Homep. BUOJIOI'MYECKUE JIEKAPCTBEHHBIE ITPEITAPATDI

Hannasa obwasn gpapmarxoneinas cmamvs cooepaircum odougue céedenus 0 OUOI0SULECKUX
JIeKApCMBEHHbIX Npenapamax, 0coOEeHHOCMAX UX NPOU3B00CMEA U KOHMPOJIA Kauecmad.

OBILIME ITOJIOKEHUA

B dapmakoneiiHbIx mensx K OHOJIOTHYECKUM JiekapcTBeHHBIM mpemnapartam (BJIIT)
OTHOCSIT JIEKAPCTBEHHbIE IIpemapaThl, JEHCTBYIOIIEEe (AKTHMBHOE) BEIIECTBO KOTOPBIX
MIPOU3BEICHO WJIM BBIJCICHO U3 OMOJIOTMYECKOTO MCTOYHMKA WU JUIS XapaKTEPUCTHKU CBOWCTB
KOTOPBIX OOBIYHO NPUMEHSIOT KOMIUIEKC OMOJIOTHYECKUX U (U3NKO-XUMHUYECKHUX METO/I0B
aHaJIM3a COBMECTHO C OLIEHKOM MPOU3BOJICTBEHHOIO MPOLECCAa U METOJIOB €0 KOHTPOJIS.

Cpenu BJIII BbIeAAIOT Clieqytomue Tpybl:

— IO BIUSHUIO HA UMMYHHTET (HapuMep, UMMYHOJIOTHYECKHE (MMMYHOOHOJIOTHYECKHE)
JIEKapCTBEHHBIE NIpEnaparhbl);

— 1o crocoOy noay4yeHus (Hampumep, OMOTEXHOJIOTUYECKUE JIEKapCTBEHHBIE Mpenaparsl,
BBICOKOTEXHOJIOTHUHBIE JIEKAPCTBEHHbIE MPENaparhl);

— JIEKapCTBEHHBIE MpenapaThl U3 KPOBH YeJIOBEKa U IJIa3Mbl KPOBH YeJIOBEKa (Hapumep,
JIEKapCTBEHHBIE NpenapaThl PaKTOPOB CBEPTHIBAHUS KPOBU YEJIOBEKA);

— JIEKapCTBEHHBIE Mpenaparthl, COIEPKAIIUE B KaueCTBE aKTHUBHBIX (hapMalleBTUYECKUX
cyOCTaHIUil KMBBIE MUKPOOPTaHU3MBI (HApUMeEp, JIEKapCTBEHHBIE MPETapaTbl MPOOHOTHKOB)
WJIH JKUBbIE BUPYCHI (HAaIIpUMep, JIeKapCTBEHHbBIE MIpenapaTsl OakTepuogaros);

— JIGKapCTBEHHBIE MPENapaThl, COJACpKAIIUe aKTHBHbBIE (papMaleBTUYECKUe CyOCTaHIINU
HEPEKOMOMHAHTHOTO MPOUCXOKIEHUS, MPOU3BEICHHBIC WM BBIJCICHHbIE U3 OMOIOTMYECKUX
MCTOYHUKOB (TKAaHEH, JKUIKOCTEW M OPraHOB 4YeJIOBEKAa, ChIPbsl KUBOTHOI'O MPOMCXOXKJEHUS,
MUKPOOPTaHU3MOB WJIH MTPOYKTOB UX JKU3HEIEATEIHHOCTH).

B dapmakoneitnsix nensx k BJIII He oTHOCAT 1eNbHYIO KPOBb, IJIa3My U KJIETKH KPOBU
YyelnoBeKa (32 HCKIIOYEHHEM IIa3Mbl KPOBU, MPUTOTOBICHHON MO METOAY, BKJIIOYAIOIIEMY
IIPOMBIIIIEHHBIN MPOLIECC), @ TAaKXKe HU3KOMOJIEKYJIISIPHbIE MPOIYKThHl (PepPMEHTALIMH, HATIPUMED,
AHTUOUOTHKHU.

TpeboBaHus, TpUMEHHMBbIE K MPOU3BOJACTBY U KOHTPOJIIO BBICOKOTEXHOJIOTHYHBIX
JIEKAPCTBEHHBIX MPENapaToB, UMEIOT 3HAUUTENbHbIE OTHuus oT aApyrux BJIII, mosromy nanHas
oOmiass  QapmakoneiiHass cTaThsd HE  pacHpOCTPaHSAETCSs Ha  BBICOKOTEXHOJOTUYHbIE
JIEKApCTBEHHbIE MTPENapaThl.

Beibop Buga u  oObemMa (QapManeBTUYECKMX UM OMOJOTMYECKHX HCHBITAaHUM,
JOKJIIMHUYECKOW W  KiIMHUYeckoM oueHku bJIII  pmomkeH oCylecTBAsATBCS € y4ETOM
0COOEHHOCTEHN MCXOAHOTO ChIPbS M TEXHOJIOTUYECKOTO MpoIecca MPOU3BOACTBA B COOTBETCTBUU
c aktamu EBpa3uiickoli SKOHOMHYECKOH KOMHCCHMU B cdepe peryaupoBaHMs OOpalieHus
OMOJIOTHYECKUX JIEKapCTBEHHBIX cpeAcTB. B coctaB BJIII Moryt BXoaWTh BCIIOMOTaTelbHbBIC
BEIIECTBA PA3NUYHOTO (YHKIMOHANBLHOTO Ha3HaueHUs (CTaOWIM3aTOpBl, aJbIOBAHTHI,
KOHCEPBAHTbI, HAITOJIHUTENHU U Jp.).

