OBILA ST ®APMAKOIIEMHA ST CTATBS
Homep BAKHMWHBI J1JII BETEPUHAPHOI'O IIPUMEHEHUA

Obmas ¢gapMakornieifHasi CTaThsl PACHPOCTPAHSACTCS HA BAKIIMHBI W AHATOKCUHBI IS
BETEPUHAPHOI0 IPUMEHEHUSI.

[TonoxxeHus naHHOM 00MIeH (hapMaKONEHHON CTaThU TaK)Ke MPUMEHUMBI K KOMITOHEHTaM
KOMOMHHMpPOBAHHBIX BakKIMH, ONHCAHHBIM B YacTHOW (QapmakorneiHoil cratbe. [lpu
HEOOXOAMMOCTH, B MOJOXKEHUS BHOCAT COOTBETCTBYIOLIME H3MEHEHHS, COTVIACHO YKa3aHUSIM
oOumx ¢apmakonelHbx crateii Homep QOuyeHka 0e30nacHOCMU BeMePUHAPHLIX BAKYUH U
UMMYHHBIX Cbl8OpOMOK U Homep Oyenka 3¢pgekmusHocmu 8emepuHapHbIX 8aKYUH U UMMYHHBIX
CblIBOPOMOK.

Ecnu eakyuna ons éemepunapnozo npumenenus npeoOHa3Ha4eHa Oisi He3HAYUMENbHO20
UCNONIL308AHUSA, MO2YM OblMb UCKIIOUEHbl ONpeoeleHHble UCHbIMAHUSL UIU A0anmMUpO8ansbl Ux
MemoOuKu npu yCro8uU co2naco8anuusl ¢ YnOITHOMOYEHHbIM OP2AHOM.

1.OITPEAEJIEHUA

BaknuHbpl 11 BETEpPHUHAPHOTO MPUMEHEHHUS TPEICTaBISIOT COOOW JIEKapCTBEHHBIC
rpernaparbl Uil BETEPUHAPHOTO MPUMEHEHHUS, COJECPKALUIME AHTUI€Hbl WIM HYKJIECHHOBBIC
kucnotel (JHK wnu PHK), komupyromue anturensl. BakuuHbl BBOAST AJiE MHAYIUPOBAHUS
CHenupUIECKOro aKTUBHOTO HMMMYHHOTO OTBETa MPOTHUB 3a00JIEBaHWN, BBI3BIBAEMBIX
OakTepusMH, TOKCHHAMH, BUpYCaMu, TpubaMu U Mapa3uTaMu.

BakmuHb! 151 BETEpUHAPHOTO MPUMEHEHHS, 00€CIIeYrBaOT (DOPMHUPOBAHUE AKTHBHOTO
MMMYHUTETA, KOTOPBIM MOXET MepeJaBaThCsl MAaCCUBHO 4Y€pe3 MAaTEPUHCKHUE aHTUTEJA MPOTUB
MMMYHOT€HOB, KOTOPBIE OHHM COAEpKAT WM KOTOpPbIE OHH KOJUPYIOT, a MHOTAA W IPOTUB
AHTUT€HHO POJICTBEHHBIX OPTaHU3MOB.

Bakuusbl 108 BeTEpUHApPHOIO NPUMEHEHUST MOTYT  COJAEpXkaTh: JKUBbIE WU
WHAKTUBUPOBAHHBIE MUKPOOPTaHU3MBbI (OaKTepHuH, TPUOBI); BUPYCHI; NTAPA3UTOB; aHTUTCHBI WIIN
BEIIIECTBA, BhIpaOaThIBAEMbIE 3THUMH OpPraHM3MaMHu (HalpuMep, TOKCHHBI), OCIabJeHHBIE MpHU
COXPAHEHNUH BCEX WJIM YaCTH MX AHTUT€HHBIX CBOMCTB; HYKJIEWHOBBIE KHCIOTHI, KOJUPYIOLINE
AQHTUTEH WM aHTHUTEHBI, TaKK€ B COCTAaB BAaKIMHBI MOTYT BXOAUTH KOMOWHAIIUU ATHX
KOMIIOHEHTOB. ~ AHTHUTEHBI WM HYKJIEHMHOBBIC KUCIOTHI MOTYT OBITh MOJIYYEHBI C MOMOIIBIO
OMOTEXHOJIOTHH (B TOM YHUCJIE, BKIIOUYAsi TCHHYIO HHKXEHEPHIO).

Bakuusbl a5 BETEpUHApHOTO NPUMEHEHUS HE3HAYUTEIBHOTO MCIOJb30BaHUsS, Kak
MPaBUJIO, MPETHA3HAYEHBI:

— s TpopUIAKTHKU 3a00J€BaHU PEAKO BCTPEUAIONIUXCS WU OTPaHUYCHHBIX
reorpauyecKon 30HOM;

— JUISL )KMUBOTHBIX (B TOM YHCJIE€ MNTHUIl U PBIO), HE HCIONB3YEMbIX MAJIsi MPOU3BOJCTBA
MUIIEBON TPOIAYKIUH.

B cocrtaB BakiuH J71s1 BETEpUHAPHOTO MPUMEHEHUSI MOTYT OBITh BKJIFOUEHBI ITOIXOISAIINE
aJbIOBAHTHI U1 YCUJIEHUS! UX HMMYHOT€HHOCTH.

1.1 BAKTEPUAJIBHBIE BAKIJUHBI

bakTepuanbHble BaKIMHBI JJI1 BETEPUHAPHOTO MPUMEHEHUs, BKIIouYas OakTepuabHbIE
AQHATOKCHHBI, TI0JIy4alOT U3 KYJIbTYpP MUKPOOPTraHU3MOB, BBIPAILICHHBIX HA MTOAXOASAIIMX TBEPABIX
WIM JKUJKUAX THUTATEIbHBIX CpefaxX, WK JPYrUMHU HOIXOISMUMHU criocobamu. Hcmonb3yemblit
mramMM OakTepuid MOXKeT ObITh MOJU(PHUIIMPOBAH METOIaMU T'€HHON MH)KeHepuHu. I IeHTUYHOCTb,
AQHTUTEHHYI0 AaKTUBHOCTb M YHUCTOTY KaXJOW HCIOJIb3yeMOM OaKTepualbHON KyJIbTYpbI
TIIATEIBHO KOHTPOJIUPYIOT.



bakrepuanbHple  BAaKLUMHBI  JUII  BETECPUHAPHOIO  IIPUMEHEHHUs,  COJAEpXKaLIUe
MHAKTUBUPOBAHHBIE WM JKUBble OAaKTEpPUU WIM UX AHTUICHHbIE KOMIIOHEHTBI NPEJCTABISAIOT
c000i1 TMOGUIN3aThl WIN CYCIICH3HH.

bakTepuanbHble aHATOKCUHBI [UIsI BETEPUHAPHOIO NPUMEHEHMSI IIOJIy4YaloT U3 TOKCHHOB
CHIDKAsl UX TOKCUYHOCTh /IO MUHUMAJILHOTO YPOBHS MJIM MIOJHOTO €€ yCTpaHeHHs (PU3NIECKUMU
WIM XUMHYECKMMHM METOJAaMU IIPH COXPAHEHHH JOCTATOYHOW HMMYHOI€HHOM AaKTHUBHOCTH.
ToKCHHBI OTYYar0T U3 OTOOPAHHBIX IITAMMOB OIIPEIEIIEHHBIX MUKPOOPTaHU3MOB, BBIPAIIEHHBIX
B IIOAXOALIMX CPeJaxX MM UCIIONb3YIOT JPYTHe METOIbI, HAalPUMEp, XUMUYECKUN CUHTE3.

bakrepuanbHble aHATOKCHHBI JUII BETEPUHAPHOTO MPHUMEHEHHs MPEACTAaBIAIOT COOOM
[pO3payHble WM CJEerkKa ONaJeCUUpPyIoIInue KHUIKOCTH. AICOpOMpOBaHHbIE AHATOKCHHBI
NPEICTABISIIOT COOOW CYCIIEH3MHM WM ASMYNbCUU. HeKOoTopble aHAaTOKCHMHBI MOTYT OBITh
auo¢unu3upoBanbl. [Ipy OTCYTCTBMM MHBIX yKa3aHHMM, TpeOOBaHUs, NPUBEACHHBIE B JaHHOU
oOmiell (apmakoneiHOW cTaThe K OakTepHaTbHBIM BAaKIMHAM, TAKXKE PAaCIPOCTPAHSIOTCS Ha
OaKkTepualbHble AHAaTOKCUHBI M JIEKAPCTBEHHBIE IIpENaparhl, COJAEpIKallue KOMOMHAIUIO
OakTepHaIbHBIX KIETOK U AHATOKCUHOB.

1.2. BUPYCHBIE BAKI[UHbI

BupycHble BakIIMHBI JJ11 BETEPUHAPHOTO PUMEHEHUS TPOU3BOAAT IIyTEM BbIPALIMBAHMS
BHUPYCOB B MOAXOASIIUX KYyJIbTypax KIETOK (Homep Kynomypwi Kiemok 0ai npou3eoocmea
BUPYCHbIX BAKYUH Ol GeMEPUHAPHO20 NpUMEHeHus) WIA TKaHel, B MHKpOOpraHU3Max,
AMOPHUOHAX SIUIL U, IPU OTCYTCTBUH JPYTUX BO3MOYKHOCTEMN, B JKUBBIX )KMBOTHBIX WU IPYTUMU
MOAXOASAIIMMHU METO/IAMH.

[ITamMM KCTIONB3yEMOT0 BUPYCa MOXKET OBITh TOTY4€H MM MOIU(UIIPOBAH C TOMOIIBIO
TeHHOW MH)KEHEPUM WM CHHTE3UpPOBaH. BUpYyCHBIE BaKLMHBI MPEICTaBISIIOT COO0M XKUAKOCTH
pa3IMYHON CTENEeHN MYTHOCTH WM JHO(GWIN3ATHl U3 OJHOTO WM 0ojiee IITaMMOB BHPYCOB,
BUPYCHBIX CyOBEIMHULL UM MENTHIOB.

JXKuBble BUpYCHBIE BaKLUMHBI JJI1 BETEPUHAPHOTO NPUMEHEHUS MOIY4aloT U3 BUPYCOB C
0cNabIeHHOW BUPYJIEHTHOCTHIO WJIM C €CTECTBEHHOW HU3KOW BUPYJIEHTHOCTBIO JUIS ILIENEBBIX
BUJIOB JKUBOTHBIX. VIHAKTMBUPOBAaHHBIE BUPYCHbIE BAKLMHBI MOJIY4YarOT U3 BUPYCOB, KOTOPbIE
HOJBEpraroT 00paboTKe B COOTBETCTBUU C YTBEP)KIACHHOHN NMPOLEAYPOl HHAKTUBALUH.

buomacca kak XKMBOro, Tak U MHAaKTUBHPOBAHHOIO BHpPyCa MOXXET OBITh OYMILEHA U
KOHIIEHTPUPOBAHA.

1.3 BEKTOPHBIE BAKI[HHBI

BexTopHble BaKIMHBI Ui BETEPUHAPHOTO IPUMEHEHUS IPEICTABISIIOT COO0M JKUIKOCTH
win Tnoguian3aTsl. BeKTopHbIe BaKIIMHBI TOJYYalOT U3 OJHOTO WJIM HECKOJIBKHX BHJIOB KHBBIX
PEeIUIMKAaTUBHO-KOMIIETEHTHBIX MJIM € J1e(PEeKTOM pEeIUIMKAllud MHKPOOpPraHu3MoB (OakTepui,
BUPYCOB WJM TpUOOB) HE MATOT€HHBIX MM C HHU3KOW MATOr€HHOCTBIO I IEJIEBOTO BHJA
KUBOTHBIX. B MHKpOOpraHusmsl BBOJSAT OAMH WIM Oojiee T€HOB, KOAMUPYIOIIMX AHTUIEHBI,
OIPEIEIAIOIINUX UMMYHHBIN OTBET.

