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Cratps 1

Buectu B ®enepanbubiil 3akoH oT 12 arpesist 2010 roga N 61-®3 "O6 obpaieHUM TeKapCTBEHHbBIX CPeCTB"
(Cobpanne 3akoHOmaTeabcTBa Poccuiickoit ®emeparum, 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, cT1. 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) ciienyioriye M3MeHEeHUSI:

1) B cTaTbe 4:
a) JOMOAHUTD ITYHKTOM 10.1 cienyroero cogepkaHus:

"10.1) opUrMHAILHBIN JIEKAPCTBEHHBIN ITpenapar - JeKapCTBEHHbIN MperapaT ¢ HOBbIM [IeiCTBYIOIIUM
BeIlleCTBOM, KOTOPBIN IePBbIM 3aperucTpupoBaH B Poccuiickoii @egepannm nian B MHOCTPAHHbBIX
rocygapcTBax Ha OCHOBAaHUM Pe3yJIbTaTOB JOKIMHUYECKUX UCC/IeIOBAHM JIeKapCTBEHHbBIX CPELICTB U
KIMHUYECKUX UCCIeJOBAaHMII IeKapCTBEHHBIX ITpernapaToB, MOATBEPKAAOIIMX €T0 KaueCTBO,

3¢ GeKTMBHOCTD U 6€30ITaCHOCTb;";

6) myHKT 11 U3JIOKUTD B C/IeAYIOLIEel peJaKium:

"11) pedbepeHTHBDII TeKapCTBEHHBIN MTpenapar - JieKapCTBeHHbIN IperapaT, KOTOPbIi UCII0/Ib3yeTCs AJIs1
OIIeHKM OMO3KBMBAJIEHTHOCTY UJIM TepareBTUUEeCKOl SKBUBAJIEHTHOCTH, KauecTBa, 3Q(GeKTUBHOCTHU U
6e301acHOCTY BOCIIPOM3BeIeHHOTO JIeKAaPCTBEHHOT'O ITperapara iy 61MoaHaaoroBoro (61ornogo6HOro)
JIeKapCTBEHHOTO Ipernaparta (6uoaHasora). B kauecTBe pedepeHTHOro JIeKapCTBEHHOTO TTperapara Jjist
MeAUIIMHCKOTO MPUMeHeHMs UCIIOIb3yeT sl OpPUTUHAIbHbIN JIeKapCTBeHHbII Mpenapar Jambo, eciu
OPUTUHAJIbHbI JIeKapCTBEHHbI Mpernapar He 3aperMCcTPUPOBaH MM He HaXOAUTCS B 000poTe B
Poccuiickoit ®epepaniuy M He HaXOAUTCS B 000pOTEe B MHOCTPAHHBIX TOCYIapCTBaX, BOCIIPOM3BedeHHbBIN
JIeKapCTBEeHHbIN MpernaparT win 610aHaIoroBblii (61M0MOL006HbBIN) TeKapCTBEHHbI Mpenapat (61oaHasor),
KOTOPBIV TIePBBIM 3aPETMCTPUPOBAH U3 UMC/Ia HaXOASIIMXCSl B 060poTe B Poccuiickoit ®emepaium,
01105KBMBaJIEHTHOCTb MJIM TeparieBTMUeckas SKBUBaJI€HTHOCTb, KaueCcTBO, 3¢ (HeKTUBHOCTH ¥ 6€30T1aCHOCTD
KOTOPOT'O OLIEHMBAJIMCh 10 OTHOILEHUIO K OPUTMHAJILHOMY JIEKAPCTBEHHOMY IIpernapary, a Takske KauecTBo,
3¢ deKTUBHOCTH 1 6€30ITaCHOCTb KOTOPOTO MOATBEPKAAIOTCS pe3yibTaTaMu (hapMaKoHaA30pa U MPOBEPOK
COOTBETCTBUSI JIeKaPCTBEHHBIX CPeCTB, HAXOASIIMNXCS B TPaXKIaHCKOM 000pOTe, yCTaHOBIEHHBIM
TpebOBaHMSIM K X KaueCTBY. B kauecTBe pedepeHTHOTrO JieKapCTBEHHOTO Mperapata Jijisk BeTepMHapHOTo
TIPUMEHEeHUS UCII0b3YeTCs JIeKapCTBEHHBIV IMpenapar JJisi BeTePUHAPHOTO IPUMeEHEeHM ],
3aperucTpuUpoBaHHbIl B Poccuiickoin @engepaiiuy Ha OCHOBAHUM PE3YIbTATOB AOKINHUYECKUX
MCCIe0OBaHUIi TeKapCTBEHHBIX CPECTB U KIMHUYECKMUX UCCIeN0BaHNU IeKapCTBEHHBIX IPernapaTos,
TTOATBEPKIAIIINX €TI0 KauecTBo, 3¢ (PeKTUBHOCTD M 6€30I1acHOCTD;";

B) NYHKTHI 12 1 12.1 U3/10XXUTB B C/ienyrolel pegakiiun:



"12) BoCIIpoM3BeIeHHbIN JIeKapCTBEHHBII IIperapar - JieKapCTBeHHbIN Mpernapar A/ MeIULHCKOTO
MpUMeHeHMs, KOTOPbIi MMeeT SKBMBaJIeHTHbIN pedepeHTHOMY JileKapCTBEHHOMY IpernaparTy
KaueCTBEHHbIN COCTAB M KOJIMUECTBEHHbIN COCTAB AEeMCTBYIOIIMX BEIECTB B 9KBUBAJIEHTHOMN
JIeKapCTBEHHOI popMe, IMOO0 JIeKapCTBEHHBIN ITperaparT A1l BETePUHAPHOTO IIPUMeHEeHMs, KOTOPbIi
MMeeT TaKue ke, YTO U pedepeHTHbIN TeKapCTBEHHbIN IIpernaparT, KaueCTBEHHbBI COCTaB U
KOJIMYEeCTBEHHbII COCTaB IeliCTBYIOIIMX Bell[eCTB B TAKO ke JieKapCcTBeHHOI (opMe,
0103KBMBAJIEHTHOCTb MJIM TepareBTHUUeCKast SKBMBAJIEHTHOCTb KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKApCTBEHHOMY IIperapary IMoATBEPXKIeHa COOTBETCTBYIOMIMMM UCC/IeI0BAHMUSIMMU,

12.1) TepamneBTMYeCKast 3KBMBAJIEHTHOCTD JIEKAPCTBEHHBIX IIPerapaToB - JOCTVKeHNe KIVHUYEeCKU
COTIOCTaBMMBIX TeparneBTHuuYecKoro addexTa 1 rokasaresieit 3¢pdeKTMBHOCTY U 6€30MaCHOCTH TP
IIpYMEeHEeHMY JIeKapCTBEHHBIX IIpeIapaTos [Ij1s MeIULMHCKOIO IPUMeHEeHNS, UM eIOIIVX OJTHO
MeXIyHapoAHOe HellaTeHTOBaHHOoe (MJIM XMMUUeCKOoe, U IPYIIMPOBOYHOE) HaMeHOBaHue, B
9KBUBAJIEHTHBIX JO3MPOBKAX IO OAHMM U Te€M Ke IMOKa3aHMUSIM K TPUMeHEeHMIO U TIPU OAMHAKOBOM CII0C06e
BBeleHMs Y OJTHO U TOVi ke TPYIIbl 60JbHBIX;";

') JOTIOJTHUTh MTYHKTOM 12.4 CciieqyIoiero cogepxXaHms:

"12.4) 6M05KBMBAJIEHTHOCTbH JIEKAPCTBEHHBIX ITPEIapaToB - JOCTMKEeHME COMOCTAaBMMBbIX ITOKa3aTesIei
CKOPOCTY BCAChIBAHMSI, CTEIIEHY TOCTYTJIEHUSI K MECTY eCTBUSI M CKOPOCTU BbIBeJIeHUSI OTHOTO UJTU
HeCKOJIbKMX 001afaonix papMaKkoI0orMueckoit akTUBHOCTBIO Ie/iCTBYIOLIMX BellleCTB Ipu MpUMeHeHU
JIeKapCTBEHHBIX MTpernapaToB AJ1s1 MeIUIMHCKOTO ITpUMeHeHMsI, UMeIOIIMX OAHO MeXKAYHapOoIHOe
HeraTeHTOBaHHOe (MM XMMUYeCKoe, UM TPYIIIMPOBOYHOE) HaMeHOBaHMe, B 9KBUBAIEHTHBIX
IO3MPOBKaXx U MIPU OOMHAKOBOM CII0COOe BBefeHNS;";

2) MyHKT 22 CTaThy 5 MpU3HATh YTPATUBIIUM CUITY;

