O BHEeCeHHMH U3MEHEeHHUH B
dengepajibHBLIN 3aK0H "O0
OOpalIeHuH JIeKaPCTBEHHBIX
cpencrtB”

Crartbsaa 1

Braectu B ®emgepanbHbii 3aK0H oT 12 anpens 2010 roma Ne 61-03 "O6
oOpallleHnu JeKapcTBeHHBIX cpencTB" (CobpaHue 3aKOHOOATEIbCTBA
Poccuiickou ®epepanuu, 2010, Ne 16, cT. 1815) cnemytoiiue
n3MeHeHus: 1) ctaTtbio 18 OONOTHUTE YaCThiO 6 CIIEAYIOIIETO
cogepxaHud: "6. He monyckaroTcs IojlydyeHUe, pasrialleHue,
HWCIOJIb30BaHUE B KOMMEPUYECKUX LEJISAX U B LIeJIgX TOCydapCTBEHHOU
perucTpaluu J1eKapCTBEHHLIX IIpenapaToB HHGOpPMaluu O
pe3ybTaTax JOKJIMHUYEeCKUX UCCIIeqOBaHUM JIEKapCTBEHHBIX CPENCTB
U KJIMHUYECKUX UCCIIeJOBaHUM JIeKapCTBEHHEIX IIpeIapaTos,
MIpeacTaBI€HHON 3asiBUTEIEM OJIsl TOCyOapCTBEHHOW PEerucTpanun
JIeKapCTBEHHBIX ITpenapaToB, 63 ero coriacus B TeYeHUe IeCTU JIeT
C OaThl TOCYy[JapCTBEHHOM PerucTpalyy JeKapCTBEHHOT O IIpemapara.
Hecob6miogeHue 3anpeTa, YCTAHOBJIEHHOTO HACTOSAILEN YacCThIO,
BlIe4YeT 3a c000M OTBETCTBEHHOCTb B COOTBETCTBHUU C
3aKoHOOaTenbCTBOM Poccurickou ®enepauuu. Ha Tepputopuu
Poccuiickoit ®egepaliuy 3amnpeniaeTcs odpalleHrue JTeKapCTBEeHHBIX
CPEeNCTB, 3apETrUCTPUPOBAHHBIX C HapyIlIeHUeM HacCTOsAIIen 4acTu.";
2) (IlyukT yTpaTtun cuny - ®egepanbHbly 3aKOH 0T 22.12.2014 No 429-
®3) 3) ByacTtu 2 cTaTthu 27 cioBa "0 TOM, 4TO 3(pHEeKTUBHOCTh
PETUCTPUPYEMOTI0 JIEKAPCTBEHHOT'O IIpeliapaTa He MOoATBEpXKaeHa"
3aMeHUTH CJIOBAMM "0 TOM, YTO Ka4ecCcTBO U (1nu) 3pPeKTUBHOCTD
PErucTPUPyEMOro JIeKapCTBEHHOT O IpellapaTa He MOATBEPXKOEHBI";
4) B ctaTtbe 29: a) 4yacTh 2 mocjie CJo0B "o pe3yiabTaTaM" OOIOJIHUTh
CJIOBaMHU "3KCIIePTHU3bI KaueCTBa JIEKaPCTBEHHOI0 cpefcTBa u'"; 0)
4acTh 3 IIOCJIe CJIOB "[OJisi BEeTEPUHAPHOI O IPUMEHEHUs," NOIOJIHUTD
cJI0OBaMHU "HOpMAaTHBHAs JOKYMEHTAlMs UM HOPMaTUBHBIM JOKYMEHT,
MIPOEKT UHCTPYKLHXHU 110 IPUMEHEHHUIO JIEKapCTBEHHOI' O IIperapara,
MMPOEKTHl MAaKEeTOB IEPBUYHOM yITAaKOBKUA U BTOPUYHOU
(moTpebuTeNbCKOM) YyIIaKOBKU JIEKAaPCTBEHHOTO IIpenapara'; B) MyHKT
2 4yacTtu 4 nociie CJo0B "B IpOBeOeHUun" OOIIOJIHUTh CJIOBaMU
"SKCIepTu3Hl KauyeCcTBa JIEKapPCTBEHHOTO CPeACTBa 1"; T') 4acCTh D
IIOCJIE CJIOB "B IPOBEeIeHUun" OOIIOJIHUTH CJIOBAMU "3KCIEPTU3EL
KadyeCTBa JIEKapCTBEHHOI'O CpelcTBa U"; ) 4acThb 6 IIOCjie CJI0Ba
"OkcnepTu3a" HONOJHUTL CJIOBAMHU "KadyeCTBa JIEKAPCTBEHHOI' O
CpefcTBa M 3KCIepTHu3a", CJIIOBO "MPOBOOUTCA" 3aMEHUTh CJIOBOM
"mpoBopsTcsa”; 5) B yactu 2 ctathu 30 cjoBa B "B MOAIIyHKTax "mo" -
"n" nyHkTa 16" 3aMeHUTH ci0BaMu "B OONYHKTaxX "r" - "m" mmyHKTa
16", mocne cmoB "cocTaB TeKapCTBEHHOTO IIpemnapara O



