Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

3apeructpupoBano B Muntocte Poccuu 26 mapta 2025 r. N 81661

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA

NMPUKA3
ot 17 dpeBpansa 2025r. N 75H

Ob YTBEPXAEHWUU NMOPAOKA
PACCMOTPEHUA COOBLEHUA O HEOBXOAUMMOCTWU BHECEHUA U3MEHEHUNA
B MPOTOKOJ KIMMHNYECKOIO UCCINNEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA AnA MEAUUUHCKOIO NPUMEHEHUA

B cootBercTBUM ¢ yacThio 5 crathu 40 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
OOpalieHnn JIEKapCTBEHHBIX cpeacTB" M moanyHKToM 5.2.174 mynkra 5 Ilomoxxenuss o MunHHCTEpCTBE
3npaBooxpaHeHuss Poccuiickoit  ®Denepanuu, yTBEpXkKAEHHOro moctaHoBieHueM [IpaBurenbcrBa
Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608, npuka3zbiBato:

1. YTBepAuTh NpUIIaracMblii MOPSIOK PAacCMOTPEHUS COOOIICHUS O HEOOXOJAMMOCTH BHECCHHUS
W3MCHECHUH B TPOTOKOJ KIMHUYECKOTO WCCIICIOBAHUS JIGKAPCTBEHHOTO Tperapara Uit MEAUIIHHCKOTO
MIPUMEHEHHUsI (J1ajee - MOPSII0K).

2. [Ipu3HaTh yTpaTUBIIKUM CUIIy IpUKa3 MUHHCTEPCTBA 3paBOOXPAHEHUS U COLIMATIBHOTO Pa3BUTHS
Poccuiickoit ®enepanu ot 31 aBrycra 2010 r. N 7751 "OO6 yTBep)KIACHHUU MOpSAAKA PACCMOTPEHUS
COOOIIEHUsI O HEOOXOAMMOCTH BHECEHHS HW3MEHEHUH B MPOTOKOJ KIMHMYECKOTO MCCIeI0BaHus
JIEKapCTBEHHOTO Mpernapara A MEIUIMHCKOro NpUMEHEHUs" (3aperucTpupoBaH MMUHUCTEPCTBOM
toctunuu Poccuiickoit @enepannu 23 centsiops 2010 r., peructpanmonssii N 18524).

3. Ilonoxenust noanmyHkra 1 myHkra 2, noanyHkra "a" noanyHkra | u noamyHkra "a" noamyHkra 2
MyHKTa 4, NOANyHKTa | myHKTa 5 ¥ noAnyHKTa 1 myHKTa 6 mopsaKa BCTynaroT B cuity ¢ 1 ssuBapst 2026 r.

4. TTonoxxeHust MOANMYHKTa 2 MyHKTa 2, MOANMYHKTa "0" moamyHkTa 1 u noanyHkra "0" nmoamyHkra 2
MyHKTa 4, TOJANYHKTA 2 MyHKTa 5 U NOANMYHKTA 2 MyHKTa 6 mopsaka 1eicTBYIOT 10 1 siuBaps 2026 r.

Munuctp
M.AMYPAIIKO

YTBEpKICH

prKa3oM MHHHCTEPCTBA 3/1paBOOXPaHEHUs
Poccuiickoit denepanuu

ot 17 ¢eBpans 2025 r. N 751

NOPAAOOK
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Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

PACCMOTPEHUSA COOBLEHUA O HEOBXOAUMOCTWU BHECEHUA U3MEHEHUNA
B MPOTOKOJ KINIMHNYECKOIO UCCINEAOBAHUA NEKAPCTBEHHOIO
MPENAPATA AnA MEAUUUHCKOIO NPUMEHEHUA

1. CooOmienre 0 HEOOXOIUMOCTH BHECEHUSI U3MEHEHHUH B MPOTOKOJ KIMHUYECKOTO HCCIIEI0BaHUS
JICKApCTBEHHOTO Tpenapara Ui MEAMIHUHCKOTO MPHUMEHEHHs (Jajiee COOTBETCTBEHHO - COOOILIEHHE,
MIPOTOKOJI KIIMHUYECKOTO UCCIIeI0BAaHUS, KIMHIUYECKOE UCCIIEOBAHNE) PETUCTPpUPYETCS B MUHUCTEPCTBE
3npaBooxpaneHus: Poccuiickoit denepanuu B TEYCHUE OJTHOTO padOYero JHS CO JIHS €ro MOCTYTUICHUS.

