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2.3.19.9. JEKAPCTBEHHBIE ITPEITAPATHI AJIVIEPTEHOB J1JIA
MEJUIIUHCKOI'O IPUMEHEHUSA

Hacrosiass ob6miass ¢apmakorneiiHas cTaThsi HE pacHpOCTPaHSAETCA: HAa XHUMUYECKHE
BELIECTBA, MCIIONIB3YIOIIKECS JUIsl AMArHOCTUKM KOHTAKTHOIO JEPMATHUTA; HAa XUMHYECKH
CUHTE3UPOBAaHHbIE MPOJAYKTHI; HA aJUIepreHbl, IOJIYYEHHbIE C TOMOIIBI0 TEXHOJIOTHH
pexomOuHanTHOM JIHK 1 Ha anneprens! /Ui AMarHOCTUKHY WHPEKIIMOHHBIX 3a00J1€BaHHM.

OINPEAEJIEHUA

JlekapcTBeHHbIE HpenapaThl aUIEPreHOB MOJYYarOT U3 JKCTPAKTOB HPUPOAHBIX
MaTepHalioB, COACPIKALINX aJUIEPTeHBl — BEIIECTBA, KOTOPHIC BBI3BIBAIOT U (HMJIM) MPOBOIUPYIOT
aJUIepruYecKue peakuuu. AJuiepruueckie KOMIIOHEHTHI Yallle BCEr0 UMEIOT OEIKOBYIO MPUPOY.
JlekapcTBeHHBIC TIpenapaThl aJUIEPTCHOB MpETHA3HAYEHBI NI in Vivo JUArHOCTUKU U (WITH)
JIeUeHHUS aJIIEPTUYECKUX 3a00JeBaHuH, OTIOCpPEeI0BAaHHBIX UMMYHOJIOTHYECKUMHU
(mMmyHOTIOOYIMH E-3aBUCHMBIMH) pEeaKIMsSMHU TOBBIIIEHHON YyBCTBUTEIBHOCTH K aJuIepreHam
Pa3INnYHOI PUPOIBI.

JlekapCTBeHHBIE TMpemaparbl ajuIePreHOB  BBIMYCKAIOT B KHIKAX H  TBEPHBIX
JIEKapCTBEHHbIX (QOpMax, NpeAHA3HAYEHHbIX JUII HapeHTEepalbHOro  (BHYTPUKOKHOTO,
MIOJTKO’KHOTO BBEJICHHS, HAKOYKHOTO CKapHU()MKAIMOHHOTO HAHECEHUS, JUIS MPOBEACHUS TPUK-
TECTa), MECTHOro (0(TaTbMOJIOIHYECKOTO, MOIbA3bIYHOIO, HA3aJIbHOI0), WHIAISAIMOHHOTIO
NpUMEHEHHS W /ISl TIpueMa BHYTPh. JlekapcTBEHHBIE Mpenaparhl aUIEPreHOB MOTYT OBITh
MOJTyYeHbl MHANBUYaJIbHO /ISl ONPEAETICHHOTO MaIlMeHTa.

Jid in vivo AMarHOCTHUKH JIEKapCTBEHHbIE Mpenaparhl aJlJIepreHoB OOBIYHO MPOU3BOMST B
BUJICe HEMOAU(PUIIMPOBAHHBIX FKCTPAaKTOB B 50 % (00/06) pacTBOpe INTUIEpUHA I HAKOXKHOTO
cKapu(UKaMOHHOTO HAHECEHUS, U MPOBEACHUS TPUK-TecTa. 71 BHYTPUKOKHOTO BBEICHUS
WIN TPOBECHHS MPOBOKAIMOHHBIX TECTOB IIyTEM HA3aJIbHOT0, MHTAISALMOHHOTO BBEJCHUS WU
MyTeM HHCTWULIIHMNA B KOHBIOHKTUBAIBHYIO TOJIOCTh aJUIEPTeHBI MOTYT OBITH MPUTOTOBJICHBI
pa3BeIecHHEM BOJHBIX pPACTBOPOB WM PAacTBOPOB  aJUIEPr€HOB B  IUIMIEPUHE WU
BOCCTAaHOBJICHHEM HEMOAU(DUITMPOBAHHBIX JINOPHIN3UPOBAHHBIX IKCTPAKTOB AJLICPTCHOB.