TEPMUWHBI U OIIPEJIEJIEHHA

ABIOBAHT — XMMHYECKOE WJIM OMOJIOTMYECKOE BEIIECTBO, YCUIMBAIOIIEE WMMYHHYIO
PEaKIMIO HAa aHTUTEH U (WJIN) YBEIUYHBAIOIIEE TPOJODKUTEIIEHOCTh UMMYHHUTETA.

AHTHIeHbl — YYyXepoJHble O€NKH, TOKCHHBI U JIp., BBI3bIBAIOIINME MpPU BBEIACHHUU
cneunuyecknii UMMYHHBIN OTBET.

AHTHTeJIa — OeNIKN (MMMYHOTJIOOYJIMHBI), CHHTE3UpOBaHHbIe B-mumdonuramu, KoTopsie
crenn(UYecKy CBSI3BIBAIOTCS C aHTUT€HAMM, MHIYIIUPOBABIIMMHU UX CHHTE3. B 3aBUCHMOCTH OT
METOJIa TPOU3BOJCTBA BBIACIAIOT [1BAa IVIABHBIX THUIIA aHTUTE]: MOHOKJIOHAJIbHBIC aHTHUTENIA U
MOJINKJIOHAJIbHBIE AHTUTENA.



Bank kJjeTok — HA0Op KOHTEHHEPOB, KAKABIN U3 KOTOPBIX COAEPKUT aJTHKBOTY OJHOTO
IyJia KJIETOK, XPaHAILIUICS B ONIPEIEICHHBIX YCIOBUSX.

buorexHo/I0OrHYecKHe JIEKAPCTBEHHbIE Ipenaparbl — JICKAPCTBEHHBIC IIPENaparsl,
IPOM3BEACHHBIE NPU MOMOLIM OMOTEXHOJIOIMYECKMX IIPOLECCOB M NPUMEHEHHs METO/I0B C
UCTIOJIb30BaHUEM TexHosoruu pexomOuHantHoi JIHK, koHTpomupyemoil skcrpeccuu reHOB,
KOJMPYIOIIMX BBIPAOOTKY OHOJOIMYECKH AaKTHUBHBIX O€JIKOB, THOPUAOMHBIX TEXHOJOTHH,
MOHOKJIOHQJIBHBIX aHTUTEJ WJIU APYTUX OMOTEXHOJOTUYECKUX ITPOLIECCOB.

BekTop — Mosiekyiia HyKJIeMHOBOW KUCIOTHI (dame Bcero ydactok JIHK), ucnonszyemas
B Ka4eCTBE HOCUTEIS UL IIEPEHOCA YYKEPOJHOTO TEHETUYECKOr0 Marepuaia OT OJHON KJIETKU
(MM opraHuM3Ma) K Ipyroi (Ipyromy), Hapumep, Maa3Mu/ibl, BAPYCHbIE BEKTOPBI.

Bekrop JIKCIPECcCHH —  pEeKOMOMHAHTHBIN BEKTOP c HYKJICOTHIHOU
II0CJIEI0BATENbHOCTBIO, KOAMpYIOLIEH OenoK, W colepKalluid peryasTOpHbIE 3JIEMEHTHI,
HE0OXOUMBIE 1JIs €€ SKCIPECCUU.

BbICOKOTEXHOI0THYHBIE JIEKADCTBEHHbIC NMpenaparbl — JIEKapCTBEHHbIE IpEnaparsl,
OTHOCSIIMECS K CHEAYIOIIMM BHJAAM JIEKAPCTBEHHBIX MPENApaToB Uil MEAMIIMHCKOIO
IIPUMEHEHHUS: T€HOTEPAeBTUUECKUE JIEKapCTBEHHBIE NIPENapaThl; JIEKAPCTBEHHBIE IIPENapaTsl Ha
OCHOBE COMATHYECKUX KJIETOK; TKaHEHMH)XXEHEpPHBIE JIEKapCTBEHHBbIE IpenapaThl (Ipernaparbl
TKaHEBOW MH)KEHEPUN ).

I'naBublii 0ank kiaerok (I'BK) — anukBOTH enuMHOro myna KJIETOK, Kak IPaBHIIO,
HOJIy4EHHOT'0 U3 BHIOPAHHOTO KJIOHA KJIETOK B 33/IaHHBIX YCJIOBUAX, KOTOPBIE paclpeieieHbl o
MHOXECTBY €MKOCTEH M XPAHATCSA B 3aJaHHbIX ycinoBusAx. I'BK nmpumeHsaroT misa nomydeHus
BceX pabounx GaHKOB KJIETOK. [Ipu oTCyTCTBUM pyroro 00OCHOBaHMS pe3yJIbTaThl UCIIBITAHNUS,
npoBoauMble Ha HOBOM ['BK (mosmyuyeHHOM W3 MpeAlIECTBYIOIIErO NEPBOHAYAIBHOIO KJIOHA
kietok uiu ['BK), momxHbI coBmagaTh ¢ pe3ylnbTraTaMu HcnbITaHui npeamectsytoniero ['bK.

