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MMPEMCKYPAHT

HA BbITIOJIHEHUE HAYYHO-UCCJ/IIEAOBATE/IbCKHUX YCJYT

I

v

B paMKax pa3paboTKU JieKapCTBEHHbIX MpenapaToB
2025 .

YCJIYTH

HpOBe,/IEHI/le K/IMHH4Y€E€CKHuX I/ICCJIeAOBaHI/Iﬁ
0HM03KBHUBaAJIEHTHOCTH JICKAPCTBCHHbLIX IIpEInapaToB:

HccnenoBaHusi 6MO03KBUBAJIEHTHOCTH C NMPOCTHIM NepeKpPeCTHbIM
JI13aMHOM

UccnenoBaHve  OGHO3KBHBAJIEHTHOCTH C  PENMJIMKAaTUBHBIM
J3alHOM

UccnenoBaHvue  OUMO3KBUBAJEHTHOCTHU  HAPKOTHUYECKUX U
IICUXOTPOIHbBIX JIEKAPCTBEHHbIX CPEJICTB

UccnenoBanue 01 09KBHBaJIEHTHOCTH OHKOJIOTHUY€eCKHU X
npenapaToB Ha MalueHTax

UccnenoBaHve  GMO3KBUBAJIEHTHOCTH  KOPTUKOCTEPOUIHBIX
JIEKApCTBEHHBIX IMpenapaToB [JisI MeCTHOr0O MNpPUMEHEHMUS
METO/I0M aHaJ/IM3a CYy»KeHHUS COCYyZ 0B KOXH (XpoMaMeTpHH)
HccnenoBaHvne KUHETUKM TNPOHUKHOBEHUS i€l CTBYIOILETO
BellecTBa  JIEKAPCTBEHHOro  Mpemapata /s MECTHOTO
IpUMEHEHUs1 B KOXY, BBINOJIHIEMOEe TMyTeM B3STUS MPoO
poroBoro cjosi (COCKO6 JIMMKOW JIEHTOH )

Pa3pa6oTka, BajuAauus M IMpPOBeJeHUE aHAJUTHYECKUX
METOAMK:

Pazpaborka BI3XKX-MC/MC MeTOAUMKH  KOJIMYECTBEHHOTO
ompezesieHUs]  JIEKapCTBEHHBbIX  BeLECTB B  pa3JIMYHbIX
6u0JIOTUYECKUX MaTpUlaxX (IJ1a3Ma, CIBOPOTKA, 1leJIbHAsA KPOBb,
MOYa, CJHHA) B COOTBETCTBUM C TpeboBaHusiMu @I'BY
«HLO3CMII» Munusapasa Poccuu, EA3C, FDA u EMA B pamkax
CONPOBOXKJEeHUA KIUHUYECKUX U JOKJIUHUYECKUX UCCIeJOBAHUN.
Banupgauus aHanuTuyeckod Metoauku BIXKX-MC/MC wu
NOATOTOBKA BaJUJALlMOHHOTO OT4YeTa B COOTBETCTBUU C
Tpeb6oBaHusIMU EAIC u O®I'BY «HIIICMII» MuusapaBa Poccuu.
PazpaboTka HecTaHAAPTHBIX NPOTOKOJIOB MPO6GOMOATrOTBKH
6uoo6pasnos (TP u gp.).
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v BbinosiHEHHWEe  U3MepeHUs1 KOHIEHTPaAlUUU JIeKapCTBEHHbIX
BellleCTB B o06pasiax, MNOJAroTOBKAa aHAJUTHUYECKOro OT4YeTa B
cooTBeTCTBUU ¢ TpeboBaHusaMu EAIC u PI'BY «HLICMII»
MuHn3apaBa Poccun.

v Onpenenenve ¢apMaKOKMHETUYECKHX MapaMeTPOB UM pacyeT
CTaTUCTUYECKUX JlaHHBbIX C MCII0JIb30BaHUEM
ClelUaJM3MPOBAaHHOI0 MPOTPAaMMHOI0 0b6ecrneyeHUs.

v XpaHeHUe 6M06pa31oB B AuanasoHe (- 20) - (- 40)° C; (- 40) - (-
80)° C.

v Pazpaborka B3JKX wMeToauk B UWHTepecax pa3paboOTKA U
KOHTpPOJIA KauyecTBa ¢papMalLieBTUYECKHMX NpenapaTosB.

III. MeaAUMUMHCKMUA PAUTHUHT U CTATUCTHKA:

4 PaspaboTka HWHUIMANbHbIX MAaKETOB JOKYMEHTalUUU [J4
NpoBeJleHUs] KIMHUYEeCKUX UCC/IeJOBaHUH Bcex a3

4 CraTucTHyeckasa 0b6paboTKa JaHHBbIX, MMOoJrOTOBKA
CTAaTUCTUYECKHUX/UTOTOBBIX OTYETOB IO WTOTraM MCCAed0BaHUU
no IIpaBusiam EA3C

4 PenleH3upoBaHue pe3yJibTaTOB/OTYETOB AOKJIUHUYECKUX U /WU
KIWHUYECKUX MCCAEeJJOBAHUM Ha pas3/IMYHbIX 3Talax, OLleHKa
PUCKOB

IV. Pa3pa6oTkKa 4 perucrpanus JeKapCTBEeHHbIX CPeACTB:

v PazpaboTka peryJdaToOpHbIX CTpaTerud Ha JoOOM 23Tane
pa3paboOTKU W 0OpallleHHUs JieKapCTBEHHbBIX CPE/CTB

v [lnaHupoBaHue, co3jaHUe HW/WaA  JA0paboTKa MporpaMm
JIOKJIMHUYECKUX U KJIMHUYECKHUX UCCAeJOBAHUW JIIOOBIX TPy
JIeKapCTBEHHBIX NPenapaToB, JII0O0W CJI0XHOCTH

v [loaroToBka, [A0pabOTKa MHCTPYKUUU MO MEJULMHCKOMY
npumMmeHeHnwuto JII1 (OXJIII, JIB)

v [TogroroBka MozyJiel peructpaumoHHoro aocke B popmarte OT/]
no [Ipasusiam EA3C

v Hanvcanue HayyHbIX 0030pOB 1O JOKJIMHUYECKHUM U
KJIMHUYECKUM UCCJIeJ0BaHUAM

V. Yciayru Ha noCcTperucTpanMoOHHOM JTalle:
v [TogroToBKa Hay4HbIX/0030pHBIX CcTaTed [AJs NyOJUKaALUH B
Hay4HbIX XXypHaJsax, Bxoasmux B Web of Science, Scopus, PUHI]
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IX.

