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"OBLIAA XAPAKTEPUCTUKA NNEKAPCTBEHHOIO MNPEMAPATA

' JlaHHbIV NeKkapcTBEHHbIN npenapar NoanexuT JONOAHUTENbHOMY MOHUTOPUHIY. 3TO MO3BONUT
6bICTPO BbIABUTL HOBYIO UHdopmauuto no GesonacHocty. Mbl obpaljaemcsi K paGoTHUKaM CucTembl
3ApaBooOXpaHeHus ¢ npocbBoii coobLyaTh o NobkIX NoA03peBaeMbIX HeXenaTeNbHbIX peakuusaXx.

1. HAMUMEHOBAHWE NNEKAPCTBEHHOI'O MNMPEMNAPATA

CKYBUWUTA, 165 mr/mn, pacTeop AN NOAKOXHOro BBEAEHUS - o
. COrJACOBAHO
v ) i f.;1~n.1<;_\7;1‘«:(}1;l33;150r¢1 SIPABOOXPAHEHUS
2. KAYHECTBEHHbLIXN 1 KONMMYECTBEHHbLIN COCTAB I Tipams §) &Pﬁfﬁg ’i"i?ﬁﬁéfﬁa
! “43 17 RMHeTey a & HeHHA
. K Fagr Ginaas Beirs >
MMMyHOrnoBynnH Yenoseka HopmanbHbii (MK er o 0 6 07~ Z[Lfl :’f“py"a‘:@ /%

OAVH MN COAePXUT:
NmmyHorno®ynuH Yenoseka HopmMarnbHblil — 165 mr
(4ncroTa He meHee 95% 1gG)

OavH conakoH 6 Mn coaepxuT 1 1 UMmyHornoSynnHa vYenoseka HopMarbHoro.
OauH cpriakoH 10 mn cofepxut 1.65 r uMmMyHornobynuHa Yenoseka HopmansHoro.
OauH nakoH 12 MN CogepxuT 2 I UMMYHOrnoBynnHa Yenoeexka HopmarbHoro.
OauH dniakoH 20 mn cogepxuT 3.3 r uMMyHornobynuHa YenoBeka HOPMarnbHOro.
OnvH niakoH 24 Mn cogepuT 4 r ummyHornobynvHa Yenoeexka HopmMarnbHOro.
OpuH pnakoH 48 mn cogepxut 8 r MMMyHornobynvHa Yenoseka HoOpMarbHOro.

Pacnpepnenenue nogknaccos IgG (npubnusnuTesnbHble 3HaueHus):
19G1 71 %

19G2 25 %

IgGs 3%

19Gs 2%

MakcumanbHoe cogepxanue IgA: 600 mkr/mn.
Mony4YeHo U3 JOHOPCKON Niasmbl Yenoseka.

BcriomorareneHblie BeLIeCTBa, Hanu4yme KOTOPbIX Hano YYUTbIBETb B COCTaBe JeKapCTBEHHOro
apenapara.

OTOT NlekapcTBEHHbIM npenapat coaepxut 33.1 Mr HaTpua Ha tnakoH 48 mn, 1 13.8 Mr — Ha onakoH
20 mn.

MorHbIN CriMCOK BCIOMOraTenbHBIX BELECTB CMOTPUTE B NYHKTE 6.1.

3. NEKAPCTBEHHAA ®OPMA
PacTBop A5l NOAKOXHOIO BBEAEHNS.

MpospauHblii GECLBETHbIM PAcTBOP; NPK XpPaHeHUN npenapar MOXEeT CTaTb Crerka onanecumpyLwmum
n BnegHo-XenTbiM.

OcmonsinbHOCTb Xugkoro npenapara: 310 — 380 MocMonb/kr.
pH pacteopa: 5.0 — 5.5.
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4. KNMHWYECKUE JAHHBIE ™ g 5 6 7 _ 2 0 2 'E
4.1 MNMoka3zaHUA K NPUMEHEHUIO
SamecmumesibHas meparnus y 83pocibix, 0emed u nodpocmkoe (0-18 nem) npu:

o CuHgpomax nepeuyHbIX MMMyHoaeduumtos (IMTUI) ¢ HapyweHem obpasoBaHus aHTUTen
(cm. nyHKT 4.4)

e [vnorammarnofBynuHemMuu u peumaueupytoinx BakrepmanbHbIX UHMEKUMAX Y MaLMEHTOB C
XpoHuyeckon numdoumTapHoi nenkemuen (XIJ1), y KOTOpkIX NpodunakTnyeckoe neveHue
aHTUBMOTNKaMK HeaPMEKTUBHO U NPOTUBOMNOKA3aHO

e [vnorammarnobynuHemun U peuuauBupylowux GakrepuanbHbIX MHOMEKUMSAX Y MaUUMEHTOB C
MHOXecTBeHHOW Muenomoii (MM)

o [uwnorammarnobynuHemun y nauueHToB [0 U Mocne arfioreHHon TpchnnaHTaumm
remMorioaTu4eckmx cTeososblx kneTok (TICK)

;~ﬂ s -

4.2 PeXXuMm [O3MpPOBaHUA U CNOCOO NPUMEHEHHs

3amecTuTenbHas Tepanus AOMKHA HasHa4YaTbCA U KOHTPONMPOBATLCS BPauoM, WMEIOLMM OmbIT
revyerns UMMyHO4EVILIMTOB.

Pexxum posnpoBaHus
J[lo3a 1 peXxum 403UPOBaHMA 3aBUCAT OT NoKasaHus.

3amecmumenbHasi meparnusi
JlexkapcTBeHHbIN npenapaT BBOAAT TOSbKO NOAKOXHO.

Mpyn samecTUTENbHON Tepanuu [O03Y ONpefensioT WHAMBUAyanbHO ANS KaXKAOro nauneHTa B
3aBUCUMOCTH OT (PapMaKkOKUHETUYECKOTO W  KIMHWYECKOro OTBETa. Cne,u,yloume PEXUMBbI
A031poBaHunA npueegeHbl B KavecTtee pekomeHaauvii.

