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O6 yTBep:KIeHHH NOPSIAKA PACCMOTPEHHs cO00MEeHHs 0 HeOOXOAMMOCTH BHECEHHS
H3MeHeHMil B MPOTOKOJ KJIMHHYECKOro HecIeI0BAHHS JIEKAPCTBEHHOIO Npenapara
JIJIl MeTHIIMHCKGIO NPHMeHEeHHUs

B coorBercTBUM ¢ 4YacTthio 5 cratek 40 denepanpHOro 3akoHa or 12 ampens
2010 r. Ne 61-d3 «O6 obpaineHuu JeKapCTBEHHBIX CpecTB» W noamyHkToMm 5.2.174
pyukra 5 Tlonoxenuss o Munucrepcrse sapasooxpanenus Poccuiickoit Peneparnuy,
yTBepxKeHHoro nocraHoBieHueM [lpaBurensctBa Poccuiickoit ®enepanun oT 19 urons
2002 r. Ne 608, npUKa3biBalO:

1. YTBEPAUTH MpUIaraeMbli TIOPSIIOK paccrOTpeHus COOOIIISHUS
0 HeoGXOAMMOCTH BHECEHMS H3MEHEHHH B8 MPOTOKON KIHHWYECKOTO HCCIeJOBAHNUA
NIeKapCTBEHHOTO Mperapara /14 MeAWIIMHCKOTro MIPUMEHEHHMs (fanee — NOpPsIoK).

2. Ilpu3HaTe yTpaTUBIUMM culy MpuKa3 MUHUCTEPCTBA 3[4PaBOOXPAHCHMS
u coumansHoro passurusi Poccuiickoil ®etepaumu ot 3t asrycra 2010 r. Ne 775u
«O6 yTBepK/EHHH TOPSAAKa PACCMOTPEHHS COOOIIEHHS © HEOOXCAUMOCTH BHECEHUS
¥3MEHEHHH B OPOTOKOJ KIMHHYECKOTO MCCIENOBaHHUs JIEKApCTBEHHOIO Mpenaparta Ui
MEIUIUHCKOrO MPUMEHEHNAY (3aperucTpUpCcRal MMHNCTEPCTBOM IOCTHUMU Poccuiickoi
denepaunu 23 centsaOpst 2010 1., perucTpanyoHHbi Ne 18524).

3. [lonoxeHust NOANYHKTa | TVHKTa 2, NOANDYHKTa «a» IoMnyHKra |
¥ NOANYHKTA «a» MOANYHKTa 2 TyHKTa 4, NOJIIyHKTa | myHkra 5 u noanynkra 1 nyHkra 6
[Opsiika BCTYNaroT B cuity ¢ | suBaps 2026 1.

4. [TonoxeHus: TNOjNyHKTa 2 MYHKTZ 2, MOAIMYHKTa «O» mominyHKra |
Y MOAIMYHKTA «O» NOANYHKTa 2 IyHKTa 4, MO)IYHKTa 2 IyHKTa 5 U MOANYHKTa 2 MyHKTa 6
nopsaaka aeicTByror a0 1 susaps 2026 r.

Munuctp M.A. Mypawxko




YTBepxkaeH
Ip¥Ka3oM MHHHCTEPCTBA 30PaBOOXPaHEHMS
Poccuiigkoit enepanun

oT «‘/%> & Iaﬂ(,,{(/ 2025T. Ne /fyfb/

Hopsagok paccMoTpeHHs COOOIIEHUSsT
0 HeOOXOAMMOCTH BHECCHMS] H3MEHEHHH B NPOTOKOJI KJHHNYECKOr0 HCC/IeJ0BAHNS
JIEKAPCTBEHHOTI'0 Npenapara JJist MEAHIHHCKOT0 NPUMEeHEeHHS