Hna  cneyugpuueckoii  ummynomepanuu TPUMEHSIOT JIEKapCTBEHHbIE IMpenapaThl
AIUIEPTeHOB B BHJE HEMOJM(PHIMPOBAHHBIX JKCTPAKTOB aJUIEPTEHOB WM OKCTPAKTOB
aJUIEPreHOB, XWMHUYECKH MOAM(DULIUPOBAHHBIX M (WJIM) aACOpPOMPOBAHHBIX Ha Pa3IMYHBIX
HOCUTENSX (HanmpuMep, aTlOMUHUS THAPOKCH, Kablins GocdaT Ui TUPO3UH).

I[TPON3BOACTBO

HUCXO/[HBIE MATEPHAJIBI

Hcxonnple MaTepualibl JIOJDKHBI COOTBETCTBOBATH TPEOOBAaHUSIM COOTBETCTBYIOLIEH
yacTHON (papMakoneiiHoW cTaTbu (IpU €€ HaJIMYMu) U OOUIMM TpeOOBaHUSAM, NMPUBOJKUMBIM B
JTAHHOM pa3jielie HacTosel ob1elt papMakoneiHON CTaThu.

Hcxonanble Marepuanbl A MPOU3BOJCTBA JIEKAPCTBEHHBIX IPENapaTroB ajuIepreHOB
MOTYT OBITb NPOAYKTAMHM >KMBOTHOIO M PACTUTEIBHOIO MNPOUCXOXKJEHHS. B ocHOBHOM
UCIOJIB3YIOT TbUIbILY, IUIECHEBbIE I'pUOBI, KIIEUIEH, 3MUTeNHalbHble 00pa30BaHUs >KUBOTHBIX,
Abl TEPENOHYATOKPBUIBIX, HACEKOMBIX M IHIIEBbIE NPOAYKTHL. McxoqHble MaTepualbl
MOJTy4aroT OT KBAIU(PUIIMPOBAHHBIX TOCTABIIUKOB.

B Tom cmyuae, ecnu s NPOM3BOACTBA JIEKAPCTBEHHBIX IIPENApaTOB aJUIEPTEHOB
UCIOJIB3YIOT MaTepuajbl >KUBOTHOIO IPOUCXOXKACHMSI, NMPOBOJAT OLIEHKY pHCKa BHUPYCHOMN
KOHTaMUHAllUd B COOTBETCTBUM C TpeOoBaHMsAMM oOuiel ¢dapmakoneiinoit crareu 2.3.1.3.
Bupycnas 6esonacrnocme.

VYcnoBust cOopa WM TOJIy4deHHUs, NpeABapUTeNbHas 00paboTKa, YCIOBHS XpaHEHUs
HCXOJHBIX MaTepUasoOB JIOJKHBI 00ECIIeUYnBaTh MOCTOSIHHBIN KaUeCTBEHHBINH U KOJINYECTBEHHBII
COCTaB OT cepuu K cepuu. JlOKyMEHTAJIbHO MNOATBEPKAAIOT INPOUCXOKIECHUE MCXOIHOTO



MaTepuaja € yKa3aHHEM Hay4yHOro Ha3BaHMs (BHJAa, COpPTa, IITaMMa M T.J.) HCXOAHOTO
MaTepHuaia M, ecli MPUMEHHMO, €r0 HCIOoJb3yeMas 4acTb. VICXOIHBIE MaTepHuaibl XpaHSAT B
KOHTPOJIMPYEMBIX YCIOBHUSX, HOATBEPKICHHBIX JAHHBIMU O CTAOMIIBHOCTH.

Jnis OATBEpKICHHUS TOUIMHHOCTH W YUCTOTHI JIOJDKHBI OBITH pa3pabOTaHbl METObI
KOHTpPOJIsl KauecTBa U KpuTepuu npuemsieMoctu. ConepkaHue MeCTUIMIOB, TSKEIbIX METaJUIOB
U OCTAaTOYHBIX OPTraHMYECKUX PACTBOPHUTENCH B HCXOIHBIX MaTepHajiaX sl MpPOM3BOJCTBA
IpenapaToB MbUIBLEBBIX aJUIEPreHOB HEOOXOJMMO OrpPaHMYMBATH B  COOTBETCTBUU C
TpeOOBaHUSMU, MPEACTABIECHHBIMU B OOIIMX (papMakonerdHbIX cTathax 2.1.8.34.Ocmamounsie
necmuyuosl, 2.1.4.21. Tasxcenvlie memanivl U MblUbIK 8 JIeKAPCMEEHHOM PACMUMENbHOM Cblpbe
U JIeKapCmeeHHblX pacmumenvbHulx npenapamax, 2.3.2.0. Ocmamounvle opeanuyecKue
pacmeopumenu. KOHTaMHUHALlMs MHUKPOOPIaHM3MaMH HMCXOJHOIO MaTepuallia MOXET ObITh
Hen30eXHa M JOJDKHA KOHTPOJHMPOBATHCS YCTAHOBICHHBIM moOpsakoM. Ecnm ompenenenne
KOHTaMUHAIIUM MUKPOOPTraHU3MaMH HEMPUMEHUMO, 3TO I0JKHO ObITh 000CHOBAHO.

