Homep. UMM YHOI'JIOBYJIMHBI U UMMYHHBIE CBIBOPOTKHA
I'ETEPOJIOI'MYHBIE 1JIsA MEJUIIUMHCKOI'O IPUMEHEHMUWSA

Hacrosimas obmas hapmakoneiiHas craThsi paclipoCTpaHsIeTCs Ha TPYIILY JIEKapCTBEHHbBIX
[IPENapaToB MMMYHOIVIOOYJIMHOB M HMMMYHHBIX CBIBOPOTOK T'€TEPOJIOTMYHBIX, COJAEpPIKAIIUX
OYMIIICHHBIC HMMMYHOTJIOOYIMHBI M (MJIM) WX (parMeHThbl, IOJYYCHHBIC M3 IUIa3Mbl WU
CBIBOPOTKM KPOBM HMMMYHHU3MPOBAHHBIX JKHMBOTHBIX. VIMMYHOIJIOOYJIMHBI W HMMMYHHBIE
CBIBOPOTKHM T€TEpOJIOTHYHbIE CcoJepXKaT creuuduyeckue aHTUTENa, HEUTpalIn3yrollue WU
CBS3BIBAIOIIIME AHTUTEHBI, IPUMEHSIEMbIE /111 UMMYHU3allUU )KUBOTHBIX. B KauecTBe aHTUTeHOB
MOTYT OBITh HCIOJB30BaHBI OaKTEpUANbHbIE WIH JPYrde TOKCUHBI, OaKTEpUAIbHBIC WIH
BUPYCHbBIC AHTUIEHBI, s1bl (3MEH, MayKoB, CKOPIHOHOB), AHTUI'€HbI YeJIOBEKa (HampuUMep,
auMmdonuTapusie). B 3aBUCUMOCTH OT KOJMYECTBA AHTUIE€HOB PA3IMUYalOT MOHOBAJICHTHBIE U
NIOJIMBAJICHTHbIE  CHIBOPOTKU. [lonMBasieHTHBIE CHIBOPOTKM  IOJY4YalOT HMMMYHH3aLueil
YKUBOTHOTO HECKOJIbKMMHU BHJAMH aHTUTEHOB WJIM OOBEIMHEHHEM HECKOJIILKUX MOHOBAJICHTHBIX
CBIBOPOTOK.

JlekapcTBeHHble  mpenapaTbl MMMYHOIJIOOYJIMHOB M MMMYHHBIX  CBIBOPOTOK
TeTepOJIOTUYHBIX MPEACTABICHBl, KaK IPaBUJIO, B BHUJAE JIEKApCTBEHHBIX (OPM PpacTBOPHI,
KOHIEHTPaThl U JIMO(UIN3AThl, MpeIHA3HAYEHHBIX /S BHYTPUBEHHOTO, BHYTPHUMBIIIEYHOTO,
MHTPATEKAJIbHOTO, TOAKOXHOIO, BHYTPUKOXKHOTO BBEJICHMs, €CIM HEOOXOJUMO Tocie
COOTBETCTBYIOILIETO PA3BEACHMUS.

I[MPON3BO/JACTBO

OchosHule nonodicenus

ITpon3BoACTBEHHBIN  Mpollecc JODKEH o0ecrneuyuBaTh  IOJyYeHHE  OJHOPOJHOU
UMMYHHOH IUIa3Mbl WJIM CBIBOPOTKH C HpueMIIeMOH 0e30MacHOCThIO, 3(PPEKTUBHOCTHIO H
CTaOUIIBHOCTBIO.

JIroOble peakTHBBI M MaTepHallbl OMOJIOTMYECKOro IMPOUCXOXKACHUS, NMPUMEHSIEMbIE B
IPOM3BOJICTBEHHOM IIpoIecce, He JOJDKHBI ObITh KOHTAMUHHUPOBAHBI OakTepUsIMHU, TpUOaMU U
BUpycamu. IIpoM3BOJCTBO MOHKHO COOTBETCTBOBAaTh TpeOOBaHMAM oOImiel QapmakoneiHon
ctatbu 2.3.1.3. Bupycnas 6e3onacnocms, B COY€TaHUU C Oosiee crienuPpUUHbIMU TPeOOBAHUIMU,
MpE/ICTaBICHHBIMU B JaHHOW oOmielt ¢apmaxomneliHoil cratbe. [Ipon3BOACTBEHHBIN Mpoliece
JOJDKEH COJep)KaTh CTaJAWI0 WM CTaIud YAaleHWss W (WIM) WHAKTUBAIlMM H3BECTHBIX

I/IH(I)CKI_[I/IOHHBIX arc¢HTOB.
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[Tpon3BOACTBEHHBIN TpOLECC AOJDKEH OBITh BAIWAMPOBAHHBIM, BOCIPOW3BOJUMBIM U
3 PEKTUBHBIM, HE CHIDKAIOMIMM OWOJIOTHYECKYI0 aKTUBHOCTH HMMYHOTJIOOYJIMHOB U
UMMYHHBIX CBIBOPOTOK.

