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006 yrBepkaennn
Ilopsiaka NpHOCTAHOBJICHUS NPUMeHEHHsI
JIEKAPCTBEHHOT0 NMpenaparta A MeJHIHHCKOro NPpHMeHEHH s

B cootBercTBUM ¢ YacThlo 7 crathbu 64 u cratheir 65 PenepalbHOrO 3aKOHA
or 12 anpens 2010 r. Ne 61-®3 «O6 obpamienny nexapcTBeHHBIX cpencTB» (Cobpannue
3akoHoaarenscTBa Poccuiickoit ®enmeparyu, 2010, Ne 16, ct. 1815; 2014, Ne 52, ct. 7540;
2018, Ne 24, cr. 3407) u moamynktoM 5.2.173 TlomoxxeHus o MuHuctepcrse
sapaBooxpanenus  Poccuiickoit ~ Depepaium, YTBEpXXICHHOIO  IOCTAHOBIEHHEM
IMpasurensctBa Poccuiickoit @exeparmuu ot 19 umrons 2012 r. Ne 608 (Cobpanue
3aKoHoaTenbcTBa Poccuiickoit @eneparmu, 2012, No 26, cT. 3526; 2013, Ne 16, ct. 1970;
Ne 20, c1. 2477; Ne 22, ct. 2812; Ne 33, c1. 4386; Ne 45, ct. 5822; 2014, Ne 12, c1. 1296;
Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, c1. 4969; 2015, No 2, ct. 491; Ne 12, cr. 1763;
Ne 23, ct. 3333; 2016, Ne 2, ct. 325; Ne 9, ct1. 1268; Ne 27, ctr. 4497; No 28, ct. 4741;
Ne 34, c1. 5255; Ne 49, ct1. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202; Ne 37, ct. 5535;
Ne 40, cr. 5864; Ne 52, ct. 8131; 2018, Ne 13, cT. 1805; Ne 18, c1. 2638; Ne 36, ct. 5634;
Ne 41, c¢1. 6273), npUuKa3 Bl Balo:

1. VrBepoure  mpunaraembli  Ilopspox  IPHOCTAHOBIEHHS — IPHUMEHCHHS

JICKAPCTBCHHOIO IIpenapara JJist MEAULHHCKOIO IIPAMCHECHHA.
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2.Ilpu3HaTe yTpaTHBUIMM CHIy IpuKa3 MUHHCTEpCTBA 3/1PaBOOXPAHEHHSA
¥ coLHaNbHOro pasBuTHA Poccuiickoii @enepamuy ot 26 asrycra 2010 r. Ne 758H
«006 yrBepxnenuu llopsaka MpUOCTaHOBIECHNUS IPUMEHEHHUS JIEKAPCTBEHHOTO Ipenapara
I MEIUIUHCKOro TpUMEHEeHHs» (3aperucTpupoBaH MHUHHCTEPCTBOM  IOCTHLMH

Poccuiickoii ®enepanuu 31 asrycra 2010 r., peructpanuonnsii Ne 18325).

|
\
MunucTp W o B.H. CksopuoBa
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VTBEPX/EH

nprikazoM MHHHUCTEPCTBA
3[IpaBOOXpaHEeH M
Poccuiickoit ®enepanuu
oT «14» Hos0ps 2018 r. Ne 777n

Iopsanox
NPHOCTAHOBJIEHHNA NIPHMEHEHHS
JIEKAPCTBEHHOI0 Npenapara JJisi MEAHIHHCKOT0 NPHMEHEHHSA

1. Hacrosmuii MNOpPAAOK MPHOCTAHOBJICHUS IPHMEHEHHUS JIEKapCTBEHHOTO
nperaparta s MeIUIMHCKOro IPHMEHEHHUS ONpee/seT NpaBuila NMPHOCTAHOBICHUA
IpAMEHEHHs JIeKapCTBEHHOIo Mpenapara O  MEIUUHMHCKOro  MPHMEHCHHS,
Haxojgmerocs B oOpalieHWd Ha Tepputopuu Poccuiickoit Penepauuu (manee —
JeKapCTBEHHBIH Mpemnapar).

2. B coorsercTBuu co cratheil 65 ®emepanpHoro 3akoHa oT 12 ampens
2010 r. Ne 61-®3 «O6 obpaleHnH IeKapcTBEHHBIX cpeAcTB» (manee — DenepanbHbIi
3akoH Ne 61-®3) ocHOBaHMAMH IJii PAcCCMOTPEHMs BOIPOCA O MPHOCTAHOBJIEHHU
IIpUMEHEHMS JIEKapCTBEHHOIO Ipenapara ABISI0TC:

