Homep. UMM YHOI'VIOBYJIMHBI YEJIOBEKA

OOmas ¢QapmakomneiiHass cTaThst pacIpoOCTpaHSETCs Ha TPYHIY JIEKapCTBEHHBIX
IpernapaToB  MMMYHOIJIOOYJIMHOB — 4YeJoBeKa, coaepxamux ummyHornoOymuuel  (19),
npeumymectBeHHo kinacca G (1gG), BblmeneHHbIE W3 IUIa3Mbl KPOBM 4eloBeka. Moryt
IPUCYTCTBOBATh U JPYyrue OCIKH IUIa3Mbl KDOBH YEJIOBEKA.

Hannaa obwasn ¢hapmaxonelinas cmamvs He pACHPOCMPAHAIOMCA HA NeKAPCMEEHHbIe
npenapamol, cocmosiwue uz ppaemenmos IgG unu xumuyecku moouguyuposannwix 19G.

MMMyHOTII00Y/IMHBI YeTTOBEKA MOJIyYatoT U3 TIa3Mbl KPOBH 37I0POBBIX JOHOPOB, KOTOpast
JOJKHAa OTBeYaTh TPeOOBaHUSAM K IUIa3Me JJisi (GpaKIMOHUPOBAHUS COOTBETCTBYIOIIEH O0IIeH
(dhapmaKoIneHo# cTaThu.

B 3aBucumoctu 0T crenu(UYHOCTH aHTHUTEN Pa3NYaroT JIEKAPCTBEHHBIE IMpenapaThl
MMMYHOTIJIOOYJINHOB Y€JI0BEKa

— HOpMaJIbHbBIE, KOTOPBIE COJIEP:KAaT aHTUTENa Pa3IMYHON crenupUuuHOCTH, MPUCYILINE
IUIa3Me KPOBHU 3/I0POBBIX JIOHOPOB M OTPAKAIOIINE TYMOPAIBHBINA TOMY ISIIHOHHBI IMMYHHUTET,

— cneuuduueckue, A1 KOTOPBIX XapaKTEpPHO OMpeAeNeHHoe (TIOBBIIIEHHOE)
CoJIepKaHNE aHTUTEIl K COOTBETCTBYIOLIEMY aHTUTEHY,

—  OPOTUBOAIEPTHYECKHH  MUMMYHOTJIOOYIWH,  AJI1  KOTOPOTO  XapakTepHa
POTHBOAIJIEPrUYecKast aKTUBHOCTH,

JlexapcTBeHHBIE MpenapaTbl HMMYHOTJIOOYJIMHOB Y€JIOBEKa MPEACTABICHbBI, KaK MPaBHIIO,
B BUJIE CIICAYIOIINX JIEKAPCTBEHHBIX (hopM:

- pactBopsl (A7 MHGY3UH, 1UIsI BHYTPUBEHHOTO, BHYTPUMBIIIIEYHOTO UM TOJKOXHOTO
BBEJICHMUS ),

- TMO(UIN3ATHI IS MIPUTOTOBIICHUS pacTBOpPOB e BHYTPHUBEHHOTO,
BHYTPHUMBIIIEYHOTO, TTOJIKO’KHOTO BBEJICHHSI U ISl IPHEMa BHYTPb.

VIMMyHOTJI00Y/IMHBI YelOBEKa MOTYT BXOAWTh B COCTaB KOMIUIEKCHBIX OMOJIOTHYECKHX

JIEKapCTBEHHBIX TPEnapaToB.

IMPON3BO/JACTBO

JlexapcTBeHHbIE NpenapaThl UMMYHOIJIOOYJIMHOB YeJIOBEKAa HOPMANbHBIX IMOJIYYalOT U3
nyna 1iasMbl KpoBu He MeHee 1000 3700poBBIX JTOHOPOB METOAAMH C  JOKAa3aHHOMU
3¢ (EeKTHBHOCTRIO  BBIZCNeHUsT (pakuuu uMMyHOrNIoOynmmHa G. Jlnsg  cnenududeckux
UMMYHOTJIOOYJIMHOB ¥ HMMYHOTJIOOYJIMHOB CIIELUALHOTO Ha3HAUYEHUS KOJIMUECTBO JIOHOPOB HE
orpannyeHo. [Ipow3BOACTBO mpenapaToB HMMMYHOIJIOOYJWHOB 4eJIOBEKa JIOJDKHO OBITh
BAJIUJIUPOBAHO C LIEIbI0 NOATBEPKIECHHUS CTAOMIBHOCTH MPOU3BEICHHBIX CEPUi, COTTOCTABUMBIX
C CepusMH, HMMEIOIMIMMH JOKa3aHHYI0 KIMHMYECKYI0 J(PQPEKTUBHOCTh M 0€30MacHOCTb.
[Tpon3BOICTBEHHBII MpoIECC JODKEH TapaHTUPOBaTh COXPAHEHUE CTPYKTYphl M (YHKLIUU
0eNKOB MMMYHOTJIO0YJIMHOB, UMEIOUINX OIpEe/eIeHHOe, XapaKTepHOe JJIs HAaTUBHOM IUIa3Mbl
3I0POBBIX JIOHOPOB, pacipeneneHue mnozakinaccoB 1gG, mocraTouHyro creneHb KOHLEHTPAIUH
aHTHUTeN U oOecreunBaTh 0€30MaCHOCTD JIEKAPCTBEHHBIX MPENapaToB, CBI3aHHYIO C OCTATOUYHBIM
COJIepKAHUEM TaKMX KOMIIOHEHTOB IUIa3Mbl KPOBU 4YEJOBEKa, KaK IreMarrfJiOTHHHHBI, aHTH-D
aHTHUTeNa, PaKTOpPbl CBEPTHIBAHUS KPOBH U JIP.