2. CooOiieHne HampaBseTCs OpraHU3alMel, OCYIIECTBIAIOMICH OpraHU3aluio0 I[POBEICHUS
KJIMHUYECKOTO MCCIIEIOBAaHUS, YKa3aHHOU B yacTu 3 cratbu 38 denepanbHoro 3akoHa ot 12 ampens 2010
r. N 61-®3 "O6 oOpamieHnn JIeKapCTBEHHBIX CpeACTB" (/ajee COOTBETCTBEHHO - 3asBHUTEIb,
®enepanbhblil 3aKkoH N 61-D3), 07HUM U3 CIEAYIOUIUX CIIOCOOOB:

[Tpumeuanwue.
ITn. 1 n. 2 Betynaet B cuity ¢ 01.01.2026.

1) B muunbIif kabuHer Mun3apaBa Poccun B enHOM rocynapcTBeHHON WH(OPMALIMOHHON crcTeMe
B c(hepe 31paBoOXpaHeHuUs (J1ajee - eauHas cucrtema) <1>;

<1> Cratps 91.1 ®enepanbHoro 3akoHa oT 21 HosOpsa 2011 r. N 323-®3 "OO ocHOBaxX OXpaHbI
310poBbs TpaxaaH B Poccuiickoit @enepannn".

IIpumeuanue.
ITn. 2 0. 2 pevictByet 1o 01.01.2026.

2) Ha OyMa)>XHOM HOCHUTEJIE MOCPEACTBOM MTOUYTOBOM KOPPECIIOHIEHIIUH.

3. B coo0mieHne BKIIOYAIOTCS CBEACHMSI, COCTaB KOTOpBHIX ompereneH B yactu 4.1 crateu 40
®enepansHoro 3akoHa N 61-D3 (nanee - cBeneHuUs, CoepKAIIHECS B COOOIICHUN ).

4. B cpok, He MPEBBIMIAIOMINN BAJIIATH BOCBMH PA0OYMX JTHEH CO JHSA MOJYy4YEHHUS COOOIIEHHS,
Munzapas Poccun paccmarpuBaeT cooOLIeHHE, MPOBOAUT MPOBEPKY IOJHOTHI U JOCTOBEPHOCTH
CBEJICHUH, coJiepxKaluxcs B COOOIIEHNH, ITyTeM CPaBHEHUS NMPOTOKOJA KIMHUYECKOTO UCCIIEOBAHUS C
W3MEHEHUSMH, BHOCHUMBIMH B TPOTOKOJ KJIMHMYECKOTO WCCIEAOBaHUSA, U TPUHHUMAET OJHO U3
CJIEYIOLUX PELICHUN:

1) o BHECEHUH M3MEHEHWUU B MPOTOKOJ KIMHUYECKOTO HMCCIICOBAHHUS JIGKAPCTBEHHOTO Ipemnapara
JUIS MEIUIIMHCKOTO TpUMEHEHHs] (PEeKOMEHIyeMbIi o0paser] mnpuBeleH B mpuioxkeHun N 1 k
HACTOSIIEMY TTOPSAKY):
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Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

IIpumeyanue.
[Tm. "a" nm. 1 0. 4 Bctynaet B cuity ¢ 01.01.2026.

a) odopmisiemoe B (¢dopMe DBIEKTPOHHOTO JOKyMeHTa Ha Onanke Mun3apaBa Poccun u
MOJNKCHIBAEMOE YCUJICHHOM KBAIU(DUIMPOBAHHON 3JIEKTPOHHON MOAMHUCHI0 <2> YIOJIHOMOYEHHOIO
muna Mun3apaBa Poccuu, U HampaBisieT yKa3aHHOE PEIICHHUE B JIMYHBIA KaOWHET 3asiBUTEIS B €IUHOM
CUCTEME;

<2> Cratbs 5 @enepanbHoro 3akona ot 6 anpens 2011 r. N 63-03 "O06 snekTpoHHON moamucu'".