1. CooO1ieHne 0 HEOOXOIMMOCTH BHECCHUSI H3MEHEHHH B IIPOTOKOJN KIHHHIECKOTO
UCCIENOBaHMsl JIEKAPCTBEHHOIO Mpenapara [Uii MEIUIIMHCKOTO IpHMeHeHHus (pmanee
COOTBETCTBEHHO — COOOILIEHHE, MPOTOKON KIMHHYECKOTO HCCIIENOBAHUA, KIMHHYECKOE
HCCIIEIOBAHUE) PETHCTpUpyeTcs B MHHHCTEPCTBE 3ApaBOOXpaHeHMs Poccmiickoit
®enepalyu B TEYEHHE OAHOTO pabouero MHs CO JHS €ro NOCTYIICHHL.

2. CooOmeHue HampaBisieTCss OpraHU3aLHel, OCYIIECTBISAIOMEH OpPraHU3aIHIIO
NPOBEJICHUS KIIMHUYECKOI0 HCCIIeI0BaHMUs, YKa3aHHO! B 9acTh 3 ctaTbu 38 MeepaibHoro
3akoHa ot 12 ampesst 2010 1. Ne 61-®D3 «O6 obpariieHuH JTeKapCTBEHHEIX CPEACTBY» (falee
COOTBETCTBEHHO — 3asBUTeNb, PenepansHbiii 3akoH Ne 61-D3), ogHUM U3 ClIeayrOIMX
CIIOCO0OB:

1) B nuunblii kabuner Mumsapasa Poccum B eauHO#M rOCyJapCTBEHHOM
MHPOPMALMOHHOM cHcTeMe B chepe 3paBoOXpaHeHHs (Jlajlee — eMHAs cucTeMa)';

2) na OyMaXXHOM HOCHTEJE IIOCPEICTBOM II0YTOBOM KOPPECHOH ICHIIIH.

3. B coo0menne BKIIOYAIOTCS CBEIEHMS, COCTAB KOTOPBIX ONMpejelieH B yacTu 4!
cratbi 40 @enmepanbHoro 3akoHa Ne 61-O3 (mamee — cBemenms, copepkaiiuecs B
COOOIIIeHHH ).

4. B cpok, He NpeBBIIArOMUiA ABaAIATH BOCBMY PabOYHX JHEH CO AHS MONYYESHHS
coobumenus, Munsapas Poccuu paccMatpuBaeT cooGLIeHHE, TPOBOIUT IIPOBEPKY MOTHOTHI
H IOCTOBEPHOCTH CBEIICHUH, COJEPIKAIIUXCS B COOOIIEHUH, ITyTeM CpaBHEHHs IIPOTOKOJIA
KIMHUYECKOTO HCCIICIOBAaHMS ¢ U3MEHEHMSAMHU, BHOCUMBIMH B TIPOTOKOJ KIMHUYECKOTO
UCCJICIOBAHUS, ¥ IPUHUMAET OJHO U3 CIENYIOMUX PEIICHMIA:

1) o BHeceHMH W3MCHEHHH B MPOTOKOJA KIMHHYECKOTO MCCIIEHOBAHMS
JIEKapCTBEHHOTO IIpenapara il MeAULIUHCKOro IpUMEHEeHUs (pPeKOMeHIyeMblil o0paselr
IpUBeJieH B NpuioskeHuy Ne 1 Kk HacTosIeMy HOpSAKY ):

a) ogopmisemoe B hopMe SeKTPOHHOr0 JOKyMeHTa Ha Gnanke Munsapasa Poccun
U TOANKCHIBAEMOE YCHJIIEHHOM KBAJUGUIMPOBAHHOM  3JEKTPOHHOM  HOJIHUCHIO?
YIOJTHOMOYeHHOT 0 Jiiita Munsapasa Poccuu, 1 HanpaBsiiseT yka3aHHOE peLeHHe B INIHbINA
KaOWHET 3asiBUTENS B €IUHOM CUCTEME;

0) odopmisieMoe B MUCEMeHHON (GopMe Ha OyMa)KHOM HOCHTENe Ha OJIaHKe
Munznpasa Poccum ¥ IoANMCEIBaEMOE YIIOMHOMOUYEHHBIM JHMIIOM Munsapasa Poccun,
Y HalpaBJIAeT yKa3aHHOE PEIeHNE ITOCPEACTBOM ITIOUYTOBOM KOPPECTIOHACHIINH 3asIBUTEIIIO.

