINM OpraH UCIOJTHUTEIbHOM BIAaCTH
oo 1 aaBaps 2021 roma onpepersnsieT B3aUM0O3aMeHSAEMOCTbD
JIeKapCTBEHHBIX IpPenapaToB OIS MEeJUIIMHCKOTO IIPUMEHEHNS,
KOTOPBIE 3aPETUCTPUPOBAHEI A0 OHS BCTYMHJIEHUS B CUJIy HACTOSIIIETO
depmepanbHOTO 3aKOHA U B3aMM0O3aMEHSIEMOCTh KOTOPHIX paHee He
Oblnla ompenerieHa, 0e3 yuyeTa KpUTEPUEB (XapaKTEPUCTHK),
yKa3aHHBIX B 4acTu 2 cTtaTthu 271 ®enepasbHOrO 3aKOHa OT 12
arpenst 2010 roma Ne 61-®3 "O06 oOpallleHUY JIEKapPCTBEHHBIX
cpencTB" (B pemakimm HacTosInero ®emepaabHOT0O 3aK0OHa), B
OTHOILIEHUU

5. B ciy4yae oTCyTCTBUA B PETUCTPALMOHHEIX JOChE Ha
BOCIIPOM3BEEeHHLIE JIEKapCTBEHHbBIE IpenaparThl,
B3aMMO3aMeHSIEMOCTh KOTOPHIX HEe YCTAaHOBIIEHA B COOTBETCTBHUU C
4acThI0 4 HACTOSIIEN CTaThU U CO cTaTheu 271 demepanbHOro 3aKOHa
oT 12 ampens 2010 roga Ne 61-®3 "O6 obpallieHun TeKapCTBEHHBIX
cpencTB" (B pemakiimm HacTosIero ®emepaabHOr0 3aK0OHa), a TaKXkKe
B PETUCTPAIMOHHKIX TOChe Ha OmoaHasioroBele (0MOmomo0HEIE)
JleKapCTBEHHBIE ITpemapaTh (0rMoaHalor) COOTBETCTBEHHO



pe3yIbTaTOB UCCIefOBaHNl O0MO3KBUBAJIEHTHOCTU, UCCI€NOBaHUM
TepalneBTUYECKOM 3KBHUBAJIEHTHOCTHU IO OTHOWIEHUIO K pepepeHTHOMY
JIeKapCTBEHHOMY IIpellapaTy 3KCIIEPTHOE YUYpPexXOeHNe B [eIsax
olpenesieHUs B3aM0O3aMeHsIeMOCTH JIEKapCTBEHHOI'O IIperapaTa B
TPEXOHEBHBIN CPOK CO OHS 0OHaApPyKEHUS OTCYTCTBUS YKa3aHHOU
WH(pOpMalLMy HanpaBJisieT COOTBETCTBYIOIIUE CBEOEHUS B
YIIOJTHOMOYEHHBIU (hegepalbHbIN OpraH UCIIOTHUTEIbHOM BJIACTH.
YronHomMoueHHBIN QemepanbHBIM OpraH UCIOIHUTEIBHOM BIaCTHU B
TedeHre Tpex pabouux JHEeU CO OHS MOCTYNJIeHUS MH(pOopMaIuu
SKCIEPTHOTI0 YYpPEeXOeHUs HalpaBisieT OepKaTello UiIn Blagelblly
PEruCTPaMOHHOTO YOOCTOBEPEHUS JIEKAPCTBEHHOT O ITpenapara (1unu
YIIOJTHOMOYEHHOMY UM OPYTOMY IOPUONYECKOMY JIUILY) 3aIlIpocC O
HeoOXOOUMOCTHU MIPEACTABJIEHUS OTYETOB O pe3yJibTaTax
COOTBETCTBYIOILIUX KJIIMHUYECKUX UCCII€TOBaHUN JIEKapCTBEHHOT O
npenapaTa AJjisd MEeOULIMHCKOTO IIPUMEHEHUS C YCTaHOBJIEHHBIM
S9KCIIEPTHBHIM yYpeXOeHUEeM CPOKOM, JOCTAaTOYHBIM OJIs UX
IIPOBeNeHUsI, HO He OoJiee ueM TpHU ropa. JaHHBIN 3allpoC MOXKET
OBITH ITepefgaH YIIOJTHOMOYEeHHOMY MPEeaCTaBUTEI0 AepKaTesisd uilu
BJlafle/iblla PETUCTPALMOHHOI0 YOOCTOBEPEHUS JIEKapCTBEHHOI 0
mpernapaTta JIM4YHO [I0[ PaCHUCKy, HallpaBJI€H 10 I104YTe 3aKa3HbIM
MMXCHbMOM HJIM IIepefdaH B 3JIEKTPOHHOU (opMe 10
TEeJIEKOMMYHUKALIMOHHLIM KaHajlaM CBA3U. B ciiyyae HanpaBJlieHUSA
OAaHHOTO 3ampoca II0 II04YTe 3aKa3HbIM IIMCbMOM OH CYUTAETCH
MIOJIy4EHHBIM I10 KCTEUYEHUHU IIEeCTU JHEU C OaThl HallpaBIeHUS
3aKa3HOTI0 ITHChMa