MEOUIMHCKOI'O IIPUMEeHEeHU" HOMOJIHUTD CJI0BaMH ", U3MEHEHUS
MeCTa IPOMU3BOACTBA JIEKAPCTBEHHOIO MIpelapara OJisd MeOUIMHCKOT 0
NIpUMEHEHUS, U3MEHEHUS II0Ka3aTejied KaueCTBa JIeKapCTBEHHOI' O
rnpemnapara Ojasd MeOUILIMHCKOr 0 IIPUMeHEeHUSa U (MI1) METOLOB
KOHTPOJIS KayeCTBa JIEKapPCTBEHHOTO IMpelapaTa Ojsd MegUIIMHCKOT O
NpUMEHEeHUs, U3MEHEHHUS CPOKa T'OOHOCTHU JIEKapCTBEHHOI' O
Impernapara OJjis MeOUIIMHCKOr0 IpuMeHeHus"; 6) B 4acTu 2 ctaThu 39:
a) OOIIOJIHUTH TyHKTamMu 71 u 72 crnenytomiero cogepxkanus: "71)
CBeIleHUS 0 MEeOUILIMHCKUX OPTraHU3alUaX, B KOTOPLIX IIpearojaraeTcs
MIpoBedeHNe KINHNYECKUX UCCIIeqOBaHUN JIEKAaPCTBEHHOT O
rnpemnapara oI MeOUIIMHCKOro IIPpUMeHeHus; 72) npennojaraeMnle
CPOKM MNPOBEeOEHUA KINHUNYECKOTr0 UCCIIeOdOBaHUS JIEKAPCTBEHHOT O
Ipernapara OJjisi MegUIIMHCKOT 0 IpUMeHeHus;"; 6) MyHKT 8 U3JI0XKUTH
B CJIeQyIOllley peJakiuu: "8) KOMUI IIpegBapuTeIbHOIO HOTr0OBOpa
00513aTeJIbHOT0 CTPAaXOBaHUS XU3HHU, 3I0POBbS ITAlIIEHTOB,
Y4aCTBYIOIIUX B KJIIMHUYECKOM HCCJIeJOBaHUHU JIEKapCTBEHHOI' O
npernapara Ojis MeOUIIMHCKOr 0 IIPUMEHEeHUSsI, UJIM KOIIUIO JOTOBOPa
00513aTEIbHOT'0 CTPAXOBAaHUS XXKU3HU, 30OPOBbS MAIlMEHTOB,
y4aCTBYIOIINX B KINHUYECKOM HCCIIeJOBaHUU JIEKapPCTBEHHOT O
rnpemnapara Ojisd MeOUIIMHCKOr 0 IIPUMEeHEeHU;"; B) MOIOJTHUTD
nyHKTOM 10 crenytoinero cogepxauus: "10) JOKYyMeHT, cogepKalllui
CBeIleHUs O MMOKa3aTelsaX KadyeCTBa JIeKapCTBEHHOI' O IpelapaTa ajis
MEOUIIMHCKOTO IPUMEHEHNS, IPOU3BEAEHHOI 0 [JIs IPOBEOEHUS
KJIMHU4YEeCKUX ucciaegoBaHuu."; 7) B ctarbe 40: a) 4acTh 4 JOIOJIHUTD
clIoBaMu ", TI0 YCTAHOBJIEHHOM UM ¢dopme"; 6) HOIMMOJIHUTh YacThio 41
crenyloiero comepxkanus: "41. ®opma coobIieHNUsT 0 BHECEHUU
