COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 10.07.2023 N= 12886

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

JleiikoBopuH, 5 Mr/mi u 10 Mr/mi1, pacTBOp AJisi BHYTPUBEHHOTO U BHYTPUMBILIEYHOT'O BBEICHHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytol11ee BEIIECTBO: KAIbIHs (OJIMHAT.

JICHKOBOPHH, 5 MI‘/MJ'I, PacTBOP JJId BHYTPHUBCHHOI'O M BHYTPHUMBIIIICYHOI'O BBEACHU A

1 M pactBopa coaepxut 6,35 Mr kanbius ¢onuHara rugpara (B Buae GOJIMHUCBON KHUCIOTHI
5 mr).

1 ammyna (3 M) cogepxut 19,05 mr kanbius gonuHata rugpara (B Bujae GOIMHUEBON KHUCIOTHI
15 mr).

1 ammyma (5 M) cogepkut 31,75 mr kanbius GonmHaTa ruapara (B BUAE (OIMHUEBON KHACIOTHI
25 wr).

1 ammymna (10 mi) comepkut 63,5 Mr kanbius (onuHaTta ruapara (B Buae (OIMHUEBON KHUCIOTHI
50 mr).

HeﬁKOBODHH, 10 MF/MJI, PacTBOP AJII BHYTPHUBCHHOI'O M BHYTPUMBIIIICYHOI'O BBCACHUA

1 mut pactBopa coxepxkut 12,70 mr kanmbitus donuHaTa ruapata (B BUIC (POTUHUCBOM KHCIOTHI
10 mr).

1 amnyna (3 mi) cogepxut 38,1 Mr kampius QonuHata ruapara (B Buae GOMMHUEBON KUCIOTHI
30 mr).

1 ammyna (5 mur) cogepxut 63,5 Mr kambius GonauHaTa Tuapara (B BUae HOITMHUEBON KUCIOTHI
50 mr).

1 ammyna (10 mi) comepxkut 127 mr kanbius ¢oiauHata ruapara (B Buae GoinHUeBON KUCIOTHI
100 mr).

[TonHbIN TTEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

PaCTBOp JJI1 BHYTPUBCHHOI'O U BHYTPUMBIIICYHOI'O BBCACHU .

[Tpo3paunblii pacTBOp OT OECIIBETHOTO JI0 KEJITOTO IIBETA.
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4. KJIMHWYECKUE TAHHBIE (MOCNEROBA
4.1. Iloxka3aHusi K NPUMEHEHUIO
o [IpodunakTrka TOKCHYECKOTO JCHCTBUS METOTpEeKcaTa MpHU MPUMEHEHHH €ro B BBICOKHX
J03ax.
e VHTOKCHKAIUS aHTaroHUCTaMH (POJIMEBON KUCIOTHI (METOTPEKCATOM, TPUMETOIIPUMOM U
MUPUMETAMUHOM ).
e KonopekranbHelii pak (B COCTaBe KOMOMHUPOBAHHON TE€paNiK ¢ (PTOPYPALIUIIOM).
e Merano06mnactHas anemus Ha ¢oHe aedunuTa GoaueBoi KUCIOTHI (B T.4. Ha POHE CHHIpOMa
MaTbaOCOPOIMH, HEOCTATOYHOCTH INMUTAaHUS, OCPEMEHHOCTH, CIIPY, B PaHHEM JETCKOM

BO3PACTE MIPHU BPOXKACHHOM HETOCTATOUHOCTH JUTHAPOQOIATPELyKTa3hl).

4.2. Pe:kuM 103UPOBAaHNS M CIOCO0 NPUMeEHEHUsI

Pexxum 103upoBaHus

Ilpogunakmurka mokcuueckozo 0elicmeus MemompeKcama, NPUMEHAEMO20 8 8bICOKUX 003aX
CxeMBbl JIeYeHus KaJabl s (1)OJII/IH3,TOM 3aBUCAT OT CXCM TC€pallu CPCAHMMHU U BBICOKHUMH JO3aMU
METOTpeKcaTa, MOITOMY 3a HeoOXomuMmon wuH(opManue menecoodpa3Ho oOpaTUThCS K
COOTBETCTBYIOILIEMY IPOTOKOJY JICYCHUS] METOTPEKCATOM.

[TpuBeneHHbIE HUXKE PEKOMEHJAIIUN MOTYT CIIYKUTh OPUEHTUPOM JUJIsl OIIPEIEICHUS 103 U CXEMBbI
3alIUTHOTO MPUMEHEHHs Kalblus (OJMHATA Yy B3POCIBIX, MOXKWIBIX U Aereil. [Ipodumakruka
TOKCHUYECKOI'O I[CI\/IICTBI/ISI MCTOTpECKCATa, MPHUMCHACMOI'0O B BBICOKHUX [J03aX, OCYIICCTBIIACTCA
IyTeM MapeHTEPaTbHOIO BBEJCHUS Y MALMEHTOB C CHHJIPOMOM MaibaOCOpPOLUM WU Jpyrou
[aToJIoTHel NHILIEBapUTENbHOIO TpPaKTa, KOTJa BCAChIBAHWE B KHIIEYHUKE MOXET ObITh
3aTpyaHeHo. J{o3br 25-50 Mr cienyeT BBOAUTH MapeHTEpaIbHO M3-3a HACKHIIIAeMOW abcopOmmu
KaJIbIIUs (1)OHI/IHaTa B KHUIIICYHUKCE.

Jlo3a u IIUTENbHOCTh MPUMEHEHMs KajblMs (homHATa, IMpexkJie BCEro, 3aBUCAT OT THUIIA U J103
TEparuyl METOTPEKCaTOM, BO3HMKHOBEHHs TMPU3HAKOB TOKCUYHOCTH W HHAMBUIYaTbHBIX
0coOeHHOCTEN AKcKpeuuu MeroTpekcara. Kak mnpaBuio, mepBas 1o3a Kaublus (oJiMHATa
cocrasnser 15 mr (6-12 Mr/m?), BBogmMbIe uepes 12-24 yaca (He mo3qHee 24 4acoB) Moclie Hauana
UHY3UH METOTpeKcaTa. DTy K€ 7103y Ha3HauyaroT KaxJple 6 4acoB Ha MPOTSHKEHUH 72 4acoB.
[Tocne mapeHTepanbHOTO BBEACHUS HECKOJIBKUX /103 MpenapaTa MOKHO 3aMEHUTh IPUMEHEHUEM
epopabHbIX (HOPM.

