COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 24.06.2025 N2 15576

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “P07)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

KAJIbIIUA @®OJIMHAT BEJI®APM, 5 wr/mi, pactBop il BHYTPHBEHHOTO U
BHYTPUMBIILIEYHOT'O BBEJICHUS

KAJIBLIMA ®OJIMHAT BEJI®APM, 10 wmr/mu, pactBop i BHYTPUBEHHOTO U

BHYTPUMBIIICYHOI'O BBCACHHUA

2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIN COCTAB
JleiicTBytollee BEIIEeCTBO: KaablHsl GoauHaT (JIEMKOBOPHH KaJlbLIUs).

KAJLIUA @®OJIMHAT BEJIDAPM, 5 wMr/mi, pacTBOp JUid BHYTPUBEHHOIO WU

BHYTPHUMBIINIICYHOI'O BBCACHUA

Kaxnplit Mi1 pactBopa comepHT Kanblus (oiluHaTa ruapara (JISHKOBOpUHA Kaiblwus) 5,4 Mr
(B mepecyere Ha (HOTUHUEBYIO KUCIOTY — 5,0 MT).

KAJLIUA &OOJNHAT BEJIGAPM, 10 wMr/mia, pactBOp JUIsi BHYTPUBEHHOIO WU

BHYTPHUMBIINICYHOI'O BBCACHUA

Kaxxnprit M1 pactBopa conepKuT Kaiablius (oiauHaTta ruapara (eikoBopuHa Kaibius) 10,8 mr
(B mepecuere Ha ponauHUEBYIO Kucaoty —10,0 mr).

BcenomoratenbHble BelecTBa, HATMYME KOTOPBIX HAJI0 YYUTHIBATh B COCTABE JIEKAPCTBEHHOI'O
npenapara: HaTpuit (cM. pasaen 4.4).

HepequL BCIIOMOT'aTCIIbHBIX BCHICCTB IIPUBCJACH B pa3JiCiic 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBOp 111 BHYTPUBEHHOI'O U BHYTPUMBILIEYHOT'O BBEICHUS.

[Tpo3paunblii pacTBOpP OT OECIIBETHOTO JI0 KEJITOTO IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHUIO

ITpenapat KAJIBLIA ®OJIMHAT BEJI®APM nokas3ad kK IpUMEHEHUIO Y B3POCIIbIX U ACTEH.

— [IpodunakTrka TOKCHUECKOT0 IEHCTBUS METOTPEKCcaTa, MPUMEHSIEMOT0 B BEICOKHX J103aX.
- WHTOKCHKAIUS aHTarOHUCTaMH (POJTMEBOI KUCIOTHI (METOTPEKCATOM, TPUMETOIIPUMOM U
OUPUMETAMUHOM).

- KonopekranbHblii pak (B cocTaBe KOMOMHUPOBAHHOM Tepanuu ¢ Gropyparuiom).

- MeranobnactHasi aHeMHs, BbI3BaHHas AepuuuToM (posiMeBOi KUCIOTHI (B T.4. Ha (oHE

CHHJIpOMa MaJibabcopOIMH, HEOCTATOUHOCTH MUTAHUS, OEPEMEHHOCTH, CIIPY, B PAHHEM JIETCKOM
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4.2. Pe:kuM 103MPOBaHNS M CIOCO0 NPUMeEHEeHUs!

PexxuM J103upoBaHus

IIpogunaxmuxa mokcuueckozo 0elcmeuss MemompeKcama, NPUMeHseMO20 8 8bICOKUX 003aX
CxeMmbl JieueHus Kaiblys (POJTMHATOM 3aBUCST OT CXEM TEPAIlUU CPEIHUMH U BBICOKMMU J03aMHU
METOTpeKcaTa, MOITOMY 3a HEOOXOauMOW HHQOpMaLnuel 1enecoo0pa3sHo OOpaTHTbCA K
COOTBETCTBYIOILIEMY IIPOTOKOJY JIEUEHUS] METOTPEKCATOM.

[TpuBeeHHbBIE HUKE PEKOMEHIALUU MOTYT CIYKHUTh OPUEHTUPOM AJIS OIPEAEICHHUS 103 U CXEMBbI
3alIUTHOTO PUMEHEHMs Kajblius (POJIMHATA Y B3POCIBIX, HOXKWIBIX U JIETEH.

[TpodunakTuka TOKCHYECKOTO JAEWCTBUSA METOTpPEKcaTa, MPUMEHSEMOrOo B BBICOKHMX J03aXx,
OCYIIIECTBIISIETCS IIyTEM IapEeHTEPAIBLHOrO BBEICHUS Y TAIIMEHTOB C CUHAPOMOM MaibaOCcopOIuu
WINA IpYroil marojioruei NMUIIeBapUTEIbHOIO TPAaKTa, KOTJa BCACHIBAHUE B KHILEYHUKE MOXKET
ObITh 3aTpyaHeHo. Jlo3bl 25-50 Mr cieayeT BBOJMTH NApeHTEPAIbHO H3-3a HACHIIIaeMOU
abcopOumu Kainpuus GOTMHATA B KUIICYHUKE.

Jlo3a ¥ IIUTENBHOCTh MPUMEHEHHS Kajblus (hOJTMHATA, TIPEXK/IE BCETO, 3aBUCIT OT TUMA U /103
TEpaluyl METOTPEKCATOM, BO3HMUKHOBEHHUS NPU3HAKOB TOKCHUYHOCTH M WHAMBHUIYAIbHBIX
0cOOeHHOCTEeH 3KCKpeuuu MeToTpekcata. Kak mnpaBuiio, mepBas n03a Kaiublus (ojuHara
cocrasnser 15 mr (6—12 mr/m?), BBomMBIe uepes 12—24 uaca (He mo3aaee 24 4acoB) mociie Hayana
uH(QY3Uu MeToTpeKkcaTa. DTy ke J03y Ha3HayaloT KaKIble 6 4acoB Ha MPOTSIKEHUH 72 4acoB.
[Tocne napeHTEepabHOTO BBEEHUS HECKOJIBKUX J103 IIpernapaTa MOXKHO 3aMEHUTh IPUMEHEHUEM
HEepOPaNbHBIX GOPM.

Takxke HeOTheMJIEMBIM JIONOJHEHUEM K NPUMEHEHHUIO0 Kajblus (poiuHaTa Mpu NpopuiIaKTHKE
TOKCHYECKOTO0 JEHCTBUSI METOTpeKcaTa, NPHUMEHSEMOro B BBICOKMX J103aX, SBISIOTCA
MEpONpPHUATHs, CHOCOOCTBYIOUIME YCKOPEHMIO SKCKpelUMM MeToTpekcara (obecnedyeHue
a/IeKBaTHOCTU MOYEBBIICTUTEIbHON (PYHKIIUY U 3alleayuBaHHE MOYH).

OYHKIMS TOYeK JIOJDKHA €XEIHEBHO KOHTPOJIMPOBATHCS H3MEPEHUEM KOHIEHTpaluu
KpeaTMHHHA ChIBOPOTKHU KPOBHU.

