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BBonutcs Bnepsbie

WMMYHOI'JIOBYJUH YEJTOBEKA HOPMAJIbHBIN JIJIS
IHOAKOXKHOI'O BBEAEHUSA

OITPEAEJIEHUE

WMMyHOrOOYIMH YeloBEKa HOPMAIbHBINA U IOAKOXKHOTO BBEIECHMUS
NpPEACTaBAsSeT CcoOON  CTEpUIbHBIA  KUAKUIA WM JUOQMIN3UPOBAHHBIN
JIEKApCTBEHHBI npenapar, coZepIKaIIuii UMMYHOTIJIOOYJIUHBI (Ig),
npeumyiiectBeHHo kKiacca G (IgG), BblaeneHHbIE U3 IMJIa3Mbl KPOBH 3J0POBBIX
JIOHOPOB, coOoTBeTcTBYyIomel TpeboBanusiM @PC «lliasma uenoseka O
@paxyuonuposanusy. JlekapCTBEHHBIN IpenapaT MOMKET CONEpKaTb U Jpyrue
OenKy mia3Mel KpOBU YEJIOBEKA.

JlaHHas cTaThsi HE paACIpOCTpaHsSETCs Ha JIEKapCTBEHHBIE IIpernaparsl,

cozmepxaniye GpparMeHThl WM XUMU4YecKy Moauduuuposannsie IgG.

IMPOU3BOJICTBO (OCOBEHHOCTU TEXHOJIOI'MN)

Crioco6 MpOM3BOACTBA BKJIFOYAET 3Tall WM JTalbl IUMUHAUMU U (HJIN)
VUHAKTUBALMKA W3BECTHBIX HH(EKIMOHHBIX MaTOTEHOB; MPU HCIOJIb30BaHUU IS
MHAKTUBAL[MH BUPYCOB PEaKTUBOB JOJKHO OBITh IIOKa3aHO, YTO JIFOObIE OCTATOYHbIE
KOMIIOHEHTHI, MPUCYTCTBYIOIIHME B JIEKAPCTBEHHOM IIpenapare, HE OKa3bIBaloT
BpPEIHOTO BO3AEHCTBUS Ha MAlMEHTOB, NOTYyYaroIUX UMMYHOITIO0Y IHH.

[Tpou3BOACTBEHHBI npouece JIEKapCTBEHHBIX npenapaToB
MMMYHOTJIOOYJTHHOB YeJIOBEKa isl IIOJKOKHOIO BBEIEHH JOJDKEH BKIIFOUATh 3Tall
WIM STambl 3JMMUHALMKE KOMITOHEHTOB IUIA3MBI KPOBH, BBI3BIBAIOIIUX TPOMOO3.
Ocoboe BHHMMaHHE HEOOXOOUMO YAENSTh HIECHTU(QUKALMUA aKTUBUPOBAHHBIX
(aKkTOpOB CBEPTHIBAHUS KPOBH ¥ COOTBETCTBYIOLIUM MPOMEPMEHTAM (3UMOr€HaM ),
a Tak)Ke dSTaraM IPOM3BOJACTBEHHOrO IMpoLecca, KOTOphIE MOIYT BBI3BAaTh MX
aktuBanuio. CleayeT yYuThIBaTh APYrHe MPOKOAryJsHTHI, KOTOPBIE MOTYT OBITH

,Z[O6aBJI€HBI B IIponecce nMporu3BoACTBA.



B Xoxe NOKIMHMYECKMX M KJIMHUYECKHX HCCIEeNOBaHUM MO/DKHA OBITH
Jl0Ka3aHa Xopoulas IePEeHOCUMOCTD JIEKAPCTBEHHOIO Mpemnapara MpHu MOAKOKHOM
BBeJeHUH. JIOMDKHO OBITH JOKa3aHO, 4YTO colep)KaHHe JII0OOro MPUMEHSEMOrOo
CTaOMJIM3UPYIOLIEr0 areHTa HE OKa3blBaeT BPENHOrO BO3IEMCTBUS  Ha
JIeKapCTBEHHBIH Mpenapar.