[Tpon3BoACTBEHHBII Tpolece JOKEH BKIIOYATh dTal WM ATarbl, o0ecreyrBaroIue
ynajgeHue u(Wiv) MHAaKTUBALIMIO U3BECTHBIX MHPEKIIMOHHBIX Bo3OynuTenei. Ecnu g BupycHoi
MHAKTHBALIUU HCIIOJIB3YIOT XUMHUECKUE BEIECTBA, JOJDKHO OBITh YCTaHOBIIEHO, YTO JIHOO0E UX
OCTaTOYHOE KOJMYECTBO B JIEKAPCTBEHHOM Ipenapare He OKa3bIBalOT HEeOJIaronpusITHOrO
BO3/ICUCTBUS HA NAIIMEHTOB, MOIYYaAIOLINX JIGKAPCTBEHHBIN MpenapaT UMMYHOTJIO0YJIHHA.

[Ipon3BoCTBEHHBIN MpOLECC JOJDKEH oOecrneunBaTh IOJyYeHHE JIEKapCTBEHHOIO
npenapara, KOTOPbIN:

— Oe3omaceH B OTHOILIEHUH Mepeaaun TeMOTPaHCMUCCUBHBIX HH(EKIINH;
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— IpH KOHIeHTpanuu 6enka 50 1/11 cCoaep KUT aHTUTeNa B KOHIEHTPAIUY, HE MEHEE YeM B
3 pasa mpeBblaONIEN KOHLIEHTPALMIO B UCXOIHOM IyJIe IUIa3Mbl, a IPU KOHLEHTpanuu Oenka
100 r/n — He MeHee yeM B 6 pa3; ONPEAENSIOT COJIEP)KAHHE AHTHTENI HE MEHEE YeM K JIBYM
BO30yauTENIAM (OTHOMY BUPYCHOMY M OJHOMY OakTepHalibHOMY) C HCIHOJIb30BAHUEM
MEKIYHapOAHOTO CTaHAAapPTHOrO 00pa3iia WU JIPyroro MOAXOMASIIEro CTaHAapTHOrO 00pasia;

— HUMEEeT OIpE/EIeHHOe, XapaKTepHOE [yl HATUBHOM IUIa3Mbl 3J0POBBIX JOHOPOB,
pacnpenenenue noaxiaccos IgG.

JlononHuTeNnbHbIE crneuupuueckue TpeOOBaHUS K IPOU3BOACTBY JIEKAPCTBEHHBIX
npenapaToB MMMYHOTJIOOYJIHMHOB 4YeJIOBeKa J/JIsi BHYTPHUBEHHOTO BBEIACHHUS M IIOJKOKHOTO
BBEJICHHUS, BKJIIOYasi BHYTPUIIPOM3BOICTBEHHBIM KOHTPOJb KauecTBa B Ipoliecce NMPOU3BOCTBA,
JIOJDKHBI 00eCTIeuyrBaTh MOJyYeHHE JIGKAPCTBEHHOTO IpernapaTa, KOTOPbIii:

COOTBETCTBYET MWCIBITAaHUIO Ha (yHKUMOHanNbHOe cocrosHue Fc-hparmenra
ummyHorsoOynuHa (ODC  «Ompenenenne (QyHKIHOHAIBHOTO cocTosiHusl  Fe-hparmenra
UMMYHOTTIOOYIIMHAY);

HE MPOSBISET TPOMOOTreHHOM (IIPOKOATYJIIHTHON ) aKTUBHOCTH.

[Ipon3BoACTBEHHBI  mIpollecC  JEKApCTBEHHBIX IPEnapaTtoB  HMMYHOIJIOOYJIHHOB
YeNoBeKa Uil BHYTPUBEHHOTO BBEACHHUS M MOJKOKHOTO BBEACHHUS JIOJDKCH BKIIOYATH ATAIl HIIH
3Tarnbl HMMUHALMU KOMIIOHEHTOB IUIa3Mbl KPOBH, BbI3bIBAIOUIMX TpoM003. Oco0oe BHMMaHUE
HEOOXOUMO YJENATh HICHTH(PHUKAINN aKTHBHPOBAHHBIX (AKTOPOB CBEPTHIBAHUS KPOBH U
COOTBETCTBYIOLIMM IpodepmMeHTaM (3MMOreHaMm), a TakKe »3TanaM I[POU3BOJCTBEHHOTO
mporecca, KOTOpbIe MOTYT BBI3BaTh WX akTuBanuio. Crlemyer yduTHIBaTH JIpyrue
IPOKOATYJISIHTBI, KOTOPbIE MOT'YT ObITh I00OABJIEHBI B ITPOLIECCE IPOU3BOJICTBA.

JlonmyckaeTcst 1o0aBIeHUE BCIIOMOTAaTEIbHBIX BEIIECTB, TAKUX KaK CTaOMIM3aTOPHI.

