NHCTPYKIUA
IO MEJMIIMHCKOMY NPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA
AKTEMPA®

Toprosoe HauMeHOBaHHE

Axtempa®

Me:kayHapoaHOe HeIATEHTOBAHHOE WJIM IPYNIIIUPOBOYHOE HANMEHOBAHHE

Touunuzymad

JlekapcTBeHHas popma

PaCTBOp JJIA ITIOAKOXHOI'O BBCACHUA

Cocras

| mmpuI-TIOOUK ¢ PACTBOPOM ISl TIOAKOYKHOTO BBEICHUS COICPIKHUT:

Oelicmsyrowee geujecmgo. TonuIn3ymad — 162 mr;

ecnomozamensvHule geuwjecmaa: nonucop6dar 80 — 0.18 mr, L-aprunnna ruapoxsnopua — 19.0 mr, L-
meTuoHuH — 4.03 mr, L-ructunun — 1.52 mr, L-ructuauHa ruapoxiopuaa Mororuapar — 1.74 mr,

BoJa 1 nHBeKImiA 10 0.9 M.

Onucanue

Hp03paqHa;1 HJIN onaJieClupyromas 6eCHBeTHa}I HJIN JKCJITOBATOIO IBCTA XKUJIKOCTD.

dapmakoTepaneBTHYeCKasi TPynna

NMmyHOAenpeccaHThl; HHTMOUTOPBI HHTEPIECHKUHOB.

Kox ATX
LO4ACO7

DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa

Mexanusm deticmeus

TOI_[I/IJ'II/I3yMa6 — pCKOMGI/IHaHTHOC F'YMaHU3UPOBAHHOC MOHOKJIOHAJIbHOC aHTUTCIIO K
YeJI0BeUeCKOMY perenTopy uHTepieiikuna-6 (MJI1-6) u3 mogknacca ummyHoriao0ymuHOB G1

(19G1). Tormnu3ymab CBSI3bIBAETCS M MOABIISIET KaK PACTBOPUMEBIC, TaK U MEMOpaHHBIC
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penentopsl MJI-6 (SIL-6R u mIL-6R). NJI-6 sBisieTcs MHOTO()yHKIIMOHAIBHBIM [IATOKHHOM,
BBIPA0ATHIBAEMBIM PA3TUYHBIMHU THITAMH KIIETOK, U YYACTBYET B MMAPAKPHHHON PETYJISIUH,
CUCTEMHBIX (PH3UOIOTUYECKUX U ATOJOTHYECKHIX MPOIECCaX, TAKUX KaK CTUMYJISIIUS CEeKpelnun
ummyHor100ynuHoB (1g), aktuBarus T-KJI€TOK, CTUMYIISALNS BRIPAOOTKH OCIKOB 0CTpOii (assl B
MEYECHU U CTUMYJISIIHS remornod3a. MJI-6 BoBiedeH B maToreHe3 pa3iuyHbIX 3a00JeBaHuil, B TOM
Y1CIIe BOCTIAJIUTEIBHBIX 3200J1€BaHNH, OCTEONIOPO3a 1 HOBOOOPA30BAHUH.

Henb3st UCKITIOYHUTE BEPOSITHOCTD OTPHUIIATEIILHOTO BO3ACHCTBUS TOIMIN3yMada Ha
IIPOTUBOOITYXOJIEBYIO U IPOTUBOMH(EKIIMOHHYIO 3alIUTY Opranu3ma. Poiab HHruOnpoBaHus
peuentopa NJI-6 B pa3BuTUM 0OmyxoJieil HEU3BECTHA.

B xo/1e KTMHIYECKHUX UCCIIEAOBAHNN TOIMIN3yMa0a y MalMueHTOB ¢ PCBMATOUTHBIM apTPUTOM
Ha0JI01a710Ch OBICTPOE CHIKEHHE YPOBHS (PMOPHUHOTEHA.

ﬂOKJZMHMU@CKue odannbvle bezonacHocmu

Kanyepozennocms: uccnenoBanus Mo U3y4eHHUIO KAHLEPOT€HHOCTH TOLMIM3yMaba He
IpOBOAMIINCE. MIMerommuecs JOKIMHUYECKUE IaHHbIE IEMOHCTPUPYIOT BKJIa/ IIEHOTPOITHOTO
NJI-6 B nporpeccupoBaHue 3J10Ka4YECTBEHHBIX HOBOOOPA30BAHUN U YCTOMUMBOCTH K alloONTO3y
IPU Pa3IUYHBIX POpPMaxX paka. DTU AaHHBIE HE MIPEIOIaratoT, YTO JeUeHUE TOLMIN3yMaboM
IIPUBOJUT K CYIIECTBEHHOMY PUCKY Pa3BUTHS U IPOIPECCUPOBAHUS paKa.

Mymaeennocmyo: cTaHJapTHBIE TEHOTOKCUYECKUE TECTHI KaK B IPOKAPUOTUYECKUX, TaK U B
HYKapUOTHUYECKUX KJIETKaX ObLIM OTPULIaTEIbHBIMHU.

Bnuanue na ¢pepmunvrocms: UMeIOUIMecs JOKIMHUYECKHE JaHHbIE HE MPEINOoaralT BIUSHUSL
aHaJIOTOB TOLMIM3yMaba Ha (PepTUIILHOCTD.

Tepamozennocms: He OOHAPYKEHO MPSIMOTO HIIM OIOCPETOBAHHOTO HEOJIATONPUATHOTO BIUSHUS
Ha 0epeMEHHOCTh WM BHYTPUYTPOOHOE pa3BUTHE IIPU BHYTPUBEHHOM BBEICHUH TOLMIIN3yMada
SABAHCKMM MaKaKaM Ha PaHHUX CPOKaX IeCTalliOHHOIO NEPHOAA.

IIpouee: 0TMEYATIOCHh HE3HAYUTEIIBHOE YBEIMUEHHUE CIIy4aeB CIIOHTAHHOTO
BBIKU/IbIIIA/BHYTPUYTPOOHOM rMOEH 110,12 IPU BHICOKOM YPOBHE CHCTEMHOI'O KyMYJISITUBHOTO
Bo3/eiicTBus (Oosee ueM B 100 pa3 mpeBbIIaIOIET0 TAKOBOE Y YEJIOBEKA) MPHU BBEACHHUH 10351 50
MTI/KI/CyTKM B CPaBHEHHH C TUIA[e00 UM MEHBIIUM YPOBHEM BBOAMMBIX 103. HacToTa BBIKHMIbIIIA
ObUIa B pesieax peTpOCIEKTUBHOTO KOHTPOJIS M IBAHCKUX MaKak, COJIEpKaluXcs B HEBOJIE;
OTJIeIbHBIE CITydan BBIKUbIIIA/BHYTPUYTPOOHOM rubeny He 1eMOHCTPUPOBAIHN KaKoi-Tnbo
B3aMMOCBS3M MEXKIY JaHHBIMU SIBJICHUSIMH U JJO30M WM MPOJOJIKUTEILHOCTHIO BBEICHUS
TOIHIIN3yMaba.

Hecmortps Ha 10, uTo NJI-6, mO-BUIMMOMY, HE UTPAET pELIAIOIIEH POJIM B Pa3BUTHH IIJI0JA WU
MMMYHOJIOTHYECKOH PEryIsUU CUCTEMBI MAaTh-III0J], B3AUMOCBSI3b ITHX SIBJICHUH C BBEICHUEM

TOIMIM3yMaba HE MOXKET OBITh HCKITFOUYCHA.
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Habmoanach sKckpelrs MBIIIMHOTO aHaJIora TOHUIN3yMa0a B MOJIOKO JaKTUPYIOIINX MBIIIEH.
[TprMeHeHre MBIIIMHOTO aHAJIOTa TOIMIIN3yMa0a He OKa3bIBaJI0 TOKCUYHOTO JEHCTBUS HA
IOBEHWJIbHBIX MbllIeil. B yacTHOCTH, HE HAa0J10/1a710Ch HAPYIIEHUS POCTa CKENeTa, UMMYHHOMN
(GYHKIIMH U [T0JIOBOTO Pa3BUTHSL.

JloxinHuYeckue nanHble 0€30MacCHOCTH IPY BHYTPUBEHHOM NPUMEHEHUH TOLMIN3yMada y
SIBAHCKUX MaKaK HE OTJIMYAIOTCS OT TAKOBBIX MIPU MOAKOKHOM MPUMEHEHNH TOLMIN3yMaoa.
Knunuueckas s¢gpgpexmusnocmeo y nayuenmos ¢ paHHum pesmamououvim apmpumom (pPA), panee
He noayuaswiux mepanuto memompexcamom (MT)

[Tpu npumeHeHnH TolMIM3yMaba B MOHOTEPANUU B J]03€ 8 MI/KT U Touuan3ymada B 1o03e 4 i 8
MT/KT Kaxpie 4 Hepenn B komOuHamu ¢ MT mHIEKC akTUBHOCTH 3a0oseBanus o mkane DAS28
CYIIECTBEHHO CHIDKACTCS B TPYIIAxX, MOIYYaBIIMX TOIMIIN3YMa0 B 103€ § MI/KT, IO CPABHEHUIO C
nanueHTaMu, noydaBiuMu MmoHotepanuio MT. Uucino naieHToB, JOCTUTIINX KIMHUYECKOM
pemuccun (DAS28 <2.6) na 24 neznene, 3HaUUTEIHHO OOJBIIIE B IPYMIaX, NOTyYaBIIMX
toruian3ymao, (38.7-44.8%) no cpaBHenuto ¢ rpynnoit Mmonotepanuu MT (15%). K 52 nenene
YHCIIO MAMeHTOoB, focTurmux DAS28 <2.6 B rpymnmax Tepanuu TONWIH3yMaboM, YBETUINBACTCS
110 39.4-49% 1o cpaBHenuto ¢ 19.5% B rpynne monorepanuu MT. Hucno nauueHToB, JOCTUTTLNX
oreeta AKP 20, 50, 70 (the American College of Rheumatology, Amepukanckas Kosmeruns
PeBmaronoros), Taxke CyIIeCTBEHHO BbIIIE B IpyInax Tepanuu touuanzymadom (70.2-74.5%,
47.6-56.9%, 30.1-38.6% Ha 24 nenene u 63-67.2%, 49.3-55.9%, 36-43.1% na 52 nenere,
COOTBETCTBEHHO) 10 CPABHEHUIO ¢ rpynnoit MoHoTepanuu MT (65.2%, 43.2%, 25.4% na 24
Henene u 57.1%, 40.8%, 28.9% Ha 52 Henemne, COOTBETCTBEHHO).

[Tpu MoHOTEpanuu TOHUIN3YMaboM (B 103€ 8 MI/KI BHYTPUBEHHO KaXK/ble 4 HEJENIN y alluEeHTOB
¢ PA, ¢ Henepenocumocthio MT wiu nipu HenenecooOpa3zHocTH poaonkeHust Tepanuu MT (B
TOM 4YMCJIe ITPU HeasleKBaTHOM oTBeTe Ha Tepanuio MT)) Habmonanocs 6osee BEIpakeHHOe
CTaTUCTHUYECKH 3HAUMMOE CHHKEHHE aKTUBHOCTH 3a0oJeBanus no mikane DAS28 nmo cpaBHEeHUIO
¢ MOHOTepanuen aganumymadom (B go3e 40 MT MOIKOKHO Kaxasie 2 Heaenn). KomudyecTBo
MAIMEHTOB, OTBETHUBIIINX Ha Teparnuto ¢ mokasaressmu DAS28 <2.6 w DAS28 <3.2, 6bu10 G0sbie
IpY Tepanuy TOUWIN3yMaboM, yeM npu Tepanuu agaaumymadom (39.9% npotus 10.5% u 51.5%
npotuB 19.8%, coorBercTBeHH0). OTBeTHI AKP 20, 50, 70 HabMIOHaTHCE Y 65%, 47.2%, 32.5%
MAaIMEeHTOB, TOJIYYaBIINX TOIUIN3YyMa0, 1Mo cpaBHeHUIO ¢ 49.4%, 27.8%, 17.9% nanueHToB,
MOJTy4aBUINX afanruMymao.

DapmakoKunemuxa

dapmaxokuneruka (PK) rorunuzymada xapakTepusyeTcs HeTMHEHHBIM BhIBEICHUEM,
MPEJICTaBIISIIOIIMM KOMOMHAIIMIO JIMHEHHOTO KJIMPEHCa U BbIBeAeHUS 110 Muxasnuc-MeHTeH.

Henunelinas yacTh BBIBEJICHUS TOIMIM3yMa0a MPUBOIUT K 00JIee YeM J10303aBUCHUMOMY
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YBEIMYCHUIO IKCTIO3UINH. DapMaKOKHHETHYECKHE TTapaMeTphl TOIMIIN3yMa0a He MEHSFOTCS C
TEYCHHEM BpeMeHH. Tak Kak OOIIHii KIMPEHC 3aBUCHUT OT KOHIIEHTPAIUU TOUMUIN3yMala B
CBIBOPOTKE, IEprOJI OTyBbIBeeHUA (11/2) TOIMIN3yMa0a TakKe SBISETCS 3aBUCUMBIM OT €T0
KOHIICHTPAIIUU M MOYKET OBITh PACCUUTAH TOJIBKO MPH HAIWYHH 3HAYCHUSI CBIBOPOTOYHOU
koHueHTpanuu. [Tomynsuonnsnii @K ananms, npoBeIeHHBIN BO BCEX MOIMYJISAIMIX MallUEHTOB, HE
BBISIBUJT CBSI3U MEXKy KOKYIIUMCS KIIMPSHCOM M HATMYHEM aHTUTEI K TOIHIN3yMaly.
Peevamouonwiii apmpum (PA)

@K tommmm3zymada conocTaBuMa y 3J0pOBBIX JOOPOBOJIBIIEB U MAlMEHTOB ¢ PA.

Tabmuna 1. [Iporunozupyemsie cpennue @K napamerpsl (£ crangaptHoe oTkionenue, CO)

TOIMIM3yMaba Mpy paBHOBECHOM COCTOSIHMH Y TTAIIMEHTOB ¢ PA.

IapameTp Tounau3zymada 162 mr 162 mr
1 pa3 B 2 Hexean 1 pa3 B Hezmes110
MakcumanbHasi KOHLIEHTpaIus 13.2+8.8 49.8+21.0

(Cmax), MKT/MiT

MuHuMalTbHAsT KOHIICHTPALIHS 57+6.8 43.0+£19.8

(Ctrough), MKT/MIT

Cpennsist koHUeHTPAUS (Crmean), 10.2+8.1 47.4 +£20.5
MKI/MJI

KymynsatuBHas Cmax 2.12 5.27
KymynsituBHast Crough 6.02 6.30
KymynsatuBHas Cmean 11 2.67 6.32

IJIOMIA/1b MO/ KPUBOH

«koH1eHTpanus-peMs» (AUCT)*

*T - HA IPOTSDKEHUH 2 Henenb win 1 Hemenu st 10361 162 mr 1 pas B 2 HeAenu win 1 pa3 B Heelto,
COOTBETCTBEHHO.

[Tpu BRICOKMX 3HAUEHUSX KOHIIEHTPAIIUU TOLUUIN3yMa0a B CHIBOPOTKE THHEHHBIN KIMPEHC
npeobiiagaet Haj OOIKUM KIIMPEHCOM TOIMIH3yMala, U KOHEYHBIH t1/2 cocTaBIseT
npuoIM3uTENBHO 21.5 MHEH (Ha OCHOBE MPUOIU3UTEIBHBIX MTAPaMETPOB TOMYJISIINN TTAIIUEHTOB).
[To cpaBHEHUIO C 3KCHO3UIMEN ToIMIN3yMada MpU MPUMEHEHHUH B J103€ 162 MI moaKkoxHO (1/k) 1
pa3 B 2 HeJeNu YKCIO3UIUS TONMIN3yMala mocie npuMeHeHus B 103e 162 mr n/k 1 pa3 B Heemo
Obu1a BhIIE B 4.6 (Cmean) 1 7.5 pa3 (Cirough), COOTBETCTBEHHO.

