JIMCTOK-BKJIAABIII - HHGOPMALUA U ALMEHTA

AxTempa®, 20 Mr/mJj1, KOHIEHTPAT JJIsi IPUIOTOBJIEHHUsI PACTBOPA ISt HHY3Hii

JlelicTByrolIee BEIECTBO: TOLMIN3yMao

Ilepen npuMeHeHHeM Npenapara MoJHOCTbIO IPOYUTANTE JTUCTOK-BKIIAABILI, IOCKOJIbLKY B

HeM coJep:kaTcs BaxkHble 1J1d Bac cBexenus.

o (CoxpaHuTe TUCTOK-BKJIaabII. Bo3mokHo, Bam moTpebyercs mpounTaTh €ro ere pas.

e FEcmu y Bac BO3HMKIM JONOJHHUTENBbHBIE BOIMPOCHL, OOpaTUTECh K JIEHalleMy Bpady,
paOOTHHKY aNTeKH WU METUIIMHCKOM cecTpe.

e [Ipenapat Ha3HaueH uMeHHO BaMm. He nepenasaiite ero apyrum mogsam. OH MOKET HABPEUTh
UM, JTa)Ke €CIIU CUMIITOMBI UX 3a00JIeBaHMsI COBMAAIOT ¢ Bamumu.

e Ecnu y Bac BO3HUKIN Kakue-IH00 HeXeNlaTeNbHbIE PeaKkIny, 00paTUTECh K JIeyalleMy Bpady,
paOOTHHKY anTeKu MM MEIUIIMHCKOMN cecTpe. JlaHHas peKoMeHIanus paclpoCTpaHseTcs Ha
T00bIe BO3MOYKHBIE HEXeJaTeIbHbIe PEakIMy, B TOM YMCIIEe Ha HE IEPEUHCIICHHBIC B pa3iene

4 nucTKa-BKIAABIIIA.

ConepxxaHue JUCTKA-BKJIAAbIINIA
Uto u3 cebst mpeacTaBiseT mpenapar AKTeMpa®, U JUIsl 4YE€TO €r0 MPUMEHSIOT.
O yem cienyer 3HaTh Nepe MPUMEHEHHEM MpernapaTa AKTeMpa®.
[Ipumenenue npemnapara AKTeMpa®.

1
2
3
4. Bo03MOXHBIE HEXKENATEIbHBIE PEAKIIUH.
5. Xpanenue npenapara Aktempa®.

6

ConepxuMoe yakoBKU U IIPOYUE CBEICHUSI.

1. Urto u3 cedst mpeacTaBsieT npenapat AKTeMpa®, 0 /151 4ero ero NpuMeHsIIoT

[penapar AkTemMpa® COIEPKHT ACHCTBYIOIIEE BEIIECTBO TOLMIM3YMab, KOTOPOE OTHOCHUTCA K
rpylnmne TmpenapaToB TIOJ HAa3BaHWEM HMMYHOJECTIPECCAHThI, MHTHOUTOPBI WHTEPICHKHUHOB.
Tomunuzymad OnokupyeT nAedCTBHE oOmIpeleseHHOro Oenka (IMTOKMHA), Ha3bIBAEMOIO
MHTEPIEHKUHOM-6. IHTepIeHKIH-6 y4acTBYeT B BOCHATUTENBHBIX MPOLIECCax, U ero OJIOKUPOBKa

MOKCT YMCHBIIHUTDH BOCIIAJICHUC B OPraHu3Me.
IToxka3zaHus K NPUMEHEHHIO

PeBMaTOWIHBINA apTPUT

Ipenapar Axrempa® mokaszaH K IPUMEHEHHIO Y B3POCIIBIX B BO3pacTe OT 18 JIET ¢ peBMaTOUHBIM
apTPUTOM CO CPEAHEW WJIM BBICOKOM CTENEHBIO aKTHUBHOCTH KaK B BHMJIE€ MOHOTEPAIIUHU, TaK U B

KOMOMHAIMM €  METOTPEKCaTOM W/WIM ¢  JPYTMMH  00J€3Hb-MOJUPUIMPYIOIIIMH
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AHTUPCBMATUYCCKUMU IpCliapaTaMr, B TOM YHUCIC JId TOPMOXKCHHUA PCHTICHOJIOTNYCCKU

JOKa3aHHOM JIECTPYKIMHU CYCTaBOB.

THonuapTHKYISPHBIA IOBEHWILHBIA MINONATHUYECKUN apTPUT

Ipenapar Axrempa® Hoka3aH K NPUMEHEHHIO y J€Tell B BO3pacTe OT 2 JET C aKTUBHBIM
MOJIMAPTUKYIISIPHBIM IOBEHUJIBHBIM HIMOTIATHYECKUM apTPUTOM Kak B BUJIE MOHOTEPAIUH, TaK U

B KOMOWHAITUH C METOTPEKCATOM.

CucreMHBIH I0BEHWIbHBIH HIHOTATUYECKUNA apTPUT

Ipenapar Axrempa® Hoka3aH K NPUMEHEHHIO y JETell B BO3pacTe OT 2 JET C aKTUBHBIM
CHCTEMHBIM IOBEHWIBHBIM MIMONATHUYECKUM apTPUTOM KaK B BUAE MOHOTEpAluM, TaKk U B

KOMGI/IHaHI/II/I C MCTOTPCKCATOM.

COVID-19 (COronaVlIrus Disease 2019)

[penapar Aktempa® nokaszaH K NIPMMEHEHHUIO Y FOCTIUTAIN3UPOBAHHBIX B3POCIIBIX B BO3PACTE OT
18 nmer, TONyYAIOIIMX CHUCTEMHBIE  TJIIOKOKOPTHUKOCTEPUOJBI, KOTOPHIM  Tpedyercs
IOJIEPKUBAIOILAs TEpPANMsl KUCIOPOIOM WIIM UCKYCCTBEHHAs! BEHTUIISLUSA JIETKUX, AJIS JICUEHUS

HOBO# KopoHaBupycHoil napekuuu (COVID-19).

CI/IHHDOM BBICBOGO)K,Z[GHI/ISI IUTOKMHOB

[penapar AktemMpa® noka3aH K IPUMEHEHHIO Y B3POCIIBIX U JIETEH B BO3PACTE OT 2 JIET € TSHKEIBIM
WIA SKU3HEYTPOXKAIOIIUM  CHHAPOMOM  BBICBOOOXIEHUS LUTOKHHOB, WHAYIIMPOBAHHBIM

npenaparamu T-KJIETOK ¢ XUMEPHBIMU aHTUT€HHBIMU PELEIITOPAMH.

Cnoco0 neiicTBus npenapara AkTempa®

JlelicTBylolIee BemecTBO Mpenapara AkTeMpa®, TOIMIN3yMa0, CBA3BIBAETCSA ¢ PACTBOPHMBIMHU U
MEMOpaHHBIMHM peLenTopaMu (MOJIEKYyJaMH Ha TOBEPXHOCTH Oenka) HWHTepieHKuHa-6 Hu
omoxupyet ero. MHTepnedkuH-6 001amaeT MHUPOKUM CIIEKTPOM OHMOJIOTMYECKON aKTUBHOCTH B
OTHOILICHNH UMMYHHOM PEryJsliuy, BOCIIAIEHUS U KPOBETBOpeHUs. MHTepneiikuH-6 BOBIICUEH B
BO3HMKHOBEHHE U Pa3BUTHE pa3IMYHbIX 3a00J€BaHM, B TOM YHCIIE BOCHAIUTEIbHBIX
3a00JIeBaHMi, OCTEONOPO3a U HOBOOOPA30BaHUH.

Henb3st UCKIIOYUTH  BEPOSTHOCTh  OTPULIATENILHOTO  BO3JCHCTBHA — ToIMIM3ymaba Ha
MPOTHBOOIYXOJIEBYI0 M TMPOTUBOMH(EKIMOHHYIO 3allUTy OpraHuzMa. Ponb OJOKHPOBKH

peuentopa UHTepAeHKHA-6 B pa3BUTHH OIyXO0JI€il HEM3BECTHA.

Ecnu ynydmenue He HacTynmuwio, Wind Bel uyBcTByeTe yxymuieHHe, HE0OX0AUMO 0OpaTUThCS K

Bpauy.
2. O 4eM cllelyeT 3HATH Nepe] NPHMeHeHneM npenapara Akrempa®

Bepcusa 3 OpnobpeHo M3 P® 30.06.2025 2



IIporuBonOKa3aHus

He npumensiite npenapar Akrempa®:

ecnu 'y Bac wim y Bamero pebenka amieprus Ha TOLMIM3YMaOd WM JHOObIe Jpyrue
KOMIIOHEHTHI Mpenapara, IepeuncieHHbIe B pasjiene 6 IMCTKa-BKIabIIIa;
ecnu y Bac wim y Bamero peGenka akTuBHOE MH(EKIIMOHHOE 3a00sieBaHUE (B TOM YHCIE

TyOepkynes), 3a uckimodennem COVID-19.

Oco0ble ykazaHusi M1 Mepbl PEAOCTOPOKHOCTH

Ilepen npuMeHeHueM npenapata AkTempa® HPOKOHCYIBTHPYHTECh C JI€YalMM BpauoM,

paOOTHHUKOM anTeku WM METUIIMHCKON CecTpoil.

Ecmu y Bac unm Bamero pebGenka ectb Kakas-in00 MH(peKUMs, KpaTKOBpEMEHHAs WIN
JoArocpoyHas, wiu eciu Bel wim Bam pebGeHok wacto Ooseere HMHGEKIMOHHBIMU
3a60J1€BaHUAMH, COOOMIUTE 006 5TOM JedameMy Bpady. IIpenapar Akrempa® MOKET CHU3HTh
CIOCOOHOCTh OpPraHu3Ma pearupoBaTh Ha MH(EKIUU U MOXKET YCYIyOHTh CYIIECTBYIOILIYIO
MHQEKIMIO WU YBEITUYUTh BEPOSITHOCTh 3apakeHHsl HOBBIMH HH(pekiusmu. HemenaeHHo
cooOuuTe eyaiemMy Bpady, eciu Bol mioxo ceds 4yBcTByeTe.

Ecnu y Bac unu Bamero peGenka Obi1 TyOepKkyJie3, cooOmuTe 06 3TOM JieyaliemMy Bpady.
Bpau npoBepuT Haslm4Ke NPU3HAKOB U CHMIITOMOB TyOEpKyJie3a repe/] HayajaoM MPUMEHEHUs
npenapara Akrempa®. Eciu cuMnToMsl TyOepkynesa (MOCTOSHHBIH Kalleb, TIOTEPS Macchl
TeNa, amaTus, HEOOJBIIOE IOBBIIICHUE TEMIEepaTyphl) WM JI000W Ipyroil MHGEKIHH
nosiBisitoTcsl 'y Bac mnm Bamero pebeHka Bo BpeMs WJIHM IOCIE JICUCHHs, HeMeIJeHHO
cooburure 00 3TOM Bpauy.

Ecnmu panee Bol mnu Bam peGeHok Gosenut BUpYCHBIMU MH(EKUIUSAMH, cOOOIMUTE 00 3TOM
nevamieMy Bpaudy. Coo0Ianocs o ciydyasx peakTHBAllMU BUPYCHOM HH(eKINHU (Harpumep,
BUPYCHOTO remaruta B) y manueHTOB ¢ peBMaTOMAHBIM apTPUTOM, MOJIYYABIIMX TEPAIIHIO
OMOJIOTUYECKUMU TIpenapaTaMy.

