


[TIABA 1

NPEAMET

®APMALEBTUMECKOH
XUMUN. OCHOBHBIE
NOHATUA. KNACCUDUKALNA
JNIEKAPCTBEHHbIX CPE[CTB

dapmalieBTUYECKAsT XUMHUSI — HayKa O CIIoco0ax
MoJIyYeHusI, CBOMCTBaX, MeXxaHU3MaxX OuoTpaHchop-
MallM¥ JIEKAPCTBEHHBIX BEIIECTB, a TAKXKE O METOIAX
KOHTpPOJIS KadyecTBa (papMaleBTUUECKUX CYOCTaHIIU I
1 JIeKapCTBEHHBIX MPENapaToB.

dapmarieBTUIECCKASI XUMUS — Pa3aesl XUMUIECKOM
HayKHW, TECHO CBSI3aHHBII C €€ OTIeJIbHBIMU HalpaB-
neHusMu (puc. 1.1). Ucrionb3yst 1oCTUXKeHU ST 0a30BBIX
XUMUWYECKUX TUCIUTUIMH, hapMaleBTUUYeCKas XUMUSI
pelaeT 3ajadyy lieJieHalpaBJIeHHOTO TMOMCKAa HOBBIX
JIGKAapCTBEHHBIX CPEICTB.

K mpumepy, coBpeMeHHbIe KOMITBIOTEPHBIE METO-
IIBI TTO3BOJISIIOT IIPOTHO3MPOBATh (hapMaKOJIOTHUIECKOE
neicTBue (TepanmeBTUYECKU 3(P¢eKT) JieKapCTBeH-
HBIX cpelcTB. B xuMum copMupoBasiock OTOCIBHOE
HaIlpaBJICHUE, CBI3aHHOE C ITIOMCKOM B3aMMHO OIIHO-
3HAYHBIX COOTBETCTBUU MEXIY CTPYKTYpOil OMOJIO-
I'MYEeCKH aKTUBHOTO COCIMHEHUS U ero 3(PDEeKTUBHO-
CTbIO (KOPPEJISIUS «CTPYKTYpPa—aKTUBHOCTD»).

B3anMOCBSI3b  «CTPYKTYypa—CBOMCTBO» MOXKHO
00HapyXUTb, pacCMaTpUBasi, HaIIpUMep, 3aBUCUMOCTb
MEXIy MHAEKCAaMM — TOIMOJOTMYEeCKUM (OTpaxkaer
$U3NKO-XMMUYECKIE CBOMCTBA MOJIEKYIIbI JIEKapCTBa)
1 TepaleBTUYeCKUM (OTHOIICHWE MEINAaHHOM JIeTalb-
HOM 03B K MeguaHHo adekTusHoi LD, /ED ).

dapmarieBTUUECKasT XUMUS CBSI3aHa C JAPYTUMU
€CTeCTBEHHOHAYYHBIMM U MEIMKO-O0MOJOTUIeCKUMU
gucuunauHamu (puc. 1.2).
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dapmaueBTUHECKas XUMUSA

!

CsoiicTtea J1C

O6ecneyeHne
kayecTtBa J1C

MeTognb! pa3apaboTku
1 cnoco6bl nony4exus J1C

. S
[HeopraqueCKagJ Ddusnyeckas AHanuTu4yeckas
XMMUs 1 KonnovaHas XMMUS
XUMU4A

[ OpraHuyeckas xumus )[ Buoxumuns )

Puc. 1.1. BzaumocBsa3b hapManieBTUIecKOl XUMUM C IPYTUMU XUMUIECKUMU
MUCTTATIIMHAMU

Matematuka NHdopmatumka ®dusnka
MeTponoru4eckoe o6ecne4venue || NMporpammHoe obecneveHne Ddusnyeckune sBneHus,
npu aHanuse J1C. ans cospanus JiC MeToAbl UCCneaoBaHus.
MnaHnpoBaHve aKcnepumMeHTa («CTPYKTypa—CcBOWCTBO») ArperaTHoe COCTOsHME
BellecTsa. NMNonumopdunam
| dusnonorusa |
Buonorus
| MaTocunanonoruns |
Mwukpo6uonorus
dapmakoTepanus
Mogenu
DOAPMALIEBTUYHECKAA nna ncenepnosanus J1C.
XNMUA Ananuns J1C Ha MWKpPOGHYI0
KOHTaMuHauuo
MeanuyuHa
3akas4uk n notpebutens J1IC
®dapmakonorus
dapmMakorHoaus MexaHnamel
thapmakonormyeckomn

