MUHHCTEPCTBO 3JIPABOOXPAFEHMS, 1o mcemivncst strsmame

POCCUUCKON ®EJIEPAIIMH

e ep——

(MUH3[IPAB POCCHM) | JAPETHOTEHPCGBAHO e
* PRrBCTEAIKGALRI W 7363
77 VZZKQA,?, 2025 N /3y
f Mocksa

06 yrBep:kaennn GpopmMbl cOOOLIEHHS O 3aBePIIEHHH, IPHOCTAHOBJICHHNH HJIH
npeKpalieHHH KIHHHYeCKOro Hec/leIoBaHus JIEKaPCTBEHHOT0 npenapara AJs
MEeAHUHHCKOr0 NpMMEHEHHs, MOPAAKA oNy0JIHKOBAHHMA H pa3MellleHUs Ha
opuuHaILHOM caiiTe MuHHCTepCcTBa 3ApaBooxpaHenus Poccuiickoii ®enepaunu B
HH(POPMANHOHHO-TE/IEKOMMYHUKALHMOHHOM ceTH « MHTEpHET» TAKOro coo0meHnst

B cootBeTcTBHM ¢ wacTamu 7 u 9 crateu 40 ®enepanbHOro 3akoHa or 12 anpens
2010 1. Ne 61-03 «O6 oOpalieHuH JIEKAPCTBEHHBIX CPEACTB» M MNOANYHKTOM
5.2.160 mynxra 5 TlomoxxeHus o MHUHHCTEPCTBE 3ApaBOOXpaHEHHs Poccuiickoit
®enepanuu, yTBepXKeHHOro nocranosneHueM IpaButenscta Poccuiickoi ®enepanmn
oT 19 mrons 2012 1. Ne 608, mp K a3 BI B a 10:

1. YTBepaurs: ,

GopMy cooOmmieHns o 3aBepIIEHHMH, HPUOCTAHOBIEHUH I IIPEKpalleHUH
KIMHUYECKOTO  MCCIEOBaHUsA JIEKApCTBEHHOI'O Tperapara s  MEeIUIUHCKOrOo
IIPUMEHEHUs COINIaCHO NMpHUIIoKeHHIo Ne 1 K HacTosIeMy IIpHKasy;

MOPSAIOK ONyOJIMKOBAaHUA U pa3MelIeHHs] Ha OQHULHATIBHOM caiiTe MUHHCTEpCTBA
3ApaBOOXpaHeHUs Poccuiickoii Qenepauuu B MH(GOPMaHOHHO-
TeICKOMMYHHKAllMOHHOH ~ cetH  «MHTepHeT»  cooOmeHus o  3aBeplleHHH,
MPUOCTAHOBIICHUH WM IPEKPAIEHUH KIMHUYECKOro MCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara Jijisi MEAMIHHCKOTO NPUMEHEHHS COIIAaCHO MpUIokeHHIo Ne 2 k HacTosueMy
IpUKaszy.

2. IlpusHate yTpaTUBLIMM CHJIYy IpUKa3 MHHHCTEPCTBA 37paBOOXPAHEHHUS
U couualbHOro pas3sutusa Poccuiickod ®Penpepamuu ot 23 aBrycra 2010 r. Ne 7034
«O6 yTBepxIeHHUH (GOPMBI COOOIEHHS O 3aBEpPLIEHHH, NPHOCTAHOBICHHH WU
OpeKpalleHud  KIHHHYECKOTO  HCCIENOBAaHUA  JISKQpCTBEHHOrO  Iperapara  Juis
MEIUWIUHCKOrO  IPUMEHEHHs»  (3aperMcTpHpoBaH  MMHHCTEPCTBOM  FOCTHIUH
Poccuiickoit ®enepanun 10 centsbps 2010 r., perucrpaunonnsiid Ne 18411).

