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Homep. MOHOKJIOHAJIBHBIE AHTUTEJIA 1JIsA MEANLWUHCKOI'O
IHPUMEHEHUA

OOmas (apmakonelHast CTaThsl PACHPOCTPAHSIETCS HAa JIEKAPCTBEHHbBIE CPEICTBA HA OCHOBE
MOHOKJIOHQJIBHBIX AHTUTEN I MEIWLIMHCKOTO IIPUMEHEHUs, BKIKOYas KOHborarel. Mx
OPUMEHSIOT Ui JIeYeOHBbIX M MPO(MIIAKTUYCCKUX IENieid, a TakkKe B IUarHOCTHUKE IN VIVO.
TpeboBanusi W TONOXKEHUS HAcTOAIIeH oOOmeH QapMakonmedHOW CTaThl HE TNPHMEHSIOT K
MOHOKJIOHQJIBHBIM aHTWUTEAM, HCIOJIb3yEMbIM B KaueCTBE pEAaKTHMBOB IIPU IPOU3BOJCTBE
JIEKAPCTBEHHBIX IIPENapaToB, a TAaKXKe K MOHOKJIOHAJIBHBIM aHTHUTENIAM, IIOJy4aeMbIM W3
aCIIUTHUYECKOM JKHUJIKOCTH, TpeOOBaHUS K KOTOPHIM YCTAHAaBIMBAIOTCA  YIMOJHOMOYEHHBIM
OpPraHoM.

OIIPEJIEJIEHUE

MoHOK/IOHANIbHBIE aHTUTENA IS MEAMIMHCKOIO MPUMEHEHUs TMPEACTaBISIOT COo00M
MMMYHOTIJIOOYJIMHBI WK (pparMeHThl UMMYHOTTIOOYIMHOB, HanpuMmep, F(ab')2, ¢ ycranoBneHHOM
CHEU(PUIHOCTHIO, TPOIYLUPYEMBIE OJTHUM KIOHOM KJIeTOK. OHM MOTYT OBbITh KOHBIOTUPOBAHBI C
JPYTMMH BEILIECTBAMH, BKJIIOUasl U30TOIIbI, MPEAHAa3HAUYEHHBIE [T PaJHOAKTUBHBIX METOK.

MOHOKJIOHAJIPHBIE aHTUTENIa MOTYT OBITh MOJYYeHbl W3 HMMMOPTAIM3HPOBAHHBIX B-
TUMQOIUTOB, KJIOHUPOBAHHBIX U BOCIPOW3BEICHHBIX B BHUJEC HEMPEPHIBHBIX JIMHUHN KJIETOK, HIIH
W3 JUHUN KJIETOK, CO3JaHHBIX C HCIOJIb30BaHHeM TexHojoruu pexkomomHantaou JJHK (p/IHK).
[Tpu BU3yaJIbHOM OCMOTpPE B MOJXOMASIIUX YCIOBUSX MOHOKJIOHAJIHHBIC aHTUTENA JOJDKHBI OBITH
MPAKTUIECKA CBOOOIHBI OT BUIMMBIX YACTHII.

B macrosmiee BpEMs C HUCIIOJIB30BaHUEM TCXHOJIOI'MU pI[HK MOJIYy4aroT CICAYIOIIUEC THUIIbL
MOHOKJIOHAJIbBHBIX aHTHTCII:

— XUMepHble MOHOKIOHANbHblE aHmumesld, B KOTOPbIX BapruaOeIIbHbIC JTOMEHBI TSHKEIBIX U
JIETKUX IETeld aHTHTEN YeJOBEKa 3aMEIIal0TCsl Ha COOTBETCTBYIOIIUE JOMEHBI aHTUTEN APYroro
BHJIOBOTO MTPOMCXOXKACHUS, 00IaIal0IKUX HE0OX0IMMOM aHTUT'€HHOM CHEU(UIHOCTHIO;

— 2YMAHU3UPOBAHHblE  MOHOKIOHANbHbIE — aHmMumend, B KOTOPBIX TpPU  KOPOTKHE
runepBapruadebHbIC [IOCJIEIOBATENHHOCTU (obmacrw, OTIPEICIISIOIINE
koMIuieMeHTapHocTh, CDR) BapuaOenbHBIX TOMEHOB KaKJIOM L€ aHTUTeNa APYroro BUIOBOTO
MIPOUCXOXKACHUS BCTPAMBAIOTCS B CTPYKTYPY BapuaOelbHBIX TOMEHOB aHTHUTENa YeJOBEKa; s
yIAyUIIeHUs] CBS3BIBAHUS AHTUTEHOB MOTYT OBITh TMPOUM3BEIACHBI M JAPYyrUe HW3MEHEHUS
AMUHOKHCJIOTHOM IOCJIEOBATEIIFHOCTH,

— pPeKOMOUHaHmMHble MOHOKIOHANbHbIE aHmumend 4eloéekd, B KOTOPBIX BapualOelbHbIE
IOMEHBI TSDKENBIX M JIETKMX Ilellell aHTHTeda 4YeIoBeKa OOBEOUHSIOTCA C IOCTOSHHBIMHU
(KOHCTAHTHBIMH) IOMEHAMH aHTHUTEIIA YEIIOBEKa.

MOHOKIIOHANILHBIE AHTUTENA, TONYYeHHbIE W3 JIMHUHA KIETOK, MOIU(PHUIIMPOBAHHBIX II0
texHonorun pJ/IHK, Taxxke MOMDKHBI COOTBETCTBOBATH TPEOOBAHMSIM M TOJOXKCHHSIM OOIIeH
¢bapmakomneiinoit crateu Homep. Jlekapcmeennvie cpedcmea, NONYUEHHblE C UCHONb308AHUEM
mexHonozuu pexomournanmuou JTHK.



