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Buectu B ®emepasnbHbiit 3akoH oT 12 ampesst 2010 roma N 61-d3 "06
obpaieHuM JeKapCcTBeHHbIX cpencTB” (CobpaHMe 3aKOHOIATE/IbCTBA
Poccuiickoit ®emepannm, 2010, N 16, cT. 1815; N 42, cT. 5293; N 49, cT.
6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 48,
CT. 6165; 2014, N 11, ct. 1098; N 43, cT. 5797; N 52, cT. 7540; 2015, N 29, cT.
4367; 2017, N 31, cT.4791; 2018, N 1, cT. 9; N 24, cT. 3407; N 49, cT. 7521; N
53, cT. 8437; 2019, N 23, cT. 2917; N 31, cT. 4456) cnenyroriye u3MeHeHUS :

1) B craTbe 4:
a) fonoaHUTh nyHKTOM 10.1 cienyroiero comepskaHus:

"10.1) opurMHaIbHBIN JIeKAPCTBEHHBIN ITpernapar - J1eKapCTBEeHHBIN
rperapar ¢ HOBbIM JeliCTBYIOLIMM BellleCTBOM, KOTOPbI ITePBbIM
3apermcTpupoBaH B Poccuiickoi @egepaliviv MU B UHOCTPAHHBIX
rocygapcTBax Ha OCHOBAHUM pe3yJIbTaTOB JOKIMHUYECKUX UCC/IeJOBAHU
JIEKapCTBEHHBIX CPEICTB U KIMHUYECKUX UCC/IeTOBAHMI JIeKaPCTBEHHbIX
MpernapaToB, ITOATBEPKIAIONIMX ero KauecTBO, 3¢ PeKTUBHOCTD U
6€e30I1aCHOCTh;";



6) myHKT 11 M3/IOXUTD B CJIeAyIolIeli peJaKkiinn:

"11) pedepeHTHBII JIeKapCTBEHHBII IIpenapar - JiekapCTBeHHbI Ipemnapar,
KOTOPbIN UCTIONb3YyeTCs JIJIsT OLeHKM OM03KBUBAIEHTHOCTY WU
TeparneBTUYECKOI SKBUBAJIEHTHOCTHU, KauecTBa, 3(PGeKTUBHOCTU U
6e301acHOCTY BOCIIPOM3BeIeHHOTO JIeKapCTBEHHOTO MperapaTa Win
610aHaIoroBoro (61oMog06HOr0) TeKapCTBEHHOTO Mperapara
(6buoaHasiora). B kauecTBe pepepeHTHOTO JieKapCTBEHHOTO Mpernapara Jjist
MeIULUMHCKOTO IMPUMEeHEeHNS UCII0Ib3YeTCS] OPUTMHAJIbHBIN
JIeKapCTBEeHHbIN ITpernapar Jinbo, ecyi OPUTUHAIbHBIN JIeKapCTBeHHbI
Ipernapar He 3aperMCcTPUPOBaH MM He HAXOIUTCS B 060poTe B Poccuiickoi
depnepalyiu 1 He HAXOAUTCS B 000pOTe B MHOCTPAHHBIX TOCYIapCTBax,
BOCITPOM3BeIeHHbI JIeKapCTBEHHbII ITpernapaT uinu 6110aHaIOrOBbIi
(61omom00OHbIN) JIeKapCTBEHHbIN IperapaT (610aHaior), KOTOPbIi ePBbHIM
3aperucTPUPOBAH U3 UMC/Ia HAXOOAIIMUXCS B 000poTe B Poccuiickoit
depnepaiyn, 6M03KBMBAIEHTHOCTD WIN TepareBTUUeckast
9KBUBAJIEHTHOCTb, KaUeCTBO, 3 (GHEKTUBHOCTD U 6€30ITaCHOCTh KOTOPOT'O
OLIEHUBAJIMCh 110 OTHOLIEHUIO K OpPUTUHAIbHOMY JIEKAPCTBEHHOMY
mpernapary, a Takke KauecTBo, 3(GeKTUBHOCTb U 6€30MacHOCTb KOTOPOTO
MOATBEPKIAIOTCS pe3ysibTaTaMu (papMakoHaA30pa U TPOBEPOK
COOTBETCTBUS T€KapPCTBEHHBIX CPEACTB, HAXOOSUIMXCS B TPAKIaHCKOM
060poTe, yCTaHOBJIIEHHBIM TPeOOBaHMSIM K MX KauecTBY. B kauecTBe
pedepeHTHOTO JieKapCTBEHHOTO Ipernaparta AJisl BeTepUHapHOTO
MIpUMEeHEeH M MCI0JIb3YeTCs JIeKapCTBEHHBIN Iperapar IJ1s1 BeTepUHAPHOIO0
IIpUMeHeHMs, 3aperucTpUupoBaHHbI B Poccuiickoilt @enepanum Ha
OCHOBaHUY Pe3yabTaTOB JOKIMHUYECKUX UCCIIeS0BaHMII JIEKaPCTBEHHBIX
CPeLCTB U KIMHUYECKUX UCCIeS0BaHMI TeKapCTBEHHbIX IIpeIapaTos,
MOATBEPKIAIONIMX €TI0 KaueCcTBO, 3P HEeKTUBHOCTD 1 6€30IaCHOCTbD;";

B) ITyHKTHI 12 1 12.1 U3I0KNUTH B CJIeAyOLIei pegakKuun:

"12) BOCIIpOM3BeIeHHbIN JIeKapCTBEHHBIN Iperapar - JIeKapCTBEHHbIN
rpenapar Ajis1 MeIULIMHCKOTO ITpUMeHeHMsI, KOTOPbI uMeeT
SKBUBAJIEHTHbBI pepepeHTHOMY JieKapCTBEHHOMY Mperapary
KauyeCTBEHHbIN COCTaB U KOJIMYECTBEHHBIN COCTAB AEMCTBYIONIUX BEIeCTB B
SKBMBAJIEHTHOJ JIeKapCTBeHHO (opme, OO0 JieKapCTBEHHBIN ITpernapar
IIJISI BeTePUHAPHOI'O MPUMeHeHM S, KOTOPBIN MMeeT TaKue Ke, YTO U
pedepeHTHbIN JeKapCTBEeHHbIN ITperapaT, KaueCTBEHHbIN COCTaB U
KOJIMYECTBEHHbIN COCTAB [EMCTBYIOIIUX BEIleCTB B TAKO Ke



JeKapcTBeHHO (hopMe, 61M0IKBUBAIEHTHOCTD MM TepaneBTUIecKast
9KBMBAJIEHTHOCTH KOTOPBIX COOTBETCTBYIOIEMY pedepeHTHOMY
JIeKapCTBEHHOMY IIperapaTy MoATBepsKIeHa COOTBETCTBYIOIIVMU
MCCJIeIOBAaHUSIMU,

12.1) TepaneBTUUeCKasi SKBUBAJIEHTHOCTD JIEKAPCTBEHHBIX IIPEIapaToB -
IOCTIDKEHME KIVMHUYECK! COTIOCTaBMMBbIX TepareBTuuYeckoro a¢gdekra u
rokasarejeit 3¢ GeKTUBHOCTU M 6e30ITacHOCTM P IPUMeHEeH U
JIeKapCTBEeHHBIX IIpernapaToB IJIsI MeAUIIMHCKOTO IIpMMeHeHMs, UMeIoLI X
OAHO MEeXIyHapOoJHOe HelmaTeHTOBaHHOe (MJIM XMMUUYECKOoe, 1IN
IPYIIPOBOYHOE) HaMEeHOBaHMe, B 9KBMBAJT€HTHBIX O3MPOBKAX MO
OIHMM U TeM Ke TTOKa3aHMUSIM K IIpUMeHEeHUIO U TIPU OAMHAKOBOM CIT0C00e
BBeZIeHMS Y OJTHO U TO¥ e IPYIIIbl O0JIbHBIX;";

) IOTOJHUTb MYHKTOM 12.4 C/ieAyIOIero Cogep>kKaHmsi:

"12.4) 6M03KBMBAJIEHTHOCTb JIEKAPCTBEHHBIX ITPEIapaToB - JOCTUKEHNE
COTOCTaBMMBbIX MTOKa3aresieli CKOPOCTU BCACbIBAHMSI, CTEIIEHU ITOCTYIIEHUS
K MeCTY JeMCTBUSI U CKOPOCTH BbIBEI€HUS OJHOTO MJIM HECKOIbKIX
obagaiux GapMaKkoJ0rMUeckoi aKTMBHOCTBIO AeMCTBYIONIMX BEIIECTB
TIPU IPUMEHEeH UM JIEKAPCTBEHHbIX ITPerapaToB A/ MeIULIUMHCKOTO
IIPUMEHEHUS, UMEIOIIMX OTHO MeXIyHapOJHOEe HellaTeHTOBAaHHOe (MU
XMMUYECKOEe, WJIM IPYNINMPOBOYHOE) HAVMMEHOBAaHMeE, B AKBMBAJTEHTHBIX
IO3MPOBKAXx U MPU OAMHAKOBOM CII0COOe BBeeHMUS;";