PexoMeHyeTcss U3MEpPUTh KOHLEHTPALMIO METOTPEKCaTa B CHIBOPOTKE KpOBH uepe3 48 4acoB
nocie Havana uH(Qy3un. Ecnm ocraTouHas KOHIEHTpalMs METOTpeKcaTa COCTaBisieT Ooiee
0,5 MKMOJIB/TI, TO PEKUM JTO3UPOBAHHS KalbIHs (HOTMHATA JOJDKEH OBITh aJalTHPOBAH COTJIACHO
CIIeMyIOIIeH TaOIuIe:

Pexomenyemast KoppeKuus Tepanuy KajablMs (HOJIMHATOM INPH MPO(UIAKTHKE TOKCHUYECKOTO
JENCTBUS METOTpPEKCcaTa, IPUMEHSAEMOr0 B BBICOKMX J103aX B 3aBUCHMOCTH OT OCTaTOYHOM €ro

KOHIICHTPAIlUU
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Ocratounass KoHIEHTpamnus | JIOMOTHUTENbHBIC 03Bl KalbIlUs (oJuHaTa, Ha3HAYaeMble
METOTpPEKCaTa B KPOBH CITYCTSl | KaXJable 6 4yacoB B TedeHHE 48 4YacoB WM JO CHIKCHHS
48 dyacoB TOCiIe€ Haydaja | KOHIIGHTpaluu MeTtoTpekcaTa Hmke 0,05 MKMOJIB/T

BBEJICHUS] METOTpEKcaTa

>0,5 MKMOJIB/TI 15 mr/m?
>1,0 MKMOJIB/JI 100 mr/m?
>2,0 MKMOJIB/JI 200 mr/m?

Llumomoxcuueckas mepanusi 6 KomouHayuu ¢ pmophypayuiom

[TpuMeHSIOT pa3iIuyHbIe 103l U CXEMbI IIPUMEHEHUS Tpernapara.

[IpuBecHHBIC HIKE PEKOMEH/IAIUU MOTYT CIYXKHTh OPHEHTHUPOM JIJISl OTIPEICIICHHUS 103 U CXEMBbI
3alIUTHOTO MMPUMEHEHHS Kb GoarHaTa ¢ GTOPYPALMIOM Y B3POCIBIX U MOXKMWIBIX. JlaHHBIX
0 MPUMEHEHHUIO KOMOWHAIUH Kanblusl (PoTrHATA C PTOPYPAIIIIOM Yy ACTCH HE UMEETCS.

Jo3b1 cBbiie 50 Mr cieayer BBOIUTH MapeHTepalibHO. [IpuMeHeHne Oosiee BBICOKUX 03 HE
NPUBOJIUT K 00Jiee BHICOKMM KOHIIEHTPAIMSIM B KPOBU HM3-3a HACHIIIIAEMOW aOCOPOIMH KalbIUs
dbonunara.

Hesyxmecsaunbviii pexcum: BHyTpuBeHHas nHPY3us Kanbius (oimHata B 103¢ 200 Mr/m? B TedeHne

2-X 4acoB, ¢ MocleAyromuM OomtocHbM BBeaeHueM 400 mr/m? ¢gropypammia u 22-4acoBoit
uHdy3ueit propypaumna (600 mr/mM?) B TeueHHe 2-X MOCIEI0BATENbHBIX JHEH KaX/ble 2 HeAeIH.

Mecsaunviii pescum. xanbius GoauHaT B 703€ 20 MTr/M? BBOAST BHYTPUBEHHO 00s1F0CHO min 200—

500 Mr/m* uHQY3MOHHO B TE€YEHHME 2-X 4YacOB Cpa3y K€ IOocCJe BHYTPUBEHHOTO OOJIIOCHOTO
BBeieHus 425 mr/m? nim 370 mMr/m? gropypanuiia, Ha IPOTSXKEHUH 5 MOCIIeI0BATENbHbIX JHEH.

HeodenvHuuil pesicum: xanpius GonuHat B 103¢ 20 Mr/m? BBOAAT BHYTPUBEHHO OomtocHO miu 200—

500 mr/m* uH(Y3MOHHO B TEYEHHE 2-X YacOB W OOJIIOCHOE BBEACHHE B CEPEIMHE WU KOHIIE
uH(y3un Kanbuus oaunara 500 mr/m? gpropypanuna.

[Tpu npuMeHeHNH KOMOMHALUH ¢ (GTOPYPALUIOM MOKET HOTPeOOBATHCS MOIUGDUKALMS CXEMBI
JIeYSHHsI ITyTEM YepeOBaHUs MEPUOIOB TEPANMU ¢ MHTEpBajJaMu Oe3 jJeueHus. B 3aBucumoctu
OT COCTOSIHUSI MAI[MEHTa, KIMHUYECKOrO0 OTBETa U MPOSBIECHUN TOKCHUYHOCTU TEpPalluU MOKET
noTpeOoBaThCs KOppeKmmsi 1036l (ropyparmia (cM. MHCTpyKIuio 1o mpumeneruro/OXJIIT
¢dTopypanmna). Ynuciao MOBTOPHBIX LIUKIIOB ONPEAEIISIETCS JISHAUM BPauOM.

Tepanust 70KHA OBITH MPEKpaIieHa MPU KOJIMUYECTBE JIEHKOIMTOB U TPOMOOLIUTOB KPOBHU MEHEE
3,5 teic. W 100,0 THIC., COOTBETCTBEHHO. Takke Tepamuio HEOOXOIMMO TIPEKPATUTh TIPU
BO3HHKHOBEHUHU KPOBOTEUECHHS U3 JKEITYJAO0YHO-KHUILIEYHOIO TpaKTa, TSLKEJIoW nuapeu (=7 pas3 B

I[eHL), 3KC(I)OJ'II/IE[TI/IBHOI“O ACpMaTuTa.
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HEDQOOSMDOGKCI memompexkcamom

Kanbuus ¢osrHaT BBOJUTCS B 03€ paBHOW WJIM MPEBBIIAIONIEH 103y BBEJICHHOTO METOTpPEKcaTa
He mo3Hee | yaca mocse BBeIEHHO! 103kl METOTPEKcaTa, Jlajee nmpermnapart BBogutcs mo 10 mr/m?
KakJible 3 yaca /10 UCYE3HOBEHHUSI MPU3HAKOB TOKCUYHOCTH.

Toxcuunocms mpumemonpuma

[Tocne mpekparenusi BBEACHUs] TpUMETONpUMa, Kanblusg (onunar B go3e 3—10 mr/cyTku 1o
BOCCTAHOBJICHHMSI TTOKa3aTeNeil KITMHUYECKOTO aHallu3a KPOBH.

Toxcuunocmov nupuMemamura

B CIydac IMPUMCHCHHUA BBICOKHMX 003 MHUPHUMETaAMUHA WKW HOpPU OPOAOJDKUTCIIBHOM IIEPHOAC
JICYCHUS HU3KHMHU 1O03aMH, OJHOBPEMCHHO CJIICAYCT BBOAUTH KaJIbLUA (bOJ'II/IHaT B A03€ 5—
50 MF/CYTKI/I, B 3aBUCHMOCTH OT ITOKa3aTesed KIIMHUYECKOro aHaInu3a KpOBH.

Tepanus 00J12CHA_ Dbl npexpauiena Mpru KOJIM4CCTBE JICHKOIIMTOB 1 TpOM6OIII/ITOB KpOBHU MCHEC

3,5 teic. m 100,0 TBIC., cOoOTBeTCTBEHHO. Takke Tepamuio HEOOXOAMMO TPEKPATUTH TPHU
BO3HMKHOBEHUH KPOBOTEUEHUS M3 JKEIyJOYHO-KUIIEYHOTO TPAKTa, TSHKEION nuapen (=7 pas B
JICHB), SKC(OIMATUBHOTO JIEpMATHUTA.