AHanu3 nekapcTBeHHOro

akTmBHocTu JIC
pPacTUTENbHOTO CbIPbs U Chipbs

XMUBOTHOIO NPONCXOXAEHUS
dapmaueBTryeckas
Py 3KOHOMMKA Tokcukonoruyeckas
apmauesTneckasn YnpaeneHue apmaume. XuMms
TeXHonoruns OpraHuaaumsi KOHTPOJIbHO- MexaHU3Mbl TOKCUYHOCTY
Mony4enwne JIC aHanMTU4ecKnx cryxeo 1 aHanM3 TOKCMKaHTOB

Puc. 1.2. BzaumocBs3b (hapMalieBTUYECKON XUMUU C €CTECTBEHHOHAYYHBIMU U
CcrieMaJIbHBIMU AUCHUTIMHAMU

Tak, 3HaHMEe MaTeMaTHMKH IO3BOJISCT, B YAaCTHOCTH, IPUMCHSTH
METPOJIOTUYECKYIO OIIEHKY pe3yJbTaTOB aHaju3a JeKapCTBEHHBIX
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cpenctB (JIC), a 3HaHME (DU3NKHM — WCIIOJB30BaTh (DyHIaMEHTAJIbHBIC
3aKOHBI IIPUPOIHI ¥ IPUMEHSITh COBpEMEHHBIC TPUOOPHI IIPU aHAJIU3e U
nucciaenoBaHuax JIC. Psm nucimnanH MeIuKO-0MOJIOTHIeCKOTO TpodhH-
JIST — OMOJOTHSI, MUKPOOHUOJIOTUS, (PU3UOJIOTUS, ITATOJOTUS — CIIyXKaT
OCHOBOM IJIsI TOHMMaHMsI MeTa00JIM3Ma JICKapCTB.

OueBuIHA B3aMMOCBS3b MEXIY (papMalleBTUICCKON XUMUECH 1 CIIe-
IUaJbHBIMUA TUCHUIDIMHAMU. [1OCTOSTHHBIIT KOHTPOJIbh (MOHUTOPHWHT)
KayecTBa pearcHTOB, BCIIOMOTATEIBbHBIX BEIIECTB, ITPOMEXKYTOUHBIX
IIPOIYKTOB, (hapMaleBTUUECCKNX CYOCTAHIIMIA M TOTOBBIX JIEKAPCTBEH-
HBIX (opM — BakHasl COCTaBJISIOIIASI TEXHOJOTHMYCCKUX IIPOIECCOB
apMalleBTUYCCKUX TPEATPUSITUINA.

®apMaKOrHOCTUICCKHE MCCIICIOBAaHUS HEBO3MOXHBI 0€3 aHaIm3a
pPacCTUTENBHOTO W APYTUX BUIOB MPUPOTHOTO ChIpbs. OmpeneneHue
OMOJIOTUYECKN aKTUBHBIX COCAIMHECHUN M MX META0OJIUTOB B XKUIKUX
cpenmax opraHu3ma (KpoBb, MOYa, CJIIOHA) BO BpeMeHH ((pbapMaKOKHWHE-
THKA) TO3BOJISIET pelraTh 3amadn (apMaKoJIOTHH, K IIPUMEDPY, IIPOBO-
INTh OLICHKY OMO3KBUBAJICHTHOCTU MXXCHEPUKOBHBIX (BOCIIPOU3BEICH-
HbIxX) JIC UX opUTrMHAIBHBIM aHAJIOTaM.

dapMmalieBTUUYECCKasA XUMUS JCXKHT B OCHOBE Pa3BUTHSI HOBOTO
HampaBieHus ucciaenoBanus JIC — papMakoreHETUKH, TTO3BOISIONICH
panroHaIM3upoBath mpuMeHeHue JIC ¢ yyeToM reHeTUIeCKHUX OCOOEH-
HOCTel mamueHTa (mepcoHoGUIIMpoBaHHAs MEIUIIMHA).

TecHast B3aMMOCBSI3b CO BCEMHU IEPEUMCICHHBIMU TUCIUILIMHAMM
obecrieurMBaeT peIICHHE COBPEMEHHBIX Mpo0ieM dapMalleBTUIECKOI
XUMHUH. B KOHEYHOM cueTe 3TH IIPOOJIEMBI CBOMSTCS K CO3IaHUIO
HOBBIX, 0oJiee 3 DeKTUBHBIX U O0e3omacHbIX JIC, a TakXe K pa3paboTKe
BKCIPECCHBIX U JOCTOBEPHBIX METOHIOB (DapMaIleBTUUYECKOTO aHAJIM3a.