JlekapcTBeHHbIE IpenapaTbl HUMMYHOITIOOYJIMHOB YEJIOBEKA HE JOJDKHBI COJAEPKaTh
AHTUOMOTHKOB.

JlekapcTBeHHbIE NpenapaTbl MMMYHOIJIOOYJIMHOB YeJIOBEKA JUI BHYTPHUMBIILIEYHOTO
BBEJICHUSI B MHOTO/I030BOM YITAaKOBKE MOT'YT CO/IEpP)KaTh aHTUMUKPOOHBI KOHCEPBAHT.

CraOunbHOCTh  JIGKAPCTBEHHOI'O  Iperapara  JObKHA  OBITh  HOJTBEpXKJEHa
COOTBETCTBYIOIMMH UCTIBITAHUSIMH, TIPOBEIEHHBIMH TTPH (hapMaIieBTHUECKON pa3paboTKe.

JIEKAPCTBEHHBIU ITPETIAPAT

JlekapCTBeHHBI TpenapaT JODKEH OTBEYaTh yKa3aHHBIM HIDKE TpeOOBaHMAM (eciu
NPUMEHHUMO), a TaK)Ke TPeOOBaHUAM COOTBETCTBYIOLIEH YacTHOM (hapMaKoneHo cTaTb.

[Ipu cooTBeTcTBYIOMEM OOOCHOBAaHMM W pPa3pelICeHUH YIMOJHOMOUYEHHOTO OpraHa
CJIEAYIOIIME UCTIBITAHUS MOTYT OBITh BBIIOJIHEHBI HA TOTOBOM Hepac(hacoBaHHOM MPOIYKTE:

IMoBepxHocTHBIN aHTHreH BHpyca rematura B (HBsAg) (2.1.6.10). Jlomken
OTCYTCTBOBATh. VIcIbITaHHME MPOBOAAT C MCIOJIb30BAaHMEM KOMMEPUECKH JOCTYMHBIX TECT-
CHCTEM, Pa3PEIIEHHBIX K TPUMEHEHUIO0 U UMEIOIINX YyBCTBUTEIHHOCTH HE HImke 0,1 ME/mit.

Antntena k Bupycy rematura C (2.1.6.10). JdomxHbl oTCcyTrcTBOBaTh. VcmbITaHue
NPOBOJAT C WCIOJB30BAHUEM KOMMEPUYECKH JOCTYIHBIX TECT-CHCTEM, pPa3pemI€HHBIX K
IPUMEHEHHIO.

AHTHTE/1a K BUPYCY MMMYHoAepuuuTa yesoBeka (BUY-1 u BUY-2) u anturen p24
BHUY-1 (2.1.6.10). [lomkHBI OTCYTCTBOBaThb. VCHBITaHHME TMPOBOIAT C HCIOJIB30BAaHUEM
KOMMEPYECKH JOCTYITHBIX TECT-CUCTEM, pa3peuIéHHbBIX K IPUMEHEHUIO.

CBOHCTBA
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JlekapcTBeHHbIE MpenapaTtbl HWMMYHOTJIOOYJIMHOB 4YellOBeKa MPEACTABISAIOT COOOH
MPO3pavyHble WU ONAIECHUPYIOUIUE KUAKOCTHU, OT OECHBETHOrO 10 OJIEAHO-XKEJITOTO IIBETA.
JlexapcTBeHHBIE Mpenapathl B popMe THMOPHIN3aTOB, KaK MPaBUIIO, IPEACTABISAIOT cO00ii Oenble
WIM CJIeTKa JKEJITOBAThle MOPOIIKH WU PHIXJIYI0 TUTPOCKONMYHYI0 Maccy. Ilocie pacTBopeHus
TMo(QUIN3aThl UMEIOT T€ K€ XapaKTepUCTHKH, YTO U JIEKapCTBEHHBIC TIpernapaTrsl B
JIEKapCTBEHHOH (popMe pacTBOPHI.

JlekapcTBeHHBIH npenapar B GopMe JaropmiIn3ata BOCCTAHABINBAIOT B COOTBETCTBUHU C
YKa3aHUSAMU HEMOCPEJCTBEHHO Iepell MpPOBEICHUEM HACHTU(UKALUK, HUCHBITAaHUN (32
UCKIIIOUEHHEM WCHBITAaHUM Bpewmsa pacmeopenus, Booa wnu Ilomeps 6 macce npu
BbICYUUBAHULL).

HJ[EHTHOUKALIUA

HcnpiTanus TPOBOAAT  HOAXOISIIMM — METOJIOM  HMMYHO3JIeKTpodopesa  Homep
Hmmynoxumuueckue memoovi. Pa3BOASAT CBHIBOPOTKY KPOBH UYEJOBEKA W HCIIBITYEMBIid
JICKApCTBEHHBIN IpemapaT 10 KoHueHTpauuud Oenka 10 r/m. TloJyIMHHOCTh IOATBEPIKIAIOT
HAIMYUEM OCHOBHOTO KOMITOHEHTa, COOTBETCTBYIOIIET0 IgG CHIBOPOTKM KpPOBU 4YEIIOBEKA.
JlekapCTBEHHBIH MpermapaT MOKET COJACPIKaTh HEOOJBIIOe KOJIHMUECTBO APYIHX OCIKOB ILIa3Mbl
KpOBU 4YeNOBEKa (3a MCKIIOUEHHEM albOyMHUHA 4YelloBeKa J00aBICHHOTO B KayecTBE
cTabuim3aropa B JICKapCTBEHHBIN Mpemapar U OTHOCSIIErOCS K OCHOBHBIM KOMIIOHEHTAM).

