NMHCTPYKIMA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

KCO®UTO® / XOFIGO®

Perucrpanuonnbiii Homep: JITT-004060
Toproeoe HanmMenoBanue npenapara: Kcoduro®

Me:xnyHapoaHoe HeMATEHTOBAHHOE MJIM TPYNIHUPOBOYHOEe HAMMEHOBAHHUE. PAIus XJIOPHU]
[223Ra]

JlekapcTBeHHasi popma: pacTBOpP AJisl BHYTPUBEHHOI'O BBEACHUS

COCTAB

1 Mt pacTBoOpa AJ1d BHYTPUBCHHOI'O BBEACHUA COACPIKUT.

eticmeyrowee sewecmeo: paaus ximopun [223Ra], B mepecuere Ha paauii-223 (B peepeHTHYIO
naty) 1100 xbk (0,58 Hr).

Bcnomocamenvhvie  6ewjecmea: Hatpus xiaopun 6,3 wmr, Harpus uurtpar 7,2 wr¥,
XJ0pUCTOBOIOpOAHAs kucioTa 0,2 mMr, Boja ajig uHbekuui 10 1,0 mi.

Conepkanne pagust xmopuaa [223Ra] ykazano B mepecuere Ha paauii-223 B pedepeHTHYIO
naTy**,

* yKa3aHO KOJMYECTBO HATpHUs IIUTpaTa 0€3BOJHOTO; B MPOIECCE MPOU3BOACTBA UCIIOIB3YeTCs
HATpUS LUTpATa JUTHUIPAT;

** pedepenTHas nata — nara, yctaHoBieHHas Kak «12.00 4acoB Mo HEHTPaIbHOEBPOIIEHCKOMY

BpeMeHU uepe3 14 pgHel mocie aarhl MPOU3BOJCTBA JIEKAPCTBEHHOIO IMpenaparay |

COOTBETCTBYIOIIAS J1aTe KaTUOPOBKH.

Onucanne

becuBeTHbIN TPO3paYHBIA pacTBOP.
®dapmakoTepaneBTHYECKAs IPyNna
PangnodapmaneBTuueckoe TepaneBTHYECKOE CPECTBO.

Kon ATX: V10XX03

DuU3NKO-XUMHYECKHE CBOMCTBA

1 M pactBopa comepkut 1100 xbk pagust xaopuaa [223Ra], uto cootBerctByet 0,58 Hr pamus-
223 B pedepenTHyIO Aaty. Paauii cogepkuTcs B pacTBOpe B BUJE CBOOOIHOTO HOHA.

B kaxngom ¢uakone coxpepxkurcs 6 mi pactBopa (6600 kbk pamms xnopuma [223Ra] B
pedepeHTHYIO OaTy).

Pamgus xmopun [223Ra] ucmyckaer anbdha-4acTUIlBI B UMEET TepHoj moaypacrnana 11,4 mHeid.

VnenpHas akTUBHOCTH panusi-223 1,9 MBk/Hr.



PamnoaktuBHBIA pacman pagusa-223 10 cBUHIA-207 COCTOWT W3 IIECTH 3BEHBEB IIETIOYKU
KOPOTKOXKHMBYIIUX JOYESPHUX H30TOMOB U COIMPOBOXKIACTCS HCIyCKaHWeM aibda-, 0eTa- u
raMMma-qacTul C pa3HOW BEPOSATHOCTBIO SMHUCCUU U BEJIMYMHOM JHEpruM pacmnana. Benuunna
sHepruu anbda-uznydeHus coctasisier 95,3 % (auanazon snepruu 5,0 — 7,5 M»sB), Bennunna
sHepruu Oera-uznydenus — 3,6 % (cpennee 3Hadenue sHepruu 0,445 MsB u 0,492 MbsB),
BEJIMYMHA SHEPTUU ramma-usnydenus — 1,1 % (auanazon suepruu 0,01 — 1,27 MaB).

Pucynox 1. Ienouxa paouoaxkmugnozo pacnaoa paous-223 (c xapakmepom pacnada u

napamempamu nepuooos8 no1ypacnaoa,).
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DapMaKkoJI0ru4ecKue CBoicTBa

dapmakonHaMuKa

Mexanusm Oeticmsust

Kcoduro® sisieTcs mpenaparoM, TeparneBTHIECKOe JeHCTBIE KOTOPOro 00yCIOBIEHO IMUCCHEHT
Q-4acTHII.

Jleiictpyromee BemecTBo Tnpenapara Kcogpuro®, usoron paaus (pamus xmopun [223Ra)),
UMUTHPYET KalblMii U oOpa3yeT KOMIUIEKCHOE COEAMHEHHE C MHMHEpAJIOM KOCTHOW TKaHU
TUApOKCHANaTUTOM. biarogaps sToMy M30TON paaus U30UpaTeIbHO BO3JIECHCTBYET HAa KOCTHYIO
TKaHb, B YaCTHOCTM Ha KOCTHBIE METACTAaTWUYECKHE OYaru paka IpeICTaTelIbHON JKele3bl.
Bricokoe nuHeiHOe 3HaueHue YHepruu nepenoca a-yactuil (80 k3B/MKM) NpHUBOIUT K BBICOKOM
4acToTe pa3phiBa AByxuenodedHol mosekynbl [IHK u  BbI3bIBa€T CHIIBHBIM IIMTOTOKCHYECKHI
sddext. Ha momensx in Vivo ObUTO MOKa3aHO IOMOJHUTEIBHOE BO3JACHCTBHE Mperapara Ha
MHUKPOOKPYXEHHUE OITyXOJIM, BKJIIOYasi OCTEOKIACThl U OCTEOOJIACTHI, YTO CIIOCOOCTBOBAIO €ro
JOMOJTHUTEIbHON 3 ¢dexTuBHOCTH. [lMama3oH neicTBus a-yactui] paaus xiaopuaa [223Ra]
meHee 100 MKM (MeHee JAeCSITH [IUaMETPOB KIETKH), YTO MHHHUMHU3HMPYET IOBPEXKICHUE

3JIOPOBBIX OKPYXAIOIINX TKAHEH.
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dapMaKkoKHHETHKA

Bcacvisanue

I[Ipu BHyTpuBEeHHOM BBeeHuH npenapara Kcoguro® ero 6uomoctynHocts coctapiser 100 %.
Pacnpeoenenue u nakonnenue 6 opeanax

[Tocsie BHYTPUBEHHOT'O BBEACHUS U30TON paaus (paauii-223) ObICTPO BBIBOAUTCS U3 CHCTEMHOTO
KPOBOTOKa W HAKaIUTMBAETCs, B TEPBYID OdYepelb, B KOCTSIX M KOCTHBIX METacTazax WIn
BBIJICTISIETCS] HETIOCPEICTBEHHO B KHIIICYHHK.

Oxkono 20 % BBemeHHON [T03BI ITpenapara 0OCTaBaJIOCh B CHCTEMHOM KPOBOTOKE uepe3 15 MUHYT
nociie BeeaeHus. Oxkono 4 % BBeIEHHON 03Bl Ipemnapara 0OCTaBajgoCh B CHCTEMHOM KPOBOTOKE
yepe3 4 yaca mocje BBEICHHs, CHIXKasCh 70 MeHee 1 % yepe3 24 yaca. O0beM pacnpeaeaeHus
OpeBblal  00bEeM IUPKYIUPYIOUMIEH KPOBH, YTO CBUICTEILCTBYET O paclpeiciiecHuu B
nepudepUIECKUx MOJIOCTSX.

