UHCTPYKIUS IO MEJUIIUHCKOMY IIPUMEHEHHUIO
MEBHU30H®

Toprosoe nazsanue npenapara: MEBU30H®

HeiicrByromee Bemectso (MHH): tTumonentun (thymopentin)

JlekapcrBennas ¢opma: THO(GHIM3MPOBAHHBIN MOPOLIOK /Ul TIPUTOTOBIEHHS PACTBOPA JUIS
MHBEKIAN

Cocras:

1 ¢draxon cogepxur:

akmuenoe eeujecmeo: TAMOIIEHTHH 1 mr;

6CnomMozamenvHble 6eujecmea; MAaHHUTOI, BOJIA JIJIsI HHBEKIIHIA.

Onucanme: Genoro wmmm  mout  Oenoro  nBera, JHMO(MIM3UPOBAHHBIA  MOPOIIOK.
®apmakoTepaneBTHYecKas rpynna: [[poTHBOOIIYX0JIeBbIe IIPENapaThl ¥ HKMMYHOMOTYISTOPEL.
HNMmyHOCTHMY IS TODEL. JIpyriie HMMYHOCTUMYJISTOPEL. THMOIIEHTHH.

Kox ATX: LO3AX09

DapmMaKo/I0ru4ecKne CBoicTBa

TumonenTHH - 3T0 JEKapCTBEHHBII Ipenapar s AByX(a3Hoii peryismmuu (GyHKIUU UMMYHHOI

CHUCTEMBI.

Dapmakoounamuxka

TumonenTHH MHIYNMpYeT aKTHBALMIO W npoiudepanuio T-TUM(ONUTOB, a TAK)Ke ITOBBIMIAET

BBIPAOOTKY aHTHTE] W HOPMAIM3yeT COOTHOIWIeHHe moAaTunoB T-mumdpormror CD4T/CDS*.

TumoneHTHH —perynMpyeT/NoBBINAET KJIETOYHBI WMMYHHTET, CTUMYJIHPYET CO3peBaHUE

MUTOT€H-aKTHBUPYeMbIX T-mumdonuToB nepudepudeckoil KpOBH, IOBBIIAET aKTHBALUIO

Pa3JIMYHBIX HMUTOKUHOB (TakuX, Kak: IFN-a, -y, IL-2 u IL-3), T-KJI€TOYHBIM AQHTUIC€HOM WJIH

MHUTOI€HOM, INPUBOJAMUT K IOBBIMICHHIO YPOBHsS penentopa T-kierounoro mumdokuna. T-4

KJIETKM-TIOMOLIHUKY MOCPEICTBOM aKTHBALlMU YCHJIMBAIOT peakiuu JuMdoiutos. Kpome Toro,

MOTyT OKa3bIBaTh BIHMsHHE NK KIEeTKHM-NIpeIIIeCTBEHHUKN (€CTECTBEHHBIE KUILIEPH) IyTEM

U3MEPEHUSI COOTBETCTBYIOIIETO pe3epBa XEMOTAKCHCA, KJIETKU-NPEAIIECTBEHHUKN I10CTIe

BoszeiictBuss IFN cranoBsATCS Goslee TOKCHYHBIME Ui KieToK. TakuM o6pasoM, mpemapar

IpeIHa3HaYeH JJISl PETYJISIUN U YCUJIEHUS QyHKIIMU KIETOYHOTO MMMYHHUTETA YeI0BEKA.

Dapmakokunemuka

[IoTHOCTBIO BeachlBaeTCsl M3 MECTa MHBEKIHH M pa3pyllaeTcs OdYeHb OBICTPO MpOTeasoil u

AMUHOTIENTU/Ia301 B m1asme KpoBu. T1/2 cocraBnsier npumepro 30 cexyna. T1/2 6bu10 AMMHHEE

B OpIOIIHOM MOJIOCTH, YeM B IUIa3Me M COCTAaBIUIO NMPUMEPHO 3,5-7 muHyT. 25% mnpemapara

MOXHO OOHapyXMTh B CJIIOHE Yepe3 HeCSTh MHUHYT Iocje IpuMeHeHHs. THMONEHTHH OYeHb

OBICTPO JeHCTBYyeT B KJIETKE-MUIIEHH I0CAe OIHOKPATHOW HWHBEKIMH, IPH HOBTOPHOM

npuMeHeHHH QKT JUTUIICST OT HECKOJIBKUX JHEH 110 HEEIH.