Mmunuctp M.A. Myparmixo
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K IIpHKa3y MuHHCTEpCTBA 3/IpaBOOXpaHEHHUS
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®opma

Coobuienne o 3aBCPIICHHH, IPHOCTAHOBJICHUH HJIH NPEKPAI€eHHH KIHHUYECKOI0
HMCCJICI0OBAHHUS JIECKADCTBCHHOI'O NIpenapara AJid MEAHIHHCKOro NpuMeHEeHH I

HMudopmaius 00 opraHus3anuy, MOJNYYMBIIEH  pa3spelleHHE yMOJHOMOYEHHOT'O
¢enepanbHOoro opraHa HCMONHUTENBHOM BJIACTH HAa OPraHM3alUI0  IIPOBECHHUS
KJIMHMYECKOTO  MCCIIEIOBAHUS  JIEKAPCTBEHHOTO Ipermapara MIi  MEIULMHCKOro
NpUMEHEHHs (Jalee COOTBETCTBEHHO — OPraHM3aTop KIMHMYECKOTO HCCIIEIOBaHMA,
KIMHUYECKOE UCCIIeIOBaHKe, JICKApCTBEHHBIH MIpenapar):

IToniHOE HauMeHOBaHHe OpraHMU3aTopa KIMHHYECKOIO
UCCJICJOBaHUS:
IOpuaudeckuit agpec opraHuzaropa KIMHHYECKOTO
VICCJIeJOBaHUS:

ITotHOe Ha3BaHKE KIMHUYECKOTO HUCCJICOOBAHNA:

I/IlIeHTI/I(bI/IKaLII/IOHHEJﬁ HOMCP, HaAUMEHOBaHHWE W [ara IPOTOKOJIA KIHUHHYECKOIO
HCCIICOOBAHUA .

JlaTa IIpHMHATHA pelleHUs O BblAade paspelleHHs Ha
IIPOBEJICHUE KIIMHUYECKOTO HCCIIEeIOBaHUA M €ro |« » 20 r.  Ne
HOMep:

Omnucanue KIHHUYECKOTO HCCIICAOBAHHUA .

Knuanueckoe nccneioBaHNe C IEIbI0 PETHCTPAIK Ha Her
JIEKapCTBEHHOT'O ITpernapara ‘

HccnenoBanne 6HOIKBHBATEHTHOCTH M (M) TepaneBTUUECKOH Ha Hert
DKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpernapara

MexnyHaponHOEe MHOTOLIEHTPOBOE KIMHUYECKOE UCCIEeI0BaHUE Ha Hert
JIEKapCTBEHHOTO Npenapara

MHoOroueHTpoBOE KIMHUYECKOE HCCIIe0BaHUE JIEKAPCTBEHHOTO [a Her
npenapara
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[locTperucrpanioHHOe KIMHHYECKOE UCCIIE0BAHIE Jla Her
JIEKApCTBEHHOTO ITpenapara

JlekapcTBeHHBIN NIpenapar

HanmeHoBaHue nekapcTBEHHOTO Tpernapara (XMMHYECKOE,
rpyNNHUPOBOYHOE (MIPH HAJIUYUH), WIH MEXIYHAPOIHOE
HeNaTeHTOBAHHOE (IIPU HATUYUH), WIH TOProBoe (IIPH HATHYHH)

JlexapcTBenHas ¢opma:

lIO?;PIpOBKa JICKApCTBCHHOI'O IIpenapara.:

Croco6 BBeieHHs JTIeKapCTBEHHOTO TIperapara:

CocraB JleKapCTBEHHOTIO TIpernapaTa:

