- MHHUCTEPCTBO JIPABOOXPAHEHHSA
POCCHIUCKOM OE/IEPALTHN

~ . Perncrpannonnoe YAOCTOBEpeHHE
CTBEHHOTO NIPenapaTa s ‘Mennun_uc_{rg 1y

3o

Mep PEPHCTPALIIONHOTO yii

JICP-006205/09

OCTOBEPEHHH JIEKAPCTBCHHOIO

"Actennac ®apma I0pon B.B

HHOI'0 npenapara

HOHHOTO YA0CTOBEpEHILS

“Astellas Pharma Burop

TocyAapersentioit pernerpauin
B npenapara

31.07.2009

c b
POIE AGHCTBIS perneTpaunonnoro
|YocToBepenms sexapersennoro npenapara

Gecepouno

HECCHHS HIMEHEHMIl B PerneTpamonHoe
EPeHNe eKapCTRENNOro npenapaTa
HBI PerncTpaniuonnoro
JePEHIS ICKAPCTBeHHOT0 npenapara)

14.12.2020

Hudopmanus o sapernctpuposanton JIeKapCTBEHHOM Ipenapare;

HaHMeHOBaNNe

IAPOIHOE HeNATEHTOBAN O, WK
DOBOMHOE, /I XUMIYECKOe

- Anparpag®

TaxponuM);é :

oBamme

Kancy.ist npoNOHIHPOBAHHOTO AEHCTRY

//,%’f siimyc 0.50/1,0 50 Mr (B Bie Takpoanmyca monornapara 0.51/1.02/5.1 wmr),
: HIPOMEILI034, STUALICIUNIONO3A, IAKTO3b! MOHOTHpAT, MarHHA cTeapar, 06o
un (E 171), kpacurens xenesa Ookenzxentsiit (E 172), kpacurens xenesa

| HaTpus Jaypuncynshar], wepnuma
[ _Tguone), JeUNTHH (CoeRktii),

Opacode S-1-15083 [rmasyps ap
CHMCTHKOH, KpacHTe Tk HKenesa OKCII Kpa

KAnCyJ1bl IPOSOHTHPOBAHHONO i

Ynakoska "in-bulk": : :
Kalcynsl nponoHruposatHoro aeficraus, :
0.5 mr, [ mr, 5 Mr (Gaucrep) 10 x 25 (ynakopx:
KapToHHas) ‘ o

0.5 Mr, 1 mr, § Mr (6nuc'rep)"10‘_g.5._(nélmh ap

JICP-006205/09-250620

e —




llponanogmennue MVIOWANKH, YHACTBYIOLHE B IPOLECCe NPON3ROACTBA. aeK
npenapara, ¢ ykasaniuem c'nmuii nponsnoncrna, HAIBAHIE 1. q:am-nqeclmx
MECTOHAXOAACHMS : .

Hpmfasodcmaa 3amoaou nexapcmeenuou qbopub:

llorglm Co. Kerry, V93 FCBG Ireland

Hepauvuax yuaxomca

[Killo 'gliﬁ,.:t:a;, Ketry, V93 FC86, Ireland
y 'mapuwaa/nompeﬁ:menbcxax ynakoexa

Kiiimglm, Co., Kerry, V93 FC86, Ireland

Bmopigqaaﬂ/nompeﬁumeﬂbcmn YRAaKoska

' ‘57092 Kocrpomcxa;: o6un., Cycanunckuii paiion, ¢. Ceseproe, Mkp. Xapm‘ouo:m

Hpamodumaab (Bunyaxa:oumu KONmMpoOns kauecniea) Acremnac Mpnanz Ko. JI'm., Hpnalwu
Astellas Ireland Co. Ltd., I:eland

Iﬁuorghn, Co,, Kerry, V93 FC86, Ireland

ﬂpgmodume.ub (Bwnycxa.'au;uu KOHMPOn, xavecmea) Axunonepuoe oﬁmecrao "OPTAT"
{(AO "OPTAT"), Poccus

157092 Koc-rpoucxau 00, Cycauuucxnii paﬁoa, c. Cepepnoe, MKp. XapHTOHOBO




SRRARKANAIRuAshs

ARASRRERR 2000

B85 ARSAASN00L 088
3 .

mq_nupg‘awn_p'cn;pnom npenapara)

R Y SR "H-qileﬂlub!u;.w:ﬂﬂ»ﬂé’}ihﬁﬂl_“...m-‘_lﬂ...' LIYYYYY Y SAAL240545 000 4845008004000 cnsa00s 00000y
- - - - e - = e kAl b4 LLLED 8 YY)

- s, - . =
o . - - - ™

MEHUCTEPCTRO s,:**\.—‘n'ar&‘(."mi-nux
POCCHUCKOR WEAEPALIMM

Perncrpaunonnee Y0CIoBepeHne
PCrBennory openapara iy MEIHUNHCKOrO nNpumen

ACP-006205109 1 i
(Homep PerucTpanonsoro YAOCTOBCpeHIg NekapeTaentoro npenaparay |
e B o SO AL
0Baiue aepaatean (Baageanua) Acrennac Dapua 1Opon B.B., Huaépnanaer
CTpaunonmoro Yaocronepenus Astellas Pharma Europe BV, 7 -
BEIIOro nipenapara _
¢ MECTONAXOK ey aepxarean il
MIEALUA) PEFUCTPaUNONHOro Yaoctonepenun | Sylviusweg 62, 2333 BE Leiden, the Netherlands
CTBEHHOTO Npenapara =
AATa rocyrapernenunii perucTpamnm '
Aekapcrsen aro mpenapara B 31.07.2009
Cpok AeheTsus perucrpaumonnors
r0CTOBEPEHI AEKAPCTOENNOro npenapara

Oecepouno
ﬂ:qn BHECCHI MaMenennii s perncrpaunonnoe i
AOCTOBEPLHME JeKaAPCTREHNOrO npenapaia 25.06.2020

|

(aana samen PeruCTpatnonnoro ,

Hubopsauns o JAPETHETPHPOBAHNOM ACKAPCTBSHIOM npenapare:
ety T e i ——

PrOBOE HANMEHOBANINC |

Mesaynapooe HenarenToBannoe, win
PYRUHPOBOIIOE, WK IHMKecKoe

0.5 mr, | mr, 5 nr

ecn}uugi COCTAB i KoaNSecT Ben bl CoCTaB aehcrBy ommnx BEWECT W KavecTBenubli cocT B
CALULIX BelecTn —
0.50/1.00/5.0 mr (s BILIC TaKpoanmyca mosoruapara 0,5 ]/ 1.02/5.1 mr), Bcnomorarensn
A {runpomennosa, ITHAUCAOADIA, NAKTOIM MOHOTHIPAT, MarHug creapar, ofonovuka: ! :
ARORCHA(E 171), kpacurens REUCIa oKCHa wenThid (F 172), KPECHTEN L Keneda OKCHR Kpachkift (E-=

 EAATHE, HaTpis Aaypiacynndar], vepumaa Opacode S-|- 15083 [raasypu (papMauesTHYCCKa s 4535;’

HUKA PacTeOp B aTaHONC), AcLHTHN {coenmit), cumeTikon, kpackrens enesa OKEHA KpacHsiil (E-

cKa {nmpcmeuun thopma, "Kauuysu Apoackruposansioro AcficTang, ~ -
& NEPUMYHAR YiaKonKa, KOJAnYecToo {0.5 Mi, | owr, 5 up (Gancrep) 10 x 5 (uaqu.‘xagrcag 1)
PERBERHOI Popyut 8 nepammoii | Ynakoska "inebulk™ :
€, KOamYectso nepuminaii YRAKOBKH B | Kancynst nponok FHPOBANKOIQ aclicTang, >
EALCKOI ynakowie, KomnaekTnocrs) (0.5 mr, | ur, § Mr (Bamctep) 10 x 25 (ynum-“‘;
4 : |KapTouman) S

b ¢ o ! s
WL HOPMATHBIOR 10Ky MenTaIy JCP-006205/09-250620

B LU ey BORARBANSASALE NS b5t o 00,

WAL 131 2T




B e

T e A S

S Crpaniya 2 PeruCTpaunontoro YAaocrosepelmun Ne fléP-OOéZOSEﬁ_

npoumcxmuuc MIOWALKH, YHACTRY 0WHe g npouecce n
| npenapara, ¢ ykazannesm Craandi nponssoaeTaa, Hapanidl o