W3MEHEHUU B IIPOTOKOJI KIMHNYECKOI 0 UCCIIeHOBaHUI
JIeKapCTBEHHOI' 0 IIpenapara Ajisi MeOUILMHCKOr 0 IPUMEHEHU A
OOJI2KHa ComepzKaTh Cliefymolirue CBefeHusa: 1) HauMeHOBaHue,
UOeHTU(PUKAIIMOHHLIM HOMED M JaTa IIPOTOKOJIa KIIMHUYECKOT O
HCCJIeqOBaHus; 2) JaTa BHECEHUS U3MEHEHUH B IPOTOKOII
KJIMHUYECKOI'0 MCCJIeJOBaHusI; 3) HauMeHOBaHUEe 1 MeCTO
HaXO0XOEeHUs 3asABUTeNs; 4) HaUMeHOBaHUEe OpraHu3alivi,
MMPUBIEYEHHON pPa3pab0oTUYMKOM JIEKapPCTBEHHOIO IIpenaparTa K
OopraHmu3alluy NPOBeOeHUs KIMHUYECKOTr 0 uCCleqoBaHus (IIpu
HaJIU4uK); 5) HAaUMEeHOBaHHUS M MeCTa HaxX0XOeHUSI MeOUIIMHCKUX
opraHu3alinii, B KOTOPBIX IPOBOAUTCS KJIMHUYECKOE UCCIIeqOBaHUE;
0) maTa BhIJa4yu pa3pelleHus Ha IIPOoBegeHre KINHNYEeCKOr o
HWCCIIeJOBAHUS U HOMEP 3TOT0 pa3pelleHusi; 7) U3MeHEeHUsd,
BHOCHUMBIE B IIPOTOKOJI KJIMHUYECKOI'0 UCCJIefOBaHus."; B) MyHKT 3
9acTH 8 mocJje CJoBa "CHenualbHOCTh," HOIIOJIHUTL CJIOBAMH "CTaxkK
paboTHI IO ITpoTrpaMMaM KJIMHUYECKUX MCCIIeqOBaHUM
JIeKapCTBEHHBIX IpenapaTos,”; 8) B yactu 1 ctaTtbu 46: a) OyHKT 1
IIOCJie CJIOB "Ha UX IMEePBUYHOU yIIaKOBKe" OOMOJIHUTH CJIoBaMu "(3a
HCK/IIOYEeHNEM IePBUYHOUN YIIaKOBKHU JIEKAPCTBEHHBIX PACTUTEJIbHBIX
ImperaparToB)”, cioBa "mo3a u ¢popma BHEIITYCKa, 00beM U KOJIMYECTBO
0o3 (o UMMYyHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX ITpenapaTosB)”
3aMEeHHUTh CJIOBaMH "HO3UPOBKA HJIM KOHIIEHTPAIIUS, 00beM,
aKTUBHOCTh B €JUHUIIAaX JeUCTBUS UJIM KOIUYECTBO A03"; 0) B IyHKTE
2 cioBa "mo3a U KOJIM4YeCTBO [03 B yIIaKOBKe, (popMa BBIITyCKa"
3aMeHUTh CJIOBaMH "HO3UPOBKA MJIM KOHIIEHTPAIUs, 00beM,
AaKTUBHOCTH B eQUHUIIAX OeMCTBUS JINOO0 KOJIMYECTBO 103 B YIIaKOBKE,



