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1) B cratse 4:

a) JOTOJHUTH TYHKTOM 10 CJIEAYIOLIETO COACPKAHUS:

«10" OpUTMHAJIBHBIN JIEKApCTBEHHBIM NpenapaT - JIeKapCTBEHHBIM
opemnapar ¢  HOBBIM  JICWCTBYIOIIMM  BEIECTBOM, KOTOPBIM  MEPBBIM
3apeructpupoBas B Poccniickoit denepanuy WM B MHOCTPAHHBIX TOCYAapCTBax
Ha OCHOBAaHWHU PE3yJbTATOB NOKIMHUYECKUX MCCICAOBAHUM JIEKapCTBEHHBIX
CPEICTB MW KIMHUYECKUX HCCIEIOBAHUM JIEKAPCTBEHHBIX IMPENapaToB,
TIOATBEPIKAAIOIINX €0 KauecTBO, 3pPEKTUBHOCTD U 6€301IaCHOCTE;»;

6) myHKT 11 U3JI0KUTE B CAEAYIONIEH PENAKIINN:

«11) pedbepeHTHBI  JEKapCTBEHHBIN MNpenapaT - JeKapCTBEHHBIH
Ipernapar, KOTOPBIA HCIONB3yeTCd IS OLEHKHM OWOAKBUBAJIEHTHOCTH WJIN
TEpaneBTUUECKOM  SKBUBAJCHTHOCTH,  KadecTBa,  OAGMO(EKTUBHOCTH  H
0€30MacHOCT  BOCIIPOM3BEIECHHOTO  JIEKAPCTBEHHOI'O  Ipermapara  Wid
6uoanaoroBoro (61OOLOOHOT0) JEKapCTBEHHOrO Npenapara (Ouoananora). B
KadecTBe pe(EepeHTHOro JIEKapCTBEHHOIO Ipemapara IJjs METUIIMHCKOTO
NPUMEHEHHS] HCIOJIb3YETCsS OPWUTHMHANBHBIMA JIEKAPCTBEHHBIN Mpenapar Jnobo,
€CJIM OpPUTMHAIBHBIA JIEKAPCTBEHHBIN IperapaT HE 3aperrcTPUpOBaH WIM HE
Haxoautcs B obopore B Poccuiickoii denepanuy U He HaXOAUTCS B 000poTe B
WHOCTPAHHBIX T'OCYAAPCTBAX, BOCHPOW3BEIECHHBIM JIEKAPCTBEHHBIN Mpenapar
um OmoaHanoroBeld (6MONONOOHEIN) JeKapCTBEHHBIA Tpenapar (6uoaHaior),

KOTOPBIA TIEPBEIM 3apETHCTPUPOBAH W3 YHCIA HAXOIAMMXCI B 000poTE B



Poccuiickoit  ®enepanuy, OHOSKBUBAIIEHTHOCTh WJIM  TepaneBTUYECKAS
OKBHUBAJICHTHOCTh, KadyecTBO, AS(H(EKTUBHOCTE U OE30IacHOCTH KOTOPOTO
OIICHMBAJIMCH 110 OTHOIICHHIO K OPUTMHANBHOMY JIEKapCTBEHHOMY IIpenapary, a
TAKXe KayecTBO, d(h(HEeKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO MOATBEPIKIAIOTCS
pe3yapTaTaMiu (papMaKoHaA30pa M IPOBEPOK COOTBETCTBUSA JIEKAPCTBEHHBIX
CpelCTB, HAXOMAIIUXCS B  TPaKIaHCKOM  00OpoTe,  yCTaHOBIECHHBIM
TpeOOBaHMSAM K HMX KadecTBy. B KadecTBE peQepeHTHOro JEeKapCTBEHHOTO
mpernapara JJisi BETEPUHAPHOIO NPHMEHEHUS HCIOJIb3YEeTCs JIEKapCTBEHHBIN
mpemapar A1 BETEPUHAPHOTO IPUMCHCHMS, 3apeTHCTPUPOBAHHBIA B
Poccuiickoii ®epepany  Ha OCHOBAHMM  PE3YJbTATOB  JTOKJIHMHUYECKUX
UCCJICMOBAaHUN JIEKAPCTBEHHBIX CPENCTB M KIMHUYECKHUX HCCIIeNOBaHUMN
JIeKapCTBEHHBIX IIPENapaToB, IOATBEPIKIAIOMUX €TI0 KadecTBO, 3P PEeKTUBHOCTh
1 0€30IMacHOCTE;»;

B) IyHKTH 12 1 12" B3705KATE B cemyromeii peaakiym:

«12) BOCTIpOMU3BE/ICHHBIN JICKAPCTBEHHBIA IIpenapar - JIEKapCTBEHHBIN
mpenapar A1 MEAUIMHCKOTO NPUMEHEHHUs, KOTOPBIM MMEET SKBHBAJICHTHBIN
pedepeHTHOMY  JIEKAPCTBEHHOMY IIpenapary KadeCTBEHHBIH COCTaB W
KOJUYECTBEHHBIM  COCTAB  JECHUCTBYIOLIMX BEMIECTB B  DKBUBAJECHTHOM
JeKapcTBeHHOM (opMe, JIMOO JIEKapCTBEHHBIM IpemnapaTr JUisi BETEpPUHAPHOTO
MIPUMEHEHHUS, KOTOPBI HUMEeT Takue ke, YTO U pedepeHTHBIH JIeKapCTBEHHBIH

npenapar, KadeCTBEHHBIH COCTaB M KOJMYECTBEHHBIH COCTAaB NEHWCTBYIOIIMX
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BEINECTB B TakKOM e JeKapcTBeHHOH (opme, OMOIKBHUBAJIEHTHOCTh WM
TepaneBTHYECKast HKBUBAJIEHTHOCTh KOTOPBIX COOTBETCTBYIOLIEMY
pedepeHTHOMY JEKapCTBEHHOMY npernapary IOITBEPKICHA
COOTBETCTBYIOIIUMHU HCCIIEIOBAHUSIMY;

12") TepaneBTHdecKas SKBHBANEHTHOCTh JIEKAPCTBEHHEBIX IIPENApaToB -
JIOCTHKEHUE KIMHUYECKH COINOCTABMMBIX TEpaneBTUYECKOro »Hddexra Hu
nokazaresiell ¢ dexktuBHOCTH M 0€30MAaCHOCTH  NPH  [PUMEHEHHU
JEKApCTBEHHBIX MPETNapaToB JJIsl MEAUIMHCKOTO IIPUMEHEHUS, UMEIOIIHUX OIHO
MEXTyHapOJIHOE HEMAaTeHTOBAHHOE (WM XMMHYECKOE, MU IPYNITHPOBOYHOE)
HaNMEHOBAHUE, B 9KBUBAJICHTHBIX JO3UPOBKAX MO OJHUM U TEM K€ NMOKa3aHUAM
K OPUMEHEHUIO M NPH OJUHAKOBOM CIIOCOOE BBEAEHUS y OJHOM M TOH e
TpyNIbl OOJBHBIX;»;

r) ZOTOJIHUTH YHKTOM 12* ClIeyIOmero comepkaHus:

«12*) 6MOIKBHBATIEHTHOCTh JIEKAPCTBEHHBIX IPENAPATOB - JOCTHKEHHE
COIIOCTaBUMBIX IOKa3aTeIel CKOPOCTH BCACBIBAHUA, CTENEHU ITOCTYIUIEHHS K
MECTY JEUCTBUS U CKOPOCTH BBIBEICHUS OJHOTO MM HECKOJIBKUX 00J1aJar0IIuX
(hapMaKoIOrMYeCKO aKTUBHOCTBIO NEHUCTBYIOIIMX BELIECTB NPU NPUMEHEHUU
JIeKapCTBEHHBIX MPENapaToB IJI MEAULUHCKOTO NMPUMEHEHNS, UMEIOIINX OJHO
MEXIYHAPOIHOE HENMATeHTOBAHHOE (MM XUMHUYECKOE, MM IPYHIUPOBOYHOE)
HAaMMCHOBAaHUE, B DKBUBAJCHTHBIX [IO3UPOBKAX M IPH OAMHAKOBOM CHOCO0E

BBEICHUS;»;



2) yHKT 22 cCTaTh¥ 5 NpU3HATH YTPATUBLIUM CUILY;

