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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 7702]

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

@omnunnart, 10 Mr, anodunu3zat A1 IpUroTOBICHUS pacTBOpA JIJIsl BHYTPUBEHHOTO U

BHYTPUMBIIICYHOI'O BBEACHU.

QonunuHart, 25 Mr, 1MoGUIU3aT A IPUTOTOBJICHUS paCTBOpA Il BHYTPUBEHHOTO U

BHYTPUMBIIICYHOI'O BBEACHU.

®omuuunHat, 30 mMr, THoUAN3AT I IPUTOTOBJIICHUS PACTBOPA JUII BHYTPUBEHHOTO U

BHYTPUMBIIICYHOI'O BBEACHU.

®onununat, 50 Mr, aModuUIU3aT A IPUTOTOBJIEHUS pacTBOpA /Il BHYTPUBEHHOTO U

BHYTPUMBIIICYHOTI'O BBEACHU.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro1ee BEMECTBO: Kb (OJTHHAT.

®oymnuuar, 10 wmr, J'II/IOd)I/IJ'II/I38.T JJIA  TIPpUTOTOBJIICHHMA PACTBOpAa JJId BHYTPHMBCHHOI'O H

BHYTPHUMBIINIICYHOI'O BBCACHUA

Kaxnprii ¢durakon cogepxut 10,8 Mr kanbuus ¢onuHaTa ruapata (B nepecuere Ha (HOTHHHUEBYIO
kuciory — 10 mr).

DonaunuHar, 25 MT, J'II/IO(bI/IJ'II/BaT A TIPUTOTOBJICHHUA pacTBOpa AJA BHYTPUBCHHOI'O H

BHYTPUMBIIIICYHOT'O BBCACHUA

Kaxnaprii gurakon cogepxut 27,0 mr xanbius (onmHata ruapara (B nepecuere Ha (HOJIMHUEBYIO
KUCIIOTY — 25 ™).

DonaunuHar, 30 MT, J'II/IO(bI/IJ'II/BaT JJIA  TIPUTOTOBJICHHUA pacTBOpa AJA BHYTPUBCHHOI'O H

BHYTPUMBIIIICYHOT'O BBCACHUA

Kaxnapiii gurakon cogepxut 32,4 mr xanbius (onmHaTa ruapara (B nepecuere Ha (HOJMHUEBYIO
kuciory — 30 mr).

DongunuHar, 50 MT, J'II/IO(bI/IJ'II/IBaT I TIPUTOTOBJICHHUA pacTBOpa AJA BHYTPUBCHHOI'O H

BHYTPUMBIIIICYHOT'O BBCACHUA

Kaxnprit gurakon comepxut 54,0 mr kanpius GoiauHaTa ruapara (B nepecuere Ha (HOITUHUEBYIO
Kkuciory — 50 mr).

BcrmomorarenbHble BelecTBa, HAJIMYME KOTOPHIX HAZ0 YUYMTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: MeTHIaparuIpokcuoeH30aT, mponuinaparuapokcuoen3oar (cM. pasaen 4.4).

[TonHbIN EpeYeHb BCIIOMOTraTEIbHBIX BENIECTB MPUBENIEH B pazaene 6.1.
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(NOCNEQCBATENEHOCTE 0002)

3. JEKAPCTBEHHAS ®OPMA

JIno¢unusar Uit NPUrOTOBJICHUS PACTBOPA JIJIsl BHYTPUBEHHOTO M BHYTPHUMBIIIIEYHOTO BBEICHHS.
[Topucras Macca OT 6€J10T0 C KEITOBATHIM OTTEHKOM JI0 XKEJITOr0 1IBETa HEOITHOPOJHON OKPACKH.

PactBopuTtenn

[Tpo3paunast GecriBeTHAS KUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. TToka3aHusi K NPpUMeHEeHHUI0

e [IpoduiakTika TOKCHUYECKOIO IEHCTBUS METOTPEKCaTa MPU NPUMEHEHUHU €r0 B BBICOKHX
J103ax.

e llHTOKCHKAlMs aHTarOHUCTaMH (POJIMEBOM KHCIOTHI (METOTPEKCATOM, TPUMETOIIPUMOM U
NUPUMETAMUHOM).

e KonopekranbHblii pak (B cocTaBe KOMOMHUPOBAHHOHW Teparuu ¢ PTOpypariiom).

e MeranobnacTHas aHEMUs, BbI3BaHHAs AeUIMTOM (OJMEBON KHUCIOTHI (B T.4. Ha (OHE
CHHJIpOMa MaJIbabCOPOIMH, HEJJOCTATOYHOCTH MMUTaHUS, OEPEMEHHOCTH, CIIPY, B pAaHHEM
JETCKOM BO3pacCTe MPHU BPOKACHHON HEIOCTATOYHOCTH TUTHAPO(OIaTPEayKTa3bl).

€TH
besonacHocth u 3(h(PEeKTUBHOCT NMPUMEHEHHUs Tpenapara y JeTei 10 2 JeT He YCTaHOBJICHA.
be3onacHocTh ¥ 3(Q(QEKTUBHOCTH MO TNPUMEHEHHI0 KOMOMHAIMHM KanblMs (QoJuHaTa C

dTopypammiom y aereii B Bozpacte oT 0 10 18 et He yCTaHOBIEHBI.

4.2. Pe:xuM 103UPOBAHMSA U CIIOCOO NPUMEHEeHH

PexxuM 103upoBanus

Ipogunaxmuxa mokcuuecko2o 0elcmeus MemompeKcama, NPUMeHseM0o20 8 8bICOKUX 003aX
CxeMmbl JiIeueHus Kajablius (POJIMHATOM 3aBUCST OT CXEM TEPANUU CPEAHUMHU U BBICOKMMH JI03aMH
METOTpeKcaTa, IMO3TOMY 3a HeoOXoaumol wuH(opManueil 1enecoodpa3Ho oOpaTUThCS K
COOTBETCTBYIOLEMY IIPOTOKOJIY JIE€UEHHSI METOTPEKCATOM.

[TpuBeneHHbIe HUKE PEKOMEHAIIMN MOTYT CIIYKUTbh OPUEHTUPOM ISl ONPEAETICHUS 103 U CXEMBbI
3alIUTHOTO MPUMEHEHHs Kalblius (OJMHATA y B3POCIHBIX, MOXKWIBIX M Jereil. [Ipopunakruka
TOKCUYECKOTO JEWCTBUS METOTPEKCaTa, NPUMEHSEMOr0 B BBICOKHX 033X, OCYLIECTBISETCS
MyTeM IapeHTEePAIbHOTO BBEJIEHHUS y MAIlMEHTOB C CHHIPOMOM MallbaOCopOLMU WU APYrou
MATOJIOTUEN MUIIEBAPUTEIBLHOIO TpaKTa, KOTJa BCAaChIBAHME B KHIIEYHHKE MOXET OBITh

3arpyaHeHo. Jlo3el 25-50 Mr cieayeT BBOAMTH MapeHTEpPaIbHO M3-3a HACHIIIaeMol abcopOIuu
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KalblKs (POIMHATA B KHIIECUHHKE. (NOCNEOCBATENEHOCTEL 0002)

Jlo3a u IIUTENBHOCTh MPUMEHEHHS KajblMs (HOMHATA, TPEX/IE BCETO, 3aBUCIAT OT TUIA U 103
TEpaluyl METOTPEKCAaTOM, BO3HHMKHOBEHHS NPU3HAKOB TOKCHMYHOCTH M HHIUBHIYaJbHBIX
0CcOOEHHOCTEH HKCKpeuuu MeToTpekcata. Kak mnpaBuio, mepBas no3a Kainblus (ojuHaTa
cocrasiser 15 mr (6—12 mr/m?), BBomMBIe uepes 12—24 uaca (He mo3aHee 24 4acoB) moclie Hauana
uHpY3UH METOTpeKcaTa. DTy ke 703y Ha3HAualoT Kaxkable 6 4acoB Ha MPOTSIKEHUU 72 YacoB.
[Tocne mapeHTepanbHOTO BBEACHUS HECKOJIBKUX J103 MpernapaTa MOKHO 3aMEHUTh IPUMEHEHUEM
HEepOPabHBIX GOPM.