IToxa3anusi K NPpUMeEHEHHI0

Jis mpoUIaKTUKKM M JIeYeHNsT UMMYHOACUIUTHBIX M TOKCHYECKMX COCTOSHHI Pa3IHYHOlM

3THOJIOTHH:

- XPOHHYECKHE BOCIIAIHMTEIbHBIE 3a00JI€BAHUS PA3IUIHON STHOIOIHH;

- XpOHHMYECKHH renatut B y 601bHBIX B Bo3pacTte crapiie 18 jer;

- HapyleHHWe KJIIETOYHOTO MMMYHHTETA B CBSA3HM C YMEHBUICHHEM BUJIOYKOBOM JKEJIE€3BI IOCTIE
18 ner;

- pasnu4Has NepBUYHAs UM BTOPUYHAS HEJIOCTATOYHOCTH T-KIIETOK;

- ayTOMMMYHHBIE 3a00JI€BaHus (TaKue KaK PeBMaTOM/IHBII aPTPHUT, CHCTEMHAS 5PUTEMATO3HAS




BOJTYaHKa U T.]I.);

- HapylIeHHe KICTOYHOTO MMMYHHUTETA, BEI3BAHHOE Pa3/INYHBIMU 3a00ICBAHUSIMHE;

- UMHQEKIHOHHBIE 3aboseBaHus (B T.4. ONIOPTYHUCTHYECKHE UHpeKIun):
IUTOMEraloBUPYCHAs MH(EKIMs, TepreTHdecKas MHOEKIHS, TOKCOMIA3MO3, XJIAMHILO3
(xmamuauiinas MHEKIHMs), MHEBMOLICTO3, Kpunrocnopuano3, BUY-undexus/CITUI,
XPOHHYECKNE  BUPYCHBIC TIENATUTBl, XPOHMYeCKui Opymeites, audrepus (B T.u.
0aKTepHOHOCHTEIBCTBO);

- OIyXOJH (B T.4. 3]I0Ka4YeCTBEHHBIE);

- OXOTH, [UTMTEIbHO HEe3aKUBAIOLINE PAHBI;

- CCICHC, THOHHO-CENTHYECKHE OCTIOKHEHH)S, CEIITHYECKUI YHIOKAP/IAT;

- OpOHX000CTPYKTHBHBL CHHIPOM;

- XOJIEHUCTONAHKPEaTHT;

- Icopwuas;

- B KAHECTBE aqpIOBAHTA [IPH BAKIIMHAIIMK [POTUB OAKTEPHAbHBIX M BUPYCHBIX HH(EKIHiL.

Cnocod npuMeHenns u 103b1

I'omoeumv pacmeop credyem nenocpeocmeenno nepeo esedenuem. Ileped esedenuem npenapama

credyem ybeoumncs, Y¥mo pacmeop npopaven u ne cooepaIcUm nocmopoOHHUX 6KIIOYeHUT.

BHyTpuMEBIIIEYHO, TOIKOKHO, BHYTPUBEHHO KaIleJIbHO

- BHYTPUMBIIICYHAS ¥ MIOAKOKHAS NHBEKIMSA: Pa3BeeHHEe CTEPUILHOM BOIOM /IS MHBEKIHIA 1
MJT;

- BHYTPHBEHHOEC Kall€JIbHOE BIIMBaHME: pacTBopeHue B 250 M1 0,9% UHBEKIMOHHOTO pacTBopa
HATpPUs XJIOpUIA.

IIpeniapat npUMeHSIOT, Clleays peKOMEHAIHsM.

Ipogunaxmuxa u nevenue ummynodeduyumnvix cocmosnuii (Xponuueckue eocnanumenvhvie

3abonesanus, T-kiemounas nedocmamounocm, aymoummyHHnvie 3abone6anus, HapyuieHue

KIEMOUHO2O — UMMYHUmMema, 6  C6A3U  C  YMeHbUEHUEM  GUTOYKOBOU  JHCenesbl,

Xoneyucmonarnkpeamum, ncopuas).: o 1-2 ¢nakona 2 pasa B aenb. Kypc neuenns 15-30 guei:

Xponuyeckuii 2enamum B: no 1-2 ¢nakona 3 pa3za B Hezemo. Kypc eyenns 24 nepenu.

Hupexyuonnvie sabonesanus (I[MB, zepnec, moxconnazmos, XaMuouo3, NHEEMOYUCmo3,

kpunmocnopuouos, BHY-unpexyus/CITH]], xponuueckue SUpYCHble 2enamumuvl, Opyyennes u

m.0), onyxonu (6 mom wucne 3noxavecmeennvie): 10 1-2 (naxona 1 pa3 B nens. Kypc nevenns 15

Aneit. Heobxoanmo 3 xypcea jedeHns ¢ nepepeiBaMu MeX1y Kypcamu 20 qHeid.

