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ApTtpoaapun®

Perncrpaunonnsiii nHomep: JICP-005403/08
Toprosoe Hazpanue npenapara: ApTpoapruH®
MexayHnapoaHoe HemaTeHTOBaHHOe Ha3BaHue: J[ManepenH

JlekapcTBenHas popma: KarcyJisl

CocraB

| kancyna coepKur:

akmugHoe eeuyecmeo. nuauepent - S0 mr;

scnomozamellbHble eujecmea. JaKkTo3bl MOHOTUApAT — 214,3 Mr, KpockapMeIo3a
HaTpus — 11,5 mr, noBuaon — 11,5 Mr, KpeMHUSI AMOKCHJT KOJUTOUIHBINA — 11,5 M,
Marsus creapat — 1,2 mr.

Cocmas obonouxu: xenatud — 74,73918 mr, unguroxkapmut — 0,4106 wmr, xenesa

okcu xkentel — 0,00272 mr, TuTaHa quokcug — 2,8475 Mmr.

Onucanue
Teepable kenaTHMHOBBIE Karcyibl (pasmep No 1), cocrosimue wu3 Oesoro
HEMpO3payHoro Kopryca ¢ 3eJeHOHW Henpo3payHoil Kpblmieuku. Karmcysl

COACPIXKAT CMECh I'PaHYJI U MOPOLIKA XKEJITOI'O [IBETA Oe3 3amaxa.

dapmakorepaneBTudeckasi rpynna: [IpoTuBoBOCHanIUTEIbHOE  CPEJICTBO,
obOnanaroiee  CUMITOMHO-MOAMGUIUPYIOMUM  3(h(EeKTOM  3aMeIJIEHHOro

eUCTBUS.



Koa ATX: MO1AX21.

dapmako/iornyecKue cBOHCTBa

DapmakoouHamuka

JluariepeH WHTHOMpPYET CHHTE3 W aKTHUBHOCTh HHTepneikuna - 1 (UJI-1),
KOTOpPBI WIpaeT Ba)XXHYI poJb B pa3BUTUU BOCHAJICHMS, Jerpajaluud Hu
MOCJIEYIOUIEM pa3pylLIeHUH Xpsla npu octeoaptposde. Kpome Toro, nuauepenH
MHTUOUpPYeT JNEeUCTBUE APYTMX LUMTOKWUHOB, BBI3BIBAIOLIMX BOCIAJIEHHWE, BKIOYas
NJI-6, ®HO«. JlnauepenH Takxke 3ameisieT oOpa3oBaHHE METANIONPOTEHHA3
(konnareHasa, 9anacras3a), KOTOpbIE YYacTBYIOT B IIpoIllecce IOBPEXICHUS
XpseBor TkaHu. [Ipu JIUTebHOM IPUMEHEHUU JUALEPEUH CTUMYJIUPYET CUHTE3
NPOTEOTJIMKAHOB U HE BJIUSIET Ha CUHTE3 MPOCTArJIaH/IMHOB.

DapmakoKuHemuKa

[locne npuema BHYTPb aualepedH OBICTPO abcopOupyeTcss M3 IKeIyJA04YHO-
KUILIEYHOr0 TpaKTa M MOJIHOCTHIO JealeTunupyercs: 10 perHa. OJHOBpeMeHHbIN
npUeM TIpenapata ¢ MHIIEH yBeauyuBaeT OuogoCTynmHOCTh Ha 25 %.
MakcumanbHas koHueHTpauus (Cmax) peMHa B IUIa3Mme JocTturaercs depes 144
MUHYTBL. [lepuon nonyBbIBeIeHUs U3 TUIa3Mbl COCTaBIsAET 255 MUHYT.

CBs3b penHa ¢ ansOymuHoM npaktudecku 100 %. [Ipu onHokpaTtHOM mpueme S50
mr Cmax pocruraet 3,15 mr/n. Ilpu MHOrokparHoM mpueme mnpernapara Cmax
NOBBILIAETCS B CBSI3U C KymyJisilided mnpenapata. PeUH BBIBOAMTCS TMOYKaMU B
HensMeHeHHOM Bujie (20 %) u B Buae rmokyponuaa (60 %) u cynsdara (20 %).

PenH npoHukaer yepes mialleHTapHbId 1 reMaTtosHuedannyeckuii Gapbepsl.

Iloka3zanus k INPUMEHEHHU IO
CumnToMaTH4YeCcKoe JIeYeHHe OCTCOapTpO3a Ta306eIIp6HHLIX H KOJICHHBIX

CYCTaBOB IIPH OTCYTCTBHUH HCO6XOI[I/IMOCTH JOCTHIKCHUA 6bICTpOFO 3(1)¢)€KT3.



