COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 14.10.2025 N2 25722
UHCTPYKIIMS (NOCNEOCBATENEHOCTE 0002)

IO MEJUIIUHCKOMY NTPUMEHEHUIO JJEKAPCTBEHHOI'O IIPEITAPATA

PerucrpanuoHHbIil HOMeEp:

Toprosoe nanmenosanue: JKCTUMUA®

MekayHapoaHOe HEMATEHTOBAHHOE HJIM IPYNNUPOBOYHOE HANMEHOBAHMeE:
AMITTPUITPACTHM

JlekapcTBeHHasi ¢popma: pacTBOp [Tl MOJKOKHOTO BBEJCHHUS.

Cocras

B 1 mmpuie conepxxurcs:

deticmeyowee eujecmeao: IMIITPUITpacTuM — 7,5 MT;

gcnomozamenvHbvle geujecmasa: HaTpus anerata Tpuruapat — 0,23 Mr, yKCycHas KUCIIOTa JeIsHas —

1o pH 4,0, mannuron — 50,0 mr, Boga st uHbEKIUi — 10 1,0 mit.

Onucanue

[Tpo3paunblii OECIIBETHBIN PacTBOP.

dapmakoTepaneBTHYECKasl IPyNna
MIMMYHOCTUMYJIISTOPBI; KOJIOHUECTUMYIUPYIOIIUE (GaKTOPHI.

Kon ATX: LO3AAIL6

dapmMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

Mexanusm oeticmsusi u hapmaxoournamuvecxue 3¢hghexmoi

OMIIrQuIrpacTuM — KOBAJIEHTHBIM KOHBIOTAT (uiarpactuMma (peKOMOWHAHTHOTO 4YeJIOBEYECKOTO
TPaHyJIOIUTAPHOTO KOJOHHeCTUMYIHpyomero ¢akropa, pul-KC®D) ¢ omHOl MoOJeKyIon
nosmaTIiieHr ko (I1917) ¢ monexynsaproit maccoit 30 x/la, ¢ MpOIOHTHPOBAHHBIM JIEHCTBUEM B
pe3yJIbTaTe CHUKEHUS [TIOUYEYHOI0 KIIMPEHCa.

Ommardunrpactum cBsizbiBaercs ¢ penentopoM ['-KCD nmogodHo ¢unarpacTuMy U mdrGuiarpacTumy.
AHanmornyHo (GUIATPACTUMY, SMINIPUITPACTAM PEryJupyeT oOpa3oBaHHE M BBICBOOOXKIEHUE
HEHTPO(UIOB U3 KOCTHOTO MO3Ta, 3aMETHO YBEIMYUBAET KOJIMUYECTBO HEUTPODUIOB ¢ HOpMATIbHOU
WJIM TIOBBIIIICHHON (DYHKIIMOHAIBHON aKTUBHOCTBIO (XEMOTAKCUC U (aroIuTo3) B nepudeprudecKoi
KpOBU B TeueHUe 24 4acoB U BbI3bIBAET HEOOJBIIOE yBEINYEHHE KOJUYECTBA MOHOLIUTOB U (WJIN)

TUM(OIIUTOB.



COOTBETCTBYET 2K
ot 14.10.2025 Nz 2
(NOCNEQCBATENEHOCTE 0002)

Knunuuecxas s¢pgpexmusnocmo u 6ezonacrnocmo

1y OTUETY

Ilo naHHBIM KIMHUYECKHUX HCCIIEIOBAHUM YCTAaHOBIJIEHO, YTO OJHOKPATHOE ITOJKOXKHOE BBEIACHHUE
SMIIIPUITPACTHMA TOCTE KAXKIOT0 I[HKJIA MHEIOCYIPECCHBHON IMTOTOKCUYECKOH Teparnuu
YMEHBIIAET NPOAOLKUTEIBHOCTh HEHUTPONEHUH 4 CTENEeHHM TSHKECTH INPUMEPHO B 2 pasa IIo
CPAaBHEHHMIO C €XEIHEBHBIM BBeJeHMEM ¢uiarpactuma. Hactora BO3HMKHOBEHUS (HeOpHiIbHON
HEeHTporeHnn ObUTa CONOCTaBMMAa C YacTOTOM B TpyIIeE NAalMEHTOB, IMOJYYaBIIMX €XEIHEBHOE
BBeZieHne (unrpactuma. OOmiasi 4acToTa HEHTPOIIEHUH TOCIE XUMHOTEPANIH TPU OJHOKPATHOM
BBEJICHUH SMINPI(MWITpacTUMa U €KEJIHEBHOM BBeIEHUM (uirpacTuMa Oblla CONOCTaBUMa Ha
IIEPBOM LIMKJIE, a Ha MOCIEeIYIOIUX HUKIaxX Ha0II01aach siBHAsI TEHAECHIUS K YMEHbBIICHUIO 001IeH
9aCTOThI HEUTPONICHUU B TPYIINE SMIATPIITPACTIMA € KaXXIbIM IIUKJIOM 110 CPaBHEHHIO C TPYIION
¢unrpacTuma.

Dapmakokunemuxa

Bcacwviganue

VY 3700poBBIX J10OPOBOJIBIEB MOCIE OJHOKPATHOIO TOJKOXXHOIO BBEJCHUS pa3IUYHbIX 03
smmrunrpactuma (3 Mr-9 Mr) MeaumaHa JOCTHIKEHHS MaKCHUMalTbHOW KOHIEHTPANUU (Tmax)
SMIIIPUIrpacTUMa B KPOBH ObliIa IOCTUTHYTa B TeueHHe 36—48 yacoB. Y MaIMEHTOB C IUarHO30M
«paK MOJIOUHOM Kene3bl», MOJy4arollUX XHMHUOTEepanuio KOMOMHAIMeW JoleTakcena |
JOKCOpYOMIIMHA, BO BpeMs MEPBOr0 IUKJIAa XUMHUOTEpANUH, IOCIE OJHOKPATHOI'O IOJIKOYXHOTO
BBEJCHUA OSMIDTpuiarpactuma B 03¢ 7,5 Mr, MenuaHa MAaKCHUMajdbHOHW CHIBOPOTOYHOU
KOHIEHTpaUu (Cmax) cocTaBimsia 1,569 MKr/mi, mMenuaHa BpeMEHHU JOCTH)KEHUS MaKCHUMaJIbHOM
CBIBOPOTOYHOM KOHIEHTpauuu (Tmax) cocTaBisina 72 yaca, a MeJuaHa IepuoJa IMOJIyBbIBEACHUS
(T12) cocraBmna 79,79 wacos.

Pacnpeoenenue

KoHnenrpauus smmarouirpacTimMa B ChIBOPOTKE KPOBM IMOJAJEPKHBAETCS B TEUYEHUE IepHoIa
HEHUTPONIEHUH II0CJIE MMEJIOCYIIPECCUBHOM XHMMHOTepanuu. MeauaHa CHUCTEMHOM 3KCIO3MIMH
AUC 0-o) sMIATUATpacTIMa Mociie OJHOKPATHOTO MOAK0KHOT0 BBEACHHUS B JI03€ 7,5 MI' cocTaBuiia
21,244 (Mxr/min)*y.

