Mpuka3 MuH3apasa Poccun ot 17.01.2025 N 131
"O6 yTBEpXAEHUM (DOPMbI COODLLEHNS O 3aBEPLUEHNM, MPUOCTAHOBIEHWUN
WK NpeKpaLleHy. ..

3apeructpupoBano B Muntocte Poccun 24 despamnst 2025 r. N 81363

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA

NMPUKA3
oT 17 anBaps 2025 r. N 13H

Ob YTBEPXAOEHUN ®OPMbl COOBLLEHUA
O 3ABEPLWWEHWUHN, MPUOCTAHOBJIEHUX U NPEKPALLIEEHUU
KIMMHUWYECKOIO UCCNEOOBAHUA NNIEKAPCTBEHHOIO MNMPEMNAPATA
anAaA MEAULUUMHCKOIo NPUMEHEHUA, MOPAAKA ONYBJIMKOBAHUA
U PASMELLEHUA HA O®ULIMATIBHOM CAUTE MUHUCTEPCTBA
30PABOOXPAHEHUA POCCUACKOW ®EOEPALA
B UHOOPMALIMOHHO-TENEKOMMYHUKALIMOHHOW
CETU "MHTEPHET" TAKOIO COOBLUEHWUA

B cootBerctBuu ¢ yactsamu 7 u 9 crateu 40 @enepanbHoro 3akona ot 12 anpens 2010 r. N 61-®D3
"O0 oOpamieHuu JieKapCTBEHHBIX cpeactB" u  moamyHkrom 5.2.160 mnynkra 5 Ilomoxkenust o
MunuctepctBe 3apaBooxpaHenus Poccuiickoit  ®Denepanuu, YTBEpKIECHHOTO IOCTAHOBJICHHEM
[IpaButenscTBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608, npukassiBaro:

1. YTBepauTh:

dbopMy coOOLIEHUS O 3aBEpILIEHUH, NPUOCTAHOBICHUM WM MPEKPALEHUN KIMHUYECKOTrO
HCCIIeA0BaHMS JIEKAPCTBEHHOIO Mpernapara Jijisi MEAULIUHCKOTO MPUMEHEHHUs COIIaCHO npuiioxkenuio N 1
K HacCTOsIILIEMY NpUKa3y;

MOPSAIOK OMyOIUKOBAaHUS U pa3MellleHusl Ha ouiinaabHOM caiitTe MUHHCTEpCTBA 31paBOOXPaHEHUs
Poccuiickoit @enepanu B UHPOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON cetn "MHTepHeT" cooOlIeHus o
3aBEPIICHUH, IPUOCTAHOBICHUM WM TNPEKPAIICHUH KIWMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO
npenapara Jijisi MeJUIIMHCKOTO MPUMEHEHHS COTJIACHO MPUIIOKEHUI0 N 2 K HaCTOSIIEMY MPUKA3Y.

2. IIpu3HaTh yTpaTUBIIKMM CHIIy IpUKa3 MUHKMCTEPCTBA 34paBOOXPAHEHUS U COLIMAIIBHOTO Pa3BUTHS
Poccuiickoit ®@enepanuu ot 23 asrycra 2010 r. N 7031 "OG6 ytBepxknaeHun (opMbl COOOILIEHHUS O
3aBEpUICHUM, IPHUOCTAHOBIEHUM WM TPEKPAIIEHUN KIMHUYECKOTO HCCIIEN0BAHUSA JIEKAPCTBEHHOTO
npemnapata Ui MEAUIIMHCKOro MpuMeHeHus" (3apeructpupoBan MunmncrepcTBoM foctuiiuu Poccuiickoit
®eneparun 10 centsadps 2010 r., peructpanmonssiii N 18411).

