KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

N3NMNTHUTENHA ATEHUMA N0 NEKAPCTBATA

1. HME HA JIEKAPCTBEHHA ITPOAYKT

UmMyHoBeHUH-HHTAKT 5% IgG 50 g/l nHdy3noHeH pa3TBOp.
[mmunovenin-intact 5 % IgG solution for infusion

sanunp.. 6,227,110

2. KAYECTBEH H KOJTHYECTBEH CbCTAB

I ml cpabpxa:

Yosewiky HopManeH umyHornobynaun [Vig 50 mg

(ot koliTo Haii-manko 95% ca IgG)

Bcaka amnyna ot 5 ml chaepxa: 250 mg YoBelIKH HOpMaJieH UMYHOTI00YJINH
Pasnpenenenue Ha IgG cybknacose (MpUONU3IUTENHU CTORHOCTH )

IgG 1 - 56,5 %
1gG 2 -35,1 %
1gG3 - 57 %
1gG 4 -2,7 %

Makchmanio cbabpxkaHue Ha IgA e 1500 Mmuxporpama/ml.
[TpousBeaeH OT 4OBELIKA NNa3Ma OT AOHOPH.
3a MBJAHHA CNIKCHK Ha MOMOLIHUTE BellecTBa BXK. TO4Ka 6.1.

3. JEKAPCTBEHA ©@OPMA

Undy3noHen pa3Tsop.
PasTBOpBT € OHCTBP MK Neko onanecuupain 1 6e3usereH A0 61ea0 KbIT.

4, KJAHUYHH JAHHH

4.1. TepaneBTHYHH NOKA3ZAHHSA

3amecTuTenHa Tepanys Npy Bb3PAaCcTHH, J€1ia ¥ 1OHolIY (Ha Be3pacT 0-18 roguHyu) npu:
- CHHAPOM Ha MbPBHYEH HMYHEH JedHUUT ¢ HApYLIECHO NPOM3BOACTBO HA aHTHTeNa (BX. T. 4.4.).

- XunoraMarnoOyanHeMus H peudAHBHpaluy OakTepHanHH HHQEKUHH NpH TAUHEHTH C XPOHHYHA
NHUM(DOLIUTHA IEBKEMHUA, TPH KOWTO NPOPHNAKTHHHOTO aHTHOHOTHYHO JIeYeHHE € NPEThPNKN0 HEeYCNeX.
- XunoramarnoOyJInuHeMHUa H peunauBupalli OakTepuanHi HHPEKLHYU NIPH 310Ka4eCTBEH MHEJIOM BHB daiza

[N1aTo, HEMOBJIHAJH C€ OT HMYHH3alHA Cpellly MTHEBMOKOKH.
- XunoramMarnoOynMHeMHa NPH NAaUHEHTH CleJl aJlOreHHa TPAaHCNJAHTAIHA Ha XEMOMOETHYHH CTBOJIOBH

knetku (HSCT).
- Bpoaen CTTUH u peunansupaiy 6akTepHaniHi HHPEKLHH.

HAMyHOMOAYNallug MpKY BB3PACTHH, ACUa, IOHOWIH (Ha BB3pacT 0-18 roauHu) npu.

- UpnonatuuHa tpomboumtoneHuyHa nypnypa (ITP) npu naiHeHTH ¢ BHCOK PHCK OT K
[IPEAONICPATHBHO 3a KOPEKLHUE HA Opos HA TPOMOOUKTHTE.




- Cungpom Ha Guillain Barre.
- bonect na Kawasaki.

4.2, Jl0o3HpoBKA H HAYHH HAa NPUIOCKEHHE

3aMecTHTeNHAaTa Tepanua Tpadsa aa ObjAe 3amouHaTa H Ja ce NpocheaaBa o4 Haa3opa Ha Jekap ¢ ONMT B
JICYEHHETO HAa HMYHEH AePHLMT.

ﬂoaumaxa

HOBETE H JO3HPALIHAT PCXKHUM 34BHUCAT OT HHIAUNKALUATA.

HpH 3aMCCTHTEIIHA TEpANHA J03aTa C€ Onpeaeia HHIHBUAYAIITHO 34 BCEKH INAUHEeHT B 3aBHCHMOCT OT
(l)apMﬂ.KQKHHETH'-{HHﬂ H KJIJHHHYHH® OTTORBOD. Cnenpailiure AO3HPOBKH Ca 1aACHH KaTO HAaCOYBalllH.

3aMeCTUTENHA Tepanya NpH CUHAPOMH HA MbPBHYEH HMYHEH AePUILUT:

Ho3upaluuaT pexxuM clieABa 1a OCHIYPpH MHHHUMAaNHO HHBO OT IgG (M3MepeHo npeau cneapallata HHQy3us)
oT noHe 5 g0 6 g/l. HeoOxoauMu ca oT TpH A0 WeCT Mecela Clell Ha4anoTo Ha TepanuaTa 3a MOCTHraHe Ha
NOCTOAHHO HHBO. [IpenopbrunTentara HaganHa ao3a ¢ 0,4-0,8 g/kg Terno, nocneasana ot 0,2 g'kg rerno
BCEKH TPH A0 YeTHPH ceAMHLUH. [IpenopruBaHaTa 1034 32 OCTHTAHE HA MUHHMAJIHO HUBO OT 5 - 6 g/l e oT
nopsaabka 0,2 - 0,8 g’kg rerno Meceuno. MHTepBansT Ha R03paHe Cled JOCTHTAHE HA CTallHOHAPHO HHBO
BapHpa OT 3 A0 4 CeAMHLIH.

Haii-nuckuTe HHBa TpAOBa Aa 0bAAT H3MEPBAHHU H OLIEHABAHH BBLB BPb3Ka C 4eCcTOTaTa Ha HHpekIHuTe. 3a
HAMANABAHETO 1 MOXE J1a C€ HaNOXH YBEIHYABaHE HAa J03aTa 4 NOBHIUABAHE HA HANW-HUCKUATE UCJIEBH HHBA.