Buiseoenue

BriBenienue sMmirouiarpacTimMa HeJIMHERHOE, 10303aBUCUMOe, HackiaeMoe. KirpeHe B OCHOBHOM
ocyllecTBisieTcss HeWTpopmiamMu. B cooTBeTCTBUM € CcaMOpETryIHPYIOIIMMCS MEXaHU3MOM
KIMPEHCa, KOHIEHTpalus SMIPrMIrpacTUMa B ChIBOPOTKE MEIJIEHHO CHMXKAeTCs BO BpeMs
MIPEXOJAIIEro CHIKEHHs Yiciia HeUTpO(UIOB, CBI3aHHOTO C XUMHUOTEpaIueil, u ObICTpO — mocie
Hayasa BOCCTAHOBJICHHUS YUCIIa HEUTPOPUIIOB. Y NMAIIMEHTOB C JMATHO30M «PaK MOJIOYHOM KeJe3bD»,
MOJIYYaIOIUX XUMHOTEPANUI0 KOMOMHAIMEN JOIeTaKcena U JOKCOpyOUIlMHaA, BO BpeMs NEPBOIO

UKJIa XHUMUOTEpAIIMU II0CIE€ OAHOKPATHOI'O ITOJAKOXXHOI'0 BBCIACHUSA 3MH3F(1)I/IJ'IF];)3CTI/IM3 B J03¢€



ot 14.10.2025 N= 25722

7,5 Mr MenuaHa KIMpeHca cocTtaBuia 368,8 i/ (4ffkr), a &&KEE%&&TI@# %MEH '

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

0,0087 u’!
Ocobvle epynnvl nayuenmos

Toueunas uw/unu neueHoyHas HedoCmMamoyYHOCHb

®apMaKOKMHETHKA SMIIIPUITPACTUMA Y TAIUEHTOB C IOYEYHOMN U IEYEHOYHON HEJ0CTATOUHOCTHIO
Ha CErOAHSIIHUHA JIeHb He M3ydaiach. I[I0CKONIbKY MeXaHH3M BBIBEACHUS SMINT(UIrpacTumMa He
CBSI3aH C MOYKAMU HJTU [TEYEHBIO (BBIBEICHUE OCYIIECTBIISCTCS, TIIAaBHBIM 00pa3oM, HEUTpohuIaMu),
HE 0’KU/1aeTCsl U3MEHEHUH ero CBOMCTB y MAalMEHTOB C HApyIIEHUSIMU (DYHKIIUH TOYEK 1/UITU IIEYSHH.

ﬂuua nOJHCUI020 603pacma

dapMaKOKHHETHKA SMINTUIrpacTUMa y MAlUeHTOB IMOXKUIIOrO Bo3pacTa (crapuie 65 yer) Ha
CErO/HSIIHUN JIeHb HE u3ydaynach. /laHHBIE O NMpPUMEHEHUM SMIPruUiIrpacTUMa y IMalUeHTOB
MOKUJIOTO BO3pacTa (crapuie 65 JIeT) OTCYTCTBYIOT.

Hemu

dapMaKOKHHETHKA SMIIIPUITPACTUMA y JIeTe Ha CeroAHAIIHHMNA eHb He u3ydajach. /laHHbIE O

MPUMEHEHHUN IMIITPHUITPACTUMA Y IETeH OTCYTCTBYIOT.

IToxkazanus K NpUMEHEHUIO

[penapar DKCTUMMA® nokasaH kK IpUMEHEHHUIO y B3POCIIBIX JUIS CHUKEHHS TIPOIOJKHTEIEHOCTH
HEHTPOIIEHNH, YaCTOThl BO3HUKHOBEHHS (eOpHILHON HEHTpPOIEHWH M WHQEKIH, CBSI3aHHBIX C
pa3BUTHEM HEWUTPOINIEHUHU, IIPU LMUTOCTATUYECKOM Tepaluu [0 IOBOJAY 3JI0KaYECTBEHHBIX

HOBOOOpa30BaHUM.

IIporuBonokazanus

e ['unepuyyBCTBUTENBHOCTh K O€JKaM, MOJXY4E€HHBIM C HCIONb30BaHUEM Escherichia coli,
¢uiarpacTumy, SMIATQUITPACTUMY, TAMQUIATPACTUMY, MATHWIMPOBAHHBIM O€iIKaM WIH K
1r000My U3 BCIIOMOTAaTEIbHBIX BEIIECTB, BXOAAIINX B COCTAB IIpenapara;

e HeliTponeHus npu XpOHMYECKOM MHUEJIOJIEUKO3€ U MUEIOJUCIUIACTUYECKUX CUHAPOMAX;

e  Ocrtpsiii seiiko3 (cM. pazaensl «C 0CTOPOKHOCTBIO» U «Oco0bIe YKa3aHUs»);

e IIpumenenue mpenapara JKCTUMUSA® nna  yBenmwueHus 103 HUTOTOKCHYECKOI
XUMHOTEPAIHH BbIIIE YCTAHOBIEHHBIX B peXXUMax JO3UPOBaHUS;

e  OJIHOBPEMEHHOE Ha3HAUYEHUE C IUTOTOKCUUECKON XMMHUO- U JIy4€BOM TEpaInei;

e bepeMeHHOCT, M IepuOJ TpynHOro BckapmiuBaHus (cM. pasgen «[lpumenenue mnpu

OEepeMEHHOCTH U B MIEPUOJI TPYTHOTO BCKaPMIIMBAHUS);

e  Jlerckuii Bo3pact 10 18 et (cm. pazaen «Crnocod mpuMeHEHUS U TO3bD»).
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(NOCNEQCBATENEHOCTE 0002)

C 0CcTOPOXKHOCTBIO

e 3/I0KaYeCTBEHHBIE M MPEJOINYXOJeBble 3a00JIeBaHUS MHEJIOUIHOTO Xapakrepa (B T.4.
NIEPBUYHBII OCTPHII MHENOJENKO3 U BTOPUYHASI OCTpasi MUEIOUAHAS JIEHKEeMus );
e B xoMOHMHAIUM ¢ BEICOKOIO3HONH XUMHUOTEPAITHEH;

L4 CepHOBI/II[HO-KJIeTO‘IHaSI AaHCMU.

IIpumenenne npu 6epeMeHHOCTH M B IIEPHOJ I'PYAHOI0 BCKAPMJIUBAHMS

bepemennocms

UccnenoBanuii y OepeMEHHBIX JKCHIIMH HE MPOBOIAMIOCH. [lOTEHIMAIbHBIA PUCK, CBS3aHHBIN C
BIUSHUEM Ha HMOpPHMOH WM IUJIOJ 4YelloBeKa, HeusBecTeH. [IpemapaT He peKOMEHIOBaH K
MPUMEHEHUIO BO BpeMsi OEpeMEHHOCTHM M JKEHIIMHAM pEeNpoAYKTHBHOIO BO3pacTa, He
MIPUMEHSIIOIIUM KOHTPALIETILIUIO.

