COOTBETCTE ~ET SKCNEPTHOMY OTUYETY

ot 20.03.2026 N= 5775

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Kansuus ¢ponunar I[1CK, 5 mr/mi, pacTBop At BHYTPUBEHHOTO U BHYTPUMBIILICYHOTO BBEJICHHS.

Kanprus ¢pommuar [TCK, 10 Mr/mi, pacTBop AJis BHYTPMBEHHOTO W BHYTPHUMBIIIICYHOTO BBEICHHMS.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JleficTBy1O1IIee BEIIECTBO: KAJIbIHsI ()OJIMHAT.

Kanpiusa domunar [NCK, 5 Mr/mi, pacTBop sk BHYTPUBEHHOTO M BHYTPHMBIIICYHOTO BBEICHUS
Kaxxnprit M1 pactBopa conepkuT 5,4 Mr Kaibius GoauHaTa (JISHKOBOpHUHA KaJbIlHsl) 0€3BOIHOTO (B
nepecyere Ha (OTMHUEBYIO KUCIOTY — 5,0 MT).

BemecTBa, HanmmuMe KOTOPHIX HAJ0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO Tpemapara: HaTpuil (CM.
paznen 4.4.).

Kanpmms donunat I1CK, 10 Mr/mia, pacTBop /uisi BHYTPUBEHHOTO M BHYTPHMBIIIEYHOTO BBEICHHMSI
Kaxnpiit M pactBopa conepxut 10,8 Mr xanbuus GonuHata (JIEHKOBOPHHA Kalblius) O€3BOIHOTO
(B mepecuere Ha hoamHUEBYIO KUCIOTY — 10,0 MT).

BewecTBa, HalM4Me KOTOPBIX HAI0 YUUTHIBATH B COCTABE JIEKAPCTBEHHOT'O IIpenapaTa: HaTpui (cMm.
paznen 4.4.).

[TonHblii MepeyeHsb BCIIOMOTaTeIbHbIX BEIIECTB IMPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp M1 BHYTPUBEHHOI'O YU BHYTPUMBIIIIEYHOTO BBEICHMUSL.

[Ipo3paunblii pacTBOP OT >KEITOBATOTO JI0 YKEJITOTO MIIH 3€JIEHOBATO-KEITOIO I[BETA.

4. KIMHUYECKHE JAHHBIE
4.1. Iloka3anus K NpUMEHEHUIO

e [IpodunakTuka TOKCHYECKOTO IEUCTBUS METOTPEKCaTa, MPUMEHIEMOT0 B BHICOKHX JI03aX.

e lHTOKCHKaLMg aHTaroHUCTamMu (POIMEeBOW KHUCIOTHI (METOTPEKCATOM, TPUMETONPUMOM U
MUPUMETAMHUHOM).

e KonopekranpHblil pak (B cocTaBe KOMOMHUPOBAHHOM Tepanuu ¢ (GTOpypaIuiom).

e MeranobnacTHas aHeMHs, BbI3BaHHas AepuiinToM (posineBoi KUCIOTHI (B T.4. HA JOHE CHHIIPOMA
MajibabCopOIMy, HEAOCTATOYHOCTH TUTaHUsI, OEPEMEHHOCTH, CTIPY, B pAHHEM JICTCKOM BO3pPacTe
IIPU BPOXKIEHHON HEIOCTAaTOYHOCTH AUTHAPO(OIATPEayKTa3bI).

be3onacHocTh 1 3P GEeKTHBHOCTh MPUMEHEHHS TIPETapara y 1eTel 10 2 JIeT He YCTaHOBJICHBI.

besonacHocts W 3((eKTHBHOCTH TO TNPUMEHEHUIO KOMOWMHAIMKA Kanblus (OIMHATA C
dbropyparmiom y aereit B Bozpacte oT 0 10 18 j1ieT He yCTaHOBJICHBI.
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4.2. Pe:kuM 103MPOBAHUS U CIIOCO0 MPUMEHEHUS

PexxuM no3upoBaHus

Hpoqbwzakmuka MOKCUYECK020 0elicmeus memompexkcama, NPUMEHAEMO20 6 6bICOKUX o0o3ax

CxeMbl JIeUeHUS KaJlbIIUuA (1)OJII/IHaTOM 3aBUCAT OT CXCM TCpaAIUMu CPCAHMMU U BBICOKUMHU J03aMU
METOTpEeKcaTa, MO3TOMY 3a HeoOxoauMmol wuHOpMaIHMe IernecooOpa3Ho o0paTUThCA K
COOTBETCTBYIOLIEMY IIPOTOKOILY JIEYEHUSI METOTPEKCATOM.

[IpuBeieHHBIE HUKE PEKOMEHIAIMA MOTYT CIIy>)KUTh OPUEHTUPOM ISl ONPEAEIICHUS 103 U CXEMBI
3alIUTHOTO MPUMEHEHHS KaJIbIHsl (DOJIMHATA y B3POCIBIX, MOKMIBIX U IETEH.

ITpodumnakTuka TOKCHYECKOrO JAEHCTBUS METOTpPEKcaTa, IPUMEHSIEMOr0 B BBICOKMX J03aX,
OCYIIECTBIISICTCS IMyTeM MapeHTEPalbHOTO BBEIEHUS y MALMEHTOB C CHHAPOMOM MaibabcopOouuu
WIN APYroy NaToJoruei NUIeBapuTENIbHOIO TPAKTa, KOI'/la BCAChIBAaHUE B KUIIEUHUKE MOXKET OBbITh
3arpyaHeHo. Jlo3el 25-50 Mr criemyeT BBOAMTH MAapeHTEPaNbHO HM3-3a HACHIIIAEMOM abcopOimu
KaJblMsl (OJIMHATA B KUIIEYHHKE.

Hosa U JJIUTCIIBHOCTh NMPUMCHCHHUA KaJIbIWA q)OHHHaTa, MpeKKAC BCCTO, 3aBUCAT OT TUIIA U O03
Tepanmuu METOTPEKCAaTOM, BO3HHUKHOBEHHMS MPU3HAKOB TOKCHUYHOCTH M HWHIUBHUAYaJIbHBIX
0COOCHHOCTEH SKCKpelnu MeToTpekcara. Kak nmpaBuiio, nmepBas 103a Kanbius (OJTMHATA COCTABIISIET
15 Mr (6-12 mr/m?), BBOMMBIE dyepe3 12—24 uyaca (He mosgHee 24 4acoB) mocie Hayana HHPY3HH
METOTpeKcaTa. Ty K€ JI03y Ha3Ha4yaloT Kaxaple 6 4acoB Ha  MPOTSHKCHUH
72 d4acoB. Ilocine mapeHTEpalIbHOTO BBEJICHHS HECKOJIBKMX J03 Ipernapata MOKHO 3aMEHUTH
MPUMEHEHHEM NepOPABLHBIX (POpM.

Tarxke HEOTHEMJIEMBIM JOMOJHCHHEM K MPHUMEHEHHWIO Kalblus (OJIMHATA TPU MPOPUIAKTHKE
TOKCHUYECKOI'O ,Z[GI>'ICTBI/I$I MCTOTPCKCATA, MPUMCHACMOI'O B BBICOKUX J1034aX, ABJISIFOTCA MCPONIPUATHA,
CIIOCOOCTBYIOIIIME  YCKOPEHUIO  OKCKpEIMM  MeTOTpekcarta (oOecrnedeHne  aJeKBaTHOCTH
MOYEBBIJICTUTENFHON (DYHKIIMU U 3alllelaYMBaHUE MOYH).