3) IMyHKT 3 CTaTbh¥ 6 IOCJIEe CJIOB "OITTOBOV TOPTOBJIN" AOIMOJHUTD CJIOBAMM "JIEKAPCTBEHHBIMMU CpeCTBAMM ',
IOOTIOJIHUTD CJIOBAMM ", MEOUIIMHCKMMM OPTaHU3aLUSIMU, UMEIONIMMM INTIeH3MI0 Ha (papMaIieBTUUeCKYIo
IesiTeTIbHOCTD, ¥ MX 000C00JIEHHBIMY MOApa3ae/IeHUusIMU (aMOyaTopusiMu, heJibAIepCKUMI U
benpaiepcKko-aKymepcKMMy MyHKTaMU, lieHTpaMu (OTaeeHMUsIMM) 0011eit Bpaue6HO (ceMeitHOT)
MPAKTUKN), PACIIONIO)KEHHBIMM B CEJIbCKUX HAaCeJIeHHbIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIe
opraHusauuun’;

4) nyHKT 1 yacTu 4 ctaTby 9 1ociie CJIOB "yHUUTOXKEHUIO JIEKAPCTBEHHBIX CPeACTB," LOMOJHUTD CJIOBAMU
"yCTaHOBJIEHUIO IIPOU3BOAUTEIISIMY JIEKapCTBEHHBIX IIpeIapaToB L1eH Ha JiIeKapCTBeHHbIe IIpernaparsl,
BKJ/IIOUEHHbIE B IlepevyeHb KM3HeHHO He0OX0AMMbIX U BayKHEMIIMX JIeKapCTBEHHBIX Mpernaparos,";

5) yacTb 2 cTaTby 14 JOMOTHUTH TYHKTOM 4 CIeAYIONEro COAePsKaHMs:

"4) 3KCIePTU3Y PETUCTPALMOHHOTO JOChe HA JIEKAPCTBEHHBIN ITpenapar B Le/IsIX onpeaeeHNs
B3ayMO3aMeHsIeMOCTH JIEKapPCTBEHHBIX IIperapaToB 4j1 MeAUIMHCKOrO IpUMeHeHus.";

6) yacTb 9 cratbu 18 mocJie CJIOB "ABAALIATH JIET" MOIIOJHUTH CJIOBAMM "M B OTHOLIEHUU KOTOPBIX
HEBO3MOXKHO ITPOBEIEHNE MUCCIeIOBAaHMIA X OMO3KBUBAJIEHTHOCTA

7) ctaTbio 27.1 U3N0XUTH B CI€AYIONIEN peJaKIim:
"CraTtbs 27.1. B3aumo3amMeHs1eMOCTb JIeKapCTBEHHbIX IIpernapaToB /1 MeAULIMHCKOI'O IIPUMeHeH s

1. B3anMo3amMeHs1eMOCTb JIeKapCTBEHHBIX IIPENapaToB [JISI MEAUIIMHCKOTO IPUMEHEeHMS ONpeleIsieTcs
YIIOJIHOMOYEHHBIM (pefiepajibHbIM OPraHOM UCIIOJIHUTENbHO BIaCTH, OCYILECTBIISIOUUM
roCy1apCTBEHHYIO PETUCTPaLMIO TeKapCTBEHHbIX MPernapaToB 4151 MEAUIMHCKOTO IPUMMeHeH!s, B paMKax
O HOTO MEeXAYHAapOLHOT0 HeMaTeHTOBAHHOTO (MM XMMMUY€ECKOT 0, MJI IPYNIIMPOBOYHOr0) HAaMMEHOBaHMUS
Ha OCHOBE 3aK/II0UeHMSI KOMUCCUY IKCIIEPTOB IKCIIEPTHOTO YUPEXIEHMS O B3ayIMO3aMeHSIeMOCTHI
JIeKapCTBEHHOTO Ipernapara Jjisi MeJUIMHCKOTO ITpUMeHeHMsI MO0 0 TOM, UTO JleKapCTBeHHbIN Ipernapar
IJ11 MeULIMHCKOTO TIPMMEHEeHUSI He SIBJISIeTCS B3auMo3aMeHsieMbIM. [1opsIoK onpeneneHus



B3aMIM03aMeHSIEMOCTH JIEKAPCTBEHHBIX MTPEIapaToB I MeAUIIVMHCKOIO IpuMeHeHus 1 (popma
3aK/II0UYEeHMS] KOMUCCUM KCIIEPTOB 3KCIIEPTHOTO YUPEKAEHMS O B3aMO3aMeHsIeMOCTH JIeKapCTBEeHHbIX
MpernapaToB AJjIsI MeIUIIMHCKOTO ITPUMEeHEeHMS JIMO0 O TOM, UTO JIeKapCTBEHHbII ITpernaparT AjIst
MeJUIIMHCKOTO IMPMMeHEeHMs He SIBJISIeTCsI B3auMo3aMeHsieMbIM, YCTaHaBAMBAOTCs [IpaBUTe/IbCTBOM
Poccuiickoit @enmepaiiumn.

2. Komuccus 5KCIepToB SKCIIEPTHOTO YUPEXXOEeHMS JaeT 3aKII04YeH)e O B3ayM0O3aMeHsIeMOCTHU
JIeKapCTBEHHOTO Ipernapara Jijisi MeJUIIMHCKOTO ITpMMeHeHMsI 1160 O TOM, UTO JleKapCTBeHHbIN Ipernapar
IJ11 MeJULIMHCKOIO IIPMMEHEeHUSI He SIBJISIeTCs B3auMO3aMeHsIeMbIM, Ha OCHOBaHUM CIefyI0LIX KpUTepueB
(XapaKkTepuCTUK):

1) 5KBMBaJIEHTHOCTD (1151 6110aHAIOTOBBIX (6MOITOI00HBIX) JIEKAPCTBEHHBIX MTpernapaToB (6110aHAIOroB) -
COTIOCTaBMMOCTD) KaUeCTBEHHBIX ¥ KOJIMYECTBEHHbIX XapaKTePUCTUK papMalleBTUUeCKUX CyOCTaHIINMI VI
COTIOCTaBMMOCTb aHTUT€HHOT'O COCTaBa BaKIMH. Mco/ib30BaHMe pa3MUHbBIX Coyieit, 3h1UpoB, KOMIIEKCOB,
M30MepOB, KPUCTAIIMYECKMX HGOPM U IPYTUX MTPOU3BOIHBIX OJJHOTO U TOTO Ke [ eiCTBYIOIero BeliecTa
He SIBJISIETCS TIPETSITCTBUEM JJISI OTIpeesieHNsl B3aMMO3aMeHsIeMOCTH JIeKapCTBEHHbBIX MpernapaToB, eCIn
MIpY TIPOBEIEHUM VICCIIeTOBaHMSI OMO9KBMBAJIEHTHOCTM JIEKAPCTBEHHOTIO IIpernapaTa Uiau UCCaeq0BaHmUs
TepaneBTUYeCKON SKBUBAJIEHTHOCTHU JIEKaPCTBEHHOTO Mpernapara J0Ka3aHO OTCYTCTBME KJIMHUYECKU
3HAUMMObIX pa3anunii GapMakKOKMHETUKU U (Man) 3DGEKTUBHOCTM 1 6€30IMaCHOCTY JIEKAaPCTBEHHOTO
nperapara gjs MeguIMHCKOrO NpUMeHeH s ;

2) 9KBMBAJIEHTHOCTbH JIEKAPCTBEHHOI (hopMbI. [0 9KBMBaAIEHTHBIMM JIEKApCTBEHHbIMM (hopMamm
MMOHMMAIOTCS pa3HbIe JIeKapCTBEHHbIe (HOPMBI, MMEIOII/ie OJIMHAKOBbIE CIIOCOO BBEIEHMS U CII0CO0
MpMMeHeHNsl, 061aaloNIe COMOCTaBUMbIMM (hapMaKOKMHETUYECKMMM XapaKTepUCTUKAMMU U
(hapmakosIornyecKuM AeiicTBMeM 1 06ecreunBarlye TakKe JOCTUKeHe He0OX0IMOT0 KIMHUYECKOTO
sddekTa. Pa3nmunst JeKapCTBEHHBIX (POPM He SIBJISIIOTCS TIPEMSITCTBUEM [JIST OTIPeIeIeH IS
B3aM0O3aMeHSIeMOCTH JIEKaPCTBEHHBIX MPerapaToB, €CJIV PU MPOBeIeHUY UCCIeN0BaHNS
0103KBMBAJIEHTHOCTY JIEKAPCTBEHHOTIO TIperapaTta Win UCCaeq0BaHMs TepareBTUUYeCKO
9KBMBAJIEHTHOCTY JIEKAPCTBEHHOIO IIpernapara J0Ka3aHO OTCYTCTBME KIMHUYECKY 3HAUMMbIX pas3/IMunii
dbapmakokuHeTUKM U (M) 3P HEKTUBHOCTU U 6€30MaCHOCTH JIeKapCTBEHHOTIO IIperapara JJist
MeIMUIIMHCKOTO IIPMMEHEHNUS;