1) monyyenre wuHGOpPMALUU O HEKENATEIBHBIX PpEaKUMAX IpH TNPUMEHEHHH
JIeKApCTBEHHOTO IMperapara, HE YKa3aHHBIX B MHCTPYKIMH I10 NPHUMEHEHHIO
JIEKAPCTBEHHOTO TIpEmapara, Cepbe3HbIX HeXelaTelbHbIX peaKluax, 06 0coOeHHOCTSX
€ro B3aUMOJICHCTBHS C JPYTAMH JIEKAPCTBEHHBIMU IIpenaparaMu, KOTOPHIE MOIYT
IpEACTaBNIATh Yrpo3y >XU3HH WM 3I0POBBIO 4YeNoBeKa JIHMO0 >XMBOTHOIO, a TaKke
0 HECOOTBETCTBHHM JAaHHBIX 00 3(dekTUBHOCTH U O GE30IIaCHOCTH JIEKAPCTBEHHOTO
Ipernapara JaHHBIM O JIEKapCTBEHHOM IIpenapare, COAEPKAIMUMCA B HHCTPYKLUH
0 €ro NPHMEHEHWIO, B TOM YHCJIE OT YIOJHOMOYEHHBIX OpPraHOB HHOCTPAHHBIX
rocy1apcTB, 0OMEH KOTOPOi OCYIIECTBIAETCA B COOTBETCTBUHU C COMVIAIIEHUAMM MEXIY
YIIOJTHOMOYEHHBIM benepanbHBIM OpraHoM HCIIOJHUTENBHON BIIACTH
U YIIOJTHOMOYEHHBIMH OpraHaMH MHOCTPaHHBIX I'OCY1apCTB,

2) HEHCIIOJIHEHNE ~ WJIM  HEHaJuieXXalllee  HCIONHEHHEe  JepiKaTelsIMu
WIM BNaJeNbllaMH PErHCTPAllHOHHBIX YIOCTOBEpEHHMH JIEKapCTBEHHBIX IIpenaparos,
IOPMOMYECKUMH JIMI[AMH, HAa MM KOTOPBIX BBIJAHBI DPa3pelieHHs Ha TNPOBeACHHE
KIIMHMYECKUX HCClienoBanuii B Poccuiickoit @enepanny, Ui yIIONHOMOYEHHEIMU MU
JAPYTHMH IOPUANYECKMMHE JIMIIAMH 0053aHHOCTEH, YCTAHOBIIEHHEIX YaCTAMH 3 U 4 CTaThi
64 ®enepansHoro 3akona Ne 61-03';

3) mpenctaBieHre Poc3paBHAag30pOM 3aKIOUEHHSs O HEAOCTOBEPHOCTH
pe3yJIbTaTOB  KIMHWYECKOTO HCCIENOBaHHMs  JIEKAPCTBEHHOro Ipemapara  Oiisd
MEIMIMHCKOTO IIPUMEHEHHs, KOTOpOoe€ OCHOBAaHO Ha pe3yjbTaTax IPOBEPKH
Me/UIMHCKO}M OpraHM3alliy’, MPOBOIMBIIEH yKa3aHHOE KIHHHYECKOE HCCIe0BaHME C

! Cobpanne 3akonoatenscra Poccuiickoit @enepaunn, 2010, Ne 16, ct. 1815; 2014, Ne 52, cr. 7540.

2 Mopmyukr 5.1.4.1 Ionoxenus o @enepansHoii cmyxbe mo Hagsopy B cdepe 3ApaBOOXPAHEHHsA, YTBEPKICHHOro
nocraHoBnenueM Ilpasurenscta Poccuiickoii ®enepauyun ot 30 mons 2004 r. Ne 323 (CoGpanue 3akOHOATENLCTBA
Poccuiickoit ®enepannu, 2004, Ne 28, ct. 2900).
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HapyIIeHUeM TPABIJT HaIyleXkallel KIMHAIECKOH NPAKTHKA®, ¥ IPUBENIO K HOTYy4EHHIO
HEJOCTOBEPHBIX Pe3yJIbTATOB;

4) HeBBIMOJHEHHe NpeNNUCcaHus, BBIJAHHOIO Poc3apaBHaj30poM IO HTOraM
OCYILECTBIICHHS BEIGOPOYHOTO KOHTPOJIS KaY€eCTBa IEKAPCTBEHHOTO Mpemnapara’;

5) coctaB ¥ (MIIK) TEXHOJOTHUS TIPOM3BOJCTBA JIEKAPCTBEHHOIO Mperapara it
MEIULMHCKOrO IpUMeHeHus (C OIMCaHWeM CTajuil IPOM3BOJACTBA) OTJIMYAIOTCA
OT 3asBJICHHBIX B PETUCTPALIOHHOM JOCEE;

6) TeKapCTBEHHBIH Ipemapar Uil MEAULIMHCKOrO IIPUMEHEHHS MpOW3BeIeH
Ha [IPOU3BOACTBEHHO}! IIOIIA/IKE, HE YKAa3aHHON B PETHUCTPALMOHHOM JIOCKE;

7)y TNpOH3BOAWTENS INEKAapCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTBHI,
IIOATBEPXKIAIOIINE COOTBETCTBME KadecTBa JICKAPCTBEHHOIo Mpemapara Ui
MEIUIMHCKOTO IIPUMEHEHHs, BBOAMMOTO B TIpaXIaHCKHH 060poT, TpeGoBaHMAM,
YCTaHOBJIEHHBIM TIPH €ro roCyAapCTBEHHON pPerucTpaliyy;,

