[Tpuka3z MunuctepcTBa 3npaBooxpanenus Poccuiickoit ®enepanuu ot 17 despans 2025 r. N 751
"O6 yTBep:KIeHUU TIOPSAKA PACCMOTPEHUS COOOIIEHHSI O HEOOXOIMMOCTH BHECEHUS H3MEHEHUH B
MIPOTOKOJI KJIMHUYECKOT'O UCCASAOBAHMS JICKAPCTBEHHOTO Iperapara Juisi MEAUIIMHCKOTO IPUMEHEHUS "

B cootBercTBuu ¢ yacteio 5 ctatbu 40 @enepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-d3 "O6
oOpallleHnu JIEKAPCTBEHHBIX CcpeAcTB" M moAamyHKToM 5.2.174 mynkra 5 Ilonoxenus o MuHHcTepcTBe
3npaBooxpaHeHus Pocculickoir @Denepauuu, YTBEPKIECHHOIO IocTaHoOBiIeHUeM lIpaButenbcTBa
Poccuiickoii @enepauuu ot 19 utons 2012 r. N 608, npuka3zsiBaro:

1. YrtBepauTh mpuiaraemblii MOPSAOK PACCMOTPEHHs COOOLICHHS O HEOOXOAMMOCTH BHECEHUS
U3MEHEHHH B MPOTOKOJ KIMHUYECKOTO HCCIEIOBaHMS JIEKAPCTBEHHOTO Mperapara i MEIUIMHCKOTO
npuMeHeHus (anee - MopsIoK).

2. Ilpu3HaTh YTpaTUBIIMM CHJIy MpHUKa3 MUHHCTEPCTBA 3PaBOOXPAHEHHUS U COLHAIBLHOTO
pasButust Poccuiickoit ®enepanuu or 31 aBrycra 2010 r. N 775 "OO yTBepkIeHHM HOpPsIKaA
paccMOTpeHHs. COOOLIECHHSI O HEOOXOJUMOCTH BHECEHHMs H3MEHEHHH B IPOTOKOJ KIMHHUYECKOTO
UCCJICOBAaHMs JICKAPCTBEHHOT'O TIpernapara Jjisi MEAMUIUHCKOTO TNpHUMEHEeHus" (3aperncTpupoBaH
MunucrepctBoM roctunu Poccuiickort ®enepanuu 23 centsops 2010 r., peructpanuonnsiii N 18524).

3. [Nonoxenus noamyHkra 1 myHkra 2, noamyHkra "a" noamyHkra 1 u moamnyskTa "a" moamyHkra 2
nyHkTa 4, noanyHkra 1 myHkra 5 u noanyHkra 1 myHkra 6 mopsiika Bctynaiot B cuity ¢ 1 stuBapst 2026 .

4. TTono>xeHust MOAMYHKTA 2 MyHKTa 2, MoANyHKTa "0" monnmynkra 1 n noamysnkra "6" noamyHkra 2
NyHKTa 4, TOJMyHKTa 2 MyHKTa S ¥ MOJNYHKTa 2 MyHKTa 6 mopsiika aeictByior 1o 1 suBaps 2026 r.

Munuctp M.A. Mypamiko

3apeructpupoBano B Munrocte Poccun 26 mapta 2025 r.
Perucrpaunonnsiii N 81661



YrBepxaeH

npukazoMm MuHHCTEpCTBa
31PaBOOXPAHEHHSA
Poccuiickoit @exepannu

ot 17 peBpans 2025 r. N 75u

IHopsanok
paccMOTpeHus cO00IIeHNs 0 He00X0JMMOCTH BHECEHHUsI H3MEHEHHUI B IPOTOKOJ KJIMHHYECKOI0
HCCJIeI0BAHNS JIEKAPCTBEHHOI'0 NIpenapara sl MeJHUMHCKOr0 NIPpUMeHEeHUs