HUCIIPITAHUA

Bpems pacrBopenust (2.1.9.21) JlekapcTBeHHbIE mpemnaparbl B (opMe JTHOPHIN3ATOB
JIOJDKHBI TIOJTHOCTBIO PACTBOPSATHCS B YKa3aHHOM OOBbEMe pacTBOPHUTENS B TEUCHHUE BPEMEHH,
yKa3aHHOT'O B YacTHOW (apMakoneiHoN cTaThe U (WJIM) HOPMAaTUBHOM JIOKYMEHTE 110 KauecTBY
JIEKapCTBEHHOTO IIperapara.

IMpo3paunocty (2.1.2.1). Tlpu OTCYTCTBUH JPYroro OOOCHOBaHHS U pPa3peLICHHS
YIIOJITHOMOYEHHOTO OpraHa MpOBO/AT UCTIBITAHNE JIEKAPCTBEHHOTO TpenapaTa Ha MpO3padHOCTb.
JlekapcTBeHHbIM mpenapaT (Ipu  HEOOXOAMMOCTH TIOCJIE€  BOCCTAHOBJIEHUS)  JOJDKEH
COOTBETCTBOBAaTh TPEOOBAaHUSM, YyKa3aHHbIM B YacTHOW (apmakomneHol cTtarbe U (WIN)
HOPMAaTHBHOM JIOKYMEHTE 10 Ka4eCTBY JIEKapCTBEHHOTI'O Mpernapara.

LBernocrs (2.1.2.2). Tlpu oOTCyTCTBHHM Jpyroro OOOCHOBaHUSI W Pa3pelICHUS
YIOJIHOMOYEHHOTO0 OpraHa MPOBOAAT HUCHBITAHWE JIEKApCTBEHHOI'O Ipernapara Ha LBETHOCTb.
JlekapcTBeHHBI TpenapaT (Mpu  HEOOXOAMMOCTH  TIOCIIE  BOCCTAHOBIICHHS) JIOJDKEH
COOTBETCTBOBATh TPEOOBAaHMIM, YyKa3aHHBIM B 4YacTHOW (apmakomneiHoil cratbe U (WiIM)
HOPMAaTHBHOM JJOKYMEHTE 110 Ka4eCTBY JICKapCTBEHHOTO TIpernapara.

pH (2.1.2.3). JlekapcTBeHHBIe Ipenapatsl (IpH HEOOXOAUMOCTH MOCIIe BOCCTAHOBIICHHUS )
JIOJIKHBI COOTBETCTBOBATH TPEOOBAaHUAM, YKa3aHHBIM B HaCTHOM (apMakoneiiHoi cTaThe U (MIIH)
HOPMAaTHBHOM JIOKYMEHTE T10 Ka4eCTBY JIEKapCTBEHHOT'O Mpernapara.

JlekapcTBeHHBIE TpenapaTsl MMMYHOTJIOOYJIMHOB YEIOBEKa ISl BHYTPHUMBIIICYHOTO
BBeaeHMA: oT 5,0 1o 7,2.

JlekapCTBEHHBIE TIpeNapaThl UMMYHOTJIOOYIIMHOB YeJIOBEKa IS MOJIKOKHOTO BBEIICHHUS:
ot 4,6 1o 7,2.

JlekapCTBeHHBIE TIpernapaThl HMMMYHOTJIOOYJIMHOB 4eJOBEKa [UIi BHYTPHUBEHHOTO
BBeaeHus: oT 4,0 1o 7.4.

Ucnpityemsliii oOpaserr pa3BoasiT pacTBOpoM 9 1/11 nampus xaopuda P 10 KOHIEHTpaIiu
6enka 10 r/m.

Buaumble MexaHn4YecKkne BKJIWYEHUs (Homep Bulumvie mexanuueckue GKIIOUEHUS 6
JIeKapCcmeeHHbIX npenapamax). JIekapCTBEeHHBIN TpenapaTr TOJDKEH BBIIEPKHBAaTh TPEOOBAHMS
UCTIBITAHNS Ha BUUMbBIE MEXaHUYECKHE BKITIOUCHHUS.

H3Baexaemslii 06bem (2.1.9.9.). JlekapcTBeHHBIH mpenapaT B )KUAKOH JISKapCTBEHHON
(dhopMe TOJDKEH BBIIEPKUBATH TPEOOBAHMSI HCTIBITAHUS HA U3BJIEKAEMBI 00BEM.

OcmoasiibHocTh (2.1.2.32). He menee 240 mOcmonb/kr. VcrnbiTanue TpPOBOIST ISt
JIEKapCTBEHHBIX IIPENapaToB UMMYHOIJIOOYJIMHOB YeJIOBEKa [l BHYTPUBEHHOT'O BBEJICHHUSL.
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Conepxanue 0eqaka. Ot 90 1o 110 % ot 3asBIE€HHOTO KOJUYECTBA.