PannodapmaneBTuueckass akTUBHOCTh OTMEYallaCh B KOCTAX M KuIle4yHHKe yepe3 10 MUHYT
nocnie BBeneHUs. Yepe3 4 yaca mocie BBENCHUS CPEAHHE 3HAUCHUS DPATUOAKTUBHOM JTO3BI,
onpeeNstoencs B KOCTAX U KUILIEYHUKE, COCTaBIsIM 0Koyo 61 % u 49 % coorBercTBenHo. He
O0TMEYAJIOCh 3HAUUTEIBHOIO HAKOIIJICHHUS] M30TOMA pausl B TAKUX OpPraHax, Kak cepjle, Me4eHb,
MOYKH, MOYEBOM MY3bIPh U Cele3eHKa uepe3 4 yaca 1ocie HHbEKIUH.

buompancgpopmayus

W3zoron pagus (panuii-223) monsepraercs paJioakKTHBHOMY pacnaay U He METaOOIH3HPYETCS.
Buigeoenue

H3oTomn paaus B OCHOBHOM BBIBOJIUTCS U3 OpraHu3Ma uepes3 KuieyHuK. Okono 5 % BbIBOAUTCS
noukamu. JlaHHBIE O TeMaTOOUITUAPHON SKCKPEIIMH OTCYTCTBYIOT.

PesynbpTaTel n3MepeHus: paMOaKTUBHOCTH BCETO TENa uepe3 7 AHEH Mocie BBEIACHHS mpernapaTa
(c yuerom (akTopa pacmama) TMOKa3bIBalOT, 4TO 76 % BBEIEHHOW 03Bl BBIBOJATCA W3
opranu3ma. Ha ckopocTb BbIBeNEHUS paausi-223 U3 KeNyIOYHO-KUIIEUHOTO TpPaKTa BIIHUSET
BBICOKAsi BapualOelbHOCTh CKOPOCTH MPOXOXACHUS COJEPKUMOTO dYepe3 KHUIICYHUK B
nomyssiii. HopManpHBIN JUama3oH 9acTOThI OTIOPOKHEHUS KUIIIEYHHKA COCTaBIIsIeT OT | pa3a B
JIeHb 10 1 pa3a B HeAeno.

Jlunetinocmulnenuneiinocmo

B uccnenoannom nuamnasone akTUBHOCTH (51-276 kbk/kr) ¢papmMakoKHMHETHYECKHE TTOKA3aTeIH
panus xjopuna [223Ra] 6butn TUHEHHBIMHE.

Hemu

BesonacrocTh 1 3 dekTnBHOCTS mpenapata Kcopuro® He m3ydanuch y geteil M MOIPOCTKOB 10

18 mer.
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Iloka3anusi K NpUMEHEHUI0
e KacTpallMOHHO-PE3UCTEHTHBIN pak MpeAcTaTesIbHON Kejle3bl ¢ KOCTHBIMU MeTacTa3aMu M

OTCYTCTBUCM BHCLCPAIbHBIX MCTACTA30B.

IIporuBonokazanus

e [UMepuyBCTBUTEIBHOCTh K JEHCTBYIOIIEMY BEIIECTBY WM JIIOOOMY BCIIOMOTaTeIbHOMY
KOMIIOHEHTY Ipernapara

e Jlerckuii Bo3pact no 18 net (madopmarus o0 3ppekTHBHOCTH U 6€30MaCHOCTH TPUMEHEHUS

npenapata Kcopuro®y nereit orcyrcrnyer).

C 0CTOPOKHOCTBIO

® Yy MAIMEHTOB CO CHIKEHHEM (PYHKIIMM KOCTHOTO MO3Ta,

e y MalMEHTOB C PaKOM MpEACTaTeIbHON JKelie3bl Ha CTaluM Tporpeccupyromei nuddysHoun
UHQUIBTPAIIMH KOCTEH;

® Yy NAIUEHTOB C PUCKOM BO3HUKHOBEHHS KOMIIPECCHUHU CIIMHHOTO MO3ra WIIU C COCTOSIBLIEHCS
KOMITPECCUEN CIIMHHOTO MO3Ta.

® Yy MAIMEHTOB C IIEpeIOMaMu KOCTEH;

e Yy ManueHToB ¢ 6051e3HbI0 KpoHa 1 S3BEHHBIM KOJIUTOM;

® Yy MAIMEHTOB C HapyleHueM (yHKINH MTEYEeHH;

® y MTAllMEHTOB C HapylIeHueM (PyHKIMHU Touek Tsokenoi crenenu TshkecTd (KK < 30 mur/mun).

IIpumeHeHnne npu 0epeMEHHOCTH M B IIEPHO/ I'PYAHOI0 BCKAPMJIUBAHUA

[penapar Kcopuro® He npuMeHseTcs y sKeHIIUH.

Cnoco6 npuMeHeHus1 U 103bI

J1711 BHYTpUBEHHOT'O BBEJICHUSI.

[penapar Kcodpuro®

JOJKEH HA3HA4aThCsl TOJBKO BpPauoOM, MMEIOUIMM OIBIT NPUMEHEHUS
panunodapmaneBTHdeckux npenapartoB. Ilepen Ha3HaueHHeM Ipemapara MAIMEHT JOJDKEH
npoiitu  obcnenoBanue. llpumeHeHue Tmpemapara MOXKET OCYLIECTBISATHCS TOJNBKO B
CHELMATU3UPOBAHHBIX JIEUYEOHBIX YUPEKACHUAX IE€PCOHATIOM, HMEIOIIMM pa3pelleHue Ha
oOparenue ¢ pagnodapMaIeBTHUCCKUMU TIperapaTaMH.

AxtuBHas no03a mpemnapara Kcopuro® cocrapmser 55 kBk/kr. Hasmauaercs 6 uHbeKiuii
npemnapara ¢ UHTepBaJlaMH B 4 HEJEeIu.

BesonacrocTh 1 3bdekTnBHOCTH mpenapata Kcopuro® npu nomydennn narmentoM Gonee 6-Tu

WHBEKIHNN HE U3YYaIUCh.
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Cnoco0 BBeIeHUS

[penapar Kcopuro® npennasHaden uis BHYTPHBEHHOTO BBeNEHMs. [Ipenapar ciemyeT BBOIUTS

MEJUIEHHO (KaK MpaBujo, 10 1 MUHYTHI).

Urny ot uHpY3MOHHON cHUCTEMBl WIM KaTeTep A0 M IOcie BBEIEHHUs IMpernapara cleqyer

MIPOMBITh U30TOHUYECKUM PacTBOpoM HaTpus xyopuaa 0,9 %.

Iloozomoeka k 6sedenuro paouogapmayesmuieckozo npenapama

Ilepen mpUMeHEHHMEM CleAyeT BHHMMATENbHO OCMOTpeTh pacTBop. Ilpemapar Kcoduro®

MIPEACTaBISIET COOOW TPO3pauHbIii OecBETHBIN pacTBOp. [Ipu n3mMeHeHnn 11BeTa, OOHAPYKEHUN

BUJUMBIX YaCTHUI] WK Ae(eKTa YIaKOBKH MpenapaT IPUMEHSATh HEeNb3sl.