1. CooOmenue o He0OOXOAUMOCTH BHECEHHSI M3MEHEHHUH B IPOTOKOJI KIIMHMYECKOT'O MCCIEOBAHUS
JICKapCTBEHHOTO Mpernapara Uil MEAWIMHCKOrO NPHMEHEHHUs (hajee COOTBETCTBEHHO - COOOLICHHE,
MPOTOKOJ KJIMHUYECKOTO MCCIIEIOBAHUS, KIMHUYECKOE HCCIICIOBAHUE) PErUCTPUpYyETCcs B MUHHCTEPCTBE
3npaBooxpaHeHus Poccuiickoii denepanyu B TeYCHUE OJHOTO pabOYEro JHS CO JHS €ro NOCTYIUICHUS.

2. CooOmieHne HampaBisieTCs OpraHM3alyeld, OCYLIECTBISIONIEH OpraHU3alyio IMPOBEICHUS
KJIMHUYECKOTO HCCIEI0BaHUs, yKa3aHHOH B yacTu 3 craTh 38 DenepanbHOro 3akoHa ot 12 ampens
2010 r. N 61-®3 "OO6 oOpamieHHH JICKApCTBEHHBIX CPEACTB" (Hanee COOTBETCTBEHHO - 3asBUTEIIb,
®enepanbhbiii 3akoH N 61-D3), oHUM K3 CIIEIYIONUX CIIOCOOOB:

1) B nuuHbIi kabuHeT MuH3apaBa Poccuu B eiHO# rocy1apcTBEHHON HH(POPMAIIMOHHOM CUCTEME
B chepe 31paBooxXpaHenus (nanee - equHas cucrema)

2) Ha OyMa2)KHOM HOCHTEJIE TIOCPEICTBOM ITOYTOBON KOPPECIIOHICHITHH.

3. B coo0leHne BKIIOYAIOTCS CBEIEHMS, COCTaB KOTOPBIX ompeseideH B wactu 41 crateu 40
®enepanbhoro 3akona N 61-d3 (nanee - cBeieHus, coepIKaIIUEcss B COOOIICHHUH).

4. B cpok, HE MPEBBIMIAIONINIA ABAAIATH BOCBMH PabOUMX JHEH CO THS MOJYYCHHS COOOIICHMUS,
Munsnpas Poccunm paccMmarpuBaeT CcoOOILIeHHME, MPOBOAUT MPOBEPKY IOJHOTHI M JOCTOBEPHOCTHU
CBEJICHUH, COJEp KALIMXCS B COOOIIEHUH, MyTEeM CPaBHEHMS MPOTOKOJA KIMHUYECKOTO HCCIEIOBAaHUS C
M3MEHEHHUSIMU, BHOCUMBIMU B IIPOTOKOJI KITMHUYECKOTO MCCIIEIOBAHNUS, M IPHHUMAET OHO U3 CIIEITyIOIIUX
pELIECHUN:

1) o BHECeHUH U3MEHEHHI B MTPOTOKOJ KIMHUYECKOTO MCCIIEIOBAHMUS JICKAPCTBEHHOrO Ipernapara
U1 METUIIMHCKOTO IpUMeHeHHs (pekoMeHTyeMblii oOpa3er| npuBezeH B npuiokeHnd N 1 k HacTosmemy
HOPSIIKY):

a) odopmisiemoe B (dopMmMe DBIIEKTPOHHOTO JOKyMeHTa Ha Onanke Mun3apaBa Poccun wu
TO/NUCHIBAEMOE YCHJIEHHON KBaIM(HUIMPOBAHHON 3IEKTPOHHOH MOMMCHIO? YIOTHOMOYEHHOIO IHIA
Mun3apaBa Poccuu, i HanpaBJisieT yKa3aHHOE PEIICHUE B JIMYHBIA KaOMHET 3asBUTEINS B €JMHON CUCTEME;

0) oopmirsiemoe B MUCbMEHHOM GopMe Ha OyMakHOM HocuTele Ha Onanke Mun3znpasa Poccun u
MOJIMUCHIBAEMOE YIOJHOMOYEHHbIM JHIIOM MuH3npaBa Poccuu, W HampapisieT yKa3zaHHOE peleHHE
MOCPEICTBOM IOYTOBOM KOPPECTIOHICHIIMH 3asBUTEITIO.