ANEANERN

LLEHTP

PazpaboTka nporpaMM Hay4HO-HccaegoBaTeabCKkuXx pabot (HUP)

B paMKax MOCTP ETUCTPAIMOHHOT O MCI0Jb30BaHU A
JIeKapCTBEHHBIX NMpenapaToB
CraTucTuuyeckas o6paboTkKa JaHHBIX, MO/Ir0OTOBKa

CTaTI/ICTI/I‘-IeCKI/IX/I/ITOFOBbIX oT4yeToB 10 utoram HHUP

Coop ¥ 06pabOTKa JAHHBIX:
JyieKTpoHHas peructpanuoHHas kaprta (EDC)
Cucrema asg ooMeHa ¢aisiaMmu Ha ctopoHe EDC
Pangomusanus u ydyet npenapara (IWRS)

Pa3pa6oTka u Baiuaanus 3JIeKTPOHHON MeAULMHCKOW KapThl:
JdyekTpoHHas MeauuuHckas kapta (MIS CTcloud)
Cuctrema i obMeHa  ¢aisiaMu Ha  cTopoHe  MIS
(AvcTaHLMOHHBIA MOHUTOPUHI TEPBUYHOM JOKYMEHTalLUHU
I[eHTa)

Pa3pa6oTKka M BaJuganusl 3JIEKTPOHHBIX JAHEBHMKOB, IIKaJl,
ONMPOCHHUKOB:

PaspaGoTrka M  BaJMJanuds MOAYJIA  AUCTAHIMOHHOIO
MOHHUTOPHUHrA:

[IlporpaMMHOe  obGecrieyeHue  AJis aIMUHUCTPUPOBAHU A
npoBeneHuss KM CTMS (DocTrial CTcloud)

dapmakoHaa30p AJIS AepxKaTesen perucTpanuoHHbIX
yAOCTOBepeHU Ha TeppuTopuu PP u 3a pyo6exxkom:
[TosHBIN ayTCOPCUHT cUCTeMBbI papMaKoHazA30pa
Opranusanus cucteMbl papMakoHaZ30pa
[logroToBKa 0T4YeTOB MO 6€30MaCHOCTH pa3pabaTbiBaeMbIX
JlekapCcTBeHHbIX npemnapatoB (POOE)
[logroToBKa MNeEpPUOAHMYECKUX OOHOBJSIEMBIX OTYETOB IO
6e3onacHoctu ([100B)
[logroToBKa MJaHOB yIpaBJeHUs pPUCKAMH JieKapCTBEHHOI O
cpeactsa (I1YP)
AyauT cucteMbl papMaKoHazA30pa
ConpoBoxgenue MHH
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XI. Pa3pa6oTka JOKYMEHTOB B paMKax CHUCTEMbl MeHeJKMeHTa
Ka4vecTBa:
v PazpaboTka /[JOKYMEHTOB CHUCTEMBbI MeEHEeJXKMEHTa KaudecTBa
opranusauuu (CTaHzapTHble oONepalUOHHblE NpoLeAypbl -
COIlb1, nos10KeHUS, MHCTPYKIUAHU U TIP.)

XII. 3JTHYecKoe CONpPOBOXKAEHUE:

v PaccmoTpeHue makeTa JOKYMEHTOB M NMPOBeJEHUE 3KCIEPTU3bI
MaTepUaJOB  KJIUHHUYECKHX MCCAEeJOBAaHUM JieKapCTBEHHbIX
npenapaTroB 0¥ 09KBHUBAJIEHTHOCTHU 51 -1V da3zpl,
HabJII01aTeJIbHBIX UCCJIEeJ0BaHUH, UCCEPTALMOHHBIX paboT

XIII. Ycayru He3aBHCHUMOI0O KOMUTETA [10 MOHUTOPUHTY AAaHHBIX:

v PaccmoTpeHue makeTa AOKYMEHTOB MaTepUasioB KIMHUYECKUX
UCCleJOBaHU M JIeKap CTBEHHbIX npenapaTros
6u03KBHUBaJIEHTHOCTU U [-1V dpa3bl B paMKax OIeHKHU JJaHHbIX MO
6e30MacHOCTH, a TaKXKe M0 GOPMHUPOBAHUIO U MPELOCTABJIEHUIO
3aK/Jl04YeHUsA Cco CTOpoHbl HeszaBucuMoro xomuTeTra II0
MOHUTOPUHTY JaHHBIX

XIV. MeaMUMHCKUN MOHUTOPHUHI JAHHBIX

XV. TocyaapcTBeHHass perucTpanusa M KJIMHUYECKHEe HUCHbITaHUS
BA/l K nue:

v [IpenBapuTeNbHBIN aHaJM3  BO3MOXKHOCTU  perucTpanuu
npoaykuuu B kKadectBe BA/] B EAJC

v Pa3zpaboTka koMIieKTa JOKyMeHTalu

v ConpoBOXKIeHUE IKCIIEPTHU3DI

v ConpoBoXKJeHHWe ToCyAapCTBEHHOM perucTpanuu

4 [IpoBeseHre KIWHUYECKUMX uccaenoBaHud bBAJ[ kK nume B

dopmarte HHUP
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LEHTP
CTOUMOCTD YCJIYT

I. TNPOBEJEHUEK/IMHUYECKUX UCCJEJOBAHUN
BUO3KBUBAJIEHTHOCTHU JIEKAPCTBEHHBIX IIPETIAPATOB:

HavMeHOBaHHUe yCIyTru
KiIMHUYecKasi 4acTh MCC/Ie J0OBAHU A

CTOMMOCTD Cpoku, mec.

HccnepoBanue OGUO3KBHUBAJIEHTHOCTH C IPOCTbIM oT 75 000 2
nepeKpecTHbIM IM3aHOM py6./n06poBo.Jer
e 2 1mepuoja
e Jlo40 yyactHukoB KU1
e (OrtwMbIBKa 10 4 HeJeslb

HccnenoBaHrue OHO3KBHBAJIEHTHOCTH C PEIJIMKATHBHBIM ot 110 000 3
JIU3aiiHOM py6./no6poBoJiel;
e 4 mepuoja
e /1040 yyactHukoB KU1
e (OTMBIBKa 10 2 HeJleJlb

HUccnenoBanve OUO3KBHBAJIEHTHOCTA HApPKOTUYECKUX U ot 110 000 3
NICUXOTPOMHBIX JIEKAPCTBEHHbIX CPEJICTB py6./n06poBoJiel;
UccnenoBanue 01 03KBUBAJIEHTHOCTH oHKoJsiornvyeckux | lleHa mo 3anpocy -
npenapaToB Ha MaleHTax
HccnenoBaHve OHOIKBUBAJIEHTHOCTU KOPTHUKOCTepou HbIX | LleHa mo 3ampocy -
JIEKapCTBEHHbBIX TMpenapaToB AJs MECTHOTO MpUMeEHEeHHUs
MEeTO/IOM aHaJiu3a CyKEeHHS COCYJI0B KOXHU (XpoMaMeTpHU) B
cootBeTcTBUU C Pemennem Coeta EJK o1 03.11.2016 Ne 85
"06 yTBepxkaeHuu IlpaBus TpoBeeHUs HCCIAeI0BAaHUMN
O6M03KBUBAJIEHTHOCTH JIEKAPCTBEHHBIX NpenapaToB B paMKax
EBpasuiickoro sKOHOMHU4YECKOro cor3a”

UccnenoBanve KHHETUKU MPOHUKHOBeHHUS JeucTtByrouiero | LleHa o 3anpocy -
BellleCTBa JIEKAPCTBEHHOI'0 IMpenapaTta /s MeCTHOTrO
IpUMEHEHUsI B KOXY, BBINOJIHSAEMOe IyTeM B3ATHsS Mpo6
poroBoro cJjios (COCKOO JIMIKOW JIEHTOM) B COOTBETCTBUM C
PemenueM CoBeta ESK 0T 03.11.2016 N2 85 "06 yTBep/JAeHUU
[IpaBua1 mpoBeZieHUS] MCCAEJOBAHUM OHOIKBUBAJIEHTHOCTH
JIeKapCTBEHHBIX IMpemapaToB B paMKaxX EBpa3suiickoro
3KOHOMHUYECKOTo cor3a”