3) 9KBMBAJIEHTHOCTD UJIM COTIOCTaBMMOCTb COCTaBa BCIIOMOTaTe/IbHbIX BeIlleCTB JIeKapCTBEHHOTO
rperapara Ajisi MeIUIMHCKOTo IIpuMeHeHusl. Pasauuns coctTaBa BCIIOMOTaTeTbHBIX BEIIeCTB
JIeKapCTBEHHOTrO Mperapara He SIBJSIIOTCS MPeIsITCTBMEM /s OIlpeAeneHs B3ayM03aMeHsIeMOCTH
JIeKapCTBEHHBIX IIPerapaToB, eCyIu Py IIPOBeIeHMUN UCCIe0BaHMsI 61109KBUBATEHTHOCT JIEKAPCTBEHHOTO
rpernapara Uau UCCIeL0BaHMs TepaneBTUUeCKOl 9KBUBaJIEHTHOCTH JIeKapCTBEHHOT0 Iipernapara JoKa3aHo
OTCYTCTBME KIMHNYECKM 3HAUMMBIX pas3inunit bapmMakOKMHETUKY U (M) 3pHeKTUBHOCTU U
6e30IMMacHOCTY JIEKAPCTBEHHOTO IperapaTa IJisi MeIUIIMHCKOTo mpuMeHeHus. [Ipy HamMuuy KIMHUYECKA
3HAUMMBIX pas3jnuuit GapMakKOKMHETURY U (M) 9PHEKTUBHOCTY ¥ 6€30IaCHOCTH JIEKaPCTBEHHOTO
rpernapara Jjsi MeIUIIMHCKOTO IIpUMeHeHMsI B3aMM03aMeHsIEMOCTb OTIpeie/IsieTcs C yKa3aHMeM Ha
MCKITIOUeHMe OTHeIbHbIX I'PYIII MMalieHTOB;

4) UAEHTUYHOCTD CI1I0c06a BBeIeHMS U CII0co6a MpUMeHEeHMS;

5) COOTBETCTBME ITPOMU3BOANTEJIA JIEKAPCTBEHHOT'O CpeacTBa Tpe60BaHI/IHM IIpaBUJI HaAJIesKallen
HpO]/IBBO,ILCTBEHHO]‘/JI IIPAKTUKMN.

3. OnpepeneHue B3aMO3aMeHSIEMOCTY BOCIIPOM3BeIeHHbIX JIeKapPCTBEHHbBIX IIpenapaToB IJIs
MeIUIIMHCKOTO TIPpUMeHeH s, yKa3aHHbIX B yacTu 10 ctatbu 18 HacTosiero @emepaibHOTO 3aKOHA,
OCYIIECTBJISIETCS 6€3 He0OXOAMMOCTH JOKA3aTeIbCTBA MX OMOIKBUBAIEHTHOCTN.

4. Oco6eHHOCTH ompeeIeHNsI B3aMO3aMeHSIeMOCTH 61 0JIOrMYeCKIX JIeKapCTBEHHBIX ITPerapaTos,
KOMOVMHMPOBAHHBIX JIEKAPCTBEHHBIX IIPeIapaToB (ComepiKalMX KOMOMHALIMIO ABYX U O0Jiee MeiiCTBYIOII X
BEIIeCTB), J€KaPCTBEHHBIX MMPEIapaToB /IS MapeHTePaaAbHOTO MUTAHMS Y HeJI03MPOBAHHBIX
JIeKapCTBEHHBIX MIpernapaToB ycTaHaBIMBawTcs [IpaBuTenbctBoM Poccniickoit @emepaiinin.



5. OnpeneneHI/Ie B3aMMO3aMEHAEMOCTHM HE OCYIIECTB/ISIETCA B OTHOIIEHMMN JIEKAPCTBEHHBIX PACTUTEJIbHBIX
ImIpernapaToB, TOMeOIlIaTUYeCKMX JIeKapCTBEHHBIX ITpeIriapaToB.

6. CDOpMI/IpOBaHI/Ie IIepeyHsd B3aMMO3aMEeHAEMbIX JIEKAaPCTBEHHbIX IIPpeInapaToB AJId MeIUIMHCKOTO
NMpMMeHEeHMS OCYIIECTBJIAETCA 3KCIIEPTHBIM YUpPeXXKaeHeM IoCcpeaCcTBOM O6'be,JII/IHeHI/ISI JIEKapCTBEHHbIX
IpernapaToB B OTAEJ/IbHbIE I'PYIIIILI, B KaXXI0M u3 KOTOPbIX JIEKaAPCTBE€HHbIE ITPEIapaThl SIBJIAOTCA
B3alMMO3aMeHIeMbIMU.

7. B cmydyae BK/IIOUEHMS] B MHCTPYKIIMIO TT0 MeUIIMHCKOMY IIPUMeHEHUIO JIeKapCTBeHHOTO pernapara Ha
OCHOBaHUM Pe3yabTaTOB COOTBETCTBYIOIIMX MCCIeA0BaHMIi TTOKa3aHMIt /ISl TIPUMeHEeHMsI, KOTopble
OT/INYAIOTCS OT TTOKAa3aHMI 7151 IPUMEeHeHMsI APYTUX JIeKapCTBEHHBIX MIPENapaToB U3 IPYIIIbI
B3aMMO3aMeHsIeMbIX JIEKaPCTBEHHBIX IIPeapaToB, B IepeuHe B3aMO3aMeHSIeMbIX J1eKapCTBEHHbBIX
MpernaparoB AJI1 MeAUIMHCKOTO MPUMeHEeHMS JO/DKHA ObITh YKa3aHa COOTBETCTBYIOIIAS MHDOpMAIMS.

8. [lepeyeHb B3aMMO3aMeHsI€MbIX JIEKAPCTBEHHBIX MIPenapaToB A1 MeAUIMHCKOTO MIPUMEHEHUS
pasmMelaeTcs yIoJTHOMOYEeHHbIM ¢e/lepaJbHbIM OPraHOM MCIIOJTHUTE/bHO BJIACTU, OCYIECTBISIONIM
rOCyZapCTBEHHYIO PerCTPaLMIO IeKaPCTBEHHbIX MIPernapaToB s MeIULMHCKOTO IIPUMeHeHN s, Ha CBOeM
obuimaabHOM caiiTe B cetu "MHTepHeT". UHGOpMaLys B IIepevyHe B3aMO3aMeHSIeMbIX JIeKapCTBEHHbIX
TpernapaToB AJIs1 MeAUIIMHCKOTO ITpUMeHeHNsI 0OHOBJISIETCS YKa3aHHbIM (efepaaTbHbIM OpraHOM
VCTIOJITHUTEIbHOM BJIACTU C YY€TOM HOBBIX 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX TIPENapaToB [IJ1s
MeIUIIMHCKOTO TIPUMEHEHMUS ¥ BHECEHHBIX M3MEHEeHMI B JOKYMEHTbI, COAepKalluecs B peruCcTpaliiOHHbIX
IOChbe Ha 3aperCTpUpPOBaHHbIE JIEKapCTBEHHBIE Ipernaparsl 4j1si MeAUIMHCKOTO IIpUMeHEeHMUSI.

9. Iops10K UCIIOAb30BaHMs MHPOPMAIMYM O B3aMO3aMeHSIeMbIX JIeKapCTBEHHBIX Mperapartax AJisi
MeJIUIIMHCKOTO IMPMMeHeHMs U TTOPSIA0K JauM pa3bsiCHEHMI IT0 BOIIpOcaM B3aMMO3aMeHSIeMOCTH
JleKapCTBEHHBIX MpernapaToB IJ1s1 MeAULIMHCKOTO MPMMeHeHMs yCTaHaBAUBaTCs [IpaBUTeIbCTBOM
Poccuiickoi ®epgepauun.”;

8) crarbio 30 JOMOMHUTH YacTamu 1.4 u 1.5 cinemyromiero cogepkxaHusi:

"1.4. YiosiHOMOYeHHbI enepanbHblii OpraH UCIIOTHUTEIbHON BIACTU C yU€TOM Pe3yIbTaTOB
(dapmakoHa30pa ¥ MPOBEPOK COOTBETCTBMS IEKAPCTBEHHbBIX CPeJICTB, HAXOASIIMXCS B TPasKAAaHCKOM
000poTe, YCTAaHOBJIIEHHBIM TPeOOBAHUSIM K MX KaUeCTBY B T€UEHME IeCSITH pabounx JHei cOo THS
MOCTYIIJIEHUSI COOTBETCTBYIOIIEN MHGOpMaluu pa3MeliaeT Ha CBoeM OQUIIMaTIbHOM caiiTe B CeTU
"VIHTepHeT" cBeeHMs 0 HeOOXOIMMOCTY BHECEHUSI B MHCTPYKIIMIO IT0 MeIUIIMHCKOMY IPUMeHEeHUIO
JIeKapCTBEHHOrO IperapaTa U3MeHeH B OTHOIIEeHUM CBeeHMI O TTIOKa3aHUsIX [IJIs IPUMEeHeHUs U
MIPOTMBOTIOKA3aHUSIX AJIS1 IPMMEHEeH S JIEKapCTBEHHOTO Mperaparta, BbISIBIEHHBIX TTOO0OYHBIX Je/iCTBUSIX,
HesKeJIaTe/IbHBIX peaKIMsIX Py IIPUMeHEeHNUY JIEKapCTBEHHOTO MperapaTa U yBeIoMJIseT 06 3TOM B
3JIEKTPOHHO (hopMe MM MMCbMEeHHOI ¢popMe (Ha 6yMakHOM HOCHUTeJIe) AepsKaTesist MM Blaaesblia
PerucTpauMoOHHOrO0 YA0CTOBEPEHMS JIeKapCTBEHHOTIO Ipenapara (MIu YIIOTHOMOYEeHHOe UM Jpyroe
IOpUANYECKOe JINII0), a TAKKE JeprKaTesein Uan BaagenbleB PerMcTpalMOHHbIX YAO0CTOBEPEHMIA
JIeKapCTBEHHLIX TperapaToB (MM YIIOJHOMOUYEHHBIX UMY IPYTUX OPUAUUECKUX JIUIT), KOTOPBIE SIBJISIOTCS
B3aMMO3aMeHsIe MbIMUA.