2) 00 oTKa3e BO BHECCHUHM U3MEHEHHI B MPOTOKOJ KIMHUYECKOTO MCCIIETOBAHUS JIEKAPCTBEHHOTO
npenapara s MEIUIMHCKOTO NMpUMEHEeHus (nanee - penieHue o0 OTKa3e BO BHECCHUU HM3MEHEHUH B
npotokon) (pekoMmeHayeMblid oOpaser; mpuBeleH B mnpuiokeHun N 2 K HacTosIeMY MOPSIKY) C
yKa3aHWEM MPUYUH O0TKa3a:

a) odopmisieMoe B (OpMe 3JICKTPOHHOrO JOKyMeHTa Ha Omanke MunsapaBa Poccun u
MOJIMUCHIBAEMOE YCHJICHHON KBaIM(PUIMPOBAHHON 3JIEKTPOHHOW MOANUCHIO YIOJIHOMOYEHHOTO JIHIA
Mun3apaBa Poccuu, v HanpaBJisieT yKa3aHHOE PEIICHUE B JIMYHBIA KaOMHET 3asBUTEINS B €JMHON CUCTEME;

0) oopmirsieMmoe B MUCbMEHHOM GopMe Ha OyMakHOM HocuTele Ha Onanke Mun3zznpasa Poccun u
MOJIMUCHIBAEMOE YIOJHOMOYEHHBIM JHIIOM MuH3npaBa Poccuu, W HampaBisieT yKa3zaHHOE peleHHE
MOCPEICTBOM IOYTOBOM KOPPECTIOHICHIIMH 3asBUTEITIO.

5. IIpu paccMOTpeHHr COOOIIEHHUS B IENIIX OLIEHKH 00OCHOBAHHOCTH IMPEAIaraeMbiX U3MEHCHHUN 1
OTIpeJIeNIeHUs] CTENEHN PHUCKA JJIsl MAallMEeHTOB, MPUHUMAIOIIMX yYacTHe B KIIMHUYECKUX HMCCIEIOBAHUSX,



MunzapaBoM Poccun MOTYT MpHBIEKAThCS SKCIEPTHI COBETA MO 3TUKE U (MIJIM) DKCIEPTHI (eaeparbHOro
roCy/IapCTBEHHOT'0 OIO/DKETHOTO yUpEeKIEHUs, yKazaHHOTo B cTathe 15 denepanpHoro 3akoHa N 61-D3
(manee - SKCIIEPTHOE yupeskeHHe) °, TyTeM HampabieHus 3anpoca Munsapasa Poccuu (naiee - 3ampoc) ¢
MPUIIOKEHUEM COOOIICHHUS B CPOK, HE MPEBBIIIAIONINI TpeX paboumx JHEH co IHS MOIydYeHUs COOOIIEHUS,
OJTHUM U3 CJIEIYIOIINUX CIIOCOOO0B:

1) mytem pa3MerieHus B JIMYHOM KaOMHETE COBETA MO STHKE M (MJIM) SKCIIEPTHOTO YUPESKICHUS B
enuHOM cucteme. 3ampoc odopmisiercs B (hopMe 3IEKTPOHHOTO TOKYMEHTa Ha Onanke MwuH3IpaBa
Poccun u moanuceiBaeTCsl YCHUICHHON KBANU(DUIIMPOBAHHOMN 3JEKTPOHHONM MOANMCHIO YIIOJTHOMOYEHHOTO
nuna Munsapasa Poccun;

2) myTeM HalpaBJICHHS MOCPEJCTBOM IOYTOBOW KOPPECIOHICHIIMH B aIpec COBETa IO ITHKE H
(MIIH) DKCTIEPTHOTO YUPEKACHUs. 3arnpoc ohopmiIsieTcsi B MUCbMEHHOU (hopMe Ha OyMa)KHOM HOCHUTEJE Ha
onmanke Mun3apaBa Poccuu 1 moAmuchIBaeTCs YIOJTHOMOYSHHBIM JTMIIOM Mun3apasa Poccuwn.