2) MyHKT 22 CTaTbM 5 MpU3HATh YTPATUBIIUM CUITY;

3) IyHKT 3 CTaTby 6 II0CJIE CJIOB "OITOBOV TOPIOBJIN" JOMOJHUTH CJI0BAMU
"JIeKapCTBEHHBIMM CpeACTBAMU ", HOTIOJIHUTD CIOBAMM ", MEOULIMHCKUMU
OpraHM3auusiMu, UMEIOLIMMU JIUIeH31I0 Ha hapMalleBTUYeCKYyI0
JesITeIbHOCTb, ¥ X 000C00I€HHBIMU MO pa3esieHUsIMU (aMOy1aTOpUsIMHU,
denbamepckuMy U QenpauiepcKo-aKyliepcKMMIM TyHKTaMM, LIEHTPaMu
(oTmeneHusiMu) o61Iel BpauebHOIi (CeMeliHOI) MTPaKTUKN),
PacIIOI0KeHHbIMU B CeJIbCKUX HACeJIeHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHble OpraHmsanuun’;

4) nyHKT 1 yacTu 4 ctaTby 9 1ocsie CJI0B "yHUUTOXKEHUIO JIEKaPCTBEHHBIX
CpeICTB," NOMOJHUTD CJIOBAMM "YCTaHOBJIEHUIO ITPOM3BOAUTENIMU
JIeKapCTBEeHHBIX IIPerapaToB LieH Ha JJeKapCTBeHHbIe IIpelapaThl,
BKJIIOUEHHbIE B IIepeueHb KM3HEHHO HeOOXOAMMbIX Y BasKHEMIIMX



JIeKapCTBEHHbIX IIpernaparos,”;
5) yacTb 2 cTaTby 14 OOMOJHUTD MIYHKTOM 4 C/IeAYIOIIEro COmepsKaHmsI:

"4) aRCIIepTU3Y PErUCTPALMOHHOTO A0Che HA JIeKapCTBEeHHBIN Mpernapar B
LIeJISIX OTIpe/ie/ieHUsI B3aMMO3aMeHsIEMOCTH JIeKapCTBEHHBIX ITpernapaToB
IJ11 MeIVUMHCKOIO IIPUMMeHeHs.";

6) vacTh 9 crarbu 18 mocJsie CJIOB "ABAALIATH JIET" HOIOJHUTD CJIOBAMMU "M B
OTHOIIIeHMM KOTOPBIX HEBO3MOXXHO IIPOBeeHMe MUCCaeIOBaHUIT UX
0MO05KBMBAJIEHTHOCTHU " ;

7) ctaThio 27.1 M3710XKUTH B CIeYIOIIEN peqakin:

"CraTbs 27.1. B3anmo3aMeHsIeMOCTb JIEKAPCTBEHHbIX TIPernapaToB 1
MeAUIIMHCKOTO IIPUMEHEHUS

1. B3anMo3aMeHs1€eMOCTb JIeKapCTBEHHBIX IIPerapaToB [1Jis1 MeIULIMHCKOTO
MIpMMeHeHUs OTpeeseTcsl yIIOJTHOMOUYeHHbIM delepabHbIM OPTaHOM
VICTIOJIHUTEIbHOM BIACTH, OCYIECTBISIOUINM FOCYAapCTBEHHYIO
perucTpanmio JieKapCTBeHHBIX IIperapaTos [Iji MeIULIMHCKOIO
IIpUMEeHeH s, B paMKax OJHOT'0 MeXXIyHapOJHOTO HellaTeHTOBAaHHOIO (UIN
XMMMUUYECKOT0, UJIY TPYIIIMPOBOYHOT0) HAMMEHOBAHMSI Ha OCHOBE
3aK/II0YEeHMS KOMUCCUM SKCIIEPTOB SKCIIEPTHOTO YUpeKAeHUs O
B3aM{M0O3aMeHseMOCTH JIeKapCTBEHHOTO IIpernaparTa A1l MegUIMHCKOTO
npuMeHeHMs: MO0 0 TOM, UTO JIeKapCTBEHHbIN ITpernapar Ajis
MeIUIMHCKOTO IIPUMeHeHMsI He SBJISIeTCS B3auMo3aMeHsieMbIM. [Topsimok
oIpeieJieHNsI B3aMMO3aMeHsIeMOCTH JIeKapCTBEHHBIX ITPernapaToB IJIst
MeIMIMHCKOTO NpMMeHeHMs M popMa 3aK/II0ueHMs KOMUCCUM IKCIIEPTOB
3KCIIEPTHOIO YUPeXXIeHUs O B3aMO3aMeHsIeMOCTH J1IeKapCTBEHHbIX
MIpernaparoB JJisT MeAUIMHCKOTO MPUMeHeHUs 1IM60 0 TOM, YTO
JIeKapCTBEHHbII Ipenapar A/ MeAULMHCKOTrO IPUMEHEHNS He SIBJISIeTCS
B3aMMO3aMeHseMbIM, YCTaHaBIMBalOTCs IIpaBuTenbcTBoM Poccuiickoit
Qenepalnu.

2. Komuccus 3KCIriepToB 3KCIIEPTHOTO yUpekaeHNs JaeT 3aK/IIYeHne O
B3aMMO3aMeHsIeMOCTH JIeKapCTBeHHOTO Ipernapara 4/ MeIULIMHCKOTO
TIpMMeHeHMsI MO0 O TOM, YTO JIeKapCTBEHHbIN Ipernapar Ajist
MeIULMHCKOTO IpUMeHeHs He ABJISIeTCH B3auMo3aMeHsseMbIM, Ha
OCHOBAaHMUU CJIeAYIOIIUX KpUTEepUeB (XapaKTePUCTUK):



1) aKBMBaANEHTHOCTD (7151 6110aHAIOTOBBIX (OMOIMON00HbIX) TeKAPCTBEHHBIX
npernaparoB (6110aHaIOr0B) - COMOCTAaBMMOCTb) KaueCTBeHHBIX U
KOJIMYEeCTBEHHBIX XapaKTePUCTUK papmalieBTUUeCKUX CyOCTaH Mt UTn
COIOCTaBMMOCTb aHTUT€HHOTO COCTaBa BaklMH. Vcronb30BaHMe
pasiMuHbIX coseit, 3UPOB, KOMILJIEKCOB, MU30MEPOB, KPUCTALTNYECKUX
dbopm 1 Ipyrux MpomM3BOIHBIX OJHOTO U TOTO Ke IeCTBYIOLIero BeliecTBa
He SIBJISIeTCS MPeMNSITCTBUEM [1s1 OIpefeeHNs] B3auMO03aMeHsIeMOCTHU
JleKapCTBEeHHbIX MpernapaToB, ecau Ipyu MPoBeleHUN UCCTIeJOBaHUS
0109KBMBaAJIEHTHOCTY JIeKapCTBEHHOTO ITpernapara Win UCCIel0BaHus
TepareBTMYECKOl IKBUBaJ€HTHOCTH JIeKapCTBEHHOTO Iperapara JoKa3aHo
OTCYTCTBME KIMHUYECKM 3HAUMMBbIX pas3anunii GapMaKOKMHETUKU U (UIIN)
abdekTUBHOCTY U 6€30MaCHOCTHM JIeKApCTBEHHOTO Tperapara JJist
MeAULMHCKOTO ITPUMeHEeHUS ;

2) 5KBUBaJIEHTHOCTbD JieKapCTBeHHOI (opMbl. ITo/ SKBUMBaI€HTHBIMU
JIeKapCTBEHHbIMM (hOpMaMM IIOHMMAIOTCSI pa3HbIe JJeKapCTBeHHbIe (hOPMBI,
MMelolIie OAVHAKOBbIe CI1I0C00 BBeHeHMS 1 CIIOCO0 TpuMeHeH s,
obsagaroiiie COrmoCcTaBMMbIMM (papMaKOKMHETUUECKUMU
XapaKTepucTUKamu 1 GapMaKoJIOrmIecKuM AeiiCTBUEM U
obecreynBaloIye Takke JOCTVKeHe HeoOX0OMMOro KIMHNYEeCKOro
addekTa. Paznuums sekapcTBeHHbIX (DOPM He SIBJSIOTCS TP TCTBUEM IJis
ompezeneHNs] B3aM0O3aMeHsIeMOCTH JIeKapCTBEHHBIX MIPerapaToB, ec/in
IIpY TIPOBEIeHUY UCC/IeIOBaHMSI 609KBUBAIEHTHOCTH JIEKAPCTBEHHOTO
rperapara Uian UCCIeT0BaHMs TepareBTUUeCKO S9KBUBAJIEHTHOCTU
JIEKapCTBEHHOTO MpernapaTa I0Ka3aHO OTCYTCTBME KIMHUYECKY 3HAUMMbIX
pasmunii papMakOKMHETUKN U (Wyin) 3GHEKTUBHOCTH U 6€30I1aCHOCT U
JIeKapCTBEHHOTO Iperapara Ajisi MeIUIIMHCKOTO ITpUMeHeHMs;

