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C UCITIOJIb30BAHUEM TEXHOJIOTMM PEKOMBUHAHTHOM JTHK

Obwasn gapmaxoneiinas cmamvs cooepicum odwue mpebosaHus K NPoOU3BOOCmsy U
KOHMPOIO JIeKAPCMBEHHBIX CPeOCcms, cooepicaujux Oenku u (uau) nenmuobvl, HOIYUAEMBIX C
ucnonvzosanuem mexuonoeuu pexkomounanmuou JJHK (p/[HK). Axmuenas ¢apmayesmuueckas
cyocmanyus, noayueHHas ¢ npumenenuem mexuonoeuu p/AHK, oonsxxcna omeeuams
MpebOBaAHUAM,  UZNONMCEHHLIM 68  cOomeemcmeylowem  pazdeile  Hacmoswelu  oowell
g apmaxoneunou cmamou. /[annvie mpedosaHus He ANAIOMCA 8CEOOLEMMIOUUMU OIS KAHCO020
KOHKDEMHO20 Cayyas, OONOTHUMENbHble WU pPACUUPeHHble Mpebo8aHus Npeocmasiesbl 6
YacmHOU (hapmMaxkonetiHol cmamsoe Ui YCmaHo81eHbl YNOTHOMOYEHHbIM OP2AHOM.

Hannaa obwas apmaxoneiinas cmamvs Maxdxice NPUMEHUMA K AHMUSEHAM BAKYUH
noayyeHHviM no mexuonozuu p/I{HK, npu smom 6onee noopobHvlie mpebo8anus,, U3NLONCEHbL 8
obwux gapmaronevnvix cmamosx 2.3.19.11. «Baxyunvl u anamoxcunvl 015 MEOUYUHCKO2O
npumenenusy u 2.3.19.22. Baxyunvl 015 6emepuHapHoco npumMeHenust u 8 COOMeemcmeayouux
YACMHBIX PAPMAKONEUHBIX CIAMBIX, NOCEAUJEHHBIX BAKYUHAM.

Hexomopvie acnexmwvl  Oannoii  obweti  gapmakoneiunoiu cmamovu Mo2ym Oblmb
NPpUMEHUMbL K HPOOYKMAM, NOJYYEHHBIX C UCHONb308AHUEM MPAHC2EHHbIX JHCUBOMHBIX U
pacmeHull.

Jannas obwas apmakonetinas cmamos He pacnpocmpanaemcs Ha MoOUpuUyuposaHubvie
(pexombuHanmmuvie) opeanusmel, NPeOHaA3Ha4eHHvle O/ UCNOL30BAHUS HANPAMYIO 8 OP2AHUIME
uenoeexka Uil JHCUBOMHBIX, HANpUMED, 8 KAYecmee MHCUBbIX PEeKOMOUHAHMHbLIX BEeKMOPO8 UIU
JHCUBLIX BAKYUH.

OIIPEAEJIEHUE

benku u (win) nentuasl (ajnee — MPOAYKThI), MOJIyd4aeMble C MCIOIb30BAaHUEM TEXHOJIO-
run p/IHK, mpousBoAaT myreM T'e€HETUYECKOW MOIU(UKAIUU, MPU KOTOPOH HYKICOTHUIHYIO
MOCJIEIOBATENILHOCTD, KOJIUPYIONIYIO LEIeBOW MPOAYKT, KaK IPaBUIO, BBOAST C IMOMOIIBIO
IUTa3MU/IbI WJIA BUPYCHOTO BEKTOPA B MOIXOIAIINE KOMIIETEHTHBIE MUKPOOPTraHU3MbI (0akTepun
WIN JIPOXOKH), WIK B KICTOYHYIO JIMHUIO MJICKONUTAMONIMX (BKJIHOYas 4YEJOBEKa), HACEKOMBIX
win pactenuit. Kinetku xo3suna ¢ BcrpoeHHbIM (pparmentom JJHK obecneunBaroT skcnpeccuo
[[EJIeBOTO MPOJYKTa, B BUJE Oelka WM MENTH]A, U3BJIEKAEMBIX B XOJI€ ITAllOB BBIJICICHUS U
OYMCTKHU.

Knerkn xo3smnHa NpeaACTaBJIAOT co00M KIIeTKHU MHUKPOOpPTraHnu3Ma UJIN IYKAPUOTUICCKUX
KJIICTOYHBIX HHHHﬁ, HUCIIOJIB3YEMBIC I BCTpPAHMBAHUA SKCIIPECCUPYIOMICTO BCKTOpa, a
CTa6I/IJ'ILHyIO KOHCTPYKIHIO N3 KOMIICTCHTHBIX KJICTOK M BEKTOpPA 3KCIIPECCHUU, UCIIOJIB3YCMYIO B
MPOU3BOJACTBCHHOM IIPOLECCE, HA3LIBAKOT CHCTEMOH BCKTOp/KJ'IeTKa-XOS}II/IH.

HpO,ILYKTLI, IMOJIYYCHHBIC C HCIIOJIb30BAHHUEM TCXHOJIOTHUU pI[HK, MOTYT IOABECPraThbCA
npeaHaMCPCHHBIM MNOCTTPAHCIALITMOHHBIM MOILI/I(i)I/IKaI_II/IHM, HaIlrpumep, TaKHUM Kak
NETHJIIMPOBAHUC UJIM KOHBIOT AU A.



[TPOU3BOJICTBO
OBIIHE ITOJIOKEHWS

[IpousBoactBo npoaykroB p/IHK ocHOBaHO Ha BanuaIMpOBaHHOW CHUCTEME IOCEBHBIX
MaTepHAJIOB C HCIOJB30BAHMEM TOAXOJIIEH CHUCTEMBI BEKTOP/KJIETKA-X03WH. B cucreme
MMOCEBHOTO MaTepuaia OOBIYHO HCHOJB3yI0T TiaBHbIH OaHk KieTok (I'BK) m pabGouwmii GaHk
kietok (PBK).

Omnwucanue KIETOK X03I1MHA, BEKTOPA SKCIPECCUH, CUCTEMBI BEKTOp/KiIeTKa-x03auH, I BK u
PBK, Bxitouasi UX NpOUCXO0KIEHUE, CO3/IaHuE, IOJ/IEP)KAHUE U KYJIbTUBUPOBAHUE JIOJIKHO OBIThH
JIETAIBbHO 33/I0KYMEHTUPOBAHO.

[Ipn wucnonp30BaHUM B MPOU3BOJCTBEHHOM INIPOLIECCE MAaTEpUaioB >KUBOTHOIO WU
YeJI0BEYECKOr0 MPOUCXOXKACHUS HPUMEHSAIOT TpeOoBaHUs oOmuX (apMaKOoNEeHHbIX CTaTel
2.3.1.3. Bupycnasa 6ezonachocme w 2.3.19.3. Munumuzayus pucka KOHMAMUHAYUU
JIeKapCMBEHHbIX CPeOCm8 UHPEKYUOHHBIMU A2eHMAaMU NPUOHHBIX 3a001e8aHU.