I'oTtoBbIii HepacacoBaHHBIM MNPOAYKT — JIEKAPCTBEHHOE CPEICTBO HA IJTare
IPOM3BOJICTBA JIEKAPCTBEHHOI0 IpenapaTa, MNpeAllecTBYIOmeM (acoBKe B MNEPBUUYHYIO
YIIAKOBKY.

NMmyHoJiorHYeckne (MMMYHOOHOJIOTMYECKHE) JIEKAPCTBEHHbIE Mpenaparbl —
JIEKapCTBEHHBIE IperapaThl, IpeJHa3HaueHHbIE 111 (POPMUPOBAHUS AKTUBHOTO WJIM MACCHUBHOTO
UMMYHHUTETA, WM JUarHOCTUKU HAJIMYUs MMMYHUTETA, WM JHUArHOCTUKHU (BBIPAOOTKM)
cnenupuyeckoro - IpPUOOPETEHHOrO0  W3MEHEHUs  MMMYHOJIOTUYECKOTO  OTBeTa  Ha

aJUIeprU3UpYIOLINE BEILECTBA (BaKkIMHBI, AHATOKCUHBI, TOKCHUHBI, CBIBOPOTKH,
MMMYHOTIJIOOYJIMHBI U aJUIEPTEHBI).
Kierka-xo3suH (MH. 4. KIETKU-XO35IMHA) — KIETKM MHKPOOPTaHU3MOB WU

9YKapUOTHUYECKUX KJIETOYHBIX JIMHUN, UCIIOJIb3YyEMbIE IS MOTyYeHHs] OEIKOB WUJIM MENTHAOB, 10
BCTPAaUBaHMs B HUX BEKTOPA DKCIIPECCHUM.

Kuerounasi KyJbTypa — NONYJSIIUA KJIETOK, ITOJIYyYEHHAas B PE3YJIbTATE BBIPALMBAHU
IN Vitro KJIETOK, N30JMPOBaHHBIX OT MHOTOKJIETOYHBIX OPTaHU3MOB,

Kiierounasi JIMHMSA — COBOKYIHOCTh KJIETOK, ITOJYY€HHAas W3 IEPBUYHON KYIbTYpbI
IyTEM YBEIMYEHUS KOJIMYECTBA KJIETOK MOCIIe HECKOJIbKUX MeHepaluii ¢ mpeodiajaHueM KIETOK
Wi JuHUM 1ud@epeHIupoBKH € BBICOKMM TEMIIOM pPOCTa M BBICOKOM OIHOPOIHOCTHIO
KJIETOYHOW KynbTYypbl. Kak TOJIBKO MEpBUYHAS KyJbTypa MOCESHA, OHA HA3bIBAETCS KJIETOUHOU
JIMHUEH.

K101 — nonynsnus reHeTUYECKU UIEHTUYHBIX OPraHU3MOB WU KJIETOK.

ITaccak MUKpPOOPraHu3Ma — IEPEHOC MUKPOOPraHU3Ma U3 OJHOM MUTATEIBHON CPEeJIbl
B IPYT'YIO CPEy WIH OT OJJHOTO X035MHa (>KUBOTHOTO, KYJIbTYpHI KJIETOK U IIp.) APYTOMY.

Inazmuaa — vacte JIHK, oObIYHO B BHAE KOJBIIEBOW CTPYKTYPHI, OTIEIECHHON OT
KJIETOYHOM XPOMOCOMBI, KOTOpasi CIIOCOOHa PErIMIMPOBAThCS aBTOHOMHO. [lnmasmuna moxer
ObITh MOIUGUIUPOBAHA C IIOMOIIbIO METOJOB MOJIEKYJISIPHOM OHOJOTUH, BbIAENEHA U3
OaKkTepHaIbHON KIETKH M MCIIONb30BaHa JUIs mepenoca u BerpauBanus ee JJHK B renom apyroit
KIICTKH.



IIpou3BOACTBEHHBIH IITAMM — IITAMM MHMKPOOPIaHM3MOB, KOTOPBIA XPAHWUTCS Ha
IIPOU3BOJICTBE B ONPEIEICHHBIX YCIOBUSX U UCMONb3yeTCs A1 npoussoactsa bJIII.

IIpoMeKyTOYHBIH NPOAYKT — MaTepual, MOJIYyYaeMblii HA TEXHOJOTHYECKHUX CTAIMUSIX
npousBoAcTBa bBJIII u oxapakTepu3oBaHHBIA 110 OMNPEACICHHOMY IEPEUHIO I0Ka3aTelen
KauecTBa.

PaGounii 0aHK KJI€TOK - aJIMKBOTHl TOMOT€HHOM CYCIIEH3WMU KJIETOK, MOJY4EeHHOW Ha
OIIPENIETICHHOM YPOBHE Iaccaxa Ipu KyiapTuBupoBanuu ['bK B 3a1aHHBIX yCIOBUSAX.

depMeHTAIUS — TOJJICP)KAHUE MK Pa3MHOXKEHUE KJIETOK MHKPOOPraHU3MOB in Vitro B
YCIIOBUSAX AKCEHUYHOU KYJIbTYPBI.