1.4. JIHK- u PHK-saxyunwl

JIHK- u PHK-BakuuHb!I /U1 BETEpUHAPHOTO MPUMEHEHUS MPEACTABISAIOT COOOM KUKOCTH
win modunuzatel. JIHK- u PHK-Bakumubel i1 BeTepuHapHOrO NPUMEHEHHUS COCTOST
U3 HYKJIEMHOBBIX KHUCJIOT W BCIIOMOTATEJIbHBIX BEIIECTB, CTAOMIM3UPYIOMIMX HYKJICHHOBbBIE
KUCJIOTHI, Hampumep, Oy(depHBIX pacTBOpOB, JUIHIOB M JPYTHX TMOAXOIAIIMX BEIIECTB.
OKcnpeccusi HYKJICOTHAHOW IOCIIE0BATEIbHOCTH, KOJUPYIOIIEH maToreH-crnenuduueckuit
AQHTUTeH (AHTUTEHbl), KOTOPBIA BBI3bIBAET WMMYHHBIH OTBET MPOTUB COOTBETCTBYIOILEIO
natoreHa. Cunresupyromuecss B orBer Ha BBedeHune JIHK- wnmm PHK Baknun antuTena
cneur(UYHbl B OTHOIIEHHM AHTUTEHOB IaTOreHOB (OakTepuu, I'puObI, BUPYCHI, Mapa3uThl),
KOJMPYEMBIX T€HAMH, BXOASAIIMMH B COCTAB BAKIIVH.



2. TPOM3BO/JCTBO

O0mme mnoJioxeHus. I[Ipon3BOACTBEHHBIM MpOlLECC JOJKEH OOECIEUMBaTh BBITYCK
JEKapCTBEHHOTO  Ipemapara Uil  BETEPUHAPHOTO  NPUMEHEHHS, COOTBETCTBYIOIIETO
YTBEPKJICHHBIM TPEOOBAHUSIM.

CooTBercTBHE TpPEOOBAHUSAM MOATBEP)KAAIOT HCCIEAOBAHUSAMH  OE30MACHOCTH H
3 PEKTUBHOCTH, MPOBEJACHHBIMU HA CEPHSX JIEKApCTBEHHOTO MpenapaTa s BETepUHAPHOTO
IPUMEHEHHS B IIpoliecce pa3pabdoTKH, CONPOBOXKIAEMOM CTpaTeTuel ero KOHTPOJIS.

HOIIXOI[SIH_[I/IG HCIIbITaAHUA NPCACTABJICHBI HUKC 110 TCKCTY U B YaCTHBIX (bapMaKOHeﬁHBIX
crathsx. [IpoBeaenue Bcex HCIIBITAHUI OMMCAHHBIX B 0011EH (hapMaKOIeHON CTaThe HE SABISIETCS
00s13aTeJIbHBIM YCIOBUCM Ui MOATBCPIKACHUSA COOTBCTCTBUSA (papMaKonee Nnepea BLBITYCKOM
TOTOBOTO JICKAPCTBEHHOTO Ipenapara. Mcnonp3yemplie HenbITaHus iN ViVO MOT'YT OBITh 3aMEHEHBI
Ha UCHbITaHWs IN VItr0 ecnu mpoduiib JISKapCTBEHHOTO MpenapaTta s BETEPUHAPHOTO
HNPUMEHEHHS OIpe/ieeH KOHKPETHBIM Ha0OpOM MapaMeTpoB, BKIIOYAs COACP)KaHWE aHTUTEHA U
(MTM) aHTUTEHHYIO aKTUBHOCTbH, TTOJITBEPIKIAIONINX CTAOMIBHOCTh MOJIYUYEHHUS CepHil IpermapaTa
SKBUBAJICHTHBIX KOHEYHBIM CEpUSM, COOTBETCTBYIOUIMX KpHTEpusM ¢apmakonen. 3a
HCKIIIOYCHHUEM BAKIIMH HAa OCHOBC HYKJICMHOBBIX KHCJIOT, I'AC MMAapaMETPhI BKIIIOYAIOT COACPIKAHUC
¥ Ka4eCTBO HYKJIEHHOBOW KHCIIOTHI.

[Ipu pasperieHny ynoJHOMOYEHHOI'O OpraHa, OINpEAEJICHHbIE HCIBITAHUS MOTYT ObITh
UCKIIIOYEHBI, HAllpUMEp, €CIH IMPH BATHIALWU ITOATBEPXKIEHO, YTO MPOILECC MPOU3BOJICTBA
CTaOMIbHO 00ECIIeYMBACT MOJTYIYCHHE POIYKTA, BBIICPKUBAIOIETO BCE UCIIBITAHUSI.

TexHosorust MpOW3BOJCTBA BAaKIMHBI Ui BETEPHHAPHOTO NPUMEHEHHS HE JIO0JDKHA
MeIaTh pearnu3alii HallHOHAIBHBIX MIPOTPaMM 1o 00ps0€e M HICKOPEHEHHIO 00JIe3HEH.

2.1. UCXO/HOE CbIPbE U HCXO/HBIE MATEPHAJIbI

2.1.1. Cybcmpamsi 0151 KyIbmMusupo8aHus

CyOcTpaTsl UIs TPOW3BOJACTBA JIOJDKHBI COOTBETCTBOBATh TPEOOBaHMSIM  OOIIEH
dapmakornelinoit crateu 2.3.19.24. Tpebosanus K K1emouHbIM KyIbmypam 0. Npou3eoocmaed
8aKYUH OJI5l 6eEMEPUHAPHO20 NPUMEHEHU.

Ecnu BakIMHHBIE OPraHU3MBbl BBIPAIIMBAIOT B KYPHUHBIX SMOpPUOHAX, TO Silla JOJIKHBI
OBITh TOYYEHBI WM U3 CTa/la Kyp, HE COAEPIKAIINX ONpeNelIeHHbIX matoreHoB (2.3.19.4) nm
CTaja 37I0POBBIX Kyp, He uMerommux kateropun CII®D (5.2.13).

Ecnu BakIMHHBIE OpraHW3MBl BBIPAIUBAIOT B SIMIIaX ¢ SMOpPHOHAMH, OTJIWYHBIX OT
KYpPUHBIX, IPUMEHSIOT TpeOoBaHus o01iel papMakonelHoN CTaTbu Homep YnpaeneHue puckamu
KOHMAMUHAYUYU NOCMOPOHHUMU A2eHMAMU UMMYHOJI02UYECKUX TeKAPCMEEHHIX NPENapamos os
eemepurHaprno2o npumeHnenus, pazoen 4.1.1.2.3. B xauecTBe *UBOTHBIX CJEIyeT pacCMaTpUBaTh
ITHII, OT KOTOPBIX TOJYYEHBI SHIIA.

Ecnun mpu mpou3BOACTBE BaKIMHBI U BETEPUHAPHOTO MPUMEHEHHS HEBO3MOXKHO
n30eKaTh MCIOIB30BAHUS KUBOTHBIX WIIM TKaHEH XKMBOTHBIX MPUMEHSIOT TpeOOoBaHHS OOIIeiH
(bapMakonelHo CTaTbu HoMep Ynpasnenue puckamu KOHMaMUHaAyuy NOCMOPOHHUMU A2eHMAMU
UMMYHONO2UYECKUX JIeKAPCMEEHHbIX Npenapamos O/ 6emepuHapHo20 NpPUMeHeHUs, pazoen
41.1.23.

O61ue TpedoBaHUs K yIPaBIEHUIO IPUCYTCTBUEM ITIOCTOPOHHUX areHTOB B cyOcTpaTax
JUIsS TIPOM3BOJICTBA MPHUBEJACHBI B 001Iel (QapmakonelHol cTaTbe HoMmep Ynpaenenue puckamu
KOHMAMUHAYUU NOCMOPOHHUMU A2eHMAMU UMMYHOJI02UYECKUX TeKAPCMEEHHbIX NPEnapamos Os
6emMepUHapHO20 NPUMEHEHUS.

2.1.2. [lumamenvhvle u Kyibmypanvhvle cpeobl, UCNONb3YeMble OJisl NOO2OMOBKU NOCEEHBIX
KYIbmMyp U 0715 NpOU3800Cmed.

[MuTtartenbHble W KyJAbTYpalbHBIE CPEABl OTHOCSAT K HMCXOJHOMY CBHIPbIO, HX COCTaB
yKa3bIBaIOT B ONMKMCAHUH MTPOU3BOACTBEHHOTO Tporecca. Cpesbl, UCIOIb3yeMble IS MOITOTOBKH
MIOCEBHBIX KYJIBTYP U JJISl TPOU3BOJICTBA, TOTOBAT B COOTBETCTBHH C YCTAHOBJICHHOW MPOIETYPOH.
KadyecTBeHHBII M KOJMYECTBEHHBI COCTaB BCEX HCMHOJb3YEeMBIX CpeA JIOJKEH OBITh
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3aJ0KyMeHTHpoBaH. WHdopmanus O KOMIOHEHTAaX, MOJYYEHHBIX OT >KMBOTHBIX JIOJDKHA
BKJIFOYAaTh BUJ XKUBOTHOI'O, PETMOH WA CTPaHy MPOMCXOXKIEHUS U JTOJDKHA COOTBETCTBOBATh
KpUTEpUSM, ONHCAHHBIM B  OOMIeH ¢apMaKkomelHOl cTatbe Homep Ynpasienue puckamu
KOHMAMUHAYUYU NOCMOPOHHUMU A2eHMAaMU UMMYHOIOSUYECKUX JIeKaApCMEEHHbIX NPenapamos OJis
6emepuHapHo20 npumeHenusA. Bech NpoOUEecC INOATOTOBKU HCIOJB3YEMBIX ITUTATEIbHBIX U
KYJIbTYpaJbHBIX CPEJ, BKIIIOUAs IPOLIEAYPbI CTEPHIIM3ALNHN, JOKYMEHTUPYIOT.

Hcnonp3oBanne aHTUOMOTHKOB TIPU MPOHM3BOJACTBE BAaKIMH IS BETEPUHAPHOTO
MPUMEHEHHUS OOBIYHO JIOMYCKAIOT JUJIS )KUJKOCTEH JUIsl KyJIbTUBUPOBAHUS KJIETOK U MUTATENbHBIX
Cpell, HIOCEBHOT0 MaTepuaia, Ml U MaTepuaa, oJIydeHHOTO U3 KUBOTHBIX (HalpuMep, TKaHEeH,
dekanuii) 1 SMOPUOHOB SIUII.

[Ipu pa3zpaboTke BakKIMHBI Ui BETEPHUHAPHOTO MPUMEHEHHS JII000€ MCIOJIb30BaHUE
AHTUOMOTHKOB OLIEHUBAIOT C YYETOM THIA, KOJIMYECTBA M 00beMa aHTUOMOTUKOB.

2.1.3. IlocesHvle Ky1bmypol

2.1.3.1. BakmepuanvHnas nocesnas Kyiomypa

OO0mue TpeGoBaHus. YKa3bIBalOT PO U BHUJ (CEPOTHI, €CIU NMPUMEHUMO) OaKkTepui,
UCIIOJIB3YEMBIX IpU IPOU3BOACTBE BAKLUMHBI JUIsI BETEPUHAPHOIO MPUMEHEHMUS. Hns
IIPOM3BOJICTBA BAaKUUH JUIsI BETEPUHAPHOTO INPUMEHEHMSI HCIIOJIb3YIOT CHCTEMY ITOCEBHBIX
KYJbTYyp, €CIIM MPUMEHUMO. [ J1aBHYIO MOCEBHYIO KYJbTYPY HCHBITBIBAIOT, KAK OIMMUCAHO HUXKE.
Jnst kaxa0W TJIaBHOW MOCEBHOM KYJIBTYpbl HEOOXOJIMMO BECTH YYET YCJIOBHHM XxpaHeHus. s
UACHTU(DHUKAIMY KaXXIOW TJIaBHOW IOCEBHOM KyIbType MPUCBAWBAIOT HACHTU(UKAIMOHHBIN
HOMEp.

