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OXOPOHA 3[10POB’Al « IH®OPMALIA

UHCTPYKUMK N0 MeAMLIMHCKOMY npumeHenuio npenapatoB IPC19°, IMyaoH’, ImMyHopukc, Kaaupa', bpyden

ImypoH®

Indpopmauis ars npocpeciiinoi Azmmocn MEAMYHMX Ta (hapMalLeBTUUYHNX

npaLiBHUKIB. IMyAOH'.
P.C. N2 837/11-300200000 Bia 06.04.2011 p.

3araAbHa XapakTepucTHKa: IMyAOH — KOMIAEKCHWIA Mperiapar Aisaris GakTepii
y hopMi TaBAETOK AAS PO3CMOKTYBAHHS GIAOTO U Maitke GiAOro KOAbOPY, MAOCKO-
LMAIHAPHYHOT (HOPMM, 13 TAGAKOI0 BAMCKYUOIO MOBEPXHEIO, 3i CKOLLIEHMMM Kpasimu,
M’STHMM 3araxoM, AOMYCKAETbCSl HE3HAUHA MapMypOBICTb. 1 TaBAeTka MICTUTD Cy-
Milll Ai3aTiB GakTepiit- 2,7 Mr y nepepaxyHKy Ha CyXy PeYOBMHY, B TOMY UMCAI Ai3a-
™ Gakrepin L. acidophilus, L. delbrueckii ss lactis, L. helveticus, L. fermentum,
S. pyogenes groupe A, S. sanguis groupe H, S. aureus, E. faecium, E. faecalis,
K. pneumoniae ss pneumoniae, F. nucleatum ss fusiforme, C. pseudodiphtheriticum,
C. albicans- 0,1575 mr. ®opma BUMYCKy: TaOAETKM AAS PO3CMOKTYBaHHS N2 24,
N2 40. IMyHoAori4Hi Ta 6ioAOTiYHI BAACTMBOCTI: IMyAOH — aHTUrEHHMII MOAIBAAEHT-
HMI KOMMAEKCHWI Npenapar, A0 CKAQAY SKOr0 BXOASTh iHAKTMBOBaHI MIKpOOPraHi3-
MM, LLIO HaIYacTilLe HasiBHI MPK NATOAOriYHMX MPOLEcax MOPOXKHMHM poTa. [TpoTn-
3anaAbHi Ta NPOTUIHEKLMHI BAQCTUBOCTI MpenapaTy 3yMOBAEHi 0COOAMBOCTSIMM
iMYHOBIOAOTIUHOT Ali: MIABMLLEHHSAM (harouMTapHOi aKTMBHOCTI 3 AKICHWM MOKpa-
LWAHHIM haroumnTosy; 30IAbLIEHHSIM KIABKOCTI AI3OLMMY CAMHM; CTUMYASILIEIO i
30iAbLLIEHHSM KIAbKOCTI iMyHOKOMMETEHTHUX KAITUH, SKi BIAMOBIAIOTb 3@ MPOAYK-
Lil0 QHTHTIA; 3POCTAHHSM PIBHS AOKAAbHWX aHTWTIA (CEKPETOPHI iMyHOTAOBYAIHM
A cAMHY). TepaneBTUUHMI echekT npenapary IMyaoH™ cripsMoBaHmii Ge3nocepeAHbo
U ONoCepeAKOBAHO Ha MAaTOAOTiYHI CTaHU MOPOXKHMHM POTA i TAOTKM, CUMMTOMAaMM
AKVIX € OiAb, EPUTEMA, 3aMaAeHHS SICEH, BMPasKy, HEMPUEMHWIA 3amax i3 poTa. Moka-
3aHHA AO 3aCTOCYBaHHS: AiKyBaHHS | MpociakTiKa 3anaAbHUX Ta iH(EKLiAHNX
YpaXkeHb MOPOXHUHM POTA i FTAOTKM, @ Came: MOBEPXHEBOTO i FAMBOKOTO MapaAoH-
TO3Y, MapPOAOHTUTY, CTOMATUTY (30Kpema adhTO3HOrO), FAOCHTY; EpUTEMATO3HOTO i
BMPA3KOBOTO TiHTIBITY; AMCOAKTEPi03y POTOBOI MOPOXKHMHM; IH(DEKLLV MICAS BUAA-
A€HH$ 3y0iB, IMMAHTALT LWTYYHUX 3yOHMX KOPEHIB; BUPA3OK, SKI BUKAMKaHI 3yGHM-
MM npoTe3amm; (hapuHriTy; XPOHIYHOTO TOH3MAITY; NepeA- i micAsonepaviiHa npo-
hinakTHKa HCEKLIAHNX YCKAQAHEHb MicAS ToH3uAekToMil. [MpoTMnokasaHHs:
MiABMILEHA Yy TAMBICTb AO KOMMOHEHTIB npenapary. Aitv Bikom A0 3 pokis. Croci6
3aCTOCYBAHHS Ta AO3M: AAS AOPOCAWIX i AITeli BIKOM MoHaA 14 pokiB: npy AiKyBaHHi
rOCTPHUX 3anaAbHMX 3aXBOPIOBaHb MOPOXHMHM POTA i FAOTKM Ta 3aroCTPeHHi XPOHiy-
HIX 3aXBOPIOBAHb NPMAMAIOTb MO 8 TabAeTOK Ha A0GY. TabAETKM PO3CMOKTYIOTb (He
PO3XOBYIOUM) Y MOPOXKHMHI poTa 3 iHTepBaAoM 1-2 roanHu. CepeaHst TpUBaAicTb
Kypcy AiKyBaHHsi— 10 AHIB. AAS MPOChiAQKTMKM 3aroCTPeHHs XPOHIUHMX 3aXBOpIO-
BaHb MOPOXXHUHM POTA | TAOTKYM NPUIMAIOTb M0 6 TabAeToK Ha A0OY. TaBAeTKM po3-
CMOKTYIOTb (HE PO3XOBYIOUM) Y MOPOXHHMHI poTa 3 iHTEpBAAOM 2 roAnHM. CepeaHs
TPUBAAICTb Kypcy— 20 AHIB. PeKoMEHAOBaHO MOBTOPIOBATH NPOMIAAKTUUHI KypCH
AIKYBaHHS! npernapaTtom IMyAoH" 3-4 pasu Ha pik. AAS AiTeit Bikom 3-14 pokiB: aAe
AKYBaHH$ FOCTPMX | MIPW 3arOCTPEHHI XPOHIYHMX 3aXBOPIOBaHb MOPOXHWHM POTA i
TAOTKM, A TaKOX AAS MPO(DIAAKTUKM MPUIAMAIOTh N0 6 TaBAETOK Ha A0DY. TaOAeTkw
PO3CMOKTYIOTb (HE PO3XOBYIOUM) Y MOPOKHUHI POTA 3 iHTEPBAAOM 1-2 roAMHM. Tpu-
BaAICTb KYPCY AiKyBaHHS NPK rOCTPUX 3aXBOPIOBAHHSIX CTaHOBMTb 10 AHIB, AASI po-
(DiAAKTMKM 3aroCTpeHHs XpOHiYHMX 3axBopioBaHb— 20 AHIB. PekomeHAOBaHO mno-
BTOPIOBAT MPOIAAKTUYHI KypCH npernaparom IMyaoH” 3-4 pasu Ha pik. Mobiuna
Aisi: € OKpeMi MOBIAOMAEHHS MPO aAepriuHi peakLii (BUCKM, KPOMMB'AHKA, aHTiOHEB-
POTMUHMI HAOPSIK), @ TaKoX peakwiii 3 GOKy LIAYHKOBO-KMLIKOBOTO TPaKTy (GiAb
Y WAYHKY, HyAOTa i OAOBaHHS). OcoBAMBOCTI 3acTocyBaHHs: ATy Bikom 3-6 pokis
PO3CMOKTYIOTb TaBGAETKM MiA 060B’A3K0BMM HAarAIAOM AOPOCAMX. He CAiA BXMBATH
XY 1 BOAY, @ TaKOX MOAOCKATV POTOBY MOPOKHUHY MPOTArOM OAHI€T FOAMHM MiCAS
3aCTOCYBaHHS Mpenapary, Wob He 3HWKYBaTH 1Oro TepaneBTUUHY eeKTUBHICTD.
[Mpy npu3HaueHHi mpenapary nauieHTam, ki nepedyBsaioTb Ha 6e3COAbOBIN AIETI Un
AIETI 31 3HUKEHUM YMICTOM COAI, HEOOXIAHO BPaxoByBaTH, 1110 TabAETKA npernapary
IMyAOH” micTUTb 15 M HaTpito. IHchopMmaLii npo Te, o npenapat BrAvBae Ha 3aar-
HICTb KepyBaTM TPAHCMIOPTHIMMM 3ac00aMn Ta poﬁoTy 3 IHLLMMM MeXaHi3Mamu, He-
mae. Mepioa, BariTHOCTi Ta roAyBaHHS TPYAAIO. Y 38'93KY 3 BIACYTHICTIO AOCTaTHbOI
KIAbKOCTi AQHMX LLOAO 3aCTOCYBaHHS npenapaty IMyaoH™ y wi€i kareropii XiHok
MPUIOM Y NEPIOA BariTHOCTI Ta rOAyBaHHS TPYAAIO He pekOMeHAOBaHHI. PeaeBaH-
THI AOCAIAXEHHS Ha TBapUHaX i eniAeMiOAOTiUHI AOCAIAXKEHHS BIACY THI. B3aemopis
3 iHLIMMM AikapcbkumM 3acobamu: HeBiaOMa. IMyAOH  MOXHA 3aCTOCOBYBATH 3 Ai-
KapCbkumu 3acobamu, 9Ki HaAekaTb AO iHLLMX rpyn npenaparis. 36epiratv B HEAO-
CTYMHOMY AAS AiTe# MicCLLi.