Ilepuoo epyonoeo eckapmaueanus

HccnenoBanuss y KOpMSIIMX SKEHIIMH HE MPOBOAWIMCH. B Hacrosimiee BpeMs OTCYTCTBYET
nHpopmMalys 00 IKCKpErH IMIATrUIrpacTUMa Ui ero MeTadoJIuTOB B IPYIHOE MOJIOKO, B CBSI3H
C YeM HEBO3MOXKHO UCKJIFOUYUTH PUCK CO CTOPOHBI HOBOPOKJCHHOTO WM PeOCHKA, HAXOISAIIET0Cs Ha
TpyAHOM BcKapminBanuu. HeoOXxoauMo mpeKkpaTUTh TPYJHOE BCKApMIMBAHUE WM BO3JAEPKATHCA
OT TPUMEHEHUsS SMITPIITPacTUMa, Ha OCHOBAaHUHM OIIEHKH IMOTEHIIMAJIbHOW MOJB3bl IPYAHOTO
BCKapMJIMBaHU /17151 peOeHKa U MOTEHIIUAIbHOM M0JIb3bl TEPAUU JUIsl )KEHIIUHBIL.

Depmunbrocms

OMIIrQUIrpacTUM He OKa3bIBaJl BIUSHUS HA PEIPOAYKTUBHBIN MOTEHIIUAT U PepTUIHLHOCTh CAMIIOB

1 CaMOK KPBIC B paMKax MporpaMmbI JOKJIMHUYECKOM pa3pa60TI<H.

Cnoco6 npuMeHeHusi U 103b1

Jleuenue mnpenapatom DKCTUMMUS® 10mKHO NPOBOAMTHECS TONBKO MOJ KOHTPOJEM Bpada,
KenmaTeabHo, uMmeromero onblT npuMeHeHus [-KC® u  HeoOXoauMble IHAarHOCTUYECKHE
BO3MOKHOCTH.

PexxuMm no3upoBanus

OnHOKpaTHO, MOAKOXHO, B A03e 7,5 Mr (OAMH IIIpPHUI)), HE MEHee 4eM uepe3 24 yaca mocie
OKOHYAHMS BBEJICHUs XUMUOIIPEIAPATOB.

Koppexyus 0ozl

He cnenyer npumensats npenapar DKCTUMMS® Bo Bpems u MeHee deM depe3 24 uyaca mocie
BBEJICHUS IUTOTOKCUYECKMX XUMHOTEPATIEBTUUECKUX CPENICTB.

Heo6X0aMMoO OTMEHHTH 3aIlaHupoBaHHoe BBeneHue npenapara DKCTUMMUSA® npu nosbimueHuu

00IIEro KOJIMYECTBa JIeHKonuToB BbIme 50 x10%/71.
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(NOCNEQCBATENEHOCTE 0002)

Oco0BIe TPVIIIHI TTAIMEHTOB

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Iayuenmoi ¢ noueyHou u/unu ne4eHoYHol HedOCMamo4HOCMbIO
Koppekuuu 10351 y JaHHBIX MALMEHTOB HE TPEOyETCHI.
eTH
BeszonacHocTs 1 2 dextuBHOCTh npenapata JKCTUMMA® y nereit B Bo3pacte 10 18 et Ha 1aHHBII
MOMEHT HE€ YCTaHOBJICHHI. JJaHHbIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeH st

[Ipenapar BBOOUTCSA HOJKOKHO, B 00JacCTh IUIeYa, epenHeil OpromHoi creHku uinn 6enpa. Ilepen
IIPOBEICHUEM HHBEKIMU HEOOXOJMMO IMPONTH CHeluanbHOoe OoOydeHHEe Y JieHallero Bpaya WIH
MEIULIMHCKOU CECTPHI.

PGKOMeHﬂaHI/II/I IO IPMMCHCHHUIO ITpCIiapara

1. JloctanbTe U3 XOJI0JUIBHHUKA OJTUH OucTep co mmpuieM. s Toro, uToObl HHBEKINS OblIa 60s1ee
KOM(DOPTHOI1, clenyeT BbIIepKaTh IIMPHI] TP KOMHATHOU TemrepaTtype B TeueHue 30 MUHYT WiIH
corpetb ero B pyke. Henb3s nmoorpesaTs npenapar ApyruMu Clioco0aMu.

2. IlpoBeppTe HaTy HCTEUEHHS CpOKa TOJHOCTH Ha 3THUKeTKe. He mnpumeHnsiite mpemnapar mno
HCTEYEHUU CPOKa TOJHOCTH.

3. TuiarenbHO BEIMONTE PYKH.

4. TlonroroBpTe BCE HEOOXOMUMOE I MHBEKUIUH (canderky, CMOUYEHHYIO CIIUPTOM, CTEPUIIBHBIN
MapJIeBbIi TAMIIOH).

5. M3Bnexkure mmpuI| ¢ mpenapaTom.

6. IIpoBepsTe BHeNIHMI BUJ pacTBopa. OH JOHKEH OBITH MPO3pPauHbIM, OECIIBETHBIM U 0€3 BUAUMBIX
TBepAbIX yacTull. He mcmonp3yiiTe npemapar, €ciau pacTBOpP MYTHBIM WJIM COJAEPKUT BHIUMBIE
YaCTHULIBI.

7. OCTOpOXHO, HE Bpalas, MOTAHYB 10 NPSMOM JMHUM, HE NOTPAruBasch IO WIJIbl, CHUMHTE
3aIIUTHBINA KOJIMA4YOK C UIJIbL.

8. Ilpu Hanuuuu B HIMpUIlEe HEOOJBUINX ITY3bIPHKOB BO3yXa OCTOPOYKHO MOCTYYHTE IO LIIPUILY
najnblieM, JepKa ero Urjaol BBEPX, YTOOBI My3bIPbKH BO3AYyXa COOpaNIKCh B BEPXHEH YacTH IIIpUIIa,
Y MEJUIEHHBIM OCTOPOKHBIM HaJaBJIMBAHUEM Ha OPUIEHb yIAJIUTE BECh BO3AYX U3 mnpua. lnpun
C IpenapaTroM He CIENYET BCTPSXUBATh.

9. HauOonee onTUMalbHBIMH 30HAMHU JUIsI MOJKOXHOTO BBEICHHS SBISAIOTCA TNepeaHeOoKoBas
MMOBEPXHOCTh Oepa W >KUBOT, 32 UCKIIOUYCHHEM 00JIacTh BOKpYyT mymka (puc. 1). MoxxHO Takxke
C/IeTIaTh MHBEKIIMIO B HAPYKHYIO IIOBEPXHOCTH IUIEYA.

10. Iponesundunupyite KoKy B MECTE MHBEKIIMH C MOMOIIHI0 CMOYEHHOW B CIIUPTE Call(heTKH.

CobepuTe KoKy B CKIIAJKy OOJBITAM W YKa3aTeJIbHBIM TajblleM 0e3 HalaBITUBaHMS.



COOTBETCTBYET 3KCINEPTHI
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N (noc |ﬁ IE u|“|'|'I
11. IIonmHOCTBIO BBEIUTE WITTy B OCHOBAaHUE KOKHOW CKnanKvﬂrrozr HJ %ﬂl‘ig—é T )

JMY OTUETY

(puc. 2).