2.1.3.1.2. Kynomueuposanue

[epen HayaroM MPOU3BOCTBA JOIHKHO OBITH ONPEeIEHO MUHUMAIILHOE U MAaKCUMAIIbHOE
KOJIMYECTBO MACCaXeH II1aBHOM MOCEBHOU KYJIbTYpbl. METO/bI, UCIIOJIB3yEMbIE /1JIs1 IOJATOTOBKHU
IIOCEBHOM KYJBTYPBI U CYCIIEH3UH /1JIsl IOCEBA, METO/Ibl MHOKYJISLIMY IOCEBHOT'O MaTepuaiia, TUTP
M KOHLEHTpalMs HMHOKYJIATOB, a TaKKe HCIONb3yeMble Cpelbl  JOJDKHBI  OBITh
3aI0KyMeHTUpOBaHbl. OTCYTCTBME H3MEHEHUH B XapaKTEpUCTUKAX IIOCEBHOIO Marepuaja
(Hampumep, ITUCCOLMALIMS WM aHTUTEHHOCTh) MOCTE MAcCaKel JOJDKHO OBITh MOATBEPHKACHO.
VcenoBust XpaHeHUs KaKIOW ITAPTUU ITIOCEBHOM KYJIBTYPBI JOKYMEHTHUPYIOT.

2.1.3.1.3. Hoenmughuxayus u yucmoma

Hanuuue Tonbko ykazaHHOTO BHUJA U IITaMMa OaKT€pUH JOJKHO OBITh MOJITBEPKIEHO B
KaX/10} cepuu IJ1aBHOIO MOCEBHOr0 MaTtepHaia. J{omKHO ObITh IPeCTaBICHO KPAaTKOE OIMCaHNe
MeToJa HUIACHTH(PHUKAIUU KaXKIAOro IITaMMa [0 €ro OHOXMMHUYECKUM, CEPOJIOIHMYECKUM,
MOpP(}OJOTHYECKUM WM JPYTUM COOTBETCTBYIOIIMM XapaKTePUCTHKaAM M MaKCUMAalIbHO
BO3MOXXHOT'O €Tr0 OTJIWYMSI OT POACTBEHHBIX IITAMMOB, @ TAK)KE€ METOJ| ONPEIEICHUsS YUCTOTHI
mramMMa. JlomkHa OBITH yuTeHa TEeHeTWYecKas U (PEHOTUIUYECKas XapaKTEepPHCTHUKA, €CIU
IPUMEHHUMO.

2.1.3.2. [locesnas Kynomypa upycoe

2.1.3.2.1. Obwue mpebosanus

IIpon3BOICTBO OCHOBAaHO Ha CUCTEME IOCEBHBIX KYJIBTYp BHPYCOB. B mpou3BoACTBE HE
UCIOJIb3YIOT BUPYC, MOTYYEHHBIN O0Jee MATH Maccakei OT IJIaBHOM MOCEBHOM KYJIbTYpHI, IIPU
OTCYTCTBUHM JIPYTUX YKa3aHUM.

Vka3bIBalOT poJx W BUJ (CEPOTHUIN, €CIU NPUMEHUMO) OaKTepHii, HCIOJb3YEMBIX MpPH
IIPOU3BOJICTBE BAKIMHBI JUIsl BETEPUHAPHOTO NpUMEHEHUs. [JIaBHYIO IOCEBHYIO KYJIbTYpPY
WCIIBITBIBAIOT, KAK OMTMCAHO HIKE. J[71s1 Ka) 10 TJIaBHOW MTOCEBHOM KYJIbTYPhl HEOOXOIUMO BECTH
yueT YyCIOBUW XpaHeHus. [ uAeHTHUPHUKAIMM KaXIAOW TJIaBHOW TIOCEBHOW KYyIbType
[IPUCBAUBAIOT UICHTU(UKALMOHHBIA HOMED.

Ecnu rmaBHYIO MOCEBHYIO KYJIBTYPY KYJIBTUBHPYIOT B TOCTOSHHO HH(DUIIMPOBAHHOM
MaTepuaie C HCXOJHBIMU KJIETKaMH, TO CIEOYIOIME UCCIEIOBaHUs TMPOBOAAT Ha
COOTBETCTBYIOLIIEM 00BEME BHpYCa, MOJIYYEHHOTO W3 HWHPHUIMPOBAHHOIO MarepHuaiga ¢
UCXOJHBIMU KJIETKAMHU.



Ecnu cooTBeTCTBYIONINE UCTIBITAHNUS HA Pa3pyLICHHBIX KJIETKaX YK€ ObUIM MPOBEICHBI IS
MOJATBEPXKJICHUSI TPUTOJHOCTH TJIABHOM TOCEBHOM KYJIBTYpbI, MOBTOPHOE MPOBEACHHUE 3TUX
UCTIBITAHUHN HE TpeOyeTcs.

2.1.3.2.2. Kynemueuposanue supyca

['maBHYI0 TOCEBHYIO KYJIbTYpPY M BCE IOCIEAYIOIINE TIAacCaKu KyJIbTUBUPYIOT Ha
cyOcTparax, KOTOpble, Kak ObLIO JOKa3aHO, MOAXOASAT JUIs MPOU3BOJACTBA BaKIUH MJIs
BETEPUHAPHOTO MPUMEHEHUS, U, TJIe IPUMEHUMO, C UCIOJIb30BAaHUEM MAaTEPUAJIOB KHUBOTHOTO
MIPOUCXOXKICHUS, KOTOPhIE OTBEUalOT TPEOOBAHMSM, H3JIO0XKEHHBIM B oOmIel (apmakoneiHon
cTaTbe HoMmep  Vnpaenewue  puckamu — KOHMAMUHAYUU  NOCMOPOHHUMU  A2eHMAaAMU
UMMYHOJIO2UYEeCKUX JIeKAPCMBEHHbIX NPenapamos 0jisi 6emepUHapHo20 NPUMEHEeHUS.

2.1.3.2.3. Hoenmughuxayus

[lopnuHHOCTE MOATBEPXKAAIOT UACHTU(PUKAIMEH KaXJAO0ro BaKIUHHOTO IITaMMa
HNOIXOAAIIMM METOJOM H, IO BO3MOXKHOCTH, ONPEACISIOT €ro OTJIWYHMS OT POJICTBEHHBIX
mraMMoB. [Ipu HeoOXoIMMOCTH, ClleyeT YYHUTHIBaTh TIE€HETHYeCKHe M (HEHOTHIIHYECKUE
XapaKTEPUCTHKH.

2.1.3.2.4. Bakmepuu u epubwi

I'maBHBIE TIOCEBHOW MaTepuall JOJDKEH COOTBETCTBOBATH TPEOOBAaHUSAM  OOmIEH
dapmakorneiinoii crateu 2.1.6.1. Cmepunvnocmo.

2.1.3.2.5. Muxonnazmol

I'maBHBIII TIOCEBHOM MaTepuan JODKEH COOTBETCTBOBAaThH TpeOOBaHUAM  OOIIeH
dapmakornerinoi crateu 2.1.6.25. Hcnvimanue Ha MUKOniasmol.

2.1.3.2.6. Omcymcmeue nocmopoHHUX 8Upycoe

OO6mue TpeboBaHUsl K KOHTPOJIIO OTCYTCTBUS IIOCTOPOHHUX BUPYCOB B CEpUSX INIABHOTO
MOCEBHOTO MaTepuaja MpuBeAeHbl B o0miel ¢apmakonelHoil cratbe Homep OnpedeneHue
BUPYCHOU KOHMAMUHAYUU 8 BUPYCHBIX 8AKYUHAX O] 6EMEPUHAPHO20 NPUMEHEHUSL.

2.1.4. Bcnomocamenvuule Bewecmaa

Ecnmu mpuMeHuMO, BelIecTBA, HCHOJb3yeMbIe ISl TPOW3BOJACTBA BaKIMH  JUIS
BETEPUHAPHOTO MPUMEHEHUS, JOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM YACTHBIX (hapMaKOMEeHHBIX
cTareil ¥ o0mKM TPeOOBAHUSAM MO KOHTPOJIIO OTCYTCTBHS MOCTOPOHHHUX areHTOB, PUBEJICHHBIM
B 001ell papmakorneitHoi cTaTbe HoMep Ynpasnenue puckamu KOHMAMUHAYUYU NOCTOPOHHUMU
aceHmamu UMMYHOJI02UYECKUX JIeKAPCMBEHHbIX NPenapamos OJisi 6emepuHapHOc0 NPUMEHEHUS.
[Ipy wKCHONB30BAHMM BCIOMOTATEIbHBIX BELIECTB HEOOXOJMMO NPUMEHSATh Mephl JUis
NPeOTBPALICHUS KOHTAMUHAIIMY JIEKAPCTBEHHBIX MIPEMapaToB JJIsl BETEPHHAPHOTO MTPUMEHEHHS.

2.2. BRIEOP COCTABA BAKIIHHBI

[Ipn npuHATHM pemieHus 00 aHTHUTEHHOM COCTaB€ BaKIMHBI JUISI BETEPUHAPHOTO
MPUMEHEHHUS M O COCTaBE BAKIIMHBI B 11EJIOM (KOJIMYECTBO M KAYECTBO BCTIOMOTATEIHLHBIX BEITICCTB)
HEOOXOJUMO YUYUTHIBATh 0€30MaCHOCTh, IP(HEKTUBHOCTh U CTAOUIBLHOCTH pa3padaThIBAEMOTO
JICKapCTBEHHOTO TIperapara.

2.2.1. Hccneoosanus bezonacnocmu u sghgpexmuenocmu

OcHoBHbIE TpeOOBaHUS K OLIEHKE 0€30MacHOCTH U 3(()EKTUBHOCTHU MPUBEACHBI B OOIINX
dbapmakonenHbIX CTaThsiX Homep OyeHka 0e30nacHoCmu 6emepUHApHuIX GAKYUH U UMMYHHBIX
cblgopomoxk, Homep Oyenka >¢pekmusHocmu 6emepuUHapHbIX 86AKYUH U UMMYHHBIX CbIBOPOMOK,
KOTOpBIE MOTYT OBITh YTOYHEHBI WM JIOTIOJTHEHBI TPEOOBAHUSMHU YaCTHBIX (hapMaKOIEeHHBIX
cTaTei.

2.2.1.1. Axmugnocmo u UMMYHO2EHHOCMb

[{enpro UCTIBITAHUS AKTUBHOCTA ¥ UMMYHOTCHHOCTH SIBJISICTCS:

— OTpeJesieHe MUHUMAIBHO JOMYCTUMOM BaKIIMHUPYIOIIEH CIIOCOOHOCTH BAKIIMHBI IS
BETEPHHAPHOTO MPUMEHEHHS, KOTOpasl JIOJDKHA OBITh TapaHTHUPOBaHA B TEYCHHE BCETO CpPOKa
XpaHeHus (TOTHOCTH);

— XOpOIIIO KOHTPOJIMPYEMBbIE SKCTICpUMEHTATBHBIC UCCIICIOBAHHUS, KaK MPABUJIO, SBIISTIOTCS
YacTh0 001Iel JeMOHCTpanuu d3PGEKTUBHOCTH BAKIIUHBI JJI1 BETEPHHAPHOTO MPUMEHEHHUS.