8) mpousBOAMTENEM  JICKAPCTBEHHBIX CPEACTB B COIVIACOBAHHBIH €
MunanpomTtoprom Poccuu® CpoK He yCTpaHeHBl HapyllieHHs TpeOGOBaHMH IpaBUII
HajUIeXaIel TPOMU3BOICTBEHHON NpaKTHKM® W (W) JIMUEH3MOHHBIX TpeGoBaHMiA/,
KOTOpHE OBUIM BBISBICHBI B XOJie IIPOBEJCHMS HMHCIIEKTUPOBAHHUS IPOU3BOIUTEINS
JNIEKApCTBEHHBIX CPEICTBS MIIM OCYIIECTBIEHHS JMIEH3HMOHHOIO KOHTpOls B cdepe
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIIH WM MOTYT IPUBECTH K IPOU3BOJACTBY
JIEKApCTBEHHBIX TIpenaparoB AT MEIUIMHCKOrO IPHUMEHEHHs, NMPUYHHHBIIMX WIN
CIIOCOOHBIX MPHYMHUTG Bpel )KU3HU WU 340POBBIO IPaX/IaH.

3. PaccMoTpenue Borpoca O HPHOCTAHOBICHUHM IIPUMEHEHHSA JIEKAPCTBEHHOTO
npenapaTa npoBoauTcs Mun3apaBoM Poccuu IIpu HOTyYEeHHH:

1) undopmanuu ot PocsgpaBHam3opa (pekoMeHIOyeMBI 00pasel NpUBEAeH
B nipunoxenns Ne 1 k nacrosimemy [lopsiaxy), mpeacTaBisieMoi IpU BBIBICHHH (PAaKTOB
W YCTaHOBIEHHM OGCTOSTENBCTB, NMEPEYMCICHHBIX B MOANMyHKTax 1 — 4 myHkra 2
Hactosuero ITopsaka (manee — MHpopMmanus);

2) ceeiennii o Munnpomtopra Poccuu (pexoMeHAyeMsId ofpasell NpuBefieH
B puioxenun Ne 2 x HactosiieMy ITopsnky), mpecTaBiseMbIX IPY BBIABICHUH (HaKTOB
M YCTaHOBJIEHHM OOCTOSTENBCTB, MEPEYNCICHHBIX B IOJNYHKTaX 5 — 8 MyHKTa 2
Hacrosiuiero ITopsmka (nanee — CeneHus).

3 TIpukas Mumsapasa Poccum ot 1 ampens 2016 r. Ne 200H «O6 ytsepxknenun [Ipaeun Hapiexameil KIMHAYECKON
TIPaKTHKK» (3aperucTpupoBaH MuHHCTEpCTBOM focTHIMH Poccniickoii @enepaumn 23 arycra 2016 r., perucTpalioOHHbIH
Ne 43357).

4 INpukas ®exepansHoii ciyxObl 10 Haazopy B cdepe 3apaBooxpanenns oT 7 asrycra 2015 r. Ne 5539 «OG6 yrBepxaeHHH
Topsaaxa OCymECTBIEHHS BHIGOPOTHOTO KOHTPO/S KA4€CTBA JEKAPCTBEHHBIX CPEACTB JUIL MEAUIHUHCKOTO INPUMEHEHUA)
(3aperncTpupoBan MuRHCcTepCcTBOM IocTHIMHN Poccuiickoli ®eneparym 9 okta6ps 2015 r., peructpaumonHstii Ne 39263).

> Myuxtet 5.8.14 u 5.8.18 IMonoxenus o MuHMCTepCTBe NMPOMBINLIEHHOCTH M Toproenu Poccumiickoit denepaumy,
YTBEpKACHHOTO MOCTaHOBNeHueM IlpaBurenscrsa Poccniickoit ®enepamum oT 5 mons 2008 r. Ne 438 (CoGpanue
3akoHO#ATeNbcTBa Poccuiickoit Menepamuu, 2008, Ne 24, ct. 2868).

¢ [Tpukas Munnpomtopra Poccun ot 14 mons 2013 1. Ne 916 «O6 yreepxnennn [1pasui Haayiexaliell pOH3BOACTBEHHON
npakTHKK» (3aperucTpuposaH MumiocTom Poccuu 10 cenra6pa 2013 r., peructpauponssiit Ne 29938) ¢ usMeHeHHAMH,
BHECEHHBIMH MpHKa3oM Munmpomtopra Poccum ot 18 nekabpa 2015 r. Ne 4148 (3apeructpuposan Mumoctom Poccun
28 nekabps 2015 r., peructpaunorHsiit Ne 40323).