3) 9KBMBAJIEHTHOCTD MJIM COMTOCTAaBMMOCTD COCTaBa BCIIOMOTaTeabHbIX
BellleCTB JIeKapCTBEHHOTO Mpernapara s MeAUIMHCKOTO MPUMeHeHMsl.
Pa3nnuus cocTaBa BCIIOMOraTe/IbHbIX BellleCTB JiIeKapCTBEHHOTO Ipernapara
He SIBJISIIOTCS IPeNsITCTBMEM [JIsI OpefesieHMs] B3aMO3aMeHsIeMOCTU
JIeKapCTBEHHbIX MpernapaToB, €C/Iu IIpy MPOBeLeHUM UCCIeIOBaHUS
61109KBMBaJIEHTHOCTM JIeKapCTBEHHOTO TIpernapaTa Uan UCCaefoBaHms
TepareBTUYeCKOl 3KBUMBAJI€EHTHOCTHM JIeKapCTBEHHOTO Mpernapara J0oKa3aHo
OTCYTCTBME KAMHUYECKM 3HAUMMBbIX pa3anunuit GapMakKOKMHETUKM U (VJTI)
3¢bdekTUBHOCTY ¥ 6€30MaCHOCTHM JIEKAPCTBEHHOTO Tperaparta JJist
MeIUIMHCKOTO NTpuMeHeHus. [Ipy Hanuunm KIMHNYeCKM 3HaUMMbIX
pasmnunii papMakOKMHETUKM U (M) 9PHEKTUBHOCTH U 6€30I1aCHOCTU



JIEKapCTBEHHOTO IIperiapaTa OJisdi MeEAUMIITMHCKOI'O IIpMMEHEHM
B3aMMO3aM€EHAEMOCTb OIIpenessieTCsd C YKa3aHMEM Ha MCKITIOUEeHMe
OTOE/JIbHBIX I'PYIIII IIAIIMEHTOB;

4) NOEHTUYHOCTDb criocoba BBeOECHUA N criocoba IIpMMEHEeHN,

5) cooTBeTCTBIME MPOM3BOANUTES IEKAPCTBEHHOTO CPe/iCTBA TPeOOBAHUSIM
TIpaBWJI HaZ IesKalei mpou3BOACTBEHHO MPaKTUKMA.

3. OnpeneneHye B3aMO3aMeHIeMOCTH BOCIIPOM3BEeIeHHbIX
JIeKapCTBEHHBIX MPeIapaToB ISl MeIUIIMHCKOTO IPMMEeHeHMSsI, yKa3aHHbIX
B yacTu 10 ctatbu 18 HacTosiero degepanabHOro 3aKOHa, OCYILEeCTB/ISeTCS
6e3 Heob6XOOMMOCTH NOKAa3aTelbCTBA UX OMO0IKBUBAJIEHTHOCTH.

4. Oco6eHHOCTH OIpeeeHNs B3ayIM0O3aMeHSIeMOCTH O10JIOrMYe CKUX
JIEKapCTBEHHBIX ITpernapaToB, KOMOMHMPOBAHHBIX JJ€KAPCTBEHHbBIX
IperapaToB (comepsKaliyx KOMOMHAIMIO IBYX U 6oJiee IeiiCTBYIOIIMX
BellleCTB), TeKapCTBEHHBIX MpeIapaToB IJisl ITapeHTePaJlbHOTO NUTAHUS U
He[03MPOBAHHBIX JIEKAPCTBEHHBIX ITPENapaToB YCTAaHABIMBAKOTCS
IIpaBuTenbcTBOoM Poccuiickoi @engepann.

5. Onpe,ueneHme B3aMMO3aMEHAEMOCTHU HE OCYIIECTBJIIE€TCA B OTHOIIEHUN
JIEKapCTBEHHbBIX PAaCTUTEJIbHBIX IIpeImapaToB, TOMEOIIaTUYeCKMX
JIEKAPCTBEHHBLIX IIpeIrapaToB.

6. DopmMupoBaHue MIepeyHs B3aMO3aMeHsSIeMbIX JIeKaPCTBEHHbIX
TIperapaToB AJIsI MeIUIIMHCKOTO ITPUMEHEHMS OCYILEeCTBJISIETCS
9KCIIePTHBIM YUPEKAEHMEM IT0CPEICTBOM 00beIMHEHMS JIeKapCTBEHHBIX
TpernapaToB B OTAe/IbHbIe TPYIIIbI, B KaXXA 0 U3 KOTOPHIX JIeKapCTBeHHbIe
TIperapaThl SIBJSIOTCS B3auMO3aMeHsIeMbIMMA.

7. B ciiyyae BRIOUEHMS] B MHCTPYKLMIO [0 MeOUIIMHCKOMY IPUMEHEHUIO
JIeKapCTBEHHOTO IpernapaTra Ha OCHOBAHMM Pe3yJIbTaTOB COOTBETCTBYIOIINX
MCC/IefOBaHMI TOKa3aHUIi 71 IPUMeHeHMsl, KOTOpble OTIMYAI0TCS OT
MOKa3aHMI IJ1s1 IPUMEeHeHMUsI IPYIUX JIeKapCTBeHHbIX IIpernapaToB U3
TPYIIIIbI B3aMMO3aMeHsI€MbIX JIEKapCTBEHHBIX ITPEapaToB, B IepevyHe
B3aMIMO3aMeHSeMbIX JIEKAPCTBEHHBIX IPENapaToB AJII MeJUIIMHCKOTO
IIpUMeHeHMs JO/KHA ObITh YKa3aHa COOTBETCTBYOast MHbOpMaLMSL.

8. ITepeueHb B3auMO3aMeHsI€MbIX JIeKApPCTBEHHBIX MIpeIapaToB AJIst
MeIUIMHCKOTO MPUMeHEeHUsT pa3MellaeTcs YIIOJHOMOUEe HHbIM



dbenepanbHBIM OPraHOM MCIIOJTHUTEIbHO BJIACTU, OCYIeCTBISIOUUM
rOCyJapCTBEeHHYIO PerncTpanuio 1eKapCTBeHHbIX IIpelapaToB A1
MeAVLIMHCKOTO MPUMeHeHMsI, Ha CBoeM O(pHUIIMaJIbHOM caliTe B CeTU
"nTtepHet". HbopMalius B iepeyHe B3aM0O3aMeHsIeMbIX JIeKapCTBEHHbIX
IpernaparoB JJis MeIUIMHCKOTO NPMMeHeHUsI OOHOBJISIeTCsl YKa3aHHbIM
benepaabHBIM OPraHOM MCIIOTHUTENbHO BIACTU C Y4ETOM HOBBIX
3aperucTpPUpPOBAHHBIX JIeKaPCTBEHHBIX IIperapaToB 411 MegULMHCKOTO
IIpUMMEeHeHMs U BHECEeHHBIX M3MeHeHMI B OKYMEHThI, CoAepsKalyecs B
percTpalyOHHbBIX JOChe Ha 3aperucTpUpOBaHHbIe 1eKapCTBEHHbIe
rperniapaThl I MeIULIVHCKOIO IIPUMeHeHMs.

9. IopsimoK ucmoab30BaHMsI MHGOPMAIYM O B3aMO3aMeHSIeMbIX
JIeKapCTBEHHbIX MpernapaTax Ijis MeJULIMHCKOTO MIpUMeHeHUS U TTOPSIA0K
Jlauu pa3bsICHEHUI 10 BOIMIPOCAM B3aMMO3aMeHSI€eMOCTU JIEKapCTBEHHBIX
rperapaToB JJisi MeOUIIMHCKOTO IIpUMeHeHMs] yCTaHaBAMBAIOTCS
IIpaBuTtenscTBOM Poccuiickoi @enepanum.”;

8) craTbio 30 mOMOMHUTD YacTIMu 1.4 u 1.5 ciemyioniero comepskaHmsi:

"1.4. YIIOJIHOMOYEHHbI (eepaabHbI OPraH MUCIIOJHUTEIbHOM BJIACTU C
y4eToM pe3y/ibTaToB (hapMaKoHaA30pa ¥ TPOBEPOK COOTBETCTBUS
JIeKapCTBEHHBIX CPeJCTB, HAXOASANIMXCS B IPakAaHCKOM 000poTe,
yCTaHOBJIEHHBIM TPEOOBAHUSIM K UX KaUeCTBY B TeUueHMe JeCITy paboumx
IHel co AHS MOCTYTUIeHMSI COOTBETCTBYOIel nHGopMalu pa3MelnaeT Ha
cBOeM oduIIMaIbHOM caiiTe B ceTu "VIHTepHeT" cBeIeHMs O
HEeOOXOAVMMOCTY BHECEHMS B MHCTPYKIINIO TI0 MEIUIIMTHCKOMY ITPUMeHEeHUIO
JIEKapCTBEHHOTO Tperapara M3MeHEeHU B OTHOIIEeHUY CBeJEeHU O
MOKa3aHUIX IS IPMMEeHEeHMs M IIPOTUBOIIOKa3aHUSIX [JIs IPUMeHeHUs
JIeKapCTBEHHOTO Tperapara, BbISIBIEHHbIX TOOOYHBIX AEMCTBUSIX,
HeXXeJlaTeJbHbIX PeakiMsX Ipy MpUMeHeHUM JIEKapCTBEHHOI0 Impernapara u
yBeOMJISIET 00 3TOM B 3JIEKTPOHHO (popMe uim MUCcbMeHHOV dhopme (Ha
O6yMaskHOM HOCUTeJIe) AepykaTesis UM Biajie/blia PeTUCTPaIlMOHHOTO
YA,0CTOBEpEeHMS JIeKapCTBEHHOTO Ipernapara (MIn YIIOJTHOMOYEeHHOe UM
Ipyroe puamndeckoe Jniio), a TakKe gepykaTeseil uian BiajeblieB
perucTpalMOHHbBIX YOOCTOBEPEHMI IeKapCTBEHHbBIX IIpenapaToB (M
YIIOJTHOMOYEHHBIX UMM IPYTUX I0PUANYECKUX JIUIT), KOTOPbIE SIBJISIOTCS
B3aMMO3aMeHSeMbIMNA.