Jlnst pemieHus STUX Leneid MOTyT OBITh HCIOJIBb30BaHBI METObI, NMPUMEHSEMbIE s
UCCJIEIOBaHMS AKTUBHOCTU U HMMYHOT€HHOCTH FOTOBOTO JIEKAPCTBEHHOI'O IIpernapara.

2.2.1.2. Bezonacuocmu u 3¢hgpexmusrocms

IIpu pa3zpaboTke BakUMHBI [ BETEPUHAPHOIO MPUMEHEHHUS s KaXA0ro
peKoMeHayeMoro croco0a BBEJCHHS HEOOXOAMMO MPOJAEMOHCTPUPOBATH OE30MACHOCTh H
3 PEKTUBHOCTB.

Huxe npuBeieH HEMOMIHBIN CIIUCOK CIIOCOOOB BBEICHUS:

- BHYTPUMBIIICYHBIN;

- MOJKOKHBIM;

- BHYTPUBEHHBII;

- OKYJISIPHBIN;

- MepopaIbHbIN;

- Ha3albHbIN;

- B [IEPETIOHKY KPbLIa,;

- BHYTPUKOKHBIN;

- BHYTPUOPIOIIMHHBII;

- B OILUIOJIOTBOPEHHOE sif1io (in 0VO0).

B 0CHOBHOM, HCIIONB3YIOT CIEAYIONINE METOIBI BBEICHHUS:

- HHBCKIIMOHHBIE;

- BBITIAUBAHUE;

- crpeii-MeTo] (pacIblUieHHE B BO3/IyXE);

- 3aKanbIBAHKE B IJ1a34;

- cKapuduKaIus;

- IMITIAHTAIIHS;

- IOTPY’KEHUE B PAcTBOP.

B gacTHBIX (apMakONEeHHBIX CTAThSIX MOXET OBITh MpPEICTaBICHA WH(OPMAIHS, YTO
UCTIBITAHUE TPOBOJAT ISl KAaXKIOH KATErOpuUHM >KUBOTHBIX IIEJIEBOTO BHUJA, I KOTOPOTO
PEKOMEH/I0BaH WJIH MOXKET OBITh PEKOMEHIOBAH IpemapaT JijIsl BETCPUHAPHOTO TPHUMEHCHUS.

Hwuxe mpuBeneH HEMONMHBIN MTEpEUYeHb KaTeropuid, KOTOpbIe HEOOXOMMO YUUTHIBATD.
MiekonuTaromue:

- OepeMeHHbIE JKUBOTHBIE WM HEOEpEMEHHBIE KUBOTHBIE,

- JKUBOTHBIE, BBIPAIIIMBAEMBIE B OCHOBHOM JUJISI Pa3BEICHHUS;

- JKUBOTHBIE, BBIPAIIIMBAEMbIE B OCHOBHOM JIJIs1 IPOU3BOCTBA MPOYKTOB MUTAHHUS;

- J)KUBOTHBIE MUHUMAJILHOT'O BO3pacTa WM pa3Mepa, PEKOMEHAYEMOTO Ul BAKIIMHALIMH.
IItnma:

- ITULA, BbIpalllMBacMas B OCHOBHOM [IJIs1 IPOU3BOJCTBA SIULL;

- ITULA, BbIpallMBacMasi B OCHOBHOM JIJIsl TPOM3BOJICTBA MsICa,;

- TITUIIA 0 SUIIEKIagKu;

- ITULA B IEPUOJT SIMIEKIIA/IKH.
PriOa:

- MaTOYHOE CTaJio;

- pbI0a, BBIpaIIMBaeMas B OCHOBHOM JIJisl IPOU3BOICTBA MPOIYKTOB MUTAHUS.

2.2.2. AHMuMuKpoOHvie KOHCep8aHmbl

AHTUMUKPOOHBIC KOHCEPBAHTHI IIPUMEHSIOT JUIS TTPEIOTBPAIICHHS:

— KOHTaMHMHAIIMU ¥ TIOPYX BaKIIMH i1 BETEPUHAPHOTO MPUMEHECHHSI,;

—11000YHBIX 3()(PEKTOB OT KOHTAMUHAIIMH, BOSHHUKIIICH BO BPEMSI MCIIOJIb30BAHUS BAKITHHBI
JUTSL BETEPUHAPHOTO MPUMEHEHUS, €CIIU MPEANOIaracMoe BpeMs ero npuMeHnenus e 6onee 10 u
MOCJIC BCKPBITHS.



AHTUMUKpPOOHBIE KOHCEPBAHTHI HE BKJIFOYAIOT B COCTAB JTHO(DUITU3UPOBAHHBIX BAKIIUH IS
BETEPUHAPHOTO TMPUMEHEHUs, HO, TMpPU HEOOXOJUMOCTH, C YUYETOM MaKCUMAaJIbHOIO
PEKOMEH/IyeMOT'0 CpOKa XpaHEHHsI ITOCIIE BOCCTAHOBJICHUS, OHM MOTYT OBITh BKJIFOUEHBI B COCTAB
pa3baBuTens (pacTBOpUTENs) [UIsi MHOTOJO30BBIX  JHOMDUIM3UPOBAHHBIX BAKUUH  JUIS
BETEPUHAPHOTO MIPUMECHCHHUS.

OaHO030BbIE KUAKUE BAKIIMHBI JIJIs1 BETEPUHAPHOTO IPUMEHEHUS HE I0JKHBI COJIEPKATh
AHTUMHUKPOOHBIX KOHCEepBaHTOB. I[IpW paspemnieHuu yrmoJHOMOYEHHBIM OpPraHOM JOMYCTHMO
BKJIIOUEHUE aHTUMUKPOOHBIX KOHCEPBAHTOB, B CIIy4asiX, €CJM OJMH M TOT € JeKapCTBEHHBII
npemnapar pac(acoBEIBAIOT U B OJJHOIO30BbIC, U B MHOTOI030BHIE YITAKOBKU ¥ IPUMEHSIOT TOJIBKO
JUTSL KAaTeTOpUH, HE MpeIHa3HAUEHHBIX JJIsS IPOU3BOCTBA MUIIEBBIX MTPOIYKTOB.

[Ipn TPOM3BOACTBE MHOTOJ030BBIX JKUIKUX BaKIMH HEOOXOAMMOCTh MPUMECHECHUS
AHTUMHUKPOOHOTO KOHCEpPBAaHTAa OMPEICNAIOT C YYETOM BO3MOXKHOM KOHTAMHMHALIMU BO BpeMs
WCIIOJIb30BaHUS U MAKCUMAIILHOTO PEKOMEHTYEMOT0 CPOKa XPAHEHUS TIOCIIC BCKPBITUS YITAKOBKHU.

Ha craguu dapmaiieBTryeckoil pa3pabOTKH BaKLIMHBI JJI1 BETEPUHAPHOTO MPUMEHEHUS
JIOJDKHA OBITH JIOKa3aHa A(PQPEKTUBHOCTh AHTUMHUKPOOHOTO KOHCEpBAaHTa B TEUEHHE CPOKa
XpaHeHus (CpoKa TOAHOCTH) JIEKAPCTBEHHOI'O MIperapara.

O PeKTUBHOCTD AHTHMHUKPOOHOTO KOHCEPBAaHTA OIICHUBAIOT, KaK OIKCAHO B OOmIeH
dapmakornielinoi ctatbe 2.3.1.1. Dppexmusnocms aHMUMUKPOOHBIX KOHCEPBAHMOS8, U, KPOME
TOT0, UCIIBITYEMBbIC 00pa3Ibl HCCICAYIOT Yepe3 ONpPeIeICHHBIE IIPOMEKYTKHA BPEMCHH B TEUCHUE
MPEeIoJiaraeMoro cpoka xpaHeHus. Eciii He MOTyT OBITH BBINOJHEHBI HH KpUTEpUu A, HU
KpuTepud b, TO K BakIMHAM JII BETCPUHAPHOTO NPHUMEHEHHUS TNPUMEHSIOT CIIEAYIONUe
KpUTEPUU:

Jlia GakTepuii:

- KOJIM4eCTBO OaKTepuil He JOJKHO yBeNUYUBAThCS uepe3 24 4 u 7 cyT;

- YMCHBIIICHNE YHCIIa )KU3HECTIOCOOHBIX MUKPOOPTraHU3MOB Ha TPH Jiorapudma depe3 14 cyT;
- OTCYTCTBHE pOCTa uepe3 28 CyT;

Jist Tpu6oB:
- KOJIMYECTBO rprOOB HE TOJKHO YBEIUYUBAThHCS uepe3 14 u 28 cyT.
JloGaBieHre aHTHOMOTHKOB B KAYECTBE AHTUMUKPOOHBIX KOHCEPBAHTOB HEAOITYCTHMO.

2.2.3. Cmabunvrocms

Jlnsi 000CHOBaHMS TPEINOIAraeMoro Cpoka XpaHEHHs HEOOXOAWMO IOATBEPIUTH

CTaOUITBFHOCTD BaKIIMHBI Ui BETEPUHAPHOTO MpUMEHEeHUus. J[1s MOoATBEp ACHUS UCTOIB3YIOT
METOJIbI THTPOBAHKS BUPYCOB, TOJICUETa OAKTEPHl WIIM UCIBITAHUS aKTHBHOCTH, IMPOBOIMMBIC
yepe3 peryisipHble MPOMEXYTKH BpEMEHH B TEUEHHE TpPEX MECSIeB IMOCIEe UCTEUEHHUs CpoKa
XpaHEHUs B BEIOOPKAX M3 HE MEHEE TPEX CEpUil BAKIIUHBI JIJII BETEPUHAPHOTO TPUMEHEHHUS TIPU
XpaHEHWU B PEKOMEHAYEMBIX YCIOBHX. Takke HEOOXOAMMO TMPEACTaBUTh pPe3yIbTaThl
UCTIIBITAHUH HA COJIepyKaHue BIIary (Boa) JUIsl TMO(QUITN3UPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB
JUTSI BETEPUHAPHOTO IPUMEHEHHSI, UCCIIEIOBAaHUH (PU3NUECKHX CBOMCTB abIOBAaHTA, XUMHUECKHUX
CBOMCTB KOMIIOHCHTOB aJbIOBAaHTA M aHTUMUKPOOHBIX KOHCEPBAHTOB, a Tak)Ke 3HaueHus pH, ecin
MPUMEHHUMO.

Eciu nmpumMeHNMO, TTPOBOST HCIBITAHUS CTA0OWIBHOCTH BaKIWHBI JIJIS BETCPUHAPHOTO
MPUMEHEHHUS, BOCCTAHOBJICHHON B COOTBETCTBHH C MPEJIaraeMbIMU PEKOMEH/IAIIUSIMHU.

N3meHeHnss B pe3ynbTarax, IIOJYYCHHBIX B XOJ€ UCCIICJOBaHHUS CTaOMILHOCTH,
YVUUTBHIBAIOT MTPH OTIPEICIIEHUU COCTaBa BAKIIMHBI ISl BETEPUHAPHOTO MPUMEHEHUS U MPOBEICHUN
BCEX HEOOXOUMBIX HUCIBITAHUN MPHU BBITTYCKE I 00SCIICUCHUsT COOTBETCTBHS JICKAPCTBEHHOTO
npernapaTa yCTaHOBIEHHOMY CPOKY XpaHEHUs (CPOKY TOJTHOCTH).

2.2.4. Cocmas

MuHuManbHOe COAEpKAHNE AHTUTEHOB, HYKJICHMHOBBIX KHCIOT, THTpa BHpyca WIH
KoJu4ecTBa OakTepwii, TpUeMJIIeMOe C TOYKH 3peHus dPdexktuBHOCTH (T.€. IaroIIee
YIOBJIETBOPUTENbHBIE PE3yIbTaThl MPHU UCCIENOBAaHUSIX YPGEKTUBHOCTH), YCTAHABIMUBAIOT MPU
dapmareBTHUecKor pa3zpaborke. CocTaB aablOBaHTa U €r0 XapaKTEePUCTUKU YCTAaHABIMBAIOT Ha
OCHOBE MUHUMAJILHOTO 3HAYEHUSI U PE3yIbTATOB UCCIECOBAHUI CTAOMILHOCTH.