7 Tocranopsnenwne IpasutensctBa Poccuiickoit ®enepanuu ot 6 moma 2012 r. Ne 686 «O6 yteepxnenuu IlonoxeHus
0 JTMLEH3HPOBAHHH TIPOU3BOJICTBA JIEKAPCTBEHHLIX cpeacTB» (Cobpanue 3akononatenscTea Poccniickoit Penepauuy, 2012,
Ne 29, c1. 4116; 2013, Ne 16, ct. 1970; 2018, Ne 26, cT. 3864).

8 [Ioctanosnenue ITpaputenscrea Poccuiickoii @egepammu ot 3 aexabpst 2015 r. Ne 1314 «O06 onpeneneHu# cOOTBETCTBAA
IPOM3BOMMTENEH IEKAPCTBEHHBIX CPeICTB TPeGOBAHIAM NPABHN HajIeKallel POM3BOACTREHHOH npakTukuy (Cobpanne
3aKOHOJATeNbCTRA Poccuiickoit ®emeparun, 2015, Ne 50, ct. 7165).
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4. Nudopmanys mi6o CBeneHUs JOMKHBI COAECPXKATh!

1) ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOI'O IIpenapara;

2) MeXXIyHapOAHOE HEITATeHTOBaHHOE (IIPH €ro OTCYTCTBUH IPYIIIUPOBOYHOE HIIH
XUMHYECKOe) HAMMEHOBaHKeE JICKapCTBEHHOTO IIperapara;

3) cBenieHus O JIeKapCTBEHHO# (popMe U JO3UPOBKE JIEKAPCTBEHHOTO NPENIapara;

4) cBelieHH O 1aTe ¥ HOMEPE perUCTPALOHHOIO YIOCTOBEPEHU JIEKAPCTBEHHOIO
npemnapara,;

5) HauMeHOBaHMeE U aJipec IPOU3BOACTBEHHON TUTOIAKHY;

6) OCHOBaHHE MPHUOCTAHOBJICHUSA IPUMEHEHMs JIEKapCTBEHHOrO IIperapara B
COOTBETCTBHH C ITyHKTOM 2 HacTosmero Ilopsaka.

5. Tlpu moctymnesnd B MunsnpaB Poccun Uudopmamu mbo Csenenuit Ha
ouuansHoM caiite Munzapasa Poccuu B HHGOPMaLOHHO-TEIEKOMMY HUKAIIMOHHON
cetn «HTEepHET», HA MHTEpHET-NIOpTale 1 0CyIapCTBEHHOIO peecTpa JIEKapCTBEHHBIX
cpenctB (www.grls.rosminzdrav.ru) pa3Memaercs yBeAOMJIEHHE IJIA JIEpXKaTells WM
BIANENIblla PETHCTPALMOHHOTO YIOCTOBEPEHHWS JICKapCTBEHHOrO IIperapara o
paccMOTPEHUH BONPOCa O IIPUOCTAHOBIICHHH IIPUMEHEHNS JIEKapCTBEHHOIO TIpernapara.

6. B Teuenme Tpex paboumx qHel co IHA NOCTymieHMs B Munsapas Poccunm
HNudopmanmua ymbGo CseneHu#t OTBETCTBEHHBIA HCIONHHUTENb JlemaprameHTa
roCyJapCTBEHHOTO peryaupoBaHMs oOpalleHMs JIEKapCTBEHHBIX CpeICTB MHH3IpaBa
Poccuu (ajiee COOTBETCTBEHHO — OTBETCTBEHHbIH HCIIONHUTEND, JlenapTaMeHT):

1) mpoBoaut nposepky Uupopmanuu mu6o CeneHUlt Ha COOTBETCTBHE ITyHKTY 4
Hacrodero Ilopsiaka;

2) B CiydYae BBIABJIEHHS HECOOTBETCTBUS IpencTaBieHHoH Mudbopmaumuu mmbo
Caenennii myHKTy 4 Hactosiero [Topska MOArOTaBIMBaeT MPOEKT PEIIeHHs 00 o0TKaze
B IIPUOCTAHOBJICHUY NPHUMEHEHMs JIEKapCTBEHHOIO IpenapaTa ¥ IpeACTaBiseT ero Ha
paccMOTpeHHUe U NoANVCcaHue AUpeKTopy JlemapTraMeHTa,

3) mpd YCTaHOBIEHHMH COOTBETCTBUA MyHKTy 4 Hacrosdmero Ilopsagka
Nudopmammn 6o CBeneHuil, NpeACTaBICHHBIX II0 OCHOBAaHHAM, YKa3aHHBIM B
HOANYHKTaXx 2 — 8 myHkTa 2 Hactosmero Ilopsaxa, MOAroTaBIMBAET MPOEKT IpHKa3a
MunsapaBa Poccun 0 TpHOCTaHOBICHMM NPHMEHEHUs JIEKapCTBEHHOIO IIpernaparta,
IpeJCTaBJISeT ero Ha BU3UpOBaHHe AupeKTopy JlemapramMeHTa U YIOJHOMOYEHHOMY Ha
ero NoANKCaHHe 3aMeCTUTENI0 MuHKCTpa 34paBooxpaHeHus Poccuiickoil ®enepanuy.