Taxke HEOThEMIIEMBIM JIONOJHEHUEM K NMPUMEHEHUIO Kalblusl (oJUHATA NPH NPOPHIAKTUKE
TOKCHYECKOTO JICHCTBUSI METOTpEKcaTa, HPHUMEHSEMOr0 B BBICOKHX [033aX, SBISIIOTCS
MEpOTPHUATHS, CHOCOOCTBYIOUINE YCKOPEHHMIO OSKCKpEIMH MeToTpekcara (oOecreueHue
a/IeKBaTHOCTU MOYEBBIJICJIUTEIILHOW (DYHKIIUH U 3a1esaunBaHie Mo4M). DYHKIUSA TOYEK JT0JKHA
€XKEJHEBHO KOHTPOJIMPOBATHCSI U3MEPEHUEM KOHLEHTPALMU KPEaTHHUHA ChIBOPOTKU KPOBH.
Pexkomenyercss M3MEpHUTh KOHIIEHTPAIIMIO METOTPEKcaTa B CHIBOPOTKE KpOBH uepe3 48 yacoB
nocie Havana uHpy3un. Ecnu ocTarouHas KOHIEHTpaIHs METoTpekcara cocrapiser 6oiuee 0,5
MKMOJIB/JI, TO PEXHUM J03UPOBaHMs Kaiblius (OJIMHATA OJDKEH OBbITh aJlaiTUPOBAH COTJIACHO
cienyrouiei Tabauue:

Pexkomenyemasi KOppeKIus Tepanuy Kajdblus (HOIMHATOM NPH MPO(UITAKTHKE TOKCHYECKOTO

I[GﬁCTBHSI MCTOTpPCKCAaTa, MPUMCHACMOI'0 B BBICOKHMX O03aX, B 3aBUCUMOCTU OT OCTaTOYHOM €ro

KOHIIEHTPAIIUU
OcTaro4Hasi KOHIICHTPAIHS JlononHuTeNbHBIC A03bI Kbl (OTMHATA, HA3HAYAEMbIE
METOTpeKcaTa B KpOBHU cIycts 48 KakJible 6 4acoB B TeUeHHE 48 4acOB WJIU JI0 CHUKEHUS
4acoB MOCJIe HavyaJia BBEACHUS KOHIIEHTpanuu MetoTpekcara Huxke 0,05 MKMOIIb/ 11

MeTOoTpeKcaTa

>0,5 MKMOJIB/TT 15 mr/m?
>1,0 MKMOJIB/ 100 mr/m?
>2,0 MKMOJTB/T 200 mr/m?

Llumomoxkcuueckas mepanus 6 KoMouHayuu ¢ pmopypayunom

[TpuMeHSIOT pa3IUYHbIE 103kl U CXEMbI IPUMEHEHUS Ipernapara.

[TpuBeneHHbIe HUKE PEKOMEHAIIMN MOTYT CIIYKUTbh OPUEHTUPOM ISl OIPEAETICHUS 103 U CXEMBbI
3alIUTHOTO MPUMEHEHH KaJlbIus GonrHaTa ¢ GTOPYPALUIOM Y B3POCIBIX M MOKMWIbIX. JJaHHBIX
[0 IPUMEHEHNIO KOMOUHAIMH Kablus (oauHaTa ¢ propyparuioM y JeTei He UMeeTcs.

Jo3b1 cBeimie 50 Mr ciemyeT BBOJIWTH MapeHTepanbHO. [IpuMeHeHue Oojiee BBHICOKHMX 03 HE
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MPUBOAMUT K 00Jee BRICOKMM KOHIIEHTpAIUsIM H KPOBHU iﬂ%a- Q&%ﬁéé‘l\}_% 6IIHI/I- Klal.ﬂ:BIHI/ISI

donuHara.

Mecsunbuil pexcum: xanbius GonuHat B 103e 20 MI/M? BBOJIAT BHYTPUBEHHO OONIOCHO Cpasy ikKe
TocIe BHYTPHBEHHOTO OONIOCHOTO BemeHHst 425 mr/m? wmm 370 mr/m? ¢ropypanmna Ha
NPOTSDKEHUH S MOCIIEI0OBATEIbHBIX JTHEH.

Heoenvuwiii pexcum: kanpius (omunaT B go3e 20 Mr/M? BBOJAST BHYTPHBEHHO OONIOCHO U
6omocHoe BBeieHne 500 Mr/mM? ropypaiuia B KOHIIE BBEICHUs KalbIus GouHaTa.

[Tpu1 npuMeHeHNn KOMOMHALIMYU ¢ (HTOPYPALMIOM MOXKET MOTPeOOBaTHCSI MOAUDUKAIIUS CXEMbI
JICUCHHSI TTyTEM YepeIOBaHUs MEPUOJIOB TEPAIIMU C MHTEpBajJaMu Oe3 JjeueHus. B 3aBucuMocTu
OT COCTOSIHUSI TAlMEHTa, KJIMHUYECKOTO OTBETa W MPOSBICHUH TOKCHYHOCTH TEPANUU MOXKET
noTpedoBaThCsl  KOpPpeKUusi 1036l  (ropypammia (CM. HWHCTPYKIHIO TIO TPUMEHEHHUIO
dTopypanmia). Yucio moBTOPHBIX IUKIIOB ONMPEACISICTCS JISYAIM BPAuOM.

Tepanus dondicna 6vims npekpaujera TPU KOJTMUECTBE JICHKOIIMTOB U TPOMOOIIMTOB KPOBU MEHEE
3,5 teic./Mm® 1 100,0 Thic./ MM, cooTBeTcTBeHHO. TaKsKe Teparniio HeoOX0IUMO IPEKPATUTH TIPH
BO3HMKHOBEHUH KPOBOTEUCHUS U3 JKEIYJOYHO-KUIICYHOTO TPAKTa, TSDKEION auapen (=7 pa3 B
JICHB ), 9KC(DOIMATHBHOTO IEPMATHUTA.

Humokcuxayus anmazonucmamu Qonuegou Kuciomsl (Memompekcama, mpumemonpuma,
NUpUMEemMamMuna)

H€D€OO5’MZ706KCZ memompexkcamom

KaJ'ILI_[I/IH (I)OJ'II/IHaT BBOJUTCS B JO3€ paBHOﬁ nIn npeBblma}omeﬁ A03Y BBCACHHOI'O MCTOTPCKCATa
HC ITO3OHEC 1 gaca mmocie BBEICHHOM J103bI METOTPECKCATAa, JaJICC IIpCrapaT BBOAUTCS 11O 10 Ml"/M2
KaXJbIC 3 yaca A0 UCUC3HOBCHMS IMPU3HAKOB TOKCUYHOCTH.

ToxcuuHoCmb MPUMEMONPUMA

ITocae MMpEeKpaliCHusA BBCACHUS TPUMETOIIPpHUMaA, BBECTH KaJIbIIHUA (I)OJ'II/IHaT B 103€ 3—10 mr/ CYTKHA
JI0 BOCCTAHOBJIEHHUS ITOKa3aTellell KIMHUYECKOTO aHaIn3a KpOBH.

Toxcuynocmov nUpuUMemamura

B cjIydyac MNpUMCHCHHA BBICOKUX 03 NHUPHUMETAMWHA WKW HOPU OPOJOJDKUTCIBHOM IEPHOAC
JICUCHUA HU3KUMH N03aMH, OJHOBPCMCHHO CJICAYCT BBOJAUTL KaJIbIUA (1)0J'II/IH8.T B 103€ 5-50
MF/CYTKI/I, B 3aBHCHMOCTH OT MOKa3aTellel KIMHUYECKOTO aHaI13a KpOBH.