Pexxum [03UpoOBaHus [[OMDKEH CMNocoOCTBOBATE [OCTMNKEHWMIO HIDKHEro MOpOroBoro  YPOBHS
UMMyHornobynuHa G (h3mepsieMoro nepeg nocriegytolen uHdysmen) He meHee 5 — 6 /n un
obecneunBaTe YPOBEHb CbIBOPOTOMHOFO uMMMyHornobyrnvHa G B npefgenax pegepeHTHoro
WHTepBana COOTBETCTBYOLIeli Bo3pacTHoil rpynnbl. MoxeT noTpeGosaTtbcsi yhapHas fosa Mo
meHbLuen mepe 0.2 — 0.5 r/kr (1.2 — 3.0 mn/kr). OHa MoXeT ObITb pasferneHa Ha HeCKOSbKO AHell, ¢
MaKkcuManbHoi aHeeHol gosoi B 0.1 — 0.15 r/kr.

Mpu ycraHoBNeHMM CTaburnbHOro ypoBHS MMMyHornobynuHa G HasHavalTcs nojaepxvsaiolive
[103bl, KOTOPblE BBOZAT Yepes OANHAKOBbIE BPEMeHHble MHTepBarbl (MPUMEPHO Pas B HeAeno) 4O
JOCTUXEHUst CyMmapHoli mecsiuHolt fosbl B 0.4 — 0.8 r/kr (2.4 — 4.8 mri/kr). Kaxxaas [osa MoXeT
TpeGoBaTth BBEAEHMUS B pasHble aHaToMu4eckue obnacTu.

HwkHue noporoBbie YPOBHU [JOIBKHLI KOHTPONUPOBATLCA W OLEHMBATbCA BO B3aMMOCBA3N C
BO3HUKHOBEHMEM WHGeKUmiA. [rsi yMeHbLIeHUsI 4acToTbl MHMEeKUMA MOXeT noTpebosaThes
yBeruyeHme fo3bl 1 yeTaHoBneHre Bornee BbICOKMX HIKHUX MOPOroBbiX YPOBHEN.

Hemu

[osupoBka y geteli u nogpoctikos (0-18 neT) He OTNIMYAaEeTCs OT J03MPOBKM Yy B3POCHIbIX, TaK Kak
[103MPOBKa NO KXKAOMY MOKa3aHuio NpyueeeHa fno Macce Tefa n KOPPeKTUpyeTes B 3aBUCUMOCTHU OT
KIMMHNYECKOro pesynbTara.

CkyBura uccnegosasnu cpeau 22 neauatpuyeckux nauneHTos (15 geteii [B BospacTte oT 2 go 12 neT]
1 7 NoApocTKoB [B BoapacTe oT 12 Ao 16 net]) ¢ nepBUYHLIM NMMyHOAEPUUNTOM. [1Ns JOCTUXEHUS
)Xenaemoro ypoBHsi [gG B CbIBOPOTKE KPOBY KOPpeKLMs 403kl Y AeTell He noTpebosanach.

lMayueHmel NoXxus1020 8o3pacma

MockonbKy 403a PaCCUUTLIBAETCA MO Macce Tena 1 KOPPEKTUPYETCS B 3aBMCUMOCTU OT KITMHUYECKOrOo
pesyrnbTaTa BhblleykasaHHbIX 3a6oreBaHuii, 403a Y MaLMeHTOB MOXMUIOro BO3pacTa He OTNnYaeTcst
OT [03bl Y nauueHToB B Bo3pacTe oT 18 no 65 ner. B knuHuyeckom uccneposaHun Ckysura
OLieHMBanu y 3-X NauMeHToB cTaplue 65 neT. [Ins AOCTMKEHUS XXenaemoro ypoBHs IgG B CbiBOPOTKe
KpOBM He TpeBoBanoch HUKaK1X cneumdnyecknx Sos.
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Cnocob npumeHeHus
NS NoaKoOXHOro BBEAEHMS.

MoakoXHble MHDY3UM Ana  AOMaLlUHEro fieYeHWs HasHa4valoTCsl W KOHTPONUPYKTCA Bpa4vom,
MMELLUM ONbIT B MHCTPYKTaXKe NAaUWEeHTOB NO opraHusauun gomallHero nevyeHus. MaumeHT wunm
nMuo, yxakuBawlee 3a HuM, [[OMKHbl  ObiTb NPONHCTPYKTUPOBAHDI 06 wucrnonb3oBaHUM
NHDY3NOHHOTO YCTPOIACTBa, TEXHUKE BBEAEHUS, METOAaX acenTuku, BeAeHUN OHEeBHUKA feveHus,
pacnosHaBaHWUK Cepbe3HOI HeXenaTenbHOol peakunn u NMpUuHMMaemMbIX B TaKOM Ciiydae Mmepax.

CxyBura MOXXHO BBOAUTL B Takue obnactu Kak XXuBoT, Gegpo, nneyvo 1 6oKoBYio NOBEPXHOCTL Beapa.

CxopocTb BBEAEHUS

Perynuposanue CKopocTu BBefeHus n obbema BBeeHUs Ha Kaxkayro TOYKy BBeAeHUsa OCHOBaHO Ha
NepeHOCMMOCTHN NaLmeHToM.

PekomeHayemas HauyanbHasi CKOPOCTb UHAY3UM cocTasnsieT 15 mn/yac/Touky BeeaeHus. Mocne 7it
VHdY31M Npy XopoLLeli NepeHoCUMOCTH (CM. MYHKT 4.4) CKOPOCTb BBEAEHNSt MOXKET ObITh NOCTENEHHO
yBenuueHa Ao 25 Mn B Yac Ha TO4Ky BBeAeHusl. Pekomenayemasi CKOpocTb BBEAEHUS B Yac Ha BCe
TOYKM BBeAEHUA cymmapHo: 30 Mn/4 B TeyeHMe nepBbIX 6 WHGY3WA, 3aTeM MOCTENeHHo
yBenuyusaetcs Ao 50 mn/y u, npn XxopoLuei nepeHocumocTy, Jo 80 mn/yac.

OAHoBpPEMEHHO MOXHO UCTIONb3oBaTL Goriee Yem 0aHO NHAY3MOHHOE YCTPOMCTBO.