Taxxe HEOThEMJIEMBIM JOMOTHEHHEM K MPUMEHEHHUIO Kainblius (oiarHaTa Mpu MPOQIITaKTHKE
TOKCHUYECKOI'O )I@f/iCTBI/I?I MCTOTpEKCaTa, IMPHUMCEHACMOI0O B BBICOKHX [03aX, SABJISAIOTCA

MEpONpPHUATHs, CHOCOOCTBYIOLIME YCKOPEHMIO OSKCKpelMH MeToTpekcara (obecreueHue
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aJICKBAaTHOCTHA MOYEBBIJICTUTEIIBHON (DYHKITUN U samenaﬁgﬁ%ﬁﬁ%ﬁiﬁ Eﬁﬂkﬁ%[ﬂgé&:ﬁ&hma

©XKEHCBHO KOHTPOJHPOBATHCS H3MEPCHUEM KOHIICHTPAIMM KPEATUHHHA CHIBOPOTKH KPOBH.
PexkomeHtyeTcsi U3MEPHUTh KOHIICHTPAIMI0 METOTPEKcaTa B ChIBOPOTKE KpPOBH uepe3 48 uyacoB
nocie Havana uHQy3ud. Eciu ocTaTovyHas KOHIIGHTPAIUS METOTpPEKcaTra COCTaBJsieT Ooliee
0,5 MKMOJIB/J1, TO PEXKUM JTO3UPOBAHKS KalbIUs (pOTUHATA TOJDKEH OBITh aJalTUPOBAH COTIACHO
CIeqyroIIel Tabmure:

Pexomendyemas xoppexyus mepanuu Kaivyusi QOIUHAMOM NPU NPOPUIAKMUKE MOKCUYECKO20
Oeticmeusi Memompexcama, NPUMEHSEM020 6 BbLCOKUX 003AX 8 3A8UCUMOCU OM OCMAMOYHOU

€20 KOHyenmpauyuu

OcraTto4Hasi KOHIIEHTpAIHs METOTpekcara B | JlOMONHUTENbHBIE 1036l KATbIHs (DOTHHATA,
KPOBH CITYCTSI Ha3HaYaeMbIe KaXKJbI€ 6 4acOB B TCUCHUE
48 yacoB 1ociie Hayala BBEACHUS 48 4acoB WM JJO CHUIKCHHS KOHIICHTPALIUU
METOTpeKcaTa MeToTpekcaTa Hike 0,05 MKMOIIB/JT
> (0,5 MKMOJIB/1T 15 mMr/m®
> 1,0 MKMOJIB/T 100 mMr/m?
> 2.0 MKMOJIB/T 200 mMr/m?

Humomoxcuueckaa mepanus ¢ komounayuu ¢ Pmopypayuiom

[TpuMeHSIOT pa3iauyHble 103bl U CXEMbI IPUMEHEHUS Mpenapara.

[TpuBeneHHbIE HUXKE PEKOMEHJAIIMU MOTYT CIIYKUTh OPUEHTUPOM JIJISl ONIPEJEIICHUS 103 U CXEMBbI
3alIUTHOTO MPUMEHEHHS KaIbIUs GoIrHaTa ¢ (PTOPYPALMIIOM Y B3POCIBIX U MOKMIBIX. JJaHHBIX
10 MPUMEHEHNIO KOMOUHAIMH Kaiblus (oauHaTa ¢ propypanuioM y JeTei He MeeTcs.

Jo3b1 cBbiie 50 Mr cienyer BBOAUTH MapeHTepaibHO. IIpuMeHeHHne Oosee BBICOKHX /103 He
IPUBOJIUT K OoJiee BBICOKMM KOHIEHTpPALUsM B KPOBU M3-3a HACHIIIAeMOW aOCOpOLMM KabIus
dbonunara.

Jleyxmecsaunbiii pexcum.: BHyTpUBEHHAs WH(Y3Us Kablus BouHata B 103e 200 Mr/m? B TeueHue
2-X 9acoB, C MOCIEIYIONHNM OOMOCHEIM BBeneHHneM 400 mr/m?> ¢ropyparmna m 22-4acoBoii
uHbysuei propyparmna (600 Mr/mM?) B TeueHHe 2-X MOCIE0BATENBHBIX THEH KaK/IbIe 2 HeeIH,
Mecsunvuii pexcum: Kanpuus GonuHaT B 03¢ 20 MI/M? BBOAAT BHYTPHBEHHO GOIIOCHO MM
200-500 Mr/m? uH(pY3MOHHO B TeUeHHE 2-X YacOB CPa3y ke Iocie BHYTPHBEHHOTO GOJIOCHOTO
BBeieHus 425 Mr/m? unu 370 Mr/m? Gropypaimia, Ha HPOTSKEHHN 5 TTOCIIEN0BATeNbHBIX JHEH.
Heodenvhwiii pescum: Kanbims GommHat B 103e 20 Mr/M? BBOAAT BHYTPHBEHHO GomrocHO i 200-
500 Mr/m? HH(Y3HOHHO B TeueHHe 2 4acoB, 3aTeM GONIOCHOe BBeIeHHe (ropypammna 500 mr/m> B
CepeIMHE WM KOHIIE MH(Y3UU Kbl (OJIMHATA.

[Tpu npuMeHeHnN KOMOMHALMYU ¢ (HTOPYPALUIOM MOXKET MOTPeOOBATHCS MOAUDUKAIIUS CXEMbI

JICYCHUS ITYTEM 4YEpPCAOBaHUA IMEPUOJOB TCpalli ¢ HHTCPBAJIaMU 0e3 neuenuns. B 3aBucuMocTH
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
ot 10.07.2023 N= 12886
OT COCTOSIHHMS MALMEHTa, KIMHUYECKOTO OTBETa U Ipo: eI FoRCHUROCTT "fép-lzlﬂp'ri/r: Mdker

noTpe0oBaThCsl  KOppeKuus 1036l  (ropypamumia (CM. HWHCTPYKLUHIO TIO0 TNPUMEHEHUIO
¢dTopypanmna). Ynucino moBTOPHBIX UKIIOB - 10 YCMOTPEHHIO JICYAIIero Bpaya.

Tepanus nomxkHa ObITh MpEKpalleHa MpH KOJIUYECTBE JIEHKOIMTOB U TPOMOOIIMTOB KPOBU MEHEe
3,5 teic. m 100,0 ThIC., COOTBETCTBEHHO. Takke Teparmui HEOOXOAUMO NPEKPaTHTh IPHU
BO3HMKHOBEHUH KPOBOTEUCHHS U3 KETYIOYHO-KUIICYHOTO TPaKTa, TsDKENo nuapeun (> 7 pa3 B
JICHb ), 9KC(POIMATHBHOTO IEPMATHUTA.