IIpu mecanobracmmuoii anemuuy, BbI3BAaHHOW AePUIMTOM (OIUEBOM KUCIOTHI, Kanblus (GOIUHAT

Ha3HayaroT B J103€ A0 5 MI' (MaKCUMYM 15 MT) B CyTKH.
eTH
JIaHHBIX 1O MPUMEHEHUI0 KOMOWHAIMH KanbIus GojauHaTta ¢ GTopypauniom y nereit 1o 18 ner

HEC UMCCTCsI.
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JlaHHBIX IO IPUMEHEHUI0 KOMOWHAIUH KaTbIUs (bonnHa ‘¢! ctr}]gp;rpﬁ‘( Eé@?ﬁﬁeﬁ_ He imteercs.

VY npereii 10 ABYX JIeT KajbIus GOIUHAT HEOOXOIMMO MPUMEHSATh C OCTOPOKHOCTBIO B CBSI3H C
OTCYTCTBHEM JaHHBIX O Oe3omacHOCTH W 3(PPEKTUBHOCTH B JAHHOW KOTOpTe HaceleHus. B
OCTQJIBHBIX CIIydasX PEKHM JO3MPOBAHUsS y B3POCIBIX U JCTEH COBIIAJAeT, KOPPEKTUPOBKH HE
TpeOyroTCS.

Cnoco0 npuMeHeHus

PacTtBOp BBOJAUTCS BHYTPUMBIIICUHO WJIM BHYTPUBEHHO.

[Ipenapat He mpenHa3HayeH A1 HHPY3HOHHOTO MPUMEHEHUSI.

[lepen BBemeHueM cieayeT BU3YalbHO MpOBEepUTH (rakoH ¢ kampuus (onunarom. Ecmu
Ha0JII0/1aeTCsl TOMYTHEHNE WINM HAIWYUE BKJIFOUYEHUH, TO TAKOM PacTBOP HUCIIOJIb30BATh HENb3S.
PacTBop Kkambmust (onmHaTa JUIsi MHBEKIMK NpeIHa3HA4YeH Uil OJHOKPATHOTO TPUMEHEHHUSI.
PactBOop BBOOMTCA BHYTPUMBIIIEYHO WJIM BHYTPUBEHHO, 3alpelllaeTCs BBOAMUTH Iperapar
uHTparekansHo. [Ipu BBeneHNN (OTMHUEBOI KUCIOTHI MHTPATEKAIbHO MOCE MHTpATEKaIbHOU
NEepPEeIO3UPOBKM METOTpeKcaTa OBLIM ONMCAHbl Clay4au C JIeTaJbHbIM uHcxojoM. Ilpu
BHYTPUBEHHOM BBEJICHHH B MUHYTY CJIeIyeT BBOAUTH He Ooinee 160 mMr kanpuus (honmHaTa u3-3a
COJIEpXKAIIEroCsl B paCTBOPE KaJbI[HSI.

I/IHCTp}’KHI/II/I 110 IIPUT'OTOBJICHUIO JICKAPCTBCHHOI'O IIPpCIIapaTra Iepca IpUMCHCHUCM CM. B Pa3aciic

6.6.

4.3. IIlpoTuBONOKA3aAHUS

e ['unepuyyBCTBUTENBHOCTh K KajiblMs (DONMHATY WM K JIIOOOMY M3 BCIIOMOTaTeNIbHBIX
BELIECTB, IEPEUNCIICHHBIX B pasaene 6.1.

e MeranobnactHas aHnemusi, oOyCJIOBIIEHHAsT NEePUIIMTOM IMaHOKOOalaMuHa (BUTaMHHA

B12).

4.4. OcoOble yka3aHMsl 1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

AJKOTOJIM3M, SMUJIETICUsI, XpOHUUYECKas moueuHast Hegoctarounocts (XITH), nerckuit Bozpact 110
2-x net (0e3omacHOCTh ¥ 3 (HEKTUBHOCTH JUISl JE€Tel HE YCTAaHOBJICHBI).

Oco0ble yKa3aHus

Kanvyus gponunam cnedyem 6600ums HympumvluleyHo Ui BHYMPUBEHHO (8 UOe UHDEKYUU ), HO
Hellb3s 6600UMb UHMPAMEKAIbHO.
[Tpu uHTpaTeKaTHbHOM BBEJIECHUU (HOIMHOBOW KHCIOTHI MOCTE MHTPATEKAIbHOU MEepea03HPOBKU

MCETOTPEKCATOM BO3MOXKCH JIETaJIbHBIM UCXOI.
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JleyeHue METOTPEKCATOM U KaJbIUs (POJIMHATON], a Taxﬂwoﬂ%ﬁﬁbﬂ—a%ﬁﬁﬁﬁl a)(ljl.]’.I.ILIIH'IdTOM

JIOJDKEH TPOBOJHUTH KBATU(UIIMPOBAHHBIA BPau-OHKOJIOT MPH HAIWYHH HEOOXOAMMBIX CPEICTB
KOHTPOJISL.

[TpumeHenue kanbLus (GosMHATa MOXKET MAcCKUpPOBaTh KIMHUYECKYIO KapTUHY MEPHULMO3HOU
WIN APYrod pa3HOBUIHOCTU aHEMUH, BbI3BAHHOM J1e(UIIMTOM BUTaMUHA B1o.

MHorre HMTOTOKCUYECKHE IIPEnaparhl BbI3bIBAIOT PA3BUTHE MAKPOLIMTO32 (B YACTHOCTH, IIPSIMbIE
U HENpsSMbIe UHTHOUTOPHI CHHTE3a 1€30KCUPUOOHYKICHHOBOM KHUCIOTHl — THAPOKCHKapOaMu,
uTapaOuH, MEpKalTONypuH, THOryaHWH). CuMTaeTcs, YTO TAaKOH MaKpOLUTO3 He TpedyeT
nedeHus: (OJTMHOBOM KUCIIOTOM.

Y manueHToB C AOWICICHEH, MOJydarollux JedeHue (eHoOapOuTanom, MPUMUIOHOM,
(EHUTOMHOM WIN CYKLIUHUMHJAMU, HUMEETCS] PUCK IOBBIIIEHUS YacTOThl SMHJIECHTHYECKUX
IPUCTYIOB U3-3a CHU)KEHUS B IUIa3Me€ KPOBHM KOHLIEHTPALUMH MPOTUBOAUICITUYECKUX CPEICTB.
B nanHOM cnyyae peKkOMEHIyeTcsl KIMHUYECKMH MOHUTOPHHI, KOHTpPOJIb KOHIEHTpaluu
[IPENapaToB B IJIa3ME KPOBU U, €CJIM HEOOXOJIMMO, KOPPEKIUS A03bl IPOTUBOAIHICITHIECKUX
CPEZCTB BO BpeMsl MPUMEHEHUS KAIbLUs (OJIMHATA U TIOCIIE OKOHYAHUS Kypca Teparuu.