Banupanus npou3BoACTBEHHOTO Mpoliecca JOJKHA OXBaThIBATH!

— CTaJuu TNPOU3BOJICTBEHHOrO Tpollecca, BKIKOYAs 3Talbl KyJbTUBUPOBAHMS KIETOK H
(dhepMeHTaINI0, OYUCTKY U JIFOOYIO TIOCIICAYIONIYI0 TTPEAHAMEPEHHYI0 MOIU(PHUKAIIAIO 11€TIEBOTO
0EIKOBOTO MPOAYKTA, €CIIU 3TO IPUMEHUMO;

— yZAaJleHue WM MHAKTUBALMIO MOCTOPOHHUX areHTOB;

— yZAaJeHue POJICTBEHHBIX M MPOU3BOJCTBEHHBIX MpHUMecel (Hampumep, HeKelaTelbHbIe
MOJIEKYJIsSIpHbIe BapuaHThl, octarounble Oenku u JHK xierox xo3sunHa, aHTHOMOTHKH,
KOMITIOHEHTBI KJIETOYHOHM Cpelbl), a TaKkkKe MaTepHajloB, HCIOJb3yeMbIX B XOJE OYHCTKH
LIETIEBOTO MTPOIYKTA;

— yJlaJIeHUE NUPOTEHHBIX BEIIECTB, €CJIN 3TO IPUMEHUMO.

B kauecTBe cranmaptHOro 00pasna st uACHTU(PUKALNY, KOJIMYECTBEHHOTO ONpeAeIeHUs
U JPYTUX  HCHOBITAHUN  HCHOJB3YIOT CEPUI0 €  JOKa3aHHOW  CTaOWIBHOCTBIO U
PENpPEe3eHTaTUBHOCTBIO 10 OTHOLICHHUIO K CEPHSIM, MPOLICAININM KIMHUYECKUE HCCIEAOBaHUS.
CrangapTHblil 00pa3el XapakTepu3yloT HaJyIexKalluM 00pa3oM B COOTBETCTBUH C TPEOOBAHUSIMHU
®apmakornien Coroza.

BEKTOP OKCIIPECHHN U KJIETKA-XO3AHH

Hcxonnble maTepuanbl, HCIOJNb3yeMble B MpousBojcTBe mpoaykTa pdAHK, sxirouas
BEKTOP AKCIPECCUH, KJIETKH XO3SMHA M MYJ TpaHCHOPMHUPOBAHHBIX WM TPaHCHUIIUPOBAHHBIX
KIETOK, M3 KOTOpPBIX OyleT TOJNy4eH HCXOJHBIM KIOH, JOJDKHBI OBITh MOJAPOOHO
0XapaKTepU30BaAHBI U JOKYMEHTAIBHO O(DOPMIICHBI.

Wudopmanyst 0 MPOUCXOKIEHUH, UCTOYHHKE U HCTOPHM KIETOK XO3SMHA U BEKTOpa
IKCIPECCUU TaKXKe JOJDKHA OBbITh 3aJJ0KyMeHTHpoBaHa. HeoOxonumo mpeacTtaBuTh NOApoOHOE
ONMCAaHHE T€Ha, KOJUPYIOLIEro 1eJIeBOi MPOIYKT, a Takke JPYruX (PYHKIMOHAIBHO 3HAaYMMBbIX
YYaCTKOB 3KCIIPECCUPYIOIIEeH KOHCTPYKLUUHU (Hampumep, HyKICOTHIHAs MOCIeI0BaTEIbHOCTb
LIEJIEBOTO I'eHa U ero (pIaHKUpYIOLINe YYaCTKH, KapTa PECTPUKIIIH).

I[J'ISI NOATBCPKACHUA MNPUTOJHOCTH CUCTCMBL BeKTOp/KJ'ICTKa-XOS}II/IH, B YaCTHOCTH, B
OTHOIICHHUH MI/IKp06I/IOJ'IOI‘ HYECKOM YHUCTOTHI, UCIIOJIL3YIOT.



- q)eHOTI/IHI/I‘-IeCKI/Ie W TCHOTUIIMYCCKHUEC XAPAKTCPHUCTUKHN KIICTKH XO35HMHA,

— XapaKTEPUCTUKU 3KCIPECCUPYIOUIEH KOHCTPYKLHH B KIETKE-XO35iIMHa (MHTErpalHIo,
KOJIMYECTBO KOIMM, IOCJIEI0BATEIIbHOCTh HYKJIEOTHIOB, IPOMCXOXKAECHUE KOMIIOHEHTHBIX
COCTAaBHbIX YacTeH SKCIIPECCUPYIOIIEH KOHCTPYKIUHU, CTaguu COOpKHU AKCIpECcCUpYOUIeit
KOHCTPYKIIUH U JPYTrUe MOKa3aTesn);

— IOKyMeHTHI (MH(popMaIHio) 00 MCXOJHOM ChIphE, TPAHC(HOPMALUU WM TPAHCHEKIIH
KJIETKU-X035IMHA BEKTOPOM SKCIPECCHUM U CTPATErMM IOJIy4EHHUS KJIOHA, MCIOJb3YeMOTro s
CO3/IaHUsI CUCTEMBI OaHKa KIIETOK.

CUCTEMA FAHKOB KJIETOK

['maBHBI OaHK KJIETOK MpeAcTaBisieT CO0OW TOMOTEHHYIO CYCIEH3MIO W3 MCXOJHBIX
KIETOK YK€ TpaHCPOPMHUPOBAHHBIX WJIH TPaHCOUIUPOBAHHBIX BEKTOPOM JKCIPECCHUH,
coJiepkaluiux TpeOyemblii T€H, U B TE€YEHHE OJHOM OIepaluy paclpeieieHHYI0 B PaBHBIX
o0bemMax MO WHIUBUAYAJIbHBIM €MKOCTSAM JUIsl XpaHeHMs (Hampumep, B KHJIKOM a3ore). B
HEKOTOPBIX CIIydasX MOKeET noTpebdoBatbes coznanue otaenbHbix I'BK 11 BekTopa skcnpeccun
U JUIS KJIETOK XO35MHa.

PabGounit G6aHK KJIETOK MpPEACTABISIET COOOM TOMOTEHHYIO CYCIEH3HMIO KJIETOK, TOJy-
YEHHYIO U3 TJIaBHOTO OaHKa KJIETOK MPHU YCTAHOBJIIEHHOM YpPOBHE Macca)ka U B T€UEHHE OJIHOM
orepaluy paclpeeIeHHYIO B PaBHBIX 00beMax M0 MHIUBUIYATbHBIM €MKOCTSIM JUIS XpaHEHHS
(Hampumep, B KUIKOM a30Te).