Koaddurmentsr HakoTUIEHHS TIOCTIE MHOTOKPATHOTO IT/K IPUMEHEHUS TOMIIN3yMada BO BCeX
peKUMaXx T03UPOBAHUS ObUIH BBIIIE TI0O CPABHEHUIO C BHYTPUBEHHBIM (B/B) MPUMEHEHHEM
ToLWIN3yMada ¢ MaKCUMalbHbIM 3HaUYeHUEM Cirough (6.02 1 6.30). bosee BbICOKOE HAKOIIIIEHUE

Ctrough 0KH1a7I0CH ONaroaps y4acTUIO HETMHEWHOTO KIMpPEHca Mpu 00jiee HU3KUX
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KOHIEHTPALUAX TOIMIN3yMaba.

st Cax 6omee ueM 90% paBHOBECHOE COCTOSIHHE JOocTUTaeTcs mocie 12-oi u 5-0if m/k
MHBEKIUH IIPU BBEJCHUM ToIMIM3yMaba 1 pa3 B Henento u 1 pa3 B 2 HeJiesnu, COOTBETCTBEHHO;
115t AUC: 11 Cmean 90% paBHOBECHOE COCTOSTHUE JOCTUTAETCS TTocie 6-0i u 12-0# /K HHBEKIIUN
npu BBeneHuu 162 Mr Tonnnuzymada 1 pas B 2 Henenu v 1 pa3 B HeJle0, COOTBETCTBEHHO; JIJIS
Ctrough ~ 90% paBHOBECHOE COCTOSIHHE TJOCTUTACTCS MMOCIe 6-0if 1 12-0i1 /K HHbEKIINH
TOIMIIN3YMa0a JUIsl COOTBETCTBYIOIINX PEKUMOB JTO3HUPOBAHHUS.

Jlo3a npenapaTa Axtempa® 11 /K MPUMEHEHHMS He 3aBUCHT OT Macchl Teja ManyeHTa ¢ PA.
Tueanmoxnemounwiti apmepuum (I'A)

Tabmuna 2. [Iporaozupyemeie cpenane @K mapamerpsl (£ crangaptHoe oTkionenue, CO)

TOIMIM3yMaba Mpyu paBHOBECHOM COCTOSIHMH y TTaliueHToB ¢ ['A.

IMapamerp Tonminsymada 162 mr 162 mr
1 pa3 B 2 Hexean 1 pa3 B Hezme110
MaxkcruMaibHasi KOHLIEHTPALUs 19.3+12.8 73+30.4

(Cmax), MKI/mi1

MuHuMaTbHAsT KOHIICHTPALIHS 11.1+10.3 68.1 +£29.5

(Ctrough), MKT/MJT

Cpenusist konteHTparust (Cmean), 16.2+11.8 71.3+£30.1
MKI/MJT

KymynsituBHast Cmax 2.26 8.88
KymynsituBrast Crough 5.61 9.59
KymynsatuBHas Cmean HIIN 2.81 10.91

IJIOMIA/1b MO/ KPUBOM

«xoH1eHTpanus-spems» (AUCT)*

*T - HA IPOTSDKEHUH 2 Henenb win 1 Hemenu st 10361 162 mr 1 pa3 B 2 Hegenu win 1 pa3 B Heaemto,
COOTBETCTBEHHO.

[Tocne mpumenenus Tounnuzymada 1 pa3 B Henemnto mpoduib paBHOBECHOTO COCTOSHUS
OCTaBAJICS MPAKTUICCKH HEM3MEHHBIM C HE3HAYUTEIIbHBIMUA KOJICOAHUSIMU CPETHUX U TTHUKOBBIX
3HAYEHUI; TOCTIe MPUMEHEHHS TonmIn3ymada 1 pa3 B 2 Henenu Habt01auch 3HAUUTEIbHbIE
KoJIeOaHusl CpeAHUX U MHKOBbIX 3HaueHui. /g AUC, npubnusutensHo 90% paBHOBeCcHOE
cocrosiHue nocturaetcs Kk 14-oit Hepene npu BBeaeHUH 1 pa3 B 2 Hepenu u k 17-0i Henmene mocie
BBEIEHUS | pa3 B HEJEIIO.

Tonuapmukynsapuslii 106eHUIbHBLU UOUonamuveckuii apmpum (ntFOHA)

[Tocne MoaK0KHOTO TPUMEHEHUS TPUOIN3UTENBHO 90% paBHOBECHOE COCTOSIHUE JOCTUTAETCS K

12-oii Hepene mpu BBeAeHUHU Torminzymada 1 pas B 2 nepenu u 1 pa3 B 3 Henemnu.
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Ta6muma 3. [Ipornosupyemsie cpenare @K napamerps! (+ cranmaptHoe otkinonenue, CO)

TOIMIIN3yMaba MpU paBHOBECHOM COCTOSTHUY y nareHToB ¢ nEOUA.

IMapameTp TounaM3ymada 162 mr 162 mr
1 pa3 B 2 Hexean 1 pa3 B 3 Hexean
Macca Tesaa >30 kr Macca Tesaa <30 kr
MakcumanbHasi KOHLIEHTpaIus 29.4+ 135 755241

(Cmax), MKT/mit

MuHuMabHasE KOHIICHTPALIHS 11.8 +7.08 18.4+12.9

(Ctrough), MKT/MJT

Cpenusist korueHTpanyst (Cmean), 21.7+104 455+ 19.8
MKI/MIT

KymynsatuBHas Cmax 1.72 1.32
KymynsituBHast Crough 3.58 2.08
KymynsatuBHas Cmean HIIN 2.04 1.46

TIJIOIA/b IO KPHBOM

«xoH1eHTpanus-spems» (AUCT)*

*T-Ha MMPOTSKCHUN 2 HEOCIIb NI 3 HEACb AJI1 COOTBETCTBYIOMIUX PCIKUMOB JO3UPOBAHUS.

Cucmemmubiii 108eHUNbHBLU uOUonamudeckuti apmpum (cFOHUA)

[Tocne noakoxxnoro nmpuMeHeHust ~ 90% paBHOBECHOE COCTOsSIHUE JlocTUTaeTcs K 12-0if Hexene
IpY BBEACHUU TolMIu3yMada B o3e 162 mr 1 pa3 B Hexento u 1 pa3 B 2 HeAemu.

Ta6nuia 4. [Ipornosupyemsie cpennre OK mapamerpsl (+ crannaptHoe otkionenue, CO)

TOIMIN3yMaba Mpyu paBHOBECHOM COCTOSIHMH y TlarineHToB ¢ clOUA.

ITapamerp TonmaIusymada 162 mr 162 mr
1 pa3 B HeneJ110 1 pa3 B 2 Heesu
Macca Tesaa >30 kr Macca resa <30 kr
MakcumanbHasi KOHIIEHTpaIus 99.8 +46.2 134 + 58.6

(Crax), MKT/MIT

MuHuManbHasE KOHIIEHTPALIMS 79.2+35.6 65.9 + 31.3

(Ctrough), MKT/MIT

Cpennsisi konteHTparyst (Cmean), 91.3+40.4 101 +43.2
MKT/MJI

Kymynstuaast Cmax 3.66 1.88
Kymynstusnast Cirough 4.39 3.21
KymynsatuBHas Cmean HIIH 4.28 2.27
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IUIOLIAb MO KPUBOM

«koHIeHTpanus-speMs» (AUCT)*

*T - HA MPOTSDKEHUM | Helenu Wik 2 HeJlelb [T COOTBETCTBYIOIIUX PEXKUMOB JIO3UPOBAHHS.

@®K mapameTpsl TOIHIN3yMada y MaiMeHToB B BO3pacTte /10 2-X JieT Obutn conoctaBuMbl ¢ OK
napaMeTpaMH y MalMeHToB cTapiie 2-X JieT ¢ Maccoi Tena <30 Kr npu BHYTPUBEHHOM
MpUMEHEHUHN ToImm3yMada (B 1o3e 12 MI/Kr Kakaple 2 HEJEu ).

Bcacvisanue

V¥ nauuentoB ¢ PA u I'A nepuoa nomyabcopOiuu Tonuan3yMmada nmpu /K BBEZICHUU COCTABIISET
oko1o 4 nueii. buogocTynHoCcTh ToMIM3yMabda mpu /K BBeaeHuu coctanisier 80%. Y namueHToB
¢ 'A cpentee 3HaUYeHHE BPEMEHHU JIOCTH)KEHHS MAKCUMaIIbHON KOHICHTpAIMK (Tmax) COCTABIIACT
3 aHS mocie MpUMEHEeHHS TOIM3ymMaba 1 pas B Henenmro u 4.5 aHel nocie npuMeHeHus 1 pa3 B 2
HeZeNu.

VY nauuentoB ¢ nfOUA u cFOMA nepuon nomyaGcopOiuu Toruinzymabda mpH /K BBEICHUH
COCTaBIISIET OKOJIO 2-X JHEH, OMOAOCTYIHOCTh TOIMIIN3yMaba coctaBisgeT 96% u 95%,
COOTBETCTBEHHO.

Pacnpeoenenue

Touunuzymal npetepneBaeTr AByX(pa3Hoe BbIBEACHHUE U3 CHCTEMHOI'O KPOBOTOKA. Y MAIlMEHTOB C
PA o6beM pacnpeneneHus B IEHTPaJIbHOW KaMepe cocTaBiisieT 3.5 J1, B nepudepudeckoil kamepe
— 2.9 1, 00beM pacnpesieNieHus] B pABHOBECHOM COCTOSIHUHM COCTaBIsieT 6.4 1.

V¥ nanuentoB ¢ I'A o0beM pacnpenenenys B LeHTpalIbHOU kamepe cocTtasisieT 4.09 1, B
nepugepuyeckoit kamepe — 3.37 11, 00beM pacnpeiesIeHus B PABHOBECHOM COCTOSIHMM COCTaBIISET
7.46 1.

V nereit c nFOMA o06nem pacnipeneneHus B IEHTpaIbHOM kamepe coctapisier 1.98 i, B
nepudepudeckoit kamepe — 2.1 11, a 00beM pacnpeziesieHus: B PABHOBECHOM COCTOSIHUM COCTaBIISIET
4.08 1.

V nereii ¢ clOMA o6bem pacnipenienenus B IEHTpaIbHOM Kamepe coctasisier 1.87 1, B
nepudepudeckoii kamepe — 2.14 1, a 00beM pacrpeneseHus] B pPABHOBECHOM COCTOSTHUU
cocraisiet 4.01 7.

Buigeoenue

OO0muii KTUpeHe Tonuau3ymada 3aBUCHT OT KOHIIEHTPALIMU U TIPEJCTABISIET co00i cymmy
JMHEWHOTO U HeJTMHEWHOTo KiaupeHca. JInHeHbIi knmupeHc coctapiseT 12.5 Mi1/4 y nalueHToB ¢
PA, 6.7 mn/4 y nmantuentoB ¢ ['A, 5.8 mi/u y nereit ¢ nFOUA u 5.7 mn/a y nereii ¢ ctOUA.
HenwnelHbIi KIUPEHC, 3aBUCAIIAN OT KOHIICHTPAIMH, HIMEET HanOOJIbIIee 3HAUCHUE TIPH HU3KHUX

KOHIIEHTpauusax Toumnnzymada. [Ipu 6osee BRICOKUX KOHIEHTPALUAX TOLMIN3yMada
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npeoOIagaeT JUHEWHBINA KIIMPEHC B CBSA3HU C HACBHIIICHUEM ITYyTH HETMHEHHOTO KiaupeHca. Tak Kak
00IINil KIIMPEHC 3aBUCUT OT CHIBOPOTOYHOM KOHIIEHTPAIIMU TOUMIN3yMa0a, Iepuol
nosryBeIBeIeHUS (11/2) TOIMIM3yMala TaKkKe SBIISETCS 3aBUCUMBIM OT €r0 KOHIICHTPAIIMH U MOKET
OBITH PACCYMTAH TOJIKO IPU HAJTMYUU 3HAYCHHS CHIBOPOTOYHON KOHIICHTPAIUH.

IIpu PA 3aBuCHMMBII OT KOHLIEHTPALUUMU KOXKYIIUICS t1/2 B pPABHOBECHOM COCTOSIHUU COCTABJISIET J10
13 nHeit npu 1/ BBeJeHUHU TolmiIn3ymada B 1o3e 162 mr 1 pas B Henenro u 5 JHEH npu 1/K
BBEJICHUH ToLMIM3yMaba B 10o3e 162 mr 1 pa3 B 2 Heaenu. [Ipu BBICOKMX 3HAUEHMSIX
KOHIEHTPAllUU TOUMIN3yMa0a B CHIBOPOTKE JTMHEWHBIN KIMpEHC npeolianaeT Hal o0umm
KIIMPEHCOM TOLMIN3yMala, U KOHEUHBIH t1/2 cocTaBisgeT npuOIu3uTenbHo 21.5 nueli (Ha ocHOBe
MPUOJIU3UTENBHBIX TAPAMETPOB MOMYJISALIMH TAIIHEHTOB).

VY nanuenTtoB ¢ ['A 3¢ dekTuBHbIH 112 B paBHOBECHOM cocTostHuH cocTaBiisieT 18.3-18.9 nueit npu
NpUMEeHEeHUU Touuan3zymada B go3e 162 mr 1 pa3 B Hegento u 4.2-7.9 nHelt npu npUMeHEHUU B
no3e 162 mr 1 pa3 B 2 Henenu. [Ipu BRICOKMX 3HAUEHUSAX KOHIIEHTPAIMH TOIMIIN3yMaba B
CBIBOPOTKE, KOTJ1a JIMHCWHBIN KIUPEHC MPeo0IaiaeT Hall OONIMM KIHpEeHCOM, Y3 (EKTUBHBIH L1/
COCTaBJISIET NPUOIU3UTENBHO 32 THS (Ha OCHOBE NIPUOIM3UTENbHBIX IAPAMETPOB MOMYJISAILIUI
MAlUCHTOB).

VY nereit ¢ mFOUA s> dexkTuBHbI# t1/2 B paBHOBECHOM COCTOSTHUU cocTaBseT 10 10 mueit (kak mpu
npuMeHeHuu | pa3 B 2 Henenu npu Macce tena >30 kr, Tak u 1 pa3 B 3 HeJienu npu mMacce Tena
<30 kr).

V nereit ¢ cFOUA s> dexTuBHbI# t1/2 B pABHOBECHOM COCTOSHHH COCTaBIsIET 10 14 nuHei (mpu
npuMeHeHnd B 103e 162 mr 1 pa3 B Hezento Wi 1 pa3 B 2 Heenu).

DapmakoKkunemuKka y 0coobix 2pynn nayueHmos

llayuenmul ¢ neuenounou HeOOCMAMOYHOCMbIO

dapMaKOKMHETHKA TOIMIIN3YyMada y MallMeHTOB C MEYEHOYHOM HEJJOCTATOYHOCTHIO HE N3Yy4alach.
Tayuenmsi ¢ noueunoii HedOCMamouHOCmMuio

CrnennaibHbIX UCCIIEIOBAHUH Yy MAIMEHTOB C TOYEYHOM HEJOCTATOUYHOCThIO HE MPOBOIUIIOCH. B
X0J1€ TMOMYJIAIIMOHHOTO (PapMaKOKHHETUUYECKOTO aHalin3a y OOJIBITUHCTBA ManueHToB ¢ PA u 'A
Ha0I01amach HOpMasbHas PYHKIIHS MOYEK WM HapylIeHue (YHKIIUU TOYeK JIETKOH CTeTeHn
TSOKECTH (pacyeTHBIN KIUpeHe KpeaTuHuHA 110 popmyse Kokpodra-I'onra), koTopoe He BIHUSIIO
Ha (hapMaKOKHHETUKY TOIMIIN3yMaoa.

He oTmedanock BIUSHUS Ha SKCIIO3UIUIO TOIMIM3yMa0ba y TAlMEeHTOB ¢ HapylieHneM (QyHKITIH
MOYEK YMEPEHHOMU CTETNIEeHH TSHKEeCTH (pacueTHbI kimpeHce kpeatununa 30-59 mu/mMun).
Koppekuuu 10361 TOnuIM3ymMada naueHTaM ¢ HapyleHueM G YHKIIUU TOYeK JISTKON WIn
YMEPEHHOM CTeNeH! TSHKECTH He TpeOyeTcs.

Ilon, paca, nosxcunoii 6o3pacm
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[TonynsanroHHbBIN (hapMaKOKMHETHYECKUN aHAIN3 y B3pOCIbIX mamueHToB ¢ PA u ['A mokasan,
9TO BO3PACT, MIOJ M paca He BIUSIOT Ha PapMakKOKHHETUKY Tolmin3ymada. Koppekuuu 10361

Touuan3ymada He Tpedyercs.

