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OO0 yTBepKIEHHH
AXMHHHCTPATHBHOIO per;iaMedTa MUHHCTEPCTBA 31PABOOXPAaHEHHS
Poccuiickoii Mexepanuu no NpexocTaBIeHnIo réCy1apCTBEHHON yCayru
IO rocyAapcTBEHHO perncTPalHH JIeKapcTBEHHBIX NMpenapaTos
AJIS1 MEAHIHHCKOT0 IPHMEHEHHS

\

B coorBerctBHM ¢ PelepanbHBIM 3aKOHOM OT 27 U0 2010 r. Ne 210-®3
«O6 opraHM3aIUM NPeNOCTaBIEHUS TIOCYJAPCTBEHHBIX M MYHUIMINANBHBIX YCIyD»
(CobpaHue 3aKOHOAATEIbCTBA Poccuiickoit ®eneparmu, 2010, Ne 31, cr. 4179; 2011,
Ne 15, ct. 2038; Ne 27, ct. 2873, 3880; Ne 29, c1. 4291; Ne 30, ct. 4587; Ne 49, ct. 7061;
2012, Ne 31, ct. 4322; 2013, Ne 14, c1. 1651; Ne 27, cr. 3477, 3480, Ne 30; ct. 4084; Ne 51,
cT. 6679; Ne 52, cT. 6961, 7009; 2014, Ne 26, ct. 3366; Ne 30, cr. 4264; 2015, Ne 1, ct. 67,
72; Ne 10, ct. 1393; Ne 29, ct. 4342, 4376; 2016, Ne 7, ct. 916), OCTaHOBIIEHUEM
IIpaButensctBa Poccuitckoii ®enepamuu ot 16 Mas 2011 r. Ne 373 «O paspaboTke
M yTBEPXIEHHM aAMUHWCTPATHBHBIX DEINIAMEHTOB HCTIONHEHHS TIoCyIapCTBEHHBIX
GyHKIHH ¥ aAMAHUCTPATUBHEIX PETIAMEHTOB MPENOCTABICHHS TOCY AAPCTBEHHBIX yCIIyT
(Cobpanue 3akoHomarenscTBa Poccuiickort Denepanuy, 2011, Ne 22, cr. 3169; Ne 35,
cr. 5092; 2012, Ne 28, c1. 3908; Ne 36, ct. 4903; Ne 50, ct. 7070; Ne 52, ct. 7507, 2014,
Ne 5,¢T.506) npukas3blBalo:

1. VIBepauTh mprutaraeMbii AJMUHWCTPATHBHBIH pErIaMeHT MunucrepcTBa
3ppaBooxpaHenns Poccuiickort @enepaluy IO  NPEIOCTABICHHUIO roCyJapCTBEHHOM
yCIyTH 1O TOCYJapCTBEHHOM  pPerucTpalMy  JIEKApCTBEHHBIX — TIPENapaTos
UL MEAWLIMHCKOTO IIPUMEHEHMS.

2. Ilpu3HAThH yTPAaTUBIIMMHU CHITY:

nprKka3 MuHECTepCTBA 3apaBooxpanenus Poccuiickort Denepanuu OT 22 okT0ps
2012 r. Ne 4281 «OG6 yTBepXJAeHUH AJIMUHHCTPATHBHOTO pernaMenta MUHHCTEPCTBA
3paBooxpaHeHus Poccuiickoit @enepalu IO NPEAOCTABICHUIO TOCy/1apCTBEHHOR
yCIyrW ~ [O  TOCYJAapCTBEHHOM — PerucTpaly  JIEKapCTBEHHBIX — IIPENapaToB
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VIS MEIWLMHCKOIO MNpHMEHEHUsT» (3aperucTpupoBaH MMHHCTEPCTBOM  IOCTULIUH
Poccuiickoii ®enepanuu 3 urosis 2013 r., peructpanonssi Ne 28972);

NyHKT 4 WU3MEHeHHH, KOTOpble BHOCSATCS B HEKOTOpPBIE INPHKa3ssl MHHHCTepCTBa
3mpaBooxpaHenus Poccuiickoit ®ezepanny, yTBEpXKACHHBIX NpuKa3oM MuHHCTEpPCTBa
3mpaBooxpadenus Poccuiickoit @epmepamuu ot 7 okTabps 2013 1. Ne 704H
(3apeructpupoBan MunuctepcTBoM focTHimu Poccuiickolf ®exmeparum 14 HosOps
2013 r., peructparuonsslii Ne 30377);

IIyHKT 2 W3MEHEHWi, KOTOpble BHOCATCA B HEKOTOpBHIE NpHKa3sl MUHHCTEpCTBA
37paBOOXPAHEHHs. U COLMaNbHOro pasButA Poccuiickoit ®enepanun 1 MuHHCTEpCTBA
3npaBooxpanenus Poccuiickoii ®Penepanuy, yTBEep)KAECHHBIX INpHKa3oM MHHHCTEPCTBA
snpaBooxpaHeHus  Poccumiickoit  @epepammu ot 3 ampena 2014 r. Ne 152w
(3apeructpupoBan MunucrepcTBoM foctuuun Poccuiickoit @enepanuu 10 mons 2014 r.,
peructpaioHHEIHA Ne 32648).

Bpuo Munucrtpa H.A. Xopoga

VS BEPHA

CIb HAaqanbLHuKA
10 o 1a

M Jl‘/ 20 Zy/r




YTBepxkIaeH
IpHUKa3oM MuHHUCTEPCTBa 3IpaBOOXpaHEHH
Poccuiickoit @enepauuu
ot «21» centa6ps 2016 r. Ne 7251

AAMMHHUCTPATHBHBIH perjiaMenT
MunncrepcrBa 3apaBooxpanenust Poccniickoii Penepannn
0 NpPeJOCTABJICHHIO rOCYIAPCTBEHHOM YCIYrH O rocy JapCTBEHHO# perucTpauun
JIEKAPCTBEHHBIX NPENAapaToB AJisi MEAHUHHCKOr0 NPHMEHEHH S

I. O0uue nonoxeHus
Ipeamer peryaupoBaHus perjiaMeHTa

1. ADMUHHWCTpaTUBHBIM perijamMeHT MHHHCTEpCTBa 3apaBoOoXpaHeHus Poccuiickoin
denepaiiyi MO MPENOCTABICHHIO TOCYJapCTBEHHOW YCIYTM IIO TIOCYAapCTBEHHOH
PErnCTpaliii JIEKapCTBEHHBIX MperapaToB I MEAWIMHCKOTO INpHMEHEeHus (marnee
COOTBETCTBEHHO — AJIMHHHCTPATHBHBIM pErJlaMeHT, TOCyIapCTBEHHas YycCiyra)
YCTaHABJIMBAET CPOKH M IOCIEeIOBAaTeIbHOCTh aMUHUCTPATABHBIX IPOLEAyYp (HaeicTBril)
MunucrepcrBa 3apaBooxpanenus Poccuiickoit ®enmepanum (manee — MuHHCTEPCTBO),
OCYIIECTBIIIEMBIX IO 3ampoCy IOPHAMYECKOro Juia Jubo ero yHOJIHOMOYEHHOIO
HpEICTABUTENS, MOPSAOK B3aUMOICHCTBUA MEXAY CTPYKTYPHBIMM IOAPA3JEICHUSIMHU
MunucrepcTBa, €ro AO/DKHOCTHBIMH JIMI[@MH TIPH IIPEIOCTABICHUU TOCYAApCTBEHHOM

YCIIYTH.
Kpyr 3agBurteneit

2. 3asgBUTeNIEM Ha IPEIOCTaBIIEHHE TOCYJAPCTBEHHON YCIYTM MO TOCYJapCTBEHHOH
pErHCTpaliy JIEKAPCTBEHHBIX IPENapaToB A1 MENUIMHCKOrO IPHMEHEHHS SBIIETCA
IOPUINYECKOe JIMLO, AeHCTBYyIOmee B COOCTBEHHBIX HMHTEpecax HIIM YNOJHOMOYEHHOE
IPENCTABIAT MHTEPECH APYroro IOPUINYECKOro JHIA U 3asBJLIOIIEE JIEKApCTBEHHBIN
npenapar A8 MEOUIMHCKOrO NPMMEHEHWS Ha TOCYNAapCTBEHHYIO PErMCTpaluio (manee
COOTBETCTBEHHO — 3aIBUTEJNb, JIEKAPCTBEHHBIH IIpernapar).

TpeGoBanus K nopsaky HHGOPMHUPOBAHUS O IPEIOCTaBICHUH
rOCYJIapCTBEHHOH yCIyTH

3. UudopmupoBanue O MOpsAAKe IPEIOCTaBICHHAS TIOCYJapCTBEHHOH YCIyTrH
ocyiecTisieTcss MUHUCTEPCTBOM:

1) mocpeacTBOM pa3MelleHus HHPOpMalUKM Ha opHIHATIBHOM caiite MuHucTepcTBa
B cetn HurepHer: www.rosminzdrav.ru (manee — obunmaneHeii caiit MuHKHCTEpCTBA),
B TOM 4ucjie HH(OpMaIUH O rpaduke mpuema 3asBUTENied W HOMepax Tene(OoHOB I
CrpaBOK (KOHCYTBTalUi);

2) Ha mopTalle MO BeACHHIO TOCYAApCTBEHHOT'O pPEecTpa JIEKapCTBEHHBIX CPEICTB:
http://grls.rosminzdrav.ru (masee — mopTan IO BEACHUIO IOCYAapCTBEHHOIO peecTpa



JIEKapCTBEHHEIX CPEJICTB);

3) B denepansHOil rocyrapcTBeHHOM MHPopMannoHHoll cucteme «EauHBI noprai
rOCYIapCTBEHHBIX W MYHHIMIAIBHBEIX ycuyr (¢yHkmmit)»: www.gosuslugiru (manee —
Enunelit mopTai rocy1apCTBEeHHBIX B MYHHIUTANBHBIX yCuyT (QyHKumit);

4) mo HOMepaM TeJie(OHOB JJIs CIIPABOK;

5) mocpencTBOM OIMyOJIMKOBaHHS B CPeICTBAX MacCOBOH MH(pOpMaIUH.

4. lapopMupoBaHre O TOpPSAAKE MPEAOCTaBJIEHHS TIOCYJapCTBEHHOH YCIyrH
IIPOM3BOANTCI MHHHCTEPCTBOM IO afpecy:

127994, Mocksa, PaxmaHOBCKu# miep., 1. 3.

BpeMs pabotel: B Oynaue nau ¢ 9-00 gacoB no 18-00 wacos (matauna ¢ 9-00 gacos
10 16 gacoB 45 munyT). ObenernsIil epepriB ¢ 12-00 yacor 10 12 yacoB 45 MUHYT.

Tenedon mns cupasok: +7 (495) 628-44-53, (495) 627-29-44.

Temedon otaena perucTpanuu JeKapCTBEHHBIX IPENapaToB:

+7 (495) 627-24-00, no6. 2020, 2021, 2022, 2023.

Temredon oTaena peryiupoBaHus OOpalIeHNs 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpenapaToB:

+7 (495) 627-24-00, no6. 2030, 2031, 2033, 2035.

5. ®opMbl 3asBIEHHS M MHBIX JOKYMEHTOB, OQOpPMISEMBIX HEMOCPEACTBEHHO
3agBUTENAMH, IPEACTABIIIEMBIX B MUHHCTEPCTBO I IIOJNYYEHUS TOCYIAapCTBEHHOMN
YCIIYTH B 3JIEKTPOHHOM BHAE, AODKHBI OBITH TOCTYIHBI AJI KOIUPOBAHHUS M 3alI0JTHEHUS B
3JIEKTPOHHOM BHJIE Ha:

1) opunmansHOM caiite MuHHCTEpPCTBA;

2) EnuHoM mopTane rocyJapCTBEHHBIX 1 MyHUITNIANBHBIX YCIIYT ((byHKunn)

Hcnonp3oBaHue 3JIEKTPOHHONH IUpPOBOi mommucu mpu momade B MHHUCTEPCTBO
3agBlIEHHS H TpUiIaraeMblX K HEMY OJJEKTPOHHBIX TOKYMEHTOB OCYIIECTBIAETCS
C MOMEHTA CO3JIaHHs COOTBETCTBYIOIIEH HHGMOPMAIMOHHOW U TEIEKOMMYHUKAIMOHHON
CTPYKTYpBHI.

6. Ha wuHbOpPMANMOHHBIX cTeHAax MHUHHCTEpCTBA H Ha O(MMIMANTBHOM caiiTe
MunucTepcTBa pa3MeNnIaoTes cieayruye HHGopMaOHHbIE MaTEPUATIbL:

1) undopmanus o nopsaKe NPEIOCTaBIEHUS rOCyJapCTBEHHON YCIyIrd, B TOM YHCJIE
pHbOpMalLHsd O MecTe MpHeMa 3asiBHTENECH M YCTAaHOBJIECHHBIX AJIA IIPHEMA 3asBUTENICH
ITHSIX U 9acax;

2) mepeveHh HOPMATHBHBIX IPAaBOBBIX aKTOB, PErTaMEHTHPYIOIIMX NPEAOCTaBICHHE
rOCyJapCTBEHHOM YCIIYTH.

7. CBeneHus, comepXalpuecs B OCYHAPCTBEHHOM pEECTpe JIEKApCTBEHHBIX CPENICTB
JUI1  MEIHIUHCKOrO IPHMEHEHHs, pa3MeIlaloTcs Ha IopTaje IO  BEIEHHUIO
roCyIapCTBEHHOT'O PEECTpa JIEKAPCTBEHHBIX CPEICTB.

II. CranmapT nmpegocTaBIeHUs rOCyIapCTBEHHOM YCIyrd
HauMenoBanue rocy1apCTBEHHOHR yCIIyTH

8. 'ocymapcTBeHHas yciiyra IO TOCYAApCTBEHHOH perucTpanuM JE€KapCTBEHHBIX
IpenapaToB AJs MEIUIMHCKOTO IPMMEHEHHS (fajee — rocyJapCTBEHHas YCIIyra).



HanmenoBanue ¢enepanbHOTO opraHa UCIIOJMHUTELHON BIIaCTH,
IPEAOCTABIIIONIEr0 FOCYJapPCTBEHHYIO YCIYTY

9. 'ocynapcTBeHHas yciayra NpeiocTaBlIseTCs: MUHUCTEPCTBOM.

10. IIpu npenmocraBieHNM TrocyJapCTBEHHOM yciayrd MHHHCTEPCTBO HE BIIpaBe
TpeOOBaThL OT 3asABUTENA OCYIIECTBICHHS JeiCTBHH, B TOM YHC]I€ COTJIAaCOBaHMH,
HeOOXOMIUMBIX JJIA MOJMYUYeHUs TOCYAapCTBEHHOH YCIYTH M CBA3aHHBIX C oOpalleHHeM B
WHBIE TOCYJAapCTBEHHBIE OpraHbl M OpraHM3aliM, 3a HUCKIIOYEHHEM IIOJIy4YeHHUs YCIHYT,
BKJIIOYEHHBIX B IEepeYeHb YCIYT, KOTOPBIEe SBJIIOTCS HEOOXOAMMBIMH M 00S3aTeIbHBIMU
IS TPEOOCTaBIeHHS TIOCYJapCTBEHHBIX YCIYT, YTBepXkIeHHBIH IIpaBuTensctBomM
Poccuiickoit ®enepanyu.

Omnucanue pe3yJibTaTa MPeHOCTaBICHUS FOCYIapCTBEHHON yCIIyTH

11. Pe3yneraTaMu npeiocTaBlieHUs TOCYHaPCTBEHHOU YCITYTH SABJISIOTCS

1) Belmaua (HampaBlieHHE) 3asBHUTENIO PEIleHHs O TOCYyJapCTBEHHOU perucTpanuu
JICKQpCTBEHHOTO Iperapara ii MEOUIHHCKOrO INPUMEHEHHUS, pPETHCTPAliOHHOTO
YIOCTOBEpEHHS JIEKapCTBEHHOT'O IpernapaTa CpOKOM AEMCTBHS MATH JIET, COTJACOBaHHBIX
HOPMATHUBHOW  OKYMEHTAllUH, HWHCTPYKIMH 1O MEAHIHHCKOMY IPHMEHEHHIO
JeKapCTBEHHOrO TMpemapata W MaKeTOB [EPBUYHOM YHAKOBKM W  BTOPHYIHOHN
(moTpeGuTeNbCKOI) yIIaKOBKH;

2) BhIada (HampaBlieHHE) 3asSBUTENIO PEIICHUS O BKIIOYCHHH (apManeBTHYECKOH
CyOCTaHIIMM, TPOM3BENEHHON Ji1  peaJu3alid, B rOoCyJapcTBEHHBI  peecTp
JIEKapCTBEHHBIX CPEJICTB IJI1 MEAWIMHCKOTO NMpUMEHEHHs (Janee — rocyAapCTBEHHBIN
peecTp JeKapCTBEHHBIX CPEJICTB);

3) Beimaya (HampaBJIieHHE) 3afBUTENIO PEIICHHS O HEBO3MOXHOCTH paccMaTpUBAaTh
' JIEKApPCTBEHHBIA MMpernapar MpH IOCyJapCTBEHHOH perncTpalud B KadecTBe OopdaHHOTO
JIeKapCTBEHHOTO Mpernapara;

4) Bpijaua (HAmpaBlieHHE) 3asABUTENI0 peleHHs 00 OTKa3ze B TIOCYIJapCTBEHHOI
perucTpanyy JeKapCcTBEHHOTO IMpermapara C yKa3aHHeM IPUYHMH OTKa3a, B TOM YHCIe
B OTHOIICHHH JIEKAPCTBEHHOrO Ipemapara, MO KOTOPOMY IOCTYIMJIO 3aKIIOYeHue
KOMHCCHH SKCIIEPTOB O HEBO3MOXXHOCTH PacCMaTpHUBAaTh JIEKAPCTBEHHBIH NpemnapaT IpH
rOCYIapCTBEHHOH perucTpanuy B KauecTBe Op(paHHOrO JeKapCTBEHHOI'O IIpenapara;

5)Beimaya  (HampaBlIeHHE)  3adBHTENI0  OECCPOYHOrO  PErHCTPALHOHHOTO
yIOCTOBEPEHHs JIEKapCTBEHHOrO Ipenapara;

6) BheIlaya  (HampaBJieHWE) 3asBHTENI0 pEIIeHHs O BHECEHHH H3MEHEHHH
B JIOKyMEHTBI, COJEpXKaIHecs B PErHCTPAlHOHHOM JOChe Ha 3aperHCTPUpPOBAHHEIH
JI€KapCTBEHHBIN Mpeapar;

7) Belgada (HampaBJIeHHE) 3aABUTENI0 pelleHWs O BHECEHWM H3MEHEeHUM
B JIOKYMEHTHl Ha (apMalleBTHYECKYI0 CyOCTaHLHUIO, MPOM3BENEHHYIO I peald3aliu
1 BKJIFOYEHHYIO B TOCYIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPELICTB;

8) BeImava (HaIlpaBJIeHHE) 3assBUTEIIO PellleHrs 00 0TKa3e BO BHECEHUH M3MEHEHH B
JOKYMEHTEI, COJAEpXalliecs B PErHCTPAlHOHHOM JOChe Ha 3aperHCTPUpPOBAHHEIN
JIeKapCTBEHHBIN IIpenapar;

9) BeITava (HaIlpaBlIeHHE) 3aIBUTEIIO pellIeHns 00 0TKa3e BO BHECEHUH H3MEHEHUH B
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JNOKYMEHTHI Ha (apMaleBTUYECKyI0 CyOCTaHIHIO, NMPOHM3BEACHHYIO Il pealM3alud H
BKIIIOYEHHYIO B TOCYAapCTBEHHBIH PEeeCTp JIEKAPCTBEHHBIX CPE/ICTB;

10) ohopmienne (BpydeHHe) peuieHns o0 OTMEHE roCyJapCTBEHHOH PErMCTpaIlvy
JEKapCTBEHHOTrO Ipemapara W  HCKIIOYEHWM JIKapCTBEHHOro  Ipemapara 3
roCyJIapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB;

11) opopmnenne (BpydeHHe) pemieHHs OO0 HCKIIOYEHHM M3 TIOCYJapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEACTB (apMaleBTUYeCKOH CyOCTaHIMHM, NPOU3BEACHHON UL
peayn3alum;

12) BHECEHME B TOCYNApCTBEHHBIH pEeCcTp JEKapCTBEHHBIX CPEACTB CBEICHHMM
0 3apervuCTPUPOBAHHOM JIEKAPCTBEHHOM IIpelapaTte, B TOM 4HCie O GpapManeBTHYECKOM
cyOCTaHlMH, BXOAMIIEHl B COCTaB 3aperMCTPHPOBAHHOrO JEKapCTBEHHOrO Ipemnapara, o
(bapmarieBTHYECKOH CyOCTaHIUY, MPOU3BENECHHOM AN pealM3alldH, O IOATBEPKICHUH
rOCYJIapCTBEHHOM PEerucTpaIliy JIEKapCTBEHHOrO IIpernapara, O BHECEHHEIX U3MEHEHHAX B
JOKYMEHTBI, COJEpKalecs B PETHCTPAallHOHHOM IOChe Ha JIEKapCTBEHHBIA Iperapar
(npu HEOOXOMMMOCTH), O BHECEHHBIX M3MEHEHMSIX B JOKYMEHTHI Ha (papMaleBTHYECKYIO
CyOCTaHIHIO, NPOM3BENEHHYIO U peaiu3auuu (Ipu HEOOXOOMMOCTH), 00 OTMeHe
rOCyJapCTBEHHOM  PErMCTpalMy  JIEKapCTBEHHOTO  IIpemapaTta, 00  HCKIIOYEHMH
(apMarieBTHIECKON CyOCTaHIINK, TPON3BENICHHON I pea3aliy, U3 roCyJapCTBEHHOrO
peecTpa JIeKapCTBEHHBIX CPENICTB.

CpoK MpeoCcTaBIeHHs I'OCYAapCTBEHHON YCIIyTH

12. Cpoku npenocTaBieHNs rOCyIapCTBEHHON YCIyTH:

1) opopmnenue, Beaua (HAmpaBleHHE) 3asSBHTENIO PEINEHHS O IOCYJapCTBEHHOM
PETHCTpALMM  JICKAPCTBEHHOIO IIpemapara M  PETHCTPAlHOHHOIO  yIOCTOBEPEHHSA
JIEKApCTBEHHOTO TMpernapara WM pemeHHs 00 OoTKaze B IOCYAapPCTBEHHOM perucTpanuu
JeKkapcTBeHHOro mnpemapara — 160 (cro mectbaecaT) pabodux AHEH CO OHS NPUHATHA
3asgBJICHUS O FOCYAAPCTBEHHOM perucTpainuy JEKapCTBEHHOrO IIpenapara;

2) obopmienre, Beyiauya (HampaBieHHWE) 3asABHTENIO pelleHHs 00 oTKase
B FOCYJIapCTBEHHOM PETHCTpalMi JIEKapCTBEHHOIO IIpenapara, B OTHOIIEHHH KOTOPOro
HOJIy4EeHO 3aKIIOYeHHe KOMHCCHH OJKCIIEPTOB O HEBO3MOXHOCTH pPacCMaTpPHUBaTh
JIEKapCTBEHHBIA Hpernapar IpH FOCYAapCTBEHHOH perucTpamuy B KadecTBe OpdaHHOrO
JIeKapCTBEHHOTro mpenapara — 45 (COpoK MiTh) pabo4uX AHEH CO JAHA NPUHATHS 3adBICHU
O IOCYIapCTBEHHO! perucTpanuy JIEKapCTBEHHOrO IIpenapara,

3) obopmienne, Bbmadya (HampaBie€HHE) 3aiBHUTEIIO pELIEHMS O BKIOYCHHH
dapManeBTHUECKO# CyOCTaHUUY, NMPOU3BENCHHON U pealu3alyuy, B FOCYydapCTBEHHBIN
PEECTp JIEKAPCTBEHHBIX CPEACTB — 75 (CEeMBAECAT MATh) pabouuX AHEH CO MHS NPUHATHS
3agBl€HMI O BKIOYeHHH (dapMaleBTHYecKOd CyOCTaHIUH, IPOM3BEASCHHOH JIJIA
peanm3alii, B roCyIapCTBEHHBIA PEECTpP JEKApCTBEHHEIX CPE/ICTB;

4) opopMienne, BbiHada (HampaBiIeHHE) 3asABUTENIO DEIIEHHA O BHECEHHH
U3MEHEHHI B  JOKYMEHTH, COIepXalluecs B PErHCTPallMOHHOM JOChe Ha
3apErdCTPUPOBAHHBIN JIEKAPCTBEHHBIH IIpenapaT WM pelleHHus o6 OTKa3e BO BHECEHWH
H3MEHEHMI B JOKYMEHTBI, COJiepKalliecs B pErUCTPAIMOHHOM JOChE Ha JIEKAPCTBEHHEIN
npenapat — 90 (neBsHOCTO) paboduX JHEH CO THA NPUHATHA 3aABJICHUS O BHECSHHH TaKMX
W3MEHEeHHM;




5) oopmienne, Bbigaua (HampaBleHHE) 3AsBUTENIO  PCLICHAA O BHECEHHHU
W3MEHEHHH B JOKYMEHTHl Ha (apMalleBTHYEeCKylo CyOCTAHIMiO, MPOU3BE/CHHYIO LI
peau3alii ¥ BKIIOYSHHYIO B rOCyJapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB, — 90
(meBAHOCTO paboyMX) JHEH CO JHs MPUHATHA 3aABICHUS O BHECCHUH TAKNX HU3MEHEHUH;

6) odopMIIeHHE, Bblaya (HANpaBIeHHe) 3asBUTENIO 0eCcCpOYHOI0 PErMCTPAIiOHHOIO
YIOCTOBEPEHHUs JIGKAPCTBEHHOTO Mpenapara IpH ITOATBEPXK/CHUH roCcyAapCTBEHHOM
perucTpamu — 90 (€BAHOCTO) pabounx AHeH cO [HA MONydYeHUs 3asABICHUST O
OATBEePKACHHY [OCYAaPCTBEHHON PErUCTPaLiH JIEKapCTBCHHOTO NpeTiapata,

7) obopmienne, Bblfaya (HAINpPaBICHHE) 3aSBUTENIO  PCLICHHA o6 oTMeHe
FOCY/JApCTBEHHOM  PErucTpaluu  JIGKApCTBEHHOro  Ipemapara 1 UCKITIOYEHUHU
JIeKapCTBEHHOTO MperapaTa U3 rocyAapCTBeHHOIO peecTpa JeKapCTBCHHBIX CPCACTE — 30
(Tpuamnate) paGouymx JHEH cO JHA TOAAYM  [iepkareieM W BJIaJIENIbLIEM
PErHCTPALMOHHOrO yIOCTOBEPEHHUs JIEKapPCTBEHHOTO Npenapata Hili YIOJTHOMOYEHHBIM
MM JPYTMM IOPUIMYECKUM JIHIIOM 3asBIeHMs 00 OTMEHe rocyJapCTBEHHON PETUCTPALUU
JIEKapCTBEHHOTO IIpernapaTa;

8) odbopmieHue, Bblaya (HANpaBieHHE) 3asBUTEIIO PELICHHSA 00 HCKIIOYCHHM H3
TOCYJapCTBEHHOTO pPeecTpa JIeKapCTBEHHBIX CPEICTB ¢apmaneBTHYeCKON CyOCTaHINH,
NpOM3BEACHHON Ui peanusalud, — 30 (Tpmauath) paboumx AHEHW CO OHA MOAAiH
pa3pabOTYMKOM JIEKAPCTBEHHOrO CPEeACTBA WM MNPOM3BOIUTENEM JeKapCTBEHHOI'O
cpeAcTBa JMGO YIIOTHOMOYEHHBIM HMH JPYTUM FOPHANYECKUM JIHMIOM 3asiBICHHA 06
HCKIMIOUeHNH  (papMalleBTHYecKOli CyOCTaHIMM, TPOM3BENCHHOH [Jis peannsalyd, H3
rocy/IapCTBEHHOTO PEECTPa JIeKapCTBEHHBIX CPE/ICTB.

9) obopmwiieHHE,  BbIIada (mampapnenue) — AyOnukara — PErMCTPALMOHHOIO
yIOCTOBEPEHHs JEKApCTBEHHOTO Ipenapara — 10 (mecsarts) pabodux AHEW CO JHA MOJAIH
fepKaTesieM WM BJAJENbIEM PEIUCTPALMOHHOTO  yIOCTOBCPEHNS JIeKapCTBEHHOT'O
perapata WM YIOJTHOMOYEHHOrO HMMH JIPYroro FOPHAMHYECKOro Juna 3asgBJIEHUS. O
BhIAYe TyOIMKaTa PErHCTPALMOHHOTO yAOCTOBEPEHH)S IEKAPCTBCHHOTO TIpeTiapata.

CpokH, yKasaHHble B TOANYHKTax 1-6 HACTOAEro IYHKTa, MOTYT OBITH
IPUOCTAHOBJEHB! B COOTBETCTBHHU CO CTaThiIMU 16, 19, 29, 30, 34 ®enepanpHOrO 3aKOHA
or 12 ampems 2010 r. Ne 61-®3 «O6 obpallleHHH JIEKAPCTBEHHBIX CPEACTE? (manee —
®eepanbHEIT 3aKoH oT 12 anpens 2010 r. Ne 61-D3).

[NepeyeHb HOPMATHBHBIX IIPABOBBIX AKTOB, PEryTHPYIOIIHX
OTHOIIICHUS, BO3HUKAIOIIUE B CBA3H C IMPEIOCTABICHNEM
roCyAapCTBEHHOM yCITYTH

13. TTepeyeHs HOPMATHBHBIX MPABOBBIX aKTOB, pPeryIHPYIOMIMX OTHOIIICHUS,
BO3HHKAIOIIKE B CBSI3H C IIPEIOCTABICHHEM IOCy JapCTBCHHOH YCIIyTH:

1) ®enepanpHblil 3aKOH OT 27 MIONA 2010 r. Ne 210-®3 «O6 oprandzanyu
TIPeOCTABICHNs ~ TOCYJApCTBEHHBIX M MyHHIHIAILHBIX yeayr»  (Cobpanume
3aKoHOJaTeNIbecTBa Poccuiickon Penepauni, 2010, Ne 31, cr. 4179; 2011, Ne 15,
ct. 2038; Ne 27, ct. 2873, ct. 3880; Ne 29, cr. 4291; Ne 30, ct. 4587; Ne 49, cr. 7061;
2012, Ne 31, cr. 4322; 2013, Ne 14, cr. 1651; Ne 27, ct. 3477, 3480; Ne 30, cr. 4084,
Ne 51, ct. 6679; Ne 52, ct. 6961, c1. 7009; 2014, Ne 26, ct. 3366; Ne 30, ct. 4264; 2015,
Ne 1, c1. 67, 72; Ne 10, ct. 1393; No 29, c1. 4342, 4376; 2016, Ne 7, cr. 916; Ne 27,
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cT. 4293) (nanee — ®epepanpHelii 3aKoH oT 27 uronsg 2010 r. Ne 210-03);

2) ®enepanpHplii 3akoH ot 12 ampems 2010 1. Ne 61-®@3 (Cobpanme
3aKoHozatenscTBa Poccuiickoit @enmeparun, 2010, Ne 16, ct. 1815; Ne 31, c1. 4161; Ne 42,
cT. 5293; Ne 49, ct1. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7587,
2013, Ne 27, cr. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52,
cT. 7540; 2015, Ne 10, ct. 1404; Ne 27, ct. 3951; Ne 29, cr. 4359, ct. 4367, 4388; Ne 51,
cT. 7245; 2016, Ne 1, ct. 9; Ne 23, ct. 3287; Ne 27, ct. 4238, 4283);

3) Hanoroseiit  komekc Poccuiickoit ®egepamuu (9acte Bropas) (Cobpanue
3akoHozarenscTBa Poccuiickoit ®epepammm, 2000, Ne 32, cr. 3340, 3341; 2001,
Ne 1, cr. 18; Ne 23, cr. 2289; Ne 33, ct. 3413, 3421, 3429; Ne 49, cr. 4554, 4564;
Ne 53, ct. 5015, 5023; 2002, Ne 1, cT. 4; Ne 22, ct. 2026; Ne 30, ct. 3021, 3027, 3033;
Ne 52, cr. 5132, 5138; 2003, Ne 1, ct. 2, 5, 6, 8, 11; Ne 19, cr. 1749; Ne 21,
ct. 1958; Ne 22, ct. 2066; Ne 23, ct. 2174; Ne 26, ct. 2567; Ne 27, c1. 2700; No 28,
cT. 2874, 2879, ctr. 2886; Ne 46, cr. 4435, 4443, 4444; Ne 50, ct. 4849; Ne 52,
cT. 5030; 2004, Ne 15, cr. 1342; Ne 27, c1. 2711, 2713, 2715; Ne 30, ct. 3083, 3084, 3088;
Ne 31, ct. 3219, 3220, 3222, 3231; Ne 34, ct. 3517, 3518, 3520, 3522, 3523, 3524, 3525,
3527; Ne 35, ct. 3607; Ne 41, c1. 3994; Ne 45, ct. 4377; Ne 49, ct. 4840; 2005, Ne 1, cT. 9,
29, 30, 34, 38; Ne 21, ct. 1918; Ne 23, ct. 2201; No 24, cr. 2312; Ne 25, cT. 2427, 2428,
2429; Ne 27, ct. 2707, 2710, 2713, 2717; Ne 30, ct. 3101, 3104, 3112, 3117, 3118, 3128,
3129, 3130; Ne 43, cT. 4350; Ne 50, cT. 5246, 5249; Ne 52, ct. 5581; 2006, Ne 1, ct. 12, 16;
Ne 3, c1. 280; No 10, ct. 1065; Ne 12, cr. 1233; Ne 23, ct. 2380, 2382; Ne 27, ct. 2881;
Ne 30, ct. 3295; Ne 31, ct. 3433, 3436, 3443, 3450, 3452; Ne 43, ct. 4412; Ne 45, ct. 4627,
4628, 4629, 4630; Ne 47, ct. 4819; Ne 50, c1. 5279, 5286; Ne 52, ct. 5498; 2007, Ne 1,
ct. 7, 20, 31, 39; Ne 13, ct. 1465; Ne 21, ct. 2461, 2462, 2463; Ne 22, ct. 2563, 2564;
Ne 23, ct1. 2691; Ne 31, ct. 3991, 4013; Ne 45, ct. 5416, 5417, 5432; Ne 46, ct. 5553, 5554,
5557; Ne 49, ct. 6045, 6046, 6071; Ne 50, cT. 6237, 6245, 6246; 2008, Ne 18, cT. 1942,
Ne 26, ct. 3022; Ne 27, ct1. 3126; Ne 30, cr. 3577, 3591, 3598, 3611, 3614, 3616; Ne 42,
cT. 4697; Ne 48, ct. 5500, 5503, 5504, 5519; Ne 49, ct. 5723, 5749; Ne 52, cT. 6218, 6219,
6227, 6236, 6237; 2009, Ne 1, cr. 13, 19, 22, 31; Ne 11, ct. 1265; Ne 18, cT. 2147; Ne 23,
ct. 2772, 2775; Ne 26, ct. 3123; Ne 29, ct. 3582, 3598, 3602, 3638, 3641, 3642, Ne 30,
cT. 3735, 3739; Ne 39, ct. 4534; Ne 44, ct. 5171; Ne 45, c1. 5271; Ne 48, ct. 5711, 5725,
5726, 5731, 5732, 5733, 5734, 5737; Ne 51, ct. 6153, 6155; Ne 52, ct. 6444, 6450, 6455;
2010, Ne 15, cr. 1737, 1746; Ne 18, ct. 2145; No 21, ct. 2524; Ne 31, cT. 4198; Ne 32,
cT. 4298; Ne 40, ct. 4969; Ne 45, cT. 5750, 5756; Ne 46, ct. 5918; Ne 47, ct. 6034; Ne 48,
cT. 6247, 6248, 6249, 6250, 6251; Ne 49, cr. 6409; 2011, Ne 1, ct. 7, 9, 21, 37,
Ne 11, cr. 1492, 1494, Ne 17, cr. 2311, 2318; Ne 23, cr. 3265; Ne 24, cr. 3357,
Ne 26, ct. 3652; Ne 30, cr. 4566, 4575, 4583, 4587, 4593, 4596, 4606; Ne 48, cr. 6729,
6731; Ne 49, ct. 7016, 7017, 7037, 7043, 7061, 7063; Ne 50, ct. 7347, 7359; 2012,
Ne 10, ct. 1164; Ne 14, ct. 1545; Ne 18, ct. 2128; No 19, ct. 2281; Ne 24, ct. 3066;
Ne 25, ct. 3268; Ne 26, ct. 3447, Ne 27, ct. 3587, 3588; Ne 29, ct. 3980; Ne 31,
cT. 4319, 4322, 4334; Neo 41, ct. 5526, 5527; Ne 49, c1. 6747, 6748, 6749, 6750, 6751;
Ne 50, ct. 6958; Ne 53, ct. 7596, 7603, 7604, 7607, 7619; 2013, Ne 14, ct. 1647; Ne 19,
cT. 2321; Ne 23, cT. 2866, 2888, 2889; Ne 27, c1. 3444; Ne 30, ct. 4031, 4046, 4048, 4049,
4081, 4084; 2014, Ne 8, ct. 737; Ne 14, ct. 1544; Ne 16, ct. 1835, 1838; Ne 19, ct. 2313,
2314, 2321; Ne 23, ct. 2930, 2936, 2938; Ne 26, cr. 3372, 3373, 3393, 3404; Ne 30,
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cT. 4420, 4222, 4239, 4240, 4245; Ne 40, ct. 5315, c1. 5316; Ne 43, c1. 5796, 5799; Ne 45,
cT. 6157, 6159; Ne 48, c1. 6647, 6648, 6649, 6650, 6657, 6660, 6661, 6662, 6663; 2015,
Ne 1, ct. 5315, 5316, 5317, 5318, 5330, 5331, 5332, 5333; Ne 10, ct. 1393, 1402; Ne 14,
ct. 2023; Ne 24, crt. 3373, 3377; Ne 27, ctr. 3948, 3968, 3969; Ne 41, ct. 5632) (nanee —
Hanoroserii kogekc Poccuiickoit @enepanun);
4) nocranopnenue IlpaBurensctBa Poccmitickoit ®enepanmu ot 19 mrons 2012 r.

