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OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEIHOFOTIPENAPATA™ 1002)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Kanpuus ¢ponunar, 5 Mr/mi, pacTBop Ajsl BHyTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEICHUSI.

Kanpus ¢ponunar, 10 Mr/mit, pacTBop [isi BHYTPUBEHHOTO U BHYTPUMBIILICYHOT'O BBEJCHHUSI.

2. KAYUECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JelicTByro11iee BE1IEeCTBO: KaIbIHs (OJIMHAT.

KaJIBI_[I/ISI d)OJII/IHaT, 5 mr/ MJI, paCTBOP AJId BHYTPUBCHHOI'O 1 BHYTPUMBIIIICYHOI'O BBCACHHUA.

Kaxap1it M1 pacTBOpa coepKUT 5 MT (DOJIMHUEBON KUCIIOTHI (B BUAE KAIbLUs (OJTHHATA).
Kaxxnprit ¢pakon 3 mit copepkut 15 Mr ¢omHMEBOM KUCIOTHI (B BUAE KadbIus (HoTMHATA).
Kaxxnprit dakon 5 Mit copepkuT 25 Mr GOJIMHUEBOM KUCIIOTHI (B BUE KaabIus (hoTMHATA).
Kaxnprii paaxon 10 M comepxut 50 Mr ponmHueBON KUCIOTHI (B BUAE Kadblus (HOIMHATA).

KEU'[BIII/I?[ d)OJ'II/IHaT, 10 mr/ MJI, paCTBOP AJId BHYTPHUBCHHOI'O 1 BHYTPUMBIIIICYHOI'O BBECJACHU .

Kaxnp1it M1 pactBopa coaepxut 10 Mr onrHueBoit KUCIOTHI (B BUAE Kaablys (HOIUHATA).
Kaxxapiit dnaxon 3 mi conepkut 30 Mr (oMHUEBOM KUCIOTH (B BUAE Kalblus (HOIUHATA).
Kaxnpiii aakon 5 mut cogepxut 50 Mr GOIMHUEBOM KUCIOTHI (B BHIE KAIbIUS (OITHHATA).
Kaxnprii ¢rakon 10 mut cogepxut 100 Mr ¢poarHIEBOM KUCIOTHI (B BUAE KalblUs (OJTHHATA).
BcnomoraTenbHbIe BEIECTBA, HAIMYUE KOTOPBIX HA/l0 YUYUTBIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cM. pazaen 4.4).

[ToHBIN TTEpevYeHh BCIOMOTATEIBHBIX BEIIECTB MPUBEIECH B paseie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHyTPUBEHHOT'O ¥ BHYTPUMBIIIEYHOTO BBE/ICHMUS.

Hp03paqHaﬂ, OT XKCJITOBATOT'O 40 KCJITOIro IBETA )KUJKOCTD.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHUIO

be3zonacHocTh 1 3¢ (EeKTUBHOCTh MPUMEHEHUS Mpenapara y JeTei 10 2 IeT He YCTaHOBIEHBI.

besonacHocth U 3 (PEKTUBHOCTh 1O NPUMEHEHHIO KOMOWHAIMK Kaiubliusg (oiuHaTa C

dbropyparmioM y aereit B Bo3pacte oT 0 10 18 51eT He yCTaHOBJICHBI.

— TlpodunakTrka TOKCHYECKOTO ACUCTBUS METOTPEKCATa, MPUMEHSIEMOTO B BBICOKUX J103aX.

— VHTOKCHKaMs aHTaroHUcTaMu (HOJIMEBON KUCIOTHI (METOTPEKCATOM, TPUMETOIPUMOM H
MUPUMETAMUHOM).

— KonopekranbHplii pak (B cocTaBe KOMOMHUPOBAHHON Tepanuu ¢ GTOPYpaIHiioM).

— Meranob6nactHas aHemusi, BbI3BaHHas jaepuuutToM (orMeBoi KUCIOTHI (B T.4. Ha (OHE

CUHApOMaA Manba600p6um/1, HEOAOCTATOYHOCTH IIMTAaHUA, 6CpeMeHHOCTI/I, CIIpy, B paHHECM
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4.2. Pe:kuM 103UPOBAaHNS M CIOCO0 MPUMeEHEHUsI

PexxuM 103upoBaHus

Ipogpunaxmuxa moxcuueckozo oeticmaus Memompexcama, NPUMEHAEeMO20 8 8bICOKUX 003AX
Cxembl JledeHHs] KaiubIus (POTMHATOM 3aBUCIAT OT CXEM TEpanuH CPEJHUMH U BBICOKUMH
J03aMH METOTPEKcaTa, Io3TOMY 3a He0OX0IMMOM MHpopMaIuei 1enecoo0pa3sHo 00paTUThCS
K COOTBETCTBYIOIIEMY IPOTOKOITY JICUCHHSI METOTPEKCATOM.

[IpuBeneHHbIE HUXKE PEKOMEHAALMU MOTYT CIIY>)KUTh OPUEHTHPOM [UIsl OTpEeNieHusl 103 U
CXEMBbI 3alIUTHOTO MpPUMEHEHUsl Kaibliug (oJMHATa y B3POCIHBIX, MOXKUIBIX MMAalUEHTOB U
JIeTen.

[IpodmiakTika TOKCHYECKOTO JEHCTBHS METOTPEKCaTa, MPUMEHSIEMOTO B BBICOKHX /032X,
OCYIIECTBIISIETCS IMYyTEM MAapEHTEPaIbHOIO BBEIACHHS Y TMAlKUEHTOB C CHHIPOMOM
MabaOCOPOIMKM WM APYroil MaTOJOTHEH MUIeBAPUTEIBHOIO TPaKTa, KOT/la BCAaChIBAHUE B
KHUIIIEYHUKE MOXET OBbITh 3aTpyaHeHO. Jlo3b1 25 — 50 Mr ciemyeT BBOAUTH MAPEHTEPATHHO H3-
3a HachImaeMon abcopOuny Kanblus GoJMHATA B KUIICYHUKE.

Jlo3a u IUTeIbHOCTh IPUMEHEHUS Kalblusl (OJIMHATA, TIPEXKIAE BCEro, 3aBUCAT OT TUIIA U J103
TEepanuu METOTPEKCATOM, BO3HUKHOBEHHUS NPHU3HAKOB TOKCHYHOCTH WM WHIWBUIYaTbHBIX
0ocoOeHHOCTEeN 3KcKpeuuu MeroTpekcata. Kak mpasuiio, mepBas n03a Kanplus (oJiMHaTa
cocrapysier 15 mr (6 — 12 mr/m?), BBoauMble uepes 12 — 24 gaca (He mo3aHee 24 4acoB) mocIe
Hauana uHPY3UHU MeToTpeKcaTa. Ty XKe 703y Ha3HAYaroT KaXKable 6 4acOB Ha MPOTSHKEHUU 72
yacoB. llocne mapeHTepasbHOrO BBEIEHHMsS HECKOJBKUX J103 Ipernapar MOXKHO 3aMEHMTHb
PUMEHEHHEM TIepOPaATBHBIX (hopM.

