IIpuka3 MuHucTepcTBa 31PAaBOOXPAaHEHHS U COMAJIBHOI0 Pa3BUTHA
Poccuiickoit ®enepannu (Munsapascoupassutus Poccun) ot 31 aBrycra
2010 r. N 7751 r. MockBa ""O0 yTBep:KI1eHUM MOPSIAKA PACCMOTPEHUS
c0001IeHUsI 0 HEOOXOAMMOCTH BHECEHHUS U3MEHEHHMI B IIPOTOKOJI
KJIMHUYECKOr0 MCCIeAOBAHNS JIEKAPCTBEHHOI0 Npenapara 1Jis
MeIMIMHCKOr0 NpUuMeHeHus "

Omny6mukoBano 29 centsiops 2010 r.

3aperucrpupoBan B Muniocte P® 23 centaopst 2010 r. Perucrtpanmonnnsiii N
18524

B cooTtBeTcTBHM cO cTraTheil 40 DenepanbHoro 3akona ot 12 anpenst 2010 . N 61-
®3 "O6 oOpamenun JsekapcTBeHHBIX cpeactB" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; N 31, c1. 4161) npuka3biBaio:

YTBEepAUTh MOPSNIOK PACCMOTPEHUSI COOOIIEHHS O HEOOXOJIMMOCTH BHECEHUS
WU3MEHEHHUU B IPOTOKOJI KJIMHUYECKOTO UCCIIETOBAHMS JIEKAPCTBEHHOIO Mperapara
JUI. MEULIMHCKOIO IIPUMEHEHUS COIVIACHO MPUIIOKEHUIO.

Munuctp T. I'osinkoBa

MpunnoxkeHne

K NpnKasy MuHMCTepCTBa 34paBOOXpaHeEHNA

M cCu coumanbHoro passutua Poccuniickon degepaunm

[Topsimox paccMOTpeHHs] COOOIIEHUSI 0 HEOOXOIUMOCTH BHECEHHS] M3MEHEHUM B

MPOTOKOJ  KJIMHAYECKOTO HCCJIEAOBAaHUS JIEKAPCTBCHHOIO Mperapara s
MEIUIIMHCKOTO TPUMEHEHUS

1. Hactossmmn I[lopsaok onpenenseTr npouenypy paccMoTpeHnus B MuHHCTEpCTBE
3IpaBOOXPAHEHUs U COLMAIBHOTO pa3BUTHUsi Poccuiickoit denepanuy cooOImeHUs
O HEOOXOIMMOCTH BHECEHHS HW3MEHEHUH B MPOTOKOI  KIMHUYECKOTO
WCCIICOBAHNs JIEKAPCTBEHHOI'O IIpenapara Uil MEIULMHCKOIO IIPUMEHEHMUH,
HAIIPaBJICHHOIO OpraHu3alyuen, OCYIIECTBIISIOIEH OpPraHM3alMI0 IIPOBEACHUS
KJIIMHUYECKOI'0 MCCIENOBAHUs JIEKAPCTBEHHOI'O IIpemnapara Uil MEJULIMHCKOTO
IIPUMEHEHUSL.

2. B mOpoTOKOJ KIMHUYECKOTO MCCIIENOBaHUS JIEKAPCTBEHHOTO Mpemnapara s
MEJIUIIMHCKOTO MPUMEHEHUSI, MOTYT BHOCUTBCSL:

W3MCHEHUS, HE BIUAIONIME HAa IeNH, (OPMBI OpPraHU3AINH, METO0JIOTHIO
MPOBENICHUSI, CTATUCTUYECKHE METOJbI 00pabOoTKH pe3yiabTaTOB KIWHUYECKOTO
WCCJICIOBAHUSI U MEphI MO 00ecreueHrni0 0e30MacCHOCTH YYacTBYIOIIUX B HEM
MAIMEHTOB (J1aJiee - HeCYIIECTBEHHBIC U3MEHEHUS);



HU3MCHCHMU:I, OKa3bIBAIOIIMne BJIIMSAHHC Ha ociau, (l)OpMBI OopraHu3anuu,
MCTOAOJIOTHUIO IIPOBCACHUS, CTATHUCTHYCCKHUC MCTOIbI 06pa6OTKI/I PE3YJIbTAaTOB
KIIMHHUYCCKOIro HCCICAOBAHUA MW  MCPBI IIO oOecrnicueHUI0  OE30ITaCHOCTH
YUaCTBYIOIIMX B HEM ITAIIMCHTOB ():[anee - CYIICCTBCHHBIC I/IBMCHGHI/IH).