Munuctp
M.AMYPAIIKO

[Ipunoxenne N 1
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K IIpUKazy MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccniickoit enepanuu
ot 17 auBaps 2025 r. N 13n

CooOmienne
0 3aBEpPILNECHUH, IPUOCTAHOBICHHH WIIN IPEKPAICHUN KJIMHUYECKOTO HCCIIE0BAHUS
JICKApCTBEHHOT'O Mperapara Jjisi MeIUIIMHCKOTO IPUMECHEHUS

Nndopmanus 00  opraHusanuy, TONYYMBIIEH  pa3pelieHHe  YHOJTHOMOYEHHOTO
denepanbHOTO  OpraHa HCIOJHHUTENBHON BJIACTH HA  OpraHU3alMi0  MPOBEICHUS]
KIIMHUYECKOTO MCCIIEOBaHMs JIEKAPCTBEHHOTO Mpernapara A MEAUIMHCKOTO IPUMEHEHUS
(nanee COOTBETCTBEHHO - OpraHM3aTOp KIMHUYECKOTO HCCIEJOBaHUs, KIMHUYECKOE
UCCIIeIOBaHKe, JIeKapCTBEHHBIH Mpenapar):

IlonrHoe HamMeHOBaHHE opranus3atropa KIMHHUYCCKOI'O
HCCICOOBaAHUA:

IOpuauueckuit  azpec  opraHumsaropa  KIMHHYECKOTO
UCCIICI0BAHUS:

IlonHOE Ha3BaHME KIMHUYECKOTO UCCIEIOBAHUS:

I/I,Z[eHTI/Iq)I/IKaI_[I/IOHH]'ﬂﬁ HOMCp, HAUMCHOBAHHMEC MW JaTa IMPOTOKOJIA KIMHUYCCKOI'O
HUCCICIOBAaHUA:

Jlata mpuHATHSA pelIeHHs O BblJAaye paspemieHus Ha| |

20 |r.| N
MPOBEJICHUE KIIMHUYECKOTO UCCIICOBAHUS U €r0 HOMEP:
Onucanue KJIMHAYECKOTO UCCIENOBAHUS
Knuanueckoe ucciae1oBaHue C IENb0 PErUCTPAIMK JICKAPCTBEHHOTO Jla Her

®dopma
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npernapara

HccnenoBanne OMO3KBUBAICHTHOCTH U (WJIN) TEPANIEBTUIECKON
SKBHUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpenapara

Her

MG)K,HYHapO,I[HOG MHOI'OIICHTPOBOC KIMHUYCCKOC UCCIICA0OBAHUC
JICKApCTBCHHOT'O ITpCriapaTa

Hert

MHOroLeHTPOBOE KIMHUYECKOE UCCIIECOBAaHUE JICKAPCTBEHHOTO
npernapara

Her

[TocTperucrpaliioOHHOE KIIMHUYECKOE UCCIIEJOBAaHUE JIEKAPCTBEHHOIO
npermnapara

Her

JlexapcTBEHHBIN ITpenapar

HaumeHnoBanue nexkapcTBEHHOIO IIpenapara (XMMHUYECKOE,
IpyNIHUPOBOYHOE (MPH HATUYKMH), U MEXyHAPOJHOE
HENaTEeHTOBAaHHOE (IIPY HAJIMYWH), UM TOProBoe (IIpHU HAJIUYUN)

JlexapcTBeHnHas popma:

Jlo3upoBKa JIEKapCTBEHHOTO TIpernapara:

Crnioco6 BBeJIeHHUsI JIEKAPCTBEHHOTO ITpernapara:

CocraB JICKApCTBCHHOTO IIpCIriapara:

Ilenp KTMHUYECKOTO UCCIIEA0BAHUSA:

1) ycraHoBieHue O€30MAaCHOCTH JIEKAPCTBEHHOrO TIpemapara it
3JI0POBBIX JOOPOBOJIBIEB M (MJIM) MEPEHOCUMOCTH €ro 370pPOBBIMU
IOOpOBOJBIIAMH, 33  HMCKIIOYEHWEM  TaKOro  HMCCIEIOBAHUS
JIEKapCTBEHHOTO  MpemapaTa, MPOM3BEIACHHOTO 3a MpeaelaMu
Poccuiickoit ®enepanun