'Crates 91.1 ®enepanbHoro 3akona ot 21 HoaA6ps 2011 1. Ne 323-D3 «O6 ocHOBax OXpaHbl 3A0POBbA TPaXAaH B Poccuiickoit
Depepauuny.
2 Cratbst 5 ®enepalbHOro 3aK0Ha OT 6 anpena 2011 r. Ne 63-@3 «O6 ONEKTPOHHON NOAIMCHY.



2) 00 oTka3e BO BHECCHHH W3MEHEHHM B IPOTOKOJN KIMHUYIECKOTO HCCIIEI0BAHMS
JIEKapCTBEHHOTO Mpernapara st MEAHIHHCKOTO IPUMEHEHHsI (Jlajiee — pellieHue 00 0TKase
BO BHECCHHHU H3MEHEHHUH B IPOTOKOJT) (PEKOMEHAyeMbIi 00pasell MpUBeAEH B IPHIIOKECHUH
Ne 2 k HacTosAmIEMY NIOPSIAKY) C YKa3aHUEM MIPUYUH OTKA3a:

a) oQopmisemMoe B popMe IMEKTPOHHOTO JOKyMEHTa Ha Oanke MuH3apasa Poccun
M IOANMCHIBAEMOE  YCHICHHOM  KBAIM(QHIUPOBAHHOW  INEKTPOHHOM  IOAMHUCHIO
YIIOTHOMOYEHHOTO una MuH3apasa Poccun, v HanpasiseT yka3aHHOE PEIeHHE B IHYHBII
KaOHMHET 3asiBUTENIS B €MHOMN CUCTEME;

6) odopmasemoe B MUCbMEHHOW (opMe Ha OyMaKHOM HOCUTENE Ha OIaHKE
Munspaa Poccun u moanuceiBaeMoe yIONHOMOYEHHBIM JTULOM Munsapasa Poccun,
1 HaIIpaBjIAET YKa3aHHOE PEIICHUE TIOCPEICTBOM MOYTOBOH KOPPECTIOHICHIIUH 3asIBUTEITIO.

5. IIpu paccMOTpeHnH COOOMIEHHUS B LIeTSIX OLEHKH 060CHOBAHHOCTH NPEIAraeMbIX
M3MEHECHHH M OIpE/eNIeHus. CTETNCHH PHCKAa [7If IMALMEHTOB, NPUHUMAIOLIHX YdaCTHe
B KIMHHYECKHX MCCICAOBaHUAX, MuH3apasoM Poccun Moryr mpuBnekaTbesi SKCTEpThI
COBETa IO 3THKE M (WIM) DKCIEPTHl (heJepaJbHOTO TOCYAAPCTBEHHOIO GHOIKETHOIO
YUPCKIACHHA, YyKasaHHOro B cratbe 15 @DenepanbHoro 3akoHa Ne 61-03
(mamee — SKCNEPTHOE yUpexJIeHHe)’, MyTeM HanpaBAeHHs 3alpoca Munsgpasa Poccun
(manee — 3anpoc) ¢ MPUIOKEHUEM COOOILIEHHs B CPOK, HE TPEBBIIAIOIIHI Tpex pabouux
AHEH CO JIHA NOJTy4eHHs! COOOLICHHUSI, OHUM M3 CIEAYIOIIMX CIOCOGOB:

1) myrem pa3MmelieHus: B THYHOM KaOHHETE COBETA MO STHKE U (MH) DKCIEPTHOTO
YUPEXIEHHs B €AUHOI cucteme. 3anpoc ohopmisercs: B (opMe FIIeKTPOHHOTO JTOKYMEHTA
Ha Omanke MuHsgpaBa PoccHM M MOINMMCHIBAETCS YCUICHHO KBaTH()ULIUPOBAHHOM
IEKTPOHHOH TIOAMHUCHIO YIIONTHOMOYEHHOTO0 Jtniia Munsapasa Poccuy;

2) TyTeM HampapJieHHs TIOCPEICTBOM IIOYTOBOM KOPPECIOHACHIIMH B aAPEC COBETa
10 3THKE H (M) OKCIIEPTHOTO YUPEKICHHUS. 3a1poc opOpPMIIAETCS B MHCHMEHHOM (bopme
Ha OyMaKHOM HOCHTene Ha OnaHke MuH3gpaBa PoccuM M MOAMHCHIBAETCS
YOOJHOMOYEHHBIM TUNOM MuH3apasa Poccun.

6. Okcmepr coBeTa MO OTMKE M (WIM) OKCIEPT SKCIEPTHOrO YYPEXKICHHS
IPEACTaBAAIT B Mun3apas Poccuu B cpox, He IpeBbIIAIOMKI qBaANATH pabounx AHEl
CO N HanpasieHus MuH3apaBom Poccnu B anpec coBera 1o 3THKE U (WJIH) SKCIIEPTHOTO
YIPEXKACHUS 3aMpOoca ¢ MPUIAraeMbIM K HEMY COOOILIEHUEM, 3aKII0YEHHE O BO3MOKHOCTH
(HEBOSMOXKHOCTH) BHECCHMS] HM3MEHEHMIl B IIPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHHS
JIEKapCTBEHHOTO Mpenapara Ul MEAWUMHCKOrO NpPUMEHEHHUsS (Hajiee — 3aKIodeHHe)
(pexoMeHIyeMbli 00pasel MpUBeIeH B mpriIokeHnd Ne 3 Kk HacToseMy MOPSIIKY):

1) myrem pasmemenus B uyHOM KabuneTe Mun3apasa Poccuu B euHOl cucTeme,
opopmiienHoe B (OpME DIEKTPOHHOTO [OKYMEHTA M [OAIMCAHHOE yCUJICHHOH
KBTM(UIMPOBAHHOH JIEKTPOHHON TOAMMCHIO YIIOMTHOMOUYEHHOTO JIMIA COBETa IO YTHKE
HIIM OKCIIEPTHOTO YUPEXKICHHUS;

2) nyTeM HanpaBleHHA IIOCPEACTBOM IOYTOBOH KOPPECHOHICHIMH B aapec
Munsapasa Poccun, odopmieHHoe B muChbMeHHOH (opme Ha OyMa)KHOM HOCHTEJIE
H NOATHCAHHOE YNOJHOMOYEHHBIM JIUIIOM COBETA 110 3TUKE HIIH DKCIIEPTHOTO YUPEK JCHHS.

7. OCHOBaHWAMHM JUIs NPUHATHA MunsapaBoM PoccHH pelueHuss 06 OTkasze BO
BHECEHHUH U3MEHEHU B MPOTOKOJ SIBISAIOTCS:

3 Yacrs 5 crathu 40 denepanbroro 3akona Ne 61-B3.




1) npencrasneHue He B IOJHOM 00BEMe CBENEHMIA, COIEPHKAMXCS B COOBIIECHUH;

2) BBISBICHHE HEJOCTOBEPHOCTH CBEIEHHI, COAEPKAIUXCA B COOOIICHUH;

3) 00OCHOBaHHBIE BBIBOABI OKCIIEPTA COBETA MO OTHKE U (unu) oKcmepra
DKCNEPTHOTO  YYPEKIACHHUS] O HEBO3MOXHOCTH BHECEHHS M3MEHEHMH B MPOTOKON
KITMHHYECKOT'0 UCCIIEI0BAHUS, YKA3aHHEIE B 3aKII0YCHHUH.