6. Dxkcmepr coBera MO 3THKE W (WJIM) DKCIEPT SKCHEPTHOTO YUYPESKICHUS IPEICTABISIOT B
Munznpae Poccuu B CpoK, HE TpEBBINAIIMNA IBagaTH padouux [HEH CO JHS HamlpaBICHUS
MunzapaBom Poccum B azpec coBera mo 3TUKe H (WJIM) SKCIEPTHOTO YUYPESKACHHUS 3ampoca ¢
OpuiIaraeéMbiM K HEMy COOOIIEHHEM, 3aKIIOYCHHE O BO3MOXKHOCTH (HEBO3MOXXHOCTH) BHECCHUS
U3MEHEHUH B IPOTOKOJ KIMHUYECKOIO MCCIIENO0BAaHUSA JIEKAPCTBEHHOI'O IpernapaTa Uil MEIULMHCKOrO
npuMeHeHus (nanee - 3akiroueHue) (pekoMeHIyemblii oOpaser; mnpuBeneH B npwiokennn N 3 k
HACTOSALIEMY MOPSIIKY):

1) myrem pa3menicHus B TMyHOM KaOuHere Mun3npasa Poccuu B einHO# cucTeme, opopMiIeHHOE
B (opMe 3JIEKTPOHHOT'O JOKYMEHTa W IMOJAINMCAHHOE YCHUJICHHOW KBaTU(HUUIMPOBAHHOM 3JIEKTPOHHOM
MOJIHUCHIO YIIOJHOMOYEHHOT'O JILIA COBETA 10 3TUKE WX SKCIIEPTHOIO YUPEKACHHUS,

2) myTeM HarpaBlIeHHs MMOCPEICTBOM IMOYTOBOW KOPPECTIOHICHIH B anpec Mun3apasa Poccun,
oopmieHHOE B TMCbMEHHOU (opMe Ha OyMa)KHOM HOCHTENE M MOJNMCAHHOE YIOJHOMOYEHHBIM JHIIOM
COBETA I10 3TUKE WM SKCIIEPTHOIO YUPEKICHUS.

7. OcHoBanusiMH JUig TpuHATHS Mun3apaBom Poccun pemiennss o0 OTKase BO BHECEHHUH
MU3MEHEHUH B IIPOTOKOJI SIBJISIFOTCSI:

1) nmpencrasiieHre HE B TIOJIHOM 00bEME CBEIICHUH, COJIEPIKAIINXCS B COOOIICHNUHY;

2) BBISBJICHHE HEIOCTOBEPHOCTH CBEIICHHIA, COJCPIKAIIMXCS B COOOIICHUH;

3) 000CHOBaHHBIC BBIBOJIBI AKCIIEPTA COBETA MO ATHKE U (MJIH) IKCIEPTa KCIEPTHOTO YUPEIKACHHS
O HEBO3MOXXHOCTH BHECEHHUS M3MEHEHMH B IPOTOKOJ KIMHUYECKOI'O MCCIEAOBAaHUS, YKa3aHHbIE B
3aKJIIOUEHUHU.

! Crarps 91.1 ®enepanshoro 3akonHa ot 21 HosOps 2011 r. N 323-®3 "O6 ocHOBax OXpaHbI 3/0POBbS IPAXKIAH B
Poccuiickoii @eneparm’™.

2 Cratbs 5 ®enepanbnoro 3akona ot 6 anpens 2011 r. N 63-®3 "006 >51eKTpoHHO# moanucH".

¥ Yacrs 5 cratbu 40 ®enepanbroro 3akona N 61-D3.