Taxke HEOThEMJIEMBIM JIOTIOJTHEHHEM K MMPUMEHEHHIO KalbIHs (orHaTa mpu MpouIakTuKe
TOKCHYECKOTO JEWUCTBUSI METOTpEKcara, IMPHUMEHSEMOr0 B BBICOKMX /103aX, SBISIOTCA
MEpOTNPHUATHS, CIIOCOOCTBYIOIIME YCKOPEHHMIO JKCKpPELMH MeToTpekcara (obecreueHue
a/ICKBaTHOCTH MOYEBBLICIUTEIBHON (DYHKIMM W 3amenadynBanue Modn). DyHKIHS MOUYEK
JIOJDKHA €KETHEBHO KOHTPOJIUPOBATHCS M3MEPEHHEM KOHIICHTPAIUN KPEaTHHUHA CHIBOPOTKH
KPOBH.

Pexomenryercss M3MEpUTh KOHIIEHTPALIUIO METOTPEKCaTa B CHIBOPOTKE KPOBH uepe3 48 yacoB
nocie Havana nHpy3uu. Eciam octaTovyHass KOHIEHTpAIMsS METOTpEKcaTa COCTaBIsieT Ooee
0,5 MKMONB/J, TO PEXKHUM ITO3UPOBAHUS KalbIUs (oJIMHATA IODKEH OBITH aJdanTHPOBAH
COIJIaCHO clieAytomiel Tadnuue:

PeKOMeH()VEMCZ}Z KoppeKuu: mepanuu  KajabyuA d)OJZI/lHCImOM npu npod)wzakmuke

MOKCUYECKO20 0elicmeus, memompexkcama, NPUMEHAEMO20 8 BblCOKUX 003aX 8 3a8UCUMOCIU

OM_0CMAMOYHOU €20 KOHYECHMpayuu
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OcTraTro4Hasi KOHLIEHTpaLKs METOTpEKcaTa B
KpOBH cITycTs 48 4acoB 1ocie Havaja

BBCIACHUA MCTOTPCKCATa
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Ha3HaYaeMble KaXIble 6 4acoB B TeueHUeE 48
YacoOB WJIH JIO CHYDKCHHS KOHIISHTPAITUH

MeroTpekcarta Huxe 0,05 MKMOJIB/JT

> (0,5 MKMOJIB/TT 15 mr/m?
> | MKMOJIB/II 100 mr/m?
> 2 MKMOJIB/II 200 Mr/m?

MY OTYETY

Llumomokcuueckas mepanus 6 KomouHayuu ¢ pmopypayuiom

[TpyMEHAIOT pa3aIu4HbIE 103bI U CXEMbI IPUMEHEHUS Iperapara.

[IpuBeneHHBIE HUXKE PEKOMEHJALMU MOTYT CIIy>)KUTh OPUEHTHPOM [UIsl ONPENCIICHUs 103 U
CXEMBI 3alIUTHOTO IPUMEHEHUS KBS (ponmHaTa ¢ GTopyparuioM y B3pOCIBIX U MOKUIBIX
MTallUECHTOB.

JIaHHBIX MO NMPUMEHEHUI0 KOMOWHAIMK Kaublus (QoiuHata ¢ (TOpypauuiIoM y JeTeid He
UMEETCS.

Jo3b! cBbiie 50 Mr ciaeayeT BBOAUTH NapeHTepaibHO. [IpumeHeHne Gojiee BBICOKUX /103 HE
NPUBOJUT K O0JIee BRICOKMM KOHIIEHTPAIMSIM B KPOBH HM3-32 HACHIIIIaeMOW a0COPOLINH KaJIbIIH
donuHara.

Leyxmecaunblii pescum: BHyTpUBeHHAs MH(Y3HU Kanbius Gpomnata B 103 200 MI/M2 B TedeHHe

2-X 4YacoB, C MOCIEAYIOIMM GOMOCHBIM BBeleHHeM 400 mr/m? dropypammia u 22-4acoBoit
nHby3ueit propypamuna (600 Mr/m?) B TeueHue 2-X IOCIEN0BaTeNbHBIX JHEH KaK/Ible 2 HeIe.

Mecaunbiti pesxcum: Kanbius ¢onuHaT B g03e 20 Mr/M? BBOJISIT BHYTPUBEHHO OOJIOCHO WITH

200 — 500 mr/m? uH(MY3HOHHO B TeueHHE 2-X YacOB Cpasy K€ I0Cje BHYTPHBEHHOTO
GomocHoro BBemeHHs 425 wmr/M? wim 370 wmr/m? ¢Topypanmia Ha TpPOTSKEHHH 5

MOCJIENOBATEIILHBIX JHEMN.

Hedenvubwiii pesrcum: Kambims GOTUHAT B 103€ 20 MI/M? BBOAST BHYTPUBEHHO GOTIOCHO HITH OT
200 — 500 Mr/m? uH(Y3MOHHO B TedeHHE 2 4acoB U OOMOCHOE BBEICHUE B CEPEIMHE HITH KOHIIE
uHby3un Kanbius dommaaTa 500 Mr/M? GTOpypanmna.

[Ipu npumMeHeHnr KOMOMHAIINY € (PTOPYPAIIUIIOM MOXKET MOTPEOOBATHCS MOIUDUKAIUS CXEMBI
JICYCHUS IIyTeM YepeI0OBaHNs IEPHOIOB Tepaluy ¢ MHTEepBaIaMu Oe3 ieueHus. B 3aBucumoctn
OT COCTOSTHMSI ITAllMEHTAa, KIMHUYECKOT0 OTBETa M MPOSBICHUH TOKCUYHOCTH TEparMi MOXET

noTpedoBaThCs KOpPPEKLHUs 03kl  (ropypaumia (CM.

MHCTPYKLIHMIO 10 TPUMEHEHUIO
¢dTopypaumia). Yucao NOBTOPHBIX LIUKJIOB ONPEAEISIETCS JISYalMM BPauoM.
Tepamnus nomxkHa ObITH MpeKpalleHa MPH KOJIWYECTBE JIEHKOIUTOB M TPOMOOIIMTOB KPOBU

meree 3,5 Toic./MM® u 100 ThIC./MM® COOTBETCTBeHHO. TarKe TEpanuio HEOOXOAUMO



COOTBETCTBYET SKCTNEPTHO

MPEKPATUTh MIPH BOSHUKHOBEHUU KPOBOTECUECHUS| U3 men'vlﬂlc;ll;{a%&Eﬁ“ﬂ%@gkﬁiﬁTfﬁm‘ﬂt‘)ﬁ

muapeu (>7 pa3 B IeHb), SKCOIMATUBHOTO JIEPMATHUTA.
Humokcuxayus anmaconucmamu ¢hoauesoi Kuciomvl (Memompexcama, mpumemonpuma,
nUpUMemamuna)

H€D6003MD06KG memompexcamom

Kanpimst ¢onuHaT BBOAMTCA B /03¢ PAaBHOM WJIM TPEBBIMIAIONICH /103y BBEACHHOTO
METOTpeKcaTa He mosgHee | yaca mociie BBEIEHHOW 103bl MeToTpekcara. [lanee mpemapar
BBOAUTCS 110 10 Mr/M? Ka/ple 3 yaca 10 HCYE3HOBEHHS TPH3HAKOB TOKCHYHOCTH.

Toxcuynocmos mpumemonpuma

[Tocne mpekpaiieHus BBeIEHUS TPUMETONpPUMa, KalbIus (OJHMHAT BBOAUTCSA B 1o3e 3 — 10
MT/CyTKH JI0 BOCCTAaHOBJICHHS MTOKa3aTese KIMHMYECKOTO aHaIi3a KPOBH.