POIIBOACTBA AcKapeTReniioro
Parruvecxnx alpecor

Actennac Hpaana Ko, Jira., Hpaanaus /
lAs;f:_l}as Ireland Co.Ltd, Ireland :

Killorglin, Co. Kerry, Ireland

"I"P!Wﬂwymmexa

‘Acteanac Mprana Ko, Jira., Mpnanans /-
|Astellas Ireland Co.Ld, Ireland

Killorgli, Cor Kerry. olard

Briopuswan/nompetumernenan Yyroxoska

(Acteanac Hpaana Ko, Jha,
Astellas Ireland Co.Ltd, Ireland

Hpaanaus /

= ﬁiﬂwg}m. Co. Kerry, Ireland

e &qkpyw@dmpﬁé«mamax ynaxoexa

| Akunonepnoe obuiectso "OPTAT™

: (AO "OPTAT"), Poccus
-: 137092, Koctpomtekas o6, Cycanmnckni paiiow, ¢, Cenepioe, mxp. Xapuronoso

Hémxadmnua (Bownycxamoupun Koumpoae Kavecmga)

| Astellas Ireland Co.Ltd, Ire

‘Acteanac Hpaana Ko. Jlta, Mpnangus /-

land

[Killorglin, Co. Kerry, Irciand

Hpawisooumens (Boinyexauyuis KORIMPOIs Kavecmaa)

(AO "OPTAT™), Poccus

! Auum;ncpnoe o&lileucmo "OPTAT"

'ij_ﬂm-KOmponcm oln., Cy&ﬁmwxuh paiton, ¢. Cesepos, MKP. Xapuronoso

{0 )
M.IT.




MHH3IPAB POCCHH-
COTJIACOBAHO

|

MHUHHCTEPCTBO 3/1IPABOOXPAHEHUSI POCCHHCKOMH ®EEPAIIUH

Acreanac ®apma IOpon b.B.. Hunepaanan
Cunsmycser 62, 2333 BE, Jleiiaen

HMHCTPYKL{MSI
1O MEJIMLIMHCKOMY T[TPUMEHEHHIO JIEKAPCTBEHHOI'O [1PEITAPATA

AJIBATPAD*
RANCYILI TPOJOHIHPOBAHKOTO feiicTBust 0.5 mr, | wmr i SwMmr

Acreanac Hpaana Ko, Jla., Hpaanans/
AO «OPTAT», Pocens

Miamenenne No |

Jlara sHecenna uimenenis «_

© Crapan perakuus

Dopma Buinycka

- Karicynw nposionruposansoro seiicramns 0.5 mr, 1
MIH S MI
o 10

! NBX/amomnnuesoii Gpoanru, no 5 Oamcrepos B

Karcy) B Onucrepe "3

3ANasHHOM  a/HOMHHHEBOM MaKkere wmecre ¢

|
| NAKETHKOM ¢ CHIIMKareem.
ITo |

! BMECTE ¢
i
i

'i«'.ill{l’lliiﬂ)&l'\’ EUIIOMI'H{HCBOM}’ nakery

HHCTPYKUMEH no  npumenennio

KapPTOHHYIO 11auKy.

121271

250620

» 20 r.

~ Hosas perakuus

- ®opma Beimycka
; Kancysini fiposoHruposantoro aeiicrsus 0.5 mr, |
F MIH S M

l o 10 Kaneyi

ﬂBMHBﬂ)\/dmoumimuou

H3

5

B Oaucrepe

$poapru.  Tlo
UIIHCTCPOH B 3ANHAAHHOM QJHOMHHHCBOM HaKeTe

BMECTC C HAKeTHKOM ¢ CH/IHKareieMm,

|
|
I
\’

s | Tlpu ynarosre na Acme. viac Hpano Ko. JImo.,

| Hpaanoun,  oanee YRasieaiom  creoviougyio

Io SANAIHHOMY  aIOMUHHEBOMY

, uu(]m;zmu furo:
{ naxkery

BMCCTC C mucTpykumeii no NPUMCHEHHIO B

KapTOHHYIO nauky.

Hpu ynakoere na AO «OPTA T». Poccusi, oanee

ITo 1

JANAAHHOMY  a/loMm HHHEBOMY naxkery
{

Hi,

\
{
|
4
i VRazoigaom cieoviouyio ungopmayuo:

(conepaaremy 5 Gamncrepos




Hsxenenue No | i UHCPYKIuU c2

Crapas peaaxuus T Hosas peaakuns

i

j TBXAIBIIX/anomunnesoii honbru u naxer
’L C CHIHKareiem) smecte ¢ HHCTPYKUHEH no

| NIPHMCHEHHIO B [MAYKY H3 KapToHa.

S
CJIOBHS XpaHeH st VeaoBus xpanenns

LV
’Xpdmﬂ“b B OpHrMHAZLHOW  ynakoske nipu Xpauuts B OpurHHaBHOM YNAKOBKe

Temneparype e suine 25 °C, I (QIOMHHMEBLIIT  naker g [avke)
. |
XpaHuTh B He0CTYNHOM 15 aereii mecre. ; Temiicparype He Bhimie 25 °C.

Xpanuh B He10CTY HOM 1y Aeveii mecre.

3abosothas T.C.

MHH31PAB POCCHH
V20620500, <1520

COTJACOBAHO

121271

M3 PO
IKCHEPTHBIA OTUET B
VIEACTBUTENIEH JUIS JIAHHOI §
=

@I'BY

[__BEPCHHM JIOKYMENTA
0000000001 1




Bers -"_;—,,_' . ] HCP-OO6205§09-310709

HHCTPYKLUS
10 MEAHUHHCKOMY NpHMeHeHHI0 npenapara

AIIBATPA®® (ADVAGRAF®)

PErMCTPALIMOHHBLIT HOMEP:

-

TOPI'OBOE HA3IBAHUE: Ansarpa®
MEXIYHAPOIHOE HEHATEHTOBAHHOE HA3BAHHE: TaKpOJIHMYyC
JIEKAPCTBEHHAH ®OPMA: Kancyiiel nponoﬁmponaﬂnoro AeHCTBHSA

COCTAB

o ' l Kafrcyna NMPOJIOHTHPOBAHHOTO AeHCTBHA COLCPMKHT:

AeHCTBYIOWIEe BelliecTso - Takporumyc (B Buge TaKpoJnmyca MoHoruapara) - 0,5 Mr, 1 Mr
HIH 5 Mr; BCIOMOrarebHble BellecTsa — runpoMesniosa, STHIUEANION03a, NAKTO3bI
MOHOTHApAT, Markus creapar; o6onouxa Kancynel: THTaHa auokcuny (E 171), kpacurens
Kenesa oxcun sxenteii (E 172), KpacHTeNb xene3a OKCHA KpacHEIH (E 172), xenarun,
HaTpHA  naypuncynsar; wadnuce na kancynre  (Opacode §-1-15083):  “rnasyps
¢dapmauesTuyeckas 45% (1mésninaka PACTBOp B 3TaHoneE), AeUHTHH (coeBslit), cumeTHkoH,
KpacHTenh Jxenesa okcun kpacHsiii (E 172), runponosa.

OIMUCAHUE .
Kancynet 0,5 mr:

Teepasie xenatunoBbIe Kancyner Ne5, Ha 6nesmo-xentoit KpBIILIKE Kancyisl HaHeceHa

KpacHasn Hajanuch «0,5 mgy, Ha OPaHXEBOM KODIlyCE Kancyinl — « M 647, Conepsikumoe
Kancyn — Genslit nopoox,

) Kancynel 1 mr:

'Q * Teepabie xenatHHOBBIE Kancynel Ned, wa Genoii KPBILLKE Kancy/ibl HaHeceHa KpacHas
HalHCh «1mg», Ha opaH)eBoM KOpnyce Karncynel — « % 677». Coneprximoe Kancyn -

Genbri nopoinok.

' Kancznm S Mr;

Tsepasie xenarunossie Kancyne! pasmepom Ne 0, na CCpOBaTO-KPACHOH KpBILLKe Karcyisl

HAHECEHA KpacHas Haanmuce «5 Mg», Ha OpaHXeBOM Kopnyce Kancynel — «# 687».
Conepxumoe xancys — Gebrit MOPOLIOK.