Puc. 1 Puc. 2
12. OcTOpOXHO MOTSHUTE 3a MOPIICHBb MITPUIIA, YTOOBI YOSAUTHCS, YTO HE MPOU3OILIO MPOKOIA
cocyna. Eciu B mmpuie nosiBuiIach KpOBb, U3BJIEKUTE UTILY U BBEAUTE €€ B IPYTO€ MECTO.
13. Ilocne BBeAeHUsS Wbl HAYMHAWTE BBOAUTH PACTBOP IOJ KOXY, MEIJICHHO M PaBHOMEPHO
HaJIaBJIMBasl Ha MOPIIEHb IINPHULIA, TPOJOJKAS YACPKUBATh KOXKY B CKIIAJIKE.
14. TIponomkaiiTe HaJaBIMBATh HA TIOPILIEHD, TTOKA HE OyIEeT BBEJeH Bech pacTBop. [lociie BBeneHms
BCEH J03bI U3BJIEKUTE UTITY U3 MECTA NHBEKIIMU U HAJICHBTE HA UTIIY 3aIllIUTHBIN KOJITA4O0K.

15. Ha HECKOJBKO CEKYH /I IPUITIOKUTE K MECTY MHBEKIIUU CTEPUIIbHBIM MapJIeBbIi TaMIIOH.
16. icnonb3yiiTe KaskIblil LITPUI] TOJIBKO JIJIs1 OJHOM MHBEKIMHU. He BBOAUTE MOBTOPHO OCTABIIMICS
B ILIIPHUILIE PACTBOP.
[Ipn HamMuMu BOMPOCOB MO TMPUMEHEHMIO Ipernapara OOpaTHTECh K JieHalleMy Bpady WIH

MEIUIIMHCKOM cecTpe.

ITo0ouHOe nelicTBUe

Pesrome npodung 0e3omacHoCTH

Haubornee yacTo B KITMHUYECKUX UCCIIETOBAHMSX SMIIAT(PUITpacTUMa PETUCTPUPOBAIUCH CKEIIETHO-
MbllIeyHbIe 00JIM. Boau B MbIIIIax, KOCTSAX, CyCTaBax SIBJISIOTCS XapaKTEPHBIMU JUIs IPENapaToB
I'-KC® nexenatenpHbiMU peaknusmMu. Kak npaBuio, oHn ciaabble WIH YMEPEHHBIC U KYIHUPYIOTCS
CaMOCTOSITENIbHO.

Taxke perucTpupoBaIUCh IeMaTOJIOTUYECKHE HApYIIeHUs: O4eHb dacTo (=1/10) neiikonuro3 u
Heiitpodunes, uacto (=1/100, Ho <1/10) TpomOomuronenus u auMmdonuro3. HM3meHeHus

reMaTOoJIOTHUYECKUX ITOKa3aTeIell COOTBETCTBOBAIN 1—3 CTEMEHIM TSKECTH.



COOTBETCTBYET 2K
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1y OTUETY

TabauaHoe pE3IOME HEXKENATCIILHBIX PEaKINH

Hwke npuBeneH nepedyeHb HEXENATENbHBIX PpEeaKUil, 3aperuCTPUPOBAHHBIX Yy MAIMEHTOB,
nonyyasmux npenapar DKCTUMMUS® B paMkax KIMHHYECKHX HCCIEIOBAHMI W Ha dTame
MOCTPErUCTPAIIMIOHHOTO MOHUTOPUHTA, U UMEIOIINE OMpPEEICHHYIO, BEPOATHYIO HJIH BO3MOXKHYIO
CBSI3b C IPHEMOM IpernapaTa (cM. Tadmuiry 1).

HexxenarenbHble peakmuM CHUCTEMATH3HPOBAHBI OTHOCHUTEIBHO KaXKJOTO CHCTEMHO-OPTaHHOTO
kimacca mo MedDRA ¢ ucnonp3oBaHneM cieaylomend Kiaccu(UKaluy 9acTOThl BCTPEYAEMOCTH:
o4deHb yacto (>1/10);

gacto (>1/100, HO <1/10);

Hevacro (>1/1 000, Ho <1/100);

penko (>1/10 000, Ho <1/1 000);

oudeHb peako (<1/10 000);

4acTOTa HEU3BECTHA (HA OCHOBAHUU MMEIOIIMUXCS TaHHBIX OLICHUTh HEBO3MOKHO).

Ta6aunma 1. HexenatenbHble peaknuy, 3apeTUCTPUPOBAHHBIE B paMKaxX KIMHUYECKHUX

I/ICCJ'ICI[OBaHI/Iﬁ N MIOCTPETUCTPATUMOHHOI'O MOHHUTOPHHT'A

CucTeMHO-OpPraHHbIi Kj1acc Yacrora He:xkenarenbHasi peakuusi
Hapywenus co cmopounst | O4eHb 4acTo JleitkonmTos, HEHTpOMITE3

KpoSU U AUM@amuecKol Yacro TpombonuToneHus, TMMQOIIUTO3
cucmemul

Hapywenus co cmoponst | Pegko ['unepuyBCTBUTENBHOCTSD *

UMMYHHOU cucmembl

Hapywenus co cmoponwvl | O4eHb 4acTo ['onmoBHas 60116

HEepEHOU CUCmeMbl

Hapywenus co cmoponwv | Heuacto I'mnorensus

cocy0o8

Hapywenuss co cmoponwr | Yacto Tomuora, nuapes, ©001b B  JIEBOM
HCENYOOUHO-KUUEUHO2O noapedepne

mpaxma

Hapywenus co cmoponwl OueHb yacTo CkeneTHO-MbIIIeYHbIE Oonu  (apTpanrus,

MBIUEYHOU, KOCMHOU U

N oCcajrus, MAAIITHs, 00JIb B CIIHHE, OOJIb B
COEOUHUMENLHOU MKAHU

KOHEYHOCTSIX )
Obwue napywenus u peakyuu | Yacto CnabocTh, mupeKcus
8 Mecme 86e0eHsl Heuacro ['umepemus KOKU B MECTE BBEICHUS

 T'unepuyBCTBUTENBHOCT (BKJIIOUAst KOXHYIO CHINb, KPAlMBHUILY, aHTHOHEBPOTHYECKUH OTEK, OJBIIIKY, 3PUTEMY,
THIIEPEMHUIO).

Huxe npuBeneH IepedyeHb HEXKENATCIbHBIX PEAKLUUM, 3aperUCTPUPOBAHHBIX Yy IIAL[UEHTOB,
MOJTyYaBIIUX APYrHe MpenapaThl MITHIMPOBAHHOTO (uiarpactuma (B 4aCTHOCTH, MAT(UITpacTum),

KOTOpBbIC HE ObUTH 3a)UKCUPOBAHBI B X0JI¢ KIIMHUYECKUX MCCIIEIOBAaHUM dMITPUIrpactuma. EcTh
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BEPOSATHOCTh BO3HUKHOBEHUU MOJIOOHBIX peakuuil y onyqafém;};"gﬁt;a (%m-lr_rlf_)@:rﬁm I u_'ﬂelzn-‘c;B

TaK Kak Ipernaparbl OTHOCSTCS K OJJHOMY KJ1acCy U UMEIOT CXOJIHbIM MEXaHU3M JAEHCTBHUS.
Hobpokauecmeennvle, 310KauecmeeHHble U HEYMOYHEHHbIE HOBOOOPA3068AHUs (8KIIOUASL KUCMbL U
nounst)

HeuacTo: MuenoaucniacTUYeCKiii CHHAPOM, OCTpasi MUEIOUAHAs JIeHKEMUs

Hapywenus co cmoponvl Kposu u ium@amuiecKkoll cucmemsol

Heuwacro: ceproBuAHO-KIETOYHBIN KPU3, CINIEHOMETANINSI, Pa3pbIB CEIE3EHKU.