Cmanoapmuulii obpazey. B xauecTBe cTaHIapTHOro oOpasma sl UCHBITaHHS Ha
cofiep’kaHue OENKOB C BBICOKOH MOJEKYISPHOM MacCcOod W Ui WCIBITAaHUS HAa YHUCTOTY
UCTIONIB3YIOT CEpUI0 TIpermapara ¢ JAOKa3aHHOW CTaOMIBHOCTBIO U A(P(EKTHBHOCTHIO B
KJIMHUYECKHUX MCCIIeIOBAHUSAX, W PEIIPE3CHTATHBHYIO €i CEepHIo.

JKusommuwie-npoodyyenmoi

Hcronp3yloT ~ 3I0POBBIX  JKMBOTHBIX-TIPOIYLIEHTOB,  BHIBl  KOTOPBIX  OJOOpEHBI
YIIOJIHOMOYEHHBIM ~ OPTaHOM, NPEJHA3HAYCHHBIX  HMCKIIOYUTEIBHO JJIs  NPOU3BOICTBA
UMMYHOTJIOOYJTMHOB HMJIM MMMYHHBIX CHIBOPOTOK. JKMBOTHBIE MOJDKHBI MOCTYNAaTh W3 MECT
pa3BeneHus (MMTOMHUKOB, (epM), PEryJIsipHO MOJBEPTAIOIINXCS ayAUTaM U HaXOAAIIMXCS TOJ
KOHTPOJIEM YIIOJIHOMOYECHHBIX OpraHoB. Kaxmoe KMBOTHOE INpH MOCTYIUICHHU IOJDKHO OBITh
00cIIeI0BaHO ISl IOATBEPKICHUS OTCYTCTBUS MATOTCHHBIX BO30OYIHMTENEH U Aajiee HaXOIUThCS
MOJ] THIATEIBHBIM BETEpUHAPHBIM HAOIIOICHUEM B OTHOIICHUH OIpPEIeICHHBIX HHPEKIIMOHHBIX
areHTOB, NIEPEYNCIICHHBIX B YTBEPKICHHOM IIEpeYHe, B TOM 4YHCIIe, BO30OyquTenei 3a0oneBanuii,
CenU(UYHBIX TSI MECT pa3BeICHHS KUBOTHBIX.

JKuBOTHBIE-TIPOTYLIEHTHI, MTOCTYIAOIINE B MUTOMHUKN 3aKPBITOTO THIIA, JTOJKHBI IIPOUTH
KapaHTWH, BO BPEMsI KOTOPOT'O HEOOXOJIMMO OPTaHU30BaTh MOHUTOPHHT COCTOSIHHSI KHBOTHBIX,
BKJIIOYAs BETEpPUHApHOE HaOJIOJICHUE, MPOBEIEHUE CEPOJOrMUECKHX HCCIEAOBAaHUM 10
OOHapyKCHHIO aHTUTCHOB ¥  (WJIM) aQHTUTEN, SBISIONMXCS MapKepaMH BHPYCHBIX,
OaKTepHaTbHBIX WM Mapa3uTapHBIX MH(EKIWH Yy KUBOTHBIX. VCronb3yembple KOpMa JOJDKHBI
MOCTYNaTh W3 KOHTPOJMPYEMBIX HMCTOYHUKOB M HE JIOJDKHBI COJEPXKATh OCIKH KMBOTHOTO
NPOMCXOXAEHUsA. B 3aBucMMOCTH OT reorpauueckoro pacrojOKEHHs MECT pa3BeleHUs U
BBIpAIlMBaHUs )KUBOTHBIX (MUTOMHUKOB, ()e€pM), €CIIH PUMEHUMO, TPOBOJIAT JONOIHUTEIIbHBIE
WCCIICIOBAaHMS HA MTATOTEHHBIE HH()EKIIMOHHBIEC areHTHI.

JXuBOoTHBIE, KOTOPBIE TIOJBEPTIIUCH JICYCHUIO AHTUOMOTHKAMH, MOTYT OBITh MCIIOJIH30BAHEI
JUIS TIONTyYEeHMS IJ1a3Mbl WM CHIBOPOTKH TOJIBKO TOCIJIE MEpUoJia BpeMEHH, HEOOXOAUMOTO IS
MIOJTHOTO BBIBEJICHHUS] aHTUOMOTHKA M3 OpraHu3Ma. AHTHOMOTHMKH MEHUIMJUIMHOBOIO psijia He
JIOJDKHBI TPUMEHSITHCS JUTS JICUCHU S YKUBOTHBIX-TIPOTYIICHTOB.