[penapar Kcoduro® mnpencrasnser coboif pacTBop, roToBHIl Kk mpuMeHenuio. He cremyer

Pa3BOIUTEH MIIH cMemBaTh npenapat Kcoduro® ¢ apyrumu pactsopamu.

@DI1aKkoH ¢ MpenapaToM MpeaHazHaueH TOJBKO I OTHOKPATHOT'O UCIIOJIb30BaHUS.

[Tpu pacuere oObema, peIHa3HAYEHHOTO ISl BBEICHUS MAUEHTY, HEOOXOANUMO YUUTHIBATD:

- Maccy Tea MarueHTa, Kr;

- YpOBEHb aKTUBHOM 1036l (55 KBK/KT);

- aKTUBHYIO KOHIIEHTpaluio mpenapara Ha pedepentryro naty (1100 kbk/mn); pedepenTHas
JaTa yKa3bIBaeTCsl Ha 3TUKETKE (pJIakoHa M CBUHIIOBOTO KOHTEHHEepa;

- KO3(pOUIIMEHT paJAMOaKTUBHOTO pacmaga panus-223. Tabnauma co  3HAUYCHUSMHU
Kod(duUIMeHTa paAMOaKTUBHOTO paciajga HaXOIUTCs B KaXkKI0H yIaKOBKe Mpemnapara.

CrnenyeT mOATBEPANUTh YPOBEHb PaIMOAKTUBHOCTH Ipenapara B KakJIoM (IaKOHE C MOMOIIBIO

PaAMOMETPUYECKOTO T03UMETpA.

CymMmapHbIit 00beM BBOJUMOTO PACTBOPA ISl KaXKA0T0 MAIMEHTa PACCUUTRHIBACTCS 1O PopMyIe:

Macca TeJsia nanyeHnTa (Kr) X aktuBHas j103a (55 kbk/kr)

O0BemM BBOAUMOTO TIpenapara =
K03$UIMEHT paiM0aKTUBHOTO pacnaja X 1100 kbk/ma

4203uMemg2uﬂ

Pacyer nyueBoil Harpy3ku OCHOBBIBa€TCS Ha KIMHUYECKHX TaHHBIX MO OHOpacmnpeneneHUo
npenapata Kcopuro®. Pacuer npoBoAwics Hpu TIOMOIIM OLEHKH 9SKCIIOHEHIMAJIBHOTO
MOJICIMPOBAHMs 103bl BHYTpeHHero oOmydenus B opranax (OLINDA/EXM), nporpamMMHOro
o0ecrieyeHrs, OCHOBaHHOTO Ha aJTOPUTME TEPaneBTUYECKOW J03bI BHYTPEHHETO OO0JyueHUus
(TABO), mmpoko HCMIONMB3YyeMOTO JUIsi HWMIUIAHTHPOBAaHHBIX OeTa- W raMMa-aKTHBHBIX
paavoHyKIuI0B. M30Ton pagusa-223 ncnyckaeT NpEeuMyIECTBEHHO A-4acTHUILbl. bbun caenaHsl
JOTIONIHUTENIbHBIE JONYIIEHUs AJI ONTHMAaJbHOIO pacueTa JIyueBOM Harpy3Ku Ipernapara
Kcopuro® s kumednnka, KpaCHOTO KOCTHOTO MO3Ta M KOCTHOH TKaHH/OCTEOTEHHEIX KIETOK C
yueToM OuopachpeielieHHs U XapaKTepHbIX 0COOEHHOCTEN Mpernapara.

Tabauya 3. Jlyuesas nacpysxa
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Opras-MuieHb Anbda- Bera- I'amma- Cymmapnas | Koapduument
u3jiydennel | M3ydenue | u3aydeHue 032 OTKJIOHEHHSI
(I'p/Mbk) | ('p/MBk) | (I'p/MBK) (I'p/MBk) (%)
Hannoyeunuku 0,00000 0,00002 0,00009 0,00012 56
I"osoBHOM MO3T 0,00000 0,00002 0,00008 0,00010 80
Moounas xenesa 0,00000 0,00002 0,00003 0,00005 120
CreHKa )KEITYHOI0 My3bIps 0,00000 0,00002 0,00021 0,00023 14
(TeHKa HIDKHErO OTAeIa 0,00000 0,04561 | 0,00085 0,04645 83
TOJICTOM KHILKH
CreHKa TOHKOM KUILKA 0,00319 0,00360 0,00047 0,00726 45
CreHka jKeyaKa 0,00000 0,00002 0,00011 0,00014 22
Cremka Bepxrero oaena 0,00000 0,03149 | 0,00082 0,03232 50
TOJICTOH KHILKH
Crenka cepiia 0,00161 0,00007 0,00005 0,00173 42
ITouknu 0,00299 0,00011 0,00011 0,00321 36
Ileuenn 0,00279 0,00010 0,00008 0,00298 36
Jlerkue 0,00109 0,00007 0,00005 0,00121 -2
Merma 0,00000 0,00002 0,00010 0,00012 41
Slnunuku 0,00000 0,00002 0,00046 0,00049 40
[omkenynouHas xeinesa 0,00000 0,00002 0,00009 0,00011 43
KpacHsb1it KOCTHBI MO3T 0,13217 0,00642 0,00020 0,13879 41
OcTeoreHHble KICTKH 1,13689 0,01487 0,00030 1,15206 41
Koxa 0,00000 0,00002 0,00005 0,00007 79
Cenesenka 0,00000 0,00002 0,00007 0,00009 54
Slnuknu 0,00000 0,00002 0,00006 0,00008 59
Tumyc 0,00000 0,00002 0,00003 0,00006 109
IluToBUIHAS Kene3a 0,00000 0,00002 0,00005 0,00007 96
CTeHka MOUYEBOrO IMy3bIps 0,00371 0,00016 0,00016 0,00403 63
Marka 0,00000 0,00002 0,00023 0,00026 28
Bce Temno 0,02220 0,00081 0,00012 0,02312 16

! TTockonbky u3oTon pamusa-223 He HAKAILIMBAETCS B GONBIIMHCTBE MATKKMX TKaHei, BKJIa anbgha-
U3IYy4YEeHUs B CYMMAapHYIO 7103y 00Jy4eHUs Ul JaHHBIX OPraHOB ObUI yCTaHOBJIEH Kak 0.

2 Jlyuepas Harpyska Ha JeTKHE OCHOBBIBA€TCA Ha pacyeTe CMOJETHPOBAHHBIX JAHHBIX,
MOKa3bIBAIOLINX 3aBUCHUMOCTh paauo(apMalieBTHYeCKOil aKTHBHOCTU Tpernapara B KpPOBHU OT
BPEMEHH, C UCIIOJIb30BAaHUEM COBOKYITHBIX 3HAUEHUH, IIOJYYEHHBIX Y BCEX MALUEHTOB.

B KIMHMYECKHX HCCleoBaHMAX mperapata Kcopuro® yactora u TsKecTh reMaTONOrHYECKUX

HEXKENNATeNIbHbIX pPEaKUui ObUIM 3HAUUTENIBHO HWXKE, 4YeM MOXHO Obulo OBl 0XHIATh,

OCHOBBIBASICh Ha JIY4€BOM Harpyske JJIsi KpaCHOTO KOCTHOTO MO3Ta. OTO MOXET OBITh CBS3aHO C

IIPOCTPAHCTBEHHBIM  pAacHpEeleIEHHEM  Q-4acTHIL], 4YTO HPHUBOJUT K HEPABHOMEPHOMY

pacnpeieNeHuIo 103bl HOHU3UPYIOLIETO N3ITyYeHHs B KPACHOM KOCTHOM MO3Te€.