1.5. [lep>katesib WK Biajiesiel] peTUCTPAIlMOHHOTO YAOCTOBEPEeHMSI JIEKapCTBEHHOTO MIpernapara, a Takke
nepykaTeau UM Baafesblibl perMCTPallMOHHBIX YIOCTOBEPEeHMIi TIeKapCTBEHHBIX MpernapaToB (Man
YIIOJIHOMOYEeHHbIe MU ApyTrue 1puandeckie Iuiia), KOTopble SIBISIOTCS B3auMO3aMeHsieMbIMM, 00s13aHbI
MpeiCTaBUTh B YIIOTHOMOUEHHbIN (eepanbHbli OPraH UCIIOJHUTEIbHO BIaCTU 3asIBJIeHNUSI O BHECEHUU
M3MeHEeHMI1 B JOKYMEHTBHI, CoAep Kalliecs B perMCTPalMOHHbIX 1OChe Ha 3aperCcTPUPOBAHHbIE
JeKapCTBeHHbIe TIperapaThl s MeAULIMHCKOTO IPUMeHeHMsI, B OTHOIIIeHUY CBeJleHUI, yKa3aHHbIX B
MHCTPYKIMM 110 MeIUIIMHCKOMY ITPMMeHeHMI0 JIeKapCTBeHHbIX MpernapaTos, B TeueHe Copoka paboumx
IHeli co AHS pa3MelleHNs YIIOTHOMOYeHHbIM (ellepaabHbIM OPTaHOM MCIIOJIHUTEIbHO BJIaCTU
mHopmaluu, ykazaHHOM B uacTu 1.4 HacTosiei ctaTbu. [JaHHOe TpeboBaHMe He pacIpOCTPaHsIeTCs Ha
CJlyday BHECeHUS B MHCTPYKIMIO TI0 MeAUIIMHCKOMY ITpUMeHeHUIO JieKapCTBeHHOTO Mpernapara
M3MeHeHMI B OTHOILIIeHUY HOBBIX IMOKa3aHuii 1J1s1 TpUMMeHeH s JieKapCTBeHHOro Mperapara Ha OCHOBaHUY
pe3yIbTaTOB COOTBETCTBYIOIIMX MCC/IeLOBAaHNIA. ";



9) cTaThio 32 AOMOJHUTD MYHKTOM 11 c/iegyromero cogepskaHus:
"11) ycTaHOBJIEHHOM YacCThIO 6 cTaThby 65 HacTosero ®empepaabHOrO 3aK0OHA.";
10) B mynkTe 1 yactu 1 ctatbu 33:

a) MOAIYHKT "N" JOMOJHUTDb CJIOBAMM "([IJ15 IeKapCTBEHHBIX IMPENapaToB IJisl MeAUIIMHCKOTO
MIpUMeHeHus)";

0) MOATYHKT "P" MOMOJTHUTH CJI0BaMM "([IJIsI IeKaPCTBEHHBIX ITperapaToB /151 MeIUIIMHCKOTO
MIpUMeHeHus)";

B) MOAIYHKT "®" MPU3HATh YTPATUBILIUM CUITY;

11) B cTaTbe 36 BTOpOe IIpefJjIoKeHe U3JI0KATD B CIefyolleil pegakuum: "3akaouyeHne KOMUCCU
9KCIIePTOB IKCIIEPTHOIO YUPeXAeHNs O B3aMO3aMeHsIeMOCTY JIeKaPCTBEHHBIX IIperapaToB [J1s
MeIMUIIMHCKOTO MTpMMeHeHMsI MO0 O TOM, UTO JIeKapCTBEHHbII TTperapar Jjisi Me JUIMHCKOTO MPUMeHeHU S
He SIBJISIeTCS B3aMIMO3aMeHsIeMbIM, MOKeT ObITb 00XKaJI0BaHO JiepskaTeseM WiK BaaJesblemM
perucTpauyoHHOTO YI0CTOBEPeH s JIeKapCTBEeHHOTO MpernapaTa B yIIOJTHOMOYEHHbI defepanbHblit OpraH
MCIIOJIHUTEIbHO BJIaCTU, KOTOPbIiA MTPUBJIEKaeT K PACCMOTPEHNIO YKa3aHHOI KaJI00bI I10/IBeIOMCTBEHHbIE
eMy Hay4yHble OpraHM3aluy 1 o6pa3oBaTeabHble OpraHM3aluy BbICIIEro 00pa3oBaHNsl, OCYLIeCTBISONIe
IesTeNIbHOCTD B cepe 0OpaiieHusI IeKapCTBEHHbBIX CPEJICTB.";

12) ctaTbio 47 JOTIOJHUTH YaCThIO 3.1 ClleyIolero ComepskaHus :

"3.1. JomnyckaeTcs BBO3 B Poccuiickyro denepalito KOHKPETHON MapTUyM He3aperucTpUMpOBaHHBIX
JIeKapCTBEHHBIX MperapaToB, COAepPsKallMX HAPKOTUUECKME CPpeICTBA UM IICUXOTPOIIHbIE BellleCTBa, B
rnopsiaKke, ycTaHOBJIeHHOM IIpaBuTenbCTBOM Poccuiickoin @enepatiym, Ijis OKa3aHUs MeIUIIMHCKOM
TTOMOIIU TI0 JKM3HEHHBIM ITOKa3aHMSIM KOHKPETHOTO MallMeHTa Wy TPYIIIbl MallMeHTOB B CIy4dae, eCcinu
MMeeTCs pellleH)e BpaueOHOo KOMUCCUM MeIUIIMHCKOM opraHmu3auyu o0 HeapPeKTUBHOCTY UIu
HEBO3MOXHOCTU IPUMEHEHMS Y KOHKPETHOI'O MallMeHTa UHBIX 3apPErMCTPUPOBAHHBIX JIEKAPCTBEHHbBIX
MperaparoB, B TOM UMCIe coAepsKaliyuX Apyrye AeiCTBYIOIIMe BeIlecTBa, M 0 Heo6X0IMMOCT BBO3a
OIpee/IeHHOTO He3aperMCTPUPOBAHHOTO JIEKAPCTBEHHOr O ITpernaparTa ¢ yKa3aHMeM ero Me>kIyHapOaHOTO
HerNmaTeHTOBAaHHOTO (MJIM XMMUYECKOT0, UM TPYNITMPOBOYHOr0) HauMeHOBaHMsI, GOpPMbI BbIITyCKa U
KojmuecTBa. [lepeueHb 3a6071€BaHMIT ¥ COCTOSTHUIL M COOTBETCTBYIOIIVX JIEKAPCTBEHHBIX ITPEnapaTos,
cozepsRanux HapKOTUUYECKMe CpeiCTBA U IICUXOTPOITHbIE BeIlleCTBa, B 11e/I5IX OCYIIeCTBIeHNUs UX BBO3a B
COOTBETCTBUM C TPeOOBAaHUSIMM HACTOSIIEN YaCTU YTBEPKIAETCS YIIOJTHOMOUYEHHBIM (pefepasbHbIM
OpraHOM UCITIOJTHUTEIbHO BJIaCTN.";

13) ctaTbio 48 JOMOJHUTH ITYHKTOM 6 CJIEIYIOIIETO COMlep>KaHMs

"6) rocygapCcTBeHHbIe YHUTApHbIE TTPeIIPUSITISI, UMYILLECTBO KOTOPBhIX HAXOOUTCS B (penepanibHOI
COOCTBEHHOCTH, ompeiesieMmble [IpaBuTenbCcTBOM Poccuiickoit @emepalinm, B 4acTu BBo3a B Poccuiickyio
depepalio He3apernCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPeraparoB, COAepKalluX HApKOTUYeCcKue cpecTBa
WJIN TICUXOTPOITHBIE BEILECTBA, /IS OKa3aHMS MeAULIMHCKOM IMMOMOILM I10 JKM3HEHHBIM [OKa3aHUSIM
KOHKPETHOTO MallueHTa WU IPYIIbI MallMeEHTOB B COOTBETCTBUM C YaCThI0 3.1 cTaTbu 47 HACTOSIIETO
®denepasbHOro 3aKOHA.";