IHoka3anusi K NpUMeHEeHUI0

Peevamouonwiii apmpum

PeBMaTOMAHBIN apTPUT CO CPEIHEN UIIU BBICOKOU CTEIIEHbIO aKTUBHOCTH Y B3POCIIBIX KaK B BUJIE
MOHOTEpAIuH, TaK 1 B KOMOMHALIUU C METOTPEKCATOM M/WIIN C IPYTUMHU 0a3UCHBIMU
IIPOTUBOBOCIIAJIUTENIBHBIMY IIpENapaTaMy, B TOM YHCJIE ISl TOPMOXKEHHS PEHTT€HOJIOTMUECKU
JIOKa3aHHOW JIECTPYKIIUU CYCTaBOB.

T'ueanmoxnemoynulii apmepuum

['MraHTOKJIETOUHBIN apTEPUUT Y B3POCIIBIX NAL[UEHTOB.

Tonuapmuxynapuuiii 108eHUNbHBIN UOUONAMUYECKUL APMPUM

AKTHBHBIN OJUAPTUKYISIPHBIN FOBEHWIbHBIN UIMONIATUYECKUI apTPUT y MTALlUEHTOB B BO3PacTe
2 jeT U cTaplle Kak B BUJIEe MOHOTEpaIluu, Tak U B kKomOuHauu ¢ MT.

Cucmemmblil 10BEHUTbHBIN UOUONAMUYECKUL APMPUM

AKTHBHBIN CUCTEMHBIN FOBEHWJIbHBIN UINONATUUECKUI apTPUT y NALIMEHTOB B Bo3pacrte | rona u

CTapiie KaK B BUJIE MOHOTEPAIHUH, TaK U B kKomOuHaIuu ¢ MT.

IIporuBomnokasanus

['MnepyyBCTBUTENBHOCTh K TOLMIN3YyMaly, TI0OOMY KOMIIOHEHTY MpernapaTa B aHaMHe3e.
AxTuBHBIE UH(DEKITMOHHBIC 3a00JI€BaHus (B TOM UUCIe TyOepKyIe3).

Komb6unanus ¢ uarubutopamu gaxropa Hekposa onyxonu (PHO)-ansha nnu npumeHeHue B
TedeHue | mecsana nocne sedenus antu-OHO anTurenamu.

Jerckuii Bo3pact 10 18 €T A NalueHToB ¢ peBMAaTOMIHBIM apTPUTOM U TUTAaHTOKJIETOYHBIM
apTEPUUTOM.

Jetckuit Bo3pact A0 2 JeT Il MallMEeHTOB C MOJIUAPTUKYISPHBIM IOBEHUIIbHBIM WHMONAaTHYECKUM
apTPUTOM.

Jlerckuii Bo3pact 10 1 roga s nNaiMeHToB ¢ CHCTEMHBIM FOBEHWIBHBIM MIMONATHYECKUM

apTPUTOM.

C 0CTOPOKHOCTHIO
Hngpexyuu: y ManueHToB, MOJIyYaOIIUX UIMMYHOCYIIPECCAHTHI (B TOM YHMCIIE U TpenapaT
Axtempa®), HaGIIOIATNCH CePhE3HbIE CTy4an BO3HUKHOBEHNS HHMEKIIHOHHBIX 3a00/IeBaHMI

(uHOT A C JIeTanbHBIM HCcX0A0M) (cM. pazaen «I[loboduHoe nelicTBue»). He cienyer HaunHaTh
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nedenue penapatoM Aktempa® MalMeHTaM ¢ aKTHBHBIME HH(EKIIMOHHBIMHU 3a60J1€BAHUAMH.
IIpu pasBUTUHM cepbe3HbIX HHpEKIMi Tepanus npernapaTtoM Akrempa® nokHa GBITH IpepBaHa 10
paspenienus nHpexuu. Cieayer cobar0aaTh OCTOPOKHOCTH TP UCIIOIB30BAHUY TIpenapaTa
Axtempa® y HalMEHTOB ¢ PelUIMBUPYIOMUMH MHPEKIMOHHBIMY 3200/IeBaHUAMY B aHAMHE3E, a
TaKXe IIPU COMYTCTBYIOIUX 3a00J€BaHUAX, IPEIPACIOIAraloIUX K pa3BUTHIO HH(EKIUH
(HampuMep, IpU AUBEPTUKYIIUTE, caxapHoM nuadere). CienyeTr nposBiIsiTh 0CO0YIO
OCTOPOKHOCTH C LIEJIbIO PAHHETO BBISIBJICHUS CEPhe3HBIX MH(EKIIMOHHBIX 3a00J1€BaHUH Y
NalMEHTOB, NOIYYaOLUUX TePAH0 UMMYHOCYIIPECCAaHTaMu (HapuMep, TOLMIN3YyMaooM),
HOCKOJIbKY MPU3HAKU MJIM CUMIITOMBI OCTPOI'O BOCHAJIEHUS] MOTYT OBITh CTEPTHI B CBS3U C
MOJIaBJICHUEM peaKkInu ocTpoil (assl. [lammenToB (BKiIrOYas AeTeil paHHETo BO3pacTa, KOTOPhIE
HE BCEr/ia CIIOCOOHBI OMUCAaTh CUMITTOMBI 3a00JIeBaHus ) U poauTeleii/onekyHoB aereit ¢ nFONA
win ctOMA HeoOX0aMMO MPOUHCTPYKTUPOBATH O HEMEJIEHHOM OOpaIlleHUH K Bpady IpH JIFOObIX
CHUMIITOMAX, CBUJIETEIbCTBYIOIIUX O MMOSBICHUN HH(EKLUH, C LIEJIbI0 CBOEBPEMEHHOM
JTMAarHOCTUKHU M HA3HAYEHUSI HEOOXOJMMOTO JICYCHUSI.

Ocnooicnenus ougepmuKyauma: y TallUEHTOB, MOTy4alOUIMX TEPAHIO TOLMIN3YyMadoM,
OTMEYaJIMCh cilydau nepdopauuu auBepTukyna. Cienyer codaoaaTe OCTOPOKHOCTh PU
npuMeHeHnH npenapara Aktempa® y HallMeHTOB ¢ A3BEHHBIM MOPAKEHHEM OPraHOB KeNyI0UHO-
kumeqHoro Tpakra (OKKT) unu nuBeptukynutom B aHaMmHese. [TariueHTs! ¢ npu3Hakami,
BO3MO>KHO YKa3bIBalOIIMMHU Ha OCJIOKHEHHBIN TUBEPTUKYIUT (00JIb B )KUBOTE), JOKHBI OBITh
HEMEJJIEHHO 00CIIe/IOBaHBI C 11eIbI0 paHHero BbisBieHus nepdoparmn XKXKT.

Axmusnvie 3a001e6anus nevenu U neueHoYHAds HedOCMAamo4HOCMb. TEPAUs penapaTomM
Axtempa®, 0c06EHHO 0THOBPEMEHHO C METOTPEKCATOM, MOKET OBITH ACCOIMHPOBAHA C
MOBBILICHHUEM aKTUBHOCTH «II€YEHOYHBIX» TPAHCAMUHA3, T0O3TOMY CJIEYET MPOSBIAThH
OCTOPOKHOCTh Y MALMEHTOB C aKTHBHBIM 3a00JI€BaHUEM MEYEHH WIIM IeUEHOYHOMH
HEZ0CTaTOYHOCTBIO.

I'enamomoxkcuunocmy: HAONIOANOCH JIETKOE MM YMEPEHHOE MOBBILIEHNE aKTUBHOCTH
«MEYEHOYHBIX» TpaHcaMmuHa3 (cM. pazaen «Ilodounoe aeiicTBrey). YacToTa BOSHUKHOBEHHS
000HBIX H3MEHEHHH BO3pacTasa IPH HCIOJIb30BaHNK Mperapata AkTeMpa® COBMECTHO ¢
npenaparamu, 00JaIal0IIMMH TeaTOTOKCHYECKUM JISHCTBUEM (HapuMep, METOTPEKCATOM).
[Tpu npumMeHeHnH TOLMIIN3yMaba HaOII01a7I0Ch CEPhe3HOE JIEKAPCTBEHHOE MOPaKeHNE NIEUYEHH,
BKJIIOUAsi OCTPYIO NMEYEHOYHYIO HEJIOCTAaTOYHOCTb, FEMAaTUT U )KeNTyxy (cM. paznen «[lobounoe
neiicteuey). Cepbe3Hble NOPAXKEHUSI IEYEHN OTMEYAINCh B MHTEPBAJIE OT 2 HENENb 10 =5 JIET
1ocje Havaia Tepanuy TouuanzyMmadom. CooOI1anock o cirydasx pa3BUTHS IEYEHOYHON
HEI0CTaTOYHOCTH, KOTOPbIE IPUBEIHU K TPAHCIJIAHTALIUH [1€YEHU.

Crnemyet coO0JaTh OCTOPOKHOCTB TIPU PEIICHUH BOIIPOCa O Havaje TepaIuy MpernapaTom
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AxTempa® y IaIMEHTOB ¢ TTOKa3aTeNnsaMH anaHnHaMuHOTpanchepass! (AJIT) wm
acrapraramuaoTpancgepassl (ACT), npeBblIaOIUMI BEpXHIOK rpanuily Hopmbl (BI'H) 6onee
ueM B 1.5 paza. Tepanus npenaparom Axrempa® He pekoMenyeTcs pu nokasarensx AJIT uim
ACT, npessimaromux BI'H 6omnee yem B 5 pas. [Ipu PA, I'A, nfOUA u clOUA cnenyer
mouutopupoBath AJIT/ACT kaxsie 4-8 HeeNb HA MPOTHKEHUN TIEPBBIX 6 MECSIIEB TIOCIIE
HayaJjia Tepamnuu, a B JaJibHeIeM — kKaxaple 12 Henens. Pekomenaanuu no 103upoBaHuIo,
BKJIIOYAsi OTMEHY Ipernapara B 3aBUCUMOCTU OT aKTUBHOCTU «TI€YCHOYHBIX» TPaHCAMHUHA3,
npeJcTaBieHbl B pasjene «Crnocod NpUMEHEHHUs U 103bD».

Hszmenenue nokazameneu iunuorHo20 obmerna. Ha0I0IaI0Ch HOBBIIIEHUE TOKA3aTelIeH
JUMUATHOTO 0OMeHa (00IIero XoaecTepuHa, TPUTITHIIEPHUIOB U/ WK JTUITOTIPOTEUHOB HU3KOM
wiotaoctu (JITTHIT)) (cm. pasaen «I[lo6ounoe neiictBuey). [Ipu Tepanuu Tonummsymadbom
ClIeIyeT OILIeHUBATh MMOKa3aTeH JUIUAHOrO 0OMEeHa OJIUH pa3 B MEPHO/] ¢ 4-0ii 1o 8-yI0 HEAEII0
rocyie Hayana Tepanuu npenaparom Aktempa®. IIpu BeJIeHHH TIAIUEHTOB CIEAyeT
PYKOBOACTBOBATHCS HAIIMOHAJIBLHBIMU PEKOMEHIAUSAMU 110 JICYCHUIO TUTICPIIUITHIEMUH.
Lemuenunuzupyrowue 3a601e6anus: HECMOTPS Ha TO, YTO B HACTOSIILIEE BPEMSI CIIOCOOHOCTH
TOLMIIN3YMa0a BBI3bIBATH IEMUCTHHU3UPYIOIIIE 3a00I€BaHNs LICHTPAIIbHON HEPBHOM CUCTEMBI
(ITHC) He uzBecTHa, ciieayeT NposBISTH 0COOYI0 OCTOPOKHOCTH C IIENBI0 PAHHETO BBISIBICHHS

CUMIITOMOB, BO3MOKHO YKa3bIBAIOIIMX HA Pa3BUTHE AeMUETUHU3UpYIouX 3a0onesanuii [THC.

IIpumeHenne BO BpeMsi 0epeMeHHOCTH U B IePUO/J TPYAHOI0 BCKAPpMJINBAHUS
DepmunbHocmo

Hmerommuecst TOKIMHUYECKUE TaHHBIE HE TIPEATIONaraloT BIMSHAS aHAJIOTOB TONMIIN3yMaba Ha
(bepTUIBHOCTD.

bepemennocms

BesonacHocTh 1 3Q(PeKTUBHOCTH IpUMeHeHH s Tipenapata Akrempa® mpu GepeMeHHOCTH U3y4eHbl
HenoctatouHo. MccnenoBanus y 00€3bsiH HE OOHAPYKUITH TUCMOP(HOTCHETHIECKOTO TTOTCHITHAIIA
npenapata Axrempa®. OfHAKO MpU BBEIEHHH MIPEMNAPara B BRICOKUX J103aX OOHAPYKEH
MOBBIIIEHHBIN PUCK CIIOHTAHHOTO BBIKUIBIINA/BHYTPUYTPOOHOH THbenu. 3HaueHne JaHHOM
uHpOpMaLIUK IS JIIoAel HeU3BeCTHO (cM. paszen «DapMaKkoIoruyeckre CBOMCTBay, oapas el
«DapMaKoIMHAMUKa).

He cnemyer mpuMeHsTh TonMIM3ymMad BO BpeMsi 0€peMEHHOCTH, 33 UCKIIFOUCHHEM TeX CITy4acs,
KOTJ]a UMEeTCs OUEBU/IHAS KIMHUYECKast HEOOXOAUMOCTb.

I'pyonoe sckapmnusanue

HemsBecTHO, BRIBOAUTCS T TIpenapaT AkteMpa® ¢ TpyIHBIM MOIOKOM y uenoBeka. HecMoTpst Ha

BBIJICJIEHUE DHAOT€HHBIX HIMMYHOTI00ymHOB Kitacca G (IgG) B rpyaHOE MOJIOKO, CHCTEMHAs

Bepcus 1 Ono6peno M3 P® 30.01.2024 11



abcopO1us penapara npy rpyAHOM BCKapMJIMBAaHUH MAJIOBEPOSITHA B CBSI3H C OBICTPOM
MPOTEOIUTUUECKON JIerpaialiiei Takux OETKOB B CUCTEME MUILIEBAPEHUS.

[Tpy NpUHATHH PELICHHUS O MPOAODKEHIH/TIPEPBIBAHUN KOPMIICHHSI TPY/IBIO WIIH
NPOJIOJDKCHUN/OTMEHE TePAIUHU TOIMIIN3YMa0OM CIICAYET IPUHUMATh BO BHUMAHUE MOJIb3Y OT

I'pyAHOI'0 BCKapMJIMBAHUA 1A pe6eHKa H II0JIB3Y OT IMPOAOJIKCHUA TCPAIIUU JJIs1 MaTCpu.

Cnocod npuMeHeHHs U 103bl

Obwue pexkomeHoauuu

Ipenapam Axmempa® 6 nekapcmeennoii popme «pacmeop 0 NOOKONCHO20 66€0CHUA, HE
npeonazHauen 01 6HYMPUBEHHO20 66e0eHus!

IIpenapar Axrempa® 115 MOIKOKHOTO BBEJICHHS BBOJUTCS C UCIIONB30BAHUEM OTHOPA30BOTO
HIPHI-TIOOMKA.

[Ipenapat npeaHasHaueH AJis BBEICHUS Kak B aMOyJIaTOPHO-MOJIUKIMHUYECKUX, TaK U B
CTAIlMOHAPHBIX YCIOBUSAX, B TOM YKCJIE U IJII CAMOCTOSITEIbBHOTO MPUMEHEHHUSI B JIOMAIITHUX
ycnoBusix. [lepBast HHbEKIIUA OJKHA OBITH MPOU3BEICHA MO HAOII0IEHUEM MEIUIIMHCKOTO
pabOTHHKA.

[TaniueHT MOXET CaMOCTOATENBHO IPOU3BOAUTh UHBEKIUIO MpEnapaTa TOJIbKO C pa3penieHus
Bpaya 1mocje IpOX0KICHUSI COOTBETCTBYIOIIET0 00yUeHUsI HEOOXOAUMOM TEXHUKE MPOBEICHUS
WHBEKIINN U COTJIacHsl Ha MOCTEAYIONIee METUIIMHCKOE HAOI0ICHUE.

PexoMeHIyeTcst Kax bl pa3 MEHSATh MeCTa IMOIKOKHBIX HHBEKIHA (Tepe/IHsist OprolHast CTEHKa,
0elIpo WM IJIeY0), He ClIeyeT BBOAUTH Mpenapar B MECTa POJUHOK, IPAMOB, B MECTa
MOBBIIIEHHONW YyBCTBUTEIHLHOCTH KOKH, T€MATOM, ITOKPACHEHHU S, TIOBPEXKICHUS U YILUTOTHEHUS
KOXKHU.