Humokcukayua anmazonucmamu oaueeoi Kuciomel (Memompexcam, mpumemonpum,
RUPpUMEMAMUH)

Ilepedosuposka memompexcamom

Kanbiust ponuHaT BBOJUTCS B 103€ PABHOM MJIM MPEBBIMIAIOIICH J03y BBEIECHHOTO METOTPEKCaTa
He mo3Hee | yaca mocie BBEIGHHOI 10361 METOTPEKCaTa, Jajiee penapar BBOAUTCS 1o 10 mMr/m?
KaXKple 3 yaca 10 UCYE3HOBEHUS MPU3HAKOB TOKCUYHOCTH.

Toxcuunocms mpumemonpuma

[Tocre mpekpamieHuss BBEICHUS TPUMETONpPUMA, Kanblms (onmHaT BBOgUTCS B o3¢ 3-10
MT/CYTKH IO BOCCTAaHOBJICHHS MMOKa3aTeNeil KIMHNYECKOTO aHallu3a KPOBH.

Toxcuunocmov nupumemamuna

B ciydae mpumeHEHHS BBICOKHMX /103 NHPUMETaMUHA WIM MPHU TPOJOJDKHTEIBHOM IEPHOJE
JICYCHHUs] HU3KHUMH J[03aMH, OJHOBPEMEHHO CJEAyeT BBOJIWTH Kanblus (OJUHAT B J03€
5-50 Mr/cyTk#, B 3aBUCUMOCTH OT MOKa3aTesiel KIMHIUYECKOTro aHalln3a KPOBH.

Tepanus 1omKHA OBITH MPEKpAleHa IPU KOJIMYECTBE JEUKOIUTOB U TPOMOOLIUTOB KPOBU MEHEE
3,5 teic. m 100,0 TBIC., COOTBETCTBEHHO. Tak)ke Tepanuio HEOOXOAMMO NPEKPAaTUTh IpPU
BO3HMKHOBEHUH KPOBOTEUEHHSI U3 KETYIOYHO-KUIICYHOTO TPAKTa, TsDKENO nuapen (> 7 pa3 B
JIeHb ), SKC(POIMATUBHOTO IEPMATHUTA.

Ilpu mezanobnracmuoul anemuu, BbI3BaHHON NeUIUTOM (HOTUEBON KUCIIOTHI, Kalnblius (OIHMHAT
Ha3HayaroT B J103€ A0 5 MI' (MaKCUMYM 15 Mr) B CyTKH.

Criocob nnpuMeHeHu s

PacTBOp BBOANTCSI BHYTPUBEHHO WJIM BHYTPUMBIIIEYHO.

[lepen BBeneHHEM clielyeT BU3YyalbHO MPOBEPUTH (PrIakoH ¢ Kanblms (onuHaToMm. PacTBop st
BHYTPHUBEHHOTO M BHYTPHUMBIIICYHOTO BBEJACHUS JODKCH OBITH MPO3PAYHBIM U UMETH IBET OT
OecrBeTHOTO 110 *KenToro. Eciu HabmomaeTcss TIOMyTHEHUE WU HAJTWYNE BKITFOYCHUH, TO TaKOH
pPacTBOP UCTOIB30BATh HEJb3SI.

PactBop kanbuus GonauHaTa Uit BHYTPUBEHHOTO U BHYTPUMBIIIEYHOTO BBEACHUS MPEAHA3HAUCH

JUISL OJTHOKPATHOTO TIPUMEHEHHUSI.
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
ot 10.07.2023 N2 12886
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YMuUau3ayuu yumomoKCuU4eCKux 6eujecmea.

[Tpu BHYTpHUBEHHOM BBE/ICHUH B | MUHYTY clienyeT BBOAUTH He Ooinee 160 Mr kanbiuus ¢ponuHaTa
U3-3a COJIEPIKAIIErocs B paCTBOPE KaJbIH.

Ilepeo npumenenuem npu 6HympugeHHoM nymu 68edeHus Kalbliusg (POIMHAT MOKHO Pa3BOJIUTH
0,9 % pacTBOpOM HaTpus XJiopuaa uiu 5 % pacTBOPOM JIEKCTPO3bI.

Ilpu npuecomosnenuu pacmeopa 0nsa uHveKyull Kanblius GOIMHAT MOKHO Pa3BOAUTH PACTBOPOM
Punrepa, pactBopom Punrepa c nakrarom, 10 % pactBopom aekctpo3bl, 5 % pacTBOpoM
nekerposbl, 0,9 % pactBopom HaTpus xjopuaa A0 koHuentpanuu ot 0,06 mr/miu go 1 mr/mo.
[TommyuenHbIii pacTBOp cTabuieH B TeueHue 24 yacoB. OcCTaBIIMIICS pPacTBOp HE TOJJICKHUT

HCIIOJIBb30BaHUIO.

4.3. IIpoTBONOKA3aHUSA
e [ unep4yBCTBUTENBHOCTh K KaiblUsl (OMMHATY WIM JHOOOMY JPYroMy BEIIECTBY,
BXOJALIEMY B COCTAaB IIpenapara.

e Merano6iactHas aHeMus1, 00yCIIOBIICHHAS Ie(PUIIMTOM [TMaHOKOOaIaMrHa (ButamuHa B1o).

4.4. OcoOble ykazaHusl U MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

®  AJKOTOJIM3M;

®  DIWIENCHS,

® XpoHHYECKas nmodeyHas HepoctarouHocTh (XITH);

e JeTCKHi Bo3pact 10 2 et (6e30nacHocTh U 3(h(HEeKTUBHOCTH HE YCTAHOBIICHA).
JlaHHBIX IO TPUMEHEHUIO KOMOMHAIMI Kalblusl (onuHaTa ¢ propypanuiaom y aeteit 1o 18 mer
HE UMEETCH.

Oco0ble yKkazaHus

Kanvyua ponunam cnedyem 6600umov eHympumvliieyHo uiu 6HYMpUGEeHHO (UHbEKUUU UIU
uHgy3uu), Ho HeNb3A 6600UMb UHMPAMEKATLHO

[Tpu mHTpaTeKaJbHOM BBEJEHHUU (HOJTMHOBOM KHCIOTHI MOCIE MHTPATEKAIbHON Mepeio3upOBKU
METOTPEKCATOM BO3MOKEH JIETAJIbHBIM UCXO/.

JledeHne METOTpEKCATOM U KaJbIUs (POJIMHATOM, a TaKkKe (PTOPYpalluiIoM U Kalblus (GOITUHATOM
JOJIKEH MPOBOJUTH KBAJTM(UIMPOBAHHBIN BPay-OHKOJIOT MPH HATMYUHM HEOOXOJUMBIX CPE/ICTB

KOHTPOJIA.
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WIH PYTOi pa3HOBUIHOCTH aHEMUH, BBI3BAaHHOH Aedunurom BuTamuHa Bio.