Ecnu y Bac unu Bamero peOenka Obutd sI3BbI KMINEYHUKA WIM AUBEPTHKYJIMT, COOOIINTE
00 3ToM nedamiemy Bpayy. CHMIOTOMBI 3THUX 3a00JI€BaHUN BKIIOYAIOT OOJb B JKMBOTE W
HEOOBSICHUMBIE U3MEHEHUS B padOTE KHILIEYHUKA, COIIPOBOXKIAIOIINECS JTUXOPAIKOH.

Ecnu Bol win Bamn peGeHOK UCTIBIThIBaETE a/llIepruyeckne peakiuu, Takue Kak CTECHEHHE
B TPY/AH, CBUCTSIIME XPHUIIBI, CHIIBHOE TOJIOBOKPYKEHHUE MM MPEeAOOMOPOYHOE COCTOSHHE,
OTeK T'y0, sI3bIKa, JIMLA WM KOXHYIO CHIIIb BO BpEMsl HJIM TOCJI€ BBEACHUS Ipernapara,
HeMeJIeHHO coo0muTe 00 3ToM JeyamieMy Bpady. [Ipu BO3HUKHOBEHUH aHA(QUIAKCHM WIIN
ApYroil Cepbe3HON aIepruuecKod peakuuu HeMeMJIeHHO IIPEeKpaTHUTe MpUMEHEHHE

npenapara Akrempa®.
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e Ecnu y Bac nnu Bamero pebenka ects 3a00/1eBaHHe Me4eHH, COOOIINUTE 00 ITOM JieHalemy
Bpauy. [lepes npuMeHenneM npenapara AkteMpa® Jedaniuii Bpad MoKeT HanpaBuTh Bac uin
Bamero pebenka Ha aHamu3 KpOBH, 4TOOBI OLEHUTH (YHKIUIO nedeHd. [Ipu nmpumeHeHun
npenapara AktemMpa® HaGJII0JaI0Ch CEPhE3HOE JEKAPCTBEHHOE NOPAKEHUE MEUEHH, BKIIF0Yas
OCTPYI0 TI€UYEHOYHYIO HEJOCTAaTOYHOCTb, TIENaTUT (BOCHAJIEHUE II€YEHH) M IKEITYXY
(TOXeNnTeHne KOKU U OEITKOB TJ1a3).

e IIpenapar Akrempa® MOKET BJIMATH Ha J1aG0PATOPHbIE MOKA3ATEH KPOBH (CHUKATh YMCIIO
HEUTpOQUIOB (KJIETOK KPOBH, KOTOPHIE OTBEYAIOT 32 MMMYHHUTET) W/WIM TPOMOOIIUTOB
(KJIETOK KpOBH, KOTOpPHIE OTBEUAIOT 32 CBEPTHIBAEMOCTH), MOBBIIIATH MOKA3aTeNH OOILEro
XOJIeCTepUHA, TPUTIHUIEPUIOB /WK JTUNONPOTEHMHOB HU3KOHM IUIOTHOCTH). Jlewamuii Bpau
Oy/eT KOHTPOJIMPOBAThH TIOKA3aTEIN KPOBU BO BpEMsI JICUCHHS.

e Ecmu y Bac oTrmeudaioTcsi mocTOSSHHBbIE TOJI0BHbIE 00JIM, YTO MOXET OBITh CHMIITOMOM
HapyleHust paboThl HEPBHOW CUCTEMBI (AEMUEIMHU3UPYIONIETro 3a001eBaHus), coooumTe 00
9TOM JIeHalleMy Bpauy.

e EciuyBac ecTs 310kauecTBeHHOE HOBOOOpPa30BaHUe, COOOLTUTE 00 3TOM JieUalieMy Bpady.
Bpau nomxen Oyzmer pemuTh, MOXHO JM Bam mnpojo/pkaTe NpUMEHEHHE IMpernapara
Axtempa®.

e Ecmu Bel unm Bam pebGeHok HenaBHO ObUTM BAKIMHHUPOBAHBI WIKM IUIAHHpYeTe
BAKIMHALMIO, COOOIIUTE JeyameMy Bpady. Bce mamueHTbl, OCOOCHHO IETH, IOJKHBI
T0JIy4MTh BCE IPHBMBKM JI0 Hayana JeuyeHus mnpemnaparoM Akrempa®, 3a MCKIIOYEHHEM
cllyyaeB, Korja TpeOyeTcst CpoyHOe Hayajio JiedeHusi. HekoTopble THIBI BaKIIMH HE CIIEAYeT
HICIIOJIb30BaTh BO BpeMs IPHMMEHEHHUS Tpenaparta Akrempa®.

e FEcimu y Bac ectp (pakTOpBI pHCKa Pa3BUTHS CepAEYHO-COCYANCTHIX 3200/IeBaHUil, TaKue
KaK IOBBIIIEHHOE apTepUaIbHOE JaBJICHHE U INOBBILIEHHBIM YPOBEHb XOJIECTEPHUHA, TO UX

HEoOX0JMMO KOHTPOIUPOBATh IIPH IIPUMEHEHKH npenapaTa AkTempa®™.

JeTn 1 moaApOCTKH

He mnpumensiite npemapar Akrtempa® y jeredl Miamme 2 JeT BCJIEACTBHE pHCKa
Hea(pPeKTUBHOCTH M BeposTHOW HebGe30macHOCTH (3(P(GEKTUBHOCTE W 0E30MacHOCTh He
YCTaHOBJIEHBI).

Ecnu y peOenka panpiie ObT CHHAPOM AKTHBAUMM MakpodaroB (akTuBauus H
HEKOHTPOJIMPYEMOE YBEIMUYCHHE OTPEICICHHBIX KIETOK KPOBH), COOOIIUTE 00 3TOM JieHalemMy

Bpady. Bam Bpau JIOJKEH IPHHSATH PEIIEHHE O MPOJIOJDKEHMH JIeUeH s penaparom Axrempa®.
y. B Ax ©

Jlpyrue npenaparsl 1 npenapar Akrempa®
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CoolmuTe nevamieMy Bpauy WM pabOTHHKY amnTeKu O TOM, 4yTO BBl mpuMeHseTe, HeJaBHO

MPUMEHSUIM WIIK MOXKETe HauaTh IPUMEHATh Kakue-11u00 apyrue npenaparsl.

[penapar Axtempa® MOYET BIMATH Ha JEHCTBUE HEKOTOPBIX JIEKAPCTBEHHBIX MPENApaToB, YTO

MOKET TOTPeOOBaTh KOPPEKIMK MX J03bl. HEKOTOpBIE JIeKapCTBEHHBIC MPEnapaThl TAK)KEe MOTYT

BIMATH Ha JieiicTBHE penapara Aktempa®.

Ecnu Bel npuHuMaeTe JieKapcTBEHHBIE TpenapaThl, COAEpIKallhe Kakue-InOo M3 CIeAyIOIUX

JCVCTBYIONIUX BEIIECTB, COOOIUTE 00 3TOM CBOEMY Bpady:

¢ MCTUINPCIHU30JIOH, ICKCAMCTA30H, UCIIOJIB3YCMbIC IJI1 YMCHBIICHHW BOCITAJICHUS,

° CUMBACTATHUH HUJIM aTOPBACTATHUH, UCIIOJIB3YCMBIC JI1 CHUKCHUSA YPOBHA XOJICCTCPUHA,

° 6JIOKaTOpBI KaJIbIITUEBbIX KaHaJIOB, HCIOJIb3YCMbIC JJIA JICUCHU A IIOBBIIIIECHHOT'O
apTepUaIbHOIO JIaBICHUS;

® Teo(UITMH, UCTIONB3YEMBIN IS JIEUeHUsI OPOHXUATBHOM aCTMBI;

e BapdapuH Wik GEHIPOKYMOH, UCTIOJIb3YEMbIE KaK Pa3KUKAIOIINE KPOBD MPETaparhl;

¢ (EHHUTOUH, IPUMEHAEMBIH JUIS JICUCHHSI CYy0POT;

¢ [MUKIOCIIOpHH, I/ICHOJ'IB?)yeMBIﬁ JJIs IIOAaBJICHUSA HMMyHHOﬁ CHUCTCMEI MMOCJIC TPAHCINNIAaHTAlUN
OpraHoB;

e OEH30/Ma3eNUHBI, UCTIOJIb3YEeMbIE JUIS YCTPAHEHUS TPEBOTH.

bepeMeHHOCTD, TPYAHOE BCKApMJIMBaHHe H (PePTHIBLHOCTD

Ecnu Bbl GepeMeHHBI MM KOpPMHUTE T'pyAblo, TyMaeTe, uyTo 3abepeMeHeNd, WIH IJIaHupyeTe
OepeMeHHOCTh, Tepe] HadajoM IMPUMEHEHHs NpernapaTra MPOKOHCYIbTUPYHTECh € JedyalluMm
BpPauOM WM PaOOTHUKOM aNTEKH.

He caemyer npuMeHsTh npenapaT Akrempa® Bo BpeMs OEpEMEHHOCTH, 33 MCKJIIOYEHHEM TEX
CJIy4acB, KOTJa UMCCTCA OUYCBHUIHAA KIIMHUYCCKAA HGOGXO,Z[I/IMOCTI:.

HeunsBecTHO, MPOHHUKAET U Ipenapar Akrempa® B IpyIHOE MOJIOKO.

HeunsBecTHO, OKa3bIBAET JIM Mpenapar AkTempa® BIMSHHE Ha CIIOCOOHOCTH 3a4aTh peOCHKA.

KonTpanenuus — nndgopmanus 1Jis1 sKeHIMH

BaM He ciexyeT GepeMeHeTh BO BpeMs JedeHus npernapatom Aktempa®. Eciam Bel Moskerte
3abepeMeHeTh, BaM cieyeT NpuMeHsTh HaJeKHbIE METO/IbI KOHTPAILETIIIMK BO BpeMsl TEpaIruu 1
BILIOTh 0 3 MeCAleB TIIOCJAE  3aBepIleHds  Tepamuu  IpenapatoM  Akrempa®.
IIpoxoHCYIBTUPYHUTECH C JIEHAIMM BpadoM O noaxoasmux Bam u Bamemy nmaprHepy meronax

KOHTpPALCIIINH.

YnpasieHnue TPaHCIIOPTHBIMH CPeACTBAMH M padoTa ¢ MeXaHU3MAMH
Her JaHHBIX O BIMAHMM npernapata AkTemMpa® Ha CIOCOOHOCTH YIPAaBJIATH TPAHCIIOPTHBIMH

cpeacTBaMH W paboTaTh ¢ MexaHusMaMu. Ilpemapatr AxTempa® MOXET —BbI3BIBaTh
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TOJIOBOKPY>KEHHE, B 3TOM Cllyyae He yIpaBIIITEe TPAHCIIOPTHBIMHU CPEICTBAMH U HE paboTaiiTe C

MCXaHU3MaMU.

Ipenapar AkTempa® coepKuT HATPHIA

JlaHHbII Npenapat coaep kKUT 26.55 Mr HaTpus B EpecyeTe Ha MaKCUMaJbHYIO J03Yy IIpernapara
1200 mr. 210 HE0OXOAMMO YYMTHIBaTh, €cIM BBl HaxXoquTEeCh Ha OUETE€ C OrpaHHYCHHEM
notpebieHus Hatpus. JlaHHBIA JIEKapCTBEHHBIN mpemnapar B 1o03ax MeHee 1025 Mmr comepxur

MeHee 23 MI HaTpus, T.€. IPAKTUUECKU «HE COACPIKUT HATPUID».

3. llpumenenne npenapara AkTempa®

Bceerpa npumMensiTe npenapar B IIOJHOM COOTBETCTBUU C PEKOMEHJALMSMHU JICYAIEro Bpada.