Ne 608 «O6 yreepxaenun [lonoxenns o MuBHCTEpCTBE 3ApaBOOXpaHEHHs Poccuiickoi
®enepanun» (Cobpanue 3akoHomatesnscTBa Poccuiickoit ®emepanmu, 2012, Ne 26,
cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, ct. 4386; Ne 45,
cT. 5822; 2014, Ne 12, c1. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015,
Ne 2, cr. 491; Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2, ct. 325; Ne 9, c1. 1268; Ne 27,
cT. 4497; Ne 28, cT. 4741; Ne 34, ct. 5255);

 5) nmocranosnenue IlpasutensctBa Poccuiickoit @epepamuu ot 16 aBrycra 2012 r.
Ne 840 «O mopsake mogayd ¥ PAcCMOTPEHHs Kano0 Ha pelleHHs M JeHCTBUA
(6e3neiicTBHE) (enepalbHBIX OPraHOB MCIIONHUTENBHOM BIACTH U MX JOJDKHOCTHHIX JIAI,
demepanbHEIX TOCYOAPCTBEHHBIX CHYXKallMX, MJOJDKHOCTHHIX JIMII TOCYIapCTBEHHBIX
BHEOOMKEeTHRIX ¢oHmoB Poccuiickoit ®Denepamum» (CobpaHue 3aKOHOAATENLCTBA
Poccmiickoit ®enepamuu, 2012, Ne 35, ct. 4829; 2014, Ne 50, ct. 7113);

6) nocrasosienne IIpasurensctBa Poccmiickoii ®enmepanuu or 16 mas 2011 r.
Ne 373 «O pa3paboTke U yTBEpXKICHHM aIMUHUCTPATUBHEIX PErjaMeHTOB HMCIIONHEHUS
roCyJapCTBEHHBIX (YHKIUH M aJAMHUHHCTPAaTHBHBIX pETrNIAMEHTOB IPEAOCTABJIECHUA
rocynapcTeeHHbIX yoiayr» (Cobpanne 3akoHomatenscTBa Poccuiickoit ®enepanuu, 2011,
Ne 22, ct. 3169; Ne 35, c1. 5092; 2012, Ne 28, ct. 3908; Ne 36, cr. 4903; Ne 50, ct. 7070;
Ne 52, cr. 7507; 2014, Ne 5, cT. 506);

7) npukaz MHHHCTEPCTBa 3APABOOXPAHEHUA U COLHUAIBHOrO passutusd Poccuiickoin
®enepamuu ot 26 aBrycra 2010 r. Ne 747n «O6 yTBepXIeHHHM MOPAAKA M CPOKOB
pasMelnieHrs Ha oQuImanbHOM caiite MHHHCTEPCTBA 3PaBOOXPAHEHUSA W COLUATIBHOrO
pasputus Poccuiickoit ®enepannmu B cetu «MHTepHeT» HHGOpMaNuM, CBA3aHHOW C
OCYIIIECTBJIEHMEM TIOCYAApCTBEHHOH PpETHCTpallMd JIE€KapCTBEHHBIX IIpErapaToB M
MEIULUHCKOro IpUMEHEHHN» (3aperucTprupoBaH MUHHCTEPCTBOM IOCTHIMM PoccuiicKoi
®enepanun 31 aerycra 2010 r., peructparuoHubii Ne 18299).

VcuepnpIBaomuii epedetb JOKyMEHTOB,
HeO0OXOIMMBIX B COOTBETCTBMH C HOPMaTHBHBIMU ITPAaBOBLIMHU aKTaMU
JUIS IPEAOCTABIEHUS TOCYyJapCTBEHHON YCITyTH, KOTOPBIE SBJIAIOTCS
HEOOXOIUMBIMH B 00S3aTeILHBIMH JIJIS PEOCTaBICHUS
rOCyIapCTBEHHOM yCIYTH, MOAEKAIUX
IPEACTaBJICHUIO 3asBUTENEM

14. JIynsa rocyjapCTBEHHOW PEernCTpalMy JIEKapCTBEHHOIO Mpernapara, B TOM 4uCie B
KauecTBe  OppaHHOrO  JIEKapCTBEHHOTO  Ipenapara, 3agBUTENAb  IPEACTABIIAET
B MHHHCTEPCTBO B D3JEKTpOHHON ¢opMe U Ha OyMaKHOM HOCHTENE 3adBICHHE
0 rOCYIapCTBEHHON perucTpaluy JEeKapCTBEHHOrO IIpenapara Ui MEIHIHHCKOro
npuMeHeHus 1o Gopme, npexycMOTpeHHOH mpuioxenrneM Ne 1 K AIMHHHUCTPaTHBHOMY
perjaaMeHTy, W HOKYMEHTBI, U3 KOTOPHIX (OpPMHpPYeTCSs DPErucTpallMOHHOE [OChe




Ha JIEKapCTBEHHBIN IIpernapaT Al MEAULIUHCKOTO IPUMEHEHHS.

3asBiieHAE O TOCYJApCTBEHHOH pPEruMCTpalli¥l BOCHPOHU3BEIECHHOIO JIEKAPCTBEHHOIO
npemnapara Uil MEOMIMHCKOrO IPHMEHEHHS MOXeT OBTh MOoAaHO B MHHHCTEPCTBO
II0 HCTEYEHHUH YETHIPEX JET C OaThl rOCYAapCTBEHHOH perucTpanuu pedepeHTHOro
JeKapcTBeHHOro nmpenapara B Poccuiickoit @enepanuu.

3asBlEHHE O TOCYJAPCTBEHHOM perucTpauud OuoaHaroroBoro (6uomono6HOro)
JeKapCTBEHHOro Impemapara (OmoaHanora) MoxkeT OBITH IOogaHO B MuUHMCTEPCTBO
I0 HCTEYEHHH TpeX JET C Jarbl TOCYJapCTBEHHOM perucTpamuy pedepeHTHOro
JieKapCTBeHHOro npenapara B Poccuiickoit Penepanuu.

15. PeructpanluOHHOE [OOCBE Ha JIEKAPCTBEHHBIN IIpenapar I METHIIHHCKOro
IpUMEHEHHS IPEICTABIAeTCS B popMare 0OIIEero TEXHHIECKOro JTOKyMEHTa, COCTOALIETO
U3 CIIETYIOIIMX pa3elioB:

1) pasmen HOKyMEHTalul aJIMUHUCTPATUBHOIO XapaKTepa BKJIIOYAaeT IOKYMEHTHI,
nepeunciedHble B dactd 4 crtatbm 18 ®DenepanpHoro 3axkoHa ot 12 ampems 2010 r.
Ne 61-®3;

2) pasmen XuMHYecKoH, (apMareBTU4ecKodl M OHOJOrH4ecKOM JOKyMEHTaluu
BKJIFOYAeT JOKYMEHTEI, IIepeIHCIeHHbIe B YacTh 5 cTaTthu 18 demepanbHOro 3akoHa ot 12
anpess 2010 r. Ne 61-03;

3) pasgmen ¢apMakoJIOTHYECKOM, TOKCHKOJIOIMYECKOH IOKYMEHTalliH BKIIOYaeT
OTYEeTEHl, IepeYnciIeHHble B yacTH 6 crathu 18 ®enepansHoro 3akoHa ot 12 ampens 2010 r.
Ne 61-®3;

4) pazmen KJIMHUYECKOH JOKYMEHTAIMH BKIIOYACT OTYETHI, IEPEUYNCICHHEIE B YaCTH
7 crateu 18 @enepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-03. |

IIpencraBieHne  pEerucTPallMOHHBIX [OCBKE Ha  JIEKApCTBEHHEHIE  IpenapaTthl
OCYIIECTBIIETCS C Y4eTOM IOJNIOXKeHUH Jacteit 2, 8-22, ctateu 18 DenepanbHOro 3akoHa
ot 12 ampens 2010 r. Ne 61-®3.

16. [lna BkmoueHus (QapmaneBTHYecKOit CyOCTaHIWHM, IIPOM3BEAECHHOM A
peaqu3alMd, B TOCYJapCTBEHHBIM PpEECTpP JIEKAPCTBEHHHIX CPEICTB  3asiBHUTENb
npencrapiser B MEUHICTEPCTBO Ha OyMaKHOM HOCHUTEJNE U B 3JIEKTPOHHOM BHJIE:

1) 3asBIeHMe O BKIIOUEHWH (apManeBTHYECKOH CyOCTaHIMH, NPOU3BEAECHHON I
peanu3aldy, B TOCYyJapCTBEHHBIH peecTp JIEeKapCTBEHHBIX CPEICTB MO (opMe COrJIAcHO
npriIoXeHuo Ne 2 K AIIMUHUCTPAaTUBHOMY PETTIAMEHTY,

2) KOO IMIEH3WH Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB HIM  KOMHIO
3aKIIOYEHHS O COOTBETCTBHHM MPOM3BOIHUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUAM
NpaBIJl HaJJe)Xalmlell IPOM3BOACTBEHHOH IIPAKTHKH, BBIJAHHBEIE YIOJHOMOYEHHBIM
demepambHBIM OpPraHOM HCIONHUTEIBHOH BIACTH, B Cly4ae, €CIH IPOM3BOACTBO
JIEKapCTBEHHOTO IpenapaTa ocymecTsisieTcd B Poccuiickoi ®enepaunu;

3) KONHMIO IOKyMEHTa, MOATBEPKAAIOIIErO yIUIaTy TOCYyJapCTBEHHOH IONLIMHBI 32
BKJIIOYEHHE B TOCYNApCTBEHHBIN peecTp JEeKapCTBEHHBIX CPEINCTB (apMaleBTHYSCKON
cyOCTaHIUM, MPOM3BEAEHHON Ui peanu3anuy, Jubo, 1O COOCTBEHHOH HHHULKATHUBE,
YKa3aHHBIA TOKYMEHT;

4) KOIIHIO BEIIAHHOHN YIIONHOMOYEHHBIM OPTraHOM CTPaHbI MPOU3BOAMTEI JIHIIEH3UU
Ha IIPOU3BOJICTBO JIEKAPCTBEHHOrO CPEICTBA U €€ NEPEBOJ Ha PYCCKHUM A3BIK, 3aBEPEHHEIE
B YCTaHOBJIEHHOM I[OpsiIKe, M KONHIO 3aKIIOYEHHs O COOTBETCTBHH IPOM3BONMTEIIS
JIEKapCTBEHHBIX CPEINCTB TpeOOBaHMAM MpaBUil HALJIeXalmeW MPOU3BOACTBEHHOM
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MIPaKTHKH, BBIAAHHOIO YIIOJIHOMOYEHHBIM (¢efepalbHbIM OpPraHOM HCIOJIHUTEIBHON
BJIACTH, B ClIy4ae, €CJM ITPOU3BOJICTBO JIEKAPCTBEHHOI'O CPENCTBA OCYIIECTBISIETCS 3a
npenenaMu Poccutickoit @enepanum;

5) IOKyMeHT, cofepXalljuii  CIeAYIOIHe CBeJeHHs O (apManeBTHIECKOM
cyOcTaHImH:

a) HaUMEeHOBaHMe QapMaleBTHIECKOI CyOCTaHIIuN, ee CTPYKTypa, oO1iye CBOICTBa;

0) HauMEeHOBaHKE H aJIpec MPOU3BOIUTEI; :

B) TEXHOJIOTHS IIPOM3BOJACTBA C ONHCAaHWEM CTaJWi IPOM3BOACTBA M METOAOB
KOHTPOJIS Ha BCEX CTaIiIX MPOU3BOJICTBA;

I') onHcanue pa3paboTKy mpolecca MpOoU3BOACTBA;

1) OIMCcaHWe  KOHTPOJII  KPHUTHYECKMX  CTaguii  mpolecca  IPOW3BOJICTBA
U IPOMEXYTOUYHOM MPOAYKIIUY;

€) JOKyMEHTAIbHOE TIOATBEPIKIeHNE (BATHAAIMs) IPOLECCOB M (MJIH) HX OIEHKA;

) CBOHCTBA U CTPYKTypa [eHCTBYIOLINX BEILECTB;

3) XapaKTepHUCTHKa MpUMeceii;

1) criendduKanug Ha GapMaleBTHIEeCKYI0 CyOCTaHIMIO ¥ ee 00OCHOBaHMUE;

K) aHAJIATHYECKHE METOAMKH, WCIOIb3YEMBbIE IIPU OCYLIECTBIEHHH KOHTPOJIS
KadecTBa (hapMarieBTHIECKOM CyOCcTaHIuH;

J) IOKyMEHTaJIbHOe  IOJTBepXAeHue (Balupanusa) aHaJUTHYECKUX METOJUK,
UCIIONE3YEMBIX TPH  OCYIIECTBJIEHMHM KOHTPOJNS KadecTBa  (papMmaneBTHUECKOilt
cybcTaHINY; '

M) pe3yJbTaThl aHan3a cepuil hapManeBTHIECKOH CyOCTaHIINH;

H) IepeYeHb CTaHAApTHBIX OO0pa3sloB WM  BEMIECTB, HCHONB3YEMBIX MpH
OCYIIECTBICHHH KOHTPOJIA KayecTBa;

0) ONACaHNe XapaKTEPUCTHK U CBOMCTB yHaKOBOYHBIX MAaTEPHaJIOB M YKYIOPOUHBIX
CpeHCTB;

II) JaHHBIE O CTAOMIBHOCTH apMaleBTHYECKOM CyOCTaHINH;

P) CPOK TOJTHOCTH;

6) 3asBlIeHHe O BHaue paspelieHHMss Ha BB03 B Poccmiickyro ®enepanuio
KOHKPETHOMH HapTHH He3aperuCTPHPOBAHHOTO JIEKapCTBEHHOTO CpelcTBa,
IIpeIHA3HAYEHHOTO IS MPOBeIeH s SKCIIEPTU3HI KauecTBa JIEKapCTBEHHOT'O CPEACTRA.

17. ns moaTBEp>KASHUS TOCYIapCTBEHHON PErHCTpalliy JIEKApCTBEHHOTO Mpenapara
- 3agBUTeNb IpenacTaBiser B MUHHCTEPCTBO Ha OyMaXKHOM HOCHTENE H B 3JIEKTPOHHOM
BUJIE:

1) 3asBiieHHe O TMOATBEPXKACHHH TOCYNApPCTBEHHON pPErHCTpallld JIEKaApCTBEHHOI'O
mpemapata AN MEAUIUHCKOTO IPHMEHEHHS, O(OPMIEHHOr0 B COOTBETCTBUH
¢ npusioxxeHueM Ne | K AAIMUHUCTPaTUBHOMY PErJIaMEHTY,

2) IOKyMEHT, MOATBEPXOAIOUIMH  YIJIaTy TOCYJapCTBEHHON TNOLUIMHBI 3@
[IOATBEPKACHAE TIOCYJAapCTBEHHOH pErHCTpallid JISKAPCTBEHHOI'O IIpermaparta it
MEIUITUHCKOTO IIPUMEHEHHUS

3) IOKyMEHT II0 YCTaHOBJIeHHOH (opMe’, coiepKaliuii pe3yabTaThl MOHUTOPHHTA
0€e30IacHOCTH JIEKAPCTBEHHOTO IIpenapaTa, IpOBOJUMOrO 3asBUTENEM;

4) HOKYMEHT, NepeBeIeHHBIH Ha PYCCKUH S3BIK, MOATBEPKIAIOIIUNA COOTBETCTBHE
IPOM3BOAUTENS  JIEKAPCTBEHHOIO Ipemapara [  MEIUIUHCKOrO  MpUMEHEHHS

"Yacrs 3 crateu 29 ®epepanbHoro 3akona or 12 anpens 2010 T. Ne 61-®3.
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TpeOOBaHMAM MpaBHJI  HajIeXamled IIPOM3BOACTBEHHOM  IIPAKTHKHM, BBIIAHHBIA
KOMIIETEHTHEIM OPraHOM CTPaHbl IPOM3BOAMTENS JICKApPCTBEHHOIO IIpemnapara I
MEIUIAHCKOro MPUMEHEHNS U 3aBePEHHBII B yCTaHOBICHHOM IOPSIKE;

5) mOXKyMeHT, MepeBeleHHBI Ha PYCCKUil SA3BIK, MOATBEPKAAIOMMNA COOTBETCTBHE
IpoM3BOAMTENS (apMaleBTHYeCKO cyOcTaHmMM TpeOOBaHUSIM NPABHI HaAJEXallel
IPOM3BOACTBEHHOW  MpPaKTHKH, BBIOAHHBIA  KOMIIETEHTHHIM  OPraHOM  CTpaHbl
pou3BoauTeNs (hapManeBTHIeCcKoi CyOCTaHINM, 3aBEPEHHBIA B YCTAHOBJIEHHOM IOPsIKe
U comep)Kamuii HauMeHOBaHHE (papMalleBTHYeCKOH CyOcTaHIMK (MEXIyHapOJHOE
HeIaTeHTOBaHHOE UJIM XMMHYEeCKOe M TOProBo€ HaMEHOBaHMA), HAUMEHOBAaHUE M aJIpec
npou3BOAMTENS (GapMaleBTHIeCKOi CyOCTaHIMHM, CPOK TOJHOCTH (apMaleBTHYECKOM
cyOcTaHIIuu;

6) HOPpMAaTUBHYIO JOKYMEHTALHUIO, TIPOEKT HMHCTPYKUHMH 110 MEJULMHCKOMY
IpUMEHEHHWIO JIEKAPCTBEHHOrO Ipenapara, HMPOEKThl MAaKeTOB IEPBUYHON YIAKOBKH H
BTOpPHYHOM (IOTpeOMTENBCKONH) YIIAKOBKM JIEKAPCTBEHHOTO IIpenapara B Clly4yae
HEOOXOIUMOCTH BHECEHHS B HUX U3MEHEHUH 110 3asBJICHUIO 3a4BUTEI.

18. JIns BHeceHHMs M3MEHEHHWil B JOKYMEHTHI, COJAEp Kalluecs B PErMCTPALHOHHOM
IOChe Ha 3apernCTPUpPOBAaHHBIA JIEKapCTBEHHBIH Ipenapart, 3asgBUTENb IIPEICTaBIISET
B MuHHCTEpCTBO Ha OyMaKHOM HOCHTENE U B 3NIEKTPOHHOM BHJIE:

1) 3asgBeHre O BHECEHMM HM3MEHEHMH B  JOKYMEHTEHl, COJEepXKalluecs
B PErHCTPalliOHHOM JIOCKe Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIN mpenapar, Mo
YCTAHOBIIEHHOI popme’;

2) u3MeHeHMs B JOKYMEHTBI, COHOEpXKallMecs B pPErHCTPallHOHHOM JOChE Ha
3aperCTPUPOBAaHHBIA JIEKapCTBEHHBIM IpemapaT. B cioydJae BHECEHHs H3MEHEHUH
B MHCTPYKIMIO 10 MEIUIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOIo  Ipenapara
IpEeACTABISAETCS NMPOEKT U3MEHEHUH B HMHCTPYKLMIO IO MEIHIUHCKOMY IPHUMEHEHHIO
JIEKapCTBEHHOTO Ipemapara M HOBas pefaKiusd HHCTPYKUHH MO METUIMHCKOMY
IPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa ¢ YUeTOM BCEX 3asiBILIEMBIX B HEE U3MEHEHUM.

3) TOKYMEHTBI, TOATBEPKAAIOIINE HEOOXOAUMOCTh BHECCHUS TAKUX U3MEHEHNH

4) xonuu AOKYMEHTOB, MOATBEPKAAOIINX YIUIATy TOCYJapCTBEHHOM IOINNIMHBI 3a
BHECEHME B  JOKYMEHTHI, CoOAepXaliiecs B  pPErHCTPAllHOHHOM  JIOChE  Ha
3aperuCTPUPOBaHHEINA JIeKapCTBEHHEBIH Npenapar Il MEAUIIMHCKOTO IPUMEHEHHS.

19. JIna BHeceHus W3MEHEHHH B JNOKYMEHTHI Ha ()apMaleBTHUECKYIO CyOCTaHIHIO,
IPOU3BEICHHYIO JUIS pealu3allid M BKIIOYEHHYI0 B TOCYAAapCTBEHHBIH peecTp
JIEKApCTBEHHBIX CPEICTB, 3asBUTENb MpeACTaBlseT B MHHHCTEPCTBO Ha OyMaXHOM
HOCHTEJIE ¥ B DJIEKTPOHHOM BHJIE:

1) 3asBiIeHHe O BHECEHHMM U3MEHEHHH B [OKYMEHTHI Ha (apMaleBTHYECKYIO
CyOCTaHIIMIO, MPOW3BEACHHYIO NN pealu3alid ¥ BKIIOYEHHYIO B TOCYJAapCTBEHHBIH
peecTp IIeKapCTBEHHBIX CPEACTB, 10 (opMe COrjacHO npuioxeHuro Ne 3
K AIIMUHUCTPAaTUBHOMY PETIAMEHTY.

2) u3MeHeHHus B JOKYMEHTH Ha (apMaleBTUYeCKyl0 CyOCTaHIMIO, MPOU3BEACHHYIO
IJIs peaTi3allii 1 BKIIIOYSHHYIO B TOCYAapCTBEHHBIH PEeCTp JIEKapCTBEHHBIX CPECTB;

3) IOKYMEHTBI, HOATBEPIKAAOLINE HEOOXOIMMOCTh BHECEHHS TAKUX U3MEHEHUH.

20. JIns oTMEHBI TOCYHApCTBEHHOW perucTpanuyl JIEKapCTBEHHOIO Ipemapara
¥ MCKIIIOYEHHWH €T0 U3 TOCYAApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEACTB, HCKIOYEHUH

2 Yacre 1 craten 30 denepansHoro 3akona ot 12 anpens 2010 r. Ne 61-@3.
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(apMaLeBTHYECKOU cyGCTaHUMHY, MPOU3BEICHHON I peanu3allii, 3 rocyIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEICTB, 3ajABUTCIb npeacrapnseT B MHUHHCTEPCTBO Ha
6yMa)KHOM HOCHTEIe U B JJICKTPOHHOM BH/E COOTBETCTBYIOIIEE 3asBICHHE B CBOOOIHOM
dopMe.

21. JIna Beimayn QyOsnuKkaTa pETHCTPaliMOHHOTO yI0CTOBEPEHHs JIEKapCTBEHHOTO
mpenapara JiepXKaTellb Uik BiaJesell PEruCTPAIHOHHOrO Y/I0CTOBEPEHHUS JICKAPCTBEHHOTO
perapaTa MM yHOJIHOMOYEHHOS MMH Jpyroe JOPUIAYECKOe JIMIO TIPEACTABIACT
B MuHHCTEPCTBO Ha GyMakHOM HOCHUTEIC:

1) 3asiBieHre O  BBIAAUC nybnuKata ~ PErHCTPAlMOHHOTO  YAOCTOBEPEHHA
JIEKapCTBEHHOTO Npenaparta;

2) KOTIMK JXOKyMEHTOB, MOJTBEPXKIAIOIINX  yILIATy rOCYyIapCTBEHHOM IMOIIIMHBI
3a BBI[aYy AyONHMKaTa PErMCTPALlMOHHOTO YI0CTOBEPEHHA JIEKapCTBEHHOT'O MpernapaTa.

22. IokyMeHTBl JJIs1  TOJIy4CHU rOCYJIApCTBEHHOM YCIYIM MNPECTABIAIOTCAH
Ha PyCCKOM A3BIKE.

B cimyuae eciM OpHIHHAjbl JOKyMEHTOB PEeruCcTPAalMOHHOTO JOChE COCTABJICHBI
Ha WMHOCTPaHHOM fA3bIKE, OHH NPENCTABIAOTCA C© 3aBepeHHBIM B COOTBETCTBHH C
3aKoHOIATeIbCcTBOM Poccuiickoil denepanuy NepeBoJoM Ha PYCCKUM A3BIK.

VcuepblBaroIyii mepeueHb JOKYyMEHTOB,
HeoOXOIMMBIX B COOTBETCTBHM C HOPMaTHBHBIMU IIPABOBRIMH
AKTAaMM JUIs TIPEJJOCTABIEHIS TOCY IaPCTBEHHOH YCIIYTH, KOTOPBIC
HAXOJUITCA B PaCIOPSDKEHUH [OCY IAPCTBEHHBIX OPraHoB,
OpraHOB MECTHOT'O CaMOYIIPaB/IeHHs 1 HHBIX OPratoB,
yYACTBYIOLIMX B IIPEOCTABICHAN TOCY AAPCTBEHHbIX
WM MYHULMIIATHBIX YCIYT, H KOTOPbIC
3asBUTENb BIpaBe NPeICTaBUTD

23, 3asgBUTeNIb BOpaBe IPEACTaBUTL IO cOOCTBEHHOM MHHIIMATHBE BMECTC
C 3asIBJIEHMEM O TOCYJAapCTBEHHOM PerHCTPalyy JIeKapCTBEHHOIO npenapara, 3asBICHAEM
0 BKJIIOUEHMH B TOCYJAPCTBEHHBIH peecTp JIEKapCTBCHHBIX CPEACTB (apMaleBTUYECKOM
cyOcTaHIMH, IIPOM3BENCHHON  UIsl  peanu3alyy, 3adBIcHUCM O TOJATBEPKIACHUH
rocyJapcTBEHHOM perucTpanuu JeKapCTBEHHOTO npenapara, 3asBlICHHEM O BHECCHUM
J3MeHeHHH B JOKYMEHTBI,  COZepKaluecs B PerHCTPalMOHHOM Jocke  Ha
3aperUCTPUPOBAHHBIH JleKapCTBEHHBIH Npenapar, 3asgBICHAeM O BHECCHUHN B JOKYMEHTBI
Ha (apMalEeBTUIECKYI0 CyOCTAHIMIO, IPOU3BEICHHYIO IS pealu3alMy 1 BKIIOYEHHYIO
B TOCYJApCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB, JIOKYMEHTBI, IOJITBEPKAAIOIINEe
YILIaTy TOCYAAPCTBEHHOH NOIUIMHEL B cooTBeTcTBHMH cO cratheid 333.32.1 Hanorosoro
komekca Poccuiickoit @epepaniny.

B cayuae HMX HeNpeACTaBICHUS MuUHHCTEPCTBO HpoBepseT (GaKT  yIIaThl
FOCYJApPCTBEHHBIX MOIUIMH 3asBUTENCM INOCPENCTBOM HCroNnb30Banus HHGopmManuu 00
ymmaTe — TOCYNApCTBEHHBIX — IOMLIMH, comgepxameics B [ocynapcTBeHHON
MHQOPMALMOHHOM CHCTeME O TOCYHapCTBEHHBIX H MyHHUIUNANBHEIX [UIATeXKaxX, Ha
OCHOBAHHH TIPeICTaBIEHHBIX 3aABUTCIICM KOIHH JOKYMEHTOB, MOATBEPKAIOIIMX yIIaTy
TOCYapCTBEHHOM MOLIIHHBIL.
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Vkasanue Ha 3ampeT TpeOOBaTh OT 3aBUTEN IPEACTABICHUS
JIOKYMEHTOB ¥ HHPOPMAIMH WIIH OCYLIECTBICHUS JEHACTBUMN, IPENYCMOTPEHHBIX
yacThio 1 crateu 7 @enepaabHOro 3aKoHa
ot 27 utonsa 2010 . Ne 210-03

24. MuHHCTEepCTBO HE BIIpaBe TpeOOBATh OT 3asBUTEI:

IpeacTaBlieHHss JOKYMEHTOB W HWHGOpManuy HIH OCYIIECTBIECHUSA [EACTBHI,
IpeACTaBlieHHe WJIM OCYIIECTBIIEHHE KOTOPHIX HE IIPEeAyCMOTPEHO HOPMATHBHBIMU
IPaBOBBIMH  aKTaMM, pETyJUPYIOIIMMH  OTHOIIEHHSA, BO3HHMKAaIOUIME B  CBI3HU
C MpeaoCTaBlIeHHEeM rOCyIapCTBEHHOM yCIIyTH;

IpeACTaBIeHHs JOKYMEHTOB M HH(OpManuy, KOTOpHIE B  COOTBETCTBHH
C HOPMaTUBHBIMH [paBOBEIMH akTamu Poccmiickoit ®epepanuy, HOPMaTHBHBIMH
IpaBOBBIMU aKTaMH cyOobekToB Poccuiickoil Penepanuy 1 MyHUIUNAILHBIMH IIPABOBBIMH
aKTaMH HaXOHATCAd B PaCIOpPSIKEHHMH TOCYJapCTBEHHBIX OpPraHoOB, MPENOCTaBISAIOIIUX
rOCyIapCTBEHHYIO YCIYry, HHBIX TOCYJapCTBEHHBIX OpPraHoOB, OpPraHOB MECTHOI'O
CaMOYIpAaBJIEHHS W OpraHu3aluii, y4aCTBYIOIIMX B IPEJOCTABIEHHU TIOCYAapCTBEHHOH

YCIyTH, 3a HCKIIOYeHHEM NOKYMEHTOB, yKa3aHHBIX B 4acTH 6 craTeH 7 DenepaisHoro
3akoHa oT 27 urong 2010 r. Ne 210-D3.

HcuepnpiBaromuii nepedyeHb OCHOBaHUM 11 OTKa3a
B IIpHeMe JOKYMEHTOB, HEOOXOAUMEIX JJIs IPEAOCTaBIICHUS
rOCYJapCTBEHHOM YCIIyTH

25. OcHoBanmii [ig OTKasa B IpueMe IOKyMEHTOB, HEOOXOAMMBIX MJIA
IIPEIOCTABIICHH TOCYIapCTBEHHON YCIYTH, HE IPEeayCMOTPEHO.

HcuepnpiBaronuii mepedeHb OCHOBAHUH I IIPHOCTAHOBJICHHUS
HJIM OTKa3a B MIPENOCTABICHUHA IOCyAapCTBEHHON YCIyTH

26. OcHoBaHHEM IS IPUOCTAHOBJICHHUS IIPENOCTABICHUS IOCYJapCTBEHHOH YCIIyIH
SBJISETCS HampaslieHHe MHHHCTEpCTBOM B COOTBETCTBHHM cO cTaThimu 19, 29, 30, 34
denepanproro 3akona ot 12 ampess 2010 r. Ne 61-®3 3asgputemo 3anpoca 00 yTOUHEHHU
B IIPE/ICTABJIEHHEIX M JOKYMEHTaX CBENECHHUIA.

27. OcHOBaHMSMH JJI1 OTKa3a B IHPEJOCTABIICHHWH TIOCYAApCTBEHHOMW YCIyrd
SBIISIOTCA :

1) HempencTaBieHHe 3asBUTENIEM JOKYMEHTOB, IPEAYCMOTPEHHBIX IIyHKTaMH
15-19 ADMHHUCTPATUBHOTO PETJIaMEHTa;

2) HempencTaBlicHHE 3asBUTENIEM B YCTAHOBICHHBIH CPOK OTBETa HAa 3alpoc
MuHncTEpCTBA B COOTBETCTBUHM cO cTatbsmu 19, 29, 30, 34 denepanbHOro 3akoHa
or 12 ampens 2010 r. Ne 61-®3 unu JOKyMEHTOB, HE COAEPKAIMMUX HCUEPIBIBAIOLIETO
nepeyHs HeOOXOMUMEIX JJIs TPOBEASHUS SKCIEPTH3 CBEICHUH, KOTOphIE JOIKHBI OBITH
OTpaXkeHbI B HUX (P NPUHATHH PELIeHHs O MPOBEIEHUH SKCIEPTU3, IPEAYCMOTPEHHBIX
AJIMHHUCTPAaTHBHBIM PETJIAMEHTOM);

3) pemenre MuHKMCTEPCTBA O TOM, YTO KayecTBO (apMameBTHUeCKOH cyOcTaHIMH,
TIPOM3BEICHHOM NI peaM3alii, He MOATBEPKIEHO IOIyYCHHBIMH JaHHBIMU B Ciiydae
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BKJIIOYEHHS (apMaleBTHIECKON CyOCTaHIIMU B rOCYIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX
CPEICTB;

4) 3axmouenre MHHHMCTEPCTBA O BO3MOXXHOCTH CHIDKEHHs O€30I1aCHOCTH, KadeCTBa,
3@ (PEKTHBHOCTH JIEKAPCTBEHHOI'O CPEICTBA B CIIy4yac BHECEHUSA U3MEHEHHH B JOKYMEHTHI,
comepXaluecs B PETHCTPALMOHHOM JOChE€ Ha 3aperMCTPHPOBAHHBIA JIEKApCTBEHHBIH
npemnapar;

5) mpencraBiieHre A1 TOCYAapCTBEHHOM PErucTpalyy JIEKapCTBEHHOIO Iperapara,
OTIHMYAIOIIErocs OT JPYroro JEKapCTBEHHOro Ipenapara KadyeCTBEHHBIM COCTaBOM
JIEeHCTBYIOIIHUX BENIECTB, 0] OAMHAKOBHIM TOPrOBBIM HAUMEHOBAaHUEM;

6) mpeACTaBIeHde M TOCYHApCTBEHHOM perucTpandy OJHOIO JIEKApCTBEHHOIO
Ipemapara, BBITYCKAeMOTO  MOPOM3BOAMUTENEM MO  Pa3IMYHBIMH  TOPrOBHIMH
HaMMEHOBAHUsAIMH M TMPEACTaBICHHOrO0 Ha TOCYJAapCTBEHHYIO PErMCTPalMIO B BHIE ABYX
1 OoJiee JIeKapCTBEHHBIX IIPENapaToB.

Iepeuens yciyr, KOTOPHIE ABJISIOTCS HEOOXOIUMBIMU U 00s3aTeNbHBIMA 15
IIpeIOCTaBIIEH)s TOCYAapCTBEHHOM YCIYTH, B TOM YHCIIE CBEICHHS O JOKYMEHTe
(moxyMeHTax), BbIIaBaeMOM (BBIIaBaeMbIX) OpraHU3alMsIMH, YYaCTBYIOIUMH B

IpeIOCTaBIEHHUH rOCyIapCTBEHHON yCIyTH

28. HeoOxomumele U 00sA3aTebHBIE YCIYTH IJIA MPEIOCTABIECHUS IOCYAapCTBEHHOM
YCIyTH OTCYTCTBYIOT.

[Topsimox ¥ OCHOBaHMA B3NMaHUs rOCyJapCTBEHHON
MOLITHHLI UJIM HHOM MJIATHI, B3UMAEMOM 32 PEOCTaBICHUE
rOCyJapCTBEHHOM! YCIyTU

29. 3a mpexocTtaBieHUe TOCYJApCTBEHHOH YCIIyTM YIIIQUMBAE€TCA T'OCYNApCTBEHHAS
IONIJIMHA B pa3Mepax, YCTaHOBIEHHbIX craTthei 333.32.1 Hamorosoro xozekca
Poccuiickoit ®enmepamuu. B cooTBercTBUM C myHkTOM 6 wactu 1 crateu 333.18
Hanorosoro koxekca Poccuiickoit @enepanum 10 moAady 3asgBICHUM M JOKYMEHTOB Ha
coBepilieHre ykazaHHBIX B ctathe 333.32.1 Hanorosoro kozekca Poccuiickoit @enepanun
peiicTBui MO0 A0 MOAa4YH COOTBETCTBYIOIINX JOKYMEHTOB.

ITopsmok, pa3Mep M OCHOBAHKSA B3UMaHUS [1JIATHI
3a NMPENOCTaBJIEHHE YCIIYT, KOTOPEIe SBIIIOTCS HEOOXOIUMBIMU
U 00s3aTeIBHEIMH JJI IPeIOCTaBICHHS TOCYJapCTBEHHON YCIIyTH,
BKJIIOYas HHPOPMAIIHIO O METOJUKE pacdera pa3Mepa TaKoi MiaThl

30. Ilnara 3a mpemoOCTaBIEHHE YCIYr, KOTOpHIE SBIAIOTCS HEOOXOAUMEBEIMH H
00s13aTeIbHBIME 718 PEOCTaBIIEHHS FOCYyIapCTBEHHOM YCIYTH, HE IPENyCMOTpEHA.