Toxcuunocmo nupumemamurda

B crnydae mpuMeHeHHUS! BBICOKHX /103 MHUpPUMETaMUHA WIH TPU MPOJOJDKUTEIBHOM MEPHOIE
JICYCHHSI HU3KUMH JI03aMH, OJTHOBPEMEHHO CIIEAYET BBOJUTH Kablus (oauHaT B 103¢ 5 — 50
MT/CyTKH, B 3aBUCUMOCTH OT ITOKa3aTeJe KIMHNYECKOT0 aHaN3a KPOBH.

Tepanus nomkHa OBITH MpeEKpalleHa MPH KOJIWYECTBE JICHKOIMTOB U TPOMOOIIMTOB KPOBHU
meHee 3,5 Thic./MM® u 100 ThIc./MM® cooTBeTcTBeHHO. TakKe TEpamMIO HEOOXOIMMO
IPEKPATUTH MIPU BO3SHUKHOBEHUHM KPOBOTEUEHHUS U3 HKEITYIOUHO-KUIIEUHOTO TPAKTa, TAKEION
nuapeu (=7 pa3 B JIeHb), I9KC(POTUATUBHOTO JepMaTHUTA.

Mezanobnacmunas anemus

[Tpu Merano6nacTHOl aHEMUH, BBI3BAHHOM 1e(pUIIMTOM (OTHEBOM KUCIOTHI, KabLius (hOTMHAT
Ha3HayaroT B J103€ A0 5 MI' (MakCUMyM 15 Mr) B CyTKH.

Criocob nmpuMeHeHus

PacTBOp BBOAUTCS BHYTPUMBIIIEYHO WJIM BHYTPUBEHHO, 3allpellaeTcs BBOAUTH Mpenapar

uHTpaTekansHo. [Ipu BBeneHnH GonrHueBON KUCIOTH MHTPATEKAIBHO I1OCIIE HHTPAaTeKaIbHON

NepeI03uPOBKH METOTPEKcaTa ObUIM OMMCAHbI CITydau C JIETAIbHBIM HCXO/I0M.

[Ipy BHYTpUBEHHOM BBEJIE€HUU B | MUHYTY cieayeT BBOAUTH He Oosiee 160 Mr xanbuus

¢donrHaTa 13-3a COJIEPIKAILErOCs B paCTBOPE KaJbIIUA.

Wndopmanus no pabore ¢ HUTOTOKCUYECKUMH IIperapaTaMy IpuBeieHa B pazzaene 6.6.

WHCTpyKIIMK MO NPUTOTOBJIEHUIO JIEKAPCTBEHHOrO IpernapaTa Iepesl MPUMEHEHUEM CM. B

pasaene 6.6.

4.3. IlpoTUBONOKA3AHUS

— l'unepuyBCTBUTENBHOCTh K KaiblMg (POIMHATY WM K JHOOOMY M3 BCIHOMOTaTENbHBIX
BEILIECTB, IEPEUUCIIEHHBIX B pa3nene 6.1.

— Merano6nactHasi aHeMusi, 00yCIIOBIICHHAS JeUIIMTOM IIHaHOKOOanamMiHa (BUTaMuHa B12).
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C 0CTOPOKHOCTBLIO

AJKoronusm, SNWIENICUs, XpOHUYeCKas rnodyeyHas HenpoctarouHocTs (XI1H), nerckuit Bo3pact
1o 2 net (6e3omacHOCTh U 3G (HEKTUBHOCTh HE YCTAHOBIICHA).

JIaHHBIX 10 TPUMEHEHUI0 KOMOWHAIMKA KabIs (oJIMHATA ¢ (PTOpYparuioM y aetrei mo 18
JIET HE UMEETCS.

Oco0ble yKa3zauusg

Kanbuus ¢onuHar ciemyer BBOAUTh BHYTPUMBIIIEYHO WM BHYTPUBEHHO (B BUJE MHBEKIMU
WINA MH(Y3UN), HO HEJIb3sl BBOAUTh UHTPATEKAIBHO.

[Ipu uHTpaTeKaIbHOM BBEICHUH (POTMHOBOM KHCIOTHI ITOCIIC MHTPATEKATLHOU MEePEI03UPOBKU
METOTPEKCATOM BO3MOYKEH JICTAIBHBIA UCXO/I.

JleueHne METOTpPEKCATOM M KalblUs (OJIMHATOM, a Takke (TopypanuioM U KajabIHs
donMHATOM JODKEH NPOBOJUTH KBATM(DUIMPOBAHHBI Bpay-OHKOJOT MpH HAIWYUU
HEOOXOIMMBIX CPEJICTB KOHTPOJIS.

[Tpumenenne kanpuus GOIMHATA MOXKET MACKHPOBATH KIMHUYECKYIO KapTUHY NEPHUIIMO3HON
WIN APYTON Pa3HOBUIHOCTH aHEMUU, BbI3BAHHOM J1e(UIIMTOM BUTaMUHa B1o.

MHorue HIUTOTOKCHYECKHE Ipernaparbl BbI3BIBAIOT Pa3BUTHE MAaKpOLMTO3a (B YAaCTHOCTH,
OpsMble W HENpsSMble WHTHOUTOPHI CHHTE3a JIC30KCHPUOOHYKIEWHOBOH KHCIOTBHI —
TUAPOKCUKAapOaMu, LUTapaOuH, MEpKanTONypuH, THOryaHuH). CuuTaercs, 4YTO TakKoil
MaKpoOILMTO3 He TpeOyeT JieueHus! POTMHOBON KHUCIOTOH.

VY manueHToB C SNOMIIENCHEH, MONyYalolUMX JieyeHue QeHodapOouTasoM, MNPUMHUAOHOM,
(EHUTOMHOM WM CYKIIMHUMHIAMH, MUMEETCS PUCK TOBBIIICHUS YaCTOTHI SMIJICTITUYECKUX
NPUCTYTIOB U3-3a CHI)KEHHS B IJIa3Me KPOBH KOHIIEHTPALWH MPOTHBOSITMIICHITUISCKUX CPEICTB.
B nanHOM ciydae peKOMEHIYeTCsl KIMHHUYECKMH MOHUTOPUHI, KOHTpPOJb KOHLEHTPALUH
IpernaparoB B IUIa3Me KPOBH U, €CIIM HEOOXOIUMO, KOPPEKIHs 103bl TPOTUBONUIEHTUYECKUX
CpEZICTB BO BpeMsi IPUMEHEHHS Kbl (DOJTMHATA U TTOCIIe OKOHYAHHSI Kypca Teparuu.
Kanvyus cponunam/comopypayun

[Ipy KOMOMHMPOBAHHOM HpPUMEHEHMH (TOpypalia M Kaiblus (OJIMHATA TOKCHYECKOE
JeiicTBue pTopypanuia yCUIMBACTCS U PUCK Pa3BUTHs TOKCHMUECKUX 3()(EeKTOB BO3pacTaer.
Oco0eHHO 3TO KacaeTcs MAMEeHTOB MOXKHIIJIOTO BO3pacTa M OciIalIeHHBIX ManueHToB. Yarme
BCET0 HAOIIOJAIOTCA J0303aBUCHMBIE IMOOOYHBIC SIBJICHUS: JICHKOIEHUS, BOCIIAJICHHUE
CJIM3UCTBIX 00onouek u auapes. IIpu mpumeHennu (ropypanuia B COUCTAHUU C KalbLUs
¢donuHaTOM 03Bl PTOpYypaliia B ciaydae BOSHUKHOBEHHS TOKCHYECKUX 3(dekToB ciemyer
CHIDKATh 3HaUMTENbHEe, YeM IpHU MOHOTepanuu (ropypanuioM. He ciemyer HaunHATh WA