HmmyHuzayus #cugomuuix-npooyyeHmos

AHTHUTEHBI, HCIOJNb3yeMble Il ~ MMMYHM3allMd  KUBOTHBIX, JIOJDKHBI  OBITh
OXapaKkTEepPU30BaHbl U MJICHTU(DUIIUPOBAHBI 110 HAMMEHOBAHUIO U HOMepy cepuu. HeoOxomumo

MNOATBCPKACHUC OTCYTCTBUA ITOCTOPOHHHUX I/IH(i)CKI_[I/IOHHBIX ar¢HToB, C€CJIIM TPHUMCHUMO.
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JlokymeHTUpYIOT wHHPOpMaNKMilO0 00 HWCTOYHMKE W METOJax IOJNy4eHHs, TpeOOBaHUS K
KaueCTBEHHBIM XapaKTEPUCTUKAM aHTUICHA.

Ilepen HauanoM MMMYHU3ALMU )KUBOTHBIX U30JIMPYIOT HE MEHEE YeM Ha 7 CYTOK, 3aTEM B
COOTBETCTBUHU C YCTAHOBJICHHBIM TI'pa(UKOM OCYIIECTBISAIOT OYCTEpHbIE MHBEKIMH aHTHIEHA
(aHTUTEHOB) 4Yepe3 OlpeneiEHHbIE MPOMEXYTKH BpeMeHHU. JlomyckaeTcsi HUCHOJIb30BaHUE
aJBIOBAaHTOB. B KaXIOM IMKIC WMMYHH3AIlMM TPOBOAAT BETEpUHAPHOE HAOIIONEHHE 3a
KUBOTHBIMH M PETYJSIPHO KOHTPOJIHUPYIOT BBIpAaOOTKY crnenuduueckux antuten. Ecim y
JKUBOTHBIX BBIABJISIIOT IaTOJIOTUYECKUE W3MEHEHMs, HE CBSI3aHHbIE C HMMYHM3AIHEH,
UCIIOJIb30BaHUE BCEX KHMBOTHBIX B JaHHOW TpyIIe MPUOCTAHABIMBAIOT JO YCTAHOBJICHUS
OTCYTCTBUS BIHMSHHUS MX HCIOJIB30BaHHUA HAa 0€30MacHOCTb M 3(PPEKTHBHOCTH JIEKAPCTBEHHOTO
npenapata. [Ipy MMMyHHM3alUM JKUBOTHBIX JKUBBIMH MHUKPOOpPraHM3MaMH MEXAY MOCeIHen
UMMYyHH3aIMe ¥ cOOpOM KpOBU WM IUIAa3Mbl JOJKEH OBITH BBIAEP)KAH MEPUOJ BPEMEHHU,
JIOCTATOYHBIN ISl SIMMHUHAIIMY BBEIEHHBIX MUKPOOPTaHNU3MOB.

Cb6op Kkposu unu niasmol

COop KpoBM WM IJJa3Mbl HPOBOASIT B AaCENTUYECKUX YCIOBHUSX B IOMEIIEHUH,
M30JIMPOBAHHOM OT MECTa COJAEpKaHMSI U Pa3BEACHMS KUBOTHBIX, a TaKXe OT MOMEIICHUS, B
KOTOPOM TPOBOJISAT OYUCTKY UMMYHHBIX CHIBOPOTOK. MecTo mpokojia BEIOPUBAIOT, OYHUIIAIOT U
ne3nHpuuupyroT. JKUBOTHBIX MOXXHO IOJIBEPraTh aHECTE3UH NPU OTCYTCTBUM €€ BIUSHUS Ha
Ka4yecTBO JIEKapCTBEHHOTO mnpenapata. [Ipu oTcyTcTBUM JIpyroro oOOCHOBaHUS U pa3pelieHus
YIIOJIHOMOYEHHOT'O0 OpraHa, MOXKeT ObITh J0OaBJIEH aHTUMHUKPOOHBIH KOHCepBaHT. Ecnu minazmy
WIA CBIBOPOTKY HEOOXOJMMO XpaHWUTh B TE€UEHHE OMPEIENICHHOro MepHoja BPEMEHHU Iepen
JnanbHeWIel  nepepabOTKOW, NPUHUMAIOT MeEpbl [0  MPEAYNPEKICHUI0  MUKPOOHOM
KOHTaMUHaMu. Jlomyckaercss oObeIUHEHNE HECKOJIbKHUX OTAENbHBIX 00pa3loB IUIa3Mbl MU
CBIBOPOTKH JI0 CTQJNH OYUCTKH.