Kanpnusa donunar/dropyparmi

[Tpu KOMOMHUPOBAHHOM MPUMEHEHUU PTOpYpaLInia U Kalblus (oarHaTa TOKCHYECKOe IEHCTBUE
dTOpypanmIa yCHINBACTCS U PUCK Pa3BUTHA TOKCHYECKHX P PeKToB Bo3zpacTaeT. OcoOeHHO 3TO
KacaeTcs IMalMeHTOB IMOXKUIIOT0 BO3pacTa M OCIa0JIEHHBIX aeHToB. Yaie Bcero HabIroaaoTes
J10303aBUCUMBIE ITOOOUHBIE SABJICHUS: JIEHKONEHHUs, BOCIIAJICHUE CIM3UCTBIX 000JI0YEK U Jrapes.
[Tpu mpuMeHeHnH Gropyparuia B COYETaHUH C KabLUs (POTMHATOM J03bI PTOpypaIiiia B c1ydae
BO3HHUKHOBCHHUA TOKCHUYCCKHUX 3(1)(1)€KTOB CJICAYCT CHUXKATb 3HAYUTCIIBHEC, YEM ITPHU MOHOTCpAIIUA
dropypammiom. He crmenyer HaymHATh WIM TPOJOJDKATh KOMOWHHUPOBAHHYIO —TEpaIuio
bTopypaumioM M Kajublus (OJMHATOM, €CJIM y MallMeHTa UMEIOTCS NMPH3HAKW TOKCHYECKOTO
NOpaXEHUs]  MUIIEBAPUTEIBHOTO  TPaKTa, HE3aBUCUMO  OT  TSXKECTU  MOPAXKECHHUS.
KoMOnHMpOBaHHYIO TEpanui0 MOKHO MPUMEHATH TOJBKO IOCJIE€ MOJHOTO MCYE3HOBEHMSI BCEX
MaTOJIOrMYCCKUX CHUMITOMOB CO CTOPOHBI JKCIYAOYHO-KHUIICYHOI'O TpPAKTa (HaanMep,
BOCTIQJICHUE CIU3UCTBIX 000JI0YEK, Tuapes).

Tak kak Auapes MOKET SIBJIATHCS MPOSIBICHHUEM TOKCHYECKOTO BIMSHHUS Ha MUIIEBAPUTEIBHYIO
CUCTEMY, MAIUCHTEI C JaHHBIM II0OOOYHBIM 3(1)(1)CKTOM JOJKHBI HAXOAUTHCA 1104 TIIATCJIBbHBIM
KOHTPOJIEM JI0 TIOJTHOTO MCYE3HOBEHUS IPU3HAKOB JHAPEH. ITO HEOOXOMMO M3-32 BO3ZMOKHOTO
OBICTPOrO yXY/IIEHHUS] KITMHUYECKOW KapTUHBI, MPUBOISAIIETO K JeTanbHoMYy ucxoay. Eciu npu
JeYCHUM Yy TMAaIMeHTa BO3HHMKAeT Juapes W/WIM CTOMATHT, PEKOMEHIYETCS CHIKaTh 03y
dbTopyparmia 10 X MOJHOTO HcYe3HOBEHHs. OCOOEHHO TO KACaeTCs MOKIIIBIX M OCIA0JICHHBIX

ManucHTOB, KOTOPELIC HauoOoee YA3BHUMBI 111 TOKCHYECKOT'O HeﬁCTBHH JaHHOTO Iperiapara.
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MAIMEHTOB PEKOMEHIOBAaHO HAYMHATH TEPAITUI0 YMEHBIIIEHHBIMH JJ03aMH (TOpyparmia.
Kanvyus gporunam nenvsza cmewusams ¢ pmopypayuiom npu 00OHOBPEMEHHOM 6HYMPUBEHHOM
66e0eHUl (UHDEeKYUS).

VY ManueHToB, MOIyYarouX KOMOMHHPOBAHHYIO TEPAIUIO (TOPYpAIMIIa C KAIbIUs (OTHHATOM,
CIIeTyeT KOHTPOJIUPOBATh KOHIICHTPAIIUIO HOHOB Kbl B 1ia3Me. [Ipu onpeneneHnn HU3KUxX
KOHIIEHTpAllMi HEOOXOJAMMO TIPOBOJUTH COIMYTCTBYIOIIYID TEPAHI0 COOTBETCTBYIOIUMU
npenapaTamMmu KajbIIHsl.

Kanpnus donuaar/MeToTpekcar

Kanpiust ponuHat He 3aIuiaeT oT TOKCHYeCKUuX 3 (HEeKTOB HEreMaTOJIOTHIECKOT0 XapaKkTepa Bo
BpeMsl TEpaluu METOTPEKCaToM (Hampumep, OT HE(PPOTOKCHYECKOrO JEHCTBHS BCIEICTBHE
BBINIA/ICHUS OCaJKa METOTpeKcaTa WM €ro MeTabOJIMTOB B IMOYEYHBIX KaHaiblax). Hamumuwme
NpPE/INIECTBYIOMIEH WM BBI3BAaHHOW METOTPEKCAaTOM II0YEYHOW HEIOCTaTOYHOCTH, KOTOpas
CBSI3aHA C 3aMEUIEHHOW SKCKpeIHel MeTOTpeKcaTra, MOXKET TpeOOoBaTh NMPHMEHEHHs Oolee
BBICOKHUX JI03 WM OOJBIICH MPOAOKUTEIFHOCTH Kypca Tepanuy Kaablus (OTUHATOM.

Cnenyer u3berarb NPUMEHEHHs BBICOKUX 103 Kaiblius (OJIMHATA, MOCKOIBKY 3TO MOXKET
NPUBOJUTH K CHIDKCHHIO IPOTHBOOIYXOJICBOH AKTHBHOCTM METOTpPEKCaTa, OCOOCHHO IIpH
OITYXOJISIX LIEHTPAIBHOM HEPBHOM CUCTEMBI, KOTIa HAOII0AaeTCsl HAKOIUICHUE KaJbIHsl (hosmHaTa
1I0CJI€ HECKOJIBKUX KYPCOB JICUCHHS.

B cinyuae pa3BUTHS  pPE3UCTEHTHOCTH K  METOTPEKCaTy  BCJEJICTBHE  yXYJIICHUS
(YHKIIMOHUPOBAHUS MEMOPAHHOI'O TPAHCIIOPTA TaKXkKE PA3BUBAETCS PE3UCTEHTHOCTh K KaJIbIUS
donmHATYy, TMOCKOJBKY 00a BEIIECTBA MEPEHOCSATCS OJHUMH M TEMH K€ TPaHCIIOPTHBIMHU
CHCTEMaMH.

[Tpu cnyyaifHO#M mepeao3upoBKe aHTAarOHUCTOM (DOJTMEBON KHUCIIOTHI, TAKMM KaK METOTpEeKcart,
HYXXHO OKa3blBaTh HEOTJIOKHYIO MEIMIIMHCKYIO TOMOIIb, TaK KaK YBEJINYEHHE BPEMEHHOIO
UHTEpBAJIa MEXKAY BBEJICHHEM METOTpEeKcaTa M Kalblus (OJMHATA TPHUBOJUT K CHIDKCHHUIO
3¢ (PEKTUBHOCTH MTOCIETHETO.

[Tpy BO3HMKHOBEHUM KIMHMYECKHX MPOSBICHUH TOKCUYHOCTH WJIM OTKJIOHEHMH MOKa3arenel B
7a00paTOPHBIX aHaJIM3aX BCErJa JOJDKHA YYUTBIBATHCS BEPOSATHOCTH NMPUMEHEHUS IMAlMeHTOM
JPYTUX JIEKAPCTBEHHBIX CPENICTB, KOTOPHIE B3aMMOJCHCTBYIOT C METOTpEKCaTOM (Hampumep,
npernapaThl, KOTOPhIE MOTYT BIIMATH Ha SJTMMUHAIIMIO METOTPEKCATa MITH CBSI3BIBATHCS C OEITKaMu
IUIa3MbI KPOBH).