ToBiaom1TH B «<ABGOTT» Mo HeGaxaHi fBMLLA MiA Yac 3aCTOCYBaHHS npenapa-
Ty UM CKapry Ha SKiCTb Mpenapary Bi MOXeTe 3a TeaepoHamu (LiA0A0B0BO): MO
YikpaiHi (ta kpaitax CHA) +38 (044) 498- 60-80; y Pecny6aiui biropycs +375 17
256-79-20, y Pecny6aivi Y3bekucrad +998 71 129-05-50.

3a A0AATKOBOIO iH(hopMmaLli€io 3BepTainTecst A0 MpeactaBHmuTBa «AGGOTT Mpo-
Aaktc M6X» B Yipaihi.

IMpeactaBHMUTBO «ABGOTT MpoaakTe TMOX» B Yipaii: 01032, Kuis, Bya. Xu-
AsHcbKa, 110. Tea.: +38 (044) 498-60-80. Dakc: +38 (044) 498-60-81.

IPC 19°

AiKye HeXuTb i mpocTyay. Aonomarae oayxaty WwenALe. AAs AiTeit 3 2 pokiB
Ta AOPOCAMX.

[NepeA BUKOPUCTAHHSAM MPOKOHCYABTYATECS 3 AiKapeM.

INepea 3acTocyBaHHSIM 060B'S3KOBO O3HAMIOMTECH 3 MOBHOIO IHCTPYKLI€EI0 AAS
MeAMYHOr0 3actocyBanHs npenapaty IPC 19°.