3)nyskt 3 cTtathu 6 TOCJIE CJOB «OINTOBOW TOPrOBIMY» JOIOJHUTH
CIIOBaMU «(JIEKapCTBEHHBIMU CpeICTBaMm», JOTIOJIHUTD CJI0BaMH
«, METUITUHCKUMHU OpraHu3zalusmMu, IMEIOIIUMU JTUIEH3UIO Ha
(hapManeBTHIECKYI0 AEATENBHOCTh, U X 000COOJEHHBIMHU MOApa3IeIeHUIMA
(amOynaTopusiMu, GENpIIIEpCKUMU U (ENbIIIEPCKO-aKyIIEPCKUMHU TYHKTAMHU,
neHTpamMu  (ormeneHusMu) oOmed  BpaueOHOM  (ceMelHO#H) NpPaKTHKH),
PACIIOJIOKEHHBIMH B CEJIbCKUX HACEJICHHBIX MYHKTAX, B KOTOPHIX OTCYTCTBYIOT
anTeuHbIe OPTaHU3aAIN»;

4) nmysakt 1 yactu 4 cTaThy 9 MOCIE CIOB «YHUUTOXKEHUIO JIEKAPCTBEHHBIX
CPENCTB,»  JOMOJHHUTH  CIIOBAMH  «YCTAaHOBJICHHIO  NPOU3BOAUTEISIMH
JIEKapCTBEHHBIX MIPEMapaToB IIeH Ha JIEKApCTBEHHBIE NTPENApaThl, BKIIOYCHHBIC B
IIEPEUYCHb JKU3HEHHO  HEOOXOAMMBIX M  BaXHEWIINX  JIEKapCTBEHHBIX
MIpEnaparoB,y;

5) 9actb 2 cTaTh¥ 14 HOMOJHUTE MYHKTOM 4 CIEAYIOMIETO COACPKAHU:

«4) BKCIEPTU3Y PETUCTPALMOHHOTO I0ChE Ha JIEKAPCTBEHHBIN Mpenapar B
HEISIX OMpEeENeHNs] B3alMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MPENaparoB i
MEJUIIMTHCKOTO NPUMEHEHUS.);

6) yacTh 9 cratbu 18 moOCHIE CIOB «ABaAIATH JIET» OMOJHUTH CJIOBAMHU
«¥ B OTHOIIEHHWH KOTOPHIX HEBO3MOXXHO IIPOBEIEHUE WCCICIOBAHUHA WX

6I/IO3KBI/IB3J'ICHTHOCTI/I»;
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7) CTaThIO 27" M310KUTH B CIEeAYIOLIEN penakiiu:

«Ctats 27'. B3aHMo03aMeHSIeMOCTH JIeKAPCTBEHHBIX NPeNapaTos
AN MEJHLHHCKOT0 IPUMEHEHHA

1. B3arnMo03aMeHsAeMOCTb JIEKAPCTBEHHBIX ITPENAPATOB JJI MEAUIIMHCKOTO
OPUMEHEHUS]  OIpENeNsseTCs]  YHOJIHOMOYEHHBIM  (eAepalbHBIM  OpPraHOM
UCHOJHUTENBHON BIIACTH, OCYLIECTBIAIOIIUM T'OCYJAaPCTBEHHYIO PETUCTPAIIUIO
JIEKapCTBEHHBIX IIPENaparoB JUisl MEIULIUHCKOTO IPUMEHEHUS, B paMKax OJIHOTO
MEXKIYHAPOIHOTO HEIIaTEeHTOBAaHHOTO (unm XUMUYECKOTO, U
TPYINHAPOBOYHOIO) HAUMEHOBAHMS Ha OCHOBE 3aKIIOYCHHS KOMHCCHU
OKCIEPTOB 3KCIIEPTHOI'O YUYPEKIEHUSA O B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHOTO
npenapara Uil MEIMLIMHCKOTO NMPUMEHEHHUS JIMOO O TOM, 4TO JIEKApCTBEHHBIN
npenapar M MEJUIUHCKOTO MPUMEHEHUS! HE SIBISIETCS B3aMMO3aMEHSIEMBIM.
Ilopsnox ompeneneHuss B3auMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX NPEMapaToB IS
MEIUIIMHCKOTO NpPUMEHEHHS M (QOopMa 3aKIIOYEHHS KOMHUCCHHM SKCIEPTOB
DKCIIEPTHOTO YYPEXKACHUsI O B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX MIPENapaToB
IUIT MEIMIMHCKOrO NPUMEHEHUS MO0 O TOM, YTO JIEKAPCTBEHHBIN Tpernapar
VIS MEOUIMHCKOrO  IIPUMEHEHUs] HE  SBISIETCS  B3aMMO3aMEHSIECMBIM,
ycranaBnuBarored [IpasurenscteoM Poccuiickoit denepanum.

2. Komuccus 3KCIepTOB 3KCHEPTHOTO YUPEKACHHUS AAET 3aKIIOUYEHHUE O
B3aMMO3AMEHSAEMOCTH  JICKAPCTBEHHOTO IIpenapara IS  METUITMHCKOTO

OpUMEeHeHUs: 100 O TOM, YTO JIEKaPCTBEHHBIM MpemnapaTr AJI MEIUIIHHCKOTO



OPUMEHEHHSI HE SBIETCS B3aUMO3aMEHSEMBIM, Ha OCHOBAHUM CJIEAYIOLIHMX
KpUTEPUEB (XapaKTEPUCTHK):

1) SKBUBaJIEHTHOCTH (s O0M0aHAIOTOBEIX (6momo100HKIX )
JIeKapCTBEHHBIX MpenaparoB (0M0aHAJIOrOB) - COMOCTABUMOCTD) KaueCTBEHHBIX
U KOJWYECTBEHHBIX XapaKTEPUCTUK (apMarneBTUUECKUX CyOCTaHIMHA MIIH
COIIOCTaBMMOCTh AHTUI€HHOTO COCTaBa BaKIWH. VICIIOJNB30BaHWE pPa3IMdHBIX
coied, 3¢pupoB, KOMIUIEKCOB, H30MEPOB, KPUCTALIMYECKUX (HOPM H APYTHX
MIPOM3BOAHEIX OJHOTO W TOTO K€ JEHCTBYIOIIETO BEIIECTBA HE SBIAETCH
OPENSTCTBHEM ISl ONpPEAETICHHs B3aUMO3aMEHSEMOCTH  JIEKApPCTBEHHBIX
IpernapaToB, €CAM TpPU TMPOBENECHUM WCCICHOBAHUS OHOSKBHBAIEHTHOCTH
JEKapCTBEHHOIO  Ipemapara  WIM  HCCIENOBAaHUS  TepaleBTUYECKOM
SKBUBAJEHTHOCTU  JIEKAPCTBEHHOTO  Ipemapara  JOKa3aHO  OTCYTCTBHE
KJIMHAYECKH 3HAYUMBIX Pa3nuuuil hapMakoOKuHETHKH M (WiH) 3hPEKTHBHOCTH
1 0€30MIaCHOCTH JIEKapCTBEHHOTO Tpenapara ik MeIUIIMHCKOTO IPHMEHEHHS,

2) 5KBUBAJICHTHOCTH JIeKapCcTBEeHHON (opmbl. Ilom SKBHBaJEeHTHLEIMH
JEeKapCTBEHHBIMU (OpMaMM IIOHHMAIOTCS Da3HBIE JIEKAPCTBEHHBIE (OPMEL,
MMEIONINE OJUHAKOBEIE CIIOCOO BBEJCHUS M CIIOCOO MPUMEHEHHs, 00/1a1al0MIie
COIOCTaBUMBIMH hapMaKOKHHETHIECKUMHU XapaKTEPUCTUKAMHU %}
($hapMaKOJOTHUECKAM JEUCTBUEM U OOECIECUMBAIOINUE TAaKKE TOCTHKEHHE
HeoOX0AMMOro KIMHHYecKoro 3ddekra. Paznuums nexapcTBeHHBIX (GopM He

ABJIAOTCA [pEeOATCTBUCM A1 ONpCICICHNA B3aMMO3aMEHACMOCTH



JEKapCTBEHHBIX  MpemapaToB, €CIM TpPH  TPOBEACHHH  HCCICIOBAHMUSA
OMODKBUBAJICHTHOCTH  JIGKAPCTBEHHOTO  Ipemapara WIM — HCCIIEeNIOBaHUS
TepaleBTUYECKON HKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO IIpenapara JIOKa3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX paznuuuii (apMakOKMHETUKH H (WJIH)
apdeKTUBHOCTH U  0€30IIaCHOCTH  JIEKApCTBEHHOIO  Tpermaparta s
MEIUIMHCKOTO IPUMEHECHHUS;