XunoraMaraobynnHemMus U peuranerpauty Sakrepuanuy HHQEKIHY NPpH NaLKHEHTH ¢ XPOHHYHA
JTHMODOLMTHA JEBKEMUS, IPH KOUTO NMPOPHAAKTHYHOTO aHTHOMOTHYHO 1eHeHHe € NPEThPNANO HEyenex;
xunoramMaraoOyanHeMnua ¥ peunauBupaiiy dakrepuaniHy HHQekUMy Npu 310KkavecTBeH MHenoM BbB (haza
[1ATO, HEMOBAUANMN Ce€ OT HMYHH3alHs cpeuly nHeBMokokH; BposieH CTIHWH u peimausrpamu dakrepyaiHu
HHDEKLUH,

[Npenopvuntennara go3a € 0,2 -0,4 g/kg Terno Ha BCekH TpH — YETHPH CEAMHLH.

XHHOF&M&FﬂOﬁ}’HHHEMHH NnpHy NauHCHTH CJca aJJOr€cHHa KOCTHOMO3bYHA HCINAGHTAllMA Ha XCMOMNOCTHYHH

ctBosioBH KieTkH (HSCT).

[Ipenopbunrennara no3a € 0,2-0,4 g/kg Terno Ha Bcekn TpH — YETHPHU CEAMHUILIK.
Haii-unckure nuBa tpsabea ga ce noaawpxkar Han S g/l.

Havonartnysa TpoMOOLIMTONEHHYHA Nyphiypa

HNma 1Be anTepHATHBHY CXEMH HA JIEYCHHE:

- 0,8-1 g/’kg Terno, npulokKeHy HA IbpBUA AeH. Ta3sH ao3a Moxe aa ObJe NOBTOpEHA BEAHBX B PAMKHTE Ha 3
ITHH,

- 0,4 g/kg Terno npunarali €XcAHECBHO 3a ABa 10 NET AHH.

[Ipu nosiBa Ha peLUUINB JEUECHHETO MOXKe Na Ob1e NOBTOPEHO.

Cunapom Ha Guillain Barre
0,4 g/kg Terno AHEBHO B NPOABIKEHHE HA 5 JHH.

bonect Ha Kawasaki
O6imara ao3a ot 1,6 - 2,0 g’kg Terno ce npunarar kato pasjeNeHd A034 3a ABa A0 NeT JHH
KaTO eAMHHYHA A03a. [launeHTUuTe TpabBa 1a NONY4aBaT YCNOPEAHO U Tepandd ¢ aleTHIIC
KHCEJIHHA.




n_peHOP‘b'-{ﬂHHTE AO3H €4 CYMHDAHH B CJICABALlaTa Tabnnua:

HHIAHKALHAA AO3A YECTOTA HA HHX KEKTHPAHE
3aMecCTHTENHA Tepanusd Npy -HaJyajlHa Jo3a; Ha Bceky 3-4 ceaMuI# 32 NOCTHraHe Ha
NbpBHYEH HMYHEH AeULHT 0,4-0,8 g/kg Terno Hal-HKucKko HUBO Ha IgG Hali-manko 5-6 g/l

-noCNeABaHa OT:
0,2-0,8 g/kg Terno

3aMecTHTENHA Tepallusi NpH 0,2-0,4 g/kg Terno Ha Bcexn 3-4 ceqMuiy 3a NOCTHraHe HAa
BTOPHYEH HMYHEH AeHLUT Hali-HHcKo HUBO Ha IgG Halt-manko 5-6g/1
Bpoaen CITUH 0,2-0,4 g/kg Terno Ha Bcekn 3-4 ceamuuu
Xunoramarnodynunemus (<4g/1) | 0,2-0,4 g/kg Terno Ha BcekH 3-4 ceAMHLH 3a NOCTHraHe Ha
NpH NaLUEHTH CNEA aJOre¢HHa Hai-HucKko HMBO Ha IgG na#fi-manko 5-6g/1

TpaHCNAaHTalHug Ha
X€MOTMOETHYHY CTBOJIOBH KIETKH

HMmyHomoaynauus:
HUauonaruuxa 0,8-1 g’kg Terno Ha nbpBHA AeH, KaTO € BL3IMOXHO Aa ce
TpoMOOLUTONEHHYHA NypIypa HJTH [TOBTOPH BEAHDbXK B PAMKHTE Ha 3 JHH
0,4 g/’kg Terno aneBno | 3a 2 -5 nuu
Cunapowm na Gutllain Barre 0,4 g/kg Terno aHeBHo | 3a 5 aHM
bonect na Kawasaki 1,6-2 g/kg Terno Ho3ara ce pa3gens Ha 4acTu 3a 2 R0 5 AHHM
HITH €JIHOBPEMEHHO C aleTHICANHLIHIOBA
KHCeNnnHa
2 g/kg rerno Kato eana q03a e1HOBPEMEHHO C
aueTHICATHIMIIOBA KHCEJTHHA
[leanaTpHyHa nONynaLus

Ho3upoBkara npu aeua v oHowv (0-18 roaguHH) He ce pa3nvuaBa OT Tasv IPH BbL3PACTHH, ThbH KaTO
NO3MPOBKATa 3a BCAKO OT MOKA3aHHMATA € MNOCOYEHA Cnopel TENSeCHOTO TErao H KOPHIMpaHa CrpsMo
KNMHUYHHA H3X0A OT rOpecOMEHATHTE NOKA3AHMA.

Haunn na snBeXxaaHe

HNMyHoBeHHH-UHTAKT 5% IgG ce npunara BEHO3HO KaTo MbpBUTE 30 MHHYTH CKOPOCTTA HA BbBEXKAAHETO €
1 ml /min (20 xanku/min). AKo NMOHOCHMOCTTa € A00pa, (BX. T. 4.4.) CKOPOCTTa Ha BBBEKAAHE MOXKE Ja ce
yBenuuu Ha 2 ml/min (40 kanku/min).

B neaunarpuvHaTa npakTHKa ce Npenopbysa CKOPOCTTa Ha HHPY3HS Ja ce onpeaens Mo CleHHA HauYHH:
0,01-0,02 ml/kg Terno/min 3a 30 MHHYTH, aKO He Cc€ NMPOABH HEMNOHOCHMOCT, CKOPOCTTa Ha BIMBaHe MOXe Jia
ce yBenuuH ao 0,08 ml/kg Terno/min.