6. B cnydyae oOHapyKeHUSI B UHCTPYKIIUSAX 110 METUIIMHCKOMY
NIPUMEHEHUNIO B3aUMO3aMeHsIeMbIX JIEKAPCTBEHHBIX ITPerapaToB
pa3nuYui B MOKA3aHUAX OJI IPUMEHEHHUs (3a UCKITI0YEeHHUEM
IMOKa3aHUU OJIsd IPUMEHEHNUs, BKJIIIOYEHHBIX Ha OCHOBaHUU
pPe3yIbTaTOB COOTBETCTBYIOIUX MCCIEeOOBaHUMN) U
MIPOTHUBOIOKAa3aHUAX [JI IPUMEHEHHUS 9KCIEePTHOE yYpeXaeHue B
TPEXOHEBHBIN CPOK CO OHSA OOHApPYyKEHUS yKa3aHHBIX Pa3/Inuyui
HaIlpaBJisieT COOTBETCTBYIOIIKWE CBEeHUS B YIIOJTHOMOYEHHBIN
demepanbHLIM OpraH UCIIOJIHUTEILHOM BIACTH. YIIOJTHOMOYEHHBIN
(denmepanbHBIM OpraH UCIOIHUTEIBPHON BIIACTH B TEYEHUE TPEX
pabouux OHeM cOo OHS MOCTYIUIEHUS MHPOPMalMM 3KCIIEPTHOTO
y4YpeXkOeHUs HallpaBJisgeT Aep2KaTesllo UId Bllagesibiy
PErucTPaMOHHOTO YOOCTOBEPEHUS JIEKAPCTBEHHOT O IIpenaparta (unu
YIIOJTHOMOYEHHOMY UM OPYTOMY IOPUONYECKOMY JIUILY) 3allpocC O
He0oOXOIUMOCTH IIPUBEIEHUS MOKa3aHUM OJIsd IPUMeHeHUs 1
MIPOTHUBOIIOKa3aHUM OJisd IPUMEHEHUS B UHCTPYKLIUU 10
MEeOULIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOI'0 Ipenapara B
COOTBETCTBHE C UHCTPYKLUEHN 10 MEOULIMHCKOMY IIPUMEHEHUIO
pedepeHTHOTO TeKapCTBEHHOT O IIpelapaTa B CPOK, He
ITPEBBIIIAIONIUY IIIeCTH Mecs1eB. [JaHHbIN 3aIlIpPoC MOXKET OBITh
repenaH YIIOJIHOMOYEHHOMY IIPEOCTaBUTEJIIO AepKaTeslsd Uiu
BJIafle/iblla PETUCTPALMOHHOI0 YOOCTOBEPEHUS JI€KapCTBEHHOT O
rpenapara JIMYHO I10[ PacIIMCKy, HallpaBJieH 110 [I04YTe 3aKa3HbIM
MMUCBMOM HJIM IIepedaH B 3JIEKTPOHHOU (opMe IO
TeJIeKOMMYHUKAIIMOHHLIM KaHajlaM CBS3U. B ciiy4yae HanpaBlieHU
OAaHHOTO 3alpoca II0 II0YTe 3aKa3HbIM ITMCbMOM OH CYUTAETCH