3) SKBUBAJIEHTHOCTh WJHM COHNOCTABHMOCTH COCTaBa BCIIOMOTATEIbHBIX
BEIIECTB JEKAPCTBEHHOTO Ipenapara Uil MEIUIMHCKOTO0 IPUMEHEHHS.
Pazmuuust cocTaBa BCIOMOTATENBHBIX BEIIECTB JIEKAPCTBEHHOIO IMperapara He
SBIASIOTCS  MPENSATCTBUEM ISl ONpPENENIEHUS  B3aWMO3aMEHSEMOCTH
JeKapCTBEHHBIX  [penapaToB, €CIM TNpH TPOBEACHUU  HCCIEAOBAHUS
OMOADKBUBAJIEHTHOCTH  JIEKAPCTBEHHOIO  MpemapaTa WO  HCCIeI0BaHHUSA
TEpaneBTUIECKON OSKBUBAIEHTHOCTH JIEKApCTBEHHOTO TMpenapara JOKa3aHo
OTCYTCTBHE KIMHUYECKM 3HAYMMBIX pa3znuuuii (apMakOKMHETUKH U (MJIH)
3ppexTUBHOCTY W 0O€30MaCHOCTH  JIEKAPCTBEHHOTO  Mpemaparta s
MEAULIUHCKOTO NpuMeHeHus. 1Ipu Haluuuy KIMHUYECKH 3HAYUMBIX pa3Iuduii
bapMakOKUHETUKU U (uiH) 3PPEeKTUBHOCTH M OE30HACHOCTH JIEKAPCTBEHHOTO
mpenapara Ul MEAMLIMHCKOIO  NPUMEHEHHS  B3aUMO3aMEHSICMOCTh
OTpeNiesIeTCs ¢ yKa3aHUEM Ha UCKIIIOUEHHE OTIENbHBIX TPYIIN MalMeHTOB;

4) UAEeHTUYHOCTD crioco0a BBEIEHHUS U CII0c00a MPUMEHEHNS;

5) COOTBETCTBHE NPOU3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA TPEOOBAHUIM
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OpaBWII HAJJIEKAILEN IPOU3BOICTBEHHON TPAKTHKH.

3. Onpenenenue B3aMMO3aMEHSIEMOCTHU BOCIIPOM3BEIEHHBIX
JIEKapCTBEHHBIX IIpenapaToB sl MEIULIMHCKOTO NPUMEHEHMS, YKa3aHHBIX B
yactu 10 crareu 18 Hacrosimero ®enepanbHOTO 3aKOHA, OCYIIECTBISETCS Oe3
HEOOXOAMMOCTH JOKa3aTeIbCTBA X OMOIKBUBAIEHTHOCTH.

4. Oco0eHHOCTH ONpeeNieHNs] B3aMMO3aMEHIEMOCTH OHOJOTHUECKHX
JIEKapCTBEHHBIX MpenapaTroB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX TPENapaToB
(comepxamux KOMOMHAIMIO JBYX M Ooyiee JEHCTBYIOIIMX BEIIECTB),
JEKapCTBEHHBIX  IIpenaparoB Ul HapeHTepalbHOr0  NUTAHUA |
HEJT03UPOBAaHHBIX JIEKAPCTBEHHBIX IpenaparoB YCTaHABIUBAIOTCSI
IIpaButensctBOM Poccuiickoit denepanuu.

5. OnpeneneHyue B3aUMO3aMEHIEMOCTH HE OCYIIECTBIISIETCS B OTHOIIICHUHN
JEKapCTBEHHBIX PACTUTENIBHBIX MPENapaToB, TOMEONATHIECKUX JEKAPCTBEHHEIX
IIPenaparos.

6. DopMHpOBaHHME  IIEpEYHS  B3aUMO3aMEHSIEMBIX  JIEKAPCTBEHHBIX
OpernapaToB A MEAMLIUHCKOTO IPUMEHEHMS OCYIIECTBIIETCA DKCIEPTHBIM
YVUpEKICHUEM IIOCPEACTBOM OOBEAMHEHUS JIEKapCTBEHHBIX MNpPENapaToB B
OTHENbHblE TIpPYNIBI, B KaXIOW M3 KOTOPHIX JIEKapCTBEHHBIC Ipenapathl
ABIISIOTCS B3aMO3aMEHSEMBIMHU.

7. B ciydae BKIFOYECHHUS B HHCTPYKIUIO IO MEIUITUHCKOMY IIPUMEHEHUIO

JCKApCTBCHHOI'O IIpE€riapata Ha OCHOBAHHMHU PE3YIbTATOB COOTBECTCTBYIOIIMX
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UCCIIEOBAHUM TOKa3aHUN MJi1 IPUMEHEHUs,  KOTOpBIE OTIUYAOTCS OT
MOKA3aHWH IS TPUMEHEHHS IPYTHX JIEKAPCTBEHHBIX IMPENapaToB W3 TIPYIIIIEI
B3aMMO3aMEHSIEMBIX JIeKapCTBEHHBIX IpenapaToB, B nepeyHe
B3aMMO3aMEHSIEMBIX  JICKapPCTBEHHBIX  INpPENapaToB Uil  MEIUIIMHCKOTO
IPUMEHEHUS T0JKHA OBITh YKa3aHa COOTBETCTBYIOIIAS HHQOpMAITHS.

8. Ilepederp B3aMMO3aMEHSIEMBIX JEKAPCTBEHHBIX IIPENaparoB s
MEIUITMHCKOTO TPUMEHEHUS pa3MeIlaeTcs YIOJHOMOUYEHHBIM (enepaabHbIM
OpraHOM UCIOJHUTENBHOM BIIACTH, OCYLIECTBISIONIMM  T'OCYAapCTBEHHYIO
PETUCTPAIIHIO JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO IPUMEHEHHS, Ha
cBoeM odunmaibHoM caiite B cetn «MHTepHeT». WHbDOpMamus B nepeune
B3aMMO3aMEHSIEMBIX  JIEKAPCTBEHHBIX  IPEMapaToB IS  MEIUIIMHCKOTO
IIpUMEHEHUS OOHOBJISIETCS YKa3aHHBIM (benepanbHbIM OpraHoM
UCIIOJIHUTENHHOH  BJIACTM € YY4€TOM  HOBBIX  3apErHUCTPHUPOBAHHBIX
JEKapCTBEHHBIX MpermapaToB s MEAUIMHCKOTO MPUMEHEHHS W BHECCHHBIX
U3MEHEHUH B JOKYMEHTHI, COJEpallyMecss B PErHCTPAIlMOHHBIX JOChE Ha
3apETUCTPUPOBAHHEIE  JIGKAPCTBEHHBIE  Npemapatbl sl MEIUITMHCKOIO
PUMEHEHUS.

9.Illopsnok MCHOMB30BaHUS HHGOPMAIMM O  B3aMMO3aMEHIEMBIX
JIEKapCTBEHHBIX Iperaparax Ui MEIUIMHCKOTO MPUMEHEHHS U MOPAIOK JTauu

paB’bHCHCHI/Iﬁ IO BOIPOCAM B3aHMMO3AMCHACMOCTH JICKAPCTBCHHBIX IIPEHaparoB
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UIS  MEJMIMHCKOTO  OPHMEHEHHUS  YCTaHaBIMBAIOTCA  [IpaBUTEIBCTBOM
Poccuiickoit @eaepanuu.»;

8) craTsio 30 momomHuTh actamu 1° i 1° CJIEIYIOIIETO COJIEPKAHUS:

«1*. VionsoMoueHHbI (eaepatbHE Oprad HCIOTHHTEIBHOM BIACTH C
yU4eTOM  pe3yibTaToB  (papMakoHaa30pa U  NPOBEPOK  COOTBETCTBHS
JEKapCTBEHHBIX  CPEACTB, HAaXOJAIIMXCSI B  TpPakKIaHCKOM  00OpoTe,
YCTaHOBJICHHBIM TPEOOBaHMAM K MX KaueCTBY B TEUEHHE JCCATH PabOdMX IHEH
CO JIHS TOCTYIJICHHS COOTBETCTBYIOIIEH WMHGOpPMALMU pa3sMeIlacT Ha CBOEM
odunHaTEHOM caiite B ceTu «IHTEepHET» CBEACHUS O HEOOXOAUMOCTH BHECEHNUS
B MHCTPYKIMIO 110 MEAMIMHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOrO Iperapara
W3MEHEHHII B OTHOILIEHMH CBEICHUM O IOKa3aHWSAX i1 TNPUMEHEHHS U
IPOTHUBOIIOKA3aHUAX  JJI1  TIPUMEHEHHUs  JICKapCTBEHHOro  Iperapara,
BBISBJICHHBIX TMOOOYHBIX  JEHCTBUAX, HEXENATENbHBIX PEAKIUAX IIPH
IPUMEHEHUH JIEKApCTBEHHOrO0 IMpemnapaTa W YBEAOMIIAET 00 OTOM B
QIEKTPOHHOU (opMe WM NUCBMEHHOW (opme (Ha OyMaKHOM HOCHTEE)
JeprKaTeNs WK BIaJenbla perucTpaluoOHHOIO YAOCTOBEPEHHS JIEKAPCTBEHHOT'O
mperapara (WIM YIOJHOMOYEHHOE MM JIPYroe IOpHIMYECKOE JIMIO), a TaKKe
aepxkareae — WIM  BJIAJENBLIEB  PETUCTPAIMOHHBIX  YIOCTOBEPCHHIA
JeKapCTBEHHBIX  IpenapaTtoB (MM YIOJHOMOYEHHBIX HMH  JIPYIHX