eKapcTBeHHas popma", cioBa "Mepsl IPegOCTOPOKHOCTU IPUA
IPUMEHEHUN JIEKapCTBEHHOTO IIpelaparTa,” UCKIIIOUUTh; 9) MyHKT 9
cTtaTthu 60 OOMOJIHUTE CII0OBaMM "B MOPSAOKe, yCTaHOBJIEHHOM
[TpaButenscTBOM Poccurickou ®egepanuun”; 10) B ctaTthe 61: a) 4acTh
2 OONOJIHUTH NPEAIoOKeHUeM CIeaylIero cogepxanusd: "[lanaon
METOOUKOU IpeayCcMaTpPUBaeTCs OIS JIeKapCTBEHHBIX IPemapaTos,
HaXOISAIINXCs B oOpallleHnu Ha TeppuTtopuu Poccuiickon ®emepaluu,
pacyeT CpeOHEB3BEIIeHHON (PaKTUUYeCKOU IIeHBI OTIIyCKa,
CpenHeB3BellleHHON (paKTUUeCKOU IIeHbl BBO3a JIEKAPCTBEHHOTO
ImpernapaTa 3a Irofi, IpenIeCcTBYIOIINN gaTe IpeacTaBIeHu
MIpenesbHON OTIIYCKHOU LIeHbl IPOU3BOAUTEJIS Ha JIeKapCTBEHHBIU
rnpemnapar Ha roCygapCTBEHHYIO PErucTpaluio, a ajis JieKapCTBEHHBIX
IIperapaToB, He IMOCTYIIAaBIINX B oOpallleHrue Ha TePPUTOPUHN
Poccuiickou ®epepaliviu, U OJII OPUTUHAIBHBIX T€KapCTBEHHBIX
ImpenapaToB pacyeT POCCUUCKUMU IPOU3BOOUTENSAMU JT€KapCTBEHHBIX
IIperapaToB PacxXoIoB, CBSI3aHHLIX C pa3pabOoTKOM, ITPOU3BOICTBOM,
peanu3alied JTeKapCTBEHHOT O IperapaTa, yKa3aHue UHOCTPaHHBIMU
MIPOU3BOAUTEJIIMHU pa3dMepa MUHUMAJIbHON OTIIYCKHOU II€HEI
IIPOU3BOOUTEIA Ha JIEKapCTBEHHBIU IIpernapaT B TOCygapCTBe
MIPOU3BOOUTENSA U OPYTUX I'OCyAapCTBax, I'de OH 3aperucTpupoBaH, C
y4eTOM PacxOfo0B, CBI3aHHBIX C TaMOXKEHHBIM 0(pOpPMIIEHHEM
(TaMOXXEeHHOM IOIIITUHBI U TaMOXKEHHBEIX COOPOB 32 TaMOXKEHHOe
odopmMIieHre), 1 TPAHCIIOPTHHIX pacxonoB."; 0) (IToANYHKT yTpaTuil
cuny - ®egepanbubid 3aK0H 0T 08.03.2015 Ne 34-03) B) (IlognyHKT
yTpaTtun cuiny - ®emepanbHbii 3aKOH 0T 08.03.2015 Ne 34-®3) 11) B
cTtaTthe 71: a) 4acTh 3 ocye CIoB "JIeKapCTBEHHBIX IIpPeIapaTos,”
OOIIOJIHUTH CJIOBaMU '"3a HCKIII0UEHMEM JIEKapPCTBEHHBIX IIpeIiapaToB
IOJIsI MEOUITMHCKOTO ITpuMeHeHus,"; 0) momoHuTh Yactamu 31 - 37
cienyrouiero cogepxanus: "31. 'ocymapcTBeHHass perucrpanus
JIeKapCTBEHHBIX IpenapaToB AJIsi MEeJUIIMHCKOTO IIPUMEHEHNS,
MIpeaCcTaBI€HHBIX Ha TOCYLapCTBEHHYIO PETUCTPAaLUIO 00 OHSA
BCTYIJIEHUS B CUITYy HacTosinero ®emepaabHOro 3akoHa, 1
roCcyJapCTBEeHHas perucTpalus JeKapCTBEHHBIX IIpelapaToB OJisd
MEOULIMHCKOTO IIPUMEHEHU S, IIPEeCTaBJIEHHBIX Ha 3KCIIEPTU3Y
JIeKapCTBEHHBIX CPENCTB [0 OHS BCTYIIJIEHUS B CUJIy HACTOSIIETO
QenepasIbHOIO 3aKOHA B 1IeJIAX UX IIOCJIeOyIlel rocygapCTBEHHOU
perucTpanuu, OCyIeCTBIISIOTCSI Ha OCHOBaHUU JOKYMEHTOB U
OaHHBIX, ITPeOCcTaB/IEHHBIX 40 OAHS BCTYIIJIEHUS B CUIIy HACTOSIIIETO
depepanbHOrO 3aK0OHA, a TaKXKe 3asiBII€HUS O TOCyOapCTBEHHOU
perucTpanyu J1eKapCTBEHHOI 0 IpernapaTa B COOTBETCTBUHU C
HacTogimuM PepgepanibHbIM 3aKOHOM, JOKYMEHTOB U [JaHHBIX,
He0oOXOIUMBIX /ISl TOCYIAapPCTBEHHOM perucTpaliuu J1eKapCTBEeHHOT' 0
Ipemnapara CorjacHoO HacTosinemMy ®engepalbHOMY 3aKOHY U
MIpeacTaBI€eHHBIX IPOU3BOOUTEJIEM JIEKAPCTBEHHBIX IIperapaToB Ujin
YIIOJTHOMOYEHHBIM UM JIMIIOM B YIIOJTHOMOYEHHBIN pemeparbHbIN
OpTaH UCIIOJIHUTENbHOM BiaacTu no 1 mapTta 2011 roma, 6e3
TpeboBaHUs YIIJIaThl TOCYOapPCTBEHHOM IIOIIINHEI, IIPEIYCMOTPEHHOM
3aKOHOOaTenbCTBOM Poccurickou ®enepalnuu.