@OyHKIUSA MOYEK JOKHA €KEIHEBHO KOHTPOJIUPOBATHCS U3MEPEHUEM KOHIEHTpAlUU KpeaTHHUHA
CBIBOPOTKH KPOBH.

Pexomenyercst "3MEpUTh KOHIIEHTPALIMIO METOTPEKCaTa B CBIBOPOTKE KPOBH depe3 48 yacoB mocie
Havana uHpy3uu. Ecam ocTraTouHasi KOHLIIEHTpAIU METOTpeKcaTa cocTtapiseT 6onee 0,5 MKMOIIB/I,
TO PEXUM JIO3MPOBaHMSA Kajblus (HOJIMHATA TODKEH OBITh AJaNTHPOBAH COTJIACHO CIICAYIOIICH
tabmuie 1:

Taoauna 1. Pekomenayemasi Koppekuusi Tepanuu Kajabuus GoJMHATOM NpU npoduiakTuke
TOKCHYECKOI0 IeiCTBUS METOTPEKCATa, IPMMEHSIEMOr0 B BHICOKHX /103aX, B 3ABHCHUMOCTH OT
OCTATOYHOI ero KOHIEeHTPaIuu

OcTaTo4HAasi KOHIEHTPAUMS JlonoJiHUTeIbHBIE 103bI KAJbIHA (POJIMHATA,
METOTPeKCAaTa B KPOBU cnycTs 48 Ha3HavyaeMble Kaxkable 6 4acoB B TeueHue 48 yacos
4acoB MOCJIe HAYAJIa BBeCHNUS WIH 10 CHH2KEHHMS] KOHIIEHTPAMHM METOTPEKCATAa HHKe
MeTOTpeKcaTa 0,05 MKMOJIB/J
>0,5 MKMOJIB/T 15 mr/m?
>1,0 MKMOJIB/TT 100 mr/m?
>2,0 MKMOJIB/TI 200 mr/m?

Llumomoxcuueckas mepanus 6 KOMOUHAYUU C PMOPYPAYULOM

[IpuMeHSIOT pa3nuyHbIe 1036l U CXeMbl IPUMEHEHHUS MIpernapara.
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3alIUTHOTO MPUMEHEHHS KaJblMsl (homHaTa ¢ PTOPYPALMIIOM Y B3POCIBIX U MOKMWIBIX. JITaHHBIX TIO
MIPUMEHECHUIO KOMOMHAITMH Kamblius GoiuHaTa ¢ GTOpypaIiiioM y IeTei He UMEETCS.

Jlo3bl cBeimie 50 Mr ciemyer BBOIUTH MNapeHTepanbHO. llpumeHeHue Oojiee BBICOKMX /103 HE
IPUBOAUT K Oojiee BBHICOKMM KOHILIEHTPALUsM B KPOBM HM3-3a HAchIaeMoil aOcopOuuu KanabLus
¢donuHara.

Jlsyxmecsaunbiii pedicum. BHYTpUBeHHAS MH(Y3Us Kanblius (omuHaTa B 103¢ 200 MI/M? B TeueHHe
2-X 4YacoB, C TOCHEAYIOMMM O6omocHEIM BBeaeHueM 400 mr/m> ¢ropypauuna u 22-4acoBoii
undys3ueit propyparmna (600 Mr/mM?) B TedeHHe 2-X MOCIEI0BATENbHBIX JHEH KasK/Ible 2 He eI,

Mecaunvui_pescum: xanpituss Gonusar B go3ze 20 Mr/mM> BBOASAT BHYTPHBEHHO OONIOCHO HJIH
200-500 mMr/mM?> WHQY3MOHHO B TeYeHHe 2-X YacoB Cpa3y IOcie BHYTPHBEHHOTO OOIIOCHOTO
BBeeHus 425 Mr/m? unu 370 Mr/m? GTopypaliia, Ha HPOTSHKEHHH S5 TI0CIeI0BaTebHBIX JHEH.

Heoenvnuiii_pescum: xanpims ¢GomuHaT B 03¢ 20 MI/M> BBOAAT BHYTPUBEHHO OOIIOCHO MWITH
200-500 Mr/m*> MHQY3HOHHO B TeUeHHE 2-X YacOB M OOTIOCHOE BBEJICHHE B CEpeIMHE MM KOHIIE
uH}y3un Kaneiums pomuaata 500 Mr/m? propyparmna.

[Ipu nmpuMeHeHUM KOMOWHAIMU C (TOPYPALMIOM MOXET MOTPEeOOBATHCS MOTUGDHUKAIMS CXEMBbI
JICYCHUs ITyTEeM YepeOBaHMs IIEPHOIOB Tepalnu ¢ HHTepBaiamMu 0e3 nedeHus. B 3aBucumocTn ot
COCTOSIHUSI TAIlMEeHTa, KIMHUYECKOTO OTBETa W IMPOSBICHUNH TOKCHYHOCTH TEpPAlMHM MOXKET
nmoTpeboBaThbcsl KOppeKmus J03bl  (ropypaimia (cM. WHCTpYKIUio 1o npumeHeHuto/OXJIIT
¢dTopypaunia). Yucao NOBTOPHBIX LIUKIIOB — [0 YCMOTPEHHIO JICUAIIIeTo Bpaya.

Tepanus nomkHA OBITH MPEKpaIIeHa MPH KOJIMYECTBE JIGHKOIUTOB U TPOMOOIIMTOB KPOBU MEHEe
3,5 teic. u 100,0 TBIC. COOTBETCTBEHHO. TakXke Tepanuio HEOOXOAMMO IMPEKPAaTUTh NpHU
BO3HHKHOBEHUH KPOBOTECUCHHUS U3 KETYAOUHO-KUIICYHOTO TPAKTA, TSHKEIIOH Anapeu (=7 pa3 B ICHb),
HKC(HOITUATUBHOTO JEPMATHTA.

Humokcuxayus  anmazonucmamu  Qoauesol  Kuciomel (Memompexcama, mpumemonpuma,
nUpUMemamuna)

Hepedos’upoexa Memompexcamom

Kanpuus ¢ponuHaT BBOIUTCS B 103€ PaBHON MITU MPEBHIIIAIONICH 103y BBEICHHOI'O METOTpEKCcaTa He
no3aHee 1 yaca mociie BBEACHHOM M03bI METOTpeKcaTa, Jajee mpemnapar BBoAUTCsA mo 10 MT/M>
KaxkJible 3 yaca 10 MCYE3HOBEHUSI IPU3HAKOB TOKCUYHOCTH.

ToxcuunoCImb MPUMEMONPUMA

[Tocne mpekpaieHusi BBEACHHS TpUMETONpUMa, Kaiblusg ¢oiauHat B go3ze 3—10 Mr/cyTku 1o
BOCCTaHOBJICHHS MTOKa3aTeIed KIMHUYECKOrO aHaIn3a KPOBH.

ToxcuuHocmb nUpUMEMamuna

B cnyuae npumMeHeHHs BBICOKUX 103 TUpUMETaMUHA WU MPU IPOAOIKUTEIHLHOM NEPUOE JICUECHUS
HU3KNUMHU J03aMU, OIHOBPCMCHHO CICaycCT BBOAUTH KaJIbII U (1)0JII/IHaT B 03¢€
5-50 mr/cyTkH, B 3aBUCUMOCTH OT MOKa3aTeel KITMHUYECKOTO aHaTn3a KPOBH.