HOPHIANYCCKUX JII/III), KOTOPBIC ABJIIOTCS B3aHMMO3aMCHACMBIMH.
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1°. JlepxaTeds WM BHAZENell PETHCTPAIHOHHOTO  YIOCTOBEPEHHS
JEKapCTBEHHOTO0  Tperapara, a Takke JepXkareld WIA  BJaJeablbl
PETUCTPAIIMOHHBIX  YAOCTOBEPEHUH  JEKapCTBEHHBIX  IpenapaToB  (Wid
YIIOJHOMOYEHHBIE HMU JPYTUE IOPUAMYECKHE JIMIA), KOTOPBIC SBISIOTCA
B3aMMO3aMCHSIEMBIMH,  00si3aHBl  MPEACTaBUTh B YIOJHOMOYECHHBIN
deaepanbHBIi  OpraH HWCIOJHUTEIBHOM BJIACTH 3aBICHUS O BHECEHHH
N3MEHEHUM B JIOKYMEHTHI, COJEPKAIIUECSd B PETHCTPAIMOHHBIX JOCHE Ha
3apETHCTPUPOBAHHBIE  JIEKAPCTBEHHBIE  IpenapaTsl sl  MEIHUIMHCKOIO
NpUMEHEHHUS, B OTHOIIEHHWM CBEICHHI, YKa3aHHBIX B MHCTPYKLUH IIO
MEIUITUHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHBIX IIPENapaToB, B TEUEHHE COPOKa
pabounx mHEH co THS pa3MeIeHHs] YIOJHOMOYEHHBIM (eepabHBIM OpPraHOM
UCTIOJHUTEIFHON BIAacTH WHGOpPMAIMK, YKa3aHHOW B YacTH 1* nacrosmeit
ctath. JlanHHOE€ TpeOOBaHME HE pPACIPOCTPAHSIETCS Ha CIydad BHECCHMS B
HHCTPYKIHIO TI0 MEIUIIMHCKOMY MPUMEHEHUIO JEKapCTBEHHOTO Ipenapara
W3MEHEHHI B OTHOINIEHUHM HOBBIX MOKA3aHUW JJI1 NPUMEHEHUS JIEKAPCTBEHHOTO
IIpermapara Ha OCHOBaHUHU PE3yJIbTATOB COOTBETCTBYIOLIUX UCCIEI0BAHUN.»;

9) crarbio 32 MOMOJHUTH MYHKTOM 11 creayroniero coaep xaHus:

«11) ycTaHoBJIeHHOM 4acThlo 6 crtateu 65 Hactosmero denepaibHOrO
3aK0HA.»;

10) B nynkre 1 wactu 1 crateu 33:

a) IMOJIIYHKT «ID» JOIIOJHUTE CIIOBAMHU (((,ZIJISI JEKapCTBCHHBIX IIpCIIapaToOB

JJI MEJJUITHHCKOT'O IIpI/IMeHeHI/ISI)));
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0) MOJIMYHKT «p» JOIIOJIHATE CI0BaMU «(JI1 JIEKapCTBEHHBIX NIPENapaToB
JUTSE METUITAHCKOTO TPUMEHEHUA )»;

B) HOJANYHKT «(» MPU3HATH YTPATUBIINAM CUITY;

11)B crathe 36 BTOpPOE MPEMIOKEHHE W3JIOKUTH B CIEAYIOLIEH
penakiun: «3aKII0UeHNe KOMHUCCHM JKCIEPTOB JKCIEPTHOTO YUPEKICHHSA O
B3aMMO3aMCHICMOCTH  JICKAPCTBEHHBIX IPENapaToB Jii  MEAUIMHCKOTO
OpAMEHEHHs MO0 O TOM, 4TO JIEKAPCTBEHHBIM IIpernapar ALl MEAMLIHUHCKOIrO
OPUMEHEHUS HE SBISETCS B3aHMMO3aMEHSIEMBIM, MOXeET ObITh 00’KaJ0BaHO
Jep)KaTeieM — WIM  BJIAJeNbIEM  PETHCTPAllMOHHOTO  yIOCTOBEPEHHS
JIeKapCTBEHHOTO HperapaTta B YIOJHOMOYEHHBIN (enepanbHBId  Opras
HCIOJIHUTEIIBHOW BIACTH, KOTOPHIN NPHUBIEKAET K PACCMOTPEHHUIO YKa3aHHOM
’KaJIOOBI TTO/IBEIOMCTBEHHBIE €My HAay4HBIE OpraHM3alMd U 00pa3oBaTE/IbHBIE
OpraHu3aIy BEICIIEro 00pa3oBaHus, OCYHIECTBISIONINE AEATENHHOCTD B chepe
oOpalleHust JEKAPCTBEHHBIX CPENCTB.»;

12) crarbio 47 JOTOMHUTH YaCThIO 3! CIEYIOLIETO COAEPKAHUS:

«3'. lomyckaercs BBO3 B Poccuiickyro ®enepaiuio KOHKPETHON MapTHH
HE3apETUCTPUPOBAHHBIX JIEKapCTBEHHBIX penapaTos, COIEpKAIIHX
HAPKOTUYECKHE CpPEACTBa MJIM IICUXOTPOIIHBIE BEIIECTBA, B IIOPAIKE,
ycranoBieHHoM IlpaBurensctBoM Poccuiickoii ®Denepauuu, Ui OKa3aHMs
MEIUITMHCKON MMOMOMIM IO >KU3HEHHBIM ITOKA3aHUSAM KOHKPETHOIO IManKEHTa

WM TPYNNbl TAIMEHTOB B Cllydae, €ClId HMeEeTcs pelleHue BpadeOHOH
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KOMHCCHHM  MEIUIMHCKOM  opraHu3aimMd O  Hed(DPEeKTHBHOCTH  WJH
HEBO3MOKHOCTH  ITIPUMEHEHUsS Yy  KOHKPETHOTO  TMalMeHTa  MHBIX
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX NIPENApaToB, B TOM UYUCIE COAEPKAIUX
JIpyrue AEHCTBYIONIME BEIIECTBA, U 0 HEOOXOJMMOCTH BBO3a ONPEAEIEHHOTO
HE3apEeruCTPUPOBAHHOTO JIEKAPCTBEHHOTO IIpernapaTa € YyKa3aHHEM €ro
MEXKTYHAPOTHOTO HEMaTEeHTOBAHHOTO (nm XUMUYECKOTO, WIN
IPYIITHPOBOYHOr0) HAUMEHOBaHUA, (OpMBI BEIIyCKa M KouudecTBa. [lepeueHs
3a00JIeBaHKI M COCTOSIHUM M COOTBETCTBYIOUIUX JEKAPCTBEHHEIX IIPENapaTroB,
COJICpKAIUX HAPKOTHUYECKHE CpPEeACTBA M ICUXOTPOIHBIE BEILIECTBA, B IENAX
OCYILECTBICHHS X BBO3a B COOTBETCTBUHM C TPeOOBaHUSMHU HACTOSIIEH 4acTh
YIBEPXKIACTCsA YIOJIHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTEIBHOU
BJIACTH.»;

13) craThio 48 HOTMOJHUTE IMYHKTOM 6 CIEAYIOIETO COACPKAHNUS:

«6) rocyIapCTBCHHBIE YHHTAPHBIE NPEANPUATHSA, HUMYIIECTBO KOTOPHIX
HaXOAMUTCA B (emepanbHOi COOCTBEHHOCTH, ompejaenseMbie I[IpaBUTEIsCTBOM
Poccuiickoii ®eneparuu, B yactu BBo3a B Poccuiickyro Denepaiuio
HE3apErUCTPUPOBAHHBIX JEKapCTBEHHBIX IIpenaparTos, COJIepKaIuX
HApKOTHYECKHE CpPEACTBa WIM IICUXOTPOIIHBIC BEIIEeCTBAa, M OKAa3aHHS
MEIMIIMHCKON TOMOIIM 10 KU3HEHHBIM IOKa3aHUSIM KOHKPETHOTO MalleHTa
MM TPYIBI MAIHEHTOB B COOTBETCTBHH C HACTHIO 3' cTaThd 47 HACTOSIIErO

(DejlepaJIBHOFO 3dKOHa.»,
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14) B wactu 9 crateu 52' mocime ciios «KOHKPETHOTO TMalMEHTa»
JOTIONHUTH CJIOBAaMH  «WJM TPYIIEl MAallUEHTOBY», CJIOBAa «YacThl0 3
cTatbu 47» 3aMEHHTD CIIOBAMH «4acTsaMu 3 1 3' cratei 47»;