AHa/IMTHYeCKasa 4acTh MCC/Ie A0BAHUA

UccnenoBanue 0MO03KBUBAJIEHTHOCTHU C OpPOCThIM ot 50 000 1
nepeKpecTHbIM IM3aHOM py6./n06poBo.er
e 2 1mepuojaa
* lanammr ot 1280 py6./1
@K Touka
UccnenoBaHue OGHO03KBUBAJIEHTHOCTH C IPOCThIM oT 65 000 1
nepeKpecTHbIM IM3aiHOM py6./no6poBoJiel;

e 2 mepuojaa

e 2 aHanura ot 2 000 py6./1
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HaumeHOBaHue yciyru CTOMMOCTBH Cpoku, mec.
@K Touka
HUccnegoBaHnve OHO3KBHBAJIEHTHOCTH C PEMJIMKATHBHBIM ot 80 000 2
JIM3aHOM py6./n06poBouer
e 4 mnepuoja
* lanammr ot 1170 py6./1
@K Touka
HccnenoBaHve OHO3KBHBAJEHTHOCTH C pPEIJIMKATHBHBIM ot 90 000 2
JU3aliHOM py6./n06poBoJel
e 4 mepuopaa
* 2aHammTa ot 1670 py6./1
@K Touka

II. PA3PABOTKAHU BAJIMAALDNA AHAJINTUYECKUXMETO/JUK:

CTouMOCTH

HaumMeHnoBaHue yciayru
Pa3pa6oTka u Ba/iMAanMA aHAJIUTHYEe CKMX MEeTOAUK™

Cpokwu, fHeH

Paspa6oTka B3XKX-MC/MC MeToAUKHU KOJIMYE€CTBEHHOTO 250 000 py6.** 7-14
onpepesieHuss BAB B 0/JHOM 610JIOTUYECKOM MaTpULie

(n1a3Ma, ChIBOPOTKA, LieJIbHAsl KPOBb, MOYa, CJIIOHA)

Basnuaanuus aHaJIUTUYeCKOW METOAUKU U 0popMJIeHU e 150 000 py®. 3
BaJIMAALIMOHHOTIO OTYEeTA

HecTaHapTHBIN NPOTOKOJ IPO6ONOATOTOBKHU 100 000 py®. 7
[loaroTOBKAa aHAJUTUYECKOTO OTYETA 300 000 py6.*** 3
[loAroTOBKA CTATUCTUYECKOTO OTYETA 150 000 py6.**** 7
CTOMMOCTb OZJHOT'0 OUO0JIOTUYECKOT0 06pa3iia oT 1200 py6.***** -

*B CTOMMOCTb He BKJIIOUEHbI Cy6CTaHIIUY U BHYTPEHHUE CTaHapThl

**11J151 OZLHOT'0 BellleCTBA B OZJHOM MaTpHUILE; [ Ba BeleCTBA - KoadduuueHT 1,2, Tpu BelecTBa - KoapuuueHt 1,4 u .4,
Jl1g onpesiesieHHs BeleCTB B pa3/IMYHbIX MaTpULlaX pacyeT NPOBOAUTCS LIS KaXK/ 0/ METOLUKU

***no 2500 6roo6pasnos; 6osee 2500 6ro06pa3uoB - koadpodunueHT 1,5

****onHo0 BAB, 1Ba BAB - k03¢ dunuent 1,5, Tpu BAB - koadpdunuenT 2,0 u T. 1.

HHIAKCTOMMOCTD U CPOKM U3MepeHMsl KOHLieHTpauuu BAB B 06pasnax v npouMe YCIyTd XMMHUKO-aHaJIUTHYeCcKOn
J1abopaTOPUU PaCCYUTHIBAIOTCSA JJONOJHUTETBHO

*HIAKB CTOMMOCTD He BXOJJUT 32Ky Ka CTaH/IaPTHBIX 6H0JIOTMYeCKUX 06pa3I[0B

III. MEJUIMHCKUA PAUTUHT U CTATUCTHUKA:

HaumMeHoBaHue yciayru

CroumocThb Cpoku,

JHeM

Pa3pa6oTka MHULMA/IbHBIX IAKETOB AOKYMEHTaluu*

Wunnuanbueiv naket «k BMO3KBUBAJIEHTHOCTDb» 250 000 py®6. 14
e [IpoToko.a
e HHdopMalMOHHBIN JTUCTOK JJ06pOBOJIbIA C GOpPMOi
MHPOPMHUPOBAHHOTO COTJIACHS
e  Bpourtopa uccjie/oBaTes
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LLEHTP
HaumeHoBaHue yci1yru CroumocTthb Cpokmu,
JAHeH
WMuunuanbubii naket «[103HAA PA3A» oT 250 000 py6.** 21-28
e [IporTokon
e HMH}opmManMoHHBIN JIMCTOK NalMeHTa C pOPMOi
MHPOPMHUPOBAHHOTO COTJIACHS
Bpommpa HuccjaengoBaTesis
JIro6b1e MaTepuaJibl AJI51 HaL[I/IEHTa/I/ICCJIe,E[OBaTeJ'[H

CraTucTHYeCcKas 06pa60TKa AAHHBIX, IOATOTOBKA CTaTI/lCTI/I‘IeCKl/IX/l/ITOI‘OBbIX OTYETOB

Uroroseiii oTueT «BUOIKBUBAJIEHTHOCTDb» 250 000 py6.*** 14

e (CraTtucTUyeckass 06paboTKa JJaHHbIX 10
6e30MacHOCTH /TIepeHOCUMOCT U
e Craructudeckuit oryeT PK/61M03KBHBaIEHTHOCTh

® lTOroBbli OTYET C NPUJIOKEHUAMU eJUHBIM dailsioM B popmaTe

PDF
[ls1aH cTaTUCTUYECKOTr 0 aHa/Iu3a 50 000 py®6. 7
CraTtuctuueckuii otueT ®PK/61M03KBUBaJIEHTHOCTh 150 000 py®. 14
Utoroseiii oTyeT «[103JHAA DA3A» 350 000 pyo.**** 21-28

e CTaTUCTUYECKUU OTYET 6e30MaCHOCTb/TIePEHOCUMOCTb
e Craructudeckuit oT4eT 3$PeKTUBHOCTb/MUMMYHOIE€HHOCTD
e  HTOroBbI¥ OTYET C IPUJIOKEHUSMHU

*BO3MOKHA Pa3paboTKa OTAeJIbHO JIFDO0T0 JOKyMEHTA U3 MHUIMATbHOTO MaKeTa

**CTOMMOCTb Y CPOKH MOTYT 6bITh M3MEHEHbl B 3aBUCHMOCTH OT THIA NpernapaTa, HeOOXOJWUMOCTH IPUBJIEYEHUs
3KCIepTOB/pelleH3eHTOB B KJIMHUYeCKOH 06/1aCTH