Bce emkxoctu U3 o1HOro GaHKa KJIETOK XpaHAT B BAJTUAUPOBAHHBIX UACHTUYHBIX YCIOBHSIX
Y TIOCTIe U3BJICUEHUS U3 XpaHWINILA OOpPaTHO B XpaHWIIUIIE HE BO3BPAIIAOT.

VYcraHoBiieHHE ~ XapaKTEpUCTUK W HUCObITaHUE  OAHKOB  JYKapUOTHYECKHX U
MPOKAPUOTHYECKUX KJIETOK TMpPEACTaBIseT COOOM KpUTHYECKH BaXKHYIO 4YacTb KOHTPOJIS
JIEKapCTBEHHBIX CPEJCTB, MOJIydaeMbIX ¢ Hcmnojb3oBaHuem Texuonorun pJAHK. Hcnbrranus
0aHKa KJIETOK TMPOBOJAT JUIA MOATBEPXKACHUS MOJJIUHHOCTH, YHUCTOTHI M TMPUTOJHOCTU
KJIETOYHOTO cyOcTpara Juisd MPeArnoaaraéMoro UCroib30BaHMsI B IPOU3BO/ICTBE.

Crparerusi mpoBe/ieHUsI UCHBITAaHUI OAHKOB KJIETOK MOKET BaphbUPOBATh B 3aBHCUMOCTH
OT TPUPOJBI M OHOJOTMYECKHX CBOWCTB KJIETOK (HalpuMep, MOTPEOHOCTH B MUTATEIbHBIX
BEIIECTBAX JUI pOCTa), HUCTOPHUHM KYJIbTHBUPOBAHUS KIETOYHOro cyOcTpara (Hampumep,
WCIIOJIb30BAHUE CBIPhSI PEKOMOMHAHTHOTO WJIM YKHUBOTHOTO MPOUCXOXKICHHUS, B TOM YHCIE,
MOJIYYEHHOTO M3 TKaHEH, OpPraHOB WU KHIKOCTEH 4YelOBeKa, M MPUMEHEHHE aHTHOMOTHKOB).
MeTopl  MOJNEKYNISpHON OWOJOTMM UCHONB3YIOT JJsl ONpEeNeNieHUsT KOJIMYECTBA KOIHA
IKCIIPECCUPYIOIIEH KOHCTPYKIINH, BHISBICHHS B HEW MHCEPLUH (BCTABOK) MJIH JCCIINH, a TAKKE
YCTAHOBJIEHMSI KOJIMYECTBA CAWTOB  MHTErpaLUH. HeoOxomumo  moATBEepAUTh, YTO
HYKJICOTUHBIE NTOCIEI0BATENFHOCTH KOAUPYIOLIETo (pparMeHTa, (GIaHKUPYIOIUX KOHTPOJIBHBIX
Y4aCTKOB ¥  IIPOMOTOPOB  HJEHTHYHBI  IOCIEAOBATEIBHOCTAM, YCTAHOBJIEHHBIM  JUIf
JKCIIPECCUPYIOIIE  KOHCTPYKLHMH, M  COOTBETCTBYIOT IUIAHMUPYEMOM  aMUHOKHCIIOTHOM
MOCIIeI0BATEIbHOCTH OeIKa.

[Ipu BBIBICHHMH KakuX-TMOO M3MEHEHUH B TIOCIIEIOBATEIILHOCTH HYKJIECOTHJIOB,
HE00X0/IMMO UX TOYHOE OTpeJiesieHue U 000CHOBaHHWE MPUEMIIEMOCTH MOJO0OHBIX U3MEHEHUH C
NPEJCTaBICHUEM JAaHHBIX O CTAOMJIBHOCTH BEKTOpAa 3KCIPECCHHM U €ro CHOCOOHOCTH K
IIOCTOSIHHOM KCIIPECCUM LIETIEBOTO MPOIYKTA.



banku xnerok (I'bK u PBK) nomkHBI OBITH OXapaKTEpU30BaHbl U UCHBITAHBI HA Pa3HBIX
CTaJUsAX, BKJIIOYasl KJIETKU HA CTAJUU JI0 U IOCJIE JOCTH)KEHUS YPOBHS yABOCHHS MOMYISILIUU
WIM 4YHUClla TEHepalMil, HCHOJb3yEMbIX IpPH IPOU3BOJACTBE (KJIETKH NPEIEIbHOIO s
MIPOM3BOJICTBA KJIIETOYHOI'0 BO3pacTa in Vitro).

Jlnsi GaHKOB TPOKAPHOTHYECKUX W JPOKIKEBBIX KIETOK YCTAHOBIICHHE XapaKTEPUCTHKH
JOJDKHO BKJIFOYATh IMOATBEPXKACHUE MOJIEKYJIAPHON HACHTUYHOCTH SKCIPECCUPYEMOIO IE€HA,
MOJUTMHHOCTH M YHUCTOTHI KJIETOK, B TOM YHCIE, WACHTH(PHKAIHMIO IITaMMa (C IMOMOIIBIO
OMOXMMHUYECKUX, TCHETHYECKUX WM TPOTEOMHBIX METOJOB W Jp.), (EHOTHUIHYECKYI0 U
TCHOTHIIMYECKYIO0 ~ XapaKTEPUCTHKY INTaMMa, JKH3HECIIOCOOHOCTh, HAJIMYUE  IUIa3MH]IbI
(HampuMep, MOCIEAOBATEIbHOCTh HYKJIEOTHAOB, KOJIMYECTBO KOMHUH, KapTy pPECTPUKLUU,
MPOLEHT KJETOK, COXPAHAIOIIUX IUIa3MHUIy), MHUKPOOHOJIOTUYECKYIO YHUCTOTY M, MpHU
HEOOXOJIMMOCTH, HCHbITAHUE Ha MPHUCYTCTBUE OakTepuodaroB. Moryr noTpedoBaThCs
JIOTIOJTHUTENbHBIE CHEUM(UUHBIE HCHBITAaHUS, CIOCOOHBIE JaTh 3HAYMMYIO HH(OpPMALHIO.
[lenecoobpa3HOCTh MPOBEAEHUS MOJOOHBIX UCIBITAHUN JTOJKHA OBITH PACCMOTPEHA B KaXKIOM
KOHKpPETHOM CIIy4ae.