[Tpu mepexoe manueHTa ¢ BHyTPUBEHHOTO HA MOJKOXKHBINM CIIOCOO BBEICHUS MpernapaTa
Axtempa® nepByI0 MOJKOXKHYIO HHBEKIHIO CIIEYeT POU3BECTH BMECTO CIEIyIOMIei TIIaHOBOH
BHYTPHBEHHOUN WH(Y3UHU MO PYKOBOACTBOM MEIUITMHCKOTO PaOOTHHKA.

Henp3st ucnonb30BaTh mpemapaT npu €ro NOMYTHEHHWH, HATHIUH TTIOCTOPOHHUX BKIIFOUCHHUH U
M3MEHEHUU OKPAaCKH.

Heo6X01uMO OIEHHTh BO3MOKHOCTH CAMOCTOSITENBHOTO BBEICHNUS npenapara Aktempa® caMum
MAIMEHTOM WJIM POAUTEIISIMI/OTIEKYHOM IMaleHTa B JOMAITHUX yCIOBUAX. [Ipu pa3BuTHHN TH00BIX
CHMIITOMOB CEPHhE3HON AJUIEPTHUECKON PEaKINH MAIlUEHTy MOXKET MOTPEOOBATHCS HEME JICHHAs
MeAUIIHCKas oMok, Ciaenyer npouH(pOpMHUPOBATH MAMEHTA WIH POTUTEINCH/OTIEKYHOB
MaUeHTa 0 HeOOXOAUMOCTH COOOIIATh JieYaeMy Bpady O BO3HUKIIUX CUMIITOMAX
aJJIEpru4ecKoi peakiuu 10 MPOBEICHUS CIEeyIOIIed HHBEKIIUHU Ipernapara.

Pesmamouodnwiii apmpum (PA4)
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PexoMennmyemas go3a npemnapara AKTeMpa® TSI TIOJIKOKHOTO BBeIeHUA cocTaBisieT 162 mr 1 pa3
B Henemo. [Ipenapar AkteMpa® BBOAUTCS TTOCPEICTBOM MOIKOKHON HHBEKIIUN U MOXKET
MPUMEHSTHCS KaK B MOHOTEPAIUH, TAK © B KOMOMHAITMH ¢ METOTPEKCATOM H/HIIN APYTUMU
0a3MCHBIMU NTPOTUBOBOCTIANIMTEIbHBIME Tipenapatamu (BITBIT).

Knununueckas s pexTuBHOCTD ToLMIN3yMada MpH MOJAKOKHOM BBEICHUU COIIOCTaBUMA C
TaKOBOM MPU BHYTPUBEHHOM BBEJICHUU.

Tueanmoxnemounvit apmepuum (I'A)

PexoMennmyemas fo3a npemnapara AKTeMpa® JUUISL TIOJIKO’KHOTO BBeIeHUA cocTaBisieT 162 mr 1 pa3
B Hegento. [Ipenapat AxteMpa® BBOIHUTCS ITOCPEICTBOM MOIKOKHON HHBEKIIUY B KOMOUHAIIUH C
TTFOKOKOPTUKOCTEPOUIAMHU C ITOCTEIIEHHBIM CHIKEHUEM J103bI nocieanux. [locine oTMeHbl
Tepanuy IITIOKOKOPTUKOCTEPOHIAMH Ipenapat AkTeMpa® MOXKET IPUMEHSATHCS B MOHOTEPATTHH.
B ciyuae pa3zButus ob6octpenus ['A B xoie Tepanuu npenaparom Axtempa® nevaruii Bpau
JOJI’KEH PacCCMOTPETh BO3MOXHOCTh HA3HAYCHUSI U/UITU TIOBBIIICHHUS JJ03bl COMTYTCTBYIOMIEH
Tepanuu TIIIOKOKOPTUKOCTEPOUIaMu (MIJIH IIOBTOPHOTO BO30OHOBIICHUS TEPAIIUU B CTIy4yae ee
MIPEPHIBAHMS) COTJIACHO KIIMHUYECKUM PEKOMEHIAIIHSIM.

Pexomenoayuu no KoppexKuuu 0030l npu USMEeHeHuu Jza60pamoprlx noxazameneu (npu PAu FA)

[ToBpIIIEHNE aKTUBHOCTH «II€YSHOYHBIX» (I)epMeHTOB:

3Ha4YeHHe TOKa3aTes Koppekuust neuenus

[TpeBbiienne BIH* B | [Ipn HE0OX0AMMOCTH IPOBECTH KOPPEKIIUIO 03Bl OJJHOBPEMEHHO
>1-3 paza HazHadaemoro BIIBIT** (PA) i mMMyHOMOY TP YIOIIUX
npenapatos (['A).

[Tpu ycTONYMBOM MOBBIILIEHUU aKTUBHOCTH TPAHCAMUHA3 B TAaHHOM
JMana3oHe CHU3UTh YacTOTy HHbeKIMi npenapara Aktempa® 1o 1
pasa B 2 HeJleNlu WM TIPEpBaTh Tepamuio penapatomM Aktempa® 10
HOpMaJTU3aliK MoKa3aTesnei anannHamuHoTpancdepassl (AJIT) win
acnapratamuHoTpancdepassl (ACT).

B0300HOBUTE JIeYeHNE TpEnapaToM ¢ 4acTOTOM 1 pa3 B HEJEIN0 Win

1 pa3s B 2 HEJeNIM B COOTBETCTBUU C KIIMHHMYECKOM HCO6XO,Z[I/IMOCTBK).

Ipessmmenne BTH B | [Ipepsath neuenne npenapatom AxtemMpa® 10 CHUKEHMS TTOKA3aTeIs
>3-5 pa3 JI0 YpOBHS MeHee ueM B 3 pa3za npessimaroniero BI'H; nanee
cleoBaTh pekoMeHaanusam Juis npessimieHuss BI'H B >1-3 pasa (cm.
BBIIIIC).

I[IpekpaTnTh Nedyenue npenaparoM AkteMpa® py ycToiunBoM
MOBBIIICHUH TTOKa3atess, npepsimatomeM BI'H Gonee uem B 3 paza

(TTOATBEPKACHHOE MTPU TOBTOPHOM HCCIICIOBAHUN).
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IIpesbrenne BI'H [IpekpaTuth edenue npenaparoM Axrempa®.

OoJiee yem B 5 pas

BI'H* - BepxHsis rpaHnAIIa HOPMBI
BIIBIT** - 6a3ucHbIe MPOTHBOBOCHIAINTENBHBIE ITPETIapaThl

Huskoe abcomroTHoe uucno neiitpoduios (AUH):

3HaueHue noka3aTes Koppekuus neuenus
(4HCII0 KIETOK X
10%m)

AYH >1 J103y HE U3MEHATS.

AYH 0.5-1 IIpepBath 1edeHue npenaparom Axrempa®.
Ipu ysemuuennu nokasarens 10 >1 x 10%/71 Bo306HOBUTE JedyeHue
MpenapaToM ¢ YaCTOTOM MOJKOKHBIX MHBEKIUHN | pa3 kaxapie 2
HEZENU U YBEIUUUTh YacTOTY MOJKOKHBIX HUHBEKUUHI 10 | pa3a B
HEZEI0 B COOTBETCTBUU C KIMHUYECKOW HEOOXO0IMMOCTHIO.

AYH <0.5 [IpekpaTuts nedenue npenaparoM Axrempa®.

Huzkoe uncio TpOM6OI_[I/ITOB:

3HaueHue MoKa3aTels Koppekuust neuenns
(4ucio KIETOK X
10%/mxt)

50-100 TIpepBath neueHue npenapatom Aktempa®.
Ipu ysemuuennu nokasarens >100 x 10%/Mkn Bo306HOBUTE TeueHue
npenapaToM AkTempa® ¢ 4acTOTOM MOJKOKHBIX HHBEKIHi 1 pa3
Ka)XJbl€ 2 HEJIETU U YBEIIUYUTh YaCTOTY MOJKOKHBIX MHBEKINN 110 |
pa3a KaXxayro HEAEIO B COOTBETCTBUU C KIMHUUYECKOMN
HE00XO0IMMOCTBIO.

<50 IIpekpaTuTs Tedenue npenapatoM Axrempa®.

Honuapmuxyisapuwiil 108enunbHbll uouonamuyeckus apmpum (nfOHA)

N3menenune 10361 BO3SMOXKHO UCKIIOUUTEIFHO B CIIy4ae CTOMKOTO N3MEHEHHS MacChl Tela
namuenTa. IIpemapar Axktempa® MOXKeT MPUMEHATHCS Kak B MOHOTEPAINH, TaK ¥ B KOMOWHAITHH
C METOTPEKCATOM.

PexoMeHyeMas 103a Tpenapara Aktrempa® iist TTOJAKOKHOTO BBEIeHUs cocTapseT 162 mr 1 pas
B 3 Henenu Juisl maureHToB ¢ Maccor tena <30 kr u 162 mr 1 pa3 B 2 Heaenu 1l NallueHTOB C

maccoi tena >30 kr.
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Cucmemnwiil 108eHUIbHbIL uouonamudeckuil apmpum (cfOUA)

N3menenue 10361 BO3MOKHO UCKIIFOUUTEIBHO B ClIy4ae CTOMKOTO M3MEHEHHS MacChl Tena
namuenta. I[Ipenapar AkteMpa® MOKET IPUMEHATBCS KaK B MOHOTEPAITHH, TaK H B KOMOMHAIIMH C
METOTPEKCATOM.

PexoMennyemas fo3a npemnapara AKTeMpa® JUUISL TIOJIKO’KHOTO BBeIeHUA cocTaBisieT 162 mr 1 pa3
B 2 Hejenu Juisl marueHToB ¢ Macco tena <30 kr u 162 mr 1 pa3 B Heaento Jyisi MalueHTOB C
Maccoif Tera >30 xr. Ilpu npumenennu npenapata Akrempa® B 103e 162 MT 1 HOAKOKHOTO
BBEJICHUS MAIMEHTHI B Bo3pacTe OT 1 roja 10 2 jeT JoJKHbBl UMETh MUHUMaJIbHYI0 Maccy Tena 10
KT.

Pexomenoayuu no koppexyuu 003l npu usMeHeHUuy 1a00pPamopHbIX NoKazamesel y NayueHmoe ¢
ntOUA u cFOUA

CHukenue 10361 npenapata Aktempa® He u3ydanock y naruentos ¢ mFOUA u cFOUA.
[TepepriBbl BO BBeAeHHUH TpenapaTa y nanueHToB ¢ mFOUA wnu cFOMA B ciyyae BOSHUKHOBEHHS
M3MCEHEHUH JJa0OpaTOPHBIX TIOKA3aTeNIel PeKOMEHYIOTCS B TEX )K€ CHTYAIUsIX, KOTOPBIC
nepeyuciiensl Ui nauueHToB ¢ PA u ['A Boiie (cM. Taxoke paszaensl «OcoOble ykazanusa», «C
OCTOPOXKHOCTBIO). [Ipr HEOOXOAUMOCTH cenyeT U3MEHHUTD 103y OJTHOBPEMEHHO PUHUMAEMOTO
MT u/unu Apyrux COMyTCTBYIOMIMX MPETapaToB WK MPEKPATUTh UX MPUEM, a TaKXKe CIenaTh
TIepephIB BO BBEIEHNH TpenapaTta AkteMpa® 10 pa3bICHEHNs KINHHYECKOH cuTyarmu. Y
narmentos ¢ MIOUA unu clFOUA pemienne o npekpanieHny Tepanun npernapatom Axrempa® mpu
BO3HUKHOBEHUHU U3MEHEHUH B JIa0OPATOPHBIX MOKA3ATEINAX JOJDKHO OBITh IPUHSTO B
3aBUCHMOCTH OT UHJIUBUYAIbHOW KIMHUYECKON CUTYallUH.

Hucmpyxyus no npumeHneruro u YHU4moNCeHu0 Heucnoib308aHH020 npenapama i npenapama

ucmexkuum cpokom 200HOCmU

HOHaI[aHI/IC JICKAPCTBCHHBIX IPCIAPATOB BMCCTC C OTXOAaMU B OKPYKAIOIYIO CpeAYy AOJIKHO
OBITh CBCIACHO K MUHUMYMY. He CICAYCT YTUIU3UPOBATD Nperiapatr ¢ HIOMOUIBIO CTOYHBIX BOA UJIA
BMECTE C OBLITOBBIMU OoTXO0aaMH. ITo Bo3MOXKHOCTH HGO6X0}II/IMO HCIIOJB30BATh CIICIIMAJIbHBIC
CHUCTEMBI IJId YTUIIW3alluU JICKAPCTBCHHBIX ITPEIIapaToB.

Llo3uposarue 8 0co0ObIX cayuasx

Toowcunvle nayuenmul

Koppekiiuu 10361 y TOKUITBIX MTAIIUEHTOB (>65 11eT) He TpedyeTcs.

Tayuenmsi ¢ noueuHol HedOCMamoUHOCMbIO

Koppekuuu 10361 y TalMEHTOB C TOYEYHON HETOCTATOUHOCTHIO JIETKOM M YMEPEHHOU CTENEHIMU
TSDKECTH He TpeOyercs (cM. pasaen «DapmMakoIornuecKue CBOMCTBAY, MOapa3aes
«DapMaKOKHHETHKA Y OCOOBIX TPYII MAMEHTOBY). [[puMeHeHne Tormin3yMada y maiueHToB ¢

TSDKEJIONW MOYEYHOM HEJIOCTATOYHOCTHIO HE M3y4alloCh.
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Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

BbezonacHoCcTh 1 3P PEeKTUBHOCTH TOLMIN3YMada y MAIMEHTOB ¢ IEYEHOYHON HEJOCTATOYHOCTHIO
He u3y4danach (cM. pasnen «C OCTOPOKHOCTHIO®).

Jlemu

be3onacHocTh 1 3P PEKTUBHOCTD MOKOXKHOTO IPUMEHEHHS Tolri3ymada y nerer ¢ mtOUA B
BO3pacTe 10 2-X Jet u 'y aereit ¢ cFOMA B Bo3pacte 10 1 rosa He yCTaHOBIICHBI.

Obpawerue c npenapamom

[Tocne u3BnIeUEHUS U3 XOJOIUIbHUKA IIIPHUI-TIOOMK MOKHO XPaHUTh J10 2 He/lesb Mpu
temneparype He Boie 30 °C. Lnpuil-tro0uk cieayeT XpaHUTh B KAPTOHHOM MaydKe [Tl 3aIIUThI
OT CBeTa.

Hucmpykyusa no ucnoyib308anuio Wnpuy-mioouKa

Hepez[ MMPUMCHCHHUCM H_IHpI/ILI'TIO6I/IKa u Ka)I(,I[LIﬁ pa3 MmocJIC NMOJYy4YCHHUA HOBOI'O I_Hl'IpI/II_['TIO6PIKa
HGOGXOI[I/IMO BHHMMATCJIIbHO O3HAKOMMTLBCS C HHCTPYKHHGIZ I10 UCIIOJIB30BaHHUIO U CIICA0BATH €€
ykazaHusiM. [lepes mepBbIM IpUMEHEHHEM HINPHUI-TIOONKA yOoeauTech, 4To Bam moHSATHBI
00BSICHEHUS JicHamero Bpada 1 IECMOHCTpalus NPpaBUJIIBHOI'O UCITIOJIb30BaHU A IIIHpI/II_I-TIO6I/IKa.
e He cuumaiite 3aIIII/ITHI)I]71 KOJIMAY0K, IOKA HE 6y)1eTe roToBbI IPOBECTH UHBECKIIUIO.

e Hukoraga He npITaiiTech pa3odparh WNPHUIL-TIOOUK.

e Huxkoraa He ucnoJb3yiiTe INPUI-TIOONK MOBTOPHO.

CocraBnble yacT Barmrero H_Il'IpI/II_['TIO6I/IKa C IIperapaTomMm AKTeMpa® IMMPEACTABJICHBI HA
Pucynke A.