[TIPOV3BOJICTBO
OBLHE TTOJIOKEHUA

[Tpon3BOACTBO OCHOBAHO HAa CHCTEME MTOCEBHBIX MATEPHUAIOB C MCIOJIH30BAaHUEM TJIABHOTO
0aHKa KJIETOK M, €CIM IMPUMEHHMO, pabouero OaHKa KIETOK, MOJYYEHHBIX U3 KIOHHPOBAHHBIX
KJIETOK. TeXHOJIOTHIO TMPOW3BOACTBA BATWAWPYIOT B X0jA€ (hapMaleBTHYECKOW pa3pabOTKh C
HENBI0 TPEAYNpPEeKICHHs Nepeaadyn MH()EKIMOHHBIX BO30yIUTENeH TOTOBBIM MPOIYKTOM. Bce
OMOJIOTUYECKHE MaTepuanbl W KIETKH, WCIOJIb3yeMble B TIPOM3BOJCTBE, JOJDKHBI OBITH
OXapaKTepU30BaHbl U COOTBETCTBOBATH TPeOOBaHUSAM o0Imel ¢apmakoneriHon crarbu 2.3.19.3.
Munumuzayus pucka KOHMAMUHAYUU JEeKAPCMBEHHLIX CPeOCm8 UHMDEKYUOHHbIMU a2eHmamu
npuoHuslx 3abonesanuti. 1Ipu UCTIONB30BaHUM B MPOU3BOJICTBE MOHOKIIOHAJIBHBIX AHTHTEN JUIS
MEJIUIMHCKOTO MMPUMEHEHHSI MaTepPHajIoB KUBOTHOTO MIIM YEJIOBEYECKOTO MPOUCXOKICHHUS TAKKE
MIPUMEHSIOT TpeOoBanus oOmielt dapmakorneiino crateu 2.3.1.3. Bupycnasa 6ezonacnocme. [lpu
WCTIOJIb30BAHUU WMMYHHU3UPYIOIIETO aHTUTE€HA ONPENENSIOT €r0 XapaKTEPUCTUKH U ONHCHIBAIOT
METOIMKY UMMYHHU3AIHH.

Banupauus mnpomecca. Ilpum pa3paboTke JIEKapCTBEHHOrO —TIpermapara  Mpolecc
MMPOU3BOJACTBA BAJIMAUPYIOT IO CICAYIOIIUM ACIICKTaM.

— IOCTOAHCTBO IIponecCa IMPOMU3BOJACTBA, BKJIKOYAd OTaIllbl KYJIbTUBHPOBAHUA KIICTOK H
(dhepmMeHTaInI0, OYUCTKY H, €CIIU PUMEHUMO, METOI (PparMeHTaInH;

— yIaJeHue WM MHAKTUBAIMSA HHPEKIIMOHHBIX areHTOB |

— HaJUIekKaIee yIaJIeHUE POJCTBEHHBIX M TPOW3BOJCTBEHHBIX NpPUMECEH (Hampumep,
ocratounbie Ocnku m JIHK knetkm-xo3smna, 06emok A, aHTHOMOTHKH, KOMIIOHEHTHI KJICTOYHOU
cpenpl);

— crnenuuIHOCTh U OMOJIOTHYecKasi aKkTUBHOCTh MOHOKJIOHAJIBHOTO aHTHTENA;

— OTCYTCTBHE MUPOTECHHBIX BEIIECTB HEIHIOTOKCHHOBOM MPUPOJIBI, €CIIU IPUMEHHUMO;

— BO3MOXXHOCTb IIOBTOPHOI'O MCIIOJIB30BAHHA KOMIIOHCHTOB CUCTEMBI OUHMCTKHU (HaanMep,
MaTcepHrall KOJ'IOHKI/I), NpeaAcIbHOC COACPKAHNE UM KPUTCPHUU IIPUEMIIEMOCTH, YCTAaHABJIMBACMBIC
Ha OCHOBAHMH PE3YyJIbTaTOB BalW AU,

— HCIOJIB3YEMBIC METOAbl KOHBIOI'MPOBAHMS, €CIIM IIPUMCHHUMO.

OmnpenesieHHe XapaKTePUCTHK NPOAYKTa (MOHOKJIOHAJIBHOrO aHTuTena). llpoaykt
UCCIIEAYIOT Uil TOJIydeHHs OOBCKTHBHOW HMH(GOpPMAIMM O €ro CTPYKTYpHOW IIEJIOCTHOCTH,
W30THIIC, aMUHOKHCIOTHOW TOCJIEIOBATEIBHOCTH, BTOPUYHON CTPYKTYpE, YIJIEBOJHOM 4YacTh
MOJIEKYJ, TUCYIbGUAHBIX CBA3SIX, KOHGopMaIuy, cienuduyHoctd, ahhuHHOCTH, OHOJIOTHYECKON
AKTUBHOCTH U T€TEPOTeHHOCTH (XapaKTePHCTUKA H30(POPM).

C oroit LEJIBIO HCIOJIB3YKOT psAd MOAXOAAIHNX aHAJIUTHUYCCKHUX MCETOHOB, IO3BOJIAROIIHUX
MNpoOBOAUTE XHUMUYCCKHUC, q)HSH‘leCKI/Ie, HUMMYHOXUMHUUYCCKUE U OMOJIOTUYECKUE HWCIIBITAHUS
(HCHTI/II[HOC KapTUpOBaHHUEC, CCKBCHUPOBAHUC N- u C'KOHI_IGBBIX AMHUHOKHCJIOT, MacCC-
CIICKTpOMETpPUA, XpOMaTOFpaq)I/I‘leCKI/Ie, BHGKTpO(I)OpeTI/I‘IeCKI/Ie, CIICKTPOCKOIIMYCCKUEC U APYTHUC
MeTOI[LI). I[J'IH MOJIYyYCHUA I/IH(1)OpMaI_II/II/I 0 HepereCTHOﬁ PCAKTUBHOCTU C TKAHSAMU YCJIIOBCKA
BBITIOJIHAKOT AOTIOJTHUTECIBHBIC UCIIBITAHWA.