Ipuioxenne N 1

K TIOPSJIKY PacCMOTPEHMs COOOIIeHUs 0
He00X0IMMOCTH BHeCeHUsI N3MEeHeHUIl B
MPOTOKOJI KJIMHUYECKOr0 UCC/IeI0BAHMSA
JIEKAPCTBEHHOI0 Mpenapara s
MEIMIUHCKOr0 IPUMeHeHusl,
YTBepPAKIEHHOMY IIPUKa30M
MuHucTepcTBa 3ApaBOOXPaHEHHA
Poccuiickoit @exepannu

ot 17 peBpansa 2025 r. N 75u



MuHHUCTEPCTBO 3paBOOXPAHEHUS
Pocculickon Penepanuun

20 r.N__

(maTa BBIIaYH, HOMEP PEIICHHMS)

Pexomennyembliii o0pa3sen

HanmenoBanue u agpec
OopraHu3alluu B peaciax
MECTa HAaXOXICHMUS,
OCYILECTBIISIOIIEN
OopraHu3aluio NpoOBCACHUA
KIIMHUYCCKOI'O UCCIICAOBAHUA
JIEKapCTBEHHOTO Ipenapara
JJI1 MCUITUHCKOI'O

IMPUMCHCHUSA !

PemieHne 0 BHeCEHHUH H3MEHEHHH B IMPOTOKOJ KIMHUYECKOI0 HCCTCTOBAHUSA JTEKAPCTBCHHOI' 0

npemaparta AJd MEAUMIUHCKOI0 IPUMEHECHUSA

MexnyHapoaHOe HENATEHTOBAHHOE, WIH IPYIIIMPOBOYHOE,
WIM  XMMHMYECKOE, WIM  TOProBO€  HAaUMEHOBAaHUE
JIEKapCTBEHHOI'O npenapara JUIS MEJULUHCKOT O
IIPUMEHEHHUS

W nenTuduKaMoHHBIE HOMEp MPOTOKOJAa KIMHUYECKOTO
HCCIIE0OBAHUS JIEKapCTBEHHOI'O npenapara JUTS
MEIUIIMHCKOTO  NpUMEHeHHus  (mamee -  TPOTOKOIM
KJIMHUYECKOTO MCCIICIOBaHMs)

HaumenoBaHue IMPOTOKOJIa KIMHHUYCCKOI'O UCCIICAOBAHUA

Bepcml IMPOTOKOJIA KIIMHUYCCKOI'0O UCCIICAOBAHU A

I[aTa IMPOTOKOJId KIIMHUYCCKOI'0 UCCICAOBAHUA

o g~ W

Jlata BbIAAYM paspelieHuss Ha IPOBEACHHUE KIMHUYECKOIO
HCCIIE0BAHUS JIEKapCTBEHHOI'O npenapara JUTS
MEIMLIHUHCKOTO IPUMEHEHUs

Homep paspemieHuss Ha NpPOBEACHHE KIMHHUYECKOTO
HCCIIEJOBAHMS JIEKapCTBEHHOI'O npenapara Uit
MEJUIIMHCKOTO PUMEHEHUS

JIOJ>KHOCTB YIIOJITHOMOYEHHOTO [Monnucs
muua Munsapasa Poccun YIIOJIHOMOYEHHOI0 JIULIA

Mun3znpasa Poccun

(maTa moamUcaHusn)

daMuus, UMsl, OTYECTBO
(pu HATTUYUK)
YIIOJTHOMOYEHHOT'O JIMLA
Munsgpasa Poccun

1 Yacre 3 crateu 38 @enepanbHoro 3akona ot 12 anpens 2010 r. N 61-03 "O6 o6palieHuy JeKapcTBEHHBIX CPEICTB".

Ipuioxenne N 2

K [IOPAJIKY PACCMOTPEHHS COOOIeHHS 0
He00X0IMMOCTH BHeCeHUsI N3MEeHeHUIl B
NPOTOKOJI KJIMHUYECKOr0 HCC/IeI0BAHMA




MuHHUCTEPCTBO 3paBOOXPAHEHUS
Pocculickon Penepanuu

20 r.N__

(maTa BBIIaYH, HOMEp PEIICHHS)