Pucynox A

CryckoBOit MexaHU3M (He TporaiTte

€ro, Tak Kak 3TO MOKET OCBOOOUTH
IPYKUHY 3alUTHOIO KOpIIyca

Jlo ucnosb30BaHus:

IIpy>xuHa 3amuTHOTO KOpITyca 3auMTHBIN CIIUIIIIKOM PAHO)
(B C)KATOM COCTOSIHUM) KOpITyC 7

WY

' 2temra 162 mg

3aIuTHBI
KOJIIa40K

JlaTa OKOHUaHUs CpOKa FOJTHOCTH

IMocjie ncnoab30BaHus

AV

Tpy>KKHa 3aMIMTHOTO KOpITyca
(B cBOOOIHOM U 3a0JIOKMPOBAHHOM COCTOSIHHN)

Heooxoaumblie MaTepuajbl (IPeIAMeThI) /IS NPOBeIeHUsI MHbLEKIUN npenapara Akrempa® B

mnpun-Toduke (cM. Pucynok b):
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IIPHUI-TIOONK ¢ mpenapatoM Akrempa®,

cnupTroBas caiderka,

CTEpUJIbHBINA BaTHBINM TaAMIIOH UM MapJeBas canderka,

3alMILEHHBINA OT MPOKOJIOB KOHTEHHEP VISl OCTPBIX MPEAMETOB JIJIsi 0€30MacHOM YyTHIN3aluN
3al[MTHOTO KOJIIMAYKa MIJIbI ¥ UCTIOIb30BaHHOTO IpHil-TioOuKa (cm. Ilar 4. YTuam3anus

HNPHI-TIOOHKA).

Pucynok b

3anunieHHbIH

OT TIPOKOJIOB

KOHTEeHHep Uit

OCTPBIX

MIPeMETOB JUIS

6e3omacHoi

YTUIH3AIUH

3aIUTHOTO

KOJITTa4yKa UIJIBI

u

HCII0JIb30BaHH CnupToBas
OT0 HIMPHL- canderka
TIOOMKa

=

IIPHUII-
TIOOHK C
npenapaTom
Axtempa®

)

Sharps ‘:]
Disposal
_J CrepuibHbIM BaTHBIN

TaMIIOH

[ar 1. [loAroToBKa K MHbEKUUH Npenapara Akrempa®

Haiinure yno6HOE MECTO ¢ YUCTOM U POBHOM paboyeil MOBEPXHOCTHIO.

W3BnekuTe ynakoBKy cO IINPUI-TFOOMKOM U3 XOJIOUJIbHUKA U OTKpoiiTe ee. He Tporaiite
CIIYCKOBOM MEXaHU3M, TaK KaK 3TO MOXET MOBPEANUTh LINPUI-TIOOUK.

3areM u3BJIeKUTE 1 MMPUII-TIOOUK C JIEKAPCTBEHHBIM MIpenapaToM U3 KapTOHHOM MauKH U
JlaiTe eMy HarpeTbcs B TedyeHne 30 MUHYT 0 JOCTHKEHUSI KOMHAaTHOM Temneparypsl. Eciaun
HIMPUI-TIOOUK HE TOCTUTHET KOMHATHOM TeMIIepaTypbl, UHBEKIIUS MOXKET BbI3BATh
JTUCKOM(OPT, TAaKKe MOXKET OBITh 3aTPyIHEHO Ha)KaTHe Ha MOPIICHb.

He yckopsiiTe nporiecc HarpeBaHus MINPHII-TIOOUKaA, HallpUMep, He HUCTIONb3YyiTe
MHUKPOBOJIHOBYIO T€Yb MJIM HE IOMEIIANTe MIPUI-TIOOUK B TETLIYIO BOJY.

[IpoBepbTe 1aTy OKOHYAHHUS CPOKA FOJIHOCTH MMpUI-TIoOKKa (cM. Pucynok A). He
HCNOJb3YiTe MITPHUI-TIOOUK MOCIIe UCTEUEHHS IaThl CPOKa FOJHOCTH, TaK KaK 3TO MOXKET
ObITH HEOe30MmacHO. Ecii cpoK TOHOCTH MIMPHUIT-TIOOUKA UCTEK, YTHIU3UPYHTE IITMPHUII-
TIOOMK B 3alMIIEHHOM OT IIPOKOJIOB KOHTEHHEPE AJISl OCTPBIX MPEAMETOB O€30MacCHBIM

00pa3oM 1 BO3bMHTE HOBBIN IIMPUII-TIOOUK.
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He cHumaiiTe 3alIMTHBIN KOJIMAY0K € MIJIbI 10 TeX MOP, MOKA INPUI-TIO0UK ¢ MpenapaTom

AkTempa® He Harpeercs 10 KOMHATHOl TeMIePaTyphbl.

e XpaHUTE HEHUCIIOJIb30BAHHBIE IIIPUII-TIOOMKH B KAPTOHHOH MMAYKE B XOJOAUIbHUKE IPU
temneparype 2-8 °C. He 3amopazkuBaiire.

e [Tlocne u3BieyeHHs U3 XOJIOAWIBHUKA MIIPULI-TIOOMK MOKHO XPaHUTh JI0 2 HEJENb MPU
temneparype He Boie 30 °C. HInpuil-tio6uK cieayer Bcerja XpaHuTh B KAPTOHHOW Mauke
JUTSL 3aILIMTHI OT CBETA.

e JlepxuTe MIpUI-TIOOHK ¢ penapatoM Aktempa® 3aKkpbIToif HTIIOH BHU3 (cM. PrucyHok B).

Pucynok B

e TIpoBepbTe comepKUMOE B IIMPHII-TIOOKKe ¢ TpenapaToM Aktempa®. JKumkocTs qomKHA
OBITH MPO3PAYHON OT OECIIBETHOTO JI0 KEJITOBATOTO 11BeTa. He mpoBouTe HHBEKITUIO
npenapara Aktrempa®, eciu KHIKOCTh MyTHAsSI, H3MEHMIIA IIBET, COJEPIKUT KOMKH HIITH
YaCTHUIIBI, TAK KaK 3TO MOXET ObITh HeOe30MacHO. Y TUIM3UPYHTE MIPUII-TIOOUK B
3aIIUIIIEHHOM OT MTPOKOJIOB KOHTEHHEPE I OCTPBIX MPEIMETOB 0€30MacHbBIM 00pa3oM U
BO3bMUTE HOBBIM IITTPHUI[-TIOOUK.

e  XOpouIO BBIMOMTE PYKH BOJIOH C MBUIOM.

Ilar 2. Bb100op U NOAroTOBKA MeCTa MHbEKIIUN

Bri0op MecTa HHbEKIMH

e llHbeKnMHU PEKOMEHIYEeTCS MMPOU3BOIUTE B TIEPETHIOI0 TOBEPXHOCThH Oe/ipa UK )KUBOT, 32
WCKIIFOYCHHEM O0JIaCTH TUaMETPOM TISITh CAHTUMETPOB HEMOCPEJCTBEHHO BOKPYT TyMKa (CM.
Pucynok I).

e Ecnu nHbEKUMS TPOU3BOANUTCSI MEAULIMHCKUM CIELUAIIMCTOM WJIH JIMLOM, YXaKUBAIOLIUM 32
MAalMEeHTOM, TaK)K€ BO3MOXHO JIeNIaTh MHBEKIIMH B HAPYKHYIO TOBEPXHOCTH IjIeda (CM.
Pucynok I).

YepenoBanue MeCT HHbEKIMHU

e Heobxoanmo KaxabIil pa3 MEHSATh MECTO BBEJICHUS Mpernapara, OTCTynas He MeHee 4eM Ha

TPU CaHTUMETpPa OT 00JIACTH TPEABIAYIECH HHBEKIIUH.
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e He cnenyer BBoguTh npenapar B poJuMbIe MsTHA, TKAaHU PyOI[0B, FeMaTOMBI, B MECTa C
VIUIOTHEHUEM, TIOBPEXKICHUEM, B YYACTKHU C UyBCTBUTEIBHON KOKEH, TOKPACHEHHEM.

Pucynoxk I'

ol /A
i

TlepenHsist cropoHa 3a/iHss CTOPOHA

. = MECTO UHBCKIIUU

IToaroroBka MecTa MHbEKUMHU

e TmarensHO 00paboTaiiTe HAMEUEHHYIO 00JIACTH CIIUPTOBON Call(PETKONW KPYTOBBIMHU
JBYKEHUSIMH U TIOJIOXK/INTE, TTOKa 00pabOTaHHBINA YYaCTOK IMTOACOXHET JJIsl CHU)KEHUS pUCKa
BO3HMKHOBeHUs MH(pekuuu. He kacaiiTech 1aHHOI 00JaCTH 10 BBIIIOJHEHUS UHBEKLIUU.

e He caenyer oOmMaxuBaTh UM 00 1yBaTh OUMIIEHHBIH y4acTOK.

Ilar 3. BBenenne npenapara

e AKKYpaTHO yJep>HUBasl IIIPUL-TFOOUK OJTHON PYKOH, APYroi pyKolH OCTOPOKHO CHUMHTE
3aIIUTHBIN KOJMa4dok ¢ uriisl (M. Pucynok /). He HaxxumaiiTe Ha mopiieHb BO Bpemsl
CHSATHS 3alUTHOTO KOJINA4Ka ¢ UIJIbl. Eciau Bel HEe MOkKeTe CHATH 3alllUTHBINA KOJIAYOK C
UTJIBI, CIIEIyeT 0OpaTUTHCS 3a MOMOILBIO K JIUILY, OCYIIECTBISIOIEMY YXOM, WIH JIeHaleMy
Bpauy.

Pucynok /1

e

e BrIOpoChTE 3aIIUTHBIN KOJMMAYOK UIJIBI B 3aIIUIIEHHBIA OT TPOKOJIOB KOHTEHHED I OCTPBIX
PEIMETOB.

e B mmpun-Tio6uke ¢ npenapatomM AkteMpa® MoXkeT ObITh HEOOBIION My3bIpeK BO3IyXa. Bam
HC HY’KHO €ro YAAJIATD.

e Ha xoHIe uriel Bl MoXkeTe yBUIETh KAILTIO )KUAKOCTH. DTO HOPMAIILHO U HE MTOBIIUSET HA

Bamy no3y.
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e He npukacaiiTech Kk urie u n3deranTe ee COMPUKOCHOBEHHS C JII0O0H MTOBEPXHOCTHIO.

e He ucnoJp3yiiTe mmpui-TIoOUK, €CIIA OH yIiaJ.

e B cnyuae, ecnu mnpui-TioOUK He OBLIT UCIIONIB30BAH B TEUYEHUE 5 MUHYT I1OCJIE CHATHUS
KOJIIIA4YKa, OH MOJUICKUT YTUIIM3AI[MHU B 3AIMILEHHOM OT MPOKOJIOB KOHTEHHEPE JIJIs1 OCTPHIX
PEIMETOB, U BMECTO HETO CJIEIYeT UCIOJIb30BAaTh HOBBIN HIMPUII-TIOOUK.

e Huxorga He HaZieBaiiTe 3aIUTHBINA KOJIMAYOK MOCIE CHATHUS.

e JlepxuTe MIIPUI-TIOOHK ¢ penapatoM Aktempa® OHOM PyKOil MeXTy GOJBIIHM H
yKa3areJbHbIM najablamu (cM. Pucynok E).

Pucynok E

e He orrsirmBaiiTe NopIiieHb MIPUL-TIOOHUKA.

e Jlpyroi pykoil akkypaTtHo codepuTe 00pabOTaHHYIO KOXKY B CKJIaJIKy B MECTe
npeznonaraeMoi nHbeKIMU. Kpenko nepxute cxkaThlii yyacTOK KOKU. BaskHO coOpaTh KoKy
B CKJIQ/IKy Ul BBEJICHUS IIpenapaTa 1noj Koxy (B KUPOBYIO TKaHb), a HE IIy0ske (B MBILIITY).
BBenenue npenapara B MBIIIIILY MOXET MPUBECTH K AUCKOM(OPTY NpU UHBEKIUH.

e He nep:xure NopuieHb U HE HAXKMMANWTE HA HETO BO BPEMS BBEICHMSI UIJIBI B KOXKY.

e AKKYpaTHO OBICTPBIM U PE3KUM JBHKEHHEM MOJHOCTHIO BBEAUTE UIITY B KOXKHYIO CKIIAAKY
noj yriaom 45-90° (em. Pucynok 7K). BaxkHO MCIT0/1530BaTh MPABUIBHBIN YTOJT BBEACHHUS IS
UHBEKIINH, YTOOBI YOeIUTHCS, YTO Mpernapar BBOAUTCS MOAKOKHO (B KUPOBYIO TKaHb), HHAUE
UHBEKIINS MOXET ObITh OOJIE3HEHHOM WM MpernapaT He MOJIeHCTBYeT.

Pucynok K

e VYiepxuBas IIMPHUIL-TIOOUK HA MECTE, OTITYCTUTE KOXKHYIO CKIIAIKY.
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e [[maBHO Ha)kMMast Ha TOPILIEHb, MEJJIEHHO BBEAUTE BECh JICKAPCTBEHHBIN Mpenapar (CM.
PucyHok 3). Bbl 10/0KHBI HOXKaTh Ha MOPIICHB JI0 YIIOpa, YTOOBI MOIYYHTh HOJTHYIO 103y
npemnapara u yOeIuThCsl, YTO CITyCKOBOM MEXaHU3M IOJTHOCTBIO OTBENIEH B CTOpOHY. Eciu
MOpHICHb HAXKAT HC IMOJIHOCTLBIO, 3aH[HTHLIﬁ MEXAaHU3M HUTJIbI HE 6y,[[€T 3aKpbIBATh €€ IIPU
u3BiiedeHnu. Eciin urna He 3aKpbiTa, OCTOPOKHO MOMECTUTE WIIPULI-TIOOUK B 3aIlUIIICHHBIH
OT MPOKOJIOB KOHTEHHEP, YTOOBI HE MOPAHUTHCS UTIION.

Pucynok 3

J e MY

e [locne Toro, Kak MOPIICHH MIPHUI-TIOOMKA TTOJHOCTHIO OMYIICH, MTPOIOJDKANTE HAXKMUMATh Ha
HETo, 4TOOBI YOSIUTHCS, UTO BECh MPENapaT BBECH, MPEXK/IC YeM BEIHUMATH UIITY U3 KOXKH.

e [Ipomoirkas HaKMMAaTh HA MOPIICHD IINPHUI-TIOOMKA, BBIHBTE UTITY U3 KOXKH TOJ] TEM KE
YTJIOM, NOJI KOTOPBIM BBOAMIH (cM. Pucynok H).

Pucynox U

.

o [locne TOT'0, KaK Hurja 6y,ueT MOJIHOCTBIO U3BJICYCHA U3 KOXKU, OTITYCTUTC MOPIICHDb IIITPHUIL-

TIOOMKa, TO3BOJISS MPYKUHE 3aLIUTHOTO KOPITyca 3aKphITh Uiy (M. Pucynok K).

Pucynok K

ITocsie uHBEKIINH
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e B mecte BBeleHUS JIEKApPCTBEHHOTO Mpenapara MoKeT ObITh HEOOJIbIIOE KPOBOTEUECHHUE.
[TprwxMuTe BaTHBIM TAMIIOHOM HJIM MapJeBoOi caiaeTKoil MeCTO HHbEKIIHH.

e He TpuTe MECTO UHBEKLUH.

e [Ipu HEOOXOAMMOCTH 3aKJICHTE MECTO UHBEKIIUU HEOOIBIINUM IIACTHIPEM.

Hlar 4. YTuau3zanus mmpuin-ToduKa

e IlInpun-Tro6uK ¢ npenapaToM AkTeMpa® Helb3s HCIOIB30BaTh TOBTOPHO.

e lcnonb30BaHHBIN MIMTPHUI-TIOOUK HEOOXOAUMO MOMECTUTD B 3AIIUIIECHHBINA OT IPOKOJIOB
KOHTEHHEp /151 OCTPhIX MpeamMeToB (cM. paznes «Kak yTHIH3MpoBaTh HCIO0JIb30BaHHbIE
HINPHI-TIOOHKH).

e He HageBaiiTe 3aIIUTHBIN KOJIIAa4OK OOPAaTHO HA UIITY.

e Ecun unbexknuio Bam nesiaer apyroi 4esioBek, OH TaKKe J0JKEH CO0TI0ATh
OCTOPOKHOCTH NPH U3BJICYCHUHU IINPUI-TIOOMKA U ero yTHIH3ALMHU, YTOObI
NPeJ0TBPATHTH CJIY4YaiiHYyI0 TPaBMY MIVIOH M NepeAavy HH(PEKI M.