[Ipu pabGote c¢ kamblMsg (QOIMHATOM HEOOXOAMMO COONIOJATh TIpaBHia OOpaIleHus ¢
IIUTOTOKCUYECKIMH BEIIECTBAMHU. 3arps3HEHHYIO IPEIapaToM IMOBEPXHOCTh PEKOMEHIyeTCs

o0OpaboTaTh pa30aBIE€HHBIM PACTBOPOM THIIOXJIOpUIa HaTpus (coaepxkamuM 1 % xiopa). [Ipu
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C MBUIOM WJIM pacTBOPOM HATpus I'MApoKapOOHATa; MpH MOINAaJaHUM B IJla3a — OTTSHYTh BEKH,
NPOM3BOJIUTH MPOMBIBaHKE TJa3a (IJ1a3) OONBIIMM KOJMYECTBOM BOJBI B TE€YEHHE 15 MHHYT.
Ocratkn mnpemapata ¥ BCE MHCTPYMEHTBI M MaTepUalbl, KOTOpBIE IOJIb30BAJINCH IS
IIPUTOTOBJICHUS PAacTBOPOB Ul MHBEKUMHU Ipernapara DoauiuHar, JOJDKHBI YHHUYTOXKATHCS B
COOTBETCTBMM  CO  CTaHAApTHOW  OONBPHMYHOW  MPOLEAYPOH  yTUIM3alMA  OTXO/IOB
LUATOTOKCUYECKUX BEIIECTB C YYETOM JACUCTBYIOIIUMX HOPMATHUBHBIX AaKTOB YHHMUYTOXXCHUS
OIIACHBIX OTXOJOB.

BcnoMorareabpHEIC BEIECTBA

[Ipenapar @onuIMHAT COAEPXKHUT B CBOEM COCTaBe BCIOMOTATENIbHBIE  BEIECTBA
METHIIIaparuApoKCHOEH30aT U MPONMIAPATHIPOKCUOCH30aT U MOYKET BBI3BIBATH AJJICPIHYECKHE
peakuuu (B TOM 4MCIIe, OTCPOUCHHBIC) U, B UCKITIOUUTENIBHBIX CIIydasiX, OpPOHXOCIIa3M.

eTn
bezonacHoCcTh 1 3P PEKTUBHOCTh MPUMEHEHUS Tperapara y AeTeil 10 2 JeT He YCTaHOBJICHBI.
bezonacHocth W 3¢ (EKTUBHOCT, TO NPUMEHEHHIO KOMOHWHAUMN Kanblus (oiauHaTta ¢

dTopypammiom y aereii B Bozpacte oT 0 10 18 et He yCTaHOBIICHBI.

4.5. B3zauMmopeiicTBHe ¢ JAPYrMMH JeKApPCTBEHHbIMH MNpenaparamMM W [pyrue BHAbI
B3aHMO/AeliCTBUA

[Tpr ogHOBpEeMEHHOM NMPUMEHEHUU KalblHsl (OoIMHATAa C AHTArOHUCTaMU (OJIMEBOM KHCIOTHI
(HampuMep, ¢ KO-TPUMOKCA30JI0M, MUPUMETAMUHOM) 3(PPEKTUBHOCTh AHTAarOHUCTOB (OIHEBOM
KHCJIOTHI MOXKET CHIDKAThCS WIIM TIOJTHOCTBIO YTPAunBaThCS.

Kanpums QonmmHaT MOXKET CHIXKATh IPPEKTHBHOCTh MPOTHBOAMIIEITHYECKUAX TPErapaToB
(penobapbutana, mnpuMUIOHA, (EHUTOMWHA, CYKIMHUMUIOB) U  TMOBBIIIATH  YaCTOTYy
AMUIENTUYECKUX MPUCTYMOB (BCIEACTBUE CHUKEHMS KOHIIEHTPALUU (EePMEHTHBIX MHIYKTOPOB
NPOTHBOAHIIETITUYECKUX TIPENapaToB B IUIa3Me€ KPOBU M3-32 YCKOPEHHUS METa0OJHMYECKUX
IIPOLIECCOB B MEYEHM, TaK KaK (OJIaThl ABISIOTCSA OJHUM U3 KO-(aKTOPOB).

[Ipy KOMOMHMPOBAHHOM NPUMEHEHUHU KajblMsg ¢oiauHata U (Topypaunia >PPeKTUBHOCTD
NeMCTBUS M TOKCHUYHOCTh IMOCJETHEro MOBBIMAIOTCA. B CBA3M ¢ YeM, NIpU COBMECTHOM

NPUMEHEHHH J103bI PTOPYpAIIUIIA TOJDKHBI OBITH CHHIKEHBI (CM. pasneinsl 4.4 u 4.8).

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTDH U JIAKTAIUS
bepemeHnHoCTL
[TockonbKy KOHTPOJIHUPYEMBIX HCCIENOBAaHUI KaibIus (GoiuHATa y OEpeMEHHBIX XEHIIWH He

IMPOBOANIIOCH, €I'0 IPUMEHECHUEC BO BpEMA 6epeMeHHOCTI/I BO3MOXXHO TOJIBKO B TOM CJIy4dac, €CJIIN
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JlakTanms

HewusBecTHO, BBIAENACTCS JIN KaNbIH (POJTHHAT B TPYAHOE MOJIOKO, TIOATOMY ITPH HEOOXOJUMOCTH
OpUMEHEHHs Kaiblug (GoJuHAaTa B IMEpUOJ] JIAKTallMM HEoOXOJMMO pEUIMTh BONPOC O

MPEeKpaLIEHUH TPYAHOIO BCKAPMIIHUBAHHUSL.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMH H padorarh ¢
MeXaHH3MaMHU

HpI/I IIPUMEHCHUHN KaJlbLUsA (bOJ'II/IHaTa HE Ha6n}oz[an005 BJIIMSIHUS Ha CIIOCOOHOCTH YHIpaBJIATb
TPAHCIIOPTHBIMU CPECACTBAMU M Ha 3aHATUC APYIUMHU BUAaMU ACATCIIBHOCTH, Tpe6YIOH_[I/IMI/I

KOHLCHTPAMX BHUMAHUA U 6I)ICTpOTI)I IICUXOMOTOPHBIX peaKuMﬁ.

4.8. Hexkes1aTelbHbIE peaKIUH

Pe3roMe HexkenaTeIbHBIX PeaKIUM

[To nanubiM BcemupHoil opranmszauuu 3apaBooxpaHeHus (BO3) HexenarenbHble peakuuu
KJIaccU(UIUPOBaHbI B COOTBETCTBUU € UX YACTOTOM Pa3BUTHS CIEAYIOIUM 00pa30M: OYE€Hb YacTo
(>1/10); gacro (>1/100, o <1/10); Hewacto (>1/1000, Ho <1/100); peaxo (>1/10000, no <1/1000);

oueHb penko (<1/10000); wacrora Hens3BecTHA (HA OCHOBAHWHM HMMEIOIIUXCS JAHHBIX OIICHUTH

HEBO3MOJKHO).
CucTeMHO-OpraHHbIH Kareropus HexenartenbHble peakiuu
KJ1acc 4acTOTHI

Hapywenus co | Ouens penko | AHadunakTouHbIe/aHAUITAKTUYECKIE peakiumn

CMOPOHbL  UMMYHHOU (BKITIOYAst IOK), aJJIepru4ecKue peaxIum,

cucmemul KpanmuBHUIIA

Hapywenus co | Penko [ToBbiIeHHE YacTOTBI BO3HUKHOBEHUSA

CMOpPOHbL ~ HEPBHOL AMUJIENTUYECKUX TPUCTYTIOB

cucmemul

Icuxuuecxue Penko becconnunia,  TpeBOXKHOCTb,  Jempeccus  (mpu

HapyuwieHus MPUMEHEHHUN BBICOKUX J03)

Kenyoouno- Ouenb yacto | /Ilnapesd BBICOKOM CTENEHU TKECTH, a TaKxKe

KuueyHwvle 00e3BO)KHBaHUE, Tpedyrolee CTallMOHAPHOTO

HapyuwieHus JICYEHUs, BBIpOKEHHAs Jerujparaius, TpeOyrolas
rocruTaIu3anui (MOXXET TNPUBECTH K JIETAIBHOMY
HUCXOJTY).
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Penko Towora, phoTa— Jurcherics GIpK - hpuhreHiehnn

BBICOKHUX J[03)

Obwue napywenus u | Hewacto Jluxopaaka
peakyuu 6 Mmecme

86e0eHUs

Onucanue OT/AEIbHBIX HEKEIATEIIbHBIX peaKIuii

I[Tpu rcnonb30BaHUM C JPYTUMHU IIpenapaTaMy JJis JISYEHUs COMYTCTBYIOIIMX 3a001eBaHUH ObUIN
OTMEUEHBbl CIy4yal BO3HUKHOBeHHUs cuHapoma CruBeHca-/[DKOHCOHA U TOKCHYECKOIO
AMUIEPMATBHOTO HEKPOJIN3a, MHOTAA (paTabHbIe, B PAa3BUTUU KOTOPBIX HEJIb3s UCKIIOUUTH POIIh
Kaiblus (oIUHATA.