O6bem BBegeHUS Ha TOYKY

Konuuectso npogykra, BBOAUMOrO B OnpeaerieHHoe MecTo, BapbupyeTcs. Y MrnaaeHUeB U geteit
MeCTO BBeAEHUS (MHbEKLMM) MOXHO MeHsTb Kakable 5-15 mn. Y B3pocnbix 403kl Gornbiue 30 mn
MOXHO pasfleniTb B COOTBETCTBUU C NPeAnoyTeHMAMM nauueHTa. KonmyecTso ToueK BBEAEHUS He
orpaHu4eHo. PacctosiHue Mexay ToukaMu BBeAEHUs JOSHKHO BbiTh He MeHee 5 cm.

4.3 lpoTuBoOnoOKasaHus

) rVII'Iep‘-IYBCTBI/ITeanOCTb K lIJ,eI‘/JlCTByIOLLleMy BewecTBy unun K mo6omy M3 BCNOMOraTesibHbIX BELLECTB,

nepeuncrieHHbIX B NyHKTe 6.1 (CM. NyHKT 4.4).
CkyBura Heslb3si BBOAMTb MHTPABACKYIAPHO.

Mpenapar Herb3si BBOAUTb BHYTPUMBILIEUHO B Criyuasix TSXKENoW TPOMBOLMTONEHUN 1 Apyrux
HapyLUeHWii remocTasa.

4.4 Ocobble ykazaHusi U Mepbl NPeAOCTOPOXKHOCTH NPU NPUMEHEHUM

HacTosTenbHo pexomeHayeTcst AOKyMEeHTUpOBaTL HaMMEHOBaHNe 1 cepuio npenapara CKyBUra npu
Kepk[oM BBEAEHUN NaLMeHTY, YTOGbl YCTaHOBUTL CBS3b MEX/Y NaLMEHTOM 1 cepueii npoaykTa.

[laHHbIA nekapcTBeHHbIi Mpenapar coaepUT Makcumym 90 Mr MarnbTosbl Ha M B KayecTse
BCMOMoraTenbHoOro BellecTsa. MHTepdepeHUmns ManbTosbl B aHanmsax Ha COAepKaHue TMoKo3bl B
KPOBM MOET NPUBECTY K NIOXHO MOBLILIEHHOMY YPOBHIO FTIOKO3bI U, KaK CreACcTBIUe, HenpaBuibHOMY
Ha3HaYeHWIo NHCYIMHA, YTO, B CBOIO O4ePeb, MOXKET MPMBECTU K YrPOXKAIOLLIEN KUSHW TUNOrMUKEMUN U
cmept. Kpome TOro, criydam WCTUHHOM TWMOIMKEMUM MOTYT OCTaTbCs He3aMEYeHHbLIMU, ecrni
FUNOTIINKEMUHECKOe COCTOSIHUE MACKUPYeTCs NOKHO MOBBILIEHHBIM YPOBHEM IT1KOKO3bI (CM. NYHKT 4.5).
UTo kacaeTcs 0CTpoii MOYEYHOM HELOCTATOYHOCTU, CM. HIXKE.

Ckysura npegHasHaueH TONMbKO 7S MOAKOXHOrO NpuMeHeHns. CryvaiiHoe BBegeHue Ckysura B
KPOBEHOCHBI COCY MOXET Bbi3BaTb LLOK.

HeoBxogumo TO4YHO npuaepKMBaTLCH CKOPOCTU BBEAEHMS PEKOMEHAYeMOil B nyHkTe 4.2. MauueHT
AOMKEH TLaTeNlbHO KOHTPONMPOBATLCA U HaXOAUTLCS NOA NPUCTaNbHBIM HaGNIoAEHNeM Ha npeamMeT
BO3HUKHOBEHUS MoGbIX CUMMTOMOB Ha NPOTSXKEHUN BCEro nepuoaa uHdysnu.

HekoTopble noGouHble peakumv BOBHWKAOT Yalle y MaLMeHToB, MONyYalolMX HOPMarbHbIN
YenoBeyecKuit IMMYHOTNIOBYNNH BRiepBble, Uru, B PeAKUX CIyYasix, Y NaUneHToB, MEeHSIIoLLMX npenapar
HOpManbHOro YenoBEe4eCckoro MMMyHOrnoByuHa, UM Y NauUeHTOB Nocne AMUTENLHOMO nepepbiBa C
MOMEHTa NpeAbiayLLeil UHEY3NH.
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* HayaTb BBEAEHMWE NpoayKTa C HU3KOWM CKOPOCTbIO (CM. NYHKT 4.2);

e obecneumntb TIUaTemnbHbIN KOHTPOME NAUNEHTOB Ha NPEAMET BbiSIBNEHUA filoObIX CUMIMNTOMOB Ha
MPOTSKEHMKU BCero nepuoga uHgysun. B ocobeHHOCTH, MauueHThl, BrepsBble nonyvawLme
HOpMarbHbIV YenoBe4eCcKniA UMMyHOrNoBynNuH, NaLMeHTh!, NepeBefeHHble C anbTepHaTUBHbIX
npenaparoB UMMYyHOrNoBynunHa, Unu nauveHTbl Noche ANUTENbHOro nepepbiBa ¢ MOMEHTa
npeablayLiein nHysum AoMmKHbl HaxodWTeCa nof HabniogeHneM B TeYeHue BCEro nepuopa
nepBoit MHMDY3UU U OJHOro Yaca focne Mepeoi MHMY3UN ANs BbiSBAEHUA NOTEHUWarnbHbIX
HexenaTterbHbIX peakuui.

Bce ocranbHble nauueHTbl AOMKHbI Habn[aTbca B TEYEHWE N0 MEeHblUen mepe 20 MuHYT nocne
BBEAEHNA npenapara.

B cnyyae HexenaTenbHol peakumn Heobxoaumo MO0 YMEHbLUUTb CKOPOCTb BBeAeHus, nnbo
OCTaHOBUTb WHDY3uMo. [Mpu MOJO3pEeHUM Ha anneprideckyo unum aHagunakTUYeckyio peakumnto
HEeMEANIeHHO NpeKkpaTuTe NHbeKLn. HeobxoammocTh reyeHns onpeaenseTcs NPUpPoaoi U TAXKECTLIO
HeXXenaTenbHON peakuun.

B cnyyae BO3HWKHOBEHNSA LLOKa AOMKHA MPOBOAUTLCA CTaHAAPTHasA NPOTUBOLLOKOBasA Tepanusi.