MHorre HMTOTOKCUYECKHE IIPenaparhl BbI3bIBAIOT PA3BUTUE MAKPOLIMTO32 (B YACTHOCTH, IIPSIMbIE
U HenpsMble UHIMOUTOPBI CUHTE3a J1€30KCUPUOOHYKICMHOBOM KUCIOThI — TUAPOKCUKAapOaMu,
uTapaOuH, MEpKalTONypuH, THOryaHWH). CuuTaercsi, 4To TaKOW MAaKpoOLMTO3 He Tpelyer
aeueHust HOIMHOBON KUCIOTOM.

Y manueHToB C AOWICNCHEH, MONydarolux JedeHue (eHoOapOuTaniom, MPUMUIOHOM,
(EHUTOMHOM MM CYKLIMHMUMHUJAMH, MMEETCS PUCK MOBBIIMIEHUS YAacCTOThl AMMICHTUYECKUX
IIPUCTYIOB U3-3a CHW)KEHUS B IJIa3M€ KPOBH KOHLIEHTPALMH IPOTUBOSIUICIITHYECKUAX CPELICTB.
B nmanHOM ciydae, peKOMEHAYETCS KIMHUYECKUH MOHUTOPUHI, KOHTPOJIb KOHLIEHTpPAllUU
IpenapaToB B IJIa3Me KPOBH M, €CJIM HEOOXOAUMO, KOPPEKIHS 103l MPOTHBOAMHICHTUIECKIX
CpPEZCTB BO BpeMsl IPUMEHEHUS KaJIbLUs (POIMHATA U TI0CIe OKOHYaHUs Kypca Teparuu.

Kanpnusa donunar/dropyparmi

[Tpu KOMOMHYPOBAaHHOM IPUMEHEHHH (pTopypanuia 1 Kanblus (oImHaTa TOKCHYECKOE JIeHCTBHE
dTOpypanmIa yCHINBACTCS U PUCK Pa3BUTHS TOKCHUYECKUX 2P eKkToB Bo3pacTaeT. OcoOeHHO 3TO
KacaeTcs IMalMeHTOB MOXKUII0ro Bo3pacTa U 0ciIabiIeHHbIX naleHToB. Yaile Bcero HabIoAa0TCs
J10303aBUCUMBIE [TOOOUHBIE SABJICHUS: JIEHKONEHHUS, BOCIIAJICHUE CIM3UCTBIX 000JI0YEK U Auapes..
[Tpu npumeneHnn Gropypanmia B COYeTaHUH C Kb (POTUHATOM J103bI (PTOpypammia B cirydae
BO3HMKHOBEHUS TOKCHUYECKHUX () ()EKTOB cieyeT CHUKATh 3HAYUTEIbHEE, YEM P MOHOTEPAITUU
¢dTopypaumnom. He cnenyer HauMHaTh WIM TNPOJODKATh KOMOWHUPOBAHHYIO TEpAHIO
dTopypaumiomM M Kajiblus (OJUHATOM, €CJIM y MALUEHTa WMEIOTCS NMPU3HAKU TOKCHYECKOTO
MOpaXEHUS]  TMUIIEBAPUTEIBHOTO  TPaKTa, HE3aBHUCUMO  OT  TSDKECTH  TOPaKEHHS.
KoMOnHMpOBaHHYIO TEpanuio MOXKHO MPUMEHSTH TOJBKO TOCIIE TMOJIHOTO MCYE3HOBEHHS BCEX
NaTOJIOTMYECKMX CHMIOTOMOB CO CTOPOHBI JKEITYJOYHO-KHIIEYHOTO TpakTa (Hampumep,
BOCTIQJICHUE CIU3UCTBIX 000JI0UEK, Truapes).

Tak xaKk Auapes MOKET SIBIIATHCS MPOSBICHHEM TOKCHUYECKOTO BIHMSHUS Ha MUIICBAPUTEIHHYIO
CHCTEMY, TMalMEHTHI C JTaHHBIM MOOO0YHBIM 3()()EKTOM TOIDKHBI HAXOJUTHCS IO TIIATETHHBIM
KOHTPOJIEM JI0 TMOJIHOTO MCYE3HOBEHUS IPU3HAKOB AUApen. ITO HEOOXOJUMO M3-32 BO3ZMOKHOTO
OBICTPOrO YXY/IIEHHUS KIMHUYECKOW KapTUHBI, IPUBOSAIIETO K JeTaabHOMY Hcxony. Eciau npu
JICYCHUH Y TAIMeHTa BO3HHWKAET IWapes W/WIM CTOMATHT, PEKOMEHIYETCS CHIDKATh 03y
(dTOopypanmia 10 UX MOJHOrO Nc4e3HOBeHU. OCOOEHHO 3TO KacaeTcsl MOXKUIIBIX U 0CIa0IeHHBIX
NalMEeHTOB, KOTOpble HanboJiee ySI3BUMBI JUIsi TOKCHYECKOT0 IEHCTBHSI JAaHHOTO Tpernapara.

VY nanueHToB, KOTOPBIM NPOBOAMIIACH MTPEIIIECTBYIONIAs JIyuyeBasi Tepanus, a TAkKe y MOKUIBIX

ManuEHTOB PEKOMEHIOBAHO HAYMHATE TEPAINIO YMCHBIICHHBIMU 103aMHU Q)Topypam/ma.
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GHYMPUGCECHHOM 66e0eHUU (UHDEeKYUA UIU UHPY3U)

VY nanueHToB, MOTyYalonX KOMOMHHUPOBAHHYIO TEPAIUIO (TOPYpaLMiIa ¢ KaIblus (GOTMHATOM,
ClIeIyeT KOHTPOJIMPOBATh KOHIICHTPAIIMIO HOHOB KaJIbliKs B Iia3Me. [Ipu onpeaeieHnn HU3KUX
KOHIICHTPAIlMd HEOOXOJAMMO TPOBOJUTH CONYTCTBYIONIYIO TEPAlMi COOTBETCTBYIOIIUMU
HpenapaTamMu KajabLus.