Hononnumenvhoie Hedxtceramenvrvle peakyuy npu npuMeHeHuu 8 KOMOUHayuu ¢ pmopypayuiom
[Tpodunp 6e30macHOCTH MOXKET 3aBUCETh OT HCIIOIb3YyEMOI'0 PEKMMa TEPANUH M3-3a YCUIICHUS
BBI3BIBAEMBIX (PTOPYpAIHIIOM TOOOYHBIX PEAKITHIA.

Hapymienust co cTopoHbl KpOBM U JIMM(ATHYECKOH CHUCTEMbI: OYEHb YacTO — MMEJIONEHHS.
Hapymenust Metabonu3Ma 1 MUTaHUA: 4YaCTOTA HEU3BECTHA — TUIIEPAMMOHUEMHUSL.
KenynouHo-kuiieyHble HapyLIEHUs: OYEHb 4YacTO — TOLIHOTA, PBOTA, JAUApes, BbIpaKEHHas
JeTuapaTanys, TpeOyromas roCIuTAIN3aluu (MOXKET MIPUBECTH K JIETATLHOMY UCXO/Y).
Hapymenuss co CTOpOHBI KOXHM M IOAKOXKHBIX TKaHEH: 4acTo — MaJbMapHO-IUIaHTapHas
APUTPOAN3ECTE3US (J1aIOHHO-TI0I0IIBEHHBIH CUHIPOM).

OO01re HapyIlIeHUsl U peakliy B MECTE BBEJICHUS: OUYEHb YAaCTO — MYKO3UTHI, BKJIIOUYasi CTOMATHT,
XeHInT, papuHruT, 330arut, NPOKTUT.

Tokcnyeckoe MOpaXKeHHE >KETYAOYHO-KHIIEYHOTO TpakTa (TJIaBHBIM 00pa3oM MYKO3MTHI U
JMapesi) ¥ MHeJOCYNpeccus MOTYT BECTH K CMEpTH. Y MAIMEeHTOB C AMapeed KIMHUYECKOe
YXYALIEHUE MOXKET HE3aMEIIUTENIBHO MPUBECTH K JIETAIbHOMY Hcxony. OTCYTCTBHE YIIydILIEHUS
COCTOSIHUSI MOET OBIThb CBSI3aHO C JAPYTMMU TOKCHMYeCKMMH 3(pdextamu (ropypannna
(Hanpumep, HEHPOTOKCUYHOCTHIO).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03pEBaEMbIX HEXENATeNbHBIX pPEaKIMAX IOCIe PEerucTpaliu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1eabl0 00ecnedeHrs HeNPephIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOIO Ipenapara. MeIunuHCKUM paOOTHUKaM pPEKOMEH]yeTCs
coolmiate O JIIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX PEaKIHIX JIEKapCTBEHHOIO Ipernapara
yepe3 HALMOHAJIBbHBIE CUCTEMbI COOOIEHHUS O HEeXKEJIaTeNIbHBIX PeakIUsIX TOCYAapCTB — YICHOB
EBpazniickoro 5KOHOMHUYECKOr0 COK3a:

Poccuiickas @enepanus
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Depepanbhas c1yxr6a 1o Hag3opy B chepe 3apasooxpastisty. |EAUBATENEHOCTS 0002)

Anpec: 109012, r. Mocksa, CriaBsiHCKas IiIomaib, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CHMIITOMBI

O mocnencTBUAX TPUMEHEHHS J103bl Kaubliusg (HOJIMHATA 3HAYMTEIHHO OOJbBIICH, YeM
pekoMmeHnayemasi, He coobOmanock. OaHaKo, BBICOKME J03bl Kaibliug (ojauHaTa MOTYT
HUBEJIMPOBATh XMMHOTEPANIEBTHUCCKHUI 3P(HEKT aHTarOHUCTOB (HOJTMEBOM KUCIIOTHI.

Jleuenue

Ecin mpowmsonuia mepeno3upoBka Mpu MPUMEHEHHH KOMOWHAIMu (ropypanuia ¢ Kalblus
dommHaTOM, HEOOXOIUMO CIIEJA0BAaTh HWHCTPYKIHMH JUIsl (QTOpypammia Mo IMPOBEIACHUIO

HEOOXOIUMBIX MEPOIPUATHUH.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

®dapMakoTepaneBTUUYeCKas TpyMma: Mpodue JedeOHble CpelCTBA; CPEICTBA, CHIDKAIOIINE
TOKCHUUYHOCTh IIPOTUBOOIYXO0JIEBOU T€paNUHu.

Kox ATX: VO3AF03

Mexaumnsm nerictus U hapMakonHaAMHUYecKhue YD PEeKThI

Kanpuusa ¢onunar mnpexacraBiser coboil S-popmunterparuapodonar kanpius. SBnsercs
aKTUBHBIM METa0O0JIUTOM (hOoNMeBOM KHCIOTHI U KOPEpMEHTOM, HEOOXOAMMBIM Il CHHTE3a
HYKJIEMHOBBIX KHUCJIOT IIPU MPOBEACHUH LIMTOTOKCUYECKOM Teparnuu.

Kanpuust QonvHaT NpUMEHSIOT JUIsl CHMJKEHUS TOKCUYHOCTM W HEWUTpalu3aluu JeHCTBUS
AQHTAarOHUCTOB (POJIMEBOM KHUCIOTHI, TAKUX Kak MeToTpekcar. Kambiyst (onuHaT M aHTarOHUCTHI
(donaToB mepeHocATCs OJHUMM M TEMH e TPAaHCIOPTHBIMU areHTamu (OenoK, CBSA3bIBAIOIIUI
¢donaTel, MEPEHOCYNK BOCCTAHOBJICHHBIX ()OJIATOB U Jp.) U KOHKYPUPYIOT 32 HUX APYT C IPYroM
JUIsL TIEpEHOCA B KJIETKY, YTO BBI3BIBAET OTTOK QHTArOHMCTOB (DOJIATOB W 3AIMUIIAET KJIETKH OT
JIeMCTBUS MOCIETHUX 3a CUET CHIKEeHUA myJa ¢ornaroB. Kambius GoiauHaT cyUT HCTOUHUKOM
H4 ¢onara; nmostomy B oTiauuue OT (OJUEBOW KHCIOTHI HE TpeOyeT BOCCTaHOBJIECHUS
quruapodonaTpeykTazoi A8 MpeBpallieHHs B TeTparuapodonar, 4Tro MO3BOJSIET MPH €ro

MIPUMEHEHUN BOCCTAHOBUTH HapyieHHbIH npouecc 6uocuntesa JJHK, PHK u 6enkos. 3amutHoe
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_NNEPTHOMY OTYETY

IIPEIOTBpALIAeT TOKCUYECKOE AEMCTBHE METOTPEKCATa Ha KJIIETKH KOCTHOTO MO3ra U KeJIyA04HO-
KHIIEYHOT'O TPAKTa, HO HE BIIUSET CYIIECTBEHHO HA He(ppoToKcHueckuil 3h(hekT MmeToTpeKcara.