3. B ciayyae HEOOXOAMMOCTH BHECEHHUS M3MEHEHHH B MPOTOKOJ KIMHUYECKOTO
WCCJIEIOBAHMS JIEKQPCTBEHHOIO MperapaTa Al MEIWLUHCKOrO MPUMEHEHUS
(tazmee COOTBETCTBEHHO - KIIMHUYECKOE HCCIIEI0BAHUE, JIEKAPCTBEHHBIN Mpenapar)
OpraHu3alys, OCYUIECTBISIOMIAs] OpPraHU3alUI0 MPOBEACHUS KIMHUYECKOTO
ucciaenoBanus  (mamee - 3aABUTENb), NpEACTaBIsieT B MHUHUCTEPCTBO
3paBOOXPAHEHUS U COLMaIbHOTO pa3BUTHsl Poccuiickoit denepannu coodiieHne
O HEOOXOIMMOCTH BHECEHHS HW3MEHEHHH B MPOTOKON  KIMHHYECKOTO
UCCJIEOBAHMsI, TOANNCAHHOE PYKOBOAUTEIEM 3asIBUTEIISL.

4. B coobOmeHnu 0 HEOOXOJAMMOCTH BHECEHUSI H3MEHEHHM B MPOTOKOJI
KIIMHUYECKOT'0 UCCIIEIOBaHMS (Jajiee - COOOIICHUE) YKa3hIBAIOTCS:

a) HAMMEHOBaHKE, UICHTU(PUKAITMOHHBIN HOMEp M JlaTa IPOTOKOJIAa KIMHUYECKOTO
HCCJICIOBAHHS,

6) JaTa BHOCHUMBIX U3MECHECHUH B IMPOTOKOJ KIIMHHYCCKOI'O UCCIICIOBAHUS
B) HaAaMMCHOBAaHHNC N MCCTO HaXOXACHHNS 3a1BUTCILA,

I') HaMMEHOBaHUE OPraHU3alliy, MPUBJICYCHHON pa3pabOTUYUKOM JIEKAPCTBEHHOTO
mpernapara K OpraHu3alldd MPOBEACHHS KIMHUYECKOTO UccaeaoBaHus (mpu
HaJIN4IuN);

)1) HanMMCHOBAaHU U MCCTa HAXOXICHHUA MCIAUIMHCKUX OpF&HH?;&I.[PIfI, B KOTOPBIX
IMPOBOJUTCA KIIMHUYCCKOC UCCICAOBAHUC,

€) Jara BbJAYM U HOMEP pa3pelieHds Ha TMPOBEACHHE KIMHUYECKOTO
VCCIIEIOBAHUS;

)I() HN3MCHCHUS, BHOCUMBIC B IIPOTOKOJI KIIMHUYICCKOI'O HCCICAOBAHMA;

3) MOTHBHPOBAaHHOE OOOCHOBaHHE HEOOXOJMMOCTH BHECCHHS HW3MEHCHHHA B
MPOTOKOJI KIMHUYECKOTO UCCIICIOBAHUS,

1) haMuinsl, UMsI, OTYSCTBO M JOJDKHOCTD JIMIA, YIOJHOMOYEHHOTO MOAMUCHIBATh
COOOIIIEHNE OT UMEHU 3asiBUTEIIA.

5. K coo01eHnIo npuiiaratoTcs ClIeyomue J0KyMEHTHI:

a) TMPOEKT TMPOTOKOJA KIMHUYECKOTO HCCIECNOBAaHUS C YYETOM BHOCHUMBIX
U3MEHECHUI;



0) MOKYMEHTHI, MOATBEPXKIAIOINE HEOOXOMUMOCTh ¥ (W) OOOCHOBAaHHOCTH
HEO0OXOMMOCTH BHECCHHSI H3MEHECHUI B MPOTOKOJI KIIMHUYECKOTO UCCIICOBAHUS;

B) KOIUS pa3pelieHus Ha MPOBEICHUE KIIMHUYECKOTO NCCIEA0BAHMS;
I') KOIUS IPOTOKOJIa KIMHUYECKOTO UCCIIEI0BaHUS.

6. B cpok, He mpeBbIIAIOMMK Tpex padouux AHEH €O JHA TOCTYIUICHHS
COOOIIeHUsT W HEOOXOAUMBIX JOKYMEHTOB JenapTaMeHT MUHHCTEpCTBa
3APAaBOOXPAHEHUSI MW  COLMAIbHOrO pa3Butuss Poccuiickori  Denepanuuu,
OTBETCTBEHHBII 3a pacCMOTpEHHE COOOIIEeHUN (najiee - OTBETCTBEHHBIN
JenapTtamMeHT) MNPOBOAUT MPOBEPKY TMOJHOTHI CBEACHUMN, COJEPKAIIUXCA B
MIPEJICTABJICHHBIX 3asIBUTEJIEM COOOIICHUHN U JOKYMEHTAX.