Jnst IpOM3BOJICTBA JIEKAPCTBEHHBIX IMPETapaToB aJUIEPTeHOB MOXKET OBITh HCITOJIB30BaH
TOJIbKO UCXOAHBIM MaTepuall, KOTOPbI COOTBETCTBYET CIEAYIOIIUM TPEOOBAHUSIM.

Hbibua pacrenmid. [lputblly KaXAaoro BHJAa PACTEHHM  XapaKTEPU3YIOT IO
aHaTOMHUYECKHM NpU3HaKaM (auaMeTp M ¢opma melibleBoro 3epHa) (2.1.9.13. Onmuueckas
mukpockonus). Jlomyctumo He Oonee 1 % mpruMeceit APYyrux BHIOB MBUIBIBI, B TOM YHCJIC HE
oomee 0,5% omHOTO BHWAA TMBUIBIBI; KOJWYECTBO JPYTMX YaCTHI[ PACTHTEIBHOTO
MPOMCXOXKACHUS JIOJDKHO OBITh CBEJIEHO K MUHHUMYMY, HO HE JOJDKHO mpeBbimaTh 10 % mpu
OTCYTCTBUH Jpyroro OOOCHOBaHHS W pPa3pelICHUs YMOJHOMOYEHHOTO opraHa. KommuecTBo
YaCTHIl HE PACTUTEIBHOTO MPOUCXOXKICHHS HE JOJDKHO mpeBbimath 1 % (2.1.9.13). KomuuecTBo
OTpeNieNsIeMbIX CIIop TuieceHn — He 6ouee 1 %.

Kiemm. Vcnonb3yloT MHAKTUBUPOBAHHBIE KYJIbTYpPbI KIEHIEH, KOTOPhIE MOTYT COCTOSIThH
U3 9acTull eKaIuii, TeN KIemen, 4acTell Tel KICHIeH, SUIl, TUIMHOK M OCTaTKOB MUTATEILHOM
cpenbl. OHM coliep:KaT pacCTBOPUMBIE BEIIECTBA, BKIIOYAst OENKH, PYHKIIMOHAIbHASI aKTUBHOCTD
KOTOPBIX HE CBSI3aHA C KaKMMHU-JIMOO aHTUICHHBIMH M aJUIEPTEHHBIMH CBOMCTBAMHU, KOTOPBIMH
OHHM MOTYT 00J1a/1aTh.

[IpuHuMarOT HEOOXOAUMBIE MeEphl U NPEAOTBPAIICHUS 3arpsA3HEHUS Uy>KEPOIHBIMH
BUJAMU KJIELIEH, a Takke Mepbl MPeJOCTOPOKHOCTH, YTOOBI CBECTH K MUHUMYMY IPUCYTCTBHE
JHOOBIX aJUIEPreHHBIX KOMIIOHEHTOB B CpE/lax, UCIOJIb3YEMBbIX ISl KYJIbTHUBUPOBAHUS KieIei
KaK MCTOYHHUKOB HCXOJHBIX MaTepuanoB. [IpuMeHeHne nuTateabHbIX cpell, KOTOphIe coaepkKar
BEIIIECTBA YEJIOBEYECKOTO MM )KUBOTHOTO MPOUCXOXKICHHS, TOHKHO OBITh 000CHOBAHO, M TaKHe
Cpellbl, IPU HEOOXOJMMOCTH UX HCIIOJIb30BAHMS, TOJKHBI OBITH COOTBETCTBYIOUIMM O0Opa3oM
00paboTaHbl, YTOOBI TapaHTUPOBATh MHAKTHBALMIO MM yJaJIeHHE MOTCHIMAIbHO MaTOT€HHBIX
areHToB.

Marepuajibl KHBOTHOIO HPOUCXOXkIeHHs. VIcmonb3yloT BOJOCH, (parMeHTHI
SIUTENUs, MepXO0Th, NEpbs MU JpyrHe CTPYKTYphl, KOTOpbIE pacTyT M3 JIuAepMuca
MJIEKONUTAOMMX WM OTHL. OHHU MOTYT OBITh JONOJHHUTENbHO 00padoTaHbl (Hampumep,
Hape3aHbl WU TMPOMBITH) KBATH(PHUIIMPOBAHHBIMH METOJAMH WM OBITH HEO0OpaOOTaHHBIMHU.
Marepuan MOXeT cojiepKaTh O€JKH, OTJIOXKHUBIIUECS U3 CIIOHBI U (WJIHM) BBIICICHUN CAIbHBIX
’Kelle3 JKUBOTHOTO.