Jis mpoayKTOB, MOJUGHUIMPOBAHHBIX MyTeM (parMEHTAlUMU WIM KOHBIOTAllUU, TaKxke
XapaKTEepPU3YIOT BO3ACHCTBUE IPUMEHSIEMbBIX METOJIOB HAa PE3YAbTAThl UCIIBITAHUS AHTUTEIL.
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IMpome:kyTouHble NMPOAYKTHI. [l KaKI0ro MPOMEKYTOYHOTO MPOAYKTa, TPEOYIOIIEro
XpaHeHI/IH, yCTaHaBJII/IBaIOT CpOK TOOHOCTU WJIN CpOK XpaHeHI/ISI, 06OCHOBaHHBII>'I JAaHHBIMU O
CTAaOUJILHOCTH.

KoaudyecTBeHHOE onmpeaejacHue OHOJIOrMYeCKUMHU METOAaMMU. HcnpiTaHus BBI6I/IpaIOT, C
YUCTOM UX KOPpECIALUHA C TPCAIIOoJIaracMbIM MEXaHU3MOM HGfICTBPI?I MOHOKJIOHAJIBHOT'O aHTHUTECIIA.

CranmapTHbeie o0pa3ubl. B kauectBe cranmapTHOro oOpasma Uit HISHTH(UKAIuu,
KOJIMYECTBEHHOTO OMpPEIENICHHUsI U IPYrUX HMCIBITAHUH MOXKHO MPHMEHSATh 00pas3lbl U3 CepUu
JIEKApCTBEHHOTO Iperapara ¢ JOKa3aHHOW CTaOMIBHOCTBIO U A(PPEKTHBHOCTHIO, UCTIONB30BAHHON
B KIMHUYECKHX WCCIIEJOBAaHUAX, WM pENpe3eHTaTUBHOW eW. lccienoBaHusi MPOBOJASAT B
COOTBETCTBUM ¢ TpeboBaHWsMU pasnena Onpeodenenue  Xapaxmepucmuk  HpoOyKma
(MOHOKNIOHAILHO2O anmumena) uUcCKIo4as OTPENEICHNEe TePEKPECTHOW pPEaKTUBHOCTH JUIS
K10 ceprH CTaHJapTHOTO 00pasia.

Omnpenesienue cepuu. Ha mpoTsokeHnH BCEro MpOU3BOJICTBEHHOTO Tpoliecca J0HKHO OBITh
OTIpEeJIeNIEHO, YTO IOHUMAETCS O/J] Cepuell JIEKapCTBEHHOTO Mpernapara.

HCTOYHHUKHU KJIETOK

K ncrounmnkaM KJI€TOK OTHOCSTCS YYaCTHUKU CIIUSHUA, J'II/IM(bOI_[I/ITI)I, MHUCJIIOMHBIE KIICTKH,
CbI/I)IepHI)Ie KIICTKM W KICTKH XO3sdMHA IJId JKCIPECCUHU peKOM6I/IHaHTHBIX MOHOKJIOHAJIBHBIX
AHTHUTEIL.

[TpoucxoxaeHrne U XapaKTEPUCTHKH POJUTEIECKUX KIETOK JOJDKHBI OBITh JOKYMEHTAIBHO
OIIMCaHbI, BKIIOYast MHPOPMAIIUIO O COCTOSIHUU 3I0OPOBBS JOHOPOB M MCIIOJIb3YEMbIX YYaCTHHUKOB
CIMsiHUSL  (HampuMep, JIMHUS MHUEIOMHBIX KIETOK, JIMHHS JHuM(poOIacTOuIHBIX B-KieTok
YEJIOBEKA).

Ilo BO3MOKXHOCTM HCTOYHHKH KIIETOK IOoABEPTarOT COOTBETCTBYHOIIEMY CKPHHHHI'Y Ha
HaJIM4YUEC IIOCTOPOHHUX arcHTOB W OSHIAOI'CHHBIX BHPYCOB. BbI60p BHUPYCOB JIA HUCIIBITAaHHUI
3aBHCHUT OT BHJAa U ITPOUCXOKIACHUA TKaHEH.

JIMHNA KJIETOK, [IPOYLHPYIOLJAA MOHOK/IOHAJIBHBIE AHTHTEJIA

[IpurogHocTs  JMHUM  KJIETOK, MPOAYLUPYIOIIEH  MOHOKIOHAJIbHBIE  AHTHUTEINA,
MOITBEPXKAAIOT !

— JIOKYMEHTaJlbHO 10 HCTOPUU JIMHHM KIJIETOK, BKIIOYas ONHCAHHME CIUSHUS KIETOK,
MMMOPTAJIU3AIUI0 WIK TPAHC(EKIHIO U MPOLEeTypPhl KIOHUPOBAHUS;

— XapakTepUCTUKOW JMHUHM KIETOK (Hampumep, (EeHOTHn, aHaiu3 H30(QEepMEHTOB,
MMMYHOXUMHUYECKHE U IIUTOT€HETUUECKIE MapKephl);

— XapaKTepUCTHKOM COOTBETCTBYIOUIMX OCOOCHHOCTEH aHTUTEN;

— TIOCTOSTHCTBOM KPUTHUYECKMX IOKa3aTelled KadecTBAa aHTHUTENA JO WIH IMOCIE YIABOCHMS
YPOBHS IOIYJISILIUN WJIM YMCIIa TEHEpALUi, UCIIOJIB3YEMBIX B PYTUHHOM ITPOM3BO/ICTBE;