Oco0rIe I'pyHOIbl TaMEHTOB

Hayuenmsi ¢ napywenuem @QyHKyuu nevenu

BesomacHocTh M 3¢¢extuBHOCT, npemapata Kcoduro® He wusydaquch y MHalMEHTOB C
HapylieHneM (QyHKIUU TIeUYEHU.

[Tockonbpky m30TON pamus-223 HE MoJABEpraeTcss MEeTaboNMM3My B IE€YCHU M HE BBIBOIAUTCS C

KECI4YbIO, nmpeamnojgaracTesd, qTo HApyHmICHUC q)YHKI_[I/II/I INCYCHHU HE BIIUACT Ha
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bapMaKOKHHETHYECKHE TOKa3aTrenu pamaus xjopuaa [223Ra]. Ilamuentam ¢ HapylieHHEM
(GYHKIIUY MIEYeHU KOPPEKIIUs 036l He TpeOyeTcs.

Iayuenmoi ¢ Hapywenuem @QYHKYUU no4ex

B knuandeckom uccienoanuu 111 da3er He HAOMIOAATOCH 3HAYUMBIX Pa3IM4Hid 0€30MacHOCTH
win 3bdexTuBHOCTH Tpenaparta Kcopuro® y maruenToB ¢ HapymeHneM QyHKINH MOYEK JIErKOit
crenean TsokectH (KK 50-80 mMu1/MuH) B CpaBHEHHH C MAIMEHTaMU C HOPMAaIbHOW (QyHKIIMEH
nouek. VIMEroTCs OorpaHWYCHHBIC NaHHBIC IS TMAlMEHTOB C HapylmieHueM (QYHKIHUU TOYEK
cpenneit crenenn Tsokectu (KK 30-50 mn/mun). Het nanubix muist manuentoB ¢ Tsbkenoi (KK <
30 MuI/MUH) WIH TEPMUHAIBHON CTENEeHbI0 HapymieHus (GpyHkuu modek. OIHAKO, MOCKOIBKY
IKCKpenusi paaus-223 xyopuja depe3 MOYKU SBISAETCS MHUHHMMAJIbHOM, M €ro BBIBEACHUE
OCYIIIECTBIISICTCS, TJIABHBIM O0pa3oM, uepe3 KHUIICYHUK, MPEArojaraercsi, 4To HapylIeHHe
GYHKIIMM TTOYEK HE BIUSACT Ha (DapMaKOKHHETHUYECKUE TTOKA3aTENH paaus-223 XJIOpHIa.
[TaruenTam ¢ HapylieHneM QYHKIMU OYEK KOPPEKIIMH 03Bl HE TpedyeTcs.

Tlayuenmul nodcunozo eospacma

B 1ienoM B KIIMHUYECKUX UCCIICOBAHUSIX HE OTMEUAIOCh 3HAYUMBIX PAa3IMYuil 0€30IaCHOCTH U
s¢ddextrBHOCTH Npenapara Kcoduro® y moxkuisix (65 et U crapiie) NaryueHToB B CPaBHEHUH C
6osee MonoAbIMU NareHTaMu. [larmenTam moxunoro Bo3pacra KOppeKus 1036l He TpedyeTcs.
Jlemu

BesomacHocTh 1 3¢ dexTuBHOCTS npenapara Kcopuro® He usydanucs y aeteit u moapocTKOB 10

18 nmet. OnbIT NpUMEHEHHUS TpenapaTa y I€Teil C pakoM MPeICTaTeIbHOM 5KeJIe3bl OTCYTCTBYET.

ITo6o4uHoe neiicTBHe

O6umit npodus GesomacHocTH Tpenapara Kcoguro® ocHOBBIBaeTCS Ha JAHHBIX KITMHAYECCKHX
uccienoBanuii ¢ yyactuem 600 manMeHTOB, MOJy4YaBIIMX TEpPaANui0 B  KIMHUYECKUX
uccnenoBanusx Il ¢a3zpl.

B kimHHYecKuX HCCIeNoBaHUSAX HamOoJee YacThIMU HeXenarenbHbiMH peaknusvu (> 10 %
MaIMEeHTOB) OBLIN AWapes, TOITHOTA, PBOTA U TPOMOOITUTOTICHUSI.

HauGonee cepbe3HBIMH HEXeaTeNbHEIMI PEaKIUAMH TIpH TIpHMeHeHHH npenapaTta Kcoduro®
OBUTH TPOMOOLIMTONICHUS] U HEUTPOIICHUS (cM. pazden «Ocobvle YKa3aHusy).

[lepeuncneHnple HIDKE HEXKEIATENbHBIC PEAKIIMH, OTMEUEHHBIC MPH MPUMEHEHHH MperapaTa
Kcopuro® B xome KIMHUYECKHMX MCCIEI0BAHMH, PEICTABIEHE B COOTBETCTBHHU C OPAKEHHEM
OpraHOB W CHCTEM, U paclpeleleHbl [0 YacTOT€ BO3HUKHOBEHUS B COOTBETCTBUHU CO
crenyroomeld rpaganuei: oueHb yacto (>1/10), wacto (ot >1/100 mo <1/10), Hewacto (ot >

1/1000 mo <1/100). dnst kmaccuukanvy U OMMCAHUS KOHKPETHOM peaklHd, €€ CHHOHHUMOB U
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CBSI3aHHBIX C HEW COCTOSIHUM, UCTIOJIb3yeTCs HanboJiee MOIXOIAIUNA TEPMUH U3 MeaUIIMHCKOTO
cioBaps s perynstopHoit nesitenbHocTd (MedDRA).

B kaxaoii 4acTOTHOU TpyIIe HeXelaTeNbHbIE SBJICHUS MPECTABICHBI B TIOPSAKE YMEHBIICHUS
WX 3HAYHMOCTH.

Tabauya 4. Hebnazonpusmusie peakyuu, HAOI00ABUUECS 8 X00€ KAUHUYECKUX UCCAe008AHULL

npenapama Kcogpuzo®

CucTreMHO-OpraHHbIN KJace Od4eHb yacTo Yacro Heuacto
(MedDRA)
HapymeHnusi co CTOpOHBI KPOBH U TpomboruTo- Helitponenus, Jlumdonenus
JUMQPaTHYeCKOH CHCTeMBbI TIEHUS MAHIUTONEHMS,
JIEHKOIEHUS
HapyuieHusi co CTOPOHBI JKeJTy104HO- Huapes,
KHMIIIEYHOr0 TPAKTA pBOTA,
TOIIHOTA

OO0mme paccTpoiicTBa M HApYLICHHS B Peakuuu B mecte
MecTe BBeleHUsl BBEJICHUS

Onucanue omoelbHbIX HeNCeNamenbHblX peaxyuil

Tpomboyumonenus u HellmponeHus.