JIEKAPCTBEHHOI'0 Npenapara s
MEeIUIUHCKOI0 NPUMEeHEeHM,
YTBEpP:KICHHOMY [IPUKa30M
MuHucTEepCcTBa 31paBOOXPAHEHHSA
Poccuiickoit @exepannu

ot 17 dpeBpans 2025 r. N 75u

Pexomennyembliii o06pa3sen

HaunmenoBanue u agpec
OopraHu3alivu B mpeaciax
MECTa HAXOXICHMUS,
OCYILECTBIISIOIIEN
OopraHu3aluio NpoBCACHUA
KIIMHUYCCKOI'O UCCIICAOBAaHUA
JIEKapCTBEHHOT O Ipenapara
JJI1 MCIUITUHCKOI'O

IMPHUMCHCHUSA !

Pemenue 00 0TKka3e BO BHeCEHHMH H3MEHEHHUH B MPOTOKOJI KIHHHYECKOro UCCJIe10BaHUA

JIEKAPCTBEHHOT 0 Mpenmapara IJd MEAUIHHCKOIro IpUMEHECHU A

MexnyHapoaHOe HENMATEHTOBAHHOE, WIH IPYIIIMPOBOYHOE,
WIM  XMMHMYECKOE, WIM  TOProBO€  HAaUMEHOBAaHUE
JIEKApCTBEHHOI'O npenapara JUIS MEJULUHCKOT O
IIPUMEHEHHUS

W nenTuduKaMoHHBIE HOMEp MPOTOKOJAa KIMHUYECKOTO
HCCIIE0BAHUS JIEKapCTBEHHOI'O npenapara JUTS
MEIUIIMHCKOTO  NpUMEHeHHus  (mamee -  IPOTOKOJM
KJIMHUYECKOTO MCCIICIOBaHMs)

HaumenoBanue IMPOTOKOJIAa KIMHUYCCKOTI'O UCCIICAOBAHNUA

Bepcml IMPOTOKOJIA KIIMHUYCCKOI'O UCCICAOBAHUA

I[aTa IMPOTOKOJIA KIIMHUYCCKOI'0 UCCIICAOBAHUA

o g |w

Jlata BbIAA4M paspelieHuss Ha IPOBENCHHUE KIMHUYECKOIO
HCCIIEI0BAHUS JIEKapCTBEHHOI'O nmpenapara JUTS
MEJUMLIHUHCKOTO IPUMEHEHUS

Homep paspemieHuss Ha NOpPOBEACHHE KIMHMUYECKOTO
UCCIIEJOBAHMSI JIEKapCTBEHHOI'O npenapara ISt
MEJUIIMHCKOTO MPUMEHEHUS

[IprunHBl OTKa3a BO BHECEHUMM HW3MEHEHHU B IPOTOKOJ
KJIIMHUYECKOT'O UCCIET0OBaHUS

JIOJ>KHOCTB YIIOJITHOMOYEHHOTO IToamuce
muua Munsapasa Poccun YIIOJIHOMOYEHHOI0 JIULIA

Mun3zapasa Poccun

(maTa momUcaHusn)

damunms, UMsl, OTYSCTBO
(pu HATTUYWK)
YIIOJTHOMOYEHHOT'O JIMLA
Mun3znpasa Poccun




1 Yacre 3 crateu 38 DenepanbHoro 3akona ot 12 anpens 2010 r. N 61-03 "O6 o6palieHuy JeKapCTBEHHBIX CPEICTB'".

Ipuioxenne N 3

K [IOPSAJIKY PACCMOTPEHHS COOOLeHHS 0
He00X0IMMOCTH BHeCeHUs] N3MEeHeHHUIl B
NPOTOKOJI KJIMHHYECKOT0 HCCJIeI0BAHMA
JIEKAPpCTBEHHOI0 Mpenapara JJis
MEeIMIUHCKOr0 IPUMeHeHusl,
YTBepPAKIEHHOMY IIPUKAa30M
MuHucTepcTBa 3APaBOOXPaHEHHA
Poccuiickoit @exepannu