Mezanobracmnas anemus

[Tpu meranobaacTHONW aHEMHH, BbI3BAaHHOM JepUIUTOM (POIMEBOM KUCIOTHI, Kalblius (HOIUHAT
HAa3HAYaloT B J103€ JI0 5 MI' (MaKCUMYM 15 MTI') B CYTKH.

Crooco0 rmpuMeHeHus

BHYTpUBEHHO MM BHYTPHUMBIILIEYHO.

[lepen BBeneHHEM cienyeT BHU3yalbHO NPOBEPUTH aMIlyly Wiau ¢uakoH. PactBop mns
BHYTPUMBIILIEYHOTO M BHYTPUBEHHOI'O BBEACHUS TOJDKEH OBITh NMPO3PAauYHBIM M MMETh LBET OT
6ecuBeTHOrO 70 *)enrtoro. Ecnu HabmogaeTcss HOMyTHEHUE WM HAIWYKME BKIIOUEHHH, TO TaKoi
pacTBOp HCIIOJIb30BaTh Henb3s. PacTBop Kkanmpius QoiuHata Ajii MHBEKIUM win uHOQY3Uil
IIpeHa3HaYeH A1 OJHOKPATHOTO MPUMEHEHHMUS.

PactBop BBOOUTCA BHYTPUMBILIEYHO U BHYTPUBEHHO, 3alpellaeTCs BBOAUTH IIperapar
uHTpaTekansHo. Ilpu BBeaeHNN (HOTUHMEBOIN KUCIOTHI MHTPATEKAIbHO MOCIE MHTPATEeKaIbHON
HEepe03UPOBKH METOTPEKCaTa ObIIIM OMMCAHBI CITyYaH C JIETAIbHBIM HCXO/IOM.

[Tpu BHYTpUBEHHOM BBEICHUU B | MUHYTY cielyeT BBOAUTH He Oosee 160 mr kanbuus GonuHara
13-3a COJIEPKALLEroCs B PACTBOPE KAJIBLIMSL.

Ilepeo npumenenuem npu 6HYMpUGeHHOM Nymu 66e0eHus Kaublus (HOIMHAT MOKHO Pa3BOIUThH

0,9 % pacTBOpOM HaTpus XJIOPHUAA.
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Punrepa nmm 0,9 % pactBopom HaTpust XJaopuaa 10 KoHieHTpauuu ot 0,06 Mr/mi 1o 1 mMr/mi.
[TomryuenHbIii pacTBOp cTabuieH B TeueHue 24 yacoB. OcCTaBIIMIICS pacTBOp HE TOJJICKHUT
HCIOJIb30BaHUIO.

Heucnonbp3oBanHblii pacTBOp cCleqyeT YTHJIM3HUPOBATH B COOTBETCTBUU C IPOLIETYpPOU
YTHJIM3ALUU HIUTOTOKCUYECKUX BEUIeCTB (CM. pazzen 6.6).

4.3. IIpoTUBONOKA3AHUS

- ['unepuyyBCTBUTENBHOCTh K KaiblUg (DOJIMHATY WIM K JIIOOOMY M3 BCIIOMOTATENIbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

— MeranoGnactHas aHeMus, oOycClOBI€HHas Ie(UIMUTOM [HMAaHOKOOamaMuHa (BUTaMHHA
B12).

4.4. OcoOble ykazaHus M MepPbl NPEeTOCTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

- Ankoroausm.

- ONUIIeTCus.

- XpoHuueckas nmovyeyras Hegocrarounocts (XITH).

- Jetckuii Bo3pact 10 2 neT (6e30macHOCTh U 3(H(HEKTUBHOCTH HE YCTAaHOBIICHA).

JlaHHBIX TIO MPUMEHEHUI0 KOMOUHAIMI Kanblus ¢onuHaTa ¢ GropypauuioM y aeteit go 18 mer
HE UMEETCH.

Oco0ble yKa3aHus

Kanvyus ponunam cnedyem 6600umov GHYMPUMBIUEYHO UTU GHYMPUBEHHO (UHbEKYUU ULU
uH@y3uu), HO Helb3s 6600UMb UHMPANEKATLHO.

[Tpu mHTpaTeKaJbHOM BBEJEHHUHU (DOJMHOBOM KHCIOTHI MOCIE MHTPATEKaIbHON Mepeo3upOBKU
METOTPEKCATOM BO3MOKEH JIETAJIbHBIM NCXO/.

JledeHue METOTPEKCATOM M KaJbIs (POJIMHATOM, a TaKKe (TOPYpaALIUIIOM U KaJlblUs (OTUHATOM
JIOJDKEH TPOBOJUTH KBaTU(HUIIMPOBAHHBIA BPau-OHKOJIOT MPHU HATUYHHM HEOOXOAMMBIX CPEICTB
KOHTPOJISL.

[Tpumenenue Kanblus (GoiMHATa MOXKET MAaCKHpPOBaTh KIMHUYECKYIO KapTUHY MEPHUIIMO3HOM
WJIU IPYTOM Pa3HOBUIHOCTH aHEMHH, BRI3BAHHON Je(UIIUTOM BUTaMHUHA B1o.

MHorne HMTOTOKCUYECKHE TIPENaparhl BbI3bIBAIOT PA3BUTHE MAKPOLIMTO3a (B YACTHOCTH, NIPSIMBIE
U HeNpsiMble UHTUOUTOPBI CHHTE3a J1€30KCUPUOOHYKICMHOBOM KHCIOTHI — FHIPOKCHKAapOaMu,
nuTapabuH, MEpKanToNypuH, TUOTryaHWH). CyHMTaercs, YyTO TaKOMl MaKpOIIMTO3 HEe TpedyeT
nedeHus: (OJTMHOBOM KMCIIOTOM.

VY m[anmueHToB ¢ SNWIENCHEH, MONydarolux JedeHue QeHodapOuTamoM, NPUMHIOHOM,

(I)GHI/ITOI/IHOM Wi CYKOUMHUMHUIAAMU, HMCECTCA PUCK HNOBBIMICHUSA YaCTOTBhI SIUJICITUUCCKHUX
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B AaHHOM ClIydac, PCKOMCHAYCTCA KIUMHAYECKUMN MOHUTOPHUHT, KOHTPOJIb KOHUCHTpPALUH
npemnaparoB B IJIa3MC KpOBH U, CCIIN HGO6XOI[I/IMO, KOppCKIUA AO03bI IMPOTHBOSMUICITUYICCKUX
CpE€ACTB BO BpEMs IIPUMCHCHU A KaJIblUs (bOJ'II/IHaTa H II0CJIE OKOHYAaHUA KypcCa TCpalluu.