Dapmakorepanesruyecicas rpynna: HMMYHOAENPECCHBHOE CPe/ICTBO
Kox ATX: [L04ADO2]

PAMAKOJIOTMMECKHE CBOHCTBA

Dapmakoanuamuka
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00yCIOBIEHB!  CBu3BIBaHMEM C UMTO30NEHEIM Genkom (FKBP 12). Kommniexe FKBP 12-
TaKpOJIHMYC cneunduyeckn u KOHKYPEHTHO HHruGHpyeT Ka/IbLUHHEBPHH, obecneunpag
KanblHH3aBUCHMOE 6nokuposanue nyTeH nepemaun  T-KneTouHmIx CHTHAJIOB ¢
NMPENOTBPALIAR TPAHCKPHITLHIO AHCKPETHOrO pAna MHMGOKHHHEIX reHOB. '

Taxponnmyc — BBICOKOAKTHBHBIH HMMYHoOZenpeccauT. B IKCNEPHMEHTaxX in vitro u in vivo

obpasopanne nuMGOKIHOB (unTepaeiikun -2, -3, Y-HHTEPDEPOH), akTiBauHIO T-knerok,
IKCpeccnio  penenTopa HHTEpNIeHKHHA-2, a Takke ° 3aBHCHMYIO OT T-xennepos
nponudepauuio B-knetok.

DapmakokuHeTHKA

Abcopbims

Ycranosneno, yro » OPraHH3Me HYenoBeka TaKpoJIHMyc BricTpo abcopbupyercss. B

/iekapeTBenHan opMa, obecneunsaiommas NMPOfOMKHUTENbHYIO abeopbumio TaKpojlMMyca B
KENYNOUHO-KHIIEYHOM TpakTe. Cpeanee BPEMA JI0CTHXEHHSA Cpay COCTABNSET OKOJO 2
4acoB. Abcopbuus Takponumyca BapuaGernbha (BapuabenbHocTs abcopbumu y B3pocbIx
NanueHToB 6 — 43 %), Buonoctynuocts TaKponuMyca npi npueme BHYTPb B BHAE Kancyn
cocTaBieT B cpennHeM 20-25 %. Buonocrynnocrs, a taike CKOpOCTE M cTeneHs aGeopbuuu
TaKpoIHMyCca MPH  OAHOBPEMEHHOM NpHEME ¢  mMIieH  cHMXAKOTCS. Xapakrep
KCTYEBBIACNEHHA HE BAHSeT Ha abcopbuuio npenapara. I[locne aoctmkenus PaBHOBECHOIH

Pacnpenenenue u THMHHALHS

Pacnpenenenne TaKpolHMyca B OpraHM3Me 4enoBeka nocie BHYTPHBEHHOIO BBENEHHS
HMeEeT AByXdasuplii Xapaktep. B cHcTeMHOM KpOBOTOKE TAKPOJIHMYC XOpOLLIO CBA3BIBAETCH
C 3PHTPOLIHTAMH.

CoorHoenne KOHLCHTPAUHH TaKpoiMMyca B LelbHOM KpOBH ‘M naime = 20:].
3HauuTebHAY foNs TaKponumyca naasmel (> 98,8%) Haxomutes B CBA3aHHOM ¢ Beskamu
M1a3MBI (CBIBOPOTOYHbIH anbOyMHH, Q-] -KUC/BIH ITIHKONIPOTEHH ) COCTOAHHH.

Taxponumyc wmpoko pacnpenensercs B opraHusme. Craunonapusiit 06nem pacnpegenenus

T0Ka3are/lb, paCCUUTHIBAEMBIH 1O LE/IbHOI KpOBH, paBeH B cpeaHeM 47,6 J1.

Taxponumyc — Bemectso ¢ HU3KHM KITHPEHCOM. Y 310poBBIX mozeii CpeaHH# o6
IUIHPEHC, PaCCUHTAHHBI 110 KOHLEHTPALMAM B UCIbHOR KpOBH, - 2,25 n/yac. ¥V B3POCHBIX
MAaUHEHTOB NoC/e nepecajky MEHCHH, NIOYKH H CepaLa 3HAYEHHS KJIMpeHca cocrasuiu 4,1

CNOCOGCTBYIOT  YBEJHYEHHIO HECBA3AHHOI (pakuun TaKpoluMyca, YCKOpAs - KIHpeHC
Takponumyca. Koptukoctepowuas, PUMCHACMEIE TIDH TPAHCINAHTALMH, TakKKe MOTyT
TMOBBICHTE HHTEHCHBHOCT) MeTabonu3ma u YCKOPHTb KITHPEHC TaKpoAMMYyca.

[lepuon nonyseisenenus TaKpONHMyCa NTHTENBHBIA M H3IMeHYHBBIH, Y 3[10POBbIX JIONEH
CpeHui MepPHOA 0Ny BBIBEIeHUS B leNbHOH KpOBM cocTasser npuMepHo 43 yaca.

MetaGonusm u Guorpanchopmayus _
Takponumyc aktuBHO Metabonusupyercs B fIEUCHH, IIaBHBIM 06pasom, npu MOMOLLH
liutoxpoma P450 CYP3A4. Merabomuam TAaKpOMMYCa HHTEHCHBHO NPOTEKAeT B Ctelke

KHUIeYHuKa. MnenTHdHUMPOBaHO HecKoNbKO MeTaGonuToB TaKpoiuMyca. B okcniepumenTax

553532
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in vitro GbLIO MOKA3aHO, YTO TOMBKO OAHH H3 meTabonuTos obnanaer HMMYHOCYIPECCHBHOI

MeTabosnToR.

[Tocne BHyTpHBeHHOrO 1 NEpOpabHOro BBeaeHHs ''C-MeuéHHoro TaKpoJIMMyca OCHOBHas

. [0 PafiHOaKTHBHOCTH obHapyxisanacey B (exanuax. Tpumepno 2 % PaIM0aKTHBHOCTH
PETHCTPHPOBANOCH B Mode. B Moye u exkanusx oxono 1 % TaKponHMYyca onpeensiocs s
HEH3MCHHOM BHJE. . Cnenoaa'reﬂbﬂ'o, TakponuMyc nepen INHMHHAUHEH NpakTHYeCKH
MONHOCTBIO META6ONH3NPOBANCS: OCHOBHBIM MYTEM MHMHHALIH ObIna XKemys,

i JKCKpenus

INIOKA3AHMS K NIPUMEHEHHIO

- Hpenynpexzenne u neyenue OTTOPMCHHS a/IIOTPAHCIIAHTATA TEYeHH, MOuKH y
Q B3pOC/IBIX MalHEHTOB.

Jleyenne orropienus ANOTPAHCINIAHTATA, PE3UCTEHTHOrO K CTaHIAPTHLIM peXHMaM
HMMYHOCYNPECCHBHOM TEPANUH y B3POC/BIX NAHEHTOR.

- IPOTHBONIOKA3AHUSI

I'unepuyscreutensuocts k TaKpOJIUMYCY, ApyTruM MaKpONHAaM WK Kakomy-nu6o u3
BCIIOMOraTe/IbHBIX BEIECTB.

CIIOCOB IIPUMEHEHUSA | AO03bI
Ansarpad - nepopanbhas (opma Takponumyca s NpHeMa OfMH pas B JeHs. Tepanus

Ansarpadom TpeGyer TIATENBHOIO KOHTPOAS CO CTOpOHBI neépcoHaina, obiagaiomero
COOTBETCTBYIOWICH KBaiupHKauuel u MMEIOIIEr0 B . pacopsmKeHHH HeobXomumoe

KOHUCHTPALHH TaKPOJIMMyca B KPOBH H KOppeKTHpoBats 103y npenapara s NOLIePXKAHHS
CHCTEMHOH JKCTIO3MLIMH TAKPOJIUMYCa Ha aleKBATHOM YPOBHe. :

[Nepsonavansusie no3si, TPCACTABNCHHbIE HHXE, CIIElYET PAaCCMATPHBATE TOALKO B KavecTBe.
. _PexomeHpauMii. B HauannbHOM OC/ICONEPAHOHHOM  r€pHOaE Anparpad  06b1uHO

553952
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HHAHBHIYANbHOH NepeHOCHMOCTH fpenapara, a Takxe Ha ZaHHBX MOHHTODHHIA YPOBHs
TakpolHMyca B Kkposu (c™. HHXE pasfen "Pexomcﬂﬂ_aunk 0 MOHHTOpMHry
TepanesTHYecKoi KOHUeHTpauHy TaKponumyca B Kposu™).