— JUIs TIPOJYKTOB, IMOJIydEHHBIX ¢ Hcnosb3oBaHueM TexHosioruun p/IHK, crabuiabHOCTBIO
KOJUPYIOIIEH SKCIPECCHOHHOM KOHCTPYKLIMHU B KJIETKaX, KYJIbTUBHUPYEMBIX A0 IPEAEIBHOTO
BO3pacTa KJIETOK IN Vitro (wim Gosee) A UCIONb30BAHUS B MPOM3BOJCTBE WM IPYrHX LENeH
yTeM TpPOBENEHHUS JUOO UCIBITAHUS Ha HYKJIEUHOBBIE KHCIOTHI, JUOO KOJUYECTBEHHOTO
oTpeieNIeHus MPOIyKTa (MOHOKJIOHAJIBHOTO aHTUTENA).
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BbAHKHU KJIETOK

I'maBHBIN OaHK KJIETOK MPEACTaBIsET COOOW TOMOTCHHYIO CYCIICH3WIO JIMHHH KJICTOK,
MPOIYIUPYIONUX MOHOKIOHAIBLHBIC AaHTHTENA, PACIPEACICHHYI0O B paBHBIX 00bEeMax B
VHIMBUIyaJIbHbIE KOHTEHHEPHI IJI1 XPAaHECHUS B paMKax OJHOU Omeparuu.

Paboumii OaHK KJIETOK MpPEACTaBISET COOO0H TOMOTEHHYIO CYCIIEH3HIO JMHHH KIETOK,
MOJIydCHHBIX M3 TJABHOTO OaHKa KJIETOK TpU YCTAaHOBJICHHOM YPOBHE TIaccakeil W
PpacnpeacICHHBIX B PAaBHBIX o0BeMax B HHIANBUYAJIbHBIC KOHTeﬁHepLI I XpaHCHUS B paMKax
OJHOM Oomeparuu.

[TocnenpousBoICTBEHHBIE KJIETKH TMPEACTaBISAIOT COOOM KIIETKH, KYJIbTHUBHUPOBAaHHbBIE
BIUIOTH 70 (WM Oojee) ypOoBHSA YABOCHMS NOMYJSALMU KIETOK WIM KOJWYECTBa TEHEpaluii,
HCIIOJIb3YEMBIX B PyTHHHOM IIPOU3BO/ICTBE.

I'maBHBI OaHK KIETOK KOHTPOJMPYIOT MPOBOJSA HCIBITAHHS Ha KM3HECIOCOOHOCTD,
MOJUTMHHOCTh, OTCYTCTBHE OaKTepHaabHOW, I'PUOKOBOH MW MHKOIUIa3MEHHOW KOHTaMHHAIUH,
ompesieieHne XapaKTePUCTUK MPOIYIIUPYEMbIX MOHOKIOHAIBHBIX aHTHTEN. KOHTaMHHAIUIO
HEHJIOTEHHBIMH BUPYCAMHU OIPEICIIAIOT C MOMOIIBIO Psa MOIXOAAIINX MCIBITAHUH IN VIVO u in
VitrO, a KOHTaMHHALIMIO PETPOBHPYCAMH W JIPYTHMH DHIOTEHHBIMH  BHpyCaMH — C
HCIOJB30BAHNEM Ps/a MOIXOAAIINX UCIIBITAHUH IN VItro.

PabGounit ©aHK KIETOK KOHTPOJHPYIOT TIPOBOJS HCIBITAHUS Ha >KU3HECIIOCOOHOCTB,
MO/UTMHHOCTh, OTCYTCTBUE OaKTepHaJIbHOM, TPUOKOBOW M MHKOIIA3MEHHON KOHTaMUHAIIWU.
KoHTaMHHAIMIO TMOCTOPOHHUMH BHPYCAMH OTPEICISIOT C TOMOINBIO pPsga  IMOJXOAAIINX
UCHBITaHWK IN VIVO u in vitro. lns mepBoro pabouero OaHKa KICTOK JaHHBIC HCIBITAHHS
BBIMOJTHSIOT Ha MOCJICIPOU3BOACTBEHHBIX KJIETKAX, MOJYU4EHHBIX U3 pabouero OaHka Kietok. s
MOCIEIYIONUX PabovYnX OaHKOB KJIETOK MOT'YT OBITh MPOBE/ICHBI €IUHUYHbIC UCTIBITAHKS iN VIVO 1
in vitro, m60 HEMmoCPEenCTBEHHO Ha KIETKax pabouero OaHka, 100 Ha MOCICIPOU3BOICTBEHHBIX
KJIETKAX.

Econ IIpA IMOATOTOBKE I''ITAaBHOT'O H pa60qer0 0AHKOB KJIETOK HCIIOJb30BajCs IIOTCHIMAJIBHO
KOHTaMI/IHI/IpOBaHHHﬁ OMOJIOTUYECKUM MaTc€puail, IpoBOAAT UCIBITAHHUA Ha HAJIMYUE OTACIbHBIX
BHUPYCOB C YYCTOM IIPOUCXOKACHHUA TAHHOI'O MaTCpuaja. HOHyCKaeTCH HC IIPOBOJUTL UCIIBITAHHUC,
CCJIM 3TOT MAaTCpHral MMOoABCPracTCsa BaHHZ[HpOBaHHOﬁ npouecaype nHakKTuBalluu BUPYCOB.

ITocenpon3BoOACTBEHHbIE KJIETKH KOHTPOJMPYIOT, TPOBOJIS HMCIBITAHWS Ha OTCYTCTBHE
OakTepraabHOM, rPUOKOBON U MMKOILIA3MEHHONW KOHTaMMHAIMU. KOHTAMUHALUIO TIOCTOPOHHUMHU
BUPYCAMH ONPEACIAIOT C IMOMOIIBI0 psfa MOAXOAAIIMX HCIBITAHUA IN VIVO u in vitro, a
KOHTaMHHAIMIO PETPOBUPYCAMH U JPYTHMHU SHIOTEHHBIMH BHPYCaMU — C HCIOJb30BaHHEM psijia
MOIXOISAIIMX UCTIBITAHUH N Vitro.