Kak yrnim3upoBaTps HCI0JIb30BAHHbIE HINTPHI-TIOOMKH

e IloMecTHTE HCMOIH30BaHHbIE HIIIbI M IITIPHII-TIOOMKH ¢ npermapaToM Axtempa® B
3alllMIIEHHBIN OT IPOKOJIOB KOHTEHHEp /AJIsl OCTPBIX MPEIMETOB Cpa3y MOCIIe UCIIOIb30BaHUS
(cm. Pucynok JI). He BoiOpachiBaiiTe (He yTHJIM3HPYIiTe) HEYIAKOBAHHbIC MIJIbI
HINPHUI-TIOOMKH BMecTe ¢ OLITOBBIM MYCOPOM.

Pucynok JI

e Eciu y Bac HeT 3alMIEHHOr0 OT POKOJIOB KOHTEMHEPA Il OCTPBIX IIPEAMETOB, BBl MokeTe
UCIIOJIb30BaTh OBITOBON KOHTEHHEP, KOTOPHIN:
- U3TOTOBJIEH U3 CBEPXIIPOYHOTO IUIACTHUKA,
- MOXKET OBITh 3aKPBIT YCTOWYMBOM K MPOKOJIAM IJIOTHO 3aKpbIBAIOLIEHCS KPBIIKOH, 6€3
BO3MOKHOCTH BBIXOJ]a OCTPBIX IIPEIMETOB,
- YCTOWYHB B BEPTUKAIBLHOM II0JIOXKEHUHU BO BPEMS UCIIOJIb30BaHUS,
- TEpPMETHYEH,
- MapKHMPOBAaH JOJIKHBIM 00pa3oM Ul MpeaynpekaeHns 00 ONacHbIX OTXOAAX BHYTPHU

KOHTEHHepa.
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e 3aMOJHEHHBIN KOHTEMHED CIeAyeT YTHIN3UPOBaTh B COOTBETCTBUU C PEKOMEHAALMAMU
MEAMIMHCKUX CHEIMATMCTOB U MECTHBIMU TPEOOBAaHUSIMHU.

e He cienyer yrunm3upoBaTh 3al10JIHEHHBIN 3AIMILIEHHBIA OT MPOKOJIOB KOHTEUHED IS
OCTPBIX MPEIMETOB BMECTE C OBITOBBIMHU OTXOJaMH, KPOME CITy4aeB, KOTJa 3TO pa3pelieHo
MECTHBIMU TpeboBaHusIMU. He oTripaBiisiiiTe 3am0IHEHHbIN 3alIUIIEHHBINA OT IPOKOJIOB
KOHTEWHED JJIs1 OCTPBIX MPEIMETOB Ha repepadoTKy.

e XpaHuTh LNPHI-TIOOUK ¢ npenaparoM AkTeMpa® H 3aIIMIIEHHBIH OT MPOKOJIOB
KOHTeIHep 1JIA OCTPbIX IPEeAMETOB B HEJOCTYIIHOM /IS IeTeil MecTe.

3anumure HHGOPMALUIO O IPOBEAEHHOH NHBEKIIUN

e 3anuuuuTe JaTy, BpeMs U KOHKPETHOE MECTO Ha Teie, Kyaa Bol cienanu nnbekuuto. Taxxe
MO>KET OBITh MOJIE3HO 3aMKCaTh JHObIE BOMPOCH! WIIH OMACEHUS MO MOBOAY UHBEKIIMH, YTOOBI

Bs1 Morniu 3a1aTh UX CBOEMY JIeHaliemMy Bpavy.

ITo0ouyHOE nelicTBUE

JIns1 onKrcaHus 4acTOThI HEKEIATENbHBIX PEAKLIUN UCTIONb3YIOTCA CAEAYIOIINE KaTErOpUU: OUeHb
gacto (>1/10), gacro (>1/100 u <1/10), Heuacto (>1/1000 u <1/100). [IpuBeAcHHbIE HUKE
HE)KEeJaTeJIbHbIE PEaKIUH MPEACTaBICHbBI COTJIACHO KJIACCaM CHCTEM OPTraHOB MEIUIIMHCKOTO
cJoBaps JJIs HOpMAaTUBHO-TIpaBoBO# AestenbHocTH MedDRA u nepeuncnensl B mopsiake
KJIMHUYECKOW 3HAUMMOCTH JIJIs1 TAllUEHTA.

Tabnuna 5. O6001IeHHBIe JaHHBIE O HEXENaTeIbHBIX PEaKIUiX, 3apEerUCTPUPOBAHHBIX Y

ManuCHTOB, MOJTYy4YaBIIUX ITperiapar AKTeMpa®.

Cucrema Opran Kiace Od4enb yacTo Yacro Heuvacro

Nudexun UH(EKIMY BEPXHUX ¢ermoHa, JTUBEPTUKYIHAT
ABbIXAaTCJIBbHBIX HYTGP'I ITHEBMOHUA,

I/IH(l)eKI_II/II/I, BBI3BAHHBIC
Herpes simplex 1 muna

u Herpes zoster

Co CTOpOHBI CHCTEMBI 00111 B )KUBOTE, A3BBI CTOMATHT, s13Ba
MUIIeBapeHus POTOBOII MOOCTH, Kely/ka,

racTpUT neppoparus XKKT
Co CTOpOHBI KOXKU U €€ CBIIb, 3Y7,
NPUJATKOB KpanuBHULA
Co cTOpOHBI HEPBHOI roJioBHasi 00Jb,
CUCTEMBI rOJIOBOKPY’KEHUE
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N3menenus HOBBIIICHUE

1a00paTOPHBIX AKTUBHOCTH

roKa3arejiei «IIEYCHOYHBIX
TpaHCaMHUHas3,

YBCIMUCHUEC MACChBL
TCJ1a, IIOBBIIICHUEC

obmero OumupyouHa

Co cTopoHBI cepaeyHO-

COCYAMCTON CUCTEMBI

HOBBILIICHUE
apTepUaIbHOTO

nasnenus (AJl)

Co cTOpOHBI KPOBH U JeHKoIeHus,
auMdatudeckoit HeHTporneHus
CHCTEMBI
Co cTopoHbl 0OMeHa TUIIEPX0JIECTEPUHEM TUNEPTPUTITULIEPT
BEIIIECTB ust JeMHUs
Co CTOpOHBI OpraHU3Ma | PEaKIH B MECTE nepugepudeckue
B IIEJIOM U PEaKIiy B BBEJICHUS OTEKH, peaKIIuu
MecTe BBEICHUS TUIIEPUYBCTBUTENILHOC
TH
Co cTopoHbI KallleJb, OJIbIIIKa
JIBIXaTeIbHON CHCTEMBI
Co cropoHbI oprana KOHBIOHKTUBUT
3peHHs
Co cTopoHbI HedpoauTHAa3
MOYEBBIIETUTENBHOMN
CHCTEMBI
Co cTopoHBI TUIIOTHPEO3

SHJIOKPUHHOMN CHUCTEMBI

[Tpodunu 6e3onmacHocTr Tonunu3zymada y namueHToB ¢ PA, I'A, cFOUA u nFOUA comoctaBuMBI
u He noaniexat nuddeperurponke. Hike mpencraBieHa JOMONMHUTEIbHAS HHPOPMAIIHS 110
OTJIENIbHBIM HEXKEIaTeNIbHBIM peaklusM, HaOII0JaBIINMCS B X0/1€ KITMHUYECKUX UCCIIEJOBAHUM.

Pesmamouonvii apmpum (PA)

[Tpoduie 6e30maCHOCTH M UMMYHOT€HHOCTH, HAOJII01aeMBbIi TIPU TOKOKHOM BBEICHUHU

TOIMIN3yMaba, KOPPEIUPYET C U3BECTHBIM MTpoduiieM 0€30IMacHOCTH TOIMIN3yMaba nmpu
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BHYTPUBCHHOM (B/B) BBEICHHH, HOBBIX WJIM HEMPEIBUICHHBIX HEXKEIATEIbHBIX PEAKIIUil HE
BBISBIICHO. boJiee BbICOKast 4acToTa peakiuii B MecTe BBEACHUS HaOI0AaIach IPY OKOKHOM
NPUMEHEHUHU TOIMIIN3yMala 10 CPAaBHEHHUIO C MOAKOKHBIMU HHBEKIUSIMH TU1a1e00.

[Tpoduns 6e3omacHOCTH TOIMIM3YyMa0a, UCCIAEAOBAaHHBIN Y TallMeHTOB ¢ paHHUM PA (pPA)
CpeIHEe! U BHICOKOHM CTENEHH aKTUBHOCTH, KOTOPBIE HE TOyJalii paHee Tepanuio MT u Tepanuto
OMOJIOTUYECKMMH TpenapaTaMy, COOCTaBUM C M3BECTHBIM MpoduiieM 6e301acHOCTH
TOIMIIN3yMaba.

Peaxyuu 6 mecme 66edenusi: peakiii B MECTE BBEACHUS TOIMIIM3yMa0a (BKIIIOYasi SpUTEMY, 3y,
00J1b ¥ TeMaTOMY) OBLTH JISTKOH WU CPEIIHEH CTEIICHH TSKECTH, B OOJIBIIMHCTBE CITy4acB
pazpemanuch 0e3 JIeYeHUsI M He TIPUBOIMINA K OTMEHE Iperapara.

Hmmynoecennocmy: aHTUTENA K TOMIIN3YMaOy ObuTH BBIsIBIICHBI y 0.8% 00cie1oBaHHBIX
HalnueHToB, u3 HUX y 0.2% Obutn BeIsBIEeHB! MMMYHOITI00yuHbI Kinacca E (IgE). ¥V Bcex
MAIMEHTOB BBISBICHBI HEUTPATU3YIOIIUE aHTUTEIA.

13 Bcex 434 manueHTOB, OMy4YaBIINX TOMMIN3yMa0 Kaxasie 2 Heaenu B go3e 162 mr, y 1.6%
MAIMEeHTOB OBUIM BBISIBIICHBI aHTUTEINA K TOIMIN3YMa0y, 13 HUX Yy 1.4% Obutn 0OHApy>KEHBI
HelTpanu3yomue antTuTena K rounnuzymady. ¥ 0.9% nanueHToB ObLTH BBISBIICHBI
umMMyHOTI00yHHbI Kiacca E (I1gE).

He o6Hapyx)eHO KOppesiiiy MeXIy HaTMIUEM aHTUTEN K TOIMIN3yMa0y U KIMHUIECKAM
OTBETOM WJIM PA3BUTHEM HEXENATSIbHBIX SBICHHMA.

Tuzanmoxnemounvitl apmepuum (I'A)

OO6uwmit mpo¢uib 6€30MacCHOCTH TOUMIN3yMada y MAMeHTOB, MOMyYaroIuX TEPATUI0
npenapaToM AkTempa®, COMOCTaBHM ¢ H3BECTHBIM IPO(IIEM Ge30IaCHOCTH TOIIIH3yMada (CM.
Tabnuy 5).

Hngpexyuu: yacroTa pa3BUTHs HH(EKIUI/cepbe3HbIX NH(EKIMOHHBIX SIBIEHUI Oblia
cOamaHcUpoBaHa y MAIMeHTOB, oMyJyaronux Tomunuzymad 1 pas B negento (200.2/9.7 sBneHwuit
Ha 100 marueHTo-JIeT), U MalMeHTOB, MOJYYaONUX I1are0o0 U MPEeJTHU30JI0H B TeueHHe 26
Heznens (156.0/4.2 asnenus Ha 100 nanuenTto-ner) u 52 vegens (210.2/12.5 snenuit va 100
HaIMEHTO-JIET), C MOCTENIEHHBIM CHUKEHHUEM J103bI IIPEAHU30JI0HA.

Honuapmuxynapuslil i0eenuabhblll uouonamudeckuu apmpum (nfOHA)

[Tpoduns 6e3omacHoCcTH ToIMIM3yMabda y marueHToB ¢ TEOMA npakTH4ecKku COmoCTaBUM C
M3BECTHBIM NMpoduiieM 6e30MacHOCTH TOILMIIN3YyMada, 3a UCKIIFOUEHUEM PEaKIMii B MecTe
BBefieHUs (cM. Tabmuiy 5). YV manuentoB ¢ mfOUA, nmony4armux m/k Tepanuio TOMHIn3yMadom,
9acTOTa peakluii B MECTE BBEICHHUS ObLIa BBIIIE, YEM Y B3POCIBIX MAIIUEHTOB ¢ PA.

Hnghexyuu: Hanboee 4acTo BCTpeUaroleecs HeXxeIaTeIbHOE IBJICHHE Y arueHToB ¢ mEOUA.

HawnGoinee yacTo BcTpeuaromumucs HHGEKIUAMA ObLTH Ha30(DapuHTUT U MHPEKITUH BEPXHHUX
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JBIXaTeNbHBIX MyTeil. YacToTa TsoKenbIX HHPEKINiA, a TakKe WHEKIUH, TPUBOISIINX K
BPEMEHHOMY MPEKPAIICHUIO UCIIOJIb30BAHUS TOMMIN3yMa0a, 3HAYNTEIHHO BHIIIC Y MAIIUEHTOB C
Maccoi Tena <30 Kr, Moy4aBIIuX TOIMIM3yMal B 03¢ 10 MI/Kr, 10 CpaBHEHUIO C MAIIMCHTAMU,
Macca Tejia KoTopbIx Obuia >30 Kr, moiy4yaBIIMX Touuiau3ymad B go3e 8 mr/kr. Yacrora pa3Butus
uHpekuuii y nanueHTon ¢ NFOMA npu noaKoKkHOM U BHYTPUBEHHOM BBEICHHUH ObLiia
COIOCTaBUMa.

Peaxyuu 6 mecme 66edenus: ormedanucs y 28.8% naunenron ¢ nfOMA. Yame ormevanuce y
MAIMEHTOB ¢ Maccoi Tena >30 Kr 1o cpaBHEHUIO ¢ manueHTaMu ¢ maccoil rena <30 kr (44% u
14.8%, cooTBeTcTBeHHO). Hanbonee yacTo BCTpeyarolmuMHCS PEaKUsIMU B MECTE BBEJICHUS
OBLTH IpUTEMA, OTEK, reMaToMa, 00JIb U 3yi. Bee peakiiuu B MecTe BBEICHUS UMEIH TTEPBYIO
CTEMNEeHb TSHKECTH, OB HE CEPbE3HBIC M HE MOTPEOOBAIM TPEPHIBAHUS TEPATTUU WU U3MEHECHHS
JI03BI TOLMIIN3YyMaba.

HmmyHnozcennocmy: HERTpaIU3yIOIIKUE aHTUTENA K TonuIu3ymMaly 6e3 pa3BUTHsI CEphE3HOM UITH
KJIMHUYECKH 3HAYMMOU peaKIIuu TUIIEPYyBCTBUTEILHOCTH OBLIN BBISBICHBI Y 5.8% MalneHTos,
MOJTyYaBIINX TOIMIIM3YMa0, BCIeACTBHE Yero 1 manueHT OblT UCKITFOYEH U3 uccienoBanus. CBs3b
MEXy HATMYMEM aHTUTEIN U KIMHHYECKUM OTBETOM Ha TEPANHIo WM Pa3BUTUEM HEKEIaTeIbHBIX
SABIIEHUH HE OOHApY>KEHa.

Cucmemmnbwiil 106eHuIbHblL uouonamudeckuil apmpum (cfOUA)

B ocHoBHOM HexenarenbHble peakiuu y maueHToB ¢ cFONA o cBoemy xapaktepy He
OTIIMYAIOTCS OT TAKOBBIX, HAOMO1aBIINXCA Y manueHToB ¢ PA (cm. pasznen «[loGouHoe neiicTBue»
BBIIIIE).

Hnghexyuu: obmias yacrota MHPEKIUI Npy BHYTPUBEHHOM BBEJIEHUHU TOLMIN3yMala cocTaBisiia
306.6 na 100 marmeHTOo-JIeT; 001Ias YacToTa Cepbe3HbIX MHpeKIui cocTaisuia 11.3 na 100
MaIUEeHTO-JIET.

Yacrora nnpexnuii y mannenToB ¢ ctOMA, nmony4aBmux Tepanuio TOMUIM3yMadoM I/K, ObLia
COTIOCTaBMMa C TaKOBOM y manueHToB ¢ ctOMA, monmydaromumx Tepanuio TOmm3ymMadboM B/B, a
3aperuCTPUPOBAHHBIE CEPhE3HbIE MHPEKITNN HE OTINYAINCH OT TAKOBBIX Yy MAIMEeHTOB ¢ PA, 3a
MCKIIFOUEHHEM BETPSIHOM OCIIbI U CPEIHETO OTHUTA.