Jlist OTAETBHBIX WM 00BETUHEHHBIX 00pa3LIOB MPOBOJAT CIEAYIOIINE UCTIBITAHUSA:

HcnbiTanue HAa BUPYCHYI0 KOHTAMUHAaUMI0. Eciy B m1a3My WM CBIBOPOTKY JT0OABISIOT
AHTUMHUKPOOHBI KOHCEPBAHT, TO NEpe] MPOBEIECHUEM HCIBITAHUS €ro HeUTpalu3yroT, JuOo
UCTIBITAHWE TPOBOJAAT Ha oOpaslie, B3SATOM J0 J00aBJIEeHUS aHTMMUKPOOHOTO KOHCEpPBAHTA.
Kaxxaplil mys miia3Mbl UM CBIBOPOTKH IIPOBEPSIIOT HA BUPYCHYIO KOHTAMHMHALMIO C ITOMOIIBIO
COOTBETCTBYIOIIMX METOAOB IN Vitro, Hampumep, MyTéM HWHOKYISIHH KYyJIbTYp KIETOK,
CIIOCOOHBIX OMPEEIUTh HIMPOKUI CIIEKTP BUPYCOB, XapaKTEPHBIX 11 KOHKPETHOrO 00pasia.

AKTHBHOCTb. lcnbiTaHue NOpPOBOJAAT OHOJOTMYECKMM METOJOM B COOTBETCTBHHM C
YKa3aHUSIMH B YacTHOW (papMakomeilHOW cTaThe W BHIpAXKAIOT B MEXIyHAPOIHBIX €IUHHIIAX
(ME) Ha MWIIHUINATP, €CIM MPUMEHMMO, WU B JIPYTUX €IWHUIAX aKTUBHOCTH. JlomycTumo

UCIIOIB30BaHUE BATUANPOBAHHOIO METO/Ia IN Vitro.
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Conep:xanue Oeaka. Pa3BomsaT wucneiTyeMblii oOpasern pactBopoM 9 r/m  mampus
xnopuoa P 1o xoHUEHTpanuu okosio 15 mr Oenka B 2 mui. B kpyriononnyro neHtpudyxHyro
npoOMpKy MOMEHIAloT 2 MJI TOJYYEHHOTO pacTBOpa, NpuOaBisiloT 2 MI pacTBopa 75 /1
moauboama nampus P v 2 M1 cMecH ceprotl Kuciomul, c60600Hou om azoma P u 00wl P (1:30,
06/00), BCTPSXHUBAIOT ¥ LCHTPUDYTUPYIOT B TCYCHUE 5 MHUH. Y JAISIOT HAJOCAJOYHYIO )KUIKOCTb
U TIEPEBOPAYMBAIOT NMPOOUPKY Ha (QUIBTPOBAIbHYIO Oymary sl BeICymmMBaHUs. Omnpenenstor
a30T B OCTaTKe B COOTBETCTBHH C 00IIIel dapmakorneiHoi crareéii 2.1.5.9. Onpedenenue azoma
nocne MuHepamu3ayuu CepHol KUcIomou W PACCUUTHIBAIOT CcoJepXaHue Oelka, yMHOXas
3HaueHue Ha 6,25. Conepkanue Oenka JOHKHO HAXOIUThCS B MpeIesiax, YKa3aHHBIX B YaCTHOU
(dhapmMakoIeHO! CcTaThe.

JIonmyCTUMO TPOBEACHHWE WCIBITAaHUS KOJIMYECTBEHHOTO OINpe/AeieHus Oelka B
COOTBETCTBUHU C 0011l hapmakoneliHon crateeit 2.1.5. 14 Obwuii benox, memoo 5.

Ouucmka u 8uUpyCHAsL UHAKMUBAYUA UMMYHO2N00YIUHOBOU (hpakyuu

NMMyHOTIIOOY/IMHBI  KOHUIEHTPHPYIOT W OYHUINAIOT  (DPAKIHMOHHBIM  OCAKICHHEM,
xpomarorpadueit, ”tMMyHOaIcOpOIMe U IPYTUMHU (PU3NIECKUMHU HITH XUMHUYECKUMHI METOIAMH.
HMMMyHOTII00yJIMHBl MOTYT OBITH JOHNOJHUTENIBHO IMOJABEPTHYTHl (hepMEHTAaTUBHOM 00paloTKe.
[Tpon3BOICTBEHHBII MpoLecC AOJKEH ObITh OpPraHU30BaH TakUM O0Opa3oM, 4TOObl Ha BCEX
cTamusix n30eXaTh KOHTaMHUHAIMKM W OOpa3oBaHMs OEJNKOBBIX arperatoB, BIHSIOMNX Ha
UMMYHOOHMOJIOTHYECKHE CBOMCTBAa JIGKAPCTBEHHOTO TMpemapara. Vcrmomp3yemble  METOJIbI
OYUCTKM  JOJDKHBI ~ oOecrieyuBaTh IOJyYeHHE HMMYHOIJIOOYJIMHOBOM  (pakuuu  6e3
KOMITOHEHTOB, BJIMSIONIMX Ha KauecTBO M 0€30IacHOCTH JIeKapcTBEHHOIo npenapata. Ecnu nnoe
He OOOCHOBAaHO M HE pa3pelICHO YIOJIHOMOYCHHBIM OpPraHOM, sl yaajdeHus u (uin)
WHAKTHBAIIMM BHPYCOB TPUMEHSIOT BAJIMIMPOBAHHBIC TpoueAyphl. [Ipomemnypsl BbIOMparoT
TakuM 00pa3oM, 4TOObI HPEAOTBPATUTH OOpa30BaHHE MOJIMMEPOB WM arperaroB, a TaKxke
MHHUMHU3UPOBaTh paciierienue F(ab'),-dbparmentoB Ha Fab' hparmeHTs! (ecian jgekapCTBEHHBbIIH
npernapar He J0JKEeH cocTosTh u3 Fab'-¢pparmMeHTos).