Hapywenus co cmoponvl umMmyHHOU cucmemsl

Heudacto: peakuuu TIHUIEpUYyBCTBUTENBHOCTH  (BKJIIOYAs  KOXKHYK — Chblllb, KpalHWBHULLY,
AQHTMOHEBPOTHUYECKUH OTEK, OJIBIIIKY, dPUTEMY, TUIIEPEMHUIO), aHAPHUITAKCHSL.

Hapywenusa memabonuzma u numarnus

HeuacTo: noBbllIeHNe KOHIEHTPAlMU MOYEBON KUCIIOTBHI.

Hapywenus co cmoponul cocyoog

Hewacto: cuHIpOM MOBBIILIEHHONW TPOHUIIAEMOCTHU KaITUJUISPOB.

Penxo: aopTur.

Hapywenus co cmoponul ObixamenvbHot cucmemol, 0p2ano8 2pyOHOL KNemKu U cpedoCmeHus
HeuacTo: ocTpblif pecnupaTopHBIA AUCTPECC-CUHAPOM, HMHTEPCTUIMATIbHAs ITHEBMOHUS, OTEK
JeTKUX, (puOpo3 JIErKNX ¥ UHPUIBTPATHI B JIETKUX, KPOBOXaPKaHbE.

Penko: nerounoe KpoBOTEUEHHE.

Hapywenus co cmopoHul Kodcu u NOOKOMCHLIX MKAHelU

YacTo: KOHTAKTHBIN JepMaTuT.

Heuacro: cunnpom Csuta (ocTpsiii heOpuiIbHbIN HEUTPODUIBHBIN JepMaTO3), KOXKHBIA BaCKYIHUT.
Penko: cunnpom Crupenca-/[>koHCOHA.

Hapywenus co cmopoHuvl nouex u Mouesbl8o0sauux nymeil

HeuacTo: rmomepynoHepur.

Obwue napywenus u peakyuu 6 Mmecme 66e0eHuUs.

Yacro: 00sb B MeCTE UHBEKIUH, HEKapAUOreHHast 00JIb B TPYIH.

Heuwacro: peakuyuu B MeCTE MHBEKIIMH.

Jlabopamopnvle u uncmpymenmansHvle OaHHble

Heuwacto: moBbllieHne ypoBHSI JIaKTaTAETUIPOreHa3bl M IIeIoyHOM ¢docdaraspl, TpaH3UTOPHOE
MTOBBIIIICHHE (b yHKIIMOHATLHBIX po06 TeYeHn (amanmHamMuHOTpaHChepasa,

acrapTaTaMHHOTpaHcdepasa).

Ilepeno3upoBka

CHUMITOMBI
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onHOKpatHO. [Tpu ucnonssosanuu npenapata DKCTUMUSA® B no3e 9 Mr y 310pOBBIX 106POBOILIER
HaO0JII0TATNCh TOJIOBHASI 00JIb, MUAITHS, OOJIb B CIIMHE, apTPAITHS; BCE HEXKEIATCIbHBIC SIBICHUS
VMEJIU CTENEHb CBSI3U C IPENapaToM OT COMHUTENIBHOM O BEPOSTHOM.

Jleuenue

Bce nexenarenbHble SIBICHUS TPOLUTH 0€3 MOCIEACTBHUI, CAMOCTOATENLHO WU MTOCJEe MPUMEHEHUS
CUMITTOMATUYECKOM Tepanuu (KynmupoBaJIUCh MIPUMEHEHUEM HECTEPOUTHBIX

npoTuBOBOCTIANIUTENbHBIX Mpenapatos (HIIBC)).

B3aumoneiicTBue ¢ APYrUMH J1eKAPCTBEHHBIMU NMpeNnapaTamMu

HccnenoBanusi, TOCBSIICHHBIC CHCHU(PUYSCKHIM B3aHUMOACHCTBHSIM WJIH METa00JIM3My, He
MIPOBOIHIIUC.

[TockoabKy SMIArGUITPACTHM BBIBOJUTCS MPEUMYIIECTBEHHO HEUTpodUIaMHU, T.€. C MOMOIIBIO
CHEeM(PUIECKOT0 MEXaHW3Ma, HE TIePeceKalINIerocs C MNyTIMH MeTabonu3Ma OONBITHHCTBA
JIEKAPCTBEHHBIX CPENICTB, BEPOSTHOCTh JICKAPCTBEHHBIX B3aWMOJCHCTBUN  TPEACTABISICTCS
MUHHMAaJbHOH.

IluToTOKCHYECKAs XMMUOTEpaIIUs

W3-3a BO3MO>KHOM 4yBCTBUTEIBHOCTH OBICTPO JEISIINXCS MUCTOUIHBIX KIETOK K IIMTOTOKCHYECKOM
teparuu npenapat DKCTUMUS® cnenyer BBOAUTH He paHee, yeM uepes 24 yaca mocjie OKOHYaHHUs
BBCACHUS  LIUTOTOKCHUYECKUX  XUMUOTEPANEBTUYECKUX  CPEICTB. B  KIMHMYECKUX U
MOCTPETUCTPALIMOHHBIX MCCIEOBAHUAX MATWINPOBAHHBIX (MITPACTUMOB U3Y4aIHCh PEXHUMBI IIPU
koTopbiX [-KC® naznavanucek 3a 10-20 qHeil 10 cneayronen XuMHUOTEpaTuy.

B3anmMoneicTBre ¢ IpYrUMH T€MOTIOATHYECKUMHE (PaKTOPaMH POCTa U ITUTOCTATUKAMHU HEU3BECTHO.
W3BecTHO, 4TO JNUTUI yCHMIIMBAaeT BBICBOOOXKIEHHE HEUTpodmiIoB. XOTs (apMaKoJAWHAMHUECKOE
B3aMMOJICHCTBHE C JIUTHEM HE JIOKAa3aHO HM I QUITPAacTUMa, HU JJIS MAIQUIrpacTuMa, ciaenyer
YUHTHIBATH €r0 BO3MOKHOCTH MPH UCTIOJIb30BaHuy npenapata JKCTUMUS®.

Ouenka 6GezonacHoct u 3QdexTusHocTy npenapata DKCTUMMA® y nanueHToB, MOMydaroImxX
XUMHUOTEPANEBTUYECKUE IIpenapaThl, NPUMEHEHHE KOTOPBIX COIPOBOXKAACTCSI OTCPOYECHHOU
MUENOCYTIPECCUEN (HapuMep, IPOU3BOAHbIE HUTPO30OMOYEBUHBI), HE TPOBOMIINCE.