Kanpius GonunHat npuMeHsIoT U 1l OMOXUMHYECKON MOAYISIIUHU (Topypauuia s yCHUIeHUs
€ro IUTOTOKCHUYECKOro JercTBus. DTopypaiui MoAaBIseT aKTUBHOCTh TUMHUAWJIATCUHTETA3BL,
KJIII0YEeBOTO (hepMeHTa, y4acTBYIOIIEro B OHOcuMHTE3e nupumuauHa. llpenapar ycunuBaer
UHTUOMPOBAHUE THMUIMHCUHTETA3bl, YBEJIWYHMBAs BHYTPUKJICTOUHBIM Iyl (HOJIaTOB, TaKuUM
00pa3oMm, cTabMIM3UPYs KOMIUIEKC (PTOpypaluI-TUMHINHCUHTETA3a U MTOBBIIIAS €r0 AKTUBHOCTb.
BHyTpuBeHHO Kaiblus GoIuHAT HA3HAYAIOT JUIS MPOGUIAKTUKY U JeueHus Aepuiura GoaaTos,
KOIZla JIaHHOE COCTOSIHHE HE MOXKET OBITh CKOPPEKTUPOBAHO IE€POPAIbHBIM MPUMEHEHUEM
npenapara, HampuMep, MpPH IIOJIHOM MapEHTEPaIbHOM IHUTAHUU U BBIPAXKEHHOM CUHIpPOME
ManbabcopOruu. Takxe Kanblusg GOIUHAT MPUMEHSIOT JUIS JICYCHUS METajo0IacTHON aHeMUH,
BbI3BaHHOI AeuuuTomM ¢GoaueBoil KUCIOThI, PU HEBO3MOXKHOCTU MEPOPATHLHOTO MPUMEHEHUS

npernapara.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopOuus

[Toce BHYTPUMBIIIEYHOTO BBEACHUSI BOJHOIO PACTBOpPA CUCTEMHAsi OMOOCTYITHOCTh CpaBHUMA
C TAKOBOM TOCJI€ BHYTPUBEHHOTO BBeNeHUA. OJIHAKO, MaKCUMaIbHBIE KOHIICHTPAIIMH B TUIa3Me
KPOBU HUKE€ IPU BHYTPUMBIIIEUHOM BBEJICHUH.

Pacnpenenenue

O06nem pacnpeneneHus (HOTUHOBOM KHCIOTHI HEU3BECTEH. MakCHMalbHbIE KOHIIEHTpAIluU B
IUIa3Me KPOBU HMCXOAHOTO coenuHeHus ((popmmnrerparuapodonueBas KHUCIOTa, (OTMHOBAS
KHCIIOTa) Jocturarorcss dvepe3 10 MuHYT mocie BHYTpUBEHHOro BBeaeHus. CpenHss
KOHIeHTpauust s L-5-popmunrerparunpodonueBoil KUCIOTH U IpaBoBpamiatomerocss D-5-
METUATETPAruaApo(POoIneBON KUCIOTHI cocTaBuiIn 28,4+3,5 Mmr*mun/a u 129+11 Mr*mun/a nocne
BBeZICHUS 10361 25 M. KOHIIEHTpaIyst HEaKTHBHOTO TIPAaBOBPAIIAOIIETOCS H30Mepa O0JIbIIIe, 4eM
L-5-popmunterparuapodonara.

Buorpancdopmarnus

KaJ'[I)]_[I/Iﬂ q)OHI/IHaT SABJCTCA pall€éMaTOM, aKTUBHBIM SHAHTHOMCEPOM SBJIACTCA JICBOBpaIlllaroias
dopma (L-5-hopmunrerparuapodonar).

OCHOBHBIM METAa00JIMTOM Kajbliis (OIMHATA SBIACTCSA 5-METHITETParuapodoIreBas KHCIoTa,
KOTOpasi MPEUMYIIECTBEHHO 00pa3yeTcs B MEYEHH M HHTEPCTHIHATLHON TKAHH.

DIMMHHAINS

[Tepuox nmonyBbIBeAeHUS cOcTaBisieT 32—35 MUHYT AJis akTUBHOM L-popmel u 352485 Munyt —
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0K0JIO 6 yacoB (1OCiie BHYTPUBEHHOI'O U BHYTpHUMBILIEUHOro BBeAeHUs ). 80—90 % BbIBOAUTCS
noukamu (5- u 10-popmunrerparuapodonartel Kak HEAKTUBHBIE METa00NUThI), 5—8 % - yepes

KHUIICYHUK.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/IbHBIX BelIECTB

MertuimaparuipokcuOeH30aT

[TponmmmaparuapokcudeH3oar

6.2. HecoBMecTUMOCTH

Kanprust gponuHaT Henb3sh CMEMUBATh ¢ (PTOPYPALMIOM MPH OJHOBPEMEHHOM BHYTPHBCHHOM
BBC/ICHUMU.

HmeroTcst cOOOIICHUsT O HECOBMECTUMOCTH HHBCKIIMOHHBIX (OpM Kaiblusl (omHaTa TMpu
OJIHOBPEMECHHOM TPUMEHEHUH C WHBCKIMOHHBIMH (opmamu Jporepuaona, ¢GTopyparuia,
dockapHeTa HaTPUs U METOTPEKcarTa, BCICACTBAE O0Pa30BaHMS MPEIUNUTATA WIH TOMYTHEHUS
BBOJIUMBIX PaCTBOPOB.

JlaHHBI JIEeKapCTBEHHBIN TpenapaT HE CIEAyeT CMENIMBAaTh C JPYTUMHU JIEKAPCTBEHHBIMU
npenaparami, 3a UCKIIOUYEHUEM YIIOMSIHYTHIX B pazzene 6.6.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

HeBckpoIThI hakoH

2 roja.

ITpuroToBIIeHHLINA pacTBOP

[TosryueHHBIN pacTBOp cTaOuiIeH B Te4eHHEe 24 4acoB.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHUTh B 3alllMIIEHHOM OT CBETa MECTe MpH TemnepaType He Bbie 25 °C.

VYcnoBust XpaHeHHs Toclie pa30aBIeHUs JIEKapCTBEHHOTO MIpenapara cM. B pazjene 6.3.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

IIepBuuHas ymmakoBKa JIEKapCTBEHHOTO IIpenapara

ITo 10 mr, 25 mr, 30 mr unu 50 Mr GonMHUEBOM KUCTIOTHI B CTEKIISTHHBIE (DJIAKOHBI BMECTUMOCTBIO
or 10 mMan mo 15 mn tuma | THAPOIUTHUYECKOrO Kilacca, TePMETUYHO YKYHNOpPEHHbIE
OpoMOYTHIIOBBIMH NTPOOKaMHU U 00XkKaThle ATFOMUHUEBBIMU KOJIIMAYKaMU C MPEAOXPAHUTEIHHBIMU
IJIACTMACCOBBIMU KPBIILIEYKaMHU.

Ha xaxnpiii (1akoH HaKJIEMBAIOT 3TUKETKUM M3 OymMard STUKETOYHOM WM THCYeH, Wi u3

IMOJIMMEPHBIX MAaTECPHUAJIOB, CAMOKIICAIIUECA.
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JITT-Ne(001331)-(PT'-RU)) B mONMMATHIICHOBBIC aMITyJbl M3 TOJHATHIICHA HU3KOM TNIOTHOCTH WIIH
U3 MOJIMATHIICHA /Tl MH(Y3UOHHBIX U UHBEKITMOHHBIX TIPEMapaToB.

Ha ammysiel HaHOCAT MapKHUPOBKY NMPUHTEPOM B COOTBETCTBHH C MAapKHUPOBKOW MEPBUYHON
YIaKOBKH.