MPOJIOJDKATh KOMOMHHPOBAHHYIO Teparuio (GTOPYpaiyioM W Kaiblus (OJIMHATOM, €CIH Y
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MY OTYETY

HE3aBUCHMO OT TSKECTH opakeHHs. KOMOMHUPOBAaHHYIO TEPAITUIO MOYKHO MTPUMEHSTh TOJIBKO
10CJI€ MOJIHOIO MCUYE3HOBEHUS! BCEX IAaTOJIOTMYECKHUX CUMIITOMOB CO CTOPOHBI KENyJI04YHO-
KHILIEYHOT O TpaKTa (HampuMep, BOCHAIIEHUE CIU3UCTBIX 000JI04YeK, AUapes).

Tak kak auapes MOXKET SIBISThCS MPOSBICHHEM TOKCUYECKOTO BIMSHUS Ha MUIIEBAPUTEIBHYIO
CHCTEMY, MAIMEHTHI C TaHHBIM MOOOYHBIM 3(PPEKTOM TOIKHBI HAXOIUTHCS MO/ TIIATEIbHBIM
KOHTPOJIEM JI0 TTOJTHOTO MCUE3HOBEHHUSI IPU3HAKOB JHAPEr. ITO HEOOXOIMMO H3-32 BO3MOKHOTO
OBICTPOTrO YXyAIIEHUS KITMHUYECKOW KapTUHBI, MPUBOASIIETO K JIeTalbHOMY Hcxoy. Ecnu mpu
JICYEHUH Y TMAalMEeHTa BO3HUKAET AMapes W/MIM CTOMATUT, PEKOMEHAYETCS CHUXATh 03y
dTOpypammIa 10 uX MOJHOTO Ucue3HOBeHUs. OCOOEHHO 3TO KacaeTCsl MOKUWIBIX M OCITA0JICHHBIX
NAIMEHTOB, KOTOpPbIe HanboJiee yA3BUMBI JIsl TOKCUYECKOTO IEHCTBHS JAaHHOT'O Mpernapara.

VY mnanueHToB, KOTOPHIM MPOBOIWIACH MPEALISCTBYIONIAs JIydeBas Tepamus, a TaKxke Yy
MOXXUJIBIX TMAallMEHTOB PEKOMEHJOBAaHO HAYMHATh TEPalui0 YMEHBIICHHBIMU J103aMU
dropyparmia.

Kanvyua onunam mnenvza cmewuseamsv ¢ @mopypayunom npu 00HOBPEMEHHOM
GHYMPUGEHHOM 66€0eHUN (UHbEKYUA UL UHPY3U).

Y manueHToB, MOMYYalOUIMX KOMOWHUPOBAHHYIO Tepamuio (ropypanuia C KalbIus
(donuHaTOM, CJEAyeT KOHTPOJMPOBATH KOHLEHTPALMIO HOHOB Kaiuplus B miaszMme. Ilpu
ONpe/eNICHUN HU3KUX KOHLEHTpalUid HEoOXOAMMO MHPOBOJUTH COIMYTCTBYIOLIYIO TEpaIHio
COOTBETCTBYIOIIUMH IpernapaTaMy KaJlbIusl.

Kanvyusa ¢ponunam/memompexcam

Kanbuus gonuHaT He 3amuInaeT oT TOKCHIECKUX d(PPEKTOB HEreMaToJIOTHUECKOT0 XapaKkTepa
BO BpeMs Te€paluu METOTPEKCcaToOM (Halpumep, OT He(hPOTOKCUUECKOTO EHCTBHS BCIIEICTBUE
BBINAJICHUS OCaJIKa METOTPEKcaTa WM €ro MeTaboJIMTOB B MOYEUHBIX KaHajblax). Hamuuue
NpPE/IIECTBYIONIeH MM BbI3BAHHOM METOTPEKCATOM MOYEYHOM HEAOCTaTOYHOCTH, KOTOpas
CBSI3aHA C 3aMEJICHHON JKCKpPEIHMEeW METOTpeKcara, MOXKET TpeOoBaTh NMpPUMEHEHHUs Ooiee
BBICOKHX /103 UJIM OO0JIbIIEH MPOIOIKUTENBHOCTH Kypca Tepanuu Kanblins (OIMHATOM.
Crnenyer uz0erarth MPUMEHEHHMs BBICOKHX 103 KanbLus (DOJIMHATA, MOCKOJIBKY 3TO MOXKET
NPUBOJNUTh K CHUKEHHUIO MPOTHUBOOITYXOJIEBOW aKTHMBHOCTH METOTpEKcaTa, 0COOEHHO NpHu
OMyXOJSX LEHTPaJbHOW HEPBHOM CHCTEMBbI, KOIJa HaOJII0JAeTCsl HAKOIUICHHE KaJbIUs
¢donuHaTa Mocie HECKOIBKUX KypPCOB JI€UEHUSI.

B caywae pa3BUTHA PE3UCTEHTHOCTHM K METOTPEKCAaTy BCIEACTBUE  YXYALICHHS
(YHKIMOHUPOBAHUS MEMOPAHHOTO TPAHCIOPTAa TaKXKe pPa3BUBAETCS PE3UCTEHTHOCTb K
Kanplus (OJNMHATY, IOCKOJbKY 00a BelIecTBa MEepPEeHOCITCS OIHUMH M TEMU Ke

TPAHCIIOPTHBIMU CUCTCMAMMU.
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3KCMEPTHOMY OTYETY

HY’)KHO OKa3bIBaTh HEOTJIOKHYIO MEIUIIMHCKYIO IMOMOIIb, TAaK KaK YBEIUYCHUE BPEMEHHOTO
WHTEpBaJla MEXAY BBEACHHEM METOTpPEKcaTa W Kaublus (HOJIMHATA MPUBOJIUT K CHUKCHHIO
3 PEKTUBHOCTH MMOCIIEAHETO.

[Tpy BOBHUKHOBEHUHU KJIMHUYECKHUX MPOSBICHUI TOKCHYHOCTH WM OTKJIOHCHUH TIOKa3aTenen
B J1Ia0OpaTOpHBIX aHAJIM3aX BCerJa JODKHA YYUTHIBATHCS BEPOSTHOCTh TMPUMEHEHUS
MAIUEHTOM JPYTHX JICKQPCTBEHHBIX CPEJICTB, KOTOPBIC B3aMMOJCHCTBYIOT C METOTPEKCATOM
(HampuMep, Tpenaparbl, KOTOPbIE MOTYT BJIMATh Ha JJIMMUHAIMIO METOTpEeKcaTa WIH
CBSI3BIBATHCS C OCJIKAMU TUTa3MbI KPOBH).