Tepanus nomxHa OBITH MPEKpalieHa MPH KOJIWYECTBE JEUKOLUTOB U TPOMOOIIMTOB KPOBU MEHEE
3,5 teic. m 100,0 TBIC. COOTBETCTBEHHO. Takke Tepamuio HEOOXOIUMO TPEKPATUTh TPH
BO3HUKHOBEHUU KPOBOTEUEHUS U3 HKEITYIOUHO-KUILIEYHOTO TPAKTA, TSXKEJION quapeu (=7 pa3 B IeHb),
3KC(ONMATUBHOTO A€pMATHTA.

Mezanobaracmuas anemus

[Ipu meramobmacTHON aHeMHUH, BBI3BAaHHOW neduruToM (OTMEBON KHUCIOTHI, KaJblHs (GoJuHAT
Ha3HAYaroT B J03€ 10 5 MI' (MaKCUMyM 15 MT) B CyTKH.
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BHYTpUBEHHO UM BHYTPUMBILLIEYHO.

[lepen BBeneHMEM cClleyeT BU3yalbHO IMPOBEPUTH aMIlyily. PacTBOp uisi BHYTPUMBIIIEYHOTO U
BHYTPHUBEHHOTO BBEACHHSI TOJDKEH OBITH MPO3PAYHBIM M UMETh IIBET OT OSCI[BETHOTO IO KEITOTO.
Ecnu nabGmtogaercs noMyTHEHHE WM HATMYKME BKIIIOYEHH, TO TaKOM pacTBOP UCIIOJIb30BATh HEJIb3sl.
PactBop kampiust ¢onuHaTa Ui UHBEKIUN WM WHQY3WA TpenHasHadeH JUisi OJHOKPATHOTO
IIPUMEHEHHS.

PactBop BBOAWMTCA BHYTPUMBILIEYHO U BHYTPUBEHHO, 3alpellacTcs BBOAWUTH Ipenapar
uHTparekanbHo. [Ipu BBegeHMM (QOIMHHEBOW KHCIOTHI MHTPATEKaJbHO IOCJIE MHTPATEKAIbHOM
NEepe03UPOBKH METOTpEKcaTa ObLIIM OMHCAHBI CITy4au C JIETaJbHBIM UCXOI0M.

[Ipu BHyTpHBEHHOM BBEJIEHUU B | MUHYTY ciieayeT BBOAUTHL He Oosee 160 mMr kambiiust gonuHarta
M3-3a COJIEPrKAIlleToCs] B PACTBOPE KaJIbLIUSL.

[lepen mpuMeHEHHEM TPH BHYTPHUBEHHOM ITyTH BBEACHHS KaiublMs (OJIMHAT MOKHO DPa3BOIUTH
0,9 % pacTBOpOM HaTpHs XJIOPUAA.

ITpu mpuroToBieHUM pacTBOpa A MHBEKUMH KalblKsg (DOJIMHAT MOXKHO Pa3BOAUTH PAaCTBOPOM
Punrepa nim 0,9 % pactBopom HaTpus Xjaopuiaa 10 KoHeHTpauuu ot 0,06 mr/mi 1o 1 mr/mi.

[Tonyuennsrii pactBop crtabwieH B TeueHue 24 dyacoB. OcTaBIIUNCA PACTBOP HE TMOJICIKHUT
HUCIIOJIB30BaHUIO.

Hewncnons30BaHHBIN pacTBOP CJCAYET YTHIM3HPOBATh B COOTBETCTBUU C MPOICAYPOH YTHITH3AIHH
IIUTOTOKCUYECKUX BEIIECTB (CM. pazzen 6.6.).

4.3. [IporuBonoka3anust

e [ WMmepuyyBCTBUTEIHLHOCTh K KAJIBIUIO (DOJIMHATY WK K JIFOOOMY M3 BCIIOMOTATEIBHBIX BEIIECTB,
IIEPEUUCIICHHBIX B pa3zaene 6.1.;
e MeranobnacTHas aneMusi, 00ycCIIOBIeHHAs JehUIIUTOM ITMaHOKOoOaaMuHa (BuTamuHa Bi2).

4.4. OcoOble yKka3aHHMs M Mepbl IPEeJ0CTOPOKHOCTH NPH NPHUMEHEeHHH

C OCTOPOKHOCTBIO

AJIKOTO0JIU3M, SIUJIENCHS, XpOHUYEeCcKas noueyHas HepoctatouHocTs (XITH), nerckuii Bo3pacT a0 2
net (6e3omacHOCTh U 3(PPEKTUBHOCTh HE YCTAaHOBJICHBI). JJaHHBIX MO MPUMEHEHUIO KOMOWHAITUN
KaJblus honmHaTa ¢ propypanmiiom y neteii 10 18 net He umeercs.

Oco0ble yKa3aHusg

Kanvyua cponunam cnedyem 6600umv 6HYMpUMblUIEYHO UNAU GHYMPUBEHHO (UHBEKUUU WU
UH@y3uu), HO Helb3A 6600UMb UHMPAMEKATbHO.

[Ipu WMHTpaTeKalbHOM BBEICHHHM (OJIMHUEBOW KHCIOTHI MOCIE MHTPATEKaJbHON Nepeao3upOBKU
METOTPEKCATOM BO3MOXKEH JIETAJIBHBIN HCXOI.

JleueHne METOTpEKCaTOM M Kalblus (OJIMHATOM, a Takxke (PTopypariyioMm U Kanblus (GOIUHATOM
JOJDKEH TPOBOAUTH KBATH(UIIMPOBAHHBIM BPAad-OHKOJIOT TPH HAJIUYUM HEOOXOJMMBIX CPEICTB
KOHTPOJIS.

[Tpumenenue xanplus GonrHaTa MOXKET MACKHPOBATH KIMHUYECKYIO KAPTHHY NMEPHUIIMO3HON Win
JIPYToi pa3HOBUIHOCTHA aHEMHH, BHI3BAHHOM JAePUITMTOM BUTaMUHA Bio.

MHorue HUTOTOKCHYECKHE MPenapaThl BBI3BIBAIOT Pa3BUTHE MAKPOIMTO3a (B YACTHOCTH, IPSIMBIEC U
HenpsiMble WHTHOUTOpPHI CHHTE3a J1€30KCUPUOOHYKIEMHOBOM KHCIOTHI — THUIpPOKCHKapOaMum,
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(oTMHMEBOI KHCIOTOM.

VY nmanueHToB ¢ SMUIIENICHeH, TTOTyYaronuX JieueHne (perodapouranom, npuMuI0HOM, (PEHUTOMHOM
HWJIN CYKOUHUMHUIOAMU, UMCCTCA PUCK MNOBBIICHUA YaCTOTHI SMUAJICHTUYCCKUX MPHUCTYIIOB HU3-3a
CHIDKEHHSI B TTa3Me€ KPOBU KOHIIGHTPALMI MPOTHBOSWICITHYECKUX CPENCTB. B maHHOM ciydae,
PEKOMEHIyEeTCsl KIIMHUYECKUI MOHUTOPHHI, KOHTPOJIb KOHLICHTPALUK IIPENapaToB B IJIa3Me KPOBU
M, €CITM HEOOXOMMO, KOPPEKIHUs 036l TPOTUBOIIUIICTITAMECKAX CPEICTB BO BpeMsl IPUMEHECHHUS
KaJbIus (hOoIMHATA U TTOCIIE OKOHYAHUSI Kypca TepamuH.