[MnepvyBCTBUTESIbHOCTD

WcTuHHbIE annepruyeckue peakuun pepku. Mpexpe Bcero oHW MOryT BO3HMKHYTb Yy NaUUEHTOB C
Hannynem aHTI/I-IQA aHTuTenN, K KOTOPbIM B STOW CBA3K CriefyeT OTHOCUTLCSA C 0co60li OCTOPOXKHOCTBIO.
MauuneHTOB C aHTU-IgA aHTUTENamMu, ANs KOTOPbIX NeveHne NoAKOXHbLIM NPoJYKTOM I/IMMVHOI'.I'IOGyﬂI/lHa
G sBnseTCs €e[UHCTBEHHbIM BapWaHTOM, cneayeTr nevyuTb [penapaTrom CKyamra TONbKO noAa
npucranbHbiM MeaNLUHCKUM HabnogeHuem.

B pegkux cnyyaax eBefeHue I/IMMyHOFJ'I06y1'II/|Ha yenoseka HOpMasibHOro MOXeET Bbi3BaTb najeHune
apTepuanbHOro gasneHus ¢ passUTUEM aHaQDMﬂaICFquCKOVI peakuun gexe y naumeHToB, KOTopble
paHee XOpoLUo nepeHocunu nevyeHme I/lMMyHOITIO6yJ'IVIHOM YyesioBeKka HopmMmanbHbIM.

Tpomboambonuam

BeefieHVe MMMYHOrMoBynnMHa MOXET NPUBECTY K apTepuanbHbIM U BEHO3HLIM TpoMGoamBonnieckum
OCTIOXXHEHUSIM, TaKUM KaK WHMapKT Muokapaa, UHCYMbT, NérouHast améonusa n TpoMb0o3 ryGoKkuX BeH.
Mepes npUMEHEHVEM WUMMYHOrNOBYNMHOB MaumMeHTbl AOMKHb! ObiTb  Haanexalum - oBpasom
rugpaTupoBaHbl. CnepyeT cobniojare OCTOPOXXHOCTE NPU Ha3HayeHuu fipenapara nauueHTam c yxe
CyLLeCTBYIOWUMM hakKTopamu pucka TpomGosa (TakuMu Kak NMPEKNOHHbIA BO3PacT, rMnepTeHsus,
caxapHbil avabeT M cocyaucTble 3aboneBaHusi Unu TPOMGOTUYECKME OCMOXHEHWs B aHamHese,
MauneHTsl € NPUOBPETEHHLIMM UMK yHacnefoBaHHbIMY  TPOMOOMUNIMUYECKUMI  HapYLUEHNAMY,
fauneHTbl C OfAUTENbHON UMMOGUNMU3aumnen, nauneHTbl C TSHXENoM runosonemuen, nalueHTbl C
3aboneBaHuaMu, YBENMUNBAKOLMMY BSBKOCTb KPOBY).

CuHapom acentuyeckoro MeHuHrura (CAM)

Coo6Lwanoch 0 BOSHUKHOBEHUM CUHAPOMA acenTUYEeCKOro MeHUHrUTa B CBA3K C NeveHnemM NoAKOXHbLIM
UMMYHOTNOGY MMHOM. CUMNTOMbI OGBIMHO BOSHMKAIOT B TEYEHNE OT HECKOMNbBKUX 4yacoB [0 2 AHel nocne
nevenus. [pekpalleHne neYeHnst UMMYHOrNoGyMMHOM MOXKET NPUBECTMU K peMUCChi CAM B TeueHune
HecKomnbK1UX gHel 6e3 oCnoXKHEeHWIA.

MauneHTbl [OIKHBI BbiTh MHGOPMUPOBAHBI O NEPBLIX CUMMTOMAX, KOTOpbiE BKITIOYIOT CUMbHYIO
FOMOBHY!O 6011b, PUrMAHOCTb MbILLL| 3AThIIKA, COHNMBOCTb, 3ap, POTOGOS3Hb, TOLLHOTY 1 PBOTY.

HapyLieHua dyHkumMm novek / NMoyevHas HeJoCTaTO4HOCTb

CooBLUaroch 0 THKENbIX MOYEUHbIX HexenaTenbHbiX peakuusax y nauveHTos, nonyyaruux neveHne
NMMYHOMOBYNIMHOM, B YaCTHOCTM, Mpenapatamu, copepxalyumu caxaposy (Ckysura He COREepXMUT
caxaposy). K HUM OTHOCATCS OCTpasi MoveyHas HefOCTATOYHOCTb, OCTpbIi KaHasribLeBbii HEeKpos,
NpokcumasbHast TyGynsipHasi HedpornaTist 1 OCMOTHYeCcKuUii Hedppos. K pakTopam, NOBbILIAKLUM PUCK
NOYEUHbIX OCTOXHEHMUIA, OTHOCSITCA CyLLECTBOBABLUAs paHee NoYeyHasi He[oCTaTOYHOCTb, CaxapHbili
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anabert, rmnosonemus, ConyTCTayoLas Tepanus HepPOTOKCUYECKUMY NTEKapCTBEHHbIMY CPeACcTBaMN,
BO3pacT cTapLue 65 net, cencuc, CUHAPOM MoBbILLEHHOW BA3KOCTU KPOBY U NapanpoTenHemus.

dakTophbl, KOTOPble HEOBX0AUMO YYMTHIBATL B OTHOLLEHUM BCNOMOraTenbHbIX BelecTs CkyBura

OTOT NekapcTBeHHbI npenapat coaepxut 33.1 Mr HaTpusi Ha driakoH o6bemom 48 mn 1 13.8 Mr Ha
driakoH o6vemom 20 mri, 4yTo cooTBeTCTBYET 1.7% 1 0.7%, COOTBETCTBEHHO, pekoMmeHaoBaHHon BO3
MaKkcumarbHON CyTOYHOM Hopme noTpebnenust B 2 r HaTpWA Arsl B3pOCIIOro Yeroseka.

WckaxeHne ceporiornyeckux TeCToB

Mocne BBEeAEHNA UMMYHOrNOOynHa TPAaH3UTOPHOE MOBLILLEHUE Pa3NUYHbIX MACCUBHO NEPEHOCUMBIX
aHTUTeN B KPOBW NaLUeHTa MOXET NPUBECTU K NIOXKHOMOMOXMUTENbHBLIM pesynbTaTtaMm Ceponormniyeckmx
TECTOB.