15)B  nynkre 10 crarem 60 cioBa  «GKU3HEHHO  HEOOXOJIUMEIE
U BaKHEHIIIHe JI€KapCTBEHHBIE npernaparh» 3aMEHHTh CJI0BaMH
«JIEKapCTBEHHBIC  Tpemaparbl, BKJIIOYEHHBIE B  MEpeueHb  JKHU3HEHHO
HE00XOIUMBIX U BaXXHEHUIINX JEKAPCTBEHHBIX IPEIapaToBy;

16) myHKT 5 yactu 2 cratbu 62 mocie CloBa «IeHa» IOMOJHUTE CIOBAMU
«Ha JIEKapCTBEHHBIN Mpemnapar»;

17) B cratbe 63:

a) B HAUMEHOBAHHUHU CIIOBA «JJIS MEAULMHCKOTO IPUMEHEHUS» 3aMEHHUTH
CJIOBaMH «, BKJIFOUCHHBIEC B NIEPEUEHb KU3ZHEHHO HEOOXOAUMBIX M BaKHEUITTUX
JIEKaPCTBEHHBIX IPErapaToBy;

0) B yactu | mocne CloB «pasMepsl PO3HUYHBIX HaT0ABOK K (PaKTUIECKUM
OTIYCKHBEIM II€HaM» JIOMIOJIHUTH CoBaMH «(0e3 yuera Hajlora Ha 100aBICHHYIO
CTOMMOCTE)», CJIoBa «(denepaabHbIM OpPraHOM UCIOJHUTEIBPHOW BJIACTH,
YIOJHOMOUYEHHBIM  OCYIIECTBISTH HPAaBOBOE PETYIMPOBAHHE» 3aMEHUTH
CIIOBaMH «yIOJHOMOUYEHHBIM (peepaIbHbIM OPraHOM KCIIOTHHTEIBLHOR BIACTH,
OCYIICCTBIISIFOIIUM (PYHKIIUU TIO0 MPUHATHIO HOPMATUBHBIX NPABOBBIX aKTOB U

KOHTPOJIIO 3a CO6JHOIL€HI/I€M 3aKOHOAATCIILCTBAY,
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B) 4acTh 2 U3J0KHUTH B CIEAYIOIIEH peaaKLIMN:

«2. Opraauzany OINTOBONH TOPIOBJIH JIEKAPCTBEHHBIMU CPEACTBAMHU,
anTeYHbIC OpraHU3allud, WHAMBUAYAJIbHBIE NPEIIPUHUAMATENN, HWMEIOIINE
JUICH3UI0 Ha (hapMaleBTUYECKYIO NIeATEIbHOCTh, MEAUIIMHCKUE OpraHU3aluH,
UMEIOIITE JUIEH3UIO Ha (apMaleBTUIECKYIO NEeATEeIbHOCTb,
u  ux o00ocobjeHHBIE ToapazgencHust (amOyiatopuu,  QeJbaIIepcKue
U (QeNbIIepcKo-aKymepCKue MyHKThI, EHTPhI (OTAeNeHns) o01ell BpauebHoi
(ceMeHOM) MPaKTUKH), PACHOJOKEHHBIE B CEJIbCKUX HACEIEHHBIX IYHKTaX,
B KOTOPBIX OTCYTCTBYIOT allTeYHBIE OPraHU3alliH, OCYIIECTBISIOT PEATU3aIII0
JEKApCTBEHHBIX  IIPENapaToB, BKIIOYEHHBIX B  IEPEYEHb  IKU3HEHHO
HEOOXOMMMBIX ¥ BaKHEUIIMX JEKapCTBEHHBIX NPENaparoB, MO IIeHaM, KOTOphIE
(bOpMUPYIOTCS B COOTBETCTBUH C MOPSIKOM, YCTAaHOBICHHBIM [IpaBuTenscTBOM
Poccuiickoii ®enepanun, W ypoBEeHb KOTOpPHIX (0e3 ydera Hajora Ha
n00aBIEHHYI0 CTOMMOCTh) HE JIOJDKEH TIPEBBIIATE CyMMY (haKTHUECKOH
OTITYCKHOW  IIEHBI, YCTAHOBJIEHHONH  IPOU3BOJIUTEIEM  JIEKAPCTBEHHOTO
npernapara, HE HPEBBIIAOIIEH 3apEruCTPUPOBAHHON 15805
MEPEPETUCTPUPOBAHHON  MPENENbHOW  OTIIYCKHOM ILIEHBI [POU3BOAUTENS
(ra Jgaty peamu3alMd  JIEKAPCTBEHHOTO Ipenapara IIPOU3BOJUTEIEM),
W pa3Mepa ONTOBOM HamOaBKU | (WIM) pa3Mepa pO3HWUYHON Han0aBKH,

HE NPECBBIMIAIOINHUX COOTBCTCTBCHHO pPasMcEpa HpCI[CJIBHOﬁ OIITOBOM HaI[6aBKI/I
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U (WaM) pa3Mepa IpeneiabHON pO3HUYHOM Haa0aBKW, YCTaHOBJIEHHBIX
B cyObekTe Poccuiickoit depepaunu.y;

I') 4aCTh 3 U3JIOKUTH B CIEAYIONICH pEAAKINN:

«3.Opranpl  UCHOJHUTENBHOM  BhHacth  cyObekToB  Poccuiickoit
Gepeparuu pa3mernator B cetm  «UHTepHer»  uHbopmanmuo 0
3apErHCTPUPOBAHHBIX [PEAEIBHBIX OTIYCKHBIX II€HAaX IPOU3BOJUTENEH Ha
JleKapCTBEHHBIE ITPenapaThl, BKIIOYEHHbIE B IEPEUCHb JKU3HEHHO HEOOXOIMMBIX
¥ BOKHEUINWX JIEKAPCTBEHHBIX MpEnaparoB, 00 YCTAHOBIEHHBIX B CyOBneKTe
Poccutickoit deneparum NpeaenabHBIX pasMepax ONTOBBIX HAN0aBOK U (MJIN)
IpeleNbHBIX ~ pa3Mepax  PO3HHYHBIX  HAA0aBOK K  YCTaHOBJICHHBIM
IPOU3BOJUTEIIMH JIEKAPCTBEHHBIX IMpernaparoB (PaKTHUECKUM OTIYCKHBIM
IIEHaM Ha JIEKAPCTBEHHBIE IIpeNaparsl, BKIIOYECHHBIE B IIE€PEUEHb JKU3HEHHO
HEOOXOIMMBIX M BRXXHEUINIMX JEKApCTBEHHBIX NPENapaToB, a TAKXKE O CyMMe
3apETUCTPUPOBAHHBIX IMPEACIBHBIX OTIYCKHBIX LEH NPOU3BOAWTENEH Ha
JieKapCTBEHHBIE MTpernapaThl, BKIIOUEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX
U BAOXKHEHINIMX JIEKapCTBEHHBIX IIPENapaToOB, YCTAHOBJICHHBIX B CYOBEKTE
Poccuiickoii ®enepanuu NpenenbHBIX  pa3MEpPOB  ONTOBBIX HaA0AaBOK U
IIPEIEIbHBIX pasMepoB PO3HUYHBIX Haa0aBOK 15§ Hajora
Ha 7J00aBIEHHYI CTOMMOCTh. MHdopmanus, npenycMOTpeHHas HacTOSIIeH
4acThi0, JOKHA HAaXOAMWTHCA TAKKE B aNTEYHBIX OpraHU3allusiX B JOCTYITHOH

AJId  BCCX 3aHHTCPCCOBAHHBIX JIMIT Q)opMe U OOHOBIATHECS MO MEpE €€
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pasMelIeHUsl OpraHaMH UCIOJHUTEIBHOW BiacTH CyOBEKTOB Poccuiickoi
®enepanuu B cetd «IHTEpHET» . »;

1) 4acCTh 4 TIpU3HATH YTPATUBIIEH CHITY;

18) craTeio 65 NONOIHUTH YACTAMHU 5 U 6 CIEAYIOLIETO COACPKAHMS:

«5.B ciiydae HeOpeACTaBIECHMS  AEP)KATEIEM WM BIIaJIEelbIEeM
PETUCTPALIMOHHOTO  YOOCTOBEPEHHs  JIEKAPCTBEHHOI'O  mpemapara  (HMJIu
YIOTHOMOYEHHBIM UM JAPYTUM IOPUAWYECKUM JHMIIOM) B YIIOJTHOMOYCHHBIH
¢denepanpHBIf OpraH UCIOJHUTEIBHOW BIACTH JIOKYMEHTOB (CBEICHHH B
JOKYMEHTax), HeoOXOIUMBIX [JisI IPOBENEHUS KOMHCCHEH OKCIEPTOB
3KCIEPTHOTO  YYPEKIEHUs OKCIEPTU3Bl  PETUCTPAIMOHHOTO JOChEe Ha
JEKapCTBEHHBIN IIpernapar B I[ENdIX ONpeldeleHUs B3auMO3aMEHSIEMOCTH
JIEKapCTBEHHOIO IIpenapara Il MEIUIUHCKOTO NPUMEHEHMs, Tu0O0 B Ciydae
IpeaCcTaBIeHus] JOKYMEHTOB (CBEICHHUH B JOKYMEHTax) B HEMOIHOM 00BeEME,
IPEICTAaBICHUS JOKYMEHTOB, HE COAEPKAIIUX HMCUEPHBIBAIONIETO IEePeUHS
HEOOXOIUMBIX CBEACHWM, WIM IPEACTABICHUS HEAOCTOBEPHBIX CBEICHHUH, a
TaKKe B CIydae HEMpeCTaBIeHNs 3asBIeHIsA, YKa3aHHOTO B gacTy 1° ctarsu 30
Hacrodmero denepalbHOrO 3aKOHA, YIOJIHOMOYEHHBIN (enepansHplii opran
UCHOJHUTEIBHON BIACTH PACCMATPUBAET BONPOC O NMPHUOCTAHOBICHHH HA CPOK
IIECTh MECSIEB INPUMEHEHMs] JAHHOTO JIEKAPCTBEHHOTO TIperapara s

MCIUIIMHCKOI'O IIPUMCHCHH .
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6. B ciydae, ecmu nepsKareneM WIM BJIaJeNblEM pPETUCTPAIHOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOIO Ipenapara sl MEAUIIMHCKOTO MPUMEHEHHS
(MU YIIOJTHOMOYEHHBIM MM APYTUM IOPUAHYECKHAM JHIIOM) B TEUCHHE IICCTH
MECSLEB CO IHA NMPUOCTAHOBJICHUS IPUMEHEHMS JIEKAapCTBEHHOTO Ipernapara
JUIS  MEAMLIMHCKOTO TIPUMEHEHHS HE MNPEICTaBIEHbl B  YIIOJIHOMOYEHHBIH
denepanbHbBlii OpraH WCHOJIHUTENHHON BIACTH JOKYMEHTHI (CBEIEHHS B
JTOKYMEHTax), HeoOXOoAMMble U1 TPOBEACHHS KOMMCCHEH 3KCIEpTOB
DKCIEPTHOIO0  YUPEXKACHMsI OKCIEPTU3bl  PErHMCTPallMOHHOTO  JIOChe Ha
JEKApCTBEHHBIM IMpenapaT B LENsX OIpelNeiieHUus B3aWMO3aMEHSAECMOCTH
JEKapCTBEHHOIO IIpenapara s MEAUIMHCKOTO IPUMEHEHHS, a TAKXKE B ClIydae,
eCII He TIPeICTABIIeHO 3asBeHNe, yKa3aHHOe B acTH 1° cTaThy 30 HACTOSIIETO
denepallbHOTO 3aKOHa, YIOJIHOMOYEHHBIN benepanbHBIH opras
UCIIOJHUTENBHON BJIACTH IPUHMMAET pellieHne 00 OTMEHE TOoCydapCTBEHHOM
pErUCTpaAlMU JAHHOI'O JIEKAPCTBEHHOTO Ipemnapara U O €ro UCKIIOYEHHH U3
rOCYy/IAPCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEJICTB.»;

19) craThro 66 U3NOKUTH B CIACAYIOMIEH peIaKIINN:

«Cratpg 66. HHdopmManus o pe3yabratax (papMaKkoHaa3opa

YHOMTHOMOUEHHBI  (efepanbHbli OpraH WCIOJHUTEIBHOH BIIACTH,
OCYILECTBISIONNN (papMaKkoHaA30p, O €ro pe3yibTaTaM pa3MeliaeT Ha CBOEM

odunmansHOM caiite B cetu «MHTEpHET» HHOOPMAITHIO O:
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1) BBISIBIICHUH HOBBIX MOATBEPKIACHHBIX JaHHBIX O MOOOYHBIX AEHCTBHIX,
HEXENATENbHBIX  pPEaKIUsAX,  CEePbE3HBIX  HEXKEeIaTEIbHBIX  PEeakIusX,
HEMPEABUICHHBIX HEXENATEAbHBIX PEAKIUAX NPU MPUMEHEHUY JIEKAPCTBEHHOTO
npenapara, B TOM YHUCJIE€ BIUSIONIMX HAa OTHOIICHHUE OXXHUIAeMOW MOJB3Bl K
BO3MOKHOMY PUCKY IPUMEHEHUS TAHHOTO JIEKAPCTBEHHOTO MpENapara;

2) IpUHATHIX PENICHUSX O BHECEHWM W3MEHEHWW B MHCTPYKIHIO TIO
IIPUMEHEHHIO JICKAPCTBEHHOI'O Ipenapara, O HPUOCTAHOBJICHUH NPUMEHEHUS
JEKapCTBEHHOrO IIperapara, 00 H3BITHH U3 OOpameHUs JeKapCTBEHHOTO
nperapaTa Wi 0 BO30OHOBIEHUH MPUMEHEHHUS JIEKAPCTBEHHOTO Npernapara.y.

Cratbs 2

Buectu B crateio 3 depepanbHOro 3akoHa oT 22 nexabps 2014 ropa
No 429-03 «O BHecenuu m3MmeHeHuit B deaepanbHpiit 3akoH «O06 oOpaieHun
JgexapcTBeHHBIX  cpenctBy  (Cobpanme  3aKOHOAATENLCTBA  PoccHiicKoi
Deneparun, 2014, No 52, ct. 7540; 2015, Ne 29, c1. 4367; 2016, Ne 27, c1. 4283)
CIeIyIOIIe U3MEHEHUS:

1) yacTe 3 mpU3HATH yTpaTUBIICH CUITY;

2) B yacT 6 BTOPOE NPEII0KEHUE UCKITIOUUTD.

Crarba 3

1.B OTHOmEHUM IEKApCTBEHHBIX IIPENapaToB IJd MEIULIUHCKOIO
NpUMEHEHHs,, OpPU3HAHHBIX  B3aMMO3AMEHSIEMBIMM B IIpollecce  UX

FOCY}I&pCTBEHHOﬁ perucTpaluid o0 JHA BCTYIUICHHA B CHIIY HACTOAHIETO
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denepaabHOrO 3aKOHA, MMOBTOPHOE OINPENENICHUE MX B3aUMO3aMEHSAEMOCTH He
OCYIIECTBIISIETCS.

2. IlepeueHs B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENaparoB s
MEIMIIMHCKOTO TPUMEHEHHS B OTHOHIEHMM pe(epeHTHBIX JeKapCTBEHHBIX
npenaparoB s MEIUIMHCKOIO IPUMEHEHHS W BOCHPOM3BEIEHHBIX
JEeKapCTBEHHBIX IpenapaTos I MEIULIHMHCKOTO IIPUMEHEHUS,
B PETHUCTPAIIMOHHBIX J10ChE HA KOTOPBIE MMEKTCS PEe3yJbTaThl UCCIEA0BaHUN
OMOOKBHBAJICHTHOCTH WIIM HCCIEIOBAaHUHI TEPareBTUYECKON SKBHBAJICHTHOCTH
10 OTHOIIEHUIO K pPeQepeHTHOMY JEKapCTBEHHOMY Mpernapary, AODKEeH OBITH
chopMupoBaH (enepasbHbIM T'OCYAAPCTBEHHBIM OIOKETHBIM yUPEKICHUEM 10
IPOBEJCHUIO JKCIIEPTHU3bl JEKApCTBEHHBIX CPEACTB, YKa3aHHBIM B cTartbhe 15
- ®enepansHoro 3akoHa ot 12 ampens 2010 roga Ne 61-@3 «O6 obpamennu
JEKApCTBEHHBIX CPEACTB» (Jajiee - SKCIEPTHOE YUPEXKIEHUE), M pa3MelleH
yIIOJJHOMOYEHHBIM  (eiepajIbHBIM ~ OpPraHoM  HCIIOJIHUTENBHON  BIACTH,
OCYINECTBJSIFOIIMM ~ TOCYAApCTBEHHYX)  PETUCTPALlMI0  JEKapCTBEHHBIX
npenapaToB Ui MEIUIMHCKOTO IIPUMEHEHHs (Jalee - YIOIHOMOYEHHBIN
denepanabHbBI OpraH MUCIONHUTEIBHOM BIACTH), HA CBOEM O(QHIMAIBHOM caiiTe
B cetl «HTepHET N0 1 Mrons 2020 roxa.

