IIpuka3 MuHucTEepCcTBa 3IPABOOXPAHEHNS H COIHAIBHOIO PA3BUTHS
Poccuiickoii @enepaunu (Munsapascoupassutus Poccun) ot 31 aBrycra
2010 r. N 7751 r. MockBa "Q0 yTBep:KIeHHH MOPSAKA PACCMOTPEHHUS
€0001IeHHsI 0 HeOOXOAMMOCTH BHECEHHSI K3BMEHEHNH B MPOTOKOJI
KJIMHUYECKOT0 MCCJIeI0OBAHUSA JIeKAPCTBEHHOT0 Mpenapara JaJis
MEIUIUHCKOTr0 NpuMeHeHus "

Omny6mukoBano 29 centsiops 2010 r.

3aperucrtpupoBan B Muniocre P® 23 centsadpst 2010 r. Perucrtpanmonnbiii N
18524

B cootBercTBrM co cratbent 40 denepanpHoro 3akona ot 12 anpens 2010 r. N 61-
®3 "OO6 oOpamienuu JiekapcTBeHHBIX cpeAcTB" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; N 31, c1. 4161) npuka3biBaio:

YTBepI[I/ITI) IIOPAAOK PACCMOTPCHUA COO6H1€HI/I}I 0) HCO6XOIII/IMOCTI/I BHCCCHUA
U3MECHCHUH B IMPOTOKOJ KIMHHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOI'O IIPCIIapaTa
I MCOAUITUHCKOI'O IIPUMCHCHU:A COTITIACHO IIPUIIOKCHHUTO.

Munuctp T. I'osinkoBa

MpunnoxkeHne

K NpuKa3y MuHucTepcTBa 34paBOOXpaHeHUA

M CCU coumanbHOro pa3sutua Poccuiickon deaepaumm

[Topsimox paccMoTpeHust COOOIIEHUsI 0 HEOOXOIUMOCTH BHECEHUS] U3MEHEHUU B

MPOTOKOJI  KJIMHUYECKOTO HCCJIECIOBAaHUS JIEKQpCTBEHHOrO TIpenapara st
MEJIUIIMHCKOTO MPUMEHEHUSI

1. Hactosimmii [Topsimok onpenenser npoueaypy paccMOTpeHus B MUHUCTEPCTBE
3JIpaBOOXpaHEHUsI U COIMANIbHOTO pa3Butusi Poccuiickoit deneparum cooOmeHus
O HEOOXOJWMOCTH BHECEHUS HM3MEHEHHWM B  MPOTOKOJ  KIMHHUYECKOTO
MCCIICIOBAHUS JIEKAPCTBEHHOrO TIpernapara g MEAUIMUHCKOTO MNPUMEHEHUS,
HAIIPaBJIICHHOTO OpraHu3aluen, OCYIIECTBISIIOIIEH OpPraHM3alHui0 IPOBEACHUS
KJIMHUYECKOTO0 HCCJICAOBAHMS JICKAPCTBEHHOTO Mpernapara st MEIUIMHCKOTO
MIPUMEHECHMUSL.

2. B mpoTokon KIMHMYECKOTO HUCCIEAOBAaHUS JIEKAPCTBEHHOIO Ipenapara s
MEJIUIIMHCKOTO MPUMEHEHUSI, MOTYT BHOCUTBCSL:

W3MEHEHUs, HE BIMSIOINIME Ha 1ead, (OpPMbI OpraHu3allud, METOAO0JIOTHIO
MPOBEJICHUSI, CTATUCTUYECKUE METOJbl OOpabOTKH pPe3yJIbTaTOB KIMHUYECKOTO
WCCIICIOBAaHUSI U Mephl MO OOecreYeHrni0 0€30MacHOCTH YYacTBYIOIIMX B HEM
MAIMEHTOR (J1aJiee - HeCYIIECTBEHHbIC M3MEHEHU);



HN3MCHCHHA, OKa3bIBAIoOIIune BJIMSHHC Ha Ociu, (1)OpMI>I OpraHu3almu,
MCTOJOJIOTHUIO IIPOBCACHUSA, CTATUCTHUYCCKHUC MCTO/bI 06pa6OTKI/I PE3YJIbTATOB
KIIMHUYCCKOI0  HMCCICAOBAHHMA W MCPBI 110 oOecrieyeHUI0 0E30IIaCHOCTH
YYaCTBYIOIIMX B HEM INAIIMCHTOB ():[anee - CYIICCTBCHHBIC I/IBMCHGHI/IH).