Jljig nekapCTBEeHHBIX MPEnapaToB UMMYHOTTIOOYJIMHOB YeJIOBEKa JIsl BHYTPUMBILICUHOTO
BBEJICHUS cojiepkanue Oenka 1omkHo ObiTh He MeHee 100 r/im u e 6omee 180 /1.

Jlis neKapcTBEHHBIX MPENapaToB HMMMYHOTJIOOYJIMHOB YEJIOBEKa Uil MOJKOXKHOIO
BBEJICHUS coJiepkanue Oenka 1omkHo ObiTh He MeHee 100 r/im u e 6omee 220 /1.

Jlyis neKapCTBEHHBIX IPENapaToB MMMYHOTJIOOYJIMHOB 4YeNOBeKa AJii BHYTPUBEHHOT'O
BBEJICHUS cojiepkaHue Oenka JoHKHO ObITh He MeHee 30 /1.

Pa3BonsaT ucnbiTyeMblil 0O6pasenr pactBopoM 9 r/n wampus xnopuoa P 10 KOHIIEHTpAIUH
okojo 15 wmr Genka B 2 Mia. B kpyriomoHHYI HEHTpU(YXHYIO NPOOHPKY MOMELIAIOT 2 MII
MOJIYYCHHOTO pacTBOpa, MPHOABIISIOT 2 MJI pacTBOpa 75 r/1 nampusi moruboama P v 2 M1 cMecH
cepnou  Kuciomsl, c80600nou om aszsoma P u 600wt P (1:30, 06/06), BCTpSXHUBAIOT,
HEeHTpU(YTUpyIOT B TEUEHHE 5 MHUH. YJAISIOT HAJI0CAJ0YHYIO XUAKOCTh M MEPEBOPAYUBAIOT
npoOUpKy Ha (QUIBTPOBAIBHYIO Oymary Juis BeIcymmBaHusi. OIpenensioT a3oT B OCAaJIKe B
COOTBETCTBUU ¢ oOmei dapmakonernoit cratbedt 2.1.5.9. Omnpedenenue azoma nocie
MUHEPAIU3ayuY CepHoll KUCI0MOol N PACCUUTHIBAIOT COJIEpKaHUe OelKa, YMHOXKas MOJTydYeHHOE
3HayeHue Ha 6,25.

JIomyCTUMO ~ NPOBEACHHWE HWCHBITAaHUS OWYPETOBBIM METOJOM  KOJIMYECTBEHHOTO
ompezeneHus: 0eiaKa B COOTBETCTBUU ¢ o0miel dapmakomneliHoil cratbeit 2.1.5.14 Obwuti 6enok,
Memoo 3.

Cocras 6eika. VcnbiTaHre MPOBOIAT METOIOM 30HAIBHOTO 3JekTpodopesa (2.1.2.30).

B kauecTBe HOCHTEINST MCIONB3YIOT MOIAXOMANIME TUIEHKA W3 aleTaTta IEJUTION03bI HITH
arapo3HOro reis, a B KauecTBE DJIEKTPONIUTA — bapbumanosviii 6ygepruviti pacmeop pH 8,6 Pl
WIN APYTOi MOAXOAAImiA OypepHbIid pacTBOp.

Ecnu B kauecTBe HOCHUTENSI MCIONB3YIOT alleTaT LEJUII0JI03Y, UCIBITAHUE MOXET OBbITh
IIPOBEICHO IIPEJICTABICHHOM HMI)KE€ METOAMKOW. EciM HUCHoNb3ylOT arapo3Hble TIellu,
SBJISIOIIMECS  YacThIO  aBTOMATU3MPOBAHHOW  CHUCTEMBI, TO  CIEAYIOT HHCTPYKLHSAM
IPOM3BOTUTEIIS.

Hcnvimyemvii pacmeop. VcnpiTyeMblil oOpaseny pa3BOIAT pacTBOpoM 9 r/n nampus
xnopuoa P no xonuentpamuu 6enka 30 r/i.

Pacmeop cpasnenusn. BoccranaBnuBaior CO DPEAIC ummyHnoznobyiun uenogeka OJis
anekmpoghope3a U PazBOIAT PaCTBOPOM 9 T/ mampusa xaopuda P 1o xoHUEHTpamuu Oenka
30 r/m.

Konmponvuwiii pacmeop. HopmaiibHasi CBIBOPOTKA KPOBU YEIOBEKA.

Ha anomubiii/kaToqHbl Kpail TIEHKM W3 aleraTa LeUoNo3bl HaHocsaT 4,0 MK
UCTIBITYEMOTO PacTBOpA MOJIOCOW MHUPUHON 10 MM MIIH, €CIT UCTIONB3yeTcs OoJiee y3Kas TUIEHKA
U3 anerara 1emnono3sl, 0,4 MKI/MM; TOT k€ 00BEM pacTBOpa CpaBHEHHUS M TOT ke 00beM
KOHTPOJILHOTO pacTBopa. [lomemaroT B O3JEKTpUYECKOE IoJie TakuM 00pa3oM, YTOOBI
paccTosiHue, MPOHAEHHOE MOJOCON ambOyMHHA CHIBOPOTKM KpPOBHM 4EJIOBEKAa KOHTPOJIBHOTO
pactBopa, coctaBisio He MeHee 30 MM. 3arem IJIEHKY M3 aleraTa UEJUII0JIO3bl OKPAaIIuBAOT
pacTBOpoM amuodo-ueprozo 10B P B TeyeHue 5 MUH U 00ECLBEUMBAIOT CMECBIO VKCYCHOU
kuciomol aeosnou P w memanona P B cootHomeHnn 10:90 (06/06), 4toObl (oH crTan
npo3payHbIM. [Ipyu HEOOXOIUMOCTH CHUKAIOT HHTEHCUBHOCTh OKPACKHU MOJIOC CMECHIO YKCYCHOU
kuciomul nedsinou P u memanona P B coorHomennn 19:81 (06/06). 3MepsroT onTHYECKYIO
wiotHocTh mipu 600 BHM (2.1.2.24) wmnm ckanupyror moiockl mpu 600 HM. PaccumThiBaroT
pEe3yJbTAT KaK CPEAHEE 3HAUCHUE TPEX UZMEPEHUN KAk IO MOJIOCHI.