ot 17 ¢peBpans 2025 r. N 75u

Pexomennyembliii o0pa3sen

3akavyeHne 0 BO3MOKHOCTH (HeB03M0)KHOCTI/I) BHECEeHHsI H3MEHEHUH B IMPOTOKOJ KIUHUIECCKOI0
HUCCJICTOBAHUA JEKAPCTBCHHOI'O Mpenapara aAJjsi MEAUIUHCKOIo NIpUMEHCHUSA

1. O0mue noa0KeHHUS:
1.1. Homep cooOmieHuss 0 HEOOXOJUMOCTH BHECEHUS M3MEHEHHMH B TMPOTOKON KIMHUYECKOTO
UCCIIeJOBaHMsI JICKAPCTBEHHOTO Mpernapara Uil MEIUIIMHCKOTO MPUMEHEHHs (Jajee COOTBETCTBEHHO -
COOOIIIEHHE, POTOKOJI, JIEKAPCTBEHHBIH Npernapar)

1.2 Jlata cooOuieHus ;

1.3. MexayHapoqHOe HEeMaTEHTOBAHHOE, WM TPYIIUPOBOYHOE, I XMMHUYECKOEe HAaUMEHOBAaHUE
JIEKapCTBEHHOT'O MIpernapara :

1.4. ToproBoe HaMMEHOBaHUE JICKAPCTBEHHOTO Tpenapara (Ipu HaIHunH) X

1.5. JlekapcTtBeHHas Gpopma ;

1.6. Jo3upoBka X

1.7. UnenTuduKaimoHHBIN HOMEP MPOTOKOJIA ;

1.8. HaumeHnoBaHwue mpoTokosia ;

1.9. Bepcus npotokoina ;

1.10. Tata mpoTokomna X

1.11. Cgenenust 00 opraHu3alvd, OCYIIECTBISIOMICH OPraHU3ALUI0 MPOBEICHUS KIMHUYECKOTO
UCCIICIOBaHMsI JICKAPCTBEHHOTO Mpenaparta (fajnee - 3assBUTEIIb)

(HauMeHOBaHUe, aJIpec B Mpe/IesiaX MeCTa HaXOXKICHHUS, OCHOBHOM roCy/1apCTBEHHbBIN
PETUCTPAIMOHHBIA HOMED 3asBUTEIIS)

2. DKcrnepTHas OLeHKa 00OCHOBAHHOCTHU IpeIIaraéMbIX COOOIEHHEM M3MEHEHHUH B MPOTOKOJ H
OTIPENICJICHUE CTCTICHU PUCKA IS MAlMCHTOB WJIA 370POBBIX JOOPOBOJIBIICB, MPUHUMAOIINX Y4acTHE B
KJIMHUYECKOM HCCIICIOBAHUY JICKAPCTBEHHOTO TIpernapara (ajiee COOTBETCTBEHHO - MAIMEHT, 370POBBIi
100poBoIeI):

2.1. OueHka conuepkaHusi U3MEHCHUH B MPOTOKON (MCCIIEOBaHUS OMO3KBUBAICHTHOCTH ¥ (HJIH)
TEpaneBTUUCCKONW IKBUBAJICHTHOCTH JICKAPCTBEHHOTO TpenapaTta) Ha COOTBETCTBUE 3asBIISICMbBIM LICIISIM U
3ajjauaM KIIMHUYECKOTO MCCIICAOBAHUS JICKAPCTBEHHOTO Tpernapara (KUcciaeqoBanus OMO3KBUBAIICHTHOCTH
U (Win) TepaneBTUUCCKOW 3KBUBAJICHTHOCTH JICKAPCTBEHHOI'O Mperapara) U BO3MOXKHOCTH JOCTHKCHUS