Kanpuus donunar/Merorpekcar

Kanbuus ¢ponvHat He 3alUINAeT OT TOKCUYECKUX APPEKTOB HEreMaToJI0THYECKOT0 XapakTepa BO
BpeMs TepalMu METOTPEKCaToM (Hampumep, OT He(PpPOTOKCHYECKOro JEeHCTBUS BCIEACTBUE
BBIQ/ICHUSI OCaJKa METOTpeKcaTa WM €ro METa0OJUTOB B IOYEUYHBIX KaHaiubplax). Hamuuwme
IPEALIECTBYIOIIEH WM BBI3BAHHOM METOTPEKCATOM IIOYEYHOM HEIOCTaTOYHOCTH, KOTOpas
CBsi3aHA C 3aMEJIEHHOW SKCKpelreld MeToTpekcara, MOXKeT TpeOoBaTh NMpHUMEHEHHs Ooiiee
BBICOKHUX /103 WX OOJIbILIEH MPOAOIKUTEILHOCTH Kypca Tepaniy Kajablus (OJTUHATOM.

Crnenyer m30erarb NPUMEHEHHs BBICOKMX J03 Kaiblus (OJMHATA, MOCKOIBKY 3TO MOMKET
IPUBOJIUTh K CHIKEHUIO NPOTHBOOIYXOJEBOM aKTMBHOCTU METOTpEKcara, OCOOEHHO IpHU
OIyXOJISIX LEHTPAJIbHOW HEPBHOM CHUCTEMBI, KOT/1a HaOIr01aeTCsl HAaKOIUICHHE Kalblius (oJuHaTa
1I0CJI€ HECKOJIBKUX KYpCOB JICUEHHS.

B cioyuae pa3BuTHS  PE3UCTEHTHOCTHM K  METOTpEKcaTy  BCJIEACTBUE  YXYALUIEHUS
(GYHKIIMOHUPOBAHUSI MEMOPAHHOTO TPAHCIIOPTA TAKXKE Pa3BUBAETCS PE3UCTEHTHOCTh K KaJIbLIUSA
donuHaTy, MOCKOJbKY 00a BEleCTBa IMEPEHOCATCS OAHMMU U TEMH K€ TPaHCIOPTHBIMU
CHUCTEMAaMH.

[Tpu ciydaiiHOM Nepeno3upOBKE aHTArOHUCTOM (DOJIMEBOM KHUCIIOTHI, TAKMM KaK METOTpEKcar,
HY)KHO OKa3blBaThb HEOTJIOXKHYIO MEIUIIMHCKYIO TOMOINb, TaK KaK YBEJIWYEHHE BPEMEHHOTO
UHTEpBaJla MEXAY BBEJACHHEM METOTpeKkcaTa M Kaiblius (OJMHATA NMPUBOIUT K CHUIKEHHIO
3¢ (HEeKTUBHOCTH MOCIETHETO.

[Tpy BOBHMKHOBEHHMH KJIMHUYECKHUX MPOSBICHUM TOKCUYHOCTH WM OTKJIOHEHUH MOKa3aTened B
7a00paTOPHBIX aHAIM3aX BCErJa JIOJDKHA YUUTHIBATHCS BEPOSTHOCTb MPUMEHEHUS MalMEeHTOM
JPYTUX JIEKapCTBEHHBIX CPEJICTB, KOTOPHIE B3aMMOAEHUCTBYIOT C METOTPEKCATOM (HarpHuMep,
npenapaThl, KOTOpble MOTYT BIMATH Ha SJMMUHAIMIO METOTPEKCATa HITH CBSI3bIBATHCS C OeIKaMu
TJ1a3MbI KPOBH).

[Ipu pabotre c Kanbius (OJIMHATOM HEOOXOAMMO COOJIIOIaTh MpaBWiia OOpalleHus ¢
LUTOTOKCUYECKUMH BEILIECTBAMU. 3arps3HEHHYIO IIPENaparoM MOBEPXHOCTh PEKOMEHIYETCs
o0paboTaTh pa30aBIEHHBIM PACTBOPOM THIOXJIOpUAA HaTpus (comepxaumm 1 % xmnopa). Ilpu

nomnagaHvuu npemnaparta Ha KOXY - HEMCJICHHO ITPOU3BECTHU 00UIBEHOE IMPOMBIBAHHE KOKH BOJIOI71
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C MBUJIOM WJIM PAacTBOPOM HATpHUs THIApPOKapOoHara; np"lJ[_Ih&gga%ﬁi-%ﬁ%%w-@¥ﬂ{%ﬁ'%mn,

MPOM3BOJUTH MPOMBIBaHHE TJ1a3a (I1a3) OOJBIIMM KOJWYECTBOM BOJBI B T€UCHHE 15 MHUHYT.
Ocratkn mpenapara MU BCE€ HHCTPYMEHTHI M MaTepHasibl, KOTOPbIE HCIOIb30BAIUCH MJIs
IPUTOTOBJICHHUSI PACTBOPOB Ui WHBEKIUU U HHPY3UH mpernapata JIeHKOBOpUH, TOJIKHBI
YHHUTOXKAThCS B COOTBETCTBUU CO CTaHJAPTHOI OOJBHUYHOM MPOLIETypOi YTHIIN3AMHA OTXOA0B
HATOTOKCUYECKUX BEIECTB C YYETOM JACHCTBYIOUIMX HOPMATUBHBIX aKTOB YHHUTOXCHUS

OITIaCHBIX OTXOJOB.

4.5. B3aumopeiicTBue ¢ JAPYIMMH JIEKAPCTBEHHBIMHM IIpeniapataMM W JApyrue BHIbI
B3aUMO/JeHCTBHUS

[Tpr 0gHOBpEeMEHHOM NMPUMEHEHUH KalblHsl (OIUHATA C AaHTAarOHUCTaMHU (DOIHMEBOM KHUCIOTHI
(HampuMep, ¢ KO-TPUMOKCA30JI0M, MUPUMETAMUHOM) 3(PPEKTUBHOCTh AHTAarOHUCTOB (OIMEBOM
KHCJIOTBI MOXKET CHUKAThCS WM TIOJTHOCTBIO YTPaunuBaThCsL.

Kanbiust donuHat MoeT CHIXKaThb 3(P(YEKTUBHOCTD npomugoInuienmuiecKux npenapamos
(penobapOurana, mnpuMuaoHa, (EHUTOMHA, CYKUMHUMHIOB) ¥  MOBBIIIATH  YaCTOTY
SMWIENTUYECKUX HPUCTYNOB (BCIIEACTBUE CHUXKEHMSI KOHLIEHTPALUU (PEPMEHTHBIX MHIYKTOPOB
OPOTUBOAMMJIENITUYECKUX IpenapaToB B IJa3Me€ KPOBU M3-32 YCKOPEHHUS METa0OJIMYeCcKUX
MPOIIECCOB B MTEUYEHH, TAK KaK (DOJIATHI SBISIOTCS OJHUM U3 KO-(PaKTOPOB).