Kanvyus ¢ponunam/pmopypayun

[Tpu KOMOMHUPOBAHHOM NPUMEHEHUH (propyparmia U Kajablusa (HolmHaTa TOKCHUYECKOe JIeHCTBHE
dbropyparuia yCHIMBAETCS U PUCK Pa3BUTHS TOKcHUeckux 3¢ @dexToB Bo3pactaeT. OCOOEHHO 3TO
KacaeTcs MaIMeHTOB MOXKUJIOr0 BO3pacTa W ocialleHHBIX ManueHToB. Yaine Bcero HabIOAa0TCs
J10303aBUCUMBbIE TOOOYHBIE SIBJICHUS: JICHKOTICHUS, BOCTIAJICHUE CIIM3UCTHIX 000J1049eK U quapest. [Ipu
NpUMEHeHUH (Topypanuia B COYETAHUU C KalbleM (hoJMHATOM J103bl (TOpypauuia B ciIydae
BO3HUKHOBEHUSI TOKCHYECKHX YPPEKTOB CIIEIYET CHIKATh 3HAYUTEIbHEE, YeM NPU MOHOTEpAITHU
¢Topypaumnom. He cnemyer HauMHATh MM IPOJOJDKATh KOMOMHHUPOBAHHYIO —TEPAITUIO
bTopypanmioM M Kaiblus (ONMHATOM, €CIM Yy MaleHTa HMMEIOTCS MPH3HAKH TOKCHYECKOTO
MOpa)KEHUs MUILEBAPUTEIBHOTO TPAKTa, HE3aBUCHMO OT TSKECTH MopaxkeHus. KoMOMHUpPOBaHHYIO
TEparMi0 MOXKHO MPHUMEHSATh TOJBKO IIOCIE TIOJHOTO WCUE3HOBEHHS BCEX IaTOJOTHUYECKUX
CHUMIITOMOB CO CTOPOHBI J>KEJIyJOYHO-KHUIIEYHOTO TpPaKTa (HAmpuUMep, BOCHAICHHE CIM3UCTHIX
o0oouek, quapesi).

Tak kak muapess MOXKET SBIATHCA MPOSBICHHEM TOKCHYECKOTO BIMSHHUS HA MHUIIEBAPUTEILHYIO
CUCTEMY, MAIlMEHTHl C JaHHBIM NOOOYHBIM 3(PPEKTOM TOJIKHBI HAXOTUTHCS MOJ TIIATEIHHBIM
KOHTPOJIEM 0 TIOJHOTO MCYE3HOBEHHS MPU3HAKOB JHUApPEH. JTO HEOOXOIWMO H3-32 BO3MOXHOTO
OBICTPOTO yXYALIECHUS KIMHUYECKOW KapTUHBI, MPHUBOIALIETO K JieTalbHOMY Hcxony. Eciau mpu
JICYCHUN Y TAIMeHTa BO3HHUKACT JUapes W/WIA CTOMAaTHT, PEKOMEHIYeTCS CHIDKATh 103y
¢dbTopypaumia 10 UX MOJHOrO Mcue3HOBEHHA. OCOOEHHO 3TO KacaeTcsl MOKUIBIX U OCJIa0JIEHHBIX
MAIMEHTOB, KOTOPBIE HANOOJEe YI3BUMBI AJI1 TOKCHUECKOTO ACHCTBHS JAaHHOTO Mpernapara.

VY nmauueHToB, KOTOPBHIM MPOBOJMIACH MPEIIIECTBYIONIAs JTydyeBas Tepamnusi, a TaKkKe y MOKUIbIX
MAIMEHTOB PEKOMEHI0BAHO HAYMHATH TEPANUIO YMEHBIIICHHBIMU J103aMU (TOpypaIuia.

Kanvuus ponunam nenvsa cmemusams ¢ pmopypauuniom npu 00H08PEMEHHOM BHYMPUGCECHHOM
66edenuu (UHbEeKYUA Ul UHPY3Ua).

VY nmanueHToB, MOJIy4aloluX KOMOMHMPOBAHHYIO Teparuio (ropypauuia ¢ Kaublus (OJIUHATOM,
clielyeT KOHTPOJMPOBATh KOHIIEHTPALMIO MOHOB Kaiblus B miasme. [lpu ompeneneHuu HUBKUX
KOHIEHTpalMi HEOOXOIWMO MPOBOAUTH COMYTCTBYIOIIYI0 TEpalui0 COOTBETCTBYIOIIMMHU
npermapaTaMy KaibIIHsl.

Kanvyus ¢ponunam/memompexcam

Kanpuust onuuaT He 3amMIIaeT OT TOKCHYECKHX I(PPEKTOB HEreMaTOJIOIHYECKOT0 XapakTepa BO
BpEeMsl Tepaluud METOTPEKCaTOM (HampuMmep, OT He(PPOTOKCHYECKOTO JEHCTBHS BCIIEACTBHUE
BBIMAJICHUS OCajJKa METOTpEeKcaTa WM €ro MeTa0OJMTOB B IIOYEYHBIX KaHaiblax). Hamuune
NPEeANIECTBYIONIEH W BBI3BAHHOW METOTPEKCATOM IOYEYHON HEOCTAaTOYHOCTH, KOTOpasi CBSA3aHa
C 3aMEeJVIEHHON HKCKpELreil MeToTpeKcara, MOXKeT TpeboBaTh MPUMEHEHHs 00JIee BEICOKUX 7103 WIIH
OoJbIIIeH MTPOAOIKUTEIFHOCTH Kypca Tepanuy Kaabius (OITNHATOM.

Crenyer u3beratb NPUMEHEHUS BHICOKUX 7103 KalbLUs (OIMHATA, TTOCKOJIBKY 3TO MOXKET IPUBOIUTH
K CHIDKCHHIO TPOTHBOOIYXOJIEBOM aKTUBHOCTH METOTpEKcaTa, OCOOEHHO TpH OMyXOJsiX
LEHTPAIILHOW HEPBHOW CHUCTEMbI, KOTJa HaOJI0JaeTcsi HaKOIUICHHE Kaublus (onuHaTa mocie
HECKOJIBKUX KYpPCOB JICUCHHS.
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MeMOPaHHOTO TPAHCIOPTa TaKkKe Pa3BUBACTCS PE3UCTEHTHOCTh K KaJbIHIO (OJMHATY, MOCKOIBKY
00a BellecTBa IEPEHOCATCS OAHUMHU U TEMH K€ TPAHCIIOPTHBIMU CUCTEMAMHU.

[Tpu ciyvaiiHOM TNEepeno3UpPOBKE AHTArOHUCTOM (OJIHEBOM KHCIIOTHI, TAKMM KaK METOTpEeKcarT,
HY’)KHO OKa3bIBaTh HEOTJIOXKHYK) MEIULUHCKYI0 IIOMOINb, TaK KaK YBEINYCHHE BPEMEHHOIO
MHTEpBAJla MEXIy BBEJACHHEM METOTpeKcaTa M Kajblusi (OJMHATA NPUBOIUT K CHUIKECHUIO
3¢ PEKTUBHOCTH MTOCIIEAHETO.

[Ipy BO3HMKHOBEHHMHM KIMHUYECKUX MPOSBICHUNA TOKCHUYHOCTH WJIM OTKJIOHEHUW IOKAa3aTeliel B
a0OpaTOPHBIX aHAM3aX BCErJa JIOJDKHA YYHTHIBATHCS BEPOATHOCTh MPUMEHEHHUS MalueHTOM
JIPYTUX JIEKAPCTBEHHBIX CPEJCTB, KOTOPHIE B3aMMOJEUCTBYIOT C METOTPEKCATOM (HampuMmep,
npenaparsl, KOTOPbIe MOTYT BJIUSTh HA JJIMMHHAIIMIO METOTPEKCATa WM CBSA3BIBATHCS C OEIKaMH
IJ1a3MBbl KPOBH).