Ipu nossrenun wmiiveckux NPH3HAKOB OTTOPXKEHMS Clienyer paccMoTpers Bompoc o
HeobxonumMocTH KOpPEKUHH pexnma HMMYHOCYNpPeCCHBHGH Tepanuu. Y crabuipHpx
NALHEHTOB, NEPEBEAECHHBIX o Tporpaga (mBYKparHbiil cyTouHEI 1IpHEM) Ha Ansarpad
(onHOKpaTHEL CYTOYHBIH npuem), ¢ o6umeif CYTOYHOH no30H |:] (Mr:Mr), cucremnas
IKCNO3HUMA TaKpoiuMyca (mitomans non apMakoKiHeTH e CKGli npuBoi [1DKo,4) npu
TipHemé Ansarpada 6Gpia MpuMEpHO Ha 10 % Hmxke no CpaBHenuio ¢ Tlporpadom.
Baaumocssas MEXY MHHUMANLHLIMH YPOBHAMH  TakpoinMyca (C24) wu cucremuoit

Y nauuentoB nocrie NEpecanku novku u neyeny de novo [1OK, 54 TakpoiuMyca B 1-e cytku
NIpHMEHCHNA AsBarpada Geia COOTBETCTBEHHO Ha 30 % 1 50 % Hike 0 CPaBHEHHIO ¢
SKBHBAJICHTHLIMH [03aMM Hporpaga. -

K 4-m cyrkam CHCTEMHAs DKCIIO3HIHS TaKponuMyca, oueHenias o CO, npu npumenenuy

Hns naumenros, KOTOpBIE HE MOTYT NPHHUMATE Npenapar nepopansyo HEnocpeacTseHHo
T0C/Ie TpaHCIUIaHTAIHH, TaKpONIUMYC MOXET BBOIHTHCH BHyTpuBeHHo (ITporpag SMr/mn,
KOHUCHTpAaT s uugpyauu) Al03€,  cocTaBsiomedt  mpumepuo OLHY mATyio
PEKOMEHI0BaHHOM NEpopanbHO# 10361 AUIA IAHHOrO NoKasaHus.

Cnocob npumenenis

Mpoxonxureannocrs iipuema npenapara

Hia - npodunaxruxy OTTOPXEHHA  TPAaHCIJAHTATa  COCTOSHMe HMMYHOCYNPECCHH
HEOOXOAMMO oanep KHBaTH NIOCTOAHHO; ClIEOBATENBHO, MPOAOIKHTENbHOCTE Tepanuu He
OrpaHAyeHa. ‘ S '
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Pexomenpanum no A03HPOBAaHHIO
Tpancnnanmayun nouxy

Lpopunaxruka orro PKEHHSA TpaHCIIaHTaTa
Ilepopanshyio Tepanuio Asparpadom CHICAYET HaYHHATH C CYTOYHOM 103K 0,20-0,30 mr/xr,
OJIHH pa3 B IeHb 110 ytpam. [puem Npenapara cnenyer Havary p TeueHue 24-4acoB nocne
TPaHCIIAHTALHH.

Tpaucnranmayun neyenu

ITpodunakrika orropxenns TpaHcIIaHTaTa

' Iepopanshyio Tepanuio Ansarpadiom cnenyer HAYHHATE C CYTOMHOI 4035 0,10-0,20 mr/kr,
ORHMH pa3 B A€Hb [0 yTpam. [Ipuem npenapara Chenyer Havarh 4yepes 12-18 4acos nocye
TPaHCILIAHTALHH,
Koppexmuposka 003 ¢ nocmmpanchranmayuouy iz nepuod

' C Tevenuem Bpemeny MOC/IC TPAHCIIAHTALIMK [OYKH MK NEYEHH 10361 AfBarpaga o6bramo

. cHWXaT. B HEKOTOPBIX  ciywasx  Bosmoxia OTMEHa  comyrcTByrOWMX

HMMYHONENpeccaHTOB, T e, [ICpEXoa Ha moHoTepaniio Aznsarpadiom. Ynyuwenue
COCTOSHHA NauHeHTa Moxer H3MEHHUTH d}apmaxomnemxy TaKponumyca u norpe6osars
AONONHHTENLHOMH KOPPEKTHPOBKH 03 Anparpadga,

- Jevenue ommopiicenun mpancnaanmama

Tepanuu MOHO-/TIOHKNOHANBHBIMK aHTuTenamu. Ilpu BO3HHKHOBEHHH npH3HaKoB
TOKCHYHOCTH TaKkponmHMyca (Ha.npumep, BbIpakeHHbIe HeXeNnaTenbHbIe PeaKkuHH), Moxer

- Ipu nepexoze Ha Tepaniio Ansarpaom y B3pocipix NAUMEHTOB, HaYa/lkKas nepopatsHas
CyTouHas 103a npenapara cocrasnser 0,15 mr/kr, onun Pa3 B IEHb 10 yTpam.

- Liepecanika Apyrux opranop -
HCHHA Ansarpada s nevemys TIaUMEHTOB nocae nepecasicu

" Knunnueckuit onprr Ipume
. JIErKOro,  MomKeNyn04HOI KeNesbl, KHUIeYHHKA OTCYTCTBYeT.  OpHako TaKponuMyc
(TIporpag) npumensercy Y TIAUHEHTOB - C TpaHChiaHTaTamy JICTKOro B HavaneHoij

&
L]
o
=
]

B HaYanbHOH nepopanbHoit  nose 0,2 mr/kr/cytkn, nocne TPAHCIUIAHTAUMK KHLIEYHHKa B
+ HAYALHON nepopanbHOl 103e 0,3 mr/kr/cyTkn.

l(amepcén (nepexod) ¢ Kuknocnopuna na Adeazpag)
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[IOCKO/IbKY BOIMOXKHO 3amEuIeHne KITHpeHca HHKNOCNOpHHA.

Kousepcus (nepexoo) ¢ Ipozpagha na Adsazpagp

Koppexmupogra 003 y omoenvusix Kamezopuit nayuennog

[auwente! ¢ nevenounoii HehyHKuMed
Y nauuentos ¢ taxkenoi NEUCHOYHOM AnchyHKumeit iy TOMUICPIKAHHSA MUHHMATBHBIX (Co)

AManasoHa MOXET NOTPeGOBATECH CHIKeHMe Ao3bl Aztarpada.

KIHpeHca KpeaTHHHHA u KOHTpONE Hap KOJTHYecTROM BelaensemMoit MO‘U‘I).

Paca ;

Y yepHokoxux NAUHEHTOB IS 1OCTHEHUS AHANOTHYHBIX MHHUMAJTbHBIX (Co)
KOHUEHTpaun# Takpomumyca p KPOBH MOTYT notpe6opatscs Gojiée BEICOKHE [JO3bI
fipenapara, yem y nauuenTos 6eoit pacsl.

Ion
Ceenenus o tom, yro MYMYHHAM W KEeHIMHAaM TpebyloTes pasHsie 10351 npenapara s
AOCTHXEHHS PABHBIX MHHUMATLHELX (Co) KoHUeHTpauuii TaKpoJIMMyca B KpoBK '

OTCYTCTBYIOT.

Hoxinnie NALHEHTRI

Csezenus o Tom, uto TNOXKHILIM NankenTam Tpebyrores ocobble 103b1 AlBarpaga,
OTCYTCTBYIOT.