TpomOouuTonenus (Bce crenenu) Habmonanacs y 11,5 % manueHTOB, MOMyYaBIIMX TEParuio
npenaparoM Kcoduro® n y 5,6 % marmeHToB, monydaBmmx miarne6o. TpomGoruronenus 3-i u
4-it crenenn Habmomatack y 6,3 % marmeHToB, momydaBmmx npenapat Kcopuro® ny 2 %
NAIMEeHTOB, MOJYyYaBIIUX IUanedo (cm. pazden «Ocobvie ykazanus»). B 1emom, vacrora
cilydaeB TpOMOOUMTONEHUH 3-i1 1 4-ii cTeneHn Obula HIDKE y MAIlMeHTOB, paHee He MOIyYaBIInuX
nouerakcen (2,8 % y maumeHToB, NpHHUMABIIKX npenapaTr Kcoduro®, B cpaprennn ¢ 0,8 % y
NAlMEHTOB, MPUHUMABIIUX IJ1al[e00) B CPaBHEHUU C TMAlMEHTaMH, KOTOpbIE paHee MoIydald
nonerakcen (8,9 % y manueHToB, MpuHUMaBIIKX npenapat Kcopuro®, B cpapaenuu ¢ 2,9 % y
NaIMEeHTOB, IPUHUMABILIHUX U1aLe00).

Y manmeHToB ¢ pacnpocTpaHeHHON qudPy3HOM HHPUIBTPAIMEH KOCTEH COOOIIATIOCh O CIIyJasix
TpoMmbonuToneHnu (Bce cremeHu) y 19,6 % mamueHToB, MOTy4YaBIIUX TEPAIUIO MPErnapaToM
Kcoduro®, u y 6,7 % narnuenTos, nomydapmux miane6o. TpomGomuTonenus 3-if u 4-i crenenu
Habmonanack y 5,9 % naunuentos, momydapmmx mpenapar Kcoduro®, u y 6,7 % manueHTos,
MOJYYaBIIUX TUIALE00 (cm. pazoen «Ocobvle yKazanus»).

Coo0manock 0 cirydasx HEMTporneHuu (Bce cTerneHu) y 5 % manueHToB, MOJyYaBIINX TEPATHIO
npenaparoM Kcoduro®, n y 1 % manuenTos, momydaBmmx riamne6o. Helirpornenus 3-i u 4-if
crenenn Habmonanach y 2,2 % mNamueHToB, mojiydasmux mnpernapar Kcoduro®, u y 0,7 %
NaIMEHTOB, MOJIyYaBIIMX I1ane0o. B menoM yactoTa ciyyaeB HeTporieHuu 3-it U 4-i creneHu

Oblla HIDKE Yy TAIMEeHTOB, paHee He mnonydaBmmx jgounerakcen (0,8 % vy manueHTos,
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npuHEMaBmEX Tpernapat Kcoduro®, m 0,8 % y mHanMeHTOB, NPUHAMABIIMX IUIane6o) B
CpaBHEHMHM C TMAaIMEHTaMH, KOTOpbIe paHee moxydanu pgonerakcen (3,2% y mnanueHTos,
npuauMaBiux npenapat Kcopuro®, u 0,6 % y nanuenToB, NPUHUMABLINX MIa1e60).

B xnmHnyeckom uccnenoBanuu | ga3pl MakcuManbHOE CHIDKEHHE KOJIMYECTBAa HEUTpOUIOB U
TPOMOOLIUTOB BO3HHUKAIO uepe3 2-3 Helenu Mocie OAHOKPATHOTO BHYTPUBEHHOTO BBEIEHUS
npenapata Kcopuro®.

Peaxyuu ¢ mecme 66edenus

Coo0manock 0 peakiusax B MecTe BBeICHHs 1-ii U 2-l CTENEHHU, KOTOPhIC BKIIOYAIN IPUTEMY,
6omb u orek, y 1,2 % marmenTtoB, momydaBmmx npernapar Kcoduro®, u y 0% mnaunmeHTos,
MOJTyYaBIIUX IU1a1e0o0.

Bmopuunvie 310kauecmeennvle onyxoau

Teparmms mnpemapatoM Kcopuro® mHpuBOZuT K [AIMTENBHOMY CyMMAapHOMY HAKOIUICHHIO
paAMallMOHHOTO BO3JCHCTBUS y NalUEHTOB. J[IUTenbHOE HAKOIUIEHHWE pagHallMOHHOTO
BO3JICUCTBUS MOXET OBITh CBSI3aHO C TIOBBIIICHHBIM PUCKOM BO3HHMKHOBEHHS paka H
HACJIC/ICTBEHHBIX IOPOKOB pAa3BUTHA. B 4YacCTHOCTH, MOXET MOBBIIIATHCA PUCK PA3BUTHA
0CTE0CApKOMBI, MUEIOJUCIIACTUYECKOTO CHHAPOMA U JICHKO30B.

B KIMHHMYeCKHX HCCIenoBaHMsAX mpemapata Kcoduro® He coob6manock O BTOPHYHBIX
OHKOJIOTMYECKMX 3a0oneBaHMAX Ha (oHe Tepamuu MpemnapaTtoM MpHU  TOCIEAYIOIIEM

HAOIIOICHUU JI0 TPeX JIET.

Ilepeno3upoBka

Cumnmombwl

He coobmanock 0 cilydasx HeNmpeaHaMEpeHHOH mepeno3upoBku Tnpemapata Kcoduro® B
KJIMHUYCCKUX HCCIICIOBAHUSX.

Jleuenue

Criermuduueckuii aHTUAOT OTCYTCTBYET.

B criyuae HempemHAMEpeHHOH Iepeo3MpoBkH mpemapata Kcopuro® ciemyer mnpuHATH
CTAaHAAPTHBIC MOAACPKUBAIOIIUC MEPHBI, BKIIIOYAasd KOHTPOJIb TOKCUYCCKOIO I[eﬁCTBHH Ha CUCTCMY
KPOBU U KEJIYJOYHO-KUIICUYHBIN TPAKT.

B knuHuueckom wuccinenoBaHuu | Qas3pl olleHHMBanach pa3oBas aKTHBHAas J03a Ipernapara
Kcodpuro®, kotopas cocraBmsma 276 kBk/kr. OrpaHWumBaromas g03y TOKCHYHOCTh He

Ha0JII01a1aCh.

B3aumoneiictBue ¢ JApYyrMMH JIEKAPCTBEHHBIMM MpenaparamMmm # Japyrue Qopmbl

B3auUMOAEeHCTBUA
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KinHMYecKne MccneoBaHns B3auMoeiicTBus npenapara Kcoduro® ¢ apyrumm mpenapatamu
HE MPOBOIUJIIHCh.

Cy1ecTByeT BepOATHOCTh B3amMojeiicTus mpenapara Kcoduro® ¢ xansiuem u docdaramu.
Crenyer mpekpaTHTh IIPUEM TIPETapaToB, CoAepP KAIINX JaHHbIC BenlecTBa 1/uian BuTamuH D 3a
HECKOJbKO JHEH /10 Hauana Teparmuu npenaparoM Kcopuro®.

CoueTaHHOE TIPOBEJEHHE XUMHOTEPANMK U Teparmuy npenaparoM Kcoduro® moxer okaspiBaTh
aJTUTHBHOE JICMCTBUE HA IMOJAaBJICHHE (PYHKIUMU KOCTHOTO Mo3ra (cm. pazden «Ocobvie
ykazanus»). besomacHocTh M 3()(HEKTHBHOCTH COYCTAHHOW XUMHOTEPAIIMH ¥ TEparuu

npenapatoM Kcoduro® He ycTaHOBIEHBL.