IIpumeyanue.
[T, "6" mm. 1 m. 4 metictByet 0 01.01.2026.

0) opopmisiemoe B MUcbMeHHOM popme Ha OymakHOM HocuTene Ha Onmanke MunsnpaBa Poccuu u
MOJINMMACHIBAEMOE YIIOJTHOMOYCHHBIM JIMIIOM MuH3apaBa Poccun, W HampaBlseT yKa3aHHOE pEHICHHE
MOCPEIICTBOM TIOYTOBOM KOPPECIIOHICHIMH 3asIBUTEITIO.

2) 00 oTKa3e BO BHECEHUM M3MEHEHUU B MPOTOKOJ KIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOTO
npenapaTa JUisi MEIUIIMHCKOTO NMPUMEHEHUs (Jajnee - pemeHue o0 OTKa3e BO BHECEHUH M3MEHEHHH B
IPOTOKON) (peKOMEHAyeMbIil oOpa3zel] NMpuBeleH B NPWIOKEHMH N 2 K HacTosAUIeMYy MOPAIKY) C
yKa3aHHEM MPUYMH OTKa3a:

IIpumeuanue.
ITm. "a" nm. 2 . 4 Betynaer B cuity ¢ 01.01.2026.

a) odopmisiemoe B ¢dopMe DIIIEKTPOHHOTO JOKyMeHTa Ha Omanke Mun3apaBa Poccun u
MOJIMMCHIBAEMOE YCHJIEHHOW KBaTU(HUIIMPOBAHHONW 3JIEKTPOHHON MOJMHUCHIO YHMOJHOMOYEHHOIO JIMIA
MunzapaBa Poccun, u HampaBisieT yKa3aHHOE pELIEHHE B JIMYHBIM KaOWMHET 3asBUTENsS B €IUHOU
CHCTEME;

[Ipumeuanmue.
[Tm. "6" mm. 2 1. 4 mevictByet 10 01.01.2026.

0) odopmiiieMoe B MUCbMEHHOU (hopme Ha OymakHOM HocuTese Ha Onanke Munsnpasa Poccun u
MOJMKCHIBAEMOE YIOTHOMOYEHHBIM JHIIOM MuH3apaBa Poccuu, W HampaBiseT yKa3aHHOE pELICHHE
MTOCPEACTBOM MTOYTOBOW KOPPECTIOH ICHITUH 3asBUTEITIO.

5. HpI/I paccMOTpCHUN COO6H_ICHI/I$I B ICIIAX OIICHKH 000CHOBAaHHOCTH npeaiaracMbix W3MEHEHUH U

Crpanuua 3 u3 10



Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

OTIpe/IeNICHUs] CTETIEHN PUCKa ISl MAlMeHTOB, MPUHUMAIOIIUX YYacTHE B KIIMHUYECKUX UCCIETOBAHUSIX,
Mun3zapaBoM Poccruu MOTYT MPHBIIEKATHCS IKCIIEPTHI COBETA MO ITUKE M (MITN) IKCIEPTHI (heepaibHOTO
TrOCyJIapCTBEHHOTO OFO/KETHOTO YUPEXKICHHS, YKa3aHHOTO B cTathe 15 denepanpHoro 3akona N 61-03
(manmee - skcmepTHOE yupexjeHue) <3>, myTeMm HarpaBieHus 3anpoca MunzapaBa Poccun (nanee -
3a1poc) ¢ NPUI0KEHUEM COOOIICHUS B CPOK, HE MPEBBIIAIONINI TpeX paboyux AHEW CO HA MOIYUYCHHS
COOOIICHHUS, OTHUM U3 CIEAYIOMHUX CIIOCOOO0B:

<3> Yacts 5 crarbu 40 GenepanbHoro 3akona N 61-D3.

[Tpumeuanwue.
ITn. 1 n. 5 Betynaer B cuity ¢ 01.01.2026.