Pe3ynpTaThl HCOBITAaHWS CUMTAIOT JOCTOBEPHBIMH, €CIM Ha 3JeKTpodoperpamme
UCTIBITYEMOTO pacTBOpa JIF00ast mojoca, KpoMe OCHOBHOM TOJIOCHI, HE 0oJiee MHTEHCHBHA, YeM
COOTBETCTBYIOIIAs 110JIOCA Ha JIEKTpopoperpaMme pacTBOpa CpaBHEHHUS.

JIomycTHMO TPOBECHUE UCTIBITAHKSI METOIOM KalMUIIPHOTO AekTpodopesa (2.1.2.37).

MouaekyasipHo-mMaccoBoe pacnpeneiaenune (2.1.2.29). Mcnonab3yl0oT METOI BHYTPEHHEH
HOpMaJIM3aIiH.
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Ucnvimyemvlii pacmeop. JlekapCTBEHHBIN Tperiapar pa3BoOIsAT pacTBOpoM 9 /i nampus
xntopuoa P 10 KoHIEHTpanmuu Oellka B PacTBOpE, NOAXOMSIMICH JUIsi HCIOIb3YeMOM
xpomaTtorpadguueckoii  cuctembl (Ui MUMMYHOTJIOOYJIIMHOB  4YeJIOBEKa pPEKOMEHIyemast
KOHIICHTpaIus OejKa B pacTBOPE JOJDKHA COCTABIATH OT 4 /11 1o 12 1/7).

Pacmeop cpasnenus. Pazponar CO OEAIC ummynoz2nobynun yenogexa (MOoaeKyIsapHbvie
napamempsi) pacTBOpoM 9 r/n Hampusa xaopuoa P Aiid TOCTHKEHHUS KOHIEHTpAluu Oernka,
COOTBETCTBYIOIIECH KOHIICHTPAIIUU OEIIKa B UCIIBITYEMOM PacTBOPE.

Ycnosusa xpomamoepaguposanus:

— xonouka: nmaHON 0,6 M/0,3 M ¥ BHYTpEHHUM JTUaMETpoM 7,5 MM/7,8 MM, 3amOTHEHHAS
cunuxazenem euopouibHvim 051 Xxpomamozpaguu P, TpUTOIHBIM IS GHpaKIMOHUPOBAHUS
rII00yNSIPHBIX OEJIKOB ¢ OTHOCUTENLHBIMU MOJIEKYIIApHBIMU Maccamu oT 10000 go 500000;

— memnepamypa kononxu. 25 °C;

— noosudicnas ¢aza: pactBopstor 4,873 v Junampus eudpogocpama oueuopama P,
1,741 v nampus oueuopoghocpama monoeuopama P, 11,688 r nampus xnopuoa P m 50 mr
nampus asuoa P B 1000 mi 600wt P,

— ckopocmb nodsudcnoll ¢hazol. 0,5 Ma/MuUH;

— demeKkmop: CIEKTPOPOTOMETPUICCKHUH, TMHA BOJHBI 280 HM.

Hoenmughuxayus nuxog: MCHOIB3YIOT XpOMATOTpaMMy pacTBopa cpaBHeHus. JIroOoi
UK, OTHOCUTEJIbHOE BpeMs ylepkuBaHMs KoToporo meHee 0,85, cOOTBETCTBYeT mojauMepaM U
arperaram; J000i MUK CO BPEMEHEM YIEepKUBaHUsI OOJbIIe, YeM Y MOHOMEPA, COOTBETCTBYET
¢dparmeHTam.

Ommnocumenvroe yoepoicusanue. Monomep - 1; aumep - okosno 0,85.

Ha xpomaTorpaMmMe HCIBITYEMOTO PacTBOPA OTHOCHTEIHLHOE BPEMs YACPKUBAHUS ITHKOB
MOHOMEpa U JUMepa MO0 OTHOLIEHUI0 K OTHOCUTEILHOMY BPEMEHH YACpPKHUBAHUS
COOTBETCTBYIOILIMX MMKOB Ha XpOMaTOrpaMMe pacTBOpa CpaBHEHUS AOKHO cocTaBisTh 1+0,02.