[IpusHakoB B3auMozeiicTsus npenapara JKCTUMMUSA® ¢ npyrumu jekapcTBEHHBIME pernapaTaMu

Ha HacTosIIee BpeMs He 3aUKCUPOBAHO.

Oco0ble ykazanus

[IpocnexnBaeMocThb




COOTBETCTBYET 2K
o7 14 'I::":IEE Nz £3led
B nensx ynmydueHus mpociieKnBaeMOCTH TPUMEHEHUS 6H0nor%egltaggéﬁ§‘b%¥%ﬂ%' hJe_I'Iél]'J'zlrll‘tlr'B

OMY OTYETY

CIEAYEeT PErMCTPUPOBAaTh HAMMEHOBAHHE M CEPHUI0 BBEICHHOTO Ipernapara B MEIULMHCKOU
JOKYMEHTAIUH.

HsMeHeHHE J103 NpenapaToB ITMTOTOKCHMYSCKOW TEpaluM BBHIINIE YCTAHOBJICHHBIX B PEXKHUME

JO3HUPOBAHUA

[penapar DKCTUMUA® He creqyeT MCNONb30BaTh sl YBEIMYEHHs 103 LUTOTOKCHYECKOM
XMMHOTEPANUH BbIIIE YCTAHOBJICHHBIX B PEKUMAaX J03UPOBAHHUS.

3710KaYeCTBEHHBIE M IPEIONYXO0IEBEIC 3a001€BaHKsI MUETOUIHOTO XapakKTepa

I'-KC® crtumynupyer 3HIOTEIUAIbHBIE KIETKH M MOXET YCKOPSTh POCT MHEIOUAHBIX KIIETOK,
BKJIKOYasl 3JI0KAYECTBEHHBIE KIIETKH, U HEKOTOPbIE HEMUEIIOUAHBIE KIIETKH in Vitro.

Ipenapar DKCTUMUS® He crenyeT NpUMEHATh IIPH MHUENOAMCIUIACTHYECKUX CHHIPOMAX,
XPOHUYECKOM MHUEINOJIEHK03€, BTOPUYHOM OCTPOM MHMEJOJIEHKO3€e, MOCKOIbKY O0€30MacHOCTh U
3¢ (eKTUBHOCTh TpenapaTra y JAaHHBIX IPYNN MallMeHTOB HE oleHuBaiach. Cieqyer 0COOEHHO
TIIATEIbHO MPOBOANTH AU(D(epeHInaNbHYI0 TUArHOCTUKY MEXay OnacT-TpaHcopmanueil mnpu
XPOHUYECKOM MHENOJIEHKO3e W OCTPhIM MHesoielko3oM. be3zomacHocts M 3(PdeKTUBHOCTH
npenapara DKCTUMUA® y nanueHToB ¢ NEpBUYHBIM OCTPBIM MHUENOJIEHKO30M HE H3Ydaluch.
JlenikonmTos

[ToBpiienne komuuecTBa JIeHKOIMTOB 10 ypoBHsA 100 x 10°m He OBUIO 3aperucTpupoBaHO HHU Y
OJTHOT'O W3 MAaIlMeHTOB, MOJYYaBUIMX SMIAIPUITPACTUM B paMKaX KIMHUUECKUX uccienoBanuil. He
PETUCTPUPOBAIOCH HEXENATEIbHBIX SABICHUN, KOTOPhIE MOTJIM OBITH OOYCIIOBIEHBI JEHKOLIUTO30M
JAHHOM CTENEHW BBIPAKEHHOCTU. TpPaH3UTOPHOE IOBBIIIEHUE KOJIMYECTBA JIEWKOLMTOB TAaKOM
CTETIEHH BBIPAKEHHOCTH OOBIYHO pa3BUBaeTCs B TeueHue 24—48 4 mocne BBEICHHS MpernapaTroB
IATWIMPOBAHHOTO (WIrpacTUMa M COIJacyercs ¢ uX (apMakoJAMHAMHUYECKUMH 3¢ (deKTamH.
VY4uuThIBass COOTBETCTBYIOIIME KIMHUYECKHE J(PGEKThl W MOTEHUUATbHBIH PHUCK PpPa3BUTHUS
JIEHKOIIUTO3a, B MPOIIECCEe TePANTMU HEOOXOAUM PETyJISIPHBIN KOHTPOIb YPOBHS JeHKouTOB. Eciu
KOJIMYECTBO JelKonuToB mpesbimaer 50 x 10°m mocime oXugaemMoro mepuoja MUHHUMATbHBIX
3HAYEHUH MoKa3aTelns, HeOOXOAMMO HEMEAIEHHO OTMEHHTD MIpernapaT SKCTUMUSA®.

TpoMOonmTOoEeHUs

Momnorepanus npenapatom DKCTUMUA® e uckmouaeT pa3BUTUS TPOMOOIMTONEHUH ¥ aHEMHU
TP POAOIKEHUU MHUEJIOCYTIPECCUBHON XMMUOTEPAITUH B TIOJIHOM J103€. PEKOMEHTyeTC s perysipHO
OIIpeNIeNIATh YUCIIO TPOMOOIMTOB M remMatokput. HeoOxoaumo ynenars oco0oe BHHUMaHUE IpU
MIPOBEICHUU MOHO- MJIM KOMOMHHPOBAHHOM XMMHOTEpANUH, CIIOCOOHON MHIYLIUPOBAThH TSKETYIO
TPOMOOITUTONICHHIO.

AVTOJ'IOFI/I‘-IHaSI TpaHCILJIaHTaITuA
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CTBOJIOBBIX KJIETOK KPOBH Y IMAIIMCHTOB COOTBCTCTBYIOIIIUM 06pa30M HE OICHHUBAJINUCH.

Ha ocHOBaHMM W3BECTHBIX JAHHBIX UL Apyrux npemnaparos [ -KCO

[lepeuncneHHble HUXKE COCTOSIHUS HE OBLIM 3aperUCTPUPOBAHbl MpPU MPUMEHEHUU IIpernapara
DKCTUMUS® B paMKax KIMHUYECKUX UCCIICIOBaHUMN.

Inomepynonedppum

I'momepynonedpuT HabIIOAANCS Yy MAIIMEHTOB, KOTOPHIM BBOAWIHM (QMITPACTHM U MAT(HUITPACTUM.
OOBIYHO TOC/e CHIKEHUS J03bl MM OTMEHBl Tepamuu (UIrpacTUMOM M TAT(QUITPACTHMOM,
MpU3HAKU TioMepynoHedpura pazpemanuch. [Ipu Tepanuu npenaparamu [-KC®D pexomenayercs
KOHTPOJIb ITI0KA3aTeJe MOYH.