Odicozu, Onumenvro nesaxcuearouue panvi.: mo 1-2 ¢naxona 1 pas B nens. Kypc neyenus 20 nuei.

Cencuc, enoiino-cenmuueckue ocnoxcnenus, cenmuyeckuii onookapoum: 1o 1-2 pnakona 1 pas B

nenb. Kype nedenus 10 qneit. Heo6xomumo 3 kypea nevenns ¢ nepepeIBaMu MeKAy Kypcamu 20

JTHEH. '

bponxoobempyxkmuenviii cunopom: no 2 daxona 1 pa3 B Jenb. Kypc nevenuns 15-30aneii;

B kavecmee aoviosanma npu eaxyunayuu npomue baxmepuansHbix U UPYCHBIX UHEKYUSX: TIO

1-2 ¢naxona 1 pa3 B xens. Kypc neyennst 15-20 qneit.

IToGounble neiicTBust

OGBI4HO TIpenapat XopoIo MepeHOCHTCS; Y HEKOTOPHIX OOJBHBIX MOXKET HabII0JaThCsl TOMIHOTA,
HOBBIICHUE TEMIIEPATYPHI TeJla, TOJIOBOKPYKEHHE, TSHKECTh B TPY/IU, ACTEHHUSI, COHIABOCT.

Y HanueHToB ¢ XpOHHYECKUM renaTtuToM B MokeT Ha6mOaThCS KPaTKOBPEMEHHOE TOBBIIIIEHHE
AJIT 6e3 mpu3HAKOB HapylIeHUs] QYHKIUN [IEYECHH. IIpu BO3HMKHOBEHHH BHINIETIEPEYNCITEHHBIX
NOOOYHBIX JIEHCTBHI IPUMEHEHHe pernapaTa CJIEIyET MPOIOJIKATE.

B cnexyromeit Tabnune 1 mpejcTaBieHa 9acToTa HeXKeTATeIbHBIX peaxknuil Ha JeKapCTBEHHBIN
Hperapar B KIMHAYECKUX UCTIBITAHUSX U 110 CIIOHTAHHBIM coobmmeHusiM. Tab/una cocTaBieHa B
COOTBETCTBMM ¢ Kiaccupuxamueir opranoB cucteMsl MedDRA. Kareropun wyactots
OTpPEIETHAIOTCA B COOTBETCTBUHU C HUIKECIIELYIOIIMM: 04eHb YacTo (> 1/10), wacto (o1 > 1/100 x0
<1/10), mewacto (ot > 1/1000 zo <1/100), peaxo (> 1 /Ot 10000 10 <1/1000), ouens peaxo (<1/10
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000), Hen3BecTHO (HEBO3MOXKHO OLIEHUTH HA OCHOBE MMEIOIMXCS JAHHBIX). B Ka10ii 9acToTHOI
rpynie HexenarenabHble 5QGEeKTh MpeCTaBIeHbl B MOPAIKE YOBIBAHUS CEPhE3HOCTH.

Tabmana 1 YacroTa HexenaTeNbHBIX JieKapcTBeHHBIX peakimit (HJIP) B KIMHHYeCKHX
UCIIBITAHUSX U U3 CTIOHTAHHBIX OTYETOB

CranjapTHas cucteMa meddra [HeXenarenbHas peakius YacroTa
Kiacc oprana

Co CTOPOHBI xemnynoyHo [TomHorta Penko
KHMILEYHOTO TPaKTa

[loBblieHne  temmeparypsl |[Peako
OO6mue pacCcTpONCTBa M COCTOSHUS BTella

MECTE BBE/ICHHUS TsokecTs B rpyan Penxo
AcTeHust Penko
Hapymennss co CTOPOHBI HEepBHOM| 0JIOBOKPYKEHHE Penko
CHCTEMBI
Hapymenue cHa COHIIMBOCTH O4eHb peako
IIporuBonoka3zanus

- HHIMBUJyallbHAs HENEPEHOCHMOCTh (B T.4. THIEPYYyBCTBUTEIBHOCTH B aHAMHE3E)
KOMIIOHEHTOB IIperapara;

- 0epeMeHHOCTB, OCIIOKHEHHAs Pe3yCc-KOH(IMKTOM;

- TpaHCILIAHTALUS OPraHOB.