Yucras KyJabTypa MHKPOOPraHU3MOB (aKCEHUYHAs KyJabTypa) — KYJIbTypa,
IIPEJICTaBICHHAss MHUKPOOPIaHU3MaMH TOJbKO OJHOIO BMJA, XapaKTEPHU3YIOIIMMUCS OOLIMMHU
MOP(}OIOTHYECKUMHU,  KYJIbTYypaJIbHBIMU, AHTUT€HHBIMH, OHOXUMHYECKUMU U APYTUMHU
CBOMCTBaMH.

HITaMM-NPOAYHEHT — CUCTEMA «BEKTOP IKCIPECCUU/KIICTKA-XO3SIMH).

[TPOU3BOJICTBO

ITpousBonctBo BJIII wumeer psag o0coOeHHOCTEH, CBS3aHHBIX C YHHKAJIbHOCTBIO
TEXHOJOTMYECKHUX IPOLIECCOB (HAIpUMEp, KYyJIbTUBUPOBAHWE IPOU3BOJICTBEHHBIX IITAMMOB
MHUKPOOPIaHU3MOB,  IITAMMOB-IIPOAYLIEHTOB,  JYKApHMOTHUECKUX  KIETOYHBIX  KYJIBTYD,
OKCTPAKLHUSl BEUIECTB M3 OMOJIOTMYECKMX TKAHEH W KpPOBH YEJOBEKa M JKUBOTHBIX H Ap.),
BapHUabeIbHOCThIO CBOWCTB MCXOJHOTO ChIPbSi, YTO OOYCIIaBIMBAET CIOKHOCTb IMOJAJEpKAHUSA
IIOCTOSIHCTBA XapaKTEPUCTHK JIEKAPCTBEHHOI'O Ipernapara, B TOM YUCJIE CIEKTpa WU MPUPOIbI
POJCTBEHHBIX M NPOM3BOJCTBEHHBIX IpuMeceil. JIoOble H3MeHeHHs B MPOM3BOJCTBEHHOM
npouecce bJIIT oka3plBarOT BIMAHUSA HAa XapaKTEPUCTUKM JIEKAPCTBEHHOI'O IIpenapara, B TOM
yuciae Ha ero 3¢p¢eKTUBHOCTh, M Oe3omacHOCTh. [lo 3TOi mpuynMHE Ha NMPOU3BOJCTBEHHBIN
nporiecc BJIIT pacnpocTpansitoTcs ocoOble MpaBuiia U PEKOMEHAAIINHU, COOJIOIEHUE KOTOPBIX
o0ecrieunBaeT HaJyIexKalllee KauecTBO JIEKAPCTBEHHBIX MpenapaToB.

Crpareruss koHtpossi kadectBa bBJIII ngomikHa yduuTHIBAaTH OCHOBHBIE IPHHIIMIIBI
oOecrieyeHHs KadyecTBa M 0a3MpOBATBCS Ha OLEHKE pPHCKA C YYETOM JIaHHBIX KOHTPOJIS
MCXOJHOIO CBIpbS M MAaTE€pUaAJIOB, KOHTPOJIS KPUTHUHBIX MapaMeTpPOB Ha MPOMEKYTOUHBIX
JTamax IPOU3BOJACTBA C MHCIIOIB30BAaHUEM IOAXOAAIIMX METOAOB, BAIUAALMM IpoLecca
IIPOU3BOJICTBA C LEJIbIO TOATBEPKIACHHS CTAOMIBHOCTH MPOU3BOJUMBIX CEPUI, COTIOCTABUMBIX C
CepusiIMH, MMEIOUIMMHU JIOKa3aHHYIO KIMHUYECKYIO0 3((eKTUBHOCTh M Oe30macHOCTb. JlomkHa
ObITh ycTaHOBJIEHA 3((HEKTUBHOCTh KaXAOr0 dTana OYMCTKH B OTHOLIEHUU yJaleHMs H(WJIH)
MHAKTHBALIMU MOCTOPOHHUX areHTOB M NMpUMeced, HCTOUHUKOM KOTOPBIX MOTYT OBbITh KJIETKHU-
xo3suHa (JAHK), mramm-nponyueHt (BUpychl M BHpPYCHbIE YacTHIIbI, OENIKH), a TakXke B
OTHOLIEHUH YJAJIECHHUsS MPUMECEH, CBA3aHHBIX C IIPOLECCOM IPOM3BOJACTBA, HAIpPHUMED,
TeTepOJIOTUYHBIX OEJIKOB (KOMIIOHEHTBI MUTATENbHBIX CpPell, UMMYHOCOPOEHTHI Ui apUuHHON
xpomarorpaduu ap.). IIporecc mpou3BoacTBa JEKAPCTBEHHBIX MPENApaToB W3 IUIa3Mbl KPOBU
YyelloBeKa JIOJDKEH BKIIOYaTh HE MeHee JABYX 3(PQEeKTUBHBIX B3aMMOJOMOJHSIOIIUX CTaAHi
BHUPYCHOM MHAKTUBALMK U(WJIH) JMMUAHALMU BO3MOYKHBIX KOHTAMUHHUPYIOIIHUX BUPYCOB.