[Ipy KOMOMHHMPOBAHHOM TNPUMEHEHUM Kajblug QoiuHata U Qropypanmia 3((HEeKTUBHOCTh
JeMCTBUS M TOKCHUYHOCTb IIOCJIEIHEro IOBBIMAITCA. B CBA3M C 4eM, NpU COBMECTHOM
NPUMEHEHHH 103bl (propypanuia JOIKHbBI ObITh CHUXKEHBI (CM. pa3zensl 4.4 u 4.8).

Nmerorcss cooOleHuss 0 HECOBMECTHMOCTH WHBEKUMOHHBIX (opM Kanmblus ¢ojmHaTa INpHU
OJIHOBPEMEHHOM IPUMEHEHUH C HWHBEKIUOHHBIMH (opmamu Aponepujona, Qropypauuia,
¢dockapHeTa HaTpHUsI U METOTpeKcarTa, BCIEACTBUE 00pa30BaHUs MPELUNNUTATa UM TOMYTHEHUS

BBOJJUMBIX paCTBOPOB.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

[TockonbKy KOHTPOIMPYEMBIX WCCIEOBaHMI TpermapaTa y OEpeMEeHHBIX IJKEHIIMH He
MIPOBOJIUIIOCH, €r0 MPUMEHEHHE BO BpeMs OEpEMEHHOCTH BO3MOXKHO TOJIBKO B TOM Clydae, eciiu
npeanojaraeMasi moJib3a sl MaTepy MPEBBIMIACT MOTEHITMATBHBIN PUCK JIJIS TUIO/A.

JlakTanus

HeusBectHo, BbIENSIeTCS JM TpemapaT B TPYJHOE MOJOKO, MOATOMY MpPH HEOOXOTUMOCTU

NpUMEHEHUs Kanblus (oJIMHATA B IEPUOJ TPYAHOIO BCKAPMIIMBAHHS HEOOXOAMMO DELIUTh
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BOIIPOC O MPEKPALIECHUH IPYIHOI0 BCKaAPMJIMBAUSL. (NOCNEOCBATENEHOCTEL 0002)

4.7. BiusiHue Ha CrnOCOOHOCTH YNPaBJATH TPAHCIOPTHBIMHM CpeJCcTBaMH M padorarhb ¢
MeXaHH3MaMHU

[Tpu npumeHeHun Kanbplus (QojvHATa HE HAOMIOJANOCh BIUSHMS Ha CIIOCOOHOCTH YIPaBIsATh
TPAHCIIOPTHBIMU CPEJCTBAMHM M Ha 3aHATHE JAPYTUMHU BUIAMM JAESITEIbHOCTH, TPeOyHOIUMU

KOHICHTPAlUX BHUMAHUA U 6BICTpOTBI TICUXOMOTOPHBIX peaKuHﬁ.

4.8. HexxesaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHBIX PeaKIi

[To nanubiM Bceemupnoii opranmsamum 3npaBooxpaHenus (BO3) nexenarenbhbie 3(QQeKTs
KJIaccU(UIUPOBaHbI B COOTBETCTBUY C UX YACTOTON Pa3BUTHS CIEAYIOIUM 00pa30M: O4€Hb YacTO
(ot >1/10), wacto (ot >1/100, HO <1/10), HewacTo (oT >1/10000, HO <1/1000), o4eHHb peaKO
(<1/10000); yacToTa HEU3BECTHA - [TO UMEIOIIUMCS JaHHBIM YCTAHOBUTH YaCTOTY BO3SHUKHOBEHUS
HE MPEJICTABIISIIOCH BO3MOYKHBIM.

Hapywenusa co CMOPOHDL UMMYHHOU cucmembl. oueHb peoko -
aHa(uiIaKkToUJHbIe/aHa(QUIAKTUYECKUE pEeaKUMu (BKIJIOYas IIO0K), ajIeprHYecKue peakiuH,
KparuBHULIA.

Hapywenus co cmoponbl ncuxuxu: pedko - OECCOHHHIA, TPEBOXKHOCTH, Jenpeccus (IpH
IPUMEHEHUHU BBICOKHX /103).

Hapywenus co cmoponvl Hepenotli cucmemvl. pedKo - TIOBBILIEHWE YacTOThbl BO3HUKHOBEHUS
AMHUJIENTUYECKUX TIPUCTYTIOB.

Hapywenus co cmopombl J#ceny00uHO-KUWEeYHO20 MpPaKma: O4YeHb 4acmo - Iuapes BBICOKOM
CTETEHU TSKECTH, a TaKKe 00E3BOKMBaHHUE, TpeOylollee CTAlMOHAPHOTO JICUEHUS; peoKo -
TOIITHOTA, PBOTA, JUCTIETICUS (ITPU IPUMEHEHHUU BBICOKHX J03).

Obwue paccmpoticmeéa u HapyuwieHus 6 Mecme 66e0eHUs. Heuacmo - TNX0pajKa.

[Tpu rcTIoNb30BaHUH C IPYTUMHE TIpETIapaTaMu JJIs JISYEHHUS COITYTCTBYIOMINX 3a00JIeBaHMA ObLTH
OTMEYEHBl CIydyal BO3HUKHOBeHMs cuHapoMa CruBeHca-/[DKOHCOHA M TOKCHYECKOTO
AMUJIEPMABHOTO HEKPOJIN3a, MHOTAA (paTasibHble, B pa3BUTUU KOTOPBIX HEJIb3s UCKIIOUUTH POJIb
Kanpus pouHaTA.

Hononnumenvrsie nobouHble peakyuu npu npuMeHeHuu 8 KOMOUHayuu ¢ pmopypayunom
[Tpoduiie 6€30macCHOCTH MOXET 3aBUCETh OT MCIOJIB3YEMOT0 peKMMa Teparuu U3-3a YCUJICHUS
BBI3BIBAEMBIX (PTOPYpAIHIIOM TOOOYHBIX PEAKIIHA.

Hapymeyuﬂ CO CMOpPOHbL KposU U szwqbamuqecmﬁ cucmemsl. 0O4eHb 4acmo - MUCIIOIICHU .
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Hapywenus co cmoponvl obmena eewecng u ke 2 Badmroni “helisseemn -

TUIIEPAaMMOHHUEMHS.

Hapywenusa co cmoponvl diceny0ouHo-KumeyHo20 mpakma. O4eHb 4acmo - TOLIHOTA, PBOTA,
Japesi, BbIpaKEHHas Jerujparanus, TpeOyrolas TIOoCOUTaIu3alud (MOXKET IPUBECTH K
JeTalbHOMY HCXOLY).