Jlis GaHKOB KIJIETOK >KMBOTHBIX YCTAHOBJICHHE XapaKTEPUCTHKU JOJDKHO BKIIIOYATh
onpezeneHue MopQoJIoTu, MOMIUHHOCTH, >KU3HECIIOCOOHOCTH, T€HETHYECKOW CTaOMIBHOCTHU
KJIETOK (HampuMep, KOJMYECTBO KOTHH, IEIOCTHOCTh SKCIPECCHOHHON KacCeThl, CHOCOOBI
WHIYKIUHA U KOHTPOJIb SKCIIPECCUH, TIOATBEPKICHUE T€HETHUYECKON CTaOMIbHOCTH Ha KOHEYHON
CTaauu pocTa W 1p.). baHKM KIETOK >KMBOTHBIX JOJDKHBI OBITh MPOBEPEHBI HA HATUYHEC
IIOCTOPOHHUX areHTOB, TaK KakK KJIETOYHble CYOCTpaThl JKUBOTHBIX OJarompHsITHBI JUIs
Pa3MHOXXCHMSI TIOCTOPOHHMX arcHTOB, TaKMX KaKk MHUKOIUIasMa M Bupycel. Kpome Toro,
KJICTOYHBIC JIMHWW JKMBOTHBIX MOTYT COJEP’KaTb SHJOTECHHBIE KOHTAMHHAHTBHI, TaKHE Kak
SHIOTCHHBIE PETPOBUPYCHl. CTpaTerus WCHBITAHUMM B OTHOLIEHMM IIOCTOPOHHMX arcHTOB
JI0JKHA OBITh pa3paboTaHa Ha OCHOBE NMPHHIIMIIOB YIIPABJIECHUS PUCKAMU Ul Ka4eCTBA C y4ETOM
IIPUPOJABI U HCTOPUHU KIETOYHON JIMHHH.

KVJIBTYPAJIBHBIE CPEJIbI U JIPYT OF HCXOJHOE CBIPbE

Hapnexamuii KOHTpoJIb KauecTBa OOECHEYMBAIOT Ui KYJIbTYypajbHBIX CpEll U BCEro
HCXOJHOTO ChIPbS (PEaKTUBBI, CBIBOPOTKU, TOOABKU M JIP.), UCIOJIb3YEMBIX MPHU MPOU3BOJICTBE
PEKOMOMHAHTHBIX TMPOAYKTOB, C YYE€TOM UX BIUSHUS Ha KauecTBO, OE30MacHOCTh U
3¢ GEeKTUBHOCTH 1LIEJIEBOrO MPOJAYKTa. B 4acTHOCTH, NOJKHO OBITH M3BECTHO MPOUCXOXKICHUE
HCXOHOTO CHIPbS U 33JJOKyMEHTHPOBAHA €r0 MPOCIEKUBAEMOCTb.

KYJIbBTUBUPOBAHUE U CH5OP

bauk kierok (Hampumep, oany wian Oonee émkocreit PBK mnmu I'BK) ucnonesyror s
Hayaja Ipolecca KylbTUBUpOBaHUsA. ONpenensoT napaMeTpsl IPOU3BOACTBEHHOTO MpoLiecca 1
MOPSAZIOK BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJIS (Hampumep, AJIsl CTETEeH! YABOCHUS MOMYJISAIHH,
KOHIIGHTpalluu  KJIeTok, oObema, pH, BpeMeHM  KyJbTHUBHPOBAHMSA, TEMIIEPATYpHI,
MUKPOOHOJIOTMYECKUX MCTIBITAHUI) C 1eNIbl0 00ecTieyeHns Hauiexaled Mpou3BOIUTEIbHOCTH U
4YepeI0BaHMs ATAIOB MPOLECCa KyJIbTUBUPOBAHUS.

Kpurepuu 11 cOopa mpoayKTa, a Takxke JJIs 3aBEpIICHUs KyJIbTUBUPOBAHUS ONpEAEseT
MPOM3BOMTENH C YYETOM IIPENEeNIFHOTO BO3pacTa KJIETOK IN VItro (Hampumep, OnpeaeleHHBIX
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KOJIMYECTB MACCaKel WM YABOCHUU TOMYJSIUHN), TIPU KOTOPOM KJIETOYHBIN CyOCTpar mokasza
CTaOMJIBHOCTD M CIIOCOOHOCTH MPOU3BOAMTH IEIEBOM MIIM MPOMEXKYTOUHBIN MPOoayKT. Kaskapiit
cOOp MPOAYKTa MPOBEPSIIOT HA OTCYTCTBHE KOHTAMUHALINY.

OtcyrcTBME KOHTAMMHALIMM NPU IPOU3BOJACTBE C HMCIOJIb30BAHUEM IPOKAPUOTHUECKUX
KJIETOK WIN IPYTMX MUKPOOPraHU3MOB IOATBEPXKIAOT, B IEPBYIO OYEpElb, IIyTEM HCIIBITAHUS
Ha MUKPOOHOJIOTUYECKYIO YUCTOTY.

B cinywae wucnosb30oBaHUsA KIETOK JKMBOTHBIX OTCYTCTBHE IIOCTOPOHHHMX areHTOB
MPOBEPSIOT C TIOMOIIBIO COOTBETCTBYIOIIUX METOJIOB MPH KYJIbTHBUPOBAHUU KJIETOK IN VItro mim
MOJIEKYJISIPHO-OMOJIOTMUECKUX METOI0B.

OYUCTKA

HOJ'DKHO OBITH IMOATBCPKACHO, YTO MPOUCAYPBI BBIACICHHUA W OYHUCTKHU IIO3BOJIAIOT
MIOJIY4YUTh IJIaHUPYEMBIE TPOMEKYTOUHBIE ITPOTYKThI HAUIeKAEH YUCTOTHI. J[JIs 9TOro A0mKeH
OBITH MMPOBCACH aHAJIM3 MPOUCAYpP, NPCANNPUHATEIX KaK JJIsI KOHTPOJIA POACTBCHHBIX anMeceﬁ )51
POACTBEHHBIX CO@HHHCHHﬁ, TaK W I yAOAJCHUSA WKW HWHAKTUBAllMK TIPOU3BOACTBCHHBIX
HpI/IMeCGI\/II 1 KOHTAaMHUHAHTOB.

st obecriedyeHUs] TIOCTOSIHCTBA W HAQJISXKAIIETO KadecTBa IMpoIecca OYUCTKH
YCTaHABJIMBAIOT BHYTpHHPOI/ISBO)ICTBeHHBIﬁ KOHTPOJIb JJId COOTBCTCTBYIOIIUX ITapaMETPOB
(mepeveHb KOHTPOJIMPYEMBIX MapaMeTPOB) U MEPHOJAUIHOCTH ITANOB (HAMPUMEp, IS BBIXOJA,
obbema, pH, Bpemenu oOpaboTku, TemmepaTypsl, Tpoduiis mroupoBaHus U oTdopa (Gpakimii,
MHUKPOOHOJIOTUICCKUX UCTIBITAHHIA).

Eciu mpuMeHuMO, OTpeieNsifoT yCIOBUS M CPOK XPAHEHUS MPOMEKYTOYHBIX MPOIYKTOB
WM BO3MOXHOCTH MPOBEJICHUS TOBTOPHON 00paOOTKH.