HUCXO/[HOE CBhIPhE U MATEPHAJIBI

Bce ucxonHoe celpbe U MaTepualibl, KOTOPbIE TOJIYYEHBI OT KUBOTHBIX, HECYILIUX PHCK
nepeaaud Bo3OyauTeneld TyOdaTtod OdHIedaTonmaTHu JKABOTHBIX, TPEOYIOT OIIEHKH pPHCKa
ryouaToil sHuedanonaTud, Kak omucaHo B o0mux  (apmakoneiHbix crathiax 2.3.19.2.
Ilpooykmul ¢ puckom nepedauu 6030youmeneti 2youamou >dHyeparonamuu HUBOMHHLIX W
2.3.19.3. Munumuzayus pucka KOHMAMUHAYUU JeKAPCMEEHHbIX CPeOCms UHQEeKYUOHHbIMU
azeHmamu NPUOHHBIX 3a00J1e6aHULL.

Js BJIII, mony4eHHBIX C MCIOJIB30BAHMEM KIIETOYHBIX JIMHUM, XapakTEPeH pPHUCK
BUPYCHOW KOHTaMHHAIIMH, CBS3aHHBIM C BO3MOKHOM KOHTAaMHUHAITMEH KJIETOYHBIX CyOCTpaToB
WIA CIy4YalHOrO TOIAJaHusl BHpYyca Ha 3Tamax TEXHOJOTHMYECKOro mpolecca. be3zomacHocTh



BJIIT B OTHOIIEHUH BHPYCHOTO 3apa)KEHUsI MOKET ObITh oOecrieueHa coOoieHueM TpeOoBaHUN
K cyOcTparaM MPOM3BOJICTBA B COOTBETCTBUU C OOIIMMHU (apMakornelHbpIMu cTtatbsimu 2.3.19.4.
Cmaoa Kyp 015 npou3800cmea u KOHMpOJisl KAYyecmsea 8aKyuH, He cooepacaujue OnpeoeieHHbIX
namozeros, Homep Tpebosanus K KIemouHbIM KyIbmypam — cyocmpamam npou3eoocmea
Ouonocuueckux 1eKapCmeeHHblX npenapamos, a TakKe NPUMEHEHUEM IPOrpaMMbl UCIBITAHUN
Ha BUPYCHl U OILICHKHM yAajieHus U (WJIM) MHAKTHBAIMM BHPYCOB, JAOCTUTHYTOW B Ipoliecce
MPOU3BOJICTBA, COTJACHO YKa3aHHsAM oOmux (apmakonensix crateir 2.3.1.3. Bupychas
bezonacnocmu; Homep Hcnvlmanus Ha NOCMOPOHHUE A2eHmMbl 8 BUPYCHBIX BAKYUHAX.

JKuBoTHBIX, wHcHoOnb3yeMbIX M mnpousBoictBa bJIII, mosmydaroT ©3 NOCTOSHHO
KOHTPOJIMPYEMBIX XO3SICTB, OJaromoiy4yHbIX B OTHOLIEHUM OaKTepHAIbHBIX, BUPYCHBIX,
IOPUOHHBIX M JAPYrHX OOJe3HeW, OmacHbIX JUIs 4YenoBeka. [Ipu mpow3BOACTBE WIIM KOHTPOJIE
KayecTBa BaKLUMH JOMYCTHUMO HCIOJIb30BaHHWE MTEHI[OB, SMOPUOHOB WU KYJIbTYp KIIETOK,
IIOJIyUYEHHBIX U3 UL OT CTa/la 3J0POBBIX ITHII.

[Ipu mpousponctBe BJIII u3 masmMel U KJIETOK KPOBU, OMOJOTHYCCKUX JKUIKOCTEH H
OpraHOB YeJIOBEeKa COOII0AAI0T TPeOOBaHUS, IPEIBSBIIIEMBIE K COCTOSHUIO 3J0POBbS JIOHOPOB.

CUCTEMA FAHKOB KJIETOK U IIOCEBHBIX KYJIBTYP MUKPOOPI'AHHU3MOB

I[JI)I MMpEAOTBPAIICHHNA HEKECIATCIbHOI'O U3MCHCHUS CBOﬁCTB, KOTOPOC MOKCT HpOI/ISOf/'ITI/I
BCJIEJICTBME MHOT'OKPAaTHBIX IEpPECeBOB MM OOJIBLIOrO yucia maccaxei, npoussoacrso BJIII,
MOJy4aeMbIX W3 KYJIbTYp MHKPOOPTaHHU3MOB IJIM KIETOK, Oa3HpylOT Ha CUCTeMe OaHKOB
IIOCEBHBIX KYJIbTYP MHUKPOOPraHM3MOB WM KJIETOK, OXapaKTEPU30BAaHHBIX COOTBETCTBYIOLIUM
00pazomM.