[IporuBonoka3zanus

MuavBuayanbHas HENEpeHOCHMOCTh K KOMIIOHEHTaM IIperapara WM BbICOKas
YYBCTBUTEJIIBHOCTh K AHTPAXWOHOBBIM IIperaparaMm (Hampumep, claduTeIbHbIM
CpeaCTBaM).

Jlebuuut  1aKTO3bI,  HENEPEHOCUMOCTh  JIAKTO3bI,  IIIIOKO30-TallaKTO3Has
mMasbabcopOusi.

BocnanutenbHble 3a00neBaHus KMIIEUHUKA (SI3BEeHHBINH KOJIUT, O0s1e3Hb KpoHa).
HenpoxoauMocTh KUIIEUHUKA HIIH T1CEBA00OCTPYKIIHS.

AB10MHUHANIBHBIA OOJIEBON CHHIPOM HEOTpeIeNIEHHOH 3THOJIOTHH.

Tekyuue 3a0oeBaHus neyeHU W/uiK 3a00JeBaHUS TIEYEHH B aHAMHE3E.,

Tsoxenas noueunass HepocrarouHocTh (KK menee 30 mu/muH) u 3abosieBaHus
MOYEK B aHaAMHE3e.

Jlerckuit Bo3pact (o 18 ner).

bepeMeHHOCTh U epro/1 rpyAHOr0 BCKapMJIMBAHHUS.

C 0CcTOPOKHOCTBIO
[Toueynass HenoctatouHocTh cpejaHel crerneHu TshkecTH (KK 30-60 ma/muH) u
XpOHHMYECKas II0YeYHass HEJO0CTaTOYHOCTh, CHHIPOM pa3JpakeHHOH TOJCTOM

KMILKH, TAaLMEeHTHI 65 J1eT u cTapiie.

IIpuvenenne npu 6epeMeHHOCTH M B MEPHO IPYAHOI0 BCKAapMJIMBAHHS

B ¢Bsi3M ¢ OTCYTCTBHEM KIIMHUYECKUX JIaHHBIX NIPUMEHEHHE JHalepertHa B epro/l
OepeMeHHOCTH NMPOTUBONOKAa3aHo. J(nalepent, kak U JApyrue npernapaTsl JaHHON
TPYIIbI, MOXET OBITh OOHAapy)XeH B MaTepPUHCKOM MoOJIOKe. B CBs3M ¢ 3THM,

AptpoaapuH® MpOTUBOINOKA3aH B MEPHO/1 IPYIHOTIO BCKapMIIUBAHUS.

Cnocod npuMeHeHHs H 103bl
Jlst npueMa BHYTPB.
Haznauenune AprtponapuHa® JOJIKEH BITIOJIHSATH CIELIHAIUCT C ONBITOM JICYCHUS

octeoaptputa (octeoaprpo3a). CranaapTHblid npuem no | karcynie 2 pasza B JIeHb




(yrpom u Beuepom, nocie efbl). [TocKonbKy y HEKOTOPBIX MALMEHTOB MOXET
pPa3BUTbCS JKUJIKMH CTYJl WM JUapesi, PEeKOMEHAYeTCs HayMHaTh [pHEM
AptponapuHa® no 50 Mr 1 pa3 B AeHb C BeUEpHHUM IPUEMOM IUILIM B TEYEHUE
nepBbIX 2-4 Hezaeslb. 3aTeM BO3MOXXHO NpuMeHeHue 1o 50 mr 2 pasza B JIeHb C
MULLIEH: TIEPBBIN pa3 ¢ YTPEHHUM ITPUEMOM IHUILHK, BTOPOH — C BEUEPHUM TIPUEMOM
nuum. Kancynel ciegyer nporiateiBath HEJIMKOM, HE OTKpbIBask MX, M 3alUBaTh
CTAaKaHOM BO/IbI.

[loowcunou éo3pacm

[ToCKOJIBKY TaLMEHTHhl MOXKUIIOro Bo3pacTa OoJjiee YSI3BUMBI Ui OCJIOXKHEHHIH,
CBSA3aHHBIX C OCTPOM Juapeeil, HE pPEKOMEHJyeTcs Ha3HayaTb ApTpoaapuH®
nalMeHTaM B Bo3pacTe crapiue 65 JeT ¢ quapeei B aHaMHese.

He TpeOyercs HMKakoro W3MeHEHHs JO3MPOBKM MPHU JIeYeHHUH ApPTpomapuHOM®
MALMUEeHTOB CTapIIero Bo3pacra.