B dapmaueBTrUYecKO XMMUU IIPUMEHSIOT 00IIMe (MUCIOJIb3yeMbIe
1 B IPYTUX XUMUYCCKHUX TUCIUIINHAX) U CIICIIMaIbHEIE (CyTy0o dap-
MalleBTHYECKNE) TEPMUHBL. PaccCMOTpUM HEKOTOpPBIC U3 HUX, HanboJee
BaxXHBIC IJIsI Kypca (papMalieBTUIeCKON XMMUM.

BHOAOCTYIHOCTh — TIOJTHOTA M CKOPOCTb BCACHIBAaHMS JICKAPCTBEH-
HBIX BemecTB (JIB), KoTophle XapaKTepU3yIOTCA €ro KOJIMYCCTBOM,
MMOCTYIIMBIINM B OPTaHU3M, TT0CJIe TPUMEHEHU S JIEKapCTBEHHOTO TIpe-
rmapara.

BHO3KBHBAJIEGHTHOCTh — PABEHCTBO OMOMOCTYIMHOCTH OTHUX M TEX
K€ JICKApCTBEHHBIX IperapaToB pa3HbIX ITPOMU3BOIUTEIICH.

Baaupanmsa — olleHKa ¥ JOKYMEHTAJILHOE TIOATBEPXICHUE COOTBET-
CTBHUS ITPOM3BOACTBEHHOIO MPOIlecca M KayecTBa MPOAYKIIUN YTBEPXK-
IEHHBIM TPeOOBaHMSIM.
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Bocnpousseaennsie JIC (mxkenepuku) — JIC, moctynuBmme B obpa-
IIEeHNE TTOCJIe UCTCICHUS CpoKa ACUCTBMS MCKIIOUYUTEIBHBIX ITaTCHT-
HBIX IpaB Ha opurnHaJbHBIE JIC.

BcnomorarebHoe BemeCTBO — OTHOCHUTEIbHO MHIUP(EepeHTHOEe B
XUMHWYECKOM M OMOJIOTMYECKOM OTHOIICHWHU BEIIECTBO, pa3peIlIcHHOE
K MECOMIIMHCKOMY IPMMEHCHUIO B LIEJISIX ITOJYUYCHUS JEKApCTBEHHOM
¢dopMBI, TPpUAAHUS WA COXPAaHEHUSI OINPEOSICHHBIX CBOMCTB JieKap-
CTBEHHOTO IIperapara.

KagecTBO JIeKapCTBEHHOro mpemapara — COBOKYITHOCTb CBOICTB,
KOTOpHBIC TIPUAAIOT JIEKAapCTBEHHOMY IIperapaTy ClIOCOOHOCTb COOTBET-
CTBOBaTbh CBOEMY Ha3HAYCHUIO M OTBEYAIOT TPEOOBAHMSIM, YCTAHOBIICH-
HBIM CTaHIAPTOM.

JlekapcTBennas ¢gopMa — cocrossHue, npuaaBaeMoe JIC i nekap-
CTBEHHOMY PAaCTUTEIBHOMY CBIPbIO, YIOOHOE AJISI MMPUMEHEHUS, 00e-
CIIeYMBaOIIee HEOOXOMMMBIH JTedeOHBIN 3(p(PeKT.

JlekapcTBennoe (hapmanmeBrmueckoe) coippe — JIC, IeKapCcTBEHHOE
PacTUTEIBHOE CBIPhE, BCIIOMOTATEIbHBIC BEIIECTBA, pa3pellecHHBIC K
MEIUIIMHCKOMY IIPUMEHEHUIO IJIsI IIPOU3BOMICTBA JIEKAPCTBEHHBIX IIpe-
ImapaToB WJIHA APYTOi (hapMaleBTUUYECKOW MPONYKLUH JIMOO Toyda-
opukaToB. PaKTUYECKU TOHATHUE «CHIPhE» OXBATBHIBAET BCE MCXOIHBIE
MaTepHrabl, MOCTYMAIOIIUE B TPOU3BOACTBO A NEPEPAOOTKY C LUEIbIO
ITOJIYYEHHU ST TOTOBOTO IIPOAYKTA UM Ionydadbpukara.