4.3. IlporuBonoka3lanus
CBpbX4yyBCTBHTEIHOCT KbM AKTHBHOTO BELLECTBO HJIH HAKOHM OT TOMOLIHUTE BEINECTBa (BXK. T. 4.4.).
CBpbX4YBCTBHTEIHOCT KbM YOBELIKH HMYHOrNno0ynnHu, ocobeHo B peakuTe cnyyau Ha IgA neduuur, koratro

MaUHEHTLT HMa aHTUTENA cpenty IgA.

4.4, ChnenHa/IHH NpeAYNpeXKIAcHRR H NpeINna3HH MepKH nNpH ynorpebda




HsakoH TeXKH HEXENaHW JEKapCTBEHM pPEeakUMH MOTraT Aa C€ CBBPXKAT CBhC CKOPOCTTA HAa BbLBEXKIAHE.

[IpenopbuBaHaTa CKOpPOCT Ha BbBEXKJaHe, naaeHa B ,JIO3MpOBKa M HauyuH Ha MOpHIOKEHHE” Tpabaa

BHHMATEJIHO [a Ce CMa3Ba, Thi KaTO HAKOH HEXeNaHW peaklMH HMAT CKJIOHHOCT Aa Ce€ YCHIBaT nopaau

CKOPOCTTAa HA HHQY3uATa. 3a TOBA MauHeHTHTe TpabGBa Aa Obaar BHHMaTenHo HabAIoJaBaHU mpe3 LKNOTO

BpeMETpaceHe Ha BJIIUBAHETO.

Hsakou HexenaHU peakLHH Morar aa ¢c¢ HabmonaBaT Mo-4eCTo:

- B CJIy4ad Ha BUCOKa CKOPOCT Ha HH(Y3HATA;

- IPU NALHEHTH, HA KOUTO 32 NPLB MbT CE€ IpHIaraT HMyHOTO0OY/THHOBH NPOAYKTH HIIH B PEIKHTE CITyYaH,
KOraTo NPUJIOKEHHETO HAa NPOAYKTA € CIIPAHO, UK KOraTo HMa rojIaM HHTEPBAJ OT NpeaAHaTa HHPY3H4.

PeakliiHTe Ha CBpbLXYYBCTBHTENIHOCT ca pefiki. Te Morar Ja ce HabsmoaasaT B MHOIO peaAKHTE ciyyaH Ha IgA

HeNOCTATBYHOCT ¢ aHTH-IgA aHTHTENA.

PsAKO, HO YOBELUKHAT HOPMAJIEH UMYHOrNOOYIHH MOXe Na Mpean3BUKa NTOHMKABAHE Ha KPBBHOTO HajiiraHe

¢ aHa¢MNaKTHYHA peaKLUWs AOpU H NpY NAUHMCHTH, KOHTO Cca MOHACANHK A00Ope npeaHiiHK MPHAOXKEHHA Ha

YOBELIKH HOpPMaJieH UMYHOTTIO0YNUH.

Bb3MOXXHH yCloXKHeHHs MoraT aa Onaar u3derHary ako:

-  MPOIYKTBT C€ BIMBA NbpBOoHauanHo OasHo (1 ml/min) nauHeHTHTe HAMA 1A Ca YYBCTBUTENHH KbM
YOBELiKH HOpMaJICH HMYHOTJIOOYJIHH;

-  nauMeHTHTE ce HabmoaaBaT BHMMATENHO Ipe3 LeNns nepHoj Ha HHQY3HATa 3a BCAKAKBH CUMNTOMH. B
yaerHeer [lalMEeHTH, KOUTO 32 IIPbB NbT €A MOJYUYHIH YOBEIIKH HOPMaNeH UMYHOT00YJIHH, HA KOUTO €
CIIPAH €IMH H MPHIMKEH ApYr anTepHaTHBeR [VIg NpoayKT HIM NPH KOHTO € HMAJIO JLIr0 NpeKbCBaHe
MEXAY TpEAMIIHO M MocheaBallo BAuBaHe TpabBa na ce HabmozaeaT npes UAJNOTO BpeMe Ha Mbpsara
HHOY3HA W Mpe3 ObPBUA Yac ciel nmbpBata HHQY3Us, C Orjie] OTYMTAHe Ha BbB3MOXKHU MPOABH Ha
CTpaHHUYHH peakuMH. BCHYKM oOCTaHalM HALWEHTH, NOAJNOXEHH HAa HHQY3IHOHHA Tepanusa ¢
HMYHOrIOOYIHHOBH NPOAYKTH ce HabnioaaeaT noHe 20 MUHYTH cliel IPHI0XKEHHETO,

[Npy BcUYKK NAUHEHTH NMPHJAraHETO HA BEHO3HH HMYHOTI00YJIHHH H3HCKBA:

- aneKBaTHa XMJparauds npea 3anouypaHe Ha HHQy3usTa ¢ [Vig;

- MpOCNeasBaHE HAa AWYpE3aTa;

- npocheasBRaHe Ha CEpYMHHA KPEaTHHHH;

- H304rBaHe HA €HOBPEMEHHOTO NPHNOKeHHEe ¢ OPUMKOBH AHYPETHLM.

B cnayvaii Ha HexXenaHa peakuus, CKOpOCTTa Ha HHdy3usTa TpabBa 1a ce HaManu WK HHQY3HaTa Ja ce crpe,
[IpenopbuBa ce Tepanus B 3aBHCUMOCT OT €CTECTBOTO H TEXKECTTA HA HeXelaHaTa peakuus. AKO TeKeCTTa Ha
PEaKLIMHTE NEPCUCTHPA ClIEA NPEKbCBaHE Ha HHY3HATA, CE NIPENOpPbUBA NMOAXOAALIA TEPATIHA.

B cnyyvail Ha LLIOK ce NpHIaraT CTaHAapTHHTE NPENOPBKH 3a JICYEHHE Ha LIOK.