MaccuBHBIN NEPEHOC aHTUTEN K 3pUTPOLUTaPHEIM aHTUreHam (Hanpumep, A, B, D) MoxeT npueecTu K
VSMEHEHMI0 Pe3ysIbTaTOB HEKOTOPbIX CEePONOrMYEcKUX TECTOB C BPUTPOLMTAPHBIMKW aHTUTenamm,
Hanpumep npsimoro aHturnobynuHosoro Tecta (MNAIT, npsmas npo6a Kymoca).

TpaHCMUCCUBHBIE areHThl

CraHpapTHble Mepbl, HanpaBneHHbIE Ha NMPeAoTBpaLleHne UHEKLWI, pasBUBaIOLLMXCS B pesyrbTaTe
NpUMEHEHNS fieKapCTBEHHbIX NpenapaTos, NosTy4YeHHbIX U3 KPOBM UKW NNasmbl YerioBeka, BKIHYakT B
cebsi oTOOP 340pOBbLIX JOHOPOB, TECTUPOBAHUE KAXLOW MOPLMM NNasmMbl W MIIa3MEHHOro fysfia Ha
Hanu4ne cneunguyecknx MapkepoB MHAEKLUMIA, a Takke BKITIOYEHWE B MPOUSBOACTBEHHbLIN NpoLece
3(PheKTUBHBIX NpOLEAYp NO MHaKTUBaLMU/yaaneHno BUpPYCoB. HeCMOTps Ha 310, Npy NpuMeHeHnn
npenapaTtoB, MOMYYEHHbIX U3 KPOBM UMM MNNasMbl YErOBeKa, HENMb3s MONHOCTLIO MCKIIOUUTD
BEPOSITHOCTb Nepefayi MHMEKUMOHHBIX areHToB. 3TO TakKe OTHOCUTCH K HEM3BECTHbIM UMM HOBLIM
BUpyCam 1 APYruM naToreHam.

MpuHATbIE Mepbl cunTarTcs APMEKTUBHBIMUA ANt OBOMoYeYHbIX BUPYCOB, TakuxX Kak BUPYC
ummMmyHoaeduuuTa yenoseka (BUY), Bupyc renaturta B (BI'B) u Bupyc renartuta C (BIC).
OPheKTUBHOCTL MEP MOXET BbiTb OrpaHuMyeHa NpoTue Ge3060M0UeUHbIX BUPYCOB, TakUX Kak BUPYC
renatuta A (BI'A) n napsosupyc B19.

VimeeTcs oGHafexmBaroLnii KMMHNYECKMIA OMbIT, CBUAETENLCTBYIOLLMIA 06 OTCYTCTBUK pUcKa nepefayn
WHCDEKLIMOHHbBIX BO3OyauTeneli renatuta A 1 napeosupyca B19 npu BBeaeHUM UMMYHOrMOBYMHOB.
lMpennonaraeTcs Takke, YTO COAEPXKaHNE aHTUTEN B 3HAUUTESLHOI CTENeHU CnocoBCTBYET BUPYCHON
GesonacHocTu.

Odetn

I'IepeqmcneHHble npenocrepexeHnd U NPoOTUBONOKAa3aHUs OTHOCATCA KaK K B3pOCIibiM, TaK 1 K SETAM.

4.5 BzaumopencTtene ¢ OpyrMMM FieKapCTBeHHbLIMM nNpenapataMu M Apyrue Buabl
B3aumogeucTBus

2KnBble aTTeHyMpoBaHHbIE BUPYCHbIE BaKLIMHbI

BeeneHue vMMyHOrnoBynuHa MoxeT CHWKaTb 3(OPEKTUBHOCTb XUBbIX OCMaGMEHHbIX BUPYCHBIX
BaKLMH MPOTMB KOPU, KpacHyxu, 3NMaeMvu4eckoro napoTuTa 1 BeTPsIHOM ocrbl Ha nepuog oT 6 Heaenb
A0 3 mecsaues. lNepes npoBefeHVEM BaKUMHALMM XUBbIMA OCHabrieHHbIMA BaKUMHAMMN [OIDKHO
NpoiTM He MeHee 3 MecALEB nocrie NpUMeHeHusi npenaparta. [pu Kopu STOT ShheKT MOXKeT
CoXpaHsATbCs A0 1 roaa. MoaToMy naumeHTbl, KOTOpbIM Gbinn caenaHbl NPUBMBKYA OT KOPW, JOSDKHBI
BbITb NPOBEPEHL! Ha HaNMuUune aHTUTen.

AHanus rnwwKko3bl KPOBU

Ckysura COAEPXUT ManbTody, KoTopass MOXeT OblTb HenpaBuibHO WCTONKOBaHa Kak rnioKosa
HEeKOoTOopbIMU TUNaMKU CUCTEM aHanusa Kokl B KPOBW. L-l"I'O6I>I nsbexarb NOXHOro MoBbILLEHUSA
YPOBHA TINIOKO3bl, Ansi onpeAeneHmMst UM MOHUTOPWHra YPOBHSA [NIOKO3bl B KPOBM NaLMEHTOB C

5
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caxapHbiM AMaBeToM CriefiyeT UCNONb30BaTh TOMLKO TECT-CUCTEMS! CHELIMUYHEIE NS ONpeaeneHus
YPOBHSI ITIOKO3bI.

Oetn

He Habnioganocb HUKaKux cneu,mcbwqecmx nnu ponorHUTenNbHbIX B3aUMOAeNcTBUA Ars NauneHToB
negnaTtpu4eckoro Bospacra.

4.6 PepTUNBLHOCTL, 6ePEeMEHHOCTb U NaKTauus

BepemeHHOCTb

BesonacHOCTb NpUMEHEHUS STOro NeKapCTBEHHOro npenapata npu 6epemMeHHOCTH y Yenoseka He
YCTaHOBfiIEHa B KOHTPONMMpYeMbIX KIMHWYECKUX wuccneposaHusx, noatomy CkyBura [OIMKeH
HasHayaTbCsl C OCTOPOXHOCTBbIO GepeMeHHbIM JKeHWHaMm W Kopmsilum matepam. [lpodykrbl
YMMYHOrMOGYNMMHa NPOHMKAIOT Yepes NNaueHTy 3HauuTenbHbiM o6pasoM BO Bpems TPETbero
TpumecTpa. KriuHu4eckuii OfbiT MPUMEHEHWUS WUMMYHOrnoBynuHOB He AaéT OCHOBaHWA oOXuiarb
HeraTuBHbIX BO3AEACTBUIA Ha TeYeHe GepeMEeHHOCTI MK Ha NMNoJA U HOBOPOXKAEHHOTO.