3. YnomHOMO4YEHHBIN (enepanbHbli OpraH MCIOJHUTENBHOM BIIACTH
no 1 suBaps 2021 roma ompeaenseT B3aWMMO3aMEHSIEMOCTBH JIEKAPCTBEHHBIX

NpENapaToB Ui MEAMIMHCKOTO NPUMEHEHHUS, KOTOPHIE 3aperuCTPHUPOBAHBI
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OO0 JAHS BCTYIUIGHMSI B CHUIy Hactosmiero @eaepalsHOro 3akoHa W
B3aMO3aMEHAEMOCTh KOTOPBIX paHee He Oblia ompeseieHa, B IOPSIKE,
YCTAaHOBJICHHOM CTaTheH 27! DenepanpHoro 3akoHa ot 12 anpens 2010 roxa
Ne 61-03 «O6 oOpaleHuH TeKapCTBEHHBIX CPEICTBY (B peAaKIMU HACTOSIETO
denepadbHOrO 3aKOHA), 3a HCKIIOYEHWEM JIEKapCTBEHHBIX MPEnapaTos,
YKa3aHHBIX B YaCTH 4 HACTOSIIECH CTaThH.

4. YIOTHOMOYEHHBIM (efepanbHbIi OpraH HWCIOJHUTENLHOW BJIACTH
no 1 smBaps 2021 roma ompenesseT B3aWMO3aMEHSEMOCTb JIEKAPCTBEHHBIX
IpernapaToB JJI MEIUIMHCKOTO MPUMEHEHUS, KOTOPBIe 3apEeTrHCTPUPOBAHBI JI0
JTHS BCTYIUIGHHS B  CWiIy HacTosmero exepandpbHOrO  3aKOHA U
B3aMMO3aMEHIEMOCTh KOTOpPBIX paHee He Obula ompejeieHa, 0e3 ydera
KpUTEPUEB (XapaKTEpUCTUK), YKa3aHHBIX B YacTH 2 CTaThbU 27" denepanbHOro
3akoHa oT 12 anpenss 2010 roma Ne 61-@3 «O06 obpaiieHun JeKapCTBEHHBIX
CpeAcTB» (B pelaKIiy HacTosmero denepaabHOro 3aK0Ha), B OTHOLICHHH:

1) pebepeHTHBIX  JIEKApCTBEHHBIX  IpENapaToB, HMMEIOIUX  OIHO
MEKIyHApOJIHOE HEMATEHTOBAHHOE (MM XUMHUYECKOE, MM TPYNIUPOBOYHOE)
HANMEHOBAHME, SKBUBAJICHTHEIC JIEKAPCTBEHHbBIE (POPMBI U SKBUBAJICHTHBIE (17151
OnoaHaNoroBBIX (OMONONOOHBIX) JEKapCTBEHHBIX IpenapaToB (0M0aHAIOTOB) -
COMOCTaBUMBIE)  KAYECTBEHHBIE W  KOJIMYECTBEHHBIE  XapaKTEPUCTHKH

dapMareBTHIeCKNX CYOCTaHIMM WM CONOCTaBUMBIA aHTUTEHHBIA COCTaB
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BaKIlMH, a TaKKe OJHM W Te K& TOKa3aHWs M MNPOTUBONOKA3AHUS
JUTSL TIPUMCHEHUS;

2) NeKapCTBEHHBIX MPEMapaToB, SBISIONIUXCSA BOCIPOM3BEICHHBIMU B
OTHOIIIEHHH PAa3HBIX B3aUMO3aMEHSEMBIX pe(PEpeHTHBIX JEKAPCTBEHHBIX
nperaparoB,  MMEIOIMHX  OAHO  MEXKIYHapoAHOE  HEMATeHTOBAHHOE
(WIH XMMHYECKOE, WIH TPYIIHPOBOYHOE) HAMMEHOBAHME, BSKBHUBAJCHTHEHIE
JeKapcTBeHHble  (OpMBI UM OKBHUBAJIEGHTHBIE (1  OMOAHANIOTOBBIX
(6romomo0HBIX) TEKAPCTBEHHBIX IMpenaparoB (0M0aHAIOTOB) - COIMOCTAaBUMEIE)
KaUeCTBCHHBIE M KOJWYECTBEHHBIE XapaKTePUCTHKH (hapMaIleBTHICCKUX
CyOCTaHIIMi WM  CONOCTaBUMBI  AQHTUTEHHBIM  COCTAaB  BaKIIMH,
3apEerUCTPUPOBAHHBIX IO pPE3yJbTaTaM MCCIeIOBAaHUN OHOIKBHUBAJICHTHOCTH
WIK HCCIEAOBAHUH TEpareBTHIECKOW 3KBHUBAJCHTHOCTH II0 OTHOIICHHIO K
COOTBETCTBYIOIIUM pehEPEHTHBIM JICKAPCTBEHHBIM IpeTapaTaMm;

3) eKapCTBEHHBIX MPENapaToB, 3aperHCTPUPOBAHHBIX HA OCHOBAHMHU
pe3yJIbTaTOB  HMCCIENOBaHUN  OWOIKBHBAJIEHTHOCTH WM  MCCIICIOBAHUI
TEPaNeBTHIECKOW HSKBUBAJICHTHOCTH IO OTHOINCHHIO K JIGKAPCTBEHHBIM
mpernaparaM, He SBIIOMMMCS pe(QepeHTHBIMU, NpPU YCJIOBUH, UYTO TaKUe
JCKapCTBEHHBIE Mpenaparhl 3aperucTpUPOBAHBI 10 Pe3yabTaTaM UCCIICIOBaHMMA
OMOPKBHUBAIICHTHOCTH WM HCCJICIOBAHUN TepaleBTHYECKON 3KBHBAJICHTHOCTH

10 OTHOIICHHIO K pe)epeHTHOMY JIEKapCTBEHHOMY IIpenapary;
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4) mekapCTBEHHBIX MpernaparoB (3a HCKIIOYEHHEM OHOJIOTHYECKUX
JICKapCTBEHHBIX TpEenaparoB), IMEOIINX OJTHO MEXTyHapOIHOE
HENATeHTOBAHHOE (WM XMUMHYECKOE, WM TPYNIHMPOBOYHOE) HANMEHOBAHHE,
UICHTHYHBIE KAUeCTBEHHBIM COCTaB M KOJUYECTBEHHBINA COCTAB N€HCTBYIOINX U
BCIIOMOTATEIbHBIX BEIIECTB, JIEKAapCTBEHHYIO (opMy, cmocod BBEIEHHS U
croco0 TPUMEHEHUS M 3apErUCTPUPOBAHHBIX MO IHS BCTYILUIEHMS B CHIY
denepanbHoro 3akoHa ot 12 anpenst 2010 roma Ne 61-®3 «O6 oOpawmenun
JIEKApPCTBEHHBIX CPEJNICTBY, C YIETOM Pe3yIbTaToOB (papMaKOHAI30pa U MPOBEPOK
COOTBETCTBHS JICKAPCTBEHHBIX CPEACTB, HAXOISIIUXCS B IPaKJaHCKOM 000pOoTe,
YCTaHOBJCHHBIM TPEOOBaHUAM K UX Ka4ecTBY.

5.B  cmywae  orcyTrcTBHS B PETHCTPAllMOHHBIX  JIOCBE  Ha
BOCIIDOM3BEICHHBIC  JICKAPCTBEHHBIE  TIpeNapaThl,  B3aMMO3aMEHSIEMOCTh
KOTOPBIX HE YCTaHOBJICHA B COOTBETCTBUM C YAacThIO 4 HACTOSIEH CTaTbU U CO
crateeii 27' ®enepamsHoro 3akoHa or 12 ampens 2010 roma  Ne 61-@3
«O0 oOpamieHMH JIEKAPCTBCHHBIX CpPEACTB» (B pENaKkIMU  HACTOSIIETO
denepanbHOro 3aK0HA), 4 TAKKE B PETUCTPALIMOHHBIX 10CHE HA OMOAHATIOTOBBIE
(Onomono0HEIE) JIEKApCTBEHHBIE Mpenaparhl (0MOaHaIOrM) COOTBETCTBEHHO
pe3yapTaToB UCCIICIOBaHUN OMOPKBUBAJIEHTHOCTH, WCCJIETOBAHUN
TEPANEBTHUECKOW OKBHBAJICHTHOCTH 10 OTHOMICHUIO K pedepeHTHOMY
JEKApCTBEHHOMY IIpernapary SKCIEPTHOE YUpexkJIeHHe B LEeSIX OIpeleScHUs