Kanvyus chonunam/omopypayun

[Tpu KOMOMHUPOBAaHHOM IPUMEHEHHUHU (hTOpypanuia u Kajblus GoIuHaTa TOKCHYECKOE JIeCTBUE
dTopypaliuia yCUIuBaeTCs U PUCK Pa3BUTHUSI TOKCHUYECKUX 3(PpdexToB Bo3pacTaer. OcoOEHHO 3TO
KacaeTcs MalueHTOB MOXKUIIOT0 BO3pacTa M OCJIa0JIeHHbIX MalMeHToB. Yale Bcero HabIoJatoTCs
J10303aBUCUMBIC TOOOYHBIC SBJICHUS: JIEUKOICHHUSI, BOCIIAJICHUE CIM3UCTHIX 000JI0YEK U JHapes..
[Tpu mpumeneHnn Gropypanmia B COYETaHUH C Kb (POTMHATOM J103bI (PTOpypanmia B cirydae
BO3HUKHOBEHUS TOKCUYECKUX IP(PEKTOB CIEAYET CHUKATH 3HAYUTENbHEE, YeM IIPU MOHOTEpaTuu
dTopypammiiom. He crneayeT HayMHATH WIM TMPOAOIDKATH KOMOMHUPOBAHHYIO TEpAIUIo
dTOpypanmiioM M Kaiblus (OJMHATOM, €CIIM y TMAlUeHTa UMEIOTCS NMPH3HAKK TOKCHYECKOTO
NOpaKEHHUs]  MUIIEBAPUTEIBHOTO  TPaKTa, HE3aBUCUMO  OT  TKECTH  TOPAKCHHUS.
KoMOuHMpOBaHHYIO TEpanui0 MOXKHO MPUMEHSATH TOJBKO IMOCJE MOJHOTO MCYE3HOBEHHUS BCEX
MATOJIOTUYECKMX CHUMITOMOB CO CTOPOHBI JKENTyJOYHO-KUIIEYHOrO TpakTa (Hampumep,
BOCIAJICHUE CIIM3UCTHIX 000JI0UEK, Truapes).

Tak xaKk Auapes MOKET SIBIISATHCS TPOSIBICHHEM TOKCHYECKOTO BIHMSHHUS Ha MUIICBAPUTEIHHYIO
CHCTEMY, MALUEHTHI C JaHHBIM MOOOYHBIM 3(P(PEKTOM OKHBI HAXOIUTHCS MO TINATEIbHBIM
KOHTPOJIEM JI0 TMOJIHOTO MCYE3HOBEHUS IPU3HAKOB AUAPEU. ITO HEOOXOJUMO M3-32 BO3ZMOKHOTO
OBICTPOrO yXY/IIEHHUsS] KIMHUYECKONW KapTUHBI, IPUBOISAIIETO K JeTalbHOMY ucxoay. Eciu npu
JCYCHUH y TAIMeHTa BO3HHUKAET IHapesl W/WIM CTOMATUT, PEKOMEHIYETCsS CHIDKATh 103y
dTopypalmia 10 X MOJHOTO HcYe3HOBEHHs. OCOOEHHO ATO KACAeTCs MOKHIIBIX M OCITA0JICHHBIX
NalMeHTOB, KOTOpble HanboJiee yI3BUMBI Il TOKCHYECKOT0 IeHCTBHS JAHHOTO Nperapara.

VY nanueHToB, KOTOPHIM NPOBOAMIIACH MTPEIIIECTBYIONIAs JIyueBasi Tepamusl, a TAaKXKe y MOXKUIIBIX
MAIMEHTOB PEKOMEHI0BAaHO HAYMHATH TEPAITHIO YMEHBIICHHBIMH JI03aMHU (PTOpypaIiia.
Kaabuusi ¢oamHar Henb3ss cMemMBaTh ¢ (GTopypanmjioM IpH OJIHOBPEMEHHOM
BHYTPUBEHHOM BBe/IeHMU (MHbEeKIUs WU HHPY3Us).

VY nanueHToB, MOMy4YalonMX KOMOMHIUPOBAHHYIO Tepanuio (ropypannia ¢ Kaiblus GoIuHATOM,
CJIeZlyeT KOHTPOJIHMPOBATH KOHIICHTPAIIMIO MOHOB KalIbIUS B Tu1azMe KpoBu. Ilpu ompenenennun
HU3KHAX KOHIICHTPANH HE0OXO0AUMO TPOBOIUTH COITYTCTBYIONIYIO TEPATTHIO COOTBETCTBYIOIIUMHU
npenapaTamMy KajbIHsl.

Kanvyus ponunam/memompexcam

Kanpius GponuHat He 3amumaer ot TOKCuyeckux 3¢ (HeKToB HereMaToJIOTHYECKOro XapakTepa Bo

BpeMsl Tepanuu METOTpeKcaToM (Hampumep, OT He(PpPOTOKCHYECKOTO JEHCTBUSI BCIEICTBUE
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MPEAIECTBYIOMIEH WM BBI3BAHHOM METOTPEKCATOM IOYEYHOW HEAOCTATOYHOCTH, KOTOPAs
CBs3aHA C 3aMEIJICHHOW O3KCKpEIHMed METOTpeKcaTa, MOXeT TpeOoBaTh NMpUMEHEHHs Ooliee
BBICOKHX 103 UJIM OOJIBIIEH MPOIOKUTENBHOCTH Kypca Tepanuy Kajlblus (OJIUHATOM.

Cnenyer u3beraThb NHpPUMEHEHHUS BBICOKUX 103 KaiblMs (OJMHATA, MOCKOIBKY 3TO MOXET
MPUBOJUTh K CHIDKEHUIO TPOTHBOOMYXOJIEBOM AaKTHBHOCTH METOTpEKcara, OCOOCHHO IpHU

OITYXOJISIX IIEHTPATBHOM HEPBHOW CHUCTEMBI, KOT/Ia HA0JIF01aeTCsl HAKOTUICHUE KaIblus (hoTMHaTa
IIOCJIE HECKOJIBKUX KYPCOB JICUCHHUS.

B ciywae pa3BuUTHS = PE3UCTEHTHOCTM K  METOTpPEKCAaTy  BCIEACTBHE  YXYALICHUS
(GYHKIMOHUPOBAHUS MEMOPAHHOTO TPAHCIIOPTA TAKXKE PA3BUBAETCS PE3UCTEHTHOCTH K KaJIBIIMS
dommHaTy, IMOCKOJEKY 00a BellecTBa MEPEHOCSATCS OJHHUMH M TEMH K€ TPaHCIOPTHBIMH
CHUCTEMaMU.

[Tpu ciydvaifHON Mepeao3upPOBKE aHTArOHUCTOM (DOJIMEBOM KHUCIIOTHI, TAKUM KaK METOTpEKcarT,
HY)KHO OKAa3bIBaTh HEOTJIOKHYI0 MEIUIIMHCKYIO TMOMOIIb, TaK KAaK YBEJIMYCHHE BPEMEHHOTO
WHTEpBaja MEXIY BBEACHHEM METOTpeKcaTa W KalbliMs (OJIMHATA MPUBOIUT K CHIDKCHHIO
3(PEKTUBHOCTH MTOCIIETHETO.

[Ipy BO3HUKHOBEHUM KIMHUYECKUX MPOSBICHUM TOKCUUHOCTH WJIM OTKJIOHEHMI MoKa3arened B
1a00paTOPHBIX aHAIM3aX BCEr/ia JIOJDKHA YYUTHIBATHCSA BEPOSTHOCTH MPUMEHEHUS MaIlliEHTOM
JIPYTUX JIEKAPCTBEHHBIX CPENICTB, KOTOPHIE B3aUMOJCUCTBYIOT C METOTPEKCATOM (Hampumep,
mpenapaTsl, KOTOpbIe MOTYT BIUATH HA DIIUMUHAIIMIO METOTPEKCcaTa MU CBS3BIBATHCS C OelKaMu
IUIa3MbI KPOBH).