BcrnoMmorarensHble BENIECTBA

Jannblii mpenapat coaepxut Menee 1 Mmoutb (23 mr) HaTpus B 3, 5 MII, TO €CTh, 110 CyTH, HE
COJICPXKUT HATpHS.
Janubiit npenapat coaepsxut 1,37 mmoins (31,5 mr) Hatpus B 10 mir. Heo6X01uMO y4nTHIBATH
HaryreHTaM, HaXOAIIMMCS Ha TUEeTe C OTPAHUYCHHBIM MTOCTYTICHHEM HAaTPHSL.

eTu
bezonacHocTs U 3¢)(pekTHBHOCTE IPUMEHEHNUS penapara y JeTei 10 2 JIeT He yCTaHOBJICHBI.
bezonacHocTe ¥ 3(QQPEKTUBHOCTh MO NPUMEHEHUI0 KOMOMHAIMM Kanblus (oauHaTa C
dropyparmioM y aereit B Bo3pacte oT 0 10 18 5ieT He yCTaHOBJICHBI.
4.5. B3aumopeiicTBHe ¢ APYrMMH JIEKAPCTBEHHBIMH MpenapaTaMd M ApPyrue BHUAbI
B3aMMO/EHCTBUA
[Tpu o1HOBpEMEHHOM NPUMEHEHHUH KaJlbLHsl (porMHaTa ¢ aHTarOHUCTaMU (HOJIMEBOM KUCIOTHI
(Hampumep, € KO-TPUMOKCA30JIOM, MUPUMETaMUHOM) 3(P(EKTUBHOCTh aHTAarOHUCTOB
(boMeBOi KUCIOTHI MOKET CHUKATHCS MITU TIOJTHOCTHIO yTPAunBaThCS.
Kanbius ¢onuHat MoxeT cHUXKaTh 3()(PEKTUBHOCTH NIPOTUBOIIUIICITUYECKUX IIPENapaToB
(penobGapbuTana, npumuaOHA, (EHUTOWHA, CYKIMHUMHJIOB) M TIOBBIIIATH YacTOTY
SMIJICNITUYECKUX TIPUCTYNOB  (BCIEACTBHE CHUKCHHS KOHIEHTPAUU (EpPMEHTHBIX
WHIYKTOPOB TPOTHBOAHMIECHTHUYECKAX MpPErmapaToB B IJIa3Me KPOBH H3-3a YCKOPEHUS
MeTabO0IMYECKUX MPOLIECCOB B MIEUEHH, TaK KaK (hOJIATHI SBISIOTCS OJHUM U3 KO-(paKTOpOB).
[Ipu KOMOMHUPOBAHHOM MPUMEHEHHM KanbLius (QonuHaTa U GTopypanuia 3PPeKTUBHOCTD
NEWCTBUST W TOKCHMYHOCTH MOCJIETHETO TOBBIMAIOTCS. B CBA3M ¢ 4Yem, MpU COBMECTHOM
NPUMEHEHHH J103bI PTOpPYpAIIMIIa TOJHKHBI OBITh CHHIKEHBI (CM. pasneinst 4.4 u 4.8).
HmeroTcst cooOI1ieHnsi 0 HECOBMECTUMOCTH MHBEKIMOHHBIX (OpM Kanblius (oIuHATa TpU
OJTHOBPEMEHHOM NPHUMEHEHHU C MHBEKIMOHHBIMU (hopMamu npomepunona, (Gpropypauuia,
¢dockapHeTa HATPHUS U METOTPEKCaTa, BCICICTBIE 00pa30BaHHS MPEIUITUTATA UITH TOMY THEHHUS

BBOJIUMBIX paCTBOPOB.
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4.6. ®epTHIBHOCTh, 0EPEMEHHOCTD U JIAKTALMS

MY OTUETY

bepemeHHOCTD

[TockonbKy KOHTPOJMPYEMBIX HCCIIEIOBAHMM Tpenapara y OCEpEeMEHHBIX KEHIIUH He
MIPOBOJIUIIOCH, €r0 MPUMEHEHHE BO BpeMs OEPEMEHHOCTH BO3MOXXHO TOJBKO B TOM cCllydae,
€CJIM TpeIroaraeMas 1moJjib3a JIjIsl MaTePH MPEBHIIAeT MOTCHIIMAIBHBIA PUCK TS TUIOA.
JlakTaims

HewusBecTHO, BBIIENISIECTCS JU Tpenapar B IPYAHOE MOJOKO, MO3TOMY MPU HEOOXOAMMOCTH
MpUMEHEHUs Kalblus (ojauHaTa B IEPUOJA JIAKTAllMM HEOOXOIUMO PEIIMTh BOIMPOC O
MIPEKpaIICHUU TPYAHOTO BCKAPMITMBAHUS.

4.7. Bausinue Ha CNOCOOHOCTH YNPABJISATH TPAHCNOPTHBIMHU CPeACTBAMHU M padoTaTh ¢
MeXaHHu3MaMH

[Tpu npuMeHeHnu Kanblivs GoauHaTa He HAOMI0IANOCh BIUSHUS Ha CIIOCOOHOCTh yNPaBIATh
TPAHCIIOPTHBIMHU CPEJICTBAMHU U Ha 3aHATHE IPYTHUMH BUIAMH ACSITENbHOCTU, TPEOYIOUTUMU
KOHIICHTPAIIUU BHUMAHUS B OBICTPOTHI ICHXOMOTOPHBIX PEAKIIHA.

4.8. HexenaTeibHbIE peaKINU

Pe3roMe HekenaTenbHBIX PeaKIUn

[To manubiM Bcemuphoii opranusaruu 3apaBooxpanenust (BO3) uexenatenbHbie 3)deKTs
KJIACCHU(UITUPOBAHBI B COOTBETCTBUHU C MX YaCTOTOW PAa3BUTHS CICAYIOIIUM 00pa3oM: OYCHb
gacto (>1/10), gacro (>1/100, o <1/10), Hewacto (>1/1000, Ho <1/100), peaxo (>1/10 000, HoO
<1/1000), ouensb peaxo (<1/10 000), yactora Hen3BeCcTHA (HA OCHOBAHUH UMEIOIINXCS TAHHBIX

OLICHUTD HCBO3MO)KHO).

Hapywenus co cmoponul | aHa(UIaKTONIHbIE/aHAPMIAKTUIECKNE OUYEHb PEIKO
UMMYHHOU CUCTEeMbl peakuuu (BKJIH0Yast I0K),

AJUICPrUICCKUC PCaKIIUU, KpallMBHUIA

Hapywenusa co cmoponul | 0eCCOHHUIIA, TPEBOXKHOCTb, AeNpeccHs (IpH | PeIKo
HEPBHOTL cucmembl MIPUMEHEHUHU BBICOKHUX [103), IOBBIIIEHUE

YaCTOThI BO3HUKHOBCHUS OJIIMIICIITUYCCKUX

MIPUCTYTIOB
Kenyoouno-kuueunvie Japes BBICOKOM CTEMEHU TSAXKECTH, OYEHb YacCTO
HapyuwieHus a Takxke o00e3BOXKHMBaHHE, Tpedyroliee

CTallUOHAPHOTO JICUCHUA

TOLIHOTA, pBOTA, JIACTIENICHS (mpu | penko

MIPUMEHCHUHN BBICOKHX 2103)

Obwue  HapyweHus  u | TUXOpaaKa HEYaCTO

peakyuu 6 mecnie 66€0eHUs.
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MY OTYETY

ObUIM OTMEYEHBI CIy4ad BO3HHUKHOBeHHUs cuHapoma CtuBeHca-/[)KOHCOHAa M TOKCHYECKOTO
SMHIEPMATBHOTO HEKPOJIN3a, HHOT/IAa (aTaibHbIC, B PAa3BUTUH KOTOPBIX HEJb3sS MCKIIOYHTH
pOJIb KaTbIHst (hOJTHHATA.