Onnako ciemyeT MposiBIsTH OCTOPOKHOCTh. B cilydae BO3HHUKHOBEHHS JMApEH,
HEOOXO0AMMO MPEKPaTHTh JIeYeHHUEe U MPOKOHCYJIBTHPOBATLCS ¢ BammMm jgevyarmm
BpavyoM.

Oddekr or neyeHus cuexyer Oxuaath ueped 2-4 Hemenu. AprTpoaapuH®
MPUHUMAETCS HENMPEPBIBHO JUIMTEIBHO MM KypcaMHU MPOJIOJDKUTEIBHOCTBIO He
MeHee 4 MecsiLeB.

[loueunas nedocmamounocmeo

Y MauMeHToB ¢ MOYEeYHON Hel0CTaTOUYHOCThIO cpeaneit crenenu Tshkectd (KK 30-
60 Mmi/MHMH) no3a mpenapara JO/DKHa ObITh CHIDKEHa B JBa paza g0 50 mr

(1 kancyna) B CyTKH.

IToGounoe nelicrBue

[Ipy MOBBIIEHHOM YYBCTBUTEIBHOCTH K KOMIIOHEHTaM Iipernapata MOTYT
OTMEYAThCs aJUIEPTUYECKUE PeaKIIUKU pa3IMuHOM CTEIEeHH.

B npouecce neyeHUss MOKET UMETh MECTO MHTEHCHBHOE OKpalllMBaHHE MOYU OT
JKEJITOro J10 KOpUYHEeBOro I1Bera (B 3aBucuMocTH oT pH), 4yto He Tpebyer

CHUMIKEHMS J103bI (OTMEHBI) Mpernapara.




Haubonee wacto coobuiaercs o HapyUIeHHUSX IKeIyAOYHO-KMIIEYHOTO TPaKTa,
BKJIIOYas Auapero, abJoMHUHalIbHbIEe 00JIM, yYallleHHOe OMOpPOKHEHHE KUIIEYHHUKA
u MeteopusM. Kak mnpaBuino, npu NpPOAOIKEHHH JIEYEHUS ITH SBJICHUS
ocyiabeBaloT. BeIsIBICHBI Cillyyan pa3BUTHS TSKEIOW AUapen ¢ 00e3BOKUBAHUEM U
HapyIlIeHUEM BOJIHO-3JIEKTPOJIUTHOTO OajaHca.

B ornmune or HIIBII auanepenH He BBbI3bIBACT S3B IKEIYI0YHO-KHILIEYHOI'O
TpakTa.

B Xxoze mocTperucTpallMOHHOrO MOHUTOPUHIA OBUIM BBISIBICHBI CIIydad OCTPOIO
MOpaKeHUsl TIEYE€HHU, BKIJIIOYAs MOBBIILIEHUE aKTUBHOCTH MEYEHOYHBIX ()EPMEHTOB B
CBIBOPOTKE KPOBH IIPU IIpUEMeE JUallepernHa. boJbIIMHCTBO U3 HUX HAOIIIOIaI0Ch B
MEPUOJl  TMEPBBIX MecsleB JiedyeHUs. HeoOXoaumo  BBIMOTHATE  KOHTPOJIb
1a00PaTOPHBIX M KIMHUYECKUX IPOSIBICHUN MOBPEXKIEHUS MEUYEHH Yy MallMeHTOB
(cm. paszen «OcoOble yKazaHHs»).

B peaxux ciyyasx cooOmanoch O BO3HHKHOBEHHH 3yJa, CBIIM M DK3EMBI

(3yasiiuasi, KpacHasi ChIIb).

Ilepeno3upoBka
[Tpu nepeno3npoBke Bo3MOXKHa auapes, c1abocTh. B ciryyae nepe1o3upoBKH UITH
CIIy4alHOIO IpHeMa JIEKapCTB AeTbMH He0OX0AMMO o0paTHThCs K Bpauy. Jleuenue

CHUMIITOMAaTU4YECCKOEC.

B3anmoaelicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH NpenapaTaMu

AptponapuH® He pekOoMeHAyeTcss TPUHUMATh BMECTE€ C  BEIIECTBAMH,
OKa3bIBAIOIIMMH BIMSHUE HA KaYeCTBO COAECPKUMOIO KHMIIEYHHKA U CKOPOCTh €ro
ONOPOXKHEHUS (Hampumep, OOJbLIOE KOJMYECTBO KJIETYATKH). AHTAIUIbI
yMeHbIIalT abcopbuuio npenapata. [lpu  ogHOBpeMeHHOM mpHeMe ¢
aHTUOMOTHKAMU WJIM XHMHOTEpaneBTUYECKUMHU IpernapaTaMu, BIHSIOMIMMH Ha
MHUKPO(]IIOpY KMUILIEYHHKA, MOXKET MOBBICUTHCS YaCTOTa HEXeJlaTeIbHBIX SBJICHUM

CO CTOPOHBI KHILICYHHKA.