MaxkcHManbHEIN CPOK OKUAAHUS B OYEepENH
TIpH [Mojave 3ampoca O MpeI0CTaBICHUH ITOCYAapCTBEHHOH yCIIyTrH
¥ [IPH MIOJIyYEHUH pe3yIbTaTa MPeAOCTaBICHS TaKUX YCIyT
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31. MakcuManbHBI CPOK OXHIAHHS B Ouepeqd IpW Iojade 3agBlCHHd Ha
NpeNOCTaBIeHHEe TOCYJapCTBEHHOH ycIyrM MW IpHd  IOJIYYEeHMH  pe3ylbTara
roCyIapCTBEHHON YCIIyTU COCTaBIsAeT 15 MUHYT.

Cpok 1 OpSAIOK perucTpalyy 3amnpoca
3agBHUTENIA O IPEIOCTABIIEHNH I'OCYJapCTBEHHON YCIIyTH,
B TOM YHCJIE B 3JIEKTPOHHOI popMme

32.3agBieHusd ¥ JOKYMEHTHI, IOCTYNMBIOHE OT 3asBuUTeNed B MUHHCTEPCTBO
(B TOM uymcie MpelCTaBJIeHHBIE B (GopMe DJIEKTPOHHOIO AOKYMEHTa) AN IMONy4YeHMs
TOCYHapCTBEHHON YCIYTM PperucTpupyrorcs B JlemapraMeHTe YIpaBiIeHHS OellaMH
U KaJpoB MunucTepcTBa B TedeHue 1 pabouero THs Co AHA UX MOCTYILIEHHUA.

TpeboBaHus K MOMEIIEHUAM, B KOTOPBIX NPEJOCTaBIISAETC
rocyIapCTBEHHAd YCIIyTa, K MeCTy OXKHUIaHUA U pueMa 3asBUTENIEH,
pasMenieHHIo 1 0QOPMIIEHHIO BU3YaIbHOM, TEKCTOBOH U MyIbTUMEAMHHON HHPOpMAaHK
O MOPsAKE MPEIOCTABICHHUS rOCY1apCTBEHHON YCIYyTH

33.Ilomemenne, B KOTOPOM IMPEAOCTABIAECTCI T[OCYNapCTBEHHAas  yCiIyra,
obecreunBaercs HEOOXOMMMBIMH [IJI1 MPEJOCTAaBJICHHUS TOCYNApPCTBEHHOH YCIyrd
000py/IOBaHKMEM, KaHIEIAPCKAMH INPHHAIE)KHOCTIMH, OPHUCHOH MeOeNnplo, CHCTEMOMN
KOHIUIMOHMPOBAaHHUS BO3AyXa, CHCTeMOHl oroBemieHns o006 ouepenu, TenedoHOM,
KOMITBIOTEPOM C BO3MOXHOCTHIO T€YaTH M BEIXona B MHTepHeT, HocTynmoM K rapaepoby,
a TaKKe [eYaTHBIMH MaTepuaiaMi, COJeP KaIliMH ClieYIOLIe JOKyMeHTh (CBeIeHN)s):

1) HopmaTuBHBIE mpaBoBhle akThl Poccuiickoil ®@enepauuu, peryiupyromue
Ipe0CTaBIeHNE rOCyJapCTBEHHON YCIIYTH;

2) TEKCT HACTOSAIMEero AIMAHUCTPATUBHOTO PErIaMeHTa;

3) oOpa3upl oopMiIeHNs HOKYMEHTOB, KOTOPHIE NPEACTABIAIOTCA I IIOIyYEHHS
TOCYZAapCTBEHHOM YCIIyTH. '

Bxojg ¥ 1mepeBW)XeHHE [0 ITIOMEIIEHUSM, B KOTOPBIX IIPOBOJUTCA IPHEM
JOKYMEHTOB, HEOOXOUMBIX MJIS IPEAOCTABIEHNS TOCYJAPCTBEHHON YCIIYTH, HE JOJKHEI
CO3M1aBaTh 3aTPyJHEHUHN AJIS UL C OTPAHUYEHHBIMU BO3MOXKHOCTSIMH.

34. B cootBeTcTBHH C 3aKOHOHaTelbcTBOM Poccuiickoit Penepanuu 0 cOnMaIbHOM
3alMTe HHBATHIOB UM 00€CIIeUnBalOTCS:

yCIIOBHsS OECIpensTCTBEHHOr0 JOCTynma K OOBeKTy (34aHUIO, NOMEUIECHMIO), B
KOTOPOM IIPEIOCTABIAETCS TOCYAapCTBEHHAs YCIIyra, a Takke JUIl OecHpensaTCTBEHHOIO
[0JIb30BaHMs TPAHCIIOPTOM, CPEJICTBAMH CBA3H M UHGOPMAIIH;

BO3MOXHOCTb CaMOCTOSTEJIBHOI'O TEpPEIBUXKECHUA II0 TEPPUTOPHH, Ha KOTOPOi
pacmojioKeHbl OOBEeKTHI  (3MaHMH, IIOMEIIEHHA), B KOTOPHIX IPEIOCTaBIAETCA
rocyJapCTBEHHas YCIIyTa, a TakKe BXOIa B TaKWe OOBEKTHI M BBIXOJA U3 HHUX, IOCAIKU B
TPAHCIIOPTHOE CPEICTBO M BBICAAKM M3 HEro, B TOM YMCJI€ C HCIOIB30BaHHE Kpecia-
KOJISICKH;

CONPOBOXKIEHHE HHBAINIOB, HMEIOIIMX CTOMKHE paccTpoiicTBa QYHKLUHM 3pEHHS U
CaMOCTOSTENILHOTO IepeaBIKEHNS;

HaJuIexallee pasMelleHne o0opyIoBaHusa U HOCUTeNnel nHpopMaIyy, HeoOX0IUMBIX
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s obecrieueHds OeCHPensITCTBEHHOTO TOCTYNa WHBAIAAOB K OOBEKTaM (3IaHHAM,
IIOMEIIEHHAM), B KOTOPBIX IIPENOCTaBIAETCS TOCYyJapCTBEHHAs YCiyra, C Y4eTOM
OTpaHUYeHUN UX KU3HEHACATEIHLHOCTH;

ny6npoBaHue HEOOXOIMMON JIJIs HHBAIKIOB 3BYKOBOH M 3pUTENbHON HHGOpMaNUH,
a TakKe HaAmuced, 3HAKOB M HHOM TEeKCTOBOH WM rpaduueckod mHpopManuy 3HaKaMi,
BBINIOJIHEHHBIME pebe(HO-TOUeYHBIM IIprdTOoM bpaiind;

JOIIYCK CYypAOIIEPEeBOIUNKA ¥ TU(DIIOCYPAOIEPEBOAYHKA;

JOIyCK COOAKM-NPOBOAHMKA Ha OOBEKTH (3MaHMS, MOMEIIEHHd), B KOTODPBIX
IPEeIOCTaBIISIeTCS TOCYIapCTBEHHAS YCIYTa; ’

OKa3aH{e MHBAJIHIAM IIOMOINM B MPeOAOJIeHHMH 0apbepoB, MEINAOUINX ITOJIyYEHUIO
HMH TOCYJapCTBEHHOHR YCIyTW HapaBHe C IPYTHMH JHUIIAMH.

B cayduae HEBO3MOXHOCTH MOJHOCTBIO IPHCIOCOOMTH OOBEKT C  yd4eTOM
notpebHoCTe# HHBANHAOB MUHHCTEPCTBO B COOTBETCTBHH cO cTaTtheld 15 PenepanbHOro
3akoHa OT 24 Hoa6ps 1995 r. Ne 181-®3 «O coumanpHOH 3allUTE HHBAIMAOB B
Poccuiickoii ®emepauym»’ ITOIDKHO IPHHAMATH MepHl JUI1 OOecIeYeHHs AOCTyNa
MHBAIMIOB K MECTY IPEIOCTaBIeHHS TOCYAapCTBEHHOM YCIyru, nubo Korga 3710
BO3MOXXHO, OOECIIEYHTh €€ MPEeIOCTABICHHE II0 MECTy JMXHUTEIbCTBA WHBAIUAA UM B
TUCTAHIIHOHHOM DEXHUME.

ITokazaTenu TOCTYHOCTH M Ka4eCTBA FOCYJapCTBEHHOM
YCJIYTH, B TOM YHCJIE€ KOJIUYECTBO B3aUMONEHCTBUHN 3asABUTEIA
C TOJDKHOCTHBIMHM JIMLIAMHU TIPH NPEXOCTaBICHUN FOCYAAPCTBEHHOM
YCIIYTU U UX IPOIOJDKUTEIBHOCTD, BO3MOXKHOCTD MOJIyYCHHS
nH(popMaKH 0 X0JIe MPEIOCTABIECHUS FOCY1apCTBEHHOM
YCIIYTH, B TOM 9HUCJIE€ C HCIIOJIB30BAHHEM
UHPOPMAITOHHO-KOMMYHUKAITMOHHBIX TEXHOJIOT M

35. ITokazaTtenaMu JOCTYITHOCTH W KadecTBa IPEAOCTaBICHHsS TOCYyAapCTBEHHOH
YCITyTH SBJISIOTCS: '

1) OTKpHITEI JOCTYN Ui 3asBHUTENed K MHpOpMaluM O TMOpAAKE M CpOKax
IpENOCTABIIEHNsT TOCYIApCTBEHHOH  YCIYTH, IOpsaKe oOXajoBaHWA  JeHCTBHH
(6e3meicTBUA) JOHKHOCTHBIX UL, MUHHUCTEPCTBA;

2) cobimoieHre CTaHaapTa MpeIOCTaBICHUs rOCyJapCTBEHHON YCIIYTH;

3) orcyrcTBHE Xajnob 3asBuTenei Ha AelicTBus (Oe3meificTBHE) NOMKHOCTHBIX JIHI]
MunuCTEPCTBA [IPH MPEIOCTaBICHAN [OCYJapCTBEHHOH YCITyTH.

3agBuTEsIM O00ECIEUNBAETCI BO3MOXHOCTL IOJYdYeHHS HH(QOpPMAaOUd O XOne
IIpeOCTaBIeHHs FOCYIapCTBEHHON YCIyTH Ha IOpTaje IO BEJEHMIO IOCYIapCTBEHHOIO
peecTpa JeKapCTBEHHBIX CPEICTB.

Hurie TpeGoBaHMs, B TOM YKCJIe YIUTHBAIOIIE 0COOEHHOCTH
Ipe0CTaBJIEHNA rOCyJapCTBEHHOM YCIyrd B MHOTO(YHKIIHOHAIBHBIX
IIEHTPax MPeAOCTaBJICHHS rOCYIapCTBEHHBIX 1 MYHUIIUIIANBHBIX
YCIIYT ¥ OCOOEHHOCTH IPEAOCTaBICHHS FOCYAapCTBEHHON

3 Cobpanue 3akoHOHaTenscTBa Poccuiickoit ®enepanuu, 1995, Ne 48, cr. 4563; 2001, Ne 33, cr. 3426; 2004, Ne 35, ct. 3607.
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YCIYTH B 3JIEKTPOHHOH dopme

36. lusie TpeOoBaHus, B TOM 9YHCIIE YYHTHIBAIOLINE OCOOEHHOCTH IPENOCTABICHUS
rOCYHapCTBEHHOM YCIYrH B ~MHOTOQYHKIMOHANBHBIX ILEHTpaX U OCOOEHHOCTH
IpeOCTaBIEHHS rOCYIapCTBEHHON YCIyTH B 3J€KTPOHHOH (opMme, He IPEeabsBILIOTCS.

III. CocraB, moce1oBaTeIbHOCTh U CPOKU
BBHIIIOJTHEHMS aIMUHUCTPATHBHBIX MPOIENYp, TPeOOBaHUS K HOPAAKY
HX BEITIOJIHEHHS, B TOM YHCJIE OCOOEHHOCTH BEIIIOJIHEHUS
aJIMHHUCTPATHBHBIX IPOLIEAYP B SJEKTPOHHOH (opme.

37.Ilpu mpemocCTaBlieHHH T'OCYAApCTBEHHOW YCIyTH OCYIIECTBIIIOTCS CIEAyIOIIKe
aJIMUHUCTPATUBHEIE MPOLEAYPHI:

1) paccMOTpeHne 3asBI€HHS O TOCYHApCTBEHHOM pErucTpaluy JIEKapCTBEHHOIO
Ipenapara, B TOM YHCJI€ O BO3MOXHOCTH PacCMaTpHUBaTh JIEKapCTBEHHEIHA IIpenapar npH
OCYIECTBJIEHMH TOCYJapCTBEHHOH PErucTpaniy B KadecTBe Op(aHHOro JIEKapCTBEHHOTO
npernapara, U IPHHATHE DPEIICHHS O TOCYJapCTBEHHON pPETHMCTPAallUH JIEKAPCTBEHHOTO
Ipemnapara,

2) paccMOTpeHHe 3asfBJIEHHS O BKIIOUYEHHH (apManeBTHIeCKOH CcyOcCTaHIuH,
IIPOU3BEIEHHOM JJI peaji3aluy, B FOCYyJapCTBEHHBIN peecTp I€KapCTBEHHBIX CPEACTB H
NPUHATHE PEIleHus O BKIIOYeHNH dapMareBTH4ecKoi cyOcTaHIUU, MPON3BEACHHON I
peaNn3aliy, B rOCyIapCTBEHHBIA PeecTp JIEKapCTBEHHBIX CPEICTB;

3) paccMoTpeHHe 3ajBIEHHS O MONTBEPXKIEHUU TIOCYAapCTBEHHOH permcrpanuu
NEeKapCTBEHHOro MpenapaTta W BbiZada O€CCPOYHOr0 PEruCTPAIlIOHHOrO yJOCTOBEPEHH:
JIeKapCTBEHHOTO Mpenapara;

4) paccMOTpEeHHE 3asBJICHAS O BHECEHHUH U3MEHEHUH B JOKYMEHTHI, COAEepKalUeECs
B PETUCTPalMOHHOM JIOCh€ Ha 3aperiMCTPUPOBAHHBIM JIEKAPCTBEHHBIM Ipenapar,
U IOPHUHATHE pEIIeHHs O BHECEHHH HW3MEHEHHMH B JOKYMEHTHI, COJEpKallUecs
B PETHCTPAIlMOHHOM JOCHE Ha 3aperuCTPHPOBAaHHbIH JIEeKapCTBEHHBIN MpeIapar;,

5) paccMOTpeHHe 3asfBJIEHWS O BHECEHMM U3MEHEHHI B JOKYMEHTHI Ha
(apMaleBTHYECKYI0 CYOCTaHIMIO, NPOU3BENEHHYIO M pealH3ali¥ ¥ BKIIOYEHHYIO
B I'OCYIapCTBEHHEIH peecTp JNeKapCTBEHHBIX CPEICTB, U NMPUHATHE PEIICHUA O BHECEHUH
TaKHUX U3MEHEHHUH ;

6) oTMEHa  TOCY[IAapCTBEHHOW  perucTpalMd  JIeKapCTBEHHOrO  IIpemapara
4 UCKIIIOYeHHEe  JICKApCTBEHHOrO  Ipemapara M3  [OCYyJapCTBEHHOIO  peecTpa
NIeKapCTBEHHBIX CPEJICTB;

7) uckmoyeHue papmaneBTHUECKOH CyOCTaHIMH, ITPON3BEAECHHON IJI peann3alui,
U3 TOCYNApCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPENICTB;

8) BeImava qyOnuKaTa perucTpalioOHHOIO YJOCTOBEPEHHUS.

PaccMmoTpenne 3asdBI€HHS O TOCYJapCTBEHHOMN perucTpaniy JeKapCTBEHHOr o Ipenapara,
B TOM 4YHCJI€ O BO3MOXXHOCTH pPacCMaTpPHBATh JIEKApCTBEHHBIHN Npenapar Ipu
OCYILIECTBJIEHHH FOCYapCTBEHHON PETUCTPAIMH B KauecTBe OpPaHHOIO
JIeKapCTBEHHOTO IMpernaparta, U MPUHATHE PElIeHUs O TOCYIapCTBEHHOM perucTpanuu
JIeKapCTBEHHOTO Ipemnapara
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38. AnmuHKCcTpaTHBHas mpouenypa «PaccMoTpeHue 3asBICHHS O rOCYAapCTBEHHOM
perucTpanyy JIEKapCTBEHHOTO Ipernapara, B TOM 4HCJIE O BO3MOXKHOCTH PacCMaTpUBaTh
JIEKapCTBEHHBI IpermapaT TMpU OCYIIECTBICHHH TOCYJapCTBEHHOH pPErHCTpaluu
B KauecTBe Op(}aHHOTO JIEKQpCTBEHHOrO  Ipelapara, W IPHUHATHE  PEIICHHUS
O TOCYHapCTBEeHHOM PpEerucTpallii JIEKapCTBEHHOIO IIpenapara» OCYIIECTBIIACTCS
B COOTBETCTBMH C OJIOK-CXeMON HCHOMHEHHWS AaJMHMHHCTPATMBHOM IIPOIEAYPEI,
peaycMOTpeHHoi npunoxenneM Ne 4 k. AIMAHUCTPaTHBHOMY PETJIAMEHTY.

OcHoBaHMeM JUI1 Havaja aJMHUHUCTPATUBHOH HpoLEenypEHl SBIIETCS IMOCTYILICHHE
B MuHHCTEPCTBO 3agBj€HMs M JOKYMEHTOB, YyKa3aHHBIX B myHktax 14, 15
AIMHUHHCTPAaTHBHOTO perjiaMeHTa, a TaKkke B CBA3M C MOCTYIUICHHMEM CBEJCHHH,
yKa3aHHBIX B MyHKTe 14 AIMHHHCTPaTHBHOTO pErJIaMEHTa, B DJJIEKTPOHHOM BHIE
¢ ucroynp3oBanreM EQuMHOro mopTana TOCYyNapCTBEHHBIX M MYHHLMNAIBHEIX YCIyT
(byHKumit).

39. IlpencraBnennbie B MUHHCTEPCTBO 3asABICHUE M HOKYMEHTHI IPHHHMAIOTCA IIO
OIIHUCH M PETUCTPUpPYIOTCS [lemapraMeHTOM yNpaBIeHHsA JAejaMM M KaipoB B JI€Hb HX
HOCTYIUICHUS.

Konus 3asBieHHs ¢ OTMETKON O JaTe MpueMa yKa3aHHBIX 3asBJICHHS M JOKYMEHTOB
HampaBJiieTcs (BpydaeTcs) 3asBUTEIIIO.

40. 3aperncTprpOBaHHEIE 3asBJIeHHE U JOKYMEHTHI B TEUSHHE OJXHOTrO pabodero JHS
HamnpaBIIOTCA B JlemapTaMeHT TOCYJapCTBEHHOTO PpeTYyNHpPOBAHHA  OOpalleHHUs
JIEKapCTBEHHEIX cpeacTs MuHucTepcTBa (nanee — JlenapraMenr).

41. Hauaneuuk otgena JlemaprameHTa, OTBETCTBEHHOrO 3a IMPENOCTAaBIICHHE
rOCyJapCTBEHHOM YCIyTH (naee — HaYalbHUK OTIela), B TeYeHHe OJHOro pabodero mHs
CO IHsA mocTyimyieHHs B JlemapraMeHT 3asBleHHS M JOKYMEHTOB HAa3sHA4YaeT M3 YHCla
COTPYAHHKOB OTHENa OTBETCTBEHHOIO HCIONHHTENS II0 DPAaCCMOTPEHHIO TOKYMEHTOB
(manee — OTBETCTBEHHBIH UCIIOTHUTED).

PaccMmoTpenre TOKYMEHTOB IPOM3BOAUTCS B MOPSIAKE UX MOCTYILICHHS.

42. OTBETCTBEHHEIN HCIOMHUTEIL B TeUeHHE Tpex paboumx IOHEH CO JHA CBOEro
Ha3HA4eHMs IPOBOIMT IIPOBEPKY MOJIHOTHI, JOCTOBEPHOCTH M NPABUIBHOCTH OQOPMIICHUS
NPEICTAaBICHHBIX JOKYMEHTOB PETHCTPALIMOHHOTO JOChE Ha JIEKapCTBEHHBIH Iperapar
C LIeJTBIO OIpECIICHUS :

1) HanmuuMs KMCYEPIEBIBAIOIIETO MEPedYHs [OKYMEHTOB, ONpPEAENeHHBIX IyHKTOM 38
AIMAHHACTPATUBHOTO PErIaMeHTa;

2) HOJHOTEI, JOCTOBEPHOCTH M IPAaBIIFHOCTH OGQOPMIICHUS IPEACTaBIEHHBIX
JOKYMEHTOB PETHCTPAI[MOHHOTO JOChE Ha IEKApCTBEHHBIA Ipenapar.

43.Tlo pe3ynpTaraM TPOBEPKU IIOJNHOTHI, JOCTOBEPHOCTH M IPaBUIBHOCTH
opOPMIIEHHS  MPEACTAaBICHHBIX JOKYMEHTOB, IIPeIyCMOTPEHHOH  myHKTOM 42
AIMMHHCTPAaTHBHOTO  perjiiaMeHTa, IpH OTCYTCTBHM OCHOBaHHH I  OTKasa
B NPEJOCTABIEHIH POCYAaPCTBEHHOM YCIIyTH, YKa3aHHBIX B MOMIYHKTax 1, 2, 5, 6 myHKTa
27 AIMMHHCTPaTHMBHOTO perjiaMeHTa, OTBETCTBEHHBIH HCIIOIIHUTEND B T€YEHHE MABYX
pabouMx IHEH TOTOBHT NpPOEKT pelIeHHs O BbJade 3agaHus  QemepalbHOMY
rocyIapCTBEHHOMY OIOMKeTHOMY yupexneHuto «HaydHbli LEHTp 3KCHEepPTU3El CPEICTB
MeIUIUHCKOro MpuMeHeHus» Munsnpasa Poccuu (anee - 3KCIepTHOE ydypexIcHHE) Ha
IIPOBECHUE:
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1) oKCepTH3sl JOKYMEHTOB, HPEACTABIEHHBIX MJI ONPENEIEHHMS BO3MOXHOCTH
paccMaTpUBaTh JIEKAPCTBEHHBIM mpemapar Uil MEIUIHMHCKOTO IPUMEHEHHS NpU
OCYIIECTBJIEHHH FOCYAapCTBEHHON PErHCTpaliy B KayecTBe OpHaHHOrO JEKAPCTBEHHOIO
npenapara;

2) 9KCIepTU3bl KavyecTBa JIEKApPCTBEHHOI'O CpPEACTBA M SKCHEPTH3bl OTHOIIEHHUS
OXHaeMOM OJB3El K BO3MOXKHOMY PHCKY IPUMEHEHUS JIEKapCTBEHHOIO IIpenapara s
MeIUIMHCKOTO IPUMEHEHHUS.

3) yCKOpeHHOM SKCIepTU3bl KadecTBa JIEKapCTBEHHOIO CPENCTBA U OKCIEPTH3BI
OTHOIIEHHUS OXKHIAAeMOW IOJBE3Bl K BO3MOXXHOMY DPHCKYy NPHMEHEHHs JIEKapCTBEHHOrO
mpenapata JAjd MEIMIMHCKOrO MNpUMEHeHHs (majee - YCKOpeHHas OJKCIEPTH3a)
B OTHOINEHHH Op(aHHBIX JIEKAPCTBEHHBIX IIPENapaToB, HEPBBIX TPEX JIEKAPCTBEHHBIX
IpenaparoB, perucTpupyeMnix B Poccuiickoit ®enepanyn B KauecTBe BOCIPOU3BEACHHBIX
JIEKAPCTBEHHBIX IpernapaToB, OYEPEJHOCTh KOTOPBHIX OINpPENENIeTcs B COOTBETCTBUH
C HOMEpPOM M JaToif BXOASIIMX 3asABJICHHA O TOCYHapCTBEHHOH pErucTpaluu
JIEKApCTBEHHEIX IIPETapaToB B paMKax ONHOTO MEXIYHApOJHOro HENAaTEHTOBAHHOIO
HAMMEHOBaHMs JIEKAPCTBEHHOTO Tpemapara WM TIPYNNHPOBOYHOIO HAMMEHOBAHMS
JEKApCTBEHHOrO  IIpemapara, ¥ JIeKapCTBEHHBIX  IIpenapaTtoB,  IpeIHa3HAYEHHBIX
UCKIFOYHTEIBHO I TPUMEHEHHU HECOBEPIICHHOIECTHUMH TPaXIaHaMHU.

OnuOBpEMEHHO, B ciydae HEOOXOAMMOCTH, MOITOTABIUBAETCS IPOEKT PEINCHUS O
BBIZIade paspenienus Ha BBo3 B Poccmiickyro Pexpepainyio KOHKPETHOH HAapTUH, CEPUH
3apPErdCTPUPOBAHHBIX ¥ (WJIM) HE3aperuCTPHPOBAHHBIX JISKAPCTBEHHBIX CPENCTB (Halee —
paspelIeHue Ha BBo3)".

44.B cny4ae BHISABIEHHS OTCYTCTBHS WM HEIOCTOBEPHOCTH HHGOpMAaIyH,
ColepKalleics B  TPENCTaBICHHBIX  3asBUTENIEM  JOKYMEHTaX, OTBETCTBEHHBIH
MCIONHHUTEND NMOATrOTABIMBAET IPOEKT 3ampoca 00 yTOYHEHUH yKa3aHHOH HMHGbOpMaluH,
KOTODHIf COTJIaCOBBIBAETCS HAYaJbHHKOM OTA€Na M IOANMCHIBAETCS IUPEKTOPOM
JlenapramenTa (3amecTuTeseM aupekropa JlemaprameHTa) B TedeHHE OAHOro pabodero
IHSL.

Jlannpii 3ampoc MoXeT OBITh IepefaH YMOJHOMOYEHHOMY IPEICTaBHTENIO
3asgBUTENA JTMYHO IOJ PACIUCKY, HAalpPaBJeH II0 MOYTEe 3aKa3HBIM IMHCHMOM MM IepeaH
B OJJEKTPOHHOH ¢opMe TO TeleKOMMYHHKAIlMOHHBIM KaHajlaM CBa3H. B ciydae
HaIpaBJieHus JaHHOTO 3aIpoca I10 II0YTe 3aKa3HBIM IMCHMOM OH CUMTAETCA IOTyYeHHBIM
10 HCTE€YEHHUH IIIeCTH JHEH C NaThl HalpaBleHUs 3aKa3HOro NMCHMa.

Co 1Hg HampaBjeHHs 3asBUTENIO 3ampoca 00 YTOYHEHMH CBEIECHUHM 1O JHA
II0JIydEeHHs OTBETa Ha 3alpoc IPHOCTAHABIUBAETCA NECATHIHEBHEIH CPOK pacCMOTPEHHUS

* Tpukas MunmcrepcTBa 31paBooxpanenus Poccuiickoit ®enepauun or 2 asrycra 2012 r. Ne 58 «O6 yreepxpenun
AIMHMHUCTPATHBHOIO periamenta MunucTepcTBa 31paBooxpaHenws Poccuiicko#t (efepalliMt IO IPSAOCTABICHUIO
rocyapcTBeHHOM YCIYrH MO BbIAade pa3pelleHHH Ha BBO3 Ha Teppuropuio Poccuiickoii Dexepauun KOHKPETHOH MapTHH
3apErMCTPUPOBAaHHBIX W (WIM) HE3APETHCTPHPOBAHHBIX IEKAPCTBEHHBIX CPEACTB, NPEAHA3HAYCHHBIX JUIS NPOBCICHUSA
KIMHMYECKUX HCCIeI0BaHMi JIEKAPCTBEHHBIX IPENapaToB, KOHKPETHOH NapTUM HE3aperuCTPHMPOBAHHBIX JTEKaPCTBEHHBIX
CpencTB, MpedHa3sHAYeHHBIX A TPOBENEHHA OKCIEPTM3bl JIEKAPCTBEHHBIX CPEACTB B HENAX OCYINECTBICHHA
roCYJapCTBEHHON PErHCTPALii JeKapCTBEHHBIX NMPENAapaToB, KOHKPETHOH MAPTHH HE3aperiMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeicTB M OKa3aHWs MEMUMHCKOW MOMOIIM NO JKM3HEHHBIM INOKA3aHHAM KOHKPETHOTO MalMeHTa» (3aperucTpupoBaH
MunncrepcteoM ocTuumu Poccuiickoit @enepanun 4 Mmapra 2013 1., peructpaumoBHBIA Ne 27438) ¢ uM3MeHeHHAMY,
BHECEHHBIMM TMpHKa3oM MmuHucTepcTBa 3apaBooxpanenus Poccuiickodi ®emepammu or 7 okrabpa 2013 r. Ne 704u
(3aperncTpupoBan MunucTepcTBOM rocTHLHK Poccuiickoit ®enepaiin 14 Hos6ps 2013 r., peructpamyuornsii Ne 30377).
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JIOKYMEHTOB, COAEPKalIUXCSA B MPEICTABICHHBIX 3ajdBUTEIEM MaTepHajax, ¥ HPHUHATHSA
pellieHus O BBIAa4e 3aJaHus Ha IPOBEICHNE 3KCIEPTU3BI IEKAPCTBEHHOTO CPE/ICTBRA.

45. OcHoBaHMeM MU OTKasa B OpraHW3alldil YKa3aHHBIX B IYyHKTe 43
AIMMHHCTPATHBHOTO perjlaMeHTa OJKCIIepPTU3 SABIMETCS IPEACTaBICHHE 3asiBUTENIEM
IJOKYMEHTOB, HpPEXyCMOTPEHHBIX IyHKTOM 38 AJMHHHCTPaTHBHOIO periaMeHTa,
B HENOJHOM OOBeMe MM HEIpeICTaBJICHHE OTBETa 3asBUTEIIEM B TEYEHHE IEBIHOCTA
pabounx nHedl cO JHA MOJydYeHHWs 3ampoca MuHHCTEpcTBa 00 YTOYHEHHMH CBEICHUM,
HANPaBJIEHHOTO B COOTBETCTBHH C IYHKTOM 44 AIMUHHMCTPAaTMBHOIO PETJIaMEHTa, WIIH
IpeACTaBIeHHe JOKYMEHTOB, HE COAep)KalliX HCUEPIBIBAIONIETO NepedHs HEOOXOMMMBIX
CBEJICHUM.

B ciydyae HalWMYUSA TaKAX OCHOBAaHUM OTBETCTBEHHBIA MCIOIHMUTENb FOTOBHUT IIPOEKT
pelreHys 00 OTKa3ze B IPOBEJEHHU COOTBETCTBYIOIIMX 3KCIIEPTU3 C yKa3saHHEM IIPUYHH
OTKa3a.

46.IIpoekT pemeHns O BbIaye 3aJaHWd Ha [POBENCHME  SKCIEPTHU3EHI
JIEKaPCTBEHHOT'O CPENCTBA, IIPOEKT PEeIIeHHs O BBIOAYe paspelicHHs HA BBO3 HIIH IIPOEKT
peleHns 00 OTKa3e B OpraHU3allMy KCIIEPTU3bI COrNIACOBLIBAETCS HAYaIbHUKOM oTIeNa u
HOAMUCEIBaeTCA Aupekropom J[emapraMenta (JIMIOM, €ro 3aMeMalOlIAM) B TEYCHHE
OIHOTO paboyero AHs.

47.B Teuenme onHoro pabGodero OHI CO [JHA MONNHCAHMUA JUPEKTOPOM
JenapramenTta (JIMIIOM, €ro 3aMeIAlONIMM) PELICHUS O BbIAAYE 3aJaHMs Ha MPOBEICHHUE
SKCIIEPTHU3BI, 33JaHHE U JOKYMEHTHI HAaIPaBISIOTCS B SKCIEPTHOE YUPEXKICHHE.

48. Tlpu NPUHATAH pelleHHs O MPOBEINEHUH 3KCIEPTH3Bl, O BBIAAYE paspelleHHs
Ha BBO3 MM 00 OTKa3e B MPOBEJECHHUHU SKCIEPTH3HI 3adBUTENb YBEIOMILIETCSA O IPUHATOM
peleHnd B 3JeKTpoHHOH ¢opme M (Mnu) Ha OyMaXHOM HOCHUTENIE B T€YEHHE OIHOIO
pabouero nHA CO JOHA DOANMCAaHUS COOTBETCTBYIONIETO pEILICHUA IUPEKTOPOM
JlenapramenTa (3aMecTuTeIeM qUpeKTopa JlenapraMeHTa).

Pemenue Ha 6yMaXHOM HOCHTEJIE O IPOBEACHUH SKCIIEPTU3E], O BBIIAYE pasperneHus
Ha BBO3 WM 00 OTKa3e B MPOBEIEHUH SKCIIEPTU3bL, B CIIy4ae €ro HalpaBJIe€HUs, Bpy4aeTCs
3asBUTEIO WM YIIOJTHOMOYEHHOMY IPEICTABUTENIO 3asBUTEIA B IOMELIEHUH, B KOTOPOM
IpeIOCTaBISIETC TOCYAAPCTBEHHAs yCIIyTa.

VBenomieHHe O MPHHATOM pEIIEHHM HampaBsIeTCs 3aiBUTENIO IIOCPEACTBOM
HHGOPMAalMOHHO-KOMMYHUKAIIHOHHBIX ~ TEXHOJIOTMA Ha OCHOBaHMM HMH(opManuu
O IPUHATOM pEeLIEHWH, pPa3MEHIEHHOM Ha IopTale IO BEIEHHIO TOCYAapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEACTB B (PopMe SIIEKTPOHHOIO JOKYMEHTA.

49. DkcmepTH3a JOKYMEHTOB, IPEACTAaBICHHBIX OIS ONPENENCHHS BO3MOXKHOCTH
paccMaTpuBaTh JIEKApPCTBEHHBIA Ipenapar MOpH OCYLIECTBJIEHMH TIOCYAapCTBEHHON
perucTpanud B KadecTBe OpGAHHOTO JIEKapCTBEHHOIO IIperapara, COCTaBJIeHHE
KOMHMCCHEM 3KCIIEPTOB 3aKIFOYEHHUS O BO3MOKHOCTH HJIA HEBO3MOXXHOCTH PacCMaTPUBATh
JTEeKapCTBEHHBIA -IpemapaT MpH OCYMIECTBICHHHM TIOCYJapCTBEHHOH perucTpanuu
B KauecTBe OpGaHHOro JeKapCTBEHHOIO Mperapara U HalpaBJICHUE JaHHOIO 3aKII0YEHHS
B MHHHCTEPCTBO OCYIIECTBJIIIOTCS B CPOK, HE NPEBBILAIOMMUE TpUAATH pabounx qHEH
CO JHS IOMYYEeHUs SKCIEPTHEIM yupexXIeHueM 3a1anus MuHuCTepCTBa.

DKCIIepTH3a KayvecTBa JIEKAPCTBEHHOT'O CpPEACTBA M JKCIEPTH3a OTHOIIECHHMS
OXMJAEMOM ITOJIL3BI K BO3MOXXHOMY PHCKY INPMMEHEHHs JEKapCTBEHHOIO IIperapara,
COCTaBJIEHME KOMHCCHEH OKCIEpPTOB 3aKIIOYEHUS MO pe3ysibraTaM IPOBEIECHHOM
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SKCHEPTH3Bl M HAIMPABJIICHHE TAKOr0 3aKiMoueHHs B MHUHHUCTEPCTBO OCYIIECTBISIOTCA
B CPOK, He NPEBHINAIINUIN cTa AeciaTH pabodyux IHEH cO JHS MOIy4EHUS SKCIEPTHHIM
yUpeXIeHuEM COOTBETCTBYIOLIETO 3aaHisl MuHucTepCTBa.

VCKOopeHHas 9KCIEPTH3a, COCTAaBIEHHE KOMHCCHEH OKCIEPTOB — 3aKIIIOYCHHS
0 pe3ysbTaTaM MNPOBEACHHON 5SKCIEPTH3bl M HalNpaBlIeHHE TaKOro 3aKIFOYEHHS
B MMHHCTEPCTBO OCYIIECTBIISAIOTCS B CPOK, HE IPEBBINAIOMHAI IIECTHAECATH pabounx
JHEH CcO JHS MONYYeHHS OKCIEPTHHIM YYpEeXKIEHHEM COOTBETCTBYIOIIETO 3aJaHusd
MunucrepcTsa.

50.B Teuenme neBsIHOCTa OHEH CO MOHA TONy4YeHHA pelneHus MuHucrepcTBa
O TPOBEIEHHH YCKOPEHHOH SKCHEPTH3Bl HJM OSKCIIEPTH3Bl KauecTBa JIEKapCTBEHHOIO
CpeNCTBa M OSKCHEPTH3BI OTHOIIEHHS OXHIAaeMOH MONBb3BI K BO3MOXHOMY PHCKY
IPUMEHEHUsl JIEKApCTBEHHOI'O IIpermapaTta 3asBUTENIb IPEACTAaBIACT B IKCIEPTHOE
yupexIeHne JJIA IPOBENEeHUs IKCIEPTU3Bl KauecTRa JIEKAPCTBEHHOTI'O CPeCTBa 00pasilbl
JIEKapCTBEHHOTO IIperiapaTa, IPON3BEEHHOI0 B COOTBETCTBHH C TPEGOBAHHAMHE OMBITHO-
IPOMBIIIJIEHHOr0O W (WIM)  IPOMBIIIJIEHHOTO  PErjaMeHTOB,  YTBEP)KICHHBIX
PYKOBOIMTEJIEM MPOW3BOAUTEN JIEKAPCTBEHHBIX CPEJICTB, & TaKXKe B COOTBETCTBYIOIIMX
ciaydasx oOpasnbl (apManeBTHYECKOH CyOCTaHIMM, TeCT-IITaMMa MHKpPOOpPraHM3MOB,
KyNbTYpPHl KIETOK, oOpa3lbl BeImecTB, NPUMEHIEMBIX JJi1 KOHTPOJS KadecTBa
JICKApCTBEHHOTO CpEelCTBa NyTEM CpaBHEHHUS C HHMH HCCIEAYeMOro JEKapCTBEHHOIO
CpelIcTBa, B KONMYECTBaX, HEOOXOOUMEBIX Ui BOCIPOM3BENEHUS METOAOB KOHTPOIS
KadJecTBa.