Hononrnumenvhvie  Hedcelamenvuvie peakyuu npu  APUMEHeHUU 8 KOMOUHayuu ¢
@mopypayuiom

[Tpoduib 6e30MacHOCTH MOXKET 3aBUCETh OT HCIOIB3YEMOT0 PEXKUMa TePAITUH M3-3a YCHIICHHUS

BBI3bIBAEMBIX (PTOPYPAIMIIOM MOOOYHBIX PEAKIIHA.

Hapymeﬂuﬂ CO CmMOpPOHbL | MUCIIOIICHUA O4YCHb 4aCTO

Kposu U Jaumamuyeckou

cucmemul
Hapywenus memabonusma u | runepaMMOHUEMHUS 4acToTa
numMaHus HEU3BECTHA
Kenyoouno-xkuwieunvie TOIIIHOTA, PBOTA, JUapes, BbIpa)KEHHAs | OYEHb YacTO
HapywieHus Jeruaparanus, TpeOyromas
rocrnuTanu3aniuu (MOKeT TPUBECTH K
JIETAIbHOMY UCXOY)
Hapywenus co cmopousi | nmanpMapHO-TUIaHTapHAS 4acTo
KOJICU U NOOKOJCHBIX MKAHell | 3pUTPOIU3ECTE3US (JtagoHHO-

MOAOIIBEHHBIA CUHIPOM)

061/(/;146 Hapyuierus U | MYKO3HUThI, BKJItO4Yast CTOMATHUT, XeﬁHHT, OYCHBb 4aCTO

peaxkyuu 6 mecme 66edenusi | HapuHTUT, 330aruT, IPOKTUT

Tokcndeckoe MmopakeHUe KeNTyI0YHO-KHUIIIEUYHOro TpakTa (IJaBHBIM 00pa3oM, MYKO3UTHI U
Japesi) U MUEJIOCYIIPECCUsI MOTYT BECTH K CMEpPTH. Y MalMeHTOB C AMapeed KIMHHYECKOe
YXYALIEHUE MOXKET HE3aMENJIUTENIBHO TPUBECTH K JeTalpHOMY ucxoay. OtcyrcTBUE
YIIy4IIE€HUS COCTOSIHUSL MOXET OBbITh CBA3aHO C JPYIMMH TOKCHYECKMMH d3(dexTamu
¢dTopypanmia (HanpuMep, HeHPOTOKCUIHOCTBIO).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKECIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh O T™OM03PEBACMBIX HEKENATETbHBIX PEAKIHIX IMOCIe PEerucTparuu
mpernapara ¢ LEeJbl0 OOecreueHus HENPEPHIBHOTO MOHUTOPHHIA COOTHOIICHUS «I0JIb3a —
PHUCK» JEKapCTBEHHOTO IpenapaTta. MeaunuHckuM pabOTHUKAM PEeKOMEHyeTcs coo01aTh O
TIOOBIX TOJ03PEBAEMBIX HEXKENATEIbHBIX PEaKIUAX JIEKapCTBEHHOIO Ipernapara uepes
HAI[MOHAJIbHBIE CHUCTEMBI COOOINEHUS O HEXKENAaTeIbHBIX PEaKIHsX TOCyNapcTB — YICHOB

EBpazniickoro 5KOHOMHUYECKOT0 COK03a.
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Poccuiickas ®@eneparus

OdenepanpHas cayx)0a 1mo Haga30py B cepe 3mpaBoOXpaHECHHUS

Anpec: 109012, . Mocksa, CraBstHCKasi IJ101a/1b, 4. 4, cTp. 1

Tenedon: + 7 (800) 550-99-03

DneKTpoHHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEIEKOMMYHHUKALMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnOTOMBI

O mocneAcTBUAX TPUMEHEHHUS J03bl KaiublHsg (oJMHATA 3HAYUTENBHO OONBIICH, YeM
pexoMmeHayemas, He cooOmanock. OJHAKO, BBICOKHE 03Bl KaJbLUs (OJIMHATA MOTYT
HUBEJIHPOBATH XUMUOTEpaNeBTHUECKU 3 (HEKT aHTarOHUCTOB (POTHEBON KUCTOTHI.

Jleuenue

Ecnu mpousonnia nepego3upoBKa MpU MPUMEHEHHH KOMOWHAIMK (TOpypaniia ¢ KaiblIus
donmHaTOM, HEOOXOAWMO CJENOBaTh WHCTPYKIHMH Ui (ropypanuia 1O IpPOBEICHUIO

HEOOXOIUMBIX MEPOIPUATHUH.

5. PAPMAKOJIOTUYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYEeCKHE CBOICTBA

®dapmakoTepaneBTHUECKasi Ipylma: Mpodyue JiedeOHbIE CPENCTBA; CPEJCTBA, CHIIKAIOLIME
TOKCUYHOCTB IIPOTHBOOIYXOJIEBOM TE€PAIHH.

Kon ATX: VO3AFO03.

Mexauusm nectus U hapMakognHaMudeckue YOO EKThI

Kanpumst gonmuar mpexacraBiser coborr S-gopmuirerparunpodosiaT Kamblus. SBiseTcs
AKTUBHBIM MeTa0O0JUTOM (HOJIMEBON KHCIOTHI U KOEepMEHTOM, HEOOXOAUMBIM JUIsl CUHTE3a
HYKJIEMHOBBIX KHUCJIOT IIPY MTPOBEIEHUHN LIMTOTOKCUUECKOHN Tepanuu.

Kanpuust gonuHaT NpUMEHSIOT Uil CHU)KEHMSI TOKCMYHOCTH W HEUTpanu3anuu JeiCTBUS
AQHTaroHUCTOB (POJIMEBON KUCIOTHI, TAKUX KaKk MeToTpekcart. Kanbuus ¢poauHaT 1 aHTaroHUCThI
(donaToB NEPEeHOCATCS OMHUMH U TEMH K€ TPAHCIOPTHBIMH areHTaMu (0€10K, CBSA3bIBAIOIINN
¢onatel, NIEpEHOCUYUK BOCCTAHOBJICHHBIX (DOJIATOB U ApP.) U KOHKYPHUPYIOT 32 HUX JUIS IEpeHoca
B KJIETKY, YTO BBI3BIBAET OTTOK AHTArOHHWCTOB (POJIATOB U 3AIIUIIAET KIETKU OT JEHCTBUS
MOCIEAHUX 3a CUeT CHIKEeHHs myna ¢onatoB. Kambius ¢onaunHar ciyxut uctounukom H4
¢donara; mosToMy, B OTIMYME OT (HOJIMEBOM KHCIOTHl, HE TpeOyeT BOCCTAHOBJICHUS
auruapodonaTpeyKTa3oi uis npeBpalieHus B TeTparuapogoaT, 4To MO3BOJSET IpPU €ro

NPUMEHEHUN BOCCTAaHOBHUTH HapylleHHbIM mnporecc Ouocunteda [IHK, PHK u Oenkos.
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3amuTHOE NeUCTBUE KAJIBIHS (DOTMHATA MPOSBIACTCS TOJE,KO'B HL'I:ZJ;'EA-II)OBLI)CKJ‘IBTO‘K

OH mpenoTBpallaeT TOKCHYECKOE NEHCTBHE METOTpeKcaTa Ha KJIETKM KOCTHOTO MO3ra U
ey TOYHO-KUIIEYHOTO TPaKTa, HO He BIMSET CYIIECTBEHHO HAa HeppoToKcuueckuil 3dexr
METOTpeKcaTa.