P. C. MO3 Yipaitm N2 324/12300200000 i 08.08.2012.
Koporka inchopmauist no npenapary IPC 199,

3araAbHa XapakTepucTMKa: OCHOBHI BAACTMBOCTI Aikapcbkoi dhopmm: IPC 19°€
KOMMAEKCHWM Mpernapatom Ai3aTis GakTepiid, Wo MICTUTbCS Y BUTASIAT PO3UMHY AAS
iHTPaHa3aAbHOTO BBEAEHHS! B a8PO30AbHIi YNaKOBLL, Ta SBASE COO0I0 Npo3opy He3-
GapBHy, HOAI 3 )XOBTYBATUM BiATIHKOM PiAMHY, i3 CAABGKiM 3amaxoM apomarnsaro-
pa Ha 0CHOBi HepoAy. SIKICHMH Ta KiAbKiCHUI cKAaA: 100 MA MICTUTb 43,27 MA Cyc-
neHsii Ai3ati Gaktepiin*; akTuBHI pevoBMHM: Aisati Gaktepiin*, Streptococcus
pneumoniae Tin | — 1,11 ma, Streptococcus pneumoniae tn Il — 1,11 wma,
Streptococcus pneumoniae tin IIl = 1,11 ma, Streptococcus pneumoniae tun V —
1,11 ma, Streptococcus pneumoniae un VI = 1,11 ma, Streptococcus pneumoniae
n XIl - 1,11 mA, Haemophilus influenzae tun B - 3,33 ma, Klebsiella pneumoni-
ae ss pneumoniae — 6,66 Ma, Staphylococcus aureus — 9,99 ma, Acinetobacter cal-
coaceticus pisHoBuA baumannii - 3,33 ma, Moraxella catarrhalis — 2,22 ma,
Neisseria suEfIava pisHoBuA flava - 2,22 ma, Neisseria subflava pisrosua perflava -
2,22 MA, Streptococcus pyogenes rpyna A- 1,66 Ma, Streptococcus dysgalactiae rpy-
na C - 1,66 ma, Enterococcus faecium - 0,83 ma, Enterococcus faecalis - 0,83 ma,
Streptococcus rpyna G - 1,66 ma. @opma BUMycKy: Po3unH AAS iHTpaHa3aAbHOro
BBEAEHHS B a8PO30AbHIil YMaKoBLL. IMyHOAOriuHi i Gioaoriui BAacTvBocTi: IPC 19°
€ KOMMAEKCHMM MPenapaTom Ai3aTis GakTepii — HanbiAbLL PO3MOBCIOAXEHMX 36yA-
HUKiB pecripaTopHuX iHeKLiit. Ai3uc MIKPOOPraHiaMiB 3AIMCHIOETbCS Ha OCHOBI
OpUriHaAbHOT BIOAOTIYHOT METOAMKM, SIKa AO3BOASIE OTPUMATH HEMATOreHHI aHTUre-
HU i3 30€pekeHHIM CrieumndiuHuX BAACTUBOCTEN KOXHOIO (TaMy. 3aBASKM LIbOMY
AI3aTW CMIPOMOSKHI BUKAMKATV Y CAM30Bil OBOAOHLL 3aXMCHI iMyHHI peakLyii, iaeH-
THYHI PEaKLisM Ha NOXiAHI 36YAHVKIB IHEKUiM: CTUMYASILIO | PO3MHOXEHHS iMy-
HOKOMMETEHTHNX KAITUH, MIABMLLEHHS PIBHS Ai30UMMY Ta iHTephepoHy B cekpeTi,
30iAbLLIEHHS KIABKOCTI AOKaAbHMX aHTHTIA, 0COBAMBO iIMYHOTAOOYAIHY A, MABMLIEH-
Hsl (parouyTapHOi aKTMBHOCTI, Sika Cipusie eAiMiHaLii 3GyAHVKIB IHAeKLT 3 opraHis-
my. [Moka3aHHs A0 3acTocyBaHHS: [TpochinakTIKa | AiKyBaHHS Y AOPOCAMX i AiTel 3
2 pOKiB rOCTPUX i XPOHiUHMX iHcpekLLiiHNX 3axBopioBaHb AOP opraHis i BepxHix Au-
XaAbHMX LIASIXIB: FOCTPOTO i XPOHIYHOTO PUHITY, PELMAMBYIOUOTO PUHOTPaxeobpoH-
XiTy, TpaxeiTy, XpOHiUHOrO GPOHXITY, 3aMaAeHHs AACHOIAIB, CUHYCHTY, (hapuHriTy,
AAPUHTITY, OTUTY, TOH3MAITY, BPOHXIAAbHOT aCTMM, YCKAQAHEHb TPUMY Ta iHILIMX Bi-
PYCHWX PecripaToOpHUX iH(EKL, a TaKoX Y NepeA- i MicAsonepauinHuid nepioa
AAS TIPOCIAAKTUKM iHEPEKLIAHMX YCKAQAHEHD MICAS XIPypriuHMX BTPYyYaHb Ha AOP-
opraHax. [poTunokasanHs: [iABMLLEHA YYTAMBICTb AO KOMMOHEHTIB npernapary.
Mpenapar IPC 19" He CAiA Mpu3HayaTM MaLyieHTaM 3 ayTOIMYHHMMM 3aXBOPIOBAHHSI-
mu. Cnocib 3acTocyBaHHs i A03u: AikyBaHHs (MiA yac iHdewii): 1T BIp1CKyBaHHS
Y KO3KHY Hi3ApIO 2-5 pa3iB Ha A0GY AO 3HUKHEHHS CUMMTOMIB 3axBOpioBaHH. [po-
(hiraKTMKa (MepeA MoYaTKOM 31MOBOTO CE30HY i B Pa3i XPOHiUHKX 3aXBOPIOBaHb 2-3
pasut Ha piK): T BNPUCKYBAHHS B KOKHY HI3APIO 2 pasu Ha AODY MPOTArOM 2 TUKHIB.