IIpu nosiBIIeHUU COMHEHUN ITOCOBETYHUTECH € JICYALIUM BPAdOM.
Pexomennyemas no3a

B3pocibie ¢ peBMaTOMIHLIM apTPUTOM

PexoMenayemas no3a mpenapatra AkTempa® cocTaBiseT 8 MI Ha OJMH KI Macchl Tena. B
3aBHCUMOCTH OT Bariero oTBera Ha JiedeHHEe Bpay MOXKET CHU3UTH 103y A0 4 MI/KT, a 3aTeM IpH
HEO0X0IMMOCTH CHOBA YBEJIIMYHUTD €€ JI0 § MI/KT.

[penapar AktemMpa® BBOJAT OJMH pa3 B 4 HeEIU Y€pe3 KaNeIbHHUIY B BEHY B TEUEHHE OJHOTO

gaca.

JleTH ¢ oJIMapTUK YIS PHLIM FOBEHMILHBIM MJIHONATHYCCKUM apTPUTOM (OT 2 J'IGT)

PexoMeHnyemas 103a penapara AkteMpa® 3aBHCUT OT Macchl TeJa.

e 1pu macce Tena MeHee 30 kr — 10 Mr Ha KaXabli KWIOTpaMM Macchl TEJa;

e 1pu macce Tena 30 kr u 6ojiee — 8§ M Ha Ka)/Iblif KWJIOIpaMM Macchl Teja.

Jlo3y OyayT paccunThIBaTh HA OCHOBAHMH MAacCCHI TeJIa MPU KaXKJI0M BBEICHUH ITperapara.

IIpy NOJIMAPTUKYISPHOM IOBEHHJILHOM MIMOIATHYECKOM apTpuTe mpenapar AKTempa® BBOISAT

OJIMH pa3 B 4 HEAEIH Yepe3 KallelbHUILY B BEHY B TEUEHHE OJHOT0 Yaca.

JleTH ¢ CUCTEMHBIM IOBEHIILHBIM HIHONATHYECKUM apTPUTOM (0T 2 JIET)

PexoMeHnyemas 103a Tpenapara AkteMpa® 3aBHCUT OT Macchl TeJa.

e 1pu macce Tena MeHee 30 kr — 12 Mr Ha Ka)abli KWIOIpaMM MaccChl TEJa;

e 1pu Macce Tena 30 kr u 0ojiee — 8§ M Ha Ka)/Iblii KWJIOIpaMM Macchl Teja.

Jlo3y OyayT paccuMThIBaTh HA OCHOBAHMH MAacCChI TeJIa MPH KaXXJ0M BBEICHUH ITperapara.

IIpy CHCTEMHOM FOBEHUJILHOM HMONATHYECKOM apTpuTe mpenapaT Akrempa® BBOIAT OJIMH pa3

B2 HCACIIN YCPE3 KAIICIIbHUILY B BCHY B TCUCHUC OJHOTO Yaca.

Bspocasie ¢ COVID-19
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Pexomenayemas 103a mpenapata Aktempa® cocTaBisieT 8 MI Ha OJMH KI' Macchl Tena. Moxer

notrpeboBaTbcs BTOpast 03a.

B3pocable ¥ AeTH ¢ CHHJIPOMOM BBICBOGO)K,Z[GHI/IH ITHUTOKHMHOB

PexoMen yemas 103a npenapara AkteMpa® coCTaBIserT:
e 1pu mMacce Tena MeHee 30 Kr — 12 Mr Ha KaXabli KWIOTpaMM Macchl TEJa;

e 1pu Mmacce Tena 30 kr u 6ojee — 8§ MI Ha Ka)/Iblii KWJIOrpaMM Macchl Teja.

[Ipenapar Axrempa® MOKeT IPUMEHATHCA Kak caM Mo cebe (B BHAE MOHOTEpAaNuu), TaKk U B

KOMOMHAINH C TTIFOKOKOPTUKOCTEPOUIAMH.

IIyTh 1 (M1K) c10Cco0 BBeIEHUSA
Ipenapar Axrempa® BBOAMTCS BpadoM MIIM MEIUIMHCKON CECTpOl B BHJE BHYTPUBEHHOM

uHOy3UU (depe3 KareabHHILY).

IIpono/ KN TENbLHOCTD JICYeHHU S
Jlewamuii Bpau Oyner HazHa4aTh Bam mpenapat Akrempa® 10 Tex IOp, MOKA OH HE MEPECTaHeT
npuHocuTh Bam monp3y. OnHaKo JieueHue MpemnapaToM MOXKeT ObITh MpeKpalleHo, eciu y Bac

BO3HUKHYT CCPbC3HBIC HCIKCIIATCIIbHBIC PCAKIIUH.

Ecau Bbl noayunsm npenapara Aktempa® 6oab1ie, 94eM cJie10BaIo
[TockoJIbKY NIpHMMEHEHHMe npenapara AkTempa® IIPOMCXOAMT TIOJ HAONIOJEHMEM Bpaya W
MEIUIIMHCKOM CECTPhI, MAJIOBEPOSTHO, UTO BbI mosyunTe cauimkom MHoro npenapara. OaHako,

ecii Bl 00ecriokoeHbl, MPOKOHCYABTUPYUTECH C JICUAIIUM BPAyOM.

Eciu Bbl 320611 IPUMEHATH Npenapar AkTempa®
Eciau Bbl npomycTunu BBejeHHe npenapata AxkTeMpa®, HeMeIJIEHHO 3alULINTECh HA HOBBIM

nmpueM K Bpauy. He ciienyer noxuaarbes cieyromero njiaHoBOIro MOCEIEHUS.

Ecau Bbl npekpaTiin npuMeHeHne npenapara Akrempa®
He npexpamiaiite neuenue npenaparom Aktempa®, eciau Bel He 06CYJMIIE 9TO CO CBOMM JIeUaluM

BpPa4yOM.

[Tpu HanM4YMK BONIPOCOB MO MPUMEHEHMIO IIperapaTa 00paTuTeCh K jJeyalieMy Bpady, pabOTHUKY

aITeKU WM MEIUIIMHCKOM CECTPE.

4. Bo3Mo:KHbIE HexkeIaTelbHbIe PeaKunu

[MogoOHO BceM JIeKapCTBEHHBIM —IIperaparaM npemapar AKTeMpa® MOKET —BBI3bIBATh

HCKCIIATCIIbHBIC PCAKIIMHU, OJHAKO OHU BO3HUKAIOT HC Y BCCX.
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Cepbe3Hble HekeJIaTeJbHbIe PeaKIui
Hemensienno cooOmure neyaiieMy Bpady, eciid Bbl 3ameTnTe Kakyo-JIn00 U3 MepeyrciIeHHBIX

CCPBC3HLBIX HCIKCIIATCIIbHBIX peaKuHﬁ.

Yacro — MOTYT BO3HUKATh He OoJiee ueM y 1 yenoseka u3 10:
e Ajjlepruyeckue peakiuuu (rMnepyYyBCTBHTEIbHOCTH) BO BpeMs WM MOCie UHPY3UH CO
CJIEYIOIUMH CUMIITOMAaMM:
~  3aTpyIHEHHOE JbIXaHUE, CTECHEHUE B TPYAU WK NPEI0OMOPOYHOE COCTOSIHHUE
~  CBIllb, 3y]l, KPAIIMBHUIIA, OTEK I'y0, S3bIKa WIIH JIUIA
e Cepbe3nble HHPEKIUH CO CIECIYIOUMMU CUMITOMaMHU:
- JUXopajka U 03HOO
- o0Opa3oBaHMe My3bIpEil BO PTY WM Ha KOXKE

—  00Jb B )KUBOTE

HeuacTo — Moryt Bo3HUKaTh He Oojiee yeM y 1 yenoseka u3 100:
e JIMBEPTUKYJHMT CO CIEAYIOIUMH CUMIITOMaMHU:

- JUXopajka

- TOILIHOTA

~ TOHOC (auapest)

- 3amop

—  00Jb B )KUBOTE

Jlpyrue HekeJaTeJIbHble PpeaKkIUH, KOTOpPble MOIYT Ha0JIH0JaTbCAd NPH NPHUMEHEHUH

npenapara Akrempa®

O4eHb 4acTO — MOTYT BO3HUKATh y OoJiee yem 1 uenoBeka u3 10:

e uH(EKIMH BEPXHHUX JBIXaTEIbHBIX MMyTel ¢ TUIMYHBIMU CUMITOMAaMH, TAKUMHU KaK Kallels,
3aJI0’)KEHHOCTh HOCa, HACMOPK, 00JIb B rOpJie ¥ roJIoBHas 60JIb

® BBICOKUI YPOBEHb COACPKAHUS )KUPOB (X0JIECTEPUHA) B KPOBH (TMIIEPXOJIECTEPUHEMUS).

e BOCHaJICHUE TOpTaHH (Ha30(apuHTHT)

e TO0JIOBHAs 0OJb

® HU3KUHA YpPOBEHb HEUTPO(MIOB (KJIETOK KPOBH, KOTOPbIE OTBEYAIOT 32 MMMYHHUTET) IIO

pe3yibTaTaM aHalu3a KpOBU

YacTo — MOTYT BO3HUKATh He OoJiee ueM y 1 yenoseka u3 10:
® BOCIHAJICHUE MTOJKOXKHOU KIIETYAaTKU
e uHpeKus Terkux (MTHEBMOHHMS)

® [IPOCTOM reprec MoJIOCTU pTa
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onosiceiBaronuit umai (Herpes zoster)

HU3KUHA YPOBEHb JIEHKOUMTOB (KJIETOK KpPOBH, KOTOPbIE OTBEYAIOT 3a HMMYHHUTET) W
TPOMOOIIMTOB (KJIETOK KPOBH, KOTOpBIE OTBEYAIOT 3a CBEPTHIBAEMOCTH) IO pe3yiabTaTaM
aHaJM3a KpoBU

HU3KUHA ypoBeHb (uOpuHOreHa (Oenka, y4acTBYIOIIETO B CBEPTHIBAHUU KPOBHU) IO
pe3ynbTaTaM aHaiu3a KpoBU (TUNOPHUOPUHOTESHEMHUS)

rOJIOBOKPY>KEHHE

riia3Hasi HH(eKus (KOHbIOHKTHBHT)

MOBBIIICHUE aPTEPHAIBHOTO JTaBICHUS

Kalenpb

OJIBIIITKA

0011 B )KMBOTE

SI3BBI POTOBOM IIOJIOCTH

BOCIIQJIEHUE B XKEIIyJIKE (racTpuUT)

CBITIb

3y1

KpanuBHHIIA

OTEKU KOHEYHOCTeH (nepudepruieckue OTEeKH)

MOBBIIIEHUE TOKa3aTeNell paboThl MEYEeHU IO pe3yibTaTaM aHalu3a KpOBH (TIOBBILICHHUE
aAKTUBHOCTH «TI€YCHOYHBIX)» TPAHCAMHHA3)

YBEJIMYEHUE MACCHI TeNa

MOBBIIIEHUE TTOKA3aTelIs 00IIero OUIMpyOrHa 1o pe3ysbTaTaM aHAJIN3a KPOBH

MH(EKIIS MOYEBBIBOISAIINX ITyTEH

CHUKEHUE YPOBHSI KaJusl (TUIIOKATIUEMHUS])

TPEBOKHOCTD

OeccoHHUI[A

3arnop

auapest

TOIIIHOTA

HeuacTo — Moryt Bo3HUKaTh He 6ojiee yeM y 1 yenmoseka u3 100:

HEIOCTaTOYHOCTh (DYHKIIUH ITUTOBUIHOM *Kee3bl (TUIIOTUPEO3)
MIOBBILIEHHOE COJIEP’KAHNE )KUPOB (TPUTIIULEPUIOB) B KPOBU (TUIIEPTPUTIIULIEPUIEMUS )
BOCIIAJICHHE CIIM3UCTON 00O0JIOUKH MOJIOCTH PTa (CTOMATHUT)

S3Ba KEIyIKa
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® KaMHHU B MOYKax (HeppoIUTHA3)

Penko — moryT Bo3HUKATh He O6osee yem y 1 uenoseka u3 1000:

® JIEKQpPCTBEHHOE MOPAXKEHUE NEUCHHU

e BOCHAJCHHUE MEUYECHH (TenaTuT)

® TMOXeNTeHUE OEIKOB ria3 U KOKU (GKenTyxa)

e cunapoMm CruBeHca-J[koHCOHA (KOXKHAsl Chlllb, KOTOPAash MOXET MPUBECTU K CHIBHOMY

00pa30BaHUIO IMy3bIPEH U MIETYIIEHUIO KOXKN)

OueHb peaKo — MOTYT BO3HHKATh He OoJiee ueM y 1 uenoBeka u3 10000:

® JICYCHOYHAA HEAOCTATOYHOCTb

CooluieHue 0 HekeIaTeJbHBIX PeaKIUAX

Ecnu y Bac Bo3HHKaIOT Kakue-1100 HexKelaTeNbHbIE Peakluu, TPOKOHCYIBTUPYHTECH C JICUaIuM
BpauoM, pabOTHUKOM amnTeKd WM MEIWIMHCKOW cecTpoil. JlaHHas pexoMeHIaIus
pacrpocTpaHsieTcsi Ha JII0ObIe BO3MOKHBIE HEKEJIaTeNIbHBIE PEaKLWH, B TOM YHWCIE Ha HE
NIEPEYHCIICHHBIE B JIUCTKE-BKIIAJbIIIE. BBl Takke MOKeTe COOOIIUTh O HeXKeIaTeIbHbIX PeaKIusIxX
B UHPOpPMALMOHHYIO 0a3y JaHHBIX TI0 HEXKENATeNbHBIM peakuusM (IeicTBUAM) Ha
JICKapCTBEHHbIE MpernapaTrhl, BKIOYass cooOmeHuss o Hea(pHEeKTHBHOCTH JIeKapCTBEHHBIX
IIPENapaToB, BBIBICHHBIM Ha TEPPUTOPHH IFOCY1apCTBa — UjeHa EBpazniickoro 3KOHOMUYECKOTO
coro3a. CooOriast 0 HexenaTeNbHBIX peakiusaX, Bbl moMoraere moyyduTh OOJbIIE CBEICHUH O

0€30IacHOCTH Ipernapara.

Pecnybnuxa Apmenus

I'HKO «llenTp 3KcrepTU3pl JEKAPCTB U MEULMHCKUX TEXHOJIOTUIl»
0051, r. EpeBan, ip. Komuraca, 1. 49/5

tein. +374 (10) 20 05 05; +374 (60) 83 00 73

e-mail; info@ampra.am

www.pharm.am

Pecnybnuxa benapycey

Pecnybnukanckoe yHutapHoe npeanpustue «LIeHTp SKCIepTr3 U UCIIBITAHUHN B 3/IPaBOOXPAHEHUI
220037, r. Munck, nep. ToBapureckuii, 1. 2a

ten. +375 (17) 299 55 14; daxc +375 (17) 242 00 29

e-mail: repl@rceth.by

www.rceth.by

Pecnybnuxa Kazaxcman
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PecmybnukaHckoe TOCylapCTBEHHOE TMPEANPUATHE HAa TMpaBe  XO3SHCTBEHHOTO  BEICHUS
«HaunoHanbHbIN HEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M METUIIMHCKUX n3Aenui»y Komurera
MEIUIIMHCKOTO M (papMarieBTUYeCKOro KOHTpoJsE MHUHUCTEpPCTBA 37paBooxpaHeHust Pecrmyonuku
Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. Amanrenau Umanosa, 1. 13

ten. +7 (7172) 235 135

e-mail: farm@dari.kz

www.ndda.kz

Kuipevisckas Pecnyonuka

JlemapraMeHT JIEKapCTBEHHBIX CPEACTB M MEIULMHCKMX M3JeIud npu  MuHucrepcrse
3apaBooxpanenus Keiproizckoit Pecriyommku

720044, r. buikexk, yi. 3-s Jlunus, 1. 25

ten. 0 800 800 26 26 «ropsaas muHMs»; +996 (312) 21 92 89

e-mail; dlsmi@pharm.kg

www.pharm.kg

Poccuiickas ®@edepayus

®enepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS
109012, r. Mocksa, CnaBsiHcKas 1uiomanib, a. 4, ctp. 1

ten. 8 (800) 550 99 03

e-mail; info@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

5. Xpanenue npenapara Akrempa®

e XpaHuTe npenapar B HEJOCTYITHOM JJIsl peOeHKa MECTe Tak, YTOObI peOEHOK He MOT YBUJETh
€ro.

e He nmpumensiite npenapar nocie UCTEYEHUs CPOKa FTOJHOCTH (CpOKa XpaHEHHUs ), YKa3aHHOTO
Ha KapTOHHOM mauke M 3TuKeTKe (nakoHa mocie «l'omen mo». JlaToil mcredeHus cpoka
TOJIHOCTH SIBJII€TCS MOCIEAHUMN JEHb JaHHOTO MECALa.

e Xpanute npenapart npu temneparype 2—8 °C B 3allIMILIEHHOM OT CBETa MECTE.

e He 3amopakuBaiire.

e (C TOYKM 3pEHHUS MHUKPOOHOJIOTMYECKOW YHUCTOTHI PAacTBOP Ui MH(Y3UH HOJKEH OBITh
HCI0JIb30BaH HEMEUIEHHO. B NCKITIOUUTENBHBIX CIy4asiX TOTOBBIN pacTBOP MOYKET XPAHUTHCS

He Oonee 24 yvacoB mpu Temmeparype 2—8 °C. Ecnu mpemapar He MCHOJB3YeTCs cpasy, TO
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BpeMsl M YCJIOBHUS XPAaHEHHUS IPUTOTOBJICHHOIO PAacTBOpPA SIBJIAKOTCA OTBETCTBEHHOCTBHIO
MEIULMHCKOIO CIEUAINCTa, TOTOBUBILIETO PACTBOP.

e He BniOpachiBaiiTe (HE BBUIMBATE) MpemapaT B KaHATU3alUIO. YTOUYHUTE Yy pabOTHHKA
anTeKH, Kak CJIenyeT yTWIM3HpOBaTh (YHHYTOXKATh) Iperapar, KOTOpbI OoJiblie He

noTpeOyeTcsi. DTH MephI MO3BOJISIT 3AUTUTH OKPYKAIOIIYIO CPEIY.

6. Conep:xxnMoe yNakoBKH U NPOYHe CBeICHUS

Ipenapar Aktempa® coxepxKuT

e JIeHCTBYIOUIMM BEILECTBOM sIBIIsieTcs Tounan3ymad. Kax bl M koHIeHTpaTa coaepxur 20
MT TOIMITH3YMa0a.
Kaxnpiii prakon ¢ 4 M koHLEHTpaTa conepkuT 80 Mr Tonminzymada.
Kaxnpiiit praxon ¢ 10 M konmentpara cogepxut 200 Mr Toumimzymada.
Kaxnpiiit praxon ¢ 20 mi koHrentpara cogaepxut 400 mr Toumimzymada.

e [IpounMu wWHrpenueHTamMu (BCIIOMOTATENLHBIMH BEUIECTBAMH) SIBISIIOTCA Toimcopoar 80,
caxapo3a, Harpus ruapodocdara gonekarumapar (s koppekuuu pH), HaTpus
muruapodocdara auruapar (s koppekuuu pH), Boga uis HMHbEKINH.

[penapar Aktempa® coiepKUT HATPHA (CM. paszien 2 JIMCTKA-BKIAIbIIIA).

Buemnuii Bua npenapara AKTeMpa® u coepKuMoe ero yIaKoBKH
KoH1eHTpar a1 mpuroToBiIeHUs pacTBOpa Ui HHPY3HUH.
[Ipo3paunas uam onanecuupyrolas, 6eclBeTHasI WM CBETJIO-KEJITOTO [[BETA KHUIKOCTb.

IIpu BropuuHoii ynakoBke Ha . Xodbdbmanu-JIa Pow, [IIseiiuapus

ITo 4 M (80 mr/4 mm), 10 M (200 mr/10 mur) wm 20 mot (400 mr/20 M) mpemnapara Bo IIakoHEI,
M3TOTOBIICHHBIE U3 OeclBETHOTO cTekia (ruaponurnyeckuii kiaace I ED), ykynopeHnsie npookoii
u3 OyTuiKaydyKa, JaMHHAPOBAHHOTO (pTOpHOIMMEpOM, 00XkKaThle aIFOMUHUEBBIMU KOJIITAYKaMH
U 3aKpbITHIE MJIACTMACCOBBIMM KPBIIIKAMHU; IIBET KOJIMAYKAa M KPBIIIKA COOTBETCTBYIOT ILIBETY,
KOTOPBIM BBIJICJIEHA JO3MPOBKA Ipernapara Ha JTUKeTKe (iakoHa W mauke. | ¢uakoH c
IpernapaToM BMECTE C JMCTKOM-BKJIAJBIIIEM ITOMELIAIOT B KAPTOHHYIO MAUKy C MEeperopoaKamMmu
BHYTpHU. C LIeNIbI0 KOHTPOJIS IEPBOTO BCKPBITHS HA MTAYKy HAHOCHUTCS 3allUTHAS rojiorpaduieckas
HaKJICHKa.

ITpu BropuuHoii ynakoBke Ha OAO «Papmcranmapt-Y daBUT Ay, Poccus

1 ¢akoH ¢ npemapaToM NOMEIIAIOT B IUIACTUKOBBIN MOJIOH WJIM KAPTOHHBIN BKJIA B, KOTOPBIN
BMECTE C JJUCTKOM-BKJIAIBIIIIEM IOMEIIAIOT B NA4YKy U3 KAPTOHA UMIIOPTHOTO. C LIE€TIBI0 KOHTPOJIS
IIEPBOrO BCKPBITHS Ha I1aYKy HAKICHBAIOT CAMOKIICSINMECS KPYIJIbIE CTUKEPBI C HAIIHUCBIO

«KOHTPOJIb BCKPBITHSI.
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Jep:skaTe/ib perucTpalMHOHHOI0 YI0CTOBEPEHUA
@. Xodpdmann-JIs Porr Jltn., LBelinapus
F. Hoffmann-La Roche Ltd, Grenzacherstrasse 124, 4070 Basel, Switzerland

IIpousBoauTenb, OTBETCTBEHHBIH 32 BBINTYCKAIOIIUI KOHTPOJIb Ka4ecTBa
@. Xodpdmann-JIs Porr Jltn., LBelinapus
F. Hoffmann-La Roche Ltd, Wurmisweg, 4303 Kaiseraugst, Switzerland

OAO «®apmcranaapt-YpaBUTA», Poccus

Pecnybnuka bamkopToctan, r. Yoa, yn. Xynaitbepauna, a. 28

3a ymo6oii mHopmanueil 0 mpenapare, a TaKke B CJIy4YasX BOSHHKHOBEHHUSI NpPeTeH3Hi,
ciaenyer o0pamiaTbCsi K MECTHOMY MNPEACTABHTENI0 Jep:KaTess PerucTpanuoHHOIO

YA0CTOBCPECHUSA

Pecny0imka Apmenust

000 «4 A»

0060, r. EpeBan, Kapran Casat Hossr, 1. 8/3
ten. +374 (91) 79 66 88

e-mail: gayaneh.ghazaryan@gmail.com

Pecny0smka beaapych

NOOO «Pou [Iponakrc Jlumureny

220030, r. MuHck, yn. CBepmiosa, 1. 2, 1 atax, nomemienue 20
ten. +375 740 740 97 41

e-mail: belarus.safety@roche.com

Pecny6siuka Kazaxcran

TOO «Powm Kazaxcran»

050051, r. Anmatel, Meneyckuii paiion, np. Jloctsik, 1. 210
ten. +7(727) 321 24 24

e-mail: kz.safety@roche.com / kaz.quality@roche.com

Kbipreizckas Pecnny0imnka

Arentckuit ouc «P. Xoppmann-JIa Pour JItm.»