KVJIbBTUBUPOBAHUE Y CEOP BHUOMACCHI

Ipou3BOACTBO ¢ MCNOJL30BAHMEM OrPAHHYEHHOr0  KOJHYECTBA  Haccaxkei
(OI[HOKpaTHbIﬁ CﬁOp). KJ'ICTKI/I KYJIbTUBUPYIOT 10 YCTAHOBJIICHHOTO MAKCHUMAJIBHOT'O KOJIMYCCTBA
naccameﬁ, W 10 YABOCHUSA MONYIISINWU, WK 1O YCTAHOBJICHHOTO BPCMCHU c60pa 6I/IOMaCCBI (B
COOTBCTCTBUHU CO CTa6I/IJ'ILHOCTLIO JINMHUH KJ'ICTOK). C60p 6I/IOMaCCBI OCYHICCTBJIAKOT B paMKax
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OJHOM Omeparuu.

IIpon3BoaCTBO ¢ HenmpepbIBHBIM KYJIbTHBHPOBaHHEM (MHOTIOKpaTHbIN cOop). Kierku
KYJIbTUBUPYIOT HENPEPBHIBHO B TEUEHUE YCTAHOBJIEHHOI'O IE€pHOJa BPEMEHU (B COOTBETCTBUM CO
CTaOMJIBHOCTBIO CUCTEMBI U TIOCTOSIHCTBOM MPOM3BOJICTBA). MOHUTOPUHT HEOOXOAUMO MTPOBOIUTH
Ha NPOTSHKEHMM BCEro Iepuoja KylbTHUBUPOBaHUA. TpeOyemas yacToTa W THUI MOHUTOpPUHIA
3aBUCAT OT IPUPOABI IPOYHHUPYIOLIEH CUCTEMBI.

Kaxnplii cOoOp TMpOBEepsSIOT HA COACPKAHWE AHTUTEN, OWOHArPY3Ky, COJCp)KaHHE
SHAOTOKCHUHOB N HAJIMYUEC MUKOILIIA3M. O6HII/I€ NIINn CHCHI/I(l)I/IIIGCKI/Ie HUCIIBITAHUA HA HOCTOpOHHI/Ie
BHUPYCBHI ITPOBOJAT HA COOTBETCTBYIOIIEH TEXHOJIOIMYECKON CTaluU B 3aBUCHMOCTHU OT Xapakrepa
MPOU3BOJACTBEHHOIO TMpOIECCa W  HCMNOJb3yeMbIX MaTepuanoB. Ilpm mpousBojacTBEe ¢
WCIIOJIb30BAHUEM OTPAHUYEHHOTO KOJUYECTBA TMaccaxxed (OJHOKPATHBIA COOP) MOCTOPOHHHE
BUPYCHI OMPECISIOT HE MEHEE YeM B TpPeX cOOpax ¢ MOMOIIBIO Psijia TOAXOSIINX UCTIBITAHUHA N
vitro.

Kputepun npuemnemoctu aias cOopoB Omomacchl (HE0OpaOOTaHHOTO HepacpacoBaAHHOTO
MPOJIYKTA) C IEJIbI0 TOCIEAYIONme 00pabOoTKH MOJKHBI ObITh YETKO OTPENETICHBI U CBSI3aHBI C
npUMeHsieMbIM TpadukoM MoHuTOpuHra. [Ipym oOHapykeHuu IHOOBIX MOCTOPOHHHMX BHUPYCOB
mponecC TWATCIbHO HUCCICAYIOT JIA YCTAHOBJICHHSA INMPUYWHBI KOHTaMHUHALWUW, U JIaHBHeﬁIHym
00paboTKy coOpaHHOU Onomaccel He mTpoBoAiT. COop Ouomacchl, B KOTOPOM OOHApYyKEHBI
SHJOTCHHBIC  BUPYCHI, HE  HCHONB3YIOT Ui  OYHCTKH, €CIH OTCYTCTBYEeT IUIaH
COOTBETCTBYIOIINX MEPOTIPUATHI 0 MPEIOTBPAIICHUIO Nepeiaun WH(PEKIIMOHHBIX areHTOB.

OYNCTKA

COopbl  OMOMacchl WM MPOMEXKYTOUHBIE IyJIbl MOTYT OBbITh OOBEAMHEHBI Tepen
nanpHeieit oopadoTkoil. Ilporecc ounCTKM BKIIOUAET dTambl yAaleHUs U (WJIM) WHAKTUBALUU
6€3000JI04eYHBIX U 000JI0UEHYHBIX BUPYCOB. JlJI1 OUMCTKHU MCIOJIb3YIOT BAJIMIUPOBAHHBIN MpOLIecc
C TOATBEPKICHHOW H(PQPEKTUBHOCTHIO MO YIAJCHUIO POJCTBEHHBIX U MPOU3BOACTBEHHBIX
MpUMecei, a Takke M0 yNaleHWI0 U (WIM) WHAKTUBALMKU HH(EKIHOHHBIX areHToB. YeTko
paszpaboTaHHbIe JTallbl Ipoliecca OOECIEUMBAIOT IOJYYEHHUE OYHUIIEHHBIX MOHOKJIOHAIBHBIX
anTuTen (aKkTUBHOW  (QapMmaneBTUYECKOW CyOCTaHIIMM) C TOCTOSHHBIM  KayeCTBOM U
OMOJIOTMYECKON aKTUBHOCTHIO.