CuHOpoMm nosvlueHHOU NPOHUYAEMOCIU KANWLIAPO8

CuHIpOM TOBBIIMICHHONW MPOHUIIAEMOCTH KammLIsipoB HaOmopaincs mocie BBeaeHus [-KCD u
XapaKTepU30BaJICS HAIUYMEM TUIMOTCH3UH, TUNOAaTbOYMHUHEMHUH, OT€Ka M TE€MOKOHIICHTPAIIHH.
[TarueHTsl, y KOTOPHIX PAa3BUIICS CHHIPOM IMOBBIMICHHONW MPOHUIIAEMOCTH KaIlUJUIIPOB, MOJIEKAT
TIIATEILHOMY MOHUTOPHHTY W CTaHJAPTHOMY CHUMITOMATHYECKOMY JICYCHHIO, KOTOPOE MOXKET
BKJIIOYATh HEOOXOJMMOCTh IPUMEHEHHUSI MHTEHCUBHON TEpaIvu.

Aopmum

VY 310pOBBIX TOOPOBOJIBIIEB U IMAIIMEHTOB CO 37I0Ka4€CTBEHHBIMH HOBOOOPA30BaHUSMHU, TIOTyYaBIITHX
['-KC®, 6p11u 3apeructpupoBanbl ciiydan aoptuta. CUMOTOMAMH JAHHOTO COCTOSIHUS SIBIISIFOTCS
MOBBIIIIEHUE TEMIIEPATYPHI TeJa, O0JIH B )KHUBOTE, HEJOMOTaHKE, O0JIb B CIIMHE U MOBLIIICHNE YPOBHS
BOCHAJIUTENbHBIX MapKepoB (B yacTHOcTH, C-peakTHUBHOrO Oelka M KOJMYeCcTBa JIEUKOUUTOB). B
OOJIBIITMHCTBE CIYYaeB JUATHO3 A0PTHUTA YCTAHABIMBAJICS MPU ITOMOIITH KOMITBIOTEPHOU TOMOTpaduu
1 3a0oeBaHre 00BIYHO paspemanock mnocie otMensl [-KCO.

Cnnenomezanus u paspulg cee3eHKu

3aperucTprupoBaHbl OUYEHb PEIKHE CIy4au B IEJIOM OECCHUMIITOMHOW CIUIGHOMETaluH U pa3pbiBa
CEeJIE3eHKH TPpH TMPUMEHEHHH TMPENapaToB TATHWIMPOBAHHOTO (UITPACTHUMA, B TOM YHCIIE C
JeTanbHbIM Hcxo1oM. CrieyeT TIaTeNbHO HabI0aaTh 3a pa3MepaMu CEeNIe3eHKH (HapuMep, MyTeM
KIIMHUYECKOTO OCMOTpa WJIM YIbTPa3BYKOBOIO HcciieqoBanus). Clenyer mnpeaycMOTpPETh
BO3MOYXHOCTb CIIJICHOMET AU WU Pa3pbhiBa CeJIe3eHKH Y MallMEeHTOB C kKalobaMu Ha 60JIh B BEpXHEH
JIEBOM YacTH KUBOTA U (WJIM) B BEpXHEH 4acTH JIEBOTO IUIeYa.

Muenooucnracmuueckuti cunopom (MIC) u ocmpas muenouornas nevikemusi (OMJI) y nayuenmos ¢
OUACHO3aMU «PAK MOJIOYHOU Jcene3bly U «PAaK 1e2K020y»

MJIC u OMIJI 6bumM CBsi3aHBl C MPUMEHEHHEM IpenapaToB MATHIMPOBAHHOTO (uiarpactuma B

COYETaHHM C XUMUOTEpanueil U/Uiu JIyueBoil Tepanuel y malueHToB ¢ AMarHo3aMH «paK MOJIOYHON

11



COOTBETCTEYET 3Kl
ot 14.10.202

=2
[T101C OBL HOCT B 0002
JKENE3bl» M «pakK JErkoro». PekomeHayeTcs MOHWTOPUHL '-';llmgﬁl%g EHaTE'IIBE TTUaSE'I/I’I‘PI'ISI

[

npu3HakoB U cumntoMoB M/IC / OMIJI B 3TUX yCIIOBUSX.

Cepnoguono-knemounas aHemus

VY manueHToB ¢ TeTePO3UTrOTHON (GOPMOI TeMOTIOOMHONIATHN S U CEPIIOBUIHO-KICTOYHOM aHEMHEH
OBLIIO 3aPETUCTPUPOBAHO PA3BUTHE CEPIIOBUTHO-KIETOYHBIX KPU30B Ha (JOHE Teparnuu mpenaparaMu
ITUIUPOBaHHOTO  Qunrpactuma. [loaToMy HE0OXOaUMO COONIFOaTh  OCTOPOXKHOCTH  IPU
Ha3HAYCHUH TMPEnapaToB MAITWIMPOBAHHOTO (PruirpacTMa MalueHTaM C TeTepPO3UTOTHON (Popmoit
reMOIJIOOMHONATHH S WM CEePIOBUIHO-KIETOUHON aHeMHEeW, OCYIIECTBISAS MPU ATOM KOHTPOJb
COOTBETCTBYIOIINX KIMHUYECKHX M JIAOOPATOPHBIX MapaMeTpOB, a TAKKe MPOSBIATH BHUMAaHUE K
BO3MOKHOM accolMalli TMPUMEHEHHS [aHHOTO TIpernapara C YBEJIUYEHUEM CEJIEe3€HKU U
Ba300KKJTFO3UBHBIM KPHU30M.

Heorcenamenvuvie sagnenus co cmopomul 1e2Kux

[Tocne BBenenus [-KC® Obltn 3aperucTpupoBaHbl HeXeNlaTeIbHbIE SIBJICHHS CO CTOPOHBI JIETKUX, B
YaCTHOCTH, HWHTEPCTUIIMAJIbHASI TMHEBMOHHUS. ['pyImy MOBBIIIEHHOTO PHUCKA MOTYT COCTaBIISITh
MAIMEHTHI, IMCIOIINE B HEJJAaBHEM aHaMHe3¢ NH(DUIBTPATHI B JISTKUX MU ITHEBMOHUIO.

Pa3BuTHe KIMHMYECKUX NPOSIBIEHUN CO CTOPOHBI JIETKHMX, B YaCTHOCTH, KallIls, IOBBIIICHUS
TEMIIEPaTyphl TEJA U OABIIIKH, ACCOLUUPYIOIIUXCS C OSIBICHUEM HH(DUIBTPATOB JETKHUX 10 JAHHBIM
JTy4eBBIX UCCIICJIOBAHMM, a TAKXKE yXyIIIeHNE (DYHKIIUU JIETKUX HAPSY C MOBBIIIEHUEM KOJINYECTBA
HEHUTPO(HUIIOB, MOTYT SBISATHCS PAHHUMHU IPOSIBICHUSIMH OCTPOTO PECIHPATOPHOTO JTUCTPECC-
cugapoma (OPJIC). B »Tux ycrnoBusx He0OXOIUMO TIPEeKpaTUTh MPHUMEHEHHE Mpemnapara
SKCTUMMUSA® no penienunro Bpaya U HA3HAYUTh COOTBETCTBYIOLIEE JICUEHHE.
T'unepuyecmeumenvrnocmeo

VY nmanueHToB, MOMYYarOIUX IMATHIMPOBAHHBIA (UITPACTUM, COOOIIAIOCh O PA3BUTHU PEAKIIUIl
TUIEPYYBCTBUTEIBHOCTH, BKIIOYas aHAQHUIAKTUYECKHWE peakluu, Ha (OHEe HaAYaIbHOW WIH
nocnenytomeit tepanuu. Ilpenapar DKCTHUMUSA® e ciemyer NpUMEHATh y NalUEHTOB C
peakmusIMiA TIOBBIMICEHHONW UYYBCTBHTEIBHOCTH K AMINIPUITPACTUMY, IMMIIOUWITPACTUMY HIH
¢wirpacTiMy B aHamMHe3e. B ciydae pa3sBUTHS CEphE3HBIX ANIEPTHUECKUX pPEAKUU CciexyeT
HA3HAYUTHh COOTBETCTBYIOIIEE JICUEHHE C TIHIATEIHHBIM HAONIOJACHHEM 3a TAIleHTOM B TEUYCHHE
HECKOJIBKUX JIHEM.