B mpou3BOACTBEHHOM  IpOLECCE  HCHOJB3YIOT ~ TEHETUYECKH  CTaOMJIbHBIE
IMPONU3BOACTBCHHBIC IITAMMBI 6aKT€pI/Iﬁ U BHPYCOB, KICTOYHBIC JIMHUKU JKHUBOTHOI'O
IPOMCXOXKACHUS OXapaKTepU30BaHHbIE M JECTIOHUPOBAHHBIE B O(DULMAIBHBIX KOJUIEKLHUSX,
KOHTPOJIUPYEMbIC 110 OHOJIOTHUYECKUM cBOMCTBaM. [loceBHBIE KyJIbTypbl MUKPOOPTAaHU3MOB U
0aHKM KJIETOK CO3/1a0T, XPaHAT U UCHOJIb3YIOT TAKUM 00pa3oM, YTOOB! PUCK UX KOHTAMHHALIUU
WIM W3MEHEHUsS XapaKTePUCTHK ObUI MUHUMAJbHBIM (HAaIpUMEp, XpaHEHHWE B TE€PMETHUYHBIX
E€MKOCTAX B XHJAKOM a3ore). KonmdyecTBO JOMyCTUMBIX JUIsl NMPOM3BOACTBA CEPHHM T'OTOBOTO
JIEKapCTBEHHOTI'O INpenapaTa renepanuil (yaIBoeHH, maccaxeil) KyJbTypbl MUKPOOPraHU3Ma WU
KJIETOYHOM KYJIbTYphl YCTAHABJIMBAIOT NpHU (hapMalleBTUYECKON pa3paboTKe M MOATBEPKAAIOT
IIpYM BJIMJALMK IIpoliecca MPOM3BOACTBA. Kpureprem, OrpaHMYMBAIOIMIMM YHCJIO ITAacCaXen
OaKkTepHuil WM BUPYCOB, ABISETCS IeHETUYECKas CTaOMJIBHOCTh MPOU3BOJICTBEHHBIX ILITAMMOB.
I[J'ISI KYJIbTUBUPOBAHHUA MHKPOOPTAHU3MOB H KICTOYHBIX JIMHUH HCIIOJIB3YIOT MOAXOAAIINC
MUTATEIbHBIE U KYJIbTypalIbHbIE cpenbl. 1Ipy KyJIbTUBUPOBAHUU KIIETOYHBIX JIMHUN KUBOTHOTO
U YEJOBEYECKOTO IMPOMCXOXKJEHUS, KaKk IPaBUJIO, HE JONMYCKAaeTCs HCIOJb30BaHuE Oera-
JaKTaMHBIX aHTUOMOTHKOB, a TAKXKE CBIBOPOTKU KPOBH YEJIOBEKA.

CTAHIAPTHBIE ObPA3IIbI

Hns onenku Ouonmornyeckoit axtuBHOCTH bBJIII, BbIpakaeMoil B MeEXITYHApPOIHBIX
€MHMIIAX, UCIIONb3YIOT OMOJIOTHYECKHE MEXIyHApOHbIE CTaHAapTHbIE 00pa3ipl. MoryT ObITh
UCIIONIb30BaHbl  (hapMaKoIlelWHbIe CTaHJapTHBIE OOpa3lpl, KaIWOpPOBAaHHBIE OTHOCHUTEIHHO
MexayHapoqHOTO CTaHIapTHOTO oOpasna. 3a MEXIYHApPOIHYIO €IWHUIY TPUHUMAIOT
AKTUBHOCTh  OMPEAENIEHHOTO0  KONIWYecTBa MEXAyHAapOJHOTO  CTaHJApTHOTO  oOpa3slia,
yCTaHaBIMBAEMYI BceMupHO# opranu3anuen 31paBoOXpaHEHHUs.

Jns ouenku Ouonmormdeckor aktuBHOcTH BJIII, BeIpakaemoll B JApPYrux enWHHUIIAX
(HampuMep, €IWHWI] CBS3bIBAHWS AaHATOKCWHA), WCIOIB3YIOT TOAXOMSIINA CTaHAApTHBIN
oOpasern, oxapaKTepU30BaHHBIA HaJIekKaIUM 00pa3oM B COOTBETCTBHH C TpeOOBaHUSMU
®apmakonen Coro3za.

B psage ciaydaeB nmns uaeHTU(UKAIMK, KOJWYECTBEHHOTO OIPEACIEHUS M JIPYTHX
ucnbiTanuit  HekoTopbix BJIIT B kadecTBe craHmapTHOTO oOpasma HCIOIL3YIOT CEPHI0
JICKapCTBEHHOTO TIperapara ¢ JIOKa3aHHON CTa0WIBHOCTBIO M PENPE3CHTATUBHOCTHIO I10



OTHOLICHUIO K CCPUAM, NPOMICAIMNM KIMHUYCCKUC HCCIICAOBAHUA WM PCIPC3CHTATUBHYIO
ceputo (papmareBTHYECKONH cyOcTaHmuu. JlaHHBIM CTaHAApTHBIA oOpasen JOKeH OBITh
OXapaKTEepPHU30BaH HAJUICKALIIM 00pa3oM B COOTBETCTBHUH ¢ TpeboBaHmsiMu Papmaxornen Coro3a

JIEKAPCTBEHHBIU ITPETIAPAT

VYcranosnenue xapaktepuctuk bJIII (roroBoro mnpojykra) BKIIIOYAET OIpENEICHHE
(bU3UKO-XMMHUYECKUX CBOMCTB, YUCTOTHl M HAJIU4YUs MpUMecei, OMOIOrMuecKoil aKTHUBHOCTH,
0€30MacHOCTH U, IPU HEOOXOIUMOCTH, UMMYHOXUMHUYECKUX CBOWCTB.