ITpunoxenue No 1
K ITOPSJKY PACCMOTPEHUS COOOLICHHUS
0 HEOOXOAMMOCTH BHECEHHS H3MEHEHUI
B IIPOTOKOJ KIMHUYECKOTO UCCICIOBAHUS
JACKapCTBEHHOIO [Ipenapara JUIsl MEJUIIMHCKOTO
NPUMEHEHUS, YTBEPXKICHHOMY NIPUKa30M
MunucrepcTBa 30paBOOXpaHEHUs

[V

Poccuiickpii ®enepaiun
OT«ﬂk» W@%ﬂrf 2024T. Ne ’7\[57/

7 F

Pekomenayemblit 06pazen

HaumenoBanue u anpec

MunucrepeTso 3apaBooxpaneHus OPraHM3allMH B IIpeeiIax MecTa
Poccuiickoii denepanun HaXOXJeHus,
OCYLIECTBIISIONIEH
OpPraHM3alMIo MPOBEACHHUS
KJTHHAYECKOTO UCCIICAOBAHMSI
« » 20 1. Ne A

JICKAPCTBEHHOTO NIperapara s

(maTa BBIITA4U, HOMED pEIEHHS) |
MEIUIUHCKOTO IPUMEHEHUS

PemieHue o BHECEHUH W3MECHEHHH B IIPOTOKOJI KIIMHUYECKOTO UCCICIOBAHUA
JICKapCTBCHHOI'O IIperiapara 111 MEAULIMHCKOrO IIPUMEHCHU A

1. |MexnynaponHoe HenaTeHTOBAHHOE, WIH TPYIIIHPOBOYHOE,
WIH  XHMHYECKOE, HMIM  TOProBOE€  HAaMMEHOBAHHE
JICKapCTBEHHOTO ITpenapara A1 MEAULIMHCKOTO IPUMEHEHHUS

2. |neHTHOUKALMOHHBIA HOMED IPOTOKOJA KIHHMYECKOTO
HCCIIEAOBaHHUA JIEKapCTBEHHOTO npenapara IS
MEIMIMHCKOTO  NPUMEHEHHMs  (Jalee  —  IOPOTOKOI
KJIMHAYECKOTO UCCIIeI0BAHMS )

3. HaumenoBanne IIPOTOKOJIA KJIMHUYECKOTO UCCIEHOBAHUS

4. Bepcnﬂ IIPOTOKOJIA KIIMHUYECKOrO HCCIICTOBAHUSI

5. )IaTa IIPOTOKOJIA KIMHHYECKOTI'Q0 UCCIICTOBAHUS

6. |/lata BBIauM paspelleHUs HA TPOBEACHHE KIMHUYECKOTO
HCCIIEIOBAHMUS JIEKAPCTBEHHOIO npenapara JULSt
MEIHUIUHCKOTO IPHMEHEHM S

' Yacrs 3 crathu 38 denepanbHOro 3akoua ot 12 anpesist 2010 r. Ne 61-d3 «O6 obpaleHny ekapcTBEHHbIX CpeacTB».




7. |Homep paspemieHMs Ha [POBEJEHUE  KIHHUYECKOTO
HCCIEIOBAHUSA JEKapCTBEHHOTO npernapara 1S
MEIHLUHCKOTO NPUMEHEHH S

JO/IKHOCTD YIIOJTHOMOYEHHOTO IToanuce ynonHOMoueHHOro

DaMunus, UMs1, OTYECTBO
nuua Munzapasa Poccumn nuua Munszapasa Poceun

(npu Hanuuun)
YNIOJTHOMOUEHHOTO JInNa
Mumn3apara Poccun

(nata mommucanus)