JluaueperH MOXET BBI3BATh pa3BUTHE JAMaped U runokanueMmuu. Cremyer
coOIIOaTh OCTOPOXKHOCTH TPH OJHOBPEMEHHOM TPHUMEHEHUH C JUYypeTHKaMH
(meTneBbIMM M THA3UJAHBIMM) W/WIM CEpJeUYHBIMH TJIHUKO3UJAMHU (JIUTOKCUHOM,
JUTUTOKCUHOM) B CBSI3U C IOBBIIIEHHEM PHUCKa pa3BUTHUs apUTMHUHU (CM. paszel

«Ocobble ykazaHus»)

Oco0Oble ykazanus

[Ipofo/IKUTENIBHOCTE JIeYEHUsT B 3aBHUCHUMOCTH OT JOCTUTHYTOTO pe3yJjbTara
MoOKeT  ObITb  JUIMTENBHOW. B mepuoj, mnpeamecTBYOUMI  pa3BUTHIO
TepaneBTHYecKoro spdexra, AprpoaapuH® MOKHO MPUHUMATh OJHOBPEMEHHO C
aHaJIbIeTUKaMU M HECTEPOUIHBIMU TMPOTHBOBOCIATUTELHBIMHU IIperapaTamH.
HeobxonuM  nepuoavueckuit  KOHTPOJb —IOKa3aTeledl KpOBH, MEUEHOYHBIX
Gepmenrto, moun. [lpu yxyameHun GyHKUHU MTOYEK Bpay JOJKEH CHU3UTH J03Y
npernapara.

He pexkomenayeTrcss nmpuMeHeHMe [uallepeMHa TpU OBICTPOMPOTrpPECCUPYIOIIEM
0CTE0apTpo3e Ta300€APEHHOr0 U KOJEHHOIO CYCTaBOB BCJIEJICTBHE MEIEHHOTO
Pa3sBUTHUS KIIMHUYECKOTO 2(h(eKTa IeKapCTBEHHOTO Cpe/ICTRaA.

Huapes

[IpreM quaniepenHa 4acTo NMPUBOIUT K pa3BUTHIO auapeu (cMm. pasaen «[lobGovynoe
JNEHCTBUE ), YTO MOXKET BbI3BAaTh 00E3BOKHBAHUE U THITOKATMEMHIO.

[Ipu passuTHM auapen clieflyeT INMpeKpaTUTh MpUEeM IpernapaTa U HeMeJIEHHO
CBSI3aThCS C BpAauoM, YTOOBI 00OCYIUTh aIbTepHATUBHOE JIeUEHHE.

Heobx01MM0 NposiB/ISTE OCTOPOKHOCTD, €CJIM MALUEHT OJAHOBPEMEHHO IMOJIyyaeT
JUYPETHKH, TaK KaK MOTYT pa3BUThCS 00e3BOkKMBaHUE U runokaauemus. Ocobyro
OCTOPOXKHOCTh ~ cllelyeT coOogaTh IpU  TUMNOKAIMEMHM y  IMAlUEHTOB,
MOJTyYaBIIMX CEpAEYHbIE TIJIMKO3MIbl (AMIUTOKCHUH, AMIOKCHH) (CM. pasjen
«B3aumozeiicTBre ¢ APYrMMH JIeKapCTBEHHBIMU IIperapaTamMmu»).

Cnenyet u3beratb OJHOBPEMEHHOI'O NMPUMEHEHHS CIa0UTENIbHBIX JIeKapCTBEHHBIX
CPEICTB.

['enamomokcuunocme




B Xoxe mnoOCTperMcTpalMOHHOTO MOHUTOPUHIA OBLIM  BBISABICHBI  CIy4yau
MOBBILIEHUS] AKTUBHOCTH TI€UYEHOYHBIX (EPMEHTOB B CBIBOPOTKE KPOBU WU
CUMIITOMAaTUYECKOE OCTpoe IMopaxkeHue mnedyeHu (cm. paszzaen «lloGounoe
NEHUCTBUER).