14) Byactu 9 ctatby 52.1 mmocsie ¢j10B "KOHKPETHOTO TMalyeHTa" JOTIOJHUTD CJIOBAMM "VJIN TPYITITHI
MalyeHTOoB", CJIOBA "4acThi0 3 cTaThy 47" 3aMeHUTb CJIOBaMM "yacTsIMu 3 u 3.1 ctratbu 47";

15) B mynkTe 10 ctaThy 60 c10Ba "JKM3HEHHO HEOOXOIMMbIe U BasKHeIIIMe JIeKapCTBeHHbIE TIperapaThl”
3aMEHUTbh CJIOBAMM "JIeKapCTBEHHbBIE IIPeIapaThl, BKIIOUEHHbIE B [IepeYeHb KM3HEHHO HeOOXOIVIMbBIX U
BaKHENIINX JIEKAPCTBEHHBIX ITpernaparoB”;

16) myHKT 5 yacTu 2 cTaTby 62 1Mocsie cjaoBa "lieHa" JOTIOJIHUTD CJIOBaMI "Ha JIeKapCTBEHHbIN Ipemnapar”;

17) B cTaTbe 63:



a) B HaMEHOBaHMM CJIOBA "[IJ11 MeOULIMHCKOI'O ITpUMMeHEeHUs" 3aMEeHUTh CJI0OBAaMU ", BKIIIOUEHHbIE B
IepevyeHb KU3HEeHHO He0OXOAVMMBbIX U BasKHEMIIMX JIeKapPCTBEHHBIX ITpernapaToB”;

6) B yacTu 1 mocJie ¢JIOB "pasmMepbl pO3HUYHBIX HAJ0ABOK K (DaKTUUECKMM OTITYCKHBIM I[eHaM" JOTIOTHUTD
cyioBamMy "(6e3 yueTa Hajiora Ha 106aBJIeHHYIO CTOMMOCTB)", CI0Ba "deepaJlbHbIM OPTaHOM
MUCTIOJTHUTEIbHO BIaCTH, YIIOJTHOMOYEHHBIM OCYIIEeCTBJISITh IIPaBOBOE peryauMpoBaHue” 3aMeHUTh
CJIOBaMM "yIIOJTHOMOYEHHBIM (peiepasibHbIM OPTaHOM MCITOJTHUTE/IbHOM BJIACTH, OCYIIECTB/ISIONIM
(YHKIMM 110 TPUHSITUIO HOPMATUBHBIX ITPABOBBIX AaKTOB ¥ KOHTPOJIIO 3a COOMIOAeHEM
3aKOHOOATe/bCTBA";

B) UaCTbh 2 U3JIOXKUTD B CJIeAyIOIIel pegaKkinm:

"2. OpraHusanuu ONTOBONM TOPTOBJIN JIEKAPCTBEHHBIMM CPEeICTBAMM, allITeUHbIE OPraHM3alnn,
MHIMBUAYaAIbHbIE TIpeIIpMHMMAaTENN, MMeIolIe TUlleH3MI0 Ha (papMalleBTUUYeCKYIO 1esSTeTbHOCTb,
MeaUIIMHCK/Ee OpraHu3aluy, MMeIoIIye JUIeH3MI0 Ha (papMaleBTUUYeCKYIO IesiTeIbHOCTD, U UX
060co61eHHbIe IToIpasaeeHus (aMmoyiaTopun, Gpeabainiepckye 1 Gpeabauepcko-aKyIiepcKie MyHKThI,
IIEHTPBI (OTe/IeHNsT) 00111elT BpaueOHOIi (CeMeifHOI) TPaKTUKM), paCIlONOKeHHbIE B CETbCKMUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeUHble OPraHU3alM, OCYLIECTB/SIOT peajln3alyio J1eKapCTBEeHHbIX
TpernapaToB, BKIIOYEHHbIX B IepeyeHb XKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIIMX JIEKAPCTBEHHBIX
rpenaparos, Mo IjeHaM, KOTopble GOPMUPYIOTCS B COOTBETCTBUM C TTOPSIIKOM, YCTAaHOBJIEHHBIM
[TpaBuTenbcTBOM Poccuiickoit @enepaiiuu, M ypoBeHb KOTOPBIX (0€3 yueTa Hajora Ha 106aBIeHHYIO
CTOMMOCTD) He JOJIKeH IMPeBbIIaTh CyMMY (hakKTUUeCKO¥ OTITYCKHOJ 1[eHbl, YCTaHOBI€HHOM
MPOM3BOANTEIeM JIeKapCTBEHHOTO TpelapaTa, He IpeBbIlIaloleli 3aperucTpupoOBaHHON MUK
repeperuMcTpUpPOBAHHON IIpelle/IbHOM OTITYCKHOM 11eHbl IPOM3BOAUTEIS (Ha AATy peanu3anumn
JIleKapCTBEHHOTO Iperapara IMpou3BouTeeM), M pa3Mepa ONTOBOI Haf0aBku U (WIK) pazMepa
PO3HMYHOI HaJl0aBKM, He TIPEBHIIAIONIMX COOTBETCTBEHHO pa3Mepa IMpeie/ibHOM ONITOBOI Hal0aBKU U
(unu) pazmepa MpeebHOM PO3HMYHOM Ha0aBKY, YCTAaHOBJIEHHBIX B Cy0ObeKTe Poccuiickoit Demeparimn.”;

) 4aCTh 3 U3JIOKUTh B CJIEAYIOIIEeN pelaKIum:

"3. OpraHbl UCITIOJTHUTEbHO BIacTu Cy6beKTOB Poccuiickoit @emepanyy pa3meniaoT B cetn "UHTepHET"
MHGbOPMAIMIO O 3aPeTMCTPUPOBAHHBIX TIpeebHbIX OTITYCKHbBIX IleHaX TPpou3BoAMTe el Ha
JeKapCTBeHHbIe MpenapaThl, BKIIOUeHHbIe B IlepeuyeHb SKM3HEeHHO He0OXOAMMBbIX U BaXKHEN X
JIeKapCTBEeHHBIX ITperapaToB, 00 YCTaHOBIEHHbBIX B cyobekTe Poccuiickoit @enepauyy npenebHbIX
pa3mepax ONTOBbIX HA0ABOK M (WJIN) TIPeAeIbHBIX pa3Mepax PO3HMYHBIX HaI0ABOK K YCTAHOBIEHHBIM
MPOM3BOIUTENSIMY JIEKAPCTBEHHBIX ITpernapaToB GakTUYeCKUM OTITYCKHBIM IleHaM Ha JieKapCTBeHHbIe
npernaparsl, BKIIOUeHHbIe B lepevueHb )KM3HeHHO He0OXOIMMBIX Y BasKHEMIIMX 1eKapCTBEHHbIX
Ipernaparos, a TaKKe 0 CyMMe 3aperncTpUpPOBaHHBIX IIPeJie/IbHbIX OTITYCKHBIX L1eH IPOU3BOAUTe/Iel Ha
JIeKapCTBeHHbIe MpernapaThl, BKIIOUEHHbIE B TIepeUyeHb SKM3HEHHO HeOOXOAVMBbIX U BaXKHEMIINX
JIeKapCTBEHHBIX IIPerapaToB, yCTAHOBIEHHBIX B Cy0ObeKTe Poccuiickoit @enepaiiyu mpefeabHbIX pa3MepoB
OTITOBBIX Ha/I0aBOK U MTpeJielbHbIX Pa3MepOB PO3HMYHBIX HAL0aBOK U HaJIOTa Ha J0OaBIE€HHYI0 CTOMMOCTD.
Wudopmanus, mpenycMOTPEHHAsI HACTOSIIEN YacThIO, JO/DKHA HAXOAUTHCS TaKKe B allTEUHBIX
OpraHM3anusix B JOCTYITHO JJIs1 BCEX 3aMHTePeCOBAaHHbIX JIUI] hopMe U OOHOBJISITHCS TIO Mepe ee
pasmelnieHus: OpraHaMyu UCITOJIHUTETbHOM BIacTy CyobeKTOB Poccuiickoit @emepanyy B ceTu

non

"HTepHeT".";
Il) 4aCTb 4 NPU3HATh YTPaTUBILIEN CUITY;
18) cTaThio 65 DOMOTHUTH YAaCTSIMM 5 1 6 C/IeIYIOIIEero CoaepskaHms:

"5. B ciryuae Hemnpe[cTaB/IeHNs lepskaTesieM WM BiiaJieblieM PerMCTPalMOHHOTO YA0CTOBepeHMs
JIeKapCTBEHHOrO Iperapara (May YIIOJTHOMOYEeHHBIM UM IPYIUM I0pUANYECKUM JINLIOM) B
YIIOJIHOMOYEHHbI (pefepanbHblii OpraH UCIIOJIHUTENIbHO BIACTU JOKYMEHTOB (CBefeHNIi B JOKYMEeHTax),
HEeOOXOAMMBIX [IJIsSl IPOBeNeHNsI KOMUCCHeH IKCIIePTOB 9KCIIEPTHOTO YUPEXIeHMU S IKCIIePTU3BI
perucTpaloOHHOrO J0Che Ha JIeKapCTBeHHBI IIperapar B Lie/IsIX Olpee/eH) s B3aM03aMeHs1eMOCT!
JIeKapCTBEHHOTO Ipernapara JijIsi MeJUIIMHCKOTO ITpMMeHeHMs], MO0 B ciayJyae MpecTaBieHUs JOKYMEHTOB



(cBemeHMIt B MOKYMEHTAaX) B HEITOJTHOM 00beMe, TIpeicTaBIeHNS JOKYMEHTOB, He CofepsKalnx
MCUYEPITBIBAIOIIETO ITIepevHsI HeOOXOAMMBIX CBeIeHMIA, MU ITpeCTaBlIeHsI HeJJOCTOBEPHBIX CBeIeHMI, a
TaKKe B CIy4ae HelpeACTaBIeHs 3asBlIeHNs, YKa3aHHOTO B yacTu 1.5 ctaTtby 30 HACTOSIIETO
denepasbHOTO 3aKOHA, YIIOJTHOMOYEHHbIN (eiepasbHblii OPTaH MCIIOJHUTETbHO BIACT pacCMaTPUBAET
BOIIPOC O IIPMOCTAHOBJIEHUY Ha CPOK LIECTh MeCsILeB IMTPUMeHEeHUS JaHHOTO JIeKapCTBEHHOTro ITpernapara
IJIS MEIVIIIMHCKOTO TTPUMEeHEHMSI.

6. B ciiyuae, ecnu JepskaTenieM UM BiiafesblieM PeruCcTPaliOHHOrO yI0CTOBEepeH S JIeKapCTBEHHOTO
nperapara gjs MegUIMHCKOrO NpuMeHeHUs (M YIIOTHOMOYEHHBIM UM APYTUM I0PpUANYECKUM JIUIOM) B
TedyeHMe IeCT MeCsIeB CO OHS ITPUOCTAaHOBIeHMS IPUMeHeHMs IeKapCTBEHHOTO Tperapara st
MeIUIIMHCKOTO IIPMMEeHeHMs He TIpeICcTaB/IeHbl B YIIOJTHOMOYEHHBI dhemepanbHblii OpraH
MCIIOJTHUTEbHO BACTU JOKYMEHTHI (CBeleHMs B JOKYMeHTaX), Heo0XoJuMble J1J1s1 TPOBeIeHNs
KOMMCCHE 9KCIIePTOB 3KCIIEePTHOTO YUpesKAeHMS SKCIIepTU3bl PETUCTPAI[MOHHOIO JOChe Ha
JIeKapCTBEHHBII Tperapar B LeJsIX oripefe/ieHNs B3aM03aMeHsIeMOCTH JIeKapCTBEHHOTO Mpenapara JIJist
MeAUILIMHCKOTO MPUMeHeHMs, a TakKe B cIyvae, ecjiv He TIpe/iCTaB/ieHo 3asiBjieHNe, yka3aHHoe B yacTu 1.5
cratbyu 30 HacTosmero @emepaabHOTO 3aKOHA, YIIOJTHOMOUYEHHbIN deaepaibHbIii OpraH MCIIOJTHUTEIbHOM
BJIACTU NMPUHMMAET pelieHye 06 OTMeHe TOCYAapCTBEeHHO perucTpauyn JaHHOTO JIeKapCTBEHHOTO
rperniapaTa " 0 ero UCKJI0YeHUM U3 rOCYyJapCTBEHHOIO peecTpa J1eKapCTBEHHbIX CPEeACTB.";

19) cTaTbio 66 U3JIOKUTD B CJIeAYIOLIEN pelaKkUn:
"CraTbs 66. IHGopMaiust o pesynbTaTax ¢papMakoHaA30pa

Vno/IHOMOUY€eHHbI (dhelepanbHbIii OpraH UCIIOJHUTEIbHO! BIACTH, OCYIIECTBISIONINI hhapMaKoHaA30p, 110
ero pesyjabTaTaM pa3MellaeT Ha CBoeM Oo(puIMaJbHOM caiiTe B ceTu "MIHTepHET" MHGOPMAIMIO O:

1) BBISIBJIEHMM HOBBIX IIOATBEPKIEHHBIX JAHHBIX O TOOOUHBIX AEIICTBUSIX, HEKeTATeIbHbIX PeaKIsX,
Ccepbe3HbIX HeKe/laTe/lbHbIX peaklysaX, HelmpeIBUAeHHbIX HeXkelaTelbHbIX peaKIMsIX Py IpUMeHeHU
JIleKapCTBEHHOTrO Mperapara, B TOM YMC/ie BAUSIONIMX Ha OTHOILIIeHMEe OXKMIaeMOii MOIb3bl K BO3MOKHOMY
PUCKY TIpUMeHeHMsT JaHHOTO JleKapCTBEHHOTO Mperapara;

2) IPUHSITBIX PelIeHNSIX O BHECEHUM M3MeHeHMH B MHCTPYKIMIO 110 MPUMeHeHMIO JieKapCTBeHHOTO
rperapara, o IpMOCTaHOBJIEHMM TTPUMEHEHMS JIeKapCTBEHHOTO Tperapara, 06 U3bsITUM U3 0OpalleHus
JIeKapCTBEHHOTO IpernapaTa Wi 0 BO306HOBIEHUY ITPUMEHeHMsI JIeKapCTBEHHOTO Tperapara.”.

CraTp4 2

BHecTy B cTaThio 3 ®emepansbHOro 3akoHa ot 22 mekabps 2014 roga N 429-®3 "O BHeCeHUM M3MEHEHMI B
denepasnbHbIN 3aKOH "O6 0OpaleHn JIeKapcTBeHHbIX cpeacTB” (CobpaHMe 3aKOHOIATEIbCTBA
Poccuiickoit ®enepannm, 2014, N 52, ct. 7540; 2015, N 29, cT. 4367; 2016, N 27, cT. 4283) cnenyiouiue
M3MEeHeHMS

1) yacTp 3 mpu3HATH yTpaTUBIIEN CUILY;
2) ByacTu 6 BTOpOe IpeJIokKeHye UCKIIOUNTD.
Cratb4 3

1. B oTHOIIEHMY JIeKapCTBEHHBIX MPerapaToB /IS MeIUIIMHCKOTO TPUMeHEeHMS], TPU3HAHHbIX
B3aMMO3aMeHsSeMbIMI B ITPOIIECCe UX FOCYAAPCTBEHHOI PErMCTPAlyy 40 SHS BCTYIUIEHUS B CYITY
Hacrosiero ®eepajbHOrO 3aKOHA, TOBTOPHOE OIpeiesieHNe X B3aM03aMeHsIeMOCT! He
OCYIIIeCTBIISIeTCSI.

2. [TepeveHb B3aMMO3aMeHsIEMbIX JIeKAPCTBEHHBIX IIPeIapaToB AJIsI MeJUIIMHCKOTO ITPMMeHeHUSs B
OTHOIIIeHMM pedepeHTHDIX JIEKaPCTBEHHBIX ITPerapaToB AJIsI MeIUIIMHCKOTO IIPUMEHEeHUS U
BOCITPOM3BEAEeHHBIX JIEKAPCTBEHHBIX ITPEIapaToB IJisT MeIUIIMHCKOTO IPMMEeHEeHMSs], B PeTUCTPALIMIOHHBIX
IOChbe Ha KOTOPbIe MMEIOTCS Pe3y/IbTaThl MCCAeOBAHMIT 6M109KBUBAIEHTHOCTHM VIV MCCIeA0BaHMIA
TepaneBTUYECKO SKBUBAJEHTHOCTH IO OTHOILIEHNIO K pepepeHTHOMY JiIeKapCTBEeHHOMY IIperapary,



IOJIKEH OBITh chopMIUpOBaH GdenepasbHbIM rOCyIapCTBEHHBIM OI0IKE THBIM YUpeXIeHeM I10
MpOBeNeHNI0 SKCIIePTMU3bI TIeKaPCTBEHHbBIX CPEeCTB, YKa3aHHBIM B cTaThe 15 @enepaibHOrO 3akoHa OT 12
arpesisg 2010 roga N 61-®3 "O6 obpaieHMM JeKapCTBEHHbBIX CPeACTB" (ajiee - 9KCIIePTHOE yUpeKIeHue),
M pasMelleH YIIOJITHOMOUYEeHHbBIM (deepasbHbIM OPraHOM MCIIOJTHUTETbHOM BJIACTH, OCYIIECTBIISIOMM
rocyapCTBEHHYIO PerUCTpalyio JeKapCTBEeHHbIX MpernapaToB 4151 MeAUIIMHCKOTO IpMMeHeHus (Jajee -
YIIOJTHOMOYEHHbIV defepaibHbIi OpraH UCIIOJHUTEIbHO BJaCcTH), Ha CBoeM o UIMaIbHOM caiiTe B CeTU
"UutepHet" mo 1 uronsg 2020 ropa.