3n0poBs” YKpainu

Mo6iuna Ais: Mpenapar 3a3Bnuain AOGPE MEPEHOCUTLCS, aAe Ha MOYATKY AiKyBaH-
HSi MOXKAMBA NOSIBA TaKWX PeakLiii, K YMXaHHS | TOCMAEHHS BUAiAeHb 3 Hoca. Lli pe-
aKLLIT € CBIAYEHHSIM CTUMYASILIT IMyHHOT cucTemu i cami mo coBi 3HuKaioTh Ge3 Ao-
AATKOBOrO AiKYBaHHS. IHOAI KOPUCHIM Moxe GyTn Tumuacose (Ha 1-2 A0OM) 3HK-
xeHHs A03u [PC 19 HanoAoBuHY. Ayxe piAko MOXYTb BUHWKATH aAepriuHi WKipHi
peakii y BUrASIAI BUCMAHb, KPOMMB'SHKM | aHTIOHEBPOTUYHOIO HAOpPsKy. OcobAM-
BOCTi 3aCTOCYBaHHS:: [HOAI Ha MOYATKY AiKyBaHHSI MOXAMBE MiABMLLEHHS Temnepa-
Typu TiAa (>39°C). Y TaKomy BUMAAKY AiKyBaHHs CAia BiaMiuTH. OAHak Tpeba
BIADI3HSTY Takui CTaH BiA MIABMLLEHHS TeMNepaTypy TiAQ, WO CyMPOBOAXKYETHCS
He3AYKaHHsIM, sike Moxke ByTy MOB's3aHe 3 Po3BUTKOM 3axBopioaHHs AOP-opra-
HIB. 32 HAsIBHOCTI CMCTEMHMX KAIHIYHMX O3HaK GakTepiaAbHOT iHA)eKwii TUTaHHs npo
AOLIABHICTb MPU3HAYEHHS CUCTEMHUX aHTMOIOTHKIB BUDILLYETLCS Aikapem. Y pasi
MpM3HAYEHHS MPENapaTis Ha OCHOBI HaKTEPiaAbHMX Ai3aTiB 3 METOIO IMyHOCTUMYAS-
Ui y naujeHTiB 3 GPOHXIAAbHOIO aCTMOIO MOXKAVBA M0SIBA HAMAAIB aCTMM. Y TakoMy
BMMAAKY PEKOMEHAYETBCS MPUMMHUTM AIKyBaHHS Ta He NMPUAMATK Mpenapar AaHoro
KAacy y ManGyTHbomy. IPC 19" He BMAMBAE Ha 3AATHICTb KEPYBATH TPAHCMOPTHUMM
3acofamu i mpauioBaTM 3 MexaHismami. 3anoOiKHi 3ac00M NPM 3aCTOCYBaHHi:
YMiCT (bAakOHa 3HAXOAMTBCS MiA TMCKOM. 3axuiaTit BiA HarpisaHHs suwe 50°C i
MOTPaNASHHS MPSIMOrO COHSIUHOTO CBITAQ. He BiAKpMBaTH (DAGKOH, HaBITb SKLLLO BiH
MOPO3KHl, He CMaAloBaTH i HE MPOKOAIBATH Or0. 3aCTOCYBaHHS B nepioA BariT-
HOCTi Ta FOAYBaHHSI TPYAAIO: Yepe3 BIACYTHICTb AOCTATHbOI KIAbKOCTI AQHMX LLOAO
MOTEHLLIIHOI MOXAMBOCTI TEPATOrEHHOr0 aB0 TOKCMUHOTO BMIAMBY Ha MAiA, 3aCTO-
CyBaHH$ nperapaty B NepioA BariTHOCTi Ta FOAYBaHHS FPYAIO HE PEKOMEHAOBAHO.
B3aemoaist 3 iHLUMMM AiKapCbKMMM 3aC00aMM: BUNAAKM HEraTUBHOT B3AEMOAIT 3 iH-
LWAMM AIKQPCbKMMM 3ac00aMM HEBIAOMI. Y BUMAAKY MOSIBU KAIHIYHMX CUMMTOMIB
GakTepiaAbHOT iHeKLT MOXXAMBE NMPU3HAUEHHS aHTMBIOTHKIB Ha (hOHI 3aCTOCYBaH-
Ha IPC 19", Kareropis Bianycky: 6e3 peuenty. IMosHa iHchopmaLlisi npo nperapar
MICTUTBCS B IHCTPYKLLT 3 MEAUYHOTO 3aCTOCYBaHHSI.

IHchopMmaltisi MpU3HAYeHa AAS MALLiEHTIB

Bupobrmku: AoGoTT Xeackea CAC. Aapeca: Pyt ae beabBiab, Abito Al Meaap,
01400 LUatnion-ciop-LLlarapon, ®panuis. Route de Belleville, Lieu dit Maillard,
01400 Chatillon-sur-Challaronne.

BAT «®apmctanaapt-Tomcbkximcapms. Aapeca: Pocis, 634009, M. Tomcbk,
np. AeHiHa, 211.

TMoBiaOMMTHM PO HebaxaHi sBuLa a6o ckapru Ha AKICTb Npenapary B1 MOXeTe
B lNpeAcTasHnuTeo «AGGoTT AaGopatopis C.A.» B Yipaiti 3a Teaecporom +38 (044)
498-60-80. 3a A0AaTKOBOK iH(hopMaLlieio 3BepTainTech A0 MpeAcTaBHMUTBA «AG-
Gott AaGoparopis C.A» B Ykpaiti. Mpeacrasrnutso «AGGoTT AaGopatopis C.A.»
8 Ykpaini: 01032, Kuis, ByA. KuasHcbka, 110, 2-71 nosepx, Tea. +38 (044) 498-60-80,
akc +38 (044) 498—60—81. Pexnama AiKapCbKOI‘O 3acoby.

* Kaaposa O.B. Mecttblit ummyHomoayasTop MPC 19° B komnaekcHoi tepanun OP3//Aetckue
nHebekumu, 2006, N2 4, cTp. 51-54.