BropuyHas ymmakoBKa JIEKApCTBEHHOT'O Ipermapara

1. Ilo 1 ¢uakonHy ¢ mpenapaToM BMECTE C JUCTKOM-BKJIA/IbIIIEM ITOMEIIAIOT B MAYKy M3 KapToHA
Juid 1oTpeOuTensckoil Tapbl. Ha mauky mMosker ObITh HakjeeHa ITUKETKa ¢ MapKUpPOBKOW W3
Oymaru STUKETOYHOM MM NHUCYEH, WIM M3 [OJMMEPHBIX MaTepUasioB, CaMOKJIESIAsACs
(MapKMpOBKa HAaHOCHUTCS Ha 3TUKETKY (CTHUKEp), HE JOMYCKAIOIIUM OTAEJIECHUS MaTepUaIbHOTO
HOCUTEJS OT YIaKOBKU 0€3 MOBpeXIeHUI). JlONOIHUTENBHO Ha auKy MOTYT HaKJIeUBaTh OJIUH
WY JIBa IPO3PAYHbIX (PUKCUPYIOLINX CTUKEpa U3 MOJIUMEPHBIX MaTepuanoB. [lauku noMemniaror B
IPYMNIIOBYIO YIIaKOBKY.

2. o 5, 10 ¢pnmakoHoOB C mpenapaToM BMECTE C JIMCTKOM-BKJIAJBIIIEM MOMEIIAIOT B KOPOOKY ¢
IIEpPEropoJIKaMM M3 KapTOHA JJi1 NOTpeduTenbckoi tapsl. Ha KopoOKy M3 KapTOHA HaKJIEUBAIOT
STHKETKY M3 OyMmard 53TUKETOYHOM WJIM TNHMCYeHW, WIM U3 IOJIMMEPHbIX MaTepHalios,
caMmoKJIesytocs. J(onosHuTeNnbHO Ha KianmaH KOPOOKHW MOTYT ObIThb HaKJIE€EeHbl OJUH WM JIBa
NPO3payHbIX (PUKCHPYIOMIMX CTUKEPA U3 IOJIMMEPHBIX MaTepPHAJIOB.

B cnyuae komnaekmayuu ¢ pacmeopumenem.

1. ITo 1 ¢naxony c mpenaparom u 1 ammyne ¢ pactBoputeneMm mo 2, 5 unu 10 M Bmecte ¢
JMCTKOM-BKJIJIBIIIIEM TTOMENIAOT B MAUKy U3 KapTOHA ¢ meperopoakoi. Ha mauky moxer ObITh
HaKJIeeHa ITHUKETKAa C MapKUPOBKON M3 OyMaru STUKETOUHOM WM MUCYEH, MU U3 MOJIUMEPHBIX
MaTepuasoB, caMoKesascs (MapKUpOBKa HAHOCUTCS Ha TUKETKY (CTUKEp), HE JOMYCKAIOLIUM
OTJeJICHHS MaTepHaIbHOTO HOCUTENIS OT YIAaKOBKH 0€3 OBPEKeHU ). JIOTONHNUTENEHO Ha TAUKy
MOTYT HaKJIEUBAaThCS OAMH WIM JBa MPO3PAYHbIX (PUKCUPYIOIIUX CTUKEpPAa W3 TOJMMEPHBIX
MaTepuasoB.

2. ITo 5 dpmaxoHoOB ¢ mpenapaTom u 5 ammyn ¢ pactBopureseM / wim 10 prakoHOB ¢ nmpenapaTom
u 10 ammyn ¢ pactBopurenem no 2, 5 win 10 M1 BMecTe ¢ JTUCTKOM-BKJIabIIIEM OMEIIAIOT B
KOpOOKY M3 KapTOHAa JUIsl OTPeOUTEIbCKON Taphl ¢ meperopoakamu. Ha kopoOky u3 xapToHa
HAKJIEMBAIOT 3TUKETKY U3 OyMaru STUKETOYHOM WM MHUCUEeH, UM U3 TIOJMMEPHBIX MaTepHalIoB,
camokuiesnytocs. JIomomHUTENsHO Ha KiamaH KOpPOOKM MOTYT HakKJeHBaThCsl OAWH WM 1B
pO3payHbIX (PUKCUPYIOIIMX CTUKEPA U3 NOJIMMEPHBIX MaTepHaloB.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJH  OTXO0J0B, TMOJYYeHHBIX IoOcjJe TNpPUMeHEeHHUs

JIEKAPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuMyJsiiiU ¢ NpenapaToM
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[lepen BBemeHuEM CIEAyeT BH3yalbHO TMPOBEPUTh (IAKOH C Kaiublus (OIUHATOM.
[IpuroroBiaeHHBIN pacTBOP Il BHYTPUMBIIIEYHOTO U BHYTPUBEHHOI'O BBEJICHUS JOJHKEH OBITH
MPO3PAaYHBIM M UMETh LIBET OT MKEJITOBATOro 0 >kentoro. Eciu HabmogaeTcs moMyTHEHUE UITU
HaJIM4Yue BKIIIOUYEHUH, TO TAKOW PacTBOP UCHOJb30BaTh HeNb3s. PacTBop kanbuus doauHaTa A
WHBEKIUHN NpeTHa3HaueH VISl OJTHOKPATHOTO TPUMEHEHUSI.

PacTtBOp BBOJAUTCS BHYTPUMBIIIEUHO WJIM BHYTPUBEHHO.

[lepen mpuMeHeHUEM MIPU BHYTPUBEHHOM MYTH BBEACHMS Kalblins (GOIMHAT MOKHO Pa3BOJIUTH
0,9 % pacTBOpOM HaTpus XJ10puaa uim S5 % pacTBOPOM JEKCTPO3BL.

[Tpu IpUTrOTOBIEHUH PacTBOpa JUIsl MHBEKIUN KaNbIHs (DOJMHAT MOYXKHO Pa3BOJIUTH PaCTBOPOM
Punrepa, 10 % pactBopom aexcTpossl, S % pactBopoM aekcTpossl, 0,9 % pactBopom HaTpus
xjopuaa a0 koHreHTpamuu ot 0,06 mr/min mo 1 mr/mu. OcTaBIIMICS PacTBOpP HE MOIJICKHUT
HCIOJIb30BaHUIO.

Hewncnonp30BaHHBI pacTBOp ClleayeT YTHWIM3HPOBaTh B COOTBETCTBMM C IIPOLIEAYPOH

YTUIM3alIU HUTOTOKCUYCCKHUX BCUICCTB.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccniickas @enepanus

AO «DapmacuHTE3»

664007, Upkytckas o6i., r. Upkytck, yin. KpacnorBapaeiickas, a. 23, odpuc 3
Ten.: +7 (3952) 55-03-55

Anpec snekTpoHHO# mouThl: info@pharmasyntez.com

7.1. IIpeacTaBUTE/Nb AEPKATESI PETHCTPALMOHHOI0 YA0CTOBEPEeHHUs

[IpereH3un HOTDe6I/ITeJ'IeI71 HalnpasJIATH 110 aApECy.

Poccniickas @enepanns

AO «DapmacuHTE3»

664040, r. Upkytck, yu. P. JIrokcemOypr, a. 184
Ten: 8-800-100-15-50

Anpec snekTpoHHO# mouThl: info@pharmasyntez.com

8. HOMEP PEITUCTPAIIMOHHOI'O YAOCTOBEPEHUA
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9. IATA TEPBUYHOW PETMCTPAIIMU (MOJTBEPHIEHNS PEFHCTPAHNM,

INEPEPETUCTPALIMN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast  XapakTepuCTHKa  JIEKApCTBEHHOro  mpemapara  DomumuHaT  JOCTYIHA  Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAaIMOHHO-

KOMMYHHKAIIMOHHOM cetu «HTepHeT» hitps://eec.eaeunion.org/.
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