1) mytem pa3MerieHusi B IMYHOM KaOWHETEe COBETa IO ATUKE U (WMJIU) SKCIIEPTHOTO YUPEXKICHUS B
eauHoi cucteme. 3arpoc odopmisieTcss B opMe 3JIEKTPOHHOTO JOKYMEHTa Ha OjaHke MuH3apaBa
Poccun u monnuceiBaeTcs YCUICHHON KBAIM(DUIIMPOBAHHOMN AJIEKTPOHHOMN MOAMUCHIO YIIOJIHOMOYEHHOTO
nmuua Munsapasa Poccnn;

[Tpumeuanwue.
ITn. 2 1. 5 pevictByet o 01.01.2026.

2) myTeM HampaBJIeHUS MOCPEICTBOM MOYTOBOM KOPPECHOHACHLUMU B aJpeC COBETA MO 3THUKE U
(M1IM) PKCHEPTHOTO YUpekAeHHs. 3anpoc opopmiisieTcs B MUCbMEHHON (opMe Ha OyMa)KHOM HOCHUTEIe
Ha Onanke Mun3apaBa Poccun u nmoanuceiBaeTcs yIoJIHOMOYEHHBIM JTMLoM MuH3apaBa Poccun.

6. DkcnepT coBeTa MO 3THKE U (WIM) DSKCIEPT SKCHEPTHOTO YUYPEKICHHS MPEJICTaBISIIOT B
MunszapaB Poccun B Cpok, He MpEeBBIIAONMN JBaAlaTH pabouyux JHEH co JHsA HamlpaBiIeHUs
MunsapaBom Poccum B azapec coBera mo dSTHKE M (WIIM) DKCIEPTHOTO YUPEKICHHS 3ampoca ¢
IpUIaraeMbIM K HEMY COOOIIEHHEM, 3aKJIIOYeHHE O BO3MOXKHOCTU (HEBO3MOXHOCTH) BHECEHUS
W3MEHEHHH B MPOTOKOJ KIMHHYECKOTO MCCIIENOBAHMS JICKAPCTBEHHOTO TpenapaTa il METUIITHCKOTO
IpUMEHEeHMs (Jajee - 3akio4yeHue) (peKoMeHayeMblil oOpasel] npuBeieH B mnpuiokeHuun N 3 K
HACTOSIIEMY TTOPSAKY):

IIpumeyanue.
[T 1 m. 6 Bctynaet B cuity ¢ 01.01.2026.

1) mytem pa3MmerieHus B TMYHOM kabuHeTe MuHn3npaBa Poccuu B eanHOl cucteme, opOpMIIEHHOE B
(dbopMe DSJIEKTPOHHOIO JOKyMEHTa U MOJIMUCAHHOE YCHUJIEHHOW KBaJM(DUIUPOBAHHON 3JIEKTPOHHOM
MOJIHUCHIO YIIOJHOMOYEHHOTO JINLA COBETA IO 3TUKE MM SKCIIEPTHOTO YUPEKACHUS;
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Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

IIpumeyanue.
[In. 2 i. 6 geitictyer no 01.01.2026.

2) myTeM HampaBieHHUsS IOCPEICTBOM IIOYTOBOM KOppecloHAeHUuu B ajgpec Munsapasa Poccum,
oopmieHHOE B MMCbMEHHON (hopMe Ha OyMa)kHOM HOCHUTEJE U MOANNMCAHHOE YIIOJIHOMOYEHHBIM JIULIOM
COBETA I10 3TUKE WJIM SKCIIEPTHOIO YUPEKICHUSI.

7. OCHOBaHHUSIMH JJIA IIPUHATHUA MI/IHS,Z[paBOM Poccun pemiCHuA 00 0TKa3e BO BHECEHUHU M3MEHEHUIN
B IIPOTOKOJI ABJIAKOTCA:

1) mpeacTaBieHUE HE B TIOJTHOM 00BEME CBEJICHUM, COIEPKAIIMXCS B COOOIICHHH;
2) BBISBIICHHE HEJOCTOBEPHOCTH CBEJICHUH, COICPIKAMIUXCS B COOOIICHHH;

3) o6ocHOBaHHBIE BBIBOBI IKCIIEPTA COBETA IO ATUKE U (MJIK) IKCIIEPTa IKCIEPTHOTO YUPEKICHUS
0 HEBO3MOXXHOCTH BHECEHHS H3MEHEHHMH B MPOTOKOJ KIMHUYECKOTO HCCIIEIOBAaHUSA, YKa3aHHbIE B
3aKJIIOUEHUH.