Bhibop ‘103 nonxen OCHOBBIBATBCA HA KIMHHYECKOl OLEHKE MHAMBHIYAITBHOTO pHcka
OTTOPKEHHA W  NepeHOCHMOCTH fipenapata, a  Takke Ha = nagHbIx MOHHTOpHHIa

55352°
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TEPANEBTHYCCKOO YPOBHS TAKPONHMYCa B KPOBH:

Hns  Buibopa ontHMansHo# 036! fIPUMCHAIOTCS  HECKONIBKO 'METOXOB OMNpefeNienus

KOHLIEHTpaLIHH Takpommyca B uensHOM kposu. Conocrasnenne PE3YNbTaTOB MOHHTOPHHT 2,
OnyONHKOBaHHEIX B /IMTCPAType € pesynbTaTaMi MOHHTOPHHIA B OTAENbHOH KIHHHKe
HeoBXoMMMO ocyImecTBASTE ¢ YHETOM NPUMEHAEMOrO METOJa OripeaeeH s KOHLEHTPALHHK
TaKpormyca KpoBH. B coBpemeHHOIM KnnHHueckoii TNPaKTHKE YPOBHM Takponumyca p
KpOBH KOHTPOIHPYIOTCSA IPEUMYIUECTBEHHO ¢ TIOMOLUBIO METOAOB HMMYHOAHATH3A.
Koppenauns mexuy MHHUManbHbIMH (Cy, Cyq) KOHUCHTPAUMAMH H CHCTEMHOI IKCTIO3HLHEl
(AUC 4.24) Takponmmyca B KpPOBH 1pH NPHMEHEHHH 06OMX npenaparos, Aasarpad wu
Iporpad, onunakona. =

B noctrpancnnantaunonnmii [EePHON HEOOXOAUM TiuaTeTbHbII MOHHTOPHHI" MHHHMAJIbHBIX
(Co, C24) KOHUEHTpALMI TaKpOIMMYCa B KPOBH. MUHHMAaNEHble KOHUEHTpauun Anparpacda

TIPHMEHCHHH NPENapaToB, KOTOPblE MOTYT BEI3BATH H3MEHCHHE KOHUCHTpaUHii TakponuMyca
B KpOBH (CM. paszensl «Kousepcus (mepexon) ¢ UHKIOCTIOpHHa Ha Agnsarpad. »,
«Konsepcus (nepexon) ¢ Ilporpaga ua Anarpad.» u «B3AUMOIENCTBUE C
APYTUMH JIEKAPCTBEHHBIMU [TPEMTAPATAMM»). Yactora MOHHTOPHHTIa YpOBHA

TMpenapar ¢ HH3KMM  KIHPEHCOM, Ui AOCTHXKCHHSA ~ PABHOBECHBIX  KOHIEHTpALHii
TAKpONMMyCa B KDOBM INOCAE KOPPEKLUMM [035I Auparpada MoxeT mnorpeSoBarbcs
HECKOJIBKO AHEH.

CornacHo naHHBIM KnHHMYeckux WCC/ICN0BAHHH, B GONBUIMHCTBE Cilyyaes  jevenue
YCNEIIHO NPH TEPAIeBTHYECKUX YPOBHAX TakpoiuMyca B KpoBH He Bbiue 20 Hr/ml. [Tpu
HHTCPNIPETALMH NaHHLIX O TepaneBTHYECKoi KOHUCHTPAUMH  TaKpoNHMyca B KpOBH
HEOOXOAMMO NPUHMMATE BO BHHMaHMe KIMHHYECKOE COCTOSAHHE MALHEHTA. _
CornacHo umerowmMes AAHHBIM, B HAYAIBHOM [OCTTPAHCIIAHTALHOHHOM nepuone y
NALHEHTOB NOC/IE TPAHCILUIAHTALNM NCYCHH TEpanesTHYCCKuil ypoBeHb npenapara B KpOBH
HaXOMHTCA B nnanaszone 5-20 ur/mn, a nocne TIEPECANKH NOYKH MM cepaua — 10-20 Hr/mu,
Bo Bpems nomuepixitpatomeii HMMYHOCYTIDECCHBHOM TEpanMM y nauMeHTtoB mocne
NEpECAafkn MEYeHH, NMOYKH MIH CCpAUa KOHUEHTPaUMM nNpenapara s KpoBH 06BIYHO
HaxomATcA B npenenax 5-15 ur/mn.

[IOBOYHOE JEHCTBUE

B cBmu ¢ ocoBennocramy OCHOBHOrO 3a00neBaHHi M  GonbHM KOJIHYECTBOM:

JIEKAPCTBEHHBIX MPENaparos, NPHMEHSIEMBIX OJIHOBPEMEHHO Mocie TPaHCH/IAHTALHH,
NPOQUIL HeXeNarebHbIX ABICHHI HMMYHOLENPECCAHTOB TOYHO YCTAHOBHTH CIIOXKHO.

MHorne w3 mHexenarémbHbIx ABNCHUHA, TpPEACTABNEHHBIX Hixe, obpartumbl  H/un
YMEHBIIAIOTCA NpH CHHKEHHH 10361 B pamkax KaXX110# YaCTOTHOI IPpynmsI HeXeNaTembHble
ABICHHA TIPEACTABNCHLI B NOpsjKe y6biBalowe CepLE3HOCTH. Hexenarensubie sprenus,
KlacCHpHUMpOBakHbBIe 1o OpraHaM H CHCTEMaM, MepeyHCleHbl HHe g nopsaaxe
YOBIBAIOLIEH YaCTOTEI BBIABICHHS: O4CHL YacTeie (> 1/10), yactrie (oT > 17100 mo < 1/10),
Hedacteie (ot > 1/1000 mo < 1/ 100), peaxue (o> 1/10 000 A0 < 1/1 000), oyens penxue (<
1710 000), HEH3BECTHBIC (U1 YCTAHOBNIEHHS YaCTOTLI KOTOPbIX JAHHBIX HEJI0CTATOYHO).

Cepaue

5

95352
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- HacTble: HUIEMHYECKHE KOPOHADHBIe PaceTpoiicTsa, Taxukapaus-
HEHaCThIC: KETYNOIKOBBIC APHTMHH M OCTAaHOBKA cepaua, cepuevxas HE/l0CTaTOYHOCTD,
KapAHOMHONATHH, THNEepTpOpus KETYN0YKOB, CYNPaBEHTPHKYIAPHBIe apHTMHH, yYalleHHoe
cepauebienne, aHOMasIbHEIE MOKA3aTeH OKT, Hapywenus purma u YacCTOTBI CEPACHHBIX
. COKpaIIeHMl ¥ Myfbca. R :
. PEAKHE: nepHKapAUaNbHbIi BBIIOT
OHEHb PEAKHE: aHOMAJIbHBIC TOKA3aATeIH IXOKapaAHOrpaMMBl

Kposs u InMbarHueckas cucrema

HacTble: aHeMHs, nefKonenus, TpoMOOLMTONE NS, NeHKOLHTO3
HEYaCThIC: KOArYIONaTHH, OTKJIOHEHH!S B TIOKa3aTesIux KoarynorpamMmsr, NaHUMTONEHM S,
HEHTpOneH s

penkue: TpomboTHuéckas TpombonuTonennyeckas nyprypa, THIONpoTpoMOHHEeMuS

Hepsuas CHCTeMa

O4€HB HacThie: TPEMOp, rososHas 6osb _
HacTelC: SMUIICNITONAHBIE IPHIIAJKH, HapYyLUCHHA CO3HAHUSA, NIapECTe3nH Au3ecTe3nu,
nepugeprycckue HECBPOMATHH, roJIOBOKPYKEHHe, HapylleH1e NMCbMa, paccTpoiicTsa
HEPBHO# CHCTEMBI
HEYACThIE: KOMA, KPOBOM3IHAHHA B UCHTPAJIbHOM HEPBHOM cUCcTEMe K Hapy[leHHus
MO3roBoro kpoBoobpaitenus, napamuy u napes, sHuedanonarus, HApYLIEHHA peyHn u

- APTHKYJISUHH, aAMHE3Hs :

. peaxue: TOBBILICHAE MBILIEYHOIO TOHYCaA
O4€Hb PEAIKHE: MHACTEHHS

Oprau 3penus

HacTble: HEYETKOCTD 3peHus, potodobus, 3a60esatus rnas
HEYacThle: KaTapakTa
peakue: crienora

Opran ClyXa v paBHOBECHH

" | uacTele: urym (3BOH) B ymax
HEYACThIe: CHHXKEHHE CiTyXa
PeaKHe: HEHpOCeHCOpHas ryxoTa
OYCHBb PEAKHE: HapyLICH s ciyxa -

Hbixatenbhas cucrema u cpeAocTenHe

HacCTbIC: OABILIKA, JIEFOYHLIE APEHXHMATO3HbIE paccTpoHcTsa, nueBpanbHbIii BBINOT,

hapunruT, Kawens, 3anomenHOCTE HOCA, PHHHT : -
 HevacTeble: ABIXarenbHas HEN0CTaTOYHOCTE, paccTpoicTsa co CTOPOHBI AbIXATE/bHBIX nyrei,

act™a : '