[Mocne ouncTkH, ynaneHus u (WIM) UHAKTUBAIIMK BUPYCOB K MPOMEKYTOUHOMY HPOIYKTY
MOXeT OBbITh JoOaBieH cTabuiaM3arop, i 00ecreyeHuss XpaHEHUsI B TEUEHUE OIpeIeIEHHOTO
nepuoJia ¢ y4€ToM JIaHHBIX O CTaOMIBHOCTH. JlJIs1 MPUTOTOBIIEHHS TOTOBOTO Hepac(hacoBaHHOTO
NPOJYKTa MOXKET OBITh HCIONB30BaH TOJBKO MPOMEKYTOUHBIA TPOAYKT, COOTBETCTBYIOIIUIH
NPUBEJICHHOMY HIKE TPeOOBAHHUIO.

Yucrora. VcnbiTaHue MpoBOAAT METOJOM 3JeKTpodope3a B MOJHMAKPUIAMUIHOM Teje B
HEBOCCTAHABJIMBAIOIIMX YCIOBUSAX B COOTBETCTBUM ¢ 00meil (papmakoneitnoit cratsein 2.1.2.30.

Onexmpoghope3 B CpaBHEHHH CO CTaHIApTHBIM 00paszioMm. Ha smekTpodoperpamMmme mosaocs
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UCTBITYEMOro o0pa3lia [0 WHTEHCUBHOCTU JIOJDKHBI OBITh CONOCTaBUMBI C TOJIOCAMHU
CTaHJAPTHOTO 00pa3la, IOMOIHUTENILHBIE TI0JIOCHI JOJKHBI OTCYTCTBOBATH.

Ecin B mponecce npous3BOACTBA UMMYHHBIX CBIBOPOTOK HE IPEAYCMOTPEHBI MEPHI 110
MHAKTUBALIUU BUPYCOB, CBIBOPOTKY CJIEYET MOABEPIraTh KOHTPOIIO HA BUPYCHYIO 0€30M1aCHOCTb.

T'omoeuvlii Hepacgacosanmwviii npoOyKm

['oTOBBIN HepacdacoBaHHBIN MPOAYKT MOIYYAIOT U3 OJHOTO MPOMEXKYTOUHOTO MPOAYKTA
WIM MyJa NPOMEXKYTOUHBIX IPOJYKTOB, IIOJYUYEHHBIX OT KMBOTHBIX OJHOro BHja. Jlomyctumo
00bEeIMHEHNHE B IyJl MPOMEXYTOUYHBIX NMPOJYKTOB C pa3iIM4yHOM crnenupudHocThio. Jomyctumo
no0aBlieHMEe aHTUMMKPOOHOIO KOHCepBaHTa U crabuiu3atopa. Ecium  aHTUMHKPOOHBIH
KOHCEpBAaHT ObUI 10OaBi€H B KPOBb WU IIa3My, TOT K€ KOHCEPBAHT HCIOJB3YIOT B TOTOBOM
HepachaCOBaHHOM ITPOJIYKTE.

Jlis 1pou3BOACTBA JIEKAPCTBEHHOI'O IpenapaTa MOXET ObITh HCIOJIb30BAH TOJIBKO
rOTOBbII Hepac(hacOBaHHBINA MPOAYKT, KOTOPBIH COOTBETCTBYET CIIEIYIOLIUM TPEOOBAHUSM.

AHTHMHKPOOHBII KoOHcepBaHT. CoaepkaHne KOHCEPBaHTa JODKHO OBITh HE MeHee 85 %
u He Oonee 115 % ot 3adBIEHHOr0 KojauuecTBa. Eciau mpUMEHMMO, ONPENENIOT COJepiKaHnue
KOHCEpBaHTa MOJAXOAAIIMM (PU3UKO-XUMHUECKUM METOJIOM.