[Ipu pabore ¢ kampuus GOJIMHATOM HEOOXOAMMO COOMIOATh TIpaBWiIa OOpalieHus C
LIUTOTOKCUYECKUMH BellecTBaMu (CM. paszen 6.6.).

BcnomMorarenpHBIE BEIeCTBA

JlaHHBIH IpenapaT coaepKuT MeHee 1| MMouib (23 Mr) HaTpus Ha 1 Mi1, TO €CTh, 110 CYTH, HE COIEPIKUT
HaTpusl.

CTH

be3onacHocth u 3(pPEeKTUBHOCTh NMPUMEHEHMsI TpernapaTa y JEeTe 10 2 JIET HE YCTaHOBJICHBHI.
JIaHHBIX TIO IPUMEHEHHIO KOMOMHAIMK Kaiblus GonuHaTta ¢ propypamiom y aereid 10 18 jer He
UMeeTcs.

4.5. B3aumogeiicTBHe ¢ JPYIrHMH JIeKAPCTBEHHBIMH IIpenaparaMM W Jpyrue BH/BI
B3aHMO/Ie CTBHA

[Ipy onHOBpPEMEHHOM NPUMEHEHMH KaibIs (pOJMHATA C AHTArOHUCTaMU (HOJMEBOW KHCIOTHI
(HampuMep, ¢ KO-TPUMOKCA30JI0M, MUPUMETAMUHOM) 3()PEKTUBHOCTh AHTArOHUCTOB (HOJIMECBOM
KHCJIOTBI MOKCT CHUXXATBHCA UJIU MMOJIHOCTBIO YTPAYHUBATHCA.

Kanpumst QonamHAT MOXET CHIDKATh J(PQPEKTHBHOCTh MPOTUBOSNMICIITHYCCKAX TpErnapaToB
(penobapOuTana, npuMu0Ha, (HEHUTOMHA, CYKITMHUMHUJIOB) U MOBBIMIATH YaCTOTY IMHJICITHISCKIX
MIPUCTYTIOB (BcnmecTBUE CHIDKEHUS KOHIICHTPALIUU (bepMeHTHBIX WHIYKTOPOB
MPOTUBOAMHIIICNITHYECKUX TMPEmapaToB B TIUIa3Me€ KPOBH WH3-32 YCKOPEHHSI METa0OINYSCKUX
MIPOIIECCOB B TMIEUCHM, TaK KaK (POJIATHI SIBISIOTCS OJHUM U3 KO-(PaKTOpOB).

IIpy KOMOMHHMPOBAHHOM TPUMEHEHUHM Kaiblus (onmuHata U ¢TOopypaumna 3¢deKTHBHOCTH
JEUCTBUS U TOKCUYHOCTB MOCJIETHETO MOBBIIAIOTCA. B CBsI3U ¢ ueM, Ipu COBMECTHOM IPUMEHEHUH
70361 (pTOpypaIiiia J0JKHBI ObITh CHIDKEHBI (cM. pa3zaensl 4.4. u 4.8.).

Nmerorcss cooOuieHusi 0 HECOBMECTHUMOCTH HWHBEKIMOHHBIX (GopM Kaiblug ¢ojluHaTa MpU
OJHOBPEMEHHOM MpPUMEHEHUH C WHBEKIMOHHBIMU (opMaMu Jpomnepuaona, Qropypanuia,
dbockapHeTa HaTpUsl U METOTpeKcara, BCIEACTBHE OOpa3oBaHMs MPELMINUTATAa WU [TOMYTHEHUS
BBOJIMMBIX PaCTBOPOB.

4.6. PepTUIBLHOCTDH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

[TockonbKy KOHTPOJIUPYEMBIX HCCIIEAOBAaHUN Mpenapara y 0epeMeHHbBIX KEHIUH HE TPOBOAUIIOCH,
€ro MPUMEHECHHE BO BpeMsl OEpEMEHHOCTH BO3MOXKHO TOJBKO B TOM CITydae, €CJIM MperoaaraeMas
M0JIb3a JIJIsl MaTe€PH MPEBBIIIAET MOTEHIMAIBHBIN PUCK IJIS IJ10/a.
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JlakTamus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HeusBecTHO, BbIIENSETCS JIM TMpemapaT B TPYIHOE MOJOKO, MO3TOMY IPH HEOOXOAMMOCTHU
IPUMEHEHMs KaJlblusl (pOJIMHATA B IEPUOJ] IT'PYJHOIO BCKapMIIMBaHHU HEOOXOJMMO PELIMTh BOIPOC
0 IIPEKpAILEHUH TPYIHOTO BCKapMJIMBaHUS.

DepTUIBHOCTE

Jlarnpie 0 (hepTHIBHOCTH OTCYTCTBYIOT.

4.7. BausiHue Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHU CpeICTBAMH M Ppadorarb ¢
MeXaHU3MaMHU

[Ipn npumeHeHun kKanplivsg QojuHaTa HE HAOII0JANOCh BIUSHUS Ha CIIOCOOHOCTH YIPaBIAThH
TPAHCIOPTHBIMH CPEJICTBAMHU M Ha 3aHATHE IPYTUMH BHJAMH JAEATEIBHOCTH, TPEOYIOIIUMHU
KOHIIEHTPALMU BHUMAHUS U ObICTPOTHI IICUXOMOTOPHBIX PEAKIIHIA.

4.8. He:xennatesibHbIE peaKIIuu

Pe3roMe HexemaTenbHbIX pEaKIINI

[To nmannsiM BceemupHoil opranuzamum 3apaBooxpanenust (BO3) HexenatenbHble 3(PQHEKTH
KJIACCU(UIUPOBAHBI B COOTBETCTBUH C UX YACTOTOM pa3BUTHUS CIEAYIOLIUM 00pa3oM: OYEHb YacTO
(ot >1/10), gacto (ot >1/100 mo <1/10), mewacro (ot >1/10 000 mo <1/1 000), oueHs pemko
(<1/10 000), yacToTa HEU3BECTHA — MO UMEIOIMIUMCS JaHHBIM YCTAaHOBUTH YaCTOTY BO3SHHUKHOBEHUS
HE TIPEJCTABIIIIOCH BOZMOXKHBIM.

Hapywenus co cmoponvl ummynHou cucmemul:

Ouenb penko — aHauUIAKTOUTHBIC/aHAPUIAKTHUECKUE PEaKUUU (BKIIIOYAs IIOK), aJUIepru4yecKue
peaKIuy, KparuBHALA.

Icuxuueckue nHapyuenus:

Penko — 6ecconnuia, TpeBOXKHOCTD, JAeTpeccHs (MpU MPUMEHEHUH BBICOKHX J103).
Hapywenus co cmopoHul HepeHOU cucmembl:

Penxo — moBwIIeHNE YaCTOTH BOSHUKHOBEHHUSI SIS THYECKUX MTPUCTYIIOB.
Hapywenus co cmopoHbl cey00uHo-KUWEeyH020 mpaKkma:

OueHp 4YacTO — JAuapess BBICOKOM CTENEHHM TSDKECTH, a Takke 00e3BOKHBaHHE, Tpedyrolee
CTallMOHAPHOTO JICYEHUSI.

Penko — TomHoTa, pBOTa, AUCTIETICHUS (TIPU TPUMEHEHUN BBICOKUX J103).
Obwue HapyuweHUus U peakyuu 8 mecme 66€0eHUsL:
Heuacto — nuxopajka.