Knauup®
Kpatkas uHchopmaLysi o MeAMLLMHCKOMY MPUMEHEHHUIO NpenapaTos
Krauma', TabAeTKM, NOKpPbITbIE 060A0YKOH 110 250 M.
P.C. N2 UA/2920/03/01.
Krauma CP, TabAeTKM, MOKpbITbIE 060A0YKOH MPOAOHTMPOBAHHOTO AGHCTBHS MO
500 mr.
P.C. N2 UA/2920/01/01;
Krauma', rpaHyAbl AASt IpUroToBA€HHUS cycneHsum 125 mr/5 ma 250 Mr/5 M.
P.C. N¢ UA/2920/04/01;
Krauma', rpaHyAbl AASI IPUTOTOBAGHHSI cycrieH3nn 250 mr/5 MA.
P.C. N2 UA/2920/04/02.
Cocras: Knauma - 1 tabaeTka COAEPKUT KAapuTpommimHa 250 mr. Kaauwa CP
~ 1 1abAeTka copaepxuT 500 M KAQPUTPOMMLIMHA; KAALMA™ CyCrieH3ns — 5 MA ro-
TOBOW CyCMeH31n COAepPIKaT KAApUTpoMULmMHa 125 nan 250 mr.
(MapmakorepanesTuyeckasi rpynna. [1poTMBOMMKPOGHbIE CPEACTBA AAS CHC-
TemHoro npumeHerns. Makpoanabl. ATC JOTF A09. Mokasanusi: Aas Bcex opm
BbIMYCKa: AeYEeHME MH(EKLMIA, BbI3BaHHbIX UYBCTBUTEABHBIMM K KAQPUTPOMULIMHY
MMKpoopraHuamami. Kaauma™ tabaetkn no 250 mr, Kaauma™ cycnexsus, Kaauma
CP: MHeKLMM BEPXHUX AbIXaTEABHbIX MYTeid, TO €CTb HOCOTAOTKM (TOH3MAAMT, ha-
PUHTAT) W MHGEKUMM MPUAATOUHBIX Ma3yX HOCA; MH(EKLMM HXKHMX AbIXaTeAbHbIX
nyTer (GPOHXMT, OCTPas KPYno3Has MHEBMOHMS 1 NEPBUUHAS aTUNMUHAs MHEBMO-
HUS); MHAEKUMM KOKM M MSTKMX TkaHer. Kaauma' cycniensms, Kaauma” Tabaetku no
250 Mr: AUCCEMMHMPOBAHHbBIE MAW AOKAAM30BaHHbIE MYKOGAKTEPHAAbHbIE MH(EK-
MK, Bbi3BaHHble Mycobacterium avium nan Mycobacterium intracellulare, Aokaau-
30BaHHble MH(eKLMH, Bbi3BaHHble Mycobacterium chelonae, Mycobacterium fortui-
tum man Mycobacterium kansasii. Kaauma™ Tabaetku no 250 Mr: 0CTpbie 1 XpoHK-
yeckre OAOHTOreHHble MH(ekumn. KAaUMA CycreHsisi: OCTpbIi CPEAHWI OTHT.
TMpotnBonokasanust: MoBbILEHHAS YyBCTBUTEABHOCTb K MAKPOAMAHBIM aHTUGHO-
TMKaM 1 APYTMM KOMMOHeHTaM npenapata. OAHOBpeMEHHOe NpUMeHeHMe KAQpUT-
POMMLIMHA 1 ADBOTO 13 CAEAYIOLLVX MPEMAPATOB: ACTEMM3OA, LIM3AMPHA, IMMO3NA,
TepeHaANH, aAKAAOMABI CTIOPbIHBY (HAMpPUMeEP, SProTamuH, AUTMAPOIPrOTaMMH),
UHrMOMTOPbI TMI-KOA-peAyKTasbl (CTaTuHbl — AOBACTAaTUH MAM CHMBACTATHH), ne-
POPaAbHBII MMAA30AAM, KOAXMLIMH (MaLieHTaM C NOYEYHON MAM MeYeHOUHOM HeAo-
CTaTOYHOCTBIO). [1POTMBONOKA3aHO MaLMEHTaM, MMEIOLMM B aHAMHEe3e YAAMHEHNE
nHTepBara QT MAM XeAyAOUKOBbIE apUTMUM CEPALA, BKAIOYAS MUPYITHOIO JKEeAy-
AOUKOBYIO Taxukapamio (torsades de pointes). [nokaAnemmst (pUCK YAAHEHUS MH-
Tepeana QT). Takeaas neyeHOUHas HEAOCTATOUHOCTb W COMYTCTBYIOLIAS MOYeUHas
HeAOCTaTOYHOCTb. OAHOBpEMEHHOE MpUMEHeHMe KAAPUTPOMULIMHA (M ApYruX
CUAbHbIX MHTMOKTOPOB CYP3A4) ¢ (cM. «Oco6eHHOCTYM MpuMeHeHHs», «B3anmoaei-
CTBME C APYrV MM AeKapCTBEHHBIMI CPEACTBAMM 1 APYTHIE BUABI B3aUMOAEICTBMIM).
Kaauma CP mpoTvBOMOKa3aH Mpu KAMPEHCe KpeaTuHuHa MeHee 30 MA/MMH (mo-
CKOAbKY 3Ta (hopMma npernapata He MO3BOASET yMeHbLMTb A03y Huxe 500 mr
B AeHb). Cnocod npumeHenns, Ao3bl: Kaauma' tabaeTkn no 250 Mr: pekomeHAye-
Mast A03a u AeTert cTaplue 12 AeT coctaasieT 250 Mr kaxable 12 yacos, npyu Goaee
TOKEAbIX MHEKLMSX AO3Y MOXHO YBEANUMTb A0 500 Mr KaxAble 12 yacos. OGblu-
Hast NPOAOAKMTEABHOCTb ACUEHMS 3aBMCUT OT CTEMEHU TSHXKECTU MHAMLMPOBAHMS
1 cocTaBAseT oT 6 A0 14 aHeit. Knauna CP: Pekomenayemas A03a AAS B3POCAbIX 1
AeTeit cTapiue 12 AeT coctaasier 500 Mr 1 pas B AeHb BO Bpemst eabl. [pu Goree
TAKEABIX MH(EKLMAX AO3Y MOXHO yBeAUUMTb A0 1000 mr T pas B AeHb. ObbluHas
MPOAOAKMTEABHOCTb ACYEHMS COCTABASET OT 5 A0 14 AHEN, 32 MCKAIOUEHNEM Aeye-
HUsi BHEGOABHMYHOV MHEBMOHMM 1 CHHYCUTOB, KOTOPble TPeOYIOT 6-14 AHel Tepa-
nun. TABAETKM CAEAYET MPOrAATHIBATb LIEAMKOM, He pa3xeBbiBast. Kaauma™ cycre-
319: IPUMEHSIETCS Y AETEN C 6 MecaLeB A0 12 AeT. AAS AeueHns HemmukoGakTepu-
AAbHBIX MHCEKLIMI PEKOMEHAOBAHHAS AO3a COCTABASIET 7,5 MI/KT 2 pa3a B CyTKM A0
MaKcmaAbHoM — 500 Mr 2 pasa B cyTku. [POAOAKMTEABHOCTb A€UeHMst 06bIYHO
cocTaBasieT 5-10 AHelt B 3aBUCHMOCTM OT BUAQ BO3GYAMTEAS M TSKECTH 3a6oAeBa-
HUS. AETAM C Maccoi TeAa A0 8 K A03y HEOBXOAMMO PacCUMTbIBATH Ha KMAOTPaMM
Macchl Teaa (7,5 Mr/kr 2 pasa B cyTku). CyCrieH3mio MPUMEHSIOT HE3aB1CHMO OT
Mp1ema MK, MOCKOABKY MUILLLA HE BAMSIET Ha GMOAOCTYMHOCTb KAQPUTPOMMLMHA.
MoGouHble peakuum: YacTbiMi 1 pacnpocTpaHeHHbIMA MOBOUHBIMU PeaKLMsmi
TPY A€YEHNM KAGPUTPOMULIMHOM B3POCABIX 1 AETEI SBASIETCS GOAb B XKMBOTE, AU~
apes, TOLHOTA, PBOTA U HAPYLLEHHE BKYCa. ITH MOBOUHbIE peakLm 0OblUHO He3Ha-
UMTEABHO BbIPAKEHbI M COTAACYIOTCS C M3BECTHbIM MPOnAeM GE30MacHOCTM MaK-
POAMAHbIX aHTUGMOTHKOB. BO BPEMSI KAMHUUYECKMX MCCAEAOBAHMIA HE BbIAO BbIsIBAE-
HO CYLLECTBEHHbIX PA3AWNYMIA B 4ACTOTE ITHX MOBOUHBIX J)eakuwﬁ MeXAY rpynnamm
TIALMEHTOB, Y KOTOPbIX MMEAVICb MAV OTCYTCTBYIOT MUKODAKTEPHaAbHbIE MH(EKLN.
(apmakonoruyeckue CBOHCTBA: KAQPUTPOMMLIMH 0Ka3blBaeT OaKTEPULIMAHOE Aeit-
CTBME MPOTMB HECKOAbKMX WTammoB Gaktepuit: Haemophilus influenzae,
Streptococcus pneumoniae, Streptococcus pyogenes, Streptococcus agalactiae,
Moraxella (Branhamella) catarrhalis. OcobenHocT npumerenmst: Kaaputpomuumx
He CAeAyeT HasHauaTb HepemeHHbIM KEHLMHAM 03 TLIATEAbHOI OLLEHKM COOTHO-
LWeHMS «MOAb3a/prcKk», 0CoGeHHO B | TpuMeCTpe GepemMeHHOCTU. AAMTEAbHOE WA
MOBTOPHOE MPUMEHEHUE aHTUGMOTUKOB MOXET BbI3BaTb UPE3MEPHBIA POCT HeuyB-
CTBUTEAbHbIX GakTepuit 1 rprboB. [py BO3HUKHOBEHUM CYMEPUH(DEKLMM CAEAYET
NpeKpaTUTb NPUMeHeHMe KAQPUTPOMMLMHA W HauaTb COOTBETCTBYIOLLYIO Tepanuio.
C 0CTOPOXHOCTBIO CAEAYET MPUMEHSTb MPenapaT y NauMeHTOB C TKEAO NoYeYHOM