IIpoekr mnpukaza Mun3gpaBa Poccun 0 NPHOCTaHOBIIEHHH TPUMEHEHUS
JIEKApPCTBEHHOTO IIperapara COJAEPKUT CIEeNYIOIHe CBEICHHU:

IaTa ¥4 HoMep IIpuKasa;

TOProBO€ HaUMEHOBaHME JIEKAPCTBEHHOI'O MIPEMapara,

MeXIyHapOJHOE HENaTeHTOBaHHOE (IIPH €ro OTCYTCTBHM IPYIIIHPOBOYHOE HIIH
XMMHYECKOE) HAaMMEHOBaHUE JIEKApCTBEHHOTO NIperapara,

JleKapCTBeHHas opMa ¥ JO3UPOBKA JIEKAPCTBEHHOrO IMperapara;

HaMMEHOBAaHHE U aJpec MECTOHAXOXACHMs JepXarelsi MWId Blafeiblia
PETHCTPAILMOHHOTO YAOCTOBEPEHHS IEKapCTBEHHOIO Nperapara,

HaHMEHOBaHHE U aJipeC MPOU3BOACTBEHHOMN ILIOIIAIKH,

HOMEp H JIaTa PErHCTPallMOHHOTO yIOCTOBEPEHHMS JIEKApCTBEHHOrO Iperapara,

KaJleH[apHas 1aTa, C KOTOpOil MPHOCTaHABIUBAETCS IPUMEHEHHE JIeKapCTBEHHOTO
npemnapara, ¥ Cpok (IepuoA), Ha KOTOphIH HPHOCTAHABIMBAETCA INPUMEHEHHE
JIEKapCTBEHHOTO [Ipenapara;
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OCHOBaHHE TPHOCTAHOBJIEHHS IPUMEHEHHsA JIEKapCTBEHHOTO Ipemapara
(Madopmauus, ero nara u Homep; CBelieHus, AaTa U HOMED);

4)upM yCTaHOBJIEHWH COOTBETCTBHS MyHKTYy 4 Hacrosmero Ilopsaxa
Hudopmauuu, mpeactaBieHHoH Poc3npaBHaA30poM 10 OCHOBAaHMIO, YKa3aHHOMY B
noanyHkre 1 myHkra 2 Hacrosmero Ilopsnka, opraHusyeT HalpaBjeHHe 3aJlaHHsg
denepasbHOMY OCYAapCTBEHHOMY OIOIKETHOMY ydpexaeHumio Mumnsapasa Poccuy,
CO3JaHHOMY JIJIs1 0O€eCIIeueHIs MCTIONTHEeH S onHoMo4nii Munsipasa Poccun o Beiiave
paspeleHuii Ha mpoBeJieHHe KINHAYECKUX MCCIEN0BaHMH JIEKapCTBEHHBIX TPenapaToB
u (MIH) N0 TOCYIapCTBEHHOM perucTpalyH JIeKapCTBEHHBIX Npenaparos (Zauee —
SKCHEPTHOE YUPEXAEHHUE), Ha IPOBeIeHNe SKCIIEPTU3bI OTHOLIEHMS 0XHUIAEMOH TI0JIb35I
K BO3MOXXHOMY pHCKYy IPUMEHEHHUs JIEKapCTBEHHOIO Ipenapara ¢ MNpHIOKEHHEM
K JaHHOMY 3ananuio MHpopmanuy.

7. IIpH pacCMOTpPEHHH BOIIPOCA O IPHOCTAHOBIICHHH IIPUMEHEHUS B COOTBETCTBUH
¢ mnoamyHkToM 4 myHKTa 6 Hactosmero Ilopsika CpoK INpPHHATHS pPeLIeHHS
0 NPHUOCTAHOBJIICHHH IIPHMEHEHNS JIEKapCTBEHHOIO Ipenapara npoJIeBacTCs Ha BpeMs
IPOBEEHMST SKCIIEPTHBIM YUPEXJCHUEM KCIEPTH3bI OTHOIIEHHS OXKHUAAEMON MOJIB3BI
K BO3MOXXHOMY PHCKY TIpMMEHEHHUs JIEKapCTBEHHOTO MpenapaTa A0 JHS MpeACTaBIeHHA
SKCIEPTHEIM yupexaeHreM B MuH3apaB Poccun 3axiroueHns Mo pe3ysbTaTaM AaHHOM
3KCIIEpPTH3BL .