Her

2) monbop ONTUMANbHBIX JO3UPOBOK JIEKAPCTBEHHOTO Ipemnapara u
Kypca JIeYeHUs JUId TAllMEeHTOB C OIpe/eleHHBIM 3a00JIeBaHUEM,
ONTHUMAJBHBIX 103 M CXEM BaKIMHAIMM HMMYHOOMOJOTUYECKUM
JIEKapCTBEHHBIM IIPETapaToM 3/10pOBBIX JOOPOBOJIBIIEB

Her

3) ycraHoBieHHE 0€30MaCHOCTH JIEKAapCTBEHHOTO IpenapaTta M ero
3¢ PEeKTUBHOCTU /I TAIUEHTOB C OINPEICICHHBIM 3a00JICBaHHEM,
npopuIakTuyeckol  3p(PEeKTUBHOCTH  UMMYHOOHOJOTHYECKOTO
JIEKapCTBEHHOTO TpeTapara Jisi 3A0POBBIX T00POBOIIBIIEB

Her

4) HU3YYCHUC BO3MOXXHOCTH pacipeHu-d MOKa3aHui JUIA

Her
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MEIULHUHCKOTO TPUMEHEHUSI W BBISBICHUS pPaHEE HEU3BECTHBIX
MOOOYHBIX  JCMCTBHI  3aperuCTPUPOBAHHOTO  JIEKAPCTBEHHOTO
npenapara

CpOKI/I IMPOBCACHUA KIIMHUYCCKOI'O UCCIICAOBAHUA:
I[aTa HaydaJia IMPOBCACHUA KIIMHUYCCKOI'O HUCCICAOBaHUA:

I[aTa 3aBCPUICHUA, HJIW IMPCKpallCHUA, HJIN IMPUOCTAHOBKH HPOBCACHUA KIMHUYCCKOIO
HUCCICIOBaAHUA:

KommuectBo MNalKUCHTOB, MNPUHABIINX Yy4YaCTUC B KIIMHUYCCKOM HCCIICAOBAHUUN , U3
HUX paHJOMU3HUPOBAHHBIX

Omnucanue KIMHHYSCKOIO HCCIICAOBaHMA OO0 MPHUYMH, ITOBJICKIIMX K €ro 3aBCPHICHUIO,
IIPUOCTAHOBJICHUIO WM IIPCKPAIICHUIO:

Nudopmanus 0 METUIIMHCKON OpraHM3ali WX TepeuHe MEIUIIMHCKUX OpraHU3allHid,
MIPOBOIUBIINX KIIMHUYECKOE UCCIIeIOBAHNE (JJajiee - METUIIMHCKAsT OpTraHU3aIHs):

[TonHOEe HaMEHOBaHUE U IOPUIMUECKUI apec MEAUIIMHCKON
OpraHm3aIyu (C yKazaHUeM IMOPSIKOBOTO HOMEpa MEIUIINHCKON
OpraHM3allfH, COAEPIKAIIETOCS B pa3pelIeHUH Ha IPOBECHHE
KJIMHUYECKOTO MCCIICIOBAHNUS):

daMunus, UMsl, 0TYECTBO (IIPU HAIUYMU) PYKOBOAUTEIS
MEIUIIMHCKOW OpraHU3aIuu:

HOMep, JaTta 3aKJIF0YC€HUA JOTOBOpa O MPOBEACHHUHU KIIMHUYCCKOI'O
HCCIICAO0BAaHUA U CPOK €TI0 JEeHCTBHS:

Jannble ucciemoBaTelss WIM UCCIEA0BATENCH, COMCCIICIOBATEISI WIIM COMCCIS0BaTeIeH B
MEIUIIMHCKOW OpraHu3aluud (B COOTBETCTBHHM C TMOPSIKOBBIM HOMEPOM MEIUIIMHCKON
OpraHu3alMM, COJACPKAIMMMCS B  pa3pelieHHH Ha MPOBEIEHHWE  KIMHUYECKOTO
HCCIICIOBAHMSA):
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Uccnenosarenn:

damunusi, UMs1, 0T4€CTBO (IIPU HATUYHUH):

Mecto paboThi:

3annmaemast JOJKHOCTD:

CrienmainbHOCTb:

Crax paboThI MO MporpaMMaM KIIMHHYECKHUX
HUCCJIENOBAHMIL:

IlepeueHb KIMHUYECKHUX UCCIETOBAHMM, B KOTOPBIX
MCCJIEI0BATENb IPUHUMAJ YYaCTHE B KAUECTBE
MCCJIEIOBATENSI U COMCCIIEIOBATENS (C yKa3aHUuEM
HAaMMEHOBAHMS, 1aThl M HICHTU(PUKAIIMOHHOTO
HOMeEpa MPOTOKOJIa KIIMHUYECKOT0 UCCIIEI0BaHNU,
MIepPHO/Ia yIaCTHS )

COI/ICCJ'IG,I[OBaTeJ'IBI

damuvs, UMs, OTYECTBO (MIPU HATUYHH):

MecTo paboThI:

3a"Hnmaemas JOJIZKHOCTbB:

CrenmanbHOCTh:

Crax paboThl 10 MporpaMmmam KIMHUYECKUX
UCCIICJOBAHNMN:

[lepeueHp KIMHUYECKUX UCCIEA0BAHNN
JIEKAPCTBEHHBIX MPENAPATOB, B KOTOPHIX
COMCCIIEIOBATEND IPUHUMAIl yYaCTHE B KAUE€CTBE
UCCIIeI0BaTENs UM COMCCIe0BaTeNs (C yKa3aHueM
HalMEHOBAHMS, 1aThl U UICHTU(UKATMOHHOTO
HOMEpa MPOTOKOJIa KIMHUYECKOTO HCCIIEI0BaHus,
HepuoJia y4acTHsl)

PeByanaT KIMHUYCCKOI'O NCCICIOBAaHMA:

3aBeplieHre KIMHUYECKOTO UCCIIeI0BAHMS Ha Her
[IprocranoBieHrE KIMHUYECKOTO UCCIEN0BAHUS Ha Her
[Ipekpaiienre KIMHUYECKOTO UCCIIEIOBAHUS Ha Her
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Bausnaue 3aBCPUICHUSA, ITPUOCTAHOBJICHHUA WJIM NPCKPALICHUA KIIMHUYCCKOr0 MCCICAOBAHUSA
Ha OLCHKY PE3yJIbTaTOB KIMHUYCCKOI'O UCCIICAOBAHUA:

[IpuunHbI 3aBepLIECHUS, WU IPUOCTAHOBJIEHMS, WM IIPEKPAILEHUS KIMHUYECKOTO
HCCIIEA0BAHUS:
be3onmacHoCTh Ha Her
Huskas 23 pexTHBHOCTD Ha Her
HccnenoBanue He HAYAJIOCH Ha Her
WHble npuunHsI (C yKa3aHUuEM) Ha Her

(MHBIE IPUYMHBI 3aBEPIICHUS, UM IPUOCTAHOBIICHUS, W IPEKPAILCHHs KITMHUYECKOTO
HCCIIEIOBaHUS)

061112151 OILICHKA PE3YyJIbTATOB KIIMHUYCECKOI'O UCCIICAOBAHUA:

061_[1351 OIICHKa pHUCKa U 0XXKHIAAeMOH MOJB3bI  OT MNPpUMCHCHUA  HUCCICAYCMOI'O
JICKApCTBCHHOT'O ITperiapara:
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[Ipennonaraemple JanbHEUIINE TEUCTBHS:

I[aTa BO300HOBJICHUS OpOBCACHUA  KIIMHHUYCCKOr0 HCCICAOBAaHUA, B ClIydac Cro
IIPHUOCTaHOBJICHUA:

COKpaIIIeHHI)If/'I OTYCT O KIIMHUYCCKOM HCCICIJOBAaHUHN

Jv3aiiH KIMHUYECKOT0 UCCIIEAOBAHHUS:

PGSyHBTaT KIIMHUYCCKOI'O UCCIICAOBAaHMA:

(IOKHOCTD YIIOJIHOMOYEHHOTO (moamucek) (bamumnus, ums, (mara
JMIa OpraHu3aropa 0TYeCTBO (IIpU MO CAHU)
KIIMHUYECKOIO UCCIIETOBAHMS) HaJIMYUN)

[Ipunoxenue N 2

K ITpUKa3y MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccniickoit ®enepanuun

ot 17 suBaps 2025 r. N 13n

NOPAAOK
ONMYBJINKOBAHUA U PASMELLEHUA HA O®OULIMATIBHOM CAUTE
MWHUCTEPCTBA 30PABOOXPAHEHUA POCCUACKON ®EOEPALIUN
B UHOOPMALIMOHHO-TENIEKOMMYHUKALUMOHHOWU CETU "MHTEPHET"
COOBLIEHUA O 3ABEPLLEHUN, MPUOCTAHOBJIEHUA UINU NMPEKPALLEHUN
KNMMHWYECKOIO UCCNEOOBAHUSA NNIEKAPCTBEHHOIO MNMPEMAPATA
anAa MEAUUMHCKOrIo NPUMEHEHUA

1. Coob1ienue o 3aBepIIeHUH, TPUOCTAHOBICHUN WU MPEKPALIEHUN KIMHUYECKOTO UCCIEIOBaHUS
JIEKApCTBEHHOTO TIperapara Jyisi MeIUIIMHCKOTO MPUMEHEHUS (fajiee - COOOIIEeHHE) OMyOINKOBBIBACTCS U
pa3Merniaercs MuUHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickoit @enepauuu B (Gopme 3IEKTPOHHOTO
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nokymeHTa B opmare pdf uimm saneKkTpoHHOTo 00pasza fokymeHTa B (popmare pdf Ha opunmaibHOM caiTe
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparyy B ”HPOPMAMOHHO-TEIEKOMMYHUKAITUOHHON
cetu "MHTepHET" MO ampecy https://minzdrav.gov.ru.

2. Pa3Merienue 1 ony0OIMKOBaHNE COOOIICHUS OCYIIeCTBIsIeTCS MUHICTEPCTBOM 3/IPABOOXPAHEHHS
Poccuiickoit denepaniuu B CPOK, HE MPEBBIMIAIONINN MATH pabo4MX THEH CO JTHS €ro IMOJIydeHHUs Ha
OyMa)XHOM HOCHUTEJIC TIOCPEICTBOM IIOYTOBOW KOPPECHOHJCHIIMK WIH B (QOpME DICKTPOHHOTO
JIOKYMEHTA, TOJIUCAHHOTO YCHUJIEHHON KBaJU(UIIMPOBAHHOW DJJICKTPOHHOW TMOJIUCHIO, Ha ajapec
3JIEKTPOHHOMU 1To4Tsl MuH3apasa Poccun.

3. DJeKTpoHHBIE JOKYMEHThl U DJEKTPOHHbIE 00pa3bl JIOKyMEHTOB JOJDKHBI HMMETh
pacrpocTpaHeHHbIE OTKPBIThIE (hopMaThl, 0OecTIeunBaroNIe BO3MOKHOCTh MPOCMOTPA BCEro JOKyMEHTa
mubo ero QparMeHTta CpeIcTBaMu OOMIEIOCTYIIHOTO MPOTPAaMMHOIO OOECHEeYeHUs MPOoCcMOTpa
nH(OpMaNMK, ¥ HE JOJDKHBI OBITh 3amr(pPOBAHBI WM 3alIWINCHBI CPEICTBAMHU, HE IMO3BOJISIONIMMHE
OCYIIECTBUTh O3HAKOMJIEHME C UX COJEPKHUMBIM 0€3 [IOMOJHUTEIbHBIX MPOTPAMMHBIX MU
TEXHOJIOTHYECKUX CPEJICTB.

4. He nojuyiexar pasMeleHHIO U OIyOJIMKOBAaHHUIO CBEJICHHsI, COCTABIISIOIIUE TOCYAAPCTBEHHYIO U
HHYI0 OXPaHSIEMYIO 3aKOHOM TalHy.
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