XAPAKTEPUCTUKA AKTUBHOH ®APMAIJEBTUYECKOH CYECTAHIIUU

B mpomecce dapmaneBTuueckoir pa3paboTKu HEOOXOOUMO MOJIYYUTh MOJPOOHYIO
XapaKTepUCTUKY aKTUBHOW (papmalleBTHUECKONW CyOCTaHLMM, BKIIOYas OIpEAesiCHUE ee
CTPYKTYpPBI, (PU3UKO-XUMUYECKUX CBOWUCTB, OMOJIOTMYECKON aKTUBHOCTHU, UMMYHOXUMHUYECKUX
CBOMCTB U YUCTOTHI.

XapakTepucTuka HeoOXoauma JUisi OMNpeeNieHUs MoKa3zaTelell KayecTBa Ba)KHBIX IS
0e30macHOCTH M 3(PQPEKTUBHOCTH JEKapCTBEHHOTO Tmpenapara. [lomydennas wuHbopmanus
obecrieuuT OCHOBY [UIsi OOOCHOBaHMsSI TEpPEYHs I[IOKa3aTeleil KadyecTBa, BKIIOYAEMBIX B
crenu(pUKaIUU Ha BBIYCK, OIEHKU CTAa0MJIBHOCTH U MPOBEACHUS JIIOOBIX HCIIBITAHUM, KOTOPHIE
MOTYT MOTPeOOBATHCS AJIS MOATBEPKACHHS IPUEMIIEMOCTH U3MEHEHH Ipoliecca.

Crpykrypa. Heo0xoquMo MakKCUMaJbHO TIOJHO OXapaKTepHU30BaTh IMEPBUUHYIO
CTPYKTYpPY M CTPYKTYpbl OoJjiee BBICOKOTO TMOpSJKAa LEJIEBOr0 IMpOAYKTa, JIoOble
MOCTTPAHCIIALMOHHBIE MOJU(UKALNY, HANpUMEp, TIMKO3WIMPOBaHME, a TaKXkKe JI0Oble ero
peJHaMepEeHHbIe MO (UKALIH.

AMUHOKHUCIIOTHYIO IIOCJIEZI0BATEIBLHOCTD YCTaHABIIMBAIOT Ha OCHOBAaHHU
nocienosarensbHoctu JJHK BekTopa skcrnpeccuu U MOATBEPKIAIOT UCIBITAHUEM MOJIYYEHHOIO
0€JIKOBOTO MPOJYKTAa. AMHUHOKHCIOTHYIO IIOCIEA0BAaTEIIBHOCTE M JAUCYIb(QUIHBIE CBS3U
LIEJIEBOTO TPOJAYKTA OIPENEeNA0T C MOMOIIBI0 KOMOMHAIIMKM METOJIOB, HallpuMep, TaKUX Kak

nentuaHoe KaprupoBanue (2.1.2.39) u macc-cniektpomerpust (2.1.2.51).
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WcnplTanus NernIMpoBaHHBIX OEKOB JOJDKHBI BKJIIOYATh B ceOsl OIpeesieHHe ydacTKa
MOM(UKAIIIH U CTETICHH 3aHATOCTH CaiiTa, HO HE OTPAaHUYUBATHCS STHM.

XapakTepucTHKa TIIMKO3WIMPOBAHUS JIOJDKHA BKIIOYATH OINpPE/EICHHE OOILIero cocraBa
MOHOCAaxXapuJ0B (HEHTpaJbHBIE caxapa, aMHHOCaxapa W CHAJOBbIE KHUCIIOTHI), CalTOB
CBSI3bIBAHMSA, THIA TJIMKO3WIMPOBaHUS (Hampumep, N- miu O-0MoCcpeloBaHHOE), CTENEHH
3aHATOCTH CaliTa ¥ OJUIOCAaXapHIHBIX CTPYKTYp TJUKAHOBBIX memnedl  (yIJIuHEeHHs,
MPOTSHDKEHHOCTH, Pa3BETBICHHOCTH, THIIA COCIUHEHHWs) C HWCIHOJIB30BAHUEM, HaIpUMED,
NPUHIMIOB M METoJ0B oOmel ¢apmakoneitHon cratbu 2.1.2.56 Awnanuz enuxanos 6
2NIUKONPOMEUHAX.

Oco0oe BHUMaHHE, B CBSI3U C BO3MOXHOW HMMMYHOTE€HHOCTBIO, HEOOXOJUMO YAEIHUTH
TJIMKaHOBBIM CTPYKTypaM OTCYTCTBYIOIIUM B TPUPOJTHBIX O€lKax dYelloBEeKa WM, B Clydae
BAaKIIMH JIJISl BETEPUHAPHOTO MPUMEHEHHS, B IPUPOIHBIX OeIKaX IeJIEBbIX BHIOB )KUBOTHBIX.

Ompenenenre KoHPopManuu Oeyika MPOBOIAT C HUCIOJIB30BAaHWEM (HHU3UKO-XUMHUYECKUX
METOJIOB, TAKHX KaK CHEKTPOCKOIHUS KPYroBOTO TUXPOW3Ma, WH(pPaKpacHas CIIEKTPOCKOIHS C
®dypre-nipeoOpazoBanureM, piyopectienuus, AuddepeHimaibHas CKaHUPYIOIIas KaJIOPUMETPHs,
CIIEKTPOMETPHSI MPOTOHHOTO SJIEPHOTO MArHUTHOTO pe30HaHCa W (MJIM) Macc-CIEKTPOMETPHUS
BOJIOPO/THO-JICUTEPHEBOTO OOMEHA.

Heobxomumo wu3ydeHue cocraBa ¢opM Oeiaka € pPa3iIUYHBIM 3apsaoM  (3apsuKEHHBIX
nzopopm). Brnusuue mzodopMeHHOro cocraBa Ha 0€30MaCHOCTh M IPPEKTUBHOCTH IEIEBOIO
MPOIYKTA TOJHKHO OBITH TIOJATBEPIKIICHO B HAUIEKAINX MCTIBITAHUSX .

buonornyeckue ucnbITaHus, CBA3aHHBIE C OINpEe/IEeHNEM (YHKIIMOHAIBHOM aKTUBHOCTH,
TaKXKe MOTYT CIIY’KUTh JIOTIOJHUTEJIbHBIM OATBEP)KICHUEM KOH(pOpMaLuu OenKa.

Buonornyeckass aKTHBHOCThb. BHOJIOTHYECKYI0 aKTUBHOCTH (YHUKAIBHYIO CIOCOOHOCTH
MPOJAYKTa  BBI3BIBATH  OMNpPEACIICHHBIH  (apMakosornueckuii  3PQeKT)  OIECHUBAIOT
OMOJIOTUYECKHMH, OMOXMMHUYECKUMHU (BKIIOYasT WMMYHOXHMHUYECKHE METOJbI) WU (PU3HUKO-
XHUMHYCCKUMH METOJIaMH, B 3aBUCUMOCTH OT IPUPOJIBI U CBOMCTB MPOIYKTA.