AKTHUBHAA PAPMALIEBTUYECKAA CYBCTAHLINA

[Iporpamma wuchbITaHUE  akTHUBHON  (apManeBTHUECKOW CyOCTaHLMM  3aBHCUT  OT
pEe3yJIbTaTOB BAJIMJALMHA IPOU3BOACTBEHHOIO Ipoliecca, MOATBEPKACHUSA €ro IOCTOSHCTBA H
IIPENIIOJIAraéMOro YpOBHsI POACTBEHHBIX M IPOM3BOJCTBEHHBIX NpuMecel. McnblTaHuss aKTUBHOU
(bapMmareBTHUECKOW CyOCTaHLIMU MPOBOJAAT IO CIEAYIOIIMM IOKA3aTeNsiM: OMHCaHUe (BHELIHErO
BUJA); MICHTU(DUKAIUSA; MPO3pAuyHOCTh; IIBETHOCTh; OHOHArpyska © OaKkTepHajJbHbIE
SH/IOTOKCUHBI; POJCTBEHHBIE COCOUHEHMS; POJCTBEHHBIE U IPOU3BOJCTBEHHBIE IPHUMECH,
BKJIIOYAsl COJIep’KaHUE OCTATOUYHBIX OEIKOB KiIeTku-xo3auHa U JIHK kieTku-xo3s1uHa u BeKTopa,; a
TaKKe MOJEKYIApHas HISHTUYHOCTh U CTPYKTypHas II€JOCTHOCTh, COJepXkaHue Oelka Hu
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OnosIoTNYeCcKask akTHBHOCTD, OTIPE/ICIIEHHBIE C TOMOIIBIO TOXOIAIINX aHAIUTHYECKUX METOOB,
npu  HEOOXOOMMOCTH, C HCHOJB30BAHHMEM CTaHAapTHOro oOpasma. Eciaum  akTuBHas
(bapmareBTHUECKAS cyOcTaHIus IPEJCTaBIISIET coboit KOHBIOTMPOBAaHHOE WIH
MOAU(UIMPOBAHHOE AHTUTENO, JOJKHBI OBITH BBIIIOJHEHBI COOTBETCTBYIOUINE HCIBITAHUS 10 H
10CJI€ KOHBIOTALUY WM MOAU(DUKAIINY aHTUTEIA.

Ecnu IperoJiaraercs XpaHEHHe IIPOMEKYTOUHBIX MPOJIYKTOB, MIPOBOJIAT
COOTBETCTBYIOIYIO OLIEHKY UX CTaOWMIBHOCTU M BJIMSHHUS Ha Kaue€CTBO WM CPOK T'OAHOCTH WM
CPOK XpaHEeHUs JIEKapCTBEHHOTO Mpenapara.

T'OTOBBIH HEPAC®ACOBAHHBIN [TPOYKT

Jli1g nostydeHusi roroBoro Hepac(acoBaHHOTO MPOAYKTAa MOT'YT ObITh OOBEIMHEHBI OJJHA WU
HECKOJIbKO Cepuil akTHUBHOW (apmalieBTHUYecKoM cyOctanuuu. B mpormecce ero mosydyeHUs
JIOTIyCKaeTcsl J100aBJIEHHE COOTBETCTBYIOIMX CTAOMIM3aTOPOB M JIPYTMX BCIOMOTAaTENlbHBIX
BEILIECTB.

['oToBEIit HEepacacoBaHHBIN MPOIYKT JTOJKEH XPAHUTHCS B YCIOBUSAX, BAIMAUPOBAHHBIX B
OTHOIIEHUH OMOHArpy3Ku U CTaOUIBLHOCTH.

JIEKAPCTBEHHDIH ITPEITAPAT

l'oToBBIlE HepacdacoBaHHBIM TPOIYKT TOABEPraloT CTEPWIM3YIOIIEeH (uibTpanuu u
pacdacoBbIBAIOT B aCENTUYECKUX YCIOBUSX B CTEPHJIbHbIE KOHTEHHEpHI, MpU HEOOXOJUMOCTH
MIPOBOJIAT JINOQUITU3ALIHIO.

B pamkax mpou3BOJACTBEHHOTO KOHTPOJIS KaXAYI0 YINAKOBKY ((hIakoH, MIMPUI] WIH aMITyIia)
IOCJIE 3aMl0JIHEHUSI OCMaTPHUBAIOT, YAAJISAs T€ U3 HUX, KOTOPbIE COIEPKAT BUIUMBIEC YACTULIBI.

Cepusi nekapCTBEHHOTO Iperapara B JKUIKOM JIeKapCTBEHHOHM Gopme Al MHBEKIUH WU
uH(py3Uil, JODKHA COOTBETCTBOBATH TPEOOBAHHIO MPAKTHUUECKH CBOOOJHBI OT BUIUMBIX
MEXaHUYECKUX BKIIFOUEHUII.

PexoMeHgaimm no BU3yaabHOMY OCMOTPY M KOHTPOJIIO KaueCTBa JIGKAPCTBEHHBIX MPEMapaToB
Ha BHJIMMBIE MEXaHHUYECKHWE BKJIIOYEHHs NPUBEICHBI B OOIIel (apMakoneiHoOl cTatbe Homep
IIpumenenue ucnvimanus Ha 8UOUMbBIE MEXAHUYECKUE GKITIOYECHUSL.

IIpn pa3paboTke JIeKapCTBEHHOrO IMpermapaTa JOJHKHO OBITh JTOKa3aHO, YTO B MpoIecce
MOJIyYEHUSI U XPAHEHUS CEpUU JIEKAPCTBEHHOIO Mpenapara He MPOUCXOAUT 00pa30BaHUs BUAUMBIX
OETKOBBIX YACTHUII UM UX KOJUYECTBO CHIKEHO /10 0O0CHOBAaHHOTO U Pa3pelIeHHOTO YPOBHSI.