Peaxyuu 6 mecme 66edenus: ormedanucs y 41.2% manuenton ¢ clFOMA. Haubonee uacto
BCTPEYAIOIITUMUCS PEAKIMSIMU B MECTE BBEJICHHI OBLITH dpUTEMa, 3y, 00JIh U OTEK B MECTE
BBE/ICHH. BOBIIMHCTBO peakiuii B MECTE BBEACHUS MMEITH TIEPBYIO CTETICHB TSKECTH, BCE
peakiuu ObUTH HE Cephe3HbIE M HEe TOTPEOOBAIN MPEPHIBAHUS TEPANTUU WA U3MEHEHUS 03Bl
TOIHMIIN3yMaba.

Hmmynocennocms: aHTUTENA K TONWIN3YMa0y ObUTH BBISIBICHBI y 2 U3 112 00cienoBaHHbBIX

IMalMCHTOB. v OJHOI'0 U3 HUX pa3BUBHIAACAA pC€aKIWs TMIICPYYBCTBUTCIbHOCTH IIPUBEIIA K
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HCKITIOUCHHIO U3 nccaenaoBanus. Copok mects (46) u3 51 marueHTa ObUTH MPOTECTUPOBAHBI HA
HAJIMYME aHTUTEJT K TOUWIN3yMaly repe] HadyajaoM TEpanuy U B X0/1€ Tepaliy TOLWIH3yMaOoM.
Hu y ogHOro nmanueHTa aHTuTeNa K Tonmin3ymMaly B X0/e TepaIiuy BBISBICHbI HE ObLIH.
H3menenun co cmoponst 1abopamopHsix nokazameieil

YeTKoii CBA3M MEXIy CHIDKEHHEM dHcla Heiitpodmios Hinke 1 x 10%/11 1 pasBUTHEM cephe3HBIX
UH(EKIMOHHBIX 3a00neBannii y nanuenToB ¢ PA, I'A, mfOUA u cfOUA He oTMeuanocs.

Pesmamouonvii apmpum (PA)

[Tpu pyTHHHOM MOHUTOPHUHTE J1a00PAaTOPHBIX MOKAa3aTeJIeH OTMEUAIHNCh CIEAYIOUINEe U3MEHEHHUS:
. 9 0

- CHIDKeHHe yKcia HeiTpoduios Huxke 1 x 10°/1 otmevanock y 2.9% nanueHToB, MOJIy4aBIInX

® .
npenapar AKTemMpa MOJK0XHO B 103€ 162 mr 1 pa3 B Hezelto;
- CHIDKEHHE urciIa TpoMboruToB <50 x 10%/MK1 He HaOTI01AIOCK;
- noBeimeHue akTuBHOCTU AJIT nnu ACT, B >3 pa3a npeBbliiaroliee BEpXHIOI0 I'PaHUILy HOPMBI,
3aperucTpupoBaHo y 6.5% u 1.4% nauueHToB, COOTBETCTBEHHO;
Tpanzutoproe noeimienne akTuBHOCTH AJIT (6onee yem B 3 pasa npessimiatroniee BI'H),
HaOJII0JaBIIEECs] y B3POCIIbIX MAMEHTOB ¢ pPA cpeaHeit min BhICOKOW CTENEHN aKTUBHOCTH
(cpenHsist MPOIOJKUTENBHOCTD 3a001eBaHMsI <6 MECSIIEB), KOTOPBIE paHee HE MOJIydall Teparnuio
MT, umeno 6oee BbIpaK€HHYIO TEHCHIIMIO BO3BpaTa K HOPMAJIbHBIM 3HAUSHHSIM [0 CPABHEHUIO
C ONyJIsIMen maueHToB ¢ PA.
- IOBBIIIICHUE TIOKAa3aTesisi 00111ero xonecrepruna >6.2 Mmoas/a (240 mr/mn) vabmonanocs y 19%
MAIMEHTOB, a CTOlKoe noBbImenue nokazatens JITTHIT >4.1 mmons/n (160 mr/mm) —y 9%
MalHUEeHTOB.

Tuzcanmoxnemounwviti apmepuum (I'A)

[Tpu pyTHHHOM MOHUTOPHHTE J1a00PaTOPHBIX MOKa3aTeJIed OTMEYAIUCH CIIEYIOIINE U3MEHEHNUS:
- CHUIKEHHMe dncia Heiitpoduno Huske 1 x 10%/1 ormeuanock y 4% HalnueHToB, MOTyYaBIINX

® .
npenapat AKTeMpa MOAKOXKHO B 03¢ 162 mr 1 pa3 B Heaemto. CHIDKEHHE YKcia HEUTPOPHIIOB
HE OTMEYaJIoCh Y MallMeHTOB B TPYIIIE M1ane0o, MoJIy4aBIInX MPEAHU30JI0H C TOCTEIIEHHBIM
CHU)KEHHEM J103BI;

3

- OJIHOKpATHOE TPaH3UTOPHOE CHIKeHue yucia TpomooruToB <100 x 10°/mki, He
COIIPOBOJKIAOIIEeCs KpOBOTeUeHHEM, HabIroaanock y 1% nanuentoB. CHUKEHUE yucia
TpomGonuToB <100 X 10%/MKT He OTMEUanOCh y MAIIMEHTOB B TPYIIE MIane6o, MOMydaBITIX
MPEITHU30JIOH C MOCTENIEHHBIM CHUKEHUEM J103bI,
- noBbiieHue aktuBHocTd AJIT wnu ACT, B >3 paza (ms AJIT) u B >3 pa3za (ayis ACT)
IIPEBBILIAIOIIEE BEPXHIOK TPaHUIy HOPMBI, 3aperucTpupoBaHo y 3% u 1% nanueHros,
COOTBETCTBEHHO;

- MIOBBIIIICHUE TIOKAa3aTelis 001ero xonecrepruna >6.2 Mmmoas/n (240 mr/mn) vabmonanocs y 29%
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MaIlMeHTOB, a cToikoe moBbieHue nokasaresns JITTHIT >4.1 mmons/n (160 mr/mn) —y 12%
IIaIMuECHTOB.

Tonuapmuxynsaprolil 108eHUAbHLIU uouonamuyeckuu apmpum (nfOUA)

[Tpu pyTHHHOM MOHUTOPHUHTE J1a00PAaTOPHBIX MOKAa3aTeJIeH OTMEYAINUCH CIEAYIOIINE U3MEHEHHUS .
. 9 0

- CHHKeHHe ynciia HeiTpodunoB Huxe 1 x 10°/1 otmeuanocs y 15.4% nanueHToB, HOTy4YaBIINX
npenapat Aktempa®;
- nosbiieHue aktuBHoctd AJIT win ACT, B >3 pasa npessimatoiiee BI'H, 3apeructpuposano y
9.6% u 3.8% manueHToOB, COOTBETCTBEHHO,
- noBeieHue nmokazarens JIITHIT >130 mr/mn otmedanocs y 14.3% nanueHToB, MOMy4aBIINX

A ®. 1 0 >200Mmr/
npenapatr Axktempa . [loBbiieHre nokasaresns ooiiero xonecreprunua >200Mr/ 11 oTMe4Yanoch y
12.8% naumeHToB, OTyYaBIINX npenapar Akrempa®.

Cucmemnwlil 108eHUIbHLIL uouonamuyeckunl apmpum (cfOUA)

[Tpu pyTHHHOM MOHUTOPHUHTE J1a00PaTOPHBIX MOKAa3aTeNed OTMEUAIHNCh CIAEAYIONINEe U3MEHEHHUS:
- CHIKEHHe uncia HeiTpodunos mumxke 1 x 10%1 ormeuanocs y 23.5% narueHToB, MOMy4aBITHIX
npenapat Aktempa®;

- CHIDKEeHHE yuncia TpomoonuToB <100 x 10%/MKIT HaBITIOAATIOCH y 2% NanueHToB, Moay4aBLIInX
npenapat Aktempa®;

- noBbieHue aktupHoctd AJIT mwn ACT, B >3 paza npessimatoiiee BI'H, 3apeructpuposano y
9.8% u 4.0% nanueHToB, COOTBETCTBEHHO;

- noBeimeHue nokazatens JITTHIT >130 mr/nn u obuiero xonecrepuna >200Mr/am oTMe4anoch y
23.4% u 35.4% nanueHTOoB, MOMYYaBIINX MpenapaT AkTeMpa®, COOTBETCTBEHHO.
Ilocmmapxemunzoseoe naonrwoenue

[TpuBeeHHBIE HUKE HEXKENATEIbHBIC PEAKIIMU ObUTH BBISIBJICHBI B X0/I€ TOCTMAPKETHHTOBOTO
HaOII0/IEHUS] HA OCHOBAHUU CIIOHTAHHBIX COOOIIEHUH, TUTEPATYPHBIX UCTOYHUKOB H
HEMHTEPBEHLIMOHHBIX HCCIIE0BATENbCKUX MporpaMM. HexenarenbHble peakIiuy MpeICcTaBIeHbI
COTJIACHO KJIaccaM CHCTEM OPTaHOB MEIUIIMTHCKOTO CIIOBAPS ISl HOPMaTHBHO-TIPABOBOM
nesitenibHOCTH MedDRA. J{nst onrcanust 4acTOThl HEXKeIaTeNbHBIX PEAKIM HCIOJIb3YIOTCS
cnenyromue kareropun: yacto (>1/100 u <1/10), penko (>1/10000 u <1/1000), oueHb penxo
(<1/10000).

Tabmuma 6. HexxenarenbHbIe peakiliy, BRISBICHHBIC B X0JI€ ITOCTMAPKETHHTOBOTO TPUMCHCHHS .

Cucrema Opran Yacro Penxo Ouensb peako
Kaace
Co CTOpOHBI KOXKHU U cunapom CTuBeHca-
ee TIPUIATKOB J>xoHCOHa!
Co cTOpOHBI KPOBH U | TUITO(HOPHUHOTEHEMHUS
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TUMQaTHIecKOi
CUCTEMBI
Co cTopoHsl aHa(uIaKcHs
MMMYHHOH CHUCTEMBI (patanpHasn)>®
Co cTOpOHBI ITEYEHU U JICKapCTBEHHOE neYeHOYHAs
KEITYEBBIBOISIIIHX MOpakeHHUEe MEYEeHN | HeIOCTaTOYHOCTD
myTeu renaTut
KenTyxal

1 - peakuus HabMIOAATACh B X0JI€ MOCTMAPKETHHIOBOTO HAOIIO/ICHHS, HO HE OTMEYallach B X0O/IE
KIMHAYECKUX uccienoBanuii. Kateropus yactoTsl ObUIa onpeaeseHa Kak BepXHsis rpanuna 95%-ro
JIOBEPUTEIEHOTO HHTEPBANA, PACCYUTAHHOTO HCXO/IS M3 OOIIET0 KOJIWYECTBA MAEHTOB, TIOTyYaBITHX
TOL[I/IJ]I/I3yMa6 B KIIMHUYECKUX UCCIICIOBaAHUAX.

2 - cM. pazzen «OcoOble yKazaHuUs».

3 - cm. pazzgen «[IpoTuBonokazaHus».

* - JacCToTa BCTPECUAEMOCTHU PACCUUTHIBACTCA HAa OCHOBAHNU JaHHBIX, ITOJTYUYCHHBIX U3 COOTBETCTBYIOIIUX
3aBCPHICHHBIX KIIMHUYCCKUX I/ICCHGZIOBaHI/Iﬁ 10 BCEM IIOKa3aHUSIM.

Ilepeno3supoBka

JlanHble 0 nepeno3uposke npenapara Akrempa® orpanudeHsl. B ogHOM ciyuae
HeMpeHaMepeHHOH Nepe03UpOBKY Mpenapata B 103€ 40 MI/KI BHYTPUBEHHO Y MalUEHTa C
MHOKECTBEHHOW MHUEJIOMOM HEKENATEIbHBIX peakIMi He oTMedeHo. He oTmeuanock Takxke
CEpbE3HBIX HEKENATEIbHBIX PEAKIINN Y 310pOBbIX JOOPOBOJIBIIEB, KOTOPHIE MOIY4aIn
oHOKpaTHO mpenapaT Axrempa® B 103e 10 28 MI/KT BHYTPUBEHHO, XOTs HAGII0aNach

HEeUTpoIeHus, TpeOyroIas CHUKEHUS J103Bl.

B3aumoneiicTBue ¢ IpyruMu JieKapCTBEHHBIMH CPeICTBAMU

[TonynauroHHbIN (hapMaKOKMHETHYECKUN aHAIN3 KIMHUYECKUX UCCIIEOBAaHUN HE BBISIBUI
KaKoro-iaubo BO3A€MCTBUS METOTPEKCATa, HECTEPOUTHBIX MPOTHBOBOCHIAIUTEIHHBIX MPENapaToOB
WM TTIFOKOKOPTUKOCTEPOHIOB Ha KIIMPEHC TOIMIM3yMada y nanueHToB ¢ PA. V manuentos ¢ ['A
KYMYJISITUBHBIE JI03bI TJIFOKOKOPTUKOCTEPOUIOB HE OKA3BIBAIIM BIUSHUS HA SKCTIO3UITHIO
TOIMIN3yMaba.

DapMaKOKHHETUYECKUE TapaMETPhI TOIMIIN3yMa0a OCTaIOTCSl HEM3MEHHBIMU TIPH
O/IHOBPEMEHHOM MPUMEHEHUHU JPYTUX NPOTUBOPEBMATUYECKUX MTPENapaToB (TaKUX Kak
MIPOTUBOMAIIPUIHBIE TIPETIapaThl (XJIOPOXHH U €T0 MPOU3BOIHBIE), HUMMYHOCYTIPECCAHTHI
(azaTtmonpuH, nedayHOMH ), GoIMEeBas KUCIOTAa U €€ MTPOU3BOIHBIC, HHTHOUTOPHI
[IUKIIOOKCUTEHA3bI-2 (LIEJICKOKCUO) U aHAIBI'eTHKH (TTapareTaMoll, TpaMaaoil, KOJEUH 1 UX
MIPOU3BOJIHBIE)).

OxHOBpEMEHHOE OJTHOKPATHOE BBEACHHUE TOMIN3yMaba B 1o3¢e 10 MI/Kr U MeToTpeKcaTa B 103€
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10-25 Mr oauH pa3 B HEJEIIO He OKa3bIBAJIO KIIMHUYECKH 3HAYUMOTO BIIUSHUS HA SKCIO3UIIUIO
METOTpeKcaTa.

HccnenoBanus 1o U3y4eHUI0 KOMOMHUPOBAHHOTO MPUMEHEHHS TOUMIN3yMala ¢ JpyrumMu
ouonornueckumu BIIBIT He mpoBOIUIUCE.

[Tockonbky 3Kcrpeccust nedyeHouHbIx n3ohepmentoB CYP450 nonaBnsercs moj AecTBUEM
HUTOKMHOB (Harpumep, NJI-6, KOTOpBIil CTUMYIHPYET XpOHUYECKOE BOCHAJICHUE), TIPU
MIPOBEJICHUH TEePAINH CPEICTBAMU, HHTUOUPYIOIIMMHE JISHCTBHE IIATOKUHOB (HAPUMED,
tonuausymao), skcrpeccus uzopepmentos CYP4A50 moxer ObITh HapyieHa. B ncciemoBanusx in
Vitro, mpoBeCHHBIX Ha KyJbTYypE reMaToUTOB YeIOBEKa, ObLIO MoKa3aHo, uto NJI-6 BeI3bIBaET
cHwkenne sxcnpeccun nzopepmentoB CYPLA2, CYP2C9, CYP2C19 u CYP3A4. [lpumenenune
ToNMIM3yMaba HOPMaTU3yeT SKCIPECCHIO dTHX H30depMenToB. Biusuue npenaparta Axkrempa®
Ha n3odpepmentsl CYP (kpome CYP2C19 u CYP2D6) umeeT KIMHUYECKOE 3HAUCHUE IS
npemnaparos, siistonuxcsa cyocrparamu CYP450, ¢ y3kuM TepaneBTHYeCKUM HHIEKCOM U/UIH
JUTSL KOTOPBIX 0361 MTOIOMPAIOTCS HHANBHYAIBHO. Y TAMEHTOB C PEBMATOMIHBIM apTPUTOM
KoHIeHTpanus cumBacTatuHa (cyoctpat CYP3A4) yepes 1 Hemeno mocie OAHOKPATHOTO
BBEJICHUS TOLMIN3yMala CHIDKanach Ha 57%, T.e. Oblj1a HEMHOTO MOBBIIICHHON WJIM aHATOTHYHOM
TaKOBO Yy 37I0POBBIX I0OPOBOJBIEB. B Hauase umu mpu 3aBeplIeHUH Kypca Teparuy npenapaTom
Axrtempa® crenyer TiaTenbHO HAGMIONATH 32 MAIIMEHTAMH, MOTYYAOIMMH JIEKAPCTBEHHBIE
CpeACTBa B MHAWBUAYAILHO MMOTOOPAHHBIX /103aX, M KOTOPBIE META0OIH3UPYIOTCS TIOCPEICTBOM
uzodpepmentoB CYP450 3A4, 1A2 wnu 2C9 (Hanpumep, aTopBacTaTH, 0J0KaTOPHI
«MEJIJICHHBIX» KaJbI[MEBBIX KaHATIOB, TeOPUIUTHH, BappaprH, GEHUTONH, IMKIOCIOPUH HIIH
Oenzonuazenuubl). J{ist oOecreueHus TepaneBTHYECKOTro ISHCTBUS ATHX MPernapaToB BOZMOKHO
noTpebyeTcs yBeIMdeHre UX 1036l YUHThIBas JIUTENbHEIH {1/, penmapata Aktempa®, ero
neiictBue Ha akTUBHOCTh CYP450 dhepMEeHTOB MOKET COXPaHATHCS B TEUEHHUE HECKOIBKHUX

HCACIIb ITOCJIC MMPCKpAIICHUSA TCpaIllu.