B3aUMO3aMCHACMOCTH JICKAPCTBCHHOI'O 1IpCllapaTa B Tp@XIIHGBHBIﬁ CPOK CO IHA
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oOHapyXeHus OTCYTCTBUS YKa3aHHOU uHbOpMaIUN HarpaBJsieT
COOTBETCTBYIOIIIE CBENEHWS B YINOJHOMOYEHHBLIM denepaibHBIl  opran
UCIOJHUTEIRHON  BJACTH.  YIIOJIHOMOYEHHBIW  QenepanbHBIi  Oprax
HCIIOJIHUTEIHOM BJIACTH B T€UEHHWE TpeX paboumX JHEW co JHS MOCTYIUICHHUS
HHPOPMAITUM  SKCHEPTHOTO  YUYPEKICHHS HAIPABISIET JIEPKATENI0  HIH
BIIQJICNIBIY PETHCTPAllMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO Mpernapara
(MM YIIOJTHOMOYEHHOMY UM JAPYTrOMY HOPHIMYECKOMY JHIy) 3ampoc O
HEOOXOIMMOCTH MPEJCTABICHHUS OTYETOB O PE3yJbTaTax COOTBETCTBYIOLIUX
KIAHUYCCKUX HCCIENOBaHUNA JIEKApCTBEHHOTO Iperapara s MEAUIMHCKOTO
IPUMEHEHUS C YCTAHOBJIEHHBIM OJKCHEPTHBIM  YUPEKICHHEM CPOKOM,
JOCTATOYHBIM JUIS X MPOBENEHUs, HO He Oomee yeM Tpu roxa. [laHnblil 3ampoc
MOXXET OBITh TEepelaH YHIOJIHOMOYEHHOMY HPEACTaBUTENIO JEepiKaTeis WU
BJIQJIENIblIa PETUCTPALIMOHHOTO YIOCTOBEPEHHMsl JIEKApCTBEHHOTO Ipernapara
JIMYHO TI07] PACIUCKY, HAMPaBJIECH MO IIOYTE 3aKa3HBIM MUCHMOM WM NEPENaH B
AIEKTPOHHON (QopMe MO TEIEeKOMMYHHMKAIlMOHHBIM KaHajgaM CBs3u. B ciydae
HATpaBlICHUs] JAHHOTO 3ampoca IO M0YTe 3aKa3HbIM IIMCBMOM OH CUUTAeTcs
TOMYyYEHHBIM MO HCTEUECHUM IIECTH IHEH C JaThl HaIlpaBJICHUS 3aKa3HOTro
MTACHEMA.

6.B caygae oOHapyXeHUSI B HHCTPYKIMSX 110 MEIUIIMHCKOMY
NIPUMEHEHHUIO B3aMMO3aMEHAEMBIX JIEKAPCTBEHHBIX IIPENapaToB pa3iIUuUi B

IMMOKA3aHUAX JIA INMPUMECHCHUA (38 HCKJIIOYCHUEM ITOKA3aHUM 15 IIPUMCHCHUA,
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BKJTIOYCHHBIX Ha OCHOBAHMHU PE3YJIbTaTOB COOTBETCTBYIOIIMX HCCJIEIOBAHUN) U
IPOTHBOITOKA3aHUSX JIJIsl IPUMEHEHHUS DKCIIEPTHOE YUPEXKIECHUE B TPEXTHEBHBIN
CPOK cO 1HA  OOHAapy:KEHHMs  YKa3aHHBIX  pa3IW4ydi  HampasiseT
COOTBETCTBYIOIIME CBEAEHUS B YIOJIHOMOYEHHBIH (eaepaibHbIl  OpraH
UCIIONIHUTEIBHONH  BlacTH.  YNOJIHOMOYEHHBIH  (elepasibHBII  Opras
UCITOJIHUTEIRHON BIACTH B T€UEHHE TpeX paboumx IHEH cO THS MOCTYIICHMS
uHGOPMAMUA  HKCIEPTHOTO  YUPEKACHHUS HAIpaBsIET JEpKATEI0 WU
BJIQJICIBIY PErHMCTPAMOHHOTO YAOCTOBEPEHMs JEKApCTBEHHOI'O IIpernapaTa
(WU YIIOTHOMOYEHHOMY UM JpYroMy IOPHIMYECKOMY JIMIly) 3ampoc O
HE0OXOIMMOCTH IIPUBEICHUSA NIOKa3aHuh I IIPUMEHEHUS 15§
IIPOTHUBOMOKA3aHUM U1 MPUMEHEHHS B HHCTPYKIMH II0 MEIULIUHCKOMY
IIPUMEHEHUIO JIEKAPCTBEHHOIO IMpenapara B COOTBETCTBUE C MHCTPYKLIHEH IO
MEJUIMHCKOMY TPUMEHEHUI0 pedepeHTHOro JEKapCTBEHHOro Npenapara B
CpPOK, HE TPEBHIMIAIOINMNA IIECTH MecAueB. JlaHHBIA 3ampoc MOXKET OBITH
nepenaH YHIOJHOMOYEHHOMY IIPEICTaBUTENO Jep:KaTens WU BlaJenbla
PETUCTPALIMOHHOTO YAOCTOBEPEHUs IEKAPCTBEHHOIO IIpemnapara JHWYHO 0.
pacuucKy, HaOpaBiAeH II0 IOYTE 3aKa3HbIM IIMCBMOM UM IEpEelaH B
NIEKTPOHHON (pOopME IO TEIECKOMMYHUKAMOHHBIM KaHajlaM CBA3U. B ciyudae
HampaBlIeHUs] JAaHHOIO 3ampoca IO MOYTE 3aKa3HbIM IHCHMOM OH CUUTAETCA
MONYYCHHBIM [0 HCTEYEHWM IIECTH IHEU C [aThl HANpaBlIEHUS 3aKa3HOIO

IIMCbMaA.
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7. Ilopsnok obpalieHus: BOCTIPOU3BEIEHHBIX JEKapCTBEHHBIX TIPENapaTos,
OM0aHaIoroBeIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX NpernapaToB (OMOAHAJIOTORB),
VKa3aHHBIX B YacTIX 5 M 6 HACTOAIEH CTaThbd, A0 OKOHYAHMS CpOKa,
YCTAaHOBJICHHOTO YIIOJHOMOYEHHBIM (hefepalbHBIM OPTaHOM HCIIOMHHUTEIbHON
BJIACTH IS TIPOBEACHUS JEpXKaTelleM WIH BIAJENbLEM PETUCTPAMOHHOTO
yIOCTOBEPEHHUS JEKapCTBEHHOTO npernapara UCCIeIOBaHMIA
OMOPKBHBAJICHTHOCTH WJIM TEPANEBTUYECKON YKBUBAIEHTHOCTH 1O OTHOIICHUIO
K pedepeHTHOMY JIEKapCTBEHHOMY Ipemapary Jubo JUiss TpHUBEICHUS
MOKAa3aHUK i1 T[PUMEHEHHS W TNPOTUBOIOKA3aHUMl Ui TNPUMEHECHUS B
WHCTPYKIUH II0 MEIULUHCKOMY TPUMEHEHHIO0 JIEKaPCTBEHHOTO Ipernapara B
COOTBETCTBHE C MHCTPYKIIMEH MO MEIULIMHCKOMY IIPUMEHEHUI0 pedepeHTHOro
JIEKapCTBEHHOTO Iipenapara, ycraHaBiuBaeTcs llpaBurensctBoMm Poccuiickoit
denepanun.

8. Jlomyckaercs ~ NpUMEHEHME B  MEOUIMHCKUX  IENIX  He
3aperucTpupoBaHHBIX B Poccuiickoii denepanyy JIEKapCTBEHHBIX MIPENapaToB,
CONIEpKAIUX HAPKOTUYECKHE CPEACTBA MJIM TICUXOTPOIIHBIE BEIIECTRA,
BBE3CHHBIX B Poccniickyro defiepanuio B COOTBETCTBHH ¢ 4acThio 3' craTbu 47
®enepansHoro 3akoHa oT 12 ampens 2010 roma Ne 61-®@3 «O6 obpamennn

JCKAPCTBCHHEIX CPEACTB.
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Cratba 4

1. Hacrosmuii ®enepanbHbld 3aKOH BCTyllaeT B cuiay ¢ 1 mapra
2020 roga, 3a HCKJIIOUYECHUEM IOJOKEHUM, I KOTOPBIX HACTOSIIEH CTaTheH
YCTaHOBJICH HHOM CPOK BCTYILIEHUS UX B CHILY.

2. ITynkTel 9 u 18 ctareu 1 Hacrosmero denepanbHOrO 3aKOHA BCTYIIAIOT
B cuny ¢ 1 suBapst 2023 roga.

3. IMonoxenus 9acTd 3' craTeu 47, nynkra 6 crarbu 48 denepasbHOrO
3akoHa oT 12 ampens 2010 roma Ne 61-03 «O6 obpaniennu JIeKapCTBEHHBIX

cpencTsy mpuMeHstoTes 10 31 nexabps 2023 roxa.

B.IlyTtun

Mocksa, Kpemnb
27 nexabps 2019 roga
Ne 475-®D3