KopmneHue rpyabio
MMMyHOrnoBynnHbl  MPOHWKAIOT B FPyAHOE MOMNOKO, YTO MOXET cnocobcTBoBaTh — 3awute
HOBOPOXAEHHOro OT BO3ByZuTENel, KOTOpbIE NPOHUKAIOT B OPFaHN3M Yepes CrmancTbie 06oNoYKy.

PepTUSibHOCTb
KnuHuueckuii onbIT NPUMEHEHUST UMMYHOrIOOYNMHOB He Aa&T OCHOBaHWA OXuAaTb HeraTuBHbIX
BO3J1EACTBUI Ha (PepTUNbHOCTD.

4.7 BnusHue Ha CNOCOGHOCTb YNpaBnATbL TPAaHCNOPTHbIMM cpepcTBamMu M paboraTb €
MexaHU3MaMm

CrnocoBHOCTb YNpaBsTh TPAHCHOPTHLIMU CpeAcTBamm 1 paboTaTb C MaluuHamn MOXET ObITb CHIKEHa
B pesynbTare BO3HMKHOBEHWS HEKOTOPbIX HeXernaTenbHbIX peakuuid, cessaHHbiXx co Ckysura.
MauneHTbl, KOTOpbIE UCTIbITHLIBAKT HEXENaTeNbHbIE peakunn BO Bpemsi NIeYeHUs), JOIKHb! AOXAATHCA
WX YCTPaHEHMUS 1O YNPaBMNEHNs TPAHCTOPTHbBIM CPEACTBOM WK paboTbl C MexaHUsMamMm.

4.8 HexxenarenbHble peakLuu
Pesiome npodung 6e3onacHoCcTu

Mspegka mMoOryT BO3HUKaTb HexenaterbHble peakuun Takue Kak 03HOO, TronoeHas Gorlb,
rOJyIOBOKpYXeHne, nuxopagka, ppoTa, annepruyeckue peakunn, ToWHOTa, ©ornb B cycTaBax, MoOHWXeHne
KPOBAHOIo AaBfeHUA U YMepeHHbIe 6orn B noscHNLE.

Peako npumeHeHne I/IMMyHOITIO6an/IHa yerioBeka HopManbHOro MOXET Bbi3blBaTk BHeE3anHoe
NMOHWKeHNe KPOBAHOIO AaBfieHns, a B OTAENbHbIX ciydanx aHaduriakTudecknii LWoK, Aavke ecnun 'y
naumeHTa He Habnaanoch rMnepyYyBCTBUTENBHOCTY BO BpeMs Npegbiayliero BBeAeHsA npenapara.

Yacto MoryT BO3HMKaTb JoKarnbHble peakumn B MecTax BBeASHUs: NpunyxnocTb, GOmMEe3HEHHOCT b,
rnokpacHeHue, ynroTHeHve, YyBCTBO Kapa B MecTe BBEACHUA, 3y[, KpoBOMOATEK 1 CbiNb. YacTtoTa aTux
peakumﬁ OObIYHO YMEHbLIAETCH MPU NOCTOAHHOM Jle4YeHUW.

VHcbopmaLmio No 6e30MacHOCTM B OTHOLLEHUM TPAHCMUCCUBHBIX areHTOB CMOTpUTE B MyHkTe 4.4.

Pesiome B chopMe Tabsrnniibl HeXXenarTenbHbIX peakunii

[laHHble KNuHMYecKkol GesonacHOCT OCHOBaHbl Ha OTKPLITOM HEKOHTPOMPYEMOM MPOCNEKTUBHOM
MHoroLieHTpoBoM 6asosom uccriegosaHum il dasbl npenapara Ckysura y nauveHTos ¢ MU, paHee
MOMyYaBLUNX FleyeHue BHYTPUBEHHBIM MMYHOTTIOBYIIMHOM B TeueHue, No KpaitHeil mepe, 6 mecsiLies.
JaHHoe nccnegoBaHue nposoamnock B EBpone n CesepHoii AMepuke.

B sTom uccnenosaHui oleHuBanack GesonacHocTe Ckyeura y 60 naumeHTos. B obLUel CrioxXHOCTH
Obino caenaHo 3534 nHbekuun Ckysura.
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MpeacTaBneHHas Hbke TabnuLAa COOTBETCTBYET CUCTEMHO-OpraHHoil knaccndukaumm MedDRA (COK
1 YpoBEHb NpeanodTMTENbHbBIX TEPMUHOB). _
HaumeHoBaHMs1 YacTOTh! OLIEHMBANCh B COOTBETCTBUI CO CedyoLMMM NpaBuiaMu;: O4eHb YacTo (=
1/10); yacTo (= 1/100, Ho <1/10); HeuacTo (= 1/1 000, Ho <1/100); peako (= 1/10 000, Ho <1/1 000); oueHb
peako (<1/10 000), HensBeCTHO (He MOTyT ObiTb OLieHEeHbl HA OCHOBE MMEIOLLMXCS AaHHbIX).

B npepenax kaxgoil rpynnbl nokasareneit 4actoTbl NOGOYHbIE peakuvi npeacTaBrneHbl B Nopsgke
YMEHBLLEHUS TSXKECT.