MunucTepeTBO 3ApaBOOXpaHeH s
Poccuiickoit ®denepaunn

Ipunoxenune Ne 2
K MOPSIIKY PACCMOTPEHUS COOOIIEHHS
0 HEOOXOAMMOCTH BHECEHHS U3MEHEHUI
B IIPOTOKOJI KIIMHUYECKOTO UCCIIeI0BAHMS
JCKapCTBEHHOIO IIpenapara JJisi MeJUIIMHCKOTO
NPUMEHECHHS, YTBEPKISHHOMY MTPHKA30M
MunucTepcTBa 31paBooXpaHeHUs
Poccuiickoit ®eneparuu

ot « /5 Wt}/;@/j 2024T. No 75 £

Pekomengyembliii oOpasen

HaumeHnoBanue u anpec
OpraHM3alMU B Ipeaeinax
MECTa HaXOXICHHS,

« » 20 . Ne
(mata BeIIa4u, HOMEp PELICHUS)

OCYILECTBIISIOICH
OPraHM3aLMIO IPOBEIEHNUS
KIIMHUYECKOTO UCCIIEAOBAHMS
JEKapCTBEHHOTO TIpenapara
JUISL MEAUITHHCKOTO
npuMeHeHus’'

Pemenne 06 orkase Bo BHECEHUU U3MEHCHUH B IIPOTOKOJI KIMHHYECKOTO UCCJICJOBAHUS
JICKApCTBECHHOT'O Mpenapara Jisi MEIULUHCKOTO IIPUMCHCHHU A

MexynaponHoe HenmaTeHTOBaHHOE, WM TIPYIIHPOBOYHOE,
HIM  XHMHUYECKO€, HIM  TOProBO€  HAMMEHOBAHHE
JICKapCTBEHHOI'0 IIpenapara A1 MEAULHHCKOTO TPUMEHEHHS

NneHTnUKANMOHHBIH HOMEpP IIPOTOKONA KIHHHUYECKOTO
UCCIEIOBAHHUS JIEKapPCTBEHHOTO npenapara JUTs1
MEIMIIUHCKOTO  IPHMEHEHus  (Jagee —  NPOTOKOM
KIIHHUYECKOI'0 MCCIEI0BAHNS )

Hanmenosanue IPOTOKOJIA KIIMHHYECKOIO UCCIICJOBAHNS

Bepcml IIPOTOKOJIA KIIMHUYECKOr0 UCCIICTOBAHUS

I[aTa MIPOTOKOJIa KJIMHUYECKOT'0 HCCIIEIOBAaHUA

Jara BBINAYM pa3peuieHHs Ha NPOBEACHHE KIMHHUYECKOTO
UCCTIEIOBAHHUSA J€KAPCTBEHHOTO npenapara ISt
MEIULHHCKOT'O MPHMEHEHM S

! Yacts 3 cratbu 38 DenepanbHOro 3akona ot 12 anpens 2010 r. Ne 61-d3 «O6 obpalueHnu NeKkapcTBEHHbIX CPEACTB».




7. |Homep paspemeHHs Ha [POBEJEHHE  KIHHHYECKOTO
HCCIIEIOBAHUS JIEKapCTBEHHOTO npernapara JU1s
MEIAHUIMHCKOTO IPUMEHEH S

8. |IlpuumHBl OTKa3a BO BHECEHHMH HM3MEHEHMH B MPOTOKOI
KIMHHYECKOTO HUCCICTOBAHMUS

JIOMKHOCTD YIOJIHOMOYEHHOT'O Ioanucky ynonHoMoueHHOro Pamunusi, UMsi, OTUECTBO

Jauua Munszapasa Poccun Jmua Munzapasa Poceun (npu Hannumm)
YIOJIHOMOYEHHOTO JIMLa
Munzapasa Pocenn

(maTa moxmucaunmus)