[lpu mnomydeHuu oOpa3LOB JIEKAPCTBEHHOro Impenapara M (hapMaleBTHYECKOH
CyOCTaHIINM SKCIIEPTHOE YUPEKICHHE BBHIAAET 3asABHTENIO JOKYMEHT, IOJITBEPKAAIOMIMA
[IOJyYeHHe YKa3aHHBIX OOpa3loB, H B CPOK, HE IPEBHINAIOIMUNA TpeX pabouymx AHEW,
YBEIOMIIAET B 3JIEKTPOHHOM popme mimm Ha GymaxkHOM HocuTtele 006 3ToM MHUHUCTEPCTRO.

Cpok 1y HpencTaBiieHHs 3asBHTENIeM O00pasloB JIEKAPCTBEHHOIO IIpenapara
U papmarieBTHUECKON CyOCTaHIIMH ¥ CPOK YBEJOMJIEHHS 3KCIIEPTHBIM YUpeKIEHHEM 00
5ToM MUHHCTEpCTBA HE BKIIIOYAIOTCS B CPOK IPOBENEHUS IKCIEPTU3, IPELyCMOTPEHHBIX
ITyHKTOM 49 AIMUHUCTPATUBHOIO PETIIaMEHTa. .

51. Komuccus 5KCIEpTOB SKCIMEPTHOTO YUPEXKISHWS IPOBOAUT COOTBETCTBYIOLIE
SKCIIEPTHU3HI B CPOK, YCTAaHOBJICHHEIH B 3aJlaHUM, U 110 Pe3yJIbTaTaM 3KCHEPTU3 COCTABIIIET
3aKJIFOYEHHE 110 YCTAHOBJIEHHO#M popme’.

IIpy mocTtymineHnn B MUHHCTEPCTBO 3ampoca pPYKOBOAMTENS 3KCHEPTHOTO
yUpPEXIEHHS O [MpPENCTABICHUH HEoOXONMMBIX NI IPOBENEHHS  SKCIEPTHU3HI
JIEKApCTBEHHBIX CPEACTB MaTepHallOB, HAlpPaBIEHHOI'O B COOTBETCTBHM CO cTaTheil 16
®enepanpuoro 3akoHa ot 12 ampens 2010 r. Ne 61-D3, naHHBINA 3aIpOC B TEYEHUE OJTHOTO
pabodero mHS perucTpupyerca JlemapramMeHTOM YHpaBlIeHHS JAelaMH M KaJpoB
¥ nepenaercd B JlemaprameHr.

B Teuenme omHOro pabouero IHA €O OHA MOCTYIUIEHHS 3ampoca 3SKCIEPTHOrO
yapexneHus B JlemapraMeHT HadaJbHUK OTAEJa Ha3HAYaeT OTBETCTBEHHOIO HCIIONHATEI
II0 PacCCMOTPEHHIO JAHHOTO 3aIpoca, KOTOpEI B TeueHHe ABYX paboumx AHEH co qHA
HasHAYEHUS TOTOBUT IIPOEKT 3ampoca 3asBUTENI0 O IIPEACTAaBICHUH HEOOXOIUMBIX
MaTepuajoB. :

[Ipoekr  3ampoca  3agBHUTENIO  COIJIACOBHIBAETCS  HAYAJbHUKOM  OTAeNa

5 Yacrs 12 crateu 16 ®enepansHoro 3akona or 12 anpens 2010 r. Ne 61-®3.
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¥ NONIMCHIBAaeTCA qupekTopoM JlemapramenTa (3aMmecTuTeneM qupekTopa JlenapramMenTa)
B T€UEHHE ABYX pabouux THEH.

B Teuenue ommoro pabouero OHS CO AHA NMOANMCAaHUS ITUPEKTOpoM JlemapraMeHTa
(mMIoM, ero 3aMelIaroIIuM) 3ampoca 3asBUTEIN0, YKa3aHHBIH 3allpoC HalpaBisgeTCs
3asIBUTEIIIO.

3anpoc MoxeT OBITh MepelaH YIIOJTHOMOYEHHOMY IIPEACTABUTENIO 3asiBUTENS JTMYHO
IO/ PAcIUCKy, HANpaBleH MO MOYTE 3aKa3HbIM MHCHMOM WM IEPENaH B DJICKTPOHHOM
dbopMe NO TeIeKOMMYHHKALlMOHHBIM KaHallaM CBA3HM. B cilyyae HampaBlIeHHs JaHHOIO
3alIpoca 110 IOYTe 3aKa3HBIM IMHUCEMOM OH CUMTAETCS NONXYYEHHBIM I10 MCTEYEHHM IIECTH
IHEH C maThl HallpaBJIEHUS 3aKa3HOrO MUCHMa.

OtBer 3asBHTENd Ha 3ampoc MuHHCTepcTBa perucTpupyercs JlemapramMeHTOM
yIpaBlieHds JeaMd M KaJpOB U mepenaercs B JlemapraMeHT B TeUeHHE OJHOr0 pabodero
IHS CO JHS €r0 MOCTYILICHHUS.

B Tteuenme omHoro pabouero AHs CO OHS IIOCTYIUIEHHs B JlenmapTaMeHT OTBeTa
3agBUTENd Ha 3ampoc MHHHCTEpCTBa HadaJbHHK OTAENAa HAa3HA4aeT OTBETCTBEHHOIO
UCIOJHHUTENA, KOTOPEI B TeYeHHE OTHOrOo pabouero AHS CO OHS HA3HA4YE€HUs TOTOBHUT
IPOEKT COMPOBOMUTENLHOIO MMCbMa B 3KCIIEPTHOE yUPEXKIEHUE, C IPUITOKEHUEM K HEMY
OTBETa 3asgBUTEIIA Ha 3arpoc MuHICTEpCTRA.

ITpoeKT COMPOBOAMTENHLHOTO MACBMA B AKCIEPTHOE YYPEKACHHE C MPHIIOKECHHUEM
OTBETA 3asBUTEJIA COTJIACOBHIBAETCA HAaYaJbHUKOM OTHAENA, MOANKCHIBAETCS AUPEKTOPOM
JenapramenTa (3amectureneM aupektopa JlemapraMeHTa) W HalmpapieTCs B OKCIEPTHOE
yupeXxJIeHHe B TeYeHUE IBYX paboumnx JHeH.

B cayuyae HempencTaBieHHS 3asBUTENEM OTBeTa Ha 3ampoc MuHucTepcTBa
II0 UCTEYEHHH JeBsHOocTa pabounx nHell MUHHCTEpCTBO B TeYCHHE IITU PabodMX AHEH
HANpaBjIdeT B 3KCIIEPTHOE YUYPeXIECHHE YBEJOMIICHHE O HEMPEICTABJICHHM 3asBUTEJIEM
OTBeTa Ha 3afpoc.

IIpy  HampaBjieHAM  3ampoca  JOMOJHHUTENBHOIO  KONMMYecTBa  0OpasioB
JIEKAPCTBEHHOI0 MpernapaTa, oOpa3noB (apManeBTHYECKOH CyOCTaHLMM, TeCcT-IITaMMa
MHKpPOOPT'aHH3MOB, KYJBTYPHI KJIETOK, 0Opa3loB BEIIECTB, MPUMEHIEMBIX [ KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHOTO CpEACTBAa IIyT€M CpPaBHEHHI C HHMM HCCIIENYyeMOro
JIEKApCTBEHHOrO CpeNCTBA 3asBUTENb NPEACTABIIET OTBET Ha 3ampoc (oOpasuel) B
SKCIIEPTHOE YyUpeKAeHHe. OKCIEPTHOE YUYPEKACHUE B CPOK, HE IPEBHILAIOIIMHA Tpex
pabouux aHel, yBeIOMIISET B 3JIeKTpOHHOR dopMe Wi Ha GyMaXHOM HOCHTENE 00 3TOM
MuHuCTEpPCTBO.

B cnysae HempencTaBieHus 3as{BHTeNeM OTBeTa Ha 3ampoc  (0OpasioB)
O MCTEUYEHHH JeBSHOCTAa paboumx [AHEH OHKCHEPTHOE YYPEeXKIEHHE B CPOK, HeE
NpEBHINAIOIIMIA Tpex paboduux OHeH, yBeNOMILIET B 3JIEKTPOHHOHM ¢opme miIM Ha
OymaxHOM HocuTesle 06 3ToM MuHHCTEpCTBO. MUHHCTEPCTBO B TEUEHHE MATH PaboUMX
IHe HampaBlifeT B OSKCIIEPTHOE YUPESKACHHE YBEAOMIICHHE O HENPEICTABICHUU
3asgBHTENIEM OTBETa Ha 3ampoc (06pa3IoB).

52. 3axioueHHE OKCIEepTHOW OpraHuM3allMd [0  pe3ysbTaTaM IPOBEACHHOHN
SKCIIEPTU3bl M JOKYMEHTHI, IIOCTYNHBIIME OT 3KCIEPTHOIO YUYPEXIEHHs, B JE€Hb
HOCTYIUIeHHsT B MHUHHCTEPCTBO perucTpupyrorcs JlemapraMeHTOM YIpaBlieHHs JIellaMH
¥ KaJpoB ¥ mepenaroTcs B JlenapraMeHrT.
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53. HauansHUK OTA€a B A€HDb IOCTYIUICHUS 3aKIIOUEHU SKCIEPTHOM OpraHH3aIliu
10 pe3yabTaTaM MPOBEINCHHOH SKCIePTH3b], YKa3aHHOH B MyHKTe 49 AZIMUHUCTPaTHBHOTO
periaMeHTa, Ha3HayaeT OTBETCTBEHHOI'O MCIIONHHUTEIIA 110 PACCMOTPEHHIO JJOKYMEHTOB.

PaccMoTpeHre TOKyMEHTOB IPOM3BOAUTCS B MOPAAKE UX NOCTYILICHHUS.

54. B oTHOIIEHHH 3aKIIOYEHHsS KOMHCCHHM 3KCIIEPTOB IO pe3ylibTaTaM 3KCIIEPTH3bI
onpejieNieHHs ~ BO3MOXHOCTH  paccMaTpuBaTh  JIEKapCTBEHHEBIM  mpemapat Uil
MEIHMIMHCKOTO IPUMEHEHH [pPH OCYIIECTBICHMHM TIOCYIapCTBEHHOW perucTpanuu
B KadecTBe Op(aHHOIO JIEKAPCTBEHHOro IMpelapara, ykasaHHOH B a63ame 1 mynkra 49
AIIMMHHUCTPAaTMBHOTO perjlaMeHTa, OTBETCTBEHHBIA HCIOJHHUTEIL B TEYCHHE IATH
pabounx aHei:

1) ocyIecTBISET OIEHKY TaKOro 3aKNIOYEHHs MU ONpElNENICHHs €ro COOTBETCTBH
3aJaHHIO Ha NPOBEACHHUE YKAa3aHHOU SKCIIePTHU3HI;

2) Ipy BHIHECEHWH KOMHCCHEH SKCIEpPTOB 3aKIFOYEHHS O BO3MOXHOCTH HIIH
HEBO3MOXHOCTM pacCMaTpHBaTh JIEKapCTBEHHBIA Ipemapar IpH  OCYIIEeCTBICHUU
rOCyJapCTBEHHOM pEerucTpandy B KadecTBE OP(AHHOro JIEKAPCTBEHHOrO IIpernapara
OTBETCTBEHHEIN MCIIOJHUTEND IOATOTABIMBAECT COOTBETCTBYIOIIMI IIPOEKT PELICHMS,

3) yBegomisieT 3aABUTEIIA O MPUHSATOM pelIeHun (c COXpaHEHUEM
KOHMUAEHIMATBHOCTH HH)OPMALMH O COCTaBe SKCIIEPTHOH KOMHUCCHH).

55.1Ipy BBIHECEHMH KOMHCCHEH OKCIIEPTOB 3aKIIIOYEHHMs O BO3MOXHOCTH
paccMaTpMBaTh JIGKAPCTBEHHBIH MperapaT IIpH OCYIIECTBIEHMH TOCYNapCTBEHHOM
perucTpanuy B KadecTBe Op(AHHOTO JEKAapCTBEHHOIO IIperapara MPOEKT pPEeIIeHUs
O BBIAAYE 3aJaHHA Ha IPOBEIEHHE SKCIEPTH3bl KayecTBa JIEKAPCTBEHHOrO CPEACTBA
U OKCIEPTHU3Bl OTHOINEHHS OXKHIAeMOH IONB3bl K BO3MOXHOMY DPHCKY IPHMEHEHUs
JEKapCTBEHHOrO Ipemapara B MOPSAKE YCKOPEHHOHM MpPONENyphl  3KCIEPTHU3HI
JIEKAPCTBEHHOTO CpEeJICTBA B COOTBETCTBHM €O cTaTheil 26 ®enepanabHOro 3akoHa
or 12 ampeins 2010 r. Ne 61-®3, a Taxoke NPOEKT PeLIEHNs O BO3MOXXHOCTH paccMaTpuBaTh
JIEKApCTBEHHBIM Mpemapar Uil MEAHNUHCKOrO NPUMEHEHHS B KadecTBe Op(aHHOro
JIEKApCTBEHHOIO IIpernapaTta  COIJIACOBBIBAIOTCA B TeYEHME OJHOro paboyero mHs
HAuaJbHUKOM OTHENla M IOAIMCHIBAIOTCA aupekropoM /JlemapTameHTta (JIMIOM, €TO
3aMeENIAIOIIHM).

‘B Teuenne ojHoro pabouero mHS CO OHS MOANMCaHMA JUpeKTopoM JlemaprameHra
pelleHds O Bbigade 3ajaHds] Ha MPOBENCHHE OJKCIEPTH3bl, 3aJaHWe H JOKYMEHTHI
HAIIPaBJIAIOTCA B SKCIIEPTHOE YUPEKACHUE.

56.IIpu BbIHECEHMH KOMMCCHEH OKCIIEPTOB 3aKIIOYEHHS O HEBO3MOXHOCTH
paccMaTpMBaTh JIEKapCTBEHHBI IIpenapaT MNpH OCYIIECTBJIEHHM TOCYyAapCTBEHHOH
pETHCTpallid B KadecTBe OpGAHHOrO JIEKapCTBEHHOro mpenapara MHHHCTEPCTBO
npeKpamiaeT Mpouenypy TOCYyAapCTBEHHOHM pErucTpanyu JIEKapCTBEHHOTo Ipenapara
U HampaBiseT (BpydaeT) 3asBUTENIO, YIOJHOMOYEHHOMY MM JIMIy pelleHue
O HEBO3MOXHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipemapar Ml MeIHUIMHCKOro
IIpYMEHEHHUS TIPY FOCYAAPCTBEHHOM PEruCTpalMy B KadecTBe OPHAHHOrO JIEKapCTBEHHOTO
npenapara, MPOEKT KOTOpPOro B TeueHHE OJHOro pabodero maHA COTrIIACOBBIBAETCH
HayaJBHUKOM OTHeNa M MONIHCHIBAeTCA aupekropoM J[lemaprameHTa (JIMLIOM, €ro
3aMEIIAIOIIAM).
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3asgBUTEND BIpaBe 0OpaTUThCS B MHUHHCTEPCTBO C 3aiBJIICHHEM O roCyIqapCTBEHHOM
PerUCTpalMM TAKOro JIeKapCTBEHHOro IIpenapara B COOTBETCTBHH CO crateeil 18
Enepanbﬂoro 3akoHa ot 12 ampens 2010 r. Ne 61-®@3. '
57. VBemoMJIGHHE 3asABUTES O NPUHATOM DpEIICHUH, yKa3aHHOE B MOAIYHKTE 3
oVukTa 54 HacTofmero AIMHHUCTPATHBHOIO PErjaMeHTa OCYyIIECTBIIETCS MOCPEACTBOM
M QOPMAMOHHO-KOMMYHHKAIMOHHBIX ~ TEXHOJIOTHH Ha  OCHOBaHHH uHdopMauuu
O|[IpHHSTOM pELIEHHH, Da3sMEIIeHHONW Ha IOpTaje IO BENCHUIO TOCYHAapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPENCTB B (HOpME INEKTPOHHOTO NOKyMEHTA UM Ha OyMaKHOM
HocuTese (C COXpaHEHHEM KOH(QHMASHIHANBHOCTH MH(pOPMALMM O COCTaBe 9KCHEPTHOM
KOMHCCHH) B T€YEHHE ONHOrO pabodero JHS CO [HS MOMNUCAHUS COOTBETCTBYIOLICTO
pﬁme}mﬂ aupexTopoM JlermapraMeHTa (JIMLOM ero 3aMelaloIuM ).
Pemrenne Ha 6yMaXHOM HOCHTENE BPYYaeTCsl 3asBHUTENIO HJIM YIOJIHOMOYEHHOMY
IPEeCTABUTEINIO 3asBUTENS B IIOMELIEHUH, B KOTOPOM IPEIOCTaBIIAETCA roCy1apCTBEHHAA
yemyra.
58. B OTHOIIIEHWH 3aKJIOYEHMS KOMHUCCHUU 3KCIEPTOB 10 pe3ynbTaTaM IKCIEPTH3BI,
npegycMoTpeHHod B absame 2 myHkra 49 AIMMHECTPaTHBHOrO — periaMeHTa,
OTBETCTBEHHEIH UCIIONHUTED B TEYCHHE TPEX pabOovnX AHEH:
1) ocynIecTBIAET OLEHKY TAKOTO 3aK/IIOYEHHUs UL ONpelesIeHus ero COOTBETCTBHS
334MAHUIO HA IIPOBE/ICHIE YKa3aHHOM 9KCIEPTU3BI;
2) Ha OCHOBaHWM pe3yJbTaTOB JKCIIEPTH3bl Ka4yecTBa JEKAPCTBEHHOrO CpeICTBA
H|PKCIIEPTH3bl OXXMAAEMOM MONB3El K BO3MOXKHOMY PHUCKY NPHMEHEHHUS JICKapCTBEHHOTO
npernapaTa rOTOBHT MPOEKT PEIIeHHs O rOCYAapCTBEHHOH PErMCTPaluK JEKapCTBEHHOTO
npenapaTa Wid 06 OTKa3e B TOCYIapCTBEHHOM PErHCTPally JIEKApCTBEHHOTO Npenapara.
59. IIpoexT pelleHus O FOCyJapCTBEHHOM perncTpanyy JICKApCTBEHHOrO Npenapara
ujin 06 OTKase B roCyAapCTBEHHOH PErHCTPAllMHU JIEKapCTBEHHOro npenapara B TEeYeHHUe
mlectn pabouMx [JHEH COrAacoBBIBACTCH HAYANBHMKOM OTAENA M IMOAMHCRIBACTCA
mpexTopoM JlenapramenTa (JIMLIOM, €0 3aMENIAIOLIAM).
1 60. [lpy NpHUHATAH pEIUleHHs O TIOCYNapCTBEHHOH pPETHCTPalMy JIEKapCTBEHHOIO
npenapata OTBETCTBEHHBIH HCIOJHMTENb B TCYCHHE YKAa3aHHBIX B IYHKTEC 59 mecrtu
paboUnX JHEHU:
1) noAroTaBiMBaeT MPOEKT PETHCTPALMOHHOrO YXOCTOBEPEHMS JIEKAPCTBEHHOIO
npenapara o yCTaHOBJIEHHOR hopme®, KOTOpEIif COrNACOBBIBAIOTCS HAYATLHHKOM OT/EJIa,
mlipextopom  Jlemapramenrta  (JIMIOM, €ro  3aMEIIAOIMIWM) U IOAMHCHIBACTCH
OJIHOMOYEHHBIM 3aMecTUTeeM MHUHHUCTpa 3apaBooxpaHeHus Poccuiickoit Oeepanuy;
2) IpOCTaBJISET HOMEpP PEruCTPAalMOHHOTO  yYOOCTOBEPEHHs  JIEKAPCTBEHHOIO
mpernapara ¥ JaTy ero rocyAapCTBEHHOM PErucTpaluy Ha COrjacOBaHHYI0 HOPMATHBHYIO
AOKYMEHTAUUIO, HHCTPYKIHMIO MO MEIMIMHCKOMY MPUMEHEHHIO JICKapCTBEHHOIO
mperapaTa ¥ MaKeThl IEPBUYHON YIIAKOBKH U BTOPUYHOM (OTPEOUTENBCKOM) yNIAKOBKH;
3) BHOCHT OaHHBIE O 3aPErHCTPHPOBAHHOM JIEKAPCTBEHHOM Ipernapare, B TOM 4HC/IC
olpapmarieBTUYECKON CYOCTaHIMU, BXOISIIEH B COCTaB JIEKapCTBEHHOrO Ipenapara, B
rQCyJapCTBEHHBIH PEeCTp JICKapCTBEHHBIX CPEACTB W INEpefaeT B JlemapTamMeHT
paBjieHHst JeflaMd M KagpoB JUId BBIJAYM 3aABUTENI0 MM YIOJIHOMOYEHHOMY
NPEACTABUTENIO 3asBUTENS PErMCTPAllMOHHOE YAOCTOBEPEHHE U  COIVIACOBAHHBIC

|
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6 *&acrb 1 cratbu 27 ®enepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3.
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HOPMATHBHYIO ~[JOKYMEHTAI[MI0, MHCTPYKUHMIO IO  MENUUMHCKOMY  IPUMEHEHHIO
JIKAPCTBEHHOrO  Mpenapata M  MaKeThl [EPBUYHOH  YIAKOBKA M BTOPUYHOMU
(tloTpeOUTENBCKOM) YIIaKOBKH;

4) yBeZOMIIAeT 3asBHTEJN O HPHHATOM DENIEHHH B 3JIEKTPOHHOH dbopme unu Ha
OYyMa>XHOM HOCHTEIIE.

61.Tlpy npuHATHM pemeHus o0 OTKase B TOCYHapCTBEHHOM —pErHCTpauyuy
JI¢KApCTBEHHOTO IIperapaTa 3asBHTENb YBEAOMILIETCs 00 3TOM B NUCbMEHHOH QopMme
CE’KaBaHI/IeM IPWYHH TAKOrO OTKa3a.

OcHoBagueM i1 OTKa3a B TOCYJapCTBEHHOM PpErucTpalud JIEKapCTBEHHOrO
emapara ABISETCS BBIBOJ, YKa3aHHBIA B 3aKJIFOYCHHN KOMHCCHHU 3KCHEPTOB, O TOM, YTO
kduectBO M (uiaM) 3G(GEKTHBHOCT, PETHCTPUPYEMOro JIEKApCTBEHHOrO Iperapara
HE [OATBEPXKAEHBI MMOJTyYeHHBIMH NaHHBIMH WJIH YTO PHCK IPUYHHEHHS Bpeaa 340POBBIO
4é/I0BeKa BCJEICTBHE IpHeMa JEKapCTBEHHOrO IpenapaTa MPeBBIUAeT 3(p(HeKTHBHOCTE

|
€0 NPUMEHEHU .

62. VBemoMNeHre O NPHHSTHH pelIeHHH, yKa3aHHBIX B IyHKTax 56, 60 n 6l
AMHHHUCTPaTHBHOTO pErJIaMEHTa, BPYYAaeTCs 3asABUTENI0 HIM  YIOJHOMOYCHHOMY
HﬁeﬂCTaBI/ITeI{IO 3asgBUTENS B IOMEIIEHNH, B KOTOPOM IPEIOCTaBILAETCA rOCyapCTBEHHAS

y

Jayra.
VBeIOMJIEHHE O IPUHATOM pEIIEeHUH HaNpaBjsSeTcs 3asBUTENI0 IOCPENCTBOM

1hOPMALIOHHO-KOMMYHHKAIIMOHHBIX ~ TEXHOJIOTMH Ha  OCHOBAHWH nHbOpMaLUU

PHHATOM pEIUEeHHH, DPa3MEIIEHHOM Ha IopTane [0 BEACHUIO TOCYNapCTBCHHOIO

ecTpa JeKapCTBEHHBIX CPECTB B (OpPME IJIEKTPOHHOrO JTOKYMEHTA.

63. B cioy4asx HeIOCTaTOYHOH OOOCHOBAHHOCTH WIJIM HENOJHOTHI 3AKIIIOYCHHS

KOMUCCHE DOKCIIEPTOB, HANMYMsA B HEM I[IPOTHBOPCYHBEIX IAaHHBEIX, (anscupuKanuy

Ifis OTBOAA JKCIEpTa BCJEACTBAE €ro 3aMHTEPECOBAHHOCTH B pe3ylbTaTax
OTBETCTBYIOLIEHl OJKCIEPTH3bl, HaW4YMs MJaHHBIX O MpAMOM JMOO KOCBEHHOM
B'f eIIaTeNIbCTBE B IIPOIECC COOTBETCTBYIOLIEH SKCIEPTH3HI JIML, HE y4acCTBYIOUIMX B €€
MPOBEIEHUH, HO OKa3aBUIMX BJIHMSHME HA IPOIECC M pE3YyJbTaThl €€ IPOBEICHHUS,
MHHUCTEPCTBOM Ha3HAYaeTCs IOBTOPHAs 3KCIIEPTH3a JIEKApCTBEHHOIO CPEACTBA.

[MoBrOopHas JKCHepTH3a JIEKAPCTBEHHOTO CpEACTBAa MPOBOIUTICA C  YYETOM
PE¢3yIBTaTOB paHee NPOBEAEHHOM SKCIEPTH3k! B CPOK, YCTaHOBJIECHHBIH MUHUCTEPCTBOM U
H¢ MPEBBINAIOMIMEA TPUANATH pabouMx JHEH CO JHSA MOJNyYeHHS OKCIEPTHBIM
ygpemneHHeM 3a/laHMd Ha [pOBeJeHHE IOBTOPHOM SKCIIEPTU3BlI JICKAPCTBEHHOIO
cpencTBa.

64. JlokyMeHTEl M JaHHbIE, NPEICTaBIEHHbIE I IOCYJapCTBEHHOW pPErucTpalnuu
KapCTBEHHOT'O Ipernapara, BHE 3aBHCHMOCTH OT I[IPHHATOrO pELICHMs, IOMIEKAT
XpaHeHHUI0 B MUHHCTEPCTBE BMECTE C COOTBETCTBYIOIIUMHU DKCIIEPTHHIMH 3aK/IIOYEHUSIMH,
KQIUSIMHM DELIeHUss O TOCYJAapCTBEHHOH pEerucTpaldH JIEKapCTBEHHOro Ipenapara
| perucTpalMOHHOrO yIOCTOBEpPEHHs Ha JIEKapCTBEHHBI Npemapar C COOJIOJCHHEM
eboBanuit 1o obecrnedyeHnI0 KOHPUASHUHAIBHOCTH HHQOpMALMK B TEYEHHE BCEro
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PaccMoTpeHue 3asBieHus O BKIIOYEHUN (apMaleBTHUecKol CyOCTaHIuH,
IpOU3BEICHHOM I pea3alii, B TOCY1apCTBEHHEBII peecTp IeKapCTBEHHBIX CPECTB U
BKITIOYeHHE (apMalleBTHYECKOH CyOCTaHIIuY, IPOU3BEICHHOM 711 pealn3aiyy, B
rOCYHapCTBEHHBINA peecTp JEKapCTBEHHBIX CPEICTB .

65. OcHoBaHMEM  JJII  OCYIIECTBJIICHMS  aJAMHHHCTPATHBHOM  INPOLEAYDPEI
«PaccMoTpeHne  3asgBiieHMS O  BKIIOYeHHMH  (apMarneBTHYeCKOM — cyOcTaHnuw,
IPOM3BENEHHON NI peau3alii, B TOCYJapCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEICTB
U BKIIOYeHHe (QapManeBTHUECKON CyOCTaHIUU, NPOU3BEAECHHOM Ui peanu3aluy,
B TOCYHApCTBEHHBIH peecTp JIEKapCTBEHHBIX CpEACTB» SBILIETCd IOCTYIIIEHHE
B MuH#CTepCcTBO 3afBIEHHA O BKIIOYCHHH (papMmaneBTHUECKOH CyOCTaHIuH,
IIPOM3BEIEHHON NI peayii3allid, B TOCYHapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB
B COOTBETCTBUM C mpuioxkeHreM Ne 2 K AIMUHUCTPAaTUBHOMY PETJIaMEHTy U JOKYMEHTOB,
YKa3aHHBIX B IIyHKTe 16 AJIMHHHCTPAaTHBHOTO perjamMeHTa, H OCYHIECTBIIIETCS
B COOTBETCTBUHM C OJIOK-CXeMOHW HCHONHEHHS aJMUHHCTPAaTHBHOH IPOLEAYDHI,
IpeXyCMOTPEHHOH npuioxenneM Ne 5.

66. [IpencraBnenusie B MHUHUCTEPCTBO 3asBICHHE M JOKYMEHTBHI IPUHHUMAIOTCS
II0 OMUCH M PETrUCTPHUPYIOTCHA JlemaprameHTOM yIIpaBJieHHs AENaMH M KaIpoB B J€Hb
UX TOCTYTLJICHHUS.

Komus 3asBiieHHs ¢ OTMETKOHR O Jare IpHeMa yKa3aHHBIX 3asBJICHUS U JOKYMEHTOB
Harnpapsercs (BpyJaeTcs) 3asiBUTEINIO.

67. 3aperiucTpUpOBaHHEIE 3asBJIEHHE M JOKyMEHTH B T€YEHUE OJHOro pabodero JHs
HanpaBIsAioTcs B JlenapraMenT.

68. Havanpuuk otmena JlemaprameHTa, OTBETCTBEHHOI'O 3a IIPEJOCTaBJICHHE
TOCYIapCTBEHHOM YCIIYTH (Iajee — HadaJlbHUK OTAENa), B TEUSHHE OTHOro pabodero IHs
CO OHS NOCTyIUieHHs B JlemapTaMeHT 3asBJICHUS M JOKyMEHTOB Ha3Ha4aeT M3 4Yucia
COTPYIHHKOB OTJE€Ja OTBETCTBEHHOI'O MCIIOJHHUTENS IO PAacCMOTPEHHUIO IOKYMEHTOB
(nayee — OTBETCTBEHHBIA UCTIOTHUTEE).

PaccMoTperne JOKyMEHTOB MPOU3BOJUTCS B NOPSAAKE UX MOCTYILIIEHUS.

69. OTBETCTBEHHBIN MCIIONHUTENb B T€YCHHUE TpeX pabouymx HHEHl cO JHSA CBOEro
Ha3HAYEeHHUs IPOBOIUT NMPOBEPKY IIOJHOTHI, JOCTOBEPHOCTH U IIPABUIILHOCTH OopMIIeHH
IPEACTABIIEHHBIX JOKYMEHTOB C LIETIBIO OIPENeIICHH:

1) HamYHsA MCYEPHBIBAIOINEr0 MEepeYHs NOKYMEHTOB, ONpPENEICHHBIX NMyHKTOM 16
AMUHUCTPATUBHOTO PETJIaMEeHTa;

2) HOMHOTEL M JOCTOBEPHOCTH [aHHBIX, COAEPKAIIMXCA B IPEICTaBICHHBIX
3asBUTEJIEM JOKyMEHTaX.

70.1lo pesynpTaTaM TIIPOBEPKM JOKYMEHTOB U CBEICHHW, INPENyCMOTPEHHOM
IYHKTOM 69 AJMHUHNCTPaTHUBHOI'O pEeriaMeHTa, P OTCYTCTBHHM OCHOBAHMM I OTKa3a B
IIpeIOCTaBIEHNH TOCYNAPCTBEHHON YCIIyr'H, yKa3aHHBIX B MOANMYHKTaxX 1, 2, 3 mynkra 27
AJIMAHHMCTPAaTHBHOTO pErjlaMeHTa, OTBETCTBCHHBI MCIIOJIHHUTENbh B TEYCHHE JBYX
pabounx JHEH HOATOTABIMBAET NMPOEKT pelleHUs O BblAa4ye 3afaHus Ha IPOBEJCHUE
SKCIIEPTH3BI KauecTBa 3asBIEHHOMN QapMaleBTHIeCKOl cyOCTaHIHHU.

71.B cnoy4ae BBISBJEHWS OTCYTCTBHS WJIM HEJIOCTOBEpHOCTH HH(bOpManuy,
colmepamieiics B  INPEACTAaBICHHBIX  3asdBUTEIEM [JOKYMEHTAaX, OTBETCTBEHHBIN
HCIIOJHUTENb NOATOTABIMBAET MPOEKT 3alpoca 00 yTOYHEHHH yKa3aHHOHW MHpOpManuw,
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KOTOpHI COrJIaCOBBIBAaeTCA HAYANBHUKOM OTIeNa U MONIHCHIBAECTCS JUPEKTOPOM
Henapramenta (3amectuTeneM aupektopa JlemaprameHTa) B T€UeHHE OJHOTO pabodero
ITHS.

JlaHHEIM 3ampoC  MOXeT OBITh IepefaH YHOJHOMOYEHHOMY IIPEICTABHTEINIO
3asBUTEIIS IMYHO IIOJ] PACIHCKY, HalpaBjeH O II0YTE 3aKa3HbIM [THCEMOM WM IepenaH B
SNIEKTPOHHOM (opMe 10 TeIeKOMMYHHKAaIlMOHHBIM KaHajaM CBi3d. B ciydae
HAIPaBJIeHUs JAaHHOTO 3ampoca Mo MOYTe 3aKa3HBIM IIMCBMOM OH CUHTAETCS MOIyYECHHEIM
110 HCTEYEHNH IIECTH JHEeH C TaThl HalpaBJeHHUs 3aKa3HOro NUCHMa.

Co [mus HampaBjieHHS 3asBUTENIO 3ampoca 00 YTOYHEHHMH CBENEHMM 10 [JHA
HOJIy4eHUs OTBETa Ha 3alpoC NPHOCTAHABIMBACTCS ACCATUIHEBHBIM CPOK MPOBEACHHA
IPOBEPKH IMOJHOTHI, JOCTOBEPHOCTH U MPABUIBHOCTH O(MOPMIECHHS MPENCTABICHHBIX
JOKYMEHTOB, COIEpXAIMUXCA B IPEACTaBICHHBIX 3ajABUTEIECM MaTepuajax, M MPHHATHSI
peLIeHHUs O BEIaye 3a/IaHus Ha MPOBEeIEeHHE SKCIIEPTU3HI JIEKAPCTBEHHOIO CPECTBA.

72. OcHoBaHHeM Ui OTKa3a B  OpraHM3allMM  3KCHEPTH3bl  KauyecTBa
¢bapmaieBTHYECKONH CYOCTaHIUM  SBISAETCSA IIPEICTABIICHHE 3afiBHUTEIIEM IOKYMEHTOB,
IPEAYCMOTPEHHBIX [TyHKTOM 16 AIMHHHCTPaTHBHOTO periiaMeHTa, B HEIOIHOM 00beMe
WM HENpeACTaBlIeHHEe OTBETA 3asBUTENIeM B TeUeHHWE NEBSHOCTa pabouux JHEH CO IHA
mojayueHus 3ampoca MuHHCTepcTBa 00 YTOYHEHMH CBEIEHMH, HaIPaBIEHHOIO
B COOTBETCTBHH C MYHKTOM 71 AJIMHMHHCTPaTHBHOTO DPErJIaMEHTA, WIM IIPEICTaBICHUE
JIOKyMEHTOB, He COJIEPXAIINX HCUEPIBLIBAIOIIETO MEPEYHs HEOGXOMUMEIX CBECHHIL.

B ciryuae HamMudsA TAKMX OCHOBAHUI OTBETCTBEHHBIH MCIONHHUTENL TOTOBUT IIPOEKT
pelreHus 06 OTKa3e B MPOBEISHHHM COOTBETCTBYIOMMX 3KCIEPTH3 C yKa3aHHEM NPHYHH
OTKa3a.

73.IIpoext .pemreHWs O BHJa4Ye 3aJaHAs Ha [POBEIEHME OSKCIEPTU3HI
dapManeBTHUECKOM CyOCTaHIMM WIM IPOEKT peleHHs o0 OTKaze B OpPraHM3aluu
3KCIIEPTU3Ll COTJIACOBBIBAETCS HAYANBHHKOM OTAENa M IOANHUCBIBAETCA TUPEKTOPOM
JlenapraMeHTa (JIMI[OM, €TO 3aMEIAOIIAM) B TeYSHHE OJZHOTr0 paboyero AH.