HO Fb

YacToTa BO3HUKHOBEHUS HEXenaTeNbHbIX peakumii Ha nauueHTa U MHGY3NIO B KIUHNYECKNX
ncecnenoBaHusX co CKyBura:

MedDRA, cucremHo- HexenarenbHble peakumm Yacrota/MHpy3aus | YacTtoTa/naumeHT
OpraHHbI€e Knacchbl
HapyweHnusi co ctopoHbl | [onoeHas 6orb Penko Yacto
HEepPBHOW cUCTEMbI
>KenygouHo-kmweyHble | BaayTue xuBoTa Pepko Yacto
HapyLleHus Bonb B 06MacTy XUBoTa Penxo Yacto

PBota Pepgko Yacto
HapyweHus co ctopoHsl | Muarnrus Peako Yacto
MbILLIEYHOW, CKeneTHOM n
COeANHUTESTbHOM TKaHU
O6Lure HapywieHus 1 PasgpaxeHue B mecte OueHb yacto OueHb YacTo
peakuun B mecTe VUHBEKLIK
BBEJEHWNS

Mupekcus Pepnko Yacto
JlaGopaTtopHkle u MNonoxutensHasn npoba Kymbcal Peako Yacto
WHCTPYMEHTarnbHbIe MosiBreHve cBoGogHoro| Peako YacTo
AaHHble remMornoSuHa

CHwmxeHue rantornoduHa Pesko YacTto

Bo Bpems nocTpernctpauyoHHOro MPUMEHEHUSI MPenapaToB MOAKOXKHOrO UMMYHOrNoBynuHa Gbinu
OTMEYeHb! CriefyioLme [AOMNOMNHUTENbHbIE HEXenaTenbHble peakUyu: OTeK nua, Tpemop, 651eHOCTb,
GpoHxocnasm, ofplLLKa, Kallienb, Auapest, KpanuBHULA, Chifb, 3y4, NPUMMB Xkapa, YyBCTBO Xapa, 03Ho0,
acTeHUs1, ycTanocTb, rpunnonogoGHoe 3sabonesBaHue, HegoMmoraHue, Gorfib B MECTE WHbeKUUY,
oxkuMarolas 6onb B 06nacTy ropnia, acenTU4eckuii MeHUHIUT, TMNepPTOHMs 1 TpoMBoaMBonMyeckme
ABMEHMS!.

YacToTa coobLieHnit o HexenaTenbHbIX peakumsX B MOCTPErUCTPaLMOHHBIA Nepuon Hen3BecTHa.

Oetn

UacToTa, BMA U TSKECTb HeXenaTernbHbIX peakuuii y geteil M B3POCHbIX OXMOAETCS, 4TO Gyayt
OANHAaKOBbI.

CoobLieHre 0 Noao3peBaeMbIx HeXenaTenbHbIX peakumnax

BaxkHo coobluath 0 noaospesaembIx HeXENaTENbHbIX PeakUysx NOCHe PermcTpaLi ekapcTBEHHOTO
npenapata c LUenbio obecreyeHnsi HenpepbIBHOrO MOHUTOPMHIA COOTHOLLEHUS! “ronb3a — puck
nexkapctBeHHoro npenaparta. Meguumkckum paboTHUKaM pekoMeHayeTca cooblatb O Mobbix
NnoJo3peBaeMbIX HeXenaresbHbIX peakLnsax NekapcTBEHHOro npenapara.

4.9 NMepenosupoBKa
O crnyyasx nepenosnpoBKM He coobLLanoch.

5. ®APMAKOJIOTMYECKUE CBOMCTBA
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5.1 dapmakoaMHaMuyeckue CBOUCTBa "=Mg5~6-7~-~:-2m£ Z ﬁ

dapmakoTepanesTMyeckan rpynna: VIMMyHHble CbIBOPOTKM UM UMMYHOrMOGYNMHBE UMMYHOTMOBYNH
YenioBeKa HopMaribHbIi AN SKCTpaBacKynApHOro BeeaeHus, kog ATX: JO6BAO1

MmmyHorno6ynuH YenoBeka HopMarbHbIii COAEPXUT NPpenMyLIECTBEHHO UMMyHornobynuH G (IgG) ¢
LLUMPOKUM CNEKTPOM aHTUTEN K pasnuyHbiM UHDEKUUOHHBIM BO3OYZUTENAM. '

MmmyHornoBynuH YernioBeka HopmarnbHbli cogepxuT IgG aHTuTena, npucyTCcTRyOLME B HOPMarbHOM
nonynsumn. Ero oBbiMHO NMpOM3BOASAT U3 myna nfasmbl, BKIYaWero He MeHee 1000 goHauwmii.
Pacnpeznenenve nogknaccoB ummyHorsiobynimHa G B NekapCTBEHHOM npenapaTte HaxoauTes B
nponopumax, Gnu3KUX K TakoBbIM B HaTMBHOW 4YeroBevyeckoi nnasme. AAeKBaTble [03bl 3TOro
nexapcTBEHHOro npenapara BOCCTaHaBMNikBaloT aHoMarbHbIe HU3KNe YPoBHU nMmmyHorrnodyrivHa G po
HOpMarbHOro auarasoHa.

o

B knivHnyeckom uccrnepnoBaHum B obler cnoxHoct 60 nauneHToB ¢ NepBUYHBIM MMMYHOAEMDULUTOM
nonyvanm rieueHme npenaparom CkyBura B TedeHue 64 Hegenb. CpeAHAs A03a, BBOUMAs Kaxaylo
Hepento, coctaensana 0.176 (0.134-0.185) r/kr maccel Tena. B o6iuel CNoXXHOCTY fauMeHThb ROmyymnm
3534 exeHepenbHbIX UHdY3un Ckysura.

Mpu exeHepenbHbIX UHBEKUMSX, HAYMHAsS CO BTOPOW Hedenw, MUHUMAarbHbIe OCTATOUHbIE YPOBHU
cocTaensanu ot 6.1 go 8.4 r/n. CpegHee 3HaveHne Cmax coctaBuno 13.5 r/n n 6bino JOCTUrHyTO Yepes
mMeanady B 2.02 oHs.

0] Cepbe3HbIX 6a|crepmanb|-|blx VHbeKUmax He cooBLanoch y nauueHToB, nony4yabBLlluMX nedvyeHune
npenapaTom CKmera B Xo4e KIuHn4yeckoro uccrnenoBalunsd, Hu B cbase HaKOMMeHnA/OTMbIBKN, HU B
nepuop BO3QENCTBUS.

Oetu

Hukaknx pasnuumii B cbapmakoaMHaMu4yeckux CBOWCTBaX MexAy B3pOCnbiMM W AeTbMU  He
Habnwaanock.