HcnbiTanus, pe3yapTaTbl KOTOPBIX MMEIOT PEIIANOIIEee 3HAUECHUE JJIA OLIEHKH KadecTBa
(HampuMep, OTCYTCTBHE BUPYCOB), HO HE MOTYT OBITh MPOBEJICHBI HA JIGKAPCTBEHHOM ITperiapare,
IIPOBOJIAT HAa COOTBETCTBYIOLIUX MPOMEKYTOUHBIX ITPOTYKTaX.

B psane cinydaeB aktuBHOCTH HEKOTOpBIX BJIII 3aBHCHT OT KOHBIOrauuu JEHCTBYIOLIETO
BEILIECTBA C JPYIrUM COCIMHEHHEM WIM OT CBS3bIBaHUSA C aablOBaHTOM. Jluccoumanuro
AKTUBHOI'O MHIPEIUEHTA(OB) OT HOCUTENS, HCIOJIb3YyEMOIO B COCTaBE KOHBIOIATOB WIIU
aJbIOBAaHTOB, HCIIBITHIBAIOT B PEAIbHOM BPEMEHH U MPHU pealibHOM TemmepaType (B TOM YHCIE B
YCIOBUSAX TpaHCHOPTHPOBKM). OIEHKa CTAOWJIBHOCTH TaKHX IIPErapaTtoB MOXKET OBITh
3aTpyJHEHa, MOCKOJIbKY MHOT/Ia OIpeAelicHue OHONOTUYECKOM aKTUBHOCTH U (U3UKO-
XMUMHYECKUX XapaKTEPUCTHK B MCHBITAHUAX IN VIIro HemenecooOpa3Hbl WM JAIOT HETOYHBIC
pe3ynbTaThl. [Ipn HEeoOXoauMMOCTH pa3padaThIBAIOT, HANPUMEP, UCHBITAHHUE MPOMEKYTOUHOTO
MPOAYKTA JO KOHBIOTAIMH/CBS3BIBAHMS WM UCIIOIB3YIOT APYroe MOAXOAAIICe UCTIHITAHNE.

Omnpenesenne  GU3MKO-XMMHUYECKMX  CBOMCTB  BKJIIOYACT  UCHOBITAHUS IO
MOATBEPXKJICHUIO COCTaBa, (U3UYECKUX CBOWCTB, MEPBUYHON CTPYKTYPHI JEUCTBYIOIIETO
BemiectBa bJIII, B TOM 4nciie CTPYKTYypHYIO reTepPOreHHOCTh (€CIH MPUMEHNMO).

BuoJsiornyeckasi aKTHBHOCTb SBIIIETCS OCOOOH XapaKTEPHCTUKOM W TIOKa3areieM
kagectBa bBJIII, kotopas omnpenensercs crnocoOHocThi0 (cBoiicTBoM) BJIIT  oka3biBaTh
ouonornueckuit 3Qpdext. s oleHKn OMOTOTUYECKON aKTUBHOCTU KaK MPABUIIO HCIOIB3YIOT
HOIXOAALIMM OMoTornyeckuii MeTo ucnbslTanuii. [lpuMepamu Takux METOJI0B SBIISIOTCS

— MCOIBITaHUS IN VIVO (Ha )KUBOTHBIX), U3MEPSIONINE OMOIOTHIECKUIT OTBET OpraHu3Ma Ha
BBeneHue bJIII;

— MCOIBITAHUS IN VILro Ha KyJbTypax KJIETOK, TIO3BOJISIOIINE ONPEICIUTh ONOXMMUYCCKHIA
WK (U3NOJIOTHUECKUI OTBET Ha KJIIETOYHOM YPOBHE;

— OMOXMMUYECKHE METO]Ibl UCIIBITAHUHN, XapaKTEPU3YIOIINE TaKue BUIbI OMOJIOTHYECKOM
aKTUBHOCTH, KaK, HallpUMep, CKOPOCTh (PEPMEHTATUBHBIX PEaKLUil UM OHOJIOTHYECKHUE OTBETHI,
UHAYLIUPYEMbIE UMMYHOJOTHYECKHUMH B3aUMOJIEHCTBUSMU.

Axmuenocmo  (BbIpakacMasi B €IMHHIAX aKTHBHOCTH) — KOJIMYECTBEHHAs Mepa
OMOJIOrMYeCKO aKTUBHOCTH, OCHOBaHHas Ha mokas3arene kadecTBa BJIII, cBsg3aHHOM C ero
peNeBaHTHBIMU OMOJIOTMYECKMMHU CBOWCTBAMH.

Cooepoicanue Oelicmeyowe2o (akmuHozo) eeujecmeéa (BbIpakaeMoe TIO Macce) —
KOJINYECTBO JIEHCTBYIOLIETO (AKTUBHOTO) BellecTBa (Harpumep, Oenka), onpenenseMmoe Gpu3nKo-
XUMHUYECKHUMH METO/IaMHU.