PEAKHE: OCTPbIH pecniupaTopHsii AMCTpecC-CHHIpOM

XKenynouno-kueysse paccTpoicTBa

OYCHB YacThIC: AHapes, TOWHOTA

H abgomuHanbHas 6o, AHCHEIICHS, 3aMOpbl, METCOPH3M, HYBCTBA B3AYTHS W PACHHPAHHS B

KHBOTE, XXHIKHH CTY/I, CHMITTOMBI HapyUIEHHH CO CTOPOHBI KEJIYI0YHO-KHIIEYHOro TpakTa
' HeyacTele: napajiHTH4YecKas KHIIEYHAA HEMPOXOAUMOCTD (napanutHyeckuii Hieyc),

NEPUTOHHT, OCTPBIH M XpOHHYECKH I NAHKPEATHT, NOBBILICHHE YPOBHSA aAMHJIa35] B KPOBH,

95352
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pelikue: CYSHIIC}/C, NNaHKpeaTtuyeckue IICEBIOKHCTE]

Lloyku n.Moueppie OyTH
i

- OYCHD YacThie: HapyleH e noyeynoit byHKun

" yacthie: ToueHHas HEAOCTATOYHOCTS, OCTpas noyeynas HEOCTATOYHOCTD, OJIMTYpHs3,

| OCTpBI KaHaIbLeBELf HEKPO3, TOKCHYecKas Hedponatus, MoYesol CHHApOM, paccTpoiicTpa
€O CTOPOHEI MOYEBOIO NY3bIPs U ypeTphi '

- HEHACTBIC: aHYPHs, reMONHTHYe CKHi YPEMHYECKHI CHHApOM

- OHeHb peskue: Hepponarus, FeMOppardyeckuii yuetur

- Koxa.u nogxoxuas xiervaria

- HacTeie: 3yA1, Chinb, anoneuus, akue, THOepruapos

HEYacTIe: nepMarur, qboToceucuﬁHnmauun ,

PCAKHE: TOKCHYECKHi SMHACPMANEHBI HEKpOoJIua (cuiapom Jlaiiesina)
+ OY€HB pelIKHE: CHHApOM Crusenca-Ixoncona

: Kocmo-mwneqﬂag CHCTEMA H COENMHHUTE ILHAS TKAKE
HaCThle: apTpanrus, MEILeY e CYAOPOTH, 601b B KOHeYHOCTSX, 6o B CIIHHE
He4acTeie: CycraBHble paccrpoiicrsa

+ QHIOKpUHHas CHCTEMA

| PEAKHE: THPCYTH3M

" Metabonusm u [IHUTaHHe
| = EO0IHUIM M THTanke

 OHEHD YacThle: runepraukemus, CaxapHbiit anaber, runepkaniemus

| HacThie: rHNOMarHueMus, ranogocdaremus, THIOKANHEMHS, THIIOKanbIHeMus,

- TMNOHATpHEMHS, runepBonemus, TMNEPYPHKEMHUS, CHIKeHue ANNETHTA, aHOpeKcHsH,
- MeTabonuyeckuit amuos, THIEpNHIHAEMHUS, THIepXoecTepuHeMus,

. THIIEPTpHIHIEpU e Mus, JNEKTPONHTHBIC HAaPyIeHus

. MMmyHnas cicrema

if' HHOEKIHH ¥ nHBaIuy

'nuarﬂomupoaaﬂubm HHEKUHOHHBIX 3abonesanuii. Cnygau Hedponaruu, -
aCCOLMMPOBAHHO ¢ BK-supycowm, a Taioxe fIporpeccHpyowelt MybTHbOKaTbHoO

i nefikosuuedanonaruy (IIM), accounnpoaauﬂ_oii ¢ JC-supycowm, Habuionamuce Ha dowe
; HMMYHOCYIIpecCHBHOI Tepanuu, BKIIOYas Tepanuio AnBarpacom. ' ‘

- TpaBmei, o AB/ICHUA, OCOXKHEHHS NpoLe
‘HacTble: MepBHYHas auchyHKimns TpaHcIaHTara

'TauuenTs, nonyyaiomue HMMYHOCYTIpeCCHBHYIO TEPanHio, UMeloT Bonee Beicokuii PHCK
|3/10KAYeCTBEHHBIX onyxonei. Ilpu npumenenun TaKpoJIUMyca OT™MeYerHo BO3HHKHOBEHHe
iKaK AobpokavecTBeHHbIX, TaK H 3noxaqé€TBcHme HOBoOGpasoBanmii, B oy YHCIIe BHpYC
‘Onwreina-Bapp (EBV) - ACCOLHHPOBAHHEBIX JuMponposHpepaTHBHbIX 3aboneBanuii u

:paKa Koxu. ‘ ' ‘ . '
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Cocynueras cucrema

OYCHb YacTbie: apTepHabHas FHNEPTEH3us
4acThle: KPOBOTEYCHHe, Tpomboambonuueckue HUICMHYECKHE OCIIOXKHEHHS, HapylueHHe
Aeprdepuyeckoro KpoBoobpauenus, apTepHaIbHAS THIOTEH3 NS

HeyacThie: HHpapkT, TpomGo3 ryboKuX Ben KOHEeYHOCTEiH, ok

€ paccTpolicTsa H.OCITOMCHEHH

HacTbIC: ACTEHUA, JIMXOPALOYHEIe COCTOAHHA, OTEKH, 6oL 1 nucxom,bopr, NOBbIlIEHHE

| ypoBus WenoyHoH ocdaraser n KPOBH, yBenyeHHe Macchl Tea, HapYIIEHHA BOCTPUSTHS
. TeMneparypsl Tena ' '

" BOCIPHATHS TEMNEpaTypel OKpyaroLei Cpelsl, omylieHne CllaB/IHBaHKA B I'PYAH, SyBCTBO
- TPEBOTH, yXy/llIeH e CaMOuyBCTBHSA, MOBbILIEHKe YPOBHS JaKTaTaAeruaAporeHass! B KpOBH,

' CHHXKEHME Macchi Tema : :

PClkue: Kaxca, noteps pasHoBecHs (nagenus), OLIYLIECHHE CKOBAHHOCTH B CPYAHOH
KIICTKE, 3aTPYHeHHS NBHIKeHus

OYE€Hb pejikie: yBenuyeiye MAaccChI )KMPOBOH Tkayy

Hmmynnas cucrema AUIEPrUYECKHe peakLiHu
Iy MauMeHTOB, NPUHAMABIIHX Takponnmyc, Habnronanucs alUIepruyeckue u
aHadHIaKTHYeCKHe peakiiuy.
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PCHEOQ!KTHBH&H CHCTEMA H MOJIOYHBIE HKENC3bI

i HeYacThie: AHCMEHOpes u MaTo4yHoe KpoBOTeYeHHe

" QepruabHoCTE
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- Heuxuyeckas cthepa

OHCHb YacTo: becconnua : .
cTo O5TB, CIIYTAHHOCTh CO3HAHMA K Ae30pHEHTANMS, Aenpeccus, noxasnenHoe
- HACTpOEHHe, OMOLHOHANBHBIC PACCTPOMCTBA, HOYHBIE KOLMApI, FaJUToNHHanHy,

' ICHXHYeCKHe paceTpoiicTaa

- HEYaCTBle: NCHXOTHYECKH e paccTpoiictsa

' B3AUMOJENCTBHE ¢ APYTHMH JIEKAPCTBEHHBIMH IIPENIAPATAMH
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"Metabonnyeckue pranmo eHCTRHS
'Tlocne  nepopansworo pHeMa - Takponumyc’ floABepraeTcs  merabonuamy s CHCTeMe
| KHLIEYHOro unToxpoma CYP3A4. OnnoBpemensrii NPHEM  npenapatos

A - 55352
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HeobxoauMocTH, KOPpEKTHpOBath 103y AzBarpaga.

Hurubutopr: MeTabonuima

Ha ocxoBanuu xnunuuecxoro OnbiTa ObLIO ycTaHOBAEHO, YTO KOHUEHTPALMIO TaKporHMyca

Takpoinumyca. Ilomasnenue NEYCHOYHOro  Merabonuama Takpoaumyca Hrpaet

BTOPOCTENEHHYIO posb.