MmMa wiMHHYHH J0KA3aTeACTRa 3a acounauus ¢ [VIig npunoxenne 1 TpoMO0oeMOONHYHH HHUHAEHTH KaTO
NH}APKT Ha MHOKapaa, MO3bY€H UHCYIT, OenoapobHa embonus U TpoMmOO3a HA ABNOOKHTE BEHH, 3a KOUTO CE
CMATA, Y€ MoraT a 6baaT CRbp3aHH ¢ OTHOCHTENHOTO NOKa4YBaHe Ha KPLBHHA BHCKO3UTET Upe3 BIIHBaHE Ha
BHCOKH J03H HMYHOTJIOOYIHH npH pucKoBH nauHeHTH. C BHHUMaHKE TPAOBa Aa ce NoaAXoXaa NpH
NpeANnHCBaHe U NpHIoKeHHe Ha [VIg B cly4ad Ha NauUeHTH C HAAHOPMEHO TErJIO H NAalHEHTH C
NpeABAPHTENHO CBIUECTBYBALIH PAKTOPH 32 TPOMOOTHUHH HHUMACHTH (KaTO HANPEAHANTA Bb3PacT,
XHNEePTOHNKA, 3aXapeH A4abeT 1 aHaMHE3a 32 CbA0Ba 00NeCT Unu TPOMOOTHYHH €MU30AH, TTALIHEHTH ¢
BPOJEHH HITH MPHIAOOUTH TPOMOOTHYHH 3a00NaBaHHsA, NALIMEHTH C MTPOJIOHFHPAHH NNEPHOIH Ha
UMOOHJIH3aLKA, TPAIiHO XHIIOBOJIEMHYHH MALHEHTH U NALUEHTH CbC 3abonaBanNns, KOMTO NOBHILABAT

KPbBHHA BUCKO3HTET).

Onucasu ca cay4dan Ha 6b0peuna HeaoCcTaThYHOCT NPH NMalKMeHTH, noay4asaiun [VIg neveHue,
OT TAX ¢a OMNH HASHTH(PHUNWPAHH PUCKOBH (PaKTOPH, KATO ChLUIECTBYBalla NpeaAumHa 6b0
HeJOCTATbYHOCT, 3axXapeH AUabdeT, XHMOBOJEMH, HAAHOPMEHO TErI0, EAHOBPEMEHHO Np
He()POTOKCHYHH MEAMKAMEHTH KM Bb3PACcT HaA 65 roauHu.




B cnyuaii na 60peyHa HeaOCTATHLUHOCT TPAOBa Aa ce 06CbAH cniupaHeTo Ha IVIg.

Haxon cmyuan Ha 6b0peunn yBpexaaHus H ocTpa ObOpeuHa HEJOCTAaTBYHOCT €€ CBBP3BAT C
UMYHOTIOOYIHHOBH TPOAYKTH, ChABPKALLK KaTo cTabuansarop 3axapo3a. Benpeku ye UMyHOBeHHH-UHTAKT
5% IgG chabpka MaHUTON KAaTo CTAORNH3ATOP, NPHIAraHETO My NPH PHCKOBH NMALMEHTH TpAOBa na ce
oOMUCTH.

[Ipy naumeHTH B pHCK 3a 0cTpa ObOpeUHa HEAOCTATHYHOCT WIH TPOMOOEMOOIHYHM CTPAHHYHN peakUHH
BEHO3HHTE UMYHOTNO0YIHHOBH NpoAYKTH TPAOBa Aa ce nNpujarat NpH Bb3MOXHO HHCKa CKOPOCT Ha BIIMBAHE

H 0OHyaiina gosa.

CuHAPOM Ha acenTH4eH MEHUHIUT (AMS)

Crpo0i1ana ce 3a Bb3HHKBAHE HA CHHAPOM Ha acenTHYCH MEHUHIUT npH nevedue ¢ [VIg. Cnupane ua
neuyenuero ¢ [VIg € aoseno j0 or3syuaBane Ha AMS B paMKHTE Ha HAKONKO JHU 0€3 NoCNneACTBHA.
CuHIapoMbT OOMKHOBEHO 3aM0YBa OT HAKOJIKO Yaca A0 2 AHH cned nede”ue ¢ [VIg. MUicneapanusara Ha
JIMKBOP YECTO €a NOJIOKHTENHH 32 IUICOLHTO3a A0 HAKONIKO XHISAH KIETKH B mm?, ¢ npeodiianaBane Ha
rpaHyJOLUTHHA PEl U NOBHILIEHH HUBA Ha 6enThK 10 HAKONIKO CTOTHH mg/dL. AMS Moxe Aa HacTHITH 1o-

YEeCTO MPH BHCOKa n03a Ha aeueHue ¢ 1VIg (2 g/kg).

XEeMO/IMTHUHA aHEMHSA

[IpoaykruTe ¢ [VIg MOXe na ChabpKaT KPbBHOIPYNOBH aHTHTENA, KOHTO MOTaT Aa AeACTBaT Kato
XE€MOJIM3HHH H 1N VIVO J1a NPEANU3BUKAT MOKPUBAHE HA EPHTPOLHTHTE ¢ HMYHOrNOOYIHEU, MPUYHHABALILH
MOJIOKUTENHA AMPEKTHA aHTUINIOOYNHHOBA peakuus (TecT Ha Coombs) n paako xeMonusa. Cneq nedeHue ¢
[VIg Moxe aa ce pasBHe XEMOJIIMTHYHA aHEMHA B pe3yJITAT HA 3aCHJIEHa CeKBecTpauus Ha epuTpounTH (RBC).
Peuunuenrurte Ha IVIg Tpabea na 6bvaaT npocieaeHn 3a KIMHHYHY NPUA3HALK U CHMIITOMM Ha XxeMoau3sa (BK.
T. 4.8).

BiuaHue BppXy CEpOJOrHYHU H3CIeABaAHUA

Cnen HHX)EKTHpaHe Ha UMYHOTJIOOYTHHY, BPEMEHHOTO YBEJIHYEHHE Ha Pa3IMuHU NacCHBHO NpeMHHAIH
AHTUTEA B KPHBTA Ha NALUMEHTA MOXKE a J0BeAC A0 NOTPELHH NOSOXKHUTENHH PE3YJITATH B CEPOJOrHYHH
TECTOBE.