3. YriomHOMO4YeHHbIVi (peepanbHbIi Oprad UCIIOJHUTEeNbHOI BiacTu A0 1 siHBaps 2021 roma onpenesnser
B3aMMO03aMeHSIeMOCTb JIeKapCTBEHHbIX IperapaToB AJIsI MeAUIIMHCKOTO ITIPUMeHEeHMSs, KOTOpbIe
3aperuMcTPUPOBAHLI 10 AHS BCTYIIJIEHUS B CMTy HacTosIero @emepaabHOTO 3aKOHA U
B3aMIMO3aMeHsIeMOCTb KOTOPBIX paHee He ObliIa OIlpejiesieHa, B MOpsAKe, yCTAHOBIEHHOM cTaTheit 27.1
®enepanbHOro 3akoHa ot 12 anpesns 2010 roga N 61-D3 "O6 obpalieHny JieKapCTBEHHBIX CPeICTB" (B
penaxkiuu Hactosiero ®egepajibHOrO 3aKOHA), 38 UCKIIIOUEHVEM JIEKAPCTBEHHBIX MTPenapaToB, YKa3aHHBIX
B UacTu 4 HacToslel CTaTby.

4. YIIOTHOMOYEHHbIN demepaabHblil OpraH UCIOJHUTEIbHOM B1acTy A0 1 suBaps 2021 roga onpenmenser
B3aMM03aMEeHSI€MOCTb JIEKapCTBEHHBIX IperapaToB AJIsI MEeAUIIMHCKOTO IIPUMEeHEeHMS, KOTOpbIE
3aperuCcTPUPOBAHBI 10 OHS BCTYIUIEHUS B CMIIy HacToslero deepaJibHOTO 3aKOHA U
B3aMIMO3aMeHsIeMOCTh KOTOPBIX paHee He Oblila orpeeseHa, 6e3 yueta KputepueB (XapaKTepUCTUK),
yKa3aHHbIX B yacTu 2 ctatbhy 27.1 ®emepanbHoro 3akoHa oT 12 ampesns 2010 roga N 61-®3 "O6 obpaieHnn
JIeKapCTBEHHBIX CPeNCTB" (B pedaKuuy HacTosero @enepajibHOro 3aKOHA), B OTHOLIEHUU

1) pedepeHTHBIX JIeKaPCTBEHHBIX ITPENapaToB, MMEIONIMX OJHO MEXIYHAPOJHOEe HelmaTeHTOBAaHHOoe (UK
XMMMYECKOe, WM TPYIIUPOBOYHOE) HAaMMEHOBaHMe, SKBMBAJIEHTHbBIE JIeKapCTBeHHbIe (DOPMbI U
SKBUBAJIEHTHBIE ([1J1s 6110aHAIOTOBbIX (0MOIOI00HBIX) JJeKAPCTBEHHBIX ITpernapaToB (610aHalOroB) -
COIOCTaBMMbIE) KAUeCTBEHHbIE Y KOJIMUECTBEHHBIE XapaKTePUCTUKYM apMalieBTUUECKUX CyOCTaHIMIA UIU
COTIOCTaBMMBIii AaHTUTEHHBIN COCTaB BaKI[MH, a TAKXKe OJHM U Te JKe TOKa3aHMS U MPOTUBOITOKA3aHMS IJIST
MIpUMEeHEeHMNS;

2) 1eKapCTBEHHBIX MTPeNapaToB, SIBJSIOMMXCSI BOCIIPOM3BEIeHHBIMM B OTHOILIIEHUY Pa3HbIX
B3aMMO3aMeHsieMbIX pedepeHTHBIX TeKapCTBEHHbIX ITPernapaToB, UMEIIIUX OJHO MeXAyHapogHOe
HernaTeHTOBaHHOe (WM XMMUYeCKoe, UM TPYTIIIMPOBOYHOE) HauMeHOBaHMe, SKBMBAJIeHTHbIe
nekapcTBeHHbIe GOPMBbI M SKBMBaJEHTHbBIE (7151 6110aHAIOTOBbIX (0100 00HBIX) JTeKAPCTBEHHbBIX
npenapaToB (6110aHAIOTOB) - COMOCTAaBMMbIe) KaUeCTBEHHbIE M KOJIMUYECTBEHHbIE XapaKTePUCTUKA
(dapmareBTMYeCKUX CyOCTaHLIMIA UM COTIOCTaBMMBbIi aHTUTEHHbIV COCTaB BaKILIMH, 3aPerMCTPUPOBAHHBIX
T0 pe3yJibTaTaM UCC/ieJoBaHUi 6MO03KBUBAJIEHTHOCTY UJIM UCCIeOBaHMI TepaneBTUYeCKOo
9KBMBAJIEHTHOCTY 110 OTHOIIEHMIO K COOTBETCTBYIOIIVM pedepeHTHbIM JIeKapCTBEHHbIM Iperaparam;

3) nekapCTBEHHbIX MpenapaToB, 3aperMCTPUPOBAHHBIX HA OCHOBAHUM Pe3y/IbTAaTOB UCCIeN0BaHMIA
6103KBMBaJIEHTHOCTY MJIM UCCI€IOBaHMI TepaleBTMUeCKO/ 9KBMBAJIEHTHOCTH 110 OTHOIIEHUIO K
JIeKapCTBEHHBIM IperiapaTam, He SIBISIONMMCS peepeHTHbIMMU, ITPU YCJIOBUM, UTO TaKye JIeKapCTBEHHbIe
TperapaThbl 3aperucTPUPOBAHbI 110 pe3yIbTaTaM MCCIeq0BaHMI OM103KBUBATIEHTHOCTY VIJIY UCCJIeTOBAH Uit
TeparneBTUYECKOM SKBUBAJIEHTHOCTH 110 OTHOIIIEHUIO K pepepeHTHOMY JIeKapCTBEHHOMY ITperapary;

4) JIeKapCTBEHHBIX IMTPeIapaToB (3a MUCKIIUYEeHMEeM OMOTOTMYECKMX JIEKAPCTBEHHBIX ITPeIapaToB),
UMEIINX OJHO MEXAYHAPOIHOE HEITaTEeHTOBAHHOE (MJIM XMMUYeCKOoe, UJIU TPYIIIIMPOBOYHOE)
HauMeHOBaHMe, MIeHTUYHbIe KaUeCTBEHHBIN COCTAB M KOJMYECTBEHHBIV COCTAB AeiCTBYIOIIUX U
BCIIOMOTAaTe/IbHbIX BEI[eCTB, JIeKApCTBEHHYIO (OopMYy, CITOCO0 BBeeHUS U CITOCO0 TTPUMeEHEeHMUS U
3aperMcTPUPOBAHHBIX JI0 IHS BCTYIUIEHUS B cuiny @enepanbHoro 3akoHa ot 12 anpensa 2010 roma N 61-@3
"06 obpaleHn JJeKapCTBEHHBIX CPEACTB", C yUEeTOM pe3y/abTaToB (hapMaKOHa30pa U IMTPOBEPOK
COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB, HAXOASIIMXCS B TPasKIaHCKOM 000pOTe, YCTAaHOBIEHHBIM
TpeOOBaHMSM K X KaUeCTBY.

5. B ciydae OTCYTCTBMS B PETMCTPALIMOHHBIX JOChe Ha BOCITPOM3BeIeHHbIE JIeKapCTBEHHbIE MpernapaThl,
B3aMIMO3aMeHsIeMOCTb KOTOPBIX HE YCTAHOBJIEHA B COOTBETCTBUM C YaCThIO 4 HACTOSIIIEI CTaThy U CO