[Tpunoxenne N 1

K MOPSJIKY PACCMOTPEHUS COOOILIECHUS

0 HE0OXO/IMMOCTH BHECEHUSI U3MEHEHUH

B IIPOTOKOJI KIIMHUYECKOIO UCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara

JUTSL METUITUHCKOTO TIPUMEHEHMS,
YTBEPKACHHOMY IpuKa3oM MuHucTepcTBa
3apaBooxpanenus Poccuiickoin denepannun
ot 17 ¢gespans 2025 r. N 751

Pexomenyemslii o0pasern

MuHHCTEpPCTBO 3IpaBOOXPAHEHUS HanmenoBanue u agpec
Poccutickoit denepanun OpraHu3aluy B Ipeaenax
MeCTa HaXOXKIEHU,
OCYIIECTBISAIOLIEN
OpraHU3alUIo IPOBEACHUS
noon 20 r. N KJIMHUYECKOT'0 UCCIIEIOBAHUS

JICKApCTBCHHOTO ITpIriapara
JJIE MEIUIIUHCKOT'O

(aTa BbIIa4YM, HOMEP PELICHNU) HpHMeHeHHs <1>
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Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

Pemenne o BHeCEHHN N3MEHEHHI B IMMPOTOKOJ KIIMHUYCCKOI'O UCCIICAOBAHUA
JICKApCTBCHHOT'O IIpfriapara 11 MCAUIIUHCKOI'0 IPUMEHCHU A

1. |MexnayHapoaHoe HEMaTeHTOBAaHHOE, WIN
IPYNIMPOBOYHOE, WJIM XUMHUYECKOE, WU TOPrOBOE
HalMEHOBAHME  JICKApCTBEHHOIO IIpemapara s
MEAMLIMHCKOTO IPUMEHEHHUS

2. |WneHTH(UKAITMOHHBIN HOMEpP MPOTOKOJIA
KJIMHUYECKOTO UCCIIEI0BAHMS JIEKApPCTBEHHOTO
npenapara s MEIUIIMHCKOrOo MpUMEHeHus (manee -
MIPOTOKOJI KJIMHUYECKOTO UCCIEAOBAHNSA)

3. HanmMeHnoBaHue IIPOTOKOJIa KIIMHHUYCCKOI'O
HCCICA0BaHUA

4. | Bepcus npoToKoIa KIMHUYECKOTO UCCIICTOBAHUS

5. I[aTa IIPOTOKOJIa KIIMHUYCCKOI'O UCCIICA0OBAHUA

6. I[aTa BblAa4u paspCiCcHus Ha IIpOBCACHUC
KIMHHUYCCKOI'O HCCICAO0BaHUA JICKApCTBECHHOI'O
mnperapara 111 MCAUIUHCKOI'O IIPUMCHCHU A

7. HOMep pa3peliCcHrud Ha IPOBCACHUC KIMHUYCCKOTO
HCCICI0BaHUA JICKApCTBEHHOT'O npemapara JJIs
MCIUINUHCKOI'O IPUMCHCHUA

JlomKHOCTD [Toanuces ynoJiHOMOYEHHOTO damumnsg, UMsI, OTIECTBO
YIIOJTHOMOYEHHOTO JIMLA nmuua Munsapasa Poccnn (py HATUYMH)
Munznpasa Poccun YIIOJIHOMOYEHHOT O JIUIIA

Munsapasa Poccuun

(mara moamucaHus)

<1> Yactp 3 crateu 38 denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamenun
JIEKapCTBEHHBIX CPEJICTB".
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Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

[Ipunoxenne N 2

K MOPSJIKY PACCMOTPEHUS COOOIICHUS

0 HEOOXOUMOCTH BHECEHUS U3MEHEHUI

B MPOTOKOJI KIIMHUYECKOTO UCCIICAOBAHUS
JIEKapCTBEHHOIO Mpernapara

JUUIS. METUITUHCKOTO IPUMEHEHUA,
YTBEPKICHHOMY ITprKa3oM MUHHUCTEpCTBA
3apaBooxpanenusi Poccuiickoit denepannun
ot 17 ¢gespans 2025 r. N 751

