AKTUBHas
dapMaLieBTUYECKA
qa cybcTaHumaA




OT pepakuun

YBa)kxaeMble konnerum!
Bnaropapto Bac 3a MHTEpeC, NPOoABNeHHbIN K Hallen paboTe.
CeroaoHs NpaBoBOE MPOCTPAHCTBO TPaHCHOPMUMPYETCA OCOBEHHO ANMHAMUYHO.

B 3TMX yCNoBMAX BaXXHO CBOEBPEMEHHO OTCNEXMBATb Hanbonee 3HaYMMble N3MEHEH S
3aKoHOOAaTeNbCTBa, OCTABAACh B KypCe aKTyallbHbIX TEHOEHLUMW M MPW 3TOM HE TEPATLCA B
MOTOKE U36bITOYHOM MHPOPMaLMN.

Ha NpoTs»XeHM MHOMMX NeT Mbl 3aHMMAEMCA MPaBOBOM SKCMNEPTU3ON, aHANTUINPYEM
60NbLLIOM 06BbEM 3aKOHOB M MHbIX HOPMATMBHbIX MPABOBbIX aKTOB, CyA4e6HOM NPaKTUKK U
npodeccrnoHanbHbIX MyBMKaL K.

Pe3yanaTbl aTOM pa6OTbI Mbl MpenctTaBId9eM BaM B CKaATOM, CUCTEMATUINPOBAHHOM M
KOHUEeHTPpMpOBaHHOM BMOE.

Ha canTe Bbl HaMaeTe y4ebHYI0, HayYHYIO U MPaKTUYECKYo NnTepaTtypy.

MCerHHe HaOerCb, UTO MpenctaB/iIEHHbIE MaTepKalibl OKaXXyTCH MNMoJs1e3HbIMA B BaLLleN
I'IpOCbeCCl/IOHaJ'IbHOVI OEATESTbHOCTN 1 MOMOTYT B MPUHATUIN MPaBUNJT1bHbIX peLIJeHl/Il7I.

C yBaxkeHMeM,
KaHOMOAT opUONYEeCcKMX HayK
Anekcen bopucos



AKTMBHas ¢papMaLeBTUYecKasa cyb6cTaHUmA
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AkTMBHaa dapmMaueBTrnyeckasa cybcTaHuma; ADC (active pharmaceutical ingredient; API):
nwboe BeLWECTBO UMM CMeCb BellecTB, NpeaHa3HadyeHHble OAd9 MPOM3BOACTBA
NeKapCTBEHHbIX CPEeaCcTB, KOTOPble B MpoLecce MNPOM3BOLCTBA JIEKAPCTBEHHOMO
CpeacTBa CTaHOBATCA aKTUBHbIM MHIPEeAMEHTOM 3TOMo NIEKAaPCTBEHHOIO CpeacTBa. Takme
BellecTBa NMpefHa3sHauyeHbl gnga npoapneHmna GapMaKonIormyeckKom akTUBHOCTU UMK
ApYyroro npamoro apdexkta NpmM AMarHOCTUKE, NeYeHnmn, obneryeHmMm CMMNTOMOB UK
npodunakTmKe 60N1E3HUN UMK ONFA BO3AENCTBMA Ha CTRYKTYPY MM QYHKLMIO OpraHmM3Ma

NcTtounuk: " TIPABUJTA TIPOM3BOLOCTBA M KOHTPOJTH KAYECTBA JTEKAPCTBEHHbDIX
CPEOCTB. TOCT P 52249-2009"

(yTB. MpMKaszomM PocTexperynmpoBaHmga oT 20.05.2009 N2 159-cT)



[TPOJIOJKAUTE
[TOJTYYATD
[TPABOBYIO
AHAJINUTUKY

BFIEII'DAEIDIAM BacC 3a MHTEePEC K HalleMy 0530py.

3TOT J:[EII:I,Q)HECT — NHWb 4YacTbk aHanMTHUYeCKKUX MaTep1anos,
KOTOpbIe eXeAHEBHO rOTOBMT Halla pegakuma. Mbl BHMMaTenbHo
OTCNEXMBAEM M3IMEHEHMA 3aKOHOAATENbCTBA, aHanM3upyem
cynebHyo NPpaKTHKY, Pa3bACHEHWs rocyAapCTBeHHbIX OPraHoB

1 GopMUpyeM NPaKTUYeCKHe BbiBOAbI, KOTOPLIE NOMOraioT

NPUHUMATE 0B0CHOBaHHBIE PeweHuA.

bonblas yacTb HawMx MaTepranos AOCTYNHA TONbKO
nognucuukam. MognmMcka oTKpeIBAET AOCTYN K NonHoi Gase
AHANWTWKK, SKCKNIO3MBHBIM 0630paM, PaclUMpeHHbIM
KOMMEHTapwWamM 3KcnepTos, nogbopkam cyaebHoW npakTuku
M ApYrvM NpodeccHoHankHLIM MaTeEpUanam, KoTopele

He NyBNKUKYIOTCA B OTKPLITOM AOCTYNe.

B 3nak BnarogapHoOCTH 3a TO, YTO Bbl CKa4Yanu 3ToT ob3op,
Mbl NOArCTOBMNMK A5 Bac NepcoHanbHblil NpoMokoa,
KOTOPBIA NO3BOAUT OGOPMUTE NOZNMMUCKY

Ha cneuuanbHblX YCNOBUAX.
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Mcnonebsyiite ero npu odopMneHMn NOANMCKM M NONYYMTE
cneuuanbHble YCNoBUA [OCTYNA K 3aKPbITbiM MaTepuanam.

Mel YBEPEHbI, HTO Ka4eCTBEHHaRA NpaBoBan aHanMTHKa
AOMNXHA HE NPOCTO MHGOPMHUPOBATE O MPOM3OLUEALINX
HiMEeHEHMAX, d NOMOraTe NOHKMMATE MX 3HaAYeHWe,
OUeHWBaTE BOIMOXHEIE DPUCKHM M NPUHKMMAaTE BIBESLUEHHBIE
peweHus. MiMeHHO noaToMy Mbl yaensem ocoboe BHUMaHWe
rnyBuHe aHanu3a, NPakTUYECKOM NPUMEHMMOCTH BEIBOLOB

1M OOBEKTHMBHOCTH Kaxaon nyBnukawmm,

[obpeo noxanosate B coobwecTso NpodeccuoHancs,
KOTOPbIE UEHAT QOCTOBELHYIIO anJOpMaumo
W IKCNEPTHBIA Noaxoa,.
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