[Tpu uCnONB30BAHUU C APYTMMHU IperapaTtamMu JUIs JICUEHHs COMYTCTBYIOLIMX 3a00JeBaHUN ObUIH
OTMEUYCHBI  CIyYyal BO3HHKHOBEeHHs cHuHIpoMa CruBeHCa-/[DKOHCOHA H  TOKCHYECKOT'O
BHI/IIICpMaJIBHOI‘O HerOJII/I3a, HHOTr1a (I)aTaHLHBIe, B paBBI/ITI/II/I KOTOpBIX HCJIb3s1 HNCKIKYUTH pOJII:
KasbIust oJIMHATA.

JononnumenvHovle nobounvle peakyuu npu NPUMeHeHUU 8 KOMOUHAYUU ¢ pmopypayuiom

[Tpodunp Ge30mMacHOCTH MOXKET 3aBHCETh OT HCIIOIB3YyEMOTO PEXHMMa TEPANUU H3-33 YCHUIICHUS
BBI3BIBAEMBIX (PTOPYpAIIOM TOOOYHBIX PEAKIIMA.

Hapywenus co cmoponsl kposu u ﬂwvzd)amuqecxoﬁ cucmemul.

OdYeHp 4acTO — MUEIONEHUS.
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Hapymenust merabonu3ma u NUTaHUS:

YacToTa HEM3BECTHA — TUIICPaMMOHHCMHUA.

Hapywenus co cmoponbt ofceﬂv()quo-KumeuHoeo mpaxkma.

OueHb 4acTo — TOIIHOTA, PBOTA, AUApEs], BEIpaXKEHHAs JIeruapaTalys, TpeOyolas roCuIuTaaIn3auu
(MOXEeT MPUBECTH K JIETATLHOMY UCXOY).

Hapywenusa co cmoporbl kodcu u NOOKONCHLIX MKAHEU:

Yacto — nanbMapHO-IUIaHTapHAS SPUTPOAU3ECTE3US (J1aJOHHO-TIOAOUIBEHHBIN CHHAPOM).

061/14116 HApYwerRuAa u peakKkuyuu 6 mecnie 66C0CHUL:

OdeHb 4acTO — MYKO3HTHI, BKITFOUYasi CTOMATHUT, XEHINT, (PapuHTHUT, 230(haruT, NpOKTUT. TOKCHYECKOe
MOpaXCHHUE JKEITYJOYHO-KHIIIEYHOTO TpakTa (TIaBHBIM 00pa3oM MYKO3UTHI U Juapes) Hu
MUEIIOCYIPECCHSI MOTYT BECTH K CMEPTH. Y MallMEHTOB C TUapeei KIIMHNYECKOE yXY IIICHUE MOXKET
HE3aMEeUIUTEIIbHO MPUBECTH K JIETAIbHOMY UCXO0Ay. OTCYTCTBHE YIYYIICHUS COCTOSHUS MOXET
OBITb  CBSI3aHO C  JAPYIUMH  TOKCHYeckuMH  dddekramu  GTopypammia  (Hampumep,
HEHPOTOKCUYHOCTBIO).

COO6HI€HI/IG 0 IMOA03PEBACMBIX HEXKECIIATCIbHBIX PCAKIIMAX

BaxxHo coo0miaTh 0 MoA03peBaeMbIX HEXKENATENBHBIX PEaKIUAX TOCIe PEerucTpaluy mpernapara ¢
IENIbI0 00ECTIeYeHHsT HETTPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHUS «ITOJTb3a—PHUCKY JIEKAPCTBEHHOTO
npemapata. MeAUIIMHCKUM pabOTHUKAaM PEKOMEHAYeTCs cooOmaTh O JIOOBIX TMOJ03PEeBAEMBIX
HEXXEJAaTeNbHBIX PEAKIHAX JICKAPCTBEHHOTO Tpernapara yepe3 HallMOHAIBHBIE CUCTEMBI COOOIICHUS
0 HEeXeJIaTeBHBIX PEaKIUsIX TOCYIapCTB-WICHOB EBpazuiickoro S5KOHOMHYECKOTO CO03a.

Poccuiickas @edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)
Anpec: 109012, Mocksa, CnaBsHcKas mwiomans, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnextpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAaLIMOHHO-TEIEKOMMYHUKAIMOHHON ceTH «HTepHEeT»:
https://www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

VII «lleHTp 3KCriepTr3 U UCIIBITAHUI B 3IpaBOOXPAHEHUI)

Anpec: 220037, r. MuHck, nep. ToBapumieckui, 2a

Tenedon: +375 (17) 242-00-29

@axc: +375 (17) 242-00-29

DnexkTpoHHas mouta: repl@rceth.by

CaiiT B nH(pOpPMaLIMOHHO-TEIIEKOMMYHUKAITMOHHOU ceTh «HTepHeT»: https//www.rceth.by
Pecnyonuxa Kazaxcman

PI'TI na IIXB «HauumonaneHblii LIeHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX
m3nenuin»  Komurera MeIMUIMHCKOTO W (DapMareBTUYECKOTO KOHTpoysi  MUHHCTEpCTBA
3apaBooxpanenus PecryOnmuku Kazaxcran

Anpec: 010000, paiion baitkonsip, I. ActaHna, yia. A. UmanoBa, 1. 13, BIl «Hypcaynet 2»
Tenedon: +7 (7172) 235-135

OnexrpoHHas mouta: farm@dari.kz
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Kuvipevisckas Pecnybnuka

JlemapTaMeHT JIEKapCTBEHHBIX CPEIACTB M  MEIWIMHCKUX UW3Aenuid 1pu  MmuHHCTEpCTBE
3npaBooxpanenus: Keipreickoit Pecryonuku

Anpec: 720044, Uyiickas obmacTs, T. bumkek, yi. 3-s Jluawus, 25

Tenedon: +996 (312) 21-92-86

OnektpoHHas mouta: vigilance@dlsmi.kg

CaiiT B nH(pOpPMaLIMOHHO-TEIEKOMMYHUKAIIMOHHOU ceTn «uTepueT»: https://www.dlsmi.kg
Pecnyonuxa Apmenus

I'HKO «LleHTp 3xcnepTu3sl JEKapcTB U MEAULIMHCKUX TEXHOJIOTUI

Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedonsr: (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas mouTa: vigilance@pharm.am

CaiiT B nH(pOpPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOU ceTn «MHTepHeT»: http://pharm.am
4.9. Ilepeno3upoBka

CHUMIITOMBI

O TmocnencTBUSX TPUMEHEHHs [JI03bI KalublMs (OJMHATA 3HAYMUTENLHO OOJNBIICH, dYeM
pexoMeHayemasi, He coo01manochk. OHaKo, BBHICOKHE J03bI KalbIHs (poIMHATa MOTYT HUBEJIUPOBAThH
XUMHUOTEPANEBTUUCCKUH A (PEKT aHTAarOHUCTOB (DOTMEBOI KHUCIIOTHI.

Jleuenue

Ecnn mpomsonnia mepeno3upoBKa NpH NPUMEHEHHHM KOMOWHAIMK (QTopypammia ¢ KaJbIus
(donmHaTOM, HEOOXOIMMO CJIEI0BATh MHCTPYKIMHU [T (PTOPYpaLIMIIa 110 IPOBEICHUIO HEOOXO0AUMBIX
MEPOIPHUITHH.