32. ITogTBepKOeHUe rOCyoapCTBEHHOU perucTpaluu JI1eKapCTBEHHEIX
IIperapaToB [OJI MEOUIIMHCKOTO IPUMEHEeHUs, TPeACTaBIeHHBIX O
MIOATBEPKIOEHUS IOCyqapCTBEHHON PErucTpalyuu 0 OHS BCTYIJIEHUS



B culy HacTosmero ®emepalpHOro 3aKOHA, U IOOTBEPXKAEHNUE
rOCyIapCTBEHHOU PErucTpalluy JIeKapCTBEHHBIX ITpernapaToB O
MEeOUIIMHCKOTO IPUMEHEHUSI, IIPEACTaBIEeHHbIX Ha 9KCIIEPTU3Y
JIeKapCTBEHHBIX CPEMCTB [0 OHS BCTYIIJIEHUS B CUJIY HACTOSIIETO
denmepanbHOrO 3aKOHA B ILIEISAX ITOCTIEAYIOIIETO ITOATBEPKAECHUST UX
rOCygapCTBEHHOU PErucTpalluy, OCYyIIEeCTBIAIOTCSA Ha OCHOBAaHUU
OOKYMEHTOB U JAHHLIX, IPEICTaBJIEHHBIX A0 OHS BCTYNJIEHUS B CUILY
HacTosamero ®egepaabHOTrO 3aKOHA, a TaKXKe 3asBJIEHUS O
MMOOTBEPKAEHNY I'OCYyAapCTBEHHOM PETruCTPalluU JIeKapCTBEHHOT O
IperapaTa B COOTBETCTBUM C HacToAmuM PengepabHBIM 3aKOHOM,
OOKYMEHTOB U MaHHBIX, HEOOXOOUMBIX IJIS IIOATBEPKAEHUS
rOCymapCTBEHHOU pPerucTpalny JeKapCTBEHHOI O IIpemapara
coryiacHO Hacrtosamemy PemepalbHOMY 3aKOHY U IPEeOCTaBJIEHHBIX
ITPOM3BOANTENIEM JI€eKapCTBEHHBIX ITPETIapaTOB UIW YIIOJTHOMOYEHHBIM
WM JIUIIOM B YIIOJTHOMOYEHHBIN (pefepabHbId OpTraH UCIIOJTHUTEILHOMN
Bnactu 0o 1 mapta 2011 roga, 6e3 TpeboBaHUS yILIaThI
roCymapCTBEHHOU MOUIJIMHBL, IPEAYCMOTPEHHOU 3aKOHOAaTEIbCTBOM
Poccutickou ®epepanuu