HepocTaTouHoCTbio. Kateropusi otnycka: no peuenty. MoaHas MHdopmaums co-
AEPXMTCS B MHCTPYKLMW NO NPUMEHEHWIO Npenapara.

Mnchopmauusi npeAHasHayeHa AAS CMIELLMAAMCTOB.

CoobwmTh B MPEACTaBUTEALCTBO «AGOOTT» O HEXEAATEAbHBIX SBAEHMSX MPH
MPUMEHEHMM Npenapara WA o xaaobax Ha kayecTBo Mperapara Bbl MOXeTe Mo Te-
AecpoHam (KkpyraocyTouHo): B Yipante (1 ctpanax CHI) +38(044) 498-60-80. 3a
AOTIOAHUTEABHOM MH(OpMaumMen 06paliainTeck B NPEACTaBUTEALCTBO «ABOOTT»
8 Ykpanre: 01032, r. Kues, yA. Xuagrckas, 110. TeaechoH: +38 (044) 498-60-80.
Dakc: +38 (044) 498-60-81.

IMYHOPUKC (IMUNORIX)

Kopotka ichopmatyis npo npenapar
P.C. N2 UA/9638/01/01 Bia 13.05.2009 p.

Ckaaa: Ailoya peyoBuHa: 7 MA po3umHy (1 OAHOAO30BMA (PAAKOH) MICTATb
400 mr niaoTumopy. Aikapcbka hopma. Po3umH opaabHuit. DapmakoTepaneBTHYHA
rpyna. lpenapaty, ki CTUMYAIOIOTb MIPOLIECH IMYHITETY.

Koa ATC LO3A; X05.