IMpunoxenune Ne 3
K MOPSAAKY PAaCCMOTPEHUS COOOIIEHHUS]
0 HEOOXOJIMMOCTH BHECEHUS U3MCHECHUIA
B IIPOTOKOJT KIHHHYECKOTO UCCHENIOBAHUS
JCKapCTBEHHOIO NpenaparTa AJis MeIULHHCKOTO
[NPUMCHCHHUS, YTBEPKAECHHOMY MIPUKA30M
MuHuCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoii @eneparuu

ot «72» &Ié/ff{d’/ﬁ( 2024T. Ne 254

Pekomennyemblii o6pasel

3aKJoYeHHe 0 BO3MOKHOCTH (HEBO3MOKHOCTH) BHECEHHS H3MEHEHHIA B POTOKOJI
KITMHUYECKOTO UCCIEA0BAHMS IEKAPCTBEHHOTO MpenapaTa i MeIHLHHCKOTO
pUMEHEHHUS

1. O0mue monoxeuus:

1.1. Homep cooOlueHHss 0 HEOOXOAMMOCTH BHECEHMs H3MECHCHHIl B HPOTOKOJT
KIMHHYECKOr0 HCCIICIOBAHHS JIEKAPCTBEHHOT'O TIPENapaTa st Me IMIHHCKOTrO MPUMEHCHHSI
(Hanee COOTBETCTBEHHO — COOOLIEHHUE, IPOTOKOI, TEKAPCTBEHHBINH npemnapar)

b

1.2 Jlata cooGmmenus ;
1.3. MexayHapoiHoe HENaTeHTOBAHHOE, WIH IPYNIIMPOBOYHOE, MJIH XHMHUECKOE
HaHMEHOBaHME JIEKaPCTBEHHOTO Mpenapara
1.4. ToproBoe HauMeHOBaHHe TEKaPCTBEHHOTO TIpenapara (IIpu HAJIMYUH )
1.5. JlexapcTBeHHas opma
1.6. lo3upoBka
1.7. U nenTuMKanuOHHbINA HOMEP IPOTOKONIA
1.8. HanmeHOBaHHE MPOTOKOIA
1.9. Bepcus nporokona
1.10. JaTa mporokoina ;
1.11. Caepenus 06 OpraHuM3aLuM, OCYIIECTBIISIONICH OPraHHU3AIMIO HIPOBEACHUS
KIHHMYECKOTO  HCCNENOBaHMS JIGKAPCTBEHHOrO mperapara (Janee — 3asBHTEINb)

]

(HanmMeHOBaKue, aZipec B NPEAENax MECTA HAXOKICHUS, OCHOBHOI rOCYAapCTBEHHBIA PETUCTPALUOHHBIH
HOMED 3asiBUTEN)

2. DKcnepTHas OLEHKa 0GOCHOBAHHOCTH MPENIAraeMbiX COOOIICHHEM H3MEHEeHM
B [IPOTOKOJ M OTIPE/IEICHUE CTEIICHH PUCKA JUIs MALMEHTOB WM 3J0POBBIX JOOPOBOJIBLICE,
TIPUHUMAIOIIUX Y4aCTHE B KIMHUYECKOM HCCIIEN0BaHHH JIGKAPCTBEHHOTO Mperapara
(Hanee COOTBETCTBEHHO — MALMEHT, 310POBBIii n00poBoien):

2.1. OueHxka copmepaHus M3MCHEHHH B IPOTOKON  (MCCIeNOBaHHs
OMOJKBUBANEHTHOCTH M (WIH) TepaleBTHYECKOM DKBHBAICHTHOCTH JIEKapCTBEHHOTO
penapara) Ha COOTBETCTBHE 3asBIISEMBIM LEJAM H 33a4aM KITHHUYECKOTO HCCIIEIOBAHUS
JCKAapCTBCHHOIO  mpernapara  (MCCIACAOBaHHUSA  OWOIKBHUBAJIEHTHOCTH M (nnn)




TEPaNeBTHYECKOH OSKBUBAICHTHOCTH JIGKAPCTBEHHOTO MpenapaTa) MU BO3MOKHOCTH
JOCTHXXCHHSA OXXHMIACMbIX PE3YJILTaTOB C BOBJICYCHHEM B KIMHUYECKOE HCCIIETOBAHHE
JICKapCTBEHHOrO NpenapaTa MMHUMAJIBHO BO3MOXKHOTO YMCIIA NALMEHTOB WM 3[0POBBIX
IO0OPOBOJIBLIER