Oco0ble ykazanus

Ilooasnenue gynkyuu Kocmuo2o mos2a

CoobOmanmoch 0 ciydasix TMOJaBieHUs (DYHKIIMM KOCTHOTO MoO3ra (TpOMOOIMTOIICHHUS,
HEUTpONIeHUS, JICHKONIEHNS, TTAHIIUTONIEHNUS) Y MAlMEeHTOB, TOTYYaBIIMX TEPANUIO MPErapaToM
Kcoduro® (cm. pazoen "Ilobounoe deiicmeue").

Crnenyetr mpoBOAUTH OOITMI aHAIM3 KPOBH Yy MAIMEHTOB Tepe] KaXXI0W WHBEKIMEH mpenapara
Kcoduro®. Tlepen mepBeIM BBeIeHHMEM NperapaTa abCONIOTHOE umclo Heirpodumos (AUH)
JOMmKHO OBITH > 1,5 x 10%n, xommyecTBo TpoMbonuTos > 100 x 10%1 u remorno6us > 10,0
r/an. Ilepen mocnenyrouumu BBeneHusiMa mpenapara AUH ngomxao ObiTh > 1,0 X 10%1,
KOJIMYECTBO TPOMOOIHTOB > 50 X 10°/1. Ecnmw, HECMOTpsI Ha MPOBEICHUE MOIACPKUBAIOIICH
Tepanuu, JaHHbIE MOKa3aTelu HEe HOPMAJU3YIOTCS B T€UEHHE 6-TU Helelb IOCie MOCIEeIHEro
BBefeHNs npenapata Kcoduro®, nanpHeimrylo Tepammio cieayeT MPOAOKATh TONBKO TOCTE
TIIATETLHOUW OI[EHKH COOTHOIICHUS MOIb3bI U PHCKA.

B knmuandeckux uccnenoBanusx 1 ¢aspr HaOmogaI0CH MOBBIICHHE YaCTOTHI HEXKETATEThHBIX
peakiuii co CTOPOHBI KPOBH (HEHTPOIIECHHS U TPOMOOIIUTOINICHHUS) Y MAI[MEHTOB CO CHH)KEHHEM
(GyHKIMH KOCTHOrO Mo3ra (Hampumep, TOCie MPEAMIECTBYIONICH ITUTOTOKCHYCCKOMN
XHUMHUOTEPAITHU W/WIH HApYKHOH JUCTaHIMOHHOM ny4eBoit Teparuu (HAJIT)), unu y narueHToB
C PaKOM TIpENCTaTeIbLHOM Kelle3bl Ha CTaauu Iporpeccupytomeid nuddy3Hoi nHPUIBTpauu
KOCTell 0 JaHHBIM PaJHOM30TOIHOrO HccienoBanus (cm. pasoen «Ilobounoe deticmsuey). Ipu
JICYEHUU TaKUX MAlMEHTOB CIEAYET COOI0IaTh OCTOPOKHOCTD.

O¢ddexkTuBHOCTE W 0E30MACHOCTh LUTOTOKCHUYECKOM XUMHMOTEpanuu, MPOBOIUBIIEHCS TOCIE
Teparmuu  npemapatoM Kcoduro®, He ycraHoBmeHsl. MMelomuecs OrpaHHYeHHBIE JaHHEIE
MOKA3bIBAIOT, 4YTO TAlMEeHTHl TMOJy4yaBIIME€ XUMHUOTEpANHUI0 IOCie Tepamuu IpernaparomMm
Kcoduro®, umeny comocTaBUMbIe TeMaTONOTHYECKHE MOKA3aTENN, B CPABHEHUH C TTAIMEHTaMH,

NOJTYYaBIIUMH XHMHOTEPAITHIO TIOCIIE TIpHeMa ianebo (cm.pazoen « Dapmakoounamuray).
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boneznv Kpona u si36ennvlii konum

BesonmacHocTh U 3ddexTuBHOCT, Tpenapata Kcopuro® y marumentos ¢ Gonesnbio Kpona u
A3BEHHBIM KOIMTOM He u3ydanuch. Ilockonbky mnpemapar Kcopuro® BhBomuTcs wepes
KHUIIEYHHUK, paJHUOAaKTHUBHOE U3JIy4yeHHE MOXET TPUBECTH K OOOCTPEHHIO OCTPOro
BOCHAJIUTENBHOTO 3a0o0JieBaHus KulleuHuka. CienyeT BHUMATEIbHO OIICHMBATh COOTHOIIEHUE
TONB3BI U PHCKA TIPH Ha3HadeHuH Tpenapata Kcoduro® manuentam ¢ ocTphIM BOCTIATUTENLHBIM
3a00JIeBaHUEM KHIIIEYHHKA.

Komnpeccus cnunnoco mosea

Cnexgyer 3aBepUIMTh CTaHAAPTHYIO MOJAJEPKUBAIOLIYIO TEpamnuio, MPOBOAUMYIO IO
KJIIMHAYECKUM [I0Ka3aHUsAM, y IAlMEHTOB C HEJCYCHOM YIPOXKAIOIIEH WM BBIABICHHOU
KOMIIpeccHueii CIIMHHOT0 MO3ra 10 Hayalla Uin Bo300HOBIeHHs Tepanuu npenapatoM Kcoduro®,
llepenomvbl kocmeti

VY manueHToB C MeperoMaMu KOCTEH OpTONEIUYEecKyl0 CTaOWIM3alUIO0 IMEPEIOMOB CIIEAYeT
BBITIONTHHUTB JI0 HAYaja MM BO30OHOBIIEHHs Tepanuu rpenapatoM Kcoduro®.

Ocmeonexpos uentocmu

VY HanMeHToB, MOMy4aBIINX Tepanmio oucdocdonaramm u npemnapatom Kcoduro®, He mMoxer
WCKIIFOYAThCsl TIOBBIIEHHBIH PHCK ocTeoHekpo3a democtn (OHY). B xiuHHueckoM
uccnenoBanuu 111 ¢assl coobmmanoce o ciyyasx ocreoHekposa yemoctH y 0,67% mauneHToB
(4/600) B rpymmne npenapara Kcopuro® B cpasnenuu ¢ 0,33% y mauuentos (1/301) B rpymre,
npuHuMaBiied 1uiane6o. IIpu 3TOM Bce ManUEHThl ¢ OCTEOHEKPO30M YENIOCTH IMOIydalu
MPEAMICCTBYIOMYI0O  WJW  COMYTCTBYIOIIYIO  Tepanuto  Ouchochonaramu  (Hampumep,
30JIEAPOHOBAs KUCJIOTA) U MPEIIISCTBYIONIYI0O XUMHOTEPAIHIO (HalpuMep, TOLETaKCel).
Bmopuunvie 310xauecmeennvle onyxonu

Teparus mnpemapatoM Kcopuro® mHpuBOAMT K AIMTENBHOMY CyMMAapHOMY HAKOIUICHHIO
paAMallMOHHOTO BO3JCHCTBUS y NalUEHTOB. J[IUTenbHOE HAKOIUIEHHWE pagHallMOHHOTO
BO3JICUCTBUS MOXET OBbITh CBSI3aHO C TIOBBIIICHHBIM PUCKOM BO3HHMKHOBEHHS paka H
HACJIC/ICTBEHHBIX IOPOKOB pPAa3BUTHA. B 4YaCTHOCTH, MOXET TMOBBIIIATHCA PUCK PA3BUTHA
0CTE0CApKOMBI, MUEIOJUCIIACTUYECKOTO CHHAPOMA U JICHKO30B.