7. TlpuHatue pemieHUs O BHECEHHWH M3MEHEHUU WM 00 OTKa3e BO BHECCHHUU
M3MEHEHUU B IPOTOKOJ KIMHUYECKOTO UCCIEAOBAHMS OCYILECTBISECTCS B CPOK, HE
MPEBBIIAIOIIMK TPUAIATA PAaObOUYMX JHEW CO JHS PErucTpalud COOOIICHHUS B
MuHUCTEPCTBE 3/IPAaBOOXPAHEHUS] M  COLUMAIBHOIO pa3BUTUS  Poccuiickoit
denepanum.

8. I[J'If[ IMPUHATHUA PCHICHNA O BHCCCHUHU B IIPOTOKOJ KIMHUYCCKOI'O UCCICAOBAHNA
HCCYIICCTBCHHBIX W3MEHECHUIN OTBETCTBEHHBIM I[enapTaMeHT IMPpOBOJANUT CPABHCHUC
IMPOTOKOJIa KIIMHHUYCCKOTO HCCIICAOBAHUA W IIPOCKTA IIPOTOKOJIa KIMHHYCCKOI'O
HCcCiacaoBaHust C BHOCUMBIMH U3MCHCHUSIMU.

9. JIns mpuHSTUSA PEUICHUSI O BHECEHUH B MIPOTOKOJ KJIMHUYECKOTO MCCIEIOBAHUS
CYIIECTBEHHBIX HW3MEHEHU OTBETCTBEHHBIM JlemapramMeHT NOpoBOAUT aHAIN3
MPEJCTABICHHBIX 3asgBUTEIEM JOKYMEHTOB, a B ClIydae HEOOXOJIUMOCTU - TAKKE
JIOKYMEHTOB, BXOJAIIMX B COCTAB PETUCTPAIMOHHOTO JIOChE, HAXOJIAILIETOCS B
Munszapascoupassutus Poccun, Ha npeaMeT UX BCECTOPOHHEN OLICHKH.

Yka3aHHBIM aHAIU3 IIPpOBOAHUTCA COBMCCTHO C CoBeToM 10 ATHKE B OCIiaX OLCHKH
BHOCUMBIX M3MEHEHUU H OoIIpCACICHUA CTCIICHHU pPHUCKa 1 IIaOUCHTOB,
IMPUHUMAIOINX YUYACTHUEC B KIMHUYCCKUX UCCIICIOBAHUAX.

10. OTBercTBEHHBIN [lermapTaMeHT NTPUHUMAET PEMIEHUE O BHECEHUH U3MEHEHUN B
MPOTOKOJ KJIMHUYECKOTO UCCIEA0BAHMS WK 00 OTKa3e BO BHECEHUH U3MEHEHUN B
MIPOTOKOJI KJIMHUYECKOTO HCCIIETOBAHUS U YBEIOMIIAET 3asIBUTENS B MHUCbMEHHOU
dbopmMe 0 MPUHATOM PEIICHUH O BHECEHUH U3MEHEHUU B MPOTOKOJ KIMHUYECKOTO
UCCIIEIOBaHMs JICKAPCTBEHHOTO TIpernapara MWiM 00 OTKa3e BO BHECEHUU
W3MEHEHUM B MPOTOKOJ KIMHUYECKOIO MCCIEAOBAaHUSA C YKa3aHUEM IPUYUH
TAaKOro OTKa3a B TEYEHHE Tpex pabouumx JHEH €O JHA HOPUHATHA
COOTBETCTBYIOILIETO PELICHUS.

11. Pemenne 0 BHECEHMM MU3MEHEHUN B MPOTOKOJ KIMHUYECKOTO HCCIIETOBAHUS
opopmisiercss Ha OynaHke MUHHUCTEpCTBA 3APABOOXPAHEHHUS M  COLHUAIBHOTO



pasButua  Poccuiickon ~— ®enmepaunu, — YTBEPKAACTCS  YIOJIHOMOYEHHBIM
JOJKHOCTHBIM JINIIOM MHUHHUCTEPCTBA U BKIIFOYAET CIICIYIOIINE CBEACHUSA:

a) daTa IIPUHATUA PCIICHUA O BHCCCHHU W3MCHCHUHN B IIPOTOKOJI KIMHHUYCCKOT'O
HCCICAOBAHM:I,

6) HaMMCHOBAHUC U aIpCC 3aiABUTCIIA,

B) HAUMEHOBAHHUE OpraHU3allMH, PUBICYCHHON Pa3pabOTUYNKOM JIEKApCTBEHHOTO
mpernapaTa K OpraHu3allid TPOBEACHHUS KIMHUYECKOTO HCCIIeNoBaHUS (IIpH
HaJINYUN);

I') HANMCHOBaHWE, HICHTU(PUKAITMOHHBII HOMEp M JaTa MPOTOKOJIa KIMHHYECKOTO
HCCJIEIOBAHHUS.

K PCHICHUIO IIPHUIIAraCTCsA OIIO6p€HHI:II>'I IMPOCKT IIPOTOKOJAa KINMHHYCCKOI'O
HcciacaoBaHs ¢ BHCCCHHBIMU M3MCHCHUSMMU.