[lacuBHO npenaBaHe Ha aHTHTENA KbM EPUTPOLIMTHH aHTHIeHM, Hanp. A, B, D Moxe aa p3aumoaelcTsa ¢
HAKOH CEPONIOrHYHH TECTOBE 34 EPHTPOLIMTHH alo-aHTHTeNna (Hanp. Tecta Ha Coombs), peTUKYNOLHUTHO
bpoeHe u xanTornoduH.

HUmyHoBeHrH-HHTAKT 5% IgG ce npon3eekaa oT YoBellka niazMa, CTaHIapTHUTE MEPKH 3a
NpeJOTBpaTsBaHe Ha HHPEKUHH, Bb3HMKBALLHM B PE3YJITAT OT H3MOI3BAHE HA IEKAPCTBEHH MPOAYKTH,
NMPHroTBEHH OT YOBEILKA KPbB WK NJia3Ma, BKJIKOYBAT NoaA00p Ha JOHOPHTE, CKPHHHHT Ha OTAENHUTE
eIMHULIH JapeHa KpbB ® Ha cOopraTa nuazMa 3a crnelMdUYHHE MapKepy 3a HHQEKLIMH H BKNIOUBAHETO HA
edeKTHBHH NPOH3BOACTBEHH eTanH 3a HHaKTHBHpaHe / npeMaxBaHe Ha BHpycH. Brnpeku ToBa, Koraro ce
NpUAArar 1eKapcTBEHH NPOAYKTH, H3rOTBEHH OT HYOBeUIKa KPbB WM TasMa, He Moxe aa Obae H3KmoveHa
H3LAJI0 Bb3MOXKHOCTTA 3a IPeAaBaHETO HA HH(EKIHOSHHU areHTH. ToBa ce OTHAacA KaKTo 3a HEeH3BECTHH HIIH
HOBOMOABHAH C€ BRPYCH, TaKa U 33 APYTH NaTOreHH.

fIpuema ce, 4e npuaaraiuTe MEPKH ca eUKacHH cpely 00BHTH BUpycH, Kato Hanp. HIV, HBV w HCV.
OnuTbT HATPYNAH B KIHHHYHATA NPAKTHKA € ODHaAexaaBalll, Nopaju JUINCaTa Ha NaHHH 34 npelaBaH

aHTHTEJIa HMA BAXEH NPHHOC 33 BUpYCHaTa 6€30NacHoCT.



CunHo ce npenopbyBa HMETO H NapTUAHHAT HoMep Ha UMyHoBeHHH-HHTAKT 5% IgG na 6baat 3anucBaHH
PH BCAKO MPHIOKEHHE HA NPOAYKTA € LeN Ja ce NOANbpKa Bpb3Ka MEXAY TallMeHTa Y NapTHaaTa Ha

MPORYKTA.

4.5. BiaumoaeiicTBHe ¢ APYIrH J1eK3pCTBEHH NPOAYKTH H APYrA popMe Ha B3anMoaelicTBRE

JKHBH aTEeHIOHPAHH BHPYCHH BAKCHHH
[punoxenueTo Ha UMYHOrNOOYNIHHKE MOXe Aa HAMAJTH 3a NepHoA OT 6 ceaAMHLHM 10 3 Mecela edeKTa Ha

’KHBH aTCHIOHpPAHH BAaKCHHU KaTo MOpOHIHA, pyOeoiHa, MapoTHTHA M BapHLenHa Bakcunu. Cnen
MPHJIAraHeTo Ha TO3U NPOAYKT € HeoOX0AHMO J1a HMa HHTEPBAI OT 3 MeceLa NPeId HMYHH3ALHS C XXHBH
aTeHIOHpaHH BaKCHHH. AKO € HeoOXOANMO NpUoKeHHe Ha MOpPOHIIHA BAKCHHA TO3H CPOK MOXe ja
npoAbKH O0 |1 ropuna. [To Tazu npuunHa TpAGRa Aa Ce NPOBEPsSBa aHTHTEIHUS CTAaTYC Ha MALUEHTH,

nonyvyapaiiid MOpOUIIHa BaKCHHA.

4.6. @epTHAHTET, OPEMEHHOCT H KhpMEHE

bpeMeHHOCT

be3zonacHOCTTa Ha TO3H JIeKapCTBEH NMPOAYKT 3a ynorpeba npu 6peMEHHOCT He € YCTAHOBEHA B
KOHTPOJHPaHH KIHHHYHH NPOYYBAHHUA U 334 TOBA CE€ MPUJIAra caMo ako € noxkasas npy 6peMeHHH H KbpPMAauKH.
Hoka3zaHo e, ye HMYHOTAOOYJIHHOBHTE NPOAYKTH 3@ BEHO3HA ynorpeda npeMHHaBaT npe3 niauedTara,
yBeNHYaBalKu ce cnel TpeTus TPUMeCTLP. [IpOABIKHTETHHUAT KIHHWYEH OTTHT ¢ HMYHOTI00YIMHY NOKa3Ba,
ye He ce OYakBaT HebnaronpuaTHH edEKTH BbPXY NPOTHYAHETO HA OpeMEHHOCTTAa W/KHIH BbPXY Pa3BUTHETO

Ha 1naoaa H HOBOPOJACHOTO.

KbpMeHe
HAMyHOrn100yMHATE ce eKCKpeTHpaT ¢ MalluHATa KbpMa B MOraT 4a crocoOCTBaT NPEHACAHETO Ha 3alHTHH

aHTUTENA Y HOBOPOAEHOTO.
DepTHINTET
KIHHUYHHAT ONUT ¢ MMYHOTIOOYIRHY MMOKa3Ba, 4Ye He ce oMaKBaT HeDaaronpuaTHU ePeKkTH No OTHOIEHHe

Ha depTHIMTETA.