CrepuiabHoCcTb. JI0JKEH BBIACPKUBATH CIIBITAHNE HA CTEpHIIbHOCTH (2.1.6.1).

Jlexapcmeennwiii npenapam

I'oToBhbIlf HepachacoBaHHBIN MPOAYKT MOMENIAIOT B CTEPUIIbHBIE YIAKOBKH C KOHTPOJIEM
HEPBOTO BCKPHITHS B ACENITHUECKUX YCIOBHSX. YTIAaKOBKH YKYIIOPHUBAIOT TAaKUM 00pa30M, 4TOOBI
IIPEIOTBPATUTh KOHTAMHUHALIMIO.

K BpIycKky JleKapCTBEHHOro Tpernapara JOMYCKAalOT CEpUI0, COOTBETCTBYIOIIYIO
TpeOOBaHUSAM, MPUBEACHHBIM B pasznenax Moewmuguxayus, Hcnvimanua u Konuuecmeennoe
onpedenenue. Ecaum KadecTBO TOTOBOrO Hepac(hacoBaHHOTO MPOAYKTa MOJTBEPIKIEHO
UCTIBITAHUSAMU Ha OCMOJISUIBHOCTB, COZIep KaHue Oenka, MOJIEKYJIIPHO-MacCOBOE pacHpesiesieHue,
AHTUMHUKPOOHBI KOHCEPBAHT, CTA0MIIN3AaTOP, YUCTOTY, IOCTOPOHHUE OEIKU U KOJUYECTBEHHOE
onpejeNieHue, JaHHblE HCHBITAHHWS MOKHO HE NPOBOAUTH IMPH BBINYCKE JIEKAPCTBEHHOIO
npernapara.

JlexapcTBEHHBIN NpenapaT BOCCTaHABIMBAIOT B COOTBETCTBUM C YKa3aHUSIMHU HA ITHUKETKE
HEINOCPE/JICTBEHHO Iepe/l TNPOBEACHHEM HACHTU(UKAIMKM, HCHBITAaHUN (32 MCKIIOYEHUEM
UCTIBITaHUN Bpems pacmeopenusi i Booa) M KOJIUYECTBEHHOTO OTPE/ICIICHHSI.

CBOMCTBA

MMMyHOT/I00YTMHBl ¥ MMMYHHBIE CBIBOPOTKH T€TEpOJIOTHYHBIE MPEACTABISIIOT COOOU
IPO3payHble MM ONAJECUUPYIOUIME KHUJIKOCTH, OT OECLIBETHOIO JI0 CBETJIO-KENTOrO IBETA.

JlekapcTBeHHble Tpemnapatbl B GopMe JTHOGUIN3ATOB MPEACTABISAIOT COO0W Oenble WIH
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KeJITOBaThle MOPOIIKK WU phIXIylo Maccy. [locie pactBopeHust nHoduUIn3aTel UMEIOT T€ K€
XapaKTEPUCTHKH, YTO W JIGKAPCTBEHHBIC MpENaparhl B JIGKAPCTBEHHOW (hopMe pacTBOPHI WIIH
KOHIICHTPATHI.

NAEHTUOUKALA

[TonnMHHOCTH yCTaHABIMBAIOT UMMYHOXHUMHUYECKUMU METOJIaMU U, MPU HEOOXOJMMOCTH,
IyTEM YCTAHOBJICHHSI OMOJIOTMYECKON aKTUBHOCTH. /LI MOATBEP)KACHHS MOJIMHHOCTH TaKXe
UCTIOJIB3YIOT KOJTMYECTBEHHOE ONpe/Ie/ICHHE.

UCTIBITAHUA

Bpemsi pacrBopenusi (2.1.9.21). JlekapcTBeHHbIe mpenapaThl B BHAE JHOPHIN3AaTOB
JIOJDKHBI TTOJTHOCTBIO PACTBOPSATHCS B YKa3aHHOM OOBEME pacTBOPUTENS B TEUECHUE BPEMEHH,
yKa3aHHOTO B HOPMaTHBHOM JIOKYMEHTE I10 KaueCTBY JIEKAPCTBEHHOTO Ipernapara.

H3Baexaemplii 00béM (2.1.9.9). JlekapcTBeHHBIE MpeHapaThl B XKHIKOH JEKapCTBEHHOM
(dbopMe TOKHBI BBIIICPKUBATH TPeOOBAHMSI UCTIBITAHUS HA U3BIIEKAEMBIH 00BEM.

pH (2.1.2.3). JlekapcTBeHHBIH Mpemapar AOJDKECH COOTBETCTBOBATH TpPEOOBAHUSM,
yKa3aHHBIM B 4acTHOW (hapMaKONEWHOU CTaTbe U (WJIM) HOPMAaTHBHOM JOKYMEHTE IO Ka4eCTBY
JIEKapCTBEHHOTO Tpernapara.