33. [IpuHsaTHE pelleHusI O BHECEHUY U3MEHEHUYN B JOKYMEHTHI,
cofepzKallrecs B peTUCTPalMOHHOM JOChe Ha 3aperuCTPUPOBaHHBIU
JIeKapCTBEHHBIN IIpenapar OJisi MeOUIIMHCKOT O IPUMEHEeHHUs U
MIpeacTaBIeHHBIE [0 OHS BCTYIJIEHUS B CUJIY HAaCTOSAIIETr 0
depnepasbHOTO 3aKOHA, U IIPUHSATHE PELIeHUA O BHECEHUU U3MEHEHUU
B JOKYMEHTEI, COOepKallliecs B PperuCTpaliuOHHOM 0Che Ha
3aperuCTPUpPOBaHHLIM JIEKAPCTBEHHBIN IIpenaparT Ojisd MeOUIIMHCKOT O
NpUMEHEHUS U IIpeACTaBJIeHHbIEe Ha SKCIEPTU3Y JIEKapCTBEHHBIX
CPeOCTB OO OHS BCTYIJIEHUS B CUIJIY HacTodlnero ®emepaabHOTO
3aKO0Ha, OCYLIECTBIAKTCSA Ha OCHOBAaHUU NJOKYMEHTOB U IaHHBIX,
MIpeacTaBI€HHBIX OO OHS BCTYIJIEHUS B CUJIY HAaCTOSILEro
QenmepanbHOrO 3aKOHA, a TaKXKe 3asBJIEHUS O BHECEHUU U3MEHEHUN B
OOKYMEHTHI, COepzKallliecsi B PETUCTPALlMOHHOM IOChEe Ha
3aperuCTPUPOBaHHLIN JIEKAPCTBEHHBIN IIpenapar Ojisd MEOUIIUMHCKOT O
IpPUMEHEHUS, B COOTBETCTBUHU C HacToAmUM DPenepaabHbBIM 3aKOHOM,
OOKYMEHTOB, ITOATBEPKAAIONINX HEOOXOOUMOCTb BHECEHUST TAKUX
W3MEHEHUU COorjlacHO HacToslnemy denepalbHOMY 3aKOHY U
MpeaCcTaBIeHHBIX ITPOU3BOOUTEIEM JT€KaPCTBEHHBIX IpeliapaToB UIIu
YIIOJTHOMOYEHHBIM UM JIMIIOM B YIIOJTHOMOYEHHBIN pemeparbHbIN
OpraH MCIIOJITHUTEJIbHOM BiiacTu 10 1 mapTta 2011 roma, 6e3
TpeboBaHUs YIIJIaThl TOCYOapPCTBEHHOM ITOIIINHEI, ITPEIYyCMOTPEHHOM
3aKOHOOaTenbCTBOM Poccurickou Oenepanuu

34. Brigada pa3pelleHu Ha IpoBegeHNe KIIMHUYECKNX
HCCJIeJOBaHNl JIEKaPCTBEHHBIX IPenapaToB OIS MEOUIIMHCKOTO
MIPUMEHEHUS 110 3asABJIEHUSM, IOJAaHHBLIM [0 OHS BCTYIIJIEHUS B CHUITY
HacTosInero ®emepanbHOTO 3aKOHA, a TaKxXKe M0 3asiBIEHUSIM,
MMOJaHHBIM IIOCJIe OHS BCTYIJIEHUS B CUJIy HacTosAmero ®emepaabHOTO
3aKOHa Ha OCHOBAHHUU 9KCIIEPTHU3, IIPOBEOEHHLIX 00 OHS BCTYIIJIEHUS B
cuny Hacrtosiero ®emepaabHOTO 3aKOHA, OCYIIECTBIISIETCS B
COOTBETCTBUH C HacTosamuM PegepanbHBIM 3aKOHOM Ha OCHOBaAHUU
OOKYMEHTOB U [TaHHLIX, IPEeOCTaBJI€HHBIX U MOTyYEHHBIX 0 OHS
BCTYILJIEHUS B CUJIy HacTosmero ®emepanbHOro 3aKOHa, KOITUU