BcnomorarennHble BellecTBa

JlanHbIi mpenapar cogepkut MeHee | Mmonb (23 mr) HaTpus Ha | MII, TO €cTh, IO CYTH, HE
CoJIeprKaT HaTpusl.

€TH
be3onacHocTh 1 3()PEeKTUBHOCTh MPUMEHEHHUS Tpenapara y JeTeid 10 2 JIET He yCTaHOBIICHA.
JlaHHBIX IO TPUMEHEHUIO0 KOMOMHAIMI Kablws (onuHaTa ¢ propypanuiaom y aeteit 1o 18 mer
HE UMEETCH.
4.5. B3aumopeiicTBHe ¢ JPYrHMHU JeKAPCTBEHHBIMHM MNpenaparamMu M JApPyrue BH/bI
B3aMMO/1eiiCcTBHS
[Ipy onHOBpEMEHHOM NpPUMEHEHUH Kayblius (oJIMHATa C aHTAaroHUCTaMH (HOJIMEBOM KHUCIIOTHI
(HampuMep, ¢ KO-TPHUMOKCA30JI0M, MUPUMETAMUHOM) (P (HEKTUBHOCTh aHTarOHUCTOB (hOJIMEBOM
KHCJIOTBI MOXET CHUKATHCS WM MOJTHOCTBIO YyTPAUMBATHCA.
Kanpiust onunar moxer cHmwxkaTh 3(Q(YEKTUBHOCTH MPOTHBOSIMMICITUYECKUX IPErapaToB

(penobapObuTama, mnpuMuIOHA, (EHUTOWHA, CYKIMHUMHJIOB) U  TOBBIIIATh  YacTOTY



COOTBETCTEYET 3Kl
oT 2406 20:

SMUIENITUYECKUX MPHUCTYNOB (BCIEACTBUE CHUXKCHUS Kdﬁﬁémﬁ%ﬁ%ﬂtﬁ@hﬁiﬁxTﬁﬁvﬁ'ﬂhOB

NPOTHBOAMIIENITUYECKUX IPEnapaToB B IUIa3ME KPOBU H3-3a YCKOPEHHS METabOIMYEeCKHX
IPOIIECCOB B MIEUYEHH, TaK KaK (DOJIATHI ABJISAIOTCSA OJHUM U3 KO-(PaKTOPOB).

[Ipy KOMOMHUPOBAHHOM IPUMEHEHUU Kaiublius (onuHata M GTopypammia 3HPEeKTUBHOCTL
JNEHCTBUS M TOKCHYHOCTH TIIOCJIEIHEro TMOBBIMIAIOTCS. B CBA3M ¢ 4eMm, mpu COBMECTHOM
NPUMEHEHHH J103bl (PTOPYpALIUIIA TOJDKHBI OBITH CHUIKEHBI (CM. pasneinsl 4.4 u 4.8).

HmeroTcs cooOIIeHHsT O HECOBMECTUMOCTH HHBEKIIMOHHBIX ()OpM Kanblus (oluHaTa MpU
OJIHOBPEMEHHOM IPUMEHEHUH C WHBEKIUOHHBIMH (opmamu Jporepuaona, ¢Topypamuia,
dockapHeTa W METOTpeKcara, BCJIEACTBHE OOpa3OBaHUs MpELUNUTaTa HIA [MOMYTHEHHS
BBOJIMMBIX PAaCTBOPOB.

4.6. ®epTUIBLHOCTDb, 0€PEMEHHOCTD M JIAKTALUSA

bepemeHHOCTD

[TockonbKy KOHTPOIMPYEMBIX HCCIEOBaHMUI TMpermapaTa y OEpeMEeHHbIX JKEHIIMH He
IPOBOJIMIIOCH, €T0 MIPHUMEHEHHE BO BpeMsi O0EpeMEHHOCTH BO3MOXHO TOJIKO B TOM CIydae, eCcliu
npezrnonaraeMas mojab3a JUIsi MaTepH MPEBBINIACT MOTESHIIMATBHBIA PUCK IS TUIO/A.

JlakTanuys

HeusBectHo, BbIIENs€TCS JM Tpenapar B IPYAHOE MOJOKO, MO3TOMY HpHU HEOOXOAMMOCTH
NpUMEHEeHHs Kaiblusg (ONMHATAa B TIEPUO] TPYIHOTO BCKAPMIIMBAHUS HEOOXOIMMO PEUINTH
BOTIPOC O MPEKPAIIEHUH IPYIHOTO BCKAPMIIUBAHHSL.

DepTUabHOCTD

JlanHble o (hepTUIBHOCTH OTCYTCTBYIOT.

4.7. BausiHue Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeACTBAMHU M padoTaTh ¢
MeXaHH3MaMHU

[Tpu nmpumeHeHHMH Kayblius (QojMHATa HE HAOMIOJAIIOCh BIMSHMS Ha CIIOCOOHOCTH YNPaBIISATh
TPAHCHOPTHBIMM CPEJICTBAMU M Ha 3aHATHE JAPYTMMHU BUIAMHU JACATEIbHOCTH, TPEOYIOIIMMHU
KOHIICHTPAIIUH BHUMAHUSI ¥ OBICTPOTHI ICUXOMOTOPHBIX PEAKIINH.

4.8. HexkesaTeibHbIe peakuu

PesromMe HexenaTeabHbIX PeaKIIil

HesxenarenbHble peakiM MPEICTABICHbI B COOTBETCTBHH C MOPAKEHUEM OPraHOB U CUCTEM
OpraHoOB B TIOCIIEJOBATCIILHOCTH MEAMIIMHCKOTO CIIOBaps JUIss HOPMAaTHBHO-TIPABOBOM
nesitenbHocTH  (MedDRA). Yactora BO3HUKHOBEHHS ONpENENsiach B COOTBETCTBHHM CO
CIEYIOIIUMHU KaTeropusMu: o4eHpb yacto (>1/10), vacto (>1/100, vo <1/10), nHewacro (>1/1000,
HO <1/100), peaxo (>1/10000, vHo <1/1000), ouens penko (<1/10000), gacrora HensBecTHa (Ha
OCHOBaHWHW UMECIOIIMXCS JTAHHBIX OIICHHTH HEBO3MOXKHO).

Hapywenus co CMOpOHbl UMMYHHOU cucmemul. OY€eHb penko -
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KparnuBHULA.

Hapywenus memaboauzma u numanus. 4acTOTa HEM3BECTHA — TUIIEPAMMOHHEMHUSL.

Ilcuxuueckue Hapywienus: peiKo — OECCOHHUIA, TPEBOXKHOCTh, Jenpeccus (Ipu NPUMEHEHUH
BBICOKHUX J103).

Hapywenusa co cmoponvr HepeHOU cucmembl: PEIKO — IMOBBIIICHUE YAaCTOThl BO3ZHUKHOBEHUS
AMUJIENTUYECKUX MPUCTYTIOB.