IIOJIY4€HHEIM II0 HCTEYEHHNHU IIIEeCTHU OHEU C gaThl HalIpaBJIEHUA
3aKa3HOI'0O ITMChMa

7. IMopsimok oOpalleHusI BOCIPONU3BEeNeHHBIX JIEKaPCTBEHHBIX
ITperapaToB, 6MOaHaJIOTOBEIX (0MOIIOTOOHBIX) JIEKAaPCTBEHHBIX
mmpemnapaToB (610aHaJIOr0B), YKa3aHHBIX B YACTSAX 5 1 6 HaCTOSIIeH
CTaThH, 10 OKOHYAHUS CPOKa, YCTAHOBJIEHHOT'O YIIOJTHOMOYEHHBLIM
denmepanbHLIM OPTaHOM MCIOJIHUTEIBHOM BIACTU [JIS IIPOBEeOEHUSI
mepKaTeleM UIU BilafgellblleM PETHCTPAlMOHHOTO YOOCTOBEPEHUS
JIeEKapCTBEHHOTO IIperapaTa UCCIeloBaHuY OMO3KBUBAJIEHTHOCTU UJIU
TepaneBTUYECKON 3KBUBAJIEHTHOCTH II0 OTHOIIEHUIO K PpeepeHTHOMY
JIeKapCTBEHHOMY ITperapaTy Jubo OJis IpUBedeHus MOKa3aHuM OJIs
MIPUMEHEHUS U IPOTHUBOIIOKA3aHUM /I MPUMEHEHUS B MHCTPYKLIUU
10 MEOUIIMHCKOMY IPUMEHEHNIO JIEKapCTBEHHOT 0 IIperapaTa B
COOTBETCTBHE C UHCTPYKIIMEHN IO MEOUITMHCKOMY ITPUMEHEHUI0
pedepeHTHOTO TeKapCTBEHHOTO IIpellapaTa, yCTaHaBINBaETCs
[IpaBuTtenscTBOM Poccuiickou ®enepanuu

8. [JommyckaeTcs IpUMeHeHNe B MEOUITMHCKUX IIeIsIX He
3aperucTpupoBaHHBIX B Poccuiickoil Pemepaliuu 1eKapCTBEHHBIX
IIpenapaToB, ComepzKallliX HapKOTUYEeCKHe CpeacTBa Uin
IICUXOTPOIIHEIE BEIIeCTBa, BBe3eHHHBIX B Poccuiickyo ®emepaluio B
COOTBETCTBUU C 4acThio 31 cTtaTthu 47 PemepasnbHOro 3akKoHa OT 12
arpenst 2010 roma Ne 61-®3 "O06 obpallleHUN JIeKapPCTBEHHBIX
cpencTB”

4. pedepeHTHBIX TeKapPCTBEHHBIX IIPeIapaToB, UMEIINX OOHO
MeXOyHapoOHOe HellaTeHTOBaHHOe (MJIM XUMHUYEeCKoe, UIu
TPyNIIMPOBOYHOE) HaUMEeHOBaHUEe, S9KBUBaJIeHTHHIE TIEKapPCTBEHHEIE
¢dopmMBI ¥ 3KBUBaNIeHTHEIE (/151 OM0aHaIOTOBEIX (OMOIIOIOOHBIX)
JIeKapCTBEHHBIX IpenapaToB (0M0aHaJIOTOB) - COIIOCTAaBUMEIE)
Ka4yeCTBEeHHbIE M KOJIMYeCTBEHHBIE XapaKTEePUCTUKU
dapmanieBTHYECKUX CYOCTAHIIUM UJIM COITIOCTABUMBIN aHTUT€HHBIN
COCTAaB BaKIIMH, a TaKXKe OOHHU U Te JKe II0OKa3aHUsI U
ITPOTHUBONOKA3aHUS [JIsI IPUMEHEeHUS