ONUTENNi KUBOTHBIX JOJDKEH OBITh MOJYYEH OT 3J0POBBIX CIIEHUAIBHO OTOOpPAaHHBIX
KUBOTHBIX, C LEJIbI0 MCKJIIOUEHHUS TOMaJaHusi BO3MOXHBIX BO30yAUTENEeH aHTPOMO300HO3HBIX
3a00JIeBaHUM.

IInmeBble mpoaykThl. VcXOoqHBIM MaTepuaaoM Ui IMPOU3BOJICTBA JIEKAPCTBEHHBIX
IpenapaToB aJJICPreHOB MOTYT OBITh Pa3IMYHbIC BUJBI MUIIEBBIX MPOJYKTOB - TOBSIUHA, MSICO
KypHIIbI UJM YTKH, pbi0a, KPYyMbl, OBOIIM, (PPYKThI, U3BECTHOTO MpoucxoxiaeHus. [lumiessie
MPOAYKTHI JOJDKHBI OBITh COOTBETCTBYIOIIETO KauecTBa, MPUTOIHBIC /Ul YIOTPEOICHHUS B MUIILY
yenoBeKoM. [IporcxoxkaeHne MUIEBbIX MPOIYKTOB, a TAaKXKe CTaAus UX MepepaboTKU JOIKHBI
OBITb OPOPMIICHBI TOKYMEHTAIIBHO.

Hacexomble. Vcnonp3yioT pa3iuyHble BHIIBI HACEKOMBIX — IMYel, OC, KOMapoB U T.II.
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HacexoMble 1OKHBI ObITh UACHTU(MUIIMPOBAHBI U ONUCAHBI.

IliiecneBble rpudbl. VCrONB3yIOT MHAKTHBHPOBAHHBIE KYJIBTYPHI IJIECHEBBIX TPHOOB,
npuHaanexamue K pogam Aspergillus, Alternaria, Cladosporium, Penicillium, KOTOpble MOTYT
coJlep’KaTh MHULIETUN U (MJIM) CIIOpbI IpUOOB, KOMIIOHEHTHI MUTAaTENbHOU cpeabl. CoaepxaHue
OMOJIOTUYECKN AKTUBHBIX NMpHMeEceH, TaKUX KaK MHUKOTOKCHHBI, B IUIECHEBBIX I'pHOaxX JOIKHO
ObITh MUHUMU3HUPOBaHO. llITamMMbl rprOOB NOMKHBI OBITH TUIMMYHBIMU TO MOP(OIOTHYECKUM,
KYJIbTypaJIbHbIM U OMOXMMHYECKUM CBOMCTBaM.

ITPOU3BOJICTBEHHbIH ITPOILJECC

ITponecc mpon3BoACTBA JIEKAPCTBEHHBIX MPENapaToB aJuIEpPreHoOB, KaK MPaBUI0, COCTOUT
13 OCHOBHBIX CTaJIAN:

- MOJITOTOBKH UCXOJHOTO MaTepuana;

- IOJIy4eHUsI aKTUBHOM (hapMalleBTUUECKOM CcyOcTaHIMM: B OOJBIIMHCTBE CIIy4aeB B
BUAEC MOAM(DUIMPOBAHHOIO WIM HEMOAU(DUIMPOBAHHOTO HKCTpaKTa ajjepreHa (eciu
NPUMEHNMO, TIPU XPaHEHHUH B YCIOBHUSAX, OOECIEYMBAIONIMX CTAOWIBHOCTH, HANPHMEp, B
JTO(QUIN3UPOBAHHOM BUJIE);

- TIOJTyYEeHHUsI JIEKaPCTBEHHOT'O IIperapara.

Bce ocrambHble cTaaMM  OPOM3BOJCTBEHHOTO  Ipolliecca  pPacCMaTpUBAIOT — Kak
MIPOMEKYTOYHBIE.