Meree Boipaxennoe JICKapCTBEHHOE B3aUMOZeHCTBHE Habmonanocs IIpH OQHOBpPEMEHHOM

NPHMEHEHHH TaKpoiuMmyca c KJIOTpHMa3zooM, KJIapHTPOMHLIMHOM, JKO3aMHLIMHOM,

HHberMIHHOM, HHKapAHITHHOM, AHNTHA3EeMOM, Bepanamuiom, JlaHa30J10M,

STHHHIIICTPAZMOJIOM, OMENPa3o/ioM i HepasonoHoM.

B uccnenopanmax in vitro Geino TOKA3aHO, YTO MOTEHIHANBHBIMH HHrHOHTOpamMu
O - Metabonusma TaKponumyca SBIsIOTCH CICAyIOUIHe BemecTsa: bpomoxpunTuy, KOPTH30H,

Aancow, oproramuH, recrogen, JTHIOKaHH, 'Me(pcnmo'nu, MHKOHa301, MHJa3onam,

HHUJIBAZHITHH, HOPITHHOAPOH, XHHHIMH, TaMOKcH(eH, (TpK&HCTHII)OHcaHHOMHuHH.-

MOXeT notpeboBarscs ysenuyenue 103 Auxsarpada.
Kmunnveckn snaunmpie B3aHMOACHCTBHA Habmonanucs ¢ eroGapburasom.
Koprukoctepounn s HOMICPXHBAIOWMX  103aX  OGBIMHO  CHMKAIOT KOHLEHTpauuio
TakponuMmyca B KpoBH. Bricokue ao3n MNPENHH30N0HA MK MCTHIINPEHH3010Ha,
o - NpUMERsIOMMeCs s JICYCHHA OCTPOrO OTTOPKEHHS, MOryT YBENHYHBATbL WIIH YMEHBIUATH
YPOBEHb TaKPONHMYyCa B KpOBH.

Kap6amasennu, metamuson u H3OHHA3UL MOTYT CHHKATh KOHUEHTpaLHIO TaKpolUMyca B

KpOBH.
~, Bnusnue takponumyca na METaGONHIM IPYIHX NeKAPCTBEHHEIX CPEACTH

. Takponumyc HHrHGHpyer CYP3A4 u IpH ONHOBPEMEHHOM MNpHeMe MOXer OKa3aThb

. BIMSHUE Ha npenaparsl, MeTaboNH3upyIommecs B  crcTeme CYP3A4. Tlepuon

| TIONYBBIBEACHHA LHKJIOCNOpHHa NPH  OHOBPEMEHHOM MPHMEHEHHH C - TaKpONHMYycOM

 YBenHYHBaeTcs. Taroke MoryT Habmonarecs 'CHHEPIrHYeCKHe/a UM THBHbIe
HeppoTokcuueckne s¢déxrsr. [To ITHM TPHYHHAM OAHOBPEMEHHKIl NPHEM UMKIOCHOPHHA
M TaKpoNUMyCca He peKOMeHyeTcs, a NpH Ha3HAYEHUH TaKpPONHMYCa NaUMEHTaM, KOTOpbIe

 paHee NpHHHMANH UMKIIOCNIOpHH, HeobXoauMO cobmionars OCTOPOMKHOCTS.

f Takponumyc nossimaer YPOBeHb theHHTOHHA B KpPOBH.

. Tak kak TaKpOJIMMYC MOXET CHHIKaTh KITHPEHC FOPMOHANBHbIX KOHTPAllENTHBOB, BaXXHO

CobrOnaTh OCTOPOKHOCTD npu Beibope cpencts KOHTpALleNIHH.
. Jlanunte o B3aHMOAEHCTBHH TakpoluMyca co craTHHaMH orpanudensl. Kinnauyeckue
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TaKpONHMYCOM (papMaKOKHHETHKA CTATHHOB e MEHseTCH,

OKCHEpHMEHTANTbHbIE  Hecienopais Ha  KHBOTHBIX moKasamu, yro TaKposUMyc

TIOTEHUHATTBHO  ¢OCOBeH CHu3uTE 'UMPEHC 1 yBenHuMBaTL riepuoyn 0Ty BBIBE ICHHU
~ (henobapbutana u AHTHITHPHHA.

[THE NOTEHUHA/ILHBIC B3aHMOJIelicTRS BEIHYMBAIOIINE CHCTEMHYIO SKCTO3H HIO
TaKposMMyca - i
- Ilpokunernyeckue cpelcTna (Meromonpamuu, uusanpun). Lumerugun. I HPOOKHCE
. MarHus W afiOMHHIs,

i THE NOTCHUHA/IbHO HebNaronpusTHile ACKAPCTBEHHbIE BIaHMOelcTRHS
- OnHoBpemennoe TPHMEHEHHe TakponuMyca ¢ Npenaparamu, obnanaromumu Heppo- unu

- HEHPOTOKCHYHOCTRIO (Hanpumep, AMHHOITIHKO3H [Tb1, HHIHOMTOPLI rupassr, BAHKOMHIIHH,
- KOTpHMOKcason,  Hectepoummpie NPOTHBOBOCNANHTENbHbIE CPEACTBA, TaHUWKIOBHp,
| ALUHKJIOBHP) MOxeT cnocobeTBOBaTh yeHnennio 3TUX 3ibekTos.

HMmmyHozenpeccants MOTYT M3MEHATL peaxiio OpraHMsMa Ha BaKUMHaLHio: BaKIHHALHA
. B nepHon nevyenus TaKpOHMyCOM MOXET 6biTh Menee sbpdexrusnoit, Cnenyer us6erars
- MPHMEHEHHS KUBBIX OcnabneHHbIX BakIuH.

BLICOKHM cponcTBoM k Genkam miasmp KpoBH (HecTepouaHble [IPOTHBOBOCHANHTENBHEBIE
'CPEeACTBA,  mepopabHbe AHTHKOAryNAHTbI,  nepopanbHbie nporuBoaHabernyeckue

cpeactsa).

‘Hecosmectumocts,
‘Takpommmye necosmectum c NOMBHHUIIXTOPH 10M (IIBX). IMpo6upks, WNPHUB H Apyroe
1 0bopynoBanue, HCTIONIB3YEMOe NPH MpPHrOTORNEHMY CYCNEH3HH M3 Kancyn Ansarpaga, He
- ROMDKHBI coaepskars [TBX.

'OCOBBIE YKA3AHHUSI
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- cobmonars OCTOPOXKHOCTE npy ACHCHHH  TaKpONHMYCOM NauHenToB, KOTOpble panee
(nepexon) ¢ LHKNOCHOpHHA Ha
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THIIEPTEH3Hs, noyeynas y NeYeHOYHas auchynKims, HHQeKIy, FHnepBoneMus, orexy.
NoJyyaroLumm HHTEHCHBHYI0
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- BHOMaJTHH, Clenyer paccmorpers BOMPOC o cumkennun nozg Ansarpaga umy 3aMEHBI
! ipenapara Ha apyroit HMMYHOZIenpeccanT.

!rTaxponaMyc MOXET BBI3BaTH yITHHEHKE HHTepBana QT, npu arom HapyweHnit purma
‘Cepaua THna "nupysr" (Bynanpasnennas BepereHoobpasuag HKEJYyI0YKoBas Taxukapus)
‘HE Habnioganocs, [lpn  nevenun NauMeHTos ¢ AMArHOCTHPOBaHHBIM BPOXIEHHEIM
' CHHIAPOMOM  YIUIHHEHHoro HHTepBana QT wunu fono3perneM Ha nogo6Hoe COCTOSHHE
;' enenyet cobmonars ocobyro OCTOPOXKHOCTS.