8.1lpy HanW4yuyd B 3aAKJIIOYCHHH 3KCIEPTHOIO YYPEKIEHHSA II0 pe3ysbTaTaM
SKCIEPTH3bl OTHOIIEHUS OXHJaeMOH MONB3Bl K BO3MOXHOMY DPHCKY TpPHMEHEHHS
JIEKApCTBEHHOTO Ipemapara BBIBOZAa O TOM, 4YTO OXHAAeMad II0JIb3a MPUMEHEHHS
JIEKapCTBEHHOI'0  [perapara  IPEBBINAST  BO3MOXHBIH  PHCK  IPMMEHEHHA
JIEKapCTBEHHOTO  IIpellapara, HE COOTBETCTBYIOIIEr0  BBIBOAY, H3JI0XXECHHOMY
B IpejcTaBieHHoi Poc3npaBramzopom HHdopMaiyu, OTBETCTBEHHBIA HCIOTHUTENb
B TEYECHHE TpeX paboumx JHell co JHA MOCTyIUIeHHd B Munsapas Poccun 3aKimoveHus
SKCIIEPTHOTO  YUPEXIEHHs  IIOATOTaBIMBAaeT INPOEKT pemleHMs o006  oTkase
B NIPUOCTAHOBJICHHH IPHMEHEHHs JIEKApCTBEHHOIO Mpelnapara, MPEACTaBIseT ero Ha
HOJIMCaHHe pyKoomuTento JlemapraMeHTa M HampasiseT B PocsgpaBHam3op
Ha OyMaXXHOM HOCHTelNe WM B PopMe 3JIEKTPOHHOIO IOKYMEHTA.

9.Ilpy HamMYMH B 3aKIIOYEHUH SKCIIEPTHOrO YYPEXKIEHHs IO pe3yibTaTraM
SKCHEPTH3Hl OTHOWIEHHS OXHMIAeMOHM IIONB3bl K BO3MOXHOMY DHCKY TNPHMEHEHUS
JIEKapCTBEHHOTO Ipenapara BBIBOAA O TOM, YTO OXHUJaeMas I0Jlb3a NMPUMEHEHHs
JIEKapCTBEHHOTO Tperapara He MpPEeBBIIAET BO3MOXHBIA pPUCK MPUMEHEHHS
JIEKAPCTBEHHOr0  Mpenapara, COOTBETCTBYIOIIEIO  BHIBOLY, H3JIO)KEHHOMY B
npencraBienHo#t Poc3npaBHamzopom HHdopManuu, OTBETCTBEHHEBIH HCIONHUTEND
B TeYeHHE Tpex paboumx HHEH co AHA MoCTyIuleHHs B Munsnpas Poccru yka3aHHOTO
3aKJIIOYEHHS BBIIOJHAET ACHCTBHS, YKa3aHHbIe B IOAMYHKTE 3 IyHKTa 6 HACTOSAMIETO
ITopsnka.

9 Cratea 23 denepansHoro 3akona Ne 61-03; nprkas Munsapasa Poccuu ot 24 asrycra 2017 r. Ne 558H «O6 yreepxaenun
TIpaBHT MPOBENEHHA IKCIEPTH3b! JIEKAPCTBEHHBIX CPEACTB JUIA MEIMIMHCKOTO NPUMEHEHHS M OCOOEHHOCTH SKCIEPTH3bI
OTAENBLHEIX BHAOB JIEKAPCTBEHHbIX IPENapaToB MUIA MEIULIHMHCKOrO NpHUMEHEHHs (peQepeHTHBIX JIEKapCTBEHHBIX
NpenapaToB, BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX TpENaparoB, OWONOTMYECKMX JIeKAPCTBCHHBIX — MPENapaTos,
6M0aHAIOTOBLIX (GHONONOGHLIX) JIeKApCTBEHHBIX MpenapaTop (6HOAHANIOrOB), TOMEONATHYECKHX JIEKAPCTBEHHBIX
TpenapaToB, JIEKAPCTBEHHBIX PAaCTUTEIBHBIX TPENapaToB, KOMOMHAIMI NEKapCTBEHHBIX NPENaparos), GopM 3aKmoueHHH
KOMHCCHH 3KCIIEpTOB» (3aperucTpupoBan MuntoctoM Poccun 18 nexabps 2017 r., peructpaunonHsii Ne 49287).
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10. B TeueHue Tpex paboynx AHel co qHs IPUHATHS PEILIEHHUS O IPUOCTAHOBICHHH
NPAMEHEHH JIEKapCTBEHHOI'0 IIpenapara OTBETCTBEHHBIH MCIOJIHHUTENb HANPABISIET
JepXaTell0 WM BIAAENbIy pPErUCTPALMIOHHOIO YJOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapata Ha GyMaXHOM HocuTele MMM B (GopMe 3IEKTPOHHOIO JOKYMEHTa KOIMIO
npukaza MuH3zapaBa Poccur 0 NPHUOCTAHOBIICHHM IIPUMEHEHMs JIEKaPCTBEHHOIO
Tnpemnapara, a Taxoke ysegomisier PoczapaBHagzop 1 Munnpomropr PoccHu o IpHHATHH
pelieHrs 0 MPUOCTAHOBICHNH IPUMEHEHHUS JICKAPCTBEHHOTO NpenapaTa.