AKTUBHYIO (hapMalleBTHUECKYI0 CyOCTaHIUIO aJUIEPreHOB MOIYYaloT MyTeM SKCTPAKLUU
QJIJIEPreHHBIX KOMIIOHEHTOB M3 MCXOJIHBIX MaT€pUAIOB C HCIOJb30BAaHUEM COOTBETCTBYIOILIUX
METOZI0B OYHUCTKU C COXpaHEHHEM OHMOJOrMYecKMX CBOMCTB. [ JeKapCTBEHHBIX MpernapaToB
aJIJIEPreHoB, JJIs1 KOTOPbIX OTCYTCTBYET JOCTaTOUYHOE KOJIMYECTBO MAI[UEHTOB JJISl ONPEIEICHUS
ux oOuiel amIepreHHON aKTUBHOCTU in Vivo WIW in Vitro, KaKk MHHHMYM, yCTAQHaBJIMBAIOT
AKCTPAKIIMOHHOE COOTHOIIEHUE (KOI(P(GUIIMEHT SKCTPAKIIUHU), OTOOpa)karoiiee OTHOCUTEIbHbBIE
KOJINYECTBA (1/00) UCXOHBIX MAaTEpHAIOB aJNIEPTeHOB U paCTBOPUTEIIEH.

JlexapcTBeHHbIE Tpenaparbl alJEpreHoB, IpeJAHa3HAuYEHHBbIE [UIsl MapeHTEepaIbHOro,
MECTHOT0  (O(TaJbMOJIOIMYECKOr0) M  MHTAIALUOHHOTO NPUMEHEHHsS MPOU3BOIAT B
acenTUyeckux yciuoBusax. [Ipm mpousBojacTBE, YNaKOBKE, XpaHEHUU M TPaHCIOPTUPOBAHHUU
JIEKapCTBEHHBIX MpenapaToB ajuIepreHOB, MPEJAHA3HAYCHHBIX Ul BBEACHUS JIPYTMMHU IyTSIMH,
MIPUHUMAIOT COOTBETCTBYIOIINE MEPHI JIsl 00ECIIEYeHHsI UX COOTBETCTBUS TPEOOBAHUSIM OOIIEH
dapmakonelinoii  cratbm  2.3.1.2.  Mukpobuonocuueckoe — Kauecmeo - HeCMEPUNbHBIX
JIEKapCMBEHHbIX NPenapamos u cyocmanyuii 015 Gapmayesmuiecko20 NPUMeHeHUs.

Bce nexapcTBeHHbIE Mpenaparhl aJllIepreHoB MPOU3BOJIAT B YCIOBUSAX, HAIIPABJICHHBIX Ha
MUHHUMH3AIUIO0 9K30T€HHOU U SHJOTEHHON (hepMEHTATUBHOM JAeTpaaliu.

JIrobas mporerypa OYMCTKU JOJKHA ObITh pa3paboTaHa TakuM 00pa3oM, UTOOBI CBECTH K
MUHUMYMY COJIEp’)KaHUE€ JIIOOBIX TOTEHIMAIBHO pa3IpaKalolUX HU3KOMOJEKYJSPHBIX
KOMITOHEHTOB U HeaJlIEpreHHbIX KOMIIOHEHTOB.

JlexapcTBeHHbIE  MpemapaTtbl  aJUIEPreHOB  MOTYT  COAEpXaThb  MOJAXOASIINE
aHTUMHUKpOOHbIE KOHCepBaHTHI. [IpHposa M KOHLEHTpaLUs AHTUMHKPOOHBIX KOHCEPBAHTOB
JOJKHBI OBITh 00OCHOBaHBI, a HUX AJ(PQPEKTUBHOCTh JOKHA COOTBETCTBOBATH OOMIEH
bapmakonelinoii cratee 2.3.1.1. Dhghexmusnocms aumumukpoOHbIX KOHCEPEAHMOS.

CTAHAPTHBIN OFPA3EI]

B kauecTBe cTaHgapTHOrO 0Opaslia HMCMOJIB3YIOT OXapaKTepU30BAHHYIO HaJUIEKALIUM
00pa3oM pemnpe3eHTaTUBHYIO cepuro awiepreHa. CraHgapTHBIM o0Opasen HMCHOJIB3YIOT s
KOHTPOJIS TOCTOSTHCTBA COCTaBa JICKApPCTBEHHBIX MPENapaToB aIEPreHOB OT CEPUU K CEpUH.

XpaHeHHe CTaHJApTHBIX O0pa3lloB OCYIIECTBISIOT B BHUJAE AQJIUKBOT B YCJIOBHSX,
rapaHTUPYIOIIUX UX CTAOUIBHOCTD, HAIPUMEp, B TMO(MUIN3UPOBAHHOM BUJIE.

Jlnana3oH XapaKTepUCTHK CTaHIApPTHOro oOpa3la 3aBUCUT OT MPHUPOJAbI HCXOJHOTO
MaTepHala, CBeJIEHHI O ero ajyiepreHHbIX KOMIOHEHTAX, HAJTMUUS UCIOJIb3yEMBIX PEaKTHBOB, a
TaK)Ke MPEN0IaraeMoro UCroIb30BaHusl.