1.5. [lep>kaTesib WM Biafesiel] peruCcTPa i OHHOTO YIOCTOBEPEHMSI
JIeKapCTBEHHOIO Ipernapara, a Takke gepskaTesIu UM BIaae/blibl



perucTpauyoHHbIX YIOCTOBEpEeHMIT IeKapCTBEHHBIX ITpernapaToB (M
YIIOJITHOMOYEHHbIe UMM APYTHe PUIMUECKIe IULA), KOTOPbIE SIBJISIOTCS
B3aMIMO3aMeHsIeMbIMM, 00SI3aHbI ITPEICTABUTH B YITOJTHOMOUYEHHBI
(benepaabHbI OpraH UCIIOTHUTENbHOM BJIACTY 3asIBJIEHUS] O BHECEHUM
M3MeHeHMIi B JOKYMeHTbI, Cofiepykalliiiecs B perMcTpalMOHHbIX TOChe Ha
3aperucTpMpoBaHHbIE JIeKapCTBEHHbIE TIPerapaTsl AjIsT MeIUI[MHCKOTO
MIpMMEeHEeHMS], B OTHOIIEHMM CBeI€HMI, YKa3aHHbBIX B MHCTPYKIUM 110
MeAULIVMHCKOMY ITPYMEeHEHMIO TIEKapCTBEHHbBIX IIPeIrapaToB, B TeYeHMe
COpoKa pabouux JHei co THS pasMelleHNs YIIOJTHOMOUYEHHbIM
dbenepasbHbBIM OPTaHOM UCITOTHUTEIbHO BIACTK MHGOpPMAINH,
yKasaHHOJ B yacTy 1.4 HacTosmIeii ctaThy. [laHHOe TpeGoBaHMeE He
PacIpoCTpaHsSIeTCs Ha CIyYay BHECEHUST B MHCTPYKIIMIO 110 MEeIUIIMHCKOMY
MIPYMEHEeHMIO JIeKapCTBEHHOTrO IpernapaTa M3MEeHEeHMi1 B OTHOIeHUA
HOBBIX TTOKA3aHMIi [J1s1 TpMMeHeH sl IeKapCTBeHHOro Mpernapara Ha
OCHOBAHMM Pe3y/IbTaTOB COOTBETCTBYIOIIUX MUCCIeI0OBaHMIA.";

9) ctaTbio 32 JOTOJHUTH ITYHKTOM 11 clleayIoiero cogepskaHms:

"11) ycTaHOBJIEHHOM 4acCThIO 6 cTaTby 65 HacTosiero ®emepaabHOrO
3aKOHa.";

10) B mynkTe 1 yactu 1 ctatbu 33:

a) TMOATYHKT "N" JOMOJHUTD CJIOBAMU "([IJ151 IeKapCTBEHHBIX ITpernapaToB
IIJISI MeJUIIMHCKOTO TIPUMEHEeHUS)" ;

0) MOAMYHKT "p" JOMOJHUTH CJI0OBAMM "(IJIs1 IeKapCTBEHHBIX ITpernapaToB
IJ1s1 MeIULIMHCKOIO IIpYMeHeHUs])";

B) MOJAMYHKT "¢" MPMU3HATh YTPATUBIIUM CUITY;

11) B cTaTbe 36 BTOpOE MpeaiosKeHe U3JI0XKUTD B CJIeAYIONIei peJakinmn:
"3aKkaoueHe KOMUCCUM SKCIIEPTOB SKCIIEPTHOTO YUPEXKIEHMS O
B3aMMO3aMeHSIeMOCTU JIEKAPCTBEHHBIX IIpenapaToB AJ1s1 MeAULMHCKOTO
MIpMMeHeHMs b0 O TOM, YTO JIeKapCTBEHHBIN IIpernapart AjIst
MeIUILIMHCKOTO MPMMeHEeHMs He SIBJISIeTCS B3aMO3aMeHsIeMbIM, MOKET
ObITh 005KaJI0BAHO JepykaTeseM WIN Baie/iblleM PeruCcTPaIMOHHOTO
YI0CTOBEepEeHMSI IeKapCTBEHHOTO MperapaTta B yIIOJTHOMOYEeHHbI
denepabHbIi OpraH MCIOJIHUTEIbHONM BJACTU, KOTOPBI MMPpUBIeKaeT K
PacCMOTPEHMIO YKa3aHHOM 3Kaj100bl ITOIBEIOMCTBEHHbIE €My HayUHbIe
opraHu3auuy 1 ob6pasoBaTe/ibHble OpraHU3aluy BbICIIETO 0Opa30BaHMsI,



OCYILeCTBJISIIONIME TeSITeIbHOCTD B cpepe obpalieHust ieKapCTBEHHBIX
CpencTB.";

12) ctaTbio 47 JOTOJHUTB YaCThIO 3.1 CIeayIOero Comeps>KaHms:

"3.1. JomnyckaeTcs BBO3 B Poccniickyro @enepalnito KOHKPETHON apTum
He3aperMcTpUpPOBAHHbBIX JIEKAPCTBEHHbIX IIPeIapaToB, COmepyKallnux
HApKOTUYEeCKMe CpeliCTBa UM IICUXOTPOITHbIE BellleCTBa, B OPsIAKE,
ycTaHoBJieHHOM [IpaBuTenbcTBOM Poccuiickoin @enepannm, OJisi OKa3aHuUs
MeAUIIMHCKOM MTOMOIIY 10 XMU3HEHHBIM ITOKa3aHUSIM KOHKPETHOTO
ManMeHTa UK IPYMIIbI ITAlIMEeHTOB B CIyJyae, eC/iv UMeeTCs pelleHne
Bpaue6GHOI KOMUCCUM MeIUIIMHCKOM opraHu3anum o HeshPeKTUBHOCTU
WJIY HEBO3MOKHOCTY IMTPUMEHEHMS] Y KOHKPETHOTO Mal/ieHTa UHbIX
3aperncTpUpPOBaAHHbBIX JIEKAPCTBEHHBIX TIPEapaToB, B TOM YKUCIe
cofiepxKalMx Ipyrue AeicTBYION/e BellecTBa, ¥ 0 He0OX0AMMOCTHM BBO3a
oIpee/IeHHOr0 He3aperncTpUupoOBaHHOIO JIEKapCTBEHHOTO Ipernapara ¢
YKa3aHMeM ero MeXXAyHapoaHOr0 HelmaTeHTOBAHHOTO (MM XMMUYECKOro,
WU TPYTIIIMPOBOYHOI0) HaMeHOBaHMsI, GOpPMbI BbIITyCKA M KOJIMYECTBA.
[lepeueHb 3a0601eBaHMIt U COCTOSTHMUI 1 COOTBETCTBYIOLMX JIEKAPCTBEHHBIX
IpenapaToB, CoAepXKalllX HAPKOTUUECKME CPeCTBA U TICUXOTPOITHbIE
BeleCTBa, B LIeJISIX OCYLIECTBIEHMS UX BBO3a B COOTBETCTBUM C
TpeGOBAHMUSIMM HACTOSIIEI YaCTU YTBEPIKIAETCS YIIOTHOMOYEHHbIM
dbenepasbHbIM OpPraHOM MCIIOJIHUTEIbHO BIACTH.";

13) cTaTbio 48 AOMOJHUTD ITYHKTOM 6 CJIEYIOLIEro COnep KaHus:

"6) rocyIapCTBeHHbIE YHMUTAPHbIE MIPeAIIPUITHUS, UMYILLeCTBO KOTOPBIX
HaxoOUTCs B heaepanbHOI COOCTBEHHOCTH, OTIpeiesisieMble
[IpaButenbcTBOM Poccuiickoit @enepaiiuu, B 4aCT BBO3a B POCCUIICKYIO
demepalnio He3apernCTPUPOBAHHbBIX JIEKAPCTBEHHBIX TTPEIapaTos,
comepKalyx HapKOTUYeCKMe CPeCTBA UM IICUXOTPOITHbIE BEIIeCTBa, OJIs
OKa3aHMs MeIULMHCKOM ITOMOII 10 )KM3HEHHBIM ITOKa3aHUSIM
KOHKPETHOTO TaleHTa WM IPYIIbl HalMEHTOB B COOTBETCTBUM C YACThIO
3.1 crateu 47 HacTosero PenepaasbHOTO 3aKOHA.";