[lenp KIMHUYECKOTO UCCIIEAOBAHHUS:
1) ycraHoBneHHe O6€30MaCHOCTH JIEKAPCTBEHHOro Mpenapara Juisi
3J0POBBIX AOOPOBOJIbLEB M (WIHM) MEPEHOCHMOCTH €ro 3I0POBBIMU a Het
noOpoBOJIBIIAMH, 32  MCKJIIOYEHHEM  TaKOro  HCCJEJAOBaHHUS
JICKapCTBEHHOI'0  IIpenapara, MPOM3BEICHHOIO 3a MpelesiaMH
Poccuiickoii ®enepaiuu
2) noxdop ONTHMAJBHBIX JO3MPOBOK JIEKAPCTBEHHOTO [penapara u
Kypca Je4eHusd Ui IMAlMEeHTOB C ONpe/AesieHHBIM 3a00JieBaHuEM, a Her
ONTHMAIBHBIX 03 M CX€M BaKIMHAIMH HMMYHOOHOJOTHYECKUM
JIEKapCTBEHHBIM IIPENapaToM 310POBBIX JOOPOBOJIBIEB
3) ycraHoBieHHe 6€30MacCHOCTH JIEKAPCTBEHHOTO Ipenapara U ero
3} (eKTUBHOCTH I MAaLMEHTOB C OIpeeSeHHBIM 3a00JeBaHHEM, Ha Her
npodunaktuueckod  3)HEKTHBHOCTA  MMMYHOOHMOIOTHYECKOTO
JIEKapCTBEHHOIO IIpernapara sl 3J0pOBBIX JOOPOBOJIBIEB
4) wu3ydeHHe BO3MOXXHOCTH pACIIAPEHHUS IOKAa3aHUH  JUIs
MEIUIMHCKOIO IIPUMEHEHUS U BBISBICHUSA paHee HEM3BECTHBIX Ha Her
NOOOYHBIX  JEHCTBUII  3aperMCTPUPOBAHHOTO  JIEKAPCTBEHHOTI'O
npenapara

CpOKI/I IIPOBCACHUA KIIMHUYCCKOTO UCCIIeJOBAHNUA:
lIaTa Haydajia IMPpOBCACHUA KIMHHUYCCKOI'O HCCIICa0OBaHUA:

llaTa 3aBCPUICHUs, HIIA MNPCKpalleHusd, WIA NPUOCTAHOBKU IIPOBECACHHUSA KIIMHUYECKOIO
HCCIICIOBAaHUA:

KonuuectBo IMAaUECHTOB, IPUHABHINX YYACTHUC B KIMHUYCCKOM HUCCIIEAOBAaHHUH , A3
HUX paHIOMU3HUPOBAHHEBIX
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Onucanne KIMHHUYECKOTO HCCIICAOBAHUA OO IIPUYUH, TOBJIEKIIMX K €r0 3aBCPIICHHIO,

IPUOCTAHOBJICHUIO HJIN IIPEKpPaIlCHHIO:

Mudopmanus o MEAMIMHCKON OpraHM3allMd WK NepeyHe MEAUIMHCKMX OpraHM3almii,
NPOBOIMBINUX KIMHHYECKOE MCCIIeIOBaHUE (Jajlee — MeIULMHCKAas OpraHu3aIlus ):

IlotHOEe HaMMeHOBaHME U IOPUINYECKUH afipec
MEIUIMHCKON OpraHu3aluy (C yKazaHHeM
IIOPSAAKOBOTO HOMEpa MeAULIMHCKOM OpraHu3aliHy,
COJIEpIKallerocs B pa3pelieHuH Ha ITPOBeeHHE
KJIIMHAYECKOT'O UCCIIEIOBAHHS ):

DaMunus, UMs, OTYECTBO (IIPH HATHYIHH )
PYKOBOJHMTENSA MEAUIIMHCKON OpraHu3alliu:

Howmep, nata 3aknro4eHus 10roBopa o IPOoBeIeHUN
KJIMHUYECKOT'0 UCCIIEIOBAHUA U CPOK €ro JeHCTBHUS:

I[aHHBIe ucciaenoBareiia Nin I/ICCJIeI[OBaTeJ'IeI\;I, coUuccieoBarels UiIH coucclegoBaTenei
B MEIUILIUHCKOM opraHusanuvu (B COOTBCTCTBHUH C MNOPAAKOBBIM HOMCPOM MEOULUHCKOM

OpraHM3alliy, COJep)KalluMcs B pa3pellieHdur
UCCIIeIOBAHUA):

Ha TPOBCACHHUEC KIHHHUYCCKOTO

Uccnengosarenb: ®amunus, UM, OTUECTBO (TIPU HATHYHUH):