Kenyoouno-kuweunvle napywienus. O4eHb 4acTO — AUapes BHICOKOM CTENEHU TSKECTH, a TAKKE
00e3B0KHBaHuE, TPeOyIOIee CTAMOHAPHOTO JIEYEHUS, PEIKO — TOLIHOTA, pBOTA, AUCHENCUs (IIpU
IPUMEHEHUHU BBICOKHX J103).

Obwue napywenus u peakyuu 6 mecme 66e0eHus: HEYacToO — JINXOPaJKa.

I[Tpu rcrosnb30BaHUM C JPYTUMHU IIpenapaTtaMu JJis JISYEHUs COMYTCTBYIOIIMX 3a00J1eBaHUM ObUIN
OTMEYEHBbl CiIy4al BO3HUKHOBEeHUS cuHApoma CruBeHca-/[)KOHCOHAa M  TOKCHYECKOTO
AMHIEPMATBHOTO HEKPOJIN3a, MHOTAA (paTanbHbIe, B PA3BUTUN KOTOPBIX HEIb3s UCKIIOUYUTH POJIb
KaJbplus HOTUHATA.

Hononnumenvrvie nobounvle peakyuu npu npUMeHeHuu 8 KOMOUHayuu ¢ omopypayuiom
[Tpoduiie 6e30maCHOCTH MOXKET 3aBUCETh OT UCHOJIb3YEMOr0 PEeXUMa TEpaluM U3-3a YCUIICHUS
BBI3bIBAEMBIX (PTOPYpALIMIIOM MOOOYHBIX PEAKIINM.

Hapywernus co cmoponsl kposu u levzd)amuqecxoﬁ cucmembl. O4YCHb 4aCTO — MUECIIOIICHUS.

/Y(@JlVdOHHO'KMZM@llele Hapyuienus. OY€Hb 4YaCTO — TOIIHOTA, PBOTA, AUAPEs, BBIPAKCHHASA

Acrujparanusi, Tpe6y10ma;1 TroCIIuTalIn3alunu (MO)KCT MMPUBCCTH K JICTAJIBHOMY I/ICXOI[Y).

Hapywenus co cmopouvl Kodicu u NOOKOJCHbIX MKAHel. YacTo — MnaJJbMapHO-IIJIaHTapHas

spUTpoau3ecTe3ns (J1aJOHHO-TIOJOIIBEHHBIH CUHAPOM).

Obwue Hapywienus u peakyuu 8 Mecme 66e0erus . 04eHb 4YaCTO — MYKO3UTHI, BKJIKOYasi CTOMATHT,
XeUIUT, apuHTUT, 330(aruT, MPOKTHUT.

Tokcuueckoe MHOpakeHHUE KENyJA0YHO-KUIIEYHOTO TpakTa (TJIaBHBIM 00pa3oM MYKO3UTHI U
Iuapes) 1 MHUENOCYIpPecCHs MOTYT BECTH K CMepTU. Y TAalMeHTOB C JAuapeeil KIMHUYECKOoe
YXYALIEHUE MOXKET HE3aMENTIUTENIBHO MPUBECTH K JIETAIbHOMY McXoay. OTCYTCTBHE YIIyqILIEHUS
COCTOSIHUSL MOXET OBIThb CBS3aHO C JPYIMMH TOKcHYeckuMu 3ddexramu Qropyparmia
(HampuMep, HEUPOTOKCUYHOCTHIO).

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKITNAX

BaxHo coo0mmath o mo103peBacMbIX HEeXENATENbHBIX PEaKIUIX MOCIIe PErHCTPAINH MpernapaTa ¢
[ENbI0  O0CCIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO TIpenapara. MeIuIMHCKIM pa0OTHUKAaM PEKOMEHIYEeTCS COOOIaTh O JIFOOBIX

MMOOO03pE€BACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IpErapara 4€pe3 HAllMOHAJIBHBIC
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HKOHOMHUYECKOI'0 COI03a.
Poccuiickas ®eoepayus

109012, r. MockBa, CnaBsiHCKas iomaisp, 1. 4, ctp. 1

®enepalibHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMITOMBI

O mocneAcTBHSIX TPHUMEHEHUS JO03bI Kalbllds (HOJIMHATA 3HAYUTEILHO OOJbBIICH, YeM
pexkoMmeHayemasi, He cooOmanoch. OgHaKo, BBICOKHE J03bl KaiblMs (OIMHATA MOTYT
HUBEJIHPOBATh XUMUOTEpaNeBTHUECKHil 3(h(PEeKT aHTaroHUCTOB (POTUEBOM KHCIOTHI.

Jleuenue

Ecin mpowmsonuia mepeno3upoBKa MPU MPUMEHEHUHM KOMOWHAIMHM (TOpypanuia ¢ KaabIus
dbonmuHaToM, HEOOXOIUMO CIEAOBAaTh HHCTPYKUMU [UIsi (TOopypaluia Mo MPOBEACHUIO

HEOOXOIUMBIX MEPOIPUATHUH.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA

5.1. ®apmakoIUHAMHYECKHUeE CBOIiCTBA

dapmakoTepaneBTHUECKasi Tpylmna: Mpoyue JedeOHble CpeACTBA; CPEACTBA, CHMXKAIOIIUE
TOKCHYHOCTH MIPOTUBOOIYXOJIEBOI TEpaIny.

Kon ATX: VO3AFO03

MexaHN3M JIeUCTBUS

Kanpriust donuuat mnpexacraBnsier coboir  S-popmunrerparuapodonaT Kanbius. SBusercs
AKTHBHBIM METa00JHUTOM (HOTMEBON KHUCIOTHI U KO(PEpMEHTOM, HEOOXOIMMBIM JJIsi CHHTE3a
HYKJICMHOBBIX KHUCJIOT TIPH MTPOBEICHUH IIATOTOKCHYECKOM TeparTuH.

Kanpriust onmHaT NPUMEHSIOT JUISi CHIDKEHHS TOKCHYHOCTH W HEUTpalu3alud JeHCTBUS
AHTaroHUCTOB (HOJIMEBOM KUCIIOTHI, TAKMX Kak MeToTpekcaT. Kanbius (onuHAT M aHTarOHUCTHI
($0J1aTOB TIEPEHOCATCS OJTHUMH U TEMHU K€ TPAHCIOPTHBIMU areHTamMu (O€JOK, CBS3BIBAFOIIHIT
¢doaThl, IEPEHOCYNK BOCCTAHOBIIEHHBIX (JOJIATOB U AP.) M KOHKYPHUPYIOT 32 HUX JIJIsl IEPEHOCca B
KJIETKY, YTO BBI3BIBAET OTTOK AHTArOHHCTOB (DOJNATOB W 3alUIIA€T KJIETKH OT JeHUCTBUS
MOCIIEAHUX 3a CUeT CHWXeHws myna ¢onartoB. Kambpius QonuHar ciyxut uctouyHukom H4
domara; MmMOAITOMYy B OTIAMYHE OT (HOITMEBOM KHUCIOTHI HE TpeOyeT BOCCTaHOBIICHUS

murupodonarpeykTazon Uisi IpeBpalieHus B TeTparuapodoiiaT, 4TO IMO3BOJISIET MPU €ro
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KEPHR Hokob=3hillnoc