Hapywenus co cmopoubl KodcU U NOOKOJCHbIX MKAHel: Yacmo - TNalbMapHO-TUIaHTapHast
apuUTpoau3ecTe3ns (J1aJOHHO-TIOJOIIBEHHBIA CUHAPOM).

Obwue paccmpoicmea u HapyuieHus 6 mecme 86e0eHUs: OYeHb 4acmo - MyKO3UThI, BKJIIOUYas
CTOMATHT, XEHINT, (PapuUHTHUT, 330()aruT, MPOKTHUT.

Tokcrndyeckoe MOpaXXeHHE >KETYAOYHO-KUIIEYHOTO TpakTa (TJIaBHBIM 00pa3oM MYKO3HUTHI H
auapes) 1 MHUEJIOCYIIPECCHs] MOTYT BECTHM K CMEpTU. Y MalMEeHTOB C AMApEel KIMHUYECKOE
YXYALIEHUE MOXKET HE3aMEIIIUTENIBHO IIPUBECTH K JIETaIbHOMY Hcxony. OTCYTCTBHE YIIydILIEHUS
COCTOSIHUSL MOXET OBbITh CBSI3aHO C JPYIMMU TOKcuueckuMu 3ddexkramu Qropyparmia
(Hanpumep, HEHPOTOKCUUHOCTHIO).

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cool1maTh 0 Mo/103peBaeMbIX HEXKENATENbHbIX PEaKIUsIX 10C/Ie perucTpaliy npenapara ¢
LEeNbI0  O0EcleYeHUss  HENPEepbIBHOTO  MOHUTOPMHIA  COOTHOIIEHHUS  «II0JIb3a-pUCK»
JIEKApCTBEHHOTO Tpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MMoA03pCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpPCriapara 4C€pe3 HAIlMOHAJIbHBIC
CHUCTEMBl COOOIIEHHS O HEXKEeNaTeNbHbIX pEakUusAX TIoCyJapcTB-ujIeHoB EBpa3zuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanys

109012, r. MockBa, CrnaBstHCKas TUIOIIA b, 1. 4, CTp. 1

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

Tenedon: +7 800 550-99-03

OnekTponHas mouta: pharm@roszdravnadzor.gov.ru

Be06-caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

O MOCICACTBUAX MPUMCHCHUA O3Bl KaJlblUA q)OHI/IHaTa 3HAYUTCIIbBHO 60.]'[1)111617[, yeM
pekoMeHayemasi, He coobmanock. OngHaKo, BBICOKHE 03Bl KaiublMa (osmHAaTa MOTYT
HUBEJIMPOBATh XUMHOTEPANEeBTUYECKUN I (PEKT aHTarOHUCTOB (POTHEBOM KHCIOTHI.

Ecnu mpowusomnuia mepeao3upoBKa NMpH MPUMEHEHWH KOMOMHanuu (ropypaunuia ¢ KajlbLus

domuHaTOM, HEOOXOIUMO CJIEA0BaTh WHCTPYKUMH [UIsl (QTOopypanuia IO TPOBEACHUIO
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HEOOXOIUMBIX MEPONPUATUH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOCTBA
®dapMakoTeparneBTUYECKas TPYIa: BUTAMHH, AHTHIOT AHTAaroHUCTOB (OJIUEBON KHCIOTEHI;
Mo iipukaTop OMOJIOrUYECKOro IeHCTBUS (hTOpypaluia.

Kon ATX: VO3AFO03

Mexanuszm geiicTBus

Dapmakoounamuka

Kanpumst ¢onmuar mnpeactaBiaser coboit  S-popmunrterparumpodosiaT Kamblus. SABiasercs
AKTUBHBIM METAa0OIUTOM (POTUEBOM KHUCIOTHI U KOMEPMEHTOM, HEOOXOAMMBIM Jisi CHUHTE3a
HYKJIEMHOBBIX KHUCJIOT IIPU IPOBEIECHUH LIMTOTOKCUYECKOM TeparuH.

Kanpumsa QonuHaT NPUMEHSIOT UIS CHUKEHUS TOKCHMYHOCTH WM HEUTpalIM3alud JCHCTBUS
AHTaroHUCTOB (HOJIMEBOM KHUCIIOTHI, TAKMX Kak MeToTpekcaT. Kanbuus ¢honuHaT U aHTarOHUCTHI
¢dbonaToB MEPEeHOCATCS OJHUMHU U TEMH >K€ TPAHCIOPTHBIMU areHTaMu (OENOK, CBS3bIBAIOIIHIA
¢onartel, MEPeHOCUNK BOCCTAHOBIICHHBIX ()OTATOB U JP.) U KOHKYPUPYIOT 32 HUX JIPYT C JPYroM
JUISL TIEPEHOCA B KJIETKY, YTO BBI3BIBAET OTTOK aHTArOHUCTOB (HOJIATOB M 3aLIMIIACT KIETKH OT
JIeMCTBUS TOCIIETHUX 3a CUET CHIDKEHHS ITyJa ¢onaroB. Kambius (oiarHaT CIyKUT HCTOYHHUKOM
H4 ¢onata; mostomy B ornuuue OT (onueBod KHUCIOTBI HE TpeOyeT BOCCTAHOBJICHHUS
murupodonarpeykTazoi Uisi ImpeBpalieHuss B TeTparuapodoaT, 4TO MO3BOJISIET MPHU €ro
NPUMEHEHUU BOCCTAaHOBUTH HapyieHHbIH npouecc ouocuntesa JJHK, PHK u Oenkos. 3amurHoe
neiicTBue Kanplus (poiMHATa MPOSIBISIETCS TOJNBKO B OTHOLIEHUH 3JI0POBBIX KiIEeTOK. OH
IIPEIOTBpALIacT TOKCUYECKOE AEHCTBHE METOTPEKCATa Ha KJIIETKM KOCTHOIO MO3Ta U JKEIyA0YHO-
KUIIEYHOT'0 TPAKTa, HO HE BIUSET CYIIECTBEHHO Ha HeppoTokcHueckuil 3(h(pekT MeToTpeKcara.
Kanpius GonvHat npuMeHsIoT U JUIsl OMOXUMHYECKON MOAYISIMH (Topypauuia s yCUJIeHUs
€ro LIUTOTOKCHYECKOTo JeHcTBUS. PTopypaiil NOJaBiIseT aKTUBHOCTh TUMUAMIATCUHTETA3HI,
KJII0YEeBOTO (hepMeHTa, y4acTBYIOIIEro B OHOCHMHTe3e NupumuauHa. [Ipemapar ycunuBaer
UHTUOMPOBAHNE THUMHUIMHCHUHTETa3bl, YBEIWYHMBAas BHYTPUKICTOUHBIM Iyl (oiaToB, TakUM
00pa3zoM, cTabUIU3UPYst KOMIUIEKC (PTOpypalua-TUMUAIUNHCHHTETA3a U MOBBIIIAs €0 aKTUBHOCTbD.
BHyTprBeHHO Kaiblus (GoIuHAT Ha3HAYAOT JUIs MPOGUIAKTHKY U JiedeHus aedunnra (onaros,
KOTJa JJaHHOE COCTOSIHHE HE MOXET OBbIThb CKOPPEKTHPOBAHO NEPOPAIBbHBIM NPUMEHEHHEM
npernapara, Harnpumep, NpU TOJTHOM MapeHTepaIbHOM MHHUTAHUU W BBIPAXEHHOM CHHJpPOME
ManbadbcopOruu. Takxke KanbIus (GOJMHAT IPUMEHSIOT VIS JICUCHUST MEraJio0JIaCTHONW aHEMUH,