JlekapcTBeHHbIE B3aUMO/eCTBHS

He nabmonaercs wunTepdepeHnmuy mnpu OJHOBPEMEHHOM INPHMEHEHHH TIpemapara ¢
uHTEphepoHOM, aHTUOMOTHKAMH, TOPMOHAJIbHBIMH, IIPOTHBOBOCHIATIUTEIHLHBIMH,
00J1ey TOJISIO MU, TUIIOTEH3UBHBIMU Ipernaparsl, JNypeTUKaMH, IpernapaTaMu,
NpPEHA3HAYCHHBIMU JUIS JICYEHUS CEpAEYHO-COCYAMCTHIX 3a00JeBaHMit, TNpemapaTaMu s
LIEHTPAIbHOM HEPBHO! CHCTEMbI, KOHTPAICITHBAMH.

Wutepdepon feiicTByeT CHHEPIUYECKH, yiIydas IMMYHHYIO QYHKIHIO.

Oco0ble ykazanus

Tak xak mpenapat noBbImAeT (yHKIMIO HIMMYHHOI CHCTEMBI, TIpENapar He cieayeT IPUMEHTh
NalUeHTaM, MOJy4aroIlluM UMMYHOCYIIPECCHBHYIO TEpalMio (HarpuMmep, MpH TPaHCILIAHTALUH
OpraHoB), KpOME CJIy4aes, KOTr/ia MoJb3a OT JICYEHHUs IPEBBINIAET BO3MOKHBIE PUCKH.

Bo Bpewms jieuenns He0OX0IUM MOCTOSIHHBIN KOHTPOJIb (DYHKI[MHU NIEYEHH.

Her knvH#UYeCcKUX JTaHHBIX O IPUMEHEHHWH MperapaTa NaueHTam, B Bozpacre 10 18 ner.
Ilpumenenue npu 6epemennocmu u nepuod r1aKmayuu

Ilpn OGepeMeHHOCTH TIpemapaT IPUMEHSIOT TOJBKO B CIydae OCTpOil KIMHHYECKOM
He0OX0IMMOCTH, BCIIEACTBUE OTCYTCTBHS JOCTATOYHBIX JaHHBIX.

C 0CTOPOXKHOCTBIO CIIEAYET NPUMEHSATH Mpenapar B epHo/l JIaKTaIUH.

Bnusanue na cnocobnocms ynpagiame agmomoounem u CiodcHsIMU MEXAHUIMAMU

B cBsi3u ¢ HamMuKMEM BO3MOXHEIX COOTBETCTBYIOIIUX MOOOYHBIX 5((eKTOB (TOIOBOKpYKEHHE)
CIIENyeT OTKa3aTbCsi OT MNPUMEHEHHS OSTOro Ipernapara y MAlHWEHTOB, YIPABJISIOMIMX
aBTOTPAHCIIOPTOM WM JAPYTMMH MEXaHM3MaMH.

Ilepeno3upoBka

CiyyaeB mpesHaMEpeHHOW WM CITy4ailHOM IEpeIo3MpOBKM HE OTMedanoch. VccienoBaHUs
OCTPOM TOKCHYHOCTH Yy JKMBOTHBIX TIIOKAa3ajld, YTO THMOIIEHTHH HE BBI3BIBAET HHUKAKHUX
HeXeaTeIbHBIX peakiuid B 103e 10 MI/Kr (camasi BBICOKas MCClieIyeMasi 103a).



®opMma BBINYCKA

ITopomok Bo ¢1akoHe U3 CTEKIIA.

5 (nakoHOB BMECTE ¢ MHCTPYKIMEH 10 MEIMUIMHCKOMY IPHMEHEHUIO BIOXKEH B KapTOHHYIO
KOpOOKY.

YciioBus Xxpanenust

XpaHUTh B 3alIMIIEHHOM OT CBETa MeCTe, IIpU TemIepaTrype He Bbime 25°C.
He 3amopaxuBarts.

XpaHHUTh B HEJIOCTYITHOM JUIS IETEH MeCTe.

Cpok rognoctu
3 roga.
He cnenyer npuMeHATH OCIIe UCTEUEHUS CPOKA TOJHOCTH.

YcioBus oTnycka u3 anrtek
ITo penenry.

IIpousBoauTe.nb

Jiangsu Kingsley Pharmaceutical Co., Ltd.

Anpec: No.18,Chaquan Road, Industrial Park of Environment Science& Technology, Yixing city,
Jiangsu province.

HaumenoBanue W ajpec OpraHu3alMH, NPHHHMAIOIIE NpeTeH3HH (NPeIIOKeHHs) IO
Ka4veCcTBY JIEKapCTBEHHBIX CpeAcTB HA TeppuTopun Pecnyb6.mmkn Y3oekucran

00O «SHAYANA FARM»

PecniyGnnka Y306exucran, r. TamxkeHTt, AnMasapekuii paiiow, yir. I'yscapaii gjom-19,

Ten.: 99(871) 207-21-91/92/93/94

®axkc: 99 (871) 207-21-95/96