Kanpiust ¢onuHar npuMeHSIOT W Uil OMOXMMHYECKOH Moaymsuuu Qropypanmna s
YCUJICHHS €r0 ILUTOTOKCHYECKOro JAeWCTBUS. DTOpypauuia TMONABISIET AaKTHBHOCTD
TUMHIMIATCUHTETA3bl, KIOYEBOTO (epMEHTa, yYacTBYIOLIETO B OMOCHHTE3€ NMUPUMHAMHA.
[Ipenapar ycunuBaeT MHIHOMPOBAaHME THMHUAWHCHHTETA3bl, YBEINYNBAs BHYTPHKICTOUHBIN
ny’1 (osaToB, TaKUM 00pa3oM, CTAOMIM3UPYS KOMIUIEKC (TOPYpaniI-TAMAIMHCHHTETAa3a U
MIOBBIINAS €TO0 AKTUBHOCTH.

Buytpusenno Kambius QonmuaT HazHavaroT Uil NpOQWIAKTHKA M JedeHHus aeduuura
¢donaroB, Korma JaHHOE COCTOSIHUE HE MOXET OBIThb CKOPPEKTHPOBAHO IEPOPATBEHBIM
NpUMEHEHHEM IperapaTa, HalpuMep, Py IMOJTHOM MapeHTEPaTbHOM ITUTAaHUU U BBIPaKEHHOM
cuapome ManpabcopOumu. Takke Kampimst ¢GoauMHAT NPUMEHSIOT JUIS  JICYCHHUS
METano0JaCTHOM aHEMUH, BBI3BAHHOH JeUIIMTOM (HOJIMEBOM KUCIOTHI, P HEBO3MOXXHOCTH
NepOpaIbHOTO MPUMEHEHHS Iperapara.

5.2. ®apmakoKHHeTHYeCKHeE CBOiicTBa

AbcopOrst

[locne BHYTPUMBIIIEYHOTO BBEACHHS BOIHOTO pAacTBOpa CHCTEMHAs OHOIOCTYITHOCTh
CpaBHUMa C TAKOBOI MOCJI€ BHYTPUBEHHOTO BBeIeHHsL. OJTHAKO MaKCHUMAaJlbHbIE KOHLIEHTPAIUU
B IIa3Me KPOBU HIJKE NPH BHYTPUMBIILIEYHOM BBEICHUU.

Pacnpenenenne

O06nem pacnpeneneHus: HOTMHOBOM KUCIOTHl HEM3BECTEH. MakcuMallbHbIe KOHIICHTPAIIUU B
1a3Me KpOBU HMCXOTHOTO coenuHeHus ((popmunrerparuapodonaueBas KUCIoTa, GOIUHOBAS
KHCTIOoTa) gJocturaerca uepe3 10 MHHYT Tocie BHYTPUBEHHOTO BBeneHUs. CpemnHss
KOHIIeHTpanus s L-5-bopmunrerparuapodonreBoit KUCIOTH U TpaBoBpataromnierocs: D-5-
METUATETPAruaApooaneBoit KUciaoTel coctaBuinu 28,4+3,5 mr*mun/a u 129+11 mr*mun/n
nociie BBeACHHs 1036l 25 Mr. KoHIeHTpalus HEaKTUBHOTO MPABOBPALIAIONIETOCS H30Mepa
6onbie, yem L-5-popmunrerparunpodonara.

buorpancdopmarms

Kanpumss  ¢onmuHaT  sBisSEeTCS — palieMaToM, AaKTHUBHBIM  DHAaHTHOMEPOM  SIBJISIETCS
aesoBpamatomas popma (L-5-popmunrerparunpodoinar).
OCHOBHBIM METAa0OJIUTOM KaJblUs (OJMHATA SBISAETCS S-METHITETparuapoQoiareBas

KHCJI0Ta, KOTOpasi MPEUMYIIECTBEHHO 00pa3yeTcs B MEYeHH U MHTEPCTULIUAIBHON TKaHH.

DIuMHUHAIIS
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Juist HeakTuBHOW D-(hopmbl. Bech meprion moimyBbIBEICHNS! aKTUBHBIX META0OMTOB COCTABIISET
OKoJI0 6 YacoB (TIOCITIE BHYTPUBEHHOTO M BHYTpuMbIeuHoro BeaeHus). 80 — 90 % BwIBoAUTCS
noukamu (5- u 10-bopmunrerparuapodonaTel Kak HEaKTHBHBIE MeTabONIuThI), 5 — 8 % — uepe3

KHUIIICYHHK.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTe/bLHBIX BelIECTB

Harpus xmopun

Hatpus ruapokcun 0,1 M unu 1 M pactBop (a1 koppekunu pH)

Bona mis uaseknuii

6.2. HecoBMeCTUMOCTH

Hmerorcss cooOIIeHUs O HECOBMECTUMOCTH HHBEKIIMOHHBIX (hopM Kanbliug (oiauHata mpu
OJIHOBPEMEHHOM TNPUMEHEHHH C MHBEKIHOHHBIMU (opMaMu Iporepuiaona, (Gpropypammna,
(dbockapHeTa HaTpUsi U METOTPEKCATa, BCIICICTBUE 00pa30BaHUs MPEIMITUTATA HIIA IIOMYTHEHUS
BBOJIMMBIX pacTBOPOB. JlaHHBIN JIEKapCTBEHHBIN IIpenapar He CIeAyeT CMEIINBATh C IPYTUMHU
JIEKapCTBEHHBIMU MpernapaTaMu, 3a UCKIIOYEHUEM YIIOMSHYTHIX B pa3fene 6.6.

6.3. Cpok roqHoCTH (CPOK XpaHEeHUs )

HeBckpbIThlil hakoH

2 roja.

PasbaBieHHBII pacTBOD

[Tocne pa3BeneHus MOTy4YEHHBIN pacTBOP U1l MHBEKIMNA CTa0MIIeH B TedeHue 24 4acoB.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

Xpanuth B xonoawibHuKe (2 — 8 °C) B opurMHambHOW ymnakoBke ((JIakoH B TayKe WU
KOpOOKe).

VYcnoBus XpaHeHus OCIe pa3BeIeHUs JIEKapCTBEHHOT O IIpernapara cM. B paszene 6.3.

6.5. XapakTep u cojep:kaHHe MEPBUYHOI YTAKOBKH

ITo 3, 5, 10 mut pacTBOpa Kanbiius GoiHHATA JUTSl TO3UPOBKHA S5 MT/MIT U T03UPOBKH 10 Mr/mi
BO (pr1akoHbI U3 OECLIBETHOIO HEUTPAIBLHOIO CTEKIIA | THAPOIUTHYECKOTrOo Kiacca.