11. Pemenue 06 oTKase B IPUOCTAHOBIEHWH NPUMEHEHHUS JIEKapCTBEHHOTO
npemnapara, ¢ MOTHBHPOBAaHHBIM OOOCHOBAaHHEM IIPHYMH OTKa3a M CO CCHUIKOH Ha
KOHKpETHBIE TMOJIOKeHHs Hactosmero Ilopsaka, HampaBisercs OTBETCTBEHHBIM
HCIIOJIHATEJEM Ha OyMa)XHOM HOCHTENle WIM B (JOpMe 3IEKTPOHHOIO IOKYMEHTa B
PocsppaBranzop win Munnpomropr Poccru B TedeHHe Tpex pabo4Mx JHEH €O JHS €ro
NPUHATHS.

12. Uudbopmanua o npuHATeIX MuHn3gpasoM Poccuu pelleHMsX, CBA3aHHBIX C
IPHOCTAHOBJIEHHEM IIPUMEHEHHS M BO300HOBICHHEM IIPHMMEHEHMS JIEKAPCTBEHHOI'O
npemapara, pasMelnaercs Ha odunuanbHOM —caiite Munsapasa Poccun B
UHPOPMAIIHOHHO-TEJIEKOMMYHHKAIIMOHHOH ceTH «IHTepHET», Ha HHTEPHET-TIopTaie
ToCyapCTBEHHOTO peecTpa JeKapCTBEeHHBIX cpelacTB (Www.grls.rosminzdrav.ru).

13. Jepxartenp WiH  Biajenell PErMCTPAlMOHHOIO  YAOCTOBEPEHHS
JIEKApCTBEHHOTO IIpenapara, B OTHONIEHMM KOTOPOTO IPUHATO pEUIeHHE O
NPHOCTAHOBIEHUH €T0 IPUMEHEHHs, BIIpaBe 00paTUTHCA € XKanoboii Ha TaHHOE peIleHUe
B MumnsgpaB Poccum, KoTOpas MOIJIEXHT PAacCMOTPEHHIO B TEYEHME ISATHAIUATH
pabouux THEH co JHS ee perucTpaLyy.

B Teuenne ogHOro pabodero OHS IOC/IE AHS NPHHATHSA PELICHHS II0 pe3yIbTaTaM
PacCMOTpPEHHS JXKaloObl OTBETCTBEHHBIM HCIOIHHUTENhL HAIpPABISET IEPXKATEN0 HIH
BIAJIebIly PErHCTPAIIMOHHOTO YJOCTOBEpEHMS JIEKApCTBEHHOIO INpenapara HaHHOe
pelieHHe Ha OyMa)XHOM HOCUTeENe WK B (popMe 2JIEKTPOHHOTO JOKYMEHTA.




ITpunoxenue Ne 1
K Iopsiaxy npuocTaHOBIICHHUS IPHMEHEHUS
JIEKapCTBEHHOT'O IIpeTapara, yTBep)XXIeHHOMY
NpHKa3oM MHHUCTEPCTBA 3ApaBOOXPaHEHH
Poccuiickoit ®enepanun
oT «14» Hos0ps 2018 r. Ne 777n

PexomMenayemslii o6pasely

DenepanbHas ciayx06a o Hai3opy B chepe 31paBOOXPAHEHHS

VTBEPXKIIAIO

(pykoBOIUTENb, OAMUCH, GAMHIIHSA, UM, OTYECTBO
(Ipu HaNMYUK), IIEYaTh)

« » 20 r.

Hndopmanun
0 He0OXOHMOCTH MPHOCTAHOBJICHHS NTPHMEHEHHUN
JIEKAPCTBEHHOI0 Npenapara VI MeHIIHHCKOT0 NPUMeHEeHHA

Bo ucnonnenne yactu 1 u 2 cratbu 65 DepepansHoro 3akoHa ot 12 ampens
2010 r. Ne 61-®3 «O6 obpamieHHH JIeKAPCTBEHHBIX CPEACTB» Poc3apaBHAm30p
HalpapisieT HHXXE TMpPHUBEACHHBIC CBENCHHUS [UIS pAcCMOTPEHHsS BOIMpoca O
NPHOCTAHOBJICHHNH INPHMEHEHHS JICKapCTBEHHBIX IIpENapaToB I MEIUIHHCKOIO
MIpUMEHEHHMUS.

1. CBenenus o nexapcTBeHHOM(BIX) TIpenapaTe(ax):

1.1. ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOIO MpENapara s MEIMIMHCKOro
IpUMEHEHHUS

1.2. MexayHapoiHOe HeNaTeHTOBaHHOE (IIPH €ro OTCYTCTBMU IPYIIIMPOBOYHOE,
WM XHMHYECKOE HAMMEHOBAHHE) JIEKapCTBEHHOIO Ipenaparta Mg MEeIUIUHCKOTO
HpPUMEHEHHUA

1.3. JlekapctBeHHass QopmMa M HO3MpOBKAa JIEKAPCTBEHHOIO  IIperapara
JUI. MEAUIMHCKOTO MPpUMEHEHHS

1.4. lata ¥ HOMep pErMCTPalliOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO
npernapara sl MeJUIMHCKOTO MPpUMEHEHHS