**oHO AelCTBYIOlIEe BElleCTBO, KK 0€e ocaeayollee yBearnuruBaeT cyMmy Ha 50 000 py6.

*HIXCTOMMOCTH W CPOKM  MOTYT  ObITb ~ M3MEHeHbl B 3aBUCMMOCTHM  OT  KOJMYECTBA  TOYEK
3 PEKTUBHOCTH /UMMYHOTEHHOCTH, 00'beMa CTaTUCTUYECKOTO aHaIK3a

IV. PA3PABOTKAU PETUCTPALUAJIEKAPCTBEHHBIX CPE/ICTB:

HavMeHOBaHMe yCIyTrd CTOMMOCTBh Cpoku, sHel

dopMHupOBaHUE PETYJIITOPHOUA CTPATETUU

H3y4yeHue U OlleHKa UMELUXCS JIMTePATYPHBIX JaHHbBIX 83 000 py®6. 14
° OLLEHKa HMEIUXCA AaHHbIX II0 pe3yjbTaTaM [AJOKIWHHUYECKUX
HUccJieIOBaHUMN
° OLLEHKa HUMEIMUXCA AaHHbIX 110 pe3yJibTaTaM KIWHHUYE€CKHUX
HUCCJIeIOBAaHUMN

e Pe3stoMe 1o pe3y/sibTaTaM OL[EHKU U 3aK/II0YEHHE O JOCTATOYHOCTH U
HEoOXOAUMOM  OObeMe  JOKIHHHUYECKUX U KIHHHYECKUX
HWCCJIeIOBAaHUMN

PaspaboTka uccieoBaTebCKOU (KJIMHUYECKOW) CTPAaTErUU: 33 000 py®6. 7
e [IpexmosiaraeMoe KOJIM4eCTBO UCCJIELOBAHUN
[Ipennosaraemeie ¢pa3bl UCCIE0BAHUN
[IpeanoJiaraeMble CPOKHU UCCJI€JOBAHUN
OpUEeHTUPOBOYHBIN GIOJIPKET UCCJIeJ0BAaHUN

Pa3paboTka KOHIENIUU UCCIeJOBaHUS (-1i1): 99 000 py6.* 7-14
e lleseBas nonynsnus
e llenu, 3a1a4mn
e PasMep BbIGOPKH (pacyeT MOLHOCTH)
e [lepBuuHasi (BTOpUYHbIE) KOHEYHAs TOYKA
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HaunMeHoBaHue ycayru | CTOMMOCTh | CpokH, JHeH
*CTOUMOCTb PaboOT MOXET ObITh U3MEHEHA B 3aBUCUMOCTH OT THUIIA NIperapaTa, KOJIM4YeCcTBa J1eHCTBYIOIMX BEILECTB U

np.

[loagroToBKa MHCTPYKLIUHU IO MeJULIMHCKOMY npuMeHeHu10 JIIT (OXJIII, JIB)

Paspa6oTka sMcTKa-BKIa blima (JIB) 79 000 py6.* 14-21
PazpaboTka  OO6meld  XapaKTEpPUCTUKH  JIEKapCTBEHHOTO 87 000 py6.* 14-21
npenapara AJisg MeuIMHCcKoro npuMeHeHus (OXJIIT)

*CTOMMOCTb pa60T MOJXKET OBITh N3MEHEHA B 3aBUCUMOCTH OT KOJIMUECTBa AeﬁCTBleLuHX BelecTB

[MoaroToBKa MOAyJiei perucTpaguoHHOro aAocke B gopmare OT/

OAHOKOMIOHEHTHBINA NMpenapaT 250 000 py®6. 28
Pazzen 2.4. JlokIMHUYECKUUK 0630

Pazzen 2.5. KnuHudeckuii 0630p

Pasgen 2.6. Pe3oMe 10 JOKJIWMHUYECKUM JlaHHbBIM
Pasyen 2.7. Pe3roMe 1o KJIMHUYECKHUM JaHHBIM
JIByXKOMIIOHEHTHBIN npenapar 350 000 py®6. 28
Paspgen 2.4. lokiMHU4YeCKUM 0630p

Paspgen 2.5. KnnHuyeckuit 0630p

Pazpen 2.6. Pe3toMe 110 IOKJIMHUYECKUM JAaHHbBIM

Paznen 2.7. Pe3toMe 110 KJAMHUYECKUM JJAHHBIM

*1J151 Tpex- U 60J1ee KOMIIOHEHTHBIX [TperapaToB CTOMMOCTb PacCYUTHIBAETCS OT/,eJIbHO
**PToroBasi CTOMMOCTb pabOT MOXET ObIThb M3MEeHEHA B 3aBUCUMOCTH OT THIIA NpenapaTa ([PKeHepruK/0pUTruHaIbHBIHA
npenapar), HaJIMYMs M KaueCTBa UMEIIIMXCS UCXO/IHbIX JIOKYMEHTOB

V. YCJIAYTMNHANOCTPEIT'MCTPAIMOHHOM 3TAIIE:

HaumeHoOBaHMe yCIyTU CTOMMOCTh CpokH, JHeH
[loaroroBKa Hay4HbIX/00630pHBIX cTaTen™
HaydHas cTaTba 70 000 py®6. 14-21
0630pHas cTaTbA 50 000 py®6. 7-14
Tesuchl 30 000 py®6. 7
OdopmyieHHE CTaTbU COTJIACHO TPeO6OBAaHUSAM KOHKPETHOTO ot 13 000 py®. 7
»KypHaJsia. 06paboTKa/0TPUCOBKA PUCYHKOB U TaOJIULI.
OdopmyieHHe cIMCKa JIUTEePATypbl IO TPe60BaHUAM

HayuHo-uccieoBaTe ibckas pa6éora (HUP)

[Iporpamma HUP ot 70 000 py®6. 7
MHdopMaoHHbIN TUCTOK yyacTHUKA KU ucciegoBanus ¢ 20 000 py®6. 2
dopmMo MHGOPMHUPOBAHHOT'O COTJIACUS

OTt4yeT no utoram HUP ot 100 000 py6.** 14-21

*CTOUMOCTb M CPOKH MOTYT ObITh M3MEHEHbl B 3aBUCUMOCTH OT THIA Npenapara, HeoOXOAUMOCTH MPUBJIeYeHUsI
3KCIEPTOB/pELeH3eHTOB B KJIMHUYECKOH 06J1aCTH