Cunopom Cmusenca-/{oconcona (CCJJ)

[Ipy mpumeHeHHH MArUIrpacTUMa B PEIKHX CIydasX cooOIIaioch O Pa3BUTHH CHHAPOMA
CruBeHca-/[>koHCOHa, KOTOPBI MOXKET YIpOoXkKaTh )KM3HU UJIM MPUBECTH K JIeTadbHOMY Ucxonay. [lpu
paseutun y nanmenta CCJl npumenenue npemnapata DKCTHMUSA® crenyer orMeHuTh Ge3
BO300OHOBJICHUS T€paIHH.

Hmmynocennocme
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MOSIBIICHHUSI AHTHUTEN K IDTHIMPOBAHHOMY (QHITpAacTUMy, Kak MpaBwiio, HU3Kas. [Ipomykuus
CBSI3BIBAIOIIUX AHTUTEN SIBISIETCS OXKHMIA€MbIM NpPU MPUMEHEHUHM BCEX OMOJIOTMYECKHX CPEJICTB;
OJTHaKO, COIJIACHO MMEIOLUMCSI JaHHBIM, OHU He 00J1a/1al0T HEUTPATU3YIOLEH aKTHBHOCTBIO.

Jpyrue npeaynpexxJacHus

[ToBBIIIIEHNE TEMOITOATHYECKON aKTUBHOCTH KOCTHOT'O MO3Ta B OTBET Ha Tepanuio GakTopaMu pocTa
aCCOIMUPOBAJIOCH C TPAH3UTOPHBIMU JIOKHOIIOJIOKUTEIBHBIMU PE3yIbTaTaAMU OCTCOCIIHHTUTPA(HIH.
DTO0 TOJKHO YUUTHIBATHCS MPU UHTEPIIPETALUN PE3YIHTATOB OCTEOCIUHTUTpApUH.

BcnomorarenbHbIe BellleCcTBa

Hampuii
JlaHHbBIN J€KapCTBEHHBIN MpenapaT coaepkUT MeHee 1 Mmmonb (23 Mr) HaTpus Ha 1 M1, TO €CTh IO

CYTHU, «HC COACPKUT HATPHUS).

Bausinne Ha c1OCOOHOCTH YNIPaBJSATH TPAHCIIOPTHBIMH CPeCTBAMH, MEXaHU3MaMH
YuuThIBas BO3MOMKHbIE HexkenaTelbHble peakuuu npenapara JKCTUMUS®, B nepuon neuenus
HAIMEHThl JOJKHBI COOJII0JaTh OCTOPOKHOCTh NP YIPABICHUU TPAHCIOPTHBIMU CPEACTBAMH U

pa60Te C MCXaHHU3MaMU.

®opma BbINYCKa

PactBOp M1 MOAKOXKHOTO BBEAEHUS 7,5 M.

ITo 1,0 M mpenapaTa HMOMEINAIOT B TPEXKOMIIOHEHTHBIM CTEPUIIBbHBIM INMPHIl U3 OECLIBETHOTO
HEUTpanbHOTo cTekia [ ruaponutudeckoro kiacca. [lnpui ¢ ogHON CTOPOHBI UMEET BIIASHHYIO UTITY
JUISL MHBEKIMM M3 HEPXKABCIOIIEW CTaJM, KOTOpas 3allMINEeHA IUIACTMACCOBBIM KOJIITAYKOM C
OyTHIIKay4yyKOBBIM yrutoTHUTeNneM. Lnpuil yKynopeH 31acTHYHBIM YIJIOTHUTENEM Ha MOPLICHb U
LITOKOM IOpUIHS.

Ha kaxx1p1i1 npuIr HakJIEUBarT CAMOKJIEAIYIOCS STUKETKY.

[To 1 mmpuiry nomMemaoT B KOHTYPHYIO slU€HKOBYIO yIakoBKy u3 miaeHku [1BX.

IIo 1 KOHTYypHOU S4YEMKOBOW YIAKOBKE BMECTE C MHCTPYKLHUEH 110 MEIUIUHCKOMY IPHUMEHEHUIO

MIOMEIAIOT B IAYKy U3 KapTOHA.

YciaoBusi XpaHeHust
XpaHUTh B OPUTMHAIBHOM YIIAKOBKE (IIauKe KapTOHHOW) /U1 3alUTHI OT CBETA IIPH TEMIIEPAType OT
2 o 8 °C. He 3amopakuBarts.

XpaHUTh B HETOCTYITHOM JUISI IETEU MECTe.
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(NOCNEQCBATENEHOCTE 0002)

Cpox rognoctu

3 rona.

He IMPUMCHATH IO UCTCUCHUHN CPOKA 'OAHOCTHU, YKA3aHHOT'O HAa YITAKOBKC.

YcaoBus oTmycka

OTmycKaroT 1o perenty.

Baajnesien perucTpauMoHHOr0 yJ10CTOBEpEeHUs
Poccuiickas @enepanus

AO «BUOKAl»

198515, r. Cankr-IlerepOypr, BH.TEp.I. mocenok CtpenbHa, yir. Csi3y, 1. 38, crp. 1, momenr. 89.

ITpousBoaurtenn

Poccniickas @enepanns

AO «bUOKAI»

143422, MockoBckas 001., T.0. KpacHoropck, c. [lerpoBo-/lansree, yi. [Ipombinuiennas, 1. 5, k. 2.
Poccuiickas @enepanus

AO «BOKAl»

198515, r. Cankr-IlerepOypr, BH.Tep.r. mocenok CtpenbHa, yir. Cs3u, 1. 38, ctp. 1.

Opranmnsanusi, (PUHAMAIONIAS IPEeTEeH3UN NOTPpeduTe el

Poccuiickas @enepanus

AO «bUOKAI»

198515, r. Cankr-IlerepOypr, BH.Tep.T. mocenok CtpenbHa, yiu. Csi3y, 1. 38, ctp. 1, momen. 89.
Tenedon: +7 (812) 380-49-33.

dakc: +7 (812) 380-49-34.

Anpec 35eKTpoHHOM nouThl: biocad@biocad.ru

Wudopmannio o pa3BUTHH HEXETAaTeIbHBIX PeaKLUil HallpaBIATh 10 ajpecy: safety@biocad.ru
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