2.2. OueHka 000CHOBaHHSA
C 0’KHAAEMOMU MOJB30M JIJIS [TALIUEHTOB ;

2.3. OueHka Mep 1o 00ECHEYECHHIO KOHOMICHIMATBHOCTH M OE30MACHOCTH
MIEPCOHATBHbIX TaHHbIX MAlMEHTOB WU 3[J0POBBIX J00POBOJBLEB ;

2.4. Ouenka AOCTaTOYHOCTH M JOCTYMHOCTH /Ui TOHMMAHHS uHbOpMaIHH
0 KIMHHYECKOM HMCCICJOBAHMH JICKAPCTBEHHOrO IIperapara, ¢ Yy4eTOM BHOCHMBIX
M3MEHCHHUM, H3J10)KEHHOH B HHPOPMALIMOHHOM JIHCTKE TTallHenTa ;

2.5. OueHka BIMSHHS Pe3y/IbTaTOB KIMHHYECKOTO HMCCIIEN0BAHU JIEKaPCTBEHHOTO
Tperniapara, € y4eTOM BHOCHMBIX H3MCHEHHMH B IIPOTOKON, Ha JIOEH, M3 KOTOPHIX
IPEATNOoIaraeTCs OCYIEeCTBUTh HA0OP MAIIMEHTOB

b

CPaBHCHHIO

IOpEANoNaraeMoro  pucka  Io

3. BeIBOZBI:

(BBIBOZIbI O BO3MOXKHOCTH HJIM HEBO3MOXHOCTH BHECEHHS H3MCHCHUH B NPOTOKOJI C YKa3aHUEM HaIMUMsI
I OTCYTCTBUS PUCKa NPUMUHEHUS BPENA 3N0POBBIO NALMEHTA, BC/IEACTBUE U3MCHEHUS YCIOBHIi TPOBEACHHS
KIIMHU4ECKOTO UCCIIEA0BAHMA JIEKAPCTBEHHOIO Npenapara)

JOmKHOCTL  yIOJIHOMOYEHHOTO
AMLA  COBETA MO 3THKE WU
(enepanbHOro rocyIapcTBEHHOTO

OHOKETHOTO YUPEKACHUS,
YKa3aHHOIO B CTaThe I5
PenepanbHOro 3aKOHa

or 12 ampens 2010 r. Ne 61-®3

[Toanuce ynoasHOMOUYEHHOTO LA
coseTa no 3THKE Wi
(benepanbHOrO rocyaapcTBEHHOIO
OIOKETHOTO YUPEIKACHHUS,
YKa3aHHOTO B cTathe 15
DenepanbHOro 3akoHa or 12
anpenst 2010 r. Ne 61-®3 «06

«O6 obpalleHHH JIEKapCTBEHHbIX o0paiieHuu JIEKapCTBEHHBIX
cpencTs» CpeICTB»

Hara O0(OpMIICHU 3aKIHOYCHUS

O  BO3MOXHOCTH  (HEBO3MO)KHOCTH)

BHCCEHHUS H3MEHCHHU B MMPOTOKOJI

KIIHHUYECKOT QO HCCIICAOBaHUA

JIEKapCTBEHHOI'O npenapara JuIs

MCINILIUHCKOIO IPUMEHEHHUA

Ddamunus, uMs, 0TYECTBO (Npu
HaJIM4YUK)  YMOJHOMOUYEHHOrO
JMLIA CcOBETAa [0 J3THKE MU
tbenepanbroro
rOCYJapCTBEHHOrO O10IKETHOTO
YUPEKIACHHUS, YKA3aHHOTO B
ctatee 15 depepanbHOro 3akoua
ot 12 anpens 2010 r. Ne 61-®3
«O6 obpaiueHun
JIEKapCTBEHHbIX CPEICTBY

« » 20 r.