OXXHMJIAEMBIX PE3yJbTaTOB C BOBJICYCHHUEM B KIMHHYECKOE HCCIICAOBAHUE JICKAPCTBEHHOIO IIperapara
MHUHHAMAJILHO BO3MOXKHOT'O quca NalMeHTOB WIIN 3JI0POBBIX JOOPOBOJIBIICB

2.2. Onenka 000OCHOBaHMSI MPEINOIAraeMOr0 pUCKa MO0 CPABHEHUIO C oncnz[aeMon HOJIB30M J1TIst
NalMeHTOB ;

2.3. Onenka mMep 1o o0ecrneueHn o KOH(DUICHITUATLHOCTH U 6630HaCHOCTI/I MEPCOHATBHBIX IAHHBIX
NalWEHTOB WIH 30POBBIX JOOPOBOJIBLICB ;

2.4. OueHka JOCTaTOYHOCTH W JOCTYIHOCTH Uil TOHMMAaHUS HMH(POPMAIMH O KIMHHYECKOM
UCCJICIOBAaHUM JICKAPCTBEHHOTO TIperapara, C YYeTOM BHOCHUMBIX H3MEHEHUH, W3JI0KEHHOH B
UH()OPMAIIMOHHOM JIUCTKE MalueHTa ,

2.5. OueHka BIMSHHS PE3yJbTaTOB KIMHHYECKOTO MCCICIOBAHMS JICKAPCTBEHHOIO IIperapara, C
y4eTOM BHOCHMBIX U3MEHEHHIA B IIPOTOKOJI, HA JIFO/ICH, U3 KOTOPBIX MPEIIOIaraeTcsi OCylIIeCTBUTh HAOop
NalMeHTOB

3. BeIBOJEL:

(BBIBO,Z[BI 0 BO3MOXHOCTH MY HEBO3MOKHOCTH BHECEHHS U3MCHCHUI B MIPOTOKOJI C YKA3aHUCM
HaJINYWA UKW OTCYTCTBUA pUCKA IPUYUHCHUA BPCJa 3J0POBbIO MAITUCHTA, BCJICACTBUC NU3MCHCHUA
yCJIOBPIfI MPOBCACHU KIIMHUYICCKOTO UCCICIOBAHUSA JICKAPCTBCHHOT'O HpenapaTa)

JIOJDKHOCTB  yIIOJIHOMOYEHHOI'O ITonmuce Qamunus, UM, OTYECTBO
JHUIa COBETa IO JTUKE WIH YIIOJTHOMOYEHHOTO  JIMIA (mpu HaJTN4UH)
benepanbHOTrO COBETa M0 OTHKE WIH YTIOJIHOMOYEHHOT'O JMna
rOCyJJapCTBEHHOT O benepaabHOrO coBeTa IO  JITHKE  WIH
010/DKETHOTO YUpEKACHUS, rOCyJJapCTBEHHOT O benepanabHOTO
yKazaHHOro B  cratbe 15 OX0/DKETHOT'O rOCyJJapCTBEHHOT O
®enepanbHOro 3akoHa oTr 12 YUPEKACHUS, yKa3aHHOTO OIO[UKETHOTO  YUPEeXKJICHMS,
anpens 2010 r. N 61-®3 "O6 B CTaTbe 15 yKazaHHOro B cratbe 15
oOpalleHuu  JIEKapCTBEHHBIX denepanbHOTO 3aKOHA OT denepanbHOro 3akoHa ot 12
cpeacts” 12 ampens 2010 . anpensa 2010 r. N 61-®3 "O06
N 61-®3 "O06 obpaieHnn oOpallleHun JIEeKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB" cpeacts”

Jlatra odopmiieHUsI 3aKIIOUEHHUS O

BO3MOXHOCTHU (HEBO3MOXKHOCTH)
BHECCHHMSI HM3MCHCHUH B TMPOTOKOJ
KIIMHHYECKOT'O UCCIICTIOBAHUS

JEKapCTBEHHOr0  Ipemapara  Juis
MEANULUHCKOTO IPUMEHEHHUS R 20__r.