AHTHKOMILUIEMEHTApHAsi aAKTHUBHOCTHb (Homep). JIOMyCTUMBIH TIpeieNn CBS3bIBAHUS
komruiemeHTta — He Oosee 1 CHso/Mr Oenka, T.e. 1 Mr Oenka WMMYHOTJIOOYJIMHA HE JOJDKEH
cBs3bIBatTh Oosiee 1 CHso koMiiemenTa. McnbiTanue mpoBOJAT JIsl JIEKApPCTBEHHBIX MPENapaToB
UMMYHOTJIOOYJIMHOB YeJIOBEKa JIJIT BHYTPUBEHHOTO BBEICHHUS.

AxTHBaTOp npekajiukpenHa (nomep). He Gonee 35 ME/miu. UcnbiTaHne mpoBOIAT
JUTSI ISKAPCTBEHHBIX MPEMapaTOB HMMMYHOTJIOOYJTUHOB YeJIOBEKA JUISl BHYTPHBCHHOTO BBEJICHUSI.

AHTH-A ® aHTH-B remarrimoruHunbl (nomep). VcmbiTaHWe MPOBOIST IS
JICKapPCTBEHHBIX MPENapaToB KMMYHOTJIOOYJIUHOB YeJIOBEKa JIIsl BHYTPUBEHHOTO M TIOJIKOXKHOTO
BBeleHUs. JlomkeH BbIAEp)KHUBATH TpeOOBaHMS HUCHBITaHWS Ha aHTH-A U aHTU-B
reMarrIfOTHHHHEI.

AuTH-D anturtena (nomep). VcnbiTaHWe MPOBOMAT IS JIEKAPCTBEHHBIX IMPENapaToB
UMMYHOTJIOOYJIMHOB ~ YeJIOBEKa Ui BHYTPUBEHHOTO W IOJKOXXHOTO BBeACHUs (Kpome
UMMyHOIIIOOynuHa uyenoBeka aHtupesyc Rho(D)). Jlomken BbiepkuBaTh TpeOOBaHUs
UCIIBITaHUS Ha aHTH- D aHTHTENA.

Hmmynorno0yaun A. OmnpeaensioT NOAXOIINIMM HWMMYHOXUMHUYECKUM METOIOM.
CopaepxaHre HWMMYHODJIOOYJIMHAa A HE JO/DKHO TIPEBBHINIATh MaKCHMaJIbHOE COJIepiKaHue,
yKa3aHHOe Ha ymakoBke. lcmplTaHWe TPOBOAAT ISl JIGKAPCTBEHHBIX  MpermapaToB
UMMYHOTJIOOYJIMHOB YeJIOBEKa JIJIS TApEHTEPATLHOTO IPUMEHEHUS.

Bona (2.1.5.12 unm 2.1.2.34) wiu Iloreps B Mmacce npu BbicymmBanuu (2.1.2.31). He
6onee 3 %, eciu MHOE HE YKa3aHO B YacTHOW (apMakomneiHoOW cTarbe W (WJIM) HOPMATHBHOM
JOKYMEHTE II0 KauecTBY JIGKQpCTBEHHOro TpemapaTta. lcmbelTaHue MPOBOAST — AJs
JICKAPCTBCHHBIX IPEMapaToB HMMYHOTJIOOYJIMHOB 4YeJIOBEKa B JIEKAPCTBEHHOW (opMme
aro¢uIn3ara.

AHTHTEeNa K BHpycy rematuta A (nomep Hmmynoxumuueckue memoowt). Ecnm
JICKapCTBEHHBIN TMpemapaT MpenHasHaueH Juis NpoQUIaKTHKKA Trenatuta A, 3asBlIeHHAS
aKTUBHOCTEL noJpkHA ObITh HEe MeHee 100 ME/mi. PaccuntanHass akTMBHOCTE NOJDKHA OBITH HE
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HIDKe 3asBieHHOM. [loBepurenbHblii unTepBan (P=0,95) nomken Obith He Menee 80 % u He
6onee 125 % ot paccunTaHHOW aKTUBHOCTH.

CopnepxaHue aHTUTEN OINPENEeNAIOT IMYyTEM CPaBHEHUS CO CTaHAAPTHBIM 00pasloMm,
KaJIHOPOBAaHHBIM B MEXKIYHAPOIHBIX CIUHHIIAX. 32 MEKIYHAPOJHYIO E€IMHUILy NPHHUMAIOT
AKTUBHOCTh  OIpPENEIEHHOIO  KOJIMYEeCTBA  MEXIYHApPOAHOTO  CTaHAApTHOro  oOpasma
UMMYHOIJIOOYJIMHA TPOTUB TemaTuta A, ycraHaBiMBaeMyl BceMupHoO#l opranuszanueit
3IpaBOOXPAHEHHUSL.

Moxer OwiTh wucnonbzoBan CO  DEADC  ummynocrnobynuna uenogexa 0
npoghunaxmuxu cenamuma A, KaTnOPOBAHHBINA B MEKAYHAPOIHBIX €TUHHIIAX.

WcnpiTanue TpoBOJAT UISl JIGKAPCTBEHHBIX IMPENapaToB MMMYHOTJIOOYJIHMHOB YEIOBEKa
JUTSL BHYTPUMBIIIIEYHOTO BBEICHUS.

Crepuibnocth (2.1.6.1). JlekapcTBEHHBIC Mpemaparbl JOJUKHBI  BBIIEPIKUBATH
TpeOOBaHUS HCIIBITAHUS Ha CTEPHIIBHOCTb.