14) Buactu 9 cratbu 52.1 mmocsie ¢10B "KOHKPETHOTO MalMeHTa" JOTOTHUTh
C/I0BaMM "WJIU TPYIIIBI MAIIMEHTOB", CJIOBA "4aCTbhIO 3 CTaThu 47" 3aMEeHUTh
caoBaMy "dactsamu 3 u 3.1 crateu 47"

15) B mynkTe 10 cratbu 60 cioBa ">kKM3HEHHO HEOOXOMMbIe U BaxkKHelIIe



JleKapCTBEHHbIE TperapaTbl’ 3aMeHUTDb CJIOBAMMU "JIeKapCTBEHHbIE
TperapaThl, BKIIOUeHHbIE B TIepeUeHb KM3HEHHO HeOOXOIMMbIX U
BaKHEMIINX JIEKAPCTBEHHBIX MTPernapaTos”;

16) myHKT 5 yacTy 2 craThy 62 MOCIIe CI0Ba "1leHa" NOMOTHUTD CJIOBaMM "Ha
JIeKapCTBEHHBIN TIpenapar’;

17) B cTaTbe 63:

a) B HAMEHOBAaHMM CJIOBA "[IJII MEOUIIMHCKOTO IIPMMEeHEeHNU" 3aMEeHUTD
cJioBaMM ", BK/IIOUEHHbIE B ITlepeueHb KM3HeHHO He0OXOIUMBbIX U
BaKHEMILNX JIeKAPCTBEHHBIX ITPernapaTos”;

6) B uacTu 1 mocJie cJioB "pazMepbl PO3HUUHBIX HAAOABOK K PaKTUUECKUM
OTIYCKHBIM I[eHaM" IOTIOJTHUTD CJIoBaMu "(6e3 yueTa Hajora Ha
JI00aBJIEHHYIO CTOMMOCTD)", cJIoBa "demepaabHbIM OPraHOM
VICIIOJTHUTEIbHOM BJIACTH, YIIOJITHOMOYEHHBIM OCYLIeCTB/ISITh [IPaBOBOe
peryaMpoBaHyue"’ 3aMeHUTDb CJIOBAMM "yIIOJTHOMOYEHHBIM (eiepaabHbIM
OpraHOM MCIIOJIHUTENbHO BIACTH, OCYIIECTBISIONMUM GYHKIVHA 110
MIPUHSTUIO0 HOPMATUBHBIX IMPABOBBIX aKTOB ¥ KOHTPOJIIO 3a COOMIOeHeM
3aKOHOJaTeabCTBA";

B) YaCTh 2 U3JIOXKUTD B CJIEAYIONIEI peoaKIInm:

"2. OpraHusauuu ONTOBOM TOPTOBJIY JIEKAPCTBEHHBIMU CPELCTBAMMU,
afnTevyHble OpraHu3aluu, UHAUMBUAYAJbHbIE IPeAIIPUHMMATEN, UMelo e
NMULeH3MI0 Ha (papMalleBTUUECKYIO AesTeTbHOCTb, MeIULIMHCKIE
opraHmM3aluy, MMeloIye JUieH31I0 Ha papMalieBTUUYeCKYIO 1esTeIbHOCTD,
1 X 000c00/IeHHbIe MTopa3aeneHus (amoynaTopun, GeabaiepcKue u
(denbaepcKo-aKyliepcKue MyHKThI, LIEHTPbI (OTAeaeHMsT) 001 et
BpauebHOI1 (CeMeifHOI) TTPAKTMUKM), PACTIONIOKEHHbBIE B CETbCKUX
HAaCeJIeHHBIX ITyHKTAaX, B KOTOPBIX OTCYTCTBYIOT allTeYHble OPraHU3alun,
OCYLLIECTBJISIIOT peaan3alyio ieKapCTBEHHBIX ITpernapaToB, BKIAIOUYEHHBIX B
repeyeHb KM3HEHHO HeOOXOAMMbIX M BasKHEMIINX JIeKapCTBEHHBIX
rpenaparos, I0 lieHaM, KOTopble GOPMUPYIOTCSI B COOTBETCTBUM C
MOPSAAKOM, YCTaHOBJIeHHBIM [IpaBuTenibcTBOM Poccuiickoii @enmepanum, u
YPOBeHb KOTOPBIX (6€3 yyeTa Hajiora Ha 106aBJI€HHYIO CTOMMOCTD) He
JIOJKEH MPeBbIIaTh CYMMY (DaKTMUeCKOi OTITyCKHOI 1eHbI,
YCTAHOBJIEHHOI MIPOU3BOAUTEIEM JIEKAPCTBEHHOTO TIperapara, He
IIpeBbIIIA0IIel 3apernCTPUPOBAHHON MUY [lepeperucTpupOBaHHOMN



rpefesibHOM OTITYCKHO LIE€HbI TPOMU3BOAUTENS (Ha AATy peajinsalunmn
JIeKapCTBEHHOTO IperaparTa Mpou3BOAUTENIEM), M pa3Mepa OITOBO
Ham6aBKM U (MJIM) pasMepa PO3HMUYHOM Hal0aBKy, He MPEBIIIAI0NINX
COOTBETCTBEHHO pa3Mepa IpeiebHO ONITOBOM HambaBKu 1 (MIM) pa3Mepa
npeJie/IbHOM PO3HUYHO Ha0aBKM, YCTAHOBIEHHBIX B CyObeKTe
Poccuiickoit ®emepauyun.”;

T) 4aCTh 3 U3JIOKUTh B CJIEAVIOIILEN pelaKIyn:

"3. OpraHbl UCITOJTHUTEIBbHO BIacTy Cy6beKTOB Poccuiickoit ®enmepanym
pasMeliaioT B ceTu "MIHTepHeT" MHPOPMALNIO O 3apermCcTpUPOBAHHBIX
rpefesibHbIX OTITYCKHBIX LleHaX IPOMU3BOAUTEEN HA JIeKapCTBEHHbIE
TperapaThl, BKIIOUeHHbIE B TIepeUeHb KM3HEHHO HeOOXOIMMbIX U
BasKHEIINX JIEKAPCTBEHHBIX IIPeIrapaToB, 00 YCTAHOBIIEHHBIX B CYOBEKTE
Poccuiickoit @emepatinm rpeaeabHbIX pa3Mepax ONTOBBIX HAaI0ABOK U
(Mnu) mpeneabHbIX pa3mMepax pO3HMUHBIX HaZI0aBOK K YCTaHOBIEHHBIM
MIPOM3BOUTENSIMU JIEKAPCTBEHHBIX MTPerapaToB GakTUUECKUM OTITYCKHBIM
[leHaM Ha JieKapCTBEeHHbIe TIperapaThl, BKAIOUEHHbIE B ITIepeueHb KM3HEHHO
HEeOOXOIMMbIX M BaXKHEMIIINX JJeKapCTBEHHbIX MPernapaToB, a TAKXkKe O
CyMMe 3aperMcTpUpPOBAHHBIX MpeieIbHbIX OTITYCKHBIX 1IeH
MIPOU3BOAMTEJIEeN Ha JIEKapCTBEHHbIEe ITpernapaThl, BKIIOYEHHbIE B [IepevyeHb
SKM3HEHHO HeOOXOAVMBbIX M BaXKHEMIIMX JIeKapCTBEHHBIX ITPerapaTos,
YCTaHOBJIEHHBIX B CyObeKTe Poccuiickoit demeparyy mpeiesbHbIX
pa3MepoB ONMTOBbIX HAJ0ABOK U MpeebHbIX Pa3MepPOB PO3HUYHBIX
Ha/10aBOK ¥ Hajiora Ha A00aB/IeHHYIO CTOMMOCTb. VIHpopMalus,
npeayCcMOTpPeHHas HaCTOSIEN YaCThl0, JO/DKHA HAXOAUTHCS TAaKXKe B
anTevyHbIX OPTaHU3ALMSIX B JOCTYITHON [IJIs1 BCEX 3aMHTEePeCOBAHHBIX JIUI]
dbopMe 1 OOHOBJISITHCS 10 Mepe ee pasMelleHMs] OpraHaMu
MICITOJIHUTEIbHOM BIACTU CyobeKTOB Poccuiickoit demepaniym B ceTn

"o

"HTepHeT".";
II) 4acTb 4 IPU3HATh YTPATUBILIEN CUITY;
18) cTaThio 65 MOMOJIHUTD YaCTIMU 5 1 6 ClIeayIoIero conepskaHms:

"5. B ciiyyae HermpeAcTaB/IeHMS AepskaTesleM WIN BlIafe/lblieM
perucTpalMOHHOTrO YAOCTOBEPEHMS JIEKapCTBEHHOIO mpenapara (Win
YIIOJTHOMOYEHHBIM UM APYTUM HPUANYECKUM JUI[OM) B YIIOJTHOMOYEHHbIN
denepanbHbIii OpraH MCIOJIHUTEILHON BJIACTU TOKYMEHTOB (CBeIeHMI B
IIOKyMEeHTax), He0OXOAMMbIX [IJIsI TPOBeAeHMsT KOMUCCHel SKCITepTOB