CBOVCTBA

JlekapcTBeHHbIE IpernapaTrbl B JKUAKOW JIEKApCTBEHHOW (hopMe NpeAcTaBiIsioT co0oil
MPO3pauHyl0 MM OMNAJECUUPYIOUIYI0, OECHBETHYI0 WM CIa00OKpAIIEHHYI KHAKOCTb.
JlekapcTBeHHBIM mpemapaT B BujAe JuodwiInzata mpeicTaBiser coboil  Oenblit  wim
CIa00OKpAIIeHHBI MOPOIIOK MM TBEpAYyO pbIxiyto Maccy. llociae BoccTaHOBIEHHS
TMo(UIM3aThl UMEIOT TE€ K€ XapaKTePUCTHKH, YTO U JIEKAPCTBEHHBIE Ipernaparbl B >KUIKOU
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JIEKapCTBEHHOU (hopMe.

NAEHTUOUKALINA

[IoIMHHOCTG YCTAHABIMBAKOT C IIOMOIIBIO IOAXOJAIIMX BaJIUMJAUPOBAHHBIX METOJIUK,
CpPaBHHUBAs, €CIM IPUMEHHUMO, WCIBITYEMbIH JIEKapCTBEHHBIM IIpernapar coO CTaHJApPTHBIM
oOpasioM. KonndecTBeHHOE onpesieneHne TaKkKe MO03BOJIIET MOATBEPANUTH MO UINHHOCTb.

NCTIBITAHUA

IIpo3paunocTs pacTBopa. JXXKuakue v BOCCTAHOBIIEHHbIE TBEP/bIE JIEKAPCTBEHHBIE (POPMBI
JIEKapCTBEHHBIX IpEenapaToB JIOJKHBI COOTBETCTBOBATH IIpejeiaM, YCTAaHOBJIEHHBIM IS
KOHKPETHOTO JICKAPCTBEHHOTO TIpernapara B OTHOIICHUH CTereHH onanecteHmu (2.1.2.1).

LiBeTHOCTH pacTBopa. XKuakue WM BOCCTAHOBJICHHBIC TBEpIBIC JIEKAPCTBEHHBIE (HOPMBI
JICKApCTBEHHBIX TIpPENapaToB JOJDKHBI COOTBETCTBOBATh MpeesiaM, YCTAaHOBIECHHBIM  JUIS
KOHKPETHOTO JIEKapCTBEHHOTO TIpernapara B OTHOIICHUH CTeTeHH okparnuBanus (2.1.2.2).

Mexannyeckne BKJOYEHHsI: BHAUMbIEe 4YacTuubl  (nomep). Kuakue — wim
BOCCTaHOBJICHHBbIE TBEPAbIC JIEKAPCTBEHHBbIE (OPMBI JIEKAPCTBEHHBIX MPEMapaToB JOJHKHBI
BBIJICPKUBATh TPEOOBAHUS UCIIBITAHUS Ha BUJUMbIE MEXaHUUECKHUE BKIIOUCHHUS], IPH OTCYTCTBHHU
JIPYruX yKa3aHUM.

TpeGoBaHusi HE pacIpOCTPAHSIOTCS Ha JIEKAPCTBEHHBIE MpenapaThl, Ha 3TUKETKE KOTOPBIX
YKa3aHO HCIIOJb30BaHUE C KOHEYHBIM (UIBTPOM, HPU YCIOBHH, 4TO (PUILTp obOecredyuBaet
MOJIy4€HHUE PacTBOPA, BBIACPKUBAIOIIETO JJAHHOE UCIIBITAHUE.

Bpemsi pacrBopenms. JlekapcTBeHHblE mpenapaTbl B BHJE JHUOQUIN3ATOB JOJKHBI
MOJIHOCTBIO  PAcTBOPSATHCS B YKAa3aHHOM 00beMe pacTBOpUTENS B TEYEHHE BPEMEHH,
YCTaHOBJICHHOT'O I KOHKPETHOTO JIEKapCTBEHHOTO Mpernapara.

pH (2.1.2.3). JlekapCTBEHHBII Mpemapar JODKEH COOTBETCTBOBATh TPEOOBAHMSM,
YCTaHOBJICHHBIM JIJIsl KOHKPETHOTO JICKAPCTBEHHOTO Iperapara.

OcMmonsuibHOCTD (2.1.2.32). He menee 240 MOCMOJIB/KT TIPH OTCYTCTBUH IPYTHX YKa3aHUH.

N3Baekaemplii o0bem (2.1.9.9).  JlekapcTBeHHBIN mpemapaT IOJDKCH BBIACPKHBAThH
TpeOOBaHMS UCTIBITAHUS Ha U3BJIEKAEMbIH 00BEM.

O6mmii  Genox (2.1.5.14). JlekapcTBeHHBI mpenapar JODKEH COOTBETCTBOBATh
TpeOOBaHUSAM, YCTAHOBIIEHHBIM JIJIsl KOHKPETHOTO JIEKApCTBEHHOTO Mpenapara.

MOJIeRyJIﬂpHO-MaCCOBOC pacnpeaejacHue. OHpCIlCJ'IHIOT MOJICKYIIIPHO-MACCOBOC

pacnpeaciiCHUC NoAXOoAsAmuM MCTOAOM, HAlIpUMEpP, MCTOAOM AKCKJII03MOHHOM XpOMaTOI‘pa(I)I/II/I
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(2.1.2.29). JlekapcTBeHHBIU NpenapaT TOJDKEH COOTBETCTBOBATH TPEOOBAHMSM, YCTAHOBJICHHBIM
T KOHKPETHOT'O JIEKAPCTBEHHOTO Iperapara.