74.B Teuenne opHOro pabodero OHA CO [JHA [OANMCAHHMA JIUPEKTOPOM
JlemapraMeHTa (JIMIIOM, €r0 3aMEeNIAIONIAM) PEIleHNs O BBIAAYe 3aJaHMs Ha NMPOBEICHHUE
SKCIIEPTHU3BI, 3aJIaHUe U JOKYMEHTHI HAIPaBIIIOTCS B OKCIEPTHOE YUPEXKICHHME.

Ilpy OpUHATHH pelleHUs O MPOBENEHMM JKCIEPTH3Bl KayeCTBa 3asiBICHHOM
(apmalieBTHYECKOH CyOCcTaHIIMH MM 00 OTKa3e B OpraHM3alUM NPOBENEHHS SKCIEPTU3EI
KauecTBa (hapMaleBTHYEeCKOW CyOCTaHIUM 3aiBUTENh YBEAOMIAETCA O IPUHATOM
pellleHud B SIIeKTpoHHOH ¢opmMe u (Mnu) Ha OyMaKHOM HOCHUTENE B TEYEHHE OIHOIO
paboyero JOHA CO JHS MOANMCAaHUA COOTBETCTBYIOMIETO pPELIEHHS JUPEKTOPOM
JlenmaprameHTa (JIMIIOM, €r0 3aMeIIaloNiM, 3aMEeCTUTeIeM AUpeKTopa JlemapTaMeHTa.

Pemenne Ha OyMaXHOM HOCHTENE O IIPOBEACHHM 3KCIEPTH3BI KavyecTBa
dapManeBTHYeCKO CyOCTaHIMM B Ciydae €ro HalpaBJICHMs BPYYacTCsa 3asBUTENI0 HIIH
YIOJHOMOYEHHOMY  TPEICTaBHTENIO  3adBUTENA B  INOMEIIEHHH, B  KOTOPOM
IpeIOCTaBIIeTCA FOCyJapCTBEHHAs yCIIyra.

VBeqoMiIeHHEe O TMPUHATOM pelIeHNH HAaIpaBiseTcs 3aiBUTEIO IIOCPENCTBOM
HHPOPMAIIMOHHO-KOMMYHUKAIIMOHHBIX ~ TEXHOJOTME Ha OCHOBaHHMM HMH(OpManun
O IPHHATOM pEIICHNH, pa3MEUIeHHOX Ha IOopTajle OO BEAEHHI0 TIOCYAapCTBEHHOrO
peecTpa JEeKapCTBEHHBIX CPENCTB B (hOpPME NEKTPOHHOTO JOKYMEHTA.

75. DKcnepTH3a KayecTBa (apManeBTHIECKON CyOCTaHIIMM, COCTABICHHE KOMUCCHEH
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SKCIIEPTOB  3aK/IOYEHHS IO pe3yJbTaTaM JKCIEPTU3Bl M €r0  HampaBJIeHue
B MHHHCTEpPCTBO OCYWIECTBIAIOTCA B CPOK, HE MPEBBINAIONME ImecTuaecATH paboumx
OHEW CcO [HA IOJNyYeHHs OKCIEPTHBIM YUPEKACHHEM COOTBETCTBYIOIIErO 3alaHus
MunncTepcTBa M JOKYMEHTOB, YyKa3aHHBIX B IyHKTe 16 AJIMHHMCTpaTMBHOIO
periameHTa.

76.B Teuenuwe mATHaAUATH pabounx JHEH CcoO OHA IONyYEHHUS PEIICHUS
MuHpCcTEpCTBA O HAMpaBJIEHWH B 3KCIEPTHOE YUpEXKIEHWE 3alaHds Ha IpOBelCHUE
3KCIEPTM3El KauecTBa (apManeBTHYeCKOH CyOCTaHIMM 3asiBUTENb IPEACTaBIeT
B OKCIIEPTHOE  yUPEXKIECHHE U NPOBENEHHS JaHHOH  OKCIEpPTH3Bl  00pasusl
dbapManeBTHUECKO CyOCTaHIIMH B KOJMYECTBE, HEOOXOAMMOM JUIi BOCIPOM3BEIEHHUS
METOJIOB KOHTPOJIS Ka4yeCTBa.

Ilpy nonydeHuu o0Opa3soB  (apMaleBTAYECKOH CyOCTaHIMM  OKCIEPTHOE
yupeskIeHHe BBIIAET 3asBUTENIO NOKYMEHT, HMOATBEPXIAIOUIMA IMOJy4eHHe yKa3aHHbBIX
00pasiioB, U B CPOK, HE MPEBHILIAIOIMUN TpeX pabounx JHEH, yBEIOMIIET B 3JIEKTPOHHOM
dbopme mwim Ha GymaxxHOM HOcUTene 006 3ToM MUHHCTEPCTBO.

Cpok s IpeACTABICHHS 3asBHTENIEeM 00pa3noB (apMaleBTHYECKOH CyOCTaHIUH
Y CPOK YBEIOMJICHHS SKCIIEPTHBIM yUpeKAeHHEM 00 3ToM MUHHMCTEPCTBA HE BKIIFOYAIOTCS
B CPOK IIPOBEICHHS 3KCIEPTH3HI, MPETyCMOTPEHHOH ITyHKTOM 75 AIMMHHCTPAaTHBHOTO
periameHTa. .

77. KoMuccHs 3KCIIEPTOB SKCIEPTHOTO YYPEXKIEHUS IMPOBOIUT COOTBETCTBYHOUIYIO
SKCIIEPTH3Y B CPOK, YCTAHOBIICHHBIM B 3aJaHAM, M IO pe3yJabTaTaM OSKCHEePTH3BI
COCTaBJIsIET 3aKII0YEHNe [0 YCTAHOBIIGHHOM dopMme’.

78.IIpu moctymieHnn B MUHHCTEPCTBO 3ampoca PYKOBOTUTEISA 3KCIIEPTHOTO
Yy4pEXISHHS O IPEICTaBICHUHM HEOOXOAMMBIX JUIAI MOPOBENCHHS  OKCIEPTHU3BI
JIEeKapCTBEHHBIX CPENCTB MATEPHATOB, HANPaBICHHOIO B COOTBETCTBHM CO CTaThel 16
®epepanpHoro 3akona ot 12 ampens 2010 r. Ne 61-03, 1aHHEI 3anpOC B TEYSHHUE OJHOTO
pabodero [nHS peructpupyerca JlemapTaMEHTOM YINpaBICHHS [JejlaMdH M KaJpoB
U nepenaetcs B JlemapTaMeHT.

79. B Teuenme ojHOro pabodero AHA CO JHS IOCTYIIEHHS 3aIpoca 3KCIEPTHOTO
yupexnenus B JlemapTaMeHT HadalbHHMK OT/I€jIa Ha3HaYaeT OTBETCTBEHHOIO MCIIOJHUTEISA
10 PACCMOTPEHHIO JAHHOrO 3allpoca, KOTOPHIl B Te4eHHE ABYX paOo4uX JHEH CO IHA
Ha3HaYeHUs TOTOBHT INPOEKT 3ampoca 3asSBHTENI0 O MPEACTAaBIEHHH HEOOXONMMBIX
MaTepUasoB.

IMpoekr  3ampoca  3asBUTENIO  COTJIACOBBIBAETCA  HAYaJbHMKOM  OTHeNa
¥ HOANMCHIBaeTCa aupekropoM JlenmapramenTa (3amectuteneM qupekropa JlemapramenTa)
B Te4eHHe IBYX pabouux IHEH.

80.B Teuenme omHoro pabodero MHHA CO JAHSI IOANMCAHUA IHPEKTOPOM
JlenapramMeHTa (JIMIOM, €ro 3aMeINalolUM) 3alpoca 3asdBHUTEIIO, YKa3aHHBIA 3ampoc
HaIpaBJIseTCs 3asiBUTEIIO.

3anpoc MoXxet OBITh Mepe/iaH YIOTHOMOYEHHOMY NPENCTABUTENIO 3aABUTENS JTUYHO
IOJl PAacIKCKy, HalpaBleH [0 MOYTe 3aKa3HBIM IHCbMOM WM II€PEaH B 3JI€KTPOHHOU
dopme MO TEIEKOMMYHHUKALMOHHBIM KaHajlaM CBA3H. B ciydae HampaBieHHS AAaHHOIO
3ampoca MO I0YTe 3aKa3HbIM IMCHEMOM OH CUMTAeTCs MOJIYYEHHBIM IO HCTEYCHUH IIECTH
JHeM ¢ JaThl HapaBlIeHU 3aKa3HOrO MUCHMA.

"Yacre 12 craTeu 16 denepanbHoro 3akona ot 12 anpens 2010 r. Ne 61-D3.
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81. OtBer 3agBuTens Ha 3ampoc MuHHCTepcTBa peructpupyercs JlemapraMmeHTOM
yIpaBJIeHHs JellaMy ¥ KaapoB U mepenaercs B JlemapraMeHT B TeYeHHE OJHOrO pabodero
JTHS CO JTHS €T0 MOCTYILICHHS.

82. B Teuenme omHOro pabodero AHS CO JHSA HOCTYIUIEHHS B JlemapTaMeHT oTBeTa
3agBuTeNId Ha 3ampoc MHUHHCTEPCTBA Ha4YaJbHUK OTHENa Ha3HAa4aeT OTBETCTBEHHOIO
UCIIOJHUTEIS 110 PACCMOTPEHHIO OTBETA 3asABUTEIIA, KOTOPEI B T€UeHHE OAHOTO paboyvero
JHSA CO IHS Ha3sHAYEHHWs TOTOBHT IPOEKT COMPOBOAMUTENBHOIO IHCBMAa B 3KCIIEPTHOE
yupexJieHue, ¢ MPUIOXKEeHNEM K HeMy OTBETa 3asBUTEN Ha 3anpoc MuHucTepCTBa.

ITpoexT COMPOBOIUTEIHHOTO MUCHMa B 3KCIEPTHOE YUPEKAECHHE C INPHIIOKEHHEM
OTBETa 3aIBHTENS COIJIACOBBIBACTCS HadaJbHUKOM OTHeNa, MOAMMCHIBAETCA ITUPEKTOPOM
JenapramenTa (3amecTuTeneM aupekropa JlemapraMeHTa) H HampaBisIETCS B OKCIEPTHOE
yupexaeHre B TeUeHUe IByX pabounx AHeH.

83.B ciyuae HempencTaBlieHHMS 3asgBHTe]ieM OTBeTa Ha 3ampoc MunucTepcTBa
0 MCTE€YEHUH JEBAHOCTA Pabounx aHei MHUHHCTEPCTBO B TeUEHHE IATH pabodux AHEH
HAIpaBjIseT B 3KCIIEPTHOE YUYpeXIEHHE YBENOMIICHHE O HEIPEICTABIICHWH 3asSBHTEIIEM
OTBETa Ha 3aIpoc.

84. JIoKyMeHTHI, MOCTYNHBIIHE B OSKCIEPTHOE YUYPEXKAEHHE IJd IPOBEICHUS
OKCHEPTH3bl  KadecTBa  (hapMameBTHYECKOH  cyOcTaHIMM, TOAJEXAT  BO3Bpary
B MMHHCTEPCTBO OJHOBPEMEHHO C 3aK/IOYCHHEM IO pe3ysNbTaTaM IPOBEIEHHOMR
OKCIEPTH3HL.

85. 3akmoueHre OKCIEPTHOM OpraHM3alMM [0  pe3yjpTaraM IPOBEAECHHOMH
SKCIEPTH3bl M JOKYMEHTHL, IIOCTYIMBIIHE OT 3KCIEPTHOTO YUPEXIEHHA, B JEHBb
NOCTyIUIeHHS B MUHHCTEPCTBO perucTpUpyloTcs JlenmapraMeHTOM yIpaBieHHs AelaMH U
KaJpoB U nepearoTcs B JlemapTaMeHT.

86. HauanepHuK OTAENa B ACHb MOCTYIUICHUS 3aKIIFOYEHHUS 3KCIIEPTHOM OpraHM3aluu
II0 pe3yJIbTaTaM MPOBEACHHON SKCIIEPTU3H], YKa3aHHOH B IyHKTE 75 AIMHHHMCTPAaTHBHOIO
periiaMeHTa, Ha3HaYaeT OTBETCTBEHHOI'O HCIIOIHUTENS 110 PACCMOTPEHHUIO JOKYMEHTOB.

PaccMoTpeHue TOKyMEHTOB MPOU3BOAUTCS B MOPSAKE HX NOCTYILICHHUS.

87. Ilpu mosny4eHnr 3aKIFOYSHAS KOMICCHU SKCIEPTOB MO pe3yabTaTaM 3KCIIEPTU3EI
KayecTBa (hapManeBTHIECKOH CyOCTaHIIMY OTBETCTBEHHBINH MCIONHHUTENL B TEYEHHE ABYX
pabounx AHEMH:

1) oCymecTBISET OIMEHKY TaKOr'o 3aKNIFOYEHHS AJI1 ONpPENeNICHHs €ro COOTBETCTBHS
3aJ[aHMIO Ha TPOBeIeHHe JaHHOMN 3KCIIePTU3HL;

2) MOATOTaBJIMBAEeT pEIleHHe O BKIIOYEHWH (apMaleBTHUeckoil cyOcTraHuumy,
NPOU3BEICHHON I peajiM3allii, B FOCYIapCTBEHHBIA peeCTp JIEKapCTBEHHBIX CPE/ICTB
WK penieHne 00 0TKa3e B TAKOM BKIJIFOYCHHH.

88.IlpoexT pemeHuss O  BKIIOYeHHMH  (apMaleBTHUECKOH  CyOCTaHIMH,
NpOM3BENCHHOM AN peanu3alliid, B IOCYJapCTBEHHBIH PEECTp JIEKaPCTBEHHBIX CPEICTB
i 06 OTKase B TaKOM BKJIIOUYEHHMH B TEYCHHE OJHOrO pabodero AHS COrIaCOBBIBACTCS
HaYaJILHUKOM OTJA€la M IOANMCHIBAIOTCS OHpeKkTopoM JlemapTameHTa (JIMLOM, €ro
3aMeIAlOIINM).

89.Ilpyn NpPHUHATHH peINeHHs O BKIIOYCHHUH ¢apMaleBTHUECKOH CcyOcTaHIMH,
NpoM3BEAEeHHOM AJS peasn3allid, B IOCYJapCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEICTB
OTBETCTBEHHEIM HCIOJHUTENs, B Te4YeHHe OJHOro pabodero [AHS BHOCHT [aHHBIC
o dapMmaneBTHYeCKOM CyOCTaHIIMM B TOCYAapPCTBEHHBIN PEECTp JEKAPCTBEHHBIX CPEICTB
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U nepenaeT B JlemaprameHT ynpaBleHHs JeNlaMM W KaApoB JUIS BBIJAYM 3aABHTENIIO HIIH
YIIOTHOMOYEHHOMY IIPEICTABATEIIO 3aBUTEIIS COOTBETCTBYIOLIEE PEIICHHUE.

90.Ilpy npHHATHM pelueHus o0 OTKase BO BKIIOYEHMH (DapMaleBTHYECKON
cyOCTaHIMM, [POW3BEJEHHOM 1Id peanu3allud, B TOCYJAapCTBEHHBI  peecTp
NEKAPCTBEHHBIX CPEJCTB 3asBUTENb YyBeAoMisercs o6 3ToM B HHCBMEHHOH ¢opMme
C YKa3aHHEeM MPUIMH TaKOro OTKasa.

OcHoBaHHEM JUIi OTKa3a BO BKIIOYeHHHM (apMmareBTHIecKod cy6cTaHnmy,
IPOM3BEEHHOM JUIf peaju3aliy, B TOCYNAPCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPENCTB
ABIIETCS peleHne MUHKCTEPCTBA O TOM, YTO Kav4ecTBO (hapManeBTHYEeCKOH cyOcTaHIMH
He ITOATBEP>KIECHO MOJyYEHHBIMH JJaHHBIMH '

91. YBemoMiieHHE O NPHHATHHM pelleHH#, yka3aHHBIX B DOyHKTax 89 m 90
AIMMHUCTPATHBHOTO perjiaMeHTa, BpydYaeTcs 3asBHTENI0 HIH YIOIHOMOYEHHOMY
IPEICTABUTENIO 3asBUTEIS B IOMEUICHUH, B KOTOPOM IPEAOCTABIAE€TCA TOCyJapCTBEHHAS
ycyra.

VBenoMieHHE O MPUHATOM pEHICHHH HAIpPaBIIeTCs 3asiBUTENIO IOCPEACTBOM
MHPOPMAIMOHHO-KOMMYHHKAIIMOHHEIX ~ TEXHOJOTHMH Ha OCHOBAaHHH HMHQOpMaluu
O IIPHHSATOM pElIeHHWH, pa3MEIleHHOW Ha [opTaje IO BEACHHIO TIOCYAapCTBEHHOrO
peecTpa JIeKapCTBEHHBIX CPENCTB B (hOpMe 3JIEKTPOHHOrO JOKYMEHTA.

PaccMoTpeHue 3asBIIeHNS O MOATBEP>KICHUHN TOCYJapCTBEHHOM PErUCTPAIMU
JIEKapCTBEHHOTO IperapaTa U Beiada 6€CCPOYHOr0 PETMCTPAllMOHHOr0 YIOCTOBEPEHHA
JIeKapCTBEHHOTO IIpenapara

92. AnMmuHHMCTpaTHBHAS Tponenypa «PaccMOTpeHHe 3adBIEHHS O MOATBEPKICHHMU
rOCy[IapCTBEHHOM DErucTpallidil JIeKapCTBEHHOrO IpemapaTra M Bbigada Oeccpod4HOro
PErHCTPALIHOHHOTO  YAOCTOBEPEHHS JIEKapCTBEHHOIO Ipenaparay OCYLIECTBIIAETCS
B COOTBETCTBHHM C OJIOK-CXeMO#H WCIIOJIHEHHMsS aIMHHUCTPAaTHBHOM INPOLENYPHI,
NpeIyCMOTPEHHOU nprioxeHreM Ne 6 K AIMUHUCTPATHBHOMY PETTIAMEHTY.

93. OcHOBaHHEM JUIS OCYIIECTBIICHUS aIMHHHUCTPATUBHOM MPOLEAYPHl SBIAETCA
IOCTyIUIEHHe B MHUHHCTEPCTBO 3asBICHUS O MOATBEPKICHHM TIOCYIApCTBEHHOM
PETMCTpalliK JIeKapCTBEHHOrO IpenapaTta M JOKYMEHTOB, YKAa3aHHEIX B IyHKTe 17
AJIMUHHMCTPAaTHBHOTO perjaMeHTa, a TaKXe B CBS3M C IOCTYIIEHUEM CBEICHMI,
yKa3aHHBIX B 17 AIMHUHHACTPAaTHBHOTO PErlaMeHTa, ¢ HCIOIbp30BaHueM EnuHoro nmoprana
rocyAapCTBEHHBIX 1 MYHHIMIAIBHBIX YCIyr (QyHKImi).

94. IlpencraBneHHsie B MHUHUCTEPCTBO 3asBI€HHE M JOKYMEHTHI IPUHMMAIOTCH
[0 ONHCH U PErucTpupyioTcs JlemapTaMeHTOM YIpaBlIeHHS [elaMH H KaapoB B JIE€Hb
UX TOCTYTLJICHUS.

Konwus 3asBjieHus ¢ OTMETKON O JaTe MpreMa yKa3aHHBIX 3adBICHUS W JOKyMEHTOB
HampapiseTcs (BpydyaeTcs) 3aiBUTENIO.

95. 3aperucTpupOBaHHbIE 3asBJIeHHE U JOKYMEHTHI B Te€4e€HHE OJHOro pabodero IH:
HAmpaBJIlOTCA B JlemapraMeHT TOCYAapCTBEHHOIO DETyIHPOBAHHMSA  OOpalleHHUs
JNIEKapCTBEHHEBIX cpeicTB MuHnucTepcTBa (nasee — JlemapraMenr).

06. Hauanpuuk otgena JlemapramMeHTa B TedeHHe OJHOro paboduero AHA €O OHA
NPUHATHSA 3asBlI€HAS ¥ [JOKYMEHTOB Ha3HAauaeT M3 YHUCIa COTPYAHMKOB OTAeNa
OTBETCTBEHHOTO UCIIOJHUTEJIS [0 PACCMOTPEHHIO TOKYMEHTOB.
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PaccMoTpenue JOKyMEHTOB IPOU3BOIUTCS B MOPSAKE VX IMTOCTYTLIEHHUS.

97. OTBeTCTBEHHBIII HCIIOJIHUTENL B TEUEHHE MATH pabounmx OHEH €O JHS CBOEro
Ha3HAYEeHUsI OCYIIECTBISET:

1) mpoBepKy  MOJHOTHI W JAOCTOBEPHOCTH  CBEACHUM,  cOAepKalluxcs
B IIPEJICTABJICHHEBIX 3as4BUTENIEM JJOKYMEHTAX; ,

2) TOTOBHT TPOEKT pelmeHHS O TMPOBEACHHH HWIH 00 OTKaze B IPOBEICHUH
OKCHEePTU3bl OTHOIICHHS OXHIAeMOM IONb3Bl K BO3MOXHOMY PpHUCKY IPUMEHEHUS
JIeKapCTBEHHOTO IpemnapaTa, a TaKXKe SKCIEPTU3bl KadecTBa JIEKAPCTBEHHOTO CpEACTBa,
IPOBOAUMOH B Clly4ae BHECEHH: H3MEHEHHH B HOPMaTHUBHYIO JOKYMEHTALHUIO.

98.B cinywae BBIABICHMS  HEJOCTOBEPHOCTH  CBEACHMH, COAEpKAIIMXCH
B IPEJCTABJICHHBIX  3ajgBUTEJIEM  MaTephajaxX,  OTBETCTBEHHBIA  HCIIOJHHUTEINb
IOJATOTaBIMBaeT IPOEKT 3ampoca 00 YTOYHEHWH YyKa3aHHBIX CBENEHHH, KOTOPHIHA
COTJIaCOBBIBA€TCS HA4YaJbHUKOM OTJENa M IMOANUCHIBaeTCs aupekropoM JlemapramenTta
(3amectuTeneM nqupekropa JlemapraMeHTa) B TeUYeHHE OHOTO pabouero JHS.

JlaHHEBI 3ampoc MOXeT OBITh IepefaH YIOJHOMOYEHHOMY IIPelICTaBUTEIIO
3asBUTEJNS JIMYHO MO/ PAacUCKy, HalpaBJICH 10 MMOYTe 3aKa3HbIM IMMCBMOM HJIM IIEPEaH B
3JIEKTPOHHOH ¢dopMe MO TeNeKOMMYHHKAIMOHHEIM KaHajlaM CBS3d. B ciydae
HaIpaBJIEHUs JTaHHOTO 3allpoca I10 [oYTe 3aKa3HbIM MUCHMOM OH CUMTAETCH MOTy4YE€HHBIM
10 UICTEYEHUH IECTH AHEH C NaThl HANMpaBJIeHNUS 3aKa3HOrO MUCHMa.

Co nHs HampaBiieHHA 3asBUTENIO 3ampoca 00 YTOYHEHHH CBEICHHH 1O MHA
ITOJIyY€HUsI OTBETAa Ha 3alpoC IPUOCTAHABIMBACTCA NECATUAHEBHBIA CPOK MpOBEIEHHUA
IPOBEPKH TOJHOTHI M JOCTOBEPHOCTH CBEIEHHI, COAEpKalIUXCs B IIPEICTaBICHHBIX
3agBUTEJIEM MaTepuanax, M IPUHATHA peIleHHus O IpoBeNeHMH HIM 00 oOTKaze
B MPOBEEHUHN SKCIEPTHU3Bl OTHOIICHHUS OXUAAEMOH MONB3BI K BO3MOXHOMY PHCKY
IIpPUMEHEHHUs JIEKApCTBEHHOTO Mpemnapara, a TakkKe SKCIEPTU3BI KaueCcTBa JIEKapCTBEHHOTO
CpencTBa, MPOBOAUMON B Cilydae BHECEHHS M3MEHEHHH B HOPMAaTHUBHYIO JOKYMEHTAINIO
HIM HOPMAaTHWBHBIA JTOKYMEHT, B LEJIIX MOATBEPXKIEHUS rOCYHapCTBEHHON perucTpaluu
JIEKapCTBEHHOTO Mpenapara.

99.1lo pesynpTaTaM mpPOBEPKH CBEACHWI, IPEIyCMOTPEHHOHM MyHKTOM 97
AIMUHUCTPATHBHOTO pErjaMeHTa, OTBETCTBEHHBLIH HCIOJHUTENh T'OTOBUT MPOEKT
pelleHus O BBIIaYe 3afaHud SKCIEPTHOMY YUpeXIEeHHWIO Ha IPOBEACHHUE DKCHEPTU3BI
OTHOWUIEHHS OXHMJAaeMOH MOJb3Bl K BO3MOXHOMY PHUCKY NPUMEHEHHUS JIEKapCTBEHHOTO
mperapaTta, a TakKXe JKCIEPTH3bl KadeCTBa JIEKAPCTBEHHOIO CpPENCTBa, IIPOBOAMMOMN
B Clydae BHECEHHS H3MEHEHHH B HOPMATHBHYIO JOKYMEHTAalldIO, Ha OCHOBaHHHU
JIOKYMEHTOB, yKa3aHHBIX B IIyHKTe 17 AJAMHHHMCTPaTHBHOTO perjiaMeHTa, ¢ yKa3aHHEM
CpOKa TMPOBEACHUS OKCHEPTH3BI, HE IMPEBHIINAIOIIET0 CEMBACCAT IATh paboumx mHei
CO JHA TIONy4YeHHS OKCIEPTHBIM YUpPEXKICHUEM COOTBETCTBYIOIIEIO  3agaHUs
U JOKyMEHTOB, YKa3aHHBIX B ITyHKTe 17 ATMUHUCTPaTUBHOTO PETIaMEHTa.

100. ITpoexT perneHus O INPOBEIEHHWH OKCIEPTHU3Bl, YyKa3aHHOM B myHKTe 99
AJIMMHHCTPATHBHOTO perjiaMeHTa Wik 00 OTKa3e B HPOBEHSHWH TaKOH 3KCIEPTH3HI,
COIJIACOBBIBACTCS HAYAJIFHUKOM OTHAENa M IONMUCHIBaeTCS AUpPEKTOpoM /[lemaprameHTa
(JTAIIOM ero 3aMeIarolM) B TeUYeHHE IByX pabouux JTHEH.

OcHOBaHHEM [IJIs OTKa3a B ITPOBEACHUU SKCIIEPTU3bI OTHOMICHUS 0)XKUIa€MOH MOJIB3bI
K BO3MOYXHOMY PHCKY IpPUMEHEHHs JIeKapCTBEHHOro mpemapara ¥ (MJIM) SKCHEPTU3BI
KayecTBa JIEKAPCTBEHHOrO CPENCTBa SBJSETCS IPEICTaBICHHE NOKYMEHTOB, yKa3aHHBIX
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B nyHKTe 17 AIMAUHHCTPAaTHBHOTO PErJaMeHTa, B HEIOJHOM O0BeMe, HETPEACTaBIICHHE
OTBETa 3afBHUTEJIEM B TE€UYeHHE NEBSIHOCTa paboumx AHEH CO IHS MOIYy4YEeHHs 3arpoca
MunncrepcTBa 00 YyTOYHEHHMH CBEJCHHI, HAPABJICHHOTO B COOTBETCTBHM C IIYHKTOM 98
AIMAHHCTPAaTHBHOTO pETJIaMEHTa, WM OTCYTCTBHE B IIPEACTABICHHBIX IOKYMEHTax
HCUYEPIBIBAIOIIUX CBEI€HHH, KOTOPBIE JOJDKHEI OBITh OTPaXKEHHI B HUX.

101.B Tedenwe omHOro paboyero nHA CO JHS NOANHCAHUA IUPEKTOPOM
JlemapTaMeHTa pemieHHs O BbIade 3aJaHWsg Ha IPOBEICHHE SKCIEPTHU3Bl, 3aJaHHe
¥ JOKYMEHTHI, YKa3aHHbIE B ITyHKTe 17 ATMUHUCTPAaTHBHOIO PErIaMeHTa, HallpaBIIIOTC
B AKCIIEPTHOE YUpEXKIACHHUE. '

102. IIpu mpUHATHM pellleHHs O MPOBEAEHWH 3KCIEPTU3El, yKa3aHHOH B MyHKTE 99
AIMHHHCTPATHBHOrO perjaMeHTa, WM o0 OTKa3e B INPOBENCHHUM TaKOH DSKCIEPTHU3BI
B TedyeHHe OmHOro pabodero IOHA €O JOHA TMONUHCAHHUSA pEUIEHHS AUPEKTOPOM
JlemapTaMeHTa 3asIBUTENb YBEIOMIISETCS B MUCBMEHHOM BHE O IPHHATOM PELICHNUH.

Pemrenne O mpoBeIeHUH SKCIEPTH3BHl MM 00 OTKa3e B NMPOBEACHUM 3KCIEPTU3HL
Bpy4YaeTcs 3asBUTENIO WM YIIONHOMOYEHHOMY IPEJCTABUTENIO 3aIBUTENS B IOMEILECHUHY,
B KOTOPOM IIPEeIOCTaBIAETCA rOCYJapCTBEHHAS yCIyTa.

YBenoMiieHHE O NOPHHATOM pEIIEHHH HaIpaBIAETCAd 3aiBUTENO IOCPEACTBOM
nHQOPMAIMOHHO-KOMMYHHUKAIIHOHHBIX ~ TEXHOJIOTHHT Ha OCHOBaHMH HH(OpMaIMH
O MPUHATOM peIIeHHWH, pPa3MEINEeHHONM Ha IopTaje IO BEACHUIO TOCYIapCTBEHHOIO
peecTpa JIeKapCTBEHHBIX CPEACTB B GOopMe 3JEKTPOHHOTO JOKyMEHTA.

103. IIpenocraBienne oOpa3LOB JEKapCTBEHHOrO Ipemapara B Cily4ae IPUHATHSA
pEIIeHHs] O NMPOBENEHHH dKCIEPTH3bl Ka4eCTBa JIEKAPCTBEHHOTO CPEACTBA M IOJyYEHHE
0o0pa3IoB JIEKapCTBEHHOI'O Ipenapara 3SKCIEPTHBIM YUYPEXKIEHHEM OCYILECTBIAETCS
B IIOPSAAKE, YCTAHOBIEHHOM ITYHKTOM 50 AIMUHUCTPaTUBHOTO pErjlaMeHTa.

104. lokyMeHTBl, COAEpKalMecs B PETUCTPAllIOHHOM JOChE M IIOCTYNHBIIHE
B 9KCIIEPTHOE YUpEXACHHE I OCYINECTBICHMS UX IKCIEPTU3BI B LEIAX NOATBEPKICHUA
rOCYJIapCTBEHHOM pErucTpaliy JIEKapCTBEHHOro Iperapara, NOJIEXKAT BO3BpaTy
B MHUHHCTEPCTBO OAHOBPEMEHHO C 3aKIIOYEHMEM IO pe3yJbTaTaM IpOBENCHHOM
SKCIIEPTHU3HI.

105. B nenn moctymienus B [lemapTaMeHT 3aKIOYEHHS SKCHEPTHOH OpraHU3aliH
TI0 pe3yJbTaTaM MPOBEACHHOMN 3KCIEPTU3HI, YKa3aHHOH B MyHKTe 99 AIMHHHACTPAaTHBHOIO
periaMeHTa, HayallbHUK OTHeNla Ha3HAayaeT OTBETCTBEHHOIO HCIOJHHMTENL IO
PacCMOTPEHUIO TOKYMEHTOB.

106. OTBeTCTBEHHEIH HMCIOIHHUTEIs B T€UEHHE OBYX pabouux HHEl co HHS CBOEro
HA3HAYCHHUS: :

1) ocyiecTBIsSET OLEHKY Pe3yJbTaTOB SKCIEPTHU3bl OTHOIIECHUS OXHMIAEMOM IOJIb3bI
K BO3MOXXHOMY PHCKY INPHMEHEHHS JIEKapCTBEHHOIO IIpenapara, a TakkKe SKCIIEPTH3EI
Ka4yecTBa JIEKAPCTBEHHOI'O CPEINCTBA, MPOBOAMMON B Clly4ae BHECEHUsS W3MEHEHHH
B HOPMATHBHYIO TOKYMEHTAIIHIO;

2) opopmiiser GeccpodHOE PETUCTPALUOHHOE YIOCTOBEPEHHME Ha JIEKAPCTBEHHBIN
pernapar 1o yCTaHOBJIEHHOH dopme®
‘ 3) mpocTaBiIgeT HOMEP PErHCTPAIIOHHOTO YJOCTOBEPEHUS JEKAPCTBEHHOTO
mpernapara ¥ JaTy MONTBEPXKICHUA TOCYJapCTBEHHOM PETHCTPAaLUU JIEKAPCTBEHHOIO
Opemapata Ha COIVIACOBaHHYI0 HOPMATHBHYIO JOKyMEHTAIMIO, MHCTPYKIHUIO IIO

8 Yacts 1 crateu 27 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3
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MEIUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOIO IIpemapara K MaKeTHl NEPBUYHOH
YIIaKOBKM M BTOPHYHON (MOTPeGUTENECKOM) yIIaKOBKH, B Clly4ae BHECEHHS W3MEHEHHI B
HHCTPYKIHIO 110 MEAUIMHCKOMY NMPUMEHEHHIO, HOPMATUBHYIO JOKYMEHTAIUIO U MAKEThI
NIEPBUYHOMN YIIAKOBKH U BTOPUYHOM (ITOTPeOUTENBCKOI) yIIaKOBKY.

107. B cnyuae ecid IO pe3ylbTaTaM 3KCIEpPTH3 YCTAHOBJIIEHO HECOOTBETCTBHE
OTHOIIECHHS OXHJAaeMOH IOJB3bl K BO3MOXHOMY PHCKYy IPHUMEHEHHS JIEKapCTBEHHOIO
npemapara, MOATBEPXKICHHE O TOCYJapCTBEHHOH PpErHCTpalud  JIEKapCTBEHHOIO
mpemapara He IPOM3BOAMTCS M TOTOBHTCS pelleHHe 00 OTMEHEe TOCyJapCTBEHHOMH
perucTpanMy  JIeKapCTBEHHOr'O0  Ipemapara JUid  MEIUIUHCKOrO  NPUMEHEHHs
H UCKJIIFOYCHHH €r0 U3 rOCYAapCTBEHHOIO peecTpa JIeKapCTBEHHBIX CPEICTB.

108. B Teuenme JaByx paboumx JHEH pPErHCTPallHOHHOE YyJOCTOBEPEHHUE
JIEKapCTBEHHOI'O IIperapara COIJIACOBBIBAETCS HAYaJbHUKOM OTAENa, JUPEKTOPOM
JlemaptamMenTa (MIIOM, €ro 3aMeMalONIMM) UM [OANMCHIBAETCS YINOIHOMOYEHHBIM
3aMmectuTeieM MuHUCTpa 31ipaBooxpaneHus Poccuiickoit Denepanui.

109. ITpu npuHATAM pelIeHHS O MOATBEPXACHHM TOCYAApPCTBEHHOM PErHCTpalMy
JIEKApCTBEHHOIO Ipelnapara OTBEeTCTBEHHEBIM HCIOIHUTENh B TEUYSHHE ONHOTO pabodero
IHS YBEIOMJISET 3asBUTENS B NHCBMEHHOM BHIE, BHOCHUT AAHHBIE O IIOATBEPXKICHUHU
JIeKapCTBEHHOTO Ipenapara B TOCYHApCTBEHHBIM peecTp JICKapCTBEHHBIX CPEACTB M
nepenaer B JlemapraMeHT ympaBlieHUS JelaMH W KaJpoB JJIA BBIAAYM 3asABUTEIIO HIM
IPEICTABUTENIO 3aIBUTENSI PErHCTPALIMOHHOE YIOCTOBEPEHHE M, B Cllydyae BHECEHUS
U3MEHEHHH B HOPMATHBHYIO JOKYMEHTAIMIO, HHCTPYKIUUIO II0 MEIUIUHCKOMY
TIPEMEHEHHIO JIEKAPCTBEHHOTO IperapaTa U MaKeThl NepBUYHOM YIIaKOBKU M BTOPHYHOM
(moTpeOUTENBCKONH)  YMAaKOBKH, COIJIACOBaHHbIE HOPMATHUBHYIO  JOKYMEHTAlMIO,
HHCTPYKIMIO II0 MEOWLIUHCKOMY IPHUMEHEHMIO JIEKApCTBEHHOrO IIpenapara W MaKeThl
NEePBUYHOM YIIaKOBKH U BTOPUYHOMH (IIOTPpeOUTENBCKON) YIAKOBKH.

110. JJoxyMeHTHI 1 JaHHBIE, IPECTaBICHHBIE JIS IIOATBEPKIEHNUS IOCYyapCTBEHHOM
perucTpaly JIEKapCTBEHHOrO IpenapaTa, BHE 3aBUCHMOCTH OT IPHMHATOrO DEIIEHMH,
IoJJIeXarT XpaHeHu0 B Munzapase Poccuu BMecTe ¢ COOTBETCTBYIOIIUMH 3KCIIEPTHBIMHU
3aKIIOYCHUSMH, KOITHSMM 3aKJIIOYeHUH 0 MPOBEICHHBIX IKCHEePTU3aX
¥ PErHCTPAIlMOHHOIO YAOCTOBEPEHHS HA JIeKapCTBEHHBIA IpemapaT ¢ COOMIOACHHEM
TpeboBaHmii IO oOecneYeHnI0 KOHGUAESHIIHATFHOCTH HHPOpMaLuu 6€CCpoIHO.