5. PAPMAKOJIOTTYECKHUE CBOVCTBA

5.1. ®apmakoaMHAMMYEeCKHE CBOMCTBA

dapmakoTepaneBTHUECKasi TpyIna: TMpouyue JiedeOHbIE CpEeACTBA; CPEICTBA, CHIIKAIOIINE
TOKCHUYHOCTb MPOTUBOOITYXOJIEBOM TEpaIUU.

Kox ATX: VO3AFO03.

MexaHu3M JIEUCTBUS

Kanpuus ¢omunar npeacrasiser coboit S-popmunterparuapodonar Kanbus. SBiseTcst akTHBHBIM
MeTa0ouTOM (OTMEBOM KHUCIOTHI W KOPEPMEHTOM, HEOOXOAMMBIM ISl CHHTE3a HYKJICHHOBBIX
KHCJIOT MPH MPOBEJCHUN [IUTOTOKCUYECKOH Teparnuu.

dapmarkognHamMudeckue 3O HEKTHI

Kanmpiiuss ¢onuHAT TPUMEHSIOT IS CHIDKEHUS TOKCHUYHOCTH W HEUTpanu3anuu JeHCTBUS
aHTaroHUCTOB (POIMEBON KHUCIOTHI, TaKUX Kak MeroTpekcar. Kampius (onuHAT M aHTaroOHUCTHI
($oNIaTOB TEPEHOCATCS] OJHUMH U TEMHU K€ TPAHCIIOPTHBIMU areHTamu (OENIOK, CBS3BIBAIOIINN
(donaTel, IEPEHOCUHUK BOCCTAHOBJIEHHBIX (POJIATOB U AP.) U KOHKYPHUPYIOT 32 HUX JIPYT C JPYroM JJist
MEepPEeHoca B KIIETKY, YTO BBI3BIBAET OTTOK aHTATOHHUCTOB (DOJIATOB U 3AIUIIACT KIETKU OT ACHCTBUS
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MO3TOMY B OTJIMYHUE OT (POJIMEBOI KUCIOTHI HE TPeOyeT BOCCTAHOBICHUS AUTHAPOPOIATPEIYyKTA30M
JUIS TIPEBpAIlleHUus] B TeTparuapodosar, 4To MO3BOJIICT MPH €ro NPUMEHCHHH BOCCTAHOBHTH
HapymeHHbId npouecc 6uocunre3a JJHK, PHK u 6enkoB. 3amurtHoe AeiicTBre Kanbius (QoiarHaTa
MIPOSIBIIICTCS] TOJIBKO B OTHOIICHHH 3JIOPOBBIX KJIeTOK. OH MpeIoTBpaNIacT TOKCHIECKOe JICHCTBHE
METOTpEeKcaTa Ha KJIETKM KOCTHOTO MO3Ta W KeNyJAOYHO-KUIIIEYHOTO TpPaKTa, HO HE BIHSET
CYIIIECTBEHHO Ha HeppoTokcHuecknii 3P heKkT MeToTpeKcara.

Kanpuus pomuHaT npuMEHSIOT U 7151 OMOXUMHYECKONW MOIYJISIIMK (GTOPYpaLuiIa Al yCUIICHUS €T
LIUTOTOKCHYECKOTO  NeHCTBUA. PDPTOpypanmyl IOAABIAET aKTUBHOCTb THMMIMIATCUHTETA3BI,
KIII0YeBOTO (epMeHTa, YdYacTBYIOIEro B OwocuHTe3e mnupumuanHa. llpenapat ycuiauBaer
MHTUOMPOBaHNE TUMHUIMHCUHTETA3bl, yBEJIMUNBasl BHYTPUKJIETOUHBIN IMyJ1 (OJIATOB, TAKMM 00pa3zoMm,
CTaOMIIN3UPYS KOMILIEKC (PTOPYpaliiiI-TUMUMHCUHTETA3a U MOBBIIIAs €70 aKTHBHOCTb.

BayTpuBeHHO Kanblius (onvHAT Ha3HAYAIOT AJIs MPO(UIAKTHKA U JiedeHus aeduiura (GoaaTos,
KOTJla JIaHHOE€ COCTOSHHE HE MOXET OBITh CKOPPEKTHPOBAHO MEPOPAIBHBIM MPUMEHEHHEM
npernapara, HalpuMep, MPH TOJHOM TapeHTEepPalbHOM MUTAHWM W BBIPAXKEHHOM CHHAPOME
ManbabcopOruu. Tarke Kanblws (HOJMHAT MPUMEHSIOT I JICYCHUS] METajio0JIacTHOW aHEeMHH,
BBI3BAaHHON Ie(UIIMTOM (OITHEBOI KHCIOTHI, PU HEBO3MOXKHOCTH TEPOPATBLHOTO MPUMEHEHHUS
mpermapara.

5.2. ®apMakoKMHeTHYECKUE CBOICTBA

AOGcopOrms

[Tocne BHYTPUMBIIIEYHOTO BBEACHUS BOJHOTO PAacTBOpa CUCTEMHAs OMOJOCTYMHOCTh CpaBHUMA C
TaKOBOM MOCJIe€ BHYTPMBEHHOTO BBeJIeHUs. OHAKO MAaKCHUMaJIbHbIE KOHIIEHTPALMH B IJIa3ME KPOBU
HUKE MPU BHYTPUMBIILIEYHOM BBEICHHH.

Pacnpenenenue

O0wem pacnpeneneHuss (OIUHUEBON KHUCIOTHI HEU3BECTEH. MakcUMasbHbIE KOHIEHTpAalUd B
IUIa3Me KpPOBH HCXOJHOTO coeauHeHus (dopmuarerparuapodonueBas KucioTa, (OIMHHUEBAs
KHCJIO0Ta) focTurarres yepe3 10 MUHYT nociae BHYTPUBEHHOro BBeAeHUS. CpellHss KOHIEHTpaLus
JU1sL L-5-popmunrerparunpodonueBoit KHUCJIOTBI U [IPaBOBPALLAOLLETOCs
D-5-metmnrerparuapodoeBoil  KUCIOTH cocTaBuian 28,443,5 mr*mun/n u 129+11 mr*mun/n
nocse BBeAeHHs 10361 25 mr. KoHIieHTpalys HeakTHBHOT'O IIPAaBOBPAIIAIOIIET0Cs U30Mepa Oobliie,
yem L-5-hopmunrerparuapodonara.

Buorpancdopmarust

Kanbius gonmHar sBiseTcs panemMaroM, r1e akTHBHBIM YHAHTHOMEPOM SIBIISIETCS JIEBOBPALIAONIAs
¢dopma (L-5-popmunrerparunpodonar).

OCHOBHBIM MeTabONMUTOM KajblUs (oJIMHATA SBISETCS S-METHITETparuapoQoaueBas KHUCIOTa,
KOTOpasi IPEUMYIIECTBEHHO 00pa3yeTcs B IEYCHU U MHTEPCTUIIMAILHON TKaHH.

[Tepuona mosryBeIBEIeHNS COCTABISET 32—35 MUHYT 11 akTUBHOU L-hopmbl 11 352—485 MunyT — 17151
HeakTuBHON D-dopmbl. Bech mepros moayBhIBEACHHS aKTUBHBIX META0OIUTOB COCTABISAET OKOJIO
6 yacoB (Iocjie BHyTPUBEHHOTO U BHYTPUMBIIIIEYHOTO BBEJICHU ).

ONUMUHALMSA

80-90 % BbiBoAUTCA Moukamiu (5- u 10-hopmunteTparuipodoaarsl Kak HEAKTUBHBIE METAOOIUTHI),
5—8 % — uepe3 KUILECUHUK.