1.5. HaumMeHoBaHMe U afipec MECTOHAXOXAEHUS Jepxarens (BIaAeibua)
PErUCTPaLMOHHOr0 YJOCTOBEPEHHs JI€KapCTBEHHOTO Mpemaparta Ui MEIUIIHHCKOro
IpUMEHEHUS




2. OcHoBaHHe NPpHOCTAHOBICHHUA TIPUMCHCHHA JICKapCTBEHHOrO IIpelapara
A MCOUIHMHCKOI'O IIpHMCHCHHA

(Yxa3bIBaeTCs COOTBETCTBYIOLIEE OCHOBAHHUE)

3. ITpunoxenus (IpH HAIUYINH):

HavanpHuk YnpasieHus oOpraHu3aluy
rOCYAapCTBEHHOT'O KOHTPOJIA KayecTBa
MeAULUHCKON NPOAYKLIHH

Poc3npaBHan3opa

(moxmuce) (pamunms, nMs, OTYECTBO (IIPH HAITMYIHH)

HavanbsHuK oTAENa OpraHu3auun
(dapMakoHa30pa YIIpaBiIeHHUs OpraHU3alu
roCyAapCTBEHHOIO KOHTPOJIs Ka4eCTBa
MEIULIHCKON MPORYKIUU

(moxmuck) (baMunms, EMS, OTUECTBO (TIPH HATHUYHH)
OTBeTCTBEHHBIH UCIOIHUTEND

(momxHOCTB) (ToAmHUCH) (pamMANHsL, ©MS, OTIECTBO (IIPH HAITMIUH)

Hara oopMIIeHUS 3aKIIIOYEHHS: «__ » _ 20 r.




Ipunoxenue Ne 2
K [TopsiiKy TprOCTaHOBIEHHUS TPUMEHEHHSA
JIeKapCTBEHHOT'O IIperapara, yTBepKACHHOMY
npuKa3oM MHHHCTEPCTBA 3]paBOOXPAHCHHS
Poccuiickoit @enepanuu
ot «14» HosOpst 2018 r. Ne 777H

PexomentyeMBIit oOpaszely

Biank MUHKCTEpPCTBA HPOMBIILIEHHOCTH 1 ToprosiH Poccuiickol denepau
Jlata, ncxomamuil Ne muceMa

Caenenns
0 HECOOTBETCTBHH IPOU3BOAHTEIs JIEKAPCTBEHHbIX CPEICTB
TpeGOBAHMAM NPABHII HAJJIexKAINel IPOH3BOACTBCHHON NPAKTHKH
u (MH) 0 HApYLIEHHH JTHIEH3HOHHBIX TPeGoBaHMH

Bo mcIoHeHHe YacTH 3 cTathi 65 PesepanpHoro 3akoHa oT 12 anpens 2010 r.
Ne 61-®3 «O6 obpaleHuH JIeKapCTBEHHBIX CpeAcTB» MUHIpOMTOPT Poccun
HamnpaBlIAeT HIXKE I[IPUBEJCHHBIE CBEJEHMA JUIi pPacCMOTPEHHA BONpoca O
IPHOCTAHOBJICHUN IIPMMEHEHHs JIEKApCTBEHHBIX MPENaparoB A MEIUIUHCKOTO

IPYMEHEHHsL.

1. CaeleHusi O JeKapCTBEHHOM(BIX) Ipemapare(ax) H MECTE €ro (ux)

IIPOU3BOJICTBA!
1.1. ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOTO MNpenapara i MEeIHLMHCKOTo

IpUMEHEHUS
1.2. MexIyHapoiHOe HellaTeHTOBaHHOE (IPH ero OTCYTCTBUM IPYIITHPOBOTHOE
WI XMMHYecKoe) HanMEeHOBaHWE JIEKapCTBEHHOTO Ipemapara Ansd MEIHIHHCKOro

NPUMEHECHUS

1.3. JlekapctBenHass ¢opMa M JO3HPOBKAa  IIEKapCTBEHHOTO  TNpenapara
IJIs1 MEJUIMHCKOTO NPYMEHEHHS

1.4. JJata W HOMEp PETHCTPALHOHHOTO ynocmBepeHI/m JIEeKapCTBEHHOIO
npenapara Ui MeJUIMHCKOTO IPHUMEHECHHUS
1.5. HariMeHOBaHME ¥ apec MPOU3BOACTBEHHOM IUIOMAAKA

2. OcHOBaHWE TIPHOCTAHOBNIECHHS MNPHMEHEHMS JICKapCTBEHHOro IMpenapara
IUTSL MEAWLIMHCKOrO IPUMEHEHHS

(YKa3BIBaETCA COOTBETCTBYIOLIEE OCHOBAHHE) e




3. Mpunoxenus (IpH HATMIUK):

3amectuTenb MUHKCTpA
NPOMBIILIEHHOCTH ¥ TOPTOBIIH
Poccwmiickoit @enepanuu

(noamuch)

(dpamMuTHs, AMSL, OTIECTBO (TP HATMIHH)