B KIMHHMYeCKMX HCCIenoBaHMsAX mpemapata Kcoduro® He coo6manock O BTOPHUHBIX
OHKOJIOTMYECKMX 3a0oneBaHMAX Ha (oHe Tepamuu TMpemnapaTtoM MpU  TOCIEAYIOIIEM
HAOIIOICHUU JI0 TPeX JIET.

Toxcuueckoe nopasiceHue HcernyO0oUHO-KUUEUHO20 MPaKma

Tepanus npenapatom Kcoguro® yBennymuBaeT 4acTOTy CIydaeB AUAPEU, TOUTHOTHI U PBOTHI (CM.
pasoen «llobounoe Oeticmeuey). ITO MOXKET OBITh MPUUYMHON nerugaparanuud. Heobxommmo

CJICZIUTD 32 CBOCBPEMEHHBIM MPHUEMOM KUAKOCTH U KOHTPOJIUPOBATh BOAHBIN OalaHC OpraHu3Ma.
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B cnydae pa3BuTHS TSKENON UM CTOMKOW AUMAPEU, TOLIHOTHI U PBOTHI CIEIYET PEKOMEHI0BATh
naryeHTam oopamaThCst 3a MEAULIUHCKOW MOMOIIBIO.

JleyeHue NanMEHTOB ¢ NPU3HAKAMU WJIM CUMIITOMAaMHU JETUAPATALMN WM TUIIOBOJIEMHHM JTOJIKHO
OBITH HAYaTO KaK MOKHO CKOpee.

Hudpopmayus o Hekomopulx unepeoueHmax

B 3aBucumocTH OT BBOAMMOTO 00OBEMa, pa3oBas 1032 JICKAPCTBEHHOIO Ipermapara MOXeET
cogepxarb A0 2,35 mmonb (54 mMr) Hatpus. DTO cielyeT NpUHUMATh BO BHHUMAaHHUE IIPH
Ha3HAYeHUM Mperapara ManueHTaM, cOOTI0JAIoNUM AUETY, KOHTPOJIUPYIOUIYIO MOTpediieHne

HaTpUS.

DepTHABHOCTD

Jlaunble o BiusHuY npenapara Kcoduro® Ha (pepTunsHOCTh YenoBeka OTCYTCTBYIOT.

JlanHble MCCIENOBaHUN HAa XUBOTHBIX IIOKAa3aJlM BO3MOXKHOCTb PUCKA HETAaTHBHOIO BIIMSHHUSA
npemapara Kcopuro® Ha ¢eprumbHOCTs. MyKUMHAM CHEIyeT IPOKOHCYIBTHPOBATHCS
OTHOCHUTEJIBHO KOHCEPBAIIMU CIIEPMBI IIEPE]T HAYaJIOM TEPAIINH.

KOHTD alcnnysga y My>X4muH

He npoBouioch uccnenoBanuii npuMenenus penapara Kcoguro® ajis oleHKu ero BIMsSHUS Ha
PENPOIYKTHBHYIO (GDYHKIIMIO Y )KHBOTHBIX.

BcileicTBIE  BO3MOXKHOTO BIMSHHS HAa CIIEPMAaTOTeHE3, CBS3AaHHOTO C  PaJMOAKTHBHBIM
BOS,Z[GP’ICTBI/IGM, CJICOyCT PCKOMCHAOBATH MYKUYMHaAM IMPUMCHATH HaOACKHBIC METOAbI
KOHTpaucnuuu BO BpEMA JICUCHUA W B TCUCHHC 6 MCCALICB IOCJIC TCpaluu IpernapaTomM
Kcoduro®.

Oco0snle yKa3aHusl 10 00paIeHNIO C IPEHAapaToOM U €ro YTHIN3aluu

Obwue yrasanus

Pa6ora ¢ mpemapatom Kcoduro® momxHa ocymecTBIaThcs B cooTBeTcTBHH ¢ «Hopmamu
pamuarmonHoit O6e3omacHoct» (HPB-99/2009) m «OCHOBHBIMH CaHUTAPHBIMHU IIPABUIIAMH
obecrieucHus pamuanroHHoi Oezomacuoctn» (OCITOPB-99/10). PaamodapmarieBTHyeCcKuin
npenapat Kcopuro® Moryr nomyuats, HCIIONB30BaTh ¥ HA3HAYATH TOILKO KBAMM(UIUPOBAHHEIE
COTPYIHUKH, HUMEIONINE COOTBETCTBYIOIIYIO TMOATOTOBKY U pa3pelieHue Ha paboTty ¢
paZIMOaKTHBHBIMH BellecTBaMH. PaboTa ¢ mpemaparoM, ero XpaHeHHWE W yTHIIM3ALHUS JTOJKHBI
OCYIIECTBIISITHCSl B CIICIUAIM3UPOBAHHOM JICUCOHOM YUPEKICHUW, MMEIOMIEM JUIICH3HIO Ha
MPAaBO OCYIIECTBICHUS ACATEILHOCTH B 00JaCTH UCIIOIB30BaHUSI AaTOMHOMN SHEPTUH.
Ucnons3zosaune mpenapata Kcoduro® nomkHO oTBeyaTh TpeOOBAHMAM — paJUallMOHHOM
0€30MacCHOCTH M KadecTBa JICKApCTBEHHBIX IpermaparoB. [IpuMeHeHHMe mpemapara cienyer
TIPOBOJIUTH C COOJTIOJICHHEM TPABUII ACETITUKH.

Paouayuonnas 3awuma
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N3oton paaus-223 ucmyckaeT MPEMMYIIECTBEHHO (-4acCTHUIIbl, TEM HE MEHee, MpU pacnaae
panus-223 u ero JOUYEpHHUX U30TOMOB 0Opa3yeTcs Oera- U raMMma-u3iaydyeHue. biarogaps ramma-
U3ITy4EHUIO, UCTIOIb30BaHUE CHEIHAIBHBIX MPHOOPOB MO3BOJISIET U3MEPUTH PATUOAKTUBHOCTD
npenapata Kcopuro® u onpenenuTs cTeneHs paanoaKTHBHOTO 3aTPA3HEHNS.

Cotpyanukam, paboTaromuM ¢ paauodapManeBTHYECKUMH MpenapaTaMyd U MOJBEPTralomuMCs
PUCKY paJHOaKTHBHOTO 3apaXKCHUSI B Pe3yNbTaTe BHEIIHETO OONyYeHUS WIH 3apaKCHHsI OT
Pa3TUTBIX OTXOJIOB KU3HEACITEILHOCTH MAIIMEHTOB (HAmpuMep, MoYa, Kajl, pBOTHBIE MAcChl H
Jp.) HEOOXOAUMO COOJIOIaTh MEPhl PAAUAIIMOHHON 3aIUTHl B COOTBETCTBUU C HOPMATHBHBIMHU
TpeboBanusMu. Creyer coOoaaTh OCTOPOKHOCTh TPH KOHTAKTE ¢ MaTepraliaMu (HarpuMmep,
MOCTENIbHOE OeNbe), MCIOJIb30BABIIMMUCS MallMeHTaMu. [10CKOJIbKY BBEJICHHAS aKTUBHAS 7032
npenapara Kcopuro®, xax mpasuno, menee 8 MBK, Bo3jeiicTBHE BHENIHEro OONyYeHHS Ha
TMepcoHan MpH KOHTAKTe C TNAIWEHTOM, IONYdYaloIuM Tepanmio TpemapatoM Kcoduro®,
CYLIECTBEHHO HH)X€ B CpaBHEHHHU C JpPYIMMH paanodapMaleBTUUECKUMHU TpernapaTaMu,
MPUMEHSIONIMMUCS C TepaneBTHUECKOW 1enblo. TeM He MeHee, cienys npuHiunam ALARA
(«mocTHKEeHHE pe3yiabTaTa ¢ MHHHMAIbHO BO3MOXHBIM BO3ACHCTBHEMY), Ui MUHUMHU3ALUN
paAMalMOHHOTO BO3JCWUCTBUSA Ha IMEPCOHAN PEKOMEHIYeTCs IO MHUHHMyMa COKpPaTUTh BpeMms,
IPOBOAMMOE B 30HE OOJIy4eHHS, MaKCHUMAaJbHO YBEIWYUTh PACCTOSIHHE JO HWCTOYHUKA
U3ITyYeHUs], HCTIOIh30BATh CPEJICTBA PATUAIIMOHHON 3aIHUTHI.