MecTto paboThr:

3aHUMaemas JOJIKHOCTB:

CrnenmnanbHOCTh:

HUCCIIeIOBAHUM

Craxx paboTsI 110 mporpaMMamM KIMHHYECKHX

KJIMHUYECKOT'O UCCIIETOBAHUS,
nepuoja yJacTHs)

IlepeyeHp KTMHUYECKUX UCCIIEIOBAHUM, B KOTOPBIX
UcclieoBaTeNnb NIPUHUMAJ y4acTHe B Ka4eCTBE
UCCIIEA0BATENS UK COUccieoBaTels (¢
yKa3zaHueM HauMeHOBaHMS, 1aThl U
UACHTHPHKAIIMOHHOTO HOMepa MPOTOKoJIa

ConccrnenoBarens: |DaMunus, UMsl, OT4ECTBO (TIPH HATUYKHK):

MecTto paboTsr:
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3aHuMaemas JOJDKHOCTD:

CnenuanbHOCTh:

Crax paboThl 1o mporpaMMaM KIHHUYECKUX
HUCCIIEIOBAHMIA:

IlepeueHb KITMHUYECKUX UCCIIEIOBAHHIA
JIEKapCTBEHHBIX IpenapaToB, B KOTOPHIX
COHMCCIIeIOBATENh IPUHUMAIT yYacTHE B KQUeCTBE
UCCIIeloBaTels UM corcclieoBaTens (¢
yKa3aHUeM HauMEHOBaHMS, aThl U
UACHTU(PUKALMOHHOTO HOMepa

IPOTOKOJIa KIMHUYECKOTO UCCIeIOBaHKs,
EPHOJA Yy4acTHs)

PesyanaT KIIHHHYCCKOI'o UCCJICAOBaHUSL:

3aBeplIeHre KITMHUIECKOT0 HCCIIeOBAHU Ha Her
IIproctanoBeHNe KIHMHUYECKOT0 UCCIIEIOBAHMS Ha Her
IIpexpaleHre KIMHUYECKOTO UCCIIeTOBAHMS Ha Her

Bausnue 3aBEPLICHHA, IIPUOCTAHOBJICHUA WIH IIPCKPAICHUA KIIHHUYECKOI'O

HCCJICAOBAaHUA Ha OLICHKY PE3YJIbTAaTOB KIIMHUYECKOTO HCCIICOAOBAaHUA:

HpI/I‘-II/IHBI 3aBCPLICHUS, WIH IIPUOCTAHOBIICHHA, HIIH IIPEKPALICHUA KITNHUYECKOTO

HCCIIeJOBaHUS:
bezomacHoCTh Jla Her
Huzkas 3¢ peKTUBHOCTE Ha Hetr
HccnenoBanne He HA4aJIOCh Ha Her
Huple npryuHbI (C yKa3aHUeM) Ha Her

(I/IHLIB INIPHYHUHBI 3aBECPIICHUSA, WIH TIPHOCTAHOBJICHHUA, UM MPEKpAIUICHH KIIHHHYECKOTr O I/ICCJ'IC}.IOB&HPIH)

06111351 OII€HKa pE3yJIbTaTOB KIMHHUYCCKOI'O UCCIICAOBAHUM:

OOmiast oOueHKa pHCKa M  OXHJAEMOM  ITOJIb3bI

OT TNPUMEHEHHSA HCCICAYEMOIO




JICKapCTBCHHOTO IIperiapara.