Pexomenyemslil o0pasen

MuHuCTEpCTBO 3IpaBOOXPAHEHUS HaunmenoBanue u ajgpec
Poccuiickoit ®eneparun OpraHu3al|y B Mpeenax
MeCTa HaXOXKICHUs,
OCYIIECTBIISIOIIEN
OpraHU3alMIo IPOBEACHUS
noon 20 r.N KIIMHUYECKOT'O UCCJICAOBAHU A

JICKAPCTBCHHOT'O IIpCIlapaTa

JJIA MEAUITUHCKOTI'O

(1aTa BBIJAYM, HOMEP PELICHMS) npiMeHCHI <I>

Pemrenne 06 oTkasze BO BHECEHUN U3MCHEHUN B IMPOTOKOJ KIIMHUYCCKOI'O UCCIICAOBAHUA
JICKApPCTBCHHOTO IIpeIiapaTta JJIsI MCAUTTUHCKOI'O IPUMCHCHUSA

1. |MexnyHaponHoe HEIaTeHTOBAaHHOE, U
TPYNIIMPOBOYHOE, WIM XHMHYECKOE, WIM TOProBOE
HAaUMEHOBAaHME  JIEKAPCTBEHHOI'O  Ipernapara s
MEIULINHCKOTO IPUMEHEHHS

2. |WnentudukannoHHbIHA HOMEDP MPOTOKOJNA
KIIMHUYECKOTO HCCIIEI0BAHUS JIEKapCTBEHHOTO
npenapara i MEIUIIMHCKOTO TpUMEHEHus (janee -
MIPOTOKOJI KJIMHUYECKOTO UCCIIEI0BAHMUS)

3. |Haumenosanue MPOTOKOJIA KIMHAYECKOTO
HCCIIEIOBAHUSA

4. |Bepcus mpoTOKOJIa KIMHAYECKOTO UCCIIETIOBAHUS

5. | Jara npoTokosa KIMHUYECKOr0 UCCIEA0BaHUS
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Mpuka3 MuH3apasa Poccumn ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH

BHECEHUA U3ME...

6. |Jara BblgauM  paspelmieHUsT Ha  IPOBEACHHE

KIMHHUYECKOI'O HCCIICO0BaHUA JICKaApCTBCHHOI'O
npemnapara JJji1 MCAUIUHCKOIO NPUMCHCHH A

7. |Homep pa3pemieHHss Ha MPOBEACHUE KIMHUYECKOTO

HCCICa0BaHUA JICKApCTBEHHOI'O Inpcliapara JJIA
MCIUIIUHCKOI'0 MPUMCHCHUA

8. |IlpuuMHBI OTKa3a BO BHECEHUU U3MEHEHUH B IIPOTOKOJI

KIMHHUYECKOI'O UCCIICIOBaHUA

JomKHOCTD
YIOJIHOMOYEHHOTO JINLA
Munznpasa Poccun

[Toanucey ynoJIHOMOYEHHOTO
muna Munsapasa Poccun

damunus, ©UMs, OTICCTBO
(Ipu HATTMYHN)
YIIOJTHOMOYEHHOTO JIMLA
Munzapasa Poccun

(mara mogmucaHus)

<I> Yactp 3 cratbu 38 DenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpaieHuu

JIEKapCTBEHHBIX CPENICTB".

O BO3BMOXHOCTM

BakKJInueHue

[Ipunoxenne N 3

K MOPSIJIKY PACCMOTPEHUS COOOIIEHUS

0 HeOOXOANMOCTH BHECEHUS N3MEHEHUI

B MIPOTOKOJI KIIMHUYECKOTO UCCIIEOBaHUS
JIEKapCTBEHHOI'0 IIpernapaTa

JUISL MEAUIIUHCKOTO IPUMEHEHUS,
YTBEPKICHHOMY TIprKa3oM MHUHHUCTEpCTBA
3apaBooxpanenus Poccuiickorn denepannun
ot 17 ¢eBpans 2025 r. N 751

Pexomenyemslii oOpasen

(HEBO3MOXHOCTM) BHECEHMS M3MEHEHMUM B IPOTOKOJI
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MNpuka3 MuHsapasa Poccun ot 17.02.2025 N 75H
"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH
BHECEHWS U3ME...