PaccMoTpenwe 3agBIeHUs O BHECEHUH U3MEHEHUN B IOKYMEHTHI,
conieprKaIuecs B peruCTpalliOHHOM JIOChE Ha 3aperuCTpHpOBaHHBIA
JIeKapCTBEHHEBIH Mpernapar, ¥ IPUHATHE PELICHNUS O BHECEHUH
HU3MEHEHHUH B JOKYMEHTHI, COiep Kaliecs B pErHCTPalliOHHOM
JIOChe Ha 3aperCTPUPOBAHHBIN JIEKapCTBEHHBIN penapar

111. AnMuaHMCTpaTHBHAS Tpouenypa «PaccMoTpeHue 3asBI€HHS O BHECEHUH
U3MEHEeHH# B JIOKYMEHTHI, COJepXalldecsi B  PErHCTPAllHOHHOM  JOChE
Ha 3aperHCTPUPOBAHHBINA JEKapCTBEHHBIH IMpenapar, U MPHHATHE DPEIICHHS O BHECEHUH
U3MEHEeHHH B JOKYMEHTHI,  CoOJep)Kalluecs B PErUCTPalMOHHOM  JIOChE
Ha 3apPEerMCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar» OCYLIECTBIIIETCS B COOTBETCTBHHU
¢ GJIOK-CXeMOH cXeMO# UCIOJHEHUS aIMUHHUCTPATHUBHOM MpOLEAYypHl, IPEAYCMOTPEHHON
npuiioxeHueM Ne 7 Kk AIMUHUCTPAaTUBHOMY PEIJIAMEHTY.
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112. OcHoBanweM Ui Hadaja aIMUHUCTPAaTHBHOA  INPOUEAYPHl  SBIIIETCS
IOCTyIUIeHHe B MUHHCTEPCTBO 3asBlieHHS M JOKYMEHTOB, yKa3aHHBIX B IyHKTe 18
AIMHHHCTPAaTHBHOTO perjiaMeHTa, a TakXe B CBI3M C IIOCTYIUIEHHEM CBEICHUH,
yKa3aHHEIX B MYHKTe 18 AIQMHHUCTPaTHBHOIO perjiaMeHTa, ¢ MCIONb30BaHHEM EauHOro
IIOpTaia rocyIapCTBEHHBIX M MYHUIIMOANBGHBIX YCIyT (QYHKITH).

113. IIlpencraBnessoe B MHUHHUCTEPCTBO 3asABJICHHE O BHECEHWH W3MEHEHHH
B JOKYMEHTBI, COAepKallhecs B PErucTPalMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIA
JeKapCTBEHHBIA TpernapaT, ¥ JOKYMEHTH IPHHUMAIOTCA MO OMUCH U PETUCTPUPYIOTCS
JlemapramMeHTOM ynpaBleHUs JelaMH U KaJpOB B J€Hb UX IIOCTYIIICHU.

Komus 3asBiieHus ¢ OTMETKOH O JaTe ImpueMa, YKa3aHHBIX 3asBJIEHUSI U JOKYMEHTOB,
HanpapJseTcs (BpydaeTcs) 3asiBUTEIIO.

114. 3aperucTpupoBaHHble 3asBjleHHe U JOKYMEHTHI B TEYSHHUE OJJHOTO pabouero nHs
HampaBisiloTcs B JlemapTaMeHT TOCYNAapCTBEHHOIO pPeryJMpoBaHHS  OOpalieHus
JieKapCTBeHHBIX cpencTB MuHucTepcTBa (nanee — Jlemaprament).

115. Hayaneauk oOTAeNla B TE€YeHHEe OXHOrO paboyero HHA CO OHA NPUHATHSA
3asBIICHAS W JOKYMEHTOB Ha3Ha4YaeT W3 YMCJIa COTPYAHMKOB OTAENAa OTBETCTBEHHOIO
HCIIOJIHATENA IO pACCMOTPEHUIO JOKYMEHTOB.

PaccMoTpeHHne TOKYMEHTOB MIPOU3BOJUTCS B MOPSAKE UX NOCTYIICHUS.

116. OTBeTCTBEHHBIN HCIIOJHUTENIb B T€UEHHE NATH pabouymx OHEH co AHA CBOEro
Ha3HA4YeHWs OCYIIECTBJIIET MPOBEPKY TMONHOTBI M  JOCTOBEPHOCTH  CBEICHUH,
coJiepKallIuXcs B IPEACTABJICHHBIX 3agBUTENIEM MaTepUaliax.

117.B cimydae BEBIABJICHHUS  HEHOCTOBEPHOCTH  CBEIEHHUH, COHEpKaIUXCA
B IIPEICTABJICHHEIX  3asgBUTENIEM  MaTepuanax,  OTBETCTBEHHBIH  HCIIOJIHHUTEID
IOJTOTABIMBAET MPOEKT 3ampoca 00 YTOYHEHWH YKa3aHHBIX CBEJCHHUH, KOTOPEIA
COMIacOBBIBAETCS HAYAIbHUKOM OTAENIa M IONIHUCHIBaeTCA AupekTopoMm J[lemaprameHta
(3amecTHTENeM nupekTopa JlemapTaMeHTa) B TedeHHe OJHOro pabodero IHA.

JanHpli 3ampoc MoxkeT OBITH MepefaH YHOJHOMOYEHHOMY IIPEICTaBUTEIO
3asgBHUTENI JIMYHO MO PACIUCKy, HallpaBJIEH IO IMOYTE 3aKa3HBIM MHCHMOM MJIHM NEpenaH
B D3JIEKTPOHHOW ¢opMe MO TeNeKOMMYHUKAlMOHHBIM KaHajgaM CBiA3U. B ciyuae
HanpapJIeH!s JaHHOTO 3alpoca MO MOYTe 3aKa3HbIM IHCHMOM OH CUHTAETCS NOIyYCHHBIM
110 HCTEYECHUH EeCTH JHEH C JaThl HampaBieHNs 3aKa3HOro MHUCHMa.

Co nHdA HampaBJIeHHsS 3afBHTEIIO 3ampoca 00 YTOYHEHWM CBENEHHH 10 IHA
HOJIyYeHHsT OTBETa Ha 3allpoC MPHOCTAHABJIMBAETCS NECATUIHEBHBIH CPOK NMPOBEICHHSA
IPOBEpKH IIOTHOTHI M JOCTOBEPHOCTH CBEACHUH, CONEP)KAIIMXCAd B IPEACTaBICHHBIX
3asgBUTEIeM MaTepHalaX, W MPUHATUA pEIIeHHUS O MPOBEACHAH 3SKCIEPTH3bI
JIEKAPCTBEHHBIX CPEACTB B YaCTH 3KCIEPTHU3BI Ka4eCTBa JIEKAPCTBEHHOT'0 CpelICTBA U (HJIH )
OKCIEPTH3El OTHOIIGHHS OXHIAeMOH TMOJBb3Bl K BO3MOXHOMY PHCKY NIpUMEHEHUS
JIEKapCTBEHHOr0 TIperapara Ui MEIUIMHCKOrO MPHMEHEHHs B IeNIX BHECCHHS
U3MEHEHHIT B  JOKYMEHTHI, COJepXallhuecs B PETHCTPAlMOHHOM JOChE Ha
3aperdCTPUPOBAHHBINA JIEKapCTBEHHBIH IIpenapar.

118.Ilo pesynpTaTaM MpPOBEpPKH MNPEACTABICHHBIX 3asgBUTEIEM  CBEICHHM
OTBETCTBEHHBIH UCIIOTHUTENL TOTOBHUT IIPOEKT:

1) pemennst o BHJade 3aJaHAS OSKCIEPTHOMY YYPEXKICHUIO Ha MPOBEACHUE
SKCIEPTU3HI JIEKAPCTBEHHOI'O CPEICTBA B YACTH IKCIEPTU3HI KaueCTBa JIEKAPCTBEHHOI'O
cpenctBa W (MIM) DKCIEPTU3bl OTHOIIEHUS OXXHUAAEMOH IOJB3bI K BO3MOXHOMY PHCKY
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IpUMEHEHHS JIEKapCTBEHHOrO Tpemapara Ui MEIUIUHCKOTO IPHMEHEHHs, KOoTopasd
IPOBOJAMTCA B Cllydyae BHECEHHS W3MEHEHHH B JOKYMEHTHI, COJEpXalhecsi B
PETHCTPalHOHHOM JIOChE€ Ha 3aperHCTPUPOBAHHBIA JICKAPCTBCHHBIA IIpemapar, B
OTHOLICHUU :

a) CBEJIEHMH, YKa3aHHBIX B HHCTPYKIMH IO MEIUOMHCKOMY IPUMEHEHHIO
JIEKapCTBEHHOT O MperapaTta:

neKapcTBeHHas (opMa C yKazaHHEM HaWMEHOBAaHMH M KOJHMYECTBEHHOIO COCTaBa
JEHCTBYIOIMX BEIIECTB M KAYeCTBEHHOTO COCTaBa BCIIOMOTaTENbHBIX BEINECTB (IIpH
HEOOXOIMMOCTH KOJMYECTBEHHOI0 COCTaBa BCIIOMOraTebHEIX BEINECTB);

dapmakomunamuka u ($apMakOKWHETHKa (32 HCKIIOYeHHeM (apMaKOKHHETHKH
rOMEONaTHYECKAX JIeKapCTBEHHBIX [penaparoB ¥ PAacCTUTEIBHBIX JIEKAapPCTBEHHBIX
IpenaparoB);

IIOKa3aHMs JIs TPUMEHEHHS;

IPOTHBOIOKA3aHH JJISl IPUMEHEHHS;

MepEI IIPEIOCTOPOKHOCTH MPU IPUMEHEHUH;

yKa3zaHHe BO3MOXXHOCTH M OCOOEHHOCTEeH NMpHMEHEeHHs JeKapCTBEHHOTO Ipernapara
Ul MEQUIMHCKOrO NpUMEHEHHs OepeMeHHBIMH >KEHIIMHaMU, >KCHIIMHAMH B IIEPHOA
IPYAHOr0 BCKapMIIMBAHHUSA, IETHMH, B3POCIBIMH, UMEIOIIIMMHU XPOHHYECKUE 3a00/IeBaHNS;

PEXUM J03UPOBaHHS, CIIOCOOEI BBEIEHHS U TPUMEHEHHS, IPU HEOOXOIUMOCTH BpeMs
IpHeMa JIeKapCTBEHHOTO Ipemapara, IpOoA0JDKITEIFHOCTE JIEYSHUS, B TOM YHCIe y AeTeld
10 U TOCJIE OJJHOTO roJIa;

BO3MOXHBIE HOOOUYHBIE NEHCTBHS W HEXelaTelbHBIe PeaKuWd Npu NPUMEHEHUHU
JIEKApCTBEHHOTO Mpernapara;

CHUMIITOMEI ITepeJO3UPOBKH, MEPHI 10 OKa3aHHUIO IIOMOIIM NIPH NEPENO3UPOBKE;

B3aUMOJICHCTBHE C APYTHMH JIeKapCTBEeHHBIMH TpemapataMd U (WIH) MHIIEBBIMU
IPOIyKTaMH;

(OpMEI BBITYCKA JIEKApPCTBEHHOIr0 Mpenapara;

ykazague (mpu HeoOXOAMMOCTH) oOcoOeHHOCTell HAeHCTBUA  JIEKapCTBEHHOI'O
Ipenapara Ipy MePBOM IMpHEMe UM IIPU €r0 OTMEHE;

CBEJCHHMSA O BO3MOXKHOM BJIMSSHHM JIEKAPCTBEHHOTO IpenapaTta AJil MEIUIHHCKOIO
IIPUMEHEHHS Ha CIIOCOOHOCTE YIPABIATH TPAHCIIOPTHEIMH CPEJICTBAMH, MEXaHU3MAaMU;

CPOK TOJHOCTH W YKa3zaHHe Ha 3allpeT NMPHMEHEHHsS JECKapCTBEHHOro Ipenapara Io
HCTEUESHUHN CPOKa FOJHOCTH;

YCJIOBHS XpaHEeHHS,;

yCIIOBHS OTITYCKa;

0) cocraBa JIeKapCTBEHHOTO Tpenapara i MEIHIIHHCKOTO IPHMEHEHUS;

B) M3MEHEHHI MeCTa NMPOU3BOJCTBA JIEKAPCTBEHHOI'O IIpenapara AJii MEIUIMHCKOro
IpUMEHEHNUS;

') K3MEeHEHHs NoKa3aTellell KayecTBa JISKaPCTBEHHOT'O Iperapara il MEAULIHHCKOTO
NprMEHEeHUs] W (W) METONOB KOHTPOJ KadecTBa JIEKApCTBEHHOIO IIpemapara il
MEIUIIMHCKOTO IPUMEHEHHU

1) H3MEHEHHs CpOoKa TOMHOCTH JIEKAPCTBEHHOro Ipemapara Il MEIUIMHCKOrO
IpPUMEHEHHUS,

€) CBeJleHuii 0 HeoOXOOUMOCTH BHECEHHS WHBIX HM3MEHEHHM B HHCTPYKIHMIO IO
MEIUIITHCKOMY IPUMEHEHHIO JIEKapCTBEHHOT'O Mperapara, a TakXKe B HHBIE JTOKYMEHTHI,
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COZIep)KaIiecs B PETHCTPAalMOHHOM JOChe Ha 3aperHCTPHPOBAHHBIM JIEKapCTBEHHBIN
npemapaT. Ilpu 3ToM pemieHue O IPOBEACHHM 3KCIIEPTH3BI KayeCcTBa JIEKAPCTBEHHBIX
CpeACTB M (MJIM) SKCHEPTU3bl OTHOHICHUS OXUAAEMOM ITOJIB3BI K BO3MOXXHOMY PHCKY
IpUMEHEHHs JIeKapCTBEHHOrO Mpemnapara il MeAUIUHCKOro MPUMEHEHHs IPUHHMAETCHA
B COOTBETCTBHH C YTBEPXKICHHOH YIOJHOMOYEHHHIM (enepanbHBIM — OpraHOM
ACIIOJIHUTEILHOM BJIAacTH Kiaccupukauuedl H3MEHEHUH, BHOCHMBIX B JOKYMEHTEI,
cojiepXKaluecs B PErHCTPAllMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIH
npemnapar.

2) pemrenns 00 OTKase B IPOBEICHAW OKCIEPTU3, YKa3aHHBIX B NOANyHKTe 1
HACTOAMIETO MyHKTa AJIMUHUCTPAaTABHOrO perjlaMeHTa.

3)pemmeHus O  BHECEHHHM W3MEHEHHMH B JOKYMEHTHI,  COAepXKaluecs
B PETHCTPAIIMOHHOM JIOCh€ Ha 3apeTUCTPHPOBAHHEIN JeKapCTBEHHBIN IpEnapar, B CIy4ae
BHECEHHs H3MEHEHHH, B OTHOIIEHHH KOTOPHIX He TpeOyeTrcs MpOBENEHHE SKCIEPTH3,
YKa3aHHBIX B MOAIYHKTe | HACTOSAIIEro MyHKTa AIMUHHUCTPATUBHOTO PErlaMeHTa, Uil 00
OTKa3e BO BHECEHMH TaKUX U3MEHEHHUH.

119. OcHoBaHueM 11 OTKa3a B MPOBEICHUM YKAa3aHHBIX B MoamyHKre 1 myHkra 118
AJIMAHHUCTPAaTHBHOI'O perjaMeHTa O3KCIEePTHU3 SBIETCS INPEACTABICHHUE 3asdBUTEJIEM
JOKYMEHTOB, YKa3aHHBIX B NIyHKTe 18 AIMHHHCTPaTHBHOIO DPEIVIAMEHTa, B HEMOJIHOM
o0beMe, HempeNCTaBlIEHHE OTBETA 3asABUTENEM B TEUEHHE JEBSHOCTAa pabodmx AHEH co
IHS IONy4YeHus 3ampoca MuHHCTEpCTBa 00 YTOUYHEHMM CBEJEHHH, HAIPaBICHHOIO
B COOTBETCTBHH C IIyHKTOM 117 AJIMHMHHUCTPaTHBHOIO pEIJIAaMEHTa, OTCYTCTBHE
B IPEACTAaBJIEHHBIX JOKYMEHTaX JOCTaTOYHBIX CBENCHHH, IOATBEPKIAIOIIUX
HEOOXOMMMOCT, BHECEHMS W3MEHEHWH, a Takke OTCYTCTBUE HH(OpMaIuH,
HoATBEpXKaomeit (akr ymmaTtel TOCYyJapCTBEHHEBIX IMOLIIUH 33 BHECEHHME HM3MEHEHHH
B JOKYMEHTHI, COAEpXKallliecs B PEruCTPAllHOHHOM JOChe Ha 3aperuCTPHPOBAaHHEBIA
JIEKapCTBEHHBIN IIpenapar.

120. TTpoekT pemenus o BbIAa4e 3a0aHus SKCIIEPTHOMY YUPEKIEHHUIO Ha IIPOBEICHIE
IKCIIepTH3, yKa3aHHBIX B MOANyHKTe 1 myHkTa 118 AQMMHMCTPaTHBHOIO pErJIaMEHTa,
COIJIAaCOBBIBAaETCS HAYAJBHHKOM OTHAeNa M IONUHCHIBaeTCS AMpEeKTOpoM JlemaprameHta
(7MIIOM, ero 3aMeIIalomKM) B TeUeHHE IBYX pabounx aAHEH.

B Teuenue omHoro pabodero mHSA co IHS MOAMUCAHHA AupeKkTopoM JlemaprameHnTa
pelleHus O BhIaue 3a[jaHus Ha IPOBEICHUE SKCIEPTHU3EL, 3a/laHUe M IPEICTaBICHHbIE A
BHECEHHS M3MEHEHMIA TOKYMEHTHI HAIPaBIAIOTCS B 3KCIEPTHOE YUPEKIAECHUE.

121. TIpu npUHATHH peIleHus O MPOBENESHNH SKCHEPTU3, YKa3aHHBIX B MOANYHKTE |
nynkra 118 AIMHUHHCTPaTHBHOTO pErjaMeHTa, MJM pelleHHs 00 OTKas3e B POBEICHMH
SKCIEPTU3 3asABHUTEb YBEAOMIISETCS B MUCEMEHHOH (opMe B TedeHHE OXHOro pabouero
IHS OT AATHI IOAIHCAHNs pelIeHus JupekTopoM JlenapramenTa.

Pertenne o MpoBeleHHH SKCHEPTH3H WM 00 OTKa3e B IPOBEICHHMH SKCIEPTH3BI
Bpy4YaeTcs 3aABHTENIO WM YIIOJIHOMOYEHHOMY IPENCTABUTENIO 3asBUTENS B IIOMEIIEHUH,
B KOTOPOM NPEIOCTABIISIETCS TOCYIapCTBEHHAS yCiIyra.

VBenomiieHHe O TPUHATOM pPEIICHHH HaMpaBIAeTCs 3asBUTENIO I[OCPENCTBOM
HHGOPMALMOHHO-KOMMYHHKAIHOHHEIX ~ TEXHOJIOTMH Ha OCHOBaHHM MHQOpManyuu
O IPMHATOM pELICHHH, Pa3MEIEHHOM Ha IopTaje IO BEACHHIO TIOCYAapCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPEICTB B (GOpMe 3JIEKTPOHHOTI'O JOKyMEHTA.

122. IlpenocraBienne 0oOpa3lOB JEKapCTBEHHOrO Ipeliapara B Cllydae IPUHATHI
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pellleHrs O NMPOBEACHHM SKCIIEPTH3Bl KaueCTBA JIEKAPCTBEHHOI'O CPEACTBA, YKa3aHHOMH
B nmoanyHkre 1 myHkra 118 AZMUHHUCTPATHBHOTO periaMeHTa, ¥ MONy4YeHUE SKCIIEPTHBIM
yuYpeKIEHNEM TaKHX 00pa3llOB OCYIIECTBIIAIOTCS B IIOPAIKE, YCTAHOBICHHOM IIyHKTOM 50
AIMIUHHCTPAaTUBHOTO periiaMeHTa.

123. B ciiyuae HeJOCTaTOYHOCTH MPEACTABIIEHHBIX 3KCOEPTY MaTepHaJOB I Aa4M
3aKJIFOYEHUST OJKCHOepT oOpamaercs K PYKOBOAMTENIO JSKCHEPTHOIO YUpPEXKACHHUS
O IPeJOCTaBJIeHHd €My HEOOXOOUMBIX MaTepualioB. PyKoOBOOUTENh SKCIIEPTHOIO
yapexxaeHns odpaiaercsi C COOTBETCTBYIOLIUM 3alIpocoM B MUHHCTEPCTBO.

I[Ipu moctynneruun B MmuHHCTEPCTBO 3ampoca pPYKOBOAMTENS IKCIIEPTHOIO
YUpPEeXKACHHS O TIPEACTaBICHHNM HEOOXOAMMEBIX [N IPOBEACHHUS  SKCIEPTHU3EBI
JIEKAPCTBEHHBIX CPEICTB MAaTepHAJIOB, HANPABIEHHOTO B COOTBETCTBHM CO cTaThed 16
®enepanpHoro 3akona ot 12 anpens 2010 r. Ne 61-®3, nanHbIA 3a1pOC B TEYEHUE OJHOIO
pabodero mOHS perucrpupyerca JlemapramMeHTOM YHpaBlIeHHsS [JelaMH H  KaJgpoB
U nepeaaercd B JlemapraMeHt.

B Teuenme omHoro pabodero IHS CO JHSA IMOCTYIUIEHHS 3ampoca 3KCIEPTHOro
yupexaeHus B JlemapraMeHT Ha4aJbHUK OTAENIa Ha3HAYaeT OTBETCTBEHHOI'O UCIIOIHUTENL
[0 PacCMOTPEHHIO TAHHOTO 3ampoca, KOTOPBII B TedeHHE ABYX paboumx AHEH co IHA
Ha3sHAYEHHS TOTOBHT IIPOEKT 3ampoca 3asBUTENI0 O MPEACTaBIEHHMH HEOOXOIUMBIX
MaTepHUaoB.

[IpoexT 3ampoca  3agBUTENIO  COTJIACOBHIBAETCS  HAYAIBHUKOM  OTAENa
U MOAMMCHIBaeTca aupekropoM JlemapramenTa (3aMecTuTeneM qupekTopa JlemapramenTa)
B TeYEHHE OJHOro paboyero IHS.

3ampoc MoXxeT OBITH NepeAaH YIOTHOMOYEHHOMY IPEACTaBUTENIO 3asBUTENA
AWYHO TIOJ PpACHHCKy, HAIpaBlieH [0 I[OYTe 3aKa3HBIM MHCbMOM MIIM IE€pefaH
B DIIEKTPOHHOM ¢opMe IO TeNeKOMMYHHMKAIlMOHHBIM KaHalaM CBA3H. B ciydae
HalpaBJIeHUs JAHHOT'O 3a[poca IO MOYTe 3aKa3HBIM MUCHBMOM OH CHHTAETCS NMOJIy4CHHBIM
IO HCTE€UYEHUH IIEeCTH JHEH C NaThl HApaBJICHHS 3aKa3HOro MUCHMa.

OtBeT 3asBUTENsA Ha 3anmpoc MuUHHCTEpCTBa peructpupyercd JlemapraMeHTOM
yIIpaBJIeHHs JeflaMH U KaJIpoB U mepenaercs B JlemapraMeHT B TedeHHe OJHOro pabodero
IHS CO THS €T0 MOCTYTUICHHUS.

B Teuyenne omgHOro pabodero AHA CO OHS NOCTYIUIEHHS B JlemapTaMeHT OTBETa
3agBHTENlI Ha 3ampoc MUHHCTEpCTBa HayalbHUK OTACNA HA3HA4YacT OTBETCTBEHHOIO
UCIIOJIHUTEISA II0 PACCMOTPEHHIO OTBETa 3asABUTEN, KOTOPHIH B TeUCHHE NBYX pabodmx
IHel cOo JHSA Ha3sHaYE€HHS T'OTOBUT IPOEKT COMPOBOJUTENHHOIO MHUCHMA B 3KCIEPTHOE
yupexXAeHHe, C MPUIOKEHHEM K HEMY OTBeTa 3asBUTENI Ha 3anpoc MuHHCTEpCTBA.

[TpoeKT cOnmpOBOAUTEIHFHOTO TUCEMa B 3KCIIEPTHOE YUPEXJACHHE C NPUIOKCHHEM
OTBETa 3a4BUTEJIA COIIACOBHIBAE€TCS Ha4yaJbHUKOM OTAENA, IHONMUCHBACTCI AUPEKTOPOM
JlenapraMeHTa (3aMmectuTeNieM qupekropa JlemapramMeHnTa) U HaIpaBIIETCS B 3KCIIEPTHOE
yupexJIeHUe B TeUeHUE ABYX pabouux qHei.

B cinydae HempencraBleHHS 3asBUTENEM OTBeTa Ha 3ampoc MunmcrepcTsa
10 MCTEYEHHUH AeBSHOCTA pabouux aHedl MUHHCTEPCTBO B TeueHHe IATH paboumx aHei
HanpapisgeT B 3KCIEPTHOE YUPEXKICHHE YBEAOMICHHE O HEIPEICTABICHHM 3asBUTEIIEM
OTBETa Ha 3ampoc.

124. JlokyMeHThI, MOCTYNMBIIKNE B 3KCIEPTHOE YUPEKACHHUE AJI1 OCYLIECTBIECHUS UX
SKCHEPTHU3EI B IENAX BHECEHHWS M3MEHEHHH B JOKYMEHTHI, COJEp Kalluecs
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B PETUCTPAIlMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIA JIEKapCTBEHHBIM IIpemapar,
HOJJIeXKaT  BO3BpaTy B MHHHCTEPCTBO  OZHOBPEMEHHO C  3aKIIOYCHHUSAMU
COOTBETCTBYIOIUX IKCIIEPTHU3.

125. 3axmodueHrne W JOKYMEHTHI, MOCTYNHBINME OT 3KCIEPTHOIO YUYPEXKICHHS
B MuHucTepcTBO, perucTpupytorca JlemapraMeHTOM YIpaBlIeHHS JelNaMH U KaJpoB
U B JICHb UX MTOCTYIUJICHUS repenaroTcs B JlemapTaMeHT.

126. B Teuenme omgHOro pabouero mHA co AHA nocTtymieHus B JlemaprameHT
3aKIIOYEHMs] JKCIEPTHOH OpraHM3alli¥ JOKYMEHTOB Ha4yalbHHK OTHENa HasHayaeT
OTBETCTBEHHOT'O MCIOJIHUTENS IO UX PACCMOTPEHUIO.

127. OTBEeTCTBEHHbI HCIONMHUATENIL B TEYCHHE TpeX paboumx AHEH co JAHS CBOEro
Ha3HauYeHUS IO pe3yJbTaTaM O3KCIepTH3, yKa3aHHBIX B noAnyHkre 1 mynkra 118
AIMVHHCTPATUBHOI'O peTJaMeHTa:

1) rOTOBHT MPOEKT pelIeHns O BHECEHUU U3MEHEHMU B JTOKYMEHTHI, COAEpKalluecs
B PETHCTPAIAOHHOM JOCh€ Ha 3aperMCTPUPOBAHHBIA JIEKApCTBEHHBIM IIpernapar, HIH
00 0TKa3e BO BHECEHHH TaKUX H3MEHEHUH C yKazaHUeM IPUYNH OTKa3a;

2) B ciydae, €ClId BHOCHMBIE M3MEHEHHS 3aTparuBalOT CBEIEHHS, YKa3aHHBIE
B PETHCTPAIlAOHHOM YAOCTOBEpEHHH Ha JIEKApPCTBEHHBIM mpemapar, oGopMIsET HOBOE
PETUCTPAllHOHHOE YAOCTOBEpEHHE JIEKAapCTBEHHOTO IIpemapaTa MO YCTaHOBIEHHOM
bopme’;

3) mpocTaBiier HOMEp PETUCTPAMOHHOTO  YIOCTOBEPEHMs JIEKapCTBEHHOTO
mpermapara M Jary MNPUHSATUS pelleHHs O BHECEHMH H3MEHEHHH B JIOKyMEHTH,
colepXKallpecs B PETHCTPAIMOHHOM JOChE Ha 3aperHCTPUPOBAHHEINA JIEKapCTBEHHBIM
Ipenapar, Ha COrIaCOBaHHbIE U3MEHEHHS B HOPMATHBHYIO JOKYMEHTAIMIO, HHCTPYKIHIO
0 MEIHUIHUHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTO Ipenapara U MAakKeThl MEepBHYHON
YJIaKOBKH W BTOPHUYHOH (MOTpeOUTENBCKOM) YIAaKOBKH, MpPH YCJIOBUHM BHECEHUS
U3MEHEHUH B HUX. (

128. OcHoBaHMeM JJjI1 OTKa3a BO BHECEHMHM W3MEHEHUH B JIOKYMEHTHI,
CoJlepKalliiecs] B PETHCTPAlMOHHOM JOChe Ha JIEKapCTBEHHBIN MpemapaT, SBIAETCA
3aKmovYeHne MHHHCTEPCTBA O BO3MOXXHOCTH CHH)KEHHS 0e301acHOCTH, KadecTsa,
3¢ $EeKTUBHOCTH JIEKAPCTBEHHOTO CpEACTBA B CIy4yae BHECEHHS HM3MEHEHHS TaKHX
A3MEHEHUN.

129. IIpoekT pemieHHs O BHECEHHHW H3MEHEHHH B JIOKYMEHTHI, COJepKalluecs
B PErHCTPALIMOHHOM JI0OCh€ Ha 3aperuCTPUpPOBAaHHBIA JIEKApCTBEHHBIM IpenapaT WU
o0 OTKaze BO BHECEHHH TaKMX H3MEHEHHH, B TeueHHMe Tpex pabounmx gHEH
COrJIacOBBIBA€TCS HAvaJbHUKOM OTHAENa M INOAMMCHIBaeTcsa nupekropoM JlemaprameHnTta
(numoM, ero 3aMeImaromuM). PermcrpanmoHHOEe yOOCTOBEpPEHHE JIEKapCTBEHHOTO
npenapara, odopmiseMoe B Ciydae, yKa3aHHOM B mnoamyHkre 1 mnyHkra 118
AJIMAHHCTPAaTUBHOI'O perJIaMeHTa, MOANUCHIBAETCS YNOIHOMOYEHHBIM 3aMECTHTENIEM
Munuctpa 3apaBooxpanenus Poccuiickoit @enepanuu.

130. OTBETCTBEHHEI!I HCHOONHUTENsL B TEYeHWE JIBYX pabodux mHe#d mocne
IOIHCaHus AUpeKTopoM [enapraMeHTa pemeHus 0 BHECEHUN N3MEHEHH B JOKYMEHTHI,
coJiepKarqyecs B PperucTpalliOHHOM JOChE Ha 3aperMCTPUPOBAaHHBIA JI€KapCTBEHHBIN
Ipenapar, BHOCUT B TFOCYAAPCTBEHHEIH peecTp JIEKapCTBEHHBIX CPEICTB HEOOXOoIMMBbIE
u3MeHeHns W mnepemaer B JlemaprameHT yIpaBleHHsS JOelaMH M KaJpOB peEIICHHE

® Yacte 1 crateu 27 ®enepansHoro 3akona ot 12 ampens 2010 r. Ne 61-®3
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O BHECEHMM H3MEHEHUH B JHOKYMEHTHI, COJAEpXKAIUeCs B PETHCTPALMOHHOM JIOCHE
Ha 3aperiuCTpUPOBaHHBIN JIEeKapCTBEHHBI Ipemapar, COTJIACOBaHHBIE W3MEHEHUS
¥ PETUCTPAIlHOHHOE yA0CTOBEpeHNE (IPpY HAJIMIMHU) I BHIAAYH 3asBUTENIO.

131. Ilpn npuHATHH penieHus O BHECEHUH U3MEHEHUH B TOKYMEHTHI, COJIepKaIruecs
B PETHCTPAllMOHHOM JOChEe Ha 3aperdCTPUPOBAHHBIN JEKapCTBEHHEIH Ipenapat, Hid o0
OTKa3e BO BHECEHHM TaKHUX M3MEHEHWl 3asBUTENb YBEIOMIIAETCS O MPUHATOM DPELICHHUU
B NHCEMEHHOH (opMe B TedeHHe OXHOTO pabodero JHA CO THS MOANMHUCAHUS PeIleHHS
aupexkropoM JlemapramenTa.

VYBenomiieHHE O MPUHATOM pEMEHHH MOXKeT OBITh IONY4eHO 3asBUTENEM
IIOCPEICTBOM  MH(POPMAaMOHHO-KOMMYHHKAIIMOHHBIX TEXHOJOIMH Ha OCHOBaHHH
uHGOpMaAIMM O NPHUHATOM pEIICHWH, pa3sMENIeHHOH Ha MOopTajle IO BeACHHIO
roCyJJapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEeICTB B (OpMe BIEKTPOHHOTO JOKYMEHTa
B JICHb IIOJIIICAHUS PELICHHUS.

132. Pemierie = © BHECEHHHM HW3MEHEHMH B  JOKYMEHTHI, COIepXaliuecs
B PETHCTPAllUOHHOM JOChE€ Ha 3aperWCTPUPOBAaHHBIA JIEKAPCTBEHHBIA Ipemapar
C TpUJTOKEHHUEM COrJJaCOBaHHBIX H3MEHEHHH B  JOKYMEHTHI, COHep:Kalruecs
B PETUCTPALlHOHHOM JOChE€ Ha 3apEerMCTPUPOBAHHEIN JIeKapCTBEHHBIA mpenapar, mwim o0
OTKa3e BO BHECEHHMM TaKMX HM3MEHEHHH BpyYaeTcs 3asBUTENIO HIIH YMOJHOMOYEHHOMY
IPEICTABUTENIO 3agBUTEI B IIOMELIEHNH, B KOTOPOM IIPEIOCTABIIAETCA rOCydapCTBEHHAA

ycIyra.

PaccmoTpenue 3asaBneHns 0 BHECEHUH U3MEHEHHUH B TOKYMEHTHI Ha
(bapManeBTHYECKYIO CyOCTaHINIO, MPOU3BEACHHYIO I Pean3alii 1 BKIIIOYEHHYIO
B FOCYJapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, U IPUHATHE PELICHUS O BHECEHUH
TaKUX U3MEHEeHHH

133. AnmuHucTpaTuBHas nponeaypa «PaccMoTpeHHMe 3asgBJIEHHS O BHECEHHH
N3MEHEHUH B JOKYMEHTH Ha (apMameBTHUECKyI0 CYOCTaHIHIO, IPOHM3BENCHHYIO I
pealn3allid W BKIIOYCHHYIO B TOCYINApCTBEHHBIM peecTp JEeKapCTBEHHBIX CPENCTB,
U TIPUHATUE PELIEHUS O BHECEHUH TaKUX M3MEHEHUI» OCYIIECTBISETCS IIPU MOCTYILICHHA
B MuHHCTEPCTBO 3asBJIEHHS O BHECEHMH W3MEHEHWMil B JOKYMEHTHI Ha
(dapMaleBTHUECKYI0 CYOCTaHIHUIO, HPOM3BEACHHYIO MIJI peajH3allid W BKIIOYEHHYIO
B TOCYJJapCTBEHHBI peecTp JEKapCTBEHHBIX CPEJCTB, C MPHIIOXKEHHEM OKyMEHTOB,
yKa3aHHBIX B IyHKTEe 19 AZIMHHHCTPaTHBHOTO periaMeHTa.

134. BHeceHne u3MEHEHUH B JOKYMEHTH Ha (apMaleBTHYECKYyl0 CYOCTaHIIHIO,
IPOU3BENEHHYIO JJi1 pealu3aldd ¥ BKIIOYCHHYIO B TOCYHApCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBJIAETCS B IOPAIKE, YCTAHOBJIEHHOM MYHKTaMH
113-132 AIMHMHUCTPAaTHBHOTO pErJIaMEHTa.

OTMeHa rocyaapCTBEHHOM perucTpalu JeKapCTBEHHOIO IIpenapara
U UCKITIOYEHHE JIEKapCTBEHHOTO Mpenapara u3 rocy1apCTBEHHOTO
peecTpa IeKapCTBEHHBIX CPEACTB

135. AnpmunuctpatiBHas nporeaypa «OTMeHa TroCyHapCTBEHHOH pPerHCTpaluu
JIEKapCTBEHHOTO IpemapaTa W  HCKIIOYEHHE JIEKapCTBEHHOIO Ipemnapara H3
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roCcyJapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CpEACTB» B paMKaX IpeJoCTaBICHUs
roCyIapCTBEHHON YCIYTH OCYHIECTBIAETCS B Cllydae TIIOJA4d JAepXKareineM MU
BJIAJENIBIEM PETMCTPALIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOIO IIperapara MU
YHOIHOMOYEHHBIM UM IOPUIMYECKHM JIMIOM 3asBIeHHs 00 OTMEHE IoCyAapCcTBEHHOM
PErHuCTpalliy JIEKApCTBEHHOTO IIpenapara (fajee — 3asBjeHre 00 OTMEHe).