Ilpennonaraembie najibHERIUNE IEHCTBUS:

I[aTa BO300HOBJIEHHS MMPOBCACHUA KIHMHHUYCCKOro HCCICA0OBAHUS,

IMPHOCTAHOBJICHHUA:

B Clydae ero

COKpaHIeHHBIﬁ OTYET O KIIMHUYCCKOM HCCIICAOBAHUU

HuzaliH  KJIMHHYECKOIO
HCCIICIOBAHUS:

P €3yJibTaT KIHMHHUYCCKOI'O
HCCIICI0BaHHA:

(OMMKHOCTD YIOJTHOMOYEHHOTO
JIMIIa OpraHu3aropa KIMHHYECKOTO
HCCIIEI0BAHMUS)

(nomice)

(bamunus, ums,
0T4YeCTBO (TIpHU
HaJTMYMH)

(mara
HIOJAITUCAHHUS])
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IHopsnok ony0HMKOBaHHMS H pa3MellleHHs] HA 0(PHIHAJLHOM caiiTe
MunncreperBa 3apaBooxpaHenust Poceuniickoii ®exepaunu
B MH(OPMALHOHHO-TEIEKOMMYHHKAIIHOHHO# ceTH « AHTepHEe™ CO00IIEHus 0O
3aBepPIIEHHH, IPHOCTAHOBJIEHHH HJIH NPeKpalleHHH KJIHHNYECKOro HCC/Ie10BaHUs
JIEKAPCTBEHHOI0 Mpenapara 1Jisi MeAHIIHHCKOr0 NPHMEeHeHHUs

1. CooOuienre ©  3aBeplIEHHH, [PHOCTAHOBJIEHHWM WM IIPeKpalleHUuH
KIMHAYECKOI0  MCCIENOBaHUs JICKAPCTBEHHOro Tipemapara Uil  MEeIHUIIMHCKOIO
NpUMEHEHHs (Jaee — cooOlLIeHre) OollyOIMKOBRIBACTCS U pa3Melnaercsi MUHHUCTEPCTBOM
3apaBooxpaneHus Poccuiickoii @enepauun B (opMe SJIEKTPOHHOTO JOKyMEHTa B
popmate pdf unm anexTpoHHOro obpasa gokymenta B ¢opmare pdf Ha odunManTLHOM
caiiTe MuHucTepcTBa 31paBooxpaHeHus Poccuiickoli ®epepanuu B HH(GOPMAIMOHHO-
TEJIEKOMMYHHKalMOHHOH ceTH «MHTepHET 1o afpecy https://minzdrav.gov.ru.

2. Pasmemenue u ony0iIuKOBaHUE coo01eHus OCYLLIECTBIIAECTCS
Munucrepctsom 31paBooxpanenus Poccuiickoit denepanun B Cpok, He MpeBHIIIAIOIIMIA
naTH pabouux JHEW Co IHS ero ToNy4eHHs Ha OyMaKHOM HOCHTENE MOCPEINCTBOM
II0YTOBOM KOPPECHOHJIEHIUN WIM B (OpME SIIEKTPOHHOTO JOKYMEHTA, MOMITHCAHHOIO
YCUIIEHHOH KBaJIM(UIMPOBAHHOMN 3/1€KTPOHHOM MONKCHIO, Ha a/Ipec IEKTPOHHOM MOYTHI
Munsapasa Poccun.

3. ONEKTPOHHBIE JOKYMEHTBI M 3JICKTPOHHBIE 00pa3bl JOKYMEHTOB IOJDKHEI
UMEThb PacIpPOCTPAHEHHBIC OTKPbIThIE (QopMaThl, O00ECHEUHUBAIOIIME BO3MOXXHOCTH
IIPOCMOTpa BCEro JOKyMeHTa 100 ero ¢parMeHTa cpeacTBaMu OOLIEIOCTYIIHOIO
IPOrpaMMHOro  obOecreyeHuss MpocMoTpa HHGOPMAIMM, . W HE JIOJDKHBI OBITh
3aluM(poBaHbl MM  3aIIUINEHBl CPEACTBAMH, HE [O3BOJSIOUIMMM  OCYILECTBHTh
O3HaKOMJIEHHE C MX COACPKHUMBIM 0€3 JOMOJHHUTENBHBIX IPOrPAMMHEIX  HIJIH
TEXHOJIOTHYECKUX CPEACTB.

4. He moanexar pa3smelIeHMIO M OITyOJMKOBAaHHIO CBEIEHHS, COCTABIIAIOLIHE
rOCy/JapCTBEHHYIO U UHYIO OXPaHIeMYIO 3aKOHOM TaiHY.