OcmonsuibHOCTh  (2.1.2.32). He menee 240 MOcMOJIB/KT, TpPU OTCYTCTBHH JPYIHX
yKa3aHuil B yacTHOW (hapmakorieitHoO# craThe M (MJIM) HOPMATHBHOM JOKYMEHTE MO KAuyeCTBY
JIEKapCTBEHHOTO TIperapara.

Conep:xanue 6eqaxa. Ot 90 % o 110 % ot 3asBneHHoro konauuectsa. [Ipu oTcyrcTBUM
Jpyroro o0OCHOBAaHUS M Pa3pelIeHUs], YIIOJIHOMOYEHHOIO OpraHa, KOJW4eCcTBO OeiKa JOKHO
ObITH He Oosiee 100 r/m.

Pa3BonsaT ucnbITyeMblii 0Opasen pactBopoM 9 r/1 nampus xnopuda P 10 KOHIICHTpAIH
okojo 15 mr Oenka B 2 Mia. B KpyriogoHHYH LEHTpU(YXHYIO NMPOOMPKY MOMELIAIT 2 Ml
MOJy4EHHOT0 pacTBOpa, MPUOABISAIOT 2 MJI pacTBopa /5 /11 moauboama nampus P u 2 mn cmecu
cepHotl  kuciomsl, ¢800600HoU om azoma P wu 600wt P (1:30, 06/00), BCTpSIXUBAIOT,
HEHTPUPYTUPYIOT B TE€UYCHUE 5 MUH. YIANSIOT HAIOCATOYHYIO KHIKOCTh M IMEPEBOPAYHBAIOT
npoOUpKy Ha (QUIBTPOBAIbHYIO Oymary i BbIcymMBaHus. OIpenensioT a30T B OCTaTKe B
COOTBETCTBUM ¢ oOmel dapmakoneiHoit crateéit 2.1.5.9. Omnpedenenue azoma nocie
MUHEPATU3AYUY CepHOll KUCIOMOU U PACCUUTHIBAIOT COJIEpKaHUe OeKa, YMHOXKasl TIOITy4eHHOE
3HaueHue Ha 6,25.

JlonyCTUMO TpOBEJACHHWE HCHBITAaHUS KOJIMYECTBEHHOTO OINpejeieHus Oenka B
COOTBETCTBUHU € 001Iel dapmakomneliHoi crateeit 2.1.5. 14 Obwuii 6enox, memoo 5.

MouJaexyasipHo-maccoBoe  pacnpeneiaenue. OrmnpeneneHue MNPOBOJIAT  METOJOM

’KHJIKOCTHOM Xpomarorpaduu (2.1.2.28 unu 2.1.2.29).
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AHTHMHKpPOOHBIH KoHcepBaHT. He menee 85 % u ne 6onee 115 % ot 3asBneHHOrO
Koym4ecTBa. Eciny nmpuMeHuMo, ONpenensioT cojepKaHne KOHCEPBAaHTA MOIXOSMIIUM (H3UKO-
XUMHUYECKHM METOOM.

®enoa (nomep). He 6onee 2,5 r/n. cnbiTanue MPOBOAST IS IPEIAPATOB, COAEPIKAIIINX
denor.

Cradusm3sarop. He menee 80 % u ne 6omnee 120 % ot 3asBnenHoro xoimuecta. Ecimu
OPUMEHUMO, ONPEACISAIOT COJIEp)KaHHE CTAa0MIN3aTopa TMOAXOIAMINM (PU3UKO-XUMHYECKHM
METOOM.

Yucrora. VcnbiTanue MpoBOJIAT METOZOM 3/1eKTpodopesa B NOIMAKPUIAMUIHOM Tejie B
HeBOoCcTaHaBIMBaOMMX ycioBusix (2.1.2.30) B cpaBHEHHMHM CO CTaHAapTHBIM oOpasioM. Ha
aneKTpooperpaMMe MUCIIBITYEMOT0 00pasia JONOTHUTEIBHBIE MOJIOCH JOJDKHBI OTCYTCTBOBATH.

IMocToponnue Oenaxu. JlOJDKHBI OOHApYKUBATbCs TOJBKO OCJIKU KMBOTHOIO —
IPOAYLIEHTa, €CIM HeT JAPYI'MX YKa3aHuM, HalpuMmep, IpPHU HCIOJIb30BAHUU B IPOU3BOJICTBE
Marepuaja  YeJIOBEYEeCKOTO MIPOUCXOXKICHUSI. HcnpiTanue OPOBOJAT  METOJIOM
UMMYHOIIPEIUITUTAINN CO CHEIM(PUUECKIMH aHTHUCBHIBOPOTKaMU (Homep. HMmmyHnoxumuueckue
Memoovl).