MexaHu3M JIeHCTBUS aKTHBHOM (DapMalieBTHUECKON CYOCTAHIIMM JIOJDKEH OBITh M3y4YCH W
0XapaKTepPU30BaH, IIPH BO3MOKHOCTH, B COOTBETCTBYIOIIHNX MCIBITAHUSIX aKTUBHOCTH.

NvmyHoOXuMHuYecKHue ¢BOMCTBA. ECIIM MIMMYHOXMMHUUYECKHE CBOMCTBA UMEIOT OTHOIIICHUE
K MEXaHU3My JEWCTBHS, B YaCTHOCTH, MJIs AHTUTEN, TO HMX HEOOXOIMMO TIIATEIHHO
oxapaktepu3oBath (Hanpumep, onpeaencuue FC-adhdexToproit hyHkIimm).

PoacTBeHHblEe NpPUMeCH W POACTBEHHbIE coequHeHHAA. [IpoaykThl, THOIy4aembie C
nomoineio TexHosnorun pJHK 00bIYHO UMEIOT HECKOTbKO HMCTOYHHUKOB T'€TePOTreHHOCTU
(mampumep, N-koHieBoil mwnu C-KOHIIEBOM MPOLECCHUHT, N-KOHIIEBOE MHUPOTIyTaMHUPOBAaHUE,
Je3aMUANPOBaHUE, OKUCIICHHE, H30MepH3alus, hparMeHTalusl, HECOOTBETCTBUE AUCYIb(OUTHBIX
cBszeit, N-rmuko3uwnupoBanue U O-TIMKO3UIUPOBAaHUE, TIMKUPOBAHHE, arperanus), 4YTO
MPUBOJUT K CIOKHOMY TMpPOGUII0 MPOIYKTa, COCTOSIIEMY U3 HECKOJIbKHX CXOJHBIX
MOJIEKYJISIPHBIX COETMHEHUN WIIH MOJIEKYIISIPHBIX BAPHAHTOB.

Ecmu 6e3omacHocth ¥ 3((EKTUBHOCTH MOJICKYJSIPHBIX BapUaHTOB COTIOCTABUMBI C
[[EJIeBBIM TPOAYKTOM U HE UMEIOT HETaTUBHOTO BJIMSHHUS Ha 0e30macHOCTh M A(P(EKTUBHOCTh
JIEKApCTBEHHOT'O MperapaTa, TO TaKHE€ MOJIEKYISIPHbIE BApUAHTBl OTHOCAT K POACTBEHHBIM
COCIMHEHUSIM U HE paCCMaTPUBAIOT B KAYECTBE MPUMECEH.
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Jlpyrue MOJIEKYIISIpHbIE BapUaHThI, KOTOpbIE HE 00JalalOT COMOCTAaBUMBIMHU C LIEJIEBHIM
MPOIYKTOM 0€30MacHOCThIO U 3P (PEKTUBHOCTHIO, PACCMATPUBAIOT KaK POACTBEHHBIE PHMECH.

Mertoapl, HCHOJB3yeMbIe IJIi OLIEHKH POJCTBEHHBIX COEAWHEHHH W POACTBEHHBIX
MIpUMeECeH, TOJHKHBI OBITh CIOCOOHBI BBISIBIIATH CTPYKTYPHBIE BAPHAHTHI C PA3IUYHBIMHU (PH3HKO-
XAMUYECKUMH  CBOMCTBaMHM, HAalpUMep, 3apsaoM, pasMepoM H  TUAPOPOOHOCTHIO.
OOIIEenPUHATEIM TOJXO0A0M SIBJISIETCS TIPUMEHEHHE KOMOHWHAIIMM OPTOTOHAIBHBIX METOJIOB,
HaIpuMep, XpoMaToTrpapuIECKHX, IEKTPOPOPETUIESCKUX U CIICKTPOCKOITUIECKUX .

Omnpenenenne 0coOEHHOCTEH MOJIEKYISIPHBIX BAPHAHTOB MPOAYKTA IO 3apsiy, Hampumep,
MOCIIE PA3JIMYHOTO CHATMIMPOBAHUS WM JI€3aMHUIUPOBAHMS, BBITOJIHIIOT COOTBETCTBYIOUIMMHU
METOJIaMu (KanmuIUIsIPHOTO anekTpodopesa, M309JIEKTPUIECKOTO dboxycupoBaHusl,
HMOHOOOMEHHOM Xpomarorpaduu u Jp.), KOTOPbIE MOKHO HCIIOJIb30BaTh COBMECTHO C JAPYIHMMHU
METOJaMH, HallpUMep, TAKUMH KaK MacC-CIIEKTPOMETPHSI.

Bricokomornexymsipabie (GopMBI Oellka, TaKue KaK JTUMEpPHhl U BBICIINE OJUTOMEPHI, MOTYT
OBITH pa3/ieleHbl U KOJMYECTBEHHO OIPEJENIEHBI C TIOMOIIBI0 METOAOB Pa3JIeNeHHs 10 pa3Mepy
(HampuMep, IKCKIIO3MOHHON XpomaTtorpaduu, MPOTOYHOTO (HPAKIIUOHMPOBAHUS B MOMEPEUHBIX
MOJISX, AaHAJTMTHYECKOTO YIBTPAEHTPU()YTUPOBAHUS) B COYETAHUH C TIOIXOISAIIMMHA METOIaMU
NEeTeKTUpOoBaHus  (Hampumep,  yiabTpaduoneToBoil cnektpodoromepun,  (HIyopuMETpHH,
CBETOPACCESTHHUSA).

IIpon3BoaACTBeHHbIE NPHMECH W  KOHTAMHUHAHTBI. [IpuMecn, CBs3aHHBIE C
MIPOU3BOJICTBEHHBIM MPOIECCOM (TPOU3BOACTBEHHbIE MPUMECH), MOTYT BKJIIOYAaTh OCTATOYHBIE
Oenku KiIeTku-xo3suHa, JJHK kieTku-xo3smHa ¥ KOMIIOHEHTHI MUATATEILHON cpefpl (Harmpumep,
UHIYKTOPBI, AHTHOMOTHKH, CBIBOPOTKH). I[IpOM3BOJACTBEHHBIC MPUMECH JIOJDKHBI  OBITH
UICHTU(PUIIMPOBAHBI U OLIEHEHBI KAUECTBEHHO U KOJIMYECTBEHHO.

Octatouynble O€JKM KIETOK XO3fMHA ONPEIENSIOT C TOMOIIBIO YYBCTBUTEIBHOTO U
HAJEKHOTO HCIBITaHUS, CIIOCOOHOrO OOHApPYXUBATh LIMPOKUN CIEKTP OEJIKOBBIX MpUMeEcEi, C
Y4€TOM PEKOMEHAAINI, TPUBEACHHBIX B 00mel (papmakoneitHoit cratbe 2.1.6.20. Onpeoenenue
0CMamoyHbIX 0eNK08 KIemKU-X03UHA.