9KCIIePTHOTO YUPEXIeHMsI 3KCIIePTU3bl PerMCTPalMOHHOTO 10Che Ha
JIeKapCTBeHHBII IIpernapar B LieJISX onpeaeaeHns B3auM03aMeHsIeMOCTHU
JIeKapCTBEHHOTO Iperapara Ajisi MeIUIMHCKOTO IIpUMeHeHUs], 6o B
cyJyae mpeAcTaB/eHUsT JOKYMEeHTOB (CBeJleHUIi B JOKYMeHTaX) B HelOJTHOM
obbeMe, IIpeICTaBIeHMS] JOKYMEHTOB, He COAePsKalllX MCUePIIbIBAIOIIETO
repevyHs HeoOXOAMMBbIX CBEIeHNI, UM IIPeACTaBIeHs HeJOCTOBEPHBIX
CBe[leHNI, a TaKXKe B CTydyae HellpeaCcTaBIeHs 3asBJIeHM S, YKa3aHHOTO B
yactu 1.5 cratbu 30 HacTosiiero ®enepaybHOrO 3aKOHA, YIIOJTHOMOUYEHHBI
denepasbHbIii OpraH MCIOJIHUTEILHON BJACTY pacCMaTPUBAET BOIIPOC O
MPUOCTAHOBJIEHUY Ha CPOK LIeCTh MeCsS1eB IIpUMeHeHUsT JaHHOTO
JIeKapCTBEHHOTI0 Iperapara Ajs MeIUIMHCKOTO IpUMeHeHM S.

6. B cyuae, ecniu gepskatesieM UM BilafeablleM PerucTpanMoOHHOro
YA0CTOBEpEHMS JIEKapCTBEHHOTO Ipernapara st MegUIMHCKOTO
NpuMeHeHus (MJIM YII0OJTHOMOYEHHBIM UM JIPYTUM IOpUANYECKUM JIUIIOM) B
TedeHMe IeCTU MeCsIeB CO JHS MPUOCTAaHOBIEHMS IPUMeEHEeHUS
JIEKapCTBEHHOTO Iperapara Ajs MeIUIMHCKOTO MpUMeHeHMS He
TpeICTaB/IeHbI B YIIOJJTHOMOYEHHbIN (efepabHbI OpraH UCIIOTHUTENbHO
BJIACTU JOKYMEHTBHI (CBeIeHMsI B TOKYMEHTAaX), He0OX0aMMble JIJIsI
MPOBeIeHMSI KOMMCCHEN SKCIIEPTOB SKCIIEPTHOTO YUPEXAEHMS SKCIIePTU3bI
PErUCTPaLMOHHOIO IOChe Ha JIeKapCTBEHHbII Mpernapar B 1[e/ISIX
oIpeJeaeHMs B3aMM0O3aMeHSIeMOCTH JIeKapCTBEHHOTO MperaparTa JIJ1sl
MeIULIMHCKOTO MPMMEHEHMS, a TaAKKe B c/lydyae, ecyii He TIpeiCTaB/IeHO
3asiBJieHMe, yKa3aHHoe B yacTu 1.5 cratbu 30 HacTosiiero ®enepajibHOro
3aKOHa, YIIOJTHOMOYEHHbIN dhemepanbHbIii OpraH UCIIOJIHUTEIbHON BIaCTU
MIpUMHMUMAET pelleHre 06 OTMeHe rocyIapCTBEHHO perucTpauym JaHHOTO
JIeKapCTBEHHOTO Iperapara 1 O ero UCKIIYEHUN U3 TOCYLapCTBEHHOTO
peecTpa JieKapCTBEHHbIX CPeACTB.";

19) craTbio 66 U3JIOKUTD B ClIeAYIONIEN pegakKUnn:
"CraTbs 66. HboOpMalus o pe3ynbTaTax apMakoHaa30opa

VIOTHOMOY€eHHbIN delepasbHbIli OPraH UCIIOJHUTEIbHOI BJIaCTH,
OCyIlleCTBSIION M hapMaKoOHa/A 30D, M0 ero pesyibTaTam pa3MellaeT Ha
cBoeM oduIIMaaIbHOM caiiTe B ceTu "HTepHeT" MHGOPMALIMIO O:

1) BbISIBJIEHMY HOBBIX ITOATBEPKIEHHBIX JAHHBIX O TOOOUYHBIX AEVICTBUSX,
HeXXesjaTeJbHbIX PeakiMsIX, Cepbe3HbIX HekeaTe/lbHbIX peaKIUsX,
HerpeaBUIeHHbIX HesKeaTeIbHbIX peaklsIX Mpy IpUMMeHeHU N



JIeKapCTBEHHOTO IperapaTa, B TOM UMC/Ie BAUSIONMX Ha OTHOLIeH e
O3K1[IaeMOJi IT0JIb3bI K BO3MOKHOMY PUCKY IIPUMMEHEHMS JAaHHOTO
JIEKapCTBEHHOTO Tperapara;

2) IPUHSTBIX pEelIeHUSIX O BHECEHUM U3MEHEeHU I B MUHCTPYKIMIO 10
TIPUMEHEHMUIO JIEKapPCTBEHHOIO Mperapara, 0 IPUOCTAHOBIEHUN
MIpMMeHeHMs JIeKapCTBEHHOrO Ipernaparta, 00 U3bSITUM U3 00palleHust
JleKapCTBEHHOTO Tpernapara U 0 BO30OHOBIEHUM TIPUMEHeHUS
JIeKapCTBEHHOrO Mperapara.”.

CraTtps 2

BuecTu B crathio 3 @emepasbHOro 3akoHa oT 22 gekabpst 2014 roma N 429-
®3 "O BHeceHum uaMeHeHuii B ®emepanbHblil 3aKoH "O6 obpaleHnn
JleKapCcTBeHHbIX cpencTB’ (CobpaHue 3aKOHOAATENbCTBA PoccuiicKoii
denmepanunu, 2014, N 52, cT. 7540; 2015, N 29, cT1. 4367; 2016, N 27, cT.
4283) cnenyoiye USMEeHEeHUS :

1) yacTb 3 mpM3HATD yTpaTUBIIEN CUITY;
2) B yacTu 6 BTOpOe IpejokeHe UCKIIOUNTD.
Cratbs 3

1. B oTHOmIEHUM JIEKapCTBEHHDLIX ITpeIlapaToOB OJId MeONLIMHCKOTO
IIpuMeHeHN s, IPU3HAHHbIX B3aIM0O3aMeHAEeMbIMU B ITpo1ecce Ux
I‘OCy,ZL&pCTBEHHOffI peructpanmu g0 AHS BCTYIUVIEHMA B CMJIY HAaCTOSIIEero
CDEJIEPBJII)HOI‘O 3adKOHa, ITIOBTOPHOE oIipeae/ieHre X B3alMM0O3aMeHIeMOCTU
He OCYyIIeCTBJISETCS.

2. [lepeuenb B3aMMO3aMeHsIeMbIX JIEKapCTBEHHBIX IIperapaToB IS
MeIUIIMHCKOTO MPUMeHEeHUsI B OTHOIIeHUY pedepeHTHbIX JJeKapCTBEHHbIX
rperiapaToB AJis1 MeOUIIMHCKOTO TIPUMEeHEeHMS Y BOCIIPOU3BEIE€HHbIX
JIeKapCTBEHHbIX MpernapaToB 151 MeIUIIMHCKOTO IIpUMeHeHUsI, B
perncTpalMOHHBIX JOChe Ha KOTOpbIe MMEIOTCS pe3yJbTaThbl MCCIeL0BaHMI
61109KBMBaJIEHTHOCTY MJIM UCCI€JOBaHM TeparneBTUUeCKO
SKBMBAJIEHTHOCTY T10 OTHOILIEHUIO K pedhepeHTHOMY JIEKapCTBEHHOMY
rpernapary, AoJIKeH ObITh chopMUpOBaH GdeepasbHbIM IOCYIapPCTBEHHBIM
OIO[IKETHBIM YUPEXIEHMEM I10 ITPOBEIEeHMIO SKCIIEePTU3bI JIEKAPCTBEHHBIX
CpencTB, YKa3aHHBIM B cTaThe 15 @emepanbHoro 3akona ot 12 ampens 2010
roga N 61-®3 "O6 obpaineHny JeKapCTBEHHBIX CPeaCcTB" (Jajiee -



9KCIIepTHOE YUpekAeHNe), U pa3MellleH YIIOTHOMOUYEeHHbIM deepaabHbIM
OPTraHOM UCIIOJTHUTEIbHOJ BJIaCTU, OCYLLeCTBIISIIOIIMM rOCyJapCTBEHHYIO
perucTpaumio JieKapCTBeHHBIX ITPernapaToB [Ijis MeIULMHCKOTO
NpMMeHeHUs (fajiee - yIIOJHOMOYEHHbIN dhenepanbHblii OpraH
VICTIOJIHUTEIbHO BJIaCTH), HA CBOeM ObUIIMaTbHOM caiiTe B CeTU
"UutepHet" mo 1 uionsg 2020 roga.