' MaUHEHTOB, NICYHBILHXCA TaKpOJIMMYCOM, BO3MOXHO pasBHTHe
NOCTTpaHCIIaH TALIHOHHBIX nnmponponnq)eparusnbrx 3aboneBanuii (IITN3),
+CCOUMMPOBAHHEIX ¢ BHPYCOM 3aneﬁHa-Bapp. Ilpu  onnoBpemennonm NpPUMEHEHHH
‘npenapara ¢ AHTHIMMBOUHTaPHEIMU anTHTenamMu puck [1TJI3 noBeimaercs. Takke
HMEIOTCS CBENEHUN o NOBBIIEHHH pucka [1TJI3 Y NalHEHTOB C BLIABICHHEIM KalnCHIHBIM
'@HTHICHOM BHpyca 3nmreﬁua-5app [Toaromy NEpel HasHayeHHeMm AnBarpaca Yy JToH
'TPYNNEl NMauHeHTOR Cleayer nposecty CCPONOrHYeckoe Hecnenopanne ua HajlHYHe
'KalCHAHOTO aMTHreHa BHpyca C—)nmreﬁﬂa-Bapp. B npouecce nevenug PEKOMeHIyeTCs
1IPOBOAHTE TIarenbHbl MOHHTODHHI Ha Bupyc 3nu1reﬁuaaBapp ¢  MOMOLIBIO
MOUMEPA3HOM UenHO#M peakiy (TILLP). [onoxwurensnas [TLIP ua Bupyc 3nmreﬁﬂa-Bap'p
IMOXeET COXPaHATLCA B TeyeHue MECALEB H camo no cefe ye ABJIACTCH CBHAETENBCTBOM
TITI3 TTHM(OMBI. ' -

v NaUHEHTOB, mnoayyaioumx HMMYHOCYNpeccHBHYIO TCparn1io, BKMIOYas Aunsarpag,
NOBBIIEH pHCcK ONMOPTYHHCTHYECKHX HHDeKumi (BBI3BAHHBIX GakTepusmu, rpubamu,
.Bﬁpycamu, NpocTeH MY ), Cpenn  s1ux HHDEKIHE  oTmevaeTcy Heponarus,
‘ACCOUMHpOBaHHAs ¢ BK-supycom, a raixe dCCOLMHpOBaHHas ¢ ~ JC-Bupycom

THNEpTpodus Muokapaa Obuta ofparuma i Habmozanacs npy - KOHUEHTpaumsax (Cp)-
TaKkpoiumyca B KpQBH, npeBbImaomx PeKOMeHjoBaHHBIe, K APYTHM  ¢akTopam,
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COOTBETCTBYIOUy IO OACKAY, monb3oBarhcy COMHUC3AMMTHBIME CpesicTBaMy C BBICOKHM
axTopom 3aummTe,
Puck passurug BTOpPHYHOrO paka Hem3secrey.

- TONOBHAs Gonb, ncuxmyeckye Hapylwienus, cynoporu u 3PHTCNIBHEIE  Hapywienus,
- HeobXonuMo  nposecty MarlHTHO-pe30HaHCHyI0 TomMorpauio. [py HOATBEPKAEHUN
AMATHO3a HYXHO OCYINecTBIsTE AACKBATHBIH KOHTPOIL Hap APTEPHANIBHLIM AaBaeHueym y

' Mpumenenne npu Gepemensocrn u s nepHoa nakTauuu

- bepemennocrs,

TIpeXneBpeMeHHBIx poznax (< 37 wenens), a TalKe Cyyasx croHTanuo pasperiuBuIeiics
fmnepkamemuu Y HOBOPOXACHHBIX (8 u3 |]] (7,2%) HOBOpoXxaeHHbIX). Tak kak
fGe’aonacnoc*rb TIPHMCHEHHA Takponumyca y Gepemcnﬁmx'xce}imuu HE ycTanoBneHa p
f5’,110(:"ra'roquoﬁ CTCNCHH, npenapar npuHuMaioT p TepHoa GepeMeHHOCTH TonmbKo B Ciyyae
. OTCYTCTBHS Gojnee Oesonacuoi AIETEPHATHBEL H TONBKO B Tex Cyyasx, korna
| IONYY€HHas MOMB3a OT Jleyewus ONpaBALIBAET NOTEHUHANHEL] PHCK mna nmaopa. C
-UeNBI0  BLIABICHIs MOTCHUHANBHBIX  HeXelaTebHp - Peakumii  takponumyca
 PeKOMeHyeTCs KOHTPOJIHPOBaTh cocTogHMe HOBOPOXAEHHBIX, MAaTepH KOTOphIX BO
| BpeMs GepeMeHHOCTH NpHHUMAaH TaKpostmyc (B yacThoCTH, 06patuTs BHUMaHue Ha
noYedHylo byHKuHIO).

[Tepuon JNAKTAUMH

Cornacho KIHHHYeCKOMY ONBITY, Takposumyc IPOHHKaeT B rpyauoe MOJIoKO. Tak kax
chxnlquTb Heﬁnamnp'uﬂ‘ruoe BO3/eiicTBHe TakponuMyca Ha HOBOpOXAEHHOrO He
3npe,ucra1mﬂe’rcx B'03M05KH!.1M, KEHUIHHAM, [IPHHEMAIOIHM Azsarpag, cnenyer
' BO3AEpKATLCH OT KOpMJIEHH rpyaeo.

EPENO3HPOBKA

Ceenenns o fl€pcao3upoBke  orpaniyens.. Coobuanocs o HECKONIBKHX  3nu3onax
‘Cayyaitipix Nepeno3upoBok y NMALHEHTOB, NpHHUMABLIHX Takpomumyc. Cumntome

BKITIOYaH TPEMOp,  ronoBHyio 6o, TOLIHOTY,  pBOTY, HMHeKkuuH, KpanuBHHUIy,
JIeTapruyeckoe COCTOAHHE, MOBBIUEHHOE COLEpXKaHHEe a30Ta. MOueBHHBI B KPOBH,
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. YUHTBIBaA BbICOKMii MOJICKYNApHBIi Bec TakponumMyca, nioxyio PacTBOPHMOCTL B Boge u
~ BBIp@XEHHOE CBA3BIBAHHE C 3PHTPOLMTAMH K Genkamu nnasme;, Auanu3 HeappekTupen. V
OTAENbHBIX NALHEHTOB ¢ OYeHp BRICOKHMH KOHUEHTpalHaMy TAKpONIHMMyca B KpoBH Gbuty
3 dexTHBHBI reMoQHIbTpauus  uym AHapuneTpauns, B Cny4asx nepopanbHoi
NEPENO3HPOBKH MOryT 6brTH 3 DeKTHBHET TIPOMBIBAHHE . JKeNynka -u/umy NpHMEHEHHe
ancopbenTos (Hanpumep, AKTHBHPOBAHHOTO YInA), ecny 5Ty MEpBI NpeaAnpuHAaTE BCKOpe
nocne npHema npenapara. :

®OPMA BBIITYCKA

TAKETHKOM C CHIIMKarenem. _
Mo ] 3anasHHOMY ATIOMHHHEBOMY MaKeTy BMecTe ¢ HHCTPYKIIHEH N0 IpHMeHeHHo B

KapTOHHYIO Mayky,

YCJIOBUSI XPAHEHHUSA

. Xpanurs B OPHIMHAITLHOM ynakoBke npu TeMneparype He seine 25 °C g HEI0CTYNHOM ns
- JieTelt Mecre, :

CPOK rOOIHOCTH

3 roza. ITocne BCKPBITHA aIOMHHHEBOTO NakeTa: | roz.
INpenapar ue C/ICAYET IPUMEHATD OCe Cpoka TOAHOCTH, yKa3saHHOTO Ha ynakoske.

YCJIOBHS OTIIYCKA U3 AIITEK
ITo peuenty

ITPOM3BOAUTEJIL

- Baagenen Perncrpaunonnoro YAocToBepenus

' Acrennac dapma FOpon B.B., Hupepnanns: /
 Astellas Pharma Europe B.V,
Elisabethhof | 9,2353 EW Leiderdorp,

the Netherlands

Ilpousseneno _ :
Acremnac Mpnann Ko. Jitz, HUpnaugus
Kunnoprmus, okpyr Keppu '

' Ynakoska u BBINYCKANOMWMIH KOHTPOL
- Acrennac Upnang Ko. JItn, Upnaupus
- Kunnoprmun, okpyr Keppwu, /
Astellas Ireland Co. Ltd., Ireland
Kerry County, Killorglin
HJIH
3A0 «OPTAT», Poccus ’
157092, Kocrpomckas 061., Cycanunckuit paiioH,
c.CesepHoe, M-H XapuToHoso
Ten./paxc. (4942) 650-806

15
59352
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~ Acreanac Qapma KOpon B.B., Hlmepnannu, B Mockse:
109147 Mockaa, Mapkcucrekas yn., 16

«Mocanapko [Tnaza-] » 5H3HCC-HCHTp, aTax 3,

Tenedon: (495) 737-07-55; 737-07-56

Qaxkc: (495) 737-07-57

E.Bnowenko

16
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