Moka3aHHs AAs 3acTocyBaHHS. CTUMYASILLIS BCTAHOBAEHOTO 3HWXKEHHS! KAITWH-
HOTO IMyHITETY Ha (hOHI IHEKLLA AMXaAbHUX a00 CeYOBMBIAHMX WASXiB. MpoTHmo-
KasaHHs1. [MiABMLIEHa Uy TAMBICTb A0 GYAb-SIKOTO 3 KOMMOHEHTIB npenapary. AuTs-
unii Bik A0 3 pokiB. [epioa BariTHOCTI Ta roAyBaHHs rpyaaio. Crioci6 3actocyBaH-
HS Ta A03M. AOPOCAI: YMICT 2 0AHOAO30BMX (haakoHiB Mo 400 Mr ABii Ha A0OY
npotsrom 15 Ai6. A031 11 TPMBAAICTb 3aCTOCYBaHHS! Mpenapary MOXyTb OyTH BiA-
KOPEKTOBAHI 3aAEKHO BiA CTYNEHS TSHXKKOCTi 1 BUPA3HOCTI CUMMTOMIB 3aXBOPIOBAH-
Hsl. TpuBaAiCTb Kypcy — He Giablue 90 Ai6. Ait, cTapuwi 3 pokis: ymicT 1 0AHOAO-
30B0r0 (pAakoHa no 400 Mr ABidi Ha A0BY NpoTsrom 15 Aib. A031 it TpMBAAICTb 3a-
CTOCYBaHHS Mpenapary MoXyTb GyTH CKOPEroBaHi 3aAeXHO BiA CTYNeHst TIKKOCTI
11 BMPa3HOCTI CUMNTOMIB 3aXBOPIOBAHHS. TpMBAAICTb Kypcy — He Biablie 90 Ai6.
Y AiKyBaHHI peLMAVMBYIOUMX iHEKLIHMX 3aXBOPIOBaHb MALLIEHTIB i3 pu3nkom abo
iMyHOAE(ILMTOM B aHaMHe3i peKoMeHAOBaHO 3acTocoyBath 800 Mr Ha A0Gy me-
POpPaAbHO AASt AOPOCAMX Ta 400 Mr Ha A0BY AAS AiTel NPOTAroM 60 AHIB K MiA-
Tpumytouy Tepanito. OCKiAbkM NpUAOM iXi BNAVBAE HA BCMOKTYBAHHSI npenapary,
110r0 CAiA 3aCTOCOBYBATH Mixk mpuitomamu Dxi. Mobiuni peakuii. Ha cboroaHitwHii
A€Hb MOBIYHMX PeaKLii Y NaLieHTiB, 9Ki mpuitMaan IMyHOpHKC, 3achikcoBaHo He Oy-
A0. 3aCTOCYBaHHS y nepioA, BariTHOCTi a00 FOAYBaHHSI TPYAAI0. Xoua NP1 AOCAIA-
XEHHi Y TBAPMH He BYAO BUSIBAEHO HISIKOTO BIAMBY MiAOTUMOAY Ha PENPOAYKTUBHY
(bYHKLIIO, OAHAK 3aCTOCYBaHHS MpenapaTy NPOTAroM BariTHOCTI Ta MepioAy TOAY-
BaHHS FPYAAIO HE PEKOMEHAYETHCS. AITH. 3aCTOCOBYIOTh Y AiTeit BIKOM BiA 3 POKiB.
Oco6AuBoCTI 3acTOCyBaHHSI. [penapar CAiA 3aCTOCOBYBATH 3 06EPEXHICTIO Y Ma-
LEHTIB i3 CHHAPOMOM rinepimyHornoGyAiHewmii E, a Takox nallieHTau i3 CnaAKoBOIO
CXMIABHICTIO AO QAEPrifHNX 3aXBOPIOBaHb Ta MaLLIEHTaM, Y AKVX PaHilLe BUHVKaAM
aneprifiii _peakuii. B3aemoais 3 iHwmMMm Aikapcbkumu 3acobamm Ta iHWi BUAK
B3a€EMOAIM. He MOXHa 3aCTOCOBYBATM MIAOTMMOA OAHOYACHO 3 Mpernaparamu 3
IMyHOCTVMMYAIOBaABHOIO Ta IMyHOAEMPECHBHOIO aKTMBHICTIO. [TiAOTMMOA YacTo no-
€AHYBABCS 3 aHTMOIOTMKAMM Ta iHLLIMMM AIKapPCbKMMM 3acobamu (HaMpUKAQA, aHTH-
nipeTukamm), WO NiATBEPAXKYE BIACYTHICTb B3aEMOAIT OT0 3 UMMM MpenapaTamu.
[Mpenapar MoXe B3aEMOAISTH 3 AIKapChKMMM 3aC06aMu, LLLO iHriBYI0Tb a6o CTUMY-
AIOIOTb aKTUBHICTb AiMchoumTiB. DapmakoAuHamika. [MAOTUMOA BMSBASE CBOT
eeKTH LAIXOM CTUMYASILLIT | peryAsLii KAITUHHOI iMyHHOI peakuii. Mpu AedpiumTi
T-AimchounTiB, siKi y (DI3I0AOTIUHMX yMOBaX BUKOHYIOTb POAb KOOPAMHATOPA CreLy-
(hiuHOrO IMYHITETY, MIAOTUMOA LUASIXOM YacTKOBOTO 3aMillleHHsl abo MiACMAEHHS
(hyHKUIA TUMYCa IHAYKYE AO3DiBaHHS T-AIMOUNTIB | HaAGAHHS HUMM MOBHOT iMy-
HOKOMMETEHTHOCTI. KpimM TOro, miAOTUMOA CTUMYAKOE Makpodary, siki BiAMOBiAA-
10Tb 3 3aXOMAEHHS! aHTUreHy. 3AATHICTb OpraHi3My 3axvLaTiCs Bia iH(eKLiAHNX
areHTIB 3aAXMTb BiA eheKTUBHOCTI CeuydiYHOro iIMyHHOrO (KAITUHHOTO i ryMO-
paAbHoro) 3axucty. Kareropis Bianycky: 3a peuentom.

IHchopmaLLisi mpusHaueHa AAS paxiBLyiB

[HCTPYKLLS MPO MeAMYHE 3aCTOCYBaHHS nmpenapaty IMyHopukc.

[MoBHa iHhopMmaLLis MICTUTBCS B HCTPYKLLT AAS MEAMUYHOTO 3aCTOCYBaHHS Mpe-
napary.

TMOBIAOMUTY B MPEACTaBHUUTBO «ABGOTT» Mo HeGaxkaHi ABMLIA MpK 3aCTOCY-
BaHHi npenapaty abo Mpo ckapryv Ha SKiCTb Mpernapary Bi MOXeTe 3a TeAechoHamu
(iA0A060BO): B YkpaiHi (ta kpaitax CHA) +38 (044) 498-60-80.

3a A0AATKOBOW iHpopMalliero 3BepTaiTech A0 [peacTaBHuLTBA «AGGOTT»
B Ykpaiti: 01032, m. Kuig, ByA. XKuasitcoka, 110. Teaechon: +38 (044) 498-60-80.
Dakc: +38 (044) 498-60-81.

BPY®EH®

Kopotka iHchopmatisi AAS MeanuHoOro 3actocyBanHs npenapary bPY®EH®

CKAaA Aikapcbkoro 3acoly: Aitoua pedosuHa: i0ynpodeH; 5 MA cupomy MiCTSITb
ibynpocpeHy 100 mr. Aikapcoka dopma. Cupon. ®apmakotepaneBTuyHa rpyna.
HecTtepoiaHi npoTu3anaAbHi i npoTMPeBMaTHYHI 3aC00M.