3. B cinydyae HeoOXOIMMOCTH BHECEHUS M3MEHEHUU B MPOTOKOJ KIMHHUYECKOTO
UCCJIEIOBAHMS JIEKQPCTBEHHOTO TMperapaTa il MEIUIUHCKOTO TPUMEHEHUS
(anmee COOTBETCTBEHHO - KIIMHUYECKOE UCCIIE0BaHKE, JIEKaPCTBEHHBIN Ipenapar)
OpraHu3alys, OCYIIECTBISIONIAs OpraHU3alUI0 MPOBEACHUS KIMHUYECKOTO
uccienoBanus  (manmee - 3asBUTENb), MPEACTaBIsieT B  MUHHCTEPCTBO
3IpaBOOXpAHEHUs U COLMAIBHOTO pa3BuTusi Poccuiickoit denepanuu coodIieHue
O HEOOXOIWMOCTH BHECEHUS M3MEHEHHWW B MPOTOKOJ  KIMHUYECKOTO
UCCJIEI0BAHMUSI, IOAIUCAHHOE PYKOBOJAUTENEM 3asIBUTETIS.

4. B coobmeHurn O HEOOXOJUMOCTH BHECEHHS HW3MEHEHUH B MPOTOKOII
KJIIMHAYECKOT'0 UCCIEA0BaHUS (J1ajiee - COOOIIEeHNE) YKa3bIBAIOTCS:

a) HAMMEHOBaHKE, UJECHTUPUKAITMOHHBIN HOMEp U JlaTa MPOTOKOJIA KIMHUYECKOTO
HCCJICIOBAHHS,

6) JaTa BHOCHUMBIX W3MEHCHUH B IMPOTOKOJ KIIMHHYCCKOI'O UCCIICIOBAHUS
B) HaAaMMCHOBAaHHNC N MCCTO HaXOXACHHNS 3a1BUTCILA,

I') HaMMEHOBAaHUE OPTaHU3AIluH, IPUBJICUCHHON pa3pabOTUYNKOM JICKAPCTBEHHOTO
mpernapara K OpTraHW3alldd TPOBEACHHS KIMHUYECKOTO UCCaeAoBaHuS (Tpu
HaJIU4IuN);

J1) HAUMEHOBAaHMS U MECTa HAXOXKIECHUS MEIUIMHCKUX OpraHu3aIuii, B KOTOPBIX
MIPOBOJIUTCS KIMHUYECKOE UCCIICI0BAHNUC;

€) Jara BbIJAYM W HOMEp paspelieHuss Ha TMPOBEJAEHHUE KIMHUYECKOTO
VICCIIEIOBAHUSI;

)I() HU3MCHCHHU, BHOCUMBIC B IIPOTOKOJI KIMHUYCCKOI'O NCCICAOBAHMA,

3) MOTHBHUPOBAHHOE OOOCHOBaHHWE HEOOXOIMMOCTH BHECEHHS HW3MEHCHHM B
MIPOTOKOJ KIIMHUYECKOTO MCCIICIOBAHUS;

1) haMuIHsl, ©MsI, OTIYECTBO M JIOJDKHOCTD JIMIIA, YIIOJTHOMOYECHHOTO OIHACHIBATH
COOOIIIEHUE OT UMEHHU 3asiBUTEIIA.

5. K cooO1ieHnto mpuiararoTcs cleayomue T0KyMEHThI:

a) TMPOEKT TMPOTOKOJA KIMHUYECKOTO HWCCIENOBaHUsI C YYE€TOM BHOCHUMBIX
U3MEHCHUI;



0) JOKYMEHTBHI, MOJATBEP)KIArONMEe HEO0OXOAUMOCTh U (WJIM) O0OOCHOBAaHHOCTh
HEO0OXOMMOCTH BHECCHHSI H3MEHECHUN B MPOTOKOJI KIIMHUYECKOTO UCCIIECOBAHUS;

B) KOIUS pa3pelieHus Ha MPOBEIECHUE KIIMHUYECKOTO NCCIEA0BAHMS;
I') KOIIUS IPOTOKOJIa KIMHUYECKOTO UCCIIEI0BAaHUS.

6. B cpok, He mpeBBIIIAIONMI Tpex pabouynx AHEH CO MOHA MOCTYIUICHHS
COOOIIEHUS W HEOOXOAMMBIX JOKYMEHTOB JemapTaMeHT MUHHCTepCTBa
3IpaBOOXpAaHEHUs W  CcOLHMAIBbHOro pasputuss Poccuiickon  @Penepanun,
OTBETCTBEHHBIM 3a paccMOTpeHUE COOOIIeHMH (najgee - OTBETCTBEHHBIN
JlenapTaMeHT) MPOBOJUT IPOBEPKY IOJHOTHl CBEACHUHN, COJIEpXKAIIUXCI B
IIPEJICTaBICHHBIX 3asIBUTENIEM COOOIIEHUHN U JOKYMEHTaX.