Ocratounyro JIHK «kmerok Xo3siMHAa ONpENENSIIOT € MOMOUIIBI0  CHEIU(UIHBIX
KOJIMYECTBEHHBIX METOJIOB C JIOCTATOUYHOMN YyBCTBUTEILHOCTBIO.

[Ipumecu, oOpasyromuecs B XOAE MPOU3BOJCTBEHHOTO IIpoIlecca, MOTYT BKJIKOYATh
(bepMeHThI, peakTUBHI (HapuUMep, TYaHUIUH, KPACUTEIH, OKUCIUTEINU U BOCCTAHOBUTEIH), COJIU
(HampuMep, TSKENbIX METAlIOB), PacTBOPUTENM, JHUraHAbl (Hampumep, Oemok A) u apyrue
BbIIIIE/IAYMBACMbIE BEIIECTBA.

KoHTaMuHaHTBI U 3arps3HAIONINE BEIIECTBAa BKIIOYAIOT B ce0sl BCe CIIy4YaillHO MOMaBIIKE B
MPOJYKT BEIECTBA, HE MpEeAHAa3HAUEHHBIEC IJI UCIOJB30BaHUS B IPOU3BOICTBEHHOM IIpoIlecce
(HampuMep, MUKPOOPTraHU3MBbI, (EPMEHTHI, OaKTepraIbHbIe YHAOTOKCHHBI).

[Ipumecu, cBsi3aHHBIE C TIPOU3BOJCTBEHHBIM MIPOIIECCOM U KOHTAMHHAHTHI, KOHTPOJIHUPYIOT C
MTOMOIIBI0 HAIEKAIIUX CTPATETUH, OCHOBAaHHBIX HA MIPUHIIUIIAX YIPABIECHUS PUCKAMH.

Copep:xanue. KonmuecTBeHHOE OmnpeziesieHHe MPOBOAAT C MOMOIIbIO COOTBETCTBYIOLINX
(U3NKO-XUMHUECKUX WJIM HMMYHOXUMHUYECKHX MeTojoB. Cozaepkanue ooOmero Oenka
(BBIp@)KEHHOE B EIMHMIIAX MAacChl) OINPENeNA0T C TOMOIIBI0 HECKOJIBKHMX METOJOB,
MpeJCTaBICHHbIX B 001Iel papmakonelno cratee 2.1.5.14. Obwuii 6enox.



CTPATEI'MA KOHTPOJIA

Ha ocHoBe 3HaHMWii O pPEKOMOMHAaHTHOM MPOAYKTE M TPOU3BOACTBEHHOM IIPOIIECCE
YCTaHABIIMBAIOT 3aIJIAHUPOBAHHBIA KOMIUIEKC MEPONPHITUNH KOHTPOJIS, OOECIeYMBAIOIINX
3P PEKTUBHOCTh MPOU3BOJCTBA U KAUYECTBO KOHEYHOH MPOMYKIHHU (T.€. CTPATETHIO KOHTPOJISA).
Crparerusi KOHTPOJISL TOJDKHA BKJIIOYaTh B Ce0 KOHTPOJIb IMapaMEeTpOB IpoLiecca, KOHTPOJIb B
IIpoLIECCE MPOU3BOJCTBA, KOHTPOJIb UCXOJHOTO CBIPHsI, IIPOMEKXYTOUYHBIX IIPOJIYKTOB, aKTUBHOM
(bapMareBTHUECKON CyOCTaHIIH | JIEKAPCTBEHHOTO Ipenapara, a Tak)Ke UCIOJIb3yeMbIe METOIbI
1 4aCTOTY KOHTPOJIA.

Crparerust KOHTpOJIS JOJHKHA FapaHTUPOBATH, YTO XapaKTEPUCTUKU KauecTBa, UMEIOIIUE
OTHOIIEHHE K 6e30macHOCTH U 3()(PEKTUBHOCTH, HAXOIATCS B MIpeieNnax JOMyCTUMOrO AUana3oHa
M3MEHYMBOCTH Ka)kJI0r0 ITapameTpa Mpolecca, HCX0s U3 CTEIIEHU €ro BIMSHMS HA 05KUIAEMOE
Ka4eCTBO JIEKAPCTBEHHOIO Mperapara.

Boi6op wucnblTaHUM M 3TaloB UX MPOBENEHUS JODKEH OBbITh OCHOBAaH Ha 3HAHUU
IIPOU3BOJICTBEHHOT'O MPOLECCAa U BCECTOPOHHEN XapaKTEPUCTUKE LEJIEBOT0 NMPOAYKTA, aKTUBHOMN
(hapmalleBTHUECKON CyOCTaHLIMM M JIEKApCTBEHHOTrO MpernapaTa. YacTh HCHBITaHUM OTOMpAIOT
Uid  BKIoueHuss B cnemu@ukanuu. Crneuu@ukanuy Ha aKTUBHYIO (apMalleBTHUECKYIO
CcyOCTaHIIMIO W JIEKAPCTBEHHBIN Tpemapar, MoJIydeHHbIEe ¢ HCTob30BaHueM TexHosioruu plHK,
SIBJISIFOTCSI OJJHOM M3 yacTel oO1elt cTpaTeruu KOHTPOJIS.

AKTHUBHAA PAPMAIJEBTUYECKAA CYBCTAHLIUA

Jlnst akTUBHOW (papMarieBTUUECKONH CYOCTaHITMU OMPEICISIIOT CICAYIONINE TMOoKa3aTean
KauyecTBa. OMHCAHWE, IBETHOCTh M MPO3PAYHOCTh, €CIW MNPUMEHUMO, HACHTH(PUKAIINS,
MHUKPOOHOJIOTHYECKAsT YUCTOTA, OaKTEepHAIbHBIC SHIOTOKCHHBI, POJCTBEHHBIE COCIUHCHHS,
npoduas MpuUMeceld, B TOM YHCJIE POJICTBEHHBIC NMPHUMECH W TPOW3BOJICTBEHHBIC IPUMECH,
CTPYKTYpHasi IIEJIOCTHOCTh, COJIEp)KaHME Oenka ¥ OWOJIoTMYecKas aKTHBHOCThb, TIPH
HEOOXOUMOCTH C MPOBEICHUEM CPAaBHEHHSI C TMOIXOAIIMMHU CTaHIAPTHBIMHA 00pa3IiamMHu.