IIPeIBaPUTEIILHOTO JOTOBOpa 0053aTEIbHOTO CTPAXOBaHUS KU3HU,
3I0POBLS MAIIMEHTOB, YYACTBYIOIINX B KIIMHUUYECKOM MCCIJIeOOBAaHUU
JIEKAPCTBEHHOTO IIpenapaTa [jIs MeOUIIMHCKOTO IIPUMeHeHus, JTu00
KOIIMHK JOT0BOPa 0053aTEILHOTO CTPAXOBAHUS XKU3HH, 3TOPOBL
MTAIMeHTOB, YYaCTBYIOIIUX B KIIMHUYECKOM MCCIIeIOBAHUU
JIEKQPCTBEHHOTO ITpenapaTa OJjisi MeOUIIMHCKOTO TPUMEeHEeHHU S

35. 3aperucTpupoBaHHbLIE B MHOCTPAHHOM BaJIlOTE OO0 OHS
BCTYIJIEHUS B CUJIy HacTosero ®emepanbHOr0o 3aKOHA IpefeibHbIe
OTIIyCKHEIE II€HBEl MTHOCTPAHHLIX IPOU3BOOUTEIEN HA JIEKaPCTBEHHEIE
IpenapaThl, BKIIOUEHHbIE B IIePeUYeHb XKU3HEHHO HEOOXOOUMBIX U
BaKHEUMINX JIeKapCTBEHHEIX IIpernapaToB, IOoAjieKaT IepecyeTy B
py6mnu o Kypcy LlenTpanbHoro 6anka Poccuiickoit Pepmepainiyu Ha
maTy, ycTaHoBNIeHHYIO [IpaButenscTBOM Poccuiickout ®epnepaiiuu, 6e3
IpenCcTaBIeHUs 3asBJIEHUS O IIepecYeTe IIeHbl C BHECEHUEM
COOTBETCTBYIOILIUX U3MEHEHUY B rOCYyJapCTBEHHLIU pPeecTp
IIpeaesibHBIX OTIIYCKHBIX LIEH ITPON3BOAUTEIEN Ha TeKapCTBEHHbIE
IperapaThl, BKIIIOUEHHbIE B IepedYeHb XKU3HEHHO HEOOXOOUMBIX 1
BaKHEUIINX JIEKapCTBEHHEIX IIPpenapaToB

36. 3aperucTpupoBaHHbBIE [0 OHS BCTYIJIEHUS B CHUJIy HaCTOSIIETO
depepanbHOTO 3aKOHA ITpenebHble OTIYCKHBIE IIEHBl POCCUMCKUX
MIPOM3BOOUTENIEU Ha JIEKaPCTBEHHBIE IIpenapaThl, BKIIIOYEHHEBIE B
repeveHb XKU3HEHHO HeOOXOIUMBIX ¥ BaXKHEUIIINX JIeKapCTBEHHBIX
IpenapaToB, moaaexaT nHgekcamuu ¢ 1 Hos6pst 2010 roma ucxons us
MTPOTHO3UPYEMOT'O YPOBHS UHQIIAIIUN, YCTAHOBJIEHHOT O
®epepanbHBIM 3aKOHOM OT 2 mekabpss 2009 roga Ne 308-®3 "O
dbenmepanbaoM Or0mkeTe Ha 2010 rom u Ha nyaHOBEIM nepuon 2011 u
2012 ropmos" Ha 2011 ropg

37. JonyckaioTcsa K oOpatienuto o 1 maprta 2011 roga
JIeKapCTBEHHEBIE ITpellapaThl B yIIaKOBKaxX C MapKMPOBKOW, KOTOpas
Obljla HaHEeCceHa [0 OHS BCTYIIJIEHUS B CUJTy HACTOSIIETO
depepasibHOTO 3aKOHaA."

Crarbsa 2

[TonoxxeHus 4actu 6 ctaTthu 18 ®egepabHOrO 3aKOHa OT 12 anpens
2010 roga Ne 61-®3 "O6 obOpanieHuM JTeKapCTBEHHBIX CpeacTB" (B
pemakuuu Hactosuero ®emepanbHOT0 3aKOHA) IIPUMEHSIOTCS K
MMPaBOOTHOIIIEHUSIM, BO3HUKIIIMM MIOC/IEe OHSA BCTYIJIEHUS B CUITY OJIS
Poccuiickou ®epgepaliiu IpOTOKOIA O IpUcoeanHeHnn PoccuiicKoun
depepanmu K BceMupHOU TOProBOM OpraHu3allyiu.
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