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B paMKax pa3paboTKU JieKapCTBEHHbIX IpenapaToB
2026 T.

YCIYTH

[IpoBeaeHMe KIMHUYECKUX UCCIeJOBaHUA
OHMO03KBHUBAJIEHTHOCTH JIEKAPCTBEHHbIX NPeNapaToB:

buoaHaiuTHYecKasgs 4YacTb B paMKaX K/JIMHUYECKUX WIH
JAOKJIMHUYECKHMX MCCaeJ0BaHuil (MeToA ucciaesoBaHusa - BIKX-
M():

buodapmaneBTUYECKUNA aHAIU3

MeMLUHCKMH PAaUTHHT U CTaTHUCTUKA:

Pa3pa6oTKa U perucTpanus JieKapCTBEHHbIX CPe/ICTB:
Ycyru Ha NOCTPEerucTpauoOHHOM ITalleE:

Coop 1 06pabOTKA AAHHbIX:

Pa3pa6oTKa 1 BasiMaanus 3JIeKTPOHHOU MeJULMHCKON KapThl:

Pa3pa6oTka M BajauJaunMs 3JEKTPOHHbIX AHEBHUKOB, IIKaJl,
ONMPOCHUKOB

Pagpa6orka u BajMaaguss  MOAYJAsS  AMCTAHIMOHHOTIO
MOHMTOPUHra:

dapmakKoHa/30p A AepaxkKaTesien perucTpanuoOHHbIX
yAOCTOBepeHUH Ha TeppuTopuu PP u 3a pyodexom:

Pa3paboTka JOKYMEHTOB B paMKax CHUCTEMbl MeHe/KMeHTa
KayecTBa:

ITHYeCKOe CONPOBOXKAEHUE:

Yciyru He3aBUCUMOI'0 KOMUTETA 10 MOHUTOPUHTY JaHHbIX:
MeaMLMHCKHUI MOHUTOPUHT JAHHBIX
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XVI. T'ocyaapcTBeHHass perucrpanus M KJIWHUYECKUEe HCHbITAaHUA
BA/l K nuie:
[IpeagBapuTENbHBIM  AQHAJM3  BO3MOXHOCTH  PErucTpalydu
npoaykuuu B kadectse A/l B EA3C
PazpaboTka KOMIJIEKTA JOKYMEHTALlMX
ConpoBOXaeHUEe 3KCIIePTU3BI
ConpoBoXAeHHEe TOCylapCTBEHHOM perucTpanuu
[IpoBesieHME KAMHUYECKUX HccenoBaHun BA/] k nule B popmarte
HUP

<

ASANENEN
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I. TOCYAAPCTBEHHAA PETMCTPALINA U KIMHUYECKHE UCIIBITAHUA

BA/l K ITUIIIE:

HaumeHoOBaHMe yCIyTH

AHanu3z  peuentypbl NPOAYKTAa Ha  COOTBETCTBUE
Tpeb6oBaHusaAM EAIC

OnpepeneHue, UCTOYHUKOM (AOMOJIHUTEbHBIM
VCTOYHUKOM) KaKUX 3CCEHIUAJIbHBbIX NUIIEBbIX BeLIEeCTB
ABJIIETCS IPOAYKT

[logroToBKa pekoMeHAALMW B  OTHOLIEHUHM Kpyra
noTrpebuTesiel, peKOMeHJAlMi M0 NPUEMY U BO3MOXHBIX
NPOTUBOIOKA3aHUU

OmnpeneneHve TmepedyHss HeOOXOAMMOM OT 3aKa3dHUKa
JIOKyMEHTaluU

Onpegenenuve nepedHsi pa3pabaTbiBaeMoOW JOKYMEHTALUH,

HopMaTuBHbI fA0KyMeHT 1o KaudecTBY (TexHuueckue
ycaoBus uiau CTaHapT OpraHU3alvu)

TexHoJsioTMYeCKas WHCTPYKLUS (c NPUJIOKEHHUEM
peLenTypbl, KOHTPOJIbHBIX TOYEK U TEeXHOJIOTUYEeCKOHU
CXeMbl IPOU3BO/ICTBA)

JTHUKeTOYHasl HaJIIHUCh

[losscHuTEe/IbHASA 3allMCKa, coZieprallas Hay4dHoe
000CHOBaHME  KOMIIO3ULJMOHHOTO  COCTaBa, Hay4dHO-
000CHOBaHHble peKOMEHJAlMU 10 NPUMEHEHHUI C
yKasaHHUeM MPOJOJ/DKUTENbHOCTU IpUeMa U IPUHHUMaEMbIX
KOJIMYECTB,  [POTUBOIIOKAa3aHUdA,  OrpaHUYEHUd 110
NpUMeHEeHUIO (IPU UX HAJTUYHH)