**cTOUMOCTD U CpOKH MOT'yT ObITb M3MeHEeHbI B 3aBUCHUMOCTH oT KOJIMYeCTBa  TOYEK
6e30nacHOCTH/3PPEKTUBHOCTH /MMMYHOT€HHOCTH, 06’beMa CTaTUCTUYECKOr0 aHa/IK3a
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VI. CBOP MU OBPABOTKA JIAHHBIX:
HauMmeHoBaHMe yci1yru CroumocTthb XapaKTepUCTHKA
U CC/ie0BAaHUS
dnekTpoHHas perucrpanuonHasa Kapta (EDC CTcloud)*
EDC-nakeT «b1M03KBHBaJIeHTHOCTb 270 000 py6. | ® mpocroe NepeKpecTHoe
CTAHZ[APT» HccJjeg0BaHue
e 1neHTp
e 70 3 MecslEeB
e 1040 yyactHukoB K1
EDC-nakeT «51103KBHBa/IeHTHOCTD 330 000 py6. | ® penMKaTHBHbIA / ajanTHBHBIH
PEIJINKATHB» An3aliH
e GoJiee 3 MecsllEB
e 6osee 40 yyacTtuukoB K1
EDC-nakeT «b1M03KBHBaJIeHTHOCTb 380 000 py6. | ® mpocroe lIepeKpecTHOoe
CTAHIAPT ITJIKOC» ucciefoBanne
e EDC-maket bru03KBHMBaJIEHTHOCTh ;:?;Ter::;mes
CTAHAAPT 10 40 yyactHukoB KU1
e CTaTHCTUYECKUH OTYET
®K/6HM03KBUBaJIEHTHOCTh
EDC-nakeT «b103KBHBaJIeHTHOCTD 470 000 py6. | » mpocroe epeKpecTHoe
CTAHZIAPT ITPO®ECCUOHAJIbHBIN» uccienoBaHue
e EDC-nmaket bru03KBHMBaJIEHTHOCTh ;;I;I;Tepcﬂues
CTAHAAPT e 1040 yyactHukoB KU
e CTaTHCTUYECKUH OTYET
®K /61 03KBUBAJIEHTHOCTh
e HTOroBbIA OTUET MO
HCCJie JOBAaHUIO
EDC-nakeT «5103KBHUBa/IeHTHOCTb 450 000 py6. | ® penyIMKaTUBHBIA / a/janTHBHBIH
PETIJIMKATUB IJTIOC» An3aiH
e EDC-nmakeT bru03KBHMBaJIEHTHOCTh : ggﬁgg 284;‘2:?::“08 KU
PEITJIMKATHUB
e CTaTUCTUYECKUH OTYET
®K/6M03KBHBaJIECHTHOCTh
EDC-nakeT «b103KBHBa/IeHTHOCTb 530 000 py6. | ® penMKaTUBHBIA / ajanTHBHBIN
PEMNJIMKATHUB [TIPO®ECCUOHAJILHBIN » AnsaiiH
e EDC-nmaket bru03KBHMBaJIEHTHOCTh ggﬁgg z&wemueB KN
PEILJIMKATHB YHACTHITIEOR
e CTaTHCTHYECKUH OTYET
®K/61M03KBUBaJIEHTHOCTb
e HTOroBBIA OTUYET MO
HCCJie JOBaHUIO
Cucrema a1 ooMeHa paitiaMu Ha oT 100 000 py6. | ® BO3MOXKHOCTb ~ 3arpyskd  Ha
cropoHe EDC KaXKIbIH BI/IUSI/IT cy6pekTa Gaitaios
e JlucTaHUMOHHBIA MOHUTOPUHT ° %ﬁg}ff“bm o6vem 50 TH ma
NepBUYHOM JOKYMEHTAMU LIEHTpa e cpox XpaueHus 10 6
e [loakstovyaeTcs K II0O60MY MAKeTy MeC. /0Ky MEHT
EDC CTcloud
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HauMmeHoBaHMe yci1yru CroumocTthb XapaKTepUCTHKA
Hcc/1e0BaHuA
EDC-naket «[1PO/IBUHY ThI/» oT 450 000 py6. | » mosaHue pasbi

°

MHOTOIIEHTPOBbIE
uccaeoBaHug™

e 110250 yyacTHUKOB K ***
10 6 MecsaLeB** ¥

*co6cTBeHHOE BaauaupoBaHHoe [10 CTcloud
[TakeT fokymMeHTayuu Ha EDC
e (O6wui maker BaJMUJALMOHHBIX AOKyMeHTOB Ha cucteMy (HE nmpoektcnenuduyHble JOKYMeHThl, B LieJIOM Ha
CTcloud EDC)
O MUJIaH BaJUJaLuU
O IJIaH yIpaBJleHUs JaHHbIMU
o cneyudukanus Tpe60BaHUH
O MHCTPYKIMH [10J1b30BaTesel

e [IpoeKkTHbIe JOKyMeHTHI (10 KoHKpeTHOMY KH):
O mnpoeKTHas Banujanus (KBasrdukanys Ju3aiiHa 6a3bl JaHHbBIX)
o ma6aoH EDC
o pedepeHchl (HOPMBI/TpaBUJIa)

e [lo3aBepuieHuto:
o BbIrpy3skaB ¢popmare Excel B/]
PDF na kaxpgoro yuactHuka KU
»KypHaJs 3aKkpblTud B/l
»KYpHaJl I0CTYIIOB
KOJUpPOBKAa JaHHbix MedDRA  Tekymed akTyalbHOW Bepcud  (HeXesaTesibHble  sIBJEHHUS,
npe/iecTBYON[ME/COMy TCTBYIOMIME 3a6oseBanus) U ATX (mpe/ecTByo1ias /coMy TCTBYIOLIAsS Tepamnus)

O O O O

**10 5 neHTpoB; 6-10 1eHTPOB - Ko3pdunueHT 1,2; 60s1ee 10 eHTPOB - K03 duLHeHT 1,4

*#%251-350 yyactHukoB KU - koadpounuent 1,1; 351-500 yyactuukoB KU - koapdunuent 1,2; 501-700 yyacTHHUKOB
KU - koappunuent 1,3; 701-1000 yuactHukoB KU - koapduiueHT 1,4; 6os1ee 1000 cMeTUpyeTcs OT/I€/IBHO

I 6-8 mec. - koapdunuent 1,1; 9-10 mec. - koapdunuent 1,2; 11-12 mec. - koapodunuent 1,3; 12-18 mec. -
ko3ppunuent 1,4; 60s1ee 18 mec. - CMETUPYETCS OT/€JIbHO

Pangomusauus u ydyet npenapara (IWRS CTcloud)*

Moaysb pangomusanuu IWRS ot 450 000 py®6. | -
Moaynb pangomusanuu IWRS + Moayib ot 550 000 py®6. | -
y4eTa nnpenapara

[Moakaouenue IWRS k EDC-nakeT o1 350 000 py®6. | -
MTPO/IBUHYTBIN

[Toakroyenue pangomusanuu [WRS + oT 450 000 py®6. | -
MoJyJib yuyeTa npemnapata kK EDC-nakeTt

[TPO/JIBUHYTHIN

Moaysib yyeTa npenapara AJis ot 150 000 py®6. | -

MCCJIeI0BaHUN GM03KBUBAJIEHTHOCTH
e KOHTpOJIb OOpalleHus penapara
e MOJyJIb pacrpe/iesieHus IpenapaTa
10 IieHTpaM, GpaCOBKH, J03UPOBAHUS
e (opmMupoBaHHeE IJIEKTPOHHOH
JIOKYMEHTAI[MH 110 00pallleHUI0
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HauMmeHoBaHMe yci1yru CroumocTthb XapaKTepUCTHKA
Hcc/1e0BaHuA

npenapara

*co6cTBeHHOEe BaauaupoBaHHoe [10 CTcloud

[Taket gokyMenTauuu Ha [IWRS

e (OOuMi makeT BaJUJALMOHHBIX JOKyMeHTOB Ha cucteMy (HE mpoekTcnenuduyHble JOKYMEHTBHI, B [[eJIOM Ha
CTcloud IWRS)
PaH/0MH3aLlMOHHBIN JTUCT
MeAMIMHCKUHI JTUCT 06palleHrs npenapaTa (ecu NpUMeHUMO)

e [IpoexTHble JOKyMeHTHI (110 KOHKpeTHOMY KH):