NMMyHOrIOOYIMH YesioBeKa HOPMAJIBHBIA [Jisi TOAKOXHOTO BBEICHHMS
NOJyYaloT U3 MyJa IUia3Mbl KpoBH 4yeroBeka He MeHee 1000 310poBBIX TOHOPOB
MeToJaMu  C  JOKa3aHHOM  3(P(EKTUBHOCTBIO  BbIENEHUS  (Qpakiuu
UMMYyHOrJI00ynnHa G, o6ecrieunBarOMU MOJYyYEHUE JIEKAPCTBEHHOr 0 Ipenapara,
KOTOPBINA:

— 6e3omaceH B OTHOIICHHUHU ME€PEAYy T€MOTPAHCMUCCHUBHBIX UH(EKIINIA;

— TIpH KOHIIeHTpaiwu 6enka 50 1/ coepKUT aHTUTENA B KOHLEHTPALH, He
MEHEE YEM B TPH pa3a MPEBHIIAIONIEH KOHUEHTPALNIO B UCXOHOM I1yJIe IJIa3MBbl, a
npu KoHueHTpauuu Oenka 100 r/m — He MeHee YeM B LIECTb pa3; ONPEHEIISIOT
coliep)KaHHe aHTUTENl HE MEHEE YeM K BYM BO30yIUTEISM (OXHOMY BUPYCHOMY U
OJHOMY OaKTepUaJIbHOMY) C MCIOJb30BAHUEM MEXKIYHAPOLHOrO CTaHIApTHOIO
obpasiia Wiy Apyroro MOAXOASLIEro CTaHJAPTHOro 0bpasLa;

— MMeET OMpeaesIEHHOe pacpenesieHue nogknaccos IgG;

—  COOTBETCTBYET  WCIIBITAHHIO Ha  (DYHKIUOHAJIBHOE  COCTOSIHHE
Fc-pparmenta ummyHornoOyimuHa (ODC «Onpedenenue @PyHKYUOHANLHO2O
cocmosnus Fe-gppaemenma ummyHnoenobynunay);

- HE TIPOSIBJIET TPOMOOTEHHOH (IIPOKOAryJISHTHON) aKTUBHOCTH.

WMMyHOTIO0YIMH YelOBEKa HOPMAJBHBIA JUIs ITOJAKOXXHOIO BBEICHUS
TIPOU3BOAMTCS B BUJIE PACTBOPA, CTAOMIN3HIPOBAHHOIO, HATIPHMED, PACTBOPOM 9 I/11
HATpUs XJIOpUAA, pacTBOpoM 22,5 T/N IMULMHA WIM B BUJAE JMOQUIIM3ATA,
TIOJy4EHHOTO M3 pacTBOpa, CTaGHIN3UPOBAHHOIO pacTBOpoM 60 r/in riaMuuHa.
HIMMyHOTJIOOYJIUH dYeJloBéKa HOPMAJBbHBIA JJs IMOJKOXKHOIO BBEICHHUS TIOCTE
crepwiusyronieit (GUIbTpalMd MOXKET OBITh IOABEPrHYT CyOJMMaLOHHOMY
BBICYLIMBAHUIO. JIMOQUIM3AT XpaHIT B BaKyyMe WM B aTMOC(epe HHEPTHOTIO rasa

B F€pPMETUYHOM YIaKOBKE.



JomyckaeTcss 100aBI€HHME BCIIOMOTaTeNIbHBIX BEINECTB, TaKHX Kak
CTaOUIN3aTOPHI.

JIexapCTBEHHBIE TIIpenapaTsl HE MHOJDKHBI COJEepXKaTh AHTHMUKPOGHOIO
KOHCEpPBaHTA.

JlexapCcTBEHHBIH Ipenapar J0JDKEH OTBEYaTh TPeOOBaHMSIM, MPUBEIEHHBIM B
ODC «HmmyHoenobyruner yenogexkay (ecivu MPUMEHUMO), a TaKXkKe CleIyIoIIuM

Tpe6OBaHI/I${M, YKa3aHHbIM HUXKE.

CBOMCTBA

Onucanue

JlekapCTBEHHBIN MMpenapar B JIEKApCTBEHHON (QopMe pacTBOp: Mpo3payHasi
WIM clierka omnajecuupyomias, OeclBeTHasi, CBETIO-KENTas WM CBETJIO-
KOpUYHEBas XHUAKOCTh; MPU XPAaHEHUU MOXKET 00pa30oBaThCs JETKast MyTHOCTb UJIU
HEOOJIBIIOE KOJIMYECTBO BUAUMBIX TBEPABIX YAaCTHII.

JlexapcTBeHHBIN TMpenapar B JIEKapCTBEHHOM (opMe mauoduamusar s
IPUTOTOBJIEHHSI PAcTBOpa MJsl TOJIKOXKHOIO BBEAEHMs: O€sblii WiIu clerka

’KEJITOBATBIN MOPOIIOK WK aMop(Has Macca, TUIPOCKOIUYEH.