Ecnu axtuBHas QapmaneBTrdeckas CyOCTaHIIMS BKIIIOYAeT KOHBIOTHUPOBAHHBIM WIIH
XUMHUYECKU MOAUGUITUPOBAHHBII 0enok (manpumep, MEeTUIMPOBAHHBIN 0e0K),
COOTBETCTBYIOIINE MCIIBITAHUS JOJDKHBI OBITh MPOBEJACHBI KaK JJIsi MOAU(PHUIIMPOBAHHOTO, TaK U
U1 HeMOAU(PHUIIMPOBAHHOTO MpoayKTa. [IpoBOAsT MCHBITAaHUS A MOJICKYJISIPHBIX BapUaHTOB,
POJICTBEHHBIX NPOAYKTY (Hampumep, A0as MOAU(PUIMPOBAHHOTO U HEMOIU(PHUIIMPOBAHHOTO
Oenmka) W Uil TPOU3BOACTBEHHBIX IPUMECEH, TOIYYEHHBIX B pe3ylbTare MOAU(PUKAIIUU
(Hampumep, MOOOYHBIE TPOAYKTH MOAU(UKAIIMM, PEareHThl) U YCTaHABIUBAIOT KPUTEPUH HX
MIPUEMIIEMOCTH.

T'OTOBAA HEPAC®ACOBAHHAA ITPONYKILIUA U JIEKAPCTBEHHDIHN ITPEITAPAT

Jlnist mostyyeHusl TOTOBOrO Hepac(hacoBaHHOTO MPOAYKTa MOTYT ObITh OOBbETUHEHBI OJIHA
WIM HECKOJBbKO cepuil (hapmarieBTHUecKo cyOcTaHuuu. B mpomecce ero mosiydeHHs MOTYT
ObITH 10OABJIEHBI MOIXOAAIINE CTAOMIN3aTOPBI WM IPYTHe BCIOMOTaTeIbHbIE BEIIECTBA.

JlekapCTBEHHBIM mIpenapaTr J0JDKeH OTBeYaTh TPEOOBAHHUSM COOTBETCTBYIOLIUX OOIIMX
(apMakonelHblii cTaTel a1 JeKapCcTBEHHBIX (OopM M YacTHOU (apmakoneiHoi crarbu. [[ns
OLICHKH KaueCTBa MPUMEHSIOT CIEAYIOLIUE YHUBEPCAIBHBIC UCIIBITAHUS, IIPEICTABICHHBIC HIXKE.
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NAEHTUOUKALIIA

VcnpiTanus Ha MOTMHHOCTD JOJDKHBI OBITH CHIEIM(DUIHBIMU U OCHOBAHBI HA YHUKAJIBHBIX
0COOEHHOCTSIX MOJICKYJSIPHOM CTPYKTYPBI WIIM JPYTUX CBOMCTBAX MOJIEKYIIbI, TAKUX KaK pa3Mep,
NEepBUYHAST CTPYKTYpa, H30MIEKTPHUECKUI Mpodmib, Xpomarorpaguyeckue CBOWCTBA U
¢byHkumonanpHas KoHpopManus. Ecau BO3MOXKHO, TPOBOISAT CPAaBHEHUE C COOTBETCTBYIOIIUM
CTaHJApTHBIM 00pa3oM. MeTobl, UCTIONb3YeMbIe MPHU ONMpPEACICHHH aKTHBHOCTH M YHCTOTHI,
TaKKe MOYKHO HMCIIOJIB30BATh ISl UACHTH(HUKAIINH.

NCTIBITAHUA

Hcnonb3yroT  MeToAbl, CIOCOOHBIE  ONPENENIUTh  MPOU3BOJCTBEHHBIE  MPUMECH,
POJICTBEHHBIE MPUMECH U POJICTBEHHBIE COEIMHEHUS (HalmpuMep, BO3SHHUKAIOIINE B PE3yibTaTe
YKOpa4YMBaHUs, (parMeHTaIlH, arperaiuy, OKUCICHUS, Je3aMUIUPOBAHMS MPOAYKTa U Jp.) U
YCTaHaBIIMBAIOT KPUTEPUU UX MpHemieMocTd. Beibop MeTonoB nomxkeH ObiTh oOocHOBaH. Ha
rOTOBOM TMPOJyKTe (JIEKAPCTBEHHOM IIpenapare) JIOMYCKaeTcsl HE MPOBOJUTH HCIBITAHUSA IO
KOHTPOJIO TPUMECEH, €CIU €ro OCYLIECTBIISIIOT Ha MOAXOASIIMX Oojee paHHUX CTaaUIX
MIPOU3BO/ICTBA.

HcnbiTanus s MoauuUUPOBaHHBIX 0eKoB. VcnbiTaHus MPOBOJIAT B 3aBUCUMOCTH
oT Tuna Mojudukanuu Oenka B KOHKPETHOM JIEKAPCTBEHHOM IIpernapaTe Ha COOTBETCTBHE
YCTaHOBJICHHBIM Ipe/ieaM COACpKaHHUSL.

KOJIMYECTBEHHOE OITPEJIEJIEHUE

Conepxanue. ConepkaHue aKTHUBHOW (hapMalleBTUUECKOW CYOCTaHIIMU  JIOJDKHO
COOTBETCTBOBATh IpezesiaM, YCTAaHOBJICHHBIM JJIsi KOHKPETHOTO JIEKapCTBEHHOTO IMpernapara.
OOBIYHO OHO OCHOBAHO Ha OINpPEJAETICHUH COJACpXKaHHUS Oellka U BBIPAKEHO B €IMHHUIIAX MAacChl.
Moryt OBITHb HCHOJIB30BaHbl METOJIbI, IPEACTaBICHHBIE B 00IIel ¢apMakoneiHON craTbe
2.1.5.14. Ob6wuii 6enok. llpu HEOOXOAUMOCTH, MOTYT NPUMEHATHCA APYrHe METOMABI C
UCIOJIb30BAHMEM  MOAXOJAIIEr0  CTaHAApTHOro  oOpasla,  Hampumep,  KUIKOCTHAs
xpomarorpadus (2.1.2.28). Jlns MoaupHIMPOBAHHBIX OEIKOB KOJMYCCTBEHHOE OIPEICIICHUE
OTHOCHTCSI TOJIBKO K OEIKOBOW YacTU MOJIEKYIIBI.

AKTHBHOCTh. AKTHBHOCTh YCTaHaBJIMBAIOT B HCIBITAHUSAX C HCHOJIB30BaHHUEM
MOJXOSAIIEr0 CTaHJApTHOro oO0pa3lla M KOJIMYECTBEHHO OLEHHBAIOT 10 CPAaBHEHMIO
C aKTUBHOCTBIO CTaHapTHOTO 0Opasna. /g Beruucinenust 1 o0paboTKH pe3ynbTaTOB HCIIBITAaHUHI
UCTOJB3YIOT peKoMeHJauuu oobuei dapmakoneitnoit cratbu 2.3.12.0. Cmamucmuueckas
o0bpabomxa pe3yn1bmamos OUOIOSUYECKUX UCNLIMAHULL IeKAPCMBEHHBIX CPeOCMma.