4.7. EdexkTn Bupxy cnocobHoCTTA 32 0P HPaHe H paboTa ¢ MALLHHH

CnocobHocrra 3a wodupane ¥ paborta ¢ MallMHU MoraT Ja 6baaT HapylleHH OT HAKOH HEXKENAaHH PEaKlHH,
cBbp3aHu ¢ UMyHOBEeHHH-HHTAKT 3% lgG. [lanuedTy, KOMTO Ca UMANH HEXKENAHU peakli N0 BpeMe Ha

NPUIIOKEHHETO TPAOBA Ja H3YaKaT Te Aa NPEeMHHAT, NPeAH Aa imodgHpaT WK aa paboTAT ¢ MALIIHHH.

4.8. Hexenann JexapCcTBeHH pPeaKIHH

O606ueHKe HAa npodnaa Ha 6e30nacHOCT

Hexenanu nekapcTBeHH peakldi KaTo CTYAEHH TPBNKH, raBobonue, NopHuiaBaHe HA TEMMEpaTypara,
NOBPBLIAHE, ANEPruyHY peaKiluu, raaete, apTpalrusi, HHCKO KPbBHO HanaraHe u cnadu 6oiku B ropba Morar
ha ce Habmonagat pAaKo.

Pagxo uMyHornobyaHHHTE MOTAT Ja ca MPUYKHA 3a PA3KO NOHHXKABAHE HA KPbBHOTO HAJIAraHe U B
H30JIMPaHH CJTy4au 3a aHaQHIAKTHYEH IIOK, AOPH KOraTo NalHeHTbT He € I0Ka3al CBPbX4YBCTBHTEIHOCT
NpY ApelIHLIHH NTPHITOKEHHS.

Usonupanu cayyan Ha obpaTuma XeMOJUTHYHA aHEMHA/XeMOoNK3a ce HabnmoaaBaT MHOTO PsAJKO NpPH
NMPUJOKEHHETO HA YOBELLKH HOPMaJIEH HMYHOII00YJIHH.

HaGmionasaHu ca cnyvan Ha oOpaTHMH aCENTHYHH MCHHHTHUTH M PEAKH CIIy4YaH Ha IPEeXOAH

UMYHOIN00YyITHH. N
)
—
1




Habmonasanu ca ciyyau Ha NOBHIIABAHEC HA HUBOTO HA CEPYMHHUSA KPEATUHUH W/KUITH ocTpa OB0peyuHa
HENOCTATHYHOCT.

MHoro psaaxo: TpomboeMOOIHYHH peakuMH KaTo MHOKapAeH HHQPAPKT, MO3bYeH HHCYNT, HenoapobHa
eMbonms U TpoM003a Ha ABNOOKHTE BEHH.

TabnHuyeH CNHCHK HA HEXKENAHUTE PEAKLHH

[IpencraseHara no-gony Tabnuua CbOTBETCTBA Ha CHCTEMHO-OpranHaTa knachpukauus no MedDRA (SOC u
HuBo Ha npeAnOYHTaH TEPMHH).

YecTOTHTE ca KaTETOPH3HPAHH CBIJIACHO CJAEAHHTE YCIOBHA:

MHOTO YecTH (=1/10),

gyectn (>1/100 po <1/10),

Heuect (=1/1000 oo <1/100 ),

peaku (=1/10000 no <1/1000),

MHoOro peaks (<1/10000)

U C HEH3BECTHA YECTOTa (OT HATHYHHTE JaHHH He MOoXe Ja ObJie HanpaBeHa OLEHKA)

YectoTa Ha Hexenanute peakuuu (HP)
CucreMHo-opraned knac | [Ipeanountan TepMHH Ha Kareropus Ha 4ectoTata Ha
(SOC) no MedDRA MedDRA HP
Nudexunu W | bpoHxuT, HazodapHHIUT UecTu
HHpecTauuu XpoHHYEH CHHY3HT, MHKOTHYHA HH(ekuHs, | HeuecTn
HUudexuus Ha ObOpeLnTe, CHHY3MT,
HHPEKLHA HAa TOPHHUTE AKWXATENHH TbTHLLA,
HH(eKIHA HA NHKOYHHTE MbTHLIA,
bakTepuanHa vHdeEKHHA HA NHKOYHHTE
NbTHING Penku
AcCeNnTHYeH MEHHHIUT
Hapymenus Ha KpbBTa H | AHEMHS, NTUMPANECHONATHS Heuectu
nuMdHaTa cHucTeEMa XeMonu3sa C Heu3BeCTHa YecToTa
HapyuieHns Ha uMyHHaTa | AnadpunakTuyed oK, aHadunaktiuHa | C Hen3BecTHa YecTOTa
CHCTEMA peakilus, CBPbX4YBCTBHTENHOCT
EHnOKpHHHY HapyuwieHHs | HapyuleHHs Ha IIHTOBHAHATA HJie3a Heuecru
Hapymenna nHa Hepshata | [naBobonue MHoOro yecTu
cHcTeMa
3amaiipaHe, MUIpeHa YecTH
AMHe3ng, ycewjaHe 3a napeHe, avcaprtpus, | Heuectu
gucre3us, 6escrHue
[IpexoaAHO HapymieHHe Ha MO3bYHOTO | C HEH3BECTHA YECTOTA
KPbBOOOPBLIEHHE, TPEMOP
HapyuwieHus Ha o4HUTe KoHionkTuBHT, O0nka B ouyuTe, OTOK Ha | HeuectH
O4HUTE _
Hapyuiedna #a ounte M | 3aMasHOCT Yectn
nabupuHTa TeyHOCT B CPEAHOTO YXO Heuectn
CbpacuHn HapyLUECHHS 3auepBaBaHe Ha JHULETO, XMNIEPTOHHS HecrH
Crynenu kpainuuu, daebur HeuecTH
bJIO0KAa BEHO3HA TpoMbO03a, XUIOTOHMSA HEU3BECTHA YECTOLE ]
PecnipatopHu, rpbany # | Kawnnua, pusiopes YecTn s X
A il