MakcumanbHOE COJIep)KaHHE AaHTUTEHA, THTpa BHpyca WM KOJIMYECTBa OaKTEpHid,
IpUeMJIeMOe C TOYKH 3peHHs Oe30MacHOCTH, YCTAaHABIMBAIOT NpU (papMaleBTUYECKON
pa3paloTke. JJaHHbIE KpUTEPUU IPUMEHSIIOT U JUIsl JKUBBIX BAKIIMH.

2.3. [TPONU3BOACTBO BAKLIMHBI

MeToapl MPOU3BOJACTBA, OTIMYAIOLIMECS B 3aBUCHUMOCTH OT THIA BaKIMHBI JJIs
BETEPUHAPHOTO MPUMEHEHUS, TOJKHBI 00ecreyBaTh COXPAaHEHUE CTPYKTYPHOU 1IETOCTHOCTH U
MMMYHOT€HHOCTH AHTUI€HA, OTCYTCTBHUE€ KOHTAMUHAIMM [IOCTOPOHHMMM areHTamMu U
CTaOUIIBbHBIN BBITYCK CEPHl MOCTOSHHOIO Ka4ecTBa.

Merons! nonyyenuss JIHK- nnu PHK-BakuuH 111 BeTepuHapHOro NPUMEHEHHS], TOJKHBI
MNOJNJEPKUBATh 1IEIOCTHOCTh M (PYHKIHMOHAIBHOCTh HYKJIEHHOBBIX KHCJIOT, O0ecreuynuBaTh
IIPOU3BOJICTBO CEPUM ITOCTOSHHOIO KaueCTBa.

Jlisg KakJ10il KOHKPETHOM BaKIMHBI ISl BETEPUHAPHOIO MPUMEHEHUS YCTaHABIMBAIOT
BHYTPUIIPOU3BOACTBEHHBIN KOHTPOJIb M KOHTPOJIIb JIEKAPCTBEHHOTO TpenapaTa, 4ToObl IPOBEPHUTH
CTaOUIILHOCTD ITPOU3BOJICTBEHHOI'O IIPOIEcCca U Ka4eCTBO JIEKApCTBEHHOTO Mpenapara oT CEpUH K
cepun. Pe3ynbrarhl JOMKHBI HAXOAWTHCS B YCTAHOBJICHHBIX IpeAenax il KOHKPETHOIO
JIEKapCTBEHHOT'O Ipernapara.

2.3.1. Kynbmueuposanue u coop baxmepuaibHou u UPYCHOU OUOMACCHL

Kaxnaplii mTamMMm TOJWMBAJICHTHON BaKIMHBI Ui BETEPUHAPHOTO MPUMEHEHUS
KYJIBTUBUPYIOT U COOMPAIOT MO OTAENbHOCTH. [l pabouell MOCEBHON KyJIbTYpPbl UCIOJIb3YIOT
MOIXOISIINE U TPOU3BOICTBA CPEJIbl UM CyOCTpaThl. Y CJIOBHSI BCEX 9TANOB KYIbTHBHUPOBAHUS
ONMCHIBAIOT U KOHTPOJIUPYIOT MYTEM PETUCTPALlMM COOTBETCTBYIOLIMX [apaMETPOB, HAIIPUMED,
TEeMIEepaTypsbl, 3HaueHus1 pH, MyTHOCTH 1 HACBIIIEHUS KUCIOPOIOM.

Pe3ynbrarthl JOMKHBI HAXOAWUTHCS B YCTAHOBJIEHHBIX IIpeleiax Jjsl KOHKPETHOTrO
JIEKapCTBEHHOT'O Ipernapara.

B npouecce npon3BoCTBa, T€ 3TO BO3MOXKHO, KOHTPOJIUPYIOT CKOPOCThH pOcTa OaKTepHii
WIM BUPYCOB MOAXOJALIMMH METOJIaMH, MOJIyY€HHbIE 3HAYEHHS JOKYMEHTUPYIOT. Pe3ynbTarsl
JIOJDKHBI HAXOJHUTHCS B YCTAHOBJIGHHBIX NpeenaXx. AHTHTEH MOXET ObITh MHAKTHBUPOBAH,
OYMIICH U (WJTH) KOHIIEHTPUPOBAH.

2.3.2. Hnakmueayus

Jlis Tpou3BOJACTBA WHAKTUBHPOBAHHBIX BAaKIMH [Isl BETEPHUHAPHOTO MPHUMEHEHUS
UCIOJIB3YIOT BaJMAMPOBAHHBIE MpOILEeNypbl MHaKTUBauuu. [Ipu mpoBeleHHMM HCHBITAaHUN Ha
MOJIHOTY WHAKTUBAllMM BaXHO YYHUTHIBATH BO3MOXKHOCTh (DU3MUYECKON 3alIMIIEHHOCTH
OpPraHU3MOB OT UHAKTHBAIMH B YCIOBUSAX MPOU3BOJICTBA.

2.3.2.1. Kunemuxa unaxmueayuu

WcnpiTanne KUHETUKM MHAKTUBAllMM MPOBOAST OJWUH pa3 il  KOHKPETHOTO
IIPOU3BOJICTBEHHOIO IIPOLIECCa, KAK OMMCAHO HIKE. B NMPOM3BOJICTBEHHBIX YCIOBMSIX NOJIKHO
OBITH TMOKa3aHO, YTO WHAKTHUBUPYIOIIUNA areHT W TMpoIeaypa HMHAKTUBAIIMN WHAKTUBUPYIOT
BaKIIMHHBI MHUKpoopraHu3M. HeoO0Xoaumo TMoNyduTh aJeKBaTHBIE JaHHBIE O KHHETHKE
WHAKTHBAaIMU. Bpems, WHAaKTHBalMM, Kak TpaBWIO, COCTaBisieT He Oomee 67 % ot
MPOJIOJKUTENIHOCTH CTaIMM MHAKTUBALMU B TEXHOJIOTHYECKOM Mpolecce. MakcUMallbHbIA TUTP
BaKIIMHHOTO MHUKpPOOpraHM3Ma, Ha KOTOpbIN HalleJleH BBIOPAHHBII METOJ WHAKTHUBAlUH,
YCTaHABIMBAIOT HA OCHOBAHUU JAHHBIX O KHHETHKE NMHAKTHBAIIHIH.

2.3.2.2. Ocmamounvie uHakmusupyrowue u 0emoKCuyupyroujue KOMNOHeHmbl

B xoxe kaxaoro mpom3BOJCTBEHHOIO IMKJIA IMPOBOAST COOTBETCTBYIOLINE HCIIBITAHMS,
MOJATBEPXKJIAIOIINE, YTO HWHAKTUBUPYIOUIMN WM JAETOKCULUPYIOUMH areHT ObUl yJaleH,
HENTpaIn30BaH WU J0BEICH 10 IPUEMIIEMOTO OCTaTOUYHOTO YPOBHH.

[Ipu ucnonb30BaHUU B KaUeCTBE MHAKTUBUPYIOIIETO areHTa COeIMHEHUs asupuaIuHa JJis
€ro HeMTpaau3ay MOXKHO UCIIOJIb30BaTh THOCYIb(AT HATPUS C MOCIEAYIOIINUM ONpeIeICHuEM
OCTaTOYHOTO COJIEpKaHUs B MHAKTUBUPOBAHHOI OMomacce mociie MHaKTUBAIUH.



[Ipu mMcnonb30BaHUU B KaueCTBE MHAKTUBUPYIOIIETO areHTa (opManbaeruaa, mpoBOIsT
UCIBITAaHUS Ha ONpEJENICHNE COJEPKaHUSI CBOOOHOTO OCTAaTOYHOro (hopMasbAeruia, COrIacHO
yKa3zaHusAM paszzena 3. Mcnvimanue cepuu.

2.3.2.3. Ilonnoma unaxmusayuu u 0emoxcukayuu

HcnplTannus Ha NONHOTY WHAKTHBALMM WIM JI€TOKCUKALMU IPOBOAST cpaszy Iocie
MpoLeAypbl MHAKTUBALMU WIA JETOKCUKALMM WM TMOCIE MOCIEAYIOUIMX TEXHOJIOTMYECKUX
3TaNoB, MOBBILIAIOUIMX YYBCTBUTEIBHOCTh MCIBITAaHUS (HAIpUMEpP, KOHLEHTPUPOBAHMUS).
Banupanusa merona uCnbITaHUS HA OCTaTOYHBIN )KMBOW BUPYC, OAKTEPUH WIIM HA JIETOKCHUKAIUIO
JIOJDKHA OBITH COCPEIOTOUCHA HAa YPOBHE OOHAPYKEHHS KUBOTO BUPYCa, OAKTEpHii MIM TOKCHUHA.

2.3.2.3.1. bakmepuanvuvle 8akyuHwvl

BbiOpaHHbIii METOA Uil HMCHBITaHUS JIOJDKEH OBbITh HPUTOAHBIM JUIS HCIBITYEMOMN
OaxkTepuaabHOW BAaKIUHBI ISl BETEPUHAPHOTO MPUMEHEHHS (IOJDKHO OBITh HE MEHee JBYX
naccakell Ha pa3sHbIX IIUTATENbHBIX cpefax). OnpeaesnstoT pocT B IPOU3BOJACTBEHHON Cpee WM,
€CJIM JJI1 MPOU3BOJICTBA MCIOJIB30BAIACH TBEPAAs CPella, B MOAXOMASAIIEH KUJIKOW cpele Wik B
cpele, yKa3aHHOW B 4YacTHOM (apmakonelHol cTarbe. bakrepwanbHas BakIMHA s
BETEPUHAPHOTO NPHUMEHEHUS BBIAEP>KUBAET UCIIBITAHUE €CIU OTCYTCTBYIOT >KH3HECIIOCOOHBIE
MHUKPOOPTaHU3MBI.

2.3.2.3.2. bakmepuanbHble AHaAMOKCUHbL

Bo10panHbIif METOJ 17151 UCIIBITAHUS JOJKEH OBITh IPUTOAHBIM JIJIS1 OIIPEIEIEHNS TOKCUHA
WM TOKCUHOB U OBITh HAauOOJIee YyBCTBUTEIBHBIM U3 IOCTYITHBIX METOOB.

2.3.2.3.3. Bupycnvie saxyunwi

BriOpanHublii MeTON i UCHBITaHUS JAOJDKEH OBITh MPUTOJHBIM ISl HMCIIBITYEMOM
BUPYCHOM BakUUHBI (UCHOJB3YIOT HE MEHEE ABYX Maccakell Ha KyJbType KIETOK WM B
SMOpPUOHAX SIHII PU OTCYTCTBUH MOJXOJSIIETO YyBCTBUTEIBHOIO METO/1a UCIIBITAHUS IPOBOJISAT
Ha )KUBOTHBIX ).

KonnuectBo 00pa3iioB KJIETOYHBIX KYJABTYP, SWIl WJIA >KUBOTHBIX JOJDKHO OBIThH
JIOCTATOYHBIM sl 00ecTIeueHHs HaIIeKallell YyBCTBUTEIbHOCTH METO/1a.

JIns IpoBeJIeHNs MCIIBITAHMi Ha KIETOUHBIX KyIbTypax HCIONB3yIoT He MeHee 150 cm?
MOHOCIION KJIETOYHOH KYJIBTYphl W WHOKYIHpYoT He MeHee 1,0 MJI WHAKTHBHPOBAHHOTO
BHUPYCCOJEP)KAILETO MaTepuana. BupycHas BaknuHa [l BETEPUHAPHOIO IPUMEHEHUS
BbIJIEP)KMBAET HUCIIBITAHKUE, €CJIM HE OOHAPYKEHO NMPU3HAKOB MPUCYTCTBUS KUBOTO BUpYCa WIU
MHUKPOOPTaHU3MOB.