UCIIBITAHUA

Bpewmst pactBopenusi (ODC «Bpems pacmeopenus unu OUCnep2UuposaHusy).
JIekapcTBEHHBII Tpernapar B BUE JUOPUIN3aTa JOJDKEH IIOTHOCTHIO paCTBOPSATHCS
B YKa3aHHOM 00béMe pacTBopuTess B TeueHue 20 MuH npu temmneparype ot 20 °C
no 25 °C.

IMpo3paunocts (ODPC «llpospauHocme u cmenenb ONANECYEHYUU
(MymHocmu) oicudkocmeiiy). JlekapcTBEHHBIN Ipenapar (IpH HEOOXOAMMOCTHU
1OCj€  BOCCTAHOBJIEHHS)  JOOJDKEH  OBITh  MpO3payHbIM MM CJIETKA
OMNaJIeCLUPYIOLIKM.

LBerHocth (O@C «Cmenens okpacku ccuokocmeily, memoo II).
JlexapcTBeHHBIH Mpenapar (IpU HEOOXOAMMOCTH MOC/IE BOCCTAHOBIIEHHS) OJDKEH
OBITh OECIBETHBIM HJIM OKpacka He J0JDKHA ObITh MHTEHCHBHEE OKPAcKH pacTBOpa

cpaBHeHUs Yswin BYs.



pH (O@C «Ilomenyuomempuueckoe onpedenenue pHy). Ot 4,6 1o 7,2.

Bejok (ODPC «Ummynoznobynunsl yenosexay). He menee 100 r/im u He 6omee
220 /7.

JduekTpodoperudeckass ogHOpPoaAHOCTh (ODPC  «HmmyHoznobynumsl
yenoeekay). Ha anektpodoperpamme UCIIBITYEMOTO pacTBopa He O6osiee 10 % Oenka
HUMEET MOABMKHOCTD, OTJIMYHYIO OT MOABM)KHOCTH OCHOBHOM IMOJIOCHI.

Hopwma He pacnipocTpaHsieTcs Ha JIeKapCTBEHHBIN Mpenapar, CoaepKaluil B
KayecTBe cTabuin3aTopa albOyMUH YesIoBeKa; AJIsl TAKUX IpenapaToB HCIbITAHUE
Ha 3JIEKTPOPOPETUYECKYIO OJHOPOJHOCTh MPOBOISAT NPU IMPOU3BOACTBE IEPE]
no0aBieHHEeM CTabmIU3aTopa.

Mouaekyasipabie napameTpbl (OPC « UmmyHo2100Y1UHbI YEN06EKAY).

Conepxxanue MoHoMepoB U aumepoB IgG He meHee 85 %, monumepoB U
arperatoB — He 6osee 10 %.

HopMEI He pacTipoCTpaHsIIOTCS Ha JIEKapCTBEHHBIH Npenapar, coaepKaluii B
KayecTBe cTabun3aTopa albOyMUH UYeJIOBEKa; AJIsl TAKUX IPENnapaToB UCIBITAHUE
Ha MOJIEKYJISIpHBIE [apaMeTpbl MPOBOAAT BO BpeMs IPOU3BOACTBA IIEPE]
nobaBiieHHeM cTabuiIu3aTopa.

AHTHTEJIa K TOBEePXHOCTHOMY aHTHIeHy BHpyca rematura B
(ODPC «Memoo ummyrnogpepmenmunozo ananuzay). He menee 0,5 ME/T IgG.

| IMuporennocts (ODC  «Ilupocennocmevy) WM bakrepuaibHbie
HAO0TOKCHHBI (OPC «Bakmepuanvhvlie SHOOMOKCUHbLY). [N WCHBITaHUS Ha
MUPOreHHOCTh BBOAAT 1,0 Mi1 Ha 1 KT Macchl KpOJIMKa.

Coneprkanue 6aKTepHaTbHBIX SHIOTOKCHHOB JOJKHO OBITH MeHee 5 ME/mit.

XPAHEHHME
B repMeTHYHON ymakoBKe, B 3alUIIEHHOM OT CBETa MECTE IPU YKa3aHHOU

TeMIIepaType.

NH®OPMALIVS O MAPKUPOBKE

Vka3bIBaloT B cOOTBETCTBUH ¢ OPC « UMMYHO02100Y1UHbl YeN06eKay.