@akoH TePMETUYHO YKYNOPUBAIOT MPOOKOW PE3WHOBOM HA OCHOBE OyTWIIKaydyKa WU
OpoMOyTHIIKayuyyka U OOXMMAIOT aJOMUHUEBBIM KOJIMAYKOM WJIM KOMOWHHPOBAHHBIM
KOJINAYKOM M3 aJIFOMHHMS U IIACTMACCHI.

Ha xaxplii y1akoH HaKJIEHBAIOT CAaMOKJICSIYIOCS STHKETKY.

Ilo 1 (I)J'IE[KOHy BMECTC C JIMCTKOM-BKJIAABIIIEM IMOMCIIAIOT B [IAYKY U3 KapTOHA.
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ITo 5 ¢aakoHOB ¢ mpemapaToM MOMEIIAIOT B BOHTVDHVQ ;;Mb“ E%EIKVI’I/E IoteRKY

MY OTUETY

HOHHBHHHHXHOpHHHOﬁ.
ITo 1, 2 KOHTYPHBIX STYCHKOBBIX YIaKOBOK BMCCTC C JIMCTKOM-BKJIAZbIIIICM IMTOMCIIAIOT B ITAYKY
H3 KapTOHaA.

YnakoBka JijIsd CTallMOHAPOB

10 KOHTYPHBIX TYEHKOBBIX YIAKOBOK € (pJTaKOHAMHU BMECTE C JINCTKOM-BKJIAIBIIIIEM TOMEIIAIOT
B KOpOOKY M3 KapTOHa.

Ha kopoOKy HakJIeHBAarOT ITUKETKY W3 OyMard STHKCTOYHOW WIIM TMHUCUEH, WU ITHKETKY
CaMOKJICSIIIYFOCSI.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIHBI JISl pealu3aliy.

6.6. OcoOble Mepbl NPENOCTOPOKHOCTH MNPH YHHUYTOKEHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 MpenapaTa WM 0TX0I0B, MOJYyYeHHBIX MOocJIe IPUMEeHeHHsI penapara,
U IPyrie MAHUILYJISIHHH C IPenapaToM

PactBop kampnmst QonuHaTa IS MHBEKIWA W WH(Y3UH MpeaHa3HaueH I OJHOKPATHOTO
IMPUMCHCHUA.

[lepen BBeieHUEM ClieIyEeT BU3yalbHO IPOBEPUTH (IIAKOH C Kanblius GosimHaToM. PacTtBop miist
BHYTPHUMBIIIIEYHOTO ¥ BHYTPUBEHHOTO BBECHUS JIOJDKEH OBITh MPO3PAvyHBbIM U UMETh I[BET OT
JKENTOBATOro 70 XenToro. Eciau HaOmogaeTcs MOMYyTHEHUE WM HAJMYUE BKIFOUEHHH, TO
TaKOW PacTBOP UCIIOIB30BaTh HEJb3SI.

HMHCTpYKIIMS 110 OPUTOTOBICHUIO JIEKAPCTBEHHOIO IIpenapara

[lepen npuMeHeHUEM PU BHYTPUBEHHOM ITyTH BBEICHUS KalbLKs (POIMHAT MOXKHO Pa3BOAUTH
0,9 % pacTBOpOM HaTpus XJIopuaa uiu 5 % pacTBOPOM JIEKCTPO3bI.

[Tpu npUroTOBIEHUN PACTBOpA AJI1 UHBEKIUN KaJIbLIUs (OTMHAT MOYXKHO Pa3BOJUTh PAaCTBOPOM
Punrepa, pacrBopom Punrepa ¢ nmakratom, 10 % pactBopoM nekcTposbl, 5 % pacTBOpoM
nekctpo3ssl, 0,9 % pacTBopoM HaTpus Xjopuja A0 KoHieHTpauuu ot 0,06 mr/mia 1o 1 mr/mi.
OcTaBuuiics pacTBOp HE MOAJIEKUT UCIOJIb30BAHUIO.

Mepbl peaoCTOPOKHOCTH IIPU Da6OTe C mpfrnaparomMm

[Ipu paGore ¢ kanpuusg GOIUHATOM HEOOXOAMMO CcOOIIOAATh MpaBHiia OOpalleHUs ¢
IUTOTOKCUYECKHMHU BEIIECTBAMH. 3arpsi3HEHHYIO IpenapaToM MOBEPXHOCTh PEKOMEHAyeTCs
o0paboTaTh pa30aBiIeHHBIM PaCTBOPOM TUIOXJIopuAa HaTpus (conepxkauum 1 % xmopa). [Ipu
MIOTIaJIaHNH TIpernapaTa Ha KOXY — HEMEIJICHHO NMPOU3BECTH OOMIFHOE TMPOMBIBAHHE KOXH
BOJIOM C MBUIOM WJIM PAaCTBOPOM HATpHsl THAPOKapOOHATA; MPH MOMAJaHUHU B IJ1a3a — OTTSHYTh
BEKH, MTPOM3BOUTH MPOMBIBaHUE TJa3a (T1a3) OONBIIMM KOJIWYECTBOM BOJBI B TeueHue 15

MUHYT.

Yuamsanus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.07.2024 N= 15547

OcraTkn npenapata M BCe HHCTPYMEHTBHI U MaTeDI/IafELII:,I::ﬂ)@t}%%'i'lllrg%htgg]gagﬁ&: I-I'r-JII:'ﬂ
penap py

NPUTOTOBIICHHUS PACTBOPOB U MHBEKIMU M HHPY3UH npenaparta Kanbiust GonuHaT, J0KHBI
YHUUYTOXKATbCA B COOTBETCTBHHM CO CTaHIAPTHOW OOJBHUYHON MNPOLEAYpOH yTHIN3ALMH
OTXOIOB ILIMTOTOKCHMYECKHX BEIIECTB C YYETOM JCHCTBYIOUIMX HOPMATHUBHBIX aKTOB

YHHUYTOXKCHUA OITACHBIX OTXOI0B.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YJOCTOBEPEHUSA
Poccniickas @enepanvs

000 «DapmMroTpeOCOrO3»

142279, MockoBckast o0acth, T. Cepiryxos, 1. O6oseHck, 1. OboneHckoe, cTp. 1
Tenedon: +7 (968) 809-22-12

Onekrponnas noura: infofarmps@mail.ru

7.1. IlpeacTaBuUTENb A€PsKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUS

IIpereH3un HOTDC6I/ITCJICI71 HAImpaBJIATH I10 aApECy.

Poccniickas @enepanys

000 «AnpTpo»

107078, r. Mockga, yi1. HoBopsizanckas, a. 18, ctp. 21, stax 1, mom. 14A.
Tenedon: +7 (909) 906-28-04

Onekrponnas noura: .farmakonadzor@yandex.ru

8. HOMEP PETMCTPALIMOHHOI'O VIOCTOBEPEHHUS
JITT-Ne(006393)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPALIMU (IIOJATBEPXKJIEHHUSA PETUCTPALIUU,
INEPEPETUCTPALINN)

Jlata nepBoii peructpanuu:
31.07.2024

10. IATA IEPECMOTPA TEKCTA

OOmast XapakTepHCTUKa JIeKapCTBEHHOro mpemnapara Kanbius ¢oiauHaT J0CTynmHA Ha
MH(POPMALMOHHOM mopTrajie EBpa3uiickoro 3KOHOMHUYECKOIO COK3a B HMH()OPMAIMOHHO-

KOMMYHHUKAIIMOHHOM cetu «uTepHe™» http://eec.eaeunion.org/.
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