2.3.3. I'omoswiil Hepacghacosannvlli NPOOYKM U IeKAPCMBEEHHbII NPEnapam

I'oToBBIM HepacdacoBaHHBIN NPOAYKT MOIY4aOT OObEIUHEHHWEM OJHOro WM Oosee
cOOpOB aHTUT€HA WJIX HYKJIEMHOBOM KHUCIIOThI, COOTBETCTBYIOIIMX YCTAHOBJICHHBIM TPEOOBAHUSM,
¢ n00aBJIE€HHEM BCIIOMOIaTelIbHBIX BEIIECTB, HANpUMeEp, CTaOMJIN3aTOPOB, AHTUMHUKPOOHBIX
KOHCEpBAHTOB U pazbaButens (pactBoputesst). COOpHI KUBBIX MUKPOOPTaHU3MOB (aHTUIE€HOB)
HPOBEPSAIOT HA YUCTOTY. JIroOble Ipyrue THUIBI aHTUTEHOB U BCE MCIOJIb3YEMbIe CYOCTAHIIMH JUIS
(apMalleBTUYECKOTO MPUMEHEHMsI JOJKHBI OBITh CTEPWIIBHBIMH, €CIIM HHOE HE pa3pelieHo
YIOJTHOMOYEHHBIM OpraHoM. KOMIIOHEHTBI BakLMHBI CMEIIMBAIOT B COOTBETCTBUU C
YTBEPKACHHBIM COCTaBOM. ['0TOBBIN HepachacoBaHHBIA NPOAYKT pacacoBBIBAIOT aCENTUUECKU
¢ CyOJIMMAaLMOHHOM CyIIKOI uii 0e3 Hee B CTEpUIIbHbIC 3aKPhIBAIOIIMECS TEPBUYHBIE YITAaKOBKH,
JUISL IPEIOTBpallleHUs] KOHTaMHHAIIUY, €CJIM MHOE HE YKa3aHO B YaCTHOMU (hapMakoIelHo cTaTbe
WIM HE Pa3pEUIEHO YIIOJIHOMOUYEHHBIM OpPTraHOM.

Jlyi BaklMH, BBITYCKaeMbIX HE B JKMJIKOW JIEKApCTBEHHOW (OpMe U NpeaHa3HauYE€HHBIX
TOJIBKO ISl HEMAPEHTEPAIbHOTO IPUMEHEHMS, IPU COTIACOBAHUU C YIIOJTHOMOYEHHBIM OpraHOM
roTOBBIA HepachacOBaHHBIM TPOIYKT MOXKET OBITh pacrmpeneneH u (wim) pachacoBaH B
COOTBETCTBYIOIUX YCIOBMSX B MOAXOIAILIME YIAKOBKH C 3aIUTOW OT HECAHKIIMOHUPOBAHHOTO
BCKPBITHS.

2.4. [IPOU3BOJICTBEHHBIE UCITPITAHUA



2.4.1. Cooepocanue anmucena

OcCHOBY BakIMHBI COCTaBJISIOT aHTUTeHbl. CoJep)kaHHe aHTUTEHOB B OMomacce Wi B
BUPYCHOM cOOpe OMPEeISIOT 10 WK MOC]e MHAKTUBAIMY U (UJIHM) MOCNIeayomeil o0paboTkwy,
€CJIM NPUMEHUMO.

2.4.2. Cooepoicanue HYyKIeUHOBOU KUCIOMbL

ConepkaHne HYKIEMHOBOM KHCIIOTBI MpEACTaBIseT co0oil ocHoBY coctaBa JIHK- mmm
PHK-BakuuH st BerepuHapHoro npumeHeHus. ConepkaHue HYKIEMHOBOM —KHCIIOTBI
ONPENENAT MOAXOMSAIIMM METOJOM Ha COOTBETCTBYIOUIEH CTaJMM MPOU3BOJCTBEHHOIO
nporecca.

2.4.3. Akmuenocms cepuu

Lenpro ucTIbITAHUS AKTUBHOCTH CEPUU SIBJICTCS MOATBEPKICHUE COOTBETCTBUS KAXKI0M
CepUM BAaKUUHBI JJIs BETEPUHAPHOTO TMPUMEHEHHs, TpeOOBaHMUSIM HCHBITAHUS pas3zena
Axmuenocmo u Mmmynozennocme.

Ecin wucnelTanue, onucaHHoe B pasnaene Axkmusnocmv uiu HMmmynozcennHocms, He
UCTIONB3YIOT JJIsl PYTUHHBIX HCCIEAOBAaHUM, B Xoae (apMaleBTHUECKOW pa3paboOTKu
YCTaHaBJIMBAIOT UCIBITAHUE VISl OTIPEJCIICHUS] aKTUBHOCTH CEPUHU.

Kpurepun npuemsieMoCTd AJis UCHIBITAHUN aKTUBHOCTH CEPUM, YCTAHABIMBAIOT MyTEM
KOPpEJISALIMY C UCIIBITAHUEM, ONUCAHHBIM B pazjeiie Axkmuenocms. ECu UCHIbITAHNE aKTUBHOCTHU
Cepuu OIMCAaHO B 4YacTHOW (papmMakomneiiHON cTaThe, €ro MNPHUBOJAT B KadyecTBE NpuMepa
WCIBITAHUS, CUUTAIOIIUMCS MOAXOMSAUIMM IIOCJE€ YCTAaHOBJIIEHHS €ro CONOCTABUMOCTH C
UCIIBITAHUEM AaKTUBHOCTHU, MOTYT OBITh HCIOJB30BaHbl JIPYrH€ METOJbl HCIBITAHUA,
MOATBEPKIAIOIINE AKTUBHOCTh CEPUH.

J11s1 )KUBBIX BaKIMH ISl BETEPUHAPHOTO MPUMEHEHHS B KAYECTBE UCIIBITAHUSI aKTUBHOCTH
cepud OOBIYHO HCIIOJNB3YIOT METOJA  OIpeleNieHHs THUTpa BHpyca WU  KOJIHYECTBA
MHUKPOOPTaHU3MOB.

J{ns MHAaKTUBUPOBAHHBIX BAaKLUMH JJIi BETEPUHAPHOTO IMPUMEHEHUS PEKOMEHIYEeTCs
pa3paboTka MeToIOB IN VItro mpu yclioBHH, YTO:

—  ONPEIEeNsIOT U KOHTPOJIUPYIOT KIIFOUEBbIE TapaMeTPhl IPOU3BOICTBEHHOTO ITPOLIECCa;

— TPOBOAAT BHYTPUIIPOU3BOACTBEHHBI KOHTPOJL (BKIIOYAs KOJIUYECTBEHHOE
ompejeNieHue aHTUIeHa MOoCcle MHAKTUBAIMU U (MIIM) KOHIEHTPUPOBAHHUS, €CIIH MPUMEHUMO) U
WCIIBITAaHUH JJIs OATBEPKICHUSI COCTaBa KOHKPETHOTO JIGKAPCTBEHHOTO Tperapara;

Jns JHK- wnin PHK-BakiuH 17151 BETEpUHAPHOTO NMPUMEHEHHS B UCIHBITAHUSAX JOJIKEH
OBITH IMOKa3aH COOTBETCTBYIOIINI YPOBEHBb (DYHKIIMOHAILHON aKTUBHOCTH.

Cooepoicanue anmueena

KonnuecTBo COOTBETCTBYIOIIETO aHTUIE€HA B OJIHOM J103€, ONpeAeeHHOE MOAXOASAIINM
METOJIOM, HE JOJKHO OBITh 3HAUMTEIHHO HUKE, YeM B CEpUHU BAKIMHBI, KOTOpas IOKasala
YIOBJIETBOPUTENBHBIC PE3YIHTATHI IPU UCTIBITAHUN aKTUBHOCTH.

Cooepoicarue HYKIeUHOBbIX KUCIOM

KoHueHnTpanus cooTBEeTCTBYIOUINX HYKJIEMHOBBIX KHCIOT B OJHOMU J103€, ONpe/esieHHas
MOAXOASAIIMM METOJIOM, HE JOJKHA MMETh 3HAYUTENbHBIX OTIIMYMNA OT CEPUU BAKLUMUHBI JJIA
BETEPUHAPHOTO MPUMEHEHHS, KOTOpas Jlaja YIAOBJIETBOPUTEIbHBIC PE3YNIbTAThl MIPU HUCTIBITAHUN
AKTUBHOCTH.

Aowrosanm

Ecaun npoBoauTCs MCHbITaHUE HA COIEpKAHUE aHTUT€HA U BAaKIMHA JJI BETEPUHAPHOTO
MPUMEHEHUS COJIEPKUT aIbIOBAHT, TMOJIMHHOCTh aIbIOBAaHTA OMPEICISIOT TOIXOSIUMU
XUMHUYECKUMH METOJIAMH, a UCHBITAHUS aJbIOBAHTA MPOBOASAT B COOTBETCTBUU C OMHCAHHEM B
paznene 3. Ucnvimanus ceputi. KadecTBeHHBIE W KOJMYECTBEHHBIC XapaKTEPUCTUKH aIHIOBAHTA
JIOJKHBI  COOTBETCTBOBATh (HE JODKHBI MMETh 3HAUMTENIbHBIX OTJIMYMM) CEpUU BAaKLUUHBI C
YIIOBJIETBOPUTEIBbHBIMH PE3YJIbTaTaMHU HCIIBITAHUS, OMUCAHHOM B pa3fiesie AKmueHocms.

2.5. CTABMJIBHOCTH B [TPONU3BOJCTBEHHOM ITPOLIECCE
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B nponecce npon3BoACcTBa BaKIIMHBI ISl BETEPUHAPHOIO IPUMEHEHUS HA Pa3HbIX CTAIUAX
MIPOU3BOJCTBA IOJIYYAarOT IPOMEKYTOUHBIE MPOAYKTBI, IPEANOJIaraéMble YCIOBUS U
IPOIOJDKUTEIBLHOCTh XPaHEHHUS KOTOPBIX 3aBUCUT OT JAaHHBIX O CTAOMIIBHOCTH.

3. UCIIBITAHUSA CEPUU JIEKAPCTBEHHOI'O ITPEITAPATA

B uacmuwix ¢apmaxonetinblx cmamvsax yKazvleawom UCNblMaHus, HeooOXooumbvle Os
KOHKPEmHO20 IeKapCmeeHHo20 npenapamad.

OtnenpHBIE MCHBITAaHUS MOTYT OBITH BBIOJHEHBI Ha TOTOBOM Hepac(pacOBaHHOM
NPOJIYKTE, a HE Ha CEPUAX, MOJTYYEHHBIX U3 Hero. K TakuM HCIBITaHUSM OTHOCAT ONpeAeTICHHUE
HAJIUYUS AHTUMUKPOOHBIX KOHCEpPBAaHTOB M CBOOOAHOrO (Qopmaiblaeruia, a Takke
KOJINYECTBEHHOE OMNpE/eNCHHEe AaKTUBHOCTH WHAKTUBUPOBAHHBIX BAKIMH JJISi BETEPHHAPHOTO
MPUMEHEHHUS.