MEIHACTHHAIHH
HapyLIeH A

AcTMa, 3anylleH HOC, OTOdapUHIeancH
oToK, dapuHronapunireantHa 6onka

benonpoben embonn3eM, 6enonpoben
OTOK, 3aJ1yX

Heuectun

C Hen3BecTBa YeCToTa

CromainHo-4peBHH
HApY IIEHHS

Juapus, rajeHe, NoBpbIaHe
Kopemna bonka

YecTH
C Hen3BeCTHAa 4ecToTa

HapyuieHna Ha xoxara n | Cupbex, 0OpuB HKApHS YecTH
NOAKOXHATA ThKaH AHTHOHEBPOTHYEH OTOK, OCTpa ypTHKapuia, | HeuecTu
CTYJIEHO U3MOTABRaHE, KPbBOHACH1AHHA,
JEpPMaTHT, €pUTEMATO3EH 00pHB, CHPOALLY
o0OpHB
Hapyitienna Ha | bonku B repba, myckynuu 6onku, 6onku B | YectH
MYCKYJIHO-CKeJIeTHaTa KpaHHLHTE
CHCTEMA H | MyCcKylHH Cna3sMu Heuectu

CbCIHHHTECITHATA ThbKaH

Obwu HapylleHHs H
epekTH HAa MACTOTO Ha

BBEBCKIAHC

Bucoka teMnepatypa

YMopa, rpuionoao0HH ChCeTOsHKA, D0JKa
Ha MACTOTO Ha HHGY3HA, NOAYBaHe Ha
MACTOTO Ha UH(DY3HUS, pUrop

I'pbaHa bonka, BTpHCaHe

MHOTro 4ecTH
YecTh

C HeH3BeCTHa 4eCcToTa

Hicnensauus

TloBullieHa TeIECHA TEMNIEpaTypa
IToBHlIEH XONECTEPO B KPbBTA, NOBHILCH
KpeaTHHHH B KPpbBTA, MOBHILIEHA KPbBHA
ypest, TOHHXeH Opoit Ha YepBeHH KPBBHH
KJIETKH, 3ayX, NoHnxeH 6poii Ha 6enute
KPbBHH KJIEKTH

[TonoxcuTeNeH pe3yaTaT OT AUPEKTHHSA TECT
Ha

Coombs, HaMalIeHO HACUILAHE C KUCIOpOa
Ha KpbBTa

YecTH

C "eu3BecTHA
YecToTa

HapangaBauus, oTpaBsiHis
H YCIIOKHEHHNS,
Bb3HHKHANH B pe3ynTar
HAa HHTEPBEHLIHH

CBbp3aHo ¢ TpaHCHY3IUH OCTPO YBpexkKaaHe
Ha benug apod

C Heu3BeCTHA YecToTa

Undopmauna no oTHoleHHe Ha 6e30nacHOCTTa OT NPHYHHUTENH Ha NPEHOCHMA 3abonaBakua BX. T. 4.4.

CpobiaBane Ha OAO3HPAHY HEXEJAHH PeaKklHi

Cpo0inaBaHeTo Ha NOAO3HPAHH HEXENIAHN PeakliMK Clea pa3pelaBaHe 3a ynoTpeda Ha 1eKapCTBEHHA
MPOAYKT € BaxHO. ToBa Mo3BOJNABA Aa NPOALIKH HaONIOAEHHETO Ha CbOTHOLUEHHETO NOJI3a/PHUCK 32
NEKapCTBeHHR NpoAYKT. OT MEAHUMHCKHTE CNEUHANIHCTH C€ H3KUCKBA Aa cboOl1aBaT BCAka NOJO3HpaHa
HeXeJIaHa peakiis Ype3 HallMOHAITHA CHCTeMA 3a Cho0LaRaHe, MOCoYeHa Mo J0NY:

M3nbaHKTeNHa areHLHs No JieKkapcTBaTa
ya. ,.JdamsaH I'pyes* Ne8, 1303 Codus,

Ten.: + 359 28903417
yebcaiiT: www.bda.bg

4.9. Ilpexosmpane




[IpenosnpaHeTo MoXe Aa AOBeIe 4O NPeTOBApBaHE Ha KPbBOOOPBIUEHHETO H YBE/IMUABaHe Ha BUCKO3HTETa
Ha KPbBHHA TOK, 0COOEHO MPH Bb3pPacTHH H NallHEHTH ¢ ObOpeyHa He0CTATBhYHOCT.

5. ®APMAKOJJOI'HMYHUN JAHHH

3.1. @apMaKoAHHAMHYHH CBOHCTRBA

GapMakoTepaneBTHYHA rpyna: HMYHHH CEPYMH U UMYHOTNIOOYTHHH, YOBEWKH HOPMANEH, 3a BETPEChA0BO
npunoxenue, ATC - J06B A(2

UmyHoBeHHH — UHTAKT - 5% IgQG cvabpka aHTHTENATA, HAMUpALLY C€ B HOpManHaTta nonynauus. IlpoayxkrsT
ce noay4apa o1 cOopHa nnasma ot He no-Mainko ot 1000 papurtenn. Pasnpenenenuero Ha cybknacoBere Ha
IgG cboTBETCTBa HA TOBA B HATUBHATA IU1a3Ma. [loaxoasiun A03H OT NPOAYKTa MOraT Aa Bb3CTAHOBAT
aOHOPMHO HHCKUTE CTOHHOCTH Ha UMYHOTIOOYAHH G 10 HOPMAIHHTE UM HHBA. MeXaHU3MbT Ha JefcTBUE
NpH NOKa3aHUs OCBEH TEe3H MPH 3aMECTHTENHA TEPANHs He € JOCTATbYHO H3ACHEH, HO BKAKOYBA

HMYHOMOJY1aTOPHH e(eKTH.
5.2. PapMAKOKHHE¢THYHH CBOHCTBA

MMyHOBeHHH - UHTaKT - 5% IgG OBp30 v 6e3 3arybu Hap/iH3a B LMPKYJJALIMATA HA NaLHEHTA Cleq
HHTpaBeHO3HaTa HHY3us. Tol ce pasnpenens OTHOCUTENHO ObP30 MEX Y MUIa3Mara M HHTPaBacKylapHaTa
TEYHOCT Clefl TPUONM3UTENHO 3 - 5 AHH U Ce NOCTHra PABHOBECHE MEXIY HHTPA- H €KCTPABaCKYJapHUTE
NPOCTPAHCTRA.