KIIMHNYECKOI'O MCCJIEOOBAHMA JIEKAPCTBEHHOI'O IIpeliapaTa
OJid MeIVMIMHCKOI'O IIPVMMEHEHNMA

1. Obumme MHOJIOXEeHUS :

1.1. Homep coobmeHMss O HeODXOIMMOCTM BHECEHUS M3MEeHEHMUM B IPOTOKOJI
KJIMHUYECKOTO MCCJIeDOBaHUSI JIEKAPCTBEHHOTO npenapara IoJjsg MEIMLUMHCKOTO
IpUMeHeHMs (Iajlee COOTBETCTBEHHO - CoofumeHre, I[IPOTOKOJ, JIeKapCTBEHHHM
npenapar) ;

1.2 HOara coobumeHuns ;

1.3. MexOyHapOIHOE HENATEHTOBAHHOE, WIM I'PYHIIMPOBOUYHOE, MM XUMUUECKOE

HaVMeHOBaHME JIeKaPCTBEHHOT'O IpelapaTa ;

1.4. Toproeoe HaMMEHOBaHME JIeKAPCTBEHHOT'O IpelapaTa (IpM HaJludum) ;
1.5. JlekapcTBeHHasa ¢opMma ;
1.6. Jo3upoBKa ;
1.7. VneHTUOMKALMOHHEIM HOMEP IPOTOKOJIAa ;
1.8
1.9
1.1

. HammeHnoBaHMe IIPOTOKOJIa ;

. Bepcua nporokoia ;
0. IaTa npoTokoJia H

1.11. CeepmeHusa o0 oOpraHM3alLMM, OCYUWECTBJALIEN OpraHM3aluio NPOBeIeHMUS
KJIMHNYECKOI'O UCCJIeNOBaHMA JIeKapCTBEHHOTO IpenapaTa (Oajlee - 3asaBUTEJb)

(HaMMeHOBaHMEe, aIpec B MIpelejlax MeCTa HaxXOXIOeHUHS, OCHOBHOM T'OCYyHapCTBEHHBIM
PerMCTPaLMOHHBEY HOMEP SBasaBUTEJIA)

2. OKCHepTHas OlleHka OOOCHOBAHHOCTM INpenjiaraeMEXx COOONEeHMEeM M3MEeHEeHMM B
IPOTOKOJI " onpeneJyieHre CTeNeHu prcka OjA [NalMeHTOB MM 3OO0POBHX
OOOPOBOJIBLER, MNPMHMMAKIMX ydacTMe B KJIMHMUECKOM MCCJIeIOBaHMUM JIEKAPCTBEHHOTO
npenaparta (Jajlee COOTBETCTBEHHO - IalMeHT, 3IO0POBBI IODPOBOJIEL) :

2.1. OueHka comepxaHusa V3MEHEHUN B IIPOTOKOJI (nccienoBaHMAa
OMOBKBMBAJIEHTHOCTM M (MJIM) TepaleBTUYECKOM SKBMBAJIEHTHOCTM JIEKAPCTBEHHOTO
npernapara) Ha COOTBETCTBME 3aABJIAEMEM LeJiaM M 3ajadaM KJIMHNYEeCKOI'O
MCCJIegoBaHMA JIEKAPCTBEHHOTO IpenapaTta (MccjlemoBaHMA OMOBKBUBAJIEHTHOCTU U
(mam) TepaneBTUUYEeCKON SKBUBAJIEHTHOCTHU JIEKAPCTBEHHOTO npenapara) u
BO3MOXHOCTM IOOCTMXEHMS OXMIAEMBIX pPe3yJIbTaTOB C BOBJIEUYEHMEM B KIMHMYUECKOE
MCCJlefOBaHMe JIEKapCTBEHHOI'O IIpelapaTa MUHMMAJIbBHO BO3MOXHOI'O UYMCJIa [HalMeHTOB
MM 3OOPOBEIX HOOPOBOJILLIEB ;