P.C. M3 Yipannbl N2 UA/13154/01/01 ot 18.08.2013 N2 376.
Koa ATC MO1 A EOT.

lMoka3ansi AAst 3acTocyBaHHs. KOpoTKOTpMBaAe AiKyBaHHS nponacHuui Ta 6o-
Ao y AiTeit. MpoTUnokasaHHs.TinepuyTAMBICTb AO Ail0UOT peuoBrHM abo A0 ByAb-
KOO iHLIOrO KOMMOHeHTa fpenapary, abo A0 aUETMACAAILIMAOBOI KMCAOTH, 00 AO
IHLLMX aHAATETUUYHMX, XKAPO3HIKYBAABHMX Ta HECTEPOIAHMX MPOTMU3AMAAbHHUX 3aCO-
6is (HIM33), 0co6AMBO AKLLO rinepuyTAMBICTb acCOLiMOBaHA 3 HOCOBMMM MOAINaMM,
aHriOHEBPOTUYHUM HAOPSIKOM Ta/abo BPOHXiaAbHOI0 acTMOIO. TskKa MeviHKoBa He-
AOCTaTHiCTh. TAXKa HUPKOBA HEAOCTATHICTb (KAy6GouKoBa dhiabTpauis <30 MA/XB).
TaxKa cepuesa HeAOCTaTHICTb. TsKKuiA nepebir BUpaskoBoi XBopoou abo BM1pasko-
Ba xBopo6a B akTMBHIN (hasi. LLIAyHKOBO-kmiKOBa KpoBoTEYa abo nepopais
B aHamHe3i, noB's3aHa 3 npuriomom HIM33, abo y nauieHTis 3 akTvBHOIO a6o B aHa-
MHE3I PELIMAMBYIOUO0IO BMPa3KOBOIO XBOPOOoto/kposoTeueio (2 abo Hiblue enizoais
NiATBEPAXKEHOrO YTBOPEHHs Bupasku abo kposoTeui). MiABMILEHA CXMABHICTD AO
Kposoteui. Cnoci6 3acTocyBaHHs Ta A031. AITH. 3aCTOCOBYIOTb Y AiTei 3 MaCOIO Ti-
A Bia 7 K. AAS AiTeit A060Ba A03a CTaHOBMTb 20 MI/KT, SIKY CAiA PO3AIAMTY Ha 3-
4 mpuitomn. AAS MPaBMABHOrO PO3PaxyHKy A0GOBOI A03M Mperapary BBaXaloTb,
1o Ha T Kr Macy TiAa AUTUHM MPUNAAE T MA CMPONY, WO eKBIBAAEHTHO 20 Mr iby-
npodeHy (HaMpuUKAaA, AAS AUTHHM 3 Macolo Tiaa 9 Kr 3aCTOCOBYIOTb 9 MA cupomy
Ha A0OY, L0 ekBiBaAeHTHO 180 mr ibynpodbeny). Aast po3paxyHky pasoBoi A03M AO-
6OBY AO3y CAIA PO3AIAMTHM Ha 3-4 mpuriomu. Bpyder’, cupon 20 Mr/ma, He peko-
MEHAOBAHMIT AASI TIPM3HAUEHHS! AITAM 3 MACOIO TiAa MeHLe 7 Kr. CMpomn MoXHa 3a-
CTOCOBYBATH, BUKOPVCTOBYIOUN MiPHWIA LUMPHLL, L0 3HAXOAMTHCS B YNaKOBLi pasom
3 mpenapatoM. Mpenapar MoXHa 3aCTOCOBYBaTH HaTlue. [MaLlieHTam, ki cTpaxaa-
10Tb Ha 3axsoptoBaHs LLIKT, npenapar caia npuitvatyt nia vac ian. Hemae ocoban-
BVX PEKOMEHAALLi LLOAO TOTO, UM MOTPiOHO 3anuBaty npenapar. bes KoHcyAbrauii
Aikaps npenapar HeobxiAHO 3acTocoyBaty He Giabiue 3 Ai6. Mo6iuni ecpexty Mo-
GiuHi peakuii, Mpo siki NOBIAOMASIAOCS Y 38'S3KY 3 MPUIHOMOM i6ynpocheHy, NoAiOHi
AO THX, LLO MPOSIBASIOTBCS NPY 3aCTOCYBAHHI IHLIMX @HAATETVKIB, aHTUNIPETVKIB Ta
HIM33. Hayacrilwe po3euBaioTbes nobiuni peakuii 3 GoKy WAYHKOBO-KMILIKOBOrO
TpakTy. MoXyTb criocTepiratics Bupaskosa xsopo6a, nepcopatlist abo WAYHKOBO-
KMLLKOBA KPOBOTEYA, IHOAI 3 A€TaAbHNM HacAIAKOM. PiAKo criocTepiranach LAYHKOBO-
KuLwKoBa nepchopais nicas npuitomy i6ynpodeny. Micas 3actocyBanHs bpycheny”
MOBIAOMASIAOCS PO HYAOTY, GAIOBaHHS, Aiapeto, METEOpK3M, 3arop, AMCTIENCito,
GiAb B eniracTpii, neuito, abAOMIHAAbHMIA BiAb, MEAEHY, TeMaTEME3NC, BUPA3KOBUIA
CTOMATWT, 3aroCTPEeHHS KOAITY Ta xBopobu KpoHa

Ocob6AuBi 3acTepexeHHs. 3aCTOCYBaHHS B MepioA BariTHOCTI ab0 roAyBaHHS
rpyaAto. Mpenapat npusHaueHuin AAs AikyBaHHS Aiei. 16ynpocbeH npoTunokasa-
HWIA MPOTSrOM TPETbOTO TPUMECTPY BariTHOCTI.

Kateropis Bianycky. bes peuenta.

lMoBHa iHopmaLlist MiCTUTLCS B HCTPYKLLT AAS MEAMUYHOTO 3aCTOCYBaHHS npe-
napary.

IHchopmaLLisi npusHaueHa AAS chaxiBLyiB.

MosiaomnTt Abbott npo HeGaxaHe sBuLLE MpW 3aCTOCYBaHHI Mpenapaty abo
PO CKapry Ha SKiCTb NpenapaTy Bu MoxeTe 3a TeaepoHamy (iA0A000B0): B Ykpaii
(ra kpaiHax CHA) +380 44 498 6080; y Pecny6aiui biropych +375 17 256 7920,
y Pecny6aiui Yabexucran + 998 71 129 0550.
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