7. llpunatue pemieHuss O BHECEHUM HM3MEHEHUW WM 00 OTKa3e BO BHECEHUU
M3MEHEHHUU B IIPOTOKOJI KIMHUYECKOTO UCCIIETOBAHMS OCYIECTBISAETCS B CPOK, HE
NPEBBIAIINA TpUALATA pabOYMX JHEW CO JHS PErucTpalud COOOIICHHUS B
MuHuCcTEPCTBE  3ApPaBOOXPAHEHMS M COLMANBHOTO pasBuths Poccuiickon
denepanum.

8. I[JBI IIPUHATHA pCHICHUSA O BHCCCHHUHU B IIPOTOKOJI KIMHHUYCCKOI'O HCCICI0OBAHNA
HCCYIICCTBCHHBIX W3MEHEHHUIN OTBETCTBEHHBIM I[enapTaMeHT IIPOBOJAUT CPABHCHHUC
IIPOTOKOJIa KIMHHYCCKOIO HCCICOAOBAHUA M IIPOCKTA IIPOTOKOJIA KIIMHHUYCCKOI'O
HCCIcaoBaHus1 C BHOCUMBIMH U3MCHCHUSIMU.

9. [Insg nmpuHATUA PEIICHUSI O BHECEHUU B MPOTOKOJ KJIMHUYECKOTO MCCICAOBAHUS
CYIIECTBEHHBIX M3MEHEHHM OTBETCTBEHHBIM JlemapTaMeHT NDPOBOJWT aHaIu3
MPEACTABICHHBIX 3asgBUTEIEM JOKYMEHTOB, a B ClIydae HEOOXOJIMMOCTH - TaKKe
JIOKYMEHTOB, BXOJSIIMX B COCTaB PETUCTPALMOHHOTO JOChE, HAXOIAIIETOCS B
Munsznpascoupassutus Poccun, Ha npeaAMeT UX BCECTOPOHHEN OLICHKH.

VYKa3zaHHbBI aHAIN3 TPOBOJAUTCS COBMECTHO ¢ COBETOM MO ATHKE B LIEJISIX OLIEHKH
BHOCUMBIX HW3MEHEHHUW MW ONPEACICHHUS CTENEHU pHUCKA ISl TAalUEHTOB,
MPUHUMAIOIIMX YYaCTUE B KIMHUYECKUX UCCIICIOBAHUSIX.

10. OTBercTBeHHBIN [lennapTaMeHT NIPUHUMAET PEIICHUE O BHECEHUU U3MEHEHUN B
MIPOTOKOJ KIMHUYECKOTO MCCIIEAOBAHMS WIH 00 OTKa3e BO BHECCHUH U3MEHEHUN B
MPOTOKOJI KJIMHUYECKOTO HCCIIEIOBAHUS U YBEIOMIIAET 3asiBUTENSI B MUCbMEHHON
dbopMe 0 MPUHATOM PEIICHUH O BHECEHUH M3MEHEHUN B MPOTOKOJ KIMHUYECKOTO
UCCJIEIOBAHMS JIEKAapCTBEHHOTO TMpernapata WM 00 OTKa3e BO BHECEHUU
W3MEHEHUN B MPOTOKOJ KIMHUYECKOTO WCCIICAOBaHUSA C YyKa3aHUEM IMPUYUH
Takoro OTKa3a B Te4YeHUe Tpex pabouux JHEH €O JHA T[PUHATHUS
COOTBETCTBYIOILIETO PEIICHUSI.

11. PemieHre 0 BHECEHUU MU3MEHEHUW B MPOTOKOJ KIMHUYECKOTO HCCIIEIOBAHUS
opopmisieTcss Ha OnaHke MUHHUCTEPCTBA 3APABOOXPAHCHHUS M COIUATIBLHOTO



pazButuss  Poccuiickon ~— ®epepauuu,  yTBEPKIACTCA  YIOJHOMOYEHHBIM
JIOJKHOCTHBIM JIMIIOM MHUHUCTEPCTBA U BKIIFOYAET CICAYIOIIUE CBECHHUS:

a) Jdarta MPUHATHA PCHICHHA O BHCCCHHU U3MCHCHUH B IMPOTOKOJI KIIMHHUYCCKOT'O
HCCICAOBAHM:I,

6) HaMMCHOBAHUC U aIpCC 3aiABUTCIIA,

B) HAUMCHOBAHHE OpPraHW3allid, MPUBJICYCHHONW pa3paOOTIUKOM JICKAPCTBEHHOTO
mpernapara K OpTraHW3allid TMPOBENCHUS KIMHWUYECKOTO WCCIIeoBaHus (TIpH
HaJIN4YUN);

I') HAMMEHOBaHUE, HICHTU(PUKAIIMOHHBIA HOMED U JlaTa IMPOTOKOJIa KIMHHUYECKOTO
HCCIIEIOBAHHUS.

K pemenuto npuiaraercss OJOOPEHHBIM MPOEKT MPOTOKOJA KIMHUYECKOTO
UCCIICIOBAHUsI C BHECEHHBIMU U3MEHEHUSMU.