CrannapTHblii 0Opasell 10KeH ObITh OXapaKTepU30BaH 10 codepicanuio 6enKa, a Takxke
o  0Oerkogomy  npogunio €  HWCIOJIB30BAHMEM  IMOAXOJAIIMX  METOJAOB,  HaIlpHUMeEp,
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U303JeKTPOPOKYCHPOBAHUEM, 3JIEKTpodope3oM B MOJHAKPUIAMHIHOM Teje ¢ HaTpus
JOICTIHIICYTh(hATOM, HMMYHORJIEKTPO(dOope3om, KAWL PHBIM 31eKTpoope3oMm,
xpomatorpacgueil, Macc-CeKTpOMETpUEH.

Annepeennvie KomMnoHeHmuvl MOTYT OBITh OOHAPYKEHBI C TIOMOIIBIO TMOAXOISIINX
METOAOB (Hampumep, HUMMYHOOJOTTHHI WM MEPEKPECTHBIM pagluouMMYyHO3JIEKTpodopes).
XapakTepuCcTUKa  AJICPreHHBIX  KOMIIOHEHTOB ~ MOXET  BKIIIOYATh  HMJCHTHU(UKAITUIO
COOTBETCTBYIOIIMX aJUIEPI€HOB Ha OCHOBE CEPOJIOTMYECKMX WM JPYyTUX METO/I0B C
UCTIOJIB30BaHUEM OOBEIMHEHHBIX WM WHAWBUYATbHBIX CHIBOPOTOK OT MAIIMEHTOB C aJuIeprueit
WIN aJjIepreHcneln(UIHbBIX TOIUKIOHAIBHBIX WM MOHOKJIOHAJIBHBIX aHTHTEN.

Omnpenenenne coxepkKaHUsi COOTBETCTBYIOUIMX aJUIEPTEHOB IMPOBOIUTCS, TAE 9TO
BO3MOXkHO. C 3TOH 11€IbI0 MOTYT OBbITh HUCIOJIb30BaHbl (hapMakoNnelHble CTaHAApTHBIE 00pa3Iibl
NPY UX HATAYAHA. BEIOOP COOTBETCTBYIONIMX aJUIEPTEHOB, MOIJICKAIINX ONPEIEICHUIO, TOKEH
ObITh 000CcHOBaH. VIHAMBHyaIbHbIE aJIJIEPreHbl HISHTU(PULIUPYIOT U UMEHYIOT B COOTBETCTBUU
C MEKIYHApOJHON HOMEHKIATypOu, TAE€ 3TO BO3MOKHO.

buonoeuuecyro akxmuenocms TEpBOW CEpUM CTaHIAPTHOrO oOpaslia ONpPEAeNsoT ¢
UCTIOJIB30BaHUEM TOJIXOSIIETO METoNa in vitro (HampuMmep, MHTHOWPOBAHHE CBS3BIBAIOMICH
CrocoOHOCTH crenupuIeckoro MMMyHornooyiauaa E) umu in vivo (Hanpumep, METO KOXKHBIX
npo0) W BBIpAXAOT B €IMHUIAX OWOJIOTUYECKON aKTUBHOCTH. BHONOTHYEcKyl0 aKTHBHOCTH
NOCJEIYIOIUX CEpU CTaHAAPTHOTO 00paslia ONpeACIOT METOAAMU in Vitro MyTeM CpaBHEHUS
¢ OMOJIOTUYECKON aKTHBHOCTHIO TIEPBOM CEpUM CTaHIAPTHOTO 00Opasiia.

NJIEHTUOUKALIMA

[TonTBepkeHNE TMOJUTMHHOCTH TIPOBOSAT, O BO3MOXHOCTH, Ha KaK MOXXHO Oolee
MO3/IHUX CTaausAX IPOU3BOJACTBEHHOrO Ipolecca. B cioyuyae nexkapCTBEHHBIX IpenaparoB
aJUIEPTEHOB, TPUMEHSEMBIX Ui KOHKPETHOTO TNAlMeHTa, KOHTPOJIb KadecTBa MPOBOJAT Ha
aKTUBHOM (apMalieBTUYECKOW CyOCTaHUMM M (WIM) Ha TNPOMEXKYTOYHOM CTaJuM MEXIy
aKTUBHOM (apMarieBTHUeCKOl cyOcTaHIMel M JeKapCTBEHHbIM mpemnaparoMm. [lomimHHOCTD
MOJTBEPXKIAIOT CPAaBHEHMEM C OEJIKOBBIM MpoduiaeM cTaHAapTHOro obpasna MOAXOAIINMHI
MeToAaMu  (HampuMmep,  W30DJEKTPUYECKHMM  (OKYCHpOBAaHHEM,  DIEKTpodope3oM B
NOJMAKPWIAMUAHOM  Treje ¢ J0AeHWICYyIb(aTOM  HATpus, HMMMYHORJIEKTPOhOpE30M,
MMMYHOOJIOTTUHIOM, HUJIKOCTHOM XpoMaTorpaduei nin Macc-cieKTpoMeTpuen).