720055, r. bummkek, yn. Axyn6aesa 127/1, 8 atax, kab. 808
ten. +996 (312) 29 92 92

e-mail: cholpon.galieva@gmail.com

Poccuiickas ®enepanus
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AO «Pom-MockBa»

107031, r. Mockga, TpyOHas miomans, a. 2, nomenieHue 1, stax 1, komHara 42
Ten. +7 (495) 229 29 99

e-mail: moscow.reception@roche.com

B cnyuae ynakosku Ha OAO «®apmcranaapt-YdpaBUTA»

450077, Peciyonuka bamkoproctan, T. Yda, yn. Xynaitoepauna, 1. 28
tein./akc (347) 272 92 85

JINCTOK-BKJIAABIII NepeCMOTpPECH

IIpoune ucTOYHNKH UH(POpMALHH
[TonpoGHbIe cBeeHUs O Mpenapare coaepkarcs Ha BeO-caiite Coroza

http://eec.eacunion.org/
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Caenymwouue cBeleHHs MPeAHAZHAYEHbI HCKJIIYUTEILHO JJI1 MEIUIUHCKNX PA00THUKOB
[Ipenapar Axtempa® I0IKEH BBOAUTLCA MEIULMHCKMM IepcoHanoM. [Ipenapar npeaHasHadeH
JUTS BBEICHUS KaK B aMOyJIaTOPHO-TIOUKIMHUYECKUX, TaK U B CTAIIMOHAPHBIX YCIOBUSIX.
[Ipenapar Axrempa® B nekapcTBeHHOH (GopMe i BHYTPUBEHHOTO BBeIeHHs (KOHLIEHTpAT JJis
MIPUTOTOBIICHUS pacTBOpa /i MHGY3UI) HE TpeTHA3HAYEH IS TIOJIKOKHOTO BBEJICHUSI.
[ToaroToBka npenapara K BBEICHHUIO JOJLKHA IPOBOJAUTHCA B ACENITUUYECKUX YCIOBUSX.

[Tepen BBeneHneM HEOOXOIMMO OCMOTPETH MPUTOTOBIICHHBIM PACTBOP HA MPEIMET OTCYTCTBUS
MMOCTOPOHHUX YaCTHUL WJIM U3MEHEHUS OKPACKHU.

CrnenyeT BBOJUTH TOJIBKO TIPO3PAYHBII WITH OTANIECIIUPYIOIIHIA, OSCIBETHBIN UITH CBETIO-KENTHIN
pacTBop 06€3 BUANMBIX IOCTOPOHHUX YACTHII.

Crnenyet UCOMB30BATh CTEPUIIBHYIO UTITY U INIIPUIL 711 IPUTOTOBJICHHS pacTBOpa s MH(Y3Ui

npenapara Akrempa®.

PexxuM n1o3npoBanus

Pesmamouonwiii apmpum (PA)

Pexomentyemast 103a cOCTaBIIsIeT 8§ MI/KI Macchl Tena 1 pa3 B 4eThIpe HEAETH.

He pexomennyercst yBenndenue 10361 cBbiie 800 Mr Ha oHy MH(Y3HIO MAUEHTaM C MacCou
tena Beime 100 kr (cM. pasgen 5.2 OOmed XapaKTepUCTHKH JIEKAPCTBEHHOIO Ipenapara
(OXJIID)).

Jlo3bl1 BhilIE 1.2 T HE OLEHUBAIUCH B KIIMHUYECKUX HCclieqoBaHusAX (cM. pazaen 5.1 OXJIII).

Koppexuus 0o3zwi

PexomeHaruu no KOppeKIuu 03kl IPU U3MEHEHHH JIab0paTOpHBIX NOKa3zarenen (cM. pazzaen 4.4
OXJIII):

e [loBrIllIeHNE aKTUBHOCTH «ITCYCHOUHBIX) (bepMeHTOB

3HaueHue NoKa3aTels Koppekuust neuenns

[IpeBwimienne BepxHeii | [Ipu HEOOXOAUMOCTH MPOBECTH KOPPEKIUIO 03Bl OJHOBPEMEHHO
rpanunibl HopMbl (BI'H) | HazHauaemoro merorpekcata (MT)/ 601e3HB-MOIUPUITUPYIOIIETO
B >1-3 paza aHTHUpeBMaTuueckoro npenapara (BMAPII).

[Ipu ycTOWYMBOM TMOBBIIMICHUH AKTUBHOCTH TPAaHCAMHHA3 B 3TOM
JMana3oHe CHHM3MTh 103y Ipenapata Akrempa® 10 4 MI/KT Wi
npepBaTh JICYEHUE IMpernaparoM J10 HOPMalIM3alUU TOKa3arenen
aJlaHMHAMHUHOTpaHc(epasbl (AJIT) WU
acriapraramMmuHoTpancgepassl (ACT).

B0300HOBUTH JieueHHEe TpenapaTtoM B 03¢ 4 MI/KT MU 8 MI/KT B
COOTBETCTBUH C KIMHUYECKON HEOOXOJMMOCTBIO.

Ipessimenne BI'H B | IlpepBaTh neuenue npenapatom AkremMpa® 10 CHMKEHHUS HOKa3aTess

>3-5 pa3 | 10 ypoBHsA MeHee ueM B 3 pasa mnpesbinaromero BI'H; nanee
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(moaTBEP)KAECHHOE TIpU

clIeI0BaTh pekoMeHaauusaM Juid npessimieHuss BI'H B >1-3 paza (cm.

6osiee ueM B 5 pa3

IIOBTOPHOM BBIIIIE).

HCCIIEIOBAaHUH, cM. | Ilpekpatuth jedenue mpenapatoM Akrempa® IIpU  yCTOWYMBOM
pazznen 4.4 OXJIII) MOBBIIICHUH MTOKa3aTens, npessimaroniemM BI'H Oonee yem B 3 pasa.
IIpesbiienue BI'H | IIpekpatuTh JeueHue npenapatom Axrempa®.

e Huskoe abcomoTHoe yncio HeTpoduios (AUYH)

I[lamuenTam, paHee He MONYYaBIIMM JiedeHHE MpenapatoM AkTempa®, He peKOMEHyeTcs

HAYMHATH IIPUMEHEHHE TIpenapara npu nokasarene AYH nmxe 2x10°/1.

3HaueHue moKa3aTens
(aucno xaetokx10%/m)

Koppekuust neuenns

AYH >1

J103y HE U3MEHSTB.

AYH 0.5-1 IIpepBath nedeHue npenapatom Akrempa®.
[Ipy yBenuueHuu nokasarens a0 >1x10°/1 Bo300HOBUTH NeueHHE
npernapatoM B 03¢ 4 MI/KI ¥ YBEIHYUTH J103y 10 8§ MI/KI B
COOTBETCTBUH C KIMHUYECKOH HEOOXOJMMOCTBIO.

AYH <0.5 I[IpekpaTuTh JedeHue npenaparom Axrempa®.

e Huskoe uncio TpoMOOIUTOB

3HaueHue NoKa3aTels Koppekuust neuenns

(aucno

kietokx 10%/mxm)

50-100 IIpepBatk neueHue npenapatom Akrempa®”.
Ipu yBenudenuyu mokasarens >100x10%/Mk1 BO306HOBHTH JieueHHE
npernapatoM B /03¢ 4 MI/KI ¥ YBEIHYUTH J103y 10 8 MI/KI B
COOTBETCTBUH C KIMHUYECKON HEOOXOJMMOCTBIO.

<50 I[IpekpaTuTh JedeHue npenaparom Axrempa®.

COVID-19

Pexomennyemass nosza ans nedeHuss COVID-19 cocraBmsier 8 Mr/kr B BHAE OJHOKPAaTHOM

BHYTPUBEHHOH (B/B) MH(pYy3uHn B TeueHHe 60 MHUHYT y MAalMEHTOB, MOJYYAIOUIUX CHUCTEMHBIE

TJIIOKOKOPTUKOCTEPOUIbI U KOTOPBIM TpeOyeTcsl MOAJep )KUBAIONIAs TEPANus KUCIOPOAOM WIH

NBJI (cm. pazgen 5.1 OXJII).

Ecnm xnuHnyeckue MPU3HAKU UM CUMIITOMBI YXYAIIAKOTCA UJIA HE YITy4YIIAarOTCA IMMOCJIC BBEACHU A

O/IHOM HH(Y3HMH, MOKHO BBECTHU JOMOJHUTENbHYIO HHPY3HIO TpenapaTa Aktempa® B 103€ 8 MI/KT

yepes, Kak MUHAMYM, 8 4acOB MOCIIe epBOi HHPY3UH.

He pexomennyercst yBenndenue a03b1 cBbiie 800 Mr Ha oHy MH(Y3HIO MAUEHTaM C MacCou

tena 6oxee 100 kr (cm. pazaen 5.2 OXJIIT).
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[Ipumenenue npenapara Aktempa® He pexkomenayerca manuentam ¢ COVID-19, y koTophIx

Habro1aeTcst M000e U3 CIeAYIOIUX OTKIOHEHUH B TAOOPAaTOPHBIX MOKa3aTesX.

Tun nabopaTopHOro | 3HaueHHe nabopatopHoro | [eiicTBue

UCCIIeIOBAaHUS MoKa3aTens

«ITeuenounsie» pepmentsr | >10xBI'H IIpumeHeHue npenapara
AYH <1x10%/n Axtempa® He pekoMeHyeTCs.
Yucno TpoMOOIMTOB <50x103/mKn

Cunopom sviceobosicoenust yumoxuros (CBL]) (83pocnvie u demu)

B Bune B/B un¢y3uu B Teuenne 60 MUHYT B 103€ 8 MI/KT y MAIIMEHTOB ¢ Maccoil Tena >30 Kr win
12 mr/kr y nauuenToB ¢ Maccoil Tena <30 kr. ITpenapar Akrempa® MOXET IPUMEHATHCS KaK B
MOHOTEpANuH, Tak 1 B KOMOMHAIIMHU C TITIOKOKOPTUKOCTEPOUIAMHU.

Ecnu knmuHIuecKue Npu3Haky UM CUMIITOMBI HE YIIYUIIatoTCs TTOCIIE BBEICHHsI IepBOM HHDY3HH,
MO>KHO BBECTH JI0 3 JIOTIOJTHUTENBHBIX HH(DY3mid. HTepBan Mex 1y ocae10BaTeIbHBIMH JI03aMH
JOJIKEH COCTaBJIATh, KAK MUHUMYM, 8 4acOB.

He pexomennyercs yBenuuenue 1036l cBbie 800 Mr Ha o1HY HH]Y3HIO.