BbI3BaHHOU AeuIUTOM (OTMEBON KUCIOTHI, PU HEBO3MOXHOCTU MEPOPATHLHOTO MPUMEHEHUS
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(NOCNEQCBATENEHOCTE 0002)

npernapara.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOumst

[Tocne BHYTPUMBIIIEYHOTO BBEJICHUSI BOJHOTO PAacTBOpa CUCTEMHAst OMOJOCTYITHOCTh CpaBHUMA
C TAKOBOH I0OCJI€ BHYTPUBEHHOr0 BBeJeHUA. OJIHAKO, MAKCUMaJIbHbIE KOHIIEHTPALMH B ILUIa3Me
KPOBH HUXE ITPYU BHYTPUMBILLIEYHOM BBEJICHHH.

Pacnpenenenue

O6bem pacmpenenenuss GOIMHOBON KUCIOTHI HEM3BECTeH. MakcuMalbHble KOHLEHTpAUU B
mia3Me KpPOBH HCXOIHOTO coeauHeHus (hopmunrerparuapodoinueBas KUCIOTa, (HoIMHOBAs
KHMCJIOTa) JocTuraioTcs uepe3 10 MHMHYT 1ociie BHYTpUBEHHOTo BBeleHusa. Cpeanss
KoHIeHTpauuss s L-5-popmunrerparuapodonneBoil KUCIOTH M MPaBOBPALIAOMIETOCS
D-5-metunterparuapodosimeBoii KUCIOTH cocTaBuiau 28,4+3,5 mr*mun/n u 129+11 mr*mun/n
nociie BBeIeHUs A03bl 25 Mr. KoHIeHTpalus HEaKTHBHOTO IMPaBOBPAIIAONIETOCsS H30Mepa
Oonbe, yem L-5-hbopmunrerparuapodornara.

Buorpancdhopmanus

Kanpiuss ¢donuuar sBisgerca panemMaToM, TIJ€ AaKTUBHBIM 3HAHTHOMEPOM  SBIISETCA
neBoBpartiaromas ¢popma (L-5-bopmunrerparunpodonar).

OcHoBHBIM MeTabONUTOM Kanblus (ONMHATA SBISETCS S-MeTuiaTeTparuapodomeBas
KHCJIOTa, KOTOpask IPEUMYIIIECTBEHHO 00pa3yeTcs B MEYCHH U MHTEPCTUIIMATBLHON TKaHH.
OIMMUHALNS

[Tepuon nonyBsiBeieHUs cocTaBiseT 32-35 MUHYT Uit akTUBHOM L-dopmbr u 352-485 MunyT
- nans HeakTHBHOW D-¢popmbl. Beck mepuon momyBBIBEIEHHS AKTHBHBIX METAaOOIHMTOB
COCTaBIISIET OKOJIO 6 4acoB (ITOCiie BHYTPUBEHHOTO W BHYTpHUMBIIeyHOTO BBeneHus). §0-90 %
BbIBOUTCS moukaMu (5- u 10-popmunrerparuapodonaTel Kak HEAKTHUBHBIE METaOOIMTHI),

5-8 % - uepe3 KUIICUYHHUK.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB
e HaTpus XJOPHJ,
e Harpus ruapokcun (1 M pactsop);
e BOJA JJI1 UHBEKLINN.

6.2. HecoBmecTumocTh

He npumennmo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

2 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

B 3amuiieHHoM oT cBeTa Mecte npu Temieparype ot 2 10 8 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIIAKOBKHU

ITo 3 mu, 5 M unu 10 mu1 mpenapara B ammyJibl O€CLIBETHOTO HEUTpaIbHOTO cTekia Tul I ¢
LBETHOM TOYKOM M HACEYKOW WJIM C LIBETHBIM KOJBLOM H3J0Ma. Ha aMmysbl JHOMOJHUTEIBHO
MO>KET HAHOCUTBCS OJTHO LIBETHOE KOJIBIIO.

Ha ammysbl HakJIeMBaOT 3TUKETKY CaMOKJIESIIYIOCS.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOCJe NpPUMEHEeHHs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

OcraTku mpemapaTa M BC€ HMHCTPYMEHTHI M MaTepHallbl, KOTOpPHIE HCHOJIB30BAIUCH IS
MPUTOTOBJICHUSI PACTBOPOB I WHBEKIMH U WHDYy3um mnpenapara JIeHKOBOpPWH, HTOKHBI
YHUYTOXATHCS B COOTBETCTBUH CO CTaHJIAPTHOUN OOIBHUYHOM MPOIEAYPOH YTHUIN3AIMH OTX0/10B
[UTOTOKCUYECKUX BEIIECTB C Yy4YETOM JECHCTBYIOIIMX HOPMATUBHBIX AaKTOB YHHUYTOXKEHUS

OIMIaCHBIX OTXOAO0B.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®@enepanus
000 «ATomm»

445351, Camapckas o0:., r. XKurynesck, yin. ['mapoctpourenei, . 6.

7.1. IlpeacraBuTe/ib AepKaTesisi periCTPALIMOHHOIO Y10CTOBEPEeHM.

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO aaAPECy:

Poccniickas @enepanns

000 «O308»

445351, Camapckast 0011., T.0. XKurynesck, r. Xurynesck yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 10.07.2023 N° 12886

9. JIATA TNEPBUYHOW PErUCTPAIIF"“@IOATBEPKATHMS

PETUCTPALIUU, HEPEPETUCTPALIUN)

JlaTa nepBoi peructpanuu

10. JATA IEPECMOTPA TEKCTA

OOmiass  xapakTepucTHMKa JIEKAapCTBEHHOro  Impemapata  JIeWKOBOpWH, JOCTyNHA  Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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