[Tpy npoussoacTBoTO Ha UMyHOBeHUH-HHTAaKT 5% IgG uMmyHOrnobynuHoBsata Mosiekyna oCcTasa
HellpoMeHeHa B HaTUBHA (opMa, 3ana3ed F; dparmMenT u epextopHn dynkuun. UMyHoBeHUH - Uurakr — 5%
IgG nMa HopManeH NonyXHBOT OT 21 AHH. CTORHOCTHTE My MOTaT Ja BapHpaT NpH OTAENHH NALKHEHTH,
0co0€HO NpH TaKHBA C MbPBHYHA HMYHHA HEAOCTATBYHOCT.

IgG n IgG xoMnnexcUuTe ce paspyluaBaT B KJIE€TKUTE Ha PETHKYNI0CHA0TE/IHATa CUCTEMA.,

5.3. TIpeaKNHHHYHH JAHHH 33 0€30NaCHOCT

BupycHa Oe3onacnoct
(Bk.T.4.4.)

TOKCHKONOrHYHH CBOHCTBA

HMMyHOrnoOynHHHTE Ca HOpManHa CbCTaBHA YacT B YOBEIIKOTO TANO.

EAMHHYHO - NO30BHAT TECT HE OTUUTA PE3YATATH, a BHCOKHTE JO3H BOAAT A0 NipeTOBapBaHe HA
KpbBo0oOpsHIcHNETO. [TOBTOPHOTO NPUIOKEHHUE NPU U3CNEABAHHA 33 OCTPa TOKCHYHOCT M eMOpHO-
PEeTOTOKCHYHOCT €4 HEOCBLUIECTBUMH, ThH KaTO BOAAT A0 UHAYLHPAHE HA AHTHTAJIOB OTroBop. JIeHcTBHETO Ha
NPOAYKTa BbPXY HMYHHATa CHCTEMA TTPH HOBOPOIEHH HE € H3CcneABaHO. ThH KaTo KNHHUYHHUAT ONMT HE JaBa
JaHHH 3a TYMOPOF€HHH HJIH MyTareHHH e(peKTH Ha HMYHOTTOOYTHHHTE, eKCMePHMEHTANHHUTE H3CIeABaHHA,
0CODEHO NpH XeTeporeHHN BHAOBE, HE C€ CYMUTAT 3d HEOOXOAHMMA.

6. ©OAPMAIEBTHYHHA JAHHH

6.1. CnHcbK HA DOMOIIIHHATE BELECTBA

I ml pastBop or UMyHoBeHHH — UHTaKkT- 5% l1gG cpabpika:




Yosemku cepyMeH anOyMuH 10 mg

MauuTon 20 mg
Hatpues xnopua 9 mg
Bona 3a vHXeKnuu )i (s 1 mi

6.2. HechbBMeCTEMOCTH

To3n nexkapCTBEH NPoayKT He TpAOBa na ce cMECBa C APYTrH JIEKapCTBEHH NPOAYKTH.
[Ipu HeoOxoaumMocT UMyHoBeHUH-MHTAKT 5% IgG MOXke J1a ce paspexaa ¢ U30TOHHYHH COJIEBH M IMIOKO3HH

pasresopu (0,9% pasteop Ha NaCl, 5% p-p na ['nioko3a).

6.3. Cpok Ha roanocrt

NMyHoBeHUH - HHTAKT 5% IgG HMa CpOoK Ha roaAHOCT 2 rOANHH.
6.4. Crnenua,HH YCJAOBHSA 32 ChXpPAHEHHE

Ja ce cbxpanssa ot + 2°C o + 8°C.

Ja He ce 3ampazssapa!l

Jla ce cbxpaHsABa B OpUTHHAIHATA OMAKOBKa, 3a Jia ce NpeAnasy oT CBeTAuHa!
[lpoayKThT ce H3MON3Ba BeAHAra cliea OTBAPAHE HA aMMnynaTa.

6.5. Baa M chLAbLPXKAHAE HA ONAKOBKATA

[IbpBHYyHa omnakoBka - CTbKJIeHH amMnyad or 10 ml or [-BM XMAPONWTHYEH KJac, OTroBapsAlld Ha
U3ucKkBaHUATA Ha EBponelicka papmakones. Eqda amnyna ot 10 ml cbawpka 5 ml UMyHoBeHUH - uHTakT 5%
IgG.

BropHuna onakoeka — KapToHeHH KyTH4, cbabpkamia 10 amnynu.

6.6. CnennalHM npeana3Hu MepKH NpH A3XBbLpanHe/ H padoTa

Jda He ce U3non3sa cle] U3THYAHE CPOKa Ha NOAHOCT, 03HAY€H BbPXY ONAKOBKATA.

Ha He ce u3noa3BaT aMItyJ/iu C NMOBPEAEH BbHIIEH BHA, HEACCH/U3TPHT HANMHKC H IPOMEHH BbB BBHUIHHA BH/]
Ha pa3TBOpa/MPOMEHH B LIBETA, HAIHUYHE HA BUAHMH YACTHIU, HIH aKO pa3TBOPBLT HE € OUCTBY/.
HeusnonssaHi OTBOPEHH ONAKOBKH CE YHHLIXOKABAT, KAaTO CE CMAa3BaT CbOTBETHHUTE YKA3aHUA,

Ipean ynotpeba UMynoBenuH-HHTAKT 5% IgG ce 3aTomng 1o TenecHa TeMneparypa.

7. IIPHTEXATEJ HA PASPEILIEHHETO 3A YIIOTPEBA

byn buno — HLI3IIb EA/,
Oyn. ,, A1axo Caknior* Ne 26,
Codus 1504, bunrapus
Ten.: +359 2 944 61 91

e-mail: bulbie@bulbio.com

8. HOMEP(A) HA PAZPELIEHHETO 3A YIIOTPEBA

II —35927/22.12.2016; Per. Ne 20020009




9. JATA HA ITOJHOBSIBAHE HA PA3ZPEIIEHHETO 3A YIIOTPEBA

22.12.2016r.

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA

07.2025 .