VY nmauMeHToB C TAXKENbIM WM Ku3Heyrpoxkarommm CBL[ yacto oTmedaroTcs IUTONEHUS WIH
noBeimieHue akTUBHOCTU AJIT wmu ACT B cBsI3U CO 370KaueCTBEHHBIM HOBOOOpa30BaHHEM,

MPEIIECTBYIONIeH MPOTUBOIUM(OIUTapHOi XumMuoTepanuu nin CBLI.

Oco0ble rpynIibl MalueHTOB

THayuenmuvr nodscunozo eospacma

Koppekiuu 10361 y MOXKHUIIBIX MAIUEHTOB (>65 j1eT) He Tpedyercs.

Iayuenmoi ¢ Hapywienuem GyHKYUU NOYEK

Koppekiuu 70361 y HallMEHTOB € HapylleHHeM (DYHKLIHU TOYEK JIETKOM CTENeHM TSHKECTH He
Tpebyercs. [IpuMenenne TormnzyMada y MaeHToB ¢ HapylieHueM (pyHKIMH MOYeK cpeaHeit
WJTU TSDKEJION CTETEeHHU TSHKECTH He u3ydanoch (cM. pazaen 5.2 OXJIID).

Ilayuenmoi ¢ Hapywienuem @yHKYUU neyeHu

bezonacHoCTh U 3pPEKTUBHOCTh TOUMIN3YMa0a y MAlMEHTOB ¢ HApylIeHUEM (DYHKIIMU TEYCHH

HE U3Y4YaJIlCh.
eTH

Cucmemmwlii 08eHUNbHBIU UOUOnamudeckuu apmpum (cfOHA)
Pexomentyemast 103a y MalMeHTOB CTapIlie 2 JIT COCTABISAET 8 MI/KI OJWH Pa3 B 2 HENENU Y
MAaIMEeHTOB ¢ Maccoi Tena >30 kr win 12 MI/Kr oMH pa3 B 2 HEIeH Y MAIlMeHTOB C Maccoi Tena

<30 xr. Jlo3y cieyeT paccuMThIBaTh UCXOJS U3 MAcCChl Tella MAllMEHTa MPU KaXXJOM BBEICHUU
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npemnapara. HN3menenue A03bI JOJIXKHO OBITh OCHOBAHO TOJILKO Ha COOTBCTCTBYIOIIICM U3MCHCHUHN

MacCChI TCJia MalfuCHTa ¢ TCHCHUEM BPCMCHHU.

Be3onacHOCTh u 3 ()eKTHBHOCTH B/B BBeIeHHs npenapara Akrempa® y neteil B Bo3pacte 10 2 JeT

HC YCTAHOBJICHBI.

VY nauuentoB ¢ ctOUA pexoMmeHyeTcs npephIBaHnE Tepaniy TOMMIN3yMaOoM IpH H3MEHEHUSX

B J1a0OpaTOPHBIX MMOKAa3aTeNsAX, MPUBEACHHBIX B Tabnuuax Hwke. [Ipu HeoOXoaAuMOCTH cleayer

M3MEHUTbH JI03Y OJHOBpeMEeHHO HazHauaemMoro MT w/wim Apyrux cOmyTCTBYIOUIMX MpenapaToB

WIN IPEKPATUTh UX MPHEM, a TAaK)Ke IPepBaTh BBEACHUE TOLMIN3yMada 10 OLEHKH KIMHUYECKOM

CUTyalllH. Pemenue o MMpCKpallCHUN TCpalun TOI_[I/IJII/ISYMaGOM IIpHU BO3SHUKHOBCHUU N3MEHEHUH

B JIaDOpaTOPHBIX IMOKA3aTeNsAX JOJDKHO OCHOBBIBATHCS HA MEIUIIMHCKON OILIEHKE COCTOSIHUS

KOHKPETHOTO TMAIMeHTa, MOCKOJbKY CYIIECTBYET MHOXECTBO COIYTCTBYIOIIMX 3a00JieBaHUA,

KOTOPBIE MOTYT OKa3bIBaTh BIMsIHUE Ha JabopaTopHble mokazatenu npu ctONA.

e [loBhnIllIEeHHE aKTUBHOCTH «IT€UCHOUHBIX) (bepMeHTOB

3HayeHne moKa3areias

Koppekuust neuenus

IIpesbimenne BI'H B
>1-3 paza

[Ipn HE0OXOIUMOCTH TPOBECTH KOPPEKIHIO JI03bI OJHOBPEMEHHO
HazHauaemoro MT.

[Ipy ycTOWYMBOM TMOBBIIEHUN AKTHBHOCTH TpPaHCAMHHA3 B 3TOM
JMama3oHe TMpepBaTh JICUCHHWE TIpernaparoM J0 HOpMaIu3aluu
mokasareneit AJIT /ACT.

IIpeBbiienue BI'H
B >3-5 pa3

IIpu HEOOXOOMMOCTH TPOBECTH KOPPEKLHUIO JI03bl OJHOBPEMEHHO
HazHayaemoro MT.

IIpepBarth JedyeHue npenapatoM AkTempa™ 10 CHIKEHHS MOKa3aTesIs
70 YpOBHS MeHee 4eM B 3 pasa mnpesblmaromero BI'H; nanee
clIeI0BaTh pekoMeHaauusm uist npeselienus BI'H B >1-3 pasa.

IIpeBblienue BI'H
6osiee ueM B 5 pa3

[IpekpaTuTh JedeHue npenaparom Axrempa®.

PemieHre 0 INpeKpallcHWM TepanMu mnpenapaToM Akrempa® IIpu
clOMA nmnpu BO3HUKHOBEHMHM M3MEHEHHH B  J1a0OpaTOPHBIX
[I0Ka3aTesiX JOJDKHO OCHOBBIBATBCA HAa MEIUIMHCKOM OILICHKE
COCTOSIHUSI KOHKPETHOTO NAI[UEHTA.

e Hwuszkoe AUH

3HaueHue moKa3aTens
(aucno xaetokx10°/m)

Koppekuust neuenns

AYH >1

J103y HE U3MEHSATH.

AYH 0.5-1

IIpepBath neueHue npenapatom Akrempa”.
IIpy yBenudeHWH ToKaszaTens a0 >1x10°/1 Bo306HOBUTH NeucHHE
npenaparom Aktempa®.
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AYH <0.5 I[IpekpaTuTh JeyeHue npenaparom Axrempa®.

PemieHre 0 IpeKpallcHWM Tepanuu mnpenapaToM Akrempa® IIpu
clOMA B cny4yae BO3HHUKHOBEHHMS W3MEHEHHMH B J1a0OPaTOPHBIX
[I0Ka3aTesiX JOJDKHO OCHOBBIBATBCA HAa MEIUIUHCKON OILICHKE
COCTOSIHUSI KOHKPETHOTO NAI[UEHTA.

e Huskoe uncio TpoMOOIIUTOB

3naueHue nokaszarens | Koppekuus ieueHus

(aucno

knetokx 10%/mxm)

50-100 IIpy HEOOXOOMMOCTH TPOBECTH KOPPEKLHUIO 103l OJHOBPEMEHHO
HazHayaemoro MT.
IIpepBatk neueHue npenapatom Akrempa®.
IIpu yBenudeHuu mokasarens >100%10°/MK1 BO306OHOBUTH JieucHHE
npenapaTomM AKTeMpa.

<50 I[IpekpaTuTh JeyeHue npenaparom Axrempa®.

PemieHre 0 IpeKpallcHWM Tepanuu mnpenapatoM Akrempa® IIpu
clOMA B cny4yae BO3HHUKHOBEHHMS HW3MEHEHHMH B J1aOOPaTOPHBIX
[IOKa3aTesiX JOJDKHO OCHOBBIBATBCA HAa MEIUIMHCKOM OILICHKE
COCTOSIHUSI KOHKPETHOTO NAI[UEHTA.

KnuHnyecknx JaHHBIX HEJAOCTATOYHO, YTOOBI OLICHUTH BIMSHUE CHIDKEHHS J103bl TOIMIM3yMaba
y nanenToB ¢ cKOMA, y KoTopbIX HaOMIOAATNCh U3MEHEHUS B Ta00PaTOPHBIX MOKa3aTesX.
Wwmeromuecs: JaHHbIE CBHIETEILCTBYIOT O TOM, YTO KIMHHYECKOE YIy4llIeHHEe HAOII0IaeTcs B
TeueHue 6 Helelb NoCiIe Havyala jJjedeHus npenaparoM Aktempa®. B cilydae, eciy y IalueHTa He
HaOIroaeTcsl  yAydyllleHUs B TEUEHHE JAaHHOrO TIepHoJa BPEMEHH, Ies1eco00pa3HOCTh
MPOJIOJDKEHHSI TEPAITUH JIOJDKHA OBITh TIIATEIBHO NEPECMOTPEHA.

THonuapmuxyaapHulii 106eHUTbHOBIL uOuonamudeckuil apmpum (nfOUA)

Pexomentyemast 103a y MalMeHTOB CTaplie 2 JIT COCTABIsAET 8 MI/KI OJWH pa3 B 4 Helenu y
MarueHToB ¢ Maccoii Tena >30 kr win 10 Mr/kr ouH pa3 B 4 HeIeI Y MAIIMEHTOB C Maccoi Tena
<30 kr. [lo3y cienyeT pacCUMTBHIBATH UCXOJS M3 MACChl Tella MalMeHTa IpU KaXXJIOM BBEJCHUU
npemnapara. Mi3MeHeHue 1036l J0JDKHO ObITh OCHOBAHO TOJIBKO Ha COOTBETCTBYIOIIEM H3MEHEHUU
Macchl Tejla MaeHTa ¢ TeUeHNEeM BPEMEHH.

BesonacHOCTh U 3p()EKTUBHOCTH B/B BBEIcHUs npenapata Aktempa® y ieTeii B Bo3pacte 10 2 JeT
HE YCTaHOBJICHBI.

VY nanuentoB ¢ nfOMA pekoMeHayeTcs mpepbIBaHUE TEPATUH TOLMIN3YMAaOOM IpU H3MEHEHUSX
B J1a0OpaTOPHBIX MMOKAa3aTeNsAX, MPUBEACHHBIX B Tabnuuax Huwke. [Ipu HeoOXoauMocTH cieayer
M3MEHUThH JI03Y OJHOBpeMEHHO HazHauaemMoro MT w/wim Apyrux cOmyTCTBYIOUIMX MpenapaToB

WIN IPEKPATUTh UX MPHEM, a TAK)Ke IPepBaTh BBEACHUE TOLMIN3yMada 10 OLEHKH KIMHUYECKOM
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curyauuu. [ToCKOJIBKY CyIIECTBYET MHOXKECTBO COITYTCTBYIOLIUX 3a00JIeBaHUIl, KOTOPbIE MOTYT

OKa3bIBaTh BIIMSHUE Ha JalbopartopHble mokaszarenu npu nlOUA, pemeHue o mpekpamieHHH

TCpannn TOI_[I/IJ'II/ISYMaGOM B ClIy4a€¢ BO3HUKHOBCHMHS N3MEHEHUN B J'Ia60paTOpHBIX IIOKa3aTcIax

JOJI’KHO OCHOBBIBAThECA HaA MCHHHHHCKOﬁ OIICHKEC COCTOSIHUA KOHKPCTHOT'O IMAIllUCHTA.

e [loBhnIllIEeHHE aKTUBHOCTH «IT€YCHOUHBIX) (bepMeHTOB

3HayeHne moKa3areias

Koppekuust neuenns

IIpesbimenne BI'H B
>1-3 paza

[Ipn HEOOXOIUMOCTH TPOBECTH KOPPEKIHIO JI03bI OJHOBPEMEHHO
HazHauaemoro MT.