Hewncrnonb30BaHHBI TIpenapar, ymakoBKY W MaTepuaibl, UCHOIb3YEMBbIC MPHU MOATOTOBKE H
BReleHnH mpenapata Kcoduro®, cmemyeT yTHIM3MpOBaTh KaK pagHOAKTHBHBIE OTXOIBI B

COOTBETCTBUH C HOpMAaTUBHBIMU Tpe60BaHI/I5[MI/I.

Bunsinne Ha cIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MaAMHU
JlaHHBIE O BIMSHUU TIpernapaTra Ha CHOCOOHOCTh YHPAaBIATh TPAHCHOPTHBIMH CPEIACTBAMHU H

paboTy ¢ APYTMMHU MEXaHU3MaMH OTCYTCTBYIOT.

dopMa BbINTYCKa

PactBop miist BHyTpuBeHHOTO BBeneHus, 1100 kbx/mi.

ITo 6 mn pactBopa npenapata (6600 kbk Ha pedepeHTHYIO 1aTy) BO (priakoH U3 OECIIBETHOTO
cTeksa | THAPONMMTHYECKOTO Kilacca, BMECTUMOCThIO 10 MiI, yKYyIIOPEHHBIN pe3MHOBOM MPOOKOMA
CEpOro 1BeTa ¢ 00KATKOM KOJIMAYKOM aTIOMUHUEBBIM.

@akoH CHaOXEeH IUIACTHKOBOM KPBIIIKONH M TUTACTUKOBHIM JIOHBIIIKOM W OOEPHYT KIIEHKOMH
npo3payHoi TuieHKoi. Kaxaplii ¢uiakoH M /Ba BIAromorjoUaloIIUX UCKAa U3 LEJIIIOI03bI

(cHMBY (h1aKOHA) TOMELIAIOT B CBUHI[OBBIA KOHTEHHEP, MOKPHITHII CHAPYKU CEPhIM IITACTHKOM.
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[To 1 cBHHIIOBOMY KOHTEWHEPY C MHCTPYKIIMEH MO MPUMEHEHUIO M TaOJUIaMU CO 3HAYCHUSIMHU
KodpduureHTa pagMoaKTUBHOIO  pacmaja B  KapTOHHYIO KOpoOKy Tuma A Juis

TPaHCIIOPTUPOBAHUS PAAUOAKTUBHBIX BEIIECCTB.

YcaoBusi XxpaHeHust

XpaHeHue W paboTa C MpenapaToM JOJDKHBI NPOBOJUTHCS B cooTBeTcTBUU ¢ «Hopmamu
pamuanmonHoi Oe3onacHocti» (HPB-99/2009) m  «OCHOBHBIMH CaHHMTapHBIMH TIpaBHJIAMU
obecnieucHus paauanronaoi 6ezomacuoctu (OCITOPB-99/10)».

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHocTu
28 cyT. C J1aThl MPOU3BO/ICTBA.

He ncnons3oBaTh 00 UCTEUCHUH CpOKa roAHOCTH.

YcaoBus oTnycka
OTnyck TOJNBKO JUTsl CTIeHUaTU3UPOBAHHBIX JIEYEOHO-THarHOCTUYECKUX YUPEKICHUH.

He noanexut peanuszaiuu yepes anTeqHyro CeTh.
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Tadauubl 3HaYeHUH KO3 PUIIMEHTA PATHOAKTHBHOI0 pacnajaa paaus-223 B 1edb N
OTHOCHTEJIBHO ped)epEeHTHOI AaThl.

Tabauya 1. 3nauenus kosagguyuenma paouoakmuernozo pacnada paous-223 0 4acoevlx 30H C
2-u (MSK - 1; UTC + 2) no 4-10 (MSK + 1; UTC + 4)*.

OeHb N oT pedepeHTHOM aaThbl KoadpdumumneHT paanoakTMBHOro pacnaaa
paana-223
-14 2,34
-13 2,20
-12 2,07
-11 1,95
-10 1,83
-9 1,73
-8 1,62
-7 1,53
-6 1,44
-5 1,35
-4 1,27
-3 1,20
-2 1,13
-1 1,06
0 1,00
1 0,94
2 0,89
3 0,83
4 0,78
5 0,74
6 0,69
7 0,65
8 0,62
9 0,58
10 0,55
11 0,51
12 0,48
13 0,45
14 0,43

Tabauya 2. 3nauenus koagpuyuenma paouoaxmuerno2o pacnada paous-223 0/ 4aco8wix 30H C
5-u (MSK+2; UTC+35) no 7-10 (MSK+4; UTC+7)*.

Nata BBeaeHus npenapata Kcopuro® KoadpdpuumneHT pagnmoaktmeHoro pacnaga
OTHOCUTENbHO pedepeHTHOM AaThbl paana-223
-14 2,36
-13 2,22
-12 2,09
-11 1,97
-10 1,85
-9 1,75
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-8 1,64
7 1,55
6 1,46
5 1,37
-4 1,29
-3 1,21
2 1,14
-1 1,07
0 1,01
1 0,95
2 0,90
3 0,84
4 0,79
5 0,75
6 0,70
7 0,66
8 0,62
9 0,59
10 0,55
11 0,52
12 0,49
13 0,46
14 0,43

Tabauya 3. 3nauenusn koaghguyuenma paouoakmuernozo pacnada paous-223 0 4acoevlx 30H C
8-u (MSK+5; UTC+8) no 12-10 (MSK+9; UTC+12)*,

Nata BBeaeHua npenapata Kcodpuro® KoaddpuumneHT pagnmoaktmeHoro pacnaga
OTHOCUTENbHO pedepeHTHOM AaTbl pagua-223
-14 2,38
-13 2,24
-12 2,11
-11 1,98
-10 1,87
-9 1,76
-8 1,65
-7 1,56
-6 1,46
-5 1,38
-4 1,30
-3 1,22
-2 1,15
-1 1,08
0 1,02
1 0,96
2 0,90
3 0,85
4 0,80
5 0,75
6 0,71
7 0,67
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8 0,63
9 0,59
10 0,56
11 0,52
12 0,49
13 0,46
14 0,44

* MSK — MockOBCKO€E Bpems;

** UTC - BcemupHOe KOOpauHHpOBaHHOE Bpems. [lenTpanbHoeBponeiickoe Bpems CET =

UTC+1.
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