Ilepen HavyajoM Jed4eHMs] MalMEeHTa CIEAYeT OIPOCUTh O COIMYTCTBYIOUIUX,
TEKYLIMX W MMEIOUMXCS B aHamHe3e 3a0o0/ieBaHUSX IME€YEHH, TMPOBECTH
o0cie1oBaHue /IS BBISIBICHUS HApYLIeHUH (DYHKIIMOHATBHOTO COCTOSIHUS TIEUEHH.
3abosieBaHMs MEYEHH ABJISIOTCS MPOTUBOIOKA3aHUEM K ITPUMEHEHHIO AHallepenHa
(cm. paznen «IIpoTruBonokazanus»).

Heo0Xx011MO BBINONHATE KOHTPOJIb JIADOPATOPHBIX M KIMHUYECKUX TPOSBJIEHHI
MOBPEXK/JIEHUS  TeYeHH,  coOMoAaTh  Mepbl  NPEAOCTOPOXKHOCTH  IMPH
O/THOBPEMEHHOM IIPUMEHEHUM C APYTMMM JIEKAPCTBEHHBIMH CpPEJICTBAMH C
XapaKTepHbIM PHUCKOM pa3BUTHSl TeNaTOTOKCHYECKUX peakiuid. [laruenTtam
ClIeyeT pPEKOMEHJ0BAaTh OrPaHUYUTh MOTpeOIeHHe aJKOrojsi BO  BpeMs
NPUMEHEHUS JUaLeperHa.

Jledyenne mnpemnapatoM auanepedHa HEOOXOJHMMO TPEKPAaTHUTh, €CIH BBISBICHO
MOBBILICHHE AKTMBHOCTH IIEUYEHOUYHBIX ()EPMEHTOB WIIM IOJI03PEBACTCS pPa3BUTHE
CUMITOMOB TmopakeHus mneueHd. [laumenra crnenyer npouHdopmMHpoBaTH 0O
MpU3HAKaX M CHUMIITOMAaxX TIernaTOTOKCHUYHOCTH M PEeKOMEHIOBaTh HEMeIEHHO
oOpalarecsi K Bpady B Cily4yae IOSIBJICHHUS TOJ03PEHHs HA Pa3BUTHE CHMIITOMOB

[TOpaXCHHs INMECUYCHH.

Bansinme wHa cnocobHOCTH ynpapJsitb TPAHCHOPTHBIMH  CpeaACTBAMH,
MEXaHHU3MaMH

Bnusinue AUaleperHa Ha KOHUCHTpAalMuiO BHUMAaHMA, 6bICTpOTy IICUXOMOTOPHBIX
peakuuﬁ [IPpH YIIPABJIEHUH TPAHCIIOPTHBIMHU CPpEACTBAMU, MEXaHU3MaMHU U 3aHATUH

APYTUMH NMOTCHIUAIBHO OINTaCHBIMU BUJIAMHU JICATCIBHOCTH HE U3Yy4alOCh.
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®opma BbINyCKa

Kancynsr 50 mr.

[To 10 xancyn B 6nucrepe U3 amoMUHHEBOH Gosbru / TepmopopmoBanHoi [1BX.
3 Onucrepa BMecTe ¢ MHCTPYKIHMEH MO NMPUMEHEHHUIO MOMEIA0T B KapTOHHYIO

MmavKy.

YcaoBusi xpaHeHusi
B 3amuiieHHoM OT cBeTa MecTe Mpu Temrneparype He Boiie 25°C.

XpaHUTb B HEJIOCTYITHOM JUIsl IeTei MecTe.

Cpok roanoctu
3 rona.

He ucnosib3oBaTh 1ocjie UCTeYeHus CpOKa roJTHOCTH.

YcnoBusi ornycka

OTtnyckaroT 1Mo peuenry.

KOpuanyeckoe MO, HA MM KOTOPOTrO BbIIAHO PErHCTPANMOHHOE
y10CTOBepeHHe, H TPOU3BOAHTEb

IIpouzeederno TPb ®apma C.A.

[Tnasza 939, (1427), Byanoc-Aiipec, ApreHTHHa

ona TPb XUMEJIUKA Unrtepuemnn C.A.,

yi1. Muxen-Cepse 12, a\s 352, CH-1211, XXenesa, I1IBeitiiapus

Ten.: +41 22 703 49 00

@akc: +41 22 703 49 01

rheumatology@trbchemedica.com

www.trbchemedica.com




Opranuzanus, NPUHAMAIOIAs TPETEeH3UH NOTpeduTe e
[IpeacraButensctBo  komnanun  «TPb  Kemenuka
(IIBeituapus)»

Ten: (495) 210 98 27

107065, Mocksa, yn.Anraiickas, 1. 5

JlupeKkTop Mo perucTpauuu

000 «YHopuudapm» (110 JOBEPEHHOCTH)

WMuTepHeHn

C.A.

Yopuu A.B.