JlekapcTBeHHBIE CPEIACTBA — BEIIECTBA, MPUMEHSIEMBIC IJIsI ITPOdu-
JIAKTUKHW, TMAaTHOCTUKY U JICUCHU S 00JIC3HU, IIPEIOTBPAIIICHHS OepeMeH-
HOCTH, TIOJTyYeHHBIC 13 KPOBHU, TUIA3MBI KPOBH, a TAKKE OPraHOB, TKaHEH
YeJI0BeKa MJIM XXKMBOTHOIO, PAaCTCHUI, MUKPOOPTaHN3MOB, MIHEPAJIOB
MeTOoIaMU CMHTE3a MJIN C IIPMMEHEHNEM OMOJIOTMIeCKUX TEXHOIOTUIA.

JlekapcTBeHHbIE MpenapaTel — no3upoBaHHBIe JIC B onpeacacHHON
JICKapCTBEHHOM (hopMe, TOTOBBIE K IIPUMEHECHUIO.

Hapkotnueckoe cpeactBo — cuibpHoaelicTByiomee JIC, Tpebyiomee
OrpaHUYCHHOTO IIPUMEHEHHSI B COOTBETCTBUU C 3aKOHOIATEIILCTBOM.

IIcuxoTponmHble BemecTBA — BEIICCTBA, BKJIIOYCHHBIC B OCOOBIN
IepedeHb, COCTaBJICHHBINM B COOTBETCTBUU C 3aKOHOHATEIBCTBOM PD.

ITarenToBaHHbBIE JeKapcTBeHHbIe cpeacTBa — JIC, mpaBo Ha ITPoOuU3-
BOJCTBO U IPOHAXY KOTOPBHIX OXPAaHSIETCS MAaTCeHTHBIM 3aKOHOHATEIb-
CTBOM I'OCyIapcTBa.

He3akoHHble Konmuu JieKapcTBeHHbIX cpeacTs — JIC, mMoCTyMuBIINE B
obpaleHne ¢ HapyIIeHNEM MaTeHTHOTO 3aKOHoAaTebcTBa PO.

OpurnaaibHbie JeKapcTBeHHbIe cpeactBa — JIC, moctynuBIIve B
obpallleHHe ¢ 3apeTUCTPUPOBAHHBIMY COOCTBEHHBIMY Ha3BAHUSIMU.
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PamnoaktusHoe cpeactBo — JIC, mpuMeHsieMOoe B MEIMITMHCKOM
IIPaKTHUKE B CBSI3M C €T0 CIIOCOOHOCTHIO K MIOHU3HU PYIOIIEMY U3JIYUICHHUIO.

CuabHoneiicTByomee cpeactBo — JIC ¢ BBICOKON OHMOJIOTHMYECKOM
AKTUBHOCTBIO, ITPONUCHIBAHUE, OTITYCK, XpaHEHME M YIET KOTOPOTO IIPO-
HU3BOISITCS 0 OCOOBIM IpaBUJjIaM, YCTaHOBICHHBIM MuH3npaBoMm P®.

CpoK TromHOCTH — YTBEPXICHHOE 3aKOHONATCIBHBIM OpPTaHOM Ha
OCHOBaHMH PE3YIbTAaTOB CIICIIUAbHBIX UCCICIOBAaHUI BpeMSI XpaHEHU ST
JIC, B TeueHMEe KOTOPOTO OHO COXpaHSIET CBOM (DM3UKO-XMMHUUCCKUE,
MUKPOOMOJIOTHYCCKIE Y TePATIeBTUUECKIE CBOMCTBA B YCTAHOBJICHHBIX
IIpenesIax U3MeHEeHUH TIPpY COOTIONCHUY YCIOBUI XpaHECHHUS.

CrabuapHoCTh — CITOcO0HOCTH JIC coXpaHSITh CBOU (DU3UKO-XUMU-
YeCKMe M MHKPOOHMOJIOTMYECKHNE CBONCTBA B TCUCHME OITPEACICHHOTO
BpeMEHU ¢ MOMEHTA €ro BEIITyCKa.

®apmakgoneiiHas cTaTbsl — HOPMATUBHBINM TOKYMEHT, KOTOPBI Ompe-
IensieT TpeboBaHUS K KadyeCcTBY JIGKAPCTBEHHOIO IIperapara, JieKap-
CTBEHHOI CyOCTaHIIMU, BCIIOMOTATEJILHOI'O BEIECTBA M MMEET CTATyC
roCcyIapCTBEHHOTO CTaHIapTa.