136. [Ipu moctyrieHuy 3asBleHUs 00 oTMeHe aupekrop JlemaprameHTta B TeUeHHE
ojHOro pabouero AHs Ha3HA4YaeT OTBETCTBEHHOI'O UCIIOIHMTES 32 €r0 PaCCMOTPEHHE.

OTBETCTBEHHEIN MCIIONHUTENF B TEUEHHE IATH paboyux [JHEeH paccMaTpuBaeT
3agBieHME 00 OTMEHE M TOTOBUT IIPOEKT pelleHus 00 OTMEHE TIoCyJapCTBEHHOM
PETHCTPALMHY JIEKAPCTBEHHOI'O Npenapara ¥ UCKIIOYEHWH JIEKApCTBEHHOIO npenapaTta u3
roCyJapCTBEHHOI'O peecTpa.

137. IIpoekT pelennss 00 OTMEHE IOCYJAPCTBEHHOM pPErucTpaldy JIEKapCTBEHHOIO
Ipernapara ¥ HCKIIOYEHUHU JISKapCTBEHHOI'O IIpenapara M3 roCyJapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPENICTB B TeUEHUE MATH pabodnX AHEH COITIACOBBIBAECTCS C HAYAIbHUKOM
oTaena, qupekTopoM [lenmapTraMeHTa W NMOANUCHIBACTCS YIOJHOMOYEHHEIM 3aMECTHTEIEM
Munuctpa 3apaBooxpanenus Poccuiickoit Oenepanmy.

138. B Teuenme Tpex pabouumx nHe# cBeneHuss o0 OTMeHe ToOCyAapCTBEHHOH
perucTpalyy JIeKapCTBEHHOIO IpernapaTa U UCKIIOUEHHUH JIEKAPCTBEHHOrO Iperapara us3
rOCYIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJCTB pasMEMIaroTCs Ha OGHLHMaIbHOM
caiite MuHHCTEpCTBA.

139.Tlpu npuHATHH pemieHUss 00 OTMEHe TIOCyAAapCTBEHHOM perucrpaluu
JeKapCTBEHHOTO  Ipermapara M HCKIIOYEHHMM M3  TOCYJapCTBEHHOro  peecTpa
JIEKApCTBEHHBIX CPEACTB COOTBETCTBYIOLIAs 3alKMCh O JIEKAPCTBEHHOM IIperapare
MPOU3BOJWUTCS B TOCYJapCTBEHHOM pe€ecTpe JICKapCTBEHHBIX CpPEACTB B  CpOK,
He MPEBBIMIAIOIINI OAHOTO pabodero AHA cO JHs NPUHSTHS TAKOIO PEIICHHS.

HckmoyeHne papManeBTHYeCKOH CyOCTaHIMHU, TPOM3BEACHHON IS pealu3alii, U3
TOCY/IapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEJCTB Ul MEAULIMHCKOTO IPUMEHEHHS

140. AnMuUHUCTpaTUBHAA rpoueaypa «Hcknrouenue (hapMaLieBTHUECKOMN
CyOCTaHIMM, TPOWU3BEINCHHOM I8 peanusallid, M3 TOCYAapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEACTB I MEIULMHCKOrO NPMMEHEHMSD) OCYIIECTBISCTCS B Ciydae
IOJAuX Pa3padOTIMKOM JIEKapCTBEHHOI'O CPEACTBA MIIH IIPOH3BOJUTEIIEM JIEKAPCTBEHHOT O
cpeacTBa JUOO YIIOJHOMOYEHHHIM MMM JPYTHM IOPUAUYECKUM JIMLIOM 3asBICHUA
00 HCKIIOYEHHH W3 TOCYIJapCTBEHHOIO  peecTpa  JIEKapCTBEHHBIX  CPEICTB
apMaIeBTHIECKON CYOCTAHIMH, IPOU3BEACHHOM I peanu3auu (fanee — 3asBieHue 00
HCKITIOYCHMH).

141. TIpu mOCTyIUIEHHM 3asBieHWs 00 HCKIoueHMu aupektop [lemapramenra B
TeueHue OJHOTo paboyero [HA Ha3HAYaeT OTBETCTBEHHOI'O  HCIIOJIHUTENA 33
pPaccMOTpEeHHUE 3asBICHUS 00 HCKITIOUEHUH.

142. OTBETCTBEHHBIM HCIIOJHHUTENb B TEUCHUE NATH pabodyvX AHEM pacCMaTpHUBAaeT
3agBieHHe 00 MCKIIOYEHMH M TOTOBUT TPOEKT peUIeHuss 00 MCKIIOYEHHH
(papMarLieBTU9IeCKOH CyOCTaHLIMH, IPOU3BEACHHOM UL pean3aliu, U3 rocy1apCTBEHHOIO
peecTpa JIEKapCTBEHHBIX CPELICTB.
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143.TIpoexr pelmeHus 00 HCKIIOYCHHH (apManeBTHIeCKOR  cyOcTaHLINH,
TPOM3BEIEHHOM [UTsl pealn3alluy, U3 FoCy JapCTBEHHOTO PEECTpa JICKapCTBEHHBIX CPEJICTB
B TeyeHHe NATU pabouux AHEH COINacOBBIBAETCS C HAYaJbHMKOM OTAENA, THPEKTOPOM
JlemapraMeHTa ¥ IOANMCBIBAETCS  YIONHOMOYCHHBIM  3aMECTUTE/ICM MuHucTpa
31paBooxpaHenus Poccuiickoit Peneparu.

144. B teyeHne Tpex paGounx IHel cBeleHMs 00 MCKIIOYCHUH dhapMarieBTHIECKON
cyOCTaHIMHM, [POM3BEJEHHOM [y peanusalliy, H3 TOCYNAPCTBEHHOro  peecTpa
JIeKApCTBEHHBIX CPEACTB Pa3MeIaloTCs Ha OQUIMAIEHOM CalTe MUHHCTEPCTBA.

145. TIpy NpHHATAU pelieHHs 00 MCKIOYeHWH (apMareBTHIeCKOH cyOcTaHLIMY,
TIPOM3BEIEHHOM U PEeaH3alluH, U3 rOCy AapCTBEHHOTO PeecTpa JeKapCTBEeHHBIX CPE/CTE
COOTBETCTBYIOIIAS 3alliCh MPOM3BOAMTCA B TOCYIAPCTBEHHOM PEECTpE JICKapCTBEHHBIX
CPeICTB B CPOK, HE IPEBBIIAIOLINN OJHOrO pabouero mHSA CO JHs IIPHUHITHS TAKOIO
peLIeHMS.

Brigaua I[Y6J'II/IKaTa perucTpaltnoOHHOIroO yYIOCTOBEPECHUA JIEKapCTBEHHOTO IIpeTiaparta

146. AIMUHHCTpaTHBHas Tpoleaypa «Bpimada nybnukata perucTpanroHHOTO
YIOCTOBEPEHUsS]  JICKAPCTBEHHOIO  Ipenapara»  OCYIIECTBJIAETCA B  COOTBETCTBHH
C GIOK-CXeMOil HCIONHEHMS aAMHHHCTPAaTMBHOM MpOLEAYDPHI, IPedyCMOTPEHHOH
npuaoxenreM Ne 9 K AJIMHHUCTPaTUBHOMY PEIJIAMEHTY, B Cllydae HoJa4H AepikaTeeM
WA BIafelbleM DPETMCTPAIOHHOIO YAOCTOBEPEeHHs JICKapCTBEHHOTO Mpenapata WK
YIOJTHOMOYEHHOTO HMMH JPYToro FOPUIMYECKOro JHMIA 3asBICHMS, YKa3aHHOTO B
nyHKte 21 AAMUHHCTPATHBHOIO PETJIAMEHTA.

147. B cmydae yTpaThl WIH TOBPEXICHHS  PErHCTPAllHOHHOrO yNOCTOBEPCHHA
JNIeKapCTBEHHOTO Iperapata MHUH3IpaB OCYIIECTBIIACT BbIIATY ayonukaTa B CpOK,
fIpe/TyCMOTPEHHbIM ITOAMYHKTOM 9 myHKTa 12 AIMHHUCTPATHBHOTO Pernamenra.

Jly6iAKaT pPETMCTPALMOHHOrO yIOCTOBEpEHHs OQOpMISETCS Mo YCTaHOBJICHHOM
dopme'?, ¢ ormeTkOl «Iy6IuKaT OT Jatay

148. IlpenctaBineHHoe B MHUHHCTEPCTBO  3asBJIEHHEe O BblAa4Ye nyonukara
PETHCTPAllMOHHOrO  yJOCTOBEPEHMs  JIGKAPCTBEHHOTO  Mperapara  MpHHMAeTCs
M PErucCTpHpYyrOTCsi JlenapTaMeHTOM YIpaBlIeHHd [JeJaMu M KajpoB B JIeHb HX
MOCTYTUIEHUS.

Korisi 3asBJIeHHs ¢ OTMETKOM O JaTe IPUEMA HalpaBisieTcs (Bpy4aeTces) 3asBUTEIIO.

149. 3aperucTprupoBaHHOE 3asBJICHUC B TEUCHUE OJHOTO pabodero JHA HAIPaBJIsIeTCs
B JlenapTaMeHT TOCYAapCTBEHHOTO Pery/IMpoBaHus 0OpalleHHs JeKapCTBEHHBIX CPEICTB
MunncTepcTBa (nanee — JlenapTaMeHT).

150. HagaqpHHK OTOEeNa B TEYEHHE OAHOro pabodero MAHsA €O [HA TNPHHATHA
3agB/eHHs HA3HAYaeT W3 YKCciIa COTPYOHHMKOB OTAEIa OTBETCTBEHHOIO HCTIONHHUTEA
10 PACCMOTPEHHIO 3asiBJICHHS.

151. OTBeTCTBEHHBIN MCIONHUTEIb B TEYEHHE BOCBMHU pabodYHX JHEH CO JHSA CBOETO
Ha3HAUYCHUS:

1) rOTOBMT MpPOEKT AYONHMKATa PErMCTPALMOHHOTO yJIOCTOBEPEHHS JICKAPCTBEHHOTO
mpemapaTta, KOTOPBI — COTNIAaCOBBIBA€TCS — HAYaIbHHKOM  OTAeda M JAMPEKTOPOM
JlemapraMenTa (JIMIOM, €T0 3aMElAIolM) ¥ IOJMHMCHIBACTCS  YIMOTHOMOYCHHBIM

10 Yaerp | craten 27 DenepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-03
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3aMecTHuTeNeM MunKCTpa 3apaBooxpanenus Poccuiickoit @enepanny;

2) nepenaer B JlemapTaMeHT YIpaBIeHUS ACaMM M KaJpoB I BEIIAYM JEPKATEITIO
AIA BIAAEIBIy PErHCTPAI[IOHHOTO YAOCTOBEPEHMS JEKApCTBEHHOIO IIpemapara Hid
YIOJHOMOYEHHOMY HMM APYTOMY IOPHIMYECKOMY JIHIy AYONHMKAT PErucTpandoOHHOrO
yIIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIperapara.

IV. ®opMEI KOHTPOJIA 3a IPEJOCTABICHHUEM FOCYAapCTBEHHOM YCIIyTH

TTopsIoK OCYIIEeCTBISHUS TEKYIIEero KOHTPOIIA 3a COOJII0IEHUEM U HCIIOTHEHHUEM
OTBETCTBEHHBIMH TOJDKHOCTHBIMH JIUL[AMH TIOJIOXKEHUH AMIHHCTPAaTUBHOIO perjlaMeHTa
¥ MHBEIX HOPMATHBHEIX IIPABOBEIX aKTOB, YCTaHABJIMBAIOIUX TPeOOBaHUS K
IPEIOCTABICHUIO FOCYJaPCTBEHHOM YCIIyTH, a TaKXKe IPUHATHEM UMH PELICHUI

152. Texymuif  kOHTponb 3a  coOMIONEHMEM  TOpAKAa  IIPEJOCTaBICHHS
rOCyIapCTBEHHOMN YCIIyrH, IPHHATHEM pelleHnid HOJDKHOCTHBIMH nMunamMu Munmncrepcrsa
OCYIIECTBIIAETCS MOCTOSHHO B MPOLIECCE OCYIIECTBICHUS aIMUHHCTPATHBHEIX NPOLEYD,
B COOTBETCTBHM C YCTAaHOBJICHHBIMH AJMHHHMCTPAaTUBHBIM PEIrIAMEHTOM COJIEpIKaHHEM
JEHCTBUI W CpPOKaMH HX OCYIIECTBIEHHS, a TakkKe IIyTeM MNPOBEICHHS MPOBEPOK
ACIOJIHEHUS TOJIOXKEHNH AIMUHHCTPAaTUBHOIO DpErjaMeHTa, HHBEIX HOPMATHBHEIX
IpaBoOBEIX akToB Poccuiickoit ®enepanum.

153. KonTposb  3a  WCHOJHEHWEM  QAMHUHUCTPATUBHBIX  MPOLEAYP  IIPH
HpEIOCTaBIEHUU T'OCYJapCTBEHHOH YCIYIH OCYIIECTBIAETCS MOJDKHOCTHBIMH JIMIIAMHU
MuHHCTEpCTBa, OTBETCTBEHHBIMH 3a OpraHu3alyio paboTel IO HPEAOCTABIECHUIO
rocyIapCTBEHHOM YCIIYTH.

IMopsiAoK ¥ MEPHOAMIHOCTE OCYIIECTBIEHHUS MIIAHOBBIX
{1 BHEIUIAHOBBIX IIPOBEPOK MOJIHOTHI M Ka4eCTBA MPEIOCTaBICHHS
rOCY/IapCTBEHHOM YCIYTH, B TOM YHCIIE OPIIOK U (HOPMEI
KOHTPOJIS 3a MOJIHOTON M Ka4eCTBOM MPeNOCTaBICHUA
TOCYHapCTBEHHON yCIIyTH

154. KoHTpoas OCYIIECTBISETCA IYTEM NPOBENEHUS NO/DKHOCTHHEIMH JIMIIAMH
MuHuCTEPCTBA MPOBEPOK COOMIONEHNUS U UCIIOIHEHHS OTBETCTBEHHBIMHU JOJDKHOCTHBIMH
muiamMu  MHHHCTEpCTBa MOJIOKEHHH HAcTOAmMeEero AIMHHHCTPATHBHOIO PpErilaMeHTa,
HOPMATHUBHBIX IPaBOBBIX aKTOB Pocculickoit Penepanun.

TleprOUYHOCTS  OCYINECTBICHMsS KOHTPOJISL  yCTaHaBIMBaeTcd  MHHHCTpOM
3apaBooxpaHeHus Poccuiickoit Denepanvu.

155. B MuHuCTepCTBE MPOBOJATCS IUIAHOBLIE M BHEIJIAHOBBLIE IPOBEPKH ITOJIHOTHI
¥ Ka4eCTBa HCIIOIHEHUS FOCYyJapCTBEHHON YCIIyTH.

Ilp# mpoBeNeHWW IIJIAHOBOM IPOBEPKHM MOIYT DPacCMAaTpPHUBATBCS BCE BOIPOCH,
CBS3aHHBIE C MCIOJIHEHMEM TOCYAapCTBEHHON yclayrd (KOMIUIEKCHBIE IPOBEPKH), HIIM
BOIIPOCHI, CBSI3aHHBIE C MCIIONHEHWEM TOW HIM HMHOM aJMHHHUCTPATHBHOW IIPOLEMYPHI
(TeMaTHYeCKUE MIPOBEPKH ).

BHenaHoBEIE INPOBEPKH IIPOBOMATCA IO KOHKpeTHOMY oOpameHmo (xkanobe)
rpakJaH U IOpHIANYIECKUX JIALL.
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ITeprOAMYHOCTh OCYIIECTBIIEHHS MIaHOBBIX IPOBEPOK yCTaHaBNUBaeTc MuHHCTPOM
3apaBooxpaneHus Poccuiickoil @enepanuu.

IInaHoBElE ¥ BHEIUIAHOBEIE IMPOBEPKA MPOBOLATCA HA OCHOBaHHMHM IIPHKa30B
MuHucTepcTBa.

156. ITo pe3ynbTataM KOHTPOJIS, B CJIy4ae BBIABICHHS HapyIIEHHH IIpaB 3agBUTENIEH,
BHHOBHEIE JIMIA [IPUBJICKAIOTCS K OTBETCTBEHHOCTH, YCTaHOBJIEHHOH 3aKOHOAATEILCTBOM
Poccuiickoit ®enepannu.

OTBETCTBEHHOCTH JOJDKHOCTHBIX JIUI MUHUCTEPCTBA 3a pEIICHH
u nelicteus (GesneiicTBre), NpUHUMAaeMBIe (OCYIIECTBIIEMBIE)
UMM B XOJIe TIPeIOCTaBJIEHUs] TOCYIapCTBEHHOHN YCIyTH

157. IlepconanbHad  OTBETCTBEHHOCTh  JOJDKHOCTHBIX  JMIl  MuHucTepcTBa
3aKpeIIseTcs B MX JO/DKHOCTHBIX perjiaMeHTax B COOTBETCTBHHM € TpeOOBaHHAMU
3aKkoHodaTenscTBa Poccuiickoilt denepanmu.

HcrionuuTeny, OTBETCTBEHHBIE 33 OCYMIECTBIICHHE AJAMHHUCTPATHBHBIX IIPOLENYD
AJIMHHHCTPAaTHBHOTO perjiaMeHTa, HECYT IIepCOHANBHYIO OTBETCTBEHHOCTE 34!

1) COOTBETCTBHE PE3YJIBTATOB PACCMOTPEHMS HOKYMEHTOB, IPEICTaBJICHHBIX
3asgBUTEISIMH, TpeOoBaHUSIM 3aKoHoHaTenbeTBa Poccuiickoil Menepanuy;

2) cobimoieHre CPOKOB M OPSAAKa IpueMa JOKYMEHTOB;

3) cobmonene CpPOKOB H TOpsSOKa BHIAYM pemIeHHs O TOCYAapCTBEHHOM
PErHCTPaIMH JIEKApCTBEHHOTO Ipenapara 1l MEIMIMHCKOTO NIPUMEHEHU MM PelieHus
06 oOTKaze B TOCYJApCTBEHHON perucTpalyy JIEKapCTBEHHOTO IIpenapara I
MEIUITMHCKOTO IPUMEHEHHUS;

4) cobmoieHre CPOKOB U IOpSIKa MOATBEP)KICHUS T'OCYAapCTBEHHON pErucTpanuy
JIEKApCTBEHHOTO TpenapaTa ¥ BEIAaYd 0€CCPOYHOTrO PErMCTPAHOHHOIO YAOCTOBEPEHHS
JIEKapCTBEHHOTO MpeIapara;

5) cobmonenne CPOKOB M IMMOpSAAKa BBAAYM pPEIIEHHs O BHECEHMM H3MEHEHMH
B JIOKYMEHTHI, COAEp)KalIuecs B PEerUCTPallMOHHOM JOChEe Ha 3aperHCTPUPOBAHHBIH
JIEKApCTBEHHEIH Tpenapar il MEAUUHHCKOTO MPHMEHEHHS, WM PEIleHHs 00 OTKase BO
BHECEHHM H3MEHEHMH B IOKYMEHTHI, COAEpXKaluecs B PErHCTPallHOHHOM JOChe Ha
3aperHCTPUPOBAHHEIN JIEKapCTBCHHBIN IpENapar;

6) cobmomeHre CPOKOB M MOpPAAKA BBAa4YH pElICHUS 00 OTMEHE IoCyJapCTBEHHOM
pETHCTpalMy JIEKapCTBEHHOrO Mpenapara U HCKIIOYEHHMH JIEKapCTBEHHOrO Ipernapara
U3 TOCYIapCTBEHHOTO PeecTpa JIEKapCTBEHHBIX CPEACTB.

TomoxeHus, XapaKTepu3yIoIye TpeOOBaHUA K HOPIAKY
¥ popMaM KOHTPOJIA 3a MPEAOCTABICHUEM I'OCYJapCTBEHHOM
YCIIYTH, B TOM YHCJI€ CO CTOPOHBI I'paXJaH,
uX o0beIMHEHUH ¥ OpraHu3alui

158. 'paxxnane, uX OOBEOUHEHUS ¥ OpraHM3allMM MOTYT KOHTPOJIHUPOBAThH
IIpeOCTaBIIEHHEe FOCYaPCTBEHHON YCIIyTH MyTeM IOydeHUs HHPOpMaluH 1o Tenedony,
N0 NHMCHEMEHHEIM OOpalieHHs M, IO JJeKTPOHHOH moure, Ha OQUIMANIBEHOM caiTe
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MunuctepctBa U 4epe3 EnuHbii moptan rocyJapCTBEHHBIX M MYHHUIIMIIANBHBIX YCIIyT
(bynxumi).

159. 3asBuTema (mmostydaTesd roCyJapCTBEHHOH YCIyrd) MOTYT PHHUMAThH y4acTHe
B 3JIEKTPOHHBIX OMpocax, GopyMax M aHKETHPOBAHMH IO BOIPOCAM YIOBJIETBOPEHHOCTH
HOJHOTOM ¥ Ka4eCTBOM IIPENOCTaBJICHHS TOCYIapCTBEHHOHW YCIYrW, COOIONEHHS
JOJDKHOCTHEIMU JIUITaMHA M’I/IHI/ICTepCTBa MIOJIOKEHUH AlIMI/IHI/ICTpaTI/IBHOI‘O periiaMeHTa,
CPOKOB M  IIOCIEeNOBAaTENIbHOCTH  aOMHHUCTPATHBHBEIX  npouexyp  (mekcTBuit),
IpeIyCMOTPEHHBIX AJIMUHUCTPATUBHBIM PETJIAMEHTOM.

V. JlocyneOubtit (BHECY1eOHBIH) MOPAIOK 00XanoBaHH
pemreHuil u neiicteuii (be3meiicTeusa) MuHHCTEPCTBA,
a Taloke JOJDKHOCTHBIX JIUI] MuHKCTEpCTBa

Nudopmanus i1 3aBUTENS O €ro IpaBe IMOoAATh XKajno0y Ha peleHune
MunncrepcTsa u (iim) aericteue (6e3geiicTBre) JODKHOCTHRIX UL MUHUCTEPCTBA
IPH NPEIOCTABIIEHUH [OCYJapCTBEHHOHN YCIIyTH

160. 3asgBuTenu BrmpaBe 00XXaJlOBaTh PEIIEHHS, NMPUHATHIE B XOX€ IPENOCTABJICHUS
rocyIapCTBEHHOM yciayru (Ha itoOoM tarie), aeiicteus (Oe3aeicTBre) TOJDKHOCTHBIX JIUIT
MuHHCTEPCTBA B JOCYA€OHOM MOPSIKE.

IIpeamerT xanoOb1

161. 3asgBuTeNb MOXKET 0OPaTUTHCA € XKaloOoi, B TOM YUCIIe B CASAYIOMMX CIyqasx:

1) HapymeHue cpoka perucTpaluy 3ampoca 3asiBUTENS O MPEIOCTABICHHUH
roCyJJapCTBEHHOH YCIIyTH;

2) HapylIeHHe CPOKa MPeIOCTaBICHUS FOCYAapCTBEHHON yCIIyTH;

3) TpeboBaHUE y 3agBUTENA JAOKYMEHTOB, HE IPEIyCMOTPEHHBIX HOPMAaTHBHBIMHU
npaBoBbIMH akTamu Poccuiickoit ®Pepepanuy Ui NpPenoCTaBIeHHUs TOCYIapCTBEHHOMN
YCIYTH;

4)oTka3 B TpHeMe Yy 3agBUTENS JOKYMEHTOB, I[IPEJOCTABICHHE KOTOPBIX
IpeayCMOTPEHO HOPMAaTUBHBEIMH IpaBOBBIMH akTaMu Poccuiickolt ®epepanuu nmd
IIPEAOCTABIICHUS FOCYAapCTBEHHOM YCIIYTH,

5) oTKa3 B NMpeAOCTaBJICHUH IOCYOAPCTBEHHOM YCIIyTH, €CIM OCHOBAHHS OTKa3a He
IpeyCMOTPEHH (pelepanbHBIMU 3aKOHAMH U IPUHATHIMU B COOTBETCTBUH C HUMH HHBIMH
HOpMaTHUBHBIMHU IIPaBOBBIMU akTaMu Poccuiickoit ®enepanui;

6) 3arpeboBaHKe C 3adBUTEIIA MPHU NPEIOCTABIEHNH IOCY/JapCTBEHHON yCIyTH IIATHI,
He MPeIyCMOTPEHHO HOpMaTUBHBIMU IIPaBOBBIMU akTaMu Poccuiickoit ®enepannn;

7) otka3 MuHHCTEpPCTBA, MTOJKHOCTHOrO nuna MuHHCTEpCTBA B HUCIPABIECHUU
JOMYIIEHHBIX OMeYaTOK M OMMOOK B BBIIAHHBIX B PE3yNbTaTe IPEAOCTABICHUS
rOCYAapCTBEHHOM YCIIYTH JOKYMEHTax JIMOO0 HapylleHHe yCTAaHOBICHHOTO CpOKa TaKHUX
HCTIPaBJICHU.

162. XXanob6a momkHa COMEPKATE:

1) HauMeHOBaHHWE  oOpraHa, MPEJOCTABISIONIETO TOCYAAPCTBEHHYIO  YCIYTy,
IO/DKHOCTHOrO JIHIIa OpraHa, MpPemOCTaBJIAIOIIEr0 TOCYNapCTBEHHYIO YCIyry, Imbo
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rOCyIapCTBEHHOTO CHy)Kallero, perieHus u JeiictBus  (Oe3meiicTBue) KOTOPBIX
obxayrores;

2) baMumio, UM, OTYeCTBO (TOCTeIHee — IIPH HAIWYHMH), CBEACHHS O MECTe
JKUTEJIBCTBA 3asBUTENS — (QHU3MUECKOro JMIa MO0 HaMMEHOBaHME, CBEICHHS O MeECTe
HaXOXKIEHHs 3asBUTENd — IOPHIUIECKOro JIMIla, a Takke HoMep (HoMmepa) KOHTaKTHOrO
tesledoHa, aapec (ampeca) 3JEKTPOHHOHW IMOYTH! (NpW HANMYWM) W NOYTOBBIM ajpec,
10 KOTOPEIM JIOJDKEH OBITh HAalpaBJIeH OTBET 3aSBHTEINIO;

3) ceemenns 00 oOxamyeMbIX pelneHHAxX H neiictBusx (OesneiicTBuu) oprana,
IPeNOCTaBIAIOIEr0 TOCYAapCTBEHHYIO ~ YCIyry, HOJDKHOCTHOTO JIMIIa  OpraHa,
IPeIOCTaBISIONUIETO TOCYAAPCTBEHHYIO YCIYTY, THOO0 rocyIapcTBEHHOI'0 CIIy Kallero;

4) nOBOIBI, HAa OCHOBAaHHMM KOTOPBIX 3afBUTENIb HE COIVIACEH C peIIeHHEM
u geiictueM (Oe3neiicTBHeM) opraHa, NPEJOCTaBISAIONIET0 TOCYHApCTBEHHYIO YCIYTY,
IOJDKHOCTHOTO JIMLA OpraHa, INpeJOoCTaBIMIOIMIEr0 TIOCYIapCTBEHHYIO YCIyry, Jmnbo
rOCYIapCTBEHHOT'O CIIYXaIlEero.

OpraHpl rocy1apCTBEeHHOM BIIaCTH U YIIOJHOMOYEHHEIE Ha PACCMOTPEHHUE XaI00b!
TOJDKHOCTHBIE JIHIA, KOTOPBIM MOXET OBITH HallpapJieHa jxanoda

163.B ciny4ae oOxamoBaHus JedcTBHN (0e3geiiCTBHS) TOJDKHOCTHOTO JHIA
CTPYKTYpHOTO mopapa3nesieHuss MHHHCTEpPCTBa Xanoba mojaercs Ha MMsl pPyKOBOAMUTEIS
COOTBETCTBYIOLIETO CTPYKTYPHOIO noapasaencHus Munucrepcersa.

B cinyuae oOxanmoBanus neiictBuii (Oe3leliCTBHA) PYKOBOOUTENS CTPYKTYpPHOTO
nompasfeneHus MuHHCTEpCcTBa Xajnoba mojaeTcs Ha HWMA 3aMecTuTels MuHuCTpa
3npaBooxpaHeHus Poccuiickoit ®enepamuy, KypUpYMOIIEro AaHHOE CTPYKTYpHOE
IoJpasfieicHie B COOTBETCTBHH C paclpeaeiieHueM o0sa3aHHOCTeH, YCTaHOBJICHHBIM
npuka3zoM MuHHCTEPCTBA.

XKanoba ma peiictBua (OesmeiicTBue) 3amecTHrens MuHHCTpa 30paBOOXpaHEHUS
Poccuiickoit Denepanuu mopaercs Ha UM MuHuctpa 3apaBooxpaHeHus Poccuiickoi
@enepanum.

[opsIoK mogavu U pacCMOTPEHHS KaTOOBI

164. B nmocyneOHOM mOpsiaKe 3aABHUTEId HMEIOT MPaBO OOpaTUTHCS C XKaymoOoi
B IHCbMeHHOW ¢opMe mo 1modure, dYepe3 MHOrOQyHKIMOHANBHBIA  LEHTP,
C HCIONb30BaHHEM HH(POPMAIUOHHO-TEJIeKOMMYHUKaoHHO! cetn  « HTepHETY,
€IMHOI'0 IOpTajla I'OCYJapCTBEHHBIX M MYHHIMIAIBHBIX ycrnyr (QyHKowmif), a TaKke
MOXKeT OBITh NMpPUHSATA NPH JHYHOM IpHeMe 3asBUTENss B MUHUCTEpCTBE Ha pelICHHE,
neiicteue (OesnmeficTBHE) MODKHOCTHOrO Jmna MUHUCTEpCTBa, OTBETCTBEHHOIO 3a
IIpeqOCTaBIeHUE rOCYJapCTBEHHOM YCIIyTH.

Cpoku paccMOTpeHHs KanoObl
165. Xanoba moiieXuT PErucTpaliid B TeUeHHe TpexX paboumx AHEH ¢ MOMeHTa

IOCTYTLIEHHs B MUHHCTEPCTBO.
166. Ilpu obpamienun 3asBuTeiei ¢ xanoboil B muckMeHHOH dopme umm B dopme
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3JIEKTPOHHOTO JOKYMEHTa CPOK €e pacCMOTPEHHs HE MOJDKCH MpPeBBIIATE IATHAALNATH
pabounx mHeH CO MOHS € PerucTpauus, a B Cilydae oOkaJoBaHWsL OTKa3a OpraHa,
IIPEJJOCTABISIIOIEr0  TOCYJapCTBEHHYIO  YCIyry, — AOJDKHOCTHOTO — JiMIi@  OpraHa,
TIPeIOCTABIISIOMIEr0 FOCY JapCTBEHHYIO YCIYTY, B IPAEME JOKYMEHTOB y 3asBUTEIA 6o
B MUCIPABICHHH JAOINYIIEHHbIX OINEYaTrok u ommOOK MM B Cliydyae OOKaloBaHMs
HapyUIeH!s] yCTaHOBJIEHHOTO CPOKa TaKHX MCIIPABJICHUH — B Te4eHHUE MATH paboyux [HeH
CO IHS €€ perrcTpaiuy, ecnu IlpaBuTenbCcTBOM Poccuiickoit Penepaliyi He YCTAaHOBIICH
HHOHU CpPOK.

TNepeyeHb OCHOBAHMH [J1s1 IPHOCTAHOBICHMS PACCMOTPEHUS *aJyo0kl B ciIy4ae,
eCJIM BO3MOXKHOCTE IIPHOCTAHOBIEHHUS IIPelyCMOTPEHA 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanun

167. OcHoBauus I IPUOCTAHOBIIEHHST PACCMOTPEHHMS JKaJl00b! 3aKOHONATENLCTBOM
Poccuiickoii @enepanyy He MpeIyCMaTPUBAIOTCS.

Pe3ynpTaT paccMOTpPEeHHs Kalo0bl

168. Ilo pesympTataM paccMOTpeHMs XanoOsl MHHHCTEPCTBO NPUHUMACT OJHO M3
CIIEAYIONIMX PELICHHI:

1) ymoBneTBoOpsieT Xanoby, B TOM 4ucie B (opMe OTMEHbI NPHHATOr0 peIeHHM,
WCTIpaBlIeHHs JIOIYLICHHBIX OPraHoM, IPeJOCTABIAIOIIMM [OCYIapCTBCHHYIO YCIYyTY,
OIeYaToK M OMMOOK B BBHIJAHHBIX B pe3ylbTaTe INPEAOCTABIECHHs TOCYIapCTBEHHOM
JOKyMEHTaX, BO3BpaTa 3asBUTENIO NCHeXHBIX CPEJICTB, B3MMaHHe KOTOPBIX HE
NpeIyCMOTPEHO HOPMATUBHBIMH IIPaBOBBIMH aKTaMH Poccuiickoit @enepanyy, a TaKxe B
UHBIX popMax;

2) OTKa3bIBAET B YOBIECTBOPEHHH XKaNOObL.

169. B ciyyae yCTAQHOBJIEHHsS B XOI€ WIH IO pe3yjpbTaTaM pacCMOTPCHHA anoObl
IPU3HAKOB COCTaBa  aJMHHMCTPATMBHOIO IIPABOHAPYIUCHWA MIIM  [PECTYILICHNA
JOJDKHOCTHOE  JIMIO, HaJeJIeHHOEe MOJHOMOYMSMH IO - PacCMOTPEHHIO xano0,
He3aMe UTHTEeIFHO HaNPaBIIseT UMEIOIIKECS MaTeprallbl B OpraHbl MPOKypaTyphl.

[Topsinox HHGOPMUPOBAHUS 3AsBUTEILA
0 pe3y/bTaTax pacCMOTPEHHs KaIOObI

170. B Xoe NUYHOIO NPHEMa 3asSBATEIIO MOXET OBITH OTKa3aHO B JajlbHEHINEM
PacCMOTpeHHH OOpallleHu s, SCIIH eMy paHee ObLJI IaH OTBET II0 CYLIECTBY [TOCTABJICHHBIX
BOIIPOCOB.

171. He nosmHee nOHA, CIEAYIOIIErO 3a JIHEM TPHHITHS DPCIICHHS, 3aABHTCIIO
HANpPaBIAETC MOTHBHMPOBAHHBIA OTBET O pPE3yNbTaTax pacCMOTPEHMA Kao0bl
B MUCEMEHHOM (POpME H, IO JKEAHHUIO 3asBUTENS, B 9JICKTPOHHOH dopme.

TTopsiIoK 06kKaNIOBaHuUs PElIeHH s 0 kKanobe

172. O6xanoBaHue  pelleHMs 1Mo  kamobe  OCYLIeCTBIAETCA B IOPAIKE,
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YCTaHOBJICHHOM 3aKOHOJATENRCTBOM Poccuiickoit ®enepanmm.

IIpaBo 3asiBUTENS HA TOMy4YeHHe HHOOPMAIMK U JIOKYMEHTOB,
HeO0OXO0IUMBIX JUIsi 0OOCHOBAHMSA H pPaccMOTPEHHS KaAIOObI

173. 3asaBHTENIN UMEIOT MPaBO OGPATUTHCA B MuHHCTEPCTBO 32 TONyYEHHEM
HHPOpPMaMH U JOKYMEHTOB, HEOOXOAUMBIX 151 000CHOBAHUS U paccMOTpeHUs KaJIOOEI.