AabOymuH. He Gonee 3 % B ucHBITaHMM METOAOM 3JIeKTpodopesa, IMpU OTCYTCTBUU
Ipyroro 000CHOBaHMSI U Pa3peIICHUs YIIOJTHOMOYSHHBIM OPTaHOM.

Bopna (2.1.5.12). He 6o:1ee 3 %.

CrepuabHocth (2.1.6.1). JlomkeH BbLIep)KHBaTh TpPeOOBaHUS HUCIBITAHUS —Ha
CTEpPHIIBHOCTb.

IMuporennocts (2.1.6.2). Ilpu OTCYTCTBMH JPYroro OOOCHOBAHUS W Pa3pEIICHHUS
YIIOJITHOMOYEHHOTO OpraHa MPOBOIST HCIIBITAaHUE JIEKAPCTBEHHOTO Tperapara Ha MTMPOTEHHOCTD.
Tecr-no3a cocraBngeT | M Ha KI' Macchl Tella KpPOJHMKA, €CIM MHOE He yKa3aHO B YacTHOM
(apmakomneiiHON cratbe W (WIM) HOPMATHBHOM JOKYMEHTE MO KAueCTBY JIEKAPCTBEHHOTO
npenapata. JIekapCTBEHHBIH MTpenapaT JT0JDKESH BbIIEPKUBATh UCIIBITAHHE HA MUPOT€HHOCTb.

KOJIMYECTBEHHOE OITPEJJEJIEHUE

Omnpenenenre NPoOBOJAT OMOJOTHYECKUM METOJOM C HCIOJIb30BAHHWEM CTaHAAPTHOTO
o0pa3ia M BhIpaXaroT pe3ynpTaThl B MexayHaponuslx eaununax (ME) na mummuiutp (ecnu
npuMeHnMO). Takke BO3MOXKHO HCIOJIb30BaTh BATUANPOBAHHBINA METO/ iN Vitro.

XPAHEHMUE B 3amuménaom ot cBeta MecTe mpu Temmepatype ot 2 °C o 8 °C, ecnm
WHOE HE YKa3aHO B 4acTHOW (apmakoreiiHo# craTbe M (WJIM) HOPMATUBHOM JOKyMEHTE IO
Ka4yecTBY JIEKapCTBEHHOro rmpenapara. He pomyckaeTcs 3aMopakMBaHUE JIEKApPCTBEHHBIX
IpenapaToB B JIEKAPCTBEHHBIX (opMax pacTBOpbl U KOHLEHTpaTbl. CpoK T'OJHOCTH

OTCYHUTBIBAIOT OT Hadajia IPOBCACHUSA KOJIMYCCTBCHHOI'O OIMPCACIICHUS.
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MAPKHNPOBKA Ha »TukeTke yka3blBaroT:
—  KOJM4YecTBO MexayHapOAHBIX €IUHUI] HA MUJUIWINTP, €CITU IPUMEHUMO;
— coJepKaHue WM KOHIEHTpalus Oellka B IEpBUYHOMN YIIaKOBKE;
— s THO(QUIN3UPOBAHHBIX JIEKAPCTBEHHBIX MPEIapaToB:
— HaMMEHOBaHUE U 00BEM T0OABISIEMOTO PACTBOPUTEINS (€CIIH TPUMEHHIMO);
— yKa3aHue, 4TO JICKaPCTBEHHBIN Mpernapar JOHKeH ObITh UCIIONB30BaH Cpasy Mocie
PacTBOPEHHUS;
— CpOK TOJHOCTH, 33 WCKIIOYCHHEM IEPBUYHBIX YMAKOBOK 00BEMOM Menee 1,0 mur,
YIAaKOBAHHBIX B WHJIMBHIYaJIbHYI0 BTOPUYHYIO YIIAKOBKY; CPOK T'OJHOCTH MOKET
OBITH HE YKa3aH Ha STUKETKE NMEePBUYHOMN yIaKOBKHU MPU YCIOBUH, YTO OH yKa3aH Ha
BTOPUYHOW YIMAaKOBKE, a OTHUKETKAa Ha BTOPUYHOW YIAKOBKE YKa3bIBaeT, 4TO
NepBUYHAs YIIaKOBKa JOJKHA XPAaHUTHCSI BO BTOPUYHOM YITAKOBKE JI0 TEX MOp, MOKa
OHAa HEe NOTPeOyeTCsl IPUMEHEHHE JIEKAPCTBEHHOI'O IIpernapara.
— HaUMEHOBAaHME W KOJHWYECTBO AHTUMHKPOOHOTO KOHCEpBaHTa, CTaOWJIM3aTOpa U

JIF000Tr0 APYroro BCIIOMOTIaTCJIbHOI'O BCIICCTBA.
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