[Ipu ompeneneHHBIX OOCTOSTENLCTBAX (HANpUMEp, NPU 3HAYUTEIBHBIX M3MEHEHUSAX B
MIPOU3BOJICTBEHHOM IIPOLIECCE, a TAKXKE MPU COOOIIEHUAX O HEOKUTAHHBIX TOOOYHBIX PEAKIIHSIX,
HaOJII01aeMBIX «B TIOJEBBIX YCIOBHSAX», I MPU COOOIICHUSX O TOM, YTO KOHEUHBIE CEPUU HE
COOTBETCTBYIOT paHee MPEJOCTaBICHHBIM JAHHBIM BO BpeMsI PETUCTPALIMK) MOTYT OTPEOOBaTHCS
JIOTIOJTHUTEIILHBIC MCTIBITAHUS, B TOM YHCIIE, HMCIBITAaHUS Ha )KUBOTHBIX. [l000HBIC UCTIBITAHUS
MPOBOJST IO COTJIACOBAHUIO C YIIOJTHOMOYEHHBIM OPTaHOM.

Jlnist moaTBepKIEHUS 0€30MaCHOCTH JICKAPCTBEHHOTO IpenapaTa MOTYT ObITh IPOBEICHBI
OJIHO WM HECKOJbKO HCIIBITAHWM, OMUCAHHBIX B 0O0mIed ¢apMakonelHOW cTaThe HoMmep
bezonacnocmo eaxkyun u UMMYHHBIX CbI80POMOK O/ 6eMEPUHAPHO2O NPUMEHEHUS.

K Bbimycky MoOXeT OBITh JOMYyIIeHa TOJBKO Cepus JIEKapCTBEHHOIO Iperapara
COOTBETCTBYIOIIAS KAKIOMy W3 TIPUBEACHHBIX HIDKE TpEOOBaHMIA, MONOJHEHHBIX WIH
M3MEHEHHBIX B COOTBETCTBHM C YKa3aHHSIMH COOTBETCTBYIOLIEH 4YacTHON (apmakoneiHoi
CTaThU.

[Tpu He0OXOIMMOCTH UCTIBITAHUS BAKLIMH JJIs1 BETEPUHAPHOTO MPUMEHEHUS Ha )KUBOTHBIX
UCTIONB3YIOT MUHHMAJIbHOE KOJIMYECTBO KMBOTHBIX C HAMMEHBIIMM IMPHUYUHEHHEM UM OO0IH,
CTpaJaHus, CTpecca WIHM JOJroBpeMeHHOro Bpeaa. [lo okOHYaHUM HUCCIIEOBaHMM >KUBOTHBIC
JIOJDKHBI OBITH TTO/IBEPTHYTHI ABTAHA3HH, JIUOO JICYCHHUIO.

[Ipn monTBepkaeHUH TPeOOBaHUSM YacTHOM (hapMaKONEWHON CTaThe HCIBITAHUS Ha
KUBOTHBIX HEOOXOJWMO TPOBOJUTH C YYETOM CIEAYIOIINX IMOJIOKEHHA: €CIHU JKUBOTHOE
NPOSBISET  MOJOXKHUTENBHYIO) — PEaKkivio, TOATBEPXKIAONIYI0  UHOUIMPOBAHUE,  WUIU
JEMOHCTPHUPYET THIIMYHYIO KIMHUYECKYIO KapTUHY 3a00JIeBaHUs, IPH MTOTYYSHUH JOCTATOUHOTO
KOJIMUECTBA MOJIOKUTEIBHBIX PE3YyIbTaTOB, 3apaKEHHBIE )KUBOTHBIE JTOJKHBI OBITH KaK MOYKHO
CKOpee TMOJBEP)KEHBbl SBTAHA3WU WJIM TOJNYYHTH JIEYCHWE JUIS TPEIOTBPALICHHUS H3IHITHHX
CTpaJaHWil; HWCHONB30BaTh aJbTEPHATUBHBIE METOABI JUISI TIOATBEPKICHHUS COOTBETCTBUS
TpeOoBaHUsIM  4acTHOW  ¢apmakomneiHo  craTbu. [IlpuMeHeHHe TaKuX  HCHBITAHUN
HPENOYTUTENBHO, €CITU 3TO MPUBOJAUT K 3aMEHE MJIM COKPAILEHHIO MCIOIb30BAHUS KUBOTHBIX
WM YMEHBIICHHIO X CTpaJaHuil. PekoMeHIauu 1Mo 3aMeHe METOI0B 1V VIVO Ha MeTO/IbI iNn Vitro,
€CIIU MPSIMOE CpPAaBHEHHE HEBO3MOXKHO, MPEJCTABICHBI B 001Iel (hapMakoneiHoil ctatbe Homep
3amena memooos in vivo Ha Memoovl in Vitro 0151 KOHMPOJisl KAYeCmed 6aKyuH.

Bce xypuHbIe siiita, Kypbl 1 KyJIbTYpbl KYPHHBIX KIIETOK, UCTIOJB3YeMbI€ B UCIIBITAHUSAX Ha

COOTBETCTBHUE KaueCTBA BAKIIMHBI JUII BETEPUHAPHOTO MTPUMEHEHHS, JTOJDKHBI OBITh MOJTyYSHBI U3
cTaza Kyp, HE COJIepIKaIlero onpeesieHHbIX maToreHoB (kareropus CI1®D) (2.3.19.4).
B ycrnoBusix Hamuiexameil CHCTeMBbI KauecTBa, a TaKKe, BaTHINPOBAHHBIX MPOHU3BOJCTBEHHBIX
IPOIIECCOB U CPEJICTB KOHTPOJIA 32 HUMHU, HEOOXOAUMOCTh NMPOBEACHHUSI HEKOTOPBIX MCIBITAHUH
MOJKET ObITh TEePecCMOTpPEHa MPHU OLIEHKE COOTBETCTBUS TpeOOBaHUAM (apMaKONEWHbIX CTaTeH,
coryiacHo pasneny Obwue ceeoenus Gapmaxonen Corosa.

B KaXaoM KOHKpPETHOM Ciyd4ae, C COTJIaCHS YIIOJHOMOYEHHOTO OpraHa, BHIOOp U
HEOOXO/IMMOCTh TPOBEIEHUS OIpPENeIEHHBIX HMCIBITAHUHM JIEKapCTBEHHOIO Mpernapara MOTYT
OBITh TIEPECMOTPEHBI, TPU YCIOBWUHU, €CIM IPH HWCIBITAHUSIX B TMPOIECCe MPOU3BOICTBA
JIEeMOHCTPUPYETCS CTAaOMIBHOCTh M TOJIyYeHHE TOTOBOTO JIEKApCTBEHHOIO IIperapara Juls
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BETEPUHAPHOTO TPUMEHEHHUSI COOTBETCTBYIOIIETO TPeOOBaHUAM 001Iel (hapMaKoNelHOl cTaTbe
U YaCTHOHM (papMakoNelHOW cTaThe, WIN MOTYT OBbITh MCIOJb30BaHbI AJIbTEPHATUBHBIE METObI
UCTIBITAHUS.

3.1. Uoenmughuxayus

[TogmMHHOCTS aHTHTEHA WJIM HYKJIEMHOBBIX KHCJIOT BXOJSIIMX B COCTAB BAaKIMHBI IS
BETEPUHAPHOIO MPUMEHEHMs, KOAUPYIOIIME aHTUreH(bI), MOATBEPXKIAIOT C HCIOJIb30BAHUEM
MOJIXO/SAIINX METO/IOB.

3.2. Qusuyeckue ucnolmaHus

Bazkocms. BakuuHy ans BETEpUHAPHOTO NPUMEHEHHMS C MAacClSHBIM aJbIOBAHTOM
IPOBEPSAIOT Ha BA3KOCTh MOAXOJIAIIMM METOJOM, YCTAHOBJIEHHBIM i KOHKPETHON BaKIMHBI.
JlomkHa ObITh TOATBEPKIEHA CTAOUIBHOCTD SMYJIBCHH;

3.3. Xumuueckue ucnvimanus. OnpenensoT KOHUEHTPALUIO BCIIOMOIaTelbHbIX BEIIECTB,
TaKUX KaK QJIIOMUHUA M KOHCEpPBAHTHI, JUIS IOATBEPXKACHUS COOTBETCTBHUS TIpejaesaM,
YCTAHOBJICHHBIM JUIsl KOHKPETHOM BaKLMHBI AJIs1 BETEPUHAPHOIO IIPUMEHEHUS.

3.4. pH (2.1.2.3). Ecnu npumenumo, 3HaueHue pH onpenenstoT B )HUIKUX BaKIIMHAX IS
BETEpUHAPHOIO IpPHUMEHEHWss M B pacTBopurene (pazOaBuTene) I MOATBEPIKICHMS
COOTBETCTBUS YCTAHOBJICHHBIM IIPEICIIaM.

3.5. Booa. Ecnu npuMeHUMO, B JTUO(UIM3UPOBAHHBIX BaKIMHAX JUIsI BETEPUHAPHOTO
NPUMEHEHHUS ONPEACISIIOT  COJAEpIKaHUE  BOJIHI, JUIE  TIONTBEPXKACHUS  COOTBETCTBUS
YCTAHOBJICHHBIM IIpeJIesIaM.

3.6. ©opmanvoecuo (2.1.4.18.). TIpoBoasAT HCHBITAaHHS BAKIMH IS BETEPUHAPHOTO
IPUMEHEHHs, NPU MPOMU3BOJCTBE KOTOPBIX ObLI Hcmosb3oBaH (opmanbiaerun. CopaepikaHue
cBoOOHOTO (popManbIeruaa A0KHO ObITh He Oosee 0,5 /i, MpH OTCYTCTBHH JI0KA3aTEIILCTB
6e3omacHocTH OoJiee BICOKOW KOHIeHTpauuu. Mcnons3yrot Meton b, ecnu 1t HeWTpanu3anuu
n30bITKA (OPMATIBACTH I TPUMEHSIIN METaOUCYIB(PUT HATPHSI.

3.7. ®enon (Homep). Ecnu mnpu NpOM3BOJACTBE BAKLUUHBI Uil BETCPHHAPHOTO
NpUMEHEHHS OBUT UCTIONB30BaH (PEHOII €ro COo/IepKaHue He TOJDKHO MPEBBIIIATh 5 T/11.

3.8. Bakmepuu u cpubwr (2.1.6.1.). BakiuHsl 111 BETEPHHAPHOIO MPUMEHEHUS JTOJIKHBI
BBIJICP)KUBATH UCTIHITAHUE HAa CTEPUIIBHOCTb.

Ecnu 06bem xuikocTy Bo ¢uiakoHe npesbimaet 100 mMi1, HCIONb3YIOT METOT MEMOpaHHOM
¢unbTpanuu, ecau npuMmeHumo. Ecnum Meron meMmOpaHHOM (UIbTpallud HE MOXET ObITh
UCIOJIb30BaH, MPUMEHSIOT METO NpAMOro nocesa. Eciu 00beM )KUIKOCTH B KaX/10M yrakoBKe
cocraBisieT He MeHee 20 MJI, MUHUMAaJIbHBIH 00BEM, KOTOPBIA JTOJHKEH HCIOJIB30BATHCS IS
KaX/10i muTarenabHoll cpensl, coctaBnseT 10 % OT copepKuMoro wiu 5 mil, B 3aBUCUMOCTH OT
TOTO, YTO MeHbIIe. Pa3mep BBIOOPKH ISl HCIIBITAHHS CTEPHIIBHOCTD JIOJKEH COCTaBIATH 1% OT
CepuH, IPU ITOM, MUHUMYM UYEThIPE YIIAKOBKU U MAKCUMYM JIECSTh YIIaKOBOK.

B kuBBIX OakTepHaNbHBIX W JKMBBIX TPHOKOBBIX BAaKIMHAX Uil BETEPHHAPHOTO
NPUMEHEHHS JOJDKHBI OTCYTCTBOBAaTb MUKPOOPTAHU3MBI, OTIMYHBIX OT BaKIMHHBIX IITAMMOB,
OTCYTCTBHE TIOATBEPXKJIAIOT MOIXOASIIMMH METOJAMH, HalpPUMEp, MHKPOCKOITUYECKAM
UCCIIeIOBAaHUEM U MHOKYJISIIUEH MOIXOASIIEH CpeIbl.