O IUJIaH BaJIUJALUHU

o cneyudukanusa Tpe60BaHUN

o mnpoeKkTHas Basujanus (kBanudukanus gusaiHa 6a3bl JaHHbIX)
e [lo3aBeplieHuro:

o BpIrpyskaB ¢popmare Excel B/l

o PDF Ha kaxgoro yyactHrka KU

O KypHaJs 3aKpbITud B/]

O KypHaJ JOoCTYIOB

JonosHuTteabHbie ycayru (EDC/IWRS)

[IpoekTcnenupUIHbIe BaUAALMOHHBIE JoKyMeHTHl | 50 000,00 py6. [IpoekTcnenupuUIHbIE
Ba/IUJallUOHHbIE JOKYMEHTBI
- IJ1aH BaJMAaluu

- IIJIaH YT paBJleHUs JaHHbIMU
- cnenuuKanys Tpe6GOBAHUN

[IpoekTcnenududHbIe MHCTPYKIMH MoJsib3oBaTesied | 50 000,00 py6. WHCTpyKI UM NpoeKT ey UiHbIe O
poJisiM

ApmMunuctpupoBanue jon. / JIO'u mo npoekTy 10 000,00 py®6. Tatimunr o B/] (pa3BepThiBaHuUe,
OTKpbITHE, 3aKpbITHE, BBITPY3KH)

100 000,00 py6. JIOT uamenenuii (audit JIOT)

O6ydenue nosib3oBaTesiel (J1alT) 5000,00 py6. [Ipe3seHTanus
OOy4eHUEe JUCTAHIMOHHOE 110
HHCTPYKL UM

O6ydyeHue nosb30BaTesNen 20 000,00 py®. [Ipe3eHTanys 1o KOHKPETHOMY
HCCJIelOBaHUIO

OuyHOe BBOZHOE 06yueHue
Teky1ee o6yyeHue Mo 0GHOBIEHUSIM
(mpy HEO6XOJUMOCTH)

ConpoBoXKJeHNe U XOCTUHT 20 000,00 py6. 3a Kax/bl¥ OCAeAYIOIINHN MecAl],
Ha4yuHas c 4ro
JnuTtenbHoe xpaHeHue B/ Ha cepBepHOM 50 000,00 py6. 0 3-x j1eT

060py/10BaHNHU (C BO3MOKHOCTBIO [TOJIHOTO
pa3BopauyuBaHus B/| B Buge EDC u coxpaHenuem
BCEX JJaHHBIX)

Pa3BepThiBaHUe 6a3bl JAHHBIX HA BbI/I€JIEHHOM 500 000,00 py®. Cpok skcmayaTanuu o 6 Mec.
cepBepe U NocJeAYIOIMT JaMIl Bcel 6a3bl JaHHBIX
XOCTUHT U IO iep>KKa BblleJIEeHHOT0 cepBepa 50 000,00 py6. 3a KaxkblH OC/AeAYIOINH Mecl],

HayuHas c 7To
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VII. PA3PABOTKA Y BAJIUJALIMA 3JTEKTPOHHOM MEIUIIMHCKOM

KAPTDI:
HanMeHoBaHHe yC/IyIrHa CTouMOCTb Cpoku, AHel
JneKTpoHHAsA MeAMIMHCKasA kKapTa (MIS CTcloud) *
UccnenoBaHre 6M03KBUBAJIEHTHOCTH C IPOCTHIM NEPEKPECTHBIM ot 350 000
JM3alHOM py®o.
e 1ueHTp

e 0 3 MecAlEeB
e 1040 yyactHukoB KU

HUccnengoBaHve  OUO3KBUBAJIEHTHOCTU C  PEIVIMKATHBHBIM ot 400 000
JU3auHOM pyo.
e 1ueHTp

e (GoJiee 3 MecslEB
e oGoJee 40 yyactauukoB KU

UccnepoBanue no3gHux ¢pas ot 700 000
e MHOTOLEHTPOBBIE UCC/IEJOBAH U ** py6.
e 10 100 yyacTHukoB K***
e /10 6 MecAaALeB****

*co6cTBeHHOEe BaauaupoBaHHoe [10 CTcloud
[TakeT gokyMeHTauuu Ha MIS
e OOuIMi MaKeT BalWJaLlMOHHBIX JOKyMeHTOB Ha cucteMy (HE mpoekrcnenupuyHbie JOKYMEHTBI, B LleJIOM Ha
CTcloud MIS)

O IJIaH BaJy/alnuu
O IJIaH yIpaBJieHUsl IaHHbIMU
o cnenudukanus Tpe6oBaHUM
O  MHCTPYKIMH [10JIb30BaTesel

e IIpoeKkTHBIE JOKYMeHTHI (110 KOHKpeTHOMY KU):
O IpOeKTHas BaJuJalHs
o 1wabsoH MIS
o pedepeHchl (HOpMbI/TIpaBUJIa)

e [lo3aBepuieHuto:
o BwIrpyska b/l B popmate Excel
o PDF Ha kaxgoro yyactHrka KU
O KypHaJs 3akpblTuda b/|
O JKYpHaJ LOCTYIOB

**10 5 neHTpoB; 6-10 11eHTPOB - Ko3pdunueHT 1,2; 60s1ee 10 eHTPOB - K03 duLHeHT 1,4

*#%101-150 yyactHukoB KU - koadpounument 1,1; 151-200 yyactuukoB KU - koapdunuent 1,2; 201-300 yyacTHHKOB
KU - koappunuent 1,3; 301-500 yuactuukoB KU - koadppunuent 1,4; 6osee 500 cMmeTHUpyeTCS OTIEBHO

ik 6-8 mec. - koaddunuent 1,1; 9-10 mec. - koaddunuent 1,2; 11-12 mec. - koapdunuent 1,3; 12-18 wmec. -
ko3 dunueHT 1,4; 6osee 18 Mec. - cMeTHUPYyeTCS OT/LEBHO

Cucrema /151 o6MeHa Paitiamu Ha o1 300 000 py6. | ® BO3MOXHOCTL  3arpy3kd  Ha
cropone MIS Ka)KJ bl BUSUT Cy6beKTa GaiioB
e cymMmapHbli o6beM 50 ['B Ha

e JlMcTaHUMOHHBIA MOHUTOPHUHT

: NPOEKT
NePBUYHOH JJOKYMEHTALIMH [IleHTa

® CpOK XpaHeHHUs pifo) 6
MecC./JJOKYMEeHT



https://qbioresearch.com/
https://qbioresearch.com/
https://qbioresearch.com/

000 «HULL Dko-0e301acHOCTH 9 K O
196143, Cankr-IlerepOypr, np. FOpus ['arapuna, 65
(812) 500-52-03, https://gbioresearch.com BESOMNMACHOCTb
info@qbioresearch.com HAYYHO-
Y MCCNEQOBATENBCKMIA