2.2. OueHka OOOCHOBaHMA NPEenNojiaraeMorO PMCKa IO CPaBHEHMIO C OXMIaeMOU

IIOJIB30M OJIA HalMeHTOB ;
2.3. OueHka Mep 10 ofecHnedyeHMi0 KOHOMUIEHUMAJIBHOCTM ¥ 0e30IacHOCTHU
[IePCOHAJIbHEIX NAaHHEIX [NalLUMeHTOB WMJIM 3OOPOBEX HOOPOBOJILLEB ;
2.4. OueHKa OOCTATOYHOCTM M HOCTYINHOCTM IOJIs NOHMMAaHMA MHPOPMALMM O
KJIMHNYECKOM MCCJIeOBaHUM JIEKapCTBEHHOI'O IIpenapaTa, C Y4YeTOM BHOCHMMEIX
V3MEHEHUM, WM3JIOKEHHOM B MHOOPMALMOHHOM JIMCTKE I[IallMeHTa ;
2.5. OueHKa BIIMSHUSA Pe3yIbTaTOB KJIMHNYECKOT'O MCCJIeOOBaHMUA

JIEKapCTBEHHOT'O IIpellapaTa, C ydeTOM BHOCMMEIX VM3MEeHEHUM B IIPOTOKOJI,

3 KOTOPEBIX IIpenliojiaraeTCcda OCYyWeCTBUTH Ha60p IIallMEeHTOB

Ha Jiogen,

3. BHIBODE:

(BHBOHH O BO3MOXHOCTM WMJIM HEBO3MOXHOCTM BHECEHUS MIMEHEHUM B IIPOTOKOJI C
YKasaHMeM HaJlMdyd WIYM OTCYTCTBUMA PUMCKa IIPUUVMHEHMA Bpella 3400POBLIO IIallMeHTa,

BCJIEOCTBME VM3BMEHEHUA yCHOBMﬁ IIpoBeneHNMAa KIIMHMYEeCKOI'O MCCJIeIOBaHMA

JIEKaApPCTBEHHOTI'O npenapaTa)
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"O6 yTBEPXXAEHUM NOpsiAKa PacCMOTPEHNs COobLLeHUs 0 HEO6X0ANMOCTH

BHECEHUA U3ME...

JlomKHOCTD
YIIOJITHOMOYEHHOTO  JIHIIA
COBeTa 1O OTHKE WIH
(henepabHOTO
rOCyIapCTBEHHOTO

OIOJKETHOTO YUPEXKJICHMUS,
YKa3aHHOTO B cTaTbe 15
@enepanbHOro 3akoHa OT
12 ampens 2010 r. N 61-®3
"O6 oOpareHuy
JIEKapCTBEHHBIX CpesICTB"

[Toanuce
YHOOJHOMOYEHHOTO  JIMIA
COBeTa TIO OTHKE WIH
beneparbHOTO
TOCYAapCTBEHHOTO

OIO/IPKETHOTO yUPEXKICHUS,
YKa3aHHOTO B cTaThe 15
denepalbHOTO 3aKOHA OT)
12 ampens 2010 1. N|
61-®3 "OO6 obparmieHuy|
JIEKapCTBEHHBIX CPeICTB"

damMunus, UM, OTYECTBO
(pu HAJTUYHH )
YIOJHOMOYEHHOTO  JIMLA
COBeTa IO JTHUKE WIH
benepanbHOTO
rocy1apCTBEHHOIO
OIOJIKETHOTO yUpEkKIACHUS,
YKa3aHHOTO B cTathe 15
®enepanbHOrO0 3aKOHA OT)
12 ampens 2010 r. N
61-®3 "OO6 obpamieHuun
JIEKapCTBEHHBIX CPEACTB"

Jlata oQopmileHHsS 3aKJIIOYEHHUS O BO3MOXKHOCTH
(HEBO3MOXKHOCTH) BHECEHHS] U3MEHEHHI B MPOTOKOII
UCCIIEJIOBAHUS
mpernapata Jijisi MeIUIUHCKOTO IPUMEHEHUS

KIIMHUYCCKOI'O

JIEKapCTBEHHOT'O
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