3. YImomHOMOYeHHbBI heaepanbHblii OpraH UCIIOJTHUTEIbHONM BaacTu a0 1
sguBaps 2021 rona ornpepesisieT B3aMM0O3aMeHSIEMOCTD JIeKapCTBEHHbBIX
rperapaToB JAJisi MeOUIIMHCKOTO IIPUMEeHEeHMs, KOTOpbIe
3aperucTpPUpOBaHbI A0 AHS BCTYIJIEHUS B CUIy HacTosIero ®emepajibHOTO
3aKOHa ¥ B3aMMO3aMeHsIeMOCTb KOTOPbIX paHee He Oblia OlpejiesieHa, B
MopsiaKe, yCTAaHOBJIEHHOM cTaTbel 27.1 ®enepanbHOro 3aKoHa OT 12
aripesnis 2010 roga N 61-®3 "O6 obpaiiieHMM JeKapCTBEHHbIX CPeACcTB" (B
penaxkiiuy Hacrosiero demepajbHOrO 3aKOHA), 3a UCK/IIOUYEHMEM
JIeKapCTBEHHbIX MpernapaToB, YKa3aHHBIX B YaCTU 4 HACTOSIIEN CTaTbU.

4. YII0JITHOMOUY€eHHbI dheaepanbHbIii OpraH UCIIOJTHUTENIbHOI BaacTu 10 1
sauBaps 2021 roza omnpenessieT B3aMM0O3aMeHSIeMOCTb JIeKapCTBEHHbBIX
rperapaToB [jisd MeOUIIMHCKOTO IIPUMeHeHMsI, KOTOpbIe
3aperucTpUpOBAHBI A0 AHS BCTYIUIEHUS B CUIy HacTos1ero @enepajibHOTO
3aKOHa ¥ B3aMMO03aMeHsIeMOCTbh KOTOPBIX paHee He Obljia onpeesneHa, 6e3
yuyeTa KpuUTepues (XapaKTEePUCTHUK), YKA3aHHBIX B YaCTu 2 ctaTbhu 27.1
®enepanbHOTro 3akoHa OT 12 arnpesnst 2010 roma N 61-®3 "06 obpamieHnn
JIeKapCTBEHHBIX CPeCTB" (B pelakiuu HacTosiero ®enepajbHOrO 3aKOHa),
B OTHOLIEHUM:

1) pedepeHTHBIX JIeKaPCTBEHHBIX ITPEIapaToB, MMEIONMUX OJHO
MeXXIyHapOIHOe HerlaTeHTOBaHHOe (VUTM XUMMUYECKOe, UIN
TPYIIMPOBOYHOE) HAMEHOBaHMe, SKBUBaJI€HTHbIE JIeKapCTBeHHbIe (HOPMBbI
M SKBUBAJIEHTHBIE (1151 610aHAIOTOBBIX (OMOMOJ00HBIX) JIEKAPCTBEHHBIX
npenapaToB (6110aHAIOTOB) - COMIOCTaBMMbIe) KaueCTBEHHbIE U
KOJIMYECTBEHHbIE XapaKTePUCTUKY (papMarieBTUUecKuX CyOCTaHIMIi NN
COIOCTaBMMbIif aHTUTEHHBI COCTAB BAaKI[MH, & TAKKe OTHU U Te XKe
TTOKa3aHMsI ¥ MPOTUBOIOKA3AHUS [IJISI TPUMEHEHUSI;

2) 1eKapCTBeHHbIX IIPeInapaToB, SIBASIOUIMXCS BOCIIPOV3BeJeHHbIMU B
OTHOILIIEHUM Pa3HbIX B3aMMO3aMeHsIeMbIX pedepeHTHbIX JIeKapCTBEeHHbIX
MIpernaparoB, UMeIIIMX OTHO MEXIYHaPOIHOe HeMaTeHTOBaHHOe (MU
XMMMUYECKOe, VIV IPYIITMPOBOYHOE) HAMMEHOBAHME, SKBMBAJIEHTHbIE



JekapcTBeHHbIe (OPMBbI U SKBMBAJIEHTHBIE (151 610aHAIOTOBbIX

(61010 A00HBIX) JIEKAPCTBEHHBIX ITperapaToB (610aHaIOTOB) -
COTOCTaBMMbIe) KaUeCTBEHHbIE U KOJIMUECTBEHHbIE XapaKTEePUCTUKHA
dbapmalleBTMUeCKMUX CYyOCTAHIIMIT UM COTTOCTaBMMBbII aHTUTE€HHBI COCTaB
BaKLMH, 3aperMCTPUPOBAHHBIX I10 pe3ybTaTaM UCCIeJOBaHUM
0109KBMBaJIEHTHOCTY MJIM UCCIeIOBAHM I TepareBTUYeCKO
SKBUBAJIEHTHOCTM 10 OTHOIIIEHMIO K COOTBETCTBYIOIIUM pedepeHTHbIM
JIEKapCTBEHHBIM ITpenaparam;

3) mekapCTBEHHLIX IIperapaToB, 3aperuCTPUMPOBAHHBLIX HA OCHOBAHUN
pe3y/abTaTOB MCC/IeIOBaHNIT 61I09KBUBAIEHTHOCTY UM MUCCIeI0BaHMIA
TepareBTUUEeCKO SKBUBAJIEHTHOCTY O OTHOLIEHMIO K JIEKapCTBEHHBIM
rperaparam, He SIBJSIOMmMMcS pedepeHTHBIMU, TIPU YCIOBUM, UTO TaKMe
JIeKapCTBeHHbIe TperapaThl 3aperMcTpUPOBAHLI 10 pe3y/ibTaTam
1iCCIeOBaHMIi OMM09KBUBAJIEHTHOCTY WJIU MUCC/IeJOBAHMIi TepareBTUUECKOIi
SKBUBAJIEHTHOCTM 10 OTHOIIIEHUIO K pepepeHTHOMY JIeKapCTBEHHOMY

mpernapary;

4) TIeKapCTBEHHBIX MTPEIApaToB (32 UCKIIOYEHMEM OMOTOTUIECKUX
JIeKapCTBEHHBIX MPernapaToB), UMEILMX OLHO MEXIyHapOLHOe
HeIaTeHTOBaHHOe (MY XMMUYECKOe, UM TPYTIIIUPOBOYHOE)
HaMMeHOBaHMe, UAEHTUYHbIE KAUeCTBEHHBI COCTaB U KOJINYECTBEHHBIN
COCTaB JeJCTBYIOIIUX U BCIIOMOTaTeIbHBIX BellleCTB, IEKAPCTBEHHYIO
dbopmy, criocob BBeeHMs 1 CITOCO0 TPMMEeHeHMS U 3aperUCTPUPOBAHHBIX
IO THS BCTYIUIeHMS B cuity @emepanbHOro 3akoHa oT 12 anpesnsg 2010 roga
N 61-®3 "O6 obpaleHn JIeKapCTBEHHBIX CPEJICTB", C YY€TOM pe3y/bTaTOB
(dbapmakoHag30pa ¥ MPOBEPOK COOTBETCTBUS JI€KAPCTBEHHBIX CPELCTB,
HAXOZSIIIMXCS B IPaKAAHCKOM 060pOTe, YCTaHOBJIEHHBIM TPEOOBAHMSIM K
MX KauecTBY.

5. B csiyyae OTCYTCTBUSI B pETUCTPALMOHHBIX OChe Ha BOCITPOU3BeAeHHbIe
JleKapCTBeHHbIe TIperapaThl, B3aMM0O3aMeHsIeMOCTh KOTOPBIX He
YCTAHOBJIEHA B COOTBETCTBUM C YaCThIO 4 HACTOSIILEI CTATbU U CO CTAThelA
27.1 ®epepanbHoro 3akoHa ot 12 ampesst 2010 roma N 61-d3 "06
obpaleHnM JIeKapCTBEHHBIX CpeICTB" (B peJaKLMM HACTOSIIEro
@enepabHOTO 3aKOHA), a TAKKE B PErMCTPALMOHHBIX IOChe Ha
6moaHasoroBsie (6MOIOI00HbBIE) JIeKAPCTBEHHbIE ITperapaThl (61oaHaIorn)
COOTBETCTBEHHO Pe3y/IbTaTOB UCC/IeI0OBaHMIT 61109KBUBATEHTHOCTH,
MCC/IeJOBaHMIA TeparieBTUYeCKOV SKBMBAJIEHTHOCTHM IO OTHOLIEHUIO K