o (noc [
IIPUMEHEHUN BOCCTAHOBUTH HAPYIIECHHBIN IPOIIECC GI/IOCI/H{TGS";”/EEI% E

neiicTBue KajblMs (ONMHATA TPOSIBISETCS TOJNBKO B OTHOUIGHHWH 3JI0POBBIX KieTOoK. OH
IpeOTBPALIAET TOKCHYECKOE JICHCTBHE METOTPEKCaTa Ha KJIIETKM KOCTHOTO MO3Ta M eIy JOYHO-
KUIIIEYHOTO TPAKTa, HO HE BIMSET CYIECTBEHHO Ha HehPOTOKCHUECKHi A deKT MeToTpekcara.
Kanpiust GponuHat mpuMeHsIOT U 7151 OMOXMMHUYECKONH MOIYISAIMHA Gropyparuia Al yCHICHUS
€ro IUTOTOKCHYECKOTo JeicTBuA. DTOpypaumil NOJaBiseT aKTUBHOCTh TUMHINIATCUHTETA3bI,
KJIIIOYEeBOTO (hepMeHTa, Yy4acTBYIOIIErOo B OHMOCHHTE3e NHpUMHIMHA. [Ipemapar ycuiuBaeT
MHTUOMPOBaHNE TUMHIMHCUHTETA3bl, YBEIMUYMBAas BHYTPHUKICTOUHBIA Iyl (OJATOB, TaKUM
00pa3oM, CTAOMIN3UPYs KOMILIEKC PTOPypalI-TAMUANHCHHTETA3a U OBBIIIAs €70 aKTHBHOCTb.
BuytpuBeHHO Kanbuus (GOIUHAT HA3HAYAIOT U1l NPOQHIAKTUKY | JieueHus aedunura ¢onatos,
KOTJa JaHHOE COCTOSIHHE HE MOXKET OBITh CKOPPEKTHPOBAHO NEPOPAITBHBIM NPUMEHEHHEM
npernapara, HarnpuMep, MpU IOJHOM MNapeHTEPAIbHOM IMUTAHUM M BBIPAXCHHOM CHHPOME
Manbabcopormu. Taxoke Kanpuus GOTMHAT MPUMEHSIOT JUIS JICYSHHS MErajJo0JacTHON aHeMuH,
BBI3BAaHHOH /1e(DUIIMTOM (POITHMEBOI KUCIOTHI, IPU HEBO3MOXHOCTH MEPOPATBHOTO MPHUMEHEHUS
npernapara.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AGcopbuus

[Tocne BHYTPHMBIIMIEYHOTO BBEIEHHS BOJHOTO pPAacTBOpa CHCTEMHAs OHOIOCTYITHOCTb
COIIOCTaBUMa ¢ OMOJIOCTYITHOCTBIO TOCJIe€ BHYTPUBEHHOTO BBeneHHs. OJHAKO, MaKCUMaJbHbIE
KOHIIEHTPALUH B IJIa3Me KPOBH HU)KE IIPU BHYTPUMBIILICUHOM BBEJICHUU.

BI/IOTDaHC(bODMaHI/IH

KaJ'II)III/Ifl (1)0J'II/IHaT SABJICTCA  palcMaToM, rae AKTUBHBIM OHAaHTHOMECPOM  ABJIACTCA
neBoBpamaromias popma (L-5-gpopmunrterparuapodonar).

OCHOBHBIM META0OTUTOM KalbIlHsl (OJIMHATA SBISETCS S-MEeTUNATETparuapodoareBas KUCIOTa,
KOTOpasi IPEeUMYIECTBEHHO 00pa3yeTcs B ME€UYEeHU U MHTEPCTULINATBLHON TKAHHU.

Pacnopenenenune

O06beM pacnpenenenus GoIuHOBON KUCIOTHI Hen3BecTeH. Yepes 10 MUHYT 1ociie BHyTPUBEHHOTO
BBEJICHUS B IIJIa3M€ KPOBHU JOCTUTAOTCSI MAKCUMAJIBHBIE KOHIIEHTPAL[UM UCXOJIHOTO COCIMHEHUS
(D/L-popmunrerparuapodoareBas KUCIO0Ta, POIUHOBAS KHCIOTA).

[Tocne BBenmeHust n03bl 25 Mr cpenHss KoHueHTpauus ans L-5-¢hopmunrerparunpodoireBoit
KUCIIOTBI ~ cocTaBuia  28,4+3,5 MI  MUH/MJI, IS  TPaBOBPAIIAIOIIETOCS D-5-
MeTUATETparuapodonneBoit KUCI0Th cocTaBuia 129+11 mr mun/m.

DJIMMUHALMS

[Tepunon momyBeiBenenus st L-popmer cocrabnsier 32-35 munyT, Anis D-popmer cocraBnser

352-485 munyT. HezaBucuMo oT croco0a BBEIECHHS BECh MEPHO] MOJYBBIBEICHUS aKTHBHBIX

11
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5.3. /lanHbI€e TOKJIUHHYECKOH 0€30IacCHOCTH

B noxnMHMYECKMX JaHHBIX, IOJYYEHHBIX I10 pe3yJbTaTaM CTaHJIAPTHBIX HCCICIOBAHUN
dbapmakojgornyeckoi  0€30MacHOCTH, TOKCHYHOCTH TNPU  MHOTOKPAaTHOM  BBEJCHUH,
F€HOTOKCUYHOCTH, KaHILIEPOT€HHOI'0 MOTEHIMAla W PENpPOAYKTUBHON M OHTOT€HETUYECKOU

TOKCHUYHOCTH, 0COOBIH Bpea AJIA 4CJIOBCKA HC BBISIBJICH.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB

Harpus xnopun

1 M pactBOp HaTpus THAPOKCHIA

WIn

1 M pacTBOp XJIOpUCTOBOIOPOTHON KUCIOTHI 10 pH 6,5-8,5

Boxa miist uaneknuit

6.2. HecoBMecTHMOCTH

B cBsi3u ¢ OTCYTCTBHEM HCCIIEIOBAaHUIM COBMECTUMOCTH, JAaHHBIM JIEKapCTBEHHBIH Npenapar He
CJIeZIyeT CMEIINBATh C PYTUMH JICKApCTBEHHBIMH MTPETapaTaMH.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

2 roja.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

Xpanuts B xonoauiabHuKe (2—8 °C), B OpUrMHaIbHON yIIaKOBKE (B MAYKe).
6.5. XapakTep u cojep:kaHHe MEPBUYHOI YTAKOBKH

PacTBOp /U1 BHyTPUBEHHOT'O U BHYTPHUMBILIIEUHOTO BBEJICHHUS.

[Ipu 1pou3BOACTBE JEKAPCTBEHHOTO mpenapara Ha OO0 ((Be.]'[(baDM», Poccus

ITo 1 mur, 2 M, 3 mut, 5 mut 1 10 mut mpeniapara 7o3upoBKoi S mr/mit, 1o 3 mut, 5 mit, 10 mut u 20 Mot
npenapara 103upoBkoi 10 Mr/mi1 B aMImysibl HEUTPaTbHOTO OECIBETHOTO WMJIM CBETO3AIIUTHOTO
CTEKJIa C KOJIBIIOM M3JI0Ma WM C HaJIpe30M M TOUYKOM min 6e3 HuX. Ha aMiynbl JOMOIHUTETHHO
MO3KET OBITh HAHECEHO OJTHO, JBA WU TPH I[BETHBIX KOJIBIIA.