[To[uIMHHOCTh TaKXke MOKET OBbITh IMOATBEP)KICHA CPAaBHEHHEM C WHAMBUIYaTIbHBIM
ayuiepreHcnenuGuIeckuM CTaHJapTHBIM 00pa3ioM, TIPU eTr0 HAIWYHH.

NCIIBITAHUA

WcnpiTaHust IPOBOMAAT HA CaMbIX TO3MHHUX CTaaUSAX TPOM3BOJCTBEHHOTrO Tpolecca. B
cllydae JIEKapCTBEHHBIX IPENapaToB ajuIepreHOB, MPUMEHSIEMBIX JJIsi KOHKPETHOTO MaIlUeHTa,
KOHTpPOJIb KadecTBa MPOBOJAAT HAa AaKTUBHOM (QapmaleBTUYeCKOW cyOcTaHuMM M (WJIM) Ha
IPOMEKYTOUHON CTAJAMK MEXIy aKTUBHOM (hapMaleBTHUECKOM cyOcTaHIMe! U JIeKapCTBEHHBIM
npenapaToM. 1 Ka4eCTBEHHOM U KOJMYECTBEHHOM XapaKTEpPUCTUKH aJIJIEPreHOB pa3padoTaHbl
pas3nnyHble OMOXMMHYECKHE U HMMYHOJIOTHYECKHE METO/Ibl cTibITaHui. Eciin Takue MeTo bl He
MOTYT OBITh WCIIOJIb30BAaHBI, B YAaCTHOCTH JJISi OIpPENENICHUS] AIJICPreHHOW aKTHBHOCTH M
aJIepreHHoro u (Mim) 0enKoBOro nNpouist, J0JKHO ObITh MPEICTaBICHO 00OCHOBAHHUE.

Bona (2.1.5.12. wnm 2.1.5.13) unu Iloteps B macce npu BeicymmBanuu (2./.2.31). He
6onee 5 % nnsg AMOGMWIN3UPOBAHHBIX MpenapaToB. B ciydae nrouin3upoBaHHBIX NpenapaToB
JUI TIpUeMa BHYTPb COJIEp)KaHUE BOJIBI MOXKET MPEBBINIATh S5 % TpPH COOTBETCTBYIOLIEM
000CHOBaHHUHU.

CrepunibHOCTS (2.1.6.1). JlekapcTBEHHBIE Mpenaparhl alIepreHoB Ui MapeHTepaIbHOro,
MECTHOr0 (0(TaTbMOJIOIMYECKOT0) M HHTAISIIIMOHHOTO MPUMEHEHHUS JOJDKHBI BBIIACPKUBATH
UCTIBITAHNE Ha CTEPUIIBHOCTb.

Muxkpobuonorudeckass 4uctora. JlekapcTBeHHbIE Mpenaparsl alJepreHoB Uil Ipuema
BHYTPh M MECTHOTO (TOABS3BIYHOTO, HA3AIBHOTO) MPUMEHEHHS [OJDKHBI COOTBETCTBOBATH
TpeboBaHusAM ob1Iel papmakoneitnoit crateu 2.3.1.2.
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Copepxanne Oenka (2.1.5.14). Ot 80 % mo 120 % OT 3asBIEHHOTO KOJIMYECTBA, €CIU
MHOE HE OOOCHOBAaHO M HE pa3pelieHO YNOJHOMOYEHHbIM oOpraHoM. Eciou amnepreHHas
aKTUBHOCTb JICKAPCTBEHHOI'O IpenapaTa MOXKET OBbITh OIpenesieHa, TO cojep)kaHue Oenka
JTOJKHO cocTaBisTh oT 50 % no 150 % ot 3asBneHHoro kosnuyecTtBa. Eciu nexapcTBEeHHBIN
npenapaTr CoJep>KUT BCIIOMOTraTellbHbIE BELECTBAa OEIKOBOIO MPOMCXOXKICHUS, UCIBITAHHE Ha
colepkaHue Oellka MPOBOAUTCS Ha HauOoyiee NO3AHEH CTaguM €ro MNPOM3BOJACTBA [0
npuOaBIeHUs TAKUX OETKOBBIX BEIECTB.