K coxanenuio, mHOTOAa B HOpMAaTUBHBIX mokymeHTax (HJI) BcTpe-
YaloTCsS yCTapeBIIME TEPMHUHBI, HE COOTBETCTBYIOIIHWE IIpaBHJIaM
MexXayHapOOZHOIO COM03a TEOPETHUYECKOM M IIPUKIATHON XUMUU
(UIOITAK). Harrpumep, HaTpusI TUIPOKCHUI HA3BIBACTCS «CIKHI HATP»,
MMEPOKCUT — «IePeKHUCh». ClenyeT UMeTh B BUIY, YTO TUIAPOCYIbGMOUT
NaHSO, B dapmaneBTHyecKOi JUTEpaType MHOIAA Ha3bIBAlOT yCTa-
peBLIMM TePMUHOM «MeTabucynbhut> (Na,S,0,), XoTa 3T0 pasHble
COCIMHCHUS.

B dapMakomeiiHBIX CTAaTbSIX IMPU XapaKTePUCTUKE PACTBOPUMO-
ctu JIB ommboYHO NPUMEHSIIOT TEPMUH <«MEIJICHHOPACTBOPUMHBIii».
CrnenyeT MMOMHUTD, YTO 3TOT TEPMHUH XapaKTEepH3yeT HE CTEIICHb pac-
TBOPUMOCTH (paBHOBECHAsI, TEPMOIMHAMUYECKAS XapaKTePUCTUKA), a
CKOPOCTH paCTBOPEeHU S (KMHETUUECKAsI XapaKTePUCTUKA).

Kpowme Toro, He TOJBKO B XUMHHU, HO ¥ B TUCIIUTINHAX MEINKO-010-
Jiorndyeckoro Tpodunsg (hpapMaKoorus, TOKCUKOJIOTHS) AABHO OCY-
IIECTBJICH TIEPEX0a Ha MEXIYHAPOTHYIO CUCTEMY CIMHUIl U3MEPCHUS.
B wacTHOCTH, mo3a mpemapara BBRIpaXkaeTcsl He B eIMHHUIIAX MAcCHI, a
OTHOIIICHNEM KOJIMYECTBA BEIIeCTBA K AMHMIIC MACCHI TeJla (MOJIb/KT).
Konuearpanus JIC, 3HaueHUS ero OMO3KBUBAaJICHTHOCTU TaKKe JOJIXK-
HBI OBITH ITPEACTABJICHBI C MCIIOJIb30BAHNEM SIMHUII KOJTUICCTBA BEIE-
cTBa (MOJIb) WJIM WX TPOU3BOOHBIX (MMOJIb, MKMOJIB). B IIpoTHBHOM
cllyyae He IPEICTaBIISICTCS BO3MOXHBIM CPaBHUBATH OMOJOTUUCCKYIO
aKTUBHOCTPH PAa3JIMUYHBIX BEIICCTB.

15

9199d9 XI9HHagLodRMAL BUITeNNNIIRLY "BULBHOL 9I19HEOHIQ "MUNNX KONIBkuLaaTTewded Lawrad| | *| egew ]



YacTb |. 06was hapmaleBTUHecKas XumMus

M3BecTHO HecKoIbKO THNOB Knaccudukanuu JIC. Cpean HUX 0Jis
dapMalleBTUYECKONM XMMHUM BaxkHa XMMUYecKas KiaaccumpuKaius,
COTJIACHO KOTOPOW BellecTBa OOBbEANHEHBI B TPYNIIBI B COOTBETCTBUU
¢ X XUMHUUYeCKoM mpupomoii. [Tpu xumudeckoit KiraccuduKalmm pac-
cMmaTpuBaloT 2 6onbmux Kjaacca: JIC HeopraHMYeCKOM M OpraHude-
CKOW ITPUPOIHL.

®apmakonornueckas kiaaccudukanus JIC orpaxaeT IpeuMyIe-
CTBEHHOE ICHCTBHE IIperapaTa Ha Ty WJIM MHYIO CHUCTEMY OpraHM3Ma
(cepmeyHO-COCYINCTYI0, HEPBHYIO M T.A.). BHYTpHU rpynm dhapmakoso-
TUYeCKOi KilaccuPuKaIMy ImpermapaToB MOXET paccMaTpuBaThes ap-
MaKoTepaleBTUUeCcKas KjaccuuKaus — JeKapCTBEHHBIC IIpermapaThl
TPYIIUPYIOT B 3aBUCUMOCTH OT IPUMEHEHU S ISl JICUCHU ST OIIpeIeSICH-
HOTO 3200JIeBaHMS (ITPOTUBOMUKPOOHBIC, TPOTHBOBUPYCHBIC ITpeIapa-
TBI, CHOTBOPHEBIC, TUIIOTCH3MBHBIC, KAPANOTOHNYECKIE, MECTHOAHECTE-
3UpYIOIIe, aHAIBIe3UPYIONINE CPEACTBA U T.1I.).
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