10
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6.1. Ilepeyenb BCOMOraTe/ibHbBIX BelIECTB

Harpus xnopun
Hatpus ruapoxcuna pactsop 1 M (s koppekiuu pH)

Bonaa mist uHBEeKIMn
6.2. HecoBMecTHMOCTD

B cBsi3u ¢ oTCyTCTBMEM HCCIEIOBAHUI COBMECTHMOCTH, JAHHBIN JICKAPCTBEHHBIN MpenapaTr He
CIeayeT CMEINBAThL C APYTUMH JIEKAPCTBEHHBIMU IIperapaTaMu.

Kanpuus QonunHat Henmp3si cMemuMBaTh ¢ (TOPypanuyioM HpU OJHOBPEMEHHOM BHYTPUBEHHOM
BBEJICHUY (MHBEKIUS WIH UHDY3HS).

6.3. Cpok ronHocTH (CPOK XpaHEeHHs )

HeBckpoITHI (haakoH

2 roja.

IlpuroroBlIeHHBIN PaCTBOP

[TomyuenHsIit pacTBOp cTabMIICH B TeueHUE 24 4acoB.
6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH

Xpauuth B xonoauiabHuke (2—8 °C), B OpUrHHAIBHONW ymakoBKe ((hJakoH B MayKe) JJIs 3allUThl OT
cBeTa. Y CJIOBHUS XpaHEHUs Tociie pa30aBIeHus JIGKapCTBEHHOTO IIpernapara cM. B paszene 6.3.

6.5. Xapakrep u coaep:kaHne YIIaKOBKH

ITo 3 M1 mm o 5 mut penapara Bo (uIakoH U3 OECBETHOTO CTEKIa BMECTUMOCTHIO 10 M vitu 1o
10 M mpemapara Bo (iakoH W3 OECIIBETHOTO CTEKJIa BMECTUMOCTHIO 13,5 MIJI, yKyHOpeHHBII
OpoMOYTHIIKAY4YyKOBOH TPOOKOM W OOKAaTaHHBIM ATIOMHUHUEBBIM KOJIIMAYKOM C IJIACTHKOBOU
KpbItko# Tuna «dumrm-oddy». Ha kaxasiii GurakoH HAKJIEUBAIOT 3TUKETKY.

ITo 1 ¢makoHy BMECTE ¢ TMCTKOM-BKJIAJIBIIIEM IOMEIIAIOT B KAPTOHHYIO MaYKYy.

ITo 5 unu 10 prakoHOB BMECTE € JTUCTKOM-BKJIQIBIIIIEM MTOMEIIAIOT B KAPTOHHYIO MAUKYy.

Ha xapToHHY!0 ITayKy HAaHOCST 3TUKETKY KOHTPOJIS IIEPBOTO BCKPBITUS.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIU3ANUN UCIOJIb30BAHHOIO JIEKAPCTBEHHOTO

npenapara WJjiM OTXOI0B, MOJYYeHHBIX MOC/Je NMPUMEHEHHUs] JEeKAPCTBEHHOr0 MNpenapara, u
Apyrvue MAHUMYJISIIIUM C IPeNapaTomM

MepEbl IPea0CTOPOKHOCTH, HPUHUMAaEMEbIE IIEpel IPUMESHEHUEM IIpenapaTa Wil B DaGOTC C HUM

[Ipu pabore ¢ kambuus GOJIMHATOM HEOOXOAMMO COONIOATh TIpaBWiIa OOpalieHHus C
IIUTOTOKCUYECCKUMU BCUICCTBAMMU. 3aI‘pH3H€HHYIO npemapartoM MNOBCPXHOCTbL PCKOMCHIAYCTCA
oOpaboTarh pa30aBIECHHBIM PacTBOPOM rumnoxjopuaa Hatpus (cogepxamuM 1 % xmopa). Ilpu
MOTIAJIAaHKM TIperapaTa Ha KOXY — HEMEIUIEHHO TPOU3BECTH OOMIIbHOE MPOMBIBAHUE KOXKU BOZOH €
MBIJIOM WJIH PacTBOPOM HATpHs THAPOKapOOHATa; MpH MOMAJaHWW B TJla3a — OTTSHYTh BEKH,
MIPOM3BOIUTH POMBIBAHHUE TJ1a3a (TJ1a3) OONBIIUM KOJIMYECTBOM BOJBI B T€UCHUE |5 MUHYT.
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Vrunuzanus

OcraTtku npemnapara 1 BCE HHCTPYMCHTBI U MaTCpUaJjibl, KOTOPLIC MMOJIb3OBAJIUCH AJId IPUTOTOBJICHUA
pacTBOpOB JuIsi UHBEKIMU 1 WHQy3un npenaparta Kanpuus ¢ommuar [ICK, 10mKHB yHHUTOXKATHCS
B COOTBETCTBHH CO CTAHAAPTHON OOJILHUYHON MPOLEypOl YTHIIU3ALUU OTXO0/I0B IUTOTOKCHYECKUX
BEIIECTB C YYETOM JIEUCTBYIOIIMX HOPMATHUBHBIX aKTOB YHUUTOKEHUS OMACHBIX OTXO/I0B.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas @enepanus

000 «IICK ®apma»

141983, Mockogckast 001., T.0. JIyOHa, r. JlyOHa, yiu. [Iporpammuctos, a. 5, ctp. 1
Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

OnektpoHHas noyra: officel @rusbiopharm.ru
7.1. IIpeAcTaBUTENb A€PrKATE/ISI PETHCTPAIMOHHOTO Y10CTOBEPEHUsI

[IpeTen3un moTpeduTeNel HAIPABIATH O aIPECy:
Poccuiickas @edepayus

000 «IICK ®apmar

141983, MockoBckas o0, r.o. Jlyona, 1. Jlyona, yn. [Iporpammuctos, 1. 5, ctp. 1
Tenedon: +7 (800) 234 16 99

DnexkTpoHHas mouTa: pv(@rusbiopharm.ru

Pecnyb6nuxa benapyco

000 «DapmAccucrenc»

220131, r. MuHck, yn. I'amapnauka 30, opuc 404 (6 stax)
Tenedon: +375 29 640 42 86

DrexTpoHHas mo4urta: pv(@pharmassistance.by
Pecnyonuxa Kazaxcman

TOO AJIAUME

050051, r. Anmatsl, mukpopaiton Caman 1, nom 1
Tenedon: +7-727-263-27-34

OnexrponHas nmouta: aldimed@mail.ru

Kuvipevizckas Pecnyonuxa

OcOO0O «DapmaPer»

720001, r. bumkek, yi. Tokroryna, 130

Tenedon: +996 (312) 25-74-79

OnekTpoHHas nouta: pharmareg@pharmareg.pro, pharmareg2@pharmareg.pro
Pecnyonuxa Apmenus

00O «Pynuym Tpaausr»

0056, r. Epesan, yn. Kouapsin, a. 18/52
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Tenedon: +3 749 566 36 68

OnekTponHas noura: rudiumtrading@gmail.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTerOpUH OTIYCKa M0 pelenTy.
OO6mras xapaktepucTuka JiekapctBeHHoro npenapara Kamprus ¢hommnaar [ICK noctynmHa B eguHOM
peecTpe 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro 3kKOHOMUYECKOTO CO03a U Ha

ouIMaIEHOM caire YITOJTHOMOYEHHOTO opraHa (aKCcTIepTHOM OpTaHU3AIIHH )
https://lIk.regmed.ru/Register/EAEU_SmPC.
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