Ha ammyny HakJIeHMBarOT CaMOKJIEALIYIOCS ITUKETKY.

3, 5 aMITys1 TOMENIAIOT B KOHTYPHYIO STYEHKOBYIO YITAKOBKY M3 IJICHKU TOJMBUHUIXJIOPUIHON 1
TUICHKH TMOJTMMEPHOU UK 03 MJICHKHU MOJTMMEPHOM.

1, 2 KOHTypHBIE AYEHKOBBIE YIIAKOBKH IIOMELIAIOT B a4Ky U3 KAPTOHA.

B kaxxayro mauky BKJIabIBAIOT JTUCTOK-BKIIAJBINI, CKapU(DUKATOP aMITyJIbHBIH.

CxkapuduxaTop aMIynbHbIN HE BKJIAABIBAIOT MIPHU UCIIOIB30BAHUM aMITyJl C KOJIBIIOM H3JI0OMA WJIH
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C HaJI[pe30M M TOUYKOII.

nJIn

[Ipu mpousBoactse gekapcreeHHoro npenapara Ha 000 «Bendapm-My, Poccus

ITo 1 mut, 2 mut, 3 M1, 5 mut 1 10 mMiT mpenapaTa 103UpOBKOM S5 Mr/mi , o 3 mi1, 5 mut, 10 mit u 20 M
npenapata 103upoBkoil 10 Mr/mi Bo (akoHBI U3 TEMHOTO CTEKJa 1-0ro ruApOIUTHYECKOTrO
KJlacca, YKyIOpEeHHbIE MPOOKaMH PE3MHOBBIMH OpOMOYTHIIOBBIMH M 3aKaTaHHBIE KOJIMAYKaMU
ATIOMUHHUEBBIMU WJIM KOJIMAYKaMU KOMOWHUPOBAHHBIMH ATIOMUHHUEBBIMH C ILJIACTMACCOBBIMU
KPBIIIKaMU.

Ha ¢nakoH HakeuBalOT CaMOKIIESALTYIOCS STUKETKY.

3, 5 ¢nakoHOB MOMENIAIOT B KOHTYPHYIO SYCHKOBYIO YHAKOBKY W3 IUICHKH IOJIMMEPHOM,
FEPMETUYHO YKPBITON IJIEHKOW MOJIMMEpPHON Min Oe3 Hee.

1, 2 KOHTypHBIE STYEHKOBBIE YIAKOBKHM BMECTE C JINCTKOM-BKJIAJBIIIEM MOMEIIAIOT B MAYKy W3
KapTOHa.

5, 10 pmaxoHOB BMECTE C IMCTKOM-BKJIAIBIIIEM TIOMEINAIOT B IMaYKy U3 KAPTOHA C TIEPETOPOIKAMHU
WIH JIO)KEMEHTaMH.

He Bce pa3mepsl ymakoBOK MOT'YT ObITh JOCTYITHBI JJIsl pEaJIU3alliH.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXO0JA0B, TMOJYYEHHBIX IOcjde TNPUMEHEHHUs
JIEKApPCTBEHHOI'0 Mpenapara, ¥ Apyrue MaHuIyJsiiiy ¢ Npenaparom

Mephl IPea0CTOPOKHOCTH, MPUHUMAEMBIC TIEPE] MPUMEHEHUEM Ipenapara Uil B pa60Te C HUM

[Ipu pabGotre c¢ kamblMsg (QOIMHATOM HEOOXOAWMO COOMIOAATh MpaBHUia OOpaIIeHus ¢
IUTOTOKCUYECKUMH BEILIECTBAMHU. 3arpsA3HEHHYIO IMPErnaparoM MOBEPXHOCTh PEKOMEHAYETCS
o0paboTaTh pa30aBIE€HHBIM PAaCTBOPOM THIIOXJIopuaa HaTpus (coaepxkamuM 1 % xiopa). [Ipu
NOTIAJIaHNU TIpernapaTa Ha KOKy — HeMEJIEHHO POU3BECTH OOMIIbHOE ITPOMBIBAHUE KOXKH BOJON
C MBUIOM WJIM PacTBOPOM HAaTpusl I'MApoKapOOHaTa; MpHU MONaJaHUM B Ija3a — OTTSAHYTb BEKH,
MIPOM3BOIUTH MPOMbBIBaHHUE TJ1a3a (T71a3) OOJBIINM KOJMYECTBOM BOJIbI B T€UEHHUE 15 MUHYT.
Yrunuzanus

Ocratku mpenapaTta, BCE HWHCTPYMEHTHl M MaTepHalbl, KOTOpPbIE TMOJIB30BATUCH IS
INPUTOTOBIICHUST PAacTBOPOB JuIs MHBEKIMH M HH(y3uu mnpenapata KAJIBLIUA DOOJIMHAT
BEJI®APM, no/mKHBI YHUYTOXKATHCSI B COOTBETCTBUH CO CTaHIAPTHON OOTHHUYHON MTPOIIEYpOi
YTUJIM3ALHUN OTXOJ0B IIUTOTOKCMYECKHUX BELIECTB C YUETOM JECHCTBYIOIMX HOPMATUBHBIX aKTOB

YHUYTOKCHHA OIMMACHBIX OTXOIOB.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

o1 24.06.2025 N= 15576

OO011eCTBO ¢ OTpaHUYEHHON OTBETCTBEHHOCTHIO <<9H3A@A%M%%J§%XEAEM» po7l

124460, r. Mockaa, 1. 3eseHorpa, nmpocnekT ['enepana Anekceesa, a. 42, ctp. 1, atax 3, nom. 1,
komHara 19
7.1. IIpeacraBuTeIb AePKATES PETHCTPAIMOHHOTO YA0CTOBEPEHUS

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Ilo sonpocam bezonachocmu u 3¢hghekmusHocmu npenapama K npeocmasumentd Oepircamers
PpecucmpayuoHHo20 YOOCmMo8epeHUs:

Poccuiickas @enepanus

OO0111eCTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapmy)

640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturymuu, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Ilo sonpocam kauecmea 20mosot NPOOyKyuu K NPOU3800Umeio 1eKapCmeeHH020 npenapama.
Poccniickas @enepanns

OO011ecTBO ¢ OTPaHUYCHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)

640008, Kypranckas o6u1., r. Kypran, npocnekt Konctutyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

170011

Poccuiickas ®enepanus

OO111ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm-M» (OO0 «Bendapm-M»)

124460, r. MockBa, BH.TEp.I. MyHUIIUNAIbHBIM OKpyr CuiauHO, T. 3€JIeHOTpajl, MPOCHEKT
I'enepana Anekceesa, 1. 50

Ten.: +7 495 780-00-70

E-mail: quality@velpharm-m.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JATA IMEPBUYHOM PETUCTPAIIUU (ITOATBEPXJIEHUSA PET'MCTPAIIUU,
NEPEPEI'MCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA

O6mas xapakrepuctuka JsekapcrBeHHoro mnpemnapara KAJIBIUA DOJIMHAT BEJI®APM
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 24.06.2025 N= 15576

JOCTynHa Ha UWH(GOPMAIMOHHOM TMopTalie EBpasﬁH&grlEﬂggﬁJM%&%FoTDé%qgga' B

uH(pOpPMaIIMOHHO-KOMMYHUKAIIMOHHOM ceTu «HTepHeT https://eec.eaeunion.org/.
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