IIpu ¢dapmaneBtuueckoit paszpaborke BJIII, ecnu npuMeHHMMO, AOKHA OBITH
MOJTBEP)K/IEHA COMOCTAaBUMOCTh  PE3yJbTAaTOB OINpEAENeHUS AKTUBHOCTU B OHMOJOTHYECKHX
UCTIBITAHUAX MTPH KOHTpoOJIe KauecTBa ¢ 3pdextuBHOCTHIO JIIT.

B cnyuasx, xorga unpopmanus o gusuko-xumudeckux cBoiicrBax BJIII He mo3Bossier
HOATBEPAUTh CTPYKTYpYy OoJiee BBICOKOTO MOPSJKA, JOMYCTUMO MPOBEACHHE OMOIOTHYECKUX
UCIBITAHUN C pacIIMPeHHBIMU TpPAHUIIAMHM JOBEPUTENBHOIO HHTEpBaja B KOMOHMHAIUH C
OTIpeieIeHuEM COJIepKaHus ISHCTBYIOIIEro (aKTUBHOT'0) BEILIECTBA.

JIist oTleHKH OMOJIOTUYECKOW aKTHBHOCTH 3aMEHAa OMOJIOTMYECKUX UCIBITAaHUN (DU3UKO-
XUMHUYECKHMHU JIOIYCKAaeTCs B CIIydae, €CIM C MOMOIIBIO0 TaKUX (PU3MKO-XUMHUECKUX METOJIOB
MO>KHO TOJTYYUTh JOCTaTOYHO ToApoOHYI0 Xapaktepuctuky BJIIT, B Tom uncie nadopmanuio o
CTPYKTYpE BBICOKOTO TMOpSJKA, M IMOKa3aHa pEJeBaHTHAs KOPPESIHUs ¢ OMOIOTHYecKOi
aKTUBHOCTBIO. EcnM [ KOJNMYECTBEHHOIO OIpeaeseHUs OHOJIOTUYECKON aKTHUBHOCTH



UCTIOJIB3YIOTCSl TOJIBKO (PU3MKO-XMMHUYECKHE HCIBITAaHUS (HA OCHOBAHUHM COOTBETCTBYIOILEH
KOpPPEJSAILHIN), UX Pe3yJbTaThl BEIPAXKAIOT [0 Macce.

Ecnu nelictByromum (aktuBHBIM) BewecTBoM BJIIT siBisitoTcs aHTHUTENA, TO ONPEAEISAIOT
€ro HMMYHoOJIOTHYecKHe cBoiicTBa. J[na onpenenenus ad@uHHOCTH, aBUAHOCTH U
MMMYHOPEAKTUBHOCTU  (BKJIIOYash IEPEKPECTHYIO PpPEaKTHUBHOCTb) TPOBOJAAT HCIBITAaHUSA
CBA3BIBAHMS AHTHUTENA C OYMUICHHBIMU AHTUICHAMM HWJIM YCTaHOBJIEHHBIMH y4YacCTKaMU
aHTUTeHOB. VMMyHOXuMudeckue cBoicTBa JeicTByromero BemiectBa bBJIII moryr ObITh
VCIIOJIb30BAHBbI [UIsl YCTAHOBJIEHUS €T0 MOAJIMHHOCTH, OJHOPOJIHOCTH MJIM YUCTOTHI, & TAKXKE JUIS
€ro KOJINYECTBEHHOI'O OIpPEAEICHUS.

Be3onacnoctb. [l onpenenénnbix rpynn bJIIT mpoBoaaT ucnbiTanue Ha 6€30MMacCHOCTb,
CBA3aHHYIO, HaIlpUMEpP, C BHUPYJECHTHOCTbIO BAaKIMHHBIX (AaTTEHYMPOBAaHHBIX) IITAMMOB
0aKkTepHil WM BUPYCOB, UX TOKCUT'€HHOCTBIO.

Heo6xoauMocTh HCHbITaHUS HAa 0€30MAaCHOCTh OOYCIIOBIIEHA BO3MOXKHOW OCTAaTOYHOM
[aTOr€HHOCTBIO MPOU3BOJICTBEHHBIX LITAMMOB OAaKTEpUH MM BHPYCOB, KOTOpPAsk MOXKET TakKKe
IPOSIBISATHCS BUPYJIEHTHOCTbIO, TOKCUTE€HHOCTBIO.

Hapynienust T€XHOJIOrMYECKOro IpOLECCa, HAaIpHUMEp, HEJOCTATOYHAs JAETOKCUKALUSA
OaxTepuaIbHBIX TOKCHHOB IIPU IPOU3BOJICTBE AHATOKCHMHOB, MOTYT INPUBOAMTH K pPEBEPCUU
TOKCUYECKUX CBOMCTB.

Hackonbko BO3MO>KHO, BaKIIMHBI U aHATOKCHHBI, HE JOJDKHBI COAEpkKAaThb KOMIIOHEHTHI,
oOnajarolmiue U3BECTHBIM TOKCHYECKMM, QJUICPIMUECKUM MM JAPYrUM HEXeJlaTelbHbIM
JIEICTBUEM HA OpraHU3M 4eJIOBEKa.