pedepeHTHOMY JIeKapCTBEHHOMY ITperapaTy 9KCIepTHOe YUpeskIeHue B
LIeJISIX OTIpefe/ieHNs B3auMO3aMeHsIeEMOCTH JIeKapCTBEHHOTO Tpernapara B
TpeXJHEBHbBI CPOK CO THSI OOHAPYKeHUS OTCYTCTBUS YKa3aHHOI
MHpOpMalMK HaTlpaB/isieT COOTBETCTBYIOIMe CBeIeHUS B
YIIOJTHOMOYEHHbIN demepanbHbIii OpraH UCIIOJIHUTETLHON BIACTM.
VI0THOMOYEHHbIN dhelepalbHbI OpraH UCIIOTHUTETbHOI BJIACTU B
TeueHMe Tpex pabounx JHelt co OHS MOCTYIUIeHNUsT MHOopMaIm
SKCIIePTHOTO YUPEXIeHNsI HallpaBJsieT gepyKaTel0 WIN BaaJe/lbily
perucTpauyoHHOTO YAOCTOBEPEHMS TeKapCTBEHHOro mpenapara (Min
YIIOJITHOMOYEHHOMY UM I PYTrOMYy IOpUAMYECKOMY JIMITY) 3aIIpoC O
HEeOOXOAMMOCTY TIPeACTaBIeHMSI OTUYETOB O pPe3y/IbTaTaX COOTBETCTBYIOIIX
KJIMHUYECKUX UCC/IeJOBAHMII JIeKapCTBEHHOTO IpernaparTa Ijisi
MeIUIMHCKOTO IIPUMEeHEeHMS C YCTAHOBIE€HHBIM SKCIIEPTHBIM
yupeskieHreM CpOKOM, TOCTaTOYHBIM JJIs1 UX IPOBeieHNsI, HO He 6oiee
yeM Tpu roja. JlaHHbI 3aIpOC MOXKET OBITh MepeaH YIIOJTHOMOYEHHOMY
MIpeICTaBUTEIIO AepyKaTellst WIN BIaJle/blia PerUCTPaliOHHOTO
YAOCTOBEPEHMSI IeKapCTBEHHOTO Mpernapara JMYHO MO, paclucky,
HaIlpaBJieH M0 MoUTe 3aKa3HbIM MUCbMOM WJIU NepelaH B 3JIeKTPOHHOM
dbopMe 10 TeIeKOMMYHMKAI[MOHHBIM KaHalaM CBsI3K. B ciiyuae
HalpaBJeHus JaHHOTO 3aI1poca I10 [10YTe 3aKa3HbIM IIMCbMOM OH
CUMTAETCS MOJyYeHHBIM 10 UCTEUEHUM 1IeCTU AHe C JaThl HallpaBlIeHUs
3aKa3HOro nMuchbma.

6. B ciiyuae o6Hapy>keHMST B MHCTPYKUMSIX 110 MeAUIIMHCKOMY TTPUMeEHEHUIO
B3aMMO3aMeHsIeMbIX JIeKapCTBEHHBIX MTperapaToB pas3jinunii B MOKa3aHUSIX
LIS TIpMMeHeHMs (32 MCK/IIoUeHMeM TTOKa3aHMit IJid MpUMeHeH s,
BK/IIOUEHHBIX Ha OCHOBAHUM Pe3yJIbTaTOB COOTBETCTBYIOIINX
MCC/IeJOBAaHMIT) ¥ MPOTUBOIIOKA3aHUSIX JJIs1 IPUMEHEeHMSI KCIIePTHOe
yupeXXgeHye B TPEXTHEBHBIV CPOK CO AHS 0OHAPYKeHMS YKa3aHHBIX
pasnymnii HaIpaBJisieT COOTBETCTBYIOIIME CBeleHMS B YIIOJTHOMOYEHHbI
dbenepanbHbIit OpraH UCIOTHUTEIbHOM BJIaCTU. YIIOTHOMOYEHHBI
(dbenmepanbHbI OpraH UCIIOJHUTEILHON BJIACTU B TEUEHME TpeX paboumx
IHel co AHS MOCTyTUIeHUsI H(QOpMaluu 3KCIePTHOTO YUpeXIeHUsI
HaIpaBJiseT epskaTeslio UM BAaie/iblly PeTUCTPalMOHHOTO
yIOCTOBEepeHMs JIeKapCTBEHHOTO Tpenapara (M YIIOTHOMOYeHHOMY UM
IPYyroMy I0pUIMIECKOMY JIUITY) 3aIpOC O HEOOXOAMMOCTY TIPUBEIEeHMS
MTOKa3aHMi 1)1 MpUMeHEeHMS U MPOTUBOITOKA3aHNI /I IPUMEeHEHMS B
MHCTPYKLMYU IO MeIUIMHCKOMY ITPMMeHeHMI0 JIeKapCTBEHHOTo Iiperapara
B COOTBETCTBME C MHCTPYKIMEH TT0 MeOUIIMHCKOMY ITPUMeHeHU IO



pedepeHTHOTO JIeKapCTBEHHOTO Tpernapara B CPOK, He ITpeBbIIIa oIt
mecTy MecsiieB. [laHHbI 3aIIPOC MOXKET ObITh IepeaH YIIOTHOMOYEHHOMY
TIPeICTAaBUTETIO IepsKaTessl VI BJIaZeblla PeTUCTPAllMOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO MpernapaTa JIMYHO MOJ, PACIICKY,
HaIpaBJ/ieH I10 TT0YTe 3aKa3HbIM MMMCbMOM WK NepefaH B 37IeKTPOHHO
dbopMe 10 TeJIeKOMMYHMKAI[MOHHBIM KaHa/laM CBsI3N. B ciryuae
HaIpaBJIeHNsI AAHHOTO 3aIIpoca I10 ITOYTe 3aKa3HbIM IMMChMOM OH
CUMTAETCS MOJTYYeHHBIM I10 MCTEUEeHMM LIeCTY JHEe C JaThl HallpaBIeHUs
3aKa3HOTO MMChbMa.

7. TlopsimoK o6palleHs BOCIIPOM3BeIeHHbIX JIEKAPCTBEHHBIX IIPeIapaToB,
610aHaIOTOBBIX (6MOMOT00HBIX) JIEKAPCTBEHHBIX ITperapaToB
(61o0aHaJIOrOB), YKa3aHHBIX B UACTSIX 5 M 6 HACTOSIIIEN CTaThy, 10
OKOHYaHMS CPOKa, YCTAHOBJIEHHOTO YITOJTHOMOUEHHbBIM (PefepaabHbIM
OpraHOM MCITIOJTHUTEbHOI BAACTYU IJi IPOBeleHUs AepKaTeaeM Win
BJIaJleJIbLIEM PErUCTPALMIOHHOTO YIOCTOBEPEeHMS JIEKaPCTBEHHOTO
nperapara ucciaefoBaHmii 6M09KBMBAJIEHTHOCTY WM TepareBTUUeCKOot
9KBMBAJIEHTHOCTY 110 OTHOILIEHUIO K pedepeHTHOMY JIeKapCTBEHHOMY
rperapary Jimoo AJisl IpUBeAeHNSs TOKa3aHUi ISl TPUMEHEHUS U
MIPOTUBOIMOKA3aHUI 11 MPUMEHEeHMS B MHCTPYKLMU 10 MeOUIIMHCKOMY
MpYMeHEeHMIO JIEKapCTBEHHOTO MpernapaTa B COOTBETCTBME C MHCTPYKLM e
110 MeJUIIMHCKOMY IpUMeHeHM10 pedepeHTHOr0 JeKapCTBEHHOTO
npenapara, yctaHasauBaetcs IIpasurenbcTBoM Poccuiickoit @enepaiinmn.

8. llommyckaeTcs IIpMMeHeH)e B MeIULIMHCKUX 1eJIsIX He
3aperMcTpMUpoOBaHHbIX B Poccuiickoi @emepaliiv JieKapCTBEHHbBIX
IperiapaToB, CoAepXKallux HAPKOTUUECKMEe CpedCTBA UIM IICUXOTPOIIHbIEe
BellleCTBa, BBe3eHHbIX B Poccuiickyro @enepaiiio B COOTBETCTBUM C YACThIO
3.1 cratbu 47 ®emepanpHoro 3akoHa ot 12 amnpens 2010 roma N 61-®3 "06
obpaleHuu JeKapCTBEHHBIX CPEICTB".

Cratp4 4

1. Hactosmuii @enepanbHbili 3aKOH BCTymaeT B ¢ty ¢ 1 mapra 2020 ropa,
33 UCKITII0YEHMEM MOJIOKEHUIA, 1151 KOTOPbIX HACTOSINEN CTaThbel
YCTAHOBJIEH MHO CPOK BCTYIJIEHUS UX B CUITY.

2. TTyukTbl 9 u 18 cratbu 1 HacTosiero @egepajbHOrO 3aKOHA BCTYMNAKOT B
cuy ¢ 1 saBaps 2023 ropa.



3. ITososxkennst yactut 3.1 cratbu 47, yHKTa 6 cTaTbhyu 48 OefepanbHOrO
3akoHa ot 12 ampenst 2010 roga N 61-®3 "06 obpalieHny JIeKapCTBEHHBIX
cpencTB" mpuUMeHsIoTcs 10 31 mekabpst 2023 rona.

IIpesunmeHT
Poccuiickoi ®enepanu
B.ITYTUH

MockBa, Kpemib
27 nekabps 2019 roga
N 475-®3