4. 1eKapCTBEHHLIX MIPEMapaToB, SIBJISIONINXCS BOCIPOU3BEIeHHBIMHI B
OTHOIIIEHUM Pa3HbIX B3anMO3aMeHsIeMbIX PpedepPeHTHBIX
JIeKapCTBEHHBIX IPenapaToB, UMEIOIINX OJHO MeXAYHapOgHOE
HelaTeHTOBaHHOE (UJIM XUMHUYECKOe, UJITU TPYIIIIHPOBOYHOE)
HanMeHOBaHMe, SKBUBAJIEHTHLIE TI€eKapPCTBEHHEIE (POPMEBI U
9KBUBAJIeHTHHIE (11151 0M0aHaAIOTOBEIX (OMOIIOOOHBIX) JIEKAaPCTBEHHBIX
ImpernapaToB (6M0aHaJIOroOB) - COTIOCTAaBUMEIE) KQUeCTBEHHEIE U
KOJIM4YeCTBEHHbIE XapaKTEePUCTUKMU papMalleBTUUYEeCKUX CyOCTaHIIMM
MJIN COIIOCTABUMBIM aHTUT€HHBIM COCTAB BaKIIUH,
3apEeruCTPUPOBAHHEIX 110 pe3yIbTaTaM MCCIIe0OBaHUMN
OMO3KBUBAJIEHTHOCTU UM UCCIIE€IOBAHUM TepalleBTUYeCKOU
S5KBUBAJIEHTHOCTHU 110 OTHOILEHHUIO K COOTBETCTBYIOIINM pedepeHTHBIM
JIeKapCTBEHHEIM IIpelapaTaM

4. meKapCTBEHHBIX ITPEapaToB, 3aPETUCTPUPOBAHHBIX HA OCHOBAHUY
pe3ynbTaTOB UCCIeNOBaHNUl OMO3KBUBAJIEHTHOCTU UJIN MCCIeNOBaHUMU



TepalneBTUYEeCKOU 5KBUBAJIEHTHOCTH 10 OTHOLIEHUIO K
JIeKapCTBEHHHBIM IIpellapaTtaM, He SIBISIIIUMCS pedepeHTHBIMHU, TPU
YCJIOBUH, YTO TaKHe JIEKapCTBEHHBIE MperapaThl 3aperuCTPUPOBaHbI
110 pe3yJibTaTaM MCCIeI0BaHUM OMO9KBUBAIEHTHOCTH UJTU
HCCIIeOBaHUM TepaneBTUYEeCKOU 3KBUBAJIEHTHOCTH II0 OTHOIIEHUIO K
pedepeHTHOMY JIeKapCTBEHHOMY IIpelnapary

4. feKapCTBEHHBIX IIpenapaToB (3a UCKITI0UeHeM OMOIOTUYECKUX
JIeKapCTBEHHBIX IIpenapaToB), UMEIOIINX OJHO MeXXAyHapogHOe
HeNaTeHTOBAHHOE (UJIM XMMHUYECKOe, UIU TPYIIUPOBOYHOE)
HaVMeHOBaHUe, UIeHTUYHbIE KaUEeCTBEHHBIU COCTaB U
KOJIM4YEeCTBEHHBIN COCTaB AEUCTBYIOIIUX U BCIIOMOTaTEIbHBIX
BEILlECTB, TeKapCTBEHHYIO (OopMy, CITIOCO0 BBEOEHUS U CI10C0o0
MIPUMEHEHUS U 3aPETUCTPUPOBAHHLIX [0 OHSA BCTYIJIEHUS B CUITY
denepanbHOro 3akoHa ot 12 anpens 2010 roga Ne 61-®3 "O6
oOpallleHUM TeKapCTBEHHBIX CPEeACTB", C y4eTOM Pe3yIbTaTOB
(papmakoHag30pa U TPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB,
HaXOOSAIINXCS B rpaXXgaHCKOM 000pOTe, YyCTaHOBJIEHHBIM
TpeOOBaHUAM K UX KQUeCTBY

Crarbs 4

1. HacTosmuu ®egepalibHbIU 3aKOH BCTyIaeT B cuiny ¢ 1 mapta 2020
roga, 3a UCKJIIOUEHUEM IIOJIOKEHUM, OJI1 KOTOPHIX HACTOSAIIen
CTaThbe’ YCTAHOBJIEH MHOU CPOK BCTYIJIEHUS UX B CUITY

2. (Hactp yTpatuna cuny - ®egepanbabii 3aK0H 0T 30.01.2024 Ne 1-
®3)

3. [Tonoxenus yactu 31 cratbu 47, myHKTa 6 cTaThu 48
®epepanbHOro 3aKoHa OT 12 ampens 2010 roga Ne 61-®3 "O6
oOpallleHNY JTIeKapCTBEHHBIX CpeACcTB" mpuMeHsaioTcsa no 31 mekabps
2023 ropa



	О внесении изменений в Федеральный закон "Об обращении лекарственных средств" и Федеральный закон "О внесении изменений в Федеральный закон "Об обращении лекарственных средств"