crarbeit 27.1 ®epepanbHoro 3akoHa ot 12 anpesns 2010 roga N 61-®3 "O6 obpaleHnn JieKapCTBEHHBIX
cpencts” (B pemakiuu HacTosmero @enepasbHOTO 3aKOHA), & TAK)KE B PerMCTPAIMOHHbBIX TIOChe Ha
61oaHaIoroBbie (6MOMOMOOHBIE) JIEKAPCTBEHHbIE TTpernapaThl (01M0aHaIOrM) COOTBETCTBEHHO Pe3yJIbTaTOB
MCCeI0BaHMii OMO9KBMBAIEHTHOCTH, MCCAeMOBAHNIA TepaIrleBTUUeCKO SKBUMBAJIEHTHOCTY 10 OTHOIIEHIIO
K pepepeHTHOMY JIeKapCTBEHHOMY IperapaTy SKCIIepTHOe YUpeXIeHMe B 1eJisIX onpeeneHust
B3aMIMO3aMeHSIeMOCTH JIEKapCTBEHHOTO MperapaTa B TPeXIHEBHbIN CPOK CO JHS OOHAPYKEHMS OTCYTCTBUS
yKa3aHHOV MHOpMaIMM HalpaBJsieT COOTBETCTBYIONIME CBeIeHNSI B YIIOJTHOMOUYEHHbIN dhenepanbHbIi
OpraH MCIIOJIHUTEIbHOM BlIacTU. YIIOJTHOMOUYEHHbIN ¢elepaabHbIl OpTraH MCIIOJHUTE/IbHO BIaCTU B
TeueHMe Tpex pabounx JHei co THS MOCTYIIeHUs MHGOpMAIMM SKCIIEPTHOTO YUPeXKIeHMs HaTlpaBisieT
IepsKaTesIo WK BAaAeblly perMCcTPalMOHHOrO YIOCTOBEPEeHMS JIEKaPCTBEHHOrO Tipernapara (Ui
YIIOJIHOMOYEHHOMY MM A PYTrOMY I0pUINYECKOMY JIUITY) 3aIIPOC O HEOOXOAMMOCTH IIpeCTaB/IeHMs] OTUETOB
0 pe3yJibTaTaX COOTBETCTBYIOIIMX KIMHMUECKUX MCCIeIOBaHNIi IeKapCTBEHHOTO Iperapara JJist
MeIUIMHCKOTO IIPMMeHeHMs C YCTaHOBJI€HHBIM SKCIIEPTHBIM YUpeskaeHeM CPOKOM, AOCTAaTOUHBIM JJIsT UX
MpOBeIeHNsI, HO He OoJiee ueM Tpu roja. JJlaHHbIi 3aMpoc MOXKeT ObITh IepeaH YIIOTHOMOYEHHOMY
MpeaCcTaBUTENIO JiepyKaTessl WK Bilafeliblia PerMCcTPali OHHOTO YA0CTOBEePEeHMS TIEKapCTBEHHOTO
rperapara JMYHO IO pacluCcKy, HalpaBjeH Mo MoYTe 3aKa3HbIM IMMCbMOM WJIM TIepeJlaH B 3JIeKTPOHHO
dbopmMme 10 TeTeKOMMYHMKAI[MOHHBIM KaHa/laM CBsI3U. B ciyyae HampaBaeHUsI JAHHOTO 3aIpoca I0 IouTe
3aKa3HbIM MMMCbMOM OH CUMTAETCS ITOTYUeHHbIM I10 MCTEeUeHUM HIeCTU JHei C AaThl HallpaBaeHUs
3aKa3HOro nuchbma.

6. B ciryuae o6HapykeHMST B MHCTPYKLUMSIX TI0 MeAULIMHCKOMY ITPUMEHEHUIO B3aMO3aMeHsIeMbIX
JIeKapCTBEHHBIX TperapaToB pa3anuuii B IOKa3aHUIX [IJ151 IpUMeHeHUs (3a UCK/II0UeHMeM IoKas3aHui oJist
IIpMMEHEeHMNs, BKIIIDYEHHbIX HAa OCHOBAHUM PE3yJIbTATOB COOTBETCTBYIOIIMUX UCCIEeT0OBAHUI) U
IMPOTUBOMNOKA3aHMSIX OIS IIPMMeHEeHUST SKCIIEPTHOe yUpeKIeHe B TPeXJTHEBHbIN CPOK CO THS
OOHapy>KeHMsI YKa3aHHbIX pa3nunii HarpaBsieT COOTBETCTBYIONIME CBeAeHNS B YIIOJTHOMOUEHHBI
(emepanbHbINl OpPraH UCIIOJHUTEIbHOM BIACTU. YIIOJIHOMOUYEHHbIN (peepabHblii OpraH UCIIOJHUTEIbHOM
BJIACTU B TeUeHMe Tpex paboumx JHei co THS MOCTYIUIeHMS] MHOOpMaLUM SKCIIEPTHOTO YUPEXKIeHUSI
HampasJisieT AepsKaTeli0 WM BAaAesblly perMCcTPallMOHHOTO YAOCTOBEePEHMS TIeKapCTBEHHOT0 mperapaTa
(M YIIOJTHOMOYEHHOMY UM APYTromMy I0pUIMUeCKOMY JIMITY) 3aIpOC 0 HeOOXOAMMOCTY MPUBEAEHMS
TOKa3aHui i TIpUMEHEeHUS U TIPOTUBOIIOKa3aHU [JI TIPUMEHEHUS B MUHCTPYKUMU 110 MeAUILIMHCKOMY
TIPMMEHEHMUIO JIEKapCTBEHHOIO Tpernapara B COOTBETCTBUE C UHCTPYKIIMEN TT0 MeAUIIMHCKOMY
MpUMeHeHNI0 pepepeHTHOrO0 JIeKapCTBEHHOTO MpernapaTa B CPOK, He ITPEeBBIIIAI0Ii1 IEeCT MeCSIIEeB.
JlaHHBI 3aIIPOC MOXKET ObITh IlepelaH YIIOTHOMOUYEHHOMY IpeICTaBUTEJIIO IepskaTesis UM Biagenblia
PerucTpalMOHHOTO YAOCTOBEPEH S JIeKaPCTBEHHOTO MperapaTa JIMYHO 10, PacIliMCKy, HallpaBJjeH 110
IOYTe 3aKa3HbIM MMCbMOM M/ TepeJiaH B 3JIeKTPOHHO (popMe MO TeJIeKOMMYHMKAIIMOHHBIM KaHalIam
CBsi3u. B cimydae HarpaB/ieHus JaHHOTO 3apoca 0 MOYTe 3aKa3HbIM MMCbMOM OH CUYUTAETCS TOJYYeHHbIM
10 MCTE€UYEHMM IIIeCTU JHel C JaThl HalIpaBJIeHM s 3aKa3HOro M1chbMa.

7. lopsmok obpaleHust BOCIIPOM3BEIeHHBIX JIEKAPCTBEHHBIX ITPEIapaToB, 6110aHaIOTOBbIX
(610MOI00HBIX) JIEKAPCTBEHHBIX ITpernapaToB (6110aHAIOTOB), YKa3aHHbBIX B YACTSX 5 M 6 HACTOSII e
CTaTbhy, O OKOHUYAHMSI CPOKA, YCTAHOBJIEHHOTO YIIOJTHOMOUEHHBIM (pefiepaibHbIM OPraHOM
VCIIOJIHUTEIbHOM BIACTU IJIS1 IPOBEeHMS lepsKaTe/leM UK BilafesblieM PerucTpaluOHHOro
yIOCTOBEPEHMS JIEKAPCTBEHHOTO Mperapara 1UccjaeqoBaHuit 61M109KBUBATEHTHOCTM MUY TeParleBTUYECKOIA
9KBMBAJIEHTHOCTU 110 OTHOIIEHMIO K pedhepeHTHOMY JieKapCTBeHHOMY Ipernaparty Jinbo s IpuBeaeHNs
TOKa3aHUI AJ1s1 IPUMEHEHUS U TIPOTUBOIIOKA3aHU 11 IPUMEHEHMS B MHCTPYKLUMM 10 MEOULIMHCKOMY
IIPUMEHEHMUIO JIEKapCTBEHHOTO IpernapaTa B COOTBETCTBUE C MHCTPYKLMEN 10 MeIULIMHCKOMY
NpMMeHeHNI0 ped)epeHTHOrO JieKapCTBEHHOTO Mpernapara, ycraHaBiauBaeTcs [IpaButenbcTBoM Poccuiickoii
Qenepaluu.

8. [loryckaeTcs IpMMeHeHe B MeIUIIMHCKUX [eJISIX He 3apernCcTpupoBaHHbIX B Poccuiickoi @enepauym
JIeKapCTBEHHBIX IperapaToB, COAepKalIMX HAPKOTHUUECKNe CpeCTBA MIM IICUXOTPOITHBIE BellleCTBa,
BBe3eHHbIX B Poccuiickyio @enepanuio B COOTBETCTBUM C 4aCThIO 3.1 ctaTby 47 @enepajbHOroO 3aKOHa OT
12 anpesist 2010 roma N 61-®3 "O6 obpallleHNM JIeKapCTBEHHBIX CPEACTB".

Cratba 4



1. Hactosmmit @epepasibHbIl 3aKOH BCTynaeT B cuiy ¢ 1 mapra 2020 roga, 3a MCK/IOUEHMEM TT0JI0KEeHUA,
IIJISI KOTOPBIX HACTOSIIIEN CTaThbeil yCTaHOBJIEH MHOM CPOK BCTYIJIEHUS UX B CUTTY.

2. ITynkTsel 9 1 18 ctatby 1 HacTosero @enepanbHOrO 3aKOHA BCTYIAIOT B cuity ¢ 1 sHBaps 2023 ropa.

3. [Tonoxkenus yactu 3.1 cratbu 47, myHKTa 6 cTaTbhy 48 @emepanbHOTO 3akoHa OT 12 ampesnst 2010 roga N
61-®3 "06 obpaleHnM JeKapCTBEHHBIX CPEACTB" MPUMEHSIIOTCS 10 31 meka6pst 2023 roga.

[Ipe3npeHT
Poccuiickoit ®enepanynu
B.ITYTUH

MockBa, Kpemib
27 mexabps 2019 roma
N 475-03