LLEHTP

VIII. PA3PABOTKAWU BAJIMAALUA IJTEKTPOHHbBIX JHEBHUKOB, IIIKAJI,
OITPOCHHUKOB:

HanMeHoBaHHe yC/IyIrHa CTouMOCTb Cpoku, AHel
J/IeKTPOHHbIN JHEBHUK

IlIkaJ1p1, ONPOCHUKH

e [logkarouenne k MISu EDC CTcloud [To 3anpocy

IX. PA3PABOTKA U BAJIMAALUA MOAYJIAAUCTAHIUOHHOI'O
MOHUTOPHHTA:

HayMMeHOBaHMeE yCAyTHA CTOMMOCTh Cpoku, gHe
IIporpaMMHOe oGecnedyeHHe AJiA aAMUHUCTpUpoBaHuA mnpoBegeHuss KM CTMS (DocTrial

CTcloud)
e [loakitoueHue Kk GpailsIoBOMy XpaHHUJIUIILY ITo 3amnpocy
[Topxknroyenue k MIS CTcloud
[Mopkntouenue k EDC/IWRS CTcloud
[ToK/It0YEHUE K 3JIEKTPOHHBIM JJHEBHUKAM /OTIPOCHUKAM

X. ®APMAKOHA/I30P A/ JEPYKATEJIEW PETUCTPAIIMOHHBIX
YJI0OCTOBEPEHUI HA TEPPUTOPUU P® U 3A PYBEXKOM:

HaumMeHoBaHue yciyru CTOMMOCTH
[lo/1HBIA Ay TCOPCUHT cucTeMbl papMaKoHaA30pa

Cpoku, AHe

e [locTpoeHue/KOppPeKTUPOBKA CUCTEMbI MEHE/XKMEHTA KAa4eCTBA 400 000 py6_
(CMK), pazpaboTka cTaH/AapTHBIX OepalMoHHbIX npo1eayp (COIT)

o  dopmMupoBaHue U nojaepkaHre Mactep-daitia cucTeMsl
dapmakonazzopa

e [IpexocTaB/ieHHE YIIOJTHOMOYEHHOr 0 JIMIA 10 dpapMakoHa3opy (YJ/ID)

e [IpenocraByeHue Tesed OHHOH («ropsiuei») JIUHUY C focTyoM 24 /7

BruitoueHue B Mactep-daiia cucreMmbl @apmakonazopa 1 MHH* 60 000 -
e  PeryssipHbIi MOHUTOPUHT UCTOUHUKOB Ha ITpeIMET HHPOPMAIUHU 110 py6./ron
6e30I1acCHOCTH

e (Co6op, 06paboTKa, aHAIN3, XpaHeHHe HH}opManuu mo 6e30MacHOCTU

e  OTYETHOCTb ¥ KOMMYHHKALHS C yIIOJHOMOYEHHBIMH OpraHaMu

e OGHOBJIeHHe HHOPMALUH 10 6€30MaCHOCTH JIeKapCTBEHHbBIX
npenapaToB (MHCTPYKIIUU 10 MeJUIIMHCKOMY TpuMeHeHuto (UMIT),
o011el XxapaKTepUCTUKHU JieKapcTBeHHOTo npenapata (OXJII) u
JIMCTKa-BKJazbima (J/IB))

*0t 3 MHH - 15%

Pa3pa6oTKa JOKYMEHTOB B paMKaXx cMcTeMbl papMaKoHaA30pa

[loaroTOoBKa O0TYETOB IO 6€30MaCHOCTH Pa3pabdaTbIBAEMOr0 100 000 py®6. 14-21
JeKapcrBeHHoro npenaparta (POOB)
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HaumeHoBaHue yciyru Croumocts | Cpokm, jHeH

dbapmakoHa[30py

[loaroroBKa nepuoauYeCKUX 0GHOB/IAEMbIX OTYETOB MO 120 000 py®6. 14-21
6e3onacHoctH (II0OOB)
IloaroroBka njiaHa ynpasJieHUS pUCKAMM IPUA 120 000 py®6. 14-21

pa3paboTKe /MpHMEeHEeHNH JileKapCcTBeHHOro cpeacrsa (IIYP
AyauTt cucrteMsl papMaKoHaA30pa

Aynut cucteMbl papMaKoHa30pa 150 000 py®6. 14-21
[IpeaocTraB/ieHUe OTAE/NbHBIX YCIYT CUCTEMBI papMaKoHaA30pa
BbinoJiHEHHE OT/Ie/IbHBIX JleJIerupyeMbIX QYHKIHHI MO [To 3anpocy -

XI. PA3PABOTKAJAOKYMEHTOBBPAMKAX CUCTEMBIMEHE/IZKMEHTA

KAYECTBA:
HaunMeHoBaHMe yCIYyTH CTouMOCTb Cpoku, AHel
Cucrema MeHeJ)KMEHTa KayecTBa
PazpaboTka CTaHZapTHBIX ONlepallMOHHBIX poueayp - COIl [To 3anpocy oT 14
Pa3paboTka noJioXkeHUu, UHCTPYKIUH U TIp. [To 3anpocy ot 14
XII. IJ3THUYECKOE COIIPOBOKAEHHUE:
HaumeHoBaHue yciyru CTouMoOCTh Cpoku, fHeH

K/imHu4YecKkue ucciea0BaHMs JIEKAPCTBEHHBIX NMpenapaToB OHMO3KBUBaJIeHTHOCTH U [-IV

dasnl

[lepBru4yHasd nojayda, OUH LEHTP 40 000 oT 4
[ToBTOpHasa nojaya, 0AUH LEHTP 25000 oT 4
JKCcTpeHHas nojavya*, oJUH LEHTP 50 000 or1
BHenuiaHOBOe 3acejlaHUEe™™, 0/TUH LIEHTP 60 000 or1l
[IpyHAATMEe  [OKYMEHTOB K CBeJeHHUI0  0J00peHHOro 0 oT 4

KJIMHUYECKOTO UCCIeJ0BaHUS
Ha61105aTe/ibHBIE M CC/I€AOBaHUA

[lepBHUYHas nogava, 0JUH HEHTP

40 000

oT 4

[ToBTOpHAs noAaya, 0JUH LEHTP
JuccepranioHHbIE PaGOThI

JKcnepTH3a MaTepUaIOB

25000

10 000

oT 4

oT 4

*cobcTBeHHOe BanugupoBanHoe [10 CTcloud
**npoBenenue 3acefanus K9 BHe yTBepkieHHOro rpadvKa 3ace/[aHu M
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XIII. YCAYTUHE3ABUCUMOI'O KOMUTETAIIO MOHUTOPUHIY JAHHBIX:
HauMmeHoOBaHue yciyru CTouMocTh Cpokmu,

pab.JHeH
3aceganue HKM/]
OpHo 3acefaHue (pacCMOTpeHHE JlaHHBIX [0 2 TNallMeHTOB ot 10 000 py®6. 2
BKJIFOUMTEJIbHO)