Crioco6n1 nHGOPMUPOBaHUS 3asBUTENEH O HOPSAAKE IOAAYH
1 PaCCMOTPEHHS Kano0bl

174. Mudopmuposanre 3agBuTenell o HOpSAKE MOAAYM M PACCMOTPEHHS KAIOOBI
OCYILECTBIIAETCS B COOTBETCTBUH C IIYHKTOM 3 AZMHHHUCTPATUBHOI'O perilaMeHTa.
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ITpunoxenue Ne 1
K AIMHUHUCTPATUBHOMY PETIAMEHTY
II0 MIPEIOCTABJICHUIO FOCYAapCTBEHHOM
YCIIYTH 110 TOCYAAPCTBEHHOM PETUCTPalliy
JIeKapCTBEHHBIX IPENapaToB AJI1 MEAUIMHCKOTO
IIPUMEHEHMS, YTBEPKIECHHOMY IIPUKAa30M
MuHHCTEpCTBA 3ApaBooxpaneHus Poccuiickoit
Denepanuu
oT «21» cenTa0ps 2016 r. Ne 7251

dopma
JanBienune
0 roCyIapCTBEHHOI perncTPalMH JeKAPCTBEHHOr0 NPenaparTa VIt MeAMIIHHCKOro
NpHUMEHEeHHUsI

HaumenoBanue 3agBUTENIS H IIPOM3BOAUTEINS JIEKAPCTBEHHOr'O
mperapara Ui MEOUIIMHCKOrO IPYMEHEHHS M ajpec Mecra
OCYIINECTBIICHUS €r0 MPOM3BOACTBA (B CIlydac HaIM4YM HECKOIBKHX
YYaCTHUKOB Ipoliecca MPOU3BOACTBAa HEOOXOIUMO yKa3aTh KaXIoro
y4acTHHKa B COOTBETCTBUM C  OCYINECTBIIEMOH  CTaimei
IIPOH3BOJICTBA)

Anpec 3agaBUTENA

HauMmeHOBaHHME JIeKapCTBEHHOro Impenapara I MEAULMHCKOIOo
IPUMEHEHUS (MexXIayHapOIHOE HeMaTeHTOBAHHOE, N
IPyNIIMPOBOYHOE, WIIH XAMHYECKOE H TOPrOBOE HAHMEHOBAHHA)

HepequL I[eI‘/‘ICTBYIOI.[II/IX H BCIIOMOraTteJIbHbIX BCHICCTB, BXOJAIIUX
B CoCTaB  JICKAapCTBCHHOI'O npemnapara I MEIOHUITAHCKOTO
IIPHUMEHEHH A, C YKa3aHNEM KOJIUIECTBA KaXI0I'0O U3 HUX

JlexapcTBeHHas ¢opMa, IO3MPOBKa, CIOCOOBI BBENECHHA H
IpUMEHEHHUS, CPOK TOJHOCTH JIEKApCTBEHHOrO IIperapara i
MEIUIMHCKOrO NIPUMEHEHNU

dapmakoTepaneBTHYECKas T'pymna, KOA aHaTOMO-TEPaleBTHYECKO-
XMMHYECKOH  KilacCHpUKaIluy, peKoOMeHIoBaHHON BceMupHOi
OpraHmsanyeil 3ApaBOOXpAaHEHHS, 3asBIAEMBIE IIOKa3aHMd UL
IOpAMEHEeHNs JEeKapCTBEHHOIO Ipemapara Ui MEIHIHHCKOro
IPAMEHECHHUS

OrcyrcTBHE HEOOXOAUMOCTH NIPEAOCTABICHHUS OTYETA O Pe3yIbTaTaX
KIMHUYECKOr0 HCCIIEHOBAHUSA, UCCIICAOBaHUS OHMOIKBUBAIEHTHOCTH
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JIEKapCTBEHHOI'0 IIpemapaTa, pa3spelleHHOro i MEIUUHHCKOIo
npumedenus B Poccuiickoit ®enepanuu 6Oonee aBannaTH JeT, €
yKa3aHUEM HOPMATHBHBIX IPaBOBBIX AaKTOB, IOATBEPKIAIOIIKX
JIaHHBI CPOK IIPUMEHEHUS

8 |HeobxomumocTs ohopMileHHs pa3penieHus Ha BBo3 B Poccuickyro
denepanuio KOHKPETHON MMAPTHH 3apETHCTPUPOBAHHBIX U (WMIIM)
He3aperucTpUpPOBaHHBIX JIEKapCTBEHHBIX CpPEIICTB,
IpeqHa3sHaYeHHBIX JJI1 MPOBEACHUS SKCIEPTU3Bl JIEKAPCTBEHHBIX
CPEJICTB B LEIIX TOCYIapCTBEHHO! peruCTpaliu

9 |HeobxonuMocTb IIpOBEJICHUS OKCHEPTU3HI JOKYMEHTOB,
| IpeACTaBNeHHBIX I ONpeleNieHHs BO3MOXHOCTH pacCMaTpUBaTh
JeKapCTBEHHBIN Ipemapar Ijii MEIWIMHCKOro NPUMEHEHHS IpH
OCYIIECTBIIEHHH TOCYJapCTBEHHOM pErucTpallii B  Ka4deCTBE
opbaHHOTr O JIEKAPCTBEHHOTO IIperapaTa

10 | Heo6xomuMOCTh MPAMEHEHHUS YCKOPEHHON MPONEeAYyphl SKCIIEPTU3BI
JIEKaPCTBEHHEBIX CPEICTB B IENAX IOCYIJAapCTBEHHON perucTpaluu
JIEeKapCTBEHHOT' O IIpenapaTa

11 |Kommun JOKYMEHTOB, IMOIATBEPKAAIOUIMX YIUIATy TOCYAapCTBEHHOM
HOUIIHHEI

12 |Vxazanme BHAa JIEKapCTBEHHOrO IIpenapara, NpeACTaBICHHOro Ha
pPETUCTPALHAIO (pedepeHTHEIH JeKapCTBEHHbIA mpenapar,
BOCIIPOM3BE/ICHHBI JIEKApCTBEHHBI mpenapaT, OHOIOrMYEeCKHUH
JMeKapCTBEHHBIM  npemapar, OwoaHanoroBeli  (OmONOROOHBIN)

JeKapCTBeHHBI  mpemapatT  (6MoaHanmor),  roMeonaTH4eCKHUH
JEKapCTBEHHBI  mpemapar, JIEKapCTBEHHBIA  PaCTUTENBHBIN
mpernapar).

13 |Hamuyue cornacus NpOU3BOAMUTEIS JIEKAPCTBEHHOIO IIpelapara,
MPOM3BOJICTBO  KOTOPOr0  OCYWMIECTBJIAETCS  3a  NpeaeliaMu
Poccuiickoii @Denepanuu, Ha MOpPOBEAEHUE UHCIEKTHPOBAHUSA
NPOM3BOAUTENSE HAa  COOTBETCTBHE  TpeOOBaHUAM  IPABHI
HaJJexamned npou3BOICTBEHHON IPaKTUKHU

Jlata mojavu 3asBiiEHHS O TOCYJapCTBEHHON perucTpalyy JIEKapCTBEHHOIO IIperapara
JUIS METUIIMHCKOTO IIPUMEHEHUS «___ » 20 1.

3asgBlieHHE O TOCYIAapCTBEHHOW pPErucTpalyy JIEKapCTBEHHOro Iperapara i
MEAMIIHHCKOTO IPUMEHEHHS [TPeACTAaBUIL:

M.IL
(TOIKHOCTB) (®.1.0.) (mogmuce) (pu HANMYHH)
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Ilepevens (OTUCH) MPUIIOKEHHBIX K 3aBJICHUIO JOKYMEHTOB:

Ne HaumenoBanue 10KyMeHTa KomnyectBo
CTpaHUL

3asBieHHe O TrOCYAapCTBEHHOM perucTpaluM JEKapCTBEHHOro Ipemapara s
MeIUITMHCKOTO IPUMEHEHHS IPEACTaBUIL:

(IOKHOCTB) (®.1.0.) (moarmuce)
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ITpunoxxenne Ne 2
K AZIIMHHHUCTPAaTHBHOMY perjlaMeHTy
T10 MIPEIOCTABJIEHUIO TOCYAapCTBEHHOM
YCIIYTH [0 TOCYIapCTBEHHON PErHCTpalyu
JIEKAPCTBEHHBIX MPENapaToB AJI1 MEAUIMHCKOrO

IPUMEHEHHUS, YTBEPKIECHHOMY IIPHKa30M

MunncTepcTBa 34paBOOXpaHEHUS

Poccuiickoit ®enepanun
oT «21» cents6ps 2016 r. Ne 7251

dbopma

JasiBlIeHHMEe
0 BKJIIOYUeHHH (papMalleBTHYECKOH CyOCTAHIHM, MPOH3BEICHHOI 1/ peajii3aluu B
rocyiapcTBEeHHBIH peecTp JieKapcTBeHHBIX CPEACTB AJISl MeIHIIHHCKOr0 NpHMeHeHH sl

1 |{HaumeHOBaHME 3asBUTENI U NpPOM3BOAUTENA (apMaLleBTHYECKOH
cyOCTaHIIMH M aipec MecTa OCYIeCTBICHHS €€ IPON3BOACTBA (B ClIydae
HaJIMYUA HECKOJIBKHX YYaCTHHUKOB IIpoliecca MPON3BOACTBAa HEOOXOIHMO
yKa3aTh KaXIOro YYacTHHKa B COOTBETCTBHU C OCYIIECTBISEMOM
cTaaueil IpoU3BOACTBA)

2 A)Ipec MECTOHaXO0XIACHNA 3aABUTCIIA

3 |HauMmeHoBaHHe (apMalleBTHYeCKOM cyOcTaHIUM (MeXIyHapoIHOE
HEMaTEeHTOBaHHOE, WM TPYNIMPOBOYHOE, HIM XUMHUYECKOE M TOPrOBOE
HarMEHOBaHHU)

4 |IlepeyeHp IeHCTBYIOMMX M BCIOMOTATENbHEIX BENIECTB, BXOIAINUX B
cocTaB (papMalleBTHUECKOM CyOCTaHIIMM, C YKa3aHHEM KOJIMYECTBa
KaXI0T0 U3 HUX

5 | JIexapcTBeHHast opMa, TO3UPOBKA, CPOK TOJHOCTH (hapMaLleBTHYECKOM
cyOcranuu

Jlata moJaud 3asABIEHHMS O TOCYJapCTBEHHON DPErMCTpallMy JIEKapCTBEHHOTO Ipenapara Uit
MEAUIUHCKOrO IIPUMEHEHHS «__ » 20 r

3asBrneHue 0 BKIIOYEHHH ¢GapMaleBTHYEeCKOH CyOCTaHIMM, MPOU3BEIECHHOM A
pealn3aniy, B TOCYJapCTBEHHBIH pEeecTp JEKapCTBEHHBIX CPEACTB U MEIMIIMHCKOrO
HPHAMEHEHHS IPEICTaBHIIL:

M.IL
(OJKHOCTB) (®.1.0.) (moamuce) (mpH HANTHYIHMH)
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HCpC‘ICHL (OIII/ICB) MPHUJIOKCHHBIX K 3a4BJICHNIO JOKYMCHTOB!

Ne HanmeHoBaHHE TOKYMEHTa KomuuectBo
CTpaHHII

3agBjieHMEe O TOCYJapCTBEHHOM perucTpalii JEeKapcTBEHHOro Npemapara s MEAULMHCKOIO
NpPUMEHEHUS TPEICTaBIIL:

M.IL
(TOIDKHOCTD) (®.1.0.) (mommucek) (IpH HATMYHH)
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ITpunoxenune Ne 3
K AJIIMHHHCTPATUBHOMY PEIJIaMEHTY
TI0 IPEIOCTaBJIEHUIO rOCYAapCTBEHHOM
YCIIYTH IO TOCYIapCTBEHHON PErHCTpanyu
JIEKAPCTBEHHBIX IIPENapaTOB IJI1 MEAULIUHCKOTO

IpUMEHEHHS, YTBEPXKIEHHOMY IIPUKa30M

MunmnCcTepCTBa 34PaBOOXPAHEHHUS

Poccuiickoit ®enepanun
oT «21» centabps 2016 r. Ne 7251

dbopma

3asB/ieHHe 0 BHeCEHHH H3MEHEHHH B JOKYMEHTDI, COAep Kamuecs
B J10Cche Ha (papMaLeBTHYECKYIO CyOCTaHINIO, NPOU3BEACHHYIO JJISl PeAIH3ANAN H
BKJIIOYEHHYIO B roCy/1apCTBeHHbIH peecTp JeKapCTBEHHbLIX CPEACTB I
MEIUIHHCKOr0 NPHMEHEeHH
Homep peectpoBoii 3amucu:

Jlata peecTpoBOH 3aluCH:

Toprosoe HanMeHOBaHHE (hapMaIleBTHIECKOH
cyOCTaHIINH:

MexayHapoaHOe HETaTeHTOBaHHOE
Ha¥MEHOBaHME UJIM XUMHYECKoe (TPYIIHPOBOYHOE)
HanMeHOBaHue hapManeBTHIecKol CyOCTaHINM:

®opma BBIITYCKA:

W3MeHenust, KOTOPBIE BHOCSATCS B TOKYMEHTHI, COACPXKALINEC B JJOCHE Ha
bapmaneBTUYECKYIO

cybcTaHIuIo:

1. IPOEKT HOPMATHBHOU JOKYMEHTAIUH U HOPMATUBHOIO D
JIOKyMEHTa Ha (apMaleBTHIECKYIO CyOCTaHLIUIO

2. CBeJIeHHs O (hapMaleBTHYECKOH cyOcTaHIy i GapManeBTHIeCKuX
CyOCTaHIUIX, BXOIAIIHUX B COCTAB JIEKAPCTBEHHOTO Ipenapara:

3.1. HammeHoBaHHe QapmaneBTHUECKO# CyOCTaHIUH, €€ CTPYKTYpa, D
obmue cBONCTBA

3.2. HaMMEHOBaHHE U aJIpeC MPOU3BOAUTEINS D

3.3. TCXHOJIOTHA IIPOU3BOJACTBA C OITMCAHNEM craguit IIPOU3BOACTBA U |:|
METOJA0B KOHTPOJA Ha BCEX CTAIUAX IIPONU3BOACTBA

3.4. omucanue pa3pabOTKH mpolecca MPou3BOACTBA D
3.5.  omucaHHe KOHTPOJIA KPUTHUECKUX CTaUi IIPOU3BOJCTBA D
MIPOMEXYTOUYHOHU ITPOAYKIHH

3.6.  JOKyMeHTalbHOE MOATBEPKACHHE (BaIUAaIHs) IPOLECCOB [___l

(vyH) MX OIlEHKa
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3.7.  cBOICTBa H CTPYKTYpa ACHCTBYIOLIUX BEIIECTB D
3.8.  xapakTepHCTHKa IpuMeced D
3.9. cnenudukanusa Ha papManeBTHIECKYIO CyOCTaHIMIO U €€ D
o00ocHOBaHUE

3.10. aHamUTHYECKHE METOOUKH, HCIOJIb3YEMBIE IIPH OCYIIECTBIICHHH D
KOHTPOJIS KayecTBa papManeBTHIECKOH CyOCTaHIUH

3.11. JOKyMeHTaJbHOE MOATBEpPKACHNE (BaTUAAIHS) AHATTHTHIECKHX D
' METOIUK, HCIOJB3yeMbIX IIPH OCYIIECTBIEHAU KOHTPOII KadecTBa (papMareBTHIECKOH
cyOcTaHIMM
3.12. pe3ynbTaThHl aHATU3a CepHil hapManeBTHUECKOH CyOCTaHIINK H
3.13. mepedeHb CTaHAAPTHBIX 00OPa3LOB WM BEIIECTB, HCIIOJIb3YEMBIX
IPH OCYIIECTBJIEHNH KOHTPONA KauyecTBa
3.14. omnmcaHue XapaKTEPUCTUK M CBOMCTB yIaKOBOYHBIX MATepHalioB U D
YKYIOPOYHBIX CPEACTB
3.15. paHHBIE 0 CTAOMILHOCTH (hapMalleBTHYECKOH CyOCTaHIIHN D

3.16. cpox rogHOCTH D

TlepeueHs TOKYMEHTOB, IIPHIIAraeMBIX K 3aSBJICHHIO:

JlaTa HomauM 3asgBJICHHS O BHECEHHM M3MEHEHMH B JOKYMEHTEI, ColepKalluecs B JOCHE
Ha (apMalleBTHIECKYIO CYOCTaHIUIO, IPOM3BENCHHYIO JUIA peajd3aliuy ¥ BKIIOYEHHYIO B
rOCyIapCTBEHHBI peecTp JeKapCTBEHHBIX CPEACTB UL MEAUIIMHCKOTO IPUMEHCHNS

“ ” 20 T
3asgBiieHHE O BHECEHHH H3MEHEHNH B IOKYMEHTEI, COAEpKaIuecs
B IOChe Ha (hapMaleBTHYECKYI0 CYOCTaHIMIO, NPOM3BENCHHYIO I peajn3alul H
BKIIOYEHHYIO B TOCYAapCTBEHHBIN PEecTp JIEKapCTBEHHBIX CPENCTB U1 MEIUUUHCKOIO
IpUMEHEHHUs, IPeICTaByII:

M.IL
(TOJKHOCTD) (®.1.0.) (mopmuce) (TP HAMYUN)
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IIpunoxenue Ne 5
K AIMUHUCTPaTUBHOMY PEIJIAMEHTY
TI0 IIPEIOCTABIEHUIO TOCYIapCTBEHHOM
YCIIyTH IO roCyIapCTBEHHON pErucTpauuu
JIEKapCTBEHHBIX IPENapaToB I MEAULTHCKOTO

HPUMEHEHHS, YTBEPKIEHHOMY IPHKa30M

MuHucTepcTBa 3ApaBOOXpaHEHUS

Poccuiickoit @enepanyu
oT «21» centabps 2016 r. Ne 7251

BII0K-cXeMa HCIIOJIHEHNS aIMMHUCTPAaTHBHOMH Hipoueaypsl « PaccMoTpeHue 3asBNEHHA O BKIIOYEHHH
dbapmaneBTHYECKOM CYOCTAaHIMM, NPOU3BEIEHHON I peanu3alyy, B roCyJapCTBEHHEIN peecTp
JIEKAPCTBEHHBIX CPEJICTB M BKITIOYeHue (papMaueBTudeckoil cyOcTaHIuM, MPOU3BEICHHOH [T PEANH3aluY, B
rOCVIANCTBEHHBIH DEECTD NEKADCTBEHHBIX COSHCTRY

TTocTyuieHHe 3aABJIeHNA O BKIIOYEHHN B rOCYIapCTBEHHbIN peecTp JiekapcTBeHHBIX cpeacts (JIC)
(apManeBTHIECKOH CyOCTaHIUN H HEOOXOIUMEIX JOKYMEHTOB M HX perucTpannd B Munsapase Poccuu

y

Toctywienue 3aspiaenys u JokyMeHToB B [lenaprament Kontpons: lupexrop Jenapramenra
(1 pabouuii neHn)

v

Havanpauk ornena HazHauenne orBeTcTReHHOr0 Henonuutens (1 pabouuii aeHs)

y

IIpoBepka MOMTHOTH B AOCTOBEPHOCTH CBEICHHMIL, COAEPKAMMXCSA B NPEACTABICHHEIX 3asgBUTENIEM
Marepranax OTBeTCTBEHHBIN HCNOMHUTEND (3 paboyux mHf)

y A A

IlogroroBka ITogroroexa Hanpapnenue 3aseutens
MPOEKTa PeLICHN IPOEKTA PEeLICHUA 3aABUTEINIO 3ampoca 06 Orteer
06 oTKaze B O BbIIAYe 3aMaHuA YTOYHEHHH CBECHMUI, Ha 3ampoc
MPOBEACHUU SKCIEPTHOMY COMIepPIKAIIUXCS B Mun3gpasa
9KCHEPTH3HI YUPEXACHHIO HPEACTABICHHBIX Poccuun
(2 paboumx amus) (2 pabounx mHA) 3asBUTENIEM »| (90 paboumx
MaTtepHanax (Cpok JHEeH)
\ : IPOBEXEHHA
Munsapasom Poccuu
CornacoBaHUe MPOCKTa CornacoBanue IpoeKTa [IPOBEPKH TIONHOTH H
pelueHus o6 oTkase B PEIIeHHs Ha9aNbHUKOM JIOCTOBEPHOCTH

NpOBEICHUH oTzIena U MoAmUcaHue CBeIe ik
SKCHCPTHSHL AMPEKTOPOM HPUOCTAHABIIMBAETCA)

HAYaJLHAKOM OTZeNa U JenaprameHTa
[OANIMCAHHUE (1 paGouwuii nenp)
IHAPEKTOPOM

JenaprameHTa
(1 pabounii neHb)
\ 4
VBeloOMJIEHUE BEIIaYa 3aBHTEIMIO Tposenerme .
COOTBETCTBYIONIEH

peenus 06 0TKa3e B MPOBEIEHUH
skcnepTH3s OTBETCTBEHHBIR
ucnonHuTens (1 pabouuii neHs)

IKCMEPTHU3EI B 3KCOEPTHOM |
yupexaenun (He 6onee
60 paboumx nHeil)

[




TToctynnenue 8 Munsnpae Poccun
SKCIIEPTHOrO 3aKIIFOYECHUS H
JOKYMEHTOB M3 3KCIIEPTHOIO
yapexaesua Hasnauernne
OTBETCTBEHHOI'O HCHIOMHUTENA
Hauanenuk otnena (1 pabounit nens)

3anpoc 0 npeacTaBIeHUN
HEOOXOAMMBIX IS

TPOBEIEHHSA SKCIIEPTH3EI
MAaTepHasoB
(IpHOCTAaHOBJIEHHE CPOKa
JKCTIEPTHU3EI)

y

h 4

Onenka NoCTyNHBIIETrO 3aKTIOUEHHUS Ha
TPeIMET COOTBETCTBHSA 33IaHUIO Ha
MpOBEACHHE COOTBETCTRYIOIEH
SKCIIEPTHU3Hl M MOATOTOBKA NPOEKTa
peleHus O BXIoYeHnH (0TKase BO
pkmodennn) OC, npouseeIeHHON is
peanu3alMi B roCyAapCTBEHHLIHN peectp
JIC OTBercTBEHHEIN HCIOMHUTEND
(2 paboumx aH)

IMoctynnenue 3anpoca
9KCIIEPTHOTO YUPEXNKACHHUA B
Mumnsapas Poccnnm n
HAIpaBJICHHUE €T0 3asBUTENIO

[MocTynnenue oTBeTa
3ajBHTEIA Ha 3aITPOC B
Munzapae Poccum n
HaIpaBJIECHHE €T0 B
3KCIEPTHOE YIPEKIEHUE

y

y

3aseurens OTBeT Ha 3a1pocC
(90 paboumnx nueit)

CornacoBaHue IMpoekTa pelleHns o snogenun OC
(0TKa3e BO BKJIIOYEHUH), IPOHU3BEASHHOM [ist
peanu3anuy B rocyaapcreennsiii peectp JIC,
nopmnucanye JIMpekTopoM AenapTaMeHTa

(1 paboumii 1eHB)

‘VBenomneHue U BbIIa4Ya
3asBUTENIO PEIIEHHS O
prmoyennn PC (orkaze BO
BKJIIOUEHHAHN) B TOC. PEECTP
JIC OteercTBeHHbII
ucnonuurens (1 pabouumit
JICHb)

BHeceHue HaHHBIX B
rocylapcTBEHHBIN peecTp
JEKapCTBEHHBIX CPEICTB
(1 pabounii mewn)
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[Tpunoxenue Ne 6

K AIMUHHUCTPaTUBHOMY PErJIaMEHTY

110 MIPEeIOCTABJICHUIO TOCYAAPCTBEHHOM
YCIIYTH 110 TOCYyIapCTBEHHON PErucTpanuu
JIeKapCTBEHHBIX MPENnapaToB I MEIUIUHCKOrO
. IIpUMEHEHHUs], YTBEPXKACHHOMY IIPUKa30M
MununcTepcTBa 31paBOOXpaHEHHUS
Poccuiickoit ®enepanuu

ot «21» centabps 2016 r. Ne 7251

Brnok-cxema HCIIOMHEHUA aZ[MPIHPICTpaTPIBHOfI npoueaypst ((PaCCMOTpCHI/IC 3a4BJICHUA O MOATBEPXKICHNN
FOCYHapCTBCHHOﬁ perucTpanuy JICKapCTBCHHOr O Npenapara 1A MECIMIMHCKOro NpUMEHEHU U BbIia4a
6eccp0qH0r0 PETUCTPALIMOHHOI0 YAOCTOBEPCHUSA JICKAPCTBCHHOTIO IIpenapara

[TocTymnenne 3asBIEHNA O MOATBEPKICHUM rOCYAAPCTBEHHOM PErucTpauyy JEKapCTBEHHOr O Npenapara
(JITT) 1 HeoOXOmMMEIX HOKYMEHTOB M HX perucrpaimsa B Munzapaee Poccuu

y

IoctymneHue 3aseneHus U 1okyMentos B Jlemaprament Konrpons: JJupexrop Jlenapramenta
(1 pabouwnii nexp)

L 2
Hauanbnuk ornena Haznauenye orseTcTBeHHOro uenonuurens (1 paGoumii geHs)

y

TTpoBepKa MONHOTH ¥ JOCTOBEPHOCTH CBEACHHUI, CONEPKAIMUXCA B MPEICTABICHHEIX 3asBUTEIEM
Marepuanax OTBercTBeHHbINH HCIIOMHUTENS (5 pabouux nHei)

y \ A
IToaroroexa IToaroroeka Hamnpasnenue 3asBuTeNDb
IPOEKTA PeHIeHHs MPOEKTa peleHHs 3asBUTENIO 3ampoca 00 Ortser
06 oTKaze B O BHIIa4€ 33JaHUIL YTOYHEHUH CBEIECHUH, Ha 3ampoc
 IPOBEJCHUH JKCHEPTHOMY conepKaIuxcs B MuH3 apaBa
SKCMEPTH3HI YIpex HeHUIO HpENCTaBIEHHBIX Poccuu
(1 paGouwuii neHb) (1 pabouwnii neHs) 3agBUTENIEM »| (90 pabouux
Martepuanax (Cpok nHelt)
v X MpOBECHU
Mumnsapasom Poccun
CornacoBanue mMpoexTa CornacoBanue mpoekTa HpOBEPKH MONHOTH 1
peueHus ob oTkase B pelLICHIA Ha4YanbHUKOM JIOCTOBEPHOCTH
MPOBEAEHUH oTJena U OMICaHue J—
SKCHEPTH3H IMPEKTOPOM [PHOCTAHABTHBAETCST)
Ha4aJLHUKOM OTHENA H JenaprameHTta
MOATIHCaHUe (2 paGounx mHx)
JUPEKTOPOM
Henapramenra y

(1 pa6oumii nenn)

ITpoBenenne COOTBETCTRYIOMEH
IKCTIEPTH3HL B IKCHEPTHOM

A

yupexxnenun (He Gonee
75 paboumx aHeit)

YeenoMieHue v BEIAaYa
3asBHUTENIO pellleHus 00 OTKa3e B
MPOBEIEHHUH SKCTIEPTH3H
OTBETCTBEHHBIH HCIIOMHUTEND
(1 pabouwuit neHp)




IMoctymienne B Munzapae Poccun
IKCIIEPTHOT'O 3aKNIOYEHUA B JOKYMEHTOB H3
JKCHEPTHOro yupexaeuus Haznauenue
OTBETCTBEHHOro ucronHurensa HaganpHuk
oraena (1 paGounit neHs)

A 4

60

3ampoc o IpeacTaBIeHAH
HEOOXOIHUMBIX A
TIPOBEICHUS SKCIePTH3EI
MaTepHaioB (IIPHOCTAHOBIIE-
HUE CPOKa DKCIEPTHU3EI)

A

INoxroroeka npoexta 6eccpogIHOTO
peructpamuonHoro yaocroseperus JII unu
peieHus 06 0TKa3e B MOATBEPKACHUH
OTBETCTBEHHBIN UCTIOMHATENb
(1 paGouwnii nens)

JKCIICPTHOIO YUPEKACHUS B

HaIIpaBJICHHE €I0 3aABUTCIIIO

HOCT}’HHGHI/IG 3amnpoca

Munzapae Poccym n

v

Cornacopanye nmpoekTa 6ecCpoIHOro
perucTpanuonHoro yrocrosepenus JIil
HayanbHUKOM OTxena, JlupexropoM
JernapTaMeHTa i INOANUCAHNE
YIONHOMOYEHHBIM 3aMecTHTeNeM MHHHCTpa
(2 pabounx mus)

VBenoMileHye 4 BbIIaYa
3asBUTEIO GECCPOYHOIO
PErUCTPaLHOHHOTO
yrocroBepenus JII1
OTBeTCTBEHHBIH
HCTIONHHUTENb
(1 pabounii geHs)

y

3asButens OTBET Ha 3apoC

[Toctynnenue oTBeTa
3asBUTENS Ha 3aIpoc B
Munzapae Poccnu u
HAIpaBJICHHE €ro B
3KCIIEPTHOE
YIpEXKASHHUE

A

(90 pabouux mHeit)

Brecenue n3sMeHeHUI B
TOCYAapCTBEHHEIN peecTp
JIEKAPCTBEHHBIX CPENCTB
(1 pabouuit neHn)
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IIpunoxxenue Ne 7
K AIMHHUCTPATUBHOMY PETJIaMEHTY
0 MPEeIOCTABJIEHHUIO rOCYJapCTBEHHOM
YCIIYTH IO FOCYAapCTBEHHOU pErUcTpanuu
JIEKapCTBEHHBIX IPeNnapaToB JJs MEAULMHCKOTO

IIPAMEHEHHS, YTBEPKIEHHOMY IPUKa30M

MuHucTEpPCTBA 3IPAaBOOXPAHEHUS

Poccuiickoit @enepanuu
ot «21» centTadbps 2016 r. Ne 7251

Biok-cxema HCIIONHEHHs aAIMUHACTPATHBHON npoleRypsl «PaccMoTpeHue 3asBIIeHHs O BHECEHUH
M3MEHEHHI B JOKYMEHTHI, COJEP)KANIHECA B PETHCTPAMOHHOM JI0CHE HA 3aperUCTPUPOBAHHEIN
NEKapCTBEHHBIH NMpenapar, i NPUHATHE PelleHUs O BHECEHHH U3MEHEHHI B TOKYMEHTEI,
cofiepKalpecs B PEerHCTPAIIHOHHOM JOCKE Ha 3aperHCTPHPOBAHHbIN eKapCTBEHHbIH IpernapaT»

3asgBUTEND. OTBET
Ha 3ampoc

IMoctymnnenne 3asBIeHUA O BHECEHUN U3MEHEHUH B IOKYMEHTEI,
COZiep)KallHecs B PETHCTPAIHOHHOM J0CHE HA
3apervCTPHPOBAHHBIN JIEKAPCTBEHHEIH IIpenapart, ¥ KOMIUIEKTa
INOKYMEHTOB W UX perucTpauysa B Munsapase Poccnu

A

[MocTyrnenue 3asBIeHUS H KOMIUIEKTa JOKYMEHTOB
B JlemapTaMeHT.
Kountpons: mupexrop Jlenapramenra
(1 paGounit neHs)

4

HavanbHuk OTAENa: Ha3HAYEHHE OTBETCTBEHHOTO HCIIOMHUTENA
(1 paGoumit neHb)

4

ITpoBepka MONHOTHI M JOCTOBEPHOCTH CBEHCHUM,
COIEpKAILUXCA B [IPEACTABIICHHBIX 3asBUTEIEM MaTEPHANax.

MunzapaBa Poccun
(90 pabouux muei)

HarpaBneHue 3asaBUTENO
3ampoca 06 YTOIHEHUH
CBEICHMH, CONEPIKAIIMXCS B
[PEeICTABICHHEIX 3asBUTENIEM
Marepuanax (cpok
npoBeaeHus MuH3apaBoM
Poccry npoBepKH MONHOTH B
JOCTOBEPHOCTH CBeIEHHH
[PHOCTAHABIIUBAETCA)

IMoaroToBKa MPOEKTa 3AMPOCa 3aABUTEIIO HITA PEIEHHS O
Beifade (06 oTkase
B BhIJaye) 3aJaHus Ha IPOBEIEHHNE SKCIIEPTH3HL:

Y

y

A

CornacoBaHne mpoexTa
penieHus o6 OTKa3e B BEIIAYE
3aJaHuA Ha [MPOBeJCHHE
SKCTIEPTHU3HEl: HA9ANEHUK
orpena. [lopmucanue: aupexTop
HenapramenTa. YBenoMieHHe
3asgBuTENd 006 OTKa3e B
MPOBEICHAU SKCHIEPTH3HI:
OTBETCTBEHHBIH HCHIOMHUTEND
(5 pabouunx ameit)

A

ITpuHsATHE pELIeHUS O
NPOBEIEHUH 3KCNEPTU3H
KayecTBa JEKAPCTBEHHOr0

CpENCTBa U 3KCIIEPTH3BI
OTHOIIEHHUA OKUAAEMOI HONB3BI
K BO3MOXXHOMY PHCKY
npumenerus JII1. CornacoBanue:
HavyanbHUK oTAena. [lognucanue:
mupekrop JlenaprameHTa
(2 pabouux pus)




62

!

|

VBenomneHue 3aaBUTens O MPUHATOM
pPeLIEeHHH O NPOBEACHUH 3KCIICPTU3BL:

OTBETCTBEHHBIN UCTIONHHATED
(1 pabouuii seHb)

Hepenaua 3agaHus U KOMIUIEKTa JOKYMEHTOB
B 3KCTICPTHOE YUPEXJCHUE: OTBETCTBEHHEIN

ucnionuurens (1 pabounii JeHb)

IIpoBenenue sxcrepTusbl
(ue Gomnee 70 pabodux aweit)

A

y

[Moctynnenne B Munsapas 3ampoc 3KCHEepPTHOrO
Poccun 3axmouenms YUPEXKACHUA O
JKCMEPTHOrO YUPEKACHUA H npecTaBlIeHIU
KOMIIIEKTa JOKYMEHTOB HEoOXOAUMBIX 1S
NPOU3BOACTBA

SKCIIEPTH3EI MATEPHAJIOB
(nprocTaHOBIEHHE CPOKa

Tloctynnenue oTBeta
3agBUTEN Ha 3aIIpOC B
Munzapae Poccun u
HaIpaBJICHHE €T0 B
9KCIIEPTHOE YUpEKACHUE

SKCIIEPTH3HI)
A 4 y
HavaneHuk ornena: [MToctymnenue 3anpoca 3asBUTENB. OTBET Ha
Ha3HAauCHHE JKCIEPTHOrO 3arpoc
OTBETCTBEHHOTO yapexaenus B Munz apas (90 pabo4ux muei)
HCTIONHUTENS TI0 Poccun u HampaeiieHne
pacCMOTPEHHIO €ro 3asBUTEIIO

JOKYMEHTOB
(1 paGouuii JieHB)

A

OueHKa MOCTYNHBIIMX 3aKTIOYEHIIH Ha
MPEAMET UX COOTBETCTBHUA 3aJaHUAM Ha
HPOBEJICHNE COOTBETCTBYIOIEH
SKCMEPTHU3EI U NMOATOTOBKA MPOEKTa
pELIeHNs O BHECEHUHN M3MEHEHMI 1
perucTpanMoHHoro yapocropepenus Jil:
OTBETCTBEHHBIN HCTIONHUTEND
(3 pabouux mus)

A

CornacoBanue NpoeKTa peneHus 06 orkase
BO BHECEHHH U3MEHEHHMI: HaJaabHHUK OT/ENa,
mapekrop Jenapramenra. [loxnucanue
YIIONTHOMOYEHHBIM 3aMecTUTeneM MUHHUCTpa
(2 pabouux mus)

A

CornacoBaHHe IPOEKTa PELIEHAA O BHECEHUH
U3MEHEHMH M PETHCTPAlIMOHHOrO YAOCTOBEPEHUA
JII1: saganpHUK oTAena, qupekrop Jlemapramenra.
Tloanucanue yrmoMHOMOYEHHBIM 3aMECTHTENEM
Munuctpa (3 pabouux nHs)

A

YBenomiteHue 3asiBUTENS O MPHUHATHY pelneHus o6
OTKa3e BO BHECEHUH H3MEHSHHH: OTBETCTBEHHBIH

ucrronuurens (1 pabouuii geHs)
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YBenoMIICHHE 3aBUTEAS O
TIPUHATHU PEHICHHUS O
BHECEHHMH M3MEHEHHH:

OTBETCTBECHHbIA
HUCIIOJTHHUTEND

(1 paboumii. nenn)

HanpapneHue cBeneHuit o
BHECEHHM H3MEHEHUH s
BHECEHHS U3MEHEHUI B
rocyAapCTBEHHBIH peecTp
JIC: oTBeTCTREHHBII1
HCIIOTTHUTENb
(1 paboumnii genn)

Beimaua pemenust 06 oTkase BO
BHECCHHH N3MCHECHHIL:
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K AIMHHUCTPATHUBHOMY pErjlaMEHTy
TI0 IIPeIOCTaBIEHUIO FOCYy AAPCTBEHHOM
YCIYTH IO FOCYyAapCTBEHHOM perucTpanuu
JIeKapCTBEHHBIX IPENapaToB Ji1 MEAMLIUHCKOIO

IIPUMEHEHHS, YTBEPXKACHHOMY IIPUKa30M

MuHuCTEepCTBa 3APaBOOXPAHEHUS
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Bnok-cxema ucnonHeHus aIlMPIHPICTpaTPIBHOfI npoueaypsl
«Brigaua Ily6J'II/IKaTa PETHUCTPALIMOHHOTO Y1IOCTOBECPECHHA»

INocTynneHue 3as1Bl€HNA O BblAaye AyOauKaTa
PerucTpalMOHHOTO YIOCTOBEPEHHUSA U €T0 PETUCTPALNA B
Munzapase Poccun
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HocrynneHue 3adBieHus B JlenapTaMenT.
Kontpons: gupexrop JemapTaMmenTta
(1 pabounii nensp)
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HavajnpHuk OTAENa: Ha3HAYEHHE OTBETCTBEHHOTO UCTIOTHHTEN S
(1 pabouwmii 1eHp)
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HoxaroToeka mpoexTa KyOauKaTa perHCTPAUHOHHOIO YAOCTOBEPEHHUS JICKApCTBEHHOIO
npenapara, COriacoBaHue Ha4aJlbHUKOM OTZie/Ia U THPCKTOPOM HenapTaMeHTa "
MOIMKCAHKE YIIOMHOMOYEHHBIM 3aMecTHTeNeM MUHNCTPa 3apaBooxpaHenus Poccuitckoit
(epmepanny, Beiaada gyOnukaTa
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