[Ipy ycTOWYMBOM TMOBBIICHWN AKTHBHOCTH TpPaHCAMHHA3 B 3TOM
QMama3oHe TMpepBaTh JICYCHHWE TIpernaparoM J0 HOpMaIu3aluu
nokasareneit AJIT/ACT.

IIpesbiienue BI'H
B >3-5 pa3

ITpy HEOOXOOUMOCTH TPOBECTH KOPPEKLHUIO JI03bl OJHOBPEMEHHO
HazHayaemoro MT.

IIpepBarth JedeHue npenapatoM AkTempa® 10 CHIKEHHS MOKa3aTesIs
70 YpoBHs MeHee 4eM B 3 pasa mnpesblmaromero BI'H; nanee
clIeI0BaTh pekoMeHaauusm uist npeselienuss BI'H B >1-3 pasa.

IIpeBbiienue BI'H
6osiee ueM B 5 pa3

I[IpekpaTuTh JedeHue npenaparom Axrempa®.

PemieHre 0 IpeKpallcHWM Tepanuu mnpenapatoM Akrempa® IIpu
nfOMA B cioyyae BO3HUKHOBEHHS HM3MEHEHUH B Ja0OpaTOPHBIX
[IOKa3aTesiX JOJDKHO OCHOBBIBATBCA HAa MEIUIMUHCKON OILICHKE
COCTOSIHUSI KOHKPETHOTO IAI[UEHTA.

e Hwuszkoe AUH

3HaueHue moKa3aTens
(aucno xnetokx10°/m)

Koppekuust neuenns

AYH >1

J103y HE U3MEHSTB.

AYH 0.5-1 IIpepBath neueHue npenapatom Akrempa®.
IIpu yBenudeHWH ToKaszaTeds g0 >1x10°/1 Bo306HOBUTH NeucHHE
npenapaTomM AKTeMpa.

AYH <0.5 I[IpekpaTuTh JedeHue npenaparom Axrempa®.

PemieHre 0 IpeKpallcHWM Tepanuu npenapaToM Akrempa® IIpu
nfOMA B cioyyae BO3HUKHOBEHHS M3MEHEHUH B J1a0OpaTOPHBIX
[I0Ka3aTesiX JOJDKHO OCHOBBIBATBCA HAa MEIUIUHCKON OILICHKE
COCTOSIHUSI KOHKPETHOTO IAI[UEHTA.

e Huskoe uncio TpoMOOIUTOB

3HaueHue moKa3aTens
(daucno
kietokx 10%/mxm)

Koppekuust neuenns
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50-100 IIpyu HEOOXOOMMOCTH TPOBECTH KOPPEKLHUIO JI03bl OJHOBPEMEHHO
HazHayaemoro MT.

IIpepBatk neueHue npenapatom Akrempa”.

IIpu yBenudeHuu mokasarens >100%10°/MKI BO30OHOBHTH JieucHHE
npenaparoM Aktempa®.

<50 I[IpekpaTuTh JedeHue npenaparom Axrempa®.

PemieHre 0 IpeKpallcHWM Tepanuu mnpenapaToM Akrempa® IIpu
nfOMA B cioyyae BO3HUKHOBEHHS HM3MEHEHUH B Ja0OpaTOPHBIX
[I0Ka3aTesiX JOJDKHO OCHOBBIBATBCA HAa MEIUIUHCKON OILICHKE
COCTOSIHUSI KOHKPETHOTO NAI[UEHTA.

B03MOXXHOCTh CHIDKEHHS J103bl TOLMJIM3yMa0a B CBS3M C BO3HMKHOBEHHEM M3MEHEHHUH B

na0opaTOPHBIX NMOKa3aTessx y nauueHToB ¢ mlOMA He u3ydanace.

Hwmeromuecs: JaHHbIE CBHIETEILCTBYIOT O TOM, YTO KIMHHYECKOE YIy4lleHHWEe HAOII0IaeTcs B
12 Ax © 0

TEUECHHE HEeJeNnb I0CJIE Hayala JIEYEHHs Ipenaparom tempa . LlenecooOpa3HocTh

NPOJOJDKEHHUST Tepanuu JOJDKHA OBITh TIIATENbHO MEPEeCMOTPEHA, €CIM Yy NalHueHTa He

HaGJHO,Z[aeTC}I YIAy4IICHUA B TCUCHUC JaHHOI'0 ICpruoga BPpECMCHHU.

IIpuMeHeHne v B3pOCIbIX

PA, CBI] (c maccoii mena >30) u COVID-19

1. PaccuntaTth KOJIMYECTBO Mpenapara, He00X0AMMoe /ISl BBeIeHUs mauueHTy (13 pacyera 0.4 mi
Ha 1 xr maccel Tena (0.4 Mir/kr)).

2. B acenTuyeckux ycioBusX u3 HHQY3MOHHOTO (iakoHa (makera), coaepsxariero 100 mi 0.9%
pacTtBopa HaTpus xJjopuaa (pacTBOp JOJDKEH OBITh CTEPWIBHBIM U aUpPOTEHHBIM), OTOOpaTh
OJIHOPA30BbIM CTEPWIBbHBIM HInpuueM konuuectBo 0.9% pacTtBopa HaTpus XJjopuia, paBHOE
paccuMTaHHOMY /ISl BBEJICHUS KOJIMYECTBY npenapaTta Akrempa”.

3. JlpyruM OJIHOpPa30BbIM CTEPWJIBHBIM IINPHUIIEM B aCENTHYECKUX YCIOBUSAX U3 (IakoHA C
npenapatoM Akxtempa® 0TOOpaTh PaccUMTaHHOE KOJMYECTBO IpenapaTa U BBECTH €ro B
nHpy3uoHHbIN (rakon (maker) ¢ 0.9% pacTBopoM HaTpus XJIOpHIa; B pe3yinbraTe 00beM
MPUTOTOBIIEHHOTO PAacTBOpa JOJDKEH ObITh paBHBIM 100 M.

4. Jlnsd mepeMelMBaHUs aKKypaTHO NeEepeBepHYTh (inakoH (maker) BO HU30exaHHe

neHooOpa30BaHusl.

IlpuMmeneHue v geren

Hayuenmuvr ¢ nFOUA, cFOUA u CBI] ¢ maccoii mena >30 ke
1. PaccuntaTth KOJIMYECTBO Mpernapara, He00X0AMMoe /IS BBeIeHUs mauueHTty (13 pacuyera 0.4 mi

Ha 1 xr maccer Tena (0.4 MiI/kr)).
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2. B acentuyeckux ycioBusxX u3 nHQY3MOHHOTO (uiakoHa (makera), coaepsxariero 100 mi 0.9%
pacTBopa HaTpus xJjopujaa (pacTBOp JOJDKEH OBITh CTEPWIBHBIM U aUpPOTEHHBIM), OTOOpaTh
OJIHOPA30BbIM CTEPWIBbHBIM HInpuueM konuuectBo 0.9% pacTBopa HaTpus XJjopuja, paBHOE
paccuMTaHHOMY /ISl BBEJICHUS KOJMYECTBY npenapaTta Akrempa”.

3. JlpyruM OJIHOpPa30BbIM CTEPWJIbHBIM IINPHUIIEM B aCENTHYECKUX YCIOBUSAX U3 (IaKoHA C
npenapatoM Aktempa® 0TOOpaTh pPaccYMTaHHOE KOJMYECTBO MpernapaTa M BBECTH €r0 B
nHpy3uoHHbIN (rakon (maker) ¢ 0.9% pacTBOopoM HaTpus XJIOpHIa; B pe3yinbraTe 00beM
MPUTOTOBIIEHHOTO PAacTBOpa JOJDKEH ObITh paBHBIM 100 M.

4. Jlnsa mepeMelIMBaHUs —aKKypaTHO NepeBepHYTh (iakoH (maker) BO HU30ekaHHe

neHooOpa30BaHusl.

Tayuenmur ¢ nFOUA ¢ maccoit mena <30 ke

1. PaccuntaTth KOJIMYECTBO Mpenapara, He00X0AMMOe /ISl BBeIeHUs mauueHTty (u3 pacyera 0.5 mi
Ha 1 xr maccer Tena (0.5 Mir/kr)).

2. B acentuueckux ycnoBHsX u3 HH(]Y3HOHHOTrO (hrnakoHa (makera), comepxkamiero 50 vt 0.9%
pacTtBopa HaTpus xJjopuzaa (pacTBOp JOJDKEH OBITh CTEPWIBHBIM U alUpPOTEHHBIM), OTOOpaTh
OJIHOPA30BbIM CTEPWIBbHBIM HnpuueM konuuectBo 0.9% pacTtBopa HaTpus XJjopuja, paBHOE
KOJIMYECTBY, PACCYMTAHHOMY JUIsl BBEJICHHUS IIpenapara Aktempa®.

3. JlpyruM OJIHOpPa30BbIM CTEPWJIBHBIM IINPHUIIEM B aCENTHYECKUX YCIOBUSAX U3 (hIakoHA C
npenapatoM Axtempa® 0TOOpaTh PaccUMTaHHOE KOJMYECTBO IpenapaTa U BBECTH €ro B
nHpy3uoHHbIN (rakon (maker) ¢ 0.9% pacTBopoM HaTpus XJIOpHla; B pe3yinbraTe 00beM
MIPUTOTOBIIEHHOTO PAaCTBOPA JIOJDKEH ObITH paBHBIM S50 MIL.

4. Jns mepeMelmrBaHUs aKKypaTHO TNepeBepHYTh (iakoH (maker) BO U30ekaHHe

NeHo0Opa30BaHusl.

Iayueumor ¢ cFOMA u CBI] ¢ maccoii mena <30 ke

1. PaccuntaTth KOJIMYECTBO Mpernapara, He00X0AMMOe /ISl BBeIeHU manueHTy (13 pacyera 0.6 mi
Ha 1 xr maccel Tena (0.6 MiI/kr)).

2. B acentuueckux ycnoBHsX u3 MH(]Y3HOHHOTO (hrakoHa (makera), comepxkamiero 50 vt 0.9%
pacTtBopa HaTpus xJjopujaa (pacTBOp JOJDKEH OBITh CTEPWIBHBIM U aUpPOTEHHBIM), OTOOpaTh
OJIHOPA30BbIM CTEPWIBbHBIM HInpuueM konuuectBo 0.9% pacTtBopa HaTpus XJjopuja, paBHOE
paccuMTaHHOMY JUIS BBEJICHUS KOJIMYECTBY npenapaTta Akrempa®.

3. JlpyruM OJHOpPa30BbIM CTEPWJIBHBIM IINPHUIIEM B aCENTHYECKUX YCIOBUAX U3 (hIakoHA C
npenapatoM Axtempa® 0TOOpaTh PaccUMTaHHOE KOJMYECTBO IpenapaTa U BBECTH €ro B
nHpy3uoHHbIN (rakon (maker) ¢ 0.9% pacTBopoM HaTpus XJIOpHia; B pe3yinbraTe 00beM

MIPUTOTOBIIEHHOTO PAaCTBOPA JIOJDKEH ObITh paBHBIM S50 MIL.
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4. Jlns mepeMelIrBaHHUs —aKKypaTHO NeEepeBepHYTh (iIakoH (maker) BO HU30ekaHHE

neHooOpa30BaHusl.

Ipenapar Aktempa® npegHa3HAuYEH TOIBKO ISl OHOKPATHOTO IPUMEHEHHS.

VHHYTOXKEHHE HEHUCIIOIb30BAHHOTO npernapara HWJIM PACXOJHBIX MATCpUAJIOB  OOJDKHO

IpoOBOAUTHCA B COOTBCTCTBUU C MCCTHBIMU TpGGOBaHI/IHMI/I.