XIV. MEJAULAHCKUHA MOHUTOPUHTI IAHHBIX:

HauMeHoOBaHMe yCi1yru CroumocTsb Cpoku,
pa6.aHen

MeAMIMHCKUA MOHUTOPUHT

e [lepuoaundeckoe paccMoTpeHUe JIOKYMEHTOB [lo 3ampocy 2
KJIMHUYECKOI0 HCCJIeJIOBaHUA B 1eJiAX MpOoBeJleHUs
MeJJMIIJUHCKOTO MOHUTOPHHTA

e QopMHpOBaHMEe 3aKJIHYEHUS CO CTOPOHbI MeJULMHCKHX
9KCIEepPTOB

e OTBeThl Ha 3aIIPOCHI B XO/ie MPOEKTA

XV. TOCYAZAPCTBEHHAAPETUCTPALIUA U K/IMHUYECKHE UCIIBITAHUA

BA/l K ITUIIE:
HaumeHoBaHue yciyru CroumocThb Cpoku,
pa6.gHel
e AHa/M3 pelenTypbl NPOAYKTa HAa  COOTBETCTBUE 6ecnaTHO oT 3
Tpeb6oBaHusiM EA3C
e Omnpepnenenue, WCTOYHUKOM (AOTIOTHUTENIbHBIM

HUCTOYHUKOM) KaKHMX 3CCEHI[MAJIbHBIX MUIIEBBIX BEIIECTB
SIBJIIETCS MPOJSYKT

e JloarotoBKa peKoMeHJAUUMW B OTHOLIEHUH Kpyra
noTpebuTeIel, peKOMEHJALUHN M0 MPUEMY U BO3MOKHBIX
NPOTUBONOKA3aHU N

e OmpejesneHne TepeyHsl HeOOXOAMMOM OT 3aKa3dyuKa
JIOKyMeHTaluH

e OmpejesieHne nepeyHsl pa3pabaTbiBaeMol JOKYMeHTALUY,
CPOKOB U CTOUMOCTH paboT

Pa3pa6oTka KOMIJIEKTA JOKyMeHTalluu

e HopMaTuBHBIM [OKYMeHT M0 KadecTBy (TexHUYecKue 250 000 py6. oT 5
ycaoBus win CTaHAapT OpraHu3anym)

e TexHosorM4yeckas  MHCTPYKIMs  (C  NPUJIOKEHHEM
pelenTypbl, KOHTPOJIbHbIX TOYEK M TEXHOJOTHYECKOM
CXeMbl IPOM3BO/ICTBA)
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HaumeHoBaHue yciyru CroumocThb Cpokmu,
pa6.aHen

JTUKeTOYHas HAJIUCh

[losicHuTenbHasA 3amuckKa, coJiepkauias Hay4dHOEe
000CHOBaHHWE  KOMIIO3ULIMOHHOTO  COCTaBa, Hay4HO-
000CHOBaHHble pEeKOMEeHJAalWu 10 TpPUMEHEHUID C
yKa3zaHUeM NPOJI0/DKUTEJNbHOCTU IPUEMa U MPUHUMAaEeMbIX
KOJIMYEeCTB, NPOTUBONOKA3aHUs, OrpPaHUYEHUS 1O
npUMeHeHUI0 (MPU UX HAJIUYUH)

Jeknapauuss o6 OTCyTCTBUM B cocTaBe BAJ| k mnuie
JIeKapCTBEHHbIX CPe/ICTB

Jeknapanuss o6 OTCyTCTBUM B cocTtaBe BAJ| k mnuie
KOMIIOHEHTOB, H3TOTOBJIEHHBIX C  UCI0JIb30BaHUEM
TEXHOJIOTUY TEHHON NHXXeHePUU

Jeknapauuss o6 oTcyTcTBUM B cocTtaBe BAJ| k nuuie
KOMIIOHEHTOB,  BKJIKOYAKUIMX  HApKOTUYeCKHEe  WJIH
ICUXOTPOIHbIE BelllecTBa, CUJIBHO/IEHCTBYIOIIIM e
BEIllleCTBA, CUJIbHOJIEHMCTBYIOIME BellecTBa U3 CIHUCKA
WADA, ropMOHbI Y ECTUIM/Ibl, KOMIOHEHTDI, NOJIy4YeHHbIE
C IpUMeHeHUeM HaHO-TeXHOJI0TUI

Jeknapauuss o6 OTCyTCTBUM B cocTtaBe BAJ| k nuiie
KOMIIOHEHTOB, COJepXalluX BO30yAuTes el ryoyaTou

3H1edasoNaTUU /TPAHCMUCCUBHOM rybyaToun
3HUedaoNaTUU KPYITHOTO pOraToro CKoTa
Jpyrue TpebyeMble peryassTOpHbIMU opraHamu

OdbopmneHne u© 1oJjaya 3adABJeHU U KOMILJIEKTA
JOKYMEHTOB

[IpeaBapuTesbHbIM  pacyéT  KoJuyecTBa  00OpasloB,
obopMyieHHe ITHUKETOK, COCTaBJeHHWe aKTa 0TOopa Npoob,
cAavy 06pasioB B JIabopaTOPHUIO

[TogroroBka OTBETOB 1o 3anpocy 3KCIIepTa,
KOPpPEKTUPOBKA JIOKYMEHTOB

[lonyyenre  OpUTrHHAJIOB IPOTOKOJIOB, 3KCIEPTHOIO
3aKJI0YeHUs UM I[pOYUX [JOKYMEHTOB, Ilepejjadya UX
3aKa34YUKy

JIOKYMEHTbI
ConmpoBOXKeHH e IKCnepTU3bI*

TI0 3aMpocCy

ot 30

BA/]

ConpoBoXKAeHU e rocy apCTBEHHOM perucrpagum™*

OdopmneHnne u© 1nojadya 3adgBJIeHUA U KOMIUIEKTA
JIOKYMEHTOB

[ToaroroBka OTBETOB 1o 3anpocy 3KCIepTa,
KOPpPEKTUPOBKA JIOKYMEHTOB

[TosiydeHMe BBIIMCKH U3 peecTpa Ha OYMa)KHOM HOCHTeJIe

* - CTOMMOCTb pabOT PACCYUTHIBAIOT C YYETOM 3aTPaT HA UCTIBITAHUS U KcepTHU3bl B LI['MI, B 3aBUCUMOCTH OT cOCTaBa

100 000 py6.

ot 30
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HaumeHoBaHue yciyru CroumocThb Cpokmu,
pa6.aHen

(o »keslaHM 10 3aKa34MKa) U IPOYUX JJOKYMEHTOB, llepeiaya
MX 3aKa34UKY

** - 3aKa3yMK [0 Hayala paboT OIJIa4UBaEeT OCyJapCTBEHHYIO MOULINHY B cooTBeTcTBUU ¢ HK P®, rui. 25.3 B pa3mepe
5000 py6, n1aTexHOe NopyvYeHre C OTMETKOM 6aHKa, 3aBEPEHHOE 3aKAa3YMKOM, IEPeIaeT HCIIOJHUTEJI0

[IpoBegeHue KIMHUYeCKUX uccaesoBanuii BA/l k nuine B popmate HUP

e HayuHo-ucciegoBaTtesbckass pabota (HHUP), moarotoska
JIOKyMeHTaluu (cM. pazaen V)

e [IpoBeseHHe KIIMHUYECKUX UCCejoBaHUMU BA/] K nuile B ot 30 000 py6./ 30
dbopmate HUP y4aCTHUK
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