MonekysipHass HMAEHTHYHOCTL M CTPYKTYpHas WEJOCTHOCTL. B 3aBucumocTH OT
OPUPOJBl  MOHOKJIOHAJIBHOTO  aHTHTENA, €ro MHKPOT€TEpOTeHHOCTH U m30hopM Ui
MIOATBEP)KJICHNAS.  MOJIEKYJSIDHOM  HMJIEHTUYHOCTH U CTPYKTYpPHOM  LIEJIOCTHOCTHM  MOXET
WCIIOJIb30BATbCA LENbIA Psii pa3iuuHbIX HUCHbITaHUN. Takue HCHBITAHHA MOTYT BKJIHOYATh
IIENTHTHOE KapTUPOBAaHUE, M302JIEKTPUIECKOE (boxycupoBaHue, HMOHOOOMEHHYIO
xpomarorpaduto, xpomarorpaduio  rEIPO(GOOHBIX  B3aUMOJICHCTBUI,  OJUTOCaXapuIHOE
KapTUPOBAHUE, ONPEIEICHUE COIEPKaHUSI MOHOCAXapHI0B U MAacC-CIIEKTPOMETPHIO.

Yucrora. s onpeneneHnuss poACTBEHHBIX U NPOU3BOJACTBEHHBIX IPUMECEH HMCHOJIB3YIOT
NOAXOJAIINE  BaJUIAUPOBAHHBIE  METOAMKHA. EciM  HcnbITaHuS 1O ONPEICIICHUIO
MIPOM3BOJICTBEHHBIX MpHUMeced ObUIM TpOBEeAEHbl Ha (papMaleBTHUYECKOM CyOCTaHIIUU WU
rOTOBOM Hepac(pacoBaHHOM IMPOJYKTE C YJOBJIETBOPUTEIBHBIM PE3yIbTaTOM, JOIYCKAE€TCS He
IIPOBOJIUTH 3TH UCIIBITAHUS HA JIEKAPCTBEHHOM IIperapare.

CraOuauszaTop H JApyrue BeIoMorarejbHble Bewmecrsa. Ecium  npuMeHuMo,
JIEKapCTBEHHBIM MpernapaT JOHKEH COOTBETCTBOBAThH — MpejesiaM, YCTAaHOBJICHHBIM IS
KOHKPETHOTO JIEKApCTBEHHOTO TIperapara.

Boma (2.1.5.12). JlexkapcTBeHHBIC TMpemapatl B BHAE JHO(DUIM3ATOB  JOJKHBI
COOTBETCTBOBATH Mpe/eiaM, YCTAaHOBICHHBIM JUTsi KOHKPETHOTO JIEKAPCTBEHHOTO Iperapara.

CrepuibHocTh (2.1.6.1.). JlekapcTBEeHHBIE MpeEMapaThl T0JDKHBI BBIACPKUBATH UCIBITAHUS
Ha CTEPHIILHOCTb.

Bakrepuaabubie 3HA0TOKCHHBI (2.1.6.8.). JlekapcTBeHHBIE IIpemapaThl  JOJIKHBEI
COOTBETCTBOBATH YCTAHOBJICHHBIM TPEOOBAHUSIM.

I/ICIII)ITaHI/Iﬂ, NPpUMCEHAEMBbIC K MO[[H(l)HI[HpOBaHHbIM aHTUTeJaM. BrIogHSIOT
COOTBCTCTBYIOIIHUEC UCIIBITAHWSA B 3aBUCUMOCTHU OT THUIIA MO,Z[I/I(bHKaHHH.

KOJIMYECTBEHHOE OIIPEJEJIEHUE

OmnpeneneHne AaKTUBHOCTH TMPOBOJAT  HOJAXOJAIIMM  OHOJIOTHYECKUM  METOJOM ¢
UCTOJb30BAHUEM CTaHJApTHOTrO oOpa3ua. J(u3aifH ucHbITaHUS U pacyeT pe3ybTaTOB BBIMOIHAIOT
B COOTBETCTBUM C OOLICNIPUHATHIMH MPHUHUUIAMU (M3JI0)KEHHBIMH, Hampumep, B oOmen
¢dapmakoneiinoit cratee 2.3.12.0. Cmamucmuueckas obpabomka pe3ynomamos OUOI0SUHEeCKUX
UCNBIMAHUTL IeKAPCMEEHHBIX CPEOCMa).

XPAHEHUE

B cootBeTcTBUM C YKa3aHUSAAMHA HA 3TUKCTKC.
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Cpok rogHoCTH (CpOK XpaHEHHs) PACCUMTBHIBAIOT OT JAThl CTEPUIIM3YIOIIEH (QHIbTpaIuy,
JaThl HAMTOJIHEHHSI YIIAKOBKH (U1 JISKAPCTBEHHBIX MPETapaToB B )KHUIKOH JIEKapCTBEHHOH (hopme)
WIN JaThl THO(UIN3ALUHT, €CITH TPUMEHUMO.

MAPKHNPOBKA

Ha sTukerke yka3bIBaroT:

— KOJIMYCCTBO CAMHUI HA MHUJUIMIIUTP, €CJIU IPUMCHHUMO,;

— cojiepKaHue Oelika B yITaKOBKE;

— coJiep)KaHue (aKTUBHOCTh) MOHOKJIOHAJIbHBIX AHTUTEJ B YIIaKOBKE;

— 7151 )KUJIKMX JIEKAPCTBEHHBIX IperapaToB — 00bEM Npenapara B yIaKOBKeE;

— IJId JICKapCTBCHHBIX IMPEIapaToOB B BUAC J'II/IO(i)I/IJ'II/ISaTOB:

— Ha3BaHUE U 00bEM pacTBOPUTENS (BOCCTAaHABIMBAIOIIEH KUIKOCTH);

— MEepHoJ BPEMEHM, B TEUEHHE KOTOPOTO JIEKAPCTBEHHBIH mpenapar (MOHOKIOHAIBHOE
AHTHUTENIO0) JOJHKEH OBbITh UCIOJIB30BaH MOCJE BOCCTAHOBIICHUS;

— pa30aBieHue JEeKapCTBEHHOTO IIpernapara rnepej NpuMeHeHUeM, €Clii IPUMEHHUMO;

— HCIMOJb30BaHHE KOHEYHOTO (PUIIbTpa AJIs pacTBOPA, €CJIU IPUMEHHUMO.
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