Jeknapauus o6 otcyTcTBUM B coctaBe BAJl k mnuie
JIeKapCTBEHHbIX CPE/CTB

Jeknapauus o6 otcyTcTBUM B coctaBe BAJl k mnuie
KOMIIOHEHTOB, M3rOTOBJIEHHbIX C  HCIOJIb30BaHUEM
TEXHOJIOTUM F'€HHOW WHXXEHEePUU

Jeknapauus o6 OTCyTcTBUM B cocTaBe bBAJl k mnuie
KOMIIOHEHTOB,  BKJ/IIOYAKUIUX  HApKOTUYECKUE  WJIU
IICUXOTPOIHbIE BEIlleCTBa, CUJIbHOAEUCTBYIOLIHAE BELEeCTBA,
CWIbHOJENUCTBYWOIIME BeljecTBa M3 cnucka WADA,
FOPMOHBI W MNEeCTULU/bl, KOMIIOHEHTBbI, NOJIyYeHHbIe C
NpUMeHeHUeM HaHO-TeXHOJIOTUH

Jeknapauus o6 oTcyTcTBUM B coctaBe BAJl k mnuige
KOMIIOHEHTOB, COJlepXKallldX  BO30yJuTeJsied rybyaToun

CTouMOCTBb

pa6.JHEeM
IIpeaBapuTe/IbHBIA aHAJIM3 BO3MOXKHOCTH perucrpauuu npoaykuuu B Kauectse bA/l B EAJC

0ecIIaTHO

CPOKOB U CTOUMOCTHU pPaboT
Pa3pa6oTKa KOMILUIEKTA JOKYMEHTAIUU

250 000 py®6.

Cpokpn,

oT 3

oT 5
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HaumeHoOBaHMe yci1yru CrouMoCTh Cpokmu,
pa6.aHer
sH1edasonaTUH/TPAaHCMHUCCUBHOH ryouatou
sHLedaoNaTUH KPYITHOTO POTaTOro CKOTa
e Jlpyrue TpebyeMble peryassTOpHbIMU opraHamu
JIOKYMEHTbI
e OdopmieHve u Tmojadya 3asBJEHUS U  KOMILJIEKTA 110 3a1pocy ot 30
JIOKYMEHTOB

e [lpeaBapuTesibHBIA  pacyéT  KoJIMYeCcTBa  006pasloB,
obpopMJieHHE I3TUKETOK, COCTaBJIeHHE aKTa 0TOopa mpoo,
cZa4y 06pasloB B J1abopaTOPHUIO

e [loAroToBKa OTBETOB 10 3aMPOCY IKCIEPTA, KOPPEKTUPOBKA
JIOKYMEHTOB

e [losyyeHre OpPUTMHAJIOB MPOTOKOJIOB, 3KCIEPTHOTO
3aKJIlOUeHUs] W TMpPOYUX [JIOKYMEHTOB, Iepejadya MX
3aKa34uKy

* - CTOUMOCTb pa60T pacCYUTBIBAOT C Yy4€TOM 3aTpPaT HA UCIIbITAHUA U SKCIIEPTU3LI B HFI/Ia, B 3aBUCHUMOCTHU OT COCTaBa
BAJ|

ConpoBOXAeHMe roCyJapCTBEHHOM perucrpanum™*

e OdopmieHve U moZaya 3asBJEeHUST UM KOMILJIEKTA 100 000 py®6. ot 30
JIOKYMEHTOB

e [loAroToBKa OTBETOB IO 3aMPOCY IKCIEPTA, KOPPEKTUPOBKA
JIOKYMEHTOB

e [losiyyeHHre BBINHUCKU U3 peecTpa Ha OGYMaKHOM HOCHTeJie
(HO KeJIaHHUIO 3aKa3qm<a) U MMPpOYUX JOKYMEHTOB, nepeaiavda

MX 3aKa34UKY
** . 3aKa34yMK [j0 HauaJia pa6boT OMJIauMBaeT rocyJapCTBeHHY0 mouuinHy B cooTBeTcTBUU ¢ HK PO, ru1. 25.3 B pasmepe

5000 py6, nyiaTexkHoe mopydeHre ¢ OTMEeTKOM 6aHKa, 3aBepeHHoe 3aKa3uMKoM, IlepejaeT UCIIOJTHUTEJII0
IIpoBeaeHMe KIMHUYECKUX UccaedoBaHui BA/l k nuine B gopmate HUP
e HayyHo-ucciegoBaTesnbckass pabora (HWP), moaroromka
JIOKyMeHTaluH (cM. paszen V)

e [IpoBesieHre KIMHUYECKUX UccaenoBaHUM BA/] k nulle B ot 30 000 py6./ 30
dopmate HUP y4acTHHUK
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