Oco0nle YKa3aHuig ¥ MCPbI NPEAOCTOPOKHOCTH IMPpHU NPUMCHCHHNH

PA, nfFOUA u cfOHA

T'enamomoxcuunocms

Ipu nedenuu mpenapatoM AkTempa® 4acTo HaGIIOAANOCH MPEXOJAIIEE MM IEPUOIUYECKOE
MOBBIIIEHNE AKTUBHOCTH «I1€YEHOUYHBIX» TPaHCAMMHA3 JIETKON WM CPEJHEH CTENEHM TSHKECTU
(cm. paspen 4.8 OXJIII). Yacrota BO3HMKHOBEHHS TAaKOrO IOBBIINIEHHS BoO3pacTaja Ipu
NPUMEHEHHH Tpernapara AKTeMpa COBMECTHO C IpernaparaMu, OOJNaaloluMH MOTEHIHAIBHO
renaroTokcuueckuM Jaeiicteuem (Hampumep, MT). Ilpu Hanmuuumm KIMHUYECKUX ITOKa3aHUU
CIIEIyeT pacCMOTPETh BO3MOXHOCTD BBITIOJIHEHUS APYrUX (PYHKIIMOHAIBHBIX MIEYCHOYHBIX P00,
BKJIIOYAs OIICHKY YPOBHS OUIHpYyOHHA.

IIpy mpuMeHeHuH npenaparta AkTeMpa® HaGIIONANOCh CEPhE3HOE JIEKAPCTBEHHOE TOPaKEHHE
IIEYEHH, BKJIIOUAsl OCTPYIO IIEYEHOUYHYIO HEJAOCTATOYHOCTD, TE€NATUT U XKENTyXy (cM. paznen 4.8
OXIJIII). CeppesHble NOpa)kE€HUS IEYEHN OTMEYAINCH B HHTEPBAJIE OT 2 HENEb A0 >5 JIET mocie
Hayana Tepanuu npenapatoM Akrtempa®. CooOmIanoch O CiIydasx pa3BHTHS IEYEHOUHOM
HEJOCTaTOYHOCTH, KOTOPbIE NPHUBEIM K TpaHCIUIaHTaUMM nedeHu. IlanuenTtam crnemyer
PEKOMEH/IOBAaTh HEMEUIEHHO 0OPaTUTHCS 32 MEAUIIMHCKOM MOMOIIIBIO MPH MOSIBICHUH IIPU3HAKOB
U CUMIITOMOB NOPAXKEHUS TIEUEHHU.

Cnenyer coOirofaTh OCTOPOXKHOCTh IPU PEIIEHHH BOMpOCa O Hayaje TepamuH IpernapaTtoMm
Axtempa® y nanuentos ¢ nokasarensmu AJIT uin ACT, npesbimaromumu BI'H 6onee uem B 1.5
pasza. Tepanus mpenapatom Akrempa® He pekoMeHayercss npu mokasarensx AJIT wm ACT,
npesbimatonmx BI'H 6onee uem B 5 pa3 y nanmentos ¢ PA, nFOUA u ctOUA.

VY namuentoB ¢ PA, nFOUA u clFOUA cnenyer xoutpomupoBats AJIT/ACT kaxisie 4—8 Henenb
HAa [IPOTSYKEHUH NEPBBIX 6 MeCALIEB NIOCIIE Hayajla TEpAlluy, a B JalbHENIIeM — Kaxple 12 Hellenb.
PekoMeHallMu 10 J03MPOBAHMIO, BKJIIOYAs OTMEHY mpenapara AkreMpa® B 3aBHCHMOCTH OT
aKTUBHOCTH TpaHCaMMHa3, npenctasieHsl B pasnene 4.2 OXJIII. Crnenyer npekpaTUTh Je4eHUE
npenaparoM Axrempa® npu nosbinuenun nokasareneit AJIT win ACT B 3-5 pas Beime BI'H,

MOATBCPKIACHHOM MMOBTOPHBIM aHAJIU30M.
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Omxknonenus noxkazamenei 061/14620 aHaiuza Kpoeu

[Tocne neuenus Toumnmuzymadom B go3e 8§ Mr/kr B komOuHanuu ¢ MT Habmoganoch CHIDKEHHE
yucaa HeUTpopmiioB u TpomOouuToB (cM. pazzaen 4.8 OXJIIT). Moxer ObITh MOBBIIIEH PHCK
Pa3BUTHS HEUTPONICHUH Y AIIMEHTOB, KOTOPBIE paHee MOJTydaliy JIeYeHHE aHTarOHUCTOM (haKkTopa
Hekpo3a onyxouiel (PHO).

[lanuenTam, paHee He NOJYYaBIIMM JI€YeHHE INpemapatoM AkTempa®, He pPeKOMEHIyeTcs
HaunHaTh neyenue ¢ AUH menee 2x10°/11. CieflyeT OposiBIsSTH OCTOPOKHOCTD IIPU PACCMOTPEHUH
BOIIpOCA O Hadaje JiedyeHMs npemapatoM Akrtempa® y IalMEHTOB C HU3KUM yPOBHEM
TPOMOOLUTOB (T.€. ¢ ypoBHEM TpoMbouuTos Hibke 100x10°/mxin). Y nanuentos ¢ PA, cFOUA u
nfOUA, ¢ AUH <0.5x10°/1 umm umciom TpomGonutos <50%10°/MKI mpoJosKaTh JIeYeHHE HE
PEKOMEHAYETCSL.

Tsokenas HeWTpONeHHS MOXKET ObITh CBsi3aHA C TMOBBIIMIEHHBIM PUCKOM DPAa3BHUTHS CEPbE3HBIX
MH(EKIHUIA, XOTS 10 HACTOSIErO BPEMEHU B KIMHUYECKUX MCCIEN0BaHUAX penapaTta Akrempa®
He OBLJIO BBISIBICHO YETKOM CBSI3M MEXK]y CHIDKEHHEM YHcia HEHTPO(PHUIIOB U BOSHUKHOBEHHEM
Cephe3HBIX MH(DEKINH.

VY nanuenToB ¢ PA cienyer KOHTpOJIMpOBaTh MOKA3aTENIN HEUTPOPHUIOB U TPOMOOITUTOB B IIEPHO
c 4 mo § Henemo Mocie Havyajla Teparnuud M B JAIbHEHIIEM B COOTBETCTBHM CO CTaHIapTaMH
KIIMHUYECKOW MPaKTUKU. PeKoMEHIaMu 0 KOppeKIUH 1036l B 3aBucuMocTd 0T AYH u ypoBHA
TPOMOOIIMTOB MpeacTaBieHsl B pa3aene 4.2 OXJIIL

VY mnauuentoB ¢ clOMA u nlOMA mnokasarenn HEUTpOPHUIOB M TPOMOOIMTOB CIEAYET
KOHTpPOJIUPOBaTh B JIeHb NpoBeneHUs 2 WH(QY3UH, a B JalbHEHIIEM B COOTBETCTBHU CO

CTaHJapTaMM KJIIMHUYECKOU npakTuku (cm. pasaen 4.2 OXJII).

Hoxazamenu aunuonozo oobmena

VY nmanueHToB, MoJIy4aBIIUX TOUMIM3yMad, HaOMI01aJIOCh MOBBIIICHNUE MTOKA3aTeNei JTUIHIHOTO
oOMeHa, BKIIOYas OOLIMI XOJEeCTepUH, JHIONPOTEMHBI HU3KoH miotHocty  (JITTHIT),
nunonpoteunsl BbicOKOW miioTHocTH (JIIIBIT) u Tpurmuuepuast (cm. pasgen 4.8 OXJII). V
OOJIBIIMHCTBA MAIMEHTOB WHAEKC aTePOre€HHOCTH HE MOBBIIIAJICS, a TOBBIIICHUE KOHIEHTPAIUU
oOmiero xonectepuHa 3pHEKTUBHO KOPPUTHPOBAIOCH THITOJIMITHAEMUYECKUMU TpenapaTaMu.

ITpu PA, nfOUA u cFOUA crnexyer olieHHBaTh MMOKa3aTeNu JUMUIHOIO OOMEHa y MAIMeHTOB B
nepuoi ¢ 4 110 8 HeeNo ocie Havasa Tepanuy npenaparom Akrempa®. Ilpu BeleHUM TTAIMEHTOB
CJIEyeT PYKOBOJCTBOBATHCS JOKAIBHBIMU PEKOMEHIALUSAMH I10 JIEYEHUIO TUIEPIUNNIEMUN.

COVID-19

T'enamomoxcuunocms
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Y rociiuranu3upoBanHbix nanueHToB ¢ COVID-19 moxet ObITh nmoBkIeHa akTuBHOCTh AJIT wun
ACT. IlonnopranHas HEIOCTATOYHOCTbH C HOPAXKEHUEM IIEUEHU ITPU3HAHA OCIIOKHEHUEM TSDKENIOMN
¢opmer  COVID-19. Ilpu nOpUHATHM pemIeHUss O TNPUMEHEHUH TOILMIN3ymMada CleayeT
cOalmaHcUpoBaTh MOTCHLUUANBHYIO IOJB3Y, Tmoidydaemyio ot Jedenus COVID-19, ¢
MOTEHIMAIBHBIM PUCKOM HEOTJIOXKHOM Tepanuu Toimauzymadom. Y mammento ¢ COVID-19 ¢
noBeieHueM akTuBHOCTH AJIT nnu ACT, npessimiaromeid BI'H 6onee gem B 10 pas, npumeHeHme
npenapata Aktempa He pekoMeHayercs. Y nauueHtoB ¢ COVID-19 cnenyer MOHUTOpUpPOBATH

akTUBHOCTH AJIT/ACT B COOTBETCTBUM C TEKYIIEH CTAaHIAPTHON KIMHUYECKON MPAKTHUKOM.

Omxknonenus noxkasamenei 061/14620 aHaiuza Kpoeu

V nanuenros ¢ COVID-19 ¢ AUH <1x10°/1 wiu unciiom TPOMOOTIHTOB <50 10°/MKn nedyeHue He
pexomenayercs. llokazatenu HEHTpO(GUIOB W TPOMOOIMTOB CJIEAYeT MOHUTOPUPOBATH B

COOTBETCTBUU C TEKYILEH CTaHAAPTHON KIIMHUYECKOU MpakTUKOi (cM. pazznen 4.2 OXJIII).

IlepenosupoBKka

JlocTynHbplE NaHHBIE O NEPENO3UPOBKE Mpemnapara AKTeMpa® orpaHudeHsl. B onHOM ciyuae
HEeNpeIHAMEPEHHOH MepeI03uPOBKY mpemnapara B o3¢ 40 MI/Kr y mareHTa ¢ MHOKECTBEHHON
MHEJIOMOM HEXKENATENbHBIX peakuuid He OTMEeueHO. He oTmedanoch TakKe Cepbe3HbIX
HEeXKeJlaTeNbHBIX PEAKINi Y 3I0POBBIX JOOPOBOJIBLIEB, KOTOPBIE TOTYJYalld OJTHOKPATHO Mpenapar

Axtempa® B 103€ 10 28 MI/KT, XOTs HabII0aIach HEWTPOIIEHHS, TPEOYIOIAs CHUKEHHS J03bI.

HecoBMecTUMOCTD

B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAHUNM COBMECTMMOCTH, JAaHHBIN JICKAPCTBEHHBIN IIpenapar He
CJIEyeT CMELINUBATh C APYIrUMU JIEKAPCTBEHHBIMU IIPENapaTaMy, 32 UCKIOYECHUEM YIIOMSHYTBIX

B pazzaeine 6.6 OXJIIIL
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