B KHMBBIX 3aMOpPOXEHHBIX WM JHO(DWIM3HUPOBAHHBIX BHPYCHBIX BaKIMHAX JUIS
BETEpUHAPHOTO MPUMEHEHUS, IMOJYYEHHBIX M3 SUI[ ¢ SMOpUOHAMH, NpPEAHA3HAYEHHBIX IS
HETapeHTePaTHLHOTO MTPUMEHEHHUS, MTOKa3aTeh Ka4eCTBa CTEPHILHOCTh MOXET OBITh 3aMEHEH Ha
nokaszarejb KauyecTBa OTCYTCTBHE IMATOT€HHBIX MHKPOOPTraHM3MOB C TpeOoBaHHMEM He Oolsee
OJTHOTO HETAaTOTeHHOTO MHUKPOOpTraHu3Ma Ha 1o3y. [lonTBepkaatoT MoAXOIIIIUMH METOJaMH:
MHUKPOCKOTUYECKUM HCCIIET0BAaHUEM U MHOKYJISIMEN B TOAXOISIINE CPEbI.

3.9.  Ilocmoponnue acenmul. BaKIHMHBI 17151 BETCPUHAPHOTO MMPUMEHEHUS HE TOJKHBI
coJiepKaTh NOCTOPOHHUX areHTOB.

3.10. Tloanoma umaxmusayuu u (Uiu) OemoOKCUKAYUU. BriOpannsnii mMeton s
UCTIBITAHUS TOJDKEH OBITh NPUTOHBIM. BakIMHBI A1 BETEpUHAPHOTO MPUMEHEHUS HE JOJDKHBI
coJiepKaTh HEMHAKTUBUPOBAHHBIE BUPYCHI U OAKTEPHH.
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JlJiss MTHAKTUBUPOBAHHBIX BAKIWH JUIsI BETEPUHAPHOTO TPUMEHEHUS U OaKTepUaTbHBIX
AQHATOKCUHOB TIPOBOJIST WCIIBITAHUS, ONMUCaHHbie B pazaene 2.3.2.3. B Tex cmydasx, xorma
BCIIOMOTaTENIbHBIC BEIIECTBA MOTYT MPEMSTCTBOBATH MPOBEJACHUIO UCTIHITAHNI HAa WHAKTUBAIIUIO
u (WIM) JCTOKCHKAIMIO, HCIBITAHUE NPOBOAAT B IHPOIECCe IPOM3BOACTBA HA CTaIuHU
MPUTOTOBJICHUS CEPUH BAKIIMHBI JIsI BETEPHHAPHOTO PUMEHEHUs, Tocie 00beMHEHUs COOPOB
AHTHUTCHA, HO TIepe/] JI00aBJIEHHEM BCIIOMOTaTeIbHBIX BEIIECCTB.

WcnpiTanus cepuy BaKIUHBI JJI1 BETEPUHAPHOTO IPUMEHEHUS HA MMOJTHOTY HHAKTHBAIUH
WM JICTOKCHKAIIUK MOYKHO HE MPOBOJUTH IPH YCIOBUH, €CIIH:

1. mepex >TamoM WHAKTUBAIMU HCCIEAOBAH TUTP KaXIOro cOopa BHUPYCHOW WIIH
OakTepHaaIbHOW OHMOMACCHI, M HE IMPEBBIMIACT MAaKCHMAaJIbHOIO 3HAYCHHUs, YCTAHOBJICHHOI'O Ha
OCHOBE HCCIIEIOBAaHUI KUHETHKA NMHAKTHBALIHH,

2. ObUIa TPOJCMOHCTPHPOBAHA BBICOKAS YYBCTBUTCIBHOCTh METOJA HCIBITAHUSI K
OCTaTOYHBIM >KUBBIM BUPYCaM HIIA OAKTEPUSIM;

3. xaxapli cOOp BHPYCHON WM OaKTepHaIbHOM OMOMACCHl MCCJICIOBAaH Ha HAIMYHE
OCTaTOYHBIX KUBBIX BUPYCOB MM OAKTEPUI U TIOTYUYCHBI yIOBICTBOPUTEILHBIC PE3YIbTATHI.

Ecnu cymiecTByeT prcK Bo3BpaTa K TOKCHYHOCTH, IIPOBOJIST UCITBITAHKS Ha JICTOKCUKAIIHIO
Ha TOCJIEIHEH CTaJuu MPOW3BOJACTBEHHOTO TpOIlecca, Ha KOTOPOH YyBCTBUTEIBHOCTH METO/A
UCIBITAHUS HE CHUXKAeTCs (HapHuMep, Mocje 00beIMHEHUS Pa3IMuHbIX COOPOB aHTUICHA, HO 0
NO0ABJICHUST BCIIOMOTATEIbHBIX BEIIECTB), JUIA MOJATBEPXKJICHUS OTCYTCTBHS BO3Bpara K
TOKCHYHOCTH.

3.11. Muxonaasmer (2.1.6.25). JKuBble BHPYCHBIC BaKIMHBI JJIsi BETEPUHAPHOTO
NPUMEHEHHS JIOJDKHBI BBIJICPKUBATh UCTIBITAHUE HA MUKOILUIa3MbI (KYJIbTYPaIbHBIH METOI).

3.12. Akmuenocmo. BakmHa 1t BETEPUHAPHOTO MPUMEHEHHSI IOJDKHA COOTBETCTBOBATH
TpeOOBaHUSM HCIBITAHWS, YKa3aHHbIM B pasiene 2.2.1.1., mpu BBeIeHHH PEKOMEHIOBAHHBIM
CII0co0oM.

4. XPAHEHUE

B 3amuiennom ot ceeta mecrte mpu remmneparype ot 2 °C go 8 °C, eciu He yKa3aHO UHOE.
Kunkue npenapatsl 11 BETEPUHAPHOTO MPUMEHEHHUS HEJIb3sl 3aMOPaKHBaTh, €CJIM HE YKa3aHO
HWHOEC.

Cpox 2co0nocmu (cpok xpanenust). Ecnu He yKa3aHO MHOE, CPOK TOJHOCTH PACCUUTHIBAIOT
C Hauana OmpeeNieHUs] COJAEp)KaHUS TUTpa BHpPyca WIM KOJIMYECTBAa OaKTepuil (ISl KUBBIX
BaKIMH JUISI BETEPHHAPHOTO MPUMCHCHHS) WIM C HadaJia UCIBITAaHUS Ha aKTHBHOCTh WU
UMMYHOT€HHOCTh  (A7I1  JIpYrMX BakUWMH Uil  BETEPUHAPHOrO  TIpumeHeHus). s
KOMOWHUPOBAHHBIX BaKIMH JJIs BETEPUHAPHOTO MPUMEHEHHUS CPOK TOJHOCTH COOTBETCTBYET
CPOKY TOJHOCTM KOMIIOHEHTa, Y€l CpOK TOJHOCTH HCTEKaeT MepBbIM. [l BakuuH s
BETEPUHAPHOTO MPUMEHEHUS, XPAHSIIUXCS TPOU3BOAUTENIEM IIPU TEMIIEpaType HUKE YKa3aHHOU
HAa OTUKETKe, CTaOWIBHOCT, B TEYEHHE BCEr0 CpPOKa XPaHEHHUS MOJTBEPKIAIOT
COOTBETCTBYIOIIMMU UCCIIENOBaHUAMU. J[aTy UCTEUEHHS CpOKa TOJAHOCTU PACCUUTHIBAIOT UCXO/Is
U3 CpOKa XpaHEHHs YKa3aHHOTO Ha STUKETKE MPHU YCIOBUHM XPAHEHUS B HAJJIEKAITUX YCIOBHUSX.
Cpok TOTHOCTH (CPOK XpaHEHUs) paclpOoCTPaHAETCS TOJIBKO Ha BAaKIIMHBI VISl BETEPUHAPHOTO
MPUMEHEHHUS, XpaHSIIHecs B HAJIeKAIIUX YCIOBUSIX.

5. MAPKMTPOBKA

Ha sTukerke yka3bpIBaroT:
- JIEKAPCTBEHHBIN IIpenapar npeJHa3HauyeH I BETEPUHAPHOIO IIPUMEHEHHS;
- 0o0beM JIeKapCTBEHHOTO Mperapara Juisi BEeTepUHAPHOTO MPUMEHEHMs] U KOJIMYECTBO /03 B
YIIaKOBKE;
- IIYTb BBCACHU,
- TUIl UJIM TUITbI QHTUTEHHBIX BEIIECTB WM HYKJICHHOBBIX KUCIIOT, KOJUPYIOLINX aHTUTEH(bI), a
IJI1 JKUBBIX BaKIMH JJII BETCPUHAPHOIO IMPUMCHCHHUSA MHHHUMAJIBHOC W MAKCHUMAJIbHOC
KOJINYECTBO KUBBIX OAKTEpUi MM MUHUMAJIbHBIA M MAaKCUMAJIbHBIM TUTP BUpYCa,
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- JUTsl ”THAKTUBUPOBAHHBIX BaKIMH JJIS1 BETEPUHAPHOTO MPUMEHEHUSI MUHUMAJIbHYIO aKTUBHOCTh
B MEKIYHAPOIHBIX €AUHUIAX (€CITU TPUMEHUMO);

- g JHK- wim PHK-BakuuH Ui BETEpUHAPHOTO NPUMEHEHMS COICPKAHHE HYKJIEHMHOBBIX
KUCJIOT;

- Ha3BaHUE BCEX AHTUMHKPOOHBIX KOHCEPBAHTOB MJIHM IPYTUX KOMIIOHEHTOB, /J00aBISIEMbIX B
BaKLMHY JJIs1 BETEPUHAPHOI'O IIPUMEHEHUS (€CIIU IPUMEHHMO);

- Ha3BaHUE BCEX KOMIIOHEHTOB, CIIOCOOHBIX BbI3BAaTh HEOIArONpHUATHOE JICHCTBUE,

- U1 TMO(QUIIN3UPOBAHHBIX BaKLIMH JUUIsl BETEPUHAPHOTO IPUMEHEHHUS

- Ha3BaHME WIM COCTaB U 00beM jobaBisieMoro pas0aButTenss (pacTBOPUTENs) UL
BOCCTaHOBJICHUS,

- CpOK, B TEYEHHME KOTOPOI'O BAaKUUHY JUIsl BETEPUHAPHOI'O INPUMEHEHUS HE00X0IMMO
UCIIOJIb30BaTh MOCJIE BCKPBITHS U (MJIM) BOCCTAHOBIICHHUS;

- 17151 BaKIUH Ul BETEPUHAPHOIO PUMEHEHMSI C MACIISIHBIM aIbIOBAHTOM, MPEAYIPEXKICHUE «B
cJlydyae Cly4aifHOro BBE/IEHUS BaKLIMHBI UEJIOBEKY HEOOXOJMMa CpOYHAsi METUIIMHCKAsI [IOMOLLbY,
- BUJIbI )KUBOTHBIX, JUIsI KOTOPBIX IIpeIHAa3HauEHa BaKL{MHA JJIs BETEPUHAPHOIO IPUMEHEHNS;

- IOKa3aHMsl K IPUMEHEHHIO BAKIIMHBI JUIs BETEPUHAPHOIO IPUMEHEHUS,

- moOble TPOTHBONOKA3aHUS K TPUMEHEHHUIO BaKUWHBI JUISI BETEPHHAPHOTO NPUMEHEHHH,
BKJII0Yas HEOOXOAUMBIE IPEAYIPEKIECHHUS 00 OMACHOCTAX MEPEIO3UPOBKH;.

- 103bl, PEKOMEH/TyEeMbI€ JIJIsl pa3HbIX BUJIOB )KUBOTHBIX.
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