5.2 dapMaKoKMHETMYECKUE CBONCTBA
Abcopbuus n pacnpegereHue

Mocne MOAKOXHOrO BBEAEeHVs npernapaTta CkyBura MakcuMarsibHasi nnasmMeHHasl KOHLEeHTpaums
[OCTUraeTcs NpubrM3uTenbHO Yepes 2 AHS.

SnnMmnHauma
IgG v IgG-KOMMIIEKCHI paspyLLaloTCst KNeTkaMi peTUKYNosHAoTeNnuanbHoM CUCTeMB!.

Oetn

dDapMaKoKMHETUYECKOE MOLENUPOBaHNE U CUMYMAUMS, NPpOBeAEHHbIE MO AaHHBIM KIMUHUYECKNX
nccrenoBaHui ¢ exxeHenenbHoN o3upoBKoi CKyBUra, NoKasbiBaloT, YTO AO3UPOBKa C NONPaBKOM Ha
BeC Tera AocTaTovHa Ans NOALepXKaHusi cUCTeMHoro Bospelicteus IgG B TepaneBTUHECKOM
AnanasoHe He3aBKCKUMO OT Bo3pacTa.

NanHble fokNuHMMeckolr 6e3onacHoCTH

iMMyHOrMoBYsMHbI — HOpMarnbHble KOMMOHEHTH! MfiasMbl KpoBu yerioBeka. OCHOBbIBasiCb Ha
PYTUHHBIX [OKIMHMYECKUX WCCrejoBaHNsAX B obnactu chapmakosiorniyeckoil GesonacHoct 1
MECTHOI NMepeHOCUMOCTH, JOKIMHNYECKUE AaHHBIE HE YKa3biBAIOT Ha Hanu4Me Kakux-nmbo ocobbix
oniacHocTel Ans yenoseka. MOCKOSbKY KIMHUMECKMIA OMbIT HE YKasbiBAET Ha KaHLEPOreHHbI unu
MyTareHHbiii NoTeHLMas UMMYHOrNoGYnMHOB, 3KCrepUMEHTarlbHbIX UCCNIEA0BaHNIA Ha reTeporeHHbIX
BUZAX He NPOBOAMUIIOCH.

6. ®APMALIEBTUMECKUE CBONCTBA
6.1 NepeyeHb BcnomoraTesibHbIX BelecTB
ManbTo3a, nonmcopbar 80, Boaa Ans MHBEKLWIA
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6.2 HecopmecTuMocCThb

B cBAI31 C OTCYTCTBUEM UCCre0BaHUII COBMECTMMOCTH, AaHHbIi fekapCTBEHHbIN Npenapat He creayet
CMeLUMBaTh C APYTMMU NIeKapCTBEHHbIMM npenapaTramu.

6.3 Cpok rogHoOCTH
3rona
lNocre nepBoro BCKPbITUS thnakoHa pacTBOP AOMKEH GbITb MCMONL30BaH HEeMEAIEHHO.

6.4 Ocobble Mepbl NPeaOCTOPOXKHOCTU NPU XpaHEeHUN

XpaHuTb B xonoguneHuke (2-8°C).

He 3amopakusars.

XpaHuTb hnakoH BO BHELUHel ynakoBKe Ans Toro, Ytobb! 3aluTuTL OT CBETAa.

B TeueHne cpoka rogHoOCTY npenapaT MOXHO XPaHUTb Mpu KOMHaTHO Temnepatype (He XpaHuTe rpu
Temnepatype Bbille 25°C) fo 6 mecsues 6e3 NOBTOPHOTO XPaHEHUS B XONOANIIbHUKE B TEYEHUE 3TOro
nepuoa, nocrie Yero npenapar Heo6xo4QuMO YTUIU3NPOBATL B Clydae HEUCTNIONb30BaHUS.

YcnoBus xpaHeHusi nocrne nepBoro BCKPbITUSI NEKAPCTBEHHOrO npenapaTta CMOTpUTE B nyHkTe 6.3
HacTosiLero pasgena.

6.5 XapakTtep 1 cofepxaHue NepBUYHON YNaKOBKU

6, 10, 12, 20, 24 unu 48 mn pactBopa BO (briakoHe CTEKNsIHHOM (cTekno Tuna |) ¢ npoBKoi 3
GpomOByTUnoBoro kayyyka — pasmep ynakosku 1, 10 unu 20 donakoHoB.

He Bce pasmMmepbl ynakoBOK MOryT ObITb AOCTYMHbI ANA peanusauunn.

6.6 OcoGble Mepbl NPeAOCTOPOXHOCTH NPU YHUUTOXEHUU UCTIONb3OBAHHOIO JIeKAPCTBEHHOTO
npenapaTta Mnu OTXOAOB, MOJMIYYEHHBIX NOCHie MPUMEHeHUs feKapCTBEHHOro npenapara, W
Apyrue MaHMNyNsaUMKM C NpenapaTom

Mepen NpMMeHeHNeM NeKapcTBeHHbIN NpenapaTt HeobXoANMO AOBECTU 40 KOMHATHOI TemMnepaTypbl
unu Temnepartypbl Tena. lNepen BREgEHUEM npenapar JorkeH ObITb Bu3yanbHO rnposepeH Ha Hanu4yue
TBEepPAbiX YacTUL N USMEHEHWE OKpacKu.

He cneayet Uchonb3oBaTb MyTHbIE PaCTBOPbI UIMKM PacTBOPbLI C OCaAKOM.

Becb ocrtasiuniics JNeKapcTBeHHbIA NpenapaTt 1 oTxonb! cneanyeTr yHUMTOXNUTb B COOTBETCTBMA C
YCTaHOBIEHHbIMY HaUMOHalNbHbIM 3aKOHOAATENbCTBOM TpeboBaHuAMMN.

7. OEPXATENb PETMCTPALUUOHHOIO YOOCTOBEPEHUA
Oxrachapma Al

3aiaeHwTpacce 2

8853, JlaxeH, Llseiinapus

7.1 TpencraButens pepxaTens PerucTPaLUMOHHONO YAOCTOBEpEHUs Ha TeppuUTOpUM
Pecny6nuku Benapychb

lMpeacTaBuTensCTBO akLMoHepHoro obiectsa “Octapharma AG” (LLBeiiLapckas KoHdenepauus) B
Pecnybnuke Benapycb

E-mail: belarusoffice@octapharma.com
Ten. +375 44 733 16 93
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