benkoBeiii mpodunb. benkoBelii  nmpoduib, ONpeNeNeHHbIH C  HUCHOJIb30BAaHUEM
MOJIXOASAILINX METOJIOB, JIOJPKEH COOTBETCTBOBATH OSJIIKOBOMY MPOGMIII0 CTaHAAPTHOTO 00pasia.
[To BO3MOKHOCTH KOHTPOJUPYIOT MPUCYTCTBUE COOTBETCTBYIOMIMUX AJJIEPr€HHBIX KOMIIOHEHTOB,
BBIOOp KOTOPBIX JIOJIKEH ObITh 00O0OCHOBAH.

B 3a6ucumocmu om nekapcmeenno20 npenapama ainepeeHa Mo2ym ovimsv UCNOIb308aHb
paznuyHvle OONOJHUMENbHbIE UCHLIMAHUA, Hanpumep, ¢ Ooavuiell cerekmusHocmoio. [lna
JIEKAPCMBEHHLIX NPenapamos ailepeeHos, NPeOHA3HAYEHHbIX Ol Mepaneemuyeckux yenet,
HeoOxX00UMO npogedeHue UCHLIMAHUL KOIUYECNBEHHO20 Onpedenenus akmuenocmu (ooujetl
anepeeHHOU aKMUGHOCMU, AKMUBHOCMU OMOEIbHBIX (UHOUBUOYANbHBIX) ANNeP2eH08 U H000e
opyzoe obocnosanHoe ucnvimanue, xapakmepusyrouwee 3Qppekmuenocms,).

Amomunnii. Ot 80 % 1o 120 % oOT 3asBIIEHHOT0 KOJIMYECTBA, €CJIM MHOE HE 00OCHOBAHO
U HE pa3pelleHo YMOJIHOMOYEHHBIM OpraHoM, HO B JIt0OOM ciydae He Oosiee 1,25 Mr B ojiHOM
no3e (B ciayuae, eclid B KauecTBe aJcOPOEHTa UCIOJIb3YEeTCsl THAPOKCHUL allfoOMUHUA win (ocdat
ATFOMHHHS ),

Kanpumii. Ot 80 % no 120 % oT 3asABIEHHOTO KOJMYECTBA, B CIydae €CIM B KaueCTBE
azicopOeHTa UCIIOIb3yeTCs KanblLus Gocdart.

Anneprennsiil npoduiib. [TonTBepk1at0T NOIIMHHOCTS COOTBETCTBYIOIINX AJUIEPIe€HHBIX
KOMITOHEHTOB MOAXO/AIIUMH METOJIaMH C HCIIOJIb30BaHUEM aJljlepreH-Crelu(UUHbIX aHTUTEN
(uenoBeKa UM JKUBOTHBIX ).

O6mas amteprenHas aktuBHOCTb. OT 50 % n0 150 % oT 3asBIEHHOTO KOJIMYECTBA MPH
OTNpeIeNIEHUU METOJJOM MHTMOMPOBAHUS CBS3BIBAIOLIEH CIIOCOOHOCTH CHEUU(PUUECKUX aHTUTEN
(umMmyHOTr00YIMHA E) MM MHBIM MOIXOASIIUM SKBUBAJICHTHBIM METOAOM in Vitro.

AKTHUBHOCTh OTJHENbHBIX (MHAMBUAYaNbHbIX) amiepreHoB. Ot 50 % po 200 % ot
3asBJICHHOTO KOJMYECTBA KA)KJOTO aJUIEPrE€HHOT0 KOMIIOHEHTA, ONPEEIICHHOIO HAaJJIeKalIuM
METOJIOM.

XPAHEHME. AncopOupoBaHHbIE JeKapCTBEHHbIE MpenapaThl aUIEPreHOB HE JIOJKHBI
MOJIBEPIaThCs 3aMOPAKUBAHHUIO, IPU OTCYTCTBUU JIPYTroro 000CHOBAHUS.

MAPKHWPOBKA. Ha sTukeTKe yKa3bpIBaroT:

— OHOJIOTUYECKYI0 aKTMBHOCTh WU (MJIM) cojliepikaHue Oenka U (WMIM) 3KCTPAaKIMOHHOE
COOTHOIIIEHHUE (KO3(PPULIMEHT IKCTPAKILIUK);

— Ha3HaYCHHUE.
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