Iuporennocrs (2.1.6.2) win bBakrepuaabubie 3HAOTOKCHHBI (2.1.6.8.). Ilpm
OTCYTCTBHUHM Jpyroro OOOCHOBaHHSI W Ppa3pelieHHsl YIOJHOMOYEHHOTO OpraHa IPOBOMST
UCTIBITAHUE JICKAPCTBEHHOT'O Iperapara Ha MUPOTCHHOCTh WM OaKTEpUAIbHBIC 3HOTOKCHHBI.
JlexkapCTBEHHBIN TIpermapar JOJDKEH BBIACPKUBATh HCIBITAHWE HA IMUPOTCHHOCTh WM TIPU
00OCHOBaHMM ¥ PAa3pEUICHUU [TO/DKEH COOTBETCTBOBATH METOAY IN VItro, Hampumep, Ha
OakTepHuaabHBIC JHIOTOKCHHBI. TecT-lI03y B HCIBITAHMM Ha THPOTCHHOCTh YKa3bIBAIOT B
qacTHOW (apmakorneiHod craThe W (WIM) HOPMATHBHOM JIOKYMEHTE 110 KauyeCTBY
JCKapCTBEHHOTO TMpemapara. lVcnplTaHWe TPOBOIAT JUISL  JICKAPCTBEHHBIX —IPENapaToB
UMMYHOTJIOOYJIMHOB YeJIOBEKa ISl TApEHTEPATILHOTO IPUMEHCHHSI.

KOJIMYECTBEHHOE OIIPEJ[EJIEHUE

AKTHBHOCTBH (IIpM HEOOXOJMMOCTH). AKTHUBHOCTh YCTaHABIMBAIOT B HCIBITAHUIX C
UCTIOJIF30BaHUEM CTAHIAPTHOTO 00pa3ia, KaTMOPOBAHHOTO B MEXIYHAPOTIHBIX €ANHUIAX (€CTH
OPUMEHUMO) U KOJIMYECTBEHHO OLIEHMBAIOT IO CPAaBHEHUIO C aKTUBHOCTHIO CTAHJApTHOTO
obpasma. J{ns BeryucieHnuss 1 o0pabOTKH pe3yabTaTOB UCIIBITAHUN UCIIONB3YIOT PEKOMEHIAIINN
obmelt dapmakoneitHoit crarbu  2.3.12.0 Cmamucmuueckas obpabomka pe3ynibmamos
OUOI02UYECKUX UCNBIMAHULL IeKAPCTNBEHHBIX CPEOCME.

XPAHEHUE

JUis KUAKUX JIEKapCTBEHHBIX IpEnaparoB — B 3alIMIIEHHOM OT CBETa MECTe IpH
temneparype ot 2 °C no 8 °C, ecnu MHOE HE YKa3aHO B YacTHOM (apMakomneiHo#l ctartbe u
(M) HOPMATHBHOM JIOKYMEHTE 110 Ka4eCTBY JIEKAPCTBEHHOTO Mpernapara.

Js THopUIN3NPOBAaHHBIX JEKAPCTBEHHBIX MpenapaToB — B FEPMETHYHON yIaKOBKE B
3aIMIIEHHOM OT CBETa MECTe, NP TemrepaTrype He Boiie 25 °C.

MAPKHUPOBKA
Ha ynakoBke yka3bpIBaroT:

—  KOJIM4eCTBO MeXIyHapOHBIX €IMHUI] HA MAJUTHIUTP (€CITH MPUMEHNUMO);

— cojepkaHue Oellka B IEpBUYHOH YIaKOBKE, BBIPAKEHHOE B rpaMMax Ha JIUTP
(MuTMrpaMMax Ha MAJUTMJIMTP) JUTSL )KUIKUX JICKAPCTBEHHBIX TMPEnapaToB WK B
rpaMMax Ha yHakoBKY JJIsl THOGUIM3UPOBAHHBIX JIEKAPCTBEHHBIX MPENapaTos:

— pacnpenenenue nojaknacco 1gG, coaeprkamuxcs B JIeKapCTBEHHOM Ipenapare (eciu
MPUMEHHUMO);

— cojepkaHue anbOyMHHa, 100aBJICHHOIO B Ka4yecTBE CTa0MIIn3aTopa (€CIu MPUMEHUMO);

— MaKCHMAaJIbHOE CoJiepKaHle UMMYHOTIIOOyIInHA A.

— TPUTOJHOCTH JIEKAPCTBEHHOTO MpernapaTa JUlsi IPUMEHEHHs B LENIAX NMPO(UIaKTUKH
renatuta A (eciii MIPUMEHUMO);

— coJep)KaHue aHTUTEJ K BUPYCY renatuta A B MEXIYHAPOIHBIX €AMHHUIIAX HA MUJUTUITUTP
(ecri MPUMEHUMO);



7

— HaWMEHOBaHUE U COJePKaHNE AHTUMUKPOOHOTO KOHCEpBaHTA (€CIIH IPUMEHNMO).
Jls TnopUIN3UpOBaHHBIX JIEKAPCTBEHHBIX NPENAapaToB JOMOIHUTEIBHO YKa3bIBAIOT:
— Ha3BaHME WIM COCTaB U 00BEM JOOABISIEMON KUAKOCTH AJIs1 BOCCTAHOBJICHHUS.