Oco0ble ykazaHus

B MeaunmHCKOM JOKyMEHTAIIMK MAIlMEeHTa CIelyeT yKa3blBaTh TOPrOBOE HAMMEHOBAaHHE
Tpemapara 1 HoMep cepuu. 3aMeHa npenapata Axktempa® 11 MOJIKOKHOTO BBEIEHHUS HA KaKOii-
100 Apyroi GMOIOTHYECKUil JIEKapCTBEHHBIN Mpenapar TpeOyeT COrjacoBaHUs C JIeHallluM
BPavuOM.

Peakyuu 2unepuyscmeumensrocmi; I HOCTMAPKETUHIOBOM MPUMEHEHHH npenapata Akrempa®
AJI1 BHYTPUBCHHOI'O BBCACHUA Ha6HIOI[aHI/ICB CCPBLC3HLBIC PCAKIIMU TUTICPIYBCTBUTCIILHOCTH,

BKITIOYas aHadunakcuro (cM. pasznen «l[lobounoe aeiicTBue»). JlaHHbIE CephEe3HBIC SBICHHUS MOTYT

ABIATHCA TAXKCIIBIMH U ITOTCHIUAJIBHO (baTaJ'IbHBIMI/I Y NaUMEeHTOB, paHEC UMCBUINX PCaKIINN
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TUIepUYyBCTBUTEILHOCTH TIPH IPUMEHEHHH npenapara AkTempa® B KOMIIIEKCe ¢ IpeMenKanueit
[JIFOKOKOPTUKOCTEPOUAAMHU M aHTUTMCTAMUHHBIMU TIpETapaTaMu.

Ipu BBeeHuH penapaTa AxteMpa® J0JKeH ObITh HPETyCMOTPEH KOMILIEKC HEOOXOMMMBIX
MEPONPUITHIA JUIsl ICUEHUSI BOZMOXKHOM aHa(uiIakTuueckoil peakuuu. [Ipu BOSHUKHOBEHUH
aHapUIAKTUYECKON peaKIMK U IPYroi Cepbe3HON PeaKIMK TUIepYyBCTBUTEILHOCTH BBEICHUE
npenapata Axtempa® creyeT HeMeJIEeHHO IPEKPaTUTh, HauaTh COOTBETCTBYIOIIEE JIEUEHHE U He
BO300HOBIISTH TEPAIUIO MPENAPaTOM B JAJIbHEHIIIEM.

Tybepxyne3: 10 Ha3HAaueHUs npenapata Akrempa®, Kak U IpU Ha3HAYEHHH JPYTHX
OHMOJIOTHYECKHX MPEraparoB, CleyeT IPOBECTH MpeaBapuTeIbHOe 00CIeI0BaHUE MAIUEHTOB Ha
HaJIM4yue JIAaTEeHTHOro TyOepkyie3a. [Ipy BbIsIBIEHUM JATEHTHOTO TYOEepKyJie3a ClieyeT IPOBECTH
CTaHJAPTHBINA KypC aHTUMHKOOAKTEpUAILHON Teparuy Nepel HayaaoM JISYeHUs IIpenapaToM
Axtempa®.

HmmyHnusayus: He cieayeT NPOBOAUTh UIMMYHH3AIUIO KUBBIMU U )KMUBBIMU OCTIa0JICHHBIMU
BaKI[MHAMH OJHOBPEMEHHO C Teparnueii npernapaToM AkTempa®, MocKonbKy 6e30MacHOCTh
0J00HOTO coYeTaHus He ycTaHOBIIeHa. OTCYTCTBYIOT JaHHBIE O BTOPUYHOM repeade HHQPEKI
OT MalMEHTOB, MOJIYYAIOIUX KUBbIE BAKI[MHBI, K TAIlHEHTaM, OTyYaloIINM TOMIN3yMal. ¥
NaIMEHTOB C PEBMAaTOMAHBIM apTPUTOM, MOJYYAIOIIHUX TEPAMUIO TOLMIN3yMaOoM/
METOTPEKCATOM, OTBET Ha 23-BaJICHTHYIO MTHEBMOKOKKOBYIO ITOJINCAXaPHUIHYIO BAaKIIUHY U
CTOJIOHSIYHBIN aHaTOKCUH ObUI COTIOCTAaBUM C TAKOBBIM Y NAIIUEHTOB, OJYYaOIINX MOHOTEPAIHIO
MeTOTpeKcaToM. PekoMeHTyeTcs, 4To0bl 10 Hauasa JedeHus npermapatoM Aktempa® Bce
HalueHTs! (0COOEHHO JIeTH U MallMEeHTHl MOXKHUIIOT0 BO3pAcTa) MPOIUIH BaKIIMHALIMIO B
COOTBETCTBUU C HAallMOHAJIbHBIM KaJleHJapeM npuBuBoOK. Cienyer coOnoaaTh HHTEpBa (B
COOTBETCTBUH C JACUCTBYIOIUMH PEKOMEHIAUSIMH 110 IMMYHH3AllMH1) Y TAI[UCHTOB,
MOJIYYaIOIUX TEPANI0 MMMYHOCYIIPECCUBHBIMU NpenapaTaMu, MEeX1y UMMYyHH3alMen )KUBBIMU
BaKI[MHAMU ¥ HA4aJIOM Tepanuu npenapatomM Axrempa®.

Peaxmueayus eupycnuvix ungexyuii: y Nalfi€HTOB ¢ PEBMATOUAHBIM apTPUTOM, MOTYYaBIIMX
Tepanuio OMOJIOTMYECKUMU MpernapaTaMu, HabII0JaINCh CIIy4ad peakKTUBALUU BUPYCHON
uHeKIH (Hanpumep, BUpycHoro renatuta B). [lanueHTsl, uMeBIINeE MOI0KUTENbHBINA
pe3ysbTaT NpU CKPUHUHTOBOM OOCIIEI0BAaHUM HA TeMaTUT, HEe BKIIOYAINCh B KIMHUYECKHE
yrccrae[oBaHus mpemnapara Akrempa®.

Cunopom akmueayuu maxpoghazos y nayuenmos ¢ cFOHUA

CuHApPOM aKTUBAIMU MaKpO(aroB sIBJISETCS CEPbE3HBIM KU3HEYTPOXKAIOIIIM COCTOSTHUEM,
KOTOPOE MOXKET pa3BUThCs y manueHToB ¢ cKOMA. D¢ dexTuBHOCTS M 6€30MaCHOCTH Mpenapara
Axtempa® B epro BOSHUKHOBEHHS CHHAPOMA aKTHUBAIINH MaKpo(aroB He H3ydaiuch.

H3menenun nabopamopnvix nokaameinei
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Helimponenus: Tepanus npenapaTomM Axktempa® accolmupoBanack ¢ 60s1ee BBICOKOH 4acTOTOl
pa3BUTHUA HEUTPOINIEHUH. HelTponeHus, CBA3aHHas C JICUEHUEM, HE aCCOLMUPOBAIIACH C
pa3BuTHEM cepbe3HbIX HHpeKkImii (cM. paznen «lobounoe neiictBue»). Ciemyer mposBIsATh
OCTOPOKHOCTH TIPM Ha3HaYeHUM npenapata AkTempa® malnuenTaM ¢ HelTponeHueii, T.e. npu
abcomoTHOM uncie Heiirpodunos (AUH) <2.0 x 10%m. TIpu AUH <0.5 x 10%/1 neuenne
npenapatoM Axtempa® He pexomenayercs. [Ipu PA u A ciieayeT MOHUTOPUPOBATH YHCIIO
HeliTpodunos. [lepBoe onpeneneHue komudectsa HelTpoduinos nmpu PA u I'A pexomenmyercs
BBIIIOJIHUTH B IEPUOJ C 4-0i1 1O §-yI0 HEJENIO [TOCIIEe Havala Tepaluy, a B JaIbHEHIIEM B
COOTBETCTBUM C KJIMHUYECKON MPAaKTUKONW. PexoMenaaluu 1no 103MpoBaHUIO IIpernapara B
3aBucumoctu ot AYH npencrasnens! B paszziene «Crnocod NIpUMEHEHUS U 103b1».

[Tpu nfOUA u cFOUA uuciio HeHTpopHIOB ciIeayeT KOHTPOIUPOBATH B IEHb MPOBEJCHUS 2-TO
BBE/ICHUS, a B JaJIbHEHIIIEM B COOTBETCTBUU C KIIMHMUYECKON MPAKTUKOM (cM. pa3zaen «Crnocod
HIPUMEHEHUS U J103bD»).

Tpomboyumonenus: Tepanus IpenapaToM AkTempa® acCOIMUPOBANACh CO CHIKEHHEM YHCIIa
TpoMOo1TOB. CHIYKEHHE YMCIIa TPOMOOLIUTOB, CBSA3aHHOE C JICUCHHEM, HE aCCOIUUPOBATIOCH C
Cepbe3HBIMU ClTyyasiMi KpoBoTeueHHi (cM. pazzaen «llobounoe neiicteuer). Cienyer codbmoaarsb
OCTOPOKHOCTH TIPH PEIIEHH BOMPOCa O Havajle Tepanuy Tpenapatom Aktempa® npu umcie
tpom6GormToB Hike 100 x 10%/MKi. JleueHne He peKOMEHIyeTcs TIPH YHciIe TPOMOOIHUTOB <50 X
10%/mxn. TIpu PA u T'A crietyeT MOHMTOPHPOBATH YHCIO TPOMOOIIUTOB TIEPBHIil Pa3 B MEPHOJ C 4-
Ol 110 8-yI0 HEJEIIO MOCIIEe Hayajla TEpaIuy, a B JAIBHEUIIEM B COOTBETCTBUM C KIIMHUYECKON
NpakTUKOi. PekoMeHaanmu no J03MpOBaHUIO Mpenapara B 3aBUCUMOCTH OT YHCia TPOMOOIIMTOB
npeJcTaBieHbl B pasnene «Crnocod NpUMEHEHUs U 103bD».

[Tpu nfOUA u cFOUA uucno TpoMOOIIUTOB ceayeT MOHUTOPUPOBATH B JI€Hb POBEAECHUS 2-TO
BBE/ICHHUS, a B JaJIbHEHIIIEM B COOTBETCTBUH C KIIMHUYECKON MPaKTUKOM (cM. paznen «Crnocod
IIPUMEHEHUS U J103b1»).

Ocobennocmu Oelicmeus 1eKapcmeeHHo20 npenapama npu nepeom npueme Ui npu e2o ommeHe
HccnenoBanus Mo H3ydeHHIo BO3MOKHOCTH TIpenapata AKTeMpa® BBI3BIBATh 3aBHCHMOCT HE
TIPOBOMINCH. VIcX0/ U3 NMEIONIUXCS JaHHBIX, npernapar Aktempa® He 061aqaeT TakuM

NENCTBUEM.

Biusinue Ha ClIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPeACTBAMM U MEXaHU3MAMU
HccnenoBanus 10 U3YYEHUIO BIMSHUS Mpernapara Ha CIOCOOHOCTh YIPABIATh TPAHCIIOPTHBIMU
CpeACTBaMHU M MEXaHW3MaMH He IPOoBOIMINCh. OJJHAKO, YUUTHIBas TOT (AKT, YTO IPHU Teparuu
npenapatoM AkTeMpa® yacTo HabII01A7I0Ch TOTOBOKPYKEHHUE, MAIlMEHTaM, HCTTIBITHIBAIOIIMM

JTAHHYIO HEXeNlaTeIbHYIO PEaKIuIo, CIeIyeT PEKOMEHI0BaTh HE YIPaBIsATh TPAHCIOPTHBIMU
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CpeICTBAaMHU M MEXaHU3MaMHU J0 TeX IMOp, IOKa roJIOBOKPYKEHHUE HE MPEKPATUTCS.

dopMa BbINIYCKa

PacTBOp Juts moakoxxHoro BeeaeHus 162 mr/0.9 mu

ITo 162 mr/0.9 M mpenapara B MIPHUII-TIOOKK, KOPITYC KOTOPOTO U3TOTOBJICH U3 HEUTPATILHOTO
crekisia tuna 1 (E®), 3akppIBaroiuiicst ¢ OAHOM CTOPOHBI OPITHEM, U3TOTOBJICHHBIM U3
IJIACTMACChl, HAa KOHIIE KOTOPOT0 UMEETCs AUCK U3 OyTHIIKaydyKa, JaMUHUPOBAHHOIO
dropnonumepom. C Apyroit CTOpOHBI HIMPUI-TIOOMK UMEET BCTPOCHHYIO Uy AJI1 HHBEKIUH,
KOTOpasi 3aKpbITa KOJIIMAYKOM U3 HE COAEPIKALLETO JATEKC MOIMU30IIPEHOBOrO KayuyKa,
MIOMEILEHHOTO B MOJIMMEPHBIA HakoHeUHUK. [IInpui-TroOUK cO BCTPOSHHOMN UTIJION ITOMEIEH B
3alIUTHBIA KOPITYC, M3TOTOBJICHHBIN N3 OECIIBETHOTO TUIACTHKA, B KOTOPOM CBOOOIHO BpAIIaeTCsl.
Han urnoit B 3a1lUTHOM KOPITyCce HaXOAUTCS CKaTas MPYKUHA, KOTOPasi, pa3KUMasich 1OCIIe
MPOBEJICHUS MHBEKIINH, TPUBOJIUT B IUCTBUE CITYCKOBOI MEXaHU3M U 00eCreUrBaeT BTATUBAHUE
UTJIbl BHYTPb 3alllUTHOTO KOpITyca.

4 mmpuI-TIOOMKA BMECTE ¢ MHCTPYKIHUEH 10 MPUMEHEHHUIO TIOMEIIAIOT B KAPTOHHYIO MAYKYy.

YciaoBus XxpaHeHus
XpaHuTh npu Temnepatype 2-8 °C B 3aIIMIIIEHHOM OT CBETa MECTe.
He 3amopaxuBats.

XpaHI/ITB B HCAOCTYIIHOM IJIA JIETeH MecTe.

Cpoxk rognocTu
2 roja.

He ncnonp30BaTh M0 HCTEYCHUU CpOKa rOAHOCTH.

YcaoBust ornmycka

ITo peuenry.
Baanesen PerucrpannoHHOro y1ocroBepeHust
@. Xobdmann-JIs Pour JIta., HBelinapus

F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoauTenn

Berrep ®apma-Deprurynr ['m6X u Ko. KI', 'epmanus
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Vetter Pharma-Fertigung GmbH & Co. KG, Schuetzenstrasse 87 und 99-101, 88212 Ravensburg,

Germany

Opranuszanusi, yloJHOMOYEHHAS HA IPUHATHE NPETEeH3Uil 0T NoTpeduTeIei

Ilpemenszuu nompebumeneii nanpasiams 6 komnanuro AO «Pow-Mockseay no adpecy:
107031, Poccus, r. Mocksa, TpyOHas momamip, 1. 2, moMmemierue 1, stax 1, komnara 42
tei. (495) 229 29 99, dpakce (495) 229 79 99

unu uepes popmy ob6pamuoil céa3u Ha caime:

www.roche.ru
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